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POCCUNCKAS ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHUN NEKAPCTBEHHbLIX CPELCTB
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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,

or 27.12.2019 N 475-®3, ot 26.03.2020 N 67-®3, ot 01.04.2020 N 98-D3,
ot 03.04.2020 N 105-D3)

Masa 1. OBLUWME NOJIOXXEHUA
Cratbsa 1. NMpeameT perynupoBaHus HacToswwero PepnepanbHOro 3akoHa

1. Hacrosmuii denepalibHbIA 3aKOH PETYJIHPYET OTHOIUIEHUS, BOSHUKAIOIINE B CBS3U C OOpaIleHUEM -
pa3paboTKO#l, JOKIMHUYECKHUMH HUCCIICJOBAHMSIMH, KIMHUYECKUMU HCCIEAOBAHUSAMHU, OSKCIEPTH30M,
rOCYJapCTBEHHON pEerucTpamnueii, co cTaHgapTh3aluMed M C KOHTPOJEM KayecTBa, IPOU3BOJICTBOM,
W3TOTOBJICHUEM, XpaHEHUEM, IEpEeBO3KOM, BBO30M B Poccuiickyro denepauuto, BbIBO30M U3 Poccuiickoit
®denepanyy, peKIaMOn, OTIIyCKOM, peajln3aluel, nepenade, IpUMEHEHUEM, YHUYTOKEHUEM JICKaPCTBEHHBIX
CPEACTB.

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

2. Hacrosmmii @enepanbHblil 3aKOH YCTaHABIMBAECT MHPHUOPUTET TIOCYAAPCTBEHHOIO PETYIUPOBAHMS
0€30I1aCHOCTH, KauecTBa U A3(PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB IPU MX OOpaIEeHUH.
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(B pen. ®enepanpHOro 3akona ot 25.06.2012 N 93-D3)
Cratba 2. Ccepa npumeHeHus HacTosiwero ®egepanbHOro 3akoHa

Hacrosmuit ®enepanbHblil 3aKOH TNPUMEHSETCS K OTHOLICHHUSM, BO3HUKAIOIIUM IpH OOpalieHuu
JIEKapCTBEHHBIX CPEACTB Ha Tepputopuun Poccuiickoit deneparum.

CraTtbsa 3. 3akoHOoAaTeNnbLCTBO 06 06paLeHNn NeKapCcTBEeHHbIX CPeacTB

1. 3akoHOaTENBECTBO 00 OOpAIIEHUH JEKAPCTBEHHBIX CPEJICTB COCTOUT M3 HacTosmero denepanbHOro
3aKOHa, APYTuX (erepabHbIX 3aKOHOB M MHBIX HOPMaTUBHBIX IPABOBBIX akTOB Poccuiickoit denepariuu.

1.1. 3akoHOIATENbCTBO 00 OOpAILEHUU JIEKAPCTBEHHBIX CPEJICTB B OTHOLIEHUU IOPUIUYECKUX JIHI U
UHMBUAYAIBHBIX MpeaNpUHUMATENeH, OCYIECTBIAIONMX IeSTeIbHOCTh Ha TEPPUTOPHH MEXTYHAPOIAHOTO
MEIULIMHCKOTO KIacTepa, MPUMEHSETCsl C Y4eTOM OCOOCHHOCTEH, yCTaHOBIEHHBIX DeepanbHbIM 3aKk0HOM "O
MEXIYHapOAHOM MEAMIIMHCKOM KJacTepe M BHECEHUU W3MEHEHHH B OTHEIbHBIE 3aKOHOJATENIbHBIE AKTHI
Poccuiickoit ®eneparun’.

(uactp 1.1 BBenena @enepanbHbIM 3aKk0HOM OT 29.06.2015 N 160-D3)

2. NeiictBue Hactosmero denepanbHOro 3aKoHa paclpocTpaHseTcss Ha OOpaleHHe HapKOTHYECKUX
JIEKapPCTBEHHBIX CPEJICTB U NICUXOTPOMHBIX JIEKAPCTBEHHBIX CPEACTB C yUETOM OCOOEHHOCTEH, YCTAaHOBICHHBIX
3aKoHOAaTenbCcTBOM Poccuiickoit denepaiiuu 0 HAPKOTUUECKUX CPEACTBAX, IICUXOTPOIHBIX BEIIECTBaX U 00
UX MPEKypcopax.

3. Me#ictBue  Hacrosimiero  DeaepaqbHOrO  3aKOHA  pacCIpOCTpaHseTcss Ha  oOpalieHue
pamuodapMarieBTHIECKUX  JIGKAPCTBEHHBIX  CPEJACTB C  yY4€TOM  OCOOCHHOCTEHW, YCTaHOBJIEHHBIX
3akoHoaarenscTBoM Poccuiickoit denepanuu B o6nactu o0ecnedeHus paiuauoHHON 0e3011acHOCTH.

4. Ecnu MexayHapoJHbIM JoroBopoM Poccuiickoit @enepannu ycTaHOBICHBI MHBIE MPaBUJIA, YEM Te,
KOTOpBIE IPELYCMOTPEHbI HacToAmMM dDenepaibHbIM 3aKOHOM, MPUMEHSIOTCS IMpaBUiIa MEXIyHapOJHOIO
JI0rOBOpa.

5. B Poccuiickoii ®enepannu B COOTBETCTBUM C MEXIYHAPOAHBIMH Jorosopamu Poccuiickon
®enepanyu 1 (WIM) Ha OCHOBE NMPUHIIUIIA B3aUMHOCTH MIPU3HAIOTCS PE3yJIbTaThl KIMHUYECKUX UCCIIeI0BaHUMN
JICKapCTBEHHBIX IPENapaToB s MEAMLIHMHCKOIO NMPUMEHEHHs, IPOBEIEHHBIX 3a IpelernaMu TEPPUTOPUU
Poccuiickoit deneparuu.

Ctatbsa 4. OCHOBHbIe NOHATUA, UCNONb3yeMble B HacTosiwem deaepanbHOM 3aKOHe
s ueneit Hactosiniero denepanbHOro 3aKOHA UCTIOIB3YIOTCS CIICTYIOIINE OCHOBHBIE TTOHSATHS:

1) JICKApCTBEHHBIC CPEACTBA - BEIICCTBA UJIHM UX KOM6I/IHaI_[I/II/I, BCTYIAKOIIHUE B KOHTAKT C OpraHu3MOM
YCJIOBEKa WJIKM JKHUBOTHOI'O, IMPOHUKAKOIINEC B OpraHbl, TKaHW OpraHu3Ma 4YCJIIOBCKa MWJIM KHUBOTHOTO,
NPpUMCHACMBIC JJIA HpO(I)I/IJIaKTI/IKI/I, JAUArHOCTUKH (38. HUCKIIIOYCHHUEM BCIICCTB HIIN HX KOM6I/IHaI_II/II‘/’I, HC
KOHTAKTUPYIOIIHUX C OpPraHnu3MOM 4YCJIOBCKa WA )KI/IBOTHOI‘O), JICUCHUA 3a6OJICBaHI/I$I, peaGI/IHI/ITaI_II/II/I, JUIS
COXpPAaHCHUA, NPCAOTBpaAlICHUA UIIN IIPEPBIBAHUA 6epeMCHHOCTI/I " MOJIYUYCHHBIC U3 KPOBH, IJIa3Mbl KPOBH, U3
OpraHoB, TKaHEH oprannu3Ma 4YC€JIOBE€Ka WJIM XHUBOTHOTIO, paCTeHI/Iﬁ, MHUHEPAJIOB MCTOAAMHU CHUHTE3a HJIU C
IIPUMCHCHHUEM Ouojoruyeckux TexHojorui. K JICKAPCTBCHHBIM CpPC€IACTBAM OTHOCITCA (bapMaHeBTI/I‘IeCKI/Ie
CY6CTaHI_[I/II/I " JICKAPCTBCHHBIC IIPCIIAPATHI;

www.consultant.ru Crpanmua 2 u3 131
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
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

2) ¢dapmaneBTHUecKas CyOCTaHLUS - JIEKAPCTBEHHOE CPEICTBO B BHJE OJHOIO MJIM HECKOJBbKUX
oOmajaromux (apMakoJIOTHYeCKOl aKTUBHOCTBIO JIEHCTBYIOIIMX BELIECTB BHE 3aBUCUMOCTH OT HPUPOIBI
MMPOUCXOKACHUA, KOTOPOC NPCAHAZHAUCHO JISI MPOU3BOJACTBA, U3TOTOBJICHUSA JICKAPCTBCHHBIX NIPCIIaPaTOB U
omnpenenseT ux 3pPeKTuBHOCTS;

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

3) BCIIOMOT'aTCJIBHBIC BEIICCTBA - BCIICCTBA HECOPTaHUYCCKOI'O0 HIIM OPraHHUYCCKOI'O IMPOMCXOXKIACHUA,
HCIIOJIB3YEMbIC B IIPOLECCE IPOU3BOACTBA, U3IOTOBJICHUS JICKAPCTBCHHBIX HNPCIAPATOB Ui MPUAAHUSA UM
HCOGXOI[I/IMBIX (I)I/ISI/IKO-XI/IMI/IHCCKI/IX CBOI>'ICTB;

4) nexapCTBEHHbIE TPEMapaThl - JIEKAPCTBEHHBIE CPEJICTBA B BUJIE JIEKAPCTBEHHBIX (HOPM, IPUMEHIEMbIE
TS PO MIIAKTUKH, THATHOCTUKY, JICYSHUS 3a00JIeBaHus, peaOMIHTaIiH, I COXpAaHeHHS, IPEAOTBPALICHHUS
WM TIpepbIBaHUS OEPEMEHHOCTH;

5) nekapcTBeHHas GopMma - COCTOSIHHE JIEKapCTBEHHOI'O IMperapara, COOTBETCTBYIOIEE CIIOco0aM ero
BBEJICHUS U PUMEHEHHS U 0OecrieunBaroiiee JOCTHKEHNE HE0OX0IUMOTO JiedeOHOTOo dPdeKTa;

5.1) no3upoBKa - COAEp)KAHUE OJHOTO WJIM HECKOJBKUX JCUCTBYIOIIMX BEIIECTB B KOTUYECTBEHHOM
BBIPXXCHUH HA CIUHUILY JT03bI, UIH SIUHUILY 00heMa, WU SIMHUILY MacChl B COOTBETCTBUU C JICKAPCTBEHHOMN
dbopmoit OO TSI HEKOTOPBIX BHUIOB JIGKAPCTBEHHBIX (OPM KOJHMYECTBO BBICBOOOKIAEMOTO W3
JICKapCTBEHHOH ()OPMBI JCHCTBYIOIMIETO BEIIECTBA 32 SIUHUITY BPEMCHH,

(. 5.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) mnepeueHb JKU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB - €XEroJHO
yrBepxknaeMmslii IIpaBurensctBoM Poccuiickoin ®denepanuu mepedeHb JIEKAPCTBEHHBIX IPENapaToB IS
MEIULMHCKOTO TMPUMEHEHHs, 00eCNeUnBAIONINX NPUOPUTETHBIC MOTPEOHOCTH 3APAaBOOXPAHEHUS B IEJSAX
npodWIAKTUKA W JIeYeHUs] 3a00JIeBaHMiA, B TOM YHCIIE MPEoOIaNaloNMX B CTPYKType 3a00JIeBa€MOCTH B
Poccuiickoit deneparuu;

6.1) opdanHble J€KapCTBEHHbIC TMpenaparhl - JIEKAPCTBEHHBIC Mpenaparbl, MpeaHa3HAYCHHbBIE
UCKJTIOYUTENHHO JIJISl AMATHOCTUKY WM MATOTEHETHYECKOTO JIeueHus (JIeUeHHsI, HaPaBJICHHOTO HA MEXaHU3M
pasButTus 3a0051eBaHus) peakux (opdaHHbBIX) 3a00TeBaHUI;

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

6.2) OuoslornyecKue JeKapCTBEHHBIE NpenapaThl - JEKapCTBEHHbIE IPenaparhl, IeHCTBYIOIIEE BEIIECTBO
KOTOPBIX TIPOM3BEICHO WIIM BBIIEICHO W3 OHOJOTMYECKOTO HMCTOYHHKA W JUIS OMNpPEICNICHHUs] CBOWCTB W
KayecTBa KOTOpBIX Heo0XoauMa KOMOMHAIMs OMOJOTMYECKMX M (HU3UKO-XMMHUYecKMX MeTojoB. K
OMOJIOTUYECKUM  JIEKapCTBEHHBIM  IIpernaparaM  OTHOCATCA  MMMYHOOMOJIOTHUYECKHE  JIEKapCTBEHHbBIE
Ipernaparsl, JeKapCTBEHHbIE Mpenaparsl, MOJyYeHHbIE U3 KPOBH, IIa3Mbl KPOBU YellOBEKa M JKMBOTHBIX (3a
UCKJIIOYEHUEM LEIbHOW KPOBM), OMOTEXHOJOTHYECKUE JIEKAPCTBEHHBIC IPENaparbl, T€HOTEPAeBTUYECKHUE
JIEKapCTBEHHBIE MTPETIapaThl;

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

7) *MMYHOOHOJIOTHYECKHE JIEKaPCTBEHHBIE MIPETapaThl - JIEKApCTBEHHbBIE MIPpenapaThl, IpeJHa3HaYeHHbIE
Uit (GOPMUPOBAHMSI AKTUBHOTO I MACCUBHOTO UMMYHHUTETA MO0 TUArHOCTUKU HATWYHSI UMMYHHUTETa WU
JTUATHOCTHKH  CHENU(UISCKOTO  MPHOOPETEeHHOTO0  W3MEHEHUS  HMMYHOJIOTUYECKOTO  OTBeTa  Ha
aJIepru3upyoiue Bemecrsa. K ”MMyHOOHOIOTMYECKUM JICKAPCTBEHHBIM MpenapaTtaM OTHOCSTCS BaKIIMHEI,
AHAaTOKCHUHBI, TOKCUHBI, CBIBOPOTKH, I/IMMYHOFJ'IO6YJ'II/IHI)I " aJlJICPTCHBI;
(. 7 B pen. @enepanbHOro 3aKkoHa 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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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) dapmaneBTHYECKasT NESATENBHOCTh - AEATENBHOCTh, BKIIOYAIOMIasi B Ce0S ONMTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEJICTBAMH, WX XpaHEHHE, MEePEBO3KY M (WJIM) PO3SHUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH
npernaparamM, B TOM YHCJIE JUCTAHIIMOHHBIM CIIOCOOOM, MX OTITYCK, XpaHEHHE, MEePEBO3KY, U3TOTOBIICHHE
JIeKapCTBEHHBIX MpenapaToB;

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

34) opraHuzaiysi ONTOBOM TOPTOBJIM JIEGKAPCTBEHHBIMH CPEJICTBAMH - OpTaHU3AIMs, OCYIIECTBISIOMIAs
OTNTOBYIO TOPTOBJIIO JICKAPCTBEHHBIMH CPEJACTBAMU, WX XpaHCHHE, TIEPEBO3KY B COOTBETCTBHH C
TpeboBaHUsAMU HacTosiero degepanbHOro 3aKOHa;

35) amTeuHas opraHu3alys - OpraHu3alus, CTPYKTYpHOE MOJpa3/ielleHue MEeIUIIMHCKON OpraHu3alui,
OCYILIECTBIISIOIIME PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU IpenaparaMy, B TOM YHCIIE€ JUCTAaHIUOHHBIM
CIOco0OM, XpaHEHHE, EePEBO3KY, U3TOTOBJICHUE U OTITYCK JIEKAPCTBEHHBIX MPENapaToB Ui METUIIMHCKOTO
MIPUMEHEHUS B COOTBETCTBUU C TpeOOBaHUAMHU HacTosuiero denepanbHoro 3aKoHa;

(B pen. enepanbHbix 3ak0HOB OT 25.11.2013 N 317-D3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHas anTeyHas OpPraHMU3aIMs - OPTaHU3ALKUs, CTPYKTYPHOE HOApa3/ieieHie BeTepUHApHON
OpraHM3alliH, OCYIIECTBIAIONINE PO3HHYHYIO TOPrOBJIIO JICKAPCTBEHHBIMH IIperaparaMd, B TOM YHCIIE
JUCTAHIIMOHHBIM ~ CIIOCOOOM, XpaHEHHE, H3rOTOBJICHHE U OTIYCK JIEKapCTBEHHBIX NpenapaToB JUis
BETEPUHAPHOTO IPUMEHEHHUS B COOTBETCTBHH ¢ TpeOOBaHUAMHU HacTosimero deaepaibHOro 3aK0Ha,

(B pen. ®enepanbHoro 3akoHa ot 03.04.2020 N 105-03)
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37) QanpcupuuUpoBaHHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, COMPOBOXKIAEMOE
J0KHOH HH(pOpMaIel 0 ero cocTaBe U (WIM) MPOU3BOJUTEIIE;

38) HenoOpoKaueCTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JEKAPCTBEHHOE CPEJICTBO, HE COOTBETCTBYIOIIEE
TpeOoBaHUsAM (hapMakomeHol cTaTbu JHOO B Ciydae €€ OTCYTCTBHMsSI TpeOOBaHMSIM HOPMaTHBHOMN
JOKYMEHTAITUH WA HOPMATUBHOTO JOKYMEHTA;

39) koHTpadaKTHOE JIEKApCTBEHHOE CPENICTBO - JIEKAPCTBEHHOE CPEICTBO, HaxXoAslleecs B 000poTe C
HapyIICHHEM TPa)1aHCKOTO 3aKOHO/IaTeIbCTBA,

40) TOKIMHUYECKOE MCCIEOBaHNE JIEKAPCTBEHHOTO CPEACTBA - OMOIOTHYECKHe, MUKPOOHOIOTHUECKHE,
MMMYHOJIOTHYECKHE, TOKCHUKOJIOTHYECKHe, (papmakoioruyeckue, (QHU3MUECKUEe, XUMHUYECKHE U JIpyrue
HCCJICAOBAHUA J'ICKapCTBeHHOFO CpCI[CTBa HYTGM HpI/IMeHeHI/Iﬂ HaquLIX METOAOB OLICHOK B HLCIIAX HOJ'Iy‘IGHI/Iﬂ
JIOKa3aTeNIbCTB 0€30MacHOCTH, KauecTBa U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO CPECTRA;

41) KIMHUYECKOE UCCIIEeIOBaHKE JEKapCTBEHHOTO Mpenapara - U3y4eHrue AUarHOCTUYECKUX, JIeYeOHBIX,
npoUIaKTHIECKHX, (PapMaKOIOTHUECKUX CBOMCTB JIEKAPCTBEHHOTO MpenapaTa B MpOIecce ero MpuMeHeHHs
y 4eJO0BEKa, )KMBOTHOI'O, B TOM YHCJIE IPOLECCOB BCACBIBaHMs, paclpeieiieHus, U3MEHEHHsI U BBIBEICHUS,
MyTeM IMPUMEHEHHUSI HAyYHBIX METOJOB OIICHOK B IIEJISX MOJyYSHHS JOKAa3aTeIbCTB O€301MacCHOCTH, KauecTBa U
3¢ GEKTUBHOCTH JIEKAPCTBEHHOTO TperapaTta, JaHHBIX O HEXKEJIAaTelIbHBIX PEaKIHsIX OpraHu3Ma 4YeJOBeKa,
KUBOTHOTO HAa NPHUMEHEHHUE JIEKapCTBEHHOro mpemapara U 00 3¢¢ekre ero B3auMOJEHCTBUS C APYTUMU
JIeKapCTBEHHBIMU MpenapaTtaMu U (W) MUIIEeBBIMUA MPOIYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIEOBAaHHE JIEKApCTBEHHOTO Mpemnapara Al MeIULUHCKOTO
MPUMEHEHHUS - KIMHUYECKOE MCCIIEIOBAHUE JIEKAPCTBEHHOTO Ipernapara Juisi MEIULIUHCKOrO MPUMEHEHUS,
MIPOBOAMMOE pa3pabOTUMKOM JICKAPCTBEHHOTO Ipernapara B ABYX M 0ojee MEAWIIMHCKUX OPTaHU3AIHIX T10
€MHOMY MPOTOKOJIy KIMHUYECKOTO MCCIIEA0BaHuUs JIEKapCTBEHHOT O Mpenapara;

43) MeXIyHapoJHOE€ MHOTOILIEHTPOBOE KIMHHUYECKOE HCCIIEIOBaHHE JEKAapCTBEHHOTO Ipemnapara s
MEAMIIMHCKOTO MPUMEHEHUS - KIIMHUYECKOE MCCIIEOBAHUE JIEKAPCTBEHHOrO Mperapara Ajs MEeTUIITHCKOTO
NPUMEHEHHs, MPOBOJUMOE pa3pabOTYMKOM JIEKAPCTBEHHOTO TperapaTra B pa3iHYHbIX CTpaHaX MO €TUHOMY
MPOTOKOJY KIMHUYECKOTO UCCIIEI0BaHUS JIEKAPCTBEHHOTO Mperapara;

44) nocTperucTpallMOHHOE KIIMHUYECKOE UCCIIEI0BAHUE JIEKAPCTBEHHOrO Mpernapara sl MEAULIUHCKOT O
MPUMEHEHHUS - KIMHUYECKOE HCCIICIOBAHUE JIEKAPCTBEHHOTO Ipernapara Juisi MEIUIMHCKOTO MPUMEHEHUS,
MIPOBOAMMOE MPOU3BOIUTENIEM JIEKAPCTBEHHOTO Ipernapara, rpakJaHCKUi 000pOT KOTOPOTO OCYLIECTBIIAETCS
1ocjie TOCYyJapCTBEHHONW PErucTpaluu, B IENSIX JOMOJHUTEIBHOr0 cOOopa NaHHBIX O €ro 0e30MacHOCTH U
3¢ (HEeKTUBHOCTH, paCIIMpPEHHs MOKa3aHWW K MPUMEHEHUIO JaHHOTO JIEKapCTBEHHOrO Mperapara, a Takke
BBISIBJICHUS HEXKEJIATEeIbHBIX PEAKIIUM NAaMEHTOB Ha €ro JACHCTBUE;

45) wuccnenoBaHue OMOSKBHUBAJICHTHOCTH JIEKAPCTBEHHOI'O Mpemapara - BUA  KIMHHYECKOTO
HCCIIEIOBAaHMsI JIEKAPCTBEHHOTO Iperapara, IPOBEJCHHE KOTOPOTO OCYIIECTBISIETCS Ui ONpEACIeHHS
CKOpPOCTH BCAChIBAaHUSA W BBIBCACHUA OAHOI'O MM HECKOJBKHX 06J'IallaIOHII/IX q)apMaKOHOFquCKOﬁ
aKTHBHOCTBIO JICWCTBYIOIINX BEIIECTB, KOJIMYECTBA JICKAPCTBEHHOTO MperapaTa, JOCTHTAIOIIEr0 CHCTEMHOTO
KPOBOTOKA, U PE3YJIBTaThl KOTOPOTO MO3BOJISIOT C/IENATh BBIBOJ O OMOIKBHBAIEHTHOCTH BOCIPOHM3BEICHHOTO
JIEKapCTBEHHOTO Mpernapara B ONpe/IeiCHHBIX JIEKApCTBEHHOU (hopMe U JO3UPOBKE, COOTBETCTBYIOIIUX (popme
U JI03UPOBKE peepeHTHOr0 JICKApCTBEHHOTO IIpenapara;

(1. 45 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)
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46) wuccreqoBaHME TEPANEeBTHUYECKON OKBUBAJCHTHOCTH JIGKAPCTBEHHBIX TNIPEMapatoB - BUJ
KJIMHUYECKOT0 MCCIIEIOBAHUs JIEKAPCTBEHHBIX IIPENApaToOB, IPOBEICHHUE KOTOPOrO OCYLIECTBIISETCS MJIs
BBISBJICHHSI OJIMHAKOBBIX CBOICTB JICKAPCTBEHHBIX MpPENapaToB ONPEAEICHHONW JEKapCTBEHHOH (opmbl, a
TaKKe HaJM4YUs OJUHAKOBBIX IMOKa3aTeneill O0e3omacHOCTH M 3(P(EKTUBHOCTH JIEKAPCTBEHHBIX IPEnapaToB,
OJIMHAKOBBIX KIIMHUYECKUX d()PEKTOB MPH X MPUMEHEHUU;

47) mpOTOKOJ KJIMHUYECKOTO HCCIEAOBaHUs JIEKapCTBEHHOTO Iperapara - JOKYMEHT, B KOTOPOM
OTIpeAeNsAoTCA Len, (OpMBbI OpraHM3allii WU METOAOJIOTHSI MPOBEACHUS KIMHUYECKOTO HCCIeI0BaHUS,
CTaTHCTUYECKUE METOABl OOpabOTKH pe3ylbTaTOB TAaKOTO WCCIEIOBAaHUS M Mephl 1O 00eCIeYeHHIO
0e30MmacHOCTH (PU3UYECKHX JINII, YYACTBYIOIIUX B KIIMHHYECKOM HCCIIE0OBAHUH JICKAPCTBEHHOTO Mpemnapara;

48) Opormropa HCCIEAOBATEN - CBOJHOE H3JIOKEHUE PE3YyJIbTATOB JOKIMHUYECKOTO HCCIIEIOBAHMS
JIEKapCTBEHHOTO CPEJCTBA M KIMHUYECKOTO WCCIIEAOBAHMS JICKAPCTBECHHOTO Tperapara Ui MeIUIITHCKOTO
PUMEHCHUS;

49) uHdopMaMOHHBIA JTHCTOK MAallMEHTa - JOKYMEHT, B KOTOPOM CoOJepKaTcs B JOCTYMHOH ¢opme
CBEICHMSI, KAacallluecs NPOBOJAMMOIO KIMHMUYECKOTO MCCIEAOBAaHUs JIEKapCTBEHHOIO Ipenapara, ¥ B
MUCHbMEHHOM (opMe T0OpOBOJIBHOE COIVIACHE TMAlMeHTa Ha YydYacTHEe B KIMHUYECKOM HCCIIEIOBaHUU
JIEKapCTBEHHOI'O IIpernapara I0ocjie O3HAaKOMJIEHHS C OCOOCHHOCTSIMM KJIMHHYECKOTO HCCIEA0BaHuUs,
HMMEIOLUMU 3HAYE€HHE JJIs BBIPAXKEHUS TAKOTO COTJIAcHs;

50) mo0oYHOE ,HCfICTBPIC - p€aKkius OpraHu3Ma, BO3HUKIIIAA B CBA3KU C IPUMCHCHHUEM JICKAPCTBCHHOI'O
Ipenapara B 103axX, pCKOMCHAYCMbIX B HHCTPYKIIUU I10 €TO0 IPUMCHCHUIO, I HpO(i)I/IJ'IaKTI/IKI/I, JUardioCTHKH,
JIeUCHUS 3a00JICBaHHS UITH JJIA peaGI/IHI/ITaLII/II/I;

50.1) HexxenarenbHas peakuusi - HeNpeJIHAMEpeHHass HeOJarompusTHAs peakuus OpraHu3Ma, KOTopas
MOJKET OBITh CBsI3aHa C IPUMEHEHUEM JICKApPCTBEHHOTO TPETapara;
(. 50.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

51) cepbe3Hass HexenaTeNbHas peaklMs - HeEXelaTelbHas peaklMs OpraHu3Ma, CBs3aHHAs C
IPUMEHEHHEM JIeKapCTBEHHOTO TpernapaTa, MpUBeaIas K CMEPTH, BPOXKACHHBIM aHOMAIIMAM WIH TOpOKam
pa3BUTHA JUOO TPEACTABNSIOMIAs COO0OW Yrpo3y JKU3HHU, TpeOylomias TOCHUTAIM3AINKA WIA TPUBEIIIas K
CTOWKOMN yTpaTe TPYA0CTIOCOOHOCTH U (MITH) HHBATUAHOCTH;

52) HenpenBHUICHHAS HEeXENaTeIbHas PeaKIus - HeXKeaTeIbHasl peakiusi opraHu3Ma, KOTopasi CBsi3aHa
C MPUMCHCHHUEM JICKAPCTBCHHOI'O IIpf€riapaTta B A03aX, PEKOMCHAYEMLBIX B IPOTOKOJIC €T0 KIMHHUYCCKOI'O
UCCIIEJIOBaHMsI, OpoIlope HCclIeAoBaTeNs, WIM C MPUMEHEHHEM JIEKapCTBEHHOIO Ipernapara B 033X,
PEKOMEHIyeMbIX B HWHCTPYKLUMUU MO €ro NPUMEHEHUIO0 [UIisi NPOPUIAKTHKH, AUArHOCTUKU, JICUCHUs
3a00JIeBaHUs WU MEAMIIMHCKOW peaOuIUTalMK MalueHTa, U CYIIHOCTh, TSHKECTh WM UCXOJ KOTOpPOW He
COOTBETCTBYET MH(POPMALIMU O JICKAPCTBEHHOM IIpenapaTe, COoJIeprKalleicsi B IPOTOKOJIE ero KIMHUYECKOTO
WCCIIeIOBAHMsI, OPOIITIOPE UCCIIEAOBATENS I B MHCTPYKIIMH IO TPUMEHEHHIO JIEKApCTBEHHOTO MTPEeTapara;
(. 52 B pen. @eaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) dapmakoHaa30p - BHUA ACATEIBHOCTH 1O MOHHUTOPHHTY 3(deKkTuBHOCTH M 0€30MacHOCTH
JIEKapCTBEHHBIX TMpEnapaTroB, HAMPABICHHBIM Ha BBISBICHUE, OICHKY M MPENOTBpAlICHHE HeXeTaTelbHbIX
MOCIIJICTBUI MPUMEHEHHSI IEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

52.2) mnaH ynpaBiIeHHWS pPHCKaAMU - MOAPOOHOE OINMHMCAaHWE MEPONPHUATHH 1o ¢dapMaKOHAI30DY,
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HalpaBJIEHHBIX Ha BBIABICHHME, OLEHKY M MPEIOTBpAIlEHUE WM MUHHUMM3ALUIO PHUCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMU IIpenapaTaMy, BKI04as OLleHKY 3()()eKTUBHOCTH JTaHHBIX MEPONPHUSATHIA;
(m. 52.2 BBeneH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

53) peuent Ha JEKApCTBEHHBIA TMpemapar - MEIUIUHCKHNA JIOKYMEHT YCTaHOBIEHHOH (HOPMBI,
CONepKalii Ha3HAYCHHWE JICKApPCTBEHHOTO TMperapara Uil MEIUIIMHCKOTO TPUMEHEHHWs, BbIIaHHBIN
MEIUIMHCKIM Pa0OTHUKOM B IIEJISIX OTITYCKa JIGKAPCTBEHHOTO Mperapara WiIH €ro U3rOTOBICHHS U OTITyCKa
Ha OyMa)XHOM HOCHTENIE WJIM C COIVIaCHsS MalMeHTa WM €ro 3aKOHHOTO MpeACTaBHTENsI B (opme
3JIEKTPOHHOT'O JOKYMEHTA, MOANKUCAHHOTO C MCIIOJIb30BaHUEM YCUICHHOM KBaTM(UIIMPOBAHHON 3IEKTPOHHON
MOJITUCH MEAULMHCKOTO PaOOTHUKA, JTHUOO TOKYMEHT YCTaHOBICHHOM (OPMBI, COIEpKalluii Ha3HAYCHHE
JIEKapCTBEHHOTO Tpernapara il BETEPUHAPHOTO NPUMEHEHHWs, BBIIAHHBIA CIEIHAINCTOM B 00JacTu
BETEpUHAPUH B IEIISX OTITyCKA JIEKAPCTBEHHOTO Mperapara Wik €ro U3TOTOBIICHUS U OTITyCKa Ha OyMa)KHOM
HOCHTEIIE;

(B pen. ®eaepanbHbIX 3aKOHOB OT 29.07.2017 N 242-D3, o1 02.08.2019 N 297-D3)

54) TpeboBaHUE MEIUIIMHCKON OpraHu3allii, BETEPUHAPHON OpPTraHU3alluU - JOKYMEHT yCTaHOBJICHHOMN
(OpMBI, KOTOPBIA BBIMUCAH METUIIMHCKUM PAOOTHUKOM WM CHEIHAIUCTOM B OOJIACTH BETEPUHAPHH,
MMEIOIUMHU Ha 3TO TPaBO, M COJCPKUT B MUCHBMEHHOW (opMe yKa3aHHWe anTeYyHOW OpTaHW3alHH WA
BETCPUHAPHOM aNTEYHON OpTaHU3aIMH 00 OTITyCKE JICKAPCTBEHHOTO Mpernapara Wik O €ro U3rOTOBJICHUN U 00
OTITyCKe JJIs1 00ecreueHHs JIeUeOHOro Iporecca B MEIUIIMHCKON OpraHn3alliy, BETSPUHAPHON OpraHHU3allHH;
(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

55) KOMIUIEKCHas OIIeHKa JIEKAapCTBEHHOTO Tpernapara - OlleHKa 3aperuCTPHUPOBAHHOTO JIEKAPCTBEHHOTO
mpernapara, BKJIIOYaomas B ceds aHanu3 WHPOPMAIMM O CPABHUTEIHHOW KIMHHUYECKOH dPPEKTUBHOCTH U
0€30MacHOCTH JIGKAPCTBEHHOTO TIperapara, OICHKY JKOHOMHUYECKUX TIOCICICTBUNA €ro TpUMEHEHUS,
M3YYCHHE JIOTIOJTHUTEIBHBIX TIOCICACTBHNA TMPUMEHECHHS JICKAPCTBCHHOTO Iperapara B ICNAX TPUHSATHS
pelIeHu 0 BO3MOXKHOCTH BKJIIOYEHHSI JIEKAPCTBEHHOTO Ipernapara B MEpeyeHb KU3HEHHO HEOOXOIUMBIX U
BAXHEHMIINX JIEKAPCTBEHHBIX IpENapaToB, HOPMATHUBHBIE TPABOBbIE aKThl M HHBIE JIOKYMEHTHI,
OTIpECTISIONIUE MOPSIIOK OKa3aHUS METUIIMHCKOW MOMOIIM, WM UCKIIOYEHHS €r0 M3 YKa3aHHBIX MEepeyHs,
AKTOB M IOKyMECHTOB;

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

56) cucteMa MOHUTOPUHTIA JIBM)KEHHUS JIEKAPCTBEHHBIX MPENaparoB JUIsl MEAUIIMHCKOTO MPUMEHEHUS -
(benepanbHas TOCYAApCTBEHHAs HWH(POPMALMOHHAs CUCTEMa MOHMTOPUHIA JBM)KEHHUS JIEKAPCTBEHHBIX
npenapaToB JUIsl MEIUIMHCKOIO MPUMEHEHHs OT MPOU3BOAUTENS [JO KOHEYHOTO0 NOTpeOHuTeNs C
HCIOJIb30BAHUEM B OTHOLIEHHM JIEKAPCTBEHHBIX IPENapaTroB Ui MEIUIUHCKOTO IPUMEHEHUs CpPEICTB
UICHTH(PUKAIUY.

(. 56 BBeneH denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-03)

Mnaea 2. MNOJIHOMOYUA ®EOEPAJIbHBLIX OPTAHOB I/ICFIOHHI/ITEHbI:IOIZ 5
BJIACTH, OPTAHOB UCIMNOJIHUTENIbHOU BITACTU CYBBEKTOB POCCUMNCKOU
®EAEPALUMU NPU OBPALLEHUU NNEKAPCTBEHHbIX CPEACTB

Cratba 5. [MonHomoumsa eapepanbHbIX OPraHoB WCNOSIHUTENBLHOM BracTu npwm
obpalleHnmn nekapcTBeHHbIX CPeacTB

K momnomMounsam (I)G,HepaHBHBIX OpTraHOB HWCIOJIHUTEIBHON BIAaCTHU Ipu O6paH_IeHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCA:
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1) mpoBenenue B Poccuiickoii deaepanuu e1MHOIN TOCYJ1apCTBEHHOM MOJUTHKHU B 007acTH oOecreueHus
JIEKapCTBEHHBIMH IIpenaparamu rpaxaal B Poccuiickon ®@enepanny;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yTBep)KAeHHE o0mmX (papMaKONeHHBIX cTaTel, papMaKomeHHbIX CTaTel, n3aHue TOCYIapCTBEHHOM
(hapmaxoren, co3laHne U BeIeHNE peecTpa (papMaKkoneiHbIX CTaHAapTHBIX 00Pas3IIoB;
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) ocyuiecTBIIEHHE TOCYAapCTBEHHOTO KOHTpONs (Haa3opa) B cdepe oOpalleHHs JIeKapCTBEHHBIX
CPEACTB;
(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

4) nUIEeH3UPOBAHUE TPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB U (PapMalleBTUUYECKON ACSITEIHHOCTU B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickont denepanny;

5) opraHuzanus SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB, 3TUYECKOM SKCIEpPTU3bl BO3MOXKHOCTHU
NPOBEIEHUS] KIMHUYECKOTO HCCIEeOBaHMS JIEKApCTBEHHOTO IpenapaTa JUlsi MEIUIMHCKOTO MPUMEHEHUs,
9KCIIEPTU3BI TOKYMEHTOB, NPEACTABIEHHBIX JUIsl ONPEAEIIEHUS BO3MOXHOCTH pacCMaTpUBAaTh JIEKAPCTBEHHBIN
npenapar Ui MEAMLMHCKOTO TMPHUMEHEHHUs TMPU TOCYJapCTBEHHOM perucTpauud B KadecTBe Op(haHHOTO
JIEKapCTBEHHOTO IIpenapara;

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

5.1) opraHu3zanusi NpOBEACHHUS KOMILJICKCHOM OIICHKHU JIEKAPCTBEHHOTrO Iperapara B LENsAX MPUHATHS
peleHruit 0 BO3MOXXHOCTH BKJIFOYEHHS JICKQPCTBEHHOTO IpernapaTa B NEpeyeHb KU3HEHHO HEOOXOIUMBIX U
BAKHEUIIUX JICKAPCTBEHHBIX IMpEenapaToB, HOPMATUBHbIE IMPAaBOBbIE AaKThl W HWHBIE JOKYMEHTBHI,
OTPEIEIAIONINE MOPSIIOK OKa3aHUsS MEIUIMHCKON MOMOIIM WIM UCKIIOYEHHUS €ro M3 YKa3aHHBIX MepeyHs,
aKTOB U JJOKyMEHTOB;

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

6) BbIaua pa3pelieHUil Ha NpPOBEACHHE KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IPENaparos,
BEJICHHE peecTpa BbIIAHHBIX pa3pelleHHuii Ha MPOBENEHUE KIMHUYECKHX HCCIEAOBAHUN JIEKapCTBEHHBIX
MpenapaTos;

7) ToCcynapCTBEHHAsl PErMCTpallvs JICKAPCTBEHHBIX NPENaparoB, BEJACHHE TOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB;

8) opranuzauus u (WIn) NpoBEACHNE HHCIEKTUPOBaHUS CyOBEKTOB OOpallieHHsl IEKapCTBEHHBIX CPEICTB Ha
COOTBETCTBUE IIPaBUJIaM HaJJIeXallel 1a00opaTopHOM IPAKTUKHU, IIpaBUIIaM HaJylexallell KIMHUYeCKOH
NPaKTUKHU, paBUJIaM HaJUIeKale MPaKTUKKY XpaHEHUs U IePEBO3KH JIEKapCTBEHHBIX IpenapaToB, IpaBuiIaM
Ha/JIeKaIIel AUCTPUOBIOTOPCKOM MPaKTHKH, ITPABUIaM HaAJIeKallel anTeqHol MPaKTHKHY;

(n. 8 B pea. @enepasibHoro 3akoHa ot 22.12.2014 N 429-03)

8.1) opranmszaumsi U (MJaU) MPOBEIEHUE HHCIEKTUPOBAHMS CYyOBEKTOB OOpalIeHHs JEKApPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TpPEOOBAHUSAM IMpaBWJI HaJUIekKaIled MPOU3BOJICTBEHHOM TMPAKTUKH, BblAaya
3aKJIIOYEHUH O COOTBETCTBMM IPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHMAM IPaBUJ HaAJexallen
HPOM3BOJICTBEHHOM MPAKTUKH;

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

8.2) ycTaHOBJIEHME TMOpAJKAa BEACHHUA M BEICHUE TIOCYJAapCTBEHHOI'O peecTpa 3aKIYeHHH O
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COOTBETCTBUM  MPOU3BOAUTENS]  JIEKAPCTBEHHBIX  CPEICTB  TpeOOBaHMUAM  MpPaBWI  HaAJeXalei
MPOU3BOJICTBEHHON MPAKTUKH;
(. 8.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D03)

9) rocynmapcTBeHHass pErHUCTpAIHs MPEAETbHBIX OTIYCKHBIX II€H MPOU3BOAMUTENICH HA JIEKApPCTBEHHBIC
npenapaTrbl, BKIFOYCHHBIC B IICPCUYCHDb ) KU3HCHHO HeO6XO}II/IMBIX A BaKHEUIIIMX JICKApCTBCHHBIX IIPCIIapaToB,
U BEJICHHE T'OCYJapCTBEHHOTO PEeecTpa MPENEeNbHBIX OTIYCKHBIX IIEH MPOM3BOAMTENCH Ha JIEKapCTBCHHBIC
Hpernaparsl, BKIIOYSHHBIE B IEpEUeHb KU3HEHHO HEOOXOIMMbIX M BKHEHIITNX JIEKApCTBEHHBIX IPETapaToB;
(B pen. denepanbroro 3akoHa ot 06.06.2019 N 134-03)

9.1) cormacoBaHue MPOEKTOB PEIICHUM OPraHoB HCIIOJHHUTEIBHOW BIacTH cyObekToB Poccuiickoii
®enepanyu 00 yCTAaHOBICHUH U (WJIM) U3MEHEHUHU MPEENIbHBIX pa3MEpPOB ONTOBBIX HaJ0ABOK U MpeAeIbHbIX
pa3MepoB PO3HUYHBIX HaA0aBOK K (DaKTHUYECKUM OTIYCKHBIM II€HAM, YCTaHOBJIEHHBIM IHPOU3BOIUTENSIMU
JEKapCTBEHHBIX IpernapaToB, Ha JICKapCTBEHHbIC IIpenaparbl, BKIIOUYEHHbIE B IEPEYEHb IKU3HEHHO
HEOOXOIMMBIX U Ba)KHEHIIINX JIEKapCTBEHHBIX IPenapaToB;

(m. 9.1 BBenen ®PenepanbHbM 3aKk0HOM OT 13.07.2015 N 241-D3)

10) BpI1aya, yCTaHOBJIEHHUE MOPSI/IKA BbIIaYM pa3pelIeHNs Ha BBO3 KOHKPETHOM MapTUH JIEKapCTBEHHOTO
cpeactsa B Poccuiickyro denepanuio;
(m. 10 B pen. ®enepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

10.1) BBIIa4a, yCTaHOBJICHHE TOPs/IKa BBIIAYU M (DOPMBI JOKYMEHTA, KOTOPBIM MOATBEPKIAET, UTO
MPOU3BOACTBO JIEKAPCTBEHHOT'O Ipenapara Jjisi MEJUIUHCKOTO MPUMEHEHHS] OCYLIECTBIEHO B COOTBETCTBUU C
TpeOOBaHUSAMU TMPaBWI HAJJIEKAIIEH MPOU3BOJCTBEHHONW MPAKTUKH WM YTO JICKAPCTBEHHBIM Tperapar ais
BETEPHHAPHOTO TMPHMEHEHUs JOMyIeH K oOpameHuto B Poccuiickoit ®exepanuu, © TOICKUT
MPEACTABICHUIO TI0 TPEOOBAHHUIO YIIOJTHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYIO BBO3UTCS JIEKApPCTBEHHBIN
npenapar;

(m. 10.1 BBemen ®DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3; B pea. denepaibHOrO0 3aKOHA OT
02.08.2019 N 297-®3)

10.2) BbImaya, yCTaHOBIIEHUE MOPSAKA BBIIAYHA U (DOPMBI JOKYMEHTA, COACPIKAIIETO CBEACHHS O CTaAUAX
TEXHOJIOTMUECKOT0 Mpoliecca MPOU3BOJACTBA JIEKAPCTBEHHOI'O CPEJACTBA Il MEIUIIMHCKOTO MPUMEHEHUS,
OCYIIECTBIISIEMBIX Ha TEPPUTOPUN EBpazniickoro 3KOHOMHUYECKOTO COI03a;

(m. 10.2 BBemen ®denepanbHbIM 3aKk0oHOM OT 22.12.2014 N 429-03, B pea. denepalbHOTO 3aKOHA OT
13.07.2015 N 241-®3)

11) coznaHue cOBETOB MO BOIIPOCAM, CBS3aHHBIM C OOpaIeHNEM JIEKapCTBEHHBIX CPE/CTB;
12) aTTecranus u cepTU(UKaLUs CIEIUAINUCTOB;
13) yrpatun cuiy ¢ 1 centsiops 2013 roxa. - @enepanbubiii 3akon ot 02.07.2013 N 185-D3;

14) ocymiecTBnenue hapMakoHaI30pa;
(n. 14 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

15) yyactue B MeXIyHapOJAHOM COTPYIHHUYECTBE;

16) momydeHue Mo 3ampocam YIMOJHOMOUYEHHOIo (hefiepalbHOrO OpraHa HMCIOJHUTEIbHOM BIACTH OT
OpPraHOB HCIIOJIHUTENIBHOW BJIacTH cyObekToB Poccuiickoit deneparuu, a Takke OT CyOBEKTOB OOpalieHus
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

JICKAPCTBCHHBIX CPEACTB JII MCIAUIIMHCKOIO ITPUMCHCHUS I/IH(i)OpMaI_[I/II/I 110 BOIIpOCaM YCTAHOBJICHUSA H
NPUMCHCHUSA IICH Ha JICKAPCTBCHHLIC MTPCIIapaThl U Ha;[6a1301< K HUM,

17) npumeHeHue Mep OTBETCTBEHHOCTH 3a HapylIeHUE 3aKoHoaTenbcTBa Poccuiickoit denepannu;

18) yrBepxaeHue mpaBuil Haajexalleld 1adopaTopHON MPAKTUKHU, MPAaBUI HaJUIeKaIled KIMHUYECKON
MPaKTHUKH, TPABWII HAJUIEKAIIEW MPOU3BOJCTBEHHON MTPAKTHUKH, MPAaBWI HAJUIEKAIIEH MMPAKTUKU XPAaHEHUS U
IIEpEeBO3KM JIEKAPCTBEHHBIX IIPENapaTroB, MpaBWJl HaJUIeKalleld AUCTPUOBIOTOPCKON MPaKTHKH, IPABUI
Ha/UIeKalleld anTeyHOM MpPaKTUKM, MpaBUI HaAJekalled MpakTUKU (papMaKoHaa30pa JIEKAPCTBEHHBIX
[IpenapaToB I MEJULUHCKOIO IPUMEHEHNS;

(n. 18 BBeneH denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

19) ycranoBnenue nopsinka (GpopMHUpOBaHMS PErHCTPAMOHHOTO JIOChE HA JIGKAPCTBEHHBIN Iperapar u
TpeOOBaHUIl K TOKYMEHTaM B €0 COCTAaBE;
(. 19 BBenen deaepanbHbIM 3ak0OHOM OT 22.12.2014 N 429-03)

20) yTBep)KIEeHHE MpaBWJ PAlMOHAIBLHOIO BBIOOpA HAMMEHOBAHUHM JIEKApPCTBEHHBIX MPENapaToB JUIs
MEIUIIMHCKOTO IPUMEHEHMS,
(. 20 BBeneH denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

21) yTBepkIeHUE MepevHsi HAMMEHOBaHUM JIEKapCTBEHHBIX (PopM;
(m. 21 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

22) yrpatun cuiy ¢ 1 mapra 2020 roxa. - @enepanbHblil 3akoH oT 27.12.2019 N 475-D3;

23) yTBepxkJeHHEe TpeOOBaHUI K MHCTPYKIMM IO MEAMLMHCKOMY TPUMEHEHUIO JIEKapCTBEHHBIX
MIPENapaToB U K UHCTPYKIUU IO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHBIX NIPENApaTOB;
(n. 23 BBeneH denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

24) npuHSTHE pEILICHUH, SBISAIOIIMXCS OCHOBAaHUSMHU Ul BKJIIOYEHMS] JOMEHHBIX MMEH U (Win)
yKazaTeJel CTpaHWIl CalTOB B HMH(POPMAIMOHHO-TEIICKOMMYHHMKAITMOHHOW cetn "WHTepHeT", a Takxke
CETEBBIX aPECOB B €IUHYIO aBTOMATH3UPOBAaHHYIO HH(OpMaLMOHHYIO cuctemy "EQuHbBIN peecTp JOMEHHBIX
UMEH, yKa3aTelel CTpaHull CaliTOB B MH(POPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOU ceTu "MHTepHeT" U ceTeBBIX
a/IpecoB, TO3BOJSIIOMUX MIACHTU(OUIUPOBATh CalWThl B HMH(OPMAIMOHHO-TEJICKOMMYHHUKALIMOHHOM CeTH
"UuTepHet", comeprkaiiue HHPOpMAIIIIO, pacpocTpaHeHue KoTopoii B Poccuiickoit deneparun 3amnpemnieHo",
B OTHOIIEHMH WH(OpMAIMH, COJEpXKalleld NpeasIoKeHHEe O pPO3HUYHOM TOPTOBJE JIEKapCTBEHHBIMHU
npernapaTamM, B TOM YHCJIE€ JUCTAaHIMOHHBIM CIIOCOOOM, PO3HMYHAs TOPrOBIJISI KOTOPHIMH OTpaHUYEHA MU
3ampenieHa B COOTBETCTBUU C HacTosimuM DenepalibHbIM 3aKOHOM, M (i) MHGOpMaluu, coaepxalien
OpeUIOKEHHE O PO3HUYHON TOProBlie JIEKAPCTBEHHBIMH TMIperapaTamMd, B TOM YHCJIE AUCTAHIIMOHHBIM
crocoOoM, JTUIAMHU, He UMEIOLIMMH JIMIEH3UH U pa3pelleHns] Ha OCYIIECTBICHHE TaKOH JIeSATeNbHOCTH, €CITU
MOJTyYCHHE JIMLEH3UU M Pa3pelIeHus] MPeayCMOTPEHO 3aKOHOAATEIBCTBOM 00 OOpalleHHH JeKapCTBEHHBIX
CPEJICTB;

(. 24 B pen. ®enepanpHoro 3akoHa oT 03.04.2020 N 105-D3)

25) Bblaya pas3pelieHuil Ha BBOJ B IPaXJaHCKHMH 000pOT MMMYHOOHOJOIMYECKHX JIEKapPCTBEHHBIX
IpenapaTos.
(1. 25 BBeneH DeaepanbHbIM 3aKk0HOM OT 28.11.2018 N 449-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

( T 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. ot U3.U%. " [Jlata coxpaHeHusi: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

Koncynwsrantllnroc: mpuMedanue.

Cr. 5.1 pacmpocTpaHsieTcss Ha I[OJHOMOYMS, KOTOpbIE HE NEPENaHbl JUIsl OCYIIECTBIEHUS OpraHam
roCyJJapCTBEHHON BiacTU cyObekToB P® M opraHam MeCTHOrO CaMOYIpPaBIEHHUS COOTBETCTBYIOLIUMHU
denepanbabiMu 3akoHamu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [llepepaya ocyuwecTBNeHUss MNONMHOMOYMK eaepanbHbIX OpraHoB
MCNOMIHUTENIbHOM  BfacTu nNpu  obpaweHUM fneKapCTBEHHbIX CpeacTB  opraHam
MCNONHUTENIbHOM BracTtn cyobekToB Poccunckon Pepepaumm

(BBeneHna denepanbHbM 3akoHOM OT 13.07.2015 N 233-03)

[TonHomoumst (enepanbHbIX OpPraHOB MCIOJIHUTENBHON BIACTH NpU OOpaleHUM JIEKAPCTBEHHBIX
CPENACTB, MPEIyCMOTPEHHbIE HACTOSIMM DenepanbHbIM 3aKOHOM, MOTYT NE€PEAABaThCS ISl OCYLIECTBICHUS
OpraHaM HCIIOJHUTEIbHOU BiacTu cyOBnekToB Poccuiickoit denepanuu nocranoBiaeHusMu IlpaBurenscTBa
Poccuiickoit ®@enepauuu B mopsaake, ycTaHoBieHHOM dDenepanbHbIM 3aKOHOM OT 6 okTs0ps 1999 roga N
184-®3 "OO6 oOIMX MPUHIUIIAX OPTaHHU3AIMH 3aKOHOAATEIBHBIX (TPEICTABUTEIBHBIX) U UCTIOTHUTEIHHBIX
OpraHOB TOCYapCTBEHHOM BllacTh cyobekToB Poccuiickoit denepanuu'.

Cratba 6. lMonHoMouus opraHoB WCMONMHUTENbLHOW BracTu cyb6bekta Poccumnckomn
®denepauumu npu obpaLieHMn neKapcTBEHHbIX CPeaAcTB

K nosHoMounsiM opraHoB UCTIOJHUTENIBHON BIAacTH cyObekTa Poccuiickoit denepannu npu odpaiieHuu
JIEKapCTBEHHBIX CPEICTB OTHOCSTCS:

1) pa3zpaboTka M peanuzalus PErHOHAIBHBIX IMPOTrPaMM OOECIIEUEHUs] HACEJICHUs JIEKapCTBEHHBIMU
Ipenaparamy;

2) ycTaHOBJEHHME NpEIENbHBIX pa3MEpOB ONTOBBIX HaJ0ABOK W MpEAEIbHBIX Pa3MEpOB PO3HUUYHBIX
Haj0aBOK K (AKTUYECKHMM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM INPOU3BOJAUTEISIMU JIEKAPCTBEHHBIX
MpernapaTroB, Ha JIEKAPCTBEHHBIE IIpenapaThl, BKIIOYEHHbIE B IEpeueHb KU3HEHHO HEOOXOAUMBIX U
BAKHEUIINX JICKAPCTBEHHBIX IIPENIapaTOB;

3) oOCyUIeCTBIIEHHE PETUOHAJIBLHOIO TOCYJAapCTBEHHOTO KOHTPOJIA 3a INPUMEHEHUEM IIeH Ha
JIeKapCTBEHHbIE IMpenapaThl, BKIIOUYEHHbIE B IE€peueHb JKU3HEHHO HEOOXOMUMBIX U  BaKHEHIIHNX
JIEKapCTBEHHBIX MPENapaToB, OPraHU3alusIMU ONTOBOM TOPTOBJIH JIEKAPCTBEHHBIMHU CPEICTBAMU, allT€YHBIMU
OpraHM3alUsIMH, WHIUBUAYATbHBIMU MPEANPUHAMATEISIMH, UMEIOIINMH JTUICH3UIO0 Ha (apMaleBTUYECKYIO
NEeSATeNbHOCTh, MEIUIWHCKUMU  OpTaHWU3alUsIMH, WMCIOIIMMU JUIEH3WI0 Ha  (apMaleBTHYECKYIO
NesITeIbHOCTh, M WX O0OCOOJEHHBIMH  TOApa3fAeieHUAMU (aMOynaTOpHsIMH, (QETbAIEPCKUMU U
(dhenpamepcKo-akymepckKUMi  ITyHKTaMU, I[eHTpaMH (OTIAEICHUSMHU) o0O0med BpayeOHOW (CeMEHOMN)
MPaKTUKHU), PACIOJIOKEHHBIMH B CEJIbCKMX HACEJICHHBIX IYHKTAaX, B KOTOPBIX OTCYTCTBYIOT anTe€4YHbIE
OpraHH3allNy;

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

4) npuHsATHE pemeHust 00 UCIOIb30BaHUN Ha TeppuTOopuu cyobekTa Poccuiickoit denepanun Hapsay ¢
peuenTaMM Ha JIEKapCTBEHHbIE IpenapaTsl, O(QOPMJICHHBIMM Ha OyMa)KHOM HOCHTENE, DELENTOB Ha
JIeKapCTBEHHBIE Mpenapathl, COPMUPOBAHHBIX B (POPME 3IEKTPOHHBIX TOKYMEHTOB.

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

maea 3. TOCYOAPCTBEHHAA ®APMAKOIEA

www.consultant.ru Crpanuua 15wu3 131
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
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

CraTtba 7. PaspaboTtka n nsgaHme rocygapctBeHHon cpapmakonen, pasmelleHne AaHHbIX
O HeWn

1. Tlom rocymapcTBeHHOH (apmakomneeil MoOHUMAaeTcs CBOJA OOMMX (apMaKOIEWHBIX CTaTed |
(hapMaKOIICHHBIX CTATEH.

2. Pazpaborka o0mux dapmakonelHbIX cTaTeli W (papMaKONEHHBIX CTaTe, B TOM 4YHUCIE
(apmakomneiHbIX cTaTeil Ha dapMakornelHble cTaHAapTHRIE 00paslibl, U BKIIOYEHHE UX B FOCYAAPCTBEHHYIO
(hapMaKomer OCYIIECTBISIOTCS B TOPSAKE, YCTAaHOBIEHHOM YIIOJIHOMOYEHHBIM (erepalbHbIM OpPraHOM
HCTOJIHUTEIBHOM BIACTH.

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

3. Pazpabotka ¢apmakoneiHoil ctaTbu Ha peepeHTHBIN JeKapCTBEHHBIN Mpenapar u BKIIOYEHUE €€ B
rOCYJapCTBEHHYIO ()apMakolerd B TEUEHHE CpoKa JEeHCTBHUSA 3alllUThl HCKIIOUUTEIBHOIO IIPaBa,
yIOCTOBEPEHHOI'0 MAaTEeHTOM Ha pe(epeHTHBIN JIeKapCTBEHHBIN MpenapaT, OCYLIECTBISIOTCS ¢ COTIacus ero
pa3paboTymka.

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

4. TocymapctBeHHass  (papmakomess H3IaeTCs  YMOJHOMOYEHHBIM  (pefiepalbHBIM  OPraHOM
WCTIOJTHUTEIBHON BIIACTH 32 CUET CPEACTB (heAepaTbHOro OIOKEeTa 1 MOUICKNT Nepeu3IaHusAM HE Pexe dyeM
OJIMH pa3 B IATH JIET, B MEPUO MEKAYy KOTOPHIMHU H3/AIOTCS MPUIOKEHHS K TOCYJapCTBEHHOH (apmakoree,
copepkamie oOmue (apMakomneiinple craThi W (WIH) (apMakoNeWHbIe CTaThH, YTBEP)KACHHBIE MOCIe
W3aHKS WIK TIepen3aHus TOCYAapCTBEHHON (hapMaKoIeH.

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

Maea 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Cratba 8. JluueH3upoBaHMEe MNPOU3BOACTBA  JIEKapPCTBEHHbIX CpPeaAcTB MU
c¢hapmaLeBTUYECKOUN AEeATENBHOCTH

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

2. OOs3aTeNbHBIM YCIIOBHEM NPEAOCTABICHHS JIMLIEH3UN Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB
SIBIISIETCS TIPUJIOKEHUE K 3asIBIICHUIO COMCKATEINS JIMICH3UH TIePEYHs JIEKapCTBEHHBIX (OpPM U (M) BUIOB
(hapmaleBTHUECKUX CyOCTaHLIUN, KOTOPbIE IPOU3BOAUTEND JIEKAPCTBEHHBIX CPEJCTB HAMEPEH MPOU3BOIUTD.

3. B ciaydyae HE0OXOIMMOCTH pACIIMPEHHs HPOU3BOJCTBA JEKAPCTBEHHBIX CPEICTB 3a CUET HOBBIX
JEKapCTBEHHBIX ()OPM U BUAOB (apMaleBTHYECKUX CyOCTaHIMI MPOM3BOAMTENH JIEKAPCTBEHHBIX CPEICTB
JIOJKEH 1epeo(OpMUTD JIMIIEH3UIO Ha TPOU3BO/ICTBO JIEKAPCTBEHHBIX CPECTB.

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

Koncynprantllimroc: nmpuMedaHue.
C 29.12.2020 ct. 8 monomusiercs 4. 4 (O3 o1 27.12.2019 N 481-D3).
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

Kouncynpsraurtlloroc: mpuMeuanue.
C 29.12.2020 mannsblit nokymeHt gononnsercs cT. 8.1 (O3 ot 27.12.2019 N 481-D3).

CratbAa 9. N'ocynapcTBeHHbIN KOHTponb (Haa3op) B ccepe obOpalleHUst nekapcTBEeHHbIX
cpencrts
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

1. T'ocynapcTBeHHBIN KOHTPOJIb (HaI30p) B cdepe oOpalleHus JEKapCTBEHHBIX CPEJICTB BKIIOYACT B
ceos:

1) JAMUIEH3MOHHBIM KOHTPOJIb B cdepe NPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB U B  cdepe
(apMareBTHYECKON EATEIIbHOCTH;

2) denepanbHBI rOCy1apCTBEHHBIN HAaI30p B chepe oOpaleHus JIeKapCTBEHHBIX CPE/CTB;

3) BEIOOPOYHBII KOHTPOJIb Ka4eCTBa JIEKAPCTBEHHBIX CPENICTB.
(. 3 BBenen denepasibHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

2. JluueH3WOHHBIH KOHTPOJL B cepe MPOU3BOACTBA JEKApPCTBEHHBIX CPEACTB M B  cepe
(dapMalieBTHUECKON  EATENBHOCTH  OCYLIECTBIAETCS  YMOJIHOMOUYEHHBIMH  (efepaibHbIM  OpPraHOM
WCTIOJHUTEJIHOM BIIACTH M OPraHaMM MCIOJIHUTENBbHOM BiacTu cyOBbekToB Poccuiickoit denepannu coriacHo
UX KOMIIETEHIIMU B MOpPSAJKE, yCTaHOBIEHHOM DenepalibHbIM 3aKOoHOM OT 26 aexadps 2008 roma N 294-®3
"O 3ammre nOpaB IOPUAMYECKUX JIML M WHIUBUAYAJIbHBIX MpEANpPUHUMATENEH MpU OCYILECTBICHUH
TOCYJapCTBEHHOTO KOHTpOJsl (Haa30pa) M MYHHUIIMIIAILHOTO KOHTPONS', C YyYeTOM OCOOCHHOCTEH
OpraHu3allMi M TMPOBEACHUS MPOBEPOK, yCTaHOBIEHHbIX DenepaibHbiM 3akoHOM OT 4 mas 2011 roga N
99-®3 "O auueH3upOBaHUU OTAEIbHBIX BUAOB JI€ATEIBHOCTH".

