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POCCUNCKAS ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHUN NEKAPCTBEHHbLIX CPELCTB

[TpunsT
I'ocynapctBenno [ymoit
24 mapta 2010 roga

Onobpen
Coserom Penepanuun
31 mapta 2010 rona

CIHUCOK U3MEHSIOINX JOKYMEHTOB
(B pen. ®enepanpubix 3akoHOB 0T 27.07.2010 N 192-D3,

ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-D3, ot 02.07.2013 N 185-D3,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-D3, o1 22.10.2014 N 313-D3,

oT 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-D3,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-D3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-D3, ot 29.07.2017 N 278-D3,

ot 28.12.2017 N 425-®3 (pex. 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 475-03)

Mnasa 1. OBLUME NOJIOXEHUA
Cratbs 1. lpeameT perynupoBaHusa HacTosilwero deanepanbHOro 3akoHa

1. Hacrosimuit denepanbHblii 3aKOH PErylupyeT OTHOIICHHUS, BOSHUKAIOLINE B CBA3H C OOPAIICHUEM -
pa3paboTKOM, JOKIMHUYECKUMH HWCCIACAOBAHUSMHU, KIMHUYECKUMH HWCCIEAOBAHUSAMHU, ODKCIEPTH30M,
FOCYyJTapCTBEHHOW pErucTpanueil, co CcTaHAapTU3alMed HU C KOHTPOJIEM KaudecTBa, IPOU3BOJCTBOM,
M3TOTOBJICHUEM, XpAaHEHUEM, IEepeBO3KoM, BBO3oM B Poccuiickyro denepanuio, BbIBO30M U3 Poccuiickoit
®denepannn, pekiaMon, OTIIyCKOM, pean3alei, nepenayel, MpuMEeHEHNEM, YHUUYTOKEHUEM JIEKapCTBEHHBIX
CPEJCTB.

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

2. Hacrosmmii ®denepanbHblii 3aKOH YCTAHABIMBACT MPUOPUTET TOCYAAPCTBEHHOI'O PEryIMpOBaHUS
0e30MmacHOCTH, KayecTBa U 3(h(HEKTUBHOCTH JIEKAPCTBEHHBIX CPECTB MPHU UX 00pallleHUH.
(B pen. deaepanbHoro 3akoHa ot 25.06.2012 N 93-03)
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CraTtbsa 2. Ccepa npumeHeHus HacTosiwero ®enepanbHOro 3akoHa

Hacrosmuit ®enepanbHblii 3aKOH NPUMEHSETCS K OTHOLIEHHWSM, BO3HUKAIOLIUM IpH OOpalleHuu
JIEKapCTBEHHBIX CPEJICTB Ha Tepputopuu Poccuiickoit @enepannu.

Cratbsa 3. 3akoHoagaTenbLCTBO 006 OOpaLweHnn nekapcTBeHHbIX CpeacTB

1. 3akoHOaTENBCTBO 00 OOpAIIEHUH JEKAPCTBEHHBIX CPEJICTB COCTOUT U3 HacTosmero denepanbHOro
3aKOHa, APYTuX (enepabHbIX 3aKOHOB M MHBIX HOPMAaTUBHBIX IIPABOBbIX akTOB Poccuiickoii deneparuu.

1.1. 3akoHOmaTenHCTBO 00 OOpAIICHUH JICKAPCTBEHHBIX CPEACTB B OTHOIICHHWH FOPUAMYECKUX JIUIl U
WHIUBUyUTBHBIX TPEINPUHUMATEICH, OCYIICCTBIISIONUX NEATSIbHOCTh HA TEPPUTOPHH MEXKITyHAPOIHOTO
MEAMIIMHCKOTO KJIACcTepa, MPUMEHSAETCS C y4eTOM OCOOEHHOCTEH, ycTaHOBIEHHBIX DenepanbHbIM 3aKkoHOM "O
MEXIyHApOJHOM MEIUIIMHCKOM KJIacTepe U BHECEHUM HM3MEHEHHUM B OTAENIbHBIC 3aKOHOJATEIbHBIE AKTHI
Poccuiickoit ®eneparun’.

(uactsp 1.1 BBenena ®@enepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. NeiictBue Hactosmero denepanbHOro 3aKoHa paclpocTpaHseTcss Ha OOpalleHHe HapKOTHYECKUX
JIEKapCTBEHHBIX CPEACTB U IICUXOTPOIMHBIX JIEKAPCTBEHHBIX CPEICTB C YUETOM OCOOEHHOCTEH, yCTaHOBICHHBIX
3akoHoJaTenbcTBOM Poccuiickoit denepanuy 0 HAPKOTHUECKUX CPEJCTBAX, ICUXOTPOIHBIX BEIIECTBAX U 00
UX MPEKYpPCOpax.

3. JetictBue  Hacrosimero  @DemepalbHOrO  3aKOHa  pacHpOCTpaHsSETCs Ha  oOpaiieHue
pamuodapmalieBTUYECKUX  JIGKAPCTBEHHBIX  CPEJACTB C  yY€TOM  OCOOCHHOCTEHW,  YCTaHOBJIEHHBIX
3akoHoAarenbcTBOM Poccuiickoit deneparuu B o6nactu o0ecnedeHus paiualioHHON 0e30M1acHOCTH.

4. Ecnu MexayHapoaHbIM JoroBopoM Poccuiickoii denepanu yCTaHOBICHBI MHBIE MPaBuUia, Y€M TE,
KOTOpBIE MPEAYCMOTpPeHBbl HacTosAmM DenepanbHBIM 3aKOHOM, MPUMEHSIIOTCS IMpaBHIa MEXKIYyHApOIHOTO
JI0TOBOpA.

5. B Poccuiickoii ®enepanuu B COOTBETCTBUM C MEXIYHAPOAHBIMH Jorosopamu Pocculickon
®enepanyu U (WIM) Ha OCHOBE NMPUHIIUIIA B3aUMHOCTH MIPU3HAIOTCS PE3YJIbTaThl KIMHUYECKUX UCCIIeI0BaHUIN
JIEKapCTBEHHBIX IpEenapaToB s MEAMIIMHCKOIO MPUMEHEHHMS, MPOBEJIEHHBIX 3a MpeleiaMH TEeppPUTOpUU
Poccuiickoit deneparumu.

CtaTtbsa 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosiwem denepanbHOM 3aKOHe
s ueneit Hactosiniero enepanbHOro 3aKOHA UCTIOIB3YIOTCA CIIEIYIOIINE OCHOBHBIE TOHSATHS:

1) JICKApCTBCHHBIC CPEACTBA - BCIICCTBA WUJIHU HUX KOM6I/IHaHI/II/I, BCTYyHArOIIEC B KOHTAKT C OpPraHu3MOM
YCJIOBEKAa MM JKUBOTHOI'O, IMPOHHUMKAKOIIMWE B OpraHbl, TKaHW OpraHu3Ma 4YCJIOBEKAa MM XHUBOTHOTIO,
IIPUMCHSICMBIC 1 HpO(i)I/IJ'IaKTI/IKI/I, ANardHoCTHKHU (38. HCKIIFOYCHHUEM BCIICCTB HJIIM HX KOM6PIH3].IPII>1, HC
KOHTAKTUPYIOIIUX C OpPraHnu3MoOM 4YCJIOBCKa WA )I(I/IBOTHOFO), JICUCHUA 38.60J'I€B8.HI/IH, pea6I/IHI/ITaL[I/II/I, JJI
COXpPAaHCHUA, NPCAOTBpAICHUA UJIN IIPCPbIBAHUA 6epeMeHHOCTI/I 1 MOJIYYCHHBIC U3 KPOBH, IJIa3Mbl KPOBHU, U3
OpraHoB, TKaHEH opraHu3Ma 4YCJIOBE€Ka WM XHUBOTHOTIO, paCTCHHﬁ, MHUHEPAJIOB MCTOAAMHU CHUHTE3a HJIU C
IPUMECHCHUEM Ouonoruyeckux TexHojorui. K JICKAPCTBCHHBIM CPECACTBAM OTHOCATCA (bapMaHeBTI/I‘-IeCKI/Ie
CY6CTaHHI/II/I H JICKApPCTBCHHLIC IIPCIIapaThI;

2) Cl)apMaHeBTI/I‘ICCKaH CY6CTaHI_[I/I${ - JICKAapCTBEHHOC CPEACTBO B BHUAC OJHOIO WIM HECKOJIBKHUX
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obnafaromux (apMaKoJIOTHUYECKONH aKTHBHOCTHIO JIEHCTBYIOUIMX BEIECTB BHE 3aBHCUMOCTH OT HPUPOJIBI
MIPOUCXOXKACHHUS, KOTOPOE MpeaHa3HAuUEHO JJIsi MPOU3BOJCTBA, U3TOTOBICHHS JIEKAPCTBEHHBIX MPENapaToB U
omnpenenseT ux 3pHeKTuBHOCTS;

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

3) BCIIOMOT'aTCJIBHBIC BEIICCTBA - BCIICCTBA HECOPTAHHUYCCKOI'0 MM OPraHUYCCKOTO IMPOMCXOXKIACHUA,
HCIIOJIB3YEMbIC B ITPOLECCE IMPOU3BOACTBA, M3IOTOBJIICHHUS JICKAPCTBCHHBIX IIPCIapaToB I IMPUAAHUSA UM
H606XOI[I/IM]':>IX (1)I/I3I/IKO—XI/IMI/ILIGCKI/IX CBOP’ICTB;

4) nexapCTBEHHBIE MIPemapaThl - TEKAPCTBEHHBIE CPEJICTBA B BUJIE JIEKAPCTBEHHBIX (OPM, TPUMEHSIEMbIE
TUTSE PO MIIAKTUKY, TUATHOCTHKY, JICUCHHSI 3a00JIeBaHsI, peaOUIUTAINH, IS COXPAHEHUS, PEA0TBPAICHUS
WJTU TIpephIBaHUS O€PEMEHHOCTH;

5) nekapcTBeHHass GopMa - COCTOSHHE JICKaPCTBEHHOTO TIperapara, COOTBETCTBYIOIIEE CIIOco0aM ero
BBEJICHHSI Ml IPUMEHEHHS M 00ECIIEUMBAIOIIEe JOCTHKEHHE HEO0X0IMMOTO JieueOHOTO 2 (DeKTa;

5.1) no3upoBKa - coJiepXKaHWE OJHOTO MM HECKOJIbKMX JEHCTBYIOLIMX BEIIECTB B KOJIMYECTBEHHOM
BBIPQ)KEHUH HA €MHUILY 03B, HJIU €IMHUIYy 00beMa, WM €AUHUILY MAacChl B COOTBETCTBUH C JICKAPCTBEHHON
¢dopmoii OO 1T HEKOTOPBIX BHUJIOB JIEKAPCTBEHHBIX ()OPM KOJIMYECTBO BBICBOOOXKIAEMOTO W3
JIEKapCTBEHHOM (DOPMBI IECTBYIOIIETr0 BEIIECTBA 3a EAMHUILY BPEMEHHU;

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

6) mnepeueHb JKU3HEHHO HEOOXOJUMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB - €XEroJHO
yrBep)kaaemsblii IIpaBurensctBoM Poccuiickoir denepanuy IepedeHb JIEKAPCTBEHHBIX MpEnaparoB IS
MEIULMHCKOTO MPUMEHEHHsI, 00eCHeUnBaIOIUX MPUOPUTETHBIE MOTPEOHOCTH 3PAaBOOXPAHEHHUS B LEIIX
NpoWIAKTUKA M JIeYeHUsl 3a00JIeBaHMiA, B TOM YHCIE MPEeoOIalalonMXx B CTPYKType 3a00JIeBaeMOCTH B
Poccuiickoit deneparuu;

6.1) opdanHBIE JIEKAPCTBEHHBIC TMIpEmaparhl - JICKAPCTBEHHBIC TIpemnapaThl, TpeIHa3HAYCHHBIC
UCKITIOYUTENBHO /ISl TUarHOCTUKHU WJTH TTaTOT€HETUYECKOTO JICUCHNUS (JICUCHNUS], HAIIPABICHHOTO Ha MEXaHHU3M
pa3BuTHs 3a0o0neBanus) peakux (ophaHHBIX) 3a00IEBaHMIA;

(m. 6.1 BBenen ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6.2) OuosiornyecKue JeKapCTBEHHBIE NpEnapaThl - JEKaPCTBEHHBIE IIPENaparhl, A€HCTBYIOIIEE BEILIECTBO
KOTOPBIX TPOM3BENEHO WM BBIIEICHO W3 OMOJOTMYECKOTO HMCTOYHHKA W JUIS OMNpPENeNICHHs] CBOWCTB W
KauecTBa KOTOPbIX HeoOxoauma KOMOMHAIUs OWOJIOTHUYECKUX U (U3UKO-XMMHYECKUX MeTonoB. K
OMOJIOTMYECKUM  JIEKaPCTBEHHBIM  IIpernaparaM  OTHOCATCA HMMMYHOOMOJIOTMYECKHE  JIEKapCTBEHHbIE
npenapathl, JEKapCTBEHHBIE Mpenapathl, MOJyYeHHbIE U3 KPOBH, IUIa3Mbl KPOBU YeNlOBEKa M JKUBOTHBIX (3a
UCKJIIOYEHHEM LEJIbHOW KPOBM), OMOTEXHOJOTHYECKUE JIEKapCTBEHHBIC Ipernaparbl, FeHOTeparneBTUYECKUe
JIEKapCTBEHHBIE MIPETapaThl;

(m. 6.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7) *MMYHOOHOJIOTHYECKHE JIEKaPCTBEHHBIE MIPETapaThl - JIEKApCTBEHHBIE MTPenapaThl, IpeJHa3HaueHHbIE
Uit (GOPMUPOBAHMSI AKTUBHOTO WJIM MACCUBHOIO UMMYHHUTETA JUO0 TUArHOCTUKU HAJTWYMSI UMMYHHUTETA WU
TUATHOCTHKH  CIEHU(UYECKOT0  MPHOOPETEeHHOTO0  W3MEHEHUsS  HMMYHOJIOTMYECKOTO  OTBeTa  Ha
aliepru3upyoire Bemecrsa. K "MMyHOOHOIOTHYECKUM JIEKapCTBEHHBIM MpenapaTaM OTHOCSTCS BaKIIMHBI,
AHAaTOKCHUHBI, TOKCUHBI, CBIBOPOTKH, I/IMMYHOI‘JIOG}’JII/IHBI " aJlJICPI'CHBI;
(n. 7 B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)
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7.1) OUOTEXHOJOTHYEeCKHE JIEKAPCTBEHHBbIE MNpenapaThl - JEKapCTBEHHbIE Ipenaparhl, MPOU3BOJCTBO
KOTOPBIX OCYIIECTBIISIETCS C MCIOJIb30BAaHUEM OMOTEXHOJIOTMYECKUX MPOILIECCOB M METOJOB (B TOM YHUCIE
JIHK-pekoMOMHAHTHON TEXHOJIOTUH, TEXHOJOTUU KOHTPOJIUPYEMOM OSKCIPECCUH T'E€HOB, KOIUPYIOLIMX
OMOJIOTUYECKH aKTHUBHBIE O€JIKM B MPOKAPHOTaX M JyKapuoTax, BKIOYAas HW3MEHEHHbBIE KIETKU
MJICKOTIMTAONINX ), THOPHIOMHOTO METO/1a M METOla MOHOKJIOHAJIBHBIX aHTHUTEIT;

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

7.2)  TreHOTepaleBTHUYECKHE  JIEKAPCTBEHHBIE  IpemapaTbl -  JIEKapCTBEHHBIE  IIpenaparsl,
(apmMarieBTHUECKasi CyOCTaHIIMSI KOTOPBIX SIBJISETCS peKOMOWHAHTHOM HYKIEHHOBON KHUCIOTOM WIIM BKIIOYAET
B ce0fd pEKOMOMHAHTHYIO HYKJICHMHOBYIO KHCJIOTY, IIO3BOJISIOIIYI0 OCYIIECTBISTH PpEryJIHUpOBaHUE,
penapanuio, 3aMeHy, 100aBICHUE U yAaJIeHUe TeHETUYECKOM T0CII€0BAaTEIbHOCTH;

(n. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

8) HapKOTMYECKHE JIEKapCTBEHHBIE CPEICTBA - JICKApPCTBEHHbIE IpenapaThl U (hapMaleBTHUECKUE
cyOcTaHIUM, COofepKallie HApKOTUYECKHE CPeACTBAa M BKIOYEHHbIe B [lepeueHb HApKOTMUYECKHX CPENCTB,
IICUXOTPOIIHBIX BEIIECTB M HX IIPEKypCOpPOB, MOUICKAIIUX KOHTpoiaro B Poccuiickon denepauuu, B
COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickonl denepannn, MeKIyHapOIHBIMU JOroBopamu Poccuiickon
®denepanun, B ToM ynciie EquHoi koHBEHIIMEH 0 HApKOTHUECKUX cpeAcTBax 1961 rona;

9) TmCUXOTpPOMHBIE JIEKAPCTBEHHBIE CPENCTBA - JIGKAPCTBEHHBIC Ipemapathl U (apMareBTUYECKHE
cyOCcTaHIMK, COAEpIKAIUe MCUXOTPOITHBIC BEIIeCTBAa U BKIIOYCHHBIC B llepedeHh HApKOTHYECKUX CPEJICTB,
NICUXOTPONHBIX BELIECTB W HUX NPEKypcopoB, MoOekaux KOHTpoitwo B Poccuiickoit ®enepanuu, B
COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickonn denepannu, MeXIyHapOAHbIMU J1I0roBopamu Poccuiickoit
®epnepanuu, B ToM ynciie Konpeniuei o ncuxoTpomnHbix Bemectsax 1971 roxa;

10) pagnodapmaneBTHIeCKHe JEKapCTBEHHBIE CPENICTBA - JICKAPCTBEHHBIE CPEJICTBA, KOTOPBIE COJEPKAT
B TOTOBOM JIJISL MCITOJIB30BaHUS (hOpME OJMH PATUOHYKIIU WIH HECKOJIBKO PaTHOHYKIHIOB (PaJHOaKTUBHBIX
H30TOTIOB);

10.1) opurHHaNBHBINA JIEKAPCTBEHHBIN Mperapar - JICKApCTBEHHBIN TpernapaT ¢ HOBBIM JICHCTBYIOIIMM
BEIIIECTBOM, KOTOpBIN TMepBBIM 3apeructpupoBaH B Poccuiickoii ®enepanuu WIM B HHOCTPAHHBIX
rocy/IapcTBaX Ha OCHOBAaHWUU PE3YyJIbTATOB JOKIMHUYECKUX HCCICIOBAHUA JICKAPCTBEHHBIX CPEJICTB U
KIIMHUYECKUX MCCIIECAOBAHNN JIEKAPCTBEHHBIX MPEIApaToOB, MOATBEPIKIAAIOIINX €ro Ka4yecTBO, 3 (HEeKTHBHOCTH
u 0€30TacHOCTb;

(. 10.1 BBenen denepanbHbiM 3aK0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN NEeKapCTBEHHBIN Mpenapar - JIeKapCTBEHHBIN MpernapaT, KOTOPbIH HUCHOIb3yeTCs s
OIICHKH OMOSKBUBAJICHTHOCTH WJIM TEPaleBTUYECKOM HKBUBAJICHTHOCTH, KadecTBa, J(PPEKTUBHOCTH U
0€30MaCHOCTH BOCIPOM3BEICHHOIO JICKAPCTBEHHOTO IpenapaTa Wi OuoaHanoroBoro (6HOmogo0HOrO)
JIEKapCTBEHHOTO Tmpemnapara (Omoanasnora). B kadecTtBe pedepeHTHOrO JEKapCTBEHHOTO Iperapara IJis
MEIUIIMHCKOTO TMPUMEHCHHS HCIIONB3yeTCsS OPWUTHHAIBHBIM JICKAPCTBEHHBIA TIperapar Ju0o, eclin
OpPUTHHAJILHBIN JIEKapCTBEHHBIN MpernapaT He 3aperucTpUpOBaH WM HE HaXOQuTcs B obopote B Poccuiickoit
@denepalii 1 HE HAXOAUTCA B 000POTE B MHOCTPAHHBIX TOCYAApCTBAX, BOCIPOU3BEICHHBIN JIEKaPCTBEHHBIN
mpemnapaT Wid OMOaHAJIOTOBBIN (OMOMOMOOHBIN) JIeKapCTBEHHBINH Mpernapar (OMoaHanor), KOTOPBIA MEPBBIM
3apernucTPUPOBAH M3 YMCIA Haxoasmmuxcs B obopore B Poccuiickoit denepannu, OMOIKBUBAICHTHOCTh HIIN
TEpareBTHYECKasi SKBUBAICHTHOCTh, Ka4eCTBO, Y3((HEKTHBHOCTh U 0€30MacHOCTh KOTOPOTO OICHHBAIUCH I10
OTHOIIICHUIO K OPWUTHHAJIHLHOMY JIGKAPCTBEHHOMY IMpemnapary, a Takke KadecTBO, 3()(PeKTUBHOCTE U
0€30MacHOCTh KOTOPOTrO MOJATBEPKIAIOTCA pe3ylibTaTaMu (apMaKoHaa30pa U IMPOBEPOK COOTBETCTBUS
JICKApPCTBEHHBIX CPENICTB, HAXOMAAIIUXCS B TPaXKIAHCKOM O00OpOTE, YCTAaHOBIEHHBIM TpPEeOOBAHHSIM K HX
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KayecTBy. B KkauecTBe pedepeHTHOro JEeKapCTBEHHOTO Tpernapara Ui BETePUHAPHOTO MPUMEHEHUS
WCIIONB3YETCSl JICKAPCTBEHHBIM TMpenapaT [Ajisi BETEPUHAPHOTO TPUMEHEHHMs, 3aperuCTPUPOBAHHBIA B
Poccuiickoiit denepanuym Ha OCHOBAaHUU PE3YJIBTATOB JOKIMHUYECKUX UCCIEAOBAHHM JIEKAPCTBEHHBIX CPEJICTB
U KIMHAYECKUX HCCICIOBAHUN JIEKAPCTBEHHBIX TMPEMaparoB, IMOATBEPKIAIOIMIUX €ro  KadyecTBo,
3¢ PEeKTUBHOCTD U OE30MTACHOCTH;

(m. 11 B pen. deaepanpuoro 3akona ot 27.12.2019 N 475-D3)

12) Bocnpou3BenEeHHBIN JIEKAPCTBEHHBIH MNpenapaTr - JEKapCTBEHHBIN mpemapar i MeAMLIUHCKOTO
NPUMEHEHHS, KOTOPbI MMEEeT SKBHUBAJCHTHBIH pedepeHTHOMY JIEKapCTBEHHOMY Ipernapary KauyeCTBEHHBIN
COCTaB M KOJIMYECTBEHHBIN COCTaB JCHWCTBYIOIIMX BEIIECTB B HKBUBAJICHTHON JIEKAapCTBEHHOH (opme, T1bO
JIEKapCTBEHHBIM TpenapaT Uil BETEPHHAPHOTO MPUMEHEHHS, KOTOPBIA HMEET TaKue *Ke, 9To M pedepeHTHBIN
JIEKapCTBEHHBIN ITpenapar, Ka4YeCTBEHHBIN COCTaB M KOJIMYECTBEHHBIN COCTaB JEHCTBYIOIIUX BEUIECTB B TAKOU
K€ JIEKapCTBEHHOW (Qopme, OMOIKBHUBAJIEHTHOCTh MWJIM TepaleBTUYECKas HKBUBAJIEHTHOCTb KOTOPBIX
COOTBETCTBYIOLIEMY pe(epeHTHOMY JIeKapCTBEHHOMY TMpernapary MOATBEP)KIEHAa COOTBETCTBYIOIIUMHU
HCCIIEOBAHUAMU;

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

12.1) TepameBTHMYeCKass SKBUBAJEHTHOCTb JIEKAPCTBEHHBIX IPENApaToB - JOCTUKEHHE KIMHUYECKU
COTIOCTaBUMBIX TepamneBTuueckoro s¢pdexkra u mnokaszarenel 3(dexTuBHOCTH U OE30MACHOCTH IPHU
IPUMEHEHNH JIEKAPCTBEHHBIX MPENapaToB sl MEJUIMHCKOTO MPUMEHEHHSI, UMEIOIUX OJHO MEXyHapOJHOE
HEMaTeHTOBAaHHOE (MJIM XUMHUYECKOe, UM TPYNIMPOBOYHOE) HAUMEHOBAHHE, B SKBUBAJCHTHBIX JO3MPOBKAX
[0 OJTHUM M TEM K€ MOKa3aHUSAM K MPUMEHEHUIO U MPHU OJMHAKOBOM CIIOCOOE BBEJICHHS y OJHOM U TOH ke
IpyMIbl OOJIBHBIX;

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

12.2) OuoananoroBblii (0MOMOAOOHBIN) JEKapCTBEHHBIM mpemnapar (O6uoaHaior) - OHOJOTHYECKUit
JIEKapCTBEHHBIM Ipemapar, CXOXHUH IO IapaMeTpaM KadecTBa, 3(dekTuBHOCTH U 0€30HaCHOCTH C
pedepeHTHBIM OHOJIOrMYECKUM JIEKAPCTBEHHBIM MPENapaToM B TaKo jke JeKapCTBEHHOM (opMe U UMEIoIni
UACHTUYHBINA CIOCO0 BBEICHUS;

(n. 12.2 BBeneH @enepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

12.3) B3auMo3aMeHsIEMbIN JICKAPCTBEHHBIN TNpemapar - JEKapCTBEHHBIN mpemapar ¢ JO0Ka3aHHOU
TEparneBTUYECKON  HKBUBAJEHTHOCTHIO MWJIM OWOAKBUBAJCHTHOCTHIO B  OTHOIICHUH pedepeHTHOro
JICKapCTBEHHOI'0 Tpernapara, MUMEIOIIUNA KBHUBAJCHTHBIE €My KAadeCTBEHHBIH COCTaB M KOJIMYECTBEHHBIN
COCTaB JEMCTBYIOIIUX BEHIECTB, COCTAB BCIIOMOTATENbHBIX BEIIECTB, JIEKAPCTBEHHYIO (opmy H cmocod
BBEJICHUS;

(n. 12.3 BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

12.4) OMOAKBUBAJIEHTHOCTh JIEKAPCTBEHHBIX IPENApaTOB - JOCTHUKEHHE COMOCTaBUMBIX IOKa3aTesnei
CKOPOCTH BCacChIBaHMsI, CTEINEHHU MOCTYIUIEHUS K MECTy AEWCTBUS M CKOPOCTH BBIBEJCHHS OJHOTO WIIU
HECKOJIbKUX 00JaJaromux (papMakoJOTH4eCKOM aKTUBHOCTBIO JEHCTBYIOIIMX BEIIECTB NPU IPUMEHEHUU
JEKapCTBEHHBbIX IpernapaTtoB Uil MEJUIMHCKOTO NPUMEHEHHs, HMEIOIIHUX OJHO MEXAyHapoJIHOe
HENaTEHTOBAHHOE (MM XUMHUUYECKOE, UM TPYNIMPOBOYHOE) HAMMEHOBAHNE, B SKBUBAJICHTHBIX JO3UPOBKAX U
IIPU OJTMHAKOBOM CIIOCOOE BBEICHUS;

(n. 12.4 BBenen @enepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

13) nexapCTBEHHOE PACTUTEIBHOE CHIPhE - CBEKME WM BBICYIICHHBIC pacTeHUs JHOO WX 4YacTH,
UCIIONb3yEMbIE Il  MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB OpraHU3alUsMU - TMPOU3BOAUTEISIMU
JIEKApPCTBEHHBIX CPEICTB WM M3TOTOBIIEHHUS JIEKAPCTBEHHBIX MPENApaTOB aNnTEYHBIMU OPraHU3alUsIMU,
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(c u3m. u gon., BCTYN....

BCTCPUHAPHBIMU AlITCYHBIMU  OpTraHU3aAlUsAMHU, UHAWUBUAYAJIBbHBIMU MNPCANPUHHUMATCIIAMA, HWMCIOIIUMU
JMICH3UIO Ha (I)apMaLICBTI/I‘leCKYIO JACATCIIBHOCTD,

14) nexapCTBEHHBIH pACTUTENIBHBIN IpenapaT - JIEKapCTBEHHBIM IpenapaT, MPOU3BEACHHBIN WU
W3TOTOBJICHHBIM M3 OJHOIO BUJA JIEKAPCTBEHHOI'O PACTUTENIBHOTO ChIPbSl WM HECKOJBKUX BUIOB TaKOI'O
CBIPBS M pean3yeMblil B pachacOBaHHOM BHUJIE BO BTOPUYHON (TTOTPEOUTENBCKOM) YIIaKOBKE;

15) roMeonaTuyecKui JEKapCTBEHHBIN Npermapar - JIEKApCTBEHHBIM Ipenapar, MPOW3BEICHHBIN WIH
U3TOTOBJICHHBIN U3 (papMalleBTUYECKOW CyOCTaHIIMKM WU (apMaleBTUYECKUX CyOCTaHIIMI B COOTBETCTBUU C
TpeOoBaHUAMHU 00X (DapMaKOMEHHBIX CTaTel K TOMEOMATUYECKUM JIEKapCTBEHHBIM TMpernaparaM WId B
COOTBETCTBUH C TpeOOBaHUAMHU (hapMaKOIen CTPAaHbl IPOU3BOJUTENS TAKOTO JICKAPCTBEHHOT'O MpEMnapara;

(m. 15 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

16) MexmyHapoJHOE HEMATCHTOBAHHOEC HAMMEHOBAaHWE JICKAPCTBEHHOTO CpEJCTBA - HAWMEHOBAHHE
JIEHCTBYIOIIETO BeIIeCcTBa (papMaleBTHYECKON CyOCTaHIIMH, PEKOMEHJIOBaHHOE BceMHpHON opraHu3anuei
3/IpaBOOXpaHEHUS;

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

17) ToproBoe HaMMEHOBaHHE JIEKAPCTBEHHOTO CPEJCTBAa - HAMMEHOBAHWE JIEKAPCTBEHHOT'O CPEJICTBA,
MPUCBOCHHOE €ro Pa3pabOTUMKOM, JepKaTelieM WM BIAACIBIIEM PErHCTPAMOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOTO TIperapara;

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

17.1) rpynnupoBOYHOE HAaMMEHOBAHME JIEKAPCTBEHHOI'O Ipenapara - HauMEHOBAaHUE JIEKAPCTBEHHOTO
mpernapara, HE HUMEIOIEro MEXAyHapOoJHOTO0 HENaTeHTOBAHHOIO HAMMEHOBAaHMSA, WJIM KOMOWHAIUU
JICKapCTBEHHBIX MpPENaparoB, HCIOJIb3yeMOEe B IEeNAX OObEAMHEHUS HX B TPYNIy NOJ €AWHBIM
HauMEHOBAHMEM HCXOJS U3 OJJMHAKOBOT'O COCTaBa JIEHCTBYIOIINX BEIIECTB;

(m. 17.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

18) oOmias (apmakoneiiHas cTaThsi - JOKYMEHT, YTBEPXKICHHBIA YITOJIHOMOYCHHBIM (eIepaTbHbIM
OpPraHOM HCIIOJIHUTEIILHOW BJACTH M COJEpXKAIUil TEepeyYeHb IoKa3aTelel KadecTBa W (WJIM) METOJIOB
KOHTPOJISI KA4eCTBa KOHKPETHOW JIEKaPCTBEHHON (OPMBI, TEKAPCTBEHHOTO PACTUTEIHHOTO CBHIPhS, OMHUCAHUS
OMOJIOTUYECKHUX, OMOXUMHUYECKIX, MUKPOOUOIOTHUECKUX, (U3UKO-XUMHUYECKUX, (PU3MUECKUX, XUMUICCKUX U
JIPYTHX METOJOB aHaim3a JIEKAPCTBEHHOI'O CPEICTBA, a TakKe TPEOOBAaHUS K HCIOIB3YEMBIM B IEISIX
MIPOBEJICHUS JIAHHOTO aHAJIN3a PeaKTHBaM, TUTPOBAHHBIM PAaCTBOpPaM, HHIUKATOPAM;

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

19) dapmakomneiiHast cTaThsi - JOKYMEHT, YTBEP)KICHHBIH YHNOJIHOMOYEHHBIM (ellepaibHbIM OpPraHOM
HCIIOJIHUTEJIBHON BJIACTU U COJEpIKAIlUK NEpeueHb IOoKa3aTesled KayecTBa M METOJOB KOHTPOJII KauyecTBa
JIEKapCTBEHHOI'O CPEJICTBA;

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

19.1) cranmapTHBIe 00pa3lbl - BEMIECTBA, IMOCPEJACTBOM CPAaBHEHHSI C KOTOPBHIMHU OCYIIECTBIISCTCS
KOHTPOJIb KauecTBa HCCJIEAYyEeMbIX JIEKAPCTBEHHBIX CPEACTB C IMOMOUIbI0  (U3UKO-XMMHUYECKUX U
OMOJOTMYECKUX METOJOB B IENSIX MOATBEPXKICHUS COOTBETCTBHUS JIEKAPCTBEHHBIX CPENCTB TPeOOBaHUSIM
HOPMAaTUBHOM [IOKyMEHTAllUH, YCTAHOBJICHHBIM IIPH OCYIIECTBIEHUM TOCYJapCTBEHHOH perucTpanuu, u
KOTOpbIE IPUMEHSIOTCS AJIs KAIMOPOBKHM CTaHAAPTHBIX O0pa3LOB IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPENCTB,
HCIIOJIb3YEMBIX JJIsl KOHTPOJIS KaueCTBa M UHBIX LIeJIel MpH 00pallleHUH JIeKapCTBEHHBIX CPEJNICTB;

(. 19.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)
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19.2) ¢dapmakoneiiHbii craHmapTHBI oOpa3ell - CTaHIApTHBIA oOpasel, MNpPOU3BEICHHbIM B
COOTBETCTBUHM C (hapMaKONEeHHON CTaThel;
(n. 19.2 BBenen ®enepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

20) HOopMaTHBHAasl TOKyMEHTaLUs - TOKyMEHT, COJIEpKalliil epedeHb ONpeAesieMbIX 0 pe3ysibTaTaM
COOTBETCTBYIOIIMX OKCIEPTH3 IIOKA3aTeJNed KadecTBa JIEKAPCTBEHHOIO CPEACTBA IS  MEIUIMHCKOTO
IIPUMEHEHUs, METOJ OB KOHTPOJIS €TI0 Ka4eCTBA U YCTAaHOBIICHHBIN €r0 IPONU3BOJUTEIIEM;

21) HOpMATHBHBIN TOKYMEHT - JIOKYMEHT, COJCpXAIlUil MepeYeHb OMpeAesIeMbIX IO pPe3yJibTaTam
COOTBETCTBYIOIIUX JKCIIEPTH3 IMOKa3aTeyeil KauecTBa U (MIIM) METOJOB KOHTPOJISI KayecTBa JIEKApPCTBEHHOMN
¢dbopMbI, omucaHusT OUOJNOTUYECKUX, OWOXUMUYECKUX, MHKPOOHOIOTHYECKHUX, (DU3HKO-XUMHUCCKHUX,
(u3HYECKNX, XUMHUYECKHX W JPYTUX METOJOB aHalM3a JICKAPCTBEHHBIX CPEJICTB JUIS BETEPHUHAPHOTO
MPUMEHCHHS, TPeOOBAaHUS K WCIOIB3yEeMBIM B IEIAX TPOBEACHHUS JIAHHOTO aHalli3a peaKTHBaM,
TUTPOBAaHHBIM PacTBOpPaM, HHIUKATOPAM M YCTAaHOBJICHHBIN €r0 POU3BOIUTEIICM;

21.1) oOmmuii TEeXHUYECKHI [OKyMEHT - KOMIUIEKT JOKyMEHTOB W MAaTepUajoB, COCTOSIIMA H3
HECKOJIbKUX Pa3/IeNoB - JTIOKyMEHTAIUU aJIMUHUCTPATUBHOTO XapakTepa, XUMUYECKOH, (apMalleBTUIECKON 1
OMOJIOTMYECKON JTOKYMEHTAluu, (apMaKoJIOTHICCKOW, TOKCHKOJIOTHYECKON IOKYMEHTAIUH, KIMHHYECKON
JTOKYMEHTAIlMU W TIPEACTABISIEMBI OJHOBPEMEHHO C 3asBJIEHHEM O TOCYJAApPCTBEHHOW pPErucTpaluu
JIEKapCTBEHHOTO TIperapara ik MEIUIMHCKOTO TPUMEHEHHUS B (popMaTe, YCTAHOBJICHHOM YITOJITHOMOYCHHBIM
(henepaybHBIM OPraHOM UCIIOJIHUTEIILHOMN BJIACTH;

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

22) KauyecTBO JIEKAPCTBEHHOT'O CPEJCTBA - COOTBETCTBHE JICKAPCTBEHHOI'O CpEACTBA TPeOOBAHHIM
(apMakoneiiHoi craTbl MO0 B ClIy4yae €€ OTCYTCTBUSI HOPMATHBHOWM JTOKYMEHTALIMU WJIM HOPMATHBHOTO
JIOKYMEHTA;

23) 6e30MacHOCTh JIGKAPCTBEHHOTO CPEJICTBA - XapaKTEPUCTHUKA JICKAPCTBEHHOTO CPE/ICTBA, OCHOBAHHAS
Ha CPaBHUTEJIBHOM aHaJIn3e ero 3()(HEKTUBHOCTH M PHCKA IPUYMHEHUS Bpea 3I0POBbIO;

24) 3¢ pexTUBHOCTH JIEKAPCTBEHHOTO TMpenapaTa - XapaKTepUCTHKA CTENEHU MOJIOKUTETFHOTO BIUSHUS
JICKapCTBEHHOTO TIperapara Ha TeYeHHe, MPOJOJDKUTENBHOCTh 3a00JeBaHUS WM €ro NpeJoTBpaIICHUE,
peabunuTanuio, Ha COXpaHeHHe, IPEJOTBPAIICHUE WIH IIpepbIBaHIE OEPEMEHHOCTH;

25) cepusl JIGKapCTBEHHOI'O CPEICTBA - KOJMYECTBO JIGKAPCTBEHHOTO CPEICTBA, MPOU3BEICHHOE B
pe3ysbTaTe OJJHOTO TEXHOJIOTHYECKOTO IIMKJIA €ro MPOU3BOIUTEIIEM,

26) perucTpalioOHHOE YJOCTOBEPEHUE JIEKapCTBEHHOTO Mpernapara - TI0KyMEeHT, OATBEPKIAI0LIUil pakT
rOCy/IapCTBEHHOW PETUCTPALIUU JIEKApCTBEHHOTO Mpenapara;

26.1) pepxaTenb WIM BIaAeNel] PETHCTPAIMOHHOTO YIOCTOBEPEHHS JEKAPCTBEHHOTO Mperapara -
pa3paboTUYMK JEKApCTBEHHOTO CPEJCTBA, MPOU3BOJAUTENb JEKAPCTBEHHBIX CPEJICTB MM WHOE HOPUIMYECKOE
JMII0, 00JIa1at0IIee MPaBOM BIIQJICHUS PETHCTPALMOHHBIM yIOCTOBEpPEHHEM, KOTOPBIE HECYT OTBETCTBEHHOCTh
3a Ka4eCTBO, YPPEKTUBHOCTH U O€30MIaCHOCTH JICKAPCTBEHHOTO Mpernapara;

(. 26.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpalioHHbIIl HOMEp - KO/10BO€ 0003HAYEHHE, PUCBOEHHOE JIEKAPCTBEHHOMY IIpenapary Mpu
€ro TOCYJIJapCTBEHHOM perucTpanum;
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28) oOpareHue JeKapCTBEHHBIX CPEACTB - pa3paboTKa, TOKIMHUYECKUE HCCIEIOBaHUS, KIMHUYECKUE
WCCIeOBaHMUs, SKCIEepTHU3a, TOCYJapCTBEHHAsi PpErUCTpalusi, CTaHJapTH3alus U KOHTPOJIb KauecTBa,
MPOU3BOJACTBO, U3TOTOBIICHUE, XPAHEHUE, ITIEPEBO3KA, BBO3 B Poccuiickyro denepannio, BbIBO3 U3 Poccuiickon
®denepanun, pexiiama, OTIyCK, peaan3alus, nepeaada, IpuMeHeHne, YHUUTOKEHHUE JICKAPCTBEHHBIX CPE/ICTB;
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cyObekThl oOpalleHus JIeKapCTBEHHBIX CPEICTB - (PU3MUYECKUE JUIA, B TOM YHCIIE WHANBUAYaIbHbBIE
IpeIPUHUMATENH, U OPUIUYECKHE JTUIA, OCYIIECTBISIONINE NeATeIbHOCTh MPH O0paIlIeHIH JIEKAPCTBEHHBIX
CPEICTB;

30) pa3paboT4MK JIEKApCTBEHHOT'O CPEJICTBA - OpraHu3alvs, oONajaromias MpaBaMU Ha PE3yIbTaThl
JMOKJIIMHUYECKUX WCCIIEAOBAHNN JICKAPCTBEHHOTO CPEJICTBA, KIMHUYECKUX HCCIICIOBAHUN JICKAaPCTBEHHOTO
npemnapara u (WJI1) Ha TEXHOJIOTHIO TTPOM3BOJICTBA JICKAPCTBEHHOTO CPE/ICTBA;

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

31) npou3BOJACTBO JIEKAPCTBEHHBIX CPEICTB - ACATEIBHOCTD TI0 MPOU3BOACTBY JICKAPCTBEHHBIX CPEJICTB
OpraHu3aIUsIMH - TPOM3BOIUTEISAMH JICKAPCTBEHHBIX CPEJCTB HAa OJIHOW CTAJIMU, HECKOJIBKHX WU BCEX
CTaUsIX TEXHOJOTHYECKOTO MPOIECcCa, a TAKKE M0 XPAHCHHUIO U PeaTU3aliK TPOU3BEICHHBIX JICKAPCTBEHHBIX
CpPE/CTB;

31.1) mpou3BOACTBEHHAs IUIOMIAKA - TEPPUTOPUATBEHO OOOCOOJICHHBIH KOMIUIEKC TPOU3BOAUTEIIS
JIEKapCTBEHHBIX  CPEACTB, NpPEJHA3HAUYCHHBI JUIS BBINOJIHEHHUS BCEro Ipolecca IPOU3BOJCTBA
JIEKapPCTBEHHBIX CPEJICTB WIIH €r0 OMpeeIeHHON CTauH;

(m. 31.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

32) npou3BOAMTENbL JEKAPCTBEHHBIX CPEACTB - OpraHu3alus, OCYLIECTBISAIONIAs IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHH C TpeOOBaHUAMHU HacTosimero depeparbHOro 3aK0Ha;

33) dapmaneBTHUECKas NEATENBHOCTh - AESITENBbHOCTb, BKIIOYAiOU[ass B ce0s ONTOBYIO TOPTOBIIIO
JICKapCTBEHHBIMHU CPEJCTBAMH, UX XpaHEHHUE, MEePEBO3KY U (MJIM) PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU
npenapaTamu, uX OTIYCK, XpaHEHUE, IePeBO3KY, U3TOTOBIEHUE JIEKAPCTBEHHBIX MPENapaTOB;

34) opraHuzanusi ONTOBOW TOPTOBJIU JIEKAPCTBEHHBIMU CPEJICTBAMHU - OPTaHH3AIS, OCYIIECTBISIONIAsN
OIITOBYKO TOPIOBJIIO JICKAPCTBCHHBIMU CpPCACTBAMH, HX XpPaHCHHUC, IICPCBO3KY B COOTBCTCTBUU C
TpeboBaHUsAMHU HacTosIIero denepaabHOTO 3aKOHA;

35) anTeyHasi opraHu3aIys - OpraHu3aIys, CTPYKTypHOE MOApa3AeICHHe MEIUIIMHCKON OpraHu3aIli,
OCYLIECCTBIISIIOIINE PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH [peHaparaMH, XpaHEHHE, IEepPEeBO3KY,
M3TOTOBJICHHE W OTIYCK JIGKAPCTBEHHBIX TPENaparoB Ul MEIUIMHCKOTO MPUMEHEHHS B COOTBETCTBHH C
TpeboBaHUAMH HacTosero denepanbHOro 3aKOHa;

(B pen. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTeyHas OpraHu3alys - OpraHu3alus, CTPYKTYpHOE NoJipa3ziesieHue BeTepuHApHOI
OpraHW3allM, OCYIIECTBISAIOMIAE PO3HUYHYIO TOPIOBIKO JIEKAPCTBEHHBIMH IIpemNapaTaMH, XpaHEHUe,
U3TFOTOBJICHUE M OTILYCK JICKAPCTBEHHBIX IMPENapaToB Ul BETEPUHAPHOIO IIPUMEHEHUSA B COOTBETCTBUU C
TpeboBaHUsAMH HacTosero denepanbHOro 3aKOHa;

37) danpcupUIMPOBAHHOE JIEKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPENICTBO, COIMPOBOXKIAEMOE
J0XKHOU WH(pOpMaIKe 0 ero cocTaBe U (WIIN) MPOU3BOIUTEIE;
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38) HenoOpokayecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYIOIIEE
TpeboBaHUsAM (apMakonelHol crTaTbu MO0 B clyyae €€ OTCYTCTBUS TpeOOBaHUSM HOPMATUBHOU
JOKYMEHTAlLlMU WJIM HOPMATUBHOTO JOKYMEHTA;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEJCTBO, HAXOSIIEECs B 000pOTe C
HapyIIeHHEeM TPakJaHCKOTO 3aKOHOIATEIbCTBA;

40) TOKIMHUYECKOE UCCIICIOBAHUE JICKAPCTBEHHOI'O CPE/ICTBA - OMOJIOTHUECKHE, MUKPOOHOIOTHYECKHE,
UMMYHOJIOTHYECKHE, TOKCHKOJIOTHYECKHe, (apMakogorudeckue, QGU3MUECKHE, XHMHUYCCKHE U JApYyTrHe
HCCIICIOBAHUS JICKAPCTBEHHOTO CPEJICTBA IIYTEM NPUMEHECHHUSI HAyYHBIX METOJIOB OIICHOK B IENSAX MOJTYUYCHUS
JIOKa3aTeNIbCTB OE30MaCHOCTH, KauecTBa U 3(PPEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA;

41) KTMHAYECKOE MCCIIEIOBAHUE JICKAPCTBEHHOTO IMperapara - H3y4eHne TUarHOCTUIECKUX, JIeUeOHBIX,
MpOoPMIAKTHIECKHX, (apMaKOJIOTHIECKUX CBOWMCTB JIEKAPCTBEHHOTO Mperapara B MPOIecce ero NpuMEHEHHUs
y 4YeJOBeKa, )KUBOTHOTO, B TOM YHCIIC IPOIECCOB BCACHIBAHMSA, PACIPECICHUS, U3MCHEHHUS M BBIBEICHUS,
IyTeM NPUMEHEHHS HayYHBIX METOJOB OIEHOK B LIEJISX IOJyYeHHUS T0Ka3aTeIbCTB 0€30MacCHOCTH, Ka4ecTBa U
3¢ GEKTUBHOCTH JIEKAPCTBEHHOT'O MpernapaTta, JaHHBIX O HEXeJaTelIbHbIX pEeakIUsIX OpraHu3Ma 4YeJOoBeKa,
KMBOTHOTO Ha NMPUMEHEHHUE JIEKAPCTBEHHOro mpemnapata U 00 3¢ddekre ero B3auMoIecTBUS C IPYTHMHU
JIEKapCTBEHHBIMH TIpeTiapaTaMy 1 (WMJIH) THIIEBBIMU MPOTYKTaMHU, KOPMaMU;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIEJOBaHHE JIEKapCTBEHHOTO Ipenapara Al MeIULHUHCKOTO
NPUMEHEHUS - KIMHUYECKOE HCCIIEIOBAHME JIEKAPCTBEHHOIO Mpemnapara Uil MEAUIMHCKOrO MpUMEHEHUS,
IPOBOAMMOE pa3paboTYUKOM JIEKAPCTBEHHOTO MperapaTa B ABYX U Oojiee MEAUIMHCKUX OPraHU3alUsAX IO
€IMHOMY MPOTOKOJY KIMHUYECKOTO UCCIIeI0BAHUS JIEKAPCTBEHHOTO Mpernapara;

43) MexAyHapOoJHOE MHOTOIEHTPOBOE KIMHUYECKOE HCCIIEIOBAHME JIEKAPCTBEHHOIO Ipemapara Jyis
MEJIMIIMHCKOTO MPUMEHEHHUSI - KIMHUYECKOE MCCIIEIOBAHME JIEKapCTBEHHOIO Mperapara s MEAUITTHCKOTO
NPUMEHCHUA, ITPOBOJNMOC p33pa6OT‘II/IKOM JICKApCTBCHHOT'O IIpfIiapaTta B Pa3IMYHbLIX CTpaHax IO €AWHOMY
IPOTOKOIY KIIMHUYECKOTO UCCIIeI0BAHUS JIEKAPCTBEHHOTO Mpernapara;

44) mocTperucTpaluoHHOE KIMHUYECKOE UCCIIeI0BaHUE JIEKApPCTBEHHOTO Mpernapara Jisi MeIULIUHCKOTO
NPUMEHEHHS - KIMHUYECKOE MCCIIEOBAHUE JIEKAPCTBEHHOrO IMpernapaTa JUlsi MEeIUIMHCKOTO MPUMEHEHHMS,
MIPOBOJIMMOE MTPOU3BOIUTENIEM JIEKAPCTBEHHOTO IpenapaTa, rpakIaHCKuii 000pOT KOTOPOTO OCYLIECTBISETCS
Mocjie TOCYAapCTBEHHOW PETHUCTPAINH, B IEJSX JOMOJHUTEIHHOrO cOOpa MaHHBIX O €ro 0e30HmacHOCTH U
3G GEKTUBHOCTH, PaCHIMPECHUsI TMOKa3aHWH K NMPUMEHEHHIO JIaHHOTO JIEKAPCTBEHHOTO TIperapara, a Takke
BBISIBJICHUS HEXeEJIaTeIbHBIX PEaKIuil MallMeHTOB Ha ero JeiCcTBUE;

45) wuccnenoBaHue OWOAKBHBAJICHTHOCTH JIGKAPCTBEHHOI'O Tpenapara - BUA  KIMHHYECKOTO
WCCIIeIOBaHMS JIGKAPCTBEHHOTO TMpernapara, MpPOBEJACHHE KOTOPOTO OCYIIECTBISCTCS I OMpeesieHus
CKOPOCTH BCAachlBaHWsS W BBIBEACHHS OIHOTO WM HECKOJIBKHUX oOONamaromux (papMakoIornueckoin
AKTUBHOCTHIO JICHCTBYIONIMX BEIIECTB, KOJMYESCTBA JICKAPCTBEHHOTO Tpernapara, JOCTHTAIONET0 CHCTEMHOTO
KPOBOTOKA, M Pe3yJIbTaThl KOTOPOTO MO3BOJISIFOT CJEJIaTh BBIBOJ O OMOIKBHBAJICHTHOCTH BOCIIPOHU3BEIACHHOTO
JICKapCTBEHHOT'O TIperapaTa B ONpeICICHHBIX JIEKAPCTBEHHON (hOpMe U TO3UPOBKE, COOTBETCTBYIOIIHMX (hopMe
U JI03UPOBKE peePEHTHOTO JIEKAPCTBEHHOTO TIpernapara;

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

46) wuccieOBaHME TEPaNEBTHUUECKON SKBUBAJEHTHOCTH JIEKAPCTBEHHBIX IIpENnaparoB - BUJ
KITMHAYECKOTO MCCIIEIOBAaHMS JIEKAPCTBEHHBIX IIPEMapaToB, MPOBEACHHWE KOTOPOTO OCYIIECTBISETCS ISt
BBISIBIICHUSI OJIMHAKOBBIX CBOMCTB JICKQPCTBEHHBIX NpENApaTOB OMPEACICHHOW JIEKapCTBEHHON (OpMEI, a
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

TaK)K€ HalW4uMs OJWHAKOBBIX IMOKa3aTelei 0€30IMacHOCTH U Bq)(l)eKTI/IBHOCTI/I JICKAPCTBCHHBIX IIPCIIapaToB,
OJMHAKOBBIX KIMHHYCCKHUX 3(1)(1)GKTOB IIpU UX NPUMCHCHHUU,

47) mpOTOKOJ KJIMHUYECKOTO MCCIEAOBaHUs JIEKapCTBEHHOIO IIpernapara - JOKYMEHT, B KOTOPOM
OTIPENIeNAIOTCS 1IeNH, (OPMBI OpraHM3alMUd M METOJOJOTHS MPOBEACHUS KIMHUYECKOTO HCCIIEOBAHUS,
CTAaTUCTHUYECKHE METOABl 00pabOTKM pe3yJbTaTOB TAaKOIO HCCIENOBAaHUA U MeEpbl 10 O00ECHEeUeHHIO
0€3011aCHOCTH (PU3NYECKUX JIUL], YYACTBYIOLIMX B KIMHUYECKOM HUCCIIEJOBAaHUM JIEKApPCTBEHHOI'O Mpenapara;

48) 6p01mopa HCCICAOBATCIISI - CBOAHOC HU3JIOKCHUC PE3YJIbTATOB AJOKIMHUYCCKOTO HCCICAOBAHUA
JICKAPCTBCHHOT'O CPCACTBA U KIIMHUYCCKOTO HCCICAOBAHHA JICKAPCTBCHHOTO IIpCrapara AJid MCIUIUHCKOI'O
MPHUMCHCHUS

49) nHpOpPMAITMOHHBIA JHCTOK MAalMeHTa - JOKYMEHT, B KOTOPOM COJIEp)KaTcs B JIOCTYIHOH ¢opme
CBEJICHMSI, Kacarolluecs MPOBOJAMMOIO KIMHMYECKOTO MCCIE0BaHUs JIEKapCTBEHHOTO Ipernapara, ¥ B
NMCbMEHHOH (opMe H00pOBOJIBHOE cOrjlacMe MalUeHTa Ha Yy4yacTHe B KIMHUYECKOM MCCIIEOBAHUU
JIEKapCTBEHHOI0 Ipernapara I0cCiieé O3HAKOMIIEHUS € OCOOEHHOCTSIMM KIMHMYECKOTO HCCIEeI0BaHMUSA,
HMMEIOLMMU 3HAYEHHE IS BBIPAKEHUS TAKOTO COTJIaCHs;

50) mobo4HOE AEUCTBHE - peakiysi OpraHM3Ma, BO3HHKINAS B CBSI3U C NMPHUMEHEHHEM JIEKaPCTBEHHOTO
Ipenapara B 103aX, pEKOMEHIYEMbIX B MHCTPYKIIMH 110 €r0 MPUMEHEHUIO, 1JI MPOPUIAKTUKH, TUarHOCTUKH,
JedeHus 3a00JeBaHus WK JJi peaOuiInTaluu;

50.1) HexenarenpHast peakiysi - HENpeIHaMEpEeHHas HeOIaronpuaTHas peakiys OpraHu3Ma, KOTopas
MOeT OBITh CBsI3aHa C MPUMEHEHNEM JIEKaPCTBEHHOTO Mpernapara;
(m. 50.1 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexenaTelbHas peakUMsl - HEXKeJNaTelbHas peaklUMs OpraHu3Ma, CBs3aHHas C
MIPUMEHEHUEM JIEKapCTBEHHOTO TIpemnapara, MpuBeIias K CMEPTH, BPOKIECHHBIM aHOMAJIUSIM WU TIOPOKaM
pa3BuTHs MO0 TPEACTaBIAIONMAs CO00N yrpo3y JKM3HH, TPEOYIoIIas TOCTHTAIM3AIMN WA TpPHUBEAIAs K
CTOMKOM yTpaTe TPYI0CTIOCOOHOCTH U (M) UHBATUAHOCTH;

52) HempenBUIeHHAs HEXeNaTeIbHas peakius - HeXXelaTelbHas Peakiys opraHu3Ma, KoTopasi CBsI3aHa
C NPUMEHEHUEM JIEKapCTBEHHOI'O IpernapaTra B J03aX, PEKOMEHJYEMBIX B MPOTOKOJIE €ro KIMHUYECKOTO
WCCIIeIOBAaHMsI, OpOLIIOpe HCCIeqoBaTeNsd, WM C NPUMEHEHHEM JIEKapCTBEHHOTO Ipenapara B J103aX,
PEKOMEHIIYEMBbIX B HWHCTPYKIMM [0 €ro NPUMEHEHUIO0 i NpOQUIAKTUKH, IJUATHOCTUKH, JICUYCHUS
3a00JI€BaHUs WJIM MEAWIIMHCKON peadmInTaluyi TaIllMeHTa, U CYIIHOCTh, TSDKECTh WJIM MCXOJ] KOTOPOW HE
COOTBETCTBYET MH(OpPMALIUU O JEKApPCTBEHHOM IIperapare, CoAepKalleicss B MPOTOKOJIE €ro KIMHUYECKOTO
UCCIIeIOBaHMSI, OPOIIIOpE UCCIIEOBATENS WM B MHCTPYKIUHU IO TPUMEHEHUIO JIEKAPCTBEHHOT'O MIpenapara;
(m. 52 B pen. ®enepansHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢apmakoHam3op - BUA JEATEABHOCTH IO MOHHUTOPUHTY 3(PQEeKTHBHOCTH U 0€30HmacHOCTU
JIEKapCTBEHHBIX IPENapaToB, HANPaBICHHBIN Ha BBIABICHHE, OLICHKY W NPEIOTBPALICHHUE HEXeIaTeIbHBIX
MOCTICICTBUI MTPUMEHEHHS JICKAPCTBEHHBIX MPENapaToB;

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

52.2) mnaH ympaBleHHMs PUCKaMH - NOAPOOHOE OMMCAaHUE MEpONpHITUH Mo (papMaKoOHAA30pY,
HaIPaBJICHHBIX Ha BBIABICHUE, OLEHKY M MNPEJOTBpAIICHHWE WIM MHUHHUMHU3ALMIO PUCKOB, CBS3aHHBIX C
JIeKapCTBEHHBIMH IIpeNapaTaMu, BKII0Yast OLIEHKY 3()()EeKTUBHOCTH TaHHBIX MEPOTPHUSITHIA;

(m. 52.2 BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

53) peuent Ha JIEKapCTBEHHBIH Mpemapar - MEIUIUHCKMHA JIOKYMEHT YCTAHOBJIEHHOH (HOpMBI,
COIEp KAl Ha3HA4YCHUE JIEKAPCTBEHHOIO IIpenapara Uil MEAMLMHCKOIO IIPUMEHEHUS, BBbIIAHHBIN
MEUIIMHCKUM pa0OTHUKOM B IIEJIAX OTIIyCKa JIEKAPCTBEHHOIO IpernapaTa Win €ro U3roTOBJIEHUS U OTITyCKa
Ha OyMa)KHOM HOCHTENE WJINM C COIVIacHsl MAIMeHTa WIM €ro 3aKOHHOTO IIpeAcTaBUTeNs B (opme
3JEKTPOHHOIO TOKYMEHTA, OJIMUCAHHOTO C UCIIOJIb30BAHUEM YCHJIEHHOM KBATH(PUIIMPOBAHHON IEKTPOHHON
HOJMNMCH MEIUIMHCKOro paboTHHKA, JMOO0 JOKYMEHT YCTAHOBIEHHOH (OpMBbI, coiepxaliuil Ha3HaueHue
JIeKapCTBEHHOTO0 IMpernapara il BETEPUHAPHOTO NPHUMEHEHHs, BbIIAHHBIA CIEIMAIUCTOM B 00JacTu
BETEpUHAPHUH B IIEIAX OTIYCKA JIEKAPCTBEHHOTO MpenapaTa WIKM ero U3roTOBJICHHUS U OTIyCKa Ha OyMa)KHOM
HOCHTEIIE;

(B pen. @enepanbHbIX 3aKOHOB OT 29.07.2017 N 242-®3, ot 02.08.2019 N 297-D3)

54) TpebGoBaHUE MEIUIIMHCKON OpraHu3alii, BETEpUHAPHON OpPraHU3alliy - JOKYMEHT yCTaHOBJIEHHOMN
(GopMBI, KOTOPBII BBINHMCAH MEIUIMHCKMM paOOTHUKOM WM CIENUATUCTOM B 00JacTH BETEpHUHApHUH,
UMEIOIMMH Ha 3TO NpPaBO, M COJEPXKUT B NMHCbMEHHON (opMe yka3zaHMe anTeyHOHl OpraHu3aluM WU
BETepUHAPHON alTeYHON OopraHu3anuu 00 OTIyCKe JeKapCTBEHHOTO Mpenapara Wil O ero U3roTOBJICHUH U 00
OTITyCKe JUIsl o0ecTiedeHus JJe4eOHOro mpoIiecca B MEJUIIMHCKOM OpraHn3alui, BETEpUHAPHON OpraHu3aluig;
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

55) KOMIUTEKCHAsI OIICHKA JICKAPCTBEHHOTO TperapaTa - OICHKa 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara, BKJIOYaromias B ce0s aHanu3 WH(OpMAIMd O CPaBHUTEIBHOW KIMHUYECKOW 3((PEKTHBHOCTH U
0€30MacHOCTH JIEKAPCTBEHHOTO TIperapara, OIEHKY JKOHOMHUYECKUX TOCIEICTBUNA €ro MpUMEHEHUs,
W3y4Y€HUE JOTMOJHUTEIbHBIX IOCIEACTBUI NPUMEHEHUs JIEKAPCTBEHHOTO Mpernapara B LENIX MNPUHATUS
pelIeHn 0 BO3MOXKHOCTH BKJIIOUYCHHSI JICKAPCTBEHHOTO IMpernapara B MEpeYeHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUIUX JICKAPCTBEHHBIX IMpernapaToB, HOPMATHUBHBIC IIPAaBOBbIE AaKThl W HWHBIE JOKYMEHTHI,
OTIPEICTISIONINE TIOPSAIOK OKA3aHHUS MEIMIIMHCKON TTOMOIIM, WU HCKIIOYEHUS €r0 U3 yYKa3aHHBIX MEepPeyHs,
aKTOB U JJOKyMEHTOB;

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

56) cucremMa MOHUTOPWHTA JBIDKEHUS JICKAPCTBEHHBIX MPENapaTroB JUIsl MEAUIIMHCKOTO MPUMEHEHUS -
denepanpHas TOCynapcTBeHHass WH(POPMAIMOHHAS CHCTEMa MOHUTOPWHTA JBWKCHUS JIEKAPCTBEHHBIX
MpernapaToB JUIi MEAWIUHCKOTO TMPUMEHEHUS OT MPOU3BOIUTENS JIO KOHEYHOrO TIOTpeOuTeNns ¢
WCTIONb30BAaHUEM B OTHOIICHWM JIEKAPCTBEHHBIX MPENapaToB IS MEIUIIMHCKOTO TMPUMEHEHHUS CPEJCTB
UACHTUDUKAITIH.

(. 56 BBenen denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

Mnasa 2. MNOJIHOMOYUA ®EOEPAJIbHBLIX OPTAHOB I/ICI'IOJ'IHI/ITEHbI-jOVI 5
BJIACTW, OPTAHOB UCIMOJIHUTEJIbHOWU BJITACTU CYBBEKTOB POCCUUCKOU
®EOQEPALIUU NPU OBPALLUEHWUN NEKAPCTBEHHbLIX CPEACTB

Ctatba 5. MMonHomouus dpenepanbHbIX OPraHOB WCMOMHUTENbLHOW BracTU nNpwu
o6palleHnn NnekapCcTBeHHbIX CPeacTB

K momaoMoumnsam (bezxepanLme OpraHoB HUCIIOJIHUTEILHON BIACTH npu o6pameH1/H/1 JICKAPpCTBCHHBIX
CpE€ACTB OTHOCATCA:

1) mpoBenenue B Poccuiickoit denepanuu eIMHON TOCYAapCTBEHHOM MOJUTUKHA B 00J1aCTH 00€CTIeueHUS
JIEKapCTBEHHBIMM IIpenapaTaMy rpaxzaad B Poccurickoint @enepanuu;
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
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(c u3m. u gon., BCTYN....

2) yTBepKAeHue oOumXx (papMakonelHbIX cTaTel, papMakonelHbIX cTaTel, n3aHue ToCyJapCTBEHHOM
(apmakorneu, cozJaHue U BeJIeHHE peecTpa papMaKoNnelHbIX CTaHAAPTHBIX 00pa3IoB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) OcCylIeCTBIEHUE TOCYJIapCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe oOpalleHus JeKapCTBEHHBIX
CpPEHCTB;
(B pen. deaepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuIeH3upOBaHHE MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB M (apMaleBTUYECKON eATEIbHOCTH B
COOTBETCTBUU C 3aKOHOJATeNbCTBOM Poccuiickon denepannu;

5) opraHuzaunus 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB, ATHYECKON SKCHEPTHU3bl BO3MOXKHOCTU
MPOBEACHUS KIMHUYECKOTO HWCCIEAOBAHUS JIEKAPCTBEHHOIO Tperapara il MEIUIMHCKOTO MPUMEHEHUS,
AKCTIEPTU3BI JOKYMEHTOB, IIPEICTABIICHHBIX JUIsI ONIPEIeTICHNs BOZMOXXHOCTH PacCMaTPHUBATh JIEKAPCTBECHHBIN
npenapar g MEAWIIMHCKOTO TPUMEHEHHS IPU TOCYJApCTBEHHON PErHCTpallid B KadecTBE OPQaHHOTO
JIEKapCTBEHHOTO Tperapara;

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

5.1) opraHu3zanys MpoBEACHUS KOMIUIEKCHOH OIIEHKH JIEKAPCTBEHHOTO Iperapara B LENSIX MPUHITHS
pelIeHii 0 BO3MOXKHOCTH BKJIFOUEHHS JIEKAPCTBEHHOTO TIperapara B MEepevYeHb KU3HEHHO HEOOXOAMMBIX U
BOXHEUIINX JICKAPCTBEHHBIX MpPENapaToB, HOPMATHUBHBIC TPABOBBIC aKThl W HHBIE JOKYMEHTHI,
OIIPEICIISIONINE TOPAJOK OKa3aHUsI MEIUIMHCKOW IOMOINM WJIM WCKIIOYEHHS €ro W3 YKa3aHHBIX MepeyHs,
aKTOB M JOKYMEHTOB;

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

6) BbAaua paspelleHUil Ha NPOBEACHHE KIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHBIX IPENaparos,
BEJICHUE PEECTpa BBIIAHHBIX PA3pPCIICHUN Ha MNPOBEACHUE KIMHUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHBIX
Ipenaparos;

7) rocyaapCTBEHHas PErUCTpallMs JIEKAPCTBEHHBIX IpernapaToB, BEACHHUE TOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB;

8) opranuzanus u (WIK) MPOBEICHHE HHCIIEKTUPOBAHUS CyOBEKTOB 00paIleHNs JIE€KapCTBEHHBIX CPEICTB Ha
COOTBETCTBUE IPAaBHJIAM HaJJIEKalIel 1a00paToOpHOM MPAKTUKH, TIPABUIIaM HaJUIekKaIleH KIMHUYECKOM
MIPAKTHUKY, [IPABWIIAM HAJJIeXKallled MPAKTUKN XPaHEHHsI U IIEPEBO3KHU JIEKAPCTBEHHBIX IIPENapaToB, PaBUIIaM
HaJJIeKaIend TUCTPUOBIOTOPCKOM MPAKTUKH, TIPABUIIAM HAIJICKAIICH alTeYHON TPAKTHKH;

(n. 8 B pen. ®enepanbHOTrO 3aK0Ha OT 22.12.2014 N 429-D3)

8.1) opranmzauus M (MIM) NPOBEICHHE HHCIEKTUPOBAHMS CYOBEKTOB OOpalleHHs JIEKAPCTBEHHBIX
CpEICTB Ha COOTBETCTBHE TpPEeOOBAHUSAM TMpaBWJI HaJUIeKallel NPOU3BOJCTBEHHOW MPAKTHUKH, BbIJaya
3aKJIFOYCHUH O COOTBETCTBHM HPOHM3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMIM MpPaBUJ HaAJIEKaIIeH
IIPOU3BOJCTBEHHOM IIPAKTUKH;

(m. 8.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8.2) ycTraHOBIEHHE TMOpAJKAa BEACHUA M BEJICHHE TOCYJapCTBEHHOIO peecTpa 3aKIOYeHHH O
COOTBETCTBUM  TMPOU3BOJAUTENS]  JIEKAPCTBEHHBIX  CPEICTB  TpeOOBaHMAM  MpPaBWI  HaAJexXalei
MIPOU3BOJICTBEHHON MPAKTUKH;

(. 8.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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(c u3m. u gon., BCTYN....

9) rocyaapcTBeHHasi perucTpauus NpeAesbHBIX OTIYCKHBIX LI€H MPOM3BOIUTENECH Ha JIEKapCTBEHHBIE
Ipernaparel, BKIIOUYEHHBIE B IIEPEYCHb KU3HEHHO HEOOXOAMMBIX U BaKHEHIINX JICKAPCTBEHHBIX MpEnapaTos,
U BEJCHHE T'OCYJIAapCTBEHHOTO PEECTpa IMpENEeNbHBIX OTIYCKHBIX IIEH MPOU3BOAWTENICH Ha JIEKAPCTBEHHBIC
npenaparbl, BKIOYCHHBIC B IICPECUCHDb ) KU3HCHHO H€O6XO)II/IMI)IX M BaKHEHIIIMX JICKApPCTBCHHBIX IIPCIIapaToOB;
(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cormacoBaHue MPOEKTOB PEIICHWA OPraHOB HCIIOJHUTEIBHOW BJIAcTH CyOBeKTOB Poccuiickoii
®eneparnyu 00 YCTAaHOBICHUH U (WJIM) U3MEHEHHUH MPEIeNbHBIX pa3MEPOB ONMTOBLIX HAJ0ABOK U MPeAeIbHBIX
pa3MepoB PO3HUYHBIX HAJA0aBOK K (DaKTMUECKUM OTITyCKHBIM II€HAM, YCTaHOBIEHHBIM MPOU3BOIUTEISIMU
JIEKApCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIC IperapaThl, BKJIOYEHHBIE B MEPEUCHb KUZHEHHO
HEOOXOIMMBIX U BOKHEUIITUX JIEKAPCTBEHHBIX MPETApaTOB;

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

10) BbImava, ycTaHOBJICHUE TTOPSI/IKA BBIAAYM pa3pelieHUs Ha BBO3 KOHKPETHOM MapTUH JIEKAPCTBEHHOTO
cpenctsa B Poccuiickyro denepanuio;
(m. 10 B pen. denepanbhoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BbImava, ycTaHOBIIEHHE TOpPsIKAa BBIAAYM U (POPMBI JOKYMEHTA, KOTOPBIH MOATBEPXKIAET, UTO
IIPOM3BOJICTBO JIEKAPCTBEHHOIO Mpernapara A MEAUIIMHCKOTO IPUMEHEHHSI OCYILIECTBIEHO B COOTBETCTBUU C
TpeOOBaHUSAMU IMPaBWJI HaJJIeKallell MPOM3BOJCTBEHHONW MPAKTUKH WJIM YTO JIEKAPCTBEHHBIM Ipernapatr ajs
BETEpUHAPHOI'O MPUMEHEHUs JomnymeH K oOpamenuto B Poccuiickoit denepanyu, U MNOAJISKUT
NPEeACTaBICHUIO MO TPeOOBAHUIO YIOJHOMOUYEHHOTO OpraHa CTPaHbl, B KOTOPYIO BBO3MTCS JIEKAPCTBEHHBIN
Ipenapar;

(n. 10.1 BBemen denepanpHbiM 3akoHOM 0T 22.12.2014 N 429-03; B pen. PepepanbHOro 3akoHa OT
02.08.2019 N 297-®3)

10.2) BbInaya, yCTaHOBJICHHE MOPsIIKA BBIAAYU U (YOPMBI JOKYMEHTA, COAEPIKAILET0 CBEACHUS O CTaIUAX
TEXHOJIOTUYECKOr0 Ipolecca MPOU3BOACTBA JEKAPCTBEHHOTO CPEACTBA AJS MEIUIUHCKOIO IPUMEHEHHMS,
OCYILECTBIIIEMBIX Ha TeppuTOpuH EBpa3uiickoro 3KOHOMUYECKOT0 COI03a;
(m. 10.2 BBemen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3, B pen. depepadbHOro 3aKOHa OT
13.07.2015 N 241-93)

11) co3ganue COBETOB MO BOIIPOCAM, CBSI3aHHBIM C OOpAIeHUEM JICKAPCTBEHHBIX CPE/ICTB;

12) arrecTanus u cepTUPUKAIUS CIIEUATNCTOB;

13) yrpatun cuity ¢ 1 centsaops 2013 rona. - ®enepanbhsiii 3akoH ot 02.07.2013 N 185-D3;

14) ocyuiectBienue papMaKoHaI30pa;
(. 14 B pen. denepanbhoro 3akoHa oT 22.12.2014 N 429-D3)

15) yuactue B MeX1yHapOJAHOM COTPYIHUYECTBE;

16) momydenue mo 3ampocaM YIOJIHOMOYEHHOTO (heaepaabHOro OpraHa HCIOJHHUTENBFHON BJIACTH OT
OpraHOB HCHOJHUTENbHOU BiacTu cyObekToB Poccuiickoit denepanuu, a Takke OT CyObEKTOB OOpaleHUs
JIEKapCTBEHHBIX CPEJICTB U1 MEJUIMHCKOTO NpUMEHEHHs HMH(OpMalUM IO BONPOCAM YCTaHOBJIEHUS U

IMPUMCHCHU: LICH Ha JICKApCTBCHHBIC IIPCIIapaThbl U Ha,[[6aBOK K HHUM,

17) MMPUMCHCHUC MCP OTBCTCTBCHHOCTHU 3a HAPYHICHUC 3aKOHOAATCIILCTBA Poccuiickoii @euepaunn;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

18) yTBepiKaeHUEe TpaBUII HAUICKAIICH JIaOOPATOPHOW MPAKTHKH, MPABHI HAJICKAIICH KIMHHYECKOU
MIPAKTUKH, TIPAaBUI HAJUJICKAIIEH MPOU3BOJACTBEHHOM MPAKTUKH, TIPABUI HA/AJIEKAIIEH MPAKTUKU XPAaHCHUS U
MEPEBO3KM JICKAPCTBEHHBIX MPEMapaToB, MPaBWI HAIJICKANICH IUCTPUOBIOTOPCKOW MPAKTUKU, MPABHII
HaJUIekKAIIed anTeyHOW TPAKTHKH, WPaBHJ HaJUIekKaIIed NPaKTHKH (apMaKoOHAI30pa JIEKapCTBEHHBIX
MPETapaToB JUIsl METUITUHCKOTO IPUMEHEHHUS;

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

19) yctanoBneHnue nopsika (popMupOBaHHs PErHCTPALMOHHOTO JI0OChE Ha JIEKAPCTBEHHBIN IMpenapar u
TpeOOBaHUI K TOKYMEHTaM B €r0 COCTaBe;
(n. 19 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

20) yTBepKICHHE MPAaBWI PAlMOHAIBLHOTO BBHIOOpAa HAMMEHOBAHMIA JICKAPCTBEHHBIX IMPENapaToB ISt
MEIUIIMHCKOTO TPUMCHCHHS,
(. 20 BBenen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBepKIIeHUE MepevHs] HAMMEHOBAHHM JIEKapCTBEHHBIX (popM;
(m. 21 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

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

23) yrTBepkJaeHuE TpeOOBaHMM K MHCTPYKIMHM [0 MEIWLUHCKOMY IPUMEHEHHMIO JIEKAPCTBEHHBIX
MpenapaToB U K UHCTPYKIIUU MO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHBIX MIPENapaToB;
(. 23 BBenen DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

24) nocynebHOe 3aKphITHE CATOB, COEPKAIINX HH(OPMALIMIO O POSHUYHOM MPOIaXe AUCTAHIIUOHHBIM
CHoco0OM, TMpEeAsokKEeHHEe O TNPUOOPETCHUH AUCTAaHIMOHHBIM CHOCOOOM, JOCTaBKE JMCTAHIIMOHHBIM
criocoboM u (win) nepenade (GpU3MIECKOMY JHIY JAUCTAHIIMOHHBIM CIIOCOOOM JICKAPCTBEHHBIX MPENapaTos,
HapKOTUYECKUX JIEKApPCTBEHHBIX IpEenaparoB W IICUXOTPOINHBIX JIEKAPCTBEHHBIX IIpernapaToB, 3a
HCKJIFOYEHHUEM CllydaeB, ycTaHOBIEeHHbIX [IpaBurenscTBoM Pocceniickoit denepanuu;

(. 24 BBenen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

25) Bblaya paspelieHuil Ha BBOJ B TIpaXJaHCKUH 000pOT MMMYHOOHMOJIOIMYECKHX JIEKapCTBEHHBIX
IIpenapaToB.
(. 25 BBeneH denepanbHbiM 3aKkoHOM 0T 28.11.2018 N 449-03)

Koncynsrantllntoc: npumeyanue.

Cr. 5.1 pacnpocTpaHsieTcss Ha IOJTHOMOYHS, KOTOpbIE HE MEpeNaHbl JUIsl OCYIECTBIECHUS OpraHam
rOCYJIapCTBEHHOM BIacTH CyOBbeKTOB P® u opraHam MECTHOTO CaMOYIpaBIEHHUS COOTBETCTBYIOIIUMU
dbenepanbapiMu 3akoHamMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [llepepaya ocywecTBneHuss MNOsIHOMOYMN deaepanbHbIX OpPraHoB
MUCMONHUTENIbHOW  BNacTM nNpu  obpaweHMn rneKapCTBEeHHbIX CpPeACTB  OopraHam
MUCNONHUTENbHOM BracTn cyobekToB Poccunckon Penepaumm

(BBenmena deaepanbHbIM 3ak0oHOM OT 13.07.2015 N 233-D3)

[TomHOMOUMS (enepanbHBIX OpPraHOB HWCIOJHUTENBHOW BIACTH MpHU OOpalleHHH JIeKapCTBEHHBIX
CPENCTB, MPELyCMOTPEHHbIE HACTOSIIMM DenepanbHbIM 3aKOHOM, MOTYT II€pPEAABATLCS ISl OCYLIECTBICHUS
OpraHaM HCIIOJIHUTEIbHOU BilacTu cyObekToB Poccuiickoit denepaunn nocranosiaeHussMu IlpaBurenscTBa
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

Poccuiickoit @eaepanuu B mopsiake, yctaHoBieHHOM DenepaibHbIM 3aKOHOM OT 6 OKTAOps 1999 roma N
184-®3 "OO6 oOIMX MPUHIUIIAX OPTaHMU3AINH 3aKOHOAATEIbHBIX (MPEICTABUTEIbHBIX) U UCTIOTHUTEIHHBIX
OpraHoOB I'OCy/1apCTBEHHOM BiacTU cyObekToB Poccuiickoit denepanyn”.

Cratba 6. lNonHomMouMs opraHoB MWCNONHUTENbLHOW BRnacTu cyb6bekrta Poccunckomn
depepaumu npu obpaLleHUn NNeKapcTBEHHbIX CPeacTB

K mosHoMounsiM opraHoB UCTIIOJHUTENIBHON BIIacTH cyObekTa Poccuiickoit denepannu nmpu odpaiieHuu
JIEKapCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka u peanu3anysi PEerHOHAIBHBIX MPOrpaMM OOECIeUYeHUs] HACEICHHUs JIEKapCTBEHHBIMU
npenaparamu,

2) ycTaHOBJIEHHE MpEACNIbHBIX Pa3MEPOB OMNTOBBIX HAA0ABOK U MpPEAETIbHBIX Pa3MEPOB PO3ZHUYHBIX
Ha0aBOK K (AKTUYECKHMM OTHYCKHBIM I[I€HAM, YCTAHOBJIEHHBIM TPOU3BOAUTEISIMH JIEKAPCTBEHHBIX
MpemnapaToB, Ha JIEKAPCTBEHHBbIC TIperaparhl, BKIIOYCHHBIE B IME€pPEUeHb JKU3HEHHO HEOOXOAMMBIX U
BOKHEUIINX JIEKAPCTBEHHBIX MIPENapaTos;

3) oOCymecTBIEHHE PETHOHAIBHOTO TOCYNAapCTBEHHOTO KOHTPOJS 3a TPHUMEHEHHeM [eH Ha
JICKapCTBCHHBIC TIpermapaThl, BKJIIOYCHHBIC B IEPCUYCHb JKU3HCHHO HEOOXOMUMBIX W  BaKHEHIIIHMX
JICKapCTBEHHBIX IPENapaToB, OPraHU3alUsIMU ONTOBOM TOPTOBJIH JIEKAPCTBEHHBIMHU CPEICTBAMU, alITE€YHBIMU
OpraHM3alMsIMH, WHINBUAYATbHBIMU MPEANPUHAMATENSIMH, UMEIONIUMH JTUICH3UIO0 Ha (apMalleBTUYECKYIO
NEeSTeNbHOCTh, MEIUIWHCKUMU  OpTaHU3alUsAMH, WMCIOIIMMU JUIEH3WI0 Ha  (apMaleBTHUECKYIO
NesTeIbHOCTh, M HUX O0O0COOJEHHBIMU MOApa3fAeieHUAMU (aMOynaTopusiMH, (QEIbAIIEPCKUMU U
(denpamepcKo-aKymepcKuMy  IMTyHKTaMH, IIeHTpaMu  (OTHCNIeHUsIMU) oO0mIe BpaueOHON (CeMEHOM)
MIPAKTUKH), PACIIOJIOKCHHBIMH B CEIIbCKMX HACEICHHBIX ITYHKTAaX, B KOTOPBIX OTCYTCTBYIOT aNTCYHBIC
OpraHu3alluy;

(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, o1 27.12.2019 N 475-D3)

4) npuHsATHE pemeHust 00 UCIOIb30BaHUU Ha TeppuTOopuu cyobekTa Poccuiickoit deneparun Hapsay ¢
perenTaMu Ha JIEKapCTBEHHBbIC IMpenaparbl, OQOPMICHHBIMH Ha OyMa)XKHOM HOCHTENE, pPELENTOB Ha
JIEKapCTBEHHBIE MIpeTapaThl, CPOPMHUPOBAHHBIX B (DOPME IJEKTPOHHBIX JTOKYMEHTOB.

(1. 4 BBeneH PenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

Masa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

CrartbAa 7. PaspaboTka u usgaHme rocygapcTtBeHHon chapmakoneu, pasMmellyeHne AaHHbIX
O HeW

1. Tlog rocymapcTBeHHOH (hapmakoreeld IOHUMAETCS CBOJ OOMMX (apMaKoONMEeHHBIX CTaTe w
(hapMaKomeHbIX cTaTei.

2. Pa3pabotka oOmmx ¢apMakoneHelx crtared u (apmakoneiHbIX cTaTeil, B TOM 4HCIe
(apMakonelHpIx crareil Ha (papmakoneiiHble cTaHAapTHBIE 00pa3Ibl, U BKIIOUYEHHE UX B TOCYAAPCTBEHHYIO
(hapMakomnero OCYIIECTBISIOTCS B TOPSIKE, YCTAHOBJICHHOM YIOJHOMOYEHHBIM (penepaibHbIM OpraHoM
WCIIOJTHUTENIBHON BIIACTH.

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

3. Pa3paboTka ¢apmakoneifHON cTaThbi Ha peepeHTHbIN JeKapCTBEHHBIHN Mpenapar 1 BKIOYEHHE €€ B
TOCYJapCTBEHHYIO ()apMakomero B TEUEHHE CpoKa JIeHCTBHA 3allUThl HCKIIOUUTENBHOIO IPaBa,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

yIOCTOBEPEHHOI'0 MAaTEeHTOM Ha pe(epeHTHBIN JIeKapCTBEHHBIN MpenapaT, OCYLIECTBISIOTCS ¢ COTIacus ero
pa3paboTymka.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4. TocymapctBeHHass  (papmakomess H3IaeTCs  YIMOJHOMOYEHHBIM  (peiepalbHBIM  OPraHOM
WCTIOJTHUTEIBHON BIIACTH 32 CUET CPEACTB (heAepalbHOro OIOKEeTa U MOUICKUT MepeH3IaHusAM HE Pexe dyeM
OJIMH pa3 B ISATH JIET, B MEPUO MEKAYy KOTOPHIMHU H3/AlOTCS MPUWIOKEHHS K TOCYJapCTBEHHOH (apmakoree,
copepkamue obOmue (apMakomneiiHple craThi M (WIH) (apMakoNeHble CTaThH, YTBEP)KACHHBIE MOCIe
W3JIaHKS WIK TIepen3AaHus TOCYAapCTBEHHON (hapMaKoIeH.

5. VYHOonHOMO4YEHHBIH (enepanbHblii OpraH HCIOJHUTEIBHONW BJIACTH pa3MeEIlaeT JaHHBIE O
rOCyIapCTBEHHOU (hapMakoriee W MPIIOKECHUSX K HEH Ha cBOeM OQUITMAIILHOM caiite B cetu "MHTepHeT" B
YCTAHOBJICHHOM UM TOPSJIKE.

Maea 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
NEKAPCTBEHHbBIX CPEACTB

Cratba 8. JluueH3upoBaHMEe MNPOU3BOACTBA  JIEKAPCTBEHHbIX CpeaAcTB MU
c¢hapmMaLeBTUYECKOUN AEeATENBHOCTHU

1. .HI/II_IGHC%I/IpOBaHI/IC MMPONU3BOACTBA JICKAPCTBCHHBLIX CpPCACTB U Q)apMaL[eBTI/I‘ICCKOI‘/’I ACATCIIbHOCTH
OCYHICCTBJIACTCA B COOTBETCTBUU € 3aKOHOAATCIILCTBOM Poccuiickoii Gbe;[epaulzm.

2. OOs3aTeNIbHBIM YCIIOBHEM NPEAOCTABICHHS JIMLEH3UN Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB
SIBIISIETCS TIPUJIOKEHUE K 3asIBIICHUIO COMCKATEINS JIMICH3UH TIePeYHs JIEKapCTBEHHBIX (OpM U (M) BUIOB
(hapmaleBTHUECKUX CyOCTaHLIUN, KOTOPbIE IPOU3BOAUTEND JIEKAPCTBEHHBIX CPEJCTB HAMEPEH MPOU3BOIUTD.

3. B ciaydyae HE0OXOIMMOCTH pACIIMPEHHs HPOU3BOJCTBA JEKAPCTBEHHBIX CPEIACTB 3a CUET HOBBIX
JIEKapCTBEHHBIX ()OPM U BUAOB (papMaleBTHYECKUX CyOCTaHIMH MPOM3BOAMTENH JIEKAPCTBEHHBIX CPEICTB
JI0JKEH 1epeo(OpMUTD JIMIIEH3UIO Ha TPOU3BO/ICTBO JIEKAPCTBEHHBIX CPECTB.

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

Koncynprantlliroc: mpuMedaHue.
C 29.12.2020 ct. 8 monomusiercs 4. 4 (O3 o1 27.12.2019 N 481-D3).

Koncynsrantlntoc: mpumeganue.
C 29.12.2020 nanusbIii nokyMeHT gomoiHsercs cT. 8.1 (D3 ot 27.12.2019 N 481-D3).

CratbAa 9. Nl'ocygapcTBeHHbIN KOHTponb (Haa3op) B ccepe obpalleHusi nekapCTBEeHHbIX
cpeacts
(B pen. deaepanpHoro 3akoHa ot 25.06.2012 N 93-03)

1. T'ocynapcTBeHHBIH KOHTPOJIb (Haa30p) B cdepe oOpalleHus: JIEKapCTBEHHBIX CPEACTB BKIIIOYACT B
ceost:

1) JWMIEH3MOHHBIM KOHTPOJIbL B cdepe NPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB M B  cdepe
(hapmaleBTUUECKOH 1eATeIbHOCTH;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

2) denepanbHbI rocy1apcTBEHHBIN Ha130p B chepe 0OpalleHus! JIeKapCTBEHHBIX CPEJICTB;

3) BBIOOPOYHBIM KOHTPOJIb KaueCTBa JIEKApCTBEHHBIX CPECTB.
(n. 3 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

2. JluteH3WOHHBIH KOHTPOJIh B cdepe MPOU3BOJACTBA JICKAPCTBEHHBIX CPeACTB M B cdepe
(hapManeBTHUECKOM  JIEATETLHOCTH  OCYIIECTBIISETCS  yIMOJHOMOYCHHBIMH  (ellepaibHBIM  OpPTraHOM
WCITOJIHUTEJILHON BJIACTH U OpraHaMH MCTIOJHUTEIBHOM BIacTH cyObekToB Poccuiickoit denepainu coriiacHO
UX KOMIIETEHIIMU B TOpsAJKe, ycTaHOBIEHHOM DenepalbHbIM 3akoHOM OT 26 aexabps 2008 roma N 294-D3
"O 3amure mpaB IOPUAMYECKUX JIMII U HWHJIMBUAYAJIbHBIX NpPEANPUHUMATENEH TPH OCYLIECTBICHUU
rOCYy/IapCTBEHHOTO KOHTPOJs (HaA30pa) W MYHHIMIIAJBHOTO KOHTPOJNA", C Yy4eToM ocoOeHHOoCTel
OpraHM3allii U TPOBEIEHUS MPOBEPOK, yCTaHOBIEHHBIX PDenepanbHbIM 3akoHOM oT 4 mast 2011 roma N
99-®3 "O nuuEeH3UpPOBAHUM OTICIIBHBIX BUAOB JACATEILHOCTH' .

3. @enepanbHblii TroCylapCTBEHHbI Hag30p B cdepe oOOpalleHusi JIEKApCTBEHHBIX CPE/ICTB
OCYILECTBIISICTCS] YIIOJIHOMOYEHHBIMU (pe/lepaibHbIMM OpraHaMHU HCIOJIHUTENBbHOM BiacTu (fajee - OpraHbl
rOCy/JapCTBEHHOIO HAJ30pa) COIJaCHO HX KOMIIETEHLIMH B TIOpsJIKE, ycTaHOBJIEHHOM IlpaBurenscTBoM
Poccuiickoit denepanuu.

4. @enepanbHBIA TOCYIAPCTBCHHBIN HAI30p B cdepe oOpalleHus JICeKapCTBEHHBIX CPEJICTB BKIIFOYACT B
ceos:

1) opraHm3anuio W TPOBEICHHE IPOBEPOK COONIOJCHUS CYyOBEKTaMH OOpalIeHUs JIEKapCTBEHHBIX
CPE/ICTB YCTaHOBJEHHBIX HacTosAmmM (denepaabHBIM 3aKOHOM U TMPHHSATHIMH B COOTBETCTBUU C HUM WHBIMHU
HOpPMaTHUBHBIMU IIPaBOBBIMU akTamu Poccuiickoit denepanuu TpeOOBaHUHN K TOKIMHUYECKUM HCCIIeIOBAaHUAM
JEKapCTBEHHBIX CPEACTB, KIWHUYECKUM HCCICIOBAHUSAM JIEKAPCTBEHHBIX IPENapaTroB, XpPaHEHHUIO,
repeBo3ke, BBO3y B Poccuiickyro denepanuro, OTIMyCKy, peain3aliy JIEKapCTBEHHBIX CPEJCTB, IPUMEHEHUIO
JICKapCTBEHHBIX IPETapaToB, YHUYTOXKEHHUIO JICKAPCTBEHHBIX CPENICTB, YCTAHOBJICHHUIO IMPOWU3BOAMTEISIMA
JIEKapCTBEHHBIX IIPENapaToB IIEH Ha JIEKAPCTBEHHBIC Npenaparhbl, BKIIOYCHHBIE B IE€PEYCHb >KU3HEHHO
HEOOXOAMMBIX M BAKHEWUIINX JIEKAPCTBEHHBIX IIPENapaToB, a TaKKe COONIOACHUS YIMOJTHOMOYEHHBIMU
OpraHamMH HCIIOJIHUTENIbHOW BIAacTH cyObekToB Poccuiickoit denepann METOIUKHA YCTaHOBJICHUS
MPEeNIbHBIX Pa3MEpPOB ONTOBBIX HAJ0ABOK U MPECNIbHBIX Pa3MEpPOB PO3HUYHBIX HAA0aBOK K (DaKTHUECKUM
OTITYCKHBIM II€HAM, YCTAaHOBJICHHBIM IPOW3BOJIMTENISIMU JIEKAPCTBEHHBIX TpPENapaToB, Ha JIEKapPCTBEHHBIE
MpernapaTel, BKIIOYCHHBIC B MEPEYCHb KU3HEHHO HEOOXOIMMBIX W BaXHEUIIHNX JIEKAPCTBEHHBIX TPETapaToB
(manee - o0s3aTeNbHBIC TPEOOBAHMS ),

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2) opraHu3zalMio U NpPOBEIEHUE IMPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB, HAXOJSIIUXCS B
IpaXkITaHCKOM 000pOTE, YCTAaHOBIICHHBIM TPEOOBAaHUAM K UX Ka4ECTBY;

2.1) mpoBefieHHE KOHTPOJBHBIX 3aKYNOK B IIENISAX TNPOBEPKH COONOJCHHS CyOBeKTaMH OOpamieHHs
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOMIMMU PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU Mpenaparamu s
MEIUIUHCKOI0 MPUMEHEHUS, ITPABUII OTIYCKa JIEKAPCTBEHHBIX IIPENapaToB Ul MEIUILMHCKOIO NPUMEHEHUS
U (unm) 3anpera NpoJaxu (GambCUPUUUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEA0OpPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CPEICTB M KOHTPa(haKTHBIX JIEKAPCTBEHHBIX CPECTB;

(m. 2.1 BBenen denepanbHbiM 3aK0HOM OT 27.12.2018 N 511-D3)

2.2) mpoBefieHWE KOHTPOJBHBIX 3aKYMOK B IEJISIX TNPOBEPKH COONOJCHHS CyOBeKTaMH OOpamieHHs
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOIMIMMU PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU Mpenaparamu s
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BETEPHHAPHOTO NPUMEHEHHs, NMPaBWJI Ha/UIeXalleld anTeYHOW NMPAaKTUKU JIEKapPCTBEHHBIX IPENapaToB JUIs
BETEpUHAPHOIO NMPUMEHEHUs W (WIK) 3ampera MpoAaXu (anbcu(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HE00pOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJCTB U KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPE/ICTB;

(m. 2.2 BBeneH denepanbHbiM 3akoHOM 0T 02.08.2019 N 297-D3)

3) opraHu3aIMio 1 MpoBeeHne papMakoHaI30pPa;

4) mpUMEHEHHE B TOPSJIKE, YCTAHOBICHHOM 3aKOHOJaTeabCcTBOM Poccuiickoit denepanuu, Mep 1o
MIPECEUCHHIO BBISIBICHHBIX HAPYIICHHUM 00s3aTeIbHBIX TPeOOBAHUMN U (UITH) YCTPAHEHHIO MOCIIEICTBUI TaKUX
HapyIICHHA, B TOM YHCIIE TPUHATHE PEIICHUS O HAXOXKICHUH JIEKAPCTBEHHBIX CPEACTB B OOPAIIEHUH, BBIIATY
MpeAnucanuil 00 yCTpaHCHHWH BBISBICHHBIX HAPYIIEHUH OO0sS3aTeIbHBIX TPEeOOBAHMN W MPHUBICYCHHUE K
OTBETCTBEHHOCTH JIUI], COBEPIIMBIINX TaKU€ HAPYILIECHUS.

