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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 25.03.2023

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

12 anpens 2010 ropa N 61-93

POCCUNCKAA ®EOEPALMA
®EQEPAIbHBIA 3AKOH
Ob OBPALEHUN NEKAPCTBEHHbIX CPEACTB

[TpunsT
I'ocynapcrBennoi Jlymoit
24 maprta 2010 rona

Onobpen
Coserom ®enepanuun
31 mapra 2010 roga

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.07.2010 N _192-P3,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-P3,
o1 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-D3,
otT 22.12.2014 N 429-®3 (pexn. 13.07.2015), ot 08.03.2015 N 34-D3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-P3, ot 13.07.2015 N 241-P3,
ot 13.07.2015 N 262-®@3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-®3,
ot 02.06.2016 N _163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-P3,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-P3, ot 29.07.2017 N 278-P3,
o1 28.12.2017 N 425-®3 (pexn. 27.12.2019), ot 04.06.2018 N _140-D3,
ot 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3,
ot 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, oT 27.12.2019 N 481-P3,
oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-D3, ot 03.04.2020 N 105-P3,
ot 13.07.2020 N 206-P3, ot 08.12.2020 N 429-P3, ot 22.12.2020 N 444-D3,
ot 11.06.2021 N _170-®3, ot 08.03.2022 N 46-®3, ot 26.03.2022 N 64-D3,
ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-P3, ot 19.12.2022 N 519-93)

Maea 1. OBLWUE NMNOJIOXEHUA
Cratbsa 1. MpeameT perynupoBaHusi HacTosilero PeanepanbHOro 3akoHa

1. Hacrosammuit ®enepanbHplii 3aKOH pPETYJIHUPYET OTHOIIEHHUS, BO3HUKAIOIIME B CBS3H C
oOpamieHueM - pa3pabdOoTKOH, JOKIMHUYECKHMHU MCCIIEOBAHUSMH, KIMHUYECKUMHU HCCIIEOBAHUSMH,
JKCIEPTHU30M, TOCYJAapCTBEHHOM pETHCTpaluel, €O CTaHAApTH3alUed M ¢ KOHTPOJIEM KayecTBa,
MPOU3BOACTBOM, M3rOTOBJIEHUEM, XpPaHEHUEM, IEpeBO3KOi, BBO30M B Poccuiickyro Denepauuro,
BBIBO30M U3 Poccuiickoit denepanuu, peKkiiaMmoi, OTIIyCKOM, peajin3alueil, nepeaadyeii, IpUMEHEHUEM,
YHUUYTOKEHUEM JIEKAPCTBEHHBIX CPEICTB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

2. Hacrosumii ®exnepadbHbIi  3aKOH  yCTAQHABJIMBAaeT MPUOPUTET  TOCYIAPCTBEHHOTO
perynupoBaHus 0€30MacHOCTH, KadecTBa M 3()(YEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB IPH HX
oOpareHuu.

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

Ctatbs 2. Cchepa npumeHeHus HacTosiwero PepgepanbLHOro 3akoHa

Hacrosaumuit ®denepanbHblil 3aKOH MPUMEHSIETCSI K OTHOILIEHUSAM, BO3HUKAIOLIUM IpU 00palleHnn
JIEKAPCTBEHHBIX CPEJICTB HAa TeppuTopuu Poccuiickoi @enepannu.

CraTtba 3. 3akoHoAaTeNbLCTBO 06 0OpaLleHnn fneKapCTBEHHbIX CPeAcTB

1. 3akoHomaTenbcTBO 00 OOpalleHWu JEKapCTBEHHBIX CPEJICTB COCTOUT W3 HACTOSIIETO
denepallbHOTO 3aKOHA, IPYruX (QeAepalibHBIX 3aKOHOB W HMHBIX HOPMATHBHBIX IPABOBBIX AKTOB
Poccuiickoit deneparum.

1.1. 3akoHOMAaTENHCTBO 00 OOpaIeHNH JIEKAPCTBEHHBIX CPEACTB B OTHOIICHUH IOPUIAYECKUX JTUIT
U MHAMBHUIYabHBIX TMpPEJNpUHUMATENEH, OCYIIECTBISIOUIMX JAESITeIbHOCTh Ha TEPPUTOPUU
MEXIYHApPOAHOTO MEIUIIMHCKOTO KJacTepa, MPUMEHSAETCS C YYeTOM OCOOEHHOCTEH, YCTaHOBIIEHHBIX
®epnepanbHbiM 3ak0HOM "O MEXAYHApOJAHOM MEIUIMHCKOM KJacTepe W BHECEHHMM H3MEHEHUH B
OTJIeTIbHBIE 3aKOHOaTeNIbHbIE akThl Poccuiickoit denepannn".
(uactp 1.1 BBenena @enepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. [evictBue Hacrosimiero DenepalbHOr0 3aKOHAa pacIpoOCTpPaHSAETCS Ha  oOpalleHHe
HApKOTHYECKUX JIEKAPCTBEHHBIX CPEACTB M IICHXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C Y4ETOM
0COOEHHOCTEH, YCTAaHOBJICHHBIX 3aKOHOIATEIbCTBOM Poccuiickoii ®denepaniid 0 HAPKOTHYECKUX
Cpe/CTBax, MCUXOTPOITHBIX BEUIECTBAX U 00 MX MPEKypcopax.

3. J[eiictBue Hactosmiero DenepanbHOr0 3aKOHA  PACIpPOCTpaHsIeTCss Ha  oOpaiieHue
paarodapMareBTHUSCKUX JIEKAPCTBEHHBIX CPEJACTB C YYETOM OCOOCHHOCTEH, YCTAaHOBJICHHBIX
3aK0HOJ1aTenbCTBOM Poccuiickoii deneparuu B 007aCTH 00ecIieueHus panaiiOHHON O0€30acHOCTH.

4. Ecnu MexayHapoIHbIM J0roBopoM Pocculickoit denepannivl yCTaHOBIICHBI MHBIE MTPaBUia, YEM
Te, KOTOpbIe TMpeaycMOTpeHbl HacTosmuM DenepanbHbIM 3aKOHOM, MPUMEHSIOTCS IpaBUIIa
MEKyHapOIHOTO JI0rOBOpa.

4.1. PemeHuss MEXrocyJapCTBEHHBIX OpIraHOB, IIPUHATBIE HA OCHOBAaHMM IOJIOXKEHUM
MEXKIYyHApOAHBIX J0roBopoB Poccuiickon @exepannu B HX MCTOJIKOBAHWM, IPOTHBOpPEYAIIEM
Konctutynuu Poccuiickoit @enepanuu, He nojexar ucnojdHenuto B Poccuiickon @enepanun. Takoe
IIPOTHUBOPEUNE MOXKET ObITh YCTAHOBIIEHO B [IOPAIKE, ONPEAEICHHOM (eliepaibHbIM KOHCTUTYILIMOHHBIM
3aKOHOM.

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

5. B Poccuiickoii ®denepanuyu B COOTBETCTBUM € MEXIYHAapOIHBIMU J0oroBopaMu Poccuiickoin
@enepanii M (WIM) HAa OCHOBE MPHUHIMIA B3aUMHOCTH TPU3HAIOTCA PE3YJbTaThl KIMHHUYECKUX
HCCIIEIOBAaHUM JIEKapCTBEHHBIX IMPENapaToB Ui MEAMIIMHCKOIO MPHUMEHEHHUs, MPOBEACHHBIX 3a
npenenamu Tepputopun Poccuiickoit deneparum.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Ctatba 4. OCHOBHbIe MNOHATUSA, uncnonb3yemMmblieé B HacCTosLleM PenepanbHom
3aKOHe

[ns ueneit Hactosimiero denepanbHOro 3aKOHA UCIIOIB3YIOTCA CIIEYIOIINE OCHOBHBIE TOHSATHS:

1) nmexkapcTBEHHBIE CpEJCTBAa - BEIIECTBA WJIM MX KOMOWHAIIMHM, BCTyMHAlONME B KOHTAKT C
OpPraHU3MOM YEJIOBEKA WJIM JKMBOTHOI'O, IIPOHMKAIOLIME B OpraHbl, TKAHW OpraHM3Ma 4eJIOBEKa WU
KUBOTHOTO, MPHUMEHSEMbIE I MPOQPHUIAKTUKH, IUATHOCTUKU (32 HMCKIIOUEHHWEM BEIIECTB WIH HX
KOMOHMHAIMIA, HE KOHTAKTHPYIOMIMX C OPTaHU3MOM YENIOBEKa WM KUBOTHOTO), JICUCHHUs 3a00JIeBaHuUs,
peabunuTanyu, s COXpaHEHUs, TPEIOTBPALICHUS UIH MIPEphIBaHUS OEPEMEHHOCTH U MOJIYYCHHBIC U3
KpOBM, IIJIa3Mbl KpPOBHM, W3 OpPraHoB, TKAHEH OpraHu3Ma 4YeJOBE€Ka WM JKHUBOTHOTO, PACTCHUH,
MHUHEpAJIOB METOJaMHU CHHTE3a WU C MPUMEHEHHUEM OMOJOTHYECKUX TexHoJorui. K jexapcTBeHHBIM
CpeICTBaM OTHOCSTCS (papMalieBTUUECKHE CyOCTaHIIMU U JIEKaPCTBEHHbIE MpPerapaThl;

2) dapmaneBTuyecKas CyOCTaHIMS - JEKAPCTBEHHOE CPEACTBO B BHJIE OJHOTO WIJIM HECKOJIBKHX
obmajaromux (apMakoJIOTHYECKON aKTUBHOCTHIO JEHCTBYIOIIMX BEIIECTB BHE 3aBHCHUMOCTU OT
IpUPOAbI IMPOUCXOKACHHA, KOTOPOC MPCAHA3HAYCHO JJIA IIPOU3BOJACTBA, U3TOTOBJICHUSA JICKAPCTBCHHBIX
MpPermapaToB U onpeaessieT uxX 3p(HEeKTHBHOCTE;

(. 2 B pea. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

3) BCIIOMOr'aT€JIbHBIE  BCEIIECTBA - BCHIECTBA HCOPraHUYCCKOIO HJIM  OPraHUYCCKOro
MNPOUCXOKACHUA, HUCIIOJIB3YEMbIC B IIPOLHECCE INPOU3BOACTBA, HU3IOTOBJIICHHUA JICKAPCTBCHHBIX
npenaparoB JId IIPUJAHUS UM HGO6XO,Z[I/IMBIX (I)I/IBI/IKO-XI/IMI/I‘-IGCKI/IX CBOﬁCTB;

4) nexkapCTBEHHBIC TNpenapaThl - JIEKAPCTBEHHBIE CPEACTBA B BHJE JICKAPCTBEHHBIX (HOpM,
IpUMEHsIeMble U1l NPOPMIAKTUKHM, IUarHOCTUKH, J€4eHus 3a0ojeBaHUs, peaduIuTauuu, s
COXpPaHEHHs, IPEIOTBPAIICHHSI WU PEepbIBaHUs OEPEMEHHOCTH;

5) nekapctBeHHasi ¢popMa - COCTOSIHUE JIEKAPCTBEHHOTO IpernapaTra, COOTBETCTBYIOIIEe criocodam
€ro BBEJCHH U IPUMEHEHUS U oOecrieunBarolee JOCTHKEeHHe Heo0xoaumoro aeue0Horo 3¢ dexra;

5.1) no3upoBka - COAEpKAHUE OJHOTO WJIM HECKOJIbKUX JIEUCTBYIOIIMX BEUIECTB B
KOJIMYECTBEHHOM BBIPOKEHUM HA CIWHUILY JO03bl, WM CIUHUIy O00beMa, WU EIUHUILy MacChl B
COOTBETCTBUHM C JICKQpCTBEHHOW (opmoil JmOO UIT HEKOTOPBIX BHJIOB JIGKAPCTBEHHBIX (GopM
KOJIMYECTBO BBICBOOOXK/IAEMOTO W3 JIEKAPCTBEHHOW (HDOPMBI JEHCTBYIOMIETO BEIIECTBA 3a CIWHUILY
BPEMCHU;

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

6) TepeueHb IKU3HEHHO HEOOXOAMMBIX M BAXKHEUIIMX JICKAPCTBEHHBIX MpEnaparoB -
yTBepxknaeMslil IIpasurensctBoM Pocculickoit denepanuu nepedeHsb JIEKAPCTBEHHBIX IIPENAapaToB Ul
MEUIIMHCKOTO TIPUMEHEHUs, 00eCNeUYHBAIOIINX MPHOPUTETHBIC TOTPEOHOCTH 3PAaBOOXPAHCHHS B
nensx MpodUIAKTUKH U JIedeHUs 3a00JIeBaHUN, B TOM YHCJE MPEoOJaJalomuXx B CTPYKType
3aboneBaeMocTtu B Poccuiickoii @eneparnum;

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

6.1) opdanHble NeKapcTBEHHbIE NpenapaThl - JIEKAPCTBEHHBIC Mpenapathl, MpelHa3HaueHHbIE
UCKJIIOYUTENBHO JUISl UAarHOCTUKM WJIM IATOT€HETHMYECKOIo JIeUEHUs (JIEYEHMs, HAIpaBJIEHHOIO Ha
MeXaHU3M pa3BUTHS 3a00seBaHMs) peakuX (OppaHHbIX) 3a00JICBaAHMIA;

(m. 6.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

6.2) OuosIOrMYECKHEe JIEKAapCTBEHHBbIE NpenapaThl - JIEKApCTBEHHbIE Ipenaparthl, JelcTByoIee
BEIIECTBO KOTOPBIX MPOU3BEICHO WM BBIIEICHO M3 OMOJIOIMYECKOro MCTOYHMKA M JIJISl ONpeJIesICHUs
CBOWCTB M KadecTBa KOTOPHIX HEOOXOauMa KOMOHMHAIUS OMOJIOTHYECKUX M (PU3MKO-XUMHUYECKUX
MeToZoB. K OMOIOTMYecKHM JIeKapCTBEHHBIM TMperapaTtaM OTHOCATCS HMMYHOOHOJIOTHYECKUE
JIEKapCTBEHHbIE IIpernapaThl, JEKapCTBEHHbIE IpernapaThl, IMOJyYEHHblE U3 KpPOBHU, IJIa3Mbl KPOBH
4eJ0BeKa M KMBOTHBIX (32 MCKIIIOYEHHEM LENbHOM KpOBHU), OMOTEXHOJIOTMYECKHE JIEKApPCTBEHHbIE
Ipernaparhl, TeHOTEPaNeBTUUECKUE JIEKaPCTBEHHBIE NPeNaparsl;

(1. 6.2 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7) WMMYHOOHMOJIOTHYECKHE JICKQpPCTBEHHBIC IMpemapaThl - JIEKAPCTBEHHBIC TNIperaparsl,
NpE€aAHAa3HAYCHHBIC IJIA q)OpMI/IpOBaHI/ISI AKTUBHOI'0O HJIM MAaCCMBHOI'O MMMYHHUTCTA 100 JOUArHOCTHUKHN
HaJIN4YUsa HUMMYHUTCTA niim AUATrHOCTUKU cneunqmqecxoro npno6peTeHHoro N3MEHCHUA
MMMYHOJIOTHYECKOTO  OTBETa Ha ajuleprusupyione BemiectBa. K MMMyHOOHOJIOTMYECKUM
JMEKapCTBEHHBIM  MpemaparaM  OTHOCSTCS  BaKIMHBI, aHATOKCUHBI, TOKCHHBI,  CHIBOPOTKH,
MMMYHOTJIOOYJIHHBI U aJUIEPTeHBI;

(n. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) OMOTEXHOJOTMYECKHE JIEKApCTBEHHBbIE IpemapaTbl - JIEKAPCTBEHHbIE IIpenaparsl,
MIPOM3BOJICTBO KOTOPBIX OCYIIECTBIISIETCS C HCIOJIb30BAHUEM OMOTEXHOJIOTMYECKUX IPOLECCOB U
MeToz0B (B ToM uncie JJHK-pekoMOnHaHTHOM TEXHOIOTMHU, TEXHOIOIUH KOHTPOJIMPYEMOM 3KCIIpeccuu
T€HOB, KOAMPYIOLIIUX OMOJIOTMYECKH AaKTHUBHbIE O€JNKM B MNPOKApUOTaX M JYKApHOTax, BKIIOYAs
M3MEHEHHbIE KIIETKH MJICKOIUTAIOIINX ), THOPHIOMHOTO METO/Ia U METOAa MOHOKJIOHAJIbHBIX aHTHUTE,
(n. 7.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7.2) TeHOTepaneBTUYECKUE JIEKApCTBEHHbIE MpenapaTtbl - JIEKAPCTBEHHBbIE IIpenaparsl,
(dapmaiieBTHUECKass CyOCTaHIUSI KOTOPBIX SIBISETCS PEKOMOMHAHTHOM HYKJIEMHOBOM KHCIOTOW WU
BKJIIOYaeT B ce0s pEeKOMOMHAHTHYIO HYKJIEHHOBYIO KHCIIOTY, IIO3BOJISIOUIYIO OCYILIECTBIATh
peryiupoBaHue, penapanuio, 3aMeHy, 100aBjIeHne WK yJaleHHe TeHeTHUECKOM Moce10BaTeNbHOCTH;
(m. 7.2 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) HapKOTHYECKHE JIEKAPCTBEHHBIE CPEJCTBA - JIEKAPCTBEHHBIC MpENapaTsl U (apMareBTHYECKUE
cyOcTaHIIMM, COAEpIKallUe HApPKOTHUYECKHE CPEJICTBA U BKIIOYEHHBIE B llepeueHb HapKOTHYECKUX
CPEICTB, ICUXOTPOINHBIX BEIIECTB M HMX MPEKYypCOpOB, MOUIEKAINUX KOHTpoIO B Poccuiickoit
®denepanii, B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickoit dexpeparuu, MexITyHApOIHBIMHU
norosopamu Poccuiickon @enepanuu, B ToM yuciae EAMHON KOHBEHIIMENW O HAPKOTHUUYECKUX CPEACTBAX
1961 rona;

9) MCUXOTPOITHBIC JIEKAPCTBEHHBIC CPEJICTBA - JIEKAPCTBEHHBIE MpemapaThl U (apMaleBTUICCKUE
cyOCTaHIIMM, COJAEpIKAIIUE TCUXOTPOIIHBIE BEIIECTBA M BKJIIOUEHHBbIE B llepeueHb HApPKOTHYECKUX
CPEICTB, ICUXOTPOINHBIX BEIIECTB M HMX MPEKYypCOpOB, MOUIEKAIMUX KOHTpOIO B Poccuiickoit
®denepalii, B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickoit dexpepaiuu, MexITyHaApOIHBIMHU
noroBopamu Poccuiickoit denepanuu, B ToM unciae KoHBeHIMEW O MCUXOTPOIMHBIX BemiecTBax 1971
rojaa;

10) pammodapmaneBTHYECKHE JIEKAPCTBECHHBIE CPEICTBA - JICKAPCTBEHHBIE CPEJCTBA, KOTOPHIE
COACpIKaT B TOTOBOI JJIs1 UCITOJIB30BAHUA (bOPMe OIVH PAAUOHYKIINI WM HCCKOJIBKO PaJUOHYKINAOB

(pamnoaKkTUBHBIX U30TOTOB);

10.1) opuruHanIbHBIA JICKAPCTBEHHBIM Ipenapar - JIEKapCTBEHHBIM Ipemapar ¢ HOBBIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

JICHCTBYIOIIMM BEILIECTBOM, KOTOPBIM IEpBBIM 3apeructpupoBadH B Poccuiickonn denepauuu wuiud B
MHOCTPaHHBIX TOCY/JapCcTBaX HAa OCHOBAaHUU  PE3YJBTATOB  JOKJIMHUYECKUX  MCCIEAOBAaHUMN
JIEKAPCTBEHHBIX  CPEICTB M KIMHUYECKMX  HMCCICAOBAHMM  JIEKAPCTBEHHBIX  IIPENAparoB,
MOJITBEPKTAIOIINX €0 Ka4yecTBO, 3P(HEKTUBHOCTH M OE30MTaCHOCTD;
(m. 10.1 BBenen @enepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIH JIEKapCTBEHHBIN IIpenapar - JIEKapCTBEHHBIN MperapaT, KOTOPBIHA UCIIOIb3YEeTCs
JUIS OLIEHKH OMORKBUBAJICHTHOCTH WJIHM TePareBTUUYECKON SKBUBAJICHTHOCTH, KauecTBa, 3(hPpeKkTUBHOCTH
U 0e30MacHOCTH  BOCHPOM3BEICHHOTO  JIGKAPCTBEHHOrO  Mpemapara WM  OHOaHAJIOrOBOTO
(buomo00HOTO)  JIEKapCTBEHHOTO  mpemapata (Owoanamora). B kadectBe  pedepeHTHOTO
JIEKApCTBEHHOTO Tpermapara JuUid MEAWIIMHCKOTO TMPUMEHEHHS HUCIOJb3YeTCs OpPUTHMHAIBHBIN
JIEKapCTBEHHBIN MperapaT Ju00, eCTU OpPUTHHAIBHBIN JIEKapCTBEHHBIN Mpenapar He 3aperucTpUpOBaH
WIK He HaxoauTcsi B obopore B Poccuiickoit @enepanyiu 1 HE HAXOJIUTCS B 000POTE€ B MHOCTPAHHBIX
rocy/lapcTBaxX, BOCHPOM3BEICHHBINA JIEKApCTBEHHBIM MpenaparT Win OHMOaHa’IoroBbli (OMOMOJOO0HBIN)
JIEKapCTBEHHBIN mpemnapat (0noaHanor), KOTOPBIM MEPBBIM 3aPETUCTPUPOBAH U3 YHCIIA HAXOMAAIIUXCS B
obopote B Poccwmiickoii denepamnuu, OMO’KBUBAIECHTHOCTh WM TEPANCBTUYECKAs] YKBHBAJIICHTHOCTb,
Ka4uecTBO, 3((HEKTUBHOCTh M OE30TIACHOCTh KOTOPOT'O OIEHUBAIUCH 10 OTHOIICHUIO K OPUTHHAIILHOMY
JIEKApCTBEHHOMY TIpemapary, a Takke KadecTBO, 3(PQPEeKTHBHOCTP M 0€30MacHOCTh KOTOPOTO
MOATBEPKIAIOTCA pe3ybTaTaMu (apMaKOHAI30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJNICTB,
HaXOJSAIIUXCS B TPAKIAHCKOM O0OpOTE, YCTAaHOBIEHHBIM TpeOOBaHUSM K MX KadecTBy. B kauecTBe
pedepeHTHOTO JICKapCTBEHHOTO Tpemapata JJii BETEPUHAPHOTO MPUMEHEHHS HCIOIb3yeTcs
JIEKAPCTBEHHBIM IIpenapar il BETEpUHApPHOIO IPUMEHEHMS, 3aperuCTpUpOBaHHBbIM B Poccuiickoin
@denepalli Ha OCHOBAaHUM PE3yJIbTATOB JOKIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX CPENICTB U
KIIMHAYECKUX HWCCJIEAOBAHUN JIEKAPCTBEHHBIX TMPEMApaToB, IMOJATBEPKIAONIMX €ro KadecTBO,
3¢ PEeKTUBHOCTD U OE30IIACHOCTH;
(m. 11 B pen. ®enepansHoro 3akona oT 27.12.2019 N 475-D3)

12) BOCHpOU3BEINEHHBIM JIEKAPCTBEHHBIM TMpenapaT - JIEKAPCTBEHHBIM Mpenapar  Jajis
MEIUIIMHCKOTO TMPUMEHEHHS, KOTOPBIA HWMEET OJKBUBAJICHTHBIH pePepeHTHOMY JIEKQpCTBEHHOMY
Mpenapary Ka4eCTBEHHBIN COCTAaB M KOJMYECTBEHHBIN COCTAB JEUCTBYIOIINUX BEIIECTB B SKBUBAJIEHTHOM
JIEKapCTBEHHOU (opMe, TUOO0 JIEKApCTBEHHBIM MperapaT Jyisi BETEPUHAPHOTO TPUMEHEHUS, KOTOPHIN
HMEET TaKuhe J>Ke, 4YTO M pPePEpPeHTHBIM JICKApCTBEHHBIM IIperapar, KayeCTBEHHBIH COCTaB M
KOJIMYECTBEHHBI COCTaB JCHCTBYIOIIMX BEIIECTB B TaKOW K€ JIEKapCTBEHHOH  (opme,
OMOPKBUBAJIEHTHOCTh WM  TEPANEeBTHUYECKAas HSKBHUBAICHTHOCTh KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY IpemapaTy MoATBEPKIeHA COOTBETCTBYIOIUMU HCCIIECAOBAHUSIMU;

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

12.1) TepaneBTHUecKasi SKBUBAJICHTHOCTh JIGKAPCTBEHHBIX MPEMAPATOB - JOCTIKCHUE KITMHUYCCKU
COTIOCTaBUMBIX TepaneBTHYECKOTO 3 ¢dekTa u mokazarenei 3¢pdPexTuBHOCTH W 0€30MacHOCTH TIPH
MIPUMEHEHUU JIEKapCTBEHHBIX MpENnapaToB Uil MEIULUMHCKOTO MPUMEHEHHUs, HMEIUMX OJIHO
MEXIYHApOJAHOE HEMaTeHTOBAaHHOE (MU XHMHYECKOE, WM TPYNIUPOBOYHOE) HANMEHOBAaHUE, B
SKBUBAJIEHTHBIX JO3UPOBKAX IO OJHMM M TEM K€ IMOKA3aHUSIM K INPUMEHEHUIO U NPU OAUHAKOBOM
crioco0e BBEICHUSI Y OJTHOM U TOM K€ TPYIIIbI O0IBHBIX;

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

12.2) 6uoananoroBsiii (OMOMOMOOHBIN) JIEKAPCTBEHHBIN Mpenapar (0noaHaior) - OMOJIOTHYECKUI
JIEKapCTBEHHBIN MpemapaT, CXOXHUW IO MapaMmerpaMm KadecTBa, dPQPEKTUBHOCTH M O€30MaCHOCTU C
pedepeHTHBIM OHOIOTUYECKUM JIEKAapCTBEHHBIM TPEMapaToM B TAaKOW Ke JIEKapCTBEHHOW Qopme u
AMEIOIINHA UASHTUYIHEIH CII0CO0 BBEAECHHUS;

(m. 12.2 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

12.3) B3auMo3aMeHsIEMbIi JIGKAPCTBEHHBIN Mpemnapar - JeKapCTBEHHBIN MpemapaT ¢ JI0Ka3aHHOMN
TEPaNeBTUYECKON OSKBUBAJICHTHOCTHIO WM OHOIKBHBAJIIEHTHOCTHIO B OTHOILIEHUH pedhepeHTHOTO
JIEKapCTBEHHOTO Mpenapara, UMEIOIINN SKBUBAJICHTHBIE €MY KaU€CTBEHHbBI COCTaB U KOJIMYECTBEHHbBIN
COCTaB JCHCTBYIOLIMX BELIECTB, 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
MOKa3aTesiel CKOPOCTH BCAChIBaHUS, CTENEHU MOCTYIUIEHUS K MECTY JIEUCTBHSI U CKOPOCTH BBIBEICHHS
OJTHOTO WJIM HECKOJIBKUX 00JIadaromux (apMaKoJIOTHIECKOM aKTHBHOCTRIO JIEHCTBYIOIINUX BEIIECTB MPU
MPUMEHEHUU JIEKAPCTBEHHBIX TMpENapaToB Uil MEIUIIMHCKOTO TMPUMEHEHHUs, HMEIOUUX OJIHO
MEXKIyHApOAHOEC HEMaTEHTOBAHHOE (WM XHUMHYECKOE, WM TPYNIUPOBOYHOE) HAWMEHOBAaHHE, B
SKBUBAJICHTHBIX JO3UPOBKAX M MPU OJMHAKOBOM CIIOCOOE BBEIICHUS,

(m. 12.4 BBenen PenepanbHbIM 3akoHOM OT 27.12.2019 N 475-D3)

13) JICKAPCTBCHHOC PACTUTCIBHOC CBIPHC - CBCIKUC HJIM BBICYHICHHBIC PACTCHUA 0o ux 4acCTu,
HCIIOJIb3YCMBIC IJid IMPOU3BOACTBA JICKAPCTBCHHBLIX CPCACTB OpraHu3allsaIMU - IPOU3SBOJUTCIAMU
JICKApCTBCHHBIX CPCACTB HUJIKM HU3TOTOBJICHUS JICKAPCTBCHHBIX IMPEIIApaTOB allTCYHBIMU OpraHHU3alusaIMU,
BCTCPHHAPHBIMH ANITCUYHBIMU OPraHu3alusaMi, WHAUBUAYAJIbHBIMU HNPCANPUHUMATCIAMA, UMCIOIIUMU
JIMICH3UIO Ha (bapMaHeBTI/I‘ICCKYIO JCATCIIbHOCTD,

14) nexapcTBEHHBIN pacTUTENbHBIN Mpenapar - JEKapCTBEHHBIN Mpenapar, MPOU3BEJCHHbIN HIN
M3TOTOBJICHHBIA U3 OJHOT'O BUJIA JIEKAPCTBEHHOI'O PACTUTEIBLHOTO ChIPbs WJIM HECKOJIBKUX BUOB TAKOTO
CBIPBSI U pean3yeMblii B pacacOBaHHOM BHJIE BO BTOPHUHOMN (TIOTPEOUTENBCKOM) YIIaKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIM Mpenapar - JEKapCTBEHHBIN Ipernapar, Mpou3BEACHHbIN
WIM M3TOTOBJIEHHBIM M3 (apmaleBTHUeCKON cyOcTaHIMK wWin (apMaleBTHUeCKUX CcyOcTaHIMil B
COOTBETCTBUM C TPeOOBAHUAMHU OOIIMX (papMaKoNeHHbIX cTaTed K FOMEONATUYECKUM JIEKapCTBEHHBIM
mpernaparaM MM B COOTBETCTBUM C TpeOOBaHMSAMHU (apMakolen CTpaHbl MPOU3BOJUTENS TAKOTO
JIEKapCTBEHHOI'O IIpernapara;
(. 15 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

16) MexIyHapoJHOE HEMAaTeHTOBAHHOE HAMMEHOBAaHWE JIGKAPCTBEHHOTO  CpeACTBA -
HaMEHOBAaHHE JICHCTBYIONIETO BeEmIeCTBA (DapMaleBTHUYECKOW CyOCTaHIIMH, PEKOMEHIOBAHHOE
BcemupHoii opranuzanuei 34paBoOOXpaHeHUS;

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

17) ToproBoe HaMMEHOBAHME JIEKAPCTBEHHOI'O CPEACTBA - HAMMEHOBAaHUE JIEKAPCTBEHHOIO
CpEICTBa, IPUCBOEHHOE €ro pa3pabOTUMKOM, JepiKaTeleM MWIM BIAJCIbIEM PErHCTPALIHOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpenapara;

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

17.1) rpynmupoBOYHOE HAMMEHOBAHME JICKApPCTBEHHOIO Ipenaparta - HAaUMEHOBAaHUE
JIEKapCTBEHHOT'O TpernapaTa, He MMEIOLIEro MeXIyHapoJHOrO HeMaTeHTOBAHHOIO HAMMEHOBAHUS, WU
KOMOMHAIIMM JIEKapCTBEHHBIX NpEnapaToB, MCIOIb3yeMOe B LEISIX OOBEAMHEHHS UX B TPYIIy MHOJ
€MHbIM HAMMEHOBAaHUEM HCXO/I U3 OJAMHAKOBOI'O COCTaBa JEMCTBYIOLIMX BELLECTB;

(m. 17.1 BBenen @enepanbHbIM 3aKko0HOM OT 22.12.2014 N 429-D3)

18) obmiast papmakornieiiHas CTaThs - TOKyMEHT, YTBEP>KICHHBIN YIIOJTHOMOYEHHBIM (e/iepabHbIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

OpPraHOM HCIOJHUTEIBHOM BIIACTH M COJAEPIKAILMH MepedeHb MoKa3aTeneil KauecTBa U (MIM) METOJIOB
KOHTPOJISI KadyecTBa KOHKPETHOHM JIeKapCTBEHHON (OPMBI, JEKapCTBEHHOTO PACTUTEIBHOTO ChIPhS,
onucaHus  OWOJOTHMYECKUX,  OMOXMMHUYECKHX,  MHKPOOHMOIOTHYECKUX,  (PU3HKO-XUMHUYECKUX,
(GU3NIECKUX, XUMHUUECKUX H IPYTHX METOAOB aHAJIN3a JISKAPCTBEHHOTO CPEJICTBA, a TAaKXKe TPEOOBaHHUS
K HCHOJB3yeMbIM B IEISIX MPOBEICHHS IaHHOTO aHajh3a peakTHBaM, THUTPOBAHHBIM pacTBOpaM,
MHIUKaTOpaM;

(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19) dapmakoneitHas cTaThsd - IOKYMEHT, YTBEPXKICHHBIM YHNOTHOMOYEHHBIM (QeaepalbHbIM
OpraHOM HCIIOJHUTEIBHOW BJIACTH M COJACpXKAIIUN IepeyeHb MoKa3aTejaeld KadecTBa M METOOB
KOHTPOJISI KaueCTBa JIEKapCTBEHHOTO CPE/CTBA;

(B pen. ®eaepanbHoro 3axoHa ot 22.12.2014 N 429-D3)

19.1) cranmaptHBIe 00pasIbl - BEIIECTBA, MOCPEACTBOM CPaBHEHUS C KOTOPBIMHU OCYIIECTBIISETCS
KOHTPOJIb KauecTBa MCCIEAYEMBIX JIEKaPCTBEHHBIX CPEICTB C MOMOIIbI0 (U3UKO-XUMUYECKUX U
OMOJOTMYECKUX METOJOB B IEISIX TOATBEPXKICHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM HOPMATHBHOW JOKYMEHTAIIMH, YCTAHOBJIICHHBIM IMPHU OCYIIESCTBICHUH T'OCYIapCTBEHHON
perucTpanuu, ¥ KOTOPbIe MPUMEHSIOTCS IS KaTuOpPOBKM CTAHIAPTHBIX OOPa3loB MPOU3BOIUTEIS
JIEKApCTBEHHBIX CPEJICTB, HMCIOJIB3YEMBIX JJII KOHTPOJISI KAadeCTBAa W HWHBIX IEJIed Mpu OOpaiieHun
JIEKapCTBEHHBIX CPEJICTB;

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

19.2) ¢apmakoneiHblii craHAapTHBI oOpas3en - CTaHAAPTHBIM oOpasel, NPOU3BEICHHBIN B
COOTBETCTBHUH C (hapMaKOIEHHON CTaTheH;
(. 19.2 BBenen @PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHasi JOKYMEHTAIUs - JOKYMEHT, COJepXalluid IepeueHb ONpEeNessIeMbIX I10
pe3ysbTaTaM COOTBETCTBYIOIIMX OSKCIIEPTU3 IIOKA3aTeIed KadecTBa JIEKAPCTBEHHOIO CPEACTBA JUIS
MEIULMHCKOrO IPUMEHEHHS, METOIOB KOHTPOJIS €ro Ka4eCTBAa U YCTAHOBJIEHHBIN €0 IIPOU3BOJAUTEIIEM;

21) HOpMaTHBHBIN JOKYMEHT - TOKYMEHT, COJEPKAIHM IIepEUEHb ONPEENIAEMbIX 110 pe3yIbTaTaM
COOTBETCTBYIOIIMX OKCIEPTU3 IIOKa3zaTelned KadecTBa M (WIM) METOJOB KOHTPOJS KauyecTBa
JeKapCTBEHHOH (OpMBI, OMHCAaHUS OHOJOTUYECKHX, OMOXUMHYECKHX, MHKPOOMOJIOTHUECKHUX,
(UBUKO-XUMHUYECKUX, PU3NYECKUX, XUMHUUECKUX U JPYTUX METOAOB aHaIM3a JIEKApPCTBEHHBIX CPEJCTB
JUISL BETEPUHAPHOTO IPUMEHEHUs1, TPeOOBaHUsI K MCIIOJIB3YEMBIM B IIEJISAX MPOBEACHUS TaHHOTO aHAn3a
peakThBaM, TATPOBAHHBIM PACTBOPAM, UHJIMKATOPAM U YCTAHOBIIEHHBIN €r0 MPOU3BOAUTEIIEM;

21.1) oOmuii TEXHUYECKUN NTOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€pUAJIOB, COCTOSIINA W3
HECKOJIBKMX  Pa3/elioB -  JIOKyMEHTAllMM  aJMUHHUCTPATUBHOIO  XapakTepa, XUMHYECKOH,
(dapMameBTHYECKON W OMOJOTHYECKOW JOKYMEHTAIluu, (apMaKOJIOTHICCKOW, TOKCHKOJIOTHUSCKON
JIOKYMEHTAllMH, KIWHUYECKOW JOKYMEHTAIIMM M MPEICTABISEMbIA OJHOBPEMEHHO C 3asBICHUEM O
rOCYJapCTBEHHON pErucTpalyy JEKAapCTBEHHOIO IIpenapara Juisi MEIULIMHCKOTO NPUMEHEHHUs B
(dhopMate, yCTAaHOBIIEHHOM YIIOJHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HUCIIOJIHUTENBHOMN BIIACTH;

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

22) KauecTBO JIEKaPCTBEHHOI'O CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEJICTBA TPEOOBAHUIM
¢dapMakoneiiHoil craThu JMOO B Cllydae €€ OTCYTCTBHS HOPMATHBHOM JOKYMEHTAIlMH WJIH

HOPMATUBHOI'O TOKYMCHTA,

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEACTBA - XapaKTEpUCTHKA JIEKAPCTBEHHOTO CPE/ICTBA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

OCHOBAHHAs HAa CPABHUTCIIbHOM aHAJIN3EC €TI0 3(1)(1)CKTI/IBHOCTI/I U puUCKa NIpUINHCHHUA BpE€aa 3J0POBbIO,

24) 3¢ ¢heKTUBHOCTh JIEKApPCTBEHHOTO Ipernapara - XapakTepUCTHKa CTENEHH IMOJOKUTEIHLHOTO
BIMSIHUS JIGKAPCTBEHHOTO TWIperapara Ha TEYEHHE, IPOJODKUTENFHOCTh 3a00JIeBaHUSI WM  €To
MIpeI0TBpalleHIE, peaOUINTALNIO0, HA COXPAHEHUE, IPEJOTBpAllleHNEe WIN IIpepbiBaHie OEPEMEHHOCTH;

25) cepust JIEKapCTBEHHOTO CPEJICTBA - KOJIMYECTBO JICKAPCTBEHHOI'O CPEIICTBA, MPOU3BEICHHOE B
pe3yabTaTe OJJHOrO TEXHOJIOTMYECKOTO IIMKJIA €T0 MTPOU3BOIUTEIIEM;

26)  perucTpalliOHHOE  YJOCTOBEPEHHME  JIEKAPCTBEHHOro  Iperapara -  JOKYMEHT,
MOJTBEPKAIOUINNA (PAaKT TOCYAaPCTBEHHON PEruCTpalliy JIGKapCTBEHHOTO Ipernapara;

26.1) nepxarenb WIKM BIACNEl] PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO Mpernapara -
pa3paboOTYHMK JICKAPCTBEHHOTO CPEJCTBA, IPOW3BOAMUTEIh JICKAPCTBEHHBIX CPEICTB WM HWHOE
IOPUAMYECKOE JIMIO0, O0JIaJaroIiee MpaBoOM BIIAJCHHUS PETHUCTPAIMOHHBIM YJIOCTOBEPEHUEM, KOTOPHIC
HECYT OTBETCTBEHHOCTb 32 Ka4e€CTBO, 3(PPEKTUBHOCTH U OE30MACHOCTD JICKAPCTBEHHOT'O IIPEnapara;

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

27) perucTpalMoHHbI HOMEp - KOJ0BOE 0003HaUEHHUE, TPUCBOCHHOE JIEKAPCTBEHHOMY Ipernapary
IIPU €r0 rOCyAapCTBEHHON PETUCTPALIUN;

28) oOpaieHue JIEKAapCTBEHHBIX CPEACTB - pa3paboTka, MOKIMHUYECKHE WCCIIECIOBAHUS,
KIIMHUYCCKHUE UCCIICAOBAHUSA, OKCIICPTHU3a, TOCYJApPCTBEHHAA pEeTUCTpaluia, CTaHAapTU3alud U KOHTPOJIb
KauecTBa, IPOU3BOJICTBO, M3rOTOBJIICHHUE, XpaHEHUE, MepeBo3ka, BBO3 B Poccuiickyro depeparutio,
BbIBO3 U3 Poccuiickoit denepauuu, peknama, OTIYCK, pealu3alus, IMepeaada, MpPUMEHEHUE,
YHUYTOXKEHHUE JIEKAaPCTBEHHBIX CPE/ICTB;

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

29) cyOBeKkThl OOpamieHusi JIEKapCTBEHHBIX CPEACTB - (U3UYECKHE JMIa, B TOM HYHCIE
WHAUBUAYaAIbHbIE TPEINPUHUMATENIN, U IOPUAMYECKHUE JIHIA, OCYLIECTBIISIIOIINE NEATEIbHOCTh MpHU
o0pallleHNH JIEKapCTBEHHBIX CPEJCTB;

30) pa3paboTUUK JEKapCTBEHHOT'O CPEJICTBA - OpraHu3alys, o0Jagaroas mpaBaMyu Ha pe3yJIbTaThl
JNOKJIIMHUYECKUX  HCCIENOBAaHUI  JIEKAPCTBEHHOI'O  CPEACTBA,  KIMHMYECKUX  MCCIEAOBAaHUMN
JEKapCTBEHHOTO MIpenapara U (WIK) Ha TEXHOJIOIHIO IPOU3BOCTBA JIEKAPCTBEHHOIO CPEACTBA;

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

31) mpom3BOACTBO JIEKAPCTBEHHBIX CPENCTB - ACATEIHHOCTH MO TPOW3BOJCTBY JIEKAPCTBEHHBIX
CPEJCTB OpraHU3alUsIMH - MPOU3BOJUTEISAMU JIEKAPCTBEHHBIX CPEJICTB HA OJHOM CTaJNH, HECKOJIBKUX
WJIMA BCEX CTaAUAX TEXHOJOTMYECKOIO MPOLECCA, a TAKKE M0 XPAHEHUIO U peAIM3alliU IIPOU3BEICHHBIX
JIEKaPCTBEHHBIX CPEJICTB;

31.1) mpou3BOCTBEHHAS TUIOMIA/IKA - TEPPUTOPHATEHO 000COOJICHHBI KOMIUIEKC MPOU3BOIUTEIS
JICKapCTBCHHBIX CPEJICTB, MPEJIHA3HAUCHHBIA IS BBIOJIHEHUS BCETO Ipollecca IPOU3BOJICTBA
JICKaPCTBCHHBIX CPEJICTB WJIHM €T0 OTPE/ICIICHHON CTaIVH,

(n. 31.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

32) MMPOU3BOAUTEIIb JICKAPCTBCHHBIX CPEACTB - OpraHu3anus, OCYHICCTBJIAIOIIaA MPOU3BOLACTBO
JICKApCTBCHHBIX CPCACTB B COOTBCTCTBUU C Tp€6OBaHI/I$IMI/I HaCTOAIICTO (I)C)lepaHLHOFO 3aKOHa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

33) dpapmaneBTHYECKas EATEIBHOCTD - JESTEIbHOCTD, BKIFOYAIONIasi B CE0sl ONTOBYIO TOPTOBITIO
JICKApCTBEHHBIMH ~ CPEJICTBAMM, UX XpaHEHHE, TMEpeBO3KY U (WIM) PO3HUYHYIO TOPTOBIIIO
JICKApCTBCHHBIMU IMpCliaparamMu, B TOM 4YHCIIC JUCTAHIHUOHHBIM CHOC06OM, HUX OTIYCK, XPaHCHHUC,
MIEPEBO3KY, N3TOTOBIICHHE JIEKAPCTBEHHBIX MPENapaToB.;

(B pen. ®enepanbHoro 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) anTeuHas opraHuzanMs - OpraHu3ainusi, CTPYKTYpHOE MOJipa3feleHue MEAUIMHCKON
OpraHu3aINH, OCYIIECTBIISIIONINE POSHUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH IIpernapaTaMu, B TOM YHUCIIE
JTUCTAHIIMOHHBIM  CITIOCOOOM, XpaHEHHWE, TIEePEeBO3KY, W3TOTOBJICHHE H OTIYCK JIEKAPCTBEHHBIX
MpenapaToB Il MEIUIMHCKOTO TPUMEHEHHMST B COOTBETCTBHM C TPEOOBAHUSMU HACTOSIIETO
®denepallbHOTO 3aKOHA;

(B pen. @eaepanbhbix 3akoHOB 0T 25.11.2013 N 317-P3, ot 03.04.2020 N _105-D3)

36) BeTepuHapHas anTeyHas OpraHu3alys - OpraHu3alus, CTPYKTYpHOE NOJpa3zeiieHue
BeTepHHapHOﬁ opraHuialnuu, OCYHECTBIAIONIUC PO3HHUYHYIO TOPIrOBJIIO JICKAPpCTBCHHBIMU
npemaparaMu, B TOM YHUCIC JUCTAHIUOHHBIM CHOCO6OM, XpaHCHUEC, HU3IrOTOBJICHHUE H OTIIYCK
JICKapCTBEHHBIX IpenapaTroB I BETEPUHAPHOIO NPUMEHEHUS B COOTBETCTBMU C TPeOOBAHUAMU
Hacrosero deaepaibHOro 3aK0Ha;

(B pen. ®enepanbHoro 3akona ot 03.04.2020 N 105-D3)

37)  danbcupuIMpOBaHHOE  JICKAPCTBEHHOE  CPEICTBO -  JICKAPCTBEHHOE  CPEACTBO,
COMPOBOXKIAEMOE JIOKHOHM HHPOPMAIHEl 0 ero cocTaBe u (MJIH) MPOU3BOIUTEINE;

38) HenmoOpoKadecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIEEe TPeOOBaHUIM (papMaKOIEHHONW CTaThH JINOO B ClIyyae ee OTCYTCTBUS TPeOOBaHUSIM
HOPMAaTUBHOM TOKyMEHTAIlMU WJIM HOPMATUBHOTO TOKYMEHTA;

39) xoHTpadaKTHOE JICKAPCTBEHHOE CPEJICTBO - JIGKAPCTBEHHOE CPEACTBO, HAXOJAIICECS B
000pOTe C HAPYLICHUEM I'PaXKIAHCKOTO 3aKOHO/IATEIbCTRA;

40) OKIMHUYECKOE  HKCCIICIOBAaHWE  JICKAPCTBEHHOTO  CpeAcTBa -  OMOJIOTHMYECKHE,
MI/IKpO6I/IOJ'IOFI/I'-IeCKI/Ie, HUMMYHOJIOTHYECKHNEC, TOKCUKOJOTMYCCKUC, @apMaKOHOFI/I‘IeCKI/Ie, q)HSquCKI/Ie,
XHUMHUYECKHE U JAPYTUE HCCIICOBAHUS JICKAPCTBEHHOTO CPEIICTBA ITyTEM ITPUMEHEHHSI HAyYHBIX METOJIOB
OLICHOK B TIIENAX TIIOJIyYEHHUS JIOKA3aTeIbCTB OE30MacHOCTH, KadecTBa W APPEKTUBHOCTH
JIEKapCTBEHHOT'O CPEJICTBA;

4]1) KJIMHUYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO IIpernapara - HM3yY€HUE JMArHOCTUYECKUX,
Je4eOHbIX, MPOUITAKTUIECKHX, (DaPMaKOIOTHIECKIX CBOIMCTB JIEKAPCTBEHHOTO MpernapaTa B IpoIecce
ero MPUMEHEHHsI y YeJOBEKa, )KUBOTHOI'O, B TOM YKCJIE IPOIIECCOB BCACHIBAHUS, paCIpeCICHUs,
W3MECHEHHsSI M BBIBEICHHS, IyTEM NPUMEHEHHS HAy4YHBIX METO/IOB OLEHOK B IEJSIX MOTY4EHHS
J0Ka3aTeJIbCTB O€30MacHOCTH, KadecTBa M S((EKTHBHOCTH JIEKAPCTBEHHOTO IpenapaTa, JaHHBIX O
HEKENATEIbHBIX PEaKIUsAX OpraHu3Ma YelIOBEKa, >KUBOTHOTO HAa TPHMEHEHUE JIEKapCTBEHHOTO
npemnapara ¥ 00 3¢dexre ero B3aMMOJIEHCTBHA C JPYTMMH JIGKAPCTBEHHBIMU MpenapaTtamMu U (WIIn)
MUIIEBBIMH POYKTaMH, KOPMaMHU;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

42) MHOTOLIEHTPOBOE KJIMHUYECKOE HCCIeI0BaHNE JIEKAPCTBEHHOTO Ipemnapara JUisi MeAMLIUHCKOTO
IIPUMEHEHUs - KIMHUYECKOE WCCIIEOBAaHUE JICKapCTBEHHOIO IIpenapara Mg MEIULMHCKOTO
MPUMEHEHHS, TIPOBOJAMMOE Pa3padOTYMKOM JIEKAPCTBEHHOTO TpenapaTta B ABYX U 0ojiee MEeIUIIMHCKUX
OpraHu3alMsAX 110 EAMHOMY IIPOTOKOIY KIIMHMYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpernapara;

43) MexIyHapoJIHOE MHOTOLEHTPOBOE KIMHUYECKOE HCCIIEOBAaHHME JIEKapCTBEHHOI'O Mpernapara
JUIS MEAMLMHCKOTO MPUMEHEHHUS - KIMHUYECKOE HCCIIEOBAHMUE JIEKAPCTBEHHOTO Ipernapara s
MEIHUIIMHCKOTO MPUMEHEHHS, TPOBOANMOE Pa3padOTYMKOM JIEKaPCTBEHHOTO MpenapaTa B pa3iHyuHbIX
CTpaHax Mo €IMHOMY IIPOTOKOIY KIIMHUYECKOT0 UCCIIEOBAaHUs JIEKapCTBEHHOTO MIpenapara;

44) TOCTPErUCTPALMOHHOE KIMHUYECKOE HCCIEAOBaHUE JIEKAPCTBEHHOrO TMpemnapara s
MEJUIIMHCKOTO TIPUMEHEHHUS - KIWHUYECKOE UCCIIEJOBAHNE JIEKApCTBEHHOTO TIpemapara Jyist
MEJIUIIMHCKOTO TTPUMEHEHUS, MPOBOMMOE TIPOU3BOIUTEIIEM JIEKAPCTBEHHOTO Tperapara, rpak1aHCKUi
000pOT KOTOPOT'O OCYIIECTBIISIETCS MOCJE TOCYAapCTBEHHOM perucTpaiuu, B IelsiX JAOMOJIHUTEIBHOTO
coopa HaHHBIX O ero 0e30macHOCTH U IPGEKTUBHOCTH, PACIIUPEHUS MOKa3aHUN K MPUMEHEHHUIO
JTAHHOTO JIEKAPCTBEHHOTO IMpenapara, a TAKKe BBISIBIICHUS HEXXEJIaTeIbHbIX PEaKIUi NallMeHTOB Ha €Tro
JICHCTBHUE;

45) wuccnenoBaHue OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Ipenapara - BHUJ KIMHUYECKOIO
HCCIIeIOBAaHMS JICKAPCTBEHHOTO TIperapaTa, MPOBEJCHNE KOTOPOTO OCYIIECTBISCTCS ISl ONPEACICHHS
CKOPOCTH BCAachIBaHMS M BBIBEJICHHS OJHOTO WM HECKOJBKHX oOnafaronmx (apMaKoIorn4ecKon
aKTHBHOCTBIO JICWCTBYIOIIMX BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOTO IIperapaTa, IOCTHTAFOIIETO
CHCTEMHOI'0 KPOBOTOKA, U PE3yJbTaThl KOTOPOTO IMO3BOJSIOT CIeNaTh BHIBOJ O OMO’KBHUBAJIEHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO IIperapara B ONPEIeIEHHbIX JIEKAPCTBEHHON (JOpMe U JJO3UPOBKE,
COOTBETCTBYIOIINX (popMme 1 103UPOBKE peepeHTHOTO JICKApCTBEHHOT' O NPEemnapaTa;

(1. 45 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

46) wnccrnenoBaHUE TEPANIEBTUYECKOW HKBHBAJICHTHOCTH JIEKAPCTBEHHBIX IIPENapaToB - BHUJ
KJIMHUYECKOTO MCCIIe0BAaHMS JIGKAPCTBEHHBIX MTPENapaToB, MPOBEIECHHE KOTOPOTO OCYIIECTBISETCS IS
BBISIBJICHUS OJIMHAKOBBIX CBOWMCTB JIEKAPCTBEHHBIX MPENApaToB ONpPE/IeIeHHON JIEKapCTBEHHOU (OPMBI,
a TaKKe HAIMYMs OJMHAKOBBIX IOKaszareiei Oe3omacHOCTH U APPEKTUBHOCTH JIEKAPCTBEHHBIX
MperapaToB, OJJMHAKOBBIX KIMHUYECKHX 3()(PEeKTOB Mpu X NMpHUMEHEHNH;

47) nmpOTOKOJ KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOI'O Mpernapara - JOKYMEHT, B KOTOPOM
OIIPENIeNIAIOTCS LEIH, (OPMBI OpPraHU3aLUU U METO0JIOTUS NIPOBEJCHUS KIMHUYECKOTO UCCIIeA0BaHMS,
CTaTUCTHYECKHE METOAbl 0OpabOTKU pe3yJbTaTOB TAKOTO HCCIIEIOBAHUS U Mephbl MO OOECIEYEHUIO
06e30macHOCTH (U3NYECKUX JIUIl, YYacCTBYIOIIMX B KIMHHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO
Ipenapara;

48) Oporrropa UCCIIeIOBaTENS - CBOJHOE U3JI0KEHHUE Pe3yIbTaTOB JOKIMHUICCKOTO HCCIICT0BAHMUS
JICKQpCTBEHHOTO CpPEICTBA M KJIWHUYECKOTO HCCIICOBAHUSI JIGKAPCTBEHHOTO TMperapara s
MEJIUIUHCKOTO IPUMEHECHHS;

49) uH(OpPMAIMOHHBIA JHUCTOK MalMeHTa - JIOKYMEHT, B KOTOPOM COJepXkarcs B JOCTYIHOH
¢dopme cBeneHMs, KacarolluMecss MPOBOAMMOIO KJIMHHUYECKOTO MCCIIEJOBAHUS  JIEKAPCTBEHHOTO
npernapara, 1 B MUCbMEHHOH (hopMe TOOPOBOJIBHOE COrjlacHe MalKeHTa Ha y4acTHEe B KIMHUYECKOM
WCCIIEIOBAaHUH JIEKAPCTBEHHOTO IIperapara Mocje O3HAKOMIIEHUS C OCOOEHHOCTSIMH KIMHHUYECKOTO
WCCIIeIOBaHMs, UMEIOIIMMU 3HaYeHHE IS BHIPAXKEHUS TAKOTO COTJIACcHS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

50) mobOouHOe [EeHCTBHE - peaklus OpraHM3Ma, BO3HUKIIAS B CBSA3M C TNPUMEHEHUEM
JICKapCTBEHHOI'O IIpernapara B J03aX, PEKOMEHAYEMBbIX B HMHCTPYKIMU [0 €ro NPUMEHEHUIO, s
npoUIAKTUKH, TUATHOCTUKH, JICUCHUS 3a00JICBAHUS WU JJI PEaOUITHTAIINN;

50.1) HexenarenbHas peakuus - HENpeAHaMEpeHHas HeOIarompusATHas PeaKIus OpraHu3Ma,
KOTOpast MOKET OBITh CBsI3aHA C IPUMEHEHUEM JICKAPCTBEHHOTO Mperapara;
(. 50.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Hasl He)kelaTellbHAas PEaKlMs - HeXeJaTeldbHas peaklus OpraHu3Ma, CBsi3aHHas C
IIPUMEHEHUEM JIEKapCTBEHHOI'O Ipernapara, MNpUBEIIas K CMEPTH, BPOKICHHBIM aHOMAJIUAM WIN
HOpPOKaM pa3BUTUS JHOO MpeAcTaBIsioIas coO0i yrpo3y >KuU3HH, TpeOyromas MOCIUTaTIN3aluU Wi
MpUBEALIAs K CTOUKON yTpaTe TPYI0CIIOCOOHOCTH U (MJIM) UHBAJIUAHOCTH;

52) HempeaBUACHHAS HEXeNaTeabHas Peakius - HekeaTelbHas Peakius OpraHu3Ma, KOTopas
CBs3aHA C MPUMEHEHHEM JICKApCTBEHHOrO INperapara B J03aX, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KIIMHUYECKOTO HCCIICJIOBaHUs, OpOIIIOpe HUCCIeAOoBaTeNs, WIM C NPUMEHCHHEM JICKApCTBECHHOTO
mpemapaTa B J103aX, PEKOMEHIYEeMbIX B HWHCTPYKIHU IO €ro MPUMEHEHUIO Ui MPO(UIaKTHUKH,
JTUATHOCTHKH, JICUCHUs 3a00JCBaHMS WM METUIIMHCKOW peaOWIMTalMy TAlUeHTa, W CYI[HOCTb,
TSOKECTh WJIM HWCXOJ] KOTOPOW HE COOTBETCTBYET HH(OpPMAIMK O JICKapCTBEHHOM IIperapare,
COJICpIKaIICHCsT B IMPOTOKOJIE €r0 KIMHHYECKOTO HCCICAOBAHUS, OpOIIIOpe HCCIEAOBATEIS WIH B
WHCTPYKIHHU 110 TPUMEHEHHIO JICKAPCTBECHHOT'O TIperapara;

(m. 52 B pen. denepanpHoro 3akona ot 22.12.2014 N 429-D3)

52.1) ¢apmakoHaa30p - BHUJ JAEATEIBHOCTH MO MOHUTOPHHTY 3((EKTUBHOCTH M 0€301MacCHOCTH
JIEKapCTBEHHBIX  IIPENapaTOB, HANPABJICHHBIM Ha BBIABICHUE, OLEHKY W NPEIOTBpALICHHE
HeXXeJIaTeJIbHbIX MTOCIIECTBUI IPUMEHEHHS JIEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) nnaH ynpaBieHHs PUCKaMH - MOJAPOOHOE OMUCAHUE MEPOINPHUATHI 1o ¢dapMakoHaI30pYy,
HaMpaBIIEHHBIX Ha BBISIBICHHE, OLEHKY U MPEeIOTBpAIlEHHEe WM MUHUMHU3AIMIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMU TIperiapaTaMu, BKIF0UYas OleHKY 2(P(PEKTUBHOCTH JaHHBIX MEPOTIPHUSATHUIH;

(. 52.2 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumeyanue.
C 01.03.2025 B 1. 53 cr. 4 BHOCATCs u3meHeHus (D3 ot 30.12.2021 N 463-D3).

53) peuent Ha JEKapCTBEHHBIH MpenapaT - MEAMLIWHCKUN JOKYMEHT YCTaHOBJICHHOW (OPMBI,
COJIepKalIiii Ha3HAUEHHE JIEKAPCTBEHHOTO Mpernaparta Uil METUIIMHCKOTO NPHUMEHEHHs, BBIJaHHBIHI
MEJIHUIMHCKUM Pa0OTHUKOM B IIEJISIX OTITyCKa JIGKAPCTBEHHOTO Tperapara WM €r0 M3TOTOBJICHUS U
OTIHycKa Ha OyMa)XHOM HOCHTENE HJIM C COTJIacusl MAallMeHTa WM €ro 3aKOHHOTO MpEACTaBHTENS B
(opMe FIIEKTPOHHOTO JOKYMEHTA, MOJMUCAHHOTO C UCIOJIb30BAaHUEM YCUIIEHHON KBAJIM(UIIMPOBAHHOM
9JIEKTPOHHON TMOJAMUCH MEIUIMHCKOrO paOOTHUKA, JHOO JIOKYMEHT YCTaHOBJICHHOH (OpMBI,
coJepKalii Ha3HAYCHHME JICKAPCTBEHHOTO Mperapara IJisi BETEPUHAPHOTO NMPUMEHEHUS, BBIJAHHBIN
CMEIUAINCTOM B OOJIACTH BETEPHHAPHH B IENISAX OTIYCKAa JIEKAPCTBEHHOTO IIperapara WIH €ro
W3TOTOBIICHUSI U OTITyCKa HAa OyMa)KHOM HOCHTEJIC,

(B pen. @eaepanbHbix 3ak0HOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

KoncynprantlInroc: mpumedyanue.
C 01.03.2025 1. 54 ct. 4 uznaraercs B HoBOM penakuuu (O3 ot 30.12.2021 N 463-D3).

54) TtpeOoBaHME MEIUIIMHCKON OpraHU3allMK, BETCPHHAPHON OpraHu3alMk - JOKYMEHT
YCTaHOBJIEHHON (POPMBI, KOTOPHIN BBHITUCAH MEIUIIMHCKUM PAOOTHUKOM WM CHEIHAIMCTOM B 00JIacTH
BETEPUHAPUY, MMEIOIIMMU Ha 3TO TPaBO, M COACPKHUT B NMHUCHMEHHON (QopMe yKazaHHE anTeqHOn
OpraHM3aIlNK WM BETCPUHAPHON alTeYHON OpraHu3amuu 00 OTITyCKE JIGKAPCTBEHHOTO IperapaTa Uiu
O €ro H3TOTOBJICHWHM U 00 OTIyCcKe /s oOecredeHHus JIeueOHOTO mporecca B MEIUIIMHCKOM
OpraHH3aIlfK, BETCPHHAPHOW OpraHU3aIUH;

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

55) KOMIUIEKCHas OILEHKa JIEKapCTBEHHOIO IperapaTa - OIEHKa 3aperHCTPUPOBAHHOTO
JIEKapCTBEHHOTO Ipernapara, BKII0Yaoias B ce0s aHamu3 HHYOPMALUK O CPABHUTEIBHON KIIMHUYECKON
3G PEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Ipernapara, OLEHKY SKOHOMHYECKUX IOCIEACTBUI
ero MPUMEHEHUsI, U3yUeHHE AOTIOJHUTEIBHBIX MOCICICTBUN PUMEHEHHS JICKAPCTBEHHOTO MperapaTa B
HENSAX TPUHATHS PEIICHUH O BO3MOXKHOCTH BKJIFOUCHHS JICKAPCTBEHHOIO Tpernapara B IepeyucHb
’KM3HEHHO HEOOXOAMMBIX M BKHEUIINX JICKAPCTBEHHBIX MPENapaToB, HOPMAaTHBHBIC MTPABOBHIC aKThHI U
MHBIE JOKYMEHTBI, OTIPEIEIISIONINE TTOPSA0K OKa3aHUsI MEAUIIMHCKOM TOMOIIH, WIIM UCKITFOUEHHS €ro M3
yKa3aHHBIX NIEPEUHSs, aKTOB M JJOKYMEHTOB;

(. 55 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

56) cucreMa MOHUTOpPUHIA JBM)KEHHS JIEKAPCTBEHHBIX MPENapaToB s MEIUIMHCKOTO
NpUMEHEeHUs - (enepaiibHas TOCyJapcTBeHHas WHGOpPMAIMOHHAs CHUCTEMa MOHUTOPHHIA JIBH)KEHUS
JICKapCTBEHHBIX MpPENapaToB Uil MEIUIMHCKOIO MPUMEHEHHMs OT IPOU3BOAUTENS 10 KOHEYHOI'O
NoTpeOUTeNss € HUCHOJb30BAHMEM B OTHOIIEHHM JIEKAPCTBEHHBIX IMpenapaToB Ui MEIUIIMHCKOTO
MIPUMEHEHUS CPEJICTB UACHTU(DUKAIIH.

(. 56 BBeneH denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

Mnmaea 2. NOJIHOMOYUA ®EOEPAJIbHLIX OPTAHOB I/ICI'IOJ'IHI/ITEJ'IbIjOVI .
BJIACTWU, OPFAHOB UCIOJIHUTEJNIbHOU BJIACTU CYBBEKTOB POCCUUCKOU
®EAEPALUU NPU OBPALLEHUU NNEKAPCTBEHHbIX CPEACTB

Cratba 5. NonHomounsa cepepanbHbIX OPraHOB MCMOSIHUTENbHOM BRacTU MNpwu
ob6palleHnm nekapcTBeHHbIX CPeaAcTB

K momrOMOYHSIM (bez[epanLHHx OpraHoB HCIIOJIHUTEILHON  BIIACTH Ipu 06paH_[eHI/II/I
JICKApCTBCHHBIX CPCACTB OTHOCATCA:

1) mposenenne B Poccuiickoit Penepauuu €IUHONH TOCYAAPCTBEHHOW MOJUTUKH B 001acTH
obecrnieueHus JIeKapCTBEHHBIMU MpenapaTtaMu rpaxan B Poccuiickoit @enepanmu;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yrtBepxkaeHue oOmmMX (apmakonelHbIXx craTeil, (apmakoneiHbIX cTaTed, Wu3AaHue
roCyJapCcTBEHHON (apmakomneu, co3JaHue M BeleHUEe peecTpa (apMaKONEWHBIX CTaHAAPTHBIX
00pasIoB;

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

3) ocymiecTBieHHE (enepaabHOrO [OCYNAPCTBEHHOIO KOHTPOIS (Haa3opa) B cdepe oOpalieHus

www.consultant.ru Crpanuua 12 u3 143
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=436453&amp;date=25.03.2023&amp;dst=100027&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=330696&amp;date=25.03.2023&amp;dst=100017&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.03.2023&amp;dst=100057&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=409138&amp;date=25.03.2023&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342001&amp;date=25.03.2023&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.03.2023&amp;dst=100060&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.03.2023&amp;dst=100061&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=401902&amp;date=25.03.2023&amp;dst=100011&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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

JIEKapCTBEHHBIX CPE/CTB;
(B pen. @enepanbHbiX 3aK0HOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N _170-D3)

4) nMUEeH3UpOBaHMWE TPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4YHCIe (heaeparbHbIid
roCy/apCTBEHHBIN JTUIIEH3UOHHBIN KOHTPOJIb JEATEIBHOCTH IO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPENICTB,
MEePUOANYECKOe MOATBEPKACHUE COOTBETCTBUS JIMIEH3MATa, UMEIOLIETo JIMIEH3UI0 Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEICTB, U (apMaleBTUUECKON NESATEIbHOCTH B COOTBETCTBUHU C 3aKOHOIATEIbCTBOM
Poccuiickoit denepanuu;

(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-D3)

5) opraHuzanus SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB, 3TUUECKOW 3KCIEPTU3BI BO3MOKHOCTHU
MPOBEACHUS  KIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO TMpernapara s MEIUIIMHCKOTO
MPUMEHEHHUS, OSKCHEPTU3bl JIOKYMEHTOB, TMPEACTABICHHBIX JUISI  OMPENCICHUS  BO3MOXKHOCTH
paccMaTpuBaTh JICKAPCTBEHHBIN MpemnapaTr Uil MEIUIMHCKOTO NMPUMEHEHHS IPU TOCYIapCTBEHHON
perucTpanuu B kauecTBe ophaHHOTO JEKaPCTBEHHOTO TIpernapara;

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

5.1) opraHu3anusi IMpOBEIEHUS KOMIUIEKCHON OLIEHKM JIEKapCTBEHHOI'O IIpernapara B ILENAX
MPUHSTHS PEIICHUH O BO3MOXKHOCTU BKJIFOUEHHS JIEKAPCTBEHHOrO Ipenapara B IEpeyeHb >KU3HEHHO
HEOOXOMUMBIX M Ba)KHEHUIIMX JIEKApPCTBEHHBIX IpPENapaToB, HOPMATHUBHBIE IMPABOBbIE aKThl U HHbBIE
JOKYMEHTBI, ONpEACIAIONINE MOPAAOK OKa3aHUS MEAMLIMHCKOW IMOMOIIM WM HUCKIIOYEHHs] €ro W3
yKa3aHHbIX EPEYHs, aKTOB U IOKYMEHTOB;

(m. 5.1 BBeneH @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) BbIJaua paspelieHUd Ha MTPOBEACHHE KIMHUYECKUX MCCIIECOBAHUN JIEKApPCTBEHHBIX
MPENapaToB, BEJICHUE PEECTpPa BBIJAHHBIX PA3pCIICHUN HA MPOBEACHUE KIMHUYECKUX HCCIICIOBAHUUN
JIEKapCTBEHHBIX MPEMAPATOB;

7) rocynapcTBEHHAas pETUCTpalusl JIEKApCTBEHHBIX IpPENaparoB, BEIEHUE TOCYIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJCTB;

8) opranuzanus u (WIK) MPOBEACHUE HHCTICKTUPOBAHUS CYOBEKTOB OOpaIleHHsI IEKapCTBEHHBIX
CPEJICTB Ha COOTBETCTBUE MPaBUIIaM HaJyIeKalle 1abopaTOpHOM MPaKTUKU, IpaBUIaM HaJiexaliei
KJIMHUYECKOM MPAKTUKY, IPABUJIAM HAJJIeKAIIEH TPAKTUKHA XPAHEHHS U IEPEBO3KH JIEKAPCTBEHHBIX
MpenapaToB, MpaBUiiaM HaJIeKaIEH JUCTPUOBIOTOPCKON MTPAKTUKH, MPABHJIaM HaJJIC)KAIIeH arTeqaHON
MPAKTHUKU;

(m. 8 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

8.1) opranuzanus u (UIM) MPOBEACHUE HHCIIEKTUPOBAHMS CyOBEKTOB 0OpaIlieHus TIeKapCTBEHHBIX
CPEJICTB Ha COOTBETCTBUE TPEOOBAaHWSAM MPABHJ HAJJICKAIICH MPOU3BOJICTBEHHOW NMPAKTHKH, BbLIauya
3aKJIFOYEHUH O COOTBETCTBHM IPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM TIPABHII
HaJIeXKaIIeld MpOu3BOICTBEHHON IPAKTHKHY;

(. 8.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBIEHHE TMOpSAIKAa BEACHHUS U BEJIEHUE TOCYAapCTBEHHOIO peecTpa 3aKIIoueHUil o
COOTBETCTBUHM TPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM [pPaBUI  HaJUIeXKalleH
IIPOU3BOJCTBEHHO! IIPAKTUKY;

(. 8.2 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

9) rocymapCTBEHHas pETHUCTpalisi TMPEACIbHBIX OTMYCKHBIX II€H TPOU3BOJAUTENCH Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

JIeKapCTBEHHbIC Npernaparbl, BKJIIOYCHHBIE B [EpEYeHb >XKM3HEHHO HEOOXOIUMBIX M Ba)KHEHIINX
JICKapCTBEHHBIX IPENapaToB, U BEACHUE TOCYJapCTBEHHOTO peecTpa MpPeJeNbHBIX OTIMYCKHBIX LIEH
HpOH?:BOZ[I/ITeHeﬁ Ha JICKApCTBCHHBIC MPCIIapaThl, BKIFOYCHHBIC B MEPCUCHb JKXU3HCHHO HCO6XOI[I/IMBIX n
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

9.1) cornmacoBaHue MPOEKTOB PEIICHUN OPraHOB HUCIIOJIHUTEILHON BiIacTH CyOBbeKkToB Poccuiickoi
Oenepanyii 00 yCTaHOBIEHUHM M (WJIM) M3MEHEHUH IMPEAETbHBIX pa3MEpPOB ONTOBHIX HAA0aBOK U
MpeleIbHBIX Pa3MepPOB PO3HUYHBIX HAJ0aBOK K (DaKTUYECKUM OTIYCKHBIM I[€HaM, YCTaHOBICHHBIM
MIPOU3BOUTEISIMU  JICKAPCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBbIE Ipenaparbl, BKJIIOYEHHBIE B
MepevYeHb )KM3HEHHO HEOOXOIUMBIX M BaXKHEHIIINX JIEKaPCTBEHHBIX MPENapaToB;

(1. 9.1 BBenen denepanbubiM 3akoHOM OT 13.07.2015 N 241-D3)

10) Bblmaya, YCTaHOBJICHHME MOPSIKAa BBIJAYM pPa3pelICHUs Ha BBO3 KOHKPETHOW MapTHH
JIeKapCTBEHHOTO cpezcTBa B Poccuiickyro @enepanmio;
(n. 10 B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

10.1) BbHaya, ycTaHOBIICHHE TOPSIIKA BBIAYX U (JOPMBI TOKYMEHTA, KOTOPBIH MMOITBEPKAAET, YTO
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O TMpenapara s MEAULHUHCKOIO IPUMEHEHUS OCYILECTBICHO B
COOTBETCTBUM C TpeOOBaHUSAMHU TpaBWI HaAJeXalled MPOU3BOJCTBEHHOM NPAKTHUKU WM YTO
JIEKapCTBEHHbIM Mpenapar [uis BETEpPUHApHOrO NMPUMEHEHMs JOomylleH K oOpameHuto B Poccuiickoit
@denepanyy, ¥ MOJUIEKHUT MNPEACTABICHUIO MO TPeOOBAHMIO YIOJHOMOUYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN IIpEapar;

(n. 10.1 BBenen PexnepanbHbIM 3ak0HOM OT 22.12.2014 N 429-@3; B pen. denepaibHOro 3akoHa OT
02.08.2019 N 297-®3)

10.2) BbI1aua, yCTaHOBJICHUE MOPSJIKA BBIAAYM U (DOPMBI JOKYMEHTA, COJIEPHKAIIETO CBEICHUS O
CTaZuAX TEXHOJOTMYECKOro Ipolecca MPOU3BOJACTBA JIEKAPCTBEHHOIO CPEICTBA IS MEIULIUHCKOIO
IIPUMEHEHHS, OCYIIECTBIIIEMBIX Ha TEPpUTOpUN EBPa3uilckoro 5KOHOMHUYECKOTO COI03a;

(n. 10.2 BBenen ®enepanbHbIM 3ak0oHOM 0T 22.12.2014 N 429-®3, B pen. denepanbHOro 3akoHa OT
13.07.2015 N 241-93)

11) co3ganue COBETOB MO BOMIPOCAM, CBSI3aHHBIM C OOpaIIeHHEM JICKAPCTBEHHBIX CPEJ/ICTB;
12) arrecTanus u cepTUUKAIMS CIIEIUATNCTOB;
13) yrpatun cuity ¢ 1 centsaops 2013 rona. - ®enepanbhsiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBienue GpapmMakoHaa30pa;
(n. 14 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

15) yyactue B MeX1yHapOJAHOM COTPYIHUYECTBE;

16) mony4yeHue mo 3ampocaM YIOJIHOMOYEHHOTO (eAepalbHOTO OpraHa MCIIOJHUTEIBHON BIIACTH
OT OpraHOB HCIIOJHUTEIbHOW BIAcTH cyObekToB Poccuiickoit denepanuu, a Takxke OT CyOBEKTOB
oOpalleHusl JEeKapCTBEHHbIX CPEIACTB ISl MEIUIMHCKOIO NPUMEHEHHs WHGpOpMalM{ IO BOIpOcaM
YCTAQHOBJICHHS U IIPUMEHEHUS 1IEH Ha JIeKapCTBEHHbIE MTpenapaThl U HaJ10aBOK K HUM;

17) npumeHeHHMe Mep OTBETCTBEHHOCTHM 3a HapylIEHHWE 3aKOHOJAaTeNnbcTBAa Poccuiickoi
Oenepauuu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

18) yTBepkaeHMe mMpaBWIl HaJulexkamiedl ga0opaTOpHON MpPaKTHKM, [OpPaBWJ HaJJIexKalnein
KJIMHUYECKOW NPAKTHKH, [PABUJI HaJUIeXkalled NPOM3BOJCTBEHHON NPAaKTHKH, [PAaBUJ HaJJIeXkallen
IIPAaKTUKX  XPAaHEHMS U IIEPEBO3KM  JIEKAPCTBEHHBIX  IIpenaparoB, IMPaBWI  HaJJIEkKallel
IUCTPUOBIOTOPCKOW TPAKTUKH, TPABWI HaJUIekKAIIEH anTedyHOW NpPaKTUKW, TMPaBWII HaJUIekKalei
MPaKTUKU (hapMaKOHAI30pa JEKAPCTBEHHBIX MPEnapaToB ISl MEAUIIUHCKOTO PUMEHEHUS;

(n. 18 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

19) ycraHoBieHue mnopsaka (OPMHUPOBAHUS PETUCTPALMOHHOIO JIOChe Ha JIEKapCTBEHHBIN
npernapar ¥ TpeOOBaHUH K IOKYMEHTaM B €r0 COCTaBE;
(n. 19 BBenen denepanbHpIM 3aK0HOM 0T 22.12.2014 N 429-03)

20) yTBepKIIeHUE MPaBUI PAIMOHATHLHOTO BHIOOpAa HAMMEHOBAHUH JIEKAPCTBEHHBIX IMPENapaToB
JUTSE MEJTUITMHCKOTO TPUMCHCHHS,
(. 20 BBenen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBepkIeHUE IepEYHs HAMMEHOBAHHM JIEKapCTBEHHBIX (DOpM;
(n. 21 BBeneH PeaepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

22) yrpatun cuity ¢ 1 mapta 2020 rona. - @enepanbHbliii 3akoH oT 27.12.2019 N 475-D3;

23) yTBepkaeHHe TpeOOBaHUM K MHCTPYKLUUHU MO MEIULUHCKOMY HNPUMEHEHHUIO JIEKapCTBEHHBIX
MpenapaToB U K MHCTPYKIIUU MO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHBIX MTPENapaToB;
(. 23 BBenen deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

24) npuHATHE PElIeHUH, SBISIOIUXCS OCHOBAHUSMHU NJISl BKIIOUYECHUS JOMEHHBIX MMEH M (WJIH)
yKaszaTeJeil cTpaHull caiToB B MH(OPMAIIMOHHO-TEICKOMMYHUKAMOHHONW ceTn "MHTepHeT", a Takxke
CETEeBbIX aJPEecOB B €IMHYI0O aBTOMATH3HPOBAHHYIO WH(POpPMANMOHHYIO cuctemy "EmuHbIN peecTp
JOMEHHBIX WMEH, yKasaTelel CTpaHHIl CaWTOB B HH(OPMAIIMOHHO-TEJIEKOMMYHHKAIIMOHHON CETH
"Nurepuer" u CETEBBIX aJpecoB, ITO3BOJISIFOLLAX WICHTUQUIHPOBATH CaMTHI B
HH(pOpPMAIMOHHO-TEIEKOMMYHUKAITMOHHOW ~ cetn  "MHTepHeT",  coaepxamue  HMHGOpPMAIIHIO,
pacnpocTpaneHue kotopoil B Poccuiickoii ®Dexeparnuu 3ampenieHo", B OTHOLIEHUM HHQPOpPMAIIHH,
coJiepKallel MpeUIoKEHUE O PO3HUYHOM TOProBJE JIEKAPCTBEHHBIMU IIpenapaTaMu, B TOM YHCIE
JMCTAaHIIMOHHBIM ~CIIOCOOOM, PpPO3HUYHAS TOPIOBJIsL KOTOPHIMH OrpaHMYEHA WM 3alpelieHa B
COOTBETCTBUHM ¢ HactosammM @DenepanbHBIM 3aKOHOM, © (WiaM) WH(pOpPMaIUK, CcoaepKalei
MIpeIOKEHNE O PO3HUYHON TOPTOBIIE JIEKAPCTBEHHBIMU IpernapaTaMy, B TOM YHCIE JUCTAHLIMOHHBIM
crocoOoM, JHUIaMH, HE UMEIOUINMHU JIMIIEH3UH U pa3pellieHus] Ha OCYIIEeCTBICHHE TaKOW AesITeNbHOCTH,
€CJIM TIONyYeHUE IMIEH3UH U pa3pelieHus MPeIyCMOTPEHO 3aKOHOJATeNbCTBOM 00 oOOpalieHuu
JIEKapCTBEHHBIX CPE/CTB;

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

25) BBlZaya paspemieHuid Ha BBOJ B TPaXJaHCKUA 000pPOT HMMYHOOMOJOTHYECKHX
JIEKapCTBEHHBIX MTPENapaToB.
(. 25 BBenen denepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoncynprantlIntoc: npumeyanue.

Cr. 5.1 pacnpocTpaHseTCsl Ha NOJHOMOYMSI, KOTOpPbIE HE MEpPEeAaHbl s OCYIIECTBICHHs OpraHam
rOCyJapCcTBEHHOM  BiacTM  cyObektoB P® w  opraHaMm  MeCTHOIO  caMOYMNpaBJICHUS
COOTBeTCTBYIOIUMH (henepanbubiMu 3akoHaMu (D3 ot 13.07.2015 N 233-D3).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Cratba 5.1. lNepegava ocywecTBneHuss nonHomoumn cpenepanbHbIX OPraHoB
MCMONHUTENIbHOW BNacTM nNpu oOOpaleHMn JeKapCTBEeHHbIX CpeaCTB oOpraHam
MCNONHUTeNbHON BnacTtu cyobekTtoB Poccunckon ®egepauum

(BBenena ®PenepanbHbIM 3akoHOM OT 13.07.2015 N 233-D3)

[TomHOMOuUMS (heaepabHBIX OPraHOB MCIIOJIHUTENBHON BJIACTU MPH OOPALEHUH JIEKapCTBEHHbIX
CPEICTB, TPENYCMOTPEHHbIE HacTosIUM DenepalbHBIM  3aKOHOM, MOTYT IE€peAaBaTbCs Ul
OCYIIECTBJICHHs] ~ OpraHaM  HUCIOJHUTENBbHOW  BiacTh  cyObekToB  Poccuiickoit ~ deneparuu
nocraHosieHussmu IIpaBurenscrsa Poccniickoit @enepanny B IOpsAJIKE, YCTaHOBIEHHOM DeepanbHbIM
3aKOHOM OT 6 okTAOpst 1999 rona N 184-®3 "O06 0o0mux NpuHIMIAX OpraHU3alMN 3aKOHOJATEIbHbIX
(MpeacTaBUTENbHBIX) M HUCIIOJHUTENBHBIX OPraHOB IOCYJapCTBEHHON BiacTu cyOBbekToB Poccuiickoit
Oenepanun.

Cratbsa 6. [lonHOMOYMA OpraHOB MCNOJNIHUTENLHOW BnacTu cybbekTta Poccunckon
depgepaumm npu obpaLeHUmn NeKapCcTBEeHHbIX CPeacTB

K mnonHoMoOuusSIM OpraHoB HCIOJHUTENBbHON BiacTu cyOwekra Poccuiickoit ®epepanuu npu
00palleHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCSATCS:

1) pa3paboTka W peanu3alus  PETHOHAIBHBIX  MPOrpaMM  OOecHeueHHsl  HaceJeHUs
JIEKapCTBEHHBIMHU IperapaTamMy;

2) ycTaHOBJICHHE MPEEIBbHBIX pa3MEPOB ONTOBBIX HAA0aBOK M MPENEIbHBIX Pa3MEPOB POZHUYHBIX
Ha/0aBOK K (DaKTUYECKUM OTITYCKHBIM IIEHAM, YCTAaHOBJIICHHBIM IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B IMEpPEUeHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

3) ocymIecTBIEHHE PErHOHAIBHOTO T'OCYAAPCTBEHHOTO KOHTPOJS 3a TNPHMEHEHHWEM IIeH Ha
JICKapCTBEHHbIE Tperaparbl, BKIIOYEHHbIE B MEPEUYEeHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIMX
JICKApCTBCHHBIX IMPCIIapaToB, OpraHu3aluiMu OITOBOM TOProBJIKM JICKAPCTBCHHLIMU CpCACTBAMU,
AIlITCUHBIMU OpraHu3alluaAMU, WHAWBUAYAJIBHBIMU MPCANIPUHUMATCIAMU, HUMCIOIIVMMHA JMIOCH3WUIO Ha
(bapMaHeBTI/I‘ICCKYIO ACATCIIBHOCTh, MCIWUOWHCKHUMHU OpraHudaiuiaM, HMCIOIIUMH JUIOCH3WIO Ha
(apManeBTHYECKYIO JESITENbHOCTh, M HX OOOCOOJCHHBIMU IOJpa3AeNeHUsAMH (aMOyIaTOpHUsiIMH,
¢denpamepckUMU U QEIBIIIEPCKO-aKyIIEPCKIMU  ITyHKTaMH, IIEHTpaMH (OTIAENCHUSAMH) O00men
BpaueOHOI (ceMelHHON) MPAaKTUKU), PACIIONOKEHHBIMH B CEJIBCKHX HACEJIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alITCUHBIC OpraHnU3alluu,

(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 27.12.2019 N 475-D3)

4) npunatue pemnieHus o0 HCMONB30BaHUM 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. TOCYAAPCTBEHHASA ®APMAKOIEA

Cratba 7. Pa3zpaboTtka u unapaHue rocyaapcTtBeHHoOW chpapmakoneu, pasmellieHue
AaHHbIX O HeNn

1. Tlon rocymapcTBeHHOH (apmakomneeil MmoHMMAaeTcs CBOJA OOMMX (hapMaKOMEWHBIX CTaTed U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

(hapMaKomeHbIX CTaTe.

2. Pazpaborka o0mux (apMakonelHbIX cTaTeil W (QapMmakonelHbIX CcTaTeld, B TOM YHUCIE
(dapMmakomeWHbIX CcTaTeii Ha (QapMakolelHble CTaHAAapTHBIE O0pas3lpbl, W BKIIOYEHHE WX B
TOCYJapCTBEHHYIO (DapMaKOIer OCYIIECTBISIOTCS B IOPSJIKE, YCTAaHOBJICHHOM YITOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM MCTIOIHUTEIBHOM BIIACTH.

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

3. Pazpabotka ¢apmakoneifHON cTaTbu Ha peepeHTHBIN JIeKapCTBEHHBIN NpenapaT U BKIOYEHUE
€e B roCyJapCTBEHHYIO (hapMakoIlel0 B TEUEHHE CPOKa JCUCTBUS 3allUThl HCKIIOYUTEIBHOTO IpaBa,
yIIOCTOBEPEHHOI'0 MATEHTOM Ha pe()epeHTHBIN JIEKapCTBEHHBIN MPEerapar, OCYIIECTBIISIOTCS C COTJIACUs
€ro pa3paboT4uKa.

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

4. TocymapctBeHHas (apMmakores H3IaeTCs YIOJIHOMOYCHHBIM (elepalbHbIM  OpPraHoOM
HCTIOJTHUTEILHON BJIACTH 3a CUYET CPEJCTB (heepabHOro OroKeTa U MOJICKUT MEPEU3TaHIIM HE PEXKE
4YeM OJIMH pa3 B IATh JIET, B TIEPUOJ MEXITYy KOTOPHIMH HM3JIAIOTCS MPHIIOKEHHS K TOCYIapCTBEHHOMN
dapmakomnee, conepxkamue obOmue (apmakoneinple ctatb W (Win) (apMaKONEHHBIE CTaThU,
YTBEPKACHHBIC MTOCIIC U3AAHUS WIH IEPEU3IaHNs TOCYIapCTBEHHON (hapMaKoIIeH.

5. YnomHomoueHHBINH (efepanbHbIii OpraH HUCIOJHUTEIFHON BJIACTH pPa3MENIaeT JaHHBIE O
rocy/1apCcTBEHHOW ¢apmakoree M MPHIOKEHUAX K Hel Ha cBoeM OQUIMAIbHOM CcaiiTe B CeTU
"NHTepHeT" B yCTAHOBIEHHOM UM MOPSIJIKE.

Mnasa 4. IMUEH3NPOBAHUE NPONU3BOOCTBA JIEKAPCTBEHHbBIX CPEACTB
N PAPMALEBTUYECKOU OEATENIbHOCTU, TOCYOAPCTBEHHbLIU KOHTPOJ1b
(HAA3O0P) B COPEPE OBPALLEHUA JIEKAPCTBEHHbLIX CPEACTB
(B pen. deaepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Ctatbsa 8. JlMueH3MpoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbIX CpPeaAcTB U
dapmaueBTMYECKON AeATENBHOCTHU

1. JIuueHn3upoBaHue MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U (hapMaIleBTHUECKON eATeIbHOCTH
OCYILECTBIIIETCS B COOTBETCTBUU € 3aKOHOAATeAbCTBOM Poccuiickon denepanmn.

2. OO0s3aTeNbHBIM YCIOBUEM TPEJOCTaBICHHUS ITUICH3UU Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB SBJISETCS MPUIOKECHHUE K 3asSBICHUIO COMCKATENsl JTUIEH3UU TIEPEeYHs JIGKAPCTBEHHBIX (GOpM U
(umu) BHIOB (papMalleBTUYECKUX CYOCTaHIMH, KOTOpBIE HPOM3BOJIUTENb JIEKAPCTBEHHBIX CPEICTB
HaMepeH IIPOU3BOAUTD.

3. B cimygae HEOOXOIMMOCTH pacCIIMPEHHUS TPOU3BOICTBA JICKAPCTBEHHBIX CPENICTB 33 CYET HOBBIX
JIeKapCTBEHHBIX (OPM M BUAOB (apMaleBTHUCCKUX CYOCTaHIMH MPOM3BOJHUTENb JIEKAPCTBEHHBIX
CPE/ICTB JOJDKEH TOAaTh B JIMICH3WPYIOIIMII OpraH 3asBJICHHE O BHECEHHHM W3MEHEHHUIl B peecTp
JIMIIEH3UN Ha MTPOU3BO/ICTBO JIEKAPCTBEHHBIX CPECTB.

(B pen. @enepanbubix 3akoHOB 0T 02.08.2019 N 297-®3, ot 11.06.2021 N _170-P3)

4. JIuueH3us Ha MPOU3BOJCTBO JEKAPCTBEHHBIX CPeACTB ((papMaleBTUUECKON CyOCTaHIIMU CIIUpPTa
STWJIOBOTO (3TaHOJIa) BbIJAETCS MPH YCIOBHM HANWYMsl Yy OpraHu3allid Ha IpaBe COOCTBEHHOCTH,
XO3AMCTBEHHOTO  BEJEHHMs WM  ONEPaTUBHOIO  YINPABIEHUS OCHOBHOIO  TEXHOJIOTMYECKOTO
0o0OpyIOBaHUS Uil MPOU3BOJACTBA ATUJIOBOTO CIMPTA, 3aPETUCTPUPOBAHHOTO B COOTBETCTBUU CO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

cratbeil 14.1 denepanbHoro 3akoHa oT 22 HostOps 1995 roma N 171-®3 "O rocyaapcTBeHHOM
peryJIupoBaHUM MPOU3BOJICTBA M 000pOTa STHIOBOTO CIMPTA, AJIKOTOJIBHOM M CHHPTOCOIEpIKalei
MPOAYKIUH U 00 OrpaHHYEHUH MOTPEOIeHUS (PACTIUTH) AIKOTOJIBHOM MPOAyKIUH'".

(uactp 4 BBeneHa denepanbHbIM 3aK0HOM 0T 27.12.2019 N 481-D3)

Ctatba 8.1. OcoOeHHOCTM nUUEeH3NPOBaHUA MNPOM3BOACTBA JIEKAPCTBEHHbIX
cpeactB (hapmaueBTHHECKOM CyGCcTaHLMM cnupTa 3TUNOBOrO (3TaHONa)
(BBeneHa PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JMIEH3UM HA MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKON
cyOCTaHIIMM CMUpTa STHJIOBOTO (3TaHOJA) MPUOCTAHABIMBACTCA B YacTH IMpaBa Ha IPOU3BOICTBO
(hapmaieBTHUECKO CyOCTaHIIMM CIUPTa 3TUIIOBOTO (STAaHOJA) JMIICH3UPYIOIIMM OPraHOM B CIIydasX,
onpeneneHHbIx cratbei 20 denepanbHoro 3akoHa oT 4 mast 2011 rona N 99-®3 "O nuueH3upoBaHUN
OTIENbHBIX BUAOB JEATENBHOCTH', a TaKKE€ HAa CPOK IPUOCTAHOBIICHUS JEHCTBUS JIMIECH3UM Ha
MIPOM3BOJICTBO 3TWJIOBOTO CIHPTa JUIs TPOM3BOJACTBA (hpapMaleBTUYECKOH CyOCTaHLIMHU CHHpTA
STHJIOBOTO (3TaHOJIa), BbIIaHHOW B cooTBeTcTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOs0ps 1995 rona N
171-®3 "O rocygapCcTBEHHOM pEryJMpPOBaHMM NPOU3BOACTBA U 00OpOTa ATUIOBOTO CIUPTA,
QJIKOTOJILHOM W cHHpTOcoepXkalied NpOAYKIMH U 00 OrpaHMYeHUHd NOTpeOJIeHUs (paciuThs)
AJIKOTOJIbHOM MPOAYKIUH".

2. JleficTBHME JMILEH3MHM Ha TPOMU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((apMareBTHYECKON
CyOCTaHIIMM CIHPTa STHIOBOTO (3TaHONA) B YaCTH IpaBa Ha MPOM3BOJACTBO (DapMaleBTHUECKOM
cyOCTaHIIMM CHUpTa STUJIOBOrO (3TaHOJA) MPEKpallaeTcsl JUIEH3UPYIOIMIUM OpPraHOM B CIIyYasX,
onpeaeneHHbIX crather 20 PenepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O nuueH3upoBaHumn
OTJIENIbHBIX BHUJOB JIEATENBHOCTH'", a TakKe C JaThl NMPEKpallleHUus WM aHHYJIUPOBAHUS IEHCTBUS
JTUIEH3UU Ha MPOM3BOJACTBO STUJIOBOTO CIUPTA AJsi MPOU3BOJACTBA (hapMalleBTUYECKOW CyOCTaHIIMH
CIUpTa STUJIOBOTO (3TaHOJNA), BEIIAHHOM B cooTBeTCcTBUU ¢ DenepanbHbiM 3aKOHOM OT 22 HOs0ps 1995
roga N 171-®3 "O rocyaapCTBEHHOM pPETyJIMPOBAHUU MPOU3BOJCTBA M 00OPOTA ITUIOBOTO CIUPTA,
QIKOTOJIBHOM ¥ CHUPTOCOJAEpIKAIIed TMPOAYKIMH W 00 OTrpaHWYCHHWH TMOTpeOJIeHUs (paciuTHs)
AJIKOTOJIBHOW MpOyKIuu'.

Cratba 9. [ocynapcTBeHHbIM KOHTponb (Hapa3op) B cdepe obGpaweHus
NleKapCTBEHHbIX CpeacTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIH KOHTPOJL (Ham30p) B cdepe oOpalieHus JICKapCTBEHHBIX CPECTB
OCYILECTBIIICTCSI MOCPEICTBOM (pellepaibHOr0 IOCyIapCTBEHHOIO KOHTpousid (Haasopa) B cdepe
oOpallleHns1 JeKapCTBEHHBIX CPEICTB U (peepanbHOro rocyAapCTBEHHOIO JHIIEH3MOHHOTO KOHTPOJIS
JeSITeIbHOCTH 110 TIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIEMbIX (hefiepalbHbIMU OpraHaMu
HCIIOJIHUTENIBHOM BIIACTH, YIIOJTHOMOYEHHbIMU [IpaBuTensctBoM Poccuiickon @enepannu.

2. Tlpeamerom (henepanbHOrO TOCYIApCTBEHHOTO KOHTposs (Ham3opa) B chepe oOparmeHus
JICKApCTBCHHBIX CPCIACTB ABJISAIOTCA:

1) cobmonenne 00s3aTeNbHBIX TpeOOBaHUH B chepe oOpalIeHus JIEKapCTBEHHBIX CPEJICTB, B TOM
qHCIIe:

a) TpeboBaHWMN K JOKIMHUYECKHUM HCCIEAOBAHUSAM JIEKAPCTBEHHBIX CPEICTB, KIMHUYECKUM
HCCIICAOBAHUAM JICKAPCTBCHHBLIX IIPCHIapaToB, MHW3rOTOBJICHUIO, XPAaHCHUIO, IICPCBO3KE, BBO3Y B
Poccuiickyro ®epepanuro, OTHYCKY, pealM3allH, Iepenade, MPOJAXKE JEKApCTBEHHBIX CpPEACTB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

NPUMCHCHUIO JICKAPCTBCHHBIX IMPENapaTOB, YHUUYTOXCHUIO JICKAPCTBCHHBIX CPEACTB, YCTAaHOBJICHHIO
MNPOU3BOAUTCIIAIMU JICKAPCTBCHHLIX MPCHApaTOB LCH Ha JICKAPCTBCHHBIC IIPCIIApAaThl, BKIOYCHHLIC B
NEpCUYCHDb JKU3HCHHO HGOGXOIII/IMBIX 1 BaXKHEHUIIINX JICKAPCTBCHHLIX IIPCIIaPaATOB;

0) TpeOoBaHWUN K COOTBETCTBHIO JICKAPCTBEHHBIX CPEJCTB, HAXOMISIIMXCA B OOpalleHUH,
MoKasaresiM  KadecTBa, S((OEKTHBHOCTH W OE30MMACHOCTH, YCTAHOBJICHHBIM B COOTBETCTBHUU C
HactosuM DenepanbHbIM 3aKOHOM;

B) TpeOOBaHUIl K COOMIOAEHUIO CyOBeKTaMU OOpallleHHs JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIX B
yactu | crateu 67.1 Hactosmero denepaabHOro 3aKOHA, OTPAHUYEHUM, HAIAraeMelxX cTatbsiMu 67.1 n
67.2 nacrosiero denepanibHOro 3aKOHA;

2) coOmrofeHHe JIMLEH3MOHHBIX TpeOOBaHMM K  OCYIIECTBICHHMIO  (papManeBTHUECKON
TeSITeTbHOCTH;

3) coOmogeHue TpeOOBaHWUW K MPEIOCTABICHUIO CYOBEKTaMH OOpalleHusl JIeKapCTBEHHBIX
cpeacTB uWH(GOpPMAalMKU O JIEKAPCTBEHHBIX CpeacTBax M (WJIM) JIEKApCTBEHHBIX IIpemapaTax,
npeaycMoTpeHHoM cratbsimu 9.1, 52.1 u 64 Hacrosimero deaepanbHOro 3aK0Ha;

Koncynprantlntoc: npumeyanue.
C 01.03.2026 1. 4 4. 2 cT. 9 yrpauuBaer cuiy (®3 ot 20.10.2022 N 405-D3).

4) coOnroieHne MpeayCMOTPEHHBIX cTaTheil 55.1 HacTosmero denepalibHOTO 3aKOHA TPEeOOBaHUN
K TPOBEACHHUIO DJKCIEPUMEHTAa IO OCYUICCTBICHUIO PO3HUYHOW TOPIOBIM JIEKAPCTBEHHBIMHU
npenaparaMu st MEAUIIMHCKOTO TPUMEHEHHUs, OTIMYCKAaeMBIMH IO pEIeNnTy Ha JEKapCTBEHHBIN
npenapar, TUCTaHIIMOHHBIM CTIOCOOOM.
(. 4 BBenen denepanbHpIM 3aK0HOM OT 20.10.2022 N 405-D3)

3. Ilpum ocymecTBieHnu (QeaepanbHOr0 IOCyIapCTBEHHOIO KOHTposs (Hajg3opa) B cdepe
oOpalleHusl JIEKapCTBEHHBIX CPEJCTB MPOBOJATCS CIEAYIOUIME BHUAbI KOHTPOJBHBIX (HAI30pHBIX)
MEpONPHUITHI:

1) nokyMeHTapHas IpOBEpKa;

2) BBIE3/IHAS TIPOBEPKA;

3) BBIOOPOYHBIM KOHTPOJIb KaUueCTBa;

4) KOHTPOJIbHAS 3aKYIIKA;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOmoZeHHE 3a COONIOJCHHEM OO0s3aTeNbHBIX TpPeOOBaHMH (MOHHTOPUHI O€30MacHOCTH)
(dpapmakonamzop).