3. @enepanbHbli TrOCYNapCTBEHHBI Hag30p B cdepe oOOpalleHusi JIEKAPCTBEHHBIX CPEICTB
OCYILIECTBIISICTCS] YIIOJIHOMOYEHHBIMU (pe/iepaIbHBIMA OpraHAaMHU HCIOJHHUTENBHOW BIAacTH (Jajiee - OpraHbl
roCy/JapCTBEHHOI'O0 HAJ30pa) COrJacHO HX KOMIETEHLMU B TMOpsjKe, ycTaHOBJIeHHOM IIpaBuTenbcTBOM
Poccuiickoit deneparumn.

4. denepanbHBI TOCYIAPCTBEHHBIN HAI30p B cdepe oOpallleHus JCKapCTBEHHBIX CPEJICTB BKIIIOYACT B
ce0d:

1) opraHuzanuio W TMPOBEICHHE MPOBEPOK COOMIOACHHUS CYObEKTaMH OOpalleHHs JIEKApCTBEHHBIX
CPEICTB YCTAaHOBIICHHBIX HAacTOAIMM DenepaJbHbIM 3aKOHOM M IPUHATBIMA B COOTBETCTBUU C HUM HMHBIMU
HOPMAaTUBHBIMU NPaBOBBIMU akTaMu Poccuiickoii @eneparu TpeOoBaHUM K JOKIMHUYECKUM HCCIIET0BaHUAM
JCKapCTBEHHBIX CPEACTB, KIWHUYECKMM HCCICNOBAaHUAM JIEKAPCTBEHHBIX IIPENApaToB, XPaHEHHUIO,
nepeBo3ke, BBo3y B Poccuiickyro denepanuto, OTIIyCKy, pealu3aluy JEKapCTBEHHBIX CPEICTB, IPUMEHEHHIO
JIEKapCTBEHHBIX IPENapaToB, YHUYTO)KEHHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBJICHHIO IPOW3BOIUTEISIMU
JICKapCTBEHHBIX IIPENApaToB LIEH Ha JICKAPCTBEHHBIC IIpenaparbl, BKIIOYEHHBIE B IIEPEYCHb KU3HEHHO
HEOOXOIMMBIX M BaXXHEWIIHMX JICKAPCTBEHHBIX IPEMapaToB, a TaKXKe COONIONEHHS YIOJIHOMOYEHHBIMU
OpraHaMM UCIHOJHUTENbHOM BiacTH cyOwbekToB Poccuiickoii ®enepanuu METOAMKH YCTaHOBJICHUS
IIPEJENIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK U IPEJEIIbHBIX Pa3MEPOB PO3HUYHBIX HaA0aBOK K (PaKTHYECKUM
OTIIyCKHBIM II€HAM, YCTaHOBJEHHBIM IPOU3BOIUTENSAMM JIEKAPCTBEHHBIX IIPENapaToB, HA JIEKAPCTBEHHBIE
npenapaThl, BKJIIOUYEHHbIE B NEepeUYeHb KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX JIEKapCTBEHHBIX MPENapaToB
(manee - o0s3aTenbHBIC TPEOOBAHMS);
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(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

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

2.1) mpoBefieHHE KOHTPOJBHBIX 3aKYMOK B IENISAX IPOBEPKH COONOJCHHS CyOBeKTaMH OOpamieHHs
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOMIMMU PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU Mpenaparamu s
MEIUIUHCKOI0 NPUMEHEHUS, TPABUII OTITYCKa JIEKAPCTBEHHBIX IIPENapaToB JUIl MEIULMHCKOIO MPUMEHEHUS
U (unm) 3anpera NpoJaxu (PambCHUPUUUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEA0OpPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CPEACTB M KOHTPa(haKTHBIX JICKAPCTBEHHBIX CPECTB;

(m. 2.1 BBenen denepanbHpiM 3aKk0HOM OT 27.12.2018 N 511-D3)

2.2) mpoBeZieHWE KOHTPOJBHBIX 3aKYMOK B IEJISIX INPOBEPKH COONOJCHHS CyOBeKTaMH OOpamieHHs
JICKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOIMIMMU PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU Mpenaparamu s
BETEPUHAPHOI'O NPUMEHEHMs], MpaBWJl HaJJIeXalled anTe4yHOW NpaKTHUKU JIEKAPCTBEHHBIX IPENaparoB s
BETEpUHAPHOI'O NMPUMEHEHUs U (WIK) 3ampera MpoAaXku (anbcu(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB,
HEe100pOKAaYECTBEHHBIX JICKAPCTBEHHBIX CPEJCTB U KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPE/ICTB;

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

3) opraHu3aIio U MpoBeAeHUE papMaKoHaI30pa;

4) mpuMeHeHHE B TOps/IKEe, YCTaHOBJIEHHOM 3akoHoAaTenbcTBOM Poccuiickoit ®denepauuu, mep 1o
IPECCUEHUIO BBISBICHHBIX HapyIICHUH 00s3aTeIbHbIX TPEOOBAaHUM M (MJIM) YCTPAHEHUIO MOCIEACTBUNA TaKUX
HapyLIEeHUH, B TOM YHCJIe IPUHATHE PEIISHUs O HaX0XKJICHUH JIEKapCTBEHHBIX CPEICTB B 0OpallleH!H, BbIady
npeanucaHuii 00 yCTpaHEHUHW BBISBICHHBIX HapyLIeHUH 0O0sS3aTeNbHBIX TpeOOBaHMN M TPHUBICYEHUE K
OTBETCTBEHHOCTH JIUI], COBEPIUIMBUINX TaKUE€ HAPYIIECHUS.

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

5. @epgepanbHbIi TOCYNAapCTBEHHBbIM HaA30p B cdepe oOpalieHus JEKapCTBEHHBIX CPEICTB
OCYIIECTBIISICTCS B TIOpsZIKE, ycTaHOBICHHOM DenepanbHbiM 3akoHOM OT 26 nexadps 2008 roga N 294-d3 "O
3alIMTe MpaB IOPUAMYECKUX JIMII M HMHAMBUIYaJbHBIX IpeIlpUHUMATENed TMpH OCYLIECTBICHUU
TOCYJapCTBEHHOTO KOHTpOJIi (Hajg3opa) W MYHHIMIIAIBHOTO KOHTpOJNA", C Yy4eTOM OCOOEHHOCTEH,
YCTaHOBJICHHBIX HACTOALIEH cTartbel. lIpenBapurenbHOE cOrIacoBaHWE C OpPraHaMM IIPOKYpaTypbl CPOKOB
MIPOBEJICHUSI BHEIJIAHOBOM TIpPOBEPKH CYOBEKTOB OOpallleHus JIEKapCTBEHHBIX CpPEICTB, a TaKke
MpeIBApUTENIbHOE YBEAOMJICHHE IOPUAMYECKUX JIUI, WHIAUBUAYAIbHBIX MpeIlpUHUMATENIe o Havaie
IPOBEIEHUs ITON NMPOBEpKHU He Tpebyercs. OpraHbl MPOKypaTypbl U3BEILIAIOTCS O MPOBEAEHUN BHEIUIAHOBOM
NPOBEPKU CyOBEKTOB OOpallleHHs JIEKAPCTBEHHBIX CPEACTB IMOCPEACTBOM HAIPABICHHUS COOTBETCTBYIOIIMX
JIOKYMEHTOB B TE€UEHHE TpeX pabouyux JHEH C MOMEHTa OKOHUYAHHs IMPOBEJCHUS yKa3aHHON BHEIIAHOBOU
IIPOBEPKHU.

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

6. JloKHOCTHBIE JMIIa OpraHa TOCYJapCTBEHHOTO Haa30pa B TOPSAIKE, YCTAaHOBJICHHOM
3aKoHoJaTeNbCcTBOM Poccuiickoi denepannu, UMEIOT MPaBo:

1) mojiydyaTb Ha OCHOBAHWH MOTHBHUPOBAHHBIX ITHCbMCHHBIX 3aIllpOCOB OT Cy6’beKTOB O6paH_IeHI/I$I
JICKAPCTBCHHBIX CPCACTB, OPraHOB HCIIOJIHUTEILHON BJIAaCTU CY6T>€KTOB Poccuiickoit Gbeuepaulxm U OpraHOB
MCCTHOI'O CaMOYIIpPaBJICHUA NOKYMCHTHI 1 I/IH(bOpMaL[I/IIO 110 BOIIpoCamM 06pau1eH1/151 JICKApCTBCHHBIX CPCACTB,

2) OecHnpemsaTCTBEHHO TI0 TMPEIbSBICHUH CIYKEOHOTO yJOCTOBEpEHHS M KONMWU TpUKasa
(pacnopskeHHs) OpraHa TrocyAapCTBEHHOTO Ha/a30pa O Ha3HAUYEHHWU IPOBEPKHU IOCEHIATh HCIOJIb3yeMbIe
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IOPUINYECKUMU JIUIIAMU, UHIUBUYAJIbHBIMU MPEIIPUHUMATEISIMY, SBISIOMUMUCA CyObeKTaMu 0OpalieHus
JIEKapCTBEHHBIX CPEICTB, IPU OCYILECTBICHUM CBOEH IECATEIBHOCTH TEPPUTOPUH, 3aHUSA, IOMEILUCHUS U
COOpY’KEHHMs B LIEJISIX IPOBEACHUSA MEPOIIPUATHN 110 KOHTPOJIIO;

3) npoBoaHUTH OTOOpP OOPA3IOB JIEKAPCTBEHHBIX CPEJCTB, NPETHA3HAYCHHBIX IS peau3alud |1
peann3yeMbIX CyObeKTaMU OOpalleHus JIEKAPCTBEHHBIX CPENICTB, ISl TMPOBEPKH MX Ka4eCTBa, MPOBEICHUS
UCCIIC/IOBAaHH, WCIBITAHUA B COOTBETCTBHHM C MpaBWJIAMH OTOOpa 00pasloB, YCTaHOBJICHHBIMHU
YIIOJIHOMOYEHHBIM (he/IepalibHbIM OPraHOM HCIIOJIHUTEILHON BJIACTH;

3.1) npoBOANUTH KOHTPOJIBHBIE 3aKYIKU JIEKAPCTBEHHBIX MPENapaToB JUIsi MEIUIIMHCKOTO MPUMEHEHHS B
LEeNAX TPOBEPKU COONMOJCHHUA CyOBEKTaMH OOpAalIeHUsl JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIONIMMU
PO3HHYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU MpENapaTamMu JIsl MEIUIIMHCKOTO NMPUMEHEHHs, MPaBUJ OTIyCKa
JCKapCTBEHHBIX  TIpenapaToB I MEOUIIMHCKOTO TNpUMEHEHWs ©  (WiIM) 3ampera  MpOJaxd
¢banpcuUIMPOBaHHBIX JICKAPCTBEHHBIX CPEACTB, HEIOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB U
KOHTpa(aKTHBIX JIECKAPCTBEHHBIX CPEJICTB;

(m. 3.1 BBenen PenepanbHbIM 3aK0OHOM OT 27.12.2018 N 511-D3)

3.2) mpoBOUTH KOHTPOJIBHBIEC 3aKYNKH JIEKAPCTBEHHBIX MPEMapaToB il BETEPUHAPHOTO MPUMEHEHUS B
HENAX TIPOBEPKH COONOJCHHS CyOBEKTaMH OOpalIeHUsl JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIONIMMU
PO3HHYHYIO TOPTOBIIIO JICKAPCTBCHHBIMH TperapaTaMH Uil BETCPUHAPHOTO TPUMEHEHHUS, TPaBUII
HaJUIeKaIled anTedyHOW MPaKTHKH JICKApCTBEHHBIX IMPENapaToB JJIS BETEPUHAPHOTO NPUMEHEHHS W (WIIH)
3ampeTa npojaxu (hanbCUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEeZCTB U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

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

4) BbImaBaTh CyOBEKTaM OOpalleHHs] JIEKapCTBEHHBIX CPEJICTB MPEANHCAHUS O MpeKpalleHUuu
HapyluleHUi o00s3aTeNbHbIX TpeOOBaHMNH U 00 YCTpaHEHHM BBISABICHHBIX HapyIICHUH 00s3aTelbHbBIX
TpeOOBaHMIA;

5) HAMpaBJIsITb B YINOJIHOMOUYCHHBIC OpraHbl MaTCpuajibl, CBA3dAHHBIC C HAPYIICHHUAMHU 00s13aTEIbHBIX
TpeGOBaHHﬁ, JJId pCUICHU BOIIPOCOB O B036Y)KI[6HI/II/I YTOJIOBHBIX ACII IO ITPU3HAKAM HpCCTYHHeHHﬁ.

7. BbIOOpPOYHBINI KOHTPOJIb KAauyecTBa JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIISIETCS YIOJIHOMOYEHHBIM
(beneparTbHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH B YCTAHOBICHHOM MM TIOPSIIKE U BKITFOUAET B CeO5:

1) oOpaboTky cBefeHUH, B 00s3aTEIHPHOM TOPSAJIKE MPEAOCTABIAEMBIX CyObEKTaMU OOpaIleHUs
JIEKapCTBEHHBIX CPEJICTB, O CEPUSX, MAPTUSX JIEKAPCTBEHHBIX CPEJICTB, MOCTYMAIOIINUX B TPaXXIaHCKUNA 000pOT
B Poccuiickoit denepanuy;

2) oTO0p 00pa3IoB JIEKaPCTBEHHBIX CPEICTB Y CYOBEKTOB 00pallleHHs JIEKaPCTBEHHBIX CPE/ICTB B IIETSAX
MIPOBEICHUS UCIIBITAHUN HA WX COOTBETCTBHE TPEOOBAHHUSIM HOPMAaTUBHON JOKYMEHTALIMU WJIM HOPMATHBHBIX
JIOKYMEHTOB;

3) mpuHATHE MO pe3yJbTaTaM MPOBEACHHBIX MCIBITAHUM pEIHIeHHs O JaJbHEHIIeM TIpakJaHCKOM
000pOoTe COOTBETCTBYIOLIETO JEKAPCTBEHHOT'O CPEJICTBA;

4) MPUHATHEC YIIOJTHOMOYCHHBIM (I)C,HepaHBHHM OpraHomM HUCITOJTHUTEILHOM BIACTH pelmicHus 0 NepeBOAC
JICKAPCTBCHHOT'O CpCACTBA Ha HOCGprIHBIfI BBI60p0‘-IHBII71 KOHTPOJIb Ka4YC€CTBa JICKAPCTBCHHBIX CPCIACTB B
CJIydac TIIOBTOPHOI'O BLBIABICHUA HCCOOTBCTCTBUA KaA4YCCTBAa JICKAPCTBCHHOI'O CpCACTBAa YCTAHOBJICHHBIM
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TpeOoBaHUAM U (IIPU HEOOXOIMMOCTH) O MIPOBEPKE CyObeKTa 0OpalleHUs JIeKapCTBEHHBIX cpelicTB. Pacxobl,
CBSI3aHHBIC C TPOBEJCHHEM IIOCEPUIHOTO BHIOOPOYHOIO KOHTPOJIS KadyecTBa JICKAPCTBEHHBIX CPEJCTB,
OIUTAaYMBAIOTCS  IPOU3BOAUTEIEM JICKAPCTBEHHOTO CpeicTBa MO0 JepXKaresieM WM  BIaJelblEeM
PETUCTPALIIOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO ITpenapara.

(uactp 7 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Mnaea 5. PASPABOTKA, AOKITMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCITEOOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB A5 BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. PazpaboTka nekapcTBeHHbIX CPeAcTB

1. Pa3paboTka JleKapCTBEHHBIX CPEICTB BKIIIOYAET B Ce0s MOMCK HOBBIX (hapMaKOJIOTUYECKH aKTUBHBIX
BEIIIECTB, MOCIEAYIOIIee U3YUeHNE UX JIEKAPCTBEHHBIX CBOMCTB, OKIMHUYECKHE HCCIEIOBAHUs, pa3paboTKy
TEXHOJIOTUH MPOM3BOJCTBA (hapMaleBTHUECKUX CyOCTaHIMH, pa3pabOTKy COCTaBOB M TEXHOJIOTHH
MIPOU3BOJICTBA JIEKAPCTBEHHBIX MPETIapaTOB.

2. ®uHaHCOBOE OOecneueHne pa3padOTKU JIGKAPCTBEHHBIX CPENICTB OCYIIECTBISETCS 3a CUET:
1) cpeacTB denepaibHOTO OFOJIKETA;
2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) cpencTB MPOW3BOAUTENEH JIEKAPCTBEHHBIX CPEJICTB MPHU BBHIMOIHECHUH HAYYHO-HCCIEIOBATEIBCKUX
paboT Mo JOroBOPY MEXAY pa3paOOTUMKOM JIEKAPCTBEHHBIX CPEACTB U MPOU3BOAUTENIEM JIEKAPCTBEHHBIX
CPEJICTB;

4) UHBIX HE 3aIPEIICHHBIX 3aKOHOAATeIbCTBOM Poccuiickoit deneparini HCTOYHUKOB.
3. [IpaBa pa3zpaboTurka JIeKapCTBEHHOTO CPEJICTBA OXPAHSIOTCS TPAXKIAHCKUM 3aKOHOIATEIbCTBOM.

Cratba 11. [JoknuHu4Yyeckoe wuccrnefoBaHUe JIeKapCTBEHHOro cpeacTtBa  Ans
MeAULMHCKOro NpMMeHeHuns

1. JIOK.]'H/IHI/I‘IeCKOG HCCIICOOBAHUEC JICKAPCTBCHHOI'0 CpEeACTBa I MCAUIOHUHCKOI0 IIPUMCHCHUA
IIPOBOAUTCA IIYTEM MNPHUMEHCHHUA HAY4YHBIX MCETOJO0B OLOCHOK B MECIAX IIOJIYUYCHHSA JOKa3aTCJIbCTB
6C3OHaCHOCTI/I, KadycCTBa U 3(1)(1)6KTI/IBHOCTI/I JICKApCTBCHHOT'O CpCACTBA.

2. JIOKIMHUYECKOE MHCCIEJOBAHUE JIEKAPCTBEHHOTO CPEACTBA JUIsI MEIMLUMUHCKOTO TNPUMEHEHHS
MPOBOJUTCS B COOTBETCTBMM C TIPAaBWIAMHU HaJJexamield 1a00opaTOpHON NpPaKTUKH, YTBEPKICHHBIMU
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTENbHON BIIACTH.

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

3. Jlns opraHM3alyM M TIPOBEACHHS JOKIMHUYECKOTO HCCIICTOBAHUS JIEKaPCTBEHHOTO CPEICTBA IS
MEIUIMHCKOTO  TNPHMEHEHUS  pa3pabOTYMKHM  JIEKApCTBEHHBIX  CPEACTB  MOTYT  TIPHBIEKAaTh
Hay4YHO-HMCCJIEIOBATEIbCKHE OpraHM3alud, o0pa3oBaTeibHble OpraHU3allMyd BBICIIET0 O00pa30BaHMA,
UMEIOIIME HEOOXOIMMYI0 MAaTepUATbHO-TEXHUYECKYI0 0azy M KBaIM(UUIMPOBAHHBIX CIEHUAINCTOB B
COOTBETCTBYIOIIEH 00JIACTH UCCIIEIOBAHUSL.

(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-03)
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4. I[OKJ'II/IHI/I‘IGCKoe HUCCIICAOBAHUC JICKAPCTBCHHOI'O CpEACTBa UL MCAUINHUHCKOIO IIPUMCHCHUS
OPpOBOAUTCA IO YTBCPKACHHOMY pa3pa60T‘-II/IKOM JICKAPCTBCHHOTO CpCACTBA IIAHY C BCACHUCM IPOTOKOJIA
9TOro MUCCJICAOBAHUA U COCTABJICHHUCM OTYCTA, B KOTOPOM COACPIKATCA PE3YJIbTAThI 3TOT0 HCCICAOBAHUA U
3aKIIIOYCHHUE O BO3MOXHOCTH IMPOBCACHUA KIIMHUYCCKOI'O HCCICAOBAHUWA JICKAPCTBCHHOI'O IIpe€riapara JId
MCIUIUHCKOI'0 IPpUMCHCHUS.

5. IIpoBeneHne MpoBepOK COOIIOAEHUS IPAaBUI Hajajexallel Ja0opaTOpHON NPAaKTUKU U NPaBOBBIX
HOPM HCIIOJIb30BaHUs KUBOTHBIX IPU NPOBEJCHUM NOKIMHUYECKUX HCCIIEJOBAHUN JIEKAPCTBEHHBIX CPEICTB
JUIS  MEIUIMHCKOTO  TPUMEHEHHUS  OCYLIECTBISETCS  YIMOJIHOMOYEHHBIM  (efepaJbHbIM  OpPraHoM
HCIIOJTHUTEIIBHON BIIACTH.

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

6. Pe3ynbraThl JOKIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOTO CpEICTBA JIsl MEIUIIMHCKOTO
IPUMEHEHHUS. MOTYT OBITh MPEJCTABICHBI B YIIOJIHOMOYEHHBIN (heiepaabHblii OpraH MCHOJHUTENIbHOMN BIIACTH
B YCTaHOBJICHHOM TMOPSAKE B IENSAX TOCYAapCTBEHHOM PErUCTpalliy JIEKapCTBEHHOTO Mpernapara.

Cratba 12. [loknnHu4yeckoe uccrnenoBaHue NeKapCTBEHHOro CpeacTBa U KIMHU4YecKoe
uccnepoBaHue fieKapCTBeHHOro npenapara ansi BeTepMHapHOro NnpMmeHeHus

1. ]_—[OKJ'II/IHI/ILICCKOG HUCCIICA0OBAHUE JICKAPCTBCHHOI'0 CpE€ACTBA JId BETCPUHAPHOIO IIPUMCHCHUA
IMPpOBOAUTCA IIYTEM NPHUMCEHCHUSA HAYYHBIX METOAOB OLOCHOK B IMCIAX TMOJYUYCHHUSA JOKa3aTCIILCTB
6C3OHaCHOCTI/I, Ka4yeCTBa U 3(1)(I)GKTI/IBHOCTI/I JICKApCTBCHHOT'O CPpCACTBA, B TOM YHCJIC OIPCACIICHUA CpOKa €Tro
BBIBCJACHUA H3 OpraHuiMa XKHUBOTHOIO, B MLCIAX obecneueHuss 0OE30MaCHOCTH npoaAyKuMu KHUBOTHOI'O
MPOUCXOKACHUA MOCIIC TPUMECHCHUS COOTBCTCTBYIOLICTO JICKAPCTBECHHOI'O ITpeI1apara.

2. HOKJ’IHHH‘-IGCKO@ HUCCIICAOBAHUE JICKAPCTBCHHOI'O CpEACTBA MW KIMHHYECKOC HMCCICIOBAHUC
JICKAPCTBCHHOI'0 IIpfriapara JId BCETCPHUHAPHOI0 IPHUMCHCHHA, HCCICIAOBAHUC OHMOSKBHBAJIEHTHOCTH
YKa3aHHOI'0 JICKAPCTBCHHOI'O IIpCllapaTa IIPOBOLATCA B COOTBETCTBUU C IIpaBUJIAMH, YTBCPIKICHHBIMH
YHOOJHOMOYCHHBIM (I)C)Iepa.HLHBIM OpraHomMm HCIIOJIHUTENLHOM BIACTH.

3. JIOKJIMHUYECKOE HCCJIEIOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHUYECKOE HCCIEI0BAHUE
JEKapCTBEHHOI'O Ipemnapara JJis BETEPUHAPHOTO MPUMEHEHHUS MPOBOASATCS IO  YTBEP)KIECHHOMY
pa3paboOTYUKOM JIEKAPCTBEHHOI'O CPEACTBA IUIaHY C BEACHUEM IPOTOKOJIOB OTUX HCCIEAOBaHUN U
COCTaBJICHUEM OTUYETOB, B KOTOPBIX COAEPKATCA PE3yIbTaThl 3TUX HCCIIETOBAHUN.

4. Jlnd opraHuM3allMd ¥ TPOBENEHUS JOKIMHUYECKOIO HCCIENOBAHUS JIEKAPCTBEHHOIO CPENCTBA U
KJIMHUYECKOTO HCCIIeI0OBaHUs JIEKAPCTBEHHOTO Mpernaparta Uil BETepUHAPHOIO MPUMEHEHHUs pa3paboTyuK
JIEKapCTBEHHOI'O cpencrsa MOXET IIPUBJIEKATH OpraHu3aluy, UMEIOIIHE HEO00X0UMYIO
MaTepHAIbHO-TEXHUYECKYI0 0a3y W KBaJU(HUIMPOBAHHBIX CIICHUAIMCTOB B COOTBETCTBYIOUICH o00IacTu
HCCIIEI0OBaHUS.

5. Knuawndgeckue HCCIICAO0BAaHUA JICKAPCTBCHHBIX IIp€apaToB A BETCPUHAPHOTO IIPHUMCEHCHUA
IMPpOBOJATCA B  BCTCPUHAPHBIX OpraHuU3aludgX W B OpraHu3anusax, OCYLICCTBIIAIOINNUX Pa3BCACHUC,
BbIpallluBaHUC U COACPIKAHUC )KUBOTHBIX, B LICIIAX!

1) ycTaHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPENApaTOB 310POBbIMU KUBOTHBIMU;

2) nonbopa ONTUMAJIbHBIX J03MPOBOK JIEKAPCTBEHHBIX IPENapaToB U Kypca JIEYEHHs] Ha KOHKPETHOMN
rpyImIe >KUBOTHBIX C ONpeeIEHHBIM 3a00JIEBaHUEM;
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3) yctaHoBneHHs 6€30MacHOCTH U YPPEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara, mpeIHa3HadYeHHOTO JIIs
JICUYCHUsl OMPEEICHHBIX 3a00JIeBaHMI >KUBOTHBIX, WIH 3(()EKTHBHOCTH JEKApCTBEHHOTO IMpemapaTa s
npodunakTuku 3a00JIeBaHNN 3JOPOBBIX JKUBOTHBIX;

4) wu3ydyeHHs BO3MOXXHOCTEH pacHIMpeHHUsl T[OKa3aHUM K TNPUMEHEHHIO 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Tpernapara 1 BbISIBICHUS PaHEe HEU3BECTHBIX MOOOYHBIX JEHCTBUIMA.

6. Kimnnueckoe HCCICAOBAHUE JICKAPCTBCHHOI'O IIpfriapara [JIA BCETCPHHAPHOI'O0 IIPHUMCEHCHUA
OCYHICCTBJIACTCS 3a CHET CPEACTB p33pa60T‘II/IKa JICKAPCTBCHHOTI'O CPCACTBA.

7. OT4eTsl 0 pe3yspTaTax JOKIMHUYECKOTO MCCIIEN0BAHUS JIEKaPCTBEHHOTO CPEACTBA M KIMHUYECKOTO
WCCIIeIOBAHMS JIEKAPCTBEHHOIO Ipernapara JJisi BETePUHAPHOTO MPUMEHEHHS COCTABIISIOTCS pa3pabOTYHMKOM
JIEKapCTBEHHOI'O CPEJCTBA C YYETOM 3aKJIIOUEHUIH OpraHu3aluii, MPUHUMABIIMX Y4YacTHE B OpraHM3allH U
MIPOBEJICHUH 3TUX HCCIIETOBaHUM.

8. KOHTpOJ’II) 3a IPOBCACHUEM JOKIMHHUYCCKUX I/ICCJ'Ie,Z[OBaHI/II\/'I JICKAPCTBCHHBIX CPEACTB U KIIMHUYCCKUX
HCCIICIOBaHUM JICKApCTBCHHBIX IIpernapaTroB JJIA BCTCPUHAPHOT'O IMPUMCHCHUSL OCYHICCTBIISACTCA
YHOOJHOMOYCHHBIM (I)leepa.HLHBIM OpraHomMm HCIIOJIHUTENLHOH BIACTH.

aga 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHOWU PETMCTPALIUN
JNNEKAPCTBEHHbIX NMPEMAPATOB

Cratba 13. FlocyaapcTBeHHasi permcTpauus nekapcTBeHHbIX NnpenapaToB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynprantllntoc: npumeuanue.

JlomyckaeTcss NpUMEHEHHE B MEIMLIMHCKUX LEIAX HE 3aperucTpupoBaHHBIX B P® JjileKapCTBEHHBIX
MPENapaToB, COACPKALMX HAPKOTHUUYECKUE CPEACTBA MJIM MCUXOTPOIIHbIE BEIIECTBA, BBE3CHHBIX B PO B
cooTBeTCTBUH C 4. 3.1 cT. 47 manHoro nokymenta (1. 8 c¢t. 3 @3 ot 27.12.2019 N 475-D3).

1. B Poccuiickoit @enepannu JOMyCKalOTCs MPOU3BOJICTBO, U3TOTOBIICHUE, XPAaHEHHE, IEPEBO3KA, BBO3 B
Poccuiickyro @enepannio, BbIBO3 U3 Pocculickoit @enepauuu, pekiiama, OTIYCK, peanu3aius, Iepeaaya,
MIPUMEHEHUE, YHHUUTOKCHHUE JIEKAPCTBEHHBIX IMPENapaToB, €CIM OHHU 3apETUCTPHUPOBAHBI COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTENbHON BIIACTH.

(gactp 1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapCTBEHHOM perucTpanuy Moiexar:

1) Bce nekapcTBEHHBbIE Mpemaparbl, BIEpBble MOJUIeXKallMe BBOAY B oOpamienue B Poccuiickoit
denepauuy;

2) nexapCTBEHHbIE Ipenaparbl, 3aperUCTPUPOBAHHBIE paHee, HO IMPOU3BEIACHHbIE B APYTUX
JIEKapCTBEHHBIX ()OpMax B COOTBETCTBMM C TEpEeYHEM HAaWMEHOBAHHM JIEKapCTBEHHBIX (OpM, B HOBOH
JIO3UPOBKE MPH JI0KA3aTEIbCTBE €€ KIMHNYECKON 3HAYMMOCTH U 3(PPEeKTUBHOCTH;

3) HOBBIC KOM6I/IHaI_II/II/I 3apCrUCTPUPOBAHHBIX PAHCC JICKAPCTBCHHBIX ITPCIIAPATOB.

3. T'ocynapcTBeHHas perucrpanus JEKapCTBEHHBIX IIPENapaToB OCYIIECTBISETCS IO pe3yJibTaTaM
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9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEICTB, a TIOCYJapCTBEHHAas perucrpauus op(aHHBIX JEKapCTBEHHbIX
MIPENapaToB OCYLIECTBIIAETCS MO Pe3yJbTaTaM 3KCIEPTU3bl JOKYMEHTOB, ITPEICTABICHHBIX Ul ONPEEIICHUS
BO3MOXXHOCTH  paccMaTpuBaTh JIEKAPCTBEHHBIM I@pernapar Juisl MEIULUHCKOrO IPUMEHEHMSI IpU
OCYILECTBIIEHUH T'OCYJapCTBEHHOH PErUCTpali B KadyecTBE Op()aHHOIO JIEKAPCTBEHHOIO Ipenapara, U IO
pe3ynbTaTaM 3KCHEePTU3bI JIEKAPCTBEHHBIX CPECTB.

4. TocymapcTBEHHAsi perucTpainus JIEKapCTBEHHOTO Ipenapara OCYIIECTBISETCS COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (peiepallbHbIM OpPraHOM HCIIOJHUTENBHOW BJIACTH B CPOK, HE MPEBBIIIAIONIMIA CTa
MIECTUJICCATH paboynux MAHEH CcO JHS TPUHATHS COOTBETCTBYIOIIETO 3asBICHUS O TOCYAapCTBEHHOU
pEerHCTpalfy JICKAPCTBEHHOTO TMpermapaTta. B yKa3aHHBIH CpPOK BKIIIOYAETCS BpeMs, HEOOXoauMoe s
MOBTOPHOI'O MPOBEICHUS IKCIIEPTHU3bI JICKAPCTBEHHOTO CPEACTBA B COOTBETCTBUU CO CTAThEW 25 HACTOAIIETO
®enepanbHOro 3akoHa. CpoK TOCyJapCTBEHHOM PErucTpanyy JICKAPCTBEHHOTO Mpernapara UCYUCIAETCS CO
JHS TIPUHATHS COOTBETCTBYIOIIMM YIOJHOMOYCHHBIM (eiepabHbIM OpPraHOM HCIIOJTHUTEIIBHONW BIJIACTH
COOTBETCTBYIOIIETO 3asBJIIEHUS O TOCYJApCTBEHHON pEruCTpallMM JIEKAPCTBEHHOIO Ipemapara ¢
MPUJIOKEHUEM HEOOXOMUMBIX JOKYMEHTOB IO JCHb BBIJAYM PETUCTPAIIMOHHOTO  YAOCTOBEPEHUS
JICKapCTBEHHOTO TIperapaTta. Bpems, HeoOXomuMoe i HampaBJICHUs YIOJTHOMOYECHHBIM (eaepaabHbIM
OpPTaHOM HCITOJIHUTEIPHON BIIACTH 3allpoca O MPEJCTABICHUA HEOOXOJWMBIX MATEPHAIIOB U IMPEICTABICHUS
3asBUTEJIEM OTBETA Ha JJAHHBINM 3alPOC B COOTBETCTBUU CO cTaThsiMu 16, 19 u 23 Hacrosmero denepanibHOro
3aKOHA, HE YYUTHIBACTCS MIPU MCUUCICHUH CPOKA TOCYIApCTBEHHON PErucTpalyuy JeKapCTBEHHOTO IIpenapara.

5. T'ocynapCTBEHHOW perucTpalmu He OAJIEKAT:

1) nexapcTBeHHblE NpenapaThl, HW3TOTOBJICHHbIC AaNTEYHBIMH OPTraHU3AlMsIMH, BETEPUHAPHBIMU
aNTeYHbIMM OpTraHU3ALMSIMM, WHIUMBUIYAJbHBIMU IPEANPUHUMATENSMU, KOTOpPbIE HMEIOT JIMIIEH3UIO Ha
(apMareBTHYECKYI0 JIeATENbHOCTh, TI0 pelenTaM Ha JIeKapCTBEHHBIE TpenapaTsl W TpeOOBaHUSIM
MEJUIIMHCKUX OpraHu3aliii, BETepUHAPHBIX OPraHU3alHii;

2) nexkapCTBEHHbIE Mpenaparbl, IpuoOpeTeHHbIe (U3MUECKUMU JUIAaMH 3a mpeneinamu Poccuiickoit
®denepalyu U MpeIHa3HaAYEHHBIE JJIS1 TMYHOTO UCIIOJIb30BAHMUS;

3) JICKApPCTBCHHLBIC IIpCliapaThbl, BBO3UMBLIC B POCCHﬁCKym (I)CI[CpaL[I/IIO JJI1 OKa3aHUuA MCI[I/II_IHHCKOﬁ
oMo 10 JXU3HCHHBIM IIOKAa3aHUSAM KOHKPCTHOI'O IMAlMCHTA HAa OCHOBAHUU PA3PCIICHHA, BBIJAHHOI'O
YIOJIHOMOYCHHBIM Q)ez[epaanHM OopraHomMm HCIIOJIHUTEIHLHOM BJIACTH,

4) nexkapCTBEHHBIC CpeACTBa, BBO3UMbIE B Poccuiickyro denepanuio Ha OCHOBAaHWW BBIIAHHOTO
YIOJHOMOYEHHBIM (pe/iepabHBIM OPraHOM HMCIIOJHUTEIBHOW BJIACTU pa3pelieHUs U MpeAHa3HaueHHBIC IS
IPOBEJCHUS KIMHUYECKUX HCCIEAOBAHUN JIEKApPCTBEHHBIX MpemapaToB U (WJIM) MPOBEACHHS SKCIEPTU3HI
JICKApPCTBEHHBIX CPENICTB AJIsl OCYIIECTBICHUS TOCYIAPCTBEHHON perucTpaIiy JIeKapCTBEHHBIX IMPENapaToB;

5) dbapmaineBTHUECKHE CYOCTaHIINH;

6) pamuodapMaleBTHUECKUE JIEKAPCTBEHHBIE IMIpenaparbl, H3TOTOBJIEHHBIE HEMOCPEACTBEHHO B
MEIUIIMHCKUX OpTaHW3alsIX B TIOPSIKE, YCTAHOBJICHHOM YIIOJHOMOYEHHBIM (eepaqbHbIM OpraHOM
UCIIOJTHUTENIbHOM BJIaCTH;

7) JICKApCTBCHHBIC MPCIIaApaThI, IIPOU3BOAUMBIC JIS1 SKCIIOPTA.

6. He nonyckaercs rocy1apcTBEHHasi pErMCTpaLyst:
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1) JICKAPCTBCHHBIX IMPCIIApaTOB, OTINYAOINUXCA APYT OT Apyra Ka4€CTBECHHBIM COCTAaBOM HeﬁCTBYIOHIHX
BCIICCTB, IO OAUHAKOBBIM TOPIrOBbIM HAMMCHOBAHUCM;

2) OIHOTO JIEKAPCTBEHHOrO IIperapaTa, MPEICTAaBICHHOIO Ha TOCYIapCTBEHHYIO PETHCTPAIUi0 B
OTHOIICHWM OJHOTO ¥ TOTO JKE€ JepKaTelid WM BIAJENblla PETUCTPANMOHHOTO yIOCTOBEPEHUS
JICKapCTBEHHOTO IMperapara B BHJIC IBYX U 0oJiee JICKAPCTBEHHBIX MPEIapaToB MO PAa3IMIHBIMU TOPTOBBIMU
HaNMEHOBaHUAMH.

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

7. Tlo 3ampocy (B »iekTpoHHOW (opme wiu Ha OyMaXHOM HOCHUTENE) CyObeKTa oOpalieHus
JICKapPCTBEHHBIX CPEJICTB COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (eIepaIbHBIM OPTraHOM HCIIOJTHUTEIHHON
BJIACTH, OCYIIECTBIISIIOIIUM TOCYAAPCTBEHHYIO PErUCTPAIIMIO JIGKAPCTBEHHBIX MPENapaToB, B yCTAHOBICHHOM
UM TIOPSJIKE OCYIIECTBISETCA HAyYHOE KOHCYJIBTUPOBAHHE IO BOIPOCAM, CBS3aHHBIM C TIPOBEICHUEM
JNOKJIIMHUYECKUX HCCIICJIOBAHUM, KIMHUYECKUX HCCIICOBAHUM JIEKAPCTBEHHBIX IPENapaToB, AKCIEPTU3BI
KayecTBa JICKAPCTBEHHBIX CPeNCTB, 3(H(HEKTUBHOCTH U OE30MACHOCTH, C OCYIIECTBICHHEM TOCYJapCTBEHHOMN
perucTpanuy JEeKapCTBEHHBIX MpernapaToB. KOHCYJIbTHPOBAaHUE OCYIIECTBISIETCS C TMPUBICYCHUEM
(benepaabHBIX TOCYAAPCTBEHHBIX OIOJKETHBIX YUYPEKICHHUH, MOJBEIOMCTBCHHBIX JaHHOMY (henepaabHOMY
OpraHy WCIIOJIHHTEIHHOW BJIACTH M HE YYAaCTBYIOIIMX B OpPTaHHU3AIMH IMPOBEICHUS SKCIIEPTU3bI KauyecTBa
JIEKAPCTBEHHBIX CPEJICTB B IEJSIX OCYIIECTBJICHHUS UX TOCYJAPCTBEHHON PETHCTPAllUd B COOTBETCTBUU CO
ctatbeil 16 Hacrosimero denepanbHOro 3akoHa, B BUIE OTBETAa B MHUCHMEHHOH (opMe YIMOTHOMOUYEHHOTO
(denepanbHOrO OpraHa HCIOJHUTENBHOW BJIAcTM Ha 3ampoc. PasMep B3uMaeMoil ¢ 3asBUTENs IUIAaThI
OTpeseNisieTcsi B COOTBETCTBMM C 3aKoHOAATenbcTBOM Poccuiickoit ®Denepanmu 00 opraHU3anuu
MIPEIOCTABJICHUS TOCYJAPCTBEHHBIX M MYHHIIMITAILHBIX yCiIyr. MHpopMarus 00 OCyIIeCTBICHUH HAYYHOTO
KOHCYJIbTUPOBAHUS, B TOM YHCIE CTaThHW, O030pBI, CIPAaBOYHBIC MaTepHABI M HWHas HWHPopMmarus o0
OCYIIECTBIICHUH HAyYHOTO KOHCYJIHTHPOBAHUS, pa3MemiaeTcss Ha OQHUIIMAILHOM CalTe YIMOJITHOMOYEHHOTO
(dbenepasibHOrO oOpraHa HWCIOJHUTENBHOM BJIacTH B ceTd "MHTepHeT" C COONIOACHHEM OrpaHUYEHUH,
YCTaHOBJICHHBIX 3aKOHOJATEIILCTBOM O MEPCOHANBHBIX IJAHHBIX, KOMMEpPYECKOW W (WJIM) TOCyAapCTBEHHON
TaifHe.

8. TocymapcTBeHHass perucTpauus JIEKapCTBEHHBIX IIpeNapaToB, KOTOpbIE INpEJHA3HAUYEHbI JUIs
IIPUMEHEHHUsI B YCJIOBMSAX BOCHHBIX JIEHCTBHM, YPE3BBIYAMHBIX CUTYALMU, MPEAYNPEKACHUS YpPE3BbIYANHBIX
CUTyalul, NpOQWIAKTUKH U JIeYeHUs 3a00JeBaHMM, NPEICTABISIIOIIMX OMAaCHOCTh JII OKpPY’KArolluX,
3a007€BaHUN U MOPAKEHUH, IOJIyYeHHBIX B pE3yJbTaTe BO3JEHCTBHUS HEOJIArONPUATHBIX XUMHUYECKHUX,
OMOJIOTMYECKUX, paJIUAlIIOHHBIX (PAKTOPOB, M KOTOPBIE pa3paboTaHbl B TOM YHCIE 10 33aHUI0 (heJepabHbIX
OpPraHOB HCIIOJIHUTEIBHON BJACTH, YIOJHOMOUYEHHBIX B OOJIACTH OOOpOHBI CTpaHbl M 0O€30MaCHOCTH
rocyJ1apcTBa, OCyLIECTBIISIETCS B IOpsAJIKe, ycTaHOBIEeHHOM [IpaButensctBoMm Poccniickoit denepanun.

(uactp 8 B pen. @enepanpHoro 3akoHa oT 01.04.2020 N 98-03)

Cratbs 14. MpUHUMNDbI 3KCNEepTU3bl NeKapCTBEHHbIX CpeacTB
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCHCpTI/I3a JICKApPCTBCHHLBIX CPCACTB OCHOBLIBACTCA HA NPUHOUIIAX 3aKOHHOCTH, CO6JIIOI[CHI/ISI IpaB u
CBO6OI[ YCJIOBCKAa U TI'paxJaHWHA, IpaB HOPpUAXYCCKOro JIMia, HC3aBUCHUMOCTU OSKCIIEpTa, O6T)€KTI/IBHOCTI/I,
BCCCTOPOHHOCTU W IOJHOTHI I/ICCHG}IOBaHI/If/'I, MIPOBOAVWMEBIX C HCIIOJB30BaAHHUEM COBPEMCEHHBIX ,HOCTI/I)KCHI/Iﬁ
HayKl MW TEXHUKH, OTBETCTBCHHOCTH (be,ﬂepaﬂbHOl"O rocyaapCTBCHHOI'O 6I-OI[)K€THOFO YUPEKACHUA 110
IMPOBEACHHUIO SKCIICPTU3BI JICKAPCTBCHHBIX CPEACTB 1 SKCIICPTOB 3a MPOBCACHNUEC U KaUCCTBO 3KCIICPTU3LIL.

2. 3KCHepTI/I38. JICKApCTBCHHBIX NPCIAapaToB I MCAUIHUHCKOTIO NPUMCHCHH A BKJIOYACT B ce0s:
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1) oskcmepTu3y [OKYMEHTOB, NPEICTABICHHBIX [UIS OMNpPENelIeHHs BO3MOXXHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIM TIpenapar [uisi MEAMIIMHCKOrO MPUMEHEHHS IMPU OCYLIECTBIECHUU TOCYAapCTBEHHOU
perucTpanuu B KauecTse ophaHHOro JIEKAPCTBEHHOTO IIperapara;

2) sKcHepTHU3y NpPEeIOKEHHBIX METOJIOB KOHTPOJI KayecTBa JIEKAPCTBEHHOI'O CPEJACTBA M KauyecTBa
MIPEJCTABICHHBIX 00PA310B JEKapCTBEHHOIO CPEACTBA C UCIOJIB30BAaHUEM 3TUX METOJIOB (Jajiee - SIKCIepTU3a
Ka4yecTBa JIEKAPCTBEHHOI'O CPEJICTBA);

3) 3KcnepTHU3y OTHOUIEHHS OXKHUAAeMOW MOJb3bl K BO3MOXHOMY PHUCKY NPUMEHEHUS JIEKapCTBEHHOI'O
npernapara;

4) »sKcHepTHU3y PpEerucTpalOHHOIO [JOChE€ Ha JIEKAPCTBEHHBIM IpenapaT B LEISAX ONpEeAeIeHUs
B3aMMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX MTPENapaToB JJIsl MEIULIMHCKOTO IPUMEHEHUS.
(1. 4 BBeneH enepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

3. BKCHepTI/ISa JICKAPCTBCHHBIX IIp€riapaToB I BETCPHUHAPHOI'O IMPUMCHCHHUA BKIIIOYACT B cebs
OKCIICPTHU3Y KadueCTBa JICKAPCTBCHHOI'O CpCACTBA W OSKCIICPTHU3Y OTHOMICHUA OXKMJAaeMOM TOJb3bl K
BO3MOXHOMY PHUCKY IIPUMCHCHHA JICKAPCTBCHHOI'O IIpCIIapara.

CraTtba 15. ®epgepanbHoe rocyfapcTBeHHOe OHOKeTHOe yuypexaeHue no npoBefeHuro
3KCnepTU3bl NIeKapCTBEHHbIX CPeaCcTB

DOKcnepTu3a JIEKapCTBEHHBIX CPEJICTB MPOBOAMUTCS (pelepajbHbIM TOCYIapCTBEHHBIM OOJKETHBIM
YUPEKACHUEM COOTBETCTBYIOIIETO YIOJIHOMOYEHHOIO (heiepabHOrO OpraHa MCIOJHUTEIbHON BIACTH,
CO3JIaHHBIM JJIsi OOECTEeYeHHs MWCIOMHEHUs IIOJIHOMOYMH 3TOro (efepalbHOro OpraHa Io BbIAaue
paspelieHnii Ha MpOBEIEHUE KIMHUYECKUX HCCIEJOBAaHUM JIEKapCTBEHHBIX NpernaparoB U (WiIM) IO
roCy/IapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHBIX MPEnaparoB (J1ajee - IKCIEPTHOE YUPEexkKACHUE).

CrtaTbsa 16. Opral-msauuﬂ npoeneHusa 3KCnepTu3bl NeKapCcTBeHHbLIX cpeacTB
(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

1. DkcnepTH3a JIEKapCTBEHHBIX CPEACTB MPOBOAUTCS KOMUCCHEN IKCIEPTOB 3KCIEPTHOTO YUPEXKIEHUS,
Ha3HA4eHHOW €ro pyKOBOJMUTENIEM, Ha OCHOBAaHMU 3a/IaHMsI HA NPOBEJICHUE HKCIEPTU3BI JIEKAPCTBEHHOIO
CpEeZCTBa, BBIJAHHOIO YIOJIHOMOYEHHBIM (hefiepalbHbIM OpPraHOM HCIOJIHMUTENIBHOM BiacTu. PykoBomutenb
9KCHEPTHOTO YUPEKIEHUs oOecleunBaeT HajAJeKallee MPOBEIeHNE SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBUH C 33JaHUEM, BbIIaHHBIM YIIOJHOMOYEHHBIM (pe/iepanbHbIM OPraHOM HCIOJIHUTENBHOM BIacTH,
U OpraHu3yeT MOATOTOBKY CBOJHOIO 3aKJIFOYEHMS 3TOM KOMHMCCHM. B COCTaB 3TOM KOMMCCHM IO PELICHUIO
PYKOBOJIUTENSI OSKCIEPTHOTO YYPEXKISHHS MOTYT OBITh BKIIOYEHBI B KauecTBE OKCIIEPTOB JUIA, HE
paboTaroliie B JaHHOM 3KCIEPTHOM YUPEXKICHUHM, €CIM HUX CIHEelHalIbHble 3HAHUS HEOOXOJUMBI s
IIPOBEICHMS DKCIIEPTU3bI U TAKUE DKCIIEPTHI OTCYTCTBYIOT B JAHHOM DKCIIEPTHOM YUPEKICHUU.

2. DKCHepToM MO TMPOBEIECHUIO SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB SBISETCA AaTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YUPEXKICHHSA, KOTOPBIH HMMEeT BhICIIee MEIUIIMHCKOe, (papmaleBTHUecKoe,
OMOJIOTHYECKOE, BETEPHHAPHOE WM XMMHUYECKoe 0Opa30BaHHE M MPOBOJHUT SKCIEPTU3Y JIEKAPCTBEHHBIX
CPEZCTB B TIOPS/IKE UCTIOHEHUS CBOMX JOJDKHOCTHBIX 00S3aHHOCTEH (Jaee - SKCIepT).

3. Ilpu mpoBeneHNN SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB AKCIIEPT HE MOXKET HAXOJIUThCS B KAKOH-THO0
3aBUCHMOCTH OT JIMLIA, HA3HAYUBIIETO ATY SKCIEPTU3Y, pa3padO0TUNKa JEKAPCTBEHHOI'O CPEICTBA WU JPYTHX
3aMHTEPECOBAHHBIX B PE3YJIbTAaTaX IKCIEPTU3HI JIULL.
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4. Ilpu mpoBeACHUHU SKCIEPTU3bI JEKAPCTBEHHBIX CPEJICTB HE JOIMyCKAaeTCs MCTPeOOBaTh y 3asBUTEINS
a00 MHBIX JIMII MaTepuaibl, HEOOXOOUMbIC AJIS MPOBEACHUS HKCHEepTH3bl. B ciyyae HeqOCTAaTOYHOCTH
MPEACTABICHHBIX YKCIIEPTY MATEPUAIIOB I Ja4y 3aKJIFOYEHUS IKCIIEPT CTABUT BOIIPOC O IIPEACTABICHUH EMY
HEOOXOIUMBIX MaTepUajoB IMepel PYKOBOAUTEIEM OSKCIEPTHOIO YUYPEKIEHHs, KOTOpbIH oOpaluaercs ¢
COOTBETCTBYIOIIIMM 3allpOCOM B YIIOJIHOMOYEHHBIN (hefiepaabHblii OpraH UCHOIHUTENBbHOM BIACTH, BbIIaBIIUI
3aJJaHMe€ Ha IPOBEJICHHE SKCIEPTU3bl JIEKAPCTBEHHOTO CPEIACTBA. YKa3aHHBIM (QenepaiabHbIl Oprax
UCIIOJIHUTENIHOW BJIACTH B TeYeHHE MATH pabouyux JHEH co OHS MOCTYIUIEHHS 3amnpoca PyKOBOIUTENS
9KCHEPTHOTO YUYPEXKJEHHUsI HANpaBisieT 3asBUTENIO0 3allpoCc O TMPEACTaBICHUM HEOOXOAMMBIX MaTepHasoB.
JlaHHBII 3a1IPOC MOKET OBIThH MEpeJaH yIOJIHOMOYEHHOMY MPEICTABUTENIO 3aBUTEINS JIMYHO MO/ PACIHUCKY,
HaIpaBJIEH O MOYTE 3aKa3HbIM MHCbMOM WM NEPEaH B 3JIEKTPOHHOU (popme Mo TeIeKOMMYHHUKALXOHHBIM
KaHaJlaM CBsI3M. B ciydae HampaBieHUs JaHHOTO 3ampoca IO IOYTe 3aKa3HbIM MHCbMOM OH CUHTAETCA
IIOJIyYEHHBIM 10 UCTEYCHUH IECTH JHEH C JaThl HAIPABICHUS 3aKa3HOIO IIUChMa.

(dactp 4 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asgBuTenb o00sf3aH NPEJCTaBUTh OTBET Ha 3alpOC YIOJHOMOUYEHHOIo (heaepaibHOrO OpraHa
WCTIOJHUTEJILHOW BJACTH B CPOK, HE NPEBBIIAIOIIMN JeBAHOCTA pabouuX MHEW CO JHS €ro MOJYYCHHS.
YnoiaHOMOYeHHBIH (efepabHBId OpraH HCIIOJHUTENFHOW BJIACTH, BBLIABIIMKA 3aJaHHE Ha TPOBEICHHE
9KCIIEPTHU3BI JIEKAPCTBEHHOTO CPEJCTBA, B T€UEHHE MATH pabouux JHEH cO JHS MOCTYIUIEHUS OT 3asBUTENs
OTBETA Ha JAaHHBIN 3aIIPOC HANPABJISIET TAKOM OTBET B HKCIEPTHOE yUpexkAeHue. B ciydae HenpencraBieHus
[0 HUCTEYCHMM JEBSIHOCTa padouux JHEW 3asBUTENEM OTBETa Ha JaHHBIM 3arpoc YMOJHOMOYEHHBIN
(benepanbHBIi  OpraH HWCIOJHUTEIBHOW BJIACTH, BBIJABIIMKA 33/JlaHUE HA TPOBEJCHHUE DSKCIEPTU3HI
JIEKapCTBEHHOI'O CpEJACTBA, B TEUEHUE IATU pabouyMx JHEW HampaBiIseT B OKCIEPTHOE YUPEKIACHUE
YBEAOMIJICHHE O HENPEACTABICHUU 3asiBHUTEIEM OTBETAa HA 3alpoC YKa3aHHOro opraHa. Bpemsa co nHs
HaIpaBJIEHUs 3aIpoca HKCIIEPTHOTO YUPEXKJACHUS B YIOJTHOMOYECHHBIN (heepaabHblii OpraH HUCIOIHUTEIbHON
BJIACTH JO JHS IOJIyYEHHs DOKCIEPTHBIM YYPEXKIECHHEM OTBETa Ha 3alpoc WIM YBEAOMIICHHA O
HENPEJCTABICHUN OTBETA HA 3alpOC HE YUYUTHIBAECTCS INPU HMCUUCICHMHM CpPOKa IPOBEICHMS SKCIEPTU3bI
JIEKapCTBEHHOI'O CPECTBA.

(uactsp 4.1 BBeneHa @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. Ecau B cocTaBe pPETrMCTPALMOHHOIO JOChE€ Ha JIEKAPCTBEHHBIN Ipemnapar A MEIULUHCKOIO
MIPUMEHEHHUsI COJIEPKUTCS MpeaycMOTpeHHas ctatbed 18, gacTeio 1.1 crarem 30 u crateeld 34 HacTOAMIErO
denepanbHOro 3aKOHA KOMHUsS PEeIeHHs] YIIOJHOMOUYEHHOI o (hefiepalibHOro opraHa UCIOJIHUTEIbHON BIacTu O
NPOBEICHUM WHCIEKTHUPOBAHUS MPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, 3KCIEpPTy [0 O(GOpMIIEHUS
PE3yJIbTaTOB AKCIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA MPENOCTABIISETCA B MOPSAJIKE M HAa YCIOBUSAX, KOTOPBIE
MPEeNyCMOTPEHBI YacTsIMU 4 u 4.3 HACTOALIEH CTaTbM, KOIMS 3aKJIIOUYEHUS O COOTBETCTBHM IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB TPeOOBaHUAM MpPaBUI HaAJEXallell NPOU3BOACTBEHHON NPAaKTUKH, BBIAAHHOTO
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTEIbHON BIIACTH.

(dactp 4.2 BBeneHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3asBuTenb 0053aH NPEACTaBUTh B YIIOJIHOMOYEHHBIN (hefepalibHbI OpraH UCHOIHUTENBHOM BIACTH
KOIIMIO 3aKJIIOYEHUS O COOTBETCTBMM IPOU3BOJAUTEINS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHHUSIM TpaBUII
Ha/IJIeKalIel MPOU3BOACTBEHHON MPAKTUKU B CPOK, HE MPEBBIIIAIONINI CTa BOCBMUICCATH pabounX JHEW CO
JHS TIOJY4YEHHs 3ampoca O €€ IPEJOCTaBICHUHU. YIIOJIHOMOYEHHBIH (helepaabHblii OpraH HCIOJIHUTEIbHON
BJIACTH, BBIJABIINN 3a/1aHNE HA IPOBEJICHHE SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B T€UEHHE MSITH pabodImnX
JHEHM CO JHA TOCTYIUIEHUS OT 3asBUTENA KOIMM 3aKIOYCHHs O COOTBETCTBHMM IIPOM3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPAaBUJ Ha/AJeKallel MPOU3BOACTBEHHOMN MPAKTUKH, HAIIPABIISET €€ B
JKCIIEPTHOE yUupexkIeHHe. B cilydae HenpeacTaBiIeHUs 3asiBUTEIEM B YKA3aHHBIA CPOK KOIIUU 3aKJIFOYECHUS O
COOTBETCTBUM  IIPOMU3BOJAUTENSI  JIEKAPCTBEHHBIX  CPEJICTB  TPEOOBAHMAM  MpPaBWI  HaAJeXallel
MIPOU3BOJICTBEHHOHN MPAKTUKU YIIOJHOMOYEHHBIN (hefepalbHbIii OpraH WCTIOJTHUTEIBHOW BIIACTH, BBIIABIIHN
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3aJjaHue Ha MPOBEICHHUE HKCIIEPTU3HI JEKAPCTBEHHOTO CPEACTBA, B TEUCHHE TISITH pab0ouuX JHEH HaNpaBIseT B
HKCHEPTHOE YUPEKACHUE YBEIOMIICHHE O HEMPEACTaBICHUH 3asBUTENIEM KOIHMM 3aKIIOUEHHSI O COOTBETCTBUU
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABUII HAJUICKAIICH MPOU3BOACTBEHHON MPAKTUKH.
Bpemst co nHS HampaBJeHHs 3ampoca AKCHEPTHOTO YUPEXKICHHS B YIIOJTHOMOUYEHHBIN (enepanbHbIi OpraH
WCTIOJTHUTEIBHOM BIIACTH JIO JTHS MOJTyYEHHSI SKCIIEPTHBIM YUPEKICHHEM KOITUH 3aKITFOUEHHUS O COOTBETCTBHU
IPOU3BOIUTENS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPaBHJI HaJUIeXKalleld MPOU3BOJCTBEHHON MPAKTHKU
WM YBEJJOMJICHHS O €€ HENPE/ICTaBICHUU HE YYUTHIBACTCS MPH MCYHCICHUH CPOKA MPOBEACHUS IKCIIEPTU3BI
JIEKapCTBEHHOTO CPEJICTBA.

(uactp 4.3 BBeneHa PenepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. DKcnepT npu NpOBEACHUN OPYUYEHHOW €My PYKOBOAMTENIEM 3KCIEPTHOTO YUPEXKIEHUS SKCIEPTU3bI
JIEKapCTBEHHOT'O CPEJICTBA 00sI3aH:

1) ITPOBECTHU IMOJTHOE MCCICAOBAHUC IIPCACTABICHHBIX EMY 06T>CKTOB, MaT€puraioB, 1aTb 000CHOBaHHOE
1 OOBEKTHUBHOE 3aK/IFOUYEHHE MO ITOCTABICHHBLIM nepea HUM BOIIpOCaM HJIM MOTHBUPOBAHHOC 3aKIIFOYCHHUE O
HCBO3MOXHOCTH MPOBCACHUA HM 3SKCHCPTU3bI JICKAPCTBCHHOI'0 CPCACTBA, C€CJIM ITOCTABJICHHBLIC BOIIPOCHI
BBIXOJAT 3a IMPCACIIbl CIICHHUAJIBbHBIX 3HAHUM 9KCIICPTa, O00BEKTEI I/ICCJIC,HOBaHI/II\/JI U MaTcpualibl HCIIPHUI'OJHBI
WM HEAOCTATOYHBLI IJId HNPOBCACHUS I/ICCJ'IGI[OBaHI/Iﬁ N Jgadu 3aKIHOYCHUA B4 (e0) COBpCMeHHLIfI YPOBCHb
Pa3BUTHA HAYKH HE IMO3BOJISACT OTBCTUTH HA IMTOCTABJICHHBIC BOIIPOCHKHI;

2) He pasrjamiaTh CBEICHMs, KOTOPbIE CTaJd €My HM3BECTHBI B CBS3M C IPOBEIECHUEM 3SKCIEPTHU3bI
JIEKapCTBEHHOT'O CPEZCTBA, & TAaKXKe CBEJIEHHs, COCTABIISAIONINE FOCYIapCTBEHHYI0, KOMMEPYECKYIO UM UHYIO
OXPaHsSEMYIO 3aKOHOM TaliHy;

3) obecneunTh COXPAHHOCTH MPECTABICHHBIX 00BEKTOB HCCIEIOBAHUN 1 MATEPUAIIOB.
6. DKCIIepT HE BIIpaBe:

1) mpoBOIUTH 3KCHEPTH3Y JIEKApPCTBEHHOTO CPEACTBAa IO OOPAIIEHUIO HENOCPEICTBEHHO K HEMY
OpraHu3anuii nim GU3N4YEeCKUX JINL;

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

7. B cinydyae HE0OXOIMMOCTH 3KCIEPT BIPaBE XOAATalCTBOBATh NEpe] PYKOBOAUTENIEM HIKCIIEPTHOIO
YUPEXKJIEHUS O MPUBJICUEHUH K MPOBEACHUIO SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA APYTUX IKCIIEPTOB.