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

5. ®enepandbHBIi TOCYAApCTBEHHBIM Haa30p B cdepe oOpalieHHs JIEKapCTBEHHBIX CPEJICTB
OCYIIECTBIISIETCS B OPsAIKE, ycTaHOBIEHHOM DenepanbHbIM 3aKOHOM OT 26 nekadps 2008 roga N 294-03 "O
3alUTe TpaB IOPUAMYECKUAX JIMIl W WHAWNBUAYAIbHBIX TMpPEANpPUHUMATENCH TMPU  OCYIIECTBICHUU
rOCYJapCTBEHHOTO KOHTPOJIA (Haa30pa) M MYHHUIMNAIBHOTO KOHTPOJdsA", C Y4YETOM OCOOEHHOCTEH,
YCTaHOBJICHHBIX HAcCTOsIIEH cTartbeil. [IpenBapurenbHOE COTIACOBAaHHME C OpPraHaMH IMPOKYpPaTypbl CPOKOB
MPOBEACHUSI BHEIUIAHOBOM TIPOBEPKH CYOBEKTOB OOpamIeHWs JIEKAPCTBEHHBIX CPEICTB, a TakKke
MpeIBapUTEIIbHOE YBEJAOMJICHHE IOPUIMYECKUX JIMI, HWHAWUBUIYAJIbHBIX MpEIIPUHUMATEICH O Havaie
IPOBEJCHHS 3TOM MpoBepKu He TpeOyerca. OpraHbl MPOKypaTyphl U3BEMIAIOTCA O MPOBEACHUH BHEIIAHOBOM
MPOBEPKU CYOBEKTOB OOpaIlleHHs JICKAPCTBEHHBIX CPEJICTB MOCPEICTBOM HAMpPaBIEHUS COOTBETCTBYIOIIMX
JOKYMEHTOB B T€UCHHE TPeX padOuyMX THEH ¢ MOMEHTa OKOHYAHUS IMPOBEICHUS yKa3aHHOW BHEILIAHOBOU
MIPOBEPKHU.

(dactp 5 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

6. JlomKHOCTHBIE JHMIla OpraHa TOCYJapCTBEHHOIO HaJ30pa B MOPSJAKE, YCTAaHOBJICHHOM
3aKoHOJaTenbCcTBOM Poccuniickont denepannu, UMEIOT MPABO:

1) moiy4yarh Ha OCHOBAaHMM MOTHMBHMPOBAaHHBIX IHCBMEHHBIX 3alPOCOB OT CYOBEKTOB OOpalleHHUs
JIEKapCTBEHHBIX CPEJCTB, OPraHOB MCIOJIHUTEIBHONW BiIacTu cyObekToB Poccuiickoit denepanuu u opraHoB
MECTHOTO CaMOYIPaBJICHHUS JOKYMEHTHI U HH()OPMAIIHUIO 110 BOIIpOcaM 00paIeHus JeKapCTBEHHBIX CPE/ICTB;

2) OecHpemsTCTBEHHO IO TPEIbSBICHUU CIYKEOHOrO0 YJOCTOBEpPEHHS M KOMHMHM IpHKa3a
(pacniopsbkeHHs) OpraHa rocyAapCTBEHHOTO Ha/A30pa O HAa3HAYEHHWU IPOBEPKHU IMOCEHIATh HCIOJb3yEeMbIe
IOPUIMYECKUMU JINLIAMHU, UHIWBUIYATbHBIMU MPEANPUHUMATEISIMY, SIBISIOIIUMUCSA CyOBEKTaMU 00paleHus
JIEKapCTBEHHBIX CPEJCTB, NPU OCYIIECTBICHUM CBOEH NEATEIBHOCTH TEPPUTOPHUH, 3/1aHUS, MOMELICHMS U
COOPYKEHHUS B LIEIAX NIPOBEIECHUS MEPOIIPUSTUNA 110 KOHTPOJIIO;

3) npoBoaHUTH OTOOpP OOPA3IOB JIEKAPCTBEHHBIX CPEJCTB, NPETHA3HAYCHHBIX IS peali3alud 1
peann3yeMbIX CyObEKTaMU OOpalleHus JIEKAPCTBEHHBIX CPENICTB, ISl MPOBEPKH MX Ka4eCTBa, MPOBEICHUS
UCCIIC/IOBAaHM, WCIBITAHUA B COOTBETCTBHHM C MpaBWJIAMH OTOOpa 00pasloB, YCTAHOBJICHHBIMHU
YIIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEILHON BJIACTH;

3.1) IpOBOANUTE KOHTPOJIbHBIE 3aKYIIKH JIEKAPCTBEHHBIX MPENapaToB UIsl MEAUIIMHCKOIO IPUMEHEHUS B
LENAX TPOBEPKU COOMOJCHHUA CyOBEKTaMH OOpalIeHUsl JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIONIMMU
PO3HHYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IIpenaparamMu JUisi MEIULHUHCKOTO NMPUMEHEHHUs, MPaBWI OTIIyCKa
JIeKapCTBEHHBIX  IpenapaToB A  MEAUIMHCKOrO  TMpUMEHeHHs ¢ (WiIM) 3amnpera  IpoAaku
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(banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEJOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U
KOHTpa(aKTHBIX JEKapCTBEHHBIX CPE/ICTB;
(m. 3.1 BBenen denepanbHbiM 3aKk0HOM OT 27.12.2018 N 511-D3)

3.2) npoBOUTH KOHTPOJIbHBIE 3aKYTIKH JIEKAPCTBEHHBIX MPENapaToB AJIsi BETEPUHAPHOTO MPUMEHEHNUS B
[ENSIX TIPOBEPKH COONOJCHUS CyOBEKTaMH OOpAaIIeHUsT JICKAPCTBEHHBIX CPEACTB, OCYIIECTBISIONIMMHA
PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMH IIperaparamMy Uil BETEPUHAPHOTO NPUMEHEHHS, IPAaBUI
HaJUIe)Kalled anTeyHOld MpPaKTHKH JICKApCTBEHHBIX IMPENapaToB IS BETEPUHAPHOTO NMPUMEHEHHs W (WJIH)
3ampera MpoAaxu (GaibCUUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUECTBEHHBIX JEKAPCTBEHHBIX
CPEACTB M KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPE/ICTB;

(. 3.2 BBeneH denepanbHbiM 3akoHOM 0T 02.08.2019 N 297-D3)

4) BBIZaBaTh CyOBEKTaM OOpAIICHHS JIEKAPCTBEHHBIX CPEICTB NPEANMHCAHUS O MpeKpalleHUH
HapyIIeHUH OO0s3aTeNbHBIX TPeOOBaHWH M 00 YCTPAaHCHWH BBIABICHHBIX HApyIICHUH 00s3aTeNbHBIX
TpeOoBaHMIA;

5) HampaBiATh B YHNOJHOMOYEHHbBIE OpraHbl MaTepHalibl, CBS3aHHBIE C HAPYIICHUSAMH 00s3aTeIbHbBIX
TpeOOBaHUH, /IS PELICHHUS BOIIPOCOB O BO30YKACHUHU YTOJIOBHBIX J€JT IO PU3HAKAM MPECTYIUICHUH.

7. BLI60pO‘-IHI)II\/'I KOHTPOJIb Ka4Ye€CTBa JICKAPCTBCHHLIX CPCACTB OCYIICCTBIACTCA YIIOJHOMOYCHHBIM
(bellepaHBHBIM opraHomM HCIIOJIHUTEILHOM BIIACTH B YCTaHOBJICHHOM UM IOPAAKE U BKIIFOYACT B cebs:

1) oOpaboTky cBefcHUH, B 00s3aTEIHPHOM TOPSAJIKE IPEIOCTABIACMBIX CyOBEKTaMU OOpaIleHUs
JIEKapPCTBEHHBIX CPEJICTB, O CEPUSX, MAPTUSX JEKAPCTBEHHBIX CPEJICTB, MOCTYMAIOIINUX B TPAXAaHCKUNA 000pOT
B Poccuiickoi @enepanuu;

2) oTO0op 00pa3IoB JEKAPCTBEHHBIX CPEACTB y CYOBEKTOB 0OpalleHus IEKaPCTBEHHBIX CPEJCTB B IICIIAX
IIPOBCACHUA HCHBITAHUN HAa UX COOTBETCTBHE Tpe6OBaHI/IflM HOpMaTI/IBHOI\/JI JOKYMCHTAIIUU WJIM HOPMATUBHBIX
JIOKYMEHTOB;

3) mpuHATHE MO pe3yJbTaTaM MPOBEACHHBIX HCIBITAHUNA pEHIeHUs O JaJlbHEHIIeM TIpakJaHCKOM
000pOTE COOTBETCTBYIONLIETO JIEKAPCTBEHHOTO CPE/ICTBA;

4) mpUHATHE YIOTHOMOYEHHBIM (eZepaTbHbBIM OpPraHOM HCIIOTHUTEIHHON BIIACTH PEIICHUS O EPEBOIE
JIEKApCTBEHHOTO CPEJICTBA HA TOCEPUHHBINA BBHIOOPOYHBIM KOHTPOJb KauecTBa JEKAPCTBEHHBIX CPEACTB B
Cllydae MOBTOPHOTO BBISIBICHUS HECOOTBETCTBUS KauyecTBa JIEKAPCTBEHHOTO CPEICTBA YCTAHOBJIEHHBIM
TpeOOBaHMUAM U (MPU HEOOXOIUMOCTH) O TIPOBEPKE CYOBEKTa OOpAIICHUS JICKAPCTBEHHBIX CPe/ICTB. Pacxosl,
CBS3aHHBIE C NPOBEJACHHEM IOCEPUIHOrO BBIOOPOYHOIO KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEICTB,
OIJIAYMBAIOTCS  MPOM3BOAMTENIEM JIEKAPCTBEHHOTO CpEeACTBa JHOO JAepKaTreleM WM  BIaJeTbIEM
PETUCTPALMOHHOIO YAOCTOBEPEHNUS JIEKApCTBEHHOTO Mpernapara.

(uactp 7 BBeneHa denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

Mnasa 5. PASPABOTKA, JOKITMHWYECKUE UCCIIEAQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCJIEAOBAHUA
NNEKAPCTBEHHbIX NMPEMAPATOB A5 BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3zpaboTka ekapCTBEHHBIX CPEJICTB BKJIIOYAET B C€OS TMOMCK HOBBIX (hapMaKOJOTUYECKH aKTHBHBIX

Ha;eHas NpaBoBas noaAepKKa www.consultant.ru CrpaHuua 19 u3 129


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

BCIICCTB, MOCICAYIOMICC N3YUCHUC UX JICKAPCTBCHHBIX CBOP’ICTB, JOKIIMHHUYCCKUEC MCCIICA0OBAaHMA, pa3pa60TKy
TEXHOJIOT Uit IMPpONU3BOACTBA (I)apMaLleBTI/I‘-IeCKI/IX Cy6CT3HI.IPII>i, pa3pa60TKy COCTaBOB H TEXHOJOTHM
IMPOU3BOACTBA JICKAPCTBCHHBIX IIPCIIAPaTOB.

2. dunaHCcoBOE 0OecTeueHnEe Pa3padOTKH JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISETCS 32 CUET:
1) cpencTB deaepanbHOro OrOIKETa;
2) cpeAcTB pa3pabOTUNKOB JICKAPCTBEHHBIX CPE/ICTB;

3) CpeIcCTB MPOU3BOAMTENCH JICKAPCTBEHHBIX CPEICTB IPHU BBHIMOJHEHUH HAyYHO-HUCCIIEI0BATEIBCKUX
paboT MO JOrOBOPY MEXIY pa3pabOTYMKOM JICKAPCTBEHHBIX CPEJICTB U MPOU3BOIAMTENIEM JICKAPCTBEHHBIX
CPEJCTB;

4) UHBIX HE 3aIPEIICHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit denepanum HCTOYHUKOB.
3. [IpaBa pa3zpaboTunKa JEKapCTBEHHOI'O CPEJICTBA OXPAHAIOTCS IPAKIAHCKUM 3aKOHOIATEIbCTBOM.

Cratbsa 11. [JoknuHu4yeckoe wuccnegoBaHue JIeKapCTBeHHOro cpeacrtBa AnA
MeaANLUUHCKOro npuMmeHeHusA

1. I[OKJ'H/IHI/I‘IGCKOG HUCCIICAOBAHUC JICKAPCTBCHHOI'0O CpeaACTBa MII MCAUIHUHCKOIO0 IIPUMCHCHUA
IPOBOAUTCA IMIMYTEM HNPHUMCHCHHA HAYUYHBIX METOJOB OICHOK B MHECIAX IOJYUCHHUSA J0OKa3aTCJIbCTB
6630HaCHOCTI/I, KadycCTBa U B(b(bCKTI/IBHOCTI/I JICKapCTBCHHOTI'O CPCCTBA.

2. JlokIMHMYECKOE HCCIEeIOBAaHNUE JIEKApCTBEHHOTO CPEICTBA JUISI MEIUIMHCKOIO IMPUMEHEHHS
MPOBOJIUTCS B COOTBETCTBMM C TPaBWIAMU HajaJexalled 1a00opaTOpHON NpPaKTUKH, YTBEP>KICHHBIMU
YIIOJIHOMOYEHHBIM (he/IepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

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

3. Jlnst opraHM3any W TPOBEACHHS JTOKIMHUYECKOTO HCCIICTOBAHUS JIEKAPCTBEHHOTO CPEICTBA IS
MEIUIMHCKOTO  TNPUMEHEHUS  pa3pabOTYMKM  JIEKAPCTBEHHBIX  CPEACTB  MOTYT  IIPHBIEKAaTh
Hay4YHO-HMCCIIEZOBATEIbCKAE OpraHW3aly, o0pa30oBaTelbHBIE OPraHM3allMM  BBHICIIETO 00pa30BaHMA,
UMEIoIIMe HEOOXOIMMYI0 MaTepUaTbHO-TEXHUYECKYI0 0azy M KBaIM(UUUPOBAHHBIX CIELUAINCTOB B
COOTBETCTBYIOILIEH 00JIACTH UCCIIEIOBAHUSL.

(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-03)

4. HOKJ’IHHH‘I@CKOG HCCIICOOBAHUEC JICKAPCTBCHHOI'0 CpEaACTBa I MCAUIOHUHCKOI0 IIPUMCHCHUA
IIPOBOJUTCA IIO YTBCPKIACHHOMY paBpa60T‘lI/IKOM JICKAPCTBECHHOT'O CpEACTBa IIaHYy C BCACHUCM IIPOTOKOJIA
9TOr0 UCCJICAOBAHUA U COCTABJIICHUCM OTYECT4, B KOTOPOM COACPIKATCA PE3YJIbTATBI 3TOTO HCCICAOBAHUA U
3aKIIIOYCHHUEC O BO3MOXHOCTH IMPOBCACHUA KIIMHUYCCKOI'O HCCICAOBAHUWA JICKAPCTBCHHOI'O IIpCriapara IJId
MCIUIIUHCKOI'O IPUMCHCHUS.

5. IlpoBeneHne MpOBEPOK COOJIOACHUS MPaBHJ Ha/Jekamield JabopaTOpPHON NPAaKTUKHA W TPABOBBIX
HOPM HCITIOJIb30BAHUS JKUBOTHBIX MPHU MPOBEIECHUHU JAOKIMHUYECKUX HCCIIEIOBAaHUH JIEKAPCTBEHHBIX CPEJCTB
JUIs  MEIUMUMHCKOIO  IPUMEHEHHUS  OCYLIECTBISETCS  YINOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHOM
UCTIOJIHUTENILHON BJIACTH.

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

6. Pe3yanaTH AOKJIMHHUYECKOI'0 HCCJICAOBAHUA JICKAPCTBCHHOI'O CpeACTBa i MCIUIHUHCKOI'O
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IIPUMCHCHUS MOTYT OBITh MMpEaACTaBJICHBI B ynOHHOMO‘lGHHLIfI q)eﬂepaHLHHﬁ OopraH HUCIOJIHUTEILHON BIACTU
B YCTAaHOBJICHHOM TIOPAIKE B LCIAX FOC}’II&pCTBGHHOﬁ perucTtpanuu JICKapCTBCHHOI'O IIpCriapara.

Cratba 12. [loknuHu4yeckoe uccrieqoBaHue NeKapCcTBEHHOro cpeaAcTBa U KIMHUYecKoe
uccrnegoBaHue fieKapCcTBEHHOro npenapara AnsA BeTepMHapHOro NnpuMeHeHus

1. I[OKJII/IHI/ILIGCKOC HCCIICAOBAHUEC JICKAPCTBCHHOI'0 CpPEACTBAa JUII BETCPUHAPHOIO IIPUMCHCHUS
OpoBOAUTCA MYTEM HNPUMCHCHHA HAYYHBIX MCTOJOB OICHOK B MCIAX TMOJYUYCHHUSA [JOKa3aTCIILCTB
6630HaCHOCTI/I, KadyeCTBa U Bq)(beKTI/IBHOCTI/I JICKApCTBCHHOI'O CpCACTBA, B TOM YHCJIC OIIPCACIICHUA CpOKa €Iro
BBIBCACHUA H3 OpraHu3Ma >XWUBOTHOro, B MLEIAX oOecnedyeHnss 0e30IIaCHOCTH npoaAyKuMu KUBOTHOI'O
MPOUCXOKACHUA MTOCJIC TPUMECHCHUSA COOTBCTCTBYIOLICTO JICKAPCTBECHHOI'O ITpeIIapara.

2. JIOKJIMHHYECKOE HCCIECNOBAHUE JIEKAPCTBEHHOIO CpPEACTBA M KIMHUYECKOE HCCIICIOBAaHUE
JIEKapCTBEHHOTO IMperapara [uis BETEpUHAPHOIO IPUMEHEHUs, UCCle0oBaHe OHO3KBUBAJICHTHOCTH
YKa3aHHOI'O JIEKapCTBEHHOI'O IIperapara IpOBOAATCS B COOTBETCTBUM C IIPAaBWIAMH, YTBEPXKICHHBIMU
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

3. JIOKIMHUYECKOE HCCIIEJOBAaHUE JICKAPCTBEHHOIO CPEACTBA M KIMHMYECKOE HCCIEI0BaHHE
JIEKapCTBEHHOI'O IIpernapaTta Ui BETEPUHAPHOTO IPUMEHEHUs TIPOBOAATCS 1O  YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEJICTBA IUIAaHy C BEAEHUEM IPOTOKOJIOB OSTHX HCCIEAOBAaHUA U
COCTABJICHUEM OTUYETOB, B KOTOPBIX COAECPIKATCA PE3YIbTaThl 3TUX UCCIIEIOBAHUN.

4. Jlnsg opraHuM3allMd M TPOBENEHUS JOKIMHUYECKOIO HCCIEIOBAHUS JIEKAPCTBEHHOIO CPEACTBA U
KIMHMYECKOTO HMCCIIeIOBAaHMS JIGKAPCTBEHHOTO Mpernaparta Uil BETepUHAPHOTO NMPUMEHEHHUs pa3paboTyuK
JEKapCTBEHHOT'O CpeICTBA  MOXET  IpHUBJIEKATh OpraHu3alui, UMEIoUIe  HEoOXOAUMYIO
MaTepHUaTbHO-TEXHUYECKYI0 0a3y W KBaIU(DUIMPOBAHHBIX CHEIMAIUCTOB B COOTBETCTBYIOIIEH oOmactu
UCCIIEI0BaHMUS.

5. Knuangeckue HUCCIICAOBaHUA JICKAPCTBCHHBIX IPCIApaTOB JII BETCPUHAPHOTO MIPHUMCHCHUA
OpoOBOAATCA B BCTCPHUHAPHBIX OpraHU3alUAaAX W B OpraHu3anugx, OCYUICCTBIIAOINNUX Pa3BCACHUC,
BbIpalllUBaHUC U COACPIKAHUC )KUBOTHBIX, B LICIIAX!

1) ycTaHOBIIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IPENapaToB 3I0POBbIMU KUBOTHBIMU;

2) monbopa ONTHUMANIbHBIX JO3MPOBOK JIEKAPCTBEHHBIX IMpPENapaToB U Kypca JIEYeHHs] Ha KOHKPETHOM
IpyMIie )KUBOTHBIX C OIPEEICHHBIM 3a00J1€BaHUEM;

3) yctanoBneHHs 6€30MacHOCTH U YPPEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara, mpeIHa3HauYeHHOTO JIIs
JICUCHUsl OMPEIEICHHBIX 3a00JIeBaHMI >KUBOTHBIX, WINM 3(()EKTHBHOCTH JEKApCTBEHHOTO IpemapaTa s
npodunakTuku 3a00JIeBaHNN 3JOPOBBIX JKUBOTHBIX;

4) wu3ydyeHHs BO3MOXXHOCTEH pacHIMpeHHUsl T[OKa3aHUM K TNPUMEHEHHIO 3aperUCTPHUPOBAHHOIO
JIEKapCTBEHHOT'O Tpernapara 1 BbISIBICHUS pPaHEe HEU3BECTHBIX MOOOYHBIX JEHCTBHIMA.

6. Kimnnueckoe HCCICAOBAHUE JICKAPCTBCHHOI'O IIpfriapara JIA BCTCPHHAPHOI'0 IIPHMCEHCHUA
OCYHICCTBJIACTCS 3a CHET CPEACTB p33pa60T‘lI/IKa JICKAPCTBCHHOI'O CPCACTBA.

7. OT4eTnl O pe3yjibTaTax AOKIIMHUYCCKOI'0 MCCICAOBAHUSA JICKAPCTBCHHOI'O CPCACTBA U KIIMHUYCCKOI'O
HUCCIICA0OBaHUA JICKAPCTBCHHOI'O IIpCIiapaTa IJid BETCPHUHAPHOI'O IMPUMCHCHUA COCTABJISANOTCA pa3p2160T‘-II/IKOM
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JICKAPCTBCHHOTO CPEACTBA C YUCTOM 3aKJIIOYCHU U OpFaHHSaHI/Iﬁ, INPUHHUMABIIUX YYACTUC B OpraHU3allud U
NPOBCACHUHN ITUX HCCIIeIOBaHUM.

8. KoHTpomb 3a mpoBeeHUEM JOKIMHUYECKUX UCCIIEOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX
HCCIENOBAaHUN  JIEKAPCTBEHHBIX IPENapaToB Ul  BETEPUHAPHOTO  IPUMEHEHHsI  OCYILIECTBISETCA
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTEIbHON BIIACTH.

Maga 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHOWU PETMCTPALIUU
NEKAPCTBEHHbIX NMPEMAPATOB

CraTtba 13. NlocyaapcTBeHHasi permcrtpauuvs nekapcTBeHHbIX npenapaTtos
(B pen. @eaepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

Koncynwsrantllntoc: mpuMedanue.

JlomyckaeTcsi MPUMEHEHHE B MEIMIIMHCKUX LEIAX HE 3aperuCTPpUpPOBaHHBIX B P® jekapcTBEHHBIX
MpernaparoB, COACPKAIMMX HAPKOTHUUYECKHUE CPEACTBA MJIM TMCUXOTPOIHbIC BEIIECTBA, BBE3CHHBIX B PD B
COOTBETCTBUH C 4. 3.1 cT. 47 manHoro qokymMmeHTa (1. 8 cr. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoiit denepanuu JOMyCKalOTCA MPOU3BOACTBO, U3TOTOBIICHHE, XPAaHEHHUE, TIEPEBO3KA, BBO3 B
Poccuiickyto ®enepanuto, BbiBo3 u3 Poccuiickoit denepanuu, pekiama, OTHYCK, pealu3alus, Nepenaya,
IIPUMEHEHHE, YHUUTOXKECHHUE JIEKAPCTBEHHBIX MPENaparoB, €CIM OHM 3apErMCTPUPOBAHBbl COOTBETCTBYIOIUM
YHOOJHOMOYCHHBIM q)ellepaJIBHBIM OpraHomMm HUCIOJIHUTEIBHOMN BIIACTH.

(uacte 1 B pen. @enepanbroro 3akoHa oT 13.07.2015 N 241-D3)

2. T'ocyrapCTBEHHOM perucTpanuu moiexar:

1) Bce nekapCTBEHHBbIE Npemaparhl, BIEPBBIC IMOJICKANIME BBOAY B oOpameHue B Poccuiickoii
®enepannu;

2) J5eKkapCTBEHHbIE IpemnapaTbl, 3aperuCTpPUPOBAaHHbIE paHee, HO IPOU3BEJACHHbIE B JAPYTUX
JIEKapCTBEHHBIX (OPMAaX B COOTBETCTBUU C ITIEpEUYHEM HAUMEHOBAHHMH JIEKAPCTBEHHBIX (OpPM, B HOBOMU
JI03UPOBKE IMPH JOKA3aTENbCTBE €€ KIMHUYECKON 3HAaUNMOCTH 1 3 (EKTUBHOCTH;

3) HOBBIE KOMOMHALIMYU 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHbIX MTPENapaToB.

3. T'ocynmapcTBeHHass perucTpanusi JIEKapCTBEHHBIX IPENapaToB OCYILECTBIIAETCS IO pe3yJsibTaTaM
9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEICTB, a TIOCYJapCTBEHHAs perucrpauus Op(aHHBIX JEKapCTBEHHBIX
IIPENapaToB OCYLIECTBIIAECTCS IO Pe3yJbTaTaM dKCIIEPTU3bl JOKYMEHTOB, IIPEICTABICHHBIX Ul ONPECIICHUS
BO3MOXXHOCTH  paccMaTpuBaTh JIEKAPCTBEHHBIM I@pemnapar Uisli MEIULUHCKOrO IPUMEHEHMSI IpU
OCYIIECTBIICHUH TOCYJapCTBEHHON pEerucTpaly B KadyecTBe Op(aHHOIO JIEKAPCTBEHHOTO Mpemnapara, U 1o
pe3ysbTaTaM 3KCIEePTU3bI JIEKAPCTBEHHBIX CPECTB.

4. TocynapcTBeHHasi perucTpanus JeKapCTBEHHOTO IpernapaTa OCYLIECTBIISETCS COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OpPraHOM HCIIOJIHUTEIBHOW BJIACTH B CPOK, HE MPEBBINIAIONIMIA CTa
HIeCTUAECATH paboyux JHEH €O [JHS MPUHATUS COOTBETCTBYIOIIETO 3asBICHUS O TOCYAapCTBEHHOU
perucTpanyy JIeKapcTBEHHOTrO Ipenapara. B ykazaHHBIH CpPOK BKIIOYAeTCs BpeMs, HEoOXoaumoe JUis
MIOBTOPHOTO TPOBEJICHHS KCIIEPTHU3HI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHU CO CTaThel 25 HACTOSIIETO
®enepanbHOoro 3akoHa. Cpok rocyJapCTBEHHOM perucTpanyy JEKapCTBEHHOIO IperapaTa HCUUCISIETCS CO
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THS TPUHATHUS COOTBETCTBYIOUIMM YIIOJTHOMOUYEHHBIM (peilepalibHbIM OpPraHOM HUCHOTHUTENBHON BIAacTH
COOTBETCTBYIOIIETO 3asBJICHUS O TOCYJApCTBEHHON pEruCTpallMM JIEKAPCTBEHHOIO Ipemapara ¢
MPUJIOKCHUEM HEOOXOMUMBIX JOKYMEHTOB [0 JCHb BBIJAYM PETUCTPAIMOHHOTO  YAOCTOBEPEHUS
JICKapCTBEHHOTO TIpermapaTta. Bpewms, HeoOXoauMoe i HaIlpaBJICHUS YIOJHOMOYECHHBIM (eaepaabHbIM
OpraHOM HCIIOJTHUTEIILHOW BJIACTH 3alpoca O MPEACTABICHUH HEOOXOJIMMBIX MAaTEpPUATIOB W MPEJCTaBICHUS
3asBUTEJIEM OTBETA Ha JJAHHBIM 3alpOC B COOTBETCTBUU CO cTaThbsiMu 16, 19 u 23 Hacrosmero denepanbHOro
3aKOHA, HE YYUTHIBAETCS MPU UCUUCICHUH CPOKA FOCYAapCTBEHHOM PErUCTPAlUY JIEKapCTBEHHOTO Mpemnapara.

5. 'ocyiapcTBEHHOH perucTpanuu He MOIJIeKar:

1) JnekapcTBeHHbIE TIpenaparbl, HW3TOTOBJICHHBIE AaNTEYHBIMU OpraHU3alUsAMH, BETEPUHAPHBIMU
anNTeYHbIMH OpTraHMU3ALMSIMM, WHIUBUIYaJbHBIMU TPEANPUHUMATENSIMU, KOTOpPbIE HMEIOT JIMIIEH3HIO Ha
(hapMalleBTUUECKYIO JIeATeNbHOCTh, IO pELEeNTaM Ha JIeKapCTBEHHbIE IpenapaTthl H TpeOOBaHUIM
MEIUIUHCKUX OpraHu3ali, BETEpUHAPHBIX OpraHU3aIHii;

2) nexkapCTBEHHbIE Ipenaparthbl, MpUOOpeTeHHble (U3NYECKUMHU JHMLAMHU 3a mpeaenamu Poccuiickoit
®denepalnyy U MpeIHa3HAYEHHBIE AJIS1 JJMYHOTO UCIIOJIb30BAHMS;

3) nexkapcTBEHHbIE MpernapaThl, BBo3UMble B Poccuiickyro ®denepanuio sl OKazaHUS MEIULIMHCKOU
MOMOIIY M0 W3HEHHBIM I[IOKa3aHUSIM KOHKPETHOrO MNalHWEeHTa Ha OCHOBAaHHWM Pa3PEIICHUs, BBIIAHHOTO
YIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM HCIIOJTHUTEIILHON BIIACTH;

4) nexapcTBEHHBIE CpelCcTBa, BBO3uUMble B Poccuiickyro @Penepanuio Ha OCHOBAHHUU BBIAAHHOTO
YIOJIHOMOYEHHBIM (pe/iepajbHbIM OPraHOM HCIIOJIHUTENBHON BJIACTH pa3pellieHHs] U MpeaHa3HaueHHbIe IS
MIPOBEJICHUS] KIMHUYECKUX HCCIIEJOBAHUN JIEKAPCTBEHHBIX IpPENapaToB W (WMJIM) MPOBEIEHUS DKCIEPTU3BI
JIEKaPCTBEHHBIX CPEJCTB JJIs OCYIIECTBIIEHUS TOCYIaPCTBEHHON pPEerucTpaliy JIEKapCTBEHHBIX IIPENapaToB;

5) dbapmarneBTHUECKHE CYOCTaHIINH;

6) pamuodapManeBTHUECKUE JIEKAPCTBEHHBIC IIpemaparhl, H3TOTOBJIECHHBIE HEMOCPEACTBEHHO B
MEAMIIMHCKUX OpraHu3alMsIX B TMOpPSAKE, YCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (efepanibHbIM OpPraHoM
UCTIOTHUTENbHO BIIACTH;

7) nekapCTBEHHBIE MPemapaThl, IPOU3BOAUMBIE TSl IKCTIOPTA.
6. He nonyckaercs rocy1apcTBeHHasi perucTparysi:

1) nexapcTBEHHBIX NPENapaToB, OTIIMYAIOLUIUXCA IPYT OT APyra KaueCTBEHHBIM COCTABOM JE€HCTBYIOIINX
BEILIECTB, 10 OJUHAKOBBIM TOPTOBBIM HAUMEHOBAHUEM,;

2) omHOTO JIEKapCTBEHHOTO Npemnapara, HpPEACTaBICHHOTO Ha TOCYJapCTBEHHYIO PETHCTPALMIO B
OTHOIIEHHMH OJHOTO M TOTO JK€ JepXKaTels WM BIAAeiblla PETHCTPAMOHHOTO YJOCTOBEPEHHS
JIEKapCTBEHHOTO Mperapara B BUJIE JIByX U 0oJiee JeKapCTBEHHBIX NMPENapaToB MO/ pa3IMuyHbIMU TOPTOBBIMU
HanMMCHOBaHUAMU.

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

7. Tlo 3ampocy (B 2JIeKTpOHHOW (QopMe Wi Ha OyMaXHOM HOCUTEJE) CyObeKTa OOpaleHus
JICKApCTBEHHBIX CPEJICTB COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (hefiepalibHbIM OPTraHOM HCIIOJIHUTEILHOU
BJIACTH, OCYIIECTBIISIONINM TOCYJAPCTBEHHYIO PETUCTPAIMIO JICKAPCTBEHHBIX MPENapaToB, B yCTAHOBICHHOM
UM TIOpPSIIKE OCYIIECTBISETCS HAYYHOE KOHCYJIBTHPOBAHHE IO BOIPOCaM, CBS3aHHBIM C IMPOBEJACHUEM
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JTOKJIIMHUYECKUX HCCIICJIOBAHUN, KIMHUYECKUX HCCICOBAHUI JIEKAPCTBEHHBIX MPENapaToB, AKCIEPTU3HI
KauecTBa JEKApPCTBEHHBIX CPeACTB, 3(pPeKkTUBHOCTU U 0E30MaCHOCTH, C OCYIIECTBICHHEM TOCYAapCTBEHHON
perucTpaiu  JICKAPpCTBCHHBLIX  IIPCIIApaToOB. KOHCy.TILTHpOBaHI/Ie OCYHCCTBIAACTCA C  IMPUBJIICUCHUCM
(enepaTbHBIX TOCYJApCTBEHHBIX OO/DKETHBIX YUPEXKICHUH, TOIBEIOMCTBEHHBIX JaHHOMY (enepanbHOMY
oprany HACIIOTHUTENbHON BIAcTH W HE YHaCTBYIOIIMX B OpraHu3alyvi IPOBCACHUSA SKCIICPTU3BI KAa4YCCTBaA
JICKapCTBEHHBIX CPEACTB B LIESAX OCYIIECTBICHHS] MX TOCYJapCTBEHHOM pPErucTpaluud B COOTBETCTBUU CO
ctatbeil 16 Hacrosimero denepanpbHOro 3akoHa, B BUAE OTBETAa B MUCHMEHHOHN (opMe YIMOTHOMOUYEHHOTO
(deneparpbHOrO OpraHa HCIOJHUTENBHOW BJIACTM Ha 3ampoc. PasMep B3uMaeMoO#l ¢ 3asBUTENs IUIAaThI
OTpeseIsIeTCS B COOTBETCTBUH C 3aKOHOAATeNbcTBOM Poccuiickoit ®Denepanmu 00 opraHU3anuu
MIPEIOCTABJIEHUS] TOCYJAPCTBEHHBIX U MYHHLMMAJIbHBIX yciyr. MHpopmanus 06 ocyllecTBIEHUN HAay4HOTO
KOHCYJIbTHUPOBAHHA, B TOM 4YHCIJIC CTaTbH, 0630131)1, CIIPpaBOYHBIC MATCpHAJIBI WU HWHaA I/IH(l)OpMaHI/Iﬂ 00
OCYIIECTBJICHUM HAYYHOTO KOHCYJbTHUPOBAHUS, pa3MellacTcss Ha OQUIMAIBHOM CaiiTe YIMOJIHOMOYEHHOTO
(denepanbHOrO OpraHa HWCIONHUTENBbHON BracTh B ceTd "MHTepHeT" ¢ coONMoeHneM OrpaHHuYeHUH,
YCTaHOBJICHHBIX 3aKOHOJIATEIIbCTBOM O TMEPCOHANBHBIX TAHHBIX, KOMMEpPUYECKOW U (WJIHM) TOCyAapCTBEHHOU
TaliHe.

8. T'ocymapcTBeHHast perucTpanusi JEKapCTBEHHBIX IMpenapaToB, KOTOPbIE NPEIHAa3HAYCHBI MJIs
MPUMEHEHUSI B YCJIOBHUSX BOCHHBIX JICWCTBHM, YPE3BBIUAWHBIX CHUTyalui, NPOQHIAKTUKA € JICUCHUS
3a00JIeBaHUN U TOPaKEHUH, MOJNYYEHHBIX B pE3yJbTaTe BO3ACHCTBUS HEOIATONPUATHBIX XUMHUYECKHX,
OMOJIOTMYECKHUX, paAMAlMOHHBIX (AKTOPOB, W pa3paboTaHbl MO 3aJaHuio0 (eaepaibHbIX OPraHoB
WCTIOJIHUTENILHON BJIACTH, YIOJHOMOYEHHBIX B 00JIaCTH OOOpPOHBI CTpaHbI M OE30MACHOCTH TOCYIapCTBa,
OCYILIECTBIISIETCS B MOPSAAKE, ycTaHOBJIEHHOM [IpaBuTenscTBoM Poccuiickont denepauuu.

Cratbs 14. NMpUHUMNDbI 3KCNEepTU3bl NeKapCTBEHHbIX CpeacTB
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcnepTr3a JeKapCTBEHHBIX CPEACTB OCHOBBIBACTCS HA MPUHIUIIAX 3aKOHHOCTH, COOJIIOJICHUS MIPaB U
CBOOOJ YellOBeKa M TpaKAaHWHA, NPaB IOPUIMYECKOTO JIMIA, HE3aBUCHUMOCTH JKCHEpTa, OOBbEKTHBHOCTH,
BCECTOPOHHOCTH M TIOJHOTBI MCCIIEIOBAHUMN, NPOBOAMMBIX C MCIOJIb30BAHUEM COBPEMEHHBIX JTOCTHKEHUN
HayKd M TEXHUKH, OTBETCTBEHHOCTHU (enepaaIbHOrO0 TOCYAAPCTBEHHOTO OOKETHOTO YUYPEKICHHS 110
IIPOBEICHUIO DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U KCIIEPTOB 3a IIPOBEACHUE U KaUECTBO DKCIIEPTU3BL.

2. 9KCH6pTH3a JICKApCTBCHHBIX MPCIAapaTOB I MEAUIHUHCKOTI'O IPUMCHCHHU A BKIOYACT B cebs:

1) oskcmepTH3y MAOKYMEHTOB, MpPEICTABICHHBIX JMJIS OIpEJeNeHHs] BO3MOXKHOCTH pPaccMaTpHUBaTh
JIEKapCTBEHHBIN Ipenapar i MEIULUHCKOIO IPUMEHEHUS IpPU OCYIIECTBICHUM TIOCYJapCTBEHHOMN
perucrpanuy B KauecTBe op(aHHOr0 JIEKapCTBEHHOI'O IIPEnapara;

2) sKCHepTHU3y NpPeIOKEHHBIX METOJOB KOHTPOJIS KayecTBa JIEKAPCTBEHHOT'O CPEICTBA M KauyecTBa
IpEeACTaBICHHBIX 00Pa310B JIEKAPCTBEHHOIO CPE/ICTBA C UCIIOJIb30BAHUEM 3TUX METOJIOB (Aajiee - SKCIepTU3a
Ka4yecTBa JIEKAPCTBEHHOI'O CPEJICTBA);

3) 3KCIepTU3y OTHOIICHUS OXKHIAEMOMW TOJB3bl K BO3MOXXHOMY PHCKY NMPUMCHEHUS JIEKAPCTBEHHOTO
npenapara;

4) DSKCHEpTHU3y PErHCTPAIlMOHHOTO JO0Che Ha JICKAPCTBCHHBIH IMpemapaT B MEISIX ONpeaeieHUsS
B3aMMO3aMEHIIEMOCTH JICKAPCTBEHHBIX MPEMApaTOB JIJI MEIUIIMHCKOTO TPHMCHEHUS.
(. 4 BBenen denepaibHbIM 3aK0OHOM OT 27.12.2019 N 475-D3)

www.consultant.ru Crpanuua 24 n3 129
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

3. DkcmepTH3a JIEKapCTBEHHBIX MpPENapaToB s BETEPUHAPHOTO TNPUMEHEHHUS BKIIOYaeT B cels
9KCIIEPTU3Y KadyecTBa JIEKAPCTBEHHOI'O CPEACTBA M OKCIEPTH3y OTHOIIEHUS OXKHMJIAEMOW TMONb3Bl K
BO3MO>KHOMY PUCKY IPUMEHEHMSI JIEKAPCTBEHHOI'O IIperapara.

Cratbsa 15. CDeAepaanoe rocyoapcrtBeHHoOe 6roaXeTHoe yypexaeHune no npoeeneHuo
JKCnepTu3bl NNeKapCcTBeHHbIX CcpeacTB

DKcnepTu3a JIEKapCTBEHHBIX CPEJICTB MPOBOAMUTCS (pelepajbHbBIM TOCYlIapCTBEHHBIM OOJKETHBIM
YUPEKACHUEM COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heepabHOrO OpraHa HCIOJHHUTEIBHON BIIACTH,
CO3JIaHHBIM Il OOECTICYeHHs WCIIONHEHHs IIOJIHOMOYMH JTOTOo (efepabHOrO OpraHa 10  BBIade
paspelieHnii Ha MpOBEIEHUE KIMHUYECKUX HCCIEOBAaHUM JI€KapCTBEHHBIX NpernapatoB U (WiIH) IO
roCy/IapCTBEHHOU PETUCTPALIMU JIEKAPCTBEHHBIX MPENaparoB (J1ajee - IKCIEPTHOE YUPExKIACHUE).

Cratbsa 16. OpraH1sauus npoBeAeHUs IKCNepTU3bl JIeKapCTBEHHbIX CPEACTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DxcnepTu3a NEKapCTBEHHBIX CPEACTB MPOBOAUTCS KOMUCCUEN 3KCIEPTOB SKCHEPTHOIO YUPEKIACHMUS,
Ha3HAYCHHOM €ro pyKOBOJIWTENIEM, Ha OCHOBAHMM 3a/JaHUs Ha INPOBEACHUE DKCIEPTU3BI JICKAPCTBEHHOI'O
CpeACTBa, BBIJAHHOIO YHOJIHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIOJIHHUTENBbHOM BiacTu. PykoBomutenb
HKCHEPTHOTO YUPEKICHUs 00eCleunBaeT HaAJIeKallee MPOBEICHUE SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB B
COOTBETCTBHUH C 33JaHUEM, BbIIAaHHBIM YIIOJHOMOYEHHBIM (peJiepanbHbIM OPraHOM HCIOJIHUTEIBHOM BIIACTH,
Y OpraHu3yeT MOATOTOBKY CBOJHOI'O 3aKJIFOYEHMS 3TOM KOMHMCCHM. B COCTaB 3TOM KOMMCCHM IO PELICHUIO
PYKOBOJUTENS OSKCHEPTHOTO YUPEXKJIEHUS MOTYT OBbITh BKJIIOUEHBI B KadyecTBE OJKCIEPTOB JIMIA, HE
paboTarolie B JJaHHOM 3KCIEPTHOM YUPEXICHHM, €CIM HMX CIeLUUalbHble 3HAHUA HEOOXOIMMBI IS
IIPOBEICHMS SKCIIEPTU3BI U TAKUE IKCIIEPTHI OTCYTCTBYIOT B JAHHOM DKCIIEPTHOM YUPEKICHUU.

2. DKCHepToM MO TMPOBEICHUIO SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB SBISETCA AaTTECTOBAHHBIM
pabOTHHK SKCIEPTHOTO YYPEKICHHSA, KOTOPBIH HMMEET BhICIIEe MEIUIIMHCKOe, (papmaneBTHUecKoe,
OMOJIOTHYECKOe, BETEPHHAPHOE WM XHMHUYECKoe 0O0pa3oBaHWE M TPOBOIHUT SKCIEPTHU3Y JIEKAPCTBEHHBIX
CPEJICTB B MOPSAKE UCIIOTHEHUS CBOMX JOJIKHOCTHBIX 00SI3aHHOCTEM (aree - SKCIepT).

3. HpI/I IMPOBEACHNH SKCIIEPTU3BI JICKAPCTBCHHBIX CPEACTB SKCIIEPT HE MOKET HAXOAUTHCA B KaKoii-mu0o
3aBUCHUMOCTH OT JIMIa, HA3HAYHUBIUICTO 3TY 3KCIIEPTU3Y, pa3pa60TqI/n<a JICKAPCTBCHHOT'O CPEACTBA WK APYTUX
3aNMHTCPCCOBAHHBIX B PC3YyJIbTATaX 3KCIICPTUSBI JIUII.

4. Ilpu mpOBEACHUU SKCIEPTU3bI JEKAPCTBEHHBIX CPEJICTB HE JOIMYCKAETCs MCTPEOOBATH y 3asBUTEIS
au00 WHBIX JIMII MaTephaibl, HEOOXOIMMBIE ISl MPOBEACHHUS AIKCHEpPTH3Bl. B ciydae HEIOCTATOYHOCTH
MPECTaBICHHBIX YKCIIEPTY MaTEPHAJIOB IS Ja4YH 3aKIIOUSHHS SKCIIEPT CTABUT BOIIPOC O MPEACTABICHUN My
HEOOXOANMBIX MaTEepPHAIOB IIE€pe] PYKOBOJHUTEIEM SKCIEPTHOTO YUYPEXKICHHs, KOTOPBI oOpamiaercs ¢
COOTBETCTBYIOIIMM 3alIPOCOM B YIIOJIHOMOYECHHBIN (peliepalbHbIi OpraH UCTIOIHUTEIBHON BIIACTH, BBIABIIHIA
3aJaHMe Ha TPOBEJICHHE SKCIEPTU3bl JIEKAPCTBEHHOTO CPEICTBA. YKa3aHHBIM QenepajabHbIil Oprax
WCTIOJHUTEJIHOM BJIACTH B TEYEHHUE ISATH pabodux JHEH CO JHS MOCTYIUICHHS 3ampoca pPYKOBOAWUTEIsS
9KCHEPTHOTO YUYPEXKIEHHs] HANpaBisieT 3asBUTENIO 3allpoCc O TPEACTABICHUH HEOOXOAMMBIX MaTepHajoB.
JlaHHBIIA 3aTIPOC MOKET OBIThH MEpeaH yIIOJIHOMOYEHHOMY MPEICTABUTENIO 3assBUTEINS JIMYHO IO/ PACITUCKY,
HAaIpaBJICH I10 MOYTE 3aKa3HBIM MMCHMOM HJIM Nepe/iaH B 3JIEKTPOHHOI (hopMe MO TeIeKOMMYHUKAIIHOHHBIM
KaHajaM CBs3M. B ciydyae HampaBieHUs JaHHOTO 3ampoca IO MOYTE 3aKa3HbIM IMUCHMOM OH CUHUTAETCS
MOJTyYSHHBIM I10 UCTEUEHHUH LIECTH JTHEH ¢ AaThl HAPaBJICHUS 3aKa3HOTO MUChMA.

(dactp 4 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

4.1. 3agBuTens o00s3aH MNPEJCTaBUTh OTBET Ha 3alpoOC YIOJHOMOUYEHHOIo (heAepabHOrO OpraHa
WCTIOJHUTENILHOM BJACTH B CPOK, HE NPEBBIIIAIOIIMN JIeBiHOCTAa pabouux MHEH CO JIHSA €ero MOJYy4YeHHS.
YnoaHoMOYeHHBIH (efepanbHbId OpraH HMCIOJHUTENBFHONW BJIACTH, BBLIABIIMKA 3aJaHHE Ha IPOBEJCHHE
9KCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, B T€UEHHE NATH pabouMX JHEH CO JHS MOCTYIUIEHUS OT 3asBUTENs
OTBETAa HA JAHHBIN 3aIIpOC HAIPaBJISAET TAKOM OTBET B HKCIIEPTHOE yupekaeHue. B ciiyyae HenpencraBieHus
[0 HCTEYCHHMM JEBSIHOCTa pabouux JHEHW 3asBUTENEM OTBETa Ha JAaHHBIM 3alpoc YNOJHOMOYEHHBIH
(denepanbHBIi  OpraH HUCIHOJHUTENBHOW BJIACTH, BBIJABIIMKA 33/JaHUE HA MPOBEJECHHUE DSKCIEPTU3I
JIEKapCTBEHHOTO CpEJACTBA, B TEUEHHE MATH pPadOYMX JHEW HampaBisieT B SKCIEPTHOE YUPEKICHHE
YBEJAOMIJICHHE O HENPEACTABICHUU 3asiBUTEIEM OTBETAa HA 3alpoC YKa3aHHOro oprana. Bpemsa co nus
HaIpaBJICHUs 3aIpoca SKCIEPTHOTO YUPESKICHHUS B YIIOJIHOMOYEHHBIN (hesiepabHblid OpraH UCTIOHUTETLHON
BJIACTH JO [JHS IIOJIyYEHUs OHKCIIEPTHBIM YUPEXKJICHHEM OTBETa Ha 3alpoC WIH YBEIOMIICHHS O
HENPEJCTABICHUN OTBETA HA 3alpOC HE YUYUTHIBACTCA IPU HMCUUCICHHH CpPOKa IPOBEICHMS SKCIIEPTU3bI
JIEKapCTBEHHOI'O CPEICTBA.

(uactb 4.1 BBennena denepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

4.2. Ecnu B cocTaBe pPETrUMCTPALMOHHOIO JOChE€ Ha JIEKAPCTBEHHBIN Ipenapar A MEIULUHCKOIO
IIPUMEHEHHUsI COJIEPKUTCS MpeaycMOoTpeHHas ctatbed 18, gacTero 1.1 crarem 30 u crateelr 34 HacTOsAIIErO
®denepanbHOro 3aKOHA KOMHUS PEIICHHs YITOJHOMOUYEHHOI 0 (hefiepaIbHOrO OpraHa UCIOJIHUTEIbHON BIACTH O
IPOBEICHUM WHCIEKTHUPOBAHUSA HPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, 3KCIEpTy [0 0(hOpMIIEHUS
pE3yJIBTaTOB AKCIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA MPENOCTABIIAETCA B MOPALKE M Ha YCIOBUSAX, KOTOPBIE
MIPENYCMOTPEHBI YacTsAMU 4 1 4.3 HACTOALIEH CTaThbM, KOMMS 3aKJIIOYEHUS O COOTBETCTBMM IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB TPeOOBaHUAM IMPaBUI HAIJIEXKaLEH NPOU3BOACTBEHHON NPAKTUKH, BBIAAHHOIO
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTENbHON BIACTH.

(uactp 4.2 BBeieHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.3. 3asBHUTENb 0053aH PEICTABUTh B YIIOJTHOMOYCHHBIN (eiepaIbHbIN OpraH UCTIOJHUTEILHOW BIACTH
KONUIO 3aKIIOYEHHS O COOTBETCTBUU TPOUM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM TPABUI
Ha/IJIeKaIlel MPOU3BOJACTBEHHON MPAKTUKU B CPOK, HE MPEBBIIIAIONINI CTa BOCBMUECIATH pabovux JHEH co
JHSI TIOJTyYEHHsI 3arpoca O ee MPEJOCTaBICHUH. YTOJHOMOYEHHBIH (pefepanbHblii OpraH MCIOIHUTEILHON
BJIACTH, BBIIABIINI 3a/laHIE HA IPOBEICHUE SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA, B TEUEHHE IATH pabOINX
THEH Cco JHA TOCTYIUIEHUS OT 3asBUTENs KOMHUU 3aKIOYEHHs] O COOTBETCTBUHM IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJCTB TPeOOBAHUSAM MpaBUIJ HaJJIeXKalllel MPOU3BOICTBEHHON MPAKTUKH, HAIIPABIIAET €€ B
JKCIEPTHOE yupexaeHue. B ciiyyae HenpeacTaBiaeHus 3asiBUTEIEM B YKA3aHHBIA CPOK KOIUU 3aKIFOUYEHUS O
COOTBETCTBUM  NPOM3BOJIUTENS  JIGKAPCTBEHHBIX  CPEJICTB  TpeOOBaHUSAM  NpaBWiI  HaJUlexKalneil
MIPOU3BOJICTBEHHOHN MPAKTUKU YIOJHOMOYEHHBIN (efepanbHblii OpraH MCHOIHUTEIBHOW BIACTH, BBIIABIIMN
3aJlaHue Ha MPOBEACHHUE IKCIIEPTHU3BI JIEKAPCTBEHHOI'O CPEJICTBA, B TEUEHUE MATH pabouux JTHEH HalpaBiseT B
9KCIIEPTHOE YUPEXKJICHUE YBEAOMIICHHE O HETIPEACTABICHUH 3assBUTENIEM KOIUU 3aKJIIOUYEHUS O COOTBETCTBUU
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM MPABUJ HAAJEKAIEH MPOU3BOJACTBEHHON MPAKTHKU.
BpeMmsi co nHs HampaBieHHs 3ampoca SKCIEPTHOTO YUPEKIEHHUS B YIMOIHOMOYEHHBIN (eaepanbHbIl opran
HCIIOJIHUTEJILHOM BIIACTH /10 JHS MOJIyYEHUS SKCIIEPTHBIM YUPEXKIECHUEM KOINU 3aKJII0UYEHUs O COOTBETCTBUU
IIPOU3BOJUTEIIS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUAM IpaBWII HajJeXkallleld MPOU3BOJACTBEHHOMN MPaKTUKU
WM yBEJAOMJIEHHSI O €€ HENPEACTAaBIEHUN HE YUYUTHIBAETCS MPU HUCUUCICHUU CPOKA MPOBEACHUS IKCIEPTU3BI
JIEKapCTBEHHOT'O CPE/ICTBA.

(dactp 4.3 BBeneHa OenepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

5. DKkcnepT NnpH NpOBEAECHUH MOPYUYEHHON eMy PYKOBOJIUTEIEM SKCHEPTHOTO YUPEXKICHHUS IKCIEPTH3bI
JIEKapCTBEHHOTO CPeJICTBa 00s3aH:

1) mpoBecTu MOTHOE UCCIIEIOBAHUE MPEACTABICHHBIX €My O0OBEKTOB, MaTEpPHAJIOB, JaThb 0OOCHOBAHHOE
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

1 OOBEKTHUBHOE 3aKJIFOUYEHHE MO ITOCTABICHHBLIM nepea HUM BOIIpOCaM HJIM MOTHBHUPOBAHHOC 3aKIIFOYCHHUE O
HCBO3MOXHOCTH MPOBCACHUA HM 3SKCHCPTU3bI JICKAPCTBCHHOI'O CPCACTBA, C€CJIM ITOCTABJICHHBLIC BOIIPOCHI
BBIXOJAT 3a IMPCACIIbl CIICHHUAJIBbHBIX 3HAHUM 9KCIICPTa, O00BEKTEI I/ICCJIC,ZLOBaHI/II\/JI U MaTcpualibl HCIIPHUI'OJHBI
WM HEAOCTATOYHBLI IJId HNPOBCACHUSA I/ICCJ'ICI[OBaHI/Iﬁ N agadu 3aKIFOYCHUA B4 (e0) COBpCMeHHBII\/JI YPOBCHDb
Pa3BUTHA HAYKH HE IMO3BOJIACT OTBCTUTH HAa ITOCTABJICHHBIC BOIIPOCHI;

2) He pasrjamiaTh CBEICHMs, KOTOPbIE CTaJd €My HM3BECTHBI B CBS3M C IPOBEIECHUEM 3SKCIEPTHU3BI
JIEKapCTBEHHOT'O CPEZCTBA, & TAaKXKe CBEJIEHHs, COCTABISAIONINE FOCY1apCTBEHHYI0, KOMMEPYECKYIO UM UHYIO
OXpaHsSEMYIO 3aKOHOM TaliHy;

3) obecnedunTh COXPAHHOCTH MPECTABICHHBIX 00BEKTOB HCCIEIOBAHUN U MATEPUAIIOB.
6. DKCIIepT HE BIIpaBe:

1) mpoBOIUTH 3KCHEPTH3Y JIEKApPCTBEHHOIO CPEACTBAa IO OOPAIIEHUI0 HENOCPEICTBEHHO K HEMY
OopraHu3anuii win GU3N4YEeCKUX JIL;

2) CaMOCTOATCIIBHO CO6I/IpaTL MaTepHraJibl AJId IMPOBEACHUA SKCIICPTUSLI JICKAPCTBECHHOI'O CPEACTBA,
3) MMPOBOAUTD SKCICPTUIY JICKAPCTBCHHOI'O CPCACTBA B KAUCCTBC HCIOCYJAPpCTBCHHOT'O 3KCIICPTA.

7. B cinydyae HE0OXOIMMOCTH 3KCIEPT BIPaBE XOAATalCTBOBATh INEpe] PYKOBOAUTENIEM IKCIIEPTHOIO
YUPEXKJIEHUS O MPUBJICUECHUH K MPOBEACHUIO SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA APYTUX IKCIIEPTOB.

8. Kaxnaplii sKcmepT, BXOJSANIMHA B COCTAaB KOMHUCCHHM 3KCIEPTOB, KOTOPOM MOPYYEHO NPOBEIACHUE
3KCIEPTHU3BI JIEKAPCTBEHHOI'O CPEACTBA, HE3ABUCUMO U CAMOCTOSITEIBHO IPOBOJUT UCCIEAOBAHUS, OLIEHUBAET
pe3ynbTaThl, MOJTYYEHHbIE UM JIMYHO M JPYTMMH JKCHEepTaMu, U (OPMYIUPYET BBIBOABI OTHOCHUTEIHHO
IOCTABJIEHHBIX BOIIPOCOB B IIPEAEIax CBOMX CIEUUAIBHBIX 3HAHUM.

9. Pe3ynmpTaThl 3KCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA OQOPMIISIOTCS 3aKII0UYEHHEM KOMHUCCHU
JKCHEepPTOB. B 3aKkimioueHWH KOMHUCCHM SKCIEPTOB YKa3bIBAIOTCA IMEpPEYeHb MCCIENOBAaHUM, 00beM
MPOBEACHHBIX KaXKIBIM SKCIIEPTOM HCCIICIOBAHUN, YCTAHOBJICHHBIC KaXIbIM M3 HUX (DAaKTHl U CHETAHHBIC B
pe3ysbTare HCCIEeIOBaHUI BBIBOJBL. ODKCIEPT, MHEHHE KOTOPOTO HE COBIAJAeT C PEHICHHEM KOMHCCUU
9KCIIEPTOB, BIIPaBE BBIPA3UTh CBOE MHEHHE B MUCHbMEHHON (opMe, KOTOpoe MpUOOIIAeTCs K 3aKIIOUYEHUIO
KOMMCCHH 3KCIIEPTOB.

10. 9KCH€pTBI, BXOOAIIUC B COCTAB KOMUCCHUHU, IPCAYIIPCIKAAOTCA 06 OTBCTCTBCHHOCTH B COOTBCTCTBUU
¢ 3akoHomaTenbcTBOM Poccuiickoit deneparuu 3a aady 3aKIIOUEHUs], COAEPIKAIIETO HEOOOCHOBAHHBIE WIH
(danbcupUIPOBaHHBIC BBIBOJIBI, O YEM OHHU JAIOT MOATHCKY.

11. Onpenenenue ypoBHsA NpoQecCHOHAIBHON MOJATOTOBKM SKCIEPTOB M aTTECTAllMsl UX Ha IMPaBoO
IPOBEJCHHUS HKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIFOTCS AKCIEPTHO-KBATHU(PUKAIMOHHBIMU
KOMHUCCHUSIMU B TIOPSIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM (eiepaibHbIM OpraHOM
WCTIOJIHUTENIBHON BIAacTU. YPOBEHb MPO(EeCcCHOHATBLHON MOATOTOBKU JKCHEPTOB MOMJICKUT MEPECMOTPY
YKa3aHHBIMU KOMHCCHUSIMHU HE PEXKE YEM OJIMH pa3 B ISATh JIET.

12. IIpaBuia mpoBeACHUS YKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB M OCOOCHHOCTH IKCIIEPTU3BI OTACITBHBIX
BUJIOB JICKAPCTBEHHBIX IMpernapaToB (pedepeHTHBIX JIEKapCTBEHHBIX IPEenapaToB, BOCHPOU3BEICHHBIX
JIEKapPCTBEHHBIX IMPEnapaToB, OMOJOTUYECKUX JEKApPCTBEHHBIX MpenapaToB, OMOAHAIOTOBBIX (OMOMOI0OHBIX)
JICKapCTBEHHBIX MpenapaToB (OM0aHaIOroB), TOMEONATHIECKUX JIEKAPCTBEHHBIX MPENapaToB, JIEKAPCTBEHHBIX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

pacTUTENbHBIX MNpEenapaToB, KOMOMHALMN JIEKapCTBEHHBIX NpenapaToB), (OpMbI 3aKIOYEHUH KOMHUCCHU
HKCHEPTOB  YCTAHABJIMBAIOTCS  COOTBETCTBYIOIIMM  YIOJHOMOUYEHHBIM  (peiepajbHBIM  OpPraHoM
HCIIOJTHUTEIIBHON BIIACTH.

(uactp 12 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 17. MNopaya wu paccMmoTpeHue 3asaABJIeHUA O rocyp,apCTBeHHoﬁ perncrtpauuvm
JNNIeKapCTBeHHOro npenaparta ansa setTepuHapHoOro npyuMmeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Ins rocynapCTBEHHOM PETHCTpAlMU JIEKAPCTBEHHOI'O IIpernapara Juisi BETEPUHAPHOIO NMPUMEHEHUs
pa3paboTUYUK TaKOrO JIEKAPCTBEHHOTO TMperapara WUiad YINOJIHOMOUYEHHOE MM JPYroe HOpUINYECKOE JIHUI0
(ranee B HacTosEHl CcTaTke - 3asgBUTENb) MPEJACTABISAET B YIOJIHOMOYEHHBIH (enepanbHblii opraxn
UCTIOJIHUTENILHON BIJIACTH, OCYILECTBIISIOLINM IOCYJapCTBEHHYIO PErMCTPALUIO JIEKAPCTBEHHBIX IPENapaToB
JUIs BETEPUHAPHOTO TPHUMEHEHHs, B D3JEKTPOHHOM (opMe miaM Ha OyMaKHOM HOCHTENE 3asBICHHE O
roCy/apCTBEHHOW pEerucTpanuu JEKapCTBEHHOIO Ipemnapara Jyulsi BETEPUHAPHOIO IPUMEHEHUs, a TaKXKe B
NIOPSIZIKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIMM YITOJTHOMOUYEHHBIM (ellepaibHbBIM OPraHOM HCIIOTHUTEIHHON
BJIACTH, B DJICKTPOHHOW (opMe WM Ha OYMaXHOM HOCHUTENE HEOOXOIUMBIE JTOKYMEHTBHI, M3 KOTOPBIX
(opMHpyeTCcsl peruCTPallMOHHOE JOChE Ha JIGKAPCTBEHHBIN Mpenapat Ui BETepUHAPHOTO IPUMEHEHHUS.

2. B 3asBieHHMH O TOCYIApCTBEHHOM perucTpaluy JIEKapCTBEHHOTO Mpernapara Uil BETepUHApHOTO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HauMeHOBaHME U apec 3asBUTENS, pa3padOTUMKa U IPOU3BOAUTENS JIEKAPCTBEHHOTO IIpenapaTa Jyis
BETEPUHAPHOTO MPUMEHEHUS U aJpec MECTa OCYLIECTBIIEHUSI IPOM3BOJICTBA JIEKAPCTBEHHOIO MpenapaTa JUis
BETEPUHAPHOTO TMpPUMEHEHUs (B Clydyae HaJM4uds HECKOJbKHMX YYAaCTHHUKOB IIpoliecca IPOU3BOJCTBA
HE0OXOIMMO yKa3aTh KaX/10T0 U3 HUX);

2) HANMMCHOBAHUC JICKAPCTBCHHOTO IIpfriapara IAJid BETCPUHAPHOTO MPHMCEHCHUS (Me)K,I[yHapOI[HOG
HCTIAaTCHTOBAHHOC, WJIX I'PYIIITUPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) NEpCUYCHb I[eflCTBYIOHlHX U BCIIOMOIraTCJIbHBIX BCHICCTB, BXOAAINIUX B COCTAB JICKAPCTBCHHOI'O
npemnapara il BETCPUHAPHOI0 IPUMEHCHU S, C YKa3aHUEM KOJIMUCCTBA KAXKA0TI'0 U3 HUX;

4) nexapcTBeHHas (opma, TO3UPOBKA, CHOCOOBI BBEACHHS W TPUMEHEHHUS, CPOK TOIHOCTH
JIEKapCTBEHHOT'0 Ipernapara Jyisi BETepUHAPHOTO PUMEHEHUS;

5) papmakoTrepaneBTHUECKas TpyNIa;

6) HEOOXOIMMOCTh IPUMEHEHHUSI YCKOPEHHOM MPOLIEAY Pl SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB B IETAX
roCy/1apCTBEHHOW PETUCTPALIMH JIEKAPCTBEHHOTO Ipenapara;

7) KoM TOKyMEHTOB, IOATBEPKIAIOIIMX YIIJIATy TOCY1apCTBEHHON MOLIUIUHBIL:
a) 3a MpPOBEJICHHE OSKCHEPTU3bl KayecTBa JIEKAPCTBEHHOTO CpPEJICTBA W HKCIEPTHU3bl OTHOLICHUS
OKHUJACMOM TOJb3bl K BO3MOKHOMY PHUCKY IPUMEHEHMS JICKapCTBEHHOIO Ipenapara Uil BETEPHUHAPHOIO

NPUMEHEHHUs TIPU ero rocy1apCTBEHHON perucTparumy;

6) 3a BblAa4y PCTUCTPAIUOHHOTIO YAOCTOBCPCHUA JICKAPCTBCHHOT'O MPCIIaparTa,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

8) HanmMuue coriacus, IPeIyCMOTPEHHOTO YacThi0 7 HACTOSINIEH CTAaThH, €CIIM C MOMEHTA PErucTpanuu
pedepeHTHOTrOo JIeKapCTBEHHOT' O Mpenaparta JJisi BETepUHAPHOT0 IPUMEHEHUS MPOIILUIO MEHEe YeM LIEeCTh JIET.
(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

Koncynprantllimroc: mpuMedaHue.
C 01.01.2021 B a63. 1 4. 3 ct. 17 BHOCcsTCS m3meHenust (D3 ot 27.12.2019 N 478-D3).

3. PerucrpannoHHOE HOChE B LENAX JKCHEPTU3bl JIEKAPCTBEHHOIO Ipenapara Julsl BETEPUHAPHOIO
MpUMeHEeHUs (popMHUpYyeTCs U3 CIAEAYIOUINX JOKYMEHTOB:

KoncynwsrantlIoroc: mpuMedanue.
C01.01.2021 B . 1 4. 3 ct. 17 BHOCATCsS u3menenus (P3 ot 27.12.2019 N 478-D3).

1) Kkomus JUICH3WU HA TPOU3BOJCTBO JICKAPCTBCHHBIX CPEACTB, BBIJAHHOW IPOU3BOIUTEIIO
PETHCTPUPYEMOTO JICKQPCTBEHHOTO Iperapara JUisli BETEPHHAPHOTO MPHUMEHEHHS, I POCCHUCKHX
IIPOU3BOIUTEIICH;

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

Koncynerantlntoc: npumeuanue.
C01.01.2021 B . 2 4. 3 c1. 17 BHOCsTCS M3MeHenus (D3 ot 27.12.2019 N 478-D3).

2) KomMs JIMIIEH3MHM Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB, BBIAAHHOM IPOU3BOAUTEIIIO
(apManeBTHUECKONW CyOCTaHIIMM, BXOJAALICH B COCTaB PETMCTPUPYEMOTO JICKApCTBEHHOIO Iperapara ajs
BETEPUHAPHOI0 IPUMEHEHMS, 111 POCCUUCKUX IPOU3BOIUTENECH;

(. 2 B pea. ®exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2.1) xonus NOKYMEHTa, BbIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHbl IIPOU3BOAUTENS JUISl KaxXI0H
IPOU3BOJACTBEHHON IUIOIIAJKA PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO
NPUMEHEHHUsI U TOATBEP)KJAIOIIEr0 COOTBETCTBUE NMPOU3BOANTEINS JIEKAPCTBEHHOTO Mpernapara TpeOOBaHUSAM
MIpaBUJl HAJJIC)KALEH IPOU3BOACTBEHHOM INPAKTUKHA, U €ro IEpeBOJ HAa PYCCKUM S3BbIK, 3aBEPECHHBIC B
YCTaHOBJICHHOM MOpPSIAKE, a TAaKXKE KONUS 3aKIIOUEHUs O COOTBETCTBUU IPOU3BOJMUTENS JIEKAPCTBEHHBIX
CpelCTB TpeOOBaHUSAM IPAaBUJ HaJJIeXkallleld MPOU3BOJICTBEHHOW NMPAKTUKH, BBIAAHHOIO YIOJIHOMOYEHHBIM
(denepaqbHbIM  OPraHOM  MCIOJHUTENBHOW  BIACTH Ul  KaXJOW  IMPOU3BOACTBEHHOM  IUIOIIAJKU
PErUCTPUPYEMOro JIEKApCTBEHHOIO MpernapaTa s BETEpUHAPHOIO MPUMEHEHMs], JUOO KOMMs pEIIEeHUs O
IIPOBEJCHUM HHCIIEKTUPOBAHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJACTB, IMPHUHATOIO YIOJIHOMOYEHHBIM
(denepadbHBIM  OPraHOM  HCIIOJHUTENBHOW  BIACTH  JUIS  KaXJOW  IMPOM3BOACTBEHHOM  IUIOIIAIKU
PEruCTpUPYyEMOTrO JIEKAPCTBEHHOTO IIpernapara Uil BETEPUHAPHOIO NPHUMEHEHMs. YKa3aHHbIC JOKYMEHTBI
MPEACTABIISAIOTCA B CIIy4ae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOIO MperapaTa OCYIIECTBIAETCS 3a MpeAesIaMU
Poccuiickoit denepaiuy;

(. 2.1 BBenen denepanbubiM 3akoHOM 0T 04.06.2018 N 140-D3)

2.2) xomus JOKYMEHTa, BBIJJAHHOIO YIOJIHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOAMUTENS
(apManeBTHUECKONW CyOCTaHIIMM W TOATBEP)KIAIOIIEr0 COOTBETCTBHE HPOHM3BOIUTENS (papMaleBTUYECKON
cyOcTaHIMM, BXOASIIEH B COCTaB PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpernapaTa s BETEPUHAPHOTO
MPUMEHEHHUs, TpeOOBaHUAM MPaBUJ HAJUIEKalIeH MPOU3BOJICTBEHHON NMPAKTUKU, U €r0 MEePeBOj Ha PYCCKUMN
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TOpsJKE, B CJIy4yae, €CId MPOU3BOACTBO (papMareBTUUECKON
cyOcCTaHIMH OCYIIECTBIISIETCS 3a npeaenamu Poccuiickoit denepanuu;
(n. 2.2 BBeneH denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

3) IpoeKT HOPMATUBHOTO JTOKYMEHTA Ha JIEKAPCTBEHHBIN Iperapar sl BETEpUHAPHOTO IPUMEHEHUS;

4) NOKYMEHT, COJEp)KalllUui CIEeIYIoNy0 HHPOpMAHMIO O (papMaleBTHIECKON CyOCTaHIIMM WIIN
(bapManeBTHYECKUX CYyOCTaHIMAX, BXOASAIIMX B COCTaB JICKAPCTBEHHOTO Mperapara Ui BETEPHHAPHOTO
PUMEHCHUS:

a) HauMeHoBaHHME (apMaleBTHUUECKON CyOCTaHIIMM, €€ CTPyKTypa, oOmue cBoicTBa (MpU
TOCY/IapCTBEHHOW PETUCTPANUA WMMYHOOHOJOTHYECKHX JICKAPCTBEHHBIX MPEMapaToB JUIsl BETEPUHAPHOTO
MPUMECHECHHS TIPEJICTABISIOTCS CBEJACHHUS O INTaMMe, BKIIIOYas €ro HaWMEHOBaHWE, HWH(OpMamuio o
MIPOUCXOXKICHHUH, €T0 CBOMCTBAX, XapaKTEPUCTHUKAX U MECTE JICTTOHUPOBAHUS);

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

6) HaMMCHOBAHUEC U aJIp€C MMPOU3BOAUTECIIA;

B) TEXHOJOTHUS TPOU3BOJCTBA C ONHMCAHMEM CTaJui MPOU3BOJICTBA M METOJOB KOHTPOJIS Ha BCEX
CTaJusAX MMPOU3BOJCTBA;

r) wHQOpMAIMSI O TpuMecsx (HE TPENCTaBISIeTCS TPU  TOCYAAPCTBEHHOW  pPEruCTpaIuu
MMMYHOOHOJIOTHIECKUX JICKApPCTBEHHBIX MIPEIapaToB JUIsl BETEPUHAPHOTO MPUMEHEHHUS ),
(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

n) crenudukanus Ha (apMareBTUYECKYl0 CyOCTaHLMIO (HE MpPEACTaBIseTCS TPH TOCYAapCTBEHHOM
perucTpan UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO IPUMEHEHHUS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

€) OIMCAaHUE METOJIMK KOHTPOJISI KaueCTBa;

) pe3yJbTaThl aHalu3a cepuil (¢dapManeBTUUECKOW CyOcTaHIuM (HE TMPEACTaBISIOTCS TIPH
rOCy/IapCTBEHHOW PETrUCTPAalUd MMMYHOOMOJOTHYECKHX JIEKApPCTBEHHBIX IPENapaToB [isl BETEPUHAPHOIO
MPUMEHEHUs );

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

3) mepeyYeHb CTAHIAPTHBIX OOpa3llOB WJIM BEIIECTB, HCIOJNB3YyEMBIX IMPH OCYIIECTBICHHH KOHTPOJISI
Ka4yecTBa;

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

K) JaHHblE O cTaOwibHOCTH (HE MPEACTABISAIOTCS IPHU TOCYAApPCTBEHHOW  PETHCTpaIiy
UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaToB Ui BETEPUHAPHOTO IPUMEHEHUS);
(B pen. ®enepanbroro 3akoHa ot 02.08.2019 N 297-03)

JI) CPOK F'OJIHOCTH, YCIIOBUSI XPaHEHMUS],

5) oT4eT o pe3ynbTaTax AOKIMHUYECKOTO MCCIIEAOBAHNS JIEKapCTBEHHOTO CPECTBA ISl BETEPHHAPHOIO

MMPUMEHEHHUS, BKJIIOYAIONIMNA OMHCAaHUE METOJIOB ONpPENENICHUs OCTAaTOYHBIX KOJWYECTB JCHCTBYIOIIETO
BEIECTBA (JIEHCTBYIOIINUX BEIIECTB), TOCTUTAIOIIECTO (JOCTUTAIONINX) CUCTEMHOTO KPOBOTOKA, B MPOIYKIIUU
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

’KMBOTHOTO TIPOUCXO’KACHUS MTOCIIe NPUMEHEHHS TaKOTO JIEKAPCTBEHHOTO CPEJICTBA, a TAKIKE JOKYMEHTAJIbHOE
MOJITBEPXKICHUE (BANUAINs) YKa3aHHBIX METO/IOB;
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OTUCT O pE3yJIbTaTaX KIIMHUYCCKOI'O MCCICAOBAHUSA JICKAPCTBCHHOI'O Npfcrapara i1 BETCPUHAPHOIO
OPUMCEHCHUA Y KaXXKI0TI'0 BHU/1a J)KUBOTHBIX, YKa3aHHBIX B HHCTPYKIIUHU 110 BETCPUHAPHOMY IIPUMCHCHUIO,

7) MPOEKT MHCTPYKLUHMU MO BETEPUHAPHOMY IMPUMEHEHUIO JEKapCTBEHHOTO Ipernapara, cojaepikaiieit
CIEyIOIINe CBEJCHHUS:

a) HAaUMCHOBAHUC JICKAPCTBCHHOI'O IIpCriapara i1 BCTCPUHAPHOI'O IMPUMCHCHUA (Me)KIlyHaPOI[HOC
HCTIAaTCHTOBAHHOC, WJIX I'PYIIIMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

0) nexapcTBeHHass (opMa C yKa3aHMEM HAaUMEHOBAHWN M KOJWYECTBEHHOT'O COCTaBa JCHCTBYIOIINX
BEIIECTB M KAUeCTBEHHOT'O COCTaBa BCIIOMOTATEIHbHBIX BEIICCTB;

B) OIMMCAaHMUE BHCIIHET'O B A JICKAPCTBCHHOI'O IIp€riapara Ajid BETCPUHAPHOI'O IPUMCHCHUA

r) (apmakoTepaneBTHUECKas IpyIIa JeKapCTBEHHOTO Mpemnapara il BETepUHAPHOT0 IPUMEHEHUS WU
yKa3zaHue "ToMeonaTH4eCKUi JIEKapCTBEHHbIN npenapar';

n) (dapmakonuHaMuKa U (papMakOKMHETHKA (32 HCKIOYEHUEM (HapMaKOKMHETHKHA TOMEOMATHICCKIX
JCKapCTBCHHBIX  TPENapatoB W  PACTUTCIBHBIX  JICKAPCTBEHHBIX  NPEMapaToB) WM  ONHCAHUC
MMMYHOOHOJIOTHIECKUX CBOMCTB JICKAPCTBEHHOTO TIperapara;

€) MOKa3aHus JJIsl IPUMCHEHUS;

K) IPOTUBOIIOKA3aHUS JIsl IPUMEHECHUS;

3) MCPBI IPEAOCTOPOKHOCTU IPU IPUMCHCHUU

M) yKa3aHHE BO3MOXKHOCTH U OCOOCHHOCTEW NMPUMEHEHHs Y OEPEeMEHHBIX JKUBOTHBIX, y KHUBOTHBIX B
IIEPUOJ JTAKTALMH, Y IOTOMCTBA )KUBOTHBIX;

K) PEeXHUM JIO3UPOBaHHUSA, CINOCOO BBEIACHHUS M NPHUMEHEHHUs, IPU HEOOXOAMMOCTH BpeMs IMpuema
JIEKapCTBEHHOIO IIpernapara Jjis BETEpUHAapHOr0 IPUMEHEHUS, IIPOAOJDKUTEIIBHOCTD JICYCHUS;

J'I) BO3MOJKHEIE ITOOOYHEIE ,Z[CI\/'ICTBI/IH, HCXKCJIIATCIIbHBIC PCAKIHUU IIPpU IMPUMCHCHHUU JICKAPCTBECHHOI'O
npernapara ik BETCPUHAPHOT'O IPUMCHCHU

M) CUMIITOMBI IIEPEIO3UPOBKH, MEPHI IO OKA3aHUIO IOMOLLY IIPU NIEPETIO3UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU MperapaTaMu U (UI1) KopMamu;
0) (hopMBI BBINTYCKA JIEKAPCTBEHHOTO Mpenapara Jjisi BeTepUHAPHOTO TPUMEHEHHUS;

M) ykazaHue (IpU HEOOXOIUMOCTH) OCOOEHHOCTEH JEHCTBUSA JICKAPCTBEHHOTO IMperapara it
BETEPUHAPHOTO IPUMEHEHUS TIPU TIEPBOM MIPUEME HJTH IIPH €r0 OTMEHE;

p) OIIMCaHHuC (l'[pI/I HCO6XOIlI/IMOCTI/I) JeHCcTBUI cIienuaiucTa B o0iactu BCTCpUHAPUU, BJIAJCIIbIIA
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

KMBOTHOTO TIPU TIPONyCKEe NpUeMa OJHOM WM HECKOJbKHX JI03 JIEKapCTBEHHOIO Tpermapara Jjis
BETEpUHAPHOTO IPUMEHEHHUS;
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK I'OAHOCTH M YKa3aHMC Ha 3alpCT NPUMCHCHHA JICKAPCTBCHHOI'O Mpfcriapara JJIs1 BETCPHUHAPHOI'O
IPUMEHCHUA 110 UCTCUCHUHN CPOKA I'OJHOCTH;

T) YCJIOBUS XpaHEHUS;

Y) YKa3aHHueC Ha H606XO,I[I/IMOCTB XpaHCHU: JICKAPCTBCHHOT'O IIpCIiapaTta AJisk BETCPUHAPHOTO ITPUMCHCHU
B MCCTax, HCAOCTYIIHBIX JJIS ,Z[eTeﬁ;

¢) ykazanue (Ipu HEOOXOAWMOCTH) CIEUUAIBHBIX MEpP MPEIOCTOPOKHOCTH MPU YHHUTOXKCHHUU
HEWCIIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB JJIsi BETEPHHAPHOTO IIPUMEHEHUS;

X) CPOKH BO3MOXHOI'O HCIIOJIB30BAaHUA IPOAYKIHUH XHUBOTHOI'O MPOUCXOXKIACHUA I10CJIC BBCICHUA
KUBOTHOMY JICKAPCTBCHHOTO IIpfIriapara 11 BETCPUHAPHOI'O IPUMCHCHUS

I1) YCJIOBHSI OTITYCKa;

I-I) HAaMMCHOBAHUA U aJipecCa MPOU3BOACTBCHHBIX INIOIIAJOK MMPOU3BOAUTCIIA JICKAPCTBCHHOI'O IIpeIiapaTa
AJi1 BETCPUHAPHOT'O IPUMCHCHUA

II) HaUMEHOBaHWE, aJpec OpraHu3alM{, YIOJIHOMOYEHHOW JepiKaTelleM WIH  BIAJEIbLEM
PErUCTPaIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara Ha MPUHATHE MPETEH3UH OT NOTpeOUuTeNs;

8) MpOEeKThl MAaKETOB MEPBUYHOI YMAKOBKM M BTOPUYHOW YHAKOBKU JIEKAPCTBEHHOTO Mperapara Jyis
BETEPUHAPHOTO MIPUMEHEHHUS,

9) cnenyromue CBEACHHS O JIGKAPCTBEHHOM IpernapaTe s BETepUHAPHOTO IPUMEHEHHUS:
a) OTNMCAHKE U COCTaB JICKAPCTBEHHOTO Mpernapara JJisi BEeTEPHHAPHOTO MPUMEHCHHS,
0) omrcanue GapMaeBTHIECKON pa3paboTKu;

B) ONKCAHHE MpoIlecca MPOU3BOJCTBA W €0 KOHTPOJIS, TOJIMUCAHHOE B TOPSAKE, YCTAaHOBJIICHHOM B
COOTBETCTBHUH C YaCThIO 1 HACTOSIIEH CTAThH;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONUCaHWE KOHTPOJS KPUTHUYECKUX CTaJAUNA TPOM3BOJACTBA U MPOMEKYTOUHOW MPOAYKIIHUH,
IOoATIMCAaHHOC B IMOPAAKE, YCTAHOBJICHHOM B COOTBECTCTBUU C HAaCTHIO 1 HaCTOSIH_[eﬁ CTaThbu,
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HAaWUMEHOBAaHMS W ajpeca pa3pabOT4MKa, Jep)kaTelsl WIM BIAJENbla PETHCTPAL[HOHHOTO
yJIOCTOBEPEHHS JICKAPCTBEHHOTO TperapaTa, MPOU3BOACTBEHHBIX IUIONIAJOK TPOU3BOJUTEIIS JIEKAPCTBEHHOTO
npemapara s BETCPHHAPHOTO IPHMEHEHUS C YyKa3aHHeM CTaJuil TEXHOJOTMYECKOro Mpoliecca,
OCYILIECTBIIIEMBIX Ha MPOU3BOJCTBEHHBIX IUIOMIA/IKAX IPOU3BOAUTEINS JIEKAPCTBEHHOI'O Tpemnapara i
BETEPUHAPHOTO IPUMEHEHUS;

(B pen. ®enepanbHbix 3aKk0HOB OT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

e) apmareBTHUECKas] COBMECTUMOCTB;

’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTHKHY;

3) MaTepuaIbHbIN OajgaHC AJis MPOU3BOJICTBA CEPUU TOTOBOTO MPOIAYKTA;

1) OMHMCAHHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MAaT€PUAJIOB M YKYTIOPOYHBIX CPEJ/ICTB;
K) TOKyMEHTAIHHOE MOATBEPKICHNE (BaTUIAIHS) TIPOIIECCOB U (MJIM) WX OIICHKA;

1) TpeOoBaHMs K KayeCTBY BCIIOMOTAaTENIbHBIX BemecTB (ceprudukar, crnenudukanus Ha
BCIIOMOTAaTEIIbHBIC BEIIECTBA U MX 0OOCHOBAHUE),

M) AHAJIUTUYCCKUC MCTOJHUKH, HCIIOJIb3YCMBIC npu OCYHICCTBJIICHUUN KOHTPOJIA KadeCTBa
BCIIOMOTaTCIbHBIX BCIICCTB,

H) AOKYMCHTAJIBHOC TMOATBCPKIACHUC (Bannz[aum[) AHAIIUTUYCCKUX MCTOAUK, HCIOJbB3YEMBIX IIpU
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA BCIIOMOT'aTCIIbHBIX BEIICCTB,

O) HH(bOpMaHHﬂ 00 HCIOJIL30BAHUU BCIIOMOTaTEIbLHBIX B€IICCTB YCJIOBCUYECCKOI'0O M KHUBOTHOI'O
ITPOUCXOKACHU,

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

p) TpebOBaHUs K KayecTBY JICKAPCTBEHHOTO Iperapara Jjisi BETepUHAPHOTO NpuMeHeHus (cepTudukar,
cnenu(UKaus Ha JIEKapCTBEHHBIN NpenapaT 1 uX 000CHOBaHHE);

C) AHAIIUTUYCCKUEC METOJUKH, UCITIOJB3YEMBIC ITPHU OCYHICCTBIICHUU KOHTPOJIA Ka4YC€CTBa JICKAPCTBCHHOI'O
nmpenapara JJis1 BETCPUHAPHOI'O IPUMCHCHU A,

T) JOKYMCHTAJIBHOC TIOATBCPIKIACHUC (BaJ'II/I,Z[aI_[I/IH) AHAIIUTUYCCKUX MCETOAUK, MHCIIONIB3YCMbIX IIpH
OCYHICCTBJICHUUN KOHTPOJII Ka4€CTBA JICKAPCTBCHHOTI'O IMPCTiapaTa AJId BETCPUHAPHOT'O MIPUMCHCHU A,

y) JOKYMEHT, HOJTBEP)KIAIOMINN Ka4eCTBO JICKAPCTBEHHOTO MpenapaTa TPeX MPOMBIIUICHHBIX CEpHi
(TIpOTOKON aHaNMM3a Wi CepTUHUKAT aHAIN3A), OJHA CEpUsi KOTOPOTO JOJDKHA COBIAIATh C cepueit oOpasma
JIEKapCTBEHHOTO TIperapara, MoJaHHOTO Ha PETUCTPAIIHIO;

() XxapakTepucTUKa IPUMECEH;

X) NepCUCHb CTAHAAPTHBIX O6p8.3].IOB, HUCIIOJIb3YCMBIX TIpH OCYIICCTBJIICHUU KOHTPOJISI Ka4YeCTBa
JICKAPCTBCHHOT'O IIpCIiapaTa AJid BETCPUHAPHOTO IIPUMCHCHUA

11) JaHHBIE O CTAOUIILHOCTH JIEKAPCTBEHHOTO Ipenapara Jyisi BETEpPUHAPHOTO TPUMEHEHNS;
10) komms JOKYMEHTa, cojepamero WH(OPMAIUI0 O HATUYAA WIH 00 OTCYTCTBUH (PAKTOB
perucTpanuy JIEKApCTBEHHOTO Tperapara Jisi BETEPHUHAPHOTO TMPUMEHEHHs 3a mpenenamu Poccuiickoit

denepanuu;

11) cormacue B mHCbMEHHOH (opme, NMperyCMOTPEHHOE YacTbio 7 HACTOsIEH cTaTbM, B Cilydae
perucTpanyy BOCIPOU3BEIEHHOIO JIEKAPCTBEHHOIO IIPENapara;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

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

12) xomMs JOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOTO0 B YCTAHOBIIEHHOM TMOpSIKE U
MIOATBEP>KIAOLLET0 IPABOMOYHOCTD 3asIBJIEHMSI O TOCYIaPCTBEHHOM PErMCTpalluy JIEKAPCTBEHHOTO IIpernapara
JUIsl BETEPUHAPHOTO PUMEHEHUS (JOBEPEHHOCTD);

13) cBenmeHMsl 0 TOCYAaPCTBEHHOW PETHUCTPAIIUH T€HHO-UHKEHEPHO-MOIU(PHUIIMPOBAHHBIX OPTaHU3MOB,
IpefHa3HAYCHHBIX JUIS  BBIIyCKa B OKPY)KAlOMIyl0 cpeay (Opu TOCyJapCTBEHHOH  perucTpanuu
JEKapCTBEHHBIX NPENaparoB Ul BETEPUHAPHOTO TNPHMEHEHHUS, TIIOJyYEHHBIX C IPHUMEHEHHUEM
T€HHO-UH)XEHEPHO-MOIN(UIIMPOBAHHBIX OPTaHU3MOB WJIM COJCPKAIIUX TAKUE OPTaHU3MBI).

(n. 13 BBenen @enepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03)

4. Tlpu mpoBeACHUH YCKOPEHHOM TPOLEAYpPHl JKCIEPTU3bl JICKAPCTBEHHOTO TIpermapara i
BETEPUHAPHOTO NMPUMEHEHUSI B IIEJSAX €r0 TOCYAapCTBEHHOW PETHCTPAllMM BMECTO OTYETa pa3paboTUHMKa O
pe3ynbTartax AOKIMHUYECKOrO HMCCIEAOBAHUS JIEKAPCTBEHHOTO CPEJCTBA JUIsl BETEPUHAPHOTO NMPUMEHEHUs
MOXKET OBITh TIPEACTaBICH 0030p HAy4YHBIX pPAabOT O pe3yabTaTax JOKIMHUYECKOTO WCCIIEI0BaHUS
pedepeHTHOTO JIEKapCTBEHHOTO Tpernapara Jisl BETepUHAPHOTO IPUMEHEHHS, & BMECTO OTYETa O pe3yJbTaTax
KJIIMHUYECKOTO HCCIE0OBaHUsl JIEKapCTBEHHOTO TMperapaTta il BETEPUHAPHOIO MPUMEHEHHUs OT4YeT O
pe3ynbpTatax MCCIeNOBaHUK OHMOIKBHBAJICHTHOCTH BOCIIPOM3BEIECHHOTO JICKAPCTBEHHOTO IIperapara JJis
BETEPUHAPHOTO TPUMEHEHUSI.

(dactpb 4 B pen. enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

5. Ha skcniepTu3y pa3nudHbIX JIEKAPCTBEHHBIX (DOPM OJHOTO U TOTO XK€ JIEKApCTBEHHOTO Tpernapara Jijis
BETEPUHAPHOI'0 IIPUMEHEHUS 3asiBUTENb IIPEICTABIIACT OTACIIbHBIC 3asBICHUSA U PETUCTPALIMOHHBIE 10CHE Ha
KOKIyH JekapcTBeHHyr0 (opmy. [Ipu  ycrnoBuM OJHOBPEMEHHOH ToNa4W Ha AKCIEPTU3Y OIHOU
JICKApCTBEHHON (POPMBI C Pa3TUYHBIMHU JTO3UPOBKOW, KOHIICHTpAIMEH, 00BEMOM 3asBHTENb IPEACTABISCT
OJIHO 3asBJICHME M PErMCTPALMOHHOE JIOChE C IMPHIOKEHUEM MAKETOB NEPBHUYHON YIAKOBKH W BTOPUYHOU
ynakoBku. Ha makerax NepBUYHON YNAaKOBKM M BTOPUYHOM YIAKOBKH YKa3bIBAKOTCS BCE IPOU3BOAMMBIC
JO3UPOBKH, KOHIIEHTpAIMH, O0OBEMbl M KOJIMWYECTBO J03 B YHAKOBKE JIEKAPCTBEHHOTO TWperapara s
BETEPUHAPHOTI'O IIPUMEHEHUS.

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

Koncynprantlliroc: mpuMedaHue.
C 01.01.2021 4. 6 ct. 17 uznaraercst B HoBoit pemakuuu (P3 ot 27.12.2019 N 478-D3).

6. 3asgBuTeNb BIpaBe IMPEICTABUTh II0 COOCTBEHHONM HWHHUIMATHBE BMECTE C 3asBICHHUEM O
rOCYJapCTBEHHOM pPETUCTpalMy JIEKAPCTBEHHOTO Ipenapara sl BETEpUHAPHOTO IPUMEHEHUS JOKYMEHTHI,
MOATBEPKIAIOIINE YIIJIATy TOCYAAPCTBEHHON IMONUIMHBI U YKa3aHHBIE B IIYHKTE 7 4acTH 2 HACTOAILEH CTAaThH.
B ciyuae ux HenpeacTaBiaeHHs] COOTBETCTBYIOLIUM YIIOJHOMOUEHHBIN (hefiepaibHbli OpraH UCIIOJIHUTEIbHON
BJIACTU NpoBepsieT (akT YIUIaThl 3asBUTENEM TOCYJapCTBEHHON MONUIMHBI MOCPEACTBOM HCIOJIb30BAaHUS
uHpopmanuu o0 yrare rocyAapCcTBEHHOM MONUIMHEL, coaepxaieiics B ['ocyrapcTBeHHON HH(DOpMAITMOHHON
CUCTEME O IOCYJAapCTBEHHBIX M MYHHUILMIIAJIBHBIX IUIATEKAX, HA OCHOBAHWM IIPEACTABIICHHBIX 3asBUTEIIEM
KOIIMH TOKYMEHTOB, IOATBEPKAAIOIIUX YIIIATy FOCYJ1apCTBEHHOMN MOLIJINHBL.

