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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

Cratbs 1. MpeameT perynupoBaHusa HacTosiwero ®egepanbLHOro 3akoHa

1. Hacrosmuit ®enepanbHplii 3aKOH pPETYJIHUPYET OTHOIIEHHUS, BO3HUKAIOIIME B CBS3U C
oOpaiieHueM - pa3padOTKOM, NOKIMHUYECKUMHU HCCIEAOBAHUSAMHU, KIMHUYECKUMHU HCCIEAOBAHUSIMU,
AKCIEPTU30M, TOCYAAPCTBEHHOM PETUCTPALIMEN B COOTBETCTBUM C HAcTOAMMM DeaepaibHbIM 3aKOHOM
(manee - rocynapCTBeHHasl perucTpaius) Wil perucTpaiueil B COOTBETCTBHU C MEXIYHApOJHBIMU
JOTOBOpaMH M aKTaMH, COCTaBISIONIUMHU TpaBo EBpa3uiickoro SKOHOMHYECKOTO coo3a (lanee -
perucrpanmsi), co CTaHAApTU3alUMEd M C KOHTPOJIEM KadyecTBa, MPOU3BOACTBOM, H3TOTOBIEHHEM,
XpaHEHHEM, MEPEBO3KOM, BBO30M B Poccuiickyro denepanuro, BbiBo30M U3 Poccuiickoit dexnepanuu,
peKiIamMoil, OTIYCKOM, peajlu3aluel, Iepenayeil, NpUMEHEHUEM, YHHUYTOKEHHEM JIeKapCTBEHHBIX
CPENCTB.

(B pen. deaepanbubix 3akoHOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

2. Hacrosmmii ®enepanbHbIi 3aKOH  yCTaHAaBIMBAE€T TNPHOPUTET  TOCYAAPCTBEHHOTO
perynupoBaHHus 0€30MacHOCTH, KadecTBa M 3()(PEKTHBHOCTH JIEKAPCTBEHHBIX CPEACTB MpPH HX
oOpareHuu.

(B pen. ®enepanbHoro 3akona ot 25.06.2012 N 93-D3)

Cratbs 2. Cdhepa npumeHeHns HacTosiwero PegepanbLHOro 3aKkoHa

Hacrosmuit denepanbHplii 3aKOH NMPUMEHSETCS] K OTHOIICHUSM, BO3ZHUKAIOUIUM MPU 00pallieHun
JIEKAPCTBEHHBIX CPEJCTB Ha Tepputopuu Poccuiickon @enepannu.

Cratbsa 3. 3akoHoAaTeNnbLCTBO 06 06palleHUn nekapcTBeHHbIX CPeacTB

1. 3akoHomaTenbcTBO 00 OOpalleHuu JEKapCTBEHHBIX CPEJICTB COCTOUT M3 HACTOSIIETO
denepallbHOTO 3aKOHA, IPYruX (¢eAepanbHBIX 3aKOHOB W HMHBIX HOPMATHBHBIX IPABOBBIX aKTOB
Poccuiickoit ®eneparum.

1.1. 3akoHOATENBCTBO 00 OOpAILIEHUH JIEKAPCTBEHHBIX CPEACTB B OTHOIIEHUN FOPUIUYECKUX JIUL]
U WHIABHIYAbHBIX TMPEINPUHAMATENICH, OCYIICCTBISIONIMX JACSITCIbHOCTh Ha  TEPPUTOPUU
MEXKIYHApOIHOTO MEIUITMHCKOTO KJIacTepa, MPUMEHSETCS ¢ Y4EeTOM OCOOCHHOCTEH, yCTaHOBJICHHBIX
®enepanbHbIM 3aK0HOM OT 29 utons 2015 roxga N 160-®3 "O MexayHapOJHOM MEAUIIMHCKOM KJlacTepe
Y BHECEHUH U3MEHEHHI B OT/IeJIbHBIC 3aKOHOIaTeIbHbBIE aKThl Poccuiickoii Deneparuu’.
(uactp 1.1 BBenena denepasibubiM 3akoHOM OT 29.06.2015 N 160-D3; B pen. denepaibHOro 3aK0Ha OT
04.08.2023 N 428-®3)

2. [evictBue Hacrosimero DenepalbHOr0 3aKOHAa pacIpoOCTpPaHsAETCs Ha  oOpallieHHe
HApKOTHYECKUX JIEKAPCTBEHHBIX CPEACTB M IICHXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C Y4YETOM
0COOEHHOCTEH, YCTAaHOBJICHHBIX 3aKOHOIATEIbCTBOM Poccuiickoii ®denepaniid 0 HAPKOTHYECKUX
Cpe/CTBax, MCUXOTPOITHBIX BEUIECTBAX U 00 MX MPEKypcopax.

3. J[eiictBue Hactosmiero DenepanbHOr0 3aKOHA  PACIpOCTpaHsIeTCss Ha  oOpaiieHue
paarodapMareBTHUSCKUX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH, YCTAaHOBJICHHBIX
3aK0HOJ1aTenLCTBOM Poccuiickoii deneparu B 007aCTH 00ecTieueHus paJuaiiOHHON O0€30MacHOCTH.

4. Ecu MexyHapoaHbIM JoroBopoM Poccuiickoit deaepanuu, MeK1yHApOIHBIMU IOTOBOPAMH U
aKTaMU, COCTaBISIOIUME MIPaBo EBpaznuiickoro sSKOHOMHUYECKOT0 COI03a (Janee - akThl, COCTABISIONINE
mpaBo Coro3a), yCTaHOBJCHBl HWHBIE NPaBHUIA, YeM TE, KOTOpPbIE MPEAYCMOTPEHBI HACTOSIIIUM
®denepanbHbIM 3aKOHOM, TIPUMEHSIOTCS TIPaBUIJIa MEXKITYHAPOIHOIO JI0rOBOpa, MpaBuia, CoepKaliuecs
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

B aKTax, COCTAaBJIAIOIKX NpaBo Coro3a.
(uactp 4 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4.1. PemeHuss MEXrocyJapCTBEHHBIX OpIraHOB, IPUHATbIE HA OCHOBAaHMM IOJIOXKEHUM
MEKIYyHApOAHBIX J0roBopoB Poccuiickoin @exepannu B HX MCTOJIKOBAHWM, IPOTHBOpPEYAIIEM
Konctutynuu Poccuiickoit @enepanuu, He nojexar ucnojdHenuto B Poccuiickon @enepanun. Takoe
IIPOTUBOPEYNE MOXKET ObITh YCTAHOBIIEHO B [IOPAIKE, OIPEACICHHOM (eliepaibHbIM KOHCTUTYILIMOHHBIM
3aKOHOM.

(uactb 4.1 BBennena @exnepanbHbiM 3aKk0HOM OT 08.12.2020 N 429-03)

5. B Poccuiickoii ®denepanuu B COOTBETCTBUM € MEXIYHAapOIHBIMU J0oroBopaMu Poccuiickoin
@enepanii UM (UIM) HAa OCHOBE MPHUHIMIA B3aMMHOCTH TPU3HAIOTCA PE3YJbTaThl KIMHHUYECKUX
HCCIIEIOBAaHUM JIEKapCTBEHHBIX IMPENapaToB Ui MEAMIIMHCKOIO MPHMEHEHHUs, NPOBEACHHBIX 3a
npenenamu tepputopun Poccuiickoit deneparuu.

Ctatbsi 4. OCHOBHble NOHATUA, UcCNoONib3dyeMble B HacTosiweM ®PeaepanbHOM
3aKoHe

Hnst neneit Hactosimero denepanbHOro 3aKOHA UCTIOIB3YIOTCA CIIETYIONINE OCHOBHBIE TOHSATHS:

1) JexapcTBEHHbIE CpEACTBA - BEIIECTBA WJIM HUX KOMOMHALMU, BCTYMAKOIIME B KOHTaKT C
OpPraHM3MOM YeJOBEKa WM >KUBOTHOTO, MPOHUKAIOIINE B OpPraHbl, TKAHU OpraHH3Ma YelOoBeKa WU
KUBOTHOTO, MPHUMEHSEMbIE i1 MPOPUIAKTUKH, NUATHOCTUKU (32 HMCKIIOUYEHHWEM BEIIECTB WIH HX
KOMOMHAIMIA, HE KOHTAKTHPYIOMIMX C OPTaHU3MOM YEJIOBEKa WIJIM KUBOTHOTO), JICUCHHUs 3a00JIeBaHUs,
peadmIHTaIuK, JUIsl COXPAaHEeHUs, TPEIOTBPAIICHUS IIM TIPEPhIBaHUS OEPEMEHHOCTH U TIOJyYECHHbBIE U3
KpOBH, IUIa3Mbl KPOBH, W3 OpPraHoOB, TKaHEH oOpraHuW3Ma 4YeJOBEKa WJIM >XUBOTHOTO, PACTEHUH,
MUHEPAJIOB METOJIaMU CHHTE3a WU C MPUMEHEHHEM OHOJOrHuecKux TexHojoruil. K nexkapcTBeHHBIM
CpeICTBaM OTHOCSTCS (papMarieBTHUECKHE CyOCTaHIIUU U JIEKaPCTBEHHBIE MPenapaThl;

1.1) crparernuecku 3HAUMMBIE JIEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE CpEACTBA s
MEIUIIMHCKOTO MPUMEHEHHS, KOTOPbIe 00ECIIeYNBAIOT TPHUOPUTETHBIC MOTPEOHOCTH 3PABOOXPAHCHUS
B IENIX MNPOPWIAKTUKA W JIeYeHUs 3a00JIeBaHHMiI, B TOM YHCJIE MPeoOJaJarolInX B CTPYKType
3aboneBaeMoctu B Poccuiickoit deneparuu, U MPOU3BOJCTBO KOTOPHIX JOJKHO OBITH OOECIeYeHO Ha
tepputopuu Poccuiickoit @enepannu. [lepeyeHb cTpaTernyecky 3HAaYUMBIX JIEKAPCTBEHHBIX CPEJNICTB, a
TaKkKe MHOPSAIOK M KpuTepuu ero ¢dopmupoBanus yTBepxkaatorcs IIpaButensctBom Poccuiickoit
denepauny;

(n. 1.1 BBenen @enepanbubiM 3akoHOM OT 23.07.2025 N 268-D3)

2) (dapmaneBTHUecKasi CyOCTaHIUS - JIGKAPCTBEHHOE CPEACTBO B BUJIE OJIHOTO WJIM HECKOJBKHX
oOmajmaromux (apMakoJIOTHIECKON aKTUBHOCTHIO JEHCTBYIOIIMX BEIIECTB BHE 3aBHCHUMOCTH OT
MIPUPOIBI IPOUCXOXKICHUS, KOTOPOE MPeTHA3HAUECHO I MPOU3BOICTBA, U3TOTOBICHUS JIEKAPCTBEHHBIX
MpernapaToB U onpezenseT ux 3¢pHeKTUBHOCTS;

(n. 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BCIIOMOTaTCJIIbHBIC BC€IICCTBa - BCUICCTBA  HCOPTaHHUYCCKOI'O U1 OpraHn4eCKoro
MPOUCXOXKACHUA, HCIOJIB3YEMbIC B IIPOLHECCE IMPOU3BOJACTBA, HU3IOTOBJICHHA JICKAPCTBCHHBIX
mnpenapaToB JJId IIPUJAHUSA UM HGO6XOHI/IMI)IX (1)I/ISI/IKO-XI/IMI/ILIeCKI/IX CBOﬁCTB;

4) nexapcTBEHHbIC Ipenaparbl - JIEKAPCTBEHHBIE CPEICTBA B BHUIE JICKAPCTBEHHBIX (hopm,
MpUMEHsIeMble Il MPOQPUIAKTUKH, IUArHOCTHKH, JIeUeHus 3a0oJeBaHUs, peabumuTanuu, s
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

COXPAHCHUAA, ITPEAOTBPALICHUS WIIW IIPECPhIBAHUA 6epeMeHHOCTI/I;

5) nexapctBeHHast hopMa - COCTOSIHUE JISKAPCTBEHHOTO Mpernapara, COOTBETCTBYIOIIEE criocobam
€ro BBEJCHHS U IPUMEHEHHS U 00eCIieunBaroIiee JOCTHKEHHE Heo0xoumoro aeue0Horo 3¢ dexTa;

5.1) no3upoBka - CoOAEp)KAHWE OJHOTO WJIM HECKOJIbKUX JICUCTBYIOIIMX BEHIECTB B
KOJIMYECTBEHHOM BBIPQXEHUM Ha €IMWHUILy J03bl, WINM €IWHUIly 00beMa, WU EIUHUI]y Macchl B
COOTBETCTBUHM C JIEKapCTBEHHOW (opmoit 5mbO i HEKOTOPBHIX BHJIOB JIEKAPCTBEHHBIX (QOpM
KOJIMUYECTBO BBICBOOOXKIAEMOT0 U3 JIEKAPCTBEHHON (OpMBI AEWCTBYIONIETO BEIIECTBA 32 EIUHUILY
BpPEMEHU;

(n. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) [epeyeHb IKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IpEenaparoB -
yrBepxkaaemsblid [IpaBurensctBoMm Poccniickoit denepanny nepevyeHsb JICKapCTBEHHBIX MPENnapaToB JJls
MEIULMHCKOrO IMPUMEHEHHs], 00eCIeUnBaIOUIMX HPUOPUTETHBIE MOTPEOHOCTU 3]PABOOXPAHEHMS B
Hensx MNpoQWIAKTUKA M JIedeHHs 3a00JIeBaHUM, B TOM 4MCiIe NpeolnajarolliuX B CTPYKType
3abosneBaemoctu B Poccuiickoit denepanmu;

(B pen. @enepanbHoro 3akona ot 13.07.2020 N 206-D3)

6.1) opdaHHBIC JIEKAPCTBEHHBIC TpeENaparbl - JIEKAPCTBEHHBIC IMpEnaparhl, NpeaHa3HAYCHHBIC
WCKITIOYUTEIILHO IS JIMarHOCTUKH, ATHOMATOTCHETHYECKOTO WM IMaTOTCHETHYECKOTO JICUCHUS
(JieueHus1, HAITPABJICHHOTO HA MEXaHW3M Pa3BHUTH 3a00JieBaHMs) peakux (opdhaHHbBIX) 3a00IE€BaHMUI;

(m. 6.1 BBenen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-@3)

6.2) OHOJOTHYECKHE JIEKApPCTBEHHBIC IMperapaThl - JIEKAPCTBEHHBIC Ipenaparsl, JIEHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOU3BEJICHO WM BBIJCIICHO U3 OMOJIOTMYECKOTO MCTOYHUKA W JIJIS OTPECIICHUS
CBOMCTB M KauyecTBa KOTOPHIX HEOOXOAMMa KOMOWHAIMS OHOJIOTHYECKUX U (DU3UKO-XUMHUYECKUX
MeTronoB. K OHONOrMYECKMM JICKapCTBEHHBIM TperapataM OTHOCATCS HMMMYHOOHOJIOTHUECKHE
JIEKapCTBEHHBIE IIpemapaThl, JEKapCTBEHHbIE IMpemapaThl, IMOJYYEHHbIE U3 KPOBHU, IJIa3Mbl KPOBH
YeloBeKa M KUBOTHBIX (32 HCKIIOYEHHEM IIENbHON KpOBH), OMOTEXHOJOTMYECKHUE JIEKapCTBEHHBIC
npenaparsl, TeHOTEpaNeBTUYECKHUE JIEKAPCTBEHHBIC MIpenaparhl, JICKAPCTBEHHBIC MpernapaThl HA OCHOBE
COMAaTHYECKHX KIIETOK;

(n. 6.2 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-®3; B pen. DeaepadbHOTO 3aKOHA OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUYHBIN JIEKAPCTBEHHBIN IMpemnapaT - TeHOTEPaNneBTUYECKUN JIeKapCTBEHHBIN
npenapar Juisi MEAULMHCKOIO MPUMEHEHUS, WIH JIEKApCTBEHHBIM Ipernapar Ha OCHOBE COMAaTHYECKHX
KJIETOK JUISl MEIULIMHCKOIO IPUMEHEHMSI, WIIM TKaHEUHKEHEPHBII JIEKapCTBEHHBIHN npenapat (mpenapar
TKaHEBOW MH)KEHEPUH);

(. 6.3 BBeneH denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) HMMMYHOOMOJIOTHYECKHE JICKApPCTBEHHBIC IMperaparbl - JIGKAPCTBCHHBIC Ipenaparhl,
npeaHa3HaueHHbIe Ui (OPMUPOBAHMS AKTUBHOTO WJIM MACCHMBHOTO MMMYHHTETA JHOO JUArHOCTHUKHU
HAIM4YUsS UMMYHHTETAa WJIM  JUArHOCTHKH  CIeNU(PUUECKOTo  MPUOOPETEHHOTO  M3MEHEHUs
MMMYHOJIOTHYECKOTO  OTBETa Ha ajulepru3upyronme BemectBa. K HMMyHOOHOJIOTHYECKUM
JIEKapCTBCHHBIM  TperaparaM  OTHOCSTCS — BaKIMHBI, AHATOKCUHBI, TOKCHHBI,  CBIBOPOTKH,
MMMYHOTJIOOYJTHHBI ¥ aJICPTCHEI;

(. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

7.1) OUOTEXHONOTMYECKHE JIEKAPCTBEHHBIC TMpemapaThl - JIEKAPCTBEHHBIE Iperaparsl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBISIETCS C HCIOJB30BaHUEM OMOTEXHOJIOTHMYECKUX MPOILECCOB U
Metoa0B (B Tom unciie JJHK-pekoMOMHAHTHON TEXHOJIOTMH, TEXHOJIOTUU KOHTPOJIUPYEMOM SKCITPECCUH
TE€HOB, KOAHMPYIOIIUX OHOJOTUYECKH AaKTHUBHBIE OCJIKH B TMPOKAPHUOTAX W OYKAPUOTAX, BKIIOYAs
W3MEHEHHBIC KICTKH MJICKOMUTAIONINX ), THOPUIOMHOTO METO/Ia U METOa MOHOKJIOHATbHBIX aHTUTEIT,
(. 7.1 BBenen denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

7.2) TeHOTepaneBTUYECKUE JIEKapCTBEHHBIE TMpemapartbl - JIEKApCTBEHHBbIC TMpernaparsl,
(dapmarieBTHUECKass CyOCTaHIUSI KOTOPBIX SIBISIETCS PEKOMOWHAHTHOW HYKJICMHOBOW KHCIOTOW WU
BKIIIOYaeT B ce0S pEeKOMOMHAHTHYIO HYKJIEWHOBYIO KHCIIOTY, IIO3BOJISIOUIYIO —OCYIIECTBISATh
peryinupoBaHue, pernapamnuio, 3aMeHy, J00aBlIeHNe WIH yAaJeHIUe TeHETUUECKOH MOCIe10BaTeIbHOCTH;
(. 7.2 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) HapKOTHYECKHE JIEKAPCTBEHHBIE CPEJCTBA - JIEKAPCTBEHHBIE MpenapaTsl U (apMaleBTUUECKUE
cyOCTaHIIMM, COfepKallie HapKOTMYECKHe CpPEeICTBa M BKIIOYEHHble B [lepeueHb HApKOTHYECKUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M HMX IPEKYypCOPOB, IMOJICKAIIUX KOHTpOIO B Poccuiickoit
@enepanyy, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickon denepanuu, MeEXIyHapOIHBIMHU
norosopamu Poccuiickoit denepanuu, B TOM unciie EAMHON KOHBEHIIMEN O HAPKOTHYECKUX CPEICTBAX
1961 ropa;

9) nCUXOTpOIHBIE JIEKAPCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHbIE IpenapaThl U (hapMaleBTHUECKUe
cyOCTaHIIMM, COAEprKallhe IMCHUXOTPONHbIE BEIIeCTBA W BKIIOUEHHbIE B llepeueHb HapKOTHYECKUX
CPEACTB, IICUXOTPOIHBIX BEIIECTB M HMX IPEKYypCOPOB, IMOUICKAIIUX KOHTpOIO B Poccuiickoit
@enepanyuy, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickon denepanuu, MeEXIyHapOIHBIMHU
noroBopamu Poccuiickoit denepanuu, B ToM unciae KoHBEHIMEH O MCUXOTPOIMHBIX BemecTBax 1971
roja;

10) pammodapmaneBTHUECKHE JIEKaPCTBEHHbIE CPEICTBA - JICKAPCTBEHHBIE CPEICTBA, KOTOPHIE
coJiep>kaT B TOTOBOM ISl MCTOJIK30BaHUS (hOpMe OJUH PAAUOHYKIIU] WIA HECKOIBKO PAIHOHYKIHIOB
(paanoaKkTUBHBIX U30TOTMOB);

10.1) opuruHajIbHBIM JIEKAPCTBEHHBIM IpenapaT - JIEKapCTBEHHBIM Ipenapar ¢ HOBBIM
JEHCTBYIOIMM BEIIECTBOM, KOTOPBIM NEPBBIM 3aperucTpupoBaH B Poccuiickont Penepanyu wiv B
WHOCTPaHHBIX TOCyJapcTBaX Ha OCHOBAaHUU  PE3yJIbTaTOB  JOKIMHUYECKUX  HCCIEAOBaHUN
JEKapCTBEHHBIX  CPEICTB M  KIMHUYECKMX  MCCIENOBAaHUM  JIEKAPCTBEHHBIX  IIPENApaToB,
MOJTBEPKIAIOLINX €ro KauyecTBO, 3P (HEKTUBHOCTh U OE30M1aCHOCTb;

(m. 10.1 BBenen denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

11) pedepeHTHBII JIeKapcTBEHHBIN Mpenapart - JIEKapCTBEHHBIN IpenapaT, KOTOPIA UCHOIb3YeTCs
IUTSL OIICHKH OMOSKBHBAJICHTHOCTH WJIM TEPAIEBTUYECKOIN IKBUBAICHTHOCTH, KauecTBa, 3()(HEeKTHBHOCTH
u  0e30MacHOCTH  BOCHPOM3BEIEHHOIO  JIEKAPCTBEHHOrO  Mpemapara WM OHOaHAJIOrOBOTO
(buormogoOHOTO)  JIeKapCcTBEHHOro  mperapara  (Ouoananora). B kadectBe  pedepeHTHOTro
JIEKapCTBEHHOTO  MpemnapaTta Uil MEAMLMHCKOIO MPUMEHEHHMsS HCHOJb3YeTCS OpPUTHHAIBHBIN
JIeKapCTBEHHBIN mpenapar aubo, eciau OpUrHHAIbHBIN JIEKapCTBEHHBIN NpenapaT He 3aperucTpupoBaH
WIA HE HaxonuTcs B obopote B Poccuiickoii ®Penepannu U HE HaXOAUTCS B 000pOTE€ B MHOCTPAHHBIX
roCyJapcTBaxX, BOCIPOU3BEACHHBINA JICKAPCTBEHHBI MpenapaT Wi OHOaHAIOTOBBIA (OMOIOIOOHBIN)
JIEeKapCTBEHHBIN Mpenapat (OnoaHasnor), KOTOPBIM MEPBBIM 3apETUCTPUPOBAH U3 YHCIIa HAXOMAAIIUXCS B
obopore B Poccuiickoit ®denepanyy, OMOIKBUBAJIEHTHOCTh WM TepaleBTUYECKas HKBUBAJIEHTHOCTD,
Ka4yecTBO, 3(P(PEKTUBHOCTh U 0€30IaCHOCTh KOTOPOTO OLIEHWBAIMCH MO OTHOLIEHUIO K OPUTHHAIBHOMY
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JIEKapCTBEHHOMY IIpenapaTy, a Takke KayecTBO, 3((EeKTUBHOCTH M 0O€30MacHOCTb KOTOPOIO
MOJITBEPKIAIOTCS pe3yIbTaTaMu (hapMaKoHa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB,
HAXOJALIMXCS B TPaXTAHCKOM 000pOTe, yCTAaHOBJICHHBIM TpeOOBaHMSAM K HMX KadecTBY. B kauecTBe
pedepeHTHOr0  JIEKapCTBEHHOTO TMperapara /il BETEPUHAPHOTO NPUMEHEHHS HCIOJIb3YeTCs
JIEKApCTBEHHBIN Ipenapar [jis BETEPUHAPHOIO NPHUMEHEHHS, 3aperuCcCTpUpOBaHHBIM B Poccuiickoin
@Denepanii Ha OCHOBaHMM PE3YJIBTATOB JOKIMHUYECKUX HCCIIECIOBAaHUM JIEKAPCTBEHHBIX CPEICTB U
KIIMHUYECKMX MCCIEAOBAaHUN JIEKAPCTBEHHBIX IIPENApaToB, IMOATBEPKIAIOIIMX €ro KayecTBO,
3¢ (HeKTUBHOCTH U 0€30MacCHOCTb;

(n. 11 B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)

12) BoOCIpOM3BENEHHBIM JIEKapCTBEHHBIN IpemapaT - JIEKapCTBEHHBIM mpemapaTr Ul
MEIUIIMHCKOTO TPUMEHEHHsS, KOTOPbIH HMEET OSKBUBAJCHTHBIH pePEepeHTHOMY JIEKapCTBEHHOMY
rpenapary KaueCTBEHHBIM COCTaB M KOJIMYECTBEHHBIM COCTAB JIEUCTBYIOIIMX BEIIECTB B SKBUBAJICHTHOMN
nexkapcTBeHHON (opme, T1OO0 JeKapCTBEHHBIM Mpenapar Ui BETEPUHAPHOTO MPUMEHEHHUS, KOTOPBIA
UMeeT Takuhe Ke, 4YTO U pedepeHTHBI JeKapCTBEHHBIM Ipernapar, KadeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBI COCTaB  JCHCTBYIOIIMX BEIIECTB B TaKOW K€ JICKApCTBEHHOH  (opme,
OMOPKBUBAJICHTHOCTh WM  TEpaleBTHYECKas SKBUBAJIEHTHOCTh KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY IpenapaTy MOATBEPK/IeHa COOTBETCTBYIOIIUMU HCCIIEA0BAHUIMU;

(. 12 B pen. @enepanpHoro 3akona ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKasi SKBUBAICHTHOCTh JIEKAPCTBEHHBIX MPETAPATOB - JOCTHKEHHE KIIMHHUECKU
COTOCTaBUMBIX TepameBTHUeCKoTo 3(ddexta u mokazateneid dPpPeKTUBHOCTH U OE30MACHOCTH MPHU
MPUMEHCHUN JICKAPCTBCHHBIX MPENaparoB Ui MEIUIIMHCKOTO TPUMEHEHHUS, HWMEIONINX OJIHO
MEXyHApOJAHOE HEMAaTCHTOBAHHOE (MJIM XHMHYECKOE, WM TPYNIUPOBOYHOEC) HAMMEHOBAaHUE, B
SKBHBAJICHTHBIX JO3MPOBKAX IO OJHUM W TEM e IMOKa3aHWSAM K NMPHUMCHEHHUIO W TPU OIMHAKOBOM
croco0e BBEJICHHUS Y OJHOM M TOH K€ IPYIITbl OOJBHBIX;

(m. 12.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoananoroBelii (0MOMOAOOHBIN) JIEKApCTBEHHBIN MpernapaT (OnoaHanor) - OHOIOTUYECKUI
JIEKapCTBCHHBIN TMpermapaT, CXOXKHW IO MapaMmerpaMm KadecTBa, dPQPEKTUBHOCTH W OE30MAaCHOCTU C
pedepeHTHBIM OHOJIOTUYCCKUM JIEKAPCTBEHHBIM TIPEIapaToM B TAKOW e JICKAPCTBCHHOH (opme H
MMEIONINH HIECHTUYHBINA CIT0cOo0 BBEICHUS;

(n. 12.2 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3aMeHsEMbIi JIGKAPCTBEHHBIN Mpemnapar - JeKapCTBEHHBIN MpemapaT ¢ JI0Ka3aHHOMN
TEPaNeBTUYECKON OSKBUBAJICHTHOCTHIO WM OHOIKBHBAJIIEHTHOCTHIO B OTHOIIEHUH pedepeHTHOTO
JIEKapCTBEHHOT'O Mpenapara, UMEIOIINN SKBUBAIICHTHBIE €MY KaU€CTBEHHbBI COCTaB M KOJIMYECTBEHHbBIN
COCTaB JCHCTBYIOLIMX BEILIECTB, COCTAB BCIIOMOTaTENbHBIX BEIIECTB, JIEKAPCTBEHHYIO (popMy M crtocod
BBE/ICHUS;

(n. 12.3 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

12.4) OWOAKBUBAJCHTHOCTh JIEKAPCTBEHHBIX MpPEMapaToB - JOCTHKEHHE COMOCTaBUMBIX
MOKa3aTesel CKOPOCTH BCAChIBaHUS, CTENEHU MOCTYIUICHUS K MECTY JIEUCTBHSI U CKOPOCTH BBIBEICHHS
OJTHOTO WJIM HECKOJIBKUX 00JIaqarommx (apMaKoJIOTHIECKOM aKTHBHOCTRIO JIEHCTBYIOIINUX BEIIECTB MPU
MPUMEHEHUU JIEKAPCTBEHHBIX TMpENapaToB Uil MEIUIIMHCKOTO TPUMEHEHHUs, WMEIOUUX OJIHO
MEXKIyHApOAHOE HEMaTEHTOBAHHOE (WM XHUMHYECKOE, WIM TPYNIUPOBOYHOE) HAWMEHOBAaHHE, B
SKBUBAJICHTHBIX JO3UPOBKAX M MPU OJMHAKOBOM CIIOCOOE BBEIICHUS,

(m. 12.4 BBenen DenepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

13) JICKAPpCTBCHHOC PACTUTCIBHOC CBIPHC - CBCIKUC HJIM BBICYHICHHBIC PACTCHUA 100 UX 4qacCTu,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

UCIONIb3yeMbIe MJI TPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB OPraHU3alUsSIMU - MPOU3BOJUTEISIMU
JIEKapCTBEHHBIX CPEJICTB WIIM M3TOTOBICHUS JIEKAPCTBEHHBIX MPEMApaTOB aNTeYHBIMUA OPTaHU3AIMSIMH,
BETEPUHAPHBIMH ANTEYHBIMH OPTraHU3alUSIMU, UHAUBHIYAILHBIMHA MPEANPUHUMATEISIMU, UMEIOIIUMU
JUIICH3HIO HA (papMaIleBTUIECKYIO IEATEIbHOCTD;

14) nexapcCTBEHHBIM PAaCcTUTENBHBIN IMpemnapaT - JeKapCTBEHHBIN Ipenapar, MpOU3BEICHHBIN WU
U3TOTOBJICHHBIN U3 OJHOTO BUJA JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIPhs WM HECKOJIBKUX BUAOB TAKOTO
CBIPbsSI U peannu3yeMblii B pacpacoBaHHOM BHJIE BO BTOPUUHON (IIOTPEOUTENBCKOI) YITaKOBKE;

15) romeonatuueckuii JEKapCTBEHHBIH IMpenapar - JIEKAPCTBEHHBIH Mperapar, Mpou3BeleHHBIN
WIA W3TOTOBIICHHBIH M3 (apManeBTHYECKOW CyOCTaHUIUHM WM (apMalleBTUYECKHX CYOCTaHIMI B
COOTBETCTBUH C TPeOOBAHMSAMHU OOIIMX (PapMaKONEHHBIX CTAaTe K TOMEOMATHYECKUM JIEKapCTBEHHBIM
mpernapartaM HJIH B COOTBETCTBHM C TpPeOOBaHMSAMHU (apMaKoled CTpPaHbl TPOM3BOIHUTENSI TAaKOTO
JIEKapCTBEHHOTO ITperapara;
(m. 15 B pen. denepansHoro 3akona ot 22.12.2014 N 429-D3)

16) MexayHapoJHOE HENAaTECHTOBAHHOE HAMMEHOBAaHUE  JIEKAPCTBEHHOTO  CpEICTBA -
HAaMEHOBAaHME [CHCTBYIOIIErO BemiecTBa (hapManeBTUUECKOM CyOCTaHIMHM, PEKOMEHJIO0BAaHHOE
BcemupHoii oprannsanuei 31paBoOXpaHeHuUs;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

17) ToproBoe HaMMEHOBaHHE JIEKAPCTBEHHOI'O CPEJICTBAa - HAWMMEHOBAHHE JICKAPCTBEHHOI'O
CpeICTBa, MPHCBOGHHOE €ro pa3paboT4YMKOM, [epKaTeleM WM BIAJENbleM PETHCTPAIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO MIpenapara;

(B pen. @enepanbuoro 3akona ot 22.12.2014 N 429-D3)

17.1) rpynmupoBOYHOE HaWMEHOBaHHE JIEKapCTBEHHOIO Ipenaparta - HauMEHOBaHUE
JIEKAPCTBEHHOTO MPEINapara, He NMEIOIIET0 MEXAYHApOJHOIO0 HEMAaTEHTOBAHHOTO HAaMMEHOBAHUs, WU
KOMOMHAIMM JIEKapCTBEHHBIX IPENapaToB, MCIOJIb3yeMOE B LEISIX OOBEAMHEHHS UX B IPYIIy HOJ
€IMHBIM HAMMEHOBAaHUEM MCXO/s U3 OMHAKOBOI'O COCTABa AEHCTBYIOIMX BEILECTB;

(m. 17.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmas papmakomneiiHas CTaThs - TOKYMEHT, YTBEPKICHHBIH YITOJTHOMOUYEHHBIM (eiepaaIbHbIM
OpPTraHOM HCIIOJHHUTEIBHOHN BIIACTH M COAEPIKAIIMK MEepedYeHb MoKa3aTeNell KauecTBa M (MJIM) METOJIOB
KOHTPOJISI KadecTBa KOHKPETHOHW JIEKapCTBEHHON (OPMBI, JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPHS,
BCIIOMOTATENIbHBIX BELIECTB, ONMCAHUS OHOJOIMYECKUX, OHOXMMHMYECKHX, MHUKPOOHOIOIMYECKHX,
(U3NKO-XMMUYECKHX, (U3NYECKUX, XUMHUECKUX U JPYTUX METOJOB aHaju3a JIEKapCTBEHHOTO
CpeZCTBa, a TakXke TpeOOBaHMS K HCHOJIb3YEMBbIM B IENIAX MPOBEIEHHs JaHHOTO aHalIM3a peaKkTHUBaM,
TUTPOBAHHBIM PAaCTBOpaM, HHAUKATOpaM;

(B pen. ®eaepanbHbix 3aK0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

19) dapmakoneiiHas cTaThs - JOKYMEHT, YTBEPXJCHHBIM YINOJHOMOYEHHBIM (eepalbHbIM
OpPraHOM HCIIOJIHUTEIBHOM BJIACTH M COJCPXKAIIMKM IIEpeYeHb IIOKa3aTeled KayecTBa U METOIOB
KOHTPOJISI ~ KadecTBa  JIEKAPCTBEHHOIO  CPEICTBA,  JIEKAPCTBEHHOIO  PACTUTENIBHOTO  CBIPBS,

BCIIOMOTATENIbHBIX BEIIECTB;
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)

19.1) crarmapTHBIC 00pa3Ibl - BEIMIECTBA, IIOCPEICTBOM CPAaBHEHHS ¢ KOTOPBIMU OCYIIECTBIISETCS
KOHTPOJIb KaueCTBa HCCIEAYyEMBIX JIEKAPCTBEHHBIX CPEJICTB C TOMOIIBI0 (PU3UKO-XUMUYECKUX U
OMOJIOTMYECKUX METOJOB B ILEISIX MOATBEPKICHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

TpeOOBaHUSAM HOPMATHBHON NOKYMEHTALMH, YCTAHOBJIEHHBIM IPH OCYILECTBJIEHUH TOCYIapCTBEHHOMN
perucTpanyy, U KOTOpbIE NPUMEHSIOTCS Ul KaIUOPOBKM CTaHJAPTHBIX OOpa3LOB MPOM3BOIUTENS
JIEKapCTBEHHBIX CPEACTB, HCIOJB3YEMBIX Ui KOHTPOJS KauecTBa M HHBIX LEJNeld MpU OoOpalieHuH
JIEKapCTBEHHBIX CPE/ICTB;

(m. 19.1 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakoneinHplii cTaHAApTHBIA oOpasel - CTaHAApPTHBIM 00pa3el, MNpPOU3BEACHHBIM B
COOTBETCTBUH C (papMaKONEItHON CTaThel;
(. 19.2 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

20) HoOpMaTHBHasi JOKYMEHTAlUsl - JOKYMEHT, COJEpXallUi IepeueHb ONPEIENIIEMbIX I10
pe3yabTaTaM COOTBETCTBYIOHIMX SKCIIEPTU3 MOKa3aTeled KadecTBa JIEKAPCTBEHHOI'O CpPEACTBA s
MEIUIIMHCKOTO MPUMEHEHHSI, METOJI0OB KOHTPOJISl €r0 Ka4eCTBa U YCTaHOBJICHHBIHN €ro MPOU3BOIUTENIEM;

21) HOpMATHBHBIN JOKYMEHT - TOKYMEHT, COJIep>KalllHii IepedeHb ONpeiesiIeMbIX M0 pe3yibTaTaM
COOTBETCTBYIOIIMX OKCIEPTU3 TOKa3zaTenei KadecTBa M (WJIM) METOJOB KOHTPOJS KauyecTBa
JEKapCTBEHHOH  (OPMBI, ONUCAHUS OWUOIOTUYECKUX, OMOXMMHUYECKUX, MHUKPOOHUOIOTUYECKHUX,
(UBHKO-XUMHYECKUX, PUINICCKUX, XUMHUUECKUX U JPYTUX METOJOB aHAJIM3a JICKAPCTBEHHBIX CPEICTB
JUTsl BETEPUHAPHOTO MIPUMEHEHUS, TPeOOBAaHUS K MCIIOIB3YEMBIM B LIETISX MTPOBEACHUSI JAHHOTO aHAJIN3a
peakTHBaM, TUTPOBAHHBIM PAaCTBOPAM, UHIUKATOPAM U YCTAHOBIICHHBIN €r0 MIPOU3BOIUTEIICM;

21.1) oOmui TEXHUYECKHH JOKYMEHT - KOMIUICKT JOKYMEHTOB W MaTEPHUAJIOB, COCTOSIIHHA W3
HECKOJIbKUX  pa3[enoB -  JOKYMEHTAllMM  aJMUHUCTPATUBHOTO  XapakTepa, XUMHUYECKOM,
(dapmaneBTHUECKON W OHOJOTHYECKOW TOKYMEHTAalluu, (apMaKOIOTUYECKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAIMU, KIMHUYECKOW JOKYMEHTAIlMd WM MPEACTABIISIEMbI OJHOBPEMEHHO C 3asBICHUEM O
TrOCYJapCTBEHHOM pErucTpal JEKAapCTBEHHOIO Tpemapara JUisi MEIUIMHCKOTO TPUMEHEHHUS B
dhopmate, yCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (peiepaIbHbIM OPraHOM MCTIOJTHUTEIHLHOM BIIACTH;

(m. 21.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

22) Ka4yecTBO JIEKApCTBEHHOT'O CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEICTBA TPeOOBAHUAM
¢dapmakoneiHoil craTbM JMOO B Cllydae €€ OTCYTCTBMS HOPMAaTHBHOM JOKYMEHTAllMM WM
HOPMAaTUBHOT'O JIOKYMEHTA;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEICTBA - XapaKTepUCTHKA JIEKAPCTBEHHOTO CpPEICTBA,
OCHOBaHHasi Ha CPaBHUTEIILHOM aHaiu3e ero 3peKTUBHOCTH U PUCKa MPUUMHEHUS Bpea 3/10pPOBbIO;

24) 3¢ PexTUBHOCTD JEKApPCTBEHHOTO IMpernapara - XapaKTepUCTHKA CTENEHU IOJOKUTEIBHOTO
BIIUSHUSL JIGKAPCTBEHHOTO TMpernapaTta Ha TEYeHHe, NPOAODKUTEIHHOCTh 3a00JIEBaHUS WM €ro
MpeIoTBpallieHIe, peabUINTAINIO0, HA COXPaHEeHUE, PE0TBPAIlCHNE WIH MIpephIBaHIe OEPEeMEHHOCTH;

25) cepust JIEKapCTBEHHOT'O CPEICTBA - KOJIMYECTBO JICKAPCTBEHHOI'O CPEIICTBA, MPOU3BEICHHOE B
pe3ysbTaTe OJJHOTO TEXHOJIOTUYECKOTO IIMKJIA €ro MPOM3BOUTEIIEM,

26) perucTpaMoHHOE yIOCTOBEPEHHUE JIEKAPCTBEHHOTO Iperapara - 3aluch B TOCYIapCTBEHHOM
peecTpe  JIEKapCTBEHHBIX  CPEICTB, TOATBEpXKIaromias (GakT TOCYAapCTBEHHOW pPErHCTpaluu
JICKQpCTBEHHOTO TMpemapara, © (WIKM) JOKYMEHT, TOATBEPKIAOIUNA (GaKT ToCynapCTBEHHON
peructpanuu (perucTpalnm) JIeKapcTBEHHOTO Mpernapara;

(. 26 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-03)

26.1) nepkareib WM BajAesel] pETUCTPALIMOHHOTO YIOCTOBEPEHMSI JIEKAPCTBEHHOTO Ipernapara -
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

pa3pabOTUYMK JIEKAPCTBEHHOTO CPEJICTBA, IMPOMU3BOJUTENb JIEKAPCTBEHHBIX CPEACTB MM HHOE
IOPUIMYECKOe JIMI0, 00Jaatoliee MpaBoOM BIIAQJCHUS PETUCTPALIMOHHBIM YyJIOCTOBEPEHHEM, KOTOPHIE
HECYT OTBETCTBEHHOCTb 3a Ka4eCTBO, 3()(hEKTUBHOCT U 0€3011aCHOCTH JIEKAPCTBEHHOTO TIPENapara;

(m. 26.1 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

27) perucTpaloOHHbII HOMED - KOJI0BOE 0003HAUYCHHE, IPUCBOCHHOE JIEKAPCTBEHHOMY TIpenapary
IIPU €r0 TOCYAAPCTBEHHOW PEruCTPalluy U PETUCTPALUU;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

28) oOpamieHre JEKapCTBEHHBIX CpPEACTB - pa3paldoTKa, JOKIMHUYECKHE HCCIIeI0BaHUA,
KIIMHUYECKHE HCCIIEOBaHMsI, OJKCIEPTU3a, T[OCYJapCTBEHHAs pEerucTpanus WIM pPerucTpanus,
CTaHJapTHU3alMs U KOHTPOJb KayecTBa, MPOU3BOJICTBO, U3TOTOBJIEHUE, XpaHEHHUE, NIEPEBO3Ka, BBO3 B
Poccniickyro ®enepannro, BbeiBO3 U3 Poccuiickoit ®enepanuu, peknama, OTIYCK, pealn3anus,
nepezaya, IpUMEHEHHEe, YHUUTOKEHHE JIEKapCTBEHHBIX CPE/ICTB;

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-D3)

29) cyObekThl oOOpallieHus JEKapCTBEHHBIX CPEeACTB - (U3WYECKUE JIMIAa, B TOM YHCIIe
WHJUBUIyAJIbHbIE MPEINPUHUMATENHN, U IOPUAUYECKUE JIUIA, OCYUIECTBISIONIME JEATEIbHOCTh MPHU
oOpaIieH!u JIKapCTBEHHBIX CPE/ICTB;

30) pa3paboT4HK JEKapCTBEHHOTO CPEICTBA - OpTraHu3aIys, o0Jagaronias mpaBaMu Ha Pe3yIbTaThl
JNOKJIIMHUYECKUX  HCCJIENOBAaHUI  JIEKAPCTBEHHOI'O  CPEJACTBA,  KIMHUYECKUX  HCCIEAOBaHUMN
JIEKapCTBEHHOTO MpemnapaTa U (WJIK) Ha TEXHOJIOTHIO IPOU3BOCTBA JIEKAPCTBEHHOT'O CPEJICTBA;

(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

31) npou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - AEATEIbHOCTH I10 IIPOU3BOJCTBY JIEKAPCTBEHHBIX
CPEACTB OPTaHU3ALUSIMH - IPOU3BOIUTEISIMH JIEKAPCTBEHHBIX CPEJCTB HA OJHOW CTaIUM, HECKOIBKUX
WA BCEX CTAIUSIX TEXHOJOTUIECKOTO MpoIecca, a TAaKXKe 10 XPaHSHHUIO M Pean3allii MPON3BEACHHBIX
JIEKapCTBEHHBIX CPEJCTB;

31.1) npou3BOACTBEHHAs IUIOIIAAKA - TEPPUTOPHATILHO 000COOIEHHBIN KOMITJIEKC POU3BOIUTENS
JIEKapCTBEHHBIX CPEJCTB, IPEIHA3HAUEHHBIM /I BBIIOJIHEHUS BCErO IIpoliecca IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB WM €r0 ONPEEIIEHHON CTaauH;

(m. 31.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) mpou3BOAUTEND JIEKAPCTBEHHBIX CPEJCTB - OpraHU3alUsl, OCYIIECTBISIONIAS MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUM € TpeOOBaHUSIMHU HacTosiero deaepaibHOro 3akoHa;

33) dapmaneBTHYECKas EATEIBHOCTD - ESTEIbHOCTD, BKIFOYAIONIasi B CE0sl ONTOBYIO TOPTOBITIO
JICKapCTBEHHBIMH ~ CPEJICTBAMM, UX XpaHEHHE, TMEpeBO3KY U (WIM) PO3HUYHYIO TOPTOBIIIO
JICKApCTBCHHBIMU IpCliaparamMu, B TOM 4YHCIIC JUCTAHIHUOHHBIM CHOC06OM, HUX OTIYCK, XPaHCHHUC,
MIEPEeBO3KY, N3TOTOBIICHHE JIEKAPCTBEHHBIX MPENapaToB.;

(B pen. ®exnepanbHoro 3akona ot 03.04.2020 N 105-03)

34) opraHuzanusi ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEACTBAMU -  OpraHHU3aIus,
OCYIIECTBIISIIONIAS ONTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMU CPEACTBAMH, UX XpaHEHHE, MEPEeBO3KY B
COOTBETCTBHUH ¢ TpeOOBaHUAMU HacTosIIero DeaepanbHOrO 3aKOHA;

35) amreyHass opraHuzanus - OpraHu3alus, CTPYKTYPHOE NOJpa3feiieHue MEIULUHCKON
OpraHU3alMH, OCYIIECTBIIIIOIME PO3HUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMU IIPENapaTaMy, B TOM YHUCIE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

IMCTAaHIMOHHBIM CIIOCOOOM, XpaHEHHE, TIEPEeBO3KY, H3TOTOBICHHE U OTIYCK JIEKapCTBEHHBIX
IpenapaTtoB JJisi MEJUIIMHCKOTO MPHUMEHEHHS B COOTBETCTBUHM C TpPeOOBAaHMSAMM HACTOSIIETO
denepanbHOro 3aK0Ha;

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N_105-D3)

36) BerepuMHapHas anTe4YHas OpraHU3alWs - OpraHU3alus, CTPYKTYpPHOE IIO/pa3/esieHHe
BETCPHHAPHOW  OpraHU3alld, OCYIICCTBISIOIIME  PO3SHHYHYIO  TOPrOBIIO  JIEKAPCTBEHHBIMH
npenaparamMi, B TOM YHCJIE JAUCTAaHIMOHHBIM CIIOCOOOM, XpaHEHHWE, HW3TOTOBJIEHHE U OTITyCK
JICKapCTBEHHBIX TMpenapaTroB il BETEPUHAPHOTO NPUMEHEHUS B COOTBETCTBHU C TPEeOOBAHUAMHU
Hacrosuiero denepanabHOro 3aKOHa,;

(B pen. ®exnepanbHoro 3akona ot 03.04.2020 N 105-03)

37)  danbcudunupoBaHHOE  JEKAPCTBEHHOE  CPEACTBO -  JIGKAPCTBEHHOE  CPEJNCTBO,
COITPOBOKIAEMOE JIOKHON HH(OPMAIIHEH O ero COCTaBe U (W) TIPOU3BOIUTEIIC

38) HGI[O6pOKa‘-IeCTBeHH06 JICKApCTBEHHOC CPCACTBO - JICKAPCTBECHHOC CpCEIACTBO, HE
COOTBCTCTBYIOIIICC Tpe6OBaHI/IHM (I)apMaKOHeﬁHOﬁ CTaTbH JIHOO B ClIydac €€ OTCYTCTBUA Tpe6OBaHI/I}IM
HOpMaTHBHOﬁ JOKYMCHTAlIUU UJIM HOPMATUBHOI'O JOKYMCHTA,

39) koHTpadakTHOE JEKApCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPEACTBO, HAXOJMAIICECS B
000poTe ¢ HAapyIIEHUEM TPaXKTaHCKOTO 3aKOHOATeIhCTBA;

40) JOKIIMHUYECCKOC HCCIICOAOBAHUC JICKApCTBEHHOI'O Cpe€acTBa - 6I/IOJ'IOFI/ILICCKI/IG,
MI/IKpO6I/IOJ'IOFI/I‘leCKI/Ie, HUMMYHOJIOTHYECKHUE, TOKCHUKOJIOT'MYCCKHUC, (l)apMaKOHOFI/I‘leCKI/Ie, (1)I/I3I/IIIGCKI/IG,
XUMHYCCKUC U APYTHUC UCCIICIOBAHUS JICKAPCTBCHHOI'O CPCACTBA MMYTCM NPUMCHCHHUA HAYYHBIX MCTOAOB
ONCHOK B NOCIAX IMOJY4YCHHA  OOKa3aTCJIbCTB 6C3OHaCHOCTI/I, KadyeCTBa H 3(1)(1)6KTI/IBHOCTI/I
JICKApCTBECHHOT'O CPEACTBA,

41) KIMHWYECKOE HCCIEIOBAHME JICKAPCTBEHHOTO TIperapara - W3yYeHHE HarHOCTUYECKUX,
ne4eOHbIX, MPOPUIAKTHIESCKUX, (PapMaKOIOTHYECKUX CBOWCTB JIGKAPCTBEHHOTO Tperapara B Iporecce
ero MPHUMEHEHUs y YeJOBEKa, )KUBOTHOTO, B TOM YHCJE IPOIECCOB BCACHIBAHUS, paclpeaeeHus,
U3MEHEHHUS M BBbIBEJICHHs, IyTeM NPUMEHEHHsS HAayYHBIX METOJOB OLIEHOK B IEJSAX IOJIy4eHUs
JI0Ka3aTeIbCTB 0€30IacHOCTH, KauecTBa M 3((GEKTUBHOCTH JIEKAPCTBEHHOI'O IpenapaTa, AAaHHBIX O
HEXXEJAaTeNbHbIX pEaKIUsAX OpraHW3Ma 4YeJOBEeKa, JKMBOTHOTO Ha IPHMEHEHHE JICKapCTBEHHOTO
npernapata U 00 3¢ dexre ero B3aUMOAEUCTBUSA C JIPYTMMH JIEKAPCTBEHHBIMU IpenapataMu U (WiIn)
MUIIEBBIMH IPOIYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KJIMHUYECKOE HCCIelI0BaHNE JIEKAPCTBEHHOTO Mpernapara JUisi MeAMLIUHCKOTO
IIPUMEHEHUs - KIMHUYECKOE MHCCIIEOBAaHUE JICKApCTBEHHOIO IIpenapara Mg MEIULMHCKOTO
MPUMEHEHHS, TIPOBOJMMOE pa3padOTYMKOM JIEKAPCTBEHHOTO IpenapaTa B ABYX U 0ojee MEeIUIIMHCKUX
OpraHu3alMsX 110 EAMHOMY IIPOTOKOIY KIIMHMYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpernapara;

43) MexIyHapoJHOE MHOTOLEHTPOBOE KIMHUYECKOE HCCIIEOBAaHHME JIEKapCTBEHHOI'O Mperapara
JUIS MEJMLMHCKOTO MPUMEHEHHUS - KIMHUYECKOE HCCIIEOBAHMUE JIEKAPCTBEHHOTO Ipernapara s
MEIHUIIMHCKOTO MPUMEHEHHS, TPOBOANMOE Pa3padOTYMKOM JIEKaPCTBEHHOTO MperapaTa B pa3iHuHbIX
CTpaHax Mo €IMHOMY IPOTOKOIY KIIMHUYECKOT0 UCCIIEOBAaHUs JIEKapCTBEHHOTO MIpenapara;

44) TDOCTPErUCTPALMIOHHOE KIMHUYECKOE HCCIEAOBaHUE JIEKAPCTBEHHOrO TMpemnapara s
MEJUIIMHCKOTO TIPUMEHEHHUS - KIWHUYECKOE UCCIEJOBAaHNE JIEKApCTBEHHOTO TIpermapara it
MCIUIUHCKOI'0 IMIPUMCHCHUS, ITIPOBOAMMOC ITPOU3BOJUTEIIEM JICKAPCTBEHHOT'O IIpC€Iiapara, l"pa)l(llaHCKI/Iﬁ
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

000pOT KOTOPOTO OCYIIECTBIISAETCS MOCIE rOCyIapCTBEHHONW PErMCTpalMyd WM PEerucTpaluy, B Lesix
JOTIOJTHUTEIBHOTO cOOpa NaHHBIX O ero 6e30macHOCTH U 3(PPEKTUBHOCTH, paCHIMPEHHs MOKAa3aHUN K
IIPUMEHEHUIO JIaHHOT'O JIEKAPCTBEHHOI'O Ipenapara, a TakKKe BBISBICHUS HEXKEJaTeNbHbIX peakluid
MaIEeHTOB Ha €ro JICHCTBHUE;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

45) wuccienoBaHue OMOIKBHBAJICHTHOCTH JICKAPCTBCHHOI'O IMpernapara - BHJ KIMHUYECKOTO
WCCIICZIOBAHMSI JIEKAPCTBEHHOTO Iperapara, MPOBEIeHHEe KOTOPOTO OCYIIECTBIISICTCS ISl ONPEIIEIICHUS
CKOPOCTH BCAaChIBaHUS M BBIBEJCHUS OJHOTO WM HECKOJBKUX 00Namaromux (papMakoIornueckoi
AKTUBHOCTBIO JICWCTBYIONIMX BEIICCTB, KOJMYECTBA JICKAPCTBEHHOTO TMpernapara, JOCTHTAOIIETO
CHUCTEMHOTO KPOBOTOKA, U PE3yJbTAaThl KOTOPOTO IMMO3BOJISIIOT CIENATh BHIBOJ O OMO’KBHUBAJICHTHOCTH
BOCIIPOU3BEICHHOTO JICKAPCTBECHHOTO MIperapaTa B ONPeIeICHHBIX JIEKAPCTBEHHOU (hOpMe U JJO3UPOBKE,
COOTBETCTBYIOIIUX (OPME M JO3UPOBKE PEPEPEHTHOrO JICKAPCTBECHHOIO IIperapara;

(m. 45 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

46) wuccnenoBaHUE TEPANEBTUYECKONW OSKBUBAJICHTHOCTH JIEKAPCTBEHHBIX IIPENapaToB - BHJ
KJIMHUYECKOT'O MCCIIEIOBAHUs JIEKAPCTBEHHBIX IIPENAPaTOB, IPOBEACHUE KOTOPOT0 OCYIIECTBIACTCS U1
BBISIBIICHUS OIMHAKOBBIX CBOWMCTB JIEKAPCTBEHHBIX MPEMApaTOB ONPEIEICHHON JIEKAPCTBEHHOW (OPMBI,
a TaKkKe HaJIM4yus OJMHAKOBBIX IOKa3aTenel Oe3omacHOCTH U 3PPEKTUBHOCTU JIEKAPCTBEHHBIX
IIPEenapaToB, OJJUHAKOBBIX KJIMHUYECKUX 3()(PEKTOB Npu UX NPUMEHEHHH;

47) mpOTOKOJ KJIMHUYECKOTO HMCCIICOBaHUS JIEKAPCTBEHHOIO Tpenapara - JOKyMEHT, B KOTOPOM
OTIPEIIENIIOTCS 1IEJIH, (POPMBI OpPTraHU3alUU U METOJIOJIOTHS TIPOBEICHUS KIIMHUYECKOTO HCCIICIOBAHMUS,
CTaTHCTUYECKHE METOJbl 0OpabOTKM PEe3yJIbTAaTOB TAKOTO HMCCIICAOBAHUS M MEPHI MO 00CCIICUCHHIO
0€e30I1aCHOCTH (1)I/I3I/I‘ICCKI/IX JiI, YYaCcTBYHOIIMX B KIMHHYECKOM HCCIICAOBAHUH JICKAPCTBCHHOI'O
npernapara;

48) 6p0nnopa HCCIICA0BATEIIA - CBOAHOC U3JIOKCHHUE PE3YJIIBTATOB JOKIMHUYCCKOI'O UCCIICAOBAaHMA
JICKApCTBECHHOTO CpCACTBAa M  KIMHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O IIpenapara I
MCIUITUHCKOTI'O IPUMCHCHUS

49) uH(pOPMAITMOHHBIN JTUCTOK MAIMEHTA - JOKYMEHT, KOTOPbIi 0(OpMIISETCs] B BUJE IOKYMEHTA
Ha OyMa)XHOM HOCHTEJe, MOAMMUCAHHOTO TMAllMeHTOM WJIM €ro 3aKOHHBIM IMpeiCTaBUTEeIeM, JHOO
dbopmupyercs B (opme DIIEKTPOHHOTO JOKYMEHTA, MOJIMMCAHHOTO MAIMEHTOM WJIH €Tr0 3aKOHHBIM
MIPEJICTAaBUTEJIEM C HCIOJIb30BAHWEM YCHJIEHHOM KBAaTH()HUIMPOBAHHOW AJIEKTPOHHOW MOMAIMUCH, WU
YCUJIEHHOW HEKBATM()HUIIMPOBAHHON SIEKTPOHHOW MOAMMUCH, WIM TPOCTON AIEKTPOHHOW MOAMUCU
MOCPEJCTBOM MPUMEHEHHUS €IUHOW CHUCTEMbl HICHTH(PHUKAIMK M ayTEHTH(PHUKAIUU, U B KOTOPOM
coJiepKarcsl B JOCTYHHON (OpMe CBEACHUS, KacAIOIUecs MPOBOJAUMOTO KIMHHUYECKOTO MCCIIETOBAHMS
JIEKApCTBEHHOTO TIperapara, ¥ BBIPaXEHHOE B MUCHbMEHHOU (hopMe T0OPOBOJILHOE COTJIACHE TMAIEeHTa
Ha ydYacTHE B KIWHUYECKOM HCCIEJOBAaHUU JIEKAPCTBEHHOTO TIpemapara Ijsi MEIUIIMHCKOTO
MPUMEHEHHUS TMOCJIe O3HAKOMJICHHUS MAlMeHTa WM ero 3aKOHHOIO MPEeACTaBUTENS C OCOOCHHOCTAMU
KIIMHUYECKOTO UCCIIEI0OBAaHMS, UMEIOIIMMU 3HAYSHHE IS BBIPAKEHUS TAKOTO COTITIACHS;
(1. 49 B pen. @enepanpHoro 3akona ot 28.12.2025 N 504-D3)

50) mobOodHOEe [EHCTBHE - peaklus OpraHW3Ma, BO3HUKIIAS B CBSI3M C TPUMEHEHUEM
JIEKApCTBEHHOT'0 TMperapata B J03aX, PEKOMEHIYEMBIX B HMHCTPYKIMHM IO €ro MPUMEHEHHUIO, s
MPOPUITAKTHUKH, TUATHOCTHKH, JICUCHUS 3a00JI€BaHUS WU JJI PEaOMIIUTAIINH;

50.1) HexenaTenbHasi peakius - HEMpeIHAMEpEeHHas HeOJaronpHusaTHas peaklus OpraHu3Ma,
KOTOpasi MOKeT OBbITh CBsI3aHa C MPUMEHEHHEM JIEKaPCTBEHHOT'O Tperapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(m. 50.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Hast HeKelaTellbHAs PEaKLUs - HeXeJaTelIbHas peakius OpraHu3Ma, CBsi3aHHas C
NPUMEHEHHEM JIEKapCTBEHHOI'O TMpenapaTta, NpUBEAIIas K CMEPTH, BPOXKIACHHBIM AHOMAIUSAM HITU
MOpOKaM Pa3BUTHA JHOO IMpeNCTaBIsIoNIas co00i yrpo3y JKW3HHU, TpeOyromas TOCTIHTAIN3ANNN T
MpHUBEALIAas K CTOUKON yTpaTe TPYI0CIOCOOHOCTH U (M) UHBAJIUAHOCTH;

52) HempeIBUICHHAs HEXKENaTeNbHAs PEaKus - HeXellaTelbHas peakius OopraHu3Ma, KoTopas
CBsi3aHA C MPUMEHEHUEM JIEKapCTBEHHOTO Mperapara B J03aX, PEKOMEHAYEMBIX B IPOTOKOJE €ro
KIIMHUYECKOTO HCCIEAOBaHUsA, OpOIIIOpe HCCIeAoBaTeNsl, WIM C TPUMEHEHHEM JIEKapCTBEHHOTO
mpemapata B J103aX, PEKOMEHIYEMBIX B HWHCTPYKIHH [0 €ro TPUMEHEHUIO Ui MPO(UIAKTUKH,
JTUATHOCTHKH, JICUCHUS 3a00JICBaHUS WM METUIIMHCKOW peaOWIMTalMy TAlHeHTa, W CYI[HOCTb,
TSOKECTh WJIM HWCXOJ KOTOPOM HE COOTBETCTBYeT HWH(MOpPMAIMKM O JIEKApCTBEHHOM  TIperapare,
coJlepKalIeiicss B TPOTOKOJE €ro KIMHUYECKOTO HCCIEOBaHUs, OpOIIOpEe HCCIeHA0oBaTeNsl WM B
WHCTPYKIIMU TI0 IPUMEHEHHUIO JICKAPCTBEHHOTO Tperapara;

(. 52 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

52.1) ¢apmakoHaa30p - BHUJ JAEATEIHHOCTH MO MOHUTOPHHTY 3((EKTUBHOCTH M 0€301MacCHOCTH
JIEKapCTBEHHBIX TIPENapaToB, HANpPAaBICHHBIM HAa BBIABICHHE, OICHKY H TPEJAOTBpAIICHUE
HE)KeJaTeNbHBIX TOCIEICTBHI IPUMEHEHHUS JICKAPCTBEHHBIX MPETIapaToB;

(m. 52.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) nnaH ympaBlieHUs PUCKaMHU - MOJPOOHOE ONMUCAHHWE MEpONpUATHH Mo (apmakoHaa30pYy,
HaIIPaBJICHHBIX HA BBIABIEHHUE, OLEHKY W MPENOTBPALEHUE WIM MUHHMHU3ALMIO PUCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMH IIperapaTaMy, BKII0Yast OIIEHKY 3()(PEeKTUBHOCTH TaHHBIX MEPOIPHUSATHIH;

(m. 52.2 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

53) penent Ha JIEKapCTBEHHBIN Mpenapar - MEAUIMHCKUI JOKYMEHT YCTaHOBJIEHHOW (hOpMBI,
CoJlepKalluii Ha3HAa4YeHHE JICKapCTBEHHOI'O Ipenapara Il MEIULUHCKOIO NPUMEHEHUS, BbIIAHHBIN
MEIULMHCKUM paOOTHUKOM B LEISAX OTIYCKa JIGKAPCTBEHHOTO Ipernapara WM €ro M3rOTOBIECHUS U
OTIIycKa Ha OyMa)KHOM HOCHTEJEe MM C COIJIacHsl MAallMeHTa WM €ro 3aKOHHOTO TpEeACTAaBUTENS B
(dopme FEKTPOHHOTO JOKYMEHTA, MOIMUCAHHOTO C UCIIOJIb30BaHUEM YCHUIICHHOW KBAIM(UIIMPOBAHHOM
AJIEKTPOHHOW TMOJMMUCH MEIUIIMHCKOTO pa0OTHWKA, JHOO JIOKYMEHT YCTAaHOBJICHHOH (OPMBI,
coJiepKalliii HazHAYeHHE JIEKAPCTBEHHOIO TMpernapara Jjisi BETEpUHAPHOTO NPUMEHEHUs, BbIAAHHBIN
CHELUAIUCTOM B OOJIACTM BETEPHMHAPMM B LEJAX OTIYCKAa JIEKAPCTBEHHOIO IIpernapara WM €ro
U3TOTOBJIEHUSI U OTIyCKa Ha OyMa)XHOM HOCHTENIE WJIM C COIJacus BiaJenblia >KMBOTHOTO WU
3aKOHHOTO TMPEJCTAaBUTEN BJaJeiblia KUBOTHOTO, O(MOPMIICHHBIH B 3JIEKTPOHHOW (opme cC
WCTOJb30BaHUEM  (hefepalibHOW  TOCYAApCTBEHHOW  HMH(POPMALMOHHOW CcHCTEMBI B  001acTH
BETEpPUHAPUH;

(B pea. @enepanbHbIX 3aK0HOB OT 29.07.2017 N _242-D3, ot 02.08.2019 N _297-®3, ot 30.12.2021 N
463-03)

54) TpeOoBaHMEe MEAMIIMHCKOW OpTaHM3alli{, BETEPUHAPHON OpraHU3allMu WM OpraHU3alUuu
(MHIMBUIYaNFHOTO  TPEANPUHUMATENS), OCYHISCTBISAIOMEH  (OCYIIECTBISIONIETO)  pa3BeACHUE,
BBIPAIIIUBAHUE W COACPKAHHUE JKUBOTHBIX, - JOKYMEHT YCTaHOBIECHHOW (DOPMBI, KOTOPHIH BBIMHCAH
MEJIUIIMHCKUM paOOTHUKOM WM CIEIHAIIUCTOM B 00JACTH BETEPUHAPHUM, UMEIOIIMMH HA 3TO MPaBO, U
COJICPKUT B THUCBMEHHOW (OpMe yKazaHHE alTeYHOW OpraHW3alMi WM BETCPUHAPHON anTedyHOM
opranuzaiuu o0 OTIMYCKE JIKApCTBEHHOrO Iperapara WM O €ro M3rOTOBJIEHHWU U 00 OTIyCKe s
obecrnieueHus 1e4eOHOro mporecca B MEAUIIMHCKOW OpraHu3allii, BEeTEPUHAPHOW OpraHu3allid WiH B
opraHm3anyu (MHIUBUAYaJbHBIM MPEANPUHUMATENEM), OCYIIECTBISIONECH (OCYIIECTBISIOIINM)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

pa3BejicHUE, BRIPAIIMBAHUE U COJIEPIKAHNUE )KUBOTHBIX;
(. 54 B pen. @enepanpHoro 3akona ot 30.12.2021 N 463-D3)

55) KOMIUIEKCHasi OLIEHKa JIEKapCTBEHHOIO IIpernapara - OLEHKA 3aperHCTPUPOBAHHOIO
JIEKapCTBEHHOTO TIpernapara, BKIoJaonias B ce0s aHaJIn3 WHPOPMAIIUU O CPAaBHUTENFHON KITMHUYECKOH
3¢ (deKTUBHOCTH M 0€30MacHOCTH JIEKApCTBEHHOTO Iperapara, OLEHKY SKOHOMMYECKHUX MOCIeICTBUN
€ro NPUMEHEHUs], U3yUeHHE JOMOJHUTEIbHBIX MTOCIEICTBUI NPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara B
LeNAX NPUHATHS PELlIeHUH O BO3MOXKHOCTH BKJIIOYEHHUS JIEKapCTBEHHOI'O IIperapara B IepeueHb
KU3HEHHO HEOOXOJMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, HOPMAaTUBHBIC MTPABOBBIC AKTHI U
WHBIE JJOKYMEHTBI, OTIPEIENIAIONINE MTOPAI0K OKAa3aHUS MEIUIIMHCKON TTOMOIIH, UM UCKITIOYECHUS €T0 U3
YKa3aHHBIX MTEPEYHsI, aKTOB U JIOKyMEHTOB;

(. 55 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

56) cucremMa MOHMTOPUHIA JBW)KEHHUS JIEKAPCTBEHHBIX IPEenapaToB JUIsl MEIUIIMHCKOTO
npUMEeHeHHs - (eaepalibHasi rocylapCcTBEHHass MH(POPMALMOHHAS CHCTEMa MOHUTOPHHIA JBUXKEHUS
JIEKapCTBEHHBIX IIPENapaToB A MEIULUHCKOTO IMPUMEHEHHS OT IPOU3BOJUTENS /0 KOHEYHOIO
noTpeOUTENsT C HUCIHOJB30BAHUEM B OTHOIICHHH JIEKAPCTBEHHBIX IPENapaToB Ui METUIIMHCKOTO
MIPUMEHEHHUS CPENICTB UACHTU(DUKAIINY;

(. 56 BBeneH denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

57) xox MapKMpOBKHM - YHHUKalbHas IIOCIEJOBATEJBbHOCTh CHMBOJIOB, COCTOsIAs U3 KoJa
UACHTUGUKAIMY M KOJa MPOBEPKH, ONpeNeIsieMbIX B COOTBETCTBUHU ¢ (DepepalbHbIM 3aKOHOM OT 28
nexabpst 2009 roma N 381-®@3 "OO6 ocHOBax TIoOCyIapCTBEHHOTO pEryJIMPOBAHUS TOProBOM
nesiteabHOCTH B Poccuiickoit denepanun.

(n. 57 BBeneH denepanbHbIM 3aK0HOM 0T 28.12.2025 N 514-03)

Mnasa 2. MOJIHOMO4YUA PEOEPAJIbHBIX OPTAHOB I/ICI'IOHHI/ITEHbHQVI
BJIACTU, UCNOJIHUTENbHbBLIX OPFTAHOB CYBBEKTOB POCCUNCKOU
®EOQEPALUU NMPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

Cratba 5. NonHomMouua ceaepanbHbIX OPraHoOB MUCMOJSIHUTENLHOW BracTu npu
obpalleHnn neKkapCcTBEHHbIX CPpeacTB

K nomomouusm (beﬂepaﬂBHBIX OpraHoB HCIIOJIHUTEILHON  BIIaCTH npu 06paH_[eHI/II/I
JICKApCTBCHHBIX CPCACTB OTHOCATCA:

1) nposenenne B Poccuiickoit Denepannu €IUHONW TOCYAAPCTBEHHOW MOJUTHKH B 001acTH
obecrieueHuns TeKapCTBEHHBIMU TIpenapaTamMu rpaxaad B Poccuiickoit denepanuu;
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) yTBepxkaeHue oOwmMX (QapMakonelHbIX cTared, (apmakonmeiHbIX CcTaTed, u3JaHue
rOCyJapCTBEHHON (hapMakomew, coO3JaHMEe M BeACHUE peecTpa (apMaKONEeHHBIX CTaHIAPTHBIX
00pasIos.;

(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) ocymecTBieHre (eneparbHOr0 TOCYJIAPCTBEHHOTO KOHTPOJs (Ham3opa) B chepe obpareHus

JICKapCTBCHHBIX CPEJICTB;
(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N _170-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

4) JMUEH3UPOBAHMWE TPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4YHcle (eaepaibHbIi
rOCy/IapCTBEHHBIN JTUIICH3UOHHBIN KOHTPOIIb IEATEIBHOCTH TI0 MPOU3BOJICTBY JICKAPCTBEHHBIX CPEJNICTB,
MIEPHONYECKOE TMOATBEPIKACHUE COOTBETCTBUS JIUIEH3MATA, UMEIOIIETO JIMIIEH3UI0 HA TPOU3BOICTBO
JIEKaPCTBCHHBIX CPEJCTB, U (PapMaIeBTUUICCKON NEATEITHPHOCTH B COOTBETCTBHH C 3aKOHOIATEILCTBOM
Poccuiickoit denepanuu;

(B pen. deaepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

5) opraHuzauUs SKCHEPTH3bI JICKAPCTBEHHBIX CPEICTB, 3TUYECKON DKCIEPTH3BI BO3MOKHOCTH
MPOBEJICHUS]  KIMHUYECKOTO HCCIEAOBAaHUS JICKQPCTBEHHOTO TMpemapara JAis  MEIULUHCKOTO
MPUMEHEHUS, OKCIEPTU3bl JOKYMEHTOB, TMPEJACTABICHHBIX [UIS  OINpPEACICHHS BO3MOXHOCTHU
paccMaTpuBaTh JIGKAPCTBEHHBIM TIperapar Uisi METUIIMHCKOTO NMPUMEHEHHSI B KadecTBE OpQaHHOTO
JIEKapCTBEHHOTO TIperapara;

(B pen. deaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)

5.1) opraHu3amnus TPOBEICHHS KOMILICKCHONH OIIGHKHM JIEKAPCTBEHHOI'O TMperapara B IENsX
MIPUHSITHUST PEIICHUNH O BO3MOXKHOCTH BKIIFOUEHUS JICKAPCTBEHHOTO IMpemnapara B MNEpeueHb >KU3HEHHO
HEOOXOMUMBIX M BaXKHEUIIMX JICKAPCTBEHHBIX MPENapaToB, HOPMATHUBHBIC MPABOBBIC AKThI U WHBIC
JOKYMEHTBI, OIPEICIISIONINe TOPSAOK OKa3aHUs MEIUIIMHCKOW TIOMOIIM WJIM HCKIIOUEHHUS €ro W3
YKa3aHHBIX [TEPEYHS, aKTOB M JOKYMCHTOB;

(. 5.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) BblJaYa pas3pelleHUl Ha MpPOBEACHHME KIMHUYECKUX MCCIEeIOBAaHUN JIEKapCTBEHHBIX
IIPENapaToB, BEIEHUE PEECTpa BBIJAHHBIX Pa3pEIICHUH HA MPOBEIEHUE KIMHMYECKUX HMCCIEAOBAaHUMN
JIEKapCTBEHHBIX IIPENapaToB;

7) TocymapCTBEHHasi pPETUCTpalusl JICKApCTBEHHBIX IMPENnapaToB, BEICHHE TOCYIapPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJICTB;

7.1) perucrpanus, MOATBEPKICHHE PETHCTpanuy (IepeperucTpaiys), BHECCHUE H3MCHCHUH B
PETUCTpAIIMOHHOE J0ChE, a TAKIKE MPOBEICHUE TPOLIEIYP, CBSI3aHHBIX C PETUCTpAIME, B COOTBETCTBUU
C yTBepKJIeHHbIMU EBpa3uiickoil 5KOHOMHYECKOH KOMHUCCHEH MpaBWJIAMU PETUCTPALIMU U DKCIEPTU3HI
JIEKaPCTBEHHBIX CPEJCTB JUISI METUIIMHCKOTO MPUMEHEHHS W MPABUWJIAMH PETYJIUPOBAHHS OOpaICHUS
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJCTB HA TaAMOKEHHOW TeppUTOpUU EBPa3HIICKOT0 SKOHOMHYECKOTO
COI03a;

(. 7.1 BBenen ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) nmpexnctaBieHHMe ~ MHQOpPMALMU O  PETHCTpAallMM, HOATBEPXKIEHHUM  PEruCTpaLuu
(mepeperucTpanuu), BHECEHUHM HM3MEHEHUH B pPETHCTPAllMOHHOE JOChE, a TaKkKe O MpoLeaypax,
CBA3AHHBIX C perucrpauues, B EBpa3suiCKyl0 3KOHOMMYECKYK) KOMMCCHIO C HCIIOJIb30BAHUEM
WHTETPUPOBAHHON WH(POPMAIIMOHHON cHCTeMbl EBpa3uiickoro S5KOHOMHUYECKOTO COI03a B COOTBETCTBUHU
C yTBepXkJAeHHbIMU EBpasuiickoil skOHOMUYECKOW KOoMHCCHEH HOpPIIKOM (OopMHpOBaHHS U BEICHUS
€IMHOTIO PpEeecTpa 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBPasuMIICKOro 3KOHOMMYECKOIO
COl03a M [paBUJIAMH pEryJHMpOBaHUs OOpalleHUus BETEpUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB Ha
TaMOXEHHOU TeppuTOpun EBpazniickoro 3KOHOMHUYECKOT0 COK03a;

(n. 7.2 BBenen denepanbHbiM 3akoHOM oT 30.01.2024 N 1-D3)

7.3) yTBep)KIeHUE MOpAIKa MPUOCTAHOBICHUS JAEWUCTBUS PErHMCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 TMpenapara WM OrpaHUYEHUs TPUMEHEHHs JIeKapCTBEHHOIo Ipemnapara Jyis
MEJIMLUMHCKOTO TMPUMEHEHUs B ClyyasX, MpPEeAyCMOTPEHHBIX YTBEpXkAeHHbIMH EBpazuiickoit
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

SKOHOMHUYECKON KOMHCCHEW MpaBUIaMH PErHUCTPAlldM U DKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB s
MEJUIIMHCKOTO TPHUMEHEHUS, W BO30OHOBIEHUS JIEHCTBUS PETHCTPAIMOHHOTO YAOCTOBEPEHUS
JICKApCTBCHHOT'O IIpfIriapaTa WJIKW CHATHA OrpaHUYCHUSA HNPHUMCHCHUSA JICKAPCTBCHHOI'O IIpCriapara IJIsd
MCIUITUHCKOI'O IPUMCHCHUA

(. 7.3 BBenen ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opranuszanusi ¥ (MIHM) MPOBEICHUE WHCIICKTHUPOBAaHUS CyOBEKTOB OOpAICHHS JIEKaPCTBEHHBIX
CPEICTB Ha COOTBETCTBUE YTBEPKICHHBIM EBpasuiickoll SKOHOMHYECKOW KOMHUCCHEW IpaBHIaM
HaJuIexaled 1abopaTOpHON MPAKTUKH, MpPaBUIAM HaAJeXKalleld KIMHUYECKOW MpPaKTHKHU, IpaBUIIaM
HaJJIeXaIed JTUCTPUOBIOTOPCKON MPAKTUKH, MPaBUIAM HaJIeXkalleld MpakTUKu (apMaKoHAI30pa, a
TaKKe YTBEPKICHHBIM YIIOJTHOMOYCHHBIMH (PeIepaIbHBIMU  OpPTaHAMH HCITOJIHUTEIIBHONH BJIACTH
[IpaBWJIAM HaJJIeXaIel alTeuyHOW MPaKTUKH, TIPaBHJIaM XPaHCHHSI JICKAPCTBCHHBIX CPEJICTB;

(n. 8 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8.1) oprammzauus u (WinM) TmpoBeAeHUE (PapMalleBTUYECKUX HHCHEKIHMH HpPOM3BOJCTBA
JICKapCTBEHHBIX CPEJCTB JJIsl BETEPHUHAPHOIO NPUMEHEHHS Ha COOTBETCTBUE TPEOOBAHMAM IIPABMI
HaJUICKAIEH IPOU3BOJACTBEHHOM IIPAKTUKU EBpa3uiiCKOro SKOHOMHMYECKOrO COK3d, BbIAAYa,
MPUOCTAHOBIICHHE, BO300HOBJICHHWE WJIM TMPEKpaIleHHue JEHCTBUS CEepTH(PHUKATOB (3aKIIIOYCHUN)
COOTBETCTBUS MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB /ISl BETEPUHAPHOTO MPUMEHEHUS! TpeOOBaHUSIM
IIPaBUJI HaJUIeXKAIEeH MPOU3BOACTBEHHON NpakTUKU EBpazuiickoro sSKOHOMHUYECKOTO CO03a, BHECEHUE
W3MEHEHUH B Takue cepTU(UKATHI (3aKITIOUEHH);

(n. 8.1 B pen. ®enepanbHoro 3akona ot 31.07.2025 N 304-D3)

8.1-1) oprammzamust ¥ (Wau) TpoBeAcHHE (HapMAICBTHUECKUX WHCIEKIMNA TPOU3BOACTBA
JIEKaPCTBCHHBIX CPEJCTB ISl MEIUIIMHCKOTO TPHMEHEHWS Ha COOTBETCTBUE TPEOOBAHUSAM IIPABUI
HaJJIeXKaled MPOU3BOJACTBEHHOM TMpPaKkTUKU EBpa3Milckoro SKOHOMHYECKOTO COK03a, BbIJaya,
MPUOCTAHOBIIEHUE, BO300HOBJICHHE WU MpEKpalleHue AeUcTBUS CepTU(PUKATOB COOTBETCTBUS
MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB MJII MEAMIIMHCKOTO TPUMEHEHHUS TpeOOBaHUAM MPABHII
HaJyIeKalled MPOU3BOJICTBEHHOW TNPAKTUKU EBpa3uiicKoro 3SKOHOMHUYECKOTO COK03a, BHECEHHUE
W3MEHCHUH B TaKUe CEPTUPHUKATHI,

(m. 8.1-1 BBenen denepanbHbiM 3aK0HOM 0T 31.07.2025 N 304-D3)

8.2) yCTaHOBJIEHHE TMOpsAJKa BEJIEHHS U BEAECHUE TIOCYIapCTBEHHOIO peecTpa CepTH(UKATOB
(3aKiroueHHi) COOTBETCTBUS IPOM3BOJACTBA  JIEKAPCTBEHHBIX CPEJICTB TPeOOBAaHUSAM  [pPaBUII
Ha/JIexaliell Npou3BOCTBEHHON MPaKTUKK EBpazniickoro 3KOHOMHUUECKOT0 COr03a;

(n. 8.2 BBeneH PenepasbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
31.07.2025 N 304-®3)

9) rocymapCTBEHHas pETUCTpalusi TMPEACIbHBIX OTIMYCKHBIX II€H TMPOU3BOJAUTENEH Ha
JICKApCTBCHHEBIC IIpC€riapaThbl, BKIIOYCHHBLIC B MNCPEUYCHL KU3HCHHO HeO6XOI[I/IMI)IX A BaKHEHUIITNX
JIEKapCTBEHHBIX MpENapaTroB, W BEICHUE TOCYJapCTBEHHOIO pPEecTpa MpEeNbHBIX OTIYCKHBIX II€H
MPOM3BOANTENCH Ha JICKApCTBEHHBIE NPENapaThl, BKIOYEHHbBIE B MEpeUeHb )KU3HEHHO HEOOXOANMBIX H
BaXHEUIINX JIEKaPCTBEHHBIX MIPENapaToB;

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornmacoBaHue MPOEKTOB PEIICHUI HCIOJHUTEIBHBIX OpraHoB cyObekToB Poccuiickoi
Oenepannu 00 yCTaHOBJICHWUM M (WJIM) W3MEHEHHM TIPEACIIBHBIX Pa3MEPOB OMNTOBBIX HAA0ABOK M
MpeiebHBIX Pa3MepPOB PO3HUYHBIX HAA0aBOK K (PaKTUYECKUM OTITYCKHBIM II€HaM, YCTaHOBJICHHBIM
MPOM3BOIUTENSAIMUA JIEKAPCTBEHHBIX TPENapaTroB, Ha JIEKAPCTBEHHBIE Mpenaparhbl, BKIIOYEHHBIE B
MepeueHb )KU3HEHHO HEOOXOAMMBIX U BAKHEHIIIUX JIEKaPCTBEHHBIX MPENapaTOoB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(m. 9.1 BBenen PenepanbHbiM 3akoHOM OT 13.07.2015 N 241-03; B pen. denepanbHOro 3aKoHa OT
08.08.2024 N 232-®3)

10) BblHaua, yCTaHOBJIEHHE MOPSAJKAa BbIJIAYM pa3pellieHUuss Ha BBO3 KOHKPETHOW HapTUU
JIEKapCTBEHHOT 0 cpeacTBa B Poccuiickyro denepanuio;
(. 10 B pen. denepanpHoro 3akona ot 02.08.2019 N 297-D3)

10.1) BeImaya, ycTaHOBJICHHUE TIOPSJIKA BBIIAYU U (POPMBI JJOKYMEHTA, KOTOPBIHA IMOATBEPHKAAET, YTO
MPOU3BOJCTBO JIEKAPCTBEHHOIO Mpenapara JUisi MEAUIMHCKOTO NPUMEHEHUs OCYIIECTBIECHO B
COOTBETCTBUM C TpeOOBaHUSAMU MPaBUI HaAAJEXKAMIEH MPOU3BOJCTBEHHON WPAKTHKU WM YTO
JIEKapCTBEHHBIN TperapaT Jjisi BEeTEPHHAPHOTO MPUMEHEHHS JOMyIIeH K oOpamieHnio B Poccuiickoii
denepanuu, U TOMJICKUT MPEICTABICHUIO MO TPeOOBAHUIO YIOJTHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN MTpENapar;

(nm. 10.1 BBemen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-@3; B pen. denepanbHOTO 3aKOHA OT
02.08.2019 N 297-®3)

10.2) Bblgaua, yCTaHOBJICHHUE MOPSJIKA BhIIAYM M (HOPMBI JOKYMEHTA, COJCPIKAIIETO CBEACHUS O
CTaAUSAX TEXHOJIOTMYECKOTO MpOoIecca MPOU3BOJCTBA JIEKAPCTBEHHOTO CPEACTBA JJII MEIUIIMHCKOTO
MIPUMEHEHHUS, OCYIIECTBIIIEMBIX Ha TeppUTOpUn EBpa3HiicKOro SKOHOMHUYECKOTO COI03a;

(m. 10.2 BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepanbHOTO 3aKOHA OT
13.07.2015 N 241-®3)
11) cozmanue coBEeTOB MO BOMPOCaM, CBSI3aHHBIM C OOpallleHUEeM JIEKapCTBEHHBIX CPE/ICTB;

12) arrectarus u cepTudUKAIMS CICIUATNCTOB;

13) yrpatun cuiy ¢ 1 centsiops 2013 roxa. - @enepanbubiii 3akon ot 02.07.2013 N 185-D3;

14) ocymiecTBienue hapmMakoHaI30pa;
(. 14 B pen. denepanpHoro 3akona ot 22.12.2014 N 429-D3)

15) yyactue B MeXIyHapOJAHOM COTPYIHHUYECTBE;

16) noyueHne 1o 3ampocaM yImoJIHOMOYEHHOTo (eaepaaIbHOr0 OpraHa MCTIOJIHUTEIBHOW BIACTH
OT UCIIOJIHUTENBHBIX OpraHoB cyOobekToB Poccuiickoit Penepanuu, a Takke OT CyObEKTOB 0OpaleHHs
JICKApCTBCHHBIX CPCACTB AJId MCAUIUHCKOTO ITPUMCHCHUA I/IH(I)OpMaLII/II/I 110 BOIIpOCaM YCTAaHOBJICHUSA U
IMIPUMCHCHUA LICH Ha JICKAPCTBCHHLIC ITPCTIapaThl 1 HaI[6aBOK K HUM;
(B pen. ®exnepanbHoro 3akona ot 08.08.2024 N 232-03)

17) npumeHeHHWE Mep OTBETCTBEHHOCTH 3a HapyIlIeHHWE 3aKOHOJATeNbCTBAa Poccuiickoi
Odenepauny;

18) yTBepxaeHHEe MpaBUI HaAJEXKAIIEH alTEeYHON MPAKTUKH, MPABWII XPAHEHUS JIEKAPCTBEHHBIX
CpPEACTB;
(n. 18 B pen. @enepanpuoro 3akona ot 30.01.2024 N 1-03)

19) ycranoBneHue nopsaaka (GoOpMUpPOBAHUS PETUCTPAIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN
npenapar Jijisi BeTepUHAPHOTO MPUMEHEHHS U TpeOOBaHUH K TOKYMEHTaM B €r0 COCTaBe;
(m. 19 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PenepanbHOro 3aK0oHa OT
30.01.2024 N 1-®3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

20) - 21) yrpatunu cuiy. - @enepanpHbiit 3akoH o1 30.01.2024 N 1-D3;
22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbHblii 3akoH oT 27.12.2019 N 475-D3;

23) yTBepKaeHUEe TPEeOOBAHUHN K WHCTPYKIMU IO BETEPUHAPHOMY MPUMEHEHHUIO JIEKapCTBEHHBIX
[IpenapaTos;
(n. 23 BBenen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. ®PenepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

24) npuHATHE PElIeHUH, SBISIOIUXCS OCHOBAHUSMU NJISl BKIIOUYEHUS JOMEHHBIX MMEH M (WJIH)
yKaszaTeleil cTpaHull caiToB B MH(OPMAIIMOHHO-TEICKOMMYHUKAMOHHONW ceTn "VHTepHeT", a Takxke
CETEeBbIX aJPEecOB B €IMHYI0O aBTOMATH3HPOBAHHYIO WH(POpPMALMOHHYIO cuctemy "EmuHbBIN peecTp
JOMEHHBIX WMEH, yKasaTelell CTpaHHIl CaWTOB B HH(OPMAIIMOHHO-TEJIEKOMMYHHKAIIMOHHON CETH
"Nutepuer" u CETEBBIX aJpecoB, ITO3BOJISIFOLLIAX WICHTUQUIHPOBATH CalThI B
HH(pOpPMAIMOHHO-TEIEKOMMYHUKAITMOHHOW ~ cetn  "MHTepHeT",  coaepxamue  HMHGOpPMAIIHIO,
pacnpocTpaneHue kotopoil B Poccuiickoii ®Dexneparuu 3ampenieHo", B OTHOLIEHUH HHPOpPMAIIHH,
coJiepKallel MpeUIoKEHUE O PO3HUYHOM TOProBJ€ JIEKAPCTBEHHBIMU IIpenapaTaMu, B TOM 4YHCIE
JUCTAaHIIMOHHBIM  CIIOCOOOM, PpPO3HUYHAS TOPIOBJIsSI KOTOPBHIMH OrpaHMYEHA WM 3alpelieHa B
COOTBETCTBUHM ¢ HactosammMm @DenepanbHBIM 3aKOHOM, ® (WiaM) WH(pOpMaIUKM, CcoaepKaiei
MpeIoKEHNE O PO3HUYHON TOPTOBIIE JIEKAPCTBEHHBIMU IpernapaTaMy, B TOM YHCJIE JUCTAHLIMOHHBIM
crocoOoM, JHUIaMH, He UMEIOUIMMHU JIMIIEH3UH U pa3pellleHusl Ha OCYIIEeCTBICHHE TaKOW AEsITeNbHOCTH,
€CJIM TIONyYeHHE IMIEH3UU U pa3pelieHus MpeIyCMOTPEHO 3aKOHOJATeNbCTBOM 00 OOpalieHuu
JIEKapCTBEHHBIX CPE/ICTB;

(. 24 B pen. enepanpHoro 3akona ot 03.04.2020 N 105-D3)

25) BbplZaya paspemieHuid Ha BBOJ B TPaXJaHCKUH 000pPOT HMMYHOOMOJOTHYECKHX
JIEKapCTBEHHBIX NPENapaToB;
(. 25 BBenen denepanbHbiM 3akoHOM OT 28.11.2018 N 449-D3)

26) peryaupoBaHUe BOIIPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSEMOCTBIO JIEKAPCTBEHHBIX TPEIapaToB
JUI. METUIIUHCKOTO IIPUMEHEHUS;
(. 26 BBeneH denepanbHpiM 3aKoHOM oT 19.10.2023 N 503-D3)

27) yTBepiKJIeHUE MOpsiiKa aTTecTaluu (papMaleBTUYECKUX HHCIIEKTOPOB.
(. 27 BBeneH denepanbHbiM 3aK0HOM OT 31.07.2025 N 304-D3)

Ctatba 5.1. lNepemaua ocyuecTtBneHUs mnonHoMouun deaepanbHbIX OpPraHoB
MCNOJIHUTENbHOM BNacTu npu obpalieHnn nekapcTBeHHbIX CPeACTB UCNOSTHUTENbHbIM
opraHam cy6bekToB Poccunckon Pegepaumm

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

[TorHOMOuUMS (henepabHBIX OPraHOB MCIOJIHUTENBHON BJIACTU MPH OOpPAIICHUHU JIEKapCTBEHHbIX
CPEICTB, TPEAYCMOTPEHHBbIE HacTosIUM @DenepalbHBIM  3aKOHOM, MOTYT IepeAaBaTbCsl Ul
OCYIICCTBIICHUSI UCTIOJHUTEIBHBIM OpraHaM cyOwbekToB Poccuiickoit denepanuu MOCTAHOBICHUSMU
[IpaButensctBa Poccuiickoit denepanuu B nopsake, ycraHoBieHHOM denepaibHbIM 3aKOHOM oT 21
nexabpsa 2021 roga N 414-®3 "O6 o0mux npuHIUNAX OpraHU3alUu MyOJIUYHONW BIACTH B CyObEKTax
Poccuiickoit deneparun'.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

Cratba 6. [lMonHoMouMsa WUCNONMHUTENbHbLIX OpraHoB cyo6bekra Poccunckon
depgepaumu npu obpaLeHnmn NneKapcTBeHHbIX CPeacTB
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

K monHoMouunsM HCIONHUTENBHBIX OpraHoB cyObekTa Poccuiickoit @eneparnuu npu odpaliieHun
JIEKapCTBEHHBIX CPEACTB OTHOCATCS:
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) pa3paboTka ¥ peanu3alusi PETHOHAIBHBIX MPOrpaMM  OOecreueHHs  HaceJeHUs
JIEKapCTBEHHBIMU TpeliapaTaMu;

2) yCTaHOBJIEHHE MPEAEIbHBIX Pa3MEPOB ONTOBBIX HaJ0ABOK U MPEAEIbHBIX Pa3MEPOB POSHUUHBIX
Ha70aBOK K (DaKTHUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOM3BOAMTEISIMHU JIEKapPCTBEHHBIX
[IpernaparoB, Ha JEKapCTBEHHbIE IpenapaThl, BKIIOUEHHbIE B NEPEYEHb >KU3HEHHO HEOOXOOUMBIX U
BAKHEHILNX JICKAPCTBEHHBIX IIPEIIapaToB;

3) ocyliecTBIEHHE PETHOHAIBHOTO TOCYJapCTBEHHOTO KOHTPOJS 3a NPUMEHEHHEM IIeH Ha
JIEKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIE B TMEPEUCHb >KU3HEHHO HEOOXOMUMBIX W BAKHEHUIIUX
JIEKapCTBCHHBIX TIPENapaToB, OPraHU3alUsSIMUA ONTOBOW TOPTOBJIM JIGKAPCTBEHHBIMH CPEIACTBAMH,
aNTCUYHBIMH OpPTaHHW3AIUSIMHU, WHIUBUIYATHHBIMA TPEINPHHAMATEISIMA, WMEIONTUMH JIUICH3UIO Ha
(hapManeBTHYECKYIO JESTEIBHOCTh, MEIUIMHCKHMU OPTaHU3AIMsIMH, HMCIONUMH JIMIICH3UI0 Ha
(bapMareBTHYECKYIO JESTEIbHOCTh, U WX OOOCOOJICHHBIMHU TMOAPA3CICHUSIMU, PACIOJIOXKCHHBIMUA B
CEJIbCKMX HACEJIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIE OPTaHU3AIINH;

(B pen. @enepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, ot 27.12.2019 N _475-®3, ot 08.08.2024 N
323-93)

4) npunatue pernieHus o0 HMCIONb30BaHUM Ha TeppuTopuu cyobekra Poccuiickoit denepanuun
HapsAQy C pelenTamMM Ha JIeKapCTBEHHbIE Ipenaparbl, O(OpMIIEHHBIMH Ha OyMa)KHOM HOCHUTEIE,
PELIENTOB Ha JIEKapCTBEHHBIE MpenapaThl, ChOPMUPOBAHHBIX B (POPME IEKTPOHHBIX JOKYMEHTOB.

(. 4 BBenen denepanbHbIM 3aK0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAJAPCTBEHHASA ®APMAKOIEA

Cratba 7. Pa3paboTtka u unapaHue rocyaapcTtBeHHoOW chpapmakoneu, pasmellieHue
AaHHbIX O Hen

1. Tlon rocymapcTBeHHOH (apmakomneeil MmoHUMAaeTcs CBOJA OOMMX (apMaKOMEWHBIX CTaTed U
(hapMaKoOIeWHbIX CTaTeH.

2. Pa3zpaborka oOmux (apmakoneiHblx craTeil u (apmMakomelHbIX cTaTeil, B TOM 4YHCIE
¢dapmakoneiHsIXx craTeld Ha (apMakoleiiHble CTaHTApTHbIE O0O0pas3lbl, M BKIIOYCHHE UX B
TOCYJapCTBEHHYIO (PapMaKoIel0 OCYIIECTBISIFOTCS B HOPSJIKE, YCTaHOBJIEHHOM YITOJHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

3. Pazpabotka ¢apmakoneiiHOW cTaThb Ha pe)epEHTHBIN JIEKapCTBEHHBIN NpenapaT U BKIIOYCHUE
€e B TOCYJIapCTBEHHYIO (hapMakKoIler0 B TEUYEHHE CPOKa JCHUCTBUS 3allUTHl MCKIIOYUTEIHHOTO IpaBa,
yIIOCTOBEPEHHOI'0 [IATEHTOM Ha pe()epeHTHBIH JIEKapCTBEHHBIN IIpenapar, OCyIECTBIIIOTCS C COINIacUs
ero pa3zpaboTyHKa.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

4. TocynapcrtBeHHass (QapMmakornes H3IACTCS YIOJIHOMOYCHHBIM —(elepaibHbIM  OpPraHOM
WCTIOJTHUTENILHOM BIIACTH 3a CYET CPe/CTB (peepaabHOro OrKEeTa U MOANEKHT MIEPEH3TaHUIM HE PEKe
4YeM OJHMH pa3 B IIATH JIET, B IIEPUOJ MEXAY KOTOPBIMH H3JAOTCSA IPWIOKEHUS K IOCYJapCTBEHHOMN
dapmakoriee, comepxkamue obmme (apmakoneinple cTatb W (Win) (apMaKONEHHBIE CTaThH,
YTBEPXKACHHBIC MTOCIIC U3AaHUS WIH IEPEU3IaHNs TOCY1apCTBEHHON (hapMaKoOIIeH.

5. YnomHoMO4YeHHBIH QefepalbHbIi OpraH HUCIOJHHUTEIBHON BJIACTH pPa3MENIaeT JaHHBIE O
rocy/1apcTBEHHOU ¢apmakoree M MPHIOXKEHUAX K Hel Ha CBOeM OQUIMAIbHOM caiiTeé B CeTH
"NHTEepHeT" B yCTaHOBJIEHHOM UM MOPSIKE.

Mnasa 4. NIMLUEH3NPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbBIX CPEACTB
N PAPMALEBTUYECKOU OEATEJNIBHOCTU, TOCYOAPCTBEHHBLIU KOHTPOIJb
(HAA3O0P) B COPEPE OBPALLEHUA NIEKAPCTBEHHbLIX CPEACTB
(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-03)

Cratba 8. JlMueH3uMpoBaHMe nNpPOU3BOACTBA JIeKAPCTBEHHbIX CPeAcTB M
c¢hapmMaueBTUYECKON AeATEeNbHOCTH

1. HI/IHGHSI/IpOBaHI/Ie IIPOU3BOACTBA JICKAPCTBECHHBIX CPCIACTB U (bapMaHeBTquCKOﬁ ACATCIIbHOCTH
OCYHICCTBJIACTCA B COOTBETCTBUU € 3aKOHOAATCILCTBOM Poccuiickoit q)enepaulzm.

2. OO0s3aTeNbHBIM YCIOBHUEM TPEOCTaBICHHS JHUIICH3UM Ha TMPOU3BOACTBO JIEKAPCTBEHHBIX
CPEZCTB SIBJISCTCS yKa3aHHE CBEICHHI O JIEKapCTBEHHBIX (GopMmax W (Win) BUAax (papManeBTHUYECKUX
CyOCTaHIN{, KOTOpBIE MTPOU3BOIUTEINH JICKAPCTBEHHBIX CPEIICTB HAMEPEH NMPOU3BOJNTH, B 3asBICHUM,
HaIpaBJIEHHOM IIOCPEACTBOM (enepalibHOM TrocynapcTBeHHON HH(OopMannoHHONW cucteMbl "Enunbiit
MOPTaJI TOCYAAPCTBEHHBIX U MyHHUITUNIATBHBIX yCIIyT (QyHKIMi)" (nayee - e AMHBINA TopTa).

(B pen. ®enepanbHoro 3akona ot 31.07.2025 N 304-03)

3. B cayyae HEOOXOAMMOCTH pacIIUPEHHs TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB 332 CUET HOBBIX
JIEKapCTBEHHBIX (OPM H BHUAOB (HapMalEeBTUYECKUX CYOCTAaHIMA TPOU3BOAUTENH JEKAPCTBCHHBIX
CPEICTB JOJKCH TOJaTh B JIMIECH3UPYIOIIUNA OpraH 3asBICHHEC O BHECCHUHM H3MCHCHHHA B PeEecTp
JIUTICH3WH Ha MMPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB.

(B pen. Deaepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 11.06.2021 N _170-D3)

4. JIuueH3us Ha MPOU3BOCTBO JIEKAPCTBEHHBIX CPeACTB ((papMarieBTUUECKON CyOCTaHIIMU CITUPTa
ATUJIOBOTO (ITaHONIAa) BBIJAETCS MPH YCIOBHHM HAIWYHs y OpPraHu3allid Ha IpaBe COOCTBEHHOCTH,
XO3MCTBEHHOTO  BEJEHUS WM  OINEPAaTUBHOIO  YIPABIEHUS OCHOBHOTO  TEXHOJOTHYECKOTO
o0opyoBaHus JJI TPOU3BOJACTBA STUJIIOBOTO CIHUPTA, 3apETUCTPUPOBAHHOTO B COOTBETCTBHH CO
cratbeil 14.1 ®PenepanbHoro 3akoHa oT 22 HosiOps 1995 roma N 171-®@3 "O rocymapcTBeHHOM
peryJupoBaHUU TPOMU3BOACTBA W 000pPOTA AITHIIOBOTO CIIMPTA, AJIKOTOJIBHON W CIUPTOCOIEpIKAIISH
MPOIYKIMH U 00 OrpaHrueHUH NOTpeOIeHHs (PAaCIUTHS) AIKOTOJIBHOM MPOTYKITHH'".

(uactb 4 BBenneHa denepaibHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OcCoOGeHHOCTM IULUEH3NPOBaHUA TMPOU3BOACTBA JIeKaPCTBEHHbIX
cpeacTtB (hbapmaueBTHMYECKON CyOGCTaHLMKU cnMpTa 3TUNOBOrO (3TaHona)

(BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

1. JlelicTBHe JNWIEH3UM HA TPOU3BOACTBO JICKAPCTBEHHBIX CPEACTB ((papMarieBTUIECKOH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

CyOCTaHIIMHM CHOUpPTa 3TUIOBOrO (PTaHOJIA) MPUOCTAHABIMBAETCS B YAacTH IpaBa Ha MPOHU3BOACTBO
(bapMareBTHUECKON CyOCTaHIIMU CIIUPTA ITHIOBOTO (3TaHOJA) JUICH3UPYIOIUM OPraHOM B CIIydasix,
onpeneneHHbIx crathel 20 denepanbHoro 3akoHa oT 4 mast 2011 roga N 99-®3 "O nuiueH3upoBaHUT
OTIENbHBIX BUAOB JEATEIBHOCTH'", a TaKKE€ HAa CPOK IPHUOCTAHOBIICHUS JEHCTBUS JIUIEH3UM Ha
MIPOM3BOJICTBO ATHJIOBOTO CHUpPTAa JJsi TPOU3BOJACTBA (apMalleBTUYECKON CyOCTaHIIMM CHupTa
ATUJIOBOTO (3TaHOJA), BEIJIAHHOW B COOTBETCTBUU ¢ DeepanbHbIM 3aKOHOM OT 22 HOos0ps 1995 roma N
171-®3 "O rocynapCTBEHHOM pETYJIMpPOBAHHMU IPOU3BOACTBA MU 000pPOTa ATUIOBOTO CHHPTAa,
QJIKOTOJIBHOM ¥ CHUpPTOCOJEpKaIllel MPOAYKIMH M 00 OrpaHWYeHUU TMOTpeOJaeHus (pacruTHs)
QJIKOTOJILHOM MPOAYKITUH".

2. JleiicTBUe JUIEH3UM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CpeACTB ((papmaneBTHUECKON
CyOCTaHIIMM CHHpPTa STWIOBOTO (3TaHOJIa) B YaCTU IpaBa Ha IPOU3BOJCTBO (hapMalleBTHUECKOMN
CyOCTaHIIMM CHHpPTa STHWIOBOTO (3TaHONA) MPEKpallaeTcss JIUICH3UPYIOUUM OpraHoM B CiIydasx,
onpeneneHHbIx cratbei 20 denepanbHoro 3akoHa oT 4 mast 2011 rona N 99-®3 "O nuueH3upoBaHUN
OTJIETIbHBIX BUJOB JEATEIBHOCTH'", a TakXKe C JAaThl MPEKpallCHUs WA aHHYJUPOBAHUS JIEUCTBUS
JUICH3WU Ha MPOWM3BOJCTBO STUJIOBOTO CIUPTA JJIs MPOHW3BOJACTBA (hapMalleBTUYSCKOW CyOCTaHIIMH
CIIUPTa ATHUJIOBOTO (3TaHOJA), BBIIAHHON B cOOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOsIOpst 1995
roga N 171-®3 "O rocyaapcTBEHHOM PETyJUPOBAHWUU MPOU3BOACTBA M 000pPOTa ATHUIIOBOTO CIHPTA,
QJIKOTOJILHOM W cHHpTOcoepXkalied NpOAYKIMH U 00 OrpaHMYeHUHd NOTpeOJIeHUs (paciuThs)
AJIKOTOJIbHOM MPOAYKIUH".

CraTtbAa 8.2. OcobeHHOCTM NUueH3npoBaHMA hapmMmaLeBTUYECKON AeATEeNIbHOCTU B
YacTu oCcyLeCTBNEHNA ONTOBOW TOProBIivN NIeKapCTBEHHbIMU CpeaAcTBaMu

(BBenena denepanbHbIM 3ak0HOM OT 04.08.2023 N 428-D3)

1. [eiicTBue nuileH3uH HAa (apMaleBTUYECKYIO JACITEIbHOCTh B YaCTH OCYIIECTBICHUSI OMTOBOM
TOPTOBJIM  JIEKAPCTBEHHBIMM  CPEICTBAMU  JUISi  MEAUUMHCKOIO  IPUMEHEHUS  IPEKPALIACTCS
JIUIEH3UPYIOIIUM OPTaHOM B CITydasiX, onpeeneHHbIx cratbe 20 denepanpHoro 3akona ot 4 mast 2011
roga N 99-®3 "O nuneH3upoBaHWHU OTACIBHBIX BHUAOB JEITEIBHOCTH', a TaKke MO PEUICHUIO
JIMLEH3UPYIOILEr0 OPraHa, IPUHATOMY B COOTBETCTBUU C HACTOSIIEH 4acThio. B ciyuae BbIsIBIIEHUA NTpU
ocyliecTBIeHUN (eAepanbHOro TOCYAapCTBEHHOrO0 KOHTpols (Haa3opa) B cdepe oOpaieHus
JIEKAPCTBEHHBIX CPEICTB HapyUICHUs OpraHu3aliell ONTOBOW TOPTOBIM JEKAPCTBEHHBIMU CPEACTBAMU
TpeboBanuii wacteir 1 - 3 crateu 53 Hactosmero denepalbHOrO 3aKOHA JEHCTBHE JIMIIEH3UM Ha
(hapMameBTHYECKYIO JCSATEILHOCTh B YaCTH OCYIIECTBICHHUS OINTOBOW TOPTOBJIM JICKAPCTBCHHBIMHU
CpencTBamMu TSl MEAUITMHCKOTO MPUMEHEHHS TPHUOCTAHABIIMBACTCS B TCUCHUE JIECATH pabounx JHEH CO
JTHS BBISIBJICHUS YKa3aHHOTO HapylueHus. JleficTBue nuneH3nu Ha (hapMaleBTHUECKYIO JeSITeIbHOCTh B
YaCTH OCYILECTBJIEHUS ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEACTBAMU JJisi MEIUIIMHCKOTO
MIPUMEHEHUS TPUOCTAHABIMBACTCS Ha CPOK, KOTOPBIM ONMpeAeNsieTcsl TUICH3UPYIOLIUM OpraHoM (HO He
MEHEEe YeM Ha OAMH MECSI]), MO0 HCTEUYEHHUU KOTOPOro JACHCTBHME MAHHOW JMICH3UU TOIJICKUT
IIPEKPALICHUI0O HAa OCHOBAaHMWM pELICHUs JIMIEH3UPYIOUIETO OpraHa, 3a HCKIIOYECHHEM Cilydas,
YKa3aHHOTO B YaCTH 2 HACTOSIIECH CTaThH.

2. JleticTBue nHIIEH3UH Ha (apMalleBTUYECKYIO JESITeNbHOCTh B YaCTU OCYIIECTBICHUS ONTOBOMN
TOPTOBIM JIEKAPCTBEHHBIMU CPEACTBAMM JJII MEIUIUHCKOTO TPUMEHEHHs, MAeWCTBHE KOTOPOH
MIPUOCTAHOBIICHO B COOTBETCTBUU C YaCThIO | HACTOAIIEH CTAaThH, MOJUIEKHUT BO3OOHOBIICHUIO B CiIydae,
€CIIM B MEPHO/ MPUOCTAHOBJICHUS JCHCTBUS JAaHHOM JIMIICH3MH B PaMKax JOCYJeOHOro 00KaJoBaHHS
pelieHnue KOHTPOJIBHOTO (HAaI30PHOT0) OpraHa B YaCcTH BBISIBIEHHOTO HapyllieHus TpeOoBaHuii yactei |
- 3 crateu 53 Hacrosuiero denepanbHOrO 3aKOHA OTMEHEHO. B yKa3aHHOM cilydae AeMCTBUE JIMIEH3UU
Ha (apMaleBTUYECKYIO JEATEIbHOCTh B YAaCTU OCYIIECTBIEHHUS ONTOBOW TOPIOBIH JIEKAPCTBEHHBIMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

cpeacrBaMu jid MCIUIHUHCKOI'O IMPUMCHCHU A BO300OHOBJISIETCS HE IIO3JHEC OJHOI'O pa6oqer0 JHSA CO
AHSA OTMCHBI PCIICHUA KOHTPOJBHOT'O (HaI[30pH01" O) opraHa.

Cratba 9. [locypapcTBeHHbIW KOHTponb (Hag3op) B cdepe obGpaleHus
neKkapcTBEHHbIX CPeaAcTB

(B pen. @exnepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocynapcTBeHHBII KOHTpoJIb (Ham30p) B cdepe oOpamieHust JIEKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS TTOCPEICTBOM (heepaibHOTO TOCYAapCTBEHHOrO KOHTpods (Ham3opa) B cdepe
oOpareHust JeKapCTBEHHBIX CPEACTB U (PemepasbHOTO TOCYJApPCTBEHHOTO JHUIIEH3MOHHOTO KOHTPOJIS
JeSITeNIbHOCTH 10 MTPOU3BO/JICTBY JIEKAPCTBEHHBIX CPEJICTB, OCYLIECTBIIAEMBIX (peliepalbHbIMU OpraHaMu
HCIIOJIHUTENIBHOM BIACTH, yNIOJIHOMOUYEeHHBIMU [IpaBurenscTBoM Pocculickoint @enepanuu.

2. Tlpeametrom (henepanbHOTO TOCYJApCTBEHHOTO KOHTpouss (Hag3opa) B cdepe oOpareHus
JIEKAPCTBEHHBIX CPEJICTB SIBIISIIOTCS:

1) cobnronenne o0s3aTebHBIX TPeOOBaHUN B cdepe oOpalleHus JIEeKapCTBEHHBIX CPEJCTB, B TOM
qrce:

a) Tpe60BaHI/II7I K AJOKIMHHUYECCKHUM MCCICAOBAHUAM JICKAPCTBCHHBIX CPCACTB, KIMHHUYCCKHUM
HCCIICAOBAHUAM JICKAPCTBCHHBIX IIPCHapaToB, MUW3IOTOBJICHUIO, XPAHCHUIO, IICPCBO3KEC, BBO3Y B
POCCHﬁCKym (I)e,uepaumo, OTIIYCKY, pcajn3dalnuu, nepcaavc, MNpoaa)xKC JICKAPCTBCHHBIX CpPCIACTB,
MNPUMCHCHUIO JICKAPCTBCHHBIX IIPENapaToB, YHUYTOXCHUIO JICKAPCTBCHHBIX CPCACTB, YCTAHOBJICHHIO
MPOU3BOAUTCIIAMU JICKAPCTBCHHBIX MPCHapaToB HCH HA JICKAPCTBCHHLBIC IPCIIapaThbl, BKIIOYCHHLIC B
MEPCUYCHDb ) KU3HCHHO HGO6XO}II/IMBIX 1 BaXKHEHIIINX JICKAPCTBCHHBIX IIPCIIapaToB;

0) TpeOoBaHMIl K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEICTB, HAXOAAIIUXCS B oOOpalleHuwu,
MoKazaTensiM KadecTBa, 3((EeKTHBHOCTH U OE30MaCHOCTH, YCTAHOBJICHHBIM B COOTBETCTBUU C
HactosiuuM DeepaabHbIM 3aKOHOM;

B) TpeOOBaHUIl K COOMIOACHUIO CyOBeKTaMU OOpalleHus JIEKapCTBEHHBIX CPEJCTB, YKa3aHHBIX B
yactu 1 craten 67.1 HacTosmero denepaibHOrO 3aKOHA, OTPAHUYECHUM, HAJaraéMbIXx cTaThamu 67.1 u
67.2 Hactosiero deaepaibHOrO 3aKOHA;

2) coOmrofeHHe JIMLEH3UOHHBIX TpeOOBaHMN K  OCYIIECTBICHHIO  (papMareBTHUYECKON
NeSITeNIbHOCTH;

3) cobOmoneHne TpeOOBaHMN K MPEIOCTABICHUIO CYOBEKTaMH OOpaIleHusl JIeKapCTBEHHBIX
cpeactB uHGOpMAIMKM O JICKAPCTBEHHBIX CPEACTBaX M (WJIM) JIEKAPCTBEHHBIX IIperaparax,
peaycMOTpeHHOM cratbsamu 9.1, 52.1, 52.2 u 64 nHacTosmero denepanbHOro 3aK0HA;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4) yrpatun cuity ¢ 1 mapta 2026 roga. - ®enepanbabiii 3aK0H oT 20.10.2022 N 405-D3.