8. Kaxnaplii sKcrepT, BXOJSAIIMHA B COCTaB KOMHUCCHHM 3KCIEPTOB, KOTOPOH MOPYYEHO NPOBEIACHUE
3KCHEPTHU3BI JIEKAPCTBEHHOI'O CPEACTBA, HE3ABUCUMO U CAMOCTOSITEIBHO IPOBOJUT UCCIEAOBAHUS, OLIEHUBAET
pe3yNbTaThl, MOJTYYEHHbIE UM JIMYHO M JPYTMMH JKCHEepTaMu, U (OPMYIUPYET BBIBOABI OTHOCUTEIHHO
IOCTABJIEHHBIX BOIIPOCOB B IIPEAEIax CBOMX CIEUUAIBHBIX 3HAHUM.

9. Pe3ynmpTaThl 3KCIEPTU3BI JIEKAPCTBEHHOI'O CPEJACTBA 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 HCCIEeOBaHUI BBIBOJBL. ODKCIEPT, MHEHHE KOTOPOTO HE COBIAJAeT C PEHICHHEM KOMHCCUU
9KCIIEPTOB, BIIPaBE BBIPA3UTh CBOE MHEHHE B MUCHbMEHHON (opMe, KOTOpoe MPUOOIIAeTCs K 3aKII0UYEHUIO
KOMMCCHH 3KCIIEPTOB.
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10. DkcnepTsl, BXOASIIUE B COCTAB KOMUCCHH, MTPEIYNPEKAAIOTCA 00 OTBETCTBEHHOCTH B COOTBETCTBUU
¢ 3aKoHoJaTenbCcTBOM Poccuiickoit ®@enepanuu 3a Aayy 3aKIIOUEHUs, COJAEpXKAIIEro HEOOOCHOBAHHBIE MU
(anbcuUIMPOBaHHBIEC BBIBOABI, O YEM OHH JAIOT MOJITHUCKY.

11. Onpenenenne ypoBHsS NPO(PECCHOHATBHON TOJITOTOBKM JKCIIEPTOB M aTTECTAIlMs WX HA IPaBO
MPOBEACHUST DKCIEPTH3bl JICKAPCTBEHHBIX CPEACTB OCYIIECTBIISIFOTCS JKCIEPTHO-KBATU(UKAITMOHHBIMU
KOMHUCCHSIMH B TOpSIJIKE, YCTAaHOBJIIEHHOM COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (heepaqbHbIM OpPraHoM
UCTIOMTHUTENFHON BIAacTU. YpPOBEHb MPO(ECCHOHANBFHOW MOATOTOBKH JKCHEPTOB MOIJICKUT MEPECMOTPY
YKa3aHHBIMH KOMUCCHUSIMU HE PEXKE UeM OJMH pa3 B MSATh JIET.

12. TIpaBuiia mpoBeIeHUs SKCIIEPTU3HI JIKAPCTBEHHBIX CPEICTB U OCOOCHHOCTH SKCIIEPTU3bI OTAETBHBIX
BUJIOB JIEKAPCTBEHHBIX IpernapaToB (pedepeHTHBIX JIEKaPCTBEHHBIX IPENapaToB, BOCHPOU3BEIECHHBIX
JIEKapCTBEHHBIX IMPENnapaToB, OMOJOTHYECKUX JIEKApPCTBEHHBIX MpenapaToB, OMOAaHAIOrOBbIX (OMOMOI00HBIX)
JIEKapCTBEHHBIX IIpenapaToB (0M0aHAIOroB), FTOMEONAaTUYECKUX JIEKAapCTBEHHBIX IPENapaToB, JEKapCTBEHHbBIX
pacTUTENbHBIX MpEenapaToB, KOMOMHALMN JIEKapCTBEHHBIX MpenapaToB), (OpMbI 3aKIOYEHUH KOMHUCCHU
HKCHEPTOB  YCTAHABIMBAIOTCS  COOTBETCTBYIOIMM  YIOJHOMOUYEHHBIM  (eiepajbHBIM  OpPraHoM
HCIIOJIHUTEIIBHON BIIACTH.

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

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

1. Ins rocynapCTBEHHOM PETHCTpAlMU JIEKAPCTBEHHOTO IIpernapara Juisi BETEPUHAPHOIO MPUMEHEHUs
pa3paboTUYUK TaKOTO JIEKAPCTBEHHOTO TMperapara WUid YINOJIHOMOUYEHHOE MM JIPYroe HOpUINYECKOE JIHUI0
(ranee B HacTosLEHl CTaTbe - 3asgBUTENb) IMPEJACTABISAET B YIOJIHOMOYEHHBIH (QenepanbHblii opraxn
UCTIOJIHUTENILHON BJIACTH, OCYILECTBIISIOLINM IOCYJapCTBEHHYIO PErMCTPALUIO JIEKAPCTBEHHBIX IPENapaToB
JUIs BETEPUHAPHOTO TPHUMEHEHHs, B D3JEKTPOHHOM (opMme miaM Ha OyMa)KHOM HOCHTEJE 3asBIEHHE O
rOCy/apCTBEHHOW pEerucTpanyu JEKapCTBEHHOIO Ipemnapara Julsi BETEPUHAPHOIO IPHUMEHEHUs, a TaKXKe B
TIOPSIZIKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (ellepabHbBIM OPraHOM HCIIOJHUTEIHHON
BJIACTH, B DJICKTPOHHOW (opMe WM Ha OYMaXKHOM HOCHUTENE HEOOXOIUMBIC JTOKYMEHTBHI, M3 KOTOPBIX
(opMHpyeTCcsl peruCTPallMOHHOE JOChE Ha JIEKAPCTBEHHBIN Mpenapat Uil BETepUHAPHOTO IPUMEHEHHUS.

2. B 3asgBieHHMH O TOCYIApCTBEHHOM perucTpalnuy JIEKapCTBEHHOTO Mpernapara Uil BETepUHApHOTO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HauMeHOBaHME U apec 3asBUTENS, pa3padOTUMKa U IPOU3BOAUTENS JIEKAPCTBEHHOTO MIpenapaTa Jyis
BETEPUHAPHOTO MPUMEHEHUS U aJpec MECTa OCYLIECTBIIEHUSI IPOM3BOJICTBA JIEKAPCTBEHHOIO IMpenapaTa Jils
BETEPUHAPHOTO TMpPUMEHEHUs (B Cly4ae HaJW4uus HECKOJbKHUX YYAaCTHHUKOB IIpoliecca IpPOU3BOJCTBA
HE0OXOIMMO yKa3aTh KaX/10T0 U3 HUX);

2) HAMMCHOBAHUC JICKAPCTBCHHOTO IIpfriapara IAJid BETCPUHAPHOTO NPHMCEHCHUS (Me)K,I[yHapOI[HOG
HCTIAaTCHTOBAHHOC, WJIH I'PYIIIIUPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) NEpCUCHb I[eflCTBYIOHlHX U BCIIOMOIaTCJIbHBIX BCIICCTB, BXOAANIUX B COCTAaB JICKAPCTBCHHOI'O
npemnapara g BETCPUHAPHOI0 IPUMEHCHU S, C YKa3aHUEM KOJIMUCCTBA KAXKA0I'0 U3 HUX;

4) nexapcTBeHHas (opma, TO3UPOBKA, CHOCOOBI BBEACHHS M TPUMEHEHHUS, CPOK TOIHOCTH
JIEKapCTBEHHOT'O Ipernapara Jyis BETepUHAPHOTO PUMEHEHUS;
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5) papmakoTrepaneBTHUECKas TPyNIa;

6) HEOOX0IMMOCTh IPUMEHEHHUSI YCKOPEHHOM MPOLEAY Pl SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB B IETAX
roCy/apCTBEHHOW PETUCTPALIMHU JIEKAPCTBEHHOTO Ipenapara;

7) KOIIMH TOKyMEHTOB, IOATBEPKIAIOIIMX YIIJIATy TOCY1apCTBEHHON MOLUIUHBIL:

a) 3a MpPOBEJICHHE OSKCHEPTU3bl KayecTBa JIEKAPCTBEHHOTO CpPEJICTBA M HKCIEPTHU3bl OTHOLICHUS
OKU/IaeMOM TOJIb3bI K BO3MOXKHOMY PHUCKY NPUMEHEHHUsS JIEKapCTBEHHOIO Iperapara JJis BETEpHUHAPHOTO
NPUMEHEHHUs TIPU ero rocyJapCTBEHHON perucTparumy;

6) 3a BblAa4y PCTUCTPAIUOHHOTIO YAOCTOBCPCHUA JICKAPCTBCHHOTI'O MPCIIapara,

8) HanM4Me coriacus, MpeayCMOTPEHHOTO YacTbi0 7 HACTOSIIEH CTaThbu, €CIM C MOMEHTA PEerHCTPaLUuU
pedepeHTHOTO JeKapCTBEHHOTO Tpernapara Jisi BETEPUHAPHOTO IIPUMEHEHUS TPOIILUIO MEHEE YeM IIEeCTh JIET.
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

Koncynprantllnoc: npuMeyaHue.
C 01.01.2021 B a63. 1 4. 3 ct. 17 BHOCsATCs n3MeHeHus (D3 ot 27.12.2019 N 478-D3).

3. PerucrpanMoHHOE A0ChE B HENSIX 3KCHEPTU3bl JEKAPCTBEHHOI'O Ipemnapara JUisi BETEPUHAPHOTO
npUMeHeHus: (GOPMUPYETCS U3 CIEIYIOIIHUX JOKYMEHTOB:

Koncynprantlnroc: mpumedanue.
C01.01.2021 B . 1 4. 3 c1. 17 BHOCsTCS M3MeHeHus (D3 ot 27.12.2019 N 478-D3).

1) xomMs JMIEH3MHM Ha TMPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB, BBIAAHHOW IPOU3BOAUTEIIO
pPETUCTPUPYEMOTO JIEKAPCTBEHHOIO0 TpenapaTa s BETEPUHAPHOTO NPUMEHEHHUs, Ui POCCUHCKUX
MIPOU3BOAUTENEH;

(n. 1 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

Koncynprantlliroc: mpuMedaHue.
C01.01.2021 B . 2 4. 3 ct. 17 BHOCATCs u3menenus (D3 ot 27.12.2019 N 478-D3).

2) Komus JUIEH3UW Ha TMPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB, BBIIAHHOW MPOU3BOIUTEIIO
(dhapmareBTHUECKON CyOCTaHIIMM, BXOJSIICH B COCTAaB PETUCTPUPYEMOTO JIGKAPCTBEHHOTO Iperapara Juis
BETCPUHAPHOTO IPUMEHEHUS, IUTSI POCCUICKHUX TPOU3BOUTEICH;

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

2.1) Konusl NOKyMEHTA, BBIJIAHHOIO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl IIPOU3BOIUTEINS AJIS KaXI0H
IIPOU3BOJCTBEHHOW IUIOLIAJKM PETUCTPUPYEMOIO JIEKAPCTBEHHOIO Ipemnapara Jjsi BETEPUHAPHOIO
NPUMEHEHHUSI U TIOATBEP)KJAIOIIEr0 COOTBETCTBUE MPOU3BOAMUTEINS JICKAPCTBEHHOTO TpernapaTra TpeOOBaHUSM
IpaBWJl HaAJeXalleld NpPOU3BOACTBEHHON MNPAKTUKU, U €ro IMepeBOJl Ha PYCCKUM S3bIK, 3aBEPEHHbIC B
YCTAaHOBJICHHOM IIOPSAJKE, a TAKXKE KONMs 3aKIKOYECHHS O COOTBETCTBUHU IPOU3BOAMTENS JIEKApPCTBEHHBIX
cpeAcTB TpeOOBAHUAM NpPaBWI HaJUIeXKAILIeH NMPOU3BOACTBEHHON MPAKTUKH, BBIJAHHOTO YIIOJHOMOYEHHBIM
(denepaqbHbIM  OPraHOM  MCIOJIHUTENBHOW  BIACTH  JUIS  KaXJOW  INPOM3BOACTBEHHOM  IUIOIIAIKU
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TMpernapara JUisi BETEPUHAPHOTO MpPUMEHEHUs, JHO00 KOMUSl pelleHus O
MPOBEACHUN HWHCIEKTUPOBAHUS TPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJCTB, MPUHATOTO YIOJIHOMOYEHHBIM
(denepaabHBIM  OPraHOM  HWCIIOJHUTENBHONM  BIACTH  JUISI  KaXKIAOW  TMPOM3BOACTBEHHON  IJIOMIAJKU
PErUCTPUPYEMOTO JICKAPCTBEHHOTO Tpernapara Jjisi BETEPUHAPHOTO NMPUMEHEHHs. YKa3aHHBIE JOKYMEHTBI
MIPEACTABIISAIOTCS B CIIy4ae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOTO MperapaTa OCYIIECTBIIACTCS 3a MpeaesiaMu
Poccuiickoit denepaiuy;

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

2.2) xomusi JIOKYMEHTa, BBIJAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTpPaHbl [POU3BOJIUTENS
(hapmaneBTHUECKON CYOCTaHIIMM W TIOATBEPKIAIOMIETO COOTBETCTBHUE MPOU3BOIUTENS (hapMaleBTHUSCKON
cyOcTaHIIMM, BXOIAIIEH B COCTaB PErUCTPUPYEMOrO JIEKapCTBEHHOIO Tperapara [Jjisi BETEPUHAPHOTO
MIPUMEHEHHUS, TPEOOBAHUSAM TIPaBUJI HAJICXkKAIEH TPOU3BOJICTBEHHOW MPAKTHKH, U €r0 MEePEBOJ Ha PYyCCKUM
S3bIK, 3aBEPCHHBIC B YCTAHOBJICHHOM TOpPSIKE, B Ciydyae, €CJIM IPOM3BOACTBO (hapMaleBTHUECKOM
cyOcTaHIIMH OCYIIECTBIsIETCA 3a peaenamu Poccuiickoit denepannu;

(m. 2.2 BBeneH ®PenepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

3) IpoeKT HOPMATUBHOT'O JOKYMEHTA Ha JIEKAPCTBEHHBIN IIperapar Jisi BETEpUHAPHOTO IPUMEHEHUS;

4) IOKYMEHT, COJEpKaIlui Clenyronyo nHQopManuio o ¢GapMalneBTUYSCKOW CYOCTaHIIMA WU
(hapmaleBTHUECKUX CyOCTaHIUAX, BXOJSIIMX B COCTaB JIEKaPCTBEHHOTO Ipemnapara JUisi BETEPHUHAPHOTO
PUMEHCHUS:

a) HauMeHoBaHHME (apMalleBTHUUECKON cyOcTaHIMU, €€ CTPyKTypa, oOmue cBoicTBa (Mpu
rOCYJJapCTBEHHON PpErucTpa MMMYHOOMOJOTHUECKUX JIEKApCTBEHHBIX MpenapaToB il BETEPUHAPHOTO
NPUMEHEHHUS TPEACTABISIOTCS CBEACHUS O INTaMME, BKIIOYas €ro HauMEHOBaHWE, HH(POPMALUIO O
MIPOUCXOXKIACHUH, €T0 CBOWCTBAX, XapaKTEPUCTUKAX U MECTE IEIOHUPOBAHHS);

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

0) HauMEHOBAaHUE U a/IpEC MPOU3BOAUTENS;

B) TEXHOJIOTHA TIPOU3BOACTBA C OIIMCAHUCM cTagui MMpOnU3BOACTBA W METOHOB KOHTPOJISI Ha BCCX
CTaudgX IMPOU3BOACTBA,

r) wuHQOpMAIMSA O TpuMecsx (HE TPEIACTaBIsIeTCS TPU  TOCYAAPCTBEHHOW  pPErHCTpaIiuu
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPETApaToB IJIsl BETEPHUHAPHOTO MPUMEHEHHS);
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

1) crnenudukanys Ha (GapManeBTUYECKYl0 CyOCTaHIMIO (HE IMPEACTaBISETCS NPH TOCYAapCTBEHHOM
perucTpanyi IMMYHOOHOIOTHYECKHUX JIEKAPCTBEHHBIX NPENapaToB Il BETEPUHAPHOTO IPUMEHEHHS);
(B pen. denepanbuoro 3akoHa ot 02.08.2019 N 297-03)

€) OIIMCAaHUE METOJIMK KOHTPOJISI KaueCTBa;

) pe3yibTaThl aHamu3a cepuil (apmaneBTHUecKoil cyOcTaHmMM (HE TPEICTaBISIOTCS —IPH
rOCy/IapCTBEHHOW PETUCTPallMd MMMYHOOMOJOTHYECKUX JIEKApPCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOIO
MIPUMEHEHUS);

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

3) NEpCUCHb CTAHAAPTHBIX O6p8.3].IOB WM BCUICCTB, HCIIOJIb3YCMBIX IIPU OCYHICCTBJICHUN KOHTPOJIA
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

Ka4yecTBa;

1) OIMCaHUE XapaKTEPUCTUK U CBOWCTB yIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHble O CTaOWJIBHOCTH (HE TPEACTABISIIOTCA MpPU  TOCYJAPCTBEHHOM  pErucTparuu
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPETApPaToOB JJIsl BETEPHUHAPHOTO MMPUMEHEHHS);

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

J) CPOK TOAHOCTH, YCIIOBUS XPAHEHMUS,;

5) oTuer o pe3yabTaTax JOKIMHUYECKOTO MCCIEeI0BaHUS JIEKAPCTBEHHOI'O CPEACTBA ISl BETEPUHAPHOTO
NIPUMEHEHHUS, BKJIOUYAIOUINI ONMCAaHME METOJIOB OIPEAEIEHUS] OCTaTOYHBIX KOJUYECTB JEHCTBYIOLIETO
BelIeCTBa (JEHCTBYIOIMX BELIECTB), JOCTUTAIOIIETO (JOCTUTAIOIIMX) CUCTEMHOTO KPOBOTOKA, B MPOTYKIUU
YKUBOTHOT'O IIPOMCXOK/ICHUS MTOCIIE IPUMEHEHUS TaKOT0 JIEKAPCTBEHHOT'O CPEJICTBA, a TAK)XKE JOKYMEHTAIbHOE
MOATBEPK/IeHUE (BaIUIAIMS) YKA3aHHBIX METO/IOB;

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

6) OTUCT O pE3yJIbTaTaX KIIMHUYCCKOI'O MCCICAOBAHUSA JICKAPCTBCHHOI'O IIpCIiapara JJIsI BETCPUHAPHOI'O
NPUMCHCHUA Y KaKA0TI'0 BUJIa ’)KUBOTHBIX, YKa3aHHBIX B HHCTPYKIIUHU 10 BETCPUHAPHOMY IMIPUMCHCHUIO,

7) TMPOEKT UHCTPYKUUU MO BETEPUHAPHOMY MPUMEHEHHUIO JIEKApCTBEHHOI'O Mpernapara, cojiepiKaliei
CJIETyIOIINE CBEJCHMUS:

a) HaAaMMEHOBaHWE JIEKAPCTBEHHOTO TIpemapara [jIsi BETEPUHAPHOTO MpPUMEHEHHUs (MEXKIyHApOIHOE
HEMAaTeHTOBAHHOE, WIH IPYIIHUPOBOYHOE, WM XUMHUYECKOE U TOPrOBO€ HAUMEHOBAHMS);

6) JICKAPCTBCHHAA Q)opMa C YKa3aHuem HaMEHOBAHUN M KOJHMYECTBEHHOT'O COCTaBa HeﬁCTBYIOHlHX
BC€IICCTB U KAYCCTBCHHOT'O COCTaBa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

B) OMMCAHUC BHCIIHET'O BHAA JICKAPCTBCHHOI'O IIpCriapara Ajid BETCPUHAPHOTIO NPUMCHCHUA

r) papmakoTepaneBTHUECKas TPYIINa JEeKapCTBEHHOTO Mpernapara s BETEpUHAPHOTO PUMEHEHHUS WITH
yKa3aHue "TOMEONnaTH4eCKUi JICKapCTBEHHBIN Mpernapar';

n) (dapmakonuHaMuka U (papMakOKHHETHKa (32 HCKIIOYeHHEM (DapMaKOKMHETHKH TOMEOINaTHYEeCKHX
JEKapCTBEHHBIX  TpEenaparoB U  pPaCTUTENbHBIX  JIEKAPCTBEHHBIX  MpENapaToB) WM  OMHCAHUE
MMMYHOOHOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOT'O MIperapara;

€) MoKa3aHus JIJIsl IPUMEHEHUS;

) IPOTUBOTIOKA3AHUS JIJIs1 TPUMEHEHNS,

3) MepbI NPEJOCTOPOKHOCTH NMPU MPUMEHEHUH;

I/I) YKa3aHu€ BO3MOXHOCTHU H 0COOEHHOCTEH MMPUMCHCHUA Y 6epeMeHHHX JKUBOTHBIX, Y KHUBOTHBIX B
MNepruoa JJakTaluu, y HIOTOMCTBA J KUBOTHDBIX;

K) PCKUM JOO3UPOBAHUA, CIIoco0 BBCACHHUA W IMPUMCHCHUA, IIPpH H€06XO,Z[I/IMOCTI/I BpeMs IIpUcMa
JICKAPCTBCHHOT'O IIpcIiapaTta AJisd BETCPUHAPHOTO MIPUMCHCHUA, IPOJOJLKUTCIBHOCTD JICUHCHUSA
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J'I) BO3MOJKHEIE ITOOOYHEIE ,Z[CI\/'ICTBI/IH, HCXKCJIATCIIbHBIC PCAKIHUU IIPpU MPUMCHCHHUU JICKAPCTBECHHOI'O
npernapara i BETCPUHAPHOT'O IPUMCHCHUA

M) CUMIITOMBI IIEPEIO3UPOBKH, MEPHI IO OKA3aHUIO IOMOLLY IIPU NIEPEIO3UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU MperapaTaMu U (U1) KopMamu;
0) (hopMBI BBIITYCKA JIEKAPCTBEHHOTO Mpenapara Jjisi BeTepUHAPHOTO TPUMEHEHHUS;

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

p) omucanue (Mpd HEOOXOAMMOCTH) JEHCTBMI crHeunuanucta B 00JacTH BETEpUHAPHHM, BIAJelblia
KUBOTHOTO IIPH TPOIyCKE TMpHEMa OJHOM WIM HECKOJIBKUX J03 JIEKAPCTBEHHOIO Iperapara JJis
BCTCPUHAPHOTO IPUMCHCHMU,;

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

C) CPOK I'OZHOCTH M YKa3aHHMC Ha 3alpC€T NPUMCHCHH JICKAPCTBCHHOI'O IIpfIiapaTta AJIs1 BETCPHUHAPHOI'O
IMPUMCHCHUS 10 UCTCYCHHUU CPOKA T'OAHOCTH,

T) YCIIOBHSI XpaHEHHUS;

y) yKa3aHue Ha HeOOXOAMMOCTb XpaHEHHUs JIEKAPCTBEHHOTO Mperapara Jiisi BETEPUHAPHOTO TPUMEHEHHS
B MECTaX, HEIOCTYITHBIX JJIs AETEH;

¢) ykazanue (mpu HEOOXOJAMMOCTH) CHEIHUAIBHBIX MEp MPEIOCTOPONKHOCTH TPH YHUUYTOKCHHUH
HEHCITOJIb30BaHHBIX JICKAPCTBEHHBIX MPETApPaToB JIJIsl BETEPUHAPHOTO MIPUMCHEHHS,

X) CPOKH BO3MOJKHOI'O HCIIOJIB30BaAHUS TIPOAYKIHUU KUBOTHOI'O MPOUCXOXKIACHUA IIOCJIC BBCICHUSA
JKUBOTHOMY JICKApPCTBCHHOTO IIpCIiapaTta JJIsI BETCPUHAPHOTO ITPUMCHCHUS

11) YCIIOBUS OTITYCKa;

‘-I) HaMMCHOBAHUA U aJpecCa MPOMU3BOACTBCHHBIX INIOIIAJO0K IMPOU3BOAUTCIIA JICKAPCTBCHHOI'O IMpeIiapaTa
IJI1 BETCPUHAPHOT'O IPUMCHCHMA

I_H) HanMCHOBAHUEC, aApeC OpraHu3alunu, ynOHHOMOquHOﬁ ACpKATCIIEM WM  BJIAACIIBLIEM
PEruCTpaliuOHHOI0 YAOCTOBCPCHHUS JICKAPCTBCHHOI'O IIPCIIapaTa Ha IMPUHATHUC HpCTCHBI/Iﬁ oT HOTpe6I/ITeJIH;

8) IMPOCKThI MAKCTOB nepBHquﬁ YIaKOBKH U BTOpH‘lHOﬁ YIOAaKOBKH JICKAPCTBCHHOI'O IIperiapara I
BCTCPUHAPHOTO IPUMCHCHMU,;

9) cnenyromue cBeIeHHs O JIEKAPCTBEHHOM TIperapare Jisi BETEPHHAPHOTO IIPUMEHEHUS:
a) OTIMCAHKE U COCTaB JICKAPCTBEHHOTO Tpernapara i BETSPHHAPHOTO MPUMCHCHHS,
0) onucanue (hapMalreBTHUECKOM pa3pabOTKu;

B) OIMMCAHUC TIpoLEeCCa IMPOU3BOACTBA U €0 KOHTPOJI, MOAINMMCAHHOC B IHOPAAKE, YCTAHOBJICHHOM B
COOTBETCTBHUH C YACThIO 1 HaCTOSIIEH CTaTbu,
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(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

I) ONUCaHWE KOHTPOJS KPUTHUYECKUX CTAJAUNA TPOM3BOJACTBA U MPOMEXKYTOUHOW MPOAYKIIHUH,
MOJIMMCAHHOE B TIOPSI/IKE, YCTAHOBJICHHOM B COOTBETCTBUH C YaCThIO | HACTOSIIEH CTAaThH;

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

) HAUMCHOBaHHWS W ajpeca pa3paboTuWKa, Jep)KaTels WM BIaJeiblla PETHCTPAIIMOHHOTO
yIIOCTOBEPEHHSI JIEKAPCTBEHHOTO Iperapara, IPOU3BOJICTBEHHBIX TUIOIMIAI0K MPOU3BOAUTEINS JIEKAPCTBEHHOTO
npenapara JUis BETEPUHAPHOTO MPHMEHEHHs] C YKa3aHHWEM CTaJIuil TEXHOJOTHYECKOro mpoliecca,
OCYILIECTBIIIEMBIX Ha MPOU3BOJCTBEHHBIX IUIOMIA/IKAX IPOU3BOAUTEINS JIEKAPCTBEHHOIO Tpemnapara i
BETEPUHAPHOTO IPUMEHEHHUS;

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

) apmareBTHYECKast COBMECTHMOCTD;

) MUKPOOHOJIOTUIECKUE XapPaKTEPUCTUKHY;

3) MaTepHabHbII OallaHC IS TPOU3BOJICTBA CEPHU TOTOBOTO MPOIYKTA;

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

K) JOKYMEHTaJIbHOE MOATBEPKACHHE (BaK1alusl) POLIECCOB U (UJIN) UX OLIEHKA;

J) TpeOOBaHMS K KAdeCTBY BCIIOMOTATENBHBIX BeIIECTB (cepTudukar, crnenuduranus Ha
BCIIOMOTaTeNIbHbIE BEIIECTBA U UX 0OOCHOBAHUE);

M) AHAJIUTUYCCKHUC MCTOIHMKHU, HCIIOJIB3YyEMbIC Ipu OCYHIECTBJICHUN KOHTPOJIA KadyecTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

H) AOKYMCHTAJILHOC TIIOATBCPKIACHUC (BaHI/I,Z[aI_II/IH) AHAIIUTUYCCKUX MCTOAUK, HUCIHOJB3YCMbBIX IIpU
OCYHICCTBJICHNHN KOHTPOJII Ka4€CTBA BCIIOMOI'aTCIIbHBIX BEIICCTB,

O) I/IH(l)OpMaIII/ISI 00 HCIIOIL30BAaHUU BCIIOMOTaTEIbHBIX BCIICCTB YCJIOBCYCCKOIO MW KHMBOTHOI'O
IIPOUCXOKIACHUA,

M) yrpatui cuiy. - @enepanbhbiii 3akoH oT 02.08.2019 N 297-D3;

p) TpebOBaHMs K KayecTBY JIEKApCTBEHHOT'O Ipernapara Jijlsl BETepUHApHOro NpuMeHeHus (cepTudukar,
cnienr(UKanus Ha JJEeKapCTBEHHBIN penapaTt 1 uX 000CHOBaHME);

C) QHATUTHUYECKUE METOJUKU, UCTIOJIb3YEeMbIE NMPU OCYIIECTBICHUH KOHTPOJIS KAaYECTBA JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepuHApHOTO MPUMEHEHHS;

T) JOKyMEHTAJbHOE TMOATBEpXACHHUE (BaluIanus) aHATUTHYECKHX METOJIUK, HUCIOJIb3YEMBIX MpHU
OCYILECTBIECHUN KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHOIO Mperapara JJi1 BETEPUHAPHOTO IPUMEHEHUS;

y) JOKYMEHT, HMOATBEP:KIAIOIINUNA KayecTBO JICKapCTBEHHOI'O IpernapaTa TpeX MPOMBIIUIEHHBIX CEpHii
(MpOTOKOJ aHaNM3a WIKM CepTUPHUKAT aHAIN3a), OJHA CEpUsl KOTOPOro JOJKHA COBIAAATh C cepueit obpasiua
JIEKapCTBEHHOT'0 Ipernapara, HoJaHHOTO Ha PETUCTPALUIO;

&) xapakTepucTHKa MpUMeceii;
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X) NepCUCHb CTAHAAPTHBIX O6p8.3].IOB, HUCIIOJIb3YCMBIX TIpHU OCYIICCTBJIICHUU KOHTPOJISI KadeCTBa
JICKAPCTBCHHOT'O IIpCIiapaTa AJid BETCPUHAPHOTO IIPUMCHCHUA

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOI'O IIperapara Jyisi BETEpUHAPHOTO IPUMEHEHUS;

10) komms JOKYMEHTa, cojepamero WHQOPMAIUI0 O HATUYAA WIH 00 OTCYTCTBUH (PAKTOB
perucTpanuy JIEKApCTBEHHOTO Tperapara sl BETEPHUHAPHOTO TMPUMEHEHHs 3a mpenenamu Poccuiickoit
denepanuu;

11) cormacme B mUCbMEHHOH (opme, MPEeayCMOTPEHHOE YacThbi0 7 HACTOSIIEH CTaThH, B Clydae
pEerucTpaIy BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOT'O IpenapaTa;
(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomua JOKyMEHTa Ha pPYCCKOM SI3bIK€, 3aBEPEHHOTO B YCTAaHOBJIEHHOM IMOpSAJKE U
MOITBEP K IA0IIEr0 IPAaBOMOYHOCTb 3asIBJICHHSI O TOCY/ITapPCTBEHHOMN pEeruCcTpaliuy JIEKApCTBEHHOTO Mpernapara
JUIsL BETEPUHAPHOTO MPUMEHEHUS (IOBEPEHHOCTb);

13) cBeneHust 0 TOCYAapCTBEHHOW PErHCTPALMM T'€HHO-UHKEHEPHO-MOIU(PHUIIMPOBAHHBIX OPTaHU3MOB,
NIPEIHA3HAYEHHBIX JJI BBIIYCKAa B OKpPYXXAWOIIyl0 cpeny (Ipu TOCYylapCTBEHHOM pPETUCTpaluu
JEKapCTBEHHbIX  IPENapaToB Ui BETEPUHAPHOTO IPUMEHEHHs, IIOJYYEHHBIX C IPUMEHEHHUEM
TeHHO-WH)XEHEPHO-MOIN(UITMPOBAHHBIX OPTaHU3MOB WIIH COJEPKAIIUX TAKHUE OPTaHU3MBI).

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

4. Tlpu mpoBeneHHHM YCKOPEHHOH WpOLEAyphl SKCHEPTH3bl JIEKAPCTBEHHOIO Iperapara Jyis
BETEPHHAPHOTO NMPHMEHEHHUS B IIETSX €ro rOCyNapCTBEHHON PETHUCTPALlMM BMECTO OT4eTa pa3paboTdyHKa O
pe3yibTaTtax JOKIMHUYECKOTO HCCIIEAOBAHMS JIGKAPCTBEHHOTO CPEACTBA Ui BETEPUHAPHOTO NMPUMEHEHHUs
MOXET OBbITb IpEACTaBIeH O0030p HayyHbIX pPabOT O pe3ynbTarax JOKIMHUYECKOTO HCCIIEIOBAHUS
pedepeHTHOro JIeKapCTBEHHOTO MpemnapaTa Ui BETEpUHAPHOTO IIPUMEHEHHUS, @ BMECTO OTYEeTa O pe3yibTaTax
KITMHAYECKOTO HCCIIEIOBaHUST JICKAPCTBEHHOTO TIpenaparta il BETEPUHAPHOTO TPUMEHEHHUS OT4YEeT O
pe3ynbTaTax MCCIEAOBAaHUN OMOIKBHBAJICHTHOCTH BOCHPOM3BEICHHOIO JIEKAPCTBEHHOT'O IIperapara Jjls
BETEPHHAPHOTO IPUMEHEHHUS.

(uacTtb 4 B pen. PeaepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

5. Ha skcniepTHsy pa3inyHbIX JEKapCTBEHHBIX (JOPM OJTHOTO U TOTO K€ JIGKAPCTBEHHOTO Iperapara Jis
BETEPUHAPHOI0 NPUMEHEHUS 3asIBUTENb IPEACTABIIACT OTACIBHBIC 3asBICHUS U PETMCTPALIMOHHBIE 10ChE Ha
KOKIyl0 JIeKapcTBeHHYI0 ¢opmy. Ilpu ycrmoBurM OJHOBPEMEHHOW TMOJa4YW HA OJKCHEPTH3Y OIHOU
JIEKapCTBEHHON (OPMBI C Pa3IUYHBIMHU JTO3UPOBKOW, KOHIIEHTpAlMel, 00beMOM 3asBHUTENb IMPEACTABISET
OJIHO 3asIBJICHHE M PErHCTPALMOHHOE J0ChE C MPHIIOKEHUEM MAKETOB MEPBUYHOMN YMAKOBKU W BTOPUYHOMU
ynakoBku. Ha MakeTax MepBUYHON YMAaKOBKM M BTOPUYHOM YIAKOBKHU YKa3bIBAIOTCS BCE MPOU3BOAUMBIC
JO3UPOBKH, KOHIEHTpalMu, OOBEMBI M KOJIMYECTBO J03 B YNAaKOBKE JIEKApPCTBEHHOIO IMperapara Jyis
BETEPUHAPHOTO IPUMEHEHHS.

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

Koncynprantllmtoc: mpumeuanue.
C 01.01.2021 4. 6 ct. 17 uznaraercs B HoBo pegakuuu (P3 ot 27.12.2019 N 478-D3).

6. 3asBUTEIb BIIpaBE€ MPEACTaBUTL I10 COOCTBEHHOI WHUIOUaATUBE BMECTEC C 3asdBJICHUEM O
FOCYHapCTBeHHOﬁ perucrpanuvn JCKApCTBCHHOI'O IIpCliapaTa AJis1 BECTCPUHAPHOTO IMPHUMCHCHHUA HOKYMCHTHI,
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NOJTBEP)KJAIOLINE YIIJIATy FOCYAAPCTBEHHON MOIUIMHBI U YKa3aHHbBIE B IIyHKTE 7 4acTH 2 HACTOSALIEH CTAaThU.
B cnyuae ux HenpeacTaBIeHHUs] COOTBETCTBYIONINM YIIOTHOMOUYEHHBIN (hefiepalibHblid OpraH UCTIOHUTEIbHON
BJIACTH TpOBepseT (PaKkT YIUIAThl 3asgBUTEIEM TOCYJApCTBEHHON MONUIMHBI MOCPEACTBOM HCIOIb30BAHUS
nHpopManuu o0 yruiate ToCyAapCTBEHHOM MONIUIHHEL, coaepxamieiics B ['ocynapcTBeHHON HHDOpMAITMOHHON
CHUCTEME O TOCYJIAapCTBEHHBIX M MYHHIMIIAJIBHBIX IUIATEKAaX, HA OCHOBAHWM ITPEACTABJICHHBIX 3asBUTEIIEM
KOIIUH TOKyMEHTOB, IIOATBEPKAAIOIIMX YILIATy FOCY1apCTBEHHON IOLUIMHBI.

7. He pomyckaeTcss HCHOJb30BAHME B KOMMEpPYECKHMX LEIIX MHGOpMAlMM O pe3yibTaTax
JOKJIIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHMYECKHUX HCCIIEJOBAHUM JIEKAPCTBEHHBIX
MpEnapaToB JUisi BETEPUHAPHOTO IPUMEHEHHUS, NPEACTABICHHOW 3asBUTENIEM JUISI TOCYJIapCTBEHHOM
PErucTpanvu JCKapCTBCHHBIX MPCapaToB, 0e3 ero cornacus B TEYEHHUE IIECTH JIET C JaThbl FOCYILapCTBeHHOI\/'I
peructpanuu peepeHTHOro JIeKapcTBEHHOTo npenapaTa B Poccuiickoit denepanuu.

8. Jlepkatenb WM Biajesel] PErucTPAlOHHOTO YIOCTOBEPEHHs JIEKApCTBEHHOTO Ipernapara Jyis
BETEPUHAPHOTO TMPUMEHEHHsI MPEACTABIsAECT B YMOJHOMOYEHHBIN (QenepalbHblii OpraH HCHOIHUTEIBHON
BJIACTH OTYET IO pe3ysibTaTaM (papMakoHaA30pa OAMH pa3 B LIECTh MECSIEB B TEUEHHE JIBYX JIET IOCIe
rOCYJIapCTBEHHOW PETMCTpalMU JEKAPCTBEHHOrO Ipenapara B Pocculickoit dexnepanuu, 3aTeM €KEroJHo B
TCUYCHUC MTOCICAYIOMHNX TPEX JICT U B Il&J'IBHGfIHIGM OIVH pa3 B TpH roja.

(uacte 8 BBeneHa denepanbHbiM 3aKkoHOM 0T 02.08.2019 N 297-03)

Cratba 18. lNMopaya M paccMmoTpeHue 3asfiBMIeHUs1 O rOCyAapCTBEHHOW perucrpauum
neKapcTBeHHOro npenapara AnA MeAUUUHCKOro NpuMmeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jlist Tocy1apCTBEHHOM PErucTpalyy JICKAPCTBEHHOTO Mpernapara il MEAUIMHCKOTO MPUMEHEHHUS
IOPUIMYECKOE JIMIIO, JCHCTByIOIee B COOCTBEHHBIX MHTEpPECax WM YHOJHOMOYEHHOE IMPEICTaBIATh
UHTEPECHl JPYTroro IOPHIWYECKOro JHIa W 3asBISIONIEe JIEKAPCTBEHHBIN Mpenapar Ha rocyAapCTBEHHYIO
peructpanuio (aajgee B HACTOSIICH CTaTbe - 3asBUTEINb), MPEJCTABISET B YIOJHOMOYEHHBIN (heaepaibHbIi
OpraH MCIOJHUTEIbHOW BJACTH, OCYLIECTBIISIOIIMN TIOCYAAPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX
MpenapaToB JAJIsi MEIUIIMHCKOTO MPUMEHEHHs, B 3JIEKTPOHHOH (hopMe U Ha OyMaKHOM HOCHUTEIIE 3asiBICHUE O
rOCy/IapCTBEHHOW PETUCTpPALMU JIEKAPCTBEHHOrO MperapaTta Juisi MEIUIIMHCKOTO MPUMEHEHHs, a TakkKe B
HOpSZIKE, YCTAHOBJIIEHHOM YIOJHOMOYEHHbIM (efepalbHbIM OpPraHOM HCIHOJHUTENbHOM BIIACTH, B
ANEeKTpOHHOU (opme UM Ha OyMaKHOM HOCHUTENEe HEOOXOAUMBbIE JOKYMEHTBI, U3 KOTOPBIX (hopMHUpyeTcs
PETUCTPALIMOHHOE JOChE HA JIEKAPCTBEHHBIN IIpenapaT sl MEIULUHCKOTO IIPUMEHEHUS.

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

2. B 3asgBieHuMu O rocyJapCTBEHHOM perucTpanuy JIEKapCTBEHHOrO Mpernapara JUisi MEeIULHUHCKOIO
IIPUMEHEHHUS] YKA3bIBAIOTCS:

1) HauMeHOBaHUe, aipec 3asBUTENS U NIPOU3BOJHUTEINS JIEKaPCTBEHHOTO Ipernapara JUisi MeIUIIMHCKOTO
NPUMEHEHHs, CBEACHUSI 00 MX PETUCTpAalMM B KAa4eCTBE HAJOTOIUIATENbIIMKA B CTPaHE PETHCTpaluu (Iis
POCCHUICKMX IOPUIMYECKUX JIUI - WACHTH(PHUKAIMOHHBIM Homep Hanoromiarensiumka (MHH), s
WHOCTPAHHBIX IOPUIMYECKUX JIMII - CTpaHa PErucTpalud, HAWMEHOBAaHUE PErHCTPUPYIOLIETO OpraHa,
PETUCTPAIIOHHBIN HOMEp, KO/ HaJIOTOIUIATENBIINKA B CTPaHE PErHCTpauyl (MHKOPIOPAIINN ) UITH €T0 aHaJIoT )
U a/Ipec MecTa OCYIIECTBJICHHUS MPON3BOJCTBA JICKAPCTBEHHOTO Ipemapara (B Clydae HAINYMS HECKOIBKHX
YYaCTHHKOB IIpOIECcCa €ro IMPOU3BOJCTBA HEOOXOJMMO YKa3aTh KaKIOr0 y4YacTHHKA B COOTBETCTBUH C
OCYIIECTBIISIEMOH CTaIuel MPOU3BOJICTBA);

(m. 1 B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)
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2) HAaUMCHOBAHUC JICKAPCTBCHHOI'O IIperapara MJisI MEAULUMHCKOTO HNPHUMCHCHUSA (Me)K,I[yHapOI[HOG
HCTIAaTCHTOBAHHOC, WX I'PYIIIIMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) NEpCUCHb HeﬁCTBYIOHlHX U BCIIOMOIaTCJIbHBIX BCIICCTB, BXOAANIUX B COCTAaB JICKAPCTBCHHOI'O
npenapara il MEAUIUHCKOTIO IPUMCHCHH A, C YKa3aHUEM KOJIMYCCTBA KaXKI0Ir0 U3 HHUX;

4) nexapcTBeHHas (opma, TO3UPOBKA, CHOCOOBI BBEACHHS M TPUMEHEHHUS, CPOK TOIHOCTH
JIEKapCTBEHHOT'O Mpernapara Ui MEJUIIMHCKOTO IPUMEHEHHUS,

5) ¢apmakoTepaneBTUYECKas TpPyMNa, KOJA aHATOMO-TEPAaNeBTHUYECKO-XMMUYECKOH KilaccupUKaIu,
pexkoMeH10BaHHOW BceceMupHOl opraHuzanueil 34paBOOXPAaHEHNs, 3asBJsEMblE MOKAa3aHUs Ul IPUMEHEHUs
JIEKapCTBEHHOT'O Ipernapara i MEJUIIMHCKOTO IPUMEHEHMUS],

6) OTCYTCTBUEC H€O6XOI[I/IMOCTI/I NpEaOCTaBJICHUA OTUCTA O PE3YJIbTaTaX KIMHHUYCCKOro MCCIICAOBAHWA,
HUCCICa0BaHUA OMOPKBHBAJICHTHOCTH JICKApCTBCHHOT'O IIpf€rapara, paspCli€HHOro mid MCIUIHHCKOIO
IIPUMCHCHUS B Poccuiickoit d)ez[epauﬂn boiee JABaanaTty JICT, C YKa3aHUEM HOPMATHBHBIX IIPABOBBIX AKTOB,
MMOATBEPIKAAOIIUX JTAHHBIN CPOK IIPUMCHCHUI

7) HeoOxoaUMMOCTh O0(hOopMIIEHUS pa3pelleHus Ha BBo3 B Poccuiickyto denepaliiio KOHKPETHON MapTUH
3aperuCTPUPOBAHHBIX U (WJIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MNpPEJHA3HAYEHHBIX MJIs
MIPOBEJICHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B LIEJSAX FOCYAAPCTBEHHONW PETUCTPALINN;

8) HGO6XO}II/IMOCTL OPOBCACHUA OKCIEPTU3bI MOOKYMCHTOB, IPCACTABJICHHBIX IJId OIIPCACIICHUA
BO3MOXHOCTH pacCMaTpuBaTb J'IeKapCTBeHHHﬁ mnmpemnapatr ajdd MCEAUIOUHCKOro IIPpHMMCHCHUS  IIpU
OCYHICCTBJIICHUU FOCY,Z[&pCTBGHHOfI perucTtpanvu B Ka4u€CTBC Opq)aHHOFO JICKApPCTBCHHOT'O IIpeIiapara;

9) HEOOXOIMMOCTh IPUMEHEHHUSI YCKOPEHHOM MPOLIEAY Pl SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB B IETAX
roCy/apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Mpenapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIOIINX YIUIATy TOCYJaPCTBEHHOM MOIINHBI:

a) 3a TMpOBEIEHUE DSKCIEPTH3bl JOKYMEHTOB, IPEACTABICHHBIX [UIsl OINpPEAENCHUS BO3MOXXHOCTH
paccmMaTpuBaTh JICKApCTBEHHBIM IpemapaTr Uil MEIULIUHCKOTO IPUMEHEHHS IpU  OCYILIECTBJICHUU
roCyJapCTBEHHOM perucTpayy B KadecTBe OpPaHHOro JEKapCTBEHHOT'O Npenapara;

0) 3a mpoBeleHHE OKCIEPTU3bl KauecTBa JICKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3bl OTHOLICHHUS
0’KMJIa€MOM TI0JIb3bl K BO3MOYKHOMY PHUCKY IPUMEHEHHS JIEKapCTBEHHOIO IIperapara, pa3pelieHHOro s
MEeIUIMHCKOro mpuMmeHeHus B Poccuiickoit ®enepauun Oonee aABaaunaTd JieT, NPU  OCYLIECTBICHUU
rOCyJJapCTBEHHOM PEruCTPALMM JIEKAPCTBEHHOTO MPEIapara;

B) 3a IPOBEJIEHHE DOKCIEPTU3bl KauecTBa JICKAPCTBEHHOI'O CPEACTBA U HKCHEPTH3bl OTHOLICHMS
OKH/IaeMOU TOJIb3bl K BO3MOXKHOMY PHCKY NPUMEHEHHs JIEKapCTBEHHOI'O IpemnapaTa s METULMHCKOTO
MIPUMEHEHHUS IIPU €T0 FOCYAAPCTBEHHON PETUCTPALINN;

I) 32 HIPOBEJCHHE DSKCIEPTU3bl KayecTBa JIEKAPCTBEHHOIO CPEACTBA M AKCIEPTU3bl OTHOLICHUS
OKUJAaeMON TOJb3bl K BO3MOXXHOMY PHUCKY IPHUMEHEHUS JIEKApCTBEHHOrO IpernapaTa JUlsli METULMHCKOTO
MPUMEHEHHS, B OTHOIIEHWU KOTOPOTO MPOBEAEHBl MEXKIYHApPOJHbIE MHOTOLEHTPOBbIE KIMHUYECKUE
UCCIIEIOBaHMs, YacTb M3 KOTOpbIX IpoBeneHa B Poccuiickoil @enepauuu, NOpu  OCYIIECTBICHUU
rOCyJapCTBEHHOM perucTpaim JeKapCTBEHHOTO Mpenapara;
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11) Hanuuume corjacus TPOU3BOAMUTENS JIEKAPCTBEHHOIO IpenapaTa, IPOU3BOACTBO KOTOPOTO
ocyliecTBisieTcs 3a npenenamu Poccuiickoit denepanyy, Ha NPOBEACHNE UHCIIEKTUPOBAHUS MPOU3BOAUTENS
Ha COOTBETCTBHE TPEOOBAHUIM ITPABUII HAJICKAIICH MTPONU3BOICTBEHHOMN MPAKTHKH;

12) Hanuuue coriacusi, MpeLyCMOTPEHHOIO YacThio 18 HacTosel cTaTby;

13) ykazaHue BHJa JIEKAPCTBEHHOTO Iperapara, MPeACTaBIEHHOrO0 Ha perucrpanuio (pedepeHTHbII
JIeKapCTBEHHBIM IpenapaT, BOCIIPOU3BEICHHBIN JIEKAPCTBEHHBIN INpenapar, OMOJIOrMYECKUM JIeKapCTBEHHBIN
npenapar, OuoaHajaoroBblii (OMOMOMOOHBIN) JEKapCTBEHHBIN mpenapar (OMoOaHAIOr), TOMEONAaTUYECKUI
JIeKapCTBEHHBIN Mpernapar, JIeKapCTBEHHBII pacTUTENbHBIN Tpenapar).

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

3. PerumcrpamioHHOE [OCh€ Ha JIGKAPCTBEHHBIM TMIpermapaT Uil MEIUIIUHCKOTO TMPUMEHEHUS
MpeaocTaBiseTcs B opMe 00IIETO TEXHUUECKOTO IOKYMEHTA.
(dactpb 3 B pea. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen AOKYMCHTAlIUU AAMUHUCTPATUBHOI'O XaPAKTEPaA BKIKOYACT B ceobs:

1) 3asBieHHME O TOCYIApPCTBEHHOW PEruCTpalui JIEKapCTBEHHOTO IIpernapara sl MEAMIUHCKOTO
MPUMEHEHHS B AJIEKTPOHHOH (opMe U Ha OyMakHOM HOCHUTEIIE;

2) KOIUIO JOKYMEHTA Ha PyCCKOM f3bIKE, 3aBEPEHHOT0 B YCTAaHOBJIEHHOM IOPSIIKE U MOATBEPKIAIOLIETO
MIPaBOMOYHOCTh 3asBUTENSI [0/1aBaTh 3asBIIEHHE O TOCYJAapCTBEHHON perucTpanuu JeKapcTBEHHOIO
npernapara Jyisi METUIIUHCKOTO MPUMEHEHUS (JOBEPEHHOCTb);

Koncynprantllntoc: mpumeuanue.
C01.01.2021 B . 3 u. 4 cr. 18 BHOCATCS u3menenus (O3 ot 27.12.2019 N 478-D3).

3) KONUIO JHUIICH3UUM Ha TPOU3BOACTBO JICKAPCTBEHHBIX CPEACTB WM KOMHUIO 3aKJIIOUEHHUS O
COOTBETCTBUM  TMPOU3BOAUTENS]  JICKAPCTBEHHBIX  CPEICTB  TpeOOBaHMAM  MpPaBUI  HaAJeXalei
HpOHBBOZ[CTBeHHOﬁ NPaKTUKH, BbIJAHHBIX YIIOJIHOMOYCHHBIM (I)G,Z[epaJIBHLIM OpraHom HWCIIOTHUTEIbHOM
BJIACTU B OTHOILIEHUU IIPOU3BOJCTBEHHOM IUIOLIAAKUA PETrUCTPUPYEMOTO JIEKAPCTBEHHOIO IIpemnapara, B
cJy4ae, eClii MPOU3BOJACTBO JIEKAPCTBEHHOT O IpenapaTa ocyuiecTtsisiercs B Poccuiickoit denepanmu;

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

Koncynprantllntoc: mpumeuanue.
C01.01.2021 B . 4 u. 4 ct1. 18 BHOCsTCS U3MeHeHus (D3 ot 27.12.2019 N 478-D3).

4) KOIMIO BBIAHHOHM YITOJIHOMOYEHHBIM OPTaHOM CTpPaHbI MPOM3BOJUTEIS JIUIICH3UN Ha MPOM3BOICTBO
JICKapCTBEHHOT'O TIperapaTa M €e IMepPeBoJl Ha PYCCKUM s3bIK, 3aBEPEHHBIC B YCTAHOBIICHHOM MOPSJIKE, a TAKIKE
KONUIO 3aKIIOYEHHUS O COOTBETCTBUM TPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM TPABUI
HaJJIeXalleld TMPOW3BOJACTBEHHON TMPAKTUKH, BBIAAHHOTO YIOJHOMOYEHHBIM (peiepalibHBIM  OpraHOM
UCTIOTHUTEIILHOW BJIACTH B OTHOIIEHWUW MPOW3BOJCTBEHHOW IUIOMIAJKH PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
mperapaTta, WIA KOIHIO PEIICHUS YIOJTHOMOYECHHOTO (elepalbHOr0 OpraHa HWCIOJTHUTEIBLHOW BIIACTH O
MPOBEJICHUN WHCIICKTUPOBAHUS IPOU3BOJUTEINS JICKAPCTBEHHBIX CPEJCTB, B Clydae, €CJIH IPOM3BOJICTBO
JICKapCTBEHHOT'O Tperapara OCyIecTBIIsIeTCs 3a peaenamMu Poccuiickoit deneparumy;

(B pen. ®enepanpHoro 3akona ot 04.06.2018 N 140-D3)
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5) NpoeKT MHCTPYKLUUHU IO MEAMLIMHCKOMY NPUMEHEHUIO JIEKapCTBEHHOIO Mpernapara, coaepikarien
CJIEAYIOLINE CBEICHUS:

a) HaUMEHOBaHUE JIEKAPCTBEHHOIO  Ipemapara (MEXIyHApOJHOE  HENaTEHTOBAHHOE,  WJIHU
IPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

0) nexkapcTBeHHass (opMa C yKa3aHHMEM HAaMMEHOBAHWH M KOJWYECTBEHHOTO COCTaBa JCHCTBYIOIIUX
BEIIECTB M KAaueCTBEHHOI'O COCTaBa BCIIOMOTATENIbHBIX BELIECTB (IIPU HEOOXOAMMOCTH KOJUYECTBEHHOTO
COCTaBa BCIIOMOT'aTEJIbHBIX BEILECTB);

B) ONHMCAHUE BHEIIHETO BU/IA JIEKAPCTBEHHOTO Npenapara sl MEAULNHCKOTO IPUMEHEHUS;

r) GU3NKO-XMMHYECKHIE CBOMCTBA (U1 paauodapMaleBTHUECKUX JEKapCTBEHHBIX MPENapaToB);

1) dapmakoTepaneBTHUeCKas IpyIa, KOJ JEKapCTBEHHOT0 Ipenapara A MEIUIIMHCKOTr0 IPUMEHEHUs
[0 aHATOMO-TEPANEeBTUUYECKO-XUMUYECKON KilaccupuKalnu, peKoMeHI0BaHHOW BceMupHol opranuzanuei

3ApaBOOXPAHEHUS, WU YKa3aHHE '"TOMEONaTUYECKUH JIEKapCTBEHHbIN Ipenapar”;

e) Cl)apMaKO,Z[I/IHaMI/IKa n (I)apMaKOKI/IHeTI/IKa (3a HCKIIFOYCHHUEM Cl)apMaKOKI/IHeTI/IKI/I TOMCOIIAaTUYCCKUX
JICKAPCTBCHHBIX MPCIIapaTOB U PACTUTCIIbHBIX JICKAPCTBCHHBIX npenapaTOB);

K) TIOKa3aHMsl UIsl IPUMEHEHMUS;

3) IPOTUBOINOKA3aHUs JIJIsl IPUMEHEHMUS;

1) MEpHI MIPETOCTOPOKHOCTH MIPHU IPUMEHEHHH;

K) YKa3aHM€ BO3MOXHOCTM M OCOOEHHOCTEH MNpHMEHEHHUs JIEKapCTBEHHOrO Ipenapara Juls
MEIUIMHCKOIO PUMEHEHUsI OepeMEHHBIMH JKEHIMHAMH, JKEHIIWHAMH B MEPUOJ TPYIHOI0 BCKapMIIMBAHUS,
JI€TbMH, B3POCIIBIMU, UIMEIOLIMMH XPOHUYECKHE 3a00JIeBaHUS;

J) PEXUM [O03UPOBaHUs, CIOCOOBI BBEACHMSI U IPUMEHEHUs, NPU HEOOXOIMMOCTH BpEMsI IpHEMa
JIEKapCTBEHHOI'O Ipernapara s MEJUIUHCKOrO MPUMEHEHHUs, POAOKUTEIBHOCTD JICYEHHS], B TOM YHUCIE Y

JIeTel 10 ¥ IocJie OJTHOTO Trojia;

M) BO3MOJKHEBIC HECXKCEIIATCIIbHBIC pPCaKUWKu IIpH MOPHUMCHCHHUHW JICKAPCTBCHHOI'O IIp€riapara ajid
MCIUIIUHCKOI'O MPUMCHCHU A,

H) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO ITOMOIIY NPU NEPEJO3UPOBKE;
0) B3aMMOJICICTBUE C APYTUMHU JIEKAPCTBEHHBIMU NpenapaTaMu U (WIKM) MUIIEBBIMU IPOAYKTAMU;
11) pOpMBI BIITyCKa JIEKaPCTBEHHOI'O IIPETnapara;

p) YykazaHue (MpuU HEOOXOIMMOCTH) OCOOEHHOCTEH JeHCTBHUS JIEKapCTBEHHOTO IIpernapaTta s
MEIUIMHCKOTO IPUMEHEHUS ITPH TIEPBOM IIPHEME WM IIPH €r0 OTMEHE;

c) onucanue (mpu HEOOXOTUMOCTH) NeHCTBUI Bpaua ((enpamiepa) U (MIK) MalMEHTa MPU MPOIMYCKE
npueMa OJHOM UM HECKOJIBKUX J103 JIEKapCTBEHHOT'O Mpenapara sl MeIUIIMHCKOTO IPUMEHEHUS;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

( T 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. ot U3.U%. " [Jlata coxpaHeHusi: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

T) BO3MOJXHOC BJIMAHUC JICKAPCTBCHHOI'O IperiapaTta AJIsI MECAULUMHCKOTO INPUMCHCHUA Ha CII0OCOOHOCTD
YHOpaBJIATb TPAHCIIOPTHBIMU CPCACTBAMU, MCXAHU3MAMMU,

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

¢) ycinoBus XpaHeHus;

X) YKa3aHHUEC HaA HCO6XOI[I/IMOCTB XpaHCHHUA JICKAPpCTBEHHOI'O IIpc€riapaTta s MCAUINHCKOI'O ITPUMCHCHU A
B MCCTax, HEAOCTYIIHBIX JIS ,Z[eTefI;

I_[) YKa3aHue (HpI/I HGO6XO,Z[I/IMOCTI/I) CIICHUAJIBHBIX MCpP HNPCAOCTOPOKHOCTHU IIPU YHHUYTOKCHUU
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHLIX ITPCTIapaToOB IJIsI MCAUIIMHCKOI'O IIPUMCHCHU A,

Y) yCJIOBUS OTITYCKa;

1) HAaWMEHOBAaHMSI W aJpeca MPOU3BOJCTBEHHBIX IUIOMIAJIOK TMPOU3ZBOJUTENS JIEKAPCTBEHHOTO
npernapara;

) HaMMEHOBaHHWe, aJpec OpraHu3alMy, YIOJIHOMOYEHHOM Jep)kaTelleM WIM  BIAJeNbleM
PETUCTPAllMOHHOIO YJOCTOBEPEHMs JIEKAPCTBEHHOI'O TMpenapara [yl MEIULIUHCKOTO IPUMEHEHHs Ha
MIPUHSATHE IPETEH3UH OT MOTPEOUTEIIS;

6) MHCTPYKIHMIO MO MEAMLIMHCKOMY MPUMEHEHMIO WM KpPaTKYyI XapaKTEpPUCTUKY JIEKapCTBEHHOTO
rpenapara, yrBepKJACHHbIE B CTpaHE IPOU3BOAMTEIIS;

7) mpOEKThl MAaKETOB MEPBUYHON YMAaKOBKHM M BTOPHUYHOH YMAKOBKH JIEKAPCTBEHHOIO IperapaTa st
MEAMIIMHCKOTO TPUMEHEHUS;

8) MpOEKT HOPMATHUBHOM JOKYMEHTAIlMM WM HOPMAaTHBHOTO JOKYMEHTAa Ha JIEKApCTBEHHBIN Mperapar
JUIS. METUITTHCKOTO IPUMEHEHUS JIN00 YKa3aHue COOTBETCTBYIOUIEH (hapMaKOIEHHOM CTaThbu;

9) nmoxyMmeHT, coaepanuii WH(OpPMAIMI0O O HAIWYUU WM 00 OTCYTCTBUU (PAKTOB PErHCTpPaLUU
JIEKapCTBEHHOI'0 IIpemnapara Jyisi MeIUIIMHCKOTr0 MPUMEHEeHUS 3a npeaenamu Poccuiickor @enepannu;

10) xonmuMm JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM TMOpPSIKE M MOATBEPXKIAIOUMX (PaKT
pEerUCTpalliy JIEKQpCTBEHHOTO TMpenapara B HHOCTPAHHBIX TOCyIapcTBaXx B KadecTBe OpdaHHOTO
JIEKapCTBEHHOTIO Mpernapara;

11) ruian ynpaBieHUs pUCKaMH JJIsi OMOJOTMYECKUX JIEKaPCTBEHHBIX NpPEnapaToB s MEAMLIUHCKOTO
IIPUMEHEHNS;

12) nokymeHT o cucreMe (QapmMakoHaa3opa JepXkareias WIM BIaJeNblida  PEruCTPalMOHHOTO
yIOCTOBEPEHHs JIEKapCTBEHHOT'O Npenapara;

13) moKyMeHT, MOATBEPXKIAIOIIMI KayecTBO JIEKAPCTBEHHOTO Ipernapara TpexX MPOMBIIUICHHbIX Cepuid
(MpOTOKOJ aHaNM3a WIKM CepTUPHUKAT aHAIN3a), OJHA CEpUsl KOTOPOro JOJKHA COBIAAATh C cepueit obpasiua
JIEKapCTBEHHOI'0 Ipernapara Ui MEJUIMHCKOrO0 IPUMEHEHMsI, IPEICTAaBICHHOIO Ha TIOCYJapCTBEHHYIO
PETUCTPALHIO.