7. He nomyckaercs WCIOJNIb30BaHHE B KOMMEPUECKHUX MeNsiX HHpOpMaluu O pe3yibTaTrax
JOKIIMHUYECKUX HCCIIEOBAaHUI JIEKAPCTBEHHBIX CPEACTB M KJIMHUYECKUX MCCIEIOBAHUN JIEKapCTBEHHBIX
IIpenapaToB Ul BETEPUHAPHOIO INPUMEHEHMs, IPEACTABICHHONW 3asBUTENEM I TOCYJapCTBEHHON
PErucTpatvu JICKapCTBCHHBIX MPCIapaToB, 0e3 ero coriacus B TEYEHHE IIECTH JIET C JaThbl FOCYI[apCTBCHHOﬁ
perucTpanuu pedepeHTHOro JeKapCTBEHHOT O npenapara B Poccuiickoit denepanyu.
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8. Jlepkatenb WM Biajaesel] PErHMCTPAIMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO TMpernapara Jyis
BETEPUHAPHOTO TMPUMEHEHHsI MPEACTABISACT B YINOJHOMOYEHHBIN (elepalbHbIil OpraH HCHOIHUTEIBHON
BJIACTH OTYET IO pe3ysbTaTaM (papMakoHaA30pa OAMH pa3 B LIECTh MECSIEB B TEUEHHE JBYX JIET IOCIE
rOCYyIapCTBEHHOW PErMCTpalvy JEKAPCTBEHHOro mnpenapara B Pocculickoit dexepaiuu, 3aTeM €KEerogHo B
TEUYEHUE TIOCICAYIONTUX TPEX JIET U B JAIBHEHIIIEM OJUH pa3 B TPH roja.

(dactp 8 BBenena denepabHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 18. lNMopaya M paccmoTpeHuMe 3asiBNeHUsi O rocyfapCTBEHHOW peruncrpauuu
NleKapCTBEHHOro npenapara Ans MeauLMHCKOro NnpuMeHeHus
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JIns rocyaapCTBEHHOM perucTpanyy JeKapCTBEHHOrO Ipernapara il MEIULIUHCKOrO INPUMEHEHHUs
IOPUJINYECKOe JIMIO, JEHCTBYyIOIlee B COOCTBEHHBIX HMHTEpEcax WM YIOJIHOMOYEHHOE IPEeJCTaBIIATh
MHTEPECHI IPYroro IOPUAMYECKOTO JIMIA U 3asdBIIAIOIIEE JIEKAPCTBEHHBIM Ipernapar Ha TOCyJapCTBEHHYIO
perucTpanuio (aajgee B HACTOSIICH CTaTbe - 3asBUTEIb), MPEJCTABISECT B YIOJHOMOYEHHBIN (heaepaibHbIi
OpraH MCIOJHUTEIbHOW BJACTH, OCYLIECTBISIOIIMN TOCYAAPCTBEHHYIO DPETUCTPALMIO JIEKAPCTBEHHBIX
MpernapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHHs, B 3JIEKTPOHHOI (hopMe 1 Ha OyMa)KHOM HOCHUTENIE 3asiBICHUE O
rOCyJapCTBEHHON pPEerucTpanyy JIEKapCTBEHHOro IpenapaTa il MEIULMHCKOTO NMPUMEHEHMs, a TaKXke B
HOpSIIKEe, YCTAaHOBJIEHHOM YIIOJIHOMOYEHHBIM (pellepajbHbIM OpraHOM HCIOJHHUTEIbHON BIacTH, B
JIEKTpOHHON (hopMe M Ha OyMaKHOM HOCHUTENIe HEOOXOAMMBIE JOKYMEHTBI, M3 KOTOPBIX (hopMHUpyeTcs
PErUCTpallMOHHOE JOChE HA JIEKAPCTBEHHBIN IIpenapat sl MEIULUHCKOTO IPUMEHEHUS.

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

2. B 3agBieHMM O TOCYIApCTBEHHOW PETUCTPAIMHU JIEKAPCTBEHHOrO IMpenapara sk MEIUIIMHCKOrO
IIPUMEHEHUS YKa3bIBAKOTCS:

1) HauMeHOBaHUe, aapec 3asBUTEIN U MPOU3BOJUTENS JICKAPCTBEHHOIO MpenapaTa Uil MEAULIUHCKOTO
MPUMEHEHMS, CBEIEHUsI 00 MX PEerucTpali B KayecTBE HAJOTOIUIATENbIIMKA B CTPaHE PErucTpauuu (s
POCCHICKMX IOPHIMYECKUX JHUI - WACHTH(PHUKAIMOHHBIM HoMmep Hanoromiarensiumka (MHH), s
WHOCTPAHHBIX IOPUIWYECKMX JIAI - CTPaHAa PETUCTpalWd, HANMEHOBAHUE PETMCTPUPYIOLIETO OpraHa,
perucTpaloHHbI HOMEp, KO/ HaJIOroMjIaTeNbIINKa B CTPaHe perucTpalui (MHKOPIOPAIK) WK €ro aHaJor)
U aJipec MecTa OCYIIECTBIECHUS MIPOU3BOJCTBA JEKAPCTBEHHOrO IpenapaTa (B Cllyyae HaJM4MsA HECKOJIBKHX
YYaCTHHUKOB IIpOLIECCa €ro MPOM3BOJACTBA HEOOXOJUMO YKa3aTh KaXKJAOTO YYaCTHHKA B COOTBETCTBUHU C
OCYILECTBIISIEMOM CTaAueil MPOU3BOJICTBA);

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaMMEHOBAHHUE JIEKApPCTBEHHOIO IIpernapaTta A MEIUIMHCKOrO NpHUMEHEHUs (MeXIyHapoaHOe
HEMaTeHTOBAaHHOE, WK IPYNIUPOBOYHOE, UM XUMUYECKOE U TOPIrOBOE HAUMEHOBAHUS);

3) IEPECUYCHD HCﬁCTBYIOIHHX N BCIIOMOI'aTCJIbHBIX BC€IICCTB, BXOAANIUMX B COCTaB JICKAPCTBECHHOI'O
Mnpenapara 4Jjis1 MCAUIUHCKOI'O0 MPUMEHECHUS, C YKa3aHUEM KOJIMYCCTBA KaKA0I'0 U3 HUX;

4) JICKApCTBCHHAA (I)OpMa, A0O3UPOBKa, CITIOCOOBI BBCACHHUA U TMNPUMCHCHHA, CPOK TOIHOCTHU
JICKAPCTBCHHOTO IIpcIiapaTta JJIsi MCAUIIMHCKOT'O MPUMCHCHU A,

5) dapmakoTepaneBTHUeCcKas TPyIIa, KOJ aHATOMO-TEPANEBTUYCCKO-XMMHUYSCKON KIIaCCHU(PUKAINH,
pEeKOMEHIOBaHHOW BceMHupHOU OpraHu3anuen 3paBOOXpaHEHUs], 3asBIISIEMbIC MOKa3aHUs ISl TPUMEHEHUS
JIEKapCTBEHHOI'O Ipernapara s MEJUIUHCKOTO PUMEHEHMS;
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6) OTCYTCTBHE HEOOXOIUMOCTU MPEAOCTABICHUS OTYETA O pe3ysbTaTax KIMHHYECKOTrO HCCIeIOBaHUS,
WCCIIeIOBaHUS OMOIKBUBAICHTHOCTH JICKAPCTBEHHOTO IIperapaTta, pa3pelieHHOro i MEIUIMHCKOTO
npumMenenus B Poccuiickoit @enepannu Oosee ABaALATH JIET, C YKa3aHHMEM HOPMATHMBHBIX MPABOBBIX AKTOB,
MOJTBEPKIAFOIIMX JaHHBIA CPOK TPUMEHEHUS,

7) HeoOxomuMocTh oopMIIeHUs pa3pelieHus Ha BBo3 B Poccuiickyro deneparinio KOHKPETHON MapTUH
3apETUCTPUPOBAHHBIX W (MJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, NMPEIHA3HAYCHHBIX IS
TIPOBEICHUS SKCIIEPTU3bI JICKAPCTBEHHBIX CPECTB B IEIIAX TOCYIAPCTBEHHON PETUCTPAIH;

8) HeoOXOIUMOCTh MPOBEICHUS OKCIEPTU3bl JOKYMEHTOB, IPEICTABICHHBIX Ui OIpPEICICHUS
BO3MOXHOCTH paccMaTpuBaTh JICKapCTBeHHbeI npemnapar JIIsL MCOUIINMHCKOI'O MMPUMCHCHU A npu
OCYIIIECTBIIEHHU TOCYAapCTBEHHOH PErUCTpaIiy B KauecTBe OphaHHOTO JIEKApPCTBEHHOTO IIperapara;

9) HeoOX0IMMOCTh MPUMEHEHHS YCKOPEHHON MPOLIEyphl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B IIENIAX
roCyJJapCTBEHHOM pPErucTpaliy JIEKapCTBEHHOI'O MPEerapara;

10) koMK JOKYMEHTOB, TOATBEPKAAIONIMUX YIIIATy FOCy1apCTBEHHOMN MOIIINHBI:

a) 3a TMPOBENCHUE OKCIEPTH3bl JOKYMEHTOB, MPEACTABICHHBIX [UISI OINPEACNEHUS BO3MOXXHOCTH
paccMaTpuBaTh JICKAPCTBEHHBIM Ipemapar JUuisi MEIUWLUMUHCKOTO MPUMEHEHHUS TMPU  OCYIIECTBICHUU
TOCYapCTBEHHOW PETUCTPAIINU B Ka4ecTBe OP(PAHHOTO JICKAPCTBEHHOTO Mpenapara;

0) 3a MpOBEJACHUE OKCIEPTHU3Bl KAdeCTBA JICKAPCTBEHHOTO CPEJCTBA M JKCIEPTU3BI OTHOIICHUS
O’KHJIaeMOM TIOJIb3bI K BO3MOXKHOMY PHCKY TPHMEHEHHS JICKapCTBEHHOTO IperapaTa, pa3penieHHOTO s
MEAMIIMHCKOTO TpuMeHeHuss B Poccuiickoit ®egepanuu Oonee nABaalaTH JET, HPU OCYIIECTBICHUU
roCyJJapCTBEHHOM pEerucTpaluu JIEKapCTBEHHOTO Mpernapara;

B) 3a IPOBEJCHUE OKCIEPTH3bl KauecTBa JIEKAPCTBEHHOI'O CPEJICTBA U SKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOM IOJIb3bI K BO3MOXXHOMY DPHUCKY NPHMEHEHHS JICKapCTBEHHOTO Ipernapara Uisi MEIUIMHCKOTO
MIPUMEHEHHUS TIPU €r0 FOCYAapCTBEHHOM PErUCTPALH;

I) 3a IPOBEJCHHE OHKCIEPTH3bl KayecTBa JIEKApPCTBEHHOTO CPEACTBA U HKCIEPTU3bl OTHOLICHMS
OKUJAEMON TIOJB3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHS JIEKAPCTBEHHOIO IpernapaTta JUlsl MEIULMHCKOTO
IIPUMEHEHHs], B OTHOIICHUWM KOTOPOrO0 IIPOBEIEHBI MEXKIyHApPOAHBIE MHOIOLIEHTPOBBIE KIMHUYECKHE
HCCIENOBaHUs, YacTb W3 KOTOpBIX IpoBeneHa B Poccuiickoit ®enepauuu, nOpU  OCYLIECTBICHHUH
rOCyJJapCTBEHHOM PEruCTPALMM JIEKAPCTBEHHOTO MPEIapara;

11) wanmuuume cornacus NPOU3BOAUTENS JIEKAPCTBEHHOTO IIperapaTa, IMPOU3BOACTBO KOTOPOTO
ocyuiecTBisieTcs 3a npeaenamu Poccuiickoit denepanny, Ha NPOBEICHNE MHCIIEKTUPOBAHUS MPOU3BOAUTENS
Ha COOTBETCTBHE TPEOOBAHUAM MPABUI HAJUJISKAIIEH MPOU3BOICTBEHHOM MTPAKTUKY;

12) nanuyue coryacusi, MpeIyCMOTPEHHOr0 YacThio 18 HacTosIIeH cTaTbu;

13) ykazanwe BHJa JIGKAPCTBEHHOTO Iperapara, MPEACTaBICHHOrO0 Ha perucrpanuio (pedepeHTHbII
JIEKapCTBEHHBIN IpenapaT, BOCIPOU3BEIECHHBIN JIEKAPCTBEHHBIN Mpernapar, OUOJIOrMYecKUuil JIEKapCTBEHHBIN
npenapaTr, OHWOaHANOroBBIM (OMOMONOOHBIN) JEeKapCTBEHHBIM mpenapar (OMoaHanor), roMeonaTH4ecKui
JIeKapCTBEHHBIN IIpernapar, JeKapCTBEHHbII pacTUTENIbHBIN Ipenapar).

(dacts 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PGFI/ICTpaHI/IOHHOG JO0ChE Ha HeKapCTBeHHLIﬁ npenapar Ml MCIUIUHCKOrO IMPUMCHCHUA
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npeaocTaBisieTcs B (hopMe 00IIEro TEXHUYECKOTo TI0KyMEHTA.
(uactb 3 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen MOKyMEHTAalMK aIMUHUCTPATUBHOTO XapaKTepa BKIIOYACT B CeOA:

1) 3agBieHHME O TOCYIApCTBEHHOM pEerucTpanuy JIEKapCTBEHHOIO IpernapaTta [Uisli MEIUIMHCKOTrO
MIPUMEHEHHUS B AIEKTPOHHOU (hopMe U Ha OyMa)kHOM HOCHUTEIIE;

2) KOITMIO JOKYMCHTA Ha PYCCKOM S3BIKE, 3aBEPCHHOI'O B YCTAHOBJICHHOM IMOPAAKE W IMIOATBCPKAAIOLICTO
IIPAaBOMOYHOCTb 3asdBUTCIIA IOAAaBaTh 3adBJICHHUEC O rOCYﬂapCTBeHHOﬁ peructpanu JICKapCTBEHHOI'O
npenapara it MCAUIUHCKOTO ITIPUMCHCHUA A (HOBCpCHHOCTB);

KoncynsranTlntoc: mpumeganue.
C01.01.2021 B 1. 3 4. 4 ct1. 18 BHOCsTCS M3MeHeHus (D3 ot 27.12.2019 N 478-D3).

3) KOmWIO JMIEH3UHM Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEJACTB WM KONHUIO 3aKIIOUEHUS O
COOTBETCTBUHM  NPOM3BOJIUTENS  JICKAPCTBEHHBIX  CPEICTB  TpeOOBAaHUSAM  TpaBWI  HaJUIekKalnei
MPOU3BOJICTBEHHON TPAKTHKH, BBIJAHHBIX YIOJHOMOUYEHHBIM (peJiepalbHbIM OpPTaHOM HCIIOJHUTEILHOU
BIIaCTH B OTHOLICHUH IPOU3BOJCTBEHHOH IIIOMIAAKH PETHCTPUPYEMOro JIEKapCTBEHHOTO IperapaTa, B
clly4ae, eCJIM IIPOU3BOJICTBO JISKApPCTBEHHOT'O MpernapaTa ocymiecTisercs B Poccuiickoit deneparum;

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

Koncynprantlmoc: mpuMeyanue.
C01.01.2021 B 1. 4 u. 4 ct1. 18 BHOCsTCS M3MeHeHus (D3 ot 27.12.2019 N 478-D3).

4) KOMHIO BBIIAHHON YIOJHOMOUYEHHBIM OpPraHOM CTpaHbl MPOU3BOAMTEINS JIHUIIEH3UU HAa MPOU3BOJICTBO
JIEKapCTBEHHOTI'0O IIperapaTa U €€ epeBOJl Ha PYCCKUM SA3bIK, 3aBEPEHHBIE B YCTAHOBIIEHHOM IMOPSIJIKE, a TAKKE
KOIIMIO 3aK/IIOYEHHS O COOTBETCTBUM IPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABUI
HajuieXxalled TMpPOU3BOJACTBEHHON MpPAaKTHUKH, BBIAAHHOTO YIOJHOMOYEHHBIM (elepaibHbIM  OpraHOM
HCIIOJIHUTEIIBHOM BJIACTH B OTHOILICHUU ITPOU3BOJCTBEHHOW IUIOIIAIAKH PETUCTPUPYEMOIO JIEKAPCTBEHHOIO
npenapaTta, MiIM KONMIO PEIIEHUs YNOJIHOMOYEHHOIro (enepanbHOro opraHa HMCIOJHUTEIbHON BIacTU O
IPOBEJCHUM HMHCIIEKTUPOBAaHUS ITPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB, B CIy4yae, €CIU IPOU3BOJCTBO
JIEKapCTBEHHOIO IIpernapara oCyllecTBisieTcs 3a npeaenamu Poccuniickoit denepanuu;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

5) HpOEeKT MHCTPYKUUHU MO MEAULMHCKOMY MPUMEHEHMIO JIEKApCTBEHHOIO IpernapaTa, cojaepKaileit
CIIEYIOILUE CBEICHHUS:

a) HanMMCHOBAHHUC JICKAPCTBCHHOT'O npcliaparta (MC}K,I[YHapo,HHOG HCTIAaTCHTOBAHHOC, niIn
TpyOIuvupoOBOYHOC, UK XUMHUYCCKOC U TOProBOC HaI/IMeHOBaHI/Iﬂ);

0) nexapcTBeHHass (opMa C yKa3aHHEM HAUMEHOBAaHHMHA M KOJIMYECTBEHHOI'O COCTaBa ACWCTBYIOIIUX
BCIICCTB M KAUYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCJIIBHBIX BCIIICCTB (HpI/I HCO6XOI[I/IMOCTI/I KOJIMYCCTBCHHOI'O
COCTaBa BCIIOMOTATENIbHBIX BEUIECTB);

B) OIMMCAHUC BHCIIHETO B A JICKAPCTBCHHOI'O IIpcriapara A1 MCAUIUHCKOI'O ITPUMCHCHU S,
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r) GU3NKO-XMMHYECKHE CBOMCTBA (1 paguodapManeBTHIECKUX JEKapCTBEHHbBIX IPEenapaToB);
1) GapmakoTepaneBTHUECKas IpyIa, Ko JeKapCTBEHHOT O Ipernapara A MEAUIUHCKOTO TPUMEHEHHS
[0 aHATOMO-TEPANEBTUYECKO-XUMHUYECKON KJIaCCH(HKAINY, PEKOMEHJI0BaHHONH BceMupHoil opranuszarmein

3/IpaBOOXpAaHEHUs], UM YKa3aHUE "'TOMeonaTUYeCKui JIeKapCTBEHHBIN mpenapat”;

e) papmakomuHamuka ¥ ¢dapMaKOKHHETHKA (32 HCKIIOUYCHHEM (DapMaKOKWHETHKH TOMEOTATHUYECKUX
JIEKapCTBEHHBIX MIPEMapaToB U PACTUTEIBHBIX JIEKAPCTBEHHBIX MPENApaTOB);

’K) TIOKa3aHMs 17151 IPUMEHEHUS;

3) IPOTUBOINOKA3aHUs JUIsl IPUMEHEHMUS;

1) MEpBI [IPETOCTOPOKHOCTH IIPU IPUMEHEHNH;

K) VyKa3aHHE€ BO3MOXHOCTM U OCOOEHHOCTEH TNpHMEHEHUs JIeKapCTBEHHOTO Ipernapara Ul
MEJHUIIMHCKOTO MPUMEHEHHsI 0€pEeMEHHBIMH JKEHIIMHAMH, KCHIIUHAMH B MEPUO]I TPYIHOTO BCKapMIIMBAHUS,
JETbMH, B3POCIBIMHU, UMEIOIIMMU XPOHUYECKUE 3a00JIeBaHUS;

J) pEeXUM JO3UPOBaHUs, CIOCOOBI BBEACHHSI U TMPUMEHEHHS, MPU HEOOXOIMMOCTH BpeMsl IpuemMa
JIEKapCTBEHHOI'O Ipernapara s MEJULUHCKOrO IIPUMEHEHMUs, IPOAOKUTEIILHOCTD JICYEHUS], B TOM YUCIE Y

JIeTel 10 ¥ MOocCJie OJIHOTrO roja;

M) BO3MOJHBIC HCKCIIATCIIbHBIC PCeaKOuM IIpH HOPHUMCECHCHUM JICKAPCTBCHHOI'O IIp€riapara ajid
MCIUIUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO IOMOILH MPH NE€PEI03UPOBKE;
0) B3aUMO/JICICTBUE C JPYTUMH JICKapCTBEHHBIMH ITpenapaTaMy U (WJI1) MUILEBBIMUA IPOLYyKTaMHU;
1) (hopMBI BBIITyCKa JIEKAPCTBEHHOI'O IIpenapaTa;

p) ykazanue (mpu HEOOXOAMMOCTH) OCOOEHHOCTEH JeHCTBHS JICKApPCTBEHHOTO TpenapaTa JUls
MCIUIUHCKOI'0 IPpUMCHCHUS IIPpHU IIECPBOM IMPUEME UIIH IIPU €0 OTMCHE,

c) onucaHue (Ipu HEOOXOIUMOCTH) NeWcTBUM Bpaua (Qenpamiepa) U (WIK) MalMeHTa MPU MPOITyCKe
npreMa OJHOM MM HECKOJBKUX 103 JIEKApCTBEHHOTO IIpenapara sl MEJUIMHCKOrO IPUMEHEHMS;

T) BO3MOJXHOC BJIMAHUC JICKAPCTBCHHOI'O IperiapaTta AJIsI MECAULUMHCKOTO INPUMCHCHUA Ha CII0OCOOHOCTD
YHOpaBJIATb TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MAMMU,

y) CpPOK FOJIHOCTU W yKa3aHUE Ha 3alpeT MPUMEHEHHUs JIEKAPCTBEHHOIO IMperapaTa A MEIUIIMHCKOTO
MIPUMEHEHHUS 110 UCTEYCHUH CPOKA TOTHOCTH;

¢) ycinoBus XpaHeHus;

X) YKa3aHHUEC HaA HCO6XOI[I/IMOCTB XpaHCHHUA JICKAPpCTBEHHOI'O IIpcriapaTta s MECAUIMHCKOI'O IIPUMCHCHU A
B MCCTax, HEAOCTYIIHBIX JJIS ,Z[eTefI;

I_[) YKa3aHue (HpI/I HGO6XO,Z[I/IMOCTI/I) CIICHUAJIBHBIX MCpP HNPCAOCTOPOKHOCTHU IIPU YHHUYTOKCHHUU
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

HEHCI0JIb30BaHHbIX JIEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHMS;
Y) yCJIOBUS OTIYCKa;

II) HAUMCHOBAHHMS M ajpeca MPOU3BOACTBEHHBIX IUIOMIAJOK MPOM3BOIUTENS JIEKAPCTBEHHOTO
npenapara;

II) HaMMEHOBaHHWE, aJpec OpraHu3alMy, YIOJIHOMOYEHHOM JepiKaTeleM WIH  BIAJEbleM
PETrUCTPAIIMOHHOTO yJIOCTOBEPEHMsI JICKapCTBEHHOI'O IpenapaTa Uil MEIULIMHCKOrO IPUMEHEHHs Ha
NPUHATHE NPETEH3UI OT MOTPEOUTEIS;

6) MHCTPYKIHMIO MO MEIWIUHCKOMY NPUMEHEHHIO WM KpPaTKyH XapaKTepUCTHKY JIEKapCTBEHHOTO
rpenapara, yrBepKJACHHbIEC B CTpaHEe IIPOU3BOAUTEILS;

7) IpOEKThl MAKETOB MEPBUYHOM YNMAaKOBKM M BTOPUYHOM YNAKOBKM JIEKAPCTBEHHOI'O IperapaTa Ul
MEJMIUHCKOTO PUMEHEHMS;

8) mpoeKT HOPMATUBHOM JOKYMEHTAIlMM WJIM HOPMATHBHOI'O JOKYMEHTa Ha JIEKapCTBEHHBIN Ipernapar
JUTSE METUITTHCKOTO MIPUMEHEHHSI THO0 yKa3aHUe COOTBETCTBYIOIIEH (papMaKoIeiHOM CTaThy;

9) HDOKyMEHT, cojepKammii MHQOpPMAIMIO O HAaIWYUU WM OO0 OTCYTCTBHHM (DAKTOB PETHUCTpAIlUU
JIEKapCTBEHHOIr'0 IIpenapara Juisi MEIULIMHCKOrO NPUMEHEeHUs 3a npeaenamu Poccuiickoi @enepannu;

10) xonmum JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM TMOpPSIKE M MOATBEPXKIAIOLUIUX (QaKT
perucTpaly JIeKapcTBEHHOIO TIpernapara B HWHOCTPaHHBIX TOCYyAAapcTBaX B KayecTBE Op¢aHHOIro
JIEKapCTBEHHOIO IIpernapara,

11) IJIaH YIIPaBJICHUS PUCKAMH JIA OHMOJIOTHYECKUX JICKApCTBCHHBIX IIPCIIapaToB AJII MCAUIUHCKOI'O
NIPUMCHCHUS

12) nokymeHT o cucreMe (QapmMakoHaa3opa JepXareias WIM BJIaJeNblida  PEruCTPAMOHHOTO
yIOCTOBEPEHHs JIEKapCTBEHHOT'O NIpenapara;

13) DOKYMEHT, MOJATBEPKIAIOUINI KauyecTBO JIEKAPCTBEHHOTO Mpernapara TpeX MPOMBILIUICHHBIX cepuil
(MpOTOKOJ aHaNM3a WIKM cepTUGUKAT aHAIN3a), OJHA CEpUsl KOTOPOro JOJDKHA COBIAAATh C cepuei obpasua
JIEKapCTBEHHOI'0 Ipenapara Uil MEJUIMHCKOrO IPUMEHEHMsI, IPEICTaBICHHOIO Ha TIOCYJapCTBEHHYIO
PErucTpaLmIo.

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

5. Pazgmen xuMudeckol, (apmameBTHYecKO M OWOJOTHYECKOW TOKYMEHTAlMU BKJIIOYaeT B cels
JOKYMEHTBI, cojiepkaliue nHpopMaluio o hpapMaleBTHUECKON CyOCTaHIIMM U JIEKApCTBEHHOM IpenapaTe AJs
MEIUIUHCKOI0 IIPUMEHEHU, IPOLIECCe €ro MPOU3BOCTBA U METOIaX KOHTPOJIS KauecTBa, B TOM YHUCIIE:

1) KomuIo JOKYMEHTA, COepIKAIIEro CAeaAyonlyo nHpopmaiuo o hapMareBTHIeCKON CyOCTaHIINK UITH
(hapmaneBTHUECKUX CYOCTAHIMAX, BXOJAIIMX B COCTaB JICKAPCTBEHHOTO IMpemnapara, 3a HCKIIOUYEHUEM
nHpopManuu o hapManeBTHUIECKUX CyOCTAHIMX, BKIIFOYCHHBIX B TOCYIAPCTBEHHBIN PEecTp JEKapCTBEHHBIX
CPEACTB B COOTBETCTBHHM CO cTaThel 34 HacTosmero deaepabHOrO 3aKOHa:

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 462-03)

a) HauMeHoBaHue (papMaleBTHUECKON CyOCTaHIINU, €€ CTPYKTYypa, 00Iue CBOWCTBA;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

6) HaMMCHOBAHUEC U aJIp€C MMPOU3BOAUTECIIA;

B) TEXHOJOTUSl MPOU3BOJCTBA C OINHCAHMEM CTaJui MPOU3BOJICTBA M METOJOB KOHTPOJIS Ha BCEX
CTaJusAX MMPOU3BOJCTBA;

T') ONMcaHue pa3paboTKH MpoLecca MPOU3BOICTBA;

) OTIMCaHNE KOHTPOJISI KPUTHIECKUX CTaJNHN TIPOU3BOJICTBA U IIPOMEKYTOUHOH TPOTYKIIHH;
€) IOKYMEHTaJIbHOE MOATBEPKACHHUE (BAIUIAIINSA) TTPOIIECCOB U (MJIM) UX OIICHKA;

K) CBOMCTBA M CTPYKTYpa JCHCTBYIOIINUX BEIIECTB;

3) XapaKTepHCTHUKA IPUMECEi;

n) crnenudukanys Ha papManeBTHUIECKYI0 CyOCTaHIIMIO U ee 000CHOBAHHE;

K) AaHAINTHYECKHE METOJUKHM, MCIOJb3yeMble TIPU  OCYIIECTBIEHHWHM KOHTPOJIS  KadyecTBa
(hapmareBTHUeCKOM CyOCTaHITNH;

J'I) JOKYMCHTAJIBHOC ITOATBCPKIACHUC (BaJ'II/II[aHI/ISI) AHAIIUTUYCCKUX MCETOJAUK, HCIIOJB3YCMBIX IIPHU
OCYHICCTBJICHUH KOHTPOJII Ka4€CTBA (bapMaHeBTHHCCKOﬁ CY6CT8.HI_II/II/I;

M) pe3yJIbTaThl aHAJIM3a cepuil (papmaleBTHUECKOH cyOcTaHIINY;

H) MEpEeYeHb CTaHIAPTHBIX OOpa3llOB WM BEIIECTB, WCIOJIB3YEMBIX MPU OCYIICCTBICHUH KOHTPOJISI
Ka4yecTBa;

0) OTMCAHNUE XaPAKTEPUCTHK M CBOMCTB YITAaKOBOYHBIX MAaTEPHUAJIOB H YKYIIOPOYHBIX CPE/ICTB;

1) JaHHBIC O CTAOMIILHOCTH (hapMaIleBTUUECKONU CyOCTaHITNH;

P) CPOK TOJTHOCTH;

1.1) B oTHOIIEHNHU (hapMaleBTUYECKUX CyOCTaHITNI, BXOIAIINX B COCTaB JIEKAPCTBEHHOTO Mpernapara u
BKIIFOUEHHBIX B TOCYJApCTBEHHBIM pPEeCTp JIGKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTarhei 34
Hacrosero denepanbHOTO 3aKOHA, - KOMHUS JTOKYMEHTA, COJIEPIKAIIETO CIIeIYIOITy0 HH()OPMAIIHIO:

a) HanMeHoBaHue GapMaIeBTUUECKON CyOCTaHIINH, €€ CTPYKTypa, 00Ire CBONCTBA;

0) HAMMEHOBAaHUE U AJIPEC MTPOU3BOIUTEIIS;

B) pe3yJIbTaThl aHAIN3a cepuil papMalieBTUIECKON CyOCTaHIINM;

') CPOK TOJTHOCTH;
(n. 1.1 BBenen denepanbHbiM 3aK0HOM OT 27.12.2019 N 462-D3)

2) DOKyMEHT, COJep allluil CIeAyIOIIHe CBEICHUS O JIEKAPCTBEHHOM IIpenapare Ui MEAULUHCKOrO
MIPUMEHEHUS:
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(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
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(c u3m. u gon., BCTYN....

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOI'O IIpCIiapaTa A MECAULUHCKOTO IIPUMCEHCHU S,

0) onucanue (hapMaleBTHUECKON pa3paboTku (000CHOBaHUE BBIOOpA COCTaBa, MEPBUYHON YIMAKOBKH U
HHOTO);

B) TEXHOJIOTHA IPOU3BOACTBA C OIMMCAHUCM CTaI[I/Iﬁ MMpOnU3BOACTBA W METOJOB KOHTPOJSI Ha BCCX
CTagudgX IMMPONU3BOACTBA,

I') ONMCaHUE KOHTPOJISI KpUTHUECKUX CTAaui Ipolecca NpOU3BOICTBA U IPOMEKYTOUHON MPOTYKIUH;

1) HaMMEHOBAaHME M aJpec MecTa OCYIIECTBIECHHUS IPOU3BOJACTBA JICKAPCTBEHHOIO Ipernapara Jyls
MEIMLMHCKOTO TpPHUMEHEHHs (B clyyae HaJM4YUsl HECKOJBbKMUX YYAaCTHMKOB IIpollecca IPOM3BOICTBA
HE00XO0AMMO yKa3aTh KaKIOTO U3 HUX);

e) hapMareBTHIECKasi COBMECTUMOCTH;

) MUKpOOHOJIOTMYECKHE XapaKTePUCTUKH;

3) MaTepuasbHbIi OalaHC I IPOU3BOJICTBA CEPUU T'OTOBOTO MPOIYKTA;

1) OMMCAaHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MaTEpHANIOB U YKYIIOPOUYHBIX CPE/ICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BaTHIAIMs1) MPOIIECCOB IPOU3BOICTBA U (WJIM) UX OIICHKA;

n) TpebOBaHMA K KadecTBY BCIIOMOTATENIBHBIX BemecTB (ceprudukar, crenupukanus Ha
BCIIOMOTaTeJIbHBIC BEIIECTBA H X OOOCHOBAHUE);

M) AHAJIUTUYCCKHUC METOJUKU, HCIIOJIB3YEMBIC npu OCYHIECTBJICHUHN KOHTPOJIA KadyecCcTBa
BCIIOMOT'aTCJIbHBIX BEHICCTB,

H) AOKYMCHTAJIBHOC IIOATBCPKIACHUC (BaJ'II/II[aI_II/IH) AHAIIUTUYCCKUX MCTOAUK, HCIHOJBb3YCMbIX IIpU
OCYHICCTBJICHUUN KOHTPOJII Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

0) I/IH(i)OpMaI_II/ISI 00 HCIIOIL30BAaHUM BCIIOMOIaTCIbHBIX BCIICCTB YCJIOBCYUCCKOIO MW KHMBOTHOI'O
MIPOUCXOKIACHUA,

1) uHopmalys 06 UCIOIb30BAHUU HOBBIX BCIIOMOI'aTEIbHBIX BEIIECTB;

p) TpeboBaHuUs K KauecTBY JIEKAPCTBEHHOIO IpernapaTa JIjs MEAULUHCKOrO MpUMeHeHus (cepTudukar,
cnenduKanys Ha JIeKapCTBEHHBIN Mpenapar U uX 000CHOBAHHE);

C) AHAIIUTHUYCCKUC MCTOJAUKH, UCITIOJIB3YCMBIC ITPHU OCYHICCTBJIICHUU KOHTPOJISL KAYCCTBA JICKAPCTBCHHOI'O
npenapara il MEAUIUHCKOTO IPUMCHCHMA

T) JOKYMCHTAJIbHOC TIOATBCPIKIACHUC (BaJ'II/II[aIII/Iﬂ) AHAIIUTUYCCKUX MCETOAUK, MHCIIOJIB3YCMbIX IIpH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOT'O IMpEriapaTa JJI1 MCIUIUHCKOI0 IPUMCHCHUA

}7) PE3yJIbTAaThl AHAJIN30B CepI/Iﬁ JICKaApPCTBCHHOTO IIpfIiapaTta JJIsi MCAUIIUHCKOI'O MPUMEHCHU A,

&) xapakTepucTUKa MPUMECeH;

www.consultant.ru Crpanuua 41 mn3 129
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
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(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

X) NepCUCHb CTAHAAPTHBIX O6p8.3].IOB, HUCIIOJIb3YCMBIX TIpHU OCYIICCTBJIICHUU KOHTPOJISI KadeCTBa
JICKAPCTBCHHOTO IIpCIiapaTa JJIsI MCAUITUHCKOT'O MPUMCHCHU A,

11) IaHHbIE O CTAOUIILHOCTH JIEKAPCTBEHHOTO Mpernapara AJjisi MeIUIIMHCKOTO TPUMEHEHUSI.
(dactb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen dapmakonorudeckoi, TOKCHUKOJIOTHYECKONW ITOKYMEHTAIIMH BKJIIOYAeT B Ce0s OTYETHI O
pe3yabpTaTax JOKIMHUYECKUX HCCIEIOBAaHUHN JIEKAPCTBEHHOTO CPEACTBA JJIi MEIAMIIMHCKOTO MPUMCHEHUS, B
TOM YHCJIE:

1) otueT 0 hapMaKoIMHAMUYIECKUX UCCICTOBAHMSIX;
2) otueT 0 (hapMaKOKUHETHUECKHUX MCCIIEIOBAHUSX;

3) OT4ET O TOKCUKOJIOTHYECKUX MCCIIEIOBAHUSIX.
(dactsb 6 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pa3/:[en KIUHUYECKOM JOKYMECHTAIlMKM BKIHOYAacT B ce0s1 OTYETHI O pe3yiibTaTaX KIMHHYCCKUX
HCCIICIOBaHUM JICKAPCTBCHHOTO IIpellapaTa AJIsI MCAUIITUHCKOI'O IPUMEHCHUA, B TOM YHUCJIC!

1) otuetsl 00 WHCcAeNOBaHUAX OHOAOCTYMHOCTH UM  OMOPKBUBAJIEHTHOCTH, HCCJIEIOBAHUSAX,
YCTaHABJIMBAIOUINX KOPPEJSIHIO PE3YIbTATOB, MOTYYSHHBIX B YCIOBUSX in Vitro u in vivo;

2) oT4eTHl 0 (PapMAKOKMHETUUECKUX UCCIEIOBAHUSX;
3) oT4eThl 0 papMaKOAMHAMUYECKUX HCCIICIOBAHUAX;
4) oTUeTHI O KIIMHUYECKUX HUCciIe1oBaHUsAX 3D (PekTUBHOCTH U 0€30MaCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OTIBITE MPUMEHEHHS (TP HAJIMYUN ).
(dacts 7 BBeneHa denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

8. TpeboBanus k 00beMy HH(pOpPMAIHH, TPEIOCTABIIEMON B COCTaBE PETHCTPAIIMOHHOTO TOCHE, JUIS
OTHIENBHBIX BHJOB JIEKAPCTBEHHBIX MIPEMapaToB JUIsi MEAUIIMHCKOTO TPUMEHEHUS YCTaHABIMBAIOTCS
YIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM HCIIOTHUTEIIBHON BIIACTH.

(dactp 8 BBenena denepasibHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

9. B OTHOLIEHHWHU JIEKapCTBEHHBIX IPENapaToB, Pa3pelIeHHBIX Ui MEAMLMHCKOrO NPUMEHEHHs B
Poccuiickoit ®enepanuu Oojee ABagaTH JeT U B OTHOUICHUHM KOTOPBIX HEBO3MOXKHO IPOBEJCHHE
UCCIICIOBAaHNH MX OMOIKBHBAJICHTHOCTH (32 MCKIIIOYCHHEM OMOJIOTHYECKUX JIEKAPCTBEHHBIX IPENapaToB),
JIOIYCKaeTCsl BKIIOYEHHE B COCTaB pasfena (papMaKoIOTHYecKOl, TOKCHKOJIOTHYECKOH IOKyMEHTalluu |
paszmena KIMHMYECKOM JOKYMEHTAIlMd BMECTO OT4YeTa pa3padoTdMKa O pe3ysibTaTaX COOCTBEHHBIX
JTOKIMHUYECKUX HCCIEJOBAaHUN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIICAOBAHUIN JIEKAPCTBEHHBIX
IpernapaTroB Ui MEIUIMHCKOTO NpPUMEHEHHs o0030pa HaydHBIX padOT O pe3ynbTarax JOKIMHUYECKUX
UCCIIeZIOBAaHUM JIEKaPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCIIeI0OBAaHUN JaHHBIX JIEKAPCTBEHHBIX MpENnapaTos,
B TOM YHMCJIC BKJIIO4Yas OIBIT UX MOCTPECTUCTPATUOHHOTO IIPUMCHCHMU.

(wacte 9 BBenena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 475-@3)

10. IIpm rocynapCTBEHHOW perucTpanyy BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX TMpernapaTroB Ui
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(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
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(c u3m. u gon., BCTYN....

MEIUIMHCKOIO TNPUMEHEHHUs JIONyCKaeTcs BKJIIOUYEHHWE B COCTaB paszziena  (papMakoIOruyeckom,
TOKCHKOJIOIMYECKON TOKYMEHTALMHU U pa3zesia KIMHUYECKON TOKYMEHTAllMd BMECTO OT4eTa pa3paboTunka o
pe3ynbpTaTax cOOCTBEHHBIX JOKIMHUYECKHX MCCIIETOBAaHUN JIEKAPCTBEHHBIX CPEACTB 0030pa HAYyYHBIX PaboOT O
pe3yibpTaTtax JOKIMHUYECKUX HCCIEeIOBAaHUN pPeepeHTHOro JIEKapCTBEHHOIO Iperapara W IMpeJCTaBICHHE
BMECTO KJIMHMYECKHUX MCCIEAOBAHUNA B TIOJHOM OOBEME, YCTAaHOBIEHHOM pa3JelioM KIMHUYECKON
JOKyMEHTallUk, OT4eTa O pe3yjbTaraXx HcciaeloBaHUNH OMOIKBHUBAJIEHTHOCTH  BOCIPOM3BEIEHHOIO
JIeKapCTBEHHOT0 TIpernapara il MeIUWIUHCKOro npumeHeHus. He TpeOyercss mpejacraBieHue oTdeTa O
pe3yibTaTax HcciaelOBaHUKA OMOIKBHUBAJICHTHOCTH BOCIPOU3BEICHHOIO JICKApCTBEHHOTO IIperapara Jyis
MEJIMLHUHCKOIO IIPUMEHEHUs, €CIU PEruCTPUPYIOTCS BOCIPOU3BEACHHBIC JIEKAPCTBEHHBIC IPENapaTrhbl IJIs
MEJIMLIUHCKOrO IPUMEHEHUS, KOTOPBIE:

1) mnpeaHasHaueHbl MJi1 MapeHTEPaIbHOrO (MOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPHUBEHHOTO,
BHYTPUIJIA3HOTO, BHYTPUIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAPHOIO) BBEACHUS M MPEJICTABISIOT
co00i1 BOJIHBIE PACTBOPHI;

2) mpeACTaBISIOT OO0 PacTBOPHI IJIsl IEPOPATILHOTO IPUMEHEHHUS;
3) mpousBenieHbI B OpPME MOPOLIKOB WM JTHO(PUIN3ATOB Ul IPUTOTOBICHHUS PACTBOPOB;
4) ABNAIOTCA ra3aMu;

5) SABASAIOTCSA YIIHBIMM WJIM TJa3HBIMHM JIEKAapCTBEHHBIMU MperapaTaMmu, MPOU3BEIECHHBIMH B (Qopme
BOJHBIX PACTBOPOB;

6) npeaAHa3HAYCHBI AJIsI MECTHOI'O IPUMCEHCHUSA U IIPUT'OTOBJICHBI B (I)OpMC BOIOHBIX paCTBOPOB;

7) mpencTaBiA0T COOOW BOJHBIE PAcTBOPHI JUIS MCMOJNb30BaHUS B (popMe HHTraysiluil ¢ MOMOIIBIO
HeOyaiizepa WK B Ka4eCTBE HAa3aJIbHBIX CIIPEEB, IPUMEHSEMBIX C TOMOILBIO CXOIHBIX YCTPOMCTB.
(uactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. ns cnydaeB, yka3aHHbIX B myHKTax | - 3, 5 - 7 vactu 10 HacTosiei ctaTbd, BOCHPOU3BEICHHBIN
JIEKapCTBEHHBIN Ipenapar i1 MEIULIHUHCKOrO MPUMEHEHHUS JTOJKEH COAEPKATh TaKUE KE BCIIOMOTaTEIbHbIE
BElleCTBA B TaKHX >K€ KOJMYECTBaX, Kak U peepeHTHBIM JeKapCTBEHHBIN mpemnapar. Eciau coctaBbl
BCIIOMOT'aTEJIbHBIX BEIECTB DPA3IUYAIOTCS, 3asABUTEIb JODKEH IPEACTABUTH JI0KA3aTENbCTBA TOIO, 4YTO
UCTOJIb3yEeMbIE B JAHHBIX KOHIIEHTPALMSAX BCIIOMOTaTeIbHBIC BEIIECTBA HE BIMIIOT Ha 0€30MacHOCTh U (WJIH)
3¢ GEKTUBHOCTH JIEKAPCTBEHHOTO Iperapara JUisi MEAUIIMHCKOTO TIpUMEeHeHus1. B cirydae, ecnu 3asBUTENh HE
MOXKET MpPEJICTaBUTh TaKUE JI0Ka3aTeabCTBA M (WJIM) HE UMEET JIOCTyla K COOTBETCTBYIOIIMM JaHHBIM, OH
JIOJDKEH IIPOBECTH COOTBETCTBYIOIIME HCCIEHOBAaHUS Ul JI0KA3aTEIbCTBA OTCYTCTBMS BIIMSIHUSL Pa3HbIX
BCIIOMOTATENbHBIX BEIIECTB WM BCIOMOTAaTEIbHBIX YCTPOMCTB Ha Oe3omacHOCTh M (Wiu) 3¢ (HEeKTUBHOCTH
JIEKapCTBEHHOI'O Ipenapara Uil MEAULIMHCKOIO IPUMEHEHUS B MOPSIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
(beneparbHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

(uactp 11 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12. Tlpu rocyaapCTBEHHOW perucrpanvu KOMOWHAIMI paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernaparoB Ui MEAMLIMHCKOIO  IPUMEHEHHs  JONYyCKaeTcs BKIYEHHE B COCTaB  paszena
(apMakoIOrn4ecKoil, TOKCUKOJIOTHYECKON TOKYMEHTAllUU M pa3jiena KIMHUYECKOH JTOKYMEHTAallud BMECTO
oTyera pa3paboTuuKa O pe3yibTaTaX COOCTBEHHBIX JOKIMHUYECKUX MCCIIEOBAHUN JIEKapCTBEHHBIX CPEJICTB
0o030pa HayyHBIX pPabOT O pe3yiabTaTax JOKIMHUYECKHX HCCICAOBAaHUHM pedEepeHTHBIX JIEKaPCTBEHHBIX
MpernapaToB, BXOJAUIMX B COCTaB KOMOMHALIMM JIEKAPCTBEHHBIX IIpernaparoB, M 00 OTCYTCTBUM HX
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B3aMMOJCHCTBHSI B OHOM JIEKapCTBEHHOM popme.
(uactp 12 BBeneHna denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

13. Ha skcnepTusy pa3iuyHbIX JIEKAPCTBEHHBIX ()OPM OJIHOTO M TOTO XK€ JIEKAPCTBEHHOTO Iperapara
JUISI METUIIMHCKOTO MPUMEHEHUS 3asSBUTEIb IIPEACTABIISIET OTACIBHBIE 3asBJICHHAS U PETUCTPALMOHHBIEC JOCHE
Ha KaXIylo JekapcTBeHHyro ¢Gopmy. Ilpu ycinoBuM oOAHOBpEMEHHOW IMMOAAaYM Ha OKCIEPTU3Y OIHOU
JIEKapCTBEHHOM (hOpMBI C Pa3IMYHBIMM J03UPOBKOHM, KOHLEHTpalUei, 00beMOM 3asBUTEIb MPEACTaBIAET
OJIHO 3asBJICHUE U PErMCTPALMOHHOE JO0ChE C NPUIOKEHHUEM MAKETOB YIAKOBOK Ha KaXXIYH0 IO3MPOBKY,
KaX/1yl0 KOHLEHTPAIHIO, KaX/Iblii 00beM U KaXJ10€ KOJIMYECTBO /103 B YIIAKOBKE.
(uactp 13 BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

14. Tlpu rocymapCTBEHHOW peructpauuu oOp¢daHHOTO JIEKAPCTBEHHOTO TIpernapara 3asBHUTEIb
npeAcTaBIsieT nHopMaIroo, HEOOXoMUMYH0 Jia (OPMHUPOBAHUS pa3zelia KIMHUYECKON TOKyMEHTAIluH, B
o0beMe, YCTAaHOBJICHHOM YIOJTHOMOUYEHHBIM (pe/iepaibHbIM OpPraHOM HMCIOJIHUTENIBHO BJIACTH.

(uacts 14 BBeneHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. HpI/I perucTpanuu OHOJIOTHYCCKOTO JICKApCTBCHHOT'O IIpCIriapara, MOJYUYCHHOTO U3 KPOBH, IJIA3MBbI
KpPOBH YCJIOBCKA, B COCTAaBC PCTHUCTPALMOHHOI'O OOCHC Ha HeKapCTBCHHBIfI npenapar i1 MCAUIHUHCKOI'O
MNPUMCEHCHUA JOJIKHBI OBITh MMpEACTABJICHBI JOIMMOJIHUTCIIBHO!

1) B pa3zaene JOKyMEHTAIMH aIMUHUCTPATUBHOTO XapakTepa JOKYMEHT, coep ainuidi HHPOPMAITHIO O
cyOBbeKTax oOpalieHus JOHOPCKOH KPOBH U (MJIH) €¢ KOMIIOHEHTOB, O TOM, TJi¢ ObljIa OCYIIECTBJICHA JOHAIUS
(kpoBM W (MnM) TJIa3Mbl KPOBHM), a Takxke OaHHble 00 WH(EKUMOHHBIX 3a00JIEBaHUSAX, MEPEHAAIOIIUXCS
MapeHTepaIbHBIM IyTeM, HH(popMaIus o cyObeKTax oOpalieHus JOHOPCKOM KPOBH U (W) €e KOMIIOHEHTOB,
B OTHOIICHUU KOTOPBIX OCYIIECTBISAETCSI KOHTPOJb JOHOPCKOM KPOBHU U (MJTH) €€ KOMIIOHCHTOB;

2) B pa3zzene XUMUYECKOU, (hapMarieBTHUECKON 1 OMOJIOTMYECKON TOKYMEHTAllUU:

a) KpUTEpUH U CHocoObl OTOOpa, TPAHCIOPTUPOBAHMS M XpPaHEHHs] JOHOPCKOM KpOBH U (WIK) ee
KOMIIOHEHTOB;

0) pe3ynbpTaThl MCCIEAOBAaHHH OTOOPAHHBIX JOHOPCKOM KpPOBM M (MJM) IJIa3Mbl KPOBU M IIyJIOB Ha
HaJM4yue Bo30yauTenel nHpEeKui, BKitoyas MHGOpMaIiio 00 UCIOIb30BaHHBIX METOMKAX UCCIIEA0BAaHUN U
B Clly4ae MCCJIEI0BaHUS IYJIOB IUIa3Mbl KPOBH PE3YJbTAThl JOKYMEHTAJIBHOTO MOATBEPKACHUS (Balulallin)
WCII0JIb30BAHHBIX METOJIUK;

B) TEXHHUYECKHE XapaKTEPUCTUKU YMAKOBKH JJii OTOOpa JOHOPCKOW KpOBU M (MJIM) IUIa3Mbl KPOBH,
BKJII0Yasi MHPOPMALIMIO 00 MCII0JIb30BaHHBIX PACTBOPAX aHTUKOATyJISHTOB.
(uacts 15 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

16. Knunnueckue ucciaeaoBaHus JIEKApCTBEHHOTO MpernapaTa sl MEAUIIMHCKOTO MIPUMEHEHHUS B LESIX
€ro TOCyJapCTBEHHOM perucrpauuu npooasTcs B Poccuiickoilt Penepauuu B MOPAJIKE, YCTAHOBJICHHOM
ctatbsiMu 38 - 44 Hacrosero ®enepaibHOro 3aKoHa. OTUET O MPOBENEHHBIX MCCIEA0BAHUAX BKIIOUAETCS B
COCTaB paszjeia KIMHUYECKOW JTOKYMEHTAIlMM PETHMCTPAIMOHHOIO J10ChE€ Ha JIEKApCTBEHHBIA mpemnapar IJist
MEIUIMHCKOIO MpUMEHEHUs. [l JeKapCTBEHHBIX MpenapaToB JUIsi MEIUWLMUHCKOTO IPUMEHEHHUs, B
OTHOLIEHUU KOTOPBIX B PE3YJIbTAT€ SKCHEPTU3bl JTOKYMEHTOB, NPEICTABICHHBIX IJs1 OMNpEIeICHUs
BO3MO>XHOCTH pPacCMaTpuBaTh JIEKAPCTBEHHBIA IMpenapar s MEIMIMHCKOrO IPUMEHEHUS B KayeCTBE
op(haHHOTO JIEKAPCTBEHHOTO TIperapara, Takas BO3MOKHOCTh NIPU3HAHA M B OTHOIICHHH KOTOPBIX MPOBEICHBI
KJIMHUYECKUE WCCIEIO0BaHMs, BBIIOJHEHHbIE 3a mpenenamu Poccuiickon ®enepannv B COOTBETCTBUHU C
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NpaBWIaMU HajaJjexalield 1a0opaTOpHOM MpakTHKU M NpaBWIaMU HaJyuleXkallell KIMHUYEeCKOH NpaKTHKH,
JIOTIYCKAeTCsl BKJIIOYEHHE B COCTAB pa3jiela KIMHUYECKOW JOKYMEHTAallMM BMECTO OTYETa O pe3yjbTaTax
KJIMHUYECKUX MCCIIEN0BAaHUM JIEKapCTBEHHOI'O IIpernapara A MEJUIMHCKOrO0 IMPUMEHEHUs, IPOBEJCHHbBIX B
Poccniickoit denepanuu, oTdyera 0 pe3ysbTaTax KIMHWUYECKUX HCCIENOBAaHUM, BBIIIOJHEHHBIX 32 IIPEACIIaMU
Poccuiickoit deneparumn.

(dactp 16 BBenena denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

Kouncynpsraurtlloroc: mpuMeuanue.
C 01.01.2021 4. 17 ct. 18 uznaraercsa B HoBoi peaakuuu (O3 ot 27.12.2019 N 478-D3).

17. 3asBuTenp BOpaBe MPEICTAaBUTh IO COOCTBEHHON WHUIMATHBE BMECTE C 3asBICHUEM O
rOCYJapCTBEHHOIN pEerucTpaluy JIEKapCTBEHHOrO Mpemnapara Al MEAUIMHCKOIO MPUMEHEHHUS JOKYMEHTHI,
MOATBEPKJIAIOIINE YIIATy TOCYJIapCTBEHHOM MONIUIMHBI M yKa3aHHble B NyHkTe 10 yactu 2 HacTosiueu
cTaThl. B ciydae uX HENpeACTaBICHHS COOTBETCTBYIOIIUN YIIOJHOMOUYEHHBINH (enepanbHblii  OopraH
WCTIOTHUTENILHONW BJIACTH TPOBepsieT (aKT yIuiaThl TOCYJAapCTBEHHOW MOILIMHBI 3asiBUTEIEM IOCPEICTBOM
WCIIONBb30BaHus MHpopManuu 00 yruiate rocyJapCTBEHHOM MOIUIMHBI, coaepikameics B ['ocyaapcTBeHHOM
uHGOPMAIIMOHHON CHCTeME€ O TOCYJapCTBEHHBIX U MYHUIUNAIbHBIX IJIaTeXaX, HAa OCHOBAaHUU
MIPEICTABICHHBIX 3aBUTENIEM KOMHM TOKYMEHTOB, IOATBEPKAAIOIIUX YIIJIATy TOCY1aPCTBEHHOMN MOLIIUHBI.
(dacte 17 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18. He nomyckaeTcss HWCHONB30BaHWE B KOMMEPYECKHX IENsAX WHPOPMAIMM O pe3yibTarax
JTOKJIIMHUYECKUX WCCIICIOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHHYECKHUX HCCIICIOBAHUHN JICKapCTBEHHBIX
MpernapaToB Uil MEAWIIMHCKOTO TMPUMEHEHHS, TIPEJCTABICHHOW 3asBHUTEIEM JUIS TOCYJapCTBCHHOU
perucTpaluu JeKapcTBEHHOTO Mpemnapara, 0e3 ero corjiacusi B TeUeHHUE LIECTH JIeT ¢ JaThl TOCyAapCTBEHHON
peructpanuu peepeHTHOro JeKapcTBeHHOTo npemnapara B Poccuiickoit deneparuu.

(dacts 18 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19. [epxarens WM BIajelel] PErHCTPAlMIOHHOIO YJOCTOBEPEHMs JIEKAPCTBEHHOIO Ipernapara Ha
OMOTEXHONOTMUECKUA WM Op(aHHBIM JIEKApCTBEHHBIH IpemnapaT 00s3aH NPEJOCTaBIATh HAa BO3ME3JIHOMN
OCHOBE 00pa3slbl pedepeHTHOro JIEKapCTBEHHOIO Ipenapara 3asBUTENSIM JUIsl HMPOBEACHUS KIMHUYECKUX
uccienoBaHuid. CTouMocTh 00pa3ua pedepeHTHOro JIEKapCTBEHHOIO Ipernapara, BKJIIOYEHHOTO B IepeueHb
KHU3HEHHO HEOOXOAMMBIX M BaXXHEHWIIMX JIEKAPCTBEHHBIX MpENapaTroB, HE [JOJDKHA IPEeBBINIATH
3apEeruCTPUPOBAHHYIO MPEACTbHYIO OTIYCKHYIO IIeHY Ha peepeHTHBIN JIEeKapCTBEHHBIN Mpenapar Wi HeHy
Ha JIEKAPCTBEHHBIN IIpenapaT B CTpaHe MPOU3BOIUTEIS.

(uactp 19 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20. 3asBneHHE O TOCYJAPCTBEHHON PErucTpanyyd BOCIPOU3BEACHHOTO JICKAPCTBEHHOTO IMpenapara IJist
MEAMIIMHCKOTO MPUMEHEHHSI MOXKET OBbITh MOAAHO B YIIOJHOMOYEHHBIHN (peiepalibHbIil OpraH NCIOTHUTEIBHON
BJIACTH, OCYILIECTBISIOMIMN TOCYAAPCTBEHHYIO PETHCTPALMIO JIEKAPCTBEHHBIX MPENaparoB, MO HCTEYEHUU
YeTblpex JIeT C JaTbl TOCYIAapCTBEHHOM PpEerucTpaluuu peQepeHTHOro JEeKapCTBEHHOTO Ipernapara B
Poccuiickoit denepanumu.

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

21. 3asBieHHE O TOCYJIApCTBEHHON perucTpanuu OmoaHaoroBoro (OMOMOJ00HOTO) JIEKAPCTBEHHOTO
npenapata (6MoaHajgora) MOXeT ObITh MOJAHO B YHNOJHOMOYEHHBIH (hefepabHbli OpraH MCIOJHUTEIbHON
BJIACTH, OCYILIECTBIIIOIIMNA TOCYAAPCTBEHHYIO DPETUCTPALMIO JIEKAPCTBEHHBIX IPENapaTroB, MO HCTEUEHUU
TPeX JIET C AaThl TOCYAAPCTBEHHON pEerucTpanuu pedepeHTHOro JEKapCTBEHHOro mnpenapara B Poccuiickoi
®denepauuu.
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(uacts 21 BBeneHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WM BIAJAENEll PETUCTPAIMOHHOTO YAOCTOBEPEHUsSl JIEKApCTBEHHOrO Iperapara
MPEJICTABISET B YIOJHOMOYCHHBIN (efepanbHblii OpraH HUCHOJHUTEIBLHOW BIACTH, OCYIISCTBIISIOIINAN
(YHKITUU TI0O KOHTPOJTIO M HAJ[30pY B cepe 3paBOOXpaHEHUs, OTUYET 10 pe3ysibrataM (hapMakoHaI30pa OJuH
pa3 B IECTh MECSIIEB B TEYEHHUE JABYX JIET MOCIE rOCYAAPCTBEHHOW PErucTpalyy JEKapCTBEHHOIO Ipenapara
B Poccuiickoii @enepannn, €XEroqHo B TE€YEHUE MOCIEAYIOMIMX TPEX JIET U B JAJIBHEUIIEM OJIUH pa3 B ISATh
JIeT.

(dacts 22 BBeneHa DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 19. lpuHATUE pelleHMA O BblAaye 3KCMEePTHOMY YUYpexAeHUI0 3afaHuMA Ha
npoBeAeHMe 3KCNepTU3bl NIEKapCTBEHHOro cpeAcTBa
(B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Teuenue necsatu pabo4yMx AHEH CO JHS NPUHATHS 3asBICHUS O TOCYAAPCTBEHHOW perHUCTpaluu
JIEKApCTBEHHOTO TIpernapaTa COOTBETCTBYIOIIMN YIOJHOMOYEHHBIN (efepaabHblii OpraH HCIOJIHUTEILHON
BJIaCTU MPOBOAUT MHPOBCPKY IMOJIHOTHI, JOCTOBECPHOCTU U IPABUIBHOCTHU Oq)OpMJ'IeHI/ISI MpEaACTaBJICHHBIX
JOKYMCHTOB PETUCTPALIMOHHOI0 OJOCHBE Ha J'IeKapCTBeHHHﬁ npernapat U NpUHUMACT PCHICHUC O BbIJAYC
3a/laHus Ha NIPOBEJICHUE:!

1) oaKkcmepTu3bl JOKYMEHTOB, NPEICTABICHHBIX Ui ONpeAeNieHUusT BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIA Tpenapar [uisi MEAMIMHCKOrO MPUMEHEHHS I[P OCYLIECTBIECHUU TOCYAapCTBEHHOU
perucTpanuu B KauecTse ophaHHOTo JIEKAPCTBEHHOTO IIPperapara;

2) SKCHICPTU3LI JICKAPCTBCHHOI'O CPEACTBA B YAaCTU 3KCHCPTU3BI KAaUCCTBA JICKAPCTBCHHOI'O CPCACTBA U
OKCIICPTHU3bI OTHOIICHUA O}KH)IaeMOfI IMOJIB3bI K BO3BMOXXHOMY PUCKY IPUMCHCHUS JICKAPCTBCHHOI'O ITpEIiapaTa
A1 MEAUITUHCKOT'O ITPUMCHCHUS

3) SKcmepTHU3bl JIGKAPCTBEHHOTO CPEJCTBA B YACTH AKCIEPTHU3bI KaueCcTBa JIEKAPCTBEHHOTO CPEACTBA U
SKCHEPTU3bl OTHOIICHUS 05KMIA€MOM MOJIb3bl K BO3MOKHOMY PUCKY PUMEHEHUS JIEKAPCTBEHHOTO IIpernapara
JUISL MEIMLIMHCKOTO IIPUMEHEHM B MTOPSIAKE YCKOPEHHOM MPOLEAYPBI SKCIIEPTU3BI JICKAPCTBEHHBIX CPEICTB B
COOTBETCTBUU CO CTaThell 26 HacTosmero deaepaibHOro 3aKOHa;

4) oKcmepTH3bl JIGKAPCTBEHHOTO CPEJICTBA B OTHOIICHUHM JICKAPCTBEHHOTO TIpemapara i
BETEPUHAPHOTO IPUMEHEHHS.

2. Y0IHOMOYEHHBIN (hefiepaibHbIA OpraH UCIIONHUTENIbHON BIACTH YBEJJOMIISIET B AJIEKTPOHHOM (opme
WK Ha OyMa)KHOM HOCHTEJIE 3asIBUTENS U KCIIEPTHOE YUPEXKJICHHE O MPUHATOM PELICHUH O BblJaue 3aJaHui
Ha TPOBEJICHHE SKCIEPTU3, PEAYCMOTPEHHBIX YacThi0 1 HACTOSIIEH CTaThH, U B CIIy4ae HEOOXOIUMOCTH O
BbIJIa4€e pa3penieHus Ha BBo3 B Poccuiickyro Denepannio KOHKPETHOM TapTUH, CEPUH 3aPETUCTPUPOBAHHBIX U
(1K) He3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM 00 OTKa3e B MPOBEACHUU INMPEAYCMOTPEHHBIX
9KCIIEPTHU3 C YKa3aHUEM IIPUYUH TAKOTO OTKAa3a.

3. B cayuyae BbISBICHHS OTCYTCTBHSI WJIM HEIOCTOBEPHOCTH WH(pOpMammu, coaepxaiiencs B
MPEJCTABICHHBIX 3asiBUTEIEM JTOKYMEHTaX, YIIOJIHOMOUYEHHBIN (hefiepaibHbli OpraH UCIIOJHUTEIbHON BIACcTH
HanpaBisieT 3asBUTENIO 3ampoc 00 YTOYHEHHMH 3TOW MHQPOpMauuu (Jajnee - 3ampoc YMOJTHOMOUYEHHOTO
(denepaTbHOTO OpraHa WCHOJHHUTENBHOW BIACTH), KOTOPBI MOXET OBITh IepelnaH YIOJTHOMOYEHHOMY
MIPEICTaBUTENIO 3asBUTENS JIMYHO TOJ PACIMCKY, HAlpaBJIEH [0 MOYTE 3aKa3HbIM MHCbMOM WM TepefaH B
JNEKTPOHHON (opMe MO TEeIeKOMMYHHKAIMOHHBIM KaHalaM CBsi3u. B ciyuyae HampaBieHHs 3ampoca
YHIOJTHOMOYEHHOTO (pelepalbHOTO OpraHa HUCHOJHUTENbHOM BJIACTH MO TMOYTE 3aKa3HbIM MHCHMOM OH
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CUHUTACTC IMMOJTYYCHHBIM 1O HCTCUCHUU LICCTU JIHEM ¢ JaThl HaIlpaBJICHUA 3aKAa3HOI'O MMUCbMaA.

4. 3asButenb o0s3aH TPEJACTABUTH OTBET Ha 3alpoC YMOJTHOMOUYEHHOro (eAepaibHOro oOpraHa
WCIIOTHUTEJIbHON BJIACTH B CPOK, HE MPEBBIMIAIOIINM AEBAHOCTA pabouux AHEH co JHs ero noiydeHus. Cpok,
YKa3aHHBIM B 4acTU | HACTOSIIEH CTaTbH, MPUOCTAHABIMBAETCA CO JIHS HAIPABIICHUS 3asSBUTENIO 3aIpoca
YIOJIHOMOYEHHOTO  ()eZIepaIbHOTO0  OpraHa  HMCHOJHUTEIBRHONM  BIACTH 10 JHS  TIOJYYCHHUS UM
COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHHEM ISl OTKa3a B OPTaHU3AlUU SKCIIEPTHU3, MPEAYCMOTPEHHBIX YacThi0 | HACTOSIIEH cTaThy,
SIBIIICTCS TIPEJICTABICHUE HEOOXOMUMBIX [JIsl TPOBEACHUS MPEIyCMOTPEHHBIX AKCIEPTH3 JOKYMEHTOB B
HEMOJHOM O0bEeMe WM HENpPEICTABICHNE 3asBUTENIEM B YCTAHOBICHHBIH CPOK OTBETa Ha 3ampoc
YIOJIHOMOYEHHOTO (heJIepaIbHOTO OpraHa UCIOJIHUTEILHOMN BJIACTH, a TAK)Ke MPEJICTaBIICHUE TOKYMEHTOB, HE
COJIEpXKAIINX NCUYEPIIHIBAIOIIETO TIEPEUHS HEOOXOUMBIX CBEJICHUIA.

6. [Ipu oTka3e B OpraHu3aiuu 3KCIEPTU3bI, IPEIYCMOTPEHHOM MYHKTOM 4 yacTh | HACTOSIIEH CTaThH,
JOKYMEHTBI, BXOASILINE B COCTaB PETHCTPALIMOHHOIO JOCHE Ha JIEKAPCTBEHHBIN IIpenapaT 1Ji BETEPUHAPHOTO
MPUMEHEHHS, MOTYT ObITh BO3BPAILCHBI 3asBUTEII0 HA OCHOBAaHUM €r0 MMCbMEHHOT'0 3alpoca, HalpaBJIeHHOTO
B YHOJHOMOYEHHBIH (eiepaabHbIii OpraH MCIOJHUTEIBHON BIACTH B TEUCHHE TPHILATH pabouuMx AHEH CO
JHSl TIPUHATUS YTIOJTHOMOYEHHBIM (pellepaibHbIM OpPraHOM HCIIOJIHUTENBHOM BJACTHU pelieHus o0 oTkaze B
OpraHM3alli TaKoH HKCIEepPTHU3bl. YTIOJIHOMOYEHHBIH (QeaepanbHbIi OpraH HCIOJHUTENIBHON BIIACTH
BO3BpALIAET 3asABUTENIO0 yKa3aHHbIE JOKYMEHTbl B TEYEHHUE JECSATH pPadO4YMX JAHEH cO JHSA IOJIy4eHUs
COOTBETCTBYIOILIETO 3aMpOCa 3asIBUTEIIS.

(uactb 6 BBeneHa PenepanbHbIM 3aKk0HOM 0T 02.08.2019 N 297-D3)

Cratba 20. OJkcneptusa [OOKYMEHTOB, nNpeaAcTaBneHHbIX Ans  onpeaeneHusi
BO3MOXHOCTU paccMaTpuBaTb JieKapCTBEHHbLIW npenapaTt AN MeAULUHCKOro npumMeHeHus
npM  OCYLIEeCTBNIEHUA TroCyAapCTBEHHOW  perucTpauMm B  KadectBe opdaHHOro
neKkapcTBEHHOro npenapara

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

1. DkcmepTusza OKYMEHTOB, TMPEACTABICHHBIX IS OINPEACIICHUs] BO3MOXKHOCTH pacCMaTpUBATh
JICKapCTBEHHBIM TIpemapar Jyisi MEAWIIMHCKOTO TPUMEHEHHUS TPU OCYIIECTBICHUH TOCYAapCTBECHHOU
perucTpanu B KadecTBEe OpGdaHHOTO JIEKAPCTBEHHOTO IIpenapara, COCTAaBJICHHE KOMHUCCHEW DKCIEPTOB
3aKJIIOUYEHUST O BO3MOXHOCTH WJIM HEBO3MOXXHOCTH paccMaTpuBaTh JIEKApCTBEHHBIM Mpemapar ais
MEIHUIIMHCKOTO TPUMEHEHUSI MPHU OCYIIECTBIEHUU TOCYAapCTBEHHOW PErHCTpalli B KauecTBe Op(aHHOTO
JICKapCTBEHHOTO Tperapara U HalpaBlieHUE JaHHOTO 3aKIIOYCHHS B YIOJHOMOYCHHBIN (eepabHBIN OpraH
WCTIOTHUTEIPHOW BJIACTHU OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMAIOMIMNA TPUALIATH PadOYUX IHEW CO JIHA
TIOJTYYEHUS IKCTIEPTHBIM YUPEXKICHUEM 3aJaHusl YIIOJTHOMOUYEHHOTO (heIepaibHOTO OpTraHa UCTIOTHUTEITHHOU
BJIACTH M B JJIEKTPOHHOUW (popme mim Ha OYMa)KHBIX HOCHUTEISIX HEOOXOAMMBIX JOKYMEHTOB, YKa3aHHBIX B
nyHkrax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 crareu 18 Hacrosmero deaepaybHOro 3aKOHa.

2. JIOKyMEHTBI, COJEpKalluecsi B PpErucTpalMOHHOM JIOCh€ Ha JIEKapCTBEHHBIM Ipenapar u
MIOCTYIIUBLINE HA OYMa)KHbIX HOCUTEJSIX B AKCIIEPTHOE YUPEXKIECHUE JJIs1 OCYIECTBICHUS UX dKCIIEPTU3bI AJIs
orpeziesieHUus] BO3MOKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM INpemnapar Uil MEIWLIUHCKOTO NMPUMEHEHHUS B
KauecTBe Op(aHHOrO JIEKAPCTBEHHOrO IMpernapara, MoJyIeskaT BO3BpaTy B YIOJHOMOYEHHBIN (eaepaabHbIN
OpraH MCIOJIHUTEIbHOMN BJIACTH OJHOBPEMEHHO C 3aKJIIOYEHUSIMHU COOTBETCTBYIOLIUX 3KCIEPTHU3.

Cratba 21. PeweHue 0 BO3MOXHOCTU paccMaTpuBaTb JIeKapCTBEHHbIA NpenapaTt npu
OCYyLLEeCTBJIEHUN FOCyAapCTBEHHOW perncrpaumm B KayecTBe opdaHHOro rieKapCTBEHHOro
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npenapara
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, HE TIPEBBIIAONINN TSATH pabOYUX JHEH CO JTHS MOTYYEHHUS 3aKJIIOUCHUS], YKa3aHHOTO B YaCTH
1 crateu 20 HacTosmero deaepasbHOrO 3aKOHA, YMOJHOMOYCHHBIN (efepalibHbIl OpTaH WCIOJHUTEIbHON
BJIACTU OCYILECTBIISIET OLICHKY ITOJIyYEHHOTO 3aKJIIOUYEHUs JJIsl ONPEACIICHUs] €ro COOTBETCTBHS 3a/IaHUI0 Ha
MPOBEJICHHE COOTBETCTBYIOIIEH OSKCHEPTHU3bl U YBEIOMIISET 3asBUTENs B SJEKTPOHHOW Qopme HIM Ha
OyMa)XHOM HOCHUTENE O pe3yJbTaTax MPOBEACHHON HKCIEPTU3bl C MPHIOKEHHEM KOMHUU JKCIEPTHOTO
3aKJIIOYCHUsT (C COXpaHEeHHEM KOH(MUICHIMAILHOCTH WH(OPMAIIMH O COCTaBE SKCIEPTHOW KOMHUCCHUH) H O
BO3MOXHOCTH WJIM HEBO3MOXHOCTHM pacCMaTpuBaTh JIEKAPCTBEHHBIA Ipenapar Uil MEIULIHMHCKOIrO
MIPUMEHEHHUS TIPH OCYIIECTBJICHUH TOCYJApPCTBEHHOW PETHCTpallid B KauyecTBE Op(aHHOTO JIEKAPCTBEHHOTO
npenapara.

2. Ilpu BbIHECEHNM KOMUCCUEN SKCIEPTOB 3aKIIOUEHUS O BOBMOKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBII
npernapar i MEAUIUHCKOTO NMPUMEHEHUS MPHU OCYLIECTBIEHUU TOCYIAPCTBEHHON PErMCTPALlMA B KaU€CTBE
op(haHHOTO JIEKApPCTBEHHOTO IperapaTa yIOJTHOMOUYCHHBIH (eepabHbII OpraH UCTIOJHUTEIHHOW BJIACTU B
CpOK, HEC HpeBI)IHIaIOHII/Iﬁ IIATH pa6oq1/1x [[Heﬁ CO IHA IMOJYYCHHA OAHHOTO 3aK/IIOYCHHA, IPUHUMACT PCIICHUC
O BbBIJA4YC 3aJlaHUA Ha MNPOBCIACHHUC OKCICPTHU3BI Kad€CTBa JICKAPCTBCHHOI'O CpeACTBA U OSKCICPTU3LL
OTHOLLUEHUS OYKHUJAEMOHM MOJb3bl K BO3MOXHOMY PHUCKY IPUMEHEHHUs JIEKapCTBEHHOI'O Mperapara s
MEIUIMHCKOTO MPUMEHEHHS B MOPSAJIKE YCKOPEHHOM MpOLEIypbl KCIEPTU3bl JEKAPCTBEHHOTO CPEACTBa B
COOTBETCTBHUU CO CTaTbel 26 HacTosiero deaepalbHOro 3aK0Ha.

3. B cnydae mpuHSTHS pElIEHUS O HEBO3MOXXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM IpemapaT Uit
MEIHUIMHCKOTO MPUMEHEHHsI TPH TOCYAAPCTBEHHOW PETUCTPAIHM B KadyecTBE OP(AaHHOTO JIEKapPCTBEHHOTO
npernapaTa yINOJIHOMOYEHHBIM (¢eaepanbHbIi OpraH HCHOJHUTENBHON BIAcTH MpeKpallaeT Mpoleaypy
rOCYJapCTBEHHON  pPErucTpaluy JIEKApCTBEHHOIO IIpernapara. 3asBUTENb  BIpaBe OOpaTUTbCS B
PETUCTPUPYIOIIMK OpraH ¢ 3asdBJIEHHEM O TOCYNapCTBEHHOM pETMCTpallMy YKa3aHHOTO JIEKapCTBEHHOI'O
IpenapaTa B COOTBETCTBHHU €O cTraThell 18 Hacrosmero denepanbHOro 3aKOHa.

Cratbsa 22. YTpatuna cuny ¢ 1 uniona 2015 roaa. - PeaepanbHbiA 3akoH oT 22.12.2014 N
429-03.

Cratbsa 23. SKcnepTusa Ka4yecCcTBa JIeKapCTBeHHOro cpeanctBa M 3KcnepTn3a OTHOLLEeHUsA
oXuaaemou Mosib3bl K BO3MOXHOMY PUCKY NMPUMMEHEHUsl fieKapCTBEHHOro npenapara ans
MeAULIMHCKOro NnpuMeHeHus

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

1. Okcnepru3a KadecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIIEPTH3a OTHOILICHUS OKUIACMOW IOJB3BI K
BO3MO>KHOMY PUCKY NIPUMEHEHMSI JIEKAPCTBEHHOT'O IIpenapara Jjsi MEJULMHCKOTO IPUMEHEHUs, COCTABIICHUE
KOMMCCHUAMHU DKCIEPTOB 3aKIIOYCHUN 110 pe3yjbTaTaM IPOBEICHHBIX JKCIIEPTU3 U HAIPABICHUE 3THUX
3aKJIIOYCHUH B YIIOJTHOMOYEHHBIN (DefiepaibHbIi OpraH UCIOJHUTEIBHOM BIACTH OCYLIECTBISIIOTCS B CPOK, HE
MIPEBBIIAIONINN CTa JECATH padOUHX JTHEH CO THS IMOyYEHUS SKCIIEPTHBIM YUPEKICHUEM COOTBETCTBYIOIIETO
3a/laHusl YIIOJIHOMOYEHHOTO (heiepabHOr0 OpraHa MCIOJIHUTEILHON BJIACTH U HEOOXOAUMBIX JTOKYMEHTOB B
JIEKTPOHHOMN (hopMe WK Ha OyMaXKHbIX HOCUTEIIAX.

2. B TeueHue AeBSIHOCTA HEHM CO AHSA MOJyYEHHs PEIIEHHUs YIOJHOMOUYEHHOIo (hefepalbHOrO OpraHa
WCIIOJIHUTEJIBHON BJIAacTH O IPOBENEHUHM OKCIEPTHU3, NPEIYCMOTPEHHBIX 4YacTbio | HacTosAled cTaThby,
3asiBUTEIb MPEJCTABIAET B OKCIIEPTHOE YUPEKIACHUE UL IPOBEACHUS SKCIIEPTU3bI KaueCcTBa JIEKAPCTBEHHOIO
cpelacTBa 00paslibl JIEKapCTBEHHOTO IIpernapaTta Jii MEIULUHCKOTO IPUMEHEHHs, NPOU3BEICHHOIO B
COOTBETCTBUM C TpeOOBAHUSIMH OIBITHO-MPOMBIIUIEHHOTO ¥ (MJM) TMPOMBIIUIEHHOTO pETJIaMEHTOB,
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YTBCPKACHHBIX PYKOBOAUTCIIEM IMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB, a4 TAKKE B COOTBCTCTBYIOIIHX
clryvasx 06pa3u51 (I)apMaueBTqucxoﬁ CY6CTaHLII/II/I, TCCT-IITaMMa MHKPOOPTaHHU3MOB, KYJIbTYPbl KJIICTOK,
o6pa3u1;1 BCUICCTB, MPUMCHACMBIX IJId KOHTPOJISI KAa4YCCTBA JICKAPCTBCHHOI'O CPCACTBA IMYTEM CpPaBHCHUSA C
HUMHU HCCICAYEMOr'0 JICKAPCTBCHHOI'O CpEACTBA, B KOJHUYCCTBAX, HGO6XOI[I/IMLIX AJise BOCIHPOU3BCACHUA
MCTOAOB KOHTPOJIAA Ka4€CTBA.

3. Ilpu mnomydyeHun oOpa3LOB JIEKApPCTBEHHOTO Impenapata U (apMaleBTHUECKOW cyOcTaHIMU
9KCHEPTHOE YUPEXKIEHHE BbIIACT 3asIBUTEIIO JTOKYMEHT, TOATBEPKAAIONINIH M0JTyuyeHHE yKa3aHHbIX 00pas1ioB,
U B CPOK, HE IMPEBBIAIOUINNA TpeX pabouux IHEH, yBEIOMIISET B 3JCKTPOHHOHN (opme miu Ha OyMakKHOM
HOCHUTEJIE 00 3TOM YIIOJIHOMOYEHHBIN (e/iepaabHbIil OpraH UCIIOTHUTEIBHOM BIACTH.

4. VkazaHHble B 4HacTsAX 2 W 3 HaCTOSILEH CTaThU CPOK JUIsl MPEJCTaBICHMS 3asgBUTEIEM 00pa3LioB
JIEKapCTBEHHOTO Tpenapara # (papMameBTHYECKON CYOCTaHIIMM W CPOK YBEIOMJICHHS DSKCHEPTHBIM
yupekaeHueM 00 3TOM Ha OyMa)KHOM HOCHUTEJe YHOJHOMOUYEHHOTO (peiepanibHOro opraHa UCIOJIHUTEIbHON
BJIACTH HE BKJIIOYAIOTCS B CPOK IIPOBEJEHMS SKCIIEPTU3, IIPELYCMOTPEHHBIX YaCThIO | HACTOSAIIEH CTaTbH.

5. JIOKyMEeHTBI, IIOCTYIMBIIME B DOKCIEPTHOE YYPEKIAEHUE [UI1 IPOBEACHUS  OKCIEPTHU3,
MPEIYCMOTPEHHBIX YacThi0 | HACTOSIIEH CTaThH, MOAJIEKAT BO3BPATYy B YIOJHOMOYEHHBIH (heaepabHbIN
OpraH WCIIOJIHUTEJIBHOM BIIACTH OJHOBPEMEHHO C 3aKIKOYEHUSMH, I[IOJYYEHHBIMM IO pe3yjbpTaTaM
COOTBETCTBYIOIINX IKCIEPTHU3.

CrtaTbA 24. dkcnepTu3a KavyecTBa NIeKapCTBEHHOrO CpeAcTBa M 3KCNepTU3a OTHOLUEHUs
0XuaaemMou nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsi NleKapCTBEeHHOro npenaparta Ans
BeTePMHAPHOro NpUMeHeHus

1. DkcnepTu3a KadecTBa JICKAPCTBEHHOTO CPEJICTBA M AKCIIEPTH3a OTHOIICHUS OXKUIAAEMOHN TOJIB3bI K
BO3MOXXHOMY PHCKY IPUMEHEHHS JICKAPCTBEHHOTO Tperapara Juisi BETSpUHAPHOTO MPUMEHEHHSI, COCTABJICHUE
KOMHCCHUSIMH 3KCIIEPTOB 3aKJIIOYEHHUI 10 pe3ysbTaTaM YKa3aHHBIX SKCIEPTU3 W HAMpaBJICHUE TaKHX
3aKJIFOUYEHUH B YIIOTHOMOYEHHBIN (heepaabHbIid OpraH UCTIOTHUTEILHON BIACTH OCYIIECTBIISIOTCS B CPOK, HE
MPEBBIIIAIONINA CcTa JECATH pabdo4yumx JTHEH CO JHS TOMY4YeHHUS OJKCHEPTHBIM YUYPEKIACHHEM 3aJlaHus
YIOJTHOMOYEHHOTO ()eIepaTbHOTO OpPTraHa UCTIOJHUTEILHOM BIIACTH ¢ JOKYMEHTAaMH, YKa3aHHBIMU B YacTH 3
cratbi 17 Hactodmero PeaepanbHOTrO 3aKOHA.

(B pen. Deaepanbubix 3akoHOB 0T 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B Tedenue TpuanaTtd paboOYMX JHEH CO JHS MOJNyYSHHUS PEIICHHS YHOJTHOMOUYEHHOTO (elepatbHOro
OopraHa HCIIOJHUTEIBHOM BJIACTH O TPOBEJCHMM YKa3aHHbIX B 4YacTH | HACTOALIEH CTaTbU HKCHEPTH3
3aABUTCIIb NPCACTABIIACT B SKCIICPTHOC YUPCIKACHUC IJIA NPOBCACHUSA SKCIICPTHU3bI KAUCCTBA JICKAPCTBCHHOI'O
cpeacTtBa 0Opa3lbl JIEKAPCTBEHHOT'O TMperapara JUisi BETEPHHAPHOTO TNPUMEHEHUs, IMPOU3BEICHHOTO B
COOTBETCTBUHU C Tpe6OBaHI/I${MI/I TEXHOJIOTHYCCKUX  PETIIaMCHTOB, YTBECPXKIACHHBIX PYKOBOJUTEICM
IPOU3BOJAUTENS JICKAPCTBEHHBIX CPEICTB, a TaKKEe B COOTBETCTBYIOIIMX CIy4asX TECT-IITaAMMBI
MHKpPOOPTIaHU3MOB, KYyJIbTYphl KIJIETOK, 0Opa3ibl (apMarieBTH4ecKol CyOCTaHIMH, OOpas3Ibl BEIIECTB,
MpUMEHSIEMbIE JUIsI KOHTPOJIi KadecTBA JIGKAPCTBEHHOI'O CPEJCTBA, B KOJUYECTBAX, HEOOXOTUMBIX IS
BOCIIPOM3BEJICHUS METOA0B KOHTPOJISI KAUECTBA.

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

3. Ilpm mnonmydeHun oOpa3mOB JIEKAPCTBEHHOTO Tipemapara W ¢apMaleBTUIeCKod CyOcTaHIIUH
9KCIIEPTHOE YUPEKICHHUE BBIJACT 3asIBUTEIIIO TOKYMEHT, MOATBEPKIAIOLINI MOTyUYeHHE YKa3aHHbIX 00pa3iioB,
U B CPOK, HE TMPEBBIIIAIONIMIA Tpex pabouux [HEH, yBeAOMIsIeT B MHCbMEHHON (opme 00 3ToM
YIOJTHOMOYEHHBIN (peiepalbHbIi OpraH UCTIOTHUTEILHON BIACTH.

www.consultant.ru Crpanuua 49 ns 129
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

4. Cpok ansi MpeJCTaBICHUsS 3asiBUTETIEM 00pa3loB JIEKAPCTBEHHOIO Ipenapara U (hapManeBTHUECKOM
CyOCTaHIIMM M CpPOK YBEJOMJIGHHS OKCHEPTHBIM YyupeXJeHHeM 00 53TOM B NHCbMEHHOH (opme
YIIOJIHOMOYEHHOTO (peIepaibHOTO OpraHa MCIOJHUTENBHON BIACTH, YKa3aHHbBIE B YaCTsIX 2 M 3 HACTOAIICH
CTaTbH, HE BKIIIOYAIOTCS B CPOK IIPOBEJCHUS YKAa3aHHBIX B YAaCTH | HACTOSIIEH CTaThU 3KCIEPTU3.

5. JIOKyMEHTHI, MOCTYIUBIINE B HKCIEPTHOE YUPEKICHHE ISl MPOBEACHMS YKa3aHHBIX B dacTu |
HACTOALICH CTaTbM OKCHEPTU3, TMOJUIekKAaT BO3BpaTy B  YIOJHOMOYEHHBIM (denepanbHbIi  opraH
VCIIOJIHUTEJIbHOM BJIACTH OJTHOBPEMEHHO C 3aKJIIOUEHUSIMU 110 Pe3yJIbTaTaM YKa3aHHBIX KCIIEPTH3.

CraTtba 25. [NloBTOpHOE NpoBeAeHne 3KCNepTU3bl NIeKapCTBEHHbIX CPeaCcTB
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B ciyyasx HeZ0CTaTOYHOM OOOCHOBAHHOCTH WJIM HEMOJHOTHI 3aKIIOUYCHHUS KOMHUCCHHM JKCIIEPTOB,
HAJIUYUS B HEM MPOTUBOPEUMBBIX JAHHBIX, (DambCU(UKALIMU BHIBOJIOB IKCIIEPTU3HI JIEKAPCTBEHHOTO CPECTBA,
COKPBITHSI OT YMOJTHOMOYEHHOTO (hemepanbHOro opraHa MCHOJHUTENLHON BIACTH OCHOBAaHUHM ISl OTBOJA
JKCIepTa BCIEJICTBUE €r0 3aMHTEPECOBAHHOCTH B PE3YyJbTAaTaX COOTBETCTBYIOIIEH SKCHEPTHU3bI, HAIUUYUS
JTaHHBIX O TPSIMOM JIMOO KOCBEHHOM BMEIIIATEIICTBE B IMPOIECC COOTBETCTBYIOMIEH SKCIIEPTH3BI JIUI, HE
YYaCTBYIOIIMX B €€ TPOBEICHWHM, HO OKA3aBIIMX BIIMSHUE HA TMPOIECC W PE3yibTaThl €€ TMPOBEIICHUS,
YIOJIHOMOYECHHBIM (heiepaibHbIM OPraHOM HCIIOJTHUTEIIBHOW BJIACTH HA3HAYAETCs IMOBTOPHAS JKCIEPTH3a
JIEKapCTBEHHOTO CPECTBA U (WJIM) ITUYECKasl HKCIIEPTU3A.

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

2. TloBTOpHAasl SKCIEPTH3a JIEKAPCTBEHHOTO CPEJICTBA TPOBOJIUTCS C YYETOM pE3yJIbTaTOB paHee
MPOBEJICHHOW JKCIEPTH3bl B CPOK, YCTAHOBIICHHBIM YIIOTHOMOYEHHBIM  (DeepaqbHbIM  OpPTaHOM
WCTIOJTHUTEIIBHON BJIACTH W HE TIPEBBINIAOIINN TPUANATH PabOYMX THEH CO JTHS TMOJNYYCHHUS SKCICPTHBIM
yUpeKICHUEM 3aIaHHs Ha IPOBEJICHUE IIOBTOPHOM SKCIIEPTH3bI JICKAPCTBEHHOT'O CPE/ICTRA.

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

3. dunaHcoBoe oO0ecleyeHHEe BBIIOJHEHUS 33JaHUs Ha TNPOBEIEHHE MOBTOPHOM HKCHEPTH3BI
JIEKapCTBEHHOI'O CPEJICTBA HE OCYILIECTBISAECTCA.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbs 26. YCKOpeHHaH npoueaypa 3KCnepTusbl JNIeKapCTBeHHbIX cpeacTe

1. VYckopeHHas mpouenypa OSKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TIOCYJapCTBEHHOMN
perucTpany  JEKapCTBEHHBIX IMPENapaTroB IMPUMEHSAETCS B OTHOLICHWHM Op(aHHBIX JIEKapCTBEHHBIX
IpenapaToB, IEPBBIX TPEX JIEKAPCTBEHHBIX IpENapaToB, perucrpupyemsix B Poccuiickoit Penepannu B
Ka4yeCTBE BOCHPOW3BEJACHHBIX JIEKAPCTBEHHBIX NPENAapaToB, OYEPEIHOCTh KOTOPBIX OINpPENEIsIeTCsS B
COOTBETCTBUHU C HOMEPOM M JAaTOM BXOIALIMX 3asBJICHUN O IOCYJapCTBEHHOMN pErucTpanuy JIEKAPCTBEHHBIX
IpernapaToB B pPaMKax OJHOTO MEXIYHApOJHOIO HENAaTEHTOBAHHOIO HAMMEHOBAaHUS JIEKAPCTBEHHOTO
nmpenapara WIM TPYNIUPOBOYHOIO HAMMEHOBAaHMs JICKAPCTBEHHOIO IIpenapara, W JIEKapCTBEHHBIX
IIpenaparoB, IPeJHA3HAYECHHBIX UCKIFOYUTENIBHO IS IPUMEHEHNS] HECOBEPILIEHHOJIETHUMU TPaXk1aHAMM.

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

2. VYckopeHHas Tporeaypa OJKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TOCYJAapPCTBEHHOM
perucTpaluu JeKapcTBEeHHbBIX MIPENapaToB HE MPUMEHSETCS B OTHOIIICHUHU:

1) 6uoananoroBeix (OMOMOIOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (01M0aHaIOTOB);
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2) pedepeHTHBIX JIEKapCTBEHHBIX MpPEnapaTroB (3a HCKIIOUYEHHEM Op¢aHHbIX JIEKaPCTBEHHBIX
IIPENapaToB);

3) BOCIIPOM3BEIEHHBIX JIEKAPCTBEHHBIX IPENapaToB (32 UCKIIFOUEHUEM NEPBBIX TPEX PETUCTPUPYEMBIX B
Poccniickoit @enepanny B KadyecTBE BOCIPOU3BEIACHHBIX JIEKAPCTBEHHBIX IIPENApAaTOB M JIEKAPCTBEHHBIX
MpenapaToB, MpeIHa3HaAYCHHBIX UCKIIFOUUTENBHO /ISl IPUMEHEHUS! HECOBEPIICHHOJIETHUMU TPak/laHAMH );

4) HOBBIX KOMOMHAIUI 3aPETUCTPUPOBAHHBIX PaHEe JIEKAPCTBEHHBIX MTPEMapaTos;

5) nexapCTBEHHBIX MpEnaparoB, 3aperHCTPUPOBAHHBIX paHEe, HO NPOM3BEJCHHBIX B JPYTHX
JIEKapCTBEHHBIX (OpMax B COOTBETCTBUM C IEpPEYHEM HAMMEHOBAHMU JIEKAPCTBEHHBIX (OpPM M B HOBOMU
JI03UPOBKE.

(dactsp 2 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHass mpoueaypa O3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB MPOBOAMUTCS IO PEHICHUIO
COOTBETCTBYIOILIETO YIOJIHOMOUYEHHOrO (heepaqbHOro opraHa HCIOJHUTENBHONM BIIACTH Ha OCHOBAaHUU
3asiBIICHUS 3asiBUTEN B CPOK, HE MPEBBIMIAIONINI BOCBMHIECATH pabouux nHed. [lpu sTom skcmepTusa
JOKYMEHTOB, COAEPKAIINUXCS B PETUCTPALMOHHOM J0ChE Ha JIEKAPCTBEHHBIN IIpenapaT, MPOBOJUTCS B CPOK,
HE TIPEBBIIAIOIINN AeCATH pabouux JHEH, SKCIepTH3a KayecTBa JIGKAPCTBEHHOTO CPEJCTBA M IKCIEPTH3A
OTHOIIIEHHUS 0XH/IaeMOI MOJIb3bI K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKAPCTBEHHOIO Mpenapara MpoBOJSTCS
B CPOK, HE IPEBBIIIAIOIINN MIECTUIECITH paboUHX JHEH.