4. Opranuzauuss ¥ ocyllecTBieHHE (eaepaabHOr0 TOCY/IapCTBEHHOIO KOHTPOJs (Haa3opa) B
chepe obpaleHus1 JEKapCTBEHHBIX CPEIICTB peryaupyroTcs denepanbHbiM 3aKkoHOM oT 31 mromns 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (Haa30pe) U MyHULIUIIAIBHOM KOHTpoJie B Poccuiickoit
Oenepaunn".
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

5. BHemaHOBBIM BBIOOPOUYHBIH KOHTPOJIb KAayecTBa MPOBOJUTCS B TOM 4YMCJIE€ HAa OCHOBAHUHU
IIPOrpaMMBbI IIPOBEPOK.

6. I1maHOBBI BEIOOPOYHBIN KOHTPOJIb KaYeCTBA HE MTPOBOIUTCS.

7. Tlo pe3ynpTaTaM BHIOOPOYHOTO KOHTPOJISI KAUeCTBA HAPSAY C PEIICHUSIMH, PEyCMOTPEHHBIMU
®enepanbubiM 3aKk0HOM OT 31 mrosst 2020 roma N 248-D3 "O rocyaapcTBEHHOM KOHTpoJE (Haa30pe) U
MYHUIIMIIATLHOM KOHTpoJie B Poccuiickoit deneparun', enepanbHBIMU OpraHaMH HCIOJHUTEIBLHOMN
BIIACTH, YTOJTHOMOYEHHBIMH Ha OCYIIECTBICHHE BBIOOPOYHOTO KOHTPOJS KA4yecTBa, MPUHUMAIOTCS
CJIEYIOIINE PEIICHUS:

1) o panbHeiieM TpaxxIaHCKOM OOOpOTE CEpUH, MAPTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O
CpeacTBa B Cliydac MOATBCPIKACHUS 110 PE3yabTaTaM IMPOBCACHHBIX UCHBITAHUN COOTBETCTBUS KaueCcTBa
JIEKApCTBEHHOT'O CPEJICTBA YCTAHOBJIICHHBIM TPEOOBAHUSIM;

2) 00 WU3BATUU U3 TPAKIAHCKOTO 000pOTa CepUr, MAPTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O
CpeICTBA B Ciy4ae BBISBJICHHS MO Pe3yJbTaTaM IMPOBEIECHHBIX MCIBITAHUNA HECOOTBETCTBHS KauecTBa
JIEKapCTBEHHOTO CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

3) o mepeBoAe JEKApCTBEHHOTO CPEJCTBA HA MOCEPUUHBIA BBHIOOPOUYHBIH KOHTPOJbL KadecTBa
JIEKapCTBEHHBIX CPEJCTB B CIIy4yae MOBTOPHOTO BBISBICHHUSI HECOOTBETCTBUS KauecTBa JIEKAPCTBEHHOIO
CPEJCTBA YCTAHOBJIEHHBIM TpeOOBaHUSAM U (MpU HEOOXOAMMOCTH) O MpOBEpKe CyObeKTa oOpaleHus
JIEKapCTBEHHBIX CpeACTB. Pacxofpl, CBA3aHHBIE C IPOBEAECHUEM TOCEPUHHOTO BEIOOPOYHOIO KOHTPOJIS,
OIJIAYUBAIOTCSI TPOU3BOAMUTENEM JIEKAPCTBEHHOIO CpEJICTBA JMOO JepkaTesieM WU BIlaJebleM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO MIperapara.

8. denepanbHblil rOCYAAPCTBEHHBIH JIUIIEH3UOHHBIM KOHTPOJb JAEATEIBHOCTU IO IPOU3BOJCTBY
JICKaPCTBEHHBIX CPEACTB OCYIIECTBIAETCS B COOTBETCTBMM C 3aKOHOJATEIBCTBOM Poccuiickoi
denepanuu.

Cratbs 9.1. Nporpamma npoBepok
(BBeneHa ®PenepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. B menax opraHuzanuyd BbIOOPOYHOIO KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEICTB
(dbopMupyeTcst mporpamma MpoBEPOK.

2. g uened peanu3allid IPOrpaMMBbl IIPOBEPOK MPOM3BOAMTEIMN JIEKAPCTBEHHBIX CPEACTB U
OpraHM3alliM, OCYILECTBISIOUIME BBO3 JIEKAPCTBEHHBIX cpeacts B Poccuiickyro ®exnepanuio,
NIPEAOCTABIIAIOT B OTHOLICHUM JICKAPCTBEHHBIX CPEACTB Ui MEAMIMHCKOIO IIPUMEHEHUS B
YIOJTHOMOYCHHBIN (hefiepanbHblii OpraH HCIOJHUTEIBHON BIIACTH, OCYIICCTBISIOMUN (DYHKIUU 110
KOHTPOJIIO M Haa30py B cdepe 3apaBOOXpaHEHHS, B OTHOIICHUH JICKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO0 TPUMEHEHUS B YIOJHOMOYEHHBINH (enepaabHblii OpraH HCIOJHUTENIBbHON BIACTH,
OCYILECTBIIAIOUIMNA (YHKIMHU 110 KOHTPOJIIO M HaA30py B cepe oOpalleHus JeKapCTBEHHBIX CPEICTB
JUIs  BETEpPUHApPHOIO IPUMEHEHHs, CBEIEHUS O CEpUsAX, NapTUAX JIEKapCTBEHHBIX CPENCTB,
MOCTYMAIOUIMX B TpakJaHCKui o06opoT B Poccuiickoit dexepanuu, B MOpsIKe, cocTaBe U o0beMme,
YCTQHOBJICHHBIX YKa3aHHBIMU (eepaJbHbIMH OpraHaMU HCIOJHUTEIBHONH BIACTH B OTHOIICHUH
JIEKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO IPUMEHEHNS U B OTHOLIEHUH JIEKAPCTBEHHBIX CPEJICTB IS
BETEPUHAPHOTO IPUMEHEHUS COOTBETCTBEHHO.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

3. Ilporpamma mpoBepok (opMmupyeTcs Ha KaleHAapHblii rox B cpok ao 30 gexaOps rona,
MPE/IIECTBYIOLIETO Oy IPOBEICHHUS BHIOOPOYHOTO KOHTPOJIS.

4. B ciydyae HacTyIuleHHs COOBITUM, yKa3aHHBIX B noamnyHkrax "O" m "B" myHkra 2 yactu 6
HACTOSIIEH CcTaThH, (eiepaTIbHBIM OPraHOM HCTIOTHUTENLHON BIIACTH, OCYIIECTBISIONIMM (YHKIUH T10
KOHTPOJIIO M HaJ30py B c(epe 31paBOOXpaHEHMs, (efepalbHbIM OPraHOM HCIOJIHUTENIBHOW BIACTH,
OCYILECTBIIAIOUIMM (YHKLHHU 110 KOHTPOJK U HAaA30py B cepe oOpaleHus JIEKapCTBEHHBIX CPEICTB
JUIl BETEPUHAPHOTO MPUMEHEHMs, NMPHU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME W3MEHEHHs B
IIPOrpaMMy MPOBEPOK.

5. B nmporpaMMmy npoBEpOK MOTYT BKJIFOYAThCSI MEPOIPUITHS ¢ YYETOM HAPYIICHUH, BBISIBJICHHBIX
B paMKaX KOHTPOJIbHBIX (HAa30pHBIX) MEPONPUATUH 32 IPEIbITyIINN KaJleHIapHbIN TOA.

6. IIporpaMmma npoBEPOK COACPIKHUT:

1) nepedeHs JIeKapCTBEHHBIX CPEJICTB, OTOOP 00pa3LlOB KOTOPBIX OyIeT OCYLIECTBIATHCA B PAMKAX
BBIOOPOYHOI'O KOHTPOJIA, (GOPMHUPYEMBIH € Y4YETOM pe3yJibTaTOB TIOCYJAapCTBEHHOTO KOHTPOJISA
(Hag3opa) B cepe oOpallieHus JIEKapCTBEHHBIX CPEJCTB 3a KaJCHIAPHBINA ToJl, MPEIEeCTBYIOUINHA To1y
MIPOBEICHUS BBIOOPOYHOTO KOHTPOJIS;

2) ykazaHue Ha COOBITHE, HACTYIUIEHHE KOTOPOTO SIBISIETCS OCHOBAaHUEM ISl OCYIIECTBICHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) TOJlyuYeHHUe CBEJCHU, MPEICTaBISIEMbIX B COCTaBe U 00beMe, YCTaHOBJICHHBIX (efepaibHbIM
OpPraHOM HCIIOJIHUTENBHON BIIACTH, OCYIIECTBISIONUM (PYHKIHMU MO KOHTPOJIO M HaA30py B chepe
3/IpaBOOXpaHeHus, GeAepaTbHBIM OPraHOM HCIIOJHUTENBHON BIACTH, OCYIIECTBISIFOIINM (PYHKIIMH TI0
KOHTPOJTIO ¥ Ha/I30pY B chepe oOpaleHus JIeKapCTBEHHBIX CPEJCTB AJIsI BETEPHHAPHOTO MPUMEHEHHUS, O
cepusiX, MapTHSIX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOIIMX B TpaxAaHCKUW o0opoT B Poccuiickoit
®denepanvy, yKa3aHHbIX B TIyHKTe | HACTOSIIE 4YacTh, OpraHU3alUsIMH, OCYIIECTBIISIIOIIUMHA
MIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeacTB B Poccuiickoit denepanuu U BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro ®@enepannro;

0) mosyyeHue MOCTyMHaroeil B MOpsIKE, YCTAHOBICHHOM cTaThell 64 Hacrosero denepaibHOTO
3aKOHa, MH(POPMAIIUN O TTOOOYHBIX JIEHCTBUAX, HEKEIATEIBHBIX PEAKIUAX, CEPhE3HBIX HEXKEIATEIBHBIX
peakuusx, HeMpeABUICHHBIX HEKeNaTeNIbHbIX PeaKusaX Mpu NPUMEHEHUH JIeKapCTBEHHBIX MIPenapaTos,
00 MHAMBUIyaJIbHOM HENEepPeHOCUMOCTH, OTCYTCTBUU A(P(PEKTHBHOCTH JIEKAPCTBEHHBIX IpPErnapaToB, a
TaKke 00 MHBIX (PaKTax U OOCTOATENILCTBAX, IPEACTABISAIOIINX YIPO3Y KU3HU WIM 370POBBIO YellOBEKa
1100 KMBOTHOTO IPH NPUMEHEHHWHU JICKapCTBEHHBIX IMpEenapaToB M BBIABICHHBIX Ha BCEX JTamax
oOpalleHus JIEKapCTBEHHBIX NpenapatoB B Poccuiickoit deaepanuu 1 Ipyrux rocynapcrpax;

B) IOJIy4eHUE B cOOTBeTCTBUM ¢ PenepanbHbIM 3akoHOM OoT 31 mrong 2020 roga N 248-03 "O
rOCyJapCTBEHHOM KOHTpOJE (Haa30pe) M MYHHIMNAIbHOM KOHTposie B Poccuiickoit denepanun”
CBEJCHMI O MPUYMHEHUHU Bpela WK 00 yrpo3e NMpUYMHEHMs Bpeda *KU3HU, 3J0POBbIO TpakJaH WU
KUBOTHBIX.

Cratba 9.2. NocyaapCTBEeHHbIW KOHTpoOsnb (Hap3op) 3a peanusaumen opraHamm
MCNONHUTeNIbHON BnacTtn cyobektoB Poccunckon Pepgepaumm nonHomoumn B cdepe
obpallueHnsa nekapcTBeHHbIX CPeaAcTB AN MeAULIMHCKOro NpMMeHeHus

(BBenena ®PenepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

www.consultant.ru Crpanuua 21 u3 143
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=422308&amp;date=25.03.2023&amp;dst=100641&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=434816&amp;date=25.03.2023&amp;dst=102561&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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

1. TocynapcTBEHHBIN KOHTPOJIb (HAA30p) 3a peanu3alueil opraHaMHu HCIOJHUTENBHON BIIACTH
cyobekToB Poccuiickoit denepanuy NOoTHOMOYHMA B cdepe oOpalleHus JIEKapCTBEHHBIX CPENCTB JUIS
MEIMIIMHCKOTO MPHUMEHEHHS OCYUIECTBIISIETCS YMOJHOMOYEHHbIM IIpaBurensctBoM Poccuiickoin
®denepaii OPraHoOM UCIOJHUTEIBHOM BIACTH.

2. IlpenMeToM rocylIapCTBEHHOIO KOHTpoJs (Hax3opa) 3a peanu3anuedl  opraHamu
WCIIONHUTENBbHON BiacTu cyObekToB Poccuiickoit ®exepanun momHoMounii B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB I MEAMIIMHCKOTO MPUMEHEHUS SBISIETCS COOJIOCHUE YIOJIHOMOYEHHBIMU
OpraHamMH HCIOJHUTENIBHOW BiacTu cyObekToB Poccuiickoit denepanuyi METOIMKH yCTaHOBIICHHS
MpeeabHbIX Pa3MEpPOB ONTOBBIX HAN0aBOK U NPEIENbHBIX PAa3MEPOB PO3HUYHBIX HAA0aBOK K
(haKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM MTPOU3BOJUTENSIMHU JIEKAPCTBEHHBIX MPENapaToB, Ha
JICKapCTBEHHbIE IIpenapaThbl, BKIIOYEHHbIE B IIEPEYEHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX MTPENAPATOB.

3. Ilpu ocymiecTBIEHMH TIOCYAApCTBEHHOIO KOHTPOJsA (Haa30pa) 3a peanus3aluedl opraHamu
WCTIOJHUTENBHOW BiacTH cyObekToB Poccuiickoit ®enepamuu monmHomounii B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEACTB JUII MEAMIMHCKOIO NPUMEHEHUS MPOBOAATCSA  CICAYIOUIUE  BHUABI
MEpONPHUSITHI:

1) JOKyMeHTapHbIe IPOBEPKH;
2) BbIe3HBIE TIPOBEPKHU.

4. OpraHuzanus W OCYIIECTBICHHE T'OCYAapCTBEHHOTO KOHTpoisl (Haa3o0pa) 3a peanu3anuen
OpraHaMH HWCIIOJIHUTEIBHONW BIACTH CyOBekTOB Poccmiickori Denepanuu momHoMounii B chepe
oOpareHust JeKapCTBEHHBIX CPEJCTB UIsI MEAMIIMHCKOTO MPUMEHEHUs peryaupyroTcs denepaabHbIM
3aKOHOM OT 6 OkTs0pst 1999 roga N 184-®3 "O6 oOmMX MPUHIKIMAX OPTaHU3AINH 3aKOHOAATCIIBHBIX
(IpencTaBUTENbHBIX) U MCIIOJHUTEIBHBIX OPraHOB T'OCYJAapCTBEHHOM BiacTH CyOBeKTOB Poccuiickoit
Oenepaunn".

5. lomoxkeHwe O TOCYJAapCTBEHHOM KOHTpojie (Hag3ope) 3a peaju3alueil opraHaMu
WCTIOJHUTENIBHOW BiacTH cyObekToB Poccuiickoit ®enepamuu monmHomounii B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEJICTB I MEIULIMHCKOTO IpUMEHEHUs yTBepkaaercs lIpasurensctBom Poccuiickoin
denepanuu.

Cratba 9.3. PervoHanbHbIAW rocyfapCTBEeHHbIM KOHTposib (Hapg3op) 3a
NPUMEHeHMEM LieH Ha NeKapCcTBeHHbIe npenapaTtbl, BKITHOYEeHHbIe B NepeYeHb XXU3HeHHO
HeobXoAUMbIX U BaXKHEMLLUUX JIeKapCTBEHHbIX NpenapaToB

(BBenena ®PenepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. PernonanpHslii rocyJapCTBEHHBIM KOHTPOJL (HAA30p) 32 MPUMEHEHHUEM LIeH Ha JIEKapCTBEHHbIE
mpemapaTsl, BKIIOYEHHBIE B MEPEYEHb J>KU3HEHHO HEOOXOIUMBIX M BaKHEHIIHMX JIEKapCTBEHHBIX
MpermapaToB, OCYIIECTBIISCTCS OPraHOM HCIOTHUTENBHOUW BiacTu cyObekTa Poccuiickoit denepanuu,
YIOOJHOMOYCHHBIM  BBICHIMM  HCIIOJIHUTCIIBHBIM  OpraHOM FOCYHapCTBeHHOﬁ BJIaCTH CY6’beKTa
Poccuiickoit deneparum.

2. IlpenMeToM pErmoHaIbHOTO TOCYJAPCTBEHHOTO KOHTPOJIS (HA/A30pa) 3a MPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIC IIperaparbl, BKIIOYCHHbIE B MEPEYEHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEHMIIUX
JEKapCTBEHHBIX  MpemapaToB, SBISETCS  COOMIOJEHHE  OpraHU3alUsiIMH  ONTOBOM  TOPTOBIH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

JIEKapCTBEHHBIMH CPEACTBAMU, allTE€YHbIMU OpPraHU3alUsiIMHU, HHIANBUAYAIBHBIMU MTPEIIPUHUMATEISIMH,
UMEIOIIMMHU  JIMIICH3UI0O Ha (apMaleBTUYECKYIO JAeATeNbHOCTh, MEJUIIMHCKUMHU OpraHu3alusMHu,
UMEIOIIMMHU  JIMICH3MI0 Ha  (apMaleBTHYECKYI0  JEATEIbHOCTb, M HUX  000COOJICHHBIMHU
MOJIpa3ieieHus MU (aMOyTaTopusiMu, (perpaAmepcKuMu 1 (PeTbAIIepCKO-aKyIIePCKIMA TyHKTaMH,
LeHTpaMu (OTIeNeHnsIMU) o0IIe BpaueOHOM (ceMeltHOW) MPaKTUKH), PACIIONOKEHHBIMU B CEJIbCKHUX
HACEJICHHbIX IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE€UYHbIC OpPraHM3aLUH, HpPU Ppealnu3aluu
JIEKapCTBEHHBIX IpenapaToB TpeOOBaHMH K MPUMEHEHHIO II€H, YPOBEHb KOTOPBIX HE JOJKEH
MPEBBILIATh CyMMY (PaKTHUECKOW OTITYCKHOHM II€HBI, YCTAaHOBJICHHOM MPOM3BOAUTENIEM JIEKAPCTBEHHBIX
IIPENnapaToB, M KOTOpPbIE HE IPEBBIIAIOT 3apErMCTPUPOBAHHBIX MPEAEIbHBIX OTHYCKHBIX LEH, U
pa3MepoB ONTOBbIX Han0aBOK M (WIKM) pa3MepoB pPO3HUYHBIX HAA0aBOK, HE MPEBBIILAIONIIUX
COOTBETCTBEHHO Pa3MepOB MPeAETbHBIX ONTOBBIX HAA0aBOK U (WJIM) pa3MepOB MPeAETbHBIX POSHUYHBIX
HaJ0aBOK, YCTAHOBIICHHBIX B CyOBbekTe Poccuiickoit deneparuu.

3. Opranusanys M OCYLIECTBICHHE PETHOHAJIBHOIO I'OCYJapCTBEHHOTO KOHTPOJs (Haa3opa) 3a
NPUMEHEHHUEM IIeH Ha JIGKApCTBEHHBIE Npernaparhl, BKIOYCHHBIE B IEPEUCHb KU3HEHHO HEOOXOIUMBIX
U BaXXHEMIINX JIEKAapCTBEHHBIX NpenaparoB, peryiaupyrorcs denepanbHeiM 3akoHoM oT 31 urons 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpOJIE (Haa30pe) U MyHULMIATILHOM KOHTpoJie B Poccuiickoit
Oenepanun".

4. [TonoxeHue 0 peruoHaIbHOM IOCYAapCTBEHHOM KOHTpoOJje (Haa30pe) 3a NPUMEHEHHUEM LIeH Ha
JIEKapCTBEHHbIE IIpernaparhbl, BKIIOYEHHbIE B IEpeYeHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIMX
JIEKapCTBEHHBIX IPENApaToB, YTBEP)KJIAETCS BBICIIMM HCIOJIHUTEIBHBIM OPraHOM TIOCYAAapCTBEHHOM
BiacTu cyobekra Poccuiickoit deneparym.

Cratba 9.4. ®depepanbHblA rocyAapCTBEHHbIM  JIULIEH3UOHHbLIA  KOHTPOJSIb
OeATeNIbHOCTU NO NPOU3BOACTBY NeKapCTBEHHbIX CPeaAcTB
(BBenena denepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®@enepanbHblil TOCYJapPCTBEHHBIN JIMIEH3UOHHBIA KOHTPOJIb AESTEIBHOCTH IO IPOU3BOJICTBY
JIEKApCTBEHHBIX CPEJICTB OCYHIECTBISIETCS (PenepalbHBIMA OpraHaMH HCIIOJIHUTENFHONW BIIACTH,
ynostHoMo4eHHbIMU [IpaButenscTBoM Poccniickoit denepanun.

2. ®epnepanbHbIl TOCYJAPCTBEHHBIN JTUIEH3UOHHBIA KOHTPOJIb JESTEILHOCTH MO MPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBIsIETCS B cooTBeTCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTIENbHBIX BUAOB AeATeabHOCTH" U DenepanbHbIM 3aKOHOM OT 31
utoiig 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpOJIE (HaA30pe) U MyHULIUITAIbBHOM KOHTPOJIE B
Poccwuiickoit @enepanmu”. B pamkax ¢eaeparbHOro TOCYIAPCTBEHHOTO JUICH3MOHHOTO KOHTPOJIS
NEeSTeIbHOCTH [0 TPOMU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB IJIAHOBBIE KOHTPOJIbHBIE (HAA30pPHBIEC)
MEPOIPUATHSI HE MPOBOASTCS, IPU 3TOM MPOBOAMUTCSA MEPUOAMUECKOE MOATBEPKICHHE COOTBETCTBUS
JTUIEH3UATOB JTUIEH3MOHHBIM TpeOOBaHUSIM B cOOTBeTCTBHU ¢ DenepanbHbIM 3akoHOM OT 4 Mas 2011
rona N 99-®3 "O nuueH3upoBaHUU OTACIBHBIX BUAOB JIEATEIbHOCTH".

Mnaesa 5. PASPABOTKA, JOKITMHNYECKUE UCCIIEAOBAHUA
NNEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHWYECKUE UCCJIEANOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JEKapCTBEHHBIX CPEACTB BKIIOYACT B Ce0S MOHMCK HOBBIX (HapMaKOJIOTHICCKU
AKTUBHBIX BCHICCTB, IOCICAYIOMICC HN3YUYCHHUE HX JICKAPCTBCHHBIX CBOI)IICTB, JOKIIMHHUYECKHUEC
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

HCCIIeIOBaHMsI, Pa3pabOTKy TEXHOJIOTHI MPOU3BOACTBA (hapMaleBTHUECKUX CYOCTaHIUM, pa3paboTKy
COCTaBOB M TEXHOJIOTUH MPOU3BOACTBA JIEKAPCTBEHHBIX MTPENAPATOB.

2. @uHaHCcOBOE obecnieueHne pa3padOTKH JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBISETCS 3a CUET:
1) cpencTs dpenepanbHOro OrOIKETa;
2) cpeacTB pa3paboOTIYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CPEICTB IPOU3BOUTENEH JIEKapCTBEHHBIX CPEICTB npu BBITIOJTHEHUH
HAy4YHO-HUCCIIEIOBATENbCKUX Pa0OT MO JOTOBOPY MEXIY Pa3paOOTYUKOM JIEKAPCTBEHHBIX CPEICTB U
MIPOU3BOUTENIEM JIEKAPCTBEHHBIX CPEJICTB;

4) UHBIX HE 3aIPEIICHHBIX 3aKOHOATENLCTBOM Poccuiickoit denepaiinu HCTOYHUKOB.

3. IlpaBa  pa3paboTumka  JICKADCTBEHHOTO  CpPEACTBA  OXPAHSIOTCA  TPakKIaHCKUM
3aKOHOJIATEILCTBOM.

Cratba 11. [JoKnuHM4YecKoe wuccrnepnoBaHue JNIeKapCTBeHHOro cpeacTtBa Ans
MeaAULUHCKOro npumMmeHeHusA

1. I[OKJ'II/IHI/I‘-ICCKOC HCCICAOBAHUEC JICKAPCTBCHHOI'O CpPEACTBA AJid MCIHUIMWHCKOrO IMPHUMCHCHUA
MIPOBOAUTCA IMYTEM IPUMCHCHHA HAYYHBIX MCETOAOB OLCHOK B MHCIAX TMOIYYCHHA OOKa3aTCIbCTB
6630HaCHOCTI/I, KadecTBa U 3(1)(1)6KTI/IBHOCTI/I JICKapCTBCHHOT'O CPCICTBA.

2. JIOKJIMHUYECKOE HCCIIeOBAaHHE JIEKAPCTBEHHOI'O CPEACTBA S MEAMLIMHCKOTO NPUMEHEHHUs
MIPOBOJIUTCS. B COOTBETCTBUU C MpaBWJIAMHU HaJyIexaleil 1abopaTOpHON MPAKTUKH, YTBEPKICHHBIMU
YIIOJIHOMOYEHHBIM (he/IepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

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

3. Jlna opraHW3alMy M NPOBEJCHUS TOKIMHUYECKOTO HMCCIEIOBAHMS JICKAPCTBEHHOTO CPEICTBA
IUIT  MEOUIMHCKOTO TPUMEHEHHS pPa3paOOTUYMKU JIEKAPCTBEHHBIX CPEJICTB MOTYT HPHUBIIEKAThH
Hay4HO-UCCJIEJOBAaTEeIbCKHE OpraHu3aliy, O0Opa3oBaTelbHBIE OPraHM3allMM BBICIIETO O0Opa30BaHUS,
UMEIoIIe HEOOXOIUMYI0 MaTepHalbHO-TEXHUUYECKYI0 0a3y M KBaJM(PUIMPOBAHHBIX CIEIMAINCTOB B
COOTBETCTBYIOLIEH 00JIACTH UCCIIEIOBAHUSL.
(B pen. ®exnepanbHoro 3akona ot 02.07.2013 N 185-03)

4. ,HOKJ'II/IHI/I'-IGCKoe HCCICAOBAHUE JICKAPCTBCHHOI'O CpPEACTBA AJId MCIHUIMWHCKOrO IMPHUMCEHCHUA
IIPOBOAUTCA II0 YTBCPKIACHHOMY pa3pa6OT‘lI/IKOM JICKApCTBEHHOI'O CpPEACTBA IINIaHYy C BCACHUEM
MPOTOKOJIA 3TOTO HUCCICAOBAHUA W COCTABJICHUEM OTUCTA, B KOTOPOM COACPIKATCA PE3YJIbTAThI 3TOTO
HCCIICAOBAaHHUA W 3aKIIHOUYCHUC O BO3MOKHOCTU  IMPOBCACHUA  KIMHUYCCKOIO  HUCCICAOBAHUA
JICKApCTBCHHOTO IIplriapaTa JJIis1 MCAUITHUHCKOI'0 IPUMCHCHUS.

5. TlpoBeneHne MPOBEPOK COONIOACHUS TMPaBWI HaAJIekKaIeH a0opaTOpHOW TPAKTUKH U
MPaBOBBIX HOPM HCTOJB30BaHUS JKHUBOTHBIX TIPH TPOBEACHUU JOKIMHUYECKUX HCCICAOBAHUI
JIEKapCTBEHHBIX CPEACTB JUIsl MEIWLUHCKOTO MPUMEHEHHUS OCYIIECTBISETCS YIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTEIHHOM BIACTH.

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

6. PG3YHBTEITBI JOKIIMHHUYCCKOI'0 HMCCJICAOBAHUSA JICKAPCTBCHHOI'O CPCACTBA IAJId MCAHUIMHCKOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

NIPUMEHEHHUs MOTYT OBITh MpEACTaBJIECHbI B YIIOJHOMOUYEHHBIH (pelepanbHblii OpraH MCIOJHUTEIbHON
BJACTM B YCTAaHOBJIEHHOM IOPSIIKE B LEISAX TIOCYJAapCTBEHHOM pPETUCTpAlMU JIEKAPCTBEHHOIO
mpernapara.

Cratba 12. [oknuMHWYecKoe wuccriegoBaHWe JleKapCTBEHHOro cpeacTtesa W
KNUHMYECKOoe wuccrneaoBaHWe neKapCTBEHHOro rnpenapata Ans  BeTepuHapHOro
npUMeHeHus

1. JIoKIMHHYECKOE HCCIICOBAHKE JICKAPCTBEHHOTO CPEICTBA JUISI BETCPUHAPHOTO MPUMEHEHUS
MIpOBOAUTCA MMYTEM IPUMCHCHHA HAYYHBIX MCETOAOB OLCHOK B MHCIAX MOJIYYCHHS OOKAa3aTCIbCTB
0e30macHOCTH, KadecTBa W A()(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA, B TOM YHUCJIE OIPEIACICHHS
CpOKa €ro BBIBEJIICHUS W3 OpraHu3Ma >KMBOTHOTO, B IEJSIX OOecredeHus: 0e30MacHOCTH MPOIYKIHH
YKHUBOTHOTO TIPOMCXOXICHUS MOCIIE PUMEHEHUS COOTBETCTBYIOIIETO JICKAPCTBEHHOTO Mperapara.

2. JloxnuHMYECKOE HCCIENOBAHUE JIEKAPCTBEHHOI'O CPEACTBA M KIMHHUYECKOE MCCIEA0BAHNE
JICKApCTBEHHOTO TpenapaTta Jjsl BETEPUHAPHOTO MPHUMEHEHHs, MCCIEAOBaHHE OMOIKBHUBAJICHTHOCTH
YKa3aHHOT'O JIEKApCTBEHHOI'O Mpernapara MpoBOJATCS B COOTBETCTBUU C MPABUIAMH, YTBEPKICHHBIMU
YIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

3. JloxiIMHHYECKOe HCCIel0OBaHUE JIEKApPCTBEHHOIO CPEICTBA M KJIMHUYECKOE MCCIIEJOBAHUE
JICKapCTBEHHOTO Ipernapara il BETEPHUHAPHOIO NPUMEHEHUS MPOBOASTCA IO YTBEP)KICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPE/ICTBA IUIAHY C BEJCHHEM MPOTOKOJIOB 3THUX HCCIEIOBAHUN U
COCTaBJIEHUEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YJIbTAThl ITUX UCCIIECIOBAHUM.

4, I[J'I)I opraHu3aivii U NPOBCACHUA JOKIMHUYCCKOr0 UCCICAOBAHNA JICKAPCTBCHHOI'O CPEACTBA U
KIIMHUYCCKOIro  HUCCICAOBaHUA JICKAPCTBCHHOI'O IIpf€riapata [JIA BCTCPHUHAPHOI'O IMPUMCHCHUA
paBpa6OT‘lI/IK JICKAPCTBECHHOT'O CpEACTBA MOXKET IIPHUBJICKATH OpPraHu3alid, MMCIOIIHE H€O6XOI[I/IM}’IO
MaTCpHUAJIbHO-TEXHUYCCKYTO 6a3y u KBaJIH(i)I/II_II/IpOBaHHLIX CIICHuaJIuCTOB B COOTBGTCTBYIOH_IGI\/'I obnactu
HUCCICIOBAaHUA.

5. KiimHnyeckue uCCiaenoBaHMs JIEKAPCTBEHHBIX IIPENapaToB Ul BETCPUHAPHOIO IPUMEHEHUS
MIPOBOASATCS B BETEPUHAPHBIX OpraHM3alMSIX M B OPraHU3alusiX, OCYIIECTBISIOIIUX pa3BEACHUE,
BBIpAILIIUBAHUE U CO/ICPKAHHUE KUBOTHBIX, B LEJISIX:

1) YCTAaHOBJICHHS IIEPEHOCUMOCTH JICKAPCTBCHHBIX ITPEIIapaToOB 3J0POBBIMUA )KHBOTHBIMH,

2) noz[6opa ONTHUMAJIBHBIX HO3UPOBOK JICKAPCTBCHHLBIX TIIPCIIApaTOB MW KypcCa JICYCHHA Ha
KOHerTHOﬁ TpyHrIic ) XKUBOTHLIX C OIIPCACIICHHBIM BaGOﬂeBaHI/IGM;

3) ycranoBieHuss  Oe3omacHOCTH W 3((EKTUBHOCTH  JICKAPCTBEHHOTO  Iperapara,
MpeJHa3HAYEHHOTO ISl JICYCHHs OINPEACTICHHBIX 3a00JeBaHUN KUBOTHBIX, WIH 3()(HEKTHUBHOCTH

JIEKapCTBEHHOTO MpernapaTa i MpoPUIaKTUKH 3a00JI€BaHUIA 3JOPOBBIX KUBOTHBIX;

4) u3yyeHHs BO3MOXKHOCTEW pAacCIIMpeHHs] IMOKa3aHWM K MPUMEHEHHUIO 3aperdCTPUPOBAHHOIO
JIEKapCTBEHHOT'O TIperapaTa U BhISBICHUS paHee HEeU3BECTHBIX MOOOUYHBIX JEHCTBHIA.

6. Knuanueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O MpfriapaTta IJjid BETCPUHAPHOTO IMPUMCHCHUA
OCYHICCTBJIACTCA 3a CUHCT CPCACTB pa3pa60TqHKa JICKApCTBCHHOT'O CPCACTBA.

7. OtyeTsl © pe3yiibTaTax MOOKIMHHUYCCKOro HMCCICAOBAaHUA JICKAPCTBEHHOIO CPCACTBA U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

KIIMHUYCCKOIr0  HUCCIICAOBAHUA  JICKAPCTBCHHOI'O IIp€riaparta I  BCTCPUHAPHOIO  IIPUMCHCHUS
COCTaBJIAIOTCA paBpaGOTlﬂ/IKOM JICKAPCTBCHHOTO CpCACTBA C YUYCTOM 3aKJII0YCHUN opr aHHSaHHﬁ,
MNPUHHUMABIIMX YYACTUC B OPraHU3alun U IMPOBCACHHUU 3THUX HCCJICIOBaHUM.

8. KoHuTponb 3a mpoBeleHUEM JOKIMHUYECKHX HCCIEIOBAaHUIN JIEKApCTBEHHBIX CPEACTB H
KIIMHUYECKUX HCCIIEIOBAaHUM JIGKAPCTBEHHBIX TpernaparoB Ui BETEPUHAPHOTO IPUMEHEHUs
OCYILIECTBIISICTCSI YIIOJHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIIOJIHUTEIbHOMN BJIACTH.

agea 6. OCYLWECTBJIEHUE FOCYJAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 13. FlocyaapcTBeHHasi permcTpaums fekapcTBeHHbIX NpenapaToB
(B pen. @enepanpHoro 3akonHa ot 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumeyanue.

JlomyckaeTcss MpuMEHEHHWE B MEIMIIMHCKUX IIEJISIX HE 3aperuCcTPUpOBaHHBIX B P®D JieKapCTBEHHBIX
MpernaparoB, COJIEpKAIIUX HAPKOTHYECKHE CPEACTBA WJIM NCUXOTPOMHBIC BEIIECTBA, BBE3CHHBIX B
P® B cootBercTBUU C 4. 3.1 cT. 47 nanHoro gokymenta (. 8 cr. 3 @3 ot 27.12.2019 N 475-D3).

1. B Poccuiickoit @enepanun A0MyCKarOTCS IPOU3BOACTBO, U3TOTOBJICHHUE, XPAHEHHE, IIEPEBO3KA,
BBO3 B Poccuiickyro ®denepauuto, BeiB03 u3 Poccuiickonn denepanuu, pexiiama, OTILYCK, pealn3anus,
repenada, NPUMEHEHUE, YHUYTOKEHHE JICKAPCTBEHHBIX IIPENapaTroB, €CIW OHU 3apEeruCTPUPOBAHBI
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (heZiepalbHbIM OPTaHOM MCTIOTHUTENILHON BIACTH.
(uacts 1 B pen. @enepanproro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocygapCTBEHHOM perucTpaiyu moaJiexKar:

1) Bce JexapcTBEHHbIE Mpenapathl, BIEpPBbIE MOJUIekalllle BBOJAY B oOparieHue B Poccuiickoit
Odenepauny;

2) I5eKkapCTBEHHBbIE IIpenaparbl, 3aperuCTPUPOBAaHHBIE pPaHEE, HO IPOU3BEACHHBIE B JPYIUX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUHU C IEPEUYHEM HAWUMEHOBAHUI JIEKapCTBEHHBIX (POpPM, B HOBOM
JO3UPOBKE MPH J10KA3aTEIbCTBE €€ KIMHNUYECKON 3HAYMMOCTH U 3P PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MTPENapaToB.

3. 'ocynapcTBeHHast perucTpanys JIEKapCcTBEHHBIX MIPENapaToB OCYIIECTBIISETCS M0 pe3ybTaTaM
9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEJACTB, a T'OCYJApCTBEHHAs PErucTpauus OpQaHHBIX JIEKapCTBEHHBIX
IIPENapaToB OCYLIECTBISIETCS 10 pe3yjibTaTaM »SKCIEPTU3bl JOKYMEHTOB, IPEACTABIECHHBIX IS
oIpeziesIeHUs] BO3MOKHOCTH pacCMaTpPUBATh JIEKAPCTBEHHBIN IIpenapat sl MEAUIIUHCKOTO PUMEHEHUS
P  OCYIIECTBJIEHUH TOCYAAPCTBEHHOW pEerucrpaiud B KadecTBe Op(aHHOTO JIEKapCTBEHHOI'O
npernapara, v o pe3yJbTaTaM SKCHEePTU3bl JIE€KapCTBEHHBIX CPECTB.

4. l'ocynapcTBeHHast ~ perucTpanus  JIGKQPCTBEHHOTO  MpermapaTa  OCYLIECTBIISETCS
COOTBETCTBYIOIIIMM YIIOJIHOMOYEHHBIM (peiepalIbHBIM OpraHOM HCIOJIHHUTEIbHOW BIACTU B CPOK, HE
HpeBBIH_IaIOH_[I/Iﬁ CTa HMIECTUuACCATU pa60q1/1x I[H€I>'I CO IHA NPUHATHUA COOTBCTCTBYIOIICTO 3aABJICHUA O
rOCYJJapCTBEHHOM pPErucTpalfy JICKapCTBEHHOTO Mpernapara. B yka3aHHBIM CpOK BKIIOYAETCS BpeMs,
HEOOXOIMMOE sl IOBTOPHOTO MTPOBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUH CO
cratbeil 25 HacTosmero @eaepanbHoro 3akoHa. Cpok rocyJapCTBEHHON PETUCTPaILMK JIEKAaPCTBEHHOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

mpernapaTa HMCUUCHSIETCd CO JHSA MPHHSITHS COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (efeparbHbIM
OpraHOM HCIIOJTHUTENIBHOW BJIACTH COOTBETCTBYIOLIETO 3asIBICHHUS O TOCYJAapCTBEHHOW PEruCTpariuu
JIEKapCTBEHHOTO Tpermapara ¢ MPWIOKEHHEM HEOOXOAUMBIX JIOKYMEHTOB IO JI€Hb BBIJAYH
PEruCTPallMOHHOTO  yJIOCTOBEPEHHUS JIEKApCTBEHHOTO TMpernapaTta. Bpewms, HeoOxomumoe st
HalpaBJieHUs YIOJHOMOYECHHBIM (peepaibHbIM OpPraHOM HCTOJHUTEIBPHOW BJIACTH 3ampoca o
MPEACTABICHUH HEOOXOIUMBIX MAaTEPHAJIOB U MPECTABICHUS 3assBUTEIIEM OTBETA Ha JAHHBIN 3ampoc B
COOTBETCTBUM cO cTarbsiMu 16, 19 m 23 Hacrosmero denepasbHOrO 3aKOHA, HE YUYMUTHIBAECTCS MPHU
HCYUCJIEHUH CPOKA rOCYJapCTBEHHOMN perucTpaliu JIEKapCTBEHHOTO Mpernapara.

5. T'ocynapCTBEHHOW pErucTpaluy HE OAJIEKAT:

Koncynprantlntoc: npumeyanue.
C 01.03.2025 B 1. 1 4. 5 ct. 13 BHOCsATCs m3meHeHus (D3 ot 30.12.2021 N 463-D3).

1) nmekapcTBeHHBIE MpernapaThl, U3TOTOBJICHHBIC ANTECYHBIMU OPTAHMU3ALUSIMH, BETEPUHAPHBIMU
anTEeYHBIMU OPTaHU3ALMIMU, UHINBUIYATHHBIMH MIPEANPUHUMATEIISIMH, KOTOPbIE UMEIOT JTUIEH3UIO Ha
(hapMaleBTUUECKYIO JEsTebHOCTh, IO pEeLenTaM Ha JIEKapCTBEHHbIE IMpernapaTbl U TpeOOBaHUSIM
MEIUIIMHCKUX OpraHu3aliii, BETepUHAPHBIX OPraHU3AlIHIA;

2) J5eKapCTBEHHble NpenapaTrhl, NPUOOPETEHHblE (PU3MUECKUMM JMLIAMU 3a [pejaeiIaMu
Poccuiickoit denepanuu U npeIHasHaA4CHHbIE I INYHOTO UCIIOJIb30BaHU;

3) nekapcTBeHHbIE TIpenaparbl, BBO3UMBIE B Poccuiickyro ®enepanuio A oOKa3aHUs
MEIMIIMHCKOM TOMOIIM M0 JKMU3HEHHBIM [IOKa3aHUSIM KOHKPETHOTO TMAalM€HTa Ha OCHOBAHUU
paspelieHus, BEIIAHHOTO YIIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM MCTIOJTHUTEIHHOM BJIACTH;

4) nexkapcTBeHHBIE CpeACTBa, BBO3UMbIe B Poccuiickyto denepanuio Ha OCHOBAHUU BBIAAHHOTO
YIOJIHOMOYEHHBIM (e/iepaIbHbIM OpraHOM HCHOJHHUTEIBHOM BIacTU pa3pellieHus U MpelHa3HaueHHbIe
JUI TIPOBEACHMS KIMHUYECKHUX HCCIIEOBAaHUM JIEKApCTBEHHBIX IpenapaToB W (WIM) IPOBEIEHUS
JKCIEPTU3bl  JIEKAPCTBEHHBIX CPEACTB JJIA  OCYLIECTBICHUS TOCYHApPCTBEHHOW  pErucTpanuu
JIEKAPCTBEHHBIX IPENAPATOB;

5) bapmaneBTHUECKHE CyOCTAHIINM;

6) paauodapMaleBTHYECKHE JICKAPCTBEHHBIC IMpENaparhl, W3rOTOBJICHHBIC HEMOCPEICTBCHHO B
MEIUIIMHCKUX OpPraHU3aIlUsaX B MOPSJIKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM (hefepaabHbIM OpraHOM
HUCIOJIHUTEIBHOU BJIaCTH,

7) AexapCTBEHHbIE IPENapaThl, MPOU3BOIUMBIE JJIs SKCIOPTA.

6. He nomyckaercs rocyiapcTBeHHasi perucTparysi:

1) nexapCTBEHHBIX MpEnapaTroB, OTIMYAIOIIMUXCS APYr OT Jpyra KadeCTBEHHBIM COCTaBOM
JEUCTBYIOIUX BEIIECTB, 0] OJMHAKOBBIM TOPrOBBIM HANMEHOBAHUEM;

2) OOHOI'0 JICKApCTBCHHOI'O IIp€riapara, NpeACTABICHHOIO HAa TOCYAAapCTBCHHYIO PCTUCTPALIUIO B
OTHOIICHHWU OJHOI0 MW TOro KC€ MACPKATCIA WJIMW BJIAACIbIa PCrUCTPAIUOHHOTIO YIAOCTOBCPCHUSA
JICKApCTBCHHOT'O IIpfriapara B BUAC JABYX U Ooitee JICKAPCTBCHHLBIX IIPCIapaToB IOJ pPas3IMYHbIMHA
TOProBbIMW HAUMCHOBAHHUAMMU.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

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

7. Tlo 3ampocy (B aiekTpoHHOW (opMe WM Ha OyMa)KHOM HOCHUTENe) CyOBheKTa oOpaleHus
JICKApCTBEHHBIX ~ CPEICTB  COOTBETCTBYIOIIMM  YIIOJHOMOUYEHHBIM  (ellepalbHbBIM  OpraHOM
WCTIOJTHUTENIEHOW  BJACTH, OCYIIECTBISIIOIIUM TOCYNAapCTBEHHYIO DPETHCTPALUIO0  JIEKAPCTBEHHBIX
MpernapaTroB, B YCTAHOBICHHOM WM MOPSJIKE OCYIIECTBIISICTCS HAyYHOE KOHCYJIBTHPOBAHUE IIO
BOIIPOCaM, CBSI3aHHBIM C TPOBEICHUEM JOKIMHHYECKUX HCCIECIOBAHHM, KIMHUYECKUX HCCIICTOBAHUI
JICKQpCTBEHHBIX TPENapaToB, 3KCIEPTH3bl KAdyeCTBa JICKAPCTBEHHBIX CPEACTB, IPPEKTHBHOCTH U
0€30IaCHOCTH, C OCYILECTBIEHHEM TOCYAapCTBEHHOW pPETUCTpalMM JICKApCTBEHHBIX IperaparoB.
KoHcynbTupoBaHHE OCYIIECTBIISIETCS C MPHUBICYEHUEM (PeepaibHbIX TOCYIapCTBEHHBIX OFOJIKETHBIX
YUPEKICHUH, TOABEIOMCTBEHHBIX TaHHOMY (elepallbHOMY OpraHy HWCIOJHHUTEIBHOW BIIACTH W HE
YYaCTBYIOIMX B OPraHHU3aIM{ MPOBEACHUS AKCHEPTH3BI KauecTBa JICKAPCTBEHHBIX CPENICTB B IEIAX
OCYIIECTBIICHHUSI MX TOCYJapCTBEHHOW PETUCTpPAIlMd B COOTBETCTBUU CO CTaThed 16 HacTOAIIETo
denepanbHOTO 3aKOHA, B BUJEC OTBETA B MUCHbMEHHOM (POPME YITOJTHOMOUEHHOTO (hefiepaibHOTO OpraHa
UCTIOJHUTENIBHOM BJacTW Ha 3ampoc. Pa3smep B3uMaeMoOW C 3asgBUTENs IUIATHl OIpENessIeTcsl B
COOTBETCTBUHM C 3aKOHOAaTeNbcTBOM Poccuiickoii ®enepanuu 00 oOpraHu3alMyd MpPEAOCTABICHHS
TOCYJapCTBEHHBIX W MYHHIMIAIBHBIX yciuyr. MHpopmanus 00 OCYyHIeCTBICHHHM HAyYHOTO
KOHCYJIbTUPOBAHUs, B TOM YHCIIE CTaThH, 0030pHI, CIIPABOYHBIC MaTepHalbl M WHas WHpopMmamus o0
OCYIIIECTBIICHMM  HAay4YHOTO  KOHCYJbTHPOBAaHWS,  pa3Meniaercss Ha  o(uIualibHOM  caiTe
YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa UCTIOIHUTENILHOM BiacTh B ceTu "MHTepHeT" ¢ coOMoaeHnEM
OTpaHUYEHUH, YCTAaHOBJICHHBIX 3aKOHOAATEILCTBOM O MEPCOHAIBHBIX JAHHBIX, KOMMEPUYECKOH U (MIIH)
roCyJapCTBEHHOM TalHE.

8. T'ocynapcTBeHHass perucrpanusi JEKapCTBEHHBIX IPENapaToB, KOTOpbIE MpeAHA3HAUYEHbI IS
IIPUMEHEHNs B YCIOBUSAX BOCHHBIX JEHCTBHM, YpE3BBIYAWHBIX CUTyallMi, MpeayNnpexIcHUs
Ype3BbIUANHBIX CUTYalLUH, MPOQUIAKTUKY U JIEYeHUs 3a00J€BaHUH, NPEACTaBIAIONMX ONACHOCTh IS
OKpY’KalOIIMX, 3a00JIEBaHUI U MOpaXKEHUH, MOITYYEHHBIX B Pe3ysbTaTe BO3AEHCTBHS HEOIAronpusTHBIX
XMUMHUYECKHX, OMOJIOTHUECKUX, PAJUALMOHHBIX (PAaKTOPOB, U KOTOpPbIE pa3pabOTaHbl B TOM YHCIE IO
3aJaHui0 (peepanbHBIX OPTraHOB MCIOJHHUTEIBHON BIIACTH, YIOJHOMOYEHHBIX B 00JIACTH OOOpPOHBI
CTpaHbl M O€30MMaCHOCTH TOCY/AapCTBa, a TAKXKe JICKAPCTBEHHBIX CPEJCTB B CiIy4ae MX Ae(PEeKTypbl WiIH
pUCKa BO3HUKHOBEHHs Ne(EKTypbl B CBS3U C BBeJIeHHWEM B oOTHomeHuWH Poccuiickoit deneparuun
OTPAHUYUTEIIBHBIX MEpP 3KOHOMHYECKOIO XapakTepa OCYIIECTBISAETCS B IOPSAIKE, YCTaHOBJICHHOM
[IpaBurenscTBOM Poccuiickon Penepanuu.

(B pen. @enepanbubix 3ak0HOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-P3)

CraTtba 14. NMpuHUMNbI 3KCNEPTU3bI JIeKAaPCTBEHHbIX CPeACTB
(B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

1. 9Kcneansa JICKApCTBCHHBIX CPCACTB OCHOBBLIBACTCA HA IMPUHIHUIIAX 3dKOHHOCTH, CO6J'IIOI[GHI/I$I
npaB " CB060)1 YCJIOBCKAa W TpakAaHWHA, IIpaB HOPHIWYCCKOIO JiKId, HC3aBUCUMOCTHU 3SKCIICPTa,
OGBGKTI/IBHOCTI/I, BCCCTOPOHHOCTU H© IIOJIHOTHI HCCHeﬂOBaHHﬁ, IMPOBOAMMBIX C HCIIOJIB30BAHUCM
COBPCMCHHBIX I[OCTI/I)KGHI/II\/'I HaYKH W TCXHHUKH, OTBCTCTBCHHOCTHU @eﬂepaanoro roCyaapCTBEHHOI'O
6I021)KCTHOFO YUPCKACHUA II0 HNPOBCACHUIO SKCICPTHU3BI JICKAPCTBCHHBIX CPCIACTB M I3KCIICPTOB 3a
IIPOBCACHUEC U KAYECTBO SKCIICPTU3EI.

2. 3KCHepTI/I3a JICKApCTBCHHBIX NPCIapaToB I MEAUIHUHCKOI'O IPUMCEHCHU BKIHOYACT B ceobs:
1) OKCIICPTHU3Y AOKYMCHTOB, IMPCACTABJIICHHBIX IJIA ONPCACIICHUA BO3MOXKHOCTH PACCMATPUBATH

JIEKApCTBEHHBINA Mpenapar s MEIUIMHCKOTO MPUMEHEHHUS NPH OCYIIECTBICHHH TOCYIapCTBEHHOU
pEerucTpanuy B Ka4ecTBE Op(PaHHOTO JIEKAPCTBEHHOTO Mperapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

2) IKCIICPTU3Y MNPCHIIOKCHHBIX MCETOAOB KOHTPOJA KaA4YCCTBa JICKAPCTBEHHOI'O CpEACTBA H
KaueCTBa MNPCACTABJICHHBIX 06p8.3LIOB JICKAPpCTBCHHOT'O CPCACTBA C HCIIOJIB30BAHUCM 3THUX MCTOAOB
(ﬂaﬂee - OKCIICPTHU3a Ka4CCTBA JICKAPCTBCHHOI'O CpCZ[CTBa);

3) oKcnepTU3y OTHONICHHS OXHUAAeMOM IOJIb3bl K BO3MOXKHOMY PHUCKY INpPUMEHEHUS
JIEKApCTBEHHOTO Mperapara;

4) sKcHepTH3y PETHCTPAIMOHHOTO JIOChE Ha JIGKapPCTBCHHBIM IperapaTr B LENAX ONpeAeICHHS
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MIPENapaToB Il MEJUIIMHCKOTO TPUMEHEHUS.
(. 4 BBeneH PenepanbHbIM 3ak0HOM 0T 27.12.2019 N 475-D3)

3. DkcrepTr3a JEKapCTBEHHBIX MPENapaToB I BETCPUHAPHOTO MPUMEHEHHS BKIIIOYACT B Ce0s
IKCIIEPTH3y KavecTBa JICKAPCTBEHHOT'O CPEICTBA M JKCIEPTU3y OTHOIICHUS OXHMIaeMOH TOJB3bI K
BO3MOXHOMY PUCKY IIPUMEHEHUS JICKAPCTBEHHOTO Mperapara.

Ctatbas 15. ®depepanbHoe rocyAapCTBeHHOe 6loaKeTHoe yupexneHue no
npoBeAeHUI0 IKCNEepPTU3bl NIeKapCTBEHHbIX CPeaACcTB

DKcrepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMTCS (penepatbHbIM TOCYAAPCTBEHHBIM OFOKETHBIM
YUpeKIEHUEM COOTBETCTBYIOLIETO YIIOJTHOMOYEHHOTO (pesiepaibHOr0 OpraHa MCIOJHUTENbHOM BIACTH,
CO3/IaHHBIM i1 OOECIeUeHUs] HCIIOJIIHEHUS IMOJHOMOYUN 3Toro ¢eAepalbHOr0 OpraHa IO Bblaaye
paspellieHnii Ha MPOBENEHUE KIMHUYECKUX HCCIETOBAHHMM JEKapCTBEHHBIX MpernaparoB U (WiIH) IO
rOCYJJapCTBEHHOMN perucTpaiiy JeKapCcTBEHHBIX MpenapaToB (Jlanee - SKCIepTHOE YUPEKICHHE).

CraTtbsa 16. OpraHunsauusa npoBeaeHUs1 IKCNEePTU3bI NeKapCTBEHHbIX CPeaAcTB
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DxkcnepTusza JE€KapCTBEHHBIX CPEACTB MNPOBOAUTCS KOMHUCCHEW SKCHEPTOB 3SKCHEPTHOIO
YUpEXKJIEHUS, HA3HAUEHHON €ro PyKOBOAMTEJIEM, HA OCHOBAaHUU 33a/laHHS HAa IPOBEIEHHUE DKCIEPTU3BI
JICKApCTBEHHOTO CPEJCTBA, BBIAAHHOTO YIOJHOMOYEHHBIM (heepanbHbIM OpPraHOM HCIIOJHUTEIHHON
BJIacTH. PyKOBOAMTENh AKCIEPTHOTO YUPEKACHUS 00ECIeUnBaET HaJyIeXkKalllee MPOBEIEHUE IKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBMM C 3aJ]aHHEM, BBIJAHHBIM YIOJHOMOYEHHBIM (heepanbHbIM
OpraHOM MCIOJHUTEIbHON BIACTH, U OPTaHU3yeT MOArOTOBKY CBOJHOTO 3aKJIFOYEHHUS 3TOW KOMHCCHH.
B cocraB »TOM KOMHCCHMM TIO PEIIEHUIO PYKOBOJIUTENSI ASKCIEPTHOTO YUYPEKACHHUS MOTYT OBITh
BKJIFOYECHBI B KQUECTBE DKCIEPTOB JIUIIA, HE paboTarole B JaHHOM SKCIEPTHOM YUPEKICHUH, €CIIU UX
CHElHaIbHbIE 3HAHUS HEOOXOIMMBI Ul MPOBEJIEHUS 3KCIEPTU3bl U TAKUE AKCIEPTHl OTCYTCTBYIOT B
JTAHHOM JKCHEPTHOM YUPEKACHUU.

2. DKCHEpTOM MO MPOBEACHUIO IKCIEPTHU3bI JEKAPCTBEHHBIX CPEICTB SIBIACTCS AaTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YUPEKIEHUS, KOTOPBIM HMEeT BbICIIeE METUIIMHCKOE, (apMaleBTUYECKOe,
OHoJI0THYecKoe, BETepUHAPHOE WM XUMHYECKoe 00pa30oBaHKe U MPOBOJIUT SKCIIEPTUIY JIEKAPCTBEHHBIX
CPEICTB B OPSAKE UCIIOTHEHUS CBOMX JOJKHOCTHBIX 00s13aHHOCTEH (J1aee - IKCIepT).

3. Ilpu mpoBeaeHMH SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB 3KCIEPT HE MOXKET HAXOAMUTHCS B
KaKOH-TMOO 3aBUCUMOCTH OT JIMIA, HA3HAYHMBILIETO 3Ty JKCIEPTU3Yy, pa3paboTyhKa JEKapCTBEHHOTO
CPEJCTBA WK APYTUX 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX SKCIEPTHU3BI JIHII.

4. Tlpu mnpoBeneHUU SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB HE JOIMYyCKaeTcss UCTpeboBaTh y
3asiBUTENsT JUOO WMHBIX JIMIl MaTepuaibl, HEOOXOAuUMBbIC [UIsi MPOBEACHUSA SKCIepTH3bl. B ciydae
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"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

HEJ0CTaTOYHOCTU MPEACTABIEHHBIX JKCIEPTY MATEPHANIOB [UIsl JAaud 3aKIKOYEHHsS DKCIEPT CTAaBUT
BONPOC O TMPEJICTaBICHUH €My HEOOXOAMMBIX MAaTepHajoB IMEepel] PYKOBOAUTENIEM 3KCIIEPTHOTO
YUPEKACHUS, KOTOPBI 00paiaeTcs ¢ COOTBETCTBYIOIIMM 3allpOCOM B YITOJTHOMOUYEHHBIH (heepanbHbIit
OpraH MHCIIOJIHUTEIbHOW BIIACTH, BBIJABIIMM 3aJaHME Ha IPOBEIEHUE AKCIEPTU3bl JIEKAPCTBEHHOI'O
cpeacTBa. YKa3aHHbIN ¢enepanbHbI OpraH UCIOIHUTEIBLHOM BIACTH B T€UEHUE MATH pabounx AHEH co
JHS TOCTYIUIEHUS 3aIpoca PyKOBOIUTEINS SKCIIEPTHOIO YUPEKICHHUS HANPABIIACT 3asBUTEINIO 3aIPOC O
NIPEJCTaBICHUN HEOOXOAMMBIX MaTepuasioB. JJaHHBIN 3alIpOC MOXKET OBbITh MepesiaH YyIOJIHOMOYEHHOMY
MIPEICTABUTENIO 3asBUTEN JIMYHO IIOJ PACIUCKY, HANpaBIEH IO IOYTE 3aKa3HbIM MHCbMOM WU
nepesan B AJIEKTPOHHON (opMe MO TEIEKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3U. B ciydae HampaBieHus
JTAHHOT'O 3ampoca IO MOYTe 3aKa3HbIM MMCbMOM OH CUHTAETCS OJYyYEHHBIM 110 UCTEYEHUHU LIECTH JHEN
C J1aThl HAIIPaBJICHUS 3aKa3HOTO MHUChMa.

(dactb 4 B pen. DenepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBuTenp 00s3aH MPEACTaBUTh OTBET HA 3alpOC YHOJHOMOYEHHOTO (efepallbHOIO OpraHa
WCTIOJTHUTEJILHOM BJIACTH B CPOK, HE MPEBBIIIAIOIINN JEBIHOCTa PA0OYMX JTHEH CO JHS €ro MOJTy4eHHs.
YTOIHOMOYEHHBIH (eiepabHblii OpraH UCTIOHUTENILHOW BIIACTH, BBIIABIINN 3a/laHUE Ha MPOBEACHUE
9KCIIEPTU3Bl JIEKAPCTBEHHOTO CPEJCTBA, B TEUYEHHE ISTH PabOuMX JHEH co JHS MOCTYIUIEHHS OT
3asBUTENS OTBETA HA JAHHBIA 3alPOC HANPABIISIET TAaKOM OTBET B JKCIEPTHOE yupexiaeHue. B ciyuae
HENpeACTaBICHUS 110 UCTEYEHHM JEBSIHOCTAa pabouux AHEH 3asBUTEIEM OTBETa Ha JaHHBIM 3ampoc
YIOJIHOMOYEHHBIN (eiepabHblii OpraH MCIOJHUTEIBHON BJIACTH, BBIJIABIIMN 3aJaHUEe HA MPOBEACHUE
HKCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJCTBA, B TEUCHHE ISATH PabOYMX JHEH HampaBiseT B IKCIEPTHOE
YUPEKIECHUE YBEIOMIICHHE O HEIPEIACTABICHUU 3asBUTEIEM OTBETAa HA 3alpOC YKa3aHHOIO OpraHa.
Bpewmst co mHs HampaBiieHHs 3ampoca SKCIEPTHOTO YYPEKICHHS B YIOTHOMOUYEHHBIN (enepanbHbIi
OpraH UCIOJIHUTEIBHON BJIACTH J0 JHS MOJIYYEHHUS HKCIIEPTHBIM YUPEXKJICHHEM OTBETA Ha 3alpoc WU
YBEAOMIJICHHMsSI O HENPEACTaBICHUM OTBETA Ha 3alpoC HE YYUTHIBACTCS IPU MCUUCICHHH CpPOKa
IIPOBEJIEHUS KCIIEPTU3HI JIEKAPCTBEHHOT'O CPENICTBA.

(uactb 4.1 BBennena denepanbHbIM 3aK0HOM OT 25.11.2013 N 317-03)

4.2. Eciu B cOCTaBe perucTpaliMOHHOIO JI0ChE Ha JIEKAPCTBEHHBIN IpernapaT A MEAULIMHCKOIO
IIPUMEHEHHUsl COJEPKUTCSA MpeaycMoTpeHHas crtatbed 18, wactero 1.1 crarem 30 u crateen 34
HacTosmero @enepaJibHOTO 3aKOHA KONUS pELICHUS YIOJIHOMOYEHHOro (enepalibHOrO OpraHa
WCIIOJIHUTEJIBHOW BJIACTU O MPOBEIECHUM WHCIEKTUPOBAHMS MPOU3BOJIUTENS JEKAPCTBEHHBIX CPEICTB,
JKCIIEPTY A0 odopmiieHUs: pe3yibTaTOB AKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA MPEIOCTABISACTCS B
MOpPSAJKE M Ha YCIOBUSX, KOTOPBIE IMPENyCMOTpPeHbI yacTsIMu 4 u 4.3 Hacroseld cTaTbd, KOMUs
3aKJIIOYEHUST O COOTBETCTBUM HPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSM IPABUI
HaJuIexalled MpOU3BOJCTBEHHONW IPAKTHUKH, BBIJJAHHOTO YHNOJHOMOYEHHBIM (efepaibHbIM OpraHOM
VCTIOJTHUTEIBHON BIIACTH.

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.3. 3agBuTenb 00sf3aH NPEACTaBUTh B YIOJHOMOUYEHHBIN (eiepalbHblil OpraH UCIOIHUTEIbHON
BJIACTU KOMMIO 3aKJIIOUEHHUS] O COOTBETCTBUU MPOM3BOIUTENS JIGKAPCTBEHHBIX CPEACTB TPEeOOBAHUSAM
[IPaBUJ HAJJIEKALIEH NPOU3BOJCTBEHHONW IPAKTHKU B CPOK, HE IPEBBIIIAIONIUN CTa BOCBMUACCITH
pabounx IHEW cO JHs TOJIyYeHHs 3ampoca O €€ MPEJAOCTABICHHUU. YIIOJHOMOYEHHBIN (enepanbHbIi
OpraH HCIIOJIHUTEIBHOW BIIACTH, BBIJABIIMK 33JaHUE HA IPOBEIAECHUE HSKCIEPTU3BI JIEKAPCTBEHHOTO
CpeACTBa, B T€UECHUE MATU pabO4MX JHEH cO THS MOCTYIUICHHs OT 3asBUTENsI KOIMM 3aKIIOYEHUS O
COOTBETCTBUM IPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM MpPaBUJI  HaJUIeXKalleH
IIPOU3BOJCTBEHHON MPAKTUKH, HAIIPABJIAET €€ B OKCIIEPTHOE yUpexKIeHHE. B ciydae HenpencraBieHus
3asBUTEJIEM B YKa3aHHBIA CPOK KOIMM 3aKJIIOUYEHUS O COOTBETCTBHH ITPOU3BOIAUTEIIS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHHWSAM TIPABWII HAUICKANEH MNPOM3BOJICTBEHHON NPAKTUKHA YHOJTHOMOYECHHBIH
(denepanbHBI OpraH HCIOJHUTENBHON BIIACTH, BBIJIABIIMN 3a/laHWe Ha TMPOBEACHHUE DKCIEPTU3bI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

JICKQpPCTBEHHOTO CPEICTBA, B TEUYCHHUE MATH PAaOOYMX ITHEH HANpaBJIIeT B DKCIEPTHOE YUPEIKICHUE
YBEJIOMJICHHE O HEIPE/ICTaBICHUH 3asBUTEIEM KOMHMH 3aKIIOUYEHUS O COOTBETCTBUHM POU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUSAM IMPABWII HaJJICkKAIIEeH MTPOU3BOJCTBEHHON MPaKTUKU. Bpems co
JHS HAIMpPaBJICHHUS 3alpoca JKCIEPTHOTO YUPEXKJACHUS B YIOJIHOMOUYCHHBIM (efepanbHBId OpraH
WCTIOJTHUTEIIGHON BIIACTH IO JHS TIOJIYYCHHS DKCIEPTHBIM YYPEXKICHUEM KOIHH 3aKIFOYCHUS O
COOTBETCTBUHM TPOU3BOAMTENS JICKAPCTBEHHBIX CPEIACTB TpPeOOBaHMSAM TMPaBUJI  HaJUICKAIICH
MPOU3BOJICTBEHHON TPAKTHUKU WM YBEJAOMIJIGHHS O €€ HEMPEICTABICHHM HE YYHUTBHIBACTCS TIPU
WCYHCIICHUH CPOKA MPOBEACHUS IKCIIEPTHU3BI JIEKAPCTBEHHOTO CPECTBA.

(dactb 4.3 BBegeHa denepanbubiM 3akoHOM 0T 04.06.2018 N 140-D3)

5. OkcrepT HpH NPOBEIEHUH MMOPYYEHHOH €My pPYKOBOJHUTENEM 3SKCIEPTHOTO YUPEKICHUS
9KCHEPTHU3BI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) IIPOBECTU IIOJIHOEC HCCICAOBAHUC IIPCACTABJICHHBIX CMY O6”beKTOB, MaTCpruajIoB, HaTb
000CHOBAaHHOE M OOBEKTHBHOE 3aKJIIOUYEHHE II0 ITOCTAaBICHHBLIM nepea HUM  BOIIpoOCaM WA
MOTUBHUPOBAHHOC 3aKIIFOYCHHUC O HCBO3MOXHOCTH TMPOBCACHUA HM OSKCICPTHU3BI JICKAPCTBCHHOTI'O
cpeacrBa, €CJIM MNOCTABJICHHBLIC BOIIPOCHI BBIXOAAT 3a MPCACIIbI CIHCHHUAIBHBIX 3HAHUI 9KCIICpTa,
00BEKThI I/ICCJ'IGI[OBaHI/Iﬁ 1 MaTCpuajibl HCIIPUT'OJAHBI MJIW HEAOCTATOYHBI JJIA IPOBCACHUSA I/ICCJ'ICI[OBaHI/II\/'I
n aadr 3aKIH4YCHHUA h11%(s10) COBpeMeHHHﬁ YPOBE€Hb pa3BHUTHA HAYKHW HC IIO3BOJIACT OTBCTUTH HaA
IIOCTaBJICHHBIC BOIIPOCEHI;

2) He pa3riamarh CBEIEHUS, KOTOPbIE CTAIM €My M3BECTHBI B CBSI3U C MPOBEIEHUEM HKCIEPTH3BI
JIEKapCTBEHHOI'O CPE/JCTBA, & TAK)XKE CBEJEHMS, COCTABIISAIOIINE IOCYJapCTBEHHYI0, KOMMEPUYECKYIO WM
HHYI0 OXPaHsAEMYI0 3aKOHOM TaiiHy;

3) obecrieunTh COXpPaHHOCTH MPEACTABICHHBIX OOBEKTOB UCCIEOBAaHUN U MAaTEPHAJIOB.
6. DKCepT He BIIpaBe:

1) mpoBOIUTH IKCIEPTHU3Y JIEKAPCTBEHHOTO CPEICTBA MO OOpAIllEHUI0 HEMOCPEICTBEHHO K HEMY
OpraHu3aIyi Uin GU3NIECKUX JIHII;

2) CcaMOCTOSTEILHO COOMpaTh MaTepUalibl JUIsl TPOBEICHHS OSKCIEPTU3bI JIEKAPCTBEHHOTO
CpENCTBa;

3) NpOBOAUTE 3KCIEPTU3Y JIEKAPCTBEHHOT'O CPEJCTBA B KAYECTBE HETOCYIapCTBEHHOIO 3KCIIEPTa.

7. B ciyuae HEOOXOIMMOCTH OHKCIEPT BIIPABE XOJATalCTBOBATh IEpell PYKOBOAUTEIEM
9KCHEPTHOTO YUPEKIECHUS O IPHUBJICYEHUH K IPOBEJICHHUIO IKCHEPTH3bl JIEKAPCTBEHHOI'O CPEJICTBA
JPYTUX HKCIEPTOB.

8. Kaxplil 3KcepT, BXOASIIUN B COCTaB KOMUCCUH 3KCIIEPTOB, KOTOPOI MOPYYEHO NPOBEIACHHE
9KCIIEPTU3Bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHMO M CaMOCTOSITEJIBHO NPOBOJIUT HCCIEAOBAHUSA,
OLICHHMBAET pe3yJbTAThl, MOJYyYEHHbIE MM JIMYHO U JPYTMMM JKCIEpTaMu, U (OPMYJIUPYET BHIBOJbI
OTHOCHTEJILHO MOCTABJIEHHBIX BOIPOCOB B MpeiesiaX CBOMX CHEIUAIbHBIX 3HAHUH.

9. PCBYJ'IBTaTBI OKCIICPTHU3BI JICKAPCTBECHHOI'O CPEACTBA O(i)OpMJ'IHIOTCH 3aKJIFOYCHHUEM KOMUCCHH
9KCIICPTOB. B 3akmroueHnn KOMHCCHU 9KCIICPTOB YKa3bIBAKOTCA IICPCUCHDb I/ICCJIe,I[OBaHI/Iﬁ, 00BeM
MPOBCACHHBIX KaXJbIM 3KCIICPTOM HCCHG,Z[OB&HHf/'I, YCTAHOBJICHHBIC KaXXJIbIM U3 HHUX (baKTBI u
CACIaHHBIC B PC3YyJIbTATC HCCICIOBAHUM BBIBOIEL. 3KCHepT, MHCHUC KOTOPOro HE COBIIAAacT C
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

peHICHUEM KOMHUCCHUHU SKCIEPTOB, BIIPABC BLIPA3UTH CBOC MHCHHUC B MHCHMEHHOM q)OpMC, KOTOpPOC
npno6maeTc;1 K 3aKJIFOUCHUTIO KOMUCCHUU SKCIICPTOB.

10. DkcmepThl, BXOISIIME B COCTaB KOMHCCUH, HPEAYNpPEXIaloTcsi 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoi ®enepanuu 3a Aady 3aKIOUYEHHUS, COACPIKAIIETO
HEO0OOCHOBaHHBIC WK (aTbCU(UIIUPOBAHHBIC BBIBOJIBI, O YEM OHHM JIAIOT MOITUCKY.

11. Onpenenenuie ypoBHS NMpodeccuOHAIbHOMN MOATOTOBKH IKCIEPTOB U aTTeCTallMs UX HA TPaBO
MIPOBEJICHUS IKCIEPTU3BI JIEKAPCTBEHHBIX CPENICTB OCYIIECTBISIOTCS SKCIEPTHO-KBATU(UKAIMOHHBIMU
KOMHUCCUSIMU B TIOPSIIKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (eaepaabHbIM
OpPraHOM HCIIOJIHUTEIHHON BJIACTH. YPOBEHb MPOPECCHOHATBHOU MOATOTOBKH JKCIIEPTOB MOJICKUT
MEPECMOTPY YKA3aHHBIMH KOMHUCCHUSIMH HE PEKE YEM OJIUH pa3 B IATh JIET.

12. TlpaBwia mpoBeACHHUS SKCIEPTU3BI JICKAPCTBCHHBIX CPEJICTB W OCOOCHHOCTH 3KCICPTH3BI
OTHIETBHBIX BHJIOB JICKAPCTBEHHBIX IMpernapaToB (pedepeHTHBIX JICKapCTBEHHBIX IPENapaTos,
BOCIIPOU3BE/ICHHBIX JICKAPCTBEHHBIX MPENaparoB, OHOJOTHYECKHX JIEKaPCTBEHHBIX MPEnaparosB,
OMOaHANOTOBLIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX TMIpernapaToB (OMOAHAJIOrOB), TOMEOMATHUYECKHUX
JIEKapCTBCHHBIX  MPEMapaToB,  JIGKAPCTBEHHBIX  PACTUTENBHBIX  IpENaparoB,  KOMOWHAIIHIA
JIEKapCTBCHHBIX  IpemnaparoB), (OpMBI 3aKIFOUYEHUH KOMHCCHH JKCIIEPTOB  YCTAHABIIMBAIOTCS
COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (peJiepalbHbIM OPraHOM HUCITOJIHUTEIBHOMN BITACTH.

(dgactp 12 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumeyanue.
CM. 0COOEHHOCTH pa3pelInTeNbHBIX PEXUMOB B chepe oOpallleHus TeKapCTBEHHBIX MpernapaToB s
BETEpUHAPHOro npuMeHeHus, yTB. [loctanoBinenuem IIpasutenscta PO ot 12.03.2022 N 353.

Cratba 17. I'Io,qaqa n paccMoTpeHue 3asaBJrieHUs o rocyn,apCTBeHHoﬁ perncrtpauuvm
neKapcTBeHHOro npenapara Ans BeTepuHapHoOro NpMmMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlng rocynapCTBEHHOM pErucTpaluy JIEKAPCTBEHHOrO IIpernapaTa JUIsi BETEPUHAPHOIO
MIPUMEHEHUs pa3paboTUYMK TaKOro JIEKAPCTBEHHOrO Mpenapara WM YIOJIHOMOYEHHOE WM Jpyroe
IOpUAMYECKOe JIMIO (Jajiee B HACTOSILENH CTaThe - 3asBUTENb) MPEACTABIAET B YIOJIHOMOYEHHBIN
(denepanbHBI OpraH HCHOJHUTENBHOM BIIACTH, OCYIIECTBISIONIUN TOCYNapCTBEHHYIO PErHCTPAIUIO
JIEKapCTBEHHBIX MpEnapaTtoB A BETEPUHAPHOTO TNPUMEHEHHS, B JJIEKTPOHHON ¢opMe wuiu Ha
OyMa)KHOM HOCHUTENE 3asBJICHHE O TOCYAAPCTBEHHOW pPErHCTpaluu JIEKApCTBEHHOTO Iperapara Jyls
BETEPUHAPHOTO TNPHUMEHEHHUs, a TakkKe B [OPAJKE, YCTAHOBJIEHHOM COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (eiepabHBIM OpPIaHOM HCIOJIHUTEIbLHOW BIACTH, B AJEKTPOHHOU (opme Wi Ha
OyMa)XHOM HOCHUTEJIE HEOOXOAMMBIE JOKYMEHTBI, U3 KOTOPHIX (OPMUPYETCS PETUCTPALMOHHOE J10ChE
Ha JICKApCTBEHHBIN MpernapaT 1js BETepUHAPHOTO TPUMEHEHUS.

2. B 3asB1€HMH 0 rOCYJapCTBEHHOM perucTpanuy JEKapCTBEHHOIO IIpenapara Jisi BETEpUHApPHOTO
IIPUMEHEHHUs YKA3bIBAIOTCS:

1) HaumeHOBaHME U ajapec 3asiBUTENs, pa3paboTUMKa M IPOU3BOJIUTEINS JIEKAPCTBEHHOI'O
mpernapata JJisi BETEPUHAPHOTO NPUMEHEHUS U aJpec MecTa OCYILIECTBICHUS IPOU3BOJCTBA
JIEKapCTBEHHOTO IIpernapara Uil BETEPUHAPHOTO IpPUMEHEHHs (B Clyyae HaJW4Usi HECKOJIBKHX
YYaCTHHUKOB Tpoliecca MPOU3BOACTBA HEOOXOJUMO YKa3aTh KaXJI0T0 U3 HUX);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

2) HaNUMCHOBAHUC JICKAPCTBCHHOI'O IIpCiapaTta JJIs1 BETCPUHAPHOT'O0 IIPUMCHCHU A (Me)K,I[yHapOI[HOG
HCIMIAaTCHTOBAHHOC, WJIX I'PYIITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMCHOBaHI/Iﬂ);

3) MEpCUCHDb I[eﬁCTBYIOHlHX 1 BCIIOMOI'aTCJIbHBIX BCIICCTB, BXOAAIINX B COCTAB JICKAPCTBCHHOI'O
npemnapara JJjid BETCPUHAPHOT'0 MPUMEHCHU A, C YKa3aHUECM KOJIMUCCTBA KAXKAOT'O U3 HUX;

4) nexapcTBeHHass (opma, TO3UPOBKA, CHOCOOBI BBEACHHS W TPUMEHEHHS, CPOK TOIHOCTH
JIEKapCTBEHHOI'O Ipernapara Jisi BETepUHAPHOTO PUMEHEHHUS;

5) papmakoTrepaneBTHUECKas IpymIa;

6) He0OXOAMMOCTh MPUMEHEHUSI YCKOPEHHOM MPOIelyphl KCIIEPTU3HI JIEKApPCTBEHHBIX CPE/ICTB B
LIEJISIX TOCYIapCTBEHHOM PErMCTpaLlMy JIEKAPCTBEHHOTO IIpenapara;

7) KOIIMM TOKyMEHTOB, OATBEPKIAAIOIINX YIIJIATy TOCY1apCTBEHHON MOLUIUHBIL:

a) 3a MpOBEJIEHUE HKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEICTBAa U SKCIEPTU3bl OTHOILIEHUS
OKHJIaeMOW TMOJIb3bI K BO3MOXXKHOMY PHMCKY IPUMEHEHHsI JIEKapCTBEHHOro Iperapara Jyls
BETEPUHAPHOTO MPUMEHEHHUS IIPU €ro roCyIapCTBEHHON perucTparim;

6) 3a BbIAa4y PCTrUCTPAIMOHHOTO YAOCTOBCPCHU A JICKAPCTBCHHOTI'O MPCIIapara,

8) HamMuue corjacus, MPeJyCMOTPEHHOTO 4YacTbi0 7 HACTOSIIEH CTaThH, €CIM C MOMEHTa
peructpanuu peepeHTHOro JIEKAPCTBEHHOTO MperapaTa Uisi BETCPUHAPHOTO TPUMEHEHUS TPOIILIO
MeHee YeM IIECTh JIET.

(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PeructpanmonHoe JOChe B LENSAX SKCIEPTH3BI JEKAPCTBEHHOTO Tperapara JJIsl BETEPHHAPHOTO
pUMEHEeHHs (HOPMUPYETCs U3 CIEAYIOMINX TOKYMEHTOB U CBEJICHUM:
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBeeHHs O Aate MPEIOCTABICHUS M PETUCTPAMOHHOM HOMEpPE JIMIICH3UH Ha IPOM3BOJICTBO
JICKAPCTBCHHBIX CPEJCTB, NPEIOCTABICHHOW TMPOU3BOJUTEII0 PETHCTPHPYEMOTO JIEKAPCTBEHHOTO
npernapara Jijisi BeTepUHAPHOTO IPUMEHEHUS, 111 POCCHICKUX MTPOU3BOIUTEIICH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N _140-D3, o1 27.12.2019 N 478-D3)

2) cBeleHHs O JaTe MPEJOCTaBICHUS U PETHCTPALMOHHOM HOMEpe JIUICH3MM Ha MPOM3BOJCTBO
JICKApCTBEHHBIX CPEJCTB, NPEIOCTABICHHONW TMPOM3BOJUTENIO (hapMalleBTUYECKONH CyOCTaHIIHNH,
BXOJISIIIIEH B COCTaB PETHCTPHPYEMOTO JIGKAPCTBEHHOTO TIpernapaTa Jjisi BEeTEpUHAPHOTO TPUMEHEHHS,
JUTSl POCCUMCKHX ITPOU3BOIUTEIIEH;

(B pen. Deaepanbubix 3akoHOB 0T 04.06.2018 N _140-P3, o1 27.12.2019 N 478-D3)

2.1) Komusi JOKYMEHTa, BBIAAHHOTO YHNOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS IS
KaKJIOM IPOU3BOACTBEHHOM IUIOLIAJKH PETUCTPUPYEMOIO JIEKAPCTBEHHOIO Ipernapara Uit
BETEPUHAPHOIO NPUMEHEHUS U IMOATBEPXKAAIOLIETO COOTBETCTBUE IPOU3BOJIUTENS JIEKAPCTBEHHOTO
npernapata TpeOOBAaHMSAM [paBUJI HaJUIeXkKalled IMPOU3BOJCTBEHHOW IpPaKTUKU, U €ro MepeBoj Ha
PYCCKHH SI3BIK, 3aBEPEHHBIE B YCTAaHOBJICHHOM IOPSAJIKE, a TaK)K€ KOMMS 3AKIFOYEHUS O COOTBETCTBUU
IIPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAHUAM MPABWII HAJJIEXalled MPOU3BOACTBEHHON
NPAKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (ellepajbHbIM OpPraHoM HCIOJHUTENBHOW BJIACTH IS
KaKJIOM IPOU3BOACTBEHHOM IUIOLIAAKH PETUCTPUPYEMOIO JIEKAPCTBEHHOIO Ipernapara Uit
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

BETEPUHAPHOTO MPUMEHEHUS, TUOO0 KOMUS PEIIEHUS O MPOBEIECHUU MHCIEKTUPOBAHUS MPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJACTB, MPHUHSATOTO YIOJIHOMOYEHHBIM (elepalbHBIM OpPraHOM HCTOTHUTEIBHOM
BJIACTH ISl KAXI0M MPOU3BOACTBEHHOM IIIOMIAJIKU PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Ipernapara st
BETEPUHAPHOTO MPUMEHEHUs. YKa3aHHbIE JOKYMEHTHI MPEACTABISAIOTCS B CIIy4ae, €CJIM MPOU3BOJICTBO
JIEKapCTBEHHOTO Tpernapara OCylIecTBIIETCS 3a npeneiamu Poccuiickon denepannu;

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

2.2) xomusi JOKYMEHTa, BBIAAHHOTO YMOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOIUTENS
(dapmaneBTHUECKON ~ CyOCTaHIIMM W TMOATBEPKIAIOIIETO COOTBETCTBUE  MPOU3BOJUTENS
(dhapmareBTHUECKON CyOCTaHIIMH, BXOJAIIEH B COCTaB PErHCTPUPYEMOrO JIEKAPCTBEHHOIO IMpernapara
JUTsl BETEPUHAPHOTO MPUMEHEHHS, TPEOOBAHUAM MPABHII HAAJICKAIIEH MPONU3BOJCTBEHHON MPAKTUKU, U
€ro MEePeBoJT Ha PYCCKUMN S3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM TOPSKE, B CIIydae, €CIIH MPOU3BOICTBO
(hapMmareBTHUECKOM CyOCTaHITMU OCYIIECTBISAETCS 3a npeaenamu Poccuiickoit deneparuu;

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

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

4) DOKYMEHT, COJAEpKaIllui CIEAYIONIyI0 HH(pOpMaIuo o GapMaleBTHIECKONH CyOCTaHIMH WA
(hapmaieBTHUECKUX CyOCTaHIMIX, BXOIAUIMX B COCTaB JIEKAPCTBEHHOIO Mpernapara Ui BEeTepUHAPHOTO
IIPUMEHEHUS:

a) HauMeHOBaHHE (papMaleBTUUYECKONW CyOCTaHIIMU, €€ CTPYKTypa, oOimue CcBoiicTBa (mpu
TOCYJapCTBEHHON  perucTpalud  HMMMYHOOMOJIOTHYECKHUX  JIGKAPCTBEHHBIX  MpEnapaToB s
BETEPUHAPHOTO TMPHUMEHEHUS] TPEACTABISIIOTCA CBEACHHUA O IITaMMe, BKIIOYash €ro HanuMEHOBAHUE,
WHPOPMALIHIO O TPOUCXOKICHNH, €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 METOJ0B KOHTPOJISI HA BCEX
CTaudgX IMPOU3BOACTBA,

r) wuHpopmammss o mnpuMecsx (HE TMPEACTABISETCS TPU TOCYAAPCTBEHHOW PETUCTpALUU
MMMYHOOHOJIOTHYECKHUX JIEKApPCTBEHHBIX MIPETapaToB /Il BETEPUHAPHOTO IPUMEHEHMUS);
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

n) crnenudukanmus Ha  (apMalEeBTHUECKYH  CyOCTaHIMIO (HE TMpEACTaBIsSETCS TMpH
TOCYJapCTBEHHON  PErucTpaliid  MMMYHOOMOJIOTUYECKUX  JIGKAPCTBEHHBIX  MpENapaTtoB s
BETEPUHAPHOTO MMPUMEHEHHS );

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

€) onucaHle METOIUK KOHTPOJISl KaueCTBa;

) pe3yJbTaThl aHaln3a cepuil (apmaleBTHUEeCKONM cyOcTaHIMU (HE MpeACTaBisSIOTCS Mpu
rOCYyJapCTBEHHON  perucrpalud  HMMMYHOOMOJIOTMYECKHUX  JIEKAPCTBEHHBIX  IpEnapaTtoB  JJs
BETEPUHAPHOTO IPUMEHEHHUS);

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

3) NEpCUYCHb CTAaHAAPTHBIX 06p213].[0B HJIM BCUICCTB, UCIIOJIb3YyCMBIX IMTPU OCYHICCTBJICHUN KOHTPOJIA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Ka4dycCTBa,
I/I) OINMMCAHUC XAPAKTCPUCTUK U CBOICTB YIaKOBOYHBIX MATCPpUATIOB U YKYIIOPOYHBIX CPCACTB;

K) JaHHBIE O CTaOWIBHOCTH (HE TMPEACTABISAIOTCS TMPU TOCYNAPCTBEHHOW PETUCTPALUN
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPETapaToB JIJIsl BETEPUHAPHOTO MPHUMEHEHWS);
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

JI) CPOK FOJIHOCTH, YCIIOBUS XPaHECHHUS,

Koncynsrantllntoc: npumeuanue.

IIpu perucrtpanyu BOCHPOM3BEIEHHOIO IIpenapara IO YCKOPEHHOW NpOLEAype IOIyCKaeTcs
HENPECTaBICHUE CBEJICHUI B YaCTH OIMCAHUS METOJIOB, MX JOKYMEHTAJIbHOIO MOATBEPKACHUS IPU
MUCbMEHHOM 0053aTE€IbCTBE MX MPEAOCTAaBUTh B TeUeHHE |2 MecsleB co JHSA perucrpanu (
[ocranoBnenue [IpaButenscrtBa PO ot 12.03.2022 N 353).

5) otueTr o pe3ynbTarax JOKIMHHYECKOTO WCCIICIOBAHMS JIEKAPCTBEHHOTO CPEACTBA JUIS
BeTepI/IHapHOFO HpI/IMeHeHI/ISI, BKJ'IIOLIaIOHII/Iﬁ OIIMCaHUEC METOAO0OB onpeneneHI/m OCTATOYHBIX KOJINYCCTB
JIEHCTBYIOIIETO BEIIECTBA (JACHCTBYIONIMX BEIIECTB), JIOCTUTAIOMIETO (JIOCTUTAIOIINX) CHUCTEMHOTO
KPOBOTOKA, B IMPOIYKIIUU JKUBOTHOT'O MPOUCXOXKICHUS IMOCJIEC MPUMEHEHHS TaKOro JICKapCTBEHHOI'O
CPEICTBA, a TAKXKE JOKYMEHTAIbHOE MOATBEPkKACHNE (BAIUIAINS) YKa3aHHBIX METO/IOB;

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

6) OTUCT O Ppe3yJibTaTaX KIMHUYCCKOTO HMCCICAOBAHUA JICKAPCTBCHHOI'O Ipfrapara A
BC€TCPHUHAPHOI'O TMNPUMCHCHHA Yy KaXIOro BHJAAa JKHWBOTHBIX, YKa3aHHbIX B HWHCTPYKOHUH 11O

BETEPHUHAPHOMY IIPUMEHEHHUIO;

7) TpPOEKT UHCTPYKIUU 1O BETEPUHAPHOMY TNPUMEHEHHUIO JIEKApCTBEHHOrO Ipemnapara,
cozepxkalien cieayrone CBeAeHus:

a) HAaMMEHOBaHUE JIEKAPCTBEHHOTO Mpernapara Ui BETepUHAPHOTO MPUMEHEHUS (MEXIyHapOIHOE
HENaTEeHTOBAHHOE, WK IPYNIIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMUS);

0) mnekapctBeHHass ¢opMa C yKa3aHHEeM HaWMEHOBAaHMA M KOJIMYECTBEHHOTO COCTaBa
JIEHCTBYIOIIUX BEIIECTB U KAYECTBEHHOI'O COCTaBa BCIIOMOTaTEIIbHBIX BEIICCTR;

B) OIMMCAaHMUE BHECIIHETO B A JICKAPCTBCHHOI'O IIp€riapaTta Ajid BETCPUHAPHOI'O IPUMCHCHUS

r) (dapmakorepaneBTHUECKas TIpyIna JEKApCTBEHHOro Ipemnapata JJisl BETEPUHAPHOTO
IIPUMEHEHHUS WIM yKa3aHHEe "TOMEONaTHUECKHI JIEKapCTBEHHbIN npenapar';

o) ¢apmakonuHamMMKa W (papMaKkOKMHETHKa (32  HCKIIOYeHHeM  (apMaKOKHHETUKU
TOMEOTIATHYECKUX JICKAPCTBEHHBIX MPENapaToB M PACTUTENbHBIX JIEKAPCTBEHHBIX IPEMapaToB) WU
OIMCaHHe UMMYHOOHOJIOTHYECKIX CBOWCTB JIEKAPCTBEHHOTO TIpenapara;

e) IOKa3aHus JJIs1 MIPUMCHCHU A,

)K) ITPOTHUBOIIOKA3aHUS ISl IPUMCHCHUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

3) Mepbl NPEAOCTOPOKHOCTH IPU IPUMEHEHNH;

I/I) YKa3aHuC BO3MOXKHOCTH U 0CcOo0eHHOCTEH MNPUMCHCHUA Yy 6€peMCHHBIX JKUBOTHBIX, Y JKUBOTHBIX
B IICPUOJ JIAKTAllUH, Y TIOTOMCTBA )KNUBOTHBIX;

K) PEKUM JO3MPOBAHUS, CIIOCOO BBEJICHHUS M MPUMEHEHHs, IPU HEOOXOIMMOCTH BpeMs IpHeMa
JIEKApCTBEHHOTO MperapaTa il BETepUHAPHOTO IPUMEHEHUS, IPOJOJKUTENBHOCTD JICUEHUS;

J'I) BO3MOJKHEIE TOOOYHBIE HeﬁCTBHH, HEXKEIATCIbHBIC PEAKIHUU IIPpHU ITPUMEHCHUH JIEKAPCTBECHHOI'O
npemnapara it BETCPUHAPHOT'O IPUMCHCHUS

M) CUMIITOMBI IEPEIO3UPOBKH, MEPBI IO OKA3aHUIO IOMOILLY IPU NEPETO03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU IIperapaTaMy U (W) KopMaMu;
0) ¢opMBI BBIITyCKa JIEKAPCTBEHHOTO MpeTapara Jjisi BETEPHHAPHOTO MPHUMEHEHHS,

M) ykazaHue (IpH HEOOXOIMMOCTH) OCOOCHHOCTEH NeHCTBUS JIEKQpCTBEHHOrO Ipemnapara s
BETEPUHAPHOI0 IPUMEHEHHUS IPU TIEPBOM IIPUEME UJIH NP €r0 OTMEHE;

p) omucanue (MpH HEOOXOIMMOCTH) ACHCTBUH CIICIMANINCTA B 00JACTH BETEPUHAPHH, BIIaJIENbla
KMBOTHOTO TPH MpPOIYCKE NpUeMa OJHOW MM HECKOJBKMX /03 JIEKapCTBEHHOIO Ipemnapara ajs
BCTCPHUHAPHOI'O ITPUMCHCHUA,

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

C) CpPOK TOAHOCTH W YKa3aHHE Ha 3ampeT NPUMEHEHHs JIEKapCTBEHHOTO TIpemapara s
BETEPUHAPHOTO MPUMEHEHHUS 110 UICTEYEHUH CPOKa F'OJIHOCTH;

T) YCIIOBHSI XpaHEHMS;

y') YKa3aHuC Ha HeO6XOI[I/IMOCTL XpaHCHUA JICKAPCTBCHHOTIO Ipfcrapara 1 BCTCPHUHAPHOI'O
MNPUMCHCHUA B MECTaX, HCAOCTYIIHBIX IJIA ;[eTeﬁ;

¢) ykazaHue (mpu HEOOXOJMMOCTH) CHELMAIBHBIX MEpP MPEAOCTOPOKHOCTH NMPU YHUUYTOKEHUU
HEWCIIOJIb30BaHHBIX JICKAPCTBEHHBIX TPENapaToB ISl BETEPHHAPHOTO IPUMECHEHUS;

X) CPOKH BO3MOXXHOI'O HMCIIOJB30BaHUA IIPOAYKIHUH XKUBOTHOI'O ITPOUCXOXKACHUA IIOCIIE BBEACHUA
JKUBOTHOMY JICKAPCTBCHHOTO IIpCIiapaTa AJIsI BETCPUHAPHOTO IIPUMCHCHUS

1) YCIIOBUS OTITYCKa;

Y) HAMMEHOBAHUS W aJpeca IMPOU3BOJCTBEHHBIX IUIOMIAJOK MPOU3BOJUTENS JIEKAPCTBEHHOIO
npenapara Jijisi BEeTepuHaApHOTO MPUMEHEHHS;

II) HAaNMEHOBAaHWE, aJpec OpraHW3aIlMH, YIOJIHOMOYCHHOW JepXKaTelieM WM BIaJelbIeM
PETHCTPAlIOHHOTO  YIOCTOBEPEHHMsSI JICKAPCTBEHHOTO TIperapara Ha MPHHATHE TIPETECH3UH OT
MOTpeOUTENS;

8) IMPOCKTHI MAKCTOB HepBI/I‘-IHOI\/'I YIaKOBKH U BTOpH‘-IHOﬁ YIAaKOBKH JICKAPCTBCHHOI'O IIpCIiaparta
AJI1 BETCPUHAPHOT'O IPUMCHCHMUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 25.03.2023

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

9) cnenyromue CBEACHUS O JIGKAPCTBEHHOM IpernapaTe JijIsl BETepUHAPHOTO IPUMEHEHUS:
a) OMUCaHKe U COCTaB JIEKAPCTBEHHOTO TIperapara Jyisi BETEPUHAPHOTO MPUMEHEHUS;
0) ommcanue GapMaleBTUYECKON pa3paboTKu;

B) OIMCaHKE MPOIlecca MPOU3BOJICTBA M €r0 KOHTPOJIS, MMOAMMCAHHOE B TIOPSAKE, YCTAHOBICHHOM
B COOTBETCTBHHM C YACTHIO | HACTOAIIEH CTaThU;
(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

I) ONHMCaHWE KOHTPOJSA KPUTHYECKHX CTaJWi MPOU3BOJACTBA M INPOMEKYTOYHON NPOTYKIUH,
MOJIMMCAHHOE B TIOPSIJIKE, YCTAHOBJIEHHOM B COOTBETCTBHUH C YaCThIO | HACTOSIIEH CTaThH;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

7) HaUMEHOBAaHWS M ajapeca pa3padoTyMKa, AepkaTens WIM BIAAEIbla PETHCTPAL[IOHHOTO
YIOCTOBEPEHUS]  JIGKAPCTBEHHOTO  Iperapara, IMPOU3BOJACTBEHHBIX  IUIOMIAJOK  TPOW3BOIUTEIS
JIEKapCTBEHHOTO Ipenapara JUlsi BETEPHHAPHOTO NPUMEHEHHUS C yKa3aHUEeM CTaJHi TEXHOJIOTHYECKOTO
NpOIIECCa, OCYIIECTBIIEMBIX Ha MPOM3BOACTBEHHBIX IUIOMIAKAX IPOM3BOAMUTEINS JIEKAPCTBEHHOTO
npernapara Juisi BETepUHAPHOTO TPUMEHEHMS;

(B pen. @enepanbubix 3aKkoHOB OT 13.07.2015 N 241-P3, ot 02.08.2019 N 297-P3)

€) (hapmareBTHYECKasi COBMECTHUMOCTB;
) MUKpOOHOJIOTHYECKNE XapaKTePUCTUKH;
3) MaTepuaiIbHbIi OalaHC U1 IPOU3BOJICTBA CEPUU TOTOBOTO MPOAYKTA;

I/I) OIMMCAHUC XAPAKTCPUCTUK U CBOMCTB YIIaKOBOYHBIX MATCpUATIOB U YKYIIOPOYHBIX CPCACTB;

Koncynprantllntoc: npumeuanue.

IIpu perucrtpauum IO YCKOPEHHOH MpoLEnype MAOINYCKAeTCsl HENpPEACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbix mm. "K" m. 9 4. 3 cr. 17, mpu YCIOBHMM THCBMEHHOTO O00s3aTelibcTBa HMX
MpeoCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaButensctea PO ot

12.03.2022 N 353).

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BalMIalusl) MPOLIECCOB U (UJIN) UX OLEHKA;

J) TpeOoBaHUS K KayecTBY BCIIOMOraTeJIbHBIX BellecTB (cepTudukar, crneurduxanus Ha
BCIIOMOTaTEJIbHbIE BEILECTBA U UX OOOCHOBAHUE);

Koncynprantllntoc: npumeuanue.
[Ipu perucrpanum 1O YCKOPEHHOM TMpOLEAype JOMYCKAeTCs HENpPEACTaBICHUE JOKYMEHTOB,
npexycMoTpeHHbX . "M" m 9 u. 3 cr. 17, mpu yclIOBHM THCHMEHHOTO OO0s3aTeNbCTBA HX

IIPEIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaButenscrea PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKUC MCTOAUKH, HCIOJB3YCMBIC IIPpU OCYHICCTBJICHUNU KOHTPOJA Ka4CCTBaA

www.consultant.ru Crpanuua 37 u3 143
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=330696&amp;date=25.03.2023&amp;dst=100039&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=330696&amp;date=25.03.2023&amp;dst=100040&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=182628&amp;date=25.03.2023&amp;dst=100020&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=330696&amp;date=25.03.2023&amp;dst=100041&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=442670&amp;date=25.03.2023&amp;dst=100547&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=442670&amp;date=25.03.2023&amp;dst=100547&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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 25.03.2023

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

BCIIOMOTI'aTCJIbHBIX BCIICCTB,

Koncynprantllntoc: npumeuanue.

IIpu perucrtpauum IO YCKOPEHHOH MpoLEnype MAOIYCKAeTCsl HENPEACTaBICHUE JTOKYMEHTOB,
npeaycMoTpeHHbIx mm. "H" m. 9 4. 3 cr. 17, mpu yclIOBUM TMHUCBMEHHOTO O0s3aTelIbcTBA MX
MpeoCTaBUTh B TeueHue 12 mecsuen co nHs peructpauuu (Llocranosnenue [IpaButensctBa PO ot
12.03.2022 N 353).

H) JOKYMCHTAJIbHOC MOATBCPKIACHUC (BaJ'II/II[aHI/IH) AHAIIUTUYCCKUX MCETOAUK, UCIIOJIB3YEMBIX IMPU
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA BCIIOMOTI'aTCJIbHBIX BEIICCTB,

0) I/IH(l)OpMaHI/IH 00 HCIIOJB30BaHUM BCIIOMOI'aTEIbHBIX BCIICCTB YCJIOBCUCCKOI'O MW XHMBOTHOI'O
MMPOUCXOKIACHUA,

) yrpatuia cuiy. - @enepanpabiii 3akoH ot 02.08.2019 N 297-03;

p) TpeOoBaHMS K KadyeCTBY JIEKAPCTBEHHOTO IIperapara Uil BETEPHUHAPHOTO NPUMEHEHUs
(ceprudukar, crienuduKanys Ha JEKapCTBEHHBIH Mperapar ¥ X 000CHOBaHUE);

C) AHAIIUTUYCCKUE MCTOJAWKH, HMCIIOJIB3YyCMBIC IIPU OCYIICCTBIICHHUUW KOHTPOJIA KadceCTBa
JICKApCTBECHHOI'O IIpfriapaTta AJIs1 BETCPUHAPHOI'O IIPUMCEHCHU A,

Kouncynbrantlntoc: npumeyanue.

IIpu perucrtpanym IO YCKOPEHHOH MpoOLENype MAOIMYCKAeTCsl HENPEACTaBICHUE [OKYMEHTOB,
npeaycMoTpeHHbix . "t m 9 4. 3 cr. 17, mpu YCIOBHUM NHUCBMEHHOIO 00s3aTelibcTBa MX
IIPEIOCTaBUTh B TeueHue 12 mecsuen co nHs peructpauuu (Iloctanosnenue [IpaButensctBa PO ot

12.03.2022 N 353).

T) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJII/II[aI_[I/ISI) AHAIIUTUYCCKUX MCTOAUK, UCIIOJIB3YyCMbIX IIPH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOT'O IMpEriapaTa JJIA BETCPHUHAPHOT'O IPUMCHCHU A,

y) JOKYMEHT, MOATBEP>KAAIOIIMIA KayecTBO JIEKAPCTBEHHOI'O Ipernapara TpeX MPOMBIIUIEHHBIX
cepuil (MPOTOKOJI aHAIM3a WIM cepTU(UKAT aHanM3a), OJHA CEepHsl KOTOPOTO JOJDKHA COBMAAATh C
cepueil oOpasiia JeKapCTBEHHOTO Mpernapara, oAaHHOIO Ha PerucTpalyio;

&) xapakTepucTHKa puMeceii;

X) MEpeYeHb CTaHIAPTHBIX O0pPa3llOB, MCMOJIB3YyEMbIX MPU OCYIIECTBICHUM KOHTPOJIS KayecTBa
JIEKApCTBEHHOTO IIpernapara il BETepUHAPHOTO IPUMEHEHUS;

KoncynbrantlIntoc: npumeyanue.