Koncynprantllntoc: npumeuanue.
C 01.09.2026 4. 2 ct. 9 gononusercs 1. 5 (@3 ot 02.05.2026 N 125-D3). Cm. Oyay1ryro peaakiuio.

2.1. B mnensx oOecrnedeHusi TOCYAapCTBEHHOrO KOHTpoJis (Ham3opa) B cdepe oOpaieHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIX CPEIACTB (elepaibHblii OpraH MCIOJHUTEIbHONM BJIACTH, OCYLIECTBIISIOIINI
TOCYJJapCTBEHHYIO PETUCTPAIMIO JEKApCTBEHHBIX IPENapaToB, NPeAoCTaBlseT (eaepalbHOMYy OpraHy
UCIIOJIHUTENIBHONW BIIACTH, OCYLIECTBIIIOIIEMY (YHKIMHM 10 KOHTPOJIIO M Haa30py B cdepe
3[paBOOXpAaHEHMUs, IO €ro 3ampocy B paMKaX MEXKBEJOMCTBEHHOTO HH(GOPMAIMOHHOIO
B3aMMO/JICHCTBHS B MOPSJIKE, YCTAHOBIEHHOM YKa3aHHBIMU (pe/iepalibHbIMH OpraHaMy MCTIOHUTEIbHON
BJIACTH, CIIEAYIOIINE CBEIEHUS O JIEKApCTBEHHBIX CPEACTBAaX, B TOM YHCIE B Cllyyae, €CIM Takue
CBEJIEHUS COCTABIISIOT KOMMEPUYECKYIO TaiHy:

1) cBenenust o papmManieBTUYECKON CyOCTaHIIMHU:

a) HaUMEHOBaHME (apMaIeBTHYECKON CyOCTaHINH, €€ CTPYKTypa, o0II1e CBOWCTBA,

0) HaMMEHOBAaHUE U a/IpeC MPOU3BOIUTENS;

B) CBOMCTBA U CTPYKTypa ACHCTBYIOLINX BELIECTB;

I') XapaKTepUCTUKA IPUMECEH;

n) crietpukanys Ha GapMaleBTUUECKYIO CyOCTaHIINIO  ée 000CHOBAHUE;

€) AQHAIUTUYECKUE METOJIUKH, WCIOIb3yeMble TMPH OCYIIECTBICHHU KOHTPOJIS KauecTBa
(hapmaneBTHIECKON CyOCTaHIINY;

’K) pe3yJIbTaThl aHAJIU30B Cepuil papMalleBTUYECKOM cyOcTaHIInY;

3) mepedYeHb CTaHAAPTHBIX 00Pa3II0B WU BEUIECTB, UCIIOIB3YEMBIX MPU OCYIIECTBICHUN KOHTPOJIS
KauecTBa (papMalleBTUYECKON CyOCcTaHIUY;

1) ONTMCAHUE XaPAKTEPUCTHK U CBOMCTB YIAKOBOYHBIX MATEPHAIIOB U YKYITOPOYHBIX CPEJICTB;
K) JIaHHBIE O CTAa0MJIBHOCTH (papMalreBTUYEeCKOi cyOcTaHIINu;

J1) CPOK F'OJIHOCTH;

2) cBeneHUs O JIEKapCTBEHHOM TpenapaTe Uil MeIUIIUHCKOTO IPUMEHEHUSI:

a) OTMCaHME U COCTAB JICKAPCTBEHHOTO MpeTapara il MeIUIIMHCKOTO PUMEHEHHUS,

0) ommcanue QapmareBTHYECKON pa3paboTku (00OCHOBaHME BBIOOpA COCTaBa, TMEPBUYHON
YIaKOBKH);

B) HAMMEHOBAHUE M aJPEC MECTA OCYLIECTBIIEHUS MPOU3BOACTBA JEKAPCTBEHHOTO Mpenapara ajs
MEJUIMHCKOTO INPUMEHEHMS (B Clyyae HaJIWYUS HECKOJBKHMX YUYAaCTHUKOB IIpollecca IPOMU3BOJCTBA
HE00X0IMMO yKa3aTh HAMMEHOBAHHE U aJIpec Ka)XI0To U3 HUX);

') MUKpOOHOJIOTMYECKHE XapaKTePUCTUKH;

1) OITUCaHKE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB M YKYIIOPOUHBIX CPEICTB;

e) Tpe6OBaHI/I${ K Ka49€CTBY BCIIOMOTI'aTCJIbHBIX BCIICCTB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

)K) AHAIIUTHYCCKUC MCTOAWKH, MHCIIOJIB3yEMbIC TIpH OCYIICCTBJIICHUU KOHTPOJISI Ka4YCCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

3) CBCIACHUA 00 HCIOJIb30BAHHUU BCIOMOTAaTEIbHBIX BCIICCTB YCJIOBCUYCCKOTO M >XKHBOTHOI'O
MIPOUCXOKIACHUA,

I/I) CBCICHHUA 00 HCIIOJIb30BAaHUM HOBBIX BCITOMOTaTeIbHBIX BECUICCTB,

K) TpeOOBaHMS K KaueCTBY JIEKapCTBEHHOTO TMIperapaTra Ul MEJUIUHCKOTO HPUMEHEHHS
(cepTudukar, cnenudukays Ha JeKapCTBEHHBIN Mpenapar u uX 000CHOBaHUE);

J'I) AHAIIUTUYCCKUC MCTOAUKH, MHCIIOJIB3YyCMBIC TIpU OCYHICCTBIICHUHU KOHTPOJIA KadCeCTBa
JICKApCTBCHHOTO IIplriapaTa JJIs1 MCIUIUHCKOI'O IPUMCHCHUS

M) pe3yJbTaThl AaHAJU30B CEpUH JIEKAPCTBEHHOTO Mpenapara s MeAULUHCKOIO IPUMEHEHUS;
H) XapaKTepuCTHKa IpUMeceit;

0) NNEepPpCUCHb CTAHAAPTHBIX o6pa3u0B, HCIIOJIB3YCMBIX IIPU OCYILICCTBIICHMU KOHTPOJIA Kaduc€CTBa
JICKApCTBCHHOTO IIpenapaTa i1 MEAUIHUHCKOT'O IIPUMCEHCHUS

1) JaHHBIC O CTA0MIIBHOCTH JIEKAPCTBEHHOTO TIpernapara Juisi MeJUIIMHCKOTO TPUMEHECHHSI,
3) OTYETHI O TOKIMHUYCCKUX MCCIICTOBAHUAX;

4) OTYETHI O KIIMHUYECKUX HCCIICIOBAHUSIX;

5) mactep-daiin cuctemsl (papMakoHaA30pa;

6) TJ1aH yIpaBJIeHUS PUCKAMH.
(uacts 2.1 BBenena @enepanbHbiM 3aKkoHOM OT 30.01.2024 N 1-D3)

3. Ilpum ocymecTBieHUN (eaepatbHOr0 TOCyIapCTBEHHOTO KOHTposs (Hajg3opa) B cdepe
oOpalieHus: JIEKapCTBEHHBIX CPEJCTB MPOBOJATCS CIEAYIOUINE BUABI KOHTPOJBHBIX (HAI30PHBIX)
MEpONIPHUITHH:

1) nokyMeHTapHas MpoOBepKa;

2) BbI€3/IHAsI IPOBEPKa;

3) BBIOOPOYHBIM KOHTPOJIb KaueCTBa,

4) KOHTpOJIbHAS 3aKYyIIKa;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOIIOZCHWE 3a COONIOJCHWEM O0s3aTelIbHBIX TpPeOOBaHUN (MOHHTOPHHT O€30MacHOCTH)
(bapmakonaazop).

4. Opranuzanus M OCyIIeCTBIeHHE (eaepaabHOr0 TOCYIapCTBEHHOIO KOHTPOJs (Haa3opa) B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

cdepe obpareHus TeKapCTBEHHBIX CPEACTB perynupyrorcs PenepanbHbiM 3akoHoM OT 31 urons 2020
roga N 248-®3 "O rocynapcTBEeHHOM KOHTpoJie (Haa30pe) U MyHHLIUIIAIBHOM KOHTpoJie B Poccuiickoit
Oenepanun".

5. BHemIaHOBBI BHIOOPOYHBIH KOHTPOJIHh KAadyecTBa MPOBOIUTCS B TOM YHCJIE HAa OCHOBAHUHU
MIPOrpaMMBbl POBEPOK.

6. [TnaHOBBIN BRIOOPOYHBIN KOHTPOJIH KAYECTBA HE TTPOBOIUTCS.

7. Tlo pesynbratam (enepalbHOTO TOCYyAapCTBEHHOTO KOHTPOIs (Hama3opa) B cdepe oOpaieHus
JIEKapCTBEHHBIX CPEACTB HApSAIY C PEHICHUSIMH, MPEeayCMOTpeHHbIMU DenepalbHbIM 3akoHOM OT 31
utoiig 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpoOJiE (HaJ30pe) U MYHULIUITAIbBHOM KOHTPOJIE B
Poccwuiickoit @enepanun”, GenepaabHBIMA OPraHAMA HCIIOTHUTEILHOW BIACTH, YIIOJHOMOYCHHBIMHU Ha
ocylecTBieHne (QeAepaTbHOTO TOCYJIapCTBEHHOTO KOHTpOJisi (Ham3opa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPE/ICTB, IPUHUMAIOTCS CIIEAYIOUINE PEIICHHUS:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) o manpHeWIIEM Tpa)KAaHCKOM OOOPOTE CepuH, MAPTHH COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CPEJCTBA B Cllyyae MMOATBEPKICHUS 110 Pe3yJibTaTaM IIPOBEJCHHBIX UCIIBITAHUI COOTBETCTBUS KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBaHUSM;

2) 00 W3BATUU U3 TPAXKIAHCKOTO 000pOTa CepUr, MApTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O
CpeACTBa B ClIy4ae BBIABJICHHUSA 10 pe3yJbTaTaM IPOBEACHHBIX HCIBITAHUNA HECOOTBETCTBUS KauecTBa
JIEKapCTBEHHOT'O CPE/ICTBA YCTAHOBJIEHHBIM TPEOOBAHUSIM;

3) o mepeBoje JEKApCTBEHHOI'O CPEJCTBA HA MOCEPUHUHBIA BBHIOOPOUHBIH KOHTPOJbL KauyecTBa
JIEKapCTBEHHBIX CPEJICTB B CiIydyae IMOBTOPHOTO BBISBIEHUS HECOOTBETCTBUS KaueCTBa JIEKAPCTBEHHOIO
CpeACTBa yCTAaHOBJICHHBIM TPEeOOBaHUSM M (IpU HEOOXOTUMOCTH) O MpOBEpKe CyOBeKTa OoOpamieHHs
JIEKapCTBEHHBIX CpelCTB. Pacxonpl, cBI3aHHBIE C MIPOBEIECHUEM MTOCEPUHHOTO BHIOOPOYHOTO KOHTPOJIS,
OIJIAUUBAIOTCSI NPOU3BOAMUTENIEM JIEKAPCTBEHHOIO CpEJICTBA JIMOO JepkaTesieM WU BIaJelbleM
PETrUCTPAIIMIOHHOTO YJJOCTOBEPEHHUS JIEKAPCTBEHHOTO MTpeTnapara;

4) O CHATHM JIEKAPCTBEHHOI'O CPEJACTBA C IOCEPHUMHOT0 BBIOOPOYHOIO KOHTPOJS KayecTBa
JIEKapCTBEHHBIX CPEJICTB HA OCHOBAHUU IIOJIOXKUTEIBHBIX OSKCIEPTHBIX 3aKJIIOUYEHUMN, BbIIAHHBIX
(denepambHBIM TOCYIAPCTBEHHBIM OIO/KETHBIM YUPEXKICHHEM, IOJBEIOMCTBEHHBIM (eaepaTbHOMY
OpraHy HCIIOJIHUTENIBHOW BIJIACTH, OCYLIECTBIAIONIEMY (DYHKIMM IO KOHTPOJIO M Haa30py B cdepe
3JIpaBOOXPaHEHMs], WIH (peaepaibHOMY OpraHy MCIOJIHUTEIbHOMN BIACTH, OCYLIECTBISIONIEMY (QYHKIIUU
[0 KOHTPOJIO W Hag3opy B cdepe oOpaiieHus JIEKapCTBEHHBIX CPEICTB JJIsi BETEPUHAPHOTO
IIPUMEHEHHUS, HA OCHOBAaHUH ITPOTOKOJIA UCIIBITAHUN JIEKAPCTBEHHOTO CPEJCTBA, IPOBEAEHHBIX 10 BCEM
[I0KAa3aTeNsIM YTBEP>KJICHHOW HOPMAaTUBHOM JTOKyMEHTAllUKU (HOPMAaTUBHOTO TOKYMEHTa) B OTHOILIEHUU
TpeX CepHil IEeKapCTBEHHOI'O CPEJICTBA.

(1. 4 BBeneH enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

8. denepanbHbld rOCYAApPCTBEHHBIM JIMIICH3MOHHBINM KOHTPOJb JAEATEIBHOCTH MO MPOU3BOJICTBY
JICKApCTBCHHBIX CpPCACTB OCYHICCTBIIACTCA B COOTBECTCTBUU C 3aKOHOAATCIBCTBOM Poccuiickoit
denepauuu.

Cratbsa 9.1. Mporpamma npoBepok

(BBenena deaepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

1. B mwmenax opraHuM3aluy BbIOOPOYHOIO KOHTPOJIS KadyecTBa JICKAPCTBEHHBIX CPE/ICTB
(dbopmupyeTcst mporpaMmma MpoBEPOK.

2. Jlns meneit peanmzanuu MPOTPaMMBI IIPOBEPOK IMPOU3BOIUTENH JIEKAPCTBEHHBIX CPENCTB U
OpraHM3allii, OCYLIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyto ®Denepanuro,
MPEIOCTABIIAIOT B OTHOLIEHUHM JIEKAPCTBEHHBIX CPEACTB MJI MEIUIUHCKOTO MPUMEHEHUS B
YIOJHOMOYEHHBIN (hefepanbHblii OpraH HCIOJHUTENBHON BIIACTH, OCYIIECTBISIOMUN (DYHKIHUU IO
KOHTPOJIIO M Haa30py B cdepe 3apaBOOXpaHEHMs, B OTHOIICHMM JIEKAPCTBEHHBIX CPEICTB s
BETEPUHAPHOTO TIPUMEHEHUS B YIOJHOMOYCHHBIH (enepanbHblii OpraH HCIOJHUTEIBHON BIACTH,
OCYIIECTBIISAIOMMN (PYHKIMHM MO KOHTPOJIIO M HAA30py B cdepe oOpalleHus JeKapCTBEHHBIX CPEICTB
JUIsl BETEPUHAPHOTO TMPUMEHEHHMs, CBEIEHUS O CEepHsiX, MapTUAX JIEKAPCTBEHHBIX CPEJCTB,
MOCTYMAIOIIMX B TpaKIaHCKHK 000poT B Poccuiickoit denepamnuu, B MOPSAKE, COCTaBe U oOBEME,
YCTAaHOBJICHHBIX YKa3aHHBIMH (enepalbHbIMH OpraHaMH HCIIOJHUTENbHOW BJIACTH B OTHOIICHUU
JIEKAPCTBEHHBIX CPEACTB JJI1 MEIUIIMHCKOTO MPUMEHEHHUS U B OTHOLIEHUH JIEKAPCTBEHHBIX CPEJICTB IS
BETEPUHAPHOTO IPUMEHEHUSI COOTBETCTBEHHO.

3. Tlporpamma mpoBepok ¢GopMUpyeTCs Ha KalleHAapHBIA Tox B cpok a0 30 mekabpsi rona,
MPEAIECTBYIONIETO TOAY MPOBEACHUS BEHIOOPOUYHOTO KOHTPOJIS.

4. B cnydae HacTymuieHHMs COOBITHMH, YKa3aHHBIX B moiamyHkTax "0" um "B" myHKTa 2 4Yactu 6
HACTOAIIEH cTaThH, (peneparbHBIM OPraHOM HCIIOTHUTEIBHON BIACTH, OCYIIECTBISIONNM (QYHKIIUU 110
KOHTPOJIIO M HaI30py B cepe 3apaBooxpaHeHus, (eaepaabHbIM OpPraHOM HCIOIHUTEIBHON BIACTH,
OCYIIECTBIISIONIMM (YHKIMU 1O KOHTPOJIO U HAA30py B cepe oOpaiieHus JIeKapcTBEHHBIX CPEICTB
JUTsT BETEPUHAPHOTO TPUMEHEHUs, MPU HEOOXOIMMOCTH BHOCSTCS COOTBETCTBYIOIIME WM3MEHEHHUS B
porpamMmy MpOBEPOK.

5. B mporpaMMy mpoBepOK MOTYT BKJIFOUATHCS MEPOIIPHUATHS C YU€TOM HapYIICHU, BbISIBICHHBIX
B pPaMKaX KOHTPOJBbHBIX (HAA30PHBIX) MEPOTPUATHH 32 IPEIbITYIINN KaJdeHIapHBIN TO.

6. IIporpaMMa poBEpPOK COAEPIKUT:

1) nepedeHs JIeKapCTBEHHBIX CPENICTB, OTOOP 00Pa3LIOB KOTOPHIX OyIeT OCYLIECTBIATHCSA B PAMKAX
BBIOOPOYHOTO KOHTPOJIA, (OPMHUPYEMBIH C YYETOM pE3YyJIbTaTOB TOCYIApCTBEHHOTO KOHTPOJIS
(Hamzopa) B chepe oOpallieHus IEKapCTBEHHBIX CPEJICTB 3a KaJeHAAPHBINA rojl, MPeAIEeCTBYIOMNNA roay
IPOBEICHUS BHIOOPOYHOTO KOHTPOJIS;

2) YKa3aHHue€ Ha CO6BITI/IG, HACTYIUICHUC KOTOPOTO ABJISICTCSA OCHOBAHHUEM IJId OCYHICCTBJICHUA
BBIGOpO‘-IHOl"O KOHTPOJIA:

a) TIOJIy4EeHUE CBEACHUH, MPEACTABIIEMBbIX B COCTaBE U 00bEME, YCTAaHOBJICHHBIX (heaepabHbIM
OpPraHOM HCIIOJIHUTENBHON BIJIACTH, OCYIIECTBISIONIMM (PYHKIMU 1O KOHTPOJI M Haa30py B chepe
3/IpaBOOXpaHeHus, GefepatbHbIM OPraHOM HCIIOJIHUTENBHON BIACTH, OCYLIECTBIISIIOIIUM (YHKIMH 10
KOHTPOJIIO ¥ HaJI30pYy B c(hepe oOpalieHus JIeKapCTBEHHBIX CPEJCTB AJIi BETEPUHAPHOTO MPUMEHEHHUS, O
Cepusx, MapTUAX JEKAPCTBEHHBIX CPEICTB, MOCTYMAIOMIMX B Tpa)aAaHCKuil o0opoT B Poccuiickoit
@denepanMy, YyKa3aHHbIX B IIyHKT€ | HacTosed 4YacTH, OpraHU3alUsMHU, OCYIIECTBISAIOLUMU
IIPOU3BOJCTBO JIEKAPCTBEHHBIX CpeacTB B Poccuiickoit denepanuu U BBO3 JICKAPCTBEHHBIX CPEICTB B
Poccuiickyro ®enepanuio, 3a HCKIIOUYEHUEM CEPUM WM NApTUM JIEKAPCTBEHHBIX IMIpenapaToB,
YKa3aHHBIX B 4acT 4 crathu 52.1 v yactu 6 ctatbu 52.2 HacTosuero deaepabHOrO 3aKOHA;

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

0) moydeHue MOCTYyMAaIIel B OPSIKE, YCTAHOBICHHOM cTaThell 64 Hactosmero denepanbHOro
3aKoHa, MH(pOpMAIMK 0 TOOOYHBIX NEHCTBUSX, HEXKEIATEIBHBIX PEAKIUAX, CEPbEe3HBIX HEXKENATEeIbHbBIX
peaKIUsIX, HETPEIBUICHHBIX HEXKENATEIbHBIX PEaKIUIX MMPU MPUMEHEHUH JIEKAPCTBEHHBIX IIPEapaToB,
00 WHIWBHIyaJIbHOW HEMEPEHOCUMOCTH, OTCYTCTBHU d(PPEKTUBHOCTH JICKAPCTBCHHBIX IPEIapaToB, a
Takke 00 MHBIX (paKTax W 0OCTOSITENBCTBAX, MPEICTABISIONINX YIPO3Y KU3HU WIN 37]0POBBIO YEIIOBEKA
00 JKMBOTHOTO MpPHU MPUMEHEHUHU JIEKAPCTBEHHBIX IPENapaToB M BBISABICHHBIX Ha BCEX JTamax
oOparlieHus JIeKapCTBEHHBIX IpenapatoB B Poccuiickoii depepanuu 1 Ipyrux rocy1apcTBax;

B) MojyudeHue B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 31 umrong 2020 roga N 248-d3 "O
roCyJJapCTBEHHOM KOHTpOJ€ (Haa30pe) M MYHHMIMNAIbHOM KoHTposie B Poccuiickoit denepanun”
CBEJICHNU O MPUYMHEHUHU Bpefa Wih 00 yrpo3e NMPUYMHEHHUS Bpeaa >KU3HH, 3J0POBBIO TPaKIaH WU
’KUBOTHBIX.

Cratba 9.2. TlocypnapcTBeHHbIM KOHTponb (Hag3op) 3a  peanusauuen
MCNONIHUTESNIbHLIMKU oOpraHamun cyb6bekToB Poccunckon depepauum nNONHOMOYUMA B
cdepe obpalieHUs nekapCTBeHHbIX CPeACTB AN MeAULMHCKOro NpUMeHeHunsA
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

(BBenena deaepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. TocynmapcTBEHHBIM KOHTpOIb (HAA30p) 3a peanu3aluedl HCIOIHUTENBHBIMU OpraHaMu
cyobekToB Poccuiickoit denepanyuu NoIHOMOYHMA B cdepe oOpalleHus JIEKapCTBEHHBIX CPENCTB JUIS
MEIMIIMHCKOTO MPHUMEHEHHS OCYUIECTBIISIETCS YMOJHOMOYEHHbIM IIpaBurensctBoM Poccuiickoi
®denepaii OpraHoOM UCIOJHUTEIBHOM BIACTH.

(B pen. deaepanbroro 3akoHa ot 08.08.2024 N 232-D3)

2. TlpenMeToM TrocynapCTBEHHOI'O KOHTpOJd (HaA30pa) 3a peanu3auuedl HCHOJIHUTENbHBIMU
opranamu cyobekToB Poccuiickoit deneparnyu monHoMouMid B cdepe oOpalleHHs JIeKapCTBEHHBIX
CPEACTB  AJ  MEAULMHCKOIO  INPUMEHEHMsI  sBIAETCA  COOJIOJACHHE  YIOJHOMOYEHHBIMHU
WCTIOJTHUTENIbHBIMA ~ OpraHamMu  cyOwbekToB Poccuiickoii ®exepanu  METOIUKH  YCTAHOBJICHUS
MpeleabHbBIX Pa3MEpPOB ONTOBBIX HAI0aBOK M TPEIECNIbHBIX pPa3MEpOB PO3HUYHBIX HAA0aBOK K
(aKTUYECKUM OTITyCKHBIM LI€HaM, YCTaHOBJIEHHBIM IPOU3BOJUTEISIMH JIEKAPCTBEHHBIX MIPENapaToB, Ha
JIEKapCTBEHHbIE IIpernaparhbl, BKIIOYEHHbIE B IIE€pEYEHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIMX
JIEKapCTBEHHBIX MTPENAPATOB.

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

3. Ilpm ocymecTBIeHMH TOCYJapCTBEHHOTO KOHTpoyisi  (Ham3opa) 3a  peanuszanuen
UCIIOJIHUTENIbHBIMU OopraHamMu cyObekToB Poccuiickoit @enepanun moiHomouuii B cepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB Ul MEIMLUHCKOIO IPUMEHEHMsS NPOBONATCA  CIEAYIOIUE  BHIBI
MEPOIPUATHIA:

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

1) noKyMeHTapHbIE IPOBEPKHY;
2) BBIE€3/IHBIE TTPOBEPKH.
4. OpraHuzanus W OCYIIECTBICHHE TOCYAapCTBEHHOTO0 KOHTpoJsl (Haja3opa) 3a peanu3anuent

WCIIOJIHUTENIbHBIMU OpraHamu cyOnekToB Poccuiickoit @enepanuu mosHomMouuii B cepe olOpaiieHus
JIEKapCTBEHHBIX CPEJICTB JUISI METUITMHCKOTO MMPUMEHEHHS peryiaupytoTcs denepanbHbIM 3aKOHOM 0T 21
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

nexadpsa 2021 roga N 414-03 "O6 o0mux NpuHIUNAX OpraHU3alUU MyOJIUYHON BIACTH B CyOBEKTax
Poccuiickoit ®enepanun'.
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

5. IlonoxeHue O rocyAapCTBEHHOM KOHTpoJie (Haa3ope) 3a peanu3aluuedl HCIOJHUTEIbHBIMU
opranamu cyOobekToB Poccuiickoit denepannu mnoiaHoMouui B chepe oOpallieHus JIeKapCTBEHHBIX
CPEeACTB /Il MEIULIMHCKOI 0 NpuMeHeHus yTBepxaaercs [IpasurensctBom Poccuiickoit @enepannu.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratba 9.3. PernoHanbHbIN TrocyfapCTBEHHbIM KOHTposnb (Hag3op) 3a
npUMeHeHMeM LieH Ha fleKapCTBeHHbIe npenapaTbl, BKITHO4YEeHHbIe B NepevyeHb XXU3HEHHO
HeobGXxoAUMbIX U BaXXKHEULUMX NeKapCTBEHHbIX NpenapaToB

(BBenena denepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. PernonanpHelii rocyJjapCTBEHHBIM KOHTPOJIb (Ha/A30p) 3a IPUMEHEHHUEM LIEH Ha JIEKAPCTBEHHbIE
IpenapaTsl, BKIIOYEHHbIE B [EPEYEHb >KU3HEHHO HEOOXOAUMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
MpernapaToB, OCYIIECTBISETCS HCIOJHUTENIbHBIM oOpraHoM cyObekTa Poccuiickoit denepanuu,
YIOJIHOMOYEHHBIM BBICIIMM HCIIOJHUTENIBHBIM OpraHoM cyObekTa Poccuiickoit deneparnum.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

2. IIpeamMeToM pernoHaJIbHOTO TOCYJapCTBEHHOTO KOHTPOJIA (Hax30pa) 3a NPUMEHEHHEM IIeH Ha
JICKApCTBCHHBIC MIpCHiaparbl, BKIIOYCHHBLIC B IMCPCUCHb KU3HCHHO HCOGXOI[I/IMBIX A BaXKHEHUIITNX
JICKApCTBCHHBIX npemnaparos, ABJIICTCA CO6J'IIOI[€HI/IC OopraHu3anusiMu OINITOBOM TOProBJIN
JICKApCTBEHHBIMU CPCACTBAMU, AlITCUHBIMU OPraHu3aluiaIMN, UHAVNBUAYAJIBHBIMUA MIPEANTPUHUMATCIISIMUA,
UMCIOLIMMHU JIMLEH3UI0 Ha (hapMaleBTHUECKYIO JESATEIbHOCTh, MEIUIMHCKHUMHU OpraHU3alMsIMHU,
UMCIOLIMMHU  JIMIEH3WI0 Ha  (apMaleBTHYECKYIO0  JESTENbHOCTb, M HUX  000COOJICHHBIMH
MOJIPA3/ICICHUSIMH, PACIIOIOKEHHBIMH B CEJIBCKMX HACEJCHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT
AIllTCUHBIC OpraHv3alru, IMPU pCaIM3allur JICKAPCTBCHHBIX IIPCIIApaTOB Tpe6OBaHI/II7I K IMPUMCHCHUIO
LI€H, YPOBEHb KOTOPBIX HE JOJDKEH MPEBBILIATE CyMMY (PAaKTHUECKON OTIYCKHOM LI€HBl, YCTAaHOBICHHON
MPOU3BOAUTCIIEM JICKAPCTBCHHBIX IIPEIAapaToB, M KOTOPBIC HE IPEBBIIIAIOT 3apCTHCTPUPOBAHHBIX
IpEeAeTbHBIX OTITYCKHBIX IIEH, M pa3MEpOB ONTOBBIX HaJ0aBOK M (WJIM) pa3MepOB PO3HUYHBIX Ha0ABOK,
HE MPEBBIIIAONINX COOTBETCTBEHHO Pa3MEpPOB IMpPEICIbHBIX ONTOBBIX HAaN0aBOK W (WMJIHM) pa3MepoB
IpeJeNIbHBIX PO3HUYHBIX Ha/10aBOK, YCTAaHOBIICHHBIX B cyObekTe Poccuiickoit deneparyu.

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 323-03)

3. Opranuzamusi ¥ OCYIIECTBJIEHHE PETMOHAIBHOTO TOCYJAapCTBEHHOTO KOHTpOJIS (Ham3opa) 3a
MIPUMEHEHHUEM IIeH Ha JIEKapCTBEHHbBIE Mpenaparhl, BKIIOUEHHbIE B NIEpeUeHb KU3HEHHO HEOOXOIMMBIX
Y BaXHEHWIIUX JIEKAPCTBEHHBIX IpENaparoB, peryaupyrorcs denepanbubiM 3akoHoM oT 31 urons 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpoJe (Haa30pe) U MyHULIMIIAIBHOM KOHTpouie B Poccuiickoit
Oenepanun".

4. [losoKEHNE O PETHOHAIIBHOM IOCYAapCTBEHHOM KOHTpOJE (HaA30pe) 3a MPUMEHEHUEM LIEH Ha
JIEKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIE B TEPEYCHb J>KU3HEHHO HEOOXOMUMBIX W BAKHECHUIIUX
JICKapCTBCHHBIX  TPENapaToB, YTBEP)KIAACTCS BBICIIUM  HCIOJHUTCIBHBIM  OpPraHOM  CyOBeKTa
Poccuiickoit denepariumu.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratba 9.4. ®depgepanbHbli roCyAapCTBEeHHbIM  JIMLIEH3WOHHbLIA  KOHTPOJb
AeATeNbHOCTU NO NPOU3BOACTBY NIeKapCTBEHHbIX CPpeacTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(BBeneHa ®PenepanbHbiM 3akoHOM OT 11.06.2021 N 170-03)

1. ®enepanbHbIli TOCYJAPCTBEHHBIN JINIIEH3UOHHBIA KOHTPOJIb JIEATEIBHOCTH IO MPOU3BOJICTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBIsETCS (enepaqbHbIMM OpraHaMHM HUCIHOJHUTENbHOM BIACTH,
ynoiHomoueHHbIMU [IpaBuTenscTBoM Poccuiickoit denepanuu.

2. denepanbHbI TOCYIAPCTBEHHBIN JTUIICH3HOHHBIH KOHTPOJIb JEATEIILHOCTH 10 TPOU3BOJICTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBISIETCS B cOOTBEeTCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTIENbHBIX BUAOB AedaTeabHOCTU" U DenepanbHbIM 3aKOHOM OT 31
utonsg 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpoOJie (HaA30pe) U MyHUILIMITAIbBHOM KOHTPOJIE B
Poccuiickoit ®@enepanmu". B pamkax QemeparbHOTO TOCyIapCTBEHHOTO JIMIICH3MOHHOTO KOHTPOJIS
JESITeIbHOCTH TIO0 TPOHM3BOJCTBY JIEKAPCTBEHHBIX CPEICTB IUIAHOBBIE KOHTPOJIBHBIC (HAI30pHBIC)
MEpPOTIPUSATHSI HE MPOBOMAATCS, MPH TOM IPOBOAMTCS MEPHOIMUYECKOE TOATBEPIKICHHE COOTBETCTBUS
JTUIEH3UATOB JTUIICH3MOHHBIM TPeOOBaHMUSIM B COOTBeTCTBHM ¢ DenepanbHbIM 3akoHOM OT 4 Mas 2011
rojga N 99-®3 "O nuueH3upoBaHUU OTACIBHBIX BUAOB JIEATEILHOCTH".

Mnasa 5. PASPABOTKA, OOKITMHWYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHWYECKUE UCCJIIEAQOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB AJ1A1 BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JI€KapCTBEHHBIX CPEACTB BKJIIOYAET B CeOS MOMCK HOBBIX (hapMaKOJIOTHUYECCKU
aKTUBHBIX BEIIECTB, IOCIEAYyIOUlee M3yUYeHUE UX JIEKAPCTBEHHBIX CBOWCTB, JOKJIMHUYECKUE
HCCIeIOBaHMs, pa3paboTKy TEXHOJOTHUW MPOU3BOACTBA (apMalleBTUYECKUX CYOCTaHLUN, pa3pabOoTKy
COCTaBOB M TEXHOJIOTUH MPON3BOACTBA JIEKAPCTBEHHBIX MPETApaTOB.

2. @uHaHCcOBOE obecneueHne pa3padOTKHU JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBISETCS 3a CUET:

1) cpencTs dpenepanbHOro OrOIKETa;

2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEIICTB;

3) CpEICTB IIPOU3BOJUTENEH JIEKapCTBEHHBIX CPEICTB npu BBITIOJTHEHUH
HAy4YHO-HUCCIIEIOBATENIbCKUX Pa0OT MO JOTOBOPY MEXIY Pa3paOOTUYMKOM JIEKAPCTBEHHBIX CPEICTB U
MIPOU3BOIUTENIEM JICKAPCTBEHHBIX CPECTB;

4) UHBIX HE 3alPEIICHHBIX 3aKOHOATENLCTBOM Poccuiickoit denepaiini HCTOYHUKOB.

3. IlpaBa  pa3paboTumka  JICKAPDCTBEHHOTO  CpPEACTBA  OXPAHSIOTCA  TPakKIaHCKUM
3aKOHOJIATEILCTBOM.

Cratba 11. [oKnuHM4YecKoe wuccrepoBaHue JNIeKapCTBeHHOro cpeacTtBa Ans
MeaAULUHCKOro npuymMmeHeHusA

1. I[OKJ'II/IHI/I‘-ICCKOC HCCICAOBAHUEC JICKAPCTBCHHOI'O CpPEACTBA AJid MCIHUIMHCKOrO IMPHUMCEHCHUA
MIPOBOAUTCA MMYTEM IPUMCHCHHUA HAYYHBIX MCETOAOB OLCHOK B MHCIAX IMOIYYCHHA OOKa3aTCIbCTB
6630HaCHOCTI/I, KadecTBa U 3(1)(1)6KTI/IBHOCTI/I JICKapCTBCHHOT'O CPCACTBA.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

2. JIOKJIMHUYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOIO CPEACTBA Ui MEAMIIMHCKOIO IPUMEHEHUs
MPOBOJIUTCS B COOTBETCTBUU C MpaBWJIAMHU HaJyIexkaleil 1abopaTOpHON MPaKTHUKH, YTBEPKICHHBIMU
EBpa3uiickoi 3KOHOMUYECKON KOMUCCUEH.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-D3)

3. Jlna opraHM3anMy M NPOBEJCHUS TOKIMHUYECKOTO HCCIEAOBAHMS JICKAPCTBEHHOTO CPENCTBA
IS METUIIMHCKOTO TIPUMEHEHUS pa3pabOTYNKU JICKAPCTBEHHBIX CPEJCTB BIIPABE NMPHUBIICKATh HAyYHbIC
OpraHM3anyy, 00pa3oBaTeIbHbIE OPraHU3aIMH BBICIIET0 00pa30BaHUS M MHBIE OPTaHU3ALUH, UMEIOIIHE
HEOOXOJUMYI0O  MaTepUalIbHO-TEXHUYECKYI0 0a3y M  KBaIM(UIMPOBAHHBIX CHELMAIUCTOB B
COOTBETCTBYIOLIEH 00JIACTH UCCIIEIOBAHUSL.
(uactp 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. ,HOKJ'II/IHI/I'-IGCKoe HCCIICAOBAHUEC JICKAPCTBCHHOI'O CpPEACTBA IJId MCIHUIMHCKOrO IMPHUMCEHCHUA
IIPOBOAUTCA II0 YTBCPKIACHHOMY pa3pa6OT‘lI/IKOM JICKApCTBEHHOI'O CpPEACTBA IINIaHYy C BCACHUEM
MIPOTOKOJIA 3TOTO HUCCICAOBAHUA U COCTABJICHUEM OTUCTA, B KOTOPOM COIACPKATCA PE3YJIbTAThlI 3TOT'O
HCCIICAOBAaHHUA W 3aKIIHOYCHUC O BO3MOKHOCTU  IMPOBCACHUA  KIMHUYCCKOIO  HUCCICAOBAHUA
JICKApCTBCHHOTO IIperiapaTa 11 MCAUITUHCKOI'0 MIPUMCHCHUS.

5. TlpoBeneHne MPOBEPOK COONIOACHUS TMPaBWI HaAJIekKaeH Ja0opaTOpHOW TPAKTUKH U
MPaBOBBIX HOPM HWCTOJB30BaHUS JKHUBOTHBIX TIPU TPOBEACHUU JOKIMHUYECKUX HCCICAOBAHUI
JIEKapCTBEHHBIX CPEACTB JUIsl MEIWLUHCKOTO NPUMEHEHHUS OCYIIECTBISETCS YIOJTHOMOUYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTEIHHOM BIACTH.

(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Pe3ynbTaThl JOKIMHUYECKOTO HCCIEIOBAaHUS JICKAPCTBEHHOTO CPEICTBA JII METUIIMHCKOTO
MIPUMEHEHHUST MOTYT OBITH TIPEJCTABJICHBI B YIOJHOMOYCHHBIN (pelepallbHbIi OpraH HCIIOJHUTEIHHON
BJIACTH B YCTAHOBJICHHOM TOPSIKE B IEJISIX PETUCTPAIIUH JICKAPCTBEHHOTO Mperapara.

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

Cratba 12. [loknuMHMYecCKOe wuccrnenoBaHMe JeKapCTBEHHOro cpeacrtesa W
KIIMHUYECKOe WUccnefoBaHMEe JIeKapCTBEHHOro npenapata pAana BeTepuHapHOro
npUMeHeHuns

1. HOKHHHH‘IGCKO@ HCCJIICAJOBAHUC JICKAPCTBECHHOI'O CPEACTBA AJIA BETCPUHAPHOI'O IMPUMCHCHUA
ONpOBOAUTCA NMYTECM IIPUMCHCHHSA HAYYHBIX MCETOAOB OLCHOK B MHCIAX IMOJYYCHHUS OOKA3aTCIbCTB
6630HaCHOCTI/I, KadueCTBa H Bq)(i)eKTI/IBHOCTI/I JICKApCTBCHHOT'O CpCACTBA, B TOM YHCJIC OIPCACICHUA
CpOKa €ro BBIBCACHUSA M3 OpraHM3Ma XKHMBOTHOI'O, B LCIIAX obecneucHuss 0€30IaCHOCTH npoayKuuu
JKUBOTHOT'O MMPOUCXOKACHUA MTOCJIC TPUMECHCHUS COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O IIpCIiapara.

2. JIOKJIMHWYECKOE HCCIeIOBAaHUE JIEKAPCTBEHHOTO CPEICTBA M KIMHUYECKOE HCCIECIOBAaHHE
JIEKapCTBEHHOTO TIperapaTa Uil BETEPHHAPHOTO NMPUMEHEHHS, HCCIEJOBaHHE OMOIKBHBAJICHTHOCTH
YKa3aHHOTO JIEKapCTBEHHOTO TMpenapara HpPOBOAATCS B COOTBETCTBHM C TpaBOM EBpasmiickoro
KOHOMHUYECKOT0 COH03a.

(B pen. ®enepanbHoro 3akoHa ot 31.07.2025 N 304-D3)

3. JIoKIMHHMYECKOEe HCCIEIOBAaHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHUYECKOE MCCIIEJOBAHUE
JIEKAPCTBEHHOI'0 Tpernapara Juisi BETEPUHAPHOTO NPHUMEHEHHUS IPOBOIATCS IO YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEJCTBA IUIAHY C BEJEHHMEM HPOTOKOJIOB 3THUX MCCIEIOBAHUN U
COCTABJICHUEM OTYETOB, B KOTOPBIX COAECPIKATCA PE3yIbTAThl 3TUX UCCIIEJOBAHUN.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

4. JIns opranu3auuy U NpOBEIECHUS JOKIMHUYECKOTO MCCIEI0BAaHUs JIEKAPCTBEHHOIO CPEICTBA U
KJIMHUYECKOTO  HCCJIENOBAaHUS JIEKQpCTBEHHOIO Ipenapara Uil BETEPUHAPHOTO IPUMEHEHUs
pa3paboTUYMK JIEKAPCTBEHHOT'O CPEACTBA MOXKET NPUBJIEKATh OPraHU3alld, UMEIOIIHEe HEOOXOIHMMYIO
MaTepHATbHO-TEXHUYECKYI0 0a3y M KBaTH(PHUIMPOBAHHBIX CIICIIHAIIMCTOB B COOTBETCTBYIOIIEH 001acTH
HCCIIEN0BaHUS.

5. Knuanueckue HUCCICA0BAaHMA JICKAPCTBCHHBIX IIPCIIapaToB IJIsd BETCPHHAPHOI'O INPHUMCHCHHSA
MINpOBOAATCA B BCTCPUHAPHLIX OpraHU3allUAX W B OpraHu3aludaX, OCYIICCTBIIAIOIIHUX pPAa3BCACHUC,
BbIpalllMBaAHUC U COACPKAHNUC ) KUBOTHBIX, B ICJIAX:

1) ycraHOBIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPENAapaToOB 30POBBIMU KUBOTHBIMU;

2) noxbopa ONTUMANbHBIX J03UPOBOK JIEKAPCTBEHHBIX IIpENapaToB M Kypca JIEYEHHs Ha
KOHKPETHOM TpyMIie )KUBOTHBIX C ONpeeIeHHBIM 3a00JIeBaHUEM;

3) ycranoBineHus  Oe3zomacHOCTM U 3(G(EKTUBHOCTHM  JIGKAPCTBEHHOrO  Ipemnapara,
MpeHAa3HAYEHHOTO JJIsl JICUEHUS ONpECNICHHBIX 3a00JeBaHM >KUBOTHBIX, WIH 3S(PeKTUBHOCTH
JIEKapCTBEHHOTO TIpernapaTa sl NpoPUIaKTUKH 3a00I€BaHMIA 3I0POBBIX KHUBOTHBIX;

4) u3ydyeHUs: BO3MOXKHOCTEH pAacCIIUpPEHUs MOKAa3aHUW K NPUMEHEHUIO 3aperucTpUPOBAHHOTO
JIEKApCTBEHHOTO MperapaTa 1 BhISIBJICHUS paHE€ HEM3BECTHBIX MOOOYHBIX JIEHCTBHM.

6. Knunudeckoe uccienoBaHue JIEKApCTBEHHOrO Ipernapara JJisi BETEPHUHAPHOTO MPUMEHEHUS
OCYILECTBIIICTCS 3 CYET CPEACTB Pa3pabOTUMKa JIEKAPCTBEHHOT'O CPEJICTBA.

7. Otyersl 0 pe3ydabTaTax JOKIMHUYECKOTO WCCIIEOBAaHUS JIEKAPCTBEHHOTO CpEACTBA U
KIIMHUYECKOTO  MCCJIEIOBAHUS JIKAPCTBEHHOTO IMpenapara JJig BETEPUHAPHOIO TMPUMEHEHHS
COCTABJIIIOTCS Pa3pabdOTUYMKOM JIEKAPCTBEHHOT'O CPEACTBA C YYETOM 3aKIIOYCHUH OpraHu3alui,
MIPUHUMABIIIUX Y4aCTHE B OPTaHU3AIUU U TIPOBEICHUN STUX MCCIICIOBAHUH.

8. KouTponb 3a mpoBeleHHEM JOKIMHUYECKHX HCCIEIOBAaHUN JIEKApCTBEHHBIX CPEACTB H
KIMHUYECKUX HCCIEOBAaHMM JIEKAPCTBEHHBIX IpenapaToB s BETEPUHAPHOIO IMPUMEHEHUS
OCYILIECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM HCTIOJIHUTEIbHOMN BIIACTH.

Masa 6. OCYWECTBIEHUE FOCYOAPCTBEHHOW PETUCTPALIMM,
PETMCTPALUUUN NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

KoncynprantlIntoc: mpumeyanue.

Ilo 3asBnenumsM, nomanHbeiM 10 01.01.2021, nexkapcTBeHHbIE Npenaparbl ISl MEIULIUHCKOTO
MIPUMEHEHHUS PETUCTPUPYIOTCS B COOTBETCTBUHU C TpeOoBaHUsAMH, nericTBoBaBmmMu 10 30.01.2024.
O npusenenuu B coorBercTBUE ¢ akTamMu EADC Takux M paHee 3aperMCTPUPOBAHHBIX MPENApaTOB
cMm. @3 or 30.01.2024 N 1-®3.

Cratba 13. [locypapcTBeHHasi perucrtpauusi, perucrTpauusi JneKapCTBEeHHbIX
npenaparoB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Poccuiickoit ®enepanuu JONyCKalOTCS MPOU3BOJCTBO, XpaHEHHUE, IEPEBO3Ka, BBO3 B
Poccniickyro ®enepannro, BbeiBO3 U3 Poccuiickoit ®enepanuu, peknama, OTIYCK, pealn3anus,
nepenaya, MpUMEHEHHE JIEKAPCTBEHHBIX MPENapaToB, €CIU OHU 3aperUCTPUPOBAHBI YIIOJIHOMOYEHHBIM
(denepanbHbIM OpPraHOM HCIOJIHUTEIBHOW BJIACTH B COOTBETCTBUU C HacTosuM DenepanbHbIM
3aKOHOM JIN0O B COOTBETCTBUU C aKTaMH, COCTaBIsIOMUME MpaBo Coro3a.

(B pen. @eaepanbhbix 3akoHOB OT 13.07.2015 N 241-P3, ot 30.01.2024 N _1-D3)

2. I'ocynapcTBEHHOM perucTpanuu Moiexar:

1) Bce nexapcTBEHHbIE Mpenaparthbl, BIEpPBbIE MOJJIeXkallle BBOJY B oOpamieHue B Poccuiickoit
denepanuu;

2) nexkapCTBEHHBIE Ipenaparbl, 3aperuCTPUPOBAHHBIE paHEE, HO MPOHU3BEICHHBIE B JIPYIHX
JIEKapCTBEHHBIX (pOpMaxX B COOTBETCTBHH C MEPEYHEM HAWMEHOBAHHH JIEKApCTBEHHBIX (OPM, B HOBOI
JO3UPOBKE MPH TOKA3aTEIhCTBE €€ KIMHUYECKON 3HAYMMOCTH U (D PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3aPETUCTPUPOBAHHBIX PaHEe JICKAPCTBEHHBIX MTPETapaTOB.

3. I'ocynapcTBeHHasi perucTpanus JIEKApCTBEHHBIX MPENapaToB OCYLIECTBISIETCS MO pe3yJibTaTaM
AKCTIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB.
(dactb 3 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.  TocynapcTBeHHass ~ perucTpauusi  JIGKApCTBEHHOrOo  Ipemapara  OCYLIECTBISETCS
COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM (pe/iepanbHbIM OpPraHOM MCIIOJHHUTEIbHON BJIAacTH B CpPOK, HE
MPEBBIIAIONINNA CTa MIECTUACCATH PadOYMX THEH CO THS NPUHATHS 3aiBICHUS O TOCYJApCTBEHHOMN
perucTpali JI€KapCTBEHHOTO TMpemnapara s MEIWLUHCKOIO TMpPUMEHEHUs, U B CpPOK, HE
MpEeBBIIIAIONINM cTa BOCBMU pabouMx JHEW cO JHS NPUHATUS 3asBICHHUS O TOCYJapCTBEHHON
perucTpanyy JIEKapCTBEHHOIO IpernapaTta JAjs BETEpUHApHOrO IpUMEHEeHus. B ykasaHHbIM Cpok
BKJIFOYAETCS BpeMsi, HE0OX0IUMOe JJIsl HOBTOPHOI'O MIPOBEAECHUS SKCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEJICTBA
B COOTBETCTBHM €O cTarbel 25 Hacrosuero ®PeaepanbHoro 3akoHa. CpoK TIoCylapCTBEHHON
perucTpalMy JIEKapCTBEHHOI'O IpernapaTa MCUUCISETCS CO JHS IPUHATUS COOTBETCTBYIOIIMM
YIOJHOMOYEHHBIM (he/iepaabHbIM OPraHOM HCIIOJIHHUTEIbHOW BJIACTU COOTBETCTBYIOIIETO 3asBJICHHS O
roCy/IapCTBEHHOW PETUCTPAllMU JIEKAPCTBEHHOrO Ipenapara C MPUIOKEHHEM HEO0OXOIUMBIX
JOKYMEHTOB 110 JI€Hb BbIIa4M PErHMCTPALIMOHHOIO yI0CTOBEPEHUs JIEKapCTBEHHOI'O npemnapara. Bpewms,
HE00X0AMMOE JIJIsl HalpaBJICHUsl YHOJIHOMOYEHHBIM (eiepaJbHbIM OpPraHOM HCHOJIHMTENbHOM BIAacTH
3arpoca O IpeACTaBICHUN HEOOXOIUMBIX MAaTepUAJIOB M MPEJICTABICHU 3asIBUTETIEM OTBETa Ha TaHHBIN
3a1poc B COOTBETCTBUM €O cTaThsiMU 16, 19 u 23 Hactosmero denepanbHOro 3aKkoHa, HE YUUTHIBAETCS
IIPU UCUYHUCIIEHUHU CPOKa IOCYIapCTBEHHON pEeruCcTpaluy JIEKApCTBEHHOTO Mpernapara.

(B pen. ®enepanbHbix 3aKk0HOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. 'ocynapCTBEHHOM perucTpaiuuy He MOAJIeKaT:

1) nekapcTBEHHBbIC MpenapaThl, U3rTOTOBJICHHBIC AalTCUHBIMH OPTaHU3AIMSIMH, BETCPUHAPHBIMU
anTeYHBIMH OPTaHU3AIMSIMH, HHAUBUyaIbHBIMHA TPEITPUHUMATEISIMEI, KOTOPbIE UMEIOT JINIIEH3UIO Ha
(hapMareBTHYECKYIO ICSITEILHOCTh, IO pelenTaM Ha JIEKApCTBEHHBIC MpemapaTsl U TPeOOBaHUSIM
MEIUIIMHCKUX OpraHW3aIliii, BETCPUHAPHBIX OpTraHHW3AIMi WU OpTaHu3anuid (MHIUBHIYTbHBIX
MIPEAITPUHUMATEIICH ), OCYIIIECTBISIONINX Pa3Be/ICHUE, BRIPAIIUBAHUE U COACPKAHKIE KUBOTHBIX;

(B pen. deaepanbroro 3akoHa ot 30.12.2021 N 463-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

2) J5eKkapCTBEHHble Npenaparbl, NPUOOPETEHHblE (PU3MUECKUMM JIMIIAMH 3a [pejaeiIaMu
Poccuiickoit @enepanuu U peiHa3HAYEHHBIE AJIs1 TMYHOTO UCIIOJIb30BAHMS,

3) nekapcTBeHHbIE Ipenaparbl, BBO3UMBbIE B Poccuiickyro ®enepanuio g OKazaHUs
MEIMIIMHCKON IOMOIIM M0 JKMU3HEHHBIM [IOKa3aHUSIM KOHKPETHOTO TMAalM€HTa Ha OCHOBAHUU
paspelnieHus, BEIAAHHOTO YIIOJTHOMOYEHHBIM (eiepaTbHBIM OPTraHOM MCTIOTHUTEIHLHOM BJIACTH;

4) JICKApPCTBCHHLBIE CPEACTBa, BBOSUMEIC B POCCHﬁCKym q)eﬂepaumo Ha OCHOBAHHMHM BBIJAHHOI'O
YIOJHOMOYCHHBIM Q)CﬂepaHBHLIM OpraHoM HWCIOJIHUTEILHON BIIACTHU pa3pelicHus U MPEAHA3HAYCHHBIC
IJId OpOBCACHUS KIIMHUYCCKHUX HCCIIeJOBaHUI JICKAPCTBCHHLIX IpCrapaTtoB H (I/IJ'II/I) IMPOBCACHUA
OKCIICPTU3BI  JICKAPCTBCHHBIX  CPCACTB I  OCYHICCTBJICHUA FOCyI[&pCTBCHHOfI perucTpanun
JICKApCTBCHHLIX IIPCIIapaTOB;

5) bapmanieBTHUECKHE CyOCTaHIINM;

6) pa,Z[I/IO(l)apMaHeBTI/I‘ICCKI/Ie JICKApCTBCHHEBIC IIPCIiapaThbl, M3IrOTOBJIICHHBIC HEIIOCPECIACTBCHHO B
MCIAUIMHCKUX OpPraHu3anugaXx B HOPAAKE, YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM q)ellepaﬂbHHM OpraHomMm
HUCIIOJIHUTEIbHOMN BJIaCTH,

7) nekapCTBEHHBIE MTpenapaThl, IPOU3BOAUMBIE AJIs1 DKCIIOPTA;

8) OMOTEeXHOJIOTUYECKHE JIEKAPCTBEHHBIC IpEraparhl, NMpeJHa3HAYCHHbIE IS NPUMEHEHHS B
COOTBETCTBUM C WHIWUBHIYAIbHBIM MEIUIIMHCKMM HA3HAYEHUEM M CIIEHHAIBHO W3TOTOBJIEHHBIE IS
KOHKPETHOI'O IAalMeHTa HENOCPEICTBEHHO B MEIMLMHCKON OpraHM3alyy, B KOTOPOM IPHUMEHSAETCS
TaKOW OHMOTEXHOJIOTMYECKUH JIEKapCTBEHHBIN Ipernapar, MMEIOLIMEe B CBOEM COCTaBe COEJUHEHUS,
CUHTE3UPOBAaHHBIE II0 PE3yJbTaTaM TE€HETHUYECKUX MCCIECIOBAaHUNA MaTepuaia, IOJIy4eHHOIO OT
MalMeHTa, A KOTOPOro HW3rOTOBJIEH TakoW OWOTEXHOJIOTMYECKUH JIEKapCTBEHHBIN mpernapar.
[lepeyeHp MEIMLMHCKUX OpraHU3allMi, HMMEIIMX IIPaBO W3rOTaBIMBAaTh M NPHUMEHATb TaKUE
OMOTEXHOJIOTMUECKHE JIEKapCTBEHHBbIE Tpenaparsl, yTBepxkaaercs [IpaButenbctBom Poccuiickoit
@enepanun. Pasperienue Ha NpUMEHEHHE TaKUX OMOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX IpEnapaToB
BBIIAETCS  YIOJHOMOUYEHHBIM (hefiepalibHbIM OpPraHOM HCHOJHMTENBbHOM BIAacTH B  MOPAJIKE,
ycraHaBiuBaeMoM [IpaBurensctBoM  Poccuiickoit  ®eneparu. [lopsnok  oOpaiieHust Takux
OMOTEXHOJIOIMYECKHUX JEKAPCTBEHHBIX MPENapaToB, BKIIOYAs MOPSIOK UX M3TOTOBJICHUS, TPOBEICHHS
SKCIEPTU3bl, OCYIIECTBICHMS] KOHTPOJISI KayecTBAa TaKUX OHMOTEXHOJOTMYECKUX JIEKapCTBEHHBIX
MpernapaToB, NMPUMEHEHUs, XpaHEHUs], TPAHCIOPTUPOBKU U YTHIIM3ALMU TaKUX OMOTEXHOJOTHYECKHX
JICKapCTBEHHBIX IPENapaToB, a TakXke TPeOOBAHUSA K TAKMM OMOTEXHOJOTMUECKUM JIEKapCTBEHHBIM
mpernapataM M MEIMLMHCKMM  OpPraHM3alMsM, WX  HW3TOTaBIMBAIOIMM M IPUMEHSIOIINM,
ycranasinusaroTcs [IpasurensctBom Poccuiickoit @enepanuu.

(. 8 BBeneH PenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.1. 3asdBiaeHue O pErucTpalud BOCIPOU3BEICHHOIO JICKAPCTBEHHOIO Ipemnapara JAjs
MEJUIIMHCKOTO MPUMEHEHHUS MOKET OBbITh MOJAHO B YIOJHOMOYEHHBIH (eaepanbHbIl  Oprax
UCIIOJIHUTEJIBHOM ~ BJIACTH, OCYLIECTBISIOIMIMNA TOCYJApCTBEHHYI) PErMCTPALUMIO  JIEKAPCTBEHHBIX
IIpernaparoB, MO MCTEYEHUH 4YEThIpeX JEeT C JaThl TOCYAAPCTBEHHOM PEruCTpallii WM PErucTpaluu
pedepeHTHOro JeKapCTBEHHOTO Mpenapara sl MeIUIIMHCKOTo puMeHeHus B Poccuiickoit @enepannu.
(uactsp 5.1 BBeneHa @enepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

5.2. 3asBneHHe O perucTpanuyd OWOaHaIOroBoro (OHMOMOJOOHOTO) JIEKAPCTBEHHOTO Iperapara
(Onoananora) A MEAUIIMHCKOTO IPUMEHEHHSI MOXKET OBbITh MOJaHO B YIOJTHOMOYEHHBIN (eepanbHbIi
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

OpraH MCIIOJHUTEIbHON BIIACTH, OCYIIECTBISAIOLUIMNA T'OCYJapCTBEHHYIO PErHCTPAIUIO JIEKAPCTBEHHBIX
IIPEnapaToB Il MEIWLUHCKOIO MPUMEHEHMs, MO UCTEUYEHUU TPEX JIET C JAaThl I'OCYJapCTBEHHOMN
PETUCTpaIfK WIK PETHCTpaluu peepeHTHOTO JIEKapCTBEHHOT o npenapata B Poccuiickoii @eneparui.
(dactb 5.2 BBegeHa denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

5.3. He nomyckaercsi MCHOJb30BaHHME B KOMMEpPYECKHX LENIAX HH(OpMaluu O pe3yibTaTrax
JNOKIIMHUYECKUX  HCCIIEIOBAaHUM  JIEKAPCTBEHHBIX  CPEACTB W KIMHUYECKUX  HCCIeAOBaHUMN
JIEKapCTBEHHBIX MPemapaToB i MEAMIIMHCKOTO TPUMEHEHUs, MPEACTAaBICHHOW 3asBUTEIEM IS
TOCYJapCTBEHHON pETrHCTpalMyd WM PEerucTpaluy JICKapCTBEHHOIO Ipernapara, 0e3 ero corjacus B
TEYCHHE IIeCTH JIeT C JaThl TOCYJApCTBEHHOW pETUCTPAlMU WM PETUCTpaluu pedepeHTHOTO
JIEKapCTBEHHOT O Tpemnapara B Poccuiickont denepanuu.

(dactp 5.3 BBegeHa denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

6. He nomyckaercs rocyiapcTBeHHasi perucTparys:

1) JICKApCTBCHHBIX MPCIapaToB, OTIHYAOMUXCA Apyr OT Jpyra Kad€CTBCHHBIM COCTaBOM
HeﬁCTBYIOIHHX BCIICCTB, IO OANHAKOBBIM TOPTOBBIM HAMMCHOBAHUCM;

2) OJHOTO JICKAPCTBEHHOTO TperapaTa, MPeJCTaBICHHOT0 HA TOCYAAPCTBEHHYIO PETUCTPALIUIO B
OTHONIICHWW OJIHOTO W TOTO JK€ JepiKaTelii WM BIJIAJENIblla PETUCTPANMOHHOTO YIOCTOBEPEHUS
JIEKapCTBCHHOT'O Tpernapara B BUAC JABYX M OoJiee JICKAPCTBEHHBIX MPEMapaToB IOJ Pa3THYHBIMH
TOPrOBBIMH HAMMEHOBAHUSIMHU.

(m. 2 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B »3IeKTpoHHOH ¢(opme CcyObeKkTa oOpalleHusi JEKapCTBEHHBIX CPEJICTB
COOTBETCTBYIOIIUM  YIOJHOMOYEHHBIM  (peiepalbHbIM  OpraHOM  HCIIOJHUTEIbHOH  BIIACTH,
OCYIIECTBIISIOLIUM T'OCYJaPCTBEHHYIO PETUCTPALIUIO JIEKAPCTBEHHBIX MIPENapaToB, B yCTAHOBICHHOM UM
[OPSAJIKE OCYIIECTBISETCS HAayyHOE KOHCYJIbTHPOBAaHME IO BOMNPOCAM, CBSA3aHHBIM C IPOBEJCHHUEM
JOKJIIMHUYECKUX UCCIIeI0BAaHUM, KIMHUYECKUX UCCIIeI0OBAHUH JIEKAPCTBEHHBIX IIPENapaToB, IKCIEPTU3HI
KauecTBa JIEKAPCTBEHHBIX CpPeACTB, J(PGEKTUBHOCTM U  0€30MacHOCTH, C  OCYIIECTBICHHUEM
TOCYJapCTBEHHON pPErucTpaluy JIGKapCTBEHHBIX MpenapaToB. KOHCYJIbTHpOBaHHE OCYIIECTBISETCS C
npUBJIeYCHUEM (elepalabHbIX TOCYAaPCTBEHHBIX OIO/DKETHBIX YYPEKICHUH, MOIBEIOMCTBEHHBIX
JaHHOMY (elepaibHOMY OpraHy HCIHOJHUTENbHOM BIACTM M HE YYAacTBYIOIIMX B OpraHu3aluu
MIPOBEJICHUSI JKCHEpPTU3bl KauyecTBa JIGKAPCTBEHHBIX CPEACTB B LEISIX OCYIIECTBIEHUS HX
roCy/IapCTBEHHOW PErHCTpallMd B COOTBETCTBHM CO cTaTheil 16 Hactosmiero denepaibHOro 3aKOHa, B
BHJIE OTBETa B MHCbMEHHOHN (popMe yMmOoITHOMOUEHHOTO (heepaabHOr0 OpraHa UCIOMHUTEILHON BIACTH
Ha 3anpoc. Pazmep B3uMaeMol ¢ 3asiBUTES MJIaThl ONpPEAEsSeTcs B COOTBETCTBUH C 3aKOHOIATEILCTBOM
Poccuiickoit @enepaumu 00 OpraHM3alUU TPEIOCTABICHUS TOCYJAPCTBEHHBIX M MYHHIMNAIBHBIX
yeiyr. Uadopmanus 06 oCyIIecTBICHHH HAyYHOTO KOHCYJIBTUPOBAHHS, B TOM YHCJIE CTAaThH, 0030pHI,
CTpaBOYHBIC MaTepHalbl W WHass WHpopMamus 00 OCYIIECTBICHHHM HAYYHOTO KOHCYJIBTHPOBAHMUSI,
pa3Meniaercs Ha OQUIMAIBHOM CaiTe YIOJIHOMOYEHHOro (efepaibHOro OpraHa HCHOJIHUTEIbHOM
BnacTu B cetu "MHTepHeT" ¢ cOOMIOAEHHEM OTrpaHUYEHU, YCTAaHOBJIEHHBIX 3aKOHOAATEIHCTBOM O
MEPCOHATBHBIX JAHHBIX, KOMMEPUYECKOH U (MJIN) TOCYJapCTBEHHO TaiiHe.

(B pen. @enepanbuoro 3akona ot 30.01.2024 N 1-D3)

8. T'ocynapcTBeHHass perucrpanusi JEKapCTBEHHBIX IPENapaToB, KOTOpbIE MpeAHA3HAYEHbI IS
IIPUMEHEHNs B YCIOBUSAX BOCHHBIX JEHCTBHM, YPE3BBIYAWHBIX CUTyallMil, MpeayNnpexIcHUs
Ype3BbIUANHBIX CUTYalUH, MPOQUIAKTUKY U JIEYeHUs 3a00JI€BaHUH, NPEACTaBIAIOIUX OMACHOCTh IS
OKpY’KalOIIMX, 3a00JIEBaHUM U MOpaXKEHUH, MOITYYEHHBIX B Pe3yJbTaTe BO3/AEHCTBHS HEOIArOoNpUsTHBIX
XMMHUYECKHX, OMOJIOTHUECKUX, PAJUALMOHHBIX (PaKTOPOB, U KOTOpbIE pa3pabOTaHbl B TOM YHCIE IO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

3aJaHuI0 (peepanbHBIX OPraHOB MCIOJHHUTEIbHON BIIACTH, YIOJIHOMOYEHHBIX B 00JIACTH OOOpPOHBI
CTpaHbl M 0€30MaCHOCTH IOCYAapCTBa, a TaKXkKe JICKApCTBEHHBIX CPEJCTB B CiIydae UX AC(PEKTypbl UIH
pUCKa BO3HMKHOBEHHUS Ie(PEKTypbl B CBSI3M C BBEICHMEM B OTHOWIEHMHM Poccuiickoit ®enepaunu
OTPAaHUYUTENIbHBIX MEp 3KOHOMHYECKOI'O XapaKTepa OCYIIECTBISETCS B MOPSAIKE, YCTaHOBJIEHHOM
[IpaBurenscTBOM Poccuiickoit deneparum.

(B pen. deaepanbubix 3akoHOB oT 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratba 14. NMpuHUMNbI 3KCNEepPTU3bI JIEKAPCTBEHHbIX CPeACTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DxcnepTu3a JeKapCTBEHHBIX CPEJICTB OCHOBBIBACTCS HA MPUHLHUIIAX 3aKOHHOCTH, COOIIOCHUS
mpaB ¥ CBOOOJ 4YelOBEeKa W TpaKAaHWHA, MPaB IOPUIUYECKOrO IUIA, HE3aBUCHUMOCTH HKCIEpPTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH M TMIOJHOTBHI HCCIICJIOBaHMI, TPOBOJAUMBIX C HCIHOIb30BAHUEM
COBPEMEHHBIX JOCTHIKCHHA HAyKd W TEXHHKH, OTBETCTBEHHOCTH (helepaibHOTO TOCYIapCTBEHHOTO
OIO/DKETHOTO YUPEXKIACHHUS MO TPOBEICHUIO SKCIEPTU3BI JICKAPCTBEHHBIX CPEICTB M JKCIEPTOB 3a
MPOBEJICHUE U KAUYE€CTBO SKCIIEPTU3HI.

2. C‘)KCHepTI/IBa JICKApCTBCHHBIX IpC€IapaToB JJIA MEAUIHUHCKOI'O IPUMCHCHUS BKIHOYAacT B cebs:

1) skcmepTH3y JOKYMEHTOB, NPEICTABICHHBIX IJIS ONpEAETIeHUs] BO3MOXXHOCTH PacCMaTpUBATh
JICKapCTBEHHBIN Mpernapar Ui MEAMIMHCKOTO NMPUMEHEHHUs B KauecTBE OpP(aHHOTO JIEKapCTBEHHOTO
npenapara;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2) 9KCIepTU3y MPEUIOKEHHBIX METOJ0B KOHTPOJIS KauecTBa JIGKAPCTBEHHOTO CpPEACTBA W (WJIH)
Ka4yecTBa IPEACTaBICHHBIX O00pAa3IOB JIEKAPCTBEHHOTO CPEJICTBA C HCIOJIb30BAaHHEM 3THUX METOJIOB
(manee - sKCHIepTH3a Ka4eCTBA JIGKAPCTBEHHOT'O CPEJICTBA);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

3) oOKcnepTU3y OTHOLIEHHS OXHUAA€MOH I0JIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHS
JIEKApCTBEHHOTO Mperapara;

4) SKCHepTU3y PETHCTPAMOHHOTO JOChE Ha JIGKAPCTBEHHBIA Tpemapar B IEJAX OMpeaesICHUs
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPEMApaTOB UIsI MEAUIIMHCKOTO TPUMEHEHUSI.
(. 4 BBenen dDenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

3. DkcnepTH3a JIEKapCTBEHHBIX IMPENapaToB il BETEPUHAPHOTO MPUMEHEHMs BKJIIOYAET B ceOs
9KCIIEPTU3Y KauyecTBa JIEKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3Y OTHOIICHHS OXHMIAeMOH IOJb3bl K
BO3MO>XHOMY PUCKY MPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara.

Cratba 15. <Dep,epaanoe rocyaoapcTtBeHHoOe oroaKeTHOe yypexaeHune no
npoBeaeHUo IKCNepTu3bl NNIeKapCTBeHHbIX CpeacTB

DKcrnepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMUTCS (peaepantbHbIM TOCYAAPCTBEHHBIM OFOKETHBIM
YUPEXKJICHHEM COOTBETCTBYIOLIETO YIOIHOMOUYCHHOTO (pe/iepabHOTO OpraHa MCHOJTHUTEIbHON BIIACTH,
CO31aHHBIM JJIA oOecrieueHnsT MCIIOJHEHHS ITOJHOMOYHH 3TOTO Q)euepaﬂbHoro opradHa 110 BbIJA4C
paspeleHnii Ha MPOBEJICHNWE KIMHUYECKUX HMCCIICAOBAHUHN JIEKapCTBEHHBIX MpenapaTroB W (WIH) II0
TOCYJapCTBEHHOW pPErHCTpaliy (PETUCTpAlliK) JIEKapCTBEHHBIX IpenapaToB (Jajee - SKCIEepTHOE
YUPEXKJIEHUE).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Cratbsa 16. OpraH13aums npoBeAeHUs1 IKCNEepPTU3bl JIeKapCTBEHHbIX CPEACTB
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Dkcneptusza JE€KapCTBEHHBIX CPEACTB NPOBOAUTCS KOMHUCCHEHW SKCIEPTOB 3SKCHEPTHOIO
YUpEXKIACHUS, HA3HAYEHHOW €ro pyKOBOJUTEIEM, HA OCHOBAHMM 3a/IaHUs HA MPOBEICHUE SKCIEPTU3bI
JICKapCTBEHHOTO CPEJCTBA, BBIAAHHOTO YIIOJHOMOYEHHBIM (helepanbHbIM OpPraHOM HCIIOJHUTEIBHON
BJacTU. PYKOBOIUTENb AKCIIEPTHOTO YUPEXKACHUS 00ecTIedrBaeT HaAJIeKalllee IPOBEICHUE SKCIIEPTU3HI
JIEKApCTBEHHBIX CPENICTB B COOTBETCTBUHU C 3aJaHWEM, BBIJAHHBIM YIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCHOJHUTEIBbHOW BJIACTH, U OPraHU3yeT MOATOTOBKY CBOJHOTO 3aKJIOYEHHS 3TOM KOMHCCHU.
B cocraB »TOM KOMHCCHMM TIO PELICHUIO PYKOBOJIUTENS ASKCIEPTHOTO YUYPEKACHHUS MOTYT OBITh
BKJIIOUEHBI B KQUE€CTBE DKCIEPTOB JHIlA, HE paboTarolue B JaHHOM 3KCIEPTHOM yUPEXKISHUH, €CIIA HX
CrellMabHble 3HAHUS HEOOXOAMMBI Il MPOBEACHHUS HKCHEPTH3bl M TAKUE IKCIEPThl OTCYTCTBYIOT B
JTAHHOM DKCIEPTHOM YUPEKACHUU.

2. DKCHepToM MO MPOBEAEHHUIO AKCIEPTU3bl JEKAPCTBEHHBIX CPENICTB SIBISETCS aTTECTOBAaHHBIN
pabOTHUK S3KCHEPTHOTO YUPEKIEHUS, KOTOpBIM HMEeT BhbICIIEEe MEIUIMHCKOE, (apMaleBTUYECKOe,
OM0JIOTNYECKOe, BETEPUHAPHOE WM XMMHUYECKOe 00pa30BaHUE U IPOBOJUT SKCIEPTU3Y JIEKAPCTBEHHBIX
CPEeACTB B MOPSI/IKE UCTIOIHEHUS CBOMX JOJDKHOCTHBIX 00s13aHHOCTEH (fajee - 3KCIepT).

3. Ilpu mpoBeAeHMH SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB JKCIEPT HE MOYKET HAXOAWUTHCS B
KaKOH-1n00 3aBUCHMOCTH OT JIMIA, HA3HAUUBILETO 3Ty 3KCIEPTH3Y, Pa3pabOT4MKa JEKapCTBEHHOT'O
CPEJCTBA WK APYTUX 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX SKCIEPTU3BI JIHII.

4. Tlpu npoBeIeHHM SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB HE JOMYyCKaeTcsi HCTpeOOoBaHUE
9KCIEPTOM Y 3asBUTENs JMOO MHBIX JIMI] MAaTE€PUaIOB, HEOOXOJUMBIX Ul NPOBEAEHUS 3KcrepTusbl. B
Cllyyae HEJOCTaTOYHOCTH IpPEJICTABICHHBIX 3KCIEPTy MATepUaIOB B JIMYHBIM KaOMHET 3asBUTENS B
€IMHOW TOCYJapCTBEHHOM WH(OpPMAIIMOHHON cucTeMe B cdepe 3ApaBOOXpaHEHUs (falee - eauHas
cucTeMa) OHKCHEPTHBIM YUPEKICHHEM HAMpaBiIeTCsl 3alpoc O MPEJACTABICHUHM HEOOXOIUMBIX
MaTepUasoB, MOAMUCAHHBIA PyKOBOAUTENEM (YIIOJIHOMOYEHHBIM JIUIIOM) SKCIIEPTHOTO YUPEKACHUS C
HCIOJIb30BaHUEM YCUJICHHON KBATU(UIIUPOBAHHON 371€KTPOHHON MOAIHUCH.

(dactpb 4 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. 3asBuTenp 00s3aH HANpPaBUTh B JIMYHBI KaOMHET SKCHEPTHOIO YUPEKICHUS B €IUHOU
cUCTeME TOJMMCAHHBIA YCUJICHHOM KBaIU(DUIUPOBAHHON >JEKTPOHHON MOJMMCHIO OTBET Ha 3ampoc
9KCIIEPTHOTO YUYPEIKICHUS B CPOK, HE TPEBBIIAOIINN JACBIHOCTA PabOYMX JHEWU CO JHS TMOTyYeHUs
HKCHEPTHBIM YUPEKICHUEM AJIEKTPOHHOTO YBEIOMIICHHUS O MOJMYYSHHH 3asiBUTEIIEM 3ampoca. Bpems co
JAHSA HAIPaBJICHUA SKCIICPTHBIM YUPCIKACHUEM B JINYHBIA KaOMHET 3asIBUTEIIS B e}IHHOﬁ CHUCTEME 3alpoca
O TIPEJICTAaBICHUH JOTOJHUTEIBHBIX MaTEPHUANIOB JI0 THS HANpPaBJICHUS 3asBUTENEM B JIMYHBIN KaOWHET
IKCIIEPTHOTO YUYPEXKICHUS B €AMHOW CHUCTEME OTBETa Ha 3alpoc HE YYUTHIBACTCS NPU HCUHCICHUH
CpOKa MPOBEJCHUS HKCIIEPTH3BI JIEKAPCTBEHHOTO CPEJICTBA.

(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. Ecnu 3asBuTeleM B cOOTBETCTBHM ¢ 4dacThio 1.1 cratem 30 wiam 4gacteio 2 crartbu 34
Hacrosmero denepanbHOr0 3aKOHA MPEACTABICHA KOMHS PEIICHUS YIOJTHOMOYEHHOTO (eaepaabHOTO
opraHa WCIOJIHUTEILHON BJIACTH O TMPOBEACHUHM (apMaIleBTUUECKON WHCIEKIIMH TPOU3BOJICTBA
JIEKapCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO MPHMEHEHHsS Ha COOTBETCTBHE TPeOOBAaHUSAM IPaBUI
HaJJIeKaIEed ITPOU3BOJCTBEHHOW IPAKTUKU EBpa3suMiiCKOTO 3KOHOMHYECKOTO COI03a, JKCIEPTY 10
odopMIIeHUsT PE3yIBTATOB YKCIEPTHU3HI JICKAPCTBEHHOTO CPEICTBA MPEICTABISICTCS KOMUS 3aKIIOUCHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

O COOTBETCTBUU TPOM3BOAUTENSI JIEKAPCTBEHHBIX CPEICTB TpeOOBaHMUSAM TMpPaBHI HaAJeKalei
MIPOU3BOJICTBEHHOM NMPAKTHKH, BBIIAHHOTO YIIOJTHOMOUYEHHBIM (e/iepajbHbIM OPraHOM HCIIOTHUTEIbHON
BJIACTH, WJIM KONHUS cepTU(UKATa COOTBETCTBHS IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB IS
MEJHUIMHCKOTO TIPUMEHEHHUS TPEOOBAHWSAM TMPAaBWJ HAJISKANIed TMPOU3BOJACTBEHHOW TPAKTHKU
EBpa3niickoro 5kKOHOMHUYECKOTO COKO3A.

(dactp 4.2 B pen. DenepanpHoro 3akona ot 30.01.2024 N 1-03)

4.3. 3asBuTenp 00s3aH HANpPaBUTh B JIMYHBIN KaOMHET SKCHEPTHOIO YUPEKICHUS B €IUHOU
CHCTEME KOIMIO 3aKIIOYEHUS MM KOMHUIO cepTH(dUKaTa, yKa3aHHBIX B yacTu 4.2 HACTOSIIEH CTaThH, B
CpOK, HC HpeBBIHIaIOH_II/Iﬁ CTa BOCBMUIACCATHU pa6oq1/1x I[Hef[ CO MOHA TOJYYCHUS OSKCICPTHBIM
YUPCIKACHUEM BJICKTPOHHOI'O YBCIAOMIICHUA O IOJYUYCHUH 3aABUTCIIEM NOANMCAHHOI'O PYKOBOJUTEIIEM
(YIIOJIHOMOYEHHBIM ~ JIMIIOM)  3KCIEPTHOTO  YUYPEXKICHHS] C  HCIIOJIb30BAHHEM  YCHJICHHOMN
KBATM(UIIMPOBAHHOM HJICKTPOHHOHN MOJIMCH 3alpoca O MPEJOCTAaBICHUHU IOKyMeHTa. Bpems co mHs
HAaIpaBJICHUS YKCIIEPTHBIM YUPEKJICHUEM 3arpoca B JINYHBIH KaOMHET 3asiBUTEINSI B €AMHOW CHUCTEME 10
JIHSI HAaIpaBJICHUs 3asBUTEJIEM B JIMUHBIM KaOMHET SKCIEPTHOTO YUPEKACHUS B €IMHON CUCTEME KOIUHU
3aKJIIIOYCHHUA UJIN KOIIUHU CepTI/I(l)I/IKaTa, YKa3aHHbIX B 4aCTU 4.2 HaCTOSIH_Ieﬁ CTaTbu, HC YUUTBIBACTCA IMPU
WCYHCIICHUH CPOKA MIPOBEICHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEICTBA.

(uactp 4.3 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. DOkcmepT HpH NPOBEICHUM MOPYYEHHOH €My PYKOBOIHUTENEM SKCIEPTHOTO YUPEKICHUS
AKCIIEPTHU3BI JIEKAPCTBEHHOTO CPECTBA 00sI3aH:

1) IMPOBECTU TIIOJIHOC HUCCICAOBAHUC TIPCACTABJIICHHBIX CMY O6’beKTOB, MaTCcpHuaJioB, naTb
000OCHOBAaHHOE€ M OOBEKTHBHOE 3aKJIIOUEHHE I10 IIOCTaBJICHHBIM nepea HUM BOIIpoCaM WA
MOTUBHPOBAHHOC 3aKIIIOYCHHUEC O HCEBO3MOXHOCTH IPOBCACHUA HM OKCICPTHU3BI JICKAPCTBECHHOI'O
cCpe€actBa, €CJIM MOCTABJICHHBIC BOIIPOCHI BBIXOAAT 3a MPCACIIbl CHECHHUAIIBHBIX 3HAHWI 9KCIIepTa,
00BEKTEI I/ICCJ'IG,I[OBaHI/Iﬁ " MaTepuajibl HCIIPUT'OJAHBI MJIW HEAOCTATOYHBI JJIA IIPOBCACHUSA I/ICCJ'ICIIOBaHI/Iﬁ
H Jadu 3aKIIYCHUA 1100 COBpeMeHHHﬁ YPOBCHbL pa3BUTHA HAYKHW HE TIIO3BOJIACT OTBCTUTH HaA
MOCTAaBJICHHBIC BOIIPOCHI;

2) He pasriialmaTh CBEIEHUS, KOTOPbIE CTAJIl €My M3BECTHBI B CBSI3U C MPOBEACHUEM IKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJCTBA, a TAKXKE CBEJCHMS, COCTABIIAIOINE IOCYJapCTBEHHYI0, KOMMEPUYECKYIO WM
VHYIO OXPaHsIEeMYI0 3aKOHOM TalHy;

3) obecrieunTh COXpPaHHOCTb MIPEJCTABICHHBIX OOBEKTOB HCCIIEIOBAHUN U MAaTEPUAJIOB.

6. DKcnepT He BIIpaBe:

1) mpOBOIUTH AKCHEPTH3Y JIEKAPCTBEHHOI'O CPEACTBA MO OOpAIlEHHIO HETOCPEACTBEHHO K HEMY
OpraHu3aIyii Win GU3NIECKUX JIHII;

2) caMOCTOATEIbHO CcOOMpaTh MaTepuajbl JUIsl MPOBEIACHHSI JKCHEPTU3bl JIEKAPCTBEHHOI'O
CpPEnCTBa;

3) IMPOBOAUTDH SKCIICPTUIY JICKAPCTBCHHOI'O CPEACTBA B KAUECTBC HETOCYAJAPCTBEHHOTI'O 3KCIIEPTA.
7. B clIy4dac HCO6XO,I[I/IMOCTI/I OKCICPT BIIPpaABE X0JaTaliCTBOBATh nepe pyKOBOAUTCIIEM

9KCIIEPTHOTO YUYPEXACHHUS O NPUBICYEHHM K MPOBEIACHHUIO SKCIIEPTH3bl JIEKAPCTBEHHOI'O CPENCTBA
JPYTHUX 3KCIEPTOB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

8. Kaxnplil 3KCepT, BXOASIIUN B COCTaB KOMUCCUH 3KCIIEPTOB, KOTOPOM MOPYYEHO NPOBEICHHE
9KCIIEPTU3Bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHMO M CaMOCTOSITENIBHO INPOBOJIUT HCCIEAOBAHUSA,
OLICHUBAET PE3yJIbTAaThl, MOIYYEHHBIE UM JIMYHO M JAPYTUMH JKCIEpPTaMHu, U (HOPMYITUPYET BBIBOJIBI
OTHOCHTEJILHO ITOCTABJIIEHHBIX BOIPOCOB B Ipe/ieiaX CBOMX CIEUAIbHBIX 3HAHUH.

9. PesynbTaThl 3KCIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA OGOPMIIIOTCS 3aKIIOUYEHUEM KOMUCCHUU
JKCIEepTOB. B 3akilloueHUM KOMHUCCHHM HKCIEPTOB YKa3bIBAIOTCA IMEpPEUYeHb HCCIEAOBAHUN, 00beM
MPOBEJIEHHBIX KAXKIBIM OSKCIEPTOM HCCIEAOBAHUN, YCTAaHOBIEHHBIE KaXKIbIM M3 HUX (aKThl U
CICIIaHHbIE B pE3yJbTaTe MCCIEIOBAHUN BBIBOJABI. JKCIEPT, MHEHHME KOTOPOrO HE COBIMAJNAET C
pelIeHHneM KOMHUCCHHM JKCIEPTOB, BIPABE BBIPA3UTh CBOC MHEHHE B MUCHBMEHHOU (hopme, KOTopoe
MIPUOOIIAETCS K 3aKJIFOUEHUIO0 KOMUCCUH IKCIIEPTOB.

10. DxcnepThbl, BXOJSIIME B COCTaB KOMHCCUH, MpEeAyHpexaaroTcss 00 OTBETCTBEHHOCTH B
COOTBETCTBUHM C 3aKOHOJATeNbCcTBOM Poccuiickonn @enepanuu 3a Aady 3aKIOYCHHs, COAEPIKALLETO
HE0OOCHOBaHHBIE WK (allbCU(PUIMPOBAHHBIE BBIBO/IBI, O YEM OHM JAIOT MOJIHUCKY.

11. Onpenenenuie ypoBHs MpodeccHOHAIBHON MOATOTOBKH IKCIEPTOB U aTTECTallMs X HA TPaBO
MIPOBEJICHUS IKCIEPTU3BI JICKAPCTBEHHBIX CPEJICTB OCYIIECTBISIOTCS YKCIIEPTHO-KBATU(UKAIMOHHBIMU
KOMHUCCUSIMH B TIOPSIZIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCTIOJTHUTEIHHOW BIACTH. YPOBEHb MPO(ECCHOHATHLHON IMOATOTOBKH IKCIIEPTOB TOJJICKHUT
MIEPECMOTPY YKa3aHHBIMU KOMHCCHUSIMHU HE PEKE YEM OJIMH Pa3 B IIATh JIET.

12. IlpaBuna npoBeleHHs SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB M OCOOEHHOCTH 3KCIIEPTU3bI
OTICNBHBIX BHUAOB JICKAPCTBEHHBIX MpernaparoB (pedepeHTHBIX JIEKAPCTBEHHBIX IPEraparos,
BOCIIPOM3BEJICHHBIX JIEKAPCTBEHHBIX IPENaparoB, OMOJOTMYECKUX JIEKAPCTBEHHBIX IIPENaparos,
O0noaHaIoroBhIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX MpernaparoB (OMOAHAIOTrOB), TOMEOIATHYECKUX
JIEKapCTBEHHBIX  MpErapaToB,  JIGKAPCTBEHHBIX  PACTUTENBHBIX  IpenapaTroB,  KOMOMHAIMi
JIEKapCTBEHHbIX IpenapaToB), (OpMbI 3aKIIOYEHUH KOMUCCHUM HKCIEPTOB  yCTAHABJIMBAIOTCS
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (heZiepalibHbIM OPTaHOM UCIIOJHUTENIbHON BIACTH.

(vactp 12 B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynbrantllntoc: npumeuanue.

Jo 31.12.2027 pna npenapatoB, NPOU3BEIEHHBIX B P® B Hensix HMIOPTO3aMEIICHHUS,
YCTAHABIIMBAETCS PEKUM YCKOPEHHOM MPOLEAYpPbl TOCPETUCTPALlMM B  COOTBETCTBUM C
Ilocranosnenuem IIpaBurenscta PO ot 12.03.2022 N 353.

Cratba 17. Nopgaya n paccMmoTpeHne 3asiBJIEHMA O rocyfapCTBEHHOWN perncrpauum
NeKapCcTBEHHOro npenapara AnsA BeTepUHaApPHOro NpUMeHeHus

(B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

KoncynbrantlIntoc: nmpumeyanue.

[Tonosxxenus ct. 17 (B pen. @3 ot 30.01.2024 N 1-D3), kacaroiuecs IpeJoCTaBICHUS TOC. YCIYT MPU
OOpalleHUn JIeKapCTBEHHBIX CPEJICTB MAJIS BETEPUHAPHOTO NPUMEHEHUS HOCPEICTBOM E€IMHOTO
noprana, npuMeHnsaTed ¢ 01.01.2026.

1. Jnsg rocynapCTBEHHOW pEruCTpaluy JIEKApCTBEHHOrO IIpernapaTta [Jjisi BETEpUHAPHOIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

NPUMEHEHHs pa3padOTYMK TaKOTO JIEKAPCTBEHHOI'O Ipernapara WM YIOJIHOMOYEHHOE UM JIpyroe
IOpUAMYECKOE JIMLO (Zlajiee B HACTOSALIEM CTAaTbe - 3asBUTENb) HANPABISET IOCPEACTBOM EIMHOTO
nopraja B YNOJHOMOYEHHBIH (enepanbHBIi OpraH HUCIOJHUTENBHOW BIACTH 3asBICHHE O
rOCYJapCTBEHHOM pPETHUCTpalUUy JIEKAPCTBEHHOIO Mpernapara Uil BETEPUHAPHOIO IPUMEHEHUS,
MOJNUCAHHOE YCWJICHHON KBaJM(UUIMPOBAHHON AJIEKTPOHHOM MOJINKCHIO, a TaKXKe JTOKYMEHTHI, U3
KOTOPBbIX (OPMHUPYETCS PErHCTPALMOHHOE J0ChEe Ha JICKApCTBEHHBIN Ipernapar A BETEPUHAPHOTO
npUMeHeHHs. B ciydae, ecnu OT UMEHM 3asBUTEINS IEHCTBYET €ro MpeJcTaBUTeNb ((PU3HUECcKoe JINIO),
YIOJIHOMOYEHHBIM JE€MCTBOBAaTh OT MMEHM 3asBHUTEIS HA OCHOBAaHMM JOBEPEHHOCTH B AJIEKTPOHHOMN
dbopMe B MaIIMHOYMTAEMOM BHJE, 3asABJICHHE O TOCYNAPCTBEHHOW PETHCTpaldU JIEKAPCTBEHHOTO
npernapara JJisi BETepUHAPHOTO MMPUMEHEHHSI MOKET OBITh TIOAIMCAHO YCHJICHHON KBaTH(pUINPOBAaHHON
ANEKTPOHHON TMOAMMCHIO JHOO YCHJIEHHOW HEKBaIU(PHUIMPOBAHHOW HSJIEKTPOHHOM MOJIHUCHIO,
cepTU(UKAT KIH04a IPOBEPKU KOTOPOM CO3/1aH U UCHONIb3YyeTCsl B UHPPACTPYKType, oOecreunBaronei
MH(POPMALMOHHO-TEXHOJIOTHYECKOE B3auMOJecTBUE MH(POPMALMOHHBIX CHUCTEM, UCIOJIb3YEMBIX IS
MIPEOCTABICHUS TOCYIapCTBEHHBIX U MYHUIIUNAIBHBIX YCIYT B 3JIEKTPOHHOU (hopMe, B yCTaHOBICHHOM
IIpaBurensctBoM Poccuiickor Penepanyy HOPAAKE W IPHU yCIOBUM OPraHHU3alMU B3aMMOJEHCTBUS
(GU3NIECKOTO JUIa ¢ TAKOW MHPPACTPYKTYPOIl ¢ MPUMEHEHUEM TPOIIEININX B YCTAHOBICHHOM MOPS/IKE
MpOLEAYPY OLEHKH COOTBETCTBMS CpPEACTB 3aluThl HMH(opmanuu (najee -  yCHICHHas
HEKBaTM(PULUPOBAHHAS YIEKTPOHHAS! ITOJIUCH).

(B pen. ®enepanbHbix 3aKk0HOB OT 30.01.2024 N 1-®3, o1 31.07.2025 N 304-D3)

2. B 3asB1€HMH 0 rOCYJapCTBEHHOM perucTpaiyy JeKapCcTBEHHOI O IIpenapara Jiisl BETEpUHAPHOTO
IIPUMEHEHHUS YKA3bIBAIOTCS:

1) HaumeHOBaHME U ajapec 3asBUTENs, pa3paboTuMKa W MPOU3BOIUTEINS JIEKAPCTBEHHOI'O
mpernapaTa JJisi BETEPUHAPHOTO NPUMEHEHUS U aJpec MecTa OCYIIECTBICHUS IPOU3BOJICTBA
JIEKapCTBEHHOI'O IIpernapara Ui BETEPUHAPHOTO IPUMEHEHHs (B Clyyae HaJU4Usi HECKOJIBKHX
YUYaCTHHKOB Tpoliecca MPOU3BOICTBAa HEOOXOJUMO YKa3aTh KaXJI0T0 U3 HUX);

2) HaAaNUMCHOBAHUC JICKAPCTBCHHOI'O IIpCriapara JJIs1 BETCPUHAPHOT'O0 IIPUMCHCHHU A (Memz[yHapoleoe
HCIMMAaTCHTOBAHHOC, WJIN I'PYIITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) MEPCUCHDb I[GI\/JICTBYIOHII/IX " BCIIOMOTr'aTCJIbHBIX BEIICCTB, BXOAAIINX B COCTAB JICKAPCTBECHHOTI'O
npemnapara Jjid BETCPUHAPHOT'0 MPUMEHCHU A, C YKa3aHUEM KOJIMUCCTBA KAXKAO0T'O U3 HUX;

4) nexapctBeHHas (opma, J03UPOBKA, CHOCOOBI BBEACHHUS M MPUMEHEHHUS, CPOK T'OJHOCTHU
JIEKapCTBEHHOT'O TIpernaparta Jisi BETEpUHAPHOTO MPUMEHEHHUS;

5) papmakoTreparneBTHUECKas TpyMIa;

6) He0OXOAMMOCTh PUMEHEHUSI YCKOPEHHOM MPOIIETyphl KCIIEPTU3HI JICKAPCTBEHHBIX CPE/ICTB B
LEJAX TOCYIapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO IIpenapara;

7) KOIMH TOKyMEHTOB, MOATBEPKIAAIOIINX YIIJIATy TOCYIapCTBEHHON MOLIUIUHBIL:
a) 3a MPOBEJECHHE SKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOI'O CPEJCTBA M SKCIEPTU3bl OTHOLIEHHUS
OKMJAaeMOM TIOJB3bl K BO3MOXKHOMY pHCKY IIPUMEHEHHs JICKapCTBEHHOrO IIpemapara Juis

BCTCPUHAPHOI'O IPUMCHCHUA TTPHU CT'O FOCY,HapCTBeHHOﬁ PEerucTpanunu,

0) 3a BbI1auy PETUCTPALIMOHHOIO yA0CTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara;

www.consultant.ru CrpaHuua 38 ns 156
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=428697&amp;date=26.05.2026&amp;dst=100008&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=428697&amp;date=26.05.2026&amp;dst=100008&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100107&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100107&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523521&amp;date=26.05.2026&amp;dst=101505&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523521&amp;date=26.05.2026&amp;dst=101505&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

8) Hamuuue cornacus, NMPeAyCMOTPEHHOIO YacThbi0 7 HACTOSIIEH CTAaThH, €CIM C MOMEHTa
peructpanuu pedepeHTHOro JIEKapCTBEHHOTO Mperapara JUlsi BEeTEpUHAPHOTO MPUMEHEHMs MpOILIOo
MEHEe YeM IIECTb JIET.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

3. PerucrpannoHHOe JTOChe B IENSIX IKCIEPTU3BI JICKAPCTBEHHOTO Mpemnapara Jijlsl BETePHHAPHOTO
MpUMEHEHHS QOPMHUPYETCS U3 CIACAYIONINX JOKYMEHTOB M CBEJICHUI:
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBeneHusa o Aate NpPENOCTABIEHUS U PETUCTPALlMOHHOM HOMEpPE JIMIIEH3UMM Ha MPOU3BOACTBO
JEKapCTBEHHBIX CPEJCTB, INPENOCTABICHHON NPOU3BOAUTEII0 PErMCTPUPYEMOro JIEKAPCTBEHHOIO
npenapara Jiisi BETepUHapHOTO PUMEHEHMs], Il POCCUUCKUX IPOU3BOIUTENEH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2) cBelieHMs O JaTe MPEJOCTaBIECHUS U PErHCTPALMOHHOM HOMEpE JIMIEH3UM Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB, NPEIOCTABIEHHON NPOMU3BOJUTENIO (papMalleBTUYECKOH CyOCTaHIMH,
BXOJSILIEN B COCTaB PErMCTPUPYEMOrO JEKApCTBEHHOTO Ipemnapara JUlsi BETEpPUHAPHOTO NPUMEHEHHS,
JUISL POCCUMCKUX ITPOU3BOIUTEIICH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N_140-P3, ot 27.12.2019 N 478-D3)

2.1) xommsi JOKyMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OPTaHOM CTPAHbl MPOU3BOIUTEINS JIS
KOKIOW  IMPOU3BOJCTBEHHONW IUIOMIAJAKH  PErUCTPUPYEMOro  JIEKApCTBEHHOrO Ipemapara s
BETEPUHAPHOTO TMPUMEHEHHUS W TOATBEP)KIAIOIIETO COOTBETCTBUE TMPOU3BOJAUTENS JIEKAPCTBEHHOTO
mpemapata TpeOOBaHMSAM MPABWJ HaJUIekKAIIeW IMPOU3BOJCTBEHHOW MPAKTUKU, U €ro TMepeBOj] Ha
PYCCKHUU SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM MOPSJIKE, a TAKXKE KOIMHS 3aKIIOYEHUS O COOTBETCTBUU
MIPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB TPEeOOBAHUSAM TPABWI HAJIKAIICH MPOU3BOACTBEHHOM
MPAKTUKH, BBIAAHHOTO YIOJHOMOYEHHBIM (enepanbHbIM OpPraHOM MCIOJHUTEIBLHON BIACTH IS
KOKIOW IPOU3BOJCTBEHHONW IUIOMIAJAKH PErHCTPUPYEMOro  JIEKApCTBEHHOrO Ipemapara s
BETEPUHAPHOTO MPUMEHEHUS, TNO0 KOMUS PEIICHUS O MPOBEIECHUN MHCIEKTUPOBAHUS TTPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB, MPHUHSATOTO YIOJIHOMOYEHHBIM (helepalbHBIM OpPraHOM HCTOTHUTEIHHOM
BJIACTH ISl KQXKI0M MPOU3BOACTBEHHOM IIIOMIAJIKU PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernapara Jjist
BETEPUHAPHOTO MPUMEHEHUs. YKa3aHHbIE JOKYMEHTHI MPEACTABISAIOTCS B CIIy4ae, €CJId MPOU3BOJICTBO
JIEKapCTBEHHOTO Tpernaparta OCylIecTBIAETCS 3a npenenamu Poccuiickon denepannu;

(. 2.1 BBenen ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) xomusi JOKYMEHTa, BBIIAHHOTO YMOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOIUTENS
(dapmaneBTHUECKON ~ CyOCTaHIIMM W TMOATBEPXKAAIOIIETO COOTBETCTBUE  MPOU3BOJUTENS
(dapmareBTHUECKON CyOCTaHIIMM, BXOJAIIEH B COCTaB PErHCTPUPYEMOrO JIEKAPCTBEHHOIO IMpernapara
JUTsl BETEPUHAPHOTO MPUMEHEHHSI, TPEOOBAHUAM MPABHII HAAJICKAIIEH MPONU3BOJCTBEHHON MPAKTUKU, U
€ro TEPeBOJT Ha PYCCKUMN S3bIK, 3aBEPCHHBIC B YCTAHOBJICHHOM TOPSIKE, B CIIydae, €CIIH MPOU3BOICTBO
(hapMmareBTHUECKOM CyOCTaHITMU OCYIIECTBIAETCS 3a npeaenamu Poccuiickoit deneparuu;

(m. 2.2 BBeneH denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

3) IMPOCKT HOPMATUBHOI'O JOKYMCHTA Ha HeKapCTBGHHLIf/'I npenapar i1 BCETCPHUHAPHOTIO
MIPUMCHCHUS

4) DOKYMEHT, COJAEpKaIllui CIEAYIONIyl0 HH(pOpMaIuo o dapMalleBTHYECKONH CyOCTaHIMH WIIH
(hapmaineBTHUECKUX CyOCTaHIMIX, BXOIAUIMX B COCTaB JIEKAPCTBEHHOIO Mpenapara Ui BEeTepUHAPHOTO
IIPUMEHEHHUS:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

a) HauMeHOBaHHE (papMaleBTUUYECKOW CyOCTaHIIMU, €€ CTPYKTypa, oOiue CcBoiicTBa (mpu
TOCYJapCTBEHHON  perucTpalvd  HMMMYHOOMOJIOTHYECKUX  JIGKAPCTBEHHBIX  MpEnapaToB s
BETEPUHAPHOTO TMPUMEHEHUsS] TNPEACTABISIIOTCA CBEJICHHMA O IITaMMe, BKIIOYash €ro HanMEHOBAHUE,
WHPOPMALIHIO O TPOUCXOXKICHNH, €0 CBOWCTBAX, XapaKTEPUCTUKAX U MECTE ICTOHUPOBAHMS);

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

0) HaMMEHOBAaHUE U a/IpEC MPOU3BOAUTENS;

B) TEXHOJIOTHUS IMPOU3BOACTBA C OIIMCAHHUEM cTagui IMPOU3BOACTBA U METOA0B KOHTPOJISI HA BCEX
CTaudgXx IMPOU3BOACTBA,

r) wuHpopmammss O mnpuMecsx (HE TMPEACTABISETCS TPU TOCYAAPCTBEHHOW PETUCTPALUU
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPETApaToB JJIsl BETEPUHAPHOTO MPHUMEHEHHS);
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

n) crnenudukanmus Ha  (apMalEeBTHUECKYH  CyOCTaHIMI0O (HE TMpEACTaBIsAETCS  TMpH
TOCYJapCTBEHHON  PEruCcTpalMd  MMMYHOOMOJIOTHYECKUX  JIGKAPCTBEHHBIX  MpENapaTtoB s
BETEPUHAPHOTO MMPUMEHEHHS );

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

€) OnucaHle METOIUK KOHTPOJISl KauecTBa;

) pe3yJbTaThl aHalnW3a cepuil (apmareBTHUEeCKONM cyOcTaHIMU (HE MpeACTaBiSIOTCS Mpu
TOCYyJapCTBEHHON  perucrpalud  HMMMYHOOMOJIOTMYECKHUX  JIGKAPCTBEHHBIX  IpEnapaTtoB  JJs
BETEPUHAPHOTO IPUMEHEHHUS);

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

3) MepeueHb CTAaHAAPTHBIX 00Pa3IOB MM BEIECTB, UCTIOIB3YyEMbBIX MPU OCYIIECTBICHUN KOHTPOJIS
KauyecTBa;

1) ONUCaHNe XapaKTePUCTHK U CBOWCTB yIaKOBOYHBIX MaTEPHAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHbIE O CTA0WIBHOCTH (HE NPEACTABISAIOTCS TNPH TOCYIAPCTBEHHOH pErHCTpaIiy
MMMYHOOMOJIOTMYECKUX JIEKaPCTBEHHBIX MIPENapaToB Ui BETEPUHAPHOTO IPUMEHEHUS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J) CPOK FOJIHOCTH, YCIIOBHUS XpaHEHMUS],

Koncynprantlntoc: npumeyanue.

IIpy yCKOpPEeHHOM mpOLEAype pPETrUCTpaluy BOCHPOU3BEIECHHOIO Ipemapara JOIyCKaeTcs
HENPEJCTaBICHUE ONMCAHUSA METONOB M MX JOKYMEHTAJIBHOI'O IOATBEP)KICHUS, NPU IMHMCbMEHHOM
00s13aTeNIbCTBE UX MpPEACTaBUTh B TeueHHe 12 mecsueB co aHs peructpauuu (IloctaHoBneHue
ITpaButensctBa PO ot 12.03.2022 N 353).

5) otuer o pe3ynbTarax JIOKIMHHUYECKOTO HCCIEIOBAHMs JIEKAPCTBEHHOTO CpEeACTBa IS
BETEPUHAPHOTO NPUMEHEHHUSI, BKIIFOYAOIIUI ONMCAHUE METOJ]OB ONPENEIICHUS] OCTAaTOYHBIX KOJIMYECTB
JICHCTBYIOIIErO BeEIIeCcTBa (ICHCTBYIOIIMX BEUIECTB), IOCTHTAOMIETO (JOCTUTAIOIINX) CHUCTEMHOTO
KpPOBOTOKa, B MPOAYKUMU YKMBOTHOTO IPOMCXOXKICHHS MOCIE NMPUMEHEHHS] TAKOrO JIEKAPCTBEHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

CPE/CTBa, a TaK)Ke TOKYMEHTAJILHOE MOITBEP)KICHUE (BATUIAIHS) YKa3aHHBIX METOIOB;
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OTUCT O Ppe3yJibTaTaX KIMHUYCCKOTO HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpfrapara A
BC€TCPHHAPHOI'O TMNPUMCHCHHA Yy KaXIOro BHJAA JKHWBOTHBIX, YKa3aHHbIX B HWHCTPYKOHUM 11O

BETEPUHAPHOMY ITPUMEHEHHUIO;

7) TPOEKT UHCTPYKIUU IO BETEPUHAPHOMY NPUMEHEHHUIO JIEKApCTBEHHOrO Ipemnapara,
coJiep>Kallel caeayrome CBeIeHusI:

a) HANUMCHOBAHUC JICKAPCTBCHHOI'O IIpCIiapara IJId BETCPUHAPHOTO MPUMCHCHUSA (Memz[yHapoleoe
HCIMMAaTCHTOBAHHOC, WJIN I'PYIITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

0) mekapctBeHHas ¢opMa C yKa3aHHEeM HaWMEHOBAaHMA M KOJIMYECTBEHHOTO COCTaBa
JIEHCTBYIOIIMX BEIIECTB U KAYECTBEHHOT'O COCTaBa BCIIOMOTATEIIbHBIX BEIICCTR;

B) OIMMCAHME BHECIIHETO B A JICKAPCTBCHHOI'O IIp€riapaTta Ajid BETCPUHAPHOI'O IPHUMCHCHU

r) (dapmakorepaneBTHUECKas TIpyIa JEKApCTBEHHOro Ipemnapata sl BETEPUHAPHOTO
NPUMEHEHMS WK yKa3aHHUe "TOMEONaTHUeCKUi JIeKapcTBEHHBIHN npenapar';

n) (dapmakomuHamMuka W (papMakOKMHETHKAa (32  HCKIOYeHHEeM  (papMaKOKWHETUKU
TOMEOTIATHYECKUX JICKAPCTBEHHBIX MPEIAapaTOB M PACTUTCIBHBIX JICKAPCTBCHHBIX IPENapaToB) WA
OIMMCaHNEe UMMYHOOHOJIOTHUECKUX CBOWCTB JICKAPCTBEHHOTO Tpernapara;

€) MOKa3aHwus I IPUMEHCHUS;

) TPOTHBOIIOKA3AHHS JJIs1 IPUMCHEHUS;

3) MCPBI NPECIOCTOPOIKHOCTH IPU IPUMCHCHUU

M) yKa3aHue BO3MOXXHOCTH U OCOOCHHOCTEH MPUMEHEHUS y OEpEMEHHBIX KHUBOTHBIX, Y )KUBOTHBIX
B IIEPUO/T JIAKTAIMH, Y TOTOMCTBA JKHBOTHBIX;

K) peXHUM J03UpPOBaHUs, CIOCOO BBEIEHUS U MPUMEHEHUS, IPU HEOOXOIUMOCTH BpeMs Mpuema
JIEKapCTBEHHOTIO IIpernapara Jjis BETEpUHAPHOI0 IIPUMEHEHUS, IIPOAOJDKUTEIBHOCTD JICYCHUS;

J'I) BO3MOJKHEIE TOOOYHBIE HeﬁCTBI/IH, HEXKEJIATCIIbHBIC PECAaKIIUU TP ITPUMCEHCHUU JICKAPCTBECHHOI'O
npemnapara g BETCPUHAPHOT'O IPUMCHCHUS

M) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO IOMOLLY IPU NEPETO03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU IpenapaTaMy U (WJIn) KopMaMu;
0) (hopMBbI BBIITyCKa JIEKAPCTBEHHOTO Mpenapara Jjsi BeTepUHAPHOI0 MPUMEHEHNUS;

1) ykazaHwe (Mpu HEOOXOAMMOCTH) OCOOCHHOCTEH JICHCTBHS JIEKAPCTBEHHOI'O Mperaparta s
BETEPUHAPHOTO MPUMEHEHHUS TIPU TICPBOM MIPUEME HJTH IIPH €r0 OTMEHE;

p) OIIMCAaHHEC (HpI/I H€06XO,Z[I/IMOCTI/I) JEHUCTBUI cIeluanncTa B obmactu BCTCPpUHAPUU, BJIAJCIIbIA
JKUBOTHOI'O IIpU IIPOITYCKE IpUCMa OJHOM WM HECKOJIBKHUX 103 JICKAPCTBCHHOI'O Impfcrapara Iajd
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

BETEPHHAPHOTO IPUMEHEHUS;
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CpPOK TOAHOCTM WU YKa3aHME Ha 3alpeT IPUMEHEHHUs JIEKApCTBEHHOIO Ipernapara ajs
BETEPUHAPHOTO MPUMEHEHHMSI 110 UICTEYEHUH CPOKa F'OJIHOCTH;

T) YCJIOBUS XpaHEHUS;

y) yKa3aHH€ Ha HEOOXOIMMOCTb XPAaHEHHUs JIEKapCTBEHHOIO IIperapaTa s BETEpPUHAPHOIO
MIPUMEHEHUS B MECTaX, HEJOCTYTHBIX Ui JETeH;

(I)) YKa3aHue (HpI/I HGO6XO,Z[I/IMOCTI/I) CliCUaJIbHBIX MCP MPCAOCTOPOKKHOCTH MPU YHUUTOKCHUU
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHBIX IMPCIIApaTOB AJId BETCPUHAPHOTI'O IPUMCHCHHA

X) CPOKHM BO3MOYKHOT'O MCIIOJIb30BAHUS MPOTYKIUHU KUBOTHOTO MPOUCXOXKICHUSI 11OCIIE BBEICHUS
YKUBOTHOMY JIEKAPCTBEHHOTO MperapaTa il BETEpUHAPHOTO IPUMEHEHUS;

11) YCJIOBHUS OTITYCKa;

‘l) HaAaUMCHOBAHUA MW aJpeCa MNPOU3BOACTBCHHBIX IUIOMIAAOK HIPOU3BOAUTEIA JICKAPCTBECHHOI'O
npemnapara g BETCPUHAPHOT'O IPUMCHCHUS

II) HAUMEHOBAaHUE, aApPEC OpPraHM3alUM, YIOJIHOMOYEHHOW JepiKaTelleM WU BIaAeiblEeM
PETUCTPAllMOHHOTO  YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapaTa Ha NPUHATHE TNPETEeH3Ud OoT
MOTpeOUTENs;

8) MpOEeKThl MAaKEeTOB MEPBUYHOMN YIMAKOBKM W BTOPHUYHOM YIAaKOBKH JIEKAPCTBEHHOTO MperapaTa
JUISL BETEPUHAPHOTO IPUMEHEHHSI,;

9) cnenyromuye CBEACHHS O JIGKAPCTBEHHOM IIpernapaTe /I BETepUHAPHOTO IPUMEHEHUS:
a) OMUCaHKE U COCTaB JIEKAPCTBECHHOTO TIperapara Jyisi BETEPUHAPHOTO MPUMEHEHHUS;
0) omrcanue GapMareBTHIECKOMN pa3pabOTKH;

B) OITMCaHME TPOIlecca MPOU3BOJICTBA M €TI0 KOHTPOJIS, IMMOAIMMCAHHOE B TIOPSAKE, YCTAHOBICHHOM
B COOTBETCTBHMH C YaCThbIO 1 HACTOSIIEH CTaThU;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

I') ONUCaHWE KOHTPOJS KPUTUYECKHX CTaJAUNA MPOU3BOJCTBA M IMPOMEXKYTOUHOM MNPOAYKIUH,
MOoATIMCAHHOC B IOPAAKE, YCTAHOBJICHHOM B COOTBETCTBUU C YACTHIO 1 HaCTOSIH_[eﬁ CTaThu,
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

J) HaUMEHOBAaHWS M ajapeca pa3padoT4MKa, AepikaTels WM BIAAEIbLAa PETHCTPAL[OHHOTO
yIOCTOBEpEHHs JIGKapCTBEHHOTO Mpernapara, IPOM3BOJACTBEHHBIX IUIOMIAAOK  IPOU3BOIUTENS
JIEKapCTBEHHOTO Mpenapara Juisi BETEPHHAPHOTO MPUMEHEHUS C yKa3aHUEeM CTaJHi TEXHOJIOTHYECKOTO
nporecca, OCYIIECTBISAEMBIX Ha MPOU3BOJICTBEHHBIX IUIOLIAJIKAX MPOM3BOIUTENS JIEKApPCTBEHHOTO
npernapara Juisi BETepUHAPHOTO TPUMEHEHHUS,

(B pen. ®enepanbHbix 3aKk0HOB OT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) dapmareBTUIECKasi COBMECTUMOCTH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

)K) MI/IKpO6I/IOJ'IOFI/I‘IeCKI/Ie XaPAKTCPUCTUKU
3) MaTepHaJ'ILHBIfI OanaHc AJId TIPOU3BOACTBA CEPHUU I'OTOBOT'O ITPOAYKTA,

1) OIIMCaHHUE XapaKTEPUCTHK U CBOWCTB yIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

Koncynprantlntoc: npumeyanue.
IIpm perucrpanum 1O YCKOPEHHOM IIPOLIEAYypE JONYCKAaeTCs HENpEACTaBICHUE JOKYMEHTOB,
n..n

npeaAyCMOTPCHHBLIX IIII. "K' II. 9 g 3 cT. 17, npu YycCJIOBUH IMHCbMCHHOI'O 00s13aTeNbCTBA HX

MpeIoCTaBUTh B TeueHue 12 mecsiuen co nHs peructpauuu (Ilocranosnenue [IpaButensctBa PO ot
12.03.2022 N 353).