(dactpb 3 B pea. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3.1. B orHomeHuu Op(aHHBIX JIEKAPCTBEHHBIX IMPEMapaTOB MOTYT OBITh MPEACTABIEHBI PE3yIbTAThI
JOKJIIMHUYECKUX MCCIEAOBAHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHBIX
MpENapaToB il MEIWLMHCKOrO INPHUMEHEHHMS, BBINOJHEHHBIX 3a mnpenenamu Poccuiickoit denepanuu B
COOTBETCTBUU C MPaBHJIAMU HaJIeXkKaIleil 1adopaTopHOI MPaKTUKHU U MPaBUJIAMU HAJIEKAIICH KIMHUYECKON
MPaKTUKH.

(dactp 3.1 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. VYckopeHHas Tpoleaypa SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB IPOBOJAUTCA B  MOPSIKE,
ycTaHOBJIIEHHOM cTaThsiMu 17 - 20, 23 u 24 nactosimero deepaqbHOro 3aKOHA, U HE O3HAYACT CHUKEHUS
TpeOoBaHMI K 6€301IaCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MTPETapaToB.

CraTtbAa 27. PewweHune o rocyaapCcTBEHHOW perncTpauuvm fieKapcTBEHHOro npenapara

1. B cpok, He mpeBbIIAIOIUN AeCATH pabouuMx JHEH cO AHA MOJNydyeHHs 3aKIIOUeHHH KOMHUCCHU
JKCIIEPTOB II0 pe3yjbTaTaM JKCIEPTHU3bl KAa4eCTBA JICKAPCTBEHHOI'O CPEIACTBA M JKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOM IOJIb3bl K BO3MOKHOMY PHUCKY NPHUMEHEHMS JICKAPCTBEHHOI'O IIPEnapara, COOTBETCTBYIOLIUN
YIIOJTHOMOYEHHBIN (heiepalibHbIN OpraH UCIIOTHUTEIBHOM BIIACTH:

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

1) pasmenraer Ha cBoeM oduIiMaibHOM caiiTe B cetd "MHTepHET" COOTBETCTBYIOIIHE 3aKIIOUCHUS
KOMHUCCHH SKCIIEPTOB U OCYIIECTBISET UX OLEHKY JJIs OMpe/eleHHs] COOTBETCTBUS 3aJJaHUI0 Ha MPOBEICHUE
9THX IKCIEPTH3;

(n. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) IPpUHUMAET PEIICHHE O TOCYIapCTBEHHOW PErucTpalyy JEKapCTBEHHOTO TpenapaTa win 00 oTKase B
roCy/apCTBEHHOW PETUCTPALINU JIEKApCTBEHHOTO Mpenapara;
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3) BHOCHUT TpHU TMPHHATHU PEUICHHUS O TOCYJAPCTBEHHOH PErHCTpalliu JIGKAPCTBEHHOTO Iperapara
JaHHBIE O 3aPETHCTPUPOBAHHOM JIEKAPCTBEHHOM TIpernapare, B TOM Yucie O (papMaleBTUIeCKO CyOCTaHIINH,
BXOJISIIICH B COCTaB JIGKAPCTBEHHOTO IpermapaTa, B TOCYJAPCTBEHHBIN peecTp JIEKApCTBEHHBIX CPEJICTB U
BBIIACT 3aABUTENIO0 PETUCTPAIMOHHOE YJIOCTOBEPEHHUE JIEKAPCTBEHHOrO Tmpemnapara, ¢GopMa KOTOpPOTO
YTBEPXKAACTCS YIOJHOMOYCHHBIM (eicpalbHBIM OpPraHOM HWCIOJHUTEIBHOW BJIACTH, COTJIACOBAaHHBIC
HOPMATUBHYIO JTIOKYMEHTAIIMIO, HOPMATHBHBIA JOKYMEHT, WHCTPYKIIUIO TI0 HMPHUMEHEHHUIO JICKApCTBEHHOTO
npenapara ¥ MakeThl IEPBUYHON YITAKOBKH M BTOPHYHOH (TIOTPEOMTEIHCKON) YIIAKOBKU C YKa3aHUEM Ha HHX
HOMEpa PETUCTPAIMOHHOTO YIOCTOBEPEHMS JIGKAPCTBEHHOTO Tpernapara W JaThl €ro TocyAapCTBEHHON
pPETHCTpAIVH WU B Clydae MPUHATHS pelieHus 00 0TKa3e B TOCYNapCTBEHHON PETUCTPAIMH JIEKAPCTBEHHOTO
mperapaTta yBeJIOMIISIET B MMUCbMEHHOUW (opMe 3asiBUTENT 00 3TOM ¢ YKa3aHHEM MPHYUH TAKOTO OTKasa. 3a
BBIJIady PETHUCTPAIMOHHOTO YJIOCTOBEPEHUS JICKAPCTBEHHOTO IIperapata B3WMAeTCs TroCydapCTBEHHAs
MOIIIMHA B COOTBETCTBUH C 3aKOHOIaTeIbcTBOM Poccuiickoit denepanuu o Hajorax u coopax.

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

2. OcHOBaHHEeM Ul OTKa3a B TOCYJapCTBEHHOM pErucTpanuy JICKapCTBEHHOrO ImpenapaTta JUls
MEIMULMHCKOTO TPUMEHEHUS SABISETCS 3aKII0UYEHHE COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heepaabHOro
OpraHa MCIHOJHHUTEIbHOM BJIACTM O TOM, 4YTO KadyecTBO M (win) 3((PEeKTUBHOCTH PErUCTPUPYEMOTO
JIEKapCTBEHHOT'0 IpernapaTta Uil MEIULUHCKOTO MPUMEHEHMsI HEe MOJTBEP)KIEHBI MOTYYCHHBIMU JaHHBIMU
WIN 4TO PUCK NMPUYMHEHMs Bpe/ia 3J0POBbIO YeJIOBEKa BCIIEICTBUE MPHEMa JIEKAPCTBEHHOrO Ipenapara JAjs
MEIUIMHCKOI0 IPUMEHEHUS NpeBbIIaeT 3PPEeKTUBHOCTb €ro MPUMEHEHUS.

(uactb 2 B pen. deaepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

3. TloBTOpHOE TpEACTaBIEHHWE B COOTBETCTBYIOIIMK YIOJHOMOUYEHHBIH (enepanbHblii  Oprax
WCIIOJIHUTEJIBHOW BJIACTH JIEKAPCTBEHHOI'O IIpemnapara, B OTHOUIEHHWM KOTOPOro IIOJy4YeH OTKa3 B
rOCy/IapCTBEHHOW PETUCTPALlMU M KOTOPbIM BIOCJIEICTBUM MOJBEPICcs M3MEHEHHI0O B 4YacTH €ro COCTaBa,
paccmaTpuBaeTcsi KaK IPEACTAaBICHUE HOBOIO JIEKapCTBEHHOIO IIpernapaTra Ha €ro TIOoCyIapCTBEHHYIO
PETUCTPALIAIO HE3aBUCUMO OT COXPAHEHUs €ro NEPBUYHOTO HAMMEHOBAHUS.

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

4. Ilpu npegocTaBieHUH 3asBUTEIEM B COCTaBE PETUCTPALIMOHHOIO J0CHE HA JIEKAPCTBEHHBIN Ipenapar
JUIs  BETEPUHAPHOTO TNPUMEHEHHs KOMHHM  PEHIeHHsS  YIOJHOMOYEHHOro  (heaepasbHOrO  OpraHa
WCIIOJIHUTENIBHON BJIACTH O TNPOBEICHWU WHCIEKTHPOBAHUS MPOU3BOAMUTENS JEKAPCTBEHHBIX CPEACTB CPOK
NPUHATHSL PEIeHHs] O TOCYAApCTBEHHOW pPErucTpaldy JIEKApCTBEHHOrO IIpernapara s BETEpPUHAPHOTO
NPUMEHEHHUs] IPUOCTAHABINBACTCS CO JIHS MOJTYUYEHUs 3aKII0UEHU, yKa3aHHBIX B yacTu | HacTosIIeN CTaThy,
JI0 JTHSL TIPUHATHUS YIOJIHOMOYEHHBIM (pe/iepajbHbIM OPraHOM HCIIOJIHUTENbHON BIACTHU pEIICHUS O BblIaue
i 00 0TKa3e B BbIAAYE 3aKITIOUEHUS] O COOTBETCTBUH NMPOU3BOAMTEINS JICKAPCTBEHHBIX CPEJACTB TPEOOBAHUAM
MIPaBUJI HAJJIEKAIIeH TPON3BOICTBEHHOM MPAKTHKH, HO HEe 00Jiee YeM Ha CTO BOCEMBJIECST PadOUYmX JHEH.
(uacts 4 BBeneHa denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHuEM I OTKa3a B TIOCYJapCTBEHHOM PpErucTpaluy JIEKapCTBEHHOIO IIpernapara Ul
BEeTEpUHAPHOI'O  MPUMEHEHUs  SBJISETCA  3aK/IIOUEHHE  YIOJHOMOYEHHOro  (eaepanbHOr0  oprasa
UCTIOJHUTENIBHOM BJIACTH O TOM, YTO KauecTBO U (WiIH) 3PPEKTUBHOCTh PETHCTPUPYEMOTO JIEKaPCTBEHHOTO
npenapaTta Jjsi BETEPUHAPHOIO NPUMEHEHHUS HE IOATBEP)KICHBI NOJYyUYEHHBIMM JAaHHBIMU WJIM YTO PHUCK
MPUYMHEHUS BpeAa 370pPOBbI0 KUBOTHOIO BCIEACTBHE IpUeMa JIEKapCTBEHHOIO IIpermapaTta s
BETEPUHAPHOTO TPUMEHEHUS MpeBbIIaeT 3>PQPEKTUBHOCTh €ro NPUMEHEHHUs, OTKa3 YIOJHOMOYEHHOIO
(denepanbHOrO OpraHa MCIOJHUTEIbHOM BJIACTH B BbLJAa4e 3aKJIIOYEHHS O COOTBETCTBUU IPOM3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB TPeOOBaHMSIM MpaBWJI HAJJEXKalled MPOU3BOACTBEHHON MPAKTUKMU JUIS KaKIOH
MIPOM3BOJCTBEHHOW IUIOLIAJKM PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpemapara Jjsi BETEPUHAPHOIO
IIPUMEHEHUS B Clly4ae, €CIM MPOM3BOACTBO JIEKAPCTBEHHOI'O IpernapaTa AJisi BETEPUHAPHOTO IPUMEHEHUs
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ocymiecTBIisieTcs 3a npeaenamu Poccuiickoii denepanuu, WM OTCYTCTBHE TAKOTO 3aKITIOUCHHS.
(uactb 5 BBeneHa PenepanbHbIM 3aKk0HOM 0T 04.06.2018 N 140-D3)

Koncyaprantllnroc: mpuMedyaHue.

O mopsake W CpOKax OIpeAeNeHUs B3aMMO3aMEHSEMOCTH JIEKApCTB JIEKAPCTBEHHBIX IPENaparos,
3apeructpupoBannbix 10 01.03.2020, cm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratbsa 27.1. B3aumo3amMeHAeMOCTb JIeKapCTBEHHbIX MNpenapaTtoB ANs MeAULMUHCKOro
NPUMeHeHuns
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

1. B3anMo03aMeHAEMOCTb JIEKapCTBEHHBIX MPENapaToB I MEIUIMHCKOTO IMPUMEHEHHUs OIPEAEIAETCS
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIBHON BIIACTH, OCYIIECTBIISIIOIIUM T'OCYIapCTBEHHYIO
PETUCTPALMIO  JIEKAPCTBEHHBIX IIPENApaToB I MEIULUHCKOIO IIPUMEHEHMs, B paMKaxXx OJIHOIO
MEXAYHapOAHOIO0 HEMATEHTOBAHHOIO (WJIM XMUMUYECKOT0, WX TPYNIHUPOBOYHOI0) HAMMEHOBAHUS HA OCHOBE
3aKJIIOYEHUsT KOMHUCCHUU DJKCIEPTOB JSKCIEPTHOIO YUYPEXKICHHUs O B3aUMO3aMEHSIEMOCTH JIEKapCTBEHHOI'O
npenapara sl MEIULUHCKOIO IPUMEHEHUs JIM00 O TOM, YTO JIEKAPCTBEHHBIN MpernapaT s MEIULHUHCKOTO
NIPUMEHEHHs HE  ABIIETCA  B3auMMo3aMeHseMbIM. llopsaok — ompeneneHus — B3auMO3aMEHSAEMOCTH
JIEKapCTBEHHBIX MpenapaToB A MEAULIMHCKOTO MPHUMEHEHHS U (opMa 3aKiIrOueHUs] KOMHCCHU 3KCIEPTOB
JKCIIEPTHOTO YUYPEXKACHHS O B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX IIPENapaToB Il MEAULMHCKOIO
NpUMEHEHHUs MO0 O TOM, YTO JICKApPCTBEHHBIN Ipemapar i MEIUIMHCKOrO MPUMEHEHUS He SBISEeTCS
B3aMMO3aMEHsIeMbIM, ycTaHaBIuBaroTcs [IpaBurensctBom Poccuiickoit @enepannu.

2. Kommuccusi 3KCHepToB 5SKCHEPTHOTO YUPEXKACHUS JaeT 3aKII0UYeHHE O B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHOTO Ipenapara Ui MeIULIUHCKOTO MPUMEHEHHS JINOO O TOM, 4TO JIEKapCTBEHHBIN mpenapart A
MEJMIIMHCKOTO TMPUMEHEHHUs] HE SIBISETCS B3aMMO3aMEHSEMbIM, Ha OCHOBAaHUHU CJEIYIONINX KpPUTEPHEB
(XapakTepHUCTHK):

1) 5KBUBaJICHTHOCTH (711 OMOAHATOTOBBIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX MpemapaToB (O1oaHaIOToB)
- COTIOCTaBMMOCTb) KQUECTBEHHBIX M KOJUYECTBEHHBIX XapaKTEPUCTUK (hapMaleBTHUECKUX CyOCTaHIUH MU
COITOCTaBUMOCTh QHTUTEHHOTO COCTaBa BaKIHMH. VICTONb30BaHWE pa3iM4YHBIX COJIeH, F(UPOB, KOMIUIEKCOB,
M30MEPOB, KPUCTALIHYECKUX (POPM U IPYTHX MPOU3BOIHBIX OJHOTO M TOTO XK€ JCHCTBYIOMIETO BENIECTBA HE
SIBIISICTCS TIPENISITCTBUEM JUTSI OTIPE/ICIICHUST B3aUMO3aMEHSIEMOCTH JICKAPCTBEHHBIX TPENapaToB, €CIH NpU
MIPOBEICHUU  MCCIEJOBAHUS OHMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOIO IIpernapara WM HCCIeOBaHUs
TEpaneBTHUECKOW OSKBHBAJCHTHOCTH JICKAPCTBEHHOTO TNpenapara JJO0Ka3aHO OTCYTCTBHE KIMHUYECKU
3HAYMMBIX paznuuuii (papMakOKMHETHKH H (WiH) SPQPEKTHBHOCTH U 0€30MaCHOCTH JIEKapCTBEHHOTO
npernapara Juisi MeAUIIUHCKOTO TPUMEHEHHS,

2) SKBHUBAJIEHTHOCTH JieKapcTBeHHOW (opmbl. [log SKBUBAJIEHTHBIMH JIEKAPCTBEHHBIMHU (PopMaMu
MOHUMAIOTCS pa3Hble JIEKapCTBEHHbIE (OPMBI, HMEIOIIME OJMHAKOBBIE CIIOCOO BBEICHUS M CIOCOO
NpUMEHEeHHs,  oOJajaroIide  COMOCTaBUMBIMU  (PAapMAaKOKMHETHYECKHMMH  XapaKTEepUCTHKaMH U
(apMakoJIOTHYECKUM JIeMCTBUEM M 00ECTeUHMBAIONINE TAKXKE JOCTIKEHHE HEO0OXOAMMOTO KIMHUYECKOTO
spdekra. Paznmuumsa  nexapcTBEHHBIX (HOpM  HE  SBIAIOTCS  NPEMSATCTBHEM Ui ONpeACTCHHUs
B3aMMO3aMEHAEMOCTH  JIEKAPCTBEHHBIX  IpEnaparoB, €cClM  M[pU  MPOBEACHUU  HCCIIEIOBaHUS
OMOPKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Tperapara WIM HCCIEAOBAHUS TepareBTUYECKOW 3KBHUBAJICHTHOCTH
JICKapCTBEHHOT'O TperapaTa J0Ka3aHO OTCYTCTBHE KIMHHUYECKH 3HAUMMBIX pas3inuuil (papMaKkOKWHETHKU U
(umm) > PEeKTUBHOCTH U 0€30IaCHOCTH JIEKAPCTBEHHOTO Ipernapara JUisi MeAULIUHCKOTO IPUMEHEHHUS;
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3) OSKBUBAJIECHTHOCTh WJIM COIOCTaBUMOCTh COCTaBa BCIIOMOTATENBHBIX BEIIECTB JIEKAPCTBEHHOTO
mpemnapata JUisi MEAUIUHCKOTO MpUMeHeHHs. Pasnuunsi coctaBa BCIOMOTATEIbHBIX BEUIECTB JIEKAPCTBEHHOTO
mpernapara He SBIISIOTCS MPETSATCTBUEM ISl ONIPEICTICHHS B3aUMO3aMEHIEMOCTH JICKAPCTBEHHBIX TIPENapaToB,
€CJIM TIPU TIPOBEJICHUM UCCIICIOBAHHUS OMO3KBHUBAJICHTHOCTH JICKAPCTBEHHOTO TIperiapara W HCCIICTOBAHUS
TEPANeBTHYSCKON HAKBHBAJICHTHOCTH JICKAPCTBEHHOI'O TIperapara JOKa3aHO OTCYTCTBHE KIMHHYECKU
3HAYMMBIX pPa3Iuuuid  (papMakOKMHETHKH W (W) dS(QexkTuBHOCTH M 0E30MaCHOCTH JICKaPCTBEHHOT'O
npenapara JUis  MEAMIMHCKOTO MNpUMEHeHHs. [IpM HaIWuMu KIMHUYECKH 3HAYMMBIX  Pa3iIHudi
(hapMakoKuHETHKU U (WiIH) 3PPEKTUBHOCTU M OE30MACHOCTH JIGKAPCTBEHHOTO TIperapara A MeTUIITHCKOTO
MPUMECHEHHUS B3aWMO3aMEHSEMOCTh OIpEAeNseTCsS C YKa3aHWeM Ha UCKIIOYCHHE OTICNBHBIX TPYIII
MAIUeHTOB;

4) UAEHTUYHOCTD crlocoba BBEICHUS U cloco0a MPUMEHEHHS;

5) COOTBETCTBUEC IIPOU3BOAUTEIIA JICKAPCTBEHHOI'O CpEACTBa TpCGOBaHI/IﬂM [MpaBuUI Haz[nemameﬁ
HpOHBBOHCTBeHHOﬁ IIPAKTHUKH.

3. OmpezneneHre B3aMMO3aMEHSIEMOCTH BOCIPOM3BEICHHBIX JIGKAPCTBEHHBIX MPEMapaTroB AJis
MEJIMIMHCKOTO TPUMEHEHMs, yKa3aHHbIX B yactu 10 crarbu 18 Hacrosimero ®enepaibHOTO 3aKOHA,
OCYIIECTBIISETCS 0€3 HEOOXOIUMOCTH JIOKA3aTeIbCTBA UX OMO3KBUBAJICHTHOCTH.

4. OcoOeHHOCTH OMNpefeNieHUus] B3aUMO3aMEHSEMOCTH OHMOJOTHYECKHX JIEKapCTBEHHBIX IPernaparos,
KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX IpEnapaToB (CoAepKallMX KOMOMHAILMIO IBYX M Oosiee EHCTBYIOLIMX
BELIECTB), JEKAPCTBEHHBIX MPENAapaToB AJI apEHTEPAIbHOIO MUTAaHUS U HENO3MPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB ycraHasiuBaroTcs [IpasurensctsoM Pocculickon denepanu.

5. OHpeIIGHCHI/Ie B3aUMO3aMCHACMOCTH HC OCYHICCTBJIACTCA B OTHOIICHHU JICKAPCTBCHHBIX
PACTUTCIIBHBIX MIPCIIapaToB, TOMCONMATHYCCKUX JICKAPCTBCHHBIX ITPEIapaToB.

6. CDOpMPIpOBaHI/Ie NEPEUHA B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IMPEIapaToB A4 MCAUIUHCKOIO
IIPUMCHCHHUA OCYHICCTBIIACTCA OKCICPTHBIM YYPCKIACHUEM IIOCPEACTBOM O6T>CI[I/IHCHI/I${ JICKAPpCTBCHHLBIX
InpenapartoB B OTACIBbHBIC TIPYIIIbI, B KaXJIoM U3 KOTOPBIX JICKAPCTBCHHBIC IIPCIIAPAThl ABJIAKOTCA
B3aMO3aMCHICMbBIMMU.

7. B cily4ae BKIIIOUYEHHs B MHCTPYKIMIO 110 MEAUIIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOI'O IIpenapara Ha
OCHOBaHUHM pPE3yJbTAaTOB COOTBETCTBYIOLIMX HCCIEAOBAHUM IIOKA3aHUW I TNPUMEHEHMS, KOTOpbIE
OTJIMYAKOTCST OT IMIOKA3aHWUM Il NPUMEHEHUS JPYTUX JIEKAPCTBEHHBIX IPENapaToB W3 TPYIIIbI
B3aMMO3aMEHAEMBIX JICKAPCTBEHHBIX IIPENapaToB, B IEPEYHE B3aMMO3AMEHSAEMBIX JIEKAPCTBCHHBIX
npenapaToB il MEIUIIMHCKOIO MPUMEHEHUS 10JIKHA ObITh yKa3aHa COOTBETCTBYIOIIAs HHPOPMALIUS.

Koncyaprantliroc: mpuMedyaHue.

HepequL B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX IPCMapaToB, B OTHOHMICHUHW KOTOPBIX HMMCHOTCA
PE3YJIbTATHI I/ICCJIGI[OBEIHI/IIZ OMOAKBUBAJIEHTHOCTH WIIN TepaHeBTHHGCKOﬁ SKBUBAJICHTHOCTH, JOJDKCH OBITH
chopmupoBaH W pa3MmenieH Ha odunuanbHOM caiite MunzapaBa Poccum go 01.07.2020. (®3 ot
27.12.2019 N 475-03).

8. IlepeueHb B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX TNIPEMAapaToB I MEIUIIMHCKOTO TPUMEHEHUS
pa3MmeniaeTcsi yrnoJHOMOYEHHBIM (eepaabHbIM OPraHOM HCIIOJTHUTEIBHOW BJIACTH, OCYIIECTBISIOIIUM
TOCYIAPCTBEHHYIO PErMCTPALMIO JIEKAPCTBEHHBIX IIPENaparoB JUIsi MEAULMHCKOIO IPUMEHEHUS, Ha CBOEM
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opunmansHoM caiite B cetu "MHtepHer". MH(popmanus B nepeyHe B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX
IpernaparoB JUIsl MEIUIIMHCKOTO TNPUMEHEHHUS OOHOBISETCS yKa3aHHBIM  (elepajbHbIM  OpPraHoM
WCIIOJIHUTEJIBHOM BJIACTU C YYETOM HOBBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIpenaparoB s
MEJUIIMHCKOTO MPUMEHEHHSI U BHECEHHBIX M3MEHEHHH B JOKYMEHTBI, COJIEP)KAILUECs B PEruCcTPallMOHHBIX
JI0ChE€ Ha 3apETUCTPUPOBAHHBIC JIEKAPCTBEHHBIE MIPETapaThl A1 MEAUIIMHCKOTO TPUMEHEHUS.

9. Tlopsanok ucnosnb30BaHUs HMHGOPMALMU O B3aMMO3aMEHSEMBIX JICKApPCTBEHHBIX Ipernaparax Jis
MEIUIMHCKOIO TIPUMEHEHUs M TMOPSAAOK Jayd pa3bsCHEHUIl 10 BONpPOCAM B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX IIPENaparoB s MEIUIMHCKOrO IPUMEHEHHs YycTaHaBiauBaroTcs IlpaBurenbcTBoM
Poccuiickoit denepanuu.

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHNe nekapcTBEHHOro npenapara

1. PerucrpanroHHoe yJ10CTOBEpEHHE JIEKAPCTBEHHOT'O Mpenapara ¢ yKa3aHUEeM JIEKAPCTBEHHBIX (HopM U
JI03UPOBOK BBIAAETCS OECCPOYHO, 332 HMCKIIOYCHHEM PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKapCTBEHHOTO
rpenapara, BbIIABa€MOI0 CO CPOKOM JACUCTBHUSA IISITh JIET, Ha BIIEPBBIE perucrpupyemsle B Poccuiickont
denepanny JEKaApCTBEHHBIE ITPENApaThl.

2. Ilo wcreyeHMn yKa3aHHOTO B dYacTH | HACTOAMIEH CTaThU CpOKa BBIIACTCS OeccpouHOe
pETUCTPALIMOHHOE  yAOCTOBEPEHUE JICKAPCTBEHHOI'O IIpenapara MpH YCJIOBUU MOATBEPXKACHUSA €ro
roCyJJapCTBEHHOU pEerucTparuu.

3. B ciyuyae BHeceHus B cooTBercTBHM cO cTaThimu 30 u 31 Hactosimero denepaibHOrO 3aKOHA
W3MEHEHUHN B COJIEpIKAIMECs B PErUCTPALIMOHHOM JIOChE Ha 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar
JIOKYMEHTBI, 3aTParuBarOIuX CBEIACHUS, OTPAXKEHHBIE B PErUCTPALIMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOTO
npenapara, yIOJHOMOYECHHBIA  (elepaibHBIA  OpraH  HMCHOJHUTEIBRHOM  BJIACTH  BBIJAET  HOBOE
PErUCTPaIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO MperapaTa, CoJiep)Kaiiee BHECCHHbIC B HETO H3MEHCHHS.
(uacts 3 BBeneHna denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

4. B cimyuae yTpaThl WIH MOBPEXIECHUS PETHCTPALIMOHHOIO yI0CTOBEPEHUS JIEKAPCTBEHHOTO IIpemnapara
M0 3asBJCHUI0 B MUCHBMEHHOW (opMme mAepiKaress WM BIaJeiblla PETUCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT'0 Mpenapara Win YIOoJHOMOYEHHOIO0 UMH JPYroro IOpUAXYECKOro JHila O Bblaaue TyOaukarta
PErUCTPaIlMOHHOTO YJIOCTOBEPEHMSI JIEKApCTBEHHOTO IIpernapara YIOJIHOMOYEHHBIN (enepanbHblii oprax
UCIIOJIHUTENILHON BJIACTH B CPOK, HE IPEBBIIAIOIINN JeCITH pabouux AHEH cO JHS MOCTYMJICHUS 3asBJICHUS,
BBIJIaeT 1yOJMKAaT PerucTPallMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOIO Mpemnapara. 3a Bblaady ayOnMkara
PETUCTPAlIMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapaTa B3MMAaeTCs IOCYJapCTBEHHAsl MOLUIMHA B
COOTBETCTBHUH C 3aKOHOAATENbCTBOM Poccuiickoit @enepannu o Hajorax u coopax.
(uactp 4 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Cratba 29. [loaTBepXxaeHMe rocyfapCTBEHHOW perucTtpaumm  neKkapcTBEHHOro
npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. TToaTBepkaeHNE TOCYIapPCTBEHHON PETUCTPAIMH JIEKAPCTBEHHOTO TpenapaTa OCYIIECTBIISIECTCS MpU
BbIJ1aye OECCPOYHOTO PETUCTPAIIMOHHOTO yIOCTOBEPEHHS JIEKAPCTBEHHOTO TIperapara B ciIyvae, yKa3aHHOM B
gactu 2 ctatbu 28 Hactosmiero denepanibHOro 3aKOHA, B CPOK, HE MPEBBIMIAOIIAN MIECTUACCATH PabOunX
JTHEeW CO JHS TOJIyYeHHUS COOTBETCTBYIOIIUM YITOJHOMOUYEHHBIM (hefiepalibHbIM OPraHOM HCIIOJHUTEILHOU
BJIACTH 3asBJICHUSA O MOJTBEPXKIECHUM TOCYIAPCTBEHHOM PpErucTpaluy JIeKapcTBEHHOro mnpenapara. He
OCYIIECTBIISICTCS TIOATBEP)KICHUE TOCYIapCTBEHHON PETUCTPAIK B OTHOILICHUH JIEKAPCTBEHHOTO Mpernapara,
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HE HaxojuBIIerocs B oOpameHun B Poccuiickoii denepanuu B TeueHue Tpex U Oojee NEeT, a TaKkkKe B
OTHOIIICHUU JIEKaPCTBEHHOTO CPEACTBA, MPOM3BEACHHOTO C HapyIIEHHEM TpeOOBaHMs, YCTAaHOBIIEHHOTO
yacThio 3.7 cratbu 71 Hactosiero deaepanbHOro 3aK0Ha.

2. 3agBieHHE O NOATBEPKICHUM TOCYJapCTBEHHOM perucrpanyu JEKapCTBEHHOIO Ipernapara Ul
MEJUIIMHCKOTO MPUMEHEHMsI MPEJICTaBISETCS] B COOTBETCTBYIOUIUI YIOJIHOMOYEHHBIN (eaepanbHblii opral
UCTIOTHUTENIFHOM BIIACTH HE paHee YeM 3a CTO BOCEMBJAECAT MHEH 10 WCTEYEHHsS CpoKa JCHCTBHSA
PETHCTPAIIMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO TpernapaTa Uil MeAUIUHCKOTO TPUMEHEHHS.

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

2.1. 3asBreHHE O TMOATBEP)KACHUU TOCYAAPCTBEHHOW PETHCTpalldU JIEKAPCTBEHHOTO Mpernapara JUls
BETEPUHAPHOTO NMPUMEHEHUS MPECTABISETCS B COOTBETCTBYIOIINI YIIOJHOMOYEHHBIH (penepanbHbIi opraH
WCTIOJTHUTENIEHOW BJIACTH HE paHee YeM 3a CTO BOCEMBICCAT JHEH /0 HCTEYCHHUS CpoKa IeHCTBHUS
PETHCTPALIIOHHOTO yJIOCTOBEPEHHs JIEKAPCTBEHHOIO Mpemnapara Uil BETEPHHAPHOTO TNPHMEHEHUS W He
HI03/JTHeE OKOHYAHUS CPOKa €ro JICHCTBUSL.

(uactb 2.1 BBennena @exnepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)

3. IloaTBepKaeHHEe TOCYIApCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO Ipernapara OCYIIECTBISETCS 10
pe3yjibTaTaM O3OKCIICPTHU3bl OTHOIICHHA O)KHI[&GMOﬁ MMOJIb3bl K BO3MOXHOMY pPUCKY HPHUMCHCHUA
JIEKapCTBEHHOT'O TIperapara Ha OCHOBAaHWUW PE3yJbTaTOB MOHUTOPHHTA 3(P(HEKTUBHOCTH U O€30MaCHOCTH
JIEKapCTBEHHOT'O IpernapaTa, IpOBOJAUMOTO JepKaTelleM WU BJaJebleM PETUCTPAMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Tpenapara Ju00 yIOITHOMOYEHHBIM UMH IOPUAMYECKUM JIUIIOM, a TaK)Ke COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (eIepaTbHBIM OPraHOM UCTIOTHUTENLHOM BIACTH B COOTBETCTBUU C TPEOOBAHHSIMH CTATHU
64 nacrosimero denepaabHOTO 3aKOHA.

4. K 3adBlI€HUIO0 O MOJATBEP)KJIEHUH T'OCYJAapPCTBEHHON PETUCTpALMU JIEKapCTBEHHOTO Mperapara s
MEJUIIMHCKOTO MPUMEHEHHUS MTPUIIararoTcs:

1) [OKyMEeHTBI, cojAepKallhe pe3yibTaTbl MOHHUTOpPHHra 3(PQPEeKTUBHOCTH U  OE30MaCHOCTH
JIEKapCTBEHHOI'0 MIpenapara A MEAUIMHCKOIO MPUMEHEHUs], IPOBEACHHOTO JEepKaTeleM WK BiaJelbLeM
PETUCTPAIIIOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOIO NpenapaTta A MEAULIMHCKOrO TNPUMEHEHUs 0o
YIIOJIHOMOYEHHBIM UM IOPUAWYECKHM JIMLIOM, TIO0 (hopMe, YTBEP)KICHHOH YHOJIHOMOYEHHBIM (heaepabHbIM
OpraHOM HCIOJHUTENbHOM BIIACTH;

KoncynwsranTtlInroc: mpuMedanue.
C01.01.2021 B . 2 4. 4 ct. 29 BHOCATCs u3meHenus (D3 ot 27.12.2019 N 478-D3).

2) KOomus TUIEH3UH Ha TTPOU3BOACTBO JICKAPCTBEHHBIX CPEJICTB UM KOIHSI 3aKJIFOUEHHSI O COOTBETCTBUU
MIPOU3BOUTEISI JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM MPABHUII HAJJIEKAIICH MPOU3BOJACTBEHHOW MPAKTUKH,
BBIIAHHBIX  yIMOJHOMOYEHHBIM  (elepalibHbIM OpPraHoOM  HCIOJHUTEIBHOW BIACTH B  OTHOLIECHUU
IIPOM3BOJCTBEHHOW  IUIOIIAJKK  JIEKAPCTBEHHOrO  Ipenapara il  MEAULMHCKOTO  IPUMEHEHUS,
rOCYJIApCTBEHHAs] PETHCTPALMs KOTOPOr0 MOATBEPKAAECTCSA B CiIydyae, €CIIM MPOU3BOACTBO JIEKAPCTBEHHOI'O
npernapara Jjisi MEIUIIMHCKOr0 MpUMEHEeHUs ocyiecTBisieTcs B Poccuiickoit denepanuu;

Koncynprantllimroc: mpuMedaHue.
C 01.01.2021 B . 3 4. 4 ct. 29 BHOCATCS u3meHenus (O3 ot 27.12.2019 N 478-D3).

3) Komnus BBIJAHHON YIOJHOMOYEHHBIM OPraHOM CTPaHbl IPOU3BOJAUTENS JIMUEH3UU HA MPOU3BOJICTBO
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JIEKapCTBEHHOTO Ipernapara JUisi MeIUIUHCKOIO PUMEHEHUS U ee NIepeBOJl Ha PYCCKHM SA3bIK, 3aBEPEHHBIEC B
YCTQHOBJICHHOM TOpPSAJKE, a TaKXKe KOMHUS 3aKIIOUEHHUs] O COOTBETCTBHM IPOU3BOAUTEINS JIEKAPCTBEHHBIX
CpCaAcCTB Tpe6OBaHI/I$IM mpaBujI Ha,unencameﬁ HpOH3BO[[CTB€HHOfI IMPAKTHUKHU, BBIAAHHOI'O0 YHNOJHOMOYCHHBIM
Ci)eﬂepaﬂbHI)IM OopraHomMm HUCIIOJTHUTETbHON BJIaCTH B OTHOIIICHUN HpOI/ISBOI[CTBCHHOﬁ IIomaaku
JICKAPCTBCHHOI'O IMpfrapara Ajad MCAUIUHCKOTO MNPHUMCHCHUA, TOCYHApCTBCHHAsA PErucrpanuda KOTOpPOro
HOJTBEPIKJIACTCA, UM KOIMSI PELIEHUs YIIOJHOMOYEHHOTO (heZiepalbHOro opraHa MCIOJIHUTEIBHOM BIACTH O
NPOBEICHUN HHCIIEKTUPOBAHMUS MPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB B Cllydae, €ClIM IPOU3BOJACTBO
JIEKapCTBEHHOTO Tpenapara Juis MEAMIMHCKOTO NMPHUMEHEHHs OCYIIeCTBIseTcs 3a mpenenamu Poccuiickoit
®denepauuu.

(dactp 4 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmEHHH OWOJIOTUYECKUX JICKAPCTBEHHBIX IMpPENapaToB IS MEIUIIMHCKOTO TPHMEHEHHS
3afBUTEIb JONOJHUTEIBHO TIPEICTABISIET PEe3yJbTaThl MEPONPUSATHH, MNPEIyCMOTPEHHBIX IUIAHOM
YIPaBJICHUS! PUCKAMHM, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (eepalbHBIM OPraHOM HCIIOJHUTEIBHOW BIACTH
IPU OCYUIECTBICHWU TOCYJAapCTBEHHOM pErucTpaluy JEKapCTBEHHOTO IpenapaTta Ajis MEIUIIMHCKOTrO
MPUMEHECHHUSI.

(uactsp 4.1 BBeneHa @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3asBi€HUIO O MOATBEPKACHUM T'OCYAAPCTBEHHOW PETMCTpAIMK JEKApCTBEHHOIO Mperapara Juist
BETEPUHAPHOIO INPUMEHEHMs IPWIAralOTCs  JOKYMEHTBI, COJEpJKalllMe pe3yJbTaThl MOHMTOPHHIA
3¢ GeKTUBHOCTH ©  0€30HaCHOCTH JIEKAPCTBEHHOrO IMpemapara Uil BETEPUHAPHOTO IPHUMEHEHHMS,
MIPOBOJAMMOI0 JEPKATEIEM WIM BIIAJEIbLEM PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIperapara
JUIE  BETEPUHAPHOTO TNPUMEHEHHUS JHOO0 YMOJIHOMOYEHHBIM UM IOPHUAWYECKHM JIMLIOM, TO Qopme,
YTBEP)KJICHHOH YIIOJHOMOUYEHHBIM (hefiepaibHBIM OpPraHOM HCIIOJIHUTENFHOW BJIACTH, W JOKYMEHTHI,
yKa3zaHHble B myHKTax 1, 2 - 2.2, moamyHkrax "a", "6", "k", "n1" mynkra 4 yactu 3 ctarbu 17 HacToOSIIEro
@enepanbHOro 3akoHa. B OTHOWIEHMHM HMMMYHOOMOJIOTMYECKMX JICKApPCTBEHHBIX IpenapaToB s
BETEPUHAPHOIO NMPUMEHEHHS HE NPEICTABIIIOTCS CBEIECHUS, YKa3aHHbIE B NOANYHKTe "K' myHKTa 4 yactu 3
ctatb 17 Hacrosmero @enepaqbHOrO 3aKkOHAa. B OTHOLIEHMM JIEKapCTBEHHBIX IPENapaTroB Ul
BETCPUHAPHOTO TPUMEHEHHUS, TMOJNyUYEHHBIX C TMPUMEHEHHEM T'€HHO-WH)XEHEPHO-MOIU(PUIIMPOBAHHBIX
OpPraHW3MOB WM COJEPKAIIMX TaKHE€ OPTaHU3MBbI, JOMOJHUTEIBHO MPEACTABISAIOTCS CBEACHUS, YKa3aHHbBIE B
nyHkte 13 gactu 3 crarbu 17 Hactosmero denepanbHOro 3aKoHa.

(qactp 4.2 BBenmena denepanbHbiM 3aK0oHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOTO 3aKOHA OT
02.08.2019 N 297-®3)

Koncynprantlmoc: mpumeyanue.
C 01.01.2021 4. 4.3 cr. 29 uznaraercs B HoBoM penakiuu (O3 ot 27.12.2019 N 478-D3).

4.3. C 3asgBneHUEM O NOJATBEPXKIACHUU TOCYJAPCTBEHHON PEruCTpallM JIEKAapCTBEHHOTO Ipernapara
3asABUTCIIb TMPCACTABIISICT KOINHWIKO ANOKYMCHTA, MOATBCPXKIAANOMICTO YIUIATY FOCYI[apCTBeHHOfI IIOIIJIMHBI 3a
HOJTBEPIKIICHHE TOCYIAPCTBEHHOW DPErHCTpaldy JICKApCTBEHHOTO Ipernapara, JH00 MOXET NpeICTaBUTh
yKa3aHHBIH JIOKyMEHT 10 COOCTBEHHOH HWHHMIMATHBE. B ciydyae HenmpencTaBieHHs yKa3aHHOTO IOKYMEHTa
YIOJIHOMOYCHHBIN (efIepaIbHbI OpPTaH UCIIOJIHUTEIIBHON BIACTH MPOBEPSIET (PAKT yIIaThl TOCYAaPCTBEHHOM
MOILUTMHBI 3asiBUTENIEM MOCPECTBOM HCIOIb30BaHUs MHGOpMaluu 00 yIjiaTe rocyJapCTBEHHOM MOILUIHHBI,
conepskamieiicss B ['ocyaapcTBeHHOM HMH(DOPMAIIMOHHOW CHUCTEME O TOCYJApPCTBEHHBIX W MYHHIIMIIAIbHBIX
ImIareXxax, Ha OCHOBAaHHUU HpeHCTaBHeHHOﬁ 3aABUTCIICM KOIIMKU JOKYMCHTA, MNOATBCPIKAAOMICTO YILIATY
rOCYIapCTBEHHOM MOUIIUHBI.

(uactp 4.3 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)
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5. B teueHue necsatu pabouux AHEH cO JHS MPUHATHUS 3asBJICHUS O MOATBEP)KIACHUU IOCYAapCTBEHHON
pErucTpalvy JIEKApCTBEHHOI'O IIpenapara M JOKYMEHTOB, COJEP)KAIIUX pe3yJIbTaTbl MOHMTOPUHIA
3 PEeKTUBHOCTH U 0€30MaCHOCTU JIEKApCTBEHHOT'O Ipernapara, IPOBOAUMOIO JEp:KaTelIeM WM BIIAJENIbLEM
PEruCTPalMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara J1M00 yIOJHOMOYEHHBIM UMU IOPUANYECKUM
JIMIIOM, YTIOJIHOMOUYEHHBIN (hefiepaabHbIi OpraH UCIIOJHUTEIBHOMN BIIACTH:

1) IpoBOAUT IPOBCPKY IMOJHOTHI CBe,HeHHfI, coacpxKamunxcsa B IMPECACTABICHHBIX 3asABUTCIIEM
AOKYMCHTAXxX;

2) mpuUHUMAET peUIeHHEe O TMPOBEACHUM WU 00 OTKa3e B MPOBEICHUU HKCIEPTHU3BI OTHOIICHUS
0KMJIaeMOW TMOJB3bl K BO3MOXXHOMY PHUCKY NPHUMEHEHHUS JIEKApCTBEHHOrO IIpernapara Ha OCHOBAaHUU
pe3yJIbTaTOB MOHUTOPUHTA 3(PQPEKTUBHOCTH W O€30MAaCHOCTH JICKAPCTBEHHOTO Iperapara, MPOBOIUMOIO
JepKaTelieM WU  BIAJAETbLEM PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKapCTBEHHOIO Ipenapara Judo
YIOJHOMOYEHHBIM UMU IOPUAMYECKUM JIUIOM, a TaKkKe (eepaibHbIM OPraHOM HCIIOJIHUTENBHON BIACTH B
COOTBETCTBUU € TpeOoBaHUSIMU cTaTbu 64 HacToswero denepansHOro 3aK0Ha;

3) yBeoMJIsIeT B 3JIEKTPOHHOM (popMe MM MUCHbMEHHOM (popMe 3asBUTEINS U HKCIIEPTHOE YUPEXKIECHUE O
MPUHATOM DPEUICHWU OO B CiIydae MPUHATHUS PEUICHUS 00 OTKa3e B MPOBEACHUHU SKCIEPTU3bl YKa3bIBAET
MIPUYMHBI TAKOTO OTKAa3a.

6. B cityyae BBISIBIEHHS HEJOCTOBEPHOCTH M (MJIM) HEJOCTATOUYHOCTU MH(OPMAINH, COAepKallencs B
IPEACTABICHHBIX 3aBUTEJIEM JOKYMEHTAaX, YIIOJHOMOUYEHHbIHN (eiepabHblil OpraH UCIOJHUTEIbHOMN BIaCTH
HanpaBygeT 3asBUTENI0 3anpoc 00 YTOUYHEHMM YKa3aHHOM uHQpopManuu. 3amnpoc YHOJIHOMOYEHHOTO
(enepaTbHOrO OpraHa MCHOJHUTEIBHOW BIACTH MOXKET OBITH IepellaH YIOJIHOMOYEHHOMY IPE/ICTaBHTENIO
3asiBUTENS JIUYHO IOJl PACHMCKY, HaIlpaBJIEH II0 IIOYTE 3aKa3HbIM NMHMCbMOM WM I€peJaH B AJIEKTPOHHOMN
(dopmMe TO TEIeKOMMYHHUKAIIMOHHBIM KaHalaM CBs3HM. B ciyyae HampaBlieHHs 3aIpoca YHOJTHOMOYEHHOTO
(denepaabHOro opraHa UCHOJHUTENBHOM BIACTH MO OYTE 3aKa3HBIM NMHCbMOM OH CUUTAETCS MOJIYYEHHBIM I10
VICTCUCHUU ILIECTHU JHEH C 1aThl HAIIPABJICHUS 3aKa3HOI'O IACHMA.

7. 3asBuTenb O00S3aH MPEACTaBUTH OTBET HA 3alpoc YIOJIHOMOYEHHOro (QelepalbHOTO oOpraHa
WCTIOJTHUTENILHOM BIACTH B CPOK, HE TPEBHIIAIOIINN EBIHOCTA pabouuX JHEH co AHs ero nonydeHus. Cpok,
YKa3aHHbIM B YaCTU 5 HACTOSIIEH CTAaTbH, MPUOCTAHABIMBAETCA CO JIHS HAIIPABIICHUS 3asSBUTENIO 3aIpoca
YIOJTHOMOYECHHOTO  ()e[cpalbHOIO OpraHa HWCIOJHHUTEIBHOW BIACTH 10 JHSA T[OJNYYCHUS UM
COOTBeTCTByIOHIeFO OTBCTA U HC quTBIBaeTCSI HpI/I NCUHUCJIICHUHU chKa HO}ITBep)K)IeHI/If{ FOCy}IapCTBeHHOﬁ
perucTpainuu JICKapCTBEHHOTO Mpernapara.

8. OcHOBaHMEM AJI OTKAa3a B IPOBEJEHUM IKCIEPTU3BI OTHOLIEHHS O’KUAAEMON MOJIb3bI K BO3MOKHOMY
PUCKY IIPUMEHEHUs JICKapCTBEHHOI'O IIperapara sBISETCS IPEACTABICHHE JOKYMEHTOB, COACPIKALIUX
pe3ynabTaThl MOHUTOpHHTA 3(PQEeKTUBHOCTH M OE30MaCHOCTH JIEKApCTBEHHOTO IpenapaTta, W (WiH) B
OTHOIIEHWH OHMOJOTMYECKHX JIEKApCTBEHHBIX IPENapaToB pe3yJbTaTOB OCYLIECTBICHHUS MEPOINPHUATHI B
COOTBETCTBUM C IJIAHOM YTIPABJICHMSI PUCKaMH, YTBEPXJICHHBIM YIOJIHOMOYEHHBIM (helepaabHbIM OPraHOM
VCIIOJIHUTENIBHOM BJIACTHU P OCYILECTBICHUH TOCYJaPCTBEHHON PErUCTPaluy JIEKapCTBEHHOTO IIpernapara, B
HEMOJIHOM 00beMe, OTCYTCTBUE MH(pOpMalUH, MOATBEpKAaromEel (akT ynaaTsl rocy1apcTBEHHON MOIIIMHbI
3a TMOATBEP)KICHHE T'OCYJAapCTBEHHOM pPETHUCTpalMy JISKapCTBEHHOIO Ipernapara, JMOO HEempeCcTaBIeHHUE
3asiBUTEJIEM B YCTAHOBJICHHBIM CpOK OTBE€Ta HA YKa3aHHbII B 4acTH 6 HACTOALIEH CTaTbu 3ampoc
YIOJHOMOYEHHOTO (peiepaIbHOr0 OpraHa HCIOJIHUTEIbHOW BJIACTH, a TaKKe OTCYTCTBHE B YKa3aHHBIX
JNOKYMEHTax UH(popmanuu, KoTopas 10JKHA ObITh B HUX OTpPaKeHa.

9. BKcnemea OTHOIICHUA Oﬁ(HﬂaeMOﬁ IIOJIB3bl K BO3MOXKHOMY PHUCKY IHPHUMCHCHHA JICKAPCTBCHHOI'O
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

Iperapara B LCJIAX IMOATBCPKACHUA FOCY)I&pCTBGHHOfI perucTpanru JCKAapCTBECHHOT'O IIpC€riapaTa NpOBOAUTCA
KOMHCCHUEH OKCIICPTOB SKCIICPTHOT'O YUPCIKACHUA B CPOK, HC HpeBLIH_IaIOH_IHﬁ COpOKa paGOqu JHEH.

10. B cinyyae HEIOCTAaTOYHOCTHU IPEICTABICHHBIX SKCIIEPTY MAaTEPHATIOB JJIs Ja4M 3aKI0UEHUS SKCIEPT
oOpamiaercss K pyKOBOAUTEIO SKCIEPTHOTO YUPEKICHUS O IPEJOCTABIECHUH €My HEOOXOIUMBIX MATEPHUAJIOB.
PykoBonuTenb 3KCIEPTHOTO yUpexkIeHUs 00palaeTcss ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIIOJIHOMOYEHHBIN
(benepanbHbIil OpraH UCHOIHUTENBHOM BIACTH, BBIAABIIMM 3aJaHHe Ha MIPOBEACHUE SKCIIEPTU3bI OTHOIIECHUS
OKMJAEMON TIOJIBb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHMs JIEKapCTBEHHOIO IIpernapara Ha OCHOBAaHUU
JIOKYMEHTa, COJIep>Kalllero pe3yabTaTbl MOHUTOPUHTa 3((EKTUBHOCTH U O€30MacCHOCTU JIEKapPCTBEHHOTO
npenapata. B TedeHue maTH pabouux AHEH cO JHS INOCTYIUIEHHS 3ampoca PYKOBOAMTENS ASKCIEPTHOIO
YUPEKACHUST yKa3aHHBIN (enepabHblii OpraH HMCIOJHHUTEIBHON BIIACTH HANpPABISET 3asBUTENIO 3aIpPOC O
OpeaACTaBJICHUN HGO6XO}II/IMBIX MaTcpuraioB, KOTOpBII\/'I MOXET OBITh nepeaan yrnoJIHOMOYCHHOMY
IPEICTAaBUTEIIIO 3asSBUTENS JIMYHO II0J, PACIUCKY, HAlPaBJEH IO MOYTE 3aKa3HBIM IHCbMOM WIH NEPENAH B
JIEKTPOHHON (opMe MO TeJIeKOMMYHHMKALMOHHBIM KaHalaM CBsi3U. B cilyuae HampaBiieHHs 3ampoca
YIOJIHOMOYEHHOTO (pe/IepajbHOr0 OpraHa HCHOJIHUTENBHOM BIIACTH MO IOYTE 3aKa3HBIM MHCbMOM OH
CUHUTACTCA MMOJTYYCHHBIM 1O UCTCUCHUU LICCTU I[Hef/i C HaThbl HAITPABJICHUS 3aKa3HOT'O IMUChMa.

11. 3asButens 00s3aH MPEACTaBUTH OTBET HA 3alpPOC YHMOJIHOMOYEHHOrO (hefepalbHOrO opraHa
WCTIOJIHUTEIHOW BJIACTH B CPOK, HE MPEBBIIIAIONIMNA IECTUACCITH pabO4YMX IHEH CO JHS MOTy4eHHs
yKa3aHHOTO 3aIpoca. YOJIHOMOYCHHBIH (eliepaibHblil OpraH MCIOJHUTEIBLHON BIACTH, BBIIABIINN 3aaHHe
Ha MPOBEACHHE OSKCIEPTU3bl OTHOLICHUS OKHIAEMON TMOJb3bl K BO3MOXXKHOMY PpHCKY NPUMCHEHHUS
JEKapCTBEHHOTO TIperapaTa Ha OCHOBAaHMM JOKYMEHTa, COJAEpIKAallero pe3yibTaTbl MOHHTOPHHIA
3¢ deKTUBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOI'O IpernapaTra, B TEUEHHE MATH paboumx IHEW co aHsA
NOCTYIUIEHHsI OT 3asBUTENSI OTBETa Ha 3alpOoC YIIOJHOMOUYSHHOTO (hemepasibHOro opraHa HCIOJHHUTEIBHON
BJIACTH HAMpaBIsAeT ITOT OTBET B IKCIEPTHOE YUYpEKICHHE. B cilyyae HempencTaBieHUs] MO HCTCYCHUH
IIECTUJICCATH pabOvMX THEH 3asBUTENIEM OTBETa HAa YKa3aHHBIH 3alpoc YIOJHOMOYCHHBIN (enepanbHbId
OpraH HCIOJIHUTEIBHOW BIIACTH, BBIABIIHMI 3aJaHWE HA MPOBEACHHUE JKCIEPTH3bI OTHOIICHUS 0XKUIACMON
MOoJB3bl K BO3MOXKHOMY PHCKY TPHUMEHEHHS JIEKapCTBEHHOIO IIpenapara Ha OCHOBAaHWMHU JIOKYMEHTa,
COJZIEPIKAILET0 Pe3yJIbTaThl MOHHTOpUHTra 3()(GEKTUBHOCTH M 0OE30IACHOCTH JICKAPCTBEHHOTO IIpernapara, B
TCUCHHE MATH PabdOYMX JHEH HampaBiseT B JKCIEPTHOE YYPEIKACHHE YBEAOMIICHHE O HEMPEICTaBICHUH
3asBHTENIEM OTBETa Ha 3alpoC YKa3aHHOTO OpraHa. Bpemsi co IHs HampaBlIeHHsI 3ampoca IKCIEPTHOTO
YUPSKACHHS B YIOJIHOMOYCHHBIH (eepaibHblii OpraH HCHOJHHUTENBHON BIACTH 10 [JHS IIOJYYCHHS
IKCIIEPTHBIM YUPEIKICHUEM OTBETA HA 3alpOC WM YBEIOMIICHHS O HEMpPEACTABICHHM OTBETA Ha 3alpoc He
YUUTHIBACTCS TP HCYUCICHHH CPOKa TPOBEACHHUS OKCIEPTU3bl OTHOIICHHS OXHIAEMOW TIOJNB3bI K
BO3MOXXHOMY PHCKY HPUMEHEHHs JICKAPCTBEHHOTO Iperapara Ha OCHOBAHUM JIOKYMEHTA, COJEpPIKAIIero
pe3ysbTaThl MOHUTOPUHTA 3()(HEKTHBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOT'O Mpernapara.

12. B cpok, HE TpEeBBIMAIOMNNA JECATH PabOYMX THEH CO JIHSA TOMYYEHHUS 3aKITIOYEHUS KOMUCCHH
3KCHEPTOB MO PE3yJIbTaTaM HKCIEPTU3bl OTHOIICHUS 0KUAAEMOU MOJIb3bl K BOZMOXHOMY PHUCKY ITPUMEHEHUS
JIEKapCTBEHHOTO Tpernapara, COOTBETCTBYIOIIUI YMOJTHOMOYEHHBIN (elepalbHblil OpraH HCIONMHUTEIHHON
BJIACTHU:

1) ocyuiecTBIsS€T OLIEHKY ATOrO 3aKIIOYEHHS JUIsl ONPEAENIEHUS €ro COOTBETCTBUS 3aJaHHUI0 Ha
MPOBEACHUE YKa3aHHOW YKCIIEPTHU3HI;

2) NpUHUMAET pelleHue O MOATBEP)KIEHNU FOCYAapCTBEHHOW perucTpaliy JeKapcTBEHHOTO Mpernapara
WK 00 OTKa3e B MOATBEP)KICHUN TOCYAAPCTBEHHOM perucTpalyy JeKapcTBEHHOTO IIpernapara;

3) BHOCHUT IIPU IIPUHATUN PCHICHUS O MMOATBCPKACHUN FOCY,HapCTBeHHOﬁ perucTpanru JICKapCTBEHHOI'O
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

Ipernapara CBEACHU B FOCYI[apCTBeHHHﬁ peecTp JCKApCTBCHHBIX CPCACTB U BBIAACT 3asABUTCIIIO 6CCCpO‘{H06
PETUCTPAIUOHHOC YIOCTOBCPCHUC JICKAPCTBCHHOI'O IIpCIiapara.

13. OcHoBanmeM 1S OTKa3a B TMOATBEPKACHUH TOCYIAPCTBEHHOW PErHCTpaIlii JIEKApCTBEHHOTO
mpermapata  SBJISETCS  3aKIIOYCHHE COOTBETCTBYIOMIETO  YIIOJHOMOYEHHOTO  (hefepaabHOro  OopraHa
WCTIOJTHUTEIIBHON BJIACTH O TOM, YTO PHCK MNPUYMHEHHUS BpeJa 3I0POBBIO YEIOBEKAa WM KUBOTHOTO
BCJICJICTBHE IIPHEMa JICKapCTBEHHOTO Mpernapara npeBbiaeT 3p()EeKTUBHOCTh €r0 MPUMEHCHHS.

(B pen. ®enepanbHoro 3akona ot 04.06.2018 N 140-D3)

14. B nepuox mpoBenEeHHUsS MPOLEAYpPhl MOATBEPKICHUS TOCYJAapCTBEHHOM  perucTpanuu
JIEKapCTBEHHOTIO Tpenapara ero oodpaiienue B Poccuiickoit denepannu He MTPUOCTAHABIMBACTCSL.

15. Jomyckaercss oOpaieHHe JIeKapCTBEHHBIX TIPErapaToB 10 HWCTEYCHHS CpOKa TOTHOCTH,
MMPOU3BCACHHBLIX B TCUCHUC CTAa BOCBMUACCATHU KaJICHAAPHBIX HHefI IIOCJIC JAThI NPHUHATHA YIIOJTHOMOYCHHBIM
(denepaqbHbIM  OPraHOM  MCIIOJIHUTENBHOW BIACTH pEIIEHHs O IOATBEPKICHUU IOCYJapCTBEHHON
perucTpanuu, B COOTBETCTBUU C MH(pOpMaIMel, coAeprKallencss B TOKYMEHTAaX PEruCTPallMOHHOIO J0Che Ha
JIEKapCTBEHHBIH Mpenapar A0 AAThl IPUHATUS TAKOTO PELICHNUS.

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

Cratba 30. BHeceHue U3MeHEeHUM B AOKYMEHTbI, coAepalmecss B perucTtpaumuoHHOM
OOCbe Ha 3aperMcTpMpoBaHHbIN JIeKapCTBEHHbIN NpenapaT AN MeAULIMHCKOro NPUMeHeHUsA

1. B mensx BHeceHUs] M3MEHEHHUHl B JIOKYMEHTBI, COJEpKaIlMecsi B PEruCTPAllMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A MEAULIUHCKOTO IPUMEHEHUS, JepyKaTeNlb WU BIIaieier
PETUCTPAIIIOHHOTO  YIOCTOBEPEHUS JICKAPCTBEHHOTO Tpenapara WM YIOJHOMOYEHHOE UM JpYyroe
IOPUIMYECKOe JMIO (Jallee B HACTOSIICH CTaThe - 3asABUTENb) MPEICTABISET B YIOJIHOMOYECHHBIN
(benepanbHbIi OpraH MCIOJHUTEIBHON BIACTH 3asBICHHME O BHECEHMHM TaKUX H3MEHEHMH 1o Qopwme,
YCTQHOBJICHHOH YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH, U MIPUIAaraeMble K HeMy
U3MEHEHMs B YKa3aHHBIE JOKYMEHTBI, a TaKXe JOKYMEHTBHI, MOATBEp)KIAIOIINe HEOOXO0IUMOCTh BHECEHHUS
TaKUX U3MEHEHUN.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N 140-D3)

KoncynwsranTtlInroc: mpuMedanue.
C 01.01.2021 B u. 1.1 ct. 30 BHOCsTCS M3MeHenus (D3 ot 27.12.2019 N 478-D3).

1.1. [Ipu HEOOXOOUMOCTH BHECEHHsS] B JIOKYMEHTHI, COJAEPXAIIHECS B PETUCTPAIMOHHOM JIOChE Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIN MpenapaT A1 MEIUIIMHCKOTrO MPUMEHEHUS, I3MEHEHUW, YKa3aHHbIX B
NyHKTe 3 YacTh 2 HACTOSIIEH CTaTbu M TPEeOYIOIIMX MPOBEACHUS DKCHEPTHU3bl KauecTBa JIEKAPCTBEHHBIX
CPEICTB, 3asiBUTENb JOMOJHUTEIBHO TMPEICTaBIsIeT B  YIOJHOMOYEHHBIH  (QenepalbHbli  OopraH
HCIOJIHUTEIBHOM BJIACTH KOMNMUIO JIMIEH3MM Ha NPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB WM KOIHIO
3aKJIFOUEHHUsI O COOTBETCTBUU TPOU3BOIUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHMSM IPABWII HaJJIeXkKalen
MIPOU3BOJICTBEHHON TPAKTUKH, BBIJAHHBIX YIIOJHOMOYEHHBIM (PeepaTbHbIM OpPraHOM HCTIOJHUTEIHHOM
BJIACTH B OTHOIICHWH W3MEHEHHOW M (WJIM) JOMOJHEHHOW MPOW3BOJICTBEHHOW IUIONMIAJIKH JICKAPCTBEHHOTO
npenapara, B ciydae, €ClIM MPOU3BOJCTBO JIEKAPCTBEHHOIO IIpemapara ocyluecTBisiercss B Poccuiickon
Oeneparnyn, TUO0 KOMUIO BBIJAHHOW YHNOJTHOMOYEHHBIM OpPraHOM CTPaHbl MPOW3BOIUTENS IHUICH3UU Ha
MPOU3BOJACTBO JIEKAPCTBEHHOTO IIPENapara U €€ MEepeBOJ HAa PYCCKUU S3BIK, 3aBEPEHHBIE B YCTAHOBJIECHHOM
MOPSAKE, A TAKKE KOMUI0 3aKJIKYEHHUS O COOTBETCTBUM NPOU3BOJAUTENSA JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TMpPaBUJ HAJJICKAlled MPOU3BOJCTBEHHOW TMPAKTHUKU, BBIJAHHOTO YIOJHOMOYEHHBIM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

(denepaibHBIM OpPraHOM HCIIOJIHUTENBHONH BJIACTH B OTHOIIEHWH W3MEHEHHOM H (WJIHM) JOMOJTHEHHOMN
MPOU3BOJCTBEHHON TUIOMIAJKM JIEKAPCTBEHHOTO Ipenapara, MWIM KOMHUIO PEIIEeHUs YHOJIHOMOYEHHOIO
(denepaabHOrO OpraHa MCHOJIHUTEIBHOM BJIACTH O TIPOBEJACHUHM WHCIICKTUPOBAHUS TMPOW3BOIUTEISL
JIEKapCTBEHHBIX CPEJICTB B Cllydae, €CId IMPOM3BOJCTBO JIEKAPCTBEHHOIO MperapaTa OCYIIECTBIAETCS 3a
npenenamu Poccutickoit @enepanuu.

(dactp 1.1 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

Koncynprantllntoc: mpumeuanue.
C 01.01.2021 B u. 1.2 ct. 30 BHOCsTCS M3MeHenus (D3 ot 27.12.2019 N 478-D3).

1.2. Ilpu HEoOXOIMMOCTH BHECEHHsI B JOKYMEHTHI, COJAEp)KAlllMecs B PErucTPaliOHHOM J0Che Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar Juisi MEIULUHCKOTO PUMEHEHHs], U3MEHEHUH, YKa3aHHbIX B
MyHKTE 4 4acTh 2 HACTOAMICH CTaThM M TPEOYIOUIMX MPOBEACHHS DKCIEPTHU3bl KAYeCTBA JIGKAPCTBEHHBIX
CpeACTB, 3asBUTENb JONOJHHUTEIHHO TMPEJICTAaBIsET B  YIOJHOMOUYEHHBIH (enepanbHblii  OopraH
WCIIOJTHUTEIBHOW BJIACTH KOIMIO JIMUEH3MM HA IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB WM KOIHUIO
3aKJIIOUYEHHUsI O COOTBETCTBUU IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSAM IMpaBWII Hajuiexallen
MPOU3BOJICTBEHHONW NPAKTHKH, BBIAAHHBIX YIOJHOMOYEHHBIM (eepalbHbIM OPraHOM HCIOJHUTEIBHON
BJIACTU B OTHOILIEHUM NPOU3BOACTBEHHOM IUIOIIAJKH JIEKAPCTBEHHOIO TMpernapara, B Ciyyae, €cliu
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O TpemapaTta ocymiecTBisiercs B Poccuiickoit ®epepanuu, Tud0 KOMHUIO
BBIJIJAHHOW YIIOJJHOMOYEHHBIM OPTaHOM CTpaHbl IPOU3BOAUTEIIS JIMIICH3UN HA IIPOU3BOACTBO JICKAPCTBEHHOTO
rpenapara M €e IEepeBOJ Ha PYCCKUU SI3bIK, 3aBEPEHHBIE B YCTAHOBICHHOM IOpPSJKE, 4 TaKKe KOIHUIO
3aKJIIOUYEHUSI O COOTBETCTBUU IPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSAM IMpaBWII Hajuiexalen
MPOU3BOJICTBEHHON MPAKTUKU, BBIJAHHOTO YIMOJHOMOYEHHBIM (pellepalbHbIM OPraHOM HCIOJHUTEIBHON
BJIACTM B OTHOUIEHUHU MPOM3BOACTBEHHOM IUJIOIIAJKHU JICKAPCTBEHHOTO Ipenapara, WIA KOMHUIO0 pEeUIeHUs
YIOJTHOMOYEHHOTO (peepalbHOTO OpraHa HWCHOJHUTENBHON BIACTH O MPOBEICHUH WHCIEKTUPOBAHUS
IIPOU3BOAMUTEIS JIEKAPCTBEHHOI'O CPEACTBA B CiIydyae, €CIM IPOM3BOJCTBO JIEKAPCTBEHHOIO IIpernapara
OCYILIECTBIISIETCS 32 npenenamu Poccuiickoit @enepanuu.

(uacts 1.2 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.3. IlpunsTHe pemeHns: 0 BHECEHNH N3MEHEHHUH WK 00 OTKa3e BO BHECCHUU M3MEHEHHUH B JIOKYMEHTHI,
coJepalecs B PEruCTPAllMOHHOM JOCh€ Ha 3aperuCTPUPOBAaHHBIN JIEKApCTBEHHBIN Ipemapar i
MEIULMHCKOTO MPUMEHEHUs, B CiIy4ae HEOOXOAMMOCTU MPOBEACHUS SKCIEPTU3bl KaueCcTBa JIEKAPCTBEHHBIX
cpeAacTB M (WJIM) DKCHEPTH3bl OTHOIIEHHUS OXHJAEMOW TMOJB3bl K BO3MOXXHOMY PpHCKY TNPUMEHEHUS
JIEKApCTBEHHOTO TIperapara JJisi MEIUIIMHCKOTO MPUMEHEHHUS! OCYIIECTBISIETCS B CPOK, HE MPEBBIMIAIONINN
JIeBSTHOCTAa pabounX JTHEH, a B OCTaJIbHBIX CIy4asx B CPOK, HE MPEBBIIIAONINN TPUALATH padodnx JHEH CO
IHS TIPUHATHS YHIOJHOMOYEHHBIM (DefepabHbIM OPraHOM HCIOJHHUTEIBHONW BIIACTH 3asBICHHUS O BHECEHUH
TaKUX U3MEHEHUH.

(uactp 1.3 BBennena @exnepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

1.4. YnonHOMOYeHHBIH (eaepanbHbIi OpraH HCHOJHHUTEIBHON BIACTH C YYETOM pE3yJIbTaTOB
(dapMakoHag30pa M TPOBEPOK COOTBETCTBUS JIGKAPCTBEHHBIX CPENCTB, HAXOMSIIUXCS B TPAKIAHCKOM
000poTe, YCTAaHOBJICHHBIM TPEOOBAHUSIM K UX KAUECTBY B TE€UEHHE JIECATH pabOUuuX JHEH CO AHS MOCTYIIICHUS
COOTBETCTBYIOIICH MHGOPMAIMK pa3MeIlaeT Ha cBoeM oduIMalbHOM caiite B cetu "MHTepHeT" cBeneHus o
HEOOXOJMMOCTH BHECEHHS B WHCTPYKLHUIO MO MEIUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOIO Ipernapara
NM3MEHEHUH B OTHOIIEHUU CBEJICHUI O MOKAa3aHUAX JJIs IPUMEHEHUS U IPOTUBONOKA3aHUIX ISl IPUMEHEHUS
JIEKApCTBEHHOTO TperapaTa, BbISABICHHBIX IMOOOYHBIX JEHCTBHSAX, HEXENATeNbHBIX pEaKIUsIX Mpu
MIPUMEHEHNUHN JIEKApCTBEHHOTrO IpernapaTa U YBEIOMJIIET 00 3TOM B 3JIEKTPOHHOHN (popme MM MUCHbMEHHOU
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(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

dbopMe (Ha OyMaKHOM HOCUTENE) JepKaTedsl WIM BIAJeNblla PEruCTPAlMOHHOTO yIOCTOBEPEHUS
JICKapCTBEHHOTO Tpernapara (WiId YIOJIHOMOYEHHOE UM JIPYroe IOPUAWYECKOe JIUI0), a TaKXke JepKaTenen
WU BJAQJCINIBLIEB PETUCTPAIMOHHBIX YJIOCTOBEPEHHH JIEKAPCTBEHHBIX MpenaparoB (WU YMOJIHOMOYEHHBIX
WMH JIPYTUX IOPUANYECKHUX JIUIT), KOTOPBIE SBIISIIOTCS B3aUMO3aMEHIEMbIMHU.

(gactp 1.4 BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

1.5. lep>katens win BiIaAenel] perUCTPallMOHHOTO yI0CTOBEPEHUS JIEKApCTBEHHOTO Tperapara, a TakxKe
Jep)KaTend WIM BIQAENbIbl PETUCTPALMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MpenaparoB (WiId
YIOJTHOMOYEHHbIE UMHU JAPYTUE IOPUAWYECKUE IIUIA), KOTOPBIC SIBISIOTCS B3aMMO3aMEHSEMBIMH, OOs3aHbBI
MPEJICTAaBUTh B YIOJHOMOYCHHBIA (DeepanbHblii OpraH HCIIOJHUTEIHHONW BJIACTH 3asBJICHUS O BHECCHUU
W3MEHEHUHW B JIOKYMEHTBI, COJEpXAIIUecss B PErHUCTPAMOHHBIX JOCh€ Ha 3apErUCTPUPOBAHHBIC
JICKapCTBEHHBIE TIpPemaparbl MJisi MEIUIIMHCKOTO TNPUMEHEHHs, B OTHOIICHHWH CBEJCHHM, YKa3aHHBIX B
MHCTPYKIUU [0 MEAUIIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHBIX MPENapaToB, B TEUEHHUE COpOKa pabouux THEH
CO JHA pa3MeIIeHHUs YMOJIHOMOYEHHBIM (eAepanbHbIM OpraHOM HCIOJHUTEIBHONW BIACTH WHGOpMAIUH,
yKazaHHOU B yactu 1.4 Hacrosmiei crateu. JlaHHOE TpeOoBaHME HE PACTIPOCTPAHSIETCS HA CIy4au BHECCHHS B
WHCTPYKIHUIO 110 MEAUIIMHCKOMY NMPUMEHEHHIO JIEKAPCTBEHHOTO MpernapaTa M3MEHEHH B OTHOILIEHUH HOBBIX
MOKa3aHUM JUIsl TPUMEHEHHS JICKapCTBEHHOTO IIpenapara Ha OCHOBAHMM PE3YJbTAaTOB COOTBETCTBYIOIINX
HUCCIIEOBAHUN.

(dactp 1.5 BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

2. DKcnepTH3a JEKApCTBEHHBIX CPEICTB B YACTU SKCHEPTHU3bl KAYECTBA JIEKAPCTBEHHOI'O CPENICTBA U
(Mnn) SKCTePTU3bl OTHOIICHHS 0XXKHIA€MOW MOJIb3bl K BO3MOKHOMY PHCKY MPHMEHEHHUsS JIEKapCTBEHHOTO
npenapara il MCAULOMUHCKOIO MNPUMCHCHHA IIPOBOAUTCA B CliydyaC BHCCCHUA U3MCHEHHUH B AOKYMCHTEI,
coJepXkaIlifecss B PETHCTPAIMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM TMpernapar, B
OTHOIIICHUU:

1) cBeneHwmit, yKa3aHHBIX B MHCTPYKIUHU M0 MEAUIIMHCKOMY MPUMEHEHHIO JIEKApCTBEHHOTO Mpenapara:

a) JekapcTBeHHas (opMa C yKazaHHEM HAUMEHOBAaHUI M KOJIMYECTBEHHOTO COCTaBa JEHCTBYIOIIHUX
BEIIECTB M KAYECTBEHHOTO COCTaBa BCIIOMOTATENBHBIX BEMIECTB (TpU HEOOXOIUMOCTH KOJHMYECTBEHHOTO
COCTaBa BCIIOMOTaTEIbHBIX BEILIECTB);

0) dapmakonmHaMuka u (papMaKOKMHETHKA (32 HCKIIOYCHHEM (DapMaKOKMHETHKH TOMEONaTHYECKUX
JIEKapCTBEHHBIX MTPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENApaTOB);

B) TIOKa3aHUs JJIsl IPUMEHEHUS;

I') IPOTUBONOKA3aHUS ISl IPUMEHEHUS;

J1) MEpBI ITPETOCTOPOKHOCTU IIPU TPUMEHEHUN;

€) YyKa3zaHHE BO3MOXXHOCTM M OCOOCHHOCTEH NpPHUMEHEHHs JIEKapCTBEHHOTO TMperapara Jyis
MEIUIMHCKOTO MPUMEHEHHsI OEPEMEHHBIMHU JKEHIIWHAMH, KCHIIMHAMHU B IEPHOJI TPYTHOTO BCKAPMIIMBAHHUSA,

JACTbMHU, B3POCIbIMH, UMCIOIIIUMHA XPOHUYCCKUC 3360J’I€BaHI/IH;

)K) PEXUM OO3UPOBAHUA, CII0COOBI BBCACHHA W IPUMCHCHHA, IIPU HGO6XOI[I/IMOCTI/I BpEMs IIpUeMa
JICKApPCTBCHHOT O IIpCIiapaTa, MPOAOJKUTCIIBHOCTD JICUCHUS, B TOM YHUCJIC Y JieTelt 10 ¥ mociie OJJHOr0 roaa,

3) BO3MOXKHBIC TTOOOYHEIC JIEHUCTBUS M HEXKeJIaTeIbHBIS pcaknuun npu IMPUMCHCHHUU JICKAPCTBCHHOI'O
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(c u3m. u gon., BCTYN....

npernapara;
1) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO ITOMOIIY NPU NEPEJO3UPOBKE;
K) B3aMMOJIEMCTBHE C APYTUMU JIEKAPCTBEHHBIMHU IIpenapaTaMy U (WJIM) IUILIEBBIMU IPOAYKTAMU;
1) (hOpMBI BBIITyCKA JIEKAPCTBEHHOTO TPETapara;

M) yka3aHue (mpu HeoOXOIUMOCTH) OCOOCHHOCTEH AeWCTBUS JIEKApCTBEHHOIO Mpernapara mpHu MepBoM
HpUeMe WM [IPU €0 OTMEHE;

H) CBCACHUA O BO3MOXHOM BJIMAHUHN JICKAPCTBCHHOI'O IIpETiapaTa IJId MCAUIHWHCKOI'O IMPUMCHCHUS Ha
CIIOCOOHOCTH YHOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXAHU3MAMU;

0) CPOK TOJTHOCTH Y YKa3aHUE€ Ha 3alpeT NPUMEHEHHS JIEKApCTBEHHOr'0 Mpernapara 1Mo UCTEYCHUH CpoKa
TOJHOCTH;

1) YCJIOBUS XpaHEHUS;

P) YCIIOBHS OTITYCKa;

2) cocTaBa JIeKapCTBEHHOTO Ipenapara Jjisi MEUIIMHCKOTO TIPUMEHEHHS;

3) u3MeHeHus MecTa MPOU3BOCTBA JIEKAPCTBEHHOTO Mpernapara JUist MeAULIUHCKOTO TPUMEHEHHUS;

4) u3MeHeHusl NokKa3aTeslell KadecTBa JIEKapCTBEHHOI'O Ipernapara JJil MEAMIMHCKOIO IPUMEHEHUs U
(1K) METOAOB KOHTPOJISI KaueCcTBa JIEKapCTBEHHOTO Mpenapara 1Jisi MeAUIIMHCKOTO IPUMEHEHNUS;

5) HU3MCHCHHUA CPOKA I'OJHOCTH JICKAPCTBECHHOTO IMpErnapara JJIi1 MCAUIUHCKOI'0 IPUMCHCHUS ;

6) cBeieHUH O HEOOXOAMMOCTH BHECEHMs] HMHBIX W3MEHEHMH B HMHCTPYKLHUIO 110 MEIULMHCKOMY
IPUMEHEHHUIO JIEKAPCTBEHHOI'O Mpernapara, a Takke B MHbIe JOKYMEHTBI, COJepXKalliecs B PErUCTPAllMOHHOM
JI0OCbE Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapat. 1lpu 3Tom pelieHue o MpoBEAECHUHM DKCIEPTU3BI
KauecTBa JIEKAPCTBEHHBIX CPEACTB M (WJIM) SKCHEPTU3bl OTHOLIEHHS 0)KMJIAEMOM IOJB3bl K BO3MOXHOMY
PUCKY TIpUMEHEHHUS JIEKapCTBEHHOTO Ipenapara [Uisi MEIULIUHCKOTO NPHUMEHEHUs MPUHMMAETCS B
COOTBETCTBUM C YTBEP)KICHHOW YIOJIHOMOYEHHBIM (heepaabHbIM OpPraHOM HCHOJHUTENbHON BIIACTH
Kj1accu(ukanueil U3MEHEHUH, BHOCHMBIX B JOKYMEHTBI, COJAEp)KAIlMecs B PErMCTPALlMOHHOM J0ChE Ha
3aperucTpUPOBAHHBIN JIeKapCTBEHHBIH Mpenapar.

(uactp 2 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumeganue.
C 01.01.2021 4. 3 ct. 30 uznaraercs B HoBoit pegakuuu (O3 ot 27.12.2019 N 478-D3).

3. C 3asBI€HUEM O BHECEHMM U3MEHEHUH B JIOKYMEHTHI, COIEP)KAILUECS B PETUCTPALIMOHHOM J0ChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpEnapar Ui MEIULHUHCKOIO NMPUMEHEHHUs, Hapsay C JOKYMEHTaMH,
YKa3aHHBIMM B 4acTH | HACTOAILIEH CTaThH, 3asBUTEIb MPEICTABIAET KONUU JTOKYMEHTOB, IOATBEPKAAFOIINX
yIUIaTy FOCYJAapCTBEHHOM MNOIIJIMHBI 32 BHECEHUE B JIOKYMEHTBI, COJEPKAIIHUECS B PETUCTPALIMOHHOM J0CHE
Ha 3aperMCTPUPOBAaHHBIA JIEKAPCTBEHHBIM Ipenapar Juisi MEAMIMHCKOrO IPUMEHEHHs, W3MEHEHUH,
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(c u3m. u gon., BCTYN....

TPeOYIOLIMX TMPOBENEHHUs] OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YAaCTH HKCHEPTH3bl KayecTBa
JIEKapCTBEHHOTO CPEACTBA M (MJIM) HKCHEPTH3bl OTHOIIEHUS OXHJIAEMON MOJb3bl K BO3MOXKHOMY DPHCKY
IIPUMEHEHHUs JICKAapCTBEHHOI'O IIpernapara sl MEIULIHUHCKOrO NMPUMEHEHMs], FOCYJapCTBEHHOM ITOLUIMHBI 32
BHECEHHE B JIOKYMEHTHI, COJIEpPKAIIMECS B PETUCTPALIMOHHOM JI0ChE HA 3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpernapaT s MEIWLUMHCKOTO TPUMEHEHUs, HM3MEHEHHH, He TpeOYIoImuX TMPOBEICHUs HKCIEPTU3BI
JIEKapCTBEHHOT'0 CPEJCTBA, MO0 BIIpaBe NPEACTaBUTh 110 COOCTBEHHOW MHULIMATHBE YKAa3aHHbIE JOKYMEHTHI.
B cnydae ux HempeacTaBieHMs YNOJHOMOYEHHBIN (elepanbHbIi OpraH MUCIOJIHUTEIbHON BIACTH MPOBEPSET
(akT ymiaTsl roCy1apCTBEHHBIX MOIUIUH 3asBUTENIEM MTOCPEICTBOM HMCIIOJIb30BAaHM HHPOpPMALIMU 00 yruiaTe
TOCYJapCTBEHHBIX TONUIMH, coepxkamieiics B [ocymapcTBeHHOH HHGOPMAIMOHHON CUCTEME O
rOCYy/IapCTBEHHBIX M MYHHMIMIAJIBHBIX IUIATEKAaX, Ha OCHOBAHUHU IPEJCTABJICHHBIX 3asBUTEIEM KOIHUMN
JIOKyMEHTOB, MOATBEPKAAIONINX YIUIATY TOCYAapCTBEHHOM IMOIUIMHBI.

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

4. B Teuenne ACCATHU pa60‘lI/IX JIHEeW co JHS MOCTYIUICHUA YKA3dHHOT'O B 4aCTHU 1 HacTosIIEH CTaTbu
3asaABJICHUA U HeO6XOI[I/IMLIX AOKYMCHTOB yr[OJ'IHOMO‘-IGHHLIﬁ (I)ellepaHLHBII‘/’I opran HCIIOJIHUTEILHOM BIACTH:

1) mpoBOIUT HPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEIACHMM, COAEpXKAILMXCS B IPEACTABICHHBIX
3asBUTEJIEM MaTepUaax;

2) mpUHMMAET pElIeHHE O MPOBEACHUM YKA3aHHBIX B YacTU 2 HACTOSIIEH CTaTbU COOTBETCTBYIOIIHUX
9KCHEPTH3 JIEKAPCTBEHHOI'O CPEACTBA WM 00 OTKa3e B UX MPOBEJCHUU;

3) yBeIOMJISIET B 3JIEKTPOHHOM MM MMCbMEHHOM (hopMe 3asBUTENS O MPUHITOM PEIISHUHU WIN B CiIydae
NPUHATHUS pelleHns: 00 OTKa3e B MPOBEJICHUM COOTBETCTBYIOLIEH SKCIEPTU3bI C yKa3aHUEM MPUYUH TaKOTO
OTKa3a.

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

4.1. B cny4ae BBISIBIECHHUSI HEIOCTOBEPHOCTH CBEACHUM, CONECPKAIINUXCS B MPEICTABICHHBIX 3asBUTEIIEM
MaTepuaiax, YIOJTHOMOYEHHBIN (enepaabHblii OpraH HUCIOJHHUTEIBHON BJIACTH HAIPABIISCT 3asBUTEIIO
3anmpoc 00 YTOYHEHHWU YKa3aHHBIX CBeJCHUU. J[aHHBINA 3ampoc MOXKET OBbITh MepelaH YIOJIHOMOYEHHOMY
MPEACTAaBUTENIO 3asBUTENS JIMYHO O PACIUCKY, HAMPABICH MO MOYTE 3aKa3HbIM MUCHMOM WJIM IepeaaH B
ANEKTPOHHOU (opMe MO TEICKOMMYHUKAIMOHHBIM KaHallaM CBsI3U. B cilydyae HampaBlIeHHUs JaHHOTO 3ampoca
[0 MOYTE 3aKa3HbIM MUCHMOM OH CUMTAETCS MOJYYEHHBIM MO MCTEYEHHUH IIECTH THEW C JaThl HAIPABIICHUS
3aKa3HOTO MHCHMa.

(dactp 4.1 BBenena denepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asgBuTenb o00s3aH NPEJCTaBUTh OTBET Ha 3alpoOC YIOJHOMOUYEHHOIo (heAepalbHOrO OpraHa
UCTIOJHUTENIHOM BIIACTU B CPOK, HE NMPEBBILIAIONIUI JIeBIHOCTA padOUYMX JHEH CO JHS MOJyYeHHs TaHHOTO
3ampoca. Cpok, yKa3aHHBI B 4yacTu 4 HACTOSIICH CTaTbW, NMPHOCTAHABIMBAETCS CO JHS HAIpPaBICHUS
3asfBUTENIO 3apoca YIMOJHOMOYEHHOTO (eepalbHOr0 OpraHa MCHOJHUTEIBHOM BIACTH A0 AHS MOTYYEHHS
UM OTBETa Ha JAHHBIM 3alpOC M HE YYUTHIBACTCS MPH WUCUUCIICHUH CPOKAa MPUHSTHS PEHICHUS O BHECCHHU
U3MEHEHHH B JIOKYMEHTBI, COJEpXallhecss B PETHUCTPAIOHHOM JOChe Ha 3aperUCTPUPOBAHHBIN
JIeKapCTBEHHBIN Tpenapar Uil MEIUIMHCKOTO IPUMEHEHUS.

(uactb 4.2 BBenieHa PenepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM JUIs OTKa3a B IPOBEJACHUM YKa3aHHbBIX B UaCTH 2 HACTOSILEN CTaTbU SKCIIEPTU3 SABISAETCS
MIpe/ICTaBIeHHE JOKYMEHTOB, NMEPEYUCIEHHBIX B 4acTsaX | W 3 Hacrosimeld cTaTby, B HENOJHOM O0beMe,
HETIPE/CTaBICHUE 3asBUTENIEM B YCTAHOBIICHHBIN CPOK OTBETA HA yKa3aHHBIM B 4acTH 4.1 HacTosmieil cratbu
3alpoc  yHOJIHOMOYEHHOTO (hefiepalbHOr0 OpraHa MCIOJHUTEIbHOM BIAcTH, a TaKKe OTCYTCTBHE B
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NpPEACTAaBICHHBIX JIOKYMEHTaX JOCTaTOYHBIX CBEJCHUH, IOATBEPKAAOMUX HEOOXOIUMOCTh BHECEHUS
W3MEHEHHMH, WJIM OTCYTCTBUE HH(pOpMAIMM, MOATBEpKAaoNel (akT yIuiaTtel TOCYIapCTBEHHBIX IOILIHH,
YKa3aHHBIX B 4YacTU 3 HACTOSIILEH CTaTbHU.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

6. YKa3zaHHbIE B 4aCTH 2 HACTOSLIEH CTaThbU HKCIEPTU3bI MPOBOJATCA B MOPSJAKE, YCTAaHOBICHHOM
cratbeil 23 Hactosero denepasbHOro 3aKoHa.

7. B cpok, He TpeBBIMIAIOMIMKA JecATH pabouux AHEH cOo JHS TONy4YeHHUs 3aKIIOUYEeHUH KOMHUCCHUM
SKCHEPTOB MO pe3yJbTaTaM YyKa3aHHBIX B 4YacTH 2 HACTOSIIEH CTAaTbU SKCHEPTU3, YIOJIHOMOYEHHBIN
(dhenepanbHBIA OPraH UCIIOTHUTEIBHON BIIACTH:

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

1) mpuHMMaeT pelleHue O BHECEHWH H3MEHEHUH B JOKYMEHTBI, COJIepKallfecs] B PEerucCTPaliOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpenapar [yl MEAMLUHCKOrO NMPUMEHEHUs, UK 00 OTKaze
BO BHECEHHUH TaKUX U3MEHEHUN;

2) BHOCHUT B TOCYJapCTBEHHBIM peecTp JEKapCTBEHHBIX CPEJICTB HA OCHOBAaHWHU PEIICHHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpKallhecsi B PETUCTPAMOHHOM JOChe Ha 3aperucTPUPOBAHHBIN
JIEKapCTBEHHBIN Tperapar Jisi MEIUIIMHCKOTO MPUMEHEHHUs, HeoOXOAUMble M3MEHEHHS M BO3BpAIAET HX
3asBUTEIIIO;

3) BBIIACT 3asABUTEIIO0 HOBOE PETHCTPALIMOHHOE YIAOCTOBEPEHHE JICKAPCTBEHHOTO IperapaTta B Cliydae
U3MEHEHUs CBEACHUIA, COJIEPKAIINXCS B HEM.
(. 3 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. OcHOBaHMEM [yl OTKa3a BO BHECEHUH U3MEHEHUH B IOKYMEHTBI, COAEPKAIIUECA B PETUCTPALIMOHHOM
JI0OCbE€ Ha 3aperUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar Uil MEJUIIMHCKOTO NPUMEHEHUs, SBIISETCS
3aKJIIOUYEHHE YIOJTHOMOYEHHOTO (eiepabHOr0 OpraHa MCIOJIHUTEIBHONW BIACTH O BO3MOKHOCTH CHIKEHUS
0€3011aCHOCTH, Ka4uecTBa, 3((HEeKTUBHOCTH JICKAPCTBEHHOI'O CPE/ICTBA B CIIy4yae BHECEHUS TAKUX U3MEHEHUH.

9. JHomyckaeTrcs oOpaieHHe JeKapCTBEHHBIX MpenaparoB A MEAUIIMHCKOTO TMPUMEHEHHsS [0
WCTEUYEHUs1 CPOKa TOJHOCTH, MPOU3BEACHHBIX B TEUEHHME CTAa BOCBMUJIECATH JHEHW MOCHE JaThl MPUHATUSA
YIOJTHOMOYEHHBIM (pellepaibHbIM OPraHOM HCIOJTHHUTEIHHOW BIACTH PEIICHUS O BHECECHHHM W3MCHCHUU B
JOKYMEHTBI, COJIEPIKAINecs] B PETHUCTPAIIMOHHOM JIOChE, B COOTBETCTBHH ¢ WH(pOpPMAIIUEH, copepKaieics B
JTOKYMEHTaX PErUCTPAIIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN MPenapar 10 AaThl IPUHITHS TAKOTO PEIICHHS.
(dgactp 9 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 31. BHeceHue M3MeHeHUM B AOKYMEHTbl, coaepXaljmecs B perncTtpaumoHHOM
OOCbe Ha 3aperucTpMpoBaHHbIN JEeKapCTBEeHHbLIM npenapat pAnsa BeTepuUHapHOro
NPUMeHeHuUA

Koncynrrantlinroc: npuMedanue.
C 01.01.2021 B a63. 1 4. 1 ct. 31 BHOCsTCS m3MeHeHust (D3 ot 27.12.2019 N 478-D3).

1. B mensix BHECEHMs] M3MEHEHMl B JOKYMEHTBI, COJEpKallUecsl B PETUCTPALMOHHOM J0ChE Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN MpenapaT /Ui BETEPUHAPHOTO IPUMEHEHMUS], IepKaTellb WIN BIIaJieliel]
PETUCTPALIMIOHHOIO  YAOCTOBEPEHUs] JIEKApPCTBEHHOIO IIpenapara WIM YIOJIHOMOYEHHOE UM JApYyroe
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IOpUAMYECKOe JUI0 (Jalee B HACTOALICH cTaThe - 3asABUTENb) MPEICTABISIET B YIOJHOMOYEHHBIN
(denepanbHBIA OpraH WCIOTHUTEIBHOW BJIACTH 3asBIEHHE O BHECEHMHM TAaKUX HW3MEHEHUH 1o ¢opme,
YCTQHOBJICHHOH YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEILHON BIACTH, U MIPUJIAraeMble K HeMy
W3MEHEHUsI B yKa3aHHBIE JOKYMEHTBHI, a TaKXKe JOKYMEHTBHI, MOIATBEPKIAIOIINEe HEOOXOAMMOCTh BHECEHUS
Takux W3MeHEeHH. [Ipm HEoOXOAMMOCTH BHECEHHs W3MEHEHUH B JOKYMEHTHI, COJIEp)Kalluecs B
PErUCTPAallMOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar MAJjis BETEPUHAPHOIO
NPUMEHEHUs, B CIy4asX M3MEHEHHUS U (WJIHM) JOTOJHEHHUS MPOU3BOJCTBEHHOW IJIOMIAAKU JIEKAPCTBEHHOTO
CpeicTBa, a TaKKe HM3MEHEHMsI MOoKa3areJed KayecTBa JIEKAPCTBEHHOIO IpernapaTta JJii BETEPUHAPHOTO
NpUMEHEHUS M (WJIM) METOJOB KOHTpPOJS KayecTBa JIEKApCTBEHHOIO IIpernapaTta MJil BETEPUHAPHOIO
MPUMEHEHUS 3asBUTENb JOMOJHUTEIHHO TIPEJICTABIAET B YIOJHOMOYECHHBIM (eaepalibHbIi  OpraH
WCIIOJIHUTEJILHOM BJIACTH CIIEAYIONINE JOKYMEHTHI:

Koncynprantllntoc: mpumeuanue.
C01.01.2021 B . 1 u. 1 cr. 31 BHOCATCS u3meHenus (P3 ot 27.12.2019 N 478-D3).

1) Komus JUIEH3Ud HA NPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BBIJAHHOW IPOU3BOJIUTEINIO
JIKapCTBEHHOT'O Tpernapara Juisi BETepUHAPHOTO MPUMEHEHHUS], ISl POCCUMCKHUX MPOU3BOAUTENEH;

Koncynprantllntoc: mpumeuanue.
C01.01.2021 B . 2 u. 1 cr. 31 BHOCcATCs u3menenus (O3 ot 27.12.2019 N 478-D3).