[Ipu peructpauuu BOCIPOU3BEACHHOTO JIEKAPCTBEHHOI'O Mpernapara Mo YCKOPEHHOH Mpoleaype
JIONTYCKAETCsl HEMPEACTaBICHUE CBEACHUN, MpeaycMOoTpeHHbIXx nm. "n" m. 9 4. 3 cr. 17 npu
NUCHbMEHHOM O00s13aTeNbCTBE MX MPEJOCTaBUTh B TeueHHE 12 MecsleB cO JAHsA peructpanuu (
[locranoBnenue [IpaButensctBa PO ot 12.03.2022 N 353).

I_I) JaHHBIC O CTaOUIIBHOCTH JICKAPCTBCHHOTO IIpCIiapaTa AJisk BETCPUHAPHOTO IIPUMCHCHMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

10) xomus AOKyMeHTa, coepxaiiero MHGpOpMalHui O HAaTUYUA UM 00 OTCYTCTBUH (HAKTOB
pEerucTpalmu JeKapcTBEHHOIO Ipenapara JJii BeTepUHApHOro MPUMEHEHHUs 3a npeaenaMu Poccuiickoi
Oenepauuu;

11) cornacue B nuchbMeHHOU (popme, MpeayCMOTPEHHOE YacThiO0 7 HACTOSILEN CTaThbH, B CIy4yae
perucTpanyy BOCIPOU3BEIEHHOTO JIEKaPCTBEHHOT O IIpernapara;
(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

12) komust JOKYMEHTa Ha pPYCCKOM S3bIKE€, 3aBEPEHHOTO0 B YCTAHOBJIEHHOM TOpSJKE U
MOATBEPKIAOLIETO TIPAaBOMOYHOCTh 3asBICHHUA O TOCYJapCTBEHHOM PErucTpalMM JIEKapCTBEHHOIO
Ipernapara Jyisi BETEpUHAPHOTO IPUMEHEHUS (I0BEPEHHOCTb);

Koncynprantlntoc: npumeyanue.

Jo 31.12.2023 poccuiiCKHM HPOU3BOAUTENSIM Ppa3pelIeHO HE MPEACTaBIATh CBEICHHS B
cooTBeTcTBUU ¢ M. 13 4. 3 cr. 17 mpu peructpanui MUMMYHOOHOJOTHYECKHX JIEKAPCTBEHHBIX
npenaparoB ([loctanonenue [IpaButenscTBa PO ot 12.03.2022 N 353).

13) cBegeHUsT O TOCYAApCTBEHHOW PETUCTpAIMM TE€HHO-UHKEHEPHO-MOAU(PHUITIPOBAHHBIX
OpraHM3MOB, IMpEeJIHA3HAYEHHBIX [JS BBIIYCKa B OKpYXaloUlylo cpeay (Mpu TOCYIapCTBEHHOMN
pErucTpalvi JIEKAPCTBEHHBIX IpENapaToB [l BETEPUHAPHOTO TPUMEHEHHMs], IMOJIYYEHHBIX C
NPUMEHEHUEM T'eHHO-UHXECHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB WJIHM  COZACPIKALIMX  TaKue
OpraHU3MBlI).

(m. 13 BBenen denepanbHbiM 3aKoHOM 0T 02.08.2019 N 297-03)

4. Ilpu npoBeneHUH YCKOPEHHOW MPOLEAYpPbl SKCHEPTU3bl JIEKAPCTBEHHOrO IMpernapara s
BETEPUHAPHOTO MPUMEHEHUS B IEJIIX €r0 TOCYIapCTBEHHON PETUCTPAllMU BMECTO OTYeTa pa3padoTyuka
0 pe3yJibTatax JOKIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO CpEACTBA JUIsi BETEPUHAPHOTO
MPUMEHEHHUS MOXET OBITh MPEICTaBICH 0030p HAYYHBIX padOT O pe3ylbTaTax IOKIMHHYECKOTO
uccieoBaHus peepeHTHOTO JIEKapCTBEHHOTO Tpernapara Juisi BETepUHAPHOTO MPUMEHEHUS, 2 BMECTO
OTYeTa O PE3yJbTAaTaX KIMHUYECKOTO MCCIEHOBAHMS JICKAPCTBEHHOTO Ipernapara Jjisi BETEpUHAPHOTO
MPUMEHEHUST OTYeT O pe3yJibTaTax HCCIeJOBaHUN OHWOAKBUBAJICHTHOCTH BOCIPOU3BEIECHHOTO
JIEKApCTBEHHOTO MpernapaTa JJisi BETepUHAPHOTO IPUMEHEHUSI.

(uacts 4 B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

5. Ha »skcnepTu3y pasnuyuHBIX JIEKapCTBEHHBIX (POPM OFHOTO M TOrO K€ JIEKApPCTBEHHOTO
rmpenapara il BETEPUHAPHOIO IPUMEHEHMs 3asBUTENb IIPEACTABIIAECT OTICIbHBIC 3asBJICHUS U
pPETUCTpAIOHHBIE JI0Che HAa KKAYIO JEeKapcTBeHHYI0 ¢opmy. [Ipu ycrmoBum ogHOBpEeMEHHOH MOadu
Ha JKCTEPTU3Y OJHOM JIEKApCTBEHHOW (POPMBI C Pa3IMUYHBIMHU JO3UPOBKOM, KOHIIEHTpAIMEH, 00BEMOM
3asBUTEb MPEJCTABISAECT OJHO 3asBJICHHE W PETUCTPALMOHHOE JO0ChE C MNPUIIOKEHHEM MAKETOB
MEPBUYHOM YMAaKOBKM W BTOPUYHOW ymakoBkM. Ha makerax NHEpBHYHONW YNAKOBKM M BTOPUYHOMN
YIaKOBKH YKa3bIBAIOTCS BCE MPOU3BOAMMBIE JO3UPOBKH, KOHIIEHTPAIMH, 00BEMbI U KOJIUYECTBO JI03 B
YIIAaKOBKE JICKaPCTBEHHOTO IIperapara JUisi BETEPUHAPHOIO IPUMEHEHUS.

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

6. B ciyuae HempeacTaBiIeHUS C 3asABJICHUEM O TOCYAApCTBEHHOM PETUCTPAIMH JICKAPCTBEHHOTO
rpenapara Jijisi BETepHHApHOTO IPUMEHEHUS JOKYMEHTOB, MOTBEPKIAOIINX YIUIATy TOCY1apCTBEHHOM
[OIUIMHBI U YKa3aHHBIX B YHKTE 7 4acTH 2 HACTOALUEH CTaTbH, CBEICHHUM O JIMLEH3UAX, YKa3aHHBIX B
nyHkTax 1 ®m 2 dyactu 3 HACTOAIIEH CTaThW, a TaKXKe BbIIABaeMbIX (IIPEIOCTABIISIEMBIX)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

YIIOTHOMOYEHHBIMH  (peiepaabHBIMA OpraHaMH HCIIOJHHUTEIBHON BIIACTH JOKYMEHTOB (CBEICHHIA),
yKa3aHHbIX B MyHKTe 2.1 yactu 3 HacTosImIeHd CTaThbH, YIOJHOMOUYEHHBIN (enepanbHblii opran
UCIIOJHUTEJIBHOM  BJIACTH  3alpalluBaeT  yKa3aHHblE JOKYMEHThl  (CBEIEHHUs) B  IOpSIKE
MEXBEIOMCTBECHHOI'O I/IH(bOpMaIII/IOHHOFO BSaI/IMOI[eI\/'ICTBI/IH.

(uactsp 6 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nomyckaercs HCIONIb30BaHHE B KOMMEPUECKHUX IeNsAX HMHPOpMalMH O pe3yibTaTrax
JNOKIIMHUYECKUX  HCCIIENOBaHUM  JIEKApCTBEHHBIX  CPEACTB W KIMHUYECKUX  HCCIeAOBaHUMN
JIEKApCTBEHHBIX MpEnapaToB UIsi BETEPUHAPHOTO MPUMEHEHHUs, MPE/ICTABICHHON 3asBUTENEM s
roCyJJapCTBEHHOM perucTpanuu JICKapCTBEHHBIX MPErnapaToB, 0€3 ero corjiacusi B TEUCHHUE MIECTH JIET C
JaThl TOCYJApCTBEHHOW pETHUCTpallk PEePEPeHTHOrO JIEKApCTBEHHOTO IMpemnapara B Poccuiickoit
denepanuu.

8. Jlep>xaTenb WM Biajieel] perucTPallMOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOTO IpernapaTa Juis
BETEPUHAPHOTO MPUMEHEHUS MPEICTABISIET B YIIOTHOMOUYEHHBIH (eiepaibHbIil OpraH UCTIONTHUTEIbHON
BJIACTU OTYET MO pe3yjbTaTtaM (hapMaKoHaI30pa OJMH pa3 B IIECTh MECALEB B TEUCHUE JBYX JIET MOCIE
rOCY/JapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOro mnpenapara B Poccuiickoit ®Penepauuu, 3aTem
CIKCTOJHO B TCHCHHE MMOCIICAYIOIINX TPEX JICT U B I[ﬂJ'IBHGfIHICM OAVH pa3 B TpH roja.

(uactp 8 BBeneHa denepanbHbiM 3aKoHOM 0T 02.08.2019 N 297-03)

Cratba 18. Nopgaya n paccmoTpeHue 3asiBIeHUs1 O rOCyAapCTBEHHON perncrpauum
neKapcTBeHHOro npenapara Ana MeAULUUHCKOro NnpuMmeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlmsg rocymapCTBEHHOM pEruCTpallMM JIEKapCTBEHHOIO Ipenapara g MEAUIMHCKOIO
IIPUMEHEHUS IOPUIUYECKOe JIMI0, ACHCTBYOIIEe B COOCTBEHHBIX HMHTEpecax WIN YIOJHOMOUYEHHOE
NPEJCTABIATh MUHTEPECHl APYroro OPUIMYECKOro JHIa U 3asBIIAOLIee JEKapCTBEHHbIM Mpenapar Ha
TOCYJapCTBEHHYIO pPETUCTpalMio (Jajee B HAcTosed cTaTtbe - 3asBUTENb), MPEICTABISECT B
YIOJIHOMOYEHHBIH  (peepanbHblii  OpraH  HUCIOJHUTENBHOW  BJIACTH,  OCYIIECTBIISIOIIUI
rOCy/apCTBEHHYIO PErucTpalyio JIEKApCTBEHHBIX NPENapaToB [UIsl MEIULUHCKOTO NpPUMEHEHUus, B
UIEKTPOHHON (opMe M Ha OyMakKHOM HOCHUTENE 3asiBICHHE O TOCYJApCTBEHHOM perucrpanuu
JIEKapCTBEHHOI'0 Ipenapara Julsi MEIAMIUHCKOIO NPUMEHEHUs, a TakXKe B [OpSAJIKE, YCTaHOBJICHHOM
YIOJIHOMOYEHHBIM (hefiepalibHbIM OpPraHOM MCIIOJHUTEIbHON BIIACTH, B 3JEKTPOHHOM (opme M Ha
OyMa)KHOM HOCHTEJEe HeOOXOIUMBbIE JOKYMEHTBI, U3 KOTOPHIX (POPMUPYETCS PETHCTPALMOHHOE J0ChE
HAa JIEKApCTBEHHBIN ITpenapaT s MEAULUHCKOTO IPUMEHEHUS.

(uactp 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3as4BI€HUHU O rOCyJapCTBEHHOM pErncTpanuy JEeKapCTBEHHOIO MpernapaTa JUisi MEAUIUMHCKOTO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HaumeHOBaHME, aJpec 3asBUTENS M MPOMU3BOJUTENS JIEKAPCTBEHHOIO IpenapaTta i
MEJIULUHCKOTO MPUMEHEHHUs, CBeJIEHUsI 00 MX PETrHUCTpalMy B KaueCTBE HAJOTOIUIATENIbIINKA B CTPaHE
perucTpanuu (111 POCCHMCKUX IOPUINYECKUX JIUI] - HICHTU()UKAIMOHHBIA HOMEp HAJIOTOIJIaTeIbIIIKA
(MHH), nns WHOCTpaHHBIX IOPUAMYECKHX JIMI - CTpaHa pEerucTpaluy, HAUMEHOBaHUE
PErUCTPUPYIOLIETO OPTaHa, PErUCTPALMOHHBIA HOMEp, KOJ HAJIOrOIUIaTEIbIIMKa B CTPaHE PETUCTPALlUN
(MHKOpIIOpanMK) WM €ro aHajor) U aJpec MeCcTa OCYLIECTBICHMs IPOU3BOJACTBA JIEKAPCTBEHHOTO
npemnapara (B cilydyae HaJM4YUsl HECKOJIBKMX YYaCTHMKOB IpoIlecca €ro MPOM3BOJCTBA HEOOXOAMMO
yKa3aTh KaKJOro y4aCTHUKA B COOTBETCTBUH C OCYILIECTBIIIEMOM CTaIueN IPOU3BOACTBA);

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

2) HAaMMCHOBAHUC JICKAPCTBCHHOI'O IIpeTiapaTa 1JIs1 MCAUIITUHCKOT'O ITPUMCHCHU A (Me)K,I[yHapOI[HOG
HCIMIAaTCHTOBAHHOC, WJIX I'PYIITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMCHOBaHI/I}I);

3) MEpCUCHDb ﬂeﬁCTBYIOHlHX 1 BCIIOMOI'aTCJIbHBIX BCIICCTB, BXOAAIINX B COCTAB JICKAPCTBCHHOI'O
npemnapara i MEAUIUHCKOIO IPUMCHECHHA, C YKa3aHUEM KOJIMYCCTBA KaXXKI0Ir'0 U3 HUX;

4) nexapcTBeHHass (opma, TO3UPOBKA, CHOCOOBI BBEACHHS W TPUMEHEHHS, CPOK TOIHOCTH
JIEKapCTBEHHOT'O MpernapaTa Jisi METUIIUHCKOTO PUMEHEHUS;

5) (bapmakoTepaneBTHUeCKas rpymnrma, KOJI aHaTOMO-TEPANeBTUYECKO-XUMUYECKON
KJaccu(UKaluy, peKOMEHJOBaHHONH BcemupHON opranuzanueil 31paBOOXpaHEHHs, 3asBIsSEMbIE
IIOKa3aHus Ui IPUMEHEHHUS JIEKapCTBEHHOT' 0 Mpernapara i MEAULMHCKOTO IPUMEHEHHUS;

6) OTCYTCTBHE HEOOXOJMMOCTH TIPEIOCTABICHUS OTYeTa O pe3yJbTaTax KIMHUYECKOTO
WCCIICIOBAHMSI, UCCIIEAOBAaHUS OMOIKBHBAJICHTHOCTH JIGKAPCTBEHHOTO IIperapara, pa3pemeHHOTo s
MEJMIMHCKOTO TpuMeHeHusi B Poccuiickoit ®eneparnum Oosiee aBaANaTH JeT, C YKa3aHUEM
HOPMATHUBHBIX MPABOBBIX AKTOB, OJTBEPKIAIONINX TAHHBIN CPOK MPUMEHEHHS,

7) HeoOxoauMocTh oopMiIeHHUsl pa3pelieHus Ha BBO3 B Poccuiickyro ®enepannio KOHKpETHON
NapTUU  3apPETUCTPUPOBAHHBIX M (MJIM)  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJNCTB,
MpeHa3HAYEHHBIX JUIsl MPOBENEHUSI IKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LIESAX I'OCYAapCTBEHHON
perucrpanuy;

8) HCO6XO,Z[I/IMOCTB IMPOBEACHUA OKCIIEPTHU3bI NOKYMCEHTOB, IPCACTAaBJICHHBIX JIA OIPCACIICHUA
BO3MOXHOCTH pacCMaTpuBaATb J'IeKapCTBCHHHﬁ npenapar ajdd MCEAULIUHCKOIO IMPUMCHCHHA IIpU
OCYHICCTBJIICHUU FOCYHapCTBCHHOﬁ perucTpan B Ka4€CTBC Op(l)aHHOl"O JICKApPCTBCHHOTO IIpCIiapara;

9) He0OXOAMMOCTh MPUMEHEHUSI YCKOPEHHOM MPOIETyphl SKCIIEPTU3HI JICKAPCTBEHHBIX CPE/ICTB B
LEJAX TOCYTapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO IIpenapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIOMINX YIUIATy TOCYJapCTBEHHOM MOIUINHEI:

a) 3a IPOBCACHUC JSKCICPTU3BI JOKYMCHTOB, IPCACTABJICHHBIX IJId OINPEACICHUSA BO3MOXKXHOCTHU
paccMaTpuBaTh JICKapCTBeHHHﬁ npenapar it MEAUIUHCKOI'O MPUMEHCHUA TIpU OCYHICCTBJICHUHA
FOC}’I[&pCTBCHHOfI perucTpanu B Ka4CCTBC Op(paHHOFO JICKApCTBCHHOTO IIpCIiapara,

0) 3a MPOBEACHUE HKCIEPTU3bl KauecTBa JICKAPCTBEHHOTO CPEACTBA U IKCHEPTHU3bl OTHOIICHUS
0)KMJAEMOM MOJb3bl K BO3MOXHOMY PUCKY NPHMEHEHHS JEKAPCTBEHHOrO Mpemnapara, pa3pelieHHOro
JUTsl METMIIMHCKOTO TpuMeHeHust B Poccuiickoit deneparuu 6omnee aBaaaTH JIET, MPU OCYIICCTBICHUN
roCyIapCTBEHHOW PErucTpalyy JIEKapCTBEHHOT O IIpernapara;

B) 3a IPOBEJIEHUE SKCIEPTU3bl KAauecTBa JIEKAPCTBEHHOT'O CPEJICTBA M SKCIEPTU3bl OTHOLICHHUS
O)KMJIa€MOM TIOJb3bl K BO3MOXKHOMY pHCKY IIPUMEHEHHs JICKapCTBEHHOrO IIpenapara Juis
MEJIULHUHCKOr0 IIPUMEHEHUS IIPHU €0 I'OCYIapCTBEHHON PETUCTPALIUU;

F) 3a MPOBCACHHUE OJKCIICPTU3bI KA4YCCTBA JICKAPCTBCHHOI'O CPCACTBA M SKCICPTHU3BI OTHOIICHUA
O)I(I/I)IaeMOﬁ IMOJIB3BI K BO3MOXHOMY PpPUCKY TPHUMCHCHUA JICKAPCTBCHHOI'O IIp€riapara ajid
MCIUIHUHCKOI'0 IMPpUMEHCHUS, B OTHOIICHUHW KOTOPOI'O IMPOBEACHBI MCKAYHAPOJAHBIC MHOI'OLICHTPOBLIC
KIIMHUYCCKHUE HCCICAOBAHNA, YaCTb U3 KOTOPHBIX IIPOBCIACHA B Poccuiickoit (De,uepaunn, npu
OCYHICCTBJIICHUU FOCYHapCTBeHHOﬁ PEerucTpanru JICKApCTBCHHOI'O IIpCIiapara,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

11) HaJIMYUC COIJIaCusd MPOU3BOAUTECIIS JICKAPCTBCHHOI'O IIp€riapara, IMPOU3BOACTBO KOTOPOI'O
OCYHICCTBJIACTCA 3a IMpCaAciiaMu Poccuiickoit (Dej:[epaum/l, Ha MNPOBCACHUC HHCIICKTUPOBAHUA
MIPOU3BOAUTCIIAA HA COOTBCTCTBHUC Tpe6OBaHI/I$IM IIpaBHJI HaJJIeKaIem HpOI/I3BOIICTBCHHOI>'I IMMPAKTHUKHU,

12) Hanuuue coriacusi, MpelyCMOTPEHHOIO YacThio 18 HacTosel cTaTby;

13) yka3aHme BHAAa JIEKAPCTBEHHOTO Mpemapara, TMpPEACTABICHHOTO Ha PErUCTPANHNIo
(pedepeHTHBII  JeKapCTBEHHBI  mpemnapaTr, BOCIPOMU3BEIEHHBI  JIEKapCTBEHHBIM  Ipemnapar,
OMOJIOTMYECKHIi IEKapCTBEHHBIN MpenapaT, On0aHamoroBelid (OMOMOI00HbIN) IeKapCTBEHHBIN MpenapaT
(Omoanainor), roMeonaTHYeCKuil IeKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIN pacTUTENbHBIN Mpenapar).
(vactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrtpanvioHHO€ [0Ch€ Ha JIEKAPCTBEHHBIM Mpernapar Ajs MEAUIIMHCKOTO TPUMEHEHUS
MpeaocTaBisgeTcs B opMe 00IIET0 TEXHUYECKOTO TOKYMEHTA.
(dactpb 3 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen AOKYMCHTAIIUU AAMHUHUCTPATUBHOI'O XapPaAKTEPa BKIKOYACT B ce0s:

1) 3asBIeHME O TrOCYJapCTBEHHOW PErMCTPAIMM JIEKAPCTBEHHOIO INpernapara Julsi MeIUIIMHCKOTO
MPUMEHEHHS B AJIEKTPOHHOH opMe U Ha OyMakHOM HOCHUTEIIE;

2) KOMHI0O JOKyMEHTa Ha pPYCCKOM $3bIKE, 3aBEPEHHOIO B YCTAaHOBJIIEHHOM TIOpSAKE U
MOITBEP>KIAIOIIET0 TIPaBOMOYHOCTD 3asiBUTENIS M0/IaBATh 3asIBIIEHHUE O FOCYAAPCTBEHHOW pPEerucTpaluu
JIEKapCTBEHHOT'O Ipernaparta Jisi METUIIMHCKOTO IPUMEHEHHUSI (JOBEPEHHOCTD);

3) cBeneHUs O JaTe MPEIOCTABICHHUS M PETUCTPALMOHHOM HOMEpE JMIIEH3UU Ha NPOU3BOACTBO
JIEKAPCTBEHHBIX CPEACTB WJIM CBEIACHUS O Jare IPENOCTaBICHUS U PEruCTPAllMOHHOM HOMeEpe
3aKJIIQYEHUS O COOTBETCTBUM HPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSAM IIPABUI
HaJuIeXkalled IMpPOU3BOJCTBEHHOM TNPAKTUKHM, BBIJAHHBIX (TPEJOCTABICHHBIX) YIIOJIHOMOYEHHBIM
(denepanbHbIM OpPraHOM HCIIOJIHUTENBHONW BJIACTH B OTHOIIEHWU TPOM3BOJICTBEHHOM IJIOMIAAKU
PETUCTPUPYEMOrO JIEKAPCTBEHHOI'O IIpenapara, B CiIydae, €CIM IPOU3BOJICTBO JIEKAPCTBEHHOIO
npermnapara ocyuectsisiercs B Poccuiickoint @enepanuu;

(B pen. @enepanbhbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

4) KOMUIO MPEIOCTABICHHOW YIOTHOMOYEHHBIM OPTaHOM CTpPaHbI MPOU3BOJUTEINS JHUIICH3UU Ha
MIPOM3BOJICTBO JICKAPCTBEHHOTO TIperapara M €€ IMEepPeBOJ] Ha PYCCKUHM S3BIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM IMOPSJIKE, a TaKKe KOIWI0 3aKIIYCHHUS O COOTBETCTBHHM IPOM3BOIUTEIIS
JICKApCTBEHHBIX CPEJICTB TPEOOBAHMSM MPABHJI HAJUICXKAIIEH TIPOU3BOJICTBEHHOW MTPAKTHKH, BBIIAHHOTO
YIIOJIHOMOYEHHBIM (peliepaIbHBIM OPraHOM UCIIOJIHUTEIILHOW BJIACTH B OTHOIICHWUH MPOU3BOJICTBEHHOMN
TUIOMIAIKK PETUCTPUPYEMOTO JIGKAPCTBEHHOTO MperapaTa, WIH KOMHUIO0 PEHICHHs YHOJTHOMOYEHHOTO
(denepanbHOrO OpraHa HWCIOJHUTEIBHON BIACTH O TMPOBEACHUM WHCTICKTHUPOBAHUS MPOW3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB, B CIIyYae, €CIIA MMPOU3BOJICTBO JIEKAPCTBEHHOTO TIperapara OCyIIeCTBIIICTCS 3a
npenenamu Poccuiickoit @enepanuu;

(B pen. deaepanbubix 3akoHOB 0T 04.06.2018 N _140-P3, o1 27.12.2019 N 478-D3)

5) MIPOCKT MHHCTPYKIUHU IO MCAUIHWHCKOMY NPHUMCHCHUIO JICKAPCTBCHHOI'O IIp€liapara,
cozlepxcameﬁ CJICAYIOIINUC CBCACHUA:

a) HAMMEHOBAaHHUE JIEKAPCTBEHHOrO TMperapata (MEXIyHapOJHOE HEMaTeHTOBAHHOE, WIH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

TPYNIHPOBOYHOE, WM XUMHYECKOE U TOPrOBO€ HAUMEHOBAHMS);

0) nekapcTBeHHass ¢opMa C yKa3aHHEM HaWMEHOBaHUM ¥ KOJMYECTBEHHOIO COCTaBa
JEHCTBYIOIIMX BEHIECTB U KAYECTBEHHOTO COCTaBa BCIIOMOTATEIBHBIX BEHIECTB (MIPH HEOOXOIUMOCTH
KOJIMYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEIIECTB);

B) OTMCAHUE BHEITHETO BH/Ia JICKAPCTBEHHOTO TIpenapara Jijisi MeIUIIMHCKOTO PUMEHEHHSI;

r) GU3UKO-XMMHYECKHEe CBOMCTBA (U1 paanodapMaleBTUUECKUX JIEKapCTBEHHBIX MPENapaToB);

) ¢apmakoTepaneBTHUYeCKas Tpymna, KOJ JEeKapCTBEHHOTO IMpemapaTta Ais MEIUIIMHCKOTO
MPUMEHEHHUS 10  aHAaTOMO-TEepPaleBTUYECKO-XMMHUECKON  KIacCUpUKAIMK, PEKOMEHIOBaHHON
Bcemupnoii opranuzanueil 31paBOOXpaHEHHUs, WM YyKa3aHUE 'TOMEONMATHYECKUH JIeKapCTBEHHBIN

npenapat";

e) dapmakoguHamMuka W ¢dapMaKOKHMHETHKa (32  HUCKIIOYeHHEM  (apMaKOKHHETHUKH
rOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

K) TIOKa3aHUs sl IPUMEHEHHS,

3) IPOTUBONOKA3aHUs Il IPUMEHEHUS;

1) MEpBI IIPEIOCTOPOKHOCTU IIPU IPUMEHEHUH;

K) yKa3aHuUE BO3MOXKHOCTH U OCOOEHHOCTEW NpPUMEHEHHs JIEKapCTBEHHOIO Ipenapara ajs
MEIUIMHCKOTO TMpPUMEHEHUs OepeMEeHHBIMU JKEHIIMHAMH{, IKCHIIMHAMU B TMEPHOJ TPyAHOTO
BCKapMJIMBaHUS, IE€ThbMH, B3POCIBIMU, UIMEIOIIUMU XPOHUUYECKHE 3a00JIeBaHUS;

J) PeKUM JO03UPOBaHMUs, CIIOCOOBI BBEJCHHUS U MIPUMEHEHUs, PU HEOOXOAMMOCTH BpeMs IpueMa
JIEKAPCTBEHHOI'0 Ipenapara Juisi MEIULHUHCKOIO IPUMEHEHHUs], IPOJOJLKUTEIBHOCT JIEYEHUS, B TOM

YuciC y JIETeH 4O U IIOCJIe OJHOTO roaa,

M) BO3MOJXHBIC HECKCIIATCIIBHBIC PCAaKIUMU IPpHU HNPHUMCHCHUHW JICKAPCTBCHHOI'O IMpfcrapara Iajid
MCIUIUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO IIOMOILH NIPH N1€PEI03UPOBKE;
0) B3aUMO/JIEICTBUE C PYTUMH JICKapCTBEHHBIMHU ITpenapataMy U (MJI1) MUILEBBIMU IPOTyKTaMHU;
1) (hOpMBI BBIITyCKa JIEKAPCTBEHHOT'O IpenapaTa;

p) ykaszanue (Ipu HEOOXOAMMOCTH) OCOOCHHOCTEH ICHCTBUS JIEKAPCTBEHHOIO IperapaTta s
MCIUIUHCKOI'0 IPpUMCHCHUS IIPHU IIEPBOM IMPUCME UIIH IIPU €0 OTMECHE,

c) omucanue (Mpd HEOOXOAMMOCTH) JeHCTBUM Bpaua (¢enpamepa) u (WiIM) MalMeHTa MpU
IPOIYCKE IpHEeMa OJHOM WM HECKOJbKUX J03 JIEKapCTBEHHOIO IIpernapara Jull MEIUIIMHCKOTO
MIPUMEHEHHUS;

T) BO3MOXHOC BJIMAHUC JICKAPCTBCHHOI'O IIpfriapara A MCAUIUHCKOTO IPUMCHCHHUA Ha
CIIOCOOHOCTH YHOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MAMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

y') CPOK TOAHOCTH H YKA3aHUC Ha 3allpeT IPUMCHCHHUA JICKAPCTBCHHOI'O IIpfcliapara I
MCOUITUHCKOI'O IPUMCHCHUS 11O HCTCUCHUHN CPOKA 'OAHOCTHU;

&) ycrnoBus XpaHEHHUS;

X) YKa3aHuE€ Ha H€O6XOI[I/IMOCTI) XpaHCHHUA JICKAPCTBCHHOI'O Ipernapara M1 MCEAULIUHCKOIO
IMPUMEHCHUA B MECTaX, HCAOCTYIIHBIX IJIA HeTeﬁ;

1) yka3zaHue (Ipu HEOOXOIHMMOCTH) CIEUUATbHBIX MEp MPEAOCTOPOKHOCTH MPU YHUUTOXKEHUU
HEHCIOJB30BaHHBIX JICKAPCTBEHHBIX MPENapaToB A1 MEAUIIMHCKOTO IPUMEHEHHUS,

q) yCJIOBUS OTIYCKa;

1) HAUMCHOBAHHs M aJpeca MPOU3BOACTBEHHBIX IUIOMIAJ0K MPOU3BOAUTEINIS JIEKAPCTBEHHOTO
npernapara;

II) HAUMEHOBAaHHWE, aJpEeC OpPraHMU3aLUM, YIOJIHOMOYEHHOW Jep)kKaTesieM WM BIaJeibleM
PErUCTPALIMOHHOIO yIOCTOBEPEHHs JIEKAPCTBEHHOrO Ipenapara Uil MEJUIMHCKOTO INPUMEHEHUs Ha
MIPUHATHE IPETEH3UH OT MOTPEOUTEIS;

6) MHCTPYKLMIO 110 MEAULIMHCKOMY IIPUMEHEHUIO MU KPAaTKYl0 XapaKTEPUCTHKY JIEKapCTBEHHOTO
rpenapara, yrBepKJICHHbIC B CTpaHEe IIPOU3BOAUTEIIS;

7) MPOEKTHl MAaKETOB NMEPBUYHON YNAaKOBKM M BTOPUYHOM YIMAKOBKHU JIEKAPCTBEHHOI'O Ipernapara
JUTSL MEIMLIMHCKOTO TPUMEHEHNS;

8) IpOEKT HOPMATHBHON JOKyMEHTAalUM WJIM HOPMAaTHUBHOI'O JIOKYMEHTa Ha JIEKapCTBEHHBIH
npemnapar A1l MEJUIMHCKOT0 MPUMEHEHHsI TM00 yKa3aHHe COOTBETCTBYIOIIEH (apMaKoneiHON CTaThy;

9) mOKyMeHT, coaepkamuid HHOOPMAIIMIO O HAIWYUHU WIH 00 OTCYTCTBUHU (DAKTOB perucTparuu
JIEKapCTBEHHOTO Ipernapara JJjisi MEIULIMHCKOro MpUMEHeHus 3a npeaenamu Poccuiickoi @enepannu;

10) xonum JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM IMOPSIKE M MOJITBEPXKIAIOUINX (PaKT
perucTpalyy JIEKapCTBEHHOIO0 Mpernapara B HMHOCTPAaHHBIX TOCYyAapCcTBaX B KadecTBe Op¢aHHOIro
JIEKapCTBEHHOI'0 IIperapara;

11) IUIaH YyIpPaBJICHUA PpUCKAMU JJIA OMOJIOrHYECKUX JICKApCTBCHHBIX IIpCIlapaToB  JIsA
MCIUITUHCKOTI'O IPUMCHCHUS

12) mokymeHT o cucteme ¢GapMaKoHAI30pa JAepKaTens WM BIAJENIbla PETUCTPAIMOHHOTO
YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara;

13) moxyMeHT, MOATBEPKAAIOIIMN KayecTBO JIEKAPCTBEHHOI'O IperapaTa TpeX MPOMBIIUIEHHBIX
cepuil (IPOTOKOJ aHalIM3a WIM CepTU(UKAT aHAIW3a), OJlHA CepUsi KOTOPOro JOJKHA COBINAAATH C
cepueil oOpasla JIEKapCTBEHHOro Ipernapara il MEAMLUHCKOTO MPUMEHEHHs], MPeICTaBIEHHOIO Ha
rOCy/IapCTBEHHYIO PETUCTPALIMIO.

(dactp 4 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Paznmen xumudeckoi, hapManeBTUUEeCKOM M OMOJIOTMYECKONW JTOKYMEHTAIlMM BKIIIOYAET B ce0st
JOKYMEHTBI, cofepkamue WHPOpMaIuo o QapMarieBTUIECKON CyOCTaHIIMM U JICKAPCTBEHHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

npenapare jisl MCEAUIUHCKOI'O IIPUMCHCHHUA, HNPOHECCE €ro mnpou3BOACTBA U METOAAX KOHTPOJIA
KadeCTBa, B TOM YUCJIC:

1) Komur JOKyMEHTa, COAEPKAIIEro CICAYIONYI HHPopMaAIuo o0 (HapMaeBTHIECKON
cyOcTaHIu win GapMareBTHUECKUX CYOCTAHIIUSX, BXOSAIINX B COCTAB JIEKAPCTBEHHOTO Mpemnapara, 3a
WCKITIOYCHHEM WH(pOpMAIMu o (papMareBTHYCCKHX CYOCTAHIIMSX, BKJIFOYEHHBIX B TOCYIApCTBEHHBIN
peecTp JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHMHM CO cTaThel 34 HacTosiero deaepaibHOro 3aKOHa:

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 462-03)
a) HauMeHOBaHue (PpapMareBTUIECKON CyOCTaHINH, €€ CTPYKTypa, O0IIre CBOMCTBA,

0) HaMMEHOBAHUE U a/IpEC POU3BOIUTENS;

B) TEXHOJIOTHSI TIPOM3BOJICTBA C ONMMCAHUEM CTAJWKM MPOU3BOJICTBA U METOJIOB KOHTPOJIA HAa BCEX
CTaJusAX MPOU3BOJICTBA;

I') olMcaHue pa3pabOTKH MpoLecca NPOU3BOJICTBA;

) OTMCAaHNE KOHTPOJIS KPUTHUECKUX CTaJui MPOU3BOJCTBA U MPOMEKYTOYHOM MPOTYKIINH;
€) JOKyMEHTaJIbHOE MOATBEPKACHUE (BaTUIAIM) POLIECCOB U (UJIM) UX OLICHKA;

’K) CBOMCTBA U CTPYKTYypa JACHCTBYIOIINX BEIIECTB;

3) XapaKTepHUCTHKA IPUMECE;

n) crieunukanys Ha papMaleBTHUECKYIO CyOCTaHIINIO U €€ 000CHOBAHUE;

K) AaHAINTHYECKHE METOJIUKH, WCIIOJIB3yeMble NpPU OCYLIECTBICHHHM KOHTPOJII KadecTBa
(hapmaieBTHUECKOI CyOCTaHIINN;

J) JOKyMEHTaJIbHOE MOATBEPKACHUE (BaUAAIUA) aHAIUTHUYECKUX METOJHK, HCIIOIb3yEeMbIX MpHU
OCYILECTBIICHIUH KOHTPOJISI KauecTBa (papMaleBTH4ecKoi cyOcTaHuy;

M) pe3yJIbTaThl aHAJIM3a CEPHM (papMarleBTUUECKON CyOCTaHIINM;

H) IMepeueHb CTaHJApTHBIX OOpa3IOB WM BEUIECTB, HCHOJIb3YEMBIX IPHU OCYLIECTBICHUU
KOHTpOJIA Ka4eCTBa,

0) OIMCaHME XapaKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MaT€pPHUaJIOB U YKYTIOPOUHBIX CPE/CTB;

) JaHHbIE O CTAOMJIBHOCTH (hapMaleBTHUECKON CyOCTaHINM;

P) CPOK FOJIHOCTH;

1.1) B oTHomeHuHn (papManeBTUUECKUX CYOCTaHIMM, BXOIALIMX B COCTaB JIEKAPCTBEHHOI'O
mpernapaTa ¥ BKJIIOYEHHBIX B TOCYAApCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBHH CO
cratbeil 34 Hacrosdmero denepanbHOrO 3aKOHA, - KOMNMs JOKYMEHTA, COJEPXKALIEro CIEIYOLIYIO

nH(pOpMAILIHIO:

a) HaUMEeHOBaHMe (apMaleBTUUECKON CyOCTaHINH, e CTPYKTypa, oOII1e CBOUCTBA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

0) HAaMMEHOBaHUE U a/IpeC MIPOU3BOAUTENS;
B) pe3yJIbTaThl aHAIN3a cepuil papMalleBTUIECKON CyOCTaHIINM;

') CPOK T'OJIHOCTH;
(m. 1.1 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 462-D3)

2) JOKYMEHT, COJepKalluil CcIeAylolMe CBEACHHS O JIGKApCTBEHHOM IIpenapare s
MEIUIIMHCKOTO MPUMEHECHHUS:

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOT'O IIpCIiapaTta AJId MEAULIUHCKOTO ITPUMCHCHU,

0) ommcanue ¢apMaleBTUUECKONH pa3paboTku (00OCHOBaHME BBIOOpAa cCOCTaBa, MEPBUYHOMN
YIaKOBKU ¥ UHOTO);

B) TEXHOJIOTHSI TIPOM3BOJICTBA C ONMMCAHUEM CTAJWKM MPOU3BOJICTBA U METOJIOB KOHTPOJIA HAa BCEX
CTaJusAX MPOU3BOJICTBA;

I') ONHCAHWE KOHTPOJS KPUTHYECKUX CTaAWi TIpolecca MPOU3BOJACTBA W IMPOMEKYTOUHOM
MIPOIYKITNH;

1) HANMEHOBAHKE U aJ[peC MECTa OCYIIECTBICHUS MPOU3BOJICTBA JEKAPCTBEHHOTO Mpernapara Jis
MCIUIIMHCKOI'0 MNPHUMCHCHUSA (B CJIydyac HaJIM4Yusgd HCCKOJIBKUX YYAaCTHHUKOB IIpOLCCCa IPOU3BOJACTBA
HE0OXO0IMMO yKa3aTh KaKJOTO U3 HUX),

e) dapmareBTUIeCKasi COBMECTUMOCTH;

) MUKPOOHOJIOTUIECKHE XapaKTEPUCTUKH;

3) MaTepHaIbHbIN OallaHC IS TPOU3BOJICTBA CEPUU TOTOBOTO MPOIYKTA;

1) OMUCAHHUE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MAaTEPUAIIOB U YKYTIOPOUHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHNE (BaIM1alusl) POLIECCOB IPOU3BOCTBA U (WIN) UX OLICHKA;

J) TpeboBaHWS K KadyecTBY BCIIOMOTATENFHBIX BemlecTB (ceprudukar, cnenudukanus Ha
BCIIOMOTaTeJIbHbIE BEILIECTBA U UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUE MCETOAUKH, HCIIOJIB3YEMBIC IIpU OCYIICCTBJICHUN KOHTPOJA KadeCTBa
BCIIOMOTI'aTCJIbHBIX BCIICCTB,

H) JAOKYMCHTAJIBHOC MOATBCPKIACHUC (BaHI/I,Z[aI_II/IH) AHAIIUTUYCCKUX MCTOIAUK, UCIIOJIB3YCMbBIX IMPU
OCYHICCTBJICHNU KOHTPOJI Ka4€CTBA BCIIOMOT'aTCIIbHBIX BEIICCTB,

0) I/IH(i)OpMaHI/Ifl 00 HCIIOJB30BAaHUM BCIIOMOTaTEIbHBIX BC€IICCTB YCJIIOBCUYCCKOTO MW KHMBOTHOI'O
IIPOUCXOKIACHUA,

H) HH(bOpMaHI/IH 00 HCITOJIb30BAaHUU HOBBIX BCITOMOTaTEIbHBIX BC€IICCTB,

p) Tpe6OBaHI/IH K KadeCTBY JICKAPCTBCHHOTO IIpf€rapara I MCEAULIUHCKOTO TIIPHUMCEHCHUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

(cepTudukar, cnenudukalys Ha JeKapCTBEHHBIN Mpenapar u X 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIOJIb3YCMBIC IIPpU OCYHICCTBIICHUU KOHTPOJIA KaucCTBa
JICKApCTBCHHOTO IIperiapaTa JJId MCIUIUHCKOI'O IPUMCHCHU

T) AOKYMCHTAJIBHOC IMOATBCPIKACHUC (Bannz[aum[) AHAIIUTUYCCKUX METOAUK, MCIIOJIB3YyCMbIX IIPpH
OCYHICCTBJICHNHN KOHTPOJIA KAa4Y€CTBA JICKAPCTBCHHOTO ITpe€riapaTta JJid MEJUIWUHCKOI'O IPUMCHCHHUA

y) pe3yJIbTaThl aHAIN30B CEPUl IEKAPCTBEHHOTO IIpenapara st MEIUIIMHCKOTO IPUMEHECHNS;
&) xapakTepucTuKa MpUMecei;

X) NEepCUCHb CTAHAAPTHBIX 06pa3u013, HCIIOJIB3YCMBIX IPU OCYHICCTBIICHUU KOHTPOJIA KauCCTBa
JICKApCTBCHHOTO IIplriapaTa JJIs1 MCIUIUHCKOI'O IPUMCHCHUS

11) JaHHbIE O CTA0MJIBHOCTH JIEKAPCTBEHHOI'O IIperapara Jyisi MEJULIMHCKOTO IPUMEHEHMSL.
(uactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen ¢gapmakonornueckoi, TOKCUKOJIOTUYECKONW JOKYMEHTAIlMU BKJIIOYAeT B ce0sl OTYETHI O
pe3ynbTatax JOKIMHUYECKHX HCCIENOBAHUN  JIEKapCTBEHHOTO CpeICcTBa Uil  MEAHIIMHCKOTO
MIPUMEHEHHUS, B TOM YHCIIE:

1) otueT o hapMaKOIMHAMUIECKIX UCCIICTOBAHMSIX;

2) ot4eT 0 (hapMaKOKMHETHYECKUX HCCIICIOBAHUSIX;

3) OT4ET O TOKCUKOJIOTHYECKUX MCCIICTIOBAHUSIX.
(dactpb 6 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Paznen kauHUYECKOM AOKYMCHTAIIUU BKIIFOYACT B cebsl OTYETHI O pe3yiibTaTaXx KIMHHUYCCKUX
HCCIIeJOBaHUI JICKAPCTBCHHOT'O IIpcIiapaTa AJid MCAUIIMHCKOTO IPUMCHCHUA, B TOM YHUCJIC!

1) ordersl 00 wHCCIETOBAHUSAX OHOAOCTYIHOCTH W OWOIKBHBAJICHTHOCTH, MWCCIEIOBAHUSIX,
YCTaHABJIMBAIOIINX KOPPEISALHUIO PE3YJIbTAaTOB, TOJYYEHHBIX B YCIOBHX In VItro U in vivo;

2) oT4eTHl 0 PpapMaKOKMHETHUECKUX UCCIEIOBAHUSX;
3) otueTsl 0 (hapMaKOAUHAMUYECKUX UCCIIEIOBAaHUIX;
4) oT4eTHI O KIMHUYECKUX HCCIeT0BaHUAX (D (PEeKTUBHOCTH U 0€30MaCHOCTH;

5) OT4eT O MOCTPEruCTPALMOHHOM OIIBITE MPUMEHEHHUS (TIPU HATUYUH).
(uactp 7 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

8. TpeOoBanus k 00beMy WHPOPMAITUH, TPETOCTABISIEMON B COCTABE PETHCTPAIIMOHHOTO JIOCKE,
JUTSI OTZICTTEHBIX BUOB JICKAPCTBEHHBIX MPEMapaToB JUIsl MEAUITUHCKOTO TIPUMEHEHHS yCTaHABINBAIOTCS
YIOJIHOMOYEHHBIM (peliepaibHbIM OPTaHOM HCIIOJTHUTEIIBHON BIIACTH.
(uacts 8 BBenena denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

9. B oTHOIIEHUU JIEKAPCTBEHHBIX MPENapaToB, Pa3pelICHHbIX I MEAUIUHCKOTO MPUMEHEHHS B
Poccwuiickoit ®denepanuu Oojiee NBaaaTH JET U B OTHOIICHWU KOTOPHIX HEBO3MOXKHO IPOBEICHUE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

UCCIEIOBAaHUM HMX OMOSKBUBAJICHTHOCTH (32 HCKIIOUEHHUEM OHMOJOTHYECKHX JIEKapCTBEHHBIX
MpermapaToB), JOMYCKAeTCsl BKIIOUEHHE B COCTaB paszzenia (hapMaKoIOTHYECKOM, TOKCHKOJIOTHYECKON
JOKYMEHTAIlMN U pasjieia KIMHUYECKONH TOKYMEHTAIllMd BMECTO OTYeTa pa3paboTduka O pe3ylbTaTax
COOCTBEHHBIX JOKIMHUYECKUX HCCIICIOBAHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIEAOBAHUI
JIEKapCTBEHHBIX TMPENapaToB I MEIUIIMHCKOTO MPUMEHEHHS 0030pa HAay4HBIX pabOT O pe3ysbTarax
JOKJIIMHUYECKUX HCCIIEIOBAHUM JIEKApCTBEHHBIX CPEJACTB M KIMHUYECKHX HCCIEAOBAHUN JTaHHBIX
JIEKapCTBEHHBIX MPEMapaToOB, B TOM YKCIIE BKJIIOYAs OMBIT UX MOCTPETUCTPALIMOHHOTO MPUMEHEHHUS.
(uactb 9 BBeneHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3; B pen. PeaepanbHOro 3aKkoHa OT
27.12.2019 N 475-03)

10. IIpu rocyaapCTBEHHOM pPETUCTpally BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX MpENaparoB I
MEJUIIMHCKOTO TPUMEHEHHs JOMycKaeTcs BKJIIOYEHHE B COCTaB paszjaena (apMaKoJIOTHYECKOM,
TOKCUKOJIOTHYECKOM JOKYMEHTAallMd W paslena KIMHUYECKOM JOKYMEHTAllMM BMECTO OT4YeTa
pa3paboTyMKa O pe3ysbTaTax COOCTBEHHBIX JOKIMHUYECKHUX HMCCIEIOBAHUHN JIEKAPCTBEHHBIX CPE/ICTB
0030pa HayyHBIX PabOT O pe3ynbTaTax JOKIMHUYECKHX MCCIEOBaHUIN pedepeHTHOro JIeKapCTBEHHOTO
npernapara M MpeaCcTaBICHHEe BMECTO KIMHUYECKUX HCCIEIOBAHUN B IMOJHOM 0O0BEME, yCTaHOBICHHOM
pa3fenoM KIMHHYECKOW IOKYMEHTAIlMH, OTYeTa O Pe3ysIbTaTaxX HMCCIICAOBAaHMA OMOIKBHBAJICHTHOCTH
BOCIIPOU3BE/IEHHOTO JIEKAPCTBEHHOTO Tpernapara JUisi MeAMIMHCKOro mnpumeHeHus. He TpeOyercs
IIPEJCTAaBICHUE OTYeTa O pe3yJbTaTax HccIel0BaHUNH OHOIKBHUBAJIEHTHOCTH BOCIPOU3BEICHHOTO
JEKapCTBEHHOIO  IIpemapara Uil MEIWLUHCKOTO  INPUMEHEHHs, €CIM  PETUCTPUPYIOTCA
BOCIIPOM3BE/ICHHBIE JIEKAPCTBEHHBIE NTPENapaThl JUIsl MEAUILIUHCKOTO IPUMEHEHMS, KOTOPBIE:

1) mpenHazHayeHbl Ui MAPEHTEPAIBHOTO (IOAKOKHOTO, BHYTPHUMBILIEUHOTO, BHYTPUBEHHOIO,
BHYTPHUIJIa3HOTO, BHYTPHUIIOJIOCTHOI'O, BHYTPUCYCTaBHOI'O, BHYTPUKOPOHAapHOIO) BBEIEHUS U
IIPEJCTABISIOT cO00M BOAHBIE PACTBOPHI;

2) mpeCTaBiIsIOT CO00M PacTBOPHI AJIs MEPOPATILHOTO PUMEHEHHUS;
3) mpou3sBenieHbI B (hOpMe MOPOIIKOB WU THOPHIN3ATOB AJIs IPUTOTOBJICHHS PACTBOPOB;
4) ABASIOTCS ra3amu;

5) SBNAIOTCS YITHBIMHU MJIH TJIa3HBIMH JICKApPCTBEHHBIMH IIpETapaTaMu, IPOU3BEICHHBIMU B (hopMme
BOJIHBIX PaCTBOPOB;

6) npeaHa3HAYeHbI JJI1 MECTHOTO IPUMEHEHUS U IPUTOTOBJICHBI B JOPME BOJIHBIX PACTBOPOB;

7) mpencTaBIsAIOT COO0M BOJHBIE PACTBOPHI JJIS UCIIOJIb30BaHUS B (POpME MHTASAIINN C TOMOIIBIO
HeOymaii3epa Wi B KauecTBE Ha3aJbHBIX CIIPEEB, MPUMEHSEMBIX C IIOMOIIBIO CXOTHBIX YCTPOUCTB.
(uactb 10 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. [ns cnydaeB, yka3aHHbIX B nyHktax | - 3, 5 - 7 wactu 10 Hacrosmed crarbu,
BOCIIPOM3BEICHHBIN JIEKAPCTBEHHBIA Tperapar I MEAUIIMHCKOTO MPUMEHEHHS JTOJDKEH COIepKaTh
TaKHe YK€ BCIIOMOTATEIbHBIC BEIIECTBA B TAKUX K€ KOJMUYECTBAX, KaK U PePEPEHTHBIN JICKAPCTBEHHBII
npenapaT. Eciin cocTaBbl BCIIOMOTraTeNbHBIX BEIIECTB Pa3IMYarOTCs, 3asBUTENb JIOJDKEH IMPEICTABUTH
JI0Ka3aTeNIbCTBA TOTO, YTO HCIOIb3yeMble B JAHHBIX KOHIIEHTPAIMSIX BCIIOMOTATelIbHBIEC BEIECTBA HE
BIUSIOT Ha 0e30macHOCTh U (uiu) 3¢ (HEeKTUBHOCTh JIEKAPCTBEHHOTO Mpernapara s MEIUIUHCKOTO
npuMeHeHus. B ciyuae, ecnu 3asBUTENIb HE MOXKET MPEACTaBUTh TaKHe JOKa3aTeIbCTBAa U (WMJIU) HE
HMMEET J0CTyIa K COOTBETCTBYIOIIMM JaHHBIM, OH JOJIKEH MPOBECTH COOTBETCTBYIOIINE MCCIICIOBAHMS
JUTSl TOKAa3aTeIbCTBA OTCYTCTBUS BIMSHHS Pa3HBIX BCTIOMOTATEBHBIX BEIIECTB MJIM BCIIOMOTATEIIBHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

YCTPOMCTB Ha Oe30macHOCTh U (WiN) 3((PEKTHBHOCTH JIEKAPCTBEHHOTO Tpernapara sl MEAUIIHCKOTO
NPUMEHEHUS B COOTBETCTBHHM C aKTaMH, COCTABISIOIMIMMHU TNpaBo EBpa3uiickoro 3KOHOMHYECKOTO
COI03a.

(uactp 11 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-®3; B pen. denepaibHOro 3aKkoHa OT
22.12.2020 N 444-D3)

12. Tlpum rocymapCTBEHHOW  perucTpaliii KOMOWHAIMA  paHee  3aperMCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPEnapaToB A MEAMIIMHCKOTO TMPUMEHEHHs JOMYyCKaeTCs BKIIIOUEHHE B COCTaB
paznena  (hapMakOIOTUYECKOW, TOKCHUKOJIOTMYECKON JIOKyMEHTAllMd U pas3lieia KIMHUYECKOU
JOKYMEHTAIlMd BMECTO OT4YeTa pa3padoTyuka O pe3yibTarax COOCTBEHHBIX JOKIMHUYECKHX
WCCIICIOBAaHUM JICKAPCTBEHHBIX CPEJCTB 0030pa HAYYHBIX pPabOT O pe3ylbraTax JOKIHHUYICCKHIX
WcCheoBaHUN  pePEpPeHTHBIX JICKAPCTBEHHBIX TMPEMapaToB, BXOMAIIMX B COCTaB KOMOWHAIMH
JIEKapCTBEHHBIX MPENapaToB, U 00 OTCYTCTBUH UX B3aUMOJCUCTBHUS B OJIHOM JIeKapCTBEHHOU (hopMe.
(uacts 12 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

13. Ha skcmepTudy pa3iuuYHBIX JIEKaPCTBEHHBIX (POPM OJHOrO M TOTO K€ JIEKapCTBEHHOTO
mmpenapara Juisi MEIULUHCKOIO IIPUMEHEHUs 3asBUTENb IIPEACTABIISICT OTACIBHBIE 3asBICHUA U
PETUCTpAIMOHHBIE JI0ChEe HAa KAKAYIO JeKapcTBeHHYI0 ¢opmy. [Ipu ycrmoBun ogHOBpeMEHHOH MOadu
Ha JKCTEePTU3Y OITHOM JIEKApCTBEHHOW (POPMBI C Pa3TMUYHBIMHU JO3UPOBKOM, KOHIIEHTpAINEH, 00BEMOM
3asBUTEb MPEJCTABISAECT OJHO 3asBJICHHE W PETUCTPALMOHHOE JOChE C MPUIIOKEHHEM MAKETOB
YIaKOBOK Ha KXIYIO TO3UPOBKY, KXY KOHLIEHTPAILIUIO, KaXIbIi 00beM M Ka)KI0€ KOJUYECTBO J103
B YIIAKOBKE.

(uactp 13 BBeneHa PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

14. Tlpu rocynapCTBEHHOW perucTpanu op(aHHOTO JIEKAPCTBEHHOTO Mperapara 3asBUTEIb
npeAcTaBIsieT HHGOPMAIINIO, HEOOXOMUMYIO 711 GOPMHUPOBAHUS pa3zeiia KIMHUYECKOW TOKyMEHTAIH,
B 00beMe, YCTaHOBJIEHHOM YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPraHOM UCIIOJIHUTEIbHON BIACTH.

(uacts 14 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

15. HpI/I perucTtpanuu OHOJIOTHYECKOTO JICKApCTBCHHOTO IIpCIriapaTra, MOJYUYCHHOTO M3 KPOBH,
I1a3Mbl KPOBHU YCJIIOBCKA, B COCTABC PCTrUCTPAIIMOHHOIO IOOCHE HaA HeKapCTBeHHBIﬁ npenapar ajd
MCIUIUHCKOI'0 IPUMCHCHUS JOJIKHbBI OBITH MpeaACTaBJICHLI JOIMOJIHUTCIBHO!

1) B pa3gene JOKyMEHTallMM aJMHHUCTPATHBHOTO XapakTepa JOKYMEHT, COJepIKallnui
nH(popMaIroo 0 cyObeKTax oOpalieHHs JOHOPCKON KPOBU W (WJIM) €€ KOMIIOHEHTOB, O TOM, TJe Oblia
ocymiecTBiieHa AoHanus (KpoBH M (WJIM) IUTa3Mbl KPOBH), a TaKXkKe JaHHble 00 WH(EKIHOHHBIX
3a005IeBaHUAX, TMEPEAAIIINXCS TapeHTepadbHbIM MMyTeM, WH(pOpMalus O cyObeKkTax oOparieHus
JOHOPCKOW KpPOBM M (WMJIM) €€ KOMIIOHEHTOB, B OTHOIICHHWH KOTOPBIX OCYILECTBIISIETCS KOHTPOJIb
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pa3zzene XUMHUYECKOH, (hapMarieBTHUECKON 1 OMOJIOTHYECKO JOKYMEHTAIUH:

a) KpUTEPUH U CIIOCOOBI 0TOOPA, TPAHCIIOPTUPOBAHUS U XPAHEHUs JOHOPCKOW KPOBH M (WJIH) ee
KOMITOHEHTOB;

0) pe3yabTaThl HCCIEI0OBAaHUN OTOOPAHHBIX IOHOPCKOM KPOBU M (MJIM) TUIa3Mbl KPOBU M ITYJIOB Ha
HaIM4Yue Bo30OyauTenei wuHGpeKuui, BKIOYas WHPOpPMALUI0 00 HCHOJIB30BAHHBIX METOAMKAX
UCCIIEIOBAaHUM W B Ciy4yae WCCIEIOBaHMs IyJIOB IUIa3Mbl KPOBU pE3yJbTaThl JOKYMEHTAJIbHOIO
MOATBEPKICHUS (BIMJAINH) UCIIOJIb30BAHHBIX METOIUK;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

B) TEXHUYECKHE XapaKTEPUCTHKHN YIAKOBKH JUIsl 0TOOpa TOHOPCKOM KPOBU U (MJIN) MJIa3Mbl KPOBH,
BKJIFOYast HH(GOpMaIHio 00 UCTIONIBb30BaHHBIX PACTBOPAX aHTHKOATYJISIHTOB.
(uactp 15 BBenena @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

16. Knuanueckue ucciaeaoBaHus JEKapCTBEHHOTO TMpernapaTa sl MEAUITMHCKOTO MPUMEHEHHS B
LeJIIX €ro rocyJapCTBEHHOW peructpanuu npoBoastcss B Poccuiickoit ®denepauuu B MNOPSIKE,
YCTAHOBJICHHOM cTaThsiMu 38 - 44 Hacrosmero ®enepaibHOro 3akoHa. OT4eT O MPOBEICHHBIX
HCCIEA0BaHUAX BKJIKOYAETCS B COCTAB pasjieia KIMHUYECKON JOKYMEHTAllUU PETUCTPALMOHHOTO JOChE
Ha JIGKapCTBEHHBIM MIpenapar s MEIUIMHCKOTO NMpuMeHeHus. J{Jid JIeKapCTBEHHBIX MpenapaToB I
MEIMIMHCKOTO TPHUMEHEHHS, B OTHOLICHUM KOTOPBIX B PE3YJIbTATE€ IKCIEPTU3Bl JTOKYMEHTOB,
MPEJCTABICHHBIX JUIsl ONPEIEICHUS] BO3MOXHOCTH paccMaTpuBaTh JICKAPCTBEHHBIN Mpenapar s
MEJIMIIMHCKOTO TIPUMEHEHHUs B KadecTBe Op(aHHOTO JIEKapCTBEHHOTO IMperapara, Takas BO3MOXXHOCTh
MpU3HAHA W B OTHOILICHHM KOTOPBIX MPOBEACHBbI KIMHUYECKHE HCCIIECIOBAHUSA, BBIIOJHEHHBIE 3a
npenenamu Poccuiickoii denepannu B COOTBETCTBUM C TpaBUIaMHU HaJuiexalield abopaTopHOH
MPaKTUKU W TpaBUJIaMU HaJUIeKalled KIMHUYECKOW TMPAKTHKH, JOMYCKAaeTCsl BKIIIOYEHHE B COCTaB
pasgena KIMHUYECKOW JOKYMEHTAalUMU BMECTO OTYETA O PE3yJbTaTax KIMHUYECKUX HCCIEI0BAHUN
JIEKApCTBEHHOTO Ipernapara i MEIULIUHCKOr0 PUMEHEHM, POBEIeHHbIX B Poccuiickoint denepanun,
oT4eTa O pe3yJbTaraXx KIMHUYECKUX HCCIEIOBaHUN, BBINOJHEHHBIX 3a mpeaenamu Poccuiickoit
denepanuu.

(uactp 16 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

17. B ciiydyae HempeACTaBICHUS C 3asBICHUEM O TOCYJIapPCTBEHHON PErUCTPALMK JIEKAPCTBEHHOIO
npenapara JJjis MEAUIIMHCKOTO MPUMEHEHHS JOKYMEHTOB, MOATBEPKIAIOIIUX YIUIATY TOCYJapCTBEHHOMN
MOUUIMHBI M YyKa3aHHbIX B MyHKTe 10 4Yactu 2 HacTosmIed CTaThbH, a TaKXe€ BBIJIABAEMbIX
(mpemocTaBisieMbIX)  yIOJHOMOYEHHBIMH  (eepaIbHBIMA ~ OpraHaM{  HWCIIOJIHUTEIBHONW  BJIAcTH
JIOKyMEHTOB (CBEJICHUI), YKa3aHHBIX B MyHKTax 3 ¥ 4 4acTu 4 HACTOSIICH CTaThH, YIOJTHOMOUYEHHBIN
(denepanbHBI OpraH HCIOJHUTENBHON BIACTH 3alpallliBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHHS) B
MOPSIKE MEKBEIOMCTBEHHOTO HH(DOPMAIIMOHHOTO B3aUMOICHCTBUSI.

(uactp 17 B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

18. He momyckaercss MCHONB30BaHME B KOMMEPYECKHX IEsIX WH(POpPMAIMKA O pe3ysibTaTax
JNOKJIIMHUYECKUX  HCCIIEIOBAaHUM  JIEKApCTBEHHBIX  CPEACTB W KIMHUYECKUX  HCCIeOBaHUMN
JICKapCTBEHHBIX IpENapaToB Ul MEIUIMHCKOIO INPUMEHEHMs], NPEACTaBICHHON 3asBUTEIEM I
rOCYJJapCTBEHHOI perucTpalyy JIEKapcTBEHHOTO MpenapaTa, 0e3 ero coriacusi B TeUeHUE HIECTH JIET C
JaThl TOCYJAapCTBEHHOW perucTpanuu pedepeHTHOro JeKapCTBEHHOTo Impemnapata B Poccuiickoit
denepauuu.

(uactp 18 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19. lepkaTens WM Biaeliel] pEruCTPAllMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOTO Mpenapara Ha
OMOTEXHOJIOTMYECKUN Wi Op(aHHBII JIeKapCTBEHHBIN Ipernapar 00si3aH NpeoCTaBIsATh Ha BOZME3IHOMN
OCHOBE o00pa3ipl pedepeHTHOro JIEKAPCTBEHHOTO TMpemapara 3asBUTENSM s MPOBEICHUS
KIIMHUYEeCKNX wuccienoBanuii. CroumocTh oOpasiia pedepeHTHOro JEeKapCTBEHHOTO Tpernapara,
BKJIFOUEHHOTO B IEPEUYCHb XKMU3HEHHO HEOOXOIUMBIX W BaXKHEHINMX JICKAPCTBEHHBIX IPEMapaToB, HE
JOJDKHA TIPEBBINIATH 3aPETHCTPUPOBAHHYIO TMPEICIbHYIO OTIYCKHYIO IIeHy Ha pedepeHTHBIN
JIEKapCTBEHHBIN MIpenapar Wi IeHy Ha JIGKapCTBEHHBIN MpernapaT B CTPaHe MPOU3BOIUTES.

(dactp 19 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

20. 3asBieHUE O TOCYIaPCTBEHHON PErHCTpalii BOCIPOU3BEICHHOTO JIEKAPCTBEHHOTO Mpenapara
JUIE MEJIUIIMHCKOTO NPUMEHEHHUS MOXKeT OBbIThb MOJaHO B YHOJIHOMOYEHHBIM (eaepalbHblii OpraH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

WCIIOJHUTENBHON BJACTHU, OCYIIECTBISAIONIMNA TOCYNapCTBEHHYIO PErHCTpalfio JIeKapCTBEHHBIX
IpernaparoB, MO HCTEUEHHM 4YeThIpeX JIeT C JaThl TOCYJapCTBEHHON perucTpanuu peepeHTHOTo
JIEKapCTBEHHOT O Ipenapara B Poccuiickont denepauuu.

(uactp 20 BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asBieHwe O TOCYJapCTBEHHOW peructpanud OnoaHajgoroBoro  (OMOmom00HOTO)
JIEKapCTBEHHOI0 MpemnapaTta (OHoaHanora) MOKeT ObITh MOJaHO B YMOJIHOMOYEHHBIN (enepanbHblii
OpraH HCIOJHUTENBHON BIACTH, OCYIIECTBISIONINI TOCYAapCTBEHHYIO PErHCTPAINIO JIEKAPCTBEHHBIX
IpernaparoB, MO HCTEUYECHHM TpPEX JeT C JAaThl TOCYJapCTBEHHOH perucTpanuu peepeHTHOTo
JIEKapCTBEHHOT O Ipenapara B Poccuiickont denepauuu.

(uactp 21 BBegeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. [epxaTenb Wiv BIaJeiel PErHCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOrO Mpernapara
MIPEJICTaBJIsIeT B YIOJHOMOYEHHBIN (peliepabHblii OpraH HCIOTHUTEILHONW BJIACTH, OCYLIECTBIISIOIINN
(GYHKIIUU IO KOHTPOJIIO U HAJ30py B chepe 3apaBoOXpaHeHHs, OTYET MO pe3yibTaraM (papMakoHaaA30pa
OJIMH pa3 B LIECTh MECSIIEB B TEUEHUE JIBYX JIET IIOCIIE TOCYIaPCTBEHHON PETUCTPALIUU JIEKAPCTBEHHOT O
npemnapara B Pocculickoit @eaepanuu, €XerogHo B TEUCHHUE MOCIECAYIOMMNX TPEX JIET U B JAJbHEUIIEM
OJIUH pa3 B MATH JIET.

(uactp 22 BBegeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratbsa 19. anHﬂTVIe peweHnAa O Bblaa4dye IKCNnepTHOMYy y4pexaeHuro 3agaHunsa Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeacTBa
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Tedenwe paecsaTH pabouumx JHEW CO MAHS TPUHATHS 3asBICHUS O TOCYIapCTBEHHOMN
pEerucTpaly JIEKAPCTBEHHOTO IperapaTa COOTBETCTBYIOIIMMA YIIOJHOMOYCHHBINA (eepaibHbId OpraH
WCIIOJTHUTENLHOM BIACTH MPOBOJAUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABMIBHOCTH O(OpMIIEHUS
MPEJCTABIEHHBIX JTOKYMEHTOB PETMCTPALIMOHHOIO JOChE Ha JIEKAPCTBEHHBIM Ipenapar U NPUHUMAET
pELLIEHKE O BbIIAUE 3aJaHus Ha IPOBEACHUE:

1) skcepTus3bl TOKYMEHTOB, MPEACTABICHHBIX I OMpPEAENICHHs BO3MOXKHOCTH paccMaTpHUBATh
JIEKapCTBEHHBIA TIpenapar Jjis METUIIMHCKOTO MPUMEHEHHS TPH OCYIICCTBICHHH TOCYIapCTBEHHON
perucrpaiuu B kauecTBe ophaHHOTO JIEKaPCTBEHHOT'O IIPerapara;

2) OKCIICPTU3BI JICKAPCTBCHHOI'O CpEACTBA B HYACTU JOKCICPTHU3bI KadCCTBaA JICKAPCTBECHHOI'O
cpeactBa MW OSKCHCPTU3BI OTHOUICHUA 0XXKHMIAeMOM IIOJb3bl K BO3MOXHOMY PpPUCKY HPHUMCHCHUA
JICKApCTBCHHOTO IIperiapaTa JJIs1 MCIUIUHCKOI'O IPUMCHCHUS

3) sKcmepTusbl JIEKAPCTBEHHOTO CPEJCTBA B YACTH OKCIEPTU3Bl KAdyeCcTBa JICKAPCTBEHHOTO
CpeIcTBa M OKCIEPTU3Bl OTHOIICHHUS OXXUIAEMOW TMOJB3bl K BO3MOXHOMY PHCKY TNPUMEHECHHS
JIEKapCTBEHHOI'0 TMpernapara i MEAMIMHCKOIO MPUMEHEHHUs B TMOPSAKE YCKOPEHHOM Mpoleayphl
9KCIIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU CO cTaThedl 26 Hacrtosmiero demepanbHOTO
3aKOHa;

4) »sKcnepTu3bl JIEKAPCTBEHHOIO CpEACTBA B OTHOUIEHUM JIEKAPCTBEHHOIO IIpernapara s
BETEPUHAPHOTO IPUMEHEHUS.

2. YIIOTHOMOYEHHBIN (eepaabHblil OpraH UCTIOTHUTEIHPHOM BIIACTH YBEIOMIISECT B DJICKTPOHHOM
¢dbopMe win Ha OyMa)KHOM HOCHTENE 3asSBUTENSI U DKCIEPTHOE YUPEKIECHUE O MPUHSATOM PELICHUU O
BbIJAa4€ 3a/laHUM Ha MPOBEJICHUE HKCIEPTHU3, NPEIyCMOTPEHHBIX 4YAcThiO | HacTosled CcTaTbu, U B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

cllyyae HEOOXOJIMMOCTH O BblJade paspelieHus Ha BBO3 B Poccuiickyro Penepaunio KOHKPETHOM
NapTUH, CEPUH 3aPETUCTPUPOBAHHBIX U (MJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB UM 00
OTKa3e B IIPOBEACHUHU IIPEYCMOTPEHHBIX IKCIIEPTU3 C YKa3aHUEM IIPUUUH TaKOTO OTKa3a.

3. B cayuae BbISBIEHMS OTCYTCTBHMSI WJIM HEIOCTOBEPHOCTHM HMH(OpMalMM, coaepikallencs B
MIPE/ICTAaBICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHbIN (peepalibHbIil OpraH MCIOJIHUTEIbHON
BJIACTU HANpaBisieT 3asBUTENIO 3ampoc 00 YyTOYHEHMM 3TOoM uH(opManmuu (Jajee - 3ampoc
YIOJIHOMOYEHHOTO (heepalbHOIO OpraHa HCHOJHHUTENbHOM BIAacTH), KOTOPBI MOKET OBbITh mepenaH
YIOJIHOMOYEHHOMY INPEACTABUTENIO 3asiBUTEINS JIMYHO I10J PAaCIUCKy, HAlpaBIEH IO MOYTE 3aKa3HbIM
MUCHMOM WJIM TIEPEAaH B 3JIEKTPOHHOU (opMe MO TeNeKOMMYHHKAIIMOHHBIM KaHalaM CBsi3u. B ciryuae
HaTpaBJICHUs 3allpoca YMOJHOMOUYEHHOTO (eIepabHOrO OpraHa WCIIONHUTENLHOW BIACTH MO TOYTE
3aKa3HbIM [MHCBMOM OH CYMTAETCS MOJYYEHHBIM II0 MCTEUYECHHMM INECTH JHEH C JaThl HAIpPABJICHHS
3aKa3HOI'O IMHCHMA.

4. 3asgBuTenb 00sf3aH NMPEICTaBUTh OTBET Ha 3alpOC YIOJHOMOUYEHHOIo (heaepaibHOro OpraHa
WCTIOJTHUTEJILHOM BJIACTH B CPOK, HE MPEBBIIIAIOIINN JEBIHOCTa PA0OYMX JTHEH CO JHS €ro MOJTy4eHHs.
Cpok, yka3aHHBIM B 4yacTU | HACTOsIIEN CTaThbU, IPUOCTAHABIMBAETCS CO JIHS HAIPABJICHUS 3asBUTEIIO
3arnpoca YIMOJIHOMOYEHHOro (efepalbHOr0 OpraHa HCIOJIHUTENbHOM BJIACTH 1O JHSA TOJIYYEHHUS UM
COOTBETCTBYIOLIETO OTBETA.

5. OcHoBaHMeM ISl OTKa3a B OpraHU3alluu dKCIEPTU3, MPEyCMOTPEHHBIX YacThio 1 HacToAlIe
CTaThH, SIBISETCS TPEACTAaBIEHHE HEOOXOAMMBIX [UIsl TMPOBEACHUS MPEIyCMOTPEHHBIX HKCIEPTHU3
JIOKYMEHTOB B HEIOJIHOM 00BhEME I HEMPEICTABICHHUE 3asBUTEIIEM B YCTAHOBIICHHBIM CPOK OTBETA Ha
3arpoc YIMOJHOMOUYEHHOTO (elepaJbHOro OpraHa MCIOJHUTEIBHON BIIACTH, a TAKXKE MPEACTaBICHUE
JIOKYMEHTOB, HE COJIEPIKAIIMX UCUEPITBIBAIOIIETO MePEeYHsI HEOOXOAMMBIX CBEJCHUH.

6. IIpu oTkase B OpraHM3anuu >KCIEPTHU3bI, MPEAYCMOTPEHHON MyHKTOM 4 yacTu | Hacrosmen
CTaTbH, TOKYMEHTHI, BXOIAIIHNE B COCTAaB PETHCTPALIMOHHOIO JOChE Ha JIEKapCTBEHHBIN Ipenapar Uit
BETEPUHAPHOTO MPUMEHEHHUs, MOTYT ObITh BO3BPALICHBI 3asBUTEII0 HA OCHOBAHUH €r0 NMHUCHbMEHHOTO
3arpoca, HalpaBJICHHOTO B YIIOJIHOMOYEHHBIN (heiepalibHbIii OpraH UCTIOJHUTEIbHON BIIACTH B TEUEHUE
TpUAIATH pabouyMx JHEH CcO JAHA TPUHATHS  YIOJIHOMOYEHHBIM  (elepajabHbIM  OpraHOM
WCIIOJIHUTENILHOM BJIACTH pelleHHs 00 OTKa3e B OpraHU3alliy TaKOW 3KCHEPTU3bI. YIOJIHOMOYEHHBIN
(denepanbHBIE OpraH MCHOJIHUTEIBLHOM BJIACTHM BO3BpAIlaeT 3asBUTENIO YKa3aHHbIE TOKYMEHTHI B
TEUEHHUE JECITU PabOUMX JHEH cO THS MOJIyYEeHUs] COOTBETCTBYIOLIETO 3aIIpoca 3asiBUTEISL.

(uacts 6 BBeneHa denepanbubiM 3aKoHOM 0T 02.08.2019 N 297-03)

Ctatbsi 20. 3kcnepTu3a [AOOKYMEHTOB, NpenCTaBreHHbIX AnsA onpepeneHus
BO3MOXHOCTHU paccMmaTpuBaTtb ﬂeKapCTBeHHblﬁ npenapart ansa MeagUnUUMHCKOro
npuMmeHeHnsa npum ocyuecTBliIeHUn rocy,qapCTBeHHoﬁ pernctpaummn B KadecTBe
Op(*)aHHOFO JNIeKapCTBeHHOro npenapara

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

1. Dkcneprusa TOKYMEHTOB, IPEICTABICHHBIX Ul ONPEIEICHHUsS BO3MOXHOCTU paccMaTpUBaTh
JIEKapCTBEHHBIN Mpernapar Juisi MEIUIMHCKOrO NPUMEHEHHs MPU OCYIIECTBICHUH TOCYyAapCTBEHHOM
perucTpanyy B KadecTBe OppaHHOIO JICKapCTBEHHOI'O MpernapaTa, COCTaBIEHHE KOMUCCHEN 3KCIIEPTOB
3aKJIIOYEHUSI O BO3MOYKHOCTH WJIM HEBO3MOXKHOCTH PacCMaTpUBATh JIEKAPCTBEHHBIM Ipenapar ajs
MEIUIMHCKOTO NPUMEHEHUs IpU OCYIIECTBICHHH TOCYJapCTBEHHOM PETUCTPALlMM B KadecTBe
ophaHHOTO JICKapCTBEHHOI'O Mpernapara W HalpaBlIeHHE JAHHOTO 3aKIIOYEHUS B YHOJIHOMOYECHHBIH
(benepanbHBIil OpraH UCHOTHUTEIBHOM BIACTU OCYIIECTBISIOTCS B CPOK, HE MPEBBIMIAIOIINN TPUALATH
pabounx JAHEW Co [JHS TONY4YEHMs] SKCIEPTHBIM YUPEKICHHEM 3aJaHUsl  YIOJIHOMOYEHHOIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

(benepanbHOrO OpraHa HUCIIOTHUTEIHLHON BIACTH U B 3JIEKTPOHHOU opMe M Ha OyMaKHBIX HOCUTEISAX
HEOOXOTUMBIX JOKYMEHTOB, yKa3aHHBIX B myHKTax 1, 2, 5, 6, 10 wactu 4 u B yactu 7 crathu 18
Hacrosero deaepanbHOrO 3aKOHA.

2. JIOKYMEHTBI, COJEpKallliecsi B PErMCTPAllMOHHOM JIOCh€ Ha JIEKapCTBEHHBIN Hpenapar u
MOCTYNUBIINE Ha OyMaXXHbIX HOCHUTENIAX B OKCIEPTHOE YUpEXKJIECHUE /Js OCYIIECTBICHHUS HX
OKCIEPTHU3Bl JJI  ONPENEICHHMs BO3MOXKHOCTH pacCMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar A
MEIULMHCKOrO MIPUMEHEHHs B KauecTBe Op(haHHOIO JEKapCTBEHHOTO NpenapaTta, MojajaekaT BO3BpaTy B
YIOJIHOMOYEHHBIA (hefiepalibHbli OpraH HCHOJHHUTENBHOM BJIACTH OAHOBPEMEHHO C 3aKIIOYCHUSMHU
COOTBETCTBYIOIIUX IKCIIEPTHU3.

Crtatbsa 21. PeweHne o BO3MOXHOCTU paccMaTpuBaTb JieKapCTBEHHbIN npenapar
npyM OCyLWeCcTBMIEHUM TFOCyAapCTBEHHOW perucTtpaumm B Ka4vectBe opdaHHOro
NeKapCcTBEHHOro npenapara

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

1. B cpok, He npeBbIIAONIUI MATH pabo4MX JHEH CO HS MOTY4YeHMs 3aKJII0OUEHUS], YKa3aHHOTO B
gyactu 1 crateu 20 Hacrosimero denepaibHOro 3aKOHa, YIMOJHOMOYEHHBINH (enepanbHblii Oprax
HCIIOJIHUTEIIBHOM BIIACTH OCYILECTBISAET OLICHKY IIOJYYEHHOIO 3aKIIOYEHMs U1 OINpPENEICHHS €ro
COOTBETCTBUS 3alaHUI0 HAa IPOBEJEHUE COOTBETCTBYIOIIEH 3KCIEPTU3bl U YBEIOMIISET 3asBUTEN B
JIEKTpOHHON (opMe miIM Ha OyMa)KHOM HOCUTENIe O pe3ysbTaTax MPOBEACHHOW SKCIEPTU3bI C
MPUIIOKEHUEM KOIIHUHU IKCIIEPTHOTO 3aKITIOUEHUs (C COXpaHEHHEM KOH(UICHINATbHOCTH UHPOPMALIUU
O COCTaBe OKCIEPTHOW KOMHUCCHMM) M O BO3MOXXHOCTH WM HEBO3MOXKHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIN Ipenapar s MEIULIUHCKOTO NMPUMEHEHHUS NPH OCYIIECTBICHHHM TOCYIapCTBEHHOU
perucTpanuy B KadyecTse OppaHHOro JEKapCTBEHHOI'O Mpenapara.

2. Ilpu BBIHECEHMH KOMMCCHEH SKCIEPTOB 3aKIIOYEHHs O BO3MOXKHOCTH pPaccMaTpHUBaTh
JIEKapCTBEHHBIN IMpenapar Uil MEIUIUHCKOIO NPUMEHEHMS NPU OCYIIECTBICHUHM TOCYAapCTBEHHOU
perucTpani B KadecTBe Op(AaHHOTO JIEKaPCTBEHHOTO IMperapara YIOJHOMOUYEHHBIN (enepanbHbIi
opran HWCIIOJTHUTEILHOM BJIACTH B CpOK, HEC HpeBI)IHIaIOHII/IfI IIATH pa60q1/1x I[Hefl CO OHA MOJYYCHUA
JAaHHOT'O 3aKIIOYCHUA, MPUHUMACT PCHICHUC O BBIJAYC 3aJJaHUd Ha NPOBCACHUC SKCIICPTU3BI KAYCCTBA
JICKapCTBEHHOI'O CPEJICTBA M SKCIEPTU3bl OTHOLICHMS OXKHJAeMOW IOJIb3bl K BO3MOYKHOMY DPHCKY
NIPUMEHEHMs JIEKapCTBEHHOTO Mpernapara Uil MEAULUHCKOIO MPUMEHEHHs B MOpSAAKE YCKOPEHHOMH
MIPOLEAYPBl IKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA B COOTBETCTBUM CO CTaTheil 26 HACTOSAILIETO
denepanbHOro 3aK0Ha.

3. B ciyuae npuHSTHS pelIeHns 0 HEBO3MOKHOCTH paccMaTpUBAaTh JEKAPCTBEHHBIN Npenapar JUis
MEJUIIMHCKOTO MPUMEHEHHS TpU TOCYJIAapCTBEHHOM perucrpalyu B KadecTBe Op(aHHOTO
JICKapCTBEHHOI'O IIpernapara yHOJIHOMOYEHHBIH (QelepanbHblii OpraH HCHOJHMUTENbHOM BIACTH
IIPEKPAIAET NPOLEAYPY TIOCYJApCTBEHHOM PpETHMCTpalMy JIEKapCTBEHHOIO IIpemnapara. 3asBUTEIb
BIIpaBe OOpATUTHCS B PETUCTPUPYIOMIMI OpraH C 3asgBICHHEM O TOCYJapCTBEHHON perucTpanuu
YKa3aHHOT'O JIEKQpCTBEHHOr'O Ipenapara B COOTBETCTBUU €O cTarbell 18 Hactosmero denepanbHOro
3aKOHa.

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

Ctatbsa 23. 3kcnepTv3a KayecTBa JeKapCTBEHHOro cpeacTBa M 3KcnepTu3a
OTHOLUEHUSI 0XXMOAEMOM MOJib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 NIeKapCTBEHHOro
npenapara gnsa MeguUUHCKOro NnpuMeHeHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

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

1. DxcnepTu3a KauecTBa JIEKAPCTBEHHOT'O CPEACTBA U IKCIIEPTU3a OTHOLLIEHUS OKUAAEMOM IOJIb3bI
K BO3MOXHOMY pHCKY IPHMEHEHUS JIEKapCTBEHHOIO Mpernapara sl MEAUIMHCKOIO IPUMEHEHUS,
COCTABJIICHME KOMHUCCHUSMH OKCHEPTOB 3aKIIOUEHHUH I10 pPE3yJIbTaTaM IPOBEACHHBIX JSKCHEPTH3 U
HalpaBJIeHUE ATUX 3aKJIIOYEHUI B YINOJIHOMOYEHHBIH (hefepasibHbli OpraH HMCIOJHUTEIbHON BIACTH
OCYILECTBIISIIOTCS B CPOK, HE MPEBBIIAIOIINI CTa AECATH pabounX JTHEH cO JTHS MOITy4EHUs SKCIIEPTHBIM
YUPEXKJACHUEM  COOTBETCTBYIOIIETO  3aJaHUs  YNOJHOMOYEHHOro  ¢enepajbHOro  opraHa
WCTIOJTHUTEIIBHOW BJIACTH M HEOOXOIUMBIX JOKYMEHTOB B AJIGKTPOHHOW (opMe WM Ha OyMaskKHBIX
HOCUTEIISIX.

KoncynprantlIntoc: mpumeyanue.

[To 3asBnenuto, noganHoMy B Munsapas Poccun o 11.04.2022, npu HEBO3MOXHOCTH MPOBEICHUS
AKCHEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB B HKCIEPTHOM YUPEKICHHH, IOMYCKAECTCS €€
MPOBEJEHUE TOCPEICTBOM JUCTAHIIMOHHOTO B3aUMOJACUCTBUS, TMOPAIOK U (OPMBI KOTOPOTO
ONPENIETSIOTCS. SKCIEPTHBIM YUPEKJIEHUEM M0 corjiacoBanuio ¢ 3asButessiMu ([loctaHoBiieHue
[TpaButensctBa PO ot 05.04.2022 N 593).

2. B TeueHue neBsHOCTA JHEH CO JHS TOJyYEHHs pEIICHUS YINOJHOMOUYEHHOTO (enepaabHOro
OpraHa MCIOJHUTEIBHOM BJIACTH O MPOBEICHHUU SKCIIEPTU3, MPEITyCMOTPEHHBIX YacThio | HacTosIIeH
CTaThH, 3asBUTENb IMPEICTABISET B SKCIEPTHOE YUPEKICHUE U MPOBEACHUS DKCIIEPTHU3HI KauecTBa
JIEKapCTBEHHOTO CPEACTBA O0Opa3Ibl JIEKAPCTBEHHOTO Mpemapara Uil MEAWIMHCKOTO NPHUMEHEHHS,
MPOU3BECHHOTO B COOTBETCTBUH C TPEOOBAHUSAMH ONBITHO-IIPOMBIIUICHHOTO U (MJIH) MPOMBIIUICHHOTO
PErIaMeHTOB, YTBEPXAECHHBIX PYKOBOJIUTEIEM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB, a TaKXke B
COOTBETCTBYIOIIMX  cly4asx  oOpa3mbl  (hapMaleBTHUECKOW  cyOCTaHIMH,  TecT-IITaMma
MHUKPOOPIaHU3MOB, KYyJIBTYPBl KJIETOK, OOpa3lbl BEIIECTB, MPUMEHSEMBIX IS KOHTPOJS KadecTBa
JIEKapCTBEHHOTO CPEJCTBAa IIyTEM CPAaBHEHHWS C HUMM HCCIEIyeMOrO JIEKapCTBEHHOTO CPEICTBA, B
KOJIMYECTBAX, HEOOXOANMBIX JJIs1 BOCTIPOM3BEICHHUS METOJI0B KOHTPOJISI KauecTBa.

3. Ilpu nomyyeHun oOpa3LOB JIEKAPCTBEHHOrO Mpemnapara U (apMaleBTHUECKOW CyOCTaHLUU
HKCHEPTHOE YUYpPEXJIEHHE BbIAET 3asABUTENIO JAOKYMEHT, MOATBEP)KIAIOIIUN MOIy4YEeHHE YKa3aHHBIX
00pa3LoB, U B CPOK, HE MPEBBILAIOIINN TpeX pabouux JHEH, yBEIOMIISIET B JICKTPOHHOH Gopme min Ha
OyMa)KHOM HOCHUTeJE 00 STOM YITOJTHOMOUEHHBIHN (peiepanbHbIi OpraH UCTIONHUTEIFHON BIACTH.

4. Vka3zaHHbIEe B 4acTsAX 2 U 3 HACTOALIEH CTaThbU CPOK AJIs MPEACTABICHUS 3asiBUTENIEM 00pa3lioB
JIEKapCTBEHHOT0 Ipenapata M (apMaleBTUYECKOH CyOCTaHIMM M CPOK YBEJOMIIEHUS SKCIEPTHBIM
yupexaeHueM o0 3ToM Ha OyMaXHOM HOCHUTENE YHOJHOMOYEHHOIo (hefepalbHOro oOpraHa
HCIIOJIHUTENILHOM BIIACTH HE BKJIIOYAIOTCS B CPOK NPOBENEHUS IKCIIEPTU3, IPENYCMOTPEHHBIX YacThIO |
HACTOSALIEH CTaThU.

5. JloKkyMeHTBI, MOCTYNHBIIME B OKCIEPTHOE YUPEKACHHUE MJI1 NPOBEIACHMSI SKCIEPTU3,
MPEeIyCMOTPEHHBIX 4YacThio | HacTosAlmlell CTaTbM, TNOJJIEKAaT BO3BpAaTy B  YIOJIHOMOYEHHBIN
(denepanbHbIE OpraH HCHOJHUTENIBHON BJIACTH OJHOBPEMEHHO C 3aKJIOYEHHUSIMH, MOJYYEHHBIMH I10
pe3yapTaTaM COOTBETCTBYIOUIUX SKCIEPTHU3.

Ctatbs 24. 3KkcnepTusa Ka4yecTBa JIeKapCTBEHHOro CpeAcTBa M 3KCnepTusa
OTHOLUEHUSI 0XXMOAEMOM MOJib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 NieKapCTBEHHOro
npenapara ons BeTepuHapHOro NpuMeHeHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

1. OkcnepTu3a KauecTBa JIEKAPCTBEHHOI'O CPEACTBA U HKCIIEPTU3a OTHOLLIEHUS OKUIAAEMOM TIOJIb3bI
K BO3MOXKHOMY PHUCKY IPUMEHEHUs JIEKapCTBEHHOI'O Ipenapara i BETEPUHApPHOIO IPUMEHEHUS,
COCTABJIICHUE KOMMCCHUSIMHU DSKCIEPTOB 3aKIIOYEHUN [0 PE3yJIbTaTaM YKa3aHHBIX »J3KCIEPTU3 U
HampaBJICHNE TAaKWX 3aKIIOYCHUH B YIIOJHOMOYEHHBIN (pelepanbHbIid OpraH MCHOJTHHUTEIBHOW BIACTH
OCYIIECTBIISIIOTCS B CPOK, HE MPEBBILIAIOIINM cTa AecATH pabouuX JHEH CO JIHS MOJyUYEHUs SKCIIEPTHBIM
YUPEXKAECHUEM 3a/laHusl YIOJIHOMOYEHHOIo (eepanbHOr0 OpraHa HCIOJIHUTENBHOM BIAacTU C
JOKYMEHTaMH, YKa3aHHbIMU B 4acTu 3 cTaThi 17 HacTosmero @enepajbHOro 3aK0Ha.
(B pen. @eaepanbhbix 3akoHOB 0T 22.10.2014 N 313-P3, ot 13.07.2015 N 241-D3)

2. B Teuenue TpuauaTH pabouyux JHEH CO JHSA IOJIyYEHUS PEIICHUS YIOJHOMOYEHHOIO
(denepanbHOTO OpraHa HWCHOJHUTEILHOW BJIACTH O TPOBEJACHWHM YKa3aHHBIX B 9acTH | HacToOsIIeH
CTaThU SKCIIEPTU3 3asABUTENb MPEACTABISAET B SKCIEPTHOE YUPEXKICHHUE VISl MPOBEACHUS SKCIEPTU3bI
KauecTBa JIEKApPCTBEHHOTO CpeAcTBa oO0Opa3lpl JIEKAPCTBEHHOrO Ipemapara Uil BETEpUHAPHOIO
MPUMEHEHHUS, MPOU3BEIEHHOTO B COOTBETCTBHHM C TPEOOBAaHUSMH TEXHOJIOTUYECKUX PErJIaMeHTOB,
YTBEPKICHHBIX  PYKOBOAMTENIEM  IIPOU3BOAMTENA  JICKAPCTBEHHBIX  CPEACTB, a Takke B
COOTBETCTBYIOIIUX  CIy4yasX TECT-IITAMMbl MMKPOOPIaHM3MOB, KYyJIbTYpbl KIJIETOK, O0Opa3lbl
¢dapmaneBTHUECKOW cyOcTaHIMM, OOpa3lbl BEUIECTB, MPHUMEHSEMBIE Ui KOHTPOJII KadecTBa
JIEKapCTBEHHOI'O CPEJICTBA, B KOJUYECTBAX, HEOOXOIMUMBIX JJIi BOCIPOU3BEICHHUS METOJ0B KOHTPOJIS
KadecTna.

(B pen. denepanbroro 3akoHa ot 02.08.2019 N 297-03)

3. Ilpu momy4yeHun oOpa3lOB JIEKAPCTBEHHOTO Mpenapara W (apMaleBTHUECKOW CyOCTaHLIUU
JKCIIEPTHOE YYPEXKACHUE BBIAACT 3aABUTEIIO JAOKYMEHT, IOATBEPKAAOIIMM IOJy4CHHE YKa3aHHBIX
00pa3moB, U B CPOK, HE MPEBBIIIAONMINN TpeX pabouux JHEH, yBeIOMIISeT B MUCbMEHHOH (opme 00
STOM YHOJIHOMOYEHHBIN (eiepabHbIi OpraH UCTIOTHUTEIbHON BIACTH.

4. Cpox uig TpeACTaBIECHUS 3asBUTENEM O00pa3lOB JIEKAPCTBEHHOI'O IIpernapara u
¢dapMareBTHUECKOH CyOCTaHLIMM M CPOK YBEIOMJICHHMS SKCIEPTHBIM YYpEeXIeHHEeM 00 3TOM B
MUCHbMEHHON (hopMe YHOTHOMOYEHHOTO (peepalbHOro OpraHa UCIOJIHUTEBHON BIACTH, YKa3aHHbBIE B
yacTsX 2 U 3 HacTOSIILEH CTaTbU, HE BKIIOYAIOTCS B CPOK IIPOBEIECHUS YKA3aHHBIX B yacTH | Hacrosen
CTaTbH KCIIEPTU3.

5. JIokyMeHTBI, IOCTYIMUBIINE B SKCIIEPTHOE YUPEXKJACHUE AJIS MPOBEACHUS yKa3aHHBIX B 4acTH |
HACTOAIIEH CTaTbU »SKCIEPTH3, IOJUIeKAT BO3BpaTy B YINOJIHOMOYEHHBIM (QenepalibHbIil oprax
WCIIOJTHUTENIBHON BJIACTU OJTHOBPEMEHHO C 3aKJIFOUEHHUSIMU 110 pe3yjIbTaTaM YKa3aHHbBIX SKCIEPTH3.

CraTtba 25. [loBTOpHOE NpoBeAeHne IKCNepTU3bl NIeKapCTBEHHbIX CPeACcTB
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cnywasx HemoCTaTOYHOW OOOCHOBAHHOCTH WJIM HEMOJHOTHI 3aKIIOYCHHUS KOMHUCCHU
OKCIIEPTOB, HANUYMs B HEM MPOTUBOPEUYUBBHIX [AaHHBIX, (PambCUUKALKUK BBIBOJAOB HKCIEPTU3HI
JIEKapCTBEHHOT'O CPEJICTBA, COKPBHITHS OT YIIOJHOMOYEHHOTrO (heepaqbHOr0 OopraHa MCHOTHUTEIbHOM
BJIACTU OCHOBAHUW [JIsI OTBOJIa SKCIEPTa BCIEJICTBHE €ro 3aMHTEPECOBAHHOCTU B pe3yJibTaTax
COOTBCTCTBYIOIHeﬁ aKcnemem, HaJIn4udad OaHHBIX O HpSIMOM .]'II/I6O KOCBCHHOM BMCIINATCIIBCTBEC B
MPOIIECC COOTBETCTBYIOMICH SKCTIEPTHU3BI JIUI, HE YYaCTBYIOIIMX B €€ MPOBEIACHUHU, HO OKa3aBIIUX
BIIMSHHE Ha TPOIECC M PEe3yJbTaThl €€ TNPOBEICHHUS, YIOJTHOMOYEHHBIM (enepaibHbIM OpraHOM
WCIIOJHUTENILHON BJIaCTH Ha3HAYaeTCs MOBTOPHAs SKCIEpPTU3a JIEKApCTBEHHOTO CpeAcTBa W (WIIH)
ATUYECKas dKCIepTu3a.

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

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

2. TloBTOpHAS 3KCIEPTH3a JIEKAPCTBEHHOTO CPEJICTBA MPOBOAUTCS C YYETOM pe3yJIbTaTOB paHee
MPOBEJICHHOW OKCIEPTH3bl B CPOK, YCTAHOBJICHHBIH YIOJHOMOYEHHBIM (heJepaabHbIM OpraHOM
WCTIOJIHUTEIIbHON BIIACTU W HE TPEBHINIAIIUN TpuAnaty pabodux JHEH cO JHA TONydeHUs
IKCIIEPTHBIM YUPESKICHUEM 3aJlaHusl Ha TIPOBEJCHUE IMOBTOPHOW JKCHEPTU3BI JICKAPCTBEHHOTO
CpenacTBa.

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

3. ®unaHcoBoe oOecreueHHe BBIIIOJHEHMS 3a/JaHUSl Ha IPOBEACHUE MOBTOPHOW 3KCIIEPTU3bI
JIEKapCTBEHHOI'O CPEJICTBA HE OCYIECTBIISIETCS.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbs 26. yCKOpeHHaH npoueanypa 3kcnepTu3bl fiIeKapCTBeHHbLIX cpeancTB

1. YckopeHHas mponenypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENSIX T'OCYJAapCTBEHHOMN
perucTpanyy JIeKapCTBEHHBIX IMpEenapaToB IMPUMEHSETCS B OTHOIICHHM OP(AHHBIX JIEKAPCTBEHHBIX
IIpenapaToB, IEPBBIX TPEX JIEKAPCTBEHHBIX IIPENapaToB, perucTpupyeMsix B Pocculickonn denepanuu B
Ka4yeCcTBE BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEAHOCTh KOTOPBIX OIpEAesercs B
COOTBETCTBUM C HOMEPOM M JIaTOM BXOJAUIMX 3asBICHUNM O TOCYJapCTBEHHOM pErucTparun
JIEKapCTBEHHBIX IIPENapaToB B PaMKax OJHOIO MEXKIyHAPOJHOTO HENAaTCHTOBAHHOIO HAaUMEHOBAHMS
JIEKapCTBEHHOI'0 IIpernapaTta WM TIPyNIMPOBOYHOIO HAMMEHOBAaHUS JIEKAPCTBEHHOIO Ipenapara, |
JIEKApCTBEHHBIX [Ipenaparos, IIPEIHA3HAYEHHBIX HCKIIFOUUTEIIHO JUTS [IPUMEHEHUs
HECOBEPIICHHOJIETHUMH I'PAKIAHAMU.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. YckopeHHas Tporeaypa SKCIEPTH3bl JIGKAPCTBEHHBIX CPEACTB B IENAX TOCYAapCTBEHHOU
perucTpaluy JeKapcTBEHHbIX MIPEnapaToB HE MPUMEHSETCS B OTHOIICHUHU:

1) 6uoananoroBbix (6MOMOIOOHBIX) JIEKAPCTBEHHBIX MpenapaTroB (610aHaIOTOB);

2) pedepeHTHBIX JEKapCTBEHHBIX IMpenapaToB (3a HCKIIOYEHHEM Op(paHHBIX JIEKapCTBEHHBIX
IIpenapaToB);

KoncynprantlIntoc: npumeyanue.

Jo 01.09.2023 poccuiickuM TPOWU3BOAMTENSAM JIEKAPCTBEHHBIX IPENapaToB sl BETEPUHAPHOTO
MPUMEHEHHUS pa3pelieHo M0/JaBaTh PErUCTPAIMOHHOE J0Che MO0 YCKOPEHHOU mporeaype 6e3 yuera
TpeboBanmii 1. 3 u. 2 cT. 26 (HocTtanoraenue IpaButensctBa PO ot 12.03.2022 N 353).

3) BOCHPOM3BENIEHHBIX JICKAPCTBEHHBIX IpenaparoB (3a HCKIIOYEHUEM TMEPBBIX TpPex
peructpupyemslx B Poccuiickonn ®enepanuu B KaueCTBE BOCIPOM3BEACHHBIX JIEKAPCTBEHHBIX
IIpenapaToB M JICKaPCTBEHHBIX IIPENapaToB, MPEIHA3HAYCHHBIX HCKIIOYUTEIBHO M1 NPUMEHEHUS
HECOBEPUICHHOJIETHUMH I'paXk/1aHaMu);

4) HOBBIX KOMOWHAIINI 3apETUCTPHUPOBAHHBIX paHee JEKapCTBEHHBIX MPENapaToB;

5) nexkapCTBEHHBIX IPENapaToB, 3apErHCTPUPOBAHHBIX paHee, HO IPOU3BENEHHBIX B APYTUX
JIEKapCTBEHHBIX ()OpMax B COOTBETCTBHHM C MEPEUHEM HaUMEHOBAHUI JI€KapCTBEHHBIX ()OPM U B HOBOM
JI03UPOBKE.

(uactb 2 B pen. deaepanbHoro 3akona ot 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

3. VYckopeHHas mpoueaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEIACTB IPOBOAUTCSA IO PELICHUIO
COOTBETCTBYIOLIETO YHOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa MCIOJHUTEIBHON BIACTH HA OCHOBAHUH
3asBIICHUS 3asBUTENSI B CPOK, HE MPEBBIMIAIONINA BocbMuAecaTy pabounx anei. [Ipu stom sxcrnepTusa
JOKYMEHTOB, COJEpAIIHUXCSl B PETUCTPALIMOHHOM JIOChE Ha JIEKAPCTBEHHBIN Ipenapar, MpOBOJUTCS B
CPOK, HE MpPEBBIIAIONINKN ecATH pabouux AHEH, SKclepTH3a KayecTBa JIEKApPCTBEHHOTO CPENCTBA U
9KCIEepPTH3a OTHOILLEHMS OXKUJAeMOW IOJIb3bl K BO3MOXXHOMY PHUCKY NPUMEHEHUS JIEKapCTBEHHOTO
npernapara MpoBOASTCS B CPOK, HE MPEBBILIAIONINHN HIECTUAECATH pabounx JTHEH.