K) TOKyMEHTAJIBHOE MOATBEPKICHNE (BaTUIAIMs) TIPOIIECCOB U (MJIM) UX OLICHKA;

J'I) Tpe6OBaHI/I$[ K KaueCTBY BCIIOMOI'aTCJIBbHBIX BCIICCTB (CepTI/Iq)I/IKaT, CHCI_II/I(I)I/IKaI_II/ISI Ha
BCIIOMOT'aTCJIBHBIC BEIICCTBA U UX 06OCHOBaHI/Ie);

Koncynprantlntoc: npumeyanue.
IIpn perucrpanum 1O YCKOPEHHOM IIPOLIEAYypE JOIYCKAeTCs HENpEACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbIXx . "M" m. 9 4. 3 cTr. 17, mpu yclOBHM NMHCHhMEHHOTO OO0s3aTENIbCTBA HMX

MpeoCTaBUTh B TeueHue 12 mecsiuen co nus peructpauuu (Ilocranosnenue [IpaButensctea PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKUE MCETOJUKH, HCIIOJIB3YEMBIC IIpU OCYIICCTBJICHUN KOHTPOJA KadeCTBaA
BCIIOMOTI'aTCJIbHBIX BCIICCTB,

Koncynbrantlntoc: npumeyanue.

IIpu perucrtpauym IO YCKOPEHHOH MpoLENype AONYCKAeTCsl HENPEACTaBICHUE JTOKYMEHTOB,
npexycMoTpeHHbIX M. "H" m 9 4. 3 c1. 17, mpH yCIIOBUM NHCBMEHHOTO O053aTeIhCTBA HX
IIPe0CTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Lloctanosnenue [IpaButensctBa PO ot
12.03.2022 N 353).

H) JOKYMEHTAJIbHOE MOATBEPKJCHUE (BaTUIAIMs1) aHATUTHIECKUX METOJIMK, UCTIONb3YEeMbIX MpU
OCYIIIECTBJIEHUH KOHTPOJISI KAY€CTBAa BCIIOMOTaTEIbHBIX BEILIECTB;

O) I/IH(i)OpMaHI/ISI 00 HCIIOJB30BaHUM BCIIOMOTaTEIbHBIX B€IICCTB YCJIIOBCYECKOT'O MW XKHMBOTHOI'O
IIPOUCXOKICHUS

) yrparuia cuiy. - @enepanpubiii 3akoH o1 02.08.2019 N 297-03;

p) TpeOoBaHMS K KadyeCcTBY JIEKAPCTBEHHOrO IIperapara [yl BETEPHUHAPHOTO NPUMEHEHHUs
(ceprudukar, cienuduKanys Ha JeKapCTBEHHBIH Mpernapar ¥ X 000CHOBaHUE);

C) AaHAIUTUYECKHE METOAWKH, WCIOJIb3yeMble TIPU OCYIIECTBICHWHW KOHTPOJS KayecTBa
JIEKapCTBEHHOI'O Ipernaparta Jisi BETepUHAPHOTO PUMEHEHHUS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

Koucynbrantlntoc: npumeyanue.

IIpu perucrtpanum IO YCKOPEHHOH MpoLENype MAONYCKAeTCsl HENPEACTaBICHUE [TOKYMEHTOB,
npeaycMoTpeHHbix . "t m 9 4. 3 cr. 17, mpu yCIOBUM NHUCBMEHHOIO 00s3aTelibcTBa MX
IIPEIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaButenscrea PO ot

12.03.2022 N 353).

T) AOKYMCHTAJILHOC TTOATBCPIKACHUC (BaJII/II[aI_[I/ISI) AHAIIUTUYCCKUX MCTOAUK, UCIIOJIB3YyCMbIX HIPH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOT'O IMpEriapaTa AJIA BETCPUHAPHOT'O IPUMCHCHU A,

y) JTOKYMEHT, MOATBEP>KAAIOMIMIA KayecTBO JIEKAPCTBEHHOI'O IMperapara TpeX MPOMBIIUIEHHBIX
cepuil (MPOTOKOJI aHAIM3a WM cepTU(UKAT aHanIM3a), OJHA CEpUsl KOTOPOro JOJDKHA COBIAAATh C
cepueil oOpasiia JeKapCTBEHHOTO Mpernapara, oAaHHOTO Ha perucTpalyio;

&) xapakTepucTHKa puMeceii;

X) MEepevYeHb CTaHJAPTHBIX OOpa3IOB, MCIOIB3YEMBIX MPHU OCYIIECTBICHHH KOHTPOJS KadyecTBa
JIEKAPCTBEHHOTO IIpernapara il BETepUHAPHOTO IPUMEHEHUS;

KoncynprantlIntoc: nmpumeyanue.
[Ipu yckopeHHOW mpoleaype PpEerucTpauuu BOCIPOM3BENCHHOIO IIpernapara JI0IyCKaercs
HETMPENICTaBICHUE CBEACHUM, MpeaycMOTpeHHbIX mm. "n" m. 9 4. 3 cr. 17, npu NUCbMEHHOM

00s3aTeNbCTBE MX IPENOCTaBUTh B TeueHHe 12 mecaueB co nHA peructpaunu (llocraHoBieHue
[TpaButensctBa PO ot 12.03.2022 N 353).

I_I) JaHHBIC O CTaOUIIBHOCTH JICKAPCTBCHHOTO IIpCIiapaTa AJisk BETCPUHAPHOTO IIPUMCHCHU

10) xomust JDOKyMEHTa, COJAEpIKaIlero MHGOPMALMI0 O HAJUYUU HIM 00 OTCYTCTBUHM (DAKTOB
perucTpalyy JIGKapcTBEHHOTO Mpenapara Jiisi BeTepUHApHOTO MPUMEHEHUS 3a mpeaenaMu Poccuiickoit
®denepanuu;

11) cormacue B mUChbMEHHOW (hopMe, TPEAYCMOTPEHHOE YacThiO 7 HACTOSIIECH CTaThU, B ClIydyae
perucTpanuy BOCIPOU3BEICHHOTO JIEKaPCTBEHHOTO IIpernapara;
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomusi NOKyMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOI0 B YCTAHOBJIIEHHOM IIOpSAKE U
MOATBEPKIAIOLIETO TIPAaBOMOYHOCTh 3asiBICHHUA O TOCYJapCTBEHHOM pEerucTpanuu JEKapCTBEHHOI'O
npernaparta Jyisl BETEpUHAPHOTO IPUMEHEHUS (JI0BEPEHHOCTb);

KoncynbrantlIntoc: npumeyanue.

Ho 31.12.2030 poccuiickuM MNPOU3ZBOAUTEISIM pa3pelieH0 HE MPEACTaBIATh CBEACHUS B
cooTBeTCTBUU ¢ M. 13 4. 3 ct. 17 mpu perucrpanu UMMYyHOOHMOJIOTUYECKUX JIEKAPCTBEHHBIX
npenaparoB (Iloctanosnenue IIpasurenscrBa PO ot 12.03.2022 N 353).

13) cBemeHWss O TOCYIAapCTBEHHOM pPETHCTpAallMM TE€HHO-UHKEHEPHO-MOAU(PHUIIMPOBAHHBIX
OpraHU3MOB, MPEJHA3HAUYECHHBIX I BBIIYCKA B OKPYXKAWIIYI cpeay (MpU TrocyJapCTBEHHOMN
perucTpaly JEKAPCTBEHHBIX MpENapaToB [Jisi BETEPUHAPHOTO TPUMEHEHHMs], IMOJIYYEHHBIX C
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

NPUMEHEHUEM T'eHHO-MHXEHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB WM  COZAEpXKALIMX  TakKue
OpraHU3MBlI).
(n. 13 BBeneH denepanbHpiM 3akoHoM 0T 02.08.2019 N 297-03)

4. Ilpu npoBeAeHMM YCKOPEHHOH MpOLEAYpbl 3KCIEpPTU3bl JIEKApCTBEHHOTO Ipernapara ajs
BETEPUHAPHOTO TPUMEHEHMs (32 HCKIIOYEHHEM JIEKapCTBEHHOI'O IIperapaTa JUisi BETEpUHAPHOIO
MPUMEHEHHUS, YKa3aHHOTO B yacTu 4.1 HacTosIIel cTaTby) B UENSIX €ro TOCYJapCTBEHHOM perucTpanuu
BMECTO OTYeTa pa3paboTduMka O pe3yldbTaTax JOKIMHUYECKOTO WCCIEAOBaHUs JIEKAPCTBEHHOTO
CpeICTBa MJii BETEPUHAPHOTO NPHUMEHEHHUS MOXXET OBITh MpeAcTaBlieH 0030p Hay4yHBIX pPadoOT o
pe3yibTatax JOKIMHHYECKOTO HCCIENOBaHHA pe(QepeHTHOro JEKapCTBEHHOTO Iperapara s
BETEPUHAPHOTO MPUMEHEHMsS, a BMECTO OT4eTa O pe3yJbTaTax KIMHUYECKOTO MCCIEeI0BaHus
JIEKapCTBEHHOI'0 IpernapaTta JJii BETEPUHAPHOTO NMPUMEHEHHUS OTYET O pe3yjbTaTax HCCIETOBaHHM
OMOPKBUBAJICHTHOCTH  BOCHPOMU3BEJIEHHOTO  JIGKAPCTBEHHOrO0  Mpemapara Juis  BETEpUHAPHOTO

PUMEHEHHS.
(B pen. @enepanbubix 3akoHOB 0T 02.08.2019 N 297-P3, ot 28.04.2023 N _171-D3)

4.1. Tlpu mpoBeneHUH YCKOPEHHOW MPOLEAYpPhl AKCIEPTU3bl JIEKAPCTBEHHOTO IMpemnapara s
BETEPUHAPHOTO MPUMEHEHUs, NMPEAHA3HAYEHHOTO ISl JICUCHUS JIOMAITHUX JKMBOTHBIX, ONPEICICHHBIX
OenepanbubiM 3ak0HOM OT 27 nekabps 2018 roma N 498-®3 "OO OTBETCTBEHHOM OOpAIICHHH C
JKUBOTHBIMHU Y O BHECEHMH U3MEHEHHI B OTJIETIbHbIC 3aKOHOIaTelIbHbIe akThl Poccuiickoit denepanuu’,
U 3aperHCTPUPOBAHHOTO B KAaueCTBE JIGKAPCTBEHHOTO Mpemnaparta A MEAMIMHCKOTO MPUMEHEHUs, B
[eIsIX ero TOCYJapCTBEHHOW perucrpaluy BMECTO OTdeTa pa3paboTuMka o pe3ylbTaTax
JOKJIMHUYECKOTO HMCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA JJII BETEPUHAPHOTO NMPUMEHEHUS MOTYT
OBITH TIPEICTABIICHBI PE3YJIbTAThl JOKIMHUYECKOTO HCCIIEIOBAHNS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
cpencTtBa Il MEAWITMHCKOTO TPUMEHEHHS, a BMECTO OTdeTa O pe3yjibTaTaX KIMHHYECKOTO
HCCIIe0BaHMS JIEKAPCTBEHHOTO TIpenapara JJisi BETepUHAPHOTO NMMPUMEHEHHUS - 0030p Hay4HBIX paboT o
pe3ynbTaTax KIMHUYECKUX HCCIeAOBaHUN JIEKapCTBEHHOTO MpenapaTa sl MEAUIIMHCKOTO IPUMEHEHUS
Ha BUJAX )KHUBOTHBIX, KOTOPBIM MpeHA3HAYAETCS UCCIIeyEeMbIi IeKapCTBEHHBIN TIpernapar.

(uactsp 4.1 BBeneHa PenepanbHbIM 3ak0HOM OT 28.04.2023 N 171-D3)

5. Ha »kcnepTu3y pasmuyYHBIX JIEKapCTBEHHBIX (OPM OFHOTO M TOTO K€ JIEKAPCTBEHHOTO
rnpenapara Uil BETEPHUHAPHOIO IPUMEHEHMs 3asBUTENb IPEACTABISECT OTIACIbHBIE 3asBICHHUS U
PErucTpalioHHbIE J10ChEe HAa KAXKAYIO JeKapcTBeHHYIo ¢opmy. Ilpu ycioBun oaHOBpeMEHHOH mojadu
Ha 3KCIEePTU3Y OJHOM JIeKapCTBEHHON ()OPMBI C pa3IMYHBIMU J103UPOBKOM, KOHIIEHTpaLue, 00beMoM
3asBUTEb IPEJCTABIACT OJHO 3asBJIICHHE U PETUCTPALMOHHOE J0ChE C IMPUIIOKEHUEM MAKETOB
IIEPBUYHOM YIIAKOBKM M BTOPUYHON yNakoBKM. Ha Makerax NEpBHYHONM YNAKOBKM M BTOPUYHOU
YIaKOBKH YKa3bIBAIOTCS BCE MPOU3BOIMMEIE TO3HPOBKH, KOHIICHTPALNH, 0OBEMBI M KOJMUYECTBO /103 B
YITAaKOBKE JIEKAPCTBEHHOTO IIpenapara Jijisi BETEpUHAPHOTO IPUMEHEHHS.

(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

6. B ciayuae HenpeAcTaBieHUs C 3asBJICHUEM O TOCYAApPCTBEHHOM PETrUCTPALIMM JIEKAPCTBEHHOTO
Ipernapara Jijisl BETEpUHAPHOIO IPUMEHEHNS JOKYMEHTOB, IOATBEPKAAIOIINX YIIJIATy FOCY1apCTBEHHON
[OLUIMHBI U YKA3aHHBIX B IIYHKTE 7 YacTU 2 HACTOSILEN CTaTbU, CBEICHUHN O JIMLEH3UAX, YKA3aHHBIX B
nyHktax 1 u 2 wyactu 3 HacTosAUled CTaTbM, a TaKXKe BbIJABAEMBIX (IIPEIOCTABIISIEMBIX)
YIOJHOMOYEHHBIMU (hefiepaJbHbIMU OpPraHaMU HCIOJHUTEIBHON BIAcTH JOKYMEHTOB (CBEIEHUH),
yKa3aHHBIX B TyHKTe 2.1 dYacT 3 HACTOSIIEH CTaThH, YIOJHOMOYCHHBIN QeaepalbHbIii opraH
WCTMIONHUTENLHON  BIACTH  3ampalinBaeT  yKa3aHHbIE JOKYMEHTHl (CBEelIEHHUs)) B  MOpsIKe
MEXBEJOMCTBEHHOT'O MH()OPMAIIMIOHHOTO B3aUMO/ICHCTBUSI.

(dactp 6 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

7. He nmomyckaeTrcs WCIONb30BaHHE B KOMMEPUECKHUX IeNsiX HHpOpMaluu O pe3yibTaTrax
JOKJIMHUYECKUX  HMCCIEIOBAHUM  JIGKAPCTBEHHBIX CPEACTB M KIMHUYECKUX  HCCIEAOBAHUI
JIEKAPCTBEHHBIX TMpEnapaToB JUIsi BETEPUHAPHOTO IMPUMEHEHHUS, NPEJICTABICHHON 3asBUTENEM st
rOCyJJapCTBEHHOM PErucTpalvy JICKapCTBEHHBIX MPENapaToB, 0€3 €ro coryiacusi B TEUCHHUE MIECTH JIET C
JaThl TOCYJApCTBEHHOW pErHUCTpaluu pPePEepeHTHOrO JIEKApCTBEHHOTO IMpemapara B Poccuiickoit
denepanuu.

8. Jlep>kaTenb WM BiaJesel] perTUCTPallMOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOTO MpemnapaTa Jis
BETEPUHAPHOTO MPUMEHEHUS MPEICTABISICT B YIIOJTHOMOUYCHHBIH (eiepaibHbII OpraH UCTIOTHUTEIHHON
BJIACTH OTYET MO pe3yibTaraM (hapMaKoHaI30pa OAMH pa3 B IIECTh MECALIEB B TCUYCHUE JBYX JIET MOCIE
FOCY/JApCTBEHHOW PETHCTPALMU JIEKApCTBEHHOro mnpenapata B Poccuiickoit ®enepauuu, 3aTemM
€XETOTHO B TCUCHHUE MOCIICAYIONIUX TPEX JIET U B TAJIbHEHIIIEM OJIUH pa3 B TPH TOJa.

(dactp 8 BBenena denepanbHbiM 3aK0HOM OT 02.08.2019 N 297-D3)

Cratba 18. YTpatuna cuny ¢ 1 ceHtabpa 2024 ropa. - PepgepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

Cratbsa 19. anHHTVIe peweHnsAa O Bblaa4de IKCNepTHOMY y4peXxaeHuro 3agaHus Ha
npoBeageHune 3KCnepTu3bl neKapcTtBeHHOro cpeancTBea

(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B TeueHue uerplpex pabouuMx JHEH cO JHA HOPUHATHSA 3aBJIEHUS O TOCYJAapCTBEHHON
pErucTpanyy JEKapCTBEHHOIO Ipernapara WIM 3asBICHUS O NPU3HAHWM JIEKapCTBEHHOI'O Ipernapara
ophaHHBIM JIEKAPCTBEHHBIM IIPENapaToM COOTBETCTBYIOIIMHA YIOJIHOMOYEHHBIH (enepanbHblii opraH
WCTIOJHUTEJIBHOM BJIACTH MPOBOAMUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBHOCTH O0(OPMIICHUS
IIPE/ICTABICHHBIX JTOKYMEHTOB PETHUCTPALlMOHHOIO JOChE Ha JIEKAPCTBEHHBINM IpenapaTr U MPUHUMAET
peuieHue o Bblade 3aJaHusl Ha IIPOBEICHUE:

(B pen. @enepanbHbix 3ak0HOB 0T 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

1) OKCIICPTU3BI HJOKYMCHTOB, NPCACTABICHHBIX IJId ONPECACICHUA BO3MOXKXHOCTH pacCMaTpUBAThH
JIEKapCTBEHHBIM Ipenapar il MEJUIMHCKOTO NMPHMEHEHHUS B KadecTBE Op(aHHOTO JIEKapCTBEHHOT'O
npenapara;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

2 - 3) yrpatuiu cuity ¢ 1 ssuBaps 2026 rona. - @enepaibhblil 3akoH oT 30.01.2024 N 1-D3;

4) osKcnepTu3bl JIEKapCTBEHHOIO CpEACTBA B OTHOUIEHHM JIEKAPCTBEHHOTO IIpernapara s
BETEPUHAPHOTO MPUMEHEHHS.

2. YnoaHOMOYEHHBIN (enepaibHblii OpraH HWCIOJHHUTEIBHOW BIIACTH HAIPAaBISCT B JIMYHBINA
KaOWHET SKCIEPTHOIO YUPEKICHHs B €IMHON CHCTeMe MOIIMUCAHHOE YCHUIICHHON KBATH()HUIIMPOBAHHON
3JIEKTPOHHOW MOJANUCHIO 33JJaHUE Ha MPOBEACHUE IKCIEPTHU3, MPETyCMOTPEHHBIX YacThio | HacTosiei
CTaThbW, B JIMYHBIA KaOWHET 3asBUTENs] B EAWHOM CHCTEME - TIOJIUCAHHOE YCHJICHHOMN
KBUTH()UIIMPOBAHHOHN 3JICKTPOHHON TOITUCHIO YBEOMIICHUE O MPUHATOM PEIICHUH O BbIJIa4e 3aJIaHus
Ha TPOBEJACHUE OKCIEPTHU3, TNPEIYCMOTPEHHBIX YacThi0 | HACTOSIIEH CTaThM, W B Ciy4ae
HeoOXOUMOCTH O BblFaue paspeunieHuss Ha BBO3 B Poccuiickyro denepainio KOHKPETHOW MapTUH,
CEpUU 3apErUCTPUPOBAHHBIX U (MJIM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB WM 00 OTKa3e B
MPOBEACHUM TAKUX SKCIEPTHU3 C YKA3aHUEM NPUUUH OTKa3a.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(uacts 2 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

3. B cnyuyae BBIBICHMS OTCYTCTBHMS HJIM HEIOCTOBEPHOCTHM WH(OpMAalUHU, coAepxalieics B
MPEJCTABIICHHBIX 3asSBUTENIEM JOKYMEHTaX, YIOJHOMOUYEHHBIH (penepanbHblii OpraH MCIOTHUTEIHHON
BJIACTH HAIIPaBJISIET 3asIBUTEIO MMOCPECTBOM €JMHOIO MOpTaia WM B €ro JUYHbIA KaOMHET B €JUHON
CUCTeME 3ampoc 00 YTOYHEHHMM 3TOM HH(pOpMAIMH, MOAMHCAHHBIN YCHUICHHON KBaJIM(UUIHMPOBAHHON
JIEKTPOHHOMN IMOJANUCHIO (ajnee - 3anpoc YHOJIHOMOYEHHOro (eepallbHOI0 OpraHa MCIOJHUTEIbHON
BJIACTH).

(gacts 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. 3agBuTens o005f3aH HANpPaBUTh IOCPEACTBOM €IMHOIO IMOpTaja B  YIOJIHOMOYEHHBIN
denepanbHBIE  OpraH WCIOJHUTENFHOW BIACTH WJIM B JUYHBIA KAaOWHET YIOJIHOMOYEHHOTO
(dbenepaslbHOTO OpraHa WCIOJTHUTEIBHOW BIACTH B E€IUHOM CHCTEME TIIOJIUCAHHBIN YCHUJICHHOMN
KBAJIM(HUIUPOBAHHON 3JIEKTPOHHOW MOANMUCHI0 OTBET HA 3alpoC YINOJHOMOYEHHOro (eaepanbHOro
OopraHa HCIOJIHUTEIbHON BJIACTH B CPOK, HE MPEBBIIAIOLIMM JeBSIHOCTA pabouyMx JAHEH co JHS
MOJyYeHHUs YIOJIHOMOYEHHBIM (ellepajbHbIM OPraHOM HCIHOJHHUTENbHOM BJIACTH 3JIEKTPOHHOTO
YBEAOMJIEHHS O TIOJYYEHHUM 3asBUTENEM JaHHOro 3ampoca. Cpok, ykasaHHbIM B 4acTu | Hacrosiuein
CTaTbM, NMPUOCTAHABIMBAETCS CO JIHA HANpaBJIEHUS MOCPEICTBOM E€IMHOIO MOopTaja WM B JIMYHBIN
KaOuMHeT 3asBUTENS B €AMHOM CHCTEME 3alpoca YIOJIHOMOYEHHOro (enepalbHOrO OpraHa
WCIIOJIHUTEJIBHOM BJIACTU O JHSA HAIPABIICHUS 3asABUTEIEM IOCPEICTBOM €IMHOrO IOpTajga Wi B
JUYHBIA KaOWHET YMOJIHOMOYEHHOro (heAepalbHOrO0 OpraHa MWCHOJHHUTENbHOM BIacTH B €IUHOMN
cucteMe oTBeTa. B cilyuae, eciu OT MMEHM 3asiBUTENS JACHCTBYET €ro MpeAcTaBUTeNb ((pu3nueckoe
JUI0), YIOJHOMOYEHHBIH JEHCTBOBaTh OT HMEHHU 3asBHUTEISl Ha OCHOBAaHMM JOBEPEHHOCTH B
AJIEKTPOHHON (hopMe B MAlIMHOYMTAEMOM BHJE, OTBET HA 3alPOC MOXET OBITh MOJMUCAH YCHICHHON
KBIN(UIIMPOBAHHOMN 3JIEKTPOHHOM MOJMUCKHIO MO0 YCUIIEHHOW HEKBATU(UIIMPOBAHHON AIEKTPOHHON
MOAIHCHIO.

(B pen. ®eaepanbHbix 3aKk0HOB OT 30.01.2024 N 1-®3, o1 31.07.2025 N 304-D3)

5. OcHOBaHMEM JJis OTKa3a B OpraHU3ALMK 3KCIEPTHU3, IPEIYCMOTPEHHBIX YacThio | HacTosen
CTaThH, SIBIISICTCS TIPEACTABICHUE HEOOXOAMMBIX [UIsl TMPOBEACHUS MPEIyCMOTPEHHBIX JKCIEPTH3
JIOKyMEHTOB B HETIOJHOM 00bE€ME WIIM HETIPECTABICHUE 3asIBUTEIEM B YCTAaHOBJIEHHBIN CPOK OTBETa Ha
3arpoc yHoJHOMOYEHHOTo (efiepabHOro OpraHa HCIOJIHUTEIbHOW BIIACTH, a TakXKe IpeJCTaBICHUE
JIOKYMEHTOB, HE COJIEPKalX MCUYEPIBIBAIOIIETO MepeUHs HEOOXOJUMBIX CBEICHUM.

6. Ilpn oTka3e B OpraHM3alMM AKCHEPTU3BI, IPEAYCMOTPEHHON MyHKTOM 4 yacTu | HacTtosmen
CTaTbH, TOKYMEHTHI, BXOAIINE B COCTAB PETHCTPALIMOHHOIO JI0ChE Ha JIEKApCTBEHHBIN Mpenapar st
BETEPUHAPHOTO TPHMEHEHHs, MOTYT OBITh BO3BPALICHbI 3asBUTEII0 HA OCHOBAaHUHM €ro 3ampoca,
MOJINIMCAHHOTO  YCWJIEHHOW KBaJU(HUIIMPOBAHHOW SJEKTPOHHOW TOANUCHI0 W  HAIMPaBICHHOTO
MOCPEACTBOM €JMHOIO MOopTaja B YIIOJIHOMOUYEHHBIN (heepanbHblid OpraH UCIIOIHUTEILHON BIACTH WK
JUYHBIA KaOMHET YMOJIHOMOYEHHOro (heAepalbHOrO OpraHa MWCIHOJHMUTENbHOM BIacTH B €IUHOMN
cucTeMe, B TEUYeHUEe TpHALUATH pabouyux AHEH CO AHA NMPUHATUS YHNOJHOMOYEHHBIM (eaepanbHbIM
OpPraHoM HCIIOJIHUTENBHOW BJIACTH pELIeHHs 00 OTKa3e B OpraHU3alMM TakoW HSKCIEPTU3HI.
YTOTHOMOYEHHBIH (eepaibHblii OpraH UCIOJHUTEIFHONW BIACTH BO3BpAILACT 3aSBUTENIO YKa3aHHbBIC
JOKYMEHTHl B TEUYCHHE JECATH padOYMX JOHEH €O IHS TOJYYCHHsS COOTBETCTBYIOLIETO 3arpoca
3asBUTeNs. B cimyuae, eciiM OoT MMEHM 3asiBUTENs JACUCTBYET €ro MpeicTaBUTeNb ((pusmueckoe JUIO),
YIOJTHOMOYEHHBIM JEMCTBOBATh OT MMEHM 3asBHUTEIS HAa OCHOBAaHMM JOBEPEHHOCTH B IJIEKTPOHHOMU
¢opMe B MAIIMHOYMTAEMOM BHUJE, 3aIIPOC MOXKET OBITh MOJANHMCAH YCHJICHHOM KBaJIM(UIIMPOBAHHOM
3JIEKTPOHHOMN MOAMHUCKIO JIMO0 YCUIIEHHONW HEeKBANU(DUIIUPOBAHHOM 3IE€KTPOHHON TOJIHCHIO.

(uactb 6 BBeneHna degepanbubiM 3akoHoM OT 02.08.2019 N 297-D3; B pen. DenepalibHbIX 3aKOHOB OT
30.01.2024 N _1-@3, ot 31.07.2025 N 304-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

Ctatbs 20. 3kcnepTusa [AOKYMEHTOB, MNpeAcCTaBMEeHHbIX Ans onpepgerneHus
BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEeHHbIM npenapaT Ans  MeAULMHCKOro
npuMeHeHUs B KayecTBe opd)aHHOro JieKapCTBEHHOro npenapara

(B pen. @enepansuoro 3akona ot 30.01.2024 N 1-D3)

1. Ilponenypa omnpeneneHus BO3MOXHOCTHM paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar Uit
MEIULMHCKOTO MPUMEHEHHsI B KayecTBe Op(aHHOIrO JIEKApCTBEHHOTO Mpenapara MOXET MPOBOAUTHCS
KaK B OTHOLIECHHM JIEKapCTBEHHOI'O Mpemnapara, 3aperucCTPUPOBAHHOTO B COOTBETCTBUU C HACTOSILIUM
@denepalibHBIM 3aKOHOM JIMOO B COOTBETCTBMM C aKTaMHM, cocTaBistomumu mpaBo Coro3a, Tak U B
OTHOIIECHUN HE3apETHCTPUPOBAHHOIO  JIEKAPCTBEHHOI'O IIpemapaTta. OKCHEPTH3a  JIOKyMEHTOB,
IIPECTABICHHBIX MU ONPENEIICHNUs BO3MOXHOCTU pacCMaTpuBaTh JIEKAPCTBEHHBINM Ipernapar ajs
MEIMLMHCKOTO TPHUMEHEHHs B KadecTBe Op(aHHOTO JIEKapCTBEHHOIO IIpenapaTta, COCTaBJICHUE
KOMHUCCHEN DJKCHEPTOB 3aKJIIOUEHUS O BO3MOXKHOCTM WM HEBO3MOYKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Mpenapar A MEAMIIMHCKOrO NMPUMEHEHMs] B KayecTBe Op(paHHOTO JIEKapCTBEHHOIO
mpernapaTa W HampaBieHHE B JIMYHBIH KaOMHET YIOJHOMOYEHHOro (efepaibHOro OpraHa
UCIIOJIHUTEJIBHON BJIACTH B €JMHOI CHCTEME JaHHOT'O 3aKJIKYEHUs B (OpMeE JIEKTPOHHOTO JOKYMEHTa,
MOJITMCAHHOTO YCUJICHHOHN KBaNU(UIIMPOBAHHOM 3JE€KTPOHHOM MOAMUCHIO, OCYLIECTBIISIOTCS B CPOK, HE
NPEBBILIAIONINKA TPUALATH PAa0OYMX THEH CO JHS HampaBieHHUsS B JIMYHBIA KaOWHET 3KCIEPTHOTO
YUPEKACHUSI B €AMHOM CHCTEME 3aJaHMs YIOJHOMOUYEHHOTO (e/epaibHOTO OpraHa MCIOJHUTEIHHON
BJIACTH U CJIEIYIOIIMUX JOKYMEHTOB U CBEICHMA:

1) 3asBIeHNE O MPU3HAHUHU JIEKAPCTBEHHOTO MpernapaTa opdaHHbIM JEKapCTBEHHBIM MPenapaToM,
COCTaBJIEHHOE 10 (OpMe, YTBEPKAECHHON YIIOJIHOMOUYEHHBIM (pe/iepaibHbIM OPIraHOM HCIOIHHUTEIbHOM
BJIACTH, MOJMMCAHHOE YCUJIEHHOM KBanU(DUIUPOBAHHOHN 3JEKTPOHHON MOJMMCHIO YHOIHOMOYEHHOTO
NpPEJCTaBUTENS  IOPUIUYECKOro  JIMIA, JIGHCTBYIOIIETO B  COOCTBEHHBIX  HHTepecax WU
YIOJIHOMOYEHHOTI'O IPEACTaBIATh HHTEPECHI APYrOro OPUANIECKOro JIUIA;

2) xomMusi [JOKYMEHTa Ha pPYCCKOM SI3bIK€, 3aBEPEHHOr0 B YCTAHOBJIEHHOM MOpSJAKE U
MOATBEPKIAOIIET0 MPAaBOMOYHOCTh 3asBUTENS IMOAAaBaTh 3asBJICHHE O NPU3HAHUU JIEKAPCTBEHHOI'O
npemnapaTa opQpaHHbIM JIEKAPCTBEHHBIM IIpenapaToM (IIpu He0OXOTUMOCTH );

3) obGocHoBaHue Op¢aHHOCTH 3a00JieBaHMs, HE OTHECEHHOIO B COOTBETCTBHM ¢ DenepaabHbIM
3akoHOM OT 21 Hos0pst 2011 roma N 323-®3 "OO ocHOBax OXpaHbl 3/I0pOBbs I'paxkJaH B Poccuiickoit
Qeneparun” Kk peakuMm (opdaHHbIM) 3a00/€BaHHMSIM, B TOM 4HCIE MOApoOHas HWHPOpManus o
JUAarHOCTHUKE, MPO(PUIAKTUKE WU JIEYEHUH TaKOTO 3a00JIeBaHuS;

4) yTBepXkKJIeHHas MHCTPYKIMS MO MEAMIMHCKOMY MPHMEHEHHIO JIEKapCTBEHHOrO IIpernapara,
3aperUCTPUPOBAHHOTO B COOTBETCTBMM C HacTtosmuM DenepalbHbIM 3aKOHOM, WIM 00mIas
XapaKTEePUCTUKA JIEKAPCTBEHHOI'O IIperapara, 3aperHCTPUPOBAHHOIO B COOTBETCTBUM C AaKTaMHU,
cocTapisironMu ipaBo Coro3a (Ipu HAJTMYUK);

5) MHCTPYKLHS MO MEIUIMHCKOMY NPUMEHEHMIO MIIM KpaTKas XapaKTepUCTHUKa JIEKapCTBEHHOTO
npenapara, yTBEp>KICHHbIE B CTPAHE MPOU3BOAUTENS (IPH HATTMYHH);

6) KOIMM JIOKyMEHTOB, 3aBEPEHHBIX B YCTAHOBJIIEHHOM TMOpPSJAKE M TOATBEPKAAOIMHUX (PaKT
perucTpanuy JIEKapcTBEHHOI'O IIpernapara B HMHOCTPAHHBIX IOCYJapcTBaX B KadyecTBe Op(aHHOIO
JIEKapCTBEHHOTO Npemnapara (Mpu HaTUYUH);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

7) MPOEKT XapaKTEePUCTHKH HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOI'O Ipernapara, CoAepKallero
CIIEQYIOIINE MUHUMAJbHBIE CBEACHHS O HE3aPETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpemnapare
(momyckaercs IpelCTaBICHHE IPOEKTAa XapaKTEPUCTUKH HE3aperMCTPUPOBAHHOTO JIEKAPCTBEHHOI'O
Ipernapara, COCTaBJIIEHHOTO B COOTBETCTBUU C JOCTYNHBIMHU JaHHBIMU I10 MPOBEACHHBIM KIMHUYECKUM
HCCIIEIOBAaHUSAM JIEKAPCTBEHHOTO TMpenapara U JOKIMHUYECKHM HCCIEAOBAHUSAM JIEKaPCTBEHHOTO
CpeACcTBa Ha MOMEHT IOJAauyd 3asBJIECHUS O MPU3HAHUM JIEKAPCTBEHHOIO IIpernapara OpQaHHbIM
JIEKapCTBEHHBIM IIPETapaToM):

a) HaMMEHOBAHME JIEKAPCTBEHHOI'O TpemnapaTa (MEXAyHapoJIHOE HEMaTeHTOBAaHHOE, WU
IPyIIMPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) mekapctBeHHas ¢opMa C yKa3aHHEeM HaWMEHOBAaHMH M KOJIMYECTBEHHOTO COCTaBa
JIEHCTBYIONINX BEIMIECTB M KAa4€CTBEHHOTO COCTaBa BCIIOMOTATENbHBIX BEIIECTB (ITPH HEOOXOIUMOCTH
KOJIMUYECTBEHHOT'0 COCTaBa BCIIOMOTaTEIbHBIX BEILIECTB);

B) dpapMakoguHaAMUKa U (apMaKOKMHETHKA;
I') OKa3aHUA JJ1s IPUMEHEHUS;
1) IPOTHBOIOKA3aHUA JJIs1 TIPUMEHEHUS;

e) BO3MOXHEIE TOOOYHEIE I[CflCTBI/I?I U HCEXKCIATCIBbHBIC PpCaKun IIpu HOPHUMCHCHUU
JICKApCTBCHHOTO IMperapara JJIid MEAUIUHCKOI0 IPUMCHCHUSA

’K) HAMMEHOBAaHUS M aJpeca IMPOU3BOACTBEHHBIX IUIOMIAJ0K MPOU3BOAMUTENS JIEKAPCTBEHHOTO
npernapara;

3) CBeIeHHS O pa3paboTYHKE JIEKAPCTBEHHOTO CPEJCTBA (IepKaTene perucTpanruoHHOTO
YAOCTOBEPEHUS);

8) cBemeHHMsT O TEKYIIeM CTaTyce pa3pabOTKH HE3aperUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
mpernapara, a Takke TUIaH ero pa3paboTKH,

9) 0630pBI JOKINHHUYCCKHUX I/ICCJ'ICI[OBaHI/Iﬁ JCKApCTBEHHBIX CPCACTB MU  KIMHHUYCCKHUX
HCCcleI0BaHu M HE3apCTUCTPUPOBAHHOI'O JICKAPCTBCHHOI'O IIpCliapaTa, AOCTYIHBIC Ha [ACHbL I10Ja4U
3asABJICHHAA,

10) oTueThl O NHPOBEACHHBIX JOKIMHUYECKHX HCCIEAOBAHUSAX JIEKAPCTBEHHOTO CpEICTBA U
KIIMHUYECKUX UCCIIEOBAaHUSAX HE3aPETUCTPUPOBAHHOTO JICKAPCTBEHHOTO TIpenapara (IIpy HAIUYUN );

11) pekBU3UTHI JOKYMEHTA, TOATBEPKAAIOIIET0 YIIaTy rOCyAapCTBEHHON MOLUIHHBI.

2. B cnydae HEZOCTaTOYHOCTH MPEACTABICHHBIX MATEPUATIOB B LEJISIX IPOBEICHUS SKCIEPTU3BI
JUISL  ONpEAENIeHUs] BO3MOXXHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM INpernapar uisi MEIUIMHCKOTO
MIPUMEHEHUS B KadecTBe Op(haHHOTO JIEKaPCTBEHHOTO Mpernapara 3KCIEPTHOE yUPEKISHUE HAIMPABIISIET
B JINYHBIN KAOWHET 3asBHUTENS B €IUHOW CHCTEME 3aIpocC O MPEACTABICHUN HEOOXOAMMBIX MAaTEPHAIIOB,
MOAMMUCAHHBIM  pyKoBoJuTENEeM  (YIOJTHOMOYEHHBIM  JIMIIOM)  OJKCIEPTHOTO  YUPEXKACHHS C
WCIIOIb30BAaHUEM YCHJIGHHOW KBaTU(UIIMPOBAHHON JJICKTPOHHOW TMOJMUCH. 3asBHUTENb 00s3aH
HAMpPaBUTh B JTUYHBIN KaOMHET SKCHEPTHOTO YUPEKICHHUS B €IMHOM cHCTeMe MOANUCAHHBIN yCUICHHON
KBAIM(UIIMPOBAHHON AJIEKTPOHHOM TMOAMUCHIO OTBET Ha 3alpoc B CPOK, HE TMPEBHINIAIOIINN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

mMECTUACCATH pa60q1/1x I[Heﬁ CO [JHI TOJYUYCHHUA SKCICPTHBIM YUPCKIACHHUEM DJJICKTPOHHOI'O
YBCAOMIICHHUA O IIOJIYYCHHHU 3asABUTCIICM 3allpoca. CpOK, YKa3aHHLIﬁ B 4Jactu 1 HaCTOHH_Ieﬁ CTaThbu,
IMPpUOCTAHABIMUBACTCA CO AHA HAIPaBJICHUA 3asABUTCIIIO B €TI0 JINYHBIA KaOWMHET B GHHHOﬁ CHUCTCMC
3arpoca 3KCIIECPTHOro yUYpCKACHUA 10 AHA HAIIPABJIICHHA 3asBUTCIIEM B JINYHBIN KaOWHET OKCIICPTHOI'O
YUPCIKOACHUA B elII/IHOI\/'I CUCTEMEC OTBCTAa Ha 3alpoC W HE YUUTBIBACTCA IPU HCUYHUCICHHUH CpOKa
IIPOBCACHUA OKCIICPTUI3BI JAOKYMCHTOB, MMPEACTABIICHHBIX JJIA OIpECACIICHUA BO3MOXXHOCTH
paccMaTpuBaTh HeKapCTBeHHBIfI npenapar sl MCAUIOHUHCKOIO IMPUMCEHCHUA B KadCCTBC Opq)aHHOFO
JICKApCTBCHHOT'O IIperiapara.

3. B cpok, He mpeBbIIIAIOMUN NATH pabo4Mx AHEW CO JHS HANpaBICHHUS B JIMYHBIA KaOMHET
YIIOJIHOMOYEHHOTO (he/IepalIbHOTO OpraHa HCIIOJHHUTEIBHON BIACTH B €JMHON CHCTEME 3aKIIOYCHHS,
YKa3aHHOTO B 4acTu | HacToslell cTaThbd, YNOJHOMOYEHHBIN (eaepanbHbIl OpraH MUCHOIHUTEIbHOM
BJIACTH OCYLIECTBIIIET OLEHKY 3aKJIIOYEHHUs I OIpPENEICHHs €ro COOTBETCTBHsA 3aJaHUI0 Ha
MIPOBEICHUE HKCIEPTU3bI U HAIPABJISIET B JIMUHBIM KaOWHET 3asBUTENS B €MHOM cUcTeMe MOANKUCAaHHOE
YCUJICHHOM KBaJIM(UIIMPOBAHHOM 3JIEKTPOHHON MOJMKMCHIO YBEJIOMIIEHHE O pe3yJsibTaTax MpPOBEICHHOMN
HKCHEPTHU3BI C MPUIOKESHUEM KOMTUH HKCIEPTHOTO 3aKII0UEHHS (C COXpaHEeHHEM KOH(UACHIIUATILHOCTH
nH(pOpPMalLlMU O COCTaBE KOMHUCCHUHU 3KCIEPTOB) U BO3MOXHOCTU MJIM HEBO3MOXHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Mpenapar A MEAMIIMHCKOro NMPUMEHEHHs] B KadecTBe OphaHHOTO JIEKapCTBEHHOIO
pernapara.

Cratba 21. YTpatuna cuny ¢ 1 ceHta6pa 2024 ropa. - PepgepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

Cratba 22. Ytpatuna cuny ¢ 1 uona 2015 ropa. - ®epepanbHbIi 3aKOH OT
22.12.2014 N 429-®3.

Ctatbsa 23. 3KkcnepTu3a KayecTBa JleKapCTBEHHOro cpeacTBa M 3IKcnepTu3a
OTHOLUEHUSI OXMAAeMOMW NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs NeKapCTBeHHOro
npenapara onsa MeguUUHCKOro NnpuMeHeHus

(B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

1. DkcnepTr3a KauecTBa JIGKAPCTBEHHOT'O CPEJICTBA U DKCIIEPTHU3a OTHOILCHHS 0KUAaeMOHl 1OJIb3bI
K BO3MOXXHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IIpcIiapara Ajd MCIHUIHWHCKOIO INPHUMCHCHUA,
COCTaBJICHHE KOMHCCHSMHU SKCIIEPTOB 3aKIIOUEHHH IO pe3ysibTaTaM MpPOBEACHHBIX HKCHEPTH3 H
HaITpaBJICHHUE 3TUX SaKHIO‘IeHHﬁ, MOANMUCAHHBIX YCHUJIICHHBIMU KBaJ'II/I(i)I/IHI/IpOBaHHBIMI/I OJICKTPOHHBIMHA
HOJNUCSMH, B JINYHBIA KaOMHET YIMOJIHOMOYEHHOTO (heaepaabHOro opraHa MCIOJHUTEIBHONW BIACTH B
eIMHOI CHCTEME OCYIIECTBIAIOTCS B CPOK, HE NPEBBIMIAIOMINN CTa JECATH padoumMx AHEH co IHS
HampaBJICHUsl B JIMUHBIA KaOMHET SKCIEPTHOTO YUPEKICHUS B €IUHOM CHCTEME COOTBETCTBYIOLIETO
3aJaHusg  YIIOJHOMOYEHHOTO (e/lepalbHOTO OpraHa MCIOJHUTEIbHON BIACTH M HEOOXOAUMBIX
AOKYMCHTOB.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynprantlntoc: mpumedyanue.

ITo 3asBnenuto, noganHomy B MunzapaB Poccun 1o 11.04.2022, npyu HEBO3MOKHOCTH MPOBEACHUS
AKCIIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB B SKCHEPTHOM YUPEKICHUU, JOIMYCKAETCS €€
MPOBEJICHUE TIOCPEJCTBOM JTUCTAHIIMOHHOTO B3aUMOJCUCTBUS, MOPSAOK U (OPMBI KOTOPOTO
OTPENIETISIOTCS. DKCIEPTHBIM YUPEKIEHUEM MO corjiacoBaHuio ¢ 3asButessiMu ([loctaHoBlieHMe
[TpaButensctBa PO ot 05.04.2022 N 593).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

2. B TedeHue AEBSIHOCTA JHEH CO JHS TMOJyYEHHs YIOJHOMOYEHHBIM (peepanbHbIM OpPraHOM
WCTIOJTHUTENILHON BIACTH YBEJIOMIICHHUS B DJICKTPOHHOU (hOpMe O MONTYYCHHH 3asBHUTEIIEM PEIICHUS O
MIPOBEJICHUH IKCIIEPTHU3, TPETYCMOTPEHHBIX YacThi0 | HACTOSIIEH CTaThH, 3asBUTEIH MPEICTABISCT B
IKCIIEPTHOE YUPEXKICHUE JIJISl MPOBEACHUS IKCIEPTU3Bl KAa4eCcTBa JICKAPCTBEHHOTO CPEJICTBA OOpPAa3IlhI
JICKapCTBCHHOTO TIperapara Uil MEIUIUHCKOTO TNPUMEHEHHS, MPOU3BEICHHOTO B COOTBETCTBUHU C
TPeOOBAaHUSAMH OIBITHO-IIPOMBIIUICHHOTO W (MJIM) IPOMBIIUICHHOTO PErJIaMEHTOB, YTBEPKICHHBIX
PYKOBOJIUTENIEM TPOU3BOAUTEINS JIGKAPCTBEHHBIX CPEICTB, & TAKXKE B COOTBETCTBYIOIIMX CIy4asx
oOpa3iel  (papmarieBTUUECKONW CyOCTaHIIMKM, TECT-IITaMMa MHUKPOOPTAaHU3MOB, KYJIbTYphl KIETOK,
00pasIibl BEIIECTB, IPUMEHSIEMBIX ISl KOHTPOJIS KaueCTBa JICKApPCTBEHHOTO CPEICTBA MTyTEM CPaBHEHUS
C HUMH HCCJICIyeMOro JICKapCTBEHHOTO CpEICTBA, CIeNU(DUUYSCKUE pPeareHThl, HEOOXOJUMBIC IS
MIPOBEJICHUST MCIBITAHUH 00pa3lloB JICKAPCTBCHHBIX IMPENapaTroB, B KOJUYECTBAX, HEOOXOIMMBIX IS
BOCIIPOU3BEICHUS METOI0B KOHTPOJIS Ka4eCTBa.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3. Ilpu momy4yeHun oOpa3lOB JIEKAPCTBEHHOTO Mpernapara W (apMaleBTHUECKOW CyOCTaHLIUU
OKCIICPTHOC YUPCIKACHUC HAIIPABJIACT B JINYHBINA KaOHMHET 3asBUTEIA B CI[I/IHOI\/JI CUCTCMC YBCAOMIICHUC,
MOJTBEPIKAAIOIIEe MOTyUeHNE YKa3aHHBIX 00pa3IoB.

(uacts 3 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. Yka3aHHbIM B 4acTu 2 HAcTOSILEH CTaTbu CPOK JUIs MPEACTaBIECHUS 3asBUTEIEM 00pa3loB
JIEKapCTBEHHOTO Ipemnapara U (hapMaleBTHUECKOW CyOCTaHIIMKM HE BKJIIOYAETCS B CPOK IMPOBEAEHUS
9KCIIEPTU3, IPEAYCMOTPEHHBIX YACThIO | HACTOSIIEN CTaTbH.

(uactp 4 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5. ¥YTpartun cuny. - @eaepanbubiii 3akoH oT 30.01.2024 N 1-03.

Koncynprantlntoc: npumedanue.

[Tonoxxenus ct. 24 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBIE€HUs TOC. YCIYT IpU
oOpallleHnu JIEKapCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOIO IPHUMEHEHUsS! IOCPEICTBOM EJIMHOTO
noptana, onpumenstores ¢ 01.01.2026.

Ctatba 24. JKcnepTu3a KayecTBa JleKapCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLUEHUA OXUAaeMOMW MOJSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA FeKapCTBEHHOro
npenapara Ans BeTepMHapHOro NnpMMmeHeHus

1. DkcnepTu3a KayecTBa JIEKaPCTBEHHOTO CPEICTBA M KCIIEPTH3a OTHOILICHUS 0KUIAEMOU MOJIb3bI
K BO3MOXHOMY pPUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IIpCriapaTta jid BETCPUHAPHOTO NPHUMCHCHUA,
COCTABJICHME KOMHCCHSIMH DKCIEPTOB 3aKIIOYEHUH TIO0 pE3yJbTaTaM yKa3aHHBIX JKCIEPTH3 U
HalpaBJieHHE TaKWX 3aKIIOUYCHUA B AJIEKTPOHHOW (OpMe B YIOJIHOMOYECHHBINH (heaepalibHbIi OopraH
WCIIOJTHUTENILHON BJIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBBHIMIAIOMIMNA CTa pabodyux AHEW co IHS
MOJTy4EHUsI OKCIEPTHBIM YUpPEXKICHHEM B DIEKTPOHHON ¢dopMe 3alaHus YHOTHOMOYEHHOTO
(denepanbHOrO OpraHa HMCIOJHUTEIHHONW BIACTH C JOKYMEHTaMH, YKa3aHHBIMH B 4acTu 3 cratbu 17
HacTosuero denepaibHOTO 3aKOHA.
(B pen. @enepanbhbix 3ak0oHOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-93, ot 30.01.2024 N
1-®3, o1 31.07.2025 N 304-D3)

2. B Tteuenuwe Tpuanatd pabouux IHEH CO IHS MOJYYEHHs YIMOJIHOMOYEHHBIM (eaepaibHbIM
OpraHOM HCIIOJTHHUTEIBHOW BIACTH YBEAOMJICHHS B DSJICKTPOHHOW (hopMe O TMONYYCHUU 3asIBUTEIEM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

pelleH sl O TIPOBEICHUH YKa3aHHBIX B 4acTU | HACTOSIICH CTaThU DKCIIEPTH3 3asBUTEIb MPEICTABISICT B
AKCIIEPTHOE YUPEXKACHUE JJIsl MPOBEACHUS IKCIEPTU3bl KaueCcTBa JIGKAPCTBEHHOTO CPEJICTBA OOpPa3Ilbl
JIEKapCTBEHHOTO TMpemnapara JUisi BETEPUHAPHOTO MPUMEHEHUS, MPOU3BEICHHOTO B COOTBETCTBUU C
Tpe60BaHI/I$IMI/I TEXHOJIOTHYCCKUX PCTIAaMCHTOB, YTBCPXKICHHBIX PYKOBOAUTCIEM JIIPOU3BOAUTECIIA
JICKApCTBEHHBIX CPCACTB, 4 TAKKC B COOTBCTCTBYIOIIHX CIy4dasdaX TECT-IITaMMbl MHKPOOPraHH3MOB,
KYJIBTYpBI KJIETOK, 00pasibl (hapManeBTUUECKOW CyOCTaHIIMU, 0Opa3ibl BEIIECTB, MPUMEHSEMBbIC IS
KOHTPOJISI KaYeCTBA JIEKAPCTBEHHOI'O CPEJICTBA, B KOJMUYECTBAX, HEOOXOMUMBIX IJIsi BOCIPOHM3BEICHUS
METOJIOB KOHTPOJIS KauecTBa.

(B pen. ®enepanbubix 3akoHOB 0T 02.08.2019 N 297-D3, ot 30.01.2024 N _1-D3)

3. Ilpu momydeHum oOpPa3IOB JIGKAPCTBEHHOTO Tpernapara U (papManeBTHYECKONW CyOCTaHIIUU
IKCIIEPTHOE YUPEKICHHE B JICHb MOJyYCHHUsT 00pa3IlOB HAMPABISET B JJICKTPOHHON (opMe 3asBHTEIIO
yBEJOMJICHHE, TIOJITBEP K IAIOIIee MMOTyYeHHE YKa3aHHbIX 00pa3IoB.

(uacts 3 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

4. Yka3aHHbIM B 4acTu 2 HAcTOSIIEH CTaTbu CPOK JUIs MPEACTABICHUS 3asBUTENEM 00pa3IoB
JICKapCTBEHHOTO Tpernapara ¥ (hapMaleBTHUECKOW CyOCTaHIIMM HE BKIIIOYACTCS B CPOK MPOBEACHUS
JKCIEPTHU3, PEYCMOTPEHHBIX YaCThIO | HACTOSIEN CTAThH.

(uacts 4 B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Yrparun cuity. - @eaepanbhbiil 3akoH ot 30.01.2024 N 1-®3.

CraTtba 25. [NloBTOpHOE NpoBeAeHne IKCNepTU3bl IeKapCTBEHHbIX CPeACTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B caywasx HeZOCTaTOYHOW OOOCHOBAHHOCTHM WJIM HEMOJHOTHI 3aKIIOYCHHUS KOMHUCCHU
JKCIEPTOB, HAJIMYMA B HEM NPOTUBOPEYMBBIX JAHHBIX, (QalbCU(PUKANNK BBIBOJOB SKCIEPTH3bI
JIEKapCTBEHHOT'O CPEJICTBA, COKPBHITUS OT YIOJHOMOYEHHOTro (hereparbHOro opraHa MCHOJHUTEIbHOM
BJIACTU OCHOBAaHUW [JIsi OTBOJA DOKCIEPTAa BCIEACTBHE €ro 3aMHTEPECOBAHHOCTH B pe3yJibTaTax
COOTBETCTBYIOIICH SKCHEPTHU3bI, HAJUYMS JaHHBIX O NPSIMOM JMOO KOCBEHHOM BMEIIATENILCTBE B
MPOIIECC COOTBETCTBYIOIICH SKCHEPTU3BI JIUIl, HE Y4YaCTBYIOIIMX B €€ MPOBEIACHUHU, HO OKa3aBIIUX
BIMSHUE Ha TPOIECC U Pe3yJbTaThl €€ TMPOBEICHHUS, YIOTHOMOYEHHBIM (enepanbHbIM OpraHOM
WCIIOTHUTEIIPHOW BJIACTH HAa3HAYaeTCsl TIOBTOpPHAs JKCIEpPTHU3a JICKAPCTBEHHOTO CpeACTBa W (HJIN)
ATUYECKast SKCIIepPTH3a.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. IloBTOpHAsA 3KCIEPTHU3a JIEKAPCTBEHHOI'O CPEACTBA IIPOBOAUTCS C y4ETOM pE3yJIbTaTOB paHee
MIPOBEJIEHHOW JKCIEPTU3bl B CPOK, YCTAHOBJIEHHBIH YIOJIHOMOYEHHBIM (heJepaabHbIM OpraHOM
WCIIOJIHUTENIbHOM BJIACTH M HE TMPEBBINAOMMN TpuAnaty padouyux JHEH cO JAHA MOJydeHUus
9KCHEPTHBIM YUPEXKIEHUEM B IMUHOM KaOUHETE B €AMHOM cUCTEME 3ajaHMsl Ha IPOBE/IEHUE IOBTOPHOM
9KCHEPTHU3bI JIEKAPCTBEHHOI'O CPE/ICTBA, MOAMMCAHHOTO YCHIEHHON KBAIM(UIIMPOBAHHOMN 3JIEKTPOHHOMN
MOJNUCHIO.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)

3. duHaHCOBOE OOECTICUCHWE BBITIOJHEHUS 3a/IaHUS Ha TPOBEICHUE IMOBTOPHOW 3KCIEPTHU3BI
JIEKApCTBEHHOTO CPEJICTBA HE OCYIIECTBIISIETCS.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

KoncynprantlIntoc: npumeyanue.
C 01.01.2026 ct. 26 He pacmpoCTpaHsSETCS Ha MPAaBOOTHOIICHUS, BOSHUKAIOIINE TPHU OOpaIICHUH
JIEKapCTBEHHBIX CPeNCTB sl MeauuHcKoro nmpumenenus (O3 ot 30.01.2024 N 1-D3).

CtaTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeaAcTB

1. YckopeHHas mponenypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENSIX TOCYJapCTBEHHOMN
perucTpanyy JIeKapCTBEHHBIX IMpEenapaToB IMPUMEHSETCS B OTHOLIEHHMM OP(AHHBIX JIEKAPCTBEHHBIX
IIpenaparoB, IEPBBIX TPEX JIEKAPCTBEHHBIX NIpENapaToB, perucTpupyeMsix B Pocculickon denepanuu B
Ka4yeCcTBE BOCIIPOMU3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEIHOCTh KOTOPBIX OIpEaesieTcs B
COOTBETCTBUM C HOMEPOM M JaTOM BXOJAUIMX 3asBICHUNM O TOCYJAapCTBEHHOM PpErucTparuu
JIEKapCTBEHHBIX IPENapaToB B PaMKax OJHOTO MEXKIyHAPOJHOTO HENAaTCHTOBAHHOIO HAaUMEHOBAHMS
JIEKapCTBEHHOI'O IIpernapara MW TPYNIHPOBOYHOIO HAMMEHOBAHMs JICKAPCTBEHHOIO IIperapara,
JIEKapCTBEHHBIX IIPENapaToB Uil BETEPUHAPHOIO IPUMEHEHUS, IPEIHA3HAYEHHBIX I JICYCHUS
JIOMAIIIHUX >KUBOTHBIX, ompeaeieHHbx PenepanbHbIM 3akoHOM OT 27 nexadbps 2018 roma N 498-D3
"O0 OTBETCTBEHHOM OOpameHHH C JKUBOTHBIMH W O BHECEHHH W3MEHEHHWH B OT/ICIIbHBIC
3aKoHoAaTenbHble akThl Poccuiickoil @enepanuu’, u 3aperucTpUPOBaHHBIX B KaUECTBE JIEKAPCTBEHHBIX
IIPENapaToB Il MEIULUHCKOIO IPUMEHEHMs, U JIEKaPCTBEHHBIX IIPENapaToB, NpeAHA3HAYCHHBIX
UCKIIIOYUTEIIBHO JUIsl IPUMEHEHMSI HECOBEPIIEHHOJIETHUMHY IPAKIAHAMH.

(B pen. @enepanbHbIX 3aK0HOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-®3)

2. YckopeHHas TMpolleaypa SKCHEpPTH3bl JIEKAPCTBEHHBIX CPEACTB B IENIAX TOCYAapCTBEHHOU
pEerucTpalny JIEKApCTBECHHBIX MPETapaToB HE MPUMEHSETCS B OTHOIIICHUH:

1) 6uoanaoroBsIx (OMOMOMOOHBIX) JICKAPCTBEHHBIX MTpenapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JIeKapCTBEHHBIX IPENapaToB (3a HMCKIOYEHHEM Op(aHHBIX JIEKapCTBEHHBIX
[IPEeraparoB);

Koncynsrantlntoc: npumeyanue.

Jo 31.12.2027 poccuiicKUM TNPOU3BOIUTENSIM JIEKAPCTBEHHBIX IPENapaToB AJii BETEPUHAPHOIO
MIPUMEHEHHUs pa3pelieHo M0/1aBaTh PErMCTPALMOHHOE J0Che M0 YCKOPEHHOU mponeaype 0e3 yuera
TpeboBanwmii 1. 3 4. 2 cT. 26 (HocTtanornenue IIpaButensctBa PO ot 12.03.2022 N 353).

3) BOCHpPOM3BEACHHBIX JICKAPCTBEHHBIX MpernapaToB (3a HUCKIIOYEHHEM TEPBBIX Tpex
peructpupyeMbix B Poccuiickoii ®enepanyii B KadyeCTBE BOCHPOU3BEICHHBIX JIEKAPCTBEHHBIX
IIpenapaToB M JIEKaPCTBEHHBIX IpPENapaToB, MNPEIHAa3HAYEHHBIX HCKIIOUNUTEIBHO I NPUMEHEHHS
HECOBEPIIECHHOJETHUMHU Tpa)kJaHaMH, a TakKe JICKapCTBEHHBIX NPENaparoB, MPEIHA3HAUYECHHBIX IS
JICYCHHUS JIOMAIIHUX >KUBOTHBIX, ompeeneHHbIXx DenepanbHbIM 3akoHOM oT 27 aekabps 2018 roma N
498-®d3 "OO OTBETCTBEHHOM OOpAlICHWH C >XMBOTHBIMH M O BHECCHMHM HW3MEHEHHH B OT/EIbHBIC
3aKoHoAaTenbHbIe akThl Poccuiickoil @enepanyu’, u 3aperucTpUpPOBaHHBIX B KAYECTBE JIEKAPCTBEHHBIX
MpenapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHHS ),

(B pen. deaepanbHoro 3akoHa ot 28.04.2023 N 171-D3)

4) HOBBIX KOMOMHALIMI 3apETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MPENapaTOB;

5) nexapcTBEHHBIX IPENaparoB, 3apErUCTPUPOBAHHBIX pPaHEE, HO IPOU3BEJCHHBIX B JPYIHX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JICKApCTBEHHBIX (JOPMax B COOTBETCTBHU C MEPEUYHEM HAMMEHOBAHUH JICKAPCTBEHHBIX (JOpPM M B HOBOH
TO3UPOBKE;

6) JIEKapCTBEHHBIX MPENAapaToB JUII MEIUIIMHCKOTO MPUMEHECHHSI, TOCYIapCTBEHHAS PErHCTpaIis
KOTOPBIX OTMEHEHA, IPHU UX PETUCTPAIUU B KAYECTBE JICKAPCTBCHHBIX MPEMapaToB I BETCPUHAPHOTO
MIPUMCHCHHS.

(. 6 BBenen denepabHbIM 3aK0HOM OT 28.04.2023 N 171-D3)
(uacts 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. YckopeHHas mpoueaypa SKCHEpTH3bl JEKApCTBEHHBIX CPEACTB MPOBOJUTCS IO PEIICHHIO
COOTBETCTBYIOIIETO YHOJTHOMOUYEHHOrO (he/IepabHOr0 OpraHa MCHOJIHUTEIbHOM BIaCTH HA OCHOBAaHUU
3asBIICHHS 3asSBUTENSI B CPOK, HE MPEBBIMIAIONINA BOCbMUAECATH padounx auei. [Ipu sTom sxcepTusa
JOKYMEHTOB, COJICPKAIINXCSI B PETUCTPAIMOHHOM JIOChE Ha JIEKApCTBEHHBIN Mpemnapar, MPOBOIUTCS B
CPOK, HE TPEBBIMIAIONINNA JecATH paboymMx JHEH, HKCIEepTH3a KauecTBa JIGKAPCTBEHHOI'O CPEICTBA U
IKCTIEPTU3a OTHOUICHUS OXHJAEMOW IMOJb3bl K BO3MOXKHOMY DPHCKY TPHUMEHEHHS JEKapCTBEHHOTO
npernapara MpoBOAATCS B CPOK, HE MPEBBIIIAIONINHN HIECTUACCATH pabounx THEH.

(vactp 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3.1. Vrparun cuny. - ®enepanbusiii 3akoH ot 30.01.2024 N 1-D3.

4. YckopeHHas MpoIEeAypa SKCHEPTHU3bI JICKAPCTBEHHBIX CPEJCTB TPOBOJIUTCS B TOPSIJIKE,
ycTaHoBlIeHHOM ctathsiMu 17, 19, 20, 23 u 24 Hacrosmero deaepaibHOTO 3aKOHA, U HE O3HAYAET
CHIDKEHHUS TpeOoBaHM K 0€30MacHOCTH, Ka4ecTBY U 3(PPEKTUBHOCTH JEKAPCTBEHHBIX MPEmapaToB.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

Cratbs 27. PeweHune o rocyaapCcTBEHHOW perMcTpauum nekapcTBeHHOro npenapara

1. B cpok, He npeBbIIAIONIUI YeThIpeX pabounx JHEH co AHs MOIy4YEHUs 3aKI0YeHUH KOMHCCUU
9KCIIEPTOB I10 Pe3yJIbTaTaM 3KCIEPTU3bI Ka4eCTBA JIEKAPCTBEHHOTO CPEACTBA U SKCIEPTU3bI OTHOILIECHUS
OKMJaeMOM  IOJB3bl K  BO3MOXXHOMY DPHUCKY IIPUMEHEHHs JICKapCTBEHHOIO  IIpernapara,
COOTBETCTBYIOLIUH YIIOJTHOMOYECHHBIN (heiepabHbIi OpraH UCIIOJHUTEIBHOM BIACTH:

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 31.07.2025 N 304-D3)

1) ocymiecTBISET OIEHKY 3aKIFOYCHHIA KOMHCCHH JKCIIEPTOB JUIS OMPEICIICHUS COOTBETCTBHS
3aJIaHUIO Ha MPOBEJICHUE YTHX IKCICPTHU3;
(m. 1 B pen. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) mpUHUMAET pelIeHHe O TOCYJAapPCTBEHHON PETUCTpalliu JEKapCTBEHHOTO Mperapara Wiud o0
OTKa3e B TOCYJJapCTBEHHOI perucTpaluu JeKapCcTBEHHOIO IIpenapara;

3) BHOCHUT TIpH MIPUHSATHU PEIIEHUS O TOCYAAPCTBEHHON PETUCTPAIMH JIEKAPCTBEHHOTO TIpernapara
JAHHBIE O 3apPETHCTPUPOBAHHOM JICKAPCTBEHHOM IIpemapare, B TOM 4HCIEe O (apMameBTHIECKOM
cyOCTaHIIMM, BXOJSIIEH B COCTaB JIGKAPCTBEHHOrO IIperapaTa, B TOCYJapCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEJCTB W BBIIAET 3asBUTEII0 PETUCTPALMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOTO
mperapaTta MmyTeM HampaBlIeHUs 3asBUTENIO MOCPEACTBOM €IMHOTO TOopTala WIM B JTUYHBIA KaOWHET
3asBUTENS B €AUHOM CHCTEME BBIIMMCKU W3 TOCYJAPCTBEHHOTO pEECTpa JIEKAPCTBEHHBIX CPEJACTB,
MOANMACAHHOW  YCWICHHOW  KBaTU(PUIIMPOBAHHOW JJCKTPOHHOW IMOANMHCHIO, QopMa KOTOPOU
YTBEPXKAACTCS YIOJHOMOYCHHBIM (he/lepalbHBIM OPTraHOM HCIIOJHUTEIHHOW BIIACTH, COTJIACOBAHHBIC
HOPMAaTUBHYK0  JOKYMEHTALMKO, HOPMATUBHBIA  JOKYMEHT, HWHCTPYKUUIO [0 I[PUMEHEHHIO
JIEKapCTBEHHOTO TMpernapaTta W MaKeThl MEPBHUYHOM YMAaKOBKM M BTOPUYHOU (MOTPEOUTETHCKOIN)

www.consultant.ru CrpaHuua 54 n3 156
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=446097&amp;date=26.05.2026&amp;dst=100021&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=446097&amp;date=26.05.2026&amp;dst=100021&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100411&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100411&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100417&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100417&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100161&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100161&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100162&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100162&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100422&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100422&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523521&amp;date=26.05.2026&amp;dst=101512&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523521&amp;date=26.05.2026&amp;dst=101512&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100164&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100164&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

YIIAKOBKH C YKa3aHUEM Ha HUX HOMEpa 3allHiCH B FOCYJIapCTBEHHOM PEECTpe JICKapCTBEHHBIX CPEICTB U
JaThl €ro TOCYJApCTBEHHON pETUCTpallud WM B CiIy4ae TPUHATUS pelieHus o0 OTKaze B
rOCy/IapCTBEHHOW PETHCTPAIMK JIEKAPCTBEHHOTO TIperapara HampaBisieT 3asBUTEINI0 MOCPEACTBOM
€IMHOTO TOPTajia WU B JIMYHBIA KaOWHET 3asBUTENSI B C€IUHOW CHUCTEME YBEIOMIJICHHE 00 3TOM C
yKa3aHHEeM TPWYUH TAaKOTO OTKa3a. 3a BBIJIAYy PETHCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO
mperapaTa B3UMAaeTCsl TOCYIaPCTBEHHAS IMOILIMHA B COOTBETCTBUH C 3aKOHOJIATEIILCTBOM Poccuiickoi
deneparuu 0 HaOrax U coopax.

(B pen. ®enepanbHbix 3akOHOB OT 22.12.2014 N _429-®3, or 30.01.2024 N _1-®3, ot 31.07.2025 N
304-®3)

2. OcHOBaHuEM i1 OTKa3a B TOCYJAapCTBEHHOM pPETMCTpallMy JIEKapCTBEHHOIO IpernapaTta AJs
MEJUIIMHCKOTO  TPUMEHEHUsl  SBJISETCS  3aKIOYEHHE COOTBETCTBYIOLIETO  YIOJHOMOYEHHOI'O
(benepanbHOrO OpraHa MCIOJHUTEIBHOM BJIACTH O TOM, 4YTO KayecTBO W (Win) 3PPEeKTUBHOCTD
PETUCTPUPYEMOT0 JIEKAPCTBEHHOTO Ipernapara A MEIUIMHCKOrO NPUMEHEHHs HE MOATBEP)KICHbI
MIOJIyYEHHBIMM JaHHBIMU WJIM YTO PUCK NPUYMHEHHUS Bpela 370POBBI0 UEIOBEKAa BCIEACTBHE IpHEMa
JICKApCTBEHHOTO Tpenapara sl MEIUIMHCKOTO NPUMEHEHHs MpeBblmaeT 3((eKTuBHOCT €ero
MIPUMCHCHUA.

(uacts 2 B pen. @enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE TpPEACTABICHHE B COOTBETCTBYIOIIUK YIIOJHOMOYCHHBIM (eaepalbHbIil OpraH
WCIIOJHUTENILHON BJIACTH JIEKApCTBEHHOTO Iperapara, B OTHOIIEHHMH KOTOPOTO TOJIy4YeH OTKa3 B
roCyJJapCTBEHHOM PEeruCTpaluu U KOTOPBIA BIOCIEICTBUU MOBEPICS M3MEHEHUIO B YaCTH €TI0 COCTaBa,
paccMaTpuBaeTCsl Kak IPEJCTaBIEHUE HOBOTO JIEKAPCTBEHHOI'O Ipenapara Ha €ro rocylapCTBEHHYIO
PErUCTPALMIO HE3aBUCUMO OT COXPAHEHUs €ro MePBUYHOTO HAUMEHOBAHUS.

(dactp 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Tlpu mpenoCTaBICHUHU 3asSBUTEIEM B COCTABE PErMCTPAIMOHHOTO JOChE HA JICKAPCTBEHHBIH
npenapar st BETepHHApHOTO MPUMEHEHUS KOTIMU PEIIeHUs] YIIOJHOMOYEHHOTO (eepalbHOro OpraHa
WCTIOJTHUTEJIBHOW BJIACTH O MPOBEIEHUH HMHCICKTHUPOBAHMS MPOU3BOAUTEINS JICKAPCTBEHHBIX CPEJICTB
CPOK TPHHATUS pEIIeHHs O TOCYIJapCTBEHHOM pErucTpanuy JEeKapCTBEHHOIO IIperapara Juis
BETEPUHAPHOTO MTPUMEHEHHS TPUOCTAHABIMBACTCS CO JTHS TOTYYEHHUS 3aKII0UCHUH, yKa3aHHBIX B YaCTH
1 Hacrosimie#t CTaThu, A0 JTHS TMPUHSATHS YIIOJHOMOYEHHBIM (hefepallbHbIM OpraHOM HCHOJTHHUTEIBHOM
BJIACTH PEIICHUS O BblJaue WM 00 OTKa3e B BbIJaue 3aKIIOYCHUS O COOTBETCTBUU IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB TPeOOBAaHWSIM MpPaBWIJI Ha/JIeXalled MPOM3BOACTBEHHOW MPAaKTHUKH, HO HE
OoJiee UeM Ha CTO BOCEMBECAT pabOUMX JTHEH.

(uactp 4 BBeneHa denepanbHpiM 3aKoHOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM Ul OTKa3a B IOCYJApCTBEHHOH pPErucTpaluM JIEKAPCTBEHHOI'O Ipenapara A
BETEPUHAPHOTO TPUMEHEHHUS SABJISETCS 3aKIIOUYEHHE YIOJHOMOYEHHOIO (penepaspHOro oOpraHa
UCIIOJHUTEJIIBHOM BJIacTW O TOM, YTO KauecTBO M (W) 53(PPEeKTUBHOCTh PETUCTPUPYEMOTO
JIEKapCTBEHHOI'O IIpernapaTa s BETEPUHAPHOIO IPUMEHEHUS HE TMOATBEP)KICHBI IOJyYEHHBIMH
JAHHBIMU WJIX YTO PUCK PUYMHEHHUS BPEAA 310POBBIO JKUBOTHOI'O BCIIEACTBUE ITPHEMA JIEKAPCTBEHHOT O
mpernapara i BETEPUHAPHOTO NPUMEHEHHUsS MPEBHIMIAET 3(PPEKTUBHOCTh €r0 NPUMEHEHHs, OTKa3
YIOJHOMOYEHHOTO (pelepalibHOTO OpraHa WCIHOJHHUTENbHOM BJIacTM B Bblaue 3aKIOYEHHUS O
COOTBETCTBUM IPOU3BOAUTENS JICKAPCTBEHHBIX CpPEACTB TpeOOBAHMUAM MpaBWi  HaAJeKalei
IIPOMU3BOJCTBEHHOW MPAKTUKU I KaXIOM NPOU3BOACTBECHHOM IUIOIAJAKH PETUCTPUPYEMOIO
JIEKapCTBEHHOI'O TIpenapara s BETEPUHApPHOIO IIPUMEHEHUS B CiIy4yae, €ClIM IPOU3BOJICTBO
JIEKapCTBEHHOI'O TIpenapara /s BETEPUHAPHOIO NPUMEHEHUS OCYILECTBISETCS 3a IpelenaMu
Poccuiickoit denepanuu, Wik OTCYTCTBUE TAKOTO 3aKJIFOYCHUS.

(uactp 5 BBeneHa denepanbHbiM 3aKoHOM 0T 04.06.2018 N 140-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

KoncynprantlIntoc: npumeyanue.
O mopsiake M CpoKax OINpEAeNIeHHs] B3aUMO3aMEHSIEMOCTH JIEKApCTB JIEKAPCTBEHHBIX IMPENapaTos,
3apeructpupoBanHbix 10 01.03.2020, cm. ¢1. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aumo3aMeHsieMOCTb JIeKapCTBEHHbIX MpenapaTtoB AnA
MeAULIMHCKOro NpMMeHeHuns

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

1. BsammMo3aMeHSIEMOCTh JICKAPCTBEHHBIX MPEMapaTtoB JId MEAUIIMHCKOTO TPUMEHEHUS
OTIPEIEIISAETCS YIIOJTHOMOYSHHBIM (heJIepaIbHBIM OPTaHOM MCTIOJHUTEILHON BIACTH, OCYIIECTBIISIOIINM
TOCYJaPCTBEHHYIO PETHCTPALMIO JICKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO TNPUMCHCHHS, B
pamMKax OJHOTO MEXIYHapOJHOTO HEMaTeHTOBAHHOTO (WJIM XMMHYECKOTO, WIH TPYHIHPOBOYHOIO)
HAaUMEHOBAHMS HA OCHOBE 3aKJIIOUEHHMS] KOMHUCCHUU SKCIEPTOB SKCIEPTHOIO YUPEKIEHUS O
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHOIO Tpemnapara Jyisi MEIUIIMHCKOTO MPUMEHEHHS MO0 O TOM, YTO
JIEKapCTBEHHBIN MpemnapaT I MEAUIIMHCKOTO TPUMEHEHHUS HE SIBJISIETCS B3aUMO3aMeHsIeMbIM. [lopsiok
oTpe/ieJICHUs] B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX MPENapaToB Il MEIUIMHCKOTO NMPUMEHEHUS M
dbopma 3aKIFOYCHHS KOMHUCCHU OKCIIEPTOB HKCIIEPTHOTO YUPEKACHHS O B3aWUMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX TPENapaTroB JUisi MEAUIUHCKOTO MPUMEHEHHs] JIMOO O TOM, YTO JIEKapCTBEHHBIH
npenapar i MEIULUHUHCKOTO NPUMEHEHUS HE SBIISIETCS B3aMMO3aMEHSEMbIM, YCTaHaBIMBAIOTCS
(denepatbHBIM OPraHOM HCIIOJIHUTEIBHONW BIACTH, OCYIISCTBISIFOIIMM (QYHKIMH IO BBIPAaOOTKE U
peanu3alui TOCYJApCTBEHHOW TOJUTUKA W HOPMATHBHO-TIPABOBOMY pEryJupOBaHHI0 B cdepe
3IpaBOOXPAHEHHUS, TO COIJIACOBaHWIO C (eaepaibHbIM OpPraHOM HMCIHOJHUTEIBLHOM  BIIACTH,
OCYIIECTBIISIOMNUM (PYHKITUH TI0 JIMIICH3UPOBAHKIO TTPOU3BOICTBA JICKAPCTBEHHBIX CPE/ICTB.

(B pen. ®enepanpHoro 3akona ot 19.10.2023 N 503-03)

2. Komuccusi 9KCIEpPTOB KCHEPTHOTO YUPESKISHUS NAeT 3aKIIOUYCHHE O B3aUMO3aMEHSEMOCTHU
JICKApCTBCHHOT'O IpfriapaTta A MCAUIMUHCKOIO IMPUMCHCHHA ambo o TOM, 4YTO JIeKapCTBeHHBIf/i
npemnapar ajid MCAUIHUHCKOro IIPUMCHCHHA HC ABJIACTCA B3aMMO3aMCHACMBIM, Ha OCHOBaHHUU
CIIEIYIOIINX KPUTEPHUEB (XapaKTEPUCTHUK):

1) DSKBUBaJEHTHOCTh (11 OMOAHAOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IPENapaToB
(OmoaHanmoroB) -  CONOCTaBMMOCTb)  KadeCTBEHHBIX M  KOJHMYECTBEHHBIX  XapaKTEPUCTHUK
(apMareBTHUECKNX CYyOCTaHIIUI MM COMOCTAaBUMOCTh aHTHUI€HHOT'O COCTaBa BakIMH. Mcmonb3oBaHue
Pa3NUYHBIX COJIEH, F3(UPOB, KOMIUIEKCOB, H30MEPOB, KPUCTAIUIMIECKUX (POPM U JAPYTUX MPOU3BOIHBIX
OHOTO ¥ TOTO € JCHCTBYIOIIEro BEIIECTBA HE SBISETCS MPEMATCTBHEM IS ONpPEICTICHHS
B3aMMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX IpEMapaTtoB, €CId NpH TPOBEICHUU  HCCIICIOBaHUS
OMOAKBUBAJIICHTHOCTH  JICKAPCTBEHHOTO  Mpemapara  WIM  WCCICAOBAaHHMS  TEPareBTHYCCKOM
9KBHBAJIEHTHOCTH JIEKAPCTBEHHOT'O Iperapara JOKa3aHO OTCYTCTBUE KIIMHUYECKU 3HAYMMBIX PazInunit
¢dapmakokuHeTukn W (win) 3((HEeKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOTO IMperapara JUls
MEJIUIMHCKOTO MPUMEHEHHUS;

2) SKBHUBAJICHTHOCTb JIEKapCTBEHHOM (opMbl. [1o SKBUBaJIEHTHBIMU JIEKAPCTBEHHBIMU (hOpMaMu
MIOHUMAIOTCSl pa3Hble JIEKapCTBEHHbIE (DOPMBI, MMEIOIINE OAMHAKOBBIE CIIOCOO BBEIEHHUS U CIOCOO
NPUMEHEHHs, OOJIafjalolllMe COMOCTABUMBIMM  (DaPMAKOKHHETHMUECKUMHM  XapaKTEepUCTHMKaMHU U
(dapMakoJIOTHYeCKUM  JIeHiCTBUEM U O0ECleUMBAIOLIME TaKKe JIOCTH)KEHHE  HE00XOAUMOro
KIuHUYeckoro s¢¢ekra. Pa3nuums nexkapcTBEHHBIX (QOpPM HE SBISAIOTCS TMPEMSATCTBUEM IS
OINpEIEIICHUS B3aUMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MIPENApaToB, €CIIN IPU IPOBEACHUHU UCCIIETOBAHNS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

OMOSKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Mpermapara WM  UCCIEAOBAaHHsS  TEPareBTUYCCKOM
SKBHBAJIEHTHOCTH JIEKAPCTBEHHOTO TperapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYMMBIX pa3iuduid
dapmakokuHeTHKU ¥ (W) A(G(GEKTUBHOCTH H O€30MACHOCTH JIEKAPCTBEHHOrO IpemapaTra  Jils
MCIUITUHCKOI'O IPUMCHCHUA

3) PKBUBAJICHTHOCTh I COMOCTAaBUMOCTBH COCTaBa BCIIOMOTATEIbHBIX BEIIECTB JICKAPCTBEHHOTO
npenapara Juisi  MEIUIIMHCKOTO TpPHUMEHEHHs. Pa3nmuums cocTaBa BCIIOMOTATEIbHBIX —BEIIECTB
JICKQpPCTBEHHOTO TIperapaTa HE SBJSIFOTCS MPEMATCTBHEM JUIS ONPEICICHUS B3aUMO3aMEHSIEMOCTH
JICKapCTBEHHBIX  IpenapaToB, €CIM TpU TPOBEJACHUU MCCIEJOBAHUS  OMOIKBHUBAJICHTHOCTH
JICKApCTBEHHOTO TpernapaTa WIM UCCIEAOBAHMS TEPareBTHUECKOW SKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO
mpernapara JI0OKa3aHO OTCYTCTBHE KIMHHYECKH 3HAYMMBIX pPa3Iuuuil (apMaKOKMHETUKA M (WIIN)
3¢ dekTUBHOCTH M 0€30MacHOCTH JIEKApCTBEHHOTO Mpernapara Juisi MEIUIUHCKOro npuMeHeHus. [lpu
HaJU4YUM KIMHUYECKH 3HAYUMBIX pa3nuuuid  (papMakokuHeTHKH ©  (Wiu) 3(PGEKTUBHOCTH U
0€30MacHOCTH JICKAPCTBEHHOTO Tpernapara Ui MEIMIMHCKOTO TMPUMEHEHHs] B3aMMO3aMEHSIEMOCTb
OTIpeJIeNIAETCs ¢ yKa3aHHeM Ha UCKIIFOUYEHHUE OT/IEIbHBIX TPYII MallUeHTOB;

4) UOEHTHUYHOCTH CIToco0a BBEACHHS U CIIOCO0a MPUMECHCHHS,

5) cOOTBETCTBHE MPOU3BOAMTEINS JIEKAPCTBEHHOTO CPEICTBAa TPEOOBAHHMSIM HPABUI HaJUIeKaIlen
MIPOU3BOJICTBEHHOMN MPAKTUKH.

3. be3 HGO6XO,Z[I/IMOCTI/I JOKa3aTcIbCTBa OMOSKBUBAJIEHTHOCTH OCYHICCTBIIACTCA OIIPECACIICHUC
B3aMMO3aMCHACMOCTH BOCIIPOU3BCACHHBIX JICKAPCTBCHHBIX MPCIIapaTOB, KOTOPHIC:

1) mpeaHasHadyeHbl UId NapeHTEPaIbHOTO (TOAKOXKHOTO, BHYTPHUMBILIIEUYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOI'O, BHYTPHUIIOJIOCTHOI'O, BHYTPUCYCTaBHOI'O, BHYTPUKOPOHAapHOI'O) BBEJIEHUS U
MPEACTaBISAIOT OO0 BOAHBIE PACTBOPHI;

2) mpeCTaBiIsIOT CO00M PacTBOPHI AJIs NEPOPATILHOTO MPUMEHEHHUS;
3) nmpousBeneHs! B (hoOpMe HOPOIIKOB WX JIMO(UIN3ATOB ISl IPUTOTOBIICHHUS PACTBOPOB;
4) SBISAIOTCS Ta3aMHu;

5) ABNAIOTCS YITHBIMHU MJIH TJIa3HBIMU JICKAPCTBEHHBIMHU IIpeTapaTaMu, IPOU3BECHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) mpenHa3HAYEHBI JJII MECTHOTO M (WJIM) Hapy)KHOTO NPHMEHEHHs] W TPUTOTOBJIECHBI B (hopme
BOJHBIX PAaCTBOPOB;

7) IpeACTaBIAIOT cOOO0 BOAHBIE PACTBOPHI JJISl MCTIOIB30BAaHUS B ()OPME MHTAIALUHI C TIOMOIIBIO
HeOynaii3epa WM B KayeCTBE HA3aJbHBIX CIIPEEB, NMPUMEHAEMBIX C IOMOIIBI0 CXOAHBIX (TTOXOXHX,
aHAJIOTHYHBIX) YCTPOUCTB (IPUOOPOB, anmaparos).

(uactp 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4.  OcoOEHHOCTH  OIpENeNICHUs]  B3aMMO3aMEHSIEMOCTH  OHMOJIOTUYECKHX  JICKapCTBEHHBIX
IpernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX NpenapaTtoB (coiepialux KOMOWHAIMIO JBYX U
Oosiee JEHCTBYIOLIMX BEIIECTB), JIEKAPCTBEHHBIX IpeNapaToB A MAPEHTEPAIbHOIO IHUTAHUS MU
HE/03UPOBAHHBIX  JIEKAPCTBEHHBIX  NPENapaToB  YCTaHABIMBAIOTCS  (eAepaJbHbIM  OpraHOM
WCTIOJTHUTENIBHOM BJIACTH, OCYIIECTBIISIOMNM (DYHKIIMU 110 BHIpAOOTKE M pealn3aliu rocy1apCTBEHHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

MOJUTUKN ¥ HOPMAaTHBHO-TIPAaBOBOMY PETYJIMPOBAHHIO B Chepe 3paBOOXPAaHEHUS, TI0 COTJIACOBAHHMIO C
(benepanbHBIM OPraHOM HCHOJHHUTEIBHOM BIACTH, OCYIIECTBISIOMUM (QYHKIMHM O JIMIEH3UPOBAHUIO
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB.

(B pen. ®exnepanbHoro 3akona ot 19.10.2023 N 503-03)

5. OnpegleneHI/Ie B3aMMO3aMCHACMOCTH HE OCYIICCTBIIACTCA B OTHOWICHHWH JICKAPCTBCHHBIX
PaCTUTECIIBHBIX IIPp€IIapaToB, TOMCONATHYCCKUX JICKAPCTBCHHBIX IIPEIIapaToB.

6. (DOpMI/IpOBaHI/Ie NEpCUHS B3aNMMO3aMCHACMBIX JICKAPCTBCHHBIX MPEIapaToB IJIs1 MCAUITHUHCKOI'O
MNPUMCHCHUA OCYIHICCTBJIACTCA 3KCICPTHBIM YUPCKACHUEM IMMOCPCACTBOM O6’be,HI/IHCHI/I$I JICKApCTBCHHBIX
npemnaparoB B OTACIbHBIC T'PYHIIbLI, B Ka)I(,HOﬁ N3 KOTOPBIX JICKAPCTBCHHLIC IIpCHapaThbl ABJIAKOTCA
B3aNMMO3aMCHICMBIMMU.

7. B CJIyda€ BKIIIOYCHHA B HHCTPYKOUIO IO MCIUOMWMHCKOMY IMIPHUMCEHCHUIO JICKAPCTBECHHOI'O
Inpernapara Ha OCHOBAaHHUH PE3YJIbTATOB COOTBCTCTBYIOIIUX I/ICCJ'IeI[OBaHI/Iﬁ IMOKa3aHui JJI1 IPUMEHCHU A,
KOTOPBIC OTIIMYAKOTCA OT MoKa3aHui AJIsL IPpUMCHCHUA APYTHUX JICKAPCTBCHHBIX MPCIIAPATOB U3 I'PYIIIIBI
B3aMMO3aMCHACMBIX JICKAPCTBCHHBLIX MPCMIApPaTOB, B TCPCUYHC B3aAMMO3aMCHACMBIX JICKAPCTBCHHBIX
npemnapaTtoB A MCAUIUHCKOTI'O IMPUMCHCHUA OOJDKHA OBITh YKa3aHa COOTBCTCTBYIOIIAA HH(i)OpMaI_[I/ISI.

8. IlepeueHb B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENaparoB Il MEIUIMHCKOTO MPUMEHEHUS
pa3MeniaeTcs yIoJIHOMOYEHHBIM (e/iepaibHbIM OPraHOM HCIIOJHUTENIBHOMN BJIACTH, OCYIIECTBIISIIOIINM
rOCyapCTBEHHYIO PErMCTPAlUIO JIEKAPCTBEHHBIX IMPENapaTroB Ul MEIULUHCKOIO NPUMEHEHHs, Ha
cBoeM o¢unuansHoM caiite B cetu "HuTepHer". HHdopmanus B nepedyHe B3aMMO3aMEHSEMbIX
JIEKapCTBEHHBIX MpPEnapaToB Il MEIUIIMHCKOTO MPUMEHEHUSI OOHOBIISETCS YKa3aHHBIM (eiepaaIbHbIM
OpraHOM HCIIOJIHUTEIBHOMN BJIACTU C YYETOM HOBBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
JUIS  MEIULUHCKOTO IPUMEHEHHS M BHECEHHBIX HW3MEHEHUH B JIOKYMEHTBI, COJEpKalliecs B
PETUCTPAIlMOHHBIX JOChE Ha 3aperuCTPUPOBAHHBIE JICKAPCTBEHHBIE MpenapaTsl Uil MEAUIIMHCKOIO
IIPUMCHEHHS.

9. [lopsaaoK MCHOIB30BaHUS HH(POPMALIUK O B3aUMO3aMEHAEMbIX JIEKAPCTBEHHBIX Mpernaparax A
MEIMLMHCKOTO TPUMEHEHUS W TOPAJOK Jauyd pa3bsICHEHUH IO BOIpOCaM B3aWMO3aMEHSEMOCTH
JICKApCTBCHHBIX IMPCIapaTroB Ijid MCAUIHMHCKOI0O HNPHUMCHCHHA YCTAaHABJIMBAKOTCA q)ellepaHBHBIM
OpPTraHOM HCITOJTHUTEIBHON BJIACTH, OCYMIECTBISIONMM (QYHKIUH TIO BBIPAa0OTKE W peau3aIiu
TOCYJTapCTBEHHOH IMOJIMTUKU ¥ HOPMATHBHO-TIPABOBOMY PETYJIMPOBAHUIO B chepe 3ApaBOOXPAHEHUS, 110
COTJIACOBAHUIO C (peliepabHBIM OPraHOM HCIIOJHUTENBHOW BIIACTH, OCYLICCTBISIONINM (QYHKIHH 110
JMLEH3UPOBAHUIO MTPOM3BOCTBA JICKAPCTBEHHBIX CPEJICTB.

(B pen. ®enepanbHoro 3akona ot 19.10.2023 N 503-D3)

Koncynbrantllntoc: npumeuanue.

Cpoku  AeWCTBHUS  PErMCTPAlMOHHBIX  YJOCTOBEPEHHMH  JIEKAPCTBEHHBIX  IIPENapaTroB Ul
MEAUIMHCKOIO0 NPUMEHEHHUs, KOTopble ucTekatoT B 2024 1. mpojuieHsl Ha 12 mecsues, a B 2025 . -
10 31.12.2025 (IToctanosnenue IIpaButensctBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yoocToBepeHne nekapCTBeHHOro npenapara

Koncynprantllntoc: npumeuanue.
Pa3pemraercsa oOpamenne B PO 3aperucTpupoBaHHbBIX JIEKAPCTBEHHBIX IPENApaToB, CPOK IEHCTBUSA
PETUCTPALIMOHHOTO yJAO0CTOBEPEHUSI KOTOPHIX UCTEK B Cilydae, mpeaycMoTpeHHoM 4. 11 c1. 4 @3 or
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

30.01.2024 N 1-®@3.

Koncynsrantlntoc: npumeyanue.
C 01.01.2026 4. 1 - 3 cr. 28 He pacHpOCTpaHSIOTCS Ha MPABOOTHOIICHMS, BO3HUKAIOIIUE MPU
oOpallleHnH JIEKapCTBEHHBIX CPeACTB A MeauunHckoro npuMmenenus (@3 or 30.01.2024 N 1-D3).

1. PerucrpaninoHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO Ipenapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
¢bopM M IO3UPOBOK BBLIACTCS OECCPOYHO, 33 HCKIIOUYEHHEM PErHCTPALMOHHOTO YyJIOCTOBEPEHHS
JIEKApCTBEHHOTO TMperapaTa, BBIIABa€MOTO CO CPOKOM JICWCTBHS TSATh JIET, Ha BIIEPBbBIC
peructpupyemsblie B Poccuiickoit denepaiuu gekapCTBEHHbBIE MTPENapaThl.

2. Ilo ucreyeHMM yKa3aHHOTO B 4acTM | HacToslIeW CTaTbU CpOKa BbIAAETCS OeccpouHoe
PEruCTPAallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO IIperapara IpU YCIOBUU IOATBEPKICHUA €r0
rOCyJapCTBEHHOM PEruCTpaLvu.

3. B ciyuyae BHeceHus: B coOOoTBETCTBUM cO cTatbaMu 30 u 31 Hacrosiero ®denepanbHOro 3aKoHa
W3MEHEHUN B COJAEPIKALIMECS B PETMCTPALMOHHOM JIOChE€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
IIpenapaTr JOKYMEHTHI, 3aTParuBalOIINAX CBEIEHUS, OTPAKEHHBIE B PETUCTPALMOHHOM YIOCTOBEPEHUN
JICKapCTBEHHOT'O MpernapaTa, yIoJHOMOYEHHBIN (eepaabHblii OpraH MCIOJHUTEIbHON BJIACTH BBIAAET
HOBOE€ PETUCTPALMOHHOE yJIOCTOBEPEHHE JIEKAPCTBEHHOT'O MpeIapara, COAEpKallee BHECEHHBIE B HETO
N3MEHEHUS.

(uactp 3 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

4. Yrparun cuy ¢ 1 saBaps 2026 rona. - ®enepanbabiid 3akoH oT 30.01.2024 N 1-D3.

KoncynprantlIntoc: npumeyanue.
C 01.01.2026 ct. 29 He pacmpocTpaHsSeTCS Ha MPABOOTHOIICHUS, BOSHUKAIOIINE TPHU OOpAIICHUN
JIEKapCTBEHHBIX CPe/ICTB sl MeauimHCcKoro nmpumenenus (P3 ot 30.01.2024 N 1-D3).

Koncynprantlntoc: nmpumeyanue.
Cpok perucTpalyy JeKapcTBEHHOI'O Mpernapara i BETEPUHAPHOTO MPUMEHEHMsS, UCTEKAIOUINil B
2025 rony, npoieH Ha 12 mecsnes ([Hoctanornenwue [IpaButenscrBa PO ot 12.03.2022 N 353).

KoncynsrantlIntoc: nmpumeyanue.

PerucrpanuoHHble y/10CTOBEPEHHUSI JIEKAPCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOIO IPUMEHEHHS Ha
OyMa)XHOM HOCHTENE, MAyONUKaThl YJOCTOBEPEHHMH [UIsl MEAULMHCKOIO W BETEPHUHAPHOTO
npumenenus ¢ 01.01.2026 we Beimarorcs (O3 or 30.01.2024 N 1-D3).

Cratba 29. loarBepxAaeHWe rocyfapCTBEHHOW perucrpauvm JrieKapcTBeHHOro
npenapara

(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. TlonTBepkaeHUE TOCYTAPCTBEHHOM PErMCTpalMy JEKApCTBEHHOTO MpenapaTa OCYyIIEeCTBISETCS
IIpU BbIJa4€ OECCPOUHOTO PETHCTPALMOHHOIO YJIOCTOBEPEHHMsI JIEKAPCTBEHHOIO IpernapaTa B cllydae,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

YKa3aHHOM B 4acTH 2 cTaTtbu 28 HacTosmero @eaepaabHOTO 3aKOHA, B CPOK, HE MPEBBILLIAIOIINNA COPOKa
pabounx THEH Co THS HAIMPaBJICHUS MOCPEICTBOM €IMHOTO MOpTalia B YIIOJHOMOUYEHHBIN (peepanbHbIii
OpraH WCIOJHHUTEIBHOW BIIACTH WM JIMYHBIA KAaOWHET YIMOJTHOMOYEHHOTO (eaepalbHOro opraHa
WCTOJIHUTEIPHOM BJIACTH B €JIUHOM CHCTEME 3asBICHHS O TOATBEPKIACHUU TOCYJIapCTBEHHOU
perucTpanmy JICKApCTBEHHOI'O0 Mpernaparta Uil MEIUIMHCKOTO TIPUMEHEHUs, U B CpOK, HE
MPEeBBIIAIONINN TPUAUATH TpeX padodynx AHEH cO JHSA NPUHATUS 3asABJICHHUS O TOCYAapCTBEHHOMN
PErucTpalvK JEKAPCTBEHHOTO MpernapaTa Jjisl BETEpUHAPHOTO PUMEHEHHUsI, TOANMCAHHOTO YCUIEHHON
KBTU(DUIIMPOBAHHON AIIEKTPOHHOM MOAMUCKHI0. He ocylecTBisieTcs MOATBEPKICHNE TOCY1apCTBEHHON
perucTpauv B OTHOLIEHHMM JIEKAPCTBEHHOrO Npenapara Ui BETEPUHAPHOIO NPUMEHEHMS, HE
HaxoJuBIIerocss B oOpameHuu B Poccuiickoit Denepannu B TEUCHHWE TPeX W OoJiee JIET, a TaKkKe B
OTHOIIIEHUH JICKAPCTBEHHOTO CPEJCTBA, MPOU3BEICHHOTO C HAPYIICHHEM TPEOOBaHUS, YCTAHOBICHHOTO
yacteto 3.7 crateu 71 Hacrosmero @enepanbHOrO 3aKOHA. 3asBICHUE O MOJATBEPKACHUU
rOCy/IapCTBEHHOW pEerucTpaly JeKapCTBEHHOTO IMpernapaTta MOXKET ObITh MOJAMUCAHO YCHUJICHHOU
KBTU(UIIMPOBAHHOMN 3JIEKTPOHHOM MOJMUCKHIO JTHOO YCHUICHHOW HEKBATU(DUITUPOBAHHON AIEKTPOHHON
MOJINKUCHI0 B CIydyae, €CIU OT UMEHH 3asBUTENS JIEHCTBYET €ro MpelICTaBUTENb ((U3MUECKOe JIUIO),
YIIOJJTHOMOYEHHBIN JEHCTBOBaTh OT MMEHU 3asIBUTENISI HA OCHOBAHUU JOBEPEHHOCTH B BJIEKTPOHHOU
(hopme B MaIIMHOYNTAEMOM BHJIC.

(B pen. deaepanbubix 3akoHOB OT 30.01.2024 N 1-D3, ot 31.07.2025 N 304-D3)

2. 3asgBieHUE O MOJATBEPKIACHUU TOCYJAPCTBEHHON PEruCTpallMM JIEKapCTBEHHOI'O Ipernapara
HampaBlIIeTCS TMOCPEACTBOM E€AMHOTO TOpTala B  YHIOJHOMOYEHHBIM  (QenepalbHblil  opraH
WCTIOJIHUTEIGHON BIACTH WM JIMYHBIA KAaOWHET YIOJIHOMOYEHHOro (enepalbHOTO OpraHa
WCTIOTHUTEJIbHOW BJIACTH B €IMHOM CHCTEME HE paHEee YeM 3a CTO BOCEMBJIECAT AHEH 10 MCTEUCHHS
CpoKa JEHCTBUS PETHUCTPAIMOHHOTO YJAOCTOBEPEHHUS JIEKAPCTBEHHOTO TIpenapara W HE TO037Hee
OKOHYAHHMS CPOKA €ro JICUCTBHUS.

(uacts 2 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Yrparun cuny. - ®enepanbsiii 3akod ot 30.01.2024 N 1-D3.

3. IloaTBepkACHHE TOCYAAPCTBEHHON PErHMCTPALMU JIEKAPCTBEHHOIO IIpenapaTa OCYILECTBIIIETCS
o pe3yjibTaTaM JSKCIICPTHU3bl OTHOLICHUSA O)I(I/II[aeMOfI IMOJIB3BI K BO3MOXHOMY PUCKY MNPHUMCHCHUA
JIEKapCTBEHHOTI'O IIperapaTa Ha OCHOBAaHUU PE3yJIbTaTOB MOHUTOPUHTA 3(hPEKTUBHOCTH U OE30MMaCHOCTH
JICKapCTBEHHOI'O Ipernapara, MpPOBOAMMOIO JepXaTeleM WIM BIAJENbLUEM PErucTpaliOHHOIO
yIOCTOBEpEHHsI JIEKapCTBEHHOI'O Ipernapara JU0O0 YNOJIHOMOYEHHBIM MMM IOPHIMYECKHUM JIMILOM, a
TaK)X€ COOTBETCTBYIOIIMM YIHOJIHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HWCIHOJIHUTENBHOM BIIACTH B
COOTBETCTBHUH C TPEeOOBaHUIMHU CTaThu 64 HacTosero PenepaibHOTO 3aKOHA.

4. K 3asBneHuto o MOATBEPKIECHUU TOCYAAPCTBEHHONW PETUCTpAIlMU JIEKAPCTBEHHOTO Tpemnapara
JUISt METUIIMHCKOTO TPUMEHEHUS TTPUJIararoTCs:

1) AOKyMeHTBI, cojepaliue pe3yJabTaTbl MOHUTOpUHTA 3((EeKTUBHOCTH U 0€30MaCHOCTH
JIEKapCTBEHHOTO TpermapaTa s MEAULUHCKOTO MPHMEHEHHUs, MPOBEICHHOIO JepiKaTelieM WIH
BJIQJICNIBIIEM PETUCTPALMOHHOIO YJOCTOBEPEHMUS JIEKAPCTBEHHOTO Ipenapara il MEIUIIMHCKOTO
MPUMEHEHUS MO0 YIOJTHOMOYEHHBIM WM IOPUAMYECKHM JUIIOM, 10 Qopme, yTBEpKICHHOU
YIIOJITHOMOYEHHBIM (PeiepaaIbHbIM OPraHOM UCTIOTHUTEIHHOM BIIACTH;

2) CBCIACHUA O HAaTC MPEAOCTABIICHHUA W PETUCTPAIMOHHOM HOMEPC JIMOCH3UWKW Ha MPOU3BOJCTBO
JICKApCTBEHHBIX CPEACTB, WM CBCACHHUA O MOaTc€ IMPCAOCTABICHHUA MW PETHCTPpAlMOHHOM HOMEPE
3aKIIIOYCHHUA O COOTBETCTBUHU IIPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCIACTB Tpe6OBaHI/IﬂM OpaBujI
HaJJIexaIen HpOHSBOIICTBCHHOfI NPpaKTUKH, WU KOIIUA CepTI/I(I)I/IKaTa COOTBCTCTBUSA TIPOU3BOAUTCIIA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JMEKapCTBEHHBIX CPEIACTB JUISI MEAMUIMHCKOTO TPUMEHEHHs TpeOOBaHMSIM TMPAaBHI HaJJIeKalleH
MPOU3BOJCTBEHHON  MpakTUKU  EBpa3uiickoro  SKOHOMHUYECKOrO  COH03a,  MPEJOCTABICHHBIX
YIOJTHOMOYEHHBIM (heJiepaTbHbIM OPTaHOM HMCIIOJIHUTEIHHON BJIACTH B OTHOIICHHH MPOU3BOJCTBEHHON
IJIOMIAKK  JIEKAPCTBEHHOTO  Tpemapara Uil  MEAMIIMHCKOTO TPUMEHEHUs, TOCyAapCTBEHHAs
perucTpanmsi KOTOporo MOATBEPKIAETCS B ClIydae, €CJId MPOU3BOJICTBO JICKAPCTBEHHOTO TIpenapara Jijis
MEIMIIMHCKOTO TpUMEHEHUs ocynlecTBisgeTcs: B Poccuiickoit dexnepainuu;

(B pen. ®eaepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

3) Komus IpenOCTABIEHHOW YIOJIHOMOYEHHBIM OPraHOM CTpaHbl IIPOU3BOJAUTEINS JIMLEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpernapara A MEAULIMHCKOIO IPUMEHEHUS U €€ NIEPEBOJ] Ha PYCCKUM
A3BIK, 3aBCPCHHBIC B YCTAHOBJIICHHOM MHOPAAKE, a TaKXKC KOIHA 3aKJIIIOYC€HUA O COOTBCTCTBHUU
MIPOM3BOUTENSI JICKAPCTBEHHBIX CPEJCTB TPEOOBAHWSAM MPABWI HAJICKAIICH MTPOU3BOACTBEHHOM
IIPAKTUKM, WIM KOMUSA cepTU(UKAaTa COOTBETCTBHUS IPOM3BOIUTENS JIEKAPCTBEHHBIX CPEIACTB IS
MEIULMHCKOTO TPUMEHEHUs TpeOOBAaHMAM [PABUI HAJJIEXalled NPOU3BOJACTBEHHOW NPaKTHUKU
EBpa3uiickoro SKOHOMHYECKOTO COI03a, BBIJAHHBIX YIOJIHOMOYEHHBIM (elepaabHbIM OpraHoM
HCIIOJIHUTENILHOM BIACTH B OTHOUIEHUM IPOM3BOACTBEHHOM IIJIOLIA/IKH JIEKApCTBEHHOr O IIpernapara Ajs
MCOUIIUHCKOI'0 MPHUMCEHCHUS, ITOCYAAPCTBCHHAA PErUCTpalrsd KOTOPOIro MOATBCPIKAACTCA, WM KOIIHA
pelIeHHs YMOJIHOMOYEHHOro (efepaabHOr0 OpraHa MCHOJIHUTEIBbHOM BJIacTM O MPOBEIACHHUH
(bapManeBTUYECKOH HMHCIEKLUUU IPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB JUISI  MEAMLIUHCKOTO
NPUMEHEHUs Ha COOTBETCTBHE TpPEOOBaHMAM MpaBWJI HaJJIeXKalled MpPOU3BOJCTBEHHOM NpPaKTHUKU
EBpa3uiickoro 3KOHOMHYECKOI0 COI03a B ClIydae, €CJIM IPOU3BOICTBO JIEKAPCTBEHHOIO Mpenapara ajs
MEIMLUHCKOr0 IPUMEHEHUS OCYLIECTBIAETCS 3a npenenamu Poceuiickont denepanun.

(. 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
(uactp 4 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIIEHNN OMONOTMYECKUX JIEKApPCTBEHHBIX MPENapaToB il MEJUIIMHCKOTO IPUMEHEHUs
3asBUTENb JONOJHUTENBHO TMPEJICTAaBISAET pe3yJbTaTbl MEPONPUATHH, NPEIyCMOTPEHHBIX IJIAHOM
yIpaBJIEHUS] PUCKaMM, YTBEPXJIECHHBIM YHOJHOMOYEHHBIM (hefepalbHbIM OpPraHOM HCIIOJHUTEIHHON
BJIACTH IPU OCYILIECTBIEHHUU TOCYJAapCTBEHHON perucrpaluu JEKapcTBEHHOIO Ipenapara ajs
MEIUIIMHCKOTO IPUMEHEHHS.

(uacts 4.1 BBeeHa ®PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3agBlIeHUIO O MOATBEPKACHUU TOCYJaPCTBEHHOIN PErucTpaluy JIEKapCTBEHHOTO Mpernapara
JUIS. BETEPUHAPHOTO MPUMEHEHUS MPUJIaralTcs JOKYMEHTHI, COJIepKallie pe3yibTaThl MOHUTOPUHTA
3¢ (}HeKTUBHOCTH U 0OE30MaCHOCTH JIEKAPCTBEHHOIO TMpemnapara Ui BETEPUHAPHOTO MPUMEHEHUS,
MIPOBOJIUMOIO JIEp>KAaTeNIeM WM BJAJAENbLEM PErUCTPALMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpermapara i BETePUHAPHOTO NMPHUMEHEHHUs JTMOO YIOJHOMOYCHHBIM UM FOPUIAMYECKHM JIUIOM, TI0
dbopme, yTBEpKACHHOM YIOJIHOMOYCHHBIM (perepaibHbIM OPTaHOM HWCIIOJHUTEIBHOW BIACTH, U
JIOKYMEHTBI, YKa3aHHbIC B MyHKTaX 1, 2 - 2.2, moamyHkrax "a", "6", "k", "n" nmynkra 4 yactu 3 crateu 17
Hactosmero @enepanbHOro 3aKoHa. B OTHOIIEHMM WMMYHOOHOJOTHYECKHX JIEKapCTBEHHBIX
MpenaparoB Il BETEPUHAPHOTO MPUMEHEHHUS HE MPEACTABIISIIOTCS CBEJICHUS, YKA3aHHbIE B MOAMYHKTE
"k" mynkra 4 yactu 3 ctarbu 17 Hacrosimero denepanpbHOro 3akoHa. B OTHOIIEHHH JIEKAPCTBEHHBIX
MpenapaToB TUTSt BETEPUHAPHOTO MIPUMEHEHUS, MOJTYYEHHBIX c MIpUMEHEHUEM
T€HHO-UH)KCHEPHO-MOIM(DHUIIMPOBAHHBIX ~ OPTAaHM3MOB  WJIM  COJEP)KAIIUX  TaKWe  OpPTaHU3MBI,
JIOTIOJIHUTENBHO MPEACTABISIOTCS CBENICHUS, yKa3aHHbIe B MyHKTe 13 yactu 3 ctaThu 17 HacTOAIIEro
®denepallbHOTO 3aKOHA.
(uactpb 4.2 BBeneHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aK0Ha OT
02.08.2019 N 297-®3)

4.3. 3asBuUTENb BIpaBe NPEICTaBUTh C 3aiBJIECHUEM O TOATBEPKICHUM TIOCYAapCTBEHHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

pErHCTpallMM  JIEKapCTBEHHOIO IIpernapaTa PEKBHU3UTHI JTOKYMEHTa, IOATBEPKAAIOIIEIO YILIATy
rOCyJapCTBEHHOM MOLUIMHBI 3a IOATBEPXKACHUE TI'OCYJapCTBEHHON PpETrUCTpalUu JIEKapCTBEHHOTO
mpernapara, a TakkKe BblJaBaeMble (TPEeI0CTaBIsieMbIe) YIOJTHOMOUYEHHBIME (eiepaTbHBIMU OpraHaMHu
WCIIOJIHUTENIbHOM BJIACTU JOKYMEHTHI (CBEIEHMs), YKa3aHHbIE B IMYHKTax 2 U 3 4yacTu 4 Hacrosiuen
cTaTbi. B cilydae MX HempeACTaBlI€HUS YIOJHOMOYEHHBINH (QenepalibHblii OpraH HCHOJHUTEIbHON
BJIACTU 3alpalldBaeT YyKa3aHHble JOKYMEHThl (CBEIEHMs) B TOPSJKE MEXKBEJOMCTBEHHOTO
MH(GOPMALIMOHHOTO B3aUMOAEHCTBHSL.

(B pen. @enepanbhbix 3ak0oHOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

5. B Tteuenune nsaTu paboumx [OHEH €O JHS HaIpaBJIEHUS MOCPEICTBOM €IUHOIO IOpTajla B
YIOJHOMOYCHHBIH  (elepanbHblii  OpraH  HCIOJHUTEIBHOW  BIIACTH WM JIMYHBIA ~ KaOWHET
YIOJHOMOYEHHOTO (he/iepaJbHOr0 OpraHa HCIOJHUTENBHON BJIACTH B €AMHON CUCTEME 3asBJICHHS O
MOATBEPXKJIECHUA TOCYJAAPCTBEHHOW pETrMCTpaluy JIEKAPCTBEHHOIO IIpenapara W JIOKYMEHTOB,
COJIeprKalIiX Pe3yJabTaThl MOHUTOPUHTA 3((HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara,
IIPOBOJMMOIO JIE€pKATelIeM WM BIAACIbLEM PErMCTPALIMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara JInO0 yIoJHOMOUYEHHBIM UMH IOPUINYECKUM JIMLIOM, YIIOJIHOMOYEHHBIN (eiepabHblil Opran
HCIIOJTHUTENIBHON BIIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) IIPOBOAUT IPOBEPKY ITOJTHOTHL CBCHCHHﬁ, COACpKAINXCA B MPCACTAaBJICHHBIX 3asABUTCIIEM
AOKYMCHTAX;

2) mpUHMMAET PEIIeHHE O MPOBEIACHUHM WM 00 OTKa3e B MPOBEICHUU IKCHEPTU3BI OTHOIICHUS
O’KMJIa€MOM TOJIB3bl K BO3MOKHOMY PHUCKY NPUMEHEHHs JIEKapCTBEHHOIO Mperapara Ha OCHOBAHUHU
pe3yJIbTATOB  MOHUTOPUHTAa J(PQPEKTUBHOCTH W  0€30MacHOCTH  JIGKAPCTBEHHOTO  IIperaparta,
MMPOBOJIUMOTO JIEp)KAaTelIeM WM BJAQACIbIEM PErHUCTPAIMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO
npemnapata Ju00 YMOJIHOMOYEHHBIM MMM IOPUIAMYECKUM JIMIIOM, a Takxke (enepanbHbIM OpraHoM
WCIIOJTHUTENILHON BJIacTH B COOTBETCTBUU C TpeOoBaHHSIMH cTaTbu 64 HacTosmiero deaepanbHOTO
3aKOHa;

3) HampaBiseT B JUYHBIM KaOMHET 3KCIEPTHOIO YUpEXKJEHHUS B €IMHOM cucTeMe MOAINMCAHHOE
YCHJICHHON KBaJU(HUIIMPOBAHHOW SJEKTPOHHOW TOANMMCHIO 33/JlaHUE Ha MPOBEJACHUE HKCHEPTH3BI,
MPEAYCMOTPEHHOM IYHKTOM 2 HACTOSILIEHM 4YacTH, a TaKKe HAMpaBIIIeT 3asABUTEIIO0 IMOCPEACTBOM
€IMHOTO TOpTaja WM B JIMYHBIA KaOWHET 3asBUTENs B €IMHOW CHUCTEME MOANUCAHHOE YCHUJIEHHOM
KBAJIM(HUIUPOBAHHON 3JEKTPOHHOM MOJMMCHIO YBEJJOMJIEHHE O MIPUHATOM PEIICHUH O BblJlaue 3a/1aHus
Ha TPOBEJCHHE yKa3aHHOM S3KCIepTH3bl MO0 00 OTKa3e B NPOBEIECHUHM YKa3aHHOW 3KCHIEPTH3BI C
yKa3aHHWEM IPUYUH OTKa3a.