2) KomMs JMIEH3MM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJACTB, BBIAAHHOW IPOU3BOAUTEIIIO
(dapmanieBTHUECKOH CyOCTaHLIMM, BXOJAIIEH B COCTaB JIEKApCTBEHHOIO IpemnapaTa JUlsl BETEPUHAPHOTO
IIPUMEHEHUS, JUIsl POCCUNCKUX ITPOU3BOAUTEIICH;

3) xomMsl JOKYMEHTA, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbI MPOU3BOJIUTENS AJIs KaxXI0H
MIPOU3BOJACTBEHHON IUIOLIAJAKMA JIEKAPCTBEHHOIO IIpemapara Uil BETEPUHApPHOIO IPUMEHEHHsS W
MOATBEPKIAIOIIEr0 COOTBETCTBHE IPOU3BOJAUTENS JIEKAPCTBEHHOTO Ipenapara TpeOOBAaHUAM IPABUII
HaJJIeXKalled TPOU3BOJICTBEHHON NMPAKTUKH, U €70 NIEPEBOJ] HA PYCCKHUMN SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM
HOPSIZIKE, @ TAK)KE KOTHUS 3aKIHOUYEHUS O COOTBETCTBUH NPOU3BOAMUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM
MPaBUJI HaJUIeXkKalled MPOU3BOJACTBEHHOM NMPAKTHKH, BBIAAHHOTO YHOJIHOMOYEHHBIM (pellepajIbHbIM OPraHOM
WCIIOJITHUTENIBHOM BJIACTH JJISI Ka)XIOM NPOM3BOJICTBEHHOW IUIOMIAAKHA JIEKAPCTBEHHOrO Ipenapara IJist
BETEPUHAPHOTO TNPUMEHEHUs, JMO00 KONUS pEIIeHUs O IPOBEIECHUU HHCIEKTUPOBAHUSA MPOU3BOAUTENS
JIEKapCTBEHHBIX CPEJICTB, IPUHATOrO YIOJIHOMOYEHHBIM (pellepabHbIM OpPraHOM MCIIOJIHUTEIbHON BIACTH
JUI Ka)KIOM NPOU3BOACTBEHHOM IUIOIIAIKU JIEKAPCTBEHHOTO Ipenapara [uis BETEpUHAPHOIO IPHMEHEHUS.
VYKa3zaHHBIE JTOKYMEHTBHI MPEICTaBISIOTCS B CIIy4ae, €CId MPOU3BOJCTBO JIEKAPCTBEHHOIO IIpernapara s
BETEPUHAPHOI0 IPUMEHEHUS OCYILECTBIAETCA 3a npeaenamu Poccuiickon @enepanny;

4) xomMsi JOKYMEHTAa, BBIIAaHHOTO  YIOJHOMOYEHHBIM OpPraHOM  CTpaHbl  MPOU3BOAMUTENS
(apmaneBTHUECKON CyOCTaHLIMM W TOATBEPKIAIOIIET0 COOTBETCTBHE MPOM3BOIUTENS (hapMalleBTHUECKON
cyOcTaHIUM, BXOSAIIEH B COCTAB JIEKAPCTBEHHOTO IIpenapara Jjsl BETEPMHAPHOTO IPUMEHEHUs, TPeOOBaHUAM
NpaBUl HaAJeKalleld NPOU3BOJACTBEHHOW NPAKTUKU, U €ro IMEepeBOjJ Ha PYCCKUH S3BIK, 3aBEpEHHbIC B
YCTQHOBJICHHOM TOPSIJIKE, B CIIydae, €CIM MPOU3BOACTBO (papMaleBTHYECKON CyOCTaHIIMM OCYIIECTBIIIETCS 3a
npezaenamu Poccuniickoit denepanuu.

(dacte 1 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

1.1. B cnywyae u3MeHeHUS U (WUIM) AOMOJHEHUS TPOU3BOJICTBEHHOW IUIOMIAIKK JIEKAPCTBEHHOTO
CpeAcTBa IOKYMEHTHI, yKa3aHHbIE B YacTH | HACTOSIIENW CTaThbU, MPEICTABISIOTCS 3asBUTENIEM B OTHOLIEHUU
U3MEHSIEMOM U (WJIM) JOMOJHSAEMON MPOU3BOACTBEHHOM IUIOMIAJKU JIEKAPCTBEHHOIO cpejacTBa. Perienue o
BHECEHHHM M3MEHEHHI B JIOKYMEHTBI, COJEp)KAIUECs] B PETHCTPAIMOHHOM JOChe Ha 3apEeTrUCTPUPOBAHHBIN
JIEKapCTBEHHBIN TIpenapar JIjisi BETEPUHAPHOTO MPUMEHEHHUs, UiIu 00 OTKa3e B MX BHECCHUHM NMPHUHUMACTCS B
clly4ae HEOOXOJIMMOCTH IPOBEIEHUS IKCHEPTU3bl JIEKAPCTBEHHOTO CPEACTBA B CPOK, HE IMPEBBIMIAIOIIUI
JEBSHOCTAa paboYMX THEH, a B OCTAIbHBIX CIyYasX B CPOK, HE MPEBBIIIAIOIINNA TPUALIATH pabouux AHEH co
THSI TIPUHSTHS YTIOTHOMOYEHHBIM (hefiepadbHbIM OPTaHOM HCIONHUTENBHON BIACTH 3asBICHUS O BHECEHUU
TaKUX U3MEHCHHI.

(uactp 1.1 BBenena ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. B cinywae peopraHuzanuy JepKaTesss WIM BIAJEIblla PErUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI0 IIperapara Juid BETEPUHAPHOIO IMPUMEHEHUs, pa3paboTuMKa WM IPOU3BOAUTEIS
JIEKapCTBEHHOI'0 IIpenapara Uil BETEPUHAPHOIO INPUMEHEHHsS B 3asABJICHUMM O BHECEHUU H3MEHEHUN B
JOKYMEHTBI, COAECPKAIUEC B PETUCTPALIMOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpernapar
JUIsL BETEPUHAPHOIO IPUMEHEHMs], YKa3bIBAalOTCS JAaHHbIE JOKYMEHTA, IIOATBEPIKAAIOIIETO BHECECHHE
COOTBETCTBYIOIIMX M3MEHEHUHN B ENUHBINA rocyJapCTBEHHBIM peecTp OPUINYECKUX JUI (A1 OopraHu3alui,
3apEeTUCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit Denepanun), WM HHOTO TOKYMEHTA, TOATBEPIKIAIOIIETO
peopraHu3alMio OPUAMYECKOro JMua (A1 OpraHu3aluil, HEe 3aperuCTPUpPOBAHHBIX HAa TEPPUTOPUU
Poccuiickoit ®enepanuu). 3asBieHHE O BHECEHWM W3MEHEHMH B JIOKYMEHTBI, coJepXaluecs B
PErUCTPallMOHHOM JIOChE Ha 3apeTUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO
MPUMEHEHHS, U TpUjlaraeMble K HeMy JOKYMEHTBI MPEJICTABIISIOTCS B YIIOJIHOMOYEHHBIN (heaepalibHbIid OpraH
WCIIOJIHUTEJIBHOM BJIACTU HE MO3/IHEE YeM depe3 TPUALATh padouux JTHEH cOo JHS BHECEHUS COOTBETCTBYIOIINX
u3MeHeHHud B EauHBIL  rocymapcTBeHHBI — peecTp  IOpPUAMYECKMX  JUI (Vi1 OpraHu3alui,
3aperucTpUPOBaHHbIX Ha TeppuTopuu Poccuiickoit deaepanun) wiM co THSA MPUHATUS COOTBETCTBYIOIIETO
JOKYMEHTa, IOATBEPXKAAIOLIET0 PEOPraHu3alyi0  IOPUIUYECKOro Juua (s OpraHu3aluid, He
3aperucTpUPOBaHHBIX Ha TeppuTopuu Poccuiickoit @enepanuu). B ciydae peopranuzanuu epxaress WId
BJIAJICJIbIIA PETMCTPALIMOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHOIO IIpenapara Juisi BETEpUHAPHOIO IPUMEHEHUS
3asBJICHUE O BHECEHUM W3MEHEHUM B JOKYMEHTBI, COJEp)KaIMecs B PErMCTPAllMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar il BETEPUHAPHOTO MPUMEHEHHUs, MMOJAETCS IOPUINIECKUM
JUIOM, KOTOPOMY B XOJ€ pEOpPraHM3alMM IEepefaHo IpaBO BIAJNCHUS TAaKUM PETUCTPALMOHHBIM
YIOCTOBEPEHUEM.

(uactb 1.2 BBennena @exnepanbHbiM 3ak0HOM OT 02.08.2019 N 297-D3)

2. B cnydyae BHeceHUS M3MEHEHMH B JOKYMEHTBI, COJIEpXallUecs B PErMCTPALMOHHOM JOCbE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar uisi BETEPUHAPHOIO IIPUMEHEHNUs, B OTHOILIEHUH CBEICHH,
yKa3aHHbBIX B moamynkrax "e", "x", "k", "n", "H", "c", "X" mynkra 7 wactu 3 crtateum 17 Hacrosmero
®denepanbHOro 3aKOHA, M3MEHEHMs] W (MJIM) JONOJIHEHHUS NPOU3BOJCTBEHHOW IUIOIIAAKH JIEKapCTBEHHOTO
CpPEICTBA, a TaKkKe B ClIy4yac W3MEHEHHUs IIOKa3aTeleld KauecTBa JIEKapCTBEHHOIO Ipenapara Ui
BETEpUHAPHOTO MPHUMEHEHHs M (WIM) METOJOB KOHTPOJIS KayecTBa JICKApCTBEHHOTO Npenapara i
BETCPUHAPHOIO IPUMEHEHMs IPOBOAMTCS DKCIEPTHU3a JIEKAPCTBEHHOIO CPEIACTBA Ul BETEPUHAPHOTO
npuMeHeHus. B ciayuyae HeoOXOIMMOCTH BHECEHHsI MHBIX H3MEHEHHH B JIOKYMEHTBI, COJAepxKaluecs B
PErMCTPAllMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar Uil BETEPUHAPHOTO
IIPUMEHEHUS, DKCIIEPTU3a JIEKaPCTBEHHOTO CPEICTBA JJIsl BETCPUHAPHOIO IPUMEHEHUS HE IIPOBOIUTCSL.

(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

Koncynprantlmoc: mpuMeyanue.
C 01.01.2021 4. 3 ct. 31 uznaraercs B HoBoM pegakuuu (P3 ot 27.12.2019 N 478-D3).
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

3. C 3asgBneHUEM O BHECEHMH U3MEHEHUH B IOKYMEHTHI, COJIEPIKAIIUECs B PETUCTPALIMOHHOM J0Che Ha
3aperuCcTPUPOBAHHBIN JICKAPCTBEHHBIN Mpemnapar Jisi BETepUHAPHOTO MPUMEHEHUs, Hapsly ¢ TOKyMEHTaMU,
YKa3aHHBIMH B YacTH | HACTOSIIEH CTAaThU, 3asBUTENb MPEACTABISICT KOMHH JOKYMEHTOB, TIOJTBEPKIAIOIIIX
yIUIaTy TOCYJapCTBEHHOM MOIUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJIEPIKAIIUECS B PETUCTPAIMOHHOM JOChE
Ha 3apeTHCTPUPOBAHHBIA JICKAPCTBEHHBIM TIperapar JUIsl BETCPUHAPHOTO MNPUMCHECHHS, W3MCHCHH,
TPeOYIONMX MPOBEACHUSI OKCHEPTU3bI JICKAPCTBEHHOTO CPEICTBA, WJIM HM3MCHEHUWH, HE TpeOyHommx
NPOBEICHUS JKCIEPTH3bl JICKAPCTBEHHOTO CpEACTBA. B cilyyae HEOOXOAMMOCTH W3MEHEHHUs CBEICHUH,
COJIEpKAIINXCS B PETUCTPAIMOHHOM YAOCTOBEPEHUM JIEKAPCTBEHHOTO TIperapaTra s BETePHUHAPHOTO
MPUMECHECHHS, C 3asBJICHHUEM, YyKa3aHHbBIM B 4YacTW | HACTOSIIEH CTaThu, 3aABUTENb JOIMOJHUTEIHHO
MPEJICTABISET KOMHMIO JOKYMEHTa, MOJTBEPKIAIONIET0 YIUIATy TOCYJapCTBEHHOW NONUIMHBI 33 BBITAYY
PETHCTPAIIMOHHOTO YJIOCTOBEPEHUS JICKAPCTBEHHOT'O Tperapara. 3asBHTENIb 10 COOCTBCHHONW HHHIIMATHBE
BIIPaBE IMPEJICTABUTH JIOKYMEHTHl 00 YyIUIaTe TOCYJapCTBEHHBIX IOIUIMH. B cilyuae HempeacTaBiIeHUS
3asBUTEJIEM JOKYMEHTOB 00 yIUIaTe TOCYAapCTBEHHBIX TOIUIMH YIIOJHOMOUYCHHBIN (enepaibHblii OpraH
WCTIOJTHUTENILHON BJIAacTU TMpoBepsieT (akT yIIaThl 3asBUTENIEM TOCYAapCTBEHHBIX IMOIUIMH MOCPEACTBOM
WCIOJIb30BaHUs WHQOpMAIMK 00 yIulaTe roCyAapCTBEHHBIX MOILINH, coaepikareiics B ['ocymapcTBeHHON
MH()OPMAIIMOHHOW CUCTEME O TOCYJAapCTBEHHBIX W MYHHIWINAIBHBIX IUIATE)KaX, HAa OCHOBAHUU
MIPEJICTABICHHBIX 3asBUTEIIEM KOITUI JIOKYMEHTOB, TIOJITBEPKIAIONINX YILIATy TOCYIapCTBECHHBIX IMOILIHH.

(B pen. DeaepanbHbix 3akoHOB 0T 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

4. B cpok, He MpeBbIIAIUN HecaTH pabouux THEH cO JHS MOCTYIUIEHHS YKa3aHHOTO B 4YacTu 1
HACTOSIIEH CTaTbU 3asBICHUS U HEOOXOJUMBIX JOKYMEHTOB, YIOJTHOMOYEHHBIN (QenepalbHblii opraH
UCIIOJIHUTEILHOM BJIACTH:

1) mpoBOIUT HPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEICHMM, COAEpXKAILUXCS B IPEACTABICHHBIX
3asiBUTEJIEM JOKYMEHTaX;

2) IIPUHUMACT PCUHICHUEC O IMPOBCACHHHN JBKCHCPTU3BI JICKAPCTBCHHOI'O CpEACTBa AJIA BETCPHHAPHOI'O
IMPUMCHCHUS UIN 00 OoTKa3e B e€ IMPOBCACHUH,

3) yBemomisieT B NMUCBMEHHOH (opMme 3asBUTEIs] O MPUHATOM pPEIICHHM WM B Clyyae NPUHITHSA
perieHust 00 0TKa3e B IPOBEACHUH SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPECTBA [l BETEPUHAPHOTO MPUMEHEHHUS C
yKa3aHUEM IIPUYMH TaKOro OTKa3a.

4.1. B ciyyae BBISIBIEHUS HEIOCTOBEPHOCTH M (WMJIM) HEAOCTATOYHOCTH CBEACHHH, CONEPIKAIIUXCS B
MIPE/ICTABJIICHHBIX 3asSBUTEIEM JIOKYMEHTAaX, YIIOJHOMOYCHHBIN (eepaabHbIil OpraH UCIIOJHUTEILHON BIACTH
HaNpaBIseT 3asBUTENIO 3ampoc 00 YTOYHEHHWH YKa3aHHBIX CBEIACHM. 3ampoc MOXKeT ObITh mepenaH
YIOJIHOMOYEHHOMY MPEICTABUTEIIO 3asIBUTENS 1OJ] PACIIUCKY, HAIIPABIJICH IO MOYTE 3aKa3HbIM MUCbMOM HIIH
nepenaH B AJCKTPOHHOW (opMe MO TEeIeKOMMYHHMKAIIMOHHBIM KaHajaM CBs3U. B ciydae HampaBlieHUs
3ampoca 00 YTOYHEHUHU yKa3aHHBIX CBEJCHHM IO MOYTE 3aKa3HBIM MUCHMOM OH CUHTAETCS MOJYYSHHBIM TI0
HWCTEUYCHUU IIECTU JTHEW C TaThl HAMPABJICHUS 3aKa3HOTO MUChMA.

(dactp 4.1 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. 3asgBuTenb o00s3aH NPEICTaBUTh OTBET Ha 3alpoOC YIOJHOMOUYEHHOIo (heAepaibHOrO OpraHa
UCTIOJHUTENIHOM BIIACTU B CPOK, HE NMPEBBILIAIONIUI JIeBIHOCTA padOYMX JHEH CO JHS MOJyYeHHs TaHHOTO
3anpoca. Cpoku, ykazaHHble B 4yacTu 1.1 Hacrosimed craTbu, IPUOCTAHABIMBAIOTCS CO JHS HAIpPaBIICHUS
3aBHUTEINIO 3aIPOCa YHOJHOMOYEHHOTO (helepaibHOTO OpraHa MCIOJHUTEIHHON BIACTH IO THS TOJTYYCHHUS
OTBETa Ha JaHHBIMA 3alpOC U HE YUYUTHIBAIOTCS MPHU UCUUCICHUM CPOKAa MPUHATUS PELICHHs O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJEpXKalllMecsi B PEruCTPAlMOHHOM JIOCh€ Ha 3aperucTpUpOBAHHBIN
JIeKapCTBEHHBIN Mpemnapar Al BETEpPUHAPHOTO PUMEHEHHSL.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

(uacts 4.2 BBenena @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM Il OTKa3a B MPOBEACHUU KCIIEPTU3HI JIEKAPCTBEHHOTI'O CPEACTBA JIsi BETEPUHAPHOTO
NPpUMCHCHUA ABJIACTCA MPCACTABJICHUC IOOKYMCHTOB, YKA3aHHBIX B YaCTAX 1 u3l HaCTOSIH_[eﬁ CTaTbu, B
HEIOJIHOM 00BbeMe WU OTCYTCTBHEC B TMPCACTABIICHHBLIX AOKYMCHTAX  AOCTATOYHBIX CBCI[GHI/H\/JI,
MMOATBCPKAAIOIINX HGO6X0}II/IMOCTB BHECCHUA H3MeHeHHI>'I, o0 HCMPECACTABJICHUEC 3adBUTCIICM B
YCTaHOBJICHHBIH CPOK OTBETa Ha yKa3aHHBIH B 4acTH 4.1 HacTosmield CTaTbHU 3alpoC YHOJIHOMOUYEHHOTO
(benepanbHOro OpraHa HCIOJIHUTEIBHON BIACTH.

(B pen. denepanbroro 3akoHa oT 04.06.2018 N 140-D3)

6. Okcrneprr3za JIEKapCTBEHHOTO CpEACTBA [UIsi BETEPUHAPHOTO MPUMEHEHUs B LENSAX BHECEHUSA
W3MEHEHUH B JIOKYMEHTBI, COJEpKallhecs B PETUCTPAIMOHHOM JOChe Ha 3aperUuCTPUPOBAHHBIN
JIEKapCTBEHHBIN TIpenapar JJis BETEPUHAPHOTO MPUMEHEHHUSI, OCYIIECTBISIETCS B TMOPSIAKE, YCTAaHOBICHHOM
crarbeil 24 Hactosero denepasbHOro 3aKOHa.

6.1. B cpok, He TpEeBBIIAIOIINNA AeCATH paboyux AHEH CO JHS TMONyYeHHUs 3aKITIOYCHHS] KOMHUCCUU
9KCIIEPTOB M0 pe3yJbTaTaM YKa3aHHOW B YacTH 2 HACTOSILEH CTaTbU 3KCIEPTU3bI, YIOJIHOMOUYEHHBIN
(denepanbHBIA OPraH UCMIOTHUTEIBHON BIIACTH:

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

1) mpuHMMaeT peleHue O BHECEHWH H3MEHEHUH B JOKYMEHTHI, COJIepKallfecs] B PEerucTpaliOHHOM
JI0ChE HA 3apEerUCTPUPOBAHHBIN JIEKApCTBEHHBIH Mpenapar /Ui BeTepUHAPHOIO MIPUMEHEHUs, WM 00 OTKaze
BO BHECEHHUH TaKUX U3MEHEHUN;

2) BHOCHUT B TOCYJapCTBEHHBIH peecTp JEKapCTBEHHBIX CPEJICTB HA OCHOBAHMM DPEILICHUS O BHECEHUH
W3MEHEHUNM B JOKYMEHTBI, COJEpXKallMecs B PETUCTPAMOHHOM JOChE Ha 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar AJii BETEPUHAPHOTO MPUMEHEHMs, He0OXOUMble U3MEHEHHUsI U BO3BpAlllaeT 3TU
JIOKYMEHTBI 3asIBUTEIIIO;

3) BbLIAET 3asABUTENI0 HOBOE PETUCTPALMOHHOE YAOCTOBEPEHHE JIEKApCTBEHHOro Npemnapara Jis
BETEpUHAPHOI'O NPUMEHEHHs B Cilydae HEOOXOIUMOCTH WM3MEHEHHs CBEICHMH, COIEpIKALIMXCS B HEM, C
COXpaHEHHEM HOMEpa paHee BBIIAHHOTO PETUCTPAIIMOHHOIO yI0CTOBEPEHUs JIEKApCTBEHHOTO TpenapaTa A
BETEPUHAPHOTO TIPUMECHEHUSI.

(. 3 BBeneH PenepanbHbM 3akoHOM 0T 02.08.2019 N 297-D3)
(uacts 6.1 BBeneHa PenepanbHbIM 3ak0HOM OT 22.10.2014 N 313-03)

6.2. B cinydae BHECEHMS U3MEHEHMH B JOKYMEHTBI, COAEPIKAUIUMECS B PErMCTPALIMOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemnapar AJis BETEPUHAPHOTO MPUMEHEHHUs, B 4YaCTH, Kacarollencs
W3MEHEHUsT U (WJIM) JOMOJHEHUs TMPOU3BOJICTBEHHON IUIOIMIAJKM JIEKAPCTBEHHOIO Ipenapara, Hpu
MIPE/ICTABICHUM 3asiBUTEJIEM B COOTBETCTBMM C IIYHKTOM 3 4YacTu | HacTosAled cTaTbu KOMMM PEIIECHUs
YIOJHOMOYEHHOTO (pellepalbHOrO OpraHa HCIOJHUTENIbHON BIAaCTM O NPOBEJCHUM WHCIEKTUPOBAHUS
MPOU3BOAUTENSL  JIEKAPCTBEHHBIX CPEACTB CpPOK, VyKa3aHHbIA B 4actu 6.1 Hacroslel craThy,
NPUOCTAHABIMBACTCS €O JHSA IIOJYYEHHs 3aKIIOYEHHMS] KOMHUCCHM JSKCIEPTOB 1O JHS IPUHATHUSA
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OpPraHOM MCIIOJIHUTENHHOW BJIACTU PElIeHUs O Bblaaue WM o0 oTKaze B
BbIJJau€ 3aKJIIOUYEHUS O COOTBETCTBUM IPOM3BOJAUTEINSA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM IPABHI
Ha/IJIeKaIIel MPOU3BOJCTBEHHOM MPAKTUKU, HO HE O0JIee 4YeM Ha CTO BOCEMBECAT pabOUMX JTHEH.

(uacts 6.2 BBeeHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM ]ISl OTKa3a BO BHECEHUU U3MEHEHUH B JOKYMEHTBI, COJIEpKalliecs] B peruCTPalliOHHOM
JI0ChE Ha 3aperucTPUPOBAaHHBIN JEKApCTBEHHBIN Mpenapar Jyuls BETEPUHAPHOTO IPUMEHEHUs, B Cllydasx, He
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

TPeOYIOLINX MPOBEAECHUS SKCIEPTHU3bl JIEKAPCTBEHHOIO CPENICTBA, SIBIISETCS INpPEACTaBIECHUE TOKYMEHTOB,
yKa3aHHBIX B 4acTsAX | M 3 HacTosmIeld CTaThbd, B HEMOJHOM O0bEME WM OTCYTCTBHE B NPEACTaBICHHBIX
JOKYMEHTaX CBEJICHHH, KOTOPBIE JOJDKHBI OBITh B HUX OTPAXXCHbI, TUOO HETPEICTaBICHUE 3asSBUTEIEM B
YCTaHOBJICHHBIM CpPOK OTBETa Ha yKa3aHHbIM B 4dacTh 4.1 HACTOAIEH CTAaTbU 3alpoC YHOJHOMOYEHHOI'O
(enepaabHOro opraHa UCIOJIHUTEIHHON BIACTH.

(dactp 7 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM [Uisi OTKa3a BO BHECEHHHM M3MEHEHUN B [OKYMEHTBI, COJAEp)Kalluecs B
PETHCTPAIIMIOHHOM JOCb€ Ha 3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar A BeTEPUHAPHOTO
NPUMEHEHHS, B CIy4Yasx, TpeOymoIuX TIPOBEACHHUS SKCIEPTU3bl JIEKAPCTBEHHOTO CpPEICTBA, SIBISETCS
3aKIIIOYCHNE YTIOJIHOMOYEHHOTO (heepaibHOTO OpraHa UCIIOJHUTENFHOW BJIACTH O BO3MOXKHOCTH CHMKCHUS
0e30macHOCTH, KavyecTBa, Y(PPEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara BCIICICTBHE BHECEHUS M3MCHEHHUH B
yKa3aHHbIE JOKYMEHTbI, OTKa3 yIOJIHOMOYEHHOTO (eiepalibHOr0 OpraHa UCIOJHUTEIbHOM BIACTH B BblJaue
3aKJIIOUYEHHUsI O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSAM IMPAaBUI HaJJexalien
MIPOU3BOJICTBEHHON MNPaKTHUKU B Cly4yae W3MEHEHHs W (MJIM) JOMOJHEHMS MPOM3BOJCTBEHHOM IIOLIAIKU
JIEKapCTBEHHOTO IIperapara, eclId MPOHM3BOJCTBO JIEKAPCTBEHHOIO Tpenaparta Juii BETEPUHAPHOTO
MIPUMEHEHHS OCYIIECTBIISIETCS 3a mpeaenamu Poccuiickoit depepannu, UM OTCYTCTBHE 3TOTO 3aKIIIOUCHHUS.
(uactp 7.1 BBeneHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercs oOpallieHue JE€KapCTBEHHBIX IMPEnapaToB [UIsi BETEPUHAPHOTO MPUMEHEHHS [0
UCTEUEHHUSI CPOKA TOJHOCTH, MPOU3BEIEHHBIX B TEUYEHHE CTa BOCHBMHAECATH IHEH IMOCie AaThl MPUHATHS
YIOJTHOMOYEHHBIM (pellepalbHBIM OpraHOM HCTIOJHUTENBHOW BIACTH PEIICHUS O BHECEHHHM W3MEHEHUU B
JIOKYMEHTBI, COJIepKalllecs] B PErHMCTPALlMOHHOM JOChE Ha JICKAPCTBEHHBIN MpernapaTr, B COOTBETCTBUU C
nH(popManuen, comepikameicss B TOKyMEHTaX PETHCTPAMOHHOTO JIOChe Ha JICKAPCTBEHHBIM Tperapar o
JIAThI IPUHATHS TAKOTO PEIICHUS.

(dactp 8 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 32. OTMeHa rocyaapCTBEHHOW perncrpaLuum fneKapcTBeHHOro npenapara

Pemenne 00 oTMEHE TOCYIapCTBEHHOW pPETrHCTpallUM JIGKAPCTBEHHOTO IMpenapara U HCKIIOYCHUH
JIEKapCTBEHHOTO TIpenapara W3 TOCYJapCTBEHHOTO peecTpa JIGKapCTBEHHBIX CPEJICTB IMPUHUMACTCS
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEIBHOM BJIACTH B CIIyYae:

1) mpencraBieHUsi COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (eepaabHbIM OPraHOM HCIOIHUTEIBHON
BJIACTH 3aKJIFOUEHHUS O PUCKE WM 00 yrpo3e 370pOBbBIO, )KU3HH UYEIOBEKAa MU KUBOTHOTO MPHU MPUMEHEHUHU
JICKapCTBEHHOTO Mpemnapara, MPEeBBIIAININX ero 3((EeKTUBHOCTh, MO PE3yJbTaTaM OCYIIECTBISEMOTO UM
MOHHTOPHUHTA 0€301TaCHOCTH JIEKaPCTBEHHOTO TIpenapara;

2) momauyM JepiKaTtelieM WM  BIAJETBIEM PETHCTPAIMOHHOTO YJIOCTOBEPEHHs JIEKAPCTBEHHOTO
npernapara Wi YIoJHOMOYSHHBIM UM APYTHM IOPUIUICCKUAM JIUIIOM 3asiBJICHUSI 00 OTMEHE rOCYy1apCTBEHHON
PETUCTpallUY JEKapCTBEHHOTO Mpernapara;

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

3) HEMOATBEPKIACHUS TOCYNAPCTBEHHOM PETUCTpAIMU JIEKAPCTBEHHOTO IMpenapara 1o UCTEUEHUU CpOoKa
NENUCTBUS PETUCTPAILIMOHHOTO yI0CTOBEPEHUS, BEIJIAHHOTO HA MATh JIET;

4) HempeAcCTaBlICHUS 3asBUTENEM HHPOpPMAIMHM, KOTOpash MOXKET MOBJeYb 3a cOO0OW HEOOXOAMMOCTh
BHECEHUsI W3MEHEHMH B JIOKYMEHTBI, COAEp)KAIMecs B PErUCTPALMOHHOM JO0ChE HA 3aperuCTpUPOBAHHBIN
JIeKapCTBEHHBIH Mpenapar, B Te4eHUe TPUALATH pabouuX AHEH CO IHS HACTYIJICHUS 3TUX U3MEHEHU;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

5) ocyuecTBIeHHs TOCYIapCTBEHHOM PpEerucTpaluy JIEKapCTBEHHOIO Ipenapara I0jA TOPrOBBIM
HAaUMEHOBAHMEM 3apETUCTPUPOBAHHOIO pAHEE IIOJ 3TUM TOProBbIM HAMMEHOBAHUEM JIEKAPCTBEHHOI'O
npenapara, OTJINYaroLIerocsi KAUeCTBEHHBIM COCTaBOM JIEHCTBYIOIINX BEILIECTB;

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

6) OCYIIECTBICHHUS TOCYTAPCTBEHHON PETHUCTpPAIlMM OJHOTO M TOTO K€ JEKapCTBEHHOTO Iperapara B
OTHOIICHHH OJHOTO M TOTO JK€ Jep)KaTelid WM BIAAeiblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOTO Tperaparta B BUJIC JIByX M 0oJiee JICKApCTBECHHBIX MPEMapaToB MO/ Pa3IHYHBIMUA TOPTOBBIMU
HAaWMEHOBAHUSIMH;

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

7) BbIHECEHUSI CYJIOM pEIICHUsI O HapyLIEHWU TMpaB IMpaBooOiagaTessi 0ObEKTOB HMHTEIIEKTYyaTbHOU
COOCTBEHHOCTHU IIPU 0OpAIlIEHNH JIEKApPCTBEHHBIX CPECTB;

8) oTcyTCcTBHSI JIEKapCTBEHHOTO TpernapaTta B obparieHun B Poccuiickoii denepanuivi B TEUCHUE TPEX U
Oouee J€T;
(. 8 BBenen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HEBBITIOJIHEHUS JIepKaTelIeM WJIU BJIAJIENbLIEM PErHMCTPALMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpemnapara JIM00 YIMOJHOMOYCHHBIM HUMH APYTUM FOPUIUYCCKHM JIUIOM MEPONPHUATHH 10 00CCIICUeHUIO
0€30MacHOCTH JICKAPCTBEHHBIX TIPEMapaToB, YCTAHOBJICHHBIX YIOJHOMOYECHHBIM (eaepabHBIM OpPraHOM
WCIIOJTHUTEJIbHOM BJIACTH B COOTBETCTBUHM C HacTsMU 3 U 4 ctaTtbhu 64 Hacrosiero deaepaibHOTO 3aKOHA, B
paMKax OCYIIECTBICHUs (hapMaKOHA30Da;

(. 9 BBenen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) oTkaza mepxaTeisi WIM BJIAJIEblla PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara
7100 YHOJHOMOYEHHOTO MMM JAPYroTO FOPUIMYECKOTO JIMIA OT BHECEHUS H3MEHEHHH B WHCTPYKIHIO II0
MIPUMEHEHHUIO JICKAPCTBEHHOTO Tpernapara, KacaroIUXCcs HOBBIX TMOJITBEPKIACHHBIX JAHHBIX O TOM, YTO PHUCK
NPUYMHEHHUS BpeJa 3JI0POBBIO0 UYEJOBEKA WM JKMBOTHOTO BCJICACTBHE IPHUEMa JIEKAPCTBEHHOI'O Iperapara
npeBblinaeT 3 HEeKTUBHOCTH €r0 MPUMEHEHUS.

(m. 10 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

Koncynsrantlntoc: mpumeganue.
C 01.01.2023 crt. 32 gononnsiercs . 11 (D3 o1 27.12.2019 N 475-D3).

Cratba 33. locyaapCcTBEHHbIN peecTp NIeKapCTBEeHHbIX CpeacTB

1. T'ocynapcTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB COJEPKUT MEPEUEHb JIEKAPCTBEHHBIX MPENapaToB,
MPOIIEIINX TOCYJAPCTBEHHYIO PErHCTPAlMI0, TEPEeUeHb (GapMarieBTUYSCKUX CyOCTAHIMKM, BXOIANIUX B
COCTaB JIEKaPCTBEHHBIX MPENApaToB, U CIEAYIOIYI0 HH()OPMAIIHIO:

1) B OTHOLIEHUH JIEKAPCTBEHHBIX MIPETIAPATOB:

a) HaMMEHOBAaHHME JICKAPCTBEHHOIO0  Tmpemapara (MEXIyHAapOJIHOE  HEMAaTeHTOBAHHOE, WU
IrPYNIHPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

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

0) nexapcTBeHHass opMma C yKazaHHEM JO3UPOBKH JIEKAPCTBEHHOrO IMpenapara U ero KOJU4ecTBa B

www.consultant.ru Crpanuua 71 n3 129
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

HOTPEOUTETHCKON YIIaKOBKE;

B) HaMMEHOBaHHWE JiepKaTels WIM BIaJeNblla PEruCTPALlMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpenapara M CBEACHUS O PETHCTpalldd JepKaTels WM BIAAENblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS
JIEKApCTBEHHOTO TIperapara Juii MEAMIMHCKOTO MPHMEHEHHs B KauecTBE HAJOTOIUIATENBIIMKA B CTpPaHE
perucTpanyu (Ui POCCHHCKUX IOPHIUYECKUX JIUI - HWACHTU(UKAIMOHHBIA HOMEp HAJIOTOIUIATENbIINKA
(MHH), s mHOCTpaHHBIX IOPUAWYECKUX JIUIl - CTPaHa PErHCTpalvi, HAUMEHOBAHUE DPErHCTPHPYIOLIETO
OpraHa, perucTpanMoHHBIN HOMEp, KO/ HaJOTOIIaTENbIINKA B CTPaHEe PETUCTPALUK (MHKOPIIOPALIMH) HITH €T0
aHaJor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HaUMEHOBAaHWE M aJpec MPOM3BOAMTENS JIEKAPCTBEHHOI'O Ipernapara U CBEIEHHUS O pEerucTpanuu
MPOU3BOJUTENS  JIGKAPCTBEHHOrO0  Mpermapara A MEIUMIUHCKOTO  MPUMEHEHHs B KauecTBe
HaJIOTOIJIaTeNbIIMKA B CTpaHE PErucTpaluu (A1 pPOCCUHCKUX IOPUAMYECKHUX JIUL - WACHTU(PUKALIMOHHBIN
HoMep Hanoromnarensiuka (MHH), ans WMHOCTpaHHBIX IOPUAMYECKUX JIMI[ - CTpaHa perucTpaluu,
HaMEHOBAHHME PETUCTPUPYIOLIETO OpraHa, PeruCTPalMOHHBIA HOMEp, KOJ HaJOroIUIaTeNbIIMKa B CTpaHe
perucrpanuy (MHKOPIIOPALUK) WK €r0 aHaJIor);

(nm. "r" B pen. @exaepanbHOro 3akoHa ot 28.12.2017 N 425-03)

) (hapmakoTepaneBTUIECKAs rpymnmna, KOJI JIEKapCTBEHHOTO npemnapara o
aHATOMO-TEPaNeBTHUECKO-XUMUYECKOM KilacCupUKalluK, peKOMEeHAOBaHHON BcemupHoil opranuzanueit
3/IpaBOOXpaHEHUS;

(nmm. "n" B pen. @eaepanpHOro 3akoHa ot 22.12.2014 N 429-03)

€) MOKa3aHus U MPOTHUBOMOKA3aHUsI K IPUMEHEHUIO JIEKAPCTBEHHOIO Mpernapara;
) TOOOYHBIE ACHCTBUS JIEKAPCTBEHHOTO MIpenapara;

3) CPOK FOJJTHOCTH JIEKApPCTBEHHOTO Mpenapara;

1) YCJIOBHUS XpaHEHUs JIKApCTBEHHOTO Mpernapara;

K) YCIIOBHSI OTITyCKa JIEKAPCTBEHHOT'O MIpenapara;

J) HOMEep (apMaKONEWHON CTaThU WIIM B CIy4ae ¢ OTCYTCTBHS HOMEP HOPMATHBHOW JOKYMEHTALUH
1100 HOPMATUBHOTO JOKYMEHTA;

M) JaTa TOCYJapCTBEHHOM perucTpalyy JIEKapCTBEHHOrO IpernapaTa U €ro perucTpaliOHHBIA HOMeEp,
JlaTa  3aMEHbl  PETUCTPAllMOHHOTO  YJOCTOBEPEHHUs JIEKapCTBEHHOTO IIpernapara Ha  OeccpouHoe
PErucTpalioHHOE YAOCTOBEPEHUE JICKApCTBEHHOI'O Ipenapara, JaTa MoJauu 3asBJICHUS O MOATBEP)KICHUU
rOCyJJapCTBEHHON pEerucTpaluy JeKapCTBEHHOIO MpernapaTa, AaTa OTMEHbl TOCYAApCTBEHHOW perucTpanuu
JIEKapCTBEHHOTI'0 IIperapara;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

H) KaueCTBEHHBIA COCTAaB M KOJIMYECTBEHHBIM COCTaB JCUCTBYIOIIMX BEIIECTB M KAY€CTBEHHBIM COCTaB
BCIIOMOTATENIbHBIX BEUIECTB JICKAPCTBEHHOTO MIpernapara;
(. "H" BBenmeH DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) unpopmarrs 000 BceX pa3pelIeHHBIX BHIaX BTOPUUHOM (MOTPEOUTENHCKOI) YIaKOBKH;
(nm. "o" BBeaeH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

1) JaTa NPUHATHS peIIeHUs O BO3MOXKHOCTU paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar IpH
rOCYJJapCTBEHHON perucTpaluyd B KayecTBe Op(aHHOrO JIEKAPCTBEHHOro MpemnapaTa (s JEeKapCTBEHHBIX
MpenapaToB JIJIsl MEAUIIUHCKOTO IPUMEHEHHUS );

(mn. "n" BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOro 3akoHa OT
27.12.2019 N 475-®3)

p) HaJMuyWe JIEKapCTBEHHOI'O IIpernapara B IE€pPeYHE JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIeKapCTBEHHBIX MpenapaToB (JUIs JeKapCTBEHHbBIX PEnapaToB Il MEIUIIMHCKOIO IPUMEHEHUS);
(mm. "p" BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pea. dexepaibHOro 3aKOHa OT
27.12.2019 N 475-®3)

C) HaJM4We B JICKAPCTBEHHOM IIpenapare HapKOTHYECKUX CPEACTB, MCHUXOTPOMHBIX BEIIECTB U MX
MPEKYpCOPOB, MOJJIeKAIMX KOHTpoIto B Poccuiickoit denepaiuu, B COOTBETCTBUU C 3aKOHOJIATEIICTBOM
Poccuiickoit @enepanun, MexIyHApOAHBIMU JoroBopamu Poccuiickoit @enepanuu, B ToM uucie EguHoi
KOHBEHIIMEN 0 HapkoTudeckux cpenctax 1961 roga u KonBenuueit o ncuxoTponHbix BemecrBax 1971 roga;
(nm. "c" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

T) HHGOPMALUS O TOM, SIBJISETCS JIM JAHHBINA JIEKAPCTBEHHBIN IMpenapar peepeHTHBIM JeKapCTBEHHBIM
MpernapaToMm;
(nm. "1" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

}7) CBCICHHA O IIoJayc 3asaBJICHHUA O BHCECCHUU W3MCHEHHI B AOKYMCEHTBI, COACpKAIIUCCA B
pPErucTpaliiluOHHOM JOChC Ha HeKapCTBeHHLIﬁ npenapar,

"ne, n

(mm. "y" BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)
¢) yrpatun cuiny ¢ 1 mapta 2020 rona. - @enepanbhsiii 3akoH oT 27.12.2019 N 475-D3;

X) CpPOK BBEJICHUS JIEKAPCTBEHHOTO TIpernapaTa B TpakJaHCKHid 000poT;
(nm. "x" BBeaeH PeaepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

2) B OTHOIIICHUH (hapMaIleBTUUECKUX CyOCTaHIIHMA:

a) HauMeHoBaHHME (apMaleBTUUECKON cyOcTaHIuu (MEXAyHapOAHOE HEMaTeHTOBAaHHOE, WU
IPYNIHUPOBOYHOE, MM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HaMMEHOBAaHUE U aJIpec MPOU3BOAUTEINS (papMalleBTUUECKON CyOCTaHIINH;

B) CPOK TOAHOCTH (papMaIrieBTHIECKON CyOCTaHITNN;

I') YCJIOBHS XpaHeHUs (papMalieBTHIECKON CyOCTaHINN;

1) HoMep (apMakoneilHONW cTaThbU WIM B ClIyyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOH JOKyMEHTAaIH
1100 HOPMATUBHOTO JOKYMEHTA;

e) Haimmyue (apMaleBTHUECKOW CyOCTaHIMU B TE€peYyHE HAPKOTUYECKUX CPEJACTB, ICHUXOTPOIHBIX
BEIIECTB M HUX MPEKypCOpPOB, MOMICKAMMX KOHTpouro B Poccuiickoit denepannii, B COOTBETCTBUU C
3aKoHOJaTenbcTBOM Poccuiickoit Denepannn, MEXIyHApOAHBIMU JoroBopamu Poccuiickoit denepanuu, B
TOM yucie EnuHoil koHBeHIMEH 0 HapKoTHYecKuX cpeactBax 1961 roma m KoHBeHIMEW O NMCHUXOTPOIHBIX
BemecTBax 1971 roxa.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

(nm. "e" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

2. dapmarneBTHUECKass CyOCTaHLUS, NPOM3BEACHHAs M peaju3alli, MOKET ObITh BKJIIOYEHA B
TOCYJapCTBEHHBII PEeCTp JIEKapCTBEHHBIX CpPEACTB Ha OCHOBAaHUM 3asBICHUS pa3padoTyMKa WIH
MIPOU3BOJUTEINS JIEKAPCTBEHHOI'O CPEJICTBA JIMOO YIOJIHOMOYEHHOIO UMHU IOPUAMYECKOTO JIMLA MIPU YCIOBUU
MIPOBEJICHUS B OTHOILIEHUH TaKol (hapMalieBTHUeCKOH cyOCTaHIIMN SKCIEPTU3bI KauecTBa (papManieBTHUECKON
cyOcTaHIIMM B NOpsZIKE, YCTaHOBJIEHHOM cTatbell 34 Hacrosmero ®depepanpHOro 3akoHa. B oTHomeHun
(dapManeBTUUECKUX CyOCTaHLUM, TPOU3BEACHHBIX [UI1 peaju3alMd, B TOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB COJACPKHUTCS CIIEAYIONIas HHPOPMALIUS:

1) HaumeHoBaHHe (apMaleBTUUYECKOH CyOCTaHIMM (MEXIyHApOJHOE HEMaTeHTOBAaHHOE, WU
IPYNIUPOBOYHOE, MM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

2) HauMEHOBaHHe, aJipec MPOU3BOAMUTENS (apMalleBTUUECKON CyOCTaHIMM, a TakKK€ B OTHOILIECHUU
JIEKapCTBEHHBIX CPEJICTB JJI MEAMLUHCKOTO TNPUMEHEHUS CBEAECHUS O PErucTpaluu IPOU3BOAUTENS
(dapManeBTHUECKONH CyOCTaHIIMM B KAa4eCTBE HAJIOTOIUIATENbIINKA B CTpAaHE PErucTpauuu (A1 POCCHMCKUX
IOPUIMYECKUX JIUI - WACHTU(GUKAIMOHHBIN HoMep Hanoromnarensiiuka (MHH), nmi1s uHOCTpaHHBIX
IOpUANYECKUX JIML - CTpaHa PErucTpalnyy, HauMEHOBAaHUE PErMCTPUPYIOLIET0 OpraHa, perucTpalioOHHBIN
HOMEP, KOJI HaJIOTOIUIATEIbIIMKA B CTPAHE PErUCTpaliui (MHKOPIOPAIIMH) WU €T0 aHAJIoT);

(. 2 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMaIeBTUIECKOM CyOCTaHIINN;
4) ycioBusi XpaHeHus: papMarieBTUIeCKON cyOCTaHIINN;

5) HOoMep (hapmakoneitHoi cTaThy MO0 B Cllyyae ee OTCYTCTBHS HOMEP HOPMAaTHBHOM JOKYyMEHTAallUuu
WM HOPMATHUBHOI'O JOKYMEHTA;

6) Hanmmuue QapMaleBTUYECKON CYOCTaHIIMM B TEpPeYHE HAPKOTUYECKUX CPEJICTB, TMCUXOTPOITHBIX
BEIIECTB M HX NPEKypCOpOB, MOISKAIMX KOHTpoito B Poccuiickoit dexpepaiuu, B COOTBETCTBUH C
3aKkoHoJaTeNbcTBOM Poccuiickoil Denepanun, MEXIyHApOAHBIMU JoroBopamu Poccuiickoit denepanuu, B
TOM uucne EnuHol koHBeHUUEeW 0 HapKoTH4ecKux cpenactBax 1961 roma m KonBeHlMel 0 MCUXOTPOIHBIX
BemrecTBax 1971 roxa;

7) nara BKIIOYEHHUS (apMaleBTUYCCKOW CyOCTAaHIIMM B TOCYIApCTBEHHBIM pEecTp JIEKAPCTBEHHBIX
CPEICTB, JaTa BHECEHUSI M3MEHEHHH B JOKYMEHTHI (hapMalleBTHUECKOW CyOCTaHIMH, JaTa HCKIIOYCHUS
(hapmaieBTHUECKOI CyOCTaHIIUU U3 TOCYIapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPECTB.

(dactpb 2 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HOprI[OK BCACHUA TOCYAAPCTBCHHOI'O peeCTpa JICKAPCTBECHHBIX CPEACTB I MCAUIHUHCKOI'O
NOPUMCHCHUSA U MOPAJOK BCACHUSA T'OCYAAPCTBCHHOI'O pECCTpa JICKAPCTBCHHBIX CPCACTB IJIA BCTCPHUHAPHOI'O
NPUMCHCHUA YTBCPIKAAOTCA COOTBETCTBYOIIMUM YIIOJITHOMOYCHHBIM (bellepaHLHBIM OpraHom HCIIOJIHUTEILHOMN
BJIACTH.

Cratba 34. BknrwoyeHMe B rocyfapCTBEHHbIA peecTp JieKapCTBEHHbIX CpPeaAcTB U
UCKIIOYeHNe M3 rocyaapCTBEHHOro peecTtpa NeKapCcTBEeHHbIX cpeaAcTB dapMaLeBTUYECKOW
cybcTaHuum, NnponsBeAeHHOU AN peanu3auum
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Jnsa BriaodeHus ¢apMareBTUYECKOW CyOCTaHIMKM, TPOW3BEIACHHOW JUIsl peaau3alii, B
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(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

TOCy/AapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, MPOBOAUTCS IKCIIEPTH3a €€ KauecTRa.
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

Koncynsrantlntoc: mpumeuanue.
C 01.01.2021 B a63. 1 4. 2 ct. 34 BHOCcsTCS 3MeHeHust (D3 ot 27.12.2019 N 478-D3).

2. DKcrepTH3a KauecTBa YKa3aHHOW B yacTH | Hacrosimeidl craThu (apMalieBTUYECKOH CyOCTaHIUM,
COCTaBJIEHME KOMMCCHEH DKCIEPTOB 3aKJIIOUEHUH MO pe3yJibTaTaM 3TOH 3KCHEPTU3bl U UX HalpaBiICHUE B
YIOJHOMOYEHHBIN  (peepanbHblii OpraH HCIOJHUTENBHONH BIIACTH  OCYILECTBISIIOTCS B CpPOK, HE
MPEBBIIAIONINN  [IECTHIECATH pabdoyux JHEH €O JHA TOJyYeHUs OKCHEPTHBIM  YUpEexkJICHUEM
COOTBETCTBYIOLIETO 3a/laHUsl  YIOJHOMOUYEHHOIro (efepaJbHOrO0 OpraHa HCIOJHUTENBHOW BIacTd U
CJIEIYIOIINX JOKYMEHTOB:

Koncynprantlntoc: mpuMeyanue.
C01.01.2021 B 1. 1 4. 2 cT1. 34 BHOCsTCS M3MeHeHus (D3 ot 27.12.2019 N 478-D3).

1) Komus TUIIEH3UU Ha TIPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB MIIM KOIHUS 3aKITFOUYEHUS O COOTBETCTBUU
MIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUSAM IMPABUI HAJUIEKAIICH MPOU3BOACTBEHHON MPAKTUKH,
BBIJJAHHBIX YIIOJHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIONHHUTEIBHON BJAacTH, B Cllydae, €cliu
MIPOU3BOJICTBO JIEKAPCTBEHHOTO CPEJNICTBA ocymiecTisiercs: B Poccuiickoit denepanmu;

(B pen. @enepanbuoro 3axkoHa ot 04.06.2018 N 140-D3)

2) xonusi JOKYMEHTA, BbIIAaHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS JIEKAPCTBEHHOTO
CpeACTBa M MOJTBEPXKIAIOLIETO pa3pelieHne MPOU3BOJCTBA JIEKAPCTBEHHOTO CPEJICTBA, U €ro MepeBOj Ha
PYCCKHI1 s3BIK, 3aBEpEHHBbIC B YCTAaHOBICHHOM TIOPSIKE, a TAaKXKe KOMHUS 3aKIIOYCHHs] O COOTBETCTBUU
IPOM3BOUTENS JIGKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TPABMII HAJIEKAIIEH MPOU3BOJICTBEHHON MPAKTUKH,
BBIJJAHHOTO YTIOJTHOMOYEHHBIM (pe/iepabHbBIM OPTaHOM HCIIOJIHUTEIFHON BIACTH, JHOO KOMHS PpEIICHUsS
YIOJHOMOYEHHOTO (pellepalbHOrO OpraHa HCIOJHUTENIbHON BIAaCTH O MPOBEJCHUH WHCIEKTUPOBAHUS
IPOU3BOJUTENSI JICKAPCTBEHHOTO CPEJCTBA. YKa3aHHbIE JOKYMEHTBI MPEJCTaBISIOTCS B Cilydae, €ciu
IPOM3BOJICTBO JIEKAPCTBEHHOT'O CPEJICTBA OCYILECTBIIAETCS 3a npenenamu Poccuiickoit deaepanuu;

(m. 2 B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)
3) TOKYMEHT, COIep KAIIUI CIIEAYIOIINE CBEACHHS O (papMalleBTUICCKON CyOCTaHIUH:
a) HauMeHoBaHue (apMaleBTUUECKON CyOCTaHIINH, €€ CTPYKTYypa, 00IIue CBONCTBA;

0) HAaMMEHOBAHME U aJIPEC IPOU3BOIUTEIIS;

B) TCXHOJIOTHUA TIPOU3BOJCTBA € OIIMCAHUCM CTaI[I/Iﬁ IMPOU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTauAgX IMMPOU3BOACTBA,

T') OMHCaHUEe Pa3pabOTKH Mpoiiecca MPOU3BOJICTBA;
1) OTMCAHKE KOHTPOJISI KPUTHUECKUX CTAJIUN Mpoliecca MPOU3BOJICTBA U MPOMEXKYTOUHON MPOTYKIINH;
€) IOKYMEHTaJIbHOE MOTBEPKACHHUE (BAIUIAIIMSA) TTPOLIECCOB U (MJIM) UX OIICHKA;

) CBOMCTBA M CTPYKTypa JICUCTBYIOIINX BEIIECTB;
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(c u3m. u gon., BCTYN....

3) XapaKTepUCTUKA IpUMeECei;
1) crerudukanys Ha papManeBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHHE;

K) AaHaIUTHYECKUE METOJUKHM, MCIOJb3yeMble TPU  OCYIIECTBIECHHHM KOHTPOJIS  KadyecTBa
(hapmareBTHUECKON CyOCTaHIINN;

J) JOKYMEHTaJbHOE TOATBEPXKIeHHE (Bamugamus) aHAIUTHUYECKUX METOJUK, HCIOIb3YEMbIX MpHU
OCYIIECTBJICHUU KOHTPOJISl KauecTBa (papMaleBTUUECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHAJIM3a cepuil (papmaneBTHUECKOH cyOcTaHIINY;

H) MEpeYeHb CTaHAApPTHBIX O0O0pa3llOB WM BEIIECTB, MCIOIB3YEMBIX MPU OCYIIECTBICHHUH KOHTPOJISI
Ka4yecTBa;

0) OMMCAHNE XaPAKTEPUCTUK U CBOMCTB YIIAaKOBOUYHBIX MAaTEPHUAJIOB U YKYIIOPOUHBIX CPECTB;
1) JaHHBIE O CTA0MIIBHOCTH (papMalieBTUUECKON CyOCTaHIINH;
P) CPOK T'OIHOCTH;

4) HOKyMEHT, COJEpKallliil CBEIEHUS O PErucTpalii MPOU3BOJAUTENS JEKAPCTBEHHBIX CPEICTB IS
MEJIMIUHCKOTO TMPUMEHEHMS] B KauyeCTBE HAJIOTOIUIATENbIIMKA B CTPAHE pPErucTpanuu (I POCCUHCKHX
IOPUANYECKUX JIMI - WICHTU(PUKAMOHHBIN HoMep Hamorominarensimuka (MMHH), mis wHOCTpaHHBIX
IOPUJIMYECKUX JIMI[ - CTPaHa PETUCTPAll{, HAMMEHOBAHWE PETUCTPUPYIOIIETO OpraHa, PEeruCTpariOHHBIN
HOMED, KOJI HAJIOTOTUIATEIbIIMKA B CTPAHE PEruCTpalui (MHKOPIOPAIIUN) UITH €T0 aHaJIoT).

(. 4 BBenen denepasibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dacts 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. I[J'DI MMPOBCACHUA SKCIICPTU3BI KAYCCTBA YKa3aHHOﬁ B yactd 1 HaCTOHH_Ieﬁ CTaTbu (I)apMaHeBTquCKOﬁ
Cy6CTaHI_II/II/I 3asABUTCIIb MTPCACTABJIACT B ynOHHOMO‘ICHHLIﬁ d)ez[epanLHHﬁ opran HCIIOJIHUTEIILHOM BIIACTH:

1) 3asBneHME O BKIIOUYEHUUM B TOCYJAPCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB JAaHHOMN
(hapmarieBTHUECKOI CyOCTaHIINN;

2) Komus JOKYMEHTa, NOATBEPXKIAIOIIEro YIUIATy TOCYJapCTBEHHOW IONIUIMHBI 3a BKIIOYEHHE B
rOCYJJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJCTB (apMaleBTHUECKOW CyOCTaHIMM, NMPOU3BEICHHON s
peanu3anuu, TU00 Mo COOCTBEHHOW WMHUIMATHUBE yKa3aHHBIA JOKyMEHT. B ciydae ero HempeicTaBieHHUs
3asBUTEJIEM YIIOJHOMOUYEHHBIN (eaepanbHblii OpraH HMCIOJHUTENBFHONW BIIACTH IMPOBEpsieT (akT YIUIATHI
roCy/IapCTBEHHOW MONUIMHBI 3asBUTEJIEM C HCIOJb30BaHWEM HH(popmanuu 00 ymiaTe rocyaapcTBEHHON
MONUINHBL, coaepxkaieiics B [ocymapcTBeHHOW HMHPOPMAIIMOHHON CHCTEME O TOCYAapCTBEHHBIX U
MYHHULMINIAJIBHBIX ~ IUIATEXaX, Ha OCHOBAaHMM IPEICTABICHHOW  3asABUTEIEM  KOIHMU  JOKYMEHTa,
HOJTBEPKJAIOLIETO YIUIaTy TOCYJapCTBEHHOM MOLUINHBL,

(m. 2 B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) TOKYMEHTHI, yKa3aHHbIEC B YACTH 2 HACTOSAIIEH CTaThH;
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asgBieHHEe O BblJaue paspelieHuss Ha BBo3 B Poccuiickyto ®enepanuio KOHKPETHOM MapTUU
HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA, NPEJHA3HAYCHHOIO I IIPOBEACHMS YKa3aHHOHU
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IKCIIEPTU3HIL.
(. 4 BBenen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynsrantlntoc: mpumeuanue.
C 01.01.2021 cr. 34 gononnsiercs 4. 3.1 (®3 ot 27.12.2019 N 478-D3).

4. B Teuenue aecatu paboumx AHEH CO JHS MPUHSATHUS 3asBICHUS O BKIIOYCHHM YKa3aHHOW B 4acTu 1
HACTOSIICH CTaTbu (PapMaleBTUIECKONW CyOCTaHIIMU B TOCYIAPCTBEHHBIA PEECTp JICKAPCTBEHHBIX CPEACTB U
JIOKYMEHTOB, TEPEUYUCICHHBIX B 4YacTM | W TyHKTE 2 4YacTU 3 HACTOAILIECW CTaThbH, YIOJIHOMOYEHHBIN
(dhenepanbHBIN OpraH UCIIOJTHUTEIBHON BIACTH:

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

1) mpoBOOUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH [AHHBIX, COJAEpXAIIUXCA B IPEICTABICHHBIX
3aABUTCIICM JOKYMCHTAX;
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) TpUHUMAET peUIeHWE O HANpPaBJICHUH B OHKCIEPTHOE YUPEKICHUE 3aJaHusl Ha MPOBEACHHUE
AKCTEePTU3bl KaueCcTBa YKa3aHHOW B 4YacTu | HaAcTosmied craTbu ¢apmaineBTUYECKOW CyOCTaHIUU WM 00
OTKa3€ B TAKOM HalPaBJICHUH;

3) yBeIOMJISIET B 3JIEKTPOHHOM MM MMCbMEHHOH (hopMe 3asBUTENS O MPUHITOM PEIISHUHU WU B CiIydae
OTKa3a C yKa3aHWEM IIPUUMH TaKOrO OTKa3a.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciy4ae BBISIBIIEHUSI HEJOCTOBEPHOCTH CBEJIEHUH, COJIEPKALINXCS B MIPEICTABICHHBIX 3asBUTEIEM
MaTepuagax, YIOJHOMOYEHHBIH (QenepalbHblii OpraH HCIOJHUTENBHON BIIACTH HAIPaBIISIET 3asBUTEIIO
3anpoc 00 YTOUHEHMM YKa3aHHBIX CBeJeHMH. JlaHHBIN 3ampoc MokeT ObITh MepesaH yHOJTHOMOYEHHOMY
IPEICTAaBUTEINO 3aSBUTENS JIMYHO IO PACIUCKY, HAIPaBJIEH IO MOYTE 3aKa3HbIM MHCbMOM WIH NEPENAH B
JIEKTPOHHOHU (popMe Mo TeIeKOMMYHHKAIIMOHHBIM KaHallaM CBS3H. B cilydae HampaBieHMs TaHHOTO 3ampoca
10 TI0YTE 3aKa3HbIM MHCbMOM OH CUMTAETCS MOJIYYEHHBIM IO MCTEYEHHMM LLIECTH JHEH C AaThl HalpaBiICHUS
3aKa3HOI0 MHUCHMa.

(uactsp 4.1 BBeeHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-03)

4.2. 3asBuTens 00s3aH MPEACTAaBUTH OTBET Ha 3alpoc YIMOJIHOMOYEHHOTro ¢eAepanbHOro opraHa
UCTIOTHUTENFHOM BJIACTH B CPOK, HE MPEBBIMIAIONIUIN AeBIHOCTA PabOUnX JAHEW CO JHS MOTYYSHHsS TaHHOTO
3anpoca. Cpok, yka3aHHbIH B 4acTH 4 HACTOSIIEH CTAaTbH, MPUOCTAHABIMBAETCS CO JIHS HAINpaBIICHUSA
3agBUTEINIO 3aIPOCa YHOJHOMOYEHHOTO (heepabHOrO OpraHa MCIOJHUTEIbHON BIACTH 10 THS MOJTYYCHHUS
MM OTBETAa HAa JAHHBIM 3ampoCc M HE YYWUTHIBACTCA TPU HCUMCICHUU CpPOKAa OHKCIEPTU3bl KayecTBa
(hapmareBTHUECKOM CyOCTaHITMHU, HEUCTIONb3YEeMOM TP MPOU3BOJICTBE JIEKAPCTBEHHBIX MPETApaToB.

(dactp 4.2 BBeneHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHOBaHMEM nJs OTKa3a B HANpaBICHUM B DKCIEPTHOE YYPEXKICHUE 3aJaHus Ha IPOBEIECHUE
9KCHEePTH3bl Ka4eCcTBA YKa3aHHOW B yacTH | HacTosed craTbi (hapMaleBTHUECKOW CyOCTaHIMM SIBISETCS
HETIPEe/ICTaBJIIEHUEe JOKYMEHTOB, YyKa3aHHbIX B 4YacTW 2 HACTOSAIICW CTaThbH, OTCYTCTBHE WH(OpMAIUH,
noATBepkAarolier  (akT ymiaTel TOCYJAapCTBEHHOM NOLUIMHBI 33 BKJIIOYEHHE (DapManeBTHUYECKON
cyOCTaHIMM, MPOW3BEACHHON I peanu3alid, B TOCYIapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB,
HENPEJCTABJICHNE 3asBUTEIEM B YCTAaHOBJICHHBIM CPOK OTBETA HAa yKa3aHHBIN B yacTu 4.1 HacToAIEH cTaTbu
3aIpoc yMOJIHOMOYEHHOTO (peiepanbHOro opraHa UCIOJIHUTENbHON BIACTU WM MPeCTaBIeHUE T0KYMEHTOB,
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(c u3m. u gon., BCTYN....

HE COJIeprKallliX NCUYEPIBIBAIOIIErO IIepeUHsl HEOOXOIUMBIX CBEICHUH.
(uactb 5 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenne naTHaAIATH PabOYMX JHEH CO JHS MOJTYYECHHUS PELICHUS YIIOJTHOMOUYEHHOTO (heiepaaIbHOro
OpraHa WCIIOJIHUTEJIBHOM BJIACTU O HAIPaBICHUU B OJKCIEPTHOE YUYPEXKACHUE 3aJaHUs HA IPOBEICHUE
9KCIIEPTHU3bl KaueCcTBa yKa3aHHOM B yacTu | Hacrosimiei cratbu (papManeBTHUYECKOW CyOCTaHIMU 3asiBUTEINb
IPEACTaBISIET B SKCIIEPTHOE YUPEXKICHUE I IPOBEACHUS JAaHHOM 3KCIepTU3bl 00paslibl papMalieBTHIECKON
CyOCTaHIIMM B KOJIMYECTBE, HEOOXOJUMOM JIJIsl BOCIPOM3BEIEHUS METOJIOB KOHTPOJIS KauecTBa. DKCIEPTHOE
YUpEXKACHUE TpHU TOJyYeHUH 0Opas3loB yKa3aHHOM B uacTH | HacTosmed cTatbu (apManeBTHUECKON
CyOCTaHIIMHM BBIJACT 3aSBUTENIO JTOKYMEHT, MOATBEP)KIAIOIIMN IOJyuYeHHE 3TUX OOpas3loB, U B CPOK, HE
MPEBBIIAIONIMNA TpeX pabodymx JHEH, YBEJOMIISIET B JJIEKTPOHHOW WM TNHCHBMEHHOH Qopme 00 3ToM
YIOJHOMOYEHHBIN (enepalibHblii OpraH HCIOJIHUTEIbLHOW BIACTH. OTH CPOKM HE BKIIOYAIOTCS B CPOK
IIPOBEJCHMS JTaHHOW SKCIIEPTU3BI.

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

7. JIOKyMEHTBI, IOCTYIIUBIIME B JKCIEPTHOE YUPEKIACHUE I IIPOBEICHHs DKCIEPTHU3bl KauecTBa
yKa3aHHOM B yacTu | Hacrosmiedl cratbu (apManeBTHUECKOW CyOCTaHIMM, TOJIeKAaT BO3BpaTy B
YIIOJITHOMOYEHHBI (pe/iepabHblid OpraH HCIOJHUTEIHHONH BJIACTH OJHOBPEMEHHO C 3aKIIOUYECHUSMH TI0
pe3yapTaTaM IIPOBEJACHHON SKCIEPTU3BI.

8.B CpOK, HE HpeBBII_HaIOH_[I/Iﬁ T pa60qnx I[HCfI CO OH IMOJIYUCHH 3aKIIIOYCHHA KOMHUCCHUU SKCIICPTOB
M0 pe3yjibTaTaM BSKCIICPTU3bI KAa4YCCTBaA y1(a3aHH01>i B yactu 1 HacTOsAIIEeH CTaTbu Q)apMaHGBTI/I‘{eCKOI}’I
Cy'6CTaHI_II/II/I, ynOJ’IHOMO‘IGHHHﬁ (I)e;[epaanLu”{ opran HCIIOJHUTEILHOM BIIACTH:

1) ocywecTBIsSeT OLEHKY TAaKOrO 3aKIIOYEHHUS M ONPENEICHHs €ro COOTBETCTBHUS 3aJaHUI0 Ha
MIPOBEACHUE TAHHON YKCIIEPTU3HL;

2) mpUHMMAaET pEleHHEe O BKIIOYEHUM yKa3aHHOM B YacTu | HacTosled cratbu (apMareBTHUECKON
CcyOCTaHIIMM B TOCYJapCTBEHHBII peecTp JEKapCTBEHHBIX CPEICTB WM peElIeHHEe 00 OTKa3e B TaKOM
BKJIIOUEHUH;

3) BHOCUT TpU MPUHATHH pEUICHHWs O BKIIOYCHHHM YKa3aHHOW B YacTH | HacToOsIed CTaTbu
(dapmaneBTHUECKON CyOCTaHIIMU B TOCYNApPCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEICTB MPEAYCMOTPEHHYIO
yacThio 2 cTaThu 33 Hactosmero denepanibHOro 3ak0Ha HHPOPMALIUIO U YBEIOMIISIET 00 3TOM B 3JIEKTPOHHOM
WJTU TUCBMEHHOMN (hopMe 3asBUTEIIA.

(B pen. deaepanbHbiX 3ak0HOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3)

9. OcHoBaHMEM JIs OTKa3a BO BKIIIOYEHUH YKa3aHHOM B yacTu | HacTosien cTatbu papMaleBTHUECKON
CyOCTaHIIMM B TOCY/IapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB SBISETCS 3aKII0UEHHE COOTBETCTBYIOLIETO
YIIOJIHOMOYEHHOTO (he/IepajIbHOr0 OpraHa UCIOJHUTEIBHOM BIACTH O TOM, YTO Ka4eCcTBO (hapMaleBTHYECKON
cyOCTaHIIMM HE NOJTBEPKIEHO MOJyYEHHBIMH JaHHBIMU.

(wacte 9 BBegena denepanbHbIM 3akoHOM oT 22.10.2014 N 313-@3; B pea. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

10. He nomyckaercss BKJIIOYEHME B TOCYJApCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEICTB OJHOU
(dapManeBTHUECKOW CyOCTaHIIMM, TMPOW3BEJICHHOM JUIs peanu3alii U BBITYCKaeMOHM OJHMM U TEeM e
IIPOU3BOAUTEINIEM, B BUJIE ABYX U 00jI€€ peecTpOBBIX 3aHCeil.

(uactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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(c u3m. u gon., BCTYN....

11. BHeceHne u3MeHEHH B NOKyMEHTHI Ha (papMalleBTUYECKYHO CyOCTaHIMIO, MPOU3BEACHHYIO IS
pealM3allMii M BKJIIOYEHHYIO B TOCYJAPCTBEHHBIN DPEECTp JIEKAPCTBEHHBIX CPEJCTB, OCYLIECTBISETCS B
nopsike, ycraHoBieHHOM cTaThsiMu 30 u 31 HacTtosmero @enepaJibHOTO 3aKOHA, C YIJIATOU
rOCyIapCTBEHHOW MONIUIMHBI, TPEAYCMOTPEHHON 3aKOHOIATENIbCTBOM Poccuiickoit denepanuu 0 Hajmorax u
coopax.

(dactp 11 BBenena depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

12. Jlomyckaercsi oOpaieHue (apmareBTHUeCKHX CyOCTaHLIUN, MPOW3BEICHHBIX JUIS pealu3allii, B
TEYCHHE CTa BOCBMHJECSATH JHEH A0 W TOCJie MNPUHATHS YIOIHOMOYEHHBIM (efepaabHbIM OpraHOM
WCTIOJIHUTEIBHON BJIACTH pEIICHHWsT O BHECCHHM W3MEHEHHH B JOKYMEHTHI Ha (apMaleBTHUECKYIO
CcyOCTaHIMIO, MPOU3BEACHHYIO IJIsi Peasiu3allii ¥ BKIIOUECHHYIO B TOCYJApPCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEJICTB.

(dactp 12 BBenena depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

13. Pemenne 00 UCKIIOUEHMM W3 TOCYJApCTBEHHOI'O pPEECTpa JIEKapCTBEHHBIX CpEICTB
(dapMareBTHUECKOW CyOCTaHIIMM, MPOU3BEICHHOM /s peanu3aliy, TMPUHUMACTCS YIOJTHOMOUYEHHBIM
(enepanbHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH B CIIyYae:

1) mpexncraBiieHusI COOTBETCTBYIOLIMM YIOJHOMOYEHHBIM (elepaabHbIM OPraHOM HCIOJHUTEIbHON
BJIACTU 3aKJIIOYEHUS O PHUCKE MM 00 Yrpo3e JKU3HU MM 30pOBBIO UEJIOBEKa JUOO JKUBOTHOTO MpHU
UCII0JIb30BAHUU JICKAPCTBEHHOI'O CPENICTBA;

2) monayu pazpaboOTYUKOM JIEKAPCTBEHHOTO CPEACTBA WU MPOU3BOAUTENEM JIEKAPCTBEHHOTO CPENCTBA
au00 YHNOTHOMOYEHHBIM UWMH JIPYTHUM IOPUAMYECKAM JIMIOM 3asBIEHUS 00 UCKIIOYCHHH U3
rOCY/apCTBEHHOTO peecTpa JEKAPCTBEHHBIX CPEICTB (GapMaleBTUUECKOW CyOCTaHIIMH, TPOU3BEICHHON s
peanuzanuy;

3) orcytcTBus (hapMaleBTHUECKOW CyOCTaHIIMH, TMPOU3BEACHHOMN /I peanu3alud, B OOpalleHUHd B
Poccuiickoit deneparuu B TeUCHUE TPEX U OoJIee JIeT.
(uacts 13 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 35. YTpaTtuna cuny ¢ 1 nionsa 2015 ropa. - ®PegepanbHbi 3aKoH oT 22.12.2014 N
429-d3.

Cratba 36. Ob6xanoBaHue pelleHUs 06 OTKa3e B BblAaye paspelleHuss Ha npoBeaeHue
KNMMHMYECKOro uccriefoBaHUA JieKapCTBEHHOro npenaparta, peweHuss o6 oOTKase B
rocynapCtBeHHOM perncTpauum JeKkapcTBEHHOro npenapara, 3aKkfl4YeHUs KOMUCCUMU
3KCMNEepPTOB IKCNEPTHOrO YUYpeXAeHUs UNU 3aKNoYeHUs coBeTa No 3Tuke

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

Pemienue cOOTBETCTBYIOLIETO YHMOJHOMOUYEHHOIO (efepalbHOIO OpraHa HCIOJIHUTENBbHOM BIIACTH 00
OTKa3e B BbIJauy€ pa3pellieHHs Ha MPOBEICHHE KJIMHUYECKOro HCCIEeIOBaHMS JIEKapCTBEHHOI'O Ipernapara,
pellieHre YKa3aHHOTO (elepajJbHOro OpraHa MHCIOJHHUTENbHOM BiIacTH 00 OTKa3ze B TIOCYAapCTBEHHOU
perucTpanyy JeKapcTBEHHOTO Mpenapara, 3aKIl04eHHe KOMUCCUH IKCIIEPTOB SKCIEPTHOIO YUPEXKIAECHUS WIN
3aKJIIOYEHHUE COBETA IO ITHKE MOXKET ObITh 00KaJOBaHO B MOPSAJIKE, YCTAHOBICHHOM 3aKOHOJATEILCTBOM
Poccniickoit  @epepannu.  3aKiIO4YEHME ~ KOMHCCHHM — JKCIIEPTOB  JKCIEPTHOTO  YUPEKIEHUS O
B3aMMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX IpEenapaToB Il MEAULUHCKOIO MPUMEHEHHs JU00 O TOM, 4TO
JIeKapCTBEHHBIM Mpenapar Ajas MeIUIUHCKOrO MPUMEHEHHs HE SIBJISETCS B3aUMO3aMEHSEMBbIM, MOXET OBbITh
00>KaJI0BaHO JiepKaTesieM MU BJIaJeNIbLEM PErHCTPAllMOHHOTO YAOCTOBEPEHNUS JIEKapCTBEHHOTO MpernapaTa B
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

YIIOJITHOMOYCHHBIN (heZiepalibHbIi OpraH HMCIOJHUTEIBHON BJIACTH, KOTOPBIA MPUBICKAET K PAaCCMOTPEHUIO
yKa3aHHOHM >kajo0bl MOJBEIOMCTBCHHBIE €My Hay4yHbIe OpTraHH3allil M 00pa3oBaTENbHBIE OpraHU3alUN
BBICIIIETO 00pa30BaHUs, OCYIIECTBIISIONINE JEATEIBHOCTh B cepe oOpalieHus JIeKapCTBEHHBIX CPEICTB.
3aKIfOueHne KOMHUCCHH OSKCIIEPTOB 3KCIIEPTHOTO YYPEXKICHUs, O(POPMIICHHOE IO HUTOraM IIepecMoTpa
00’KaJIOBAHHOTO  3aKJIIOYCHHS OKCIIepTa, MOXKET OBITh OCIIOPEHO JepKarelieM WM  BJaJeTbIeM
PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOI'O IIperapara JU0O YIOJIHOMOYEHHBIM HMH JIMIIOM B
NOPSIIKE, YCTAaHOBJICHHOM 3aKOHOIATeNbCcTBOM Poccuiickort ®enepanuu. [Ipu 00kanoBaHWUU pelIeHUs
YIOJTHOMOYEHHOTO (eAepaTbHOr0 OpraHa HMCIOJHUTEIHHON BIACTH, 3aKIIIOUEHHUS DKCIEPTa WM KOMHCCUU
IKCIIEPTOB JIKCHEPTHOTO YUPEXKACHHUS, 3aKIIOUYCHHSI COBETa II0 OTUKE JepKaTelb WU BIAJeIiell
PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO Tperapara MO0 yIMOTHOMOYEHHOE MMM JIUIO BIIPaBe
MPEJICTAaBUTh  PE3yJbTaThl  3KCIEPTU3Bl  JICKAPCTBEHHOT'O  TperapaTra, MPOTOKOJBI  IMOJYYECHHBIX
AKKpPEIUTOBAHHBIMH HCITBITATEILHBIMHU JTA00pATOPUAMH (LICHTPAMH) PE3yJIbTATOB HCCIICIOBAHUMN, HCITBITAHHUH.
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. MWHdopmaumsa, cBA3aHHAA C OCYLWECTBIEHMEM TrOCyAapCTBEHHOMU
perMcTtpauum rnekapCTBEHHbIX MnpenapaTtoB, WHdopmMauuss O 3aperucTpupoBaHHbIX
NeKapCTBEHHbIX rMpenapatax W JieKapCTBEHHbIX rMpenapaTtax, WCKMYEHHbIX U3
rocyfapCcTBeHHOro peectpa nekapCcTBeHHbIX CpeaAcTB

1. CooTBeTCTBYIOIUI YIOTHOMOYEHHBIH (hefepaibHblii OpraH MCIOJHUTEIBHOM BIACTH pa3MellaeT Ha
cBoeM o¢unuanbHoM caiite B cetu "HHTepHer" UWH(POpPMALUIO, CBA3aHHYIO C OCYHIECTBICHHUEM
rOCy/IapCTBEHHOW pETUCTpPAllUU JIEKAPCTBEHHBIX IpEenapaTroB, B TOM 4YHCIE MPOBEACHUEM HKCIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB (BKIIOYas pe3yjbTaThl €€ NPOBEACHMs), MHPOpPMAIMIO O 3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX IpenapaTax U JIEKApCTBEHHBIX Iperaparax, UCKIIOYEHHBIX W3 IOCyIapCTBEHHOI'O peecTpa
JIEKapCTBEHHBIX CPEJCTB, HE IO3JIHEEe YeM uepe3 MATh pabouyux JHEW cO JHSA MOIY4YEeHHUs YIOJIHOMOYEHHBIM
(beneparbHBIM OPraHOM HCTIOJIHUTENFHON BIACTH COOTBETCTBYIOIIEH HH(POPMAIIUH.

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. Cpoku u TIOpSIIOK pa3MElIeHUsT YKa3aHHOW B dYacTH | Hacrosimied cratbu WHGOpMAIIN
YCTaHABIWBAIOTCS YIOJHOMOYCHHBIM (eJIepaibHBIM OPTaHOM HCTOJHUTEIbHOW Biactu. Wuopmanus,
yKa3aHHas B 4YacTh | HacTosed CTaTbM, SBISETCS OTKPBHITOM M OOLIEAOCTYNHON M MperoCTaBIIAeTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

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

Masa 7. KIIMHWYECKUE UCCIIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUN, NPABA NALUMUEHTOB, YYACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHunuyeckue wuccnenoBaHusi JeKapCTBeHHbIX nNpenapatoB  Ans
MeAULMHCKOro NnpuMeHeHus

1. Knunudeckue uccineoBaHUs JICKapCTBEHHBIX IpenapaToB A MEAMLMHCKOTO INPUMEHEHHUs, B TOM
quce MEXIYHapOaAHble MHOTOLIEHTPOBbIE, MHOTOLIEHTPOBBIE, TOCTPETUCTPALIMOHHBIE, IPOBOASTCA B OJIHOU
WM HECKOJIBKMX MEAMIMHCKMX OPraHM3alligX B COOTBETCTBUU C IPAaBWJIAMHU HAJUIEKALIEW KIMHUYECKON
MNPaKTUKH, YTBCPKACHHBIMU  YIIOJHOMOYCHHBIM q)eﬂepaJIBHBIM OopranomM HUCIIOTHUTEILHOMN BJIaCTH,
COOTBETCTBEHHO B CIEIYIOIIUX LENAX:

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

1) ycraHoBieHue 0€30MaCHOCTH JICKAPCTBEHHBIX MpEnapaTtoB JJs 3J0POBBIX JT0OpPOBOJBIEB U (HJIN)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

IEPEHOCUMOCTU HUX 3T0POBBIMHU ,Z[O6pOBOJ'IBI_[aMI/I, 3a HCKIIIOUEHHEM TaKuX MCCISIOBAHHMU JICKApCTBCHHBIX
npenaparosB, IPOU3BCACHHBIX 3a IMPCACIIaMA Poccuiickoit (Dez[epaulm;

2) mox0op ONTUMANBHBIX JTO3MPOBOK JIGKAPCTBEHHOTO TpemnapaTa M Kypca JICYeHUs Ui MalUueHTOB C
OTIpeNleIeHHBIM ~ 3a00JIeBaHUEM, ONTUMAIBHBIX 103 W CXEM BaKIMHAIUH HWMMYHOOHOJIOTHYECKUMHU
JIeKapCTBEHHBIMU MpenapaTaMu 3J0POBBIX I00POBOJIBIIEB;

3) ycraHoBieHHEe 0€30MacHOCTH JIEKapCTBEHHOIO mpemnapara U ero 3(p¢GeKTUBHOCTH Uil MAIEHTOB C
ornpezeNeHHbIM 3a0051eBaHneM, TPOGUIAKTHIECKON A(P(HEKTUBHOCTH HIMMYHOOHUOIOTHYECKUX JIEKAPCTBEHHBIX
MIPenapaToB Ui 3J0POBBIX JOOPOBOJIBLIEB;

4) u3ydyeHue BO3MOXHOCTU PACIIMPEHUS MOKAa3aHUW IJI MEIULUHCKOTO NPUMEHEHUS U BbISBICHUS
paHee HEU3BECTHBIX MOOOYHBIX JEHCTBUI 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

2. B orsomenun BOCITPOMU3BCACHHBIX JICKAPCTBCHHEBIX IMPEHAapaToB AJId MCIUIMHCKOI'O IMPUMCHCHUA
IMPOBOJATCA HCCIICOAOBAHUA OHMOPKBUBAJICHTHOCTH H (I/IJ'II/I) TepaHeBTH‘ICCKOﬁ OKBUBAJICHTHOCTU B IIOPAIKCE,
YCTaHOBJICHHOM YIIOJITHOMOYCHHBIM (I)C,Z[epaJ'ILHBIM OpraHoM HUCIIOJTHUTEILHON BIIACTH.

3. Opr AHU3AalIUK0 TPOBCACHUA KIIMHHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ JICKApCTBCHHOTO Mpfrapara I
MCIUIUHCKOI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATD!:

1) pa3paboTumK JIeKapCTBEHHOTO MpenapaTa Wik yIOJIHOMOYSHHOE MM JIUIIO;

2) o0Opa3oBareibHBIC OpraHU3aldM  BBICIIETO O00pa3oBaHUS, OpPTraHHU3AIMK JIOMOJHUTEIBHOTO
poeCCHOHAIBHOTO 00pa30BaHUs;
(m. 2 B pen. @exnepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) HAay4YHO-UCCJIICAOBATCIILCKUC OpTraHU3alluu.

4. KiuHuyeckue WUCCIENOBaHUS JIEKAPCTBEHHOIO Ipenapara s MEJUIMHCKOrO0 IPUMEHEHUS
MIPOBOJATCS Ha OCHOBAaHUHU pa3pelIeHHs Ha MPOBEACHHE KIMHUYECKOIO HCCIIEOBAHUS JIEKaPCTBEHHOIO
npernapaTa, BbIIAaHHOTO  YIOJHOMOYEHHBIM  (pelepaJbHBIM  OpPraHOM  HCIIOJHHUTEIBHOW  BIIACTH.
VYnoiaHoMo4YeHHbIH (eaepanbHblii OpraH MCIOJHUTEIbHON BIACTH BEAET PEECTP BbIIAHHBIX pa3pelIeHUH Ha
NpOBE/ICHNE KIMHUYECKUX HMCCIIEeOBAaHMIN JIEKapCTBEHHOIO INpernapara, COAEp)KalllMi yKa3aHue Ha UX IeJb
WM LIE€TH, B YCTAHOBJIEHHOM 3THM OPraHOM IMOPSAIKE.

(B pen. @enepanbHbIx 3aK0HOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roxa. - @eaepanbublii 3akon oT 22.12.2014 N 429-D3.

6. K opraauzanuyu nOpoBENEHHs KIMHUYECKHX HCCIECJOBAaHUN JIEKQPCTBEHHOIO IIpenapara i
MEIUIUHCKOI0 IPUMEHEHUs pa3paboTYMKOM JIEKapCTBEHHOTO MpernapaTa MOTYT PUBIIEKATHCS IOPUINUECKUE
avna  J00H  OpraHM3allMOHHO-NIPABOBOW  (OPMBI IpU  YCIOBHMM OO0ECIEYEeHUs COOTBETCTBUS 3ITHX
UcclieIOBaHUM TpeOoBaHUAM HacTosero deepaibHOTO 3aKOHA.

7. KiMHHMYecKHE WCCIIeOBAaHUs JICKAPCTBEHHBIX IIPENapaToB Uil MEAULUHCKOIO IPUMEHEHUs
MIPOBOJATCS B MEIMLMHCKUX OPraHU3alUAX, aKKPEAUTOBAHHBIX YIIOJHOMOYEHHBIM (hefepabHbIM OpraHOM
WCIIOJTHUTENIBHOW BJIACTH B MOPsI/IKE, ycTaHOBIEHHOM lIpaButenscTBoM Poccuiickoit @enepannn.

8. Hepequb MCECIUIIMHCKHX opraHmauI/Iﬁ, HMCIOIUX IIpaBO IMPOBOJWUTH KIIMHHUYCCKHE HCCICAOBAHUA
JICKAPCTBCHHBIX IMpenapaToB i MCAUIHUHCKOIO MNPHUMCEHCHUA, U PECCTP BbIAAHHBIX paSPeIJ_ICHI/Iﬁ Ha
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

IpOBeJeHHE KIMHUYECKUX HCCIIEeIOBAaHUI JIEKapCTBEHHBIX MPENapaToB OMyOIUKOBBIBAIOTCS M Pa3MEIIaroTCs
YIOJTHOMOYEHHBIM (eiepaTbHBIM OPTraHOM UCIOTHUTENBHOMN BIACTH B YCTAaHOBIEHHOM MM TOPSIIKE HA CBOEM
odunmansHoM caiite B cetn "MHTEpHET".

Cratba 39. PeweHue o npoBeAeHUU KIMHUYECKOro MUCCNefoBaHUA NeKapCTBEHHOro
npenaparta ansi MeAUMLUHCKOro npuMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KiuHnyeckoe wucciaenoBaHUE JIEKapCTBEHHOIO IIpernapara s MEAUIMHCKOTO IPUMEHEHUS
IIPOBOJUTCS HAa OCHOBAaHUM PA3PELICHHs HA IIPOBEACHHUE KIMHUYECKOTO MCCIIEIOBAHUSA JIEKAPCTBEHHOIO
npenapaTa, BbIIaHHOTO YIIOJTHOMOUYEHHBIM (efiepaibHbIM OPraHOM UCIOJHUTENBHOM BIaCTU MO pe3yibTataM
9KCHEPTU3bl JOKYMEHTOB, HEOOXOAMMBIX [UId MOJYYEHHs pa3pelleHus Ha IMPOBEJICHHE KIMHUYECKOIO
VICCJIEIOBAHMSI JIEKAPCTBEHHOT'O IIPEnapaTa U ’THYECKON SKCIIEPTU3HI.

2. I[J'IH MOJIYUYCHUA pa3pClICHUSA Ha IMPOBCACHUC KIIMHUYCCKOI'0 HUCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara sl MCOAUIUHCKOIO NMPUMCHCHHA 3aABUTCIIb IPCACTABIISICT B ynOHHOMO‘-ICHHBIfI (be;[epanLan?I
opra” HCIIOJIHUTEILHOM BIACTH:

1) 3asBieHHE O BbIJaue pa3pelleHHs Ha MPOBEACHHUE KIMHUYECKOTO HCCIIETOBAHMS JIEKApPCTBEHHOTO
npenapara Juis MeAULIUHCKOIO IPUMEHEHUS;

Koncynprantllntoc: mpumeuanue.
C01.01.2021 B . 2 u. 2 cr. 39 BHOCATCs u3meHenus (O3 ot 27.12.2019 N 478-D3).

2) KONMM JIOKYMEHTOB, HOJTBEPXKJIAIOUIMX YIJIAaTy TOCYAAPCTBEHHOM MOIIMHBI 3a IPOBEIEHHE
3TUYECKOHN DKCIEPTU3BI, HKCIIEPTU3BI JOKYMEHTOB Ha JIEKAPCTBEHHBIN IIpenapar i MOJIyYeHU pa3pelleHUs
Ha NPOBEJECHUE KIIMHUYECKOI0 UCCIICIOBAHU JICKAPCTBEHHOIO IIpenapara il MEIULMHCKOTO NIPUMEHEHHs,
3a BBLJAYy pa3pelleHUs Ha IIPOBEACHUE KIMHUYECKOTO HCCIIEIOBAaHMs JIEKAPCTBEHHOI'O Ipernapara i
MEJMLIMHCKOrO NPUMEHEHMS, 3a MPOBEJICHUE DKCIIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipernapar A
MOJIyYEHUS] pa3pelleHns] Ha MPOBEJACHUE MEXAYHAPOJIHOIO MHOTOLUEHTPOBOIO KIMHUYECKOIO MCCIIEIOBAHUS
JICKapCTBEHHOI'0 IIpernapara Il MEIMLIHMHCKOrO INPUMEHEHHs, 3a BblOAdy pa3pelicHHs Ha IPOBEACHUE
MEXIYHApOJAHOIO MHOIOLICHTPOBOIO KJIWHUYECKOIO HCCIECNOBAHMS JIEKAPCTBEHHOI'O IIpenapara s
MEIULHUHCKOIO IPUMEHEHMs, 3a IPOBEICHUE ITUYECKOM OKCIEPTU3bl, HKCIEPTU3bl JOKYMEHTOB Ha
JIEKapCTBEHHBIM Ipenapar g [OJYYEHHs PpaspellieHHss Ha IPOBEACHHE IOCTPErUCTPALMOHHOIO
KJIMHMYECKOTO MCCIIEIOBAaHUs JIEKAPCTBEHHOI'O IpernapaTta JJIsi MEIULIHUHCKOrO NPHMEHEHUS, 3a BblIady
paspemieHuss Ha NPOBENCHHE MOCTPErMCTPALMOHHOIO KIMHUYECKOTO HCCIEJOBAaHUS JIEKAPCTBEHHOTO
npenapara i MEIULMHCKOTO MPUMEHEHMs, WU M0 COOCTBEHHOM MHMLIMATHBE yKa3aHHbIE JOKyMEHTHL. B
cllydyae HeNpe/CTaBICHUs 3asBUTENIEM YKa3aHHBIX JOKYMEHTOB YIIOJHOMOUYEHHBIN QenepanabHblii opraxn
WCTIOJHUTEJIBHOM BIACTH MpoBepsAeT (akT YIUIaThl TOCYJAPCTBEHHOM TONUIMHBI C HCIOJB30BaHHEM
uHpOpMaLUHU 00 yIuiaTe rocy1apcTBEeHHON MOLUIMHBI, coiepikarieiics B ['ocyapcTBeHHOM nH(pOpMAIIMOHHON
CHUCTEME O TOCYJAapCTBEHHBIX M MYHHIMIIAJIBHBIX IUIATEKAaX, HA OCHOBAHWM IIPEACTABIICHHBIX 3asBUTEIEM
KOIIMH TOKYMEHTOB;

3) IMPOTOKOJI KIIMHHUYCCKOI'0 HCCIICAOBAHUS JICKAPCTBCHHOI'O IIpCliapara A4 MCEIAUIHUHCKOI'O
IMPUMCHCHUA,

4) 6pomurropy uccuea0BaTes;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

5) uHGOPMAITMOHHBII TUCTOK MAlUEHTA;

6) cBeneHusi 00 ombITe PabOTHI UCCIENOBATENCH MO COOTBETCTBYIOIIMM CHEIMATBHOCTSIM U UX OTBITE
paboThI IO MPOBEACHUIO KIMHUYECKUX UCCIICIOBAHUN;

7) cBeleHUS O MEAMIIMHCKUX OpPraHU3alMsX, B KOTOPBIX MPEINOJIaraeTcsi MPOBEICHUE KIMHUYECKOTO
WCCTIEOBaHUS JICKAPCTBEHHOTO TIpermapara i MEIUIMHCKOTO TPUMEHEHHS (IMOJTHOE M COKpAIeHHOE
HAaMMCHOBAaHMsI, OpraHU3alMOHHO-TIpaBoBas (opma, MECTO HAXOXKIEHUS ¢ MECTO OCYIIECTBICHUS
JesTeNbHOCTH, TenedoH, Tenedakc, apec dJIEKTPOHHOM MOUTHI KaKI0M METUITMHCKOM OpraHU3aIin);

8) CBCACHUA O MpCAINoJaracMbIX CpOKax MHPOBCACHUA KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara il MEAUIUHCKOTO IPUMCHCHMA

9) komui J0rOBOpa O0S3aTENIBHOIO CTPAaXOBAaHMS, 3aKJIIOUEHHOTO B COOTBETCTBHU C THIIOBBIMU
InpaBHUJIaMH 00s13aTEIBHOTO CTpaxoBaHH, C YKAa3aHUECM HpeHeHLHOﬁ YHUCJICHHOCTHU MAalUCHTOB, YYaCTBYIOIIUX
B KJIMHUYECKOM HCCJICIOBAHUY JIEKAPCTBEHHOT'O TIpenapaTa Juisi MEJUIUHCKOTO IPUMEHECHHUS;

10) I/IH(1)OpMaI_II/IIO 0 COCTAaBC JICKAPCTBCHHOTO IIpeniapaTa 11 MCAUIUHCKOT'O IPUMCHCHUS

11) 1OKYMEHT, COCTaBJCHHBIM IPOMU3BOAUTENIEM JIEKAPCTBEHHOIO TMpernapara Uil MEAMIUHCKOTO
MIPUMEHEHUS U COJIEPKALUI [TOKa3aTeNH (XapaKTEpPUCTUKH), & TAK)KE CBEJICHUS O JIEKAPCTBEHHOM Ipenapare
JUISL MEUIIMHCKOTO IPUMEHEHMSI, TPOU3BEAEHHOM ISl POBEACHUS KIIMHUYECKUX UCCIIEIOBaHMIA;

KoncynwsranTtlloroc: mpuMedanue.
C01.01.2021 B . 12 4. 2 cT. 39 BHOCsTCS M3MeHeHUs (D3 o1 27.12.2019 N 478-D3).

12) xomMio JMIEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB B CIIydae, €CJIU IPOU3BOJICTBO
JIEKapCTBEHHOI'O IpernapaTta ocyuiecTBisiercss B Poccuiickoil denepanny, WM KOIUIO 3aKIIOYEHHS O
COOTBETCTBUM  INPOU3BOAMTENSI  JIEKAPCTBEHHOIO  Ipenapara TpeOOBaHMSAM  IpaBWI  HaJulexKaluein
NPOU3BOJICTBEHHOM  NPAaKTUKH, BBIJIAHHOTO  YIOJHOMOYEHHBIM OPraHOM  CTpPaHbl  IPOM3BOIUTENS
JIEKapCTBEHHOTO Mpernapara.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

Koncynprantllimroc: mpuMedaHue.
C 01.01.2021 cr. 39 gononnsiercs 4. 2.1 (®3 ot 27.12.2019 N 478-D3).