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

3.1. B orHomeHWH Op(}aHHBIX JIEKAPCTBEHHBIX MPEMapaToB MOTYT OBITh TPEICTABICHBI
pe3yabTaThl JOKJIMHUYECKUX HMCCIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKHX HMCCIETOBAHUMN
JIEKApCTBEHHBIX TMPENapaToB Il MEAWIIMHCKOTO TIPUMEHEHHS, BBIMOJHEHHBIX 3a TIpeneIaMu
Poccuiickoit ®denepanii B COOTBETCTBHHM C IpaBUJIAaMU HaJJIeKallel J1abopaTOpHOM MPaKTHUKU H
MpaBWJIaMU Ha/JIeXKallel KIMHHYECKON MPaKTUKH.

(dacts 3.1 BBeena denepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

4. VYckopeHHas mpoueaypa 3KCHEPTU3bl JIEKApCTBEHHBIX CPEACTB IPOBOJIUTCS B IOPSIKE,
YCTaHOBJIEHHOM cTaThaMu 17 - 20, 23 u 24 Hacrosumero deaepalbHOrO 3aKOHa, U HE O3HAYaEeT
CHIDKEHHUS TpeOoBaHM kK 0€3011acHOCTH, Ka4eCcTBY U 3(PPEKTUBHOCTH JEKAPCTBEHHBIX MPENapaToB.

CraTbs 27. PelueHne o rocyfapCTBeHHOW perncTpaumm nekapcTBeHHOro npenapara

1. B cpok, He MPEBBIMIAIONINKA ECATH padOYUX THEH CO JHS MONTYUYCHHS 3aKITFOYCHHN KOMUCCUU
3KCIEPTOB IO pe3yJibTaTaM 3KCIEPTU3bI KAU€CTBA JIEKAPCTBEHHOTO CPEJCTBA U AKCIEPTU3bI OTHOLLICHUS
OXKMIAEMOM  TOJNB3bl K  BO3MOXHOMY  PHUCKY TNPHUMEHEHHsS  JICKAPCTBEHHOTO  Ipemnapara,
COOTBETCTBYIOIIUN YIIOJTHOMOUYEHHBIN (heiepaabHblii OpraH UCIIOJHUTEIBHOMN BIACTH:

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

1) pa3memiaer Ha cBoeM oduimanbHOM caiite B ceTH "MHTepHeT" COOTBETCTBYIONIUE 3aKIIOUECHUS
KOMHUCCUHM 3KCIEPTOB M OCYLIECTBIISIET WX OLEHKY JJs OIpPEAENeHUs] COOTBETCTBMS 3aJaHUI0 Ha
MIPOBEJICHUE 3TUX IKCIEPTHU3;

(n. 1 B pea. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2) mpuUHUMAeT pelIeHHe O TOCYJapCTBEHHON PETUCTpalliu JIEKapCTBEHHOTO Ipernapara uiu o0
OTKa3e B TOCYJapCTBEHHON perucTpaliy JeKapcTBEHHOTO Mpenapara;

3) BHOCHUT IIpH MPUHATUU PELIECHUS O TOCYAAPCTBEHHON PETUCTpAIMH JIEKAPCTBEHHOIO Ipenapara
JaHHBIE O 3apETUCTPUPOBAHHOM JICKAPCTBEHHOM TIperapare, B TOM dHcie O (apManeBTHUIeCKON
cyOcTaHIIMM, BXOMSIIEHM B COCTAaB JIEKAPCTBEHHOIO TIpemapara, B TOCYIJapCTBEHHBIM peecTp
JICKaPCTBEHHBIX CPEICTB M BBIJAACT 3aIBUTEIIO PETUCTPALMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO
npermnapara, opMa  KOTOPOTO  YTBEPXKIAETCS  YMOJHOMOYEHHBIM  (efepallbHBIM  OpPraHOM
WCIIOJTHUTENIBHONW BIIACTH, COIJIaCOBAaHHBIE HOPMATHUBHYIO JOKYMEHTAILMIO, HOPMATHBHBIM JTOKYMEHT,
MHCTPYKUHMIO [0 NPUMEHEHUIO JIEKAPCTBEHHOIO IIperapara M MakeTbl NEPBUYHOW YIAKOBKH U
BTOpPUYHOW (MTOTPEOUTENHCKON) YIMAKOBKM C YyKa3aHMEM Ha HUX HOMEpa pPErUCTPAIMOHHOTO
YJIOCTOBEPEHHSI JIEKAPCTBEHHOTO Mpenapara U AaThl €ro TOCYIapCTBEHHOM PErucTpalyyd WIH B CIydae
MPUHATHSA pemieHuss o0 OTKa3e B TOCYJAPCTBEHHON PEruCTpalluy JICKAPCTBEHHOTO Mperapara
YBEJIOMJISIET B MUCHbMEHHOM (hopMe 3asBUTENS 00 ATOM C YKa3aHHEM MPUYHH TaKOTO OTKa3a. 3a BbAady
PErUCTPALIMOHHOTO YJIOCTOBEPEHHMSI JIEKAPCTBEHHOIO IIpernapara B3UMAEeTCsl TOCY1apCTBEHHAs MOILIMHA
B COOTBETCTBHUU C 3aKOHONATENLCTBOM Poccuiickoit denepanuu o Hanorax u coopax.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

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

2. OcHOBaHMEM I OTKa3a B TOCYJApPCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOIO Ipernapara Ajs
MEJUIMHCKOTO  IPUMEHEHUS  SBJIAETCA  3aKIOYEHHE  COOTBETCTBYIOLIETO  YIOJHOMOYEHHOI'O
(denepaTbHOTO OpraHa HCIOJHUTEIBHOH BJIACTH O TOM, YTO KadecTBO W (Win) 3(PPEKTHBHOCTH
PErUCTPUPYEMOrO JIEKaPCTBEHHOI'O Ipernapara i MEIUIMHCKOTO MPUMEHEHHUS HE IMOJATBEP)KIICHBI
MIOJyYEHHBIMH JIaHHBIMU MJIM YTO PUCK NPUYMHEHUS Bpena 370pOBBI0 UYEJIOBEKAa BCIEJICTBHE IpuemMa
JICKapCTBEHHOTO Ipenapara s MEIUIMHCKOIO NPUMEHEHHs MpeBblmaeT 3(QeKTUBHOCT €ro
IIPUMEHEHHUS.

(dactsp 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE MpPEACTAaBICHHE B COOTBETCTBYIOIIMK YIIOJHOMOYEHHBIN (enepanbHblii OpraH
WCIIOJTHUTENIBHONW BIJIACTH JIEKAPCTBEHHOT'O IIPENapara, B OTHOIIEHHMM KOTOPOTO IMOJY4Y€H OTKa3 B
roCyIapCTBEHHON PETUCTPALMU U KOTOPBIM BIOCIEACTBUU ITOABEPICS U3MEHEHUIO B YAaCTH €TI0 COCTaBa,
paccMaTpuBaeTCsl Kak MPEJCTABICHUE HOBOTO JIEKAPCTBEHHOIO Ipenapara Ha €ro rocyIapCTBEHHYIO
PEruCTpaLMIO HE3aBUCUMO OT COXPAHEHUs €ro IEPpBUYHOIO HAUMEHOBAHHS.

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

4. Tlpu mpenocTaBiIeHUU 3asBUTEIIEM B COCTABE PETHCTPAIMOHHOTO JOChE Ha JIEKApCTBEHHBIM
npenapar Jjisi BETEPHHAPHOTO MIPUMEHEHHUS KOIUH PEIICHHS YIIOJTHOMOYEHHOTO (efepalibHOTO OpraHa
HCIIOTHUTEJIPHOW BJIACTH O TPOBEICHUM WHCIEKTHUPOBAHUS TPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB
CPOK TIPHUHATHSA pEIIEHUS O TOCYJapCTBEHHOM perucTpaluu JEeKapCTBEHHOTO TMpemnapara il
BETEPUHAPHOTO NPUMEHEHUS TPUOCTAHABIMBACTCS CO JIHS MOJTYUYEHHUS 3aKII0OUCHUN, YKA3aHHBIX B YaCTH
1 HacTosImIeH cTaThH, A0 JIHS MPUHSATUS YIOJTHOMOYCHHBIM (peepalbHBIM OPTaHOM HCIIOJTHUTEIHHON
BJIACTH pEUICHUsI O BbIJade WM 00 OTKa3e B BbIJAY€ 3aKIIOYEHHS O COOTBETCTBUHU IMPOU3BOIUTEINS
JIEKApCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABHJI HAAJIEKAIICH MPOU3BOACTBEHHON MPAKTUKH, HO HE
0oJiee 4YeM Ha CTO BOCEMBJIECAT PaboUnX THEH.

(uacts 4 BBenena denepanbupiM 3aKoHOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHuMEM ISl OTKa3a B TOCYJApCTBEHHON pErucTpaluy JIEKapCTBEHHOTO mIpernapara s
BETEPUHAPHOTO TPUMEHEHUS SBIICTCS 3aKIIOYCHHE YIOJHOMOYEHHOTO (hemepanpHOro oprana
WCTIOJIHUTEIIGHON BIaCcTH O TOM, 4YTO KadecTBO ® (wiH) d((HEKTHBHOCTh PETUCTPUPYEMOTO
JICKapCTBEHHOTO TMpenapara il BETEPUHAPHOIO NPUMEHEHHUS HE MOIATBEPKICHbI MOJTYYEHHBIMU
JTAHHBIMH WJIM YTO PUCK IPUYMHEHUS BPEJA 3I0POBbIO KUBOTHOT'O BCIEJACTBUE TPUEMA JIEKAPCTBEHHOTO
mpemapaTta Jis BETEPUHAPHOTO MPUMEHEHHS MpeBbImaeT 3(P(EeKTUBHOCTh €ro MPUMEHEHHs, OTKa3
YIOJTHOMOYEHHOTO (heiepanbHOr0 OpraHa WCIOJMHUTEIbHOW BJIACTH B BbIaYe 3aKIIOYEHUS O
COOTBETCTBUM TPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSM MPaBWI  HaAJeKaIeh
MPOU3BOACTBEHHON MPAKTUKU JUISI  KaXJO0M MPOU3BOJCTBEHHOM IUIOIMIAJKUA PETHUCTPUPYEMOrO
JICKapCTBEHHOTO TIpernapara [Jisi BETEPUHAPHOTO MPUMEHEHUsS B CiIydae, €CIIM MPOU3BOJCTBO
JICKApCTBEHHOTO TIpernapara [ijii BETEPUHAPHOTO MPUMEHEHUSI OCYILECTBISETCS 3a IMpeaeiaaMu
Poccuiickoit deneparuu, Ui OTCYTCTBUE TAKOTO 3aKJIFOUEHUS.

(uactp 5 BBeneHa denepanbHpiM 3aKoHOM 0T 04.06.2018 N 140-D3)

Koncynbrantllmtoc: npumeuanue.
O mopsiaKke U CpOKaxX OIpeNeCHHs] B3aMMO3aMEHSEMOCTH JIEKAPCTB JICKAPCTBEHHBIX MPENaparos,
3apeructpupoBansbix 10 01.03.2020, cm. ¢1. 3 @3 o1 27.12.2019 N 475-D3.

Cratban 27.1. B3aumMo3aMeHAeMOCTb JIeKapCTBEHHbIX npenapaTtoB AnAd
MeAULMHCKOro NpMMeHeHuns
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. B3auMo3amMeHs€MOCTb JIEKAPCTBEHHBIX IIPENapaToB Uil MEAULMHCKOIO IPUMEHEHUS
OTIpeEesAeTCs] YIOIHOMOYEHHBIM (efiepaibHbIM OpraHOM MCIIOJHUTEIBHON BJIACTH, OCYIIECTBISIOLIUM
TrOCYJapCTBEHHYIK) PETMCTPALAI0 JIEKAPCTBEHHBIX MPENapaToB UIsl MEAUIMHCKOIO INPUMEHEHHMsS, B
paMKax OJHOTO MEXIYHapOAHOTO HENAaTEHTOBAHHOIO (WIM XHMHYECKOro, WJIM TIPyHIHPOBOYHOIO)
HAaUMEHOBAHMsS Ha OCHOBE 3aK/IIOUEHUS KOMMCCHHM JKCIEPTOB OKCIEPTHOTO YUYPEKICHUS O
B3aMMO3aMEHAEMOCTH JICKApPCTBEHHOT'O Ipernapara Julsi MEIUIMHCKOTO NMPUMEHEHHUs 00 O TOM, 4TO
JIEKApCTBEHHBIN IIpenapar A1 MEAUIMHCKOTO IPUMEHEHHUs HE SBJISAETCS B3auMO3aMeHseMbIM. Llopsaok
ONpEIEICHUST B3aNMO3AMEHSAEMOCTH JIEKAPCTBEHHBIX NPENApaToB Uil MEIWLIHMHCKOTO NPUMEHEHHUs U
dbopMa 3aKIIOYEHUS KOMMCCHUU OHKCHEPTOB OJKCHEPTHOTO YUPEXKACHHS O B3aUMO3aMEHSIEMOCTH
JICKapCTBEHHBIX IPENapaTroB A MEIUIMHCKOIO IPUMEHEHHs MO0 O TOM, 4YTO JIEKapCTBEHHBIN
mpernapaTr a8 MEIMLMHCKOIO IPUMEHEHHUs HE SBISETCS B3aUMO3aMEHSEMBIM, YCTAaHABIUBAIOTCS
IIpaBurensctBoM Poccuiickoit denepanumu.

2. Komuccust 3KCIEpPTOB 3KCHEPTHOIO YUPEXKJIEHUS JAeT 3aKIIOUYEHHE O B3aUMO3aMEHSIEMOCTU
JIEKapCTBEHHOI'0 Tpernapara A MEIULUHCKOIO NPUMEHEHUs JU00 O TOM, YTO JIEKapCTBEHHBIH
mpermapaTr Juisi MEAMIIMHCKOTO TPUMEHEHUs He SBISIeTCS B3aUMMO3aMEHSEMbIM, Ha OCHOBAaHUU
CJICAYIOUIMX KPUTEPUEB (XapaKTEPUCTHK):

1) oSKBUBaNEHTHOCTh (IIsI OMOAHAJIOTOBBIX (OHOIMOMOOHBIX) JIGKAPCTBEHHBIX MPENapaToB
(buoaHamoroB) -  COMOCTAaBUMOCTh)  KAYeCTBEHHBIX M  KOJIMYECTBEHHBIX  XapaKTEPUCTHK
(hapmaneBTHYECKUX CYOCTaHIIMN MM COMOCTAaBUMOCTh aHTHTEHHOTO COCTaBa BaklWH. Mcnons3oBaHue
Pa3IUYHBIX COJIeH, F3PUPOB, KOMILUIEKCOB, U30MEPOB, KPUCTAIUTHUECKUX (HOPM U APYTUX TPOU3BOIHBIX
OJTHOTO W TOTO JK€ JCHCTBYIONIETO BEIICCTBA HE SBISACTCS TPEMATCTBHEM JIJIS  OINpPEICIICHUS
B3aMMO3aMCHSEMOCTH  JICKAPCTBEHHBIX IPEMapaTtoB, €CIU NpHU TMPOBEJACHUU  HCCIICIOBAHUS
OMOAKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Mpemapara  WIM  WCCIEAOBAaHHsS  TEPareBTUYCCKOM
SKBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO TperapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pa3iuduid
dapmakokuHeTHKH ¥ (WiH) 2(G(GEKTUBHOCTH H O€30MACHOCTH JIEKAPCTBEHHOrO IIpemapara  Juls
MEIUIIMHCKOTO TPUMCHCHHS,

2) DKBUBAJICHTHOCTH JIEKapCTBEHHON (opMbl. [0 SKBUBaJICHTHBIMU JIEKAPCTBEHHBIMU (OpPMaMU
MOHUMAIOTCSI Pa3HbIe JICKApPCTBEHHBIE (DOPMBI, MMEIOLINE OAMHAKOBBIE CIIOCOO BBEIEHHS M CIOCOO
NPUMEHEHHs, OOJaJarolie CONOCTaBUMBIMH  (apMaKOKWHETHUYECKUMH  XapaKTepUCTUKAMH |
(apMakoJIOTHYECKUM  JIeHiCTBHEM U O0ECNeYMBAIOLIME TaKKe JIOCTH)KEHHE  HE00XOAUMOTo
KIuHUYecKoro s¢¢ekra. Pa3nmuums nexkapcTBeHHBIX (GOpPM HE SBISIOTCS TMPEMSATCTBUEM IS
OTIpeIeJIeHUs] B3aNMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPETapaToB, €CIH MPH MPOBEICHUN UCCIIETOBAHUS
OMODKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Tpemapara WM  WCCICAOBAaHHS  TEPareBTHYECKOM
9KBUBAJICHTHOCTH JICKAPCTBEHHOT'O IIpenapara J0Ka3aHO OTCYTCTBUE KIMHHYECKH 3HAYMMBIX Pa3IHuUil
dapmakokuHeTHKH © (W) 3(GGEKTUBHOCTH M O€30MacHOCTH JIEKApCTBEHHOTO IpemapaTta Jijis
MEIULUHCKOTO MPUMEHEHHUS;

3) PKBUBAJIEHTHOCTh HJIM COMOCTAaBUMOCTBH COCTaBa BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO
mpenapara JUii  MEIUIIMHCKOTO TpPHUMEHEeHHs. Pa3nmuums cocTaBa BCIIOMOTAaTEIbHBIX —BEIECTB
JICKQpCTBEHHOTO TIperapaTa HE SBISIFOTCS MPEMATCTBHEM JUIS ONPEACICHUS B3aWMO3aMEHSIEMOCTH
JICKapCTBEHHbIX  IIpenapaToB, €CIM IpU IPOBEJEHUU MCCIEJOBAHUS  OMOIKBHUBAJIEHTHOCTH
JIEKapCTBEHHOT'O IpernapaTa WIM HCCIEA0BaHMs TEPareBTUUECKOW SKBHUBAJIEHTHOCTH JIEKaPCTBEHHOTO
mpernapara JI0Ka3aHO OTCYTCTBHE KIMHMYECKH 3HAYUMBIX pPa3Nuuuil (apMakOKMHETUKH M (WIIN)
3¢ GEKTUBHOCTH U OE30MAaCHOCTH JIEKAPCTBEHHOTO Iperapara il MEeIUIUHCKOro IpuMeHeHus. [lpu
HAIMYAA KIMHAYECKH 3HAUYMMBIX pa3nuiyuid  (apMakOKUHETHKH U (Win) SPPEKTUBHOCTH U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

0€e30IacHOCTH JICKApCTBCHHOT'O IIpf€riapaTta JIs1 MEAULIUHCKOTO HPHUMCHCHUS B3aUMO3aMCHACMOCTDH
OMPCACIIICTCA C YKa3aHUEM Ha UCKIIFOYCHUEC OTACIIbHBIX I'PYHIT MTAlITUCHTOB,

4) UOSHTHUYHOCTH CITOcO0a BBEACHHS U CIIOCO0a MPUMEHCHHS,

5) cOOTBETCTBHE MPOU3BOAMTENS JIEKAPCTBEHHOTO CPEICTBAa TPEOOBAHHWSIM HPABUI HaJUIeKallen
MIPOU3BOJICTBEHHOMN MPAKTUKH.

3. Onpez[eneHI/Ie B3aMMO3aMCHACMOCTH BOCIIPOMU3BCACHHELIX JICKAPCTBCHHBIX IIP€IapaToB OJId
MCOUIUHCKOI'O0 IMPUMCHCHU, YKA3aHHBIX B YaCTHU 10 crateu 18 HaCTOAIICTO q)eﬂepaanoro 3aKOHa,
OCYHICCTBIIACTCA 0e3 H€06XO,Z[I/IMOCTI/I JA0Ka3aTcJIbCTBA UX OHMO’KBUBAJICHTHOCTH.

4.  OcoOeHHOCTH OIIpENENICHUs]  B3aHMMO3aMEHIEMOCTH  OMOJIOTUYECKHUX  JICKapCTBEHHBIX
npernapaTroB, KOMOMHHPOBAHHBIX JICKAPCTBEHHBIX IpPENapaToB (CoaepKalux KOMOWHAIMIO ABYX H
Ooyee JEHCTBYIONIMX BEIIECTB), JICKAPCTBCHHBIX TpPENapaToB IS TAPEHTEPATBHOTO NHTAHUS H
HE/I03UPOBAaHHbIX JIEKAPCTBEHHBIX IIpeNapaTtoB ycTaHaBiuBawoTcs IlpaButenscTBoM Poccuiickoit
denepauuu.

5. Onpez{eneHHe B3aUMO3aMCHACMOCTH HC OCYIICCTBIIACTCA B OTHOWICHUHN JICKAPCTBCHHBIX
PACTUTCIIBHBIX MTPCIapaTOB, TOMCONMATUYCCKUX JICKAPCTBCHHBIX IIPCIIaApaTOB.

6. ®opmupoBaHHUE MEPEUHsl B3aUMO3aMEHAEMBbIX JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMTHCKOTO
MIPUMEHEHHUS OCYIIECTBISETCS SKCIIEPTHBIM YUPEKICHUEM MOCPEICTBOM O0BEAMHEHUS JIeKapCTBEHHBIX
IIPENApaToOB B OTACIBHBIE IPYNIbl, B KaXJOH M3 KOTOPBIX JIEKAPCTBEHHBIC IIPENapaTrhbl SBISAIOTCS
B3aMMO3aMEHAEMbIMHU.

7. B ciydyae BKJIIOYEHUS B HMHCTPYKLMIO II0 MEIUIUHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOTO
Ipenapara Ha OCHOBAaHUU pe3yJIbTaTOB COOTBETCTBYIOLIUX UCCIIEIOBAHUM ITOKA3aHUM ISl IPUMEHEHUS,
KOTOPBIE OTIMYAKOTCA OT MOKA3aHUM I IPUMEHEHUS APYTHX JIEKAPCTBEHHBIX IIPENapaToB U3 IPYIIIbI
B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX IPENapaToOB, B IEPEYHE B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX
IIPEnapaToB Il MEAULUHCKOIO IPUMEHEHHUS JOJKHA OBITh YKa3aHa COOTBETCTBYIOLIAst HH(pOpMALUSL.

8. IlepeueHb B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENapaToB Ul MEIULMHCKOTO MPUMEHEHHS
pa3MenaeTcs yrnoJHOMOYEHHBIM (ellepalbHbIM OpPraHOM HCIOJHUTENBHOM BIACTH, OCYIIECTBISIIOIIUM
rOCy/IapCTBEHHYIO PErMCTPALUIO JIEKAPCTBEHHBIX MPENapaTroB JUisi MEIULUHCKOIO NPUMEHEHMs, Ha
cBoeM odunmansHoM caiite B cetn "HuTepHer". WHdpopmamms B TepedyHe B3auMO3aMEHSEMBIX
JIEKapCTBEHHBIX MPENapaToB /Il MEIULMHCKOTO MPUMEHEHUsI OOHOBIISETCS yKa3aHHBIM (pesiepanbHbIM
OpPraHOM MCIIOJIHUTEIbHOM BIACTU C YYETOM HOBBIX 3aperUCTPUPOBAHHbIX JIEKAPCTBEHHBIX IIPENapaToB
IUIE  MEAMLMHCKOTO TPUMEHEHHs M BHECEHHBIX M3MEHEHUHl B JOKYMEHTHI, CoJepXalluecs B
PETUCTPALIMOHHBIX JOChE HA 3apETUCTPUPOBAHHBIE JIEKAPCTBEHHBIE IIpEnapaTsl JUIsl MEAUIIMHCKOIO
IIPUMEHEHHUS.

9. Hopsanok ucmoap30BaHus HHOOPMAIIMU O B3aUMO3aMEHIEMBIX JIEKAPCTBEHHBIX IMpenaparax s
MEIMIIMHCKOTO TPUMEHEHUS M TMOPSAIOK Jladyd Pa3bsICHEHH MO BOMPOCAM B3aUMO3aMEHSIEMOCTH
JICKaPCTBEHHBIX MpernapaToB [JIsi MEAUIMHCKOTO MNPUMEHEHHS yCTaHaBiIuBaroTca IIpaBUTENbCTBOM
Poccuiickoit deneparum.

Koncynsrantllntoc: npumeuanue.
Cpok perucTpanuu JIeKapcTBEHHOI'O MpenapaTa Uil BeTepUHAPHOIO MPUMEHEHHUs, UCTEKAIOMINN C
14.03.2022 mo 31.12.2022, a Ttaxxe B 2023 roamy, mpojmieH Ha 12 mecsaueB (IlocranoBieHue
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

[TpaButensctBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yoocToBepeHne nekapCTBEHHOro npenapara

1. PeructpanmoHHoe yJ0CTOBEpEHHME JIEKAPCTBEHHOI'O IpernapaTa C YKa3aHHEM JIEKapCTBEHHBIX
GbopM M [103UPOBOK BbLIAETCS OECCPOYHO, 33 HCKIIOUEHHEM PErMCTPALMOHHOIO yJIOCTOBEPEHMS
JIEKapCTBEHHOTO  IIpernapara, BbIJABAEMOI0 CO CPOKOM JEHCTBUS NATh JIET, Ha BIIEPBbIE
peructpupyemsle B Poccuiickoii @enepanyy J€KapCTBEHHBIE IIpENaparhl.

2. Ilo ucteyeHMM yKa3aHHOTO B 4acTH | HacTOsAIIEW CTaTbU CpOKa BBLAAETCS OeccpouHoe
PEruCTPAallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO IIpernapara IpU YCIOBUU IOATBEPKICHUS €ro
rOCYJapCTBEHHOM PErUCTPALUH.

3. B cinydae BHeceHHMSI B COOTBETCTBUU cO cTarhsiMu 30 u 31 Hactosimero denepasbHOro 3aKoHa
W3MEHEHUH B COJEpKallfecss B PErHCTPAllMOHHOM JOChE Ha 3apEeTUCTPUPOBAHHBIN JIEKapCTBEHHBIN
npenapar JOKYMEHThI, 3aTParuBalOIINX CBEICHUs, OTPAKEHHbIE B PErUCTPALMOHHOM YyIOCTOBEPEHUH
JIEKapCTBEHHOTO TpernapaTa, yIoJHOMOYEHHBIN (eiepaabHblil OpraH MCIOJHUTEIHHON BIACTH BBIAAET
HOBOE€ PETUCTPALIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOT'O Mperapara, CoJAeprKallee BHECEHHBIE B HETO
N3MCHCHUS.

(dactpb 3 BBenena denepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

4. B cnydae yTpaThl WM TOBPEXICHUS PETUCTPALMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpernapara MO 3asBJICHHUI0O B IUMCbMEHHOM (opme aepikarens WIM Biajeiblia PEerucTPaloOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpenapara Wik yIOJHOMOYEHHOIO UMHU IPYroro IPUAUMYECKOro Juia
0 BBIgaue  ayOnMKaTta — PerucTPAallMOHHOTO  YJOCTOBEPEHMS  JIGKAPCTBEHHOTO  Mpemnapara
YIIOJITHOMOYECHHBINH (DeiepanibHbIi OpraH MCIOJHUTEIBHON BJIACTH B CPOK, HE MPEBBIMAIOIINNA JECATH
pabounx AHeH co AHS MOCTYIUICHHS 3asBJICHMS, BbIAAET MyOIMKAT PErHCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO  Mpemapara. 3a  Bblgady  AOyOnMKaTa  PEeTMCTPAllMOHHOTO  YOCTOBEPEHHUS
JIEKApCTBEHHOI'0  IIperapara  B3UMAaeTCs TOCYJapCTBEHHAas  [OUUIMHA B COOTBETCTBUU  C
3akoHOJaTeabcTBOM Poccuiickoit denepanuu o Haorax u coopax.

(uactp 4 BBeneHa DenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Koncynsrantlntoc: npumedanue.

Cpok perucTpanuy JE€KapCTBEHHOIO Ipernapara Juis BETEPUHAPHOTO MPUMEHEHHS], UCTEKAIOUUN C
14.03.2022 mo 31.12.2022, a Ttaxxe B 2023 roay, mpomieH Ha 12 mecsaueB (IlocranoBienue
[IpaBurenscrBa PO ot 12.03.2022 N 353).

Cratba 29. lMoaTBepxAaeHMe rocyAapCTBEHHOM perncrpaumm JneKapcTBEeHHOro
npenapara
(B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

1. ITonTBepkieHNE rOCYJapCTBEHHOM PETUCTPALMU JEKapCTBEHHOTO Mpenapara OCyIleCTBISAETCS
IpU Bba4e OECCPOYHOTO PETHCTPALIOHHOIO YJIOCTOBEPEHHs JIEKapCTBEHHOrO Iperapara B ciydac,
YKa3aHHOM B 4acTu 2 crarbu 28 Hacrtosmero denepasbHOr0 3aKOHA, B CPOK, HE IPEBBIIIAIOIINN
HIECTUJECATH pabouux JHEW CO JHS MOJIYYEHHS] COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (efepaibHbIM
OpPraHOM HCIIOJIHUTEIBHON BJIACTU 3asBICHHUS O IOATBEP)KIECHUU TOCYAAPCTBEHHOW PpErucTpalnuu
JIEKapCTBEHHOI0 Ipenapara. He ocymiecTBisercs NMOATBEPKACHUE TOCYJAPCTBEHHOM PETrMCTpaluu B
OTHOIIICHUH JIEKAPCTBEHHOTO Ipernapara, He HaXxouBIIerocs B odpamieHnu B Poccuiickoit deneparyu B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

TCUCHUC TPEX U boiee JICT, 4 TAKIKC B OTHOHICHUHN JICKAPCTBCHHOI'O CPEACTBA, IMPOU3BCACHHOI'O C
HapyluICHUCM Tpe60BaHI/ISI, YCTAaHOBJICHHOI'O YaCTbIO 3.7 cratbu 71 HaCTOAIICTO CDGI[CpaJ'IBHOFO 3aKOHa.

2. 3asBJICHUE O MOATBEPKACHUU TrOCYIaPCTBEHHON PETUCTPAIMK JIEKAPCTBEHHOTO Tpernapara Jyis
MEJIHUIMHCKOTO TPUMEHEHUS TMPEICTABISETCS B COOTBETCTBYIOMIMK YIOJHOMOYECHHBIH (henepanbHbIi
OpraH WCTIOJTHUTEIBHOW BIIACTH HE paHee Y4eM 3a CTO BOCEMBJIECAT JHEH 10 NCTCUSHHS CPOKa JICHCTBHS
PETHCTPALIIOHHOTO yIOCTOBEPEHHS JIGKaPCTBEHHOTO Ipernapara Jyuis MEJUINHCKOTO TPUMEHEHUSL.

(B pen. denepanbroro 3akoHa ot 02.08.2019 N 297-03)

2.1. 3asBiIEeHHE O MOATBEPKACHUHM TOCYAapCTBEHHOM pETrHCTpaluu JIEKAPCTBEHHOrO Mpernapara
JUIsL BETEPUHAPHOTO NPUMEHEHUs TMPEACTaBISETCS B  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIN
(denepanbHBIA OpraH WCIIOJHUTEIHHONW BIIACTH HE paHEEe YeM 3a CTO BOCEMBJECCAT JHEH 10 MCTCUCHUS
CpoKa JICUCTBHUSI PETHCTPAIMOHHOTO YJIOCTOBEPEHHS JICKAPCTBEHHOTO Tpemapara Jjisi BEeTEPUHAPHOTO
MIPUMEHEHHUS U HE TT03/IHee OKOHYAHMS CPOKA €T0 JICUCTBUS.
(uacts 2.1 BBenena ®@enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)

3. [loaTBepk1eHHE TOCYJaPCTBEHHON PErUCTpALMK JIEKAPCTBEHHOTO MperapaTa OCyLIECTBISETCS
[0 pe3yJibTaTaM 3KCIEPTU3bl OTHOILIEHUS OXUAAEMOM MOJb3bl K BO3MOXXHOMY PHUCKY NPUMEHEHHS
JIEKapCTBEHHOT'O TIperapaTa Ha OCHOBAHHH PE3yJIbTATOB MOHUTOPUHTA 3(PPEKTUBHOCTH U OE30MMACHOCTH
JIEKapCTBEHHOI'0 IperapaTa, MPOBOJUMOIO Jep>KaTesJeM WM BIIAJENbLIEM PErucTPalioOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOrO Ipemnapara JMOO YHNOJHOMOYEHHBIM HUMH OPUIMYECKUM JIULIOM, a
TaK)K€ COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (pe/iepallbHbIM OpPraHOM HCIIOJHUTENBHON BIACTH B
COOTBETCTBHUH ¢ TpeOOBaHUAMU cTaThu 64 HacTosero denepaabHOrO 3aKOHA.

4. K 3asBneHuto o MOATBEPKIECHUU TOCYAAPCTBEHHONW PETUCTpAIlMU JIEKAPCTBEHHOTO Ipenapara
JUTSL MEUIIMHCKOTO TIPUMEHEHUS TTPUIararoTcs:

1) AOKyMeHTBI, cojepiKaliue pe3yJbTaTbl MOHUTOpUHTA 3((EeKTUBHOCTH UM 0€30MacHOCTH
JIEKapCTBEHHOI'O Ipernapara A MEIULMHCKOIO IPUMEHEHUs, IPOBEAECHHOIO Jep)KaTesieM WU
BJIAJINIbLIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHMs JIEKApCTBEHHOIO TMpernapara [yl MEIUIIMHCKOTO
NpUMEHEHHUS JHMOO0 YIOJIHOMOYEHHBIM UM IOPUAWYECKHM JHMIOM, 10 (GopMme, yTBEpKICHHON
YIIOJIHOMOYEHHBIM (he/IepaIbHBIM OpPraHOM HCIIOJHUTEIBHOM BIIACTH;

2) cBelIeHHS O JaTe MPEJOCTABJICHUS W PETHCTPAMOHHOM HOMEpE JUICH3MH Ha TPOHM3BOJCTBO
JICKApCTBEHHBIX CPEICTB WM CBEACHUS O JaTe NPEAOCTAaBICHHUS M PErHCTPAlMOHHOM HOMeEpe
3aKIIOYCHUS O COOTBETCTBUU TPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSM IIPABHII
Ha/IJIeKAIIed TMPOU3BOACTBEHHONW MPAKTHKH, IPEIOCTABICHHBIX YIIOJHOMOYCHHBIM (enepaabHbIM
OpPraHOM HCIIOJHUTENbHON BJIACTH B OTHOLICHHM TPOW3BOACTBEHHON IUIOMIAIKU JIEKAPCTBEHHOTO
npernapara JUisi MEUIUHCKOTO TPUMEHEHHS, TOCYJapCTBEHHAsI PETHCTPALUsl KOTOPOTO MOATBEPKAACTCS
B Cllydae, €CJIIM TIPOM3BOJCTBO JIEKAPCTBEHHOIO TIpenapara Uil MEIUIIMHCKOTO TPUMEHEHUS
ocymectsisiercsa B Poccniickoit denepanuu;

(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

3) Komusl MPeIOCTaBICHHOW YIMOIHOMOYEHHBIM OPTaHOM CTpaHbl MPOU3BOIUTENS JTUIEH3UU Ha
MPOU3BOACTBO JIEKAPCTBEHHOIO Ipenapara i MEAUIUHCKOTO IPUMEHEHUS U €€ MEPEBOJ Ha PYCCKUMI
SI3bIK, 3aBEPCHHBIE B YCTAHOBICHHOM TIOPSIIKE, @ TaKKE KOMMUS 3aKIIOUYECHUS O COOTBETCTBUHU
MIPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB TPEeOOBAHUSAM TPABWI HaJIEKAIICH MTPOU3BOACTBEHHOM
MPAKTUKH, BBIJIAHHOTO YIOJHOMOYECHHBIM (DeepaibHbIM OPraHOM HCIIOJIHUTEILHONW BJIAcTH B
OTHOLUIEHUU TMPOU3BOJCTBEHHOW IUIOWIAJAKM JIEKQPCTBEHHOrO Ipemnapara JUisl MEIULHUHCKOTO
NIPUMEHEHHUS, TOCYJAPCTBEHHAs PETUCTpalMs KOTOPOTO IOATBEPKAACTCSA, WM KONUSA PELICHUS

www.consultant.ru CrpaHuua 62 u3 143
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=330696&amp;date=25.03.2023&amp;dst=100054&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=330696&amp;date=25.03.2023&amp;dst=100055&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=205035&amp;date=25.03.2023&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=378462&amp;date=25.03.2023&amp;dst=100121&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=191811&amp;date=25.03.2023&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=394111&amp;date=25.03.2023&amp;dst=100196&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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

YIOJIHOMOYEHHOTO (heIepaIbHOrO OpraHa MCIOJHUTENIBHONW BJIACTH O MPOBEAEHUM WHCIEKTUPOBAHUS
IIPOU3BOUTEIIS JIEKAPCTBEHHBIX CPENICTB B CIyYae, €CIU MPOU3BOACTBO JIEKAPCTBEHHOIO Npenapara Ajs
MEJMLUHCKOr0 IPUMEHEHUS OCYLIECTBIAETCS 3a npenenamu Poccuiickont denepanun.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

(dactp 4 B pen. DenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIIEHNU OMONOTUYECKHUX JIEKApPCTBEHHBIX MPENapaToB il MEJUIIMHCKOTO IPUMEHEHUs
3asBUTENb JONOJHUTENBHO TMPEJICTAaBISAET pe3yJbTaTbl MEPONPUATHH, NPEIyCMOTPEHHBIX IJIAHOM
yIpaBJIEHUS] PUCKAMM, YTBEPXIECHHBIM YHOJHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIIOJHUTEIbHON
BJIACTH IPU OCYILIECTBIEHUU TOCYJAapCTBEHHON perucTpaluu JEKapcTBEHHOIO Ipenapara s
MEIUIIMHCKOTO TPUMEHEHHSL.

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

4.2. K 3agBlIeHUIO O MOATBEPKACHUU TOCYJaPCTBEHHOIN PErucTpalyy JIEKapCTBEHHOTO Mpernapara
JUIS. BETEPUHAPHOTO MPUMEHEHUS MPUJIaralTcs JOKYMEHTBI, COJIEpKallie pe3ylbTaThl MOHUTOPUHTA
3¢ (HeKTUBHOCTH U 0OE30MaCHOCTH JIEKAPCTBEHHOIO TMpemnapara Ui BETEPUHAPHOTO MPUMEHEHUS,
MIPOBOJIUMOIO JIEp>KAaTelIeM WM BJAJACNbLEM PErUCTPALMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpermapara il BETePUHAPHOTO NMPUMEHEHHUs JTMOO YIOJHOMOYCHHBIM UM FOPUIMYECKUM JIUIIOM, TI0
dbopme, yTBEpKACHHOM YIOJIHOMOYCHHBIM (PeepaibHbIM OPTaHOM HCIIOJHUTEIBHOW BIACTH, M
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 crtarbu 17 Hacrosiuero denepanpbHoro 3akoHa. B OTHOIIEHHH JIEKAPCTBEHHBIX
MpenapaToB TUTSt BETEPUHAPHOTO MIPUMEHEHUS, MOJTYYEHHBIX c MIpUMEHEHHUEM
T€HHO-UH)KCHEPHO-MOIM(DHUIIMPOBAHHBIX ~ OPTAaHM3MOB  WJIM  COJEP)KAIMX  TaKWe  OpPTaHU3MBI,
JIOTIOJIHUTENBHO MPEACTABISIOTCS CBENICHUS, yKa3aHHbIe B MyHKTe 13 wactu 3 ctaTh 17 HacTOAIIErO
®denepallbHOTO 3aKOHA.
(uactpb 4.2 BBeneHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. enepaibHOro 3aK0Ha OT
02.08.2019 N 297-®3)

4.3. 3asBuUTENb BIpaBe NPEICTaBUTb C 3aiBJIECHUEM O TOATBEPKICHUM TIOCYAapCTBEHHON
perucTpalMi  JIEKapCTBEHHOTO Ipenapara KOMHUIO JOKYMEHTa, IOATBEPXAAIOIIEro  YyIaTy
rOCyJapCTBEHHOM IIOLUIMHBI 3a IIOATBEPXKACHHUE TOCYIApPCTBEHHOM pErucTpalyuy JIEKapCTBEHHOI'O
npernapara, a Takke BblJaBaeMble (TpeloCTaBisieMble) YIOJTHOMOUYEHHBIMH (eiepalbHbIMU OpraHaMu
WCTIOJTHUTENIBHOW BJIACTU JAOKYMEHTHI (CBEIEHUs), yKa3aHHbIE B NMyHKTax 2 W 3 4acTu 4 HacTosIeil
cTatbu. B ciyyae uX HeNpencTaBlICHHs YIOJHOMOYEHHBIH (penepanbHblii OpraH HCHOJIHHUTEIbHOM
BJIACTH  3alpallMBaeT YyKa3aHHbIE JOKYMEHThl (CBEIEHMs]) B TMOpPSJAKE MEKBEJIOMCTBEHHOIO
MH(OPMALIMOHHOTO B3aUMOJEHCTBHSL.

(dactp 4.3 B pen. DenepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

5. B Tteuenue pecaTH pabouumx AHEH CO JAHA NPUHATHS 3a8BICHHUS O IOATBEPXKACHUU
roCy/IapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOIO INpenapara U JOKYMEHTOB, COAEPKAIIUX PE3YJIbTaThl
MOHUTOPHUHTA 3(p(PeKTUBHOCTH M GE30MaCHOCTH JIEKAPCTBEHHOTO TpenapaTa, IpoBOIUMOTrO JAepKaTesieM
WIKM  BIAJENBLEM  PEruCTPalMOHHOTO  YAOCTOBEpEHHUs  JIEKAPCTBEHHOro  Ipemapata  Ju0OO0
YHOOJHOMOYEHHBIM MMM  IOPHUAMYECKHM  JIULOM, YIOJHOMOYEHHBbIM  (enepanpHblii  opras
HCIIOJIHUTEJIBHOH BJIACTH:

1) MPpOBOAUT MPOBEPKY IMOJTHOTHI CBCHCHHﬁ, COACpKANXCsd B MNPCACTABJICHHBIX 3asABUTCIIEM
AOKYMCHTAXx;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

2) mpUHMMAaET PElIeHHE O MPOBEICHHM WM 00 OTKa3e B MPOBEICHUU IKCHEPTU3blI OTHOILICHUS
0’KMJIa€MOM TOJb3bl K BO3MOKHOMY PHUCKY NPHUMEHEHHMs JEKapCTBEHHOI'O MpernapaTra Ha OCHOBAHUH
pEe3yJIbTaTOB  MOHUTOPUHTAa J(PQPEKTUBHOCTH U  0€30MacCHOCTH  JIGKAPCTBEHHOTO  Iperaparta,
MIPOBOAMMOIO JepiKaTeleM WU BIAJeNblleM PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOI'O
npenapara Ju00 yMOJHOMOYECHHBIM WMH IOPUIUYECKHAM JIMIIOM, a Takke (eaepalibHbIM OpraHOM
WCIIOJIHUTENILHOM BJIAaCTH B COOTBETCTBUU C TpeOoBaHMSAMH cTaTbu 64 Hactosuiero denepanbHOro
3aKOHa;

3) yBenomisieT B DJEKTPOHHOH ¢opMe MM NHCbMEHHOM (opMme 3asBUTENs U HKCIEPTHOE
YUPEKACHUE O MPHUHITOM pEIICHHH JHOO B Cllyyae MPHHATUS pEIIeHUs 00 OTKa3e B IMPOBEACHUHU
9KCIIEPTU3BI YKA3bIBAET MIPUUYHUHBI TAKOTO OTKA3a.

6. B cinydae BbIABIEHUS HEIOCTOBEPHOCTH M (MJIM) HEIOCTATOYHOCTH UHGOpMaIuHy,
coJiepKalleiics B MPeJICTaBICHHbIX 3asBUTENEM JIOKyMEHTaX, YIOJHOMOYEHHbIH (enepalbHblii OopraH
UCTIOJHUTENIBHOM BJIACTH HAIPABISAET 3asABUTENIO 3alpoc 00 YTOYHEHUH YyKa3aHHON HHQpOpMauuu.
3anpoc yHOJIHOMOYEHHOTo (efepalbHOr0 OpraHa HMCIOJHUTENBHOW BIIACTH MOXET OBITh IepenaH
YIOJIHOMOYEHHOMY NPEACTABUTENIO 3asiBUTEINIS JIMYHO I10J PACIUCKY, HalpaBieH IO MOYTE 3aKa3HbIM
MUCHMOM WJIM TIEPEAaH B JIEKTPOHHOU (opMe MO TeIeKOMMYHHKAIIMOHHBIM KaHalaM CBs3U. B ciryuae
HalpaBJICHUs 3allpoca YHMOJHOMOUYEHHOTO (eIepabHOrO OpraHa UCIOJHUTENIBHOW BIACTU MO IOYTE
3aKa3HbIM IHCbMOM OH CUUTAETCS IOJIyYEHHBIM 10 MCTEYEHUM LIECTU JHEH ¢ JaThl HalpaBiICHUS
3aKa3HOIo MHUChMa.

7. 3asBuTenb 00s3aH MPEACTAaBUTh OTBET HA 3alpoC YHMOJIHOMOYEHHOTo (elepajbHOro opraHa
HCIIOJIHUTEJILHOM BJIACTH B CPOK, HE IIPEBBILIAIOIIMN AEBSIHOCTA paOOYMX JHEU CO JIHA €T0 MOJIY4YECHHUS.
Cpok, yKa3aHHBIM B 4YacTHU 5 HACTOSIIEN CTAaThbU, IPUOCTAHABIMBAETCS CO JIHS HANPABJICHUS 3aBUTEIIO
3arpoca YIMOJIHOMOYEHHOro (efepalbHOr0 OpraHa HCIOJIHUTEIbHON BJIACTH 1O JHSA TOJYYEHHUS UM
COOTBETCTBYIOIIETO OTBETa W HE YUYUTBHIBACTCA IIPU HCYHUCIECHUU CPOKA IOATBEPKIACHUS
roCyIapCTBEHHON PETUCTPALlMK JIEKAPCTBEHHOTO NIpenapara.

8. OcHOoBaHMEM MJI1 OTKa3a B IPOBEJCHUM DKCIIEPTH3bl OTHOLIEHMS OXHJA€MOM MONb3bl K
BO3MOXXHOMY PHUCKY IIPUMEHEHHUS JIEKapCTBEHHOr'O Ipernapara sBJISIETCS IPEICTABICHUE JIOKyMEHTOB,
COJIepIKAIINX Pe3yJIbTaThl MOHUTOPUHTA 3(P(PEeKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOTO Ipernapara,
U (UIM) B OTHOIIEHHWH OWOJIOIMYECKHX JIEKAPCTBEHHBIX IPENapaToB pPe3yJbTaTOB OCYILIECTBIICHUS
MEpPONPUATHA B COOTBETCTBUU C IUIAHOM YIPABIECHUS PUCKAMH, YTBEP)KICHHBIM YIIOJHOMOUYEHHBIM
(benepanbHBIM OpPraHOM HCHOJIHUTEIBHOM BIACTH MPU OCYLIECTBICHUU FOCYIapCTBEHHON PErUCTpaIiiu
JICKapCTBEHHOT'O TpernapaTa, B HEIOJHOM 00beMe, OTCYTCTBHE MH(pOpPMAalNK, MOATBEpKAatomel (akT
yIUIaThl ~ TOCYJApCTBEHHOM  NOLUIMHBI 32  TOATBEPXKICHHE TOCYJAapCTBEHHON  perucTpanuu
JIEKapCTBEHHOTO TIpernapaTa, Ju00 HENpeJCTaBICHHE 3asBUTEIEM B yCTAaHOBICHHBIM CPOK OTBETa Ha
yKa3aHHbI B 4YacTu O HACTOSIIEH CTaThU 3alpoc YMOJHOMOYEHHOTO (elepasbHOrO OpraHa
UCIIOJIHUTEJIBHOM BJIACTH, a TakXe OTCYTCTBUE B YKa3aHHBIX JIOKYMEHTax MH(pOpMaluM, KoTopas
JI0JKHA OBITh B HUX OTPaKEHa.

9. DkcnmepTu3a OTHOMICHUS OXHMIAEMOW TOJB3bI K BO3MOXHOMY PHCKY MPUMEHEHUS
JIEKapCTBEHHOT'O TIperapara B LEJsIX MOATBEPKICHUS TOCYIaPCTBEHHON PErucTpaIuy JIEKapCTBEHHOTO
rpenapara IpoOBOJUTCA KOMHUCCHEW DKCIIEPTOB 3KCHEPTHOIO YUPEXKACHUS B CPOK, HE IPEBBIIIAFOIINI
COpOKa pabounX JTHEH.

10. B ClIyda€ HEAOCTAaTOYHOCTH IMPECACTABIICHHBIX 3KCIIEPTY MATCpUaAIOB IJId Aa4Md 3aKJIIFOYCHUA
OKCIICPT o6pamaeTc>1 K PYKOBOAUTCIIKO OKCIICPTHOIO YUPCKIACHHUA O MPCAOCTABIICHUHN CMY
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

HEOOXOJMMBIX  MaTepuajoB.  PyKkoBoaWTeNb  SKCHEPTHOIO  yupeXAeHus  olpamaercs ¢
COOTBETCTBYIOIIIUM 3allpOCOM B YIOJHOMOYEHHBIM (enepanbHblii OpraH HCIOJIHUTEIBHOW BIACTH,
BBIIABILINI 33JaHUE HA NIPOBEICHUE IKCIEPTU3bI OTHOIIEHUS 05KMIA€MOM I10JIb3bl K BO3SMOXXHOMY PHUCKY
MIPUMEHEHUS JIEKAPCTBEHHOIO IIperapara Ha OCHOBAaHUM JOKYMEHTA, COJIEp’Kallero pe3yJbTaThl
MOHHUTOPHHTA 3(PPEKTUBHOCTU U 0€30MaCHOCTH JIEKAPCTBEHHOTO IpenapaTta. B Teuenue nsatu padodnx
JHEH cO JHs MOCTYIUIEHUS 3alpoca PyKOBOJIUTENS SKCIIEPTHOTO YUPEXKICHHs yKa3aHHbIN (eepaabHbIi
OpraH HCIOJIHUTENbHONW BJIACTH HANpaBlseT 3asABUTENIO 3alpoCc O NPEACTABICHUH HEOOXOIUMBIX
MaTepHasIOB, KOTOPBI MOXET OBITh TIepe/iaH YIIOJIHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO MO
pacmucKy, HampaBieH [0 IOYTe 3aKa3HbIM IMHCHMOM WM TEpelaH B AIIEKTPOHHOH Qopme 1o
TEJIEeKOMMYHUKALIMOHHBIM KaHajaM CBsi3U. B ciyuyae HampaBieHMsl 3ampoca YIMOJHOMOYEHHOIO
(denepanbHOrO OpraHa HWCHOJHUTENBHON BIIACTH IO TOYTE 3aKa3HbIM IHCbMOM OH CUHUTAEeTCs
MIOJIyYEHHBIM 110 UCTEUEHHUH LIECTH JTHEH ¢ 1aThl HapaBJIEHUs 3aKa3HOTO MUChMA.

11. 3asBuTenp 00s3aH MPEACTaBUTH OTBET Ha 3aMpoC YHMOJHOMOYEHHOTO (eliepallbHOTO OpraHa
WCTIOJTHUTENILHOM BJIACTH B CPOK, HE MPEBBIMAIONIUN IECTUACCATH padOunX JHEW cO JTHS MONydeHUs
YKa3aHHOTO 3ampoca. YTOJTHOMOYCHHBIN (enepalbHblii OpraH WCIOJHUTEIBHON BIIACTH, BBIIABIINAN
3aJJaHM€ Ha MPOBEAECHUE OKCIEPTU3bl OTHOLICHHS OXHUAAEMOM TOJb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHUs JIEKapCTBEHHOrO MpernapaTa Ha OCHOBAaHWU JOKYMEHTA, COAEPKAIIero pe3ybTaThl
MOHHUTOPHUHTA 3PPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpemnapara, B TEUEHUE MATH pabodmnx
JTHEH co JTHS MOCTYIUIEHHS OT 3asiBUTENs OTBETa Ha 3allpoc YHOJHOMOYEHHOTO (henepanbHOro oprana
HCIOJIHUTEIBHOM BJACTU HAIPABIISIET JTOT OTBET B JKCIEPTHOE YyupexiacHue. B ciyuae
HEMpPEJICTABICHUS 0 HWCTCUYCHUU IIECTHACCATH padOuuX MHEH 3asBUTENIEM OTBETa HA YKa3aHHBIN
3armpoc yMOJTHOMOYCHHBIN (elepaibHblii OpraH HCIOJTHUTEILHOW BIACTH, BBIIABINAN 3aqaHUE Ha
MPOBEJICHUE DJKCIEPTU3bl OTHOIICHUS OXUIAEMOW TMOJb3bl K BO3MOXKHOMY PHUCKY HNPUMEHEHUS
JIEKApCTBEHHOr'0 IIpernapaTa Ha OCHOBAaHUM JOKYMEHTA, COJEP>KAIEero pe3yjabTaThl MOHUTOPHUHIA
3¢ (deKTUBHOCTH W 0€30MacHOCTH JIEKapCTBEHHOTO IIpermapaTa, B TEYEHHE ISTH pabouyux aHen
HANpAaBJISIET B JKCIIEPTHOE YUPEKJICHHE YBEIOMIICHUE O HENMPEACTABICHUM 3asBUTEIEM OTBETA Ha
3alpoc YKa3aHHOrO opraHa. Bpems co AHS HampaBiIeHHs 3amlpoca 3KCIEPTHOIO YYPEKICHUS B
YIIOJITHOMOYECHHBINH (eepaibHbIi OpTaH HUCIHOJHUTEIBHON BJIACTU JO JHS TOJYYEHHUS SKCIEPTHBIM
YUpEKJIECHUEM OTBETa Ha 3alpoC WM YBEIOMIICHMS O HENPEJICTAaBICHWH OTBETA Ha 3alpoc He
YUHUTBIBAECTCS NPU HCUUCICHUU CPOKA IMPOBEACHHS HKCIEPTU3bl OTHOLICHUS OXUIAAEMOM MOJIB3bl K
BO3MOKHOMY PHUCKY IPUMEHEHUS JIEKAPCTBEHHOT'O MpPEenapaTa Ha OCHOBAHUHU JIOKYMEHTA, COAEPHKAIIETro
pe3yNbTaThl MOHUTOPUHTA YPGEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO TIperapaTa.

12. B cpok, He MpeBbIIIAIOMUN AECITH pabOUuX JHEH CO AHS MOJYUYEHHUS 3aKITIOYEHUS KOMUCCUU
SKCIEPTOB IO pe3yjbTaTaM »SKCIEPTU3bl OTHOIICHUS OXHIAEMOM TOJB3bl K BO3MOXXKHOMY PHUCKY
MIPUMEHEHHUS JICKapCTBEHHOTO Tpernapara, COOTBETCTBYIOIIMKI YIOJIHOMOYCHHBINA (heepaibHbId OpraH
WCIIOJIHUTEJILHOM BJIACTH:

1) OCYHICCTBJIACT OLCHKY J3TOr'0 3aKIOYCHHUA IJII ONPCACIICHUA €TI0 COOTBCTCTBUSA 3aTAHUIO Ha
MIPOBCACHUC YKaBaHHOﬁ OKCIICPTHU3BI;

2) IpUHMMAET PELIEHUE O MOATBEPKICHUM TOCYJAapCTBEHHOM pErucTpanuu JEKapCTBEHHOI'O
mpernapata Wi 00 OTKa3e B NOJATBEPXKIEHUH TOCYAApCTBEHHOW PpErucTpanu JEKapCTBEHHOI'O
npenapara;

3) BHOCUT NpU HPUHATHM PEUICHUS O TMOATBEPKIACHUM TOCYJapCTBEHHONW perucTpanuu
JIEKapCTBEHHOT'O TMpernapara CBEJCHHUS B TOCYIapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJCTB U BHIAAET
3asIBUTEI0 OECCPOUHOE PETHCTPAIIIOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Mpernapara.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

13. OcHoBaHuEM JUIs OTKa3a B MOJATBEPkAECHUHU rOCYIapCTBEHHON PErucTpaluy JIEKapCTBEHHOIO
mpernapara SBISETCS 3aKIIOUYEHHE COOTBETCTBYIOILETO YIOJIHOMOYEHHOTO (hefepalbHOrO OpraHa
HCIOJHUTEIbHON BJIACTH O TOM, YTO PUCK MPUYUHCHHA BpCAa 3J0POBLIO YCJIIOBCKA WJIM JXUBOTHOI'O
BCJIEJICTBHE TTpHEMa JIEKapCTBEHHOTO TpernapaTa mpeBbimaeT 3)()EeKTUBHOCT €T0 PUMEHEHHS.

(B pen. ®exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuon mnpoBeAeHUS NPOLEAYPbl MOATBEPKIACHUS TOCYAapCTBEHHOW pErucTpanuu
JIEKapCTBEHHOT'O MpemnapaTa ero obpaiienue B Poccuiickoit @enepaniiv He MPUOCTAHABIUBAETCA.

15. JlomyckaeTcs oOpallleHue JEeKapCTBEHHBIX IIpPernapaTroB 10 HCTEUEHHs CpOKa TOIAHOCTH,
IIPOU3BEJICHHBIX B TEYEHHE CTa BOCBMHUJACCATH KAJICHIAPHBIX JHEW II0CiIe JaThl IPUHATHUS
YIOJTHOMOYEHHBIM (peZlepabHbIM OPTaHOM HCTIONIHUTEIBHONH BJIACTH PEIICHUS O IOATBEPKIACHUU
roCy/IapCTBEHHOW pPETUCTpallii, B COOTBETCTBMM ¢ HHGoOpMaiuei, coaepxkaiieics B JOKyMEHTax
PETUCTPALIMOHHOTO JOChE Ha JICKAPCTBEHHBIN MTpenapaT 10 1aThl IPUHITHS TAKOIO PEILCHUS.

(B pen. denepanbhoro 3akoHa ot 02.08.2019 N 297-03)

Cratba 30. BHeceHMe u3MeHeHMM B [AOKYMEHTbl, coAepXxawuecsa B
perMcTpauMoHHOM [0Cbe Ha 3aperucTpMpoBaHHbLIN NeKapCTBEeHHbIM MnpenapaTt Ansd
MeAULMUHCKOro npuMeHeHus

1. B nensx BHeCEHUS M3MEHEHHWH B JOKYMEHTHI, COJEPIKAIIHECcs B PErUCTPAlMOHHOM JIOChE Ha
3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar A MEAUIUHCKOrO MPUMEHEHHs, AepXKaTeib HIU
BJIAJIeJICl] PErHCTPALIIOHHOIO YIOCTOBEPEHUs JICKAPCTBEHHOI'O Ipenapara WM YIOJIHOMOYEHHOE UM
Ipyroe OpUAMYECKOE JIMIO (JajJee B HACTOALIEH CTaThbe - 3asBUTENb) MPEACTaBIsSET B
YIOJTHOMOYCHHBIH (eiepalibHBIi OpraH WCIOJHUTEIFHOW BIIACTH 3asBIICHHE O BHECCHHH TaKHX
M3MEHEHNH 1o (hopMe, YCTaHOBJICHHOW YIIOJHOMOYEHHBIM (heaepaabHBIM OPTaHOM HMCHOJIHUTEIHHOM
BJIACTH, M NpWIaraeMble K HEMy H3MEHEHUS B YyKa3aHHBIE JOKYMEHTB, a TaKXKe JOKyMEHTBHI,
MOJITBEPXKIAIOIINE HEOOXOIMMOCTh BHECEHUS TAKUX M3MEHEHHH.

(B pen. @enepanbHbix 3aK0HOB OT 22.12.2014 N 429-P3, ot 04.06.2018 N_140-P3)

1.1. IIpy HEOOXOAUMOCTH BHECEHUS B IOKYMEHTHI, COJIEPIKALUECS] B PETUCTPALIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar Juisi MEIWIHMHCKOTO TNPHUMEHEHMs, W3MEHEHUH,
yYKa3aHHBIX B MyHKTE 3 4acTW 2 HACTOALICH CTaTbU U TPEOYIOUIMX MPOBEIEHHUS SKCIEPTH3bl KauecTBa
JIEKapCTBEHHBIX CPEJNICTB, 3asBUTENb JOMOJHUTENBHO MPEACTABISAET B YIOJTHOMOYEHHBIN (peepanbHbIii
OpraH HCIIOJHUTEIBHOW BJIACTH CBEIEHUS O Jare IPEeJOCTABICHHMS W PErMCTPALlMOHHOM HOMEpe
JIMLEH3UU Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB WM CBEACHUSA O JaTe IPENOCTABICHUS U
PErMCTPAllMOHHOM HOMEpPE 3aKIIOYEHUs O COOTBETCTBUM INPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM MpPaBUI HaJUIeKale MPOU3BOJICTBEHHOM MPAKTUKU, BBIIAHHBIX (MPEAOCTaBICHHBIX)
YIOJHOMOYEHHBIM (efepalbHbIM OPraHOM HCIIOJIHUTEIbHONW BIACTH B OTHOIICHMM HM3MEHEHHOW U
(WnM) JOTMOJNIHEHHOM MPOW3BOJCTBEHHON IUIOMIATKK JIEKAaPCTBEHHOTO Mpemnapara, B Clydae, €clu
MIPOM3BOJICTBO JICKAPCTBEHHOT'O MpenapaTa ocyuiectsisercs B Poccuiickoit denepanuu, 1ub0 cBeIeHUS
0 JaTe NPEeAOCTaBIICHHUs] U PErUCTPALMOHHOM HOMEPE BBIJIAHHOW YIIOJTHOMOYEHHBIM OPraHOM CTPaHbI
IIPOU3BOJUTEINS JIMIICH3UA HAa IIPOU3BOACTBO JIEKAPCTBEHHOTO Iperapara M €€ IEpPEeBOJ Ha PYCCKUH
A3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM MOPSAIKE, a TaKKe CBEACHUS O JaTe IpPEeJOCTABICHHUS U
PErUCTPAlIMOHHOM HOMEpPE 3aKJIIOUEHHS O COOTBETCTBUM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM TMpaBWJI HaAJNEXKalleld MPOU3BOACTBEHHON MPAKTHUKH, BBIAAHHOTO YIIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIOJHHUTENIBHOM BIACTH B OTHOIIEHUM M3MEHEHHOW M (MJIM) JOMOJHEHHOM
IIPOU3BOJCTBEHHON IUIOIIAJKHU JIEKAPCTBEHHOI'O Ipernapara, Wik CBEICHMs O JlaTe IPEIOCTaBICHUS U
PETUCTPAIIMIOHHOM HOMEpPE pEIIeHHs YIOJTHOMOYEHHOTO (eepalbHOTO OpraHa HCIOJHUTEIHHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

BIIACTH O TPOBEJCHUHM WHCIEKTUPOBAHMS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB B Cllydae, €cClid
MIPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara OCyIecTBIsIeTCA 3a npeaenamu Poccuiickoit @enepannu.
(uactp 1.1 BBenena ®enepasibubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aK0Ha OT
27.12.2019 N 478-03)

1.2. TIpu HE0OXOMMMOCTH BHECEHUS B JOKYMEHTBI, COJIEPIKAIINECS B PETUCTPAIIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Juisi MEIWLHMHCKOTO IMPUMEHEHHs, W3MEHEHUH,
yYKa3aHHBIX B MyHKTe 4 4acTW 2 HACTOALIEH CTaTbU U TPEOYIOUIMX MPOBENCHHUS SKCIEPTH3bl KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asSBUTENH JOMOJHUTEIBHO MPEACTABISACT B YIOJTHOMOYCHHBIN (peepanbHbIii
OpraH HCIOJTHUTEIIbHOW BJIACTH CBEJCHUS O JlaT€ MPEJOCTABJICHUS W PErHUCTPALIMOHHOM HOMEpE
JUIEH3UN Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB WM CBEACHHUS O JaTe MPEJOCTABJICHUS U
PErUCTPAIIMOHHOM HOMEpPE 3aKIIOUEHHS O COOTBETCTBUHM TPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MpaBUJ HaJUIEKAIIeH MPOU3BOJICTBEHHOM MPAKTUKU, BBIIAHHBIX (MPEAOCTaBICHHBIX)
YIOJTHOMOYEHHBIM (heJiepaTbHbIM OPraHOM HCIIOJIHUTEIHHON BJIACTH B OTHOIICHHH MPOU3BOJCTBEHHON
IJIOIIAKKU JIEKApCTBEHHOTO Mpernapara, B Cllydae, €Clid MPOU3BOJICTBO JIEKAPCTBEHHOI'O Iperapara
ocymectBisiercs B Poccuiickoii  ®epepanuu, auOO CBeAeHUs O JaTe MNPEIOCTaBICHUS U
PEruCTpallMOHHOM HOMEpE BBIIAHHOW YIOJHOMOYEHHBIM OPTaHOM CTpPaHbl MPOW3BOAUTENS JIMIICH3UU
Ha TIPOM3BOJCTBO JICKAPCTBEHHOI'O TIpemapara W e€e¢ IMepeBOJ] Ha PYCCKUH S3bIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM [OPSJIKE, & TAKXKE CBEJCHMS O JaTe MPEJOCTaBICHUS M PErHMCTPAlMOHHOM HOMEpE
3aKJIIOUEHUST O COOTBETCTBUHM TMPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSM MPABHI
HaJJIeXxaled MPOU3BOJCTBEHHONW MPAKTUKH, BBIIAHHOTO YMOJHOMOYEHHBIM (efepaibHbIM OpPraHOM
WCIIOJTHUTEJIbHOW BJIACTH B OTHOILIEHWM MPOU3BOACTBEHHOM IUIOMIAJKU JICKAPCTBEHHOTO IMperapara,
WU CBEICHHS O JaTe MPEOCTABJIICHHUS W PETUCTPALMIOHHOM HOMEpE pelIeHUs YIOIHOMOYEHHOTO
(dbenepaslbHOTO OpraHa HWCIOTHUTEIBHOW BJIACTH O MPOBEJACHUW HWHCIEKTHPOBAHUS TPOU3BOIUTENS
JIEKAPCTBEHHOT'O0 CPEICTBA B CIIy4ae, €CJIM MPOU3BOICTBO JIEKAPCTBEHHOI'O MpernapaTa OCyLIECTBISAETCS
3a npeaenamu Poccuiickon denepannu.

(uactp 1.2 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aK0Ha OT
27.12.2019 N 478-D3)

1.3. Tlpunstue pemnieHuss 0 BHECEHWH HM3MEHEHHMM MM 00 OTKa3e BO BHECEHHHM W3MEHEHUU B
JIOKYMEHTBI, COJIEpXkaluecsi B PErUCTPAlMOHHOM JIOCh€ Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mnpemapaTr JUisi METUIMHCKOTO MPUMEHEHMs, B Cllydae HEOOXOAMMOCTH MPOBEACHUS HKCIEPTU3BI
KauecTBa JIKAPCTBEHHBIX CPEJCTB U (UJIH) SKCIIEPTU3bI OTHOLICHHS 0KHIaeMOM MOJIb3bI K BO3MOKHOMY
PUCKY NMPUMEHEHHUs JIEKapCTBEHHOTO Mperaparta Uisi MEAUIIMHCKOTO MPUMEHEHHUs OCYIIECTBIISIETCS B
CPOK, HE MPEBBIIAIONINIA IEBIHOCTA padOYNX THEH, a B OCTAJIBHBIX CIIyYasX B CPOK, HE MPEBBIMIAIONTUI
TPUALIATH pAOOUYUX THEH CO JHSI MPUHATHS YIIOJHOMOYSHHBIM (hefiepaTbHBIM OPraHOM UCTIOTHUTEIHLHOM
BJIACTH 3asIBJICHUSI O BHECEHUHU TaKUX U3MCHCHHI.

(dactp 1.3 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

1.4. YnonHoMO4eHHBIH ¢enepaabHblii OpraH MCHOJIHUTENBHOM BIACTH C yYETOM pe3yJIbTaToB
(apMakoHaa30pa U MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEJCTB, HAXOJAIIUXCA B TPAXKIaHCKOM
000poTe, YCTaHOBIIEHHBIM TpPEOOBaHMAM K MX KayecTBY B TEUYCHHE JAECATH paboumx IHEW co IHS
MOCTYIUIEHHUS. COOTBETCTBYIOLIEH HH(OpPMAalMK pa3MElIaeT Ha CBOEM OQHUIMAIbHOM CalTe B CeTU
"NnTepHer" cBeneHuss 0 HEOOXOTUMOCTH BHECEHHUS B MHCTPYKIMIO 10 MEIULHUHCKOMY MPUMEHEHHIO
JIEKapCTBEHHOI'O Ipenapara MU3MEHEHMH B OTHOUICHWM CBEACHHH O IOKAa3aHMAX [UIsl NIPUMEHEHUS U
NPOTUBOINOKA3aHUAX [UId TPUMEHEHHUs JIEKapCTBEHHOIO Ipernapara, BbIABICHHBIX IOOOYHBIX
JeUCTBUAX, HEXKENATEeIbHBIX PeakUsaX MNPy NPUMEHEHNH JICKapCTBEHHOTO MpernapaTta U yBeIoOMIIsieT 00
3TOM B JJIEKTPOHHOH (opMe WM NHUCbMEHHOH ¢opme (Ha OyMaKHOM HOCHUTENE) JepKaTems WU
BJIaJIeNIblIa PErMCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara (WIH yIOJIHOMOYEHHOE UM
Apyroe IpUANUYECKOE JIUI0), a TAKKE JepaKaTeleld UM BIaJeNbLEB PETUCTPALIMOHHBIX YAOCTOBEPEHUI

www.consultant.ru CrpaHuua 67 us 143
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=299421&amp;date=25.03.2023&amp;dst=100043&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=394111&amp;date=25.03.2023&amp;dst=100201&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=378462&amp;date=25.03.2023&amp;dst=100121&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=425442&amp;date=25.03.2023&amp;dst=100365&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=299421&amp;date=25.03.2023&amp;dst=100045&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=394111&amp;date=25.03.2023&amp;dst=100202&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=299421&amp;date=25.03.2023&amp;dst=100046&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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

JICKApCTBEHHBIX MpernaparoB (WIM YIOJTHOMOYCHHBIX HMHU JPYTUX HOPUIMYECKUX JUI[), KOTOPbHIE
SIBIITFOTCS B3aUMO3aMEHSIEMbBIMHU.
(dactpb 1.4 BBenena denepanbHbiM 3akoHOM 0T 27.12.2019 N 475-D3)

1.5. lepkaTens WK BiIaAeliel] pErMCTPAlMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO IIpernapara, a
TaK)Ke JIepKaTeIM WA BJIAJICTBIIBI PETUCTPAIMOHHBIX YJIOCTOBEPEHUHN JIEKAPCTBEHHBIX MPEMapaToB
(WK YIOJIHOMOYEHHBIE UMM JPyTHe IOPUAUYECKUE JIUIA), KOTOPbIE SBISIOTCS B3aUMO3aMEHSIEMBIMU,
00s13aHbI MPEACTABUTH B YIIOJTHOMOYEHHBIN (hefiepanbHblii OpraH UCIOIHUTENBHON BIACTH 3asBICHUS O
BHECEHMM WM3MEHEHMM B  JIOKYMEHTBI, COJEp)Kallhecs B  PErUCTPALMOHHBIX  JIOCh€  Ha
3apEeTUCTPUPOBAHHBIC JICKAPCTBEHHBIC MpenapaThl JUisi MEIUIMHCKOTO NPUMEHEHHUS, B OTHOIICHUH
CBEJICHUH, YKa3aHHBIX B MHCTPYKIUU MO MEAUIIMHCKOMY NMPUMEHEHHIO JICKAPCTBEHHBIX MpenapaToB, B
TEYEHHE COpOKa pabo4yMxX JHEH CcO JHA pa3MElIEeHHUs YIOJTHOMOYEHHBIM (eepalbHbIM OpraHOM
HCIIOTHUTEIIBHON BJIAaCTH MH(MOpMAIK, YKa3aHHOW B 4acTH 1.4 HacTosmel cratbu. JlaHHOE TpeOoBaHME
HE pAacIpoOCTpaHseTcs Ha CiIy4al BHECEHHS B HHCTPYKIHMIO IO MEAUIIMHCKOMY MPUMEHEHUIO
JIEKApCTBEHHOTO0 TMpenapara HW3MEHEHWH B OTHOIICHUMM HOBBIX [IOKAa3aHUM i1 OPUMEHEHUs
JIEKapCTBEHHOI'O IIperapaTa Ha OCHOBAaHUU PE3YJIbTaTOB COOTBETCTBYIOIINUX HCCIEA0BAHUM.

(uactp 1.5 BBenena ®@enepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

2. DKcrnepTH3a JEKapCTBEHHBIX CPEJCTB B YAaCTH KCIIEPTH3bI KAUeCTBA JIEKAPCTBEHHOTO CPEJICTBA
u (WIM) DOKCIEePTU3bl OTHOILEHUS OXHIAeMOM TOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHUs
JEKapCTBEHHOTO TpernapaTta JUisi MEIUIIMHCKOTO TPUMEHEHHsI TMPOBOJUTCS B CIydyae BHECEHHS
W3MEHEHUN B JIOKYMEHTBI, COJEpP)KAIMECs B PETUCTPALMOHHOM JOCh€ Ha 3aperucTpPUpPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar, B OTHOIIECHUU:

1) cBeneHui, ykKa3aHHbIX B HHCTPYKLUHUU I10 MEIUIIMHCKOMY IPUMEHEHHIO JIEKapCTBEHHOI'O
mpernapara:

a) JICKapCTBCHHAA (bopMa C YKa3aHUCM HAaMCHOBAaHMM W KOJHMYECTBEHHOIO COCTaBa
ILGIZCTBYIOIHHX BCIICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCJIbHBIX BCIIICCTB (HpI/I HeO6XOI[I/IMOCTI/I
KOJIMYCCTBCHHOI'O COCTaBa BCIIOMOT'aTCIbHBIX BeIJ_[CCTB);

0) d¢apmakoguHamuka ©  (apMaKOKWHETHKA (32  UCKIIOYCHHEM  (apMaKOKHHETHKHU
TOMEOTIATHYECKUX JIEKAPCTBECHHBIX MPENApaTOB M PACTUTEILHBIX JICKAPCTBEHHBIX MPEMapaToB);

B) TIOKa3aHUs JJIs1 IPUMEHEHUS;

I') IPOTUBOIOKA3aHUsA ISl IPUMEHEHMUS,

1) MEPBI PEIOCTOPOKHOCTH MPH MIPUMEHEHUH;

€) yKa3aHHe BO3MOXXHOCTH U OCOOCHHOCTEH NPUMEHEHHUs JIEKapCTBEHHOI'O IpemnapaTa Jis
MEIULIMHCKOTO MPUMEHEHHS OCpEeMEHHBIMH OJKCHIIMHAMHM, SKEHIIMHAMH B TEPHOJ TPYAHOTO
BCKapMJIMBAHHUSI, I€TbMH, B3POCIBIMU, HIMEIOIIMMHU XPOHUYECKHE 3a00JIeBaHuS;

) PEKUM JT0O3UPOBAHUS, CIIOCOOBI BBEJCHUS U MPUMEHEHHS], TPU HEOOXOAMMOCTH BpeMsi pruemMa
JIEKapCTBEHHOI'O IIpenapara, MpOJOJIKUTEIBHOCTD JICYEHHS], B TOM YUCIIE Yy AETEH N0 WU MOCIE OJHOrO

roja;

3) BO3MOXHBIC TIO0OYHBIC JICHCTBHS W HEKEIATEIbHBIC PEAKIMA TPU [MPUMCHCHHU
JICKapCTBEHHOTO Ipernapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

1) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO IOMOILH NPH NEPEI03UPOBKE;
K) B3aUMOJICHCTBUE C APYTUMH JICKApCTBEHHBIMHU ITpenapaTaMy U (MITH) MUILEBBIMUA IPOTYyKTaMHU;
1) (OpMBI BBIITyCKa JICKAPCTBEHHOTO MPENapara;

M) yKazaHue (Mpu HEOOXOAMMOCTH) OCOOCHHOCTEM HEeMCTBHS JEKapCTBEHHOIO IMpenapara mnpu
MIEPBOM TIPHEME HITU TIPH €T0 OTMEHE;

H) CBCICHUSA O BO3BMOXXHOM BJIMAHHUHU JICKAPCTBCHHOI'O IIpCriapata Ajid MEAULIUHCKOTO IPUMEHCHUA
Ha CIIOCOOHOCTh YHOpaBJIATb TPAHCIIOPTHBIMHA CPEACTBAMHA, MCXAHU3MAMMU,

0) CPOK TOJHOCTH M yKa3aHHE Ha 3alpeT MPUMEHEHHs JICKApCTBEHHOTO Mperapara 1Mo UCTCYCHUU
CpOKa TOJIHOCTH;

1) YCIIOBUS XpaHEHUS;

P) YCTIOBHS OTITYCKa;

2) cocTaBa JICKapCTBEHHOTO Mperapara Jjisi MeIUIIMHCKOTO IPHUMEHEHHS,

3) U3MEHEeHUs MecTa MPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapata JUisi MEAUIIUHCKOTO IPUMEHECHUS;

4) wu3MeHeHUsT ToKa3zaTeled KadyecTBa JIEKAPCTBEHHOrO IMpenapara Juisi MEIUIUHCKOTO
MPUMEHEHUs U (WJIM) METOJOB KOHTPOJII KauecTBa JICKAPCTBEHHOIO Ipemnapara Jyisi MEIUIIMHCKOTO
MIPUMCHCHHS,

5) HU3MCHCHUSA CPOKa I'OJHOCTH JICKAPCTBCHHOTO IpErapara JJIs1 MCAUIUHCKOI0 MIPUMCHCHUS

6) cBeleHUH O HEOOXOJMMOCTH BHECEHUS MHBIX M3MEHEHHUH B MHCTPYKLHIO 110 MEIULHUHCKOMY
NPUMEHEHHUIO JICKapCTBEHHOIO TMpemapaTra, a TakkKe B MHblE JOKYMEHTBI, COJepKaliuecs B
PETUCTPALIMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM npenapar. IIpu sTom pemeHue o
IIPOBEJICHUM D3KCIEPTU3bl KA4yeCTBA JIEKAPCTBEHHBIX CPEACTB U (WIM) DSKCHEPTU3bl OTHOILEHUS
OXKUJAaeMON TMONb3bl K BO3MOXKHOMY PpHUCKY TPUMEHEHHMs JIEKapCTBEHHOIO Ipemnapara Juls
MEJUIMHCKOTO TPUMEHEHHUs] MPUHUMAETCS B COOTBETCTBUU C YTBEPKIECHHOM YIIOJIHOMOYEHHBIM
(benepanbHbIM OpPraHOM MCIIOJHUTEIBHOM BJIACTH KiJaccuduKanuedl HW3MEHEHWH, BHOCUMBIX B
JOKYMEHTBI, COJepXKaliecs B PErucTPAallMOHHOM JO0Ch€ Ha 3aperuCTPUPOBAaHHBIN JIEKapPCTBEHHBIN
npenapar.

(uactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3asBuTeNp BIpaBe NPEACTaBUTh MO COOCTBEHHON WHHIIMATHBE BMECTE C 3asBICHHEM O
BHECEHMM M3MEHEHMM B  JIOKYMEHTBHI, COJEp)Kallhecs B  PETUCTPAllMOHHOM  JIOChE  Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar Uil MEAULUHCKOTO IPUMEHEHHS, KOIIMH TOKyMEHTOB,
MIOATBEPKIAIOIIMX YIIATy TOCYIapCTBEHHON MOLIWHBI 32 BHECEHUE B JOKYMEHTBI, COAEpKALUEC B
PEruCTPAallMOHHOM [JIOChE Ha 3aperHMCTPUPOBAHHBIM JICKAPCTBEHHBIM IIpemnapar s MEIULMHCKOTO
NPUMEHEHHS, W3MEHEHHH, TPeOYIOUIMX MPOBEACHUS HKCHEPTH3bl JICKAPCTBEHHBIX CPEICTB B YaCTH
9KCIIEPTU3bI KaYeCcTBa JEKAPCTBEHHOIO CPEACTBA U (MJIM) IKCHEPTU3bl OTHOLLIEHUS 0XKHUIaeMOM MOJIb3bI
K BO3MOXHOMY pHCKY HIPHMEHEHUsS JIEKapCTBEHHOTO Mpernapara sl MEAUIMHCKOIO NPUMEHEHUS,
roCyIapCTBEHHON MOUUIMHBI 33 BHECEHUE B JOKYMEHTBI, COAEPIKAIIUECSH B PETUCTPALIMOHHOM J0CHE Ha
3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Ui MEIULMHCKOTO NPUMEHEHMS, M3MEHEHUH, HE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

TpeOyIOIIMX TMPOBEACHUS OKCHEPTU3bl JIEKAPCTBEHHOTO CpPEACTBa, a TakKe BblJaBacMble
(mpenocraBisieMble) YIOTHOMOYEHHBIMU — (peilepalibHBIMH  OpraHaMH  WCIOJNHUTENIBHON  BIIACTH
JIOKyMEHTHI (CBeleHMsI), yKa3zaHHble B uyacTsax 1.1 wm 1.2 Hacrosmed crarbu. B ciyuae wux
HEMPEJICTABICHHUS YIIOJTHOMOUYCHHBI (eepabHBI OpraH HWCIOJHUTEIBHON BIIACTH 3alpalliBacT
yKa3aHHbIE  JIOKYMEHTHl  (CBEJEHHUs) B TOPSAKE MEXKBEIOMCTBEHHOTO  HMH(POPMAIMOHHOTO
B3aUMO/ICHCTBHS.

(uacts 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B TeueHue naecAaTd paboumMx THEH CO JHS MOCTYIUICHHS yKa3aHHOTO B 4yacTh | HacTosien
CTaThbH 3aSBJICHUS W HEOOXOJUMBIX JIOKYMEHTOB YyIOJHOMOYCHHBIM (enepanbHbiii  OpraH
HUCIIOJHUTEILHOM BJIACTH:

1) npoBOIUT IPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEACHMI, COAECPKAIIMXCS B MPEACTaBIECHHBIX
3asBUTEJIEM MaTepHalax;

2) INPpUHHUMACT PpCHICHUEC O IIPOBCACHHU YKA3aHHBIX B YaCTH 2 HacTOAIEeH CTaTbu
COOTBCTCTBYIOIIHX SKCIICPTU3 JICKAPCTBCHHOT'O CPCACTBA UIIN 00 OTKa3e B UX IMPOBCACHUH,

3) yBegoMIIeT B 3JEKTPOHHOM WJIM MHUCbMEHHOW (pOopMe 3asgBUTENS O MPHUHATOM PEUICHUU WU B
cllydae TIPHHSATHS pEIIeHHs 00 OTKa3e B NMPOBEJCHHH COOTBETCTBYIOMICH 3KCIIEPTHU3BI C yKa3aHUEM
MIPUYMH TAKOTO OTKAa3a.

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

4.1. B cnyuyae BBIABICHHS HEJOCTOBEPHOCTH CBEJICHUW, COAEPKALIUXCS B MPEICTABICHHBIX
3asBUTENIEM MaTepHaax, yIoJIHOMOYEHHBIN (hefiepaibHbIi OpraH UCIOIHUTEIBHOM BIACTH HAIIPABISET
3asiBUTEII0 3ampoc 00 yTOYHCHHHM YKa3aHHBIX CBeJCHWHA. JlaHHBIN 3ampoc MOXeT OBbITh IepenaH
YIIOJIJHOMOYEHHOMY INPEICTABUTEIIO 3asABUTEISI JIMYHO I10J PACIMUCKY, HAIIPABJIEH IO MOYTE 3aKa3HBIM
MMCBMOM WJIM TIepesiaH B JEKTPOHHOU (hopMe Mo TeIeKOMMYHHKAIMOHHBIM KaHallaM CBsi3U. B cirydae
HalpaBJ€HUsl [AHHOI'O 3alpoca IO IOYTE 3aKa3HbIM MHUCBMOM OH CUMTAETCS IOJYyYEHHBIM 10
WCTEYEHUH IIECTH THEW C JaThl HAIIPABJIEHUS 3aKa3HOrO MMHChMa.

(uactb 4.1 BBennena denepanbHbIM 3aK0HOM OT 25.11.2013 N 317-03)

4.2. 3asBuTenp 00s3aH MPEICTABUTh OTBET HA 3alpOC YHOJHOMOYEHHOTO (efepabHOr0 OpraHa
WCIIOJIHUTENIbHOM BIIACTH B CPOK, HE NPEBBIIAIONIMN JIEBIHOCTa PabOYMX JHEH co AHS MOJSydeHUs
naHHoro 3amnpoca. Cpok, yka3aHHbIM B uyacTu 4 HacToslled cTaTby, MPUOCTAHABIMBACTCS CO JIHS
HaIpaBJICHUs 3asBUTENIO 3aIPOCa YHOJHOMOUYEHHOIO (hefepaJbHOIO OpraHa MCIOJHHUTEIbHON BIACTH
710 THS TIOJIyYeHHs UM OTBETa Ha JIaHHBIN 3allpOC U HE YUUTHIBAETCS MPU UCUUCICHUHU CPOKA MPUHATHUSL
pElIeHNs O BHECEHUM HM3MEHEHWl B JOKYMEHTBI, COJEP)KAIUECS B PETUCTPALMOHHOM JOCHhE Ha
3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIH Npenapar A1 MEAUIUHCKOIO IPUMEHEHUS.

(uactsp 4.2 BBeieHa PenepanbHbIM 3ak0oHOM OT 25.11.2013 N 317-D3)

5. OcHOBaHWEM JUTs OTKa3a B MPOBEJACHUH YKA3aHHBIX B YaCTH 2 HACTOSIIEH CTAaThU IKCIICPTH3
SIBIISICTCS TIPEJICTABIICHHE JOKYMEHTOB, IEPSUUCIICHHBIX B YacTsAX | ¥ 3 HACTOSIIEH CTaThH, B HEMIOJIHOM
o0beMe, HENpeACTaBICHUE 3asBHTEIIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIA B dacT 4.1
HACTOSIIEH CTaThH 3aIPOC YIIOJTHOMOUYEHHOTO (peIepaIbHOTO OpraHa HUCIIOHUTEIHHON BIACTH, a TAKKe
OTCYTCTBHE€ B  TMPEICTABICHHBIX JIOKYMEHTAaX JOCTATOYHBIX  CBEJCHHH, IMOATBEPKIAFOIIUX
HE0OXOTUMOCTh BHECCHHS M3MEHEHHM, HJTH OTCYTCTBHE MH(POPMAINH, TTOATBEPIKAAFOIICH (PAKT yIiaTel
rOCY/IapCTBEHHBIX MMOILINH, YKa3aHHBIX B YACTH 3 HACTOSIICH CTAThH.

(B pen. deaepanbHbix 3akoHOB OT 25.11.2013 N 317-P3, o1 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

6. YKa3aHHbIC B 4YacTH 2 HACTOSIIEH CTaTbU SKCIEPTU3HI MMPOBOISATCS B MOPSAKE, YCTAHOBICHHOM
craThell 23 Hacrosiero denepaabHOTO 3aKOHA.

7. B cpok, He TPEBBIMIAIOMINA JECATH padOYNX THEH CO JHS MONTYYCHHS 3aKITFOYCHUNA KOMHUCCUI
SKCHEPTOB IO pe3yJibTaTaM YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTAaThbW AKCHEPTHU3, YIMOJTHOMOYEHHBIN
(dhenepabHBINA OpraH UCTIOJIHUTEILHON BIACTH:

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

1 ) NpUHHUMACT PCHICHUEC O BHECCHUU U3MEHEHUN B AOKYMCHTBI, COJACpKallueca B
PErUCTpaluOHHOM JOChC Ha 3apeFHCTpHpOBaHHLIﬁ HeKapCTBeHHBIﬁ npenapar mie MCIUIHUHCKOI'O
MIPUMCHCHUSA, UIIN 00 0TKa3e BO BHCCCHUU TaKHX HSMGHGHHfI;

2) BHOCHT B TOCYJapCTBEHHBIH PEECTp JEKapCTBEHHBIX CPEICTB HAa OCHOBAHWU pELICHUS O
BHECEHMM M3MEHEHMM B  JIOKYMEHTBHI, COJEp)Kallhecsl B  PETUCTPAllMOHHOM  JIOChE  Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpenapaTr Uii MEIULMHCKOIO IPUMEHEHHs, HEeoOXOIuMble
M3MEHEHUS U BO3BPALLAET UX 3as1BUTEIIIO;

3) BBIJAET 3asBUTENI0O HOBOE PETUCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOrO IIpernapara B
Clly4ae U3MEHEHHUS CBEJCHUM, COIEPIKALUXCS B HEM.
(. 3 BBeneH DenepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

8. OcHoOBaHMEM [Jisi OTKa3a BO BHECEHWHM W3MEHEHHWW B JIOKYMEHTHI, COJEp)Kalluecs B
PErUCTPAlIMOHHOM JIOCh€ Ha 3aperHMCTPUPOBAHHBIA JICKAPCTBEHHBIM Npemapar s MEIUIIMHCKOTO
MPUMEHEHHUS, SIBISETCA 3aKIIOYCHHE YIOJTHOMOYEHHOro (hefepaibHOr0 OpraHa MCIONMHUTEIbHON
BIIACTH O BO3MOKHOCTH CHUKEHHsI 0€30MaCHOCTH, KauecTBa, ((HEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA
B CIIy4ae BHECEHUS TAKUX U3MECHEHUI.

9. Jomyckaercsi oOpaleHHe JIGKApCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO MPUMEHEHHS JI0
HUCTCUYCHUSA CPOKa rOAHOCTH, IPOU3BECACHHBIX B TCUCHUC CTa BOCBMUACCATU }IHGI\/II MOCJIC JaThl IPUHATHUA
YIIOTHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIIOJHUTENBHOM BIIACTH PEIICHHUS O BHECCHUH W3MEHEHUH
B JIOKYMEHTBI, COJEp)Kalluecs B PETHUCTPAMOHHOM JOChE, B COOTBETCTBHH C WH(OpMaImei,
coJiepkalieiics B JIOKyMEHTaX pPETUCTPAllMOHHOTO JOChe Ha JIEKapCTBEHHBIM NpenapaTr A0 AaThl
IPUHATHUA TAKOT'O PELICHUS.

(uactp 9 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. IlpaButenscTtBo Poccuiickoit @Denepanuu BIpaBe YCTAHOBHUTh OCOOCHHOCTH BHECEHUS
W3MEHEHUH B JIOKYMEHTBI, COJEpP)KAIMECs B PETUCTPALMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN TMpemnapaT [isi MEOUIIMHCKOTO TPHUMEHEHHUs, B ciydae AeQeKTyphl HIM pHUCKa
BO3HUKHOBEHHUs Je(DEeKTyphl JIEKapCTBEHHBIX NIPErapaToB B CBA3M C BBEJCHHEM B OTHOIICHUU
Poccuiickoit denepany OrpaHUYUTENBHBIX MEP 3KOHOMUYECKOT0 XapaKTepa.

(uactp 10 BBegena @exnepanbHbiM 3akoHOM OT 08.03.2022 N 46-D3)

Cratba 31. BHeceHMe WU3MeHeHMM B [AOKYMEHTbl, coAepxawmecs B
perncTpauMoHHOM A0Cbe Ha 3aperucTpupoBaHHbLIM JeKapCTBEHHbIM npenapaTr Aans
BeTepPUHAPHOro NpMMeHeHuns

1. B nensix BHECEHUS U3MEHEHHI B JOKYMEHTBI, COJIEPKAIIUECS B PETHCTPALMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpenapaTr Uil BETEPUHAPHOTO MPHUMEHEHHS, AEp>KaTelb WU
BJIaJIeJICI] PETHCTPAIMOHHOIO YJIOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara WKW YNOJHOMOYEHHOE UM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Ipyroe OPUAMYECKOE JIMIO (Jajee B HACTOALIEH CTaThe - 3asBHTENb) MPEACTaBISET B
YIIOJIHOMOYEHHBIH (pe/lepabHblii OpraH MCIOJHUTENBHONW BJIACTH 3afBJICHHE O BHECEHUH TaKUX
M3MEHEHHH 1o (popmMe, YCTAaHOBJICHHOW YIMOJIHOMOYEHHBIM (helepallbHbIM OPraHOM HCIIOJHUTEIHHON
BJIACTH, W TpHJjaraeMple K HEMy H3MEHEHHUS B YKa3aHHBIE JOKYMEHTBI, a TakKXKe JIOKYMEHTHI,
MOJITBEPKIAIONINE HEOOXOIMMOCTh BHECEHHUS TakKMX W3MeHeHHWH. [Ipr HeoOXOqUMOCTH BHECEHUS
M3MEHEHHH B JOKYMEHTBHI, COJEp)Kalluecs B PETHUCTPALMOHHOM J0Che Ha 3aperucTpHUpPOBAHHBIHN
JIEKapCTBEHHBIH Mpenapar il BETEPUHAPHOTO TPHMEHEHHUs, B CiIydasX W3MEHEHHS U (WIN)
JIOTIOJTHEHUSI TPOM3BOJCTBEHHOM IUIOMIAJAKH JIEKAPCTBEHHOTO CPEACTBA, a TaKKe M3MEHEHUS
[I0Ka3aTesel KauecTBa JIEKApCTBEHHOIO Ipernapara /sl BETEpUHAPHOIO IPUMEHEHUs U (UIM) METO/I0B
KOHTpOJISI KadecTBa JIGKAPCTBEHHOTO TIIperapara Ui BETEPUHAPHOTO TPHUMEHEHHs 3asBUTEIb
JOTIOJTHUTEIBHO TPEJCTABISIET B YIOJTHOMOYCHHBIM (enepaibHbIii OpraH HCIOJHHUTEIBHON BIACTH
CJIEIYIOIINE JOKYMEHTHI (CBEICHHUS ):

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBeneHus o JaTe MPEJOCTABICHUS U PETUCTPALMOHHOM HOMEpE JIMIEH3MM Ha MPOMU3BOJCTBO
JIEKapCTBEHHBIX CPEACTB, IIPENOCTaBICHHOM IPOM3BOJUTENIO JICKAPCTBEHHOrO IMpemapara s
BETEPUHAPHOTO IPUMEHEHUS, I POCCUMCKUX IPOU3BOIUATEIEH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

2) cBeleHMs O JaTe MPEJOCTaBIECHUS U PErHCTPALMOHHOM HOMEpE JIMIEH3UM Ha MPOU3BOJCTBO
JICKApCTBEHHBIX CPEJCTB, MPEIOCTABIEHHON MPOMU3BOJUTENIO (papMalleBTUYECKOH CyOCTaHIMH,
BXOJISIILIEH B COCTaB JIGKAPCTBEHHOIO Iperapara s BETEPUHAPHOTO MPUMEHEHHMs, A POCCUHUCKUX
MIPOU3BOAUTENEH;

(B pen. ®exnepanbHoro 3akona ot 27.12.2019 N 478-03)

3) KOITuA )IOKYMGHTa, BBIJAHHOT' O yr[OJ'IHOMO'—IeHHI)IM OpFaHOM CTpaHLI HpOI/ISBO)II/ITeJ'ISI JJISL
Ka)KJIOM MPOM3BOJCTBEHHOM IIIOIIAIKH JICKAPCTBEHHOTO MperapaTa Jyisli BETepUHAPHOTO MPUMEHEHHUS U
MOATBEPKIAIOIIETO COOTBETCTBUE IMPOU3BOIUTENS JIEKAPCTBEHHOI'O IMpemnapara TpeOOBaHUSAM IPABHII
HaJyIeKalleld MPOU3BOJICTBEHHOW MPAaKTUKU, U €ro IMepeBOJ Ha PYCCKUU S3bIK, 3aBEpPEHHBIE B
YCTaHOBJICHHOM TOPSIKE, & TAK)KE KOMUS 3aKII0YEHUSI O COOTBETCTBUH IIPOU3BOJIUTENS JIEKAPCTBEHHBIX
CpencTB  TpeOOBaHUSIM  TpaBWJI  HAIJIEXKAIIeW  MPOW3BOIACTBEHHOW  MPAKTHUKHU,  BBLAAHHOTO
YIIOJTHOMOYEHHBIM (De/iepaibHBIM OPTaHOM HMCTIOJHUTEIHHOW BIIACTH I KaKJI0W MPOM3BOJCTBEHHON
IJIOIIAIKK JICKAPCTBEHHOTO IIpenapara JJjisd BETEPUHAPHOTO MPUMEHEHHsI, JIMOO KOIHUS PEelIeHUs O
MIPOBEJICHUU WHCTIIEKTUPOBAHUS IPOU3BOUTENS JIeKapCTBEHHBIX CPEICTB, MPUHSTOTO
YIOJTHOMOYEHHBIM (he/iepadbHbIM OPraHOM HCIIOJIHUTEIHHON BIIACTH IS KaKIOW MPOU3BOJCTBEHHON
IJIOMIAKK JIEKAPCTBEHHOr'O TMperapaTta s BETEPUHAPHOTO MPUMEHEHUs. YKa3aHHBIE JIOKYMEHTHI
MPEACTABISIOTC B Clydae, €CJIM TPOU3BOJACTBO JICKAPCTBEHHOTO IMperapaTta [jisi BETEPUHAPHOTO
MPUMEHEHUS OCYLIECTBIIsIETCA 3a peAenamu Poccuiickoit denepanmu;

4) komusi JIOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOIUTENS
¢dapmanieBTHUECKOM ~ CcyOCTaHIIMM W TOATBEPXKJAIONIETO  COOTBETCTBHE  MPOM3BOAUTENS
(hapmaineBTHUECKON CyOCTaHIIUU, BXOJSIICH B COCTaB JIEKAPCTBEHHOTO MpemapaTa Jijisl BETEpUHAPHOTO
MPUMEHEHHUS, TPEOOBAHMUSM IPABHI HAJUJICKAIICH MPOU3BOJICTBEHHOW NMPAKTHKH, U €ro TMEPeBOJ Ha
PYCCKUN  A3BIK, 3aBEPEHHbIE B YCTAaHOBJICHHOM TMOPSAKE, B Ciy4dae, €CJIH TPOU3BOJICTBO
(hapMmarieBTHUECKOM CyOCTaHITUU OCYIIECTBISETCS 3a npeenamu Poccuiickoit deneparuu.

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

1.1. B ciny4yae u3mMeHeHus U (WIK) JONOJHEHUS NMPOU3BOACTBEHHON IJIOUIAJIKU JIEKAPCTBEHHOIO
CpPEICTBA JIOKYMEHTBI, yKa3aHHbIE B 4YacTW | HacTOALIEW CTaTbHM, NPEICTABIISIIOTCS 3asBUTEIIEM B
OTHOIIEHWU HU3MEHsAEeMOM M (WIM) [IONOJHSAEMOW IPOU3BOJACTBEHHOW IUIOIIAJKH JIEKAPCTBEHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

cpenctsa. Pemienue o BHECEHHHM W3MEHEHUN B JOKYMEHTBI, COAEpKAIIUECsS B PETUCTPALMOHHOM J10ChE
Ha 3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar /Il BETEPHHAPHOTO MPUMEHEHHs, UK 00 OTKa3e B
WX BHECCHHHM TPUHUMAETCS B Cly4yae HEOOXOIMMOCTH MPOBEICHHUS AKCHEPTU3BI JICKAPCTBEHHOTO
CpelICcTBa B CPOK, HE MPEBBIMAIONMINNA JEBIHOCTA pabOUMX IHEH, a B OCTAIBHBIX CIIydasX B CpPOK, HE
MIPEBBIIAOIINI TPUIAIIATH paOOUMX THEW CO JHS MPUHSTHS YIIOJHOMOYCHHBIM (he/lepabHBIM OPTaHOM
HCIIOJIHUTEILHON BIACTH 3agABIIEHUS O BHECEHUU TaKUX U3MEHEHMUIA.