(. 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

6. B cinydae BbIBIEHUS HEIOCTOBEPHOCTH M (MJIM) HEJIOCTATOYHOCTH UHGOpMaIuy,
coJiepKalleiics B MPeJCTaBICHHbIX 3asBUTENEM JIOKyMEHTaX, YIOJHOMOYEHHbIH (enepalbHblii OopraH
WCIIOJIHUTENIBHON BJIACTH HAIPABIISIET 3asBUTENIO0 IOCPEACTBOM EAMHOIO IMOpTajla WIA B JIMYHBIN
KaOMHET 3asBUTENS B €IUHON CHCTeMe 3alpoc 00 yTOUHEHHH yKa3zaHHON MH(OpMAaIiH, MOAMUCAHHBIN
YCHJICHHOW KBATH(DUIIMPOBAHHOMN 3JIEKTPOHHOM MOMHCHIO.

(uactsb 6 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

7. 3asBuTenb O00sf3aH HANpPaBUTh TOCPEICTBOM €AMHOTO IMOpTajia B YHOJHOMOYEHHBIN
(denepanbHBI OpraH UCIOTHUTENBHOM BIACTU WU JIMYHBIN KaOMHET YIOJIHOMOYEHHOTO (eiepalbHOTro
OpraHa MCIOJHUTENbHON BIACTH B €IWHOW CHUCTEME IMOAMHUCAHHBIM yCHIEHHOW KBaIU(DUIMPOBAHHOMN
9JIEKTPOHHON MOJMHMCHIO OTBET HA 3aIpOC YHOJIHOMOYEHHOTO (e/lepaIbHOr0 OpraHa MCIOJHUTEIbHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

BIIACTH, YKAa3aHHOTO B YacTU 6 HACTOSIIEH CTaThH, B CPOK, HE MPEBHIIIAIONINN AeBIHOCTA PabOUnX AHEH
CO JIHS TOJIy4EHUS YIOJTHOMOYEHHBIM (heiepajbHBIM OpPraHOM HCHOJIHHUTENBHOM BIACTH 3JEKTPOHHOTO
YBEJAOMJIEHHSI O IIOJIyYEHUHU 3asBUTENEM Takoro 3ampoca. Cpok, yKa3aHHBIM B 4acTu 5 HacTosIuen
CTaTbH, MPUOCTAHABIUBAETCS CO JHS HANpaBJICHUS 3asBUTENO MOCPEICTBOM €IMHOIO MopTaja Wi B
JUYHBIN KaOWHET 3asfBUTENS] B €AMHOM CHCTEME TAaKoro 3ampoca A0 JHS HalpaBlieHUS 3asBUTEIEM
MOCPEACTBOM €MHOI0 MopTaja B YIIOJIHOMOUYEHHBIN (heepanbHblid OpraH UCIOIHUTEILHOM BIACTH WIIN
JTUYHBIN KaOWHET YMOJTHOMOYEHHOTO (QenepalbHOTO OpraHa HCHOJHUTENBHOM BIACTH B €IUHOM
CHUCTEME OTBE€Ta Ha TAKOW 3ampoCc M HE YUYUTHIBAECTCA IPU HCUYHUCIECHUU CpPOKAa IOATBEPKIACHUS
roCy/IapCTBEHHOW PETUCTpALlMK JIEKapCTBEHHOI'O Ipenapara. B ciyudae, eciii OT MMEHHU 3asBUTENs
JNEUCTBYET €ro MpeacTaBUTeNb ((PU3MUECKOe JHI0), YIOTHOMOYEHHBIM [eHCTBOBATH OT HMMEHHU
3asiBUTENII HA OCHOBAHUU JTOBEPEHHOCTHU B 3JIEKTPOHHOM (hopMe B MalUIMHOYMTAEMOM BHJE, OTBET Ha
3arpoc MOXKET OBbITh MOJMUCAH YCHJICHHOW KBaNU(UIUPOBAHHON AJIEKTPOHHON MOAMKUCHIO JHOO
YCUJIEHHOM HEeKBATN(UIMPOBAHHOMN 3JIEKTPOHHOM MOAMHUCHIO.

(B pen. ®enepanbubix 3ak0HOB 0T 30.01.2024 N 1-®3, o1 31.07.2025 N 304-D3)

8. OcHoBaHMEM JUIsI OTKa3a B MPOBEACHUU OSKCIEPTU3bl OTHOIIECHUS OXXHUIAEMOM IOJB3bI K
BO3MOXHOMY PUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IpEriapara SABJIACTCA MPCACTABJICHUC NOKYMCHTOB,
coJIepXKaIIuX pPe3yIbTaThl MOHUTOPUHTA 3(PPEKTUBHOCTH U OE30MAaCHOCTH JIEKAPCTBEHHOTO Tpernapara,
U (UIM) B OTHOIICHHWU OWOJIOIMYECKUX JIEKAPCTBEHHBIX IMPErnapaToB pe3yJbTaTOB OCYIIECTBIICHUS
MEpPOIPHUATHIA B COOTBETCTBHH C TUIAHOM YTMPABICHHUS PUCKAMH, YTBEP>KICHHBIM YIIOJIHOMOYEHHBIM
(benepaabHBIM OpPraHOM HCHOJIHUTEIBHOM BIACTH MPU OCYLIECTBICHUN TOCYIapCTBEHHON PETUCTpAIH
JICKapCTBEHHOTO TpernapaTa, B HEMOJHOM 00beMe, OTCYTCTBHE MH(OPMAlLUH, MOATBEpXKAAtomEel (akT
yIiaTel  TOCYAAPCTBEHHOW  IOLIIMHBI 34  INOATBEPXKICHHE TOCYAAPCTBEHHOW  PETHCTpaluu
JIEKapCTBEHHOI'0 Ipenapara, MO0 HEeNpe/lCTaBiIeHHE 3asBUTEIEM B YCTAHOBIIEHHBIM CPOK OTBETa Ha
yKa3aHHbII B YacTu 6 HACTOAILIEH CTaThU 3alpoc YIOJIHOMOUYEHHOro (eaepaibHOro OpraHa
WCIIOJTHUTENILHON BIIACTH, a TaKXe€ OTCYTCTBHE B YKa3aHHBIX JOKyMEHTax HWH(OpMaIuu, KoTopas
JI0JKHA OBITh B HUX OTpPaKeHa.

9. Dkcmepruza OTHOIICHHS OXHMIAEMOH TONB3Bl K BO3MOXKHOMY PHUCKY TNPUMEHEHUS
JICKApCTBCHHOT'O ITpf€riaparta B LCJIAX NOATBCPIKACHUA FOCYIlapCTBeHHOﬁ perucTpainru JCKapCTBCHHOI'O
rpenapara MpoBOJUTCA KOMHUCCHEW DKCIIEPTOB 3KCHEPTHOTO YUPEKACHUS B CPOK, HE IMPEBBIIIAFOIINI
TpUALATH pabouyux [HEW, MpU TOATBEP)KICHUU TOCYAAPCTBEHHOW PETrUCTpalud JEKapCTBEHHOTO
npenapara Jis MEJULIMHCKOTO NPHMEHEHUS M B CPOK, HE TNPEBBIMIAIONINNA JBAJIATH TpeX padodmx
JHEW, TpHU TOATBEPKICHUM TOCYJAapCTBEHHOM pErucTpaluy JeKapCTBEHHOTO TNpemaparta s
BETEPUHAPHOI'0 IIPUMEHEHUA.

(B pen. ®enepanbHbix 3ak0HOB 0T 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

10. B ciryyae HeTOCTaTOYHOCTH MPEACTABICHHBIX KCIIEPTY MAaTEPUANIOB JUIsl Ja4H 3aKJIIOUYEHHUS B
JMYHBIA KaOWMHET 3asBUTENS B €IMHOW CUCTEME HAIPaBJIETCs 3alpOC O MPEACTAaBICHUN HEOOXOAUMBIX
MaTepHasioB, MOJAMUCAHHBIA PYKOBOAUTENEM (YIIOJIHOMOYEHHBIM JIUIIOM) SKCHEPTHOTO YUPEKICHUS C
UCIOJIb30BAHUEM YCHJICHHON KBAIM(UIIMPOBAHHOM JIEKTPOHHON TOIHCH.

(uactp 10 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

11. 3asBuTenp 00s3aH HANpaBUTh B JIMYHBIA KAOMHET 3KCHEPTHOTO YUPEXKACHUS B €AUHOMN
CUCTEME€ TMOJINUCAHHBIA YCHJIEHHOW KBaJU(UIUMPOBAHHON 3JIEKTPOHHOM MOJANKCHIO OTBET HA 3aMpoc
9KCHEPTHOTO YUPEXKJEHHs B CPOK, HE MPEBBILIAIONIUI HIeCTUAECATH pabounx AHEH CO JHS MOIy4EHUs
OKCIEPTHBIM YUYPEXKIEHUEM IJIEKTPOHHOI'O YBEJOMJIEHUS O IIOJYyYEHUHU 3asBUTEIIEM YKa3aHHOIO
3ampoca. Bpemsi co nHs HampaBieHUS B JIMUHBIM KaOWMHET 3asBUTENS B €AMHOM CHUCTeMe 3armpoca
HKCHEPTHOTO YUYPEXKACHUS [0 JHS HANpPABICHUS 3asBUTEIIEM B JIMYHBIA KaOMHET O3KCIIEPTHOTO
YUpEKICHUS B €IMHON CHCTEME OTBETA HA YKA3aHHBIN 3aIIPOC HE YUUTHIBACTCS MPU MCUUCICHUU CPOKa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

MIPOBEJICHUSI OKCIEPTU3bl OTHOLICHHS OXHIAEMON TMOJb3bl K BO3MOXXKHOMY PHCKY TNPUMECHEHUS
JICKapCTBEHHOT'O IIpernapara Ha OCHOBAHMHU JOKYMEHTa, COJEPIKAIlero pe3yJbTaTbl MOHHUTOPHHIA
3¢ (HeKTHBHOCTH ¥ 0€30ITaCHOCTH JIKAPCTBEHHOTO Mpernapara.

(uactp 11 B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

12. B cpok, He IpEeBHIIAIOMINNA MATH PabOYMX JHEH CO JTHS HaNpaBleHUS B JIMYHBIM KaOWHET
YIOJIHOMOYEHHOTr0 (pe/lepabHOro OpraHa HCIOJIHUTEIBHOM BJIACTH B €AMHOM CHCTEME 3aKIHYEHUs
KOMHUCCHUH JKCIEPTOB IO PEe3yJibTaTaM JKCIIEPTH3bl OTHOLIEHUS OKHUIAEMOW IOJIb3BI K BO3MOYKHOMY
PHUCKY NPUMEHEHUs JIEKapCTBEHHOT0 MpenapaTa, COOTBETCTBYIOUIMN YIMOJTHOMOYCHHBIN (enepanbHbIit
OpraH UCIOJIHUTEIBLHOMN BIACTH:

(B pen. ®exnepanbHoro 3akona ot 30.01.2024 N 1-03)

1) OCYHICCTBIACT OLUCHKY O3TOr'0 3aKIIOYCHHA JJIA ONPCACICHUA €ro COOTBCTCTBUA 3aaaHUIO Ha
IIPOBCACHUC YKaBaHHOﬁ OKCIICPTHUS3LI;

2) TpUHMMAET pEIICHUE O TMOATBEPKICHUU TOCYAapCTBEHHOW PErHCTPAldU JIEKaPCTBEHHOTO
mpenapara Wid 00 OTKa3e B MOJTBEPXKJICHUM TOCYJApCTBCHHON pErHMCTpaluu JICKApCTBECHHOTO
npernapara;

3) BHOCUT NpU HPUHATUU PELUICHUS O TMOATBEPKIACHUM TOCYJapCTBEHHOM perucTpanuu
JIEKApCTBEHHOTO TperapaTta CBEICHHS B TOCYJApCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEICTB M BBIAACT
3asBUTENI0 OECCPOUYHOE PETUCTPALMOHHOE YIOCTOBEPEHME JIEKApPCTBEHHOI'O Ipenaparta MOCPEICTBOM
HampaBJIeHUs Yepe3 eIUHbINA MOopTal WM JUYHBIA KaOMHET 3asBUTENS B €IMHON CHUCTEME BBIITUCKU M3
TOCYJJapCTBEHHOTO PeecTpa JIEKAPCTBEHHBIX CPEICTB, MOANUCAHHON YCHICHHOM KBatM(pUUIUPOBAHHOMN
3JIEKTPOHHOW MOJIHCHIO.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

13. OcHOBaHMEM JUIs1 OTKa3a B MOATBEPKACHUM IOCYIapCTBEHHON PETHCTPALUN JIEKAPCTBEHHOIO
npernapara sBJISCTCA 3aKIIOYEHUE COOTBETCTBYIOILEIO YIOJIHOMOYEHHOro (heAepalbHOrO OpraHa
UCTIOJHUTENIBHOW BJIACTH O TOM, YTO PUCK NPUYMHEHHs BpeAa 310POBbIO UEJIOBEKA MM >KUBOTHOTO
BCJIEJICTBHE IIPpHUEMa JIEKapCTBEHHOT'O MpernapaTa npeBblmaeT 3 (HeKTUBHOCTh €ro MPUMEHEHHUS.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuon mnpoBeneHUs NPOUEAYpbl MNOATBEPKACHHUS TOCYAapCTBEHHOW perucTpanuu
JIEKapCTBEHHOTO MpernapaTa ero odparmienue B Poccuiickoit deaepannn He MPUOCTAHABIMBACTCS.

15. JlomyckaeTrcst oOpallleHue JEeKapCTBEHHBIX IIPEenapaTroB 10 HCTEUEHHUs CpOKa TOAHOCTH,
IIPOM3BENCHHBIX B TEUYEHHWE CTAa BOCBMUJICCIATH KAJICHIAPHBIX JHEHW II0CJI€ JaThl MPUHATHUSA
YIOJIHOMOYEHHBIM (heZiepalibHbIM OpPraHOM HCIIOJHUTEIBHOM BJIACTH PEIICHUS O IOATBEPKACHUU
rOCYJapCTBEHHON PETUCTpallii, B COOTBETCTBHM C HH(MOpMAIMEW, COAepKallelcss B TOKYMEHTax
PEruCTPAallMOHHOTO JOChE HA JIEKAPCTBEHHBIN ITpenapar 10 AaThl IPUHATHSA TAaKOTO PEIICHMS.

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

KoncynprantlIntoc: npumedanue.

Ho 01.01.2027 nmomyckaercsi oOpallleHHe IMpenaparoB, B OTHOIIEHHH KOTOphIX 10 31.12.2025 He
MOJIaHbI 3a8BJICHUS O MPUBEICHUM J1I0Che B cOOTBEeTCTBUE ¢ akTamu EADC, ecnu Ha 01.12.2025 oHu
BBEJICHBI B 000POT HE MeHee 3 mocienHux kaneHaapHsix et ([locraHoBnenue IlpaBurenscTtBa PO
ot 12.03.2022 N 353).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

Cratba 30. BHeceHMe U3MeHeHMM B [AOKYMEHTbl, coAepxawmecs B
perncTpaumoHHOM [OCbe Ha 3aperucTpupoBaHHbLIM JEeKapCTBEHHbIW npenapat Ans
MegULUHCKOro NPpUMeHeHus

1. B mensix BHECEHUS UBMEHEHHI B JTOKYMEHTBI, COJIEpKAIIUECS B PETHCTPALMOHHOM J0ChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar sl MEIULHUHCKOTO IMPUMEHEHHUs, AepikKaTelb WU
BJIQJIENIEl] PETUCTPALMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpernapara Wid YHOJIHOMOYEHHOE UM
JIpYyroe HOpHUIWYECKOe JHI0 (Jajlee B HACTOAILIEH CTaThe - 3asBUTENb) HANPABISIET MOCPEACTBOM
€IMHOTO TIOpTaja B YHOJIHOMOYEHHBIH (erepaabHbIii OpraH HCIOJHUTEIbHON BIACTH WU B JIMUHBIHA
KaOMHEeT YNOJHOMOYEHHOIro (eAepalbHOro0 OpraHa HCIHOJHUTENbHOM BIAacTM B €AMHOM CHCTEME
MOATMMCAaHHOE YCWJICHHOW KBAIU(DUITUPOBAHHON JIEKTPOHHOM MOJIUCKHIO 3asBJICHUE O BHECEHUU TaKUX
W3MEHEHUN 1Mo (GopMe, YCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM (eepaabHbIM OPraHOM MCIOJHUTEIHHON
BJIACTH, W TMpUiaraeMble K HEMy HU3MEHEHHUs B YKa3aHHbIE JOKYMEHTBI, a TaKXe JOKYMEHTBHI,
MOATBEPKIA0IIUE HEOOXOAUMOCTh BHECEHHS TaKUX M3MEHEHHH. B ciyuae, eciay OT IMEHH 3asiBUTENs
JEHCTBYET €ro MpPeICTaBUTENb ((PU3NYECKOE JIHMIIO), YIOJIHOMOUYEHHBIM JEWCTBOBATH OT WMEHU
3asBUTEJISI HA OCHOBAHUH JIOBEPEHHOCTH B 3JICKTPOHHOM (pOpMe B MAIIMHOYNTAEMOM BHJIE, 3asBJICHHE O
BHECEHHM W3MEHEHHI B  JIOKYMEHTBI, COAEpXKalluecs B  PErUCTPaAllMOHHOM  JIOCh€  Ha
3aperucTpUPOBAHHBIA JIEKAPCTBEHHBIA IMpemapaT MJisi METUIMHCKOTO IPUMEHEHUs, MOXET ObITh
MOAMUCAHO  YCHJIGHHOW  KBaIU(DUIMPOBAHHOW  DIEKTPOHHON  MOAMMCHIO  JUOO  yCUIICHHOU
HEKBaTU(UIIMPOBAHHOM STIEKTPOHHOM MOAMUCHIO.

(B pen. denepanbubix 3aKkoHOB OT 22.12.2014 N 429-03, ot 04.06.2018 N _140-®3, ot 30.01.2024 N
1-®3, o1 31.07.2025 N 304-D3)

1.1. I[Ipr HEOOXOAUMOCTH BHECEHUS B IOKYMEHTHI, COJIEPKAIIECs] B PETUCTPALIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipenapar il MEOULMHCKOrO IPUMEHEHMs, W3MEHEHUN
OTHOCHUTEJILHO MeCTa IPOM3BOJCTBA JIEKAPCTBEHHOIO IIpernapaTta Uil MEAULMHCKOrO NPUMEHEHUS,
TpeOYIOLINX MPOBEICHHs YKCHEPTU3bl KadecTBa JIGKAPCTBEHHBIX CPEJICTB, 3aABUTENb JOMOJHUTEIHHO
HaMpaBJsieT HOCPEICTBOM €IMHOTO NIOPTajia B YIIOJIHOMOYECHHBIN (eiepanbHblii OpraH UCIIOTHUTEIHHON
BJIACTH WJIM JIMYHBIA KaOWHET YMOJIHOMOYEHHOro (hefepaibHOr0 OpraHa HCIIOJHUTEIBHON BIACTH B
€TUHOM CHCTEME:

1) cBeneHus o jaTe MPEJOCTaBICHUS U PETHCTPALMOHHOM HOMEpE JIMIEH3MM Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEACTB, a TAKKE KOIMIO 3aKJIFOUEHUSI O COOTBETCTBUHU ITPOU3BOIUTEIIS JIEKAPCTBEHHBIX
CPeACTB Ul MEAMIMHCKOIO MPHUMEHEHMs TpeOOBaHUSAM MpaBWI HaAJeKalleld MpOU3BOJICTBEHHOM
NPAaKTUKH, WM KOMHI0 CepTU(HUKATA COOTBETCTBUS MPOU3BOIMTENS JIEKAPCTBEHHBIX CPEACTB IS
MEJHUIMHCKOTO TIPUMEHEHHUS TPEeOOBAHMSAM [PABHI HAJIEKANIed TMPOU3BOJACTBEHHOW TPAKTHKU
EBpa3uiickoro 5KOHOMHYECKOI'O COI03a, BBIJIAHHBIX YIIOJIHOMOYEHHBIM (efepaabHbIM OpraHOM
UCIIOJIHUTEJIBHOM BJIACTH B OTHOLICHMM W3MEHEHHOW M (WIM) JOIOJHEHHOH IPOU3BOACTBEHHOMN
IUIOUIA/IKK  JIEKAPCTBEHHOTO Ipenapara il MEJULMHCKOINO INPUMEHEHUsS, WM KOIUIO PEIICHUs
YIOJIHOMOYEHHOTO (heIepalibHOI0 OpraHa MCIOJIHUTEIBHOW BIACTH O MPOBEIACHUN (papMalieBTUYECKOM
MHCIIEKIIUU IIPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB JJI1 MEIULUHCKOIO IPUMEHEHUS HA COOTBETCTBUE
TpeOOBaHUSAM MpPaBUI HaAJEKallell NPOU3BOACTBEHHON mNpakTuku EBpa3uiickoro 3KOHOMHYECKOIO
COI03a B OTHOIICHWHM HW3MEHEHHOM U (WiIM) JOINOJIHEHHOW MPOU3BOJCTBEHHOM IJIOMIAAKU
JIEKapCTBEHHOI'O IIpernapara Juisi MEIULIUHCKOTO IPUMEHEHUs B Cllydae, €CJIM IPOU3BOICTBO
JIEKapCTBEHHOI'0 IIpernapara ocyecTsisiercsa B Poccuiickoit @enepanuu;

2) KOITHUIO HpeﬂOCTaBHeHHOﬁ YHOOJHOMOUYCHHBIM OpPraHOM CTpPAHbI TPOU3BOAUTCIIA JIMIICH3UW Ha
IMPOU3BOACTBO JICKAPCTBCHHOI'O ITpCriapara Ajid MCAUIUHCKOIO IMPUMCHCHHUA U €C IICPCBOJ Ha pyCCKI/If/'I
A3BIK, 3aBCPCHHLIC B YCTAHOBJICHHOM IOPAJKE, a TAKKEC KOIHWIO 3aKJIIOYCHUSA O COOTBCTCTBHUU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

MIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBaHMSM TPABUI HaANEXKalleld MTPOU3BOJICTBEHHON
MPAKTUKH, WIA KOMHUIO CepTH(HUKATA COOTBETCTBHSI MPOW3BOJMUTENS JIGKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TIPUMEHEHUS TpPeOOBAaHMSIM TMPABWII HAJISKANIEH MPOU3BOJCTBEHHON MPAKTUKU
EBpa3uiickoro SKOHOMHYECKOTO COI03a, BBIIAHHBIX YIIOJIHOMOYEHHBIM (elepaJbHbIM OpraHOM
WCTIOTHUTEIIbHOW BJIACTH B OTHOIICHWHM W3MEHEHHOW W (WMJIM) JIOMOJIHEHHOW MPOU3BOACTBEHHOM
IUIOLIA/IKH JIEKAPCTBEHHOTO MpernapaTa, Wi KOIMUIO PEeIIeHUs YIIOJTHOMOUYEHHOTO (eiepallbHOT0 OpraHa
WCTIONHUTENHONM  BIACTH O  TIpoBeldeHHH  (apMalleBTHUECKOH  WHCHEKIWH  MPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MPUMEHEHHS Ha COOTBETCTBHE TPEOOBAHUSAM IPaBUII
HaJIeXkalleld IpOU3BOACTBEHHOM NpakTUKM EBpa3niickoro 3KOHOMHYECKOrO COK3a B Cllydae, €clid
MPOU3BOACTBO JIEKAPCTBEHHOIO Mpenapara oCcylecTBisercs 3a npeaenamu Poccuiickoit @eaeparumu.
(uacts 1.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1.2. IIpu He0OXOAUMOCTH BHECEHMSI B IOKYMEHTBHI, COJIEpKaIMecs B PETUCTPALIMOHHOM JJOChE Ha
3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar il MEOULMHCKOrO IPUMEHEHMs, W3MEHEHUN
OTHOCHUTEJIBHO II0KA3aTeNIe KadyecTBa JIEKapCTBEHHOIO IIpernapara il MEJUIUHCKOrO IIPUMEHEHUs U
(WIM) METOMO0B KOHTPOJII KayecTBa JIEKAPCTBEHHOI'O Ipernapara il MEAMIMHCKOrO NPUMEHEHUS,
TpeOyIOUINX MPOBEAEHUS 3KCIEPTU3bl KAaueCTBA JIEKAPCTBEHHBIX CPEJCTB, 3asBUTENb JOMOIHUTEIHHO
HaIpaBJIeT NOCPEACTBOM €IMHOTO TIOpTalia B yIIOJTHOMOUYEHHBIH (peiepanbHblii OpraH UCTIOIHUTEIbHON
BJIACTU WIM JIMYHBIA KaOMHET YyHNOJIHOMOYEHHOro (elepajJbHOr0 OpraHa HCIOJIHUTENBHOM BIIACTH B
€MHOH CHCTEME:!

1) cBeneHusa o gare NpPENOCTABIEHUS U PETUCTPALlMOHHOM HOMEpPE JIMIIEH3UMM Ha MPOU3BOACTBO
JICKApCTBCHHBIX CPCACTB WM CBCACHHUA O HAaTC IMPCAOCTABJICHHA W PECruCTpaiuOHHOM HOMEPEC
3aK/IIIOYCHHUA O COOTBETCTBUM IIPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCACTB Tp€6OBaHI/I$IM mpaBuJI
Ha)]nemameﬁ HpOHSBOHCTBeHHOﬁ MMPAKTUKU HJIN KOIIHUIO CepTI/I(bI/IKaTa COOTBCTCTBUA ITPOU3BOAUTEIIA
JIEKapCTBEHHbIX CPEJICTB M MEAUIUHCKOIO IPUMEHEHHs TpeOOBaHMSAM [IPABMI HaJUlexKaluei
MIPOM3BOJICTBEHHOI NMpakTUKU EBpa3uiickoro sKOHOMHUYECKOTO COI03a, BBIJAHHBIX (MPEI0CTABICHHBIX)
YIOJIHOMOYEHHBIM (pe/iepajIbHbIM OPraHOM UCIIOJIHUTENILHON BJIACTH B OTHOIICHUH MPOU3BOICTBEHHOMN
IUIOMIAJIKU JIEKAPCTBEHHOI'O IIpernapara, B CIIy4ae, €CIHM IPOM3BOACTBO JIEKAPCTBEHHOIO IIperapara
ocymectsisiercsa B Poccniickoit denepanuu;

2) KOMHIO TMPETOCTaBICHHOW YIOJHOMOYEHHBIM OPTaHOM CTpPaHbl MPOW3BOAMUTENS JHUIICH3UHA Ha
MPOU3BOACTBO JIEKAPCTBEHHOIO TMpenapara g MEAUIMHCKOTO MIPUMEHEHHUS U €€ MEePEeBO/ Ha PYCCKUM
SI3bIK, 3aBEPEHHbIC B YCTAHOBJIEHHOM HOPAJIKE, a TAaKXE CBEIEHUS O JaTe NpPelOoCTaBICHUS U
PErUCTPAIMOHHOM HOMEpPE 3aKJIOUEHHUS O COOTBETCTBUM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM TPABWJI HAJUICKAIICH MPOW3BOJACTBCHHON NPAKTHKH, WIH KOIMHIO cepTudukara
COOTBETCTBUS IMPOU3BOIUTEISI JICKAPCTBEHHBIX CPEJCTB JIJISI MEIUIIUHCKOTO MPUMEHEHHS TPEOOBAHUSAM
MpaBWJI HaJJIekKaAIEH MPOU3BOJCTBEHHOM MPAKTUKU EBpa3niicKOro 3KOHOMHYECKOTO COK03a, BbITAHHBIX
YIOJIHOMOYCHHBIM (heJIepaIbHBIM OPTaHOM HCIIOJTHUTEIIBHOW BJIACTH B OTHOIIICHUH MTPOU3BOACTBEHHOM
IJIOIIAJKH JIEKAPCTBEHHOTO Tpernapara, WiIM CBEAEHUs O AaTe MPEJOCTaBICHUS U PErHMCTPALMOHHOM
HOMEpE PEIIEHUs] YIMOJTHOMOUYEHHOTO (peilepalibHOTO OpraHa WCIOIHUTEIBHON BJIACTH O MPOBEACHUU
(dapMameBTHUECKON HMHCIEKIIMM TMPOW3BOJICTBA JICKAPCTBEHHBIX CPEACTB JUISI  MEIUIMHCKOTO
MPUMEHEHUS Ha COOTBETCTBHE TPEOOBAHHUSAM TPABWI HAJUICKAIIEH MPOU3BOJCTBEHHOM MPaKTUKHU
EBpasmiickoro  3KOHOMHYECKOTO COI03a, €CJIM  TMPOW3BOJCTBO  JIGKAPCTBEHHOTO  Mperapara
OCyIIeCTBIsIeTCS 3a npenenamu Poccuiickoit @eaepanuu.

(uacts 1.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1.3. HpI/IHHTI/IC pelicHrud O BHCCCHUU M3MEHEHUI WM 00 OTKa3e BO BHECEHHHM HM3MEHCHUN B
AOKYMCHTBI, COACPIKAINHUECA B PCTUCTPAIMOHHOM [JOCHEC Ha SapeFI/ICTpI/IpOBaHHHﬁ JIeKapCTBeHHbe/'I
npemnapar M MEAUUOMUHCKOroO IIPUMCHCHHA, B Cliy4dac HGO6XOI{I/IMOCTI/I MMPOBCACHUA OKCICPTHU3LI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

KauecTBa JICKAPCTBEHHBIX CPEJCTB U (UJIH) SKCIIEPTU3bI OTHOLICHHS 0KHIaeMOM MOJIb3bI K BO3MOKHOMY
PUCKY MPUMEHEHHUs JIEKapCTBEHHOTO Mperaparta Uisi MEAUIIMHCKOTO MPUMEHEHHUs OCYIIECTBIISIETCS B
CPOK, HE TMPEBBIMAINUN MMATHASCATH pabdoYnMX MJHEH, a B OCTAIBHBIX CIIy4asX B CpPOK, HE
MPEBBIMIAONINN JlecaTn pabodymx MHEH CO [AHsS HampaBleHWs MOCPEICTBOM €IMHOrO IopTaja B
YIIOJITHOMOYCHHBI  (he/lepaibHBIA ~ OpraH  HMCTIOJHUTEIBHOW  BIIACTH WJIM  JUYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (hefiepaibHOr0 OpraHa MCHOJHUTENBbHOM BJIACTH B €IMHOM cHCTEME 3asiBICHUS O
BHECEHUH TAKUX U3MEHEHHUM.

(uactp 1.3 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.4. YnonHOMOYEHHBIN (enepaabHblii OpraH WCIHOJTHHUTENBHOW BJIACTH C yYETOM pe3yJIbTaToOB
(hapmMakoHaa30pa U MPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEJICTB, HAXOIALIMXCA B TPaKJTaHCKOM
000poTe, yCTaHOBJIEHHBIM TpPEOOBaHMAM K HX KAayeCTBY B TE€UYEHHE JAECATH pabouux IOHEH co IHS
MOCTYIMJICHUs. COOTBETCTBYIOILIEH MH(pOpMAIMM pa3MellaeT Ha CBOEeM O(HIMAIbHOM caiiTe B CEeTH
"NnTepHeT" cBeeHUS O HEOOXOIMMOCTH BHECEHHS] B MHCTPYKILHMIO MO MEIUIIMHCKOMY HMPUMEHEHHUIO
JIEKapCTBEHHOI'O Ipenapara MU3MEHEHMH B OTHOUIEHMM CBEACHUH O IOKa3aHMSX JUIsl IPUMEHEHUS U
MIPOTUBOMNOKA3aHUAX Ul TPUMEHEHHs JIEKapCTBEHHOI'O Iperapara, BBISIBJICHHBIX IOOOYHBIX
NEHCTBUAX, HEXENaTeIbHBIX PEAKIUSAX MpPU MPUMEHEHHH JIEKapCTBEHHOTO IperapaTa U HaIlpaBiseT
MOJIIMCAHHOE YCHUJIEHHOW KBaJM(QUUHUPOBAHHON 3JIEKTPOHHOH IMOAMUCHIO YBEJAOMIIEHHE B JIMYHBIN
KaOMHET 3asBUTENI B €IUHON CHCTEMe, a TaKXkKe B JINUHbIe KaOWHEThI 3asBUTENCH B eMHON cUCTeMe,
SBJIAIOINXCS IEPKATENSMH WIM BIAAEIbLAMU PErMCTPALIMOHHBIX YOCTOBEPEHUH B3aMMO3aMEHSAEMBIX
JIEKapCTBEHHBIX MIPENapaToB (MM YIOJHOMOYEHHBIX MU APYTUX IOPUINYECKUX JIMI).

(uactp 1.4 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-®3; B pen. @enepaibHOro 3aKoHa OT
30.01.2024 N 1-®3)

1.5. JlepkaTens WM Biajeliel] perucTpalMOHHOIO YAO0CTOBEPEHUS JIEKapCTBEHHOTO IIpenapara, a
TaKXKe JepXKaTeld WIM BIaJeNiblibl PErUCTPALMOHHBIX YAOCTOBEPEHUI JIEKapCTBEHHBIX IPENaparoB
(WM YyIIOJIHOMOYEHHBIE UMM APYTHE IOPUAWYECKUE JIMIA), KOTOPBIE SBJISIOTCS B3aUMO3aMEHSAEMBIMU,
00s13aHBl HANPAaBUTh B JIMUHBIM KaOMHET YIMOJIHOMOYEHHOTO (heepanbHOro opraHa HMCHOJTHHUTEIbHOM
BJIACTH IOANKUCAHHBIE YCUJIEHHBIMU KBaJM(ULIMPOBAHHBIMH 3JEKTPOHHBIMU MOJIMUCSAMU 3asBJICHUS O
BHECEHMU M3MEHEHMM B  JOKYMEHTBI, COJepXalluecs B  PErucTpaliOHHBIX JIOCh€  Ha
3aperuCTPUPOBAHHbIE JIEKAPCTBEHHBIE MpenapaTsl Uil MEIULUHCKOIO NPUMEHEHUs, B OTHOIICHUHU
CBE/ICHUH, yKa3aHHbIX B MHCTPYKLHUH 110 MEIUIIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHBIX MPENaparoB, B
TEUEHHE COpoKa pabouux JHEH €O JHS MOJYy4EeHHUS YINOJHOMOYCHHBIM (elepalbHbIM OpraHOM
HCIIOJIHUTEJIBHON BJIACTU 3JIEKTPOHHOI'O YBEIOMIIEHHS O IOJIYYEHMM JEp’KaTeIeM WM BIAJENIbLIEM
PErUCTPalMOHHOTO YJIOCTOBEPEHMSI JIEKAPCTBEHHOr0 Mpernapara (Wid yHOJIHOMOYEHHBIM UM JPYyIUM
IOPUAMYECKUM JIMIIOM) HHQOpMAINK, yKa3aHHOHN B yacTu 1.4 Hacrtosimed ctatbu. JlaHHOe TpeboBaHuE
HE paclpoCTpaHsAeTCsl Ha Clyyal BHECEHMs B HWHCTPYKLHIO IO MEAULIUHCKOMY IPUMEHEHHIO
JIEKapCTBEHHOTO IMpenapaTta M3MEHEHWH B OTHOIIEHHMM HOBBIX [OKa3aHWHW JUIsl TNPUMEHEHUs
JIEKapCTBEHHOI'O IIpernapaTa Ha OCHOBAaHUM PE3YJbTaTOB COOTBETCTBYIOUIMX HcCcCienoBaHUi. B ciydae,
€CIIi OT MMEHHU 3asBHUTENS JCHCTBYET €ro MpeAcTaBUTENb ((hU3MYEecKoe JIHIO), YHOTHOMOYECHHBIH
JeCTBOBATh OT WMEHHM 3asBUTENII HAa OCHOBAHWU JOBEPEHHOCTH B OJJIEKTPOHHOW (opme B
MalIMHOYUTAEMOM BHJIE, 3asBICHHE O BHECEHHUM HW3MEHEHUH B JOKYMEHTHI, COJepKaluecs B
PETUCTPALIMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapar Al MEIULMHCKOIo
MIPUMEHEHHS, MOKET ObITh MOANUCAHO YCUJICHHOM KBAaNU(UIIUPOBAHHOMN 3JIEKTPOHHOIN MOAMUCHIO OO0
YCUJICHHOM HEeKBaTH(PULIMPOBAHHOH 3JIEKTPOHHOM MOIHUCHIO.

(uactpb 1.5 BBenena denepanbubiM 3akoHOM OT 27.12.2019 N 475-03; B pea. denepanbHbIX 3aKOHOB OT
30.01.2024 N _1-@3, ot 31.07.2025 N 304-D3)

2. PemieHne o MpoOBEIEHUHU SKCIEPTU3bl KAUECTBA JIEKAPCTBEHHBIX CPEICTB M (MJIM) HKCIEPTU3BI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

OTHOLLIEHUSI OKUJAEMOM TMOJb3bl K BO3MOKHOMY PUCKY IPHUMEHEHUS JIEKapCTBEHHOrO Ipemnapara Jjist
MEJIMIMHCKOTO TPUMEHEHUs TMPUHUMAETCS B COOTBETCTBUU C YTBEPXKIACHHOM YIOTHOMOYEHHBIM
denepatbHBIM OpPraHOM HWCIHOJHUTEIBHON BJIACTH KIaccHUKAIMEll W3MEHEHHH, BHOCUMBIX B
JOKYMEHTBI, COJIEpXkKAIIMECs] B PErUCTPALMOHHOM JIOCh€ Ha 3apETrHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar.

(dactb 2 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. 3asBuTenb BIOpaBe NPEACTaBUTh MO COOCTBEHHON HWHMLIMATHBE BMECTE C 3asiBICHHEM O
BHECEHMM M3MEHEHMM B  JOKYMEHTBI, COJEpKalMecs B  PETUCTPALMOHHOM  JIOChE  Ha
3apEruCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpernapar s MEAMIMHCKOIO IPUMEHEHMS, PEKBU3UTHI
JOKYMEHTOB, IOATBEPKJAIOIINX YIUIATy TOCYAAPCTBEHHOW MHOLUIMHBI 332 BHECEHHE B JOKYMEHTHI,
coJiepKallfecss B PEerucTpaliOHHOM JIOCbE€ Ha 3aperuCTPUpPOBAHHBINA JIEKAapCTBEHHBIN Mpenapar s
MEJULMHCKOrO TPUMEHEHHs, W3MEHEHUH, TpeOyroIluX MpPOBEACHHUS SKCIEPTU3bl JIEKAPCTBEHHBIX
CPEACTB B YaCTHU 3KCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M (MJIM) SKCIEPTHU3bl OTHOLICHHS
OKUJAEMON TMOJNb3bl K BO3MOXKHOMY PpHUCKY IPUMEHEHHMS JIEKapCTBEHHOIO Ipenapara Ul
MEUIIMHCKOTO IPUMEHEHUS], TOCYJapCTBEHHOM MOUUINMHBI 32 BHECEHUE B JOKYMEHTBI, COJIEpKaIUECs B
PETUCTPallMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAHHBINM JIEKAPCTBEHHBIM mpenapar A MEAUIMHCKOIrO
MIPUMEHEHHUS, U3MEHEHUH, He TPeOYIOIUX MPOBEACHHSI SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJCTBA, a TAKKE
BbIJlaBacMble (MPEAOCTABISAEMbIE) YHOJHOMOUYEHHBIMH (ellepajbHbIMH OpPraHaMHM HCIIOJHUTEIbHON
BJIACTU JIOKYMEHTH! (CBEIEHMs), ykazaHHble B uacTsax 1.1 m 1.2 Hacrosimei crathu. B ciyuae ux
HENpEACTaBICHUS YIOJIHOMOYEHHBIA (eepanbHblii OpraH HUCIOJHUTENBHOW BIACTHU 3alpalliuBacT
yKa3aHHbIE  JOKYMEHTHl (CBEICHHMS) B MOPSAKE  MEXKBEJOMCTBEHHOTO  WH(POPMALMOHHOTO
B3aUMOJICHCTBUS.

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

4. B Teuenue natu pabodyux JHEH CO JHS MOCTYIUICHHUS YKa3aHHOTO B YacTH | HACTOSIIEH CTaTbH
3asiBICHUS U HEOOXOJMMBIX TOKYMEHTOB YIOJIHOMOYEHHBIN (enepanbHblii OpraH HMCIONMHUTEIHHON
BJIACTH:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) mpoBOIUT IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMM, COAECPKAILMXCS B MPEACTaBIECHHBIX
3asBUTEIIEM MaTepHaax;

2) mnpuUHMMAaeT pelieHHe O TNPOBEACHHM YKa3aHHBIX B 4YacTW 2 HAcTOSIIeW cTaTbu
COOTBETCTBYIOIIUX IKCIEPTU3 JIEKAPCTBEHHOTO CPECTBA UM 00 OTKa3e B UX MPOBEIACHHH;

3) HampaBiseT B JMYHBIA KaOMHET 3asBUTENS B €IUHOW CHCTEME TMOJIMHCAHHOE YCHJICHHOMN
KBUTH(UIIMPOBAHHON JJIEKTPOHHON TOINHUCHIO YBEJIOMJICHHE O MPUHSATOM PEIICHHH WIM B ClIydae
MIPUHSITHS PEIIeHHs] 00 OTKa3e B MPOBEACHHH COOTBETCTBYIOMICH 3KCHEPTH3BI C yKa3aHWEM MPUYUH
TaKOTO OTKa3a.

(B pen. deaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)

4.1. B cnyuyae BBISBIECHHS HEIOCTOBEPHOCTH CBEACHMH, COAEP)KAIUXCA B IPEICTABICHHBIX
3asBUTENIEM MaTepHaiax, yIoJIHOMOYEHHBIN (hefepalibHbIi OpraH UCIOIHUTEIBHOM BIACTH HAINIPABISET
B JINYHBII KaOWHET 3asBUTENII B €IMHOW CHCTEME 3ampoc 00 YTOYHEHUH YKa3aHHBIX CBEICHUH,
TIOJITMCAHHBIA YCUIIEHHOW KBaTH(PUIIMPOBAHHOHN JIEKTPOHHOM MOIMTUCHIO.

(uacts 4.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asBuTens 00s3aH HANPAaBUTh B JIMYHBIA KaOMHET YMOJIHOMOYEHHOIrO (peliepaibHOrO OpraHa
WCTIOJHUTENILHON BIAacTU B E€OWHOM CHCTeME TMOANUCAHHBIM YCHIEHHOW KBaTH()HUIIMPOBAHHON

www.consultant.ru CrpaHuua 68 ns 156
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=481259&amp;date=26.05.2026&amp;dst=100009&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=481259&amp;date=26.05.2026&amp;dst=100009&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100213&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100213&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=532972&amp;date=26.05.2026&amp;dst=11569&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=532972&amp;date=26.05.2026&amp;dst=11569&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=532972&amp;date=26.05.2026&amp;dst=11570&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=532972&amp;date=26.05.2026&amp;dst=11570&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470146&amp;date=26.05.2026&amp;dst=100203&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470146&amp;date=26.05.2026&amp;dst=100203&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100215&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100215&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100217&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100217&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100494&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100494&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100218&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100218&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100219&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100219&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JIEKTPOHHON MOJMHMCHIO OTBET HA 3aIpOC YHOJIHOMOYEHHOTO (ellepajbHOro OpraHa MCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIIIAIOIINN JEBIHOCTA pabOUYMX JHEH cO JIHS MOITY4YEHHUS YIOTHOMOUYEHHBIM
(bellepaHLHbIM OopraHom HWCIIOTHUTEIBHON BJIACTH QJICKTPOHHOI'O YBCAOMJICHUA O IIOJIYYCHHUU
3asiBUTENIEM JaHHOTO 3arpoca. Cpok, yka3aHHbBIN B 4acTu 4 HACTOSIIEN CTaThbH, IPUOCTAHABINBAETCS CO
AHSA HAIIpaBJICHHUA B JINYHBIA KaOWHET 3asiBUTENST B CJIHHOP'I CUCTEMC 3alpocCa YIOJIHOMOYCHHOI'O
(denepanbHOrO OpraHa HCHOJHMUTENBHOM BJIACTHM JO JHA HampaBlIeHUs B JIMYHBIM KaOWHET
YIOJIHOMOYEHHOTO (pe/iepaibHOr0 OpraHa HCIOJIHUTENBHOW BIIACTH B €AMHOM cHcTeMe OTBeTa Ha
JAHHBIN 3alpOC U HE YYUTBIBACTCS IIPU UCYUCIICHUH CPOKA IIPUHATUS PELICHUS O BHECCHUU U3MEHEHUIN
B JOKYMCHTBI, COACPNKAIUCCA B PCTUCTPpAMOHHOM IOOCHEC Ha SapeFHCTpHpOBaHHBIfI JIeKapCTBeHHbe/'I
npemnapart 4t MCAUIIUHCKOTO ITPUMCHCHUA.

(uactp 4.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHOBaHWEM JUIs OTKa3a B MPOBEJACHHHM YKa3aHHBIX B YacTH 2 HACTOSIICH CTAaThbU SKCICPTH3
SIBIISICTCS TIPEJICTABIICHHE JOKYMEHTOB, MIEPSUUCIICHHBIX B YacTsAX | ¥ 3 HACTOsIIEH CTaThH, B HEMIOJIHOM
o0BeMe, HENpeJCTaBICHNUE 3asSBUTEIEM B YCTAaHOBICHHBIM CPOK OTBETa Ha yKa3aHHBIA B yacTu 4.1
HACTOSIIEH CTaThH 3aIPOC YIIOJTHOMOUYEHHOTO (peIepaIbHOTO OpraHa HCIIOJTHUTEIHHON BIIACTH, a TAKKe
OTCYTCTBHE€ B  TMPEICTABICHHBIX JIOKYMEHTAaX JOCTATOYHBIX CBEICHHH, IOATBEPKIAFOIINX
HEO0OXOIUMOCTh BHECCHHS H3MCHCHHM, HJTH OTCYTCTBHE MH(MOPMAIUH, TTOATBEPIKAAFOIICH (DaKT yIiaTel
rOCyJapCTBEHHBIX MOILINH, YKa3aHHBIX B YAaCTH 3 HACTOSAIICH CTAaThH.

(B pen. ®enepanbHbIx 3aK0HOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIC B 4aCcTU 2 HACTOSIIEH CTAThU 3KCHEPTHU3bI IPOBOJAATCS B MOPSAJIKE, YCTAHOBICHHOM
crathelt 23 Hacrosiiero depepaabHOTO 3aKOHA.

7. B cpok, He MPEBBIMAONINI TATH PadOUMX JHEW CO JTHS HANPABIICHUS MOCPEICTBOM €IMHOTO
rmoprajia B yINOJHOMOYCHHBIN (eaepalbHbIi OpraH HCIOJHUTEIBLHON BJIACTH WU JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (heiepaqbHOr0 OpraHa MCHOJIHUTEIBHOM BIACTU B €JUHOW CHCTEME MOANMMCAHHBIX
YCUJIEHHBIMU KBATH()HUIIMPOBAHHBIMU AJIEKTPOHHBIMU MOMAMUCAMU 3aKITIOUEHUH KOMHUCCUIM IKCIEPTOB
M0 pe3yJbTaTaM yKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThU SKCIEPTH3, YIIOTHOMOYEHHBIHN (heaepaabHbIi
OpraH UCIOJIHUTEIBLHOMN BIACTH:

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) mnpuHMMaeT pemieHWE O BHECEHWHM W3MEHEHHH B  JOKYMEHTBI, COJACpIKalluecs B
pPETUCTPALIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBINA JICKAPCTBEHHBINM Mpenapar sl MEAUIMHCKOTO
MPUMEHEHHUs, Wi 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHIA;

2) BHOCHT B TOCYJapCTBEHHBIH pPEECTp JEKapCTBEHHBIX CPEICTB HA OCHOBAHUU pEIICHHUS O
BHECEHWU W3MEHEHWH B  JOKYMEHTBI, COJEp)Kallhuecs B  PETUCTPAMOHHOM  JIOChE  Ha
3apErHCTPUPOBAHHBINA JICKAPCTBEHHBIM TMpermapaT Uisi METUITMHCKOTO IMPUMEHCHHS, HEOOXOIUMbIC
W3MCHCHHS,

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

3) BBIJAET 3asABUTENIO HOBOE PETUCTPALIMOHHOE YJOCTOBEPEHHE JIEKApCTBEHHOTO Iperapara B
Cllyyae M3MEHEHUsl CBEJCHMI, COJAEp)KAIUXCSA B HEM, ITyTEM HaIpaBJiCHUS 3asBUTEIIO MOCPEACTBOM
€IMHOTO TIOPTAJIa WU B JIMYHBIA KAaOWHET 3assBUTENSl B €JUHON CUCTEME BBIMUCKH U3 TOCYIaPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CpEACTB, IOANMCAHHON YCWJICHHOW KBANMH(UIIMPOBAHHON JIIEKTPOHHOMN
MOAIHACKIO.

(n. 3 BBemen dDenepanbHbM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

8. OcHoBaHMeM /i1 OTKa3a BO BHECEHMHM HW3MEHEHHUH B JOKYMEHTHI, COJEpKalluecs B
PErUCTPAlIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JICKAPCTBEHHBIM mpenapar Ais MEIUIMHCKOTO
MPUMCHEHHUS, SIBISICTCS 3aKIIOYCHHE YIOJHOMOYEHHOrO (hefepaibHOr0 OpraHa HCIOJHUTEIHHON
BJIACTH O BO3MOXXHOCTH CHM)KEHUS 0€301aCHOCTH, KauecTBa, 3PPEKTHBHOCTH JIEKAPCTBEHHOTO CPEJICTBA
B CITy4ae BHECCHUS TAKUX U3MCHCHHI.

9. Jlomyckaercs oOpallleHue JIEKapCTBEHHBIX MpPErnapaToB i MEAMIMHCKOTO MPUMEHEHUS [0
HCTEYEHHUS CPOKa TOAHOCTH, MPOU3BECHHBIX B TEUEHHUE CTA BOCBMHUAECATH THEH TOCTe AaThl MPUHSATHUS
YIOJTHOMOYEHHBIM (pe/lepaTbHBIM OPraHOM HCTIOTHUTEIHHOM BIACTH PEIICHUS O BHECEHHH W3MEHEHUN
B JOKYMEHTBI, COJEp)Kallhecs] B PErHCTPAIIOHHOM JI0Che, B COOTBETCTBUU C HH(pOpMaImei,
colepxaiieiicss B JOKyMEHTaxX PETrHCTPAllMOHHOTO JO0Ch€ Ha JIEKApPCTBEHHBIM Mpemapar a0 JaThbl
MIPUHSATHS TAaKOTO PEIICHUSI.

(dactp 9 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. TIlpaBurtennctBo Poccuiickoii @enepanuu BlpaBe YCTaHOBUTh OCOOEHHOCTH BHECEHUS
U3MEHEHUN B JIOKYMEHTBI, COJEpP)KalMecs B PETrUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JICKApCTBEHHBIN TpenapaT s MEAMIMHCKOTO TNPUMEHEHHUs, B ciaydae JedeKTypbl WIH pHUCKa
BO3HUKHOBEHHUS Je(PEKTYypbl JIEKAPCTBEHHBIX NPENapaToB B CBS3W C BBEJCHHEM B OTHOIICHUH
Poccuiickoit denepanym OrpaHUYUTENBHBIX MEP SKOHOMUYECKOTO XapaKTepa.

(gactp 10 BBenena dexnepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

KoncynprantlIntoc: npumeyanue.
[Tonoxenus ct. 31 (B pea. @3 or 30.01.2024 N 1-®3), kacarommecs: MPeAOCTABICHHUS TOC. YCIyT
MOCPEJICTBOM €IMHOT0 nopTana, npuMenstores ¢ 01.01.2026.

Cratba 31. BHeceHMe WU3MeHeHMM B [AOKYMEHTbl, coAepxawmecs B
perncTpauMoHHOM A0Cbe Ha 3aperucTpupoBaHHbLIM JleKapCTBEHHbLIM npenapaTr Aansa
BEeTEePMHAPHOIro NPUMEeHEeHU A

1. B nensx BHeCEHHs U3MEHEHUH B JOKYMEHTBI, COJAEprKaIlMecs B PErMCTPAllMOHHOM JIOChE Ha
3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO IPUMEHEHUS, AEpKaTeilb WU
BJIaJIeJIel] PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IpenapaTa WIA YIOJHOMOYEHHOE UM
Apyroe IOPUIUMYECKOE JMLO (Jajgee B HACTOALIEH CTaTbe - 3asABUTENb) HANPABISIET MOCPEICTBOM
€IMHOTO TOpTajla B YNOJHOMOYEHHBIH (hefepasibHbli OpraH HCIOJHUTEIbHON BIACTU IMOJAMUCAHHOE
YCUJICHHOM KBaJM(UIIMPOBAHHON JIEKTPOHHON MOMKCHIO 3asBIICHHE O BHECEHUH TaKUX U3MEHEHHH 110
¢dopme, yCTaHOBIIEHHOW YIIOJIHOMOYEHHBIM (hefepalbHbIM OpPraHOM HCIIOJHUTEIBHON BJIACTH, H
IpujIaraeMble K HEMY M3MEHEHMS B yKa3aHHbIE JOKYMEHTBI, a TAKK€ JOKYMEHTBI, MOATBEPKAAIOIINE
HEOOXOIMMOCTh BHECEHUS Takux H3MeHeHHH. Ilpm HeoOXoOMMOCTH BHECEHHs H3MEHEHUH B
JOKYMEHTBI, COJEpKalluecsi B PErHCTPAllMOHHOM JOChE€ Ha 3apEeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npemnapar s BETEPUHAPHOTO IPHMEHEHHs, B ClydyasX UW3MEHeHMs U (WiIM) JOMOJHEHUS
IIPOU3BOJCTBEHHON IIIOIIAJKH JICKAPDCTBEHHOI'O CPEACTBA, a TAKK€ U3MEHEHHMs IIOKa3arelliel KayecTBa
JIEKapCTBEHHOI'O Ipemnapara Jyisi BETEPUHAPHOIO MPUMEHEHUS U (WIM) METOAOB KOHTPOJIS KadyecTBa
JIEKAPCTBEHHOI'0 IIpenapara Juisi BETEpUHAPHOIO NIPUMEHEHHUsI 3asiBUTENb JTONOJHUTEIBHO HAIPABIISET
MIOCPEJICTBOM €IMHOI0 MOpTaja B YINOJHOMOYEHHBINH (eaepanbHblii OpraH HMCIOIHUTENBHOM BIACTH
CJIEAYIOLINE JOKYMEHTHI (CBEICHHS):

(B pen. ®eaepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

1) CBCACHUA O OaTC MPCAOCTABJIICHUA U PETUCTPAIMOHHOM HOMCPC JIMICH3UW Ha MNPOU3BOIACTBO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIX CPEACTB, TNPEIOCTaBICHHOW IPOU3BOIUTENIO JISKAPCTBEHHOTO TMpemnapara s
BETEPUHAPHOTO IPUMEHEHHUS, /11 POCCUICKUX TPOU3BOIUTENCH;
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

2) cBeleHUs O JaTe NPENOCTaBIEHUS M PETUCTPALMOHHOM HOMEpE JMIEH3UMH Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB, MPEAOCTABICHHON MPOM3BOAMUTENIO (hapMalleBTHUECKONH CyOCTaHIHNH,
BXOJISILEH B COCTaB JIGKAPCTBEHHOIO Ipernapara JJisi BETEpUHAPHOIO MPUMEHEHMs, Ul POCCHMCKHUX
MIPOU3BOIUTEIIEH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

3) KOIUsg OOKYMCHTA, BBIJAHHOI'O YIIOJITHOMOYCHHBIM OpPraHOM CTpaHbl IIPOU3BOAUTCIIA IJIA
Ka)KJI0M NMPOU3BOJACTBEHHOH IIIOIIAIKH JIEKAPCTBEHHOTO MpernapaTa JUlsi BETEpUHAPHOTO IPUMEHEHU U
MTOATBEPIKIAIOIIECTO COOTBETCTBUE IMPOM3BOAUTEINS JICKAPCTBEHHOTO Mpemnapara TPeOOBaHMUSIM IIPaBUI
HaJuIexalled MPOU3BOJICTBEHHOW TMPAKTUKU, W €ro IepeBOJl Ha PYCCKUU S3bIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM TMOPSJIKE, a TAKXKe KOMUS 3aKII0YSHHUS O COOTBETCTBUU MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CpeICcTB  TpeOOBaHUSM  MpaBWUI  HAAJEXKalled  MPOW3BOJCTBEHHON  MPAKTHUKH,  BBIAAHHOTO
YIOJTHOMOYEHHBIM (he/iepaTbHbIM OPraHOM HCIIOJIHUTEIHHON BJIACTH IS KKIOW MPOU3BOJCTBEHHON
TJIOMIAIKK JIEKAPCTBEHHOTO TIpernapara i BETEPUHAPHOTO MPUMEHEHHs], JIMOO KOMHUs PEelIeHUs O
IIPOBECACHNN HHCIICKTUPOBaHUA IIPOU3BOAUTEIIA JICKAPCTBCHHBIX CpEacCTB, IIPUHATOT'O
YIOJIHOMOYEHHBIM (he/lepaJbHbIM OPraHOM MCIIOJHUTEIBHON BJIACTU IS KaXKIOW MPOU3BOJCTBEHHON
IJIOIIAKH JIEKAPCTBEHHOTO MperapaTa g BETEPUHAPHOTO NPUMEHEHUs. YKa3aHHbIE JTOKYMEHTHI
MPEACTABISIOTCA B Cllydae, €CJIM IPOU3BOJACTBO JIEKAPCTBEHHOTO IMpernapaTa sl BETEPUHAPHOTO
MIPUMEHEHUS OCYLIECTBIISIETCA 3a ipeaenamu Poccuiickoin enepanuu;

4) KOImusg JOKYMCHTA, BbIAAHHOI'O YIOJHOMOYCHHBIM OpPraHoM CTpaHbl IIPOHU3BOAUTCIIA
(hapmareBTHUeCKou cyOcTaHuu " [MOATBEPKAAIOLIETO COOTBETCTBHEC MPOU3BOIUTEIIS
(hapmaieBTHUECKOI CyOCTaHIIMU, BXOJSIICH B COCTAaB JIEKAPCTBEHHOIO IperapaTa Jijisi BETepUHAPHOTO
MPUMEHEHUs, TPeOOBaHUSAM OpPABHJI HaJJIeKallell MPOU3BOJICTBEHHONW MPAKTHKH, U €ro MEepeBOJ] Ha
PYCCKMI1  A3BIK, 3aBEpEHHBIE B YCTAHOBJIEHHOM IOpSIKE, B Cly4ae, €CIM IPOU3BOJICTBO
(dhapmareBTHUECKON CyOCTaHIIUM OCYIIECTBISIETCS 3a mpeenaMu Poccuiickoii Demeparium.

(uactp 1 B pen. @enepanproro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cny4ae u3meHeHus: ¥ (WJIM) JOTMOJHEHHUS MPOWU3BOJACTBEHHOW TIJIOMIAIKH JIEKAPCTBEHHOTO
CpencTBa JTOKYMEHThI, yKa3aHHblE B 4acTU | HACTOSIIEW CTaTbH, IPEACTABIISIOTCS 3asABUTEIIEM B
OTHOIICHWU W3MEHseMON U (WJIM) [OTOJTHSEMOW MPOU3BOJACTBEHHON IUIOMIAJIKK JIEKAPCTBEHHOTO
cpeacTtsa. Pemenue 0 BHECEHMM M3MEHEHUN B JOKYMEHTBI, COAEPKAIIUECS B PETUCTPALIMOHHOM J10ChE
Ha 3aperCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar Jijisi BETEPHHAPHOTO MPUMEHEHUs, Wi 00 OTKa3e B
WX BHECCHHHM TPUHUMAETCA B CJlydae HEOOXOIMMOCTH MPOBEACHUS SKCHEPTU3BI JICKAPCTBEHHOTO
CpelCcTBa B CPOK, HE MPEBBIMIAIONINN MECTUACCATH TSATH Pab0YNX THEH, a B OCTAIBHBIX CIIy4asx B CPOK,
HE TPEBBIIAIONINN ABaIIATH pabOYnX AHEHW CO JHS HANpaBJICHHS MOCPEICTBOM EAMHOIO IMopTala B
YIOJHOMOYEHHBIN (peepanbHblii OpraH MCIOJHUTEIHHONW BJIACTH 3asBIEHUS O BHECEHUHM TaKHX
W3MEHECHUM.

(uactpb 1.1 BBenena denepanbabiM 3akoHoM OT 04.06.2018 N 140-D3; B pea. denepanbHbIX 3aKOHOB OT
30.01.2024 N _1-@3, ot 31.07.2025 N 304-D3)

1.2. B cnywae peopraHumsanuy JAeprKaTeis WIH BIAJeNblla PErUCTPALMOHHOIO yAOCTOBEPEHUS
JICKapCTBEHHOI'0 Ipernapara A BETEPHUHAPHOIO NPUMEHEHUs, pa3padOT4YMKa WIM IPOU3BOIUTENS
JIEKapCTBEHHOT'O Ipernapara JJisi BETepUHApHOTO NMPUMEHEHUS B 3asBICHUH O BHECEHHM M3MEHEHUI B
JOKYMEHTBI, COJEpKalliecsi B PErMCTPAllMOHHOM JOChE€ Ha 3apeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar i1 BETCPUHAPHOTIO IMPUMCHCHUA, YKAa3bIBAKOTCA HJAHHBIC OOKYMCHTA, IOATBCPIKAAROIICTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

BHECEHHE COOTBETCTBYIONINX M3MEHEHHI B EMUHBIN roCy1apCTBEHHBIN peecTp IOpUANYECKUX JTUIT (A5
OpraHM3allfii, 3apeTUCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit denepannn), UIH UHOTO TOKYMEHTA,
MOATBEPIKIAIOIIETO0 PEOPTraHU3ALMIO IOPUANUECKOTO JUIa (I OpraHu3aluid, He 3apEeTUCTPUPOBAHHBIX
Ha Tteppuropun Poccuiickoit denepanuu). 3asBieHHME O BHECEHWH HW3MEHEHUW B JOKYMEHTHI,
COZEpIKAIMEC B PETHMCTPAIMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIA Mpenapar st
BETEPUHAPHOIO NPUMEHEHUs, W MpUjaraéMble K HEMY JOKYMEHTbl HaIIpaBISIOTCS MOCPEACTBOM
€MHOTO TIopTalia B YIOJHOMOYEHHBIN (peepanbHblii OpraH UCIOTHUTEIHLHOW BIACTH HE MO3JHEE YeM
yepe3 TpHUALATH, pabouux JHEH CO JHS BHECEHHsS COOTBETCTBYIOIIMX W3MEHEHWH B EnuHbIi
rOCYJJapCTBEHHBIN peecTp IOPUANUECKUX JIHIL (11 OpraHu3aliii, 3apEeruCTPUPOBAHHBIX HA TEPPUTOPUHU
Poccuiickoit ®@enepary) Wik co AHS MPUHITHS COOTBETCTBYIOIIETO JOKYMEHTA, MOATBEPIKIAOIIEr0
peopraHu3aIio IOPUIAYECKOT0 Jula (Ui OpraHu3alui, HE 3aperuCTPUPOBAHHBIX HA TEPPUTOPUU
Poccuiickoit denepanun). B ciydae peopranuzanmu aepikareis WIM Biajeiblla PErUCTPALMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOT'O IpernapaTa JJisi BETEPHUHAPHOIO NPUMEHEHUS 3asBJIICHHE O BHECEHUH
W3MEHEHUN B JIOKYMEHTBI, COJEpP)KAIMECs B PETUCTPAIMOHHOM JOCh€ Ha 3aperuCTPUpPOBAHHBIN
JICKapCTBEHHBIM mpenapar i BETEPUHAPHOIO IPUMEHEHHUS, MONAECTCS IOPUIUYECKUM JIMLIOM,
KOTOPOMY B XOJ€ peOpraHuM3aluyd IMEpeJaH0 MpaBO BIAACHUA TaKUM PETHCTPALMOHHBIM
YIIOCTOBEPEHHEM.

(dactp 1.2 BBenena denepanbapiM 3akoHOM OT 02.08.2019 N 297-03; B pen. denepaibHOrO 3aK0HA OT
30.01.2024 N 1-®3)

1.3. 3asBieHus, yka3zaHHble B yacTax | - 1.2 Hacrosimedl cTaTbu, MOTYT OBITH IOANUCAHBI
YCHJICHHOW KBaJTU(PUIIMPOBAHHOW 3JEKTPOHHOW TMOIMHUCHIO OO yCHICHHOW HEKBATH()HUIIMPOBAHHON
ANIEKTPOHHOM MOANUCHIO B CiIy4yae, €ciId OT HMMEHM 3asBUTENs JEUCTBYET €ro NpeaCcTaBUTEINb
(pu3nyeckoe IUII0), YIIOJIHOMOUYEHHBIN JeMCTBOBATh OT UMEHHU 3asiBUTENISI HA OCHOBAaHUU JIOBEPEHHOCTH
B AJIEKTPOHHOHN (hopMe B MAIIMHOYUTAEMOM BH/IE.

(uacts 1.3 BBenena ®@enepanbHbM 3akoHOM OT 31.07.2025 N 304-D3)

2. B ciyyae BHeceHHs] M3MEHEHHUH B JJOKYMEHTHI, COAEpIKAIINECS B PErHCTPAI[MIOHHOM JOChE Ha
3aperuCTPUPOBAHHBIA JICKAPCTBEHHBIH Mperapar Ijs BETEPHUHAPHOTO NPUMEHEHHS, B OTHOIICHUU
CBEJICHWH, yKa3aHHBIX B noamynkrax "e", "x", "k", "n", "u", "c¢", "x" mynkra 7 wactu 3 cratbu 17
Hacrosero deaepanbHOTO 3aKOHA, W3MEHEHUS W (WJIM) JIOTIOJTHEHHS TPOW3BOJICTBEHHOM IUIONIAIKH
JIEKApCTBEHHOTO CPEJICTBA, a TAKXKE B Cilydyae M3MEHCHHMs ITOKa3aTelIed KauyecTBa JICKAPCTBEHHOTO
mpemnapaTa i BETEpUHAPHOTO MPUMEHEHHs] U (WJIM) METOJOB KOHTPOJS KauecTBa JIEKAPCTBEHHOTO
mpermapaTa JiUisl BETepUHAPHOTO NMPUMEHEHHUS TMPOBOJUTCS DKCIEPTHU3a JIEKAPCTBEHHOTO CPENICTBA s
BETEPUHAPHOTO TPUMEHEHUs. B ciydae HEOOXOAMMOCTH BHECCHHSI MHBIX M3MEHEHHH B JOKYMEHTBI,
CoJIepKalfecss B PErHMCTPAIMOHHOM JOChEe Ha 3apeTHCTPHPOBAHHBINA JIEKAPCTBEHHBINA Mpemnapar s
BETCPUHAPHOTO NMPUMEHEHHS, SKCIIEPTH3a JICKAPCTBEHHOTO CPEACTBA JUISl BETCPUHAPHOTO NIPUMEHEHUS
HE MTPOBOJIUTCA.

(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3agBuTenb BHOpaBe NPEACTaBUTh MO COOCTBEHHON HWHMIIMATHBE BMECTE C 3asiBJICHHEM O
BHECECHMM M3MEHEHMM B  JIOKYMEHTBI, COJEpXKallMecs B  PETUCTPAllMOHHOM  JIOChE  Ha
3aperuCTPUPOBAHHBIA JIEKApPCTBEHHBIM IpemapaT s BETEPUHAPHOIO NPUMEHEHUs, PEKBU3UTHI
JOKYMEHTOB, TOATBEPKJAIONIMX YIUIATy TOCYAAPCTBEHHOW MOLUIMHBI 332 BHECEHHE B JOKYMEHTHI,
coJlepKalliecs B PErMCTPalMOHHOM JOChE Ha 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Uit
BETEPUHAPHOTO TPUMEHEHUs, M3MEHEHMH, TPeOYIOLIMX IPOBENCHUS 3KCIEPTU3bl JIEKApCTBEHHOTO
CpeACTBa, WJIM W3MEHEHHH, He TpeOYIOIIMX IPOBEICHUS SKCIEPTHU3bl JIEKAPCTBEHHOIO cpejacTBa. B
cllydyae HEOOXOJIMMOCTH M3MEHEHHUsl CBEICHUM, COJCPIKALIMXCS B PETUCTPALMIOHHOM YyIOCTOBEPEHHUH
JIEKAPCTBEHHOI'0 IMperapara Uisi BETEPUHAPHOIO NPUMEHEHHUs], C 3asABJICHUEM, YKa3aHHBIM B 4acTu |
HACTOAIIEH CTaThbd, 3asBUTENb BIpPAaBE MPEJICTaBUTh MO COOCTBEHHOW WHUIMATHBE PEKBU3UTHI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JOKYMEHTA, MOATBEP)KAAIOLIET0 YIUIATy IOCYAAPCTBEHHOW IOLUIMHBI 3a BblJAady PETMCTPALMOHHOIO
yIIOCTOBEpEHHs JIEKapCTBEHHOI'O IMperapara. 3asBUTENb BIPaBe IMPEICTaBUTh MO COOCTBEHHOMH
MHULMATUBE CBEJCHUS O JUIEH3UAX, YKa3aHHbIEC B IMyHKTax | u 2 yactu | HacToAILIEH CTaThH, a TAKKE
BbIIaBa€MbI€ YIIOJIHOMOYEHHBIMU (peepalbHBIMU OpPraHaMu MCIIOJHUTEIbHONW BJIACTU JOKYMEHTHI,
yKa3aHHble B IyHKTe 3 d4acTh | Hacrosmed craTed. B ciyyae HenpeAcTaBieHUs yKa3aHHBIX
JOKYMEHTOB  (CBEICHMIH) YIOJIHOMOYEHHBIM (efepasbHbli  OpraH  HCIOJHUTEIBHOW  BJIACTH
3alpalnBaeT yKa3aHHbIE TOKYMEHTHI (CBEIEHHs) B MOPSAKE MEXBEIOMCTBEHHOIO MH(POPMALMOHHOTO
B3aUMOJICHCTBUS.

(B pen. @enepanbHbix 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N _1-P3)

4. B cpok, He NPEBHIMIAOIMNN MATH padoYnX THEH CO JIHSA MOCTYIJICHHUS yKa3aHHOro B yacTH |
HACTOSIIEH CTAaThU 3asBJICHUS] U HEOOXOAMMBIX JOKYMEHTOB, YIIOJTHOMOUYEHHBIN (efepaibHbIi OpraH
HCIIOJIHUTEIIBHOH BJIACTH:

(B pen. ®enepanbHoro 3akona ot 31.07.2025 N 304-03)

1) MMPOBOAUT MPOBCPKY MOJIHOTHI U TOCTOBCPHOCTU CBGHGHHﬁ, COACPpKAIUXCA B MPCACTABICHHBIX
3asABUTCIICM JJOKYMCHTAX,

2) nOpUHMMaeT peuleHHe O TMPOBEAECHUU OJKCHEPTU3bl JIEKAPCTBEHHOTO CpelacTBa s
BETEPUHAPHOTO MIPUMEHEHHS U 00 OTKAa3€ B €€ MPOBE/ICHUMY;

3) HampaBuseT TIOCPEICTBOM €IMHOTO MOpTala 3asBUTENI0 IOJNHCAHHOE YCHJICHHOU
KBTH(UIIMPOBAHHOM JIIEKTPOHHOW ITOAMKUCHIO YBEIOMIICHHE O TPUHATOM pEIICHHH HIM B Ciydae
NPUHATUS pelIeHuss 00 OTKa3e B MPOBEJCHUM OSKCIEPTU3bl JIEKAPCTBEHHOI'O CpeJCTBa s
BETEPUHAPHOI'0 IIPUMEHEHHS C YKa3aHUEM IIPUYUH TaKOI0 OTKAa3a.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.1. B cnydae BBISIBJICHHS HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH CBEACHUH, CONECPKAIIIXCS
B IIPE/ICTABJICHHBIX 3asBUTEJIEM MaTepualiaX, yIOJIHOMOUYCHHBIN (eepaabHbIil OpraH UCIOJIHUTEILHON
BIIACTH HAMpAaBJISET MOCPEICTBOM EIWHOTO TOopTalia 3asBUTENI0 3ampoc 00 YTOYHEHHWH YKa3aHHBIX
CBECHHMIA, IOJIMMCAHHBIA YCUIIEHHON KBaTU(UIIMPOBAHHOMN SJIEKTPOHHOM MOAMHUCKHIO.
(uactp 4.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. 3asButens o00s3aH HANPaBUTh TOCPEACTBOM €IWHOTO IOpTajia B  YIOJIHOMOYEHHBIN
denepanbHBI OpraH HCIOJHUTENBHON BIACTH MOJMUCAHHBIA YCWJICHHON KBaJM(UUIHMPOBAHHOMN
JIEKTPOHHON MOJIMCHIO OTBET HA 3aIPOC YIOJIHOMOYEHHOTO (pellepajbHOro OpraHa MCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIIAIOIIUN JEeBIHOCTA pabO4YMX JHEH cO JIHSA MOITy4EeHUs YIOJTHOMOUYEHHBIM
¢denepanbHBIM  OPraHOM HCIOJHHUTEIBHON BIIACTH 3JEKTPOHHOTO YBEAOMJIEHHS O TIOJyYeHHUH
3asBUTENIeM JaHHoro 3ampoca. Cpoku, ykazaHHble B vacTu 1.1 HacTosmed cTaThy,
IIPUOCTAHABIMBAIOTCSA CO JHS HANpPaBICHUsA IOCPEACTBOM €IMHOrO IOpTaja 3asBUTEII0 3arpoca
YHOJHOMOYEHHOTO (pe/iepaIbHOTO OpraHa WCIOJHUTENIBHON BJIACTH JI0 JHS HANpaBJIEHUS MOCPEICTBOM
€IMHOro IopTaja B YIOJHOMOYEHHBIH (QelepanbHblii OpraH HCHOJHUTENbHON BIIACTH OTBETAa Ha
JAHHBIN 3aIIpOC U HE YUUTHIBAIOTCS IIPU UCUMCIIEHUN CPOKA IPUHSTHS PELICHUS O BHECEHUH U3MEHEHUN
B JIOKyMEHTBI, COJIEpKalIUECs] B PETUCTPALIMOHHOM JIOChE HA 3apErMCTPUPOBAHHBINA JIEKAPCTBEHHBIN
mpernapaTr A BETEPUHAPHOIO NpUMEHEeHHUs. B ciywae, ecam OT MMEHHM 3asBUTENS JEHCTBYET €ro
npencraBuTenb ((pU3MUEecKoe JMIO), YMNOJIHOMOYEHHBIM JIeHCTBOBaTbH OT HMEHHU 3asBUTENsS Ha
OCHOBaHUU JOBEPEHHOCTU B AJIEKTPOHHOU (popme B MAIIMHOYUTAEMOM BHUJE, OTBET Ha 3aIpPOC MOKET
ObITb MOANUCAH YCWJICHHOH KBaIM(DUUUPOBAHHON 3JEKTPOHHOM MOANUCHI JIMOO YCHUIIEHHOM
HEKBaTM(PULIUPOBAHHOHN 3JIEKTPOHHOM MOJIHUCHIO.

(B pen. @enepanbubix 3ak0HOB OT 30.01.2024 N 1-®3, o1 31.07.2025 N 304-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

5. OcHoBaHMEM ns OTKaza B IPOBEACHHUU OKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA UL
BETEPUHAPHOTO0 TNPUMEHEHMS SBIIAETCS NPEICTABICHHE JOKYMEHTOB, YKa3aHHBIX B dacTax 1 u 3
HACTOSIIEH CTaThH, B HEMIOJIHOM 00bEMe M OTCYTCTBHE B IIPECTABICHHBIX JOKYMEHTaX JOCTATOYHBIX
CBEJCHMI, TOATBEP)KIAIOIIMX HEOOXOAMMOCTh BHECEHHMS HW3MEHEHUH, JMO0 HenpeacTaBleHue
3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETAa HA yKa3aHHbBIM B 4dacTh 4.1 HacTOsAIEH CTaTbU 3ampoc
YIOJIHOMOYEHHOTO (heiepabHOI0 OpraHa UCIOJHUTEIbHOM BIACTH.

(B pen. ®enepanbHoro 3akona ot 04.06.2018 N 140-D3)

6. DkcrepTu3a JICKapCTBEHHOTO CPEACTBA JUIsl BETEPUHAPHOTO MPUMEHEHHUS! B IIEJISIX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJEpP)KaIUeCs B PETrUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
HeKapCTBeHHBIﬁ npenapar 4 BETCPUHAPHOIO IMPUMCHCHMUS, OCYHICCTBIACTCA B  IIOPAIKE,
YCTAHOBJIEHHOM cTaTheil 24 HacTosmero denepaabHOro 3aKoHa.

6.1. B cpok, He mpeBBIIaONUi MATH padOYnX JTHEW CO JHS HAIpPABJICHHS IMOCPEIACTBOM €IUHOTO
MopTaia B yIOJIHOMOYEHHBIN (eepanbHbIi OpraH UCTIOTHUTEIHHOM BIACTH MOAMUCAHHOTO YCUICHHON
KBATU(UIIMPOBAHHON AJIEKTPOHHON TMOAMKUCHIO 3aKIIIOUEHUS KOMUCCHHU SKCIEPTOB MO pe3yibTaraM
yKa3aHHOM B 4YacTW 2 HACTOSIIEH CTaTbU OJKCIEPTH3bl, YHNOJHOMOYECHHBIH (eaepalibHbIii OpraH
HWCTIOTHUTETbHOMN BIACTH:

(B pen. ®enepanbubix 3akoHOB OT 02.08.2019 N 297-®3, ot 30.01.2024 N _1-®3, ot 31.07.2025 N
304-D3)

1 ) NpUHHUMACT PCHICHUE O BHECCHUU U3MEHEHUI B AOKYMCHTBI, COJACpKallueca B
PEruUCTpalliOHHOM IOOCHEC Ha 3apeFHCTpI/Ip0BaHHLIf/'I HCKapCTBeHHLIﬁ npenapar jisi BCTCPHUHAPHOI'O
MIPUMCHCHUSA, UIIN 00 0TKa3e BO BHCCCHUU TAKHUX HSMGHGHHﬁ;

2) BHOCHT B TOCYJapCTBEHHBIH PEECTp JEKapCTBEHHBIX CPEICTB HAa OCHOBAHWU PELICHUS O
BHECCHUU N3MEHEHUH B JOKYMCHTEI, CoZCpKaImurec, B PEruCTpaiuOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBI TNperapar Jjs BETEPUHAPHOTO NPHUMEHEHHUs, HEeO0OXOIUMbIE
U3MEHEHMS;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

3) BHOCHUT B TOCYJApCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB B CiIydae HEOOXOIUMOCTH
W3MEHEHHS C COXPAaHEHHEM TEKYyIIero HOMEepa 3aliCH B TOCYJapCTBEHHOM pPEECTpe JIEKapCTBEHHBIX
CPEICTB M HAIPABISET 3asBUTEIIO IOCPEICTBOM EAMHOTO TIOPTaia WM B JIMYHBIN KaOMHET 3asBUTEIS B
€IMHOW CHUCTEME BBINHUCKY M3 T'OCYJapCTBEHHOT'O pPEecTpa JIEKAPCTBEHHBIX CPEACTB, NOJMHMCAHHYIO
YCUJIEHHOM KBaJTM(UIIMPOBAHHON 3JIEKTPOHHOH MOAMUCHIO.

(n. 3 B pen. @eaepanbHoro 3akoHa ot 31.07.2025 N 304-D3)
(dactb 6.1 BBenena denepanbHbiM 3akoHoM 0T 22.10.2014 N 313-D3)

6.2. B ciydae BHECeHUs MU3MEHEHUI B JOKYMEHTBI, COIEpPIKAILIUECS B PETUCTPALIMOHHOM JI0ChE Ha
3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIM MpernapaT il BETEPUHAPHOIO IPHMEHEHMsS, B YacTH,
Kacarollencss M3MEHEeHUus M (WIM) JIONOJIHEHUs IPOU3BOACTBEHHON IUIOLIAJKH JIEKapCTBEHHOTO
npernapara, IIpy MpeICTaBICHUH 3asBUTEIEM B COOTBETCTBUHU C ITyHKTOM 3 4acTH | HacTosIEed craTbu
KOIIMM PELICHUsI YHNOJHOMOYEHHOTO (hefiepalibHOr0 OpraHa HCHOJIHHUTENBHOM BJIACTH O MPOBEACHUHU
MHCIEKTUPOBAHHUS [IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHbIM B yacTu 6.1 Hacrosiuei
CTaThH, IPUOCTAHABIIMBAECTCS CO JIHS MOJYYEHHs 3aKJIIOYEHHsS] KOMUCCUU JKCIEPTOB 10 JHS MPUHATHS
YHOJHOMOYEHHBIM (heZiepaabHbIM OPraHOM HCIIOTHUTEIBHON BJIACTH PELIEHUS O BbIJaue WK 00 OTKaze
B BbIJJau€ 3aKJIIOYEHUS O COOTBETCTBMM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM MPABUI
Ha/JIexalieil Mpou3BOJCTBEHHONW MPAKTUKU, HO HE O0Jjiee 4eM Ha CTO BOCEMBECAT pabouMX JHEH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(uacts 6.2 BBeeHa PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHoBaHMeM Ui OTKa3a BO BHECCHHHM W3MEHEHHMH B JOKYMEHTBI, COJEpKalluecs B
PEruCTPAallMOHHOM JIOCb€ Ha 3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapaTr i BETEPUHAPHOTO
INPpUMCECHCHUA, B ClIy4asaXx, HC TpC6YIOHH/IX MPOBEACHUA SKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA, SABIACTCA
npeaACTaBICHUE NJOKYMCHTOB, YKA3aHHBIX B HAaCTAX 1u3 HaCTOSIHIeﬁ CTaTbu, B HCIIOJTHOM 00beEME Wi
OTCYTCTBHUE B NPEJCTABICHHBIX JOKYMEHTAX CBEICHHI, KOTOPBIC JIOJDKHBI OBITh B HUX OTPa)KEHBI, JTHOO
HETPE/ICTABIICHUE 3asBUTEIIEM B YCTAHOBIICHHBII CPOK OTBETa Ha YKa3aHHBIA B yacTu 4.1 Hacrosimei
CTaThH 3aMPOC YIOTHOMOYEHHOTO (eepaTbHOrO OpraHa UCMOIHUTEIBHOMN BIACTH.

(dactp 7 B pen. @enepanbuoro 3akona ot 04.06.2018 N 140-D3)

7.1. OcHoBaHueM 1Jisi OTKa3a BO BHECEHHMH HW3MEHEHH B JIOKYMEHTBI, COJEp)Kamuecs B
PETUCTPALIMOHHOM JOCh€ Ha 3apErMCTPUPOBAHHBINA JICKAPCTBEHHBIM Mpenapar Il BETEPUHAPHOTO
MIPUMEHEHHUS, B CIy4asX, TPEOYIOMUX MPOBEACHHS SKCIEPTHU3bI JICKAPCTBEHHOTO CPENICTBA, SBIISICTCS
3aKJIIOUYEHHE YIOTHOMOYEHHOTO (penepaqbHOr0 OpraHa HUCHOJHUTENBHOW BIACTU O BO3MOXKHOCTHU
CHIDKEHHUS 0€30MacHOCTH, KauecTBa, 3(P(EeKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa BCICICTBUE BHECCHUS
W3MEHECHHH B  yKa3aHHBIE JOKYMEHTBI, OTKa3 YIOJHOMOYEHHOro (emeparbHOrO  OpraHa
WCTOJIHUTEIPHOM BJIACTH B BbIJIaY€ 3aKIIOYEHUS O COOTBETCTBHM MPOU3BOJUTENS JIEKAPCTBEHHBIX
CpencTB TpeOOBAaHUSIM MPABUII HAJICKAIIEH TPOU3BOACTBEHHOM MPAKTUKH B CIIy4ae M3MEHEHUS U (M)
JIONOJIHEHUS TPOM3BOJICTBEHHOM IUIOLIAJKK JIEKQPCTBEHHOrO IIpernapara, €cjid MPOU3BOACTBO
JIEKApCTBEHHOr'0 TpernapaTta s BETEPUHAPHOTO TPUMEHEHMsI OCYIIECTBISIETCS 3a NpelaeaamMu
Poccuiickoit denepanuu, Ui OTCYTCTBUE 3TOTO 3aKIFOYEHUS.

(uactp 7.1 BBeneHa @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlommyckaercsi oOpalieHrne JIEKapCTBEHHBIX MpPENapaToB JJIsi BETEPHUHAPHOTO NMPHUMEHEHUS [0
HUCTCUYCHUSA CPOKa rOAHOCTH, IPOU3BCACHHBIX B TCUCHUC CTa BOCBMUACCATU }IHGI\/II IMOCJIC JaThl IPUHATHUA
YIIOJITHOMOYEHHBIM (eIepaaIbHbIM OpPraHOM HCIIOJHHUTEIBHON BJIACTH PEIICHHUS O BHECCHHH M3MEHEHUH
B JIOKYMEHTBI, COJCpXKallfecs B PETHMCTPAlMOHHOM JOChe Ha JICKAPCTBCHHBIM Mpenapar, B
COOTBETCTBUM ¢ uH(poOpManuen, cojepxamelics B JOKYMEHTaX pPEeTUCTPAlMOHHOTO JO0Che Ha
JIEKApCTBEHHBIN IIpenapar 10 AaThl IPUHATHSA TAKOIO PEIICHMUS.

(dactpb 8 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantlntoc: npumeyanue.
O Bo3MOXXHOCTH oOOpamieHuss B PD JjiekapCTBEHHBIX MpEmnapaToB MOCJIE MNPUHATUS pEIIeHUs 00

OTMEHE TOCPETUCTPAIIMU U UCKIIOUYCHHBIX M3 peecTpa (hapManeBTHUECKUX CyOcTaHmui cM. cT. 4 D3
ot 30.01.2024 N 1-®3.

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perucrpauum fieKapcTBeHHOro npenapara

Pemenne 06 oTMeHe rocy1apcTBEHHON PErucTpaluy JEKapCTBEHHOIO MpenapaTa U UCKIIOYEHUH
JIEKAPCTBEHHOI'0 IIpernapara U3 TOCYyJAapCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX CPEIACTB IPUHUMAETCS
YIIOJIHOMOYEHHBIM (pe/iepalibHBIM OPraHOM HCTIOJIHUTEIBLHOMN BIACTH B CIIydae:

1) nmpencraBieHUsT  COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepalibHBIM  OpraHOM
WCIIOJIHUTEJIbHON BJIACTH 3aK/IIOUYEHHS O PHUCKE WM 00 Yrpo3e 3/I0pOBBIO, JKU3HHM 4YeJOBEKa WU
KUBOTHOTO TPU MPUMEHEHHH JIEKApCTBEHHOTO Mperapara, MPEeBHIIAIMUX ero 3(pPeKTUBHOCTD, 1O
pe3ysbTaTtaM OCyIIEeCTBISIEMOTr0 UM MOHUTOPHHTA 0€30MaCHOCTH JIEKApCTBEHHOTO Mpernapara;

2) nmogavuv JACpiKaTesICM WU BJIAACIBLHEM PETUCTPAIUOHHOIO YAOCTOBCPCHUA JICKAPCTBCHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

mpemapaTa WIM YIOJHOMOYEHHBIM WM JAPYTUM IOPUIMYECKHM JIULIOM 3asBIIEHHS 00 OTMEHe
FOCYJJApCTBEHHOW  PErucTpaluyd  JIEKapCTBEHHOIO  IIpernapara,  MOAINMCAHHOIO  YCUJIEHHOM
KBaJTM(HUIIMPOBAHHOW AJIEKTPOHHOW MOJNKUCHIO, IMYyTEM €ro HANpaBICHUS MOCPEICTBOM EIHHOTO
rmopraja B YIOJTHOMOYCHHBIH (henepanbHblii OpraH WCIOJHUTEILHON BIIACTH WU JIMYHBIA KaOWHET
YHOJHOMOYEHHOTO (pe/iepalibHOT0 OpraHa UCIOJIHUTENLHOM BIacTU B €AMHOMN cucteme. B ciydae, ecnu
OT UMEHU JIepKaTelisi WIM BIAJeNblla PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOrO Ipenapara
JEICTBYeT €ro MpencTaBUTENb ((PU3NYECKOe JIHIO), YIOJIHOMOYEHHBIH JeWCTBOBATH OT WMEHU
JiepKaTenss WIM BIIAJENblla PErUCTPAlMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOrO IIperapara Ha
OCHOBAHUU JOBEPEHHOCTH B DJIEKTPOHHOH (OopMe B MAIIMHOYMTAEMOM BHJE, 3asBJICHHE 00 OTMEHE
TOCYJapCTBEHHON pErHCTpalyy JICKapCTBEHHOTO TMperapara MOXET OBITh TMOANKCAHO YCHJICHHON
HEeKBaJM(ULIHUPOBAHHOMN 3JIEKTPOHHON MOAINHUCHIO;

(B pen. @enepanbHbIx 3akoHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-®3, ot 31.07.2025 N
304-93)

Koncynsrantllntoc: npumeuanue.
C 01.01.2026 m. 3 - 6 cr. 32 He pacHpOCTPaHSIOTCS HAa MPABOOTHOILLIEHUS, BO3HMKAIOLIUE IPU
oOpalleHuH JIEKapCTBEHHBIX CPEACTB i Menuuuackoro npumereHus (O3 ot 30.01.2024 N 1-D3).

3) HENnOATBEPKAEHUS IOCYJapCTBEHHOM perucTpanuy JeKapCcTBEHHOIO IIpernapaTa 110 UCTEUEHUU
CpPOKa JEUCTBUS PETUCTPALMOHHOIO YOCTOBEPEHHUs, BBIJAHHOTO Ha IISTh JIET;

4) wHempencTaBleHUS 3asBHTENEM HH(POpMAIUMK, KOTOpas MOXKET TOBJIeYh 3a COOOH
H€O6XOJII/IMOCTI) BHECEHHSI W3MEHEHUI B JOKYMCEHTBI, COACPKAIHUECA B PETHCTPAlMOHHOM AOOCBE Ha
3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemnapar, B TeueHHe TPUALATH pPadouyux JHEH co JHS
HACTYIIJICHUS dTUX U3MEHEHMI;

5) OCYILIECTBIIEHUSI TOCYAAPCTBEHHOM pErucTpanuu JIEKapCTBEHHOIO Ipernapara M0J, TOPrOBbIM
HaAaNMMCHOBAHUCM 3apCTUCTPHUPOBAHHOIO pPaHCC IO 3THUM TOProBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npernapara, OTJINYaroIIEerocsi KaUeCTBEHHBIM COCTABOM JEHCTBYIOLIMX BEILECTB;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

6) OCyIIECTBIICHHSI TOCYIaPCTBEHHOW PETUCTPAIIMUA OJTHOTO M TOTO YK€ JIEKAPCTBEHHOTO Iperapara
B OTHOIICHHWH OJHOTO W TOTO K€ JAep)KaTels WU BIaJeNblia PEerrucTPAlMOHHOTO YAOCTOBEPEHUS
JICKApCTBCHHOT'O IIpfriapara B BUAC JABYX U 60HC€ JICKApPCTBCHHLBIX IIPCIapaToB IOJ pPa3IMYHbIMHA
TOProBbIMH HAMMCHOBAHUSAMMU,
(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHsS CyJAOM pEHIeHUS O HapylmIeHWH TpaB MpaBooOiagaTesisi OOBEKTOB
MHTEJUICKTYyaJIbHOW COOCTBEHHOCTH MPH 0OpaIlieH!H JIEKapCTBECHHBIX CPE/ICTB;

Koncynsrantllntoc: npumeyanue.
C 01.01.2026 1. 8 ct. 32 He pacpoCTpaHIETCs] Ha IPABOOTHOIICHHUS, BOSHUKAIOIIUE MPH 0OpaleH!H
JIEKapCTBEHHBIX CPEACTB i MeauHcKkoro npumenenus (@3 or 30.01.2024 N 1-D3).

8) OoTCyTCTBHUS JIEKapCTBEHHOTO Ipenapara B oOpamieHuu B Poccuiickoit dexepanun B TeueHHUe
Tpex u boee JeT;
(n. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

O) HeBBIONHEHHS JAepXkKaTeleM WIM BIAJeNblleM PEruCTPAlMOHHOTO  yJOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara JIM0o YyIOJTHOMOUYEHHBIM UMH JPYTHM IOPUAMYECKUAM JIUIIOM MEPOTPHUSITHIA
mo oOecrneyeHn0 OE30MacCHOCTH JICKAPCTBEHHBIX MPEMapaToB, YCTAHOBJICHHBIX YIIOJHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIOJHUTEIIBHON BJIACTH B COOTBETCTBHM C dYacTsMu 3 W 4 cratbu 64
HacTosuero denepanbHOro 3aK0Ha, B paMKax OCYIIECTBICHUS (hapMaKoHA130Da;

(n. 9 BBenen denepabHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

10) orkaza nepkaTenss WIM BIaJeiblla PErHCTPALMOHHOTO YJIOCTOBEPCHHUS JIEKAPCTBEHHOTO
npemapata Ju00 YMOJTHOMOYEHHOTO MMM JPYTrOro FOPHUIMYECKOTO JIMIAa OT BHECEHHS W3MEHEHUU B
WHCTPYKIIHIO 1O MPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara, KacaloluXCs HOBBIX IMOATBEPKICHHBIX
JAHHBIX O TOM, YTO PUCK MPUIMHECHHS Bpe/a 37J0POBBIO YEIOBEKA WIIH )KHBOTHOTO BCIIEACTBHE IIpHEMa
JIEKapCTBCHHOTO TIperapaTa npeBbimaeT 3QPeKTUBHOCTD €ro TPUMECHCHUS.

(n. 10 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

Cratba 33. FlocyaapcTBEHHbIN peecTp NieKapCTBEeHHbIX CpeacTB

1. TocymapcTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEIACTB COAEPKUT NEPEUYEHb JIEKAPCTBEHHBIX
MpenapaToB, MPOIISANINX TOCYAAPCTBEHHYIO PETUCTPAIUIO, TTIepeUueHb (hapMalleBTHUECKUX CYyOCTaHIINMI,
BXOJIALINX B COCTAB JIEKAPCTBEHHBIX MPEMAPATOB, U CIEIYIONIYI0 HH(OPMALIHIO:

1) B OTHOHICHUH JICKAPCTBCHHBIX IIPCIIAPATOB:

a) HaMMEHOBAaHME JIEKAPCTBEHHOI'O TpemnapaTa (MEXAyHapoJIHOE HENaTeHTOBAaHHOE, WU
IPYyIIIMPOBOYHOE, MM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

0) nexapcTBeHHas (opma ¢ yKa3aHHEM JTO3UPOBKH JICKAPCTBEHHOTO TIpernapara U ero KoJIn4ecTBa
B IOTPEOUTEIHCKON YIIAaKOBKE;

B) HAUMEHOBAHUE JIepKaTells WU BIIaJiebla PEruCTPALMOHHOTO yI0CTOBEPEHHs JIEKAPCTBEHHOT O
IpernapaTa ¥ CBEJICHUS O PETHCTpalMM JIEpKaTeNls WU BIIAJENbla PETUCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpenapaTa AJisi MEUIMHCKOr0 IPUMEHEHUS B KaueCTBE HAJIOrOIJIaTeNbIINKA B CTpaHe
peructpauuu (JUisi pOCCUMCKUX FIOPUINYECKUX JIUI] - UACHTU(UKALIMOHHBIA HOMEDP HAJIOTOIIaTEeNbIIUKA
(MHH), nns WHOCTpaHHBIX IOPUAMYECKHX JIMI - CTpaHa pEerucTpaluy, HaUMEHOBaHUE
PETUCTPUPYIOLIETO OPraHa, PETUCTPALMOHHBIA HOMED, KOJ HAJIOTOIUIATENIbIIMKA B CTPAHE PETHCTPALMH
(MHKOpIIOpAIH ) UJIH €TO aHaJor);

(mm. "B" B pen. deaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAHME U aJ[peC MPOU3BOIUTENS JIEKAPCTBEHHOIO MperapaTa u CBEACHUS O PETUCTPAIUU
MPOU3BOUTENST  JICKAPCTBEHHOTO Mperapara Uil  MEIUIMHCKOTO TIPUMEHEHHST B  KadyecTBe
HAJIOTOIUIATENBIINKA B CTpaHe  perucrpamud (i POCCHHCKUX  FOPUAMYECKUX  JUI -
uaeHTH(UKAIMOHHBIH HOMep Hanoromnarensimka (MHH), mis mHOCTpaHHBIX FOPUIMYECKHX JIHIL -
CTpaHa pETHCTpaliii, HAaNMEHOBaHHE PETUCTPHPYIOIIErO OpraHa, PEruCTPAllMOHHBI HOMEp, KO
HAJIOTOIJIATENbIIMKA B CTPaHe PErucTpaluu (MHKOPIIOpAIMK) HITH €0 aHaJlor);

(nm. "r" B pen. @enepanbHoro 3akoxa ot 28.12.2017 N 425-03)

) (bapmakoTeparneBTHIecKast rpyInma, KO JIEKapCTBEHHOT O mpenapara 1o
aHaTOMO-TEparneBTHYECKO-XUMUYECKON Kilaccu(rKaluy, peKkoMeH10BaHHON BecemupHoii opranu3zamnueit
3paBOOXPaHEHUS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(nm. "n" B pen. @eaepanbHOro 3akona ot 22.12.2014 N 429-03)
€) MOKa3aH!sI ¥ MPOTUBOMOKA3aHUS K IPUMEHEHUIO JIEKapCTBEHHOTO Mpemnapara;
) MOOOYHBIE ICUCTBUS JICKAPCTBEHHOTO Tpernapara;
3) CPOK T'OJTHOCTH JICKQPCTBEHHOTO Mpernapara;
1) YCIIOBHUS XpaHEHUS JICKAPCTBEHHOTO Mperapara;
K) YCJIOBHS OTITyCKa JICKAPCTBECHHOT'O TIperapara;

J) HoMmep (apmakoneidHOM CTaTbl MM B ClIy4dae €€ OTCYTCTBUS HOMEp HOPMAaTHUBHOU
JOKyMEHTAIUH 100 HOPMATUBHOTO JOKYMEHTA;

M) JaTa TOCyJapCTBEHHOM PErucTpalnuu JEKAapCTBEHHOI'O Mpenapara U €ro perucTpardoHHBIN
HOMEp, JlaTa 3aMEHbl PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO IMpernapara Ha OeccpouHoe
PErUCTPallMOHHOE  YAOCTOBEPEHHE JIEKAPCTBEHHOTO TIpemapara, Jara TMoJadd  3asBICHUS O
MOATBEPXKJICHUU TOCYJapCTBEHHOW PETHUCTpAIlMM  JICKApCTBEHHOI'O Tperapara, Jara OTMEHBI
rOCyIapCTBEHHOW PETUCTPALIMU JIEKApCTBEHHOTO Mpenapara;

(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

H) KaueCTBEHHBIH COCTaB M KOJWYECTBEHHBINH COCTAaB JCHCTBYIOLIMX BEHIECTB M Kau€CTBEHHBIM
COCTaB BCIIOMOTaTEIbHBIX BEIIECTB JIEKAPCTBEHHOTO MPENapara;
(nm. "H" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uadopMalus 000 BceX pa3peIIeHHbIX BUAaX BTOPUYHON (MMOTPEOUTETHCKON) YITAaKOBKH;
(nm. "o" BBeaen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

M) JaTa MNPUHATHS pEHIeHUs O BO3MOXXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Npemnapar MHpu
rOCy/IapCTBEHHOW pETUCTpallid B KadecTBe Op(aHHOTO JIEKapCTBEHHOTO Tmpemapara (s
JIEKapCTBEHHBIX MPENapaToB JUIsl MEIULIMHCKOTO PUMEHEHUS);

(mm. "n" BBemen depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. DeaepaqbHOrO 3aK0HA OT
27.12.2019 N 475-D3)

p) HAJIMYUC JICKAPCTBCHHOI'O IIpf€riapaTa B HEPCYHE KU3HCHHO HCO6XOI[I/IMBIX U BaKHEUIIHNX
JICKApCTBCHHBIX MPCIIapaTOB (Il.]lﬂ JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUTTUHCKOI'O HpI/IMCHeHI/IH);
nan

(mm. "p" BBenmen denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pen. PeaepanbHOro 3aKoHa OT
27.12.2019 N 475-03)

C) HaJM4ue B JIEKAPCTBEHHOM IIperapare HapKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX
IIPEKYypCOpPOB,  IOANEKAIUX KOHTposto B Poccuiickonn  ®enepauuu, B COOTBETCTBUM €
3aKkoHOJaTenbCTBOM  Poccuiickot  denepanmu, MEXIyHApOAHbIMU — Joroopamu  Poccuiickon
®enepanyy, B ToM ynciae EqUHON KOHBEHIIMEN O HApKOTHUECKUX cpenctBax 1961 roma m Konsennumein
0 IICUXOTPOIHBIX BemecTBax 1971 roxa;

(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uHOpMaIMsg O TOM, SBISETCS JIM JAaHHBIA JIEKAPCTBEHHBIA TMpemnapaT pedepeHTHBIM
JIEKApCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

y) CBEIEHMsS O IoJlaue 3asiBICHUs O BHECEHHMHM H3MEHEHUH B JOKYMEHTBI, COAEprKalluecs B
PETUCTPALIMOHHOM JIOChE Ha JIEKapCTBEHHBIN ITpenapar;
(nm. "y" BBeneH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

¢) yrpatuia cuny ¢ 1 mapta 2020 rona. - @enepanbhblil 3akoH oT 27.12.2019 N 475-D3;

X) CPOK BBEJICHUS JICKQpPCTBEHHOTO Tperapara Julsl BETCPUHAPHOTO NMPUMEHEHHS B TPakJIaHCKUAN
000poT;
nyn

(mm. "x" BBeneH DexepanbHbIM 3aK0HOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

1) wuHbOpMamUs O TOM, SBISICTCS JIM JAaHHBIA JICKAPCTBEHHBIH Mpemnapar opQaHHBIM
JIEKapCTBEHHBIM npenapaTom, MMMYHOOHOJIOTUYECKUM JIEKapCTBEHHBIM rpenapaTom,
pamuodapMarieBTHIECKUM  JIEKAPCTBEHHBIM  TPENapaTtoM, TOMEONMAaTHYECKUM  JICKapCTBEHHBIM
npenapaToM, OHOJIOTHYECKHM JICKAPCTBEHHBIM MPENapaToOM, BBICOKOTEXHOJOTHYHBIM JICKAPCTBEHHBIM
MpernapaToM, BIEPBHIE 3aperucTpUpOBaHHBIM B Poccuiickoit denepaiuil B COOTBETCTBHH C HACTOSIIIIUM
®denepanbHbIM 3aKOHOM WJIM aKTaMH, COCTaBIIsIoIUMU mpaBo Coro3a;

(mm. "u" BBenen ®deaepanbubiM 3akoHoM oT 30.01.2024 N 1-D3)

2) B OTHOUICHNH (papMaIleBTHYECKUX CYOCTaHIIHIA:

a) HaMMEHOBaHHE (hapMaIeBTUUECKOW CyOCTaHIMK (MEXKIyHApOIHOEC HEMAaTEHTOBAaHHOE, WM
IPYNIUPOBOYHOE, MM XMMHYECKOE M TOProBO€ HAMMEHOBaHUs), (GopMma BBIMyCKa (C yKazaHHEM
JO3UPOBKHU (TIpU HATUYUH), (PACOBKU U YIIaKOBKH);

(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

0) HauMEHOBaHHE M AJApeC MPOM3BOIUTENS (papManeBTUUECKOH CyOCTaHIUHM (IS POCCHMCKHX
IOPUINYECKUX JIUI - WACHTU(UKAMOHHBIH HOMep Hanororuiarensimka (MHH), niast mHOCTpaHHBIX
IOpUAMYECKUX  JIMI] - CTpaHa pPErucTpalyd, HauMEHOBaHHE PETUCTPUPYIOIIErO  OpraHa,
PEruCTpaliMiOHHBI HOMEP, KO/ HAJIOTOIUIATENbIINKA B CTPaHE PErHMCcTpaluu (MHKOPIOPALUK) WIH €ro
aHajor);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

B) CPOK TOAHOCTH (hapMaleBTUIECKON CyOCTaHINY;
T') YCIIOBUS XpaHEHUS (apMaleBTUICCKON CyOCTaHINY;

) HOMep (QapMakoneiHOW cTaTbl WJIM B Cllydae €€ OTCYTCTBHSI HOMEp HOpPMaTHBHOMN
JOKyMEHTAlK J100 HOPMATUBHOTO JOKYMEHTA;

€) HamuKe (apMalieBTUYeCKOi cyOCTaHIIMK B [I€PEYHE HAPKOTHUECKUX CPEACTB, MCUXOTPOMHBIX
BEILIECTB M UX MPEKYpPCOPOB, MOJIEKAIINUX KOHTpoato B Poccuiickoit denepaunn, B COOTBETCTBUM C
3akoHozarenscTBOM  Poccuiickoit  @Penepaunu, MeEXIyHapOAHBIMM  JOoroBopaMu  Poccuiickoit
®enepanyu, B ToM uynciae EquHoll KOHBeHIMEH 0 HapKoTHUecKux cpenctBax 1961 roxa m Konpennuei
0 MICUXOTPOIHBIX BemecTBax 1971 rona.
(. "e" BBenmeH DeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. q)apMaI_ICBTI/I‘ICCKaSI CY6CT3HI_II/I${, MMPOU3BCACHHAs IJIA pCain3allu, MOKECT OBITH BKJIIOYEHA B
l“OC}’I[&pCTBCHHBIfI peeCTp JICKAPCTBCHHBLIX CPCACTB HA OCHOBAHUU 3asABJICHUS pa3pa60Tq1/H<a N
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

MIPOU3BOUTENS JIEKAPCTBEHHOTO CPEICTBA JIMOO YHMOTHOMOYEHHOTO UMH IOPHIWYECKOTO JUIa MpU
YCIIOBUU TIPOBEICHUS B OTHOLICHHH TaKoW (apMaieBTUYeCKoi CyOCTaHIIMM SKCIIEPTH3bl KadyecTBa
(hapmareBTHUECKON CyOCTaHIIMU B TMOPSIKE, YCTAaHOBIEHHOM cTaThell 34 Hacrosimero dempeparibHOTO
3akoHa. B oTHomeHMH (apManeBTUYECKHX CYOCTaHIIMH, NPOWU3BENCHHBIX JUIS peaau3aliu, B
roCy/1apCTBEHHOM peecTpe JIEKApCTBEHHBIX CPEACTB COACPKUTCA ciaeaytonas HHpopmarus:

1) HammeHoBaHUWe (hapMaleBTUUECKON CyOCTaHIMM (MEXIyHapOJHOE HENAaTEHTOBAHHOE, WIH
TPYNIIHPOBOYHOE, WIM XHMHYECKOE M TOProBO€ HaMMEHOBaHHMs), (opMma BHITycKa (C yKa3aHUEM
J03UPOBKH (IIPU HAJIMYUH), (PAaCOBKH U YIIAKOBKH);

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

2) HauMEHOBaHUe, aJipec MPOU3BOAUTENS (hapMalleBTHUECKON CyOCTaHIMM, a TAK)KE€ B OTHOIIEHUN
JICKApCTBEHHBIX CPCACTB AJId MCAWIUHCKOTO MPUMCHCHHA CBCIACHUA O PETHUCTpALMH ITPOU3BOIUTCIIA
(dapmaneBTHYECKO CyOCTaHIIMM B KauyecTBE HAJOTOIUIATEIbIIMKA B CTpPAaHE pErucTpanu (s
POCCHHCKUX FOPUIMYECKUX JIHMIl - HICHTU(UKAIWOHHBIA HoMep Hanoromiarensimmka (MHH), s
WHOCTPAaHHBIX IOPUANYECKHUX JIMI] - CTpaHa PErucTpali, HAaMMEHOBAHUE PETUCTPUPYIOILIETO OpraHa,
PEruCTPalIMOHHBIN HOMEP, KOJ HAJIOTOIJIATENbIINKA B CTPAHE PErUCTpallMK (MHKOPIIOpAIUU) WIH €Tro
aHaJsor);

(m. 2 B pea. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMaIeBTHYECKOM CyOCTaHIINN;
4) ycnoBusi XpaHeHUs (hapMaIleBTHYECKON CYyOCTaHIIHH;

5) Homep ¢apmakomeiHoi craTeu MO0 B Ciydyae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIlM1 UJIM HOPMaTUBHOI'O JJOKYMEHTA;

6) Hammure (hapMareBTHUECKON CyOCTaHIIMU B MEPEUHE HAPKOTHYECCKUX CPEICTB, ICUXOTPOITHBIX
BEIIECTB U HUX MPEKYpPCOPOB, MOMJICKAIMMX KOHTPOJO B Poccuiickoii denepannv, B COOTBETCTBUU C
3aKoHOJaTenbCcTBOM  Poccuiickoit  ®Denepanu, MEXKIyHApOAHBIMU  JoroBopamu  Poccuiickoi
®epnepaunn, B TOM uncie EnnHON KOHBeHIMEN 0 HapkoTHueckux cpeactBax 1961 roga u Konpenimei
0 MCUXOTPONHBIX BemecTBax 1971 roxa;

7) nata BKIIOUEHUs PapMareBTUIECKOW CYOCTaHIIMU B TOCYAAPCTBEHHBIA PEECTp JIEKAPCTBEHHBIX
CPEICTB, JaTa BHECEHUSI M3MEHEHHUM B JOKYMEHTHI (hapMaleBTUUeCcKol CyOCTaHIINM, AaTa UCKITFOUCHHS
(apmaieBTHUECKOI CyOCTaHIIMU U3 TOCYIapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPECTB.

(dacthb 2 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HO[!HZ!OK BCACHUS TI'OCyHapCTBCHHOI'O PEeCTpa JICKAPCTBECHHBIX CPCACTB IAJId MCAUIHUHCKOI'O
NPpUMCHCHUA W HOPANOK BCACHUA TOCYHAPCTBCHHOITO pECCTpa JICKAPCTBCHHBIX CpPCACTB JIA
BCTCPHUHAPHOI'O MPHUMCHCHUA YTBCPKAAKOTCA COOTBCTCTBYIOIIUM YIIOJTHOMOYCHHBIM q)eﬂepaJIBHHM
OopraHom HCIIOJIHUTEILHOM BIACTH.