3. B cpok, He npeBbILAOMMI AT padoYuX THEH cO JHS MPUHATUS YKa3aHHOTO B IyHKTe 1 wactu 2
HACTOSILEH CTaTbU 3asBICHUS U HEOOXOJUMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN (QenepaibHblil oprax
UCIIOJIHUTEJIBHON BJIACTH:

1) MMPOBOAUT IIPOBCPKY IIOJIHOTBI U JOCTOBCPHOCTH CBGI[CHHIZ, CoACpIKAIUXCAd B INPCACTABIICHHBIX
3asABUTCIIEM JOKYMCHTAX;

2) NpUHHUMAET pelIeHHe O IMPOBEACHUU HKCHEPTH3bl JOKYMEHTOB Ui IOJNyYEHHs pa3pelicHus Ha
IIPOBE/ICHUE KIMHUYECKOIO MCCIENOBAHUS JIEKAPCTBEHHOIO Iperapara JUisi MEJULUHCKOrO NMPUMEHEHUS U
STHUYECKOMN IKCHEPTU3bI WM 00 OTKa3e B MPOBEACHUH YKA3aHHBIX IKCIIEPTU3;
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3) yBenoMJsieT B 3JEKTPOHHOM (opMe miu Ha OyMakHOM HOCHTENE 3asBUTENS O MPUHATOM PELICHUU
100 B cilydae MPUHATHS PELIeHUs 00 0TKa3e TaKkKe C yKa3aHUEeM MPUYMH TaKOro 0TKas3a,

4) MoAroTaBJIMBAET U HAIIPABIIET B 3KCIEPTHOE YUPEKACHNUE U COBET 110 3TUKE 3a/1aHHE HA [IPOBEJICHUE
COOTBETCTBYIOILIUX 3KCIEPTH3.

4. B ciny4ae BBISBIEHUS HENOJHOTHI U (WJIM) HEIOCTOBEPHOCTH HH(MOpMALIMU, colepKalieiicss B
IPECTABICHHBIX 3asBUTEJIEM JOKYMEHTAaX, YIIOJHOMOUYEHHbIHN (efepanbHblii OpraH UCIOJHUTEIbHON BIaCTH
HanpaBiIeT 3asBUTENIO 3ampoc 00 YTOYHEHUM YyKa3aHHOM uHpopmauuu. J[aHHBIH 3ampoc MOXXeT ObITh
nepesaH yYMOJIHOMOYEHHOMY IIPEICTaBUTENIO 3asABUTENS JIMYHO IO PACIMCKY, HANpaBleH IO I04YTe
3aKa3HBIM MHCHMOM WJIM TIepelaH B DJIEKTPOHHOH (opMe Mo TeneKOMMYHHMKAIIMOHHBIM KaHajaM CBsi3u. B
CIy4ae HaIpaBJICHUS AAHHOIO 3alpoca II0 IIOYTE 3aKa3HbIM IHCbMOM OH CYHMTAE€TCS IOJY4YEHHBIM I10
WCTEUYEeHUHU LIECTH JTHEH ¢ JaThl HAIPaBJIEHUS 3aKa3HOTO MUChbMa. 3asBUTEIb 00s3aH MPEACTaBUTH OTBET Ha
3alpoc  YHOJIHOMOYEHHOro (heAepalbHOrO OpraHa HCIOJHUTENIBHOW BJIACTH B CPOK, HE IPEBBIMIAOIINN
NeBsHOCTa pabouux JHeW co JaHs ero monmydeHus. Cpok, yka3zaHHbI B 4YacTM 3 HAcCTOALIEH CTaTbH,
MPUOCTAHABIMBACTCS CO JIHS HANpaBJICHUS 3asBUTENIO 3alpoca YIMOJHOMOYEHHOrO (elepaibHOTO OpraHa
WCIIOJIHUTEJIBHOM BIACTH A0 JHS IOJY4YEHHMsT UM COOTBETCTBYIOIIETO OTBETa M HE YUUTHIBAeTCA IpU
WCYHCIIEHUU CPOKA MPUHATHUS YIIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIOJIHUTEIbHONW BIACTH PEILEeHUs
O TMPOBEJACHUU DHKCIEPTU3bl JOKYMEHTOB [UISl TOJYYEHMsS pa3pelIeHHs Ha IPOBEACHUE KIMHUYECKOTO
MCCJICOBAHMSI JIEKAPCTBEHHOIO IIperapara JUisi MEIUIUHCKOTO IIPUMEHEHUS.

5. OcHoBaHMEM AJI OTKa3a B NPOBEIEHUMU SKCIEPTU3bI JOKYMEHTOB IS MOJIYYEHMs pa3pelleHus Ha
MIPOBEACHUE KIMHUYECKOrO0 MCCIIEOBAaHUA JIEKAPCTBEHHOIO IIpernapara Uil MEIULHUHCKOIrO IPUMEHEHUS U
STHUYECKON AKCHEPTU3bI SIBISETCS NPEACTABICHUE JOKYMEHTOB, IMPENyCMOTPEHHBIX YacThlO 2 HACTOSILIEH
CTaThH, B HETIOJIHOM 00beMe, HeTPE/ICTABICHUE 3asIBUTEIIEM B YCTAaHOBJICHHBIM CPOK OTBETA HAa YKa3aHHBIN B
yacTu 4 HACTOALIECH CTaThH 3alpOC YIOIHOMOYEHHOTO (pe/iepalbHOr0 OpraHa WCIOJHUTEIBHON BIIACTH JTHOO
OTCYTCTBUE B IPEJCTABICHHBIX JOKYMEHTaX HCUEpIIBIBAIOLIETO IepedHs HeoOXoAMMOM HHpopManuu uiu
UH(POpPMAaLIUKU, KOTOpas AOJKHA ObITh OTpakeHa B HUX, a TAK)Ke OTCYTCTBHE MH(POPMALIUH, TOATBEPKIatoIei
(akT ymiaTel rOCyAapCTBEHHON MOIUIUHBI 32 MPOBEACHUE STHUECKONW IKCIEPTHU3BI, IKCIIEPTU3bI JOKYMEHTOB
Ha JICKapCTBEHHBIN Ipenapar I IOJY4YEHHUS PA3pelICHHs] HA IPOBEACHUE KIMHUYECKOTO MCCIIECIOBAHUS
JIEKapCTBEHHOI'O Mpernapara JUisi MEOUIUHCKOrO NPHUMEHEHMS, 3a BbIJady pa3pelIeHHs Ha IIPOBEICHHE
KJIMHMYECKOTO MCCJEN0BAHMS JIEKAPCTBEHHOIO Ipernapara s MEIUIMHCKOTO NMPUMEHEHMs, 32 IPOBEICHHE
JKCIIEPTU3bl JOKYMEHTOB Ha JICKAPCTBCHHBIM IIpenapar Uil IOJIy4eHHs pa3pelleHus Ha IPOBEICHHUE
MEXIyHApOJAHOTO MHOTOLEHTPOBOIO KJIMHUYECKOTO HCCIENOBaHMs JIEKapCTBEHHOIO Ipemnapara Uil
MEJIULHUHCKOrO IMPUMEHEHUS, 3a BblIady Pa3pelleHMs Ha MPOBEICHUE MEXIYHAPOAHOIO MHOTOLICHTPOBOIO
KJIMHUYECKOI'0 MCCJIEN0BAHMS JIEKAPCTBEHHOIO IIpernapara il MEAUIMHCKOIO IPUMEHEHMs, 32 IIPOBEICHUE
3TUYECKOM 3KCIEPTU3BI, IKCIIEPTU3bI JOKYMEHTOB Ha JICKAPCTBEHHBIM IIpenapar Il MOJIyYEHHUs pa3pelIeHUs
Ha NPOBEICHHE IOCTPETUCTPAMOHHOIO KIMHUYECKOTO HMCCIECIOBAaHUS JIEKAPCTBEHHOIO IIpernapara s
MEAMIMHCKOrO IIPUMEHEHUS, 3a BbIady Pa3pelIcHMs Ha IIPOBEACHUE TOCTPErUCTPAMOHHOTO KIMHUYECKOTO
MCCIIEIOBAHMSI JIEKAPCTBEHHOI'O IIpenapara JUisi MEIULUHCKOTO IPUMEHEHUS.

6. IlpoBeneHne 3KCHEpTU3Bl JOKYMEHTOB JUIS MOJIyYEHUs Pa3pelIeHMs] HA MPOBENECHUE KIMHUYECKOTO
HCCIIEIOBaHMs JIEKAPCTBEHHOIO Ipenapara A MEAULMHCKOrO IMPUMEHEHMS] U 3TUYECKOW HKCIEPTU3BI,
COCTaBJIEHME KOMHUCCUEHN IKCIIEPTOB U COBETOM I10 3THUKE 3aKIIOUYEHUN O BO3MOXKHOCTH WM HEBO3MOXXHOCTH
MPOBEJICHUS] TAKOTO KIMHUYECKOI'O HCCJIEOBAHUS W HAIpPAaBJIEHUWE ATHX 3aKIIOYEHHUN B YIOJIHOMOYEHHBIN
(benepanbHbli OpraH HCIOJIHUTEIBHOW BJIACTU OCYLIECTBISIFOTCS B CPOK, HE IPEBBIIAIOUIMA TpUALATH
pabouux THEW co AHA TMOJyYeHHs SKCIEPTHBIM YUPEKICHHEM 3aJaHHs YHOJHOMOYEHHOTO (enepaabHOro
OpraHa UCIOJHUTEIBHOM BIACTH C MPUIIOKEHUEM JOKYMEHTOB, YKa3aHHbBIX B IyHKTax 3, 4, 10 u 11 yvactu 2
HACTOSIIEH CTaTbu, M COBETOM IO 3TUKE 33JJaHUs YIOIHOMOYEHHOTO (elepajIbHOr0 OpraHa UCIIOHUTEILHON
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BJIACTHU C IMPUIIOKCHUEM NOKYMCHTOB, YKA3dHHBIX B ITYHKTaX 3- 6, 81 9 yactu 2 HACTOSIIEH CTaThU.

7. B cpok, He MPEeBBILAIOIINN MIATH pab0YMUX AHEH CO JTHS MOJIYUYECHHUs 3aKIIIOYCHUH, YKa3aHHbBIX B YacTH
6 HacTosIIEeH cTaThH, YIIOJIHOMOYEHHBIN (e/iepaitbHbIi OpraH UCTIOHUTEILHON BIACTH:

1) OCYHICCTBJIACT OLCHKY IMOCTYIIHMBIIUX 3aKITFOYCHUM AJId OpEACIICHUA UX COOTBCTCTBUA 3alaHUAM Ha
MIPOBCACHUEC COOTBETCTBYIOIINX SKCIICPTUS;

2) NpUHMMAET pEUIeHHe O BbIJAa4e pa3pelieHUs Ha MPOBEJICHHE KIMHUYECKOTO HCCIIeI0BaHMs
JIEKapCTBEHHOI0 Mpenapara il MEIUWIUHCKOrO NpUMEHEeHHs Wid o0 OTKa3e B Bblaye YKa3aHHOI'O
pa3peleHus;

3) BbLAAET pa3pellieHUEe Ha IIPOBEIEHUE KIMHUYECKOI'O MCCIIEI0BaHMS JIEKApCTBEHHOIO Ipernapara Juis
MEIMIMHCKOTO TMPHMEHEHHs] WM pelieHHe 00 OTKa3e B BbIade YKa3aHHOTO pa3pelleHUs C yKa3zaHHeM
MIPUYMH OTKAa3a.

8. OcHoBaHMEM /JI1 OTKa3a B BblJauy€ pa3pelleHUs Ha IPOBEIACHUE KIMHUYECKOTO MCCIIEIOBAHUSA
JIEKapCTBEHHOI'0 Tpenapara sl MEIULIMHCKOTO MPUMEHEHHUs SIBIISETCA HAIM4YMEe 3aKJIIOUYEHHS KOMUCCHUU
SKCIIEPTOB WJIM 3aKJIIOUYEHHS COBETA IO 3TUKE O HEBO3MOYKHOCTH IPOBEIACHUS KIMHUYECKOTO MCCIIECIOBAHUS
JIEKapCTBEHHOI'0 IMpenapara Juisi MEAUUMHCKOTO NPUMEHEHHUS MO PE3yJbTaTaM IPOBEICHHBIX 3KCIIEPTH3,
MPEyCMOTPEHHBIX YACThIO 6 HACTOSIIEH CTaThHU.

9. Pemienne o0 oOTKa3e B MPOBEIEHUU SKCIEPTU3bl JOKYMEHTOB Jsi MOJY4YEHHs] pa3pellieHus Ha
IPOBE/ICHUE KIMHUYECKOrO0 MCCIIEJOBAHUS JIEKAPCTBEHHOrO Ipernapara A MEIULHMHCKOIo INPUMEHEHUs U
THUYECKOW SKCIEpPTU3bl M B BbIJau€ pas3pelleHuss Ha MPOBEJCHHE KIMHUYECKOTo HCCIeIOBaHUs
JIEKapCTBEHHOT0 TpenapaTa s MEIUIMHCKOIO MPHUMEHEHHS MOXXET OBITh 00)KaJoBaHO B TOPSJIKE,
YCTaHOBJICHHOM 3aKoHoAarenbcTBOM Pocculickoit denepanuu.

Cratbsa 39.1. 3Tnyeckasa akcnepTusa
(BBenmeHna deaepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

1. Dtuyeckas 9KCHICpTHU3a MPOBOJUTCA COBCTOM II0 3THUKC, CO3JAHHBIM B IMOPSAAKEC, YCTAHOBJICHHOM
YHOJHOMOYCHHBIM (bellepaHBHbIM OopraHom HUCIIOJIHUTEILHOMN BJIaCTH, B ICIAX BbIJa4YM 3aKJIIIOUCHHA 00
9THYECKON O0O0OCHOBAHHOCTH BO3MOKHOCTHU MMPOBEACHUA KIMHHUYECKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara Jjid MEAUIUHCKOTIO IPUMCHCHHUA.

2. BKCHepTaMI/I COBC€TAa II0 OTHUKE MOI'YT OBITh MNPEACTAaBUTCIIN MCIUIHUHCKHUX opraHmauI/Iﬁ, HAay4YHBbIX
Opl"aHI/I?»aI_II/II\/'I, O6p330BaTCJIBHBIX oprT: aHU3alMi  BBICIIETO 06pa30BaH1/151, a TakKKC MNpPCACTaBUTCIIN
OGH.IGCTBCHHBIX OpFaHI/I3aI_II/II71, PCIMTUO3HBIX OpFaHI/IBaI_[I/Iﬁ H CpCACTB MacCoOBOM I/IH(I)OpMaI_II/II/I. ﬂaHHBIC
OKCICPTbI HC JOJKHBI HaxXOIWUTLCA B KaKOM-T100 3aBUCHMOCTH OT paBpaGOT‘-II/IKOB JICKApCTBCHHBIX
npenapaTtoB U ApYyTUX JIUI, 3aMHTCPECCOBAHHBIX B PE3YyJIbTaTax 3THYECKOM OKCIICPTHU3EBI.

3. Omara yciuyr SKCIEepTOB COBETA 110 ATHKE OCYIIECTBISICTCS HA OCHOBaHUH JIOTOBOPA, 3aKITFOUEHHOTO
MEXIY YIOJHOMOYEHHBIM (eepabHbIM OPraHOM HCIIOJIHUTEILHOW BJIACTH, KOTOPBIM CO3JIaH COBET IO
9THKE, W OJKCIIEPTOM COBETa IO J3TUKE, 3a CYET OIO/PKETHBIX ACCHTHOBAHWH, MPEIyCMOTPEHHBIX
YIIOJITHOMOYCHHOMY (eIepaIbHOMY OpraHy HCIOJHUTEIBHON BIIACTH, KOTOPBHIM CO3JIaH COBET IO 3THKE, B
(deneparbHOM OFOJDKETE HA COOTBETCTBYIONIMI TOJ Ha OOECIeUeHHE ero JAESITeIbHOCTH, B pa3Mepax,
ycraHoBlIeHHBIX [IpaBuTenscTBoM Poccuiickon denepanun.
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4. DxcnepTel coBeTa MO JTHKE HECYT OTBETCTBEHHOCTH B COOTBETCTBUM C 3aKOHOJATEIBCTBOM
Poccuiickoit denepanuu.

5. CocTaB coBeTra IO ITHKE, MOJ0KEHHE 00 3TOM COBETE, MOPSIOK €ro JesATeNbHOCTH, TPEOOBaHUS K
KBaHI/I(bI/IKaHI/II/I " OIIBITY pa6OTBI 110 3KCH€pTHOI>i OLCHKC HAYYHBIX, MCOAUIUWHCKHUX U I3THYCCKHUX ACIICKTOB
KIIMHUYECKHUX I/ICCHG}IOBaHI/Iﬁ JICKApPCTBCHHLBIX IIp€rapaToB JJIA MCAUIIUHCKOI0 IPpUMCHCHUS, IMTPEABABIACMEBIC
K OJKCIIEpTaM COBETa II0 3THKE, IMOPSJOK OpPraHU3allid W TPOBEACHHS ATUYECKOW SKCIEepTH3bI, (opma
3aKJIFOUEHHS COBETA MO ITUKE YCTAHABINBAIOTCS YIIOJTHOMOYEHHBIM (peaepaabHbBIM OPraHOM HCIOTHUTEIBHOM
BiacTd. Yucino mpeacTaBUTENCH MEAMIMHCKUX OpPraHU3allMil HE MOXET MPEBbIIIATh MOJOBHHY OT OOIIETo
YHCIIa 3KCIIEPTOB COBETA I10 3THKE.

6. Nudopmamusi o cocraBe coOBeTa IO OSTHKE, IUIAHAX €ro padOThl W TEKYIIeW AeSTeIbHOCTH
pa3Meniaercs Ha oUIMAIBHOM caiiTe yIMOJIHOMOYEHHOIro (peiepabHOr0 OpraHa MCHOJHUTENIbHOMN BIAacTH B
cetu "MHTepHET" B yCTAaHOBJIEHHOM UM TOPSIJIKE.

Cratbsa 40. NpoBeaeHne KIMHMYECKOro UCCcrnefoBaHUA NeKapCTBEHHOro npenapara agns
MeaULMUHCKOro NpUMeHeHus

1. PykoBoauTeNnb MEIMIIMHCKOM OpPraHU3alMu, KOTOpas MPOBOAUT KIMHUYECKOE MCCIEIOBAHUE
JIEKapCTBEHHOT0 Mpenapara i MEIUIMHCKOTO MPUMEHEHUSI, Ha3HAYaeT UCCIIeA0BaTEeNs1, OTBETCTBEHHOIO 3a
NpOBEJEHHE TaKOrO HCCIEAOBaHUS M HMEIOLIEro JiedeOHyI CIeNHaIbHOCTh, COOTBETCTBYIOIIYIO
MPOBOAMMOMY KJIMHUYECKOMY HCCIIEIOBAHUIO JIGKAPCTBEHHOTO TMpemapara, €O CTaxkeM paboThl 10
MporpaMMaM KJIMHUYECKUX HCCIEIOBAHUMN JIEKAPCTBEHHBIX IPENApPATOB HE MEHEE YE€M TPHU TOJa U MO €ro
MPEJIOKEHUIO HA3HAYAET COMCCIEA0BATENEH U3 YKUCiIa Bpauel 3TOM MEIUIMHCKONW OPraHU3al|u.

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

2. HCCJ’IGI{OB&TGJ’IB OCYHIECTBIIACT BBI60p INMaIKeHTOB, KOTOPBIC MO0 MCIWIHWHCKHUM IIOKa3aHUAM MOTYT
OBITh MPUBJICYCHBI K YUYACTHUIO B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBECHHOTO IIpe€iapara IJjisi MEAUILUHCKOTO
NIPpUMCHCHUS.

3. HccnenoBaTenlb U COMCCIIEAOBATEIN JOIKHBI OBITh O3HAKOMJICHEI C pe3yjibTaTaMu JOKJIMHHUYCCKOI'O
HUCCIICA0OBAaHUA JICKAPCTBCHHOI'0O CpeACTBA, COACPKAIIUMUCA B 6pOHHOp€ HCCIICO0BATCIIsA, IMPOCKTOM
IIPOTOKOJIA KIIMHUYCCKOro HMCCICIOBAHUA JICKAPCTBCHHOI'O IIperiapara Ajd MCIUIHUHCKOIO IPHUMCHCHHA,
pa3pa6OTaHHBIM pa3pa6OT‘II/IKOM JICKQpCTBEHHOI'O  mpfriapata HWJIKM HWHBIM OPUIUYCCKHUM  JIMIOM,
ITPUBJICKAEMBIM K OpraHU3allui NPOBCACHUS KIIMHHUYCECKOI'O HCCICAOBAHHUA JICKAPCTBCHHOI'O IIpCIiapara IJIs
MCIUIUHCKOI'O IPUMCHCHUS, U APYTUMU MATCpUATIAMH TAKOT'O UCCIICAOBAHU.

3.1. PykoBomuTens MEAMIMHCKOW OpPraHU3aIMK B CPOK, HE MPEBBIIIAIOMINN TpeX paboyux IHEH co aHs
Hayajga IPOBEACHMS KIMHMYECKOIO WCCIEAOBAHMS JIEKAPCTBEHHOrO IIpemnapara il  MEAUIMHCKOIO
MPUMEHEHUs, coolmiaer o0 ATOM B YINOJIHOMOYEHHBIM ¢enepanbHbIi OpraH HCHOJHUTENBHOM BIACTH,
BBIJIaBIINI pa3pellieHre Ha IPOBEJCHUE TAKOI0 UCCIIeI0BaHUs, TI0 YCTAaHOBJIEHHOU UM (QopMme.

(dacts 3.1 BBenena ®@enepanbHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

4. OpraHu3anuy, OCYIIECTBISIOIIME OPTraHU3ALMI0 IPOBEACHUS KIMHUYECKOIO HCCIIEI0BaHUSA
JIEKapCTBEHHOTI'O Ipenapara JUlsi MEJUIMHCKOr0 IPUMEHEHUS M YKa3aHHbIE B 4acTU 3 cTaThu 38 HACTOALIETO
QenepanbHOTO 3aKOHA, B ClIy4ae HEOOXOJAWMOCTHM BHECEHHS HW3MEHEHHH B MPOTOKOJ KIMHUYECKOTO
WCCIIEIOBaHMs JIEKAPCTBEHHOIO IpernapaTa Uil MEIUIUHCKOTO TNPHUMEHEHHUs cooOmanT o0 3ToM B
YIOJTHOMOYEHHBIN (enepalibHblil OpraH MCHOJHUTEIBLHOM BIIACTH, BBIAABIIMI pa3pellleHue Ha MPOBEACHUE
TaKOT'O MCCIIEZIOBAHHUS, TI0O YCTAHOBJICHHON UM (opMe.
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(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. (I)opMa COO6I_I_ICHI/I}I O BHECCHHM M3MCHCHUU B MMPOTOKOJI KIMHUYCCKOTO HUCCIICAO0BAHUA
JICKApPCTBCHHOT'O IIpcIiapaTta AJid MCAUIIMHCKOTI'O IIPUMCHCHUA JOJIKHA COACPKATh CICAYIOMUC CBCACHUA:

1) HaumeHOBaHMe, WICHTU(UKAIIMOHHBIA HOMEP | JIaTa MPOTOKOJIA KIMHUYECKOTO NCCIICIOBAHMUS;
2) maTa BHECEHHsI H'3MEHEHUN B MPOTOKOJI KIIMHUYECKOTO UCCIIEOBAHUS;
3) HaMMEHOBAaHKME U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HAaNUMCHOBAHUC OpraHu3aluu, HpHBHequHOP’I pa3pa6OT‘{I/IKOM JICKApCTBCHHOI'O TIIpfrapara K
OopraHu3alvu MPOBCACHUA KIIMHUYCCKOT'O UCCIICIOBAHUA (HpI/I HaJ'II/I‘-II/II/I);

5) HaMMCHOBaHUA MW MCECTa HAXO0XICHHA MCIHUIHMHCKHX OpFaHHSaHHﬁ, B KOTOPLIX IIPOBOAHTCA
KIIMHUYCCKOC NCCICIOBAaHUC,

6) AaTa BbIAa4YM pa3pCIICHUA Ha IMMPOBCACHUEC KIIMHUYCCKOT'O NCCIICAOBAHNA U HOMEDP 3TOT'O pa3pCUICHUA;

7) U3MEHEHUs, BHOCUMBIEC B TIPOTOKOJI KIIMHMYECKOTO MCCIICIOBAHUS.
(uacts 4.1 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He NpeBBIIAONINA TPUALATH pabouMx JHEH CO JIHS MOJY4YeHHs YKa3aHHOTO B yacTu 4
HACTOSIIIEH CTaThM COOOILICHMSA, YMOJHOMOYEHHBIH (efepanbHblii OpraH HCHOJHHUTEIBHON BIAcTH
paccMaTpuBaeT 3TO COOOIEHHWE B YCTAaHOBJIEHHOM WM TOpSAKE M NPUHUMAET pEIIeHHe O BHECEHUU
W3MEHEHUN B MPOTOKOJ KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOrO IIpenapara il MEAUIMHCKOIO
IpUMEHEHHUss Win 00 OTKa3e BO BHECEHMM TakuX Hu3MeHeHHH. IIpum paccMoTpeHuM coOOLIEeHHUs O
HEOOXOIMMOCTH BHECEHUSI M3MEHEHUH B MPOTOKOJ KJIMHUYECKOI'0 UCCIIE0BaHMsI JIEKAPCTBEHHOI'O ITpenapara
JUIS  MEIUIIMHCKOTO TPUMEHEHHsS B IENAX OLEHKM OOOCHOBAaHHOCTH TpeAjiaraeMblX HW3MEHEHHUH U
ONpEIEICHUsI CTENCHU PUCKA Ul NAUMEHTOB, NPUHUMAIOIIMX Y4acTHE B KIMHUYECKUX HCCIICIOBAHUAX,
YIIOJITHOMOYEHHBIM (heZiepaibHbIM OPTaHOM HCIIOJTHHUTEIBHOW BIIACTH MOTYT NMPUBJIEKAThCS HKCHEPTHI COBETA
T10 3THKE.

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

6. KnuHuueckoe ucciaenoBaHME JIEKAPCTBEHHOTO Ipenapara AJii MEAUIIMHCKOIO NMPUMEHEHHS] MOXKET
ObITh NMPHUOCTAHOBJICHO WJIM MPEKPAIEHO, €CIM B IPOILECcCe ero MpoBEAeHHUS OOHapy)KeHa OMAaCHOCTh JJIS
KU3HU, 3[0pOBbSl NALMEHTOB. B ciyuae BO3HMKHOBEHHUS OMNACHOCTH JJIsl KU3HH, 370pPOBbSl NAIMEHTA,
y4acTBYIOLIETO B KIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOr'O Ipernapara A MEIUIMHCKOTrO NPUMEHEHNS,
uccienoBaTenn o00s13aHbl POMHPOPMUPOBATH 00 ATOM PYKOBOJIUTENS MEAULMHCKON OpraHu3aluud U
OpraHM3aIHIo, MOTYYHUBIIYIO pa3pelIeHue YIIOJIHOMOUYEHHOTO (pelepabHOr0 OpraHa UCIOIHUTEILHOM BIACTH
Ha OpPraHM3ali0 MPOBEICHUS KIMHUYECKOTO HCCIEAOBaHMUS JIEKapCTBEHHOIO mpemnaparta. Pemenue o
MIPUOCTAHOBJIEHUN  KJIMHUYECKOTO HCCIENOBAaHUS JIEKAPCTBEHHOI'O Ipemapara Ajasi  MEIULUHCKOIO
IIPUMEHEHNS NPUHHUMAIOT PYKOBOJAWTENIb MEAMIIMHCKOW OpraHu3aluy W (Win) opraHu3anusi, MOJIy4MBILIAs
paspelieHrne YIMOJIHOMOYEHHOro (efepalbHOr0 OpraHa MCHOJIHUTEIbHOM BJIacTM Ha OpraHU3aluio
MPOBEJICHUS] KJIMHUYECKOIO MCCIEI0BaHUs JIEKAPCTBEHHOIO Ipemnapara il MEIUIUHCKOTO MPUMEHEHUs,
pelieHre O TNPEeKpalleHMH TaKOro HCCIEeIOBaHUS NPUHHUMAET YIOJTHOMOYEHHBIH QenepalibHblil oprax
UCTIOTHUTENFHOM BIACTH HAa OCHOBAHHH COOOIIECHHS B MHCbMEHHON (opMe PYKOBOAMTENS MEIULIUHCKON
OpraHu3alMi WM OpraHM3alus, NOJYYHMBIIAS pa3pelIeHUe YIOJIHOMOYEHHOro (QeepalbHOro OpraHa
WCIIOJIHUTEJIBHOM BJIACTM HA OPraHU3alldI0 IIPOBEJAEHUS KIMHUYECKOTO HCCIIEJOBaHUS JIEKaPCTBEHHOI'O
npenapara JUisi MEIULUHCKOTO PUMEHEHUSI.

www.consultant.ru Crpanuua 87 mn3 129
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

7. B cpok, He MpeBBHINAIIUN MATH pabouux AHEH co AHS 3aBepUICHHs, MPUOCTAHOBIEHHUS WU
MIPEKPALLEHUS KIMHUYECKOIO HCCIIEI0BaHMUS JIEKAPCTBEHHOrO Ipenapara JUisi MEAULUHCKOTO NPUMEHEHHs,
cooOmieHue 00 ATOM HaANpaBisIETCS OpraHu3alUsMU, YKa3aHHBIMH B 4YacTH 3 cTaTbu 38 HACTOSIIETO
@®enepallbHOTO 3aKOHA, B YIOJHOMOYEHHBIN (QenepalibHblii OpraH MCIOJIHUTEIBHOW BJIAcTH IO
YCTaHOBJICHHOU UM (popme.

8. d)opMa COO6H.[€HI/I$I 0 3aBCpUICHHUH, IIPHUOCTAHOBJICHUHU HJIHM IPCKPAIICHHU KIMHHUYECKOI'O
HCCIICAOBAHUS JICKAPCTBECHHOTI'O IpeTiapaTa JJjId MECAUIHUHCKOI'O IPUMCEHCHUS JOJI’KHA COACPIKATD!:

1) unbopmanuo O MEAWIMHCKOW OpTraHW3allMi WM MEAWIIMHCKUX OpPTaHHU3aIUsaX, MPOBOIUBIINX
JIaHHO€E MCCJIEIOBAHUE;

2) onucaHue JaHHOTO UCCIIeI0BAHMUS;

3) namHble wucciuemoBarens (daMuaus, WMsS, OTYECTBO, MECTO paldOThl, 3aHWUMAaeMas IOJKHOCTH,
CHCIHAILHOCTh, CTaX Pa0bOTHI MO MPOrpaMMaM KIMHHYECKUX HCCICAOBAHUN JICKAPCTBEHHBIX IPENaparos,
nepeveHb KIMHUYECKUX HCCIICAOBAHUM JIEKAPCTBEHHBIX IPEMapaToB, B KOTOPBIX OH NPUHHMAJ Yy4acThe
(mepuobl y4acTus) B Ka4eCTBE MCCIIEIOBATENS UM COMCCIICIOBATENS);

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3yJabTaT NaHHOTO HCCIENOBaHUs (3aBEpIICHHE, MPUOCTAHOBJICHUE WM TPEKpalleHHe TaHHOTO
HCCIICIOBAHUS C yKa3aHWEM WX NPWYUH M BIUSHUS HA OICHKY €ro pe3ysIbTaToB, OOIIYIO OIEHKY pHCKa U
OKHJIaeMOH TOJIb3bl OT MPUMEHEHHS MCCIEAYEMOro JeKapCTBEHHOTO IMpernapaTa, a Takke MpenojiaraeMble
JTanbHEHIINE TeHCTBHA).

8.1. Ilpu BeIsIBIIEHNH (peiepabHBIM OPraHOM MCIIOJHUTEIBHOMN BIIACTH, OCYIIECTBIISIONUM (QYHKIUH 110
KOHTPOJIO M HAA30py B cepe 3IpaBOOXpaHEHUS, HAPYIICHUH MTPaBWII HAJICKAIIEH KIMHUYECKON MPAKTUKU
IIpU MIPOBEIEHUH KIIMHUYECKOTO UCCIIEJOBAHMSI JIEKAPCTBEHHOTO Mpenapara, BIUSIOIUX Ha MOJHOTY U (WIIN)
JIOCTOBEPHOCTh JAAHHOTO KJIMHUYECKOTO MCCIEI0BaHUS, YKa3aHHBIM (efepalbHbIil OpraH HMCIOJHUTEIbHON
BJIACTH IPUOCTAHABIIMBACT IPOBEACHHE AAHHOIO KIMHMYECKOTO MCCIENOBAHUSA M BBIHOCUT MEIHULIMHCKON
OpraHu3alyM, B KOTOPOWH MPOBOJIUTCS JAaHHOE KIMHUYECKOE HCCIelOBaHME, MpeANnucaHue o0 yCTpaHEeHUHU
BBIIBJICHHBIX HapylieHu#d. IIpy HeyCTpaHeHMM MEIUIUHCKONW OpraHu3aliel BBISABICHHBIX HApyILICHUH B
YCTAQHOBJICHHBIHM B MPEANMCAHUN CPOK yKa3aHHBIN (efepanbHblii OpraH UCIIOJHUTENFHON BIACTH MPUHUMAET
peumieHne O MPEKPAIleHHH MPOBEACHUS KIMHUYECKOIO MCCIEN0BAHMs JIEKapCTBEHHOIO IIpemnapara M
HamnpaBJigeT B (elepalibHbIil OpraH MCMOJHUTENBHON BIACTH, OCYUIECTBIAIOMUN (QYHKINU MO BBIpAOOTKE U
peanu3anMM  TOCYJapCTBEHHON IOJMTHUKM M  HOPMATUBHO-IIPABOBOMY  pEryjlMpOBaHHIO B  cdepe
3paBOOXPAHEHUS, 3aKJIIOYEHHE O BBIABICHUM IIPU NPOBEACHUHM JAHHOIO KIMHUYECKOTO MCCIIEN0BAaHUSA
HapyIIeHUH MpaBu HaAJeKalleld KIMHUYECKON MPAaKTUKU JJIsi IPUHATHS pelleHus] 00 OTMEHE pa3pelieHus
Ha OpPraHHU3alUI0 IPOBEIACHUS JAHHOTO KIMHHUYECKOrO WCCIECIOBAaHUA C JaThl IPHUHATHSA PELICHHUS O
IIPUOCTAHOBJICHUH NTPOBEAECHUS KIIMHUYECKOI0 UCCIIEOBAHMS JIEKaPCTBEHHOIO IIpenapara.

(dactp 8.1 B pen. DenepanpHoro 3akona ot 13.07.2015 N 241-D3)

9. YnonHoMoueHHBIH (efepanbHbIi OpraH UCIOJIHUTEIBHON BJIACTH OMyOJIMKOBBIBAET M pa3MeIlaeT Ha
cBoeM odunuanbHOM caiite B cetu "HMHTepHer" cooOleHHEe O 3aBEpIICHHUU, MPUOCTAHOBICHUH WU
MIPEKPALEHUN KIMHUUYECKOTO MCCIIEJOBaHMs JIEKAPCTBEHHOTO Npenapara AJisi MEJUIIMHCKOTO NMPUMEHEHUS B
CPOK, HE MPEBBIIAIONINHI IATH pad04YuX AHEN CO THS €ro MOJIYUYEHHs], B YCTAHOBIEHHOM UM HOpPSIKE.

10. YomrHOMOUEHHBIH (enepaabHbIii OpraH MCIOIHUTEIHHON BIACTH OCYIIECTBISIET BEICHHE peecTpa
I/ICCHe,ZIOBaTeJ'Ief/'I, MMPOBOAAIINX WM MPOBOAMBIINX KIMHUYCCKHUE UCCIICAOBAHUA JICKAPCTBCHHBIX MPEIIapaTOB
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JUIsT MEAULIMHCKOIO IPUMEHEHUs, B COOTBETCTBUM C YTBEP)KIECHHBIMU MM IIpaBWJIAMU M PAa3MEIIAET €ro Ha
cBOEM o(uIManbHOM caiiTe B ceTH "MHTepHeT" B yCTAaHOBICHHOM UM TOpsIIKe. YKa3aHHbBIN peecTp COACPKUT
nHpOPMAIIHIO, TPEAYCMOTPEHHYIO ITYHKTOM 3 YacTH 8 HACTOSIICH CTaThH.

11. OTuer o pe3ynpraTax KIMHHUYECKOTO MCCIIEIOBAHUS JIEKApCTBEHHOTO MpenapaTa A MEIUIUHCKOTO
MIPUMEHEHHNsI COCTAaBIIACTCA OpTraHM3alMel, yKa3aHHOW B 4dacth 3 crtaThu 38 Hacrosmiero deneparbHOro
3aKOHA, Ha OCHOBAaHUM 3aKJIIOYEHUN MEIMLUHCKAX OPraHM3alMi, MPOBOAMBIIMX 3TO HCCIECIOBAaHHE, U
NpeACTaBIseTCs B YIIOJTHOMOUYEHHBIHN (efiepalbHblil OpraH MCIOJHUTEIbHOM BIACTH, BBIIABIINN pa3pelieHue
Ha IPOBEJEHHE 3TOr0 MCCIEAOBAaHUSA, B CPOK, HE IPEBBIIIAIOIINNA TPEX MECSLEB CO JHS €r0 3aBEPIUCHUS,
MIPUOCTAHOBIICHHS UJIH MPEKPAIICHUS, B IOPAIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM (heiepabHBIM OPraHOM
HCIIOJTHUTENIBHON BIIACTH.

12. Hapymenue mnpaBuil Haajexamed KIMHUYECKOH TNPaKkTUKH, (anbcudukanus pe3ysbTaToB
KJIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOI'O Mpernapara Jjsi MeAMLUHCKOrO IIPUMEHEHNUS BIEKYT 3a COO0H
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOJATENbCTBOM Poccuiickoit denepanui.

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

13. Ilpu npoBeAeHUM KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Npemnapara A MEIUIIMHCKOTO
MPUMEHEHHS JIOMyCKaeTcss 3a00p Yy MMAlHUEeHTOB OHMOJOTHYECKHX MaTepHajoB (00Opasmbl OMOJOTHYECKHX
KUJKOCTEH, TKaHEH, CEeKPETOB M TMPOAYKTOB IKU3HEIEATCTLHOCTH 4YEIOBEKa, (PU3UOIOTHYECKUX U
MaTOJIOTMYECKUX BBIJCIICHUA, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOTICHIHBIM MaTepHall) s
ux uzydenus B Poccuiickoit denepanuu u (unm) 3a npeaenamu Poccuiickoit denepanuu.

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

14. Ilopsnox BBO3a B Poccmiickyro ®enepaunto u BbiBo3a 3a mnpeaensl Poccuiickoit ®enepanuun
OMOJIOTUYECKUX MAaTEPHAJIOB, MOJTYUYEHHBIX MPHU MPOBEICHUHM KIMHUYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOTO
npernapara a1 MeAUIMHCKOTO IpUMEeHeHUs, ycTaHaBiauBaeTcs [IpaButensctBoM Poccuiickont denepanuu.

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

Cratba 41. [loroBop O nNpoBeAEHMM KIMHUYECKOro MUCCrefoBaHUA JeKapCTBEHHOro
npenapara ana MeauLUUHCKOro NpuMeHeHus

1. Kiunnyeckoe wuccieoBaHUE JIEKapCTBEHHOTO IIpernaparta s MEAUIMHCKOTO IMPUMEHEHUS
IPOBOJUTCA B COOTBETCTBUU C JOIOBOPOM O INPOBEICHUM KIMHUYECKOIO HCCIIECIOBAHUS JIEKApCTBEHHOTO
npenapara JUisi MEUIIMHCKOTO IPUMEHEHHs], 3aKJII0YaeMbIM MEX1y OpraHu3aluei, moy4nBIIel pa3perieHne
YIIOJIHOMOYEHHOTO (peiepajIbHOr0 OpraHa MCIOJHUTEIbHON BJIACTH HAa OPraHMU3alMIO0 MPOBEICHHUS TAaKOTrO
UCCIIEI0BaHMS], U MEJULIMHCKOI OpraHu3anuei, OCyIlecTBIIIOEH IPOBEACHUE TAKOIO UCCIEJOBAHUS.

2. I[OFOBOp 0O MOpPOBCACHHUHU KIIMHHUYCCKOI0 HCCICAOBAHUA JICKAPCTBCHHOI'O IMpfcrapara I
MCIUIHUHCKOI'0 IPpUMCHCHUS JOJKCH COACPKATE:

1) YCIIOBUSA U CPOKHU IIPOBECACHUSA JAHHOI'O UCCIICAOBAHMA,

2) OIIPCACIICHUC O6IJ_ICI71 CTOUMOCTH IMPOTpaMMbl HAaHHOI'0 HCCICAOBAHHUA C YKA3dHUCM CYMMBI,
Hpe[[HaSHaanOHleﬁCH JJIA BBITIIIAT UCCIICA0BATEIIAM, COUCCIICA0BATCIIAM,

3) ompenenenue (GopMbl MPEACTABICHUS PE3yJIbTATOB JAHHOTO HCCICIOBAHHS B YIOJHOMOYCHHBIN
(benepaabHBINA OPTaH UCTIOJHUTEIILHOMN BIIACTH.
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Cratba 42. PuHaHcoBOe obecneyeHue KIMHUYECKOro uccrieaoBaHUA JNNIeKapCTBeHHOro
npenaparta agnd MmeaguuMHCKOro npumMmeHeHuns

duHAHCOBOE o0OecrieueHue KIIMHUYCCKOI'O HUCCICA0OBaHUA JICKApCTBCHHOT'O npernapara 1A
MCIUIHUHCKOI'0 IPUMCHCHUS OCYIICCTBIISACTCSA 3a CUCT:

1) cpencTB denepaibHOTO OFOJIKETA;

2) CpeaAcCTB OpFaHHSaHHﬁ, MOJIyYMBHIUX Ppa3pCHICHUC Ha OpraHu3aldio MOpPOBCACHUS OJaHHOI'O
HucciacaoBanmsd, B COOTBCTCTBHUU C YCIIOBUAMU JOTOBOpA O €TI0 IIPOBCACHHUU,

3) UHBIX HE 3alpelICHHbBIX 3aKOHOAATeNbCTBOM Poccuiickoit denepanuy HICTOYHUKOB.

Cratba 43. ﬂpaBa nauneHToB, Yy4dacTtBywwux B KIIMHUW4YeCKOM wuccnegoBaHuu
JNNeKapCTBeHHOro npenaparta gnsa meanumnHCKoro npuMmeHeHusA

1. Yuactue ManUMCHTOB B KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBCHHOT'O IIpCrapara A MECAUIUMHCKOTO
NPUMCHCHUA SABJIACTCA I[O6pOBOJIbHBIM.

2. [ManueHT WM ero 3aKOHHBINA NIPEICTABUTEIb JODKCH OBITh MHPOPMUPOBAH B MTUCHMEHHOU (hopMme:

1) 0 JICKapCTBCHHOM IIpfriapare ajiId MCAUIUHCKOTO TPHUMEHCHUA MW CYIIHOCTH KIIMHHUYCCKOI'O
HCCJIICAOBAHUS 3TOr'0 JICKAPCTBECHHOI'O ITPEIiapara,

2) o Oe3omacHOCTH JICKApCTBCHHOTO Ipfriaparta MJIsI MEAULIUHCKOTIO IMPUMCEHCHUA, €To OXKHJaeMoun
3(1)(1)6KTI/IBHOCTI/I " CTCTICHU pUCKaA UL IMalUCHTA,

3) 00 ycrnoBHSIX ydacTHs MalMEHTa B KIMHUYECKOM HCCIEJOBAaHHM JICKAPCTBEHHOTO Ipernapara JJis
MEJIULIUHCKOTO NPUMEHEHMS;

4) 0 1enu UM UeIsIX U MPOJOHKUTEIbHOCTH KIMHUYECKOTO UCCIIEIOBaHMs JIeKapCTBEHHOTO Mpernapara
JUTISL MEAMLIMHCKOTO IPUMEHEHNS;

5) o neicTBUAX MalMEHTa B Cilydae HeNpeIBUICHHBIX 3(PQEKTOB BIHMSIHUS JEKAapCTBEHHOTO Mpernapara
JUISL MEJUIIMHCKOTO IPUMEHEHMSI HA COCTOSTHUE €70 3/10pPOBbS;

6) 00 ycnoBHsIX 0053aTEILHOTO CTPaXOBAHUS )KU3HH, 3[I0POBbS MAIUCHTA;

7) 0 TapaHTUIX KOH(1)I/II[€HIII/I&J'II)HOCTI/I ydqactusa mTauEHTa B KIMHUYCCKOM  HCCICIOBAaHUU
JICKAPCTBCHHOT'O IIpfriapaTta JJIsd MCAUIIMHCKOTO TPUMCHCHUA.

3. I[O6pOBOJ'II>HOG corjzaCu€ IaquEHTa Ha Y4YacTUC B KIMHHUYCCKOM HMCCICAOBAHUHN JICKAPCTBEHHOI'O
Ipenapara mjisi MCAUIIUHCKOT'O NPUMEHCHHUA MMOATBCPIKAACTCA €ro IMOAINKUCHIO WUJIN MOANUCBIO €T0 3aKOHHOI'0O
OpCACTAaBUTCIIA HA I/IH(I)OpMaI_II/IOHHOM JJUCTKC MMalTUCHTA.

4, HaLII/IeHT WM €r0 3aKOHHBIM OpCACTAaBUTCIIb UMCCT IIPABO OTKA3aTbCA OT y4aCTHUA B KIIMHUYCCKOM
HUCCIICA0OBAHNUU JICKAPCTBECHHOI'O IIpCIiapara Al MCAUIHUHCKOr0 IMPpUMCHCHUSA Ha JIF000I CTaguu MPOBCACHUA
TaKOT'O UCCJICAOBaHUA.

5. HpOBeI[eHI/IC KIIMHUYCCKOIr'0 HCCICAOBaHUA JICKAPCTBCHHOI'0 IIp€rapara mIid MCEAUIHUHCKOI'O
IMPUMCHCHUS C YUAaCTHUEM B KAaUCCTBC MMAllTUCHTOB Jeren AO0ITYCKACTCA TOJIBKO € COTJIaCusd B MHUCHMEHHOMN (I)OpMe

www.consultant.ru Crpanmua 90 mn3 129
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

UX poAUTeNel, ycblHOBUTeNeH. [leTn MOoryT paccMaTpuBaThCs B KaUeCTBE MOTEHIUAIBHBIX MAllMEHTOB TAaKOTO
UCCIICZIOBAHMSI, TOJBKO €CJIM €ro MpOBEACHUE HEOOXOAMMO [UId YKpPEIUIEHUS 310pOBbS JleTe win
npouIaKTUKU MHQEKIMOHHBIX 3a00JIeBaHUI B JIETCKOM BO3pacTe JUO0O eCiu IIETIbI0 TAaKOTO HCCIIEIOBAHUS
SBJISIETCS MOJIy4EHHUE JIaHHBIX O HaWIydllled 103MpOBKE JEKAapCTBEHHOTO Ipernapara Juisd JiedeHHs Jerteil. B
9THX CIIy4asiX TAKOMY MCCJIEJOBAHUIO JOJDKHO MPEIIECTBOBATh KIMHUYECKOE HCCIIEJOBAHUE JIEKAPCTBEHHOIO
npenapara A MEIUIUHCKOIO MPUMEHEHHs Ha COBEPIIEHHOJETHUX IPa)KAaHaX, 3a MCKIIOYEHHUEM CIIyyaes,
€CIIM  HCCIEyeMbli JIeKapCTBEHHBIH Ipemapar Uil MEAWLUHCKOIO TNPUMEHEHHUs IpelHa3HaueH
HCKJIIOYUTENBHO JUIsl HCTIOJIb30BAHMSI HECOBEPIIEHHOJIETHUMHY IPaKAaHAMHU.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3aHpCHla€TC$I MMPOBCACHHUEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIplriapara aJid
MCIUIUHCKOI'0 IPpUMEHCHUS C YHACTUEM B KAYE€CTBE MAIUCHTOB!

1) neTel-CUpoT U ACTEH, OCTABIINXCS O€3 MOTICUCHHSI POAUTEIICH;

2) KCHIIMH B NIEPUOJT OEPEMEHHOCTH, JKEHIIUH B MEPHOJ IPYIHOTO BCKAPMIIMBAHUS, 32 UCKIFOUYCHUEM
CJIy4aeB, €CIIM MPOBOJUTCS KIIMHUYECKOE HCCIIeIOBAaHUE JICKAPCTBEHHOTO Mpemnapara, IpeIHa3HAYeHHOTO JIIs
YKa3aHHBIX KCHIIUH, IMPU YCIOBUU HEOOXOAMMOCTH MONTYYCHHSI HH()OPMAIIUK TOJIBKO BO BPEMsl MPOBEICHUS
COOTBETCTBYIOIINX KIMHHYSCKUX MCCICAOBAHUN U IPHHITHS BCEX HEOOXOIMMBIX MEP 0 HCKITFOUEHHUIO PUCKA
HaHECCHHS Bpe/a )KCHIUHE B TIEPHO OEPEMEHHOCTH, KEHIIIMHE B IEPUO]] TPYIHOTO BCKAPMIIMBAHHUS, TUIOIY
WM peOCHKY;

3) BOGHHOCHYXalllMX, 3a HCKIIOYEHHUEM CIy4yaeB IPOBEJIEHHUs KIMHUYECKOTO HCCIeI0BaHUs
JIEKapCTBEHHOT0 Mpernapara, ClelualbHO pa3paboTaHHOTO JJIs IPUMEHEHHS B YCIIOBHSIX BOCHHBIX JICHCTBHIA,
Ype3BbIYANHBIX CUTYalUH, TPOPUIAKTHKH U JICYeHHUS 3a00I€BaHNN U IOPAKEHHH, TOTYYCHHBIX B pe3ybTaTe
BO3/ICUCTBHSI HEOIArONPHUATHBIX XUMHUYECKUX, OWMOJOTHUECKHX, paJAMaIMOHHBIX (akTopoB. KimHmdeckoe
HCCIE0BaHUE TAKOTO JIEKAPCTBEHHOI'O MpErapaTa MOXKET IMPOBOAMUTHCS C YYAaCTUEM B KadyeCTBE IAllMEHTOB
BOCHHOCIYXaIllUX, 32 HCKIIOUYEHUEM BOEHHOCIY)KAIMX, MPOXOJAIUX BOEHHYIO CIIyXOy IO NpHU3BIBY, C
coOytoiIecHMeM TpeOOBaHM, YCTaHOBJIEHHBIX HacTosAmMM @DenepanbHbIM 3aKOHOM B OTHOIICHUHU
IPAXKIAHCKUX JIULL;

4) coTpyITHUKOB IIPABOOXPAHUTEIBHBIX OPIaHOB;

5) JINII, OT6I)IBaI-OHII/IX HaKa3aHUC B MCCTaX JIMIIICHUIA CBO6OI[I)I, a TaKXKE JIMI, HaXOIAIIMUXCA IIO[
CTpa)el B CIICICTBEHHBIX U30JATOPaX.

7. [HomyckaeTcsi MpoBedeHHE KIMHUYECKOTO HCCIEOBaHUS JIEKQpCTBEHHOTO Iperapara Uit
MEAMIIMHCKOTO TPUMEHEHUs, MpeIHAa3HaYeHHOro AJisl JIEYeHHUsS TNCHUXWYECKUX 3a0O0JeBaHUll, C ydyacTHeM B
KauecTBE MAlMEHTOB JIUI] C TMCUXUYECKHUMH 3a00JIeBaHUSMU, MPU3HAHHBIX HEIEECIIOCOOHBIMU B MOPSIKE,
YCTaHOBJICHHOM 3aKOHOJaTesbcTBOM Poccuiickoit denepannu. KinmHnueckoe ucciieIoBaHUE JIEKaPCTBEHHOTO
mpenapara B 3TOM CJydae MPOBOJUTCA TMPH HAJIMYUM COTJIACHS B THCHhMEHHON (opMe 3aKOHHBIX
HpeHCTaBHTeHeﬁ YKa3aHHBIX JIWII.

Cratbsa 44. O6Gsa3aTenbHOe CTpaxoBaHMe XU3HU, 340POBbLS NaLMeHTa, y4acTBYyHLEero B
KNMMHMYECKOM UccrefoBaHMU NeKapCTBEHHOro npenapara ANl MegUUUHCKOro NpuMeHeHus
(B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. OpraHmauHs{, MMoJIydrBIIaA PaspClICHUEC HA OpraHU3ali0 NPOBCACHUSA KIIMHUYCCKOr0 UCCIICIOBaAaHUA
JICKAPCTBCHHOI'O IIpfriapara s MCAUIUMHCKOI'O IMIPUMCEHCHU A, 00s3aHa B Ka4eCTBE CTpaxoBaTeCjisl CTPaxoBaTh
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pUCK NPHUYUHCHHUA BpCJa KU3HU, 3JOPOBbBIO IMALIMCHTA B PE3YJbTATC MNPOBCACHUSA KIIMHUYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOT'O MpCriapaTa IJjik MCAUIIMHCKOI'O IPUMCHCHUS 34 CBOH CcUeT IMyTCM 3aKJIFOYCHUA
A0rosopa 00513aTEIILHOTO CTpaxoBaHUs.

2. O0BEKTOM 00513aTENILHOTO CTPAXOBaHUS SBIISETCS UMYIIECTBEHHBIN MHTEpEC MalueHTa, CBA3aHHbII ¢
MPUYMHEHUEM Bpella €ro JKU3HU WIH 3J0POBBI0 B PE3YJIbTaTe MPOBEACHUS KIMHHYECKOTO HCCIIECIOBAHUS
JIEKapCTBEHHOTO Iperapara JUIs MeIUIUHCKOTO IPUMEHEHUSL.

3. CTanOBbIM ClIydacM II0 OOTOBOpY 00513aTEJILHOTO CTpaxOBaHUA SBJIACTCA CMCEPThb ITAIHUCHTA HIIN
YXyAuieHue €ro 340pOBbiA, B TOM YHCJIC BJICKYIICC 3a coboit YCTAaHOBJICHUC HWHBAJIMIAHOCTU, TIPHU HAJINYUU
HpH‘IHHHO-CHCHCTBGHHOﬁ CBsA3U MCIKAY HACTYIIJICHUCM 3TOI'O COOBITHS U Y4aCTUCM IMallMCHTA B KIIMHUYCCKOM
HCCIICAOBAHNHU JICKAPCTBCHHOI'O IIpCIiapara.

4. Tpe6OBaHI/I$I 0 BO3MCIICHHHU BpEaa, MPUIUHCHHOI'O XM3HU WJIN 30J0POBBIO MalMCHTA, MMPCABABIAIOTCA
B TCYCHHE CPOKOB HCKOBOM JaBHOCTH, YCTAHOBJICHHBIX I'Pa’KJaHCKHUM 3aKOHOAATCIIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIATHI 110 1OTOBOPY 00513aTEILHOTO CTpaxOBaHUA COCTABJIACT:

1) B ClIydya€¢ CMCPTHU NallMCHTAa ABa MHJIJIMOHA py6nel71 Ha KaXAO0TO MalUuCHTA, YYaCTBOBABIICTO B
KIIMHUYCCKOM UCCJICJOBAHUU JICKAPCTBCHHOTI'O IIPLCIiapara,

2) npu yXyAILLIEHUH 3[J0POBbs MAlIUEHTA!

a) MOBJIEKIIEM 3a CO0OW yCTaHOBJICHHE MHBAJIMAHOCTH | rpyIIbl, OIMH MUJUIMOH MSITHCOT ThICAY pyOseit
Ha Ka)KJ0r'0 IalUeHTa, Y4aCTBOBABILEr0 B KIMHUYECKOM UCCIIEI0BAHUH JIEKAPCTBEHHOIO IIperapara;

0) moBiekIeM 3a co0oi ycTaHOBIeHHE MHBaIUAHOCTH Il rpynmbl, o1MH MUIUIMOH pyOJel Ha KakIoro
MAIMEHTA, yYaCTBOBABLIETO B KIIMHUYECKOM MCCIIE0BAaHUY JIEKAPCTBEHHOTO NIpenapara;

B) IMOBJIEKIIEM 32 c000# ycTraHoBIeHHE HHBATMAHOCTH 111 rpynmbl, IATHCOT THICSAY pyOsIei Ha KaXI0ro
MAalMEHTA, y4aCTBOBABLIETO B KIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO IIPENapara;

I') HE TIOBJIEKIEM 3a COOOW YCTAHOBJICHWS HWHBAJIMJIHOCTH, HE Oojee 4eM TpHUCTa ThICSY pyOsier Ha
Ka)XJ0T0 MallMeHTa, Y4aCTBOBABILIEIO B KIIMHUYECKOM MCCIIEIOBAaHUH JIEKApPCTBEHHOTO Mpenapara, UCXOs U3
HOPMATHBOB, OTPAKAIOIIMX XapaKTep U CTEMEHb MOBPEXKICHUS 30POBbs, a TaKkke (HaKTUUECKU TTOHECEHHBIX
MAIMEHTOM PAacXOJIOB, BBI3BAHHBIX TOBPEKICHHUEM 3/I0POBBS, Ha MEIUIIMHCKYIO TMOMOIIb, MPUOOpETeHUE
JIEKapCTBEHHBIX MPENapaToB.

(. "r" B pen. denepanpHoro 3akona ot 22.12.2014 N 429-03)

6. Yrparun cuity ¢ 1 urong 2015 roga. - @enepanbubiii 3akoH o1 22.12.2014 N 429-D3.

7. CpOK JA0roBopa 00513aTEJILHOIO CTpaxOBaHHA HE MOXET OBITH MCHEC, Y€EM CPOK IIPOBECACHUA
KIIMHAYCECKOT'0 UCCIICAOBAHMS JICKAPCTBCHHOI'O IIpCIIapara.

8. YcaoBus A0TroBOpa 00513aTEIBHOTO CTpaxoBaHUs, B TOM YHUCJIC CTPAXOBBIC TapI/I(bBI 10 065133.TCJ1LHOMy
CTPaxOBaHHIO, ICPCUCHb H€06XOI[I/IMLIX AOKYMCHTOB IJId OCYLICCTBJICHUA CTanOBOfI BBIIIATBI, HTOPAOOK
YCTAHOBJICHUA  CTPaxoOBaTCJIEM HHIAWBUAYAJIbHOI'O I/II[eHTI/I(bI/IKaIII/IOHHOFO KOoaa TIIalqMCHTa, MOPAOO0OK
I/IH(i)OpMI/IPOBaHI/ISI CTpaxoBaTCIeM CTpaxoOBHIUMKAa O IPUBJICYCHHBIX K KIMHUYCCKOMY HCCICI0OBAHUIO
JICKAPCTBCHHOI'0 IIp€rnapara [jd MCIUIHMHCKOI'O IPUMCHCHHA IMallMCHTaxX, IIOPAAOK VYILIAThI CTanOBOﬁ
npeMnu, MHOopsAAOK peajin3daluu OIPCACICHHBIX HACTOAIIUM q)eI[CpaJ'IBHLIM 3dKOHOM W JpyTuUMU
(I)C,HepaJ'IBHLIMI/I 3dKOHaMH IIpaB U 00s13aHHOCTEH CTOPOH IO JOTr'0OBOPY 00513aTENBHOTO CTpaxoOBaHHA, a TAKKC
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HOPMATUBBI, OTPaKaIOIIME XapakTep M CTENEeHb MOBPEXICHHS 3/10pOBbs, YCTAHABJIMBAIOTCS THUIIOBBIMHU
IpaBUIaMU 00S3aTEILHOTO CTPAXOBAHMSL.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

9. B ciyyae mpuYMHEHHUS Bpela JKU3HU IMAIMEHTa, yYaCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOTO TperapaTa, BhITOAONPHOOpETaTEIIMU TI0 JOTOBOPY 00S3aTEIHLHOTO CTPAXOBAHUS SIBIISIOTCS
rpakaHe, MMEIOLIUME IPaBO Ha BO3MEUICHHE BpeJa B CilIydyae CMEpPTH KOPMMIIbIA B COOTBETCTBUU C
TPaXXTaHCKUM 3aKOHOJATEeNbCTBOM, MPU OTCYTCTBUU TaKWUX TPaKIaH - POIUTENH, CYNpPYT, JETH YMEPIIEro
MAalKMeHTa, YYaCTBOBABIIEIO B KIMHUYECKOM HCCJIEIOBAHMM JICKAPCTBEHHOTO Ipernapara, B Cliydae CMEpPTH
MalMeHTa, YYacTBOBABILIEIO B KIMHUYECKOM HCCIECAOBAHUM JICKAPCTBEHHOTO Ipenapara U HE HMEBIIETro
CaMOCTOSITEJILHOTO J0X0/1a, - TPaKIaHe, Ha WKIUBEHUU KOTOPBIX OH HAXOAWJICSA, B OTHOIICHUU BO3MEIICHUS
pacxoZoB Ha MOrpedeHHe MalKeHTa, YYacTBOBABIIEIO B KIMHMYECKOM HCCIIEOBAHUM JIEKAPCTBEHHOIO
npernapara, - JIMIo, OHECIIee TAKKE PACXO/bI.

10. CTanOBaH BbITIJIaTa B CYCT BO3MCIICHHUA BpEaa, IPUIUHCHHOT'O JKU3HU MMAUCHTA, YHACTBOBABIICT'O
B KIMHUYCCKOM HUCCICIOBAaHNN JICKApCTBCHHOT'O npemnapara, pacnpeacirsacTcs MCKOY
BBII‘OI[OHpI/IO6peTaT€JISIMI/I MMPONMOPLHUOHAJIBHO UX KOJIMYCCTBY B PABHBIX JOJIAX.

I1. Tlpn HacTymiI€HHWH CTPAXOBOrO Ciydas MAlWEHT, YYaCTBOBABIIMN B KIMHUYECKOM HCCIEIOBAHHU
JIEKapCTBEHHOT'O TIperapara, BBITOJIONPHOOPETATENIb BIPaBe MPEABSIBUTH HETMOCPEACTBEHHO CTPAaXOBIIUKY
TpeOOBaHNE O BO3MEIICHUH NMPUYMHEHHOTO Bpena. CTpaxoBas BBIILIATA OCYIIECTBISETCS CTPAXOBIIUKOM B
TE€YeHHE TPUILATH JHEH CO THS MPEICTaBICHHUS HEOOXOIUMBIX AOKyMeHTOB. [lanueHT, y4acTBOBaBIIUI B
KIIMHUYECKOM HCCIIEIOBAaHUU JICKApPCTBEHHOTO TMperapaTa, WU BBITOJONPHOOpeTaTeNlb 00s3aH COOOIIUTH
CTPaxOBIIUKY Ui OCYIIECTBJICHUS CTPaXOBOW BBIILJIATHl WHAMBUIYAIBHBIH HWICHTU(OUKAIIMOHHBIA KO
MAIlMeHTa, YCTAHOBIICHHBIM CTPaxOBaTeJIeM B COOTBETCTBHUM C THUIIOBBIMU IIPABWJIAMU O0SI3aTEIIBHOTO
CTpaxOBaHUs.

12. Jlo mosHOTO onpeneneHus pasmepa MoAJIeKalero BO3MEIEHUIO Bpela CTPAXOBUIMK I10 3asBJICHUIO
MALMEHTa, YYaCTBOBABUIEIO B KIMHUYECKOM MCCIENOBAaHUU JIEKAPCTBEHHOI'O IIperapara, WIH 3asBJICHUIO
BBITOIONPUOOpETATENsl BIPABE OCYIIECTBUTH YACTh CTPAXOBOW BBIMJIATHI, COOTBETCTBYIONIYIO (aKTUYECKU
ONPEACICHHON YaCTH TPUYMHEHHOT0 BpEa.

13. CtpaxoBasi BblIUIaTa B COOTBETCTBHM C JIOTOBOPOM 00S3aTEJIBHOIO CTPAaXOBaHUS OCYIIECTBISETCS
HE3aBHUCHMO OT BBITIJIAT, MPUYUTAIOIIUXCS IO IPYTUM BHUIaM CTPAXOBaHUSI.

14. He AO0IIYCKACTCA y4aCTHC IMalMCHTa B IIPOBCACHHUHN KIMHUYCCKOI'O HMCCIICAOBAHUA JICKAPCTBCHHOI'O
Ipernapara 1npu OTCYTCTBHUU JOTOBOpa 00513aTEJILHOIO CTpaxOBaHUs.

15. KoHTpouib 3a UCIOJTHEHUEM OpraHU3aluel, MOIyYUBIIEH pa3pelIeHne Ha OpraHu3aliuio IPOBEACHUS
KIIMHUYCCKOT'O HUCCICAOBAaHHA JICKAPCTBCHHOI'O IIpCriapara AJid MCAUIIMHCKOI0 MPUMCHCHU, yCTaHOBJIeHHOI;'I
HAcTOsIIEH cTaThell O0O0SI3aHHOCTU MO O00s3aTENbHOMY CTPAaxOBAHMIO JKU3HHU, 3/10pOBbsS MAIMEHTA,
y4acTBYIOIIEro  (y4acTBOBaBIIEro) B  KIMHUYECKOM  HCCJIEOBAaHUM  JIEKAPCTBEHHOrO  Ipernapara,
OCYILECTBIIICTCSI  YIIOJIHOMOUYEHHBIM  (heZiepalIbHbIM ~ OpPraHOM — HCIHOJHMTENBHOM BJIACTH, BBIJABILIUM
paspelieHne Ha MPOBEJCHHE KIMHUYECKHUX HCCIIEOBAHUM JIEKAPCTBEHHBIX IMPENapaTroB Il MEIUIMHCKOIO
MIPUMEHEHHS.

Mnasa 8. MPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB

CtaTtbsa 45. NMpon3BoACTBO NeKapCTBEHHbIX CPeaAcTB
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1. TIpom3BOACTBO JIEKAPCTBEHHBIX CPEACTB JIOJDKHO COOTBETCTBOBAaTh TPEOOBAHHSIM  IMpaBUII
Ha/JIeKaIIed MPOM3BOJICTBEHHON TPAKTHKH, YTBEPKIECHHBIM YIIOJHOMOUYEHHBIM (enepaabHbIM OpPraHoM
HCIOJHUTENBbHON BiacTh. OCOOEHHOCTH Mepexoa MPOU3BOJCTBA OTIACNIbHBIX JIEKAPCTBEHHBIX CPEICTB K MX
MPOU3BOJICTBY B COOTBETCTBUU C TpeOOBaHUSAMHU TMpaBWJI HaJUIeKallell MNpPOU3BOACTBEHHOM MpPaKTUKU
ycranaBnuBawoTcs IIpaBurensctBoM Poccuiickoit ®enepanuu. Bblgaya 3akio4eHMil O COOTBETCTBUU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUAM IpaBHJ HaJJIEXalled MPOU3BOJCTBEHHOW MPAKTUKU
OCYILIECTBIISIETCS MO pe3ybTaTaM WHCIEKTUPOBAHUS MPOU3BOAMTENEH JIEKAPCTBEHHBIX CPENCTB B IOPSIKE,
ycraHoBieHHOM IIpaButensctBoM Poccuiickonn ®enepanuu. Pasmep 1miaTel 3a BblIAady 3aKIOYEHUS O
COOTBETCTBUM  IPOU3BOJAUTENSI  JIEKAPCTBEHHBIX  CPEJICTB  TpeOOBaHMAM  MpaBWI  HaAJexallel
MIPOU3BOJCTBEHHON TMpakTHKW ycraHaBinuBaercs IIpaBurensctBoM Poccuiickont ®enepamuu. Ilopsmok
OpraHM3aly U IIPOBEIEHUS MHCIEKTUPOBAHUSA IPOU3BOAMTENCH JIEKapCTBEHHBIX CPEACTB Ha COOTBETCTBUE
TpeOOBaHUSAM MpaBWJI HaJyUIeXkKallell NPOU3BOACTBEHHOW TNPAKTUKU YycCTaHaBiuBaercs IlpaBuTenbcTBOM
Poccuiickoii denepanuu.

(B pen. @enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D3)

2. IlpousBonacTBO JeKapCTBEHHBIX cpeacTB B Poccuiickoit  ®exepanuu  OCYyIIECTBISETCS
MIPOU3BOJUTENIIMUA JIEKAPCTBEHHBIX CPEACTB, MMEIOUIMMH JIMIIEH3UI0 Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpencts. IlonTBepxaeHue cOOTBETCTBUS JIUIEH3MATa IPAaBUIaM HaJJIeKalleld MPOU3BOICTBEHHON NMPaKTUKU
OCYILECTBIISICTCSI B paMKaX JIHMIIEH3MOHHOTO KOHTPOJISI B COOTBETCTBMU C 3aKOHOZATENbCTBOM Poccuiickoit
denepaluy ¢ y4eToM 0COOCHHOCTEH, YKa3aHHBIX B yacTu | HACTOsIIEH CTaThH.

(B pen. ®enepanbbix 3aKk0oHOB 0T 22.10.2014 N 313-®3, ot 22.12.2014 N 429-D3)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISETCA C COOJIOJeHHeM TpeOOoBaHMIA
MIPOMBIINIJICHHOI'0 PErilaMCEHTa, KOTOpBIﬁ YTBEPKAACTCA PYKOBOAUTCIEM IIPOU3BOAUTECIIA JICKAPCTBCHHBIX
CPE/CTB W BKJIIOYACT B ceOs MepeueHb UCIOIb3yEeMbIX (apMaIleBTUYCCKUX CYOCTaHIIMKA M BCIIOMOTATEIIbHBIX
BEIIECTB C YKa3aHHWEM KOJIHMYECTBAa KaXKJOTO M3 HUX, JaHHBIE 00 HCIIOJIb3YyeMOM O0OpPYJIOBaHHMH, OMHCAHUE
TEXHOJIOTHYECKOT0 TpoIlecca U METOIOB KOHTPOJISL Ha BCEX ATAmax MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB.

Koncynsrantlntoc: mpumeganue.
C 29.12.2020 B u. 4 crt. 45 BHOCsATC u3meHeHus (O3 ot 27.12.2019 N 481-D3).

4. Tlpu mnpoU3BOJCTBE JEKAPCTBEHHBIX CPEACTB HCHOIB3YIOTCS (hapmarieBTHUEeCKHe CYOCTaHIINU,
CBEJICHUS O KOTOPBIX COJEPIKATCS B TOCYJApCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB, 3a MCKIIOUYECHUEM
(dapmaneBTHUECKUX CYOCTaHIMA, MPOM3BOJUMBIX [UIsl TPOBEACHHS KIMHHYSCKUX WCCIICIOBAHUA W JUIS
skcriopta. K mporeccy mnpousBojacTBa (apMaleBTUUECKOW CYOCTaHIIMM OTHOCSTCS JIFOOBIE CTaauu
TEXHOJIOTHYECKOT0 MPOIEecca, MO3BOJISIIOIINE MOJIYYUTh TOTOBBIA MPOIYKT, COOTBETCTBYIONINI TpeOOBaHUAM
¢dapmakomeiiHoii  cTaThbu, B TOM 4ucie (QepMeHTalus, OKCTPaKlMsi, OYHMCTKA, BbBIJCIICHUE,
MepeKpUCTAUIM3AIMs, BEICYIIMBAaHUE, U3METbUYCHUE.

(B pen. @enepanbHbix 3aKkOHOB 0T 22.12.2014 N 429-D3, ot 27.12.2019 N 462-D3)

4.1. IlepeueHb NE€KapCTBEHHBIX MPENApaTOB A MEIUIUHCKOTO MPUMEHEHUS, B OTHOLUIEHHUH KOTOPBIX
yCTaHaBIIMBAlOTCA TpeOOBaHUS K OOBEMY Taphl, yMaKOBKE M KOMIUIEKTHOCTH, NEPEYEHb JIEKapCTBEHHBIX
IpenapaToB Ui BETEPUHAPHOTO NPUMEHEHUS, B OTHOUIEHHH KOTOPHIX YCTAHABJIMBAIOTCS TPeOOBaHUS K
00bEeMy Tapbl, a TakXKe TpeOOBaHMS K 00beMY Taphbl, YIIAKOBKE U KOMIUIEKTHOCTH JIEKaPCTBEHHBIX MPENapaToB
JUIs  MEAMLMHCKOTO TpPHMEHEHHs, TpeOoBaHMs K 0O0beMy Tapbl JIEKAPCTBEHHBIX IpenapaToB JUis
BETEPUHAPHOTO TPUMEHEHUS OINPEACISIIOTCS COOTBETCTBYIOUIMMH YIOJHOMOUYEHHBIMH  (heiepaTbHBIMU
OpraHaMU MCITOJIHUTEJILHON BIIACTHU B NOPsJIKE, ycTaHOBIEHHOM [IpaButensctBom Poccniickont denepanun.
(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

Koncynprantllntoc: mpumeuanue.
C 29.12.2020 B u. 4.2 ct. 45 BHOCcsTCs n3Menenus (O3 ot 27.12.2019 N 481-D3).

4.2. OpraHuzanuy, OCYIIECTBISIOUIME MPOU3BOJCTBO (hapMalleBTHUECKONH CyOCTaHLIMM CHHpTa
STWJIOBOTO (9TaHONA) M TPOU3BOJICTBA CHHPTOCOACPKAIIMUX JIGKAPCTBEHHBIX TMIPErapaToB, 0Os3aHbI
OCYILECTBIISATh YUET U JICKIapUPOBAHUE B MOPSJIKE, YCTAHOBICHHOM cTaThsiMu 8 U 14 denepanbHOro 3akoHa
or 22 HosiOps 1995 roma N 171-®3 "O rocymapCTBEHHOM pETYJIUPOBAHHH MPOU3BOJCTBA M 000pOTa
STWJIOBOTO CIHHUPTA, AJIKOTOJBbHOM M CHHpTOCOAepXkalled MPOAYyKIUMH U 00 OrpaHMYEHUU MOTpediieHus
(pacniuTHsl) aJIKOTOJIBHOM NMpoayKuuu'.

(dactp 4.2 BBeneHa ®enepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3)

4.3. WupuBuayanbHble OPEANPUHUMATENN WU IOPUAMYECKHE JHUIA, OCYIIECTBISIOIIME 3aKYyNKy U
UCTOJIb30BaHUE (papMaleBTUUECKON CyOCTaHIMM CHUpPTA STHIOBOTO (3TaHONA), a TaKXKe MPOU3BOJCTBO,
U3rOTOBJICHHE U (W) 000pOT (32 UCKIIOYEHUEM PO3HUYHOM MPOJIaXKH) CIIUPTOCOACPIKAIINX JIEKAPCTBEHHBIX
MpenapaToB, 00s13aHbl OCYLIECTBIIATh UX YYET U JACKIAPUPOBAHUE B MOPSAKE, YCTAHOBIEHHOM CTaThsIMU 8 U
14 denepansHoro 3akoHa oT 22 Hoa0ps 1995 roma N 171-®3 "O rocymapCTBEHHOM peryJUpPOBAHUU
IPOU3BOJCTBA M 000pOTa 3TUJIOBOTO CIHUPTA, AalKOTOJIBHOW M COHUPTOCOAEp:KAllel MNpPOAYKIUH U 00
OTpaHUYEHUU MOTPeOIeHUs (PACTIUTHUS) AKOTOJIBHON MTPOAYKIMH'".

(uactb 4.3 BBennena PenepanbHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

4.4. Tlpu mpOM3BOJCTBE JICKAPCTBEHHBIX MPEMApaToB JJIsl BETCPUHAPHOTO MPHUMEHEHHS JIOIYCKaeTCS
WCTIOJh30BAHME TMPOW3BEJCHHBIX JUIsI peanu3anuy  (apMaleBTHYECKHX CYOCTaHIMHA, BKJIIOUYEHHBIX B
TOCYJApCTBEHHBIN  PEeCTp  JIGKAPCTBEHHBIX  CPEACTB  YIOJHOMOYEHHBIM  (ellepajbHBIM  OpPraHOM
VICTIOJTHUTENIFHON BJIACTH, OCYILECTBIISIONIMM BEICHHUE TOCYAapPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB
JUI. METUIITHCKOTO IPUMEHEHUSI.

(uactb 4.4 BBennena @exnepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)

5. 3anperaercs MpoOU3BOJICTBO:

1) nexapCTBEHHBIX CpPEACTB, HE BKJIIOUYEHHBIX B IOCYJapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPECTB, 3a
HUCKIIIOYCHHUEM JICKAPCTBCHHBIX CPCACTB, IIPOU3BOAMMBIX JJIA MPOBECACHHUA KIMHUYCCKHUX I/ICCJ'IelIOBaHI/Iﬁ nu aJisd
AKCTIOPTA;

2) hanbcupUIIMPOBAHHBIX JIEGKAPCTBEHHBIX CPEJICTB;

3) nexkapcTBEHHBIX CPEJACTB O€3 JIMIIEH3UH Ha MPOU3BOCTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) nekapCTBEHHBIX CPEACTB C HAPYIICHHEM IPaBUJI OpraHU3allMK MPOU3BOJCTBA U KOHTPOJIS KauecTBa
JIEKapCTBEHHBIX CPEICTB;

KoncynwsrantlIoroc: mpuMedanune.
C 29.12.2020 1. 5 4. 5 ct. 45 yrpaunBaer cuny (P3 ot 27.12.2019 N 481-D3).

5) dbapmarieBTHUECKOM CYOCTaHIIMU CIUPTA STHIOBOTO (3TaHOJA) HA TEXHOJIOTHYECKOM 000pYA0BaHUH,
KOTOpO€ HE 3aperucCTPUpPOBAHO WM 3aKOHCEPBHPOBAHO B COOTBETCTBUM C DenepanbHBIM 3aKOHOM OT 22
HOsI0pst 1995 roma N 171-®3 "O rocyaapCTBEHHOM peryJMpOBaHUU IMPOU3BOACTBA W 000pPOTAa 3THIIOBOTO
CIHUpTa, alKOTOJBHOW W CHHpTOCOAepXkameld MPOAYKIMH W 00 OrpaHUYEHUH MOTpeOieHus (pacruTus)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

AJKOTOJIBHOM MPOAYKIUH".
(m. 5 BBeneH PenepanbHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

Koncynsrantlntoc: nmpumeganue.
C 29.12.2020 4. 5 ct. 45 nononusierca m. 6 u 7 (O3 oT 27.12.2019 N 481-D3).

6. [Ipu BBOJIE JIEKAPCTBEHHBIX CPEICTB B TPAKIAHCKUNA 000POT YIOJIHOMOYEHHOE JIMIIO MTPOU3BOANUTEIS
JEKapCTBEHHBIX CPEACTB  OCYIIECTBISECT TOATBEP)KICHHE COOTBETCTBUSl  JIGKAPCTBEHHBIX  CPEJICTB
TpeOOBaHUSIM, YCTAHOBJICHHBIM NPU MX TOCYNAPCTBEHHON PETUCTPAINH, M TAPAHTUPYET, YTO JIEKAPCTBEHHBIC
Cpe/ACTBA NPOM3BEJCHBI B COOTBETCTBHMM C TpPEOOBAaHMSAMH NPABWJI HAIJISKAIIEH HTPOU3BOACTBEHHON
HPaKTHKH.

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

7. YNOIHOMOYEHHBIM JIMLOM IPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPEJACTB SBISIETCS €ro pabOTHUK,
aTTeCTOBAHHBIH B YCTAHOBJICHHOM YIOJHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEILHON BIACTH
MOPSIIKE U UMEIOIINM CTaX pabOThl HE MEHEee 4YeM IATh JeT B 00JacTH MPOU3BOACTBA U (WJIM) KOHTPOJIA
KauecTBa JIEKapCTBEHHBIX CPECTB, BhIcIIee 00pa3oBaHHE COOTBETCTBEHHO IO OJHOI U3 ClieLHaIbHOCTEH U
()  oAHOMY W3 HampaBleHU  MOATOTOBKMU:  OHOJOTHsS,  OHOTEXHOJOTHs,  BETEpPUHAPHS,
BEeTEpPUHAPHO-CAaHUTApHAST  JKCIEPTHU3a, KIWHUYEecKas MENWILMHA, paJualloHHas, XUMUYecKas |
Omosorudeckas 3amura, papmanus, GpyHIaMeHTalIbHAsS MEAUIIMHA, XUMAYECKasi TEXHOJIOTUS, XUMHSL.

(B pen. @enepanbbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. [Ipon3BOIMTENH JIEKAPCTBEHHBIX CPEJCTB (32 UCKIIOYCHHEM (hapMalleBTHUECKOW CyOCTaHIIMU CITUpPTa
STHJIOBOTO (3TaHOJA) MOTYT OCYIIECTBIISATH MPOAAXKY JICKAPCTBEHHBIX CPEACTB WM TepelaBaTh WX B
YCTaHOBJIEHHOM 3aKOHO/1aTeNbcTBOM Poccuiickoit @enepannu nmopsake:

(B pen. denepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) ApyruM mpoOU3BOAUTEIISM JIEKAPCTBEHHBIX CPEJICTB JUISI TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB;

2) opraHu3anysaM OITOBONM TOPIOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTeuyHbIM OpraHM3alMsIM, BETEPUHAPHBIM aNTEYHbIM OpraHU3alusM, WHAUBUAYAJIbHBIM
MpeANpUHUMATENSIM, UMEIOIIMM JIMLIEH3UI0 Ha (apMaleBTUYECKYI0 JAESITebHOCTh WM JIMIIEH3UIO Ha
MEIULUHCKYIO I€ATEIIbHOCTD;

4) Hay4HO-HCCIIEI0BATEIbCKUM OpraHU3alMsIM JJIs HAy4HO-HUCCIIE0BAaTEeNIbCKOM padoThI;

5) MEIUIIMHCKUM OpPTaHU3aLMsIM U BETEPUHAPHBIM OpraHU3aIMsiIM;

6) opraHM3alMsIM M HMHIUMBUIYaJbHBIM IpPEANPUHUMATENSM, OCYILECTBISIONIMM  pa3BelCHUE,
BBIpAIIMBAHUE W COJAEp)KaHUE XUBOTHBIX (32 MCKIIIOYCHHEM TPOJAXH UM (papmaneBTHUECKUX CyOCTaHIUI

WJTU UX TIepeIaumn ).
(. 6 B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Koncynprantllntoc: mpumeuanue.
C 29.12.2020 B u. 9 ct. 45 BHOCsATCA u3mMeHeHus (O3 ot 27.12.2019 N 481-D3).
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

9. [IlpouwsBoautenu (apmaneBTHUECKOW CYOCTaHIIMM COHpPTa STUIOBOTO (3TaHOda) OOsS3aHbI
OCYIIECTBIISITh peanu3alvio (Meperady B YCTAaHOBIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoit ®Depeparuun
nopsiike) (hapManeBTHUECKOM CyOCTaHIMK CHHPTa 3THWJIOBOTO (3TaHOJA) MPOU3BOAMUTENSAM JIEKApCTBEHHBIX
CPEIICTB IS TIPOU3BOJICTBA JIGKAPCTBEHHBIX CPEJCTB B €MKOCTSIX 0o0OBeMOM He Oosee | ymrpa m (wim) He
MeHee 1000 yimTpoB, a OpraHM3anusM, YKa3aHHBIM B IIyHKTax 2 - 6 4acTW 8 HACTOSIIEN CTaTbH, B Tape
obbeMoM He Oosee 1 muTpa.

(uactp 9 BBenena denepanbHbiM 3aKk0HOM 0T 29.07.2017 N 278-D3)

Koncynsrantllntoc: npumedanue.
C 29.12.2020 ct. 45 nononusercs 4. 10 u 11 (3 o1 27.12.2019 N 481-D3).

CraTtbsa 46. MapknpoBKa nekapCcTBeHHbIX CpeacTB

1. .HCKapCTBCHHI)Ie npemnaparbl, 3a HWCKIOUYCHUCM JICKAPCTBCHHBIX IMPCIapaToB, HW3TOTOBJICHHBIX
alITCYHbIMHA opraHnmsanusimMu, BCTCPHUHAPHBIMU alITCYHbIMU opraHu3anusimu, WHIUBUAYaJIbHBIMU
MNpCANNPUHUMATCIIAMU, UMCIOIIIUMHU JIMICH3HUIO Ha (bapMaL[eBTI/ILICCKYIO ACATCIIbHOCTD, NJOJIXKHBI ITOCTYIIATh B
06pameHHe, CClIn:

1) Ha UX NepBUYHON yNMaKoOBKE (32 UCKIIOYCHUEM MEPBUYHON YIAKOBKH JIEKAPCTBEHHBIX PACTUTEIbHBIX
IpenapaToB) XOPOLIO YWUTAEMBIM MIPUPTOM Ha PYCCKOM SI3bIKE yKa3aHbl HAMMEHOBAHHUE JICKAPCTBEHHOTO
npenapata (MEXIyHApOJHOE HENaTEeHTOBAHHOE, WM TPYNIUPOBOYHOE, WJIM XHMUYECKOE, WM TOProBOE
HaMMEHOBAaHME), HOMEp CEpHHM, JlaTa BBIMyCKa (V11 UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IPErnapaToB),
CPOK TO/IHOCTH, JI0O3UPOBKA MJIM KOHLIEHTpaLHsl, 00beM, aKTUBHOCTh B €IMHHIIAX JEHCTBUSA WM KOJIUYECTBO
103;

(B pen. ®enepanbHbix 3aKk0HOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOH (MOTPEOUTENHCKOM) YIAaKOBKE XOPOILIO YUTAEMBIM IIPH(PTOM Ha PYCCKOM SI3BIKE
yKa3aHbl HAaMMEHOBAHME JIEKAPCTBEHHOro  Ipemapata (MEXIyHApOJHOE HENaTeHTOBAaHHOE, WU
IPYNIUPOBOYHOE, WJIM XUMHUYECKOE U TOProBO€ HAMMEHOBaHHWS), HAWMEHOBAHHE IPOU3BOIUTENS
JIEKapCTBEHHOI0 IpenapaTa, HOMEp CEepuH, JAara BbIMyCKa (A1 MMMYHOOMOJOIMYECKHX JIEKapCTBEHHBIX
IpenapaToB), HOMEp PETUCTPALMIOHHOTIO YIOCTOBEPEHHUS, CPOK T'OAHOCTH, CIIOCOO MPUMEHEHHMs, 03UPOBKA
WIM KOHIIEHTpalusi, oO0beM, aKTUBHOCTh B €IUHMIAX JCHCTBUS JHMOO KOJIMYECTBO JI03 B YIAKOBKE,
JeKapcTBeHHas (opMa, YCIOBHUS OTITyCKa, YCIOBUS XPaHEHUS, IPeIyTpeIuTeIbHbIC Ha IIHCH.

(B pen. ®enepanbubix 3akoHOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. ®apmalieBTHYECKHE CyOCTaHIIMK I0JIKHBI TOCTYIIATh B 0OpallleHre, €clid Ha UX MEPBUYHOMN yIIaKOBKe
XOpOIIO YUTAEMbIM HIPU(PTOM Ha PYyCCKOM s3bIKE yKa3aHbl HaMEHOBaHME (DapMalleBTUUECKOW cyOcTaHIMU
(MexayHapoJHOE HENaTeHTOBAaHHOE, WIM T'PYNIUPOBOYHOE, MM XMMHYECKOE M TOProBO€ HAaUMEHOBaHMS),
HaMMEHOBAHME MPOU3BOAMUTENS (apMaleBTUUECKONW CyOCTaHIIMM, HOMEpP CEpUM U JlaTa W3TOTOBJICHHMSA,
KOJIMYCCTBO B YIIAKOBKC U CAVMHUIIBI UBMCPCHUSA KOJIMYCCTBA, CPOK 'OJHOCTU U YCIIOBUS XPAHCHUA.

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

3. JlekapcTBEHHbIE CpPEACTBA B KaueCTBE CHIBOPOTOK JOJDKHBI MOCTYNaTh B OOpalleHHe C yKazaHUEM
KHBOTHOI'0, U3 KPOBH, IJIa3Mbl KPOBH, OPI'aHOB U TKAHEH KOTOPOI'O OHU MOJTyYEHBI.

4. Ha BTopuuHyI0 (HOTpPeOUTENHbCKYI0) YMAKOBKY JEKapCTBEHHBIX CPEJICTB, MOTYYEHHBIX M3 KPOBH,
IJ1a3Mbl KPOBH, OPraHOB U TKAHEH uyeloBeKa, JOKHAa HAHOCUThCs Haanuch: "Anturena k BUU-1, BUU-2,
Bupycy renatuta C 1 MOBEpXHOCTHBIN aHTUTe€H BUpyca remnarutra B orcyTcTBytor".
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(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

5. Ha nepBuYHyIO YNakoOBKY M BTOPUYHYIO (IOTPEOHMTEIbCKYIO) YNMAKOBKY paarodapManeBTHYECKUX
JIEKapCTBEHHBIX CPEJICTB JOKEH HAHOCUTBCS 3HAK paJMalliOHHON OIACHOCTH.

6. Ha BrOopuuHyl (MOTpEOUTENBCKYIO) YIMAKOBKY TOMEOMATHYECKUX JICKAPCTBEHHBIX IPENapaToB
JOJKHA HAHOCUThCS HaANKCh: "['oMmeonaTuyeckuit”.

7. Ha BTOpHYHYyIO (ITOTPEOUTETHCKYIO) YITAKOBKY JICKAPCTBEHHBIX PACTUTEIBHBIX MPEMapaToB JOKHA
HAHOCHUTHCS HaaMuCh: "[Ipoaykiusa npouuia paauaiOHHbIA KOHTPOJb'.

8. Ha mepBuYHYyI0 YNakoBKY (€CiH AJisi 3TOTO CYIIECTBYET TEXHUYECKas BO3MOKHOCTh) M BTOPUUHYIO
(MOTpeOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHBIX IPENapaToB, MPEAHA3HAUCHHBIX IS  KIMHHYECKHUX
HCCIIeIOBAaHUM, JOJDKHA HAHOCUTHCS HAANMUCh: " {71 KIIMHUYECKUX HCCIIe0BaHnN".

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

9. YmakoBka JICKAPCTBCHHLBIX CPEACTB, MPCAHA3HAUYCHHBIX HCKIIFOYUTCIIBHO JJIA SKCIIOPTa, MApKHUPYECTCA
B COOTBCTCTBHUH C Tpe60BaHI/I5IMI/I CTpaHbI-UMIIOPTEPA.

10. Ha tpaHcnopTHyto Tapy, KOTopas He IpeJHa3HaueHa JUIsl MOTpeOuTeneld U B KOTOPYIO MOMEIIEHO
JIEKapCTBEHHOE CPEJCTBO, JIOJDKHA HAHOCUTHCA HMH(OpMalus O HAWUMEHOBAHUH, CEPUU JIEKAPCTBEHHOT'O
CpeZCTBa, JAaTe BBITYCKA, KOJIMYECTBE BTOPUYHBIX (TOTPEOMTENHCKHUX) YHAKOBOK JIEKAPCTBEHHOTO CPE/ICTBA,
MIPOU3BOIUTEIIE JIEKAPCTBEHHOI'O CPEACTBA C YKa3aHUEM HaUMEHOBAHUS U MECTOHAXOXKICHUS IPOU3BOIUTENS
JIEKapCTBEHHOI'O CpejcTBa (agpec, B TOM YHMCIE CTpaHa W (WIM) MECTO IPOU3BOJCTBA JIEKAPCTBEHHOI'O
CpEeZCTBA), a TAK)XXE O CPOKE FOJHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA U 00 YCIIOBUSX €0 XpaHEHHs U IePEeBO3KH,
HEoOXO0IUMBbIE NpeAyNpeAUTENbHbBIE HAAITUCH U MAHUITYJIITOPHbIE 3HAKH.

11. Ha mepBUYHYIO YIAaKOBKY ¥ BTOPHUHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUS JI0HDKHA HAHOCUTBCSI HAAMUCh: " [[J1s1 BeTeprUHApHOTO MPUMEHEHU "

12. Ha BTopuuHyto (mMOTpeOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHOTO IMpenapara HAHOCUTCS IITPUXOBOM
KOJI.

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUANCKYIO ®EOEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOUN ®EOEPALIU
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 47. MNopsaok BBO3a feKapcTBEHHbIX cpeactB B Poccuuckyro depepauuto u
BblBO3a fleKapCcTBEeHHbIX cpeacTB U3 Poccuinckon Peanepaumm
(B pen. ®enepanbroro 3akoHa ot 06.12.2011 N 409-03)

1. BB03 nekapcTBeHHBIX cpexnctB B Poccuiickyro ®Denepanuro OCyHIECTBISETCS B IOPSJIKE,
ycrtaHoBiieHHOM  [IpaBurenbctBoM  Poccuiickoit  @enepanud, B  COOTBETCTBUM C  TaMOKEHHBIM
3aKOHOJIaTEeILCTBOM TaMoO)keHHOro coro3a B pamkax EBpA3DC (mamee - TamokeHHBIH CcO103) W (WIIH)
3aKkoHOJaTenbCcTBOM Poccniickon denepannv 0 TAMOKEHHOM JEIIE.

(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

2. BBosumbie B Poccuiickyro ®enepainuio JIEKapCTBEHHBIE CPEJCTBA JIOJDKHBI COJEPKATHCA B
rOCyJJapCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPEACTB.
(B pen. DeaepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, o1 27.12.2019 N 462-D3)
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3. Jomyckaercs BBo3 B Poccuiickyto ®denepannio KOHKPETHON MapTUU 3apeTUCTPUPOBAHHBIX U (WIIH)
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NPEIHA3HAYEHHBIX JUISI IPOBENEHUS KIMHUYECKHUX
I/ICCJIGI[OBaHI/If/’I JICKAPCTBCHHLBIX IpC€HapaTroB, IIPOBCACHHA OKCIICPTU3BI JICKAPCTBCHHBIX CPCIACTB JIA
OCYIIECTBJIEHUS! TOCYJapCTBEHHOM pErucTpalluy JIEKApCTBEHHBIX MpEnaparoB WIM A  OKa3aHUs
MG}IHHI/IHCKOf/i IIOMOIIIM II0 XMU3HCHHBIM IMOKA3aHUAM KOHKPCTHOI'O IMAIMCHTA Ha OCHOBAHUH pPa3spClICHHA,
BBIJJAHHOTO YIOJHOMOYEHHBIM (e/lepajbHbIM OpPIaHOM MCIIOJIHUTEIbHON BIACTH IO 3asBICHHSIM JIUL,
yKa3aHHbIX B cTaThe 48 HacTosmero dexepanbHOro 3akoHa. PaccMOTpeHHe Takoro 3asBieHHs M MPUHATHE
pemieHust O BbAade pa3pelleHUss Ha BBO3 KOHKPETHOM MapTUM 3aperHCTPUPOBAHHBIX M (WMJIH)
HE3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB, MMPCAHA3HAYCHHBIX MJIA MPOBCACHUA KIMHUYCCKHUX
I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHLIX IIpE€HapaTroB, IIPOBCACHHA OKCIICPTU3bI JICKAPCTBCHHBLIX CPCACTB JIdA
OCYIIECTBJICHUS! TOCYJapCTBEHHOM pEerucTpaluyd JIEKQpCTBEHHBIX MpenaparoB MWW A OKa3aHHs
MEIUIUHCKON MOMOLIM IO M3HEHHBIM IOKa3aHMAM KOHKPETHOrO MauueHTa Jubo o0 OTKaze B BblIaue
YKa3aHHOT'O pa3pelIeHus] MPOU3BOJATCS B CPOK, HE MpEBbIMIAIOIINN NATH pabouux anel. Ilnata 3a Bbinauy
YKa3aHHOT'O pa3pelIeHNs He B3UMAETCH.