(dactp 4 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

5. Pazgmen XxuMu4eckoi, QapmareBTUYeCKOH M OWOJOTHYECKOW TOKYMEHTAIMU BKJIIOYAET B ceOs
JIOKYMEHTBI, coJieprKaiiue HHPpopMaIuio o (papmaneBTH4ecKoil cyOCTaHIIMK U JIEKapCTBEHHOM Ipenapare s
MEIUIMHCKOTO IPUMEHEHHs, IIPOLIECCE €ro MPOU3BO/ICTBA U METO/IaX KOHTPOJIS KaueCTBa, B TOM YHUCIIE:

1) KomUIO TOKYMEHTA, COJIePIKAIIETo CIAeAYIONTy0 HHpopMamuio o (hapMareBTHIeCKOH CyOCTaHITNH HITH
(apMareBTHUECKUX CYOCTaHIMSX, BXOJSIIMX B COCTaB JIGKAPCTBEHHOTO TWperapara, 3a HCKIIOYCHUEM
UHpOpManuu o0 hapMaleBTHUECKUX CYOCTaHIIMSAX, BKIOYCHHBIX B TOCYIapCTBEHHBINA PEECTp JIGKAPCTBEHHBIX
CpE/ICTB B COOTBETCTBUH CO cTaThel 34 HacTosmiero denepaabHOTroO 3aKOHa!

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 462-03)
a) HauMeHoBaHue (papMareBTHUECKON CyOCTaHIINH, €€ CTPYKTYypa, OOIIHe CBOMCTBA;
0) HaMMEHOBAHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHA MPOU3BOJACTBA C OIMMCAHUCM CTa)II/Iﬁ MMPONU3BOACTBA W METOJOB KOHTPOJII Ha BCEX
CTaJIUAX IIPOU3BOJCTBA,

T') OMKCaHue Pa3padOTKH Mpoliecca MPOU3BOJICTBA;

1) ONTUCaHKNE KOHTPOJIS KPUTUYECKUX CTAIHI MPOU3BOJICTBA U MPOMEKYTOYHON MPOIYKIIHH;
€) IOKyMEHTaJIbHOE MOJTBEPKACHHUE (BAJIUIALIKA) TPOLIECCOB U (MJIM) UX OLICHKA;

) CBOMCTBA M CTPYKTypa ICUCTBYIOIINX BEIIECTB;

3) XapaKTEPUCTUKA TPUMECEH;

1) cnenuukanus Ha GapMaleBTHUECKYI0 CyOCTaHIIMIO U €€ 000CHOBAHHE,

K) aHAJIUTHYECKHE METOAWKH, HCIOJNb3yeMble TPM  OCYIIECTBICHWH KOHTPOJIS  KadecTBa
(apMareBTHUECKON CyOCTaHINH;

J) JOKYMEHTaJIbHOE NOJITBEP)KIEHUE (BaNUAALMS) AHAIUTUYECKUX METOJUK, HCIOJB3YEMBIX IpHU
OCYIIECTBJIEHUU KOHTPOJISl KauecTBa (papMalieBTUUECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHAIHM3a CEPHM (papMarleBTUIECKON CyOCTaHIINH,

H) MNEePCUCHb CTAHAAPTHBIX O6pa?>I_IOB WM BEIIECTB, HUCIIOJB3YEMBIX IIPHU OCYLICCTBICHHHN KOHTPOJIA
Ka4dyCCTBa,

0) OMHCAaHNE XapAaKTEPUCTUK U CBOMCTB YIIAaKOBOYHBIX MAaTEPHUAJIOB U YKYTIOPOYHBIX CPEICTB;

1) IaHHBIC O CTA0MIBHOCTH (papMaIieBTUIECKON CyOCTaHITHH;

P) CPOK TOJTHOCTH;

1.1) B oTHOIIEHNHN (hapMalEBTUYCCKUX CYyOCTaHITHM, BXOAIINX B COCTAB JICKAPCTBCHHOTO TIperapara u

BKIIOUCHHBIX B FOCY,Z[&pCTBCHHBIfI peecTp JIEKApCTBEHHBIX CPEIACTB B COOTBETCTBHUM CO cratbeli 34
HaCTOAIICTO CDe):[epanLHoro 3dKOHA4, - KOIIHA JOKYMEHTA, COACPIKAIICTO CIICAYIOIY O I/IH(I)OpMaL[I/II-OZ
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

( T 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. ot U3.U%. " [Jlata coxpaHeHusi: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

a) HaMEHOBaHUE (apMaIleBTHYECKON CYyOCTaHINH, €€ CTPYKTypa, oOIIHre CBOWCTBRA,
0) HaMMEHOBAaHUE U a/IpEC MPOU3BOAUTEIS;
B) pe3yJIbTaThl aHANIN3a cepuid (hapMarieBTHUECKON CyOCTaHIINY;

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

2) JAOKYMCHT, coz[epn(aumﬁ clIeayromue CBEACHUA O JICKAPCTBCHHOM IIpfrapare st MCIUIHHCKOI'O
IMPUMCHCHU:

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOI'O IIpCriapaTta AJid MCAUIUHCKOTO ITPUMCHCHUS,

0) ommcanue papmareBTHUYECKON pa3paboTku (000CHOBaHUE BHIOOpPA COCTaBa, MEPBUYHON YITAKOBKU U
WHOTO);

B) TEXHOJIOTHA MPOU3BOJACTBA C OIMMCAHUCM CTa)II/Iﬁ MMPONU3BOACTBA W METOJOB KOHTPOJI Ha BCEX
CTaJIUAX IIPOU3BOJCTBA,

T') ONMCaHUE KOHTPOJISI KPUTHUECKUX CTAIUH MpoIecca MPOU3BOICTBA U TIPOMEKYTOYHOU TPOTYKIIHH;

1) HaUMEHOBAHHE W aJ[pec MeCTa OCYIIECTBJICHUS MPOU3BOJCTBA JIEKAPCTBEHHOTO Tperapara s
MCIUIIMHCKOI'0 IMPUMCHCHHA (B CIyd4a€ HalIu4dudad HCECKOJIBKUX YYAaCTHUKOB IIpolecCa IIPOMU3BOACTBA
HE0OXO0IUMO yKa3aTh KKIOTO U3 HUX);

) apmarieBTHIECKasi COBMECTHMOCTD;

) MUKPOOHOJIOTUIECKUE XapPaKTEPUCTUKHY;

3) MaTepHasbHbII OallaHC IS TPOU3BOJICTBA CEPHU TOTOBOTO MPOIYKTA;

1) OMUCaHNE XapaKTEPUCTUK U CBOWCTB YIAKOBOYHBIX MAaTEPUAIOB U YKYIIOPOYHBIX CPEJICTB;

K) JOKYMEHTaJIbHOE MOATBEPKACHHE (BaIM1alus) POLIECCOB IPOM3BOCTBA U (WJIN) UX OLICHKA;

J) TpeOOBaHWUS K KAdeCTBY BCIIOMOTATENBHBIX BEIIECTB (cepTudukar, crnenuduranus Ha
BCIIOMOTaTeNIbHbIE BEIIECTBA U UX OOOCHOBAHUE);

M) AHAJIUTUYCCKHUC MCTOIHMKHU, HCIIOJIB3YyEMbIC pu OCYHIECTBJICHUN KOHTPOJIA KadyecTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

H) AOKYMCHTAJIBHOC TIIOATBCPIKIACHUC (BaHI/I,Z[aI_II/IH) AHAIIUTUYCCKUX MCTOAUK, HUCIHOJB3YCMbBIX IIpU
OCYHICCTBJICHNHN KOHTPOJII Ka4€CTBA BCIIOMOI'aTCIIbHBIX BEIICCTB,

O) I/IH(l)OpMaIII/ISI 00 HCIIOIL30BAaHUU BCIIOMOTaTEIbHBIX BCIICCTB YCJIOBCYCCKOIO M KHMBOTHOI'O
IIPOUCXOKIACHUA,

H) HH(bOpMaHI/IH 00 UCIIOJIb30BAaHUH HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

p) TpeOOBaHUS K KAaueCTBY JIEKApCTBEHHOTO IMpenapara i MeIUIMHCKOro IpuMeHeHus (cepTudukar,
cnenr(uKanus Ha JIEeKapCTBEHHBIN penapaTt U uX 000CHOBaHME);

C) AHAIIUTUYCCKUC MCTOJAUKH, UCITIOJIB3YCMBIC ITPHU OCYHICCTBIICHUU KOHTPOJIA KA4YCCTBaA JICKAPCTBCHHOI'O
npenapara il MEAUIUHCKOTIO IIPUMCHCHUA

T) JOKyMEHTAJbHOE TMOATBEpXACHUE (BaluIalus) aHATUTHYECKMX METOJUK, HUCIOJIb3YEMBIX HpHU
OCYILECTBIEHUN KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHOI'O Mpernapara i1 MEIULUHCKOrO IIPUMEHEHUS;

y) pe3yibTaThl aHAJIU30B CEPUI JIEKAPCTBEHHOTO Mpernapara JUisi MeAULIMHCKOTO IPUMEHEHHUS;
¢) xapakTepucTHKa pumMeceii;

X) TEepeyYeHb CTAaHAAPTHBIX O00pa3IOB, HCHOJB3YEMBIX IPH OCYLIECTBICHUHM KOHTPOJS KayecTBa
JIEKapCTBEHHOI'O IIpernapara s MEJUIUHCKOTO IPUMEHEHMS;

I1) JTaHHBIC O CTAOUIILHOCTH JICKAPCTBEHHOTO Tperapara isi MEIUIIMHCKOTO TPUMEHEHUSI.
(dactpb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznmen Qapmakonormueckoi, TOKCHUKOJOTHYECKOW ITOKYMEHTAIlMH BKJIIOYaeT B ce0s OTYETHl O
pe3yJsibTaTax JOKJIMHUYECKHX MCCICIOBAHUM JIEKAPCTBEHHOTO CPEACTBA JUISI MEAULMHCKOIO IMTPUMEHEHUS, B
TOM 4HCJIE:

1) otueT 0 hapMaKoTMHAMUIECCKIX UCCIICIOBAHMSIX;

2) oT4eT 0 (hapMaKOKHHETHICCKUX MCCIICIOBAHUSIX;

3) OT4ET O TOKCUKOJIOTHYECKUX MCCIICIOBAHUSIX.
(dacts 6 B pen. @enepanbHOro 3akoHa oT 22.12.2014 N 429-D3)

7. Pa3zmen KIMHHMYECKOM AOKYMCHTAIlMK BKJIHOYAaCT B ce0s OT4ETHI O pe3yjibTaTax KIMHUYCCKUX
HCCIIeJOBaHUI JICKAPCTBCHHOTO IIpcIiapaTta JJIsi MCAUIIMHCKOI'O IPUMCHCHUA, B TOM YHCJIC!

1) oruersl 00 wuccnegoBaHUSAX OMOJOCTYNMHOCTH UM OMOSKBUBAJEHTHOCTH, HCCIEIOBAHUSX,
YCTaHABJIMBAIOIIUX KOPPEISAIUIO PE3YIbTaTOB, NOJYUYEHHBIX B YCIOBHSX 1n Vitro U in vivo;

2) OTYCTEI O (bapMaKOKI/IHeTI/I‘leCKI/IX HCCICOOBAaHUAX,
3) OTYCTEI O Q)apMaKOI[I/IHaMI/I‘IeCKI/IX HCCIICAOBAHUAX,
4) OTYCTHI O KIIMHUYCCKUX HUCCICAOBAHUAX B(I)(beKTI/IBHOCTI/I u 6630HaCHOCTI/I;

5) OTYET 0 MOCTPETUCTPALIUOHHOM OIIBITE IPUMEHEHMSI (IIPU HAJMYUNN).
(uactp 7 BBeneHa denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

8. TpeboBanusi k 00beMy WHGMOPMAITUH, TPEIOCTABIIEMON B COCTaBE PETUCTPAIMOHHOTO JIOCHE, JJIS
OTIIENbHBIX BHJIOB JIEKAPCTBEHHBIX MpENapaTroB Hjs MEIUIUHCKOTO MPUMEHEHHUS YCTaHaBJIMBAIOTCS
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTEIBHON BIACTH.

(uacte 8 BBenena denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)
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9. B OTHOLIEHHMHU JIEKapCTBEHHBIX IPENapaToB, Pa3pelIeHHBIX Ui MEAULMHCKOrO NPUMEHEHHs B
Poccuiickoit ®enepanuu Oojee ABagaTH JeT U B OTHOUICHHHM KOTOPBIX HEBO3MOXKHO IPOBEJCHHE
UCCIIeZIOBAaHNH MX OMOIKBHBAJICHTHOCTU (32 MCKIIIOYCHHEM OMOJIOTHUECKUX JIEKAPCTBEHHBIX IPENapaToB),
JIOIyCKaeTCsl BKJIIOYEHHE B COCTaB pasfena (papMaKoIOTHYeCKOl, TOKCHKOJIOTHYECKOH TOKyMEHTalluu |
pa3zmena KIMHWYECKOM JOKYMEHTAIlMd BMECTO OT4YeTa pa3pabdoTdhMKa O pe3ysibTaTaX COOCTBEHHBIX
JOKIMHUYECKUX HCCIEJOBAaHUN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIICAOBAHUIN JIEKAPCTBEHHBIX
IpernapaTroB Ui MEIUIMHCKOTO NpPUMEHEHHs o0030pa HaydHBIX padOT O pe3ynbTarax JOKIMHUYECKUX
UCCIIeZIOBAaHUM JIEKaPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCIIeIOBAaHUN JaHHBIX JIEKAPCTBEHHBIX MPEnapaTos,
B TOM YHMCJIC BKJIIO4Yas OIBIT UX MOCTPECTUCTPATUOHHOTO IIPUMCHCHMU.

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

10. Ilpu rocynapCTBEHHOM pEruCTpalid BOCIHPOU3BEACHHBIX JIEKAPCTBEHHBIX NIPENapaTtoB Jis
MEIMIIMHCKOTO TPHUMEHEHUs JOIMyCKaeTcs BKIIOYEHHE B COCTaB pasaena  (PapMakoIOrHYecKOH,
TOKCHKOJIOT'MYECKON TOKYMEHTALMHU U pa3zesia KIMHUYECKON TOKYMEHTAllMU BMECTO OT4eTa pa3paboTunka o
pe3ynbpTaTax cOOCTBEHHBIX JOKIMHUYECKHX MCCIIEIOBAaHUN JIEKAPCTBEHHBIX CPEACTB 0030pa HAYYHBIX PaboOT O
pe3ynbpTaTtax JOKIMHUYECKUX HCCIEeNOBAaHUN pPe(epeHTHOro JIEKapCTBEHHOIO Iperapara W IMpeJCTaBICHHE
BMECTO KJIMHMYECKHUX MCCIEAOBAHUNA B TOJHOM OOBEME, YCTAaHOBJIEHHOM pa3JelioM KIMHUYECKON
JOKYMEHTAllud, OT4eTa O pe3yJbTaTax HCCIeAOBaHUNH OMOPKBUBAJICHTHOCTH  BOCIPOU3BEACHHOIO
JIEKapCTBEHHOTO TMpemapaTa s MEAMIHUHCKOro mpuMmeHeHus. He TpeOyercs mpeacTaBieHHE OTYETa O
pe3yibTaTax HcciaeloBaHUKA OMOIKBHUBAJIEHTHOCTH BOCIPOU3BEICHHOIO JICKApCTBEHHOTO IIperapara Jyis
MEJUIIMHCKOTO NPUMEHEHUS, €CIIM PETUCTPUPYIOTCS BOCIPOM3BEICHHbBIE JIEKAPCTBEHHBIE Mpenaparbl A
MEUIIMHCKOTO IPUMEHEHHUSI, KOTOPHBIE:

1) mnpeaHasHaueHbl MJi1 MapeHTEPaIbHOrO (MOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO, BHYTPUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAPHOIO) BBEACHUS M MPEJICTABISIIOT
co00i1 BOJIHBIE PACTBOPHI;

2) mpeACTaBiISIOT 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 IperapaTaMmy, 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 HCIOJIb30BaHUS B (popMe HHTasluil ¢ MOMOIIBIO
HeOyIaiizepa 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 MPUMEHEHHMS JIOJKEH COAEPKATh TaKUE KE BCIIOMOTaTEIbHbIE
BElleCTBA B TaKHX >K€ KOJMYECTBaX, Kak U peepeHTHBIM JieKapCTBEHHBINM mpemnapar. Ecau cocraBbl
BCIIOMOTATENIbHBIX BEILECTB PA3IUYAIOTCS, 3asABUTEIb JOJDKEH IPEACTAaBUTh JOKA3aTENbCTBA TOrO, YTO
WCIIOJIb3YEMbIC B JAHHBIX KOHIIEHTPAILIUSAX BCIIOMOTATEIILHBIC BEIIECTBA HE BIUSAIOT Ha 0€30MaCHOCTh U (WIIH)
3¢ (HEeKTHBHOCTH JIGKAPCTBEHHOTO TIperapaTa Jisi MeIUIIMHCKOTO MPUMEHEeHHS. B citydae, eciiv 3asBUTENb HE
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MO>KET MPEICTaBUTh TaKHe JTOKa3aTelnbCcTBa U (WJIM) HE MMEET JOCTyMa K COOTBETCTBYIOIIUM JaHHBIM, OH
JIOJKEH TPOBECTH COOTBETCTBYIOIIME HCCIAEAOBAHUS JI JIOKA3aTebCTBA OTCYTCTBUS BIIMSIHUS Pa3HBIX
BCIIOMOTaTENbHBIX BEIIECTB WJIM BCIOMOTATEIbHBIX YCTPOMCTB Ha Oe3o0macHOCTh M (Win) AP(EeKTUBHOCTH
JIEKapCTBEHHOTO Tpemnapara Jjisi MEAUIIMHCKOTO TPUMEHEHHUS B TIOPSJIKE, YCTAHOBJICHHOM YITOJIHOMOYEHHBIM
(henepasbHBIM OPTaHOM UCITOJTHUTEIILHON BIIACTH.

(dactp 11 BBenena depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

12. TIpn rocynapcTBEHHOW perucTpaluud KOMOMHALMN paHee 3aperuCTPUPOBAHHBIX JIEKApCTBEHHBIX
MpenapaToB  JUIsi ~ MEOUIMHCKOINO  INPUMEHEHMsS  JONyCKAaeTCs  BKJIKOYEHME B  COCTaB  paszena
(hapMaKoJIIOTHYEeCKOM, TOKCUKOJIOTUYECKON TOKYMEHTALMU M pa3jiena KIMHUYECKOW JOKYMEHTAIlUd BMECTO
or4yera pa3paboTunKa O pe3yibTaTaX COOCTBEHHBIX JOKIMHUYECKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX CPEICTB
o030pa HayyHBIX pabOT O pe3yJibTaTax JOKIMHUYECKUX HCCIEeOBaHUN pePEepeHTHBIX JIEKaApCTBEHHBIX
IpenapaToB, BXOAALUIMX B COCTaB KOMOMHALMU JIEKApPCTBEHHBIX IpenapaToB, U 00 OTCYTCTBUU HX
B3aMMOJEHCTBHSI B OHOM JIEKapCTBEHHOM (popme.

(dacts 12 BBeneHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha skcnepTusy pa3iuyHbIX JIEKAPCTBEHHBIX ()OPM OJIHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
JUISI METUIIMHCKOTO MPUMEHEHUS 3asSBUTEIb IIPEACTABIISIET OTACIBHBIE 3asBJICHHAS U PETUCTPALMOHHBIE JOCHE
Ha KaXIylo JekapcTBeHHyro ¢Gopmy. Ilpu ycinoBuM oAHOBpEMEHHOW IOAAaYM Ha OKCIEPTU3Y OIHOU
JIEKapCTBEHHOM (hOpMBI C Pa3IMYHBIMM J03UPOBKOH, KOHLEHTpaluei, 00beMOM 3asBUTEINb MPEACTaBIAET
OJIHO 3asBJICHUE U PErMCTPALMOHHOE JO0CHE C NPUIOKEHHUEM MAKETOB YNAKOBOK Ha KaXIYH0 IO3HPOBKY,
KaX/1yl0 KOHLEHTPAIHIO, KaX/Iblii 00BbeM 1 KaXJ10€ KOJIMYECTBO /103 B YIIAKOBKE.
(uactp 13 BBeneHa PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

14. Tlpu rocymapCTBEHHON peructpauuu oOp¢daHHOTO JIEKAPCTBEHHOTO TIpernapara 3asBHUTEINb
npeAcTaBIsieT nHopMaIroo, HEOOXoMUMYH0 id (OPMHUPOBAHUS pa3zelia KIMHUYECKON TOKyMEHTAIluH, B
o0bemMe, YCTAaHOBJICHHOM YIOJTHOMOUYEHHBIM (pe/iepaibHbIM OpraHOM MCIOJHUTENIBHO BJIACTH.

(uactp 14 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. HpI/I perucTpanun OHOJIOTHYECKOTO JICKApCTBCHHOT'O IIpCIriapara, MOJYUYCHHOTO U3 KPOBH, IJIA3MBbI
KpOBH YCJIOBCKA, B COCTAaBC PCTHUCTPALMOHHOIO AOOCHC Ha HeKapCTBCHHBIfI npenapar i1 MCAUIHUHCKOI'O
MNPUMCEHCHUA JOJIKHBI OBITH MMpEACTABJICHBI JOIMMOJIHUTCIIBHO!

1) B pa3zaene JOKyMEHTAIMH aIMUHUCTPATUBHOTO XapakTepa JOKYMEHT, Coep ainuid HHPOPMAITHIO O
cyOBbeKTax oOpalieHus JOHOPCKOH KPOBH U (MJIH) €€ KOMIIOHEHTOB, O TOM, TJi¢ ObljIa OCYIIECTBJICHA JOHAIUS
(kpoBM W (MnM) MJIa3Mbl KPOBHM), a Takxke OaHHble 00 WH(EKIMOHHBIX 3a00JIeBaHUSAX, MEPEHAAIOIIUXCS
MapeHTepalIbHBIM IyTeM, HH(popMalus o cyObeKTax oOpalieHus JOHOPCKOM KPOoBH U (W) €e KOMIIOHEHTOB,
B OTHOIICHUU KOTOPBIX OCYIIECTBIISETCSI KOHTPOJb JOHOPCKOM KPOBHU U (MJTH) €€ KOMIIOHCHTOB;

2) B pa3zzene XUMUYECKOH, (hapMarieBTHUECKON 1 OMOJIOTHYECKON TOKYMEHTAIlUU:

a) KpUTEpUH U CHocoObl O0TOOpa, TPAHCIOPTUPOBAHMS M XpPaHEHHs] JOHOPCKOM KpOBH U (WIK) ee
KOMIIOHEHTOB;

0) pe3ynabpTaThl MCCIEAOBAaHUM OTOOPAHHBIX JOHOPCKOM KpPOBM M (MJM) IJIa3Mbl KPOBU M IIyJIOB Ha
HaJn4yue Bo30yauTesnel nHpEeKui, BKitoyas MHGOpMaIiio 00 UCIOIb30BaHHBIX METOMKAX UCCIIEA0BAaHUN U
B Clly4ae MCCJEI0BaHUS IYJIOB IUIa3Mbl KPOBHU PE3YJbTAThl JJOKYMEHTAJIBHOTO MOATBEPKACHUS (BaluAallun)
WCII0JIb30BAHHBIX METOJIUK;
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B) TEXHUYECKHE XAPAKTEPUCTHKHM YMAKOBKHU il O0TOOpa JOHOPCKOW KpOBH M (MJIM) IIa3Mbl KPOBH,
BKJTIOYast HHPOPMALIMIO 00 HCIIOJIb30BAaHHBIX PACTBOpPAX aHTUKOATYJISTHTOB.
(uactp 15 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

16. Knunnyeckue ucciae0BaHus JIEKApCTBEHHOTO MpernapaTa il MEAUIIMHCKOTO TPUMEHEHUS B TEISIX
€ro TOCYJapCTBEHHOM peructpanuu npoBoasTcia B Poccuiickoil denepannu B MOPSAJKE, YCTAHOBICHHOM
cratbsiMu 38 - 44 nacrosimero denepanbHoro 3akoHa. OT4eT 0 MPOBEACHHBIX UCCIICIOBAHUAX BKJIKOYACTCS B
COCTaB pa3fiena KIMHUYECKON JHOKYMEHTALMM PETUCTPAMOHHOIO JI0Ch€ Ha JIEKAPCTBEHHBIM Ipenapar ajs
MEJIMLIUHCKOTO TMpUMEHeHus. JlJig JIeKapCTBEHHBIX MPENnapaToB [Js MEAUIMHCKOTO TPUMEHEHHsS, B
OTHOILIEHUU KOTOPBIX B PE3YJIbTaT€ SKCHEPTU3bl JOKYMEHTOB, NIPEICTABICHHBIX [JIsi OMNpEIEICHUs
BO3MOXKHOCTH pacCMaTpuBaTh JIEKAPCTBEHHBIM Npemapar il MEIUWIHUHCKOTO TNPUMEHEHHS B KayeCTBE
opdaHHOTO JTEKapCTBEHHOTO MpernapaTa, Takasi BO3MOXXHOCTh IMTPU3HAHA M B OTHOIICHUH KOTOPBIX MTPOBEICHBI
KJIIMHUYECKHE HCCIEOBaHUs, BBINOJHEHHbIE 3a mpenenamu Poccuiickoii Pexepaunn B COOTBETCTBUU C
npaBUJIaMU Hajuiexalield 1abopaTopHON MPaKTHUKKA W TMpaBWIAMH HaJJIeKalled KIMHHUYECKON MpPaKTHKH,
JIOTYCKAaeTCsl BKIIIOYEHHE B COCTAaB pa3zelia KIMHUYECKOM JTOKYMEHTallud BMECTO OTYeTa O pe3ysbTaTax
KJIIMHUYECKUX HMCCIIEIOBAaHUN JIEKApCTBEHHOTO Ipenapara JJjii MEAUIIMHCKOTO MPUMEHEHHUs], TPOBEICHHBIX B
Poccuiickoit @eaepanuu, oTyeTa 0 PE3yJAbTaTaX KIMHUYECKUX UCCICIOBAHUM, BBIITOIHEHHBIX 3a MpeAeIamMu
Poccuiickoit deneparumn.

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

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

17. 3asBuTenp BOpaBe MPEICTaBUTh IO COOCTBEHHON WHUIMATHBE BMECTE C 3asBICHHUEM O
rOCYJapCTBEHHOIN pEerucTpaluu JIEKapCTBEHHOrO Mpemnapara JJjii MEAUIMHCKOIO MPUMEHEHHUS JOKYMEHTHI,
MOATBEPKJIAIOIINE YIIATy TOCYJIapCTBEHHOM MONIUIMHBI M yKa3aHHble B NyHKkTe 10 yactu 2 HacTosIeu
cTaThl. B ciydae uX HENpeACTaBICHHS COOTBETCTBYIOIIUN YIIOJHOMOUYEHHBINH (enepanbHblii  opraH
WCTIOTHUTEJIBHOW BJIACTH TPOBepsieT (aKT yIuiaThl TOCYJAapCTBEHHOW MOILIMHBI 3asiBUTEIEM IOCPEICTBOM
WCIIONBb30BaHus MH(popManuu 00 yruiate rocyJapCTBEHHOW MOIUIMHBI, coaepikamieics B ['ocyaapcTBeHHOM
uHPOPMAIMOHHON CHCTeME€ O TOCYJapCTBEHHBIX U MYHUIUNAIbHBIX IJIaTeXaX, HAa OCHOBAaHUU
MIPEICTABICHHBIX 3aBUTENIEM KOMHM TOKYMEHTOB, OATBEPKAAIOIIUX YIIJIATy TOCYIaPCTBEHHOMN MOLIIUHBI.
(dacte 17 BBenena deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

18. He nomyckaeTcss HWCHONB30BaHWE B KOMMEPYECKHX IENsAX HWHPOPMAIMM O pe3yibTaTrax
JTOKJIIMHUYECKUX WCCIICOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHHYECKHUX HCCIICIOBAHUMN JICKapCTBEHHBIX
MpernapaToB Uil MEAWIIMHCKOTO TMPUMEHEHHS, TIPEJCTABICHHOW 3asBHUTEIEM JUI TOCYJapCTBCHHOU
perucTpaluy JeKapcTBEHHOTO Mpemnapara, 0e3 ero corjiacusi B TeUeHHUE LIECTH JIeT ¢ JaThl TOCyAapCTBEHHON
peructpanuu peepeHTHOro JeKapcTBeHHOro npemnapara B Poccuiickoit ®eneparuu.

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

19. [epxarens WM BIajelel] PErHCTPAlMOHHOIO YIOCTOBEPEHMs JIEKAPCTBEHHOrO Ipernapara Ha
OMOTEXHONOTMUECKUA WM Op(aHHBIM JIEKApCTBEHHBIM IpemnapaT 00s3aH NPEJOCTaBIATh HAa BO3ME3IHOMN
OCHOBE 00pa3sibl pedepeHTHOro JIEKapCTBEHHOIO Ipenapara 3asBUTENSAM JUIsl TMPOBEACHUS] KIMHUYECKUX
uccienoBaHuid. CTouMocTh 00pa3ua pedepeHTHOro JIEKapCTBEHHOIO Ipernapara, BKJIIOYEHHOTO B IepeueHb
KHU3HEHHO HEOOXOAMMBIX M BaXHEHWIIMX JIEKAPCTBEHHBIX MpENnaparoB, HE [JOJDKHA IPEBBIIATH
3aperuCTPUPOBAHHYIO MPEACTbHYIO OTIYCKHYIO IIEHY Ha pedepeHTHBIN JIEKapCTBEHHBIN Mpenapar Win HeHy
Ha JIEKAPCTBEHHBIN IIpenapaT B CTpaHe MPOU3BOIUTEISL.

(uactp 19 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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20. 3asBiIE€HHE O TOCYJApPCTBEHHON PErucTpanuu BOCIPOM3BEIEHHOIO JIEKAPCTBEHHOIO Mperapara s
MEHUIIMHCKOTO MPUMEHEHHS MOXKET OBITh TIOJJaHO B YIIOJTHOMOYECHHBIN (hefiepanbHblii OpraH UCIIOTHUTEIHHON
BJIACTH, OCYIIECTBISIOMIMM TOCYAapPCTBEHHYIO PETHCTPALIMIO JICKAPCTBEHHBIX MPENapaTroB, MO HCTEYECHUU
YeThIpeX JIET C JaThl TOCYJapCTBEHHOW perucrpanuu pedepeHTHOTO JIGKApCTBEHHOTO Ipemnapara B
Poccuiickoit deneparumn.

(gactp 20 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asBieHHEe O TOCYIApPCTBEHHON pErucTpanuu OMOaHAIOTOBOTO (OHOIMOJ0OHOr0) JEKApCTBEHHOTO
npemnapaTta (OMoaHangora) MOKeT OBITh TOJAHO B YIMOJTHOMOYCHHBIN (pelepanbHblii OpraH HCIOJTHUTEIHHON
BJIACTH, OCYIIECTBISIOMIMN TOCYAapPCTBEHHYIO PETHCTPALIMIO JICKAPCTBEHHBIX MPENapaToB, MO HCTEYECHUU
TPEX JIET C AaThl TOCYAapCTBEHHOW pETHUCTpaliu pedepeHTHOTO JIEKapCTBEHHOTo mpenapaTta B Poccuiickoi
denepanuu.

(dactp 21 BBeneHna depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. [lepxaTenb WM BIAJENell PEruCcTPAllMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipernapara
MPE/ICTaBIseT B YINOJTHOMOYEHHBIN (efepanbHblii OpraH HUCHOTHUTEIBHOM BIACTH, OCYIIECTBIISIOIINAN
(YHKIIUU TI0O KOHTPOJITIO U HAJ[30pY B cepe 3paBOOXpaHEHUs, OTYET 10 pe3ysibTataM (hapMakoHaI30pa OJuH
pa3 B IIECTh MECSIIEB B TEUCHUE JIBYX JIET MOCJIE TOCYJaPCTBEHHON PErucTpaliiy JIEKapCTBEHHOTO Mpenapara
B Poccuiickoit deneparnuu, €XErolHO B TEYEHUE MOCIEAYIOMNUX TPEX JIET U B JaJbHEUILIEM OJWH pa3 B IISTh
JIeT.

(uacts 22 BBeneHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 19. lNpuHATHE pelweHUA O BblAaye IKCNEePTHOMY YUYpPEeXAEeHUK 3adaHus Ha
npoBeAeHMe 3KCNepTU3bl NIeKapCTBEHHOro cpeacTBa
(B pen. ®exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necstu paboOYMX JHEH CO JHS TPUHATHS 3asBJICHUS O TOCYAAPCTBEHHOW PETUCTpAIMU
JICKQpCTBCHHOTO TpernapaTa COOTBETCTBYIOIIMN YIIOJHOMOYCHHBINH (eiepaibHbIi OpraH HUCIOJHUTEILHOU
BJ1aCTHU HpOBOI[I/IT HpOBepKy IIOJIHOTHI, I[OCTOBCpHOCTI/I n HpaBI/IHLHOCTI/I O(I)OpM.TIeHI/IH HpeI[CTaBJIeHHBIX
I[OKYMGHTOB pCFI/ICTpaIII/IOHHOFO J0ChE Ha J'IeKapCTBeHHI)II\/'I npenapaT n HpI/IHI/IMaCT pCHIGHI/IC O BbIIA4eC
3aJlaHMs Ha MMPOBEJICHHUE:

1) OKCIIEPTU3Bl AJOKYMCHTOB, MNPCACTABJICHHBIX JIA ONPCACICHHA BO3MOXHOCTH pacCMaTpuBaTb
HeKapCTBeHHLIﬁ npenapar ajid MCEAUIUHCKOTO MNPUMCEHCHHS IIpU OCYHICCTBIICHUUN FOCYI[EIpCTBGHHOfI
PErucTpaii B Ka4€CTBC Op(l)aHHOI‘ 0 JICKapCTBCHHOTO IIpeIriapara,

2) 9KCHCPTU3BI JICKAPCTBCHHOI'O CPCACTBA B YAaCTU 3KCICPTU3BLI KAaUCCTBA JICKAPCTBCHHOI'O CPCACTBA U
OKCIICPTHU3bI OTHOIICHUA O)KHI[&CMOﬁ IMOJIB3bI K BO3BMOKHOMY PUCKY NPUMCHCHUS JICKAPCTBCHHOI'O IMpCIiapaTa
A1 MEANITUHCKOTO ITPUMCHCHUS

3) SKcnepTHU3bl JIEKAPCTBEHHOTO CPEJCTBA B YACTH AKCIEPTHU3bI KAueCcTBa JIEKAPCTBEHHOI'O CPEACTBA U
9KCIIEPTHU3bI OTHOILIEHUS 0KUAeMOM TMOJIb3bI K BO3MOKHOMY PUCKY MIPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara
JUTSl MEIULIMHCKOTO MPUMEHEHHMSI B MOPSIIKE YCKOPEHHOM MPOIEAYPhl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B
COOTBETCTBUU CO CTaThel 26 HacTosiero denepabHOro 3aKOHA;

4) osKcnepTHU3bl JIEKQPCTBEHHOTO CpEACTBA B OTHOIICHWU JIEKAPCTBEHHOrO Ipemapara  Juls
BETEPUHAPHOTO IPUMEHEHHS.

2. YIOTHOMOYCHHBIHN (heiepalIbHBIA OpraH UCIIOTHUTEIIBHON BJIACTH YBEJIOMIISIET B DJICKTPOHHOH (hopme
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WIN Ha OyMa)KHOM HOCHTEJIE 3asiBUTENSI M SKCIIEPTHOE YUPEKICHHUE O TIPUHATOM PELICHNH O BblAAaUe 3aAaHuMN
Ha TPOBEJICHHE KCIEPTU3, MPEAYCMOTPEHHBIX YacThio 1 HacTosmell cTaThH, U B CiIyd4ae HEOOXOJIUMOCTH O
BbIZIa4e pa3penieHus Ha BBo3 B Poccuiickyro denepanyio KOHKPETHOM apTUH, CEPUM 3aPETUCTPUPOBAHHBIX U
(WmM) HE3apeTMCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B MPOBEACHUU MPEIYCMOTPEHHBIX
JKCNEPTU3 C YKa3aHUEM ITPUYHMH TAKOTO OTKa3a.

3. B cnyuyae BbIABIEHHS OTCYTCTBHUS WJIM HEJOCTOBEPHOCTH HH(QOpMaIUM, coxaepKalieics B
NPEeCTaBICHHBIX 3asBUTENIEM JOKYMEHTAX, YIIOJHOMOUYEHHBIHN (eepabHblil OpraH UCIOJHUTEIbHOM BIaCTH
HanpaBisieT 3asBUTENI0 3ampoc 00 YTOYHEHHMH 3TOW MHQpOpMauuu (Jajnee - 3amnpoc YINOJIHOMOUYEHHOTO
(enepaTbHOrO OpraHa HCHOJHHUTENBHOM BIACTH), KOTOPBI MOXET OBITh MepenaH YHOJIHOMOYEHHOMY
MIPEICTAaBUTENIO 3asBUTENS JIMYHO IOJ PACIMCKY, HAIpaBJIEH 10 MOYTE 3aKa3HbIM MHCbMOM WM MepelaH B
JNEKTPOHHOH (opMe MO TEeIEeKOMMYHHKAIIMOHHBIM KaHalaMm CBsi3u. B ciaywyae HampaBieHHs 3ampoca
YIOJIHOMOYEHHOr0 (pe/lepajbHOr0 OpraHa HCHOJIHMUTENBHOM BIIACTHM IO IOYTE 3aKa3HBIM IHCbMOM OH
CUMTAETCS MOJYYEHHBIM 110 HCTEYEHHUHN LIECTH JHEW ¢ AAaThl HANPABJICHMS 3aKa3HOTO MUChMa.

4. 3asBurenb oO0s3aH TPEJACTaBUTh OTBET Ha 3alpoOC YIMOJTHOMOUYEHHOro (eAepaibHOro oOpraHa
WCTIOTHUTEJIbHOW BJIACTH B CPOK, HE MPEBBIMIAIOIINM AEBAHOCTA pabouux AHEH co JHs ero noiydeHus. Cpok,
YKa3aHHBIM B 4acTU | HACTOSIIEH CTaTbH, MPUOCTAHABIMBAETCA CO JIHS HAIPABIICHUS 3asBUTENIO 3aIpoca
YIOJIHOMOYEHHOTO  ()eZIepaIbHOTO0  OpraHa  HMCHOJHUTEIBRHOW  BIACTH 10 JAHS  TIOJYYCHHUS UM
COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHHeM ISl OTKa3a B OPTaHU3AlUU SKCIIEPTH3, MPEAYCMOTPEHHBIX YacThi0 | HACTOSIIEH cTaThy,
SIBJIICTCS TIPEJICTABICHUE HEOOXOMUMBIX [JIsl TMPOBEACHUS MPEIyCMOTPEHHBIX SKCIEPTH3 JOKYMEHTOB B
HEMOJIHOM O0bEeMe WM HENpPEICTABICHNUE 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, IPEAYCMOTPEHHOM MYHKTOM 4 yacTh | HACTOSIIEH CTaThH,
JOKYMEHTBI, BXOASIINE B COCTaB PETMCTPALIMOHHOIO JOCHE HA JIEKAPCTBEHHBIN IIpenapaT 1Jil BETEpUHAPHOTO
MPUMEHEHHS, MOTYT ObITh BO3BPAILCHBI 3asBUTEII0 HA OCHOBAHUM €r0 MMCbMEHHOT'0 3alpoca, HalpaBJIeHHOTO
B YHOJHOMOYEHHBIH (eiepajabHbIii OpraH MCIOJHUTEIBHON BIACTH B TEUCHHE TPHILATH paboduMx AHEH CO
JHSl TIPUHATUS YTIOJTHOMOYEHHBIM (pellepabHbIM OpPraHOM HCIIOJIHUTENBHOM BJIACTHU pelieHus o0 oTkaze B
OpraHM3alli TaKoH AKCIEepPTHU3bl. YTIOJIHOMOYEHHBIH (QenepanbHbIi OpraH HCIOJHUTENBHON BIIACTH
BO3BpALIAET 3asABUTENIO0 yKa3aHHbIE JOKYMEHTbl B TEYEHHUE JECSATH PadO4YMX JAHEH cO JHSA IMOIy4eHUs
COOTBETCTBYIOILIETO 3aMpOCa 3asIBUTEIIS.

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

Cratba 20. OJkcneptusa [OOKYMEHTOB, nNpeacTaBneHHbIX Ans  onpeaeneHusi
BO3MOXHOCTU paccMaTpuBaTb fleKapCTBEHHbLIW npenapaTt AN MeAULUHCKOro npumMeHeHus
npM  OCYLUEeCTBNIEHUN TroCyAapCTBEHHOW  perucTpauMm B  KadectBe  opdaHHOro
neKkapcTBeHHOro npenapara

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

1. DOxcmeptusza JOKYMEHTOB, TpPEACTABIEHHBIX [JS OIpPEAETIeHUs] BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN TMpenapar MAjas MEIWLUUHCKOTO TMPUMEHEHHUS TMpHU OCYIIECTBICHUH TOCYAapCTBEHHON
perucTpanyy B KadecTBE OP(QAHHOIO JIEKAPCTBEHHOI'O IIpernapara, COCTABICHHE KOMHUCCHEH HKCIEpTOB
3aKJIIOYEHHUST O BO3MOXHOCTM WJIM HEBO3MOXXHOCTHM paccMaTpuBaTh JIEKAPCTBEHHBIM mpemapar Jis
MEIULMHCKOTO NMPUMEHEHHs] TPU OCYIIECTBIEHUH TOCYAAPCTBEHHOM pErucTpanu B KadecTBe Op(haHHOTrO
JIEKapCTBEHHOTO Tperapara M HalpaBJIeHHUE JaHHOTO 3aKIIOYECHUS B YIOJHOMOUYEHHBIN (peepanbHblii opran
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"pe,q. ot U3.U%. " [Jlata coxpaHeHusi: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

UCTIOTHUTENFHON BIACTH OCYLIECTBISIOTCS B CPOK, HE MPEBBIMIAIOUINI TPUALATH padOYuxX AHEH co IHS
MOJTIyYEHHUS HKCIIEPTHBIM YUPEKIACHUEM 3aJJaHUs YIIOJIHOMOUYEHHOTO (heepaabHOro OpraHa MCIONMHUTEIHHON
BJIaCTU U B BJIGKTpOHHOfI (I)OpMe WX Ha 6YMa)KHBIX HOCHUTCIIAX HGO6XO[[I/IMBIX JOKYMCHTOB, YKA3aHHBIX B
nyHkTax 1, 2,5, 6, 10 yactu 4 u B yactu 7 ctatbu 18 Hacrosmero @eaepanbHOro 3aKOHA.

2. JIOKyMEHTBI, CcOJepXkalumecss B PETUCTPALlMOHHOM JOCh€ Ha JIEKApCTBEHHBIM TMpenapar |
MOCTYNUBIINE HA OyMa)KHBIX HOCUTENSX B OKCIEPTHOE YUPEKICHHUE ISl OCYLIECTBICHUS UX SKCIIEPTU3BI JIJIS
ONpeIeJIeHUs] BO3MOKHOCTH pacCMaTpuBaTh JIEKAPCTBEHHBIM NIpemnapar sl MEIULMHCKOTrO MPUMEHEHHUs B
KauecTBe Oop(haHHOTO JIGKAPCTBEHHOTO Mpernapara, MoJUIeskaT BO3BpaTy B YIMOIHOMOYEHHBIN (enepaabHbIi
OpraH MCIOJHUTEIBHOM BJIACTH OJJHOBPEMEHHO C 3aKIIOUYECHHUSIMHU COOTBETCTBYIOIIMX SKCIIEPTHU3.

Cratba 21. PeweHue 0 BO3MOXHOCTU paccMaTpuBaTb JiIeKapCTBEHHbIA npenapaTt npu
OCYyLEeCTBJIEHUN FOCyaapCTBEHHOM peructpauum B KadyectBe opdaHHOro rieKapCTBeHHOro
npenapara

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

1. B cpok, He TIPEeBBIIAONINN NATH pabOYUX JHEH CO JTHS MOTYyYEHHUS 3aKJII0OUCHUS], YKa3aHHOTO B YaCTH
1 crateu 20 HacTosmero deaepaqbHOrO 3aKOHA, YMOJTHOMOYCHHBIN (efepalbHbIl OpTaH WCIOJHUTEIbHON
BJIACTU OCYILECTBIISIET OLICHKY IOJIyYEHHOTO 3aKJIIOUYEHUs JJIsl ONPEACIICHUs] €ro COOTBETCTBHS 3a/IaHUI0 Ha
MPOBEJICHHE COOTBETCTBYIOIIEH OSKCHEPTU3bl U YBEIOMIISAET 3asBUTENs B SJEKTPOHHOW Qopme HIM Ha
OyMa)XHOM HOCHUTENE O pe3yJbTaTax MPOBEACHHON HKCIEPTU3bl C MPHIOKEHHEM KOMHUU JKCIEPTHOTO
3aKJIIOYCHUsT (C COXpaHEHHEM KOH(MUICHIMATLHOCTH WH(OPMAIIMU O COCTaBE SKCIEPTHOW KOMHUCCHUH) H O
BO3MOXHOCTH WJIM HEBO3MOXHOCTHM pacCMaTpuBaTh JIEKAPCTBEHHBIA Ipenapar Juisi MEIULIHHCKOIrO
MIPUMEHEHHUS TIPU OCYIIECTBJICHUH TOCYJApPCTBEHHOW PETHCTpalid B KauyecTBE Op(aHHOTO JIEKapCTBEHHOTO
npenapara.

2. Ilpu BbIHECEHNH KOMUCCUEN SKCIEPTOB 3aKIIOUEHUS O BOBMOKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBII
npemnapar i MEAULUHCKOTO NMPUMEHEHUS MPHU OCYLIECTBIEHUU TOCYIAPCTBEHHONW PErMCTPALlMd B KaU4ECTBE
op(haHHOTO JIEKApCTBEHHOTO IperapaTa yIOJTHOMOYCHHBIH (eIepabHbI OpraH UCTIOJHUTEIHLHOW BIACTU B
CpOK, HE HpeBI)IHIaIOHII/Iﬁ IIATHN pa60q1/1x [[Heﬁ CO IHA IMOJYYCHHA OAHHOT'O 3aK/IIOYCHHA, IPUHUMACT PCIICHUC
O BbBIJA4YC 3aJlaHUA Ha MNOPOBCIACHUC OKCICPTHU3BI Kad€CTBa JICKAPCTBCHHOI'O CpCACTBA U OKCIICPTU3LBL
OTHOLLUEHUS OKHUJAEMOHM TMOJb3bl K BO3MOXHOMY PHUCKY IPUMEHEHHUs JIEKapCTBEHHOI'O Mperapara s
MEIUIMHCKOTO MPUMEHEHHS B MOPSAJIKE YCKOPEHHOM MpPOLEIypbl KCIEPTU3bl JEKAPCTBEHHOTO CPEACTBa B
COOTBETCTBHUU CO CTaThel 26 HacTosiero deaepalbHOro 3aK0Ha.

3. B cinydae mpuHSTHS pELIEHHS O HEBO3MOXXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM IpemapaT Uit
MEIHUIMHCKOTO MPUMEHEHHsI TPH TOCYAAPCTBEHHOW PETUCTPAIHM B KadyecTBE OP(AaHHOTO JIEKapCTBEHHOTO
npernapaTa yNOJIHOMOYEHHBIM (¢eaepanbHbIi OpraH HCHOJHUTENBHON BIAacTH MpeKpalaer Mpoleaypy
rOCYJapCTBEHHON  pErucTpaluy JIEKApCTBEHHOIO Ipernapara. 3asBUTENb  BIpaBe OOpaTUTbCS B
PETUCTPUPYIOIIMK OpraH € 3asBJIEHHEM O TOCYJapCTBEHHOM pETMCTpallMy YKa3aHHOTO JIEKapCTBEHHOI'O
IpenapaTa B COOTBETCTBHHU €O cTaThell 18 Hacrosmero denepanbHOro 3aK0Ha.

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

Cratbsa 23. SKcnepTusa Ka4yecCcTBa JIeKapCTBeHHOro cpeanctBa n 3KcnepTn3a OTHOLWLEeHUsA
oXuaaemou Mosb3bl K BO3MOXHOMY PUCKY NMPUMMEHEHUs fieKapCTBEHHOro npenapara ans
MeAULIMHCKOro NnpuMeHeHus

(B pen. ®exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

1. OxcnepTu3a KadecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIIEPTH3a OTHOLIECHUS OKUIAEMOW IOJB3bI K
BO3MOYKHOMY PUCKY IIPUMEHEHUs JICKaPCTBEHHOTO IIpernapara JUisi MEJUIUHCKOrO0 IPUMEHEHUS, COCTaBIICHUE
KOMMCCHUAMHU D3KCIEPTOB 3aKIKOYEHUN 110 pe3yJbTaTaM IIPOBEICHHBIX JKCIIEPTU3 W HAIPABICHHE ITHUX
3aKJIIOYEHUH B YIIOJIHOMOYEHHBbIN (hefiepaabHblii OpraH UCIOJHUTEIBbHOM BIACTH OCYLIECTBIISIOTCS B CPOK, HE
MIPEBBILIAIONINM cTa AecaTH padounx JHEN CO JHS MOTYUYEHHs KCIEPTHBIM YUPEXKIEHUEM COOTBETCTBYIOIETO
3aJJaHKs YIIOJIHOMOYEHHOIO (eIepalbHOr0 OpraHa UCIOJIHUTENbHOM BIAaCTH M HEOOXOAUMBIX TOKYMEHTOB B
JIEKTPOHHOU (popMe WM Ha OyMaXKHBIX HOCUTEIISX.

2. B TeueHue JEBSIHOCTA JTHEH CO JHA MOJyYEHHs PEIICHUS YIOJHOMOUYEHHOTO (hefepalibHOrO OpraHa
WCIIOJIHUTEJIBHOM BJIAacTH O IPOBENEHUM OHKCIEPTHU3, NPEJYCMOTPEHHBIX 4YacTbio | HacTosled crarbu,
3asIBUTENb MPEJACTABISAET B OKCIIEPTHOE YUPEKIACHUE UL POBEACHUS SKCIIEPTU3bI KaueCTBa JIEKAPCTBEHHOIO
cpelacTBa 00paslibl JIEKapCTBEHHOTO IIpernapaTa Jii MEIUWIUHCKOTO MPUMEHEHHs, NPOU3BEICHHOIO B
COOTBETCTBUM C TPEOOBAHUSAMHU OINBITHO-IPOMBIIIJIEHHOTO M (WJIM) IPOMBIIUIEHHOIO pPErJIaMEHTOB,
YTBEPKACHHBIX PYKOBOJIUTEJIEM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB, @ TaKXKE B COOTBETCTBYIOLIMX
ciydasix o0Opasibl (papmaneBTHUECKOM cyOcTaHIMHU, TeCT-IITaMMa MUKPOOPTaHHW3MOB, KYJIbTYPHI KJIETOK,
00pa3ubl BEIIECTB, MPUMEHSIEMBIX Ui KOHTPOJS KauecTBa JICKAPCTBEHHOTO CPEJICTBA IIyTEM CPAaBHEHUS C
HUMHU HCCJIEyeMOIro JIEKAPCTBEHHOI'O CPEJACTBA, B KOJWYECTBAX, HEOOXOAUMBIX MJIi BOCHPOM3BEIEHUS
METOJ0B KOHTPOJISI KAYECTBA.

3. Ilpu mnomydyeHun oOpa3LOB JIEKApPCTBEHHOTO Impenapata U (apMaleBTHUECKOW cyOcTaHIMU
9KCHEPTHOE YUPEXKIEHHE BbIIACT 3asIBUTEIIO TOKYMEHT, TOATBEPKAAIONINH MOJTyyeHHE YKa3aHHbIX 00pa31ioB,
U B CPOK, HE IMPEBBIAIOUINNA TpeX pabouux IHEH, yBEIOMIISET B 3JCKTPOHHOHM (opme miu Ha OyMakKHOM
HOCHUTEJIE 00 3TOM YIIOJIHOMOYEHHBIN (eiepaabHbIil OpraH UCIIOTHUTEIBHOM BIACTH.

4. VkazaHHble B 4HacTAX 2 W 3 HACTOSILEH CTaTbU CPOK JUIsl MPEJCTaBICHUS 3asgBUTEIEM 00pa3LioB
JIEKapCTBEHHOTO Tpemapara # (papMameBTUYECKON CyOCTaHIIMM W CPOK YBEIOMJICHHS DKCHEPTHBIM
yupekaeHueM 00 3TOM Ha OyMa)KHOM HOCHUTEJe YHOJHOMOUYEHHOTO (peiepanibHOro opraHa UCIOJIHUTEIbHON
BJIACTH HE BKJIIOYAIOTCS B CPOK IIPOBEJEHMSI DKCIIEPTU3, IIPELYCMOTPEHHBIX YaCThIO | HACTOSAIIEH CTaTbH.

5. JIOKyMEeHTBI, IIOCTYNMBIIME B DOKCIEPTHOE YYPEKIEHUE [UI1 IPOBEACHUS  OJKCIEPTHU3,
MPEeIYCMOTPEHHBIX YacThi0 | HACTOSIIEH CTaThH, MOAJICKAT BO3BPATYy B YIOJIHOMOYEHHBIH (heaepabHbIN
OpraH WCIIOJIHUTEJIBHOM BIIACTH OJHOBPEMEHHO C 3aKIKOYEHUSMH, I[IOJYYEHHBIMM IO pe3yjbpTaTaM
COOTBETCTBYIOIINX IKCIEPTHU3.

CrtatbA 24. 3kcnepTu3a KavyecTBa NIeKapCTBEHHOrO CpeAcTBa M 3KCNepTU3a OTHOLIEHUs
0XuaaemMou nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsi NleKapCTBEeHHOro npenaparta Aans
BeTePMHAPHOIro NpUMeHeHus

1. DkcnepTu3a KadecTBa JICKAPCTBEHHOTO CPEJICTBA M AKCIIEPTH3a OTHOIICHUS OXKUIAACMOH TOJIB3bI K
BO3MOXXHOMY PHCKY IPUMEHEHHS JICKAPCTBEHHOTO Tperapara Juisi BETSpUHAPHOTO MPUMEHEHHSI, COCTABJICHUE
KOMHCCHUSIMH SKCIIEPTOB 3aKJIIOYEHHUI 10 pe3ysbTaTaM YKa3aHHBIX SKCIEPTU3 W HAMpaBJICHUE TaKHX
3aKJIFOYEHUH B YIIOTHOMOYECHHBIN (heepaabHblii OpraH UCTIOTHUTEILHON BIACTH OCYIIECTBIISIOTCS B CPOK, HE
MPEBBIIIAIONINN CTa JECATH padoYuxX JTHEH CO JHS TOMY4YeHHUS OJKCHEPTHBIM YUYPEKIACHHEM 3aJlaHus
YIOJTHOMOYEHHOTO ()eIepaTbHOTO OpPTraHa UCTIOJHUTEILHOM BIIACTH ¢ JOKYMEHTAaMH, YKa3aHHBIMU B YacTH 3
cratbi 17 Hactodmero PeaepanbHOTrO 3aKOHA.

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

2. B Teuenue Tpuauatu pabouyMx JHEH co THS MOJyuyeHHs pelieHHs YIOJIHOMOYEHHOro (hefepabHOro
OpraHa HCIIOJIHUTENBHOM BJIACTH O TNPOBEACHMM YKAa3aHHBIX B 4YacTH | HACTOALIEH CTAaTbU HKCIEPTHU3
3asiBUTEIIb MPEACTABISAET B SKCIEPTHOE YUPEKICHUE AJIsl IPOBEACHUS SKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOT O
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cpenctBa oOpa3ipl JIEKAPCTBEHHOT'O IMpernapara A BETePUHAPHOTO TMPUMEHEHUs, MPOU3BEIECHHOTO B
COOTBETCTBUM C TPEOOBAHUSAMU TEXHOJIOTUYECKUX PETIAMEHTOB, YTBEPXKICHHBIX PYKOBOAHUTEIEM
MPOU3BOJUTENS]  JIEKAPCTBEHHBIX CPEACTB, a TaKXKE B COOTBETCTBYIOIIMX CIIy4yasiX TeCT-IITaMMbI
MHUKPOOPTaHU3MOB, KYJBTYphl KIETOK, 00pasibl (apMmaneBTHUYeCKOH CyOCTaHIMM, OOpasibl BEIIECTB,
MPUMEHSEMbIC 1 KOHTPOJIsS KadyecTBa JICKAPCTBEHHOTO CPEACTBA, B KOJWYECTBAX, HEOOXOMUMBIX IS
BOCIPOM3BEICHUS METOJ0B KOHTPOJISI KA4eCTBa.

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

3. Ilpu mnomydyeHun oOpa3LOB JIEKAPCTBEHHOTO Impenapata U (apMaleBTHUECKOW cyOcTaHIUU
9KCHEPTHOE YUPEKICHHE BBIIACT 3asBUTEIIO JIOKYMEHT, TOATBEPKAAIONINH MMOTyuYeHHE YKa3aHHBIX 00pa3IioB,
U B CpOK, HE TIPEBBIAIOIIMN Tpex pado4ynx JTHEH, yBEAOMIIIET B TNHChMEHHOH ¢Gopme 00 3SToM
YIOJHOMOYEHHBIHN (enepaibHbIi OpraH UCIIOTHUTEIbHON BIACTH.

4. Cpok amnsi mpeacTaBiIeHHs 3asBUTENIEeM 00pa3loB JIEKapCTBEHHOTO IpenapaTta U (apMaleBTHUECKON
CyOCTaHIIMM M CPOK YBEIOMIICHHS OKCIEPTHBIM YUpeXJACHHEeM 00 JTOM B MHUCBMEHHOU Qopme
YIOJIHOMOYEHHOTO (pe/iepaibHOr0 OpraHa MCIOJHUTENBHON BIACTH, YKa3aHHbIE B YacTsIX 2 M 3 HacTosmIen
CTaTbH, HE BKIIIOYAOTCS B CPOK IIPOBEJICHUS YKAa3aHHbBIX B YaCTH | HACTOSAIIEH CTaThU 3KCIEPTU3.

5. JIOKyMEeHTBI, NIOCTYIIMBIIME B DKCIIEPTHOE YUYPEXKACHHWE I NPOBEIACHUS YKA3aHHBIX B 4acTu |
HACTOSIIEH CTaThbM OKCIEpPTH3, TOJUIeKaT BO3BpaTy B  YINOJHOMOYEHHBIH (enepanbHBIi  Oprax
VCIIOJIHUTEJIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIFOUEHUSMU 110 PE3YJIbTaTaM YKa3aHHbBIX SKCIIEPTU3.

CraTtba 25. [NloBTOpHOE NpoBeAeHne 3KCNepTU3bl IeKapCTBEHHbIX CPeacTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B ciydasx HeZOCTaTOYHOM OOOCHOBAHHOCTH WJIM HETOJHOTHI 3aKIIOUYCHUS KOMHUCCHHM JIKCIIEPTOB,
HaJIMYMs B HEM NMPOTUBOPEUMBBIX JaHHBIX, (haabCU(DHUKAIIN BBIBOJOB AKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA,
COKPBITHSI OT YMOJHOMOYEHHOTO (henepanbHOro opraHa MCHOJHUTENbHOM BIACTH OCHOBAaHUHM ISl OTBOJA
JKCMepTa BCIEJICTBUE €r0 3aMHTEPECOBAHHOCTH B PE3yJbTaTaX COOTBETCTBYIOIIEH SKCHEPTHU3bI, HAIUUYUA
JTaHHBIX O TPSIMOM JIMOO KOCBEHHOM BMEIIATEIBCTBE B IMPOIECC COOTBETCTBYIOMIEH SKCIIEPTH3BI JIUII, HE
YYaCTBYIOIIMX B €€ MPOBEICHHMM, HO OKA3aBIIMX BJIMSHUE HA MPOIECC W PE3yibTaThl €€ MPOBEIICHUS,
YIOJIHOMOYECHHBIM (DeiepaibHbIM OPTaHOM HCIIOJTHUTEIIbHOW BIIACTH HA3HAYAETCs TOBTOPHAS JKCIEPTH3a
JIEKapCTBEHHOT'O CPEACTBA U (MJIN) ATHYECKAsh DKCIIEPTH3A.

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

2. TloBTOpHasi HKCHEpTHU3a JEKApPCTBEHHOTO CPEICTBAa TPOBOJIUTCS C YYETOM pe3yJbTaTOB paHee
MPOBEJICHHOW JKCIEPTU3bl B CPOK, YCTAHOBICHHBIM YIOTHOMOYEHHBIM (henepaqbHbIM  OpPraHOM
WCTIOJTHUTEIIBHON BJIACTH W HE TPEBBINIAOIINN TPUANATH PabodMx THEW CO JTHS TMOJNYYCHHUS SKCICPTHBIM
yapeKICHUEM 3aIaHHsI Ha TIPOBEICHUE IIOBTOPHOM SKCIIEPTH3BI JICKAPCTBEHHOTO CPE/ICTRA.

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

3. dunaHcoBoe o0ecreyeHHE BBINOJHEHUs 33JaHUs Ha NPOBEIEHHE MOBTOPHOM HKCHEPTHU3BI
JIEKapCTBEHHOT'O CPEJCTBA HE OCYLIECTBIIAETCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 26. yCKOpeHHaH npoueanypa 3KCnepTn3bl NIeKapCTBeHHbIX cpeacTe

1. VYckopeHHas mpouenypa SKCIEpTU3bl JIEKapCTBEHHBIX CPEICTB B LENAX TIOCYAapCTBEHHOU
perucTpany JeKapCTBEHHBIX IMPENapaTroB IMPUMEHSETCS B OTHOLICHMHM Op(aHHBIX JIEKapCTBEHHBIX
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IpenapaToB, MEPBBIX TPEX JICKAPCTBEHHBIX IPEMapaTtoB, perucrpupyembix B Poccuiickoit deneparyu B
KauecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB, OYEPETHOCTh KOTOPBIX OMpeAeNseTcs B
COOTBETCTBUM C HOMEPOM U JaTOH BXOJSIINX 3asBICHUN O TOCYJapCTBEHHOUN pErucTpaIiy JIEKapCTBEHHBIX
MpermapaToB B paMKax OJHOTO MEXKIYHAPOJHOTO HEIMATeHTOBAHHOTO HAWMEHOBAHHS JICKAPCTBEHHOTO
mpernapata WIM TPYNIHPOBOYHOTO HAWMMEHOBAaHUS JICKQpPCTBEHHOTO TIperapara, W JICKapCTBEHHBIX
IperapaToB, IPeIHA3HAYCHHBIX HCKITFOUUTEIIBHO JIJIs IPUMEHEHUST HECOBEPIIICHHOJICTHUMH TpakIlaHaAMHU.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 13.07.2015 N 241-D3)

2. yCKOpCHHaH npoacaypa OSKCHEPTU3LL JICKAPCTBCHHBIX CPCACTB B HCIIAX FOCYI[apCTBeHHOﬁ
PErucCTpairu JICKAPCTBCHHLBIX IMPCIIApaTOB HE ITPUMCHACTCA B OTHOILICHUU !