Cratba 34. BkniwouyeHue B rocyfapCTBEHHbIM peecTp JfleKapCTBEHHbIX CpPeaAcTB U
UCKITIOYeHune u3 rocyaapcTtBeHHOro peecTpa neKapcTBEHHbIX cpeacTs
c¢hapmaLeBTUYECKOWN CyOCTaHLMKU, NPON3BEeAGHHON ANA peanusauumn
(B pen. ®enepanbuoro 3akona ot 22.12.2014 N 429-D3)

1. Jlng BximrodeHus (papMamneBTHYECKON CyOCTaHIIMHU, TPOM3BEICHHOW MJis peau3aiuu, B
rOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPENICTB, IPOBOJAUTCS IKCIEPTHU3A €€ KaYeCTBa.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DkcmepTu3a KayecTBa yKa3aHHOM B dYacTu | Hacrosimied cTatbu (apManeBTHYECKON
CyOCTaHLIUM, COCTAaBJICHHE KOMHCCHEH SKCHEPTOB 3aKIIOUCHUI 1O pe3yibTaTaM 3TOH SKCHEpPTHU3bI,
MOJMMCAHNE WX YCWICHHBIMH KBaJHU(HUIMPOBAHHBIMU AIIEKTPOHHBIMH TOJIHUCSIMH, HaIpaBICHUE
JAHHBIX 3aKJIIOUEHUHN B JIMYHBIA KaOMHET YMOJIHOMOYEHHOTro (efepaibHOr0 OpraHa MCIOJIHUTEIbHON
BJIACTU B €IMHON CHUCTEME OCYLIECTBIISIOTCS B CPOK, HE IPEBBIAIONIMNA TPUALATH pabodux IAHEH co
JIHSI HaIlPaBJICHUS B JIMUHBIA KaOMHET SKCIEPTHOTO YUPEXKIECHUS B €IMHONU CUCTEME COOTBETCTBYIOLIETO
3aJJaHUs  YIIOJHOMOYEHHOTO (hefiepalbHOrO OpraHa HCIOJHUTENBHOW BIIACTH, TOANMCAHHOTO
YCUJICHHOM KBaJTU(UIIMPOBAHHON AIICKTPOHHOM MOANHUCHIO, U CIEAYIOUINX JTOKYMEHTOB (CBEICHH):

(B pen. ®exnepanbHoro 3akona ot 30.01.2024 N 1-03)

1) CBCIACHUA O AaTC MPEAOCTABIICHHUA W PETUCTPAIMOHHOM HOMEPC JIMOCH3UKW Ha MIPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEACTB WM CBEIACHUS O Jare IPEeJOCTaBICHUS U PErUCTPALlMOHHOM HOMeEpe
3aKJIIQUEHHsT O COOTBETCTBUHM TMPOM3BOAMUTENS JIEKAPCTBEHHBIX CPENCTB TPeOOBAaHUSM IPABHI
HaJuIeXkKalled IMPOU3BOJACTBEHHOM TNPAaKTUKH, BBIJAHHBIX (TPEJOCTABICHHBIX) YIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIOJHUTENBHONW BIIACTH, B CIIydYae, €CIIM IMPOU3BOJCTBO JIEKAPCTBEHHOTO
cpeacTBa ocyuiectBisieTcs: B Pocculickoit @enepanuu;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2) Komusi JOKYMEHTa, BBIIAHHOI'O YIOJHOMOYEHHBIM OpPIaHOM CTpaHbl IPOU3BOAUTEIIS
JIEKapCTBEHHOT'O CPEICTBA U MOATBEPKIAIOIIET0 pa3pelieHre MPOU3BO/ICTBA JIEKAPCTBEHHOI'O CPEJICTBA,
U €ro NEPEBOJ] HA PYCCKHM SA3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOPSAIKE, a TAKKE KOMMS 3aKIIOUEHUS
O COOTBETCTBHHM NPOHM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM MPABUI HaJUICKAIICH
MIPOU3BOJICTBEHHON MTPAKTUKH, BBIJAHHOTO YIIOJHOMOYEHHBIM (pe/iepalbHbIM OPTaHOM MCTIOHUTEIbHON
BJIACTH, JMOO KOMHS pEUIeHHs] YHNOJHOMOYEHHOro (eJepaabHOro OopraHa HCIOJIHUTEIbHOW BIACTH O
IIpOBEAECHUU  (papMalleBTUYECKON  MHCHEKIMM IPOM3BOJCTBA  JIEKAPCTBEHHBIX  CPEACTB IS
MEIULMHCKOTO MPUMEHEHHsI Ha COOTBETCTBHE TPEeOOBAaHUAM MPaBWJI HAAJIEKaIled MPOU3BOICTBEHHON
pakTUKU EBpa3uilckoro s5KOHOMHUYECKOIO COI03a. YKa3aHHBbIE JOKYMEHTBI IIPEICTABIISAIOTCS B Cllydae,
€ClIM NIPOU3BOACTBO JICKAPCTBEHHOIO CPEICTBA OCYIIECTBIIAECTCS 3a mpefenamu Poccuiickoit
®denepanuu;

(B pen. ®enepanbHbix 3aKk0OHOB OT 04.06.2018 N_140-D3, ot 30.01.2024 N _1-D3)

3) 1OKYMEHT, coJiepKalluil ciaelyromue cBeJeHUs 0 (papMaLeBTHIECKON cyOCTaHIMu:
a) HauMEeHOBaHMe (apMaleBTUUECKON CyOCTaHINH, €€ CTPYKTypa, oOII1e CBONCTBA;
0) HAaMMEHOBaHUE U a/IpeC MPOU3BOIUTEIS;

B) TEXHOJIOTHSI POU3BOJICTBA C ONMHMCAHUEM CTaJWM MPOU3BOJICTBA U METOJIOB KOHTPOJIA HAa BCEX
CTaJusAX MPOU3BOJCTBA;

I') onMcaHue pa3pabOTKu Mpoliecca MPOru3BOICTBA;

J1) OMHCAaHWUE KOHTPOJS KPHUTHYECKHUX CTaJWA TpoIecca IPOM3BOACTBA U IMPOMEKYTOUHOM
MIPOYKITUH;

€) TOKyMEHTaJbHOEe MOITBEPKIeHUE (BaTUAAIINS) IPOIIECCOB U (MIIM) MX OILICHKA,

’K) CBOMCTBA U CTPYKTYypa JACUCTBYIOIINX BEIIECTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

3) XapaKTepUCTUKA IpUMeECei;
u) cnenudukanys Ha papManeBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHHE;

K) aHAJIUTHYECKUE METOJUKH, UCIOJIb3yeMble TPU OCYIIECTBICHUM KOHTPOJs KayecTBa
(hapmareBTHIECKON CyOCTaHIINN;

J) TOKYMEHTAJIbHOE TOATBEPKICHNE (BamuaaIus) aHATUTHIECKUX METOJIUK, UCTIONB3YEMbIX TPH
OCYIIECTBIICHUM KOHTPOJIS KauecTBa (papMaeBTUUECKON CyOCTaHIINH;

M) pe3yJbTaThl aHAJIM3a cepuil papmaneBTHUECKOM cyOCcTaHIINY;

H) NepCUYCHL CTAaHAAPTHBIX O6p3.3LIOB Wi BCHICCTB, MUCIIOJIB3YCMbIX IIPU OCYIICCTBIICHUU
KOHTPOJIA Ka4€CTBaA,

0) ONMMCAHNE XAPAKTEPUCTUK U CBOIMCTB YIIAKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOUHBIX CPE/ICTB;
1) JaHHBIE O CTA0MJIBHOCTH (papManieBTHUECKON CyOCTaHIINH;
P) CPOK T'OJIHOCTH;

4) MOKyMEHT, COIEpKallluii CBEACHUS O PETUCTPALMU MPOU3BOIUTENS JEKAPCTBEHHBIX CPENICTB
JUISL MEAMIIMHCKOTO MPUMEHEHHS B KayeCTBE HAJOrOIUIATENbIIMKA B CTPaHE perucTpauuu (s
POCCUICKHX FOPUAMYECKUX JIMI - HICHTH(UKAUMOHHBIA HoMep Hanoromiarensimuka (MHH), mns
WHOCTPAHHBIX IOPUIUYECKUX JIMI[ - CTpaHa PETUCTpaIlii, HAUMEHOBAHUE PETHCTPUPYIOIIETO OpraHa,
PErUCTPAIIMOHHBIN HOMED, KOJ HAJIOTOIIATENIBIINKA B CTPAHE PETUCTpalK (MHKOPIIOPAIUN) WK €TO
aHajor).
(. 4 BBenen DenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dacts 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3 (pex. 13.07.2015))

3. [ns npoBeneHHs] SKCHEPTU3bl KayecTBa YyKa3aHHOM B dYacTu | Hacrosed CTaTbu
(dapMameBTHUECKON CyOCTaHIIMM 3asSBUTENh HANPABISET TOCPEACTBOM €IWHOTO TOpTajia B
YIIOJITHOMOYCHHBI  (heflepaibHBI ~ OpraH  HWCTIOJHUTEIBHOW  BIIACTH WM  JUYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (pe/IepalbHOrO OpraHa UCHIOTHUTENLHOM BIIACTH B €IMHOM CHUCTEME:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) 3asBneHME O BKIIOUYEHUWU B TOCYJAapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB JAHHOMN
¢dapManeBTHUECKOW CyOCTaHIIMM, TOANMHUCAHHOE YCHUJICHHOW KBAIM(UIIMPOBAHHOW 3JIEKTPOHHOM
IIOANMCBHIO 3asBUTENA, a B ClIy4yae, €CIM OT HMMEHM 3asABUTENS ACUCTBYET €ro IpeACTaBUTENb
(pu3nyeckoe IUII0), YIIOJIHOMOUYEHHBIN JeMCTBOBATh OT UMEHHU 3asiBUTENISI HA OCHOBAaHUU JIOBEPEHHOCTH
B JIEKTPOHHOHM (pOpME B MALIMHOYUTAEMOM BHJIE, TOANMCAHHOE €r0 YCHJIEHHON KBaIU()ULIUPOBAaHHON
JIEKTPOHHOMN MOAMUCHIO WIN YCUJIEHHONW HEeKBANU(DUIIMPOBAHHOM 3JI€KTPOHHON NOIKCHIO;

(B pen. @enepanbubix 3ak0HOB 0T 30.01.2024 N 1-P3, ot 31.07.2025 N 304-D3)

2) PEKBU3UTHI JOKYMEHTA, MOATBEPAKAAIOIIETO YIUIATY TOCYAapCTBEHHOM MOULIMHBI 32 BKJIFOUEHHE
B TOCYIApCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX CPEACTB (PapMarieBTUYECKON CyOCTaHIINM, TPOU3BEIECHHOMN
JUTsL peaju3aiuu, JU00 MO COOCTBEHHON WHHUIIMATUBE YKa3aHHBIM JOKYMEHT. YTIOJTHOMOYEHHBIN
(dhenepaibHBI OpraH WCIIOJIHUTEIBHON BJIACTH NpPOBEpseT (PAKT ymuiaThl rOCYAapCTBEHHOW MOILIAHBI
3asiBUTEINIEM C UCTOJIb30BaHUEM MH(POPMAIK 00 yIjaTe rocyJapCTBEHHON MOIUTUHBL, COEpKaIeiics B
locynapctBeHHON HHPOPMAIIMOHHOW CHUCTEME O TOCYNAapCTBEHHBIX W MYHHUIIMIAIBHBIX TUIaTeXax, Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

OCHOBAHMHU TIPEACTABICHHBIX 3asABUTEJEM PEKBU3UTOB JOKYMEHTa, MOATBEP)KIAIOIIEro YIUIaTy
roCy/1apCTBEHHON MOLUIMHBI;
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)

3) IOKyMEHTBI, yKa3aHHBIEC B YACTH 2 HACTOSAIIEH CTaThH;
(B pen. ®eaepanbHoro 3axoHa ot 22.12.2014 N 429-D3)

4) 3asgBIICHHE O BbIJaue pa3pelieHus Ha BBO3 B Poccuiickyro denepanuio KOHKPETHON MapTHH
HE3apEerUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEACTBa, MPEIHA3HAYEHHOTO Ui MPOBEACHUS YKa3aHHOU
AKCHEPTU3BI.

(. 4 BBennen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3.1. B ciuyuae HempencTaBi€HMsI C 3asBJICHHEM O BKIIOUYEHUU B TOCYJAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX  CPEACTB  (hapMalleBTUUECKOM CyOCTaHIMU  BbIAABaeMbIX  (TPEAOCTABISIEMbIX )
YIOJIHOMOYEHHBIMU (heZiepalIbHBIMU  OpraHaMHU HCIIOJIHUTENBHONW BJACTH JOKYMEHTOB (CBEIEHM),
yKa3aHHbIX B MyHKTax 1 M 2 4YacTu 2 HacTosed cTaTbH, YINOJHOMOYEHHBIN (erepanbHblii Oopran
UCTIOJHUTEIBHOM ~ BJIACTH  3alpalllMBaeT  yKa3aHHbIE JOKYMEHTHl  (CBEICHHs) B  IOPSAIKE
MEXBEJOMCTBEHHOTO HH()OPMAIIHIOHHOTO B3aUMO/ICHCTBUSI.

(uactp 3.1 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 478-D3; B pen. @enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

4. B Tedenue natu pabouux JTHEH co THS NPUHSITHA 3asBJICHUS O BKIIIOYEHUN YKa3aHHOM B yactu 1
HacTosimed cTaTbd (apMaleBTUYECKOH CyOCTaHLMU B TOCYAApPCTBEHHBIH peecTp JIEKapCTBEHHBIX
CPEICTB M JIOKyMEHTOB, IEPEUYUCICHHBIX B 4YacTH | W MNyHKTEe 2 YacTM 3 HACTOSIIEH CTaTbH,
YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIOJHUTEIBHOM BIACTH:

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) MPOBOIUT MPOBEPKY MOITHOTHI M JIOCTOBEPHOCTH JAHHBIX, COJCPIKAIIUXCS B MPEACTABICHHBIX
3asiBUTEJNIEM JJOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET PEIICHHE O HANpPaBJICHUM B SKCIEPTHOE YUPEKICHUE 3aJaHUsl HAa IPOBEICHUE
IKCIIEPTHU3BI KAUECTBA YKA3aHHOM B 4acTH | HacTosIIeH cTaThu (papManeBTUIeCKON CyOCTaHIINH Wi 00
OTKa3€ B TAKOM HaIPABJICHUU;

3) HampaBisSeT B JWYHBIM KaOWHET 3asBUTENS B CJAMHOW CHUCTEME TMOJANMHMCAHHOE YCHJICHHOW
KBATU(HUIIMPOBAHHON 3JIGKTPOHHON MOMNKUCHIO YBEJOMIICHHE O TPHUHSATOM PEIICHHH WA B Ciydae
0TKa3a C yKa3aHHeM MIPUYUH TaKOTO OTKa3a.

(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

4.1. B cnyuae BBISIBJICHUS HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTU CBEACHUH, COIEePKAIINXCS
B IPE/JCTABJICHHBIX 3asBUTEJIEM MaTepuaiax, yIOoJIHOMOYEHHbIN (eepaabHblii OpraH UCIOIHUTEIbHON
BJIACTH HAIpaBJISET 3asBUTENIO MOCPEACTBOM €IMHOTO MOpTaia WIM B JUYHBINA KaOWHET 3asBUTENS B
€IMHOM cHucTeMe 3ampoc 00 YTOYHEHHHM YKa3aHHBIX CBEJCHUM, MOJIMUCAHHBIA YCHUICHHOMN
KBIU(UIIMPOBAHHOM 3JIEKTPOHHOM MOAMUCHIO.
(uactb 4.1 B pen. denepanproro 3akoHa oT 30.01.2024 N 1-D3)

4.2. 3asButens o00sf3aH HANPaBUTh IOCPEACTBOM EIWHOIO IOpTaja B YIOJIHOMOYEHHBIN
(benepanbHBIN OpraH WCTIOTHUTEIBHON BIIACTH WIIH JIMYHBIN KAOWHET YIOJIHOMOUYEHHOTO (hefeparbHOTO
OpraHa MCIOJHUTENIbHOM BJIACTH B €IMHOW CHUCTEME IMOANUCAHHBIM yCHJIEHHOW KBaJM(UIHMPOBAHHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JIEKTPOHHON MOJMHMCHIO OTBET HA 3aIpOC YHOJIHOMOYEHHOTO (ellepajbHOro OpraHa MCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIIIAIOIINN JEBIHOCTA pabOUYMX JHEH cO JIHS MOITY4YEHHUS YIOTHOMOUYEHHBIM
(bellepaHLHbIM OopraHom HWCIIOTHUTEIBHON BJIACTH QJICKTPOHHOI'O YBCAOMJICHUA O IIOJIYYCHHUU
3asiBUTENIEM JaHHOTO 3arpoca. Cpok, yka3aHHbBIN B 4acTu 4 HACTOSIIEN CTaThbH, IPUOCTAHABINBAETCS CO
JAHS HAIIPaBJICHHUA 3asdBUTCIIO IMOCPCACTBOM CAWHOIO IIOpTalia WU B JIMYHBIA KaOWHET 3asiBUTENSI B
€IMHOW CHCTeME 3alpoca YHNOJHOMOUYEHHOIo (hefepalbHOro OpraHa UCIOJHUTENIBHONW BJIACTH 0 IHS
HampaBJICHUsl 3asBUTENIEM IOCPEICTBOM €IMHOrO IMOopTaja B YIOJHOMOYEHHBIH (enepaabHblii OpraH
UCTIOJHUTENIbHOW  BJIACTW WM JIMYHBIM KaOMHET YIOJHOMOYEHHOTro (enepajbHOro opraHa
HWCIOTHUTEILHON BJIAacTH B GHHHOfI CUCTECMC OTBE€Ta Ha l[aHHBIfI 3alpoc U HC YUYHUTBIBACTCA IIpPU
HCYMCIEHUN CpOKa OJKCIEPTH3bl KadecTBa (apMaleBTUUYECKOW CyOCTaHIMHM, MPOU3BEACHHOM s
peanu3anuu. B ciydae, ecnu OoT UMEHM 3asBHUTEIS JIEHCTBYET €ro MpeACTaBUTENb ((PU3nUecKoe JHI0),
YIIOJTHOMOYEHHBIM JEMCTBOBATh OT MMEHM 3asBHUTEIS HA OCHOBAaHMM JOBEPEHHOCTH B IJIEKTPOHHOMU
¢opmMe B MalIMHOYMTAEMOM BHJE, OTBET Ha JAHHBIH 3alpoC MOXKET ObITh MOANMCAH YCHUJIEHHOM
KBAJIM(HUIIMPOBAHHON 3JIEKTPOHHOM MOANHMCHIO MO0 YCUIEHHOW HEKBAJIM(UIIMPOBAHHOM 3IIEKTPOHHOM
IIOAIIUCBIO.

(B pen. @enepanbHbix 3ak0HOB 0T 30.01.2024 N 1-®3,; o1 31.07.2025 N 304-D3)

5. OcHOBaHMEM JUIsl OTKAa3a B HAIIPABJICHUU B DKCIIEPTHOE YUYPEKICHHUE 3aJaHUSl HA MPOBEJCHUE
9KCIIEPTU3bl KayecTBa YKa3aHHOW B 4yacTW | HacTosmed cratbu (apMaleBTHUECKON CcyOCTaHLUU
SIBJISIETCSl HETMPEACTAaBICHUE IJOKYMEHTOB, YKA3aHHBIX B YaCTU 2 HACTOAILUEH CTAaTbU, OTCYTCTBHUE
uH(poOpMalMK, TOATBEpXKIAIONIe (akT ymiaaTel TOCYAapCTBEHHOW MONIUIMHBI 33 BKIIOYCHUE
(dapmaneBTHUECKON CyOCTaHIMK, MPOW3BEACHHOW [UIsl peau3alid, B TOCYJapCTBEHHBIA peecTp
JIEKAPCTBEHHBIX CPEICTB, HENPEICTABICHNUE 3asIBUTEIEM B YCTAHOBJICHHBIM CPOK OTBETA HA YKa3aHHBIN
B yacTu 4.1 HACTOSIIEW CTaThU 3aMpoC YIMOJIHOMOYEHHOTO (helepasibHOTO OpraHa HCHOJHUTEIBHOMN
BJIACTH WJIU NPEACTABICHUE JOKYMEHTOB, HE COJIEPKAIMX MCUEPIIBIBAIOLIETO MEPEeUHsi HEOOXO0IUMBIX
CBEICHUN.

(dactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TeueHwe maTHAamUATH pabOuYMX IHEH CO JHS TOJYYEHHUS PEIICHUS YIOTHOMOYEHHOTO
(deneparbHOTO OpraHa UCTIOMHUTEILHON BIACTH O HANIPABICHUH B DKCIIEPTHOE YUPESKICHUE 3aJaHUS HA
MPOBEACHUE DKCMEPTU3bl KayecTBAa yKa3aHHOW B dYacTh | HACTOSIIEH cTaTbu (apMameBTHYCCKOM
CcyOCTaHIIMH 3asBUTENb MPEJCTABISIET B AKCIIEPTHOE YUPEXKICHUE JJIs POBEACHUS TaHHOM SKCIIEPTU3HI
oOpa3ipl  (hapMareBTHUECKOH CyOCTaHIIMM B KOJIWYECTBE, HEOOXOJUMOM i BOCHPOU3BEICHUS
METOJIOB KOHTPOJIS KauecTBa. DKCIIEPTHOE YUPEIKICHHE MPH MOTYYSHUH 00pa3lloB yKa3aHHOM B yacTu 1
HACTOAIIEH cTaThu (papMaIeBTUYECKOW CyOCTAaHIIMM B TOT K€ JICHb HAMpPAaBIIACT B JUYHBINH KaOWHET
3asiBUTENSI B €UHON CHCTEME YBEJIOMIJICHHUE, [TOATBEPKIAIOIIEE MTOJIyUeHHUE 3TUX 00pa3LoB. DTH CPOKU
HE BKJIIOYAIOTCSI B CPOK MPOBEICHUS JAHHOW SKCIIEPTHU3BI.

(B pen. deaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)

7. YTpatun cuiy. - @enepanbubiii 3akoH oT 30.01.2024 N 1-P3.

8. B cpok, He MpeBBIMIAIONINI TATH pabouuX JHEW CO JHS HANpPABICHUS MOCPEICTBOM €IMHOTO
rmopraja B YIMOJTHOMOYEHHBIH (enepanbHblii OpraH WCIOJHUTEIBHON BIIACTH WU JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (heiepaibHOr0 OpraHa HMCIOJHUTEIHLHON BJIACTH B €IMHON CHCTEME 3aKITIOUYCHUS
KOMUCCHH SKCIIEPTOB MO pe3yJibTaTaM AKCIEPTU3bl KaUyeCTBa YKa3aHHOW B 4acTH | HACTOSIIEH CTaThbU
(hapmaleBTHUECKOI CyOCTaHIIMH, YIIOJHOMOYEHHBIN (hefiepaibHblii OpraH UCIIOIHUTEIBHOMN BIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) OCYHICCTBJIACT OLCHKY TAKOI'0 3aKIIOYCHHUA JIA ONMPCACIICHHA €ro COOTBCTCTBHUA 3aJaHUIO HaA
IIPOBCACHUC JIaHHOM 9KCIICPTUIHI;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

2) [pUHMMAeT pelIeHWe O BKJIIOYEHUM YyKa3aHHOM B wyactu | Hacrosimed cTaTbu
(dapMareBTHUECKON CyOCTaHIIMU B TOCYJApPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB WM pelieHre 00
OTKa3€ B TAKOM BKJIFOUEHUU;

3) BHOCHUT MpHU TPHUHSATUU PEIICHHUS O BKJIIOYEHWM YKa3aHHOM B YacTH | HacTosed CTaThbu
(dapmarieBTHUECKOM  CyOCTaHIIMM B TOCYJApCTBEHHBIM  PEeCTp  JICKAPCTBEHHBIX  CPEJICTB
MPEAYCMOTPEHHYIO YacThio 2 cratbu 33 Hacrosmiero @DenepalbHOrO 3aKkOHa HHPOPMAIMIO |
HaMpaBIIFeT 3asBUTENIO0 TOCPEACTBOM €AMHOTO MOpTaja WIM B JUYHBIM KAaOMHET 3asSBUTENS B €IUHON
CUCTEME BBIITUCKY U3 F'OCYJIAPCTBEHHOT'O PEECTPa JIEKAPCTBEHHBIX CPEJICTB.

(B pen. denepanbubix 3aKkoHOB OT 22.12.2014 N 429-03, ot 27.12.2019 N _462-®3, ot 30.01.2024 N
1-03)

9. OcHoBaHumeM Mg OTKa3a BO BKIIYEHWHM YKa3aHHOM B 4YacTu | HaCTOsIIeH CTaTbu
(dapmaineBTHUECKON CYOCTaHIIMM B TOCYJIApPCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEICTB SIBISETCS
3aKJIFOUYEHHE COOTBETCTBYIOILIETO YIIOJIHOMOYEHHOTO (hefiepabHOr0 OpraHa MCHMOJHUTENBHOM BIACTH O
TOM, YTO Ka4eCTBO (hapMarleBTHUECKON CyOCTaHIINN HE TIOATBEPKICHO MOMyUYEeHHBIMU JAaHHBIMHU.

(uactb 9 BBegena denepanbubiM 3akoHOM OT 22.10.2014 N 313-d3; B pen. DeaepanbHOro 3aKkoHa OT
04.06.2018 N 140-®3)

10. He nmomyckaercst BKIIOYEHHE B TOCYAAPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEICTB OJHOMU
(bapManeBTHUECKONH CyOCTaHIIMU, TPOU3BEACHHON JUIsl pealn3alliy U BBITYCKAeMON OJHUM U TeM XKe
MIPOU3BOJIUTENEM, B BUJIE IBYX U O0JIe€e PEeCTPOBBIX 3aMUCEH.

(uactb 10 BBenena @enepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

11. BHecenne M3MEHEHHN B JOKYMEHTHI Ha (hapMalleBTUYECKYIO CYOCTAHIIMIO, MTPOU3BEACHHYIO
JUTSL peaTu3alii ¥ BKIIOUEHHYIO B TOCYAapCTBEHHBINA PEECTP JIEKAPCTBEHHBIX CPENICTB, OCYIIECTBIISIETCS
B mopsake, yctaHoBiIeHHOM ctaTbsiMu 30 u 31 Hacrosgmero denepalbHOr0 3aKOHa, C YIIATOM
rOCy/IapCTBEHHOW TMONUIMHBI, MPEIyCMOTPEHHOW 3aKOHOJATeNbCTBOM Poccuiickoit denepanuu o
Hajorax u coopax.
(actb 11 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

Koncynsrantlntoc: npumedanue.
O BO3MOXXHOCTH OOpaiieHusi (hapMaleBTUUECKON CyOCTaHIIMHM, MCKIIOYEHHON U3 rocpeecTpa, CM.
taoke @3 ot 30.01.2024 N _1-D3.

12. Tomyckaetcst oOpaiieHue ¢GpapMameBTUYECKON CYOCTaHIIMUA JI0 WCTCYCHHS CPOKa T'OJHOCTH,
NPOM3BEJCHHOW [UIs pealu3allii B TEYCHHWE CTa BOCBMHUJCCATH JHEW TMOCIe JaThl MPHHSTHS
YIOJIHOMOYCHHBIM (peiepabHbIM OPraHOM UCIIOJHHUTEILHON BJIACTH PELICHUS] O BHECEHHH M3MEHCHUMN
B IOKYMEHTHI Ha (hapMaIleBTHYECKYIO0 CyOCTaHIIMIO, B COOTBETCTBHH C MH(OpMAIIHEH, COoepKaIIeiHcs B
JOKYMEHTaX Ha (papMarieBTUYECKYIO CYOCTAHIUIO IO JaThl IPUHSTHS TAKOTO PEIICHUSI.

(uactp 12 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-P3)

13. Pemenne 00 UCKIIOYEHHUH U3 TOCYJApCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB
(dhapmareBTHYECKON CyOCTaHIIMH, MMPOU3BEACHHON I peall3alid, MPUHUMACTCS YIOJTHOMOYCHHBIM
(henepabHBIM OPraHOM UCIIOJIHUTEILHOM BIACTH B CIIydae:

1) nmpencraBieHHs ~— COOTBETCTBYIOIIMM  YHOJHOMOYEHHBIM  (eiepalbHBIM  OpPraHOM
WCTIOJTHUTENILHOM BIACTH 3aKIIOYEHUS O PHCKE WM 00 yrpo3e >KU3HU WU 3J0pPOBBIO YelOoBEKa OO0
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JKUBOTHOTO ITPU UCIIOJIb30BAHHUHU JICKAPCTBCHHOI'O CPCACTBA,

2) HampaBieHHsS  pa3pa0OTYMKOM  JICKQPCTBEHHOTO  CPEICTBA WIM  MPOU3BOJIUTEIIEM
JIEKapCTBEHHOI'O CPEJCTBA JUOO YIOJIHOMOYEHHBIM UMM JPYI'MM IOPUAMYECKHUM JIULIOM IOCPEICTBOM
€IMHOTO TIOpTajia B YIOJHOMOYCHHBIN (pelepabHblii OpraH WCHOJHUTEIBHON BIIACTH WU JIMIHBIN
KaOWMHET YNOJHOMOYEHHOro (¢efepalbHOr0 OpraHa HCHOJHUTENbHOM BIAaCTH B €AMHOM CHCTEME
MOJNKCAHHOTO YCHUJICHHON KBaJM(UIMPOBAHHON 3JIEKTPOHHOMN MOJANMUCHIO 3asBICHUS 00 MCKIIOUYEHUU
U3 TOCYAapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CpPEACTB  (hapMalleBTHUECKOH  CyOCTaHIINH,
MIPOM3BEICHHON sl peanu3anuu. B ciayuae, ecnmu oT UMEHHU pa3paboTurKa JIEKapCTBEHHOTO CPEICTBA
WIA TPOU3BOJUTENS JICKAPCTBEHHOTO CPENCTBA JEHCTBYET €ro MpeAcTaBUTENb ((pu3mueckoe JIUIO),
YIOJHOMOYEHHbI  JEWCTBOBAaTh OT HMEHU pa3paloTuuMKa JIEKAPCTBEHHOI'O CpPEJICTBA WM
MIPOM3BOJUTENS JIEKAPCTBEHHOI'O CPE/ICTBA HAa OCHOBAHWU JOBEPEHHOCTH B 3JIEKTPOHHOU (opme B
MalIMHOYUTAEMOM BHUJE, 3asBJICHHE 00 HMCKIIIOUEHUU U3 TOCYAapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX
cpenacTB GapMareBTUYeCKol CyOCTaHIIMM, MPOU3BEACHHON NJIS pealn3aly, MOXKET OBbITh MOIMHCAHO
YCUJIEHHOW KBaJTU(PHUIIMPOBAHHONW 3JEKTPOHHOW MOAMHUCHIO OO yCHIEHHOW HEKBATH()HUIIMPOBAHHON
3JIEKTPOHHOU IMOJIHCHIO;

(B pen. @enepanbHbix 3ak0HOB 0T 30.01.2024 N 1-®3,; o1 31.07.2025 N 304-D3)

KoncynprantlIntoc: mpumeyanue.
C 01.01.2026 n. 3 4. 13 cr. 34 He pacnpocCTpaHsAETCs Ha MPABOOTHOUIEHHUS, BO3ZHUKAIOIIUE MPHU
o0OpalleHuH JTIEKapCTBEHHBIX CPEACTB I MeauiuHckoro npuMmereHus (@3 ot 30.01.2024 N 1-D3).

3) oTcyTcTBUS (hapMaleBTUUECKONW CyOCTaHITNH, POU3BEACHHOM VISl pean3alii, B OOpaIieHH B
Poccuiickoit deneparnuu B TeUCHUE TpeX U Ooee JeT.
(uacts 13 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Cratba 35. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®epepanbHbii 3aKOH OT
22.12.2014 N 429-93.

Cratba 36. OGxanoBaHue pelweHus 06 OTKaze B BblAaye pa3pelleHMs Ha
npoBeAeHWEe KIIMHMYECKOro uccrnenoBaHUsA FNeKapCTBEHHOro npenaparta, peweHua o6
OTKase B rocyfapCTBEHHOM perucrTpaumu nekapcTBEHHOro npenaparta, 3aKf4veHus
KOMMUCCUM IKCMEPTOB IKCNEPTHOIO yUYpeXXaeHUs Ui 3aknioveHus coBeTa no aTuke

(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

Pemenrie COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (hefiepaibHOr0 OpraHa HUCIOTHUTEILHON BIACTH
00 OTKa3e B BBIJAYE pa3pelIeHUs] Ha MPOBEICHHE KIMHHYECKOTO HCCIEAOBAHUS JICKAPCTBEHHOTO
mpernapara, peleHHe YKa3aHHOTO (elepalibHOTO OpraHa HCIOJHHUTEIBHOM BIacTH 00 OTKase B
rOCyJapCTBEHHOM pPETUCTpAlMU JIEKAPCTBEHHOI'O IIPErapara, 3akKIlOYeHWEe KOMMCCHUHM DKCIIEPTOB
AKCTIEPTHOTO YUPEKICHUSI WU 3aKIIOYCHUE COBETA IO ITHKE MOXKET ObITh 00XKAJIOBAaHO B IOPSIKE,
YCTaHOBJIICHHOM 3aKOHOJaTeNnbCTBOM Poccuiickoit @epepannu. 3aKkiO4eHHUE KOMHCCHHM HKCIIEPTOB
JKCIEPTHOTO YUPEKICHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IPENAPATOB I MEIULMHCKOIO
MPUMEHEHHUS JIUOO O TOM, UTO JICKAPCTBEHHBIN Mpenapar Al MEIUIWHCKOTO MPUMEHEHHSI HE SBIISICTCS
B3aMMO3aMCHSIEMBIM, MOXET OBITh O0XKAJIOBAaHO JEp)KaTeJeM WM BIAACIbIEM pPETUCTPAIMOHHOTO
YI0CTOBEpPEHUS JIEKAPCTBEHHOTO MperapaTa B yIOJIHOMOUYCHHBIN (heiepalIbHbIA OpraH UCTIOTHUTEIIbHON
BJIACTH, KOTOPBIM MPUBJIIEKAET K PACCMOTPEHUIO YKa3aHHOM Kajo0bl MOJBEIOMCTBEHHBIE €My Hay4YHbIE
OpraHM3allii ¥ 00pa3oBaTeNbHBIE OpPraHU3allMd  BBICHIETO O0pa3oBaHMs, OCYIIECTBISIONINE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

NesITeNbHOCTh B cdepe oOpallleHHs JIeKapCTBEHHBIX CPEACTB. 3aK/IIOYEHHE KOMHCCHU SKCIEPTOB
HKCHEPTHOTO YUpEXkACHUs, O(GOpPMICHHOE 10 HMTOraM MEepPecMOTpa OO0XKAJIOBAaHHOTO 3aKIFOUYEHUS
JKCIIEPTa, MOKET OBITH OCIIOPEHO JAEpXKAaTeNeM WM BIIAJENIbLEM PErHCTPAI[MOHHOIO YIOCTOBEPEHUS
JICKApCTBCHHOT'O IIpfriapara 100 YOOJHOMOYCHHBIM HWMH JIMOOM B TIOPAAKE, YCTAaHOBJIICHHOM
3akoHoaarenbcTBOM Poccuiickoit ®enepauuu. Ilpu oOkanoBaHMM pELIEHUS YHOJHOMOYEHHOTO
(benepanbHOro OpraHa HCIHOJIHUTENBHOM BIIACTH, 3aKJIIOYEHHs SKCIEpTa WIM KOMHCCHU SKCIEpPTOB
9KCHEPTHOTO YUPEKACHUs, 3aKII0UEHUS COBETA 10 3TUKE JiepKaTelb WU BiIaJelel] PerucTpaliOHHOTO
yJIOCTOBEpEHHsI JIEKAPCTBEHHOI'O Ipernapara JUO00 YMOJIHOMOYEHHOE MMH JIMLO BIpaBe NPEICTaBUTh
pe3ysIbTaThl 3KCIEPTU3bl JIEKAPCTBEHHOI'O IIperapara, IPOTOKOJbl MOJYYEHHBIX aKKpEAUTOBAaHHBIMU
HCIBITaTEIbHBIMU JIAOOPATOPUSAMU (LIEHTPAMM) PE3YJIbTATOB UCCIIEI0OBAHUH, UCIIBITAHUH.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

Ctratbsn 37. WUHcopmaumsa, cBA3aHHass C OCYLIECTBNEHMEM TroCyAapCTBEHHOMN
perucTtpaumMm wunu perucTtpauuum rneKapcTBeHHbIX MnpenapaToB, WHdopmauus o
3aperMcTpMpoBaHHbIX FNeKapCTBEHHbIX MpenapaTtax W JeKapCcTBeHHbIX npenaparax,
MCKMIOYEeHHbIX U3 rocyAapCTBEHHOro peecTpa nekapcTBeHHbIX CpeaAcTB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. CooTBeTCTBYIONIMI yHNOJTHOMOYEHHBINM (enepanbHblii OpraH HWCHOJHUTENBHON BIIACTH
pasMemniaer Ha cBoeM OQUIHATbHOM caiiTe B cetd "MHTepHeTr" wWHPOpPMAIMIO, CBSI3aHHYIO C
OCYIIECTBIICHUEM TOCYAAPCTBEHHOW PETUCTPALMU WM PETHCTPAIMH JICKAPCTBEHHBIX MPEMapaToB, B
TOM YHCJIC TIPOBEJICHUEM KCIIEPTU3bI JICKAPCTBEHHBIX CPEACTB (BKIFOUAsT PE3yJIbTATHI €€ MPOBEICHUS),
WH(OPMAIIMIO O 3apErMCTPUPOBAHHBIX JICKAPCTBEHHBIX IpernaparaX M JICKApCTBEHHBIX IperapaTax,
WCKJTFOUEHHBIX W3 TOCYJApCTBEHHOTO peecTpa JCKApCTBEHHBIX CPEACTB, HE IMO3/JHEE YeM uepe3 ISTh
pabouunx JHEH cO JAHS MOJYYCHHUS YIOJTHOMOYCHHBIM (heiepalibHbIM OPraHOM HCIIOJHHUTEIBHOM BIACTH
COOTBETCTBYIOIIEH HH(POPMAITUH.

(B pen. denepanbubix 3aKkoHOB OT 22.12.2014 N 429-03, ot 02.08.2019 N _297-®3, ot 30.01.2024 N
1-@3)

2. Cpoku W TOPSIOK pa3MEIlIeHUs yKa3aHHOW B dYacTh | HACTOSIIEW CTaTbu HWHQPOPMAIUH
YCTaHABIMBAIOTCA YIOJIHOMOUYEHHBIM (pefiepaabHbIM OpraHOM HCHOJHUTENbHOUM BracTH. MHbopmanus,
yKa3aHHas B 4acTU | HACTOSIIEW CTaThH, SBISETCS OTKPBHITOM M OOIIENOCTYITHOM U MPeIOoCTaBIAETCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C 3aKOHOAaTeNbcTBOM Poccuiickoit denepanun.

(B pen. ®enepanbuoro 3akona ot 22.12.2014 N 429-D3)

Mnaea 7. KIMHWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUW, MPABA NMAUUEHTOB, YHYACTBYIOLLIUX
B 3TUX UCCINNIEAOBAHUAX

Cratba 38. KnuHuyeckume wuccneaoBaHUsi neKapCTBEHHbIX MpenapaTtoB AnA
MeAULIMHCKOro NpuMeHeHus

1. KnuHuyeckue uccieoBaHus JIGKAPCTBEHHBIX MPEnapaToB AJIs MEIUIMHCKOIO NPUMEHEHHUs, B
TOM YMCJIE MEKIYHApPOJHbIE MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE, TOCTPErUCTPALIMOHHBIE, IPOBOIATCS
B OJIHOM WJIM HECKOJIBKMX MEJAMLMHCKUX OPraHU3alMsIX B CIEIYIOMINX LEIAX:
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) ycraHoBieHHe O€30MACHOCTH JIEKaPCTBEHHBIX IPENapaToB JJs 30POBBIX J10OPOBOJBIEB U
(WM) TEepeHOCHUMOCTH HX 3JI0pPOBBIMH JTOOPOBOJIBIIAMM, 3a MCKIIOUEHHUEM TaKUX HCCIIeI0BaHUMN

www.consultant.ru CrpaHuua 87 ns 156
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470335&amp;date=26.05.2026&amp;dst=100051&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470335&amp;date=26.05.2026&amp;dst=100051&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100275&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100275&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100596&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100596&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=330696&amp;date=26.05.2026&amp;dst=100067&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=330696&amp;date=26.05.2026&amp;dst=100067&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100276&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100276&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100276&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100276&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100597&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100597&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100599&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100599&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100278&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100278&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JICKApCTBCHHBIX MPCIIAPATOB, IPOU3BECACHHBIX 3a IIPCACIIaMU Poccuiickoit CDG,ILGPB.I.II/II/I;

2) moadop ONTUMANBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Mpenapara 1 Kypca JIeUeHUs A TallueHTOB
C OMpe/eTCHHBIM 3a00JIeBaHUEM, ONTHUMAJIBHBIX 703 M CXEM BaKIMHAIUKM UMMYHOOHOJOTHYECKUMHU
JIEKapCTBEHHBIMU MperapaTaMy 3I0pPOBBIX J00POBOJIBLIEB;

3) ycraHoBieHHE O€30MacHOCTH JIEKapCTBEHHOTO Tmpernapata M ero 3(QQEeKTUBHOCTH U1
MAIEHTOB c OIpe/ICJIEHHBIM 3a0oJieBaHuEM, npopUIAKTUIECKOM 3P PEKTUBHOCTH
UMMYHOOHOJIOTMUYECKUX JIEKAPCTBEHHBIX MPENapaToB s 310pPOBBIX JOOPOBOJIBIIEB;

4) wu3yueHuEe BO3MOKHOCTH pACIIMPEHUs IOKa3aHWM Ui MEIULUHCKOTO NPUMEHEHUs U
BBISIBIIGHUSI paHEE HEU3BECTHBIX TOOOYHBIX JIEHCTBHH 3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX
IIPENapaToB.

1.1. Knunudeckue uccienoBaHus JEKapCTBEHHBIX IPENapaToB JJIi MEIULMHCKOTO MPUMEHEHUS
IIPOBOJSATCS. B COOTBETCTBUU C [PABWIAMHU HAIJIEKAIEH KIMHUYECKOW IPAKTHKH, YTBEPKIACHHBIMU
EBpasuniickoit 5KOHOMUYECKOH KOMUCCHEM.

(uactb 1.1 BBenena @exnepanbHbiM 3ak0HOM OT 30.01.2024 N 1-D3)

2. B OTHOIIECHHH BOCHPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENaparoB JJis MEIUIUHCKOTO
MPUMEHEHHST  MPOBOJATCS  WCCIEAOBAaHWS OWOIKBHUBAJICHTHOCTH W (WJIM)  TepaneBTUYCCKOU
SKBHBAJIICHTHOCTH B IIOPSJIKE, YCTAHOBIICHHOM aKTaMHM, COCTaBIItOIUMU 1paBo Coro3a.

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

3. OpFaHI/ISaHI/II-O IMPOBCACHUA KIMHUYCCKUX HCCleI0oBaHuM JICKAPCTBCHHOT'O TIIp€liaparta JIsd
MCOUITUHCKOI'O IPUMCHCHUS BIIPABC OCYHICCTBIIATD:

1) pa3pa®oTumK JIeKapcTBEHHOT'O IpenapaTa Wi yIOJIHOMOYEHHOE UM JIUIIO;

2) o0Opa3oBaTelbHBIE OPTaHHW3AIMK BBICHIETO OOpa30BaHUs, OPraHU3AIMH JIOMOJHHUTEIBHOTO
po¢eCCHOHAIIBHOTO 00pa30BaHU;
(. 2 B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4YHbIE OpraHHU3aIH.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

4. KnuHuueckue HCCIIEeNOBaHUS JIEKapCTBEHHOI'O IpernapaTta A MEIULUHCKOrO IPUMEHEHUs
IIPOBOJSTCS. HA OCHOBAHUHU pa3pellieHus] Ha MPOBEACHUE KIMHUYECKOTO UCCIIEeI0BAaHUS JIEKaPCTBEHHOTO
mpenapaTta, BBIJAHHOIO YIOJHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIIOJIHUTEIbHON BIIACTH.
VYnoiaHoMo4YeHHbIH  (enepanbHbli  OpraH  HCHOJIHUTENBHOM BJIACTM BENET PEEeCTpP BBLAAHHBIX
paspellieHnii Ha MpoBeJeHUE KIMHUYECKUX HCCIEI0BaHUN JIEKApCTBEHHOrO Iperapara, cojepKaliui
yKa3aHHE Ha UX LI€JIb WIH LIEJIH, B YCTAHOBIEHHOM 3THM OPraHOM [OPAJIKE.

(B pen. @enepanbHbiX 3aK0HOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-P3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roxa. - @enepanbublii 3akoH oT 22.12.2014 N 429-03.

6. K opranmsanmum npoBeneHUs KIMHMYECKUX HCCIEJOBAaHUM JIEKAPCTBEHHOIO Ipemnapara s
MEIULMHCKOIO TPUMEHEHUs pa3pabOTYMKOM JIEKApCTBEHHOI'O IIpenapaTa MOTYT IPHUBIIEKATHCS
IOpUIMYECKHE JIMLA JII0OOH OpraHu3alMOHHO-IPAaBOBOM (OpPMBI TpU  YCIOBUM OOecredeHus
COOTBETCTBUS 3TUX UCCIEI0BaHUN TpeOOBaHUAM HacTosmero denepaibHOTO 3aKOHa.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

7. YTpatun cuiy. - ®enepanbubiii 3akoH oT 30.01.2024 N 1-P3.

8. IlepeueHb MEIMIMHCKUX OpraHu3aluii, MPOBOJIAIIMX KIWHUYECKHE HUCCIEIO0BAHMS
JIEKAPCTBEHHBIX MPENapaTroB AJisi MEIUIMHCKOTO MPUMEHEHHUS, U PEECTp BbIJAHHBIX pa3pelicHuN Ha
MPOBEACHUE KIMHUYECKUX HCCIEIOBAHUN JICKAPCTBEHHBIX IMIpPENapaTtoB OMyOJWKOBBIBAIOTCS U
pa3MeNarTCcsl YIIOJHOMOYCHHBIM (eJIepaIbHBIM OPTaHOM HMCTIOJHUTEIHHOW BIACTH B YCTAHOBICHHOM
MM TOPSJIKE HA CBOEM O(HUIMaIBHOM caite B ceTH "MHTepHeT".

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

CraTtba 39. PeweHne o npoBeaeHMU KITMHNYECKOro UccrnenoBaHus fieKapCTBEHHOro
npenapara Ansa MeauUMHCKOro NnpMmeHeHus

(B pen. @enepanpHoro 3akonHa ot 22.12.2014 N 429-D3)

1. KnuHuueckoe ucciieJoBaHHE JIEKAPCTBEHHOIO Mpemnapara JUisi MEAMIMHCKOIO NPUMEHEHUS
IIPOBOJIUTCSA HA OCHOBAHUU pa3pelICHUs HAa IIPOBEICHNUE KIMHUYECKOIO UCCIIEIOBAHUS JICKAPCTBEHHOTO
mpernapara, BBLIAHHOTO YHNOJHOMOYEHHBIM (QelepaabHbIM OpPraHOM HWCIOJHHUTENBHOW BIIACTH TI0
pe3ysbTaTtaM 3KCIEepPTH3bl JOKYMEHTOB, HEOOXOIAMMBIX Ui TOJY4YeHHUsS pa3pelleHus Ha IpOBEICHHE
KJIIMHUYECKOTO UCCIIEI0BaHM JIEKAPCTBEHHOTO ITpernapaTa U 3TH4ECKON DKCIEPTU3BIL.

2. Jlns momyyeHus: pa3penieHusl Ha MPOBEACHUE KIMHUYECKOIO HCCIEIOBaHUS JIEKAPCTBEHHOIO
npenapara JJiss MEAUIMHCKOIO MPUMEHEHUS 3asBUTEIb HANPABIIAET MOCPEJACTBOM €IUMHOTO MOpTajia B
YIOJTHOMOYCHHBIN  (efepaidbHblii  OpraH  HCIOJHUTEIBHONW  BIACTH WM JIMYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (he/iepaibHOTo OpraHa UCIIOIHUTENTFHON BIIACTH B €JMHOM CHCTEME:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) 3agBreHMe O BbIaYe pas3pelleHus Ha MPOBEACHHE KIMHUYECKOTO HCCIEIOBaHUS
JIEKApCTBEHHOrO0  Npemapara  JJisi  MEIUMUMUHCKOrO  NPUMEHEHUs, TIOJNUCAHHOE  YCHICEHHOU
KBATU(UIIMPOBAHHON DIIGKTPOHHOW TMOJMIMKUCHIO 3asSBUTENSI, a B CIIy4ae, €ClIH OT WMEHHU 3asBUTENs
JEHUCTBYET €ro MpPeICTaBUTENb ((PU3NYECKOE JIHMIIO), YIOJIHOMOUYEHHBIM JEWCTBOBATH OT WMEHU
3asBUTENISI HAa OCHOBAaHWU JOBEPEHHOCTH B DJJIGKTPOHHOM ¢opMe B MANIMHOYUTAEMOM BHJIE,
MOATMMCAHHOE €T0 YCUJICHHOW KBaTM(DHUIIMPOBAHHOW HJIICKTPOHHOW TOANMKUCHIO WM  YCHUJICHHOMN
HEKBaJM(UIUPOBAHHOMN 3JIEKTPOHHOM MOAINKUCHIO;

(B pen. ®enepanbHbix 3aKk0HOB OT 30.01.2024 N 1-®3, o1 31.07.2025 N 304-D3)

2) yrpatui cuiy. - @enepanbhbiil 3akoH oT 30.01.2024 N 1-D3;

3) MIPOTOKOJ KIMHHUYCCKOIO HCCICAOBAHHA JICKAPCTBCHHOI'O Ipcrapara I MCIUIHHCKOI'O
IIPUMCHCHUSA

4) Opomrropy uccieaoBarens (A7 3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO TMperapaTa J0IMyCTHMO
3aMEHUTh ONOOpPEHHOW OOIIel XapakTepUCTUKON JIEKapCTBEHHOTO TIpernapara, €Clid  TaKoH
JIEKapCTBEHHBIN Ipernapar 3aperuCTPUPOBAH B COOTBETCTBUU C aKTaMHU, COCTaBISOMUME IpaBo Coro3a,
U ero TNpPUMEHEHHWE B KIMHUYECKOM HCCIEAOBAaHMM HE MPOTHBOPEYUT OAOOpEHHOH oOImei
XapaKTepUCTHUKE JEKAPCTBEHHOTO Mpernapara Jjsi MeJUIIMHCKOTO IPUMEHEHHS);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) nHpOPMAIIMOHHBIHN JTUCTOK MallMEHTa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

6) CBCACHUA 00 OIIBITE pa6OTBI HccaeaoBaTene mo COOTBCTCTBYHOIIUM CIICHUAJIBHOCTAM MU HUX
OIIBITC pa6OTBI 110 MPOBCACHUTIO KIIMHUYCCKUX HCCJIGI[OBaHHﬁ;

7) - 8) yrpatunu cuiy. - ®enepanbusiii 3aKoH ot 30.01.2024 N 1-D3;

9) xomu OTOBOpa 00S3aTENBHOIO CTPaXOBAaHMSI, 3aKIIOYEHHOTO B COOTBETCTBHHU C TUIIOBBIMU
IpaBWIAMH OO0S3aTEIIBHOTO CTPaxOBaHUS, C YyKa3aHWEM IMPEACIbHOW YHCICHHOCTH TAI[UCHTOB,
YYaCTBYIOUIMX B KIMHUYECKOM KCCJICIOBAHUU JIGKAPCTBEHHOTO TMperapara s METUIIMHCKOTO
MIPUMCHECHHS,

10) unpopmMauio 0 cocTaBe JIEKAPCTBEHHOIO Ipernapara Ui MEIUIMHCKOTO MpUMEHEHus (3a
HCKIIIOYEHUEM OMOJIOTMYECKUX JIEKAPCTBEHHBIX [IPENApPaTOB);
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

11) JOKYMEHT, COCTaBJIE€HHBIA MPOU3BOAUTEIEM JIEKAPCTBEHHOTO IMpernapaTa Uil MEeIULUHCKOTO
IIPUMEHEHHUS U COJEpXkalluil Moka3zaTesln (XapaKTepUCTUKH), a TaKKe CBEACHUSA O JIEKapCTBEHHOM
mpernapare A8 MEAMLIMHCKOrO IPUMEHEHMsI, IPOU3BEACHHOM Ul IPOBEIEHUS KIMHUYECKHX
UCCIIeIOBAaHUH (32 HCKITIOYEHHEM OMOJIOTHUECKUX JIEKapCTBEHHBIX MpEnapaToB);

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

11.1) nOKyMeHTBI W CBEIEHHUS, NPEIyCMOTPEHHbIE MIpPABWJIAMHU IPOBEIEHUS HCCIIET0BaHUN
OMOJIOTMYECKHUX JIEKaPCTBEHHBIX CPEJICTB EBpazuiickoro 3KOHOMHYECKOIO CO03a, YTBEPKIACHHBIMU
EBpasuiickoit 5KOHOMUYECKO KOMUCCHEH;

(m. 11.1 BBenen @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

12) cBeneHus o JaTe MPEeAOCTABICHUS M PETUCTPAIMOHHOM HOMEpE JHUIEH3UHM Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB B CIIy4ae, €CJIM IMPOU3BOACTBO JIEKAPCTBEHHOIO MpENapara OCyuECTBISIETCS B
Poccuiickoit ®@enepauuu, WiIM JTOKYMEHT, COAEpKAlIMHA CBEAEHUS O JaTe NpPeAOCTaBICHUS U
PETUCTPAIMOHHOM HOMEpPE 3aKIIOYEHHS O COOTBETCTBHM MPOU3BOJUTENS JIEKAPCTBEHHOrO Mpernapara
TpeOOBaHUSIM  MpaBWUJ  HAJUIeKAIIed  MPOU3BOJACTBEHHOW  MPAKTHKH,  MPEAOCTaBICHHOIO
YIOJIHOMOYEHHBIM OPTraHOM CTPAaHbl TPOU3BOAUTEIIS JIEKAPCTBEHHOTO Mpernapara.

(B pen. denepanbubix 3akoHOB OT 04.06.2018 N _140-D3, ot 27.12.2019 N _478-®3, ot 30.01.2024 N
1-D3)

2.1. Ceenenus, noaTrBepxaaomue (akT yIulaThl rocyJapCTBEHHOM MOIUIMHBI 3a NMPOBEACHUE
STHUYECKOM SKCIEePTHU3bl, IKCHEPTHU3bl JTOKYMEHTOB Ha JEKapCTBEHHBIM MpemapaT Uisl MOJyYeHUs
paspellleHuss Ha MPOBEICHUE KIMHUYECKOIO HCCIECNOBaHMs JIEKAPCTBEHHOIO Ipenapara Juis
MEIUIMHCKOTO NPUMEHEHUs, 3a BblAAUy pa3pelleHUs Ha NPOBEACHHUE KIMHMYECKOIO MCCIEN0BaHUS
JIEKapCTBEHHOI'O Mpenapara sl MEJUIIMHCKOr0 NPUMEHEHHS, 3a IPOBEIEHUE IKCIIEPTU3BI TOKYMEHTOB
Ha JIGKapCTBEHHBIM IIpemnapar s IOJY4YEHHs pAa3pelleHHs Ha IPOBEICHUE MEXKIyHApPOJHOTO
MHOT'OLICHTPOBOTO KJIMHMYECKOIO HCCIEAOBAHMUS JIEKAPCTBEHHOIO IIpernapara sl MEIUIMHCKOTO
MPUMEHEHHUS, 3a BblJady pa3pelleHus Ha MPOBEACHHE MEXKIYHApOJHOTO MHOTOLIEHTPOBOIO
KIIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOIO IIpenapara s MEAMLIMHCKOIO IPUMEHEHHd, 3a
IIPOBEJICHUE 3TUYECKOM ODKCIEPTU3bI, SKCIIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipemnapar A
MIOJIyYE€HUsI Ppa3pelleHHsl Ha MPOBEACHHUE TNOCTPETUCTPALMOHHOIO KIMHMYECKOTO MCCIEN0BaHUs
JIEKAPCTBEHHOI'O IIperapara Juisi MEJULUHCKOrO IPUMEHEHM, 3a BblJady pa3pelleHus] Ha MPOBEICHUE
ITOCTPETUCTPAMOHHOTO KJIMHUYECKOTO UCCIEAOBaHUs JEKAapCTBEHHOIO Ipernapara I MEIUIMHCKOTO
NMPUMEHEHUs, a TaKXke CBEICHHs O BbIIaBa€MbIX (MPEAOCTABISIEMbIX) YIIOJIHOMOYEHHBIMU
(benepanbHBIMU OpraHaMH MCIIOJIHUTEIBHON BIACTU JOKYMEHTaxX (CBEICHMSX), YKa3aHHBIX B ITyHKTE 12

www.consultant.ru Crpanuua 90 mns 156
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100291&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100291&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=169970&amp;date=26.05.2026&amp;dst=100008&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=169970&amp;date=26.05.2026&amp;dst=100008&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=169970&amp;date=26.05.2026&amp;dst=100008&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=169970&amp;date=26.05.2026&amp;dst=100008&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100292&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100292&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100293&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100293&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=499471&amp;date=26.05.2026&amp;dst=100019&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=499471&amp;date=26.05.2026&amp;dst=100019&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100294&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100294&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470142&amp;date=26.05.2026&amp;dst=100074&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470142&amp;date=26.05.2026&amp;dst=100074&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470146&amp;date=26.05.2026&amp;dst=100221&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470146&amp;date=26.05.2026&amp;dst=100221&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100296&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100296&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100296&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100296&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=532972&amp;date=26.05.2026&amp;dst=14056&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=532972&amp;date=26.05.2026&amp;dst=14056&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

YacTH 2 HACTOSIIEH CTaTbd, YMOJHOMOYEHHBIH (penepanbHblii OpraH WCIOJHHUTEIFHONH BIACTH
3aIpalIuBaeT B MOPSIKE MEKBEJOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOICHCTBHS.
(uactp 2.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. B cpok, HE MpeBBINAIOMNUNA TpeX padouMx JHEW CO JHS HANpaBJICHUS B JUYHBIA KaOWHET
YIOJHOMOYEHHOTO (pe/IepaIbHOr0 OpraHa MCIOJHUTEILHON BJIACTH B €IUHOW CHUCTEME YKa3aHHOTO B
MyHKTe | 4YacTH 2 HACTOSIIEW CTaTbU 3asdBICHUS M HEOOXOIUMBIX JTOKYMEHTOB, YIOJHOMOYEHHBIN
(denepanbHBIN OPraH UCIIOTHUTENBHOM BIIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) mpoBOAUT NPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHUM, COAECPKAILUXCS B IPEACTABIEHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) npUHHUMAaeT pelIeHne O MPOBEACHUH IKCIIEPTU3bI JOKYMEHTOB JUIS MOJMyUYEHHUs pa3pelieHus Ha
MIPOBEACHUE KIUHUYECKOIO HCCIENOBAHUA JICKAapCTBEHHOrO IIpemapara g MEIHULMHCKOTO
NIPUMEHEHUS U 3TUYECKOM SKCIepTU3bl WM 00 OTKa3€e B MPOBEICHUH YKa3aHHbBIX IKCIIEPTH3;

3) HampaBiseT 3asBUTENIO MOCPEACTBOM €IMHOIO MopTaja WM B JUYHBIA KaOUHET 3asBUTENS B
€IMHOW CHCTeME TOJNHCAaHHOE YCWICHHOW KBAJU(HUIMPOBAHHOW  AJIEKTPOHHOW  MOJMHCHIO
YBEJOMJICHHE O IPUHATOM PEIIEHUHU MO0 B Cilydae NPUHATHS pelieHHst 00 OTKa3e Takke ¢ yKa3aHHEeM
MIPUYMH TAKOTO OTKa3a;

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

4) HampaBisieT B JMYHBIA KaOMHET SKCHEPTHOTO YUYPEXKICHUS B €JUHOW CHCTEME M JIMYHBIH
KaOMHET CcOoBeTa IO AITHKE 3aJaHMs Ha IPOBEICHHWE COOTBETCTBYIOUIMX 3KCIEPTU3, MOAMMCAHHBIC
YCUJIICHHBIMHU KBaJ'II/I(bI/H_[I/IpOBaHHbIMI/I OJICKTPOHHBIMH ITOATIUCAMMU.

(. 4 B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B ciiydae BBISBIICHUSI HETIOJHOTHI U (MJIM) HEJOCTOBEPHOCTH MHGOpPMAIUU, CoJepKalieiics B
IIPEJCTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJHOMOUYEHHBbIH (peepanbHblii OpraH MCIOJHUTEIbHON
BJIACTU HANpPABJISIET B JIMUHBIA KaOWHET 3asiBUTENS B €AMHOM cucTeMe 3anpoc 00 YTOUHEHUH yKa3aHHOMN
uHpOpMalHY, TOANUCAHHBIM YCUJICHHON KBaJU(HUIMPOBAHHOW AJIEKTPOHHON IMOANHUCHIO. 3asBUTEIb
0053aH HANpaBUThb B JIMYHBIA KAOWHET YNOJIHOMOYEHHOTO (PeIepajbHOTO OpraHa HCHOJIHHUTEIbHOM
BJIACTH B €IMHOM cucTeMe MOJNUCAHHBIA YCUJIEHHOW KBaJIM(DUIMPOBAHHON 3JIEKTPOHHON MOJIHUCHIO
OTBET Ha 3alpoC YMNOJIHOMOYEHHOro (eAepalbHOr0 OpraHa HCIOJHMUTENBHOM BIAcTH B CPOK, HE
IIPEBBILIAIONIMNA JIeBIHOCTA pabouuMx JHEH CO JHSA MOJIyYeHHUs YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJIHUTEIBHON BJIACTU 3JEKTPOHHOIO YBEAOMIJICHMS O IOJIyYEHHUHU 3asBUTEJIEM 3aIpoca.
Cpok, yKa3aHHBII B 4aCTH 3 HACTOSILEN CTaTbU, IPUOCTAHABIMBAETCS CO JIHS HAIPABIEHUS B JIMYHBIN
KaOMHEeT 3asfBUTENd B €OUHOM CHCTEME 3ampoca YIOJHOMOYEHHOro (pelepaJbHOro OpraHa
WCTIOJTHUTENIHOW BJIACTH JO JHS HANpaBJICHUS B JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (enepasbHOTOo
OpraHa HCIIOJIHUTEJIBHOM BJIACTH B €IMHOM CHCTEME OTBETa HA 3alpoC M HE YUYUTHIBACTCS IIPHU
WCUHCIIEHUU CpOKa IPUHATHS YHNOJHOMOYEHHBIM (eiepajbHbIM OpPraHOM MCIIOJHHUTEIbHON BIACTH
pElIeHNs O TNPOBEACHUM DSKCIEPTU3bl JOKYMEHTOB JUIsl IIOJYYEHHUS pa3pellieHus Ha IPOBEICHHE
KJIIMHUYECKOT'0 MCCIIEI0OBAaHUs JIEKAPCTBEHHOIO IIpernapara i MEJUIUHCKOrO IIPUMEHEHHS.

(uactp 4 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5. OcHOBaHUEM JJIs1 OTKa3a B MPOBEACHUU IKCIEPTU3bI JOKYMEHTOB JJIsl TOYYEHUsI pa3pereHus
Ha TPOBEICHHE KIMHUYECKOIO0 MCCIEAOBAHUS JIEKAPCTBEHHOIO Ipenapara Uil MEIUIMHCKOTO
IIPUMEHEHHS W JTUYECKOM DSKCIIEPTU3bl SBIAETCS INPEACTABICHUE JIOKYMEHTOB, IPELYyCMOTPEHHBIX
YacThIO0 2 HACTOSIIEH CTaTbM, B HEMOJHOM OObeMe, HENpe/CTaBlIeHHE 3asBUTENIEM B YCTaHOBIICHHBIN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

CPOK OTBETa Ha yKa3aHHBIH B 4acTH 4 HACTOSIIEH CTAaThH 3alpoc YIMOJHOMOYEHHOTO (heaepaabHOro
opraHa MCIOJHHUTEIbHON BJIACTH JMOO OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTAX MCUYEPIBIBAIOIIECTO
nepevyHs HeoOXoaAuMoW WHpopMaMK WM UHPOPMALUHU, KOTOpas NOJKHA OBITh OTpaKeHa B HUX, a
TaKKe OTCYTCTBHE CBEIEHHH, KOTOpble B JalbHEWIIEM IOATBEPKAAIOTCS  IOCPEICTBOM
MEXBEIOMCTBEHHOTO AJIEKTPOHHOTO B3aMMOICHCTBHS, O (pakTe yIuiaThl TOCYIapCTBEHHON HOIUIMHEI 32
NPOBEJCHNUE STHYECKON HSKCHEPTU3bI, DKCIEPTU3Bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Npemapar s
MOJTYYEHHsI pa3pelIeHus Ha MPOBeIeHHE KIMHUYECKOTO MCCIIEI0BaHMUS JIEKapCTBEHHOTO TpernapaTa s
MEIMLMHCKOTO TMPUMEHEHUs, 3a BbIAAYy pa3pelieHHs Ha MpOBeIeHHE KIMHUYECKOTO HCCIEOBAHUS
JIEKapCTBEHHOTO Ipernapara /i MEIUIIMHCKOTO IPUMEHEHHUS, 3a TPOBEICHUE KCIIEPTU3bl JOKYMEHTOB
Ha JIEKApCTBEHHBIH Tpemapar s TOJYYCHHs pa3pelieHus] Ha TPOBEICHHE MEXIYHAPOIHOTO
MHOTOIIEHTPOBOTO KJIMHUYECKOTO HCCIIEJOBAHHS JICKAPCTBEHHOTO TIpenaparta Uisl METUIIMHCKOTO
OPUMEHEHHS, 3a BbIa4y paspelieHHs Ha MPOBEACHHE MEKAYHAPOJAHOTO MHOTOIIEHTPOBOTO
KJIMHUYECKOTO HCCIICJIOBAHUS JICKAPCTBEHHOTO TMpenapara Uil MEJUIMHCKOTO MpPUMEHEHHs, 3a
NPOBEICHUE 3TUYECKOM SKCIEPTU3bl, HKCHEPTH3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Mpenapar ajis
MOJyYCHHUs pa3pelieHuss Ha MPOBEIEHUE MOCTPErHCTPALMOHHOTO KIMHUYECKOTO HCCIIEOBAHUS
JIEKapCTBEHHOTO TIpernapaTa JUisi MEAUIMHCKOTO MPUMEHEHHs, 33 BbIIady pa3pelieHus] Ha MPOBEACHUE
MOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO HMCCIIEIOBAHUS JIGKAPCTBEHHOTO TMperapara sl MEeIUIIHHCKOTO
PUMEHEHHS.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

6. IlpoBeneHue HKCIEepTU3bl JOKYMEHTOB Uil TOJYYEHUs pa3pelieHds Ha MPOBEJCHUE
KJIMHUYECKOIO HMCCIICIOBAHUS JIEKQPCTBEHHOIO IIpernapara il MEAULUMHCKOTO TNPUMEHEHHS U
ATUYECKON SKCIEPTU3bI, COCTABICHHE KOMHUCCHEW SKCIEPTOB M COBETOM II0 3THKE 3aKIIOYECHH O
BO3MOXHOCTH WJIM HEBO3MOXHOCTH TPOBEJACHUSI TAKOTO KIMHUYECKOTO HCCIEAOBAHUS, MOJMHUCAHUE
3aKJIIOUYEHUH YCUIIEHHBIMU KBaTH(PUIIMPOBAHHBIMU 3JEKTPOHHBIMU MOAMUCIMH U HApaBJICHUE TaHHBIX
3aKJIIOUEHUH B JIMYHBIA KaOMHET YHOJHOMOYEHHOTO (efepalbHOr0 OpraHa MCMOIHUTEIBHON BIAaCTH B
€IMHON CHUCTEME OCYIIECTBISIOTCS B CPOK, HE MPEBBIMAIONINN IBAANATH MSATH paboyux JHEH co JTHS
HalpaBJieHUsT B JIMYHBIA KAaOMHET SKCHEPTHOrO YUYPEXKICHHUS B €IUHOM CHUCTEME 3aJaHus
YIIOJIHOMOYEHHOTO (peAepaqbHOTO OpraHa HWCIOJHUTEIBHON BJIACTH C TMPUIIOKEHHEM JIOKYMEHTOB,
yKa3zaHHbIX B myHkTax 3, 4, 10, 11 m 11.1 gactu 2 Hacrosienl CTaTbU, U HAMNPABJICHUS B JIMYHBINA
KaOMHET coBeTa IO STUKE B EIMHOM CHUCTeMe 3aJlaHusl YIOJIHOMOYEHHOro ¢eaepaibHOro OpraHa
WCIIOJTHUTENIBHONW BJIACTH C MPUIOKEHUEM JOKYMEHTOB, yKa3aHHBIX B NyHKTax 3 - 6 m 9 yactu 2
HACTOSIIIEN CTAaThH.

(dactb 6 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

7. B cpok, HE MpEeBBINAIOIMNUNA TpeX padouMx JHEW CO JHS HANpaBJICHUS B JUYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (eZIepalbHOTO OpraHa HCIIOTHUTEIBHONW BIIACTH B €IMHOW CHCTEME 3aKITIOUEHUH,
yKa3aHHBIX B 4acTH 6 HACTOSIEH CTaTbH, YHOJHOMOYEHHBIN (efepanbHbIi OpraH HCIOJIHUTEIbHON
BIIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

1) OCYHICCTBIIACT OLCHKY MOCTYIIUMBIINX 3aKJII0YCHUN IJi1e OHIpCACICHUA HUX COOTBCTCTBUA
3aaHrsAM Ha NPOBCACHUC COOTBECTCTBYIOIIUX 3KCIICPTU3;

2) mpUHUMAaeT pelIeHHEe O BBIJAY€ Pa3pelIeHUs] Ha MPOBEACHHUE KIMHHYECKOTO HMCCIIEI0BaHUS
JIEKapCTBEHHOT'O IpenapaTa JUlsl MEJULIMHCKOTO IIPUMEHEHUS, BHOCUT B PEECTP BbIJAHHBIX pa3pelIeHnit
Ha TMIPOBEJEHME KIMHUYECKMX MCCIIEJOBAHUN JIEKapCTBEHHOIO Ipernapara COOTBETCTBYIOILYIO
MHGOPMALIMIO M HAIpPAaBISAET MOCPEJACTBOM E€AMHOTO TMOpTala 3asBUTEII0 WJIM B JIMYHBIM KaOWHET
3asBUTENsl B €IMHOM CcHCTEME BBIIUCKY M3 pEecTpa BBbIJIAHHBIX pa3pelleHU Ha IPOBEACHUE
KJIIMHUYECKHUX UCCIIEJIOBAaHUM  JIEKapCTBEHHOI'O npemnapara, MOJAMUCAHHYIO  YCHUJICHHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

KBAJTM(UIUPOBAHHON 3JIEKTPOHHOM MOAIHUCHIO;
(. 2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) mpuHHMaeT penieHHWe 00 OTKa3e B BbAaUe pa3pellieHdss Ha TMPOBEACHHUE KIMHUYECKOTO
WCCIICIOBAHMUS JICKAPCTBCHHOTO TMpemnapara Ui METUIIMHCKOTO TPUMEHEHHS W HaIpaBJIseT
mOoCpEACTBOM C€AWHOI0 IopTaja 3asABUTCIIIO WA B JINYHBIA KaOWHET 3asiBUTEIS B GJIPIHOﬁ CUCTEMC
JAHHOE pEeIICHUE, TOIIMMCAHHOE YCHJICHHON KBaJM(HUIMPOBAHHONW AJIEKTPOHHOW IOMAIKUCHIO, C
yKa3aHHEeM MPUYHMH OTKa3a.

(n. 3 B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

8. OcHOBaHUEM AJI OTKa3a B BbLJAAYC pa3pCHICHUS Ha MPOBCACHUC KIIMHHUYCCKOI'O UCCICAOBAHUA
JICKApCTBCHHOTO IMperiapara JJis1 MCAUIHUHCKOI0 IPUMEHCHUS ABJISACTCA HAJIMYUC 3aKITIIOYCHHUA KOMUCCHUN
OKCIICPTOB HJIM 3aKJIOUYCHUA COBCTA II0 O3TUKC O HCEBO3MOXHOCTH IIPOBCACHHA KIMHHUYCCKOTO
HUCCIICA0BaHUA JICKAPCTBCHHOI'O IIpfriapara Mg MEAWIUHCKOIO IIPHUMEHCHUA II0 pEe3yJibTaTaM
MPOBCACHHBIX DKCIICPTU3, TPCAYCMOTPECHHBIX YaCTbHIO 6 HaCTOHH_Ieﬁ CTaTbu.

9. Pemenue 00 oTKaze B MPOBEIECHUHM IKCIEPTU3BI JOKYMEHTOB JUIS TIOJYUYEHHS pa3pelieHus Ha
MPOBEACHUE KIMHUYECKOTO HCCIEOBaHUSl JICKAPCTBEHHOIO IMpernapara g MEIUIMHCKOTO
MPUMEHEHUS M JTHYECKOM SKCHEPTH3bl M B BbIJA4YE pa3pelIeHHUs Ha TPOBEICHHUE KIMHUYECKOTO
HCCTIEeOBaHUS JICKAPCTBEHHOTO Tperapara Jisi MEIUIIMHCKOTO IPUMEHEHHUSI MOKET OBITh 00)KaJIOBAaHO
B MOpPSJIKE, yCTAaHOBJIEHHOM 3aKOHO1aTelIbcTBOM Poccuiickoilt deneparuu.

CraTtba 39.1. 3TnMyeckasa akcnepTusa
(BBeneHa PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1. OTnyeckas OKCIIEPTHU3a IIPOBOAUTCA COBECTOM IIO 3TUKE, CO3AaHHBIM B IMOPAJIKE, YCTAHOBJIICHHOM
YHOJHOMOYCHHBIM q)ez[epaanLIM OpraHomMm HUCITOJTHUTEILHOMU BJIaCTH, B LECJIX BblAA4YM 3aK/IIFOUYCHHA 00
3TUYECKON 000CHOBAHHOCTH BO3MOXKHOCTH MPOBCACHUA KIIMHUYCCKOI'0 UCCICAOBAHUA JICKAPCTBECHHOI'O
npenapara ajid MCIUIUHCKOIO IPUMCHCHU .

2. DKcmepraMd COBETa IO AITHKE MOTYT OBITh MPEACTABUTEIM MEIUIIUHCKUX OpTaHWU3aINN,
Hay4YHBIX OpTaHMW3aluid, oO0pa30oBaTeIbHBIX OpraHWU3alMi BBICIIETO OOpa30BaHUS, a TaKXKe
MPEJICTaBUTENN OOIIECTBEHHBIX OpraHU3allui, PETUTHO3HBIX OpraHu3aluid M CPEeICTB MacCOBOM
uHpopmanuu. JlaHHBIE OKCIEPTHl HE JODKHBI HAXOIWThCS B KAaKOW-THMOO 3aBHCHUMOCTH  OT
pa3paboTYUKOB JIEKAPCTBEHHBIX NPENapaToB W JPYrHUX JUI, 3aUHTEPECOBAHHBIX B pe3yJbTaTax
3TUYECKOMN IKCIEPTU3HI.

3. Omnara yciyr S3KCIEPTOB COBETa IO JTUKE OCYLIECTBISIETCS Ha OCHOBAaHUM JIOrOBOPA,
3aKJIFOUEHHOT0 MEX]Iy YIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCIOJIHUTEIBbHOW BJIACTH, KOTOPBIM
CO3JlaH COBET IO JITHKE, M HKCIEPTOM COBETa IO 3THKE, 3a CYeT OIJUKETHBIX ACCUTHOBaHUIA,
NPEJYCMOTPEHHBIX YHOJHOMOYEHHOMY (eiepaJbHOMY OpraHy HCIOJIHHUTENBHOW BJIACTH, KOTOPBIM
CO3J]aH COBET IO 3TUKE, B (peepallbHOM OOJKETe Ha COOTBETCTBYIOUIMH IO Ha OOECHEUCHUE €ro
NesATEIbHOCTH, B pa3Mepax, ycTaHoBlIeHHbIX [IpaBurensctBoM Poccniickoit denepanun.

4. SKCHepTLI COBCTAa IO 3THUKE HECYT OTBECTCTBCHHOCTHL B COOTBETCTBHUH C 3aKOHOAATCILCTBOM
Poccuiickoit deneparum.

4.1. Tlpu npoBeAeHMH AITHYECKON OSKCIEPTU3bl HE JAOMyCKaeTcs HCTpeOOBaHHE HKCIEPTOM Y
3asiBUTENsl MO0 MHBIX JIMI[ MaTepHUajoB, HEOOXOIUMBIX Ui MPOBEIEHUS ATHUYECKOW IKCIepTusbl. B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

clly4ae HEJIOCTAaTOYHOCTH MPEACTABIECHHBIX JKCIEPTYy MaTEpUajoB B JIMYHBIM KaOWHET 3asBUTENs B
€MHOM CUCTEME YIOJIHOMOYEHHBIM JHMIIOM COBETA MO 3TUKE HAIMpPABISETCA 3alpoCc O MPEACTaBICHUU
HEOOXOUMBIX MAaTEpPHAJIOB, MOJAMUCAHHBIA PYKOBOAUTENEM (YMOJIHOMOYCHHBIM JIMIIOM) COBETa II0
S9TUKE C UCIOJIb30BAHUEM YCHJICHHOW KBAJIU(DHUIIMPOBAHHONW JJIEKTPOHHOM TIOMIMUCH, a TaKXKe
HalpaBJIsIeTCA YBEIOMJICHHE 00 YyKa3aHHOM 3almpoce B JIMYHBIM KAaOWHET YIOJIHOMOYEHHOTO
(henepalbHOTO OpraHa UCIIOTHUTEIIPHON BIIACTH B €IMHOM CHCTEME.

(uacts 4.1 BBenena ®@enepanbHbiM 3aKkoHOM 0T 30.01.2024 N 1-03)

4.2. 3agBuTenb 00sf3aH HANpaBUTh B JIMYHBIM KaOMHET COBETa MO STHKE B €AMHOW CHUCTEME
MOJNMCAHHBIA YCUJICHHON KBaIM(DPUIMPOBAHHON HIEKTPOHHOH TWOJMHMCHIO OTBET Ha 3ampoc O
MIpPE/ICTaBJICHUH HEOOXOJMMBIX MaTepHUajOB COBETY IO ATHKE B CPOK, HE MPEBBIMIAIOMINN JEBSIHOCTA
pabounx JHEH cOo JHS MOJIyYEHHS COBETOM IO ATHKE 3JIEKTPOHHOTO YBEIOMIIEHHS O MOJTYYeHHH
3asBUTEJIEM YKa3aHHOI'O 3ampoca. Bpems co [Hs HalpaBieHHMs COBETOM IO 3THKE B JIMYHbBIM KaOWHET
3asBUTEN B €AMHOW CHUCTEMe 3ampoca O MpPEACTaBICHUMM HEOOXOAMMBIX MaTepuanoB 10 JHS
HaTpaBJICHUs 3asBUTENIEM B JIMUHbIM KaOMHET COBETA MO ATUKE B €MHOM CHCTEMe OTBETA HAa yKa3aHHBIN
3aIpOC HE YUYUTHIBAETCS IIPU UCUUCICHUN CPOKA IIPOBEICHUS dTUYECKON HKCIIEPTU3BI.

(uactsp 4.2 BBeeHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-03)

5. CocTaB coBeTa 10 3TUKE, MOJI0KEHUE 00 ITOM COBETE, HOPSJIOK €T0 ACATEIHHOCTH, TPEOOBAHUS
K KBaJM(HUKAIMA W ONBITY PabOThl MO SKCIEPTHON OIICHKE HAYYHBIX, MEAUIIMHCKUX W ATHYCCKUX
aCIEKTOB KJIMHUYECKUX HUCCIEIOBAaHUM JIEKAPCTBEHHBIX MPENapaTroB JJi MEAUIIMHCKOIO MPUMEHEHMUS,
MpeAbsSBIsIEMbIE K JKCIIEpTaM COBETa IO 3THUKE, HOPSJIOK OpPraHU3aldd M TPOBEACHHS ITHUYECKOM
JKCIEePTH3bl, (popMa 3aKIIFOUEHUS COBETA TI0 3TUKE YCTAHABIMBAIOTCS YIOJTHOMOYCHHBIM (hefepaabHbIM
OpPraHOM MCIIOJHUTEIbHOW BJAcTU. YMCIO MpeAacTaBUTENEd MEIMIMHCKUX OPraHU3aluil HE MOXKET
MPEBBINIATH MOJOBUHY OT OOIIEro Yucia SKCIEPTOB COBETA IO ITHKE.

6. udopmanus o cocraBe coBeTa IO ITHKE, IUIaHAX €ro padoThl M TEKyIIEH AeATeIbHOCTU
pa3meriaercd Ha O(UIUAIBHOM CalTe YIMOJIHOMOYEHHOro (enepaJbHOro OpraHa HCIOJHUTEIbHON
BJIAcTH B ceTu "MIHTepHET" B yCTAaHOBJIEHHOM UM [OPAJIKE.

Cratbs 40. [NpoBeaeHMe KIMHUYECKOro UCCriefOoBaHUA fieKapCTBEHHOro npenapara
OnA MeguLMHCKOro NnpuMeHeHuns

1. PykoBoauTenb MEAMIIMHCKOW OpraHU3allud, KOTOpas MPOBOAUT KIMHUYECKOE HCCIIEIOBAaHUE
JIEKApCTBEHHOTO0  Mpemapara Uil  MEIUWLUHUHCKOTO MPUMEHEHHUs, Ha3HayaeT UCCIeI0BaTeNs,
OTBETCTBEHHOTO 3a MPOBEJICHHE TAKOTO HCCICIOBAHUS W HMMEIOIIETO JICYCOHYIO CIEeIHaIbHOCTb,
COOTBETCTBYIOIIYIO MPOBOJAMMOMY KIMHUYECKOMY HCCJIEIOBAHHUIO JIEKAPCTBEHHOTO Ipemnapara, co
CTakeM paboTHI MO MpOoTrpaMMaM KIMHUYECKUX HMCCIETOBAHUMN JIEKAPCTBEHHBIX IMpENapaToB HE MEHEe
YyeM TpH ToJla W IO €ro MNpeyIOKCHUIO Ha3HA4YaeT COUCCIEOBATEeNIeM W3 YWciIa Bpadyed dToi
MEIUIIMHCKOW OpraHU3aI[iH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. HCCHGHOB&TCHB OCYHICCTBIIACT BBI60p ManuCHTOB, KOTOPLIC IO MCIAUWIHWHCKUM IIOKa3aHWIAM
MOTYT OLITH MPUBJICYCHBI K YYAaCTUIO B KIMHHUYCCKOM MCCICIOBAHUHN JICKAPCTBCHHOI'O IIpCriapara IJId
MCIUIIUHCKOI'0 IpUMCHCHUS.

3. MHccnenoBarenb M COUCCIIENOBATENM JOJDKHBI OBITh O3HAKOMJIEHBI C  pe3yJbTaTaMu
JOKJIMHUYECKOTO  MCCIIEJOBAHUS  JIEKAPCTBEHHOTO  CPEACTBA, COJAEpKAllMMUCS B Oporrope
HCCIIEA0BATENIs, IPOCKTOM IIPOTOKOJIA KIMHUYECKOTO HCCIENOBAHMS JIEKAPCTBEHHOIO IIpernapara Uit
MEIULMHCKOTO MPUMEHEHUs], pa3paboTaHHBIM Pa3padOTYUKOM JIEKAPCTBEHHOTO TpernapaTa Wi UHBIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

OPpUINYICCKUM JIMOOM, IIPUBJICKAEMBIM K OpraHu3alliy MPOBCACHUA KIMHHUYCCKOTO HCCICAOBAHUA
JICKApCTBCHHOT'O Impfrapara I MCAUIUHCKOTO NPUMCHCHUA, W APYITUMH MaTCpualaMHd TaKoro
HUCCICIOBAaHU.

3.1. PykoBoauTeah MEIULIMHCKON OPraHU3allMy B CPOK, HE MPEBBIIAIOLINN TpeX pabouux AHEH co
JIHSI Ha4aJla IPOBEJICHNs KIIMHUYECKOr0 MCCIEA0BAHMS JIEKAPCTBEHHOTO Mpenapara Jyisi MEIUIIMHCKOTO
IIPUMEHEHHs, co00IaeT 00 3TOM B YINOJIHOMOYEHHBIN (hefepabHblii OpraH MCIOJHUTEIbHON BIIACTH,
BBIJIaBIIMI pa3pellieHre Ha MPOBEICHHE TaKOT0 UCCIIEI0BaHMs, TI0 YCTAaHOBJICHHOU UM Gopme.
(uactb 3.1 BBennena MexepanbHbIM 3aK0HOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYLIECTBISIOIIAE OPraHMU3ALUI0 IPOBEICHUS KIMHUYECKOIO MCCIEI0BAHUS
JICKApCTBCHHOT'O Impfrapara A MCAUIUHCKOIO NPUMCHCHHA W YKa3aHHBIC B YaCTHU 3 craten 38
Hacrosiero denepanbHOro 3aKOHAa, B ClIyd4ae HEOOXOAMMOCTH BHECEHHMS W3MEHEHHH B IMPOTOKOI
KJIMHUYECKOIO MCCIIeI0BaHUs JIGKAPCTBEHHOIO IpenapaTa il MEIULMHCKOTO IPUMEHEHHs COOOIIatoT
00 3TOM B yIOJIHOMOYEHHBIN (eiepalbHbIi OpraH UCIOJHUTENbHOM BIACTH, BBIJABILUHN pa3peleHne Ha
MIPOBE/ICHUE TAaKOTO UCCIIEJOBAHUS, 110 YCTAHOBIEHHON UM (hopMme.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. ®opma cooOmeHHS O BHECEHHHM HM3MEHEHHWH B MPOTOKOJ KIMHHYECKOTO HCCIIECTOBAHUS
JIEKapCTBCHHOI'O TIpenapara Juisi MEAMIHMHCKOrO IPUMEHEHHUS JOJDKHA COJEpPXKaTh CIEIyIOLIHE
CBEJICHUA:

1) HaumeHOBaHUe, NACHTU(UKALIMOHHBIA HOMEP U JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIIeIOBaHMUS;
2) n1aTa BHECEHUSI U3MEHEHU B MMPOTOKOJI KIIMHUYECKOTO UCCIEA0BaHUS;
3) HaMMEHOBaHUE U MECTO HaXOXKJICHUSI 3asIBUTEIIS,

4) HaMMEHOBAaHWE OpraHU3alliy, MPHUBJICYEHHOW pa3paOOTUMKOM JIEKAPCTBEHHOTO Ipernapara K
OpraHM3aliK MPOBEICHUS KIMHUYECKOT0 UCClIeIOBaHUs (IIPU HAJIHYHUN);

5) HaAaMMCHOBAHUsA M MECTa HaAXOXICHHA MCECIHUIIMHCKHX OpFaHHSaHHﬁ, B KOTOPBIX IIPOBOAUTCA
KIIMHUYCCKOC UCCICA0OBAHUC,

6) mara BBIJAYM pa3pelIeHUs] Ha TMPOBEACHHE KIMHHYECKOTO HCCICAOBAaHHUS W HOMEP 3TOTrO
pa3penIeHus;

7) “3MEHEeHUs, BHOCUMBIE B IPOTOKOJI KIIMHUYECKOTO UCCIIEI0OBAHUS.
(uacts 4.1 BBeneHa ®PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He IPEBBIMAIINA JBAIIIATH BOCBbMHU pa0OYUX JTHEH CO JTHS MOJYYCHHS YKa3aHHOTO B
yacTu 4 HACTOALIEH CTaTbU COOOIIEHMS, YIOJTHOMOYEHHBIN (eaepanbHbIi OpraH HCIONMHUTEIHHON
BIIACTH pPacCMaTPUBAET 3TO COOOIIEHHE B YCTAHOBJICHHOM WM MOPSAIKE U MPUHUMAET PEIICHHE O
BHECCHUM HM3MEHEHHN B MPOTOKOJ KIMHUYECKOTO HCCIEJIOBAHMS JIEKAPCTBEHHOTO Ipernapara i
MEJIMIIMHCKOTO MPUMEHEHHs WM 00 OTKa3e BO BHECEHMH TAaKMX W3MEHEHUH, MOAMUCAHHOE YCUIIEHHOMN
KBATU(UIIMPOBAHHON AJIEKTPOHHOW TMOJMUCHI0, TIOCPEJICTBOM HAMPABICHUS COOTBETCTBYIOIIETO
pelieHusT B JIMYHBIM KaOWHET 3asBUTENsI B €AMHOW cucTteme. [Ipm paccMoTpeHUH CcOOOIIeHUs O
HEOOXOUMOCTH BHECEHHS HW3MEHEHHH B MPOTOKOJI KIMHHUYECKOTO HCCIETOBAHMS JIEKAPCTBEHHOTO
mpemapata Juisi MEAWIIMHCKOTO TPHUMEHEHHUS B IENsAX OICHKM OOOCHOBAHHOCTH IMpeajiaraeMbIX
W3MEHEHUN M ONpEeIeJICHUs] CTENeHU PUCKA IS MAlMEHTOB, MPUHUMAIOIINX yYacTUE B KIMHUYECKUX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

UCCIIEIOBAHUSIX, YIOJIHOMOYEHHBIM (elepanibHbIM OpPraHOM HCIOJHUTEIbHOM BIACTU MOTYT
MPUBJIEKATHCSA HKCIEPTHI COBETA 110 3TUKE U (MJIN) SKCHEPTHI AIKCIEPTHOTO YUPEHKICHHS.
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)

6. KimHnyeckoe uccieoBaHHE JIEKapCTBEHHOIO Ipenapara JUisi MEAMIIMHCKOIO NPUMEHEHUS
MOXXET OBbITh NPUOCTAHOBJIEHO WM TPEKPAIlleHO, €ClIM B MpPOLECCe €ro MpoBeAeHUs OOHapyKeHa
OMAacCHOCTh JUISl KU3HH, 3/10POBbSl NALMEHTOB. B ciydae BO3HMKHOBEHHMSI ONACHOCTH I JKU3HH,
310pOBbSl MALMEHTA, YYaCTBYIOIIETO B KIMHUYECKOM HCCIEAOBAHUM JIEKAPCTBEHHOTO Ipenapara Jis
MEJIMLMHCKOTO MPUMEHEHHUs, HccienoBaTean 00s3aHbl MPOMHPOPMHUPOBATE 00 3TOM PYKOBOIUTENS
MEUIMHCKOW OpraHu3alMyl U OpraHMU3alfio, [OJIYYMBIIYIO pPa3pelICHHE YIOJHOMOYEHHOI'O
¢denepambHOTO OpraHa WCIIOJHUTENFHOW BIIACTH HAa OPTaHU3AIMIO MPOBEACHUS KIMHHYECKOTO
UCCIIEIOBaHMUs  JIEKAapCTBEHHOTO  Iperaparta. PemieHne O  NPUOCTAHOBICHHWH  KIMHHUYECKOTO
HCCIeA0BaHMs JICKAPCTBEHHOTO IIpenapara sl MEAUIMHCKOIO IPUMEHEHHUS IPUHUMAIOT PYKOBOJUTEb
MEIUIIMHCKOW OpraHu3alu W (WIM) OpTaHu3alus, MOJYYHUBIIAs pa3pelieHUue YHOTHOMOYEHHOTO
(denepanbHOrO OpraHa MCIOJHUTENPHOW BIACTM HAa OPraHU3aIMI0 MPOBEACHUS KIMHHUYECKOTO
HCCIIEI0OBaHMs JIEKapCTBEHHOTO IIpenapaTa il MEAULUHCKOTO IPUMEHEHHUS], PELIEHUE O MPEKpalleHun
TaKOTO MCCIIEJIOBAaHMS PUHIMAET YIIOJTHOMOYCHHBINH (eiepaabHbIii OpraH HCIOJHUTEIHHOMN BIacTH Ha
OCHOBaHUHU COOOIIEHHS B MUCHbMEHHOW (QopMe pPYKOBOAMUTENS MEAUIMHCKOW OpraHu3alud WU
OopraHuzalysi, MOJy4YUBIIas pa3peuieHre YIOJIHOMOYEHHOro (eAepalbHOr0 OpraHa HCHOJHUTEIbHON
BJIACTM Ha OPraHU3alUI0 MPOBEAEHUS KIMHMYECKOTO HMCCIIEIOBAaHUS JIEKAPCTBEHHOTO Mpernapara Jis
MEIUIMHCKOTO IPUMEHEHMS.

7. B cpoK, HE NpEeBbILAOMUN ATH pado4YMX THEH CO JHS 3aBEPILEHUs, IPUOCTAHOBIICHUS WU
IIPEKpPAlICHUsI KIMHUYECKOIO MCCIIENOBAaHMs JIEKAPCTBEHHOIO IIpenapara Uil MEIHUIMHCKOTO
MIPUMEHEHHUs, cOOOIIeHre 00 ITOM HAMpaBiseTCs] OpraHU3alMsIMH, YKa3aHHbIMU B 4acTu 3 cTaThbu 38
Hacrosero denepanbHOro 3aKOHa, B YIIOJIHOMOYEHHBIH (eiepalibHbli OpraH UCIOJIHUTEIbHON BIACTH
10 YCTaHOBJIEHHOW UM (hopMe.

8. qDopMa COO6IJ.I€HI/I$I O 3aBCpHICHHHU, MPUOCTAHOBJIICHUU WU TNPCKpAICHUN KIIMHUYCCKOI'O
HCCIICAO0BaHMA JICKAPCTBCHHOI'O ITpCriapaTta Ayt MEAUIIMHCKOT'O IIPUMCHCHUA JOJIPKHA COACPIKATh!:

1) mHpOpMAINIO O MEIUIIMHCKON OpPraHU3aluy WIIM MEIUIMHCKUX OPTraHU3alUsiX, TPOBOIUBIIAX
TaHHOE MCCIIeJOBaHHE;

2) OITMCAaHUEC JaHHOT'O MCCIICAOBaHNA,

3) nmannble uccnenoBarens ((GaMUIHs, UMs, OTYECTBO, MECTO pabOTHI, 3aHWMaeMasi JOKHOCTD,
CMELUUANIBbHOCTh, CTaX paboThl MO NporpaMMaM KIMHUYECKUX MCCIEOBAHUN JIEKapCTBEHHBIX
npenaparoB, NEPCUYCHb KIMHHUYCCKUX I/ICCJICI[OBaHI/Iﬁ JICKApCTBCHHBIX IIpCIapaToB, B KOTOPLIX OH
MpPUHUMAIT ydacTue (MIePUOJIbl yU9acTHsI) B KAUeCTBE MCCIIEIOBATEIS WIIA COUCCIICAOBATENS);

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3yibTaT AAHHOTO MCCIENOBaHUSA (3aBEpILEHHE, NPUOCTAHOBJICHUE WIM TpPEKpaleHue
JAHHOTO HCCIIEIOBaHMUs C yKa3aHMEeM MX MPUYUH U BIMSHHMS HAa OLEHKY €ro pe3yjibTaToB, OOILYIO
OLICHKY PHUCKa M OKHUJAE€MOH IOJIb3bl OT IMPUMEHEHHUS HCCIEAYEMOro JIEKapCTBEHHOIO Ipemnapara, a
TaK)Ke MperoaaraéMple JalbHEUIINE IEHCTBUA).

8.1. Ilpu BbIsiBIEHHMU (denepasbHBIM OPraHOM MCIOJHUTEIFHON BIIACTH, OCYIIECTBIISIOIINM
GyHKIMM TI0O KOHTPOJIO W HAA30py B cdepe 3IpaBOOXpaHEHUs, HAPYIICHWH OPABUJI HaJIekKaIiei
KIIMHUYECKOW MPAKTHUKU NPU MPOBEICHUM KIMHUYECKOTO HCCIEIOBaHUS JEKAapCTBEHHOTO Mpernapara,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

BIIMSIOIIMX HA MOJHOTY U (MJIM) JOCTOBEPHOCTh JAHHOI'O KIMHMYECKOI'O HCCIIEOBAHMS, yKa3aHHBIN
(benepanbHBIN OpraH HCIOJHUTEIBHON BIACTH NMPUOCTAHABIMBACT MPOBECHUE TAHHOTO KIMHHUYECKOTO
HCCIIEA0BAHUS U BBIHOCUT MEIUIMHCKONW OpraHU3allly, B KOTOPOM IIPOBOJUTCS JAHHOE KIMHUYECKOE
UCCleIoOBaHue, TNpeanucaHue o0 YCTpaHEHUHU BbIABIEHHBIX HapywmeHuil. Ilpu HeycTpaneHun
MEJIMIMHCKOM OpraHn3alyedl BBISBICHHBIX HApyLIEHWH B YCTAHOBJIEHHBIM B MPEIIUCAHUHA CPOK
yKa3aHHbII (elepanbHblii OpraH HCHOJHMTENbHOM BIACTH MPUHUMAET pPELICHHE O IpeKpalleHuu
MIPOBEACHUS KJIMHUYECKOTO MCCIIE0BaHMs JIEKAPCTBEHHOIO Mpernapara M HarpasisieT B (enepaabHbIi
OpraH HCIOJHUTENBPHOW BJACTH, OCYHIECTBISIOMMN (YHKIMM TIO BBIPAOOTKE M  peanu3aliu
TOCYJapCTBEHHOHN TOJIMTUKHA M HOPMATHBHO-TIPABOBOMY DETYJIMPOBAHHUIO B cdepe 3ApaBOOXpaHEHUS,
3aKJIIOYEHUE O BBISIBICHUH IIPU MPOBEACHUHN JAHHOTO KJIMHUYECKOTO UCCIEA0BAHUS HAPYIIEHUI ITPaBUil
Hajuiexaled KIMHUYECKOW MPaKTHUKU U1 TPUHATHS pelieHus o0 OTMEHe pa3pelieHus Ha
OpPraHM3alMI0 IPOBEICHMS IaHHOIO KIMHWYECKOTO HCCIECJOBAHMS C JaThl NPHUHATHS PELICHHS O
IIPUOCTAaHOBJIEHUY MPOBEACHUS KIIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO IIpenapara.

(uactb 8.1 B pen. denepanbhoro 3akoHa ot 13.07.2015 N 241-D3)

8.2. Ilpu mpoBeneHUM KIMHUYECKOTO HCCIIENOBAaHUS JIEKAPCTBEHHOI'O Ipernapara Jyisd
MEUIMHCKOTO MPUMEHEHUS B Clyyae YTOUHEHUs (M3MEHEHHUs) JaHHBIX, COJACPKAIIUXCS B pa3pelieHnn
Ha MpOBEJICHUE TAaHHOIO KJIMHMYECKOTO HCCIIEIOBaHMsS, HAa OCHOBAHWHU HAIIPABJICHHOTO B JIMYHBIN
KaOMHET YHOJHOMOYEHHOTo (hefepasbHOr0 OpraHa HCIHOJHMUTENbHOM BIacTH B €AMHOM cucTeMe
oOpaleHus: 3asBUTEINs, MOJMUCAHHOIO YCHWJIEHHON KBAaJU(HUIMPOBAHHOW 3JIEKTPOHHOW MOJMHUCHIO, C
NPUIIOKEHUEM MOTHUBUPOBAHHOTO OOOCHOBAHUS U JIOKYMEHTOB, MOJTBEPXIAIOUIMX HEOOXOJIUMOCTh
YTOYHEHHs JaHHBIX, YIMOJHOMOYCHHBIN (erepaabHblii OpraH HCHOJHHUTENBHOM BIACTH B CPOK, HE
MPEBBIIAIONINNA JIBAAIATH BOCBMH pabO4MX JHEH CO AHS MOCTYIUICHHS TaKOro OOpamieHus, BHOCUT
W3MEHEHHUS B pa3pelleHHe Ha MPOBEJEHUE KIMHUYECKOTO HCCIEAO0BaHUs JEKapCTBEHHOTO Mpernapara
V1. MEIMLMHCKOTO NPUMEHEHHUS U PEECTP BBIJAHHBIX Pa3pelIeHUd Ha NpPOBEAECHUE KIMHUYECKUX
HCCIIeIOBAaHUM JIEKAPCTBEHHBIX IpernapaToB, a TAK)Ke HAIPaBISET B JIMYHbIM KaOMHET 3asBUTENS B
€IMHOM CHUCTEME BBIIIMCKY M3 peEecTpa BBIJAHHBIX pa3pelIEHUl Ha TNPOBEACHHE KIMHUYECKHUX
WCCIICIOBAaHUM  JIEKAPCTBEHHBIX IPENapaTroB, TMOAMHMCAHHYIO YCHJICHHON KBalu(pUUIUPOBAHHOMN
AJIEKTPOHHOM MOAINKCHIO, TUO0 MPUHUMAET pellleHne 00 0TKa3e BO BHECEHUU M3MEHEHUN B pa3pelleHne
Ha TIPOBEJIEHUE KIMHUYECKOTO UCCIIEJOBaHMs JIEKQpCTBEHHOTO IIpernapaTa il MEIULHUHCKOTO
IPUMEHEHUsS W HamnpaBisieT B JIMYHBIA KaOMHET 3asBUTENs B €AMHOM CHUCTEME 3TO pELICHHE,
MOJITMCAHHOE YCUJIEHHOW KBATM(PULIUPOBAHHON 3JIEKTPOHHOM MOAMUCHIO, C YKa3aHUEM MPUYMH OTKa3a.
(uactb 8.2 BBenneHa PenepanbHbiM 3aKk0HOM OT 30.01.2024 N 1-D3)

9. VYNoiaHOMOYEHHBIH (QenepaibHblii OpraH HCIOJHUTENFHOW BIACTH OIMYOJIMKOBBIBAET U
pasmemaeT Ha CcBoeM oduIUaNbHOM caiite B cetd "MHTepHer" cooOmmieHne O 3aBepIICHHH,
MPUOCTAHOBIICHUH WM MPEKPAIICHUH KIMHUYECKOTO HMCCIIEOBAHUS JIGKAPCTBEHHOTO Iperapara s
MEIUIIMHCKOTO MMPUMEHEHUS B CPOK, HE MPEBBIIIAIONINN MATH Pado4nX JHEH CO THS €ro MOIydYeHHs, B
YCTaHOBJICHHOM UM IIOPSIJIKE.

10. YnonHoMoueHHbIH (enepanbHblii OpraH HCIOJHUTENBHONW BIIACTH OCYLIECTBISIET BEACHUE
peecTtpa  MCCleIOBaTeiaey, MPOBOAAIIMX WIM  IPOBOJMBIIMX  KIMHUYECKHE  HCCIEHOBaHUSA
JIEKAPCTBEHHBIX IPENapaToB JUIsl MEAULUHCKOIO MPUMEHEHHMs], B COOTBETCTBUU C YTBEP/KJICHHBIMU UM
[IpaBWJIaMU M pa3MeIIaeT ero Ha cBoeM oduuraibHOM caiite B cetu "HMHTepHeT" B yCTaHOBIEHHOM UM
Hopske. YKa3aHHbIM peecTp COAEPKUT HHPOPMALUIO, IMPEIyCMOTPEHHYIO IIyHKTOM 3 dYacTu 8
HACTOSILEN CTATBHH.

11. Ortuer o pe3ynbTaTax KIMHAYECKOTO MCCIEN0BAHUSA JIEKAPCTBEHHOIO IIpernapara Ul
MEUIMHCKOTO IIPUMEHEHUS COCTABIISETCS] OpraHu3aliel, yka3aHHO! B yacTH 3 cTaThu 38 HACTOSIIETO
®denepalibHOTO 3aKOHA, M MPEACTABISAETCS B YIOJHOMOYEHHBIN (eiepabHbIl OpraH MCIOJHUTEIbHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

BJIACTH, BBIIABIIMN pa3pelleHHe Ha MPOBEACHHE 3TOr0 HCCIEAOBAHUS, B CPOK, HE INPEBBIILAIOIINI
JIBEHAaTH MECSIEB CO JHS €ro 3aBepUICHUs, NPUOCTAHOBICHHMS WJIM TpPEKpalleHHs, B TOPSIKE,
YCTAaHOBJICHHOM YITOJTHOMOYCHHBIM q)eﬂepaJIBHBIM OopraHomMm HWCITOJTHUTEILHOM BIIACTH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

12. Hapymienne npaBui Haajexamiedl KIMHUYECKOW MPaKTHKH, (pambcudukanusi pe3ysibTaToB
KJIMHUYECKOT'O UCCIJIEI0BAHMS JIEKAPCTBEHHOTO Ipenapara il MEAUIMHCKOIO MPUMEHEHHS BIEKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEIbCTBOM Poccuiickoit @eneparuu.

(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

13. Ilpu mnpoBeneHUWHM KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOrO Ipemapara s
MEUIIMHCKOTO TIPUMEHEHUS JOIMyCKaeTcsl 3a00p y MalMeHTOB OMOJIOTHYECKHX MaTepHalioB (00pa3Ifbl
OMOJIOTUYECKUX KUAKOCTEH, TKaHEH, CEKPETOB U TPOAYKTOB JKU3HEACATEIHPHOCTH YEJIOBEKa,
(DU3MOJIOTHYECKUX M TATOJOTUYECKHUX BBIJIEICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHU3MOB,
OWOTNCUIHBIA MaTepuan) Ans ux uszydeHus B Poccwuiickoit @Penmepanuu u (Wiu) 3a MpeaenamMu
Poccuiickoit deneparum.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

14. opsanok BBo3a B Poccuiickyro ®@enepanuio u BeIBO3a 3a npeaeinsl Poccuiickoit @enepanuun
OMOJIOTUUECKNX MAaTepuajoB, TIOJYYCHHBIX TP TPOBEICHUM KIMHUYECKOTO  HWCCIICIOBAHMS
JICKAPCTBEHHOTO TIpernapara JJjisi MEIUIIMHCKOro MNPUMEHEHUs, ycTaHaBiuBaercs IlIpaBUTenbCTBOM
Poccuiickoit deneparum.

(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbs 41. [loroBop 0 nNpoBeAeHNN KIIMHUYECKOro nccriefjoBaHusi NeKapcTBeHHOro
npenapara ansa MeguuMHCKOro NnpMmMmeHeHus

1. KnuHuuyeckoe ucclieqoBaHHE JIEKapCTBEHHOTO Mpemnapara Uisi MEAMIIMHCKOTO MPUMEHEHUS
MPOBOJUTCI B COOTBETCTBMM C JIOTOBOPOM O TMPOBEACHUM KIMHUYECKOTO HUCCIEAOBAHMS
JIEKApCTBEHHOr'0 Tpernapara JJis MEIUIMHCKOrO0 MPUMEHEHUs, 3aKJII0UYaeMbIM MEXy OpraHHu3alueH,
MOJTyYHBIIIEH pa3pelieHue YIOJTHOMOYEHHOTO (eAepaTbHOTO OpraHa HWCIOJHUTEILHOW BIACTH Ha
OpraHMu3alMI0 MPOBEICHHUS TAaKOTO HCCIIEIOBaHUSA, U MEIUIMHCKOW OPTraHU3aIMed, OCYIIECTBIISIOMIECH
MIPOBEACHUE TAKOTO MCCIICIOBAHMUS.

2. J_—[OI‘OBOp O IMNPOBCACHUU KIUMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara IJIsd
MCIAUIUHCKOI'O IPUMCHCHUS JOJIKCH COACPIKATD:

1) ycioBus ¥ CpOKU MPOBEACHUS JAHHOTO HCCIIEIOBAHNUS;

2) ompeneneHue oOIIEH CTOMMOCTH MPOTPAMMBI JAHHOTO HCCIEIOBAaHUSI C YKAa3aHUEM CYMMBI,
TIpeIHa3HAYAIOMICHCS UTSI BBITUIAT HCCIIEIOBATENSIM, COMCCIIEIOBATEIISIM,

3) onpexnenenue GopMbI MIPeICTABICHHS Pe3yIbTaTOB JAHHOTO UCCIIEIOBAHUS B YIOJTHOMOYEHHBII
(benepanbHBIN OPraH UCIIOTHUTENBHOM BIIACTH.

Cratbna 42. dunHaHcoBoe obecnevyeHue KNMUHUYECKOoro nccriegoBaHus
neKapCTBEeHHOro npenapara ans MeauLUHCKOro npuMeHeHus

duHaHCcOBOe obOecrnedyeHne KIMHUYECKOro HCCIICAO0BAaHUA JICKAPCTBCHHOI'O IIpe€riapara I
MCAUITUHCKOI'O IPUMCEHCHUS OCYIICCTBIISICTCA 3a CUCT:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

1) cpencTB denepanbHOro OOIKETA;

2) CpCACTB Opr aHI/I3aI_II/II71, MOJIYUYMBIIUX Pa3pCHICHUC Ha OPraHU3alui0 HNPOBCACHUSA JAHHOTO
HucciacaoBanmsd, B COOTBCTCTBHUU C YCIIOBUAMU JOTOBOpA O €TI0 IMPOBCACHHHU,

3) UHBIX HE 3alpelIeHHbIX 3aKOHOAAaTeNbCTBOM Poccuiickoit denepaniuu HICTOYHHUKOB.

Cratba 43. I'IpaBa naunMeHToB, y4YacTByHwOWMUX B KIIMHUYECKOM MuUccnenooBaHuu
NeKapCcTBeHHOro npenaparta gnsa meanmumnHCKoro npmMmeHeHusA

I. VYuyacthe mnNanMEeHTOB B KJIMHUYECKOM HCCJICJAOBAHUM JIEKAapCTBEHHOI'O Tperapara s
MEJIUIIMHCKOTO PUMEHEHHUS SIBISETCS JOOPOBOJILHBIM.

2. TlanMeHT WM ero 3aKOHHBIN MpeACTaBUTENb JOHKEH ObITh MH(OPMHpPOBAH B NMUCHMEHHON
¢dopme B BUJIe JOKYMEHTa Ha OyMa)XHOM HOcHTele JIM00 B (OpMe 3IEKTPOHHOIO JOKYMEHTA!
(B pen. ®enepanbHoro 3akona ot 28.12.2025 N 504-03)

1) 0 JICKAPCTBCHHOM IIpeniapate Iajid MCAUINHWHCKOrO IMPUMCHCHHUA WM CYIIHOCTH KIIMHHUYCCKOI'O
HCCIICA0BaHMA 3TOTO JICKAPCTBCHHOI'O IIpCriapara,

2) o0 6€30MacHOCTH JICKAPCTBEHHOTO IperapaTa JIsi MeIUIIMHCKOTO MTPUMEHEHHS, €T0 0KUIaeMOM
3¢ (HEeKTUBHOCTH U CTENIEHU pUCKa I MAIUCHTA;

3) 00 YCIOBUAX YYaCTHA IMalMCHTAa B KIMHHUYCCKOM HCCICAOBAHHWMN JICKAPCTBCHHOI'O IIpCIiapara
I MEAULTUHCKOT O ITPUMCHCHMN S,

4) 0 [OCJIM WM HOCIX W IMPOAOJIZKUTCIBHOCTH KIIMHUYCCKOr'0 HCCIICAOBAHUA JICKAPCTBCHHOTI'O
npenapara ajid MCIUIUHCKOIO IPUMCHCHUA

5) o nmelcTBHAX MalUeHTa B Cily4yae HeNpenBUICHHBIX 3()(eKTOB BIUSHUS JEKapCTBEHHOTO
npenapara Jiisi MEJUIUHCKOIO IPUMEHEHHSI Ha COCTOSIHUE €T0 3/I0POBbS;

6) 00 YCIOBHUAX 00513aTENILHOTO CTpaxOBaHUs JXU3HU, 3A0POBbA ITALIUCHTA,

7) 0 TapaHTHUAX KOH(I)I/I)ICHI_II/IEU'IBHOCTI/I ydacTusa TMNalUuCHTAa B KIMHUYCCKOM HUCCIICAOBAHUN
JICKApCTBCHHOTO IIperiapaTta 11 MCAUITUHCKOT'O IPUMCHCHUS.

3. I[O6p0BOHBHOC corylaCue nmanyveHTa Ha y4aCTHUC B KIIMHUYCCKOM HCCJICJOBAHUU JICKAPCTBCHHOI'O
npemnapara A MCIUUOHUHCKOrO HNPUMEHCHUA NOATBEPKAACTCA €ro MNOANHUCHBIO WKW MOAINHUCBIO €TI0
3aKOHHOI'O MPCACTAaBUTECIIA Ha I/IH(bOpMaI_[I/IOHHOM JIUCTKE MallucHTA.

4, HaHI/IeHT WIM €ro 3aKOHHBIM MMpEACTAaBUTCIIb HMECT IIPaBO OTKa3aTbCA OT Y4YacCTUsd B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOTI'O IpCIiapara AJid MEOAUILUHCKOTO IPUMCHCHUA Ha 10001
CTaJuu IPOBCACHHUA TAKOT'O UCCICAOBaHU.

5. HpOBeI[eHI/Ie KIIMHUYCCKOro HMCCJIICAOBAHUA JICKAPCTBCHHOI'O Ipfcliapara AJd MCEAUIUHCKOIO
INPpUMECHCHUA C Y4YaCTUCM B KaAUCCTBC IMAIMCHTOB I[eTef/'I AOIMYCKA€TCA TOJIBKO IIPpU HAJIWMYHUU
)IO6pOBOJ'II)HOl"O coriiaCvsda Ha y4acTUC B KIIMHHYCCKOM HCCICAOBAHWU JICKAPCTBCHHOI'O IIpCriapaTra IJId
MCAOAUIHUHCKOI'O IIPUMCHCHUS B I/IH(l)OpMaHI/IOHHOM JIMCTKE IMaluCHTA, IOAINCAHHOM HX POAUTCIAMMU,
YCBIHOBUTCIISIMU. I[eTI/I MOTYT pacCMAaTpuUBATHCA B KaA4YCCTBE ITOTCHHHUAJIBHBIX IMAOUCHTOB TaKOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

HCCIICAOBaHHUA, TOJIBKO €CJIKM €Tr0 IIPOBCACHUC H606XOI[I/IMO AJI YKPCIUICHUSA 3O0POBb JeTerd uiau
HpO(I)I/IJ'IaKTI/IKI/I I/IH(I)CKI_II/IOHHBIX 3a00JIeBaHUN B JACTCKOM BO3pacTe 0o  ecau OCJIBKO TaKOI'o
HCCIICAOBaHHUA ABJIACTCA NNOJIYUYCHUC NAHHBIX O HB,PIJIy‘-ILHGfI AO3UPOBKE JICKAPCTBCHHOI'O IIpCriapaTa JJId
JedeHus aereil. B atux ClIydasx TaKOMYy HCCICAOBAHUIO JOJDKHO IMPEAIICCTBOBATH KIMHHUYECKOC
HUCCICA0OBAHUEC JICKAPCTBCHHOI'O Iperapara I MEIUUOWUHCKOro MPUMCEHCHUA Ha COBCPHICHHOJICTHUX
rpaxxjaHax, 3a HCKIIOYCHHUEM ClIydacB, C€CJIU I/ICCJ'ICI[yeMHﬁ HeKapCTBCHHBIﬁ nmpenapar i
MCAUIIMHCKOI'O IIPUMCHCHUL npeaHa3HauUCH HCKIFOYUTCIBHO JJIA HCIIOJIBb30BaHUA

HECOBEPILICHHOJIIETHUMHU T'pakJaHAMHU.
(B pen. @enepanbubix 3aKkoHOB OT 22.10.2014 N 313-P3; ot 28.12.2025 N 504-D3)

6. 3anpen1aeTCﬂ MMPOBEACHNUEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O Iperiapara IJId
MCAUIHUHCKOI'0 IPpUMCHCHUSA C YHAaCTUEM B KAYCCTBEC IMMAlTUCHTOB!