(uacts 1.1 BBenena ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. B ciayuae peopraHumszanyu AepraTess WIM Biajaeiblla PErHCTPALIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpernapaTa JUlsi BETEpPUHAPHOIO NPUMEHEHHUs, pa3padOTUMKa WIM IPOU3BOJIUTEINS
JIEKAPCTBEHHOI'0 IIpernapara il BEeTEPUHAPHOIO NPUMEHEHUS B 3asBJICHUM O BHECEHUM M3MEHEHUH B
JOKYMEHTBI, COAEPKALIUECS B PETHCTPALMOHHOM JIOChE€ HA 3apEeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
IpenapaTr s BETEPUHAPHOIO NPHMEHEHHMs, YKa3bIBAIOTCSA HAHHBIE JOKYMEHTA, MOATBEP KIAIOLIErO
BHECEHHME COOTBETCTBYIOIIMX M3MEHEHUH B ENMHBINA rocynapcTBeHHBIN peecTp I0pUIMUECKUX UL (A7
OpraHu3aIyii, 3aperucTPUPOBaHHBIX Ha TeppuTOopun Poccuiickoil @enepanuu), UM HHOTO JTOKYMEHTA,
MIOITBEP>KIAIOLLIETO PEOPTaHU3AIMIO FOPUINYECKOI0 JIMLA (JUIsl OpraHu3aluii, He 3aperuCTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoit denepanuu). 3asBiieHHME O BHECEHWHU HW3MEHEHUW B JOKYMEHTBHI,
coZiepKallrecss B PErMCTPAllMOHHOM JI0Ch€ Ha 3apeTrMCTPUPOBAHHBINA JIEKAPCTBEHHBIN Ipenapar it
BETEPUHAPHOIO IPUMEHEHHUS, W [pWIaraéMple K HEMy JOKYMEHTBbl IpEACTABIAIOTCA B
YIOJIHOMOYEHHBIN (eliepabHblil OpraH HCIOJHUTENBbHONW BJIACTH HE IO3JHEE 4YeM uepe3 TPUALATh
pabouux 1HEH cO JTHS BHECEHMS COOTBETCTBYIOIIMX M3MEHEHWH B ENUHBIN rocynapCTBEHHBIN peecTp
IOPUAMYECKUX JUL] (AJ1 OpraHu3aluii, 3aperucTpupoOBaHHbIX Ha TeppuTopuu Poccuiickoit denepaunn)
WIM CO JIHSA TPHUHATUS COOTBETCTBYIOUIETO JOKYMEHTA, HOATBEPKAAIOLIETO PEOPraHU3ALMIO
IOpUAMYECKOr0 JHIa (i OpraHu3alluii, He 3aperUCTpPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit
@enepanun). B ciydae peopranuzanuu JepxaTess WIK Biaebla PEruCTPallMOHHOTO yI0CTOBEPEHMS
JIEKapCTBEHHOI'O Tpernapara s BETEPUHAPHOTO NPUMEHEHMs 3asBIICHUE O BHECEHHHM W3MEHEHHUH B
JOKYMEHTBI, COACPIKALIUECS B PETMCTPALIMOHHOM JOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
rmpenapar Juisi BETEpUHAPHOIO IPUMEHEHHs, II0JACTCS IOPUAUYECKUM JIMIIOM, KOTOpOMY B XOJE
peopraHu3anuy NepelaHo IpaBo BJIAJCHUS TAKUM PETUCTPALMOHHBIM yA0CTOBEPEHUEM.

(uacts 1.2 BBeneHa @enepanbHbIM 3akoHOM OT 02.08.2019 N 297-D3)

2. B ciydyae BHECEHUsS M3MEHEHMI B JIOKYMEHTBI, COJIEpKaIlUeCcs] B PErUCTPALIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpernapaTr Uisi BETEPUHAPHOrO0 NPHUMEHEHHUS, B OTHOLICHUH
CBEJICHUH, yKa3aHHBIX B noamynkrax "e", "x", "k", "n", "uH", "c¢", "x" nmynkra 7 wactu 3 cratbu 17
HacToduero denepajbHOr0 3aKOHa, U3MEHEHUs U (WIM) JONOJHEHUS MPOM3BOACTBEHHOH IUIOIIAJKU
JIEKApCTBEHHOTO CPEJICTBAa, a TAKXKE B CIydyae HM3MEHEHHMs TOKas3aTelied KauyecTBa JICKaPCTBEHHOTO
npenapara Jyisi BETepUHAPHOTO NMPUMEHEHUS W (WJIM) METOJOB KOHTPOJISA KauyecTBa JICKAPCTBEHHOTO
rnpenapara sl BETEpUHAPHOTO MPUMEHEHHUS] IPOBOJUTCS HKCIIEPTU3A JIEKAPCTBEHHOTO CPEJCTBA IS
BETEPUHAPHOTO TMpPUMEHEHUs. B ciaydyae HEOOXOAMMOCTH BHECEHHs] MHBIX H3MEHEHHH B JOKYMEHTHI,
coJiepXalirecss B PErucCTPallMOHHOM JIOChE€ Ha 3apeTrMCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpenapar i
BETEPUHAPHOTO MPUMEHEHUS, HKCIIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOTO MPUMEHEHHS
HE TTPOBOJIUTCA.

(B pen. Deaepanbubix 3ak0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBuTenb BIpaBe NPEACTaBUTh IO COOCTBEHHON HWHMLIMATHBE BMECTE C 3aABICHUEM O
BHECEHMM M3MEHEHMM B  JIOKYMEHTBI, COJEpXKallMeCs B  PETUCTPAllMOHHOM  JOChE  Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpEnapar Ajs BETEPUHAPHOI0 IPUMEHEHUS, KOIIUU TOKYMEHTOB,
MIOATBEPKIAIOIIMX YIUIATy T'OCYJIApCTBEHHOM MOLUIMHBI 32 BHECEHUE B JOKYMEHTBI, COAEpKAILUECS B
PErUCTPAllMOHHOM JI0OCh€ Ha 3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapaTr il BETEPUHAPHOTO
MPUMEHEHUS, W3MEHEHUl, TpeOyromMX NpPOBEACHUS HKCIEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA, WU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

W3MEHEHUH, He TpeOymImuxX MPOBEASHUS OHKCIEPTU3bl JIEKApCTBEHHOTO cpeacTtBa. B ciydae
HEOOXO/MMOCTH HW3MEHEHMS CBEJICHMH, COJEpXAIlUXCi B PErHCTPAMOHHOM YAOCTOBEPEHUH
JIEKapCTBEHHOI'O IIperapaTa JUlsi BETEpUHAPHOIO NPUMEHEHUs, C 3asBJICHHEM, YKa3aHHbIM B ydacTu |
HACTOSIIEH CTaThbU, 3asIBUTEb BIIPaBE MPEJICTaBUTh MO COOCTBEHHON MHHUIIMATHBE KOIHIO JIOKYMEHTA,
MOATBEP>KIAIOIIET0 YIIaTy TOCYAapCTBEHHOM MOMUIMHBI 3@ BbIJIa4y PErHCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOT'O Mpenapara. 3asBUTENb BIPAaBe MPEICTABUTh 110 COOCTBEHHOW MHUIIMATUBE CBEACHUS O
TUIEH3USAX, yKa3aHHble B MyHKTax | W 2 dyactu | HacTosmledl cTaThbM, a TakKe BBbIJaBaeMbIe
YIOJIHOMOYEHHBIMU (heiepaIbHBIMU OpraHaMH HMCIIOJHUTEIBHOM BJIACTH JOKYMEHTHI, yKa3aHHbIE B
nyHkTe 3 yactu 1 HacTosel craTeu. B ciyuae HenpencTaBieHHs yKa3aHHBIX JOKYMEHTOB (CBEACHUI)
YIOJTHOMOYEHHBIN (pe/iepanbHbIi OpraH UCTIOHUTENILHOW BIIACTH 3alpalluBaeT YKa3aHHBIC TOKYMEHTHI
(cBeneHus) B IOPSIKE MEXBEIOMCTBEHHOTO HH()OPMAITMOHHOTO B3aUMOICHCTBHUS.

(dactpb 3 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B cpok, He MPEeBBIIIAIONINNA AeCITH pabounX JHEH co AHS MOCTYIUIEHHUS YKa3aHHOTO B 4acTu |
HACTOAIIEH CTAaThU 3asABJICHHUS U HEOOXOAMMBIX JOKYMEHTOB, YIIOJTHOMOUYEHHBINH (hefepaibHbId OpraH
HUCIIOJIHUTEILHOM BJIACTH:

1) mpoBOIUT NPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMI, COAEPKAILMXCS B MPEACTaBIEHHBIX
3asIBUTEJIEM JOKYMEHTAX;

2) IIPpUHHUMACT PCIICHHUEC O IIPOBCACHUN OKCICPTU3BI JICKAPCTBEHHOI'O CpEACTBA IJId
BETCPUHAPHOI'O MPUMCHCHUA NI 00 oTKa3e B e€ IMPOBCACHUH,

3) yBenoMIIsieT B MUCbMEHHON (hopMe 3asiBUTENSI O MPUHATOM PEIICHUH WU B Cly4yae MPUHATHUSL
peuieHns o0 OTKa3e B IIPOBEJEHUHM SKCIEPTH3bl JIEKAPCTBEHHOI'O CPEACTBA Ui BETEPUHAPHOIO
IIPUMEHEHHUs C YKa3aHUEM IIPUYHMH TaKOro OTKa3a.

4.1. B cnydae BBISIBJICHHS HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH CBEACHUH, CONECPKAIIIXCS
B MPEJCTABICHHBIX 3asiBUTENIEM JOKYMEHTaX, YIIOJIHOMOUYEHHBIN (peliepaibHbIil OpraH UCIIOIHUTEIbHON
BIIACTH HAIIPABIISIET 3asBUTENIO 3ampoc 00 yTOYHEHMM YKAa3aHHBIX CBEJCHHH. 3ampoc MOXET OBITh
nepeAaH yHoJHOMOUYEHHOMY MPEACTABUTEINIO 3asiBUTENS MO PACIHUCKY, HAMIPaBJeH MO MOYTe 3aKa3HbIM
MMMCEMOM WJIM TIepe/iaH B 3JEKTPOHHOU (hOpMe MO TEICKOMMYHHUKAIMOHHBIM KaHallaM CBsi3H. B cirydae
HaIpPaBJICHUS 3aMpoca 00 YTOUHEHUH YKa3aHHBIX CBEACHHI 110 TIOYTE 3aKa3HBIM MUCHMOM OH CUHTACTCS
MOJYYEHHBIM IO UCTEYEHNH LIECTH THEH C AaThl HAIIPABJIEHUS 3aKa3HOTO NMUChMa.
(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. 3asBuTenb 00s3aH MPEACTaBUTh OTBET HA 3alpOC YHOJHOMOYEHHOTO (efepalbHOI0 OpraHa
WCTIOJTHUTENIBHOM BJIACTH B CPOK, HE INPEBBIMIAIONINI JEBSHOCTa pabouux AHEH €O JHSA IMOIYyYEHUS
nanHoro 3arpoca. Cpoku, yka3aHHble B yacTu l.]1 HacTosimiel cTaThd, MPUOCTAHABIMBAIOTCS CO JTHS
HAIpaBJICHUS 3asSBUTENIO 3alIpoca YHOJIHOMOUYEHHOTO (pefiepabHOTO OpraHa MCIIOJHUTENbHON BIACTH
70 TTHS TIOJYYECHHs OTBETAa Ha JTAHHBIN 3alpoC M HE YYUTHIBAIOTCS TPU WCYHUCICHUU CPOKA MPHHSATHUS
pelIeHnsT O BHECEHMHM HM3MEHCHHMH B JIOKYMEHTHI, COJIEpIKAIlMecs] B PETHCTPAIMIOHHOM JO0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar JJisl BEeTepUHAPHOTO NPUMEHEHHS.

(uactb 4.2 BBenneHa @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHueM Ui OTKa3a B MPOBEJICHUU DKCHEPTU3bl JIEKAPCTBEHHOI'O CpEICTBA st
BETEPUHAPHOTO TPUMEHEHUsSI SIBIACTCS TMPEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B yacTsiax | u 3
HACTOSIIIECH CTaThH, B HEMOJIHOM 00bEME WM OTCYTCTBHE B IIPEJICTABIICHHBIX IOKYMEHTAX JOCTATOYHBIX
CBEJICHWH, TOATBEP)KIAIONMUX HEOOXOIUMOCTh BHECEHHMS W3MCHCHHH, JMOO HEINpeACTaBICHUE
3asiBUTENIEM B YCTAHOBJICHHBIM CPOK OTBeTa Ha yKa3aHHBIH B yacTu 4.1 HacTosed cTatbu 3ampoc
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

YIOJIHOMOYEHHOTO (heiepabHOI0 OpraHa UCIOJHUTEIbHOM BIACTH.
(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcriepTr3a JIKapCTBEHHOTO CPEACTBA JUIsi BETEPUHAPHOrO MPUMEHEHHUS! B IIEJISIX BHECEHUS
W3MEHEHUN B JIOKYMEHTBI, COJEpP)KAIMecs B PETUCTPAIMOHHOM JOCh€ Ha 3aperucTPUpPOBAHHBIN
JIEKApCTBEHHBIA TpermapaT Il BETCPUHAPHOTO TPUMEHEHHS, OCYIIECTBISETCA B  TOPSIKE,
YCTaHOBJICHHOM CTaThel 24 HacTosilero deaepaibHOro 3aKOHa.

6.1. B cpok, He IPEBBIMIAIOIINNA 1eCATH pabounx JHEH CO IHS MOMYYeHHsI 3aKIII0OUEHUS] KOMUCCUU
9KCIIEPTOB MO pe3ysbTaTaM yKa3aHHOM B 4acTH 2 HACTOSILEH CTaTbU SKCIEPTHU3bl, YIIOJIHOMOUYEHHBIN
(denepanbHBIA OPraH UCTIOTHUTEILHOMN BIIACTH:

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

1) mnpuHMMaeT pemieHWE O BHECEHWHM W3MEHEHHH B JOKYMEHTBI, COJACpIKalluecs B
PErUCTPAllMOHHOM J0Ch€ Ha 3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IpenapaTr i BETEPUHAPHOTO
MPUMEHEHHUs, Wi 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHIA;

2) BHOCUT B TOCYJapCTBEHHBIH PEECTp JIEKapCTBEHHBIX CPEJICTB HA OCHOBAHHWU PELICHUS O
BHECECHMM M3MEHEHMM B  JIOKYMEHTBI, COJEpXKallMecs B  PETUCTPAllMOHHOM  JIOChE  Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar Uisi BETEPUHAPHOIO NPUMEHEHUs, HeoOXOIuMble
W3MEHEHUS U BO3BPAILAET ITH JTOKYMEHTHI 3asIBUTEIIO;

3) BbIIAET 3asBUTEI0 HOBOE PETMCTPALIMOHHOE YJOCTOBEPEHME JIEKApCTBEHHOI'O Ipenapara Ajs
BETEPUHAPHOTO MPUMEHEHUS B clydae HEOOXOIMMOCTH U3MEHEHUs CBEICHUH, COAECPIKALIMXCS B HEM, C
COXpaHEHMEM HOMepa paHee BBIAAHHOTO PErHMCTPALMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOTO
Ipenapara Jyisi BETEpUHAPHOTO IIPUMEHEHUS.

(. 3 BBeneH ®enepanbHbM 3akoHOM OT 02.08.2019 N 297-03)
(uacts 6.1 BBeneHa PenepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cirydyae BHECEHHsI U3MEHEHUH B JJOKYMEHTBI, COACPIKAIUECS B PETUCTPALIMOHHOM JI0ChE Ha
3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar il BETEPUHAPHOIO IIPUMEHEHUs, B 4YacTH,
Kacaroliencss M3MEHEeHus M (WJIM) JIOTIOJIHEHHWsS] TPOU3BOACTBEHHON IUIOMIAJKH JIEKApCTBEHHOTO
npernapara, IIpy MpeICTaBICHUH 3asBUTEIEM B COOTBETCTBUU C IyHKTOM 3 yacTu | HacTosed cratbu
KOIIMH PEIICHUS] YIOJHOMOYEHHOTO (hefiepalbHOTO0 OpraHa MCIOJHHUTENBHOW BJIACTH O IMPOBEACHUHU
VMHCIIEKTUPOBAHMS IIPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB CPOK, YKA3aHHBIM B yacTu 6.1 Hacrosumien
CTaTbH, IPUOCTAHABIMBACTCA CO JHA NOJIyYCHHUs 3aKIFOUYECHUS KOMUCCUH 3KCIIEPTOB 10 AHS NPUHATHS
YIOJIHOMOYEHHBIM (heZiepalbHbIM OpraHOM HCIIOJIHUTENBHON BIACTH PELIeHUs O BblJaue Wi 00 oTKasze
B BBbIJJau€ 3aKJIFOYEHHS O COOTBETCTBHU MPOU3BOJUTENS JEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABUI
Ha/IJIeKallel MPOU3BOJCTBEHHON PAKTUKY, HO HE O0JIee 4eM Ha CTO BOCEMBIECAT pabOUMX JTHEH.
(dactp 6.2 BBeneHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHOBaHMEM JUI1 OTKa3a BO BHECEHHMM WM3MEHEHHH B JIOKYMEHTHI, COJEp)Kallhecs B
PETHCTPAllMOHHOM [IOChE HAa 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpernapar A BETEPUHAPHOIO
NIPUMEHEHHUS, B CIIy4asx, He TPeOYIOLUMX MPOBEACHUS IKCIEPTH3bI JEKAPCTBEHHOTO CPEICTBA, SIBIISIETCS
NpEeJCTaBICHUE JTOKYMEHTOB, YKa3aHHBIX B 4acTAX 1 M 3 HacTosIel cTaThbH, B HEMOJHOM O00bEeMe MU
OTCYTCTBHUE B IPECTABICHHBIX JOKYMEHTaX CBEICHH, KOTOPHIE JOJDKHBI OBITh B HUX OTPa’KEHBI, JTHO0
HEIPEACTABICHUE 3asIBUTEIIEM B YCTAHOBIICHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTh 4.1 Hacrosuien
CTaThH 3aMpOC YIOJTHOMOYEHHOTO (eiepaibHOr0 OpraHa NCIOJHUTENIbHOMN BJIAaCTH.

(dactp 7 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

7.1. OcHOoBaHMeM [nJisi OTKa3a BO BHECEHUM HW3MEHEHMIl B JIOKYMEHTBI, COJepXKalluecs B
PErUCTPAlIMOHHOM JI0Ch€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM MpenapaTr s BETEPUHAPHOTO
MPUMEHEHHUS, B CIIy4asX, TPEeOYIOIUX MPOBEACHUS IKCIEPTH3BI JCKAPCTBEHHOTO CPEICTBA, SBIISICTCS
3aKJIIOYEHUE YIOJHOMOYEHHOIO (peiepajibHOr0 oOpraHa HUCIHOJHUTENbHOM BJIacTH O BO3MOXKHOCTHU
CHWKEHUSI 0€301IaCHOCTH, KauecTBa, 3((PEKTUBHOCTH JIEKAPCTBEHHOTO MperapaTa BCIASACTBUE BHECCHHS
W3MEHEHUH B  YyKa3aHHbIE JOKYMEHTBI, OTKa3 YIOJHOMOYEHHOro (enepaqpHOro  OpraHa
WCIIOJHUTENLHON BIACTH B BbIJaye 3aKIIOYEHHS O COOTBETCTBHHM IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB TPpeOOBaHMSIM MPABUIT HAJICKAIICH MPOU3BOICTBEHHOM MMPAKTUKU B CIy4Yae U3MEHEHHS U (WIIH)
JIOTIOJIHEHUSI [IPOU3BOJCTBEHHOW IUIOUIAJIKM JIEKAPCTBEHHOI'O IIpernapaTa, €ciad IMPOU3BOACTBO
JIEKapCTBEHHOI'0 Tpernapara i BETEepPUHAPHOIO NPHUMEHEHHUS OCYILECTBISETCS 3a IpelenaMu
Poccuiickoit denepainnu, Ui OTCYTCTBUE 3TOTO 3aKIFOYEHUS.

(dactp 7.1 BBengena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

8. Hlomyckaercsi oOpallieHrue JeKapCTBEHHBIX MpernapaToB AJs BETEPUHAPHOTO MPHUMEHEHHUS [0
HCTEUYEHUsI CPOKA FOJTHOCTH, MTPOU3BEICHHBIX B TEYEHUE CTA BOCBMUJIECATH JTHEW MOCIEe JaThl MPUHSITHS
YIOJTHOMOYEHHBIM (pe/lepabHbIM OPTraHOM HCTIOJTHUTEIHHOM BIACTH PEIICHUS O BHECCHUH W3MEHECHUN
B JIOKYMEHTBI, COJEpXaIlhecs B PErUCTPAllMOHHOM JIOCh€ Ha JIEKAPCTBEHHBIM IMpemapar, B
COOTBETCTBHMU C UH(pOpMAIMEH, coJepKameicss B JOKYMEHTaX pPETHCTPAllMOHHOTO JO0Che Ha
JIEKapCTBEHHBIN Mpenapar 10 AaThl IPUHATHS TAKOTO PEIICHHUS.

(uacts 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtba 32. OTMeHa rocyaapCcTBEHHOW perncrpauum fIeKapcTBeHHOro npenapara

Pemenne 06 oTMeHe TocyapCTBEHHOW PETrHUCTpAIMK JIGKAPCTBEHHOTO TperapaTa U UCKIIOUCHUH
JIEKapCTBEHHOI'O Tpernapara U3 TOCYJIapCTBEHHOIO PeecTpa JIEKapCTBEHHBIX CPEICTB MPUHUMAETCS
YIOJHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HCIIOJIHUTENBHOM BIACTH B CIIydae:

1) nmpencraBieHUsT — COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepalibHbIM  OpraHoM
UCIIOJIHUTEJIBHOM BJIACTH 3aKIIOYEHUS O PUCKE WIM 00 yrpose 310pOBbIO, XM3HHM 4YEJIOBEKa HIIU
KHUBOTHOTO TIPH NPUMEHEHUHU JIEKApCTBEHHOTO Mpernapara, MPEBBIIAIIUX ero 3(QQeKTHBHOCTD, IO
pe3yabpTaTaM OCYILIECTBISIEMOr0 MM MOHUTOPHHIa 0€30MaCHOCTH JIEKAPCTBEHHOIO IIpenapara;

2) mojavM Jep)KaTtelieM WM BJIAACNBIIEM PETUCTPAIMOHHOTO YIAOCTOBEPEHHUS JIEKapCTBEHHOIO
mpemapaTa WIM YIOJHOMOYEHHBIM WM JAPYTUM IOPUIMYECKHM JIMLIOM 3asBIIEHHUS 00 OTMEHe
roCyJJapCTBEHHOM pEerucTpaliu JIEKapCTBEHHOTO Mpernapara;

(B pen. ®eaepanbHoro 3akona ot 22.12.2014 N 429-D3)

3) HeMOATBEPKICHUS TOCYIapPCTBEHHON PETUCTPAIlMU JIEKAaPCTBEHHOTO Ipernapara o UCTeUeHUN
CpOKa JICUCTBUS PETUCTPALIMOHHOTO YI0CTOBEPEHUS, BBIJAHHOTO HA TISATH JIET;

4) HempencTaBieHHsl 3asBuUTelieM UHGOpMAlUMU, KOTOpas MOXET TIOBIeYb 3a CcoOoM
He0OXOUMOCTh BHECEHUS M3MEHEHHH B JOKYMEHTBHI, COJIEpKallfecs] B PETUCTPALMOHHOM JOChe Ha
3aperuCTPUPOBAHHBINA JIGKAPCTBEHHBI TIperapar, B TEUYEHHE TpHUILATH paboumx [OHEH co JHS
HACTYIUICHUS 3THUX U3MEHEHUM;

5) OCYIIECTBIICHUS TOCYAAPCTBEHHOW PErHCTpAIlH JICKAPCTBEHHOTO Tperapara ToJ] TOPTOBBIM
HAaUMEHOBAHHEM 3apPETUCTPHPOBAHHOTO paHEe IOJ STUM TOPTOBHIM HAWNMEHOBAHUEM JICKAPCTBEHHOTO
mpernapara, OTJIMYArOIIerocs KaueCTBEHHBIM COCTABOM JICHCTBYIONIUX BEIICCTB;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

6) OCyIECTBIICHHSI TOCYaPCTBEHHOW PETUCTPAIIMKA OJTHOTO M TOTO K€ JIEKAPCTBEHHOTO IMperapara
B OTHONIICHWH OJHOTO W TOTO K€ Jep)KaTels WU BIaJeNblla PEerruCTPAIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOT'O Mpernapara B BUAC ABYX U OoJyiee JIEKAPCTBEHHBIX MPEMApaToB TOJ Pa3THYHBIMH
TOProBbIMU HAUMCHOBAHHUAMU
(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BbBIHECEHUS CYIOM peUIeHHs O HapylIeHWH I[paB MpaBooOsagaTenss OOBEKTOB
WHTEJJIEKTYyallbHOM COOCTBEHHOCTH MPHU 00paLIeHUH JIEKaPCTBEHHBIX CPE/ICTB;

8) OTCYTCTBHUS JIEKapCTBEHHOTO Tpernapara B oOpamieHun B Poccuiickoit denepanuu B TeYCHHE
Tpex u Oolee JieT;
(n. 8 BBenen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

O) HeBBINOJMHEHHS JAepXkaTeleM WIM  BIaJeNblleM PErucTPAalMOHHOTO  yJIOCTOBEPEHUS
JIEKapCTBEHHOT'O Ipenapara J1u00 yIoJIHOMOYEHHBIM UMHU JPYTUM IOPUANYECKUM JIMLOM MEPOIPUATUI
no obecrnedyeHno Oe30MacHOCTU JIEKapCTBEHHBIX IMPENapaToB, YCTAHOBIIEHHBIX YIIOJHOMOUYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENIBHOW BJACTH B COOTBETCTBMM € dYacTsMH 3 u 4 crathu 64
Hacrosuiero denepanabHOro 3aK0HA, B paMKax OCYLIECTBIICHUS (hapMaKoHA(30pa;

(n. 9 BBeneH ®enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

10) orkaza nepkaTenss WIM BIAJAEIbIA PErHCTPALMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOI'O
npemnapara jJu00 YNOJIHOMOYEHHOIO MMHU JIPYroro IOpUAMYECKOIO JIMIA OT BHECEHHsS M3MEHEHHUH B
MHCTPYKIMIO 0 NPUMEHEHHUIO JIEKAPCTBEHHOr'O Ipernapara, KacaroIlMXcs HOBBIX IOATBEPKIACHHBIX
JAHHBIX O TOM, YTO PUCK MPUYMHEHHS BpeZa 3J0POBbIO UEIOBEKA WM )KMBOTHOTO BCIEACTBHE IIpUEMA
JICKapCTBEHHOTO Mperapara npeBbimaeT 3pGeKTUBHOCTD €r0 IPUMEHEHUSI.

(m. 10 BBeneHn denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

KoncynprantlIntoc: mpumeyanue.
C 01.01.2026 ct. 32 ponomasiercst m. 11 (D3 ot 27.12.2019 N 475-D3).

CraTtba 33. locyaapCcTBEHHbIN peecTp fieKapCTBEHHbIX CPeaCcTB

1. T'ocynapcTBEHHBIM pEECTP JIEKApPCTBEHHBIX CPEACTB COJEPKUT IE€PEUYEHBb JIEKAPCTBEHHBIX
NperapaToB, MPOLIECIINX FOCYIaPCTBEHHYIO PETUCTPAIIMIO, IEpeYeHb (DapMaleBTHUECKUX CyOCTaHIINH,
BXOJISIIIIMX B COCTaB JIEKAPCTBEHHBIX MIPEMAPATOB, U CIEAYIONIYIO HH(pOpMAIHio:

1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPENapaToOB:

a) HaWMMCHOBAHHWE JICKAPCTBCHHOI'O IIpermapara (MEXJIyHapOJHOE HEMAaTeHTOBAaHHOEe, WIIN
IPYIIHUPOBOYHOE, WM XUMHUYECKOE U TOPrOBOC HAUMEHOBAHHS );
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) nexapcTBeHHas GpopMa C yKazaHHEM JI03UPOBKHU JICKAPCTBEHHOT'O Mperapara v ero KoJIM4ecTBa
B IOTPEOUTEIHCKON YIIaKOBKE;

B) HAaNMMCHOBAHUC ACPIKATCIIA WIIH BJIadCbla PETUCTPALMOHHOI'O YAOCTOBCPCHUS JICKAPCTBCHHOI'O
mnpenapara U CBCACHUA O PETUCTpAllUN ACPKATECIIA WK BJIaJCiiblia PETUCTPALIMOHHOI0 YAOCTOBCPCHUA
JICKaApCTBCHHOI'O IIpcriapara I MCIUIUMHCKOTI'O IIPUMCHCHUS B KAYCCTBC HAJIOI'OINIATCIIbIIIUKA B CTPAHE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

peructpanuu (111 pOCCUMCKUX IOPUINYECKUX JIUI] - MICHTU()UKALMOHHBIA HOMEp HaJloronjareabIuKa
(MHH), nans WHOCTpaHHBIX  IOPUAMYECKUX JIMI[ - CTpaHa pETrUCTpald, HauMEHOBaHHE
PETUCTPUPYIOLIETO OPraHa, PETUCTPALMOHHBIA HOMEP, KOJ HAJIOTOIUIATENbIINKA B CTPAHE PETUCTPaLUU
(MHKOpIIOpaIK) UJIN €TO aHaJor);

(nm. "B" B pen. @enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAMMEHOBAHME U apec MPOU3BOJUTENIS JIEKAPCTBEHHOTO Iperapara U CBEJCHHs O PerucTpalun
MPOU3BOJUTENS]  JIEKAPCTBEHHOrO Ipenapara [ MEOUIUHCKOIO IPUMEHEHHUS B  KadyecTBe
HAJIOTOIUIATENBIIMKA B  CTpaHe  perucTpauuud (A7  POCCHMCKUX — IOPUAWYECKUX — JHUI -
uAeHTH(PUKAIIMOHHBIM HOMep Hanororiarensimuka (MHH), mist MHOCTpaHHBIX OPUIWYSCKUX JIHII -
CTpaHa pErucTpalyy, HAaUMEHOBAaHHE PETUCTPUPYIOIIETO0 OpraHa, PEruCTPALMOHHBIA HOMEp, KOJ
HaJIOTrOIUIaTeNbIINKA B CTPAaHEe perucTpanuy (MHKOPIOpalluy) WK €ro aHaJior);

(mm. "r" B pen. denepanpHOro 3akoHa ot 28.12.2017 N 425-03)

) (bapmakoTepaneBTH4ecKas rpymnrma, KO/l JIEKapCTBEHHOTO npemnapara o
aHaTOMO-TEPaNeBTUYECKO-XUMHUECKON Kilaccu(hUKaluu, peKOMEeHI0BaHHON BecemupHol opranuzamueit
3JIpaBOOXPAHCHHUS;

(nm. "n" B pen. @eaepanbHOro 3akoxa ot 22.12.2014 N 429-03)
e) IMMOKa3aHus U IMPOTHUBOIIOKAa3aHUA K IPUMCHCHUIO JICKAPCTBCHHOTI'O ITpeIiapara,
) TOOOYHBIE ICHCTBUS JIEKAPCTBEHHOTO Mpernapara;
3) CPOK TOJTHOCTH JIEKaPCTBEHHOTO TIpeTapara;
M) YCIOBHS XpaHEHHUs JIEKAPCTBEHHOTO Mpernapara;
K) YCIIOBHS OTITyCKa JIEKapCTBEHHOr'O Iperapara;

J) HOMep (apMakomeHHONH CTaThl WM B CIy4ae €€ OTCYTCTBHSI HOMEp HOPMAaTHBHOU
JOKYMEHTAIH JINOO HOPMAaTUBHOTO TOKYMEHTA;

M) JaTa rocyJapCTBEHHOW PEerucTpalyy JIEKAPCTBEHHOIO Ipenapara W €ro perucTpaldoHHBINA
HOMEp, JaTa 3aMEHbl PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOIO IMpernapaTra Ha OeccpodyHoe
PETUCTPALIMOHHOE  YAOCTOBEPEHUE JIEKapCTBEHHOIO IIpernapara, JaTra I0Ja4yd 3asABICHUS O
MOATBEPKJICHUU TOCYAAapCTBEHHOW PErucTpaluyd JIEKQpCTBEHHOrO Ipemnapara, Jara OTMEHbI
roCyJapCTBEHHOHN PErncTpaniy JeKapCTBEHHOTO NIpenapara;

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

H) KaueCTBEHHBI COCTaB M KOJWYECTBEHHBIH COCTAB JCHCTBYIOUIMX BEIICCTB W Ka4eCTBCHHBIN
COCTaB BCIIOMOTATENbHBIX BEIIECTB JIEKAPCTBEHHOTO MIpernapara;
(nm. "H" BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

0) uHpopMalus 000 BCeX pa3pelIeHHBIX BUIaX BTOPHYHOH (MOTPEOUTEIHCKOM) YITAKOBKH;
(nm. "o" BBeaeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

1) JaTa TPUHATHS PEIICHUS O BO3MOXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Npemapar MpH
rOCYJapCTBEHHOM pErucTpald B KadecTBe Op¢aHHOTO JICKAPCTBEHHOTO Ipemapara (s
JIEKapCTBEHHBIX MPEMapaToB ISl MEIUIIUHCKOTO MPUMEHEHUS);

(mm. "n" BBenen PepepanbHbIM 3aKOoHOM OT 22.12.2014 N 429-®3; B pen. PeaepanbHOro 3aKoHa OT
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

27.12.2019 N 475-D3)

p) HAJIMYHUC JICKAPCTBCHHOI'O IIpCriapaTa B HEPCYHC KU3HCHHO HCOGXO,[[I/IMBIX U BaXXHEMIIINX
JICKApCTBCHHBIX NIPCIIapaToB (I[JIH JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUITUHCKOI'O HpI/IMeHeHI/IH);
"n.n

(nm. "p" BBeneHn ®exnepanbHbIM 3aKoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHoro 3akoHa OT
27.12.2019 N 475-@3)

C) HaJIM4YME B JICKAPCTBEHHOM IIpenapare HapKOTUYECKUX CPEJCTB, ICUXOTPOIHBIX BEIIECTB U UX
IIPEKYypCOpPOB, MOANEXKAIUX KOHTposto B Poccuiickonn ®enepanuu, B COOTBETCTBUM €
3akoHomarenscTBOM  Poccumiickoit  Penepauuu, MeEXAyHapOAHBIMM  JorosopaMu  Poccuiickoit
®enepanyy, B ToM ynciae EquHON KOHBEHIMEN O HapKOTHUECKUX cpenctBax 1961 roxa u Konpennumei
0 MCUXOTPOIHBIX BemecTBax 1971 roxa;

(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

T) uHOpManMsg O TOM, SBISETCS JIM JAaHHBIA JIEKAPCTBEHHBIM TMpemnapaT pedepeHTHBIM
JIEKapCTBEHHBIM IIPErapaToM;
(mm. "1" BBeneH PeaepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

y) CBEACHUS O MOJaye 3asBJICHHUS O BHECEHUM W3MEHEHUH B JIOKYMEHTBI, COJEp)KAILUECs B
pEerucTpaliMOHHOM JI0OChE Ha JIEKapCTBEHHBIN Mpenapar;
(nm. "y" BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

¢) yrpatun cuity ¢ 1 mapta 2020 rona. - @enepanbHbii 3akoH ot 27.12.2019 N 475-03;

X) CPOK BBEJICHUS JIEKApPCTBEHHOTO Mpemnapara B TpaxkJIaHCKuil 000poT;
(mm. "x" BBeneH DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

2) B OTHOUICHUU (hapMaIeBTUYECKUX CYOCTaHIIHIA:

a) HaWMEHOBaHWE (hapMaIlleBTHUECKOH CyOCTaHIMKM (MEXKIYHApOIHOE HEMAaTEHTOBAHHOE, WIIN
IPYIIHPOBOYHOE, WIH XUMHUYECKOE U TOPrOBOEC HAUMEHOBAHHS);
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) HAaMMEHOBaHUE U aJIpec MPOU3BOAUTENS (hapMaleBTHUECKON CyOCTaHINM;
B) CPOK FOJJHOCTH (papMalieBTHUECKOM cyOcTaHIInY;
T') yCJIOBHUS XpaHEeHUs (papMalleBTUIECKON CyOCTaHIINM;

) HOoMep (QapMakoleiHHONW CTaTbl WM B Clydae €€ OTCYTCTBHS HOMEp HOPMAaTHBHOU
JOKYMEHTAIH JINO0 HOPMAaTUBHOTO TOKYMEHTA;

€) Ham4Me (apMalieBTUYECKON CyOCTaHIIMU B [I€PEYHE HAPKOTHUYECKUX CPEACTB, MCUXOTPOMHBIX
BELIECTB M UX MPEKYPCOPOB, MOJIEKAIMNX KOHTpoato B Poccuiickoit denepannn, B COOTBETCTBUH C
3akoHomarensCcTBOM  Poccumiickoit  Penepauuu, MeEXAyHAapOAHBIMM  JorosopaMu  Poccuiickoit
®enepanyy, B ToM uyncie EquHoON KOHBEHIMEN 0 HapKOTHUeCKUX cpenctBax 1961 roxa u Konpennuei
0 TMCUXOTPOIHBIX BemecTBax 1971 roxa.
(nm. "e" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

2. (DapMaHeBTI/I‘{eCKaH CY6CTaHHI/I${, IMPOU3BCACHHAA OJIA pfaln3alli, MOXKECT OBITH BKJIIOYEHA B
FOCYI[apCTBeHHHﬁ peeCTp JICKAPCTBCHHBIX CPEACTB HA OCHOBAHUU 3asBJICHUS p33pa6OT‘{I/IKa nin
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

(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) HaumeHoBaHMe (papMaleBTHUECKONW CyOCTaHIMM (MEXKIYHAapOJHOE HEMaTEHTOBAHHOE, WIIU
TPYNIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBO€ HAUMEHOBAHMS);

2) HauMEHOBaHMeE, a/Ipec MPOU3BOAUTENS (papMalleBTUIECKON CyOCTaHIINM, a TAKXKe B OTHOLLICHUU
JIEKAPCTBEHHBIX CPEACTB I MEAULMHCKOIO IPUMEHEHMs CBEICHUS O PEruCTPallMM IPOU3BOIUTEIA
(dapManeBTHYECKOW CyOCTaHIIMM B KA4eCTBE HAJIOTOIUIATEIbIIMKA B CTpPaHE PETUCTPAlUH  (JUIs
POCCHUHCKHMX IOPUIWYECKUX JHI - WACHTU(UKAIMOHHBIA Homep Hanoromuiarensiinka (MHH), s
MHOCTPAHHBIX HOPUIMYECKUX JIMI] - CTPaHAa PETUCTpalliy, HAMMEHOBAHUE PErMCTPUPYIOLIETO OpraHa,
PEruCTpallMOHHBI HOMEP, KO/ HAJOTOIUIAaTeNbIINKa B CTPaHe PEerucTpaunu (MHKOPIOPALUH) WIH €ro
aHaJjor);

(n. 2 B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok TogHOCTH (hapMaIEeBTHUYECKON CyOCTaHITNY;
4) ycnoBus XpaHeHHsl (papMarieBTUIECKON CyOCTaHIINH,

5) Homep (apmakomeiHoON craThu JUOO B Clyyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIIU! WM HOPMATHBHOTO JJOKYMEHTA;

6) Hanmuure (apMaleBTHUECKON CyOCTaHIIMU B MEepPEUYHE HAPKOTUUYECKUX CPEJCTB, MICUXOTPOMHBIX
BEIIECTB U UX IPEKYPCOPOB, NMOMICKAMX KOHTPOJO B Poccuiickorn denepaunv, B COOTBETCTBUU C
3akoHomarensCcTBOM  Poccmiickoit  ®Penepannu, MEXIyHapOAHBIMM  JOoroBopaMu  Poccuiickoit
®enepanun, B ToM unciie EquHON KOHBEHIIMENW 0 HapKOTHYeCKuX cpeAacTBax 1961 romga n KoHBeHnuei
0 MICUXOTPOIHBIX BemecTBax 1971 rona;

7) nata BKIIOUEHMs (hapMalieBTUYECKON CyOCTaHLIMU B TOCYAAPCTBEHHBINA peecTp JIEKapCTBEHHBIX
CpE/CTB, JlaTa BHECEHUSI U3MEHEHHUH B TOKYMEHTHI (hapMaleBTHUECKOM CyOCTaHINH, J1aTa UCKIIOUCHHS
(bapmaneBTHUECKOIl CyOCTaHIIMU U3 FOCYAAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPECTB.

(uactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HO[ZH;!OK BCACHUA TOCyAapCTBCHHOI'0 PECCTpa JCKAPCTBECHHBIX CPCACTB IAJId MCIUIHHCKOI'O
IOPpUMEHCHUA W MOPANOK BCIACHUA TI'OCYJAPCTBEHHOI'O pPEECTpa JICKAPCTBCHHBIX CpPCACTB I
BCTCPUHAPHOI'O MPHUMCEHCHUSA YTBCPKAAKOTCA COOTBETCTBYHOIIUM YIIOJTHOMOYCHHBIM (I)C,HepaHBHLIM
OpraHomMm HCIIOJIHUTEILHOH BIACTH.

Cratbsa 34. BknioyeHue B rocyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CpPeacTB U
UCKITIOYeHune n3 rocyaapcTtBeHHOro peecTtpa feKapCTBEHHbIX cpeacTs
c¢hapmaLeBTUYECKOWN CyOCTaHLMKU, NPOU3BEAESHHON ANA peanusauumn
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jns BriroueHus: (apManeBTUYECKOW CYOCTaHIIMM, MPOU3BEACHHON IS peanu3aluu, B
rOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPENICTB, IPOBOJAUTCS IKCIEPTHU3A €€ Ka4eCTBa.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

2. DkcrmepTth3a KadecTBa YKa3aHHOW B dacTu | Hacrosmied cratbu (papmaneBTHUECKON
CyOCTaHIINH, COCTABJICHHE KOMUCCHEH IKCIEPTOB 3aKIIOYCHHI TI0 pe3yIbTaTaM 3TON SKCIEPTU3bI U UX
HaIpaBJICHWE B YIOJHOMOYCHHBIN (henepanbHblii OpraH UCTIOJHUTEIHLHOW BIACTH OCYIICCTBISIOTCS B
CPOK, HE TIPEBBIIIAIOIINIA MECTHISCATH PAdOUNX JHEH CO JHS MOJYYCHHS dKCIICPTHBIM yUPEKICHUEM
COOTBETCTBYIOIIETO 3aJaHHS YIIOJIHOMOUYEHHOTO (eJepaibHOrO OpraHa HCIOJHUTEIBHON BIACTH M
CJIEIYIOIINX JOKYMEHTOB (CBEICHHM):

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBeneHusa o JaTe MPeOCTaBICHUS M PETUCTPALIMOHHOM HOMEpE JMIEH3UM Ha MPOU3BOJICTBO
JICKAPCTBEHHBIX CPEACTB WJM CBEICHUS O JaTe NPEAOCTaBICHHUS W PETrUCTPALlMOHHOM HOMEpE
3aKJIIOYEHUSI O COOTBETCTBUU TPOU3BOJUTENST JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHMSIM IIPaBUI
HaJIeKaled TPOU3BOJCTBEHHOM TIPAKTHUKH, BBUIAHHBIX (MIPEIOCTABICHHBIX) YIOIHOMOYEHHBIM
(dbenepalbHBIM OpPraHOM HCIIOJHUTEIBHOM BJIACTH, B CIy4ae, €CJIM IPOM3BOJCTBO JIEKAPCTBEHHOTO
cpeacTsa ocyuiecTBisieTcs B Pocculickoit @enepanuu;

(B pen. @enepanbhbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) KomMsl JIOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OPraHoM CTPaHbl POU3BOAUTEIS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPKIAIOIIETO pa3pelIeHne MPOrU3BOICTBA JIEKapCTBEHHOTO CPECTBa,
U €ro MEePeBOJ] Ha PYCCKUI S3bIK, 3aBEPEHHbIC B YCTAaHOBJIEHHOM MOPSJIKE, a TAK)KE KOMUS 3aKIIIOUEHUs
O COOTBETCTBUHU IPOU3BOAUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBaHUAM MpaBWII HaAJeKalel
MIPOU3BOJICTBEHHON MPAKTUKH, BBIJAHHOTO YIIOJTHOMOYEHHBIM (pe/iepalbHbIM OPTaHOM HCTIOTHUTEIHHON
BIIACTH, JTUOO KOMHS PEIICHHs YIMOJIHOMOYEHHOTO (heepaabHOro0 OpraHa HCIOTHUTEIBHOW BIACTH O
IIPOBEJICHUN MHCIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEJICTBA. YKa3aHHBIE JOKYMEHTBI
MIPEJICTABIISIOTCS B Cllydae, €CIM IPOM3BOACTBO JIEKAPCTBEHHOI'O CPEACTBA OCYILECTBISETCS 3a
npenenamu Poccutickoit @enepanuu;

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

3) AOKyMEHT, COIepKaIlUi CIIeAYIONIe CBEACHUS O (papMalleBTUYECKOM CyOCTaHIUH:

a) HauMeHOBaHMe (papMareBTUIECKON CyOCTaHINH, €€ CTPYKTypa, O0IIre CBOICTBA,

0) HaMMEHOBAHUE U a/IpeC POU3BOIUTENS;

B) TEXHOJIOTHSI TIPOM3BOJICTBA C ONMMCAHUEM CTAJMKM MPOU3BOJICTBA M METOJIOB KOHTPOJIA HAa BCEX
CTaJusX MPOU3BOJICTBA;

I') OMKCaHue pa3pabOTKH Mpoliecca NPOU3BOICTBA;

I) OINHCaHUE KOHTPOJS KPUTHUYECKHX CTaJUl TMpollecca MPOU3BOACTBA M MPOMEXKYTOUHOU
MIPOTYKITUH;

€) IOKYMEHTaJIbHOE TIOJITBEPXKACHUE (BaIHIALIMsI) IPOIIECCOB U (UJTM) X OLICHKA;
7K) CBOMCTBA U CTPYKTypa IEHCTBYIOIIHNX BEIIECTB;

3) XapaKTepPUCTUKA TIPUMECEH;

1) cuerudukanus Ha GapMaIleBTHISCKYI0 CyOCTaHIIMIO U €€ 000CHOBAHHUE,

K) AHAIIUTUYCCKUC MCTOAUKH, MUCIIOJIB3YEMbIC TIpU OCYHICCTBJIICHUHU KOHTPOJII KadeCTBa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

(hapmaieBTHUECKOI CyOCTaHIINY;

J) TOKyMEHTaJIbHOE MOATBEPKACHUE (BaUAAIUA) aHAINTHUYECKUX METOJHK, HUCIOIb3yEeMbIX MpU
OCYILIECTBIICHUH KOHTPOJIS KauecTBa (papMalieBTU4ecKoi cyOcTaHuy;

M) pe3yJIbTaThl aHAJIM3a CEPHM (papMalleBTUUECKON CyOCTaHIINM;

H) IMepeueHb CTAaHJApTHBIX OOpa3IOB WM BEUIECTB, HCIHOJIb3YEMBIX IPU OCYILIECTBICHUU
KOHTpOJI Ka4eCTBa,

0) ONKCaHHUe XapaKTEPUCTUK M CBOWCTB YITAKOBOYHBIX MAaTEPHAIOB H YKYNOPOYHBIX CPEICTB;
) JaHHbIE O CTAOMIBHOCTH (hapMaleBTHUECKON CyOCTaHINH;
P) CPOK r'OJIHOCTH;

4) MOKYMEHT, COJEpP KAl CBEICHHS] O PETHUCTPALMH TPOU3BOAUTENS JIEKAPCTBEHHBIX CPE/ICTB
JUTST MEAWIIMHCKOTO TPUMEHEHUS B Ka4yeCTBE HAJOTOIUIATENbIMKA B CTPaHE perucTpamuu (s
POCCHUICKHMX IOPUIUYECCKUX JIMIl - UACHTU(UKAIMOHHBIA HoMep Hamoromarenbinuka (MHH), mns
WHOCTPAHHBIX IOPUINYECKUX JIMI[ - CTpaHa PETUCTPallii, HAMMEHOBAHUE PETHUCTPUPYIOLIETO OpraHa,
PETUCTPAIIMOHHBIM HOMEP, KOJI HAJIOTOIUIATENbIINKA B CTpaHE PETUCTpalud (MHKOPIIOPAIMK) WA €ro
aHajor).
(1. 4 BBeneH ®enepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)
(dgactpb 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pen. 13.07.2015))

3. Jlug mnpoBeAeHUs HKCOEPTU3bl KadyecTBa YKa3aHHOM B 4YacTW | HACTOSIIEH CTaTbu
(dapmaiieBTHUECKON CyOCTaHIIMM 3asBUTEb MPEICTaBIsIET B YHNOJHOMOYEHHBIN (eaepanbHbIi OpraH
HUCIIOJTHUTEIHLHON BIACTH:

1) 3asBiIEHME O BKIIIOUEHUU B TOCYJAapCTBEHHBI PpEECTp JIEKAPCTBEHHBIX CPEACTB JAHHOMN
(apManeBTHYECKON CyOCTaHINH;

2) xonusi JOKYMEHTA, MOJITBEP)KIAIOLIEr0 YIUIaTy TOCyJapCTBEHHON MONUIMHBI 32 BKJIIOYEHHE B
rOCYJJapCTBEHHBII peecTp JIEKapCTBEHHBIX CPEACTB (papMalleBTUYECKON CyOCTaHIMU, NPOU3BEIECHHOMN
Ul peaju3alMy, JHUO00 Mo COOCTBEHHOM MHMLMATHBE YKa3aHHBIM JOKyMEeHT. B ciydae ero
HENpeACTaBICHUS 3asBUTEJEM YIOJHOMOUYEHHBIN (erepanbHblii OpraH HCHOJIHUTENBHOM BIACTH
npoBepseT (akT yraTel rOCYAapCTBEHHON MOILIMHBI 3asBUTENIEM C HCIIOJIb30BaHHEM HH(OpMAIH 00
yIuIaTe rocyAapcTBEHHON MONIIINHBI, coepaxaleiics B ['ocynapcTBeHHON NH(OPMALIMOHHON CUCTEME O
rOCYJapCTBEHHBIX U MYHHIMIAJIBHBIX IIaTEXaX, HA OCHOBAHWM IPEACTABICHHOW 3asBUTEIEM KOIUHU
JOKYMEHTA, MIOATBEPKAAIOIIETO YIUIaTy FOCYAApPCTBEHHON MOIIJIUHBL;

(m. 2 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) IOKYMEHTHI, yKa3aHHbIEC B YACTH 2 HACTOSAIIEH CTaThU;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

4) 3asBieHUE O BblAaue paspeuieHusi Ha BBO3 B Poccuiickyro denepannio KOHKpETHOW HapTuu
HE3apEeTUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEICTBA, NMPEAHA3HAYEHHOTO JUIS MPOBEACHUS YKAa3aHHOMN
JKCIEPTU3BIL.

(. 4 BBenen DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

31. B CJIydac HCHUPCACTABJICHUA C 3adBJICHUCM O BKIIOYCHHU B I‘OCY)I&pCTBGHHLIﬁ peecTp
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

JIEKapCTBEHHBIX CPEACTB (hapMalleBTUYECKONH CyOCTaHIIMM JOKYMEHTOB, MOATBEPXKIAIOIIMX YIUIATy
roCy/JapCTBEHHON IOLUIMHBI M YKa3aHHbIX B IIyHKTE 2 4YacTW 3 HACTOALIEH CTaTbU, a TaKKe
BBIIaBaEMbIX (IIPEJOCTABIIIEMBIX) YIOJIHOMOYEHHBIMU (efepaibHBIMUA OpraHaMH HCIIOJHUTEIHHON
BJIACTH JOKYMEHTOB (CBEIEHHUH), yKa3aHHbIX B MyHKTax | M 2 yacTu 2 HacTOSIIEH CTaThy,
YIOJHOMOYEHHBIN (heiepaabHblii OpraH UCIIOJIHUTENbHON BIACTH 3allpallliBaeT YKa3aHHbIE JOKYMEHTBI
(cBeneHMsI) B MOPSJIKE MEKBEIOMCTBEHHOTO HH(OPMAIIMOHHOIO B3aUMOJIEHCTBUS.

(uacts 3.1 BBenena PenepanbHbIM 3aKk0HOM OT 27.12.2019 N 478-D3)

4. B TedyeHue naecsATH pabouux JHEH cO JIHS NPUHATHS 3asBICHUS O BKJIIOYEHUH YKa3aHHOW B
gyactu | Hacrosimiedl cratbu  (hapMaleBTHUECKOW CyOCTaHIIMM B TOCYAApCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEJCTB M JOKYMEHTOB, IIEPEYMCIICHHBIX B YacTU | M IyHKTe 2 4acTH 3 HACTOAIIEH
CTaThbH, YIIOJTHOMOYEHHBIH (peiepanbHblil OpraH UCTIOHUTEIbHON BIACTH:

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

1) IpOBOAUT MPOBEPKY TOJHOTHI U JOCTOBEPHOCTH JAaHHBIX, COAEPIKALIMXCS B MPEICTABICHHBIX
3asBUTEJIEM JIOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) mpUHUMAET PEIICHHE O HANpPaBJICHUH B JKCMNEPTHOE YUPEKICHUE 3aJaHUs Ha IIPOBEICHUE
AKCTIEPTU3BI KAUECTBA YKA3aHHOW B YaCTH | HACTOSIIEH cTaThll (hapMaIieBTUUECKON CyOCTaHIINH WIIH 00
OTKa3€ B TAKOM HalpaBJICHUH;

3) yBenomIIeT B DJIEKTPOHHOMN HIIM MUCHbMEHHOW (hopMe 3asBHUTENS O MPUHIATOM PEUICHUH WJIH B
ClIyyae OTKa3a ¢ yKa3aHHUEeM IMPHUYMH TaKOro OTKa3a.
(B pen. @enepanbuoro 3akona ot 22.12.2014 N 429-D3)

4.1. B cnyuyae BbISBICHHUS HEJOCTOBEPHOCTH CBEACHMH, COJAEPXKALIUXCS B MPEICTABIECHHBIX
3asiBUTENIEM MaTepuajax, YIOJTHOMOYEHHbIHN (efepanbHblil OpraH UCIIOJHUTEIBbHOM BIACTH HAIPaBIISET
3asBUTENIO 3allpoc 00 YTOUYHEHUM YyKa3aHHbIX CBeAeHUil. JlaHHBIA 3ampoc MOKeT ObITh IepenaH
YIOJIHOMOYEHHOMY HPEACTABUTEINIO 3asiBUTENS JIMYHO IO PACHMCKY, HApaBlIeH IO MOYTe 3aKa3HbIM
MUCHMOM WJIM TIEpeaH B 3JEKTPOHHOU (opMe Mo TeNeKOMMYHHKAIIMOHHBIM KaHalaM CBsi3u. B ciryuae
HaIpaBJIEHUs JAHHOIO 3alpoca II0 I0YTE€ 3aKa3HbIM IHCbMOM OH CYHMTAETCA IIOJIyYEHHBIM I10
WCTEUYEHUH IECTU AHEH ¢ AaThl HANIPaBJICHUs 3aKa3HOTO MHUChMA.

(uacts 4.1 BBeeHa PenepanbHbIM 3aKkoHOM OT 25.11.2013 N 317-D3)

4.2. 3agBuTenp 00s13aH MPEICTABUTh OTBET HAa 3aIlPOC YIMOJHOMOUYEHHOTO (eAepabHOTO OpraHa
WCIIOJTHUTENLHON BIACTH B CPOK, HE MPEBBIMIAIONIMN JEBIHOCTa PabOuMX IHEH co AHS MOTydeHUs
naHHoro 3ampoca. Cpok, yKa3aHHbIM B 4acTU 4 HacTOsUIEH CTaThbU, NMPUOCTAHABIMBAETCA CO JHS
HaIpPaBIICHUS 3asSBUTEINIO 3allpoca YIOJHOMOYCHHOTO (perepalbHOTO OpraHa MCTOTHUTEIHLHOW BJIACTH
0 JHS TIOJIy4eHHs] UM OTBE€Ta Ha JAaHHBIA 3alMpoC U HE YUYUTHIBAETCS MPU HCUYUCICHUU CpOKa
AKCTEPTHU3Bl KadecTBa (PapMareBTUYECKON CyOCTaHIIMHM, HEUCIOJB3yeMOM TIpH TPOU3BOJICTBE
JIEKapCTBEHHBIX TIPEMapaToB.

(uacts 4.2 BBeeHa PenepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM JUIsl OTKa3a B HAIPABJIECHUHU B HKCIIEPTHOE YUPEKJICHUE 3aJaHUsl HAa MPOBEJCHUE
JKCIEPTH3Bl KAauecTBa YKa3aHHOW B dYacTW | HacTosmied cratbu (apMameBTHUECKON CyOCTaHIIUU
SIBJISIETCSI HEMPENICTABICHUE JOKYMEHTOB, YKa3aHHbIX B 4YacTW 2 HACTOSAILIECH CTaTbH, OTCYTCTBHUE
nH(popMalnuu, TMOATBEpKIAIMer ¢GakT yIIaThl TOCYJAApCTBEHHOW MONUIMHBI 3a BKJIIOYCHHUE
(apmainieBTHUECKON CyOCTaHIIMM, NPOU3BEACHHONW [UIsl peaju3alid, B TOCYJapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEJCTB, HEMPEICTABICHUE 3asIBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETA HA YKa3aHHBIN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

B yacTu 4.1 HacToslIed CTaThbU 3alpoc YMOJIHOMOYEHHOro (elepaJbHOro OpraHa HMCIOJHUTEIbHON
BJIACTU WJIM TIPEJICTaBIIEHUE JIOKYMEHTOB, HE COJEpXKAIUX MCUEPIBIBAIOIIECTO MEPEUHsI HEOOXOIUMBIX
CBEJICHUI.

(uactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenwe mnATHamuaTH paboOuYMX JHEH CO JHS MOJYUYEHHUS PELIEHUS YIMOJIHOMOUYEHHOTO
(dhenepalbHOTO OpraHa UCIOJIHUTEILHON BJIACTH O HAIMPABJICHUU B DKCIIEPTHOE YUPESKICHHUE 3aJaHUs HA
MPOBEJICHUE OSKCIEPTU3bl KauyecTBa yKa3aHHOW B yacTu | Hacrosimed cTaThl (papMmarneBTHUYECKON
CyOCTaHIIMH 3asBUTEH MPECTABISIET B AKCIIEPTHOE YUPEKICHUE ISl POBEACHUS TaHHOM SKCTIEPTU3HI
o0Opa3ipl  (hapMareBTHUECKOH CyOCTaHIIMM B KOJIWYECTBE, HEOOXOJUMOM I BOCIPOU3BEICHUS
METOJIOB KOHTPOJIS KauecTBa. DKCIIEPTHOE YUPEIKICHHE MIPH MOTYUSCHUH 00pa3IoB yKa3aHHOM B yacTu |
HaCTOSIIEH CTaThu (apMaIeBTUUECKON CyOCTAHIIMH BBIJIACT 3asIBUTEIIO JOKYMEHT, MOITBEPIKIAFOIIII
MOJIyYeHUE STHUX O0O0pas3loB, U B CPOK, HE MPEBBIMIAMOIINN TpeX pabodyux HTHEH, yBEAOMIIICT B
JNEKTPOHHOW WM TMHCBMEHHOM ¢opmMe 00 3TOM yINOJHOMOYEHHBIM (QenepalbHbIi  oprax
WCIIOJTHUTENIbHON BJIACTU. DTU CPOKHU HE BKIIIOUAIOTCS B CPOK MPOBEJICHUS JAHHOM SKCIIEPTU3BI.

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

7. JIOKyMEHTBI, IOCTYIIUBILINE B KCIIEPTHOE YUPEKACHHUE JUIS MPOBEICHUS DKCIIEPTU3bI KAYECTBA
yKa3aHHOM B yacTu | Hacrosimed craThbu (hapMaleBTHUECKON CyOCTaHIMM, MOAJIekKAT BO3BpaTy B
YIOJIHOMOYEHHBIN (hefiepabHblii OpraH MCIOJIHUTEIbHON BIACTH OJHOBPEMEHHO C 3aKIFOYEHUSIMH 110
pe3ysbTaTaM NpOBEICHHON SKCIIEPTU3HI.

8. B cpok, He MPEeBBIMAONINI MATH PabOUMX THEH CO JHS TMOJYYCHUS 3aKITIOUEHUS KOMHUCCHH
JKCIEPTOB IO pe3yJibTaTaM »3KCHEPTU3bl KayecTBAa YyKa3aHHOM B dacTu 1 HacTosmiel cTaTbu
(hapmareBTHIECKON CyOCTaHIINH, YITIOJITHOMOUYEHHBIN (hefiepaabHbId OpraH UCIIOHUTEIIBHON BIIACTH:

1) OCYHICCTBIACT OLCHKY TaKOIr'o 3aKIIOYCHHA JIA ONMPCACIICHHUA €ro COOTBCTCTBHA 3aJaHUIO HaA
IIPOBCACHUC ,Z[aHHOﬁ SKCIICPTU3EI;

2) T[pUHMMAeT pelleHne O BKJIIOYEHUM YyKa3aHHOM B wacth | Hacrosimed cTaTbu
(apMareBTHUECKON CyOCTaHIIMU B TOCYJApPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB WM pelieHre 06
OTKa3€ B TAKOM BKJIFOUEHUU;

3) BHOCHUT TNpH TPHUHSATUU PEIICHHUS O BKJIIOUYEHWM YKa3aHHOM B YacTH | HacTosIEH CTaThbu
(dapmarieBTHUECKOM  CyOCTaHIIMM B TOCYJApCTBEHHBIM  PEeCTp  JICKAPCTBEHHBIX  CPEJICTB
MPEAYCMOTPEHHYIO YacThio 2 cratbu 33 Hacrosmiero @denepalbHOrO 3aKkoHa HHPOPMALHMIO |
YBEAOMIISIET 00 3TOM B 3JIEKTPOHHON WIIM MUCEMEHHON (hopMe 3asiBUTEIIS.

(B pen. @eaepanbHbix 3aKkOHOB 0T 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)

9. OcHoBanueMm g OTKa3a BO BKJIOYEHUU YyKa3aHHOM B dYacTh | HacTosuied CTaTbu
(dapmaneBTHYECKON CYOCTaHIIMM B TOCYJIApPCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEICTB SBISETCS
3aKJII0OYEHHE COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO (heZIepalbHOTO OpraHa UCIOJHUTEILHON BIACTH O
TOM, YTO Ka4yeCTBO (hapMaIeBTUUECKON CyOCTaHIIMK HE IMOATBEPKICHO MOJYYCHHBIMH JIAHHBIMHU.

(uactp 9 BBeneHa PexnepanbHbM 3akoHOM OT 22.10.2014 N 313-03; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

10. He nmomyckaercss BKJIIOYEHHE B TOCYAAPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEJCTB OJHOMU
(dhapmareBTHUECKON CyOCTaHITNH, TIPOU3BEICHHON /Il PeaIM3allid M BBITYCKAGMON OJHHM M TEM Ke
MIPOM3BOIUTENIEM, B BUJE IBYX U O0JIee PeecTPOBBIX 3aIUCEH.

(gactp 10 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

11. BHecenne u3aMeHeHUH B JIOKYMEHTHl Ha (hapMaleBTHUYECKYIO CyOCTAaHLMIO, MPOU3BEICHHYIO
JUI pealIi3allii U BKJIFOUEHHYIO B TOCYJIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIIAETCS
B Mopsjake, ycraHoBieHHOM crtarbsiMu 30 um 31 Hacrosmero denepalpHOro 3akoHa, C YIJIATON
rOCyJJapCTBEHHOM IONUIMHBI, NPEIyCMOTPEHHOM 3akoHoAaTesnbcTBOM Poccuiicko ®Penepanuu o
Hajorax u coopax.
(gactp 11 BBenena denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

12. omyckaeTcsi oOpaiieHue GpapMareBTHYeCKX CyOCTaHIIUN, TPOU3BEACHHBIX TSl pealn3allii,
B TEUCHHE CTa BOCBMHJIECATH JTHEH J0 W MOCIe MPUHATHS YIMOJTHOMOUYEHHBIM (eiepalbHBIM OPraHOM
WCTIOJTHUTEIILHON BIACTH PEIICHHWS O BHECCHHMHM HW3MEHEHHH B JOKYMEHTHI Ha (apMaleBTHUYECKYIO
cyOCTaHIIMIO, TPOM3BEACHHYIO I pealn3alldd W BKIOYEHHYI0 B TOCYIapCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEJICTB.
(dactp 12 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

13. Pemenune 00 UCKIIOYEHUM U3 TOCYJapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEICTB
(bapMarieBTHUECKON CyOCTaHIIMH, NMPOU3BEICHHON M pealn3aluy, NPUHUMACTCS YHOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH B CIIyYae:

1) mpencraBieHHsT — COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eIepalilbHBIM  OpraHOM
WCIIOJIHUTENIbHOM BJIACTH 3aKJIIOYEHUS O PUCKE WM 00 yrpo3e >KU3HU WU 3/I0pOBbIO YeNlOBEKa JTMO0
YKUBOTHOT'O TIPY UCIIOJIb30BaHUU JIEKAPCTBEHHOTO CPENICTBA;

2) mogauu pa3pabOTUMKOM JIEKAPCTBEHHOTO CPEICTBA WM MPOU3BOAHUTENEM JIEKaPCTBEHHOTO
cpeacTBa MO0 YHMOTHOMOYEHHBIM UMHU JIPYTHM IOPUAMYECKAM JTUIIOM 3asBICHUS 00 MCKIIOYCHUU W3
rOCy/apCTBEHHOT'O peecTpa JEKapCTBEHHBIX CPEICTB (hapMalneBTUIECKON CyOCTaHIIMH, TPOU3BEICHHON
JUIS pealin3aluu;

3) oTcyTcTBUS (hapMaIeBTUUECKONW CyOCTaHITNH, IPOU3BEACHHOM VISl pean3alii, B OOpaIieHn B
Poccuiickoit deneparuu B TeUCHUE TPeX U Ooee JieT.
(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 o060 OTKaze B BblAaye paspelleHUs Ha
npoBeAeHMe KIIMHUYECKOro uccrnenoBaHUA FfleKapCTBEHHOro rnpenapara, pewweHusi o6
OoTKasle B rocyAapCTBEHHOW perncrTpauuu rieKkapCTBEHHOro npenapara, 3aknoyeHusi
KOMMCCUM IKCNEPTOB IKCMEPTHOro yYpPEXAEHUA UNKU 3aKNOYEHUs1 coBeTa No 3TUKe

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

Perienue cooTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heIepajIbHOIO OpraHa MCIOJHUTEIbHON BIAaCTH
00 OTKa3ze B BblJaye pa3pelIeHUs Ha NpPOBEIEHHE KIMHUYECKOIO HCCIEeOBaHUS JIEKAPCTBEHHOTO
npernapara, pelleHHe YKa3aHHOro (efepallbHOrO OpraHa MCIOMHHUTEIbHOM BiIacT 00 OTKase B
rOCYJapCTBEHHON PpErucTpaluy JICKapCTBEHHOIO IIpenapaTa, 3aKiII04eHHE KOMUCCHUHM DSKCIEPTOB
OKCHCPTHOI'0 YUPCKIACHHUA W 3aKIOYCHHUE COBETA IO 3TUKE MOXKET OLITH 00’KaJI0BaHO B IopsAaKe,
YCTAHOBJIEHHOM 3aKOHOJAaTenbCcTBOM Poccuiickoit @Penepanuu. 3aKIOYEHHE KOMHCCHHM HKCIIEPTOB
HKCHEPTHOTO YYPEXKJEHHUS O B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IPENaparoB Uil MEIUIMHCKOTO
NPUMEHEHH JINOO O TOM, YTO JICKApCTBEHHBIN Mpemnapar Uil MEIULMHCKOTO IPUMEHEHHS HE SIBIISIETCS
B3aMMO3aMEHSAEMBIM, MOXET OBbITh 00KaJOBAHO Jep)KaTeleM WM BIAACIbIEM PErHCTPALlMOHHOTO

www.consultant.ru Crpanuua 85 us3 143
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.03.2023&amp;dst=100585&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.03.2023&amp;dst=100586&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.03.2023&amp;dst=100587&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.03.2023&amp;dst=100591&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.03.2023&amp;dst=100592&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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

yIIOCTOBEpEHHs JISKapCTBEHHOI'O MpernapaTa B yIOJIHOMOYEHHBIN (eiepabHblil OpraH UCIOJHUTEIbHON
BJIACTH, KOTOPBIN MPUBIEKACT K PACCMOTPEHHUIO YKa3aHHOHN >Kalo0bl OBEIOMCTBEHHBIE €My Hay4YHbIE
OpraHM3zalid M 00pa3oBaTeJIbHBIC OPraHM3allMM  BBICHIETO OOpa30BaHUs, OCYIIECTBIISIOLINE
IEATeNbHOCTh B cepe oOpamieHHus JeKapCTBEHHBIX CPEACTB. 3aKIIOYEHHE KOMHCCHH 3KCIIEPTOB
9KCHEPTHOTO YUYPEkKACHUs, O(YOPMIIEHHOE II0 HMTOraM MepecMOTpa O0KaJIOBAHHOTO 3aKIFOUEHUS
JKCIEepPTa, MOXKET ObITh OCIIOPEHO JepKaTeseM WU BIIAJENbLEM PErHCTPALMOHHOIO YA0CTOBEPEHUS
JIEKapCTBEHHOTO Ipernapara JU0O YIOJIHOMOYEHHBIM MMM JIMIIOM B TMOPSAAKE, YCTaHOBJICHHOM
3akoHoJatenbcTBOM Poccuiickoit ®eneparu. [lpu 00kajmoBaHUM pELICHUS YHOIHOMOYEHHOTO
(benepasbHOrO OpraHa HCIOJIHUTEIBHONW BJIACTH, 3aKIIOUEHMs HJKCIEpPTa WIM KOMUCCHU 3KCIIEPTOB
9KCHEPTHOTO YYPEKACHUS, 3aKIF0UEHUS COBETA 10 3TUKE JepKATeNb WU BIaJelel] PETUCTPALIIOHHOTO
YAOCTOBEPEHUsI JIEKAPCTBEHHOI'O IpernapaTta JMO0O0 YIOJIHOMOYEHHOE MMH JIMIO BIpPaBE MPEACTABHUTH
pe3yabTaThl HKCHEPTU3bl JIEKAPCTBEHHOIO IIpenapara, MPOTOKOJIbI MOJYYEHHBIX aKKpEeIUTOBAaHHBIMHU
UCTIBITATEIbHBIMU J1a00paTOPUAMU (LIEHTPAMH) PE3YIbTATOB UCCIIEAOBAHUM, UCTIBITAHUH.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. WUHdopmaumsa, cBfA3aHHass C OCYLECTBNEHMEM TrocyAapCTBEHHOMN
perucTtpaumm nekapcTBeHHbIX npenapaTtoB, WH(popmMauua O 3aperncTpupoBaHHbIX
neKkapcTBEHHbIX Mpenapatax W JfleKapCTBEHHbIX MpenapaTtax, WCK/YEHHbIX U3
rocyfapcTBeHHOro peecTpa fieKapCTBeHHbIX CpeaAcTB

1. CoOTBEeTCTBYIOIIMI yIOJIHOMOYEHHBIH (enepanbHblii OpraH HCHOJHHUTEIBHOM BIACTH
pasMemniaer Ha CBoeM OQUIMAILHOM caiite B ceth "MHTepHeTr" wuWHPOpPMAIMIO, CBI3aHHYIO C
OCYIIECTBJIEHUEM TOCYJIapCTBEHHOM pPETrUCTpallii JIEKApCTBEHHBIX IpenaparoB, B TOM 4HCIE
IIPOBEICHUEM HKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB (BKJIIOYas pe3yJibTaTbl €€ IPOBEICHMS),
MHPOPMALIMIO O 3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpenapaTax M JIEKAPCTBEHHBIX IpenapaTax,
HCKJIIOYEHHBIX U3 TOCYJAapCTBEHHOI'O PEECTpa JEKAapCTBEHHBIX CPEJCTB, HE IMO3[HEE YeM 4Yepe3 IATh
pabouux aHEH co AHS MOJTYYECHHUS YHOTHOMOYEHHBIM (eiepabHBIM OPraHOM HCIOJIHHUTEIBHON BIACTH
COOTBETCTBYIOIIEH HHPOPMAIIHH.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. Cpoku W TOpSAIOK pa3MElIeHUs yKa3aHHOW B 4YacTH | HACTOSIIEH CTaTbu HH(POPMAIUH
YCTaHABIMBAIOTCA YIOJIHOMOUYEHHBIM (heiepaabHbIM OpraHOM UCHOTHUTENbHOUM BracTH. MHbopmanus,
yKa3aHHas B 4acTU | HACTOSIIEW CTaThH, SBISETCS OTKPHITOM M OOIIETOCTYITHOW U MPEIOCTaBIACTCS
3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon denepanuu.

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

Mnaea 7. KMIMHWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMAPATOB OJ1A MEANLUMHCKOIO NPUMEHEHUA, OTOBOP
Ob UX NPOBEAEHUW, MPABA NMALUUEHTOB, YHYACTBYIOLLIUX
B 3TUX UCCINNEAOBAHUAX

Cratba 38. KnuHunyeckme wuccnegoBaHus JIeKapCTBeHHbIX npenapatoB AnA
MeaAULUUHCKOIro npuMmeHeHusA

1. Knuandeckue uccneoBaHus JEKapCTBEHHBIX MPENaparoB il METUIIMHCKOTO MPUMEHEHUs, B
TOM YHCIIe MEXKIYHAPOTHBIC MHOTOLIEHTPOBEIC, MHOTOIICHTPOBBIE, TOCTPETHCTPAIIMOHHBIC, TIPOBOIATCS
B OJHOW WJIM HECKOJBKHX MEIUIMHCKHX OPTaHM3AIMIX B COOTBETCTBHU C MPABWIAMHU HaJIeXkalien
KIIMHUYECKOW TTPAKTHKH, YTBEP)KICHHBIMH YTIOJTHOMOYCHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOJTHATEITHHON
BJIACTH, COOTBETCTBEHHO B CJICAYIONIUX IEIISIX:
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

1) ycraHoBieHHe O€30MACHOCTH JIEKaPCTBEHHBIX IMPENapaToB MAJS 3J0POBBIX JTOOPOBOJIBIEB U
(WM) TEepeHOCHMMOCTH WX 30POBBIMH JTOOPOBOJIBIIAMH, 3a HCKIIOUEHHEM TaKUX HCCIeIOBAaHUN
JIEKapCTBEHHBIX IPENAPATOB, IPOU3BEICHHBIX 3a npeaenamu Poccuiickoin denepanuu;

2) moadop ONTUMANTFHBIX JO3HPOBOK JIEKAPCTBEHHOTO TpeTapara 1 Kypca JICUSHHUs IS TTAlMEHTOB
C ONpeJeNeHHbIM 3a00JIeBaHUEM, ONTUMANBHBIX 703 U CXEM BaKUWHAIUH HMMYHOOHOJIOTHYECKUMU
JIEKapCTBEHHBIMHU ITpenapaTaMu 310pOBbIX JOOPOBOJIBIIEB;

3) ycraHoBieHHE O€30IaCHOCTH JIEKApCTBEHHOro Ipemapara U ero 3(deKTuBHOCTH A
MAIMEHTOB c OIIpEETIEHHBIM 3a00JIeBaHuEM, npopUIAKTHIECKOI 3P PEKTUBHOCTH
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPETapaToB s 3I0POBBIX JOOPOBOJIBIICB;

4) wu3yueHUEe BO3MOKHOCTH pACHIMPEHUS MOKa3aHUM Ui MEIUIUHCKOTO NPUMEHEHUs u
BBISIBJICHHMSI paHee HEU3BECTHBIX MOOOYHBIX JIEUCTBUN 3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
[Ipenaparos.

2. B oTHOmEHMHM BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX NPENapaTtoB [Uisi MEAUIMHCKOIO
MPUMEHEHUS  TPOBOJATCS  HCCIEAOBaHWS  OMOIKBHUBAICHTHOCTH W (WJIM)  TepameBTHYECKOU
OKBHBAJIEHTHOCTH B  MOPSJIKE, YCTAHOBJICHHOM YIOJHOMOYEHHBIM (pelepalbHbIM  OpraHOM
HUCIIOJIHUTEILHON BJIACTH.

3. OpraHmaumo MMPOBEACHUA KIMHUYCCKHUX I/ICCJ'IG)IOBaHI/Iﬁ JICKAPCTBCHHOT'O IIpf€riaparta i
MCIUIHUHCKOI'O IPUMEHCHUS BIIPAaBC OCYIICCTBIIATE:

1) p8.3pa6OTLII/IK JICKApPCTBCHHOTO IIpCIlapaTa UK YIIOJTHOMOYCHHOC UM JINIO;

2) oOpa3oBaTeibHbIC OpraHW3allid BBICIIETO OOpa30BaHUs, OpPTraHU3ALMUH JIOMOJTHUTEIHHOTO
npodeccHoHaTLHOTO 00pa30BaHUS;
(. 2 B pen. ®exnepanbHoro 3akona ot 02.07.2013 N 185-03)

3) Hay4YHO-HUCCIIE0BATENbCKUE OpTraHU3aIIH.

4. KinHHYecKHe HUCCIEeNOBAaHMS JIEKapCTBEHHOI'O Mpernapara Uil MEIULHUHCKOrO MPUMEHEHUs
MPOBOJATCS. HA OCHOBAHUM PA3PEIICHHs HAa MPOBEICHNE KIMHUYECKOTO HCCIIEIOBAHNUS JIEKAPCTBEHHOTO
mpemapaTa, BBIJAHHOTO YIOJHOMOYEHHBIM (hefiepalbHbIM OpraHOM HCIIOJHUTENHHONW BIACTH.
YrnomHOMOYeHHBIH  (henepanbHBld  OpraH HWCHOJHUTEIBHOM BJIACTH BENET PEeCcTp BBIIAHHBIX
pa3pelieHnii Ha NPOBEACHUE KIMHUYECKUX HCCIEAOBAHUN JICKAPCTBEHHOTO MpEenapara, COJIepKallui
YKa3aHUE Ha WX LEeJb WU LEJI, B YCTAHOBIEHHOM 3TUM OPraHOM MOPSIKE.

(B pen. @eaepanbHbiX 3aKk0HOB 0T 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. Vrpartun cuny ¢ 1 urons 2015 rona. - denepanbublii 3akoH o1 22.12.2014 N 429-03.

6. K opranuzanuu npoBeAcHHs KIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHOIO IpernapaTa Ul
MEJULMHCKOTO TIPUMEHEHHUSI pa3pabOTYMKOM JIEKapCTBEHHOI'O Tpenapara MOTYT IPHUBIEKATHCS
IOPUIMYECKHE JIMIA JII0OOH OpraHU3allMOHHO-TIPAaBOBOM (OPMBI TP  YCIOBHH  OO€CredeHus
COOTBETCTBUS 3TUX UCCIIEOBaHUN TpeOOBaHUAM HacTosero denepanbHOro 3aKOHa.

Koncynprantllitoc: npumeuanue.
B nHacrosiiee Bpemsi AEMCTBYIOLIMM 3aKOHOAATEIHCTBOM HE YCTAHOBJICH MOPSAOK aKKpEAUTALUU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

MCOUIIMHCKHNX OpFaHI/ISaHI/Iﬁ Ha IIpaBO MPOBCACHUA KIIMHHUYCCKHX HCCIICIOBaHUMN JICKAPCTBCHHLIX

npenaparoB Jis MeauuuHckoro npumeHeHus. Jlo 01.01.2021 nelictBoBano [loctaHoBiieHHE
[TpaButensctBa PO ot 03.09.2010 N 683.

7. KnuHuueckue MCCieNOBaHMs JIEKAPCTBEHHBIX IPENAapaToB JUIsl MEIULMHCKOTO NPUMEHEHUS
NPOBOJATCS B MEIMIMHCKUX OpPraHU3alusiX, aKKPEIUTOBAHHBIX YIOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM WCIIOJHUTEIBHOM BIJIACTH B MOpsAKe, YycraHoBiaeHHOM IIpaButensctBom Poccuiickoit
®denepanuu.

8. IlepeueHb MEOUIIMHCKUX OpraHMU3alMi, MMEIOIIMX MPaBO MPOBOJUTH KIMHUYECKHE
UCCIIEIOBAHMsI JIEKAPCTBEHHBIX IPENapaToB A MEIUIMHCKOIO MPUMEHEHHUs, U PEeecTp BBIAAHHBIX
paspellleHnii Ha  NPOBEACHME  KIMHUYECKUX  HCCICNOBAaHUN  JIEKAPCTBEHHBIX  IIPENapaToB
OIyOJIMKOBBIBAIOTCS W PA3MEIIAIOTCS YIMOJTHOMOUYEHHBIM (peepanibHbIM OpPraHOM HCHOJIHHUTEIbHOM
BJIACTH B YCTAaHOBJICHHOM UM IOPSKE HAa CBOeM o(uInansHOM caiite B cetu "MHTepHeT".

Cratbs 39. PewweHue o npoBeAeHNN KITMHNYECKOro uccrneaoBaHUA NeKapCTBEHHOro
npenapara Ansa MeguUMHCKOro NnpMmMmeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KnuHuueckoe uccieoBaHHUE JIEKAPCTBEHHOIO IMpenapara JUisi MEAMIIMHCKOIO NPUMEHEHUS
IIPOBOJIUTCS HA OCHOBAHUU pa3pelICHUs Ha IPOBEICHNUE KIMHUYECKOTIO UCCIIEIOBAHUS JICKAPCTBEHHOTO
mpernapaTta, BbIJIAHHOIO YIOJHOMOYEHHBIM (e/epaibHbIM OpPraHOM HCIHOJHUTENIbHON BJacTH 10
pe3yabTaTaM SKCHEPTU3bl JTOKYMEHTOB, HEOOXOAMMBIX Ul MOJIy4EHHUS Pa3pelIeHUs Ha IMPOBEACHUE
KJIIMHUYECKOTO UCCIIEI0BaHM JIEKAPCTBEHHOTO ITpenapaTa U 3THYECKON IKCIIEPTU3BI.

2. Jlns monyyeHusi pa3penieHus Ha MPOBEACHUE KIMHUYECKOIO HCCIEIOBaHUS JIEKAPCTBEHHOIO
mnpenapara  JUid  MEOUUHUHCKOIO TNPUMEHEHHUS 3asBUTENb IPEACTABISIET B YIOJHOMOYEHHBIN
(denepanbHBIA OPraH UCTIOJHUTEIILHON BIIACTH:

1 ) 3a4BJICHUC O BbIJA4YC Pa3spCliCHHUA Ha MPOBCACHUEC KIMHHUYCCKOro HCCICIOBAHUA
JICKApCTBCHHOI'O IIpliiapara Jjisi MCIAUIUHCKOTO IIPUMCHCHU,

2) KONMMU JAOKYMEHTOB, MOJATBEPXKAAIOUIMX YIUIATy IOCYJAapCTBEHHOM MOIUIMHBLI 3a MPOBEICHHE
TUYECKOM DKCIEPTU3bl, JKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Ipenapar i IOJy4CHMs
paspelieHdss Ha IPOBEJCHUE KIMHUYECKOrO MCCIEIOBaHMS JIEKAPCTBEHHOIO Iperaparta s
MCOUIIMHCKOI'0 MPUMCHCHU, 3a BblJA4y paspCliCHHA Ha MPOBCACHHUC KIMHUYCCKOI'O HCCICOAOBAHUA
JICKApCTBECHHOT'O IIpfriapara A1 MEAUIIMHCKOTO NPUMCHCHH, 3a IPOBCACHUC SKCIICPTU3BI TOKYMCHTOB
Ha JICKAPCTBEHHBIM Mpemapar il TIOJNyYeHHs pa3pelieHus Ha TPOBEACHHE MEKIYHAPOIHOTO
MHOTOLIEHTPOBOI'0 KJIMHUYECKOTO HCCIIEI0BaHMUs JISKapCTBEHHOIO INpenaparta JUlsl MEIUIIMHCKOTO
IIpUMEHEHUS, 3a BblJAYy paspelleHds Ha IMPOBEACHUE MEXKIYHAPOAHOIO MHOI'OLEHTPOBOIO
KIMHUYECKOTO HCCIIENOBaHMUS JIGKAPCTBEHHOTO Tperapara JUis MEAWLIUHCKOrO NPUMEHEHHUs, 3a
IIPOBCACHUC STUYECKOH OKCIICPTU3BI, SKCIOCPTHU3BI JOKYMCHTOB Ha J'ICKapCTBeHHI)II\/JI npenapar ajida
MOJIYUCHHUA Pa3pCHICHUA Ha MPOBCACHUC IMOCTPECTUCTPAIMOHHOIO KIMHUYCCKOIO HCCICAOBAHUA
JIEKapCTBEHHOTO IperapaTa il MEJUIMHCKOTO MPUMEHEHUS, 3 BhIJady pa3pelieHus] Ha MPOBEICHNE
MOCTPETUCTPALIMOHHOTO KJIMHUYECKOT0 MCCIIEJOBAHUS JIEKAPCTBEHHOTO Ipernapara Jjas MEIUIIMHCKOTO
NPUMCHCHUS
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

3) IMPOTOKOJ KIMHHUYCCKOIO HCCICAOBAHUSA JICKAPCTBECHHOI'O IIpe€raparta IJjid MEAUIMUHCKOIO
MIPUMCHCHUS

4) Gporropy McciIea0BaTeNs;
5) nH(OpMAITOHHBIH JTUCTOK NAIUEHTA;

6) cBemeHusi 00 OMBITE PabOTHI UCCIEAOBATENICH MO COOTBETCTBYIONIUM CIICIIMATIBHOCTSIM U HX
OIBITE PAaOOTHI IO MPOBEICHUIO KIMHUYECKUX HUCCIICIOBAHMIA,

7) cBeoeHWs O MEOUIIMHCKUX OpraHu3aluaXx, B KOTOPBIX NPEANoiiaraercs IMpOBeIeHUE
KJIIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOIO IMpernapara i MEIMLIUHCKOrO MpUMeHEeHUs (TI0JTHOE U
COKpAaIlleHHOEe HAMMEHOBaHWsS, OPraHW3allMOHHO-TIpaBoBas (OpMa, MECTO HAXOXKICHHS U MECTO
OCYIICCTBIICHUS JEATSIBHOCTH, TeledoH, Teledakc, aapec MIIEKTPOHHON MOYTHl KKIOW MEIUIINHCKON
OpraHM3alln);

8) CBCIACHUA O IpeAmnojaracMbiX CpoOKax IIPOBEACHHA KIMHHUYECKOI'O  HMCCIICAOBAaHUA
JICKApCTBCHHOTO IIpenapaTa i1 MECAUIHUHCKOT'O IPUMCEHCHUS

9) KOIIMKO OOT0BOpa 00513aTENBLHOTO CTpaxoOBaHHA, 3aKJIIFOUCHHOTO B COOTBCTCTBHUU C THUIIOBBIMU
npaBuJiaMn 00513aTEIILHOTO CTpaxoBaHuid, C YKa3aHHUCM HpGI[GJIBHOfI YHUCJICHHOCTH IIallMCHTOB,
Y4aCTBYIOIIMX B KIHMHUYCCKOM HCCIICAOBAHWH JICKAPCTBCHHOTO IIpfriapara I MCAUIHHCKOI'O
IIPUMCHCHUSA

10) undopmaruio o coctaBe JeKapCTBEHHOTO Mpernapara i MEAUIIMHCKOTO TPUMEHEHHUS;

11) 1OKYMEHT, COCTaBIE€HHBI MPOU3BOAUTEIEM JIEKAPCTBEHHOTO MpemapaTa il MEeIULIUHCKOTO
MPUMEHEHUS U COJACpKAIIMK TMOKa3aTelnu (XapaKTePUCTHKHU), a TakKe CBEICHHUS O JIEKapCTBEHHOM
HpenapaTe 1 MECOUIHUHCKOI'O HpI/IMCHeHI/ISI, HpOI/ISBGIIeHHOM JUIA HpOBGI[GHI/ISI KIIMHUYCCKUX
HICCIICIOBAHMIA;

12) cBeneHus 0 Aare MPeloCTaBICHUS U PETUCTPALIMOHHOM HOMEpE JHUIEH3UH Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJCTB B CIIy4ae, €CIM IMPOU3BOJCTBO JIEKAPCTBEHHOI'O Mpernapara OCyIEeCTBIsAETCS B
Poccuiickoit ®enepauuu, WIM CBEIACHUS O JaTe NPEAOCTaBICHUS M PETHUCTPALlMOHHOM HOMepe
3aKJIOYCHUS O COOTBETCTBUM MPOM3BOJIUTENS JIEKAPCTBEHHOIO IMperapara TpeOOBaHHUSIM IPABUI
Ha):[ﬂexcameﬁ HpOI/I3BOI[CTBCHHOI>'I MMPAKTHUKHU, MMPEAOCTABIICHHOI'O0 YIOJIHOMOYCHHBIM OPraHOM CTpaHbI
IIPOU3BOIUTEIS JIEKAPCTBEHHOTO IIpenapara.

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

2.1. B caywae HempeacTaBiICHMs C 3asABICHUEM O BblJau€ pa3pelIcHUs Ha IPOBEICHUE
KIIMHUYECKOTO  MCCIEAOBAaHUS JIEKAPCTBEHHOIO IIpenapara s MEJUIMHCKONO IPUMEHEHUs
JOKYMEHTOB (CBEIEHMI), NMOATBEPKIAIOUINX YIUIATy TOCYJapCTBEHHOM NOLUIMHBI M YyKa3aHHBIX B
IIyHKTE 2 4acTH 2 HACTOSILEH CTaThH, a TAK)KE BbIAABAEMBIX (IPEJOCTABISEMBIX) YIIOJIHOMOUYEHHBIMU
(deneparbHBIMUA OPraHAMH WCTIOJHUTEIIEHOMN BJIACTH JIOKYMEHTOB (CBEICHMIA), YKa3aHHBIX B ITyHKTE 12
yacTu 2 HaACTOSAILIEH CTaThbd, YIMOJHOMOYEHHBIH (QenepalbHblil OpraH MCIOJHUTEIBHON BIIACTU
3alpaliBaeT yKa3aHHbIC JTOKYMEHTH! (CBEICHMs) B MOPSAKE MEXBEIOMCTBEHHOIO MH(POPMALMOHHOTO
B3aMOJEICTBHS.

(uactb 2.1 BBennena denepanbHbIM 3aKOHOM OT 27.12.2019 N 478-03)
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3. B cpok, He mpeBbIIAMUN TSTH paboynX JHEH co THA MPUHITHUS YKa3aHHOTO B MyHKTE | yactu
2 HACTOSAIIEH CTAaThH 3asIBICHUSA M HEOOXOTUMBIX TOKYMEHTOB, YIIOJTHOMOYEHHBIHN (hefepaabHblii OpraH
HUCIIOJIHUTEILHOM BJIACTH:

1) nmpoBOIUT IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMI, COAECPKAILUXCS B MPEACTaBIECHHBIX
3asIBUTEJIEM JOKYMEHTAX;

2) npUHHUMAaET pelIeHHe O MPOBEICHUH IKCIIEPTU3bI JOKYMEHTOB JUIS MOJMYyUYEHUs pa3pelieHus Ha
MPOBEJICHUE KJIMHUYECKOTO HCCIENOBAaHUS JIGKAPCTBEHHOTO TMpemapara i MEAULUHCKOTO
MPUMEHEHUS U ATHYECKOM SKCTIEPTU3bI WU 00 OTKa3e B MPOBEACHUN YKa3aHHBIX IKCIIEPTHU3;

3) yBemomuisieT B JJIEKTPOHHOW (hopMe WiM Ha OyMaKHOM HOCHTENE 3asBUTENISI O TPUHATOM
petieHuu 00 B CiTy4yae MPUHATHS PEIIeHUs 00 0TKa3e TakKe ¢ yKa3aHUEM IPUYUH TaKOro OTKAa3a;

4) MoAroTaBIMBAET M HAINpPAaBIAET B DKCIEPTHOE YUPEKJEHHUE M COBET IO 3TUKE 3aJaHUe Ha
IIPOBE/IEHUE COOTBETCTBYIOIINX IKCIEPTHU3.

4. B ciyvae BBISBJICHUS HENOJHOTHI U (WJIM) HEAOCTOBEPHOCTH MH(OPMAIMH, COAEpIKaIIEHCs B
NIPEJCTABIICHHBIX 3asSBUTENIEM JOKYMEHTaX, YIOJHOMOUYEHHBIN (peepanbHblii opraH MCIOTHUTEIbHON
BJIACTH HAIPAaBIIAET 3aSBUTEIIO 3aIIPpOC 00 YTOYHEHUH YKa3aHHOW nHpopManuu. JJaHHBII 3ampoc MOKET
ObITh IEpelaH YMOJHOMOYEHHOMY IPEICTAaBUTENIO 3asBUTENS JIMYHO IOJ PACIHCKY, HAIPaBJIEH IO
MoYTe 3aKa3HbIM MMHCbMOM WJIM MEpeAaH B 3JIEKTPOHHOHN (popme Mo TelIeKOMMYHHUKAIMOHHBIM KaHallaM
CBA3U. B cilydae HampaBieHMs JaHHOIO 3ampoca IO I0YTE€ 3aKa3HbIM IIMCbMOM OH CUMTAETCs
MIOJIyYEHHBIM 110 UCTEYEHHMHU LIECTH AHEH C AaThl HAIIPABJICHMs 3aKa3HOTO MUChbMa. 3asBUTEIb 0053aH
NPEJCTaBUTh OTBET HA 3alpOC YIMOJHOMOUYEHHOTO (eepabHOrO OpraHa HCIOJHUTEIbHON BIIACTH B
CPOK, HE MPEBHIIIAIONINIA JEBIHOCTa pabounx THEH co aHs ero noixydeHus. Cpok, yKa3aHHBIH B yacTu 3
HACTOSIIEH CTaThU, IPUOCTAHABIMBAETCS CO JIHS HAIpPaBJIEHUS 3asSBUTENIO 3alpoca YIOJIHOMOYEHHOIO
(denepanbHOro opraHa UCIOIHUTEILHOM BIACTH A0 JHS MOJYyYEHHUS UM COOTBETCTBYIOIIETO OTBETA U HE
YUUTBIBAETCS IIPU HCUUCIEHUM CPOKa TPUHATHA YIOJHOMOYEHHBIM (elepajbHbIM OpraHoM
UCIIOJHUTEIIBHOM BJIACTU PELIEHUS O NPOBEIEHUM OKCIEPTU3bl JOKYMEHTOB I IOJyYEHUs
paspelleHuss Ha [POBEIEHUE KIMHMYECKOIO HCCIIEJOBaHMs JIEKAPCTBEHHOrO Ipemnapara Jyis
MEUIMHCKOTO IPUMEHEHMS.

5. OcHOBaHUEM JJIs1 OTKa3a B MPOBEACHUU IKCIEPTU3bI JOKYMEHTOB /ISl IOIYYEHUsI pa3pereHus
Ha TPOBEJCHHE KIMHUYECKOIO0 MCCIEAOBAHMUS JIEKAPCTBEHHOIO Ipenapara Uil MEIUIMHCKOTO
IIPUMEHEHHS W JTUYECKOM DSKCIIEPTU3bl SIBISAETCS INPEACTABICHUE JIOKYMEHTOB, IPELyCMOTPEHHBIX
YacThIO0 2 HACTOSIIEH CTaTbM, B HEMOJHOM OObeMe, HENpe/CTaBlIeHHE 3asBUTENIEM B YCTaHOBIICHHBIN
CPOK OTBETa Ha YKa3aHHBIA B YacTH 4 HACTOALIEH CTaTbU 3ampOC YIMOJIHOMOYEHHOTO (hefepaibHOro
opraHa HMCIOJHHUTEIBHON BIIACTH JHOO OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTAX MCUYEPIBIBAIOIIECTO
nepevyHs HeoOXoaAuMoi WHpOpMAMK WM WHPOPMALUU, KOTOpas NOJKHA OBITh OTpaKeHa B HUX, a
TaKk)Ke OTCYTCTBHE HHGpOpMaIuy, MOATBEp)KIArOe (akT ymiaTel rOCyJapCTBEHHOM MHOLUIMHEI 3a
IIPOBEJICHUE JTUYECKOM ODKCIIEPTU3bI, SKCIIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Ipernapar ajs
MIOJIyYEHUS Pa3pelICHUs Ha NIPOBEACHUE KIMHUYECKOTO UCCIE0BaHUs JIEKAPCTBEHHOIO IIpenapara Uit
MEJULUHCKOrO IPUMEHEHHUs], 34 BblIady pa3pelICHUs Ha IPOBEICHHUE KIMHUYECKOIO HCCIIECIOBAHMS
JIEKAPCTBEHHOI'0 IIpenapara sk MEJULUHCKOrO IIPUMEHEHUs, 3a IIPOBEICHNE SKCIIEPTU3bI JOKYMEHTOB
Ha JIEKapCTBEHHBIM I@pemnapar s [OJYYEHHs PA3pellieHHs] Ha IPOBEICHUE MEXKIyHApOJHOTO
MHOT'OLICHTPOBOTO KJIMHMYECKOTO HCCIEAOBAHMUS JICKAPCTBEHHOIO Ipernapara sl MEIUIMHCKOTO
IIPUMEHEHHUs, 3a BbIJa4y pa3peuicHUsA Ha IPOBEACHUE MEXKIYHAPOAHOIO MHOIOLIEHTPOBOIO
KJIIMHUYECKOTO0 MCCIIEIOBAHUs JIEKAPCTBEHHOI'O Ipenapara Uisd MEAULUHCKOrO IIPUMEHEHHs, 3a

www.consultant.ru Crpanuua 90 u3 143
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=442376&amp;date=25.03.2023&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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

IIPOBCACHUC ATUUYECKOM 9KCHICPTU3bI, IKCICPTU3BI JOKYMCHTOB Ha HeKapCTBeHHBIﬁ npenapar s
NOJIYUCHHUA Pa3pCHICHUA Ha MNPOBCACHUC IMOCTPCTUCTPALMOHHOIO KIMHUYCCKOTIO HUCCICAOBAHUA
JICKApCTBCHHOT'O Ipfnapara IJIid MCAUIUHCKOTIO NPUMCHCHNA, 3a BblAa4y pa3pClICHUA HA IMPOBCACHUC
MOCTPErUCTPAIMOHHOTO KIMHUYCCKOTO UCCIICAOBAHUA JICKAPCTBCHHOI'O Ipriapara A MEAUIUHCKOT'O
IIPUMCHCHUA.

6. IlpoBeneHue »HKcnepTU3bl JOKYMEHTOB U MOJYYEHHs pa3pelieHds Ha I[POBEICHUE
KJIIMHUYECKOTO HCCIIEJOBAaHUsl JIEKAPCTBEHHOI'O Ipenapara [ MEIUUUHCKOrO TNPUMEHEHHUS |
ATUYECKOM SKCHEePTU3bl, COCTABIICHUE KOMHUCCHUEH 3KCIEPTOB U COBETOM [0 3THUKE 3aKIOYEHUH O
BO3MO>KHOCTH WJIM HEBO3MOXHOCTH MPOBECHUSI TAKOTO KJIMHUYECKOTO MCCIEAOBAHUS U HAIpaBICHUE
9THX 3aKII0YEHUI B YIIOJTHOMOYEHHBIH (De/iepabHbIi OpraH UCTIOHUTEBHON BIACTH OCYIIECTBIISIOTCS
B CPOK, HE MPEBBIMAIOIMINNA TPUANATH PA0OUUX JTHEW CO JHS TMOJYUYEHUS SKCIEPTHBIM YUPEKICHHEM
3a/laHusl  YIOJIHOMOYEHHOTO (peepaJbHOr0 OpraHa MCHOJIHUTEIbHOM BIACTH C MPHIOKEHHEM
JIOKYMEHTOB, YKa3aHHbIX B NyHKTax 3, 4, 10 u 11 vactu 2 Hacrosmed cTaTbu, U COBETOM IO 3THUKE
3aJlaHusl  YIOJIHOMOYEHHOTO (enepaqbHOr0 OpraHa MCIOJIHUTENBHOM BIACTH C MPHIOKEHUEM
JIOKYMEHTOB, YKa3aHHBIX B MMyHKTax 3 - 6, 8 1 9 yactu 2 HacTOAIIEH CTAaThU.

7. B cpoK, HE MPEBBIMIAIONINHN MATH Pab0YMX AHEH CO THS MOJYyYEeHUs 3aKIIOYEHUHN, YKa3aHHBIX B
yacTu 6 HAacTOsIIIEN CTaTbH, YIIOJTHOMOUYEHHBIN (pesiepanbHblil OpraH UCIIOJHUTEIbHON BIACTH:

1) OCYHECTBIACT OLCHKY IOCTYIIHMBIINX 3aKJIFOYCHUHN g OHIpeACICHUA HUX COOTBECTCTBUA
3aIaHUsIM Ha MPOBCACHUEC COOTBCTCTBYIOIIUX 3KCIICPTU3;

2) mpUHMMAaeT pelleHHe O BbIJaye pa3pelieHUs Ha NPOBEACHUE KIMHHYECKOTO HMCCIICIOBAHMS
JICKApCTBCHHOTI'O IIpfriapara AJid MCIUIMHCKOI'O NPHUMCHCHUSA HIIN 00 OTKa3se B BbLAYC YKAa3aHHOI'O
pa3penIeHus;

3) BBIIACT paspCUHICHUEC Ha IMPOBCACHNUEC KIIMHUYCCKOTO UCCIICAOBAHUA JICKAPCTBCHHOI'O IMperiapara
AJId MEAWIMMUMHCKOTO IIPUMCHCHHA HJIW PCUICHHUC 00 oTKaze B BbIJIAYC YKa3aHHOI'0 pas3spClicHuda C
YKa3aHHuEM IIPUYIHUH OTKa3a.