1) 6roananoroBeIx (OMOMOIOOHBIX) JIEKAPCTBEHHBIX MPETapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX IMpernapaToB (3a UCKIOYEHHEM Op(aHHBIX JIEKAPCTBEHHBIX
MpernapaToB);

3) BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENApaTOB (3a UCKIIIOYEHUEM MEPBLIX TPEX PErHCTPUPYEMBIX B
Poccuiickoit denepannn B KadyecTBE BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IPEMApaTOB M JIEKAPCTBEHHBIX
IIpeNnapaToB, IPeIHA3HAYECHHBIX UCKJIFOUNTENBHO JJIs1 IPUMEHEHUS! HECOBEPIIEHHOJIIETHUMU TPakIaHAMH );

4) HOBBIX KOMOMHAIMI 3apETUCTPUPOBAHHBIX PaHEE JIEKaPCTBEHHBIX MIPENapaToB;

5) nekapCTBEHHBIX IPENapaTroB, 3aperuCTPUPOBAHHBIX paHee, HO MPOU3BEACHHBIX B JAPYTUX
JIEKapCTBEHHBIX ()OPMAaX B COOTBETCTBUU C IE€PEYHEM HAMMEHOBAHMH JIEKAPCTBEHHBIX (OpPM M B HOBOH
JI03UPOBKE.

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

3. VYckopeHHass npoueaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOAMUTCS IO PELICHUIO
COOTBETCTBYIOLIETO YIMOJIHOMOYEHHOIO ()elepaabHOr0 OpraHa MCIOJHUTEIbHOM BIACTHM HAa OCHOBAHUU
3asIBJICHUS 3asiBUTENII B CPOK, HE MPEBBIMIAIOLINI BOCbMHJECATH pabouux nHed. Ilpu sTom skcmepTusa
JOKYMEHTOB, COACPKAILUUXCS B PETUCTPALMOHHOM J0ChE Ha JIEKAPCTBEHHBIN IIpenapar, IPOBOJUTCS B CPOK,
HE MPEBBIIIAIONUI JecATH pabouux THEH, SKCHepTH3a KauecTBa JIGKAPCTBEHHOI'O CPEJACTBA M IKCIEPTHU3a
OTHOIIIEHHUS OXKHIa€MOH MOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKAPCTBEHHOIO Mpenapara MpoBOJSTCS
B CPOK, HE TIPEBBIIAIOIINHI ECTUIECATH PaO0UHX JTHEH.

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

3.1. B orHomeHuu op(aHHBIX JIEKAPCTBEHHBIX IMPENapaToB MOTYT OBITh NMPEACTABIEHBI PE3yIbTAThI
JOKIIMHUYECKUX HCCIIEJOBAaHUI JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCIEIOBAHUN JIEKapCTBEHHBIX
npenapaToB sl MEIUIMHCKOIO IMPUMEHEHMs, BBIIOJIHEHHBIX 3a mpenenamu Poccuiickoit denepanyu B
COOTBETCTBHUHM C MpaBUWJIaMHU HaJUIexkKallel 1adopaTopHOi MPaKTUKK U MpaBUJIaMHU HaJyIexkallell KIMHUIeCKON
MIPaKTUKH.

(uactsp 3.1 BBeneHa PenepabHbIM 3aK0HOM OT 22.12.2014 N 429-03)

4. YckopeHHas TIporeaypa OKCHEPTH3bl JIEKAPCTBEHHBIX CPEJCTB TMPOBOJIUTCA B  TOPSIJIKE,
yCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosimero denepaqbHOr0 3aKOHA, U HE O3HAYAET CHUKCHUS
TpeOoBaHMil k 6€30MaCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JEKAPCTBEHHBIX MPETapaToB.

CraTtbsa 27. PewweHune o0 rocyaapCTBEHHOW permcTpauuvm nekapcTBEHHOro npenapara

1. B cpok, He MPEBBHIMAIOMINNA JECATH padOYMX HEW CO JHSA TOJYyYCHHS 3aKIFOYCHUH KOMUCCHH
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9KCIIEPTOB II0 pPE3yJbTaTaM 3KCIEPTU3bl KadeCcTBa JIEKAPCTBEHHOTO CPEACTBA M JKCIEPTU3bl OTHOILLEHUS
0’KMJIaeMOM IMOJIb3bl K BO3MOKHOMY PHUCKY NPHUMEHEHMS JICKAPCTBEHHOI'O IIpEnapara, COOTBETCTBYIOLIUN
YIOJIHOMOYEHHBIN (heiepalbHbIi OpraH UCIOJHUTEIBHOM BIACTH:

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

1) pasmemnraer Ha cBoeM oduiMaabHOM caiiTe B cetd "MHTepHET" COOTBETCTBYIOIINE 3aKIIOUYCHUS
KOMHUCCHH 3KCIEPTOB U OCYLIECTBISET UX OLUEHKY Ul ONpPENENICHNs COOTBETCTBUS 3a/IaHUI0 Ha MPOBEJCHUE
3TUX 3KCIEPTH3;

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

2) NIPUHUMAET PEUICHUE O TOCYAAPCTBEHHOW PEerucTpanuy JEKapCTBEHHOTO MpenapaTa win 00 oTKase B
roCy/apCTBEHHOW PETUCTPALliU JIEKapCTBEHHOTO Mpenapara;

3) BHOCUT IpH NPUHATUU PEIICHHS O TOCYAApCTBEHHOW perucTpanuy JIEKapCTBEHHOTO Ipernapara
JaHHBIE O 3apErMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare, B TOM YUcie O (papMaleBTUYeCKOl CyOCTaHIINH,
BXOJISIIIIE B COCTaB JIGKAPCTBEHHOTO IMperapaTa, B TOCYJApPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB U
BBIJJaCT 3asBUTENIO PETUCTPAIMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOro IIpemapara, (opma KOTOpOTo
YTBEP)KIACTCS YIOJHOMOYEHHBIM (elepaJbHbIM OpraHOM HCIOJHUTEIbHON BIIACTH, COTJIACOBAHHBIC
HOPMAaTUBHYIO JOKYMEHTAI[MI0, HOPMATUBHBIA JOKYMEHT, MHCTPYKLIHIO 110 IPUMEHEHUIO JIEKAPCTBEHHOI'O
npernapaTa ¥ MakeThl IEPBUYHON YIaKOBKU U BTOPUYHOM (MOTPEOUTEIHCKOM) YIIAKOBKH C YKa3aHUEM Ha HHUX
HOMEpa PETUCTPALMOHHOIO YIOCTOBEPEHHUs JIEKapCTBEHHOI'O Mpenapara M JaThl €ro TOoCyJapCTBEHHOMN
PETUCTPALIMY WU B CIy4yae MPHUHSITUS PelIeHHs] 00 0TKa3e B TOCYJapPCTBEHHOM PEeTUCTpallii JIEKapCTBEHHOTO
npernapara yBeJIOMJIsieT B MUCbMEHHOU (opme 3asBHUTENS 00 3TOM C yKa3aHMEM IMPUYMH TaKOro OTKasza. 3a
BbIladyy PEruCTPalMOHHOTO YJIOCTOBEPEHMs JIEKApCTBEHHOIO IIpernapaTra B3MMAaeTcsi IOCYAAapCTBEHHAas
MOIIJIMHA B COOTBETCTBUHU C 3aKOHO1aTehCTBOM Poccuiickoit Denepanuu o Hajgorax u cOopax.

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

2. OcHoBaHuEM i1 OTKa3a B TOCYJapCTBEHHON pETUCTpallMu JIEKapCTBEHHOTO Ipernapara il
MEIMIIMHCKOTO TPHUMEHEHUS SIBISIETCS 3aKII0OUYEHUE COOTBETCTBYIOIIETO YMOJIHOMOYEHHOTO (herepanbHOro
OpraHa UCIHOJHUTEIHLHOW BIACTH O TOM, 4YTO KadyecTBO H (wiu) dS(P(PEKTHBHOCTH PETHCTPUPYEMOTO
JIEKAapCTBEHHOI'0 Tpernapara s MEJAMIIMHCKOTO MPUMEHEHHUS HE MOJTBEPXKIACHBI MOJYYCHHBIMU JTAHHBIMU
WY YTO PUCK MPUYUHEHUS BpPela 3JI0POBBIO YEIOBEKA BCIEJCTBUE MpPHUEMa JIEKAPCTBEHHOTO TpernapaTa AJis
MEJIUIIMHCKOTO TIPUMEHEHUS TPEBhIIaeT 3 (HEKTUBHOCTD €ro MPUMEHEHHUS.

(dactb 2 B pea. DenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOopHOE T™pencTaBIeHHE B COOTBETCTBYIOLIMIN YIOJMHOMOYEHHBIH (enepanbHblii  OpraH
WCIIOTHUTENIBHOW BIJIACTH JIEKAPCTBEHHOTO IIpernapara, B OTHONIEHMH KOTOPOro TMOJYy4YeH OTKa3 B
rOCYJJapCTBEHHON PErucCTpalii U KOTOPBIM BIOCIEICTBUU IMOABEPIcs M3MEHEHUIO B YAaCTH €r0 COCTaBa,
paccmaTpuBaeTcsi Kak IpeACTaBI€HHWE HOBOIO JIEKApCTBEHHOIO IIpernapaTa Ha €ro TIOCyIapCTBEHHYIO
PETUCTPAIMIO HE3aBUCUMO OT COXPAHEHHS €ro MePBUYHOTO HANMEHOBAHHSI.

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

4. I1pn npenocTaBleHUH 3asBUTEIIEM B COCTABE PETUCTPALIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN Mpernapar
JUIs  BETEpUHAPHOIO NPUMEHEHHS KOMHMHM  pPELIeHHsS  YINOJIHOMOYEHHOro  (eaepalbHOrO  OpraHa
WCIIOJIHUTEJIBHON BJIAacTH O NPOBEIECHUM WHCIEKTUPOBAHHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPENCTB CPOK
MPUHATHSL PELIeHUs O TOCYIAapCTBEHHOM pPETMCTpalliy JIEKapCTBEHHOTO Ipernapara JUisi BETEpUHAPHOIO
MIPUMEHEHUS MPUOCTAHABINBACTCS CO AHS MOTYUYCHUs 3aKII0YCHHM, YKa3aHHbBIX B YaCTH | HacToAlIel cTaThy,
JI0 JTHS MIPUHATHUS YIOJIHOMOYEHHBIM (pellepajbHbIM OPraHOM HMCIIOJIHUTEIbHON BJIACTHU PEIIEHUs O BblIaue
WK 00 OTKa3e B Bblaye 3aKJIIOUYEHHs O COOTBETCTBUM ITPOU3BOANUTENIS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM
MIpaBUJI HaJJIEXKaIIe MPOM3BOJICTBEHHOM MPAKTUKH, HO HEe 0oJiee YeM Ha CTO BOCEMb/IECIT paboumnX JHEH.
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(uacts 4 BBenena denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHueM I OTKa3a B TOCYJapCTBEHHOM pErucTpallMd JIEKapCTBEHHOTO Ipenapara A
BETEPUHAPHOTO  MPUMEHEHUS  SBISETCS  3aKIIOYCHHE  YIMOJTHOMOYEHHOTO  (pemepalibHOTO  OopraHa
WCTIOJTHUTEIIBHON BIIACTH O TOM, YTO Ka4yecTBO U (W) 3PPEKTUBHOCTh PETUCTPUPYEMOTO JICKAPCTBEHHOTO
npenapara jisi BETEpUHAPHOTO MPUMEHEHHUS HE TMOATBEP)KICHBI TMOJYYCHHBIMH JTaHHBIMA WM YTO PHUCK
NPUYMHEHUS Bpela 370pPOBbI0 KHUBOTHOTO BCIEJACTBHE TIpHeMa JICKapCTBEHHOI'O Tperapara s
BETEPUHAPHOTO TMPUMEHEHHUS NpeBbIaeT 3()pPEeKTUBHOCTh €ro NPUMEHEHHS, OTKa3 YIMOJTHOMOYEHHOTO
(deneparbHOrO OpraHa WCIOTHUTEIBHOW BIACTH B BBIJAYE 3aKIIOYEHHUS O COOTBETCTBUM MPOU3BOAMUTENS
JICKapPCTBEHHBIX CPEACTB TPEOOBAHMSIM MPABHII HAJUICKANICH TPOU3BOACTBCHHON MPAKTUKU JUIS KaKIOU
MPOU3BOJICTBEHHON IUIOMIAIKA PETHUCTPUPYEMOrO JIEKApCTBEHHOTO Tpermapara Juisi BETEPHUHAPHOTO
MMPUMEHEHUS B ClIydae, €CJIM MPOM3BOJICTBO JIEKAPCTBEHHOIO Tperapara Jjisi BETEPUHAPHOTO MPUMEHEHUS
OCYIIECTBIIsICTCA 3a npeaenamu Poccuiickoit depepannn, Ui OTCYTCTBUE TAaKOTO 3aKIIFOUCHHUS.

(uacts 5 BBenena denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

Koncynprantllntoc: npumeuanue.
O mnopsizke MW CpoKax ONpeeNeHHs] B3aUMO3aMEHSEMOCTH JIEKapCTB JIEKapCTBEHHBIX MPENapaTos,
3apeructpupoBaHHbIx 10 01.03.2020, cMm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratbsa 27.1. B3anmo3amMeHAeMOCTb JNeKapCTBEHHbIX MpenapaTtoB ANA MeAULUHCKOro
npuMeHeHusA
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3auMo03aMeHsIEMOCTh JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIULIMHCKOTO IPUMEHEHHS OIpENeIseTcs
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH, OCYIIECTBIISIIOIUM I'OCYIapCTBEHHYIO
PETUCTPALIMIO  JIEKApCTBEHHBIX IIPENaparoB I MEIUIUHCKOrO MPUMEHEHHsA, B paMKax OJHOIO
MEXIyHapOJAHOTO HENaTeHTOBAHHOTO (MM XMMUYECKOI0, WM IPyHNIHPOBOYHOT0) HAMMEHOBAHUS Ha OCHOBE
3aKJIIOYEHUsT KOMUCCUU 3KCIEPTOB JKCIEPTHOIO YUYPEXKICHHUS O B3aUMO3aMEHIEMOCTH JIEKaPCTBEHHOI'O
npenapara Ui MEAUIUHCKOTO MPUMEHEHHUs JIMOO O TOM, YTO JICKAPCTBEHHBIN Mpenapar I METUIIMHCKOTO
IIPUMEHEHHsT HE  sABJIETCS  B3auMo3aMeHseMbIM. llopsAmok  ompenesneHuss  B3aUMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX MpEnapaToB A MEAULMHCKOTO NMPUMEHEHHA U (popMa 3aKIFOUEHHUs] KOMHCCHU 3KCIEPTOB
OKCIIEPTHOTO YYPEXACHHA O B3aHMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX MPENAapaToB I MEIULUHCKOIO
IpUMEHEHHUs MO0 O TOM, YTO JICKApPCTBEHHBIN Ipemapar i MEIUIMHCKOIO NPUMEHEHUS HE SBISeTCs
B3aUMO3aMEeHseMbIM, ycTaHaBauBaroTcs IIpasurensctBom Poccuiickoin @enepanuu.

2. Kommuccusi 3KCHEpTOB JKCHEPTHOTO YUPEKJACHUS JaeT 3aKIIOUYCHHE O B3aMMO3aMCHSICMOCTH
JICKapCTBEHHOTO Iperapara Uik MEIUIIMHCKOTO MMPUMEHEHHS JIN0O O TOM, 4TO JICKaPCTBEHHBIN IIperapar s
MEIHMIIMHCKOTO TPHMEHEHHsI HE SIBIISCTCS B3aMMO3aMEHSEMBIM, Ha OCHOBAaHHH CIEIYIOIIUX KPUTEPUEB
(XapaKTepUCTHK):

1) sxkBUBaJICHTHOCTH (711 OMOAHANOTOBBIX (OMOIMOIOOHBIX) IEKAPCTBEHHBIX MpemapaToB (O1oaHaIOroB)
- COMOCTaBMMOCTb) KQUE€CTBEHHBIX U KOJUYECTBEHHBIX XapaKTEPUCTUK (DapMalleBTHUECKUX CyOCTaHLUN MU
COITOCTaBUMOCTh QHTUTEHHOTO COCTaBa BaKIMH. VICMONb30BaHUE pa3iM4YHBIX CoOJiel, 3(UPOB, KOMIUIEKCOB,
M30MEpOB, KPUCTALIHUECKUX (POPM U IPYTHX MPOU3BOIHBIX OJHOTO M TOTO K€ JACHCTBYIOMIETO BEIIECTBA HE
SIBIISICTCS TIPENSTCTBAEM JUTSI OTPENICICHUST B3aUMO3aMEHSEMOCTH JICKAPCTBEHHBIX IPENapaToB, €CIH NpH
NPOBEICHUM  HCCIICJIOBaHUS  OMOIKBHBAJICHTHOCTH JIEKAPDCTBEHHOI'O Tperapata WM  HCCIEIOBaHUS
TEpaneBTUUECKOW OSKBMBAJCHTHOCTU JIEKAPCTBEHHOTO Iperapara JO0Ka3aHO OTCYTCTBHE KIMHUYECKU
3HAYMMBIX pazauuuil (papMakOKMHETHKH M (WiIH) SPQPEKTUBHOCTH U 0€30MaCHOCTH JIEKaPCTBEHHOTO
npenapara it MEAUIUHCKOTO IPUMEHEHHUS;
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2) SKBUBAJIEHTHOCTb JIEKApCTBEHHOM (opmbl. [loa SKBUBANEHTHBIMH JIEKApPCTBEHHBIMH (hOpMaMH
MOHUMAIOTCSL pas3Hble JICKapCTBEHHbIE (DOPMBI, HMMEIONINE OJMHAKOBBIE CIOCOO BBEIACHHUS M CHOCOO
NpUMEHEeHHs,  oOJajaromuye  COMOCTaBUMBIMH  (DapMAaKOKMHETHYECKHMMH  XapaKTEepUCTHKAMH U
(hapMaKoJIIOTHYECKUM JIeHCTBUEM M O00ECIIEYMBAIONINE TAKXKE IOCTIKEHHE HEOOXOAMMOTO KIMHUYECKOTO
s¢pdexra. Paznuuus  nexkapcTBeHHbIX (GOPM  HE  SBISIFOTCS  NPEMSITCTBUEM NIl ONpeesieHus
B3aMMO3aMEHSAEMOCTH  JICKApCTBEHHbIX  IpenapaToB, €CIM  [pU  IPOBEAECHUU  UCCIIEIOBAaHUS
OMOAKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Ipernapara WM HCCIEJ0BaHMs TepaneBTUYECKOM SKBHUBAJEHTHOCTH
JIEKapCTBEHHOTO TpernapaTa JOKa3aHO OTCYTCTBHE KIMHUYECKU 3HAYMMBIX Pa3Nuuuil (papMakKOKMHETHKH U
(nmmn) 5 PEeKTUBHOCTH U 6€30IaCHOCTH JIEKAPCTBEHHOTO IpernapaTa Uit MEAUIUHCKOTO TPUMEHEHHUS;

3) SKBHUBAJEHTHOCTh WJIM COINOCTaBUMOCTh COCTaBa BCIIOMOTATENIbHBIX BEIIECTB JIEKApPCTBEHHOTO
npenapata Ui MEAULMHCKOTrO NpuMeHeHus. Pa3nuuns coctaBa BCIOMOTaTeIbHBIX BELIECTB JIEKAPCTBEHHOTO
npernapara He SBISIOTCS MPEMSTCTBUEM IS ONPEICIICHUs B3aHMO3aMEHIEMOCTH JIEKApCTBEHHBIX MPENapaTos,
€CJIM TPU MPOBEICHUH HCCIIEOBaHNUS OMO’KBHUBAJICHTHOCTH JIEKAPCTBEHHOTO Mperapara WX WCCIeT0BaHUS
TEpaneBTUUECKOW OSKBMBAJCHTHOCTU JICKAPCTBEHHOTO INperapara JJ0Ka3aHO OTCYTCTBHE KIMHUYECKU
3HAYMMBIX pazauuuil (papMakoKMHETHKH H (WiaH) SPQPEKTUBHOCTH U 0O€30MaCHOCTH JIEKaPCTBEHHOTO
mpenapara ISl MEOWIMHCKOTO —TNpuMeHeHus. [lpy Haimuymu KIMHWYECKH 3HAYUMBIX — Pa3Inauid
(hapmakokuHETHKH U (MiIH) 3 (HEKTUBHOCTH M OE30MACHOCTH JICKAPCTBEHHOTO Tperapara Jijisi MEIUIIMHCKOTO
OPUMEHEHHUS B3aMMO3aMEHSEMOCTh OIpelesseTcss C YyKa3aHWeM Ha HCKIIOYEHHE OTAENIbHBIX TPy
MaIeHTOB;

4) UIACHTUYHOCTD crocoba BBCACHUA U crocoba MMPUMCHCHU A,

5) COOTBETCTBHE NPOU3BOAMTENS JIEKAPCTBEHHOI'O CpEeACTBAa TPeOOBaHUAM IpaBWJl HaAJeKallel
MIPOU3BOJICTBEHHON MPAKTUKHU.

3. OmnpeneneHue B3aUMO3aMEHSIEMOCTH BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX MpenaparoB Ul
MEIMIUHCKOIO TNPUMEHEHMs, YKa3aHHbIX B dyacth 10 cratbu 18 Hacrosimero ®enepanbHOro 3aKoHa,
OCYILECTBIIsIETCS 0€3 HEOOXOJUMOCTH JI0Ka3aTeNbCTBA MX OMOIKBUBAJICHTHOCTH.

4. OcoOeHHOCTH OTpeeNieHUs] B3aUMO3aMEHSEMOCTH OMOJOTHYECKHX JIEKApPCTBEHHBIX MpPEnaparosB,
KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IMPEMapaToB (COAEpKANMX KOMOMHAIMIO IBYX U 0OoJjiee JEHCTBYIOIINX
BEIIIECTB), JICKAPCTBCHHBIX MPENapaToB I MaPSHTEPATBHOTO MUTAHUS U HEJIO3MPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB ycraHaBnupatotces [IpaBurensctBoM Poccuiickoit deneparum.

5. OnpeneneHI/Ie B3aUMO3aMCHACMOCTH HE OCYIICCTBIIACTCA B OTHOIINCHHHU JICKAPCTBCHHBIX
PACTUTCIIBHBIX MMPETIapaTOB, TOMCOIIATUYCCKUX JICKAPCTBCHHBIX IIPCIIAPATOB.

6. (I)OpMI/IPOBaHI/Ie NepCUHA B3aMMO3aMCHACMBIX JICKAPCTBCHHLIX MPCNapaToB A4 MCIAUIUHCKOIO
NPUMCHCHUA OCYIICCTBIACTCA OKCICPTHBIM YUYPCIKIACHUCM IMOCPCACTBOM OGT:GIII/IHGHI/ISI JICKApCTBCHHBIX
npemapatoB B OTACIBHBIC TPYIINbI, B Kﬁ)KI[OfI N3 KOTOPBIX JICKAPCTBCHHLIC IIPCIapaTbl ABJIAKOTCA
B3aNMMO3aMCHICMBIMU.

7.B CJIyda€ BKIKOUYECHUA B HHCTPYKIUIO 110 MEAUIIMHCKOMY IMIPUMEHCHUTIO JICKAPCTBEHHOI'O ITPpEIIapaTa Ha
OCHOBAaHUU PE3YJIbTATOB COOTBCTCTBYIOIINUX I/ICCJ'IG,ZLOBaHI/II\/'I MoKa3aHuit I IPUMEHCHUSA, KOTOPBIC
OTJIMYAIOTCS OT IIOKa3aHui L NPpUMCHCHHUA  JIPYTHUX JICKAPCTBCHHBIX TIPCIIapaTOB U3  TI'PYIHIILL
B3aUMO3aMCHACMBIX  JICKAPCTBCHHBIX  IIPCIIapaTOB, B ICPCUHC B3aUMO3aMCHACMLBIX JICKAPCTBCHHBIX
npemnapaToB A1 MCAUIIUHCKOT'O MPUMCEHCHUA JOJIKHA OBITH YKa3aHa COOTBETCTBYIOIIAA I/IH(l)OpMaIII/ISI.
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Koncynprantllntoc: npumeuanue.

Hepequb B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX IPEMAapaTOB, B OTHOMICHUHU KOTOPBIX HMCHOTCIA
PE3YJIbTATHI I/ICCHeI[OBaHI/Iﬁ OMOPKBUBAJIIEHTHOCTHU HJIHA TepaHeBTquCKOﬁ OKBUBAJICHTHOCTH, JOJDKCH OBITH
chopmupoBaH U pa3MmenieH Ha odunuanbHoM caiite MunzapaBa Poccum go 01.07.2020. (®3 ot
27.12.2019 N 475-D3).

8. IlepeueHbp B3aUMO3aMEHSIEMBIX JIEKAPCTBEHHBIX IMIPEMApaToB i MEIUIMHCKOrO MPUMEHEHUS
pa3MeniaeTcss YIOJIHOMOYEHHBIM (pelepaibHbIM OPTaHOM HWCIOJHUTEILHOW BJIACTH, OCYIICCTBIISIOIIAM
TOCYJIaPCTBEHHYIO PETUCTPAIMIO JIKAPCTBEHHBIX IMPENapaToB Il MEIUIMHCKOTO NMPUMEHEHHs, Ha CBOEM
odpurnmansHoM caiite B cetn "HMHTepHer". MHbopmaius B mepedHe B3aMMO3aMEHSEMBIX JIEKApPCTBEHHBIX
mpernapaToB s MEAWIIMHCKOTO TMpPUMEHEHHs OOHOBIsIeTcs YKa3aHHBIM  (enepadbHbIM — OpPraHOM
WCIIOJHUTEIbHOW BJIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENApPATOB AJis
MEJUIIMHCKOTO MPUMEHEHHS] U BHECEHHBIX M3MEHEHUN B JOKYMEHTBI, COACPMAIIUECS B PETUCTPALMOHHBIX
JIOChE Ha 3apPETUCTPUPOBAHHBIC JIEKAPCTBEHHBIE TTPENapaThl IJisi MEIUIIMHCKOTO TPUMEHEHUSI.

9. HOpH}IOK HUCII0JIb30BaHUA I/IHq)OpMaI_[I/II/I O B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIpCriaparax s
MEIUIUHCKOIO TPUMEHEHUs M MOpAAOK Jauyd pa3bsCHEHUIl 1O BONpPOCaM B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX IIPENaparoB s MEIUIUHCKOTO IPUMEHEHHs YycTaHaBiauBaroTcs IIpaBurenscTBoM
Poccuiickoit denepanuu.

Koncynprantllotoc: npumeuyanue.
JIuneHsuu U paspelieHus, CpoKU ACUCTBUS KOTOPBIX ucTeKaroT (ucrexnu) ¢ 15.03.2020 mo 31.12.2020,
npozieHsl Ha 12 mecsnes (Iloctanosnenue IIpaBurenscrBa P® ot 03.04.2020 N 440).

CtaTtbsa 28. PeructpaumoHHoe yaocToBepeHne nekapcTBeHHOro npenapara

1. PerucrpannoHHOe YI0CTOBEPEHHE JIGKAPCTBEHHOTO TIperapara ¢ yKa3aHueM JIEKapCTBEHHBIX (hopM U
JO3UPOBOK BBIJAETCSI OECCPOYHO, 32 HCKIIOYEHHEM PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKapCTBEHHOI'O
npernapara, BbIJAaBAEMOTO CO CPOKOM JIEMCTBUS MATH JIET, HAa BIIEPBBIE PErHCTpUpyeMbie B Poccuiickoin
®denepaliu J€KapCTBEHHbBIE MperapaThl.

2. Ilo wucreyeHMHM yKa3aHHOIO B 4YacTM 1 HacTOsIIEeHd CTaTbU CpOKa BBLAAETCS OeccpodHOoe
PEruCTPAallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI'O IIpernapara IIpd YCJIOBUM IOATBEPKIACHUS €0
roCyJJapCTBEHHOM pPErucTparuu.

3. B ciywyae BHeceHus B cooTBeTcTBMM cO craThbiMu 30 u 31 Hactosmero denepaibHOrO 3aKOHA
W3MEHEHHMH B coJiepaKalliecs B PErUCTPAllMOHHOM J0ChE Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar
JIOKYMEHTBI, 3aTparuBarolliuX CBEJCHMS, OTPAKEHHbIC B PErMCTPALMOHHOM YJI0CTOBEPEHUH JIEKAPCTBEHHOI'O
mpenapara, YINOJHOMOYEHHBIH  (enepalbHBIi  OpraH  HCHOJHMUTENBHOM  BJIAcTH  BBIJACT  HOBOE
PETUCTPALIMOHHOE Y OCTOBEPEHNUE JIEKAPCTBEHHOIO IIpenapaTa, CoAepKallee BHECEHHBIE B HETO H3MEHEHHUS.
(uactp 3 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

4. B cinyuae yTpaThl WIH TTOBPEXKICHUS PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO MperapaTa
[0 3asBJICHHUI0O B NHUCHbMEHHOW ¢opMe nepikarens WM BlaJelblila PEerucTPaliOHHOTO YAOCTOBEPEHUs
JICKapCTBEHHOTO Mpenapara Wid YIOJIHOMOYEHHOTO UMH JPYTroro IOpPUAXYECKOro JHila O Bblaaue ITyOmuKaTta
PETUCTPALIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara YMOJIHOMOYEHHBIH (enepanbHblii opraxn
WCTIOJTHUTENILHOM BIIACTH B CPOK, HE MPEBBIMIAIONINNA ASCSITH PabOUnX JHEH CO JHS MOCTYIUICHHS 3asiBICHUS,
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BbIJIaeT 1yOJMKaT PerucTPallMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOIO Mpemnapara. 3a Bbliady ayOnMkara
PETUCTPAllMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapaTa B3MMAeTCs IOCYJapCTBEHHAsl MOLUIMHA B
COOTBETCTBHUH C 3aKOHOAATeNbcTBOM Poccuiickoit @enepannu o Hajorax u coopax.

(uactp 4 BBeneHa denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

Koncynrrantlinroc: npuMedanue.
JlunieH3un U paspeiieHus, CpoKu ACHCTBUS KOTOPBhIX HCcTeKaroT (ucteknu) ¢ 15.03.2020 mo 31.12.2020,
nposyieHsl Ha 12 mecsineB (ITocranosnenne [IpaBurensctBa PO ot 03.04.2020 N 440).

Cratba 29. [loarBepXxaeHWe rocyAapCTBeHHOW perncrpauum  fieKapCTBEHHOro
npenaparta
(B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

1. IlonTBepkaeHNE TOCYAaPCTBEHHONW PETUCTpAllMU JIEKAPCTBEHHOTO Mperapara OCYIIECTBISETCS MPU
BbIJIade OECCPOYHOTO PETUCTPAIMOHHOTO yAOCTOBEPEHUS JIEKApCTBEHHOTO TperapaTa B ciydae, yKa3aHHOM B
gactu 2 ctatbu 28 Hactosmiero denepanbHOro 3aKOHA, B CPOK, HE MPEBBIMIAIOIINN MIECTUACCATH Pabounx
)IHefI CO OHA IHOJYYCHUSA COOTBCTCTBYIOIIMM YIOJIHOMOYCHHBIM (i)e}lepaHI)HBIM OopraHom HCHOJIHUTEILHOU
BJIACTH 3asBJICHHUS O TMOJTBEPXKICHUM TOCYIAPCTBEHHOW PETHCTpaIliK JIEKapCTBEHHOro mpemapara. He
OCYIIECTBIISIETCS TIOATBEPXKICHHE TOCYIapCTBEHHOW PETUCTPAIMH B OTHOIICHHH JIEKAPCTBEHHOTO Mperapara,
He HaxoauBiIerocs B oOpamenuu B Poccuiickoit denepanuu B TeYeHHE Tpex M Oolee JIeT, a Takke B
OTHOIICHHUU JICKAPCTBCHHOI'O CpPCACTBA, HNPOU3IBCACHHOI'O0 C HAPYHICHUCM Tpe6OBaHI/I}I, YCTaHOBJICHHOI'O
yacThio 3.7 cratbu 71 Hactosmiero deaeparbHOro 3aK0Ha.

2. 3agBieHHE O NOATBEP)KICHUM TOCYJapCTBEHHOM perucrpanuy JEKapCTBEHHOIO Iperapara Ul
MEIUIMHCKOTO TPHMEHEHHUS MPECTABIAETCS B COOTBETCTBYIOIINI YIIOJIHOMOYECHHBIN (herepaibHbIi opraH
UCTIONTHUTENIFHOM BIIACTH HE paHee YeM 3a CTO BOCEMBJAECAT MHEH 10 WCTEYeHHsS CpoKa IeHCTBHSA
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IpenapaTa [yl MEAUIUHCKOTO IPUMEHEHUSI.

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

2.1. 3asiBIeHHE O TMOATBEP)KACHUU TOCYAApPCTBEHHOW PETHCTpAllMd JIEKAPCTBEHHOTO Mpernapara JUls
BETEPUHAPHOTO NMPUMEHEHUS MPECTABISCTCS B COOTBETCTBYIOIINI YIIOJHOMOYCHHBINH (peepanbHbIii OpraH
UCTIOJIHUTENBHONW BJIACTH HE paHee 4YeM 3a CTO BOCEMBIECAT THEH [0 HCTEYEHHUs CpoKa JeHCTBHS
PETHCTPAIIMOHHOTO yJOCTOBEPEHHS JIEKapCTBEHHOTO TIperapara Ui BETEPHHAPHOTO TNPHMEHEHUS W He
M103/1Hee OKOHYAHUsI CPOKA €ro IeHCTBHUS.

(uactsp 2.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 02.08.2019 N 297-D3)

3. IloaTBepkaeHHE TOCYIApCTBEHHON PETHCTPALMU JIEKAPCTBEHHOTO Ipernapara OCYIIECTBISETCS 10
pe3yjibTaTaM OKCIICPTHU3bI OTHOIICHHA O)KHI[&GMOﬁ MOJIb3bl K BO3MOXHOMY pPUCKY HPHUMCHCHUA
JIEKapCTBEHHOI'0 IpernapaTa Ha OCHOBAHWU PE3yJIbTaTOB MOHHUTOpPHHra 3(QekTUBHOCTH U 0e30MacHOCTU
JIEKapCTBEHHOTO IpenapaTa, IpOBOJAUMOTO JepKaTelleM WU BJIaIeTbIIeM PETUCTPALlMOHHOTO YAOCTOBEPEHUS
JICKapCTBEHHOTO Tpenapara Ju00 yIOIHOMOYEHHBIM UMHU IOPUAMUECKUM JIUIIOM, a TAK)KE COOTBETCTBYIOIIUM
YHOOJHOMOYCHHBIM (I)ellepaJIBHLIM OpraHomMm HUCIIOJIHUTEIHLHOU BIACTU B COOTBETCTBHUU C TpGGOBaHI/IHMH cTaTbn
64 nacrosimero denepaabHOTO 3aKOHA.

4. K 3adBlIEHUIO O MOJTBEP)KJIECHUH T'OCYJAapCTBEHHON PETUCTpALMU JIEKApCTBEHHOTO Iperapara Juis
MEAULMHCKOTO NPUMEHEHUS IPUIAraroTCsL:

1) 1OKyMeHTBI, cojAepKallde pe3yibTaTbl MOHHUTOpPHHra d3(PQPEeKTUBHOCTH U  OE30MaCHOCTH
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JIEKapCTBEHHOI'O IIpernapara Il MEAULMHCKOrO MPUMEHEHUs, IPOBEACHHOIO AEpKaTeleM WIN BIaJeiIbLEM
PETUCTPAIIMIOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOIO NpenapaTta A MEAULMHCKOrO TNPUMEHEHUs JIH00
YIIOJIHOMOYEHHBIM UM IOPUAWYECKHM JIMLIOM, 1O (opMe, YTBEP)KICHHON YHOJIHOMOYEHHBIM (heaepabHbIM
OpPraHOM MCIOJIHUTEIBbHOM BJIACTH;

KoncynwsranTtlIoroc: mpuMedanue.
C01.01.2021 B . 2 4. 4 ct. 29 BHOCATCS u3meHeHus (D3 ot 27.12.2019 N 478-D3).

2) KOmus TUIEH3UH Ha TTPOU3BOACTBO JICKAPCTBEHHBIX CPEJICTB UM KOIHSI 3aKJIFOUEHHSI O COOTBETCTBUU
MIPOU3BOJUTEIIS JIEKAPCTBEHHBIX CPEJCTB TPEOOBaHUSIM MPaBUJ HaJAJIEKalleld MPOU3BOJCTBEHHON MPAKTUKH,
BBIIAHHBIX  yIMOJHOMOYEHHBIM  (elepalibHbIM  OpPraHOM  HCIOJHUTEIBHOW BIACTH B  OTHOLICHUU
IIPOM3BOJCTBEHHOW  IUIOIIAJKK  JIEKAPCTBEHHOrO  Ipenapara i  MEAULIMHCKOTO  IPUMEHEHHS,
rOCYIApCTBEHHAs] PETUCTPALMs KOTOPOr0 MOATBEPXKAAETCSA B CIydyae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOI'O
npernapara Jjisi MEIUIIMHCKOr0 MpUMEHEeHUs ocyiecTBisieTcs B Poccuiickoit denepanuu;

Koncynprantllimroc: mpuMedaHue.
C 01.01.2021 B . 3 4. 4 ct. 29 BHOCATCS u3meHeHus (D3 ot 27.12.2019 N 478-D3).

3) xomusi BBIJAHHON YMOJHOMOYEHHBIM OPTaHOM CTPaHbI MPOU3BOIUTEINS JTUIIEH3UU Ha MPOU3BOICTBO
JIEKapCTBEHHOTO TIpenapara Jiisi MEIUIIMHCKOTO IPUMEHEHUSI U €€ MEePEBOJ] Ha PYCCKUH SI3bIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM TOPSIKE, a TaKKEe KOMHUS 3aKIIOUEHUS O COOTBETCTBHUU IMPOM3BOJIUTENS JICKAPCTBEHHBIX
cpencTB TpeOOBaHMSIM TIPaBWJI HaJJICKAIIEH MPOW3BOJICTBEHHON IMPAKTHKH, BBIJAHHOTO YIOJHOMOYCHHBIM
(denepadbHBIM  OpPTaHOM  HWCIONHUTENBHONM BIACTH B  OTHOIICHWHM TPOM3BOACTBEHHON  IJIOMIAAKU
JIEKapCTBEHHOI'0 TMpernapaTta isi MEAUIIMHCKOIO IMPUMEHEHHUs, TOCYJIapCTBEHHAsl PETrUCTpalsi KOTOPOIo
MOJITBEPIKIACTCS, WIIM KON PEIICHUS YIIOJTHOMOUEHHOTO (DeIepaTbHOr0 OpraHa UCTIOJHUTEILHON BIACTH O
MPOBEACHUN HHCIIEKTUPOBAHUS TPOU3BOAMTEINS JICKAPCTBEHHBIX CPEACTB B ClIy4ae, €CIU TPOU3BOJCTBO
JIEKapCTBEHHOT'O TIperapara Il MEIUIIMHCKOTO NMPUMEHEHUs] OCYIIECTBIISICTCS 3a mpenenamu Poccuiickoit
denepanyu.

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

4.1. B orHomieHUU OWOJIOTMYECKUX JIEKAPCTBEHHBIX MPEMApaToB ISl MEIUIIMHCKOTO MPUMEHEHUS
3asBUTENb  JIOMOJIHUTENILHO TPEJCTABIsAECT PE3yJbTaTbl MEPONPHUSATHH, MNPEAyCMOTPEHHBIX IUIAHOM
YIpaBJICHUS] PUCKAMH, YTBEPXKIECHHBIM yIOJTHOMOYEHHBIM (PeiepaIbHbIM OPTraHOM HCIIOJTHUTEIILHON BJIACTH
NP OCYIIECTBJICHUH TOCYJApPCTBEHHON PErHCTpallud JICKAPCTBEHHOTO Tperapara i MEIUIIMHCKOTO
MIPUMEHEHUS.

(uacts 4.1 BBeena ®@enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3as4BJ€HUIO O MOATBEPKACHUU FOCYJApPCTBEHHOM pEerucTpanyy JIEKapCTBEHHOIO Ipenapara Juis
BETEPUHAPHOTO IPUMEHEHMsI IPWIAraroTCsi JOKYMEHTBI, COJEpJKallue pe3yJbTaThl MOHHUTOPHHIA
s¢dexkTuBHOCTH U O€30MAaCHOCTH JIEKapCTBEHHOIO Ipernapara JUisi BETEpPUHAPHOIO NPHUMEHEHUs,
IIPOBOJIUMOTO JIepKaTesIeM WM BIIAJeNbLEM PErUCTPAllMOHHOTO yI0CTOBEPEHUS JIEKapCTBEHHOTO IIpenapara
JUIs  BETEPUHAPHOIO MPUMEHEHHUs JHUOO YMOJIHOMOYEHHBIM UM IOPUAWYECKMM JIMLOM, MO Qopme,
YTBEP)KJICHHOH YIOJHOMOUYEHHBIM (efiepaibHbIM OpPraHOM HCIIOJIHUTENbHONW BIAcTH, U JOKYMEHTHI,
yKa3zaHHble B myHKTax 1, 2 - 2.2, mogmynkrax "a", "6", "k", "n" mynkra 4 yactu 3 ctarbu 17 HacTOSIIETO
@®enepaibHOTO  3akOHa. B OTHOLIEHMM HMMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IpPENapaToB UL
BETEPUHAPHOTO MPUMEHEHUS HE MPEJCTABIISIOTCS CBEJIEHUS, YKa3aHHbIE B MOANYHKTe "K' myHKTa 4 yactu 3

cratbi 17 Hacrosamero PenepanbHOro 3akoHAa. B  OTHOIIEHMM JIEKApCTBEHHBIX MpenapaToB ISt
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BETEpUHAPHOIO TPUMEHEHHUS, IOJyYEHHBIX C MPUMEHEHHEM TI'€HHO-WH)XKEHEPHO-MOJIU(PUIIMPOBAHHBIX
OpPTraHU3MOB WM COJCPXKAIIUX TAKHE OPTaHU3MBI, JTOMOJIHUTEIBHO MPECTABISAIOTCS CBEACHUS, YKa3aHHbIC B
nyHkTe 13 yactu 3 crateu 17 Hactosmero denepaibHOro 3aKOHa.

(uactp 4.2 BBegeHa dDenepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. denepanbHoro 3akoHa OT
02.08.2019 N 297-®3)

Koncynpranrlitoc: npumedanue.
C 01.01.2021 4. 4.3 ct. 29 uznaraercs B HoBoH penakuuu (O3 ot 27.12.2019 N 478-D3).

4.3. C 3asgBiieHHMEM O NOATBEPKIAECHUU TOCYJIAPCTBEHHOM PETHUCTpALMM JIEKAPCTBEHHOrO Mpernapara
3asBUTEIb IPEACTABIISIET KOMMIO JOKYMEHTA, MOATBEPHKAAIOIIET0 YIUIATy TOCYJApCTBEHHOW MOIUIMHBI 32
HOJTBEPKJIEHHE TOCYIApCTBEHHOM pErucTpaluu JIEKapCTBEHHOIO Ipernapara, JU00 MOXET HpeiCcTaBUTh
yKa3aHHbBII JIOKyMEHT N0 COOCTBEHHOH HMHMIMaTHBE. B ciydyae HempencTaBieHUs yKa3aHHOTO JIOKyMEHTa
YIIOJIHOMOYEHHBIN (pe/iepaibHbIii OpraH UCIOTHUTEIBHON BIACTH MPOBEPSET (DAKT yIUIaThl TOCYAapCTBEHHON
MOIIJIMHBI 3asIBUTEJIEM MOCPEJICTBOM HCIOJIb30BaHUS MH(OpPMALNUK 00 ymjiaTe rocylapCTBEHHON IMOIIJIUHBI,
conepxamieiics B ['ocymapcTBeHHOW HH(POPMAIIMOHHONW CHUCTEME O TOCYAApCTBEHHBIX W MYHHUIIUNATBHBIX
IlaTeXax, Ha OCHOBAaHUM NPEICTABICHHOW 3asBUTEIEM KOIMU JOKYMEHTA, MOATBEPKAAIOLIEro yIUlaTy
roCyJJapCTBEHHOU MOUUINHBI.

(uactb 4.3 BBenneHa @exnepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. B Tedenue necatu pabouux JHEH CO JHSA NPUHSITHS 3asIBJICHUS O MOATBEPKICHUU T'OCYJapCTBEHHOMN
perucTpanyy JIEKAPCTBEHHOI'O IIpernapara M JOKYMEHTOB, COJEp)KAIIMX pe3yJIbTaTbl MOHMTOPUHIA
3¢ GEKTUBHOCTH U 0€30MaCHOCTH JIEKApCTBEHHOI'O Ipenapara, IpOBOJUMOIO JepXaTejaeM WIN BilajJeibleM
PErUCTPAIIMIOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpenapara JIMO0 yHOJIHOMOYEHHBIM UMH IOPUINYECKUM
JIMLIOM, YTIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIOJHUTENbHOM BIACTH:

1) npoBOAMT TPOBEpPKY TMOJHOTHI CBEACHUH, COJEpXKAIIMXCA B IPEACTABICHHBIX 3asgBUTEIEM
JIOKyMEHTaXx;

2) NpUHUMAET pEeLIeHHEe O MPOBEACHWUM WM 00 OTKa3e B IPOBEIEHUU HKCIEPTHU3bl OTHOLICHUS
OKMJIaeMOW TOJB3bl K BO3MOXKHOMY PHCKY TPUMEHEHHS JIEKApCTBEHHOIO IIpernapara Ha OCHOBAaHUU
pe3yabTaTOB MOHHTOPUHTA A(PPEKTUBHOCTH M OE30MAaCHOCTH JIEKAPCTBEHHOTO Iperapara, MPOBOJIMMOTO
Jep)KaTelleM WU BIAQJETbIEM PETUCTPALMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOIO TMpemnapara JTudo
YHOJIHOMOLIGHHLIM MU IOpI/IILI/I‘{eCKI/IM JIUIIOM, a TaK¥XKC (bellepaHLHBIM OpFaHOM HCHOHHHTGHLHOﬁ BJIACTU B
COOTBETCTBUU C TpeOOBaHUSMU cTaThu 64 HacTosmero denepansHOro 3aK0Ha,

3) yBemoMJISIeT B 3JIEKTPOHHOM (popMe Wi MUCHhbMEHHOM (popMe 3asBUTEINS U SKCIIEPTHOE YUPEKICHUE O
MPUHIATOM pPELICHUH JUO0 B Cllydyae NPUHATUS PELIEeHUs 00 OTKa3e B MPOBEIEHUM JKCIEPTH3bl YKa3bIBAaET
IPUYHMHBI TAKOT'O OTKa3a.

6. B cinyuae BbIsIBI€HHS HEAOCTOBEPHOCTH U (WJIM) HEIOCTATOYHOCTH MH(OpMAIMH, coxeprKalueics B
MIPECTABICHHBIX 3asBUTEIEM JTOKYMEHTaX, YIIOJIHOMOUYEHHBIN (hefiepalibHbli OpraH UCIIOJIHUTEIbHON BIACTH
HaMpaBisAeT 3asBUTEIIO 3anpoc 00 YTOYHEHHHM YKa3aHHOM WHQpOpManuu. 3amnpoc YHOJTHOMOYEHHOTO
(enepaTbHOTO OpraHa MCHOJIHUTEIBHOW BIACTH MOXKET OBITH IepelaH YIOJTHOMOYEHHOMY IPEICTaBHTEINIO
3asBUTEI JIMYHO IOJ PACIMCKy, HAIPaBJICH II0 IIOYTE 3aKa3HbIM IMCBMOM WM I€pelaH B JJIEKTPOHHOU
(dopMe MO TeIEeKOMMYHHUKAILMOHHBIM KaHalaM CBA3M. B ciyuae HampaBiieHHMs 3ampoca YHOJIHOMOYEHHOTO
(enepanbHOro OpraHa UCHOJIHUTENIBHON BIACTH IO MOYTE 3aKa3HBIM MHUCbMOM OH CUMTAETCS MOJIYYEHHBIM I10
HCTEYEHUU LIECTU JHEU C JaThbl HAIIPABICHUS 3aKa3HOIO IMChMa.
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7. 3asBuTenb O00S3aH MPEACTaBUTH OTBET HA 3alpoc YIOJIHOMOYEHHOro (QelepalbHOTO oOpraHa
WCTIOJTHUTENILHOM BIACTH B CPOK, HE MPEBHIIAIOIINN IEBIHOCTA pabouuX JHEH co AHs ero nonydeHus. Cpok,
YKa3aHHBIM B YaCTU 5 HACTOSIIEH CTaTbH, MPUOCTAHABIMBAETCA CO JIHS HAIIPABIICHUS 3asBUTENIO 3aIpoca
YIOJTHOMOYECHHOTO  ()eACpaTbHOIO OpraHa HWCIOJHHUTEIBHOW BIACTH 10 JHSA T[OJNYYCHUS UM
COOTBeTCTByIOHIeFO OTBC€TA U HC quTBIBaeTCSI HpI/I NCUHUCJIICHUHU chKa HO}ITBep)K)IeHI/If{ FOCy}IapCTBeHHOﬁ
perucTpanuu JICKapCTBEHHOTO Mpernapara.

8. OcHOBaHMEM AJI OTKAa3a B IPOBEJEHUM DKCIEPTU3BI OTHOUIECHHS OKUAAEMOM MOJIb3bI K BO3MOKHOMY
PUCKY IIPUMEHEHUs JICKapCTBEHHOI'O IIperapara sBISAETCS IPEACTABICHHE JOKYMEHTOB, COACPIKALIUX
pe3ynbTaThl MOHUTOpHHTA 3(PQEeKTUBHOCTH M OE30MaCHOCTH JIEKApCTBEHHOTO IpenapaTta, W (WiM) B
OTHOIIEHWH OHOJOTMYECKHX JIEKApCTBEHHBIX IPENapaToB pe3yJbTaTOB OCYLIECTBICHHUS MEPOINPHUATHI B
COOTBETCTBUM C IJIAHOM YTIPABJICHMSI PUCKaMH, YTBEPXKJACHHBIM YIOJIHOMOYEHHBIM (helepaabHbIM OPraHOM
VCIIOJIHUTEIIBHOM BJIACTHU P OCYILECTBICHUH TOCYJapCTBEHHON PErUCTpaluy JIEKapCTBEHHOTO IIpernapara, B
HEMOJIHOM 00beMe, OTCYTCTBUE MH(pOpMalUH, MOATBEpKAaomEel (akT ynaaTsl rocy1apcTBEHHON MOIIIMHbI
3a MOATBEP)KICHHUE T'OCYJAapCTBEHHOM pPETUCTpalMy JICKapCTBEHHOIO Ipernapara, JMOO HempeCcTaBIeHHUE
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
Ipernapara B LCJIAX IMOATBEPKACHU A FOCY)I&pCTBGHHOfI perucTpanru JCKApCTBECHHOT'O IIpCIiapaTa MpOBOAUTCA
KOMHCCHEH OKCIICPTOB SKCIICPTHOT'O YUPCIKACHUA B CPOK, HC HpeBLIH_IaIOH_IHﬁ COpOKa paGOqu JHEH.

10. B cinyyae HEIOCTATOYHOCTHU IPEICTABIEHHBIX SKCIIEPTY MAaTEPUATIOB JJIs Ja4M 3aKIH0UEHUS SKCIEPT
oOpamiaercss K pyKOBOAUTEIO SKCIEPTHOTO YUPEKICHUS O IPEJOCTABIEHUH €My HEOOXOIUMBIX MATEPHUAJIOB.
PykoBonuTenb 3KCIEPTHOTO yUpexkIEeHUs 00palaeTcss ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIIOJIHOMOYEHHBIN
(benepanbHbIil OpraH UCHOJIHUTENBHOM BIACTH, BBIAABIIMM 3aJaHHe Ha MIPOBEACHUE SKCIIEPTU3bl OTHOIIECHUS
OKMUJAEMON IOJBb3bl K BO3MOXXKHOMY PHCKY IPUMEHEHMs JIEKapCTBEHHOIO IIpernapara Ha OCHOBaHUU
JIOKYMEHTa, COJIep>Kalllero pe3yabTaTbl MOHUTOPUHra 3((EKTUBHOCTH U O€30MaCHOCTU JIEKaPCTBEHHOTO
npenapata. B TedeHue maTH pabouux AHEH cO JHS INOCTYIUIEHHS 3ampoca PYKOBOAMTENS ASKCIEPTHOIO
YUPEKACHUS yKa3aHHBIN (enepabHblii OpraH HMCIOJHHUTEIBHON BIIACTH HAMpPABISET 3asBUTENIO 3aIpPOC O
OpeaACTaBJICHUA HGO6XO}II/IMBIX MaTcpuraioB, KOTOpBII\/'I MOXET OBITh nepeaan yrnoJIHOMOYCHHOMY
IPEICTAaBUTEIIIO 3asSBUTENS JIMYHO II0J, PACIUCKY, HAIPaBJEH IO MOYTE 3aKa3HBIM IHCBMOM WIH NEPENAH B
JIEKTPOHHON (opMe MO TEJeKOMMYHHMKALMOHHBIM KaHalaM CBsi3U. B cilyuae HampaBiieHHMs 3ampoca
YIOJIHOMOYEHHOTO (pe/IepajbHOr0 OpraHa HCIHOJIHUTENBHOM BIIACTH MO IOYTE 3aKa3HBIM IHCbMOM OH
CUUTACTCA MMOJTYYCHHBIM 1O UCTCUCHUHU LICCTU I[Hef/i C HaThbl HAITPABJICHUS 3aKa3HOT'O IMUChMa.

11. 3asButens 00s3aH MPEACTaBUTH OTBET HA 3alpPOC YHNOJIHOMOYEHHOrO (hefepalbHOro opraHa
WCTIOJIHUTEILHOW BJIACTH B CPOK, HE MPEBBINIAIONIMNA IECTUACCITH pabO4YMX IHEH CO JHS MOTy4eHHs
yKa3aHHOTO 3a1poca. YOJIHOMOYCHHBIH (eliepaibHblil OpraH MCIOJHUTEIBLHON BIACTH, BBIIABIINN 3aaHHE
Ha MPOBEACHHE OSKCIEPTU3bl OTHOLICHUS OKHIAEMON TMOJb3bl K BO3MOXKHOMY PHCKY NPUMCHEHHUS
JEKapCTBEHHOTO IperapaTa Ha OCHOBAaHMM JOKYMEHTa, COJAEpIKAaIlero pe3yibTaTbl MOHHTOPHHIA
3¢ GeKTUBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOI'O IpernapaTra, B TEYEHHE MATH paboumx IHEW co JaHA
NOCTYIUIEHHsI OT 3asBUTENSI OTBETa Ha 3alpOC YIIOJHOMOUYEHHOTO (hemepasbHOro OopraHa HCIOJHHTEIBHON
BJIACTH HAMpaBIsACT ITOT OTBET B IKCIEPTHOE YUYpEeKICHUE. B cilyyae HempencTaBieHUs] MO HCTCYCHUH
IIECTUJICCATH pabOvMX THEH 3asBUTENIEM OTBETa HAa YKA3aHHBIN 3alpoc YIOJHOMOYCHHBIN (enepanbHbIid
OpraH HCIOJIHUTEIBHOW BIIACTH, BBIIABIIHI 3aJaHWE HA MPOBEACHHUE SKCIEPTH3bI OTHOIICHUS O0XKUIACMON
MOJB3bl K BO3MOXKHOMY PHCKY TPUMEHEHHsS JIEKapCTBEHHOIO IMpenapara Ha OCHOBAaHWHU JIOKYMEHTa,
COJZIEPIKAILET0 Pe3yJIbTaThl MOHHTOpUHTra 3()(GEKTUBHOCTH M OE30IACHOCTH JICKAPCTBEHHOTO IIpernapara, B
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06 obpalleHn nekapCTBeHHbIX CPeaCTB

TeUYeHUe MATH pabouux AHEH HaIpaBiseT B AKCHEPTHOE YUPEKICHHE YBEIOMIIEHHE O HENpPEeJCTaBICHUU
3asiBUTEJIEM OTBETa Ha 3alpoCc YKa3aHHOro opraHa. BpeMs co [OHS HampaBlIEHHs 3ampoca SKCIEPTHOIO
YUpEKACHUS B YIOJHOMOUYCHHBIN (elepanbHblii OpraH HWCHOJHHUTENBHOW BIAcTH A0 JAHSA HOJYYCHHUs
9KCIIEPTHBIM YUPEXKJIEHUEM OTBETAa Ha 3allpoC WU yBEJAOMJIEHHSI O HENpPEACTaBIECHUH OTBETAa Ha 3alpoc HE
YUUTBHIBA€TCSI TMPU MCUUCICHUM CpOKa TPOBEACHUS OSKCIEPTH3bl OTHOILIEHHUS OXUAAEMOM TOJB3bI K
BO3MO)KHOMY PHCKY INPUMEHEHHS JICKapCTBEHHOI'O IIpenapara Ha OCHOBaHMM JOKYMEHTa, COIEPIKalIero
pe3yabTaThl MOHUTOPHUHTA 3()(HEKTUBHOCTH U OE30MIaCHOCTH JIEKApCTBEHHOTO Mpernapara.

12. B cpok, HE MPEeBBIMIAIONINA JeCATH pabo4YMX AHEW CO JHS MOJTYYCHHs 3aKIIOYCHHUS KOMHUCCUU
OKCIICPTOB IO pC3yjibTaTaM 3KCIICPTHU3bl OTHOIICHUA O)KHHaCMOﬁ IMOJIB3bI K BO3MOXXHOMY PHUCKY NPUMCHCHUA
JICKapCTBEHHOTO TIperapara, COOTBETCTBYIOIIUH YIIOJHOMOYCHHBINH (elepaibHbIii OpraH HCIIOJTHUTEIHHON
BJIACTHU:

1) OCYHICCTBIACT OLICHKY OTOr0 3aKIUCHHUA OJId OIPEACICHUA €ro COOTBCTCTBHA 3aJaHHMIO Ha
IIPOBEACHHUC y1(8.38.HHOfI OKCIICPTHU3BI;

2) NpUHUMAET PELICHUE O MOATBEPIKJICHUH T'OCYAapCTBEHHON PErUCTpaIliK JIEKAPCTBEHHOTO Mpenapara
i 00 0TKase B MOATBEP)KICHUU TOCYJApPCTBEHHOM PETUCTpAIMK JIEKAPCTBEHHOTO MIPernapara;

3) BHOCHUT IIpH NPUHITUU PELICHUs O TOATBEPKIAECHUH TOCYIapCTBEHHON perucTpaiyy JeKapCTBEHHOTO
npenapaTa CBEJIEHUS! B FTOCYAapCTBEHHBIH peecTp JEKapCTBEHHBIX CPEJICTB M BBAAET 3asBUTENI0 OeccpoyHOe
PErHCTPaLMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOTO IIpenapara.

13. OcHoBaHMeM MJii OTKa3a B TMOATBEP)KICHUHM T'OCYJApCTBEHHOM pEruMCTpalUU JIEKAPCTBEHHOTO
mpernapara  SIBJISETCS  3aKIIOUYEHHE  COOTBETCTBYIOIIETO  YIOJHOMOYEHHOro  (efepalbHOrO — OpraHa
WCIOJHUTEIbHON BJIACTH O TOM, YTO PHUCK HNPUYUHCHHUA BpCda 3AO0OPOBLIO YCJIOBCKAa WM XUBOTHOI'O
BCJIEJICTBHE TIpHEMa JICKApCTBEHHOTO Mperapara npeBbimaeT 3pGeKTHBHOCTh €r0 IPUMEHEHHSI.

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

14. B nmepuox mpoBedeHHS MPOLEAYpPhl MOATBEPKICHHS TOCYAApCTBEHHOW  perucTpanuu
JIEKapCTBEHHOTO Tpemnapara ero odpaiienue B Poccuiickoit denepanny He IPUOCTaHABINBACTCS.

15. Jlomyckaercs oOpallieHHe JIEKQpCTBEHHBIX TIpernaparoB JO UCTEUEHHUS CpOKa TOIHOCTH,
MIPOU3BE/ICHHBIX B TEUEHUE CTA BOCBMHUJIECATH KAJICHIAPHBIX JHEU MOCe JaThl MPUHATHUS YIIOJHOMOYEHHBIM
(denepaabHBIM  OPraHOM  HWCIOJHUTEIBHONH BIACTH PEIICHUS O TOATBEPKACHUH TOCYJIAapPCTBCHHON
pEeTHCTpaIK, B COOTBETCTBUU ¢ MH(POpPMAIIHEH, CoMepKaIeics B TOKYMEHTaX PErHCTPAIlMOHHOTO JIOChEe Ha
JICKApPCTBEHHBIN Mpenapar J0 AaThl IPUHATHS TAKOTO PEIICHUS.