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

Koncynprantllimroc: mpuMedaHue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaet cuiry (D3 ot 27.12.2019 N 475-D3).

3.1. Jomyckaercs BBO3 B Poccuiickyro ®Denepanyio KOHKPETHOM NApTUU HE3aperHMCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIPENaparoB, COJAEpXKAaIIMX HAPKOTHYECKHE CPEACTBA WIIM IICUXOTPOIIHBIE BEIECTBAa, B
nopsizike, ycranoBieHHOM IIpaBurensctBom Poccuiickoit deaepanuu, 11 OKa3aHUsT MEIUIIMHCKOW TTOMOIIN
[0 JKA3HCHHBIM IIOKa3aHUSM KOHKDETHOIO NAalMEeHTa MU TPYyNNbl MAalUEHTOB B ClIy4ac, €CIU HUMEETCs
peuieHne BpayeOHOW KOMMCCHUM MEIUIMHCKOM OpraHm3aluu o HeI(P(GEKTUBHOCTH WIM HEBO3MOXXHOCTHU
IIPUMEHEHUS Y KOHKPETHOT'O MALIMEHTA UHBIX 3apPETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB, B TOM YHUCIIE
COJepXKalMX Jpyrue JEHCTBYIOIIME BEIIECTBA, M O HEOOXOJUMOCTH BBO3a  ONPEACICHHOTO
HE3apEeTrUCTPUPOBAHHOIO JIEKAPCTBEHHOIO Ipenapara ¢ yKa3aHUEM €r0 MEXAYHapOJHOIO0 HENAaTEeHTOBAHHOIO
(WM XMMHYECKOro, WM TPYNIHPOBOYHOIO) HAaMMEHOBaHMs, (OpPMBI BbIITycKa M KoiuuecTBa. llepeueHn
3a00J€BaHUN U COCTOSHUI M COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MPENApaToOB, COAEPKAIINX HAPKOTUYECKUE
CpeCTBa U INCUXOTPOIIHBIE BELIECTBA, B LENAX OCYILECTBIEHUS MX BBO3a B COOTBETCTBMU C TPeOOBAHUAMHU
HACTOSIIIEH YaCTH yTBEP)KIAeTCs YIIOJTHOMOUYEHHBIM (e/iepaIbHbIM OpraHOM MCIIOJHUTEIHHOMN BIACTH.

(uactsp 3.1 BBeneHa @enepanbHbIM 3aK0HOM OT 27.12.2019 N 475-03)

4. B Poccuiickyto ®enepannio MOXKHO BBO3UTH JIEKAPCTBEHHBIE CpPEICTBA, KAYeCTBO KOTOPBIX
MOATBEPKICHO CEePTHUPUKATOM HPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, YJIOCTOBEPSIOUIMM COOTBETCTBHE
BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUAM (apMakoNeHHbIX craTei MO0 B Cilydae MX OTCYTCTBUS
HOPMATUBHOW JOKYMEHTAIMH WJIX HOPMATUBHOTO JJOKYMEHTA.

(B pen. ®enepanbhoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpemraercs BBo3 B Poccuiickyro @enepannio ¢anbCUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB,
HC)IO6pOKaq€CTBeHHBIX JICKApCTBCHHBIX CPCACTB, KOHTpa(baKTHLIX JICKApPCTBCHHLBIX CPCACTB.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. @anbcupUUUPOBAHHBIE JIEKAPCTBEHHBIE CPEICTBA, HETOOPOKAUECTBEHHBIE JIEKAPCTBEHHBIE CPECTBA
MOMJIEXKAT HU3BATUI0O M IOCIEAYIOIEMY YHUYTOXKEHUIO WIM BbIBO3y U3 Poccuiickon @enepauuu,
KOHTpadaKTHBIE JIEKAPCTBEHHBIE CPE/ICTBA - UIBATHIO U MOCIEAYIONEMY YHUUTOKEHHUIO. Y HUUTOKCHUE WIIN
BbIBO3 U3 Poccuiickoit @enepannn ¢panbCupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CpPEACTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIETCS 3a CYET JIHIA,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

OCYILIECTBHMBILEr0 HUX BBO3. [lOpsAA0K YHUUTOXEHHMS U3BATHIX (PaTbCUPUIUPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HEIO0OPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB
ycranasinuBaercs [IpasurensctBom Poccuniickoit denepanun.

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

7. Jluua, ocymectBistomue BBo3 B Poccuiickyro @enepanuio GanbcuuuupoBaHHbIX JIEKAPCTBEHHBIX
CpEICTB, HEAOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPEICTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHHM C TaMOXXCHHBIM 3aKOHOJIATEIhCTBOM TaMOXXEHHOTO COro3a W (WIIN)
3aKOHOJaTenbCcTBOM Poccuiickoit denepauriv 0 TAMOKEHHOM JEJIE.

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

8. BriBo3 nekapcTBeHHBIX cpenctB u3 Poccuiickoit denepaunu ocyiiecTBiaseTcss 6€3 MPUMEHEHUS
OTpaHMYEHUI, YCTAHOBJCHHBIX TaMOXKEHHBIM 3aKOHOJATEICTBOM TaMOKEHHOro coro3a U (WJIN)
3aKkoHoAaTenbCcTBOM Poccuiickoit ®exepanuu O TOCYIapCTBEHHOM PEryJUMPOBAaHUM BHEIIHETOPrOBOU
JESATEIBHOCTH.

(B pen. ®enepanpHbIX 3aK0HOB OT 06.12.2011 N 409-D3, o1 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

9. BBoa B TIpaxkJaHCKHL O0OpPOT JIEKAPCTBEHHBIX MPEMApaToB I MEIULIUHCKOTO NPUMEHEHHUS,
BBe3eHHbIX B Poccuiickyro ®enepaiuio, OCyIIECTBIAETCS C COOJMIOCHUEM TpeOOBaHUM, YCTAaHOBJICHHBIX
crarbeit 52.1 Hacrosero @eaepaibHOTO 3aKOHA.

(dactp 9 BBennena denepasibHbIM 3aK0HOM OT 28.11.2018 N 449-D3)

Cratbsa 48. lOpuanyeckue nuua, KOTOpbIM paspelleH BBO3 FfleKapCTBEHHbIX CPeAcTB B
Poccumnckyro ®egepaumio
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

JlexapctBenHble cpezicTBa B Poccuiickyro denepalnio MOryT BBO3UTH:
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) mpou3BOAUTENH JICKAPCTBEHHBIX CPEJICTB JJIS IeJIel COOCTBEHHOTO MPOM3BOJICTBA JICKAPCTBEHHBIX
CPEJCTB;

2) WHOCTpaHHblE pPa3pabOTYMKU JIEKAPCTBEHHBIX CPEICTB U HMHOCTPAHHBIE MPOU3BOAUTEIU
JIEKapCTBEHHBIX CPEJCTB WM APyTrUe HOPUIMYECKUE JHIa MO MOPYUYEHHUIO pa3paboTyHKa JEeKapCTBEHHOIO
CpPEICTBA [UIsl NPOBEICHMs KIMHUYECKUX HCCICIOBAaHUM JIEKapCTBEHHOIO IIpenapaTa, OCYIIECTBICHUS
rOCyJJapCTBEHHON PErucTpaluy JIEKapCTBEHHOTO Ipernapara, BKIYeHUs (apMaleBTHUECKOW CyOCTaHLIUU B
TOCY/IapCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEJCTB, KOHTPOJS KadecTBAa JIEKAPCTBEHHBIX CPEICTB IpHU
HAIMYMKA pa3pelieHus YHOJHOMOYEHHOTO (eAepaqbHOr0 OpraHa HCIOJHUTEIbHOM BJIAcCTH Ha BBO3
KOHKpETHOW NapTHH JIEKapCTBEHHBIX CPECTB;

3) opraHu3aIy ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHU;

4) Hay4YHO-MCCIIEIOBAaTEILCKHE OpraHU3alMi, 00pa30BaTeNbHbIE OPraHU3AIMH BBICIIETO 00pa30BaHMUA,
IPOU3BOJIUTENH JICKAPCTBEHHBIX CPEACTB JUIA pPa3pabOTKH, HCCIEAOBAHUM, KOHTPONIS O€30IacHOCTH,
KayecTBa, H(PQPEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB TMPU HAIUYMUU PA3pPEIICHUS YIOJIHOMOUYEHHOIO
(enepanbHOro opraHa UCIOJIHUTEIBHOH BIacTH;

(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-03)

5) MEAUIIMHCKUE OpTraHW3aIlNK, WHBIE YKa3aHHBIC B MMyHKTax | - 4 HACTOSIIEH CTaThU OPraHU3alUU JJIS
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

OKa3aHUs MEIULMHCKOM IOMOIIY II0 >XU3HEHHBIM IIOKa3aHUAM KOHKPETHOIO MalMEHTa IpPU HAJIWYUHU
pa3pelieHrs yoJIHOMOYEHHOTO (hefiepalbHOro OpraHa UCTIOJIHUTENIBHON BJIACTH Ha BBO3 KOHKPETHOM MapTun
JIEKapCTBEHHOTO Mperapara, BBIJIAHHOIO B YCTAHOBJICHHOM IMOpsAKE B (OpPME AIIEKTPOHHOTO TOKYMEHTA,
MOJIMMCAHHOTO YCUJICHHOW KBAJTM(UIIMPOBAHHON HJIEKTPOHHOH MOAIHUCHIO;

(B pen. ®enepanbpHoro 3akona ot 12.03.2014 N 33-D3)

Koncynpranrlitoc: npumedanue.
C 01.01.2024 1. 6 ct. 48 yrpaunBaet cuiy (D3 ot 27.12.2019 N 475-D3).

6) rocynapCTBEHHbIE YHHMTapHbIE MPEANPHUITHS, MMYIIECTBO KOTOPBIX HaxXoAWTCA B (QenepaibHOI
cobctBeHHOCTH, omnpeaensemblie [IpaButenbctBoMm Poccuiickoit Denepanuu, B 4acTH BBo3a B Poccuiickyro
denepanio HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENApaToB, COAEPKANIMX HAPKOTHUYECKUE CPEICTBA
WM TICUXOTPONHBIE BEIIECTBa, JISi OKa3aHUS MEIUIMHCKOW IMOMOIINM [0 U3HEHHBIM IIOKAa3aHUSAM
KOHKPETHOT'O MAalMEHTa WM TPYMNIbl NAlMEHTOB B COOTBETCTBUU C 4YacThio 3.1 craThu 47 HACTOALIETO
denepanbHOro 3aK0Ha.

(. 6 BBeeH DenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

Cratba 49. [JoKyMeHTbl, npeAacTaBnsieMble B TaMOXeHHble opraHbl Poccunuckoun
depepaumm npu BBO3e NieKapCTBeHHbIX cpeacTB B Poccumnckyro ®enepauyuto
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. ITpu BBO3€ neKapCTBEHHBIX cpencTB B Poccuiickyro denepanuio B TAMOKEHHbIE opranbl Poccuiickon
@enepanu  Hapsay € JOKYMEHTaMM, IPEIACTABICHHE KOTOPBIX IPEIyCMOTPEHO  TaMO>KEHHBIM
3aKOHOJATEIbCTBOM TaMOKeHHOro coro3a M (WiIM) 3akoHojaTtenbcTBoM Poccuiickoit denepanyuu o
TaMOXEHHOM JIeJIe, IIPEICTaBIIIOTCS CIEAYIOIUE JOKYMEHTBI:

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

1) ceprudukatr Tpou3BOAUTENS JEKAPCTBEHHOTO CPEJCTBA, YIOCTOBEPSIONINI COOTBETCTBHE BBO3ZHUMOTO
JIEKapCTBEHHOT'O CPEJICTBA TpeOOBaHMIM (apMaKOIeHHON CTaThH JIMOO0 B Clydae €e OTCYTCTBHSI HOPMAaTUBHOU
JOKYMEHTAIMU WM HOPMATUBHOIO JTOKYMEHTA;

2) pa3pelieHue yIoJIHOMOYEHHOTO (peiepaibHOr0 OpraHa HCIOJIHUTEIBHOM BIACTH Ha BBO3 KOHKPETHOM
NapTUM JIEKAPCTBEHHOI'O CPEACTBA B ClIydasX, YCTAHOBJIEHHBIX YacTbl0 3 crTaThu 47 HACTOALIETO
denepanbHOro 3aKOHa.

2. JloxyMeHTBI, yKa3aHHble B MyHKTax | m 2 wyactu | Hacrosmied cTaTbM, NPEACTABIAIOTCS B
TaMoKeHHble opranbl Poccuiickoii denepaunu npu NpUOBITHH JIEKApCTBEHHBIX cpeacTB B Poccuiickyto
®denepanuio.

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

Cratbsa 50. BBo3 nekapcTBeHHbIX npenapaTtoB B Poccumnckyo ®egepauuio ans NMM4YHOro
MCMONb30BaHUA W WHbIX HEKOMMep4YeCKMX LuefieM, a TakKke Ans MCNonb30BaHUA Ha
TeppuTOpUMN MeXayHapoaHoOro MeaMLMHCKOro Krnacrepa
(B pen. DeaepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JIekapcTBeHHBIE IIpenapaThl MOTYT OBITH BBE3eHBI B Poccuiickyro @enepanuto 6e3 yuera TpeOOBaHUi,
IPEyCMOTPEHHBIX yacTsMu 1 - 4 crateu 47, cratbamu 48 u 49 Hacrosiero deaepanbHOro 3aKOHA, €CIIM OHU
MpeIHa3HAYCHBI JUTS:
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

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

1) nu4yHOrO MCMONIB30BaHUS (PU3MUECKUMH JUIlaMU, NpuoObBIIMMU B Poccuiickyro ®@enepauuto. [lpu
3ToM BBO3 B Poccuiickyro denepannio JIEKapCTBEHHBIX IIPENApPATOB, COAEPXKAIIMX CUIBbHOACUCTBYIOIINE U
(un) SIOBUTHIE BEILECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIMCOK CHJIbHOJEHCTBYIOIIMX BEIIECTB JUIS
1IeJIe yroJIOBHOrO 3akoHoaaTenbcTBa Poccuiickoit denepanim M B CIUCOK SIAOBUTHIX BEIIECTB ISl LEIEH
YroJIOBHOTO 3akoHozarenbcTBa Poccuiickoit ®enepaunu, yrBepkiaeHHble I[IpaButenbctBoM Poccuiickoi
®denepalliu, OCYIIECTBIACTCS MPU HATHYUU JOKYMEHTOB (3aBEPEHHBIX KOMHM JOKYMEHTOB HIIM 3aBEPEHHBIX
BBIMMMCOK M3 HHX), MOATBEPKIAIONMX Ha3HAueHUEe (U3NUECKOMY JIMIy YKa3aHHBIX JIEKapCTBEHHBIX
IIpenapaToB (3a UCKJIIOUEHUEM JIEKApCTBEHHBIX IIPENapaToB, 3aperucTpupoBaiHbix B Poccuiickoit denepannn
u otmyckaembix B Poccuiickoit denepanuu 0e3 perenTa Ha JieKapCTBeHHBINM mpemnapar). [loaTBepsknarorme
JOKYMEHTHI (MX 3aBepeHHbIe KOMHM MM 3aBEPEHHbIC BBIMHCKU M3 HHUX) JOJDKHBI COJEPXKATh CBEIEHUS O
HAaMMEHOBAaHHMH U KOJIMYECTBE HA3HAUEHHOI'O JIEKAPCTBEHHOTO NpemnapaTta. B cioydae, eciin noaTBepKaaromume
JOKYMEHTHI (MX 3aBEpPEHHBIE KOMUHU WU 3aBEPEHHBIE BHIMHMCKN U3 HUX) COCTABJICHBI HA MHOCTPAHHOM SI3bIKE,
K HUM IIPUJIAraeTcss HOTapuaJIbHO 3aBEPEHHBIN MEPEBOJL HA PYCCKUH S3BIK;

(n. 1 B pen. @exnepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) UCTIONB30BaHUS PAOOTHUKAMH JIUINIOMATHICCKOTO KOPITyCa WM MPEACTABUTEISIMU MEKIYHAPOTHBIX
OpraHu3alvii, akkpeAuToBaHHbIX B Poccuiickoit dexnepanuu;

3) JileyeHus MaccakMpOB U YJICHOB SKHUIAXKEH TPAaHCHOPTHBIX CPEACTB, NOE3AHBIX OpUraJ U BOAUTENEH
TPAaHCHOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyro ®Penepanutio;
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

4) 5eyeHMs] yYaCTHUKOB MEXAYHApOIHBIX KyJIbTYPHBIX, CIOPTHBHBIX MEPOIPHUITHA M yYaCTHUKOB
MEKyHApOIHBIX YKCIIEIULIHAN;

5) nedeHHs] KOHKPETHBIX *UBOTHBIX B 300MapKax, 300cajax, LIUpPKax, OKeaHapuymax, AeiabuHapUsX,
JICYEHUS JUKUX JKABOTHBIX, IIOCTOSIHHO WJIM BPEMEHHO Hacesomux teppuroputo Poccuiickoit denepannn,
HaXOJSIIMXCSI B COCTOSTHUM €CTECTBEHHOM CBOOOJBI M MpHUHAJUIekKAIUX K BUJAM, 3aHECeHHBIM B KpacHyro
kaury Poccuiickoit ®denepanu u (win) KpacHble KHUTM cyObekToB Poccuiickoit ®exepanuu, a Takxke
JKUBOTHBIX, BBO3UMBIX B Poccuiickyro @enepannio s y4acThs B CHOPTUBHBIX U 3PEJIUIIHBIX MEPOIPUATHIX;
(B pen. ®enepanbHbix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCTIOIB30BAHUS HA TEPPUTOPUN MEKTYHAPOHOTO MEIUIIMHCKOTO KiacTepa.
(. 6 BBenen denepabHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cnyuyasx, npexycMOTPEHHBIX 4YacThio | HacToslIel cTaThu, JOIyckaercss BBo3 B Poccuiickyro
denepalyio JIEKApCTBEHHBIX MPENapaToB, HE 3aperucTpupoBaHHbIX B Poccuiickoit denepanui.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlexapcTBeHHbIE MpemnapaThl, NMpeIHa3HAYCHHbIC IS TYMAaHUTApPHOW TOMOUIM (COACHCTBUSA) WIH
IIOMOIIM MPH YPE3BBIYANMHBIX CUTyalHsX, BBO3ATCA B Pocculickyro denepannio B MOpsaKe, YCTAHOBICHHOM
[IpaButensctBOoM  Poccuiickoit ~ @enepanuu.  3ampeniaercas BB03 B Poccuiickyro — Denepanuro
HE3apEeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENApPaTOB, NPEIHA3HAYEHHBIX I T'YMAHUTAPHOM MOMOILIU
(coneicTBYsI) UK MOMOIIY TPY YPE3BBIYAHBIX CUTYAIIUSX.

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

Cratba 51. CoTpyaHuuyecTBO ¢heaepanbLHOro opraHa WCNONMHUTENbLHOW BJacTu,
YNOSIHOMOYEHHOro B 006flacTM TaMOXEHHOro Aena, WM APYrUx YNOSIHOMOYEHHbIX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

¢enepanbHbIX opraHoB MCNONTHUTENBLHOWN BNacTun

1. YnonmHOMoueHHbIE (eiepabHble OpraHbl UCTIONHUTENFHON BIIACTH MPEIOCTABIISIOT B PACIIOPSIKEHHE
(denepaTbHOTO OpraHa WCHOJHHUTENBHOW BJIACTH, YIOJHOMOYEHHOTO B OONACTH TaMOXXEHHOTO [Iena,
rOCy/IapCTBEHHBI peecTp JIEKAPCTBEHHBIX CPEICTB, a Takke MH(GOPMAILMIO O BBIJAHHBIX pa3pelICHHUSIX Ha
BBO3 KOHKPETHOW MApTUH JIEKAPCTBEHHBIX CPEACTB B CIIyyasX, YCTAHOBJIEHHBIX 4YacTbi0 3 cratbu 47
HacTosmero denepaibHOro 3aKOHA.

2. ®denepanbHBIA OpraH HCIOTHUTEIBHONW BIIACTH, YIMOIHOMOYEHHBIH B OOJACTH TaMOXEHHOTO Jela,
nHQOpPMHUPYET YKa3aHHBIE B YacTH | HACTOSAIIEH CTaThU YIOJTHOMOYCHHBIC (elepalibHbIe OpraHbl
HCTOJIHUTEIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro ®enepanuio U BbIBO3E
JIeKapCTBEHHbIX cpelncTB u3 Poccuiickoit ®denepauuu no ¢opme W B MOpSAKE, KOTOpPbIE YCTaHOBJICHBI
[IpaBuTenscTBOM Poccuiickoi denepanuu.

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

Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
Cratba 52. OcyuwecTBneHue ¢papmMmaLeBTUYECKOU AEATENBHOCTHU

1. ®apmareBTHyeCcKas JEATEIBHOCTh  OCYIIECTBISETCS ~ OpPraHW3alMsIMH  ONTOBOW  TOPTOBJIU
JIEKapCTBEHHBIMM CPEJCTBAMH, ANTEYHBIMU OPTaHU3ALMsAMM, BETCPUHAPHBIMHU ANTEUYHBIMU OPTaHU3AIMSIMH,
WHIUBUYAIbHBIMHA TIPEANPUHUMATEISIMHE, UMEIONIMMHU JIMIIEH3UI0 Ha (DapMaleBTUYECKYIO AESTeIbHOCTbD,
MEJIWIMHCKUMH OPTaHU3alUSIMH, WMEIOIMMHU JIMICH3UI0 Ha (PapMameBTUYECKYIO NeATeNbHOCTh, W MX
000COOJIEHHBIMH  TIOJpa3AeeHUsIMI  (aMOyaTopusiMu, (EeIbAIEpPCKUMH U (ENbIIIepCKO-aKyIIepCKUMU
NyHKTaMH, IIEHTpaMHu (OTAEJCHUsAMH) oOmeld BpayeOHOH (CEeMEWHOW) NpPAaKTUKH), PACIOIOKEHHBIMU B
CENIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT AamlTEYHbIC OpPraHMW3allid, U BETCPUHAPHBIMHU
OpraHu3alMsIMH, UMEIOIIUMHU JHUIIEH3UIO Ha (papMaleBTHUECKYIO 1eATeIbHOCTb.

(B pen. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. dusnyeckue Jiia MOTYT OCYIICCTBIIATH Q)apMaHGBTI/I‘-ICCKy}O ACATCIIBHOCTD NIPXU HAJIWMYHUU BBICIICTO
WM cpenHero (apMameBTHYECKOro 00pa3oBaHMSA M CepTU(HKATA CICIHAINCTA, BBICIIETO WM CPEIHETO
BETEPUHAPHOTO 00pa30BaHMs M CepTH(UKATA CIIECIHATINCTA, a TAKXKE BBICHIIETO WM CPEIHEr0 MEIUIIMHCKOTO
oOpa3oBaHus, cepTH(UKATa CIEIHANNCTa U JOTOJHUTENIBHOTO NpodecCHOHaTbHOro 00pa3oBaHUsI B YacTH
PO3HMYHOM TOPTOBIM JIEKAPCTBEHHBIMH MpenapaTaMM Ipd YCIOBHUM HX paboThl B  000COOJEHHBIX
nmoapasaACIICHUAX MCIAUITUHCKUX OpFaHHSaHHﬁ, YKa3aHHbIX B 4aCTU 1 HaCTOSIIJ_[eﬁ CTaThbu.
(dactsp 2 B pen. @enepanbHoro 3akoHa oT 27.07.2010 N 192-D3)

Koncynsrantlntoc: mpumeganue.

Cr. 52.1 Bcrynmaer B cuiny ¢ 29.11.2019. JlekapcTBeHHBIE mpenapaThl Uil MEAUIMHCKOTO NPUMEHEHUS,
BBEJICHHbIE B TpaxkaaHckuil oOopor 1o 29.11.2019, nomiexaT XpaHEHHUIO, NEPEBO3KE, OTIYCKY,
peanu3aluu, nepeaade, IPUMEHEHHUIO 10 HCTeueHus cpoka ux rogHoctu (D3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT JleKapCTBEHHbIX MnpenapaTtoB Ans
MeAULIMHCKOro NpMMeHeHus
(BBenmeHna deaepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOIOM B Tpa)KAAHCKUN OOOPOT KaXAOH CepUM MM KaXKAOH MapTUU IMPOU3BEICHHOTO B
Poccuiickoii deaepanuu J€KapCTBEHHOTO Ipernapara sl MEAUIMHCKOTO MPUMEHEHHUsS, 338 HUCKIIOUYCHUEM
MMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX IPErnapaToB, MPOU3BOIUTENb TAaKOTO JIEKAPCTBEHHOrO Ipernapara
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

npezcTaBisieT B (eaepanbHblii OpraH UCIOJHUTEIbHON BIACTH, OCYIIECTBIISIONINI (YHKINU 110 KOHTPOIIO U
HaJ30py B cdepe  3ApaBOOXpPAHEHMs, JOKYMEHT IMPOM3BOJUTENS  JIEKAPCTBEHHOI'O  CPEJCTBA,
NOATBEPKJAIOIIMM KAayeCTBO JIEKAPCTBEHHOIO IIpernapara, M IOATBEPXKACHHE YIOJIHOMOYEHHOIO JIMLA
MIPOM3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUSl JIEKAPCTBEHHOI'O Ipemnapara TpeOOBaHUSM,
YCTaHOBJICHHBIM IIPH €TI0 TOCYAAPCTBEHHOW PErUCTPALIUH.

2. Ilepen BBOJIOM B TpayKJaHCKHUI 00OPOT KaXIOW CEPUH WITH KaXJIO0W MapTUU BBO3UMOTO B Poccuiickyro
Qenepanyiro  JEKapCTBEHHOTO  MpemapaTa Al MEOUIIMHCKOTO  MPUMEHEHUs, 3a  HCKIIOYEHUEM
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB, OpraHu3allvs, OCYIIECTBIISIONIAs BBO3 JIEKAPCTBEHHOTO
npemapata B Poccuiickyro ®enepanuio, mpeiactaBisier B (eaepaibHbId OpraH HCHOJHUTEIBLHON BIACTH,
OCYHICCTBIISIOMIUN (QYHKIMM TIO KOHTPOJIO W HAm30py B cdepe 3aApaBOOXpaHEHUs, CEePTHPHUKAT
MIPOM3BOJUTEINIS JIEKAPCTBEHHOTO CPEJICTBA, YAOCTOBEPSIONINN COOTBETCTBHE BBO3UMOTO JIEKAPCTBEHHOI'O
npenapata TpeOoBaHUSAM (apMakoneiHOW CTaTbM, a B Cly4yae OTCYTCTBUS (apMakonenHoil cTaTbu
TpeOOBaHUSAM  HOPMATHUBHOW  JOKYMEHTAllMHM, ¢ TMOATBEPXKIACHHE MPEACTABUTENs]  OpTraHU3allUu,
OCYIIECTBISIIONIEH BBO3 JIEKapCTBEHHOro mpemnapara B Poccuiickyto ®Dexnepanuio U yHOJIHOMOYEHHOU
WHOCTPAHHBIM TPOU3BOJAUTENIEM JIEKAPCTBEHHBIX CPEJCTB, COOTBETCTBHS BBO3UMOIO JIEKAPCTBEHHOI'O
npenapara TpeOoBaHUSIM, YCTAHOBIICHHBIM TP €T0 TOCYAAPCTBEHHON PETUCTPAIIUU.

3. Tlopsimok mpencTtaBieHUS B COOTBETCTBUM C YacTsIMU | M 2 HACTOSIIEW CTaTbU JITOKYMEHTOB M
CBEJICHHH O JIGKQpCTBEHHBIX TMperaparax, BBOAUMBIX B TpPaXIaHCKUH 00OpPOT, YCTaHABIMBAETCS
[IpaBurenscTBOM Poccuiickon Penepanuu.

4. B OTHOUIEHMM TEpPBBIX TPEX CEpUN WIM MNApTUH JIEKapCTBEHHOIO IIpernapara, BIIEPBbHIE
npousBeeHHOro B Poccuiickoit ®enepauru Wid BhepBble BBO3UMOro B Poccuiickyro ®Penepaunio, B
(benepanbHBIN OpraH UCIOTHUTEIBHOMN BIACTH, OCYIIECTBISIONINNA ()YHKIIMK IO KOHTPOJIIO M HAA30PY B cdepe
3/1paBOOXPAHEHHUs, JTONOJHUTEIBHO IPEACTABISIETCS MPOTOKOI HCHBITAHUM O COOTBETCTBHM CEPUM WIH
apTUX  JIGKAPCTBEHHOIO  IIpemapata Uil  MEJUIMHCKOIO INPUMEHEHHs IIOKa3aTelsiM — KadecTBa,
NPEeAyCMOTPEHHBIM HOPMAaTUBHOW JOKyMEHTalMel (Jajiee - TPOTOKON MCIBITaHWi), TMPOBOAUMBIX
aKKpe/IMTOBAaHHBIMU B COOTBETCTBHM C 3aKOHOJaTeldbcTBOM Poccuiickoit denepanyu 00 akKpeauTaluy B
HAIIMOHAJILHOW CHCTEME aKKpeAUTAlMK (elepajbHBIMU TOCYJapCTBEHHBIMH OIOJKETHBIMU YUPEKICHUSIMH,
MOJIBEZIOMCTBEHHBIMU (peIepaIbHOMY OpraHy HWCIOJHHUTENBHOW BIACTH, OCYIIECTBISIOIEMY (YHKIHU TI0
BBIPA0OTKE M peanu3aliy rocyJapCTBEHHOM MOJUTUKH U HOPMAaTHUBHO-IPAaBOBOMY PETYJIMPOBAHUIO B cepe
3JIpaBOOXpaHEHMs], U (eAepaJbHOMY OpraHy HUCIOJHUTENIBHOW BIAcTH, OCYLIECTBISIOIIEMY (YHKLHUHU IO
KOHTPOJIO M Haa30py B cdepe 3apaBooxpaHeHHs. [lopspok BbiauM  yKazaHHBIMU  (efepaTbHbIMU
TOCYJJapCTBEHHBIMH OIO/KETHBIMHM YUPEXACHUSMH JaHHOTO IPOTOKOJAa M pa3Mep IUIaThl 3a €ero Bbliady
ycranasinusarotcs [IpasurensctBom Poccuiickoit @enepanuu.

5. ExeromHo He mosmHee 1 QeBpanst MpOM3BOAUTENM JICKAPCTBEHHBIX CPEICTB WM OpraHU3aIlfH,
OCYIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX TmpenapaToB B Poccuiickyio @enepanuio, MNPeICTaBISIOT B
(henepabHBIN OpPraH UCIIOJTHUTEIBHON BJIACTH, OCYIIECTBISIOMUN (DYHKITMU IO KOHTPOJTIO ¥ HAA30py B chepe
3IpaBOOXpAaHEHUS, MPOTOKON WCIBITAHUN TMOCTYMUBIIETO B TEUEHHE ToJa B TPaXTAHCKUH 000poT
JIEKApCTBEHHOI'O0 Mperapara KOHKPETHOTO MpOM3BOAUTENsS (HA OJHY CEpUI0 KaXJIOro TOPTOBOIO
HAaUMEHOBAHMSI C YYETOM JIEKAPCTBEHHOW (OPMBI U JIO3UPOBKH), MPOBOJUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUU C 3aKOHOJaTenbCcTBOM Poccuiickoit denepannu 00 akKpeIuTallud B HAIMOHAIBHOW CHUCTEME
AKKPEIUTAIMH UCTIBITATEIFHBIMU JIA00PATOPHSIMU (LICHTPAMH).

6. [Ipon3BoauTenyn JE€KapCTBEHHBIX CPEICTB WIM OPraHU3alNH, OCYIIECTBIISIFOIINE BBO3 JIEKAPCTBEHHBIX
npenaparoB B Pocculickyto @enepannio, HE MEHEE YeM 3a OJIMH T'OJ1 10 IJIaHUPYEMbIX IPUOCTAHOBJIECHUS WU
MpeKpalieHuss MPOU3BOACTBA JIEKAPCTBEHHBIX MpenapaToB WM HUX BB03a B Poccuiickyro Penepauuro
YBEAOMIISIIOT 00 3TOM (permepanbHblii OpraH WCHOTHUTEIBHOW BJIACTH, OCYIICCTBISIONINN (QYHKIMH I10
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

KOHTPOJIO M Haa30opy B cdepe 37paBoOXpaHeHUs U (enepaibHbIi OpraH HCIOJHUTENBHONW BIACTH,
OCYILECTBIISIOUINH (DYHKIIMU 1O JIMLEH3UPOBAHHIO TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

7. BBoa B TpakJaHCKUW OOOPOT KaXKAOH CepuUM WM KaXIO0W NapTHH HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI0 Mpemnapara, mpou3BeAeHHOro B Pocculiickoit @enepauuu wuid BBO3UMOro B Poccuiickyro
@Denepanyio, OCYIIECTBISETCS Ha OCHOBaHMM pPa3pelleHHs, BbIIAHHOTO (eaepaabHbIM  OPraHOM
UCTIOJTHUTENbHOM BIACTH, OCYIIECTBISIOMUM (PYHKIIMH MO KOHTPOJIIO U HAA30py B cdepe 31paBoOXpaHEHUS,
Ha OCHOBaHUH BBIJAHHOTO (peiepalbHBIMU FOCYAapCTBEHHBIMU OI0/KETHBIMH YUPEKACHUIMHU, YKA3aHHBIMH B
qacTH 4 HAcCTOsAIIEH CTaTbM, 3aKIIOYEHHS O COOTBETCTBUHM CEPHUM WM MapTHM MMMYHOOHMOJIOTHYECKOTO
JIEKapCTBEHHOTO TMpernapata TpeOOBaHUSAM, YCTAaHOBJICHHBIM IPH €ro TOCYJapCTBEHHOH pPETUCTPAIHU.
[Topsiox BeIIauM paspelieHusl Ha BBOJ B TPaXIaHCKUKA 000OpOT cepUM WIIM NAapTUH UMMYHOOMOJIOIHYECKOTO
JIEKapCTBEHHOI'O TIPErapara, a TaKXKe IMOPSAOK BbLAAYM YKA3aHHOI'O 3aKJIFOUEHMS M pa3Mep IUIAThl 3a €ro
BblJIauy ycTaHaBiuBatotcs [IpaButensctBoM Poccutickoit deneparumu.

8. 3a HeENpeACTaBIEHUE WM HECBOEBPEMEHHOE IIPEACTABICHUE JOKYMEHTOB M CBEICHMIA,
MIPENYCMOTPEHHBIX YacTaMu 1, 2, 4, 5 u 6 HacTosALIEH CTAaTbU, MPOU3BOJUTENHN JIEKAPCTBEHHBIX CPEACTB U
OpraHu3alyy, OCYILECTBILIIOLIME BBO3 JIEKapCTBEHHBIX npenapatoB B Poccuiickyro denepanuro, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOJATENBCTBOM Poccuiickoi denepanun.

9. IlpencraBieHne TOKYMEHTOB U CBEJEHUH, TPEAYCMOTPEHHBIX YacTsAMHU 1, 2 1 4 HAacTOSALIEH CTAaTbH, U
MOJIyYCHHUE TPEyCMOTPEHHOT'O YacThI0 7 HACTOSIIEH CTaTbU pa3pelieHus] Ha BBOJ UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO TIpermapaTa B TPaXJTaHCKUH 000OpOT He TpeOylTcs B OTHOIIEHUH JIEKapCTBEHHBIX
rpenaparoB, NPeJIHA3HAYCHHBIX JJI1 MPOBEACHUS KIMHUYECKUX MCCIIEIOBAaHUN JIEKAPCTBEHHBIX MPENapaTos,
MPOBEACHUS SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB ISl OCYIIECTBIEHUS TOCYJIapCTBEHHOM pErucTpaiuu
JIEKapCTBEHHBIX TPEMApPaTOB, a TaKKE B OTHOIIECHWU HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMPENapaTosB,
MpeAHa3HAaYeHHBIX JUISI OKa3aHWsS MEIUIIMHCKOW TIOMOIIM TIO0 J>KM3HEHHBIM IIOKa3aHUSM KOHKPETHOTO
MalKreHTa Wi TPYIIIbI MAlMEHTOB, BBO3UMBIX B Poccuiickyro denepalnio B COOTBETCTBUU € YacTsaMu 3 u 3.1
crathu 47 HacTosiero @enepaabHOTO 3aKOHA.

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-03)

10. Ilpu BBIABICHMHM B TPaXIAHCKOM OO0OpOTE CEpUM WM NapTHH JIEKAPCTBEHHOTO Npernapara,
JOKYMEHTBl M CBEIECHMS O KOTOPBIX, NPEIyCMOTPEHHBbIE dacTsaMu 1, 2 W 4 HacTosEeH CTaTbu, HE
Mpe/icTaBjIeHbl B (peiepalibHbIM OpraH HCIOJHUTENBHOM BIACTH, OCYIIECTBIAIOMUN (HYHKIUU IO KOHTPOJIIO U
Ha/x30py B cdepe 31paBOOXpaHEHMs, JIMOO CepuM WIM HNapTUM MMMYHOOHOJOTHYECKOro JIEKapCTBEHHOTO
npenapaTta, He HMMEIOIIMX pa3pelleHHs Ha BBOJA B TPAXKAAHCKUH OOOPOT, MPEAyCMOTPEHHOIO YacThio 7
HacTosimed craThM, (eaepaldbHBI OpraH HCIOJHUTENBHOW BIIACTH, OCYILECTBIISIONIMM (YHKIMH IO
KOHTPOJIO U HA/JI30py B cdepe 3apaBOOXpaHECHHs, B TIOPSAKE, yCTaHOBICHHOM [IpaBurensctBoM Poccuiickoit
®enepanyy, NPUHUMAET PELIEHUE O MPEKPAIICHUH TPakJaHCKOro 0o00OpoTa TaKMX CEpUU WU MapTUU [0
MIpe/ICTaBICHHS YKa3aHHBIX JOKYMEHTOB M CBEJICHUH JINOO MOJTyUYeHUsI YKa3aHHOTO pa3pelIeHus.

Cratba 53. Mpopaxa, nepefava NeKapCcTBeHHbIX CPeACTB OpraHM3auussMM ONTOBOM
TOProBNU NeKapcTBeHHbIMU CpeacTBamMm

Koncynprantllntoc: mpumeuanue.
C 29.12.2020 B a63. 1 4. 1 ct. 53 BHOCsATCs m3MeHeHus (D3 or 27.12.2019 N 481-D3).

1. OpFaHI/I3aHI/II/I OIITOBOM TOPTOBJIM JICKAPCTBCHHBIMU CpPEACTBAMH MOI'YT OCYHICCTBJIATH IIPOAAKY
JICKAPCTBCHHBIX CPCACTB WJIH MNEPCAaBaTh UX B YCTAHOBJICHHOM 3aKOHOJATCIILCTBOM Poccuiickoii CDez[epauI/H/I
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

MOPSIZIKE:
1) apyrumM opraHu3aiusaM ONTOBOM TOPTOBIH JIGKAPCTBEHHBIMU CPEICTBAMU;
2) NPOU3BOUTENSAM JICKAPCTBEHHBIX CPEACTB JJIA LieJIeH TPOU3BOICTBA JICKAPCTBEHHBIX CPEJ/ICTB;
3) anTeyHBIM OPTaHU3ALMAM U BETEPUHAPHBIM alTEYHBIM OPTaHU3AIUSIM;
4) Hay4yHO-HCCIEeI0BATEIbCKUM OpraHU3alusIM JJIs HayYHO-HCCIIeI0BaTeNIbCKON paboThI;

5) WHIUBUAYAJIbHBIM IMPEANIPUHUMATEIIAM, UMCIOIIM JTUICH3UIO HA (bapMaHeBTI/I‘ICCKYI-O ACATCIIBHOCTD
WJIN JIMOCH3WIO Ha MEIUIHUHCKYIO ACATCIIbHOCTD,

6) MEIUITMHCKUM OpPTaHHU3aIMsaM, B TOM YHCJIE CO3JaHHBIM U 3apETUCTPUPOBAHHBIM B COOTBETCTBHUH C
3aKOHO/IaTeIbCTBOM MHOCTPAHHOTO TOCyAapcTBa - wieHa OpraHu3aliuu 3KOHOMHUYECKOTO COTPYIHUYECTBA U
pa3BUTHSL WMHOCTPAHHBIM IOPUAMYECKUM JIMIAM, WHAUBUIAYAJIbHBIM MPEANPUHUMATENSAM, SBISIOMAMCS
YYaCTHUKaMH TPOEKTa B COOTBETCTBHM ¢ DeaepaibHbIM 3akoHOM "O MEXKIYHAPOIHOM MEAUIMHCKOM
KJIaCTEpe M BHECEHUMM M3MEHEHUU B OTIENbHbIC 3aKOoHOAaTelbHble akThl Poccuiickoit ®enepauun", u
BETEPUHAPHBIM OPraHU3aLUsIM;

(B pen. denepanbHoro 3akoHa ot 26.07.2019 N 240-03)

7) opraHm3alsAM ¥ HHIUBUIYaJIbHBIM MPEANPUHUMATENSM, OCYIIECTBISIONINM  pas3BeleHUE,
BEIpANIMBAaHUE U COJIEPIKAHME KMBOTHBIX (32 MCKJIIFOYCHHEM NPOAKHA UM (PapMaleBTUICCKUX CyOCTaHIUI
WJTU UX TIepeIavmn ).

(n. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Kouncynpsraurtlloroc: mpuMeuanue.
C 29.12.2020 4. 2 ct. 53 uznaraercs B HoBo pegakuuu (O3 ot 27.12.2019 N 481-D3).

2. Oprasuzanuy ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMM OO0S3aHBbl XPAaHUTh 3aKYIUIEHHYIO
(apMareBTHUECKYI0 CyOCTaHIIMIO CIUPTA 3TUIOBOTO (3TaHOJIA), OCYILECTBIISATh €€ peau3aliio Wi eperaqy
B YCTaHOBJICHHOM 3aKOHOZATeJbCTBOM Poccuiickonn ®denepauuu INMOpsAKE OpraHU3alMsIM, YKa3aHHBIM B
nyHkTax | - 7 gactu | Hacrosimel cTarbu, B Tape 00beMoM He Oosee 1 nmuTpa.

(uacts 2 BBeneHa denepanbHbIM 3aKk0HOM 0T 29.07.2017 N 278-D3)

Cratbs 54. NpaBuna onToBOM TOProBJIN JIEKAPCTBEHHbLIMU cpeacTBaMu

OnroBasi TOProBiisi JIEKAPCTBEHHBIMU CPEJCTBAMHU OCYILECTBIIAETCS MPOU3BOJUTEISIMH JICKAPCTBEHHBIX
CPEACTB M OpPTraHU3aIlMsIMH OITOBOH TOPTOBIM JIEKAPCTBEHHBIMH CPEJICTBAMHU IO IMpPaBHJIAM HaJIeKalei
TMCTPUOBIOTOPCKOW MPAKTUKH W TIPAaBUJIAM HaIJIKaIIed MPaKTHKH XpaHEHHs W MEPEBO3KH JICKApCTBEHHBIX
[penapaTroB, YTBEpKICHHBIM  COOTBETCTBYIOIIMMH  YIOJHOMOYEHHBIMH  (pelepalbHBIMH  OpraHaMH
VICTIOJTHUTEJIHOMN BIIACTH.

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

Cratba 55. MopsaaoK pO3HMYHOM TOProBNM NeKapCTBEHHbIMU NpenaparaMmmu

1. Po3HuuyHas TOProBis JIEKAPCTBEHHBIMU IIperapaTaMd B KOJIMYECTBAX, HEOOXOAUMBIX JUIS
BBIMIOJHEHUSI BpaueOHBIX ((eNpAIepckux) Ha3HAYCHUH WM Ha3HAYeHWH CHEeUaluCTOB B 00JIacTH
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BETEpUHAPUH, OCYILIECTBISETCA alTeYHbIMM OpPraHU3alMsIMU, BETEpPUHAPHBIMU aNTEYHBIMU OpraHU3alUsiIMH,
WH/MBUYaIbHBIMU TPEANPUHUMATEISIMHE, WMEIOIIMMHU JIMIIEH3UI0 Ha (DapMaleBTHUECKYIO AEATelIbHOCTbD,
MEIMLIMHCKUMH OPTraHU3alMsAMH, UMEIOIIMMHU JIMICH3UI0 Ha (PapMamneBTUUECKYIO JIeATeNIbHOCTh, U HX
000COOJICHHBIMH TIOJIpA3/IeICHUsIMI  (aMOyaTopusiMu, (enbIIIePCKUMH U (DeNTbIIIePCKO-aKyIIEePCKUMHU
MyHKTaMH, LEHTpaMu (OTAeJIeHHUsIMH) oO0miei BpaueOHOW (ceMeNHOM) MpaKTHKH), PacHOJOKEHHBIMU B
CEJIbCKUX HACEJICHHbIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€4YHblE OpPraHU3aLlUU, U BETEpUHAPHBIMU
OpraHu3alMsIMM, HMEIOIMIMMHU JIMIEH3UI0 Ha (papManeBTHUECKyl0 JAeATelNbHOCTh. PaspemieHa po3HUYHAs
TOPTOBJIS TOJIKO JIGKAPCTBEHHBIMHU IperapaTaMH, 3aperucTpupoBaHHbIME B Poccuiickoit ®@enepaunu wim
W3TOTOBJICHHBIMH ~ alTEUYHBIMU  OPTaHU3AlMsIMH,  BETCPUHAPHBIMH  alTEUYHBIMH  OPTaHU3ALMSIMH,
WHIWBUIYATBHBIMHA TIPEANPUHAMATEISIMHA, WMEIOIIMMHU JIMIEH3WI0 Ha (DapMaleBTHUECKYIO AEATEIbHOCTb.
Po3HnuHas TOProBIIs JIGKAPCTBEHHBIMU TIPETIapaTaMy OCYIIECTBISIETCS 10 MTPaBHIaM HaJIe)Kalled anTeqHon
IPAaKTUKHU, YTBEPXKIECHHBIM YIIOJHOMOUYEHHBIM (peiepanbHbIM OPraHOM UCIIOJIHUTEIBHOM BIAcTH.

(B pen. ®enepanbHbIx 3aKOHOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

2. Buapl anTeyHbIX OpraHu3aldil ¥ MpaBuia OTIyCKa JICKAPCTBEHHBIX MPENapaToB JUIsl MEAMLIUHCKOTO
MPUMEHEHHS alTeYHbIMH OpPTraHU3aMsIMU, WHANBUIYATbHBIMH TPEANPUHUMATEIISIMU, UMEIOIIUMH JIULEH3UIO
Ha (hapMaleBTUUECKYIO JESTEIbHOCTh, a TAKXKE IpaBHJa OTIyCKa JIEKAPCTBEHHBIX IMPENapaToB JJis
MEJIUIIMHCKOTO MTPUMEHEHHS MEAUIIMHCKUMH OpTaHU3aINsIMHU, HMEIONIMMH JIMIIEH3UI0 Ha (papMareBTHIeCKyIO
JEATeNIbHOCTh, W WX O000COOJCHHBIMH TOApa3ieleHusIMU  (aMOymaTtopusMu, (QelIbIIEepCKUMH |
(benpamepcKo-akymepckuMu  MyHKTaMH, IeHTpaMu  (OTAeNneHusiMu) oOmiel BpaueOHON (ceMeiHOi)
MPAKTUKH), PACHOJOXKEHHBIMU B CEIbCKUX HACEJIEHHBIX ITyYHKTaX, B KOTOPBIX OTCYTCTBYIOT aIlTCUHBIE
OpraHu3aIlH, YTBEPKIAIOTCS YIIOJIHOMOYEHHBIM (eiepaIbHbIM OPraHOM HCIIOJHUTEIBHOMN BIIACTH.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. llpaBuna oTmycka HAapKOTHYECKHMX CPEICTB M ICHUXOTPOIHBIX BEUIECTB, 3apETHCTPUPOBAHHBIX B
Ka4eCTBE JICKAPCTBCHHBIX MPENapaToB, JEKAPCTBEHHBIX IPENapaToB, COACPKAIIMX HAPKOTHYECKHE CPE/ICTBA
¥ TICUXOTPOITHBIE BEUIECTBA, YTBEPKIAIOTCS YIOJIHOMOYEHHBIM (elepabHBIM OPTaHOM HCIIOJHUTEIBHON
BJIACTH TI0 COTJIACOBAHMIO C (peliepaibHbIM OPraHOM HCIOJIHHUTENIBbHOM BIAcTH, YHOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JEI.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapcTBEeHHBIE IIpeNapathl I BETEPUHAPHOTO NMPUMEHEHHMs IOJUIEKAT OTIYCKY BETEpHHAPHBIMHU
anTeYHBIMU OPraHU3alMSAMH, BETEPHUHAPHBIMH OpPTraHU3ALUSAMH, HHIUBHIYAIBHBIMH HpPEAPUHUMATEISIMH,
UMEIOIMMH JIMIEH3UI0 Ha (apMaleBTUYECKYIO IesITeabHOCTh. OTIYCK JIEKapCTBEHHBIX IPENapaToB s
BETEpUHAPHOTO MPUMEHEHHs OCYIIECTBIAETCS B COOTBETCTBHMM C MpaBUIAMM HaAJeKalleld anTeqyHON
IPaKTUKU  JIEKAPCTBEHHBIX  IIpelaparoB  UIL  BETEPUHAPHOIO  MOPUMEHEHMS,  YTBEPXKICHHBIMU
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTENbHON BIIACTH.

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

5. IlepeueHb MeAUIMHCKUX OpraHU3alMi, UIMEIOIIMX JHULIEH3UI0 Ha (hapMaleBTHUECKYIO JAESITelIbHOCTbD,
U UX 000COONIEHHBIX MoApa3aeneHuit (aMOynaTopuil, heapamepckux u GeapAamepcKo-akyepCckux MyHKTOB,
LEeHTpoB (oTaeneHuil) odIeil BpauyeOHON (ceMelHOI) MPaKTUKK), PACIIONIOKEHHBIX B CENbCKUX HACEIEHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alT€YHbIC OPraHU3allld, a TaK)Ke IepeueHb JIEKAPCTBEHHBIX MPENapaToB
(32 UWCKJIIOYEHHMEM HApKOTHYECKMX JIEKAPCTBEHHBIX TIPEnapaToB M TCHXOTPOMHBIX JIEKAPCTBEHHBIX
MPEeTapaToB), MPoJIaXka KOTOPBIX MOYKET OCYIIECTBIATHCS YKa3aHHBIMUA OPTaHU3AIMSIMH U X 000CO0JICHHBIMA
HOJpPA3JCICHUsIMY, YCTAHABIMBAIOTCA OpraHaMM MCIOJHHUTEIbHOM Biactu cyOBbekToB Poccuiickoit
denepanuu.
(B pen. denepanbroro 3akona ot 25.11.2013 N 317-03)

6. AnTeyHble opranu3anvv, WHAWUBUAYAJIbHBIC MNPCANPUHHUMATCIIM, HWMCIOIIHWEC JIMICH3UIO Ha
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(apManeBTHYECKYIO JEATEIBHOCTh, 00s3aHBI OOecreYnBaTh yTBep)kKIAeHHBIN [IpaBurenscTtBoM Poccuiickoii
Oeneparuu U GopMUPYEMBIH B YyCTAaHOBJICHHOM UM MOPSAIKE MUHUMAJIbHBIN aCCOPTUMEHT JIEKapCTBEHHBIX
npenaparos, HGO6XO[[I/IMBIX JJIA OKa3aHUuA MGI[I/II_II/IHCKOf/'I IIOMOIIIH.

(dactsb 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTe4yHble OpraHU3allid, WHAWNBUAYyAIbHBIC TPEINPHHAMATEIN, WMCIOIIHE JIUICH3NI0 Ha
(hapMareBTHYECKYIO JIeATCIIBHOCTD, HAPAAY C JICKAPCTBCHHBIMHU IperapaTaMi MMEIOT MPaBO MPHOOpeTaTh U
NPOJIaBaTh MEIUIMHCKHE HM3JIENHs, NC3UHQHUINPYIONINE CPEICTBA, MPEIMETH U CPEICTBA JTUYHOW TUTHUEHBI,
MOCYIy Ul MEAMIIMHCKHX [eJel, MpeAMEThl M CpPeACTBa, MpeaHa3HAUYCHHBIE M yXoAa 3a OOJIbHBIMU,
HOBOPOXKJICHHBIMHU U JICTbMHU, HE JIOCTHTIIIMMH BO3pacTa TpeX JIET, OYKOBYIO ONTHKY M CPEICTBA yXO0/a 32 HEH,
MUHEPAIBHBIC BOBI, MPOAYKTHI JIEYEOHOTO, JETCKOTO M JUETHYECKOTO MUTAHHS, OMOJOTUYECKH AKTHBHBIC
no0aBkH, TapprOMEpHBIE M KOCMETHYECKHE CpEACTBA, MEIAWIIMHCKHE W CAaHUTapHO-IIPOCBETHTEILHBIC
NIeYaTHBIC U3/IaHuUs, TIPeHA3HAYCHHBIC JIJIS MPOMaraHabl 3J0POBOro 00pa3a KHU3HU.

(B pen. ®eaepanbHbIX 3aKOHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-D3)

8. JlesTenbHOCTD anTeuHbIX opranu3anuii Boopysxxennsix Cui Poccniickoit denepanuu, Ipyrux BOWCK,
BOMHCKHAX (OPMHUPOBAaHUI M OpPraHoB, B KOTOPBIX 3aKOHOJAATENbCTBOM Poccuiickoit ®Penepanuu
IPEAyCMOTPEHO MPOX0XKICHNE BOCHHOH CITy>KObI M (hesiepabHON TOCYAapCTBEHHOM CITyKOBbI, CBI3aHHOM C
MIPAaBOOXPAHUTEIBHON  JEATENBHOCTBIO, pPErJIaMEHTHpyeTCcsl HacrtosumMm  DenepalbHbIM — 3aKOHOM U
YTBEP)KJICHHBIMM COOTBETCTBYIOLUIMMHU (peliepaibHbIMU OpraHaMHM HCIIOJHHUTEIbHON BJIACTH IOJIOKEHHUSIMHU.
Kontpons 3a coOmtofeHHMeM yKa3aHHBIMH  alT€YHbIMM  OpPraHU3aLUSAMHM  IOJIO)KEHHH  HACTOSILEro
@denepanbHOTO 3aKOHA OCYLIECTBISETCS COOTBETCTBYIOIIMMH (e/lepalbHbIMU OpraHaMU HMCIIOJHUTEIbHON
BJIACTH.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 262-03)

Cratbs 56. N3roTtoBneHue n OTNYCK NIeKapCTBEeHHbIX npenapartoB

1. WsroroBieHue JE€KapCTBEHHBIX IIPENApaToB aNTEYHbIMU OPTraHU3ALMSIMH, BETEPUHAPHBIMU
anTeYHbIMM OpPraHU3ALMAMHM, WHIMBUAYaJIbHBIMM IPEANPUHUMATEIAMY, HUMEIOIIMMH JIMICH3UIO Ha
(hapManeBTHYECKYIO JIEATEIBHOCTh, OCYIIECTBISCTCS MO peHenTaM Ha JIEKapCTBEHHBIE MpPEenapaTsl, IO
TpeOOBaHUSAM MEAMIIMHCKUX OpraHu3aliii, BETEpUHAPHBIX OpraHU3aluii B COOTBETCTBUU C IMpaBUJIaMU
U3rOTOBJICHUS U OTIYCKa JIEKapCTBEHHBIX IPenapaToB, YTBEP’KACHHBIMU YIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM HMCIIOJHUTEIBHOM BIIACTH.

2. Ilpym W3roTOBIEHMM JIEKAPCTBEHHBIX IPENApaToB alTEYHbBIMU OpPraHM3aLUsAMH, BETEPUHAPHBIMU
anTeYHbIMM OpPraHU3ALMAMM, WHIMBUAYaJIbHBIMM IPEANPUHUMATEIAMY, HUMEIOIIMMH JIMICH3UIO Ha
(hapMareBTHYECKYI0  JESITEIBHOCTh, HCHOJB3YIOTCA  (apMaleBTHUECKUE CyOCTaHIMM, BKIFOUEHHBIE
COOTBETCTBEHHO B TOCYJAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB JUII MEIHWIMHCKOTO IPUMEHEHHS U
TOCYyapCTBEHHBII PEECTP JIEKAPCTBEHHBIX CPEICTB IJIsl BETEPUHAPHOTO INPUMEHEHHUS B YCTAHOBICHHOM
nopsake. He pomyckaercss W3roTOBICHHME AaNTE€YHBIMU OpraHU3alUsMHU, BETEPUHAPHBIMU aNTEYHBIMHU
OpraHu3alMsIMM, UHIUBUAYAIbHBIMU MPEANPUHUMATEIIMH, UMCIOIIUMH JIMIIEH3UI0 Ha (hapMaleBTHUECKYIO
JeATEIbHOCTD, JIEKAPCTBEHHBIX IIPENAapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit denepanuu.

3. MapKI/IpOBKa JICKAPCTBCHHLIX  IPEMapaTroB, HW3TOTOBJICHHBLIX aNTCYHBIMHW  OpraHHU3alUsaIMU,
BCTCPHHAPHBIMH  AIlITCUHBIMU OpraHU3alluaAMH, HWHIAUBHUAYAJIbHBIMHU MPECANIPHUHUMATCIIAMHU, HWMCIOUNIUMMHA
JUOCH3MIO Ha (bapMaueBTquCKy}o JACATCIIbHOCTh, WU O(bOpMJ'IeHI/Ie TaKuX  IIpCIaparoB  JOJIKHBI
COOTBETCTBOBATH IIPAaBUJIAM, YKA3aHHBIM B YaCTU 1 HaCTOﬂIJ_Ieﬁ CTaTbu.

4, AnTeunnie OpraHu3anunu, BCTCPUHAPHBIC allITCYHBIC OopraHusaluu, WHIAUBUAYAJIbHBIC
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IpeANpUHUMATENN, UMEIOLUE JTUIEH3HI0 Ha (DapMalleBTUUECKYIO JEATeIbHOCTh, HECYT OTBETCTBEHHOCTh 32
HECOOJIIOJICHHE TpaBWJI M3TOTOBJICHUS M OTIyCKAa JIGKAPCTBEHHBIX IIPENapaToB B COOTBETCTBUH C
3aKoHoarenbcTBOM Pocculickon denepanuu.

Cratba 57. 3anpelieHne npogaxu canbcupuuMpoBaHHbLIX JIeKapCTBEHHbLIX CPEeAcCTB,
He[0bOpOoKauyeCTBEHHbIX NIEKaPCTBEHHbIX CPeACTB, KOHTPa(haKTHbIX NIeKapCTBEHHbIX CPeacTB

[Tponaxa QambcuPUIUPOBAHHBIX JEKAPCTBEHHBIX CPEACTB, HEI0OpPOKaYeCTBEHHBIX JICKApPCTBEHHBIX
CpeACTB, KOHTPAa(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aMPEIIACTCH.

CraTtbsa 58. XpaHeHuMe nekapCTBEHHbIX CpeacTB

1. XpaHeHne JIEKapCTBEHHBIX CPEJICTB OCYLIECTBIISETCS MPOM3BOIAMTEIISIMH JIEKAPCTBEHHBIX CPEICTB,
OpraHu3alMsIMM  ONTOBOM TOPTOBIM  JICKAPCTBEHHBIMHM  CpPEICTBAMH, aNTeUYHbIMH  OpraHU3alUsiIMH,
BCTCPUHAPHBIMU  AlITCYHBIMKU  OpraHHU3alysaIMH, HWHAWBUAYAJIbHBIMHU HOPCANPUHHUMATCIIAMA, HWMCIOIIUMU
JUIOCH3UIK Ha Q)apMaHCBTI/I‘-ICCKy}O ACATCIIBHOCTD WKW JIMIOCH3HWIO Ha MCEAWIUHCKYIO OCATCIbHOCTD,
MEAUITMHCKUMU opraHu3anusMu, BCTCPUHAPHBIMHU OopraHru3anusiMu u WHBIMH opraHu3anusMu,
OCYLIECTBIISIIOIIMMHI  OOpallleHHe JIEKapCTBEHHBIX CPEICTB. XpaHEHHE JICKApCTBEHHBIX CPEACTB  JUIS
BETEPHHAPHOTO NMPUMEHEHUS] OPTaHU3aLUsIMH ¥ WHIUBHIYaTbHBIMU MPEANPHHUMATENSIMH B CIy4asxX, €CIH
OHHU MCIIONB3YIOTCS UCKIIIOYUTEIBHO NMPH Pa3BeICHUH, BBIPALIUBAHUU, COJIEPKAHUM M JICYCHUU >KUBOTHBIX,
MOJKET OCYIIECTBIIATHCS 0€3 MOTyUeHHs JTUIEH3UN Ha (PapMaleBTHUECKYIO JESTEIbHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. HpaBI/IJ'Ia XpaHCHUA JICKAPCTBCHHBIX CPCJACTB YTBCPKAAKOTCA COOTBCTCTBYIOIIUM YIIOJTHOMOYCHHBIM
(beﬂepaanHM OpraHom HCITOJIHUTEILHOMN BIACTH.

3. XpaHeHHE HApKOTUYECKHUX JIEKApCTBEHHBIX CPEACTB, INCUXOTPOINHBIX JIEKAPCTBEHHBIX CPEACTB,
pannodapmaneBTHYECKUX JEKAPCTBEHHBIX CPEJICTB OCYILECTBISETCS B COOTBETCTBUU C 3aKOHOJATEILCTBOM
Poccuiickoit denepanuu.

Cratba 58.1. [lpeAMeTHO-KONMMYECTBEHHbLIA Y4YeT JeKapCTBEHHbIX CpeAcTB Ans
MeAULUMUHCKOro npuMeHeHus
(BBengena denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. TlepeueHb  JEKAPCTBEHHBIX CPEACTB  JJs  MEIULUMUHCKOTO  TPUMEHEHUs,  MOJIekKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ yVYeTy, YTBEp)KIAeTCS  YIMOJTHOMOYCHHBIM  (eJepalbHBIM  OpPTaHOM
UCIIOJIHUTEIHLHOM BJIACTH.

2. Tlopsmok BKJIIOYEHHUS JIEKAPCTBEHHBIX CPEJCTB JUIS MEIUIMHCKOTO IPHMEHEHHUS B IIEPEYCHb
JIEKapCTBEHHBIX CPEACTB ISl MEJUIMHCKOTO NPUMEHEHHMs, HOMISKAIIUX MPEAMETHO-KOINYECTBEHHOMY
yuYeTy, YCTaHaBIMBACTCAd YIOJIHOMOYEHHBIM (eJepallbHbIM OpraHOM  HCIIOJHUTEIBHOM BJIACTH IO
COTJIACOBAHUIO C (peepabHbIM OPraHOM HCIIOJHHUTEIBHOM BIIACTH, YIIOJTHOMOUYEHHBIM B cpepe BHYTPEHHHX
ned.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. HpeﬂMeTHO-KOHH‘ICCTBCHHBIﬁ YUET JICKaAPCTBCHHBIX CPEACTB 11 MCAUIMHCKOI'O IMPUMCHCHHA BEAYT
IMPOU3BOAUTCIIN JICKAPCTBCHHBIX CPCACTB, OpraHU3allun ONTOBOM TOProBJIM JICKAPCTBCHHBIMU CPCIACTBAMU,
AllITCUHBIC OpraHu3alliv, THAWBUAYAJbHBIC MPCANIPUHUMATCIIN, UMCIOMIUC JIUIICH3UIO Ha (bapMaueBTquCKyro
ACATCIIBHOCTL WJIM  JIMOCH3WIKO Ha MCIUIOHUHCKYHO JCATCIBHOCTb, W  MCIUIIMHCKUC OpraHu3anuu,

www.consultant.ru CrpaHuua 109 n3 129
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

OCYUIECTBISIFOIIME OOpallleHne JEKapCTBEHHBIX CPEACTB Ui MEIUIUHCKOTO MPUMEHEHUS, IyTeM
perucTpanyu Jro0bIX CBA3aHHBIX C UX OOpallleHHeM OIlepaluid, P KOTOPBIX U3MEHSETCS X KOJIUYECTBO U
(unmm) cocTosiHME, B CIIEUMAIBHBIX XKypHajlaX ydeTa OIepaiuil, CBI3aHHBIX C OOpalleHHeM JIEKapCTBEHHBIX
CPEICTB AJIsl MEAULIMHCKOTIO IPUMEHEHUs (J1ajiee - CIelMaIbHbIE KYPHAJIbI).

4. IlpaBuna perucTpary oOrepaiui, CBS3aHHBIX C OOpalleHueM JIEKaPCTBEHHBIX CPEICTB IS
MEIUIUHCKOTO IPUMEHEHHUs, BKIIOUYECHHBIX B II€PEUYEHb JIEKAPCTBEHHBIX CPEACTB [UIl MEIULIMHCKOTO
NPUMEHEHUS, TMOJUISKAIIUX MPEAMETHO-KOJIUYECTBEHHOMY Yy4YeTy, B CHEIHAlbHBIX JXKypHAJlax W IpaBHIia
BEJICHUSI U XPAaHEHUs CICUUATIBHBIX KYPHAJIOB YTBEPKIAIOTCS YHMOTHOMOYEHHBIM (heepaabHbIM OpPraHOM
HCTOJIHUTEIBHOM BJIACTH.

5. Kontposb 3a CcOONIOACHWEM TMIPABWI PETUCTPALMU OIEpalfii, CBS3aHHBIX C OOpaIleHueM
JICKAPCTBCHHBIX CPCACTB IJII MECAUIMHCKOI'O MIPUMCHCHMS, BKIIFOUCHHBIX B IMIEPCUYCHD JICKAPCTBCHHBIX CPCACTB
JUI. MEIMUUHCKOIO IPUMEHEHHUs, MOAJESKAIIUX IPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, B CHElMalbHbIX
KypHajax, a Takke 3a COONIO/IEHMEM PAaBUII BEACHUS U XPaHEHUs CIIEUAlIbHBIX KYPHAJIOB BO3JIaraeTcs Ha
YIOJIHOMOYEHHBIE (hefiepalibHble OpraHbl MCIOJHUTEIBHOM BJIACTH M OpraHbl HCIOJHUTENIBHOW BIAcTH
cyobekToB Poccuiickoii ®enepanuu, OCYLIECTBIISIOIINE JIMLIEH3UPOBAHUE IPOU3BOJCTBA JIEKAPCTBEHHBIX
CpeacTs, q)apMaHeBTquCKOﬁ ACATCIIBHOCTH U MCI[I/IHHHCKOﬁ ACATCIIBHOCTH, U OCYHICCTBJIACTCA B paMKax
JUIEH3UOHHOTO KOHTPOJIS.

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPECTB
CrtaTtbs 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUS NIleKapCTBEHHbIX CPeACcTB

1. HenoOpokauecTBeHHbIE JI€KapCTBEHHbIE CPEACTBa, (pambCcuUIUpOBaHHbIE JIEKAPCTBEHHBIE CPEICTBA
HOJUIeKAT M3BATUIO M3 OOpallleHHs M YHHUYTOXKEHUIO B IIOpsJIKE, YCTaHOBJIEHHOM IIpaBuTenbcTBOoM
Poccuiickoit ®enepanuu. OCHOBaHMEM Ul YHUYTOXKEHHS JIEKAPCTBEHHBIX CPEACTB SIBIISIETCA PEILICHUE
BJIAJIENIbLIA JICKAPCTBEHHBIX CPEJICTB, PELICHHE COOTBETCTBYIOLIETO YITOJHOMOUYEHHOTO (peepanibHOro opraHa
UCIIOJHUTEJIBHOW BIACTU WU PEILIECHHUE CY1a.

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

2. KonTpadakTHple JeKapCTBEHHBIC CPEJCTBA MOJUICKAT UIBATHUIO U3 OOpAIICHHs] U YHUUYTOKEHHUIO TIO
pemenuto cyna. llopsmok yHUUYTOXKEHHMsST KOHTpadaKTHBIX JICKAPCTBEHHBIX CPEJACTB YCTaHABIUBACTCS
[IpaButenscTBOM Poccuiickon Penepanuu.

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

3. Pacxompl, cCBsi3aHHBIE C  YHHYTOXKCHHEM  KOHTpa(akTHBIX  JIEKAPCTBEHHBIX  CPEACTB,
HET0OPOKAYECTBEHHBIX  JICKAPCTBEHHBIX CPEACTB, (hanbCH(UIIMPOBAHHBIX JIEKAPCTBEHHBIX  CPEACTB,
BO3MEIIAIOTCS UX BIAACIBLEM.

4. Brnanenen JneKapCTBEHHBIX CPEICTB JOJKEH IMPEICTaBUTh B YIOJIHOMOYEHHBIN (heepaabHblii opraH
UCTIOMTHUTENFHOM BJAcTU JOKYMEHT WM 3aBEPEHHYI0 B YCTAHOBJICHHOM IOPSAIKE €ro KOIHIO,
MOATBEpKAatoIue PaKT YHUITOKEHHS JIEKAPCTBEHHBIX CPEICTB.

5. CoOTBeTCTBYIOIIMI YHNOJTHOMOYCHHBIH (hefiepabHbli OpraH HCIOJHUTEIBHON BIIACTH, MPUHSABIIMN
penieHre 00 YHUYTOKEHUH JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIISIET KOHTPOJIb 32 UX YHUUTOKEHHUEM.

6. VHnaTOoXKEeHNE JICKApCTBCHHBIX Cp€acTB IMPOU3BOAUTCA OopraHu3alusaMu, UMCECIOIINMHU
COOTBETCTBYIOIIYHO JIMICH3UIO, HAa CIICHUAJIBHO OGOpy,HOBaHHBIX I1omaakKax, IOJHUIOoHax H B CIICHHUAJIBHO
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000py/ZIOBaHHBIX TMOMEIIEHUSAX C COOMIOAeHHEeM TpeOOBaHUN B 00JIACTH OXpaHbl OKPYXKAIOUIeH cpensl B
COOTBETCTBUU C 3aKOHOJATeNbCTBOM Poccuiickoit denepannu.

7. HapkoTudeckue  JIGKQpCTBEHHBIE  CpPEJICTBAa, IICUXOTPOMHBIC  JICKAPCTBEHHBIE  CPE/CTBA,
paI[I/IO(bapMaHCBTI/I‘-IGCKI/IC J'IeKapCTBCHHLIe CpGI[CTBa YHI/ILITO)KaIOTCSI B COOTBETCTBHUHU C 3aKOHOIATCIHBCTBOM
Poccuiickoit deneparumn.

Masa 12. TOCYOAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE NMPENAPATbI AJ1A MEAUUMHCKOIO NPUMEHEHUA

Cratbsa 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha JfieKapCTBEeHHble npenapartbl Ans
MeaULMNHCKOro NpUMeHeHus

FOCYI[apCTBeHHOC pPEeryjinpoBaHuC IICH HaA JICKAPCTBCHHBIC NPCIIApaThl AJIsI MCAULUHCKOTO ITPUMCHCHU A
OCYHICCTBJIACTCA IMOCPCACTBOM:

1) yrBepxknenus IlpaBurensctBom Poccuiickoit ®Dexepanmu mnepedHs >XU3HEHHO HEOOXOTUMBIX U
BaXHEHMILINX JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIH CPOPMUPOBAH B YCTAHOBIEHHOM UM IOPSIIKE HA OCHOBE
KOMIUIEKCHOM OLIEHKH JIEKaPCTBEHHBIX IpPENapaToB, BKIIOYAs AHAJINW3 CBEACHUHM O CpPABHUTEIbHOU
KJIMHUYECKOH 3G (GEKTUBHOCTH U OE30IIaCHOCTH JIEKAPCTBEHHOI'O CPEJICTBA, OLEHKY 3KOHOMHUYECKHX
NOCIEACTBUM NPUMEHEHUS JIEKAPCTBEHHOIO CpPEACTBA W M3YyYEHUE JIONOJIHMUTEIBHBIX IOCIEICTBUI
IIPUMEHEHHUS JIEKAPCTBEHHOT'O CPEICTBA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBEpKACHHUS METOJUKH pacdera MpeebHBIX OTITYCKHBIX IIEH TMPOU3BOIAMTENICH Ha JIEKapCTBCHHBIE
TperapaThl, BKIFOYCHHBIC B TIEPEUCHB )KHU3HCHHO HEOOXOIUMBIX M BOXKHEHIIIMX JICKApPCTBEHHBIX MPEIapaTos, a
TaK)Ke BHEAPEHUS MEXaHU3MOB (DOPMHUPOBAHMSI CUCTEMBI PEPEPEHTHBIX 1ICH;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 06.06.2019 N 134-D3)

3) rocynapcTBEHHON pPErucTpaluy MpeesbHBIX OTIYCKHBIX LIEH NMPOU3BOAMTENEH Ha JIEKAPCTBEHHBIC
npenaparbl, BKIOYCHHBIC B IICPCUCHDb ) KU3HCHHO HCO6XOI[I/IMLIX M BaKHCHIIIMX JICKApCTBCHHBIX IIPCIIapaTOB;
(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BeneHHsT TOCYJapCTBEHHOTO peecTpa MPEIeNbHbIX OTIHYCKHBIX II€H MPOU3BOAMUTENEH Ha
JIEKapCTBEHHbIE Ipernaparbl, BKIIOUEHHbIE B MEPEYEHb IKU3HEHHO HEOOXOOUMBIX M  BaKHEHIIMX
JIEKapCTBEHHBIX IIPENapaToB;

5) YTBCPKACHHUA MCTOAWKU YCTAHOBJICHHUA OpraHaMu HUCIIOJHUTENILHON BIACTH Cy6’BCKTOB Poccuiickoit
CDe;[epauHH NpCACIIbHBIX PasMCPOB ONTOBBIX HaI[GaBOK U NPCACIIbHBIX PasMEPOB PO3HHUYHBIX Han6a1301< K
CI)EIKTI/I‘-ICCKI/IM OTIIYCKHBIM ILE€HAM, YCTAHOBJICHHLIM IIPOU3BOJUTCIAMU JICKAPCTBCHHBIX IIPCIIapaToB, Ha
JICKAPCTBCHHBIC TIpC€riapaTbl, BKIOYCHHBIC B IICPCUCHb KHU3HCHHO HCO6XO)II/IMBIX A BaXHEHIINX
JICKAPCTBCHHBIX IIPCIIapaToB;

6) ycCTaHOBJIEHUS NpEeAETbHBIX Pa3MEpOB ONTOBBIX HAJ0ABOK U MNpEAETbHBIX Pa3MEPOB PO3HUYHBIX
Ha10aBOK K (AaKTHUYECKHMM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM IPOU3BOJUTEISIMU JIEKAPCTBEHHBIX
IIpenapaToB, Ha JIEKAPCTBEHHBIE IIpenaparbl, BKJIIOYEHHbIE B IIE€PEUEHb J>KU3HEHHO HEOOXOAMMBIX U
BAKHEHIIMX JICKAPCTBEHHBIX IIPENapaToB;

7) YTBEpXKIEHUS TOps/Ka BBIJAYM TPEINUCAHUNA OpraHaM WCIOJHUTEILHON BJIACTH CyOBEKTOB
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Poccuiickoii denepauuyn O NPUBEACHUM B COOTBETCTBHE C 3aKoHoAaTenbcTBOM Poccuiickonn deneparuu
pelieHni 00 yCTaHOBJICHUH TPEEIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPEJCIBbHBIX Pa3MEPOB PO3HUYHBIX
Hag0aBOK K (aKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM TIPOU3BOAMTEISIMU JIEKAPCTBEHHBIX
MpenapaToB, Ha JIEKAPCTBEHHbIE IIpeNaparhl, BKIIOUCHHbIE B TIE€PEUYCHb JKU3HEHHO HEOOXOIUMBIX W
BaXKHEHUIIMX JICKAPCTBEHHBIX MPEenapaToB, €CJIM OHU MPUHSATHI ¢ HAPYIICHUEM 3aKOHOIATeNIbCTBAa Poccuiickon
®denepanuu, B mopsijike, yctanopjieHHoOM [IpaBurensctBoM Poccuiickoit denepaiuu;

8) HampaBlieHHs YHNOJHOMOYEHHBIM (ellepaibHbIM OpPraHoOM HCIOJHUTEIBHOW BJIacTH OpraHam
UCTIOJHUTENIbHOM BiIacTH cyObekToB Poccuiickoit denepannu mpeanucanuii o MpUBEIEHUN B COOTBETCTBUE C
3aKoHOIarenbCcTBOM Pocculickorn Penepanyy NPUHATBIX € HapyLIEHHEM 3aKoHoJarenscTBa Poccuiickont
®enepanyu pemeHni 00 yCTaHOBIEHUH MPEEIbHBIX Pa3MEPOB ONTOBBIX Ha/J0aBOK U MPEENIbHBIX pa3MEpOB
PO3HUYHBIX HaJA0aBOK K II€HaM Ha JIEKapCTBEHHbIC Ipenaparbl, BKIIOYEHHbIE B IMEpPEUYEHb KUZHEHHO
HEOOXOIMMBIX U Ba)KHEHIIINX JIEKapCTBEHHBIX IIPENapaToB;

9) ocymecTBieHus (peaepanbHOro rocyJapCTBEHHOTO Haja30pa B cepe oOpalleHus JeKapCTBEHHbIX
CPEIACTB U PErMOHAIIBHOIO I'OCYIapCTBEHHOI'O KOHTPOJIA 32 IPUMEHEHUEM LIEH Ha JICKAPCTBEHHBIE IIpEnaparsl
COOTBETCTBEHHO YIIOJHOMOUYEHHBIMH (PeiepalbHBIMH OpraHaMU HCIIOJHUTEIBHONH BJIACTH M OpraHaMu
WCIIOJIHUTENIbHON BnacTu cyObekToB Poccuiickoit denepanuy corjiacHO UX KOMIETEHLMH B MOPSIKE,
yctanoBieHHOM [IpaBurensctBom Poccniickoit denepanuu;

(n. 9 B pen. @enepanbHOro 3akoHa ot 25.06.2012 N 93-D3)

10) mnpuMeHEHHS  TPETyCMOTPEHHBIX  3aKOHOAATeNbCTBOM  Poccuiickonr — @enepammu  Mep
OTBETCTBEHHOCTHU 3a HapyILIEHHE MOpsIKa IEHOOOPa30BaHUs Ha JIEKAPCTBEHHBIEC NpenapaThl, BKIIOUECHHbBIE B
INEPCUCHb )KU3HCHHO HeO6XOI[I/IMbIX ¥ BaKHEHIIINX JICKApCTBCHHLIX IPCIIapaToB.

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

Koncynrrantlinroc: npuMedanue.
3apeructpupoBanHeie 10 07.06.2019 mnpenenbHble OTMYCKHbIE IIEHBI MOJAJEXKAT 00s3aTEIbHON
nepepeructpanuu B 2019 - 2020 roxax B coorBercTBuu co cT. 2 @3 o1 06.06.2019 N 134-D3.

Cratba 61. [locypnapcTBeHHass pervcTpauuss M nepeperucTpauvsa npeaenbHbIX
OTMYCKHbIX LieH NpoM3BoAUTENIEN Ha JIeKapCTBEHHbIE NMpenapartbl, BKIIIOYEHHbIe B NepeyveHb
XXU3HEHHO HeOOBXOAUMbBIX U BaXKHEULLUX NeKapCTBEHHbIX NpenapaToB

(B pen. deaepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

1. TlpenenpHasi OTHYCKHasi LI€HAa MPOU3BOJAUTENS Ha JIEKAPCTBEHHBIM IMpemapar, BKIIOYEHHBIA B
NepeueHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, MOJJICKUT TOCYIapCTBEHHON
peructpauM B Mopsake, ycraHoBiaeHHOM I[IpaButensctBoM Poccuiickoit ®enepanniv, Ha OCHOBAHUU
MIPE/ICTaBJICHHOIO B YIOJIHOMOYEHHBIN (peiepanbHblii OpraH MCIOJIHUTEILHON BIACTU 3asiBICHUS JepiaTens
WIM BIAJeNiblla PETUCTPALMOHHOTO YAOCTOBEPEHHUSl JIEKapCTBEHHOTO Tmpernapara (yHmoJIHOMOYEHHOTO UM
JUIA).

2. 3aperucTpupoBaHHasl MpejesibHasl OTIYCKHas 1I€Ha MPOU3BOAMTENS Ha JIEKAPCTBEHHBIN Ipernapar,
BKJIFOYCHHBIN B MepEUYCHb KU3HEHHO HEOOXOIUMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, MOXKET OBITh
TepepPEeruCTPUPOBaHa B CTOPOHY YBEJIIMUCHHUS OJIMH Pa3 B KaJCHAAPHOM T'OJly Ha OCHOBAaHUH IIPEICTABICHHOTO
B YIIOJTHOMOYEHHBIH (eJiepaibHbIii OpraH MCIOJHUTEIHLHOW BIACTH 0 1 OKTSIOpS Ka)X[oro Troja 3asBICHUS
nepKaTens — WIM  BIAJeNblla  PETUCTPALlMOHHOTO  yJOCTOBEPEHHUS  JIGKAPCTBEHHOTO  Ipemapara
(YIOJIHOMOYEHHOT'O UM JIUIIA).
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3. 3apeructpupoBaHHas IpeneibHas OTIIYCKHas LI€Ha MPOW3BOAMTENS Ha JIEKapCTBEHHBIM Ipernapar,
BKJIIOYEHHBIN B MepeueHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHUIINX JIEKApCTBEHHBIX MPENapaToB, MOXKET OBITh
NIEpEPEruCTPUPOBaHAa B CTOPOHY CHIJKEHUSI HA OCHOBAaHUM IPEICTABIEHHOIO B YIIOJHOMOYEHHBIN
(benepanbHBIi OpraH WCHOJHHUTEIBHOM BIACTH 3asBJICHUS JEpKaTelNsl WM BIAJAETbIa PETUCTPAIIMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO IMpenapaTa (yIOJIHOMOYEHHOIO UM JIUIIA).

4. Jlepxkarenb WM BIAJENEL] PETUCTPALMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOI'O IIperapara
(YnoaHOMOYEHHOE UM JIML0) 00513aH MPEACTaBUTh B YIIOJTHOMOYEHHBIN (efiepaibHblil OpraH UCIOJHUTEIbHON
BJIACTH 3asBJICHHE O MEPEPErucTpalii 3aperuCTPUPOBAHHON MPENEIbHON OTIYCKHOM LIEHBI MPOU3BOAUTENS
Ha JIEKapCTBEHHBIM Ipenapar, BKJIIOYEHHBI B IEpeYeHb KU3HEHHO HEOOXOAUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MIPENApPaTOB, B CTOPOHY CHIDKEHHUS B CIEIYIOIINX CIydasiX:

1) cHmKeHHE 1IeHbl B MHOCTPAHHOM BaJlIOTE€ Ha JICKAPCTBEHHBIN IMpernapaT B CTPaHE MPOU3BOJUTENS U
(unn) B cTpaHax, B KOTOPBIX JIEGKAPCTBEHHBIN IpernapaT 3aperucTpUpoBaH U (MJIM) B KOTOPbIE MOCTABISETCS
MPOU3BOAUTEIIEM;

2) cHWXEHHE IIeH Ha pedepeHTHbIe JIeKapCTBEHHBIE IMpemapaThl B COOTBETCTBHH C ITYHKTOM 1
HacTosmeld dYacT (A1 COOTBETCTBYIOIIMX BOCIPOU3BEICHHBIX, OHOAHAJIOTOBBIX (OHOIMOMIOOHBIX)
JIEKapCTBEHHBIX MPEMAapaTOB);

3) TpeBBIICHHE TPEACTbHON OTIYCKHOW II€HBI Ha TIEPBBIM BOCIPOM3BEIICHHBIN, OMOaHAIOTOBBINA
(OnonomoOHBII) JeKapCTBEHHbIHM IpenapaT HHOCTPAHHOTO MPOU3BOJICTBA HAJl NPEEIbHOM OTIYCKHOM LIEHOH
NPOM3BOJIUTENS HAa BTOPOI BOCIpOM3BE/IEHHbIN, OM0aHaI0roBbIi (0MOMo100HBIH) JeKapCTBEHHBIH Mpemnapar,
PacCYUTaHHOM B COOTBETCTBUM C METOAUKOM, yTBEpKAeHHOH IIpaButensctBoM Poccuiickon @enepanny;

4) npeBbllIEHWE MNPEACIBbHON OTIYCKHOM L€Hbl Ha IEpBBbIM BOCIPOMU3BEACHHBIN, OMOaHAIOIOBbII

(OnomoIO0HBI)  JICKAPCTBEHHBIN Tperapar MPOW3BOAWTENSI TOCyJapcTBa - WieHa EBpasuiickoro
SKOHOMHUYECKOI'O COK3a HaJl IPENEIbHON OTITYCKHOW LIEHOM MPOM3BOJUTENS HAa BTOPOM BOCIPOU3BEIACHHBIM,
OuoaHanoroBbli  (OMOMOMOOHBIN) JIeKapCTBEHHBIM MpenapaTr IPOU3BOAUTEN TOCyJdapcTBa - 4iIEHa

EBpa3uiickoro 3KOHOMHYECKOI'O COK03a, PACCUMTAHHOM B COOTBETCTBUM C METOIUKOM, YTBEPKICHHOU
[IpaBurensctBoM Poccuiickoit denepanuu.

5. Ilopsiiok mepeperucTpaluu 3aperuCTpPUPOBAHHBIX MPECIbHBIX OTIYCKHBIX IIEH MPOU3BOIUTENCH Ha
JICKapCTBCHHBIC TIpermapaThl, BKJIIOYECHHBIE B I€PCUYCHb JKU3HCHHO HEOOXOMUMBIX W  BaKHEHIIHMX
JICKapCTBEHHBIX TIPEMapaToB, B CIydasx, NPEAYCMOTPEHHBIX 4YacTsIMH 2 - 4 HACTOSIIECH CTaThH,
ycranaBiuBaercs [IpaBurenscTBoM Poccuiickoit @enepanuu.

6. DKOHOMHYECKHUH aHAIN3 IPEEIIBHON OTITYCKHON LIEHBI TPONU3BOUTEIS HA JIEKApCTBEHHBIN IIpenapar,
BKJIIOYCHHBI B TEpeueHb >KU3HEHHO HEOOXOJMMBIX M Ba)KHEHMIIMX JIGKAPCTBEHHBIX IpENapaTroB, MpH ee
TOCYJapCTBEHHON  pETrMCTpalliil WM HEePeperucTpaldyd  OCyLIecTBIseTcs  (eaepalbHbIM — OpPraHOM
WCIIOJIHUTEJIBHON BJIACTH, OCYLIECTBISAIOMUM (YHKIUU IO MPUHATHIO HOPMATHUBHBIX IPAaBOBBIX aKTOB U
KOHTPOJTIO 32 COOJIO/ICHHEM 3aKOHO/IaTeIbCTBA B cpepe TOCyTapCTBEHHOTO PETYJIUpOBaHus 1ieH (TapudoB) Ha
TOBapHI (YCIIYTH).

7. PacueTr mpenenbHBIX OTIYCKHBIX ILI€H, YKa3aHHBIX B 4acTAX | M 2 HacroslmeW cTaTbu, NPU HX
TrOCYJapCTBEHHOM PErucTpaluy WIM IEPEePEruCTPalid OCYIIECTBIETCS B COOTBETCTBUM C METOJIUKOM,
yTBepkaeHHou [IpaBurenscTBoM Pocculickor @enepany 1 y4UTHIBAIOLIEH B TOM YUCIIE:

1) coOmromenne OanaHca WHTEPECOB TOTPEOWTENEH JIEKApCTBEHHBIX IIPEMapaToB, BKIIOYCHHBIX B
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nepevyeHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IIpErnapaTtoB, U IMPOU3BOAUTENEH
JIEKapCTBEHHBIX TIpEMapaToB, BKIIOYEHHBIX B IMEPEYCHb JKU3HEHHO HEOOXOMUMBIX M  BaXXHEHUIIHX
JIEKapCTBEHHBIX IIPENApaToB;

2) QaxTHuecKyro OTHYCKHYIO IIEHY Ha JIeKapCTBEHHbIE IpemnapaTsl B Poccuiickoit ®enepanuu, LeHy
BBO3a JIEKapCTBEHHBIX TpenapatoB B Poccuiickyro @enepanuio, a TakXke II€HbBl Ha AaHAJOTUYHBIE
JIeKapCTBEHHBIE IIpenapatel, HaxoasAIuecs B oopameHun B Poccuiickoit @enepanuy;

3) 3aTpaTbl MPOU3ZBOAUTECIIA JICKAPCTBCHHOI'O IIpCliapara  Ha HOPOU3BOACTBO H  pPCaIU3alUIO
JICKApPCTBCHHOTO IIpCIiapara;

4) neHy Ha JEKapCTBEHHBIN Mpernapar, ero LEeHy B CTpaHe MPOU3BOJIUTENS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIH Mpenapar 3aperucTpupoBaH U (WIK) B KOTOPbIE IOCTABISAETCS IPOU3BOAUTENIEM.

8. He nmomyckarorcst peanuzanyisi M OTIIYCK JIEKAPCTBEHHBIX IPENApaToB, BKIIOUEHHBIX B IEPEYCHb
KU3HCHHO HEOOXOIMMBIX W BAXXHEHWINHMX JICKAPCTBEHHBIX IIPENapaToB, Ha KOTOPBIC IMPOU3BOAMTEISIMA
JICKAapCTBCHHBIX MpEMapaToB HE 3aperMCTPUpOBaHa MpelelibHAs  OTIMYCKHAs IIeHA, pealu3aius
MPOU3BOUTENSAIMA JICKAPCTBEHHBIX TMPEMapaToB MO I[€HaM, MPEBBIMIAIONUM 3apETUCTPUPOBAHHBIE WIIN
NEPCPEruCTpUPOBAHHBIC MMPECACIBHBIC OTIIYCKHBIC LCHBI HA JICKAPCTBCHHBLIC MPCIIaApaThl C YYCTOM HaJIOI'a Ha
100aBIIEHHYIO CTOUMOCT.

9. Oco0eHHOCTH TOCYAAPCTBEHHOTO PETYIMPOBAHUS MPEAEbHBIX OTIIYCKHBIX LIEH MPOU3BOAUTENECH Ha
JIeKapCTBEHHbIE Ipernaparbl, BKIIOUEHHbIE B IEPEYEHb IKU3HEHHO HEOOXOOUMBIX M  BaKHEHIIMX
JIeKapCTBEHHBIX NpenapaToB, B 3aBUCUMOCTH OT SKOHOMHMUYECKHUX U (WJIM) COLMATIbHBIX KpUTEPUEB (M3MEHEHHE
YCIIOBUH, MOPSAKA U CTOUMOCTH TMPOU3BOJICTBA JIEKAPCTBEHHBIX MpENapaToB, UCIOIb30BAHUE HOBBIX (POpM,
METOJIOB U CITIOCOOOB TOCYJapPCTBEHHOTO PETYJIMPOBAHUS [IEH Ha JIEKAPCTBEHHBIE MPENapaThl, B TOM YUCIIE HA
OCHOBE MEXaHM3Ma peepeHTHOTO IIEHO0OPA30BaAHMS, N3MEHEHHUH MOPSIKA OKa3aHUs MEIUIIUHCKON TTOMOIIH,
Y UHbIE U3MEHeHus) ycTaHaBnuBatoTcs [IpaButensctBoM Poccuiickoit @eneparuu.