8. OcHOBaHHEM I OTKa3a B BbIJAAYC pa3pCHICHUSA Ha MPOBCACHUC KIIMHHUYCCKOI'O UCCICAOBAHUA
JICKApCTBCHHOTO IIperiapaTa AJIs1 MCAUIHUHCKOI'O IPUMCHCHUS ABJIAACTCA HAJIMYUC 3aKIIIOYCHUA KOMUCCHUU
OKCIICPTOB HJIM 3aKJIOUCHUA COBCTA II0 I3TUKC O HCEBO3MOXHOCTH IMPOBCACHHA KIMHHUYCCKOIO
HUCCIICA0BAHUA JICKAPCTBCHHOI'0 Ipfrapara I MEAWUIUHCKOTO IIPHUMEHCHUA II0 pE3yJibTaTaM
IIPOBCACHHBIX OKCIICPTU3, IPEAYCMOTPEHHBIX YaCTbIO 6 HaCTOHHIeﬁ CTaTbu.

9. Pemienue 00 oTKaze B MPOBEIEHUHM IKCHEPTU3BI JOKYMEHTOB JUIS TOJTYYEHHUS pa3pelieHus Ha
MPOBEACHUE KIMHUYECKOIO HCCIENOBaHUSl JIEKAPCTBEHHOIO IMpenapara id  MEIUIIMHCKOTO
HpI/IMeHeHI/ISI nu BTH‘ICCKOﬁ 3KCHepTI/ISBI U B BbIJaydc paSPCHleHI/ISI Ha HpOBCI[GHI/Ie KIMHNYCCKOI'O
HCCTIe0BaHMS JICKAPCTBEHHOTO Mperapara sl MEIUIIMHCKOTO IPUMEHEHHUSI MOKET OBITh 00’KaJIOBAaHO
B MOpPSAJIKE, YCTAHOBIEHHOM 3aKOHO1aTesIbcTBOM Poccuiickoit deneparum.

Cratbs 39.1. 9TU4eckasa akcnepTusa
(BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1. OTueckas OKCIICPTHU3a IPOBOAUTCA COBCTOM IO 3TUKE, CO3AaHHBIM B IMOPAJKE, YCTAHOBJIICHHOM
YIOOJIHOMOYCHHBIM q)euepam,HHM OopraHom HCIIOJIHUTEIHLHOM BJIAaCTH, B ICIIX BbIJAYH 3aKJIIFOUYCHUA 00
ITHYECKOH 000CHOBAHHOCTH BO3MOKHOCTH IMPOBCACHUA KIIMHUYCCKOI'0 UCCICA0OBaHUsA JICKAPCTBEHHOI'O
npenapara il MEAUIUHCKOT'O IPUMCEHCHU .
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2. DkcrepraMu CcOBeTa IO 3THKE MOTYT OBITh MNPEICTaBUTENN MEIUIMHCKUX OpraHU3aluid,
Hay4YHBIX OpraHu3aluid, oOpa30BaTeNbHBIX OpraHU3alMii BBICIIEr0 OOpa3oBaHUs, a Takke
MPEJCTaBUTENN OOILIECTBEHHBIX OpraHU3alMid, PETUTHO3HBIX OpPraHM3alUuii U CPEACTB MacCOBOM
nHpopmanuu. JlaHHble OHKCHEPTHl HE JODKHBI HAXOAUThCS B  KAakOW-T1MOO 3aBHCHUMOCTH  OT
pa3paboOTUYUKOB JIEKAPCTBEHHBIX NPENapaToB M JPYTUX JIUI, 3aWHTEPECOBAHHBIX B pe3yJibTaTax
ITHUYECKOHN DKCIIEPTU3HI.

3. Omara yciayr SKCIEPTOB COBETa IO JSTHKE OCYIIECTBISETCS Ha OCHOBAaHUHM JOTOBOPA,
3aKJIFOUEHHOTO MEX]y YIOJHOMOUYEHHBIM (pellepalbHBIM OPraHOM HCTIOTHUTEIBHOU BIIACTH, KOTOPHIM
CO3/IaH COBET 10 JTHKE, W O3KCIEPTOM COBETa MO JTHKE, 32 CYET OFOKETHBIX ACCUTHOBAHUU,
MPETyCMOTPEHHBIX YTIIOJTHOMOYEHHOMY (heepaqbHOMy OpTaHy HCIIOJIHUTEIBHONW BJIACTH, KOTOPBIM
CO371aH COBET IO 3THUKE, B (efepaTbHOM OI/KETe Ha COOTBETCTBYIOIIMM TOJl Ha OOeCliedyeHHe ero
JIEeATEIIbHOCTH, B pa3zMepax, yctaHoBieHHbIX [IpaButensctBom Poccuiickoit denepannu.

4. DKcnepThl COBETAa MO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOAATEIbCTBOM
Poccuiickoit deneparum.

5. CoctaB coBeTa IO 3TUKE, [IOJIOKEHUE 00 3TOM COBETE, OPAJOK €ro AesTeIbHOCTH, TPEOOBaHUS
K KBaJU(HUKAIMA U ONBITY PabOTHI MO SKCIEPTHOW OLEHKE HAYYHBIX, MEIUIMHCKAX W ITUYECKHX
aCIIEKTOB KJIMHWYECKHUX HCCIEIOBAaHUU JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOIO NMPUMEHEHMS,
IIPEIBABISAEMBIE K DKCIEPTaM COBETa IO 3THUKE, MOPIJOK OPraHu3allid W IPOBEIEHUS JTHUYECKOU
9KCHEepPTH3bl, HOpMa 3aKIIIOYEHUsI COBETA 10 ATUKE YCTAHABIMBAIOTCSA YIOJIHOMOYEHHBIM (eiepaabHbIM
OpraHOM HCIIOJIHUTEIIBHOM BIIACTU. YMCIIO NPEACTaBUTENICH MEIMLMHCKUX OpPraHU3alMi HE MOXKET
IIPEBBILIATH ITOJIOBUHY OT OOIIETO YMCJIa HIKCIIEPTOB COBETA 10 ITUKE.

6. Undpopmanuss o0 cocraBe coBeTa IO 3TUKE, IUIAHAX €ro paboThl M TEKYILIEH NeATelbHOCTH
pa3Meniaercs Ha OQUIMAIBHOM CalTe YIOJIHOMOYEHHOro (efepaibHOro OpraHa HMCHOJIHUTEIbHOM
BJIACTH B ceTU "MHTEpHET" B yCTAaHOBJIEHHOM UM HOPSIJIKE.

Cratba 40. NpoBeaeHne KINMHUYECKOro nccneaoBaHUA NeKapCTBEHHOro npenapara
ANnsi MeAULIMHCKOro NpMMeHeHus

1. PykoBoauTeNnb MEIMIIMHCKON OPraHW3alu, KOTOpas MPOBOAUT KIMHUYECKOE HCCIETOBAHHE
JICKapCTBEHHOTO  Mpemapara g MEIUIMHCKOrO IMPUMEHEHHUs, Ha3HayaeT UCCIeqoBaTels,
OTBETCTBEHHOTO 3a MPOBEJICHHE TAaKOTO HCCIENOBAaHUS U HMMEIOIIETo JIEYEOHYI0 CIEeNHaIbHOCTb,
COOTBETCTBYIOIIYIO MPOBOJAUMOMY KIMHUYECKOMY HCCJIEIOBAHUIO JIEKAPCTBEHHOrO Ipemnapara, co
CTakeM pabOThI TIO MPOrpaMMaM KIMHHYECKHUX HCCIICOBAHHUM JICKAPCTBEHHBIX IMPEMapaTOB HE MEHEe
YyeM TpU roJa M N0 €ro MNpeIoKEHUIO Ha3HAa4aeT COMCCIEAOBATENeld W3 4Yucia Bpayeld STOU
MEIMIIMHCKON OpraHu3allni.

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

2. Hccnenosarens OCYHICCTBJISACT BBI60p MNanueHTOB, KOTOPLIC IO MCAUIHWHCKUM IIOKAa3aHUAM
MOTYT OBITh MPUBJICYCHBI K YUYACTUIO B KIMHUYCCKOM HCCJICIOBAHUU JICKAPCTBCHHOTI'O ITpCriapaTa I
MCIUITUHCKOI'O IPUMCHCHUS.

3. MUccnenoBatenb u  couccieAOBaTeNd JOJDKHBI OBITh O3HAKOMJIEHBI C  pe3yJbTaTaMu
JTOKJIMHUYECKOTO  HWCCJICIOBaHMS  JIGKAPCTBEHHOTO  CPEJCTBA, COJCpKAIIMMHCS B Oporrope
HCCIIeA0BATelIs, MPOSKTOM IPOTOKOIA KIMHUYECKOTO HCCIICIOBAaHMS JICKAPCTBEHHOTO Ipernapara Jyis
MEIUIIMHCKOTO TPUMEHEHUs, Pa3pabOTaHHBIM Pa3pabOTUYMKOM JIEKAPCTBEHHOTO IpernapaTa Wik MHBIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

(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 NMpeBHIIAIONIUN TPUAIATH PaOOYUX JHEH CO THS MOJYYCHHUS YKa3aHHOTO B 4acTu 4
HACTOAIIEH CTaTbU COOOIIEHHS, YHOJTHOMOYEHHBIN (QenepalbHblii OpraH HCHOJHUTENBHON BIACTH
paccMaTpuBaeT 3TO COOOIICHHWE B YCTAHOBIECHHOM WM MOPSJIKE W MPUHUMAET PEIICHHE O BHECCHHH
W3MEHEHUH B MPOTOKOJ KIMHUYECKOT0 MCCIIEIOBAHUS JIEKAPCTBEHHOIO IMperapaTa JJisi MEIUIIMHCKOTO
MPUMEHEHHUS WK 00 OTKa3e BO BHECCHWM TakuX W3MeHeHWi. [Ipm paccMoTpeHHH COOOMIEHUS O
HEOOXOIMMOCTH BHECEHHUS W3MEHCHH B MPOTOKOJ KIMHUYECKOTO HCCIEAOBAHUS JICKAPCTBEHHOTO
mpemapaTta Juiss MEAMIIMHCKOIO NPUMEHEHHUsT B LEJSX OLIGHKHM OOOCHOBAHHOCTH IpeajiaraeMbIxX
W3MEHEHUN W OMpeAeNeHUs] CTENEeHH PHCKa Ui MAIlMeHTOB, MPUHUMAIOIINX Y4acTHe B KIMHUYECKHX
UCCIICIOBAaHMAX, YIIOJIHOMOYEHHBIM (efepanbHbIM OpPraHOM HCIIOJHUTEIHHOW BJIACTH MOTYT
MIPUBJIEKATHCS SKCIEPTHI COBETA MO ITHUKE.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

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

6. KimHnueckoe uccieoBaHHE JIEKAPCTBEHHOIO Ipenapara JUisi MEAMIIMHCKOIO NPUMEHEHUS
MOKET OBbITh NPUOCTAHOBJICHO WM MPEKPAIIEHO, €CIM B MPOIECCe €ro MpoBeAeHUs OOHapyKeHa
OMAaCHOCTh JUIS JKU3HH, 3J0POBbSl IALMEHTOB. B ciydyae BO3HMKHOBEHHMs OINACHOCTH I JKH3HH,
3I0pOBBSI MALMEHTA, YYaCTBYIOIIETO B KJIMHUYECKOM HCCIEAOBAHMM JIEKAPCTBEHHOTO Ipenapara Jyis
MEJULMHCKOrO0 NPUMEHEHHUs, HccieloBaTead 00s3aHbl MPOMHPOPMHUPOBATE 00 3TOM PYKOBOIUTEIS
MEIULIVHCKOW OpraHM3alMl W OpraHM3alMio, [OJYYMBIIYIO pPAa3pelIEHHE YIOJHOMOYEHHOIO
¢denepanbHOrO OpraHa MCIOJHUTENPHOW BIACTH HAa OPraHU3aIMI0 MPOBEACHUS KIMHHUYECKOTO
HCCIENOBaHUs  JICKAPCTBEHHOIO Ipenapara. PemieHne O  NPUOCTAHOBICHMM — KIMHUYECKOTO
HCCIIEA0BAaHM JIEKAPCTBEHHOTO IIpenapara Juisi MEAULMHCKOIO IPUMEHEHHUs] IPUHUMAIOT PYKOBOJIUTED
MEJUIMHCKOW OpraHu3alMi W (WIM) OpraHu3alus, MOJY4YUBIIas pa3pelieHUue YHOJHOMOYEHHOIO
(benepanbHOrO OpraHa MCIOJHUTEIbHOW BJIACTM HAa OPraHU3alMI0 IPOBEAEHUS KIMHHYECKOTO
HCCIIEI0OBaHMs JIEKapCTBEHHOTO IIpenapaTa il MEAULUHCKOTO IPUMEHEHHUS], PELIEHHE O NMPEKpaIleHNN
TaKOT0 MCCIeI0OBaHUs MPUHUMAET YIOJIHOMOYEHHBIN (peepanbHblii OpraH NCHOJIHUTEIBHONW BIACTH HA
OCHOBAHMU COOOILICHHS B TNHCBMEHHOH (OopMe PYKOBOAMTENS METUIIMHCKON OpraHu3aliyd WM
OpraHu3alysi, MOJy4YUBIIas Pa3pelIeHHe YMOJIHOMOUYEHHOro (eAepalbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTM Ha OPraHM3alUIO0 MPOBEJACHUS KIMHMYECKOTO HMCCIIEOBAaHUS JIEKAPCTBEHHOIO Ipernapara Juist
MEIUIMHCKOTO IPUMEHEHMS.

7. B cpok, He MpeBBIIAOLINA MATH pabouyux THEH co JHs 3aBepLICHUs, TPUOCTAHOBICHUS WU
MIPEKPALEHUs] KJIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO IIpemapara il MEIULUHCKOIO
IIPUMEHEHHUS, COOOLIEHNE 00 ITOM HAINpPABJISETCS OpraHU3alMsIMM, YKa3aHHBIMU B 4acTu 3 craThbu 38
HacTosuero denepaibHOTO 3aKOHA, B YIIOJTHOMOUYEHHBIN (eiepalibHbIi OpraH CIOJHUTENIBHOM BIacTu
10 YCTaHOBJIEHHON UM (opMe.

8. <DopMa COO6HI€HI/I$I O 3aBCPHICHHHU, IMNPUOCTAHOBJICHHUU MWW MIPCKpallCHUHW KIMHUYCCKOI'O
HCCIICAOBaHUA JICKAPCTBCHHOI'O IIpCIiapaTta st MEAUILIMHCKOT'O IIPUMCHCHUS NJOJI’)KHA COACPIKATh!:

1) nHpOpMAINIO 0O MEAUIIMHCKON OpraHU3aluy WM MEIUIMHCKUX OPTraHU3allUsiX, TPOBOIUBIINX
JIaHHO€E MCCJIEIOBAHUE;

2) onMcaHue JaHHOTO MCCIIEIOBAHNUS,

3) nanubie ucciaenoBaTens (pamMuius, UM, OTYECTBO, MECTO PabOTHI, 3aHUMaeMasl JIOJDKHOCTb,
CHEUUANTBHOCTh, CTaX paboOThl IO TPOrpaMMaM KJIMHUYECKUX HCCIICIOBAHUHN JIEKapCTBEHHBIX
MpenaparoB, MEPEYCHb KIMHHUYECKUX HCCIICAOBAHUI JICKAPCTBEHHBIX MPENaparoB, B KOTOPBIX OH
MIPUHUMAN y4acTre (IEPUOIbI YYacTHsI) B KAUECTBE MCCIEA0BATENs MU COMCCIIEeIOBATENs);

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3ynabTaT MAaHHOTO WCCIEAOBAHUS (3aBEpIICHHE, MPUOCTAHOBICHHE WM TPEKpalleHHe
JaHHOTO HCCICAOBAHHA C YKAa3aHUCM HX IMPUYWH W BJIWAHHUA Ha OLCHKY €ro pe3yJbTaToOB, 0611[}’}0
OLICHKY PUCKa W OXXHJIAeMOW MOJB3bI OT MPUMEHEHUS HCCIEIyeMOTO JIGKAPCTBEHHOTO Iperapara, a
TaKXKe Mpe/roiaracMple JaTbHEHIINE TEHCTBHUS).

8.1. Ilpu BbIsIBIEHHM (eaepaTbHbIM OPraHOM HCIHOJHHUTENBHOM BJIACTH, OCYILECTBIISIOLIMM
(GYHKIMM TIO KOHTPOJIO W HaI30py B cdepe 3ApaBOOXpaHEHHUs, HAPYIICHUH OpPaBUI HaJUIeKaIeH
KJIMHWUYECKOW IPAKTUKU IIPU IPOBEICHUH KIMHUYECKOTO HMCCIEIOBAaHMsS JIEKAPCTBEHHOI'O IIpernapara,
BIUSIIOLIMX Ha IMOJIHOTY U (WJIM) JOCTOBEPHOCTh JAHHOTO KIMHUYECKOIO HCCIIEeOBaHUS, YKa3aHHBIN
(benepanbHbIil OpraH MCIOJHUTEIBHON BIACTU NMPHUOCTAHABIMBAET POBEJCHHUE JAHHOIO KIMHHUYECKOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

UCCIIEIOBaHMUs U BBIHOCUT MEIMLMHCKON OpraHu3aliy, B KOTOPOH IPOBOAMTCS JAAHHOE KIMHUYECKOE
UCCIIeIOBaHKMEe, TMpeanucaHne o0 yCTpaHeHHWU BbISBIECHHBIX HapymeHud. Ilpu HeycTpaHeHuu
MEIMLMHCKOW OpraHu3alyedl BBIABICHHBIX HApyLICHUWH B YCTAHOBJICHHBIM B IPEIIIMCAHUH CPOK
yKa3aHHbI (enepanbHbIl OpraH MCIOJHUTEIbHONW BIACTH NPUHUMAET pELIeHHE O MpeKpalieHUH
MPOBEJICHUS] KIIMHUYECKOI0 UCCIIeI0BaHUS JIEKapCTBEHHOTO IperapaTa U HampasisieT B (eaepaabHbIi
OpraH HCIOJIHUTEIbHOW BJACTH, OCYHIECTBISAIOMMN (YHKIMHM IO BbIpAOOTKE M  peanu3aliu
rOCYJapCTBEHHOH MOJIMTUKUA M HOPMATHBHO-TIPABOBOMY DETrYJIMPOBAHUIO B cdepe 3ApaBOOXpaHEHUS,
3aKJIFOUYEHHUE O BBISBICHUU NPU IPOBEACHUH JAHHOTO KIIMHUYECKOTO UCCIIEI0BAHUS HAPYIIEHNN IPaBUII
HaJIeKAIIed KIMHUYECKOH TMPaKTHKH JUIs TPUHATHS pelieHuss o0 OTMEeHe pa3peuleHus Ha
OpraHW3alMI0 IPOBEACHUS HJAaHHOTO KIMHUYECKOIO MCCIECIOBAaHUSA C JaTbl IPUHATUS PELICHUS O
MIPUOCTAHOBIICHUH NTPOBEIAECHUS KIIMHUYECKOI0 HCCIIENOBaHUS JIEKaPCTBEHHOTO IIpenapara.

(dactp 8.1 B pen. DenepanpHoro 3akona ot 13.07.2015 N 241-D3)

9. VYnoiaHOMOYeHHBIH QenepanbHbIi OpraH HCIOJHUTENBHOW BIACTH OIMYOJIMKOBBIBAET U
pasMmemaeT Ha cBoeM oduuuanbHOM caiite B cetd "MHTepHer" cooOlieHHe O 3aBepLICHHH,
IIPUOCTAHOBJICHUU WIN IMPEKPALEHUN KIMHUUYECKOIO MCCIIEOBAHMsI JIEKAPCTBEHHOIO Ipemnapara ajs
MEJIHUIMHCKOTO TIPUMEHEHUS B CPOK, HE MPEBBIIIAIONINI MATH paboynX JHEH CO AHSA €ro MOJy4YeHHs, B
YCTaHOBJICHHOM UM TOPSKE.

10. YmonHOMOYeHHBIH (enaepaabHblii OpraH HCHOJHUTEIBLHON BJIACTH OCYIIECTBIISET BEICHUE
peecTpa  HWcCCIeAOBaTele, NPOBOASIIMX WM  NPOBOJUBLIMX  KIMHUYECKHE  HUCCIICJOBAHMS
JIEKapCTBEHHBIX NPENApaToB A MEAUIIMHCKOIO IPUMEHEHHUS, B COOTBETCTBUU C YTBEPKIACHHBIMU UM
[IpaBUIAMH M pa3MeUIaeT ero Ha CBOeM OpHIMaIbHOM caiite B ceTn "MHTepHEeT" B yCTAaHOBICHHOM UM
HOpANKE. YKa3aHHBIM pPEECTp COAEPXKUT HHPOpPMAIUIO, MPEAYCMOTPEHHYIO NYyHKTOM 3 dYactu 8
HACTOSIIEH CTaThH.

11. Ortuer o pe3ynapTarax KIMHAYECKOTO MCCIECNOBAHUSA JIEKAPCTBEHHOIO IIpernapara Ul
MEIUIMHCKOTO IPUMEHEHUS COCTABIISIETCS] OpPraHU3alel, yKa3aHHON B 4acTH 3 cTaThbu 38 HACTOSALLETO
@denepanbHOro 3aKOHa, HA OCHOBAHMM 3aKIIOYEHUN MEIULMHCKUX OpPraHU3alvil, IPOBOJUBIINX 3TO
UCCIIeIOBAaHKE, U TPEICTABIACTCS B YIOJHOMOUYCHHBIH (peepanbHblii OpraH UCTIIOIHUTEIILHON BIIACTH,
BBIJIaBIIMI pa3pelIeHue Ha IPOBEICHHUE 3TOr0 HUCCIEN0BAaHUs, B CPOK, HE MIPEBBIIIAIOIINN TPEX MECSLIEB
CO JHS €ro 3aBEpLICHHs, NPHOCTAHOBICHUS WM TPEKPAIICHUs, B TMOPSAAKE, YCTAaHOBIECHHOM
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEIbHOMN BIIACTH.

12. Hapymienune npaBusl Haajexamied KIMHUYECKOW MPAKTUKH, (anbCUUKALM pe3ysbTaToB
KJIIMHUYECKOI0 MCCIIEN0BaHUs JIEKAPCTBEHHOIO Ipenapara JJii MEIUIUHCKOTO IPUMEHEHHUs BIEKYT 3a
co0Ol OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/ATENLCTBOM Poccuiickoit deneparui.

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

13. Tlpm mnpoBeaeHWH KIMHUYECKOTO HCCIEIOBAHUS JICKAPCTBEHHOIO Ipenapara Jist
MEJULMHCKOrO NMPUMEHEHUs J0IyCKaeTcsl 3a00p y MalMEeHTOB OMOJIOTMYECKUX MaTepuaioB (00pasibl
OMOJIOTUYECKUX O KUJKOCTEH, TKaHeW, CEKpPEeTOB U MPOAYKTOB JKU3HEAEATENbHOCTH 4YellOBeKa,
(U3MOJOTMUECKUX W TATOJIOTUYECKUX BBIACTICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTIaHU3MOB,
OuomncuiHbBIA Marepuan) A ux uszydeHuss B Poccuiickoin ®enepanyu u (Wwin) 3a Openenamu
Poccuiickoit deneparum.

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

14. Hopsanok BBO3a B Poccuiickyro denepanuio U BbiBO3a 3a npenenbl Poccuiickoit denepannun
OMOJIOTMYECKUX MAaTepUalioB, TOJYYEHHBIX TMPU TNPOBEACHUM KIMHUYECKOTO  HCCIEIOBaHUS
JIEKApCTBEHHOr'0 TMpernapaTta s MEAUIMHCKOrO MPUMEHEHHUs, ycTaHaBiuBaercs [IpaBurenbcTBOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Poccuiickoit deneparum.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbs 41. [loroBop O nNpoBeAeHNN KITMHUYECKOro uccriefjoBaHusi NeKapcTBeHHOro
npenaparta Ansa MeguuMHCKOro NnpMmMmeHeHus

1. KnuHuyeckoe ucclieoBaHHE JIEKapCTBEHHOIO Mpemnapara [Uisi MEAMIIMHCKOTO MPUMEHEHUS
MPOBOJUTCSA B COOTBETCTBMM C JIOTOBOPOM O TMPOBEACHUHM KIMHUYECKOTO HCCIEIOBAHMS
JIEKApCTBEHHOr'0 Tpemnapara JJjis MEIUIMHCKOrO0 MPUMEHEHUs, 3aKJII0UYaeMbIM MEXIy OpraHHu3alueH,
MOJTYYHBIIEH pa3pelieHue YIOJTHOMOYEHHOTO (eAepaTbHOI0 OpraHa HWCIOJHUTEILHOW BIACTH Ha
OpraHMu3alMI0 MPOBEICHHUS TAaKOTO HCCIIEIOBAaHUSA, U MEIUIMHCKOW OPraHU3aIMEed, OCYIIECTBISIOMIEH
MIPOBEACHUE TAKOTO MUCCIICIOBAHMUS.

2. I[OI‘OBOp O IMNPOBCACHUU KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara MJIsd
MCIUIIUHCKOI'O IPUMCHCHUS JOJIKCH COACPIKATD:

1) ycioBus ¥ CpOKU MPOBEACHUS JAHHOTO MCCIIEIOBAHNUS;

2) ompeneneHue oOIIEH CTOMMOCTH MPOTPAMMBI JAHHOTO HCCIEIOBAHUS C YKAa3aHUEM CYMMBI,
TIpeIHa3HAYaAIOMICHCS IUTSI BBITUIAT MCCIIEIOBATEISIM, COMCCIICIOBATEIISIM,

3) onpenenenue GopMBbI MPeICTABICHHS Pe3yIbTaTOB JAHHOTO UCCIIEIOBAHUS B YIIOJTHOMOYEHHBII
(benepanbHBIN OPraH UCIIOTHUTENBHOM BIIACTH.

Cratbna 42. dunHaHcoBoe obecnevyeHue KNMUHUYECKOoro nccriegoBaHus
neKapCTBEeHHOro npenapara ans MeauLUHCKOro npuMeHeHus

duHaHCcOBOe o0ecnedyeHne KIMHUYECKOro HCCIICAO0BAaHUA JICKAPCTBCHHOI'O IIpe€riapara I
MCOUITUHCKOI'O IPUMCEHCHUS OCYIICCTBIISICTCA 3a CUCT:

1) cpencTs denepanbHOrO OOIKETA;

2) cpeACTB OpraHu3alyid, MOJYYHBIIMX pa3pelieHue Ha OpPraHu3alMi0 MPOBEACHHS JIaHHOTO
HCCIIEIOBAHUS, B COOTBETCTBUH C YCIOBUSIMU JOTOBOpA O €ro MPOBEICHUY;

3) MHBIX HE 3aNPEIIEeHHBIX 3aKOHOIaTebCTBOM Poccuiickoil denepariin HCTOYHHUKOB.

Cratba 43. NMpaBa nauueHTOB, ydyacTByloOwunx B KIIMHUYECKOM wuccriegoBaHuun
JNNIeKapCTBeHHOro npenapara agnd meauumnHCKOro npuMmeHeHuns

I. VYyacthe manMeHTOB B KJIMHHUYECKOM WCCJIEJIOBAHUM JIEKAPCTBEHHOTO TIperapara s
MEIUIIMHCKOTO TIPUMEHECHHUS SBJISETCS JOOPOBOJIBHBIM.

2. IanmeHT WM ero 3aKOHHBIA NPEICTaBUTENb JOJDKEH ObITh MH(MOPMHUPOBAH B HMHCHMEHHOU
dopme:

1) 0 JICKAPCTBCHHOM IIpeniapaTte Iajid MCAUIOHWHCKOrIO IMPUMCHCHHUA WM CYIIHOCTH KIIMHHUYCCKOI'O
HCCIICAO0BAaHMA 3TOTO JICKAPCTBCHHOI'O ITpCIiapara,

2) o0 6€30MacHOCTH JICKAPCTBEHHOTO IperapaTa JIsi MeIUIIMHCKOTO MTPUMEHEHHUS, €T0 0KUIaeMOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Bq)(l)CKTI/IBHOCTI/I " CTCTICHU pHCKa UL IMallUCHTA,

3) 00 YCIIOBUAX YYACTUA MMAOUCHTA B KIIMHUYCCKOM HCCICAOBAHUUN JICKAPCTBCHHOI'O IIpCIiapaTa
AJIL MCAUILTUHCKOTO ITPUMCHCHUA

4) 0 IS WM LOCIIX W MPOAOJIKUTCIBbHOCTH KIIMHUYCCKOr0 HCCICAOBAHUA JICKAPCTBECHHOI'O
npenapara Jjid MEAUIUHCKOIO IPUMCHCHNA

5) o pAeicTBUAX NalMeHTa B CiIy4yae HEMpeIBUICHHBIX 3(P(PEeKTOB BIUSHUS JIEKAPCTBEHHOTO
mpenapaTa Jiisl MeIUIIMHCKOTO PUMEHEHUS Ha COCTOSIHUE €T0 37I0POBbS;

6) 00 YCIIOBUAX 00513aTENBLHOTO CTpPAaxOBaHUA KU3HU, 3A0POBbS MMALUCHTA,

7) 0 TapaHTHUAX KOH(i)I/II[eHL[I/IaJILHOCTI/I ydyactusa TMalucCHTa B KIMHUYCCKOM HUCCIICAOBAHUN
JICKApCTBCHHOTO Iperapara 111 MCAUITUHCKOI0 IPpUMCHCHUS.

3. 2106p0BO.]'H)HOC corjraCue nmanyveHTa Ha y4aCTHEC B KIIMHUYCCKOM HMCCIICJOBAHUU JICKAPCTBECHHOI'O
npenapara A MCEIUIHWHCKOrO IHIPHUMEHCHUS IOATBEPKAACTCA €ro IOANHNCHBIO HIW IOAIHUCBIO €TI0
3aKOHHOI'O TPEACTABUTCIIA Ha HH(bOpMaHHOHHOM JJUCTKEC IIalluMCHTA.

4, HaL[I/IeHT WIM €ro 3aKOHHBIM MMpEACTAaBUTCIIb HMCCT IIPAaBO OTKA3aTbCA OT Y4YaCTusd B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O Mpfcriapara Ajid MCAUIUHCKOTO IMPUMCHCHUA Ha 000
CTaauu MMPOBCACHHA TAKOTO UCCICOOBAaHMA.

5. TlpoBeneHue KIMHHYECKOTO HCCIIEMIOBAaHHS JICKAPCTBEHHOTO Iperapara il METUIIHHCKOTO
MPUMEHEHHS C YJacTUEM B KaueCTBE MAIMEHTOB JIETEH JIOMMYyCKACTCsl TOJNBLKO C COTJIACUS B IIMChbMEHHOMN
dbopme ux pomuTeneil, ychlHOBUTENEH. JleTh MOryT paccMaTpuBaThCcs B KauyeCTBE MOTEHIMAIBHBIX
MAIMeHTOB TAaKOI'0 MCCIIEOBAHUS, TOJBKO €CIM €ro MpOBEACHUE HEOOXOIUMO ISl YKpEeIUIeHUs
3I0pOBbsI JIeTed WM TPO(UIAKTUKA WH(EKIIMOHHBIX 3a00J€BaHU B JIETCKOM BO3pacTe JIMOO eciin
LEJTBI0 TAKOTO MCCIICAOBAHMS SBISICTCS MOJMYYCHHE JaHHBIX O HAWIYYIIeH JO3MPOBKE JEKAPCTBEHHOTO
nmpernapara Ui JICYCHHs JIeTei. B 3THX ciydasX TakoMy HCCIIEIOBAHHIO JOJDKHO TPEIIIECTBOBATH
KIIMHAYECKOE HCCIICIOBAaHNE JICKAPCTBEHHOTO TMperapara Uil MEIUIIMHCKOTO MPUMEHEHHS Ha
COBEpILECHHOJIETHUX TPaXIaHaX, 3a HUCKIIOUCHHEM CIIydyaeB, €CJIM HCCICIyeMbIi JICKapCTBEHHBIH
mpemapaTr Ui MEIUWIWHCKOTO MPUMEHEHHMS TNpeJHA3HAYCH HCKIIOYUTEIBHO [UJIS HCIOIB30BaHUS
HCCOBCPIICHHOJICTHUMU I'paKaaHaMU.

(B pen. ®exnepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpen1aeTCﬂ MMPOBEACHNEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIperiapara I
MCOUIHUHCKOI'O IPUMEHCHUSA C YHAaCTUEM B KaYECTBE ITAlITUCHTOB!:

1) neteili-cUpOT U AeTeil, ocTaBIIMXCs 0€3 MOMeueHus: pOAUTENE;

2) KEHUIMH B TMepuox OEpeMEHHOCTH, JKEHIIWH B IEepHOJ TPYIHOrO BCKapMJIMBAaHHUA, 3a
UCKJIFOUEHUEM CIIy4acB, €CIU IPOBOJUTCA KJIMHUYECKOE HCCIECN0BAaHHME JIEKAPCTBEHHOIO IIperapara,
MIpeIHa3HAYEHHOI0 JUIsl YKa3aHHBIX JKEHILUH, IPU YCIOBUU HEOOXOJMMOCTH MOJydeHUs: HH(OpMaluu
TOJILKO BO BpEMsl IMPOBEIEHHUS COOTBETCTBYIOUIMX KIMHMUYECKHUX HCCIEIOBAaHUI W MPUHATUS BCEX
HEOOXOJUMBIX ME€p I0 HCKIIYEHHUIO PUCKA HAHECEHMs Bpela JKEHIIMHE B IEpUoj OepeMEHHOCTH,
KEHIMHE B IEpUO/J] TPYAHOTO BCKapMIIMBaHUS, IIJIOAY WU PeOCHKY;

3) BOCHHOCITYKAlllUX, 3a MHCKIIFOYCHUCM CJIy4acB IIPOBCACHHUA KIIMHUYCCKOI'O0 HUCCICAOBAHUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

JIEKapCTBEHHOTO Mpernapara, CleNUalbHO pa3pabOTaHHOIO Ul NMPUMEHEHHs B YCIOBHUAX BOEHHBIX
JeUCTBUHM, Ype3BBIYAWHBIX CHUTyaluid, NpO(WIAKTUKM W JIe4eHUs 3a00JeBaHUN U TOpaXKEHUH,
MOJYYCHHbIX B  pe3yJibTaTe BO3ACUCTBUS  HEOJArONpPUSATHBIX ~ XMMHUYECKHX, OHOJIOTMYECKHX,
paananroHHbIX (akTopoB. KimHuyeckoe wuccienoBaHHME TAaKOro JIEKapCTBEHHOI'O Ipernapara MOXKET
MIPOBOJUTBCS C y4YacTHEM B KayeCTBE MAIIMEHTOB BOEHHOCHIYXAIMX, 34 HCKIIOYEHUEM
BOCHHOCITY’KAaIllUX, MPOXOAAIIMX BOEHHYIO CIIy:KOy IO Ipu3bIBY, ¢ cOONIOfeHHeM TpeOoBaHuUH,
YCTaHOBJIEHHBIX HACTOSIIUM DeiepalIbHbIM 3aKOHOM B OTHOIIEHHUHU I'PaXIaHCKUX JINLL;

4) COTPYAHUKOB IMPABOOXPAHUTCIILHBIX OPTraHOB;

5) nui, oTOBIBAIOIIMX HaKa3aHHWE B MECTaX JIMIICHUS CBOOOJBI, a TaK)Ke JIMI, HAXOIAIIUXCS IO
CTPa’Ke! B CICICTBEHHBIX M30JIATOPAX.

7. Jomyckaercsi NpOBEIEHHE KJIMHUYECKOTO MCCIEeI0BaHUs JICKapCTBEHHOIO Ipenapara i
MEIULMHCKOrO NPUMEHEHUS, IPEAHAa3HAYeHHOr0 AJIs JIeUeHHsI IICUXUYECKUX 3a00JIeBaHuil, C yyacTuem
B KauecTBE MAIMEHTOB JIUI[ C TMCUXUYECKHMMH 3a00JIeBaHUSIMM, NPU3HAHHBIX HEIEECIIOCOOHBIMU B
[OpAJIKE, YCTAHOBIEHHOM 3aKkoHoJaTesnbcTBOM Poccuiickoit denepaunu. KimHndeckoe uccinenoBanue
JICKApCTBEHHOTO Iperapara B 3TOM Cliyyae MPOBOIUTCS MPU HAJIMYUHU COTJIAacus B MUCBMEHHOH (hopme
3aKOHHBIX MIPEJICTaBUTENIEH YKA3aHHBIX JIULI.

Cratba 44. 0OO6GsAs3aTenbHoOe CTpaxoBaHME XU3HU, 3O0POBbA MNaLMUEHTa,
y4yacTBywLWero B KINMHUYECKOM MUCCrefoBaHUM JeKapCTBEHHOro npenaparta Aans
MeAULMHCKOro NpMMeHeHuns

(B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanus, NOJy4YUBIIAs pa3pelICHHE Ha OpPraHU3alyi0 MPOBEICHUS KIMHUYECKOTO
WCCIIEIOBaHMs JIEKapCTBEHHOIO IMpernapaTta [Uisi MEIUIMHCKOrOo INpUMEHEHHs, 00s3aHa B KauecTBe
CTpaxoBaTessl CTPAaxoBaTb PUCK NPUYMHEHHs Bpeda >KU3HU, 3J0pPOBbI0 MAlMEHTA B pe3yJIbTaTe
MPOBEICHUS  KJIMHUYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOTO Ipemapara Uil  MEIHUIMHCKOro
MIPUMEHEHHUS 32 CBOHM CUET IMyTeM 3aKIIFOUSHUS JI0TOBOpa 0053aTeILHOTO CTPaXOBaHUSI.

2. OOBEeKTOM 0053aTENFHOTO CTPAaXxOBaHUS SBISIETCS WMYIIECTBEHHBIH WHTEpEC IalUeHTa,
CBSI3aHHBIN C MPHYMHEHUEM BpE/ia €r0 JKU3HU WM 370POBBIO B PE3YJIbTaTe MPOBEACHUS KIIMHIHYECKOTO
UCCIIeJOBaHMS JIGKAPCTBCHHOTO TIperapara it MEJUIMHCKOTO TPUMEHEHUSL.

3. CTanOBBIM CJIydaceM I10 JOroBOpy 00513aTENILHOTO CTpaxOBaHHUA ABJIACTCA CMCPTH IMALMCHTA
W YXYAIICHUC €ro 3J0PpOBbs, B TOM YHCJIC BJICKYIIICC 34 coboit YCTaHOBJICHUC WHBAJIUIHOCTU, IIPHU
HaJIM4Ynuun HpPI‘-IHHHO-CJIGI[CTBGHHOfI CBsA3U MCXKAY HACTYIIJICHUCM 3TOI'O COOBITHS U Y4aCcTUCM IMAllUCHTA
B KIMHUYECKOM HCCJIICAJOBAHUU JICKAPCTBCHHOI'O ITpCIiapara.

4. Tpe6OBaHI/IH 0 BO3MCIICHHMU Bpc€aa, MNPUUYMHCHHOI'O JKW3HW WKW 3J0POBBIO IIAIIMCHTA,
IpCaABABIIAOTCS B TCUCHHUEC CPOKOB HCKOBOM JaBHOCTH, YCTaHOBJICHHBIX IrpaXaaHCKUM
3aKOHOAATCJILCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIIATHI 110 IOTOBOPY 00513aTEIHLHOTO CTpaxOBaHHA COCTABJIACT:

1) B cimydyae cMepTH MalMeHTa JBa MIWIIHOHA pyOJield Ha KaXkJI0ro MalMeHTa, y4acTBOBABIIETO B
KJIIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOI'O IIperapara;

2) npu yXyALIEHUH 370POBbs MAlIUEHTA!
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

a) TOBJICKIIIEM 3a COOOW YCTaHOBJICHWE MHBAJIMIHOCTH | TPYIIBI, OAMH MUUIHOH MATHCOT THICSIY
pyOJsieli Ha KaXJIOro MalMeHTa, yYacTBOBAaBIICTO B KJIMHUYECKOM HMCCIICIOBAHUU JICKAPCTBEHHOTO
npernapara;

0) moBiyiekiieM 3a coOO¥ ycTaHOBJICHHE WHBAIUAHOCTH Il Tpynmel, onuH MWUIMOH pyOseil Ha
Ka)KJI0TO TAIUEHTA, YIaCTBOBABIICTO B KIIMHHYECKOM HCCIICIOBAaHUH JICKAPCTBEHHOTO Mpernapara;

B) MOBJIEKIIEM 3a CO00H ycTaHOBJIeHHEe MHBANMAHOCTU III rpymmel, mATBCOT ThICSY pyOJsiel Ha
Ka)KJI0TO MaIllMeHTa, y4acCTBOBABIIETO B KIIMHUYECKOM HCCIIE0BaHUH JIEKAPCTBEHHOTO Mpenapara;

T') HE MOBJEKIIeM 3a co000# yCTaHOBJICHUS UHBAMAHOCTH, He OoJiee ueM TpucTa Thicad pyOuieli Ha
KKJOr0 TMalMeHTa, YY4aCTBOBABIIETO B KIMHHUYECKOM HCCIEIOBAHUU JICKAPCTBEHHOTO IIperapara,
UCXOJs W3 HOPMATHBOB, OTPAXKAIOMIMX XapaKTep H CTENCHb TOBPEKICHUS 30POBBS, a TaKke
(aKTHYECKH TIOHECCHHBIX TAI[MCHTOM pacXoJ0B, BBI3BAHHBIX IMOBPEKICHHEM 370POBBS, Ha
MEIUIIMHCKYIO IOMOIIb, IPUOOPETCHHE JICKAPCTBEHHBIX ITPEIapaToB.

(nm. "r" B pen. @eaepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Ytpatun cuny ¢ 1 utons 2015 roxa. - @enepanbHblil 3akoH oT 22.12.2014 N 429-03.

7. Cpok nmoroBopa 00s3aTEIBHOTO CTPAaXOBAaHHUS HE MOXKET ObITh MEHEe, YeM CPOK MpPOBEACHUS
KJIIMHUYECKOT0 UCCIIEI0OBaHMs JIEKAPCTBEHHOIO IIpernapara.

8. VYcnoBusi noroBopa 00s3aTEILHOTO CTpPaxOBaHUS, B TOM YHCJIE CTpPaxoBble Tapu@bl IO
00513aTeIbBHOMY CTPaXxOBaHHIO, IIepeYeHb HEOOXOAMMBIX JTOKYMEHTOB ISl OCYILECTBJIEHUS CTPaXxOBOM
BBIIJIATHI, MOPSJOK YCTaHOBJEHHS CTpaxoBaTelleM HWHIMBUAYAJIBHOTO HICHTU(UKALMOHHOTO KOJa
NalyeHTa, MOpsSA0K HH(GOPMUPOBAHHUS  CTpaxoBaTelieM CTPAaxXOBIIMKA O MPHUBICYEHHBIX K
KJIIMHUYECKOMY HCCJIEIOBAaHUIO JIEKAPCTBEHHOI'O Ipenapara Uil MEIUIMHCKOTO0 IPUMEHEHUs
MalueHTax, MOPSAJOK YIUIaThl CTPaXxOBOM MpeMHUH, MOPSAJOK peau3allii OMNPEEIEHHBIX HACTOSILIUM
@denepalibHBIM 3aKOHOM M JpyrMMH (efepajibHbIMA 3aKOHAMHU IpaB M O00s3aHHOCTEH CTOPOH IO
JIOTOBOpPY 0053aTENbHOrO0 CTPAaXOBaHMs, a TAaKXKE HOPMATHBbBI, OTPAKAIOLIME XapaKTep MU CTEleHb
MIOBPEXICHHS 3/I0POBbsI, yCTAaHABIMBAIOTCS TUIOBLIMH [IPABUIAMHU 0053aTEIILHOTO CTPAXOBAHMUSL.

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

9. B cJIydac NpHUYMHCHHUA BpCaa KU3HU IIallMCHTA, YYAaCTBOBABLIICTO B KIMHHUYCCKOM
HCCICAOBAHNU JICKAPCTBCHHOT'O IIp€riapara, BI)IFO)IOHpI/IO6peTaTeH$IMI/I o AO0roBOpYy 00s13aTE€ILHOTO
CTpaxOBaHHUA MABJIAIOTCA TpaXJaHC, HMCIOIIWC IIpaBO Ha BO3MCHOICHUC BpE€aa B Ciydac CMEPTHU
KOpMWJIblla B COOTBCTCTBUU C I'PAKAAHCKUM 3aKOHOJAATCJILCTBOM, IIPpU OTCYTCTBHUH TAKHX I'paKJaH -
poauTei, Cyrnpyr, ACTH YMEPIICTO ITalUCHTA, Y4YaCTBOBABHICTO B KIMHHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOT'O IIpcIiapara, B ClIyda€ CMCPTH IIAalMUCHTA, Y4YaCTBOBABLICTO B KJIMHHUYCCKOM
HCCICAOBAHNHU JICKAPCTBCHHOI'O IIPCIiapaTa 1 HC UMCBIICTO CaAMOCTOATCIIBHOI'O 10X04a, - I'paXXJIaHe, Ha
WXXKIUBCHHUHN KOTOPBIX OH HAXOAWJICA, B OTHOLICHUH BO3MCHICHHA pacXOod0B Ha HOT‘pC6eHI/I€ nanueHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIperiapara, - JJMIOo, IMOHECIIEC TaKue
PaCXOJbl.

10. CTanOBaH BbIINIaTA B CYET BO3MCHICHUA BpEAad, IMPUYUMHCHHOI'O JKW3HHU IIAUCHTA,
Y4aCTBOBABIICTO B KIIMHUYCCKOM HCCIICAOBAHHUU JICKAPCTBCHHOI'O MpCIiaparta, pacupCaACiIsICTCa MCKIAY
BBII‘O,HOHpI/I06peTaTeH$IMI/I MMPOMOPHUOHAIIBHO UX KOJIMYCCTBY B PaABHBIX HOJIAX.

11. Ilpum HaACTymJIEeHHMH CTpPAaxoOBOTO Clly4ass IIallMEHT, YYacTBOBABIIMM B KIMHUYECKOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

WCCIIEIOBAaHUHM  JICKQpCTBEHHOTO  Ipermapara,  BHITOAONPHOOpETaTeNb  BIOpaBe  MPEIbsSBUTH
HEMOCPEACTBEHHO CTPaxXOBIIMKY TpeOOBaHME O BO3MEIIEHUU MPUYMHEHHOTO Bpena. CrpaxoBas
BBIIIJIaTa OCYIIECTBIISIETCS CTPAXOBIIMKOM B TEYEHHE TPUILATA JHEH CO JHSA MPEACTABICHUS
HEOOXOUMBIX JTOKYMEHTOB. [1alneHT, y4acTBOBAaBIINI B KIIMHUYECKOM UCCIICIOBAHUH JICKAPCTBEHHOTO
npenapara, Wi BBITOAONpPHOOpeTaTe s 00s3aH COOOIUTH CTPAXOBIIMKY JUISl OCYIICCTBIICHHS
CTPaxOBOW BBIIJIATHI HWHAWMBUIYAJIbHBIA HMJICHTU(PUKAIMOHHBIM KOJ IallMeHTa, YCTAHOBJICHHBIN
CTpaxoBaTejeM B COOTBETCTBUHU C THIIOBLIMU MPABUIAMH 00s13aTEILHOTO CTPAXOBaHUSI.

12. JIo mosHOrO OmpeneNeHus pa3Mepa IMOUIEKAIIET0 BO3MELIEHUIO BpeJa CTPaxOBLIMK I10
3asIBJICHUIO TAllMEHTAa, y4aCTBOBABLIETO B KJIMHUYECKOM HCCIIEJJOBAHMM JIEKAPCTBEHHOIO IIpernapara,
WIA 3asBICHUIO BBITOAONpPUOOpETaTeNsi BIOpPaBEe OCYIIECTBUTH YacTh CTPAaXOBOW  BBITUIATHI,
COOTBETCTBYIOIYIO (PaKTUYECKH OIpe/IeICHHON YacTH MPUYMHEHHOTO Bpea.

13. CTanOBaﬂ BbIILIaTa B COOTBETCTBHMHM C JOI'OBOPOM 00513aTEJILHOIO CTpaxoBaHUs
OCYHICCTBJIACTCA HE3aBUCUMO OT BBITUIAT, IPUYUTAOIINUXCS 11O APYTHUM BHUIaM CTPAXOBaHHA.

14. He JOIMYCKACTCA Yy4YaCTUC TIallUCHTA B HTPOBCACHUU KIIMHHUYCCKOI'O0 HCCICAOBAHUA
JICKApCTBCHHOTO IIpLIriapaTa npu OTCYTCTBHUU JOTOBOpa 00513aTEeILHOTO CTpaxoBaHHA.

15. KoHTposib 3a MCIOJTHEHHWEM OpraHW3alMel, IMOJMYYHMBUIEH pa3pelIeHUE HAa OpPraHU3aLUI0
IIPOBCACHUA KIIMHHUYECKOI'O HUCCIICIOBaAHUA JICKApCTBECHHOT'O Inpemapara JJIsA MEAUIINHCKOTI'O
MPUMEHEHHUS, YCTAHOBJICHHON HacTosIeld cTaTbeld OOS3aHHOCTH IO O005S3aTeNbHOMY CTPaxOBaHHUIO
KU3HHU, 3J0pPOBbsSI TMAallMEHTa, Yy4YacTBYIOMIEro (y4acTBOBABIIET0) B KIMHHUYECKOM HCCIEIOBAHUU
JIEKapCTBEHHOTO  MpemapaTra,  OCYIIECTBISETCS ~ YIMOJIHOMOYEHHBIM  (heepadbHbIM  OpPraHOM
HMCIOTHUTEIbHOM BJIaCTH, BBIJABIIUM pa3pClIiCHUC Ha HNPOBCACHUC KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ
JICKApCTBCHHBIX NPCapaToB A1 MEAUIUHCKOIO IPUMCHCHHUA.

Mnaea 8. MIPOU3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
CraTtbsa 45. NMpon3BoACTBO NeKapCTBEHHbIX CPeacTB

1. TIpom3BOACTBO JEKAPCTBEHHBIX CPEICTB IODKHO COOTBETCTBOBATH TPEOOBAHUSAM IIPABHII
HaJuieXxalled MPOU3BOJACTBEHHOW MPAKTUKW, YTBEPKAECHHBIM YIOJHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIIOJIHUTENbHON BiacTU. OCOOEHHOCTH Iepexo/ia MPOU3BOACTBA OTAEIbHbIX JIEKAPCTBEHHBIX
CPEZACTB K UX NMPOU3BOJICTBY B COOTBETCTBUH C TPEOOBAHUSAMU MPaBUJI Ha/jleKaleil Ipou3BOICTBEHHOM
IIpakTUKU ycraHaBnuBaroTcs IIpaBurensctBom Poccuiickonn @Penepauuu. Bbelnadya 3akifO4eHH O
COOTBETCTBUHM TPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM MpPaBUJI  HaJUIEKAIICH
IIPOU3BOJCTBEHHON MPAKTUKHA OCYLIECTBISAETCS IO PE3YNbTATAM HMHCIIEKTUPOBAHMS IPOU3BOIUTENEH
JIEKAPCTBEHHBIX CPEICTB B TNOpsAnKe, ycTaHoBIeHHOM IIpaBurensctBoM Poccuiickonn ®enepanuu.
Pasmep miaTel 3a BbIJA4y 3aKIIOYCHHS O COOTBETCTBUU IPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM MpPaBUJ HaJJeKallel MPOM3BOACTBEHHOM MPAKTUKM yCTaHaBiIUBaeTcs [IpaBUTEIHCTBOM
Poccuiickoit @denepauuu. [IOopAnok opraHu3anuu U NMPOBEACHUS WHCICKTUPOBAHUSA IPOU3BOJIUTENCH
JICKApCTBEHHBIX CPEJICTB HAa COOTBETCTBHE TPEOOBAHHMSIM MPAaBWII HaJUIekKalled MPOU3BOACTBEHHOMN
IIpaKkTUKH ycTraHaBiuBaeTcs [IpaBurensctBom Poccuiickon @enepannn.

(B pen. denepanpHpix 3aKk0HOB 0T 25.06.2012 N 93-®3, ot 22.10.2014 N 313-P3, ot 22.12.2014 N
429-03)

2. IIpous3BOACTBO JIEKApCTBEHHBIX cpenctB B Poccuiickoit ®Penepanuu  OCYILIECTBISETCA
MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIMMU JULIEH3UIO Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpeacts. IloarBep:kieHUE COOTBETCTBUS JIMUEH3MATA [PABUIAM HAJJICKAIIEH IPOU3BOACTBEHHOMN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

MIPAKTUKU OCYIIECTBISIETCS B paMKax JIMIIEH3HOHHOTO KOHTPOJISI B COOTBETCTBUU C 3aKOHOJIaTEIbCTBOM
Poccwuiickoit @eneparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B 4acTH | HACTOAIIEH CTAaThU.
(B pen. @eaepanbubix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-03)

2.1. Jlna uenedt NMUEH3UPOBAHUS MPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB JUISI MEIULIUHCKOIO
MPUMEHEHUS U HMHCIEKTHUPOBAHMS CyOBEKTOB OOpAaIleHUs JIEKApCTBEHHBIX CPEJICTB Ha COOTBETCTBHE
TpeOOBaHUSAM  [paBWJl  HaAJEXKalled  MPOU3BOJICTBEHHOW  MpakTUKU  (eaepaiabHbId  Oprax
WCIIOJIHUTENIBHOW  BJIACTH, OCYIIECTBIISIIOLIUMNA TOCYJApPCTBEHHYIO PErUCTPALMIO  JIEKAPCTBEHHBIX
MpernapaToB JJIs MEAULUHCKOTO PUMEHEHUS, IPEAOCTaBIsAET (eiepaTbHOMY OpraHy MCIOJHUTEIbHON
BIIACTH, OCYIICCTBISIONIEMY (efepanbHbIil TOCYIapCTBEHHBIN JTMIICH3NOHHBIA KOHTPOJIb ACSITETLHOCTH
10 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB AJISI MEIUIIMHCKOTO MPUMEHEHHUS, 110 €T0 3alpocy B paMKax
MEXBEJOMCTBEHHOT0 MH(GOPMAIMOHHOTO B3aUMOJICHCTBUS B MOPSJIKE, YCTAHOBIEHHOM (eepaibHbIM
OpraHOM UCIIOJIHUTEJIbHOM BJIACTH, OCYILECTBISIOIINM JIMIIEH3UPOBAHUE ITPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB Ui MEIUIMHCKOTO MpPHUMEHEHUs, U (QenepaqbHbBIM OPraHOM HCIHOJHUTENBHON BIACTH,
OCYIIECTBIISIOIUM TOCYJapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX MPENApaTOB ISl MEAULUHCKOIO
IIPUMEHEHHUS, CBEJCHUS O JIEKapCTBEHHBIX CPE/ICTBAxX, YKa3aHHbIE B 4acTU 5 crarbu 18 HacTosIero
@denepallbHOTO 3aKOHA, B TOM 4YMCJIE B CIy4yae, €ClIM TaKue CBEACHUS COCTaBISIOT KOMMEPUYECKYIO
TaliHy.

(dactp 2.1 BBegeHa denepanbHbiM 3akoHOM OT 14.07.2022 N 311-D3)

3. TIpou3BOACTBO JEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS C COOMIOZCHHEM TpeOOBaHUM
IIPOMBILZICHHOTO ~ PErJIaMEHTa,  KOTOPBIM  yTBEP)KIAeTCd  PYKOBOAUTEIEM  IPOU3BOJIUTEINS
JIEKApCTBEHHBIX CPEJICTB M BKIIOYAET B ce0sl MEPEUYCHb UCIOIb3yEMBIX (hapMalleBTHUECKUX CyOCTaHIIUI
U BCIIOMOTATENbHBIX BELIECTB C YKa3aHWEM KOJMYECTBAa KaXJOr0 M3 HUX, JaHHbIE 00 HCIOIb3yEeMOM
000pyJIOBaHUH, ONHMCAHUE TEXHOJIOIMUYECKOro IpoLecca M METOJOB KOHTPOJS Ha BCEX ATamax
IIPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB.

4. Ilpu mpoU3BOACTBE JIEKAPCTBEHHBIX CPEACTB UCHOIB3YIOTCS (papMarieBTHUYeCKhe CyOCTaHIINH,
CBEICHHUSI O KOTOPBIX COAEpXKaTcsi B TOCYJAapCTBEHHOM peecTpe JEKAapCTBEHHBIX CPEACTB, 3a
UCKITIOYeHHEM (apMaleBTUICCKUX CyOCTaHIUi, MPOW3BOAUMBIX JUISI TPOBEICHUS KIMHUYCCKHIX
WCCIIeIOBaHMM U 11 9kcropTa. K mporeccy nmpoun3BoacTBa GpapManeBTHISCKOW CyOCTaHIIMNA OTHOCSTCS
mo0bIe  CTaJAWHM TEXHOJOTHYECKOTO TPOIlecca, TMO3BOJSIONIME TMOJIYYUTh TOTOBBIH  TMPOIYKT,
COOTBETCTBYIOIIUN TpeOoBaHUSAM (papMakoneilHONW cTaThbu, B TOM 4YHcie (epMeHTalus, dKCTPaKLUs,
OUYHMCTKA, BBIJCNIEHUE, MIEPEKPUCTANIN3AlINS, BBICYIINBaHNUE, U3MeNbueHne. B ciiyyae HeoOXoaumocTu
WCIOJIb30BaHUsl TUIIOBOTO CIHPTA, B TOM 4YHcle (papManeBTUYECKOW CYOCTaHIIMU CIHPTA ITUIOBOTO
(’TaHona), MpU MPOU3BOJICTBE JICKAPCTBEHHBIX CPEACTB B KayecTBE JACUCTBYyrOHIEro M (WJIM)
BCIIOMOTATEIILHOTO BEIIECTBA, a TAK)KE B MHBIX TEXHOJOTUYCCKUX IIEJIAX JIOJDKHA OBITh MCITOJIb30BaHA
TOJIBKO (hapMarieBTUUYECKasi CyOCTaHIMs CIIUPTA YTHJIOBOTO (3TAHOIM).

(B pen. denepanbHbIX 3aK0HOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-D3)

4.1. IlepedeHb JEKapCTBEHHBIX NPENapaToB A MEIULUHCKOTO INPUMEHEHHS, B OTHOILICHUU
KOTOPBIX YCTaHABIUBAIOTCS TpeOOBaHUS K 00BEMY Tapbl, YNAaKOBKE M KOMIUICKTHOCTH, IE€peueHb
JIEKapCTBEHHbIX  IpEenapaTroB s BETEPUHAPHOIO IPUMEHEHMs, B  OTHOLIEHUH  KOTOPBIX
YCTaHaBIIMBAIOTCS TpeOOBaHUS K 00OBbEMY Tapbl, a Takke TpeOoBaHUS K 0ObEeMy Tapbl, YIaKOBKE H
KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MPENapaToB A MEIUIMHCKOIO IPUMEHEHHUs, TpeOoBaHus K 00beMy
Tapbl ~ JIEKapCTBEHHBIX  IpenaparoB Ul  BETCPUHAPHOIO  INPUMEHEHMsI  OINPEAEISAIOTCS
COOTBETCTBYIOIIUMH YIOJHOMOYCHHBIMH (peiepalbHbIMU OpraHaMu HUCIOJHUTENBHOW BIAcTH B
nopsjike, ycranosieHHOM IIpasurensctBom Poccuiickoit @enepannu.

(uacts 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

4.2. OpraHuzanuy, OCYIIECTBISIONIME MPOU3BOJCTBO (apMaleBTUYECKOW CyOCTaHIIMU CHUpPTa
STUJIOBOTO (3TaHOMIA) Ui MPOU3BOJCTBA CIHMPTOCOACPKAIIUX JICKAPCTBEHHBIX IPENapaToB, 0Os3aHbI
OCYIIECTBIISITh YUET B MOPSJIKE, YCTAHOBICHHOM CTaThsiMu 8 U 14 denepanbHOro 3aKoHa OT 22 HOSIOps
1995 roma N 171-®3 "O rocyaapCTBEHHOM pETyJIMPOBAHWUU TMPOU3BOJCTBA M 000pOTa STUIOBOTO
CIUpTa, AJIKOTOJIBHOW U CHHpTOCOAepk alled NPOAYKIMH U 00 OrpaHHYEHUU NOTpeOIeHHs (pacuThs)
ankoronpHOM mpoaykiuu". Ilpom3BoacTBO ¢apmaneBTUYECKO CyOCTaHIIMM CIHpPTa OSTUIOBOTO
(3TaHONa) JOMyCcKaeTcs TOJBKO OpraHU3aluell, OCYIIECTBISIIOIICH MPOU3BOJICTBO PEKTU(GUKOBAHHOTO
STUJIOBOTO CIIUPTA M3 MUIIEBOTO ChIPbsS HA OCHOBAHHMM JIMLIEH3UU HA MPOU3BOJCTBO 3TUJIOBOTO CIHPTA
JUI. TIPOM3BOJICTBA (hapMalleBTUYECKON CYOCTaHIIMHM CIHPTa STHIOBOTO (3TaHOIA) B COOTBETCTBUU C
TpeboBanusiMu DenepanbHOro 3akoHa ot 22 HosOpa 1995 roma N 171-®3 "O rocyaapcTBEHHOM
peryJIUpOBaHUH TMPOU3BOJICTBA M 000pOTa ATHIOBOTO CITMPTA, AIKOTOJBHOW M CHHPTOCOIEpIKAIIeH
NPOAYKIMK U 00 OrpaHUYEeHUM MOTpeOsieHusl (pacluThs) aJKOTOJbHONM MPOIYyKUIUHU', METOAOM
pa3BelieHUs] BOJIOW OUUIIEHHON TaKOTO THJIOBOTO CIIMPTA, MPOU3BEIEHHOTO JAaHHOW OpTraHu3aluen 1o
MECTY OCYIIECTBIICHHUS IPOU3BOJICTBA (papMalleBTHUECKOI cyOCTaHIIMU CIIUPTA ATUIIOBOTO (3TAHOJIA).
(uactpb 4.2 BBeneHa @enepanbubiM 3akoHoM oT 03.07.2016 N 261-D3; B pen. denepaibHOro 3aK0Ha OT
27.12.2019 N 481-D3)

4.3. NaauBuayanbHble NPEANPUHUMATENIN U IOPUINYECKHE JUIA, OCYIIECTBISIIONIME 3aKYNKy W
UCIOJIb30BaHUE (hapMaleBTUUECKONW CyOCTaHIIMU CIIUPTA ITUIOBOTO (3TaHOJA), & TAaKXkKe MPOU3BOJCTBO,
U3roToBieHne M (wnu) oO0OpoT (32 HUCKIIOUYEHHUEM PO3HUYHON MPOAAXKH) CIUPTOCOAEPIKAIINX
JICKApCTBEHHBIX IPENapaToB, O0s3aHbl OCYILECTBIIATh HX YyYeT MU JAEKIapUpOBaHUE B TOpSJIKE,
YCTAaHOBJIEHHOM cTathaMu 8 u 14 ®PepepanbHOro 3akoHa or 22 HostOps 1995 roma N 171-®3 "O
roCy/1JapCTBEHHOM pEryJIMpOBaHUM MPOU3BOJACTBA M 000pPOTa STHJIOBOTO CIUPTA, aJKOTOJBHON U
COUpTOCOJepXKaled MNpOAYKIMM W 00 OrpaHUYeHUH MOTpedsieHns (pachmuTHs) aJKOTOJIbHOMN
NPOAYKIHH".

(uacts 4.3 BBeieHa PenepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

4.4. Ilpm mnpOU3BOJCTBE JIEKAPCTBEHHBIX IMpENapaToB Il BETEPUHAPHOIO MPUMEHEHUS
JIOMYCKAeTCsl HWCIOJB30BAaHUE MPOW3BEICHHBIX JUIS peanu3alu  (apMaleBTUYECKUX CYOCTaHIIHN,
BKJIFOUEHHBIX B TOCYJAPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEICTB YITOJHOMOYEHHBIM (efepaabHbIM
OpraHOM HCIIOJTHUTEIIbHOW BJIACTH, OCYIICCTBISIONIAM BEACHHE TOCYJAapCTBEHHOTO peecTpa
JIEKAPCTBEHHBIX CPEJICTB IS MEAUIIMHCKOTO TPUMEHEHHS.

(uacts 4.4 BBenena OenepanbHbM 3akoHOM OT 02.08.2019 N 297-D3)

5. 3ampemaercss IpOU3BOACTBO:

1) nexkapcTBEHHBIX CpPEICTB, HE BKIIOUEHHBIX B TIOCYJapCTBEHHBIM pEECTp JIEKAPCTBEHHBIX
CPEJCTB, 32 MCKIIIOUEHUEM JIEKApPCTBEHHBIX CPEACTB, NMPOU3BOAMMBIX ISl MPOBEACHUS KIMHHUYECKUX
WCCIIEIOBaHUM U JUIA JKCIIOPTa;

2) danbcupUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB;

3) JICKApCTBCHHBIX CPEACTB oe3 JIMIICH3UHW Ha ITPOU3BOACTBO JICKAPCTBECHHBIX CPCACTB,

4) JICKAPCTBCHHBIX CPCACTB C HAPYHNICHUCM MHNpPABWUJII OpTraHHU3allid HNPOU3BOACTBA W KOHTPOJIA
KaueCTBaA JICKAPCTBCHHBIX CPCACTB,

5) yrpatun cuiy. - Genepanbbiii 3akoH ot 27.12.2019 N 481-03;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

6) crnupTocoAepKALIMX JIEKAPCTBEHHBIX IMPENapaToB MO MECTY OCYIIECTBIEHHS IMPOU3BOACTBA
(dapMarieBTHUECKOW CyOCTaHIIMM CHOUpPTA STHIOBOTO (3TaHOoNa) U (WIM) MO MECTy OCYLIECTBICHHS
IIPOU3BOJICTBA 3TUIIOBOIO CIIUPTA;

(. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 27.12.2019 N 481-D3)

7) apmaneBTHUECKONH CYOCTaHIIMU CIUPTA 3TUIOBOTO (3TaHOda) W (MIIM) CHHPTOCOAEPMKAIIUX
JICKapCTBEHHbIX IPENapaToB HAa OCHOBHOM TEXHOJIOTMYECKOM OOOpYJOBAaHUM JUIsl IMPOU3BOJCTBA
STUJIOBOTO CIHUPTa, YKa3aHHOM B IyHKTe 1.1 crathu 14.1 ®dexnepanbHoro 3akoHa ot 22 Hos0ps 1995
roga N 171-®3 "O rocynapcTBEHHOM pEryJIMPOBAHUU MPOU3BOACTBA M 000POTa ATUIOBOTO CIUPTA,
QJIKOTOJILHOM W CHHPTOCOACpXkAlled NPOAYKIMH U 00 OrpaHUYCHHHM NOTpeOIeHus (paciuTus)
QIIKOTOJILHOM MPOAYKITHH".

(. 7 BBeneH DenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOAE IE€KAapCTBEHHBIX CPEACTB B TIPaXIAHCKUH 00OpPOT YHNOJHOMOYEHHOE JIMIO
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEACTB OCYILECTBIIAET MOATBEP)KICHHE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeACTB TpeOOBaHMSAM, YCTAHOBJICHHBIM MPU UX TOCYJApCTBEHHOH pErucTpaluu, U TrapaHTUPYET, YTo
JICKApCTBCHHBIC CpCACTBa INPOU3IBCIACHBI B COOTBCTCTBUH C Tp€6OBaHI/IHMI/I IpaBuJl Haz[ﬂexcameﬁ
HpOH3BOZ[CTB€HHOfI IMPAKTHUKH.

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

7. YHOJIHOMOYEHHBIM JIMIIOM HPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJACTB SIBISIETCS €ro pabOTHUK,
aTTECTOBAHHBIN B YCTAHOBJICHHOM YMOJTHOMOYEHHBIM (efiepatbHbIM OpraHOM HCIIOHUTEIHHON BIIACTH
MOPSIKE U UMEIOIIUH CTak pabOTHI HE MEHEe YeM TISTh JIET B 00JIACTH TIPOU3BOJICTBA U (MITH) KOHTPOIIS
KauecTBa JIEKapCTBEHHBIX CPEJACTB, BbICIIEE OOpa30BaHUE COOTBETCTBEHHO 10 OJHOM U3
crenuagbHOCTe W (WIM) OJHOMY W3 HAIpPaBJIICHUH TOATOTOBKHU: OWOJIOTHS, OWOTEXHOJIOTHS,
BETEpPUHAPUsSA, BETEPUHAPHO-CAHUTApPHASA OKCIEPTU3a, KIMHUYECKash MEIUIHUHA, paJualloHHas,
XUMHUYecKas W Ouosoruueckas 3amura, Qapmanus, ¢yHIaMEHTalbHAs MEAMIMHA, XUMHUYECKas
TE€XHOJIOTHsl, XUMHUSL.

(B pen. @eaepanbhbix 3akoHOB 0T 22.10.2014 N 313-P3, ot 02.08.2019 N 297-03)

8. IIpou3BoauTENN JIEKAPCTBEHHBIX CPEACTB (32 MCKIIOYCHHUEM (DapManeBTHUECKON CyOCTaHINH
CIIUPTa STUJIOBOTO (3TAaHOJIa) MOTYT OCYIIECTBIIATH MPOAAXY JICKAPCTBEHHBIX CPEACTB WX NEpeIaBaTh
HX B YCTAaHOBJICHHOM 3aKOHOAATEILCTBOM Poccuiickoit denepanun nopske:

(B pen. deaepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) ApyruM mpou3BOIUTEINSM JEKAPCTBEHHBIX CPENICTB AJIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB;

2) opranu3zanusiM ONTOBOM TOPTOBJIH JICKAPCTBEHHBIMHU CPEJICTBAMH;

3) anTe4yHbIM OpraHU3alUsM, BETEPUHAPHBIM AaNTEYHBIM OpPraHU3alUsIM, WHAUBUIYAJTIbHBIM
MpEANPUHUMATEIISIM, UMEIOIIUM JIMIICH3UI0 Ha (PapMarieBTUYECKYIO JEATEIbHOCTh WM JIUIEH3UIO Ha
MEJIUIIUHCKYTO ACSTEIHHOCTD;

4) Hay4HO-HCCIIEI0BATEIbCKUM OPTaHU3alUAM ISl HAyYHO-HCCIIEI0BATENbCKOM PabOThI;

5) MCIUIUHCKUM OpraHu3alviaM U BETCPUHAPHBIM OPraHU3alUsIM;

6) opraHu3anvsM W HWHAUBUAYAJIBHBIM MPCANPUHUMATCIAM, OCYHICCTBIIAIOMIUM Pa3BCACHUC,
BbIpalllUBaAHUC HW COACPIKAHUC IKHBOTHBIX (33 HUCKIIIOYCHHUECM TIPOAAKU UM Cl)apMaLIeBTI/I‘ICCKI/IX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

CyOCTaHIIMI UM UX TIepeaayn).
(. 6 B pen. ®eaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

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 yacTu § HACTOSAIICH CTaThH, B Tape 00beMoM He Oonee 1 iutpa.

(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)

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. JlexkapcTBeHHBIC MpemapaThl, 332 UCKIIOYEHHEM JIEKAPCTBEHHBIX IMPENapaToB, W3rOTOBICHHBIX
anTeYHBIMH OpPTaHMU3ALMSAMHU, BETEPUHAPHBIMU AaNTCYHBIMH OpPTaHHU3ALUSAMHU, WHIAMBHYaTbHBIMH
Hpe[[HpI/IHI/IMaTeHSIMI/I, UMCHOIIIMMHU JIMOCH3UKO Ha (bapMaL[eBTI/I‘-IGCKYIO ACATCIBbHOCTD, JOJIDKHBI
MOCTyINaTh B OOpaIICHHE, SCITH:

1) Ha UX NepBUYHONW YyNaKOBKE (32 MCKIIIOUEHHEM NEPBHYHOM YMAKOBKH JIEKAPCTBEHHBIX
PacTUTEINIbHBIX MIPENapaToB) XOPOLIO YATAEMbIM HIPUGTOM Ha PYCCKOM fA3bIKE YKa3aHbl HAMMEHOBAHUE
JIEKapCTBEHHOTO Ipenapata (MeXIyHapOoJHOE HEMaTeHTOBAaHHOEe, WM TIPYINIUPOBOYHOE, WU
XMMHYECKOE, MM TOPrOBOE HAMMEHOBAHHUE), HOMEP CEPHH, JaTa BhIMyCKa (JUIsI MIMMYHOOHOJIOTHYECKUX
JICKapCTBEHHBIX MPENapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHIIEHTpALUs, 00beM, aKTUBHOCTh B
€AUHULAX JEHCTBHS WIA KOJUYECTBO J103;

(B pen. ®enepanbHbix 3aKk0HOB OT 11.10.2010 N 271-®3; ot 22.12.2014 N 429-D3)

2) Ha X BTOPUYHOM (MOTPEOMTEIbCKOM) YIAKOBKE XOPOIIO YHUTAEMbIM HIPU(PTOM Ha PYCCKOM
SI3bIKE YKa3aHbl HAUMEHOBAHHUE JIEKAPCTBEHHOTO Mpernapara (MeXIyHapOIHOE HEMaTeHTOBAHHOE, WM
TPYNIUPOBOYHOE, WJIM XHUMHUYECKOE M TOPrOoBO€ HAWMEHOBAHUS), HAUMEHOBAHHME MPOU3BOIUTENS
JIEKapCTBEHHOT'O MIperapaTa, HOMEp CepUH, J1aTa BIMYyCKa (711 UMMYyHOOUOJIOTHYECKUX JICKAPCTBCHHBIX
MpermapaToB), HOMEpP PETHUCTPAIMOHHOTO YAOCTOBEPEHHUS, CPOK TOIHOCTH, CIOCOO TPHMEHEHUS,
JO3UPOBKA WM KOHIICHTpAIUs, 00beM, aKTHBHOCTh B €JIWHUIAX JICHCTBUSA JTUOO KOJHMYECTBO 103 B
yIaKoBKe, JieKapcTBeHHas ¢GopMa, YCIOBHsS OTIYCKa, YCJIOBUS XpaHEHUs, NpeaynpeauTeIbHble
HAJMHCH.

(B pen. @eaepanbhbix 3akoHOB oT 11.10.2010 N 271-P3, ot 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

2. dapmarieBTHYECKHE CYOCTaHIIMKM JOJDKHBI MOCTYNATh B OOpAIICHUE, €CIM Ha WX MEePBUYHOU
yIaKOBKE XOPOIIO YUTaeMbIM MIPUGTOM HA PYCCKOM  s3BIKE YKa3aHbl HAMMEHOBaHUE
(dapmaneBTHUECKON CcyOCcTaHIIMU (MEXAyHApPOJHOE HEMATCHTOBAaHHOE, WM TPYMIUPOBOYHOE, HIIU
XUMHYECKOE W TOProBO€ HAMMCHOBAHWsS), HAUMCHOBAHHE TIPOM3BOAMTENS (hapMareBTUUICCKON
CyOCTaHIIMKM, HOMEp CEepPHM W JlaTa HM3TOTOBJICHUS, KOJIMYECTBO B YITAKOBKE W CIWHUIIBI W3MEPSHUS
KOJIMYECTBA, CPOK TOAHOCTH M YCIIOBUS XPaHCHHUS.

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

3. HeKapCTBeHHBIe cpeacTtBa B KaUCCTBC CBIBOPOTOK MOOJDKHBI IIOCTYIIATh B o6pameHI/Ie C
YKa3aHHuEM JXKUBOTHOI'O, U3 KPOBH, IIJIa3MbI KPOBU, OPIraHOB U TKaHEeH KOTOPOIr'0 OHHU ITOJIYYCHBI.

4. Ha BropuuHyio (MOTPEOUTENBCKYIO) YIMAaKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOJYUYEHHBIX M3
KpOBH, IUIa3Mbl KPOBHU, OPraHOB M TKAaHEH 4YeJOBEKa, JOJKHA HAHOCUTHCS HAIANWCh: "AHTHTENA K
BHY-1, BUY-2, k Bupycy renaruta C 1 MOBEpXHOCTHBIM aHTUT'€H BUpyca renatura B oTcyTcTByoT".

5. Ha  nmepBuuHyr0  YNAakOBKY M  BTOPUYHYIO  (TIOTpPEOMTENbCKYIO)  YIAKOBKY
panunodapmaneBTHYECKUX JICKApPCTBEHHBIX CPEACTB JOJDKEH HAHOCUTBCS 3HAaK  paJuallMOHHON
OIIACHOCTH.

6. Ha BTOopuuHyI0 (IOTPEOUTEIBCKYI0) YIAKOBKY TOMEONATUYECKUX JIEKAPCTBEHHBIX MPENapaToB
JIOJbKHA HAHOCHUTHCS HaAmUCh: "I 'oMeonaTnyueckmii'.

7. Ha Bropuunyio (HOTpeOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHBIX PACTUTENbHBIX IpEnapaToB
JOJKHA HAHOCUTHCA HaAMuCh: "TIpoayKius nmpoiuia paaualiOHHbIA KOHTPOIB' .

8. Ha mepBuYHyI0 YMakoBKYy (€CiH il STOrO CYIIECTBYET TEXHHYECKass BO3MOXKHOCTH) H
BTOPUYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JIGKAPCTBEHHBIX TPENaparoB, MpPEAHA3HAYCHHBIX s
KIMHUYECKUX MCCIIEA0OBAHNM, TOJDKHA HAHOCUTHCS HAANMUCh: " J{JI1 KITMHUYECKUX MCCIeI0BaHNN".

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

9. VYmnakoBka JICKApCTBEHHBIX CpCACTB, MNPEAHA3SHAYCHHBIX MCKIIOYUTCIBHO [JIs OJKCIIOpPTa,
MapKUpyeTCsa B COOTBETCTBUH C Tpe6OBaHI/IHMI/I CTpaHbI-UMIIOPTEpPA.

10. Ha TpaHcnopTHyIO Tapy, KOTOpas He NpeIHa3HadeHa Ijs MoTpeOuTeneii m B KOTOPYIO
MOMEIICHO JICKAPCTBEHHOE CPEJCTBO, JODKHA HAHOCUTHCS WHGpOpManus O HAUMEHOBAHUH, CEPUHU
JIEKapCTBEHHOI'O CPEJCTBA, JaTe€ BBINYCKA, KOJWYECTBE BTOPUYHBIX (IOTPEOMTENBCKHUX) YIAKOBOK
JIEKapCTBEHHOTO CPEJICTBA, MPOU3BOJUTENE JIEKAPCTBEHHOTO CPEACTBA C YKA3aHUEM HAaUMEHOBaHMS U
MECTOHAXOKACHUS MTPOU3BOAUTEINIS JIEKAPCTBEHHOI'O CpeACTBa (aapec, B TOM 4YMCJIE CTpaHa U (WIIN)
MECTO IPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA), @ TAK)KE O CPOKE FOJTHOCTH JIEKAPCTBEHHOTO CPEJICTBA
U 00 YCIOBUSAX €ro XpaHeHMs M TNEPeBO3KU, HEOOXOAMMBbIE NpeAyNpeAUTeNIbHbIE HAAIMUCH U
MaHUIYJIATOPHBIE 3HAKHU.

11. Ha mepBUYHYIO0 YMakOBKY W BTOPUYHYIO (MOTPEOUTENTHCKYI0) YIAKOBKY JIEKApPCTBEHHBIX
CPEeICTB IS BETEPUHAPHOTO TPUMEHEHHUS [OJDKHA HAHOCHUTHCS Haanmuchk: "Jlisi BeTepuHApHOTO
NpUMEHEHHUs".

12. Ha BrOopuuHyIO (IOTpPEOMTEIBCKYIO) YIAKOBKY JEKAapCTBEHHOIO IpenapaTa HaHOCHUTCS
LITPUXOBOH KOJI.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUAUCKYIO ®ENEPALUIO U BblBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOU ®EOEPALINUA
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTtba 47. Nopsaaok BBO3a riekapCTBeHHbIX cpeacTB B Poccuinckyro Pegepaumio u
BblBO3a JleKapCTBEeHHbIX cpeacTB U3 Poccumnckon Peanepaumm
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nexkapcTBeHHBIX cpencts B Poccuiickyro ®enepanuio OCyIIECTBISIETCS B HOPSJIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoir @enepanur, B COOTBETCTBUH C TaMOXEHHBIM
3aKOHOJIaTeILCTBOM TaMokeHHOTO coro3a B pamkax EBpA3DC (manee - TaMOXKeHHBIH COXO3) U (HIIN)
3aKoHOJaTenbCcTBOM Poccuniickon denepauny O TaMOKEHHOM JIEIIE.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Koncynprantlntoc: npumeyanue.

Jo 01.09.2023 poccuiickuM MPOU3BOAUTENSIM Pa3peLICHO B YBEJOMMTEIBHOM IOPSAIKE BBO3UTH HE
BHECEHHBIE B peecTp (QapMaleBTUYECKHEe CYOCTaHIMM [UIsi BETEPUHAPHOTO TNPUMEHEHHS s
IIPOM3BOJICTBA 3apErUCTPUPOBAHHBIX JeKkapcTBeHHbIX cpeacTB (IloctanoBnenue IIpaBurenscrea PO
ot 12.03.2022 N 353).

2. Bosumbie B Poccuiickyro Denepanuio JIEKapCTBEHHBIE CPEACTBA JOJAKHBI COAEPXKAThCA B
roCyJJapCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPE/ICTB.
(B pen. ®eaepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, o1 27.12.2019 N 462-D3)

3. Homyckaercst BBo3 B Pocculickyto @enepanyio KOHKPETHON MapTHHM 3aperMCTPUPOBAHHBIX U
(WM) He3aperucTPUpPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEAHA3HAUYEHHBIX JUISI IPOBEACHUS
KJIIMHUYECKUX HMCCIIEIOBAHUN JIEKAPCTBEHHBIX IPENApaToB, MPOBEACHUS KCIIEPTU3bI JIEKAPCTBEHHBIX
CPENCTB JUIsl OCYLIECTBJIEHUS T'OCYJIapCTBEHHOM PETMCTpaluy JIEKapCTBEHHBIX NPENApaToOB WIM IS
OKa3aHUs MEIUIMHCKOW IOMOILIM IO JKU3HEHHBIM IOKa3aHUSAM KOHKPETHOI'O NAalMEHTa Ha OCHOBAaHUU
paspelleHns, BBIJAHHOTO YINOJHOMOYEHHBIM (ellepaibHbIM OPraHOM HCIOJIHUTEIbHON BJIACTH IO
3asIBJICHUSIM JIML, YKa3aHHBIX B cTaThe 48 Hacrosmero denepanpHoro 3akoHa. PaccMoTpeHue Takoro
3a8BJICHNMS M TPUHATHE PEIIEHHs O BblJau€ pa3pellieHus Ha BBO3 KOHKPETHOM mapTuu
3aperuCTPUPOBAHHBIX M (WMJIM) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MpeAHa3HAUYE€HHBIX
JUISL TIPOBEJICHUSI KJIMHUYECKUX HMCCIIEI0BAHUN JIEKapCTBEHHBIX IPENapaToB, MPOBEACHUS 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB Il OCYLIECTBJIECHUS TOCYNapCTBEHHOW PETUCTPALMUA JIEKAPCTBEHHBIX
IIPENapaToB WM JJI1 OKa3aHHWsA MEIUIMHCKOM IOMOIIM IO JKU3HEHHBIM IOKAa3aHUSAM KOHKPETHOI'O
narueHTa oo o0 OTKase B Bbllaye YKa3aHHOT'O Pa3pelIeHus IPOU3BOIATCS B CPOK, HE MPEBBIIIAOIINI
nsaTH pabouunx aHei. [1naTa 3a BeIgady yka3aHHOTO pa3pelieHus! He B3UMAeTCs.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

KoncynprantlIntoc: mpumeyanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaet cuiry (®3 ot 27.12.2019 N 475-D3).

3.1. domyckaetcs BB03 B Poccuiickyro @enepaiyito KOHKPETHON MapTHUH HE3aperuCcTPUPOBAHHBIX
JIEKApCTBEHHBIX MPETapaToB, COACPIKAIINX HAPKOTUYECKHE CPEJICTBA MJIM TICUXOTPOITHBIC BEIIECTBA, B
nopsiake, ycrtaHoBiieHHOM IIpaButensctBom Poccuiickoit @enepauuu, Uisi OKa3aHUST MEIUIIMHCKON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

MIOMOIIY T10 KU3HEHHBIM MOKa3aHUSM KOHKPETHOTO MallMeHTa WM TPYIIbl NAllMEHTOB B Clyyae, ecliid
UMeeTcs pelleHHe BpadyeOHOW KOMMCCHMU MEIUIIMHCKOM opraHu3anuud o Hed()(EKTUBHOCTH WU
HEBO3MO)KHOCTH NPUMEHEHMS] Y KOHKPETHOTO MAllMEHTa MHBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IIPENnaparoB, B TOM YHCIE COAEpPXKALUX IPyTHe NEHCTBYIOIIME BELIECTBA, U O HEOOXOJUMOCTH BBO3a
OIIPEJICJICHHOIO  HE3apETUCTPUPOBAHHOTO  JIEKAPCTBEHHOIO  IpemapaTta C  yKa3aHHMEM  €ro
MEXYHapOAHOTO HENAaTEeHTOBAHHOIO (WJIM XMMHYECKOIo, WJIM IPyNIHPOBOYHOr0) HAMMEHOBAHUS,
¢opMBl BbIyCcKa M KoiudecTBa. llepeyeHb 3a0o0yieBaHMI M COCTOSIHMM M COOTBETCTBYIOIIUX
JIEKapCTBEHHBIX IIPENapaToB, COAEpXKAIIUX HAPKOTUYECKUE CPENCTBA M IICUXOTPOIHBIE BEILECTBA, B
LEJISIX OCYLIECTBJIEHUSI UX BBO3a B COOTBETCTBUHM C TPEOOBAHUSMHU HACTOSIIEH YacTU YTBEPXKAAETCS
YIOJHOMOYEHHBIM (eiepabHbIM OPTaHOM HCIIOHUTEIbHON BIACTH.

(uacts 3.1 BBeeHa PenepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

3.2. Jlo 31 nexaGps 2024 roma gomyckaroTcs BBO3 Ha TeppuToputo Poccmiickoit denepanuu u
obOpamenue B Poccuiickoit ®denepanuu ¢ yueToM 0OCOOEHHOCTEH, yCTaHOBJIEHHBIX [IpaBUTENHCTBOM
Poccuiickoit @enepanuy, 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENApaTOB I MEIULMHCKOTO
IIPUMEHEHHUS B YIIaKOBKaX, [IpeIHA3HAYEHHBIX JJIs1 00pallleHns] B MHOCTPAHHBIX FOCYAapCTBax, B Cllydae
neeKTypbl JEKapCTBEHHBIX IpPENapaTOB WM pUCKAa €€ BO3HUKHOBEHMSI B CBSI3U C BBEJECHHUEM B
otHomeHun Poccniickoit denepannyi OrpaHUYNATEIBHBIX MEP 3KOHOMHUYECKOTO XapaKTepa MpU yCIOBUU
COOTBETCTBUSI BBO3UMBIX JIEKAPCTBEHHBIX IIPENapaToB TPeOOBaHUSAM, YCTaHOBJIEHHBIM IpU UX
perucTpanuy, 3a UCKIIOUEeHHEeM TpeOOBaHMN K MEpPBHUYHON YHMaKOBKE, BTOPHUUYHON (IIOTPEOUTENHCKOM)
yIaKOBKe, a TaKkKe NpU HaJIMYUM Ha BTOPUYHOU (MOTPEOMTENBCKOW) YMAaKOBKE JIEKapCTBEHHBIX
MPerapaToB, HAXOMAIIUXCA B OOpaIleHUH, CaMOKJICSIICHCS ITHKETKH, CoJepKalleil MHPOpPMAaLUIo O
JIEKAPCTBEHHOM IIpEIapaTe Ha pyCCKOM SI3BIKE.

(uactp 3.2 BBeneHa denepanbHbIM 3aK0HOM 0T 26.03.2022 N 64-03; B pea. PenepalibHOTO 3aKOHA OT
19.12.2022 N 519-®3)

4. B Poccuiickyro denepanuro MOXXHO BBO3HTH JIGKAPCTBEHHBIE CPEICTBA, KA4eCTBO KOTOPBIX
MOJTBEPKIECHO  CEpTHU(PHUKATOM  MPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB,  YAOCTOBEPSIIOIIUM
COOTBETCTBHE BBO3HMMBIX JIEKAPCTBEHHBIX CPEICTB TpeOoBaHMSAM (hapMaKONEWHBIX cTaTe b0 B
CJIydac ux OTCyTCTBUSA HOpMaTHBHOfI JOKYMCHTAlIUU UJIM HOPMATUBHOI'O JOKYMCHTA.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

5. 3ampemiaercss BB03 B Poccuiickyro ®Deaepanuio (panibCHPUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEeICTB, HETOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-D3)

6. ®anbcu(UIMPOBAHHBIC JIEKAPCTBEHHBIE CPEACTBA, HEIOOPOKAYECTBEHHBIC JICKAPCTBEHHBIE
CpencTBa MOJUIEKAT M3BATUIO M IOCIEAYIOIIEMY YHUYTOXKEHUIO WM BbIBO3Yy U3 Poccuiickoit
Oenepanyu, KOHTpadaKkTHBIE JEKapCTBEHHBIE CPEJCTBA - U3BATHIO U MOCIEAYIOIIEMY YHUUYTOKEHUIO.
VYHuuToXkeHue min BeiBo3 U3 Poccuiickoit denepanun danbcuuuupoBaHHbIX JIEKAPCTBEHHBIX CPEICTB,
HEI00pOKAYECTBEHHBIX ~ JIEKAPCTBEHHBIX  CPEJICTB, KOHTPa(aKTHBIX  JIEKAPCTBEHHBIX  CPEJCTB
OCYIIECTBIIIETCS 32 CUET JIMIA, OCYIIECTBUBILIEIO HUX BBO3. [lOpSA/IOK YHMUYTOKEHHUS H3BATHIX
(banbCcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB ycTaHaBnuBaercs [IpaButenscTBoM Poccuiickoir deneparum.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

7. Jluma, ocymecTBisAomue BB03 B Poccmiickyto @Dexpepanuio  panbcHpUIITPOBAHHBIX
JEKapCTBEHHBIX  CPEJICTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpadaKTHBIX
JIEKAPCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C TAMOKEHHBIM 3aKOHOJIaTE€IbCTBOM
TamokeHHOT0 cOr03a U (WJIK) 3aKOHOJaTeNLCTBOM Poccuiickoit depepaninn 0 TaMOKEHHOM JIEJie.

www.consultant.ru Crpanvua 107 n3 143
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=384504&amp;date=25.03.2023&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=420491&amp;date=25.03.2023&amp;dst=100052&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=431477&amp;date=25.03.2023&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=412685&amp;date=25.03.2023&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=434564&amp;date=25.03.2023&amp;dst=100025&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=286532&amp;date=25.03.2023&amp;dst=100828&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=286532&amp;date=25.03.2023&amp;dst=100829&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=362650&amp;date=25.03.2023&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=286532&amp;date=25.03.2023&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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

8. BbIBO3 JlekapcTBEHHBIX cpeAcTB U3 Poccuiickoii deaepanuu ocymiecTBisercss 6e3 MpuMeHEHHs
OTpaHUYEHUI, YCTAaHOBJIEHHBIX TAMOXEHHBIM 3aKOHOJATEIbCTBOM TaMOMKEHHOro coro3a U (WiIn)
3aKoHO/IaTenbCTBOM Poccuiickoit ®Penepanuu 0 rocyJapCTBEHHOM PETYJIMPOBAHMM BHEIIHETOPTrOBOMN
NeSITeIbHOCTH.

(B pen. ®enepanpHbix 3aKk0HOB OT 06.12.2011 N 409-@3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-03)

9. BBoa B rpaxkaaHCKuii 000pOT JEKApPCTBEHHBIX MpPENapaToB AJIs MEAUIMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro @Denepanuio, OCYHISCTBISACTCS C  COONIOJACHHEM TpPeOOBAHMUIA,
YCTAHOBJIEHHBIX cTaThel 52.1 Hactosmero deaepanbHOro 3aKOHa.

(gactp 9 BBenena denepanbHbM 3aK0HOM OT 28.11.2018 N 449-D3)

Koncynbrantllmoc: npuMeyanue.
C 01.09.2023 ct. 47 nononasiercs 4. 10 (@3 ot 02.07.2021 N 317-D3). CMm. Oyay1nyro peaakiui.

Cratba 48. Opuanyeckue nuua, KOTOpbIM pa3pelweH BBO3 JleKapCTBEHHbIX
cpeactB B Poccunckyro Penepauuio
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBennsle cpenctBa B Poccuiickyro deneparuto MOryT BBO3UTH:
(B pen. deaepanbuoro 3akoHa ot 06.12.2011 N 409-D3)

1 ) IMPOU3BOAUTCIIN  JICKAPCTBCHHBIX CPCACTB  IJIA ueﬂeﬁ COOCTBEHHOTO IIpOU3BOJACTBA
JICKApCTBCHHBIX CPCACTB;

2) WHOCTpaHHBIE pa3paOOTYMKH JIEKAPCTBEHHBIX CPEJICTB M WHOCTPAHHBIC IPOU3BOAUTEIN
JIEKapCTBEHHBIX CPEACTB WM JApyrue IOpUAMYECKHE JIMIAa [0 TOpPYYEHHIO0 pa3padoTyuka
JIEKapCTBEHHOI'O CPEACTBA JJIsl NMIPOBEJACHUS KIMHUYECKUX HCCIEeI0BAaHUI JIEKapCTBEHHOTO Ipernapara,
OCYIIECTBJICHUS!  TFOCYJApCTBEHHON  perucrpalyu  JIEKapcTBEHHOIO  Ipernapara,  BKIIOYEHUS
(dapmaiieBTHUECKON CyOCTaHIIMM B TOCYIapCTBEHHBI pPEecTp JIEKAPCTBEHHBIX CPENICTB, KOHTPOJISI
KauecTBa JICKAPCTBEHHBIX CPEJICTB MIPU HAJTMYUU Pa3pelIeHUs YIIOJTHOMOUYEHHOTO (peiepalbHOTO OpraHa
HCIIOJIHUTEJILHOM BJIACTH HAa BBO3 KOHKPETHOM IMapTHH JIEKAPCTBEHHBIX CPE/ICTB;

3) opranu3anuy ONTOBOM TOPrOBIIM JEKAPCTBEHHBIMU CPEACTBAMY;

4) Hay4yHO-HCCIIEOBATEIbCKUE OpraHu3aluy, o00pa3oBaTeNbHbIE OpPraHU3alMd  BBICILIETO
00pa3oBaHMs, MPOM3BOANUTENHN JICKAPCTBEHHBIX CPEACTB JUIA Pa3pabOTKH, HMCCIIEAOBAHUI, KOHTPOJIS
0e30MmacHOCTH, KadecTBa, S(PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB TPH HAIMYUU pa3peIleHHs
YIOJIHOMOYEHHOTO (heiepalibHOTO OpraHa UCIIOJHUTEIbHOMN BIIACTH;

(B pen. ®enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

5) MeTUIIMHCKHE OpTaHU3aIMH, UHBIE YKa3aHHbIC B MyHKTaxX | - 4 HacTOsIIEH cTaThl OpraHU3aluU
JUIE OKa3aHWsl MEIUIIMHCKOW IOMOIIM I10 JKW3HEHHBIM IIOKAa3aHUSM KOHKPETHOTO MAalMeHTa IpU
HAJIMYUH Pa3pelleHHus] YIMOJHOMOYEHHOTO (eepaJbHOr0 OpraHa HMCHOJIHUTEIBHOM BIACTH HAa BBO3
KOHKPETHOW TapTHUH JIEKAPCTBEHHOTO Mpemnapara, BBIJAHHOTO B YCTAHOBJIEHHOM Iopsjake B (opme
3JIEKTPOHHOI'0 JIOKYMEHTA, MOJIMUCAHHOTO YCUJICHHOM KBaTM(UIIMPOBAHHON 3JIEKTPOHHOM MOANHUCHIO;
(B pen. @enepanbHoro 3akoHa ot 12.03.2014 N 33-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Koncynsrantllntoc: npumeuanue.
C 01.01.2024 1. 6 ct. 48 yrpaunsaet cuity (P3 ot 27.12.2019 N 475-D3).

6) rocyJapCTBEHHbIE YHUTAPHBIC OPEANPUITHS, UMYIIECTBO KOTOPHIX HAXOAUTCS B (eiepabHOM
coOcTBeHHOCTH, ompenensemble [IpaBurensctBoM Poccuiickoit ®enepanuu, B YacTh BBO3a B
Poccuiickytro ®enepanuio HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, COJAEPKAIIUX
HapKOTUYECKUE CPEACTBA WJIM TMCUXOTPOIHBIE BEIIECTBA, /I OKa3aHUS MEIUIIMHCKOW IMOMOIIM IO
YKU3HEHHBIM MMOKAa3aHUSIM KOHKPETHOTO MAIlMeHTa WIIA TPYIIIIHI MAIMEHTOB B COOTBETCTBUU C 4acThio 3.1
cratbu 47 Hacrosero GeaepaibHOTrO 3aKOHA.

(. 6 BBenen denepabHBIM 3aK0HOM OT 27.12.2019 N 475-D3)

Cratba 49. [lokymMeHTbl, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccunckomn
denepaumnm npu BBO3e NeKapCTBeHHbIX cpeacTB B Poccunckyro ®eapepauyuto
(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Ilpu BBO3e JekapCTBEHHBIX cpeacTtB B Poccuiickyro ®enepanuio B TaMOKEHHBIE OPIaHbI
Poccuiickoit ®enepanuu  Hapsny C JOKYMEHTaMH, NPEACTABICHHE KOTOPBIX IMPEITyCMOTPEHO
TAMO>KEHHBIM 3aKOHOJATeIhCTBOM TaMOXKEHHOTO cO03a U (MIM) 3aKOHOAATEIhCTBOM Poccuiickoi
denepanuy 0 TAMOKEHHOM JIE1€, IPEACTABIISAIOTCA CIEAYIOIME TOKYMEHTHI:

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) cepTudukaT NPOU3BOIUTENS JICKAPCTBEHHOTO CPEJICTBA, YAOCTOBEPSIONMIUNA COOTBETCTBHE
BBO3MMOI'O JIEKAPCTBEHHOTO CpeAcTBa TpeOoBaHUSM (apMakoneiiHOW cTaTbu OO B cioydyae ee
OTCYTCTBHSI HOPMAaTUBHOW JOKYMEHTAIIMU I HOPMATUBHOIO TOKYMEHTA;

2) paspelieHHe YMOJIHOMOYEHHOro (heepaJbHOr0 OpraHa HCHOJHHUTEIbHOM BIacTW Ha BBO3
KOHKpPETHOH MapTUU JIEKaPCTBEHHOI'O CPEACTBA B CIlIydasiX, YCTAHOBJIEHHBIX 4YacTbio 3 cTtarbu 47
HacTosAuero PeneparbHOrO 3aKOHa.