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

Cratba 30. BHeceHue M3MeHeHUM B AOKYMEHTbl, coAepXaljmecsa B perucTpaumoHHOM
[OCbe Ha 3aperncTpMpoBaHHbIN NNeKapCTBEHHbIN Npenapar ANA MeaULUHCKOro NpuMeHeHus

. B nmensix BHECEHHMsS M3MEHEHHMU B JOKYMEHTBI, COJEP)KALIMECS B PETUCTPALMOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Juisi MEIULUHCKOTO MPUMEHEHHUs, JePKaTeb WIH BIaJelell
PETUCTPALIMOHHOTO  yJAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara WM YIOJIHOMOYEHHOE UM Jpyroe
IOpUJIMYECKOE JIMI0 (JajJee B HACTOSIIEH CTaThe - 3asgBUTENb) MPEJACTABISECT B  YIIOJIHOMOYECHHBIN
(denepaabHBIE OpraH WCIOJTHUTEIBLHOW BJIACTH 3asBIICHUE O BHECCHHHM TAaKUX HW3MEHEHUH 1O Qopme,
YCTaHOBJICHHOW YITOJTHOMOYEHHBIM (peiepaibHBIM OpPTaHOM MCIIOJIHUTEILHOMN BIACTH, U TIPHJIaraeMbIe K HEMY
U3MEHEHUsl B YKa3aHHbIE JOKYMEHTHI, a TaKKe JOKYMEHTHI, MOJATBEPKIAIONINEe HEOOXOAUMOCTh BHECCHUS
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TaKNX U3MEHEHUN.
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 04.06.2018 N 140-D3)

Koncynsrantlntoc: mpumeuanue.
C 01.01.2021 B u. 1.1 ct. 30 BHOCsTCS M3Menenus (D3 ot 27.12.2019 N 478-D3).

1.1. Tlpu HEoOXOAMMOCTH BHECEHHsI B JOKYMEHTHI, COAEpIKAIIMECS B PErHCTPAIMOHHOM JOChE Ha
3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN NpenapaT 11 MEIUIIMHCKOrO NPUMEHEHUS, U3MEHEHN, YKa3aHHbBIX B
MyHKTe 3 YacTH 2 HACTOAIIEH CTaThH U TPEOYIOIIMX MPOBEACHUS IKCIEPTU3BI KAadeCTBa JIEKAPCTBEHHBIX
CPEICTB, 3asBHUTENIb JIONMOJHUTEILHO TIPEJACTABIICT B  YINOJHOMOYEHHBINH  (eaepalbHbIi  OpraH
WCIIOJTHUTEJIbHOM BJIACTH KOIMMIO JIMIEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB WM KOIHIO
3aKJIIOUEHHUsI O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSAM IMPAaBUI HaJexalien
MPOU3BOJICTBEHHOW MPAKTUKH, BBIJAHHBIX YIOJHOMOYEHHBIM (eAepaTbHBIM OPTaHOM HCIIOJHUTEIHHON
BJIACTU B OTHOIICHUH MU3MEHEHHOW U (WJIM) JOIMOJHEHHOM MPOU3BOJICTBEHHOW IUIOIMIAJIKH JICKAPCTBEHHOTO
npernapara, B Cilydae, €ClIM MPOU3BOJCTBO JIEKAPCTBEHHOIO IIpernapara OCyLECTBISIETCS B Poccuiickon
®denepanun, OO KOMUIO BBIAAHHOW YIOJTHOMOYEHHBIM OpPraHOM CTpaHbl MPOW3BOJMTENS JIMIICH3UU Ha
MIPOU3BOJICTBO JICKAPCTBEHHOTO MpernapaTa U €€ MEepPeBOJl Ha PYCCKUM S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM
MOpS/IKE, a TaKKe KOMMIO 3aKIIOUYEHHs] O COOTBETCTBUU TNIPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM TIPaBWJ HAAJEXKANIEd MPOU3BOJACTBEHHONW MPAKTHUKH, BBIJIAHHOTO YIIOJIHOMOYEHHBIM
(denepaabHBIM OpPraHOM HCIIOJIHUTEIPHONW BJIACTH B OTHOIICHWW W3MEHEHHOW H (WJIM) JOTOJTHEHHOMN
MPOU3BOACTBEHHON TUIOIIAJIKK JIEKAPCTBEHHOI'O IMpernapara, WIH KONUIO PEIICHUS YHIOJHOMOYEHHOTO
(dbenepasibHOTO OpraHa MCIOJIHUTEIBHOW BJIAaCTH O TIPOBEICHUHM WHCIICKTUPOBAHUS TPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPENICTB B CiIydae, €CJIM MPOM3BOACTBO JICKAPCTBEHHOrO Mpenapara OCYIIECTBIAETCS 3a
npenenamu Poccuiickoit denepanuu.

(uactp 1.1 BBenena @exnepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

KoncynsranTlntoc: mpumeganue.
C 01.01.2021 B u. 1.2 ct. 30 BHOCsTCS M3Menenus (D3 ot 27.12.2019 N 478-D3).

1.2. Tlpu HEOOXOAMMOCTH BHECEHHSI B JOKYMEHTBI, COAEpIKAIIMECS B PErHCTPAIlMIOHHOM JOChe Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar Jyisi MEIUIMHCKOTO MPUMEHEHHSI, U3MEHEHUH, YKa3aHHBIX B
NyHKTe 4 YacTH 2 HACTOAIIEH CTaThH M TPEOYIOIIMX MPOBEACHUS IKCIEPTU3bl KAadeCTBa JIEKAPCTBEHHBIX
CPEICTB, 3asBHUTENIb JIONMOJHUTEIBLHO TPEACTABISACT B  YINOJHOMOYEHHBIH  ¢enepalbHbIii  OpraH
WCIIOJIHUTEIILHONH BJIACTH KOMHIO JIMIICH3UM Ha TIPOU3BOJCTBO JICKAPCTBEHHBIX CPEJACTB WM KOITHIO
3aKJIIOUYEHHUsI O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSAM IMPAaBWI HaJJexalien
MIPOU3BOJICTBEHHONW MPAKTUKH, BBIJAHHBIX YIOJIHOMOYECHHBIM (eepaibHBIM OPTaHOM HCIOJHUTEIHHON
BJIACTU B OTHOILICHUM NPOU3ZBOJACTBEHHOM IUIOMIAJKK JIEKAPCTBEHHOIO TMpernapara, B cCilydyae, €clu
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpemnapaTta ocyuecTBiuserca B Poccuiickoit ®epepanuu, aud0 KOMHUIO
BBIJIAHHOW YTIOJTHOMOYEHHBIM OPTaHOM CTPaHbl IPOU3BOAUTEIIS JIMIICH3UH HA TTPOU3BOICTBO JICKAPCTBEHHOTO
mpernapara M €e TEePeBOJl Ha PYCCKUH S3BbIK, 3aBEPCHHBIC B YCTAHOBJIECHHOM IIOPSAKE, a TAKXKE KOITHIO
3aKJIIOUYEHHUsI O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSAM IMPaBWI HaJexalen
MIPOU3BOJICTBEHHONW TMPAKTUKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM (eIepalbHBIM OpPraHOM HCIOJHUTEIHHON
BJIACTM B OTHOUIICHUU MPOU3BOJCTBEHHOMN IUJIOMIAIKHA JICKAPCTBEHHOTO Ipenapara, WIA KOMHUIO pEelIeHUs
YIOJIHOMOYEHHOTO (heiepaibHOrO OpraHa MCIIOJIHUTENbHOW BJIACTH O TPOBEIECHWU WHCIEKTUPOBAHUS
MPOM3BOJIUTENS JIGKAPCTBEHHOTO CpPEJACTBA B Ciydae, €CJIM IPOU3BOJICTBO JICKAPCTBEHHOTO IIperapara
OCyIIIeCTBIsIeTCS 32 npenenamu Poccuiickoit deaepanuu.

(dacts 1.2 BBenena ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)
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1.3. IlpunsTHE pemenns: 0 BHECEHNH W3MEHEHHI Wi 00 OTKa3e BO BHECEHUU U3MEHEHHH B JJOKYMEHTHI,
coJepKalecs B PErHCTPAlMOHHOM JOChe Ha 3aperuCTPUPOBAaHHBIN JICKApCTBEHHBIN Ipemapar s
MEIHULMHCKOTO MPUMEHEHUs, B CiIy4ae HeOOXOAMMOCTH NMPOBEICHUS SKCIIEPTU3bl KayeCTBA JICKAPCTBEHHBIX
cpeAcTB W (WJIM) DKCHEPTH3Bl OTHOIIEHHUS OXHIAeMOW TMOJB3bl K BO3MOXXHOMY PHCKY TPUMEHEHUS
JICKapCTBEHHOTO TIperapara ik MEIUIIMHCKOTO TPUMEHEHUS! OCYIIECTBISIETCS B CPOK, HE MPEBBIMIAOIIHNA
JeBsSHOCTa paboYMX JHEH, a B OCTAJbHBIX CIy4dasX B CPOK, HE NMPEBBIMIAONINNA TPUALATH PabOdYMX IHEH co
IHS TIPUHSATHSA YIOJHOMOYEHHBIM (hefepabHbIM OPraHOM HCIOJHUTEIBHON BIIACTH 3asBJICHHUS O BHECEHUH
TaKUX U3MEHEHHUH.

(uactp 1.3 BBenena @enepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

1.4. YnonHOMOYeHHBIH (QenepanbHbIi OpraH WCHOJHHUTEIBHON BIIACTH C YYETOM pE3yJIbTaTOB
(apmakoHaa30pa U MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEJCTB, HAXOASIIUXCS B TPakJIaHCKOM
000poTe, YCTAaHOBJIEHHBIM TPEOOBAaHUSM K UX KaueCTBY B TEUCHHE JAECATU pabOUUX JTHEH CO IHS MOCTYIUICHUS
COOTBETCTBYIOILIEH MH(pOpMAMK pa3MellaeT Ha CBOeM oduuuanbHOM caiite B cetu "MHTepHeT" cBeneHus o
HEOOXO/MMOCTH BHECEHHsI B HMHCTPYKIHUIO MO MEIUIIMHCKOMY MPUMEHEHMIO JIEKapCTBEHHOI'O Ipernapara
W3MEHEHU B OTHOLLECHUHU CBEACHUM O ITOKA3aHUAX Ul IPUMEHEHUS U IIPOTUBOIIOKA3AHUAX JUIsl IPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapaTa, BBISIBICHHBIX IIOOOYHBIX JIEWCTBUSAX, HEXKEJIATENbHBIX peakuusix Mpu
MPUMEHEHHUHU JIEKApCTBEHHOTO MperapaTa U YBEIOMJIIET 00 3TOM B 3JIEKTPOHHOH (popme WM MUChbMEHHOU
¢dopme (Ha OyMakKHOM HOCHTENE) JepxKarens WM BIAJelblla PEruCTPALMOHHOIO YAO0CTOBEPEHUS
JIEKapCTBEHHOT0 Ipenapara (WIK YIOJHOMOUYEHHOE UM JIpYroe HOpUAMYECKOe JIUI0), a TakkKe JepxKarenei
WM BIIAJIENIBLIEB PETUCTPALMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPENaparoB (WM YIOJIHOMOUYEHHBIX
HMHU JAPYTUX OPUIUUYECKUX JIMIL), KOTOPbIE SIBJISIOTCS B3aUMO3aMEHAEMbIMH.

(uactp 1.4 BBenena ®@enepanbHbIM 3ak0HOM OT 27.12.2019 N 475-03)

1.5. lep>xatens Wiin BIaJeel] peruCTPAIIMOHHOTO YI0CTOBEPEHHUS JIEKAPCTBEHHOTO TIperapara, a TakkKe
JIepKaTed WM  BJIQACNbIBl PETHCTPAIMOHHBIX YAOCTOBEPEHUH JICKAPCTBEHHBIX MpernapaToB (WIH
YIOJTHOMOYEHHbIE UMHU ApPYTHE IOPUAWYECKUE IIUIA), KOTOPBIE SIBISIOTCS B3aMMO3aMEHSEMBIMH, O0s3aHbI
MPE/ICTaBUTh B YTOJTHOMOUYEHHBIH (eepanbHblii OpraH HCIOJHUTEIHHONW BJIACTH 3asBJIICHUS O BHECEHUU
W3MEHEHUH B JIOKYMEHTBI, COJEpXalIMecss B PErUCTPALlMOHHBIX JOCh€ Ha 3aperuCTPUPOBAHHBIC
JIEKapCTBEHHBIE TIpemaparbl Jisi MEIUIIMHCKOTO TMPUMEHEHHs, B OTHOIICHHH CBEJCHHM, YKa3aHHBIX B
WHCTPYKIIUU TI0 MEIUIIMHCKOMY TTPUMEHEHHUIO JICKAPCTBEHHBIX MPEMapaToB, B TEYCHUE COPOKA paboUmX JTHEH
CO JHS pa3MEICHHsI YIMOJHOMOYCHHBIM (eepaabHbIM OPraHOM HCIIOJHUTEIBHOM BJIacTH WH(OpMaIuu,
yKa3zaHHOH B yactu 1.4 Hacrosmei crateu. J[aHHOEe TpeOoBaHME HE PACTIPOCTPAHSIETCS HA CIy4Yau BHECEHHS B
WHCTPYKIHIO 10 MEAUIIMHCKOMY NMPUMEHEHHIO JIEKAPCTBEHHOTO MperapaTa U3MEHEHU B OTHOLLIEHUH HOBBIX
MOKa3aHUM JUIsi NPUMEHEHHS JICKapCTBEHHOTO Ipenapara Ha OCHOBAHMM PE3YJbTAaTOB COOTBETCTBYIOIIUX
HCCIEIOBAHMM.

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

2. DKcnepTH3a JIEKapCTBEHHBIX CPEJICTB B YaCTH 3KCIEPTHU3bl KA4eCTBa JIEKAPCTBEHHOI'O CPEJCTBA U
(M) SKCHepTH3bl OTHOLICHUS OXMIAeMOH IMOJIb3bl K BO3MOXKHOMY PHUCKY NPHUMEHEHHs JEeKapCTBEHHOTO
mpenapaTta s MEAMLHMHCKOTO NMPUMEHEHHs IMPOBOJUTCS B Cllydae BHECEHUS M3MEHEHUN B JOKYMEHTHI,
coJiepKalliecsT B PEruCTPallMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAHHBINA JIEKApPCTBEHHBIM IpemnapaT, B
OTHOIICHUH:

1) cBeneHmit, yKa3aHHBIX B MHCTPYKIUHU MO0 MEAUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOT0 Mpenapara:
a) JIeKapcTBeHHas (opMa C yKa3aHHMEM HaMMEHOBAHMN M KOJIMYECTBEHHOI'O COCTaBa JAEHCTBYIOLIUX

BCIICCTB N KA4YCCTBCHHOI'O COCTaBa BCIIOMOI'aTCJIIBHBIX BCIICCTB (HpI/I H606X0,I[I/IMOCTI/I KOJIMYCCTBCHHOI'O
cocCTaBa BCIIOMOI'aTCIIbHBIX BeIJ_IGCTB);
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

( T 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. ot U3.U%. " [Jlata coxpaHeHusi: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

0) dapmakoguHamuKka u (apMaKOKHHETHKA (32 UCKIIOYeHHEeM (apMaKOKMHETHKH TOMEONaTHYECKUX
JIEKapCTBEHHBIX MPENapaToB U PACTUTENBHBIX JIEKAPCTBEHHBIX MIPENIAPATOB);

B) IIOKa3aHUs JJIs IPUMEHEHUS;

I') IPOTUBONOKAa3aHUS JJIsl IPUMEHEHUS;

1) MEpHI MIPEIOCTOPOKHOCTU IPU TPUMEHEHUU;

€) YyKa3zaHHE€ BO3MOXXHOCTM M OCOOCHHOCTEH NpPHUMEHEHHs JIEKapCTBEHHOIO Ipemapara JJis
MEIUIMHCKOIO PUMEHEHHUsI OepeMEHHBIMH JKEHIIMHAMM, JKEHIIWHAMH B MEPUOJ TPYIHOI0 BCKapMIIMBAHUS,

ACTbMH, B3POCJIBIMH, UMCIOIIIUMHA XPOHUYCCKUC 38.6OJ'ICB8.HI/I$I;

) PEKUM JO3UPOBAHUS, CIIOCOOBI BBEACHUS M NPUMEHEHHUS, NPU HEOOXOTUMOCTH BpeMs Ipuema
JIEKapCTBEHHOT'O IIPEnapara, NpOoAOLKATEIbHOCTD JICYEHHS, B TOM YHCIE y AE€TEH 10 U IOCJIE OJHOTO I0Aa;

3) BO3MOJKHBIE MOOOYHBIE JEUCTBUS M HEXKEJATEIbHBIC PEaKIUHU MPU TMPUMEHEHHH JIEKAPCTBEHHOTO
npernapara;

1) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 10 OKA3aHUIO TOMOILH MPH NEPEI03UPOBKE;
K) B3aUMOJICHCTBHUE C APYTUMH JICKApCTBEHHBIMH MIperapaTaMy U (MJIH) TUILEBBIMU MPOTyKTaAMU;
1) (hOpMBI BBIITyCKa JICKAPCTBEHHOT'O MPENapara;

M) ykazaHue (mpu HeoOXOAMMOCTH) OCOOCHHOCTEN NEUCTBHSI JICKAPCTBEHHOTO IpernapaTra mpu NepBOM
MpUEME W TPH €T0 OTMEHE;

H) CBCIACHUA O BO3MOXXHOM BJIMAHHUHK JICKAPCTBCHHOI'O IIp€riapaTta JIA MCAUIHWHCKOI'O IIPUMCHCHUS Ha
CIIOCOOHOCTD YHOpaBJIATh TPAHCIIOPTHBIMU CPECACTBAMU, MCXAHU3MAMU;

0) CPOK TOJTHOCTH M YKa3aHUE Ha 3ampeT MPUMEHEHHUs JIEKapCTBEHHOTO Mpernapara mo UCTEYCHUH CPOKa
TOJHOCTH;

I1) YCIIOBUS XpaHEHUS;

P) YCTIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOTO Mperapara Jjisi MeIUIIMHCKOTO IPHUMEHEHHUS,

3) U3MEHEeHUs MecTa MPOU3BOICTBA JIEKAPCTBEHHOTO TIpernapata JUisi MEAUIUHCKOTO IPUMEHECHHUS;

4) W3MEHEHHMS MOoKazaTellell KaduecTBa JICKApCTBCHHOTO MpfriapaTta I MCAULIUHCKOTO NMPUMCHCHUA U
(HJII/I) MCTOOB KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOI'O IIpCriaparta Ajisd MEAUIUHCKOTO IPUMCHCHHA

5) u3MeHeHus CpoKa rOJHOCTH JIEKAPCTBEHHOTO Mpenapara Jjsi MEAULUHCKOIO IPUMEHEHUS;
6) cBeleHUH O HEOOXOJMMOCTHM BHECEHHS MHBIX HM3MEHEHHH B MHCTPYKIHMIO MO MEAULIHUHCKOMY

IPUMEHEHHUIO JIEKAPCTBEHHOI'O Mpenapara, a TakkKe B MUHbIE JJOKYMEHTBI, COJepKAILUecs B PETUCTPALIMOHHOM
JI0ChE Ha 3aperMCTPUPOBAHHBINA JIeKapCcTBEHHBIN npenapat. Ilpu 3ToM pelieHre O MPOBEAEHUU HKCIEPTH3BI

www.consultant.ru Crpanuua 63 n3 131
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
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

KayecTBa JIEKAPCTBEHHBIX CPEICTB M (WJIM) SKCIEPTU3bl OTHOLICHHS 0KUIAEMOW MOIB3bl K BO3MOXHOMY
PUCKYy TIpUMEHEHHUsS JIEKapCTBEHHOIO Ipenapara Jyuisi MEIULIUHCKOTO NPUMEHEHUs IPUHMMAETCS B
COOTBETCTBUHM C YTBEPXKACHHOW YIIOJHOMOUYEHHBIM (eepaibHbIM OpPraHOM HCIOJIHUTEIBHOW BJIACTH
KJacCu(pUKalueil M3MEHEHHWH, BHOCHUMBIX B JOKYMEHTBHI, COJEpXalluecs B PEruCTPAlMOHHOM JOChE€ Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar.

(dactp 2 B pea. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Kouncynpsraurtlloroc: mpuMeuanue.
C 01.01.2021 4. 3 ct. 30 uznaraercs B HoBoi pegakuuu (O3 ot 27.12.2019 N 478-D3).

3. C 3asBneHUEM O BHECEHHU U3MEHEHUH B IOKYMEHTHI, COJIEPXKAIIUECs B PETUCTPALIMOHHOM J0Che Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN MpernapaT Ui MEIUIUHCKOTO MPUMEHEHUS, HapsSAy C TOKyMEHTaMU,
YKa3aHHBIMH B 4acTH | HACTOAIIEH CTaTbhH, 3asIBUTEIb MPEACTABISAET KOMUU JOKYMEHTOB, MOATBEPKAAIOIINX
ymjiary FOCYI[apCTBCHHOf/'I MOIIJIMHBI 3@ BHCCCHUEC B NOKYMCHTHI, COACPNKAIUCCA B PECTUCTPAIMOHHOM J1OCHE
Ha SaPGFHCTpHpOBaHHBIfI J'IeKapCTBCHHLII\/JI npemapar ajdd MCEAULIMUHCKOro MHIpHUMCHCHUS, I/I3M€H€HI/H>1,
TpeOyIOIIMX MNPOBEACHUS] OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B 4YacTU OKCIEPTU3bl KayecTBa
JICKapCTBEHHOTO CpelICcTBa W (WJIM) SKCIEPTH3bl OTHOLIEHUS OKUIAEMOW IMOJIb3bl K BO3MOXKHOMY PHUCKY
NPUMEHEHHs JIKApCTBEHHOTO TpemapaTa JUisi MEAUIIMHCKOTO MPUMEHEHHUs, TOCYJapCTBEHHON MOIIIMHBI 32
BHECCHUE B JOKYMEHTBI, COACPIKALIUECS B PETUCTPALIMOHHOM JOChE HA 3aPETUCTPUPOBAHHBIN JIEKAPCTBECHHBIN
npemnapar najid MCAUINUHCKOIO IMPUMCHCHUS, H3M€H€Hﬂﬁ, HEC Tpe6YIOIJ_II/IX MPOBCACHUA OSKCICPTU3BI
JIEKApCTBEHHOTO CPEJCTBA, TMOO BIIpaBe MPEACTaBUTH MO0 COOCTBEHHOW MHHUIIMATHBE YKAa3aHHBIEC JTOKYMEHTHI.
B cinydae ux HenmpencTaBlieHHUs YIIOJTHOMOYCHHBIN (penepanbHbIi OpraH UCIIOJTHUTEIBHON BIACTH MPOBEPSET
(bakT ynnaTsl rocyJapCTBEHHBIX MOIUIMH 3asSBUTENIEM MOCPEACTBOM HCIIONIb30BaHUs HHGOpMAuu 00 yriaTe
TOCYyIapCTBEHHBIX MONUIMH, cojepxaieiics B locymapcTBeHHON HMH(OPMAIMOHHOW CHUCTEME O
TOCYHApCTBCHHBIX W MYHUIUIAJIBHBIX IUIATCKAX, HA OCHOBAHUH IMPCACTABIICHHBIX 3asiABUTCIICM Konui
AOKYMCHTOB, IIOATBCPKAAOIUX YIIJIATy FOcyIIapCTBCHHOf/'I IIOLIJIMHBI.

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

4. B teueHnue aecsaTH pabouMx JHEW CO JHS MOCTYIUICHHUS YKa3aHHOTO B YacTU | HAcTOsAIIEH CTaThbu
3asBJICHUS U HEOOXOAMMBIX JOKYMEHTOB YIIOJITHOMOYCHHBIN (DeepanbHbIiA OpraH UCIIOTHUTEIIBHON BIIACTH:

1) MMPpOBOAUT IIPOBCPKY IMOJHOTBI U JOCTOBCPHOCTHU CBCI[GHI/II\/’I, CoACpKamuxcsd B IMPEACTABIICHHBIX
3asABUTCIICM MaTCpUAJIaAX;

2) NMPUHUMAET PEIICHHE O MPOBEACHUM YKa3aHHBIX B YaCTU 2 HACTOSIIEH CTaTbU COOTBETCTBYIOLIUX
9KCIIEPTU3 JIEKAPCTBEHHOT'O CPEICTBA WIIM 00 OTKAa3€ B UX MPOBEIECHUU;

3) yBeIOMJISIET B 3JIEKTPOHHOM MJIM MUCBMEHHON (popMe 3asBUTENISI O MIPUHSATOM PEIICHUH WM B CITydae
NPUHATHS pelieHrss 00 OTKa3e B MPOBEACHUU COOTBETCTBYIOIIEH SKCHEPTHU3bI C YKa3aHUEM MPUYHUH TaKOTO
OTKa3a.

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

4.1. B ciy4ae BbISIBIIEHUSI HEJOCTOBEPHOCTH CBEJICHUI, COJIEPIKALINXCS B MIPEICTABICHHBIX 3aIBUTEIEM
MaTepuasiaX, YIOJHOMOYECHHBIH (enepaabHblii OpraH HCIOJHUTEIHHON BJIACTH HANpPAaBISET 3asSBUTEIIO
3anpoc 00 YTOUYHEHMM YKa3aHHBIX CBeJCHMH. JlaHHBIN 3ampoc MokeT ObITh NepelaH yHOJIHOMOYEHHOMY
IPEICTaBUTEIIIO 3asSBUTENS JIMYHO IO, PACIUCKY, HAIPaBJIEH IO MOYTE 3aKa3HBIM MHCbMOM WIH NEPENAH B
JIEKTPOHHOHU (popMe Mo TeIeKOMMYHHKAIIMOHHBIM KaHallaM CBS3H. B ciydae HampaBieHMs TaHHOTO 3ampoca
10 TOYTE 3aKa3HbIM IIMCHbMOM OH CUMTAETCS IOJYUYEHHBIM 10 MCTEUEHUM IIECTU AHEHW C JaThl HAIIPABIICHUS
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. oT 03.04.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

3aKa3HOTO MHChMA.
(uactb 4.1 BBennena denepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTens 00s3aH MPEACTAaBUTH OTBET HA 3alpoC YIOJIHOMOUYEHHOTO (eAepatbHOr0 OpraHa
WCIIOJIHUTEJIBHOM BJAacTU B CPOK, HE MPEBBIMIAIOIMUN JeBSIHOCTa pabouyMX JHEH cO JAHS MOJy4YeHHUs JAHHOTO
3anpoca. Cpok, yKa3aHHbI B yacTu 4 HacTosed CTaTbU, MPUOCTAHABIMBAETCS CO JHS HaIpaBlICHUS
3asIBUTEIIIO 3alpoca YHOJTHOMOYEHHOTO (peliepabHOrO OpraHa MCHOJIHUTENBHOM BIACTU 10 JHS MOJTyYeHUs
UM OTBETa Ha JaHHBIA 3alpOC U HE YYUTHIBACTCS MPHU HUCUYUCICHUU CPOKA MPHUHATUSA PEUICHHUS O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJEp)KalMecsl B PETUCTPALlMOHHOM JIOCBE Ha 3aperUCTPUPOBAHHBIN
JIEKapCTBEHHBIH Npenapar A1 MEAULIMHCKOIO IPUMEHEHUS.

(uactsp 4.2 BBeeHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-03)

5. OcHOBaHHEM ]IS OTKa3a B IPOBEJCHUH YKA3aHHBIX B YaCTH 2 HACTOSIICH CTaThbH SKCIICPTHU3 SBIIACTCS
IpEeJCTaBICHUE JOKYMEHTOB, MEPEUYHCIEHHBIX B 4acTsiXx | M 3 HacTosied cTaThbd, B HEMOJHOM oOBeMe,
HENpEeCTaBICHNE 3asBUTEIEM B YCTAHOBIICHHBIM CPOK OTBETa Ha yKa3aHHBIN B yacTu 4.1 HacToAmIel cTaThu
3ampoc yMOJTHOMOYEHHOTO (eIepallbHOTO OpraHa HUCHOTHUTENBHOM BIACTH, a TaKXe OTCYTCTBHE B
MPEJICTABJICHHBIX JIOKYMEHTAaX JOCTAaTOYHBIX CBEJCHUM, TOJATBEPKIAIONINX HEOOXOJUMOCTh BHECEHUS
W3MEHCHUH, WM OTCYTCTBHE WH(OpPMAIIUU, MOATBEPXKAAOMEH (aKT yIIIaThl rOCYJapCTBEHHBIX TMOIUIHH,
YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTaThU.

(B pen. DeaepanbHbix 3ak0oHOB 0T 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIE B YacTH 2 HACTOAILIEH CTAaThU IKCHEPTU3BI MPOBOAATCA B TMOPSAIKE, YCTAaHOBICHHOM
craThell 23 Hacrosiiero deaepanbHOTO 3aKOHA.

7. B cpok, HE MpEBBIMIAIONIMKA JeCATH pabodMx MHEH CcO JHS TONyYeHHUsS 3aKIIOYCHUNH KOMHUCCHUI
SKCIEPTOB IO PE3yJbTAaTaM YKa3aHHbIX B 4YacTW 2 HACTOAILIECW CTaTbU SKCHEPTU3, YIOJIHOMOYEHHBIN
(dhenepanbHBIN OpraH UCIIOJTHUTEIBHON BIACTH:

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

1) MMPUHHUMACT PCHICHUC O BHCCCHHUU U3MEHEHHUH B HAOKYMCHTEI, COACPIKAIMIUCCA B PETUCTPALIUOHHOM
J0ChC Ha 3apeFHCTpHpOBaHHLIﬁ HeKapCTBCHHBIﬁ npenapar ajad MCAUIHUHCKOTrO NMpUMCHCHUS, UJIU 00 oTkaze
BO BHCCCHHUHU TAKHUX I/ISMGHGHI/Iﬁ;

2) BHOCHUT B IOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB HAa OCHOBAHUU PEIICHHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpXKallhecs B PETUCTPAMOHHOM JOCh€ Ha 3aperHCTPUPOBAHHBIN
JIeKapCTBEHHbIM NpenapaT A MEAULHMHCKOTO NPUMEHEHHUs, He0OXOAMMBblE M3MEHEHHUs M BO3BpalllaeT UX
3as1BUTEIIIO;

3) BbLIAET 3asABUTENIO HOBOE PETHCTPAIIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOIO INpernapara B cilydae
M3MEHEHHUS CBEJCHUM, CONEPIKALUXCS B HEM.
(. 3 BBeneH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

8. OcHOBaHMEM JUI OTKa3a BO BHECEHUH U3MEHEHHH B IOKYMEHTHI, COJEpKAIIUECS B PETUCTPallMOHHOM
JI0OChE Ha 3aperUCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar Uil MEJUIMHCKOTO IPUMEHEHHUs, SBISEeTCA
3aKJIIOYEHHE YTIOJIHOMOYEHHOIO (heiepaibHOIO OpraHa UCIOJHUTENBFHON BIACTH O BO3MOKHOCTH CHUKEHUS
0€30MacHOCTH, KauecTBa, 3P (HEeKTUBHOCTH JICKAPCTBEHHOT'O CPE/ICTBA B CIIydae BHECEHUS TAKMX U3MEHEHUH.

9. Jlomyckaercs oOpaiieHue JIEKapCTBEHHBIX IMPENapaToB JUIsi MEAMIMHCKOTO MPUMEHEHHS [0
HCTEYEHUs CPOKa TOJAHOCTH, IMPOU3BEIEHHBIX B TEUEHHE CTa BOCBMUIECITH AHEHW IOCie OaThl MPUHATHUS
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YIIOJTHOMOYEHHBIM ()e/IepalbHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH PEIICHHS O BHECEHUH H3MEHEHHH B
JIOKYMEHTBI, COJiepKalliecs B PerucTPallMOHHOM JI0ChE, B COOTBETCTBUM ¢ MH(OpMaIueil, coaepxaiieiics B
AOKYMCHTAaX pCruCTpaiuoOHHOr0 JOChC HA JICKapCTBeHHBIf/i npenapar 40 AaTbl IPUHATHA TaKOI'0 pCIICHUSA.
(dactp 9 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 31. BHeceHue U3MeHeHUM B AOKYMEHTbI, coAepxalmecss B permcTtpaumoHHOM
OOCbe Ha 3aperucTpupoBaHHbIA JleKapPCTBEHHbIA npenapat ANA BeTepUHApPHOro
NpPUMeHeHuns

Koncynprantlnroc: mpumedanue.
C 01.01.2021 B a63. 1 4. 1 ct. 31 BHOCcsATCS m3MeHeHus (P3 ot 27.12.2019 N 478-D3).

. B nmensix BHECEHHMsS M3MEHEHHI B JOKYMEHTBI, COJEp)KAIIMECS B PETUCTPAMOHHOM J0ChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIA MpeEnapar Il BETEPUHAPHOTO IPUMEHEHHUS, IepKATENb WIH BIaJeliell
PErUCTPAllMOHHOIO  yJOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpenapara WIA YIOJIHOMOUYEHHOE UM Jpyroe
IOpUIMYECKOE JIMIO (Jajee B HACTOALIEH cTaThe - 3asBUTENb) NPEJICTABISIET B  YIOJHOMOYEHHBIN
(denepanbHbBIi OpraH MCIOJIHUTEIBLHOW BJIAcCTU 3asBJIEHUE O BHECEHMM TaKUX HW3MEHEHUH 1o ¢opme,
YCTaHOBJICHHON YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCIIOJIHUTEIBHON BIIACTH, U MPUJIaraeMble K HEMY
U3MEHEHHUsl B YKa3aHHbIE JOKYMEHTHI, a TaKKe OKYMEHTHI, MOJATBEPXKIAIONINEe HEOOXOAUMOCTh BHECCHUS
Takux u3MeHeHud. [Ipu HEOOXOAMMOCTH BHECEHHS HW3MEHEHHWH B JIOKYMEHTBHI, COJEpKalluecs B
PErUCTPALIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIA IMpenapar il BETEPUHAPHOTO
IPUMEHEHUs, B CIy4asX M3MEHEHMs U (WIM) JOTOJHEHHUS IMPOU3BOJICTBEHHOM IJIOLIAAKU JIEKAPCTBEHHOTO
CpEICTBA, a TaKXK€ HM3MEHEHHs TIOKa3aTesled KadecTBa JICKapCTBEHHOI'O Ipernapara Ui BETEPUHAPHOTrO
MpUMEeHEeHUs M (WIM) METOJOB KOHTpPOJsS KayecTBa JIEKApCTBEHHOTO IIperapaTa Jil BETEpUHAPHOTO
NPUMEHEHHUS 3asBUTENIb JIOTIOJHUTEIBHO TMPEACTABIsSEeT B YINOJHOMOYEHHBIH (helepaiabHBId  OpraH
WCIIOJTHUTENIBHON BJIACTHU CIEAYIOLINE JOKYMEHTHI:

Koncynsrantllntoc: npumedanue.
C01.01.2021 Bm. 1 4. 1 ct1. 31 BHOCsTCS M3MeHeHus (D3 ot 27.12.2019 N 478-D3).

1) xomMs JMIEH3MHM Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB, BBIAAHHOW IMPOU3BOAUTEIIO
JIEKapCTBEHHOI'O IIpernapara Ijisi BETEpUHAPHOr0 IPUMEHEHMs], U1l POCCUUCKUX IPOU3BOIUTENECH;

Koncynrrantlimroc: npuMedanue.
C01.01.2021 Bm. 2 4. 1 ct1. 31 BHOCsATCS M3meHerHus (D3 ot 27.12.2019 N 478-D3).

2) Komusg JMUEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB, BBIJIAHHOW MPOU3BOAMUTEIIO
(dapMareBTHUECKONW CyOCTaHIIMHM, BXOISANICH B COCTaB JICKAPCTBEHHOTO IIpenapaTra Uil BETEPHHAPHOTO
MIPUMEHEHHUS, 1JI1 POCCUNUCKUX MPOU3BOIUTENEH;

3) xomMsl AOKYMEHTA, BBIIAHHOTO YMOJHOMOYEHHBIM OPraHOM CTpPaHbI MPOU3BOJIUTENS AJIs KaxIoi
IIPOU3BOACTBEHHON IUIOMIAJIKM JIEKAPCTBEHHOTO IMpemapara Uil BETEPUHAPHOIO MNPUMEHEHUs U
MOJITBEPXKIAIOLIETO COOTBETCTBUE MPOM3BOJIUTENS JICKAPCTBEHHOI'O Ipernapara TpeOOBaHUSAM IpaBUIl
HaJyIeXkallel MPOU3BOICTBEHHOM NPAKTUKH, U €r0 NEPEBOJ Ha PYCCKUIl SA3bIK, 3aBEPEHHBIE B YCTAHOBIEHHOM
HOPSIZIKE, @ TAK)KE KOTHUS 3aKIFOYEHHUSI O COOTBETCTBUH IPOU3BOAMUTEIS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
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IIpaBUJI Hazmencameﬁ HpOHSBO,Z[CTBGHHOfI IMMPAKTHUKHU, BbIJAHHOI'O YIIOJIHOMOYCHHBIM Q)enepaanLIM OpraHomMm
HCIIOJHUTEILHON BIACTHU JJIA Ka)KHOﬁ HpOHSBOI[CTBGHHOﬁ IjIonraaky JICKapCTBCHHOI'O0 IMpfriaparta Iajid
BCTCPUHAPHOT'O MPUMCHCHMUA, 1100 KOmus pemicHud O IMPOBCACHHWU HWHCIHCKTUPOBAHUA IIPOU3BOAUTCIIA
JICKAPCTBCHHLBIX CPCACTB, NPUHATOr0 YIIOJIHOMOYCHHBIM (pez[epam,HHM OopraHomM HCIIOJIHUTENLHON BIIACTH
JJIA KEDKJIOﬁ HpOHSBO}ICTBGHHOfI IJIoMaaAKW JICKAPCTBECHHOT'O IIpCIiapaTta AJid BETCPHUHAPHOI'0 MPHUMCHCHUA.
VkazaHHbIC JOKYMEHTBI IPEACTABIIAOTCA B ClIy4dac, €CJIIM IIPOU3BOACTBO JICKAPCTBCHHOI'O IIpfriapara Iajid
BCTCPUHAPHOTO ITPUMCHCHUS OCYHICCTBIISACTCA 3a IPCACIIaMU Poccuiickoit d)enepam/m;

4) Kkomus  JOKyMEHTa, BBIJAHHOTO  YMOJHOMOYEHHBIM OPTraHOM  CTPaHbl  NPOU3BOIAMTEI
(apManeBTHUECKONW CyOCTaHIIMM W TOATBEP)KJAIOIIEr0 COOTBETCTBHE HPOHM3BOIUTENS (papMareBTUYECKON
CyOCTaHINH, BXOSIIEH B COCTAB JIEKAPCTBEHHOTO TpeTapara Jjisi BETEPHHAPHOTO NMPUMEHEHUS, TPEOOBAHUSIM
MpaBHJ HaJISKAIeH TPOW3BOJICTBEHHOW MPAKTUKHW, W €ro IEpeBOJ Ha PYCCKHUH S3BIK, 3aBEPCHHBIC B
YCTQHOBJICHHOM TOPSIJIKE, B ClIydae, €CIM IPOU3BOACTBO (papMalleBTHYECKON CyOCTaHIIMM OCYIIECTBIIAETCS 3a
npenenamu Poccuiickoit denepanuu.

(uactb 1 B pen. deaepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B ciyuyae u3MeHeHMs U (WMIM) JAOIOJHEHUS IPOU3BOJICTBEHHOM IUIOMIAJKHU JIEKAPCTBEHHOTO
CPEJCTBA IOKYMEHTHI, YKa3aHHbIE B 4acTU | HACTOALIEH CTaTbH, MPEICTABISIIOTCS 3asBUTEJIEM B OTHOLLIEHUU
M3MEHsSIeMON M (W) JOTOJIHSIEMON MPOM3BOACTBEHHOM IUIOIIAIKU JIEKApCTBEHHOTO cpeicTBa. Pemenue o
BHECEHUU U3MEHEHUH B JOKYMEHTBI, COAEPXKALIUECS B PETHCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN
JIeKapCTBEHHBIM Mpenapar AJisi BEeTepUHAPHOIO NPUMEHEHHUs, WM 00 OTKa3e B UX BHECEHUM NMPUHUMAETCS B
cilyyae HEOOXOJMMOCTH MPOBEACHUS 3KCIEPTU3bI JIEKAPCTBEHHOI'O CpPEACTBAa B CPOK, HE MPEBBIIIAIOIINI
JIeBSIHOCTa pabounx JIHEH, a B OCTAJIbHBIX CIy4asx B CPOK, HE MPEBBIMIAIONINN TPUALATH pabouux JHEH co
THSI TIPUHATHS YIIOTHOMOUYEHHBIM (hefiepaibHbIM OpPTraHOM HWCIIOJTHUTENBHOW BIIACTH 3asBJICHUS O BHECCHHHU
TaKUX U3MEHEHUMN.

(dactp 1.1 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

1.2. B cnywae peopraHuzauuu JaepxkaTess WIM BiaJelblia PErUCTPALMOHHOIO YIOCTOBEPEHUS
JICKapCTBEHHOTO Tpernapara s BETEPUHAPHOTO MPUMEHEHHs, pPa3padOTyMKa WJIA TPOU3BOIUTENS
JIEKapCTBEHHOI'0 IIpernapara JJisi BETEPUHAPHOIO IPUMEHEHUS] B 3asBJICHUU O BHECECHUM HM3MECHEHUU B
JIOKYMEHTBI, COJIEpKAIIMECS B PETMCTPALIMOHHOM J0ChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar
JUIT  BETEPUHAPHOTO MPHUMEHEHHMS, YKa3bIBAIOTCA JIaHHBIE JOKYMEHTA, IMOJTBEPKIAIONIETO BHECEHUE
COOTBETCTBYIOIIUX M3MEHEHUN B ENUHBIN rocyJapCTBEHHBIM peecTp OpUINYECKUX JUI (A1 opraHu3alui,
3aperucTpUpOBaHHBIX Ha TeppuTopuu Poccuiickoit denepannn), UM HHOTO JOKYMEHTA, MOATBEPIKIAIOIIETO
pEOpraHmM3aluio OPUANYECKOTO JHIa (IIsI OpraHM3alWii, HE 3apEeTUCTPUPOBAHHBIX HA TEPPUTOPUU
Poccuiickoit ®eneparuu). 3asBleHHME O BHECEHUM W3MEHEHUW B JOKYMEHTHI, COJAEp Kaluecs B
pPETUCTPALIMOHHOM JOCh€ Ha 3apErMCTPUPOBAHHBIA JICKAPCTBEHHBIM TMpenapar il BETEPUHAPHOTO
MIPUMEHEHHUS, ¥ TIPWIaraéMble K HEMY IOKYMEHTBI TIPEICTABIISIFOTCS B YIIOJTHOMOUYEHHBIN (he/iepaibHbIA OpTaH
UCIIOJTHUTENLHOM BJIACTH HE MO3HEE YeM Yepe3 TpUAUATh paboyuX JHEH co IHS BHECEHUS! COOTBETCTBYIOIINUX
u3MeHeHW B ENWHBIA  TOCyIapcTBEHHBI  peecTp  IOpUAMYECKUX  JHUI (A7 OopraHU3alui,
3aperucTpUPOBAHHBIX Ha Tepputopuu Poccuiickoit denepanuu) Wil co JHS MPUHATHS COOTBETCTBYIOIIETO
JOKYMEHTa, TOJATBEPXKIAIOIIET0  PEOpraHU3alilo0  OPUIAYECKOro Juua (uisl  opraHu3aluii, He
3aperucTpupoBaHHBIX Ha Tepputropun Poccuiickoit denepanun). B ciiydyae peopranuzanuu aepxaTeinis WIn
BJIaJI€JIbIIa PETUCTPALIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOIO Mpernapara Jjisi BETEPUHAPHOTO MPUMEHEHUS
3asBJICHUE O BHECEHUM HW3MEHEHUM B JOKYMEHTBI, COJEp)KalMecs B PErUCTPAllMOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JJis BETEPUHAPHOTO MPUMEHEHHUs, MOJAETCS IOPUINIECKUM
JULOM, KOTOPOMY B XOJ€ PEOPraHM3alMd IIepEelaH0 NPaBO BIALAEHUS TaKUM PETUCTPALMOHHBIM
YAOCTOBEPEHUEM.

(uactsp 1.2 BBenena ®@enepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)
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2. B cinydyae BHeceHMsI M3MEHEHHMIl B JIOKYMEHTBI, COZIEp’KalMecs B PETHMCTPALMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JE€KAPCTBEHHBIN Mpenapar sl BETEPUHAPHOTO MPUMEHEHHUs, B OTHOILIEHUU CBEICHUH,
yKa3aHHBIX B moamynkrax "e", "x", "k", "n", "H", "c", "Xx" nmynkra 7 wactu 3 crtatbu 17 HacrosIiero
®denepanbHOTO 3aKOHA, M3MEHEHUS] W (WUJIM) JOTOJHEHHUS MPOW3BOJCTBEHHOW IUIOMIAJKU JICKAPCTBEHHOTO
CpelcTBa, a TakXke B CIydae HW3MEHEHHUS TIOKaszaTelied KadecTBa JICKApCTBEHHOTO TMperaparta s
BETCPUHAPHOTO TPUMEHEHHUS W (WJIM) METOJOB KOHTPOJISI KauecTBa JICKAPCTBEHHOTO Tperapara s
BETEPUHAPHOTO TPUMEHEHMSI TPOBOAMTCS SKCIEPTH3a JIEKAPCTBEHHOIO CPEACTBA Uil BETEPUHAPHOTO
npuUMeHeHus. B ciaydae HeoOXOIMMOCTH BHECEHHsI WHBIX H3MEHEHHH B JIOKYMEHTHI, COJAEpIKalluecs B
PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIA IMpenapar Uil BETEPUHAPHOTO
MIPUMEHEHHUS, SKCIIePTH3a JIEKAPCTBEHHOTO CPEICTBA /ISl BETEPUHAPHOTO MPUMEHEHHUS HE POBOIUTCS.

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

Koncynpranrllitoc: npumedanue.
C 01.01.2021 4. 3 ct. 31 uznaraercs B HoBo pegakuuu (P3 ot 27.12.2019 N 478-D3).

3. C 3asBieHNEM O BHECEHUH M3MEHEHHH B JJOKYMEHTHI, COAEPIKaINecs B PETHCTPALIMOHHOM JI0Che Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBII Mpenapar Uil BETEPUHAPHOTO NMPUMEHEHUS, Hapsay ¢ JOKyMEHTaMH,
yKa3aHHBIMH B 4acTU | HacTOAIIEH CTaThH, 3asSBUTEIb MPEICTABIAET KOMUU TOKYMEHTOB, ITOATBEPKAAIOIINX
yIJIaTy TOCYJAApCTBEHHOM IMOIUIMHBI 32 BHECEHHE B JIOKYMEHTBI, CO/ICPIKAIIMECs] B PErHCTPALIMOHHOM JIOChE
Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBI Tpemapar [uis BETEPUHAPHOTO MPUMEHEHHs, HW3MEHEHUH,
TPeOYIOIIMX TMPOBEACHUSI HKCHEPTU3BI JIEKAPCTBEHHOTO CPEICTBA, WJIM W3MEHEHWH, He TpeOyrommx
IPOBEJCHMS AKCIIEPTU3bl JIEKAPCTBEHHOIO CpeACTBA. B ciydae HEoOXOAMMOCTH W3MEHEHHUS CBEICHUM,
COEPIKAIUXCSI B PETUCTPALIMOHHOM YAOCTOBEPEHUH JICKAPCTBEHHOTO TIIperapara [yl BETEPHHAPHOTO
NPUMEHEHHUs, C 3asBJICHUEM, YyKa3aHHbIM B YacTM | HacToslled cTaTbM, 3asBUTENb JONOJHHUTEIBHO
MPECTABISACT KOIMUIO JOKYMEHTa, MHOATBEP)KIAIOIIEr0 YIUIAaTy TOCYJapCTBEHHOM TMOIUIMHBI 3a BbIIAdy
PETUCTPAIIMIOHHOTO YAOCTOBEPEHHUS JICKApPCTBEHHOTO Ipenapara. 3asBUTENb MO COOCTBEHHOW HWHHUIIMATHBE
BIIPaBE MPEICTaBUTh JOKYMEHTHl 00 yIUlaTeé TOCYJapCTBEHHBIX IONUIMH. B cilydae HempeacTaBIeHUS
3asfBUTEIEM JOKYMEHTOB 00 YIUIaTe TOCYJapCTBEHHBIX IOUUIMH YIIOJHOMOYEHHBIH (enepanbHblii Opra
VCTIOTHUTENIFHOM BJIACTH TPOBEpsET (DAaKT YIUIAThl 3asBUTEIEM T'OCYAAPCTBEHHBIX IMOLUIMH MOCPEACTBOM
UCIIOJIb30BaHUsT MHpOpMaLuu o0 yImiaTe rocylapcTBEHHBIX MOIUINH, cojaepskaiueiics B ['ocynapcTBeHHON
MHPOPMALIMOHHON CHUCTEME O TOCYAAPCTBEHHBIX M MYHUIMNAJIBHBIX IUIATEXKaX, HAa OCHOBaHWUHU
NPECTABICHHBIX 3asBUTEIIEM KON JOKYMEHTOB, MOATBEPKAAIONINX YIIIATy TOCY1apCTBEHHBIX MOIUIKH.

(B pen. ®enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

4. B cpok, HE TPEBBIMAIINN JECATH padOUYMX JHEH CO JHSA MOCTYIUICHUS YKa3aHHOTO B 4acTH |
HACTOALICH CTaThu 3asBIICHUS W HEOOXOIAMMBIX JIOKYMEHTOB, YIOJIHOMOYEHHBIH (enepanpHblii opraH
UCTIOTHUTENbHOM BIIACTH:

1) mpoBOIUT MPOBEPKY MOJIHOTHI M JOCTOBEPHOCTU CBEJCHUMN, COJEPIKALIMXCS B IMPEICTABICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

2) mpUHMMAaET pEUIeHHE O IMPOBEIECHUHU SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJCTBA JJIsl BETEPUHAPHOIO
IIPUMEHEHMS WK 00 OTKa3e B €€ [IPOBEACHUMY;

3) yBegoMJisieT B MUCBMEHHOW (opMme 3asBUTENS O MPUHATOM DEIICHUH WIA B Cllydae NPUHATHS
peiieHus: 00 0TKasze B MPOBEACHUN IKCIIEPTHU3BI JIEKAPCTBEHHOTO CPENICTBA Il BETEPUHAPHOTO IPUMEHEHUS C
yKa3aHUEM MPUYHMH TaKOro OTKa3a.
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4.1. B crmy4ae BBISBICHUS HEZOCTOBEPHOCTH M (MJIM) HEIOCTATOYHOCTH CBEICHMH, COIEpIKAIIMXCS B
MIPECTABICHHBIX 3asiBUTEIEM JTOKYMEHTaX, YIIOJIHOMOUYEHHBIN (hefiepasibHbli OpraH UCIIOJHUTEIbHON BIAcTH
HamnpaBJsieT 3asBUTENIO0 3ampoc 00 YTOYHEHMM YKa3aHHBIX CBEIEHHWH. 3ampoc MOXKeT ObITh mepeaaH
YIIOJITHOMOYEHHOMY TIPECTABUTEIIO 3asSBUTEIIS MO/ PACTIMCKY, HAIPABJICH I10 MOYTE 3aKa3HBIM MHCHMOM WIIH
nepefiaH B AJIEKTPOHHOW (OpME TO TEIeKOMMYHUKAIlMOHHBIM KaHajlaM CBsI3W. B cilydae HampaBieHUs
3ampoca 00 YTOYHEHHH yKa3aHHBIX CBEICHHI IO MOYTE 3aKa3HBIM IMHCHMOM OH CUHTACTCS MOJTYYEHHBIM IO
VICTEUEHHH IIECTH JTHEH C aThl HAIPaBJICHUS 3aKa3HOTO MMUChMa.

(uactb 4.1 BBennena @exnepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4.2. 3asBuTens 00s3aH MPEACTAaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOTo (eAepatbHOr0 oOpraHa
WCIIOJIHUTEJIBHOM BJAacTU B CPOK, HE MPEBBIMIAIOIMUN JeBIHOCTa pabouMX JHEW cO JAHS MOJy4YeHHUs JAHHOTO
3ampoca. Cpoku, ykazaHHble B 4acTu 1.l Hacrosiieil cratbu, MPUOCTAHABIMBAKOTCS CO JHSA HAIPaBICHUS
3asIBUTEIIO 3alpoca YHOJTHOMOYEHHOTO (pe/iepabHOr0 OpraHa MCHOJIHUTENBHOM BIACTU 10 JHS MOJyYeHUs
OTBETa Ha JAHHBINA 3alpOC U HE YUYUTHIBAIOTCS MPHU UCUYUCICHUHM CPOKAa TMPUHATHS PEIICHHs O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpKallhecsi B PETUCTPAllMOHHOM JOCh€ Ha 3aperucTpUpPOBAHHBIN
JIEKapCTBEHHBIH Npenapar AJis BETEpUHAPHOTO IPUMEHEHHUS.

(uactsp 4.2 BBeeHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM /ISl 0TKa3a B MPOBEACHUH KCIEPTU3BI JEKAPCTBEHHOTO CPEACTBA JUI BETEPHHAPHOTO
NPUMEHEHHS SBIIACTCS IPEJCTaBICHHE IOKyMEHTOB, YKa3aHHBIX B 4YacTaX | W 3 HacTosmied CTaThH, B
HETOJTHOM 00BeMe WM OTCYTCTBHE B MPEACTaBICHHBIX JOKYMEHTaX JOCTATOYHBIX CBEACHUIA,
MOJTBEPKAAIOUINX HEOOXOIMMOCTh BHECEHUS HW3MEHEHMH, JM0O0 HeNpeACTaBiICHUE 3asBUTENIEM B
YCTAaHOBJIEHHBI CPOK OTBETa HA yKa3aHHBIM B yacTu 4.1 HacToOsIIEN CTAaTbU 3alpoc YIOJHOMOYEHHOI'O
(benepanbHOrO OpraHa HCHOJTHUTEIBHOM BIACTH.

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

6. DxcmepTusa JEKapCTBEHHOI'O CpEACTBA [UIsl BETEPUHAPHOIO MPUMEHEHHUS B IIENIAX BHECCHUS
U3MEHEHUH B JIOKyMEHTBHI, COJEpKallhiecs B PETUCTPALMOHHOM JOChe Ha 3apEeTrUCTPUPOBAHHBIN
JIEKApCTBEHHBIN Mpenapar A BETEPUHAPHOTO MPUMEHEHHUsI, OCYIIECTBIISIETCS B MOPSAKE, YCTAaHOBICHHOM
crathelt 24 Hacrosiiero deepaabHOTO 3aKOHA.

6.1. B cpok, He mpeBBIIAIONIUN AECITH PadOYMX HEW CO JHS TOMYyYECHHs 3aKIIOUEHUS KOMUCCHUU
SKCIEPTOB MO pe3yjbTaTaM YyKa3aHHOW B YacTH 2 HACTOAIIEH CTAaTbU ASKCHEPTHU3bI, YIMOJIHOMOYEHHBIN
(denepanbHBIA OpraH UCMOIHUTEIBHOMN BIACTH:

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

1) npuHUMaeT pelieHne O BHECEHWU H3MEHEHUH B JIOKYMEHTBI, COJEpIKAIlMecs] B PErUCTPAlMOHHOM
JI0ChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBII Mpemapar Ui BeTepUHAPHOTO MPUMEHEHHS, WM 00 OTKaze
BO BHECEHHH TaKUX U3MEHEHUN;

2) BHOCHUT B IOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB HAa OCHOBAHUU PEIICHHUS O BHECEHUU
U3MEHEHUN B JIOKyMEHTBI, COJEp)KallMecs B PETUCTPALMOHHOM [OChE HA 3apEerMCTPUPOBAHHBIN
JIeKapCTBEHHBIM Mpemnapar s BETePUHAPHOTO MPUMEHEHHs, HEOOXOIUMble U3MEHEHUS U BO3BpALIaeT 3TU
JIOKYMEHTBI 3asIBUTEIIIO;

3) BBIDACT 3asBUTEII0 HOBOE PETMCTPALIMOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOTO INperapara s
BCTCPUHAPHOTO TMPUMCHCHHUA B ClIydac HGO6XOI[I/IMOCTI/I N3MCHCHU CBeILeHHfI, COACpIKAIIMNXCA B HEM, C
COXpaHEHHEM HOMEpa paHee BBIAAHHOTO PErHCTPAIIMOHHOTO YI0CTOBEPEHUS JICKAPCTBECHHOTO Mpernapara Jyis
BETCPUHAPHOTO TIPUMCHEHHUSI.
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(. 3 BBenen PexnepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)
(uactb 6.1 BBennena dexnepanbHbIM 3aKk0HOM OT 22.10.2014 N 313-D3)

6.2. B cnydae BHECEHMS M3MEHEHUH B JOKYMEHTBI, COJAEpIKAIIUECS B PErHUCTPALIMOHHOM J0ChEe Ha
3apEeTUCTPUPOBAHHBINA JICKAPCTBEHHBIM Tpenapar AJis BETEPUHAPHOTO MPUMEHEHHUs, B YaCTH, Kacarolleucs
W3MEHEHUsT W (WIW) JOMOJHEHHUs TMPOW3BOJCTBCHHON IUIONMIAIKK JICKAPCTBEHHOTO IMpernapara, TNpH
MPEICTABIICHUH 3asSBUTEJIEM B COOTBETCTBHU C IYHKTOM 3 4YacTH | HACTOSIIEH CTaTbW KOIHMH PEIICHUS
YIOJTHOMOYEHHOTO (peepalbHOTO OpraHa HWCHOJHUTENBHON BIACTH O MPOBEACHHUH WHCIEKTUPOBAHUS
MPOU3BOJUTENS]  JIEKAPCTBEHHBIX CPEJACTB CpPOK, YyKa3aHHBIM B dyactu 6.1 Hacrosimiedl crarTbu,
MPUOCTAHABIMBACTCA CO JIHA TIOJYyYECHMs] 3aKIIOYCHUS KOMHCCHUHM OJKCIEPTOB [0 JHS MPUHATUA
YIOJTHOMOYEHHBIM (peIepalIbHBIM OPTaHOM HCITOJIHUTEIBPHON BJIACTH PEIICHUS O Bbaade Wi o0 oTKase B
BBIJJa4Y€ 3aKJIFOUYCHHS O COOTBETCTBHHM TPOW3BOJMUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM TIPABHII
HaJyIeKaIel TPOU3BOACTBEHHOM MPAKTUKH, HO HE 00Jiee UeM Ha CTO BOCEMBACCAT pabounx JHEH.

(dacts 6.2 BBeeHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

7. OcHOBaHHEM ISl OTKa3a BO BHECEHUU U3MEHEHUH B JOKYMEHTBI, COJIEpKaIiecs] B PerUCTPAIMOHHOM
JI0OChE Ha 3apPETUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpenapar il BETCPUHAPHOIO NPUMEHEHMs, B ClIydasX, HE
Tpe6y10HH/IX MPOBCACHUA JSKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA, SABIACTCA NPCACTABICHHUC IOOKYMCHTOB,
YKa3aHHBIX B YaCTIX 1 u3 HaCTOHHIeﬁ CTaTbH, B HCIIOJIHOM o0BpeMe Wim OTCYTCTBHUEC B NPCACTABICHHBIX
JOKYMEHTaX CBEIICHHI, KOTOPBIE JOJDKHBI OBITh B HUX OTPa)XCHBI, JTUOO HETPE/ICTABICHUE 3asBUTEIIEM B
YCTQHOBJICHHBIM CPOK OTBETAa HA yKa3aHHBIH B 4acTu 4.1 HACTOsIIEH CTaThH 3ampoc YMOJTHOMOYEHHOTO
(henepaapbHOrO OpraHa UCIIOJHUTEIHHON BIACTH.

(dactb 7 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM Ui OTKa3a BO BHECEHWHM W3MEHEHHH B JIOKYMEHTBHI, COJepXamecs B
PETUCTPAIIIOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipemapar sl BETEPUHAPHOTO
NPUMEHEHHS, B CIy4asX, TPeOYIOIIMX NPOBEIACHUS SKCHEPTH3bl JICKAPCTBEHHOTO CPENCTBA, SBIIACTCS
3aKJIFOUEHHE YIIOJTHOMOYEHHOTO (peaepaabHOro opraHa MCIOJHUTEIBHOW BIACTH O BO3MOXXHOCTH CHUYKECHHUSI
0€30MacHOCTH, KauyecTBa, F(PPEKTUBHOCTH JIEKAPCTBEHHOT'O Mpernapara BCJEICTBHE BHECEHHS M3MEHEHUH B
yKa3aHHbIE JOKYMEHTHI, 0TKa3 YHOJIHOMOYEHHOTO (peiepanbHOro opraHa MCIOJHUTEIBHON BIACTH B BbIIAYe
3aKIIIOYCHUSI O COOTBETCTBUM IPOW3BOAMTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSM NpPaBWI HaJIEKaIIeH
MPOU3BOJICTBEHHON TMPAKTHKU B Cly4ae W3MEHEHHWs W (WIIM) JOTMOJHEHHs MPOW3BOJICTBEHHOH IIONIAIKA
JIEKapCTBEHHOTO TIperapara, €cid IPOM3BOJCTBO JICKAPCTBEHHOTO Ipermapara Uil BETEPUHAPHOTO
PUMEHEHHsI OCYLIECTBIIETCS 3a npeaenamu Poccutickoit depepariiiy, Wik OTCYTCTBHE 3TOTO 3aKIIOYCHUS.
(uactb 7.1 BBennena @exnepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

8. Jomyckaercss oOpalieHHe JIEKapCTBEHHBIX IPENapaTroB Ui BETEPHUHAPHOTO IPHUMEHEHHS 0
WCTEUCHHS CPOKa TOAHOCTH, MPOW3BEICHHBIX B TEYEHHE CTa BOCBMHUICCATH THEHW TOCIE NaThl MPUHSITHS
YIIOJITHOMOYECHHBIM (pe/IepaIbHBIM OPTaHOM HWCIIOJTHUTEIBHOW BIIACTH PEIICHWS O BHECCHWH W3MEHEHHWH B
JOKYMEHTBI, COJEpKAIIMecs] B PErHCTPALIMOHHOM JOChE Ha JICKAPCTBEHHBIM IIpernapaTr, B COOTBETCTBUH C
nH(popMmanuei, cogepkamieiics B TOKYMEHTaX PErHCTPAllMOHHOTO JIOChEe Ha JIGKapCTBEHHBIM Mpemnapar 0
JaThl IPUHATHUS TAKOTO PEIICHUS.