1) neTeli-CUpOT U ACTEH, OCTABIIUXCS O€3 OTICUCHHSI POAUTEIICH;

2) SKeHIIMH B Tepuoa OEpeMEeHHOCTH, >XEHIIWH B TEpPUOJ TPYAHOTO BCKapMJIMBaHHS, 3a
HCKIIIOYEHHEM CITy4aeB, €CJIM MPOBOAMUTCS KIMHMYECKOE HCCIEIOBAHME JIEKAPCTBEHHOIO Mpernapara,
MpeTHA3HAYEHHOTO ISl YKa3aHHBIX JKCHIIUH, TPU YCIIOBUU HEOOXOIMMOCTH TMONydeHUs: WH(OpMALUn
TOJIBKO BO BpeMs IPOBEACHHUS COOTBETCTBYIOIIUX KIMHUYECKUX HCCICIOBAHUN M TPUHATHUS BCEX
HEOOXOMMBIX MEp MO HMCKJIIOYEHHUIO pHUCKA HAHECEHHUs Bpeja JKCHIIWHE B TEpHUO]] OEpPEeMEHHOCTH,
KEHILMHE B IEPUO/I IPYAHOT0 BCKapMIIMBAHUS, TUIOY WM PEOCHKY;

3) BOGHHOCHYXKAIllUX, 3a HCKIIOUEHHEM CIy4yaeB NpPOBEIEHUS KIMHUYECKOTO HCCIIEOBAHUS
JICKapCTBEHHOTO Mpernapara, CIEHUalbHO pa3palOTaHHOrO JUIs NMPUMEHEHHUs B YCIOBHMAX BOECHHBIX
NCUCTBUHM, Ype3BBIYAWHBIX CHUTyaluid, NPOQWIAKTUKM W JIeYeHUs 3a00JCBaHUN U TOpPAXKECHUH,
MOJYYEHHBIX B  pe3yJibTaTe BO3ACUCTBUS  HEONArONMPHUSATHBIX ~ XMUMHUYECKHX, OHOJIOTHMYECKHX,
paananrvoHHbIX (akTopoB. KimHuyeckoe wuccienoBaHHE TAaKOro JIEKapCTBEHHOI'O Iperapara MOXKET
IIPOBOAMTBCS C Y4aCTHEM B  KadyeCTBE IIallMEHTOB BOCHHOCIY)KAIMX, 3a MCKJIIOYECHHUEM
BOCHHOCITY’KAaIllUX, MPOXOAAIIMX BOEHHYIO CIy>KOy IO MpH3bIBY, € coONIofeHueM TpeOoBaHUH,
YCTaHOBJICHHBIX HACTOAIIMUM DeepalbHbIM 3aKOHOM B OTHOLICHUU TPAXAAHCKUX JIMLI,

4) cOTpyIHUKOB ITPaBOOXPAHUTEIILHBIX OPraHOB;

5) nwui, oTOBIBAIONIMX HAKAa3aHWE B MECTaxX JIMIICHHS CBOOOJIBI, & TAKXKE JIUII, HAXOMSIIUXCS TIO]
CTpaxkeil B CIICJACTBCHHBIX N30JISTOPAX.

7. Jlomyckaercsi NpOBEIEHHE KIMHUYECKOTrO MCCIeI0BaHUs JICKapCTBEHHOIO Ipenaparta ajs
MEIULMHCKOTO NPUMEHEHUS, IPEAHAa3HAYeHHOT0 AJIs JIeUeHHs ICUXUUECKUX 3a00JIeBaHuil, C yyacTuemM
B KauecTBE MAIMEHTOB JIMI[ C TCUXMYECKHMMM 3a00JIeBaHUSMM, NPU3HAHHBIX HEIEECIIOCOOHBIMU B
HIOPSJIKE, YCTAaHOBJIICHHOM 3aKOHOAaTenbCTBOM Poccuiickoit @enepannu. Kinuandeckoe ncciaenoBaHue
JIEKApCTBEHHOTO TpenapaTa B 3TOM CJlyd4ae MPOBOAWTCS TPH HAJTUYUU JOOPOBOJBHOTO COTJAcHs Ha
y4acTue B KJIMHHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTrO Tpernapara sl MEAUIIMHCKOTOo MPUMEHEHUS B
MH(GOPMALIMOHHOM JIMCTKE NAllMEeHTa, OIMCAHHOM 3aKOHHBIMH NIPEJICTABUTEISIMUA YKa3aHHbIX JIMLL.

(B pen. ®enepanbHoro 3akona ot 28.12.2025 N 504-03)

Cratba 44. OO6OsA3atenbHOe CTpaxOBaHUEe >XWU3HW, 340pPOBbA MNaLUEHTa,
yyacTByHOLWEro B KINMHMYECKOM WCCnefoBaHMM JeKapCTBEHHOro npenaparta An
MeAULMHCKOro NpMMeHeHuns

(B pen. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

1. OpI‘aHI/I3aI_[I/I$I, nojryuuBlias pa3pCliCHUC Ha OPraHu3aluio MPOBCACHUSA KIMHUYCCKOTO
HUCCIICAO0BaHMA JICKAPCTBCHHOI'O Ipcrapara IAjJd MCAUIUHCKOIO INMPHUMCHCHUA, 00s13aHa B KayecTBE
CTpaxoBaTCiisd CTpaxoBaTb PHCK IMPUYUMHCHUA BpE€aa XKHU3HU, 3JO0POBBIO ITAIMCHTA B PE3YyJIbTaTe
MNPOBCACHUA  KIIMHUYCCKOIro  HCCICAOBAHHA  JICKAPCTBCHHOI'O  Ipferiapara I MCAUIUHCKOIO
IIPUMEHCHUA 3a CBOH CUET IIyTEM 3aKIHOYCHUA JOTOBOpPa 00513aTeJILHOIO CTpaxoBaHUs.

2. OOBeKTOM 003aTEIBLHOTO CTPpaxOBaHHUA SBJISICTCA I/IMYIJ_ICCTBGHHBII‘/JI HUHTEpEC IallMCHTA,
CBSI3aHHBIN C MMPUYIUHCHUCM BpCJa €ro KU3HU HUJIU 3JOPOBLIO B PE3YJILTATC MPOBCACHUA KIIMHUYCCKOI'O
HCCIICAO0BAaHMA JICKAPCTBCHHOI'O IIpCriapaTta Ijid MEAUIIMHCKOTO IIPUMCHCHMU.

3. CTpaxoBBIM Clly4aeM IO JIOTOBOPY O0S3aTE€NBHOTO CTPaXxOBAaHMS SIBISETCS CMEPTh MallMEHTa
WIH YXYAIIEHHE €ro 370POBbs, B TOM YHCIE BIEKyIlee 3a cOOOW YCTaHOBJICHHWE WHBATHIHOCTH, TIPH
HAJIMYMH TIPUYUHHO-CIICACTBEHHON CBSI3M MEXKIY HACTYIUICHHEM 3TOTO COOBITHS M YYaCTUEM HaIlMeHTa
B KJIMHMYECKOM HCCJICIOBAHUY JIEKAPCTBEHHOTO Tpernapara.

4, Tp€6OBaHI/I${ 0 BO3MCIICHHMU BpCla, IMPUUYUHCHHOI'O JKU3HU HWIHW 3J0POBbBIO IIAIIMCHTA,
NMPCABABIAIOTCA B TCUCHHUC CPOKOB HCKOBOI1 JaBHOCTHU, YCTaHOBJICHHBIX rpa>x1aHCKUM

3aKOHOJIATCJILCTBOM.

5. Pa3zmep cTpaxoBoii BRIILIATHI 11O JJOTOBOPY 00S3aTEIHLHOTO CTPAXOBAHUS COCTABJISET:

1) B ClIydya€ CMCPTH IMIalMCHTA JIBa MUJUUIMOHA py6ﬂel71 Ha KaXXIa0ro mnmangue€HTa, y4aCTBOBABLICI'O B
KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBECHHOT'O IIPCIIapara,

2) npu yXyAILECHUH 30POBbs MaIMEHTa:

a) MOBJICKIIEM 33 COOON YCTaHOBJICHWE MHBAJIMIHOCTH | Tpymnmbl, OAMH MWUIMOH MATHCOT THICSY
pyOieil Ha KaXAO0ro NHalUeHTa, y4YyacTBOBABIIETO B KIMHUYECKOM HCCJIEIOBAaHUHM JIEKAPCTBEHHOIO
npenapara;

0) momiekiieM 3a co0oil ycraHoBieHue uHBaNuUAHOCTU Il rpymmel, oquH MUUIHOH pyOned Ha
Ka)KJI0TO MaIllMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEI0BaHUH JIEKAPCTBEHHOTO Mpenapara;

B) IMOBJIEKIIEM 3a co00il ycTaHoBieHue MHBaIMAHOCTH [II rpynmbl, mATBCOT ThICSU pyOiei Ha
Ka)KJI0r0 MalMeHTa, y4acTBOBABLIETO B KIIMHUYECKOM MCCIIE0BaHUU JIEKAPCTBEHHOIO NIpenapara;

T') HE MOBJIEKIIIeM 3a cO00H yCTaHOBJICHUS HHBAJMIAHOCTH, HE O0Jiee ueM TpHCTa ThICSd pyOIiel Ha
KaX/IOTO TAaI[MeHTa, YYaCTBOBABIIETO B KIMHHUYECKOM WCCIIEAOBAaHUH JICKAPCTBEHHOTO IIperapara,
UCXOJs M3 HOPMATHBOB, OTPaXKAIOUIMX XapakTep M CTENEHb MOBPEXKIEHUS 3J0POBBS, a TakKke
(aKkTUYECKH TOHECEHHBIX MAIlMeHTOM pacXOJOB, BBI3BAaHHBIX MOBPEKICHUEM 370POBbS, Ha
MEIULUHCKYIO TOMOILlb, TPHOOPETEHHE JIEKAPCTBEHHBIX MPETapaToB.

(nm. "r" B pen. @eaepanbHOro 3akoxa ot 22.12.2014 N 429-03)

6. Ytpatun cuny ¢ 1 utons 2015 roxa. - @enepanbubiii 3akoH oT 22.12.2014 N 429-03.

7. Cpok moroBOpa 0053aTEIbHOTO CTPaXxOBAaHHS HE MOXET OBITh MEHEE, YeM CPOK MPOBEIACHUS
KJIIMHUYECKOT0 UCCIIEIOBaHMS JIEKAPCTBEHHOIO MIperapara.

8. YcinoBus A0roBopa 00513aTeNIHLHOTO CTpaxoOBaHUsl, B TOM YHUCIIC CTPAXOBLIC TapI/I(i)LI 10
O6H33.T€JIBHOMY CTpaxOBaHUIO, NICPCUYCHb HGO6XO,Z[I/IMBIX JOKYMCHTOB JIA OCYICCTBJICHUA CTanOBOﬁ
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

BBITUIATHI, TOPSJAOK YCTAHOBIIEHHUS CTpaxoBaTelleM WHIUBUIAYaTbHOTO HACHTU(UKAIIMOHHOTO KOJa
MalUeHTa, TMOpAJ0K HWHQPOPMUPOBAHUS CTPAaXoBAaTENeM CTPAaXOBIIMKA O TMPUBJICUCHHBIX K
KIIMHUYECKOMY HCCJICIOBAaHUIO JIEKAPCTBEHHOrO Ipenapara Juisi MEIUIMHCKOTO TMPUMEHEHHS
MAalUeHTax, MOPSIOK YIUIaThl CTPaXxOBOW MPEMHUHU, MOPSIOK pPEeaTH3aldU OIPEACIICHHBIX HACTOSIINM
denepanbHBIM 3aKOHOM W JIPYTUMH (peepaibHBIMU 3aKOHAMH TIpaB U OOS3aHHOCTEW CTOPOH TIO
JIOTOBOPY 00s13aTEILHOTO CTPAaxXOBaHWsA, a TaK)KE€ HOPMATHBBI, OTPAKAIOIIME XapakTep M CTEICHb
MOBPEXKICHUSI 3/I0POBbS, YCTAHABIUBAIOTCS TUIOBBIMU MPAaBUIAMU 005S3aTEIHHOTO CTPAXOBAHHUS.

(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. B cJIydac NpHUYMHCHHA BpCaa KU3HU IIallMCHTA, YYAaCTBOBABIICTO B KIMHHUYCCKOM
HUCCICAOBAHNU JICKAPCTBCHHOT'O IIp€riapara, BI)IFO)IOHpI/IO6peTaTeH$IMI/I o AO0roBOpy 00s13aTE€ILHOTO
CTpaxOBaHHUA MABJIAIOTCA TpaXJaHC, HMCIOIIMWEC IIpaBO Ha BO3MCHICHUC BpE€aa B Ciydac CMEPTHU
KOpMWJIblla B COOTBCTCTBUU C I'PAKIAAHCKUM 3aKOHOJAATCJILCTBOM, IIPpU OTCYTCTBHUH TAKHX I'paKJaH -
poauTei, Cyrnpyr, ACTH YMEPIICTO ITalUCHTA, Y4YaCTBOBABHICTO B KIMHHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOT'O IIpfliapara, B ClIiyda€ CMCPTH IalUCHTA, Y4YaCTBOBABLICTO B KJIMHHUYCCKOM
HCCIICAOBAHNHU JICKAPCTBCHHOI'O IIPCIiapaTa 1 HC UMCBIICTO CaAMOCTOATCIIBHOIO 10X04a, - I'paXJIaHe, Ha
WXXKIUBCHHUUN KOTOPBIX OH HAaXOAWJICA, B OTHOLICHUH BO3MCHICHHA pacXOod0B Ha HOT‘pC6eHI/I€ nanueHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIperiapara, - JIMIOo, IMOHECIIEC TaKue
PaCXOJbl.

10. CTanOBaH BbIINIaTA B CYET BO3MCHICHUA BpEAad, IMPUYUHCHHOI'O JKW3HHU IIAUCHTA,
Y4aCTBOBABILICTO B KIIMHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O MpCIiaparta, paclupCaACiIsICTCa MCKIAY
BBII‘O,HOHpI/I06peTaTeH$IMI/I MMPOMOPUHUOHAIIBHO UX KOJIMYCCTBY B PaBHBIX HOJIAX.

11. Tlpm HacTyIJIEHHMH CTPaxoOBOrO cliy4yass NALUWEHT, YYacTBOBABIIMA B KJIMHUYECKOM
WCCIEOBAaHMM  JIGKQPCTBEHHOTO  TperapaTta,  BBITOAONpPHOOpETaTeNh  BIOpaBE  NPEIbIBUTH
HEMOCPEACTBEHHO CTPaxOBUIMKY TpeOOBaHME O BO3MEIIEHUU MPUUYMHEHHOro Bpena. CrpaxoBas
BBIIJIaTA OCYULIECTBIISIETCS CTPAXOBUIMKOM B TEYEHUE TPUILATA JHEH CO JHS MPEACTABICHUS
HEO0OXOTUMBIX JOKyMEHTOB. [lalneHT, y4acTBOBaBIINI B KIMHUYECKOM UCCIIEIOBAHUU JICKAPCTBEHHOTO
mpernapara, WIA BbITogonpuoOperaTens 00sd3aH COOOMIUTH CTPAXOBLIMKY JJISI  OCYIIECTBIICHUS
CTPaxOBOW BBIIJIATHl WHAMBUIYAIbHBIA HMICHTU(PUKAIUOHHBIM KOJ TMAalMeHTa, YCTaHOBJIEHHBIN
CTpaxoBaTejeM B COOTBETCTBUY C TUIOBBIMH MPABUIAMHU 00513aTETLHOTO CTPAXOBAHUS.

12. Jlo moyHOro OIpenesieHUs] pa3Mepa IOJUIEkKAILero BO3MEIIEHUIO BpeAa CTPaxXOBILUK II0
3asBJICHMIO TALMEHTa, YYaCTBOBABLIET0 B KJIMHUYECKOM HCCIIEOBAHUM JIEKAPCTBEHHOI'O Ipernapara,
WIA 3a8BJICHHUIO BBITOAONpUOOpETaTeNss BIOpPaBE OCYIIECTBUTh 4YacTh CTPAaXOBOW  BBIIIATHI,
COOTBETCTBYIOLIYIO (DAaKTUYECKU OTIPEICIIEHHON YaCcTH MPUYUHEHHOTO Bpea.

13. CrpaxoBas BbIIUIaTA B COOTBETCTBUH C JIOTOBOPOM OOS3aTENILHOTO CTPAaxOBaHUS
OCYILECTBIISAETCA HE3aBUCUMO OT BBIILIAT, MPUYUTAOIINXCS IO IPYTUM BHJIaM CTPAaXOBAHMS.

14. He JOIIYCKACTCA Yy4dacTUC IIallM€HTa B IIPOBCACHHUN KIHMHHYECKOI'O0 HCCICAOBaHUA
JICKApCTBCHHOT'O ITpCIiapaTa nNpu OTCYTCTBHUU AJOTOBOpA 00513aTEILHOIO CTpaxOBaHHA.

15. KoHTposib 3a HCIIOJIHEHHMEM OpraHM3alMel, IMOJYYMBIIEH pa3pelleHHE Ha OpraHU3alUIo
IIPOBCACHUA KIIMHHUYCCKOI'O HUCCIICAOBaHUA JICKApCTBCHHOT'O nperapara 1Jid MCAULIMHCKOI'O
MPUMEHEHHS, YCTAaHOBJICHHOW HACTOSIIEH CTarbeld OOS3aHHOCTH TIO 00S3aTENFHOMY CTPaXOBAaHHIO
JKU3HH, 3JI0POBBSl TAIMEHTA, Y4YacTBYIOMIETO (y4acTBOBABIIEro) B KIWHUYECKOM HCCICAOBAHUHT
JIEKapCTBEHHOTO  Mpernapara,  OCYLIECTBISETCS  YNOJHOMOYEHHBIM  (elepajbHbIM  OpraHoM
UCIIOJIHUTENIBHON BJIACTH, BBIAABIIMM pa3pellleHUE Ha NPOBEIACHHE KIMHUYECKUX MCCIEI0BaHNN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIX MPEIapaTOB Ul MEAULIMHCKOTO IPUMEHEHHSI.
naea 8. MPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB

CtaTtbsa 45. [Mpon3BOoACTBO NeKapCTBEHHbLIX CPeaAcCTB

KoncynprantlIntoc: nmpumedanue.

3aKIIOueHrss O COOTBETCTBUU IPOM3BOJUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM TIPABHII
HaJyIe)Kaleld MPOU3BOJICTBEHHONW TNPAaKTUKH, BbIIaHHbIE B ¢dopme gokymeHToB 10 01.03.2026,
JIEUCTBUTEINbHBI 10 OKOHYaHUs cpoka aeictBus (P3 ot 31.07.2025 N 304-D3).

1. IIpow3BOACTBO JIEKAPCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOTO NPHUMEHEHUS JOJDKHO
COOTBETCTBOBAaTh TpeOOBaHUSM MpaBHUI HaAJEXallell MPOU3BOACTBEHHON mpakTuku EBpasuiickoro
HSKOHOMHMYECKOTO COr03a. Bplmaua cepTU(HUKATOB (3aKIIOUEHUI) COOTBETCTBUS IPOM3BOJICTBA
JIEKapCTBEHHBIX CPEACTB JJs BETEPUHAPHOTO MPUMEHEHHsI TPEOOBAHUSAM TMPABWII HAJJICKAIICH
IIPOU3BOJICTBEHHON NMpakTUKKU EBpa3niickoro S5KOHOMHYECKOTO COI03a OCYIIECTBISETCS MO pe3yibTaTaM
(apmalieBTHUECKUX HMHCIEKIMA. Pa3mep 1uiatel 3a BblJady yKa3aHHBIX CEpTU(HUKATOB (3aKIHOUECHMIA)
ycranaBnuBaetcs [IpaButensctBoMm Poccuiickoit ®epeparuu. [Hopsaok opraHu3anv M NpPOBEACHUSA
(apMalleBTUUECKUX HHCIEKIUA TPOU3BOACTBA JICKAPCTBEHHBIX CPEJCTB JJS BETEPUHAPHOTO
MPUMEHEHHUS Ha COOTBETCTBHE TPEOOBAaHUSM MpaBWUJ HaJJIekKalled MPOU3BOJACTBEHHON MPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOI'O COI03a YCTAHABIMBAETCA NpaBOM EBpasuiCKOro 3KOHOMHUYECKOTO
CO03a.

(uactp 1 B pen. @enepanbroro 3akoHa ot 31.07.2025 N 304-D3)

1.1. ITpou3BOJICTBO JEKAPCTBEHHBIX CPEICTB Il MEAUIMHCKOTO NpUMEHEeHHs: B Poccuiickoit
denepallui OCYIIECTBISETCS MPOU3BOIUTEIIAMH JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUHU C IPaBUIIAMU
HaJUJIeXKaIIEH POU3BOACTBEHHON NIPaKTUKUA EBpa3niicCKOro 3KOHOMUYECKOr0 COI03a.

(uactsp 1.1 BBenena @enepanbHbiM 3akoHOM 0T 31.07.2025 N 304-D3)

2. Ilpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB MAJIi BETEPUHAPHOrO INpuMeHeHus B Poccuiickoit
®denepalli OCYILIECTBIISIETCS MPOU3BOIUTENIAMU JEKAPCTBEHHBIX CPEJICTB, UMEIOIIMMHU JIMIEH3UIO0 Ha
IIPOU3BOJCTBO JIEKAPCTBEHHBIX CpeAcTB. lloaTBep:kaeHWEe COOTBETCTBUS JMICH3MATa [PABUIIAM
HaJIeXkalleld IpOU3BOACTBEHHON MPAaKTUKU EBpa3niickoro 3KOHOMHUYECKOTO COK3a OCYLIECTBIIIETCS B
paMKax JIMLIEH3UPOBAHUS, B TOM YHUCIIE IEPUOANUECKOTO IIOATBEPKICHHS COOTBETCTBUS IPOU3BOIUTEIS
JICKApCTBEHHBIX CPEACTB JIMIEH3UOHHBIM TpPeOOBaHHUSM, B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanuu. 1Ipon3BOACTBO JIEKAPCTBEHHBIX CPEICTB JUIl MEJULMHCKOIO IPUMEHEHMS
OCYIIECTBJISIETCS TMPOU3BOJUTEISIMU  JIEKAPCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOTO IPUMEHEHUS,
MMEIOIUMH JIMIEH3UI0 Ha IIPOU3BOJCTBO JIEKAPCTBEHHBIX CpelacTB. IloaTBepikneHne COOTBETCTBUSA
[IpaBWJIaM HaJUIeKalle TMPOM3BOACTBEHHOM MPAKTUKKM EBpa3smiicKOro SKOHOMMYECKOTO COMO3a
OCYIIECTBJIIETCS. B paMKax JMUIEH3UPOBAaHUSA, B TOM UHUCIE IEPUOAUYECKOrO IOATBEPKIACHUS
COOTBETCTBUS JIMIIEH3MATa JIMIEH3UOHHBIM TpPEOOBAaHMUSIM, B COOTBETCTBUM C 3aKOHOMATEIHLCTBOM
Poccuiickoit denepanuu ¢ y4eToM OCOOCHHOCTEW, yKa3aHHBIX B uactu 1.1 HacTosmiel crarbu. B
paMKax OCYyIIECTBIEHUS JMIIEH3UPOBAHUS MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB ISl MEAUIIMHCKOIO
INIPUMEHEHHsA, B TOM YHUCIE IEPUOJUYECKOrO TOATBEPKACHHUS COOTBETCTBHMS  JIMIICH3HMATa
JMIIEH3UOHHBIM TpeOOBaHMSM, IpPHU TOATBEPKICHUU COOTBETCTBUS IPOU3BOJCTBA JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHMAM MpaBWJ  HAJJIEXalled MPOU3BOACTBEHHOW MpakTHKH EBpasuiickoro
SKOHOMMYECKOTO COI03a IMPOU3BOJIUTENIO JIEKAPCTBEHHBIX CPEACTB AJI MEAMLIMHCKOIO IPUMEHEHUs
BbIIaeTCS CepTU(UKAT COOTBETCTBHS IMPOM3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSIM IPABHI
HaJyIeKallel TPOU3BOACTBEHHON IPAKTUKHN EBpa3suiicKoro 5KOHOMUYECKOIO COI03a.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(uacts 2 B pen. @enepanbHoro 3akoHa oT 31.07.2025 N 304-D3)

2.1. Jlna nenell NMUIEH3UPOBAHUS MPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB JUISI MEIHULIUHCKOIO
NPUMEHEHHUS U WHCTIIEKTHPOBAHUS CYOBEKTOB OOpAICHHUs JEKApCTBEHHBIX CPEICTB Ha COOTBETCTBUE
TpeOOBaHUSAM  [paBUI  HaJJeXalled  IMPOU3BOACTBEHHOM  NpakTHUKU  (enepalbHblii  opras
WCIIOJIHUTENIBHOW  BJIACTH, OCYILIECTBIISIIOIIUMN TOCYJApCTBEHHYI0 PErHCTPALMIO  JIEKAPCTBEHHBIX
IIpenapaToB A MEAULUHCKOTO MPUMEHEHU, IPEAOCTABIAET (eiepabHOMY OpraHy MCIOJHUTEIbHON
BJIACTH, OCYILECTBIIAIOMEMY (ellepaibHbIil TOCYJapCTBEHHBIN JIMIEH3UOHHBIA KOHTPOJIb 1EATEIbHOCTH
10 NIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB I MEAUIIMHCKOIO IMPUMEHEHHUS, 110 €ro 3alpocy B paMKax
MEXBEJOMCTBEHHOTO MH(POPMALIMOHHOTO B3aUMOJICHCTBUS B IMOPSJIKE, YCTAHOBICHHOM (eepaabHbIM
OpPraHOM HMCIIOJIHUTEIIBHOM BIJIACTH, OCYIECTBIISIOIIMM JIMLIEH3UPOBAHUE ITPOU3BOCTBA JIEKAPCTBEHHBIX
CPEICTB Ul MEIWLMHCKOTO MpPHUMEHEHUs, U (enepaJbHbIM OpPraHOM HCIHOJHUTENbHON BIacTH,
OCYILIECTBIISIOIUM TOCYJaPCTBEHHYIO0 PETUCTPALUIO JIEKAPCTBEHHBIX IMPENApaToB Il MEIULUHCKOIO
NIPUMEHEHHUS, CIIEAYIOIINE CBEIEHUS O JIEKAPCTBEHHBIX CPEJICTBaX (B TOM YHCIE B CIIydae, €ClIH Takue
CBEJICHMSI COCTABJIIIOT KOMMEPUYECKYIO TalHY):

1) B orHomeHuu (apmManeBTUUECKON CyOCTaHIMM WM (HapMaleBTHUECKUX CYyOCTaHIIHIA,
BXOJISIIIUX B COCTaB JIEKAPCTBEHHOTO Tpernapara (3a MCKIYeHHEM (papMameBTUYEeCKUX CyOCTaHINH,
BKJIFOYEHHBIX B TOCYAAPCTBEHHBIM PEECTP JEKAPCTBEHHBIX CPEACTB B COOTBETCTBHM CO CTaThed 34
Hacrosiero denepanbHOro 3aKoHa):

a) HaUMEeHOBaHMe (apMalleBTUUECKON CyOCTaHINH, €€ CTPYKTypa, o0II1e CBONUCTBA;

6) HaNUMCHOBAHUC U aIpCC IIPOU3BOJUTCIIA,

B) TE€XHOJIOTHSI POU3BOJCTBA C ONMHMCAHUEM CTaJWM MPOU3BOJICTBA U METOJIOB KOHTPOJI HAa BCEX
CTaJusAX MPOU3BOJCTBA;

T') ONHCAaHKUE Pa3pabOTKHU Mpoliecca MPOU3BOJICTBA;

1) OTIMCAaHNE KOHTPOJISI KPUTUIECKUX CTAINH MPOU3BOJICTBA U MPOMEKYTOYHOMN MPOTYKIINH;
€) TOKYMEHTaJIbHOE MMOATBEPIKACHUE (BaTHIAIIHS) TIPOIIECCOB U (MJIHM) UX OLICHKA;

) CBOMCTBA M CTPYKTYypa JCHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHUKA IPUMECEH;

1) cnendukanys Ha hapManeBTHIECKYIO CyOCTaHIIMIO U ee 000CHOBAHHE;

K) AaHaJIUTHYCCKHE METOJHMKH, WCIOJIb3yeMble TIPU OCYIICCTBICHUH KOHTPOJS KadecTBa
(hapmareBTHUeCKON CyOCTaHIINH;

J'I) AOKYMCHTAJIBHOC MMOATBCPIKIACHUC (BaJ'II/II[aI_II/ISI) AHAIIUTUYCCKUX METOIAUK, UCIIOJIB3YEMbIX IMPU
OCYHICCTBJICHUH KOHTPOJIA Ka4CCTBa (I)apMaHGBTquCKOﬁ Cy6CTaHLII/II/I;

M) pe3yJIbTaThl aHaN3a cepuid (hapMareBTHUECKON CyOCTaHIINY;

H) IMepeueHb CTaHJApTHBIX OOpPa3lOB WJIM BEUIECTB, HCIOJb3YEMBIX IPU OCYILIECTBIECHUU
KOHTpOJIS Ka4eCTBa;
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(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

0) OMHCAaHNE XapaKTEPUCTUK U CBOMCTB YIIAaKOBOYHBIX MAaTEPUAJIOB U YKYTIOPOYHBIX CPEICTB;

1) TJaHHBIC O CTA0MIIBHOCTH (papMaIieBTUIECKON CyOCTaHIIHH;

P) CPOK FOJIHOCTH;

2) B OTHOIIEHWH (papMaleBTUUYECKUX CyOCTaHIWH, BXOIIIIMX B COCTaB JIEKAPCTBEHHOTO
npenapara ¥ BKJIIOUYCHHBIX B TOCYIApCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeil 34 Hactosiero deaepaibHOro 3aKOHA:

a) HauMeHOBaHue (papMaleBTUUYECKON CyOCTaHINH, ee CTPYKTypa, O0IIre CBOICTBA,

0) HaMMEHOBaHUE U a/IpEC MPOU3BOAUTEINS;

B) pe3yJIbTaThl aHANU3a cepuid (hapMarieBTHUECKON CyOCTaHIINN;

T') CPOK TOJTHOCTH;

3) B OTHOIIIEHUH JIEKAPCTBEHHOTO MpernapaTa i MeIUIIMHCKOTO MPUMECHEHHUS:

a) OIIMCAHUEC U COCTaB JICKAPCTBCHHOI'O IIpC€IiapaTta A MEAUIUHCKOI'O IPUMCHCHUS,

0) omucanue (apmareBTHUECKONH pa3paboTku (0OOCHOBaHME BBIOOpa cCOCTaBa, MEPBUYHOMN
YIaKOBKH);

B) TE€XHOJIOTHSI POU3BOJCTBA C ONMHMCAHUEM CTaJWM MPOU3BOJICTBA U METOJIOB KOHTPOJI HAa BCEX
CTaJusAX MPOU3BOJCTBA;

I) OIUCaHUE KOHTPOJII KPUTUYECKUX CTaguil mpolecca MPOU3BOACTBA MU TMPOMEXKYTOUHON
MPONYKLINH;

1) HAaMEHOBAaHUE U aJpec MecTa OCYLIECTBICHUs MPOU3BOJCTBA JIEKAPCTBEHHOrO Ipenapara JJis
MEIUIMHCKOTO INPUMEHEHMS (B Clydyae HAJIWYMS HECKOJBKMX YUYAaCTHUKOB IIpOIEcca IPOU3BOJCTBA
YKa3bIBAETCs KaXKJIbIM U3 HUX);

€) (hapmareBTHYECKasi COBMECTHMOCTB;

) MUKpOOHOJIOTHYECKHE XapaKTePUCTHKH;

3) MaTepuaibHbIi OalaHC U1 IPOU3BOJICTBA CEPUU TOTOBOTO MPOAYKTA;

1) ONMCAaHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MaTEpHAJIOB U YKYIIOPOUYHBIX CPE/ICTB;

K) JIOKyMEHTaJIbHOE TIOATBEPKACHHE (BaJIMAALMs) TPOLIECCOB MPOU3BO/ICTBA U (WJIM) MX OLICHKA;

1) TpeOOBaHUS K KaYECTBY BCIIOMOTATEIIbHBIX BEIICCTB;

M) AHAIIUTUYCCKUC MCETOAUKH, HCIOJbB3YCMBIC IIPpU OCYHICCTBJICHUMW KOHTPOJA KadCCTBaA
BCIIOMOT'aTCJIBHBIX BCIICCTB,
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(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

H) AOKYMCHTAJIbHOC MOATBCPKIACHUC (BaJ'II/I,[[aI_II/ISI) AHAIIUTUYCCKUX METOAUK, UCIIOJIB3YEMbBIX IMPU
OCYHICCTBJICHUU KOHTPOJII Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

0) I/IHCI)OpMaL[I/ISI 00 HCIIOJB30BAaHUM BCIIOMOTATEIbHBIX BCIICCTB YCIIOBCUYCCKOT'O M KHMBOTHOI'O
MIPOUCXOKIACHUA,

1) uH(opmarus 06 UCIOIb30BAHUN HOBBIX BCIIOMOTaTEIbHBIX BEILIECTB;

p) TpeOOBaHMA K KayecTBy JIEKaPCTBEHHOTO IIperapara Il MEIUIMHCKOTO IPUMEHEHHS
(cepTudukar, cnenudukays Ha JeKapCTBEHHBIN Mpenapar u uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIOJIb3YCMBIC IIPpU OCYHICCTBIICHHU KOHTPOJIA KaucCTBa
JICKApCTBCHHOTO IIplriapaTa JJIs1 MCIUIUHCKOI'O IPUMCHCHUS

T) AOKYMCHTAJIbHOC IMOATBCPIKIACHUC (Bannz[aum[) AHAIIUTUYCCKUX METOAUK, MCIIOJIB3YyCMbIX IIPpH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOTO ITpe€riapaTa Jjid MEJUIWUHCKOI'O IPUMCHCHHA

y) pe3yJIbTaThl aHAIN30B CEPUl IEKAPCTBEHHOTO MIpenapara Jjisi MEIUIIMHCKOTO IPUMEHEHNS;
&) xapakTepucTuKa mpuMecei;

X) NEepCUCHb CTAHAAPTHBIX 06pa3u013, HCIIOJIB3YCMBIX IPU OCYHICCTBIICHUU KOHTPOJIA KauCCTBa
JICKApCTBCHHOTO IIpCriapaTa JJI1 MCIUIUHCKOI'O IPUMCHCHUS ;

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIperapara Jyuisi MEJULIMHCKOTO IPUMEHEHMSL.
(uacts 2.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIAETCA C COONOJeHHEM TpeOoBaHUI
MPOMBIIIJIEHHOTO ~ perfjaMeHTa,  KOTOpPBI  YTBEpXKJaeTcs  PYKOBOAHMTENEM  IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB M BKIIOUYAET B ce0s MepeyeHb UCTIONB3YEMBIX (hapMalleBTHUECKUX CYOCTaHIIHIA
Y BCIIOMOTATEIbHBIX BEUIECTB C YKa3aHUEM KOJIMYECTBA KaXKJOTO M3 HUX, JAHHBIE 00 HCIOJIB3yEMOM
000Opy/I0BaHUH, ONHCAHHWE TEXHOJIOIMYECKOro Ipollecca W METOJOB KOHTPOJS Ha BCEX JTamax
MIPOM3BOICTBA JICKAPCTBEHHBIX CPEJICTB.

4. Tlpu UTpOU3BOACTBE JIEKAPCTBEHHBIX MPENapaToB [Uisi MEIULIUHCKOTO IPUMEHEHUs
UCIONB3YIOTCS (papMalieBTHYeCKre CyOCTaHIINH, CBEIEHUSI O KOTOPBIX COAEPHKATCA B TOCYIapCTBEHHOM
peecTpe JEeKapCTBEHHBIX CPEICTB JUISI MEIUIIMHCKOTO TpHUMEHEHUs W (WIKM) EIUHOM peecTpe
3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB  EBpa3suiicKOro HIKOHOMHYECKOTO CO03a, 3a
HCKIIIOUCHUEM (1)apMaHeBTI/I‘~ICCKI/IX Cy6CTaHHI/H\/JI, MNPOU3BOAUMEBIX [JId MNPOBCACHHUA KIMHHYCCKUX
uccaeaoBaHui U (Min) Jutst SKeropTa. [Ipu mpou3BoACTBE IEKApCTBEHHBIX CPEACTB JIJISI BETEPUHAPHOTO
MPUMEHEHUS HCIONb3YIOTCS (apMalleBTUUECKUe CyOCTaHIIMU, CBEACHHUS O KOTOPBIX COAepxk arcs B
rOCy/IapCTBEHHOM pEecTpe JIEKapCTBEHHBIX CPEACTB JJisi BETEPUHAPHOTO NPHUMEHEHUs, W (WiIn)
rOCy/IapCTBEHHOM PEeCTpe JCKAPCTBEHHBIX CPEICTB S MEIUIIMHCKOTO MPUMEHEHHUS, U (UITH) SAHHOM
peecTpe  3aperUCTPUPOBAHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  mpenaparoB  EBpasuiickoro
SKOHOMHUYECKOTO COI03a, W (WJIM) €IMHOM PEEeCTpe 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpasmiickoro 3KOHOMHYECKOTO CO03a, 3a HCKIIOYCHHEM (apMarieBTUYECKUX CyOCTaHIIUH,
MIPOM3BOJUMBIX [JIsl MPOBEACHUS KIMHUYECKUX HcclefoBaHUN M (M) ans skcrnopta. K mponeccy
MPOM3BOJCTBA (papMaleBTUUYECKOW CYOCTaHIIMM OTHOCSTCS JIOObIE CTaguM TEXHOJIOTHYECKOTO
mpolecca, TO3BOJSIONIME  TMOMYyYUTh TOTOBBIM  MPOAYKT, COOTBETCTBYIOIIUN  TpeOOBaHUSAM
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(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

¢dapmakomneiiHoil cTaThd, B TOM 4Hcle (QEepMEHTalus, OSKCTPAKLUsA, OYUCTKA, BBIJICICHUE,
MEePEeKPUCTANIN3AlINS, BBICYIIMBAaHUE, HW3MeIbUeHHE. B cioyuae HEOOXOIMMOCTH HWCIOIB30BaHUS
STHJIOBOTO CIIUPTA, B TOM 4HKCIE (apMaleBTUYECKONH CyOCTaHIIMM CIMPTA ATUIOBOTO (3TaHOMA), TPHU
MIPOU3BOJICTBE JIEKAPCTBEHHBIX CPEICTB B KAauyeCTBE JCHCTBYIOIIEro M (WJIM) BCIIOMOTAaTEIbHOTO
BEIIECTBA, a TaKKe B WHBIX TEXHOJOTHMUECKUX MEJISIX JOJDKHA OBITh HCIOJIh30BaHA TOJBKO
(dhapmarnieBTHUecKas CyOCTaHIIUS CIIUPTA ATHIOBOTO (3TAaHO).

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-D3, ot 24.07.2023 N 341-D3)

4.1. IlepeueHb JEKapCTBEHHBIX NPENapaTroB s MEIULUHCKOIO INPUMEHEHHs, B OTHOILICHUU
KOTOPBIX YCTaHABIUBAIOTCS TpeOOBaHUS K OOBEMY Tapbl, yNMaKOBKE M KOMIUICKTHOCTH, IT€peueHb
JIEKAPCTBEHHBIX  IIPENapaTroB I  BETEPUHAPHOTO IPUMEHEHHs, B  OTHOLIEHWH KOTOPBIX
yCTaHaBJIMBAIOTCS TPeOOBaHUS K O00bEMy Taphl, a Takke TpeOOBaHUSA K O00ObEMY Taphl, YIaKOBKE U
KOMILIEKTHOCTH JIEKAPCTBEHHBIX MPENapaToB A MEIUIMHCKOIO NPUMEHEHHUs, TpeOoBaHus K 00beMy
Tapbl ~ JIEKapCTBEHHBIX  IpenaparoB Ul  BETEPUHAPHOIO  INPUMEHEHMSI  OINPEAEISAIOTCS
COOTBETCTBYIOIIUMH YIOJHOMOYCHHBIMH (peepalbHBIMM OpraHaMy HCIOJHUTEIBHOW BIACTH B
nopszike, ycranoBiaeHHOM IIpaButensctBom Poccuiickoit @enepannn.

(uacts 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHu3zaiyy, OCYIIECTBIISIONME NPOU3BOACTBO (apMaleBTUUECKOW CYOCTaHLMHU CIHPTa
STUJIOBOTO (3TaHOMIA) I MPOU3BOJCTBA CIMPTOCOACPKAIIUX JIEKAPCTBEHHBIX IPENaparoB, 00s3aHbI
OCYILIECTBIISITh YUET B MOPAJKE, YCTAHOBICHHOM CTaThiMu 8 U 14 denepanbHOro 3aK0oHa OT 22 HOSOPS
1995 roma N 171-®3 "O rocygapCTBEHHOM pEryJIUPOBAHUU TPOU3BOJCTBA M 000OpPOTa ITUIOBOTO
CIUPTA, AJIKOIOJIBHOW M CHUPTOCOAEpkKalled NPOAYKIMH U 00 OrpaHMYEHUHU NOTpeOIeHus (pacuTus)
ankoronpHOW mpoxaykiuu". [Ipow3BojacTBO (dapmaieBTUUECKOW CyOCTaHIIMM CIUpPTa STHUIIOBOTO
(3TaHONA) MOIMyCKaeTcsl TOJBKO OpraHM3aluel, OCYIIECTBISIIOIEH MPOU3BOACTBO PEKTU(PHUKOBAHHOTO
STUJIOBOTO CIIUPTA U3 MUIIEBOTO ChIpbsS HA OCHOBAaHWM JIMLEH3UU HA MPOU3BOJCTBO 3TUIIOBOTO CIHMPTA
JUI TIPOM3BOJICTBA (hapMalleBTUYECKON CYOCTaHIIMHM CIHPTa ITHIOBOTO (3TaHOIA) B COOTBETCTBUU C
tpeboBanusmu dDenepanbHoro 3akona ot 22 HosOps 1995 roma N 171-®@3 "O rocymapcTBEeHHOM
peryMpoBaHUM MPOU3BOACTBA U 000pPOTa ATHIOBOTO CIHPTA, ATKOTOJIBHOW M CHUPTOCOAEpPIKaIIeH
MPOAYKIMM U 00 OrpaHMYeHUM MOTpeOsieHus (pacluThs) aJKOTOJbHOM MPOIYyKIUHU'", METOAOM
pa3BeieHUs BOJOM OYMIIEHHOM TaKoro 3TUIOBOrO CHUPTA, IPOU3BEAECHHOIO JAHHOW OpraHu3aluen mno
MECTY OCYIIECTBICHHS IPOU3BOJICTBA (papMaleBTHUECKOI cyOCTaHIIMU CIIUPTA ATUIIOBOTO (3TAHOJIA).
(uactb 4.2 BBeneHa denepanbubiM 3akoHOM oT 03.07.2016 N 261-D3; B pen. enepaibHOro 3aK0Ha OT
27.12.2019 N 481-03)

4.3. nauBuayanbHbIe MPEINPUHIMATEIN U IOPUANYECKHE JIUIA, OCYIICCTBISIONNE 3aKyNKy U
WCIIONTb30BaHNEe (hapMaIeBTUUECKONW CyOCTaHIIMK CIIMPTA ITHJIOBOTO (9TAHOJA), a TAaK)Ke MPOU3BOJICTBO,
M3TOTOBJICHHE W (WIHM) O00O0pOT (32 HCKIIOYCHHEM PO3HUYHOM TIPOJAXKH) CIHUPTOCOASPIKAIINX
JIEKapCTBEHHBIX TIPerapaTroB, O00s3aHbl OCYIIECTBISITh MX YYeT M JACKIapUpOBAaHUE B TMOPSIKE,
YCTQHOBJICHHOM cTaThsiMu 8 u 14 ®PenepanmbHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O
TOCYJapCTBEHHOM DETYJIMPOBAHUU MPOM3BOJCTBA M 00OpPOTa ATUIIOBOTO CIHMPTA, AJIKOTOJIBHOH U
CIUPTOCOJEPXKAMEH MPOAYKIMH W 00 OrpaHWYCHUH TMOTpeOieHus (pacluTHsl) aAIKOTOJBHOM
MPOTYKIIMH'".

(dactp 4.3 BBeaeHa denepanbHbiM 3akoHOM 0T 29.07.2017 N 278-D3)

4.4. Tlpm npouU3BOACTBE JIEKAPCTBEHHBIX IIPEMApaTOB Ul BETEPUHAPHOIO IPUMEHEHUs
JIOMyCKAETCsl MCIOJIb30BAaHUE TPOU3BEACHHBIX Ui peajau3aluu (apMaleBTHUECKUX CyOCTaHIUH,
BKJIIOYCHHBIX B TOCYJApPCTBEHHBIN peecTp JICKAPCTBEHHBIX CPEACTB YIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM HCIOJIHMTEJIBHOM BIACTH, OCYLIECTBISIONIMM BEJCHHE TIOCYJApCTBEHHOIO peecTpa

www.consultant.ru Crpanuua 107 n3 156
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100657&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470144&amp;date=26.05.2026&amp;dst=100657&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470141&amp;date=26.05.2026&amp;dst=100019&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470141&amp;date=26.05.2026&amp;dst=100019&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=341796&amp;date=26.05.2026&amp;dst=100091&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=341796&amp;date=26.05.2026&amp;dst=100091&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=341796&amp;date=26.05.2026&amp;dst=100091&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=341796&amp;date=26.05.2026&amp;dst=100091&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=452640&amp;date=26.05.2026&amp;dst=100009&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=452640&amp;date=26.05.2026&amp;dst=100009&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=361455&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=361455&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=367755&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=367755&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=277540&amp;date=26.05.2026&amp;dst=100009&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=277540&amp;date=26.05.2026&amp;dst=100009&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=467651&amp;date=26.05.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=467651&amp;date=26.05.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=190440&amp;date=26.05.2026&amp;dst=100025&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=190440&amp;date=26.05.2026&amp;dst=100025&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=529665&amp;date=26.05.2026&amp;dst=387&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=529665&amp;date=26.05.2026&amp;dst=387&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=529665&amp;date=26.05.2026&amp;dst=437&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=529665&amp;date=26.05.2026&amp;dst=437&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=529665&amp;date=26.05.2026
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=529665&amp;date=26.05.2026
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=387133&amp;date=26.05.2026&amp;dst=100321&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=387133&amp;date=26.05.2026&amp;dst=100321&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=341796&amp;date=26.05.2026&amp;dst=100092&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=341796&amp;date=26.05.2026&amp;dst=100092&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=529665&amp;date=26.05.2026&amp;dst=387&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=529665&amp;date=26.05.2026&amp;dst=387&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=529665&amp;date=26.05.2026&amp;dst=437&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=529665&amp;date=26.05.2026&amp;dst=437&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=371763&amp;date=26.05.2026&amp;dst=100344&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=371763&amp;date=26.05.2026&amp;dst=100344&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIX CPEJICTB IJISI MEAUIIMHCKOTO MPUMEHEHHS.
(uactb 4.4 BBennena @exnepanbHbiM 3ak0HOM OT 02.08.2019 N 297-03)

5. 3anpermiaercs MpoOU3BOJICTBO:

1) mexapcTBEHHBIX CPEICTB, CBEIEHHSI O KOTOPBIX HE COJEpXKATCS B TOCYAapCTBEHHOM pEecTpe
JIEKapCTBEHHBIX CPEJCTB JUISI MEIUIIMHCKOTO MpPUMEHEHHs, U (WIHM) TOCyAapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB JUIA  BETEPUHAPHOTO MpPUMEHEHHs, © (WIM) EeAWHOM peecTpe
3aperHuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiickoro S5KOHOMUYECKOTro CO03a, U (M) €IUHOM
peecTpe  3aperMCTPUPOBAHHBIX  BETEPUHAPHBIX  JIGKAPCTBEHHBIX  mpenapatoB  EBpasuiickoro
HKOHOMHUYECKOTO COI03a, 32 UCKIIOYEHUEM JIEKAPCTBEHHBIX CPEACTB, MPOU3BOJUMBIX ISl MIPOBEACHUS
KIIMHUYECKHUX I/ICCJ'IGI[OBaHI/Iﬁ WJIN U1 QKCIIOPTA,

(n. 1 B pen. ®exnepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) danbcupUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/CTB;
3) nekapCTBEHHBIX CPEJCTB 0e3 TUIICH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) nexapCTBEHHBIX CPEJCTB JJIsl BETEPUHAPHOIO IPHUMEHEHUS HE B COOTBETCTBUU C IIpaBUIIAMU
HaJyIeKallel TPOU3BOACTBEHHOMN NIPAKTUKHA EBpa3suiicKOro 5KOHOMHUYECKOIO COI034;
(n. 4 B pen. ®exnepanbHoro 3akona ot 31.07.2025 N 304-03)

5) yrpatun cuny. - ®enepanpHbiii 3akoH ot 27.12.2019 N 481-03;

5.1) nexapCTBEHHBIX CPEACTB Al MEAWIMHCKOTO MPUMEHEHUS] HE B COOTBETCTBUH C IpaBHJIAMU
HaJUTeXallel MpOnu3BOICTBEHHON MPaKTUKU EBpa3nuiickoro S5KOHOMHYECKOTO CO03a;
(m. 5.1 BBenen @PenepanbHbIM 3aKk0HOM OT 31.07.2025 N 304-D3)

6) crnupToCcOAEpKALIMX JIEKAPCTBEHHBIX IMPENapaToB IO MECTY OCYIIECTBICHHS IMPOU3BOICTBA
(dapManeBTHYECKOW CyOCTaHIIMK CIUpPTA ATHIOBOTO (dTaHONA) W (WJIM) MO MECTy OCYIIECTBIICHHS
MIPOU3BOJICTBA STHUIIOBOTO CIHPTA;

(. 6 BBenen denepabHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Koncynprantllntoc: nmpumeuanue.

®enepanbHbIM 3aKk0HOM OT 22.12.2020 N 436-D3 cr. 14.1 @3 ot 22.11.1995 N 171-03 uznoxena B
HOBOMW pepakiuu, Hopma O. 1.1 cr. 14.1 crapoil penakuun @3 cooTBeTcTBYeT HOpME II. 2 cT. 14.1
HOBOM pEIaKINH.

7) dapmaneBTHUECKON CYOCTAHIIMK CIUPTA 3TUIOBOTO (3TaHOJA) W (MIIM) CHUPTOCOICPIKAIIUX
JIEKapCTBCHHBIX MPENapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOPYIOBAaHUU JUIsl TPOHM3BOJICTBA
STHJIOBOTO CIUPTa, YKa3aHHOM B ImyHKTe 1.1 cratem 14.1 ®dexepanpHOro 3akoHa oT 22 HOs0ps 1995
roga N 171-®3 "O rocyaapcTBEHHOM PETyJIMPOBAHWUU MPOU3BOACTBA M 000POTa ATHUIIOBOTO CIHPTA,
QJIKOTOJIFHOM W cHHpTOcoepXkalied NpOAYKIMH U 00 OrpaHMYeHUHd NOTpeOIeHus (paciuTus)
AJKOTOJIbHOM MPOAYKIUH".

(n. 7 BBenen denepasibHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. IIpu BBOJIE JTEKApCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOTO MPUMEHEHHS B TPaKIAaHCKUNA 000pOT
YIIOJIJHOMOYEHHOE JIMIO IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOIO NPUMEHEHUS
OCYILIECTBISICT MOATBEPKACHUE COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB JJII  BETEPUHAPHOIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

NIPUMEHEHUs TpeOOBaHUAM, YCTaHOBIEHHBIM IIPU UX IOCYJapCTBEHHON PErMCTpalvi UM PErHCTpaLuu
B paMKax EBpa3uiickoro ’KOHOMHYECKOTO COK03a, U TapaHTHPYET, YTO JIEKAPCTBEHHBIE CPEACTBA AJIS
BETEPUHAPHOTO MPUMEHEHHs MPOM3BEACHBI B COOTBETCTBHHM C TPeOOBAaHMAMHU MPABWI HaJUIekKalnei
MIPOU3BOJCTBEHHOM NPAKTUKH EBPa3suiicKOro 3KOHOMHUYECKOIO COI03a.

(uactsb 6 B pen. @enepanpHoro 3akoHa ot 31.07.2025 N 304-D3)

6.1. IIpu BBOJIE JIEKAPCTBEHHBIX CPEJCTB I MEAUIIMHCKOTO MPUMEHEHHUS B TPAKIAHCKHI 000pOT
YIOJHOMOYEHHOE JIMIIO MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO MpPUMEHEHUs
OCYIIECTBIISIET MOATBEPKJICHUE COOTBETCTBUSl JICKAPCTBEHHBIX CPEACTB I  MEIUIMHCKOTO
MIPUMEHEHUS TPEOOBAHUSM, YCTAHOBICHHBIM TIPU WX TOCYIAPCTBEHHOW PETUCTPAIIUU WU PETUCTPALIUN
B pamkax EBpa3uiickoro sKOHOMHUYECKOTO COI03a, U TrapaHTHUPYET, UYTO JIEKAPCTBEHHBIC CPEICTBA IS
MEJIMIIMHCKOTO TPUMEHEHUSI MPOM3BEICHBI B COOTBETCTBHHM C TPEeOOBAaHUSAMH HPABUI HaJJIekKaIlei
MIPOM3BOJICTBEHHOMN MPAKTUKKH EBpa3uiickoro 5KOHOMHUYECKOTO COI03a.

(uacts 6.1 BBenena @enepanbHbIM 3akoHOM OT 31.07.2025 N 304-D3)

7. YIIOTHOMOUYEHHBIM JIMIIOM IMPOU3BOAUTEINIS JIGKAPCTBEHHBIX CPEJCTB SIBISIETCS €ro pabOTHHK,
aTTECTOBAHHBIN B YCTAHOBJIIEHHOM YIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HMCIOJTHUTEIBHON BIACTH
MOPSIKE ¥ UMEIOIINNA CTak pabOThI HE MEHEe YeM IISITh JIET B 00JIaCTH MPOU3BOICTBA U (MJIH) KOHTPOJIS
Ka4yecTBa JIGKAPCTBEHHBIX CPEJCTB, BBICIIEE OOpa30BaHHWE COOTBETCTBEHHO II0 OJHOH W3
CrenuagbHOCTEHl ¥ (WIM) OJHOMY U3 HANpaBlICHUH NOATOTOBKH: OHOJNOTHS, OHOTEXHOJIOTHS,
BETEPHHApUS, BETCPUHAPHO-CAaHWTApHAs OJKCIEPTU3a, KIMHWYECKas MEIWLUHA, paJuallMOHHAs,
XUMHYecKkass W OuoJjoruueckas 3amuTa, ¢apManus, (yHIaMEeHTalbHas MEIUIMHA, XUMHUYECKas
TEXHOJIOTHUSI, XUMHSI.

(B pen. ®enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. Ilpon3BoauTENN JICKAPCTBEHHBIX CPENCTB (32 MUCKIIOUYCHHEM (DapMareBTHUYECKOW CyOCTaHITMN
CIUpTa 3TUIIOBOTO (3TAHOJIA) MOTYT OCYIIECTBIISITh MPOJAXKY JIEKAPCTBEHHBIX CPEJICTB WU IepeaBaTh
UX B YCTAaHOBIIEHHOM 3aKOHOAaTenbcTBOM Poccuiickoit deaeparuu nopsiake:

(B pen. ®enepanbHoro 3akona ot 29.07.2017 N 278-D3)

1) ApyruM npou3BOIUTEINSM JIEKAPCTBEHHBIX CPEJICTB AJIs IPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB;

2) opraHu3aiusaM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTeyHbIM OpraHU3alMsIM, BETEPUHAPHBIM AaNTEYHBIM OpraHMU3AlMsIM, WHAUBUAYAIbHBIM
IPEeJIPUHUMATENSIM, UMEIOLIUM JHMIEH3MI0 Ha (DapMaleBTUUECKYIO JeSTeIbHOCTh WM JIMLIEH3UI0 Ha

MCIAUIMHCKYIO NCATCIIBHOCTD;

4) Hay4YHBIM OpraHM3aLUsAM JIJIs1 HAyYHO-UCCIIEI0BATEIbCKONW PabOTHI;
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) MCIUIMHCKUM OpraHu3alriaM U BETCPUHAPHBIM OPraHU3alUusIM;

6) opraHu3anysIM W WHAWBHIYAIBHBIM MPEANPUHUMATEISAM, OCYIICCTBIISIONIAM pa3BelIcHUE,
BBIPALIMBAHUE M COJACPKAHHME JKUBOTHBIX (32 HCKIIOYCHHEM IMPOJAXH HM (apMareBTHICCKHX
CyOCTaHIIMI UM UX TIepeayun);

(. 6 B pen. @eaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

7) ucHBITATENbHBIM JabopaTopusM (LEHTpaM), MPOBOAALINM HCIBITAHUS B OOJACTH KOHTPOJIS
Ka4ecTBa JIEKAPCTBEHHBIX CPEJCTB, AKKPEAWTOBAHHBIM B COOTBETCTBUM C 3aKOHOJATEIBCTBOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

Poccuiickoit @eneparuu 00 aKKpeAUTAIIMN B HAIIHOHATBHON CUCTEME aKKPEIUTAIIHH.
(n. 7 BBeneH PenepanbHbiM 3akoHOM 0T 04.08.2023 N 428-D3)

9. TlpousBoautenu QapMaleBTUYECKOW CyOCTaHIIMKM CIUPTAa ASTHIOBOTO (3TaHONA) OOsS3aHBI
OCYIIECTBIISITh peasin3aluio (Mepeaayy B yCTAaHOBICHHOM 3aKOHOAAaTenbCcTBOM Poccuiickoit @enepanuu
nopsiike)  (papMameBTHYECKON  CyOCTaHIIMM  COHpPTa JTHWIOBOTO  (3TaHOJA)  MPOW3BOIUTEISIM
JEKapCTBEHHbIX  CPEACTB  JUIsI  NPOU3BOJACTBA  JIEKAPCTBEHHBIX  CPEACTB,  IPOM3BOJIUTEISIM
(M3rOTOBUTENSAM) MEIUIIMHCKUX U3JENIUHN JUIl MPOU3BOJCTBA M U3TOTOBJICHUS MEIUIIMHCKUX U3JENUi B
eMKOCTsIX 00beMoM He Oosee 1 nutpa u (wim) He MeHee 1000 TUTPOB, a OpraHU3aLUsAM, YKa3aHHBIM B
myHKTax 3 - 5 1 7 yactu § HACTOSIICH CTaThH, B Tape 00beMoM He Oonee 1 ymtpa.

(uactp 9 BBeneHa DenepanbHbIM 3ak0HOM OT 29.07.2017 N 278-@3; B pen. denepaibHbIX 3aKOHOB OT
27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3, ot 04.08.2023 N 428-D3)

10. Peanumszanusa (mepenada B YCTAaHOBJICHHOM 3aKOHOIaTeabcTBOM Poccuiickoit deneparuu
nopsake) QapMaineBTUYeCKod CyOCTaHIIMM CHUpPTa 3TUJIOBOTO (9TAaHONA) OpPraHU3aIUsM ONTOBON
TOPTOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMH HE JIOITYCKAETCHI.

(uactp 10 BBenena @enepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (hapManeBTHUECKOW CYyOCTAHIIMH CIIAPTA STHJIOBOTO (3TAHOJIA) OCYIIECTBIISFOTCS C
cobmoieHneM TpeOOBaHUH, YCTAaHOBJICHHBIX a03alleM 4YeTBEPThIM myHKTa 3 ctathu 9 denepanpHOTO
3akoHa OT 22 HOosOpst 1995 roma N 171-®@3 "O rocymapCTBEHHOM PETYIMPOBAHMH TPOU3BOJCTBA U
0o0opoTa 3THJIOBOIO CIHUPTA, AJIKOTOJBHOM M CIHUPTOCOJEpKALled NpOAYyKIMH U 00 OrpaHUYEHHUH
notpeOieHus (pacuTHsl) alKOroJIbHOM MpoayKIuu'".

(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa fekapCcTBeHHbIX CPeaAcTB

1. JlekapcTBEHHBIC TpenapaThl, MPOIICANINE TOCYJAPCTBEHHYIO PETUCTPAIIMIO B COOTBETCTBUHU C
TpeboBaHUAMHU HacTosiiero deneparbHOTO 3aKOHA, 332 WCKIIOYEHHEM JIEKAPCTBEHHBIX MPENaparos,
W3TOTOBJICHHBIX ~ QNTEUYHBIMH  OPTaHU3AlUSIMH, BETCPUHAPHBIMH  ANTEYHBIMH  OPTaHU3ALUSIMU,
WHIAVNBUAYATBHBIMU — TIPSANPUHAMATEISAMH, HWMCIONIMMH  JIMIEH3WI0O Ha  (apMaleBTHYECKYIO
JeSITeTBHOCTD, JIOJDKHBI TIOCTYNIaTh B 00OpaIieHne, eCim:

(B pen. Deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

1) Ha WX TEPBUYHOW YyIAaKOBKe (32 HWCKIIOUECHHEM IEPBHYHON YIAKOBKU JIEKAPCTBEHHBIX
PACTUTENBHBIX MPENapaToOB) XOPOIIO YHUTAEMbIM MIPU(TOM HA PYCCKOM S3BIKE YKa3aHbI HANMEHOBAHHE
JIEKapCTBEHHOTO mpemnapara (MeXIyHapOJAHOE HEMAaTEHTOBAHHOE, WM TPYIIUPOBOYHOE, WIH
XUMHYECKOE, WM TOPTrOBOE HAMMEHOBAHKE), HOMEP CEPHH, JaTa BBITYyCKa (711 UMMYHOOMOJIOTHIECKIX
JICKaPCTBCHHBIX IMPENapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHIIEHTpANHs, 00beM, aKTUBHOCTH B
eMHNLIAX JEHCTBUS WA KOJIMYECTBO J03;

(B pen. ®enepanbHbix 3aKk0HOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOH (MOTPEOUTENHCKON) YMAaKOBKE XOPOIIO YHTAEMBIM IIPUPTOM Ha PYCCKOM
SI3bIKE YKa3aHbl HAUMEHOBAHUE JIEKAPCTBEHHOIO Mpemnapara (MexAyHapoJHOE HEMaTeHTOBAHHOE, WU
TPYIIIUPOBOYHOE, WM XUMHUYECKOE€ M TOPrOBO€ HAWMEHOBAaHMsI), HAWUMEHOBAHHME IPOU3BOIUTENS
JIEKapCTBEHHOTO TIperapaTa, HOMEpP CEpUH, JaTa BhITyCKa ()11 IMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX
[pernapaToB), HOMEpP PErUCTPAMOHHOTO YAOCTOBEPEHHUS, CPOK TOJHOCTH, CIOCOO MPUMEHEHUS,
JO3UPOBKA WM KOHIIEHTpalus, 00beM, aKTUBHOCTh B €IMHUIAX JEHUCTBUS JTUOO KOJMYECTBO J03 B
yIaKoBKE, JIeKapCTBEHHAas ¢opMa, YCIOBHs OTIYCKa, YCJIOBUS XpaHEHUs, NpeayNnpeauTeIbHbIe
HaJIITUCH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(B pen. ®enepanbabix 3aKk0HOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2. ®apmaieBTHYECKUE CYOCTaHIMH OJKHBI MOCTYHaTh B OOpalieHHe, eClIM Ha WX MEePBUYHON
YIAKOBKE XOPOIIO YUTaeMbIM MPUPTOM HA PYCCKOM  s3BIKE  YKa3aHbl HAMMEHOBAaHUE
(dapmaneBTHUECKON CyOCTaHIIMU (MEXAyHAPOAHOE HEMATeHTOBAaHHOE, WM TPYMIHAPOBOYHOE, HITU
XUMUYECKOE H TOProBOE HAaWMMEHOBAaHHS), HAaWUMEHOBAHHE MPOU3BOIUTENS (PapMareBTHIECKOM
cyOCTaHIIMKM, HOMEP CEPUU M JaTa HM3TOTOBJIEHHUS, KOJIMYECTBO B YMAKOBKE WU CAMHHUIIBI W3MEPCHHS
KOJIMYECTBA, CPOK TOAHOCTH U YCIOBUS XPAaHEHHUS.

(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. JlekapcTBeHHBIC CpEICTBA B KAauyeCTBE CHIBOPOTOK JOJDKHBI IOCTYIIATh B OOpalieHue C
yKa3aHUEM KUBOTHOTO, U3 KPOBH, TUIa3MbI KPOBH, OPTAHOB U TKaHEH KOTOPOTO OHH MOJTYUYEHBI.

4. Ha BropuuHyio (MOTpEeOMTENbCKYIO) YIMAaKOBKY JIEKaPCTBEHHBIX CPEJCTB, MOJYUYEHHBIX U3
KpPOBH, IUIa3Mbl KPOBM, OPraHOB M TKaHEW dYeloBeKa, JOJKHA HAHOCUTBHCS HAANUCh: "AHTHTENA K
BHY-1, BUY-2, k Bupycy renatuta C 1 IOBEPXHOCTHBIN aHTUTEH BUpyca renatura B orcyrcTByroT".

5. Ha  nmepBuuHyl0  YNAakOBKY W  BTOPHYHYIO  (TIOTpEOMTENbCKYIO)  YIIaKOBKY
panuodapmManeBTHYECKUX JICKApPCTBEHHBIX CPEACTB JOJDKEH HAHOCUTBHCS 3HAK — paauallMoOHHON
OTIACHOCTH.

6. Ha BTopuuHy0 (OTPEOUTENBCKYIO) YITAKOBKY TOMEOIATUYECKUX JIEKAPCTBEHHBIX MPEMapaToB
OJKHA HAHOCUTHCI Haamuch: ""["'oMeonaTtudeckuii".

7. Ha BTOpHYHYIO (IOTpPEOUTEIBCKYIO0) YMAKOBKY JIEKAPCTBEHHBIX PACTHTEIBHBIX IPENapaToB
JI0JKHA HAHOCUTHCS Haamuch: "[Ipoaykuus nponuia paguaiioHHbIH KOHTPOIB" .

8. Ha mepBuuHYIO YMakoBKy (€CIM JUIsl 3TOTO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTb) M
BTOPUYHYIO (MOTPEOUTENHCKYI0) YIIAKOBKY JIEKAPCTBEHHBIX IMIpPENaparoB, MpeAHa3HAYEHHBIX IS
KIMHUYECKUX UCCIICAOBAaHUM, O KHA HAHOCUTHCS HAAMKUCH: " {1 KTMHUYECKHX UCCICA0BaHUN".

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. VYmnakoBka JICKApCTBCHHBIX CPCACTB, MNPCAHAZHAYCHHBIX HCKIIIOYUTCIBHO JIsI OJKCIIOPTa,
MapKUpyeCTCsd B COOTBETCTBUH C Tpe60BaHI/ISIMI/I CTpaHbI-UMIIOPTEPA.

10. Ha TtpaHcnopTHyi0 Tapy, KOTOpasi HE MpeJHa3HaueHa Jyisl MOTpeduTesied M B KOTOPYIO
MIOMEILEHO JIEKapCTBEHHOE CPEACTBO, JIOJKHA HAHOCUTHCS HH(OpMalusg O HAaUMEHOBAHWM, CEpUU
JIEKapCTBEHHOI'O CPEJICTBA, JaTe€ BBINYCKA, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTENIHCKUX) YIAaKOBOK
JIEKapCTBEHHOT'O CPEJICTBA, MPOU3BOJUTENE JIEKAPCTBEHHOIO CPEACTBA C YKAa3aHUEM HAaUMEHOBAHMS U
MECTOHAXOKACHUS MPOU3BOAUTENS JIEKAPCTBEHHOIO CpeACTBa (aJpec, B TOM 4YMCJIE CTpaHa U (WIIN)
MECTO IPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJICTBA), @ TAKIKE O CPOKE TOJTHOCTH JIEKAPCTBEHHOTO CPEJICTBA
u 00 YCIOBUSAX €ro XpaHEHHs M TEPeBO3KU, HEOOXOAMMBbIC NpPEAyNpPEAUTEIbHbIE HAAIMUCH U
MaHUIYJISATOPHBIE 3HAKHU.

11. Ha mepBuYHyIO0 YyMakoBKY M BTOPUYHYIO (IOTPEOUTEIBCKYIO) YHAKOBKY JIEKAPCTBEHHBIX
CPeACTB [Uld BETEPUHAPHOIO IPUMEHEHMs JOJDKHAa HAHOCUThbCA Haanuch: "Jljis BeTepuHApHOTro
MpUMEHeHus".

12. Ha BropuuHyO0 (HOTpPEOHTEIbCKYIO) YIAKOBKY JEKAapCTBEHHOIO IpenapaTa HaHOCHUTCS
LITPUXOBOH KOJI.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUAUCKYIO ®ENEPALUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOU ®EOEPALIUA
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtba 47. Nopanok BBO3a fieKapCTBeHHbIX cpeacTB B Poccumnckyro Pepepaumio u
BbIBO3a JIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®epepauumn
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BB03 nekapcTBeHHBIX cpeAacTB B Poccuiickyro @enepanuio OCYHIECTBISIETCS B MOPSJIKE,
ycraHoBiieHHOM  [IpaButensctBom  Poccuiickoit ~ ®@enepanur, B  COOTBETCTBUM C  aKTaMH,
cocraBmstonumu npaBo Coro3a, U (UIM) 3aKOHOAATeNsCTBOM Poccuiickoit denepanun 0 TaMOXXEHHOM
peryiupoBaHuu.

(B pen. @enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-P3)

Koncynprantlntoc: npumeyanue.

Jo 31.12.2027 poccHCKUM MPOU3BOIUTENSIM Pa3pelIeHO B YBEJOMUTEIBHOM IMOPSIKE BBO3UTH HE
BHECEHHBIE B peecTp (QapMaleBTUYECKUEe CYOCTaHIMM JUJIsi BETEPUHAPHOTO TMPUMEHEHHS s
IPOM3BOJICTBA 3apETUCTPUPOBAHHBIX JeKapcTBeHHbIX cpeacTB (IloctanoBnenue IIpaBurenscrsa PO
ot 12.03.2022 N 353).

2. BBosumbie B Poccuiickyro ®denepanuio JieKapcTBEHHBbIE CPECTBA JOJDKHBI COJEP)KAThCS B
rOCy/IapCTBEHHOM pEecTpe JIeKapCTBEHHBIX CpPEICTB, WMIU €IWHOM pPEecTpe 3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX  cpeACTB  EBpa3uilckoro 3KOHOMHMYECKOTO  COK03a, WJIM €AUHOM  peecTpe
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MpenaparoB EBpa3uiicKoro 3KOHOMUYECKOTO
coro3a.

(B pen. @enepanbhbix 3ak0HOB OT 06.12.2011 N _409-®3, ot 27.12.2019 N _462-®3, ot 30.01.2024 N
1-@3)

3. Homyckaetcs BBO3 B Poccuiickyro @enepanyito KOHKPETHOM MapTHH 3aperMCTPUPOBAHHBIX U
(M)  HE3aperuCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB, INPEAHA3HAYCHHBIX Uil  pa3pabOTKH
JICKApCTBCHHBIX CPCACTB, NPOBCACHUSA HAYUYHBIX W HHBIX I/ICCJICHOBaHI/IfI, IPOBCACHUA KIIMHUYCCKUX
I/ICCJ'IGI[OBaHI/Iﬁ JICKApPCTBCHHBIX IIPCHapaToB, IMPOBCACHHUA SKCHEPTU3bI JICKAPCTBCHHBIX CPCACTB JIA
OCYIIECTBJICHUS] TOCYJapCTBEHHONW PErHCTpallMd WM PErUCTPALMU JIEKapCTBEHHBIX MpEernapaTroB WU
JUI OKa3aHHUsA MEIUIMHCKOM IMOMOUIM IO >HM3HEHHBIM IOKAa3aHHUAM KOHKPETHOrO MalueHTa Ha
OCHOBAHUHU pa3pEIEHUs], BBIIAHHOTO YIOJHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIHOJIHUTENbHOM
BJIACTU I10 3a4BJICHHUAM JIMIL, YKA3dHHBIX B CTATHC 48 HaCToAIIECTrOo CDCI[CpaJIBHOFO 3aKOHa. PaCCMOTpeHI/Ie
TAKOro 3adABJICHUA W TMPUHATUC PCHICHUA O BbIJAYC pPaspCliCcHHMdA Ha BBO3 KOHerTHOf/’I napTuun
3aperuCTPUPOBAHHBIX M (WMJIM) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MpeAHa3HAUYE€HHBIX
JIIA pa3pa60TKI/I JICKApCTBCHHBIX CPECACTB, NPOBCACHNA HAYYHBIX WU MHBIX I/ICCJ'IeJIOBaHI/If/'I, IMPOBEACHUA
KJIMHUYECKUX MHCCIIEOBAaHUI JIEKAPCTBEHHBIX NPENapaToB, MPOBENEHUS SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB MJIs OCYIIECTBJIEHHUS TOCYJAapCTBEHHON pErucTpaluy WM PEruCTpaluyd JIEKAPCTBEHHBIX
npenaparoB WKW JIsI OKa3aHHUA MGI[I/IL[I/IHCKOf/'I INOMOIIMU 1O KU3HCHHBIM IIOKA3aHUSIM KOHKPCETHOTIO
naruenTa JImo6o 00 O0TKa3e B BbIIaye YKAa3aHHOTO Pa3pelIeHus IPOU3BOIATCS B CPOK, HE TPEBBIIAIOIINI
ATy pabouunx aHel. [1naTa 3a Beljauy yKa3aHHOIO pa3pelleHus] HE B3UMAETCs.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

3.1. Yrpatun cuny c 1 saBapsa 2024 roaa. - ®enepanbhbliii 3akoH oT 27.12.2019 N 475-D3.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

3.2. lo 31 mexaGps 2027 rona nomyckaroTcst BBO3 Ha Teppuroputo Poccuiickoit deneparnyu u
obpamienue B Poccuiickoit deneparun ¢ yueToM 0COOEHHOCTEH, ycTaHOBIEHHBIX [IpaBUTEnbcTBOM
Poccuiickoit @enepaunu, 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB I MEIUIMHCKOrO
MIPUMEHEHHU B YIIaKOBKaX, peIHa3HauYeHHbIX JJIs1 00pallleHrsl B MHOCTPAHHBIX FOCYAAapCTBaX, B Cllydae
neeKTypbl JIEKapCTBEHHBIX IpenapaToB WM pUCKAa €€ BO3HUKHOBEHMS] B CBSI3U C BBEJCHHEM B
otHowmeHnn Poccuiickoit denepannn orpaHUYUTENBHBIX MEP YKOHOMHUYECKOTO XapakTepa IpU yCIOBUU
COOTBETCTBUSI BBO3UMBIX JIEKAPCTBEHHBIX IPENapaToB TPeOOBaHUSAM, YCTaHOBJICHHBIM IpH UX
perucTpanyy, 3a UCKIIOUEHHEM TpeOOBaHMN K MEPBUYHON YMaKOBKE, BTOPHUUHOU (ITOTPEOUTENHCKOM)
yIIaKOBKE, a TaKkKe MNpPHU HaJMYUM Ha BTOPUYHOW (MOTPEOUTENLCKOM) YHaKOBKE JIEKAPCTBEHHBIX
[IpernapaToB, HAXOAALIMXCA B OOpallleHWH, CaMOKJIEAIIEHCS ITUKETKH, CoJepKalleil nHpopMaIuoo o
JIEKapCTBEHHOM IIperapaTe Ha PyCCKOM SI3bIKE.

(dactp 3.2 BBeneHna denepanbHbIM 3aK0HOM OT 26.03.2022 N 64-D3; B pen. @enepaibHbIX 3aKOHOB OT
19.12.2022 N 519-@3, ot 26.12.2024 N 494-D3, ot 15.12.2025 N 483-D3)

3.3. lonmyckarotcst BBo3 B Poccuiickyro @eneparuio u obpamienue B Poccuiickoit @enepanun ¢
y4eTOM ocobeHHocTei, YCTaHOBJICHHBIX IIpaBuTenscTBOM Poccuiickoi denepanny,
3apeTUCTPUPOBAHHBIX ~ OPUTHHAIBHBIX ~ Op(AaHHBIX  JIEKAPCTBEHHBIX  IpermaparoB ©  (WIN)
BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX MpPENapaToB s MEIUIMHCKOTO NPUMEHEHUS B TEYEHHE
JBEHAALATH MeCSALEeB Iocie JaThl HMX perucrpaunu B Poccuiickoit @Denepanuu B yHakoBKax,
NpeJHa3HAYeHHbIX JJIs OOpalleHuss B MHOCTPAHHBIX TOCYAAapCTBAaX, IMPH YCIOBUU COOTBETCTBUS
BBO3UMBIX  JICKAPCTBEHHBIX  MpENaparoB  JUIsI ~ MEAMIMHCKOTO  IMPUMEHEHHs  TpeOOBaHUSM,
YCTQHOBJICHHBIM TIPH HX PETUCTPAIMH, 3a HCKIIOYECHHEM TpeOOBaHMM K MEpPBUYHON YIIAKOBKE,
BTOPUYHON (MOTPEOUTENTHCKOM) yIaKOBKE, M IPU HAJMYKUK HA BTOPUYHON (OTPEOUTENBCKOM) yIIaKOBKE
JIEKapCTBEHHBIX IMpEnapaToB Ui MEAMIMHCKOIO TPUMEHEHHUs, HaxoJsiUIMXcsi B OOpalleHHH,
caMOKJIesIeiicss 3TUKETKH, cojepxkamed HuHpopManu O JIEKapCTBEHHOM Ipernapare  Juls
MEANULMHCKOTO MPUMEHEHHsI Ha PYCCKOM sI3bIKE. B OTHOIIIEHMH JaHHBIX JIEKAPCTBEHHBIX MpenapaToB HE
MIPUMEHSIFOTCS TIOJIO’KEHUS YacTh 7 ctatbu 9 m vacred | u 2 cratbu 52.1 Hactosmero ®denepanbHOro
3aKOHa.

(uactp 3.3 BBegeHa denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

4. B Poccuiickyro denepannro MOXHO BBO3UTH JIEKAPCTBEHHBIE CPEJICTBA, KAYECTBO KOTOPBIX
MOJTBEPKIAEHO  CEPTU(PHUKATOM  IPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB,  YAOCTOBEPSIIOIIUM
COOTBETCTBUE BBO3MMBIX JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM, YCTAHOBIECHHBIM IPU UX PETUCTPALIH
WM NIPOBEIEHUH NPOLIENYP, CBA3AHHBIX C PETUCTPALIUEN.

(B pen. @enepanbubix 3akoHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N_1-P3)

5. 3ampemaercs BBo3 B Poccuiickyro ®enepanuro ¢anrbCupUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HEMOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPE/ICTB, KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPEIICTB.
(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

6. ®danbcuuIMPOBaHHBIE JIEKAPCTBEHHBIE CPEICTBA, HENO0OPOKAYECTBEHHBIE JIEKAPCTBEHHbBIE
CpeACTBa MOJUICKAT M3BATUIO U IIOCHCAYIOIIEMY YHUYTOXXEHUIO WM BbIBO3y U3 Poccuiickoit
®eneparyn, KOHTpadaKTHBIE JIEKAPCTBEHHBIE CPEACTBA - U3BATHIO U MOCIEAYIONIEMY YHUYTOKEHUIO.
YHnuTOXeHne win BeiBo3 U3 Poccuiickoit @eneparyn dhanbcuuimpoBaHHbBIX JIEKAPCTBEHHBIX CPEJICTB,
HEZOOPOKAYECTBEHHBIX ~ JIGKAPCTBEHHBIX  CPEJCTB, KOHTPa(aKTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYIIECTBIISIETCS 3@ CUYET JIMLA, OCYIIECTBUBIIErO HUX BBO3. [IOpANOK YHHMYTOKEHUS M3BATBHIX
¢banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB,
KOHTpagaKTHBIX JIEKapCTBEHHBIX CpeICTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoit denepanui.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

www.consultant.ru CrpaHuua 113 n3 156
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523869&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523869&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=495360&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=495360&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=518135&amp;date=26.05.2026&amp;dst=100025&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=518135&amp;date=26.05.2026&amp;dst=100025&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=494429&amp;date=26.05.2026&amp;dst=100068&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=494429&amp;date=26.05.2026&amp;dst=100068&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=521533&amp;date=26.05.2026&amp;dst=100009&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=521533&amp;date=26.05.2026&amp;dst=100009&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100382&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100382&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454112&amp;date=26.05.2026&amp;dst=100828&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454112&amp;date=26.05.2026&amp;dst=100828&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100384&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100384&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454112&amp;date=26.05.2026&amp;dst=100829&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454112&amp;date=26.05.2026&amp;dst=100829&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=362650&amp;date=26.05.2026&amp;dst=100009&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=362650&amp;date=26.05.2026&amp;dst=100009&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454112&amp;date=26.05.2026&amp;dst=100830&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454112&amp;date=26.05.2026&amp;dst=100830&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

7. Jluma, ocymectBisomme BBo3 B Poccuiickyto ®enepannio  (haabCHPUIMPOBAHHBIX
JEKapCTBEHHBIX ~ CPEJICTB, HEIOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpa(aKTHBIX
JIEKaPCTBEHHBIX CPEJACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickoi
denepanuu.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N_1-D3)

8. BbIBO3 JIekapcTBEHHBIX cpelcTB U3 Poccuiickoit denepaiivii OCyIIECTBISECTCS B COOTBETCTBUH C
aKkTamu, coctaBisomuMu npaBo Coro3a, W (WIM) 3akoHonaTenbcTBOM Poccuiickoit ®enepanuu o
roCyJJapCTBEHHOM PETYJIMPOBAHUN BHEIIHETOPTOBOM JESITEIILHOCTH.

(uactp 8 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

9. BBoa B rpaxkaaHckuili o0OpOT JIEKapCTBEHHBIX IPENapaToB AJI MEAULHUHCKOIO MPUMEHEHUS,
BBE3CHHBIX B Poccmiickyto @Deaepanuio, OCYHIECTBISIETCS C  COONIOACHHEM  TpeOOBaHUH,
YCTaHOBJICHHBIX cTaThel 52.1 Hactosmero deaepaibHOro 3aKoHa.

(uactp 9 BBenena denepanbHbiM 3aK0HOM 0T 28.11.2018 N 449-03)

Koncynprantllntoc: npumeuanue.

Y. 10 ct. 47 He pacnpocTpaHseTcs Ha CEpUU JIEKapCTB /Il BETEPUHAPHOTO IPUMEHEHUS, BBEJICHHBIE
B TpaxaaHckuii o6opotT no 01.09.2023, xoTopsie moafekaT MPUMEHEHUIO IO MCTEYCHHUSI CPOKa MX
rogHoctu (@3 ot 02.07.2021 N 317-D3).

10. BBoz B rpakaaHCcKHii 000pOT JIGKAPCTBEHHBIX MPETapaToB JUIsi BETEPUHAPHOTO MPUMEHEHHUS,
BBE3CHHBIX (TmepemenieHHbIX) B Poccuiickyro ®eneparuio, OCYIIECTBISETCS C COOJIIOJACHHEM
TpeOOBaHMI1, yCTaHOBJIEHHBIX cTaThell 52.2 HacTosuero denepaabHOro 3aKOHa.

(gactp 10 BBenena dexnepanbubiM 3akoHOM 0T 02.07.2021 N 317-D3)

Cratba 48. Opuanyeckume nuua, KOTOpbIM pa3pelweH BBO3 JeKapCTBEHHbIX
cpeactB B Poccumnckyro Pegepaumio
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

JlekapcTBeHHbIe cpeicTBa B Poccuiickyro denepalinio MOryT BBO3UTH:
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) TpoOW3BOAWTENW JIGKAPCTBEHHBIX CPEACTB JJs Ielied COOCTBEHHOTO IMPOM3BOJICTBA
JIEKaPCTBEHHBIX CPEJICTB;

2) WHOCTpaHHBIE pPa3pabOTUYMKH JICKAPCTBEHHBIX CPEACTB W HWHOCTPAHHBIC MPOU3BOIUTEIIN
JICKapCTBCHHBIX ~CPEACTB WJIM JpPyrue IOPUAMYSCKHE JIMIA 110 TIOPYYSHHUIO pa3paboTyuka
JICKApPCTBEHHOTO CPEACTBA ISl Pa3pabOTKHU JIEKAPCTBEHHBIX CPEJICTB, MPOBEICHHUS HAYyYHBIX M HMHBIX
WCCIIeIOBaHMM, POBEACHHS KITMHUYECKUX UCCIIeIOBAaHUN JIEKaPCTBEHHOTO Mpemnapara, OCyIIeCTBICHUS
TrOCy/IapCTBEHHOW pErucTpalliil WIM PETUCTPAllMU  JICKAPCTBEHHOTO TMpemnapara, BKIIOYEHUs
(dapmaneBTHUECKON CyOCTaHIIMM B TOCYIApCTBEHHBIA PEECTp JIGKAPCTBEHHBIX CPEJICTB, KOHTPOJIS
KaueCcTBa JICKAPCTBEHHBIX CPEJICTB NIPH HAJTMYUN PA3pelIeHUs YIIOJTHOMOUYEHHOTO (peIepalbHOTO OpraHa
WCTIOJTHUTEIIEHOM BJIACTH HAa BBO3 KOHKPETHOM IMAPTHH JICKAPCTBECHHBIX CPEJICTB;

(B pen. deaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) OopraHu3anun ONTOBOM TOProOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

4) HayuHble OpraHuzaluy, oOpa3oBaTeibHble OpraHU3allMd  BbICIIEr0  OOpa30BaHMUS,
MIPOU3BOJIUTENN JICKAPCTBEHHBIX CPEJCTB Ui pa3pabOTKH, HCCIICAOBAaHUM, KOHTpoJd O€30MacHOCTH,
KayecTBa, (P(PEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB NMPH HAIWYUU Pa3peUICHUs YHOIHOMOYEHHOTO
(enepanbHOroO OpraHa HCIOJIHUTEIBHOM BIaCTH;

(B pen. ®enepanbHbix 3aKk0HOB OT 02.07.2013 N_185-D3, o1 30.01.2024 N _1-D3)

5) MeAMIIMHCKNE OpTaHu3aliy, HHbIC YKA3aHHbIE B IyHKTaxX | - 4 HACTOSAIIEH CTaTbu OpraHnu3aIiu
IUISL OKa3aHWs MEIUIMHCKOW TOMOIIM MO JKU3HEHHBIM NOKa3aHWSIM KOHKPETHOTO NAalWeHTa IIpH
HAJIMYMK Pa3pelIeHus] YIOJIHOMOYEHHOro (hefepalbHOTO OpraHa HWCIHOJIHUTENBHOW BIACTH Ha BBO3
KOHKPETHOW TapTHH JEKapCTBEHHOTO Iperapara, BBAAHHOTO B YCTAaHOBJICHHOM MOpsAKe B (opme
AJIEKTPOHHOTO JIOKYMEHTA, MTOIMUCAHHOTO YCUJICHHOH KBAM(UIIMPOBAHHON AIIEKTPOHHOH TTOAIHUCHIO;
(B pen. ®enepanbHoro 3akona ot 12.03.2014 N 33-D3)

6) yrpatun cuny ¢ 1 saBaps 2024 rona. - @enepanbHbriii 3akoH ot 27.12.2019 N 475-03.

7) IPOU3BOAUTENN MEIULIIMHCKUX U3ACIUN AJIs 1esiel TPOU3BOICTBA METUITUHCKUX U3AETHH.
(n. 7 BBenen denepanbubiM 3akoHoM OT 30.01.2024 N 1-03)

Cratbsa 49. [loKkymMeHTbl, NpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccunckomn
Penepauum npu BBO3e NieKapCTBEHHbIX cpeacTB B Poccumnckyro ®eanepauuto
(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

1. Ilpn BBO3e nexkapcTBEHHBIX CpelACTB B Poccuiickyro ®enepanuio B TaMOKEHHBIE OpIaHbI
Poccuiickoit denepanuu Hapsay ¢ JOKYMEHTAMHM, IPEICTABICHUE KOTOPBIX INPELYCMOTPEHO AKTaMHU,
coctapsitonuMu 1ipaBo Coro3a, U (WIK) 3aKOHOAATeNbCTBOM Poccuiickoit denepayii 0 TaMOXKEHHOM
PEryJIMpOBaHUH, MIPEICTABISIOTCS CIEAYIONINE JOKYMEHTHI B JJIEKTPOHHOH (opMe:

(B pen. deaepanbhbix 3akoHOB oT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

1) ceprudukar (3aKiOYEHHE) COOTBETCTBUS IPOMU3BOJCTBA JICKAPCTBEHHBIX CPEJICTB IS
BETEPUHAPHOTO TPHUMEHEHHUs] TpeOOBaHMAM [PABWI HaJJeKalled MNpPOM3BOJICTBEHHON NpPaKTHUKU
EBpa3uiickoro 3k0HOMHUYECKOT0 COK03a;

(n. 1 B pen. @enepanbHoro 3akona ot 31.07.2025 N 304-03)

2) paspelieHue YMOJIHOMOYEHHOro (efepaJbHOrO OpraHa HCIOJHHUTENbHOM BIacTH Ha BBO3
KOHKPETHOW MapTUU JICKapCTBEHHOI'O CPEICTBA B CIy4YasX, YCTAHOBJIEHHBIX 4acTbio 3 craTbu 47
Hacrosiero denepanbHOro 3aKoHa.

2. JlokyMeHTBI, yKa3aHHble B NyHKTax | W 2 4dactu | HacTosAlEed CTaTbH, MPEACTABIAIOTCS B
TaMOXeHHbIe opranbl Poccuiickoit denepary npu npuOBITHH JIGKAPCTBEHHBIX CPeACTB B Poccuiickyro
®denepanuio.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Crtatba 50. BB0O3 nekapcTBeHHbIX npenapaTtoB B Poccuiickyro ®epepauunio ans
JIN4YHOIo ncnonb3oBaHUA n MUHbIX HEeKOMMep4YeCKUx ueneﬁ, a TakKxe AOnd
MCNONb30BaHNA Ha TEPPUTOPUUN MEXAYHAPOLHOro MeAULIMHCKOro Knacrepa
(B pen. ®enepanbbix 3aKk0HOB OT 06.12.2011 N 409-®3, o1 29.06.2015 N_160-D3)

1. JlekapcTBeHHBIC TIpenapaTtbl MOTYT OBITb BBe3eHbI B Poccuiickyto denepanmio 0e3 ydera
TpeOOBaHMl, TpeaycMOTpeHHbIX yacTsimMu | - 4 crarbu 47, crtatbsimu 48 u 49 HacTOAIIEro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

denepanbHOro 3aKOHA, €CIIM OHU IPeAHa3HaYeHbI JUIs:
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nmMYHOTO WCIMOJIb30BaHUS (PU3MUECKUMHU JIHIIAMH, TpUOBIBIIMMU B Poccuiickyro Dexneparuio.
IIpu »>tom BBO3 B Poccuiickyro Dexaepanuio JIEKAPCTBEHHBIX MPEMApaToB, COAEPIKAIIUX
CUWIBHOJCUCTBYIOIME W (WJIM) STOBUTHIC BEIIECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICHCTBYIOIIUX BELIECTB JIJIS 1IEJIE€H YroJIOBHOTO 3aKOHOAATeNbCTBA Poccuiickoit denepanuu u B
CIHMCOK SJOBUTBIX BEIIECTB ISl LieJIed YroOJIOBHOIO 3aKoHojaTenbcTBa Poccuiickoit ®enepanum,
yTBepxkaeHHbie [IpaBurensctBoM Poccuiickoit @enepaiinn, OCymeCTBISIETCS IPU HAIUYUU JOKYMEHTOB
(3aBepeHHBIX KOIMUW JTOKYMEHTOB WJIM 3aBEPEHHBIX BBIITMCOK M3 HHX), MOATBEPKJIAIOIIUX Ha3HAUCHUE
(¢u3HyecKoMy JIMIly YKa3aHHBIX JICKQPCTBEHHBIX IIPEMAapaToB (3a HCKIIOYCHHEM JIEKAPCTBEHHBIX
MpenapaToB, 3aperucTpupoBaHHBIX B Poccuiickoit ®denmeparuu 1m0 3aperHCTPUPOBAHHBIX B
COOTBETCTBUM C aKTaMHM, cocTaBisitomuMu npaBo Coroza, U ormyckaemblx B Poccuiickoit @eneparun
0e3 pelienTa Ha IeKapCTBeHHBIN Tpemnapar). [loaTBepxaaroniye TOKyMEeHTHI (UX 3aBEPEHHbBIE KOTTHH WU
3aBEpPEHHBIC BBIMUCKUM M3 HUX) JOJDKHBI COJAEpPXkKaTh CBEACHUS O HAUMEHOBAaHMU W KOJIUYECTBE
Ha3HA4YeHHOr'0 JIEKApCTBEHHOrO Impenapara. B ciywae, eciu NOATBEpkKAAIONIUME JOKYMEHTHI (UX
3aBEpPEHHBIC KOMHMHM WM 3aBEPEHHBIC BBIITUCKH M3 HUX) COCTaBJIEHbl HA MHOCTPAHHOM S3BIKE, K HUM
MpUIaraeTcs HOTaPUAIBHO 3aBEPEHHBIN MEPEBOJ] HA PYCCKUM S3BIK;
(B pen. deaepanbubix 3akoHOB OT 02.06.2016 N _163-D3, ot 30.01.2024 N _1-D3)

2) WUCHONB30BaHUS pa0OTHUKAMU JAWIIOMATUYECKOTO KOpHyca WM MPeCTaBUTENSIMU
MEXKIYHAPOAHBIX OpraHu3aluii, akKpeInuToBaHHbIX B Poccuiickon Penepannu;

3) neuyeHHMs TAcCaXUPOB M YJICHOB SKUIIAKEHW TPAHCIOPTHBIX CPEACTB, MOE3IHBIX Opurag u
BOAMTENEH TPAHCIIOPTHBIX CPEACTB, MPpUOBIBIINX B Poccuiickyto Penepanuio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) neyeHus y4aCTHUKOB MEXKIYHAPOHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPOIPHUITHIA U YYaCTHUKOB
MEXIyHApOIHBIX SKCIIETUIINI;

5) nedeHHUs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300CaJax, LHpPKaX, OKeaHapUyMax,
nenbpuHApUSX, JICYCHHUS IUKUX JKUBOTHBIX, IMOCTOSHHO WM BPEMEHHO HACENSIOIIUX TEPPUTOPHUIO
Poccuiickoit ®denepanun, HAXOASIIMXCS B COCTOSHUM €CTECTBEHHOM CBOOOIBI M MPUHAIJICKAIIUX K
BUJaM, 3aHeceHHbIM B KpacHyto kHury Poccuiickoit denepanunu u (WIn) KpacHble KHUTH CyOBEKTOB
Poccuiickoit @enepannu, a TakKe KMBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuio s ydyactusi B

CIIOPTHBHBIX M 3PETHIIHBIX MEPOTPHUSITHUSX;
(B pen. @enepanbubix 3akoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCIOJIb30BaHUS Ha TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KJIACTEPA.
(. 6 BBeneH PenepanbHbIM 3aKk0HOM OT 29.06.2015 N 160-D3)

2. B ciyqasx, nIpelyCMOTPEHHBIX 4acThO | HACTOAIIEH CTAThH, JAOIyCKAETCsS BBO3 B PoccHilCKyO
denepanyio J€KapcTBEHHBIX IpenapaToB, He 3aperucTpupoBaHHbIX B Poccuiickoit denepanyu audo He
3apErMCTPUPOBAHHBIX B COOTBETCTBUM C aKTaMU, COCTaBJISIOIIMMHU ITpaBo Coro3a.

(B pen. ®enepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

3. JlekapcTBEHHBIE IIpeNaparThl, IpPeJHA3HAYEHHbIE JJI TYMaHUTApHON ITOMOLIH (COACHCTBUS) UITU
IIOMOIIM IIpU Ype3BbIYANMHBIX CHUTyauusx, BBO3ATca B Poccuiickyro ®enepanuio B IOPAIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoit ®enepanuu. 3anpemaercss BBO3 B Poccuiickytro
QDenepalMio  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENApaTroB, IPEJHA3HAYCHHBIX UL
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

ryMaHUTapHOH MOMOIIHU (COAEUCTBH) MIIM IOMOIIY NPH YPE3BbIYaHHBIX CUTYAIUSX.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CoTpyaHuuyecTtBO dpeaepanbHOro opraHa MCMNONHUTENbHOW BracTy,
ocyuiecTBnsowero yHKUMM No KOHTPOIIKO U HaA30py B 06nacTn TaMOXEHHOro aena, u
APYrMx ynosTHOMOYeHHbIX heaepanbHbIX OpraHOB UCMOSTHUTENBLHOU BacTu
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. YnojgHoMOYeHHBIE q)e;[epaﬂbHHe OpraHbl HWCIOJHUTEIbHON BJIACTH npeaoCTaBIAlOT B
pacnopspkeHre  (elepalIbHOTO OpraHa HCIOJHHUTENBHOM BIIACTH, OCYIIECTBISIOMIETO (DYHKIHHU 110
KOHTPOJIIO M HAJA30py B OONAaCTH TaMOXXCHHOTO Jeja, TOCYIapCTBEHHBIN PEecTp JIEKapCTBEHHBIX
CpencTB, a TakkKe HWHGOpPMAIMIO O BBIAHHBIX pPAa3pelICHUSAX Ha BBO3 KOHKPETHOH MNapTHH
JIEKapCTBEHHBIX CPEJNICTB B CITy4asix, yCTAaHOBJIEHHBIX 4acThio 3 craThu 47 Hactosmero denepanbHOro
3aKOHa.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2. ®enepanbHblii OpraH UCHOJIHUTEIBHOM BIACTH, OCYIIECTBIISIOMMA (QYHKIUU MO KOHTPOIIO U
HaJ30py B 0OJACTH TaMOXEHHOIO Jiena, MH(QOPMHUpYeT yKa3aHHbIE B uHacTU | HacTosmied crarbu
YIOJIHOMOYEHHBIE (hefiepalibHble OpTraHbl NCIOIHUTENIBHOM BJIACTH O BBO3€ JICKAPCTBEHHBIX CPEJCTB B
Poccuiickyro ®enepainnio 1 BbIBO3€ JIEKapCTBEHHBIX cpeAcTB U3 Poccuiickoit deneparuu mo Gpopme u B
HopsJIKe, KOTophle ycraHoBieHbI [IpaBurenscTBoM Poccuiickoit denepanuu.

(B pen. @enepanbbix 3aKkoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-P3)

Maea 10. PAPMALEBTUYECKAA OEATEJIbHOCTDb
CraTtba 52. OcyuwecTBneHue ¢papmMmaueBTUHECKON AEATENIbHOCTH

1. dapmaneBTHUecKasi JAEATEIBHOCTh OCYIIECTBISETCS OpraHU3alMsIMH ONTOBOW TOPTOBIU
JIEKApCTBEHHBIMH  CPEJICTBAMH,  alTeYHBIMH  OpPraHW3AlMSMH, BETEPUHAPHBIMHA  ANTEYHBIMHU
OpPTaHW3aIMsIMHA,  WHAWBHIYaJIbHBIMH  TPEANPHHUMATEISIMH,  HMCIONUMH  JIMICH3WIO  Ha
(bapManeBTHYECKYIO JESTeNbHOCTh, MEJUIMHCKHMHU OpraHU3alMsAMH, HMEIOIIMMH JIMICH3HI0 Ha
(apManeBTHYECKYIO JESTEIbHOCT, U UX OOOCOOJICHHBIMU TOAPAa3/eNeHUsIMHU, PAaCIOIOKEHHBIMH B
CEJIbCKUX HACENICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTe€UHbIe OPTaHU3aIMH, U BETEPHUHAPHBIMU
OpraHU3aIMsIMH, IMEIONUMH JMIIEH3UIO Ha (papMaleBTHUECKYIO 1A TeIbHOCTb.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-P3)

2. ®Ousznyueckwe JUIla MOTYT OCYIIECTBIATH (PapMarieBTUUYECKYIO ACSITCIBHOCTh TNPH HATHMYUH
BBICIIETO MJIM cpeAHero ¢apMaleBTUYECKOro o0Opa3oBaHUS U cepTHU(UKaTa CIeHuaiucTa Judo
MPONJICHHON aKKpEAUTAllMU CIIEeLHAINCTa, BBICHIETO WM CPEIHEro BETEpUHAPHOrO oOpa3oBaHHs (B
LeJSIX OCYIIECTBICHUS (hapMalleBTUUECKOM IeATETHHOCTH B cepe oOpalieHus JTeKapCTBEHHBIX CPEJICTB
JUIST BETEPUHAPHOTO TPHUMEHEHHsS), a TAKXKE BBICIIETO WM CPEIHEro MEIUIIMHCKOTO OO0pa30BaHUs,
ceprudukara crenuanucra 00 TPONICHHON aKKpeAWTANUW CIEIUAINCTa W JIOMOJHUTEIBHOTO
po¢eCCHOHAIBHOTO 00pa30BaHMsI B YaCTH PO3HUYHON TOPTOBJIM JICKAPCTBEHHBIMU TpernapaTamu Jist
MEUIIMHCKOTO MPUMEHEHHS IIPU YCIOBUU UX pabOThl B 000COOJIEHHBIX MMOAPA3ICICHUAX MEAUIIMHCKIX
OpraHM3allfii, yKa3aHHBIX B 4YacTu | HacTOsIIEN CTaThH.

(B pen. @enepanbHbix 3ak0HOB 0T 28.04.2023 N _149-D3, o1 29.12.2025 N 549-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

KoncynprantlIntoc: npumeyanue.

JlekapcTBeHHBIE TTpenapaThl JUIsi MEAUIIMHCKOTO TPUMEHEHNsI, BBEJICHHBIC B TPaKIaHCKUH 000pOT 110
29.11.2019, nmoaynexaT XpaHEHHIO, MEPEBO3KE, OTIYCKY, pPealu3alvu, Nepenade, MPUMEHECHHUIO 10
ucreyeHus cpoka ux rogHoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT neKapCTBEHHbIX CpeacTB AnA
MeAULUHCKOro NpUMeHeHusi
(B pen. enepanbuoro 3akona ot 30.01.2024 N 1-03)

(BBenena ®PenepanbHbIM 3akoHOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJIOM B IPpaKIaHCKHI 00OPOT KaKIOM CEpUHU MIIM KaXKIOW MapTHU MPOU3BEICHHOTO B
Poccuiickoit  ®enepaniui  JIEKapCTBEHHOTO TIpemapara il  MEIWIMHCKOTO TPUMEHEHHUs, 3a
UCKITIOYCHHEM HMMMYHOOUOJIOTMYECKUX  JIGKAPCTBEHHBIX MpPENapaTroB, MPOU3BOJUTENb  TaKOTO
JIEKapCTBEHHOTO Tperapara TpeACTaBIsSeT B JJCKTpOoHHOUW ¢opme B (QenepanbHblii  Opran
WCTIOJIHUTEIIbHON BIIACTH, OCYIICCTBISIONMN (QYHKIMKM 10 KOHTPOJII © HaI30py B cdepe
3Z[paBOOXpaH6HI/I$I, JlOKyMeHT HpOI/ISBOI[I/ITeJ'ISI J'IeKapCTBeHHOFO Cp@I[CTBa, HO}ITBep)KI[aIOHlI/Iﬁ Ka4dcCTBO
JIEKApCTBEHHOTO  Tpemapara, W  TOJATBEPXKACHUE  YIOJHOMOYEHHOTO  JIUIA  TPOU3BOJUTEIS
JIEKApCTBEHHBIX CPEJICTB COOTBETCTBHS JICKAPCTBEHHOTO Ipernapara TpeOOBaHUSAM, YCTAaHOBJICHHBIM MPH
€ro perucTpaluu.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1.1. Ilepen BBOAOM B rpaskJaHCKUI 000OpOT KaX/I0M CEpUN MM KaX10M NapTUU MTPOU3BEAECHHON B
Poccuiickoit ®@eneparuu  dapmareBTUYECKOH CyOCTaHIIMM MPOU3BOIUTENH TAKOTO JICKAPCTBEHHOTO
CpeICTBa MpPEACTaBIAET B DJIEKTPOHHON Qopme B (enepanbHblii OpraH HCIOJHUTEILHONW BIACTH,
OCYHIECTBISIONMN (QYHKIMM TIO KOHTPONIO U Haa30py B cdepe 3apaBOOXpaHEHHs, IJOKYMEHT
NIPOU3BOJUTENS  JIEKAPCTBEHHOI'O  CPEJCTBA, IMOATBEPXKIAIOIIMNA  KauecTBO  (papMalieBTUYECKOM
CyOCTaHIINH, U JIOKYMEHT, IMOATBEPKIAIOIINI COOTBETCTBUE JIEKAPCTBEHHOTO CPEICTBA TPEOOBAHUIM,
YCTQHOBJICHHBIM TIPU €ro TOCYZApCTBEHHOW pETHCTpallid WM PETHCTpalud, W OQpOpPMIICHHBIH
YIIOJIJHOMOYEHHBIM JIMIIOM IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPECTB.

(dactp 1.1 BBenena denepanbabiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. Ilepen BBOJOM B Tpa)KAAHCKUH OOOPOT Ka)J0H CepuUM MM KaXJ0il MapTUM BBO3UMOTO B
Poccuiickyro ®@enepanuio JIEKapCTBEHHOIO Ipemnapara Juisli MEAMIMHCKOIO INPUMEHEHUs, 3a
HUCKIIIOYCHHUCM I/IMMYHOGI/IOHOFI/I‘-IGCKI/IX JICKApCTBCHHBIX MPCIIapaToB, OpraHu3anusd, OCYUICCTBIIAIOIIAA
BBO3 JICKAPCTBEHHOTO Tpenapara B Poccuiickyto Deneparuio, MpeacTaBiseT B AIEKTPOHHON Gopme B
(denepanbHbI OpraH UCHOIHUTENBHON BIACTH, OCYLIECTBIIAIOMUN (PYHKIIUN 110 KOHTPOJIIO U HAA30pY B
cepe 3IpaBOOXPAaHEHMs, JOKYMEHT INPOU3BOAMTENS JIEKAPCTBEHHOI'O CPEJCTBA, IMOATBEPKAAIOLIMIMA
KayecTBO  JIEKAPCTBEHHOI'O  Mperapara, W  MNOATBEPXKJIEHHE  MpPEJICTaBUTENsl  OpraHMU3alluy,
OCYIIECTBIIAIOLIEN BBO3 JIEKAPCTBEHHOIO Ipenapara B Poccuiickyro ®enepanuio U yrnoJHOMOYEHHON
HHOCTpAHHBIM IMPOU3BOAUTCIICM JICKAPCTBCHHBIX CPCACTB, COOTBCTCTBUA BBO3MMOI'O JICKAPCTBCHHOI'O
npenapaTta TpeOOBaHUSAM, YCTAaHOBIIEHHBIM IIPH €70 PETUCTPALIMH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2.1. Tlepen BBOJAOM B TpakIaHCKHUN OOOPOT KaXKION CEpUU WM KaXJAOW MapTHH BBO3UMOW B
Poccuiickyro ®enepanuio (papmarieBTHISCKON CyOCTaHIIMA OpraHW3aIlus, OCYIICCTBIISIONIAS BBO3
TaKOTO JIEKapCTBEHHOTO cpencTBa B Poccuiickyro denepaluio, MpeACTaBIseT B AIEKTPOHHOU dopMe B
(benepanbHBI OpraH UCTIOIHUTEIBHONW BIACTH, OCYIIECTBIISIONNN (PYHKIMU IO KOHTPOJIIO U HAA30PY B
chepe 3ApaBOOXpAHCHHS, TOKYMEHT MPOW3BOJUTENS JICKAPCTBEHHOTO CPENCTBA, IMOATBEPIKIAIONIUI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

Ka4yecTBO (papMalleBTU4eCcKoil cyOcTaHInu.
(uactb 2.1 BBenneHa @exnepanbHbiM 3ak0HOM OT 30.01.2024 N 1-D3)

3. Tlopsimox mpencTaBieHUss B COOTBETCTBUM ¢ yacTsmu 1, 1.1, 2 u 2.1 Hacrosimieil craTbu
JOKyMEHTOB M CBEICHMM O JIEKQPCTBEHHBIX CPEJCTBAX, BBOAMMBIX B TPaXITaHCKUU 0OOpOT,
ycranaBnuaetcs [IpaButenscTBoM Poccuiickoit @enepanuu.

(dactb 3 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B OTHOIIEHMM TEPBBIX TPEX CEPUM WIM NApTUH JIEKAPCTBEHHOIO IIpernapara, BIEPBBIE
npousBezeHHoro B Poccuiickoit @enepannu nim BuepBbie BBo3uMoro B Poccuiickyro @enepanuto (6e3
ydeTa JO3MPOBKH) B PaMKax OJHOTO PETUCTPAIMOHHOTO YJIOCTOBEpEHHs, B (eaepaibHbIi OpraH
WCTIOJTHUTENIBHOW ~ BJIACTH, OCYHIECTBISIIOIINK (YHKIMM 10 KOHTPOJIIO W HAm30py B cdepe
3/IpaBOOXpPaHEHUS, JOMOJIHUTEIBHO MPEICTaBIsIeTCS IPOTOKOI HCTIBITAHUM O COOTBETCTBUU CEpUU HIIN
IapTHH JIEKapCTBEHHOIO Ipenapara il MEOULMHCKOIO IPUMEHEHHs IOKa3aTelsiM KadecTBa,
NPEJyCMOTPEHHbBIM HOPMAaTUBHOW JOKyMEHTauuel, uiIu TpeOOBaHUSAM, YCTaHOBJICHHBIM IpHU
perucTpallii B COOTBETCTBUM C akKTaMH, cocTaBisiroliuMu npaBo Corosza (zmajee - TNPOTOKOI
UCIBITaHUI), POBOAMMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBUHU C 3aKOHOJATEIbCTBOM Poccuiickoit
@Qenepanii 00 aKKpeAMTAalMM B  HALMOHAJIBHOM CHCTEME aKKpeIuTauuu (QeaepantbHbIMU
rOCy/apCTBEHHBIMU OIO/PKETHBIMU  YUPEKICHHUSIMH, [OJIBEIOMCTBEHHBIMU (eIepaIbHOMY OpraHy
UCIIOJHUTEJIBHOM ~ BJIACTH,  OCYLIECTBIAIOIIEMY (YHKUMM IO  BbIpa0OTKE M pealu3anuu
rOCyJJapCTBEHHOHN MOJUTUKH U HOPMATHBHO-IIPABOBOMY PEryJIMPOBAaHUIO B cdepe 3ApaBOOXpAHEHUS, U
¢benepanbHOMY OpraHy MCIOJHHUTEIBHON BIIACTH, OCYILIECTBISAIOMIEMY (GYHKIHMH MO KOHTPOJIO H
Ha/30py B chepe 3apaBooxpaHeHus. JlomyckaeTcss TpeACTaBICHHE MPOTOKOJA HCHBITAHUH,
MIPOBEJICHHBIX C HCIOJIb30BAHUEM CPEJCTB JAHWCTAHIIMOHHOTO B3auMojelcTBUsA. [lopsAnoK Bblaaun
yKa3aHHbIMH (heiepaTbHBIMU TOCYJaPCTBEHHBIMH OOKETHBIMU YUPEKIACHUSIMHU JAHHOTO MPOTOKOJIA U
pa3mMep IJaThl 3a €ro Bbliady ycranasiuparoTces [IpaBurensctBoM Poccuiickoit @enepanum.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.1. IlpencraBieHne NpOTOKOJA MCIBITAHUM JOIYCKAaeTCs TOJbKO B OTHOIIEHUU IIEPBOM Cepun
WJIM TIEpBOM MMAPTUH JIEKAPCTBEHHOIO IIpernapara, BIIepBble IPOU3BeIeHHOro B Poccuiickon denepanuun
Wi BHepBble BBO3UMOro B Poccuiickyto denepannio (3a UCKIIOYEHUEM JIEKAPCTBEHHBIX IPENapaToB,
yKa3aHHBIX B 9acTsx 4.2 u 4.3 HACTOSIICH CTaThH), B CIydae MPEAOCTABICHHS CBEJICHUH O JAaTe BhIIAYN
U PEruCTPAalMOHHOM HOMEPE 3aKJIIOYEHUs COOTBETCTBUS INPOM3BOJACTBA JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM [pPaBUI HaAJeKalleld MPOU3BOACTBEHHON MPAKTUKH, BBIAAHHOTO YIIOJHOMOUYEHHBIM
(denepanbHBIM OpPraHOM HCIIOJIHUTENBHOW BJIACTH, WIM CepTU(HUKATa COOTBETCTBUS MPOHM3BOJICTBA
JICKApCTBEHHBIX CPEJICTB TpeOOBAaHUSAM [OpPAaBMJI  HAJUIeKAlIeHl MPOM3BOJACTBEHHOM MPAKTHUKH
EBpa3uiickoro 3KOHOMHYECKOI0 COK03a, BBIJAHHOTO YIIOJJHOMOYEHHBIM OPIaHOM I'OCYJIapCTBa - 4ji€Ha
EBpa3miickoro  SKOHOMHYECKOIO  COK3a, B  OTHOWIEHHWM  IPOU3BOJCTBEHHOW  IUIOIIAJIKH
(MpOU3BOACTBEHHBIX IJIOLIA0K), OCYIIECTBISAIONIEH IPOU3BOJICTBO TOTOBOH JIEKapCTBEHHON (OPMBI U
BBIIYCKAIOIIMKA KOHTPOJIb Ka4yeCTBa JIEKAPCTBEHHOI'O Tpernapara, Mpu yCJIOBUU OTCYTCTBUS B TE€UYECHHE
TpeX JIeT, MPEAUISCTBYIOUIUX JAaTe€ BbIAAYM IMPOTOKOJIA HCIBITAHWN, CIIy4acB BBbIABJICHUS
HECOOTBETCTBHS YCTAaHOBJICHHBIM TPEOOBAHUSAM KadyeCTBA JIEKAPCTBEHHBIX CPEACTB, MH(pOpMALHUsi O
KOTOPBIX OITyOJIMKOBaHa Ha caiiTe ¢enepaabHOro OpraHa MCIOJHUTEIHHON BIACTH, OCYIIECTBIISIONMIETO
(YHKIIUH 110 KOHTPOJIIO U Ha/A30py B cepe 3ApaBOOXPAHEHHUS, B OTHOLUICHUH BCEX MPOU3BOJCTBEHHBIX
IUIOLIAI0K, OCYLIECTBIIAIOIINX IIPOU3BOICTBO JIEKAPCTBEHHOIO Mpenapara U BbITYCKalOIIMM KOHTPOJIb
KauecTBa JIEKAPCTBEHHOTO IIpenapara.
(uactb 4.1 BBennena @exnepanbHbiM 3aKk0HOM OT 30.01.2024 N 1-D3)

4.2. He TpeOyercs mpeacTaBleHUE MPOTOKOJIA WCIBITAaHWM, yKazaHHOro B dactu 4 wimu 4.1
HACTOSIIEH CTaThbU, B OTHOLIEHWU OP(PaHHBIX JEKAPCTBEHHBIX MPENApPaTOB, BHICOKOTEXHOJIOTHYHBIX

www.consultant.ru CrpaHuua 119 n3 156
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100409&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100409&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100411&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100411&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100057&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100057&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100413&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100413&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=191811&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=191811&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454370&amp;date=26.05.2026&amp;dst=100015&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454370&amp;date=26.05.2026&amp;dst=100015&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100414&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100414&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JICKApCTBEHHBIX MPENapaToB, MOJYYSHHBIX U3 OMOJIOTMYECKOTO MaTepuaa OnpeelieHHOTO YelloBeKa U
MpeIHa3HAYEHHBIX JIJIS IPUMEHEHUS 3TOMY KE YETIOBEKY.
(dactb 4.2 BBegeHa denepanbubiM 3akoHoM 0T 30.01.2024 N 1-D3)

4.3. B oTHOILIEHWH OAHOW CEpUM WM OJHOM MAPTUHU BHICOKOTEXHOJIOTHYHOTO JIEKAPCTBEHHOTO
npenapara (3a UCKIIOUYCHHEM BBICOKOTEXHOJOTUYHBIX JICKAPCTBEHHBIX MPEMapaToB, TMOJYYCHHBIX W3
OMOJIOTMYECKOT0 MaTepralia ONPEICICHHOTO YeJIOBEeKa M NPeIHa3HAYCHHBIX JJI1 IPUMEHECHHS dTOMY Ke
YeloBeKy), BIIEpBbIe MpousBeneHHOoro B Poccwiickoit @enepanyii WM BIEpPBblE BBO3MMOIO B
Poccuiickyro @enepainio, IpeacTaBiseTcsl IPOTOKON HCHBITAHUM, MPOBEAECHHBIX C HMCIOJIb30BAHHEM
CPE/ICTB IUCTAHIIMOHHOI'O B3aUMOJCICTBHUS B TEUCHUE MEPBBIX TPEX JIET MOCJE BBOJA TAKOTO IIpenapara
B I'PaX/IaHCKHUI 000POT.