2. JIOKyMeHTBI, yKa3aHHble B NyHKTax | W 2 vactu | HacTosiel CTaTbu, NMPEICTABISAIOTCS B
TaMOXeHHbIe opraHbl Poccutickoii denepaiuu npu TpUOBITHN JIEKAPCTBEHHBIX CPEACTB B Poccuiickyro
denepauuro.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbsa 50. BB0o3 nekapcTtBeHHbIX npenapatoB B Poccuickyro depepaumio ans
JINYHOrO UCMNOSMIb30BaHUA U WUHbLIX HEKOMMEpPYeCKUX Uueren, a Takke Aansa
MCNONIb30BaHUA Ha TEPPUTOPUN MEXAYHAPOAHOro MeAULMHCKOro Knacrepa
(B pen. ®eaepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, o1 29.06.2015 N_160-D3)

1. JlekapcTBeHHBIE TmpemapaTbl MOTYT ObITh BBe3eHbl B Poccuiickyro denepammio 6e3 ydera
TpeOOBaHUM, MPEAyCMOTPEHHBIX uacTamMu | - 4 cratebu 47, crateimu 48 u 49 Hacrosmiero
denepanbHOro 3aK0HA, €CJIM OHU MPEIHa3HAYEHBI JJIS:

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) TMYHOrO MCHOJIB30BAHUS (U3UUECKUMHU JUIAMHU, NpHObBIIMME B Poccuiickyro ®enepauuto.
IIpu »>toM BBO3 B Poccuiickyro @exnepanuio JIEKApCTBEHHBIX IPENAPATOB, COIAEPIKALIUX
CWJIBHOACWUCTBYIOLIME W (WMJIM) SJAOBUTHIE BEILIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B CIIMCOK
CHWJIBHOACHUCTBYIOIUX BEIIECTB IS LIEJICH yroJIOBHOIO 3aKoHoAarenbcTBa Poceniickon denepannu u B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

CIHMCOK SJOBUTBIX BEIIECTB ISl LieJIed YroOJIOBHOIO 3aKoHojaTenbcTBa Poccuiickoit ®enepanum,
yTBepxkaeHHbIe [IpaBurenscTBoM Poccniickoit @enepannn, OCyIECTBIAECTCS IPU HAIMYUU JOKYMEHTOB
(3aBEpEHHBIX KOMMM JOKYMEHTOB WJIM 3aBEPEHHBIX BBIIIMCOK M3 HMX), HOATBEP/KIAIOLINX Ha3HAUECHUE
¢u3nvYecKkoMy JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX NpEnapaToB (32 HCKIIOYEHHEM JIEKapCTBEHHBIX
MpenaparoB, 3aperucTpupoBaHHbIX B Poccuiickori denepammu U ormyckaeMblx B Poccuiickoi
Qenepan  0e3 penenTa Ha JIeKapcTBEHHBbIM mpemnapar). [loaTBepxaaromue AOKYMEHTBI (HUX
3aBEpPEHHbIC KONUU WUJIM 3aBEPEHHBIC BBIMUCKHU U3 HUX) JIOJKHBI COAEPKATh CBEACHUS O HAUMEHOBAHUHN
U KOJIMYECTBE HA3HAYCHHOIO JICKapCTBEHHOIO Iipenaparta. B cilydae, eciiM NOATBEpXKAAOLIUE
JIOKYMEHTBI (MX 3aBEPEHHbIE KON WM 3aBEPEHHBIE BBIIMCKH U3 HMX) COCTaBJIEHbl HA MHOCTPAaHHOM
SI3bIKE, K HUM IIPUJIaraeTcs HOTapUaJIbHO 3aBEPEHHBIN IIEPEBOJ] HA PYCCKUN SA3BIK;

(n. 1 B pen. ®exnepanbHoro 3akona ot 02.06.2016 N 163-03)

2) HWCMOJb30BaHMsS PaOOTHUKAMH JTUIIOMATHYECKOTO KOpPIyca WM  TMPEICTABUTEISIMHU
MEXKIYHAPOAHBIX OpraHu3aluii, akKpeIuToBaHHbIX B Poccuiickon denepanny;

3) neuyeHHs MAacCaXUPOB M UYJICHOB SKUIAXEHW TPAHCIOPTHBIX CPEJACTB, MOE3IHBIX Opurag u
BOJIUTEIICH TPAHCTIOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyio deneparuio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) neyeHus: y4aCTHUKOB MEKIYHAPOIHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPOIPHUITHI U YYaCTHUKOB
MEXIyHapOIHbIX dKCIIEIULUH;

5) neuyeHMs KOHKpPETHBIX JKMBOTHBIX B 300MapKax, 300cajaX, LUpKax, OKeaHapuyMax,
nenb(UHApUAX, JEUCHHUS IUKUX J>KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACEJSIOIIUX TEPPUTOPHIO
Poccuiickoit dexepannu, HaXOIANIMXCS B COCTOSIHUM €CTECTBEHHOM CBOOOJIBI M NMPHHAICKAIINX K
BUIaM, 3aHeceHHBIM B KpacHyro kuury Poccwiickoii @enepanuu u (Win) KpacHble KHUTH CYyOBEKTOB
Poccuiickoit @enepannu, a Takke KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuio st ydyacTusi B
CIIOPTUBHBIX U 3PEIHUIIHBIX MEPOIPUITHIX;

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) MCIIOJIB30BaHMS HA TEPPUTOPHU MEXKTYHAPOAHOTO MEAUIIMHCKOTO KIlacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B ciayuasx, npeaycMOTpEHHBIX 4acTbio | HacTosIiel craTtbu, Jomyckaercss BBo3 B Poccuiickyto
denepanuio JIEKapCTBEHHBIX MTPENapaToB, HE 3apErUCTPUPOBAHHBIX B Poccuiickoit @enepannu.
(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

3. JlekapcTBEHHBIE TIpETIapaThl, IpeJHa3HAYCHHBIE AJI1 TYMaHUTAPHON MOMOIIH (COACHCTBUS) UITU
MOMOIIIM TpPU Ype3BbIYAMHBIX CUTyalusix, BBo3ATca B Poccuiickyto ®enepauuio B MOPSOKE,
yctaHoBieHHOM [IpaButenbctBom Poccuiickoit ®enepanuu. 3anpemniaetcss BBo3 B Poccuiickyro
denepaniio  HE3aPETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  MPENapaTroB, MpPEIHA3HAYCHHBIX IS
TYMaHUTApPHOW MTOMOIIHU (COMNCUCTBUS) HIIA TTOMOIIHN MTPU YPE3BBIYAMHBIX CUTYaIIUSIX.

(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 51. CotpyaHuyecTtBO dhepgepanbHOro opraHa MCNONHUTENILHOW BRacTy,
YMNOJIHOMOYEHHOro B 00OnacTu TaMOXEHHOro pena, M ApYyrux YNOJTHOMOYEHHbIX
cdenepanbHbIX OpraHoB UCMONHUTENBHOW BRacTu

1. VYmomHOMOYEHHBIE (bez[epaanLIe OpraHbl HCIIOJIHUTEILHON BJIACTH OpeaoCTaBIAIOT B
PacCropsAKECHUC (bez[epanLHoro opraHa HUCIIOJTHUTEIbHOMN BJIaCTH, YIOJHOMOYCHHOI'O B obnactu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

TaMOXXEHHOT'0 J1eJ1a, I'OCYJapCTBEHHBIN pPEeecTp JEKapCTBEHHBIX CPEIACTB, a TaKkKe HHPOPMALUIO O
BBIIAHHBIX pa3pelIeHUsIX Ha BBO3 KOHKPETHOM NIApTUM JIEKAPCTBEHHBIX CPEICTB B CiIydasX,
YCTaHOBJIEHHBIX 4acTblo 3 cTaThy 47 HacTosiero denepabHOTO 3aKOHA.

2. ®enepanbHBI OpraH WCHOJTHHUTEIBHOW BIIACTH, YIOJIHOMOYEHHBIH B OOJIACTH TaMO>KEHHOTO
nena, nHQOpPMHUPYET YKa3aHHbIE B 4acTU | HacToOsIIEH CTaThU YIOJIHOMOYEHHBIE (efiepanbHbIe OpraHbl
HCIIOJIHUTEIIBHOM BJIACTH O BBO3€ JIEKApCTBEHHBIX cpeacTtB B Poccuiickyro Penepanyio U BbIBO3E
JeKapCTBEHHbIX cpelcTB U3 Poccuiickoit denepanyu no ¢popme M B HOPSJIKE, KOTOPbIE YCTAaHOBIICHbI
IIpaBurensctBoM Poccuiickoit deneparnun.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Maea 10. PAPMALEBTUYECKAA OEATEJIBHOCTDb
Cratba 52. OcyuwecTBneHue ¢papmMmaueBTUHECKON AEATENIbHOCTH

1. ®apmaneBTHyecKass MAEITEIbHOCTh OCYLIECTBIISETCS OpraHM3alMsIMM ONTOBOH TOPIOBIU
JIEKapCTBEHHBIMH ~ CPEJICTBAMH,  alTeYHBIMH  OpPraHU3AlMSIMH, BETEPUHAPHBIMHA  ANTEYHBIMHU
OpraHM3alysIMH,  WHAMBUAYAIbHBIMU  TpEANPUHUMATENSIMH,  HUMEIOIIMMHU  JIMIEH3UI0  Ha
(bapMaleBTUUYECKYIO JESITEIbHOCTh, MEIUIUHCKMMU OpraHu3alsIMM, HMEIOLUMH JIMIEH3UI0 Ha
(bapMaeBTUYECKYIO JESITEIbHOCTh, M MX O00O0COOJIEHHBIMHU MOApa3AeieHUAMU (aMOyIaToOpUsIMH,
¢denpamepckuMu ¥ (PeTIbAIIEPCKO-aKyIIEPCKUMUA  IIYHKTAaMH, LEHTpamMHu (OTAETICHUAMHU) oOmIei
BpaueOHOH (CeMeHHON) MPAaKTUKM), PACIIONOKEHHBIMH B CEILCKUX HACEICHHBIX IyHKTAaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIE OpraHU3allMy, U BETEPUHAPHBIMU OPraHU3alUsIMU, UMEIOLUIUMH JIMLIEH3UIO Ha
(hapMareBTHUECKYIO IeSITEIbHOCTb.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

2. ®uspyeckue JHLAa MOTYT OCYHIECTBIATH (apMalleBTUYECKYIO NESATEIbHOCTh MPU HAIWYUU
BBICIIIETO WJIM CPEAHEro (hapMaleBTHUECKOro 00pa3oBaHus U cepTU(UKATA CTICUATNCTA, BBICILIETO WU
CPEIHEro BETEPHHAPHOTO 00pa30BaHUs U CepTH(HKATA CIICIUATNCTA, a TAK)KE BBICIIETO MM CPETHETO
MEIHUIIMHCKOTO 00pa30BaHusl, CepTH(HKATa CHEIHATNCTa W JOMOJHUTEIBHOTO MPO(ECCHOHATBHOTO
00pa3oBaHMsI B YaCTH PO3HUYHOHN TOPTOBIIM JICKAPCTBEHHBIMH TIperiapaTaMy MPH YCIOBUU UX paOOTHI B
000C00JIEHHBIX MOAPA3ACICHUAX MEJUIIMHCKUX OpPraHU3alui, yKa3aHHbIX B 4aCTU 1 HACTOSIIEH CTaThH.
(uacts 2 B pen. @enepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynsrantllntoc: npumeuanue.

JlexapcTBEeHHBIE MpenapaThl Uil MEAULIUHCKOTO MPUMEHEHHUs], BBEICHHBIE B TPaXKJaHCKUI 000pOT 10
29.11.2019, noxanexaT XpaHEHUIO, NEPEBO3KE, OTILYCKYy, peaju3aluy, Iepeaade, MPUMEHEHUIO /10
ucreyeHus: cpoka ux rogHoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBog B rpaxgaHCKun oOOGOpPOT neKapCTBEHHbIX MpenapaTtoB AnA
MegULUHCKOro NPpUMeHeHus
(BBenena ®PenepanbHbIM 3akoHOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJIOM B IPpaKIaHCKHI 00OPOT KaKIIOM CEpUU MIIM KaXKIOW MapTHU MPOU3BEICHHOTO B
Poccuiickoit  ®enepanuu  JIEKApCTBEHHOTO IIpemapara i  MEIWIMHCKOTO TPUMEHEHHUs, 3a
UCKITIOYCHHEM HMMMYHOOUOJIOTMYECKUX  JIGKAPCTBEHHBIX MpPENapaTtoB, MPOU3BOJUTENb  TaKOTO
JIEKapCTBEHHOTO Iperapara TpeAcTaBiIsieT B (eaepanbHbli OpraH HMCIOJHUTEIBHOM BIACTH,
OCYIICCTBIISIONMN (QYHKIMM TI0O KOHTPOJIO H HAA30py B cdepe 3ApaBOOXpaHCHHS, ITOKYMEHT
MIPOU3BOUTEISI JICKAPCTBEHHOTO CPEACTBA, MOATBEPKIAIOIINNA KAaYECTBO JICKAPCTBEHHOTO Mpemnapara, u
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

NOATBCPIKACHUC YIIOJITHOMOYCHHOI'O JiMa MPOU3BOAUTEIA JICKAPCTBCHHBIX CPEACTB COOTBCTCTBUSA
JICKApCTBCHHOT'O ITpCIiapaTa Tpe60BaHI/I$IM, YCTaHOBJICHHBIM IIpH €T'0 FOCY[[apCTBeHHOﬁ pEerucTpanuu.

2. Ilepen BBOJOM B TIpaKJaHCKUN OOOPOT Ka)JOH CEpUU WM KaXKI0Ml MapTMM BBO3MMOIO B
Poccniickyro ®enepanuio JIEKapCTBEHHOTO Mpernapara sl MEAMIMHCKOrO NPUMEHEHUs, 3a
UCKITIOYEHHEM MMMYHOOMOJOTHYECKHUX JIEKAPCTBEHHBIX IMPENapaToB, OpraHU3alysl, OCYIIECTBIISIONIAs
BBO3 JIEKapCTBEHHOIo mpenapaTta B Poccuiickyto ®dexnepauuio, npeacTaBiser B ¢enepaibHblil opran
UCTIOJHUTENIBHOM  BJIACTH, OCYUIECTBISIOMMN (YHKIMM 10 KOHTPOJIK W HAA30py B cdepe
3IpaBOOXPAaHEHMs, CEePTHU(PUKAT TMPOU3BOJAUTENS JIEKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIOIIUI
COOTBETCTBHE BBO3MMOTO JICKAPCTBEHHOTO Ipernapara TpeOoBaHHSIM (apMaKONeHHON cTaTbu, a B
cilydae OTCYTCTBUs (papMakomeitHOW cTaThu TpeOOBAHWSIM HOPMATHBHOW JOKYMEHTAllUH, |
MTOATBEPKJICHUE MPEACTABUTENSI OPTaHU3aLMN, OCYLIECTBISIONIEH BBO3 JIEKAPCTBEHHOIO Iperapara B
Poccuiickyro @Denepanyio ¥ yINOJIHOMOYEHHOM WMHOCTPAHHBIM IIPOM3BOAMTEIEM JIEKApPCTBEHHBIX
CpEeZCTB, COOTBETCTBUS BBO3UMOI'O JIEKAPCTBEHHOTO MpenapaTa TpeOOBaHUAM, YCTAaHOBJICHHBIM IIPH €T0
roCyJapCTBEHHOM PErUCTPALUU.

3. IlopsioK NpeCTaBIEHUS B COOTBETCTBUU € YacTAMU | M 2 HACTOALIEH CTaTbU JOKYMEHTOB U
CBEICHMI O JIEKapCTBEHHBIX Ipenaparax, BBOJUMBIX B TIpakJaHCKUN OOOpOT, yCTaHaBIUBAETCS
[IpaBurenscTBOM Poccuiickoit deneparum.

4. B OTHONIEHHWH TMEPBBIX TPEX CEPUN WIM MapTHUH JIEKAPCTBEHHOI'O Ipernapara, BIEPBbIC
npousBeZieHHOro B Poccuiickon Penepauuu uiav BrepBeie BBO3UMOro B Poccuiickyro Penepanuio, B
(denepanbHBI OpraH UCTIOTHUTEIHFHON BIACTH, OCYIIECTBISIOMUN (PYHKIIUU M0 KOHTPOIO U HAA30PY B
chepe 3IpaBOOXpPAHEHUS, IOMOJHUTEIBHO TMPEJCTABISICTCS MPOTOKON HCIBITAHUNA O COOTBETCTBUU
CepUM WM TapTUU JIEKAPCTBEHHOrO TMpenapara g MEIHMIMHCKOrO NPUMEHEHUS IOKa3aTessaM
KadecTBa, MPEIYyCMOTPCHHBIM HOPMATHBHOW JOKyMEHTAIlMeH (7majee - MPOTOKOJ WCIBITAHUMN),
MIPOBOJIUMBIX AKKPEIUTOBAHHBIMU B COOTBETCTBHHU C 3aKOHOAATENbCTBOM Poccuiickoii deneparun o6
aKKpeIUTAallud B HAIIMOHAIBHON CHCTeME aKKpeauTanuu ¢eaepantbHbIMU  TOCYIapCTBEHHBIMU
OIOPKETHBIMU YUPEIKICHHUSIMH, TIOJJBEIOMCTBEHHBIMH (heiepaibHOMY OpraHy MCTOTHUTEIbHOM BIACTH,
OCYHICCTBIISIONMIEMY (YHKIIMM TI0O BBIPAOOTKE H peaju3aliid TOCYyJapCTBEHHOW TIOJHTUKH U
HOPMAaTHUBHO-TIPAaBOBOMY pETYJIMpPOBaHUIO B cdepe 3apaBoOXpaHeHUs, W QeAcpaTbHOMYy OpraHy
WCTIOTHUTEIIBHOW BIIACTH, OCYIIECTBISAIONMIEMY (YHKIIMM TI0O KOHTPOJIK W Ham3opy B cdepe
3npaBooXpaHeHus. [1ops/iok BbIAAYM yKa3aHHBIMH (DellepaibHBIMH TOCYJapPCTBEHHBIMH OFOJKETHBIMHU
YUPEXKIACHUSIMUA JAHHOTO TMPOTOKOJAa M pa3Mep IUIaThl 3a €ro BblJayy yCTaHaBIMBAKOTCS
IIpaBurensctBoM Pocculickoit deneparuu.

5. ExeronHo He no3nHee | ¢eBpains Mpou3BOAUTENN JIEKAPCTBEHHBIX CPEACTB MIIM OpraHU3alluy,
OCYLIECTBIIAIOIME BBO3 JIEKAPCTBEHHBIX npenaparoB B Poccuiickyro denepanuro, MpeacTaBisioT B
(denepanbHbIN OpraH UCHIOTHUTENBHOM BIACTH, OCYUIECTBIISIOMUN (PYHKIIUN 110 KOHTPOJIIO U HAA30pY B
cdepe 3ApaBOOXpaHEHUs, IPOTOKOJ MCIIBITAHUI MOCTYIHMBILErO B TEYCHHUE I'O/la B IPaXIaHCKUI 000pOT
JICKapCTBEHHOT'O TIpernapara KOHKPETHOrO MPOU3BOAMTENS (Ha OJHY CEpUI0 KaXJOro TOProBOTrO
HaMEHOBAHMA C yYETOM JIEKapCTBEHHOH (DOPMBI M JO3UPOBKH), MPOBOJUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUHM C 3aKOHOAATenbcTBOM Poccuiickoir ®exepannu 00 aKKpeOUTaLMU B HAIMOHAIBHOM
CUCTEME aKKpEIUTAIMH UCIIBITATEIbHBIMU J1a00paTOPUAMHU (LIEHTPAMHU).

6. IlpousBoauTenn JEKapCTBEHHBIX CPEACTB WIM OpraHU3ally, OCYIIECTBISIOININE BBO3
JIeKapCTBEHHbIX npenapatoB B Poccuiickyto denepanuio, He MEHee YeM 3a OAMH roJl JO IIaHUPYEMBIX
MIPUOCTAHOBJICHHUS] WM MpPEKpalleHHusl MPOU3BOJICTBA JIEKApCTBEHHBIX IpENapaToB WJIM UX BBO3a B
Poccuiickyto ®@enepanuio yBeAOMIAIOT 00 3TOM (eaepanbHblii OpraH MCHOJHHUTENIBHON BIacTH,
OCYIIECTBIISIOUINI (PYHKIHMU 1O KOHTPOJIO M HAI30py B cdepe 3ApaBOOXpaHeHUs U (eaepaibHbIi
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Oopran HUCITOJTHUTEILHOMU BJIacCTH, OCYI_HGCTBJIHI-OH_[I/Iﬁ CI)YHKI_[I/II/I M0 JIMLOCH3UPOBAHUIO IIPOU3BOACTBA
JICKApCTBCHHBIX CPCACTB.

7. BBoa B IrpaxkJaHCKM 00OOPOT Ka)I0M CEpUU WIM KaKJIO0W MapTUM MUMMYHOOHOJIOTMYECKOTO
JICKapCTBEHHOI0 Mpenapara, MNpous3BeneHHOro B Poccuiickon ®deaepaium WM BBO3UMOIO B
Poccuiickyto denepannio, OCyLIECTBISIETCS HAa OCHOBAaHUU pa3pelIeHMs], BBLUIAHHOIO (eaepaibHbIM
OpPraHOM MCIIOJHHUTEIBHON BJACTH, OCYILECTBIIAIOUIMM (YHKLUHU IO KOHTPOJIIO M Hau30py B cepe
3/IpaBOOXPAaHEHMs], HAa OCHOBAHUHU BBIJAHHOTO (peepantbHbIMU TOCYIapPCTBEHHBIMH OOKETHBIMHU
YUPEXKJIECHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOALIEH CTaTbM, 3aKIFOYEHHUS O COOTBETCTBUU CEPUM WU
NapTUH UMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO MpernapaTa TpeOOBaHUAM, YCTAaHOBICHHBIM TPH €TO0
rOCyJIapCTBEHHON peructpanuu. [1opsaok BIAaYM pa3pelieHus Ha BBOJ B TPXKJAHCKHA 000POT Cepuu
WIM TapTUd UMMYHOOHOJIOTMYECKOro JIEKapCTBEHHOIO IIpernapaTa, a TakkKe TMOpsI0K BblAaun
YKa3aHHOTO 3aKJIIOUEHUS W DpasMep IUIaThl 3a €ro BblJady yCTaHaBiIuBaroTca IIpaBurenbcTBoM
Poccuiickoit deneparum.

8. 3a HempenCTaBIIEHHWE WM HECBOEBPEMEHHOE IIPEJCTABJICHHWE JOKYMEHTOB U CBEJICHUH,
IIPEyCMOTPEHHBIX YacTsaMu 1, 2, 4, 5 u 6 HacToALIEH CTaTbU, IPOU3BOJAUTENH JIEKAPCTBEHHBIX CPEJICTB
W OpraHM3alHM, OCYIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX MpenaparoB B Poccuiickyro Denepanmro,
HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJaTeNbcTBOM Poccuiickort denepaiy.

9. IlpeacraBieHne AOKYMEHTOB M CBEJICHHH, MPEAYCMOTPEHHBIX YacTsaiMu 1, 2 u 4 Hactosiei
CTaThbU, W TMOJYYEHUE MPEAYCMOTPEHHOTO 4YacThl0 7 HACTOSALIEH CTAaTbU pa3pelleHUuss Ha BBOJ
MMMYHOOMOJIOTHYECKOTO JIGKAPCTBEHHOTO TpernapaTa B TpaKIaHCKUH 000poT He TpedyroTcs B
OTHOILIEHUU JICKAPCTBEHHBIX IMpENnapaToB, MPEIHA3HAUYCHHBIX JUJII TPOBEACHHS KIMHUYECKUX
HCCTIEOBAaHUI JICKAPCTBEHHBIX IPENapaToB, MPOBEIACHUS IKCIEPTU3BlI JIEKAPCTBEHHBIX CPEICTB IS
OCYIIIECTBIICHUSI TOCYAAPCTBEHHOM PETHCTPAllU JICKAPCTBEHHBIX IMPENapaToB, a TaKKe B OTHOIICHUH
HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpenapaToB, MPEIHA3HAYECHHBIX U1 OKa3aHUs MEIUIMHCKON
MOMOIIM IO >KM3HEHHBIM TOKA3aHHUSIM KOHKPETHOTO MAlMEHTa WIM TPYIIbl NAalMEHTOB, BBOBUMBIX B
Poccuiickyro @enepanuio B cOOTBETCTBUM ¢ vacTsMu 3 U 3.1 ctatbu 47 Hacrosuero denepaabHOTO
3aKOHa.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

10. Ilpu BBISIBICHHM B TpakJaHCKOM O0OpOTE CEepUM WU MapTUU JIEKApCTBEHHOTO Mpernapara,
JOKYMEHTBl U CBEACHHA O KOTOPBIX, NPEAYCMOTpPEHHbIE YacTaMu |, 2 W 4 HACTOALIEH CTaThbu, HE
NIPEJCTaBICHbl B (erepalbHblil OpraH MCIOJHUTEIbHON BIIACTH, OCYILECTBIISIONMN (QYyHKIUH 110
KOHTPOJIIO M Ha/A30py B cdepe 37ApaBOOXpaHEHus, TM00 CepUr WU MapTUU MMMYHOOHOJIOTHYECKOTO
JICKApCTBEHHOTO IIperapara, HEe HMEIOMUX pa3pelieHus Ha BBOJ B TPaXKAaHCKUH 000poT,
MPEyCMOTPEHHOIO YacThl0 7 HACTOSILEH CTaTbd, (elepabHbIl OpraH HCIOJIHUTEIBHON BIACTH,
OCYHIECTBISIONMN (QYHKIMM IO KOHTPOIIO M HAA30py B cdepe 31paBOOXpaHEHHUS, B MOPIIKE,
ycraHoBiaeHHOM [IpaButensctBoM Poccuiickoit ®epepanuu, IPUHUMAET PEIICHHE O INPEKpalleHUU
IpaXJaHCKOr0 000pOTa TakuX CEpUM WIM MapTHM A0 MPEJICTaBICHHs yKa3aHHBIX JOKYMEHTOB U
CBe/IeHU 100 MOTyueHHs YKa3aHHOTO pa3perieHHs.

Koncynprantlntoc: npumedyanue.
C 01.09.2023 nmoxyment pomonnsercs cT. 52.2 (@3 ot 02.07.2021 N 317-®3). Cm. Oyayuryio

PEAAKIINIO.

Cratba 53. Npopgaxa, nepeagaya nekapcTBeHHbIX CPeACTB OpraHM3auMsaMm onNnToBOM
TOProBIM NIeKapCTBEHHbIMU CpeacTBaMm
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

1. Opranuzanuu onToBOM TOPrOBIM JEKAPCTBEHHBIMH CPEJICTBAMU MOTYT OCYIECTBIIATH MPOJIAKY
JIEKAPCTBEHHBIX CPEACTB WIM II€peaBaTb MX B YCTAHOBIECHHOM 3aKOHOJATENbCTBOM Poccuiickoin
®denepanuu nopske (3a UCKIOYEHHEM (papMalieBTUUECKON CyOCTaHIIMK CIIUPTA STHIIOBOTO (3TaHOJA):
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 481-03)

1) ApyruM opraHusamusM ONTOBOW TOPrOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) mpOU3BOIUTEISM JIEKApPCTBEHHBIX CPEJICTB AJIS IeJiel TPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB;
3) anTeYHBIM OPraHU3ALUAM U BETEPUHAPHBIM alTeYHbIM OpTraHU3aIUsIM;

4) Hay4YHO-HCCIIEI0BATEIHCKUM OPTaHU3AIUSM ISl HAY9YHO-HCCIIEI0BATEBCKOM PabOTHI;

5) UHAMBUAYQJIbHBIM NPEANPUHUMATENSM, HMEIOLIUM JIMLIEH3UI0 Ha (QapMaleBTUYECKYIO
NEeATEIbHOCTD WIN JULEH3UI0 HA MEAUIIMHCKYIO E€ATEIbHOCTD;

6) MEOMLMHCKUM OpraHM3alusM, B TOM 4HCIE€ CO3JaHHBIM M 3aperMCTPUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOZATEIbCTBOM HWHOCTPAaHHOIO rocyzapcrtsa - wieHa OpraHuzanuu
9KOHOMHYECKOT0 COTPYIHUYECTBA U PA3BUTHS MHOCTPAHHBIM IOPUANYECKHUM JIMLAM, HHIUBUAYaIbHBIM
IIPEANPUHUMATENSM, SBIISIOIMMCS YYaCTHUKAMM IIPOEKTa B COOTBETCTBUU ¢ DenepabHbIM 3aKOHOM
"O MexayHapoJAHOM MEAMIIMHCKOM KJIacTepe M BHECEHMM M3MEHEHUU B OTJENbHbIE 3aKOHOJATEIbHbBIE
akTel Poccuiickoit @enepannn’, 1 BETEpUHAPHBIM OPTraHU3ALMAM;

(B pen. deaepanbHoro 3akoHa ot 26.07.2019 N 240-D3)

7) opraHuzanusM W UHAWBUIYAIbHBIM NpEANPUHUMATENSM, OCYIIECTBISIONIMM pa3BeleHuUE,
BBIpAIlUBaHUE U COJCP)KAHUE S>KUBOTHBIX (32 HCKIIOYCHHEM TPOJAXH UM (papManeBTHUYECKUX
CyOCTaHIMI WK UX TIepeayun).

(n. 7 B pea. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3aiy OINTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU HE BIIpaBE OCYIIECTBISATH
npojaxy (mepenady B YCTAHOBJICHHOM 3aKoHoJATenbCTBOM Poccuiickoit ®dexpepauuu mnopsiake)
(bapMareBTHYeCKON CyOCTaHIIMM CIIUPTA STHIIOBOTO (3TAHOJA).

(dacts 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

Cratbsa 54. [NpaBuna onToBOW TOProBsiv JIeKAPCTBEHHbIMU CpeaAcTBaMm

1. OnroBas TOpProBis JIEKAPCTBEHHBIMU CPEACTBAMH OCYILIECTBISETCA IPOU3BOAUTEIAMU
JICKapCTBEHHBIX CPEJCTB M OPraHU3alUsIMHM ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU CpPEACTBAMHU II0
[paBUIaM HaJIeKaIIed AUCTPUOBIOTOPCKON MPAKTUKU M IPAaBUIAM Ha/AJIeKalleld MPaKTUKU XpaHEHUS
" NCPCBO3KU JICKAPCTBCHHBIX MPCIIaApaTOB, YTBCPXKIACHHBIM COOTBCTCTBYIOIIHMMU YIOJHOMOYCHHBIMU
(beneparbHBIMU OPraHAMHU UCTIOTHUTEIILHOM BIIACTH.

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

2. OpFaHI/I3aHI/I${ OITOBOM TOProBJIx JICKAPCTBCHHBIMU CPEACTBAMU 00s3aHa CO6J'II-OI[aTB
NpEACIIbHBIC CPOKU OTTPY3KH 3ane6OBaHHBIX anTeyHou opraHmauI/Ieﬁ JICKApPCTBCHHBIX IIPCIIapaTOB
IJIE MCOAUIUHCKOTO IMPUMCHCHUA W HC BIIPABC OTKA3bIBATH anTe4yHou OopraHu3anuu, C KOTOpOﬁ Y HEC
3aKJIIO4YCH COOTBCTCTBYIOH_II/Iﬁ J0roBop O IMOCTaBKax JICKAPCTBCHHBIX IIPCHapaToB I MCAULMHCKOI'O
IMPUMCEHCHUA, B ITIOCTABKE JICKAPCTBCHHLIX IMPEIApaToB I MCAUIIMHCKOI'O MPUMCHCHUA MPU HAJTUYIUU
3ane60BaHHI)IX JICKApPCTBCHHLBIX IMPEnapaToB A MCAUIIMHCKOTO IPUMCHCHHA Y OpraHu3aluu OIITOBOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

TOPTOBJIM JIEKAPCTBEHHBIMU CpelcTBaMU. [IpenenbHble CPOKH OTTPY3KHM 3aTpeOOBaHHBIX aNTEYHOMN
OpraHM3aliel JIEeKapCTBEHHBIX IIPENapaTroB A MEIULUHCKOIO INPUMEHEHUS B 3aBUCHUMOCTH OT
pacrooKEeHUs MecTa OTIPY3KH JIEKapCTBEHHBIX MpPENaparoB Uil MEIULUHCKOIO IPUMEHEHUS
YCTaHABJIMBAIOTCS YIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM MCIIOJHUTEIbHON BIACTH.

(uacts 2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2022 N 64-D3)

Cratbs 55. Mopsaaok po3HUYHOW TOProBnU NeKkapcTBeHHbLIMU NpenaparaMm

1. Po3HMYHass TOPTOBIA JIEKAPCTBEHHBIMU IpenapaTaMd B KOJUYECTBAX, HEOOXOIMMBIX IS
BBITIOJIHEHUS] BpaueOHBIX ((eNbIIepCcKux) HAa3HAYeHWH WM Ha3HAYCHHWH CIEHUAIMCTOB B 001acTH
BETEpUHAPUH, OCYIICCTBISICTCS  aNTEYHBIMA  OpPTaHU3AIMsIMH, BETCPHHAPHBIMH  ANTCUYHBIMHU
OpraHM3alisIMHM,  UHAMBUAYAJIbHBIMU  MPEANPUHUMATENSIMH,  HUMEIOIIMMHU  JIMIEH3UI0  Ha
(hapMalleBTUUECKYIO ACSITeNbHOCTh, MEAMIIMHCKHUMH OpraHU3aldsM{, HMEIOMIMMH JUICH3UI0 Ha
(bapMaleBTUYECKYI0 JIeSITeIbHOCTh, M MX OO0OOCOOJICHHBIMHU MO/pa3feieHUAMU (aMOyIaToOpusiMH,
¢denpamepckuMu ¥ (PETBAMIEPCKO-aKyIIEPCKUMUA IIYHKTAaMH, LEHTpamMHu (OTAETICHHUAMHU) OOIIei
BpaueOHON (CeMENHHOI) MPAKTUKHU), PACIIOJIOKEHHBIMH B CEITbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIllT€UHBbIC OPTaHU3AIMNHU, ¥ BETCPHHAPHBIMH OPTaHU3AIHMSIMHU, UMCIOIIUMHE JINIICH3UIO Ha
(apMalleBTUUECKYIO JeATeIbHOCTh. Pa3pelieHa po3HUYHAs TOPIOBIS TOJNBKO JIEKAPCTBEHHBIMU
npernapaTamu, 3aperucTpupoBaHHbIME B Poccuiickoii denepalinu WM H3TOTOBIEHHBIMH aNTEYHBIMU
OpTraHHU3aIHIMH, BETEPHUHAPHBIMU anTeYHBIMH OpTraHu3aIUsIMHU, WHIAUBUAYATbHBIMU
NPEINPUHIMATEISIMYA, UMEIOIUMH JIMICH3UI0 Ha (apMaleBTUUYECKYIO IesSTelIbHOCTh. Po3HMUYHAs
TOPTOBJISI JIEKAPCTBEHHBIMU TIpenapaTamMH OCYIIECTBISIETCS MO TpaBHJIaM HaJUIeKalled anTeqHON
MPAKTHUKH, YTBEPKIACHHBIM YIIOJTHOMOYEHHBIM (e/IepaTIbHBIM OPTraHOM HCITOTHUTEIHHOHN BIIACTH.

(B pen. @eaepanbHbix 3akoHOB OT 25.11.2013 N 317-P3, o1 22.12.2014 N 429-D3)

1.1. Po3HuuHas TOProBis JIGKAPCTBEHHBIMU MpenapaTamMM Ui MEAULUHCKOIO MpHUMEHeHHs (3a
UCKJIIOYEHUEM JIEKapCTBEHHBIX IMPENapaToB, OTIIYCKA€MBIX 110 PELENTY Ha JIEKAPCTBEHHBIN Mpernapar,
HapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB M MCUXOTPOIHBIX JIEKAPCTBEHHBIX IPENApPATOB, a TAKKE
CIIUPTOCOEPIKAIUX JIEKAPCTBEHHBIX MPENapaTtoB ¢ O0OBEMHOM 0JIe ATHJIOBOTO CHUPTA CBBIIIE 25
MPOLIEHTOB) MOXET OCYLIECTBIIATHCA aNTEYHBIMU OPTaHU3ALMSIMH JTUCTAHIIMOHHBIM CIIOCOOOM.
Po3HMYHYIO  TOpPrOBIIO  JIGKADCTBEHHBIMM  IIpernaparamMd UId  MEAMLIMHCKOIO  IPUMEHEHUs
JUCTAHIIMOHHBIM CIOCOOOM MOTYT OCYULIECTBJIATH alTeYHble OpraHU3allii, UMEIOLIUe JIMIEH3UI0 Ha
(bapMaeBTUYECKYI0 JEATENbHOCTh UM COOTBETCTBYIOIIEE paspenieHue (eaepaabHOro opraHa
WCTIOJHUTENIBHOW BIIACTH, OCYIIECTBISIONIET0 (YHKIMM 10 KOHTPOJII0O W Ham3opy B cdepe
3npaBooxpaHeHusa. [lopsaok Bbemaum  paspemieHuss Ha OCYLIECTBICHUE PO3HUYHOW TOPTOBIH
JIEKapCTBEHHBIMU MpenapaTaMH JUCTAaHIIMOHHBIM CIOCOO0M, TpeOOBaHMS K alTEUHbIM OpPraHU3ALMSIM,
KOTOpBIE MOTYT OCYIIECTBJIATh TAKYIO TOPIOBJIIO, U IMOPAJOK €€ OCYLIECTBIICHUS, a TaKKe IpaBHia
JIOCTAaBKM JIEKAPCTBEHHBIX IPENapaToB IpaxkJaaHaM ycraHasiauBaroTcsi [IpaBurenscrBoM Poccuiickoit
Oeneparun. MHpopmalyst 06 orutadeHHbIX (OTHYIIEHHBIX) U MOJyYeHHBIX JIEKAPCTBEHHBIX Mpernaparax
BHOCUTCSI B CHCTEMY MOHMUTOPUHIA JIBUJKEHUS JIEKApCTBEHHBIX IIPENapaToB JUIsl MEIULIUHCKOIO
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. Buabl anTedHBIX OpraHW3aluid M [paBHiIa OTIyCKA JICKAPCTBEHHBIX MpPENapaToB JJis
MEJIHUIMHCKOTO TMPUMEHEHUS aNTeYHBIMU OPTraHU3AIUSMH, WHIUBHIYaTbHBIMU TPEANPUHHUMATEISIMH,
UMEIOIUMH  JIMIICH3UI0 Ha (apMaleBTUYECKYIO JEsITeNbHOCTh, a TaKKe TpaBuUiia OTIIyCKa
JIEKapCTBCHHBIX TIPEMapaTroB JUIsi MEAWIIMHCKOTO TMPUMEHEHHUS MEAWIMHCKIUME OpPTaHU3AIHSIMH,
UMEIONUMH  JIMIICH3WI0 Ha  (apMaleBTUYCCKYHO0  JEATeIhbHOCTh, W WX  000COOJICHHBIMU
moJipa3feliecHus MU (aMOyJIaTOPHsIMH, (PEITBIMICPCKAMIA U (PEITbIIIePCKO-aKYIIIEPCKUMH  ITYHKTAMH,
HeHTpaMu (OTIeJeHusIMU) o0IIeld BpauyeOHOW (CeMEWHON) MPAKTUKH), PACHOJIOKCHHBIMH B CEIIBCKUX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

HAaCEJeHHBIX IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE€YHbIE OpraHM3allH, YTBEPKAAIOTCS
YIOJIHOMOYEHHBIM (pe/iepaibHBIM OPraHOM HCTIOJIHUTEIILHOMN BIIACTH.
(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. [IpaBuia oTmycka HApKOTHYECKUX CPEJICTB U MCUXOTPOIHBIX BEIIECTB, 3apErUCTPUPOBAHHBIX B
Kaue€CTBC JICKAPCTBCHHBIX IMIPEIAapaToB, JICKAPCTBCHHBIX IIPCIapaToB, COACPKANIMX HAPKOTHYCCKUEC
CPEICTBa W TICHXOTPOITHBIC BEUIECTBA, YTBEPXKAAIOTCS YIOJHOMOYEHHBIM (eaepalbHbIM OpraHOM
UCTIOJTHUTENFHON BJIACTH IO COTJIACOBAHUIO C (pefepabHBIM OPraHOM HCIOJHUTEIBHOW BIACTH,
YIOJIHOMOYEHHBIM B cpepe BHYTPEHHHX JIeI.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-D3)

4. JlexkapcTBeHHBIE IpemapaThl [UIsl BETEPUHAPHOIO MPUMEHEHHs TMOAJIekKaT OTIYCKY
BCTCPHHAPHBIMH AINITCUHBIMU OpraHu3alusaiMK, BCTCPUHAPHBIMU OpraHu3aliuiaMH, WHAWBUAYAJIIBHBIMU
OPEANPUHUMATENSIMHE, HMCIOIMMH JIMIEH3UI0 Ha (apMaleBTHYECKYIO JAEATeNbHOCTh. OTIIycK
JIEKapCTBEHHBIX NpENapaTroB Ul BETEPUHAPHOTO INPHMEHEHHUS OCYIIECTBISIETCS B COOTBETCTBHHU C
NpaBUJIaMM HaJJIeKalled anTeyHOW TMpPaKTHKH JIEKAPCTBEHHBIX IpenapaToB Ui BETEPUHAPHOTO
MPUMEHEHHS, YTBEP>KACHHBIMU YIIOJTHOMOUEHHBIM (pe/iepaibHbIM OPraHOM UCIIOTHUTEIBHOM BIACTH.

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

5. llepeyeHb MEOUIIMHCKUX OpraHM3alMi, HMEIOMIMX JIMIEH3UI0 Ha (QapMaleBTUYECKYIO
NEeATEeIbHOCTh, W WX 000COONCHHBIX  TojmpasfeiacHuil  (amOymatopuii, QenpAmepckux u
(denpamepcKko-aKymepcKux MyHKTOB, IIEHTPOB (OTAeneHuit) o0mieil BpaueOHoM (ceMelHO) MPaKTUKH),
PAacIIoJIOKEHHBIX B CEIbCKUX HACEJICHHBIX MMyHKTaX, B KOTOPHIX OTCYTCTBYIOT alTeUHble OPraHU3aIiH, a
TaKXXe MepeueHb JIEKAPCTBEHHBIX MPENapaToB, Mpoiaxa KOTOPBIX MOXKET OCYLIECTBIIATHCS YKa3aHHBIMU
OpraHu3alsIME ¥ HX  O0OCOOJICHHBIMH  TIO/IpA3ACICHHUSMH, YCTAHABIMBAIOTCS  OpTraHaMH
WCTIOTHUTENIbHON BIIacTH cyObekToB Poccuiickoit deneparun.

(B pen. @eaepanbhbix 3akoHOB oT 25.11.2013 N 317-P3, ot 03.04.2020 N _105-D3)

6. AnrteuHble OpraHM3allM{, WHIWBHUIYAJbHBIE NPEANPUHUMATENH, HWMEIOIIKME JIMLEH3HI0 Ha
(bapMareBTUYECKYI0  JeSITeIbHOCTh, 00sf3aHbl oOecrneuynBaTh yTBEep)KIAeHHbIM [IpaBuTenbcTBOM
Poccuiickoit denepanyu 1 GopMHUPYEMBIN B YCTAHOBICHHOM MM HOPSJIKE MUHUMAIBHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX JJI OKa3aHUs MEAUIIMHCKON TOMOIIIH.

(uactsp 6 B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnredHsle OpraHM3allUM, WHAWBUAYaJbHbIC INPEANPHHAMATENN, HMEIOIINE JIMICH3HI0 Ha
(apManeBTHYECKYIO JEATeNIHOCTh, HapsAy C JIEKapCTBEHHBIMH I[IpernaparaMd HMMEIOT MpaBo
npuobperaTh W NpojAaBaTh, B TOM YHCJIE JUCTAHLMOHHBIM CIIOCOOOM, MEIUIMHCKHUE W3JeNus,
Ne3uH(UIUPYIONIUE CPEICTBA, MPEAMETHl U CPEACTBA JMYHOW THTHUEHBI, MOCYAY JUIS MEAMIIMHCKHIX
ueneﬁ, npeaMeTel U CpCACTBA, MPCAHA3ZHAYCHHBLIC [JIA YyXOJa 3a 6OJ'II)HBIMI/I, HOBOPOXACHHBIMUA H
ACTbMHU, HC JOCTUTIIHMMHU BO3pacCTa TPEX JICT, OUKOBYIO OIITUKY U CPCACTBA yXO/Ja 3a Heﬁ, MHHCPAJIBHBIC
BOJIBI, IPOJYKTHI JIEYeOHOT0, IETCKOTO M JTUETUYECKOTO MUTAHMs, OMOJIOTHYECKH aKTUBHBIC 100aBKH,
napQpoMepHbIe 1 KOCMETUYECKUE CPE/ICTBA, MEAUIMHCKUE U CAaHUTAPHO-TIPOCBETUTEIIbHBIC IeYaTHHIC
W3JaHKA, TIpeHa3HaYeHHbIE JJIs TIPOTIaran/ibl 3J0pOBOT0O 00pa3a KU3HHU.

(B pen. @enepanbHbix 3ak0oHOB OoT 27.07.2010 N_192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-D3)

8. JearenpHOCTh anteuHbix opranusannii Boopyxennbsix Cun Poccuiickonn ®enepanuu, Ipyrux
BOWCK, BOMHCKHX (DOPMUPOBAHHUI M OPraHOB, B KOTOPBIX 3aKOHOAATEIBCTBOM Poccuiickoit deneparun
MPEeIyCMOTPEHO MPOXOXKIACHHE BOEHHOW CIyXObl uiu (eaepaabHOW TOCYAapCTBEHHOM CIYKOBI,
CBSI3aHHOM C IPaBOOXPAHUTEIIBHON AESITENBbHOCTBIO, PErVIaMEHTUPYETCsl HacToAmmM PenepaibHbIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

3aKOHOM U YTBEP)KJICHHBIMH COOTBETCTBYIOIIMMHU (hefiepaibHbIMU OpraHaMH HCIIOJHUTEIbHON BIACTH
nojoxkeHusMu. KoHTposnb 3a coOnroieHMeM YKa3aHHBIMU aNTeYHbIMH OpPTraHU3alUsIMH TOJ0XKEHUH
Hacrosimero denepaabHOr0 3aKOHAa OCYIIECTBISIETCS COOTBETCTBYIOMIMMHU (hefepalbHBIMU OpraHaMu
HCIIOJTHUTEIBHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. Vrparui cuiy ¢ 1 ssuBaps 2021 roga. - ®eaepanbhsiii 3akoH ot 03.04.2020 N 105-D3.

KoncynprantlIntoc: npumeyanue.
C 01.03.2026 ct. 55.1 yrpauuBaet cuiy (@3 ot 20.10.2022 N 405-D3).

Cratba 55.1. lNMopsagok ocywecTBNeHUss PO3HUYHOU TOProBSIN JIeKapCTBEHHbLIMU
npenapatamMm AnNA MeAULUHCKOro MpPUMEHEeHUsl, OTNyCKaeMbiMU MO peuenty Ha
NeKapCcTBEHHbIN Npenapart, AUCTaHLUUOHHbIM CNOCOOOM

(BBenena denepanbHbM 3akoHOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roga no 1 mapra 2026 roma B ropone ¢enepaabHOro 3HAUYCHUS
Mockse, B benropoackoit nu MockoBckoil o00iacTsaX (fajee B HACTOALIEH CTaTbe - CYOBEKTHI
Poccuiickoit ®enepamnuun) mNpeaycMaTpUBAEeTCs TMPOBEICHHWE OJKCIIEPUMEHTa IO OCYIIECTBICHHIO
PO3HUYHOM TOPrOBIIH JIEKAPCTBEHHBIMU MpenapaTaMu JJsi MEIUIMHCKOIO IPUMEHEHUS, OTITyCKaeMbIMU
10 PELENTy Ha JEeKapCTBEHHBIH Mpenapar, IMCTAaHIMOHHBIM CIIOCOOOM (J1aee - SKCIEPUMEHT).

2. B paMKax 3KCIEpHUMEHTa €r0 YYaCTHHKH BIIpaBe TUCTAHIIMOHHBIM CIHOCOOOM OCYIIECTBIIATH
PO3HUYHYIO  TOPrOBJIIO  JIGKAPCTBEHHBIMH  MpenaparaMud JUisi  MEAMLHUHCKOIO  NPUMEHEHMS,
OTIIyCKAa€MBbIMU 10 PELENTy Ha JEKAapCTBEHHbII Ipenapar (B TOM 4ucie cOpMHUPOBAaHHOMY B (Gopme
JIEKTPOHHOI'O JOKYMEHTa B JIMYHOM KaOWHeTe TrpaxJaHuHa B (efepaJbHOH IoCyIapCTBEHHON
nHpopManmoHHO# cucteMe "EnuHbIi mopTan rocy1apcTBEHHBIX U MYHHUIIMITAIBHBIX yCIyT ((QyHKIHMA)"
U (WIM) Ha PETMOHANBHBIX MOPTalax roCyAapCTBEHHBIX U MYHUIUNAIbHBIX YCIYT) U BKIIOUYEHHBIMU B
[EpeYCeHb JICKAPCTBEHHBIX IMpErnaparoB M  (apMaKOTEeparneBTUUYECKUX TIPYNH  JIEKapCTBEHHBIX
IIpenapaToB, pa3pelIeHHbIX K pealu3alii B paMKax dKCIIEPUMEHTA, YTBEP)KIEHHBIA YIIOJIHOMOUYEHHBIM
(denepanbHbIM OpPraHOM HCIIOJHUTEIBHON BIAacTU (32 HCKIIOYEHHEM JIEKAPCTBEHHBIX IPEraparos,
COJIepKalIuX HapKOTHUYECKHE CPENCTBA, IICUXOTPOIIHBIE BEIECTBA U MX MPEKYPCOPBI, JIEKAPCTBEHHBIX
[IPEenapaToB, COAEPKAIUX CHIBHOJACHCTBYIOIINE BEIIECTBA, pagrohapMaleBTHUECKUX JEKAPCTBEHHBIX
[pernapaTroB, HMMYHOOHOJIOIMYECKHX JIEKAPCTBEHHBIX IPENapaToB, a TaKXKe JIEKapCTBEHHBIX
IIpEenapaToB, sl KOTOPBIX B COOTBETCTBMM C MHCTPYKIHUEH IO NPUMEHEHHUIO JIEKAPCTBEHHOI'O
IpernapaTa YCTAHOBJIEH TEMIIEPATypHbI peXuM XpaHeHUss Huwxke 15 rpaaycoB llenbcus,
CIIUPTOCOCPIKAIIUX JICKAPCTBEHHBIX MPENapaToB ¢ O0OBEMHOM OJIEH ATHJIOBOTO CHUPTa CBBIIIE 25
IIPOLIEHTOB M JICKAPCTBEHHBIX IPENapaToB, W3FOTOBJIEHHBIX aNTEUHBIMU OpraHuzanusMu). Kpurepuun
BKJIFOYEHHSI JIEKAPCTBEHHBIX IIpenaparoB U (apMakoTEepaneBTUUYECKUX TIPYyNI  JIEKAPCTBEHHBIX
[IpenapaToB B YyKa3aHHBIM IepedeHb ycra”asBnuBarorcs IIpaBurensctBoM Poccuitickonn denepanuu.
[lonoxxeHns HACTOALIEH CTaTbU HE PACIPOCTPAHSIOTCS HA JIEKApPCTBEHHBIE IpENapaThl, OTIyCKacMble
OecIulaTHO WM CO CKHJAKOH TpakJaHaM, HMEIOIUM TpaBo Ha oOecreueHHne JeKapCTBEHHBIMH
IpernapaTamMM 3a CUET CpEeACTB OIOKETHBIX ACCUTHOBAHUU (enepasbHOro OroJKeTa U OI0HKETOB
cyowsekToB Poccuiickoit deneparun.

3. YyacTHUKaMH DJKCHEpUMEHTa SIBJISIIOTCS  YINOJHOMOYEHHBIH  (enepalibHbIl  opraH
WCIIOJTHUTENILHOM BJIACTH, YIIOJHOMOYEHHBIE OPTaHbl UCIIOHUTEIHHON BIAcTH CyOBeKTOB Poccuiickoit
denepanyu, METUITMHCKUE OPTAaHU3AIMH U allTeYHBIE OPTaHHU3AINH, COOTBETCTBYIOIINE TPEOOBAHUSM,
YCTaHOBJICHHBIM B COOTBETCTBUHU C YACThIO 4 HACTOSIIIEH CTAThHU.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

4. [lonoxeHue o MopsJKe MPOBEACHUS SKCIIEPUMEHTA, B TOM YHCiIe TPEOOBaHUS K METULIMHCKUM
OpraHM3alsiM ¥ aNTEYHbIM OpraHM3alUsAM, SBJSIONIMMCS YYaCTHUKAaMHU HKCIEPUMEHTa, MOPAIOK
OCYILECTBJICHUS PO3HMYHOM TOPrOBJIM JICKAPCTBEHHBIMU IIpenaparaMud Uil  MEIULUHCKOIO
MIPUMEHEHHUS, OTIYCKaeMbIMU 10 PELENTy Ha JIEKapCTBEHHBIM Ipernapar, AUCTAaHIMOHHBIM CIOCOOOM,
TpeOOBaHMS K JOCTaBKE TAKHUX JIEKAPCTBEHHBIX MPEMapaToB IpaxkJaHaM, NMpaBuia BbIIauyu pa3pelieHus
Ha OCYILECTBJICHHE PO3HUYHOM TOPIOBIM JIEKAPCTBEHHBIMU IIpenaparaMyd i MEIULUHCKOIO
NIPUMEHEHUs, OTITyCKAaeMbIMHU O pEeLeNnTy Ha JEeKapCTBEHHBIH Mpemnapar, IUCTAHLUOHHBIM CIIOCOOOM,
yrBepxkaaercs [IpaBurensctBom Poccuiickoit ®@enepannu. TpebGoBaHHMS K anTeuHbIM OpraHU3ALUSAM,
SBIISIOIIMMCSL YYAaCTHUKAMU HKCIEPUMEHTa, HE MOTYT OBITh HW)KE TpeOOBaHWM, YCTaHOBJIEHHBIX K
anTeYHbIM OPTaHU3ALMsAM B COOTBETCTBUH € 4acThiO 1.1 crateu 55 Hacrosmero @enepanbHOro 3aKoHa.

5. YomHOMOYEeHHBIH (perepaabHbIi OpTaH UCTIOTHUTETHFHOU BIIACTH:

1) ocylecTBiIss€T METOANYECKOE COINPOBOXKACHUE OSKCIEPHUMEHTA, BKIJIIOYAs METOANYECKOe
COIPOBOXKACHUE NEATEIBHOCTU MEIULIMHCKUX OPraHU3aluil U allTeYHBIX OpraHU3alii, y4acTBYHOIIUX B
HKCHEpUMEHTE, 10 O(GOPMIIEHUIO, HCIOJIb30BAHMUIO U XPAaHEHHIO PEIENTOB Ha JIEKapCTBEHHBIN
mpernapar, B TOM 4rcie ¢hOpMUPOBAHHBIX B (JOPME IIEKTPOHHBIX JOKYMEHTOB,;

2) npencrasinger B IIpaButenbctBo Poccuiickoit ®enepanuu IpenBapuUTENbHbI (B MepuoO
MIPOBEJICHUS] KCIIEpUMEHTa, HO HE TO3/IHEee YeM 3a JBa Mecslla /0 MCTEYEHHs] CpoKa IMpOBEICHUs
HKCIEPUMEHTA) M UTOrOBBIN (110 OKOHYAHUM SKCIIEPUMEHTa, HO HE IO3/IHEe YeM 4Yepe3 JBa Mecsla
1ocjae UCTEYEHHs CpOKa TIPOBENEHHMs] OHKCIEpUMEHTA) JMAOKJIaJbl O pe3ylbTarax MpOBEAECHUS
HKCHEpUMEHTa M TMPEUIOKEHUSI O BHECEHMM W3MEHEHMH B 3aKOHOAATENHCTBO 00 oOpalieHuu
JIEKapCTBEHHBIX CPEJICTB.

6. YIIOJTHOMOYEHHBI OpraH UCIOJIHUTEIbHON BlacTH cyobekTa Poccuiickoil @enepanun:
1) BripaBe yCTaHOBUTH OCOOEHHOCTHU MPOBEACHUSI SKCIIEPUMEHTA;

2) yTBEpXKIaeT MOPSAIOK OTOOpa MEAMIIMHCKUX OPTaHM3alldid M alTeYHBIX OpraHu3aluid s
y4acTusi B DKCIEPUMEHTE, a TaKKe MPOBOJUT TaKOH OTOOp M yTBEp)KIAeT MepedeHb MEAMIIMHCKHX
OpraHM3aIlfi U MepeueHb aNTeUYHbIX OPTaHU3AIINA, COOTBETCTBYIOIINX TPEOOBAHUSM, YCTAHOBICHHBIM B
COOTBETCTBUU C YaCThIO 4 HACTOSIIEH CTaThH, U SIBJSIOIUXCS YUaCTHUKAMU YKCIIEPUMEHTA;

3) OCymIECTBJISICT MOHUTOPHHI TIPOBEICHUS HKCIIEPUMEHTa M TMPEACTABISET €ro pe3yibTaThl B
YIIOJTHOMOYECHHBIN (peiepanbHbIi OpTraH UCTIOTHUTEIPHON BIIACTH;

4) oOecnieunBaeT WHGOPMALMOHHO-TEXHUYECKOE OOecleyeHne IMpPOBEICHHUsI SKCIEepPUMEHTa
MOCPEJICTBOM  MCIIOJB30BaHMS  TOCYAAPCTBEHHOM  MH(OpPMAIMOHHOW  cuCTeMBl B cdepe
3paBooxpaHeHus cyonsekTa Poccuiickoit denepanuu v (MIn) MEIUIIMHCKUX MH(POPMALIMOHHBIX CHCTEM
MCAUIIMHCKHUX opraHmauHﬁ, ABJIIIOINUXCA YYAaCTHHUKaAMH OSKCIICPUMCHTA, U HUX B3aHMOI[eI>'ICTBI/I$I C
€IMHOW TOCYJapCTBEHHOM MH(OPMAIIMOHHON CUCTEMOH B chepe 31paBOOXpaHEHHS.

7. MenuuuHcKue OpraHU3alMd W alTe4yHble OpraHU3alMd BIIpaBE OTKA3aThbCsi OT y4acTus B
9KCHEPUMEHTE, NOJaB B YINOJIHOMOYEHHBIH OpraH MCIOJHUTEIbHOM BiacTu cyObekTa Poccuiickoit
denepanun COOTBETCTBYIOIIEE OOpallleHue B MMCbMEHHOM (hopme.

8. Anrcunnie opraHu3anuvu, SBJIAOIIHUCCA YYaCTHUKAMU SKCIICPHUMCHTA, 00s13aHBI IIpu MMpogake
JUCTaHIIMOHHBIM CIIocooom JICKApCTBCHHOI'O  mpfrapara [  MCAUIUHCKOI'O MMPUMCHCHUA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

OTITyCKaeMOT0 10 PELENTy Ha JICKapCTBEHHBIH Mpernapar, 00eCreunuTh MPU OCYIIECTBICHUH JOCTaBKH
UIACHTU(PHUKAINIO JIMYHOCTH TpaKJaHWHA, MOJYYaIOIIero TaKOW JIEKapCTBEHHBIN MpemapaT, B IEsIX
YCTAHOBJICHUSA COOTBCTCTBUA €TI0 JIMYHOCTH M JiMIA, YKa3aHHOroO B PCHOCITC Ha JIeKapCTBeHHbe/i
npenapar (€ro 3aKOHHOTO TPEICTABHUTENsA), JMOO JIMIA, YHMOJIHOMOUYEHHOTO JIUIIOM, YKa3aHHBIM B
peliente Ha JIGKQpCTBEHHBIM Tpemapar (ero 3aKOHHBIM MPEJACTAaBUTENIEM), Ha IOJIy4YeHHe
JICKApCTBEHHOTO Tperapara (fajee B HACTOAIICH CTaThe - JIMIIO, YKa3aHHOE B perente (3aKOHHBIN
MPEJCTaBUTEIIb, YIIOTHOMOUYEHHOE JTUIIO).

9. JIumo, oOCyLIECTBIAIONIEE [JOCTAaBKy JIEKapCTBEHHOIO IIpernapara Juisi MEIUIMHCKOrO
NPUMEHEHHS, OTIIyCKaeMOro IO pelenTy Ha JEKapCTBEHHBIM Ipemapar, o0s3aHO MoTpeboBaTh y
rpaXJaHWHA, I[OJyYalolero TaKoM  JIEKapCTBEHHBIM  mpemapar, MpeabsBUTh  JOKYMEHT,
YAOCTOBEPSAIOIIUN €ro JUYHOCTb, ISl UACHTU(UKALUNNA JTUYHOCTH 3TOTO T'pa)/1aHWHA U yCTaHOBJICHUS
COOTBETCTBUSl €ro JMYHOCTH U JIMLA, YKAa3aHHOrO B pelenTte (3aKOHHOTO MpeICTaBUTENs,
YIOJHOMOYEHHOTO NuIa). B ciyuyae BbIABIEHUS HECOBMAAEHUS JTUYHOCTH TPaKJaHMHA, MOTYYaOIIEero
JEKapCTBEHHbI Mpenapar, M JIMIA, YKAa3aHHOIO B  pelente (3aKOHHOIO  IpeICTaBUTEINS,
YIOJIHOMOYEHHOIO JHIla), a TakXe B Cllydae OTKa3a IpaXkJaHWHA, IOJIyYaloLEro JIEKapCTBEHHBIN
Ipenapar, IpeIbsiBUTh JOKYMEHT, YI0CTOBEPSIOLIUI €ro JUYHOCTb, JIUI0, OCYIIECTBISIONIEE JOCTABKY
JIEKapCTBEHHOI'0 Tpernapara s MEIUIUHCKOTO TPUMEHEHMsI, OTIyCKaeMoro II0 pelenty Ha
JIEKapCTBEHHBIN IMpernapaT, oO0sf3aHO BEpPHYTh TaKOM JIEKQpCTBEHHBIM TMpernapar B aNTEYHYIO
OpTraHM3AIHIO.

10. ToxnrBepkaeHueMm (akrta mnepeaayd JEKapCTBEHHOrO IpemnapaTta Uil MEIUIMHCKOTO
IIPUMEHEHHUS, OTIIyCKa€MOI'0 10 PELENTy Ha JIEKApCTBEHHBIN IIpenapat, JUIly, YKa3aHHOMY B peLenTe
(3aKOHHOMY MpPEICTAaBUTEINIO, YIIOJHOMOUYEHHOMY JIMILY), SIBJISIFOTCSI KacCOBBIM Y€K M MOJIHUCH JIMLIA,
MOJIyYMBILIEr0 TaKOM JIEKapCTBEHHBIN Mpernapar, Ha JOKyMEHTE O MOJIyYeHUU TaKOro JIEKapCTBEHHOI'O
npernapata no Gopme, yTBEpkKAA€MOH YIOIHOMOYEHHBIM (peepabHBIM OPraHOM MCIOJHUTEIBHON
Brnactu. [locrne mepemaun neKapCTBEHHOTO Mpernapara JHIly, YKa3aHHOMY B pelente (3aKOHHOMY
MIPEICTAaBUTENIO, YIOJHOMOYEHHOMY JIMIy), 3TOT JOKYMEHT IMEpEAAcTCs JMIOM, OCYIIECTBUBIIUM
JIOCTAaBKYy TaKOIr'o JIEKAPCTBEHHOI'O Iperapara, B aNTEUYHYI OPraHu3alllio, OCYIIECTBUBLIYIO OTIIYCK
JIEKapCTBEHHOI'0 IpernapaTa. B ciiydyae BbISBICHHS NpU Nepefade JULy, yKa3aHHOMY B pelenTe
(3aKOHHOMY TPEJICTaBUTENI0, YIOJHOMOYEHHOMY JIMIly), JIEKAPCTBEHHOro Ipemnapata (HakToB
MEXaHUYECKOIO MOBPEXKJIECHUSI €ro WM €ro YMNAaKOBKM TaKOW JIEKapCTBEHHBIN MpernapaTr JIULIOM,
yKa3aHHBIM B pelente (3aKOHHBIM MPEJCTaBUTENEM, YIOJTHOMOUYEHHBIM JUIIOM), HE MPUHUMAETCS U
BO3Bpalaercs 0e3 ero OIulaThl JIMIYy, OCYIIECTBHUBIIEMY JIOCTAaBKY JIEKaPCTBEHHOIO IpernapaTta
o0ecTeynBaroIIeMy €ro BO3BpaT B aITEUHYIO OPraHU3aIHIo.

11. 3a napymenus 3akoHogatensctBa Poccuiickoit denepanny, coBepilieHHbIE NPU MTPOBEIECHUN
JKCIIEPUMEHTA, €ro YYaCTHUKH HECYT OTBETCTBEHHOCTb, YCTAHOBJICHHYH) 3aKOHOJATEIbCTBOM
Poccuiickoit denepariumu.

12. KoHTponp 3a WCIOTHEHHWEM TpeOOBaHWM, CBS3aHHBIX C MPOBEJCHUEM SKCIEPUMEHTA,
OCYIIECTBIIsICTCS (peiepaIbHBIM OPraHOM HCIIOJHUTEIBHON BIACTH, OCYILECTBIISIOUIMM (YHKLUHU MO
KOHTPOJIIO M HA/30py B chepe 3apaBOOXpaHEHHS, B MOPSAIKE, ycTaHOBIEHHOM DenepanbHbIM 3aKOHOM
or 31 wmrons 2020 roga N 248-®3 "O rocyaapcTBEHHOM KOHTpOJe (HaA30pe) U MyHUIUMIAIbHOM
KoHTpoJie B Poccutickoit @enepanun.

CraTtbsa 56. UsrotoBneHue n OTNYCK NnekKapCTBeHHbLIX npenapartoB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 25.03.2023

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

KoncynprantlIntoc: npumeyanue.
C 01.03.2025 B u. 1 ct. 56 BHOCsTCS M3MeHeHUs (D3 oT 30.12.2021 N 463-D3).

Koncynprantlntoc: npumeyanue.
C 01.09.2023 B 4. 1 ct. 56 BHOCsTCA M3MeHeHUs1 (D@3 ot 05.12.2022 N 502-®3). Cm. Oyaymryio

PEAAKITNIO.

1. M3roTtoBneHue JE€KapCTBEHHBIX IPENapaToB AalTEYHbIMU OpraHU3alUsIMU, BETEPUHAPHBIMU
anTEeYHbIMM OPTraHHU3aLUsIMH, WHIUBHIYAIbHBIMHA MPEANPUHUMATEISIMU, WMEIOUIMMHU JIMIECH3UIO Ha
(hapMaleBTUUECKYIO JIESTEIbHOCTh, OCYIIECTBISETCS MO pelenTaM Ha JIEKapCTBEHHBIE Mpenaparsl, 1Mo
TpeOOBaHUSAM MEIUIIMHCKUX OpraHU3aluii, BETEPUHAPHBIX OPraHU3AIMi B COOTBETCTBUU C MPaBUIIaMU
U3TOTOBJICHMS M OTIyCKa JIEKAPCTBEHHBIX IIPENApaToB, YTBEPXKACHHBIMU  YIIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

Koncynsrantlntoc: npumedanue.
C 01.09.2023 4. 2 ct. 56 uznaraercs B HOBOM pemakuuu (P3 ot 05.12.2022 N 502-03). Cwm.

OyIyIIyIo PEAAKIINIO.

2. Ilpu U3roTOBIEHUY JEKAPCTBEHHBIX MPENapaToB allTeYHbBIMU OpraHU3aLUsIMU, BETEPUHAPHBIMU
AIITCYHBIMU OpFaHI/ISaHI/IﬂMI/I, HHJII/IBI/I)IyaJ'II)HLIMI/I Hpe)IHpI/IHI/IMaTeJ'ISIMI/I, UMCHOIIIUMU JINIICH3UK Ha
(hapMaIeBTHUECKYI0 JESITeIIbHOCTh, HWCIONB3YIOTCA (hapMareBTHYECKHE CyOCTAaHIIMH, BKJIIOUYEHHBIE
COOTBETCTBEHHO B T'OCYJAapPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEICTB ISl MEAUIIMHCKOTO MPUMEHEHUS
U TOCYAApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB JJii BETEPUHAPHOTO NPHUMEHEHUS B
YCTaHOBJIeHHOM HOpSII[Ke. He l[OHyCKaeTCSI HN3IroTOBJICHUC AIlITCUHBIMU OpFaHH3aHHHMI/I,
BeTepI/IHapHI)IMI/I AIITCYHBIMU 0pFaHI/ISaIII/I$IMI/I, I/IHIII/IBI/II[yaJII)HI)IMI/I HpeI[HpI/IHI/IMaTeJIHMI/I, NMCHOIIINMHA
JUIIEH3HUIO Ha (papMaIrleBTUYECKYIO IeITeIbHOCTD, JIEKAPCTBEHHBIX MPEMapaToB, 3apErUCTPUPOBAHHBIX B
Poccuiickoit deneparium.

Koncynbrantllinroc: npumeyanue.
C 01.09.2023 B u. 3 cr. 56 BHOCcsATC u3MeHeHus (@3 or 05.12.2022 N 502-03). Cm. Oynymuryio

PECAAKIINIO.

3. MapKI/IpOBKa JICKAPCTBCHHLIX IIPCIIapaToB, H3IOTOBJICHHBLIX aIlITCUHBIMU OpraHU3aluAMU,
BCTCPUHAPHBIMU AINITCUYHBIMU OPraHU3alUAMH, WHAUBUAYAJIbHBIMU HNPCANPUHUMATCIAMA, UMCIHOIUMU
JIMICH3UIKO Ha Q)apMaueBTquCKon JACATCIIBHOCTb, H O(bOpMJIeHI/Ie TAaKUX TIIPCrapaToB HJOJI?KHBL
COOTBCTCTBOBATH IMpaBUJiaM, YKa3aHHbIM B 4aCTHU 1 HaCTOSIHIeﬁ CTaTbu.

KoncynbrantlIntoc: npumeyanue.
C 01.09.2023 B 4. 4 ct. 56 BHOCsATCA M3MeHeHUs1 (D@3 ot 05.12.2022 N 502-®3). Cm. Oyaymryio

PCAAKIINIO.

4. Anreuynrie oprannu3any, BETCPUHAPHBIC AaANTCYHBLIC OpraHu3alnuv, WHAWBUAYAJIBHBIC
npCaAlIpUHUMATECIIN, UMCIOIIMEC JIMICH3UIO Ha (bapMaueBaneCKy}o JCATCIIBHOCTD, HECYT
OTBCTCTBCHHOCTL 3a HeCO6J'IIOI[eHI/Ie IpaBUJI U3IOTOBJICHUA W OTIIYCKa JICKAPCTBCHHBIX IIPCIIAPATOB B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickon denepannu.

Cratba 57. 3anpeweHune npogaxu danbCcMPNUMPOBaHHbIX NeKapCTBEHHbIX
cpeacTtB, HeaobpoKayeCTBEHHbIX JIeKapCTBEHHbIX CpPeacTB, KOHTpadaKTHbIX
fleKapCTBEHHbIX CpeaAcTB

[Ipomaxa  ¢danbcu(UIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,  HEJOOPOKAauYeCTBEHHBIX
JIEKapCTBEHHBIX CPEJCTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aMpeIaeTCs.

CraTtbsa 58. XpaHeHue nekapCTBEHHbIX CpeacTB

1. XpaHeHue JEKapCTBEHHBIX CPEACTB OCYLIECTBISACTCS IPOM3BOAMTEIISAMH JICKAPCTBEHHBIX
CPEICTB, OpraHM3alUSMH  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMHU  CPEACTBAMH,  aNTCYHBIMU
OpraHu3aIUsIMH, BETEpUHAPHBIMU anTeYHbIMU OpraHu3alUsIMH, WH/IMBUTYaIbHBIMU
npeaAupruHUMaTeIIM1, UMCIOIIIMMHU JIMIICH3UIO Ha (l)apMaLIeBTI/I‘IeCKYIO JACATCIIbHOCTh WK JIMIICH3UIO Ha
MCIUIUHCKYIO OCATCIbHOCTb, MCAWIMHCKHUMU OpraHu3aliuiaMH, BCTCPUHAPHBIMU OpraHu3allusIMHu U
WHBIMH OpTaHMU3aIlUsIMU, OCYIICCTBIISIONIMMHU OOpallieHne JIeKapCTBEHHBIX CPEACTB. XpaHCHHUE
JIEKapCTBEHHBIX CPEJACTB JUIS BETEPHHAPHOTO IPUMEHEHHS OpPraHU3alMsAMH WM WHIUBHUIYaTbHBIMU
OpeANPUHUMATENSIMA B CIy4asX, €CIM OHM HCIOJB3YIOTCS HWCKIIOYHTENFHO TIPH  Pa3BEICHUH,
BBIpAIIMBAaHUM, COACP)KAaHUH U JICUCHUN KUBOTHBIX, MOXKET OCYLIECTBIATHCA 0€3 MOydeHUs JTULEH3UU
Ha (papManeBTUUYECKYIO IEATEIbHOCTb.

(B pen. ®exnepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBwia XpaHEHMs JIEKapCTBEHHBIX CPEACTB  YTBEPKIAIOTCS  COOTBETCTBYIOIIHUM
YIOJIHOMOYEHHBIM (e/iepaibHbIM OPraHOM HCIIOJIHUTEIBHOMN BIIACTH.

3. XpaHeHHue HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, MCUXOTPOIMHBIX JIEKAPCTBEHHBIX CPEICTB,
paanodapMaleBTHUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYLIECTBISAECTCS B COOTBETCTBHH  C
3aKoHoJaTeabcTBOM Poccuiickoit denepannu.

Cratba 58.1. [peAMeTHO-KONMUMYECTBEHHbLIA Y4YeT JleKapCTBEHHbIX CpeacTB AnA
MeAULMUHCKOro npuMeHeHus
(BBenena denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHb JIEKAPCTBEHHBIX CPEACTB JUISI MEAUIIMHCKOIO TMPUMEHEHHMs, TOJJIeXKAalInX
MPEAMETHO-KOJIMYECTBEHHOMY  YUYE€Ty, YTBEPXKIACTCS YIOITHOMOYEHHBIM (efepalbHbIM OpraHOM
UCIIOJIHUTEILHON BJIACTH.

2. llopanoK BKITIOYEHHUS JICKAPCTBEHHBIX CPEJICTB VI MEIMIMHCKOTO NMPUMEHEHHs B IEpPEYCHb
JIEKapCTBEHHBIX CPEJICTB IS METUIIMHCKOTO IPUMEHEHHS, TTOIeKALIUX MTPEIMETHO-KOTHYECTBEHHOMY
yuYeTy, YCTaHaBJIMBACTCS YIOJHOMOUYEHHBIM (efepalbHbIM OpPraHOM HCIIOJIHUTENBHOW BIACTHU 10
COTJIACOBAHUIO C (peepanbHBIM OpPraHOM HCIOJHHUTENBHOM BIACTH, YIOJHOMOUYEHHBIM B cdepe
BHYTPEHHUX JEIL.

(B pen. ®exnepanbHoro 3akona ot 03.07.2016 N 305-03)

3. Hpe,[[MeTHO-KOJ'II/I‘IGCTBGHHHﬁ YUET JCKAPCTBEHHBIX CPECACTB AJId MEAULIMHCKOI'O INPpHUMCHCHUA
BCAYT MPOU3BOAUTCIIN JICKAPCTBCHHBIX CPEACTB, OpraHU3allun ONTOBOM TOProBJIN JICKAPCTBCHHBIMU
CpceaACTBaAMHU, allTCUHBIC OpraHu3alii, WHAWUBUAYAJIBbHBIC MPCANPUHUMATCIIN, UMCIOIHUC JIMICH3UIKO Ha
(bapMaHGBTI/I‘IeCKYIO ACATCIIBHOCTD WM JIMICH3WIO HAa MCOAUIUHCKYIO ACATCIIBHOCTb, U MCOAUIIMHCKHC
opraHusanuu, OCYHICCTBIIAOIINEC 06paHICHI/I€ JICKApCTBCHHBIX  CPCACTB I  MCAUIIHUHCKOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

NPUMEHEHHS, MyTEeM PETHCTPAIlMy JIIOOBIX CBA3aHHBIX C MX OOpalleHHeM omepanuii, MpH KOTOPBIX
U3MEHSETCS UX KOJIMYECTBO U (MJIM) COCTOSIHUE, B CHICIMAIBHBIX )KYPHAIAX y4yeTa ONeparuii, CBI3aHHbIX
c oOpamieHreM JIeKapCTBEHHBIX CPEACTB JJs MEAMLMHCKOTO TNPUMEHEHHUs (hajiee - CrelHalbHbIe
KYPHAJIbI).

4. [lpaBwia perucTpanyyl orepanuii, CBA3aHHBIX C OOpaIleHHEM JIEKApCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO NPUMEHEHMSI, BKIIOYEHHBIX B IIEPEYEHb JICKAPCTBEHHBIX CPEACTB JUISI MEIULIUHCKOIO
IIPUMEHEHHUS, NIOUIEKALINX TPEIMETHO-KOIMYECTBEHHOMY YU€ETY, B CIIELUAJIBHBIX XKypHAJIaX U [IpaBUiIa
BEJCHUS W XPaHEHHs CIHEIHAJIbHBIX KYPHAJIOB YTBEPKIAIOTCA YIOJIHOMOYEHHBIM (erepaabHbIM
OpPraHOM MCIOJHUTEIbHOU BIACTH.

5. Kontponb 3a coOmirojeHMeM MpaBUI PETUCTpAIMU OIepaluid, CBSI3aHHBIX C OOpalieHueM
JICKApCTBECHHBIX CPCACTB MJIA MEAUIMWMHCKOTIO IMPUMCHCHUS, BKIIOUCHHBIX B IMEPCUCHL JICKAPCTBCHHBIX
CPEICTB JJisi MEAMIMHCKOTO MPUMEHEHHUS, MOJUIeKAIINX NPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, B
CHeIHaNbHBIX JKypHalaX, a TakKe 3a COONII0JICHHEM MpaBUJI BEJICHUS M XpaHEHUS CIeNHaTIbHBIX
KYpPHAJIOB BO3JIaraeTcsi Ha yIOJTHOMOYEHHBIE ()eiepabHbIE OPTaHbl UCTIOTHUTENHLHOM BIACTH U OpraHbl
WCTIOJTHUTENILHON BiacTu cyOwnekToB Poccuiickoit ®epepanuu, OCYIIECTBISIONIME JTUICH3UPOBAHUE
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB, (apMaleBTUYECKOW JCATEILHOCTH W MEAWIIMHCKON
ACATCIIBHOCTH, U OCYHICCTBIIACTCA B paMKaX JIMOCH3MOHHOI'O KOHTPOJIA.

Maea 11. YHUHTOXEHUE NEKAPCTBEHHbIX CPEACTB
CrtaTtbsa 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUS JieKapCTBEHHbIX CPeACTB

1. HenobpokaduecTBeHHbIE JIEKAPCTBEHHBIE CPEACTBA, (albCU(UIMPOBAHHBIE JIEKAPCTBEHHbBIE
CpeACTBa MOAJEXKAT H3BATUIO M3 OOpalIeHHs M YHUYTOXKEHUIO B [OPAAKE, YCTaHOBJICHHOM
IIpaButensctBoM Poccuiickoit @enepanuu. OCHOBaHUEM ISl YHUYTOXKECHHS JIEKAPCTBEHHBIX CPEICTB
ABJIAETCS  pEIIEHWE  BIIAJENIblla  JIEKAPCTBEHHBIX  CPEICTB,  PELIEHHWE  COOTBETCTBYIOIIETO
YIIOJTHOMOYEHHOT' 0 (peiepaibHOTO OpraHa UCIIOJIHUTEIbHON BIACTH WU PEILICHUE Cya.

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

2. KoHTpadaxTHble JeKapCTBEHHbIE CPEACTBA MOAJIEKAT UIBSITHIO U3 OOpallleHUsI U YHUUYTOKEHUIO
o pemieHuto cyzaa. llopsAfok  yHMUYTOXEHHMS  KOHTPa(aKTHBIX  JIEKAPCTBEHHBIX  CPEJICTB
ycranasiuBaercs [IpasurensctBoMm Pocculickoint @enepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pacxonpl, cBA3aHHBIE C YHMYTOXKCHHEM KOHTpPa(aKTHBIX JIEKApCTBEHHBIX CPEJCTB,
HEZ00POKAaYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (QabCU(PULIMPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB,
BO3MELIAKOTCS X BIAAEIBIEM.

4. Bnagenen JIeKapCTBEHHBIX CPEACTB JOKEH MPEICTaBUTh B YIOJIHOMOUYEHHBIN (enepaibHbIi
OpraH HCIIOJIHUTENBHON BJIACTU JOKYMEHT WM 3aBEPEHHYIO B YCTAaHOBIEHHOM IOPSJIKE €ro KOIHIO,
MoATBepkaatolue GakT YHUYTOKEHUS JIEKAPCTBEHHBIX CPECTB.

5. CoOTBETCTBYIOIIMK YIOJHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTENBFHOW —BJIACTH,
NPUHSBIIMKA penieHne 00 YHHUYTOKEHUHU JIEKaPCTBEHHBIX CPEICTB, OCYIIECTBISET KOHTPOJIb 3a MX
YHUYTOKEHHUEM.

6. YHUUYTOXEHHE JICKAPCTBCHHBIX CPEACTB IMPOM3BOAWUTCA OpraHusaiuiMi, HMCIOUNIUMHA
COOTBCTCTBYIOINYIO JIMOCH3UIO, Ha CICHHUAJIBHO O60py,Z[OBaHHBIX miomajigkax, IIOJIMIOHaX MW B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

CHelHranbHO O00OPYJOBAHHBIX TIOMEUICHHUSIX C CcOOmoJeHrneM TpeOoBaHMI B 00JacTH OXpPaHbI
OKpY>Karolllel cpelibl B COOTBETCTBUHM C 3aKOHO1aTeNbcTBOM Poccuiickoit denepanum.

7. HapxoTudeckue JE€KapCTBEHHbIE CpEACTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPEJCTBA,
paanodapmalieBTUUECKUE  JIEKAPCTBEHHBIE  CPEICTBA  YHMYTOXKAIOTCA B COOTBETCTBUHM  C
3aKoHo/1aTenbcTBOM Poccuiickont deneparum.

Masa 12. TOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NIEKAPCTBEHHbBIE MNMPEMNAPATbI AJ1A MEANLUWHCKOIO NPUMEHEHWUA

CraTtbsa 60. locyaapcTBeHHOe perynupoBaHue LeH Ha NeKapCcTBEeHHbIe npenaparbl
ANnsi MeAULIMHCKOro NpMMeHeHus

1. TocynmapcTBeHHOE peryJupoBaHHE I[I€H Ha JIEKapCTBEHHBIC Mpenaparbl Ui MEIUIIMHCKOTO
MIPUMEHEHHS OCYILECTBIISCTCS TOCPEICTBOM:
(B pen. @enepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxnaenus [IpaBurensctBom Poccuiickoit denepannu mepedHs KM3HEHHO HEOOXOIUMBIX U
BAKHEHMIIINX JIEKApCTBEHHBIX IpenapaToB, KOTOPBIH (opMmHpyeTcs M HE pexe OJHOTO pa3a B Toj
[IEPECMATPUBACTCSI B YCTAHOBJIEHHOM MM IOPSAIKE HAa OCHOBE KOMIUIEKCHOM OLIEHKU JIEKapCTBEHHBIX
[pernaparoB, BKIOYas aHAIU3 CBEIEGHUM O CpPaBHUTENBbHOM KIMHMYECKOW H(PPEKTUBHOCTH U
0€30MaCHOCTH  JICKapCTBEHHOTO CPEJCTBA, OLGHKY OSKOHOMHYECKUX TOCIEACTBUNA MPUMEHEHHS
JIEKAPCTBEHHOI'0 CPEACTBA M M3YyYEHHE IOINOJIHUTENBbHBIX MOCIEACTBUNA IPUMEHEHUS JICKAPCTBEHHOTO
CPEICTBa;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBep)KAEHWS METOIMKH pacdeTa IpeNesbHBIX OTIYCKHBIX II€H MpPOM3BOAMTENCH Ha
JIeKapCTBEHHbIE Npernaparbl, BKJIIOYCHHBIE B MEpEUYeHb >XKM3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX
JICKapCTBEHHBIX MPENapaToB, a TAK)KE BHEAPEHHUSI MEXaHU3MOB ()OPMHUPOBAHUS CUCTEMbI peepeHTHBIX
LCH;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N _134-D3)

3) TrocymapCTBEHHOH perucrpaly MpeleibHbIX OTIMYCKHBIX II€H IPOM3BOAMUTENEH Ha
JIeKapCTBEHHbIC Npenaparbl, BKIIOYCHHBIC B MEPEUYCHb >XM3HEHHO HEOOXOIUMBIX M BAKHEHIIMX
JIEKapCTBEHHBIX IPETapaToB.;

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

4) BeleHUs TOCYIAapCTBEHHOIO peecTpa MpEeAENbHBIX OTIYCKHBIX LE€H MPOU3BOAMUTENEH Ha
JIEKapCTBEHHBIE TIperaparhbl, BKIIOYCHHbIE B TIEPEYCHb >KU3HEHHO HEOOXOMWMBIX M BaXHEUIIHX
JIEKAPCTBEHHBIX IPEMAPATOB;

5) yTBepXKIEHMsS METOJUKH YCTAHOBJIEHUS OpPraHaMHU HCIOJHUTEIBHOW BIIACTH CYOBEKTOB
Poccuiickoit ®enepanuu NpelenbHBIX pPa3MEpPOB ONTOBBIX HAJ0ABOK U IPENCNIbHBIX pa3MepoB
PO3HMYHBIX HaM0aBOK K (DAaKTUYECKUM OTIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IpENaparhbl, BKIIOYEHHbIE B IEPEYEHb KU3HEHHO
HEOOXOMMBIX M BKHEUIIINX JIEKAPCTBEHHBIX MPENIapaToB;

6) YCTaHOBJIECHHUS MPEAETBHBIX Pa3MEPOB ONTOBLIX HAJA0AaBOK U MPENEIbHBIX Pa3MEPOB POZHUYHBIX
Ha/10aBOK K (DaKTUYECKUM OTIIYCKHBIM II€HaM, YCTaHOBJIEHHBIM ITPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
IpernaparoB, Ha JEKapCTBEHHbIE MpenapaThl, BKIIOUEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOIUMBIX U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

BaXXHEUIITHUX JICKAPCTBCHHBIX MPCIIapaTOB;

7) yTBEpXKACHUS TMOPSAKA BBIJAYM MPEANHCAHUNA OpraHaM HCIOIHUTEIbHOW BIIACTH CYOBEKTOB
Poccuiickoit @eaepanuu 0 NpUBEACHUN B COOTBETCTBUE € 3aKOHOAATENbCTBOM Poccuiickoit deneparuun
penieHnii 00 YCTaHOBJIEHUHM IMPEACTbHBIX Pa3MEpPOB ONTOBBIX HAJ0ABOK W MPEICIHHBIX pPa3MepoB
PO3HUYHBIX HAI0aBOK K (DaKTUYECKUM OTIYCKHBIM I[€HaM, YCTaHOBJICHHBIM IPOU3BOIUTEISIMU
JICKapCTBEHHBIX IPENapaToB, Ha JICKAPCTBEHHBIE MpernapaThl, BKIOUYCHHBbIE B IEPEYCHb >KU3HEHHO
HEOOXOMUMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MpENaparoB, €CIU OHU TMPUHATHI C HapyIICHHEM
3akoHoJarenbeTBa Poccuiickoii @enepannu, B MOPAIKE, yCTaHOBIEHHOM [IpaBurenscTBoM Poccuiickoin
Oenepauuu;

8) HampaBJICHUs YIOJHOMOYCHHBIM (DelepalbHbIM OPTaHOM HCITOJIHUTEIBHON BIIACTH OpraHaM
WCTIOTHUTENIbHOW BiacTH CcyOwekToB Poccuiickoit denmeparuu mnpeanucaHuii O TPUBEICHUHM B
COOTBETCTBUE C 3akoHojaTenabcTBOM Poccuiickoit ®@enepauuu NPUHIATBIX C  HApYUICHUEM
3akoHoAarenbcTBa Poccuiickoii denepanuu pemeHud 00 YCTAHOBIGHHUHU TMpeNeibHBIX pPa3MEpOB
ONTOBBIX HAN0AaBOK W TMpENeibHBIX pPa3MEpPOB PO3HUUYHBIX HAM0ABOK K IIEHaM Ha JIEKapCTBEHHBIE
mpemapaTsl, BKIIOYCHHBIE B TEPEUCHb J>KU3HCHHO HEOOXOIUMBIX M BAKHEHIIMX JIEKapCTBEHHBIX
MPENapaToB.;

9) ocymectBieHus (emeparbHOTO TOCYAApCTBEHHOrO Ham3opa B chepe oOpareHus
JIEKAPCTBEHHBIX CPEACTB M PErMOHAIBHOIO TOCYJAPCTBEHHOI'O KOHTPOJISI 3a IPUMEHEHHEM LEH Ha
JIEKapCTBEHHbIE Mpenapartbl COOTBETCTBEHHO  YIMOJHOMOYEHHBIMH  (pelepaqbHBIMH  OpraHaMH
WCTIOJTHUTENILHON BIACTH M OpPraHaMU HCIIOJHUTENBHOW BIAacTH cyOwnekToB Poccwuiickoii denepanuu
COTJIaCHO MX KOMIIETCHIIMM B MOpsAKe, ycTaHOBIEHHOM [IpaBurensctBoM Poccutickoit denepanuu;

(. 9 B pen. @enepanbHoro 3akoxa ot 25.06.2012 N 93-D3)

10) mnpuMeHeHHs TNPeayCMOTPEHHBIX 3aKOHONATeNbCcTBOM Poccuiickoit denepauuu  mep
OTBETCTBEHHOCTU 3a HapylIEHHWE IOpsKa 1I€HOOOpa30BaHMs Ha JIEKApCTBEHHbIE Ipenaparsl,
BKJIFOYEHHBIE B [IEPEUYEHb )KU3HEHHO HEOOXOIUMBIX U BaKHEHINNX JEKapCTBEHHBIX MpenapaToB.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycnoBusix upe3BblYaliHONW CUTyaluu M (WIM) IPU BOZHUKHOBEHUHU YIPO3bl PACIPOCTPAaHEHUS
3a00sIeBaHMs, MPEJCTABISIONIETO OMACHOCTh A OKPY’KAIOIIUX, a TakKe B CIydae, €CM B TEUCHHUE
TPUALIATH KaJEHAAPHBIX JHEW nocie npuHsaTtus IIpaBurensctBom Poccuiickoin @enepanuu pemeHus o
IIPOBEJICHUM MOHUTOPUHIA DPO3HMYHBIX LI€H Ha JICKapCTBEHHBIC IIpEnaparbl, HE BKIIOYCHHBIE B
[epEeYEeHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIIUX JIEKAPCTBEHHBIX IpernapaTtoB, Ha TEPPUTOPUIX
cyobekToB Poccuiickoii @enepalinu BBISBIEH POCT PO3HUYHBIX IIEH Ha yKa3aHHbBIC JIEKapCTBEHHBIC
mpenaparsl Ha TpUALATh HpoleHToB U Oonee, I[IpaBurensctBo Poccuiickoit ®depepanmu Brpase
YCTAHOBUTB MPEACIIBHBIE OTITYCKHBIE LIEHBI IPOU3BOAUTENICH HAa yKa3aHHBIE JIECKAPCTBEHHBIE ITpENaparsl,
npeneiabHble pa3Mepbl OINTOBBIX HAA0aBOK U IMpeleibHble pa3Mephl PO3HUYHBIX HAA0aBOK K
(akTHYECKUM OTIyCKHBIM LI€HaM IIPOM3BOJAMTENIEH Ha yKa3aHHbIC JIEKaPCTBEHHbIE Ipernaparhl.
[lepeyeHp NeKkapcTBEHHBIX NpeNapaToB, HE BKIIIOYEHHBIX B IEpPEUYEHb MXU3HEHHO HEOOXOIUMBIX U
BOXHEUIIMX JICKAPCTBEHHBIX IpernaparoB, W [OPAIOK ero (OPMHUPOBAHUSA  ONPEICIAIOTCS
IIpaBurensctBoM Poccuiickoit deneparnuu.

(uacts 2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B TeyeHue eBSHOCTA KAJICHIAPHBIX JTHEW co IHA yTBepkaeHus [IpaBurensctBoM Poccuiickoi
Denepanyy NepedHs, yKa3aHHOTO B YaCTH 2 HACTOALIECH CTAaThbH, HE JIOMYCKAIOTCS peanu3alus U OTIIyCK
BKJIFOUEHHBIX B HETO JIEKAPCTBEHHBIX NIPEMAPATOB I10 LIEHAM, IPEBBIIIAIOIINM IPEIEIbHBIE OTIIYCKHBIE
LIEHbl NPOU3BOAMTENICH HA YKa3aHHbIC JICKAPCTBEHHBIC IIPENaparhl, MPEIEIbHBIE pa3sMEpPbl ONTOBBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Ha/l0aBOK W TpeAeibHBIE pa3Mepbl PO3HUYHBIX HAN0aBOK K (AKTUYECKUM OTITYCKHBIM IIEHaM
NPOU3BOIUTENCH Ha YKa3aHHBIE JIEKApCTBEHHbIE IpernapaTbl C Y4YeToM Hajora Ha J00aBJICHHYIO
CTOMMOCTb.

(uactp 3 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynprantlntoc: npumeyanue.
3apeructpupoBanHeie 710 07.06.2019 mnpenenbHble OTHYCKHBIE II€HBI MOJJIEKAT 00sS3aTeNbHON
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUH €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Cratba 61. locymapcTBeHHas perucTpauva v nepeperucrpauusi npepesribHbIX
OTMYCKHbIX LUEeH npou3BoAUTENieM Ha JeKapCTBEHHble npenapaTbl, BKMIOYEHHbIe B
nepe4yeHb XXU3HEHHO HEOOXOAMMbIX U BaXXHEMLUUX FieKapCTBEHHbIX NpenapaToB

(B pen. denepanpHoro 3akona ot 06.06.2019 N 134-D3)

1. IlpenenbHasi OTHMyCKHasi LeHA MPOU3BOIUTENSI Ha JIEKAPCTBEHHBIM MperapaT, BKIIOUYEHHBIH B
[EepPEYCHb IKU3HEHHO HEOOXOJMMBIX U BAXKHEHIIMX JIGKAPCTBEHHBIX IpENapaToB, MOIJICKUT
rOCyIapCTBEHHOW pErucTpaluy B Mopsake, ycraHoBIeHHOM [IpaBurensctBoM Poccuiickoit denepanuu,
Ha OCHOBAaHUH MPEJCTABIEHHOIO B YIMOJHOMOYEHHBIN (hefepanbHbIi OpraH HCIOJHUTENBHON BIIACTH
3asBJICHUS JEpKaTeNsl WM BIAAENblia PErUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara
(YTIOIHOMOYEHHOT'O UM JIULIA).

2. 3aperucTpupoBaHHas MpefeiibHas OTIYCKHAs II€Ha IIPOU3BOJAUTEN Ha JIEKAPCTBEHHBIN
IpernapaT, BKJIIOUYEHHBI B INE€PEYEHb JKU3HEHHO HEOOXOJAMMBIX M Ba)KHEWIIMX JIEKapCTBEHHBIX
[IPernapaToB, MOXKET ObITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEIUYECHUS OJUH pa3 B KaJIEHAAPHOM IOy
Ha OCHOBAHUU NPEACTABICHHOIO B YIIOJHOMOUYEHHBIHN (e/iepaibHblil OpraH UCIOJHUTEIbHON BIACTH /10
1 okTsA0ps KakIoro roja 3asBJICHUS JAep)KaTesls WIM BIaJAEblla PETUCTPALIMOHHOIO YJIOCTOBEPEHMS
JIEKapCTBEHHOTO Npenapara (YnoJIHOMOYEHHOTO UM JIMLA).

3. 3BapeructpupoBaHHas Mpeae/ibHAS OTIYCKHAs IieHa TPOM3BOIUTENST Ha JIEKAPCTBEHHBIN
mpernapar, BKIIOYCHHBIH B TepeucHb >KHU3HCHHO HEOOXOJMMBIX W BaXKHEHIINUX JIEKAPCTBEHHBIX
[pernaparoB, MOXKET OBbITh IMEPEPETUCTPUPOBAHA B CTOPOHY CHIDKCHHS Ha OCHOBAHHH IPEICTABICHHOTO
B YIOJHOMOYCHHBIH (eaepanbHbIii OpraH WCIOJHUTEIBHON BJIACTH 3asBIACHHUS JCpXKaTesas WIN
BJAJENblla PETUCTPAIMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO mperapara (yHOJIHOMOYEHHOTO WM
JIU1A).

4. Jlepxatenb WM BIajAEJel] PETMCTPALMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO Ipernapara
(YITOJIHOMOYEHHOE WM JIMI0) 00si3aH MPEACTaBUTH B YIIOJHOMOYEHHBIA (QeepalbHbIIl  OpraH
WCTIOJTHUTEIIEHOM BIIACTH 3asBJICHUE O TIEPEPETUCTPAIIMH 3aPETUCTPUPOBAHHON TIPEICIbHON OTITYCKHON
IEHBl TPOM3BOMUTENS] Ha JICKAPCTBEHHBIM TMpemapar, BKIIOYCHHBI B TMEPEYCHb IKHU3HEHHO
HEOOXOJMMBIX M BaXHEHIIUX JICKAPCTBCHHBIX NpPENapaToB, B CTOPOHY CHW)KCHHUS B CIICAYIONIMX
CIIyJasix:

1) cHuKeHME LIeHbl B MHOCTPAHHOM BAJIOTE HA JIEKAPCTBEHHBIM IIpernapar B CTpaHE
MIPOU3BOJUTENSA U (WJIK) B CTpaHaX, B KOTOPBIX JIEKAPCTBEHHBIN IMpemnapaT 3aperucTpupoBaH U (Win) B
KOTOpBIE [TOCTABIISECTCS IPOU3BOAUTEIIEM;

2) CHWXEHHE IIeH Ha pedepeHTHBIC JICKapCTBEHHBIC Mpenaparbl B COOTBETCTBUU C IYHKTOM |
HacTosIIeH dYacTH (V11 COOTBETCTBYIOIIMX BOCIPOM3BEICHHBIX, OMOAHAIOTOBBIX (OMOMOTOOHBIX)
JIEKapCTBEHHBIX MPEMapaToB);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

3) mpeBbIlIEHHE MPEebHON OTIYCKHOM IIEHBI Ha MEPBBIN BOCIPOU3BEICHHBINA, OMOAHATOTOBBII
(6romo00HBI) TEKapCTBEHHBIN MpemapaT WHOCTPAHHOTO MPOU3BOJICTBA HAJ MPEISIbHON OTITYCKHOMN
[IEHOW TPOW3BOJUTENI HAa BTOPOM  BOCHPOW3BEICHHBIM, OWOAHANOTOBBIA  (OMOTOJOOHBII)
JICKapCTBEHHBIM  Mpenapar, pacCUUTAaHHOM B COOTBETCTBUU C METOJMKOH, YTBEPKICHHOU
[IpaBurenscTBOM Poccuiickoit @enepanuu;

4) TpeBBIIICHUE MPEEIbHON OTITYCKHOW IIEHBI Ha TIEPBBIA BOCTIPOU3BEACHHBINA, OMOaHATOTOBBIM
(Ouomomo0HBIM) NEeKapCTBEHHBIN MpemapaT MPOU3BOAUTENs TrocydapcTBa - wieHa EBpasuiickoro
SKOHOMHMYECKOTO COK3a HaJ TMPEIeIbHOW OTIYCKHOM I[IEHOM NPOU3BOIAUTENSI HAa BTOPOM
BOCIIPOM3BE/ICHHBIN, OHOaHaNOroBbIil (OMONOJOOHBIN) JEKapCTBEHHBIM Ipenapar MpOU3BOIUTENSI
rocygapcrea - wieHa EBpa3suMHCKOro SKOHOMHYECKOIO COK3d, PACCUMTAHHOM B COOTBETCTBUU C
METOAMKOH, yTBepkaeHHoM [IpaButensctBoM Poccniickoit denepanun.

5. Ilopsanok  mepeperucTpanvy  3apeTHCTPUPOBAHHBIX  NPEACIBHBIX  OTIYCKHBIX  LI€H
MIPOM3BOIUTENEH Ha JeKapCTBEHHbIE NpenapaThl, BKIIIOUEHHbIE B NEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHMIINX JIEKAPCTBEHHBIX IPENapaToB, B CIy4asX, MPEIyCMOTPEHHBIX 4YacTsAMHU 2 - 4 HacTosIuen
craThH, ycraHasiuBaercs IIpaBurensctBom Poccuiickonn @enepanuu.

6. DKOHOMMYECKUN aHaIU3 NPEJeIbHON OTIYCKHOM LIEHbI MPOW3BOJAUTENS Ha JIEKapCTBEHHBIN
mpernapaT, BKJIIOUYEHHBI B TMEpeYeHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEWIIMX JIEKapCTBEHHBIX
IIPENapaToB, IpPU €€ TOCYJAapCTBEHHOM PETUCTPAlUKd WM IMEPEPErucTpaluy  OCYLIECTBIIACTCS
¢denepanbHBIM OpPraHOM MCIOJHUTEIBHOM BIIACTH, OCYUIECTBISAIOIIUM (YHKIMU 10 TNPUHATHIO
HOPMATHUBHBIX TPABOBBIX AaKTOB W KOHTPOIIO 3a COONIONEHHEM 3aKOHOJAaTelIbcTBa B cdepe
rOCYJJapCTBEHHOTO PETyJIMpOBaHUs LieH (Tapru(oB) Ha TOBapHI (YCIyTH).