(dactp 8 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 32. OTMeHa rocyaapCcTBEHHOW perncTpauum fieKkapcTBeHHOro npenapara
Pemenne 00 ormeHe FOCY,HapCTBCHHOﬁ peructpanu JICKAPpCTBEHHOTO IIpCliapara W MCKIKOUYCHUA

JIEKapCTBEHHOI'O0 IIpemapara U3 TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEACTB IPUHUMAETCSA
YIIOJIHOMOYEHHBIM (he/IepalibHBIM OPraHOM HCTIOJIHUTENFHON BIACTH B CIIy4Yae:
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

1) mpencraBieHUsi COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (eepaabHbIM OPraHOM HCIOIHUTEIBHON
BJIACTH 3aKJIFOUEHHUS O PUCKE WM 00 yrpo3e 3J0pOBBIO, )KM3HH UYEIOBEKAa MU KMBOTHOTO MPHU MPUMEHEHUU
JICKapCTBEHHOTO Mpemnapara, MPEeBBIIANIMX ero 3((EeKTUBHOCTh, MO PE3yJbTaTaM OCYIIECTBISEMOTO WM
MOHHUTOPHUHTA 0€301TaCHOCTH JIEKaPCTBEHHOTO TIpenapara;

2) momauyM JepiKaTtelieM WM BIIAJICTBIEM PETHCTPAIMOHHOTO YJIOCTOBEPEHHs JIEKAPCTBEHHOTO
npenapara Wi yIoJHOMOYSHHBIM UM APYTHM IOPHUIUICCKUAM JIUIIOM 3asiBJICHUSI 00 OTMEHE rOCYy1apCTBEHHON
pPETUCTpallUY JIEKapCTBEHHOTO Mpernapara;

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

3) HEMOATBEPKIACHUS TOCYNAPCTBEHHON PETUCTpAIMU JIEKAPCTBEHHOTO Tpenapara 1o UCTEUYEHUU CpOoKa
JENUCTBUS PETUCTPAIIMOHHOTO y0CTOBEPEHUS, BEIJIAHHOTO HA MATh JIET;

4) HempeACTaBlICHUS 3asBUTEIEM HHQPOpPMAIMK, KOTOpash MOXKET MOBJeYb 3a cO0OW HEOOXOAMMOCTh
BHECEHUsI W3MEHEHMH B JIOKYMEHTBI, COAEP)KAIMeCs B PETUCTPALMOHHOM J0Che Ha 3aperuCTpUPOBAHHBIN
JIeKapCTBEHHBIH Mpenapar, B Te4eHUe TPUALATH pabouuXx AHEH CO IHS HACTYIJICHUS STUX U3MEHEHU;

5) ocylIecTBIeHUs TOCYAapCTBEHHOW PETUCTpAllMHM JIEKAaPCTBEHHOTO IMpermapara O]l TOPTOBBIM
HaAaMMCHOBAHUCM 3apCruCTpUpPOBAHHOIO paHCC I10J O3TUM TOProBbIM HAUMCHOBAHHUCM JICKAPCTBCHHOI'O
npenapara, OTJIMYaIOIIerocsl KaYeCTBEHHBIM COCTaBOM JICMCTBYIOIINX BEIIECTB;

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

6) OCYIIECTBICHHS TOCYIAPCTBEHHON PETHCTPAIllMK OJHOTO M TOTO K€ JICKApCTBEHHOTO Iperapara B
OTHOIIICHMH OJHOTO M TOTO JK€ Jep)KaTelid WM BIAJAeiblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOTO TMpemnapara B BUJIE JIBYX U 0oJiee IEKapCTBEHHBIX MPEmapaToB MO/ Pa3IUYHBIMU TOPTOBBIMU
HanMMCHOBAaHUAMU,

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

7) BbIHECEHUSI CYJIOM pEIICHHUs O HapyUIEHWH TpaB IMpaBooOiagaTessi 0ObEKTOB HMHTEIICKTYyaTbHOU
COOCTBEHHOCTHU IIPU 0OpaIlleHUH JIEKApPCTBEHHBIX CPECTB;

8) OTCyTCTBHS JIEKapCTBEHHOTO Ipemnaparta B oOpamenuu B Poccuiickoit denepanyu B TeueHue Tpex U
Oolree JIeT;
(n. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

9) HEBBINOJIIHEHUS AEPKATEIEM WM BIAJENbLIEM PErMCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapaTta JIMOO YHMOJHOMOYEHHBIM HUMHU APYTUM IOPUIMYECKUM JIMIOM MEpONPUATUN O oOecreyeHuro
0€30I1aCHOCTH JIEKApCTBEHHBIX IIPENaparoB, YCTAHOBJICHHBIX YIOJIHOMOYEHHBIM (eaepanbHbIM OpraHoM
UCIIOJIHUTENILHON BJIACTH B COOTBETCTBUU C YacTAMHU 3 U 4 ctaTbu 64 HacTosmero denepaabHOro 3aKoHa, B
paMKax oCylecTBICHHs (PapMaKOHaI30pa;

(n. 9 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

10) oTka3a nepkaTelns WM BIAJebla PETUCTPALMIOHHOIO yIOCTOBEPEHHs JIEKApCTBEHHOIO Ipernapara
a100 YHNOJHOMOYEHHOTO MMM JAPYroro IOPUIAMYECKOro JIMIA OT BHECEHUS H3MEHEHHH B MHCTPYKIHUIO I10
NPUMEHEHHUIO JIEKapCTBEHHOT'O Mpernapara, KacarollUXCsl HOBBIX MOATBEPKICHHBIX JAHHBIX O TOM, YTO PUCK
NPUYMHEHUS Bpela 370POBBIO0 YeNOBEKa WMJIM >KUBOTHOTO BCIIEACTBHE IpHEMa JIEKapCTBEHHOI'O Ipernapara
npeBbIIaeT 3¢ (HEeKTUBHOCTH €T0 MPUMEHEHHUS.

(n. 10 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

Koncynprantllntoc: mpumeuanue.
C 01.01.2023 crt. 32 gononnsiercs m. 11 (O3 o1 27.12.2019 N 475-D3).

Cratbsa 33. NlocyaapcTBEHHbIN peecTp fieKapCTBEHHbIX CpeacTB

1. 'ocynapcTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB CONEPKUT NIEPEUEHD JIEKAPCTBEHHBIX IIPENApPATOB,
MPOMIEIINX TOCYJAPCTBEHHYIO PETHCTPALHUIO, TepeueHb (apMaleBTUYECKUX CYOCTaHIMHA, BXOASAIINX B
COCTaB JIEKaPCTBEHHBIX IIPENApaToB, U CICAYIOILY0 HH()OPMALIHIO:

1) B OTHOIIIEHUH JIEKAPCTBEHHBIX MPENapaToB:

a) HauMMEHOBaHME JIEKApPCTBEHHOTO Mpemapata  (MEXIYHapoJAHOE  HEMaTeHTOBAHHOE, WU
IPyNIMPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nekapcTBeHHas (opMa C yKa3aHHUEM JIO3UPOBKHU JIEKAPCTBEHHOTO Tperapara W ero KOJIMYecTBa B
MOTPEOUTENTHCKON YITaKOBKE;

B) HAaWMCHOBAaHHE JepKaTellss WM BIaJeiblla PErHCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpernapata U CBEIEHHUS O PETUCTpallUd JAeprkaTells WIM BIaJeliblla PETUCTPALMOHHOTO YyIOCTOBEPEHUS
JIEKapCTBEHHOI'0 Mperaparta Jyisi MEIUIUHCKOTO NPUMEHEHUsI B KauyeCTBE HAJIOrOIUIATENbIIMKA B CTPaHE
peructpanu (s POCCHMCKHUX FOPHIMYCCKUX JIMIl - WACHTH()DHKAIIMOHHBIA HOMEp HAJOTOIUIATENIbIIUKA
(MHH), nnst MHOCTpaHHBIX IOPUIUYECKUX JIMIl - CTpaHa PETUCTPAIMH, HAUMEHOBAHHE PETHCTPUPYIOIIETO
opraHa, peruCTpaIlMOHHBIA HOMEP, KOJI HAJIOTOIJIATENBIIMKA B CTPaHE PerucTpanuu (MHKOPIOpAIlUn) UITH €T0
aHajor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAaMMEHOBAaHUE W aJpec IMPOU3BOAMUTEINS JIEKAPCTBEHHOIO TpernapaTa U CBEACHUS O PETUCTpPALUH
NPOM3BOJIUTENS  JIGKAPCTBEHHOTO0  Tpemapara  Juii  MEAMLIMHCKOTO  TNPUMEHEHHs B KadyecTBe
HAJIOTOIUIATEIbIINKA B CTPaHE PETUCTPAIUH (U1 POCCHUCKUX FOPUAMYECKUX JIHI - HACHTU(DUKAMOHHBINA
HoMmep Hanoromatensiuka (MHH), s WMHOCTpaHHBIX IOPHIWMYECKUX JIMII - CTpaHa pEeTUCTpAIlHH,
HaVMECHOBAHUE PETHCTPUPYIOLIETO OpraHa, PeruCTPAlMOHHBIA HOMEp, KOJ HAJIOTOIUIATEIbIIMKA B CTpaHe
peructpanuu (MTHKOPIIOPAIlMU) UK €T0 aHaJIor);

(mm. "r" B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

) (bapmakoTepaneBTUIeCKas rpynmnma, KOJ{ JIEKapCTBEHHOIO npenapara 1o
aHaTOMO-TEpaNeBTUUECKO-XUMUYECKON KJlacCU(pUKaLMK, pEeKOMEHJ0BaHHON BcemupHoil opranuzanueit
3/IpaBOOXPAHEHUS;

(mm. "n" B pen. ®enepanpHOro 3akoHa ot 22.12.2014 N 429-03)
€) MOKa3aHMs U MPOTUBOINOKA3aHUs K IPUMEHEHUIO JIEKAPCTBEHHOI'O IIpenapaTa;
) MOOOYHBIE IEHCTBUS JIEKAPCTBEHHOTO MIPEnapara;

3) CPOK TOJTHOCTH JIGKAPCTBEHHOTO TpeIapara;

1) YCJIOBHUS XpaHEHUSs JIEKapCTBEHHOTO Mpernapara;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

K) YCJI0BUS OTITYCKa JICKapCTBCHHOI'O IIpe€iapara,

J) HOMEep (apMaKONEWHON CTaThU WM B CIy4ae e OTCYTCTBHS HOMEP HOPMATHBHOW JOKYMEHTALUH
1100 HOPMATUBHOTO JOKYMEHTA;

M) JaTa TOCYJapCTBEHHOM pEerucTpalyy JIEKapCTBEHHOrO IpernapaTa U €ro perucTpallMOHHBIA HOMeEp,
JaTa  3aMEHbl  PETUCTPAllMOHHOTO  YJOCTOBEPEHHUs JIEKapCTBEHHOTO IIpernapara Ha  OeccpouHoe
PErucTpalioHHOE YAOCTOBEPEHUE JICKApCTBEHHOI'O Ipenapara, JaTa MoJadu 3asBJICHUS O MOATBEP)KICHUU
rOCyJJapCTBEHHON pEerucTpaluy JeKapCTBEHHOIO MpernapaTa, Aata OTMEHbI TOCYAAapCTBEHHOW perucTpanuu
JIEKapCTBEHHOI'O IIpernapara;

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

H) KaueCTBEHHBIA COCTAaB M KOJIMYECTBEHHBIM COCTaB JICMCTBYIOIIMX BEIIECTB M KAYECTBEHHBIM COCTaB
BCIIOMOTATEJIbHBIX BEHIECTB JICKAPCTBEHHOTO MIperapara;
(. "H" BBenmeH DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) unpopmarrs 000 BcexX pa3pelIeHHbIX BHIaX BTOPUUHOM (MOTPEOUTENHCKOI) YIAaKOBKH;
(nm. "o" BBeaeH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

M) Jata NOPUHATHS pEHICHUS O BO3MOXHOCTH pacCMaTpUBaTh JIGKAPCTBEHHBIM IMpenapar Mpu
TOCY/JapCTBEHHOW PETUCTPAIlMU B KadecTBE OpQaHHOIO JICKAPCTBEHHOTO Mpemaparta (Ui JIeKapCTBEHHBIX
MpenapaToB JJIsl MEAUITUHCKOTO MPUMEHEHHS );

(mu. "n" BBegeH denepasbHBIM 3aKkoHOM OT 22.12.2014 N 429-®3; B pen. denepanpbHOro 3akoHa OT
27.12.2019 N 475-®3)

p) HaJIMyhe JIEKapCTBEHHOI'O IIpernapara B IE€peyHe JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIHX
JICKAPCTBCHHLIX IMMPCIIapaToB (IIJIH JICKAPCTBCHHLIX MPCIIapaToB JJIs1 MCAUITHHCKOI'O HpI/IMeHeHI/ISI);
(mn. "p" BBemeH ®denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOro 3akoHa OT
27.12.2019 N 475-®3)

C) HaJM4yue B JIEKAPCTBEHHOM IIpernapare HapKOTUYECKHUX CPEACTB, NCHUXOTPOIHBIX BEILECTB U HX
IIPEKYpPCOpOB, MoAJexalux KOHTpoaro B Poccuiickoit denepannu, B COOTBETCTBUHU C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanuu, MexXIyHapoaHbIMU Aorosopamu Poccuiickon ®enepanuu, B ToM uucie ExuHon
KOHBEHIMEHN 0 HapKoTH4eckux cpenactBax 1961 rona u Konsenuueii o ncuxorponHssix Beniecrsax 1971 roxa;
(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

T) uHGOPMAIIUS O TOM, SIBJISICTCS JIM JTAHHBIN JIEKApCTBEHHBINA TIpenapar pedepeHTHBIM JIEKapCTBEHHBIM
npernapaToM;
(nm. "1" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

y) CBEICHMUS O IIoJaye 3asBJICHUS O BHECCHUM W3MEHEHHI B HAOKYMCHTBI, COJACPKAIIUCCIA B

pErucTpallMOHHOM JIOChE Ha JIEKApCTBEHHBIN IIpenapar;
ne,n

(nm. "y" BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)
¢) yrpatun cuny ¢ 1 mapta 2020 rona. - @enepanbhsblii 3akoH oT 27.12.2019 N 475-D3;

X) CPOK BBEJICHHSI JICKQPCTBEHHOTO MperapaTta B IpaKIaHCKHI 000pOT;
(nm. "x" BBeaeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

2) B OTHOULICHUH (hapMalleBTUYECKHX CYOCTaHIIHIA:
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

a) HauMeHOBaHME (apMaleBTHUECKOW cyOcTaHIMKM (MEXIyHapOAHOE HEMaTeHTOBAaHHOE, WU
IPYyNIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HaMMEHOBAaHUE U aJipec MPOU3BOAUTEINS (papMalleBTUUECKON CyOCTaHIINH;
B) CPOK TOAHOCTH (papMaIieBTUIECKOMN CyOCTaHITNN;
I') YCJIOBHS XpaHeHUs (papMaleBTHIECKON CyOCTaHINN;

1) HoMep (apMakonelHONW cTaThbU WIM B ClIydyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOH JOKyMEHTAaIH
1100 HOPMATUBHOTO JOKYMEHTA;

e) Haimmyue (apMaleBTHUECKOW CyOCTaHIMU B TE€peYyHE HAPKOTUYECKUX CPEJACTB, ICHUXOTPOIHBIX
BEIIECTB M HX MPEKypCOpPOB, MOMICKAMMX KOHTpoiw B Poccuiickoit denepanuii, B COOTBETCTBUU C
3aKoHoOarenbcTBOM Poccuiickoit @eaepannn, MexIyHapoaHbIMU fgoroBopamu Poccuiickoin denepanuu, B
TOM yucie EnuHoil koHBeHIMEH 0 HapKoTHYecKuX cpeactBax 1961 roma m KoHBeHIMEW O NMCHUXOTPOIHBIX
BemecTBax 1971 roxa.

(nm. "e" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

2. dapmareBTHYECKas CyOCTaHIUs, MPOU3BEACHHAS JIsl PEaM3allHd, MOXET OBITh BKJIIOYCHA B
TOCYJApCTBEHHBIM peecTp JIEKApCTBEHHBIX CpPEICTB Ha OCHOBAaHWUHW 3asiBJICHHS pa3paOOTUYMKa WIH
MIPOU3BOUTEIS JICKAPCTBEHHOTO CPEACTBA JIMOO YIMOJTHOMOUYEHHOTO UMH FOPHINYECKOTO JIUIA MPH yCIOBUH
IPOBEJCHUS B OTHOLICHUH TaKoi (hapMalleBTUYECKOM CyOCTaHIIMM SKCIIePTU3bI KauecTBa (hapMaleBTHUECKON
CyOCTaHIIMM B TOPSAIKE, YCTAaHOBJIEHHOM cTaThedl 34 Hacrosimero dexepanbHOro 3akoHa. B oTHomeHuun
(dapmanieBTHUECKUX CyOCTaHIMM, TMPOW3BEACHHBIX I pealu3alud, B TOCYJapPCTBEHHOM peecTpe
JICKAPCTBEHHBIX CPEJICTB COJIEPIKUTCS CIICAYIoIas HHPOpMAITHUS:

1) HammeHoBaHHMe (apMaleBTUUYECKOH CyOCTaHIIMH (MEXIyHApOJHOE HEMAaTeHTOBAaHHOE, WIIH
IrPYNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HauMEHOBaHHe, aJpec MPOU3BOAMUTENS (hapMalleBTUUECKON CyOCTaHIMM, a TakK€ B OTHOLICHUU
JIEKAPCTBEHHBIX CPEACTB MJIs MEOUIMHCKOIO MPUMEHEHUs CBEIEHUS O PErucTpalud POU3BOAUTENS
(apMareBTHUECKON CyOCTaHIIMM B Ka4eCTBE HAJIOTOIUIATENbINNKA B CTpaHE PerucTpauuu (s POCCHUHCKUX
IOPUANYECKUX JIMI - WICHTU(PUKAIMOHHBIN HoMep Hamoromiarensimuka (MMHH), mis wHOCTpaHHBIX
IOpUANYECKUX JIMI - CTpaHa perucTpanyy, HauMEHOBAaHUE PErMCTPUPYIOLIET0 OpraHa, PerucTpalioOHHBIN
HOMep, KOJI HAJIOrOIUIaTeNbIIMKa B CTpaHe perucTpaiuy (MHKOPIIOpalliy) UK €ro aHajor);

(. 2 B pen. @enepanbHOro 3aKkoHa oT 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMalleBTUYECKOM CyOCTaHIINY;
4) ycnoBust XpaHeHus papMaleBTHYECKOl cyOcTaHIINu;

5) Homep (hapMakOMEeHON CTaThu MO0 B cliydae €€ OTCYTCTBHSI HOMEP HOPMATHBHOW JOKYMEHTAIIUU
HJIM HOPMATUBHOI'O TOKYMCHTA,

6) Hamuuue ¢dapMaleBTUUECKOW CYOCTaHIIMM B TEpPEYHE HAPKOTHYECKHUX CPENICTB, IMCHXOTPOITHBIX
BCIIECTB M HUX MPEKypCOpPOB, MOMICKAIMMX KOHTposito B Poccuiickoit ®enepaiivii, B COOTBETCTBUU C
3aKkoHOJaTenbCcTBOM Poccuiickoit @Denepannn, MexXAyHapoAHbIMU JoroBopamu Poccuiickoir denepauuu, B
TOM 4ucie EnuHol KOHBEHIMENW O HapKoTHdeckux cpeiacTtBax 1961 roma u KoHBeHIueil 0 MCUXOTPOMHBIX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

BemrecTBax 1971 ropa;

7) naTa BKIIOYEHHUs (papMaleBTUYECKONH CyOCTaHIIMM B TOCYAAapCTBEHHBIH peecTp JeKapCTBEHHBIX
CpeACTB, JaTa BHECEHUS W3MEHEHWH B JOKYMEHTHI (apMalleBTHYECKOW CyOCTaHIWHM, AaTa HCKIIOYEHUS
(bapmaneBTHUECKOIl CyOCTaHIIMN U3 FOCYIAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPEJICTB.

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

3. HOpHI[OK BCACHUA TOCYAApCTBECHHOIo peecTpa JICKAPCTBEHHBIX CPEACTB I MCAUIHUHCKOI'O
IMPUMCHCHUA U MOPAAOK BCACHUSA IOCYyHAAPCTBCHHOI'O PEECTpa JICKAPCTBCHHBIX CPCACTB HJISI BETCPHUHAPHOI'O
NPUMCHCHUSA YTBCPIKAAOTCA COOTBCTCTBYOIIIUM YIIOJITHOMOYCHHBIM @eﬂepaHLHHM OpraHom HUCIIOJIHUTEIbHOMN
BJIACTH.

Cratba 34. BknrwoyeHMe B rocyfapCTBEHHbIA peecTp JIeKapCTBEHHbIX CpPeaAcTB U
UCKIIOYeHNe U3 rocyflapCTBEHHOro peecTtpa NeKapCTBEeHHbIX cpeaAcTB thapmMmaueBTUYECKOU
cyb6cTtaHuum, nponsBeaeHHOM Ans peanusauuu
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

1. Jng BriodeHUS (papMareBTHYECKOW CyOCTaHIMHM, WPOW3BEICHHOW IS pealu3allid, B
rOCYIapCTBEHHBIN PEECTpP JEKAPCTBEHHBIX CPEACTB, MPOBOAUTCS IKCIIEPTH3A €€ KaUeCTBA.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantllntoc: mpumeuanue.
C 01.01.2021 B a63. 1 4. 2 ct. 34 BHOCsATCs M3MeHeHus (D3 oT 27.12.2019 N 478-D3).

2. DKcnepTHh3a KavecTBa yKa3aHHOM B 4YacTH | HacTosmied craThu (apMarieBTUYECKON CyOCTaHIIUH,
COCTaBJICHME KOMHUCCUEH SKCIEPTOB 3aKIIOUEHUN IO pe3ysibTaTaM 3TOH HKCIEPTU3bl U UX HAIpaBJICHHUE B
YIOJTHOMOYEHHBIN  (penepanbHblii OpraH HCIOJHUTEIBHON BIIACTH  OCYIIECTBISIIOTCS B CPOK, HE
NPEBBIIAOIIMNA  MIECTUACCATH pabodYnxX JHEW CcO JHSA TIOMYYEHHUS OKCIEPTHBIM  yUPEKICHUEM
COOTBETCTBYIOIIETO 33/IaHUSl  YIIOJHOMOUYEHHOTO (efepalbHOTO OpraHa WCIIOJHUTENFHOW BJIAcTH U
CJIEIYIOIINX JTOKYMEHTOB:

Koncynprantllntoc: mpumeuanue.
C01.01.2021 B . 1 u. 2 ct. 34 BHOCATCS u3meHeHus (O3 ot 27.12.2019 N 478-D3).

1) Komus TUIEH3UU Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB MM KOIUS 3aKIIOUYEHUS O COOTBETCTBUU
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IMPaBUI HaJJIeKallel MPONU3BOACTBEHHON MPAKTHKH,
BBIIaHHBIX YIIOJIHOMOYEHHBIM (efiepaibHbIM OpPraHOM HCIOJHUTEIBHOW BJIAcTH, B Cclydae, €clu
MPOU3BOACTBO JEKAPCTBEHHOI'O CPEICTBA OCyliecTBIsieTcs B Poccuiickoit denepanuu;

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

2) xonusi JOKYMEHTA, BbIIaHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAUTENS JIEKAPCTBEHHOTO
CPEICTBA U IMOJATBEPIKJAIOLIEr0 pa3pelleHue MPOU3BOJICTBA JIEKAPCTBEHHOIO CPEJCTBA, U €ro MepeBoJ] Ha
PYCCKHIl f3BIK, 3aBEpEHHBbIC B YCTAaHOBICHHOM IOPSIKE, a TaKXKe KOMUS 3aKIIOYEHHs] O COOTBETCTBUU
HPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM MPaBMII HAJIEXKaIIEeW MPOU3BOICTBEHHON MPAKTHKHY,
BBIIAaHHOTO YIOJHOMOYEHHBIM (peiepaJbHbIM OpPraHOM HCIIOJHUTENIBHONW BIIACTH, JUOO KONMS pPELICHHUs
YIIOJIHOMOYEHHOTO (pe/lepabHOr0 OpraHa HCHOJHHUTENBHOM BIACTH O TPOBEACHUM WHCHEKTHPOBAHUS
MIPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEACTBA. YKa3aHHbIE JOKYMEHTHI IPEACTaBISIOTCA B Clyyae, €cliu
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IPOM3BOJICTBO JIEKAPCTBEHHOT'O CPEJICTBA OCYLIECTBIISIETCA 3a npeaenamu Poccuiickoit denepanum;
(m. 2 B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

3) AOKYMEHT, COIepIKAIIUI CIIEAYIOIINE CBEACHHS O (papMalleBTUICCKON CyOCTaHIUN:
a) HauMeHoBaHue (papMareBTHIECKON CyOCTaHIINH, €€ CTPYKTypa, OOIIHe CBOMCTBA;
0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTH IPOU3BOJACTBA C OIIMCAHUCM CTaI[I/Iﬁ MMpOU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTauigX IMMPOU3BOACTBA,

I') olMcaHue pa3paboTKH Mpolecca MPOU3BOICTBA;

1) OTIMCAaHNE KOHTPOJISI KPUTHUECKUX CTaIMH Mpoliecca MPOU3BOICTBA U IPOMEKYTOUHOU MPOAYKIIUH;
€) IOKyMEHTaJIbHOE MOTBEPKACHHUE (BAIUIAIIMSA) TTPOLIECCOB U (MJIM) UX OIICHKA;

) CBOMCTBA U CTPYKTypa JCHCTBYIOIINX BEILIECTB;

3) XapaKTepUCTUKA IIPUMECEH;

n) creurdukanys Ha hapMareBTHUECKYIO CyOCTaHIINIO U €e 000CHOBAaHHUE;

K) aHaJUTHYECKWe METOJWKH, HWCIOJb3yeMble TIpU  OCYIISCTBICHMM KOHTPOJNS  KauyecTBa
(hapmaneBTHUECKON CyOCTaHIINY;

J) JOKYMEHTaJIbHOE NOJTBEpXKIEHHE (BaTUAALMs) AHAIUTUYECKUX METOJUK, HCIOJB3YEMBIX HpHU
OCYIIECTBJIEHUU KOHTPOJIS KauecTBa (papMalieBTUUECKON CyOCTaHIINH;

M) pe3yJbTaThl aHaIu3a cepuid (hapMalleBTHUECKON CyOCTaHIINY;

H) NEepeUCHb CTAaHAAPTHBIX 06pa3u013 WX BCHICCTB, HUCIOJB3YEMbIX IPU OCYHICCTBJICHHUU KOHTPOJIA
KadeCTBa,

0) ONMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOUHBIX CPEACTB;
1) JAaHHBIE O CTAOMIBPHOCTH (hapMaleBTHUECKOW CyOCTaHITUM;
P) CPOK FOJIHOCTH;

4) HOKYMEHT, COJEp)Kallliil CBEIIEHUS O PEruCcTpaldd MPOU3BOJIUTEINS JEKAPCTBEHHBIX CPEICTB IS
MEAMIIMHCKOTO TPUMEHEHHUS B KaueCTBE HAJOTOMJIATENbIIUKAa B CTpaHe PErucTpaunuu (sl POCCUHUCKUX
IOpUANYECKUX JIMI - WIACHTH(PUKAIMOHHBI HoMep Hanoromarensimuka (MHH), ans wuHOCTpaHHBIX
IOpUANYECKUX JIML - CTpaHa PErucTpalnyy, HauMEHOBAaHUE PErMCTPUPYIOLIET0 OpraHa, perucTpanioOHHBIN
HOMED, KOJI HAJIOTOIUIATENbIIMKA B CTPAHE PErucTpanuu (MHKOPIOPAIUN) UIH €T0 aHaJIoT).

(1. 4 BBeneH enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dactb 2 B pea. enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlns mpoBeieHUs SKCIEPTU3bl KauecTBa YKa3aHHOM B yacTu | HacTosel craThbu apMaleBTHYECKON
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CY6CT3HI_II/II/I 3asBUTCIIb MTPEACTABIIACT B ynOJ’IHOMO‘lCHHBIﬁ (beﬂepaHBHbIﬁ opraH HUCITOJTHUTEILHOU BIIACTH:

1) 3asBneHHME O BKIIOUEHHH B TOCYJAPCTBEHHBIA pEECTp JIEKAPCTBEHHBIX CPEACTB JJAaHHOMN
(hapmaneBTHYECKON CyOCTaHIINY;

2) xomMsl JOKYMEHTa, MOJATBEPXKIAIOLIEr0 YIUIaTy TOCYJapCTBEHHOW MONUIMHBI 3a BKJIIOYEHHE B
rOCy/IapCTBEHHBIH pPEecTp JIEKApCTBEHHBIX CPEICTB (papMaleBTUUECKOW CyOCTaHIMM, MPOM3BEICHHOW s
peanu3anuy, JU00 MO0 COOCTBEHHOW MHHUIMATHUBE yKa3aHHBIM JOKyMeHT. B ciydae ero HempezicTaBieHUs
3asBUTENIEM YIIOJHOMOUYEHHBIN (eaepanbHblii OpraH HMCIOJHUTENBHONW BIIACTH MpOBepsieT (akT yIUIAThl
rOCYJapCTBEHHON NOUUIMHBI 3asBUTENEM C HCIOJIb30BaHHWEM HHQPOpManuu o0 yImjiaTe rocyaapcTBEHHON
MOLIUIMHBL, conepkameiicss B locynmapcTBeHHONH WHGOPMAIMOHHON CHCTEME O TOCYIapCTBEHHBIX U
MYHULUINAJIBHBIX  IUIATE€KaX, HA OCHOBAaHMWM MPEJACTABICHHOM  3asBUTEIEM KOINMM  JOKYMEHTA,
MOATBEPKIAOILETO YIIIATy FOCYIapCTBEHHOM MOIINHBL,

(. 2 B pen. @enepanbHOTro 3aK0Ha OT 22.12.2014 N 429-D3)

3) AOKyMEHTHI, yKa3aHHbIC B YaCTU 2 HACTOSIIEH CTaThH;
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

4) 3asBieHHE O BblJaue paspelleHuss Ha BBO3 B Poccuiickyto ®enepanuio KOHKPETHOM NapTUU
HE3apEeTUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEIACTBA, IIPEAHA3HAYEHHOTO I IPOBEIACHUS YKa3aHHOU
SKCHEPTU3BI.

(. 4 BBenen denepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncyaprantllnroc: mpuMedyaHue.
C 01.01.2021 cr. 34 nononnsiercs 4. 3.1 (@3 ot 27.12.2019 N 478-D3).

4. B Teuenue aecatu pabouux AHEHW cO AHS MPUHSATHUS 3aiBICHUS O BKIIOYCHHM YKa3aHHOW B 4acTu 1
HACTOAIIEH cTaTbu (apMaleBTUYECKON CyOCTaHIIMU B TOCYIApCTBEHHBIM pEecTp JEKapCTBEHHBIX CPEACTB U
JOKYMEHTOB, IIEPEYMUCICHHBIX B 4YacTM | M MyHKTe 2 4acTUM 3 HACTOSALIEH CTaTbu, YIOJIHOMOYEHHBIN
(denepanbHBI OPraH UCMIOTHUTEIIBHON BIIACTH:

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

1) mpOBOIUT TPOBEPKY TOJTHOTHI M JIOCTOBEPHOCTH JAHHBIX, COJCPIKAIIMXCS B IPEIACTABICHHBIX
3asiBUTEIIEM JIOKYMEHTAX;
(B pen. ®enepanpHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHMMAET peIIeHWE O HaMpaBICHUM B OSKCIEPTHOE YUPEXKJEHHE 3a/JaHUsl Ha INpOBE/ICHHUE
9KCHEePTH3bl KauecTBa YKa3aHHOM B yacTu | Hacrosimeidl ctatbu (papmaneBTHYECKOH cyOcTaHIu Wi 00
OTKa3€ B TAKOM HalPaBJICHUH;

3) yBeAOMJISICT B JICKTPOHHOW MJIM MUCHhbMEHHOW (DOpMe 3asBUTEIISI O MPUHATOM PEIICHUH WU B CTydae
OTKa3a C YKa3aHHEeM MPUYMH TAKOTO OTKa3a.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciy4ae BbISIBIIEHUSI HEJOCTOBEPHOCTH CBEJIEHUH, COJIEP/KALINXCS B IIPEICTABICHHBIX 3aIBUTEIEM
MarepHuaiax, YIMOJHOMOYEHHBIA (enepanbHblii OpraH HCHOJHHUTENBHOW BIIACTH HANpAaBIAET 3asBHTENIO
3armpoc 00 yTOYHEHHWH YKa3aHHBIX CBeIeHHH. J[aHHBIN 3ampoc MOKeT OBITh TepenaH YHOJTHOMOYEHHOMY
MPEACTABUTENIO 3asBUTENS JIMYHO NOJI PACIHCKY, HAMPABIICH MO MOYTE 3aKa3HbIM IMUCbMOM HWJIM IEpeaaH B
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ANIEKTPOHHOHU (hopMe 1O TeNeKOMMYHHKAIIMOHHBIM KaHajlaM CBS3H. B ciydae HampaBiieHHs JaHHOTO 3ampoca
0 MOYTE 3aKa3HBIM MUCHMOM OH CUMUTAETCS MOJYYCHHBIM 110 MCTEYEHUH IIECTHU JHEW C JaThl HANpPaBJICHUS
3aKa3HOTO MMHUChMA.

(uactp 4.1 BBeneHa @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asButenb 00s3aH TMPEICTABUTh OTBET HA 3alpoC YMOJHOMOUYECHHOTO (eaepallbHOrO0 oOpraHa
UCIIOJTHUTENLHOM BJIACTU B CPOK, HE MPEBBIMIAIONIUIN AeBIHOCTAa padOUnX JHEW CO JHS MOTYYeHHs TaHHOTO
3anpoca. Cpok, yka3aHHbIH B 4acTHM 4 HACTOSIIEN CTAaTbM, MPUOCTAHABIMBAETCA CO JIHS HAIPABIICHUSA
3agBUTEINIO 3aIPOCa YHOJHOMOYEHHOTO (heiepabHOIO OpraHa MCIOJHUTEIbHON BIACTH 10 THS HOJTYYECHHUs
MM OTBETAa HA JAaHHBIM 3alIpoC M HE YYMUTHIBACTCA IIPM MCUUCICHUU CPOKA DKCIIEPTU3bl KayecTBa
(bapManeBTHYECKON CyOCTaHINH, HEUCITOIB3yEeMO MPH MPOU3BOJICTBE JIEKAPCTBEHHBIX MTPETIapaToB.

(uactp 4.2 BBeieHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-03)

5. OcHoBaHMEM JUIsl OTKa3a B HANpPAaBICHHHM B SKCIEPTHOE YUPEKJCHUE 3aJlaHHUs Ha IPOBEICHUE
9KCIIEPTH3bl KayecTBa YKa3aHHOW B yacTu | HacTosmied craThu (QapMaleBTUYeCKO CyOCTaHIIMH SBIISETCS
HENpeACTaBICHNE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIICH CTaTbu, OTCYTCTBHE HH(MOpMAIHH,
MOJTBEpXKAatouie (akT ymiaatbl TOCYAapCTBEHHOW TMOLUIMHBI 33 BKIIOYEHHE (hapMaleBTHYECKON
cyOCTaHIMM, MPOW3BEACHHON I peanu3alud, B TOCYIapCTBEHHBIM pEecTp JIEKapCTBEHHBIX CPEICTB,
HEMPEICTABICHUE 3asBUTEJIEM B YCTAHOBJIEHHBI CPOK OTBETA Ha yKa3aHHbIA B yacTu 4.1 HacTodiie cratbu
3anpoc YIoJIHOMOYEHHOTO (eIepaibHOrO OpraHa UCIIOJHUTENLHOM BIACTH UIIU MPEJICTABICHHUE IOKYyMEHTOB,
HE COJepKAIIUX UCUEPIBIBAIOIIETO epeyHs] HEOOXOAUMBIX CBEJCHHIA.

(uactb 5 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenne naTHaaAIATH PAabOYMX JHEH CO JHS NOJTYYECHHUS PELICHUS YIIOJTHOMOYEHHOTO (he1epaIbHOro
OpraHa WCIIOJIHUTEJIBHOM BJIACTU O HAIPaBICHUU B OJKCIEPTHOE YUYPEXKACHUE 3aJaHUs HA IPOBEICHUE
9KCIIEPTHU3bl KaueCcTBa yKa3aHHOM B yacTu | Hacrosiiei cratbu (papManeBTHUYECKOW CyOCTaHIMU 3asiBUTEINb
IpPEACTaBISIET B SKCIIEPTHOE YUPEXKICHUE I IPOBEACHUS JAHHOM 3KCIepTU3bl 00paslibl papMalieBTUIECKON
CyOCTaHIIMM B KOJIMYECTBE, HEOOXOJUMOM ISl BOCIIPOM3BEIEHUS METOJIOB KOHTPOJIS KauecTBa. DKCIEPTHOE
YUpEXKACHUE TNpH TOJyYeHHH 0Opas3loB yKa3aHHOM B uacTH | HacTosmed cTatbu (apManeBTHYECKON
CyOCTaHIIMHM BBIJACT 3aSBUTENIO JTOKYMEHT, MOATBEP)KIAIOIIMN IMOJyuYeHHE 3TUX OOpas3loB, U B CPOK, HE
MPEBBIIAIONINNA TpeX pabodymx JHEH, YBEJOMIISIET B AJIEKTPOHHOW WM TNHCHBMEHHOH Qopme 00 3ToM
YIOJHOMOYEHHBIN (enepalbHblii OpraH HCIOJIHUTEIbHOW BIACTH. OTH CPOKM HE BKIIOYAIOTCS B CPOK
IIPOBEJCHMS TaHHOU SKCIIEPTU3BI.

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

7. JIOKyMEHTBI, IOCTYIIMBIIME B JKCIEPTHOE YUPEKIACHUE I IIPOBEICHHs DKCIEPTHU3bl KauecTBa
yKa3aHHOM B yactu | Hacrosmedl cratbu (apManeBTHYECKOW CyOCTaHIMM, TOJIKAaT BO3BpaTy B
YIIOJIHOMOYEHHBI (pefiepabHblid OpraH WCIOJHUTEIHHONH BJIACTH OJHOBPEMEHHO C 3aKIIOUYECHUSMH TI0
pe3yapTaTaM IIPOBEACHHON SKCIIEPTU3BI.

8.B CpOK, HE HpeBBII_HaIOH_[I/Iﬁ 1T pa60111/1X I[HCfI CO OHA IMOJIYUCHH 3aKIIIOYCHHA KOMHUCCHUU SKCIICPTOB
M0 pe3yjibTaTaM BSKCIICPTU3bI KAa4YCCTBaA yKa3aHHOﬁ B yactu 1 HacTOsAIIEeH CTaTbHu Q)apMaHGBTI/I‘{eCKOI}’I
CY6CTaHI_II/II/I, ynOJ’IHOMO‘IeHHHﬁ (I)e;[epaanLu”{ opran HCIIOJIHUTEIHLHOM BIIACTH:

1) ocymecTBIsSeT OLEHKY TAaKOrO 3aKIIOYEHHUS M ONPENENCHHs €ro COOTBETCTBHUS 3aJaHUI0 Ha
MIPOBEACHUE TAHHON YKCIIEPTU3HL;

2) mpUHMMAaET pEleHHEe O BKIIOYEHUM yKa3aHHOM B yacTu | HacTosied cratbu (apMaieBTHUECKON
CcyOCTaHIIMM B TOCYJapCTBEHHBII peecTp JEKapCTBEHHBIX CPEICTB MM peElIeHHEe 00 OTKa3e B TaKOM
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BKJIIFOYCHHH,

3) BHOCUT TpU MPUHATHH PpEUICHHWs O BKIIOYCHHHM YKa3aHHOW B YacTH | HacTosIed CTaTbu
(hapmaneBTHUECKON CyOCTaHIIMM B TOCYIApPCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB MPEAYCMOTPEHHYIO
yacThio 2 cTaThu 33 Hactosmero denepanibHOro 3ak0Ha HHPOPMALIUIO U YBEIOMIISIET 00 3TOM B JIEKTPOHHOM
WJTM TUCBMEHHOM (hopMe 3asBUTEIIA.

(B pen. DeaepanbHbiX 3ak0HOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)

9. OcHOoBaHMEM JIs OTKa3a BO BKIIIOYEHUH YKa3aHHOM B yacTu | HacTosmien cTatbu papMaleBTHUECKON
CyOCTaHIIMM B TOCY/AapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB SBISAETCS 3aKII0UEHHE COOTBETCTBYIOIIETO
YIIOJIHOMOYEHHOTO (he/IepajIbHOr0 OpraHa UCIOJHUTEIBHOM BIACTH O TOM, YTO Ka4eCcTBO (hapMalieBTHYECKON
CY6CTaHHI/II/I HE NOATBCPIKACHO IMOJTYYCHHBIMH 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
(apMareBTHUECKOW CyOCTaHIIMM, IMPOU3BEJICHHOM JUIs peanu3alii U BBITYCKaeMOHM OJHHUM U TEeM e
IIPOU3BOAUTEINIEM, B BUJIE ABYX U 00JI€€ peecTpOBBIX 3aHCeil.

(uactp 10 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHeceHne M3MEHEHHI B JOKYMEHTHI Ha (papMarieBTUUYECKYIO0 CyOCTaHIIUIO, TPOW3BEICHHYIO IS
peanu3aluy M BKJIIOYEHHYK0 B TOCYJAPCTBEHHBIM PEECTp JEKAPCTBEHHBIX CPEICTB, OCYLIECTBISETCS B
nopsiike, ycraHoBlieHHOM crtatbsiMu 30 u 31 Hacrosmero denepanbHOro 3akoHa, C YIUIATOU
rOCy/apCTBEHHOW MOLUINHBI, MPEAYCMOTPEHHON 3aKoHOAaTenbcTBOM Poccuiickoil @enepanuu o Hajlorax u
cOopax.

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

12. Jlommyckaercst oOpamieHue (apMaleBTHUECKUX CyOCTaHIIMM, MPOW3BEICHHBIX Ui peain3alliu, B
TEUEHHE CTa BOCBMHJECSATH JHEH A0 U TMOcCjie MNPUHATHS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHoM
UCTIOMTHUTENFHOM BJIACTU pEIIeHHs O BHECEHWHW W3MEHEHHH B JOKYMEHThl Ha (apMaleBTUYECKYIO
cyOCTaHIMIO, TPOU3BEACHHYIO Ul pPealn3alii U BKIIOYEHHYIO B TOCYJapCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEJICTB.

(uactp 12 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Pemenne 00 UCKIOYEHMM M3 TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX  CPEICTB
(bapManeBTUUECKOW CyOCTaHIMM, IPOU3BEICHHOM M peanu3alyy, [PUHUMAETCS YIOJHOMOUYEHHBIM
(enepanbHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH B CIIyYae:

1) OpeaACTaBJICHUA COOTBCTCTBYIOIHUM YITOJITHOMOYCHHBIM (I)G,Z[epaJ'IBHLIM OpraHomMm HUCIIOJIHUTEIbHOMN
BJIaCTU 3aK/IIOYCHHA O PHUCKEC HIIN 00 YIpo3€ KH3HU WM 3O0POBBIO UYCJIOBCKA a100 KHUBOTHOIO npu
HCIIO0JIb30BAHHNHU JICKAPCTBCHHOI'O CPEACTBA,

2) nogauu pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEACTBA WM MPOU3BOAUTENIEM JIEKAPCTBEHHOTO CPECTBA
aM00  YHNOJHOMOYEHHBIM MMM JPYI'MM IOPUAMYECKMM JIMIIOM 3asBJI€HHUA 00 MCKIIOYEHUU U3
rOCYJJapCTBEHHOT'O peecTpa JIEKAPCTBEHHBIX CPEJCTB (hapMaleBTHUECKONW CyOCTaHIMM, NMPOU3BEACHHON s
peanuzanuy;

3) orcyTcTBHsS (apMaleBTUYCCKOM CyOCTaHIIUHU, MPOW3BEACHHON /s peanu3allid, B OOpalieHUH B
Poccuiickoit @enepannu B T€UCHUE TPEX U OoJIee JeT.
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(uacte 13 BBenena degepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

Cratba 35. YTpaTtuna cuny ¢ 1 nionsa 2015 ropa. - ®PegepanbHbiv 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
rocynapCTtBeHHOM perncTpauuMm JeKkapcTBEHHOro npenaparta, 3akfl4YeHUs KOMUCCUM
3KCNEepPTOB IKCNEPTHOrO YUYpEeXAeHUS UNU 3aKNDYeHUs1 coBeTa No 3TuKe

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

Perienue cOOTBETCTBYIOLIETO YHNOJHOMOUYEHHOIO (efepallbHOIO OpraHa HCIOJIHUTENBHOM BIIACTH 00
OTKa3e B BbIJAyY€ pa3pelleHUs Ha NPOBEACHHUE KIMHUYECKOTO HCCIIENOBaHMS JIEKapCTBEHHOIO Ipernapara,
pelleHre YKa3aHHOTO (elepaJbHOro OpraHa MHCIOJHHUTENbHOM BiIacTH 00 OTKa3ze B TIOCYAapCTBEHHOU
PErucTpanyy JEKapCTBEHHOIO MIpenapara, 3aKIYeHUe KOMUCCUU JKCIIEPTOB dKCIEPTHOIO YUPEKIACHUS WIH
3aK/IIOYEHHUE COBETA IO ITHKE MOXKET OBbITh 00’KaJOBaHO B MOPSAJIKE, YCTAHOBICHHOM 3aKOHOJATEILCTBOM
Poccuniickoit  @epepannu.  3aKIO4YEHME ~ KOMHCCHHM  JKCIIEPTOB  JKCIEPTHOTO  YUPEKIEHUA O
B3aMMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX IpEnapaToB I MEAULUHCKOIO MPUMEHEHHs JU00 O TOM, 4TO
JIeKapCTBEHHBIM Mpenapar Ais MEeIUIMHCKOrO MPUMEHEHHs HE SIBJISETCS B3aUMO3aMEHSEMBbIM, MOXET OBbITh
00>KaJI0BaHO JIepKaTesieM MU BIIAJENIbLEM PErHCTPALlMOHHOTO YAOCTOBEPEHNUS JEKAapCTBEHHOTO MpernapaTa B
YIIOJIHOMOYEHHBIN (heZiepalibHbI OpraH HMCIOJHHUTENBHON BIIACTH, KOTOPBIA MPUBJIEKAET K PAaCCMOTPEHUIO
yKa3aHHOM J>KaJoObl IOJBEIOMCTBEHHBIE €My Hay4HbIE OpraHM3allMd W O00pa3oBaTeNbHBIC OpraHU3AIUU
BBICILIETO 00pa30BaHMs, OCYIIECTBIISIONIUE AEATEIBHOCT B cepe oOpallleHusl JIEKapCTBEHHBIX CPEACTB.
3aKII0YeHHe KOMHUCCHM 3KCIEPTOB SKCIEPTHOIO YUpexaAeHUus, O(QOpMIIEHHOE IO HTOraM IepecMoTpa
00’KaJIOBaHHOTO  3aKJIOYEHHUS OSKCIEepTa, MOXXET OBbIThb OCHOPEHO JepKaTeleM WIM  BiaJesbLeM
PETUCTPAIIMIOHHOTO YJOCTOBEPEHUs JIEKAPCTBEHHOI'O IIpernapara JIMOO YIOJTHOMOUYEHHBIM HMMH JIMLOM B
MOpsiIKe, YCTAHOBJICHHOM 3aKOHOAaTeNbcTBOM Poccuiickoit ®@enepauuu. [lpu o0kanoBaHMM peLICHHUS
YIOJHOMOYEHHOTO (efepalbHOI0 OpraHa MCIOJIHUTEIbHON BJIACTH, 3aKJIIOUEHHUS HKCIEpTa WM KOMHUCCHUU
JKCIIEPTOB  DKCHEPTHOTO YYPEXKACHHUA, 3aKIIOYCHHMS COBETa II0 JOTUKE JepXKaTelb WU  BIIAJCIIeN
PErUCTPAIIMIOHHOIO YJOCTOBEPEHUs JIEKAapCTBEHHOIO Ipenapara JM00 yINOJIHOMOYEHHOE MMM JIMIO BIpaBe
NPEICTaBUTh  PE3yNbTaTbl  JKCIEPTU3bl  JIEKAPCTBEHHOI'O  Ipenapara, MPOTOKOJIBl  IOJYYEHHBIX
aKKpeIMTOBAHHBIMU HCIIBITATEIbHBIMU JIAOOPATOPUAMHU (LIEHTpaMHU) pe3yIbTaToOB HCCIIeI0OBAHNUMN, UCITBITAHHH.
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratea 37. WHdopmaums, cBA3aHHaA C OCYLECTBIEHMEM rocyAapCTBEHHOW
perucTtpaumMm nekapcTBeHHbIX rMpenapaTtoB, UWHoOpMauuMsa O 3aperncTpupoBaHHbIX
nekapcTBeHHbIX Mpenapatax W JNeKapCcTBEHHbIX MpenapaTtax, WCKMIOYEHHbIX U3
rocyaapcTBEeHHOro peecTpa fieKapCTBeHHbIX CPeacTB

1. CooTBeTCTBYIOMNI YIOTHOMOYESHHBIH (hefepalbHbIid OpraH MCIOJHUTEIBHON BIACTH pa3MelIaeT Ha
cBoeM odunuaibHOM caiite B cetd "HTepHer" WHQpOpMAIHMIO, CBSI3aHHYI0 C OCYIIECTBICHUEM
rOCYyapCTBEHHONW PETUCTpaluy JIEKAPCTBEHHBIX IIPENapaToB, B TOM 4YHCIE MPOBEACHUEM DKCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB (BKJIIOYAs pe3yJbTaThl €€ IMPOBEACHUs), MH(POPMAILUI0 O 3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIpelaparax U JEKapCTBEHHBIX IIpelaparax, MCKIIOYEHHBIX U3 TOCYAapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEJCTB, HE TO3JHEE YeM uYepe3 MATh pabouyux JHEW CO JTHS MOJTYYECHHUS YIOJIHOMOYEHHBIM
(benepaTbHBIM OPraHOM HCTIOJIHUTENFHON BIACTH COOTBETCTBYIOMICH HH(POPMAITUH.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. Cpoku ® TIOpSIIOK pa3MElIeHWsT YKa3aHHOW B dYacTH | Hacrosmiell cratbu WHGOpPMAIIH
YCTaHABIMBAIOTCA YIMOJIHOMOYEHHBIM (helepaqbHbIM OpPraHOM HCHOJHUTENbHOW Biactu. WHbopmanus,
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yKa3zaHHas B 4YacTH | HacTosIIed CTaThH, SBISETCA OTKPBITOW M OOLIETOCTYNMHOM M IpenocTaBiseTcs
3aMHTEPECOBAHHBIM JIMI[aM B COOTBETCTBHMHU € 3aKOHOATeNbCTBOM Poccuiickoi deneparui.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Mnasa 7. KIIMHWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEOEHUW, MPABA NALUMEHTOB, YHACTBYHOLIKUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHuMuyeckue wuccrnenoBaHusi JfieKapCTBEHHbIX nNpenapaTtoB  Ans
MeAULIMHCKOro NpMMeHeHus

1. KnuHuveckue McCieoBaHus JICKAPCTBEHHBIX MpPEnapaToB JJIs MEAMIIMHCKOTO NMPUMEHEHHUS, B TOM
YHClie MEKIYHApOIHbIE MHOTOIICHTPOBBIE, MHOTOIICHTPOBBIE, MOCTPETUCTPAIIMOHHBIC, IPOBOAATCS B OJHOU
WM HECKOJIbKUX MEIHMIIMHCKHX OPTaHU3alHUsIX B COOTBETCTBUU C MPABWIAMHU HAJICKAIICH KIMHUYSCKOU
MPAKTUKH, YTBEPKICHHBIMH YIOJTHOMOYCHHBIM  (eIlepaIbHBIM ~ OPraHOM  HCIIOJIHUTEIBbHOW — BJIACTH,
COOTBETCTBEHHO B CIICIYIOIINX HENSX:

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

1) ycraHoBrneHue 0€30MaCHOCTH JIEKAPCTBEHHBIX MpENapaTtoB MJs 3J0POBBIX JTOOPOBOIBIEB M (W)
MEPEHOCUMOCTH HX 370POBBIMU JTOOPOBOJBIIAMH, 332 MCKIIOYEHHEM TaKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX
MpEIapaToB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickor denepannu;

2) mox0op ONTHMANBHBIX JTO3MPOBOK JIGKAPCTBEHHOTO TpernapaTa M Kypca JIYeHUs Ul TalueHTOB C
onpesieieHHbIM 3a00JIeBaHHEM, ONTHMAJbHBIX JI03 M CXEM BaKIUHAIMM HWMMYHOOHOJIOTUYECKUMU
JIeKapCTBEHHBIMU IIpenapaTaMu 3JI0pOBbIX JOOPOBOJIBLIEB;

3) ycraHoBIeHHE 0€30MacHOCTH JIEKAPCTBEHHOIO Mpemnapara U ero 3p(GeKTUBHOCTH Ui MAIMEHTOB C
ornpezeNeHHbIM 3a0051eBaHneM, TPOGUIAKTHIECKON A((HEKTUBHOCTH MIMMYHOOHOIOTHUECKUX JIEKAPCTBEHHBIX
MPEenapaToB I 3J0POBBIX JOOPOBOJIBLIEB;

4) u3ydeHue BO3MOXHOCTU PpACIIMPEHHs MOKa3aHUW A MEIUIUHCKOTO MPUMEHEHUS U BbISBICHUS
paHee HEU3BECTHBIX MOOOYHBIX JEHCTBUI 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPENapaToB.

2. B orsomrenun BOCITPOMU3BCACHHBIX JICKAPCTBCHHBIX IIPECIapaToB AJId MCIUIIMHCKOI'O ITPUMCHCHUA
IMPOBOJATCA HUCCICAOBAHUA OMOSKBHBAJIEHTHOCTH HU (I/IJ'II/I) TepaHeBTI/I‘lCCKOﬁ OKBUBAJICHTHOCTHU B IIOPAIKE,
YCTAaHOBJICHHOM YITIOJTHOMOYCHHBIM (beﬂepaJ'ILHBIM OpraHoM HCIIOJIHUTEILHON BIACTH.

3. OpraHuzanuio TMpOBENEHUS KIMHUYECKUX HCCIEJOBAaHUM JIEKAPCTBEHHOI'O IIpermapaTra Ul
MEJIMLIUHCKOrO IPUMEHEHUS BIIPABE OCYIIECTBIIATH:

1) pa3paboTuuK JeKapCTBEHHOTO Mpernapara Wik YIOJTHOMOYEHHOE UM JTUIIO;
2) oOpa3oBaTenbHBIE OpraHU3allMM  BBICIIETO OOpa30BaHMS, OPraHU3AIMU  JIOTOJHHUTEIEHOTO
npodeccruoHaIbHOro 00pa30BaHUS;

(m. 2 B pen. @enepanbHoro 3akona ot 02.07.2013 N 185-D3)

3) Hay4YHO-UCCIIEA0BATEIIbCKUE OPTraHU3AIINH.
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4. KinuHnuyeckue UCCIENOBAHMUS JIEKAPCTBEHHOIO IIpenapara A MEJUIMHCKOrO IPUMEHEHUS
IIPOBOJAATCS HA OCHOBAaHMU pa3pelIcHUs Ha IPOBEICHHUE KIMHUYECKOIO0 MCCIIEJOBAaHUS JIEKAPCTBEHHOI'O
mpernapara,  BBIJAHHOTO  YIOJHOMOYEHHBIM  ()efepaibHBIM  OpraHOM  HCIIOJIHUTENBHOW  BIACTH.
YnonHoMo4ueHHbIN (enepaabHblii OpraH MCHOJHUTENBHOM BIACTH BEJET PEECTP BBIIAHHBIX pa3pelleHui Ha
MPOBEACHUE KIMHUYECKUX HCCIIEIOBAHNUN JIEKAapCTBEHHOI'O Ipenapara, COAEpKalluil yKa3aHHe Ha WX LElb
WIH LEJIH, B yCTAHOBJICHHOM 3THM OPraHOM IOPSAJKE.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 ropa. - @eaepanbHblil 3akoH oT 22.12.2014 N 429-03.

6. K opranuzanud mpoBeIEeHUS KIMHUYECKUX MCCIEIOBAHUN JIEKQPCTBEHHOTO IMpenapara s
MCIUIUHCKOI'O0 IMMPUMCHCHUA p33pa60T‘~II/IKOM JICKAPCTBCHHOT'O IMpeIiapaTa MOT'YT MPUBJICKATHECA IOPUIAUYCCKUC
auna  Jiro00W  OpraHU3aIMOHHO-TIPABOBOW  (POPMBI  MPU  yCIOBUM OOECTIEUEHUS COOTBETCTBUS ITHX
ucclieoBanuii TpeboBaHusAM Hactosero deaepaabHOro 3aKOHa.

7. KiuHuueckne UCCIENOBAHUS JIEKapCTBEHHBIX IIPENaparoB s MEIULUHCKOTO IPUMEHEHUS
MPOBOJIATCSL B MEAMIIMHCKUX OPTraHU3alUAX, aKKPEIUTOBAHHBIX YIIOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM
HCIIOJIHUTEJIBHOM BIIACTHU B IOPsI/IKE, ycTaHOBIEHHOM lIpaBurensctBom Poccuiickoit @enepannu.

8. IlepeueHb MEIUIIMHCKUX OpPTaHU3AIMi, UMEIOIIUX IMPABO MPOBOJUTHh KIWHUYECKUE HCCIICIOBAHUS
JIEKapCTBEHHBIX TIPETMapaToB s MEIWIMHCKOTO TPUMEHEHHWs, W PEeecTp BBIJAHHBIX pa3penieHud Ha
MIPOBE/ICHUE KIMHUYECKUX MCCIICIOBAHUN JICKAPCTBEHHBIX MPENapaTOB OIMyOIMKOBBIBAIOTCS M Pa3MEIIArOTCS
YIOJTHOMOYEHHBIM (eiepaibHbIM OPTraHOM HCIOTHUTENBHOMN BIACTH B YCTAaHOBIEHHOM MM TOPSIIKE HA CBOEM
odunmansHoM caiite B cetu "MHTEpHET".

Cratba 39. PeweHue o npoBeAeHUUN KIIMHUYECKOro MUCCrenoBaHUA NeKapCTBEHHOro
npenaparta ansi MeAMLUHCKOro npuMeHeHus
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. KiumHnyeckoe wucciaenoBaHue JIEKapCTBEHHOIO IIpernapara s MEOUIMHCKOTO IPUMEHEHUS
IIPOBOJUTCS HAa OCHOBAaHUU PA3PCLICHHUs HA IIPOBEACHUE KIMHUYECKOIO MCCIIEIOBAaHUSA JIEKAPCTBEHHOI'O
IpenapaTa, BbIIaHHOTO YIIOJTHOMOUYEHHBIM (efiepaibHbIM OPraHOM UCIOJHUTENBHOM BIACTU MO pe3yibTaraM
9KCIEPTHU3bl JOKYMEHTOB, HEOOXONMMBIX Ui TMOJIy4EeHHs pa3pelleHus] Ha MpOBeIeHUE KIMHHUYECKOIO
MCCJIEIOBAHMS JIEKAPCTBEHHOI'O IIPeNapaTa U ’TUHYECKON SKCIIEPTU3HIL.

2. I[J'IH MOJIYUYCHHUA Ppa3pClICHUSA Ha IMPOBCACHUC KIIMHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara sl MCOAUIUHCKOTO NMPUMCHCHHA 3aABUTCIIb IMPCACTABIISICT B ynOJ’IHOMO‘-IGHHBIfI (beﬂepaHBHBIﬁ
opra”n HCIIOJHUTEILHOM BIACTH:

1) 3asBieHME O BbIJAu€ pa3pelleHHs Ha MPOBEACHHE KIMHUYECKOTO HCCIIENOBAHMSI JIEKApCTBEHHOTO
npenapara Jijisi MeIULUHCKOTO IPUMEHEHUS;

Koncynprantllitoc: mpumeuanue.
C01.01.2021 B . 2 u. 2 ct. 39 BHOCATC u3meHenus (P3 ot 27.12.2019 N 478-D3).