(dactp 4.3 BBegeHa enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

5. ExxeronHo He mo3aHee | ampesst IpOU3BOAMTEINN JIEKAPCTBEHHBIX CPEJCTB WM OPraHHU3aLUU,
OCYLLIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX MpemnapaToB B Poccuiickyro denepaunuio, MpeacTaBisioT B
(denepanbHBIA OpraH UCTIOTHUTEILHON BIACTH, OCYIIECTBISIOMUN (PYHKIIUU 10 KOHTPOJIO U HAA30PY B
cepe 3ApaBOOXpaHEHUS, MPOTOKOJ HCIBITAHUN IOCTYMHMBIIETO B TEUEHHE NPEIIICCTBYIOLIETO
KaJIEHAApHOTr0 rojJia B IpakJaHCKUN 00OpOT JEKapCTBEHHOI'O Mpernapara COrIaCHO PEerucTpaliOHHOMY
YAOCTOBEPEHUIO (Ha OJHY CEpPHI0 TOPrOBOIO HaWMEHOBAHHS C Y4ETOM JIEKapCTBEHHOUM (OpMBI OJTHOM
JO3UPOBKH), MPOBOAUMBIX AaKKPEIUTOBAHHBIMH B COOTBETCTBHUHM C 3aKOHOJATENbCTBOM Poccuiickoit
Oenepanii 00 aKKpeAWTAllMM B HAlMOHAIBHOM CHUCTEME aKKPEOUTAIIMH HUCIBITATEIbHBIMU
naboparopusimu (1eHTpamu). [IpencraBieHre mpoToKoiIa UCTIBITAHUH, MPEAYCMOTPEHHOTO HACTOSIIICH
4acTbl0, B OTHOILIEHUH JIEKAPCTBEHHBIX IPENapaTroB, YKa3aHHbIX B 4YacTU 4.2 HACTOSIIENW CTaTbH,
JIONyCKAeTCsl OJIMH pa3 B TPU rojia IpH YCIOBUHU UX BBOJA B rpakaaHckuil o0opot. [Ipu npencrasnenun
MIPOTOKOJIA UCTIBITAHUH, PETyCMOTPEHHOTO YacTsiMu 4 u 4.1 HacTOsIIIEH cTaThH, B (heAepabHbIi OpraH
WCIIOJIHUTENIbHOM BIACTH, OCYIIECTBISIOMMI (YHKUMKM 1O KOHTPOJIID M HaaA30py B cdepe
31paBOOXPAHEHHUs, TPOTOKOJ UCTIBITAHUMN, MPEyCMOTPEHHBIN HACTOSILEH YacThlO, B YKa3aHHBIA OpraH
HE IIPEACTABIISICTCS.

(uactp 5 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5.1. TlpowsBoauTenu JIEKAPCTBEHHBIX CPEACTB WM OpraHW3allid, OCYILIECTBIISIIOIIME BBO3 B
Poccuiickyro @enepaiiio BRICOKOTEXHOJIOTHYHBIX JICKAPCTBEHHBIX MPENapaToB, BMECTO IMPOTOKOJA
UCIBITAaHUH, NMPEAYCMOTPEHHOTO YacThi0 5 HACTOSIIEH CTaTbhH, BIpaBe MPEACTaBUTH B (elepaibHbIN
OpraH HCIOJIHUTEIBHON BIIACTH, OCYIIECTBISIIONIMK (YHKIMU TO KOHTPOJNIO M HaA30py B cdepe
3IpaBOOXPAHEHHUS, CBEJACHUS O JaT€ W PETUCTPAIMOHHOM HOMEpPE 3aKIIOYEHUSI O COOTBETCTBUU
MIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJCTB TPEeOOBAHHMSM MPABUI HAAJEXKANEH TPOU3BOJICTBEHHON
MPAKTUKA WU CepTH(HUKATAa COOTBETCTBHUS IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM
[paBWJI HAJJISKAIIEH TPOU3BOICTBEHHOM MPAKTUKU EBPa3HilcKOro 3KOHOMHYECKOTO COK03a, BBIIAHHOTO
YIOJIHOMOYEHHBIM OpPraHOM TOCyJapcTBa - 4WieHa EBpa3uiicKOro 3KOHOMHMYECKOrO COr03a, IS
MPOM3BOJCTBEHHONW IUIOMIAAKU (TIPOM3BOACTBEHHBIX IUIOMIA/IOK), OCYIIECTBISIONMIEH MPOU3BOACTBO
TOTOBOM JIEKAPCTBEHHOH ()OPMBI U BHIMTYCKAIOIINN KOHTPOJIb KaueCTBA JIEKAPCTBEHHOTO Mpernapara.
(uactsp 5.1 BBeneHa @enepasbHbIM 3akoHOM OT 30.01.2024 N 1-D3)

6. IlpousBoauTenu JEKapCTBEHHBIX CPEJICTB WJIM OpraHU3allud, OCYILECTBISIONINE BBO3
JIEKapCTBEHHBIX IpernapaToB B Poccuiickyro denepanuio, He MEHEE 4eM 3a OJMH I'OJl 10 MNIAHUPYEMBIX
IIPUOCTAHOBJICHUSI WM IPEKPalICHHsl IPOU3BOJICTBA JICKAPCTBEHHBIX IPEMNApaTOB WIM HMX BBO3a B
Poccuiickyro ®eneparnuio yBemOMISIOT 00 3TOM B 3IEKTpOHHOW (opme deaepanbHbId Opraxn
UCTIOJHUTENIBHOM ~ BJIACTH, OCYUIECTBISIOMMN (YHKIMM 10 KOHTPOJIK W HAA30py B cdepe
3/IpaBOOXpaHeHus U (efepaibHblii OpraH HCIOTHUTEIBHOW BIIACTH, OCYIIECTBISIONINA (YHKIHH T10
JIMLEH3UPOBAHMIO IIPOU3BOICTBA JICKAPCTBEHHBIX CPE/ICTB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

7. BBox B rpakJaHCKHii 000pOT Ka)XIOM cepuu WIM KaXJIO0W MapTUM MMMYHOOHOJIOTHYECKOTO
JICKapCTBEHHOI0 Ipenapara, MNpous3BeneHHoro B Poccuiickon ®dexepaiuu WM BBO3UMOIO B
Poccuiickyro ®@enepanuio, OCYIIECTBISECTCS Ha OCHOBAHWHW pa3pelIeHHs], BBIAHHOTO (enepaabHbIM
OpPraHOM HCIIOJIHUTENbHON BIIACTH, OCYIIECTBISIONUM (PYHKIMH MO KOHTPOJIO M Haa30py B cdepe
3/IpaBOOXPAaHEHMs], Ha OCHOBAHMHU BBIJAHHOIO (peepanbHbBIMU TOCYJIapPCTBEHHBIMU OOKETHBIMU
YUPEXKIECHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOALIEH CTaTbH, 3aKIFOYEHHUS O COOTBETCTBUU CEPUM WU
NapTUH UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO MpenapaTa TpeOOBaHUSAM, YCTAaHOBJICHHBIM IPHU €T0
rOCyJapCTBEHHOH peructpanuu. [1opsaaok BeIAaYM pa3peiieHus: Ha BBOJ B TPaXKJAHCKH 000POT cepuu
WIKM TapTUd UMMYHOOMOJIOTMYECKOro JIEKApCTBEHHOIO IIpernapaTa, a TakkKe MOpsSI0K BblAaun
YKAa3aHHOTO 3aKJIOYEHHs M pazMep IUiaThl 3a €ro BbIAady ycTaHaBiauBarTcs [IpaBurenscTBOM
Poccuiickoit denepariumu.

7.1. ®opMma U NOPAJOK NMPOBEACHUS UCIBITAHUM, YKa3aHHBIX B 4acTsax 4, 4.1, 4.3 u 5 HacTosAmen
CTaTbH, B TOM YHUCJIE C HCIIOJIB30BAHUEM CPEACTB AUCTAHIIMOHHOTO B3aMMOJEHCTBYS, YCTaHABIMBAKOTCS
IIpaBurensctBoM Poccuiickoit deneparuu.

(dactp 7.1 BBegena denepanbubiM 3akoHOM 0T 30.01.2024 N 1-D3)

8. 3a HempencTaBlieHWE WJIM HECBOECBPEMEHHOE TMPECTaBICHUE JTOKYMEHTOB W CBEICHUH,
NpeaycCMOTpeHHbIX yacTsmu 1, 2, 4, 4.1, 43, 5, 5.1 u 6 Hacrosiel cTaTbu, MNPOWU3BOIUTEIU
JIEKapCTBEHHBIX CPEJCTB U OPTraHM3allMH, OCYIIECTBISIONINE BBO3 JIEKAPCTBEHHBIX IMpENapaTtoB B
Poccuiickyto denepanuto, HECyT OTBETCTBEHHOCTh B COOTBETCTBHM € 3aKOHOJATEILCTBOM Poccuiickoit
denepauuu.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

9. IlpencraBneHue JOKYMEHTOB M CBEICHUM, NPEIYCMOTPEHHBIX YacTamu 1, 2 u 4 Hacrosmen
CTaTbd, M IOJIyYCHHE IPEIyCMOTPEHHOIO 4YacTbl0 7 HACTOSALIEH CTaTbW pa3pelleHHus Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOI'O Ipernapara B TIpaKAaHCKUH o000poT He TpelyroTcs B
OTHOIIEHNUU JIEKAPCTBEHHBIX IPENaparoB, IPEJAHA3HAUYEHHBIX Ui MPOBEACHUS KIMHUYECKHUX
HCCIIE0OBAHUM JICKaPCTBEHHBIX IIPENapaToB, NPOBEACHUSA DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB UL
OCYILECTBIIEHUSI TOCYAAPCTBEHHOW PETMCTPALMU JIEKAPCTBEHHBIX IIPENApaToB, a TAKXKE B OTHOLICHUH
HE3apEeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, MPEAHA3HAYCHHBIX IS OKA3aHUS MEIUIMHCKON
IIOMOLIY I10 JKU3HEHHBIM II0Ka3aHUSAM KOHKPETHOIO NMAlUEHTAa WM IPYIIbl NAUEHTOB, BBO3UMBIX B
Poccuiickyro ®@enepanuto B cooTBeTCTBUU € vacTsaMu 3 U 3.1 cratbu 47 Hacrosmero denepajbHOro
3aKOHa.

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

10. Ilpu BbISIBIEHUM B TpakJaHCKOM O0OOpOTE CEpUM WM NapTUHU JIEKApCTBEHHOTO Mpernapara,
JIOKYMEHTBI ¥ CBEICHUSI O KOTOPBIX, IPEAYCMOTpeHHbIe yacTsamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 HacTosmen
CTaTbU, HE IPEJCTaBlIeHbl B (efepaibHblii OpraH HCIOJIHUTENBHOM BIIACTH, OCYILECTBIISIOLINMA
(GYHKIMH 10 KOHTPOJIO M Haa3opy B cdepe 3apaBOOXpaHEHMs, JTUOO Cepuu WM HapTHH
MMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOT'0 IIpernapara, HE MMEIOIIMX pa3pelieHuss Ha BBOJ B
IpaXIaHCKUI 00OpOT, MPEIYCMOTPEHHOTO YacThlO 7 HACTOsIIeH cTaThd, (enepanbHblii OpraH
WCTIOJTHUTENIGHOW ~ BJIACTH, OCYHIECTBISIIOIINK (YHKIMM 10 KOHTPOJIIO W HAm30py B cdepe
3/IpaBOOXpAHEHNUs, B NOpAJIKe, ycTaHOBIEHHOM [IpaBurensctBoM Poccuiickoit @enepannn, TpuHUMAET
peleHre O MPEKpalleHUH IPa)XJIaHCKOro o0OpoTa TaKUX CEpUM WINM MAapTHHU A0 MpeACTaBICHUS
yKa3aHHbIX JOKYMEHTOB U CBEIECHUI MO0 MOJTyuyeHHs YKa3aHHOTO pa3pereHms..

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

www.consultant.ru CrpaHuua 121 n3 156
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100422&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100422&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=392082&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=392082&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100104&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100104&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100013&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100013&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100073&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100073&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100423&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100423&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100425&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100425&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470335&amp;date=26.05.2026&amp;dst=100056&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=470335&amp;date=26.05.2026&amp;dst=100056&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100162&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=506781&amp;date=26.05.2026&amp;dst=100162&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100426&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=523261&amp;date=26.05.2026&amp;dst=100426&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

KoncynprantlIntoc: npumeyanue.

Cr. 52.2 He pacupoCTpaHAETCs Ha CEpUM JEKAPCTB JUIsl BETEPUHAPHOIO MPUMEHEHUS, BBE/ICHHbBIE B
rpaxaanckuii 06opot g0 01.09.2023, xoTopble MOMIEKAT MPUMEHECHHIO 10 MCTEYCHUS CPOKa HMX
rogHocTt (D3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxpaaHCKMmM OOOpPOT JieKapCTBEHHbIX MpenapatoB AnA
BeTepUHAPHOro NpMMeHeHuns

(BBeneHa ®PenepanbHbIM 3akoHOM 0T 02.07.2021 N 317-D3)

1. Tlepen BBOAOM B TpaXIaHCKUH OOOPOT KaXIOW CepuHM Npou3BeAeHHOTO B Poccuiickoi
®enepanud  JIEKapCTBEHHOrO IMpenapaTta JJisi BETEPUHAPHOIO TMPHUMEHEHHS, 32 HUCKIIOYEHUEM
MMMYHOOHMOJIOTHYECKOTO  JISKAPCTBEHHOT'O0  Tpemapara Uil  BETEPUHAPHOTO  TPUMEHEHUS,
MIPOU3BOAUTENL TAaKOI0 JIEKAPCTBEHHOrO Ipemnapara IPEACTaBIISIET B YBEIOMUTEIBHOM IOPSIAKE B
(denepanbHBIA OpraH UCIOJHUTEIBHON BIIACTH, OCYIIECTBISIOMUN (DYHKIIUU 1TO0 KOHTPOJIO (HAA30py) B
cdepe obparieHus JeKapCTBEHHBIX CPEJICTB JJII BETEPHHAPHOTO MPUMEHCHHSI:

1) 1OKYMEHT NpOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, IOATBEPKAAIOMIUNA COOTBETCTBUE
KadecTBa JIEKAPCTBEHHOT'O Ipernapara Uisi BETEpPUHAPHOTO NPUMEHEHUsS, BBOJAMMOIO B I'PAKIAHCKHUI
000poT, TpeOOBAaHUAM, YCTAHOBIEHHBIM IIPH €T0 TOCYAaPCTBEHHON PETUCTPALINU;

2) TMOXATBEPXAECHUE YIOJIHOMOYEHHOIO JIMIAa IPOU3BOAMUTENS JIEKAPCTBEHHBIX  CPEJICTB
COOTBETCTBHUSl  JICKAPCTBEHHOTO IMperapara [uis BETEPHUHAPHOTO IPHMEHEHHs TpeOOBaHUSM,
YCTaHOBJICHHBIM IIPU €TI0 TOCYAAPCTBEHHOU PETUCTPALIAH.

2. Tlepex BBOAOM B TpakJaHCKUH O00OPOT KaXAOW CEpUM BBO3UMOIrO (IEpEMEIIaeMoro) B
Poccuiickyro ®enpepanuio JE€KapCTBEHHOrO IIpernapara JJisi BETEPUHAPHOTO NPUMEHEHHs, 3a
UCKJIIOYEHHEM MMMYHOOHOJIOIMUYECKOTrO JIEKAPCTBEHHOTO Ipenapara Ul BeTepUHAPHOIO MPUMEHEHUS,
OpraHu3alys, OCYLIECTBIAIONIAs BBO3 (MepeMeleHne) JIEeKapCTBEHHOr0 IpenapaTa Al BETepUHApHOTO
npumeHenus B Poccuiickyro deneparnuio, MpeaCcTaBIsSeT B YBEAOMHUTEIBHOM MOpPAIKE B (enepaabHbIi
OpraH HWCIOJHUTENBHOW BIIACTH, OCYIICCTBISIIOIIMN (YHKIMH IO KOHTpONIO (Ham3opy) B cdepe
oOpallieHus JIEKapCTBEHHBIX CPECTB /ISl BETEPUHAPHOIO IPUMEHEHUS:

1) HMOKYMEHT TpPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB, TOJITBEPKIAAONIUNA COOTBETCTBHE
KadecTBa JICKAPCTBEHHOTO IpernapaTa JUisi BETEPUHAPHOTO NMPUMEHEHUS, BBOJUMOIO B T'PaKIaHCKHI
000poT, TpeOOBAaHUSAM, YCTAHOBIEHHBIM IMIPH €T0 TOCYAaPCTBEHHON PETUCTPALIUU;

2) MOATBCPXKACHUC JIMIA, YIIOJIHOMOYCHHOI'O ACPIKATCICM WM BJIAACIIBICM PETUCTPALIMOHHOIO
YAOCTOBEPEHUSI JIGKAPCTBEHHOTO Tpenapara JUisi BETEPUHAPHOTO TMPUMEHEHHUS, COOTBETCTBHS
JIEKapCTBEHHOI'O IpernapaTa Jjisi BETEpUHAPHOTO NMPUMEHEHHsI TPeOOBAHUSAM, YCTAHOBJIEHHBIM IIPU €ro
rOCyIapCTBEHHOM PEruCTpaIvu.

3. BBoxg B rpaxmaHckuii o6opoT BBO3MMOro (mepemeriaemoro) B Poccuiickyro denepanmio
JIEKApCTBEHHOr0 Tpernapara [Jisi BETEPUHAPHOTO NPUMEHEHUS OCYILIECTBIAETCS MpU HAIUYUU
3aKJIIOUYEHUST O COOTBETCTBUHM TPOM3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEeOOBAaHUSM IPABHII
HaJyIeKalled MPOU3BOJCTBEHHON MPaKTUKH, BBIJIAHHOTO YIIOJHOMOYEHHBIM (eAepabHbIM OpraHOM
WCTIOTHUTEIIbHOW BJIACTH JUIsl TIPOM3BOJCTBEHHOW IUIONMIAJIKK JICKAPCTBEHHOTO TIpemapara Jyist
BETEPUHAPHOTO MIPUMEHEHHSI, BBOJUMOTO B IPAXKIAHCKUI 000POT.
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4. JIuno, ynoJHOMOYEHHOE JEp)KaTeleM WM BJIAAENIbLIEM PETUCTPALMOHHOIO YIOCTOBEPEHUS
JEKapCTBEHHOTO TIperapaTra JUisi BETePUHAPHOTO MPUMEHEHHS, OJKHO OBITh AaTTeCTOBAaHO B
YCTaHOBJICHHOM YIIOJHOMOYCHHBIM (De/iepaqbHbIM OPTaHOM HCTIOJHUTEIIBHON BIACTH MOPSJIKE U UMETh
CTaX pabOThl HE MEHee 4YeM IIATh JIET B OOJacTH MPOM3BOJACTBA W (WMJIM) KOHTPOJIS KauecTBa
JIEKApCTBEHHBIX CPEACTB JMOO B 001acTH MOHUTOpUHTA dS(PPEKTUBHOCTH U  0€30MaCHOCTH
JIEKAPCTBEHHBIX MPENApPAaTOB JJI1 BETEPUHAPHOTO NPHUMEHEHHS, MPOBOAUMOrO JEpXkKaTeleM WIn
BJIQJIENBIEM PETHCTPALMOHHOTO YAOCTOBEPEHUsl JIEKAPCTBEHHOTO Ipernapara JJjisi BETEPUHAPHOTO
MPUMEHEHHUS JUOO0 yMOJHOMOYEHHBIM HMH FOPUIMYECKHUM JIMIIOM, BBICIIEe OOpa3oBaHUE
COOTBETCTBEHHO [0 OJHOM W3 cleuuasbHOCTEd W (WIM) OAHOMY M3 HaIpaBICHUH IOATOTOBKH:
Oouosorusi, OWOTEXHOJOTUS, BETEPUHAPHUSA, BETCPUHAPHO-CAHUTAPHAS ODKCIEPTH3a, KIMHUYECKAs
MEIIWIIMHA, paJHallOHHAs, XMMHUYECKass M OWoJoruyeckas 3amura, Qapmarus, GyHIaMeHTaIbHAs
MEJIMLMHA, XUMUYECKasl TEXHOJIOTHSI, XUMUS.

5. llopsaok mpencTaBieHHs] B COOTBETCTBUM € YacTsMHU | M 2 HACTOALIEH CTaTbU JOKYMEHTOB U
CBEJICHUH O JICKapCTBEHHBIX IIperaparax uisi BETEPUHAPHOIO MPUMEHEHHS, BBOJUMBIX B IPAXKIAHCKHUI
obopoT, ycranaBnuBaercs [IpaBurensctBoM Poccuiickoit @eneparuu.

6. B oTHOmIeHMM TEpPBBIX ABYX CEpUil JIEKAPCTBEHHOTO TIpermapara [jsi BETEPUHAPHOTO
IIPUMEHEHHUs, BIEPBBIE Npou3BeAeHHOro B Poccuiickon ®Penepanyii WM BIEPBBIE BBO3UMOTO
(mepememaemoro) B Poccuiickyro ®Denepanuio, B ¢eaepalbHbIi OpraH HCIOJHUTEIBLHOW BJIACTH,
OCYIIECTBISIONUI (PYHKIHH 110 KOHTPOIO (HaA30py) B chepe oOpaiieHus TeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOT0 MPUMEHEHHUSI, HApSAy C IOKYMEHTaMHU, IPEelyCMOTPEHHBIMU YacTIMHU | U 2 HacTosiei
CTaThbH, MPEACTABIISIIOTCSA MPOTOKOJbl HCHBITAHUM O COOTBETCTBUU JTUX CEPUM JIEKAPCTBEHHOTO
npenapara Jjisi BETepUHAPHOTO MPUMEHEHHUS MOKa3aTessIiM KauecTBa, MpelyCMOTPEHHBIM HOPMAaTHBHBIM
JOKyMEHTOM (7jajiee - TMPOTOKOJI WCIBITAHWI), MPOBOJUMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBUU C
3aKOHOJIAaTeILCTBOM  Poccuiickori ®Denepanuui 00 aKKpeIWTallid B  HAIMOHAJIBHOM  CHCTEME
aKKpeIUTAIUU UCTIBITATEIbHBIMU J1A00PaTOPHUSIMH (LIEHTPAMU).

7. ExxerogHo He mo3aHee | (eBpans mpou3BOAUTENH JIEKAPCTBEHHBIX CPEACTB UM OpraHU3alluHy,
OCYIIECTBIISIIONINE BBO3 (MIEpEMENICHHUE) JIEKAPCTBEHHBIX MPENapaToB Uisi BETEPUHAPHOTO MPUMEHEHHS
B Poccuiickyto ®epepanuio, NpeaCTaBISIIOT B (enepanbHbli OpraH HCHOJHUTENIBHON BJIACTH,
OCYIIECTBIISIOMMNA (PYHKITUU TI0 KOHTPOJIIO (HAA30py) B chepe oOparieHus IeKapCTBEHHBIX CPEIICTB IS
BETEPUHAPHOTO NMPUMEHEHHUSI, IPOTOKOJI MCHBITAHUN MOCTYNHBILETO B TEUEHHE IoJa B TPakIaHCKUN
000pOT JIEKApCTBEHHOTO Tpernapara Jjisi BETepUHAPHOTO MPUMEHEHHsI KOHKPETHOTO MPOU3BOIUTENS (Ha
OJIHy CEpPHI0 KaXJIOT0 TOPrOBOIO HAMMEHOBAaHUS C YYETOM JIEKApCTBEHHOW (opMbl, a s
JIEKaApCTBEHHOT'O npenapara JUTSt BETEPUHAPHOTO MPUMEHEHUS, HE SIBJISIFOLIIETOCS
I/IMMYHO6I/IOJ'IOFI/I‘~I€CKPIM, TaKXKE€ C YUCTOM [[OSI/IpOBKI/I), MMPOBOAMMBIX AKKPCAWTOBAHHBIMHU B
COOTBETCTBUHU C 3aKOHOJATEILCTBOM Poccmiickoit deneparuu 00 akKpeAUTAIlMd B HAIMOHAIBHOMN
CUCTEME aKKpeIUTAIMH UCIIBITATeIbHBIMU J1a00paTOPUAMU (LICHTPAMHU).

8. BBox B rpaxIaHCKU 0OOpPOT HMMMYHOOMOJOTHUECKOTO JIEKapCTBEHHOI'O Ipernapara Jyls
BETEpPUHAPHOTO TPUMEHEHHUs, mpou3BeaeHHoro B Poccuiickoil @enepanuu WIK  BBO3MMOTO
(nepememaemoro) B Poccuiickyto ®enepaiuio, OCylIECTBISIETCS HAa OCHOBaHUU pa3pelieHHUS,
BBIJAHHOI'O @CﬂepaﬂbHIﬂM OopraHom HUCIIOTHUTETbHON BJIaCTH, OCYIICCTBJIAIOIIUM (1)YHKHI/II/I I10
KOHTpOJTIO (Haa30py) B chepe oOpaleHus JeKapCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO MPUMEHEHHUS.
VKkazaHHOE paspelleHHe BbIJAETCd Ha OCHOBAaHMM IPOTOKOJA  MCIBITAHUM, IMPOBOAMMBIX
aKKpeIMTOBaHHBIMU B COOTBETCTBHUHM C 3aKOHoJaTenabcTBOM Poccuiickoit deneparun 00 akKpeaUTaIH
B HAalMOHAIBHOM cHCTEME aKKpeIuTallud OpraHMU3alUsAMH, TMOABEIOMCTBEHHBIMHU (eaepaTbHOMY
OpraHy HCHOJHHUTEIBHON BIIACTH, OCYIIECTBIIAIOMEMY (YHKIHMHA MO BBIPAaOOTKE TOCYIapCTBEHHOM
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NOJUTUKM U HOPMAaTHBHO-NIPABOBOMY PEryJIHMPOBAaHUIO B c(epe arponpOoMBIIIICHHOTO KOMIUIEKCa,
BKJIFOYasi OOpallleHue JIeKapCTBEHHbBIX CPEJICTB Ul BETEPHUHAPHOTO MPHUMEHEHMs, UK (eaepaTbHOMY
OpraHy HCIOJHUTEIbHON BIACTH, OCYLIECTBISIONIEMY (DyHKIMH IO KOHTpOIIO (Haux3opy) B cdepe
oOpallleHusi JIEKapCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOTO NPHUMEHEHHUs, a TaKXKe JOKYMEHTOB U
CBECHMI, MPEAYyCMOTPEHHBIX YacThio | (J1s1 mpenapaToB, npousBeAeHHbIX B Poccuiickoit denepannn)
WIK 4acThio 2 (A8 MpenaparoB, BBO3UMBIX (mepementaeMblix) B Poccuiickyro denepanuio) HacTosmen
CTaTbH.

9. Cpox BbIIauu pa3pelleHus, YKa3aHHOIO B 4YacTU 8 HACTOSIIEW CTaThbU, COCTaBISAET ISTh
paboumx IHEH cO JHS MPEICTaBICHHS MPOU3BOIUTENIEM JICKAPCTBEHHBIX CPEICTB WJIM OpTaHHU3aIUeH,
OCYIIECTBIISONIEH BBO3 (MEpeMEIEHNE) JIEKapCTBEHHOr0 Mpenapara i BETEpUHAPHOTO MPUMEHEHUS
B Poccuiickyto ®enepanuio, B (enepanbHbIi OpraH HCIOJHUTEIBHOM BIIACTH, OCYIIECTBIISFOIINI
(GyHKIUU 10 KOHTPOIIIO (Haa30py) B cdepe oOpalieHus JeKapCTBEHHBIX CPEACTB AJII BETEPUHAPHOTO
MPUMEHEHHUS, JOKYMEHTOB, MIPEIyCMOTPEHHBIX YaCThIO 8 HACTOAIIEH CTAaThU.

10. Pa3pemenue, ykasaHHOE B 4acTU 8 HACTOSIIEH CTATbU, BBIAAETCS B OTHOLUEHUM KaXKIAOU W3
IEPBBIX JIByX CEpUd HMMYHOOMOJIOIMYECKOIO JIEKapCTBEHHOIO Ipernapara Jyisi BETEPUHAPHOIO
IIPUMEHEHHUs, BIEPBBIE Npou3BeAeHHOro B Poccuiickon @Penepanyy WIM  BIEPBBIE BBO3UMOTO
(mepememaemoro) B Poccuiickyro @eneparuio. Takoe pa3penieHne BHIAACTCS Ha BECh CPOK OOpaIIeHHs
Cepud HMMMYHOOHOJIOTHUECKOr0 JIEKApCTBEHHOr0 IIperapara [Uls BETEpUHAPHOI'O IPUMEHEHUs, B
OTHOIIEHWU KOTOPOH OHO BBAAHO. B OTHOIIEHMM TNOCIEAYIOIMX CEPUH OJHOTO TOPrOBOTO
HaMMEHOBaHMUA UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TMpernapara /i BEeTepUHAPHOTO PUMEHEHUS,
npousBeneHHOro B Poccuiickoit ®enepanuu wid BBo3uMoOro (mepememiaemoro) B Poccuiickyro
denepannio, TaKOE Pa3pelIeHUe BbIIACTCA CPOKOM Ha TpH rofa. 11opsAnok Belgauu pa3pelieHnst Ha BBOJ
B TPaXJaHCKHM 000pPOT MMMYHOOMOJIOIMYECKOTO JIEKAPCTBEHHOTO IpernapaTta sl BETEpUHAPHOIO
IIPUMEHEHHUs, NOPANOK BBIJAYM IIPOTOKOJIA UCIBITAHUM, YKAa3aHHBIX B 4acTH § HACTOSAIIEH CTaThH, a
TAaK)KE€ METOJMKA OIPENEICHMs] pa3sMEpOB IUIAThl 3a BbIJAYy YKA3aHHOTO IIPOTOKOJIA HCIBITAHUN
ycranasinusaercs [IpasurenscrBoMm Pocceniickoit denepanun.

11. MMMyHOOMOJOTMYECKHUE JIEKAPCTBEHHBIE MpEmapaThl Il BETEPUHAPHOIO MPUMEHEHUS,
BBEJCHHBIC B TPaXJTAHCKUHA OOOPOT B COOTBETCTBHHM C YaCThIO 8 HACTOAIIEH CTaThbH, MOIJIEkKAT
XpaHEHUIO, MEPEBO3KE, OTIYCKY, pea3alMM, Ieperade, NPUMEHEHUI0 [0 HCTEYEHUsS CpOKa HX
TOJHOCTH.

12. 3a HempexncraBiIeHHE WIM HECBOEBPEMEHHOE IIPEJICTABICHHE IOKYMEHTOB U CBEACHHH,
IIPEyCMOTPEHHBIX yacTsmMu | - 3, 6 u 7 HacTosIIEeN cTaTbi, IPOU3BOAUTEIH JIEKAPCTBEHHBIX CPEJICTB U
OpraHu3alyy, OCYLIECTBIAIOIIME BBO3  (IEpEMELICHHE) JIEKapCTBEHHBIX  IIPENapaTroB  JUls
BETEpPUHAPHOTO NpuMeHeHus B Poccuiickyro denepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C
3aKoHoaTtenbcTBOM Poccuiickon deneparum.

13. IlpencraBnenue TOKYMEHTOB M CBEJICHUH, IPEAYCMOTPEHHBIX YacTsiMu | - 3, 6 u 7 HacTosIein
CTaThH, W TMOJyYCHHE pa3pelleHHs, yYKa3aHHOTO B YacTU 8§ HACTOALIEH cTaThbU, HE TpeOyroTcs B
OTHOILIEHUHU JIEKAPCTBEHHBIX MpPENapaTroB /Jisi BETEPUHAPHOIO MPUMEHEHMs, NpPEeIHAa3HAUEHHBIX IS
BbIBO3a M3 Poccuiickoil ®Penepauuu, NPOBEAEHUS AOKIMHUYECKUX HCCIEIOBAHUN JIEKaPCTBEHHBIX
CPENCTB, KIIMHUYECKUX MCCIICIOBAHUMN JICKAPCTBEHHBIX MPEMapaToB JJisi BETEPUHAPHOTO MTPUMEHEHUS 1
BBO3a IJI II€JIeH, yYKa3aHHbIX B MyHKTe 5 yacth | crarbu 50 Hactosimero denepalibHOroO 3aKoHa, a
Tak)ke 00pa3IoB JIEKAPCTBEHHBIX MPENApaToOB I BETEPHUHAPHOTO MPUMEHEHHMS, TTPEIHa3HAYCHHBIX IS
MPOBEACHUS SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENSAX OCYIIECTBICHHUS TOCYJapCTBEHHOMN
pErucTpalvy JEKapCTBEHHBIX MPENnapaToB JUisl BETEPUHAPHOTO MPUMEHEHUS WJIM BHECEHUS] U3MEHEHUN
B PErUCTPALIMOHHOE JI0ChE Ha JIEKAPCTBEHHBIN IIpenapar Jyisi BETEPUHAPHOTO IPUMEHEHHUS.
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Cratba 53. Npopaxa, nepenaya nekapcTBeHHbIX CPeACTB OpraHM3aumMsaMm onToBOM
TOProBIM NeKapCTBEHHbLIMU CpeacTBaMm

1. Oprannzanuu onTOBOM TOPTOBJIH JIEKAPCTBEHHBIMH CPEIICTBAMH MOTYT OCYIIECTBIISATE TPOJIAXKY
JIEKapCTBEHHBIX CPEJCTB WJIM IEpeAaBaTh WX B YCTAHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit
denepanun nopsake (3a UCKIIOYEHUEM (hapMalleBTUUECKON CyOCTaHIIMH CIIUPTa 3TUIIOBOTO (ITAHOA) C
y4eToM TpeOOoBaHMI 4acTH 3 HACTOAIICH CTaThU:

(B pen. @enepanbHbix 3aKk0HOB 0T 27.12.2019 N 481-P3, ot 04.08.2023 N 428-D3)

1) apyrumM opraHusanusiM ONTOBOW TOPrOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;
2) mpOM3BOIUTEIISIM JIEKApPCTBEHHBIX CPEJICTB AJIS 1IeJIel TPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB;
3) anTe4yHbIM OPraHU3alUsAM U BETEpUHAPHBIM allTeYHbIM OPraHU3aALUAM;

4) HayYHBIM OpTaHU3AIMSAM JUISI HAYyIHO-MCCIIE0BATEIbCKOI PaOOTHI;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

5) UWHAMBUAYAIBHBIM TPEINPUHAMATENSM, HWMEIONUM JIMICH3WI0 Ha (apMaleBTUICCKYIO
JEATEIIbHOCTh VI JIMUEH3UI0 HA MEJULIUHCKYIO €SI TEIbHOCTD;

6) MEIMUMHCKUM OpraHM3alusM, B TOM YHCJIE€ CO3JaHHBIM U 3apETUCTPUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOZATEIbCTBOM HHOCTPAaHHOrO rocyzapcrsa - wieHa OpraHusanuu
9KOHOMHYECKOTO COTPYIHUYECTBA U PA3BUTHS MHOCTPAHHBIM IOPUANYECKHUM JINLAM, HHIUBUIYaIbHBIM
MIPEANPUHUMATENSAM, SIBISIFOIIMMCS yYaCTHUKAMHU IIPOEKTa B cOOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT
29 urons 2015 roma N 160-03 "O MexayHApOAHOM MEAUIIMHCKOM KJIACTEPE U BHECEHUU MU3MEHEHUU B
OTJIeNIbHbIE 3aKOHOIaTeNIbHbIE akThl Poccuiickoit denepanun’, 1 BETepUHAPHBIM OpraHU3aLUsaM;

(B pen. ®enepanbHbIX 3aKOHOB OT 26.07.2019 N 240-P3, ot 04.08.2023 N 428-D3)

7) OpraHu3anUsM W WHAWBUIYAIBHBIM TPEANPHHUMATEINSM, OCYIIECTBISIONIMM pa3BeCHNUE,
BBIpAIIUBAHUE W COJCPKAHUE JKUBOTHBIX (32 HCKIIOUEHHEM TpPOAaXH UM (PapMaleBTUICCKUX
CyOCTaHIIMIA UM UX TIepeayn).

(n. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHuzanuu ONTOBOW TOPTOBJIM JICKAPCTBEHHBIMH CPEJCTBAMHU HE BIPABE OCYIIECTBIATH
nmpoiaxy (mepemadyy B YCTAHOBJICHHOM 3aKOHOJATENhCTBOM Poccuiickoit dexepanuu MOpsaKe)
(hapMareBTHUECKOM CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TaHOA).

(uacts 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

3. Opranuzanuu onTOBOM TOPrOBIIM JEKAPCTBEHHBIMU CPEICTBAMH MOTYT OCYLIECTBIISATH MIPOJAXKY
(mepenauy B yCTaHOBJIIEHHOM 3aKOHOJATelIbCcTBOM Poccuiickoil denepaunn nopsjke) JeKapcTBEHHOIO
npemnapara Ajid MCAUIHUHCKOr0 MPUMEHCHUA C MCKIAYHAPOAHBIM HCIIATCHTOBAHHBIM HAMMCHOBAHUEM
"Oranon":

1) 1opuaMYECKUM JIMLIaM, UMEIOIIUM JIMIEH3UI0 Ha (papMaleBTUUECKYIO0 NEesTeNIbHOCTh B cepe
oOpallleHus JIeKapCTBEHHBIX CPEJCTB AJS MEIULIMHCKOTO IPUMEHEHUS;

2) UHAUBUAYATbHBIM MPEANPHUHUMATEISM, HMEIOIIUM JIMICH3UI0 Ha (apMaleBTHUECKYIO
JeSTENLHOCTH B cpepe oOpaleHus JIEKapCTBEHHBIX CPEACTB ISl MEIUIIUHCKOTO MPUMEHEHUS;
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(c u3m. n gon., BCTYN....

3) HHAWBUAYAJbHBIM IIPEANTPUHUMATCIIAIM, UMCHOIIIUM JIMICH3UIO Ha MCAUTTUHCKYIO ACATCIIBHOCTD,
4) HOPUINYICCKUM JIUIaM, UMCIOIIHUM JIMICH3UIO HAa MCAUIIUHCKYTO JCATCIbHOCTD,

5) MHOCTPAHHBIM IOPUIMYECKUM JIMIAM U UHAUBUAYAIBHBIM MPEAIPUHUMATENSIM, CO3JaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBHHM C 3aKOHOAATEIILCTBOM HWHOCTPAHHOIO TOCYyJapcTBa - YJieHa
Opraam3any SYKOHOMHUYECKOTO COTPYAHHUYECTBA M PA3BUTHS, SBISIOMIMMCS YYaCTHUKAMHU TPOEKTa B
cootBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 29 wmtonHs 2015 roma N 160-®d3 "O mexayHapoaHOM
MEIHUIIMHCKOM KJIacTepe M BHECEHHHM M3MEHEHHH B OT/ENbHBIE 3aKOHOAATeIbHBbIE aKThl Poccuiickoi
®enepanun';

6) ucHBITAaTeIBHBIM JabopaTopusM (LEHTpaM), MPOBOAALINM HCIBITAHUS B OOJACTH KOHTPOJISA
KayecTBa JIEKAPCTBEHHBIX CPEJACTB, AaKKPEAUTOBAaHHBIM B COOTBETCTBHM C 3aKOHOJATEIbCTBOM
Poccutiickoit @eneparu 00 akKpeIUTAIMHA B HAITMOHATLHON CUCTEME aKKPEIUTAIIUH.

(dactpb 3 BBenena denepanbHbM 3aK0HOM OT 04.08.2023 N 428-D3)

CraTtbsa 54. MpaBnna onToBOW TOProBrv NIeKapCTBEHHbIMU CpeacTBaMu

1. OnroBas TOProBis JEKAapCTBEHHBIMH CPEACTBAMHM OCYILECTBISETCS MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX CPEACTB M OpraHU3alUMsSMU ONTOBOH TOProBJIM JIEKAPCTBEHHBIMU CPEICTBAMHU IIO
[IpaBUJIaM HaJJIekKallel TUCTPUOBIOTOPCKOM MPAKTUKU, YTBEPKIECHHBIM EBpa3uiickoli YKOHOMUYECKOM
KOMHUCCHEH, W TpaBUiaM XpaHEHHUS JIEKapCTBEHHBIX CPEICTB, YTBEPKIACHHBIM YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTEIHHOM BIACTH.

(uactp 1 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

2. OpraHm3anus ONTOBOW TOPTOBJIM JIGKAPCTBEHHBIMU CpPEACTBaMHU 00s3aHa COOIIOAATH
npeJeNbHbIe CPOKH OTTPY3KH 3aTpEOOBAHHBIX alTEYHOW OpraHHW3alMell JEKapCTBEHHBIX IMPENapaToB
IUIS METUIIMHCKOTO MIPUMEHEHHSI ¥ HE BIIPaBe OTKA3bIBaTh AalTEYHON OpPraHM3alliH, ¢ KOTOPOH y Hee
3aKJIFOUYEH COOTBETCTBYIOLIMI JIOTOBOP O MOCTAaBKax JEKAPCTBEHHBIX IMPENapaToB Ui MEAUIIMHCKOTO
NPUMEHEHHS, B MTOCTABKE JIEKAPCTBEHHBIX MPENapaToB Il MEAMIMHCKOTO NMPUMEHEHHs NMPU HATUUYUU
3aTpe0OBAHHBIX JICKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO IPUMEHEHHS Y OPraHU3allul ONITOBOM
TOPTOBJIM JIGKAPCTBEHHBIMU CpelncTBaMH. lIpenenbHble CPOKM OTTPY3KH 3aTpeOOBaHHBIX aNTEYHON
OpraHu3aIell JIEKapCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO TPUMEHEHHS B 3aBHCHUMOCTH OT
pacmojoKeHUsl MecTa OTIPY3KHM JIEKAaPCTBEHHBIX IIPENapaToB Uil MEJUIMHCKOTO INPHUMEHEHUS
yCTaHaBJIHMBAIOTCS YIIOJTHOMOYEHHBIM (heaepaabHbIM OPraHOM HUCTIONHUTEIBHON BIIACTH.

(uacts 2 BBeneHa denepanbHpIM 3aK0HOM 0T 26.03.2022 N 64-D3)

CrtaTtbs 55. [opAaoK pO3HMYHOW TOProBMyY NeKapCcTBEHHbIMU NpenapaTramm

1. Po3HuyHasi TOProBiis JIEKaPCTBEHHBIMH IpenaparaMd B KOJIMYECTBAX, HEOOXOIUMBIX [
BBITIOTHEHUST BpaueOHbIX ((herpAlepcKnX) Ha3HAYEHW WM HAa3HAYeHUW CHEIMalMCTOB B 00JacTH
BETEPUHAPUU, OCYIIECTBISCTCS ~ aNTeYHBIMH  OpPTaHM3AIMsIMH, BETCPUHAPHBIMH  aNTEYHBIMU
OpraHu3alMsIMU,  UHAUBUAYAJIbHBIMU  NPEANPUHUMATENIIMH,  HUMCIONIMMHU  JIMIICH3UIO  Ha
(dapMameBTHYECKYIO ACSITEIbHOCTh, MEAWIIMHCKHUME OpraHU3alldsM{, HWMCIOINIMMH JIUICH3UIO Ha
(hapMareBTHUECKYI0 JESATEIHHOCTh, U UX O000COOJEHHBIMHU TMOAPA3ICICHUSIMH, PACIIOJI0KEHHBIMU B
CEJIbCKMX HACEJICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT anTeUHbIEe OpPraHu3allid, 1 BETEpUHAPHBIMU
OpraHM3aIMsIMH, UMEIOIINMH JHIICH3UI0 Ha (apMalleBTUYECKYIO JIeATENbHOCTh. Pa3periena posHUYHas
TOPrOBJSL TOJBKO JICKAPCTBEHHBIMH IperapaTaMu, 3apeructpupoBaHHbiMU B Poccuiickoit @eneparumn
00 B COOTBETCTBUM C aKTaMH, COCTaBISIOMUMU TpaBo Coro3a, WIM W3rOTOBICHHBIMU aNTCUHBIMH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

OpraHu3alysIMy, BETEPUHAPHBIMU anTeYHbIMU OpraHu3aLusIMu, VHJUBHyaJIbHBIMU
NpEeINPUHUMATENISIMY, HMEIOIUMH JIMIEH3HI0 Ha (apMaleBTUYECKYIO IesTelbHOCTh. Po3HMUYHAs
TOPrOBJISl JIEKAPCTBEHHBIMU IIPEMAapaTaMy OCYLIECTBIISETCA [0 IMPaBWIAM HaJJICKALIEH alTe4yHON
MPAKTHUKH, YTBEPKACHHBIM YIIOJTHOMOYEHHBIM (e/IepaTbHbBIM OpPTraHOM HCIIOTHUTEIHHOMN BIIACTH.

(B pen. @enepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N _429-®3, ot 30.01.2024 N
1-@3, ot 08.08.2024 N 323-D3)

1.1. Po3HuuHas TOProBis JIGKAPCTBEHHBIMU MpenapaTaMM Ui MEAULUHCKOIO MpHUMEHeHHs (3a
UCKJIIOYEHUEM JIEKapCTBEHHBIX IMPENapaToB, OTIIYCKA€MBIX 110 PELENTY Ha JIEKAPCTBEHHBIN Mpernapar,
HapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApPATOB, a TAKKE
CIIUPTOCOEPIKALUX JIEKAPCTBEHHBIX MPENapaToB ¢ O0BEMHOM 0JIe ATHJIOBOTO CHUPTa CBBIIIE 25
MPOLIEHTOB) MOXET OCYLIECTBIIATHCA aNTEYHBIMH OPTaHU3ALMSIMH JTUCTAHIIMOHHBIM CIIOCOOOM.
Po3HMYHYIO  TOprOBIIO  JIGKADCTBEHHBIMM  IIpelnapaTtamMd UId  MEAMLIMHCKOIO  IIPUMEHEHUs
JUCTAHIIMOHHBIM CIOCOOOM MOTYT OCYULIECTBJIATH aNTeYHble OpraHU3allid, UMEIOLIUe JIMIEH3UI0 Ha
(bapManeBTUUECKYI0 JEATENbHOCTh UM COOTBETCTBYIOIIEE paspelieHue (¢eaepaabHOro  opraHa
WCTIOJHUTEIBHOW BJIACTH, OCYIIECTBISIONIET0 (YHKIMM 10 KOHTPOJIIO W Ham3opy B cdepe
3npaBooxpaHeHusa. [lopsaok Bbemaum  paspemieHuss Ha OCYLIECTBICHUE PO3HUYHOW TOPTOBIU
JIEKapCTBEHHBIMU MpenapaTaMH JUCTAaHIIMOHHBIM CIOCOO0M, TpeOOBaHMS K aNTEUHbIM OpPraHU3ALMSIM,
KOTOpBIE MOTYT OCYIIECTBJIATh TAKYIO TOPIOBJIIO, U IOPAJOK €€ OCYLIECTBIICHHUS, a TaKKe IpaBHia
JIOCTAaBKM JIEKaPCTBEHHBIX IPENapaToB IpaxkJaHaM ycraHaBiauBaroTcsi [IpaBurenscrBoM Poccuiickoit
®eneparun. MHpopmalys 06 orutadeHHbIX (OTHYIIEHHBIX) U MOJyYeHHBIX JIEKAPCTBEHHBIX Mperaparax
BHOCUTCSI B CHCTEMY MOHMUTOpPUHIA JIBUJKEHUS JIEKApCTBEHHBIX IIPENapaToB JUIsl MEAULIUHCKOIO
IIPUMEHEHHUS B MOPAIKE, IPELYCMOTPEHHOM 4acThI0 7 cTaThu 67 HacTosmero denepaibHOro 3aK0HaA.
(uacts 1.1 BBenena @enepanbHbM 3akoHOM OT 03.04.2020 N 105-D3)

2. BI/IZ!BI allTCYHBbIX OpFaHH3aHI/Iﬁ N IpaBuja OTIYCKa JICKAPCTBCHHLIX Mpe€rapaToB OJId
MCOUIIUHCKOI'0 MPUMCHCHHA AlITCYHBIMHU OpraHU3alusIMU, WHAWUBUAYAJIBbHBIMU HNPCAIIPUHUMATCIIAMU,
UMCIOIIMMHU  JIMIOCH3HUIO Ha (bapMaL[eBTI/ILIeCKYIO ACATCIIBHOCTb, A TaKXC IIpaBUJia OTIIyCKa
JICKApCTBCHHBIX IIPCriapaTroB Jd MCIUIWHCKOIO TMPUMCHCHHA MCIUIHWHCKUMHU OpraHu3alusiMu,
UMCIOIIINMH JIMIICH3HUIO Ha CbapMaHGBTI/I‘ICCKYIO JACATCIIBHOCTD, n ux 000CO0ICHHBIMU
nmoapasaACIICHUAMUA, PaCIlOIOKCHHBIMH B CCIIBCKUX HACCICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT
AIITCUYHBIC OpraHu3allH, YTBCPXKIAAIOTCA YIIOJTHOMOYCHHBIM (beﬂepaJ'IBHBIM OpraHomM HCIIOJIHUTEILHOMN
BJIaCTH.

(B pen. ®enepanbubix 3akoHOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. IIpaBuia oTrycka HapKOTHUYECKUX CPEJICTB U IICUXOTPOIHBIX BEIIECTB, 3apErUCTPUPOBAHHBIX B
KaueCTBC JICKAPCTBCHHBLIX IMPEIApaToB, JICKAPCTBCHHBIX IIPCIapaToB, COACPKAINIMX HAPKOTHYCCKUC
Cpe€acTBa M ICUXOTPOIIHBIC BCUICCTBA, YTBCPXKAAOTCA YIIOJIHOMOUYCHHBIM Cbejlepa.]'H)HI)IM OopraHom
UCTIOJTHUTENBHONH BJIACTH IO COTJIACOBAHUIO C (efepaJbHBIM OPraHOM HCIOJHUTEIBHOW BIIACTH,
YIIOTHOMOYEHHBIM B chepe BHYTPEHHHX eIl
(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapcTBeHHBIE IIpemapaThl [UIsl BETEPUHAPHOIO MPUMEHEHHS MOAJEXAT OTIYCKY
BC€TCPHHAPHLIMH ANITCUHBIMU OpraHu3alusaMi, BCTCPUHAPHBIMU OpPraHu3aluaMH, WHAWBUAYAJIbHBIMU
npeaApruHUMATCIAMA, HWMCIOIUMHA JIMOCH3UIO Ha (bapMaHeBTI/I‘—IeCKYI-O JACATCIIbHOCTD. OTHYCK
JIEKapCTBEHHBIX MNPENapaToB JUIS BETEPUHAPHOTO INPHMEHEHHUS OCYIIECTBISICTCS B COOTBETCTBHHU C
OpaBUWJIAMH HAQ/JIeXKAlled anTeYHOW MPaKTUKH JICKApCTBEHHBIX MPENnapaTtoB Uil BETEPUHAPHOTO
MIPUMEHEHHUS, YTBEP>KACHHBIMU YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OpPraHOM UCIIOIHUTEIbHOM BIACTH.

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

5. llepeyeHb MEOUIIMHCKUX OpraHM3AIMi, HWMEIONIMX JMIEH3UI0 Ha (QapMaleBTUYECKYIO
NeSTeNbHOCTh, U WX O0O0OCOOJEHHBIX MOAPA3JCICHUN, PACIONIOKEHHBIX B CEIbCKUX HACEJICHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT amlTEeUHble OpraHU3alldd, a TaKXKe IMEpPeUYCeHb JIEKAPCTBEHHBIX
MpenapaTroB, MPOAaKka KOTOPBIX MOXKET OCYIIECTBIATHCS YKa3aHHBIMUA OpraHU3alUusIMA U UX
000COOJIEHHBIMU  TIOAPA3/ICIICHUSMH, YCTAHABIUBAIOTCS WCIIOJHUTEIBHBIMA OpraHaMu CyOBEKTOB
Poccuiickoit denepariumn.

(B pen. @enepanbHbix 3ak0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N_105-®3, ot 08.08.2024 N
232-03, ot 08.08.2024 N 323-D3)

6. AnTeyHble OpraHU3alMM, WHJIWBHUAyaJIbHBIC MPEANPUHUMATENIM, HMEIOIIUE JIMIICH3UI0 Ha
(dapMareBTHYECKYIO0 JCSITeNLHOCTh, O00s3aHBI  OOecreYnBaTh YTBEPKICHHBIM [IpaBUTEILCTBOM
Poccuiickoit @enepannu u GopMUpPyEeMbIid B YCTAHOBJICHHOM UM HOPSIKE MUHUMAJIBHBIN aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX JJI OKa3aHUs MEAUIIMHCKONW MTOMOIIIH.

(dacts 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrteuHble OpraHM3allMM, WHJIMBHUIYaJIbHbIE NPEANPUHUMATENN, HMMEIOIIME JIMLEH3UI0 Ha
(bapManeBTHYECKYI0 JAEATENBbHOCTh, HapsSIy C JICKapCTBEHHBIMHM IIpenapaTaMd HMMEIOT IpaBo
npuoOperaTh W MpoJaBaTh, B TOM YHUCJIE [UCTAHIMOHHBIM CHOCOOOM, MEAMIMHCKHE H3eNus,
Ne3uH(UIUPYIOLIUE CPEACTBA, MPEAMETHl U CPEACTBA JUYHOM TMTMEHBI, MOCYAy Uil MEAMIIMHCKHUX
Lesied, NpeAMEeTbl M CpeACcTBa, INpeAHa3HAaYeHHbIE JUIsl yXoJa 3a OOJbHBIMM, HOBOPOXIEHHBIMH U
JETbMU, HE JOCTUTIIIMMHU BO3pacTa TPEX JIET, OUKOBYIO ONTHKY M CPEACTBA YXOJa 3a HEel, MUHEpPaJIbHbIE
BOJIbI, MPOJYKTHI JIEYEOHOTO, JETCKOTO U AMETUYECKOTO MHUTaHUs, OMOOTUYECKH aKTUBHBIE JOOaBKH,
napdroMepHble U KOCMETUYECKHE CPEICTBA, MEAUIMHCKUE M CAaHUTAPHO-TIPOCBETUTEIIHHBIC MEYaTHBIE
W3JlaHus, peHa3HaueHHbIe ISl TpoTaral bl 30pOBOro o0pas3a >KU3HH.

(B pen. @enepanbHbix 3akoHOB OT 27.07.2010 N_192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-D3)

8. llestenbHOCTh anTeuHbIX opraHusauuil BoopyxeHnHbix Cuil Poccuiickont ®@enepanuu, Ipyrux
BOICK, BOMHCKUX (h)OPMUPOBAHUN M OPraHOB, B KOTOPBIX 3aKOHOJATeIbCTBOM Poccuiickoit Penepanuu
MPEeIyCMOTPEHO TIPOXOXKACHHWE BOCHHOW CIy)XObl WM (hefepasbHOM TOCyNapCTBEHHOM CITYKOBI,
CBA3aHHOM C INPAaBOOXPAHHUTEIBHOM JEATEIbHOCTBIO, PEIVIAMEHTHPYETCsS HacToAmMM dDenepaabHbIM
3aKOHOM U yTBEPXJACHHBIMH COOTBETCTBYIOIIMMU (peepaJbHBIMU OpraHaMU UCHOJHUTENbHOM BIacTh
nojoxkeHusaMu. KoHTposnb 3a coOnrofieHMeM YKa3aHHBIMU aNTeYHbIMU OPraHU3aLUSAMH IOJ0XKEHUH
HacTtosiero PenepaabHOro 3aKOHa OCYIIECTBISETCS COOTBETCTBYIOIIMMHU (hefiepaibHbIMU OpraHaMu
HCIIOJTHUTEJIbHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. Yrpatun cuny ¢ 1 suBaps 2021 roga. - @eaepanbubiii 3akon oT 03.04.2020 N 105-D3.

Cratba 55.1. Ytpatuna cuny ¢ 1 mapta 2026 ropa. - ®enepanbHbli 3aKOH OT
20.10.2022 N 405-93.

Koncynprantllntoc: npumeuanue.
C 01.09.2026 ra1. 10 nomonusiercs ct. 55.2 (@3 ot 02.05.2026 N 125-03). Cm. Oyayuiyro peIakIHIo.

CraTtba 56. U3aroToBneHue n oTnyck fieKapcTBeHHbIX NpenapaToB

1. M3roroBneHue JEKapCTBEHHBIX MPENAPATOB ANTEYHbIMM OPraHU3aLUsAMM, BETEPUHAPHBIMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

anTEeYHbBIMM OpPraHU3ALUSAMM, HUMEIOIUMH JIMIEH3UI0 Ha (DapMaleBTHYECKYIO JeSTEeIbHOCTb,
OCYIIECTBIISICTCSI 1O pELenTaM Ha JEeKapCTBEHHbIE Ipernaparbl, M0 TPeOOBAaHUSIM MEIUIIMHCKUX
OpraHM3aliii, BETEpUHAPHBIX OpraHU3alMi WIK OpraHu3alui (MHAUBUAYAIbHBIX IPEIPUHUMATENEH),
OCYILECTBISIOIINX Pa3BEICHNE, BBIPAIIMBAHUE U COJIEPKAHUE )KUBOTHBIX, B COOTBETCTBUU C IIPABUIIAMH
W3TOTOBJIIEHUS W OTIYCKa JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKACHHBIMH  YIIOJTHOMOYEHHBIM
(benepanbHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH.

(B pen. ®enepanbHbIx 3aK0HOB OT 05.12.2022 N 502-P3, o1 30.12.2021 N 463-D3)

2. Ilpy U3roTOBIEHUH JEKAPCTBEHHBIX MPENApaTOB allTEYHbBIMU OpraHU3aLUsAIMH, BETEPUHAPHBIMU
aNTeYHBIMH OPraHU3ALUSAMH, HWMCIOIIUMH JIMIEH3UI0 Ha (apMaleBTHUYECKYIO JESTEIbHOCTD,
WCTIOJNB3YIOTCS JICKApCTBEHHBIE Tpemaparbl U (W) (apmaneBTHdeckne CyOCTaHIIUHM, BKIIOUEHHBIE
COOTBETCTBEHHO B I'OCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB ISl MEAUIMHCKOIO PUMEHEHMS,
rOCyIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB JJI BETEPUHAPHOIO IIPUMEHEHUs, EJUHBIA PEECTP
3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicCKOro 5KOHOMHYECKOIO CO03a, EAUHBINA PEECTP
3apErMCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpenapaToB EBpa3uiicKOro 3KOHOMHYECKOIO
COK3a B YCTAaHOBJIEHHOM mopsake. He nomyckaercs HW3roTOBIEHHE AaNTEUYHBIMU OpraHU3aLMsIMMU,
BETEPUHAPHBIMU aNTEYHbIMU OPraHM3alMsSIMH, HMEIOIMMHU JIMIEH3UI0 Ha (apMaleBTUYECKYIO
NeSITeNIbHOCTD, JIEKAPCTBEHHBIX IMpernapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit ®enepanuu 11bo B
COOTBETCTBUM C aKTaMH, COCTaBIAIOMUMU npaBo Corosa.

(B pen. ®eaepanbHbIX 3aK0HOB OT 05.12.2022 N 502-D3, ot 30.01.2024 N _1-D3)

3. MapkupoBKka II€KapCTBEHHBIX TNPENapaToB, W3TOTOBJICHHBIX AaNTEYHBIMU OpTaHU3AIUSIMHU,
BETEPUHAPHBIMH ANTEYHBIMA OPTaHU3ANUSIMH, HMCIOIIMMHU JUIEH3UWI0 Ha (apMaleBTHUECKYIO
NeSATeNIbHOCTh, U O(DOPMIICHUE TaKUX TPENapaTroB JOJKHBI COOTBETCTBOBAThH IPABHIIAM, YKA3aHHBIM B
4acTu | HacTOAIIEH CTaThU.

(B pen. deaepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

4. AnrteyHble OpraHU3allMM, BETEpPUHAPHBIC aNTEUHbIE OpPraHU3aIMH, WMEIOIIUE JIMIEH3UI0 Ha
(bapMareBTHYECKYIO JIeATeIbHOCTh, HECYT OTBETCTBEHHOCTh 332 HECOOJIIO/ICHHE MPABHJI U3TOTOBICHUS U
OTIyCKA JIEKAPCTBEHHBIX MPENAPATOB B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickon denepauuu.
(B pen. ®exnepanbHoro 3akona ot 05.12.2022 N 502-03)

Cratbsa 57. 3anpeLlieHne npoaaxu oTaeNbHbIX JleKapCTBEHHbIX CPeAcTB
(B pen. denepanbHoro 3akoHa ot 08.08.2024 N 292-D3)

1. 3anpemiaercs pojiaxa banbcupUIIPOBAaHHBIX JIEKapCTBEHHBIX CPEJCTB,
He)IO6pOKa‘-IeCTBeHHI)IX JICKApCTBCHHEBIX CPECIACTB, KOHTpa(l)aKTHBIX JICKAPCTBCHHBIX CPEACTB.

2. 3anpermaeTcs mpoaaxa:

1) JnexapCTBEHHBIX IMPENapaTroB Uil MEIUIMHCKOTO MPUMEHEHHUS, B OTHOIICHHH KOTOPBIX B
CHCTEeME MOHHMTOPHMHIA JIBW)KCHHS JIGKAPCTBEHHBIX MpPENapaTtoB Ui MEAMIMHCKOTO TPUMEHEHHS
OTCYTCTBYIOT CBCACHHA O HAHCCCHHUMU CpPCIACTB I/I[[eHTI/I(bI/IKaI_II/II/I n (I/IJII/I) CBCACHHUA O BBOJAC B
rpakIaHCKH 000poT;

2) JEeKapCTBEHHBIX TMPEMapaToB [JIi MEIUIMHCKOTO TPUMEHEHHS, B OTHOIICHHH KOTOPBIX
OCYIIECTBJICHA OJIOKUPOBKA BHECEHHUS B CUCTEMY MOHUTOPHHTA JBUKCHUS JICKAPCTBEHHBIX MPENapaToB
JUIS MEIULMHCKOTO TMPUMEHEHHsI CBEACHHMI O BBOJE B TpakIaHCKUW 000poT, 00 o0opoTe Wi O
MpPEeKpaIeHuN 000poTa;
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3) JICKApCTBCHHBIX IIpE€raparoB ik MCIUINHUHCKOIO IMPUMCHCHUA, NPUMCHCHUEC KOTOPBIX
MMPHUOCTAHOBJICHO IO PCIICHUTIO YIIOJTHOMOYCHHOI'O (I)e;[epanLHoro OopraHa HCIIOJIHUTEILHOMN BJIACTH,

4) nexapCTBEHHBIX IIPENapaToB I MEAULIMHCKOIO IPUMEHEHHUS, TPaXKIaHCKUN 000pOT KOTOPBIX
IIPEKpALICH;

5) JICKApPCTBCHHEBIX NpC€apaToB JJII MEAUITUHCKOI0 IPUMEHCHUS, CPOK TOAHOCTHU KOTOPBIX HUCTCK;

6) JICKAPCTBCHHEBIX IIp€rapaTroB A MEAUIMHCKOIO IMPUMCHCHHSA, B OTHOLICHHH KOTOPBIX HE
CO6J'II-OI[€HBI TpC6OBaHI/I$I, OIIPEACIICHHBIC HA OCHOBAHUHW YaCTH 5 crateu 67 HaCTOAIICTO d)ez[epanLHoro
3aKOHa.

3. JlelicTBHE TMOJOKEHUIN YacTH 2 HACTOSILEH CTaTbU HE PACHPOCTPAHSAETCS Ha JIEKAPCTBEHHBIE
rpenaparsl, yKa3aHHble B yacTu 7.1 ctateu 67 HacTosmero denepaabHOro 3aK0HA.

4. Tlops/IoK NMPUMEHEHHUS TOJ0KEHUN YacTH 2 HACTOSIIIEH CTAaThbU U CPOKU MPUMEHEHHS TAKOTO
nopsifka ycranasinuparotcs [IpaButensctBoMm Poccutickoit @eaepanuu.

CraTtbAa 58. XpaHeHuMe neKkapCTBeHHbIX CpeacTB

1. XpaHeHue JEKapCTBEHHBIX CPEACTB OCYIIECTBISETCS MPOU3BOIUTENIIMU JIEKAPCTBEHHBIX
CPEICTB, OpraHW3alUsIMH ONTOBOM TOPrOBIM  JIEKAPCTBEHHBIMU  CPEJICTBAMH, aIlTEYHBIMU
OpraHu3aLUsAMH, BETEpUHAPHBIMU anTEeYHbIMU OpraHu3alUsIMH, WH/IMBUYaJIbHBIMU
NpEeINpUHUMATENSIMU, UMEIOIMMU JIMLEH3UI0 Ha (hapMaleBTHUECKYIO AEATEIbHOCTh WM JIMIEH3HUIO Ha
MEIUIMHCKYIO AESITEIBbHOCTh, MEIWLIMHCKUMU OPraHU3alliIMH, BETEPUHAPHBIMM OpraHU3alUsIMH U
WHBIMH OpraHU3alMsIMH{, OCYIIECTBISIONIMMU OOpaIleHne JIEKAPCTBEHHBIX CPEICTB. XpaHEHUE
JIEKapCTBEHHBIX CPEICTB JJII BETEPUHAPHOIO MPUMEHEHHUS OpraHu3alusIMU M HHAWBUIYATbHBIMU
MpeNNpPUHUMATENSIMU B CIIydasiX, €CJIM OHHU HCHOJb3YIOTCS HCKIOYHUTEIbHO TPH pPa3BEACHUU,
BBIpAIlMBaHUH, COACP)KAHUM U JICUCHUN KUBOTHBIX, MOXKET OCYLIECTBIATbCA 0€3 MOJIy4YeHUs JTULEH3UU
Ha (papManeBTUYECKYIO 1EATEIbHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBuia XpaHEHMsI JIEKaPCTBEHHBIX CPEICTB  YTBEPXKIAIOTCA  COOTBETCTBYIOIUM
YIOJHOMOYEHHBIM (eiepabHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

3. XpaHeHrne HapKOTUYECKHUX JICKAPCTBEHHBIX CPEJICTB, MICUXOTPOMHBIX JIECKAPCTBEHHBIX CPEJICTB,
pamuodapMarieBTHYECKUX  JICKAPCTBEHHBIX  CPEJCTB  OCYIIECTBISETCSI B COOTBETCTBHH  C
3aKoHonarenbcTBOM Poccuniickon denepannu.

Cratba 58.1. NpeaMeTHO-KONMNYECTBEHHbLIA Y4YeT JeKapCTBEHHbIX CpeacTB AnA
MeAULMHCKOro NpuMeHeHus

(BBeneHna deaepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)
1. IlepeueHb JEKApPCTBEHHBIX CPEACTB JUIS MEIUIIMHCKOTO TPUMEHEHUS, TOJUIeKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY Y4YeTy, YTBEPXKIAeTCs YIOJIHOMOUYEHHBIM (eepaabHbIM OpraHOM

HUCIIOJIHUTEIHLHOM BJIACTH.

2. HO[!SIZ!OK BKJIIOUCHUA JICKAPCTBCHHBIX CPCACTB JJII MECAWIMUMHCKOTO NPHUMCHCHHA B ICPCUYCHDb
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"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIX CPEJICTB IS MEITUIIMHCKOTO IPUMEHEHHS, TTOIeKALIUX MTPEIMETHO-KOTHYECTBEHHOMY
yUYeTy, YCTaHaBJIMBACTCS YIOJHOMOUYEHHBIM (efepalbHbIM OpPraHOM HCIIOJIHUTENBHOW BIACTHU IO
COTJIACOBAHUIO C (peaepanbHBIM OpPraHOM HCIOJHHUTENBHOM BIACTH, YIOJHOMOUYEHHBIM B cdepe
BHYTPEHHUX J€EIL.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-03)

3. IlpenMEeTHO-KOMMYECTBEHHBIN Y4eT JIEKapCTBEHHBIX CPEICTB UISi MEIUIMHCKOTO MPUMEHEHHS
BEIYT MPOU3BOJIUTEIH JICKAPCTBEHHBIX CPENCTB, OPraHU3AIlMU ONTOBOH TOPrOBIH JIEKAPCTBEHHBIMH
CpeACTBaMH, aNTEeYHbIE OpraHW3alMU, WHAWBUIYAIbHbIC MpPEANPUHUMATENN, UMEIOIINE JUIICH3UI0 Ha
(bapManeBTHYECKYIO JCSITEIbHOCTh WM JIMIEH3UI0 Ha MEIUIMHCKYIO JEATEIbHOCTh, U MEAULIUHCKHUE
OpraHM3alliM, OCYIIECTBISIOIIME OOpalleHHe JIEKapCTBEHHBIX CPEACTB Ui MEAUIIMHCKOTO
MPUMEHEHHS, IyTeM PETHCTPAldu JIIOOBIX CBS3aHHBIX C MX OOpamieHWeM OIepanuii, Ipu KOTOPBIX
M3MEHSETCS UX KOJMYECTBO U (WJIM) COCTOSHHE, B CHENUANIBHBIX )KypHaJlaX y4eTa OIepalii, CBsI3aHHBIX
c oOpalieHHeM JeKapCTBEHHBIX CPEACTB Ul MEAWIIMHCKOTO TNPHMEHEHHUs (laynee - CrenuaIbHbIe
KYpHaJIbI).

4. llpaBuia perucTpanyy OINEpaluii, CBI3aHHBIX C OOpPAIICHHWEM JIEKApCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO TPUMEHEHMsI, BKIIOYEHHBIX B MEPEYEHb JICKAPCTBEHHBIX CPEACTB JUISI MEIULIMHCKOIO
MIPUMEHEHHUS, TOJIIeKAIINX TPEIMETHO-KOJIMUYECTBEHHOMY yUeTy, B CHEIHaIbHBIX )KypHaJlaX U [IpaBuiia
BEJCHUA M XpaHEHMs CHEIHUAJIbHBIX KYPHAJIOB YTBEPKIAIOTCA YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIOJHUTENILHON BIACTH.

5. KoHTponp 3a coOmtofeHUEM MPaBUI PETUCTPALlMM OINepauuii, CBA3aHHBIX C OOpalleHHeM
JICKApCTBCHHBIX CPCACTB A MCAULMUHCKOTO IMPUMCHCHUS, BKIIIOUCHHLIX B IMEPCUCHL JICKAPCTBCHHBIX
CpCACTB aJid MCOUIHUHCKOIO IPUMCHCHUA, IMOMJICKAIUX MNPCAMCTHO-KOJINYCCTBECHHOMY VY4YCTy, B
CIICMAJIBHBIX JKypHajlaX, a TaK¥XC 3a CO6.]'IIOI[€HI/IeM OpaBuJ BCIACHUA W XPAHCHUS CIICHUATIBbHBIX
’KYpHAJIOB BO3JIaraeTcsi Ha YIOJHOMOYEHHBbIC (efepaibHble OpraHbl HCIOJHUTENBHON BIIACTH |
UCTIOJTHUTENbHBIE OpraHbl CcyObekToB Poccuiickoii demepanuu, OCyHIECTBISIONINE JTHIIEH3UPOBAHUE
MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB, (apMaleBTUYECKONH JIEATENBHOCTH U MEIUIMHCKON
ACATCIIBHOCTH, U OCYHICCTBIIACTCA B paMKaX JIMOCH3MOHHOI'O KOHTPOJIA.

(B pen. ®exnepanbHoro 3akona ot 08.08.2024 N 232-03)

Masa 11. YHUHTOXEHUE NEKAPCTBEHHbIX CPEACTB
CrtaTtbsa 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUS NieKapCTBEHHbIX CPeACcTB

1. HenoOpoxadecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBA, (aIbCUPUIIMPOBAHHBIC JIEKAPCTBEHHBIE
CpeICTBa TMOJJIeXKAT W3BATHIO W3 OOpalleHHs U YHUYTOKEHHIO B IOPSJIKE, YCTaHOBJIEHHOM
[IpaButenscTBoM Poccuiickoit @enepanuu. OCHOBaHHEM JJIsI YHHUUTOXKEHHS JIEKAPCTBEHHBIX CPEIICTB
SBIIAETCS  pEIICHWe  BIAJeNblia  JIEKAPCTBEHHBIX  CPEICTB,  PEIIEHHE  COOTBETCTBYIOIIETO
YIOJIHOMOYEHHOTO (heiepabHOr0 OpraHa UCIIOTHUTEIBHOM BIACTH WIIM PELICHUE CYAa.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

2. KontpadakxTHble IeKapCTBEHHBIE CPEICTBA TOMIEKAT UIBATHIO U3 0OpAIICHUS U YHUITO)KEHUTO
mo pemeHuto cyna. Lopsjiok  yHHYTOXKEHHs]  KOHTpPAa(akTHBIX  JIEKAPCTBEHHBIX  CPEJCTB
ycranaBiuBaercs [IpaButenscTBoM Poccuiickoit @enepanuu.

(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxonpl, cBA3aHHBIE C YHMYTOXKCHHEM KOHTpa(aKTHBIX JIEKApCTBEHHBIX CPEJCTB,
HE00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (hambcupUIMpPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

BO3MCIIAKOTCA UX BJIaACIIBICM.

4, Bﬂaneneu JICKApCTBCHHBIX CPCACTB HNOJDKCH MPCACTABUTL B YHOJ'IHOMO‘-ICHHLII\/'I (beﬂepaHBHBIﬁ
opran HCIIOJIHUTEILHON BJIACTHU AOKYMCHT HJIM 3aBCPCHHYIO B YCTAHOBJICHHOM MHOPAJKE €TI0 KOIIUIO,
MOATBCPKAAIOIINC (1)3,KT YHHUYTOKCHHA JICKAPCTBCHHBIX CPCACTB.

5. CoOTBEeTCTBYIOIIMH YMOJHOMOYEHHBIN (eaepanbHbli OpraH HCIOJIHUTEIbHOW BIIACTH,
NPUHABLIMKA pelleHrne 00 YHHUYTOXKEHUH JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIET KOHTPOJb 33 MX
YHUUTOKEHUEM.

6. VYHUYTOXEHHE JIEKAPCTBEHHBIX CPEACTB IPOU3BOAUTCA OPraHU3alUsIMH, HMEIOLIUMU
COOTBETCTBYIOIYIO JIMIIEH3UIO, Ha CIEHUAJIbHO OOOPYJOBAHHBIX IUIOIIAJKAX, IIOJUIOHAX U B
CHelHalbHO OOOPYJOBAHHBIX TIOMEUIEHUSIX C CcOOMoJeHrueM TpeOoBaHMI B 00JacTH OXpaHbI
OKpY>Karolleu cpebl B COOTBETCTBUHM C 3aKOHO/1aTeNIbcTBOM Poccuiickoit deneparum.

7. HapkoTudeckue JIEKapCTBEHHBIE CPEACTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPEICTBA,
panuodapmaneBTUYECKUe  JIGKAPCTBEHHBIE  CPEACTBA  YHHUYTOXKAIOTCS B COOTBETCTBHM  C
3aKkoHoaTenbcTBOM Pocculickon denepanum.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHBbIE MNMPEMNAPATbLI ANA MEAULIMHCKOIo NPUMEHEHUA

Cratbsa 60. FlocypapcTBeHHOe perynupoBaHue LieH Ha fleKapCTBeHHble npenapartbi
AN MeAULMHCKOro NpUMeHeHus

1. TocymapcTBeHHOE perynupoBaHHE IICH Ha JICKAPCTBEHHBIC TMpEnaparhl IS METUITTHCKOTO
MIPUMEHEHHUS OCYIICCTBIIICTCS TIOCPEICTBOM:
(B pen. deaepanpHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxnaenus IIpaBurensctBoM Poccuiickoit denepannu nepeyHs KM3HEHHO HEOOXOIUMBIX U
BAXHEUIIMX JIEKAPCTBEHHBIX MpEnapaToB, KOTOPHIH (opMHpYeTCs U He pexe OJHOro pasza B TOJ
[IEpECMaTPUBACTC B YCTAHOBJICHHOM MM I[OPSAIKE Ha OCHOBE KOMILIEKCHOW OLICHKH JIEKAPCTBEHHBIX
MpernaparoB, BKIOYas aHAJIU3 CBEICHUH O CPAaBHHUTENBHOW KIMHHYECKOW HPPEKTHBHOCTH U
0€30MacCHOCTH JIEKAPCTBEHHOTO CPEJICTBA, OIEHKY JKOHOMUYECKHX TIOCIEICTBUNA TNpPUMEHEHUS
JIEKapCTBEHHOI'O CPEJCTBA W U3YyYEHHUE JIOIOJHUTEIBHBIX MOCICACTBAN IMPUMEHEHUS JIEKApCTBEHHOIO
CPEICTBa;

(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 13.07.2020 N 206-D3)

2) YyTBEpXKACHHUS METOJIMKHM pacueTa TMpeAelbHBIX OTIYCKHBIX IICH MPOU3BOAUTENCH Ha
JIEKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIE B TEPEYCHb J>KU3HECHHO HEOOXOMUMBIX W BAKHECHUIITUX
JICKapCTBCHHBIX MPEIapaToB, a TAak)Ke BHEIPCHHS MEXaHH3MOB (DOPMHUPOBAHMS CUCTEMBI peepeHTHBIX
LIeH;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 06.06.2019 N 134-D3)

3) rocynapCcTBEHHOM PpErUCTpalMy TMpeAeibHBIX OTHYCKHBIX II€H IPOU3BOAUTENICH Ha
JICKApCTBCHHBIC MIpCHiapaTrbl, BKIIOYCHHBLIC B IMCPCUCHb KU3HCHHO HCOGXOI[I/IMBIX A BaXHEHUIITNX
JIEKapCTBEHHBIX TPEnapaToB;

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BeleHHUs TOCYIAapCTBEHHOIO peecTpa MpeAeNbHBIX OTIYCKHBIX II€H MPOU3BOAUTENECH Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JICKApCTBCHHBIC TIpC€HapaTrbl, BKIIOYCHHBIC B IICPCUCHb KU3HCHHO HCO6XO,I[I/IMLIX U BaKHEHUIIINX
JICKApCTBCHHBIX IPCIIapaTOB;

5) yTBepKICHUs METOIMKH YCTAHOBJICHHS UCIIOJIHUTEIBHBIMU OpraHaMu CyOBheKToB Poccuiickoit
®denepanyy IpeesIbHBIX pa3MEpPOB ONTOBBIX Ha0ABOK U MpPENEIbHBIX Pa3MEPOB PO3HUYHBIX HA10aBOK
K (aKTUYECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOJIUTENSIMU JIEKAPCTBEHHBIX IPENapaToB,
Ha JIGKapCTBEHHBIC IpernapaThl, BKIIOYEHHbIE B IMEPEUeHb >KM3HEHHO HEOOXOIUMBIX M Ba)KHEHIINX
JIEKApCTBEHHBIX MPEMAPATOB;

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

6) yCTaHOBJIEHUS MPEAEIBHBIX Pa3MEPOB ONTOBBIX HAJ0AaBOK U MPEAEIbHBIX Pa3MEPOB POZHUYHBIX
Ha/0aBOK K (DaKTUYECKUM OTITYCKHBIM IIEHAM, YCTAaHOBJIICHHBIM IPOU3BOJIUTEISIMU JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHBIE Mpenaparbl, BKIIOYEHHbIE B IMEpPEUeHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX MPENapaToB;

6.1) ompenenenus IlpaButensctBoM Poccuiickoit ®denepanuu mopsaka EHOOOpa3OBaHUs Ha
HE3apErUCTPUPOBAHHBIEC JIEKAPCTBEHHBIE Mpenaparsl Uil MEAMIMHCKOTO NPUMEHEHHS, KOTOpbIE
BBe3eHbI B Poccniickyro denepanuio 1l OKa3aHus MEAUIMHCKON TOMOIIM 1O )KU3HEHHBIM NTOKA3aHUSIM
KOHKPETHOrO TMAIM€HTa W MEXKIyHapOJHbIE HEMAaTEHTOBAHHBbIE, WA TPYNIUPOBOYHBIC, WU
XUMUYECKAE HAaUMEHOBAHHS KOTOPBIX COAEPIKATCS B MEPEUYHE KU3HEHHO HEOOXOIUMBIX U BaKHEUIITHUX
JIEKapCTBEHHBIX MPEMAPATOB;

(m. 6.1 BBenen denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) YTBEpXKACHHUS TOpPSAAKAa BbIAYM TPEANHCAHUNA HWCIOJHUTENBHBIM OpraHaM CyOBEeKTOB
Poccuiickoit @eaepanuu 0 NpUBEACHUN B COOTBETCTBUE € 3aKOHOATeNbCTBOM Poccuiickoit deneparuun
penieHnii 00 YCTaHOBJIEHUHM IMPEACTbHBIX Pa3MEpPOB ONTOBBIX HAJ0ABOK W MPEICIHHBIX pPa3MepoB
PO3HUYHBIX HAI0aBOK K (DaKTUYECKUM OTIYCKHBIM I[€HaM, YCTaHOBJICHHBIM IPOU3BOIUTEISIMU
JICKapCTBEHHBIX IIPENapaToB, Ha JICKAPCTBEHHBIE MpernapaThl, BKIOUYCHHBbIE B IE€PEYCHb >KU3HEHHO
HEOOXOMUMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MpENaparoB, €CIU OHU TMPUHATHI C HapyIICHHEM
3akoHoJarenbeTBa Poccuiickoil denepannu, B MOPAIKE, yCTaHOBIEHHOM [IpaBurenscTBoM Poccuiickon
Oenepauuu;

(B pen. ®exnepanbHoro 3akona ot 08.08.2024 N 232-03)

8) HampaBJICHHS YIOJHOMOYCHHBIM (DeepalbHBIM OpPraHOM  HCIOJHHUTEIHLHOW  BIACTH
UCTIOJTHUTENIHBIM OpraHam cyoOwsekToB Poccuiickoit ®Denepanuu NpennucaHuii O TPUBEIACHUU B
COOTBETCTBHE C 3aKOHOAATENbCTBOM Poccuiickoit ®denepand  NPUHATBIX C  HapyIICHUEM
3akoHoAarenbcTBa Poccuiickoii denepanuu pemieHUd 00 YCTAHOBICHHUHU TMpPENeibHBIX pPa3MEpOB
ONTOBBIX HAN0ABOK W TMpPENEIbHBIX Pa3MEpPOB PO3HUYHBIX HAM0ABOK K IIEHAM Ha JICKapCTBCHHBIE
mpermapaTel, BKIIOYCHHBIE B TEPEUCHb J>KM3HCHHO HEOOXOIMMBIX M BAKHEHIIHMX JICKApCTBEHHBIX
MperapaTos;

(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

9) ocymectBiaeHus (enepanbHOr0 TOCYAApCTBEHHOrOo Haa3opa B cdepe oOpaieHUs
JIEKapCTBEHHBIX CPEACTB M PErMOHAIBHOIO TOCYAAPCTBEHHOTO KOHTPOJSA 3a NPUMEHEHHEM LIEH Ha
JICKapCTBEHHBIE  MpenapaTbl COOTBETCTBEHHO  YIIOJHOMOUYEHHBIMH  (efiepabHBIMU  OpraHaMu
WCTIOTHUTEJIbHON BJIACTH W UCIIOJIHUTEIbHBIMU OpraHaMu cyobekToB Poccuiickoit denepannu coriiacHO
VX KOMIIETEHIINHU B MOPsAKE, ycTaHOBIEeHHOM IIpaButenscTtBoM Poccuiickoit @enepanny;

(B pen. deaepanbHbix 3ak0HOB 0T 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) npumeHeHHMs NpPEeAyCMOTPEHHBIX 3aKoHonaTenbcTBOM Poccuiickoit  ®enpepauuu  Mep
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

OTBETCTBEHHOCTH 3a HapylIeHHE TOpsaKa I[IeHOOOpa3oBaHMS Ha JIEKapCTBEHHBIC IperapaTshl,
BKJIFOYECHHBIE B [IEPEUYEHB KU3HEHHO HEOOXOIUMBIX U BaKHEHININX JIEKapCTBEHHBIX MpenapaToB.
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycnoBusix upe3BblYaliHONW CUTyallMu M (WIM) IPU BOZHUKHOBEHUHU YTPO3bl paCIpOCTPaHEHUs
3a00JieBaHusl, MPEJICTABISIONIETO OMACHOCTh JUIsl OKPY’KaIOIIUX, a TakKe B Cilyyae, €clid B TEUEHHE
TPUILATH KaJeHJApHbIX JAHEH nocie npunatus [IpaButensctBoMm Poccuiickoit Denepannu peiieHus: o
IIPOBEJIEHUM MOHUTOPUHIA PO3HMYHBIX II€H Ha JIEKapCTBEHHBIE IIpEnaparbl, HE BKIIOYCHHBIE B
[EPEYCHb >KU3HEHHO HEOOXOMUMBIX M Ba)KHEHMIIMX JIEKAPCTBEHHBIX IPENapaTroB, Ha TEPPUTOPUAX
cyobekToB Poccuiickoii @enepaninu BBISBIEH POCT PO3HUYHBIX IIEH Ha yKa3aHHBIC JIEKApCTBEHHBIC
mpernapaTsl Ha TpUIAUATh MpoleHToB U Oosee, I[IpaButenbctBo Poccuiickoit ®enepanuu Blpase
YCTaHOBUTbH IpeJIebHbIE OTITYCKHBIE LIEHBI TPOU3BOIUTENEH HA YKa3aHHbIE JIEKapCTBEHHBIE Mpenaparhl,
IpeJelbHble pa3Mepbl ONTOBBIX HaA0aBOK U NpeeibHble pa3Mepbl PO3HUYHBIX HAaJ0aBOK K
(aKkTUYEeCKUM OTIYCKHBIM Ll€HaM IPOM3BOJAUTENIEH Ha yKa3aHHbIE JIEKapCTBEHHBIE Ipernaparhl.
IlepeyeHp NeKkapcTBEHHBIX NpeNapaToB, HE BKIIOYEHHBIX B IEpEUYEHb XKMU3HEHHO HEOOXOIUMBIX U
BOXHEUIINX JICKAPCTBEHHBIX IPEMapaTroB, W M[OPAIOK ero (OPMHUPOBAHUS  OMPEICIIAIOTCS
[IpaBurenscTBOM Poccuiickoit deneparum.

(uacts 2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B Tedenue neBaHOCTA KaJleHIAPHBIX JHEW co aAHS yTrBepxkaeHus [IpaButensctBoMm Poccuiickoit
®denepanyu nMepevHs, yKa3aHHOTO B YacTH 2 HACTOSIIEH CTaThH, HE JIOMYCKAIOTCS peanu3als U OTIyCK
BKJIFOYEHHBIX B HErO JIEKAPCTBEHHBIX MPENapaToOB MO LIE€HAM, MPEBBIIIAIONINM MPeeIbHbIE OTITYCKHbIE
LIEHbl TPOW3BOJMUTENCH HA YyKa3aHHBbIC JIEKAPCTBEHHBIEC Ipemnapathbl, Mpe/eibHbIE pa3Mepbl ONTOBBIX
HaA0aBOK W TMpeAeNbHBICE pPa3Mepbl PO3HUYHBIX HAJ0ABOK K (PAKTUYECKHM OTITYCKHBIM II€HAM
MPOM3BOJUTENICH Ha YyKa3aHHBIE JICKAPCTBEHHBIC TMpernapaThl C Y4YETOM Hajora Ha J00aBJICHHYIO
CTOUMOCTb.

(uacts 3 BBenena denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

Cratba 61. locypapcTBeHHaa perucTpauva M nepeperncrpauus npegenbHbIX
OTNYCKHbIX LEeH NnpouM3BOAUTENien Ha NeKapCTBEeHHble MnpenapaTbl, BKMIOYEHHble B
nepeyvyeHb XXU3HEHHO He0OXO0ANMbIX U BaXKHEMLLUUX JIeKapCTBEHHbIX NpenapaToB

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenenbHast OTIYCKHas LiEHAa MPOU3BOJMUTEINS HA JIEKAPCTBEHHBIM INpenapar, BKIOYEHHBIH B
[IEpEYEHb HKU3HEHHO HEOOXOAMMBIX M Ba)XKHEWIIMX JIEKAPCTBEHHBIX IMPENapaTroB, MOAJEKUT
rOCYIapCTBEHHOW PErucTpaluy B MOpske, ycraHOBIeHHOM [IpaBurensctBoM Poccuiickoit deneparuu,
HAa OCHOBAaHWHU HANPABIEHHOTO IMOCPEJICTBOM €AMHOTO MOpTajlia B YMOJHOMOYEHHBIH (enepaabHbIi
OpraH WCIOJHUTEIHHOW BIIACTH WJIM IJIMYHBIA KaOWHET YMOJIHOMOYEHHOro ¢eaepaibHOro opraHa
UCTIOJHUTENIBHOM BIACTM B E€IMHOM cHCTeMe, MOJIMUCAHHOIO YCHJICHHOM KBaTM()UUIUPOBAHHON
JIEKTPOHHON MOJIUCHIO 3asBICHUS JEpKaTelld WM BIAJENbLa PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI' 0 Ipernaparta (yInoJIHOMOUYEHHOTO UM JIUIIA).

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2. 3apeructpupoBaHHas IIpeleNibHAas OTIYCKHas LI€Ha MPOU3BOJAUTENS Ha JIEKapCTBEHHBIN
mpemapaT, BKJIIOUEHHBIM B TEpeueHb >KU3HEHHO HEOOXOAMMBIX U Ba)XKHEUIIMX JIEKapCTBEHHBIX
MIpPemapaToB, MOXKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEIUUYCHUS OJUH pa3 B KaJICHAAPHOM TOY
HAa OCHOBAHWU HAIMPABICHHOTO 10 | OKTAOpS KaXIOro rojaa IMOCPEICTBOM EIMHOTO IMopTana B
YIOJHOMOYCHHBIH  (elepanbHblii  OpraH  HCIOJHUTEIBHOW  BIIACTH WM  JIMYHBIA ~ KaOWHET
YHOJHOMOYEHHOTO (eiepaibHOro OpraHa UCHOJHUTENbHOM BIACTH B €IUHOW CHUCTEME, MOJMUCAHHOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

YCUJIEHHOH KBaJU(HUIUPOBAHHON O3JEKTPOHHOIN IOMMKCHIO 3asBICHUS JepKaTens WM BlaJeibla
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara (yIOJIHOMOYEHHOTO UM JIUIIA).
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

3. 3apeructpupoBaHHas IpeAeibHas OTIYCKHas 1I€Ha NPOU3BOAUTENS Ha JIEKapCTBEHHBIN
mpernapaT, BKJIIOUYEHHBI B TMEpeYeHb JKU3HEHHO HEOOXOAMMBIX U Ba)XKHEWIIMX JIEKapCTBEHHBIX
IIPEenaparoB, MOXKET ObITh MEPEPErucTpUpOBaHa B CTOPOHY CHMKEHHsSI HA OCHOBAaHWHU HAIPABICHHOTO
MIOCPEJICTBOM €AMHOTO MOpTaJia B YIIOJIHOMOYEHHBIN (eiepabHblil OpraH UCTIOJHUTEIbHON BIACTH WU
JUYHBIA KaOWHET YMOJIHOMOYEHHOro (heAepalbHOTO OpraHa MWCIOJHHUTENIbHOM BIacTH B €IUHOMN
cUCTeMe, NOJNMMCAHHOTO YCWJIEHHOHW KBIM(UIIMPOBAHHOW HIIEKTPOHHON MOMMUCHIO 3asBICHHS
JepKaTens WIM  BIIaJeNbla PErUCTPALMOHHOIO  yJOCTOBEPEHHUS JIEKapCTBEHHOIO Iperapara
(YIIOJIHOMOYEHHOT'0 UM JIULIA).

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

4. Jlepxatenp WM BIaAelel] PETMCTPALMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO IIperapara
(YNOJTHOMOYEHHOE UM JIMIIO) 00s3aH HalpaBUTh MOCPEICTBOM €IMHOTO MOpTaja B YHOIHOMOYECHHBIH
(benepanbHBI OpraH WCHOTHUTEIBHON BIACTH WIIU JIMYHBIN KAOWHET YIOJIHOMOUYEHHOTO (hefepabHOTo
OpraHa HCIIOJIHUTEIbHOM BJIACTH B €AMHON CHUCTEME IMOANMCAHHOE YCHUJIEHHOM KBaJM(ULIHMPOBAHHOMN
3JIEKTPOHHOW MOJIHKCHIO 3asBJIICHUE O MEPEPETUCTPALNN 3aPErUCTPUPOBAHHOMN MPEAEIbHON OTIYCKHOMN
LEHbl TPOM3BOAMTENSI Ha JICKAPCTBEHHBIM Ipenapar, BKIIOYEHHBIM B IIEPEYCHb JKU3HCHHO
HEOOXOJMMBIX M Ba)KHEMIIMX JIEKapCTBEHHBIX NpPENapaToB, B CTOPOHY CHIDKEHHUS B CIEAYIOLIMX
ClIyyasix:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) cHmwKeHHE IIeHbl B WHOCTPAHHOW BaJIOTE HA JIEKAPCTBEHHBIM TMpemapaT B CTpaHe
MPOM3BOUTENS U (WJIK) B CTpaHaX, B KOTOPBIX JIEKAPCTBEHHBIN IMpemnapaT 3aperucTpupoBad U (Win) B
KOTOpBIE ITOCTABIIAETCS IPOU3BOAUTEIIEM;

2) cHWXKEHHE LIeH Ha peepeHTHbIC JIEKapCTBEHHbIE MpenapaThl B COOTBETCTBUU C IYHKTOM 1
HacTosmed 4YacTH (IUIi COOTBETCTBYIOIIMX BOCIPOM3BEIEHHBIX, OHOaHAIOrOBHIX (OMOMOZOOHBIX)
JIEKapCTBEHHBIX IIPENApaTOB);

3) mpeBbILIEHUE MPEENIbHON OTIYCKHOM 1IEHBI Ha NEpPBbIA BOCIPOU3BEACHHBINH, OMOaHATOrOBbII
(6rormog00HBII) JIEKapCTBEHHBIN Mpenapar HHOCTPAHHOTO MPOU3BOJICTBA HAJ MPENCTbHON OTIYCKHOM
IICHOH TPOWM3BOJAMTENI HAa  BTOPOW  BOCIPOM3BEICHHBINM, OHWOAHAJIOTOBBIM  (OMOTOMIOOHBIN)
JIEKApCTBEHHBIA IpenapaTr, pacCUUTaHHOM B COOTBETCTBUM C METOJUKOW, YTBEPKICHHOU
[IpaButenscTBOoM Poccuiickon Penepannu;

4) npeBblllIeHNE NIPENEIbHON OTIIYCKHOM LIEHBI Ha MEPBBIM BOCIPOU3BENECHHBIN, OMOaHAIOTOBBIN
(6uomonOOHBIN) JIEKapCTBEHHBIN TMpenapar TPOU3BOAMTENS TOCyAapcTBa - 4WieHa EBpa3uiickoro
SKOHOMHYECKOTO COK03a HaJ IPEACIbHOM  OTIYCKHOM II€HOM IPOM3BOAMTEN Ha BTOpPOH
BOCIIPOU3BE/ICHHbIN, OHOaHaNOroBbIil (OMONOJOOHBIN) JEKapCTBEHHBIM Ipenapar IpOU3BOIUTENS
rocyiapcTsa - ujeHa EBpa3sumiCKOro 3KOHOMHMYECKOIO COH03a, PAaCCUUTAHHOW B COOTBETCTBHM C
METOAUKOH, yTBepkaeHHOM [IpaButensctBoM Poccuiickoint denepanun.

4.1. B cnyuae, eciin OT UMEHM JeprKareisl WIKM BIAJENblla PETUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKApCTBEHHOT'0 TIpemnapara ACHCTBYET €ro NpelCcTaBUTENb ((PU3MUECKOe JIUIIO), YHNOJIHOMOUYECHHBIN
)IGfICTBOB&TB Ha OCHOBaHWH JOBCPCHHOCTHU B SHCKTpOHHOﬁ (bopMe B MalllMHOYHUTAaEMOM BHJEC,
3asiBJICHUS, YKa3aHHbIe B yacTsaX | - 4 HacTosied cTaTbd, MOTYT OBITh MOJIUCAHBl YCHUJICHHON
KBTU(UIIMPOBAHHON 3JIEKTPOHHOM MOJMUCKHIO JTHUOO0 YCUIEHHOW HEKBANU(DUIIMPOBAHHON AIEKTPOHHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

HOJIITUCHIO.
(uactb 4.1 BBennena dexnepanbHbIM 3aKk0HOM OT 31.07.2025 N 304-D3)

5. llopdoK  mepeperucTpaluy  3aperUCTPUPOBAHHBIX  MPEAEIBHBIX  OTIYCKHBIX  LI€H
MIPOU3BOINTEINICH Ha JIEKApCTBEHHBIE NPEnapaThl, BKIIFOUYCHHBIE B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEWIIINX JIEKAPCTBEHHBIX IPENapaToB, B CIydasx, IPEIyCMOTPEHHBIX YacTsIMHU 2 - 4 HacTosuen
cTaTby, yctaHaBiauBaeTcs [IpaButensctBoMm Poccuiickoit denepanuu.

6. DKOHOMHYECKUN aHaTu3 MPEJebHON OTMYCKHON IIeHbl MPOWU3BOIUTENS Ha JIEKApPCTBEHHBIN
MpemapaT, BKJIIOYEHHBI B TEpPEeUeHb JKU3HEHHO HEOOXOJAMMBIX W BAXKHEHIIUX JEKapCTBEHHBIX
MpemapaToB, MPU €€ TOCYNAPCTBCHHOH PETUCTPAlMd WM TIEPEPETUCTPALMU  OCYIICCTBIIICTCS
denepaabHBIM OpPraHOM HCIIOJTHHUTEIHLHOW BJIACTH, OCYHICCTBIISIOIAM (QYHKIMH TIO TMPUHSATHIO
HOPMATHBHBIX TIPAaBOBBIX aKTOB W KOHTPOIIO 3a COONIONEHHEM 3aKOHOJATelIhCTBa B cdepe
TrOCYJapCTBEHHOTO PETYJIMPOBaHUS 1IeH (TaprdoB) Ha TOBAPHI (YCIYTH).

7. PacueT mpenenbHbIX OTIYCKHBIX IIEH, YKa3aHHBIX B 4acTAX | M 2 HacTosILEN CTaThbH, IPU UX
rOCyJapCTBEHHOM PErMCTPALlMK WM MEPEPETUCTPALUU OCYLIECTBIISETCS B COOTBETCTBUU C METOIUKOU,
yTBepkaeHHou IIpaBurenscTBoM Pocculickon denepanyu 1 y4UTHIBAIOLIEH B TOM YHCIIE:

1) cobmonenne GanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX MPENapaToB, BKIIOYCHHBIX B
NEPECUYCHb KHU3HCHHO HeO6XO)II/IMI)IX A BaKHEHIITHX JICKAPCTBCHHBIX IIPCIapaToB, U HpOHBBOHHTeHeﬁ
JIEKapCTBEHHBIX MpENapaTroB, BKIIOYEHHBIX B IEPEYEHb >KU3HCHHO HEOOXOMUMBIX W BAKHEHIIMX
JIEKapCTBEHHBIX IPETapaTos.;

2) daxTudecKkyr OTIMYCKHYIO IIEHY Ha JIeKapCTBEHHBIe npemnaparthl B Poccuiickoit denepanuu,
LIEHY BBO3a JIEKAPCTBEHHBIX IpernaparoB B Pocculickyro denepanuio, a TakKe LEHbI HA aHAJIOTUYHBIE
JIeKapCTBEHHBIE TIpenaparhl, Haxo smuecs: B oopamnienuu B Poccutickoit denepanumy;

3) 3arpaThl TNPOM3BOJAWTENS JIEKAPCTBEHHOIO Tpernapara Ha MPOU3BOJACTBO U pealld3allMio
JIEKapCTBEHHOI'O Iperapara;

4) ueHy Ha JIeKapCTBEHHBII IpenapaT, ero LeHy B CTpaHe MPOU3BOAMTENS U B CTpaHaX, B KOTOPbIX
JIEKapCTBEHHBIH Mpenapar 3aperucTpUpOBaH U (WIH) B KOTOPBIE MOCTABIISAETCS TPOU3BOIUTEIIEM.

8. He nomyckarorcs peanusanus ¥ OTIIYCK JIEKAPCTBEHHBIX IPENapaToB, BKIIIOUEHHBIX B [IEPEUYECHb
KU3HEHHO HEOOXOAMMBIX M BaKHEHMIIUX JIEKAPCTBEHHBIX IPENapaToB, HA KOTOPHIE MPOU3BOIUTEIIMU
JIEKapCTBEHHBIX IMpEnapaToB HE 3aperucTpUpoBaHa IMpeleibHas OTIYCKHAs 1€Ha, pealn3alus
IIPOU3BOIUTEIISIMU JIEKAPCTBEHHBIX MPENapaToB MO LEHAM, IIPEBHIIAIOLIINM 3apErUCTPUPOBAHHbBIC WU
NepepEeruCTPUPOBAHHBIE MPEE/IbHBIE OTIYCKHBIE II€Hbl HAa JIEKAPCTBEHHBIE IPEnaparbl C y4eToM
HaJlora Ha JJ00aBJIEHHYIO CTOUMOCTb.

9.  OCOOEHHOCTH TOCYJApCTBEHHOTO  PEryJHMPOBAaHUS  MPEACIbHBIX  OTIYCKHBIX  LIEH
MIPOU3BOINTENICH Ha JIEKApCTBEHHBIE NPEnapaThl, BKIIFOUYCHHBIE B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BOXHEUIINX JICKAPCTBEHHBIX IPENapaToB, B 3aBHCHMOCTH OT 3KOHOMHUYECKHX W (WJIM) COIMAIBHBIX
KpUTEepHEB (M3MEHEHUE YCJIOBHUM, MOpPsKa U CTOMMOCTH MPOM3BOJCTBA JIEKAPCTBEHHBIX IPENaparos,
UCIOJb30BAaHUE HOBBIX (OPM, METOJOB U CIIOCOOOB TOCYIAapPCTBEHHOI'O PEryJMpOBaHMUs IEH Ha
JIEKapCTBEHHbIE Mpenaparhl, B TOM YHUCJIE Ha OCHOBE MEXaHM3Ma pe(epeHTHOro IEeHOOOpa30BaHMA,
W3MEHEHMH MOpPSJIKa OKa3aHWs METUIIMHCKON MOMOINM, W3MEHEHHE Kypca WHOCTPAHHOW BAJIIOTHI U
MHbIE U3MEHEHHUs) ycTaHaBiauBatoTcs [IpasurensctBoM Poccuiickoit deneparuu.

(B pen. ®enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

Cratba 62. T[ocypapCTBeHHbIU peecTp npeAeribHbIX  OTNYCKHbIX  LeH
npousBoauUTenen Ha neKkapcTBeHHble npenaparbl, BKIIIOYEHHbIe B NepevyeHb XXU3HEHHO
HeobGXxoAUMbIX U BaXXHEULUMX NleKapCTBEHHbIX NpenapaToB

1. 3aperucTtpupoBaHHBIE WM II€PEPETHCTPUPOBAHHBIC IpPECIbHBIE OTITYCKHBIE  IICHBI
MPOM3BOANTENCH Ha JISKApCTBEHHBIE NPENapaThl, BKIOYEHHbBIE B IEPEYeHb )KU3HEHHO HEOOXOANMBIX H
BOXHEUIIMX JIEKAPCTBEHHBIX IMPENaparoB, IOAJECKAT BKIIOYCHHIO B TOCYIAPCTBEHHBIH peecTp
NpCAC/IbHBIX OTIIYCKHBIX IICH HpOI/I3BO[[I/ITeHeI71 Ha JICKAPpCTBCHHBLIC IIpCiapaThbl, BKJIIOUYCHHLIC B
NEPCUYCHDb ) KU3HCHHO HGO6XOI[I/IMLIX 7 BaKHEHTIINX JICKAPCTBCHHLIX IPCIIapaToB.

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

2. T'ocyaapcTBeHHBINH peecTp MPeaebHBIX OTIYCKHBIX IIEH MPOU3BOIUTENCH Ha JIEKaPCTBEHHBIC
npernaparbl, BKJIIOYCHHBIE B TMEPCUCHb JKU3HEHHO HEOOXOIMMBIX W BAXKHEHIINX JIEKAPCTBEHHBIX
MIpernapaToB, COACPKUT B cede CIeAYIONTYI0 HH(OPMAIIHIO:

1) HauMeHOBaHME JIEPIKATEIS WU BIIAJIENbIIA PETHCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mperapaTa, HaUMEHOBAHHME IPOU3BOJIUTEIS JICKQPCTBEHHOTO IMpemnapara, CBEICHUS O PETUCTPAlUN
JepIKaTeIIs WK BJIAJICNIbIIa PETUCTPANMOHHOTO YAOCTOBEPEHUS JICKApPCTBEHHOTO TIperapara, CBEACHHS O
pEerHCTpaIMK TPOU3BOIUTENIS JICKAPCTBEHHOTO MpernapaTa JUisi MEIUIIMHCKOTrO0 MIPUMEHEHHUS B Ka4eCTBE
HAJIOTOIUIATEbIMKA B CTpaHe perucTpanmud  (Iis  POCCHUHCKUX  FOPUAMYSCKUX  JUI -
UAeHTU(PHUKAIIMOHHBIN HOMep Hanororiarensimuka (MHH), mist MHOCTpaHHBIX IOPHUIAWYECKUX JIHIL -
CTpaHa pETUCTpAIllii, HAaWUMEHOBAHHWE PETUCTPHUPYIOIIETO OpraHa, PETUCTPAMOHHBIA HOMEp, KOJ
HAJIOTOIIATEIBINAKA B CTPAHE PErHCTparui (MHKOPIOPAIMH) WM €r0 aHaJor), MECTO HaXOKJICHUS
MTPOU3BOJICTBEHHBIX TUIOIIAIOK, YIACTBYIONINX B MPOIIECCE MPOM3BOJICTBA JICKAPCTBEHHOTO TIperapara,
C YKa3aHUEM CTaJUH MpoIiecca MPOU3BOICTRA;

(m. 1 B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HaUMEHOBAHME JIEKAPCTBEHHOIO Ipenapara (MEXAyHapOJHOE HEMAaTeHTOBAaHHOE, WU
IPYyIIIMPOBOYHOE, MM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMep PErHCTPAMOHHOTO YA0CTOBEPEHNUS JIEKapCTBEHHOTO TIperapara;

4) nexapcTBeHHas (opMma C ykazaHHUEM JIO3MPOBKH JIEKAPCTBEHHOTO Ipernapara U €ro KOJIM4ecTBa
BO BTOPUYHOM (MOTPEOUTENHCKOMN) YIIAKOBKE, a TAK)KE KOMITJIEKTHOCTB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHas MpeJieNIbHAs OTIYCKHAs IIeHa Ha JEKapCTBEHHBIN Mpemnapar B pyOIisx;
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) maTa ¥ HOMEp TpHKa3a YHOJTHOMOUYCHHOTO (hpefepaIbHOTO OpraHa MCIIOJHHUTEIBHON BIACTH O
TOCYAapCTBEHHOM PpETUCTpalliMl WJIM HEepeperucTpaliil  MPENeNbHOW  OTIYCKHOW I[IEHBl Ha
JIEKapCTBEHHBIM TIpernapaTr, BKIIOYCHHBIH B IEPEYCHb >KM3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MpEnapaToB;

(B pen. @enepanbHbiX 3aK0HOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N _134-P3)

6.1) naTa BCTYIUIEHHS B CUJTY MIPHKa3a yIOJIHOMOYEHHOTO (peIepalbHOr0 OpraHa UCIOJHUTEIbHON
BJIACTU O TOCYAAPCTBEHHOW PpEruCTPAlMM WIH TEePEePEruCcTPAalii IPEAEIbHON OTIyCKHOM IIE€HBI
IIPOM3BOJIUTENS HA JIEKAPCTBEHHBIM IpenapaT, BKIIOYEHHbIH B [E€pEYEHb JKU3HEHHO HEOOXOOUMBIX U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

Ba)KHEHIINX JIEKAPCTBEHHBIX MPETapaToB;
(m. 6.1 BBenen ®PenepanbHbIM 3aK0HOM OT 06.06.2019 N 134-D3)

7) ITPUXOBOM KOJI, HAHECCHHBIN Ha BTOPUYHYIO (TIOTPEOUTENHCKYI0) YIAKOBKY JICKAPCTBEHHOTO
npenapara;
(. 7 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

8) KOJ JIEKapCTBEHHOIO IIpernapara IO aHaTOMO-TEepaneBTUYECKO-XUMHUUECKOW Kilaccudukauuuy,
PEKOMEHI0BaHHOU BceMupHOM OpraHu3anueit 34paBoOXpaHEHUs.
(n. 8 BBenen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3. T'ocynapcTBeHHass pErucTpalus WIM Iepeperucrpanusi IMpeAeIbHbIX OTIYCKHBIX LIEH Ha
JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B MEPEYeHb >KU3HEHHO HEOOXOOUMBIX U BaKHEHMIIUX
JIEKapCTBEHHBIX TpENapaTroB, BeJEHHE TOCYJapCTBEHHOTO peecTpa MpeIesIbHbIX OTHYCKHBIX IIeH
IIPOU3BOIUTENEH Ha JIeKapCTBEHHbIE IIPenapaThl, BKIIIOUCHHbIE B NI€PEUCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX  JIEKAPCTBEHHBIX  IPEMApaTOB, OCYLIECTBIAIOTCA B TOPSAKE, YCTAHOBICHHOM
IIpaBurensctBoM Pocculickoit deneparnumn.