7. Pacuer mpenenpHbIX OTIYCKHBIX II€H, YKA3aHHBIX B 4acTAX | M 2 HACTOAILIEH CTAaThbH, NMPU HX
roCy/apCTBEHHON perucTpaniy Wik NepeperucTpaluy OCyIIeCTBISETCS B COOTBETCTBUM C METOJIMKOM,
yTBepkaeHHou [IpaBurensctBoM Poccuiickoi Denepaiivivi M yYUTHIBAIOIIEH B TOM YHCIIE:

1) CO6J'IIO,I[CHI/IG banaHca HHTCPECOB HOTpG6HTGJ’ICI>i JICKApCTBCHHBIX IIPCIapaToOB, BKIOUYCHHBIX B
NEepCUCHLb KU3HCHHO H€06XO,Z[I/IMBIX U Ba)XKHEMIIIHX JICKAPCTBCHHBIX MPCIapaTroB, U HpOH3BO,Z[I/ITCHeﬁ
JICKAPCTBCHHBIX MPCHIapaToB, BKIIOYCHHBIX B ICPCUCHb KHU3HCHHO HCOGXOIII/IMBIX U BaXKHEHIIHNX
JICKApCTBCHHLBIX IIPCIIapaTOB;

2) QaxTHUecKyl OTIYCKHYIO IIeHY Ha JieKapcTBeHHbIe Inpemnapathl B Poccuiickoit denepaunu,
LIEHY BBO3a JICKApPCTBEHHBIX IpenapaTtoB B Pocculickyro denepanuio, a TakkKe LICHbI HA aHAJIOTHYHbBIE
JIeKapCTBEHHbIE MpenapaThl, Haxoasmecs B oopamienuu B Poccuiickoit ®enepaunuy;

3) 3aTpaThl MPOW3BOAUTEINS JICKAPCTBCHHOTO TIpernapaTa Ha MPOU3BOJICTBO M PeallU3allHIo
JICKapCTBEHHOTO ITpernapara;

4) ueHy Ha JIEKapCTBEHHBI! MIpenapaT, ero LIeHy B CTpaHe NMPOU3BOJIUTEINS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpUpoBaH U (W) B KOTOPBIE MTOCTABIISAETCS POU3BOAUTEIIEM.

8. He AOIIYCKAKTCA p€alin3alrsd U OTIIYCK JICKAPCTBCHHBIX ITPEIIapaToOB, BKIIIOYCHHBIX B IIEPCUYCHDb
KHN3HCHHO HeO6XOI[I/IMBIX U BaXKHEHUIITUX JICKApPCTBCHHBIX IIPCIIapaToB, HA KOTOPLIC MPOU3BOAUTCIISIMU
JICKApCTBCHHBIX TMIPCHApPATOB HC 3apCrUCTpUpPOBaHA IMPCACIIbHAA OTIIYCKHAsA IICHA, pCain3alunsi
MPOU3BOAUTCIIAMU JICKAPCTBCHHLIX IMPCIApaTOB IO LICHAM, IPCBBIIIAOINM 3apCTrUCTPUPOBAHHBIC HIIN
NEPECPEruCTpUpPOBaHHBIC NPCACIbHBIC OTIIYCKHBIC HCHBI Ha JICKAPCTBCHHBLIC IpPCraparbl € Y4YETOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Hajaora Ha ,I[O6aBJ'IeHHy10 CTOUMOCTD.

9.  OCOGEHHOCTH  TOCYJAapCTBEHHOTO  PEryJHMpOBaHUS  MPEAEIbHBIX  OTIYCKHBIX  LI€H
MIPOU3BOIUTENEH Ha JIEKapCTBEHHbIE NPenapaThl, BKIIFOYCHHbIE B NMEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHMIINX JIEKAPCTBEHHBIX IPENapaTroB, B 3aBHCHUMOCTH OT 3KOHOMUYECKMX M (WJIH) COIMAIbHBIX
KpuTepueB (M3MEHEHUE YCJIOBUM, MOPSAKAa U CTOMMOCTH IPOM3BOJICTBA JIEKAPCTBEHHBIX IpPENaparos,
UCIOJIb30BAaHUE HOBBIX (OPM, METOJOB U CIOCOOOB TIOCYJAapCTBEHHOI'O PEryJMpOBaHMs LEH Ha
JIEKapCTBEHHbIE Mpenaparhl, B TOM YHWCJIE Ha OCHOBE MEXaHM3Ma pe(epeHTHOro 1EeHOOOpa30BaHMA,
U3MEHEHUH TOpsAKa OKa3aHWs MEIUIIMHCKOM NMOMOIIM, W3MEHEHHE Kypca MHOCTPAaHHOHM BalllOTHI U
MHbIE U3MEHEHHU) ycraHaBiauBatoTcs [IpaBurensctBoM Poccuiickoit deneparuu.

(B pen. ®enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Cratba 62. [ocynapCTBeHHbIU peecTp npeAeribHbIX  OTMNYCKHbIX  LUeH
npousBoauUTenen Ha fneKkapcTBeHHble npenaparbl, BKIIIOYEeHHbIe B NepevyeHb XXU3HEHHO
HeobGXxoAUMbBIX U BaXXHEULIMX fleKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbBIE WM TEPEPETUCTPUPOBAHHBIE TpPEAEIbHBIE OTIYCKHbBIE  ILIEHBI
HpOI/I3BOHI/ITeJ'IeI71 Ha JICKApCTBCHHLIC MPCIIapaThl, BKIFOYCHHBIC B MIEPCUCHL JKU3HCHHO HeO6XO)II/IMBIX u
BOKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, IOAJEKAT BKIIOYEHHIO B TOCYIapCTBEHHBIH peecTp
NpeAeTbHBIX OTITYCKHBIX IIeH IPOM3BOAMTENICH Ha JIeKapCTBEHHBIE Ipenaparbl, BKIIOUYEHHBIE B
NepevyeHb )KU3HEHHO HEOOXOAUMBIX U BXKHEHIIINX JICKaPCTBEHHBIX MPENapaToB.

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

2. lN'ocynapcTBeHHBIN peecTp MpeAeNbHBIX OTIMYCKHBIX 1I€H MPOU3BOAMTENCH Ha JIEKApPCTBEHHBIC
npenaparsl, BKJIIOYCHHBICE B TIEPEUCHb JKU3HEHHO HEOOXOMMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
MIpernapaToB, COAEPKUT B cede ciaeayIoulyo HH(OopMaIno:

1) HaMMeHOBaHUE Jep>KaTeNsl WM BIIaJIeIIblla PErUCTPAIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara, HaUMEHOBaHME MPOM3BOJUTENS JIEKAPCTBEHHOIO IIpernapara, CBEJACHHUS O PErucTpaluu
JeprKaTesIsl WK BIafiesblia PErnCTPAllMOHHOTO YAOCTOBEPEHNUS JIEKAPCTBEHHOI O TIpenapara, CBEIeHUs O
PErucCTpaiu Mponu3BOAUTCIIA JICKAPCTBECHHOI'O IMperapara il MEAUIWMHCKOIO NPpUMCHCHHA B KaUCCTBC
HAJIOTOIUIATENBIIMKA B CTpaHe  perucrpamud (i1 POCCHHCKUX  FOPUAMYECKUX  JUI -
ueHTH(UKAIMOHHBIH HOMep Hanoromarensimka (MHH), mis mHOCTpaHHBIX FOPUIMYECKHX JIHIL -
CTpaHa pETHCTpalii, HAaNMEHOBAaHHE PETUCTPHPYIOIIErO OpraHa, PEruCTPAllMOHHBI HOMEp, KO
HAJIOTOIJIATENbIIMKA B CTPaHE perucTpanuu (MHKOPIOPALMU) WM €ro aHajor), MECTO HaXOXICHUS
MIPOU3BOJICTBEHHBIX IUIOMIAJI0K, YYaCTBYIOIIUX B MpPOIECcCe MPOU3BOJICTBA JIEKAPCTBEHHOTO Ipenapara,
C yKa3aHHEeM CTaJiM Ipolecca MPOnU3BOJICTBA;

(n. 1 B pea. ®exnepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HauMEHOBAaHME JIEKAPCTBEHHOrO Ipemnapara (MeXAyHapoJHOE HEMaTeHTOBAaHHOE, WU
TPYNIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBO€ HAUMEHOBAHMS );
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMEp PErUCTPALIMOHHOIO YA0CTOBEPEHUS JIEKAPCTBEHHOTO MIpenapara;

4) nexapcTBeHHasi (popMma C ykazaHHUEM JIO3UPOBKH JIEKAPCTBEHHOTO Tpernapara U €ro KoJIM4ecTBa
BO BTOPUYHOH (TTOTPEOUTENHCKOM) YITaKOBKE, a TAK)KE KOMILJIEKTHOCTB;

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

5) 3aperucTpupoBaHHasl IpeJiesibHas OTIYCKHAs IIeHa Ha JeKapCTBEHHBIH mpenapar B pyOIsix;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) maTa ¥ HOMEp MpHUKa3a yIMOTHOMOUYEHHOTO (helepaabHOr0 OpraHa MCIIOJHUTEIHHON BIIACTH O
FOCYy/JapCTBEHHOW PETUCTPALMM WM  NEPEPETUCTPALMU  MPEACIbHOW OTIYCKHOW IIEHbl Ha
JICKapCTBCHHBIN Tpenapar, BKIOYCHHBIA B IEPEUYCHb >KU3HCHHO HEOOXOAWMBIX W BAKHECHUIITUX
JIEKapCTBEHHBIX MPEMAPATOB;

(B pen. deaepanbHbiX 3aKk0HOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-D3)

6.1) nata BCTyIUIeHHs B CUITy IIPUKa3a YIIOJIHOMOYEHHOIO (eiepabHOr0 OpraHa UCIOJHUTEIbHON
BJIACTM O TOCYJAapCTBEHHOM PpETUCTpallMy WIM MEPEpEerucTpalyuy IpEeAEeIbHON OTIYCKHOM IIEHBI
MMPOU3BOAUTCIIAA HA HeKapCTBeHHBIﬁ npemnapar, BKJIIOUCHHBIA B OEepCUCHbL KU3HCHHO HGO6XOHI/IMBIX n
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

(m. 6.1 BBenen denepanbHbiM 3aKk0HOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOK KOJ, HAHECEHHBIN Ha BTOPUUYHYIO (ITOTPEOUTETHCKYIO) YIIAKOBKY JICKAPCTBEHHOTO
npemnapara;
(n. 7 BBenen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) Koa JIeKapCTBEHHOIO Mpernapara Mo aHATOMO-TEPaleBTUYCCKO-XMMHUECKON KIacCHU(pUKAIUH,
PEKOMEHI0BaHHOM BcemMupHOU opranu3anueit 34paBoOXpaHeHUS.
(. 8 BBeeH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

3. TocynmapcTBeHHass perucTpalus WIM MepeperucTpanusi MNpeAeTbHbIX OTIYCKHBIX IIEH Ha
JIEKapCTBEHHbIE TIperaparhl, BKIIOYCHHbIE B TMEpPEeYeHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHUIIUX
JICKapCTBEHHBIX IMPENaparoB, BEJCHHE TOCYJapCTBEHHOTO peecTpa MpeAeibHbIX OTIYCKHBIX LEH
MIPOU3BOIUTENEH Ha JIEKApCTBEHHbIE NPEnapaThl, BKIIFOUYCHHbIE B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BOXHEUIINX  JICKAPCTBEHHBIX  IPEMapaTtoB, OCYIIECTBISIIOTCS B  TOPSIKE, yCTaHOBICHHOM
[IpaBurenscTBOM Poccuiickoit deneparum.

(B pen. deaepanbroro 3akoHa ot 06.06.2019 N 134-D3)

Cratba 63. YcrtaHoBneHue opraHamMmm MUCNONIHUTENBLHOW BacTU CYyObLEKTOB
Poccunckon depepaumn npepenbHbIX pa3MepoB ONTOBbLIX HaAabaBOK U npeAenbHbIX
pa3MepoB PO3HUYHbIX HaAbGaBOK K (pakTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBJIEHHbIM
Npou3BOAUTENSAMM JleKapCTBEHHbIX MNpenapaTtoB, Ha JieKapCTBeHHble npenaparbl,
BKITIOYEHHble B Nepe4vYeHb XM3HEHHO HEeOOGXOAMMBLIX U BaXHEULWMUX JeKapCTBEeHHbIX
npenaparoB
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. Opranpl UCHOJHUTENBbHOM BHacTH cyObekToB Poccuiickoit ®enepaunu ycTaHaBIMBAKOT
npeneiabHble pa3Mepbl OINTOBBIX HAA0aBOK U IMpeleibHble pa3Mephl PO3HUYHBIX HAA0aBOK K
(aKkTHUECKUM OTIIyCKHBIM IieHaM (0e3 yueTa Hajora Ha JOOaBJIEHHYIO CTOMMOCTh), YCTaHOBJIEHHBIM
IIPOU3BOJUTENISAMUA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKApCTBEHHBbIE IpEnaparbl, BKIIYECHHBIE B
[EPEYCHb >KU3HEHHO HEOOXOMUMBIX M BAXKHEHMIIMX JIEKAPCTBEHHBIX MPENapaTroB, B COOTBETCTBHU C
YTBEPKICHHON B IHOpsAnke, ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit denepanuu, METOAMKON
YCTaHOBJICHUS] OpraHaMM MCIIOJIHUTEIBHON BIAcTH cyOBbekToB Poccuiickoit ®enepanuu npeaenbHbIX
pa3MepoB ONTOBBIX HAI0aBOK M MpeAeNbHBIX pPa3MEpPOB PO3HUYHBIX HAA0aBOK K (PaKTHUECKUM
OTIIyCKHBIM  II€HaM, YCTAHOBJICHHBIM  IIPOU3BOJUTEIIIMH  JICKAPCTBEHHBIX  IIpenaparoB, Ha
JIEKapCTBEHHbIE Ipenaparhbl, BKIIOYEHHbIE B IEpEYeHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIIMX
JICKapCTBEHHBIX TpenapaToB. [IpoeKThl pemeHuid OpraHoB HCIOJHUTENBHOW BIIACTH CYOBEKTOB
Poccuiickoit @enepanuu 00 yCTaHOBIEHMM W (MJIM) W3MEHEHHMH NPEIENbHBIX Pa3MEpOB ONTOBBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Ha/j0aBOK W TpeAeTbHBIX Pa3MEPOB PO3HUYHBIX HAJ0ABOK K (PAaKTHUECKUM OTIIYyCKHBIM II€HaM,
YCTaHOBJICHHBIM IIPOM3BOJUTEISAMU JIEKAPCTBEHHBIX IIPENAPAaTOB, HAa JICKAPCTBEHHbIC IIpenaparsl,
BKJIIOYCHHBIE B MEPEYCHb >KU3HEHHO HEOOXOAMMBIX W BaXXHEWIIMX JICKApPCTBEHHBIX IPEMaparos,
MOJJIEKAT COIJIACOBAHMIO C YIOJHOMOYEHHBIM (helepaabHbIM OPraHOM HCIOJHUTENbHOM BIACTH,
OCYHIECTBISAIOMUM (QYHKUMU [0 NPUHATHIO HOPMATHBHBIX IIPAaBOBBIX AaKTOB M KOHTPOJIO 3a
COOJIFOJICHUEM 3aKOHOJATEIbCTBA B c(epe TrocyAapCTBEHHOrO peryjiupoBaHMs LeH (TapudoB) Ha
TOBaphlI (YCIIyTH), B Opsiike, ycTaHoBIeHHOM [IpaBurensctBoM Poccuiickoit deneparuu.

(B pen. @enepanbhbix 3akoHOB OT 13.07.2015 N 241-P3, ot 27.12.2019 N 475-D3)

2. OpraHuzaluy OINTOBOM TOPrOBJIM JEKAPCTBEHHBIMU CPEACTBAMH, aNTEUHbIE OpraHU3alNH,
WHIAVNBUAYATbHBIC TMPEANPUHUMATEIH, WMEIONIUE JUICH3WI0 Ha (DapMaIieBTHYECKYIO JESITeIbHOCTD,
MEJIMIIMHCKUE OpTaHWU3aINK, HMEIONIME JHUIEH3UI0 Ha (PapMareBTUYCCKYIO0 NEATeTbHOCTh, U WX
00ocobseHHbIe TopasaeneHus (amOynaropuu, denpamepckue u GenpamepcKo-aKyepCeKiue MyHKTHI,
HEeHTpbl (OoTAeneHus) oOmell BpauyeOHON (ceMeWHOW) NpPaKTHKH), PACIOJIOKEHHBIE B CEIbCKHX
HAaCEJIEHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEUHbIE OPTraHU3AIMH, OCYUIECTBISIOT peaau3alfio
JIEKapCTBCHHBIX MPENapaToB, BKIIOYCHHBIX B IEPEUYCHb JKU3HCHHO HEOOXOIUMBIX M BAKHEHUIITUX
JIEKapCTBCHHBIX IPETapaToB, IO II€HAM, KOTOpbIE (QOPMHUPYIOTCS B COOTBETCTBHH C HOPSIIKOM,
ycranoBjieHHBIM [IpaButenscTBoM Poccuiickoit denepariu, 1 ypoBeHb KOTOPBIX (0€3 ydeTa Hajora Ha
NOOAaBJICHHYIO CTOMMOCTb) HE JOJDKEH MpEeBbIIIaTh CyMMY (aKTHYECKOW OTIYyCKHOM IEHBI,
YCTaHOBJICHHON MPOU3BOIUTENIEM JIEKapCTBEHHOTO npernapara, HE MIPEBBIIIAIOMICH
3aperuCcTPUPOBAHHON I MEPEPETUCTPUPOBAHHON TMpeleIbHOW OTIYCKHOW IIEHBI MPOU3BOIUTENS (HA
JaTy peaju3aliy JICKapCTBEHHOTO Mpernapara Mpou3BOIUTEIEM), U pa3Mepa ONTOBOM HAa0aBKH U (1K)
pa3Mmepa pO3HWYHOM HAI0aBKH, HE MPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa MNpenelbHON ONTOBOH
HamO0aBKu W (WIW) pas3Mepa MpeaeabHOM pPO3ZHUYHOW HaA0aBKH, YCTAaHOBJICHHBIX B CyOBEKTE
Poccuiickoit denepariumu.

(uacts 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbl UCHOJHUTENBHOW BiacTu cyObekToB Poccuiickoil ®enepanuu pa3MemaroT B CETH
"NuTepHer" MHPOPMAIIUIO O 3apETUCTPUPOBAHHBIX MPEIEIbHBIX OTITYCKHBIX LIEHAX MPOU3BOIUTENCH Ha
JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B [EPEYEHb >KM3HEHHO HEOOXOOUMBIX U BaKHEHMIIUX
JIEKapCTBEHHBIX IpENapaToB, 00 YCTAaHOBJICHHBIX B CcyObekTe Poccmiickoit denmeparuu mpeaenbHBIX
pa3mepax OINTOBBIX HaJ0ABOK M (WJIM) MpEeAETIbHBIX pa3Mepax PO3HUYHBIX HAJ0ABOK K YCTaHOBIIEHHBIM
MIPOU3BOIUTENSAIMHU JIEKAPCTBEHHBIX MpenapaTtoB (PakTHYECKUM OTIYCKHBIM LIEHaM Ha JIEKapCTBEHHbIE
npernaparsl, BKIIOYEHHBIE B IEPEYCHb >XU3HEHHO HEOOXOAMMBIX M BaXXHEHMIIMX JIEKapCTBEHHBIX
IIpEnaparoB, a TAKKE O CYMME 3apErUCTPUPOBAHHBIX MIPEACIIBHBIX OTIIYCKHBIX LIEH IIPOU3BOAUTEIICH Ha
JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B MEPEYeHb >KU3HEHHO HEOOXOOUMBIX U BaKHEHUIIUX
JIEKApCTBEHHBIX IIPETapaToB, YCTAaHOBJICHHBIX B CyObekTe Poccuiickoit ®Denepanmu mpeaenbHBIX
pa3sMEepoB ONTOBBIX HaJ0aBOK W NPEIENbHBIX pa3MEpOB PpO3HMYHBIX HAJ0aBOK M Hajora Ha
n00aBlIeHHYI0 cTOUMOCTh. MHpOpManus, npeaycMOTpeHHas: HacTOSIIEH YacThio, TOJKHA HAXOAUTHCS
TaKKe€ B aNTEYHbIX OpPraHM3aLMUAX B JOCTYINHOM /s BCEX 3aMHTEPECOBAHHBIX JHI (opMme U
OOHOBJIITECS TIO MEPE €€ pa3MEIICHHs] OpraHaMH HWCIOJHUTEILHON BIAcTH CyOBeKkTOB Poccuiickoit
®enepanuu B cetu "MHTepHer".

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

4. YTpatun cuiy ¢ 1 mapra 2020 roaa. - ®enepanbhbliii 3akoH oT 27.12.2019 N 475-D3.

Mnasa 13. MOHUTOPUHI 9®®EKTUBHOCTU U BE3OINMACHOCTH
NEKAPCTBEHHbBIX NMPEMAPATOB, HAXOOALINXCA B OBPALLEHUNA
B POCCUNCKOU ©EOEPALIMUN
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

Cratbsa 64. ®apmakoHaasop
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE TIpenapaThl, HaXosAIMecs B oopamennn B Poccuiickoit deaepann, mojiekar
MOHHUTOPUHTY 3G EKTUBHOCTH M 0OE30MACHOCTH B UENSIX BBISIBICHUS BO3MOXHBIX HETaTUBHBIX
MOCJEICTBUI MX NMPUMEHEHUs, UHANBUIYAIbHON HENEPEHOCHUMOCTH, MPEAYNPEKACHUS MEIUIIMHCKUX
pabOTHUKOB, CHEIUAIMCTOB B O0JIACTH BETEPUHAPUU, MAIMEHTOB WM BIAJENBIIEB KHUBOTHBIX M X
3alUThI OT IPUMEHEHUS TAKUX JIEKAPCTBEHHBIX IPENapaToB.

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

2. ®apMakoHaa30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIIOJIHMUTEIBbHOW BIACTH B YCTAaHOBJIECHHOM UM IOPSAAKE IIyTEM aHalln3a MPEeIOCTaBIIAEMON
cyObekTaMu OOpallleHHs JIEKapCTBEHHBIX CpeACTB HMH(opManmuu O TMOOOYHBIX JEHCTBHUSAX,
HEXEJIATENIbHBIX PEaKIMAX, CEPbE3HBIX HEXKENATENbHBIX PEAKIMAX, HENPEIBUICHHBIX HEKEIATEIbHbIX
peaknusaxX MpU MPUMEHEHHH JIEKapCTBEHHBIX IMpenapaToB, 00 WHAMBHIYaJIbHON HETEPEHOCHMOCTH,
OTCYTCTBUM 3((PEKTUBHOCTU JIEKAPCTBEHHBIX IpenapaTroB, a Takke 00 UHbIX (akTax u
00CTOSITENTLCTBAX, MPEACTABISAIONINX YIPO3y KU3HU WU 3/I0pPOBBIO YeJOBEKa JHUOO KUBOTHOTO IMPHU
IIPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB U BBIABICHHBIX Ha BCEX ATanax oOpalleHUs JIEKAPCTBEHHBIX
npenaparos B Poccuiickor denepanuu U APyrux rocy1apcrBax.

3. CyObexThl 00paleHus JeKapCTBEHHBIX CPEJICTB B MOPSI/IKE, YCTAHOBICHHOM YITOJTHOMOUYEHHBIM
(benepanbHBIM  OPraHOM — HCIIONHHUTEIBHOH BJIACTH, O00s3aHBI COOOIIATh B  YHOJIHOMOYECHHBIH
(benepanbHBIE OpraH HCIOJHUTEIBLHON BIACTH O TMOOOYHBIX JEHCTBUSAX, HEKEIATEIBHBIX PEAKINAX,
CEPBE3HBIX HEKENATEIbHBIX PEAKIUAX, HENPEIBUICHHBIX HEXKEJIATEIbHBIX PEAKINAX IPU NPUMEHEHUN
JIEKapCTBEHHBIX IPENnapaTroB, 00 WHIMBUAYAJIbHOW HENEPEHOCUMOCTH, OTCYTCTBMM 3()(HEKTUBHOCTH
JIEKapCTBEHHBIX MPENapaToB, a TakKe 00 MHBIX (akTax M 0OCTOATENbCTBAX, NPEIACTABISAIOIINX YTPO3Y
KHU3HU WJIM 370pPOBBIO0 YelloBeKa JIMOO KMBOTHOTO MpPU MPUMEHEHHM JICKapCTBEHHBIX IPErnapaTtoB U
BBISIBJIGHHBIX Ha BCEX JTamax oOpalieHHs JeKapCTBEHHBIX HpemnapatoB B Poccuiickoit dexepanuu u
JIPYTUX rocy1apcTBax.

4. JlepaTely WU BJIQJCIBIBI PETUCTPAIIMOHHBIX YIAOCTOBEPECHUH JICKAPCTBEHHBIX IPEIapaToB,
IOPUIMYECKAE JIMIA, Ha WM KOTOPBIX BBIIAHBI pPa3pelICHUsT Ha TMPOBEIACHUE KIMHUYCCKHX
uccnenoBanuii B Poccuiickoit @enepannu, 1M00 YHOJTHOMOYCHHBIC UMU JIPYTHE IOPUINYECKUE JINIA B
pamkax oOecriedyeHHs] O€30MacHOCTH JIEKAPCTBEHHBIX IMPEMapaToB B MOPSIKE, YCTAaHOBIECHHOM
COOTBETCTBYIOIIUM YIOJTHOMOYECHHBIM (eepaTbHBIM OpPraHOM HCIOJHUTEILHON BIIACTH, OOS3aHBI
OCYIICCTBIISATh TIPUEM, Y4eT, 00paboTKy, aHAJIN3 U XpPaHCHHE MOCTYMAIONINX B UX aapec OT CyOBEKTOB
oOpareHust JeKapCTBEHHBIX CPEACTB M OPTaHOB T'OCYJIAPCTBEHHOW BIIACTH COOOIIEHUH O MOOOYHBIX
JNCHCTBUSAX, HEXKEIATCIBHBIX  PEaKIUAX, CEPhE3HBIX  HEKENATENBHBIX W HENPEIBUIACHHBIX
HEXKEJIaTeNbHBIX PEAKIMSIX MPH NPUMEHEHUHM JIGKAPCTBEHHBIX MPENaparoB, 00 OCOOEHHOCTSIX WX
B3aMMOJICHCTBUS C JIPYTUMH JIEKAPCTBEHHBIMU TIperapaTaMu, WHANBUAYATbHONH HEMEpPEeHOCHUMOCTH, a
TakKe 00 MHBIX (haKTax U 00CTOSATEILCTBAX, MPEACTABISIFOIINX YTPO3Y JKU3HH WIH 370POBBIO YEIIOBEKA
700 KUBOTHOTO WJIA BIUSIONINX HA U3MEHEHHE OTHOIICHUS 0’KHIAEMOMU ITOJIB3BI K BO3SMOXKHOMY PHCKY
MIPUMEHCHHUS JICKaPCTBEHHBIX MTPETIapaToOB.

5. HpI/I BBISIBJICHHUHN I/IH(bOpMaI_II/II/I O CEPBE3HBIX HEXKCEIATCIBHBIX PCAKIUAX W HCIIPEABUACHHBIX
HCKCJIATCIIbHBIX PCAKOUAX IPU MPUMCEHCHUHN JICKAPCTBCHHBIX IIPCIapaTos, 00 O0COOEHHOCTAX HX
BSaHMOHeﬁCTBHH C JAPpYruMu JICKApCTBCHHBIMU IIPCIIapaTaMu, I/IHHHBH,I[yaJIBHOﬁ HCIICPCHOCUMOCTH, a
TaKXe 00 UHBIX (l)aKTaX u 06CTO$ITCJILCTB3X, BIMAOIIKUX HA U3MCHCHUC OTHOIICHUA O)KHHaeMOﬁ T10JIB3bI
K BO3MOXHOMY PUCKY MNPHMCHCHUA JICKAPCTBCHHLIX MIPCHIapaToB, ACPKATCINW MWW BJIAACIbIbL
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

PEruCTpainOHHBIX y,HOCTOBCpeHI/Iﬁ JICKApPCTBCHHBIX IIPENapaToB, OPUAUYCCKHUC JIULA, HA UMA KOTOPBIX
BbBIJIAHBI Pa3spClICHHA Ha NPOBCACHUC KIIMHHUYCCKUX I/ICCJ'ICJIOBaHI/Iﬁ B Poccuiickoit d)e;[epauml, 0o
YIOOJHOMOYCHHBIC HMU [JPYTIH€ HOPHIWYCCKHUC JIMIa 00s13aHBI MNPpUHATL MCPBI, HAIIPAaBJICHHLIC Ha
YCTpaHCHHUEC HETraTUBHBIX HOCJ'IGI[CTBI/Iﬁ MMPUMCHCHU TaKHX JICKAPpCTBCHHBIX npenaparos,
NpeaAYNpECKIACHUC IMMPUIUHCHNA BpEaa KU3HU HUIIN 3JOPOBbBIO UCJIIOBCKA 00 JKUBOTHOT'O, 3alIIUTY UX OT
INIPpUMEHCHUA TaKUX JICKAPCTBCHHBLIX IIp€IiapaTroB, Ha I[OHOJ'IHI/ITeJ'IBHHﬁ C60p JaHHBIX 00
Bq)(l)eKTI/IBHOCTI/I 1 0€30IMaCHOCTH TaKUX JICKApCTBCHHBIX IPCIIAPATOB.

6. 3a HecooOIleHHWEe WM COKpPBITHE WH(OPMALNUU, TPETYCMOTPEHHOW YacThio 3 HACTOAIIEH
CTaThH, JICPXKATEIN WA BIAJENbI[bl PErUCTPALIMOHHBIX YAOCTOBEPEHUN JEKAPCTBEHHBIX IPENapaToB,
IOpUIMYECKUE JIMIa, HAa HMS KOTOPBIX BBIJAHBI pa3pelIeHHs Ha TPOBEICHHE KIMHUYECKUX
uccnenoanuii B Poccuiickoit deneparuu, 100 yIOTHOMOYEHHBIE UMH IPYTUE IOPUANYECKHUE JINUIIA, a
TaK)Xe JIOJDKHOCTHBIC JIMITA, KOTOPBIM 3Ta HH(POPMAIIHsI CTaJla U3BECTHA 110 POy X MpodecCHOHaTbHOM
NeSTeNIbHOCTH, HECYyT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATENbCTBOM Poccuiickoit
denepauuu.

7. Ilpu momy4yeHUH yIOJTHOMOYEHHBIM (pe/iepaibHbIM OpTraHOM HCIIOJIHUTEIFHON BIACTH B PAMKax
OCYILECTBIICHUS] UM (papMaKOHaJ30pa J0Ka3aTeIbCTB O HECOOTBETCTBUU JIEKAPCTBEHHOIO Ipenapara
YCTaHOBJICHHBIM TpPeOOBaHMSIM WM MPH TMOJNyYeHHMH HH(POpPMAlMU O HECOOTBETCTBHM JaHHBIX 00
3G GEKTUBHOCTH U O 0€30IIaCHOCTH JIEKAPCTBEHHOIO IpenapaTa JaHHbIM O JIEKapCTBEHHOM IIpenapare,
COJIepKALIUMCS B MHCTPYKIMH 10 €r0 MPUMEHEHHIO (B TOM YHUCJIE BBISIBICHHBIX B X0JI€ OCYIECTBICHHS
(apMakoHa30pa KOHTPOJIBHO-HAJA30PHBIMH OpraHaMU MHOCTPAHHBIX TOCYAApCTB), YHOIHOMOYECHHBIH
(benepanbHBI OpraH NCHOIHUTEIBHON BIACTH B YCTAHOBJICHHOM MM IIOPSJIKE PACCMAaTPUBAET BOIIPOC O
IIPUOCTAHOBIICHUH IIPUMEHEHHSI TAKOT'0 JICKAPCTBEHHOTO Iperapara.

Cratba 65. [lpnocTtaHoBNeHNe NPUMEHEHUS NIeKapCTBEHHOro npenapara
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

1. IIpn nony4yenun nuHpOpMAIMK O HEXKENATEIBHBIX PEAKIUAX MPU MPUMEHEHUHN JIEKapCTBEHHOTO
rpenapara, He YKa3aHHbIX B MHCTPYKLUHU 110 NMPHUMEHEHHUIO JIEKAPCTBEHHOI'O IIperapara, Cepbe3HbIX
HEXKeJIaTeJIbHBIX peaklusix, 00 OCOOCHHOCTSX €ro B3aMMOJEHUCTBUS C JPYTMMH JIEKapCTBEHHBIMU
IpernaparamMu, KOTOpble MOTYT IPEJCTABIATh YIPO3Y XKHU3HHU WU 3J0POBBIO YelloBeKa JINOO KUBOTHOTO,
a TaK)Ke 0 HECOOTBETCTBUHU JTAaHHBIX 00 3((EKTUBHOCTH U O OE30MACHOCTH JIEKAPCTBEHHOr'0 IpenapaTa
JAHHBIM O JICKAPCTBEHHOM IIpelapare, COACPKAIUMC B MHCTPYKLHMH II0 €r0 NPUMEHEHHUIO, B TOM
YHcie OT YHOJHOMOYEHHBIX OPraHOB MHOCTPAHHBIX TOCYAApPCTB, OOMEH KOTOPOW OCYIIECTBIISETCS B
COOTBETCTBUH C COTJIAIICHUSIMH MEXIY YIOJHOMOYEHHBIM (heliepalbHbIM OPraHOM HCIOJTHHUTEIBHOM
BJIACTH U YIIOJIHOMOYEHHBIMU OpPraHaMH MHOCTPAHHBIX T'OCYJAapCTB, YIOJTHOMOYEHHBIH (henepaabHbIi
OpraH HUCIOJIHMUTEIBHOM BIACTH PacCMaTpUBAET BOIIPOC O BO3MOXHOCTH NMPUOCTAHOBJICHUS 0OpalleHHsI
TaKOro JIEKApCTBEHHOTO IIpernapara B MOPSJIKE, YCTAHOBIEHHOM YIIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM MCIIOJHUTEIbHOM BIIACTH.

2. Ilpy HeucnoJHEHMM WM HEHAJICKAIIEM HCHOJHEHUM JEpKaTeNsMU WM BiaJelblaMU
PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IMPENAPATOB, HOPUANYECKUMHU JULIAMH, Ha UM
KOTOPBIX BbIJIaHBI pa3pelieHrs Ha TPOBEJACHNUE KIMHUYECKUX ucciaenoBannii B Poccuiickoit dexneparuu,
WIK YHOOJHOMOYEHHBIMH HMMH JPYTUMH IOPUIUYECKHUMH JUIAMH O0S3aHHOCTEH, YCTAHOBIJIEHHBIX
gactasmMu 3 U 4 cratbu 64 Hacrosimero denepalbHOTO 3aKOHa, JMOO B CIy4asX MpeICTaBIICHUS
COOTBETCTBYIOIIUM YIOIHOMOYEHHBIM (heiepaTbHbIM OPTaHOM UCTIOTHUTEIHFHOUW BIACTH 3aKITIOUCHUS O
HEJIOCTOBEPHOCTH  pE3yJbTaTOB KJIMHUYECKOIO HCCIENOBaHUSA JIEKapCTBEHHOIO Iipenapara Juisd
MEIMIIMHCKOTO MPHUMEHEHHS, KOTOPOE OCHOBAaHO Ha pe3yJibTaTax IPOBEPKH MEAULUHCKON
OpraHu3allfii, TMPOBOJAUBIIECH YKA3aHHOE KIWHUYECKOE MCCIEAOBAHUE C HAPYLICHHEM [PABUI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

HaJIexalled KIMHHYECKON MPAaKTUKH, U MPUBEJIO0 K MOJYyYEHUIO0 HETOCTOBEPHBIX PE3yIbTaToOB, TUOO B
Clly4ae HEBBIMIOJHEHHsI TPEANHUCAHUsS, BBIJIAHHOTO YIOJHOMOYEHHBIM (eIepalbHBIM OPTaHOM
WCTIOJIHUTEIIGHON  BIIACTH [0 HWTOTaM  OCYIIECTBICHHUS BBIOOPOYHOTO KOHTPOJS  KadecTBa
JIEKapCTBEHHOTO TIperapaTa, YIOJHOMOYCHHBIN (eaepaibHBI OpPraH HWCIOJHUTEIBHON BIACTH B
YCTAaHOBJICHHOM WM MOPSJIKE PACCMAaTPUBAET BOMPOC O MPUOCTAHOBICHUM TPUMEHEHHS TaKOTO
JIEKApCTBEHHOIO IIpernapara.

3. YnonHoMoueHHbIH (enepanbHblii OpraH HCIOJHUTENBHONW BIIACTH NPHU IMPEJICTABICHUH €My
CBEJICHUII O HECOOTBETCTBUHM IPOMU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAHUSAM IpPABUI
Ha/IIeKaIIed TMPOU3BOACTBEHHONH MPAaKTHKH M (WJIM) O HApYUICHWH JIHMIEH3UOHHBIX TpeOOBaHUH,
KOTOpbIE OBUIM BBISIBIICHBI B XOJIe MPOBEACHUS WHCIIEKTHPOBAHUS TPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB WM OCYIIECTBICHHS JMIIEH3HOHHOTO KOHTpOJiA B cdepe MNpOM3BOACTBA JIEKAPCTBEHHBIX
CPEICTB M INpPHUBEIM WIA MOTYT IPHUBECTH K IIPOU3BOACTBY JIEKAPCTBEHHBIX IpENaparoB Ul
MEIULUHCKOTO NMPUMEHEHUs], MPUUYNHUBIINX WM CHOCOOHBIX NPUYMHUTH BpEJl KU3HU WIN 3]I0POBbBIO
IpaX<aH, paccCMaTpUBAET BONPOC O MPHOCTAHOBJIECHUU NPUMEHEHMsI JIEKAPCTBEHHBIX IPENapaToB AJs
MEUIMHCKOTO IPUMEHEHHSI B YCTAHOBJIEHHOM UM [OPSAIKE B CIEAYIOIIUX CIydasx:

1) coctaB u (WJIM) TEXHOJOTHUSI MPOU3BOJICTBA JIEKAPCTBEHHOTO Mperapara A MEIUITTHCKOTO
MpUMEHEHHUs (C OMUCAaHWEM CTaJWi MPOW3BOJCTBA) OTIMYAIOTCS OT 3aSBJICHHBIX B PETHCTPAIIMOHHOM
JIOCBE;

2) J'IeKapCTBCHHHﬁ npenapar il MEAUIUHCKOTO MMPUMEHCHUSA IIPOU3BEACH Ha HpOI/I3BOHCTBeHHOI>’I
IIomaaKke, He yKaBaHHOﬁ B pCruCTpaiiOHHOM J10ChE;

3) y Ipou3BOUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBI, IOJTBEPKIAOLINE
COOTBETCTBUE KadecTBa JIEKAPCTBEHHOI'O IIpemnapara il MEJUIUHCKOrO IPUMEHEHUs, BBOAUMOIO B
IpaXIaHCKHUI 000pOT, TpeOOBAHUSAM, YCTAHOBJIEHHBIM IPU €r0 rOCYJapCTBEHHOM perucTpamy;

4) mpow3BOAMTENEM JICKAPCTBEHHBIX CPEACTB B COTJIACOBAHHBII C  COOTBETCTBYIOIIUM
YIIOTHOMOYEHHBIM (pe/lepabHBIM OPTaHOM HCIIOJHHUTENBFHON BIACTH CPOK HE YCTPAHEHBI HAPYIICHUS
TpeOOBaHUIl MpaBu HaJyUIeXkKallel MPOU3BOACTBEHHONW MPAKTUKU U (WIM) JIMIEH3UOHHBIX TpeOOBaHUH,
KOTOpbIE ObUIM BBISIBICHBI B XOJI€ MPOBEACHUS WHCIEKTUPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WJIM OCYUIECTBICHHS JMIIEH3MOHHOTO KOHTPOJISI B cdepe NPOM3BOJCTBA JIEKAPCTBEHHBIX
CpPeACTB M TPUBEIM WJIM MOTYT TPUBECTH K TIPOU3BOICTBY JICKAPCTBEHHBIX IPEMApaToOB JUIs
MEIUIMHCKOTO MPUMEHEHHS, IPUYNHUBIINX WM CIOCOOHBIX NPUYMHHUTH BPEI JKU3HHU HIIH 370POBBIO
rpakaaH.

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

4. YnomHOMOYEHHBIH (enepanbHblii OpraH HCHOJHHUTENBHOM BJIACTH TPU HAIUYUUA y HETO
CBEICHMM O HECOOTBETCTBUU IPOMU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBAHUAM TPABUI
HaJuiexalled MNpPOU3BOACTBEHHON MpakTUKW M (WIM) O HapylIIEHUH JHUIIEH3UOHHBIX TpPeOOBAaHUM,
KOTOpbIE OBbUIM BBISBIEHBl B XOJI€ IPOBEAECHUS HHCIEKTUPOBAHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBICHHS JMIIEH3MOHHOTO KOHTPOJIs B cdepe NpOU3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB M IIPUBEIM WIM MOIYT IPUBECTH K IIPOM3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB Uit
BETEPUHAPHOTO MPUMEHEHHsI, IPUYMHUBIIUX WIH CIIOCOOHBIX NPUYMHUTH BPE]] )KU3HU WM 3]I0POBBIO
JKUBOTHBIX, PACCMATPUBAET BONPOC O NPHOCTAHOBJICHUU PEANN3ALMU U NPUMEHEHHs JIEKAPCTBEHHBIX
IIpenaparoB JUIsl BETEPUHAPHOTO IPUMEHEHHSI B YCTAHOBJIEHHOM UM HOPAJIKE B CJIEIYIOIIUX CIyqasiX:

1) coctaB u (WJIK) TEXHOJIOTHUS MPOU3BOJACTBA JIEKAPCTBEHHOI'O Ipemnapara Ui BETEpUHAPHOTO
MPUMEHEHUs (C OMHUCaHWEM CTaJuil MPOU3BOJCTBA) OTIUYAIOTCS OT 3asBIECHHBIX B PETUCTPALMOHHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

JIOChE;

2) nekapCTBEHHBIN Mpenapar Jijisl BETEpUHAPHOTO MPUMEHEHHS IPOU3BECH Ha MPOU3BOICTBEHHOM
IUIOUIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChE;

3) y npou3BOAUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBHI, IMOJITBEP:KIAOLINE
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOrO Mpemnapara Juisi BETEPUHAPHOIO MPUMEHEHHS, BBOJUMOTO B
Ipa)XxIaHCKHUI 000pOT, TPEOOBAHUSAM, YCTAHOBJICHHBIM IIPU €r0 IrOCYJapCTBEHHOM perucTpaluy;

4) Tpou3BOAMTENEM JIEKAPCTBEHHBIX CPEJCTB B COIVIACOBAHHBIA C COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (heJiepadbHbIM OPTaHOM HCIIOIHUTEIBHON BIACTH CPOK HE YCTPaHEHBI HAPYIICHUS
TpeOOBaHMI MpaBUII HAJUICKAIICH MPOU3BOJICTBEHHOW MPAKTUKH U (WJIN) JIMIIEH3MOHHBIX TPEOOBAHUIA,
KOTOpbIE OBUIM BBISIBIICHBI B XOJIe MPOBEACHUS WHCIIEKTHPOBAHUS TPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB WM OCYIIECTBICHHS JIMIIEH3HOHHOTO KOHTpOJi B cdepe MNpOM3BOACTBA JIEKAPCTBEHHBIX
CPEACTB M TMpPUBEIM WIM MOIYT IMPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB IS
BETEPUHAPHOTO MPUMEHEHUS, IPUYNHHUBIINX WJIH CIIOCOOHBIX MPUYUHUTH BPE KU3HU WM 370POBBIO
KUBOTHBIX.

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

Koncynprantlntoc: npumeyanue.
C 01.01.2026 ct. 65 pononuserces 4. 5, 6 (D3 ot 27.12.2019 N 475-D3).

Koncynprantlntoc: npumeyanue.
C 01.09.2023 ct. 65 nononusercs 4. 7 (@3 ot 02.07.2021 N 317-®3). CMm. OyayLIyI0 pEAAKIIHIO.

CraTtba 66. UHcpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

YonmHOMOYCHHBIH  (eiepalIbHBIA  OpraH  WCIIOJTHUTEIIBHOW  BJIACTH,  OCYIIECTBIISIOIIHMA
(dhapmakoHaa30p, MO €ro pe3yjbTaTaM pa3MellaeT Ha cBoeM oduiuanbHOM caiite B cetn "MHTepHeT"
UH(POPMALIUIO O:

1) BbISIBJICHMMW HOBBIX MOATBCPKACHHLIX JAaHHBIX O MOOOYHBIX l[efICTBPISIX, HCXCIIaTCIbHBIX
pe€aknusiaXx, CCPbLE3HBIX HEKCIATCIBbHBIX PCAKIUAX, HCIIPCABUACHHBIX HCKCIATCIbHBIX PCAKIUAX IMPU
IIPUMEHCHUU JICKAPCTBCHHOI'O IIp€IiapaTra, B TOM YUCJIC BIMAOINX HAa OTHOHICHUC O)KHHaCMOﬁ T10JIB3bI
K BO3MOXHOMY PUCKY IIPUMCHCHUS JAHHOI'O JICKAPCTBCHHOI'O IIpCIIaparTa,

2) NpUHATHIX PEIIEHHUSIX O BHECEHUH U3MEHEHUH B MHCTPYKIIMIO MO MPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara, 0 MPUOCTAHOBJICHUU NPUMEHEHUS JIEKapCTBEHHOIO MpenapaTa, 00 U3bSITUU U3 00palieHus
JIEKapCTBEHHOTO IIpenapara Wil 0 BO300OHOBJIEHHH IPUMEHEHHUS JIEKAPCTBEHHOTO MpeTapara.

Mnaea 14. U(H®OPMALUA O NNIEKAPCTBEHHbIX NMPEMNAPATAX. CUCTEMA
MOHUTOPUHIA OBUXEHUA NEKAPCTBEHHbLIX NMPEMNAPATOB
anAa MEQUUMHCKOIo NPUMEHEHUA
(B pen. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauus o nekapcTBeHHbIX npenapartax. Cuctema MOHUTOPUHra
ABWXEHUS NleKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Madopmanuss 0 JeKapCTBEHHBIX IMpenaparax, OTIYCKAEMBIX IO PELEenTy Ha JIeKapCTBEHHBIN
npenapar, JO0JKHA COAEpKAThbCsl TOJIBKO B CIELMAIM3MPOBAHHBIX M3AHUAX, NPEIHA3HAYCHHBIX IS
MEIUIMHCKUX, (papMaleBTUYECKHX paOOTHUKOB, CIIEIHAINCTOB B 00siacTu BetepuHapuu. MHpopmanus
0 JIEKapCTBEHHBIX IpenapaTax Ajs CIEUUATIUCTOB B 00JIACTH OOpalleHHs JIEKapCTBEHHBIX CPEICTB
MOJKET COJepXKaTbCsi B MOHOrpadusx, cipaBOYHMKAX, HAyYHBIX CTaThsX, B JOKJIaJaX Ha KOHIpeccax,
KOH(EepeHIMAX, CUMIIO3UyMax, HAy4yHBIX COBETaX, a TaKXe B HWHCTPYKIMAX [0 TNPUMEHEHHIO
JIEKapCTBEHHBIX [IPENApPaTOB.

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

2. Undopmanus o JeKapcTBEHHBIX IpernapaTax, OTIyCKaeMbIX 0e3 pelenTta Ha JIeKapCTBEHHBIN
mpernapaTr, MOXET COJEp)KaThCs B MyOJMKAIMSIX U OOBABICHUSX CPEICTB MaccoBOW HH(OpMAaLNU,
CHEIHATM3UPOBAHHBIX M OOIIMX MEYATHBIX U3IaHUSAX, HHCTPYKIUSAX MO MPUMEHEHUIO JIEKAPCTBEHHBIX
MpernapaToB, UHBIX U3/IaHUAX CyOBEKTOB OOpalleHHsI JIEKapCTBEHHBIX CPeCTB. PekiiaMHble MaTepuabl
0 JIEKapCTBEHHOM IIpenapare, OTIycKaeMOM Oe€3 peunenta Ha JIEKApCTBEHHBIM Ipenapar, JOKHBI
COOTBETCTBOBATh MHCTPYKILIHUHU MO MPUMEHEHUIO JIEKAPCTBEHHOIO MIpernapara.

3. Jlomyckaercs HCHOJb30BaHHE JTIOOBIX MaTepUaIbHBIX HOCHUTENEH, MO3BOJIAIONIUX XPaHUTH,
nepeaaBaTh U UCIOIb30BaTh MHPOPMALIMIO O JIEKAPCTBEHHBIX MpernapaTax 0e3 ee HCKaXeHHUs.

4. JIna ueneil uaeHTU(UKALUU YIMAKOBOK JICKAPCTBEHHBIX IpenapaToB s MEAMLIUHCKOTO
IIPUMEHEHHUs MPOU3BOJUTEIHN JIEKAPCTBEHHBIX CPEICTB B IOpPSJAKE, YCTaHOBICHHOM lIpaBurenscTBoM
Poccuiickoit ®Penepanuu, HAHOCAT Ha [EPBUYHYIO YIAKOBKY (B OTHOLIEHMH JIEKApPCTBEHHBIX
MIpernapaToB JUIsl MEAULIMHCKOTO MPUMEHEHNs, AJI1 KOTOPBIX HE MPEyCMOTpEHa BTOpUYHAas YIIaKOBKa) U
BTOPUYHYIO (IIOTPEOUTENBCKYIO) YIAaKOBKY JIEKAPCTBEHHBIX IpenapaToB Il MEAULUHCKOIO
IPUMEHEHHUs CpEeACTBa HACHTHU(QUKALMM, 3a HCKIYEHUEM JIeKapCTBEHHBIX IpenapaToB Jjs
MEIUIMHCKOTO IPUMEHEHUS, IPOU3BOIUMBIX JUIS IPOBEAEHUS KIMHUYECKUX MCCIEAOBAHNMN, JKCIIOPTA,
JIEKapCTBEHHBIX IIPENapaToB A MEIUILMHCKOTO NMPUMEHEHHMs, YKa3aHHBIX B YacTsAx 5 u 8 crateu 13
Hacrosimero dexepanbHOro 3aKOHA, paanodapMaleBTUYECKUX JEKapCTBEHHBIX IPENapaToB, MUSIBOK
MEIULMHCKUX U ra30B MEIULNHCKHUX.

(dactp 4 BBennena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapakTepuCTHKM CpeICTBa HAECHTH(UKALMU, [OPANOK €ro HaHeceHHs M TpeOOBaHUSA K
CTpYKType U (popmaTy MHPOpPMALUU, KOTOPYIO COJEPKHUT CPEACTBO MIEHTH(UKALNU, OMpPEeAeISIOTCs
IIpaBurensctBoM Pocculickoit deneparuu.

(uactp 5 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

6. llopsanok co3maHus, pa3BUTHs, BBOJA B OJKCIUTyaTallMlo, SKCIUIyaTalldd M BbIBOJA U3
JKCIUTyaTallud CHCTEMbl MOHUTOPWHIA JIB)KEHHS JICKAPCTBEHHBIX IIPENapaToB ISl MEIUIIMHCKOTO
IPUMEHEHMs, HOPAJIOK NPeAOoCTaBleHHs HH(pOpMAIMM, COJepXKalleiics B CUCTEME MOHUTOPHMHIA
JBUKCHMS JIEKAPCTBEHHBIX NPENApaToB A MEAULIMHCKOIO IPUMEHEHHUS, U NOPAIOK B3aUMOJEHCTBUS
yKa3aHHOM CHUCTEMbl C HHBIMH TOCYJAapCTBEHHBIMH  HH(GOPMAIIMOHHBIMH  CHCTEMaMH U
MHPOPMALMOHHBIMA ~CHCTEMaMH IOPUIMYECKUX JIMI WU HMHIUBUAYAIBHBIX MNpPEANpPUHUMATEICH,
yKasaHHbIX B 4dacTsax 7 m 10 Hacrosme#n crateu, ycraHaBiauBarorcs lIpaBurensctBom Poccuiickoin
@enepannn. OnepaTopaMy CUCTEMBI MOHUTOPHHIA JIBM)KEHMS JIEKAPCTBEHHBIX IpENapaToB Ui
MEIULMHCKOTO TPUMEHEHUS SBIAIOTCS (elepaabHblii OpraH MCHOJHUTENIbHON BiacTd W (WIN)
opranuszanus, ynojHoMoueHHsle [IpaBurensctBom Poccuniickon denepannu.

(uactb 6 BBeneHa denepasibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

7. FOpuanueckue nuia 1 THANBUIYAJIbHBIE TPEANPUHUMATEINHN, OCYIECTBISIOIINE IPOU3BOJICTBO,
xpaneHue, BBo3 B Poccuiickyro ®enepanuio, OTIMYyCK, pealu3anuio, Nepenady, MPUMEHEHUE U
YHHUTOXKEHHUE JICKAPCTBEHHBIX MPENapaToB I METUIIMHCKOTO TIPUMEHEHUS, 00ECTICUNBAIOT B MOPSIKE
U B cocTaBe, KOTOpble ycraHoBieHbl [IpaButenbctBomM Poccuiickoit ®enepauuu ¢ y4yeToM BHJA
OCYIIIECTBIISIEMON WMHU JCSATEIHHOCTH, BHECEHHE HH(POPMAIMHM O JIEKAPCTBEHHBIX IMpernaparax it
MEJIMLUMHCKOTO MPUMEHEHUsT B CHUCTEMY MOHUTOPHMHIA JIBUJKECHHs JICKAPCTBEHHBIX MPENapaToB IS
MEJIULHUHCKOTO NPUMEHEHHUS.

(uactb 7 BBenneHa denepaibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Hpenaparbl JUisi MEAMLIMHCKOIO IPUMEHEHUs, IpeJHa3HAaYeHHbIEC JUIS
oOecriedeHnst JUI, OOJNBHBIX TeMO(HINEH, MyKOBHCUIUA030M, TMIO(U3aPHBIM HAHU3MOM, OOJIE3HBIO
l'ome, 31moKauyecTBEHHBIMM HOBOOOpPA30BaHUSAMHU JUM(OUIHON, KPOBETBOPHON M POICTBEHHBIX UM
TKaHeW, PACCEeIHHBIM CKJIEpO30M, JIUI[ TIOCJ€ TpPAHCIUIAHTAMM OpraHoB U (WIM) TKaHEH,
npousBeneHHbie 10 31 nmekabps 2019 roma, a Takke UWHBIE JEKapCTBEHHbIE MpemapaThl s
MEIUIMHCKOTO IPUMEHEHUs, TpousBeacHHbIe 10 1 uronst 2020 roaa, mojuiexaT XpaHEHUIO, IEPEBO3KE,
OTITyCKY, pealn3aluu, nepeaaye, IPUMEHEHUI0 0e3 HaHECEHUs CPEACTB HICHTU(DUKALMU A0 UCTCUCHHS
cpoka ux rogHoctu. [IpaBurtensctBo Poccuiickoit denepannu BipaBe yCTaHOBUTh OCOOEHHOCTH BBOJA
B IpakJaHCKUN 000POT JIEKapCTBEHHBIX MPENapaToB AJ MEIUIIMHCKOTO MPUMEHEHUS, TPOU3BEIEHHBIX
B nepuoa ¢ 1 wmrons 2020 roma mo 1 oktsa6ps 2020 roga. B memsix BBoga B TpakaaHCKUK 00OpOT
JIEKApCTBEHHbIE MpenapaThl JJI1 MEAUIMHCKOIO NPUMEHEHMS, 3a MCKIIOYEHHUEM JIEKapCTBEHHBIX
NpenaparoB, MpeAHA3HAYCHHBIX JUIsI OOECeuYeHHs JHL, OOJBHBIX T'eMO(HINEH, MYyKOBHUCIIHIO30M,
runogu3apHbIM HAHU3MOM, O0Jie3HBIO [ ole, 3710Kka4ecCTBEHHBIMH HOBOOOPA30BaHUAMH JINM(POUTHOH,
KPOBETBOPHOM M POJICTBEHHBIX MM TKaHEH, PAacCESIHHBIM CKJIEPO30M, JHI[ IOC€ TpaHCIUIaHTAaLWU
OpraHoB W (WJIM) TKaHEW, MPOU3BEJCHHbIE 3a mpezenaMu Tepputopun Poccuiickoit @enepanun 1o 1
okTs10ps 2020 roma, moryT ObITh BBe3eHbl B Poccuiickyto ®eneparuio g0 1 suBaps 2021 roma B
nopsake, yctaHoBieHHOM [IpaBurensctBoM Poccuiickoit ®enepanum, 0e3 HaHECEHHs] CpPEICTB
UICHTU(PUKAIIH.

(B pen. @enepanbHbix 3aKk0HOB 0T 27.12.2019 N 462-P3, ot 13.07.2020 N 206-P3)

8. Opranumzanus WHOOPMAMOHHOTO B3aUMOJICHCTBUS CHUCTEMBl MOHHUTOPHHTA JBUKCHHS
JICKApCTBEHHBIX TPEMapaToB Uil MEIUIIMHCKOTO TPHUMEHEHHUs C WHBIMH TOCYJapCTBEHHBIMHU
MH(OPMALIMOHHBIMU CHCTEMaMHU 00ecleYrBaeTcsi B TOM 4YHCIIE IOCPEICTBOM HHGPACTPYKTYPHI,
oOecrnieunBaromield MHPOPMAIIMOHHO-TEXHOJIOTHYECKOe B3aUMOJICHCTBHE WH(GOPMAIMOHHBIX CHCTEM,
WCTONB3YEMBIX I TPEIOCTABICHUS TOCYIAPCTBEHHBIX W MYHHIIMIAIBHBIX YCIYT M HCIIOJHEHUS
rOCYJapCTBEHHBIX M MyHHIIUTIAIBHBIX (YHKIUI B 3JIEKTPOHHOU (opme.

(uactp 8 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

9. OOmenocrynHas wHGOPMAIHS, COIEpKAIIasICsi B CHCTEME MOHHTOPHHTA JABUKCHUS
JIEKapCTBEHHBIX MpernaparoB IUIS MEIUIITHCKOTO MIPUMEHEHUS, pasmeniaercs B
MH(OPMALIMOHHO-TENIEKOMMYHHUKAIIMOHHOM cetu "WHTepHer" (B ToM umcie B (QOpME OTKPBITHIX
JTAaHHBIX) B IOpsIKe, ycTaHOBIeHHOM [IpaBuTtenbctBoM Poccuiickoit deneparum.

(uactp 9 BBenena denepanbHpIM 3aK0HOM 0T 28.12.2017 N 425-D3)

10. ITpousBoauTenyu JeKapCTBEHHBIX CPEICTB MOIYYAIOT COAEPKAIIYIOCS B CHCTEME MOHUTOPHUHTA
JIBUKEHMSI JIEKQpPCTBEHHBIX IMpEnaparoB JUIsi MEAMIIMHCKOIO NMPUMEHEHHUS HWH(OPMAalUI0 O Cepusix u
NapTUSAX JIEKAPCTBEHHBIX MPENapaToB, IPOU3BOJAUMBIX UMM M HAXOJAIIMXCS B IPakJaHCKOM 000poTe B
Poccuiickoit @eneparum, 6€3B03ME3IHO.

(uactp 10 BBenena PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
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(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

11. 3a mpou3BOACTBO MM MPOJAXKY JIEKAPCTBEHHBIX MPENapaToB JJIsi MEAULIUHCKOTO TPUMEHEHUS
0e3 HaHeceHUs CPEICTB MACHTU(UKAINU, C HAPYIICHHEM YCTAaHOBIEHHOTO TMOPSAKA UX HAaHECEHUS, a
TaK)K€ 32 HECBOCBPEMEHHOE BHECEHHE JIaHHBIX B CHCTEMY MOHMTOPHUHIA JBUKEHHUS JIEKAPCTBEHHBIX
npenapaToB Uil MEIUIIMHCKOTO TIPUMEHEHHUs WJIM BHECEHHE B HEE HEJOCTOBEPHBIX JIaHHBIX
IOpUIMYECKHAE JIUIA U WHIWBHAYAIbHBIC MPEANPUHUMATENH, YKa3aHHbIE B 4acTsAX 4 W 7 HacTosIIeH
CTaThH, HECYT OTBETCTBEHHOCTE B COOTBETCTBHUH C 3aKOHO1aTeILCTBOM Poccuiickoit denepariuu.
(uacts 11 BBegena deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-D3)

12. IIpaBurensctBo Poccuiickoii ®Penepannu BOpaBe YCTAaHOBUTH OCOOCHHOCTH BHEIPEHUS
CUCTEMbl MOHHUTOPMHIA JBHKEHUS JICKAPCTBEHHBIX IIPENapaToB I MEAULMHCKOIO INPUMEHEHMS,
BKJIKOYAasi CPOKM €€ BHEIAPEHMS, B OTHOLICHUU JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOTO
MPUMEHEHHUS, BKIIIOUEHHBIX B NEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
[IPenaparoB, JIEKAPCTBEHHBIX IpENapaToB, MPEIHA3HAYEHHBIX JUId OOecHeueHHsl JML, OOJIbBHBIX
reModuineil, MyKOBUCIUIO030M, THUMO(U3apHBIM HAHHU3MOM, Oose3Hbto ['omre, 370KadecTBEHHBIMHU
HOBOOOpPA30BaHUAMHM JTUMQPOUIHON, KPOBETBOPHON M PpOJCTBEHHBIX UM TKaHEW, paccesHHBIM
CKJIEpPO30M, JIMIL[ [10CJI€ TPAHCIUIAHTAIlMM OPTaHOB U (WJIM) TKAHEW, MHBIX JIEKAPCTBEHHBIX MPENapaToB
JUISL MEAULIMHCKOTO TPUMEHEHUSI.

(uactp 12 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. OTPAHUYEHUA, HATTATAEMBIE
HA OPTAHU3AUUN, OCYWECTBNAOWWE AEATENIBHOCTb
MO OBPALLEHUIO NNEKAPCTBEHHbLIX CPEOCTB
(BBenena denepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Crtatbsa 67.1. OrpaHuyeHusl, Hanaraemble NMPU OCYLIECTBNEHUN OeATeNbLHOCTU B
cthepe o6palleHUsa neKkapcTBeHHbIX CPeacTB

1. Opranuzanuy, 3aHUMAOIIMECs pPa3paOOTKOW, TPOM3BOACTBOM U (WIHM) peanu3anueit
JICKApPCTBCHHLIX MPEIapaToB I MCAUIUHCKOTO MPUMEHCHUSA, OpraHnu3aluu, 06naﬂa}0mne ImpaBaMu Ha
HCITOJIB30BAHUC TOProBoro HAanNMCHOBAaHUSA JICKApCTBEHHOT'O nmpemnapara JJIA MCIUIIUTHCKOT O
MPUMEHEHHS, OPTaHU3aIMKA ONITOBON TOPTOBIIH JICKAPCTBECHHBIMU CPEICTBAMH, allTCYHBIC OPTaHU3aIuU
(X TpeaCcTaBUTENH, UHbIe (PU3UYECKHE U IOPHIUYECKUE JIUIA, OCYIICCTBISIFOIINE CBOKO JESTEIbHOCTD
OT WMEHU OJTHUX OpraHM3aluii) B OTHONICHUHM MEAWIMHCKUX pPAOOTHUKOB M PYKOBOAHUTENEH
MEIMIMHCKUX OpraHu3alnii HE BIIPABE:

1) BpyuaTh moAapku, BBIIIAUYMBATH JE€HEKHBIE CPEJCTBA (32 MCKIIIOUEHHUEM BO3HArpaXXACHUN 110
JIOTOBOpPAM TIPH  NPOBEJECHUN KIMHMYECKUX MCCIEJOBAHUN JICKAPCTBEHHBIX IMIPEMApPaToOB IS
MEIUIMHCKOTO IPUMEHEHMS, BO3HArPaXkKICHUM, CBSA3AHHBIX C OCYIIECTBICHHEM MEIULIUHCKAM
pabOTHHUKOM Mearorn4eckoi u (UiaK) HayyHOH JesTeIbHOCTH), B TOM YHCJe OIUIaYMBaTh Pa3BICUCHHUS,
OTIBIX, IIPOE3] K MECTY OTIbIXA, a TAK)KE IPUBIIEKATh K YYAaCTUIO B PA3BIEKATEIIBHBIX MEPOIPUATHUSAX,
IIPOBOJIUMBIX 34 CYET CBOUX CPEJICTB;

2) 3aK/II049aTh COTJIAICHUA O HA3HAYCHHMU WKW PEKOMCHIAAIWK ITalUCHTAM JICKaPCTBCHHBIX
npemapartoB s MCIUIHUHCKOIO IMIPHUMCEHCHUA (3a HUCKIIIOYCHHUEM JIOT'OBOPOB O IIPOBCACHUH
KIIMHUYCCKHX I/ICCJ'IeI[OBaHI/Iﬁ JICKApPCTBCHHEIX IIp€rIapaToB A1 MCAUITHHCKOI'O HpI/IMeHeHI/IH);

3) npeaocTaBaATh 0Opa3Lbl JEKAPCTBEHHBIX PEnapaToB Il MEAULMHCKOTO IPUMEHEHHS B LIENIX
BpyuY€HHUsl TMalMEHTaM (32 MCKJIIOYEHHUEM CIIy4aeB, CBSA3aHHBIX C IIPOBEJACHHEM KIMHUYECKUX
HCCIIEIOBAaHUM JIEKAPCTBEHHBIX MIPENAPaTOB JUIsl MEIULIMHCKOTO IPUMEHEHUS);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

4) mpenocTaBiATh HEAOCTOBEPHYIO M (WJIM) HEMOJHYI HH(OpPMAIUo O JeKapCTBEHHbIX
npernaparax A MEIUIIMHCKOTO IPUMEHEHHUS;

5) mocemats ux B pabouee BpeMsi Ha pabOYMX MecTaX, 32 UCKIIOUYEHHUEM CIy4aeB, CBS3AHHBIX C
MPOBEACHUEM KIMHUYECKUX HCCIICIOBAHMM JIEKAPCTBEHHBIX TPEMapaToB JUIsi MEIUIIMHCKOTO
MIPUMEHEHHUS, C YUYaCTHEM B TOPSAJIKE, YCTAHOBIEHHOM PYKOBOJMTENIEM MEIUIIMHCKON OpraHWU3aIuu, B
COOpaHMSIX MEAMIMHCKUX PAaOOTHUKOB M HMHBIX MEPOINPHUSATHUSAX, HAIMPABICHHBIX HA IOBBIIICHHE WX
npodecCHOHANBFHOTO YPOBHS WM Ha TpenocTaBlieHHe WHGOpPMAIlMU, CBA3aHHON C OCYIIECTBICHHUEM
MOHHUTOPHHTA 6€30MaCHOCTH JIEKAPCTBEHHBIX MPEMapaTos;

6) moOy>X1aTh K BHIMUCHIBAHHUIO JEKAPCTBEHHBIX MPEMapaToB Uil MEAUIIMHCKOTO MPUMEHEHUS Ha
OnaHKax, coAep)kKamux MHGOPMAIMIO PEKJIAMHOTO XapakTepa, a Takke Ha PelenTypHBIX OlaHKax, Ha
KOTOpBIX 3apaHee Hale4yaTaHO HaMMEHOBaHWE JIEKapCTBEHHOIO Ipenapara Uil MEIULUHCKOTO
IIPUMEHEHHUS.

2. OpraHI/I3aHI/II/I, YKa3aHHBIC B 3633116 IEpBOM YaCTH 1 HaCTOSIIeH CTaTbH, U UX NPCACTABUTCIIN B
OTHOIICHHUH (bapMaI_ICBTI/I‘-IGCKI/IX pa6OTHI/IKOB )41 pyKOBOI[PITCJ'IGﬁ AllITCYHBIX Opl“&HPBElL[Hﬁ HC BIIpAaBC:

1) Bpy4daTb NMOAAPKH, BBIIIJIAYMBATH JCHCKHBIC CPECACTBA, B TOM YHCJIC OIUIAYMBATL Pa3BJICUCHUAA,
OTAbIX, MPOC3a K MCCTY OTAbIXa, W IPUBJIICKATH K YYAaCTUIO B PA3BJICKATCIIbHBIX MCPOIIPUATHAX,
IMPOBOAMWMBIX 3a CHCT CBOUX CPCACTB,

2) npeaoCTaBIIATh 06p33HBI JICKApCTBEHHEBIX IIPEIIapaToB A1 MCIUIMHCKOI'O IPHUMCHCHUA IJIA
BPYUYCHU HACCIICHUIO,

3) 3aKJII0YaTh CONIAlICHUA O HNPCHJIOKCHHUU HACCICHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
npenapaTroB AJIsI MCAUIUHCKOI'O ITPUMCHCHU A,

4) mnpenocTaBiATh HEAOCTOBEPHYIO U (WJIM) HENOJHYI0 HH(POpPMAIUI0 O JIEKapCTBEHHBIX
npenapaTtax Ui MEIUIMHCKOTO NMPUMEHEHHs, B TOM YHCJIE MMEIOIIHUX OJUHAKOBOE MEXIYHapOIHOE
HENaTeHTOBaHHOE HAaMMEHOBAHUE.

CraTtbAa 67.2. TpeboBaHUA K OpraHM3aumMm M NPoBeAEHUI0 Hay4YHbIX MEpPONpPUATUN,
MHbIX MEpPOMNPUATUNA, HamMpaBfeHHbIX Ha MNOBbIWeHUe NpocgeccnoHaNnbLHOro ypPOBHS
MeOULUMHCKMX pabOTHUKOB MMM Ha npenocrtaBreHue WHgpopmaumm, CBA3aHHOW C
ocyLlecTBIeHUeM MOHUTOPUHra 6e30nacHOCTM NeKapCTBEeHHbIX NpenapaToB

1. IIpu npoBesieHNN HAYYHBIX MEPONPUSATHI, HHBIX MEPONPHUATUIN, HAPABJIEHHBIX HA MMOBBIIICHUE
npoEeCCUOHATBHOTO YPOBHS MEIUIIMHCKUX PpAOOTHUKOB WJIM Ha MPEJOCTaBICHUE CBSI3aHHOH C
OCYILIECTBIICHHEM  MOHHUTOPHHra  0€30MacHOCTH  JICKAPCTBEHHBIX  IpemnapaToB  HH(pOpManuw,
OpraHM3yeMbIX OpraHM3alUsMHU, YKa3aHHbIMU B a03aie nepBoM yacTu 1 cratbu 67.1 HacTosiero
@denepallbHOTO 3aKOHA, WX TMPEACTaBUTENSIMU M (WiM) (UHAHCUPYEMBIX 3a CUET CpPEICTB 3THUX
OpraHu3alMii M UX TNpeACTaBUTENCH, 3ampellaeTcss NpensTCTBOBaTh YYacTHIO B  YKa3aHHbBIX
MEPONPUATHIX MHBIX OPraHU3aIMM, KOTOPbIE MPOU3BOAAT WIN PEANN3YIOT JIEKapCTBEHHBIE MpenapaThl
JUIE METUIMHCKOTO TMPHMEHEHHsS CO CXOKMM MEXaHHU3MOM (hapMaKoJIOTHYEeCKOro NeicTBUs, JTHOO
CO3/1aBaTh JAMCKPUMUHALMOHHBIE YCJIOBUS JJs OJHMX YYacTHUKOB IIO CPaBHEHMIO C JIPYTUMHU
Y4YaCTHUKAMHM, & UMEHHO:

1) mpe1oCcTaBIATh PA3IMYHOE KOJIMYECTBO BPEMEHH /ISl BBICTYIUIEHUN YUYaCTHUKOB, pa3IUYHbIE 110
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pasMepy 3aHUMaeMOH mIomaan Mecta i JE€MOHCTpaluu o6pa3u013 JICKAPCTBCHHBIX IIPCIIapaTOB IJIsA
MCAUIIUHCKOI'0O TMPHUMCHCHUA WM PCKIAMHBIX MATCPUAIOB O JICKAPCTBCHHBIX IIpCIliapaTrax I
MCIUIIMHCKOI'O MPUMCHCHHA HAa SKCIIO3UIHUAX, CTCHAAX, 3d UCKJIFOUCHUCM CJIy4acB, €CJIM TAKUC YCIOBUA
3aKPCIUICHBI B COTJIAICHUAX 3THX opraHmauHﬁ, nux HpG)ICTaBI/ITCJ'Ief/'I 0 (bHHaHCI/IpOBaHI/II/I YKa3aHHBIX
MepOHpI/IHTI/II\/II n 06yCJ’IOBJ’IeHBI PA3IMYHBIMHU 3aTpaTaMH YHAaCTHUKOB Ha UX OPraHU3aluro,

2) ycraHaBiIMBaTh pa3Mep B3HOCA ISl YYaCTHUKOB MEpPONPUATUHN, YKa3aHHBIX B a03aile mepBOM
HACTOAIIEH YacTd, MPEBBIMIAIONIMM CyMMy 3aTpaT Ha OpPraHU3allMi0 YKa3aHHBIX MEpPONpUATHN U
BeIyIIMi K HEOOOCHOBAHHOMY OTPAHUYEHUIO YHUCTIA UX YYACTHHUKOB.

2. Opranusanuu, yKa3aHHbele B a03are nepBoM 4yactu | crateu 67.1 Hactosimero ®denepanbHOTO
3aKOHA, X MPEJCTaBUTENH, OCYLIECTBIISIOIINE OpraHu3aluio U (i) GUHAHCHUPOBAHUE MEPONPUSITUH,
yKa3aHHBIX B 4acTu | HacTosel cTaThbi, 0053aHbl 00eCeunBaTh JOCTYN K HH(OpMaLMU O aTe, MECTe
U BPEMEHM NPOBEIEHUS YKa3aHHBIX MEpPONPUATHH, IJIaHAaX, MPOrpaMMax IPOBEACHUS YKa3aHHBIX
MEpPONPUATHHA U TeMax, IJIAHUPYEMBIX JJIs1 PACCMOTPEHUS, COCTaBE UX YUACTHUKOB IyTEM pa3MeIleHus
COOTBETCTBYIOLIEH MHPOPMALIMU HA CBOMX OQHIMATIbHBIX caliTax B ceTd "HMHTepHeT" He mo3nHee ABYX
MECSLEB J0 Hayaja MPOBEACHUS YKAa3aHHBIX MEPOIPUITHH.

3. Undopmarus 0 mpoBEeCHUH MEPOINPUSATHH, YKa3aHHBIX B 4acTu | HacToOAIIEH CTaThbH, B CPOK,
YCTaHOBJICHHBIH YacThlO 2 HACTOSIIEH CTaThbH, JOJKHA OBbITh HampaBieHa B (enepalibHblil oprat
UCIIOJIHUTEJIBHOM ~ BJIACTH, OCYLIECTBIIOIIMN (YHKIMM 10 KOHTPOJIK U HaA30py B cdepe
3/IpaBOOXPAHEHMs, Ul MOCIEAYIOIIEro pa3MelieHns ee Ha O(pUIIMalbHOM CaliTe 3TOro OpraHa B CETH
"NUHTepuer".

Maea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALIMK INPU OBPALLUEHWUN NEKAPCTBEHHbLIX CPEACTB
N BO3MELUEHUE BPEOA, NPUMUHEHHOIO 340OPOBbLIO NPAXKAAH
BCNEACTBUE NPUMEHEHWUA NIEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHogaTenbcTBa Poccumnckomn
Pegepaumm npu odpaLLeHNn NeKapCTBeHHbIX CpeacTB

1. Hapymenune 3akoHomarenscTtBa Poccuiickoit ®enepanuu mpu oOpalieHUH JIeKapCTBEHHBIX
CPEICTB BIEYEeT 3a COOON OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJAATENbCTBOM Poccuiickoit
denepauuu.

(B pen. ®eaepanbuoro 3akona ot 22.12.2014 N 429-D3)

2. 3a HenpeCTaBJIEHNE WM HECBOEBPEMEHHOE IpeicTaBIeHHEe UHPOpMaK U (MIH) JOKYMEHTOB
nub0 TpeACTaBlIEHWE HEIOCTOBEpHBIX HHpopManuu U (WIM) JOKYMEHTOB, IPEIyCMOTPEHHBIX
HacrosmuM  DenepabHBIM  3aKOHOM, CYOBEKTHI OOpallleHUs] JIEKapCTBEHHBIX CPEACTB HECYT
OTBETCTBEHHOCTb B COOTBETCTBHUHM € 3aKOHOAATeNbCTBOM Poccuiickoit @enepannu.

(actp 2 BBeaeHa DenepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3; B pen. deaepanbHOro 3aKoHa OT
04.06.2018 N 140-D3)

Cratbsa 69. Bo3meweHune Bpeaa, NPUYMHEHHOro 340pPOBbLIO rpaxaaH BcreacTBue
NPUMEeHeHUs fieKapCTBEHHbIX NpenapaTos

1. HpOI/IBBOIlI/ITeJ'IB JICKAPpCTBCHHOT'O IIpcCriapara 00s13aH BO3MECTUTH BpCH, HpI/I‘-II/IHeHHHﬁ
3A0POBBIO I'paKJaaH BCJICACTBHUC IPUMCHCHHA JICKAPCTBCHHOI'O ITp€riapara, €CJIk JOKa3aHo, YTO:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

1) nexapcTBeHHBIN TpenapaT MPUMEHSUICS MO HAa3HAYEHHWIO B COOTBETCTBUU C WHCTPYKIMEH IO
MPUMEHCHHIO JIEKAPCTBEHHOT'O MMperapara W MPUYMHON Bpelda SBWICS BBOJ B TPaXKTAHCKHA 00OPOT
HeJ100pOKAYECTBEHHOTO JIGKAPCTBEHHOTO Mpernapara;

2) Bpel 370pOBbI0 TNPUYMHEH BCIEJICTBUE HEJOCTOBEPHOM HH(OpMalMM, coaeprKaliencs B
UHCTPYKLIMHW 1O TNPUMEHEHHIO JIEKAPCTBEHHOIO  Mpernapara, H3JaHHOM  MPOU3BOJIUTENIEM
JIEKapCTBEHHOT'O Mpenapara.

2. B ciyuae, ecnm Bpe 310pOBBIO T'pak[aH MPUYMHEH BCIICACTBHE NPHUMEHEHUS JEKapCTBEHHOTO
npernapara, IpUIIEIIIEro B HETOJHOCTh B Pe3yJbTaTe HApYyIICHUS MPAaBUJ XPAaHEHUS JIEKaPCTBEHHBIX
CpPEeACTB, MPaBUJI ONTOBOI TOPTOBJIM JIEKAPCTBEHHBIMU MpENapaTaMu, IPABUI OTITYCKa JIEKaPCTBEHHBIX
MpernaparoB, MPAaBHJI H3TOTOBJIEHUS W OTITyCKa JIEKAPCTBEHHBIX IIpenapaToB, BO3MEIIEHHE Bpeaa
OCYIIECTBIISIETCSI COOTBETCTBEHHO OpPTaHM3alMEH ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMH CPEICTBAMH,
anTeyHOW OpraHW3aluel, WHIUBHAYAIBHBIM INpEINPUHUMATEICM, HMEIOIIMMHI JIMIEH3UI0 Ha
(apManeBTHYECKYIO JEATEIBHOCTh WM JIUIEH3UI0 Ha MEAUIMHCKYIO JeSTeNbHOCTh, MEIUIIMHCKON
OopraHuzaiyei, HUMeloIel JMIEH3UI0 Ha (PapMaleBTHUECKYIO JeSTelIbHOCTh (ee 000COOJIeHHBIM
nojpasnenenueM (amOynaropuel, GpenpamepckuM 1 GenpAmepCcKo-aKyIepCKUM TYHKTaMH, IIEHTPOM
(oTmenenuem) oOmieil BpaueOHOH (CeMelHOi) MPaKTUKH), PACIIONOKEHHBIM B CEIHCKOM HACEJICHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET alT€4YHasi OpraHu3aIisl ), JOMYCTUBIINMH MPOJIAXKY HIIH OTITYCK TaKOTO
JIEKapCTBEHHOTO Ipenapara.

(B pen. ®egepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bo3Mmeumienue Bpega, NPUUMHEHHOTO 370POBBIO TpaXKJaH BCJIEACTBHE NPUMEHEHUS
JICKApCTBEHHBIX IPENapaToB WIM COBEPUICHUS MPOTUBOINPABHBIX JEHCTBHH CyOBEKTaMH OOpaIieHus
JICKaPCTBEHHBIX CPEJACTB, OCYUIECTBIAETCS B COOTBETCTBMU C 3aKOHOAATENBCTBOM Poccuiickoi
denepanuu.

Mnasa 16. 3AKITFOYUTEJIbHBIE NMOJIOXXEHUA

Crtatbsa 70. O npu3HaHMM YyTPaTUBLLMMU CUITY OTAESbHbIX 3aKOHOAATeNbHbLIX aKTOB
(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccunckon Penepauum

[Tpu3HaTh yTPaTUBLIUMU CHITY:

1) ®enepanbubiii 3akoH oT 22 wuroHA 1998 roma N 86-®@3 "O nexapcTBEHHBIX cpeacTBax”
(Cobpanue 3akonogarenscTBa Poccuiickoit @enepammu, 1998, N 26, ct. 3006);

2) ®enepanbublii 3akoH OoT 2 suBaps 2000 roxa N 5-O3 "O BHeceHUU U3MEHEHUS U JOTOJTHEHUH B
Oenepanpubiii 3akoH "O nekapcTBeHHBIX cpencTBax” (CoOpaHue 3akoHOAaTeNbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crateio 40 ®enepanshoro 3akoHa ot 10 saBaps 2003 romga N 15-d3 "O BHeceHUU U3MEHEHUH U
JIOTIONIHEHUH B HEKOTOpbIE 3aKOHOJAaTelbHbIE akThl Poccuiickoit denepanuu B CBSI3U C NPUHATHEM
@enepanbHoro 3akoHa "O JMIEH3UPOBAHMM OTAENbHBIX BUAOB jestensHocTH' (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) crateio 31 denepansHoro 3akoHa oT 30 utons 2003 roga N 86-D3 "O BHeCEHUHN W3MEHEHUHN U
JIOTIOJTHEHUI B HEKOTOPBIE 3aKOHOJATENbHbIE aKThl Poccuiickoi Penepanviv, NpU3HaHUU yTPATHBIIMMHA
CHWIIy OTHEJIBHBIX 3aKOHOZATENbHBIX akToB Poccuiickoin Penepanuu, NPEAOCTaBICHUH OTAEIbHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

rapaHTUi COTPYAHUKAM OPTaHOB BHYTPEHHUX €I, OPTaHOB MO KOHTPOIIIO 32 000POTOM HAPKOTUYECKHX
CPEICTB M TCHUXOTPOIHBIX BEUIECTB M yMpa3IHsAEMbIX (efepaabHbIX OPraHOB HAJOTOBOW MOJIUIIUU B
CBSI3M C OCYIIECTBIEHHEM MEp IO COBEPIICHCTBOBAHUIO rocyaapcTBeHHoro ymnpapieHus" (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 depepanpHoro 3akoHa oT 22 asrycra 2004 roma N 122-®3 "O BHeceHuu
W3MEHEHUN B 3aKOHOJATeNbHble akThl Poccuiickoit ®exepanuy ¥ NpU3HAHUM YTPATUBILUMU CHIY
HEKOTOPBIX 3aKOHOAATENbHBIX akTOB Poccuiickoit ®denepanuu B CBs3HM ¢ NpuHsITHEM DenepanbHbIX
3akoHOB "O BHECEHUM W3MEHEHHUU W JomnoiHeHuil B denepanbHblii 3akoH "OO0 00MIMX MPUHIUIAX
OpraHu3alMKi 3aKOHOAATENbHBIX (IIPEJACTABUTEIBHBIX) U HCIOTHUTEIBHBIX OPTaHOB IOCYJAapCTBEHHOM
Bractu cyO0pekToB Poccuiickoit ®enepanmu” n "OO 0OmMMX NPUHIMIIAX OPraHU3AIMA MECTHOTO
camoymnpasnenus B Poccuiickoit denepanun" (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparum,
2004, N 35, ct. 3607);

6) cratbio 28 @DenepanbHoro 3akoHa ot 18 nmexabps 2006 roma N 231-®3 "O BBegeHHH B
neiictBue uactu 4derBepTod ['paxmanckoro komekca Poccwiickoit ®enepanuu" (CoOpanue
3akoHo1arenscTBa Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny HacTtosiwero PegepanbHOro 3akoHa
1. Hactosmuit denepanbHblii 3aK0H BeTymnaeT B cuity ¢ 1 centsiops 2010 roaa.

2. JlexapcTBEHHBIE CPENCTBA, 3aPETMCTPUPOBAHHBIE O JHA BCTYIUIEHHMS B CHJIy HACTOSIIETO
@DenepallbHOTO 3aKOHA, MOAJIECKAT BKIFOYECHUIO B TOCYNIaPCTBECHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEICTB €
BHECEHHEM YKa3aHHBIX B yactu | crateu 33 Hactosuiero denepanbHOro 3akoHa cBeleHUN 00 ATHX
JIEKapCTBEHHBIX CpPEICTBaX ©0€3 MPOXOXKICHHsS BHOBb MPOLEAYpPhl T'OCYIAapCTBEHHON perucTpanuu
JIEKapCTBEHHBIX MTPENAPaTOB.

3. l'ocynapcTBeHHas: periucTpaius JeKapCTBEHHBIX MPENapaToB, 3a HCKIOYCHUEM JICKAPCTBEHHBIX
MpernapaToB JJii MEAUIIMHCKOTO MPUMEHEHUSs, MPEICTABICHHBIX HA YKAa3aHHYIO PETUCTPAIUIO IO JTHS
BCTYIUICHUS B CHITy HacTosiero denepanbHOro 3aK0Ha, OCYIIECTBIISIETCS B COOTBETCTBUU C HACTOSIIIIUM
denepalibHBIM 3aKOHOM Ha OCHOBAHHHU JIOKYMEHTOB W JIAHHBIX, MPEICTABICHHBIX 10 JTHS BCTYIUICHHS B
crty Hactosiiero denepasbHOTO 3aKOHA.

(B pen. deaepanbroro 3akoHa ot 11.10.2010 N 271-D3)

3.1. TocymapcTBeHHass perucTpanus JEKapCTBEHHbIX INpenapaToB I  MEIUIMHCKOTO
IIPUMEHEHHUS, TPEACTABICHHBIX HAa TOCYJAapCTBEHHYIO PErHMCTPalUi0 10 JHA BCTYIUIEHHS B CHILY
HacToduero deaepaibHOro 3aK0Ha, U FOCYAapCTBEHHAs! PETUCTPaLUs JIEKAPCTBEHHBIX MIPENapaToB AJs
MEJUIMHCKOTO TPUMEHEHMsI, IMPEACTAaBICHHBIX Ha JKCIEPTH3y JIEKAPCTBEHHBIX CPEACTB 1O JIHSA
BCTYIUICHUSI B CHIIy HacTosuero denepaibHOro 3aKOHA B LENSIX UX MOCIEAYIOLEH rocyaapcTBeHHON
perucTpanyy, OCYLIECTBISIOTCS Ha OCHOBaHMM JOKYMEHTOB M [aHHBIX, NPEICTABICHHBIX A0 IHS
BCTYIUIEHHUs B cuily Hacrtosmero denepanbHOro 3aKOHA, a TaKXKe 3asBICHUS O TOCYJapCTBEHHOMN
perucTpalMy JEKapCTBEHHOIO IIpenapara, IPeACTaBICHHOIO IPOU3BOIUTENIEM JIEKapCTBEHHBIX
[IPENnapaToB WM YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM C HAcTOSIINUM DeepanbHbIM 3aKOHOM B
YIOJTHOMOYEHHBIH (efepalbHblid OpraH HCIONHUTEeNbHOW Biactu g0 1 wmapra 2011 roma, 6e3
TpeOOBaHMS yIUIaThl TOCYIaPCTBEHHON MOIUIMHBI, PEyCMOTPEHHOM 3aKoHoAaTeabcTBOM Poccuiickoit
®enepanyn 0 Hanorax U coopax.

(uacts 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.2. IloatBepkaeHuEe TroOCyJapCTBEHHOM PETUCTPALMM JIEKAPCTBEHHBIX IpPENaparoB Ul
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

MEIULMHCKOTO MPUMEHEHHUS], TPEICTABICHHBIX Ul MOATBEPKACHUS TOCYJapCTBEHHOM perucTpanuu 10
JHS BCTYIUIEHMS B cwily Hacrosuiero denepanpHOro 3akoHa, M IMOATBEPXKACHHUE TOCYIapCTBEHHOMN
perucTpalMy JIEKApCTBEHHBIX MPENapaToB s MEAULIMHCKOIO NPUMEHEHMs, NPEICTaBICHHBIX Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPECTB 0 JAHS BCTYIUIEHHUS B cuily Hactosuero denepanbHoro 3akoHa B
LEeSIX TOCTEAYIOUIEro TMOATBEPKACHUS HUX TOCYyAapCTBEHHOW pETUCTpAlliU, OCYIIECTBISIIOTCS Ha
OCHOBAHHMU [JOKYMEHTOB U JI@HHBIX, IPEJICTABJIEHHBIX JO JHS BCTYIUIEHHS B CHUJIY HACTOALIETO
denepanbHOr0 3aKOHA, a TakKXKe 3asABJICHUS O MOATBEPXKIEHHUH TOCYAapCTBEHHOW pErucTpaiu
JIEKapCTBEHHOI'O IIpernapara, NpPeACTaBICHHOTO IPOM3BOJUTENEM JIEKaPCTBEHHBIX IPENApaToB WM
YIOJIHOMOYEHHBIM KM JIMLIOM B COOTBETCTBUM ¢ HactosmuMm @DenepanbHbIM  3aKOHOM B
YIOJHOMOYEHHBIH (efepalbHblid OpraH HCIONHUTEeNbHOW Biactu no 1 wmapra 2011 roma, 6e3
TpeOOBaHMS yIUIaThl TOCYIaPCTBEHHON MOIUIMHBI, TIPEIYyCMOTPEHHOM 3aKOoHOAAaTEeILCTBOM Poccuiickoit
®enepanyn 0 Hajnorax u coopax.

(uacts 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.3. llpunAtve pemieHUs O BHECEHUMM UW3MEHEHUH B JOKYMEHTBI, COJAEpXKalluecs B
PEruCTPAallMOHHOM JIOChE Ha 3aperHMCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpernapar sl MEIULMHCKOTO
MNPUMCHCHUA W NPCACTABJICHHLIC 10 OHA BCTYIUICHUA B CHUIIY HACTOAIICTO (DeﬂepaJ'IBHOFO 3aK0OHa, U
INPUHATHE PCUICHNUA O BHCCCHUHN N3MEHEHUH B JAOKYMEHTBI, COACPKAIMICECA B PETUCTPATHOHHOM T0CHC
Ha  3aperuCTPUpPOBAHHBIN  JIEKapCTBEHHBbIM mpenapaT Uil  MEIUIMHCKOIO  INPUMEHEHHs |
NIPEJCTAaBICHHbIE Ha AHKCIEPTH3Y JIEKAPCTBEHHBIX CPEACTB /10 IHS BCTYIUIEHHS B CHJIYy HACTOSILIETO
@denepalIbHOTO 3aKOHA, OCYLIECTBIISIOTCS HA OCHOBAaHUM JOKYMEHTOB M JAHHBIX, NPEACTABICHHBIX 10
JHS BCTYIUIEHHS B cuily Hactosiero @®enepalpHOro 3akOHA, a TakKKe 3asiBICHHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpP)KAIUECs B PETrUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
HeKapCTBeHHBIﬁ npenapar i MEAUIUHCKOTO IMPUMCEHCHUA, MNPCACTABJICHHOIO IMPOHU3BOAUTCIEM
JICKapCTBEHHbIX MPENapaToB WIM YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHUM C HACTOSILUM
denepanbHbIM 3aKOHOM B YIIOJIHOMOUEHHBIH (heiepalibHbli OpraH UCTIIOJIHUTENIBHON BlIacTu o 1 MapTa
2011 roma, ©Oe3 TpeOOBaHMS  YIUIaThl ~ TIOCYJApPCTBEHHOM  TMOIUIMHBI,  IPEeIyCMOTPEHHOMN
3aKoHOJaTeabcTBOM Poccuiickoit dexepanuu o Hasorax u coopax.

(vactp 3.3 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.4. Bpigaua pa3penieHuidi Ha MPOBEICHUE KIMHUYECKUX MCCIEAOBAHUM JIEKApCTBEHHBIX
IpenaparoB JJi1 MEAUIMHCKOIO MPUMEHEHHS 10 3asBICHUSAM, MOJAAHHBIM J0 JIHA BCTYIUICHHS B CHIIY
Hacrosiuiero deaepanbHOro 3aK0HA, @ TAKXKE 110 3asIBJICHUSAM, [TOAAHHBIM MOCIE JHS BCTYIUIEHUS B CHITY
Hacrosiniero denepanbHOro 3aKOHa Ha OCHOBAHMM HKCIIEPTU3, MPOBEICHHBIX 1O AHS BCTYILICHUS B
cuny Hacrosmero ®enepanbHOro 3akoHa, OCYHIECTBISETCS B COOTBETCTBHM C  HACTOSIIMM
®denepanbHBIM 3aKOHOM HAa OCHOBAHHMH JIOKYMEHTOB U JIAHHBIX, MPEJCTABICHHBIX WM MOJYyYEHHBIX J0
THS BCTYIUIGHHS B cwmily Hacrosimero ®enmepanpbHOro 3akoHa, a Takke HAa OCHOBAaHWUU KOMHH
MIPEIBAPUTENILHOTO I0rOBOpa 003aTeNIbHOTO CTPaXOBaHUs )KU3HH, 3/10POBbS MMALMEHTOB, YYaCTBYIOIINX
B KJIMHUYECKOM MCCIIEIOBAHUU JIEKAPCTBEHHOTO IpernapaTa il MEIUIMHCKOTO NPUMEHEHHMsS, WU
KOMUU JIOTOBOpA O0O0sI3aTENILHOTO CTPAaxOBaHUS JKU3HU, 3[0POBBSl MAIMEHTOB, YYacCTBYIOIIHUX B
KIIMHUYECKOM HCCIIEIOBAHUU JICKAPCTBEHHOTO IMpemaparta i MEIUIIMHCKOTO MPUMEHEHUs, 00
MPEACTABICHHOM KOIMWU JIOTOBOpa 00S3aTENbHOTO CTPAaxOBaHHUs, 3aKJIIOUEHHOTO B COOTBETCTBHH C
TUIIOBBIMU _TIPABUJIAMHU 00s3aTEJILHOTO CTPAxXOBaHWs, C YKa3aHUEM TMPEASIbHOM YHUCIEHHOCTH
MAalUCHTOB, YYacCTBYIOIIMX B KIMHWYECKOM MCCIEIOBAHUU JIEKAPCTBEHHOIO Ipenapara i
MEIUIIMHCKOTO IPUMEHEeHUs, 0e3 TpeOOBaHUs YIIaThl TOCYJaPCTBEHHOM MOIIIMHBI, IPEAYCMOTPEHHON
3aKoHOAaTenbCTBOM Poccuiickoit Deaeparuu o0 HaJIorax u coOopax.

(uactp 3.4 B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHBIE B WHOCTPAHHOW BaJIOTE JI0 THS BCTYIUIGHHUS B CHJIy HACTOSIIETO
@denepalbHOrO  3aKOHA NPEACbHBIE OTHYCKHBIE II€Hbl HMHOCTPAHHBIX MPOM3BOJUTENICH Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 25.03.2023

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

JIEKapCTBEHHbIE Ipernaparhbl, BKIIOYEHHbIE B IEPEYEHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIIMX
JICKapCTBEHHBIX MpENaparoB, MoJyuIekarT Imepecyery B pyomu mno kypey LlentpanbHoro OaHka
Poccuiickoit ®@enepaunu Ha Aary, ycraHoBieHHyI0 IlpaButensctBoM Poccuiickoir @eneparnun, 6e3
MIPE/ICTAaBICHHs 3asiBICHHS O IIepecyeTe LEHbl C BHECEHHEM COOTBETCTBYIOIMX W3MEHEHUH B
rOCy/IapCTBEHHBI peecTp TMpeneibHbIX OTIYCKHBIX II€H MPOU3BOJUTENECH Ha JIEKapCTBEHHbBIC
Ipenaparbl, BKIIOYEHHbIE B IE€PEUCHb >KU3HEHHO HEOOXOIMMBIX M BA)KHEMIIMX JIEKAPCTBEHHBIX
IIpernapaTosB.

(uactb 3.5 BBeneHa @exnepanbHbiM 3ak0HOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIC JI0 JHS BCTYIUICHHS B CUJIy HacTosiero deaepanbHOro 3aKoHa
Ipe/eiabHble OTIYCKHbIE II€Hbl POCCUICKUX TNPOM3BOAMTENECH Ha JIEKAPCTBEHHbIE IpenapaThl,
BKJIIOUEHHBIE B TME€pPEYEHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX IIPEraparos,
nojiexkatr wHaekcanuu ¢ 1 HosOps 2010 roma wmcxoass M3 MPOTHO3HPYEMOTO YPOBHS HHQISAINH,
ycraHoBiieHHOro ®PenepanbHbiM 3akoHOM oT 2 naekadbps 2009 roma N 308-03 "O denepaabHOM
oromkere Ha 2010 rox u Ha manoBeIi nepuonx 2011 u 2012 rogos" Ha 2011 rog.

(vactsp 3.6 BBeneHa PenepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 maprta 2011 rona He gomycKarOTCs IPOU3BOJACTBO U BBO3 B Poccuiickyro denepannio
JICKApCTBCHHLIX IPEIApaTOB B YIIAKOBKAaX C MapKHPOBKOﬁ, KOTOpas ObliIa HaHeceHa A0 JHA BCTYIUICHUA
B cwty Hacrosimero dexepanpHoro 3akoHa. I1o ncTeyeHnn yka3aHHOTO CPOKa JaHHBIC JICKAPCTBEHHBIE
npenaparbl MOTYT OTIYCKaThCs, PEaM30BBIBATHCS, MEPEAaBaTbCs W MPUMEHSTHCS 10 UCTEUYEHHS WX
CpOKa TOIHOCTH.

(B pen. @enepanbubix 3aKkoHOB 0T 29.11.2010 N 313-P3, ot 06.12.2011 N 409-D3)

4. Co nmHs BCTyIUIeHUs B cuily Hacrosimero @exepanpHoro 3akona u no 30 ampens 2011 roma
BKIIFOYUTCIIBHO  JIOIYCKACTCA TIMPOBCACHHUE OKCICPTU3BI JICKAPCTBCHHBIX CPEACTB OKCIIEpTaMU
OKCHEPTHOTO YUYPEXKIEHHUS [0 TPOXOXKICHHS WMH aTTeCTallil B TMOPSAAKE, YCTaHOBICHHOM
YIIOJIHOMOYEHHBIM (he/iepalibHbIM OPraHOM HCTIOJIHUTEIILHON BIIACTH.

5. Co nHs BCTyIuleHUs B cuily Hactosimero ®exnepanbHoro 3akoHa u mo 31 mekabps 2013 rona
BKJIFOUUTENBHO OCYIIECTBIISIETCS MEPEX0]] K IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU C
IpaBWJIaMU OpraHU3allMy MIPOU3BOJCTBA U KOHTPOJISI KaUeCcTBa JIEKAPCTBEHHBIX CPEJICTB, YKA3aHHBIMU B
gacth | crareu 45 wHacrosmero deaepanbHOTO 3aKoHA, B TOMHOM oObeme. Cpoku Tmepexojaa
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB K HUX MPOU3BOACTBY B COOTBETCTBHMM C KOHKPETHBIMHU
TpeOOBaHUAMM JAHHBIX IPaBWJI, BKJIIOYas CPOKU ATTECTALMU YHOJIHOMOYEHHBIX JIUIl, YKAa3aHHBIX B
qactax 6 u 7 crareu 45 Hacrosmero denepanpHOoro 3akoHa, ycraHaBiauBaroTcsi I[IpaButenbcTBOM
Poccuiickoit deneparum.

6. JIumeH3un Ha MPOUM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BblOaHHbIE 1m0 1 sHBaps 2014 rona,
nercTByroT nocie 1 auBaps 2014 roma 10 UCTEUYEHHS CpOKA MX JEHCTBHS NMPU YCIOBHUM COOTBETCTBHS
JULEH3MaTa MpaBWIaM OPIraHM3AlMKM IPOU3BOJICTBA U KOHTPOJIS KadyeCTBA JIEKAPCTBEHHBIX CPEACTB,
YKa3aHHBIM B yacTH 1 crareu 45 HacTosmero denepanbHOro 3aKoHa.

7. ®dopmupoBaHHE TOCYJAapCTBEHHOTO 3a/JiaHMsI HA MPOBEJACHUE SKCIEPTU3bl JIEKAPCTBEHHBIX
cpencTB (eneparbHOMY TOCYJapCTBEHHOMY OFOJDKETHOMY YUPEKICHHUIO 1O MPOBEICHUIO IKCIICPTU3HI
JIEKApCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOECTICUCHHE BBIMOJTHEHUS ATOTO 3aJaHUsl OCYIIECTBISIOTCS B
MOpsiAKE, yCTaHOBIEHHOM DenepasbHbIM 3akoHOM oT 12 sguBaps 1996 roma N 7-@3 "O
HEKOMMEPUYECKUX OpraHu3anusx".

(uacts 7 BBenena denepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-03)
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