Cratba 62. TocypapcTBeHHbIN peecTp npeaenbHbIX OTNYCKHbIX LEeH npousBoauTteneun
Ha neKapCTBeHHble npenapaTbl, BKMIOYEHHble B MNepeyYeHb XU3HEHHO HEeobXoaMMbIX W
Ba)XXHEeMLUUX NleKapCTBEHHbIX NpenapaTtoB

1. 3aperucTprupoBaHHbIE WIH NEPEPETUCTPUPOBAHHBIE NPEIEIbHbBIE OTITYCKHBIEC LIEHBI ITPOU3BOIUTENICH
Ha JIEKapCTBEHHBIC IIperapaThl, BKIIOYCHHBIE B MEPEUCHb JKU3HEHHO HEOOXOIMMBIX W BaKHEHIIUX
JIEKapCTBEHHBIX IPENapaToB, MOUIEKAT BKIIOYCHUIO B TOCYJApCTBEHHBIN PEeCTp MPENeNbHBIX OTITYCKHBIX
LIeH MPOM3BOJUTENCH Ha JEKapCTBEHHBIEC Mpenaparhl, BKIIOUCHHbIC B NepeUYeHb KU3HEHHO HEOOXOIUMBIX U
BAKHEMIINX JICKAPCTBEHHBIX MPENapaToB.
(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. T'ocynmapCTBEHHBIN peecTp MNPEAeTbHBIX OTIMYCKHBIX II€H IPOU3BOAMUTENECH Ha JIEKAPCTBEHHBIE
npernaparbl, BKJIOUYEHHbBIE B IEPEUYEHb KU3HEHHO HEOOXOIUMBIX M BaXKHEHIINUX JIEKAPCTBEHHBIX MPENaparos,
COJIEPKUT B cebe CeqyroNIy0 HHPOPMAIIUIO:

1) HAaUMCHOBAHUC NCPIKATCIIA WK BJIAACIIbIA PCTrUCTPAIMOHHOTIO YHOCTOBCPCHUA JICKAPCTBCHHOI'O
npenapara, HAUMCHOBAHUEC MMPOU3BOAUTCIIA JICKAPCTBCHHOT'O ITpC1iapara, CBCACHUA O PETUCTPALUN ACPKATCIIA
WM BJIaACJIblIa PETUCTPALMOHHOI0 YAOCTOBCPCHUS JICKAPCTBCHHOT'O IIpCIiapaTra, CBCACHUA O PETHUCTpaAllUU
IIPOU3BOAUTEIIA JICKApCTBECHHOT'O nmpemnapara JJIA MECIHUIIMHCKOT'O IMPUMCHCHU A B Ka4deCTBC
HaJIOTOIIATCJIBIIMKA B CTPAaHEC PErucTpalnuu (I[J'If[ pOCCHﬁCKHX OPpUIAUYCCKUX JIUI - I/I,Z[CHTI/I(l)I/IKaI_[I/IOHHHﬁ
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

HoMep Hanoromarenbimuka (MHH), ans WHOCTpaHHBIX FOPUAMYECKUX JIMI[ - CTpaHa pPErHCTpalluy,
HAaUMEHOBAHHE DPETUCTPUPYIOIIETO OpTraHa, PErHCTPAIMOHHBI HOMEp, KOJ HAJIOTOIIaTeNbIINKa B CTpaHe
peructpanyu (MHKOPIOPAIMK) WM €ro aHaJIor), MECTO HaxXOXIACHHS TMPOM3BOJACTBEHHBIX ILIOMIAIOK,
YYacCTBYIOUIMX B TPOIECCE TPOM3BOJICTBA JIEKAPCTBEHHOTO Iperapara, C yKa3aHHEM CTaJud Mpolecca
MIPOU3BO/ICTRA;

(. 1 B pen. @enepanbHOro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMEHOBAaHME JIEKAPCTBEHHOro  Ipernapara  (MeXIyHapoJHOE  HeNaTeHTOBaHHOE, WM
IPYyNIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PErHCTPaMOHHOTO YAOCTOBEPEHNUS JIEKapCTBEHHOTO Iperapara;

4) nekapcTBeHHas (GopMa C yKa3aHHEM JO3MPOBKHU JICKAPCTBEHHOTO Iperapata W €ro KOJWYeCTBa BO
BTOPUYHOM (ITOTPEOUTEIIBCKOM) YITAKOBKE, & TAKKE KOMILJICKTHOCTb;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasl MpeAeTbHAs OTITYCKHAs IIeHa Ha JICKApCTBEHHBIN MpemnapaT B pyosx;
(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

6) nmara U HOMEp IMpHUKa3a YMOJHOMOYEHHOTO (eAepalbHOrO OpraHa HCIOJHUTEIBLHOM BJIACTH O
FOCY/TApCTBEHHOW PEruCTpallid WA MEPEePEerucTpaluy MPelesIbHOM OTIYCKHOM II€HBI Ha JIEKapCTBEHHBIN
npernapar, BKIIOUEHHBIH B MepeueHb )KU3HEHHO HEOOXOUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX MPENapaTos;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 06.06.2019 N 134-D3)

6.1) mara BCTymieHHs B CHIIy IpHKa3a YHOJHOMOYEHHOTO (eaepalbHOr0 OpraHa HCIOJHUTENbHOU
BJIACTU O TOCYJAapCTBEHHOM PpErUCTPAlMM WU IEPEePEruCTPAllUd  IPEAEIbHONM OTIYCKHOM LIEHBI
MPOU3BOJIUTENST HA JIGKAPCTBEHHBIM TIpenapaT, BKIIOYEHHBIH B IEpPEYCHb JKU3HEHHO HEOOXOJWMBIX W
BaYKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(. 6.1 BBenen denepanbHbiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KO/, HAaHECEHHBIH HA BTOPUYHYIO (MOTPEOUTENILCKYIO) YHNAKOBKY JIEKaPCTBEHHOI'O
npenapara;
(n. 7 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

8) KOI JIEKapCTBEHHOIO TIperapara II0 aHATOMO-TEPAIeBTHYECKO-XUMUYECKONW KiaccH(pHUKaIH,
PEKOMEH1I0BaHHOM BceMupHOI opranu3anueit 34paBoOXpaHeHUS.
(n. 8 BBenen denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHast peructpamusi WIM TEpEeperucTpanusi MpeleibHbIX OTIMYCKHBIX IIeH Ha
JICKapCTBEHHbIE TIpemapaThl, BKIIOUEHHBIE B TME€PEUCHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIHMX
JICKapCTBEHHBIX IPENapaToB, BEICHHWE TOCYNApPCTBEHHOTO peecTpa TPEICNbHBIX OTIYCKHBIX II€H
MIPOM3BOJIUTENIC HA JICKApPCTBEHHBIC MpErapaThl, BKIIOYCHHBIC B TIEPEUYCHb KU3HEHHO HEOOXOIUMBIX W
BOKHEHIIINX JICKAPCTBEHHBIX IMPENapaToB, OCYIICCTBISIOTCS B TOPSIKE, YCTAaHOBICHHOM [IpaBHUTENHCTBOM
Poccuiickoit deneparumn.

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

CratbAa 63. YcTaHOBNeHue opraHamMm UCNOJNTHUTENBLHOW BNacTn cyobekTtoB Poccumckomn
®Pepepaumn npegenbHbIX pa3MepoB OMTOBbIX HaabaBOK U npeAenbHbIX pa3MepoB
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

PO3HUYHbLIX Hagb6aBokK K d)aKTVI‘-IeCKMM OTNYCKHbIM ueHam, YCTAaHOBJNE€HHbIM
Npou3BOAUTENAMM JeKapCTBEHHbLIX rMpenapartoB, Ha reKapCTBeHHble npenaparbl,
BKIIOYEHHbIE B MepevYeHb XWU3HEHHO Heo6XOoAMMBLIX W BaXHEWUWMUX JleKapCTBEHHbIX
npenapaToB

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

1. Opranbl HCTIONMHUTEIHHON BIAcTH cyObekToB Poccuiickoit denepaiiuu ycTaHABIMBAIOT NPEIeIbHBIE
pa3Mepsl ONTOBBIX HAJA0ABOK M TpEeNbHbIE pa3Mepbl PO3ZHUYHBIX HAA0aBOK K (DAKTHUYECKUM OTITYCKHBIM
neHam (0e3 ydera Hajora Ha JOOABJICHHYIO CTOMMOCTD), YCTAHOBJICHHBIM MMPOU3BOIUTEISIME JICKAPCTBEHHBIX
MpenapaToB, Ha JIEKAPCTBEHHbIE IIpenaparhl, BKIIOUCHHbIE B TEPEUYCHb JKU3HEHHO HEOOXOIUMBIX W
BOKHEWININX JICKAPCTBEHHBIX IPENapaToB, B COOTBETCTBHH C YTBEPXKIACHHOM B TIOPSIKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit ®denepaniuu, METOAUKOW yCTAHOBJICHUSI OpraHaMy HCIOJHUTEILHOM BJIACTH
cyonrekToB Poccuiickoit denepannu mpeeNbHBIX pa3MEepOB OMNTOBBIX HAI0aBOK U MPEAeNbHBIX pa3MepoB
PO3HUYHBIX HaA0aBOK K (aKTHMUYECKUM OTIYCKHBIM I[I€HAM, YCTaHOBIEHHBIM MPOU3BOIUTEISIMU
JIEKApCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIC IperapaThl, BKJIOYEHHBIE B MEPEUCHb KUZHEHHO
HEOOXOIUMBIX M Ba)KHEHIIMX JIEKaPCTBEHHBIX MpenaparoB. [IpoekThl pelieHuil opraHoB HMCIOIHUTEIbHON
BIacTH cyobekToB Poccuiickoir @enepanuu 00 yCTaHOBICHUH U (WJIM) U3MEHEHUH MpeAeNbHBIX Pa3MepoB
ONTOBBIX HaJA0aBOK M MPEICIbHBIX Pa3MEPOB PO3HMYHBIX HAI0aBOK K (PaKTHUYECKHM OTITYCKHBIM II€HAM,
YCTAHOBJICHHBIM  MPOU3BOAUTENISIMU  JIEKAPCTBEHHBIX IpPENapaToB, Ha JIEKAPCTBEHHBIE IpernapaThl,
BKIIIOUCHHBIC B TEPEUYCHb KU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIMX JIEKAPCTBEHHBIX IMPEMapaToB, MOJICKAT
COTJIACOBAaHUIO C YMOJTHOMOYEHHBIM (hefiepaibHbIM OPTaHOM HCIOJHUTEIBHON BIACTH, OCYIIECTBISIONTAM
(YHKIIUY TI0 IPUHSTHIO HOPMATHUBHBIX MPABOBBIX AKTOB M KOHTPOJIIO 32 COOJIFOJICHUEM 3aKOHOJATEIhCTBA B
cdepe rocyIapcTBEHHOTO peryiupoBaHus IieH (Tapu¢oB) Ha TOBaphl (YCIyTrH), B MOPSAKE, YCTaHOBICHHOM
[IpaBuTenscTBOM Poccuiickoi denepanuu.

(B pen. ®eaepanbHbIX 3aKOHOB OT 13.07.2015 N 241-D3, o1 27.12.2019 N 475-D3)

2. OpraHuzaiy ONTOBOH TOPTOBIM JICKAPCTBEHHBIMH CpPEJCTBAMH, AaNTEYHbIC OpraHU3alUM,
WHIMBUYalIbHbIE MPEINPUHUMATENIN, HMMCIOIUEe JHUICH3UI0 Ha (apMaleBTUYECKYIO JESTEIbHOCTb,
MEIWIMHCKUE OpraHu3alliy, WMEIOIIHEe JIMIEH3WI0 Ha (apMaleBTHUECKYIO JEATENbHOCTh, W HX
o0oco0OseHHble mozapasaeneHus (amOynaTtopuu, Qenpamepckue U (eabAlepcKo-aKylIepcKue IYHKTHI,
HEeHTPHI (OTIEIeHUs) 00IIel BpaueOHOM (CeMEHHOMN) MPAaKTHKH), PACIIONIOKEHHBIE B CEITbCKUX HACEICHHBIX
IYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€YHble OpPTraHU3alMM, OCYLIECTBISIOT PEaH3alMi0 JIEKAPCTBEHHBIX
MPEenapaToB, BKIIOUEHHBIX B NIEpEUYEHb KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIINX JIEKAPCTBEHHBIX MPEnapaTos,
[0 IeHaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBHHM C MOPSAKOM, YCTaHOBJIEHHBIM IlIpaBuTenscTBOM
Poccuiickoit denepanunu, 1 ypoBeHb KOTOPBIX (0€3 ydera Hajora Ha JA00aBJIEHHYIO CTOMMOCTh) HE JOJKEH
MpeBbIIaTh CyMMY (PaKTHUECKONH OTIMYCKHOM II€HBbI, YCTAHOBJIEHHOM NPOU3BOAUTENEM JIEKapCTBEHHOIO
npenapaTa, He MpeBbIIAIOIIEH 3aperMCTPUPOBAHHON WIIM NEPEePEerucCTPUPOBAHHON MPENEIbHONW OTITYCKHON
IIEHbl TMPOW3BOAMTENA (HAa JaTy peaju3allMy JIEKapCTBEHHOrO IpenapaTa IMPOU3BOAUTENIEM), M pa3Mmepa
ONTOBOM Haa0aBKU W (WJIM) pa3Mepa pO3HMYHOW Haj0aBKM, HE IMPEBBILAIOIIMX COOTBETCTBEHHO pa3Mmepa
Mpe/ieJIbHONW ONTOBOM HAM0aBKW W (MJIM) pa3Mepa MpeaelbHOM PO3HUYHOW HAa0aBKH, YCTAHOBIICHHBIX B
cyonekTe Poccuiickoit denepanuu.

(dactsp 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbl HCIOJHUTEIBHOM BJIACTH CYOBeKTOB Poccuiickoii ®enepanuu pa3MenialoT B CETH
"HHTepHer" MHPOPMALMIO O 3aperUCTPUPOBAHHBIX IPENENbHBIX OTIYCKHBIX IIEHAaX MPOM3BOJUTENECH Ha
JIeKapCTBEHHbIC TMpernaparbl, BKJIIOYEHHbIE B IepeYeHb IHKU3HEHHO HEOOXOJUMBIX M  BaXXHEHUIIMX
JIEKapCTBEHHBIX MPENapaToB, 00 yCTaHOBIEHHBIX B cyObekTe Poccuiickoit denepariu npeienbHbIX pa3Mepax
ONTOBBIX Han0aBOK M (WIM) TPENENbHBIX pa3Mepax pO3HUYHBIX HaA0aBOK K YCTaHOBJIEHHBIM
MPOU3BOJUTENIIMA JICKAPCTBEHHBIX TpenaparoB (aKTUYECKUM OTIYCKHBIM II€HaM Ha JIEKapCTBEHHbIE
npenapaTsl, BKIIOUEHHbIE B IEpEUEHb )KU3HEHHO HEOOXOIUMBIX U BaXKHEHIINX JICKApPCTBEHHBIX MIPENapaTos, a
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

TAaK)KE€ O CyMME 3apeTMCTPUPOBAHHBIX IPENEIbHBIX OTIIYCKHBIX LI€H NPOM3BOAMUTEIECH Ha JIEKAPCTBEHHBIE
IpernapaTel, BKIIOUYEHHBIE B MEPEYCHb KU3HEHHO HEOOXOAUMBIX U BaKHEHIINX JICKApPCTBEHHBIX MpenapaTos,
YCTAaHOBIICHHBIX B CyObekre Poccuiickoit @enepanuu MNpeaenbHBIX Pa3MEpPOB ONTOBBIX HAJA0aBOK U
MpEeNbHBIX pa3MEpOB PO3HUYHBIX HAA0ABOK M Halora Ha J00aBIEHHYIO CTOMMOCTh. WHbopmamms,
MpelyCMOTPEHHAsI HACTOSIIIEN YacThIO, JOJKHA HAXOAUTHCSA TaKXKe B allTEYHBIX OpraHU3alUsX B JOCTYHTHON
JUIsl BCEX 3aMHTEPECOBAHHBIX JIMIL (hopMe U OOHOBIIATHCS 10 MEPE €€ pa3MEIleHUs] OpraHaMy UCIIOJIHUTEIbHON
Biactu cyowrekToB Poccuiickoit @enepannu B cetu "MuTepuer".

(uactb 3 B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Ytpatun cuity ¢ 1 mapta 2020 rona. - @enepanbhsiii 3akoH ot 27.12.2019 N 475-D3.

Naea 13. MOHUTOPUHI 3®PEKTUBHOCTU U BE3OINACHOCTHU
JIEKAPCTBEHHbIX I'IPEI'IAPATOB,UHAXO,U,FILLI,VIXCFI B OBPALLEHUU
B POCCUNCKOU ®EOEPALNU
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

Cratbs 64. PapmakoHaa3op
(B pen. ®exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIC TpenapaThl, Haxojsmuecs B oOpameHun B Poccuiickoin deneparuu, mojyiexar
MOHHUTOPHUHTY 3(PPEKTUBHOCTH U 0€30MaCHOCTH B IIEISIX BBISBICHUS BO3MOXKHBIX HETaTHBHBIX MOCIEICTBUN
WX TPUMCHCHHS, WHIWBHIYaLHOW HENEPEHOCHMOCTH, MPEAYNPEkKACHUS MEAUIMHCKUX pPaOOTHUKOB,
CHEIMAIMCTOB B 00JIACTH BETCPUHAPHH, TTAITUCHTOB MJIH BJIAJICIIBIICB KUBOTHBIX U UX 3AIUTHI OT PUMEHEHUS
TaKHX JICKAPCTBECHHBIX MPETIapaToB.

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

2. ®apMakoOHaI30p OCYIIECTBIISIETCS COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (heiepabHbIM OpPraHOM
UCTIOJHUTENIBHOM BIIACTH B YCTAHOBJICHHOM MM IMOpSAKE IyTeM aHaln3a MpPeJoCTaBiIsgeMOi CyObeKTamu
oOpalieHus: JIEKapCTBEHHBIX CPEICTB MHPOPMALMU O MOOOYHBIX JCHCTBUSAX, HEXKEIATEIbHBIX PEaKIHIX,
CEpbE3HBIX HEXKEJIaTeNIbHbIX PEAKIUAX, HENPEABUACHHBIX HEXKENATeNbHbIX pPEaKUMsIX NpU MNPUMEHEHUU
JIEKapCTBEHHBIX IMpernapaToB, 00 WHAMBUAYAJIbHONH HENEPEHOCUMOCTH, OTCYTCTBUHM 3()(PEeKTUBHOCTU
JIEKapCTBEHHBIX IIPENapaToB, a Takke 00 MHBIX (aKTax U 0OCTOATENbCTBAX, IPEICTABIAIONIMX YIPO3y KU3HU
WIN 3710pPOBBIO YEJIOBEKA JTMOO dKHUBOTHOIO NMPH MPUMEHEHHUH JIEKAPCTBEHHBIX MPENapaToB U BHISIBICHHBIX HA
BCEX ATarnax oOpaleHus JeKapCTBeHHBIX MpenapaTtoB B Poccuiickoit deneparyu u Ipyrux rocy1apcTBax.

3. CyObekThl 00pallleHHs JEKApCTBEHHBIX CPEACTB B MOPSAKE, YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM
(benepaTbHBIM OPraHOM HCIIOJIHUTENFHOW BIIACTH, 00s3aHBI COOOIIATH B YMOJHOMOYEHHBIH (henepanbHbIi
OpraH HCIIOJHUTEIBHON BJIACTU O TOOOYHBIX JEWCTBUAX, HEXKENIATeIbHBIX pEaKIUsAX, CEPbE3HBIX
HE)KEJIATCIIBHBIX PEaKLUAX, HENPEIBUICHHBIX HEXKEJIATCIBHBIX PEAaKIHAX IPU MPUMEHEHHH JIEKAPCTBEHHBIX
npenapaToB, 00 WHAMBHUIYalbHOM HENEPEHOCUMOCTH, OTCYTCTBHUM 3(PQPEKTUBHOCTH JIEKAPCTBEHHBIX
MpenaparoB, a Takke 00 MHBIX (akTax U 0OCTOATENIBCTBAX, MPEACTABIAIONINX YIPO3Y KU3HU WU 3710POBBIO
YenoBeKa JIMO0O0 JKMBOTHOTO MpPHU NMPUMEHEHUH JICKApCTBEHHBIX IpENapaToB M BBIABICHHBIX Ha BCEX 3Tamax
oOpallieHus JIeKapCTBEHHBIX IpernapatoB B Poccuiickoit @enepaiuu U Apyrux rocy1apcTBax.

4. JlepkaTteau WIM BiIaJeiblbl PErHMCTPALIMOHHBIX YAOCTOBEPEHUHN JIEKapCTBEHHBIX IIPEraparos,
IOPUIMYECKUE JIUIA, HA UMsI KOTOPBIX BBIJAHbI Pa3pelIcHMs Ha NPOBEACHUE KIMHUYECKUX HCCIICIOBAHUN B
Poccuiickoit deneparyu, 1100 yNoOJIHOMOYEHHbIE UMU ApPYTUe IOpUINYECKUE JIHMLA B paMKax oOecredeHus
0€30IaCHOCTH  JIEKApCTBEHHBIX  MPENapaToB B  MOPSAJKE, YCTAaHOBJICHHOM  COOTBETCTBYIOILIUM
YIIOJIHOMOYEHHBIM (pesiepanibHbIM OpPraHOM HCHOJIHUTEIBHOM BIIACTH, 0OS3aHbI OCYIIECTBIISATh NPUEM, YUET,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

00paboTKy, aHAJIN3 U XpaHEHHUE MMOCTYMAIOLINX B UX a/ipec 0T CyObEKTOB 0OpaIlleHus JIEKAPCTBEHHBIX CPEJICTB
U OpraHoB TOCYJapCTBEHHON BIIACTH COOOIICHMHA O MOOOYHBIX JEHCTBUAX, HEKEIATENbHBIX pPEaKIUsX,
CEpbE3HBIX HEKENATEJIbHBIX M  HENPEABUACHHBIX HEKEIATEJIbHBIX pEeakUusAX NpU [PUMEHEHUU
JIEKapCTBEHHBIX IMpenapaToB, 00 OCOOEHHOCTAX MX B3aUMOJCHCTBUS C JPYTUMH JIEKapCTBEHHBIMU
npernapaTamM, WHAMBUAYyaJIbHONH HENEPEeHOCUMOCTH, a Takke 00 HHbIX ¢akTax U OOCTOATENbCTBAX,
NPEACTABISIOMUX YIPO3Y KU3HU WM 3/I0POBbIO YEJIOBEKA JIMOO KMBOTHOI'O WM BIMSIOIUX HAa U3MEHEHUE
OTHOILIEHUS 0’KHJAEMOM IOJIb3bl K BOZMOKHOMY PUCKY NIPUMEHEHMS JIEKAPCTBEHHBIX NIPENIAPATOB.

5. Ilpu BeIABIEHMM HWHGOPMAIMA O CEPbE3HBIX HEXKEIATENbHBIX pPEAKLUUAX U HEMpeaABHICHHBIX
HE)KEJAaTeNbHbIX peakIusX INpud TNPUMEHEHUH JIEKapCTBEHHBIX MpemnapaToB, 00 OCOOEHHOCTSIX UX
B3aUMOJICUCTBUS C IPYTMMH JICKAPCTBEHHBIMM IIperapaTaMy, UHANBUAYAJIBHON HEIEPEHOCUMOCTH, a TaKkKe
00 wuHBIX (aKkTax U OOCTOATENbCTBAX, BIUSIOIIUX HA W3MEHEHHE OTHOIIEHUS OXHJIaeMOM MOJb3bl K
BO3MOKHOMY  PHUCKYy IPHUMEHEHHSA JICKApCTBEHHBIX  IIPENApaToB, JACp)KaTe€ld WA  BIAACIIbLbI
PETMCTPALIMOHHBIX YAOCTOBEPEHUN JICKAPCTBEHHBIX IPENApaToB, HOPUAUYECKUE JIMIA, HA MM KOTOPBIX
BBIJIaHBl pa3pellieHus Ha MpPOBEACHUE KIMHUYECKUX uccienoBanuii B Poccuiickoit ®epepauuu, mubo
YIIOJIHOMOYEHHBIE UMH JPyTUe IOPUAMYECKHUE JHIa 00sS3aHbl IPUHATH MEPHI, HAIIPABJICHHbIE HA YCTPAaHCHHE
HETaTUBHBIX ITOCJIEICTBUM NMPUMEHEHHUs TAaKMX JICKAPCTBEHHBIX MPENAPATOB, MPEAYNPEKICHUE PUUNHEHUS
Bpe/a *U3HU WIN 30OPOBBIO YeJIOBEKa JINOO KUBOTHOTO, 3aIIUTY UX OT MPUMEHEHHUS TaKUX JIEKapCTBEHHBIX
IpenapaToB, Ha JONOJHUTEIbHbIN cOOp JaHHBIX 00 3(h(HEeKTUBHOCTH U GE30MACHOCTH TaKUX JIEKAPCTBEHHBIX
[Ipenaparos.

6. 3a HecooOIlleHne WIN COKPBITHE HHQPOPMAIUH, MPETyCMOTPEHHON YacThio 3 HACTOSIIEH CTaThH,
JIepKATEI WIM BIIAJICINIbIbl PErUCTPALMOHHBIX YJIOCTOBEPEHHI JIEKAPCTBEHHBIX MPENapaToB, IOPUINYECKUE
JWIA, HA UM KOTOPBIX BBIJIAaHBI Pa3pelleHUsT Ha MPOBEACHUE KIMHUYECKUX HCCIIEIOBaHUN B Poccuiickon
®deaepannn, TMO0 YIIOJIHOMOYCHHBIC MU IPYTUE IOPUINICCKUE JIUIA, a TAK)KE TIOJDKHOCTHBIC JINIA, KOTOPBIM
aTa uH(pOpMaIMs cTaja U3BECTHA MO POAY HMX NMPO(ECCHOHATBLHON ACATEIHPHOCTH, HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickont denepannu.

7. Ilpu moJy4YeHHH YTOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIOJHHUTENBHON BIIACTH B paMKax
ocyliecTBIeHHs UM (papMakoHaA30pa JOKa3aTelbCTB O HECOOTBETCTBUU JICKAPCTBEHHOIO IIperapaTa
YCTQHOBJICHHBIM TpPEOOBAaHUSM WM TIpU TOJNydYeHHUH HWHPOPMAIMM O HECOOTBETCTBHHM JAaHHBIX 00
3G GEKTUBHOCTH U O O€30MACHOCTH JICKapCTBEHHOIO Ipernapara JaHHBIM O JIEKapCTBEHHOM IIpernapare,
coJiepXKalMMCs B MHCTPYKLMHU IO €ro NPUMEHEHHUIO (B TOM 4YHCIE BBIABICHHBIX B XOJI€ OCYILECTBJICHUS
(dapMakoHaa30pa KOHTPOJIbHO-HAJ30PHBIMU OpPraHaMM MHOCTPAHHBIX TOCYAAPCTB), YIOJHOMOYEHHBIN
(benepanbHBIl OpraH MCIOJHUTEIBHON BIACTH B YCTAHOBJICHHOM MM MOPSJIKE pacCMaTpUBAET BOIPOC O
MIPUOCTAHOBJIEHUHU IIPUMEHEHUS TAKOr'0 JIEKAPCTBEHHOI'O IIperapara.

Cratbs 65. [puocTtaHoBNeHMe NPUMEHEHUs NIeKapCTBEHHOro npenapara
(B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Ilpu monydeHuu uHPOpPMALMKM O HEXKENATENbHBIX PEAKIMAX MPU NPUMEHEHUH JIEKapCTBEHHOTO
npernapaTa, HE YKa3aHHbIX B HHCTPYKLMHM IO TNPUMEHEHHUIO JIEKAPCTBEHHOI'O Ipenapara, Cepbe3HbIX
HEeXeJIaTeNbHbIX pPEaKIUsIX, 00 OCOOEHHOCTSAX €ro B3auMOJEHCTBUS C JAPYTUMHU JIEKAPCTBEHHBIMU
npernapaTamMy, KOTOpble MOTYT MHPEICTABIATh yrpo3y *KU3HU WIH 3JI0POBBIO 4elloBeKa JHOO0 JKUBOTHOTO, a
TaKXe 0 HECOOTBETCTBUHU JAHHBIX 00 3(PPEKTUBHOCTU U 0 OE30MaCHOCTH JIEKAPCTBEHHOTO IIpenapara JaHHbIM
0 JIEKapCTBEHHOM IIpemnapare, COAEpKallMMCS B HMHCTPYKUMH IO €ro NPUMEHEHUIO, B TOM YHUCIE OT
YIIOJIHOMOYEHHBIX OPraHOB MHOCTPAHHBIX I'OCYJApCTB, 0OMEH KOTOPOH OCYIIECTBISIETCS B COOTBETCTBUU C
COTJIAIICHUSIMH ~ MEXJIY YIOJHOMOYEHHbIM (eJiepallbHbIM  OpPraHOM  HCHOJHHUTENBHOM  BIACTH U
YIOJHOMOYEHHBIMH OpraHaMH MHOCTPAaHHBIX TOCYJapCTB, YIOJHOMOYEHHBIH (enepanbHbIi  Oprax
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

UCTIOTHUTENFHOM BJIACTH paccMaTpUBaeT BOMPOC O BO3MOXKHOCTH TMPUOCTAHOBICHUS OOpaIIeHHs TaKoro
JICKapCTBEHHOTO TMpernapara B TMOPSJIKE, YCTAaHOBJICHHOM YIOJTHOMOYEHHBIM (pelepaqbHbIM OpraHoM
UCIIOJIHUTEILHOM BJIACTH.

2. Ilpm HeWwcnonHEHMHM WIM HEHAJUIEkKAIIEM HWCIIOJHEHUU JepKaTelsiMUd WIM BJIaJeiablaMu
PErUCTPaIlMOHHBIX yIOCTOBEPEHUI JIEKApCTBEHHBIX IMPENnapaToB, IOPUIUYECKUMHU JIMLAMHU, HA UMSI KOTOPBIX
BBIIaHBl DPA3pelICHUs Ha IIPOBEIEHHE KIMHUYECKUX Hccaenoannii B Poccuiickon denepaunu, Hiau
YIOJHOMOYEHHBIMU UMH JPYTUMH IOPUINYECKUMH JIMLAMH 00S3aHHOCTEH, YCTAHOBIEHHBIX YacTsIMH 3 U 4
cratbu 64 Hacrosero @PenepajgbHOro 3akoHa, JUOO B CiIydasx IPEACTaBICHUS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM  (peiepabHBIM OpPraHOM HCIIOJIHUTENPHONW BJIACTH 3aKJIIOYEHHS O HEIOCTOBEPHOCTHU
pe3yNbTaToOB KIMHUYECKOIO HCCIIEOBaHMS JIEKAPCTBEHHOrO Ipemnapara A MEAUIMHCKOrOo MPUMEHEHMS,
KOTOpOE€ OCHOBAaHO Ha pe3yjbTaTax MPOBEPKH MEIAUIMHCKOW OpraHU3alid, MPOBOJIMBILICH YyKa3zaHHOE
KJIMHUYECKOE MCCICNOBAHUE C HAPYIIEHUWEM IIpaBWJI HaJJIEXKAlleld KIMHUYECKOW NPAKTHKH, U IIPUBEIO K
HOJYYEHUIO HEIOCTOBEPHBIX pEe3yJbTaToOB, JUOO B Cilydyae HEBBIOJHEHUs MPEINUCAHUS, BBIJAHHOTO
YIOJIHOMOYEHHBIM  (pefiepalbHbIM OpPraHOM MCIIOJHHUTEIBHOM BJIAcTH IO UTOraM  OCYUIECTBJICHHUS
BBIOOPOYHOTO KOHTPOJISI KadyecTBa JIEKAPCTBEHHOTO IIperapara, YIMOJHOMOUYEHHBIN QenepaabHblii opraH
WCIIOJIHUTEJIBHON BJIACTH B YCTAaHOBJIEHHOM MM IOpSJKE paccMaTpUBaeT BOIPOC O IPUOCTAHOBIEHUU
MIPUMEHEHHUS TaKOT'0 JIEKApCTBEHHOTO Mpenapara.

3. YnoaHOoMOUYeHHBIH (heaepaibHbId OpraH UCTIOTHUTEIHHOM BIACTH MPH MPECTABICHUN €My CBEICHUIA
O HECOOTBETCTBUU TMPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM TpPaBUI  HaAJeXalei
MIPOU3BOJICTBEHHON MPAKTHKYU U (MJU) O HAPYIICHUH JIMIICH3UOHHBIX TPEOOBAaHUMN, KOTOPHIE OBLIN BBISBICHBI
B XOJ/I¢ MPOBEACHUS HWHCIEKTUPOBAHUS TMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB WM OCYLIECTBICHUS
JUIICH3UOHHOTO KOHTPOJISA B chepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M MPUBEIH MU MOTYT IIPUBECTH K
MIPOU3BOJICTBY JICKAPCTBEHHBIX MPEMApaTOB JIJII MEIUIIMHCKOTO MTPUMEHEHH S, MPUYNHUBIINX HUIH CITOCOOHBIX
OPUYUHUTH BPEJl )KU3HU WIK 3I0POBBIO0 IPAXKIAH, pAaCCMATPUBAET BOMPOC O MPUOCTAHOBICHUH MPUMEHEHUS
JIEKapCTBEHHBIX IMPENapaToB s MEAUIMHCKOTO MPUMEHEHHUS B YCTAHOBIEHHOM UM MOPSIKE B CIEIYIOIINX
ClIyyvasix:

1) coctaB M (WMIM) TEXHOJOTHS INPOU3BOACTBA JIEKAPCTBEHHOIO Ipernapara s MEIUIUHCKOro
MIPUMEHEHHUS (C ONMCAaHUEM CTaJil MPOU3BOICTBA) OTIMYAIOTCA OT 3asIBJICHHBIX B PETUCTPALIMOHHOM JI0ChHE;

2) JEeKapCTBEHHBIN mpernapaTr Ijs MEAWIIMHCKOTO TPHUMEHEHUsS TPOW3BEIACH Ha MPOU3BOACTBEHHOMN
IUIOIIAJKE, HE YKA3aHHOW B PETUCTPALIMOHHOM J10ChE;

3) y nOpou3BOIMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, HOJTBEPXKIAIOIINE
COOTBETCTBUE KauyecTBa JICKAPCTBEHHOI'O IIpenapara il MEIULUHCKOrO0 INPUMEHEHMs, BBOAUMOIO B
rpaXkIaHCKUI 000pOT, TpeOOBAHMSIM, YCTAHOBJICHHBIM IIPU €r0 TOCYIaPCTBEHHON PErHCTPALINY;

4) mpon3BOUTENIEM JIEKAPCTBEHHBIX CPEJICTB B COTIACOBAHHBIN C COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM
(denepaabHbIM OPraHOM HCIHOJHUTENIBHON BIACTH CPOK HE YCTpaHEHbl HapyllIeHHs TpeOOBaHUN MpaBUI
HaJUIeKalled MpOU3BOJCTBEHHON MIPAKTUKU U (WJIM) JMLIEH3UOHHBIX TPeOOBaHUM, KOTOPbIE ObLIN BBISBIECHBI B
XOZIe TPOBEIEHUs] WHCIEKTHPOBAHUS IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB WM OCYLIECTBICHHUS
JIMIIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT MIPUBECTH K
MIPOU3BOJICTBY JIEKAPCTBEHHBIX MPETAPaTOB Il MEAULIUHCKOTO MPUMEHEHHSI, TPHYNHUBIIUX UM CTIOCOOHBIX
MPUYMHUTE BpeJl )KU3HU WU 3J0POBBIO I'PaXkK/IaH.

(uacts 3 BBeneHa denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

4. YOTHOMOYCHHBIN (heepalibHbI OpraH UCIIOTHUTEIIBHONW BJIACTH MPU HAJUYHHM Y HETO CBEJACHUH O
HECOOTBETCTBUHM  TMPOM3BOAUTENS]  JIEKAPCTBEHHBIX  CPEACTB  TpeOOBaHUSM  TpaBWI  HaAJexaiei
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

NPOM3BOJICTBEHHOM NMPAaKTUKU U (MJIM) O HapyIIEHUH JMIEH3UOHHBIX TpeOOBaHUMN, KOTOPbIE OBLIM BBISBICHBI
B XOJ€ MpPOBENEHUS HWHCIEKTUPOBAHUSA NPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB WM OCYIIECTBICHUS
JMILIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOJCTBA JICKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT MPUBECTH K
MIPOU3BOJICTBY JIEKAPCTBEHHBIX IMPENapaToB Ui BETEPUHAPHOTO MPUMEHEHMs, NPUYUHUBLIMX WIN
CIOCOOHBIX MPUYMHUTH BpPEJ] )KU3HU WIN 3[J0POBBIO )KMBOTHBIX, paCCMaTPUBAET BOIPOC O MPUOCTAHOBIEHUHU
peanu3aniy 1 IPUMEHEHHUs JIEKapCTBEHHBIX IPEnapaToB JUIsl BETEPUHAPHOI'O IPHUMEHEHHS B YCTAHOBIEHHOM
UM TIOPAJIKE B CIETYIOIUX CIIydasx:

1) COCTaB H (I/IJ'II/I) TCXHOJIOTHUA MPOU3BOACTBA JICKAPCTBCHHOI'O INpfrapara i BCTCPHUHAPHOI'O
MNPUMCHCHUA (C OIIMCaHHUEM CTaI[I/IfI HpOI/I3BOIICTBa) OTJINYAIOTCA OT 3a4BJICHHBIX B PCrUCTPAIHMOHHOM JOCHE,

2) nexkapCTBEHHBIM IpemnapaT AJii BETEPUHAPHOTO NPUMEHEHHs INPOU3BEACH Ha MPOU3BOACTBEHHOMN
IJIOIIAIKE, HE YKa3aHHOM B PETUCTPALIMOHHOM JIOChE;

3) y DOpoOM3BOIMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, HOJTBEPXKJIAIOIINE
COOTBETCTBHE KayecTBa JIEKAPCTBEHHOTO Npenaparta s BETEPUHAPHOTO TNPUMEHEHHUs, BBOJUMOIO B
rpaXkJIaHCKUI 000poT, TpeOOBAHUSIM, YCTAHOBJICHHBIM IIPU €0 TOCYIapCTBEHHON PErHCTpallny;

4) Ipon3BOIUTENEM JICKAPCTBEHHBIX CPEJICTB B COTIIACOBAHHBIN C COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM
(benepaTbHBIM OPraHOM HCIIONHUTENILHOW BIIACTH CPOK HE YCTpPaHEHBI HApYHICHUs TPeOOBAHWN IPaBHI
Ha/IJIeKaMIel IPOM3BOJICTBEHHOM MPAKTHKH | (WIIN) JTUIICH3HOHHBIX TPEOOBaHUH, KOTOPBIE OBUTN BBISIBIICHBI B
XO/le TPOBENICHHS WHCIIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WM  OCYIIECTBICHUS
JMLEH3HOHHOTO KOHTPOJIS B cpepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB M MPUBEIN MM MOTYT IPUBECTH K
MIPOU3BOJICTBY JIGKAPCTBEHHBIX IMPENapaTroB Ui BETEPUHAPHOTO MPUMEHEHHs, NPUYUHUBIINX WIN
CIIOCOOHBIX MPUYMHUTE BPE] )KU3HU MITH 310POBBIO )KUBOTHBIX.

(uactp 4 BBeneHa denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

KoncynwsranTtlInroc: mpuMedanue.
C 01.01.2023 cr. 65 nononHsercs 4. 5, 6 (O3 o1 27.12.2019 N 475-D3).

Cratbsa 66. Uncpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

VYToIHOMOYEHHBIN (enepanbHblii OpraH HCHOIHUTEIBHOM BIACcTH, OCYIIECTBISIOMUI (papmakoHaa30p,
TI0 €T0 pe3yJbTaTaM pa3MeIlIaeT Ha CBoeM oduumanbsHoM caiite B cetu "MnTepHet" nHpOopMarmio o:

1) BBISAABJICHUW HOBBIX MOATBCPIKACHHBIX JAHHBLIX O MOOOYHBIX I[GﬁCTBHSIX, HCXKEJIATCIIbHBIX PCaKIHAX,
CCPBE3HBIX HEKCIATCIbHBIX PCAKIUAX, HCHNPCABUACHHBIX HEKCIATCIBbHBIX PCAKIUAX IPU MPUMCHCHHUUN
JICKaPCTBCHHOTI'O IIpfIiapara, B TOM YHCJIC BJIMUAIOIIHUX HAa OTHOHICHHC OH(HI[&CMOﬁ II0JIb3bl K BO3MOXHOMY
PUCKY ITPUMCHCHUS NAHHOT'O JICKAPCTBCHHOTI'O IIpeTiapara,

2) NPUHATHIX PEIICHUSX O BHECEHUWH W3MEHEHHMH B MHCTPYKIHIO MO HMPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara, O MPHUOCTAHOBICHHUHM NPUMEHEHMS JIEKAPCTBEHHOTO Mperapara, 00 U3BbSATHH M3 OOpalieHus
JEKapCTBEHHOTO IIpenapara Wi 0 BO30OHOBICHUU IPUMEHEHUS JIEKAPCTBEHHOIO Ipenapara.

Mnasa 14. UHO®OPMALIUA O JIEKAPCTBEHHbIX NMPEMNAPATAX. CUCTEMA
MOHUTOPUHIA ABUXXEHWA NEKAPCTBEHHbBIX NMPEMNAPATOB
anAa MEOUUMHCKOIO NPUMEHEHUA
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

(B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-D03)

Cratba 67. UHcdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABWXEHUS NeKapCcTBEHHbIX NpenapaToB AN MeAULUMHCKOro NpUMeHeHus
(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Wudopmanus o JEKapCTBEHHBIX Npenaparax, OTIYCKAaeMbIX IO pEIeNnTy Ha JIeKapCTBEHHBIN
mpemapaT, JOJKHA COJEPKaThCs TONBKO B CIEUUATM3UPOBAHHBIX W3JAHMSIX, NpPEAHA3HAUYCHHBIX s
MEIUIMHCKUX, (papMaleBTUICCKUX PAOOTHHUKOB, CHEIHAIUCTOB B oOnactu BeTepuHapuu. MHpopmarus o
JICKapCTBEHHBIX Tpernaparax Ui CIEIUAIMCTOB B 00JIACTH OOpallleHus JEKaPCTBCHHBIX CPEICTB MOMKET
COJIEPIKATHCS B MOHOTPA(UIX, CIIPABOYHUKAX, HAYIHBIX CTAThAX, B JIOKJIAJIaX Ha KOHTpeccax, KOH(PEPEHIINSX,
CHUMIIO3MYMaXx, HaAyYHBIX COBETAX, a TAKIKE B MHCTPYKIUAX 1O IPUMEHEHHIO JICKAPCTBEHHBIX IPEIapaToB.

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

2. Wuadopmamus o JEKapCTBEHHBIX IpenapaTax, OTIyCKaeMbIX Oe3 pelenTta Ha JeKapCTBEHHBIH
mpernapar, MOXET COJepXKaTbcsi B MyOJIMKAIMAX M OOBABICHHUAX CPEACTB MAacCOBOM HMH(pOpMAIHH,
CTHENUANTM3UPOBAHHBIX W OOLIMX TMEYaTHBIX W3IAHUAX, HHCTPYKIHUSAX I0 MPUMEHEHHIO JIEKAPCTBEHHBIX
MpernapaToB, MHBIX W3/IaHUSAX CYOBEKTOB OOpalleHHs JEKapCTBEHHBIX CpPeACTB. PekiiaMHble MaTepuaibl O
JIeKapCTBEHHOM IIpenapare, OTIyckaeMoM 0e3 penenta Ha JISKapCTBEHHBIH Ipenapar, JOJKHBI
COOTBETCTBOBATh UHCTPYKILUU I10 IPUMEHEHHUIO JIEKAPCTBEHHOT'O IIperapara.

3. JlomyckaeTcs WCIOJNB30BaHME IIOOBIX MAaTEepPHAIBHBIX HOCHUTENEH, MO3BOJIIONIUX XPaHUTH,
nepeaBaTh U UCIOIb30BaTh HH(POPMAIIHIO O JICKAPCTBEHHBIX Iperaparax 0e3 ee NCKaKEHUS.

Koncynprantlliroc: mpuMedaHue.
Y. 4 ct. 67 BcTynaet B cuity ¢ 01.07.2020.

4. Jlns neneil uaeHTHPHUKAINN YIAaKOBOK JIEKAPCTBEHHBIX MPENapaToB JUIsi MEIUIIMHCKOTO MTPUMEHEHHS
MIPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB B IMOpPsAKE, ycTaHOBIEHHOM IIpaButensctBom Poccuiickon
@enepaliyi, HAHOCAT Ha TMEPBUYHYIO YIAKOBKY (B OTHOIIEHWMH JIEKAPCTBEHHBIX IMpernapaToB JUIs
MEAMIIMHCKOTO TPUMEHEHHs], s KOTOPBIX HE MpPeIyCMOTpPEHa BTOPHYHAs YHAaKOBKAa) W BTOPUYHYIO
(MOTpeOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHBIX MpENnaparoB [Js METUIIMHCKOTO MPHUMEHEHHUS CpPeaCcTBa
UICHTH(PUKAIIMN, 332 WCKIIOYCHHEM JIGKAPCTBEHHBIX MPEnapaTroB [UIsli MEIUIIMHCKOTO MPHUMEHEHUs,
IIPOU3BOAUMBIX I HMPOBEACHUS KIMHUYECKUX HMCCIIEIOBAHUN, DKCIIOPTA, JEKAPCTBEHHBIX IPENapaToB s
MEIMIMHCKOTO NMPUMEHEHMS, YKa3aHHBIX B 4acTsax 5 W 8 crtateu 13 Hacrosmero deaepajlbHOrO 3aKOHA,
paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB, MUSIBOK MEIUIUHCKUX U Fa30B MEIULUHCKUX.

(dactp 4 BBenena denepabHbIM 3aK0HOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapakTepuCTHKHN CpeCcTBA MIECHTU(UKALUY, TOPSAJOK €ro HaHECEHUs] U TpeOOBAaHUA K CTPYKTYpe U
¢dopmary uH(DOpMAIMH, KOTOPYIO COAEPXKUT CPEICTBO WACHTHU(HKAIMU, omnpenenstorcs lIpaButenbcTBomM
Poccuiickoit denepanumu.

(uactp 5 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

6. Ilopsanok co3ganus, pa3BUTHs, BBOJA B AKCIUIyaTallMIO, SKCILTyaTalluM W BBIBOJA M3 KCIUTyaTalllH
CUCTEMBl MOHHUTOPUHIA JBUKCHMS JIEKAPCTBEHHBIX NPEMAPATOB [UIsl MEIULMHCKOTO NMPUMEHEHMS], MOPALOK
npefocTaBleHuss HMH(OpMaIMK, colepKalieiicss B CHCTEME MOHUTOPHUHIA JBM)KEHHUS JIEKAPCTBEHHBIX
IpenapaTroB il MEIULMHCKOTO IPUMEHEHUs, U MOPSJAOK B3aUMOJCUCTBUS YKAa3aHHOW CUCTEMBI C UHBIMU
rOCyIapCTBEHHBIMH MH(POPMAITMOHHBIMU CUCTEMaMHU U MHPOPMALMOHHBIMUA CUCTEMaMHU IOPUINYECKUX JIUI U
VHJVBHUYaIbHBIX NPEANPUHUMATENECH, YKa3aHHbIX B 4acTAX 7 W 10 HaAcTOsAIIEH CTaTbH, YCTaHABIMBAKOTCA
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
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IIpaButenscTBoM Poccuiickoit @enepanuu. OneparopaMu CUCTEMbI MOHUTOPUHTA IBUYKEHUS JIEKAPCTBEHHBIX
MpenaparoB il MEIUIIMHCKOTO NMPUMEHEHHUs SBIAIOTCSA (PelepalbHblii OpraH HCHOJHHUTENIbHOM BIAacTH U
(unn) opranuzanus, ynonHomoueHHsle [IpaButensctBom Poccuiickoit denepannn.

(uactp 6 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

KoncynwsranTtlIoroc: mpuMedanue.
Y. 7 ct. 67 BcTynaet B cuity ¢ 01.07.2020.

7. KOpuauueckue nMIa W WHAMBHUAyaJIbHbIE NpEANPUHUMATENH, OCYIIECTBISIOUINE MPOU3BOJCTBO,
XpaHeHue, BBO3 B Poccuiickyro @enepanuio, OTIYCK, pealn3alyio, nepeaady, IpUMEHEHUE U YHUYTOKCHUE
JIEKapCTBEHHBIX IpEnapaTtoB Uil MEIULMHCKOTO IMPUMEHEHMs, O00ecledrBaloT B IOPSIKE M B COCTaBe,
KOTOpble ycTaHoBIeHbl IIpaBurenscTBoM Poccuiickonn dexepanuy ¢ y4eToM BHAA OCYILECTBIIEMONW UMU
NesITeIbHOCTH, BHECEHHE MH(OpPMAIMM O JIEKApCTBEHHBIX Ipernaparax A MEAULIUHCKOrO NMPUMEHEHHUs B
CHUCTEMY MOHMTOPHUHIA JIBUKCHMS JIEKAPCTBEHHBIX IIPENApaTOB Ul MEAULMHCKOIO IPUMEHEHHS.

(uactp 7 BBeneHa denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-03)

7.1. JlekapcTBEHHBIE MpenapaThl 11 MEIULIUHCKOTO MPUMEHEHUS], PeHa3HAYCHHbIE JJIsl 0OecTeueHus
aui,  OONBHBIX  TeMo(UIMel, MyKOBHCLUUAO30M, TUNO(U3apHBIM HaHU3MOM, OojesHbto ['omre,
3JI0KQUYeCTBEHHBIMH HOBOOOPa30BaHUAMHU JIMM(OUIHONW, KpPOBETBOPHOM M POACTBEHHBIX MM TKaHEM,
paccestHHbIM CKJIEPO30M, JIMIl II0CJI€ TPAaHCILIAHTAllMM OPraHoB W (MJM) TKaHEH, mnpousBeAcHHblE a0 31
nexabpst 2019 roma, a TakkKe UWHBIC JIEKAPCTBEHHBIC TpemapaTbl JUIsi MEAMIMWHCKOTO MPUMEHEHHS,
npousBeneHubie 10 1 utons 2020 roma, mojjiexar XpaHEHUI0, TIEPEBO3KE, OTIIYCKY, pealHn3alliu, rnepeaaye,
MIPUMEHEHUIO 0€3 HaHECEHUsI CPEACTB UACHTU(PHUKALIMH 10 UICTEUEHHS CPOKA X TOIHOCTH.

(dactp 7.1 B pen. denepanpHoro 3akona ot 27.12.2019 N 462-D3)

8. Opranmzamnuss UHOOPMALMOHHOTO  B3aMMOJCHCTBHS  CUCTEMBbl MOHUTOPUHTA  JBUIKCHUS
JIEKApCTBEHHBIX  MpEnapaToB s  MEIUIMHCKOrO TMPUMEHEHHMS] C HHBIMH  TOCYAapCTBEHHBIMU
WHPOPMAITMOHHBIMU ~ CUCTEMaMH OOECTICUYMBAaeTCs B TOM 4YHCIE TIOCPEICTBOM HH(PPACTPYKTYPHI,
obecrieunBaronieii  MHOOPMAIMOHHO-TEXHOJIOTHUECKOE  B3aWMOJIEHCTBHE  MH(MOPMAIIMOHHBIX  CHUCTEM,
WCTIONB3YEMBIX I TPEIOCTABICHUS TOCYJapCTBEHHBIX W MYHHUIMMNAIBHBIX YCIYT W HCIOJHEHUS
TOCYJaPCTBEHHBIX U MyHUITUTIATBHBIX (DYHKIMI B JIGKTPOHHOM opMme.

(uacts 8 BBenena denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

9. O6menoctynHas HHGOpPMAIHS, COACPKAIIAICT B CHCTEME MOHUTOPHHTA JABMKCHUS JICKAPCTBEHHBIX
npenapaToB Ui MEAWLIMHCKOTO MPUMEHEHMs, pa3MellaeTcss B MH(POPMAIMOHHO-TEIIEKOMMYHHUKAIIMOHHON
cetd "UHTepHer" (B ToM uncie B opMe OTKPBITHIX AAHHBIX) B MOPsJIKE, YCTaHOBIEHHOM [IpaBuTenbcTBoM
Poccuiickoit deneparumu.

(dactp 9 BBenena denepaibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

10. ITpou3BOIUTENN JIEKAPCTBEHHBIX CPEJCTB TMOIYYalOT COJAEPIKAIIYIOCS B CHUCTEME MOHHUTOPUHIA
JIBIDKEHUS! JICKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO NMPUMEHEHHsI HH(POPMAILIMIO O CEpUsiX U MapTHIX
JIEKapCTBEHHBIX IMPENapaToB, MPOU3BOAMMBIX UMHU M HAXOMSALIMXCS B IpaxkIaHCKOM obopote B Poccuiickoit
Deneparum, 6€3BO3ME3THO.

(uactp 10 BBenena deaepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Koncynprantllntoc: npumeuanue.
Y. 11 cr. 67 Bcrynaert B cuiy ¢ 01.07.2020.
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11. 3a mpou3BOACTBO WX MPOJAXKY JEKAPCTBEHHBIX MPENapaToB AJIs MEIUIIMHCKOTO MPUMEHEHUs 0e3
HaHECEHHs CPEJICTB MICHTU(UKALIUY, C HAPYIIEHHEM YCTAaHOBIEHHOTO TOPSAKAa UX HAaHECEHWS, a TaKkke 3a
HECBOEBPEMEHHOE BHECEHHME JAaHHBIX B CUCTEMY MOHUTOPHUHIA JABUKEHUS JICKAPCTBEHHBIX NpPENapaTroB AJis
MEIUIIMHCKOTO TIPUMEHEHUs] WM BHECEHME B HEE HEAOCTOBEPHBIX [AHHBIX HOPHAWYECKHE JIUIA W
WHIMBHIyATbHBIC TIPEINPUHAMATEIH, YKa3aHHBIC B YacTAX 4 U 7 HACTOSAIIEH CTaThU, HECYT OTBETCTBEHHOCTD
B COOTBETCTBUHM C 3aKOHO1aTelIbcTBOM Poccuiickoit deneparium.

(uacts 11 BBenena deaepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. IlpaButensctBo Poccuiickoit dexepanuu BrpaBe YCTAaHOBUTh OCOOCHHOCTH BHEJPEHUS] CHCTEMBI
MOHUTOPHUHTA JBMKEHUS JIEKAPCTBEHHBIX MPENapaToB s MEAULIMHCKOTO NMPUMEHEHUs, BKIIOYas CPOKU ee
BHE/IPEHUS, B OTHOLICHHWU JICKAPCTBEHHBIX IPEMApaToB IS MEIUIIMHCKOTO MPUMEHEHHS, BKIIOYCHHBIX B
MepevYeHb KU3HEHHO HEOOXOAMMBIX U BaXKHEHININX JICKAPCTBEHHBIX MPEMapaToB, JEKapCTBEHHBIX MPENnapaToB,
IpefHa3HAYCHHBIX JUIS O0eCHedYeHus: JHL, OONbHBIX TreModuinedl, MyKOBHCIHMIO30M, T'HIIO(HU3apHBIM
HaHU3MOM, Ooyie3HbIO [omie, 3/I0KaYECTBEHHBHIMH HOBOOOPa30BaHHAMHU JMMQPOUIHOW, KPOBETBOPHOW W
POICTBEHHBIX MM TKaHEW, pacCEsIHHBIM CKJIEPO30M, JIMII MOCJE TPAHCIUIAHTALMU OPraHoB M (WJIM) TKaHEH,
WHBIX JICKAPCTBEHHBIX MPENApaTOB /Ui MEIUIIUHCKOTO IPUMEHEHUSI.

(uactp 12 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Naea 14.1. OTPAHUYEHUA, HANTATAEMbIE
HA OPTAHU3AUWUU, OCYLLECTBNAOLWWUE OEATEJNIbHOCTb
MO OBPALLUEHUIO NNIEKAPCTBEHHbLIX CPEACTB
(BBeneHna denepanbHbM 3akoHOM OT 25.11.2013 N 317-D3)

Cratbsa 67.1. OrpaHnyeHus, Hanaraemble NpU OCYLIECTBNEHUN OeATeNIbHOCTU B cdepe
obpalieHns nekapCcTBeHHbIX CpeaAcTB

1. Opr aHu3a1u, 3aHUMaromuecAa pa3pa60TK0171, MIPpOU3BOJACTBOM U (I/IJ'II/I) peanmauneﬁ JICKApCTBCHHBIX
npenaparoB AJid MCOAUIUHCKOI'O IMMPUMCHCHUSA, OpraHu3alvu, O6HaﬂaIOH_II/Ie npaBaM Ha HCIIOJIB30BaHUC
TOProBOoro HaWMMCHOBAHHA JICKAPCTBCHHOI'O IIpriapara Ajd MEAWIMUMHCKOTO IMPUMCHCHUA, OpraHUu3alvun
OIITOBOM TOProBJIW JICKAPCTBCHHBIMU CpPCACTBAMH, allTCYHBIC OpraHu3anuu (I/IX MNpEaACTAaBUTECIN, HWHBIC
(1)I/ISI/I‘I€CKI/Ie U IOPUIAUYCCKHUE JIMIA, OCYIICCTBIIAOIINE CBOKO ACATCIBHOCTE OT UMCHH 3THUX OpFaHHSaHHﬁ) B
OTHOIICHUHN MCONITMHCKHUX pa6OTHI/IKOB n pYKOBO,Z[I/ITeJIeﬁ MCAHMIIMHCKHNX OpFaHI/I3aI_[I/Iﬁ HC BIIpaBC:

1) Bpy4aThb MOJapKH, BBIIUIAYMBATH JCHEKHBIE CpEACTBA (3a HUCKIIOYEHHEM BO3HATrPaKICHUN IO
JIOTOBOPAM IIpU MPOBEJCHUN KIMHUYECKUX HMCCIECIOBAaHUMN JICKAPCTBEHHBIX IPENAPATOB I MEAULMHCKOIO
MIPUMEHEHHUS, BO3HATPaXK/ICHUH, CBA3aHHBIX C OCYIIECTBICHUEM MEIULUHCKUM PaOOTHUKOM I€1aroru4ecKon
U (MJIM) HAay4YHOU JEeSATENIbHOCTH), B TOM UYHMCIIE OIIaYMBaTh Pa3BICUEHHUs, OTABIX, IPOE3]l K MECTY OTAbIXa, a
TaK)Ke IIPUBJIEKATH K YYaCTUIO B PAa3BJICKATEIbHBIX MEPOIPUATHUAX, IPOBOAUMBIX 3a CYET CBOUX CPENCTB;

2) 3aKJII049aTh COTJIAICHUS O HA3HAYCHUUN WJIM PECKOMCHIAAINHN IMTAIUCHTAaM JICKAPCTBCHHLIX IIPCIIapaToB
AJIE MCOAUIIUHCKOTO MMPUMCHCHHA (33 HUCKIIFOYCHUCM OOr0OBOPOB O MPOBCACHUU KIIMHHUYCCKUX HCCIIeI0BaHUM
JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUTTUHCKOI'O HpI/IMeHeHI/ISI);

3) mpenocTaBisATh OOpa3lbl JEKAPCTBEHHBIX MPENapaToB IS MEAMIIMHCKOTO MPUMEHEHUS B IENSIX
BpYUYCHUS MalMeHTaM (32 MCKIIFOUCHUEM CJIydaceB, CBS3aHHBIX C MPOBEJCHUEM KIIMHUYCCKUX HCCIICIOBAHUN
JICKApCTBEHHBIX TPENapaToB ISl MEIUIIMHCKOTO IPUMEHEHHUS);

4) mpenoCTaBIATh HEJOCTOBEPHYIO U (MJIM) HETIOJIHYI0 MH(MOPMAIIUIO O JIEKapCTBEHHBIX Mpenaparax JUls
MEUIIMHCKOTO IPUMEHEHMS,
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5) mocemate WX B pabodee BpeMs Ha pabOYMX MeCTaxX, 3a HUCKIIOYEHHEM CIyuyaeB, CBS3aHHBIX C
MPOBEACHUEM KIMHUYECKUX HUCCIEIOBAaHUM JIEKAPCTBEHHBIX MPENapaToB IS MEAUIIMHCKOTO MPUMEHEHHUS, C
ydacTUEM B TIOPSAIKE, YCTAHOBJICHHOM pPYKOBOJIUTEIEM MEIUIIMHCKOW OpraHu3anud, B COOpaHHsIX
MEJIMIIMHCKUX Pa0OTHUKOB U MHBIX MEPONPHUATHUSIX, HAMPABIECHHBIX HA MOBBIIIEHNE UX MPO(PECCHOHATIBHOTO
YPOBHSI WJIM Ha MPEAO0CTaBlIeHHEe MHPOPMAIINH, CBA3aHHOW C OCYIIECTBIEHHEM MOHHMTOPHHTA 0€30MacHOCTH
JIEKapCTBEHHBIX IPENapaToB;

6) HO6y>KI[aTb K BBIIIUCBIBAHUIO JICKAPCTBCHHBIX IIPCIapaToB IAJId MCEAULIUMHCKOTO INPUMCHCHHA Ha
6J'IaHKaX, COACPpKaAIINX I/IH(I)OpMaI_II/IIO PCKIIAMHOT'0 XapaKTepa, a TaKKEC Ha PCUCITYPHBIX 6J'IaHKaX, Ha
KOTOPLIX 3apaHCC HAIICUaATaHO HAMMCHOBAHUEC JICKAPCTBCHHOI'O IIpCriapaTta Ajid MEAUIMHCKOTO IIPUMCHCHU.

2. Opranusanuu, ykazaHHble B a03alle MepBoM 4acTh | HacToslled CTaTbH, U MX IMPEACTaBUTEIN B
OTHOIIEHUH (hapMalleBTHUECKUX paOOTHUKOB U PyKOBOJIUTENEH aNTeUHbIX OpraHU3alliii He BIIpaBe:

1) Bpy4daTh IOAapKHu, BEIIVIAYHMBATE ACHCKHBIC CPEACTBA, B TOM YHCJIC OIIJIaYWBATh Pa3BJICUCHUA, OTAbIX,
Impoe3a K MECTY OTAbIXa, U ITPUBJICKATb K YYACTHIO B PA3BJICKATCIIBHBIX MEPOIPUATUAX, IIPOBOJUMBIX 34 CHCT
CBOHUX CPCACTB,

2) nmpenocTaBiATh 00pa3Libl JEKAPCTBEHHBIX NIPENApaTOB /Il MEAULIMHCKOTIO IPUMEHEHUS AJIs BPYUEHUS
HACEJICHHUIO;

3) 3aK/II0YaTh COTJIAICHUA O MPEATIOKCHHUHN HACCIICHHUIO OIPCACIICHHBIX JICKAPCTBCHHBLIX IPCIIapaToOB
A1 MEAUITUHCKOT'O ITPUMCHCHUS

4) nmpenoCTaBIATh HEJOCTOBEPHYIO M (MJIM) HETIOJIHYI0 MH(MOPMAIIUIO O JIEKapCTBEHHBIX Mpenaparax JUls
MEIUIIMHCKOTO NPUMEHEHHs, B TOM 4YHCIE HMMEIOIIHUX OJMHAKOBOE MEXKIYHAapOJHOE HEMATEHTOBAaHHOE
HauMEHOBaHMUE.

CraTtba 67.2. TpeboBaHMA K OpraHM3aumm 1 NPoBeAeHUI0 Hay4YHbIX MEePONPUATUMN, UHbIX
MeponpuaTUA, HanpaBfieHHbIX Ha NOBbIWeEHUe NpPo¢ecCUoHaNbHOro YpoBHA MeAULMHCKUX
paboOTHMKOB uNM Ha npefocTtaBrieHMe UWHoOpMaLuMKU, CBA3AHHOW C OCYLUECTBIIEHUEM
MOHUTOpPUHra 6e30MNacHOCTU fieKapCTBEHHbIX NpenapaToB

1. Ilpy mpoBeneHMH HAY4YHBIX MEPOIPHUATUH, WHBIX MEPOIPUATHN, HANPABICHHBIX Ha ITOBBILICHHE
npoeccHoOHabHOTO  YPOBHSA ~MEAMIMHCKMX pa0OTHUKOB WJIM Ha MPEIOCTaBI€HUE CBS3aHHOM C
OCYILECTBJICHUEM MOHHUTOPHMHIA O€30IIaCHOCTH JIEKAPCTBEHHBIX IpernapaTroB MH(OpMAIMM, OpraHU3yeMbIX
OpraHu3alsIMM, YKa3aHHbIMU B a03aie nepBoM yactu 1 crathu 67.1 HacTosmero denepanbHOro 3aKoHa, UX
NpeaCTaBUTENAMU M (MJM) (UHAHCHPYEMBIX 3a CUET CPEJICTB 3TUX OpPraHU3alMil M MX MpencTaBUTENCH,
3alpellaeTcs MpernATCTBOBaTh YYaCTHIO B YKA3aHHBIX MEPOIPUATUAX HHBIX OpraHU3alldi, KOTOpPBIE
MPOU3BOJAT WM PEAIM3YIOT JIEKApCTBEHHBIC IIpenaparsl Uil MEIULHUHCKOTO IPUMEHEHUS CO CXOKHUM
MEXaHU3MOM (apMaKOJIOTHYECKOro NEHCTBUS, JIMOO CO3/1aBaTh JUCKPUMHHALIMOHHBIE YCIIOBUS Ul OIHHX
YYaCTHUKOB 110 CPABHEHMIO C IPYTMMH Y4aCTHUKAMM, & UMEHHO:

1) mpenocTaBisATh pa3nUYHOE KOJIMYECTBO BPEMEHM Ui BBICTYIJIEHUH YYaCTHUKOB, PA3JIMYHBIE IO
pasmepy 3aHMMaeMoOM IUIONAJAM MecTa JJs JIEMOHCTpAlMM 00pa3IoB JIEKApCTBEHHBIX MpenapaToB JUis
MEJMLIUHCKOrO NIPUMEHEHHUs] WU PEKIIAMHBIX MAaTEPUAJIOB O JIEKAPCTBEHHBIX IIpenaparax s MEAULMHCKOIO
IIPUMEHEHHsT HAa JKCIO3MLMUAX, CTEHAAX, 34 HMCKIOYEHUEM CJIydaeB, €CIM TaKHE YCJIOBHUS 3AaKPEIUICHBI B
COTJIAILIEHUSIX ATHX OpraHu3alui, UX MpeAcTaBUTeNed O (UHAHCUPOBAHWHU YKa3aHHBIX MEPONPHUITHA U
00yCJIOBJIEHbI pa3IMYHBIMU 3aTpaTaMy YYaCTHUKOB Ha MX OPraHU3alMIo;
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2) ycTaHaBIMBaTh pa3Mep B3HOCA Ul YYAaCTHUKOB MEPONPUATHH, yKa3aHHBIX B alzalle IepBOM
HACTOSIIEH YacTH, MPEBHIIAIOIIMNA CyMMy 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEpPONPHUATUN U BeAyIIUH K
HEO0OOCHOBAHHOMY OTPaHMUYCHHIO YHCIIA UX YYaCTHHKOB.

2. Opranusanuu, ykasaHHble B a03aiie nepBoM yactu | cratbu 67.1 HacTosmero @enepajbHOrO 3aKOHa,
WX TPEACTaBUTENM, OCYLIECTBIISIONINE OpraHU3auio U (Uiau) (pUHaHCHPOBAHKWE MEPONPUITUN, YKa3aHHBIX B
yactu 1 Hacrosimeil craTbM, 00si3aHBl oOecrneuyuBaTh AOCTYN K HMH(OpManmuu o JaTe, MecTe M BpPEMEHHU
NPOBEICHUS YKa3aHHBIX MEPONPHUATUH, TJIaHaX, IpOorpaMMax MPOBEACHUS yKa3aHHBIX MEPONPUATHI U TeMax,
IUIAHUPYEMBIX JJII PAacCMOTPEHMs, COCTaBE HUX YYaCTHMKOB IIyTEM pa3MEUICHHs COOTBETCTBYIOILEH
nHpoOpMalMK Ha CBOMX O(UIMANBHBIX caidTaXx B ceTd "MHTepHeT" He mo3gHee JBYX MECSIEB 10 Hayaia
MIPOBEJICHUS YKa3aHHBIX MEPONPUSATHUH.

3. Undopmanusa o mpoBeAeHUM MEPONPHUSATHI, yKa3aHHBIX B 4YacTU | HacTosied CTaTbH, B CpOK,
YCTAQHOBJICHHBIM 4acTbi0 2 HACTOALIEW CTaTbM, JAOJDKHA OBITh HampaBiieHa B (enepanbHblii  Oprax
UCTIOJIHUTENILHON BJIACTH, OCYILECTBIISIONINHA (PYHKIIMK TIO KOHTPOJIIO U HAaA30py B cdepe 3ApaBOOXpaHEHus,
JUISL TIOCJIEYIOIIET0 pa3MelleH sl ee Ha O(HUIIMAIbHOM caiiTe 3Toro oprana B cet "MHTepHeT".

Masa 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALNU NPU OBPALLEHUU NNEKAPCTBEHHbLIX CPEACTB
M BO3MELUEHUE BPEOA, NPUYMUHEHHOIO 340POBbLIO NPAXKAOAH
BCNEACTBUE NPUMEHEHUA NIEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3akoHogaTenbcTBa Poccumnckon
Pepepaumm npu odpaLleHnn NeKapCcTBEeHHbIX CpeacTB

1. Hapymenne 3akoHomarensctBa Poccuiickoit @enepanuu npu oOpaleHuu JICKapCTBEHHBIX CPEJICTB
BJIEUET 3a COOO0M OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoii @eneparuu.
(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

2. 3a HempeICTaBICHHE UM HECBOCBPEMEHHOE NPEACTaBICHNE HHPOPMALIUU U (MIIH) JOKYMEHTOB JIHOO
MpEeACTaBICHUE HEJOCTOBEPHbIX WHMOpMAIMu U (WIH) JTOKYMEHTOB, MPEAYyCMOTPEHHBIX HACTOSIIUM
®denepanbHBIM  3aKOHOM, CYOBEKTBHI OOpaIlleHUs JICKAPCTBEHHBIX CPEJCTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJAaTeIbCTBOM Poccuiickoit denepaunu.

(uacte 2 BBegena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

Cratba 69. Bo3melweHue Bpeaa, NPUYMHEHHOro 3A0POBLIO rpaxpaaH BcreacTBUue
NPMMEHEHUA NeKapCTBEHHbIX NpenapaToB

1. HpOI/I3BOI[I/ITCJ'IL JICKAPCTBCHHOTI'O IIpcIiapara 00513aH BO3MECTHUTD BpcEA, HpI/I‘II/IHeHHHﬁ 3A0POBBIO
TpaxJiaH BCJICACTBUC ITPUMCHCHUS JICKAPCTBCHHOI'O IIpCIiapara, €CJIin J0Ka3aHOo, UTO:

1) nexkapcTBeHHBIH IHpenapar NPUMEHSJICS [0 HA3HAYEHUI0 B COOTBETCTBUM C HMHCTPYKLUEH 110
MPUMEHEHHUIO JICKQpCTBEHHOTO TMperapara W TPUYMHOW Bpena SIBHICS BBOJ B TPAKIAHCKANH 00OPOT
HEeZ00pOKaYeCTBEHHOIO JIEKapCTBEHHOTO Mpernapara;

2) Bpell 3A0POBbIO IPUUMHEH BCIIEACTBHE HEAOCTOBEPHON MHGOpPMAIUK, COIEepKALICIiCsl B MHCTPYKIIUU
10 MIPUMEHEHHIO JIEKAPCTBEHHOTO MpernapaTa, U31aHHOM MPOU3BOIUTENEM JIEKaPCTBEHHOTO Tpernapara.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

2. B cnyuae, ecnu Bpen 310pOBbIO TpaKIaH NMPUYUMHEH BCIEICTBUE NPUMEHEHUS JIEKAPCTBEHHOTO
npernapara, MpHUILIEANIero B HEroAHOCTb B Pe3yibTaTe HapYLICHUS IPABUII XpPaHEHUS JICKApCTBEHHBIX CPECTB,
IpaBUJI ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMHU IIperapaTaMu, MPaBHJ OTIYCKa JIEKAPCTBEHHBIX IPETapaTos,
NpaBWI M3TOTOBJICHUS W OTIyCKa JIEKAPCTBEHHBIX IMPENaparoB, BO3MEHICHHWE Bpena OCYIICCTBISIETCS
COOTBETCTBEHHO OpPraHM3alleld ONTOBOM TOPIOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU, allTEYHOW OpraHHU3alueH,
UHMBUAYQIBHBIM [IPEIIPUHUMATEIEM, UMEIOIUMH JIMIEH3UI0 Ha (hapMaleBTHUECKYIO JEATEIbHOCTh WU
JMILEH3UI0 Ha MEAMLUHCKYIO JesTelIbHOCTh, MEIUIMHCKON OpraHu3anuei, HMerolled JUIEeH3HI0 Ha
(apMareBTHYECKYIO JIeATENILHOCTh (ee 000CO0JIEHHBIM MOoJIpa3ienieHueM (aMOynaTtopueil, Geabamepckum u
(denpamepeKo-aKymepcKuM MyHKTaMH, [EHTPOM (OTAelieHueM) o0mieli BpaueOHON (CeMEWHOM) MpaKkTUKH),
pacIioIOKEHHBIM B CEIIbCKOM HACEJICHHOM IIYHKTE, B KOTOPOM OTCYTCTBYET alTedHas OpTraHM3anusi),
JIOTTY CTUBIIMMH TIPOJIAKY HITH OTITYCK TaKOTO JIEKAPCTBEHHOTO TIpenapara.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

3. Bo3menenue Bpena, MPUYMHEHHOTO 30POBBIO I'paXKJaH BCIEICTBUE NMPHUMEHEHHs JIEKapCTBEHHbIX
MpenapaToB WM COBEPILEHHS MPOTUBONPABHBIX JEHCTBHI CyOBEeKTaMH OOpallleHus JIEKAPCTBEHHBIX CPECTB,
OCYILECTBIISIETCS B COOTBETCTBUU C 3aKOHOAaTeNbCTBOM Poccuiickoit denepanun.

Mnasa 16. 3AKITIOMUTEJIbHbIE NMONNOXEHUA

Cratba 70. O npu3HaHuM yTpPaTUBLUMMMU CUINy OTAESNIbHbIX 3aKoHoAAaTeNbHbIX aKTOB
(nonoxeHun 3akoHoAaTeNnbHbIX akToB) Poccumnckon Pepepaummn

IIpu3HaTh yTpaTUBIIMMU CUITY:

1) ®enepanbhbiii 3ak0H OT 22 utoHs 1998 roma N 86-d3 "O nekapcrBeHHBIX cpeactBax” (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbhblii 3akoH oT 2 sHBaps 2000 roma N 5-®3 "O BHeceHUU M3MEHEHHS U JOMOJHEHUN B
®enepanbHblif 3akoH "O nekapcTBeHHBIX cpeacTBax” (CoOpaHue 3akoHoaTenbcTBa Poccuiickoit denepanun,
2000, N 2, cT. 126);

3) crateio 40 denepanbHoro 3akoHa ot 10 suBaps 2003 roga N 15-®3 "O BHeceHUM M3MEHEHHH U
JIONIOJITHEHUA B HEKOTOpBIE 3aKOHOJaTelibHble akThl Poccuiickoil ®enepaunvi B CBSI3M C NPUHATHEM
®deaepanbHOro 3akoHa "O JMIIEH3WPOBAaHUU OTACIBHBIX BHIOB JesTenbHOCTH" (CoOpaHue 3aKOHOIaTeIhCTBA
Poccuiickoit ®eneparuu, 2003, N 2, ct. 167);

4) crateio 31 denepanpHoro 3akoHa oT 30 uroHs 2003 roga N 86-@3 "O BHeceHHWM U3MEHEHUH U
JIOTIOJIHEHUI B HEKOTOPBIE 3aKOHOAATENbHbIE akThl Poccuiickoit denepanuu, NpU3HAHUY YTPATUBIIMMHU CUILY
OTZEIBHBIX 3aKOHOAATENBbHBIX akTOB Poccuiickoin ®enepanuu, NpeIOCTAaBICHUN OTACIBHBIX TapaHTUH
COTPYJIHUKaM OPraHOB BHYTPEHHUX JI€J, OPTaHOB IO KOHTPOJIIO 32 000OPOTOM HApKOTUYECKUX CPEACTB U
IICUXOTPOIHBIX BEIIECTB U YHpPa3IHAEMbIX (elepaJbHbIX OPraHOB HAJOrOBOM MOJUIMHU B CBA3M C
OCYILIECTBJIECHMEM Mep IO  COBEpLIEHCTBOBaHMIO  rocygapcTBeHHoro  ynpasieHus"  (CoOpanue
3akoHonarenscTBa Poccuiickoit denepamnuu, 2003, N 27, ct. 2700);

5) crateio 101 ®denepanbHoro 3akoHa ot 22 asrycra 2004 roga N 122-®3 "O BHeCeHHH U3MEHEHUM B
3aKoHoOmarenpHble akTel Poccuiicko @enepanny W OPU3HAHUM  YTPATHUBLIMMHU CHJIy HEKOTOPBIX
3aKOHO/IaTeNbHbIX akTOB Pocculickoii deneparuu B ¢Bs3u ¢ npuHATHEM DenepanbHbIX 3aK0HOB "O BHECEHHH
W3MEHEHUH U jnonojHeHuid B denepanbHblii 3akoH "OO0 0OIMX MPUHIIMAIIAX OPTaHU3AIMH 3aKOHOATEIbHBIX
(MpeacTaBUTENbHBIX) W HWCHOJHUTENBHBIX OpPraHOB TOCYJAapCTBEHHOM BiacTh CcyOBeKkToB Poccuiickoit
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

Oeneparuu" 1 "OO6 00IKX TIPUHIKIIAX OPTAaHU3AIMHA MECTHOTO camoynpaBieHus B Poccuiickoit ®eneparyn”
(Cobpanue 3axononarensctBa Poccuiickoit @enepanmu, 2004, N 35, cr. 3607);

6) crarteio 28 denepanbHoro 3akona ot 18 mekabps 2006 roga N 231-d3 "O BBeneHuu B JIEHCTBUE
yacTu uyeTBepTor ['paxmanckoro konaekca Poccuiickoit ®enepanuu" (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtbsa 71. BCTynneHMe B CUJNly HacTosALero d)enepaanoro 3aKOHa
1. Hacrosmuit denepanbHblii 3aK0H BeTynaet B cuity ¢ 1 centsiops 2010 roaa.

2. JlexapcTBeHHBIE CpEICTBA, 3APErMCTPUPOBAHHBIE [0 JHA BCTYIUIEHMS B CHIJIy HACTOSIIETrO
@denepallbHOTO 3aKOHA, MOJJIEKAT BKIIOUYEHHIO B TOCY/IApPCTBEHHBIE PEECTPhl JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHbIX B 4actu | cratbu 33 Hactosmero @PenepajsbHOro 3aKOHAa CBEJEHUH 00 3THX
JIEKapCTBEHHBIX CpPEICTBaX 0€3 TMPOXO0XIEHUS BHOBb IPOLEAYpPbl TOCYJapCTBEHHOW perucTpanuu
JIEKapCTBEHHBIX MTPENApPaTOB.

3. TocynapcTBeHHass perucTpanus JIEKapCTBEHHBIX IpENapaToB, 3a HCKIIOYEHUEM JIEKAPCTBEHHBIX
MpenapaToB Ui MEAMIIMHCKOTO TPUMEHEHHS, MPEICTABIECHHBIX Ha YKA3aHHYIO PETHCTPAlUI0 10 JIHA
BCTYIUICHUSI B CWIy HacTosimero demepasbHOrO0 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUM C HACTOSIIAM
denepanbHBIM 3aKOHOM Ha OCHOBaHUH JIOKYMEHTOB M JIAHHBIX, IIPEJICTABIICHHBIX JI0 JHS BCTYIUICHUS B CHITY
HacTosuiero denepanbHOro 3aKoHa.

(B pen. ®enepanpHoro 3akona ot 11.10.2010 N 271-D3)

3.1. T'ocynapcTBeHHas perucTpaunus JEKapCTBEHHBIX MPENnaparoB JUIsl MEAMLIMHCKOIO MPUMEHEHUS,
MIPE/ICTAaBICHHBIX HAa TOCYAAPCTBEHHYIO PETUCTPALIUIO IO THS BCTYIUIEHUS B CUITy HacTosuero denepaibHOro
3aKOHA, W TOCYJapCTBEHHAsl pErucTpaius JIEKapCTBEHHBIX MpPENapaToB JUIsi MEIWLUHCKOIO MPUMEHEHUS,
NPEACTABICHHBIX HA OSKCHEPTHU3y JIEKAPCTBEHHBIX CPEJICTB [0 [HSA BCTYIUIGHHS B CHIy HAaCTOSIIETO
@denepanbHOrO 3aKOHAa B ILEJSIX HUX MMOCIEAYIOLIEH TOCYJapCTBEHHOM PErucTpaluy, OCYIIECTBIAIOTCS Ha
OCHOBaHUM JOKYMEHTOB U JaHHBIX, IPEACTABIEHHBIX A0 JHS BCTYIUIEHUS B CHITy HacTosuero denepaabHoro
3aKOHA, a TAKXKE 3asBJICHUSA O TOCYAAPCTBEHHONW PETUCTPALUU JIEKAPCTBEHHOIO IIpenapara, IpeiIcTaBIeHHOIO
MIPOM3BOJUTENIEM JIEKAPCTBEHHBIX IPENapaToB WM YHOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUHU C
HacTosuM DeepanbHbBIM 3aKOHOM B YIIOJIHOMOUYEHHBIN (pe/iepalibHbIi OpraH UCIIOJHUTEIBHON BIACTH A0 1
mapta 2011 roma, ©0e3 TpeOoBaHHMS yIUIaThl TOCYJAPCTBEHHOW TOIUIMHBI, MPEIyCMOTPEHHON
3akoHoAaTenbcTBOM Poccuiickoit deaeparuu o Haorax u coopax.

(uactp 3.1 B pen. denepanbroro 3akoHa ot 29.11.2010 N 313-D3)

3.2. [loaTBepkIeHUE TOCYNaPCTBEHHON PErHUCTPALMK JICKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO
MIPUMEHEHHUS, TIPEICTABICHHBIX ISl TIOATBEP)KACHUS TOCYJAPCTBEHHON PErucTpaiuu 10 AHS BCTYIUICHUS B
cuity HacTosmero deaepanbHOTO 3aKOHA, U TIOJITBEPKACHUE TOCYIAPCTBEHHON PETUCTPaIliU JICKAPCTBEHHBIX
IpenapaToB JUIsl MEAULIMHCKOTO NMPUMEHEHHUS, MPEACTABICHHBIX Ha DKCHEPTU3Y JEKApPCTBEHHBIX CPEJICTB JI0
THS BCTYIUIEHUS B CHIIy HacTosmiero denepanbHOro 3aKOHA B LENSAX MOCIEIYIOMIEr0 MOATBEPKIACHHS HX
rOCYJapCTBEHHOM PErucTpaluu, OCyIIECTBISIIOTCS HA OCHOBAaHUU JIOKYMEHTOB M JaHHBIX, MPEICTaBICHHBIX
0 JTHA BCTYIUIEHUs B Ccuily Hactosmero denepajbHOr0 3aKOHA, a TaKXKE 3asBJICHHUS O MOATBEPXKICHUU
rOCy/IapCTBEHHOW  pErucTpaluy  JIEKapCTBEHHOIO  Ipenapara, MpeACTaBIEHHOTO  MPOU3BOJUTENIEM
JIEKapCTBEHHBIX MPENapaToB WIH YIOJHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBHH C HacTosuuM DenepanbHbIM
3aKOHOM B YIIOJTHOMOYEHHBIN (enepanbHbId OpraH HCIOTHUTENIbHOW BiacTu g0 1 mapra 2011 roma, 6e3
TpeOOBaHUS YIMIaThl TOCYAApCTBEHHOW MONUIMHBI, MPEIyCMOTPEHHON 3aKOHOJATENbCTBOM Poccuiickoit
®denepanuu 0 HaJOrax U coopax.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

(uacts 3.2 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. Ilpunstie pemieHuss 0 BHECEHUH M3MEHEHUM B JJOKYMEHTBI, COAEPIKAIIUECS B PETUCTPALUOHHOM
JIOCb€ HA 3apETrMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM IMpenapar Juisi MEAUUMHCKOTO IPUMEHEHUS U
MPEJICTABICHHBIE 10 JHS BCTYIUICHUS B CUJy HacTosimero denepanbHOr0 3aKOoHa, M MPUHSATUE PEUIEHUS O
BHECEHHHM W3MEHEHUH B JIOKYMEHTBI, COAEPIKAIIECECs B PErUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mmpenapar g MEAUIMUHCKOIO TMPUMEHEHHUS] M TPEACTABICHHBIE Ha JKCIEPTU3Y
JIEKapCTBEHHBIX CPEJICTB 10 IHS BCTYIUICHUS B CHILy HacTosero deaepaibHOTO 3aKOHA, OCYIIECTBIISIOTCS Ha
OCHOBaHMM JOKYMEHTOB U JIAHHBIX, IPEACTABICHHBIX 10 JHSA BCTYIUICHUS B CUIIy Hacrosmero denepaabHOro
3aKOHA, a TaKXe 3asBJICHUS O BHECEHWHM HM3MEHEHUW B JIOKYMEHTBI, COJEpXKAIIMECS B PETHUCTPALUOHHOM
JIOCb€ Ha  3aperuCTPUPOBAHHBIA  JIEKAPCTBEHHBIA  Mpenapar i  MEIULMHCKOTO  NPUMEHEHMUS,
MPEJICTABICHHOTO TMPOU3BOAUTENIEM JICKAPCTBEHHBIX MPENapaToB WM YHOJHOMOYEHHBIM UM JIMIIOM B
COOTBETCTBUU ¢ HacrosmmMm DenepayibHBIM 3aKOHOM B YIIOJHOMOYEHHBIH  (enepanbHbIi  OpraH
UCTIOMHUTENbHOM Bractu 1o 1 mapra 2011 roma, 6e3 TpeOoBaHMS yIUIAThl TOCYAAPCTBEHHOW MOIUIHHBI,
MpeIyCMOTPEHHOMN 3aKOHO1aTeNbcTBOM Poccuiickoit denepanyu 0 Hajorax u coopax.

(uactb 3.3 B pen. GenepanbHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Beiaua paspelnieHuii Ha TPOBEICHUE KIIMHUYECKUX HCCIIeIOBAHNMN JIEKAaPCTBEHHBIX MPENapaToB AJIs
MEJIMIIMHCKOTO TIPUMEHEHHUS 10 3asBIICHUSM, TOJAHHBIM JIO JHS BCTYIUICHHS B CHJIy HACTOSIIETO
®denepanbHOTO 3aKOHA, a TaKXKE IO 3asABJICHUSAM, TOJAHHBIM IIOCJIE JHS BCTYIUICHUS B CHJIy HACTOSIIETO
@denepallbHOTO 3aKOHA HAa OCHOBAaHHMH JKCHEPTU3, MPOBEACHHBIX 10 AHS BCTYIJIEHUS B CHIY HACTOSIIETO
®denepanbHOrO0 3aKOHA, OCYIIECTBISIETCA B COOTBETCTBUMM ¢ HactosmmMm @DenepanbHbIM 3aKOHOM Ha
OCHOBaHUHU JIOKYMEHTOB M JAHHBIX, NPEICTABICHHBIX WM TMOJYYEHHBIX 10 JHS BCTYIUIGHUS B CHIIY
Hacrosimero DefepanbHOTO 3aKOHA, a TakKXK€ HAa OCHOBAaHMM KOMHUHU TNPEIBAPUTETHLHOTO JOTOBOpa
00s13aTEIFHOTO CTPaXOBAHUS JKWU3HH, 3/I0POBbsI MAIMEHTOB, YYaCTBYIOIIUX B KIMHUYECKOM HCCIICIOBAHUU
JIEKapCTBEHHOI'O TMperaparta JUisi MEOUIIMHCKOTO TPUMEHEHHS, WIM KOIHH JOTOBOpa 005S3aTEeIbHOTO
CTpaxOBaHUS KU3HU, 3/I0POBbs MAIIMEHTOB, YYAaCTBYIOIINX B KIMHUYECKOM HUCCIIEJOBAHUU JIEKAPCTBEHHOTO
mpemapata Ais MEAWIIMHCKOTO TMPUMEHEHHs, 00 TMPeICTaBICHHOW KOMUU JOroBOpa 00s3aTENIBHOTO
CTpaxOBaHHS, 3aKIIOUYEHHOTO B COOTBETCTBHHM C THIIOBBIMH IPABWIAMU O0S3aTEIHHOTO CTPAaXOBAaHHUS, C
yKa3aHUEM TPEeeIbHON YHCICHHOCTH TAIMEHTOB, YYAaCTBYIOIIMX B KIWHUYECKOM HCCJIEIOBAHUU
JIEKapCTBEHHOTO Tpemnapara Jjisi MEAUIIMHCKOTO MpUMEHEHHUs, 0e3 TpeOOoBaHUs YIUIaThl TOCYAapCTBECHHOU
MOIITMHBI, PEyCMOTPEHHOM 3aKOHOaTeIbCTBOM Poccuiickoit denepanuu o HaJIorax u coopax.

(uacts 3.4 B pen. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHON BaJIIOTE [JO [JHSA BCTYIUIEHHWS B CHIIy HacTOSLIETO
CDe;[epaJIbHoro 3aKOHa NPCACIbHBIC OTIIYCKHBIC HCHBI MHOCTPAHHBIX HpOI/ISBOI[I/ITeJIef/'I Ha JICKAPCTBCHHELIC
npenaparbl, BKIIOYCHHBIC B IICPCUYCHDb )KU3HCHHO HGO6XOI[I/IMI>IX A Ba)KHEHIITHX JICKApCTBCHHBIX IIPCIIapaToB,
MojyIeKaT mepecuery B pyomu mo kypcy LlentpansHoro Oanka Poccuiickoit ®eneparuu Ha aarty,
ycranoBieHHyto [IpaButenbctBoMm Poccuiickoit ®@enepanuu, 0e3 mpeicTaBieHUsl 3asBICHUS O Iepecdere
IIEHBI C BHECEHHEM COOTBETCTBYIOIIUX W3MEHEHUH B FOCYAAPCTBEHHBIN peecTp MpeneiabHbIX OTIMYCKHBIX IIEH
MPOU3BOIUTENICH Ha JIEKapCTBEHHbIC NpenapaThl, BKIIOYEHHBIE B MEPEUYECHb >KU3HEHHO HEOOXOAMMBIX MU
BAKHEMIINX JICKAPCTBEHHBIX MPENapaToB.

(uacts 3.5 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIC 10 AHS BCTYIUIEHHUS B CHIy HacTosmiero denepaabHOro 3aKoHa Mpeae/ibHbIe
OTITYCKHBIC IIEHbI POCCHUICKHX MPOM3BOJIMUTEINCH HA JICKAPCTBEHHBIC INPEIaparhl, BKIIOUCHHBIC B TEpEUYCHb
KU3HCHHO HEOOXOIMMBIX W Ba)KHEHINUX JICKAPCTBEHHBIX MPENaparoB, MOJUICkKAT MHACKCAMU C 1 HOAOps
2010 roxa ucXosl U3 MPOTHO3UPYEMOTO YPOBHS MHQIALNHU, YCTaHOBICHHOTO DeepaibHbIM 3aKOHOM OT 2
nexadps 2009 roma N 308-D3 "O denepanbaom Oromxere Ha 2010 rox u Ha ruranoBbIi nepuox 2011 u 2012
ronoB" Ha 2011 rog.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenusi: 17.03.2020

(c u3m. u gon., BCTYN....

(dacts 3.6 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roma He nomyckaroTcsl MPOM3BOACTBO M BBO3 B Poccuiickyro denepanuro
JIEKapCTBEHHBIX IIPENapaToB B YIAKOBKaX C MapKUPOBKOW, KOTOpasl Obljia HaHECeHa 10 JHs BCTYIUICHUS B
cuiny Hacrosimero ®enepaibHoro 3akoHa. Ilo ucTedeHHMHM YKa3aHHOIO CpOKa JAaHHbBIE JIEKapCTBEHHbIE
npenapaTbl MOTYT OTIYCKAaTbCS, PEaTU30BBIBATHCS, MEPENABAThCS M MPUMEHSATHCS 10 UCTEUEHMS] UX CpOKa
TOJHOCTH.

(B pen. ®eaepanbHbix 3aK0HOB OT 29.11.2010 N 313-D3, o1 06.12.2011 N 409-D3)

4. Co nmHsa BeTymueHuss B cuiy Hacrosuero ®eaepanbHoro 3akoHa u no 30 ampens 2011 ropa
BKJIFOUMTENIBHO JIOIYCKAETCs MPOBEACHUE IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB AKCIEPTAMU 3KCIEPTHOTO
YUpPEXKJIEHUS 1O TMPOXOKIEHUS UMH aTTeCTallud B TMOpPSJIKE, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM
(denepaibHBIM OPraHOM UCTIOIHUTEIBHOM BIACTH.

5. Co mus BctymieHus B cwiy Hacrosmero ®denepanpHoro 3akoHa W mo 31 mekabps 2013 roma
BKJIFOUUTENIBHO OCYILECTBIIACTCS MEPEX0] K IPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBUJIaMy OpPTraHU3aliu TPOU3BOACTBA U KOHTPOJISL KaUeCTBa JICKAPCTBEHHBIX CPEACTB, YKA3aHHBIMU B YACTH
1 cratbu 45 Hacrosimiero denepalibHOrO0 3akKoHa, B MOJTHOM oObeMe. Cpoku mepexojia MPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJCTB K WX MPOU3BOJCTBY B COOTBETCTBHHM C KOHKPETHBIMU TpPEOOBAaHUAMH JAHHBIX
MpaBWJI, BKJIFOYAsl CPOKHM AaTTECTAIlMM YTOJHOMOYEHHBIX JIMI, YKa3aHHbIX B dacTax 6 m 7 crateum 45
Hacrtosiero deaepanbHOro 3aKkoHa, ycranaBiauBarorces [IpaBurensctBoM Poccuiickoit denepanym.

6. JInueH3un Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHbIE 10 1 sHBaps 2014 roxa, nelcTByOT
nocie 1 sHBapsa 2014 roga 1o UCTEUYEHHs] CpOKAa HUX ACHCTBUS MPHU YCIOBUU COOTBETCTBUS JIMIICH3MATa
MpaBUjiaM OpPTaHMU3aIlMU MPOU3BOJICTBA M KOHTPOJIS KaYeCTBa JIGKAPCTBEHHBIX CPEJCTB, YKa3aHHBIM B UacTu |
cratbu 45 Hactodero PeaepanbHOro 3aKOHA.

7. ®opMHUpOBaHHE TOCYAAPCTBEHHOTO 33/JlaHUs HA MPOBEIECHUE SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB
(beneparbHOMY rOCYAapCTBEHHOMY OFOJKETHOMY YUPEXKAECHHUIO M0 MPOBEJCHUIO 3KCIIEPTU3bI JIEKAPCTBEHHBIX
cpeAcTB U (UHAHCOBOE OOECHEeYeHHE BBIMOJHEHUS] 53TOr0 3a/JaHus OCYLIECTBISIOTCS B  IOPAIKE,
yCTaHOBJIEHHOM @DenepalibHbIM 3akOHOM OT 12 guBaps 1996 roma N 7-@3 "O HekoMMepuecKHux
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