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

Cratbsa 63. YcTaHOBNEHME UCMNONMHUTENbHLIMU OopraHamu cyb6bekToB Poccuinckon
®depepaumun npeaenbHbIX pa3MepoB OMTOBbIX HaAbaBOK U npeAenbHbIX pa3mMepoB
PO3HMYHbIX HaabaBoOK K (aKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
npov3BOAUTENSAMU JeKapCTBEHHbIX rMpenapaTtoB, Ha JreKapcTBeHHble Mpenaparthbl,
BK/IOYEHHbIe B NepeyeHb XU3HEHHO HEOOXOAMMBLIX U BaXHEWULWMX NeKapCTBEHHbIX
npenaparoB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

1. McnonuutenbHble opranel cyobekToB Poccuiickoit dexepanuy ycTaHaBIMBAIOT NpeAebHbIE
pa3Mepbl ONTOBBIX HAN0ABOK U TIpelesibHbIe pa3Mepbl PO3HMYHBIX HAl0aBOK K (DaKTHUECKUM
OTIyCKHBIM 1eHaM (0e3 yuera Hajora Ha JI0OaBICHHYIO CTOMMOCTB), YCTAHOBJICHHBIM
MIPOM3BOJIUTENIIMUA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKApCTBEHHBbIE Ipenaparbl, BKIIOYEHHbIE B
[IEpPEeUYEHb JKU3HEHHO HEOOXOJAMMBIX M Ba)KHEWIIUX JIEKApCTBEHHBIX MPENapaTroB, B COOTBETCTBHM C
YTBEPKJICHHOW B HOpske, ycTraHOBIeHHOM [IpaBurenbctBoM Poccuiickoit @enepanuu, METOIMKOU
YCTQHOBJICHHMsI HCIIOJIHUTENBHBIMU OpraHaMu cyObekToB Poccuiickoil @enepanuu MpeaesibHbIX
pa3MepoB ONTOBBIX HAJ0ABOK M TMpeNeNbHBIX pPa3MEpPOB PO3HUYHBIX HAJ0aBOK K (DaKTHUECKUM
OTIIyCKHBIM  II€HaM, YCTAHOBJICHHBIM  IIPOU3BOJUTENIIMU  JIEKAPCTBEHHBIX  IpenaparoB, Ha
JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B MEPEYeHb >KU3HEHHO HEOOXOOUMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX MpenapatoB. [IpoekThl pemeHuil HUCIOMHUTEIbHBIX OpraHoB cyObeKkToB Poccuiickoii
@enepan 00 YCTaHOBJIEHUM W (WJIM) HW3MEHEHMM IPEAEIbHBIX Pa3MEPOB OINTOBBIX HAT0ABOK U
NPEJeNbHBIX pa3MepOB PO3HUYHBIX HAI0aBOK K (DaKTHUECKUM OTITYCKHBIM II€HaM, YCTaHOBIJIEHHBIM
IIPOU3BOJUTENISAMUA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKApCTBEHHBbIE IpEnaparbl, BKIIOYECHHBIE B
NEPEeYCHb JKMU3HEHHO HEOOXOMUMBIX M BAXHEMIIMX JICKAPCTBEHHBIX MPENaparoB, IOMJIEKAT
COTJIACOBAaHWIO C  YIOJIHOMOYEHHBIM  (efepaibHIM  OpPraHOM  HCIIOJIHUTENBHOW  BIIACTH,
OCYHIECTBISAIOMUM (QYHKUMU [0 NPUHATHIO HOPMATUBHBIX IIPAaBOBBIX AaKTOB M KOHTPOJIO 3a
COOJIFOJICHUEM 3aKOHOJATEIbCTBA B c(epe rocyAapCTBEHHOIO peryjiupoBaHMs LeH (TapudoB) Ha
TOBaphlI (YCIIyTH), B MOpsijike, ycTaHoBIeHHOM [IpaBurensctBoM Poccuiickoit deneparuu.

(B pen. denepanbHbix 3akoHOB OT 13.07.2015 N 241-@3, ot 27.12.2019 N _475-®3, ot 08.08.2024 N
232-P3)

2. OpraHmamm OIITOBOI1 TOProBJIM JICKAPCTBCHHBIMU CpCACTBAMHU, aAlITCYHBLIC OpraHU3alluu,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

UHAUBUJyalbHbIE NpPEANPUHUMATENN, UMEIOIUE JMIEH3UI0 Ha (apMalleBTUYECKYIO eATEeNIbHOCTD,
MEIMLMHCKUE OpraHMu3allid, MMEIOIIMe JIMLIEH3UI0 Ha (apMaleBTUUECKYIO JeATeNIbHOCTh, M HX
000c00JIeHHBIE TOAPA3/ICNCHHs], PACHOJI0KECHHBIE B CEIbCKHX HACEIIEHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT AaNTE€YHbIE OPraHU3ALMH, OCYLIECTBIISAIOT PEATU3alHI0 JICKAPCTBEHHBIX IPENapaTos,
BKJIFOUEHHBIX B [EPEYECHb >XKM3HEHHO HEOOXOJMMBIX M BaKHEWIIUX JIEKAPCTBEHHBIX IPENapaToB, IO
LIEHaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBUM C IOPAIKOM, YCTAHOBJICHHBIM IIpaBUTENBCTBOM
Poccuiickoit denepanyu, n ypoBeHb KOTOpHIX (0e3 ydera Hajora Ha JO0aBJIEHHYIO CTOMMOCTH) HE
JOJDKEH TPEBBINIATh CYMMY (DAaKTHYeCKOM OTHYCKHOM II€HBbl, YCTaHOBJIEHHOW MPOU3BOJUTENIEM
JIEKAPCTBEHHOI'0 IIpernapara, He MPEBBILIANIIECH 3aperuCTPUPOBAHHON WM IEPEPEruCTPUPOBAHHOU
MpeleabHON OTIYCKHOM IIeHbl MPOW3BOAUTENS (HAa JAaTy peaju3aluy JIEKapCTBEHHOrO Ipernapara
MPOM3BOJUTENIEM), W pa3Mepa ONTOBOW HaaA0aBKW u (WJIM) pa3Mepa PO3HUYHON Hag0aBKH, HE
IIPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa IpeleNbHOM ONnToBOW Hax0aBku M (MIM) pa3Mepa
npeeabHON PO3ZHUYHOM HaZ0aBKH, YCTAaHOBIEHHBIX B cyObekTe Poccuiickoit deneparuu.

(B pen. @eaepanbHbix 3ak0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 323-03)

3. Ucnonaurensueie opranbl cyobekToB Poccuiickoit deneparnmu pazmemaiot B cetd "MuTepHer”
MH(OPMALIMI0O O 3apErUCTPUPOBAHHBIX MPEAENBHBIX OTIYCKHBIX II€HAaX [pOW3BOJAUTENIEH Ha
JIEKapCTBEHHbIE INIperaparbl, BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOJUMBIX U BaKHEMIIUX
JIEKapCTBEHHBIX IpernapaTroB, o0 yCTaHOBJIEHHbIX B cyOwbekTe Poccuiickoil ®denepaunu npenesibHbIX
pa3Mmepax OINTOBBIX HaJ0ABOK M (MJIM) MpeAETIbHBIX pa3Mepax PO3HUYHBIX HAJ0ABOK K YCTaHOBIIEHHBIM
MIPOU3BOIUTENISIMU JICKAPCTBEHHBIX MpenapaTtoB (PakTUYECKUM OTIYCKHBIM LIEHaM Ha JIEKapCTBEHHBIE
npernaparel, BKJIIOYEHHBIE B IE€pPEYCHb JKU3HEHHO HEOOXOIMMBIX M BAXKHEHIINX JIEKAPCTBEHHBIX
MIpenapaToB, a TaKXkKe O CYMME 3apEeTrUCTPUPOBAHHBIX MPEIENIbHBIX OTIYCKHBIX LIEH IPOU3BOIUTENIEH Ha
JIEKapCTBEHHbIE TIperaparbl, BKIIOYEHHbIE B MEpPEeYeHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEHMIIUX
JICKapCTBEHHBIX IIpPEenapaToB, YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit ®Denepanuu IpeaesbHbIX
pa3MepoB ONTOBBIX HaA0aBOK W NpEAENbHBIX pa3MEpOB PpO3HUYHBIX HAJ0aBOK M Hajora Ha
n00aBlIeHHYI0 cTOUMOCTh. MH(pOpManus, npeaycMoTpeHHas: HaCTOSIIIEH YacThio, JTOJKHA HAXOAUTHCS
TaKKE€ B AaNTEYHbIX OpPraHM3aLMUSAX B JOCTYHNHOH /s BCEX 3aMHTEPECOBAHHBIX JHI (opMe U
OOHOBIIATbCS TI0 MeEpe €€ pa3MEeUIeHMs] MCIOIHUTEIbHBIMU oOpraHamMu cyObekToB Poccuiickoit
®enepannu B cetr "MHTEpHET".

(B pen. deaepanbHbix 3ak0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

4. Yrpatun cuity ¢ 1 mapra 2020 rona. - ®enepanbubiii 3akoH oT 27.12.2019 N 475-D3.

nasa 13. MOHUTOPUHI 3PDPEKTUBHOCTU U BE3OINMACHOCTHU
NEKAPCTBEHHbIX NMPENMAPATOB, HAXOOALINXCA B OBPALLEHUNA
B POCCUNCKOU ®EAOEPALIUUN
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 64. ®apmakoHaasop
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIC ITpenapaThl, HaXosecs B oopamennn B Poccuiickoit deaepanum, mojiexar
MOHHUTOPHUHTY 3((EKTUBHOCTH M OE30MACHOCTH B IENSIX BBISBICHUS BO3MOXHBIX HETaTUBHBIX
MOCJEICTBUI MX MPUMEHEHUs, UHAUBUIYAIbHOW HENEPEHOCUMOCTH, MPEAYNPEKACHUS MEAUIIMHCKUX
pabOTHUKOB, CIEIUAINCTOB B OOJIACTH BETEPUHAPUHU, MALMEHTOB WJIHM BIIAJICIBIICB XUBOTHBIX M HUX
3aIUTHI OT MPUMEHEHUSI TAKUX JIEKAPCTBEHHBIX MIPEMapaToB.

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

2. ®apMakoHaa30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (heaepaibHbIM
OpPraHOM HCIIOJHHUTEIBbHOM BJIACTH B YCTAHOBJICHHOM MM IOPSJKE C YYETOM TpeOOBaHHMI HACTOSIIETO
@denepalIbHOTO 3aKOHA M aKTOB, cOCTaBisAoUMX npaBo Coro3a, MyTeM aHaiu3a IPeroCTaBIIAEMON
cyObekTaMu  OOpamieHHus JIeKapCTBEHHBIX CpeACcTB HMH(OpMamuu O TOOOYHBIX JEHCTBHUSAX,
HEXKeJIaTeJIbHBIX PEaKIMsIX, CEPbE3HBIX HEXKENATENbHbIX PEaKlUiX, HENPEIBUICHHBIX HEeXeTaTelbHbIX
peakuusx Mpu MPUMEHEHUH JIeKapCTBEHHBIX IMpenaparoB, 00 HHIWBUIYaTbHOW HENEPEHOCHUMOCTH,
oTCyTCTBUH S((PEKTHBHOCTH JIEKAPCTBEHHBIX TMpenaparoB, a Takke o0 uHbIX (akTax u
00CTOSITENLCTBAX, MPEACTABISIOMINX YIPO3y JKU3HU WM 3/I0pPOBBIO YeNOBEKa JIMOO KHUBOTHOTO IPH
IIPUMEHEHUH JIEKApCTBEHHBIX IPENapaToB U BBIABICHHBIX HA BCEX 3Tanax oOpallleHus JeKapCTBEHHBIX
npenaparoB B Poccuiickoii denepanuiv U APyrux rocyJapcTBax.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3. CyObexTsl 00paleHus JEeKapCTBEHHBIX CPEJICTB B NOPSI/IKE, YCTAHOBICHHOM YIIOJHOMOUYEHHBIM
¢denepanbHBIM  OPraHOM MCIIOJHHUTEIBHOM BIACTH, 00s3aHBI COOOLIATh B  YHOJHOMOYEHHBIH
(benepanbHBIl OpraH HCIOJHUTEIBHON BIACTH O MOOOYHBIX JCHCTBUSAX, HEXKEJIATEIBHBIX PEAKIIUAX,
CEPBE3HBIX HEKEIATEIbHBIX PEAKLUAX, HEIIPEIABUICHHBIX HE)KEJIATEIbHbIX PEAKIUAX IIPU PUMEHECHUN
JIEKApCTBEHHBIX IPENapaToB, 00 WHIWBUAYAIbHOW HENEPEHOCHMOCTH, OTCYTCTBHH 3()()EKTHBHOCTH
JIEKapCTBEHHBIX MPENapaToB, a Takke 00 MHBIX (akTax U OOCTOSTENbCTBAX, MPEACTABISIOUINX yTPO3Y
AKHU3HU WM 370POBBIO YeJIOBEKa JINOO KMBOTHOI'O IPU NMPUMEHEHHM JICKapCTBEHHBIX IPENnapaTtoB U
BBISIBJIGHHBIX Ha BCEX ATamax oOpalleHHs JeKapCTBEHHbIX IpemnapatoB B Poccuiickoit denepauuu u
JIPYTUX roCy1apCTBax.

4. JlepxaTenu WM BIIAJENIbLIbI PETUCTPALIMOHHBIX YAOCTOBEPEHUH JIEKAPCTBEHHBIX IIPENapaToB,
IOpUAMYECKHUE JIMIa, Ha HMS KOTOPBIX BBLAAHBI pa3pelIeHHs] Ha MPOBEACHUE KIMHUYECKUX
uccnenoBanuii B Poccuiickoit denepannu, 1100 yrnoJlHOMOYEHHbIE UMH JIpYTHE IOPUINYECKUE U B
pamkax oOecriedeHus: 0€30MacHOCTH JIEKAPCTBEHHBIX IIPENaparoB B MOPSJKE, YCTAaHOBJICHHOM
COOTBETCTBYIOIIUM YHOJHOMOYEHHBIM (peepanbHbIM OpPraHOM MCIIOJHUTEIBHON BJIACTH, OOS3aHBI
OCYILECTBIIAATh MPHEM, Y4eT, 00pabOTKy, aHaJIU3 M XpaHEHHE MOCTYIAIOMIUX B UX ajjpec OT CyOBbEKTOB
oOpaleHusl JEKapCTBEHHBIX CPEJCTB M OPraHOB T'OCYJApCTBEHHOM BIIACTH COOOIIEHUH O MOOOYHBIX
NEUCTBUSX, HEXKEJIaTeNbHBIX  pPEaKLUMsSX, CEpPhE3HbIX  HEXKENATeNbHbIX UM  HENpPEeABHIECHHBIX
HEeXKeJIaTeJIbHBIX pPEeaKIMsIX NpU TNPUMEHEHHM JIEKapCTBEHHBIX IpenaparoB, 00 OCOOEHHOCTIX WX
B3aUMOJICHCTBUS C JPYIMMHU JIEKAPCTBEHHBIMU IpenapaTaMH, UHIUBUAYaJbHOW HENEepeHOCHUMOCTH, a
TaKke 00 MHBIX (PaKTax U 0OCTOATENLCTBAX, MNPECTABISAIOIINX YIPO3Y JKU3HU WIM 370POBBIO YellOBEeKa
7100 )KUBOTHOTO MJIM BIUSIOMIMX Ha U3MEHEHHUE OTHOLICHUS 0XKUIAEMOM MOJIBb3bI K BO3MOKHOMY PHUCKY
IIPUMEHEHHUS JIEKaPCTBEHHBIX ITPENAPATOB.

5. Ilpu BbIsIBIEHNH HHGOPMAIMH O CEPHE3HBIX HEXKENATEIbHBIX PEaKIHUsIX M HEMpPeIBUICHHBIX
HEXKeJIaTeJIbHBIX PEeaKIMsIX NpU TNPUMEHEHHM JIEKapCTBEHHBIX IpenaparoB, 00 OCOOEHHOCTIX WX
B3aUMOJICHCTBUS C JAPYIMMHU JIEKAPCTBEHHBIMU IpenapaTaMH, UHIUBUAYaJbHOW HENEepeHOCHUMOCTH, a
TaKke 00 MHBIX (PaKTax U 00CTOSITENbCTBAX, BIUAIOIINX Ha U3MEHEHNE OTHOLLIEHHS 0XKUAeMOM MOJIb3bI
K BO3MOXHOMY pHCKY HpPHUMEHEHHs JIEKapCTBEHHBIX IpEenapaToB, JAEp)KaTeld WM BIAAEIbIIbI
PETUCTPAIIMOHHBIX YJJOCTOBEPEHUN JICKAPCTBEHHBIX MPENapaToB, OPUANIECKUE JTUIA, HA UM KOTOPBIX
BBIJIAHBI pa3pelleHus Ha MpPOBEACHME KIMHUYECKUX uccienoBaHuil B Poccuiickoit denepanuu, audo
VIOJTHOMOYCHHbIE WMHU JApYTHE IOPUIMYECKUE IJMIa O0sM3aHbl MPHUHATH MEphl, HAIpPaBICHHBIC Ha
YCTpaHEHUE HETaTHBHbIX IIOCIECACTBUI  IPUMEHEHUS TaKuX JIEKapCTBEHHBIX  IPernaparos,
NpenypexaeHue TPUIMHEHUS Bpela KU3HU WM 3/I0pPOBbIO YeJI0BeKa JIMOO KUBOTHOI'O, 3aIUTy UX OT
NPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX IpenapaToB, Ha JONOJHHUTENbHBIM cOOp JaHHBIX 00
3G PEKTUBHOCTH U 6€30MAaCHOCTH TaKUX JIEKAPCTBEHHBIX MPETIapaToB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

6. 3a HecooOIleHHWEe WM COKpBITHE WH(OpPMALUU, TPETYCMOTPEHHOM YacThio 3 HacTOALIEH
CTaThH, JEPXKATENN WA BIAJENbIbl PErUCTPALIMOHHBIX YAOCTOBEPEHUN JEKAPCTBEHHBIX IPENapaTos,
IOpUJIMYECKUE JIMIA, HAa HMMS KOTOPBIX BbIJAHbl Ppa3pelICHUs Ha NPOBEICHUE KIMHUYECKUX
uccnenoanuii B Poccuiickoit denepanuu, 100 yroTHOMOYEHHBIE UMH IPYTUE IOPUANYECKHUE JIUIIA, a
TaK)Ke JIOJDKHOCTHBIC JIMITA, KOTOPBIM 3Ta HH(POPMAIIHsI CTajla M3BECTHA 110 POy X MpodecCHOHATBHOM
NEATEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHMM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepauuu.

7. Ilpu monmy4yeHUH YIOJTHOMOYEHHBIM (pesiepabHbIM OpraHOM HCIIOJIHUTENFHON BJIACTH B paMKax
OCyILIECTBJIEHUS UM (apMaKoHa30pa 10Ka3aTeJbCTB O HECOOTBETCTBHU JIEKAPCTBEHHOI'O IperapaTa
YCTaHOBJICHHBIM TPEOOBaHMSIM WM MPH TMOJIYYEeHHMH HH(POpPMAlMU O HECOOTBETCTBHM JaHHBIX 00
3G GEKTUBHOCTH U O 0€30IIaCHOCTH JIEKAPCTBEHHOIO IpenapaTa JaHHbIM O JIEKapCTBEHHOM IIpenapare,
CoJiepKALUMCS B UHCTPYKIMH 110 €r0 IPUMEHEHHIO (B TOM YHUCJIE BBISIBICHHBIX B XOJI€ OCYILECTBICHHS
(apMakoHa30pa KOHTPOJIBHO-HAA30PHBIMH OpraHaMU MHOCTPAHHBIX TOCYAApCTB), YHOIHOMOYEHHBIH
(benepanbHBIN OpraH UCHOJIHUTEIBHOM BIACTH B YCTAHOBJICHHOM MM IIOPSJIKE PacCMaTpUBAET BOIIPOC O
IIPUOCTAHOBJIEHUYU IIPUMEHEHUS TAKOT0 JIEKAPCTBEHHOI'O IIperapara.

Cratbsaa 65. lpuocTaHoBneHMe NpPUMEHEHUSA JeKapCTBEHHOro npenaparta Ans
BeéTepuHapHoOro npuMmeHeHusA
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ilpu noxyyeHnn uHGOpMaILIUU O HEXKENNATEIbHBIX PEAKIUSAX MPU MPUMEHEHUH JIEKapCTBEHHOTO
npenapara, He yKa3aHHBIX B WHCTPYKIHMH II0 NMPUMEHEHHIO JIEKAPCTBEHHOTO IIperapara, Cepbe3HBIX
HEKENaTeIbHBIX PEeaKnusiX, 00 OCOOCHHOCTAX €ro B3aMMOJCHCTBUS C APYTHMMHU JIEKapCTBEHHBIMH
npernapaTtamMu, KOTOpPble MOTYT IpPEJICTAaBIATh Yrpo3y >KU3HU WM 310POBBIO KMBOTHOTO, a TaKXe O
HECOOTBETCTBUU JaHHBIX 00 d3PPEKTUBHOCTH U O OE30MACHOCTH JICKAPCTBEHHOTO IpernapaTa JaHHBIM O
JICKApCTBECHHOM IIpCIriapare, COACPKAIIMMCA B HHCTPYKOHU IO €ro NpuMCEHCHHIO, B TOM YHCJIC OT
VIOJTHOMOYCHHBIX OpPraHOB HMHOCTPAHHBIX TOCYJapCcTB, OOMEH KOTOpPOW OCYIIECTBISIETCS B
COOTBETCTBUH C COTJIALICHMSIMU MEXIy YINOJHOMOYEHHBIM (heaepajabHbIM OpPraHOM HCIOJHUTEIBHON
BJIACTH M YIOJHOMOYEHHBIMH OpraHaMH WHOCTPAHHBIX T'OCYIApCTB, YINOJTHOMOUYEHHBIH (eaepanbHbIi
OpraH MCIOJHUTEIBHOM BIACTH PacCMaTPUBAET BOIIPOC O BO3MOXKHOCTH NMPHOCTAHOBJICHUS 0OpalleHHs
TaKOTO JICKAPCTBEHHOTO IIpernapara B TOPSJIKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM (enepaabHbIM
OopraHomMm HUCIIOJTHUTEILHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2. Ilpy HEUCHOIHEHMM WIM HEHAJJIEXKAIEeM WCIIOJHEHUN JAEp>KATeIsIMU WM  BJIAJCIIbLIaMU
PETUCTPALIMOHHBIX YJIOCTOBEPEHMM JIEKAPCTBEHHBIX IPENAapaToB s BETEPUHAPHOTO INPUMEHECHMS,
IOPUINYECKUMH JIMLIAMH, HAa UMs KOTOPBIX BBIJAHBl PA3PCLICHHUs Ha IPOBEACHUE KIMHUYECKUX
nccnenosanul B Poccuiickoit denepanuu, WiM YINOJIHOMOYEHHBIMU HUMH JPYTMMH FOPHIAYECKUMH
JUIIAMU 00SI3aHHOCTEH, YCTaHOBIICHHBIX YacTsAMH 3 U 4 ctatbu 64 Hactosimero dexeparbHOTO 3aKOHA,
nu00 B cilyyae HEBBINIOJIHEHUS MPENUCAHMS, BbIIAHHOTO YHNOJHOMOYEHHBIM (e/iepalibHbIM OpPraHOM
UCIIOJHUTEJIBHOM ~ BJIACTM 10  WTOraM  OCYLIECTBJIEHHUS  BBIOOPOYHOIO  KOHTPOJISA  KauecTBa
JICKapCTBEHHOT'O TIpernapara, YIOJHOMOUYEHHBIN QelepaibHblii OpraH HCHOJIHUTENBHOM BIacTH B
YCTAaHOBJICHHOM MM IIOPSAKE pacCMaTpuBaeT BOIPOC O IPUOCTAHOBICHUM IIPUMEHEHUS TAaKOTO
JIEKAPCTBEHHOTO IIpernapara JJisi BETEpUHAPHOTO IPUMEHEHUS.

(uactsp 2 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

3. Yrpatun cuny c 1 suBaps 2026 rona. - ®enepanbubiii 3akoH ot 30.01.2024 N 1-D3.

4. YnomHOMOUYEHHBIH (enepanbHblii OpraH HCHOJHUTENBHOM BJIACTH NPU HAIUYUU y HETO
CBEJCHMM O HECOOTBETCTBUU IIPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IPABUI
HaJuIexalled MpPOU3BOACTBEHHON MpakTUKW M (WIM) O HapyLIEHUH JHUIEH3MOHHBIX TpPeOOBAHUM,
KOTOpble ObUIM BBISBIEHBI B XOJ€ MPOBEICHUS WHCIEKTUPOBAHHUS IMPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYILIECTBICHHS JHMIIEH3MOHHOTO KOHTPOJIsSl B cdepe IpOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB M MpPHUBEINM WIA MOTYT IPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IpPENaparoB Ul
BETEPUHAPHOTO MPUMEHEHHsI, IPUYMHHUBIIUX WIM CIIOCOOHBIX MPUYMHUTH BPE]] )KU3HU WM 3]I0POBBIO
KUBOTHBIX, pacCMaTpUBAET BOIPOC O MPUOCTAHOBICHUU PEATU3aLUU U IPUMEHEHHUS JIEKapCTBEHHBIX
[IpenapaToB JUIsl BETEPUHAPHOTO IPUMEHEHUS B YCTAHOBJIIEHHOM MM IMOPSAJIKE B CIEAYIOIINX CIyqasiX:

1) coctaB u (WJIM) TEXHOJIOTHUS MPOU3BOJACTBA JIEKAPCTBEHHOI'O Ipemnapara Uis BETEepUHAPHOTO
IIPUMEHEHH (C ONMCAHUEM CTaJuil MPOU3BOJCTBA) OTIMYAIOTCA OT 3asBJIEHHBIX B PETUCTPALIMOHHOM
JI0ChE;

2) neKapCTBEHHBIN Mpenapar /il BETEpUHAPHOTO MPUMEHEHHS IPOU3BEICH Ha MPOU3BOICTBEHHOM
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChE;

3) y mpou3BOAUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBHI, IMOJTBEPKIAOILINE
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOrO Mpemnapara Juisi BETEPUHAPHOIO MPUMEHEHHs, BBOJUMOTO B
IpaXXIaHCKHUI 000pOT, TPeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €r0 rOCYJapCTBEHHOM perucTpaluy;

4) Tpou3BOAMTENEM JIEKAPCTBEHHBIX CpPEJICTB B COIVIACOBAHHBIA C COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (heJiepadbHbIM OPTaHOM HCIIOIHUTENBHON BIACTH CPOK HE YCTPAaHEHBI HAPYIIICHUS
TpeOOBaHMI MpaBUII HAJUICKAIICH MPOU3BOJICTBEHHOW MPAKTUKH U (WJIN) JIMIIEH3MOHHBIX TPEOOBAHUIA,
KOTOpbIE OBUIM BBISIBIICHBI B XOJI€ MPOBEACHUS WHCIIEKTHPOBAHUS TPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB WJIM OCYIIECTBICHHS JMIIEH3HOHHOTO KOHTpOJiI B cdepe MNpOM3BOACTBA JIEKAPCTBEHHBIX
CPEICTB M TMpPUBEIM WIM MOIYT MPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB IS
BETEPUHAPHOTO MPUMEHEHUS, TPUYNHUBIINX WM CIIOCOOHBIX MPUUYUHUTH BPE KU3HU WM 370POBBIO
KUBOTHBIX.

(uactp 4 BBeneHa denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

7. B mopsizike, mpeayCMOTPEHHOM YacThi0 4 HACTOSIICH CTaThH, YIIOJTHOMOUYCHHBINA (eepaTbHbBIN
OpraH MHCIIOJIHUTEIBHOW BIACTH paccMaTpUBAaeT BOIPOC O MPHUOCTAHOBICHUM peaju3alud U
IIPUMEHEHHs JICKapCTBEHHOI'O Ipernapara il BETEPUHAPHOIO NPUMEHEHMs B CIy4yac BBIABICHUS B
IpaXJaHCKOM 000pOTe€ Cepuu JIEKapCTBEHHOIo MpemapaTra Uil BETEPUHAPHOTO IMPUMEHEHUS,
JOKYMEHTBI U CBEJIEHUS O KOTOPOW, MPEAyCMOTpeHHbIe YacTsaMU | - 3 u 6 ctatbu 52.2 HACTOAILIETO
@denepalIbHOTO 3aKOHA, HE INPEACTaBIEHbl B YKa3aHHBIA OpraH, JIMOO CEpUHM MMMYHOOMOJIOIMYECKOIO
JIEKapCTBEHHOI'O IpermapaTa Jjsi BETEPUHAPHOIO IPUMEHEHMs, HE HUMEIoLEeH pa3penieHus,
MIPEAYCMOTPEHHOr0 4acTeio 8 cratbu 52.2 Hacrosmero denepanbHOro 3akoHa. B ykazaHHOM ciydae
YIOJIHOMOYEHHBIH  (pefiepanbHblii  OpraH HUCIOJHUTEIBHOW BJIACTH NPUHUMAET pEUIeHHe O
IIPUOCTAHOBJICHUY PeaIN3alyi U IPUMEHEHMS] TAKMX CEPUN JI0 MIPEICTABICHNS YKa3aHHbBIX JOKYMEHTOB
U CBeJICHH 100 710 MOTY4YEeHHUS YKa3aHHOTO pa3peIIeHusl.

(uactp 7 BBeneHa denepanbHpiM 3aKkoHOM oT 02.07.2021 N 317-D3)

CraTtbsa 66. UHpopmauma o pesynbtaTtax hapmakoHagsopa

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

YnoaHOMOYeHHbIM  (eepanbHblii  OpraH  WCHOJIHUTENBHOM — BIACTH,  OCYIIECTBISIOMIMN
(dhapmakoHaa30p, MO €ro pe3yjbTaraM pa3MelmlaeT Ha cBoeM oduIuaibHOM caiite B cetn "MHTepHeT"
nH(pOpMaLHUIO O:

1) BBISIBJICHMMW HOBBIX IIOATBEPXKACHHBIX JaHHBIX O MOOOYHBIX )IefICTBHSIX, HEXCIIaTCIbHBIX
pe€aKknusaX, CEPbE3HBIX HEXKCIATCIBHBIX PEAKIHAX, HCIIPECABHUACHHBIX HCEXKCIATCIbHBIX PCAKIUAX ITPHU
NMPUMCHCHUU JICKAPCTBCHHOT'O IIpC€IIapaTra, B TOM YUCJIC BIHUAOMNX Ha OTHOHICHUC 0XKHJIaeMOM MOJIb3bI
K BOBMOKHOMY PUCKY NPUMCHCHUA JaHHOT'O JICKAPCTBCHHOT'O IPCIIapara,

2) NPUHATHIX PELICHUAX O BHECEHUU U3MEHEHUIN B MHCTPYKLHUIO 110 IPUMEHEHUIO JIEKaPCTBEHHOI O
npernapara, 0 IPUOCTAHOBJICHUH NIPUMEHEHUS JIEKAPCTBEHHOI'O Ipemnapara, 00 U3bATUU U3 oOpalleHus
JIEKapCTBEHHOT'O MpenapaTa Wik 0 BO300HOBICHUH IPUMEHEHHUs JIEKAPCTBEHHOTO IIpernapara.

nasa 14. UH®OPMALUA O NIEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPWUHIA OBUWXEHUA NNEKAPCTBEHHbIX NMPEMAPATOB
anAa MEQUUUMHCKOIo NnPUMEHEHUA
(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauus o nekapcTBeHHbIX npenapatax. Cuctema MOHUTOPUHra
ABUXEHUS NeKapCcTBEHHbIX NpenapaTtoB AN MeAULUHCKOro NpUMeHeHust
(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Uadopmanus o JIeKapCTBEHHBIX IMpernapaTax, OTIYCKaeMbIX MO PEeLEeNnTy Ha JIEKapCTBEHHBIN
npemnapar, AO0JDKHa COACPKATHCA TOJIBKO B CICHUAIM3UPOBAHHBIX H3JAHUAX, MPCAHA3HAUCHHBIX IJIA
MEIUIMHCKUX, (hapMaleBTHYECKUX paOOTHUKOB, CIICHUAINCTOB B 00JacTH BeTepuHapuu. MHpopmarus
O JIEKapCTBEHHBIX IIpenaparax Ui CIEIHAINCTOB B 00JacTH OOpalieHusl JeKapCTBEHHBIX CPEICTB
MOJKET COJepXKaTbcsi B MOHOTpadusx, CipaBOYHHMKAX, HAYYHBIX CTaThsX, B JOKJIaJaX Ha KOHIpeccax,
KOH(bepeHLII/IHX, CUMIIO3WYyMax, HAY4YHbIX COBCTAaX, a TaAKKC B HWHCTPYKOHUAX II0 IMMPUMCHCHUIO
JICKApCTBCHHBIX MPCIIapaToB.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. Undopmanus o JeKapcTBEHHBIX IpernapaTax, OTIyCKaeMbIX 0e3 pelenTta Ha JIeKapCTBEHHBIN
mpemapaT, MOXET COJEp>KaThCs B MyOJMKAIMSIX U OOBABICHUSX CPEICTB MAaccoBOW HH(OpMAaLNH,
CHEIMATM3UPOBAHHBIX M OOIIMX MEYATHBIX M3IaHUAX, HHCTPYKIUAX MO MPUMEHEHUIO JIGKAPCTBEHHBIX
MPEerapaToB, MHBIX M3/IaHUSAX CyObEKTOB OOpaIlleHHs JIEKAPCTBEHHBIX CPEJCTB. PeKnaMHble MaTepuabl
0 JIEKapCTBEHHOM IIpenapare, OTIycKaeMoM Oe3 pelenta Ha JIEKapCTBEHHBIM Ipenapar, IOKHBI
COOTBETCTBOBATh MHCTPYKIIUU MO MPUMEHEHHIO JIEKAPCTBEHHOIO MIperapara.

3. Z[OHYCKaeTCH HCIOJIB30BaHHE TIOOBIX MaTCpHralIbHBIX HOCHTeHeﬁ, MMO3BOJIAOIIUX XPAHUTD,
nepeaaBaTb U UCIIOJIB30BATH I/IH(1)OpMaI_II/IIO 0 JICKapCTBCHHBIX IIpCIIaparax 0e3 ee UCKaKeHUs.

4. JIna ueneit uACHTU(UKALUU YIAKOBOK JICKAPCTBEHHBIX IpenapaToB A MEAMLIUHCKOTO
IIPUMEHEHHUs MPOU3BOJUTENIMN JIEKAPCTBEHHBIX CPEICTB B IOpPSJKE, YCTaHOBICHHOM lIpaBurenscTBOM
Poccuiickoit ®enepanuy, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOIIEHHH JIEKapCTBEHHBIX
MpernapaToB JUIsl MEAULIMHCKOTO MPUMEHEHNS, AJI1 KOTOPBIX HE MPeyCMOTpEeHa BTOpUYHas YIIaKOBKa) U
BTOPUYHYIO (HOTPEOUTENbCKYI0) YIIAKOBKY JIEKApPCTBEHHBIX IpenapaToB s MEIUIMHCKOTO
NPUMEHEHHUs CpeACTBa WAEGHTH(HKALMK, 3a HCKIIOYEHUEM JIeKapCTBEHHBIX IMpenapaToB Jjs
MEUIMHCKOTO IPUMEHEHUS, IPOU3BOIUMBIX JUIsl TPOBEIEHUS KIMHUYECKUX MCCIEAOBAHNMN, SKCIIOPTA,
JIEKapCTBEHHBIX IPENapaToB JJIs MEIULMHCKOTO NMPUMEHEHMs, YKa3aHHBIX B yacTsax 5 u 8 crateu 13
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

HacTosmero ®dexepanbHOrOo 3aKOHa, paguo(apManeBTUUYECKHX JIEKapCTBEHHBIX  IPENaparos,
BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX IPEMApaTOB, KOTOPBIE INPOU3BEIACHBI MAJIBIMU CEPUSMH,
COCTOAT M3 OJHOM WIM HECKOJIBKUX JI03 BBICOKOTEXHOJIOTMYHOIO JIEKAPCTBEHHOIO IIpernapara,
MpelHa3HaYeHbl Ui KOHKPETHOrO IMalMeHTa, HWMEIOT KOPOTKMM CpPOK TOJHOCTH (IO JEeBSHOCTa
KaJleHAApHBIX AHEW) W (WIK) TeMmmepaTypHBIH PEXUM XPAaHEHUS U TPAHCIOPTUPOBaHHUS MHHYC 60
rpanycoB llenbcusi mnM HHKe, NMUABOK MEAUIMHCKUX W Ta30B MEAUUMHCKHUX. JlJI1 JI€KapCTBEHHBIX
MpenapaTtoB €  MEXAYHAapOJIHbIM HEMAaTEeHTOBAHHbIM  HAaMMEHOBaHMEM "OJrTaHon"  CpelacTBO
UACHTU(UKAIIMM HAHOCUTCS HAa BTOPHUYHYIO (MOTPEOMTENbCKYIO) YIAaKOBKY B cCiydae, €CIM Takas
yIaKOBKAa  SIBJSIETCS ~ MHAMBUAYAIBHOW  BTOPUYHOM  (HOTPEOMTENBCKOW)  YHAKOBKOW  3TOTO
JIEKApCTBEHHOT'0 TIpemnapara, a B Clydae OTCYTCTBHUsSI BTOPUYHOU (TIOTPEOUTENHCKOM) yMaKOBKH WIIU
HaJIM4Yusl YHaKOBKH, B KOTOPOM HaxoJUTCs Oosiee OJHOW €IUHUIIBI YKa3aHHOTO JIEKapCTBEHHOI'O
npernapaTa B IEpBUYHON YIIaKOBKE, CPEACTBO UACHTU(UKAIIMA HAHOCUTCS HA MIEPBUYHYIO YIIAKOBKY.
(uacts 4 BBemena ®DexepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
®enepanbHbix 3aKk0HOB 0T 04.08.2023 N 428-D3, ot 30.01.2024 N _1-D3)

5. XapakTepuCTHKH CpeICTBa HWACHTH(HKAINU, I[OPAIOK €ro HaHECeHHWs M TpeOOBaHUS K
CTpYKType ¥ (opmary WHPOpPMALNU, KOTOPYIO COJEPKHUT CPEICTBO HICHTH()HUKALINHU, OMPEACIISIOTCS
[IpaBurenscTBOM Poccuiickoit deneparum.

(dacthb 5 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

Koncynsrantllntoc: npumeuanue.
Y. 6 cr. 67 (B pen. @3 or 28.12.2025 N_514-®3) pacopocTpaHseTcs Ha COTJALIEHUS O
roCy/1apCTBEHHO-4aCTHOM (MYHMIIMIIAJIbHO-YaCTHOM) ITAPTHEPCTBE, 3aKiItoueHHbIe 10 28.12.2025.

6. Coznanue, pa3BUTHME M OKCIUTyaTallds CUCTEMBl MOHMTOPHHIA JIBUKEHHS JIEKAPCTBEHHBIX
IIpenaparoB il MEIULHMHCKOTO IIPUMEHEHUs OCYIUECTBIIAIOTCS Ha OCHOBAaHUU COIVIALLEHUSA O
roCyJJapCTBEHHO-YaCTHOM IIapTHEPCTBE, 3aKIIOUYEHHOI'O MEXKIY POCCHUHCKUM IOPUIAUYECKUM JIULOM H
Poccuiickoit ®eneparnueidi, OT MUMEHU KOTOPOW BBICTyNaeT (efepanbHbIi OpraH HCIOJIHUTEIbHON
BJIACTH,  OCYILECTBJISIONIMM  (GYHKIMM 1O  BBIPAOOTKE  TOCYJapCTBEHHOM  MOJUTHKU U
HOPMaTHUBHO-IIPABOBOMY DETYJIMPOBAHUIO B c(epe BHYTPEHHEH TOPIoBIM. YKa3aHHOE COIVIAIIEHUE
3aKiaoyaeTcss B cooTBeTcTBUM ¢ DenepanbHbiM 3akoHOM OT 13 wmrons 2015 roma N 224-03 "O
roCyJJapCTBEHHO-4YaCTHOM IIApTHEPCTBE, MYHHILMIIAIBHO-4YACTHOM IapTHEpCTBE B  Poccuiickoit
®denepani 1 BHECEHUHM MU3MEHEHUU B OT/IENIbHBIE 3aKOHOaTeNbHbIe akThl Poccuiickoit denepanuu" ¢
yueToM ycraHaBiuBaeMbiXx [IpaButenscTBoM Poccuiickoir @enepanuu OOpsiKa CO3JAHUSI, Pa3BUTHA,
BBOJIa B DKCIUTyaTalMIO, SKCILTyaTallMM U BBIBOJA M3 HKCILIYyaTallMM CUCTEMbl MOHUTOPUHIA JIBUXKECHUS
JIEKapCTBEHHBIX MPENapaToB AJs MEAUIUHCKOIO MPUMEHEHHMS, IOpsAAKa NPEeA0CTaBICHU HH(OpMAILIUH,
coJiepKalleiicss B CHCTEME MOHUTOPUHIA JBUKECHMSI JIEKAPCTBEHHBIX INPENApaTOB ISl MEIAULIUHCKOIO
IIPUMEHEHUs, WU [OpANKAa B3aUMOJCHCTBUA YKa3aHHOM CHUCTEMbl C HHBIMU TOCYJapCTBEHHBIMHU
WHPOPMALIMOHHBIMA ~ CHCTEMaMH ¥ WH(QOPMALMOHHBIMA CHCTEMAMU IOPUAMYECKUX JUI U
VHJVBHyaJIbHBIX NpPEINPUHUMATEIECH, YKa3aHHbIX B 4yacTsax 7 u 10 Hacrosamen crateu. Poccuiickoe
IOpUAMYECKOE JIMI0, YKa3aHHOE B HACTOSIIEH YacTH, OCYIIECTBISET (DYHKLUMH Oleparopa CUCTEMbI
MOHMTOPHMHIA JBUKCHHS JIEKAPCTBEHHBIX IIPENApaToB s MEOULMHCKOro npuMmeHeHus. lIpunarne
IIpaBurensctBoM Poccuiickoin @enepauuu pelIeHHH O 3aMEHE YKa3aHHOIO Olleparopa Wi
MPEKpaIleHU OCYIIECTBICHUSI UM (DYHKIHMH oreparopa HE JOMYCKAeTCsl B TEUEHUE CPOKa JCHUCTBUS
COTJIAIICHMS, YKa3aHHOIO B HACTOSIEH YaCTH.

(uactp 6 B pen. @enepanbHoro 3akoHa ot 28.12.2025 N 514-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

Koncynprantllinroc: npumeyanue.
Y. 6.1 cr. 67 pacnpocTpaHsercs Ha  CONIAIEHWS O  [OCYAapCTBEHHO-YaCTHOM
(MyHULIMTIIAJIIBHO-YAaCTHOM) ITAPTHEPCTBE, 3aKItoueHHbIe 10 28.12.2025 (D3 ot 28.12.2025 N 514-P3

).

6.1. Oneparop cucTeMbl MOHUTOPUHIA ABM)KEHHUS JIEKAPCTBEHHBIX MIPENAPATOB ISl MEULIMHCKOTO
MPUMEHEHUS IICHTPAIM30BAaHHO obecrieunBaeT (opMmupoBaHue (TEHEPANHI0) KOJa TPOBEPKH C
WCTIOJF30BAHUEM TEXHUYECKHX CPEICTB (OPMHUPOBAHUS KOJAa TMPOBEPKH M OKAa3bIBAET YCIYTH IIO
MIPEIOCTABJICHUIO KOJIOB MapKUPOBKH, HEOOXOAUMBIX AJisi (POPMHUPOBAHUS CPEJICTB UACHTU(PUKALMU U
oOecrieueHrss MOHUTOPUHTA JIBM)KEHUS JIEKAPCTBEHHBIX MPENapaToB AJs METUIIMHCKOTO MPUMEHEHHUSI.
Pazmep muatel 3a OKa3aHHE TAKUX YCIYT U MOPSAOK €€ B3UMaHUsl YCTAaHABIMBAKOTCS HOPMATHUBHBIM
npaBoBbIM akToM IIpaBurensctBa Poccuiickoit ®denepanuy, NpuHUMAacMbIM Ha OCHOBAaHUU 4YacTu 4
cratbu20.1 ®PenpepanbHOro 3axkoHa ot 28 gekabps 2009 roma N 381-®3 "OO6 ocHoBax
rOCYJJapCTBEHHOTO PETYJIMPOBAHUS TOProBOMl nesrenbHOCTH B Poccuiickont ®denepannu'. M3menenue
pa3Mepa yKa3aHHOW IUIaThl B TEUEHUE CpOKa JCHCTBHS COIJIAIEHHS O TOCYJIapCTBEHHO-YaCTHOM
MapTHEPCTBE, YKA3aHHOI'O B YAaCTU 6 HACTOALLEH CTaThH, HE IOITyCKAETCA.

(dacts 6.1 BBeeHa DenepanbHbIM 3aKk0HOM OT 28.12.2025 N 514-D3)

Koncynsrantllntoc: npumeuanue.
Y. 6.2 cr. 67 pacmpocTtpaHseTcss Ha  COMNIAIEHUS O  TOCYJapCTBEHHO-YaCTHOM
(MyHUIIMIIAIBHO-YAaCTHOM) MTApTHEPCTBE, 3aKItoueHHble 10 28.12.2025 (D3 ot 28.12.2025 N 514-93

).

6.2. OnepaTop CUCTCMbI MOHUTOPUHTA ABUXXCHUA JICKAPCTBCHHBIX MPCIIapaToB JJIs1 MCAUITHUHCKOI'O
MNPUMCEHCHUA OCYLICCTBIISICT CBOMU (1)YHKHI/II/I B COOTBCTCTBUHM C HACTOAIIUM CDGI[GpaJ'IBHI)IM 3aKOHOM,
®enepanbHbiM 3aKk0HOM OT 13 mronst 2015 roga N 224-®3 "O rocyaapCTBEHHO-4YaCTHOM MAPTHEPCTBE,
MYHHIIMITATFHO-4YaCTHOM NapTHepcTBe B Poccuiickoii denepanuu u BHECEHUU U3MEHEHUN B OT/IEIbHbIC
3aKOHOJaTenbHble akThl Poccuiickoit @eaepaunn U corjlalieHueM, yKa3aHHbIM B 4acTh 6 HacTosIeil
ctaThu. [Ipu 3TOM B TeueHUe Cpoka IEUCTBUS TAKOTO COTJIAIICHUS HE IOMYCKAOTC:

1) NU3MCHCHUC CYH_[CCTBGHHBIX }’CJIOBI/Iﬁ TAKOT'0 COIJIAIIICHHUA B 4YacCTUu YMGHBIHGHI/ISI chKa €ro
NEUCTBUS U U3MEHEHHUs o0beMa (PMHAHCOBBIX 0053aTE€IBCTB €r0 CTOPOH, 3a HCKIIOYEHHUEM CiIydas,
yKa3aHHOTro B nmojanyHkTe 1 nynkra 2 crateu 450 ['paxknanckoro koaekca Poccuiickoit @enepanuu;

2) W3MEHEeHHE MpPOLEHTa OOLIEro KOJMYECTBA TIOJIOCOB, MPUXOJAIIMXCA HAa [JOJH, KOTOpBIE
COCTaBJIAIIOT YCTaBHBIM KalMTall oleparopa U B OTHOLIEHUH KOTOpbIX Poccuiickas @enepanus u (Uin)
rocy/1apCTBEHHAsI KOPIIOpALMs UMEIOT IPABO MPSMOI0 U KOCBEHHOT'O PaCIOpPsKEHUS.

(dacts 6.2 BBeeHa DenepanbHbIM 3aK0HOM OT 28.12.2025 N 514-D3)

7. IOpI/IJlI/I‘-ICCKI/Ie JMia 1 MTHAUBUAYAJIbHBIC MTPEANIPUHHUMATCIIN, OCYIICCTBIIAIOIIUEC TPOU3BOJACTBO,
xpaHeHue, BB0O3 B Poccuiickyro @enepanuio, OTIYCK, peai3aluio, NepeAady, HNPUMEHEHUE |
YHUUTOKEHHUE JIEKapCTBEHHBIX NMPENapaToB AJIs METUIIMHCKOTO MPUMEHEHUs, 00ECIIeUNBAIOT B MOPSIKE
U B coCTaBe, KOTopble ycTaHoBieHbl IIpaButenbctBom Poccuiickoii ®denepanuu ¢ y4eToMm BUIA
OCYILIECTBIIIEMOH MMM JEATEIBHOCTH, BHECEHHE HH(POpPMALUU O JIEKApCTBEHHBIX IpenapaTrax Ul
MCOUIIUHCKOI'0 MNMPUMCHCHHA B CHCTCMY MOHUTOPUHIA ABHUXCHUA JICKAPCTBCHHBLIX IIPCIApaTOB IJIA
MCIUITUHCKOI'0 IpUMCHCHUS.

(dactp 7 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

7.1. JlekapcTBeHHBIE Npenaparbl Uisi MEAMLIMHCKOIO IIPUMEHEHUs, IpeIHa3HAYeHHbIE U
obecrieyeHus: I, OOJNBHBIX TeMO(UINeH, MyKOBHCUUA030M, TMIO(U3APHBIM HAHU3MOM, OOJIE3HBIO
lomie, 3710Ka4ueCTBEHHBIMH HOBOOOpPA30BaHUSAMHU JIMM(POUIHON, KPOBETBOPHOW M POACTBEHHBIX UM
TKaHEW, pacCessHHBIM CKJIEpO30M, JIMI[ [OCJ€ TpPAHCIJIAaHTAlUKM OpraHoB M (MJM) TKaHew,
npou3BeneHubie a0 31 gexabps 2019 roma, a Takke WHBIE JICKAPCTBEHHBIC TMpenapaThl IS
MEIUIMHCKOTO IPUMEHEHUs, TpousBeacHHbIe 10 1 uronst 2020 ropa, mojuiexkaT XpaHEHUIO, IIEPEBO3KE,
OTIIYCKY, pealM3aluu, nepeaaye, IpUMEHEHUI0 0e3 HaHEeCEHUs CPeACTB UICHTU(UKALUYU 10 UCTEUCHUS
cpoka ux rogHocTH. IIpaButensctBo Poccuiickoit denepanyu BpaBe YCTAaHOBUTh OCOOCHHOCTH BBOJA
B IpaKJaHCKUN 000POT JIEKapCTBEHHBIX MPENapaToB AJI MEAULUHCKOTO IPUMEHEHUS, IPOU3BEIEHHBIX
B nepuox ¢ 1 wmronsg 2020 roma mo 1 okradps 2020 roma. B mensx BBoga B TpakTaHCKHA 000POT
JIEKapCTBEHHbIE TMpenapaTsl JUIsi MEIULUHCKOTO MPUMEHEHHS, 3a HCKIIOYEHHEM JIEKapCTBEHHBIX
IIpenaparoB, IpeAHAa3HAYEHHBbIX JUIsl oOecreueHHs JHL, OOJbHBIX I'eMO(QUINEH, MyKOBHUCLHIO30M,
runogu3apHeM HaHU3MOM, OoJie3HbIO ['ollle, 3710Kka4ecTBEHHBIMH HOBOOOPA30BaHUAMM JIMM(POUTHOMH,
KPOBETBOPHOM M POICTBEHHBIX MM TKaHEH, PACCESIHHBIM CKIEPO30M, JIMIl IOCIE TpPaHCIUIAHTALUU
OpraHoB W (WMJM) TKaHEW, NPOU3BEJCHHbIE 3a mpezenaMu Teppuropun Poccuiickoit @enepanuun 1o 1
okTs10pss 2020 roma, moryt ObITh BBe3eHbl B Poccuiickyto @enepamuto no 1 suBaps 2021 ronma B
nopsiike, ycraHoBieHHoM IlpaBurensctBoM Poccuiickoit ®enepanuu, 0e3 HaHECEHHS CPEACTB
HJEeHTU(DUKAITUH.

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranumzanus WHOOPMAIMOHHOTO B3aUMOJICHCTBUS CHUCTEMBl MOHHUTOPHHTA JIBUKCHHUS
JIEKAPCTBEHHBIX TMPEMapaTroB I MEIUIMHCKOTO TPUMEHEHUSI C MHBIMH TOCYJIapCTBEHHBIMU
WH()OPMAIIMOHHBIMU CHCTEMaMHU 00€CIeYrBACTCSI B TOM YHCIIE IOCPEICTBOM HWHQPPACTPYKTYPHI,
obecrieunBaromieii MHOOPMAITMOHHO-TEXHOJIOTMYECKOE B3aUMOJICUCTBHE WH(POPMAIMOHHBIX CHCTEM,
HCIIONIB3YEMBIX ISl TIPEIOCTABICHUS TOCYJAPCTBEHHBIX W MYHHUIMIAIBHBIX YCIYT W HCIIOJHCHHS
rOCyAapCTBEHHBIX U MyHHUIIUIATBHBIX (DYHKIUI B 3JIEKTPOHHOM hopme.

(uactb 8 BBeneHa denepaibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

9. Undopmanus, cogepxamiasicss B CHCTEME MOHUTOPHUHTA JIBUKCHHUS JICKAPCTBEHHBIX MPETapaToB
JUTS. MEJIMIIMHCKOTO TIPUMEHEHUS, SBISIETCsl HH(pOpMAIel OTpaHMYSHHOTO JOCTYIa B COOTBETCTBHHU CO
cratbeit 9 @enepanbHoro 3akoHa ot 27 wurong 2006 roma N 149-d3 "O6 wunbopmanuu,
MHPOPMALIMOHHBIX TEXHOJOTMSAX W O 3amuTe HHopManuu", 3a MCKIIOYECHHEM HHpOpMaLUH,
HEIOMYCTUMOCTh OIpPaHUYEHUs JOCTyIa K KOTOPOil ycTaHOBIEHa (elepaabHbIMH 3aKOHAMHM, a TaKKe
uHpopmanuu, oTHeceHHOH [IpaBurenscTBoM Poccuiickoil @enepaniuu B COOTBETCTBUU C HACTOSIIUM
@enepanbHbBIM  3aKOHOM K o0menoctynHod  uHpopmamuu. OOmenoctynHas —uH(oOpMays,
CoZIepKaIasCsd B CHCTEME MOHHTOPHMHIA JIBHJKCHHMsI JICKADCTBEHHBIX IMPENapaToB I MEIULUHCKOTO
MPUMEHEHHUS, pa3MelaeTcsi B MHPOPMAIMOHHO-TEIEKOMMYHUKAalMOHHOW cetu "WHTepHer" (B TOM
yuciae B (opMe OTKpBITBIX [aHHBIX) B I[OpsAjKe, ycraHoBiIeHHOM IlpaButensctBoM Poccuiickoit
denepauuu.
(dactp 9 B pen. @enepanpHoro 3akoHa oT 04.08.2023 N 474-D3)

9.1. octyn k wHpOpPMAIIH, COACPKAIICHCS B CHCTEME MOHUTOPUHTA JIBIDKCHUS JIEKAPCTBEHHBIX
MpenapaToB JyUisi MEIUIMHCKOTO MPUMEHEHHs, 00ECTIeUMBAETCSl ONEpPaTOPOM CHCTEMbl MOHUTOPWHIA
JIBH)KEHUS JIEKAPCTBEHHBIX MpenapaToB IJIsI MEAUIMHCKOTO MPUMEHEHUS B MOPSJIKE, YCTAHOBJICHHOM
[IpaButensctBoM Poccuiickoit ®Penepanu, B COOTBETCTBUM C 3aKOHOJATEIbCTBOM Poccuiickoi
Oeneparii - 00 uHPOpMAIMK, HMHPOPMAIMOHHBIX TEXHOJNOTHSIX W O 3ammure WH(OpMaIluu,
3aKoHOJaTenbCcTBOM Poccuiickori @enepaund O TOCYJApCTBEHHOM TalHE, 3aKOHOJATEIbCTBOM
Poccuiickoit denepanuu 0 KOMMEPYECKON U HHOM OXPaHAEMON 3aKOHOM TalHE U C YYETOM IOJIOKECHUN
Hacrosuien crarbu. IIpaButensctBo Poccumiickoit denepanuu BIpaBe yCTaHaBIMBATH IEPEUYECHBb
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIX NpPEnapaToB I MEIUIMHCKOIO TNPUMEHEHUs M (WJIM) TpyNI JIEKapCTBEHHBIX
IpernaparoB JUIsi MEJUIIMHCKOTO TNPUMEHEHUS M OCOOCHHOCTH JOCTyNa K HHGpOpMalUUd O TaKUX
JIEKapCTBEHHBIX Ipenaparax, COJAEp)Kalleicss B CUCTEME MOHUTOPHHIA ABM)KEHUS JIEKAPCTBEHHBIX
npenapaTtoB A1 MCAUIUHCKOTO ITPUMCHCHU.

(uactp 9.1 BBenena @enepanbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.2. Tlonb3oBarenn CHUCTEMbl MOHUTOPUHIA JIBMOKEHUSA JICKAPCTBEHHBIX IMPENapaTroB it
MEIUIIMHCKOTO TMPUMEHEHHs O0NaJaloT MpaBOM JOcTyna K WHGOpMalWuU, COAEpKallelcs B cucTeMe
MOHUTOPUHTA JIBH)KEHHS JIEKAPCTBEHHBIX IPENapaToB Il MEAUIMHCKOTO NPUMEHEHHs, C YYETOM
OTpaHMYEHUI JOCTymna K yKa3aHHOW WHGPOpPMAIMU U €€ TMOocIeayromeil 00paboTke, yCTaHOBICHHBIX
HactosiM  DenepaibHBIM 3aKOHOM W WHBIMA HOPMAaTHMBHBIMU MPABOBBIMHU aKTamMu Poccuiickon
denepanuu.

(dactp 9.2 BBeaeHa DenepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.3. denepanbHble OpraHbl HCIOJHUTENHHON BIACTH W HCIONTHUTEIbHBIE OpPraHbl CyOBEKTOB
Poccuiickoit @enepauuu B Lensax, onpenencHHelx llpasurensctBom Poccuiickoit denepanuu, UMEOT
MpaBo JOCTyIa K MHPOPMALUU O CyObEeKTax OOpalleHusl JIEKapCTBEHHBIX CPEJACTB, O JIEKAPCTBEHHBIX
npemnaparax 1 00 000pOTe TaKHMX JEKAPCTBEHHBIX MPENapaToB, HEOOXOIMMOM ISl BBIIOJHEHUS 3a1a4 U
ocyuiecTBieHUsT (QYHKIMI, BO3JIOKEHHBIX Ha (efepaibHble OpraHbl HCIOJHUTENBHOM BIIACTH U
UCIIOJIHUTENIbHBIE Opranbl cyObekToB Poccuiickoit ®denepauuu, cTaTHCTUYECKOW HHOpMALMH O
JIEKapCTBEHHBIX MpernapaTax u 00 ux obopore, a Takxke K odmenoctynHoi unopmanuu. CoctaB 3TOM
uHpOpPMALUU ONpPEJeseTCs] COTNIalIeHUs MU 00 MH(POPMALMOHHOM B3aMMOJCHCTBHHM, 3aKIFOUEHHBIMU
OIEpaTOPOM CHCTEMbl MOHHUTOPUHIA JABWXKCHUS JIEKAPCTBEHHBIX IIPENapaToB Il MEIULMHCKOIO
MIPUMEHEHHU ¢ (peepanbHBIMU OpraHaMu MCIOJIHUTEIbHOW BJIACTH WJIM HCIOJHUTEIBHBIMU OpraHaMu
cyobektoB  Poccmiickoit @Depepanmu u  QeAepaTbHBIM  OpPraHOM  HMCIOJHUTEIBRHOM  BJIACTH,
OCYHIECTBISIOMUM (GYHKIMM 1O BbIpaOOTKE U pealu3allid TOCYJapCTBEHHONW MOJUTHKU U
HOPMAaTUBHO-TIPAaBOBOMY PETYJIUPOBAHUIO B chepe 3ApaBOOXpaHEHUSI.

(dactpb 9.3 BBeneHa denepanbubiM 3akoHOM OT 04.08.2023 N 474-03; B pen. enepaibHOro 3aK0Ha OT
08.08.2024 N 232-03)

9.4. CyObekT oOpamieHHs JIGKApPCTBEHHBIX CPEICTB MMEET NpaBO JOCTyna K HHpopMmanmu o0
OTIepanusAX C JICKAPCTBEHHBIMHU TpenapaTaMy JUIi MEIUIIMHCKOTO TPUMEHEHHS, COBEPIICHHBIX STHM
CyOBEKTOM 00OpallleHHsl JIEKapCTBEHHbBIX CPECTB, a TAKXKe K 001IeI0CTyTHON HH(OpMAIHH.

(uactp 9.4 BBenena OenepanbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. Oneparop cucTeMbl MOHUTOPUHTA ABM)KEHHUS JIEKAPCTBEHHBIX IIPENAPATOB ISl MEUIIMHCKOTO
npUMEHEeHHs o0JazaeT MpaBoM J0OCTyna K HMH(OpMAIMH, COAEepXkalleiics B CUCTEME MOHUTOPHHIA
JBYDKEHUS JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIUIIMHCKOTO TNPHUMEHEHUs, BKItOYas HH(OPMAIIHIO
OTPaHUYEHHOI'0 JIOCTYIA, C BO3MOXKHOCTBIO €€ OOpabOTKH, B TOM YHCJIE €€ NPENOCTaBICHUS U
pacnpocTpaHeHMsl, oOeclieueHusl JOCTylla K Hed M OKa3aHus yCIyr C €€ HCIOJb30BaHUEM (nanee -
o0paboTKa).

(uactb 9.5 BBennena MexnepanbHbIM 3ak0HOM OT 04.08.2023 N 474-03)

9.6. OnepaTop CUCTCMblI MOHUTOPUHTA ABUXKXCHUSA JICKAPCTBCHHBIX MPCIIapaTOB JJIs1 MCAUITHUHCKOI'O
MIPUMEHEHHS MOXKET OCYIIECTBISATh 00pabOTKy MHPOPMAIIUN OTPAaHUICHHOTO JIOCTYIIA, COACpKAIIencs
B CUCTEMC MOHUTOPUHIA ABMXKXCHUSA JICKAPCTBCHHBIX IPLEIapaToB JJIA MEAUIUMHCKOTO IPUMCHCHHA, ITPU
YCIIOBUU 00s13aTENIBHOTO 00€37MUMBaHUsA TakoW HH(OpMalKWu B COOTBETCTBUU C YTBEP)KIACMBIMU
(denepanbHBIM OpPraHOM HCIIOJIHUTEIBHONW BIACTH, OCYIIECTBISIIOIIMM (YHKIMH TO BBIPAOOTKE U
peaM3aliil TOCYJApCTBEHHOW TOJIUTHKH W HOPMATHUBHO-TIPABOBOMY DETYIHMPOBaHUIO B cdepe
3[paBOOXPAaHEHHs, MO0 COIJIACOBAHUIO C (enepadbHbIM OpPraHOM HCIOJHUTENIBHOW  BJACTH,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

OCYILECTBIIAIOUIMM (DYHKIIMU IO KOHTPOJIIO M HaJ30py B cepe NHPOPMALMOHHBIX TEXHOIOTUN U CBSI3H,
u (¢enepalbHBIM OpPraHOM HCIIOJHUTEIBHOM BiacT B oOjactu oOecrneyeHHs O€30MaCHOCTH
TpeOOBaHUAMH K OOE3JIIMYMBAHUIO TaKoil WHPOPMALMKM W METOJAMHM OOE3IMYMBAHUSA TaKOH
nHpopmanuu. OOe3nuueHHas HHPoOpMaIUs, IOJyY€HHas B pe3ysibTare YyKa3aHHOW 00paboTKH u
coJiepkaliasicsi B CCTEME€ MOHHTOPHMHIA JBM)KEHHUS JEKApCTBEHHBIX IMPEnapaToB ISl MEIULUHCKOTO
IIPUMEHEHHUs, sBisieTcsl MH(opMaluei orpanndeHHoro gocryna. O6e3nuueHHas nHpopManus, 10CTy K
KOTOpO# ObUT 00ecreyeH onepaTopoM CHUCTEMbl MOHUTOPHHIA JABMXKEHHS JICKApPCTBEHHBIX MPENapaToB
JUI. MEIULIMHCKOTO MIPUMEHEHMS B LIENAX OKa3aHUsS YCIYT C €€ MCIIOJIb30BAHUEM, MOJIEKUT XPAHEHUIO
B CHCTEME MOHUTOPHUHIA JIBUKEHUS JIEKAPCTBEHHBIX IPENapaTroB JUIsl MEAULMHCKOIO MPHUMEHEHUS HE
MEHee IISITH JIET C JaThl TPEJOCTABICHHS JOCTyna K 00e3NMueHHOW WH(pOpMaluu, W Ha Hee He
pacnpocTpaHsitoTcsa TpeOoBaHUS K MH(GOPMAIMU OTPaHUYEHHOIO JIOCTYyTa, YCTAHOBJICHHbIE HACTOSIIEH
CTaThel.

(uactp 9.6 BBenena OenepanbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.7. Onepatop cucTeMbl MOHUTOPHHTA ABMKCHUS JIEKAPCTBEHHBIX MPEMapaToB sl METUITTHCKOTO
MIPUMEHEHUS MOKET OCYIIECTBISATh 00pabOTKy MHPOPMAIIUU OTPAaHUYCHHOTO JIOCTYIIA, COACpKAIIeHcs
B CHUCTEMC MOHHMTOpPHHI'a ABWXXCHUSA JICKAPCTBCHHLIX IHpC€HapaToB I MCIUINHUHCKOIO NMPHUMCHCHUA,
MOJIy9eHHOW OT CyOBeKTa OOpalleHHs JEKapCTBEHHBIX CPEICTB, 3apETHCTPHPOBAHHOTO B CHCTEME
MOHUTOPUHTA JBIJKEHHs JIEKAPCTBEHHBIX TIpENapaToB Ui MEIWIIMHCKOTO TNPUMEHEHUS |
MPEJCTaBUBIIETO B HEE CBEACHHUS, B WHTEPECax M MO TOPYYCHUIO TAKOTO CyObeKTa OOpalieHus
JIEKapCTBEHHBIX CPEACTB 0e3 o0e3nuunBanus HH(PpOpMaIMKU OTPaHHYEHHOTO TOCTYIIA.

(dactp 9.7 BBenena denepanbubiM 3akoHoM 0T 04.08.2023 N 474-D3)

9.8. Onepatop cucTeMbl MOHUTOPUHTA ABM)KEHHUS JI€KAPCTBEHHBIX MIPENapaToB ISl MEIUIIUTHCKOTO
IIPUMEHEHNs BIPABE OKa3blBaTh HAa HEAUCKPUMUHALMOHHOM OCHOBE YCIYTH C HCIOJIb30BAHUEM
o0e3Mu4YeHHON uH(OpMalMK, CcoAepKalieiics B CUCTEME MOHHTOPHHIA JIBHXKEHUS JIEKAPCTBEHHBIX
MpernapaToB s METUIIMHCKOTO NPHUMEHEHHUs, CyObeKTaM oOpalleHHsl JIEKapCTBEHHBIX CPENCTB,
MOPSIOK U CTOMMOCTH OKa3aHWs KOTOPBIX OIPEACIAITCS OIlepaTOpOM CHUCTEMBl MOHUTOPUHIA
JBWKEHUsl JICKaPCTBEHHBIX IPENaparoB Uil MEAMLIMHCKOTO IPUMEHEHHUS, C y4eTOM OrpaHU4YCHUH
JocTyna K 00e3nMnIeHHON WH(OpPMAIlUY, YCTAaHOBJICHHBIX HACTOSINEH CTaThei. YKa3aHHBIC MOPSIOK U
CTOMMOCTh OKa3aHMs TAKUX YCIyT pa3MEIIArTCS ONEpPaTOPOM CHUCTEMBl MOHHUTOPHHIA JIBHXKECHMS
JIEKAPCTBEHHBIX NPENapaTtoB Uil MEAUIMHCKOIO IPUMEHEHHsS Ha CalTe CHCTEMbl MOHUTOpPHHIA
JBUKEHUS JIEKAPCTBEHHBIX MpenapaTroB JUTSt MEIUILUHCKOTO NPUMEHEHUS B
MH(POPMALMOHHO-TEJIEKOMMYHHUKAITMOHHON ceTH "VHTepHeT" 1 moJyiexar KOHTPOJIIO B COOTBETCTBUH C
AHTHUMOHOIIOJIBHBIM 3aKOHOJATENbCTBOM Poccuiickoi @enepanuu. YKa3aHHbIE MOPAIOK U CTOUMOCTh
OKa3aHMS TAaKUX YCIYT TOJDKHBI OBITh €MHBIMH JUTSl BCEX JIML, OOPAIIAfOIINXCs 32 OKa3aHUEM YCIIyTH B
OTHOIIIEHWH OJMHAKOBBIX BHJA, oObeMa M cocTaBa mpenocrasisieMoil uHpopmanuu. CyObexTam
oOpallleHusl JeKapCTBEHHBIX CPEJICTB 3alpelaeTcs MPeloCTaBlIsATh U PacHpOCTPaHATh MHGOPMAIUIO,
MOJIyYEHHYIO B COOTBETCTBUU C HACTOSIIECH YaCThIO.

(uactb 9.8 BBennena MexnepanbHbiM 3ak0HOM OT 04.08.2023 N 474-03)

10. IIpousBoauTesb JEKapCTBEHHBIX CPEICTB, AepKaTelb JIMOO BIIAJENEL] PEruCTPAllMOHHOIO
YIAOCTOBEPEHUsl JIEKaPCTBEHHOI'O IIpemnapara WM IPEACTaBUTEIbCTBO HWHOCTPAHHOM OpraHW3aluu,
ABISIIOIIEHCS  AepkaTesieM JH0O0 BIAJENbIEM PErHCTPAMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO
npenapara, Ha Teppuropun Poccuiickoii ®@enepanuy, 3aperuCTpUpPOBaHHBIE B CUCTEME MOHUTOPHHIA
JBUKECHMSI JIEKAPCTBEHHBIX IPENapaToB [UIsi MEAULUHCKOIO NPUMEHEHHS M IPEACTABUBIINE B HEE
CBEJICHUS] O HAHECEHUU CPEICTB MACHTHU(HKAIIMKA Ha YHMAaKOBKH JIEKAapCTBEHHBIX MpenapaToB, HApsay C
uHpopManrel, yka3aHHOM B 4acTd 9.4 HacTosIIEH CTaThbu, MOIYy4aeT COJACPXKAIIYIOCS B CHCTEME
MOHHUTOpPHHTAa ABHUXXCHUA JICKAPCTBCHHLIX IMPCTIAapaToB AJId MCAUIMHCKOI'O IMPUMCHCHUA I/IH(bOpMaIII/HO
OrpaHUYCHHOTO JOCTyIIa O CEpHAX U MAPTHUAX OTHUX JICKAPCTBCHHBLIX IIPEIIapaToB 663B03M6321H0 n

www.consultant.ru CrpaHvua 148 n3 156
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=463402&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=463402&amp;date=26.05.2026&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=463402&amp;date=26.05.2026&amp;dst=100050&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=463402&amp;date=26.05.2026&amp;dst=100050&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=483026&amp;date=26.05.2026&amp;dst=100109&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=483026&amp;date=26.05.2026&amp;dst=100109&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=483026&amp;date=26.05.2026&amp;dst=100110&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=483026&amp;date=26.05.2026&amp;dst=100110&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=483026&amp;date=26.05.2026&amp;dst=100111&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=483026&amp;date=26.05.2026&amp;dst=100111&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

BIIpaBE OCYIIECTBISATh CAMOCTOSITETLHO WM MOpy4aTh 0OpabOTKy Takol WH(OpPMAlUKA TOIBKO B
cOOCTBEHHBIX MHTepecax. [Ipu 3ToM moCcTynm kK Takod WH(GOpMAlMK WIH pe3ysbTraraM ee o0paboTKu
MMEET TOJBKO JaHHBIN CyOBEKT 0OpaIeHus JIEKAPCTBEHHBIX CPECTB WIIH JIUIIO0, KOTOPOMY OH MOPYYHII
o0pabotky. CocTaB TpeaoCTaBisieMOM B COOTBETCTBHMHM C HACTOSIIEH YacThio HHGOpMAIIN
onpeaenserca [IpaBurensctBom Poccuiickoit denepannu.

(gactp 10 B pen. @enepanproro 3akona ot 04.08.2023 N 474-D3)

11. 3a mpou3BOACTBO MM MPOJAXKY JIEKAPCTBEHHBIX MPENapaToOB ISl MEAULIUHCKOTO TPUMEHEHUS
0e3 HaHeceHMUsS CPEICTB MACHTU(UKAINU, C HAPYIICHHEM YCTAaHOBIEHHOTO TMOPSAKA WX HAaHECEHUS, a
TaK)K€ 32 HECBOCBPEMEHHOE BHECEHHE JIaHHBIX B CHCTEMY MOHMTOPHHIA JBUKCHHUS JIEKAPCTBEHHBIX
npenapaToB Uil MEIUIIMHCKOTO TPUMEHEHHUs WJIM BHECEHHE B HEE HEJOCTOBEPHBIX JIaHHBIX
IOpUIMYECKHE JIUIIA U WHIWBHAYAIbHBIC MPEANPUHUMATENH, YKa3aHHbIE B 4acTsAX 4 W 7 HacTosIIeH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHO1aTeIbCTBOM Poccuiickoit denepariyiu.
(uacts 11 BBegena deaepanbHbIM 3ak0oHOM OT 28.12.2017 N 425-D3)

12. IIpaBurensctBo Poccuiickoii ®enepaunu BOpaBe YCTAaHOBUTH OCOOCHHOCTH BHEIPEHUS
CUCTEMbl MOHHUTOPUHIA JBUKEHUS JIEKAPCTBEHHBIX IIPENapaToB I MEAULMHCKOIO INPUMEHEHMUS,
BKJIKOYAasi CPOKM €€ BHEIAPEHMS, B OTHOLIECHUU JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOTO
MPUMEHEHHUS, BKIIIOUEHHBIX B NEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
[IPEnaparoB, JIEKAPCTBEHHBIX IpPENapaToB, MPEIHA3HAYEHHBIX JUIs OOecHeueHusl JML, OOJIbHBIX
reModuineil, MyKOBUCIUIO030M, THUMO(U3apHBIM HAHU3MOM, Oose3Hbto ['omre, 370KayecTBEHHBIMHU
HOBOOOpPA30BaHUSAMH JTUMQPOUIHON, KPOBETBOPHON M PpOJCTBEHHBIX UM TKaHEW, paccesHHbIM
CKJIEpPO30M, JIMIL[ [10CJI€ TPaHCIUIAHTAIlUM OPTaHOB U (WJIM) TKAHEW, MHBIX JIEKAPCTBEHHBIX MPENapaToB
JUISL MEIULIMHCKOTO TPUMEHEHUS.

(uactp 12 BBegena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. OrPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUN, OCYLLECTBNAIOLWUE AEATENIbHOCTDb
NO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB

(BBenena denepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Ctatba 67.1. OrpaHuyeHusi, Hanaraemble NpPU OCYLUECTBIIEHUN OeATEeNbLHOCTU B
cchepe obpalleHns nekapcTBEHHbIX CPeaCTB

1. Opranuzanuy, 3aHUMaromMecs pa3pabOTKOW, NPOM3BOACTBOM M (WiIM) peanu3anueit
JICKApPCTBCHHBIX IMPENapaToB JJIA MEAUIIUHCKOTO MPUMEHCHUA, OpraHnu3alunu, 06.]'[3213}0[111/16 ImpaBaMu Ha
UCTIOJIb30BAHUE TOPrOBOTO HAaMMEHOBAaHMS JIEKAPCTBEHHOTO Ipemapara [yl  MEAHIIMHCKOTO
NPUMEHEHHS, OpPraHU3allMi ONTOBOM TOPTOBIH JIGKAPCTBEHHBIMU CPEICTBAMH, alITCYHBIC OPraHU3aLUH
(MX mpeAcTaBUTENH, UHBIE (PU3NYECKHE U IOPUIUYECKUE JIMIA, OCYIIECTBISIIONUE CBOIO JEeSITEIbHOCTD
OT WMEHU JTHX OpraHu3aluii) B OTHONICHUM MEAWIIMHCKUX pPAOOTHHKOB M PYKOBOIHUTENEH
MEIMIIMHCKUX OpraHUu3allnil HE BIIPABE:

1) BpydaTh MoAapKu, BBHIIUIAUYMBATH JEHEKHBIE CPEJICTBA (32 MCKIIIOUEHHUEM BO3HArpaXXACHUN I10
JOTOBOpaM IpU  NPOBEIACHUM KIMHUYECKUX HCCICIOBAaHUM JIEKAPCTBEHHBIX IpPENaparoB AJs
MEIULMHCKOTO IPUMEHEHUs, BO3HAIPAXKICHUMN, CBA3aHHBIX C OCYILECTBICHUEM MEIULUHCKUM
pabOTHHUKOM TeIarorn4eckoi u (UiaM) HayyHOH JesTeIbHOCTH), B TOM YHCJIe OIUIaYMBaTh Pa3BICUCHHUS,
OTIBIX, IIPOE3] K MECTY OT/IbIXa, & TAK)KE IPUBIIEKATh K YYACTHUIO B PA3BIEKATEIBHBIX MEPOIPUATHUSAX,
IIPOBOJIUMBIX 34 CYET CBOUX CPEJICTB;
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(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

2) 3aK/II049aTh COTJIAICHUA O HA3HAYCHUU WKW PEKOMCHAAIIMNW ITaIUCHTaM JICKAPCTBCHHBIX
npemnaparoB I MCAUIMHCKOIO MPHUMCHCHUA (33. HUCKIIIOYCHUECM  JIOTOBOPOB O MPOBCACHUHA
KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKAPCTBCHHLIX MPCIIapaToB JJIs1 MCAUITHUHCKOI'O HpI/IMeHeHI/ISI);

3) nmpeaocTaBisATh 0Opa3Lbl JICKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO TPUMEHEHUS B IIEIIAX
BpyUYCHUS TIAIIMCHTaM (3a WCKJIIFOYCHHWEM CIydaeB, CBS3aHHBIX C TIPOBEACHHEM KIMHUYCCKHIX
WCCIICIOBAaHHI JICKAPCTBEHHBIX MPENapaToB ISl METUIIMHCKOTO IPUMEHEHHUS);

4) mpenocTaBiATh HEAOCTOBEPHYIO M (WJIM) HEMOJHYI HMH(OpPMaIUio O JEeKapCTBEHHbIX
npernaparax s MEIUIIMHCKOTO IPUMEHEHHUS;

5) mocemats ux B pabouee BpeMsi Ha pabOYMX MecTaX, 32 UCKIIOUYEHHUEM CIy4aeB, CBS3aHHBIX C
MPOBEACHUEM KIMHUYECKUX HCCIICIOBAHMM JIEKAPCTBEHHBIX TPEMapaTtoB JUIsi MEIUIIMHCKOTO
MIPUMEHEHHUS, C YUYaCTHEM B TOPSAJIKE, YCTAHOBIEHHOM PYKOBOJMTENIEM MEIUIIMHCKON OpraHU3aIuu, B
COOpaHMSIX MEAMIIMHCKUX PAaOOTHHUKOB M HMHBIX MEPOINPHUSATHUSX, HAMPABICHHBIX HA IOBBIIICHHE HX
npodeccCHOHANBFHOTO YPOBHS WM Ha TpenocTaBlieHHe WHGOpPMAIlMU, CBA3aHHON C OCYIIECTBICHHUEM
MOHHUTOPHHTA 6€30MaCHOCTH JIEKAPCTBEHHBIX MPEMapaTos;

6) moOy>XaTh K BHIMUCHIBAHHIO JEKAPCTBEHHBIX MPEMapaToB Uil MEAUIIMHCKOTO PUMEHEHUS Ha
OnaHKax, coAep)kKamux MHGOPMAIMIO PEKJIAMHOTO XapakTepa, a Takke Ha PelenTypHBIX OlaHKax, Ha
KOTOpBIX 3apaHee HaledyaTaHO HaMMEHOBaHWE JIEKapCTBEHHOIO Ipenapara Uil MEIULUHCKOTO
IIPUMEHEHHUS.

2. OpraHI/I3aHI/II/I, YKa3aHHBIC B 3633116 ICPpBOM YaCTH 1 HaCTOSIIEH CTaTbH, U UX NPCACTABUTCIIN B
OTHOIICHHUH (bapMaI_ICBTI/I‘-IGCKI/IX pa6OTHI/IKOB u pyKOBOI[PITCJ'IGﬁ allITCYHBIX Opl“&HPBElL[Hﬁ HC BIIPAaBC:

1) Bpy4daThb NMOAAPKH, BBIIIJIAYMBATH JCHCKHBIC CPECACTBA, B TOM YHCJIC OIUIAYMBATL Pa3BJICUCHUA,
OTAbIX, MPOC3a K MCCTY OTAbIXa, W IPUBJIICKATH K YYAaCTUIO B PA3BJICKATCIIbHBIX MCPOIIPUATHAX,
IMPOBOAMWMBIX 3a CHET CBOUX CPCIACTB,

2) npeaoCTaBIIATh 06p33HBI JICKApCTBEHHEBIX IIPEIapaToB A1 MCIUIIMHCKOI'O IPUMCHCHUA JIA
BPYUYCHU HACCIICHUIO,

3) 3aKJII0YaTh CONIAICHUA O NPCHJIOKCHHUU HACCICHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
npenapaTroB Ak MCAUIUHCKOI'O ITPUMCHCHU A,

4) mnpenocTaBiATh HEAOCTOBEPHYIO U (WJIM) HENOJHYI0 HH(POpPMAIUI0 O JIEKapCTBEHHBIX
npenapaTtax Ui MEIUIMHCKOTO NMPUMEHEHHs, B TOM YHCJIE MMEIOIIUX OJUHAKOBOE MEXIYHapOIHOE
HENaTeHTOBaHHOE HAaMMEHOBAHUE.

CraTtbAa 67.2. TpeboBaHUA K opraHM3aumMm M NPoBeAEHUI0 Hay4YHbIX MEpPONpPUATUN,
MHbIX MEpPOMNPUATUNA, HamMpaBfEeHHbIX Ha MNOBbIWeHUe NpocgecCUoOHaNnbLHOro YpPOBHS
MeOULUMHCKMX pabOTHUKOB MMM Ha npenocrtaBrieHMe WHgpopmaumm, CBA3AaHHOW C
ocyLlecTBIeHUeM MOHUTOPUHra 6e30nacHOCTM NieKapCTBEeHHbIX NpenapaToB

1. IIpu npoBesieHNN HAYYHBIX MEPONPUSATHI, HHBIX MEPONPHUATUIN, HANIPABIEHHBIX HA MOBBIIICHUE
npoeCCUOHATBHOTO YPOBHS MEIUIIMHCKUX PAOOTHUKOB WJIM Ha MPEJOCTaBICHUE CBSI3aHHOH C
OCYILIECTBIICHHEM  MOHHUTOPHHra  0€30MacHOCTH  JICKAPCTBEHHBIX  IpenapaToB  HH(pOpManuw,
OpraHM3yeMbIX OpraHM3allusMHU, YKa3aHHbIMU B a03aie nepBoM yacTu 1 crathu 67.1 HacTosiero
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"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

denepanbHOr0 3aKOHA, WX MPEACTaBUTENAMU M (WIM) (UHAHCHPYEMBIX 3a CYET CpEACTB 3TUX
OpraHu3allMii M HX [PEICTAaBUTENICH, 3allpeliacTcss MPEIsITCTBOBAaTh YYaCTUIO B YKa3aHHBIX
MEpONPHUATHUAX MHBIX OPraHU3aLUN, KOTOPbIE IIPOU3BOAAT WIH PEANU3YIOT JEKAPCTBEHHBIE IIPENapaThl
JUIS MEAUIMHCKOIO NPUMEHEHHUS CO CXO0XHM MEXaHU3MOM (DapMaKoJIOTMYECKOro IeHCTBUS, JTUOO
CO37aBaTh JUCKPUMHHALIMOHHBIE YCJIOBHUS JUIA OJHMX YYaCTHHKOB II0 CPAaBHEHUIO C JAPYTMMH
Y4aCTHUKAMU, & UMEHHO:

1) MPpEAOCTABJIATH PA3JIMYHOC KOJINYCCTBO BPpEMCEHU IS BBICTYHHGHHP’I Y4aCTHHUKOB, Pa3JIMYHBIC 110
pasmMepy 3aHHUMaeMOH miIiomaan MecCTta il JEMOHCTpaluu O6p8.3].IOB JICKAPCTBCHHLBIX IIPCIIApaTOB JJIA
MCIUIIMHCKOI'0 IMPHUMCHCHUA WM PCKIAMHBIX MATCPUAIOB O JICKAPCTBCHHBIX IIpCIliaparax IJId
MCIUIIUHCKOI'0 MPUMCHCHHA HAa SKCIIO3UMIHUAX, CTCHAAX, 3a UCKIIFOUCHUEM CJIy4JacB, €CJIM TAKUC YCIOBUA
3aKPCIUICHBI B COTJIAICHUAX 3THX Opl"&HH?;ZtL[HfI, ux HpeHCTaBHTeHeﬁ 0 (i)I/IHaHCI/IpOBaHI/II/I YKa3aHHBIX
MCPOHpI/IHTI/Iﬁ n O6y0JIOBJ'I€HBI Pa3InuYHBIMU 3aTpaTaMH YYAaCTHUKOB Ha UX OpraHU3alluIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA /ISl YYACTHUKOB MEPONPHUATHH, YKa3aHHBIX B ab3ale mepBoM
HACTOSIIEH 4YacTH, IPEBBIMIAIOIIMKM CyMMY 3aTpaT Ha OPraHHU3alUI0 YKa3aHHBIX MEPONPUATHA U
BEIyLIMI K HEOOOCHOBAHHOMY OTPAaHUYEHUIO YHCIIA UX YYACTHUKOB.

2. OpraHuzanuy, ykasaHHble B a03aue nepsoM yactu 1 ctatbu 67.1 HacTosmero ®enepaibHOro
3aKOHA, X MPEJCTaBUTENH, OCYIIECTBIISIONINE OpraHu3aluio U (i) GUHAHCHUPOBAHUE MEPONPUSITUH,
yKa3aHHbIX B yacTu | HacTosllel cTaTby, 00s3aHbl 00ECIIeUnBaTh 1OCTYI K MH(OpMaILUK O AaTe, MecTe
U BPEMEHM NPOBEIEHUS YKa3aHHBIX MEpPONPHUATHH, IMJIaHaX, MporpaMMax IpPOBEACHUS YKa3aHHBIX
MEPOIPUATHH U TeMaX, MJIaHUPYEMBIX AJI1 pACCMOTPEHMSI, COCTABE UX YYAaCTHUKOB ITyTEM Pa3MEILECHUS
COOTBETCTBYIOLIEH MHPOPMALIMU HA CBOMX OQHIMATIBHBIX caiiTax B ceTu "MHTepHeT" He mo3nHee AByX
MecsLEB J0 Hayaja MpOBEACHUS YKAa3aHHBIX MEPOIPUITUH.

3. Undopmarus 0 mpoBeCHUN MEPOTPUSATHH, YKa3aHHBIX B 4acTu | HacTOAIIEH CcTaThbH, B CPOK,
YCTQHOBJICHHBII 4YacThi0 2 HACTOAILIEH CTaThH, JOJDKHA OBITh HamlpaBieHa B (elepaibHbll opraH
UCTIOJHUTENIBHOM ~ BJIACTH, OCYUIECTBIIOMMN (YHKIMM 10 KOHTPOJIK W HAA30py B cdepe
3/IPaBOOXPAHEHMS, Ul MOCIEAYIOIIEro pa3MelieHus ee Ha O(pUIIMaIbHOM CaliTe 3TOro OpraHa B CETH
"UnTepuer".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALINA NPU OBPALLUEHWUN NEKAPCTBEHHbLIX CPEACTB
N BOSMELLEHUE BPEOA, NPUYUHEHHOIO 300POBbLIO NPAXOAH
BCINEACTBUE NPUMEHEHWUA NIEKAPCTBEHHbBIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHopaTenbcTtBa Poccumnckomn
degepaumm npu obpaLieHnn NeKkapcTBeHHbIX CPeacTB

1. Hapymenune 3akonHonatensctBa Poccuiickoit ®denepanuu npu oOpalleHHH JIeKapCTBEHHBIX
CpeACTB BIIeYEeT 3a cO00OHl OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATENHCTBOM Poccuiickoii
denepauuu.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. 3a HenpeCTaBJIEHNE WM HECBOEBPEMEHHOE Ipe/icTaBiIeHre HHPOpMaK U (MIH) TOKYMEHTOB
a100 MpeACTaBIeHHE HEJOCTOBEPHbIX HMH(pOpManuu U (WIM) JOKYMEHTOB, HPELyCMOTPEHHBIX
HactosmuM  DenepasbHBIM  3aKOHOM, CYOBEKTHI OOpallleHUs] JIeKapCTBEHHBIX CpPEACTB HECYT
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOJaTeNbCTBOM Poccuiickoit denepanui.

(uactp 2 BBeaeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3; B pen. DeaepanbHOro 3aKkoHa OT
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

04.06.2018 N 140-D3)

Cratba 69. Bo3meweHne Bpena, NpMYMHEHHOro 340POBLIO rpaxapaH BcneacTtBue
NpPUMeHeHUs fieKapCTBEHHbIX npenapaTros

1. Ilpou3Boautenb JEKApCTBEHHOIO Ipemapara o00s3aH BO3MECTUTh Bpeld, MNPUYMHEHHBIN
3JI0pOBBIO TPaXKAaH BCIEACTBHE MMPUMEHEHUS JIEKapCTBEHHOTO Mpernapara, eclid JoKa3aHo, 4To:

1) nexapcTBEHHBIN NpenapaT NPUMEHSJICS 10 Ha3HAYEHHWIO B COOTBETCTBUM C MHCTPYKLMEH 110
MPUMEHEHHIO JIEKAPCTBEHHOI'O Ipernapara W MPUYMHON Bpelaa SBWICA BBOJA B TPaXTAHCKHA 000pOT
HEI00pOKaYEeCTBEHHOIO JIEKapCTBEHHOTO Mpenapara;

2) Bpen 370pOBBIO TMPUYMHEH BCIICACTBUE HEIOCTOBEpPHOW WH(MOpPMAIUHU, COACpKaIlIehHcs B
UHCTPYKLIMKA 1O TNPUMEHEHHIO  JIEKAPCTBEHHOIO  Mpernapara, W3JaHHOM  MPOU3BOJUTENIEM
JIEKapCTBEHHOTO Ipernapara.

2. B ciyudae, ecnu Bpes] 3I0pOBBIO TPakJaH MPUYMHEH BCJICICTBUE PUMEHECHHUS JIEKAPCTBEHHOTO
npernapara, IpUIICIIIer0 B HErOJAHOCTh B Pe3yJIbTaTe HAPYIICHHUS MPAaBHJ XPaHEHHS JICKAPCTBEHHBIX
CpPE/CTB, MPaBUII ONMTOBON TOPTOBJIM JIEKAPCTBEHHBIMHU MpenapaTaMu, MPABHI OTITYCKa JIEKAPCTBEHHBIX
MpernaparoB, MPAaBHI H3TOTOBJIICHUS W OTIYCKa JIEKAPCTBEHHBIX IMPENapaToB, BO3MEIIECHHE Bpeaa
OCYIIECTBIISICTCSI COOTBETCTBEHHO OpPraHM3alMedl ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMHU CPEICTBAMH,
anTeYHOH OpraHu3alel, WHAMBHIYaJIbHBIM TNpPEANPUHUMATEIIEM, HMCIONUMH JIMICH3UIO Ha
(bapMaIeBTHYECKYIO JIEATSIBHOCTh WM JIMIECH3UI0 HAa MEIUIUHCKYIO JeSTeIbHOCTh, MEIUIIMHCKOM
OpraHM3aIyei, WMEIIIeH IHUIEH3WI0 Ha (apMaleBTHUECKYIO JEATENhHOCTh (€€ 000COOICHHBIM
OIpa3IeIeHUEM, PACIIOJIOKEHHBIM B CEJILCKOM HACEIIEHHOM IYHKTE, B KOTOPOM OTCYTCTBYET anTeuHast
OpraHu3aIys), JOMyCTHUBIIUMHE MPOAAXKY MIIM OTITYCK TAaKOTO JCKApCTBEHHOTO Mperapara.

(B pen. Deaepanbhbix 3akoHOB 0T 25.11.2013 N 317-P3, ot 08.08.2024 N 323-D3)

3. Bo3memienue Bpena, NPUYMHEHHOTO 3J0POBBI0 TpaKAaH BCIEACTBUE TNPUMEHEHUS
JICKapCTBEHHBIX IPENapaToB WIM COBEPLICHUs NPOTUBOINPABHBIX JIEHCTBUH CyOBEKTaMM OOpaIieHus
JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIISETCS B COOTBETCTBHMM C 3aKOHOJATENBLCTBOM Poccuiickon
denepauuu.

Mnasa 16. 3AKIIOYUTEJIbHbLIE NMOJIOXEHUA

Cratba 70. O NnpM3HaHUM YTPATUBLLUMM CUITY OTAENbHbIX 3aKOHOAAaTesIbHbIX aKTOB
(nonoxeHun 3akoHoAaTeNnbHbIX akToB) Poccumnckon Pepgepaumm

[Ipu3HaTh yTpaTUBIIMMU CUITY:

1) ®enepanbubiii 3akoH OT 22 wmroHA 1998 roma N 86-®3 "O nekapCTBEHHBIX cpeacTBax'
(Cobpanue 3axoHonarensctBa Poccuiickoit @enepamnu, 1998, N 26, ct. 3006);

2) ®enepanbhbiii 3akoH OoT 2 auBaps 2000 roxga N 5-O3 "O BHeceHUU U3MEHEHUS U JOTOJIHEHUN B

Oenepanbhbiii 3akoH "O nekapcTBeHHBIX cpeacTBax” (CoOpanHue 3akoHOJATENbCTBAa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crateio 40 ®enepansuoro 3akoHa ot 10 saBaps 2003 roma N 15-d3 "O BHeceHnn U3MEHEHUH U
JOTIOJTHEHUW B HEKOTOpBIE 3aKOHOJAATeNbHbIE akThl Poccuiickoit ®enepanuii B CBS3U C MPUHITHEM
OenepanbHoro 3akoHa "O IMIEH3UPOBAHMM OTHENBHBIX BHIOB jeareiabHocTu" (CoOpanue
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

3akoHoaarenbcTBa Poccuiickoit denepanuu, 2003, N 2, ct. 167);

4) crateio 31 denepanbHoro 3akoHa oT 30 utons 2003 roga N 86-03 "O BHeCEHUHM U3MEHEHUN U
JIOTIOJIHEHUI B HEKOTOPBIE 3aKOHOaTeNbHbIe aKThl Poccuiickoi Penepanyv, NpU3HaHUU yTPATUBIIMMHU
CUJIy OTAENBHBIX 3aKOHOJATENbHBIX akToB Poccuiickorn depeparuu, MNpPeIOCTABICHUU OTIAEIbHBIX
TapaHTHH COTPYIHUKAM OPTraHOB BHYTPEHHUX JI€J, OPTAHOB MO KOHTPOJIIO 32 000POTOM HAPKOTHIECKUX
CPEICTB M ICHUXOTPOIHBIX BEUIECTB M yMpa3IHsAEMbIX (efepaabHbIX OPraHOB HAJIOTOBOM MOJIMLIUU B
CBSI3M C OCYIIECTBIEHHEM Mep MO COBEPUICHCTBOBAHUIO rocyaapcTBeHHoro ympapieHus" (Cobpanue
3akoHoAarenbcTBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) crarteio 101 denepanbHoro 3akoHa or 22 asrycra 2004 roma N 122-®3 "O BHeceHuun
M3MEHEHUN B 3aKOHOJaTenbHble akThl Poccuiickoir ®denepannyu W NOPU3HAHWKA YTPATUBIIMMHU CHITY
HEKOTOPBIX 3aKOHOJATeNbHBIX akToB Poccuiickoit @enepaiii B CBA3M € MPUHATHEM (enepasibHbIX
3ak0oHOB "O BHECEHHMHM HM3MEHEHUW W aonosHeHuid B DenepanbHblii 3aKkoH "OO OOIMX MPUHITUIIAX
OpraHu3alMM 3aKOHOJATEIbHBIX (IIPEICTABUTENbHBIX) U MCIOJHUTEIbHBIX OPraHOB T'OCYIApCTBEHHOM
Bractu cyobekroB Poccuiickoit ®enepauuu” u "OO oOmMMX NPUHIMIAX OpraHU3allMd MECTHOTO
camoynpasnenusi B Poccuiickoit @enepannu” (Cobpanue 3akoHomaTenbeTBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crateio 28 denepanpHOro 3akona ot 18 mekabps 2006 roma N 231-®3 "O BBeneHun B
nefictBue dactu 4erBeprod I'paxkmanckoro koxaekca Poccwmiickoirt ®@epepanuu" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2006, N 52, c1. 5497).

Cratba 71. BctynneHue B cuny Hactosuwero PegepanbHOro 3akoHa
1. Hactosmuit denepanbHblii 3aK0H BeTynaeT B cuity ¢ 1 centsiops 2010 roaa.

2. JlexapCTBEHHBIE CPEICTBA, 3aPETHCTPUPOBAHHBIE O JHA BCTYIUICHHS B CHJIy HACTOSAIIErO
@denepanbHOro 3aK0Ha, MOAJIEKAT BKIOYEHUIO B TOCYJaPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEICTB C
BHECEHHMEM YKa3aHHBIX B yacTH | craThu 33 Hacrtosero denepaibHOro 3akoHa CBEICHHH 00 3THX
JICKApCTBEHHBIX CpEJICTBaX O3 MPOXOXKIEHHS BHOBb IPOLEAYPHl TOCYJApCTBEHHOH pErucTpanuu
JIEKApCTBEHHBIX IIPENAapaToB.

3. F'ocymapcTBeHHAs! perUCTpanys JEKapCTBEHHBIX MPENapaToB, 32 HCKIIOYCHUEM JIGKaPCTBEHHBIX
IpenaparoB JJIsl MEIUIMHCKOTO MPUMEHEHHs, NMPEICTABICHHBIX HA YKa3aHHYIO PETUCTPALUIO JI0 THS
BCTYIUICHHS B CHITy HacTosero OenepaibHOro 3aK0Ha, OCYIIECTBISIETCS B COOTBETCTBUH C HACTOSIIIUM
denepanbHbIM 3aKOHOM Ha OCHOBAHUHU JJOKYMEHTOB U JIJAaHHBIX, IPEJCTABICHHBIX JI0 THS BCTYIUICHUS B
cuity HacTosiero deepajbHOroO 3aKOHa.

(B pen. ®exnepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. TocymapcTBeHHasi perucTpauus JIEKapCTBEHHBIX MpenapaToB M1 MEIULIMHCKOTrO
IIPUMEHEHUS, MPEJCTABICHHbIX Ha TOCYIAPCTBEHHYIO PErMCTPALMI0 1O [JHS BCTYIUIEHUS B CHIY
Hacrosiero denepanbHOro 3aK0Ha, ¥ TOCYJapCTBEHHAsl PETUCTPALHs JIEKAPCTBEHHBIX MPENapaToB s
MEIUIMHCKOTO IPUMEHEHMSI, IPEACTABICHHBIX HA JKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 1O JHSA
BCTYIUIEHUSI B CHIIy HacTosuero denepajbHOro 3aKOHA B LENSIX UX MOCIEAYIOLIEH IoCy1apCTBEHHON
perucTpanym, OCYIIECTBISIOTCS HAa OCHOBAaHMM JOKYMEHTOB M JAaHHBIX, NPEICTaBICHHBIX A0 JHS
BCTyIUIEHUSI B cuily Hacrosimero denepanbHOro 3akoHa, a TaKKe 3asBJICHUS O TOCYAapCTBEHHOMN
perucTpanyy JIEKapCTBEHHOIO IIpernapara, IpeJCTaBICHHOIO IPOU3BOAMUTENEM JIEKAPCTBEHHBIX
IIpernapaToB UM YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHHM € HAcTOSAIINUM DenepaibHbIM 3aKOHOM B
YIOJIHOMOYEHHBIA (efepalbHblii OpraH HCHOJHUTEeNbHOW Biactd no 1 wmapra 2011 roma, 6e3
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

TpeOOBaHMUS yIIIaThl TOCYIAPCTBEHHON MOUUTHHEI, IPEIYCMOTPEHHOM 3aKOHOIaTeNnbCTBOM Poccuiickoit
deneparun 0 HaIOrax u coopax.
(uactsp 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.2. IloxnrBepkneHue TroCyJapCTBEHHOM pPETrMCTpalliy JIEKAPCTBEHHBIX IpEnaparoB Ul
MEUIIMHCKOTO MPUMEHEHUS, PECTABIEHHBIX U1 MOATBEPKACHUS IOCYJapCTBEHHOM perucTpanuu a0
JHS BCTYIUICHMS B Cwily Hacrosuiero denepanpHOro 3akoHa, M IOATBEPXKACHHUE IOCYNAapCTBEHHOU
pErHCTpalMM JIEKAPCTBEHHBIX NPENapaToB sl MEAULMHCKOIO INPUMEHEHMS, NPEICTABJICHHBIX Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 JHS BCTYIUIEHHUS B CHly HacTtosuero denepanbHoro 3akoHa B
LEISIX TOCIEAYIOUIEro IMOATBEPKACHUS HX TOCYAApCTBEHHOW pETUCTpALMM, OCYILIECTBIISIFOTCS Ha
OCHOBAaHUM JIOKYMEHTOB M JaHHBIX, NPEJCTABICHHBIX JO [HS BCTYIUIEHHS B CHJIy HACTOSIIETrO
@denepallbHOTO 3aKOHA, a TaKXKe 3asiBJIEHUS O TMOATBEPKIECHUU TOCYAApCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'O IIpernapara, IPEACTaBICHHOTO IPOM3BOJUTENIEM JICKaPCTBEHHBIX IPENapaToB WM
YIOJIHOMOYEHHBIM KM JIMLIOM B COOTBETCTBUM ¢ HacrosmuMm @DenepanbHbIM  3aKOHOM B
YIOJIHOMOYEHHBIA (efepalbHbIi OpraH HCIOJHUTEeNbHOW Biactd no 1 wmapra 2011 roma, 6e3
TpeOOBaHUS YIIATHl TOCYIaPCTBEHHOHN MOIUIMHBI, MPETYCMOTPEHHON 3aKOHOIATeILCTBOM Poccuiickoit
®denepanyu 0 HaJlorax u coopax.

(uactsp 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpuHATHe pemieHUuss O BHECEHWH U3MEHEHUH B JIOKYMEHTBI, COJAEprKauuecs B
PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM mpenapar Ais MEIUIMHCKOTO
IIPUMEHEHUS U IIPEACTaBIEHHBIE JO IHSA BCTYIUIEHUS B CHUIy HacTosiuero denepanbHOro 3aKOHA, U
IIPUHSTHE PELIECHUS O BHECEHUH MU3MEHEHMH B JOKYMEHTBI, COJEPKAIINECS B PETUCTPALUOHHOM J0ChE
Ha 3aperucTPUpPOBAHHBIN  JIEKAPCTBEHHBIM Mpemnapar Juis  MEIUIMHCKOTO MPUMEHEHHUS U
MIPEACTABICHHBIE HA SKCIEPTH3Y JIEKAPCTBEHHBIX CPEICTB JO AHS BCTYIUIEHHS B CHJIy HACTOSIIETO
@denepanbHOrO 3aKOHA, OCYIIECTBIIFOTCS HA OCHOBAHHUM JIOKYMEHTOB M JaHHBIX, MPEACTABICHHBIX 10
JHS BCTYIUIEHMS B Cuily HacTosmero ®deaepaJibHOrO 3aKOHA, a TaKKe 3asBICHUS O BHECEHUH
U3MEHEHHH B JOKYMEHTBI, COJIEp)KallUecss B PErHCTPallMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar i MEIULIUHCKOTO IPUMEHEHMsI, IPEICTaBICHHOTO IPOU3BOJUTEIEM
JIEKapCTBEHHBIX MpENaparoB WJIM YHOJHOMOYEHHBIM HM JIULOM B COOTBETCTBUM C HACTOSIIUM
®denepalibHbIM 3aKOHOM B YIIOJTHOMOUYEHHBIN (eiepalIbHbII OpraH UCIIOIHUTENbHON BIAacTH 10 | mapra
2011 roma, ©6e3 TpeOoBaHMS  yIUIATBl  TOCYJAPCTBEHHOW  IONUIMHBI, MPETyCMOTPEHHOM
3akoHoAaTenbcTBOM Poccuiickoit deaeparuu o Hajorax u coopax.

(uactb 3.3 B pen. denepanbhoro 3akoHa ot 29.11.2010 N 313-D3)

3.4. Bblgaua paspemieHUl Ha MPOBEIEHUE KIMHUYECKUX HCCIEI0BAHUI JIEKAPCTBEHHBIX
IIpenapaTroB i1 MEAUIIMHCKOIO NMPUMEHEHMS 110 3asBICHUAM, MOJAHHBIM J0 JIHS BCTYIUICHHS B CHIIY
Hacrosuiero PenepasbHOro 3aK0HA, a TAKKE 10 3asBJICHUSAM, ITOAAHHBIM MOCIE JHS BCTYIUIEHUS B CHITY
HacTtosAmero ®denepanbHOro 3aKOHAa Ha OCHOBAHUU JKCIIEPTH3, IIPOBEIEHHBIX 1O IHSA BCTYIUICHHS B
cuny Hacrosmero @enepanbHOro 3aKOHA, OCYLIECTBISETCS B COOTBETCTBUM C  HACTOSIIUM
@denepanbHbIM 3aKOHOM Ha OCHOBAHMM JTOKYMEHTOB U JAaHHBIX, IIPEJCTaBICHHBIX WM IOJIYYEHHBIX 10
JHS BCTYIUIEHHA B cwily Hacrosuero @enepajbHOro 3aKkOoHA, a TaKKe HAa OCHOBAaHUU KOIMH
MIPEBAPUTEILHOTO JOTOBOPa 0053aTEIFHOTO CTPAXOBAHUS KHU3HH, 3J0POBbS MAIIMEHTOB, y4aCTBYIOIINX
B KIIMHUYECKOM MCCIIEIOBAHUH JIEKAPCTBEHHOI'O IpernapaTra Uil MEIWIMHCKOTO INPHUMEHEHMsS, WU
KOIIMM JIOTOBOpA O0s3aTENBHOIO CTPaxOBaHMs HKHU3HHM, 3J0POBbS MAIMEHTOB, YYacTBYIOIIMX B
KJIMHUYECKOM HCCJIEZIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara il MEAMLUHCKOro IMpUMEHEHHs, J100
NPEJCTaBICHHON KOMHUU JOroBOpa O00s3aTENbHOTO CTPaxOBaHUS, 3aKIIOYEHHOTO B COOTBETCTBUH C
TUIOBBIMY _IPAaBUJIAMHU  O0S3aTENBHOIO CTPAaxOBaHMA, C YyKa3aHHUEM MpPEJeNbHOW YHCICHHOCTH
IIAIUCHTOB, YYaCTBYIOIIMX B KIMHUYECKOM MCCIIEIOBAHWM JIEKAaPCTBEHHOIO IIpenapara Uyl
MEUIMHCKOTO IPUMEHEHUs1, 0e3 TpeOOBaHMs YIIaThl TOCYJapCTBEHHOM MONIIMHBI, TPEIyCMOTPEHHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

3akoHoAaTenbcTBOM Poccuiickoit @eaeparuu o HaJorax u coopax.
(uactb 3.4 B pen. denepanbroro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHOM BalIOTE A0 JHS BCTYIUIEHUS B CHJIy HAacTOSLIETO
@enepanbHOTO  3aKOHA IPENENbHBIE OTIYCKHBIE IIEHBl HHOCTPAaHHBIX IPOM3BOJAMTENEH HaA
JIEKapCTBEHHbIE IIperaparhl, BKIIOYEHHbIE B MEPEYEHb >KM3HEHHO HEOOXOMUMBIX U BaKHEMIIUX
JICKapCTBEHHBIX IIPEnaparoB, MoJyulexar mepecyery B pybmu no kypey LlenTpanbHoro OaHka
Poccuiickoit ®@enepanuu Ha naty, ycraHoBieHHyio [IpaButenbctBom Poccuiickoit @eneparuu, 6e3
NIPEACTABICHUS 3asBJICHUS O IIepecueTe LEHbl C BHECEHHUEM COOTBETCTBYIOIIMX HW3MEHEHUH B
TOCYJAapCTBEHHBIM PEECTp IMPENEIbHBIX OTIYCKHBIX LIEH IIPOU3BOJMTENIEH HA JIEKAPCTBEHHBIE
npenapaThl, BKIIOYEHHbIE B MEPEUEHb >KU3HEHHO HEOOXOAUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
Ipenaparos.

(dactp 3.5 BBeaeHa denepanbHbiM 3akoHOM oT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE OO IHS BCTyIUIEHUS B cuiy Hacrosimiero denepanbHOro 3akoHa
NpeAelibHbIE OTIYCKHBIE LIEHBl POCCHUMCKUX MPOM3BOAUTENICH Ha JEKapCTBEHHbIE Ipenaparsl,
BKJIFOUCHHBIC B TIEPEYCHb J>KM3HCHHO HEOOXOJMMBIX M BaXKHEHIIUX JIEKAPCTBEHHBIX IIPENaparosB,
nouiexar wHAaekcarmu ¢ 1 HosOps 2010 roma WCXons W3 MPOTHO3HPYEMOTO YPOBHS WHQIISLNH,
ycranoBiaeHHoro denepanpHbiM 3akoHOM OT 2 nekabps 2009 roma N 308-d3 "O denepanbHOM
oromxete Ha 2010 ro u Ha rutanoBbId niepro 2011 u 2012 rogos" Ha 2011 rog.

(uacts 3.6 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He gomyckaroTcsl MPOU3BOJACTBO U BBO3 B Poccuiickyro denepannro
JIEKapCTBEHHBIX IPENapaToB B yIAKOBKaX C MApKUPOBKOM, KOTOpast Oblila HAHECEHA /10 JHS BCTYIUICHUS
B cuily Hacrosiero @enepanbHoro 3akoHa. [1o ncredeHnn ykazaHHOrO Cpoka JaHHbIE JIEKAPCTBEHHbBIE
mpenapaTbl MOTYT OTITYCKaTbCS, PEalIn30BbIBAThHCS, NEPENaBaThCs U MPUMEHITHCS A0 HUCTEYEHUS HX
CpOKa rOJIHOCTH.

(B pen. ®enepanbHbix 3aK0HOB OT 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3)

4. Co gHs BcTyIuleHHs B cwily Hacrosiero @enepanbHoro 3akoHa v no 30 ampens 2011 rona
BKJIIOUUTENBHO JIONYCKAeTCs IPOBEIEHUE OKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB  JKCIEpTaMU
SKCIIEPTHOTO YUPEXKIEHUS JO0 NPOXOXKACHHS HMH aTTeCTallUd B TOPSJKE, YCTAHOBJICHHOM
YIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

5. Co mHs BeTymuieHHsI B cuiry Hactosmero deaepansHoro 3akona u mo 31 gexadpst 2013 rona
BKJIFOYUTENBHO OCYILIECTBIISIETCS MEPEXO] K MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBUJIaMU OPTaHU3ALMU POU3BOJICTBA U KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPE/ICTB, YKA3aHHBIMU B
gactu | crareu 45 Hactosmero denepalbHOTO 3aKOHA, B MOJXHOM oOwveme. Cpoku mepexojna
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K HMX MPOU3BOACTBY B COOTBETCTBUU C KOHKPETHBIMHU
TpeOOBAHUAMHU JAHHBIX TPABWII, BKJIIOYAs CPOKH aTTECTAllMM YMOJHOMOYCHHBIX JIWI, YKAa3aHHBIX B
yactax 6 u 7 crateu 45 Hacrosimero denepaqbHOro 3aKoHa, ycTaHaBiuBaroTcs I[IpaBurenbcTBOM
Poccuiickoit deneparum.

6. JIvieH3un Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BblOaHHblE 10 | sHBaps 2014 rona,
neiictByrot nociie 1 siHBapa 2014 rona 10 MCTEUEHUs CPOKA UX JAECUCTBUSA IPH YCIOBUU COOTBETCTBUS
JUIEH3MaTa MpaBUjiaM OpPraHU3alMK TMPOU3BOJCTBA M KOHTPOJISI KadyecTBa JIEKAPCTBEHHBIX CPEJCTB,
YKa3aHHBIM B yacTu 1 ctatbu 45 Hactodiiero deaepaibHOro 3aKoHa.

7. ®opMHpOBaHUE TOCYAAPCTBEHHOIO 3aJaHMsl Ha IPOBEAECHUE SKCIEPTHU3bl JIEKAPCTBEHHBIX
CpeAcTB (elepaabHOMY IoCyAapCTBEHHOMY OIOJKETHOMY YUPEKACHHUIO 10 MPOBEACHUIO SKCIEPTU3BI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.05.2026

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIX CPEACTB U (PMHAHCOBOE 0OECIEUEeHUE BBIIOIHEHHUS 3TOTO 3aJaHHsl OCYIIECTBIISIOTCS B
nopsake, ycraHoBieHHOM ®DenepanpHpiM 3akoHoM oT 12 guBaps 1996 roma N 7-®3 "O
HEKOMMEPUYECKUX OpraHu3anusx’.

(uactp 7 BBeneHa denepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-D3)

[Ipe3unent
Poccuiickoit deneparuu
JA.MEJIBEJIEB
Mocksa, Kpemib
12 anpens 2010 rona
N 61-®3
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