2) KOmMMU JIOKyMEHTOB, MOATBEPKIAIOIIUX YIJIaTy TOCYAApCTBEHHOW TMONUIMHBI 32 IPOBEJIECHUE
9THUYECKON IKCIEPTU3bI, IKCIEPTU3bI TOKYMEHTOB Ha JIEKapCTBEHHBIN Ipenapar I MOJy4YeHHUs pa3pelleHus
Ha MPOBEACHUE KIMHUYECKOr0 MCCIIENOBaHUs JIEKAPCTBEHHOI'O Ipernapara sl MEIULUHCKOIO IPUMEHEHU,
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3a BbIAAUy pa3pellieHus Ha IPOBENECHUE KIMHMYECKOTO MCCIEAOBAaHUS JIEKapCTBEHHOIO Ipenapara A
MEJIULHUHCKOrO NPUMEHEHMS, 3a MPOBEICHUE DKCIIEPTU3bl JOKYMEHTOB Ha JICKApCTBEHHBIN IIpernapar s
IIOJIyYEHUS pa3pelleHus Ha IIPOBEACHUE MEXAYHAPOJIHOIO MHOTOLEHTPOBOIO KIMHUYECKOIO MCCIIECIOBAHUS
JIEKapCTBEHHOI'O Mpernapara JUisli MEOUIUHCKOrO NPHUMEHEHMS, 3a BbIJady pa3pelIeHHs Ha IIPOBEICHHE
MEKIyHApPOJHOTO MHOTOIIEHTPOBOI'O KIMHHYECKOTO HCCIENOBaHUS JIEKapCTBEHHOIO Ipernapara s
MEIMIMHCKOIO TIPUMEHEHUS, 3a IPOBEIEHUE OTUYECKOW DSKCIEPTU3BI, OKCIEPTU3bl JOKYMEHTOB Ha
JEKapCTBEHHBIN mpenapar Ui [OJY4YeHMs pa3pelleHHs Ha MPOBEIEHHE IOCTPETrMCTPALMOHHOIO
KJIMHUYECKOT0 MCCIIEIOBAaHUs JIEKAPCTBEHHOI'O IIpenapaTta I MEIULHUHCKOrO IPUMEHEHUS, 3a BblIady
paspelieHuss Ha IPOBEICHHE IOCTPErMCTPALMOHHOIO KIMHUYECKOTO HCCIENOBAaHUS JIEKAPCTBEHHOIO
npenapaTa JUisi MEJUIIMHCKOTO MPUMEHEHHUs, WK M0 COOCTBEHHONW MHMIIMATUBE yKa3aHHbIE JOKyMEHTHL. B
cllydae HETpEACTaBICHUS 3asBUTENIEM YKa3aHHBIX JIOKYMEHTOB YIOJHOMOYEHHBIN (eaepaibHblii OpraH
UCIIOJIHUTENILHOW BJAcTH IHpoBepseT (AaKT yIUIaThl TOCYJApCTBEHHOM MONIIIMHBI C HCHOJIb30BAHUEM
uHpOpMaLuu 00 yIuiaTe rocy1apcTBEHHON MOLUINMHBI, cofiepakatieiics B ['ocyqapcTBeHHOM HH(pOpMaIMOHHON
CUCTEME O IOCYJAapCTBEHHBIX M MYHULMIIAJIBHBIX IIIATEKAX, HA OCHOBAHWM IIPEACTABIICHHBIX 3asBUTEIIEM
KOIIMH TOKYMEHTOB;

3) IMPOTOKOJ KIMHHUYCCKOrO HMCCICAOBAHUA JICKAPCTBCHHOI'O Iperiapara A MCIAULIHUMHCKOI'O
IPHUMCHCHUSA

4) GpolIopy UCCIIeI0BaTeNs;
5) uHpOpPMAIMOHHBIN JIUCTOK MAIIMEHTA,

6) cBeneHusi 00 ombITe PabOTHI UCCIENOBATENCH MO COOTBETCTBYIONIMM CHEIMAIBHOCTSIM U UX OTBITE
paboThI IO MPOBEACHUIO KIMHUYECKUX UCCIICIOBAHUN;

7) cBeleHUS O MEAMIIMHCKUX OpPraHU3alMsX, B KOTOPHIX MPEIINOJIaraeTcsi MPOBEICHUE KIMHUYECKOTO
WCCTIEIOBAaHUS JICKAPCTBEHHOTO TIpermapara i MEIUIMHCKOTO TPUMEHEHHS (IMOJTHOE M COKpAICHHOE
HAaMMCHOBAaHMsI, OpraHU3allMOHHO-TIpaBoBas (opma, MECTO HAXOXKIEHUS ¢ MECTO OCYIIECTBICHUS
NesTeNbHOCTH, TenedoH, Tenedakc, aapec dJIEKTPOHHOM MOUTHI KaKI0M METUITMHCKOM OpraHU3aIin);

8) CBCACHUA O MpCAIoJaracMbIX CpOKax MHPOBCACHUA KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara il MCAUIUHCKOTO IPUMCHCHUA

9) komui J0rOBOpa OO0S3aTENIBHOTO CTPAaXOBaHMS, 3aKJIIOUEHHOTO B COOTBETCTBHU C THIIOBBIMU
IpaBHUJIaMH 00s13aTEIBHOTO CTpaxoBaHHA, C YKa3aHUEM HpeHeHLHOﬁ YUCJICHHOCTHU MaUCHTOB, YYaCTBYIOIIUX
B KJIMHUYECKOM HMCCJICIOBAHNH JIEKAPCTBEHHOT'O TIpenapaTa Juisi MEJAUIUHCKOTO IPUMEHECHUS;

10) uapopMarmio 0 cocTaBe JIEKApPCTBEHHOTO Tpernapata JUisi MEAUIUHCKOTO IPUMEHECHHUS;

11) HOKyMEHT, COCTaBJICHHBIH MPOU3BOJUTENIEM JIEKAPCTBEHHOTO IIpermapaTta A METUIIHHCKOTO

MIPUMEHEHUS U COJIEPKALUI [TOKa3aTeN! (XapaKTEpPUCTUKH), & TAK)KE CBEJICHUS O JIEKAPCTBEHHOM IIpenapare
JUISL MEUIIMHCKOTO MIPUMEHEHMS], TPOU3BEAEHHOM ISl POBEACHUS KIIMHUYECKUX UCCIIEIOBaHMI;

KoncynwsranTtlloroc: mpuMedanue.
C01.01.2021 B . 12 4. 2 cT. 39 BHOCATCS 3MeHeHUs (D3 o1 27.12.2019 N 478-D3).

12) xomMio JMIEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB B CIIydae, €CJIU IPOU3BOJICTBO
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JIEKapCTBEHHOTO TIperapara ocyiecTsisiercss B Poccuiickort ®Denepanu, WM KOMHUIO 3aKIIOYEHHUS O
COOTBETCTBUHM  TNPOU3BOJMTENS  JIEKAPCTBEHHOrO  Mperapara TpeOOBaHMAM  IpaBUJI — HaJUlexKalnel
HpOI/ISBOI[CTBGHHOﬁ IMPAKTHUKHU, BBIJAHHOI'O YIIOJHOMOYCHHBIM OopraHomM CTpaHbL IIPOU3BOAUTCIIA
JIEKapCTBEHHOTO Ipernapara.

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

Koncynprantllntoc: npumeyanue.
C 01.01.2021 ct. 39 nononusercs 4. 2.1 (O3 ot 27.12.2019 N 478-D3).

3. B cpok, HE TPEBBIMIAIINNA MATH pabovnX THEH CO JAHS MPUHATHS YKa3aHHOTO B IMyHKTE | yactu 2
HACTOALICH CTaTbU 3asBIICHUS W HEOOXOIAMMBIX JIOKYMEHTOB, YIOJTHOMOYEHHBIH (enepanbHblii opraH
UCTIOTHUTENbHOU BIIACTH:

1) mpoBOIUT MPOBEPKY MOJIHOTHI M JOCTOBEPHOCTHU CBEJCHUMN, COJEPIKALIMXCS B IMPEICTABICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET pELIEHUE O MPOBEACHMM SKCIEPTU3bl JOKYMEHTOB Ui TMOJYYEHHs pa3pelieHus Ha
MIPOBEACHUE KIMHUYECKOrO MCCIIEIOBAHUA JIEKAPCTBEHHOIO Ipernapara Il MEIWLHUHCKOrO NPUMEHEHUS U
TUYECKON IKCIIEPTU3BI WM 00 OTKa3€ B IPOBEJCHNUN YKAa3aHHBIX 3KCIIEPTHU3;

3) yBenoMJsieT B 3JEKTPOHHOM (opMe miu Ha OyMaKHOM HOCHTENE 3asBUTENS O MPUHATOM PELICHUU
100 B Cilydae MPUHATHS PEUICHUsI 00 OTKa3e TaKKe C yKa3aHUEeM MPUYMH TAaKOro 0TKas3a,

4) MoAroTaBJIMBAET U HAIIPABIIET B SKCIEPTHOE YUPEKACHHUE U COBET IO 3TUKE 3a/1aHHE HA [IPOBEJICHUE
COOTBETCTBYIOILINX 3KCIIEPTH3.

4. B cinydae BbISBIEHUS HENOJHOTHI M (WJIM) HEIOCTOBEPHOCTH HH(MOpMALIMU, coJepKalieiics B
NPECTABICHHBIX 3aBUTEIEM JOKYMEHTAX, YIIOJHOMOUYEHHbIH (eepanbHblil OpraH UCIOJHUTEIbHOMN BIaCTH
HalpaBiIeT 3asBUTENIO 3ampoc 00 YTOYHEHUM YyKa3aHHOM uH(popmauuu. J[aHHBIH 3ampoc MOXXeT ObITh
nepefaH YINOJHOMOYEHHOMY IIPEICTABUTENIO 3asABUTENS JIMYHO IIOJ PACIUCKY, HAIPaBIEH II0 I104YTe
3aKa3HBIM MHCHMOM WJIM TIepelaH B DJIEKTPOHHOH (opMe Mo TeneKOMMYHHMKAIlMOHHBIM KaHajaM CBsi3U. B
ClIy4ae HaIpaBJICHHUS AAHHOIO 3ampoca II0 IOYTE 3aKa3HbIM IHCbMOM OH CYHMTAE€TCS IOJY4YEHHBIM I10
WCTEUYEeHUHU LIECTH JIHEH C JaThl HAIPABJICHUS 3aKa3HOTO MUChbMa. 3asBUTEIb 00s3aH MPEACTaBUTH OTBET Ha
3arpoc  yHOJIHOMOYEHHOro (hefepalbHOrO OpraHa HCIOJHUTENIBHOW BJIACTH B CPOK, HE MPEBBIIIAOIINN
NeBsiHOCTa pabouux JHeW co JaHsA ero momydeHus. Cpok, yka3aHHbI B 4YacTM 3 HAcCTOALIEH CTaTbH,
MIPUOCTAHABJIMBACTCS CO JIHS HANpAaBJICHUS 3asBUTEIIO 3alpoca YIMOJHOMOYEHHOrO (elepaibHOTO OpraHa
VCIIOJIHUTEJIBHOM BJIACTH JO JAHS IIOJIYYEHUs UM COOTBETCTBYIOIIEIO OTBETA M HE YYHUTBIBACTCH IIpU
WCYHCIIEHUU CPOKA MPUHATHUS YIIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOJIHUTEIbHONW BIACTH PEIleHUs
O MpPOBEIEHUHU DKCIEPTU3bl JOKYMEHTOB Ui IOIY4YCHMs pa3pelleHuss Ha IPOBEICHUE KIMHUYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOIO IIpernapara JUisi MEIULUHCKOTO IPUMEHEHUS.

5. OcHoBaHMEM MJis OTKa3a B MPOBEIEHUHU SKCIEPTU3bI JOKYMEHTOB MJISl MOJYYESHHs pa3pelieHus Ha
MPOBEACHUE KIMHUYECKOIO MCCIIEIOBAHUA JIEKAPCTBEHHOrO MIpernapara Jjisi MEIULUUHCKOTO MPUMEHEHUs U
STUYECKOM HKCIEPTU3bI SBIISETCS MPEJICTABICHUE TOKYMEHTOB, MPEAYCMOTPEHHBIX YaCThiO 2 HACTOSILIEH
CTaThH, B HETIOJIHOM O0bEeMe, HETIPEICTABIICHUE 3asiBUTEIIEM B YCTAHOBJICHHBIH CPOK OTBETAa HA YKAa3aHHBIN B
yacTu 4 HACTOALIECH CTaThbHU 3alpOC YIOJIHOMOYEHHOTO (pe/iepalbHOr0 OpraHa WCIOJHUTEIBHON BIIACTH JTUOO
OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTaX HCUEPIBIBAIOLIETO MEepeuHs HeoOXOAUMON WH(pOpMalud WU
uHbOopMaIuu, KOTopas AOKHA OBITh OTpa)KeHa B HUX, a TAK)KE OTCYTCTBUE MH(OPMAIIUHU, TOATBEP K IA0IIEH
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(axT ymiaTel rOCyAapCTBEHHON MOIUIUHBI 32 MIPOBEACHUE STHUECKOW IKCIEPTHU3BbI, IKCIIEPTU3bI JOKYMEHTOB
Ha JICKapCTBEHHBIN Ipenapar A IOJIy4YEHHUS pPa3pelleHHs Ha IMPOBEACHUE KIMHUYECKOTO MCCIIECIOBAHUS
JIEKapCTBEHHOI'O Ipernapara Juisi MEOULUHCKOrO INPHUMEHEHMS, 3a BblJady pas3pelieHHs Ha IIPOBEICHUE
KJIMHUYECKOT0 MCCJIEN0BAHMS JIEKAPCTBEHHOIO Ipernapara s MEAUIMHCKOTO NMPUMEHEHMs, 32 IIPOBEICHHE
JKCHEPTHU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM IIpenapar Uil IOJIy4eHHUs pa3pelleHus Ha IPOBEICHHE
MEXIYHApOJAHOIO MHOIOLICHTPOBOIO KJIWHUYECKOIO HCCIECNOBAHMS JIEKAPCTBEHHOI'O IIpenapara s
MEJULMHCKOIO NPUMEHEHMs, 3a BbIAAauy pPa3pellICHUs Ha MPOBEACHUE MEXIYHApOIHOIO MHOIOLIEHTPOBOTO
KJIMHUYECKOT'0 UCCIIEN0BAHMS JIEKAPCTBEHHOIO IIperapara I MEAULMHCKOIO IPUMEHEHMs, 32 IIPOBEICHUE
3TUYECKOM DKCIEPTU3BI, IKCIIEPTU3BI JOKYMEHTOB Ha JICKAPCTBEHHBINM IIpenapar I MOJIyYeHHUs pa3pelleHUs
Ha MPOBEACHUE IOCTPETUCTPALUOHHOIO KIMHHYECKOTO HMCCICNOBAaHUSA JIEKAPCTBEHHOIO IIpenapara A
MEJIMIUHCKOrO NPUMEHEHHS], 3a BblJady pa3pelIeHNs Ha MPOBEJIEHNE NOCTPErUCTPALMOHHOIO KIMHUYECKOTO
UCCIIEI0BAHNS JIEKAPCTBEHHOIO Mperapara 1t MEAULMHCKOTO IPUMEHEHUS.

6. IIpoBeneHne sKCrepTU3bl JOKYMEHTOB AJIS MOJYyYEHHs pa3pellieHHs] Ha MpOBeJeHUE KIMHUYECKOTO
HCCIIEIOBaHMs JIEKAPCTBEHHOIO TIpemnapara A MEAUIMHCKOIO IMPUMEHEHHMS M 3TUYECKOW HKCIEPTU3BI,
COCTaBJIEHUE KOMHUCCUEHN IKCIIEPTOB U COBETOM I10 3THUKE 3aKJIIOUYEHUN O BO3MOXKHOCTH MM HEBO3MOXXHOCTHU
MIPOBEJICHUS] TAKOTO KJIMHUYECKOI'O HCCIIEOBAHUS W HAINPABIIEHUE ATHX 3aKIIOYEHHUH B YIOJIHOMOYEHHBIN
(denepanabHBIE OpraH HCHOJHUTENBHON BIIACTH OCYIIECTBISIIOTCS B CPOK, HE MPEBBILIAIONIMA TPHUILATH
pabouux JIHEH cO JHs MOIYy4EHUS HKCHEPTHBIM YUPEXKIECHHEM 3a/laHusl YIOJHOMOUYEHHOIo (heaepaibHOro
OopraHa MCHOJHUTEIbHOMN BIACTU C MPUJIOKEHUEM JTOKYMEHTOB, YKa3aHHbIX B MyHKTax 3, 4, 10 u 11 yactu 2
HACTOSIIEH CTaTbU, M COBETOM IO 3TUKE 33JJaHUs YIOJIHOMOYEHHOTO (e/lepaIbHOr0 OpraHa UCTIOJHUTEIbHON
BJIACTH C IPUJIOKEHUEM JIOKYMEHTOB, YKa3aHHBIX B IIYHKTax 3 - 6, 8 u 9 yactu 2 HacTosIIEN CTaTbU.

7. B cpok, He MPEeBHIIAIONIUN MSTH Pa00YNX THEWU CO THS MOJYUYECHHS 3aKII0UCHUHN, YKa3aHHBIX B YaCTH
6 HacTOAIIEH CTaThU, YIIOJIHOMOUYEHHBIN (hefiepaibHbIi OpraH UCIOJHUTEIBHOMN BIACTH!

1) OCYHICCTBJIACT OLCHKY IMOCTYIIMBIIUX 3aKII0YCHUH AJIg OIIPEACTICHUA UX COOTBECTCTBHUA 3aJlaHUSAM Ha
IMPOBEACHNUEC COOTBCTCTBYIOIIUX DKCIICPTHU3;

2) UpUHUMAET pEIICHWE O BbIAYe pa3pelleHHs Ha NPOBEJCHUE KIMHHUYECKOTO MCCIICIOBAHMS
JICKAPCTBCHHOT'O Impfrapara i MCIUIHUHCKOrO IIPUMCHCHUA WU 00 oOTKaze B BbLJAYC YKa3aHHOI'O
pa3penieHus;

3) BBIJIACT PaspCHICHUEC Ha MPOBCACHUEC KIIMHUYCCKOTO UCCIICAOBAHUA JICKAPCTBCHHOI'O IMperiapara I
MCIUIMHCKOI'O HNPHUMCHCHUSA MWW PCHICHUC 00 oTKaze B BbLJIAYC YKa3aHHOI'O pa3pCHICHUA C YKa3aHUEM
IIPUYIHH OTKa3a.

8. OcHoBaHHEM AJId OTKa3a B BbIAAYC pa3pCHICHUA Ha MNPOBCACHUC KIIMHUYCCKOIO HCCICAOBAHUA
JICKAPCTBCHHOTI'O IIperiapaTa Ijid MCOAUIMHCKOI'O IHNPUMCHCHUA SABJACTCA HAJIWMYWUC 3aKIIIOYCHHA KOMHUCCUH
OKCIICPTOB HJIM 3aKJIHOUYCHUA COBCTA IO 3TUKEC O HEBO3MOXXHOCTH IMPOBCACHUA KIMHHUYCCKOI'O MCCIICAOBAHUA
JICKAPCTBCHHOI'O Ipfriapata AjId MCIUIUHCKOIO HNPUMCHCHUA I1I0 PE3yJIbTaTaM MNPOBCACHHBIX 3SKCICPTHU3,
NpEAYCMOTPECHHBIX YaCTbIO 6 HaCTOﬂH_[Cﬁ CTaTbH.

9. Pemienne 00 OTKa3e B MPOBEIEHUU SKCIEPTU3bl JOKYMEHTOB MJs TMOJYYEHHs pa3pelieHus Ha
MPOBEACHUE KIMHUYECKOrO MCCIIEIOBAHUA JIEKAPCTBEHHOrO Mpernapara s MEIULUMUHCKOTO MPUMEHEHUs U
3TH‘-I€CKOI>1 3KCHepTI/13BI MU B BbIJA4yc pa3pemeHH;1 Ha HpOBCI[eHI/Ie KIIMHUYCCKOI'O HCCIICOA0OBaAHUA
HeKapCTBeHHOFO npenapaTa J11 MEOUIMUHCKOT'O HpI/IMeHCHI/ISI MOXKET 6BITB 06>1<an013aH0 B nopsmKe,
YCTaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.
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Cratbs 39.1. 9TU4eckan akcnepTusa
(BBengena denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Dtuyeckas 9KCIICpTU3a MPOBOJUTCA COBECTOM I1I0 3THUKEC, CO3JAHHBIM B IMOPAAKE, YCTAHOBJICHHOM
YIOJIHOMOYCHHBIM (benepam)HHM OopraHom HCIIOJIHUTEILHOMN BJIaCTH, B LCIIX BbIJa4YH 3aKJIIIOUYCHHA 00
9THUYECKOH O0O0OCHOBAHHOCTH BO3MOKHOCTHU IMPOBEACHUA KIMHHUYECKOI'O HCCIICAOBAaHUA JICKAPCTBCHHOI'O
Inpenapara sl MCAUIUHCKOI'O IIPUMCEHCHUA.

2. DKCnepTaMu COBETa IO 3TUKE MOTYT OBITh MPEACTaBUTEIN MEIUIMHCKUX OPTaHU3aIlMi, HAYYHBIX
OpraHm3aluii, 00pa30BaTeNbHBIX OPTraHMU3ANMA BBICIIETO OOpa30BaHMs, a TaKXKe MPEACTABUTEIN
OOIIECTBCHHBIX OpraHU3allii, PEMTHO3HBIX OpPTaHW3alMd W CPEICTB MaccoBoi wuH(popmanwu. JlaHHBIE
OKCTEPTHl HE JIOJDKHBI HAXOJIUTHCA B KaKOW-TMOO 3aBHCHUMOCTH OT Pa3pabOTYMKOB JIEKAPCTBEHHBIX
IpenapaToB U APYruX JUL, 3aMHTEPECOBAHHBIX B pE3yJIbTaTaxX 3TUYECKON IKCIIEPTU3BI.

3. Onuara yciyr 3KCIepTOB COBETA MO ATHUKE OCYLIECTBIISETCS HA OCHOBAaHUM JOTOBOPA, 3aKIFOYEHHOTO
MEXIy YIOJTHOMOUYEHHBIM (elepalbHbIM OPTraHOM HCIOJTHUTEIBHONW BIACTH, KOTOPHIM CO3/IaH COBET II0
9THKE, W OJKCIEPTOM COBETa [0 JTHKE, 3a CYeT OIO/PKeTHBIX AaCCUTHOBAaHUH, TMPEIyCMOTPEHHBIX
YIOJTHOMOYECHHOMY (peiepaibHOMY OpraHy HCIIOJIHUTEIBHON BIACTH, KOTOPHIM CO3JIaH COBET IO ITHKE, B
(denepanbHOM OO/KETE Ha COOTBETCTBYIOUIMI ToJ Ha oOecreueHue ero MAesTeIbHOCTH, B pa3Mepax,
yctaHoBlieHHBIX [IpaBuTenscTBoM Poccuiickoi denepaiiuu.

4. DxcnepTel coBeTa MO JTHKE HECYT OTBETCTBEHHOCTH B COOTBETCTBUM C 3aKOHOJATEIBCTBOM
Poccuiickoit deneparnuu.

5. CocTaB coBeTra IO ITHKE, MOJI0KEHHE 00 3TOM COBETE, MOPSIOK €ro JIesATeNbHOCTH, TPEOOBaHUS K
KBaHI/I(bI/IKaHI/II/I " OIIBITY pa6OTBI 110 3KCH€pTHOI>i OLCHKC HAYYHBIX, MCOAUIUWHCKHUX W I3THYCCKHUX ACIICKTOB
KIIMHUYECKHUX I/ICCHG}IOBaHI/Iﬁ JICKApPCTBCHHLIX IIp€apaToB JJIA MCAUIIUHCKOI0 IPpUMCHCHUS, IMTPEABABIACMEBIC
K OJKCIIEpTaM COBETa II0 3THKE, IMOPSJIOK OpPraHU3allid W TPOBEACHHS ATUYECKOW S3KCIEepTH3bI, (opma
3aKJIFOUEHHS] COBETA MO ITUKE YCTAHABINBAIOTCS YIIOJTHOMOYEHHBIM (peaepaabHbBIM OPraHOM HCIOJTHUTEIBHOM
BiacTU. Yucino mpeacTaBUTENeH MEAMIMHCKUX OpPraHU3allMil HE MOXET MPEBbIIIATh MOJOBHHY OT OOIIETo
YHCIIa 3KCIIEPTOB COBETA I10 3THKE.

6. Nudopmamusi o cocraBe cOBeTa IO OSTHKE, IUIAHAX €ro padOThl W TEKyIIeW AeSTeIbHOCTH
pa3Meniaercs Ha oQUIMAIBHOM caiiTe YIOJIHOMOYEHHOIo (peiepaJbHOr0 OpraHa MCHOJHUTENIbHOM BIAaCcTH B
cetu "MHTepHET" B yCTAaHOBJIEHHOM UM TOPSIJIKE.

Cratbsa 40. NpoBeaeHue KIIMHMYECKOro UCCrefoBaHUA NeKapCTBEHHOro npenapara ans
MeaULMUHCKOro NpUMeHeHus

I. PykoBomuTenp MEIWIMHCKOM OpraHU3alMM, KOTOpas IPOBOJMUT KIMHUYECKOE HCCIEIOBAHNE
JIEKapCTBEHHOT'O Ipenapara Iy MEIUIUHCKOrO IPUMEHEHMs], Ha3HA4aeT UCCIIEN0BATENs, OTBETCTBEHHOIO 3a
NpOBEIEHUE TAaKOr0 MCCIEJOBAHUS W MMEIOUIero JiedeOHYI0 CIELHAIbHOCTh, COOTBETCTBYIOILYIO
MPOBOJIMMOMY  KITMHMYECKOMY HCCIICZIOBAaHUIO JICKAPCTBEHHOI'O Iperapara, co CTaxeM paboThl 10
IIporpaMMaM KJIMHMYECKUX MCCICJOBAaHUN JICKAPCTBEHHBIX IIPENapaTOB HE MEHEe 4eM TPH IoJa W II0 €ro
IIPEIIOKEHUIO HA3HAYAEeT COMCCIEN0BATENEH U3 YUCIIa Bpadyel 3TOM MEIULIUHCKON OPTaHU3aLHH.

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

2. HCCJ’IGI{OB&TGJ’IB OCYHIECTBIIACT BBI60p IMMaIUeHTOB, KOTOPBIC IO MCIWIHWHCKHUM IIOKa3aHUAM MOTYT
OBITh MPUBJICYCHBI K YUYACTHUIO B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBECHHOT'O IIpe€iapara IJjisi MEAUILUHCKOTO
IPpHUMCHCHUS.
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3. UccnenoBaTens U corccleA0BaTENH TOMKHBI OBITh 03HAKOMIICHBI C pe3yJbTaTaMU JOKIMHUYECKOTO
WCCIIEIOBaHMUS JIGKAPCTBEHHOTO CPEJACTBA, COJEPKAIIUMUCSI B OpoOIIOpe HCCIeA0BaTeNsl, MPOCKTOM
MPOTOKOJIa KJIMHUYECKOTO0 HCCIIEIOBAHUS JIEKAPCTBEHHOTO Ipenapara i MEIUIMHCKOTO MPUMEHEHHUS,
pa3paboTaHHBIM  Pa3pabOTYMKOM JICKAPCTBEHHOTO TMpernaparta WIA HWHBIM  OPUIAYECKHM  JIUIOM,
MIPUBJIEKAEMBIM K OpTaHU3AIMH MPOBEIACHUS KIMHUYCCKOTO HCCIIECIOBAHUS JIEKAapPCTBEHHOTO Tperapara s
MEAMIIMHCKOTO MPUMEHEHHUS, U IPYTUMHU MaTeprallaMy TaKOTO HCCIIe0BaHuUs.

3.1. PykoBoauTenb MEAUIIMHCKOW OpPTaHU3AllMU B CPOK, HE MPEBHIMIAIONINN TpeX padounx JHEH co JHS
Hayajga TMPOBEACHHUS KIMHMYECKOTO HCCIEAOBAaHUS JIEKAPCTBEHHOrO TMpernapara isd MEAUIMHCKOIO
MPUMEHEHHS, cOoo0maer o0 ATOM B YINOJTHOMOYCHHBIM (eAepanbHbIi OpraH WCIOTHUTEIHLHOW BIACTH,
BBIJIABIIUH pa3pericHre Ha TPOBEACHUE TAKOTO UCCIICIOBAHMUS, TI0 YCTAHOBICHHON UM (opMe.

(dactp 3.1 BBeneHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuszanuy, OCYILIECTBISIOIIME OPraHU3ALMIO IPOBEACHUSA KIMHUYECKOIO HCCIIEIOBaHUS
JIEKapCTBEHHOT'O Ipenapara JUisi MEJUIMHCKOrO0 IPUMEHEHNS M YKa3aHHBIE B 4acTU 3 cTaTbu 38 HACTOALLETO
@denepanbHOTO 3aKOHA, B CiIy4ae HEOOXOAMMOCTHM BHECEHHS HW3MEHEHMH B TPOTOKOJ KIMHUYECKOTO
WCCIICZIOBAHMs JICKAPCTBEHHOTO Iperapara Juisi MEAMLIMHCKOTO NPUMEHEHHs COooOIIaloT o0 3TOM B
YIIOJTHOMOYEHHBIN (heiepalibHbIi OpraH MCIOJHUTEIBHON BIIACTH, BBIJABIIMN pa3pelieHHe Ha NPOBEICHHE
TaKOT'0 MCCIIEZIOBAHUS, IO YCTAHOBJICHHON UM (opMe.

(B pen. deaepanbroro 3axkoHa ot 11.10.2010 N 271-D3)

4.1. d)opMa COO6I_I_[CHI/I$I O BHECEHMH W3MCHECHUI B MIPOTOKOJ KIMHHUYCCKOTIO HUCCICA0BAHUA
JICKApPCTBCHHOTO IIpcIiapaTta AJId MCAUIIMHCKOT'O MPUMCHCHUA NOJIKHA COACPKATh CICAYIOINIUC CBCACHUA:

1) HaumeHOBaHUe, NICHTU(UKAIIMOHHBIA HOMEP U JlaTa MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHMUS;
2) mata BHECEHUsI N'3MEHEHUN B MMPOTOKOJI KIIMHUYECKOTO UCCIIEOBaHUS;
3) HaMMEHOBAHKE U MECTO HAXOXKCHUS 3asIBUTEIIS;

4) HaUMEHOBaHUE OpraHM3alllM, MPUBJICUCHHON pa3padOTYMKOM JIEKAPCTBEHHOrO Tperapara K
OpraHMU3aINH MPOBEICHUS KIMHUYECKOTO UCCIIeJoBaHUs (TP HAJTHUWN);

5) HaMMCHOBaHUA MW MCECTa HAXO0XICHHUA MCIUIHMHCKHX OpPaHI/ISaLII/Iﬁ, B KOTOpPBIX IPOBOAHUTCA
KIIMHUYCCKOC NCCICIOBAaHUC,

6) AaTa BbIAa4YM pa3pClICHUS HA IMPOBCACHNUEC KIIMHUYCECKOI'0 NCCICAOBAHNA U HOMEP 3TOT'O pa3pCUICHUA,

7) ©3MEHEHUs, BHOCUMBIE B TIPOTOKOJI KIIMHHYECKOTO MCCIICTOBAHNUS.
(dactp 4.1 BBenena denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He NpeBbIIAOLIMA TPUALATH pabodMX AHEH CO JIHS MOJY4YeHHs YKa3aHHOIO B yacTu 4
HacTosIIEeH CTaThM COOOILICHMS, YIOJHOMOYEHHBIH (efepanbHblii OpraH MCIOJHHUTENIbHON BlacTu
paccMaTpuBaeT 3TO COOOLICHHE B YCTAaHOBJICHHOM MM TIOPSJIKE M TNPUHUMAET pPELICHHE O BHECCHHHU
W3MEHEHUH B NPOTOKOJ KIMHUYECKOI'O MCCIEJI0BaHUS JIEKAPCTBEHHOIO Ipenapara Uil MEIULUHCKOIO
NpUMEHEHUs WM 00 oOTKaze BO BHECEHMM TakuxX u3MeHeHud. Ilpu paccmorpenun cooOuieHus o
HE0OXOJIMMOCTH BHECEHUSI U3MEHEHUH B MPOTOKOJ KJIMHUYECKOI0 UCCIIE0BaHMsI JIEKAPCTBEHHOI'O IIpenapara
JUIs  MEJUIMHCKOTO NPUMEHEHHs B LENAX OLEHKM OOOCHOBAaHHOCTH IpeAjiaraeMblX HW3MEHEHUH u
ONpEeACNeHUs] CTENEHM PpUCKA JUIsl MAllMEHTOB, NPUHUMAIOIIUX Y4YacTHE B KIMHMUYECKHUX HCCIEIOBAHHUSAX,
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YIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOJIHMTENBHOM BIACTH MOTYT HPUBJIEKAThCsS HKCHEPThI COBETA
IO JTHUKE.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. KiinHnyeckoe ucciaenoBaHue JIEKapCTBEHHOrO Mperapara JUlsi MEAMLIUHCKOTO MPUMEHEHUSI MOXKET
OBITh MPHOCTAHOBJIEHO WJIM IMPEKPAIlEHO, €CIM B IMPOLECCe €ro MpoBeAeHUs OOHapyXeHa OMacHOCTb JUIs
JKU3HM, 3J0pOBbs NAlMEHTOB. B cilyyae BO3HMKHOBEHHUS OINACHOCTH UISl >KM3HHU, 3/J0pPOBbS IALMEHTA,
YYacTBYIOIIETO B KIIMHUYECKOM MCCIIEI0BAHUM JIEKAPCTBEHHOTO IpernapaTa Jisi MEIULIUHCKOrO MPUMEHEHHUS,
ucclefoBaTeNu 00s3aHbl NMPOUH(GOPMHUPOBATH 00 3TOM PYKOBOAWUTENS MEIUIMHCKOM OpraHu3aluud H
OpTaHU3aIMIo, TOJYYUBIIYIO pa3pelIeHHe YIIOJTHOMOYEHHOTO (heZiepalbHOTO OpraHa UCTIOHUTEILHON BIACTH
Ha OpraHMU3alUI0 MPOBEICHUS KIMHUYECKOIO HCCIEOBaHUsS JIEKApCTBEHHOro mpemnapara. Pemenue o
MPUOCTAHOBIIEHUU  KJIMHUYECKOTO HCCJIEOBaHUS JIEKAPCTBEHHOIO Ipernapara s MEIULUHCKOTO
OPUMEHEHHUS MPUHUMAIOT PYKOBOJIUTENb MEIULMHCKON OpraHu3aluu U (UJIM) OpraHu3alus, MOJydYuBIIas
paspelieHue YIOJHOMOYEHHOTO (peiepalbHOTO OpraHa HCIOJHUTEIBHOW BJIACTH HAa OpPTaHHU3AIUI0
IIPOBEJICHUS] KJIMHUYECKOIO MCCIEN0BaHUS JIEKAPCTBEHHOIO Ipemnapara il MEIULUHCKOTO NPUMEHEHHs,
pelieHre O TMPEKPALICHUH TAaKOrO WCCIEAOBAaHHUS TMPUHUMAECT YIOJIHOMOYEHHBIH (heepanbHblii Oopran
WCIIOJIHUTEJIBHON BJIACTU HAa OCHOBAaHUM COOOIIEHMSI B NMUCHbMEHHOH (opMe pPyKOBOIUTENS MEAMIIMHCKON
OpraHM3allii WIM OpraHu3alysi, MOJy4YuBIIAs pa3pelieHue YHNOJHOMOYEHHOIro (QelepalbHOr0 oOpraHa
WCIIOJIHUTENIbHOM BJACTM HA OPraHU3alMI0 NPOBEICHUS KIMHMYECKOTO HCCIENOBAaHUS JIEKAPCTBEHHOTO
npenapara Jyisi MEAUIIMHCKOTO TPUMEHEHHUS.

7. B cpok, He MpeBBILAIONIMNA NMATH pabouux JHEH cO JHA 3aBEpPUICHHUs, MPHOCTAHOBICHUS WU
MIPEKpaALICHUs] KIMHUYECKOr0 HCCIIEIOBAHM JICKAPCTBEHHOTO Ipenapara il MEIMIMHCKOTO NPUMEHEHHs,
cooOmieHue 00 ATOM HaANpaBISETCS OpraHM3alUsSIMU, YKa3aHHBIMH B YacTH 3 cTaThu 38 HACTOSIIETO
@denepallbHOTO 3aKOHA, B YIOJHOMOYEHHBIN (QenepalibHbIii OpraH HCIOJIHUTEIBHOW BJIAcTH IO
YCTAHOBJICHHOH UM (opMme.

8. <DopMa COO6H_[CHI/I${ O 3aBCpUHICHUH, HNPHUOCTAHOBJICHUHW WU MNPCKPACHUUN KIMHUYCCKOI'O
HUCCIICAOBaHUA JICKAPCTBCHHOI'O IpCTiapaTta IJjid MCAULIUMHCKOTO IIPUMCHCHUA JOJIP)KHA COJACPIKATh!:

1) uabopManui0 O MEAWIMHCKOW OpraHW3alliil WM MEAMIIMHCKUX OpPTaHHW3aIUsaX, MPOBOAMBIIAX
JTaHHOE MCCIIeJOBaHNE;

2) omMcaHue JaHHOTO MCCIIeI0BAHMUS;

3) nanHble uccnenoBarens (damMwinsg, WM, OTYECTBO, MECTO paOOTHI, 3aHMMaeMasi JOJKHOCTD,
CTIeMATIbHOCTh, CTX PabOTHI IO MpOrpaMMaM KIMHHYECKUX HCCIENOBAHUH JIEKAPCTBEHHBIX NPEIaparos,
NepedyeHb KIMHUYECKUX MCCIEJOBAaHUI JIEKapCTBEHHBIX IpenapaToB, B KOTOPBIX OH MPUHUMAN y4yacTHe
(meproasl y4acTHs) B Ka4eCTBE UCCIIEI0BATENS UM COUCCIIEI0BATEN);

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3ysabTaT aHHOTO HCCIEIOBaHUsS (3aBEPIICHHE, MPUOCTAHOBJICHUE WM IPEKpaIleHHE TaHHOTO
WCCJICIOBAHMS C YKa3aHWEM WX NMPUYUH M BIHMSHHUS Ha OLICGHKY €ro pe3yJbTaTOB, OOIIYIO OIEHKY pPHCKa U
0’KMJIa€MOM TMOJIb3bl OT MPUMEHEHHS UCCIEAYEMOI0 JIEKapCTBEHHOrO IMpernapara, a TakKe MpearnoiaraeMble
JanbHEHIIIE TCHCTBHSA).

8.1. [Ipu BeIsIBIICHNH (henepaabHBIM OPraHOM HUCIIOJIHUTEIBHON BIACTH, OCYIICCTBIISIONUM (HYHKITUHU TI0
KOHTPOJIIO U HaJ30py B cepe 3apaBoOXpaHEHUs, HAPYIICHUH MpaBUII HAJJIeKAIEH KIMHUYECKON MPAKTUKU
IpHr MPOBCACHUHN KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara, BIUAIOIINX Ha MMOJHOTY U (I/IJ’II/I)
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JIOCTOBEPHOCTh JITAHHOT'O KJIMHUYECKOT'O HCCIIE0BaHMs, yKa3aHHBIN (enepabHbli OpraH HCIOJIHUTEIbHON
BJIACTU IPUOCTAHABIMBACT IMPOBEACHUE ITaHHOIO KIMHUYECKOrO HCCIEAOBAHUSA M BBIHOCUT MEIUIMHCKOU
OpraHu3aly, B KOTOPOW MPOBOJUTCS JAHHOE KIMHUYECKOE HCCIIEOBAHME, NpEANucaHue o0 yCTpaHEHUU
BBISIBJICHHBIX HapywmieHui. [Ipm HeyCTpaHEeHMM MEIUUMHCKOW OpraHM3aldel BBISABICHHBIX HApyLICHHHU B
YCTaHOBJICHHBIN B MPEANUCAHUU CPOK YKa3aHHBIN (enepaabHbli OpraH UCHOIHUTEIbHOW BIACTU IPUHUMAET
pelleHre O MpEeKpallleHUH NPOBEICHMs KIMHUYECKOTO MCCIEAOBaHUsA JICKapCTBEHHOIO Ipenapara u
HarnpasisieT B (eaepalbHblii OpraH UCIOJHUTENBHON BIAcTH, OCYLIECTBISIOMNN (YHKIIMU MO BBIPAOOTKE U
peanu3anM  TOCYJapCTBEHHOM TMOJWUTHUKHM W  HOPMAaTUBHO-NIPABOBOMY  pEryJlMpoOBaHHIO B  cdepe
3paBOOXPAHEHHUs, 3aKJIIOUYCHHUE O BBIABICHHUM IPU IPOBEICHUU JAHHOTO KIMHHYECKOIO MCCIIECIOBAHUS
HapyUIeHUI MpaBuil HaAJeKalel KIMHUYECKON NMPAKTUKYU JJI MPUHATHS pelieHus o0 OTMEHE pa3pelleHus
Ha OpPraHMU3alUI0 IPOBEJACHUS JAHHOTO KIWHWYECKOrO0 MCCIECIOBAHUSA C JaThl NPHUHATHS PELICHHUS O
IIPUOCTAHOBIICHUH NPOBENCHUS KIIMHUYECKOIO UCCIIEJ0BAHMsI JIEKAPCTBEHHOIO IIperapara.

(uacts 8.1 B pen. @exnepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YnomHoMoueHHbIH (hefepalibHbIi OpraH UCTIOJIHUTENILHON BJIACTH OIyOJIMKOBBIBACT M pa3MellacT Ha
cBoeM o¢unmansHOM caiite B cetd "MHTepHeT" cOOOIIEHHE O 3aBEpIICHHH, NPUOCTAHOBICHUU WU
MpPEeKpaLEeHUN KIMHUYECKOTO MCCIIEOBaHMsI JIEKAPCTBEHHOTO Mpenapara A MEJUIMHCKOTO MPUMEHEHUS B
CPOK, HE MPEBBIIAIONINHN MATH pad0YNX AHEH CO THS €ro MOJIy4YeHHs], B yCTAHOBJICHHOM UM HOpPSIKE.

10. YronHOMOYEHHBIN (eiepabHbIN OpraH UCIIOTHUTEIBPHOW BJIIACTH OCYIICCTBIISIET BEICHUE peecTpa
uccien0BaTeNnel, IPOBOJAIINX UM MPOBOJUBIINX KIMHUYECKUE UCCIEI0BAaHUS JIEKAPCTBEHHBIX MPENapaToB
JUIsT MEAUIIMHCKOIO MPUMEHEHUs, B COOTBETCTBUM C YTBEP)KJIECHHBIMU MM IIpaBWJIaMU M Pa3MEIIAET €ro Ha
cBOEM ouIranbHOM caiiTe B ceTd "MHTepHET" B YCTAaHOBICHHOM UM TOpPSIIKE. YKa3aHHBIN peecTp COACPIKUT
nHOPMAIIHIO, IPEAYCMOTPEHHYIO ITyHKTOM 3 YacTH 8 HACTOSIICH CTaThH.

11. Otuer o pe3yapTaTax KIMHAYECKOTO MCCIIEIOBAHUS JICKAPCTBEHHOTO MpemnapaTa sl MeTUITMHCKOTO
MIPUMEHEHUS COCTABJISICTCS OpraHu3alueil, ykazaHHOM B 4dactu 3 crtaTthu 38 Hacrosuiero denepasbHOro
3aKOHa, HAa OCHOBAHUMU 3aKIIOYEHUN MEIUIMHCKUX OpraHW3aluid, MPOBOJMBIIMX 3TO HCCIEIOBAHHUE, U
MIPE/ICTaBISAETCS B YIIOIHOMOYEHHBIN (peiepalbHbIi OpraH UCTIOTHUTEIBLHON BIACTH, BBIAABIINN pa3pelieHre
Ha MPOBEJACHUE ATOTO HMCCIEIOBAaHUSA, B CPOK, HE IMPEBBIIIAIONIUN TPEX MECSIEB CO JHS €ro 3aBepILICHUS,
MIPUOCTAHOBIICHUS WIIH MIPEKPAIICHUS, B TIOPSIKE, YCTAHOBIIEHHOM YIIOJHOMOYCHHBIM (hefiepaTbHBIM OPTaHOM
HUCIIOJTHUTEILHON BJIACTH.

12. Hapymenune mnpaBwi Haajexaled KIMHUYSCKON MPaKTUKH, QanbCUUKAIUs Pe3yIbTaTOB
KJIMHUYECKOTO MCCIIEOBaHUS JIEKApCTBEHHOTO Mpenapara Ijs MEIUIIMHCKOTO MPUMEHEHHsI BIEKYT 3a co00i
OTBETCTBEHHOCTb B COOTBETCTBUHU C 3aKOHOJATENbCTBOM Poccuiickoii deneparuu.

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

13. Ilpu mpoBeneHUM KIMHUYECKOTO HCCIIEIOBaHMS JIEKapCTBEHHOIO IMpemnapara s METUIMHCKOTrOo
MIPUMEHEHHUS JIOMyCKaeTcsi 3a00p y MaIMeHTOB OHOJIOTHYECKUX MaTepHanioB (00pa3ibl OHMOJIOTHUYECKUX
KHUJKOCTEH, TKaHEeW, CEKPEeTOB M MPOIYKTOB HKHU3HEIEATEIbHOCTH YEIOBEKa, (U3UOJIOTMUYECKUX U
NaTOJIOTHYECKUX BBIJICJIEHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPIaHU3MOB, OUONICUIHBIN MaTepuan) A
ux nzydenus B Poccuiickoit @enepanuu u (win) 3a npenenamu Poccuiickoit deneparmu.

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

14. Tlopsimok BBo3a B Poccuiickyro ®denepanuio M BbIBo3a 3a mpeaenbl Poccuiickoit Depepanun
OMOJIOTUYECKUX MaTEPHAJIOB, MOJTYUYEHHBIX MPH MPOBEICHUH KIMHUYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOTO
npernapara Jyisi METUIIMHCKOT0 IpuMeHeHusl, ycTanapnuBaercs [IpasurenscTBoM Poccuiickoit deneparuu.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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Cratba 41. [loroBop O nNpoBeAEHMU KIMHUYECKOro MUCCrefoBaHUA JeKapCTBEHHOro
npenapara ana MeauLUHCKOro NpuMeHeHus

1. Kiunnyeckoe wucciaenoBaHuE JIEKapCTBEHHOTO IIpernapaTta i MEAUIMHCKOTO IMPUMEHEHUS
IPOBOJUTCA B COOTBETCTBUU C JOIOBOPOM O INPOBEICHUM KIMHUYECKOIO HCCIIECIOBAHUS JIEKApCTBEHHOTO
npenapara JUisi MEJUIMHCKOTO IPUMEHEHHs], 3aKJIF0YaeMbIM MEX/1y OpraHu3aluei, moy4nBIIel pa3perieHne
YIOJIHOMOYEHHOTO (e/iepajJIbHOr0 OpraHa MCIOJHUTEIbHON BIACTH HAa OPraHMU3alMIO0 MPOBEICHHUS TAaKOTrO
UCCIIEI0BaHMs], U MEJULIMHCKOM OpraHu3anuei, OCyIlecTBIIOEH IPOBEACHUE TAKOI0 UCCIEJOBAHUS.

2. I[OFOBOp 0O IMOpPOBCACHHUHU KIIMHHUYCCKOI0 HCCICAOBAHWA JICKAPCTBCHHOI'O IMpfcrapara I
MCIUIHUHCKOI'0 IPpUMCHCHUS JOJIKCH COACPKATE!:

1) YCIIOBUA U CPOKH IPOBECACHUSA JAHHOI'O UCCIICOOBAHMA,

2) OIIPCACIICHUC O6IJ_ICI71 CTOUMOCTH IMPOTpaMMbl HAaHHOI'O HCCICAOBAaHHUA C YKA3dHUCM CYMMBI,
npenHa3Haqa10meI7lc51 JJIA BBITIIIAT UCCIICA0BATECIIAM, COUCCIICA0BATCIIAM,

3) ompenenenue (GopMbl MPEACTABICHUS PE3yJbTAaTOB JAHHOTO HWCCIICIOBAHHS B YIOJHOMOYCHHBIN
(denepaabHBINA OPTaH UCTIOJHUTEIILHOMN BIIACTH.

Crtatbsa 42. ®duHaHCOBOEe obGecneyvyeHue KIIMHUYECKOro uccrieaoBaHUs NEeKapCTBEHHOro
npenapara Ana MeaMLUHCKOro npuMeHeHus

®duHAHCOBOE obOecrieucHue KIIMHUYCCKOI'O HUCCICOAOBaHUsA JICKApCTBCHHOT'O nmpenapara A
MCIUIHUHCKOI'0 NPpUMCHCHUS OCYIICCTBIIACTCS 3a CUCT:

1) cpencTB deaepanbHOro OrOIKETa;

2) cpencTB oOpraHu3aluil, MOTYYUBIIMX pa3pelIeHHe Ha OpraHu3aluio0 IPOBEJICHUS JTaHHOTO
UCCJIEIOBAHMSI, B COOTBETCTBUU C YCIOBUSMHU JOTOBOPA O €r0 MPOBEACHUU;

3) HWHBIX HC 3alIpCHICHHBIX 3aKOHOAATCILCTBOM Poccuiickoit (Deﬂepam/m HCTOYHHUKOB.

Cratba 43. [lpaBa nauueHTOB, Y4YacTBYHOLWMUX B KIMHAYECKOM WCCrefOBaHUU
neKkapcTBEHHOro npenapara Ans MeauLMHCKOro NnpuMeHeHus

1. Yuactue ManMCHTOB B KIIMHUYCECKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O IIperapara AJisi MEAULUMHCKOTO
NPUMCHCHUA SABJIACTCA I[O6pOBOJ'IBHBIM.

2. [ManmeHT WK ero 3aKOHHBINA NIPECTABUTEINb JODKEH ObITh MHGOPMUPOBAH B MMUCEMEHHOM (hopMme:

1) O JICKaApCTBCHHOM IIpfriapare majiId MCAUIUHCKOIO MNPHUMEHCHUA W CYIIHOCTH KIIMHHUYCCKOI'O
HCCIIEA0BAHMUA 3TOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) o Oe3omacHOCTH JICKApCTBECHHOT'O IIp€riapara s MEAULOMWHCKOroO IPHUMCHCHUA, €TI0 O)KH,Z[&CMOﬁ
3(1)(1)6KTI/IBHOCTI/I " CTCTICHU pHCKa IS IMallUCHTA,

3) 00 YCIOBUAX Yy4YaCTHA MAllMCHTA B KIIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIpCIliapara IJId
MCIUIIUHCKOI'O IPUMCHCHUA
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4) 0 OCJIM WK OeJIIX U NPOAOJLKUTCIBHOCTH KIIMHUYCCKOI'O UCCIICAOBAHMS JICKAPCTBCHHOI'O IIpeIiapaTa
AJIL MCOAUITUHCKOTO ITPUMCHCHU

5) 0 neicTBUAX MAalMeHTa B CiIydae HENpeIBUICHHBIX 3(PQEKTOB BIHMSIHUS JEKApPCTBEHHOTO IMpernapara
JUTSL MEAMLIMHCKOT O IPUMEHEHNsI Ha COCTOSIHUE €T0 3I0POBbS;

6) 00 yCIOBHSX 0053aTEILHOTO CTPAaXOBAHMS KU3HH, 3/I0POBbsSI MAIMCHTA;

7) 0 TapaHTHUuAgX KOH(l)I/II[eHHI/IaJ'II)HOCTI/I ydqactusa IIagM€HTa B KIMHHYCCKOM HCCICIOBAHUU
JICKAPCTBCHHOTO IIpCIiapaTa AJIsI MECAUIITUHCKOT'O IIPUMCHCHUA.

3. I[06pOBOJ'IBHO€ corylaCuc¢ IanuCHTa Ha YYaCTUC B KIMHUYCCKOM HUCCIICAOBAHUU JICKAPCTBCHHOTO
npenapara ajd MCAUIHUHCKOI0 MPUMCHCHHA MOATBCPIKAACTCA €ro MnmOoANUChbIo WKW MOANHCBIO €TI0 3aKOHHOI'O
OpeaACTaBUTECIIA Ha I/IH(l)OpMaHI/IOHHOM JJUCTKC IMallMCHTA.

4. HaHI/IeHT WM €r0 3aKOHHBIM OpEACTAaBUTCIIb UMCECT IMPABO OTKA3aTbCA OT Yy4aCTHUA B KIMHUYCCKOM
HCCIICAOBAHUHU JICKAPCTBEHHOT'O IIpf€riaparta JJId MCAUIUHCKOI'O IIPUMCHCHHA Ha JIF000H cTaguu MpPOBECACHUIA
TaKOIro uCCJICJ0BaHuAd.

5. IlpoBeneHuwe KIMHUYECKOTO WCCIEIOBAHUS JIEKAPCTBEHHOrO TIpermapaTta [Uisl METUIIMHCKOTO
MPUMEHECHHS C yYaCTHEM B KA4E€CTBE MAIMEHTOB JIETSH TOMYCKAETCs TOJIBKO C COTJIACUsl B MUChbMEHHOU (hopMe
WX POJMTENICH, YCRIHOBUTENCH. JleTH MOTYT pacCMaTpUBAaThLCS B KQUeCTBE MOTCHIMATBHBIX TAIIIEHTOB TaKOTO
WCCIICZIOBAHMSI, TOJBKO €CIIM €ro MpOBEJACHUE HEOOXOAMMO [UIS YKPEIUICHUS 30pOBBS JIeTeH WiIn
NpOPHIAKTUKY UHPEKIIMOHHBIX 3a00JICBaHHUI B IETCKOM BO3PACTe JIMOO €CIIU IIEJBI0 TAKOTO HMCCIICOBAHUS
SIBIISICTCS TIOJTYYCHUE JTAHHBIX O HAWJIy4IleH JTO3MPOBKE JIEKAPCTBEHHOIO Iperapara Juis JieueHus nereid. B
ITUX CIy4asX TAKOMY MCCIIEIOBAHUIO JOHKHO MPEIIIECTBOBATh KITMHUYECKOE UCCIICIOBAHHUE JICKAPCTBEHHOTO
mpemnapara JJisi MEIUIIMHCKOTO MPUMEHEHHUS Ha COBEPIICHHOJIETHUX Tpak[IaHaX, 3a UCKIIOYCHHEM CIyYaes,
€CJIM  UCCJICIYyeMBIH JIEKAapCTBEHHBIA Tperapar Juis MEIUIIMHCKOrO0 TMPUMEHCHHS IpeIHa3HAuYeH
HCKITIOYUTEITLHO ISl HCTIOJIB30BAHMS HECOBEPIICHHOJICTHIMHE TPaXKIaHAMH.

(B pen. deaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3anpemaeTc;1 IMPOBCACHUEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTa IJid
MCIUITUHCKOI'O IPUMCHCHUS C YUACTUCM B KAYCCTBC IMMAITUCHTOB!

1) nereit-cupoT u AeTei, ocTaBIIMXCs 0€3 TONEUYEHUs] pOTUTENCH;

2) KeHIIMH B MIEpUOJT OEPEMEHHOCTH, KEHIUH B MEPHOJ I'PYIHOTO BCKAPMIIMBAHUS, 32 MCKIIOUYEHUEM
CITy4aeB, €CII IPOBOANTCS KIMHUYECKOE MCCIICAOBAHNE JIEKaPCTBEHHOTO MpenapaTa, NpeaHa3HaueHHOTO IS
YKa3aHHBIX JKEHIIUH, TIPH yCIOBUH HEOOXOANMOCTH MOIyYeHHS HH(OPMALUH TOJIBKO BO BPEMs IPOBEACHHUS
COOTBETCTBYIOIINX KIMHHYECKUX UCCIIETOBAHUI U TIPUHATHUS BCEX HEOOXOIMMBIX MEp MO UCKIIIOYEHUIO PHCKa
HaHECEHUs BpeJia JKEHIUHE B MepHoj OepeMEHHOCTH, )KEHIIIMHE B TIEPUO]] IPYIHOTO BCKapMIIMBAHUS, IUIOAY
WK peOCHKY;

3) BOEHHOCTY)XalMX, 3a UCKIYEHHEM CIydyaeB MPOBEACHUA KIMHUYECKOTO HCCIIEOBaHUS
JIEKapCTBEHHOT'O Mpenapara, ClieualbHO pa3paboTaHHOIO AJIsl MPUMEHEHHS B YCJIOBUSIX BOCHHBIX JEUCTBUH,
Ype3BhIYANHBIX CUTYyalUH, TPOMUIAKTUKY U JIeUeHUs 3a00JIeBaHU U MOPaKEHUH, OJyUYEHHBIX B pe3ysbTare
BO3/ICHCTBUSI HEONArOMPUSTHBIX XUMHUYECKHX, OWOJIOTMYECKUX, paJualMoHHbIX (akTopoB. KimHmueckoe
HCCIe0BaHUE TAKOTO JIEKAPCTBEHHOI'O MpEernapaTa MOXKET MPOBOAMTHCS C YYACTHEM B KaueCTBE MAllUEHTOB
BOCHHOCIYXKAIIUX, 33 WCKIIOUYEHHEM BOCHHOCIYXKAIIMX, MPOXOJSIIMX BOCHHYIO CIyXOy IO TPHU3BIBY, C
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CO6J'IIO,Z[GHI/ICM Tpe60BaHPII>i, YCTAHOBJICHHBIX  HACTOAIUM d)ezlepaanHM 3aKOHOM B OTHOIICHHUH
TpaXXJAaHCKUX JINII;,

4) coTpyITHUKOB IIPABOOXPAHUTEIBHBIX OPIaHOB;

5) nui, OTOBIBAIONIMX HAKa3aHWE B MECTax JIMIICHHS CBOOONBI, a TaKKe JIHI, HaXOIAIIUXCS TOJ
CTpa)el B CIICICTBEHHBIX U30JATOPaX.

7. [HomyckaeTcsi MpoBeJeHHE KIMHUYECKOTO HCCIIEOBaHUS JIEKQpCTBEHHOTO Iperapara Ui
MEAMIIMHCKOTO TPUMEHEHUs, MpeIHAa3HauYeHHOro AJs JICYeHHUsS TNCHUXUYECKUX 3a00JeBaHUl, C ydyacTHeM B
KauecTBE MAlMEHTOB JIUI] C TMCUXUYECKHUMH 3a00JIeBaHUSMU, MPU3HAHHBIX HEIEECIIOCOOHBIMU B MOPSIKE,
YCTaHOBJIECHHOM 3aKOHOJaTelIbcTBOM Poccuiickoit denepannu. KinmHnyeckoe ucciieIoBaHUE JIEKaPCTBEHHOTO
mpenapara B 3TOM CJydae MPOBOJUTCA TMPH HAJIMYUM COTJIACHS B THCHhMEHHOM (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 PaspCIICHUEC HAa OpraHU3ali0 NPOBCACHUSA KIIMHUYCCKOr0 UCCIICI0OBaHUA
JICKApPCTBCHHOI'O IIpfriapara s MCAUIUHCKOI'O IMTPUMCHCHU A, 00s3aHa B Ka4eCTBE CTpaxoBaTCjisl CTPaxoBaTh
pUCK NPHUYUHCHHUA BpcJa KHU3HHU, 3JOPOBbBIO IMAIIMCHTA B PE3YJbTATC MNPOBCACHUSA KIIMHUYCCKOI'O
HCCIICAOBaHHA JICKAPCTBCHHOT'O IperiapaTta IJjid MCAUIMHCKOTI'O IPUMCHCHUS 34 CBOH cUeT IMyTCM 3aKJIFOYCHU A
A0rosopa 00513aTEIILHOTO CTpaxoBaHUH.

2. O0BEKTOM 00513aTENILHOTO CTPAXOBaHUS SBIISETCS UMYIIECTBEHHBIN MHTEpEC MalueHTa, CBA3aHHbII ¢
MPUYMHEHUEM Bpella €ro JKU3HU WIH 3J0POBBI0 B PE3yJbTaTe MPOBEACHUS KIMHHYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOTO Npenapara JuIs MeIUIUHCKOTO IPUMEHEHHUSL.

3. CTanOBbIM ClIydacM 110 JOTOBOpY 00513aTEJILHOTO CTpaxOBaHUA SBJIACTCA CMCEPTb ITAaUCHTaA HIIN
YXyAueHue €ro 340pOBbiA, B TOM YHCJIC BJICKYIIICC 3a coboit YCTAaHOBJICHUC HWHBAJIMAHOCTU, TIPHU HAJINYUU
HpH‘IHHHO-CHCHCTBGHHOﬁ CBsA3U MCIKAY HACTYIIJICHUCM 3TOI'O COOBITHS U Y4aCcTUCM IMallMCHTA B KIIMHUYCCKOM
HCCIICAOBAHNHU JICKAPCTBCHHOI'O IIp€iapara.

4. Tpe6OBaHI/I$I 0 BOSMCIICHHHU BpEaa, MPUIUHCHHOI'O XM3HU WM 3J0POBBIO MalUMCHTA, MMPCABABIAIOTCA
B TCYCHHUE CPOKOB HCKOBOM JaBHOCTH, YCTAHOBJICHHBIX I'PA’KJaHCKHUM 3aKOHOAATCIIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIATHI 110 JOTOBOPY 00513aTEILHOTO CTpaxOBaHUsA COCTABJIACT:

1) B ClIydya€ CMCPTHU MallMCHTAa ABa MHJIJIMOHA py6nel71 Ha KaXAO0TO MaluCHTA, YYaCTBOBABIICTO B
KIIMHUYCCKOM UCCJICJOBAHUU JICKAPCTBCHHOTI'O IIPLCIiapara,

2) npu yXyALIEHUH 3[J0pOBbs MALIUEHTA!

a) MOBJIEKIIEM 3a CO00W yCTaHOBJICHHE MHBAJIMAHOCTH | TpyIIbl, OIMH MUJUIMOH MSITHCOT ThICAY pyOseit
Ha Ka)XJO0r'0 alUeHTa, Y4aCTBOBABILEr0 B KIMHUYECKOM UCCIIEI0OBAHUH JIEKAPCTBEHHOIO IIperapara;

0) moBiekIeM 3a co0oi ycTaHOBIeHHE MHBaIUAHOCTH I rpynmbl, o1MH MUIUTMOH pyOJei Ha KaKIoro
MAIMEHTA, yYaCTBOBABLIETO B KIIMHUYECKOM MCCIIE0BAaHUH JIEKAPCTBEHHOTO NIpemnapara;
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B) MOBJIEKLIEM 3a c000i ycTtaHOBiIeHHE UHBaNUIHOCTH 111 rpynmbl, OATHCOT ThICSAY pyOsel Ha KaXJI0ro
MAIMEHTA, yYaCTBOBABLIETO B KIIMHUUECKOM MCCIIE0BAaHUY JIEKAPCTBEHHOTO NIpenapara;

I') HE TMOBJEKIIeM 3a COO0N yCTaHOBJICHHS WHBAJIMTHOCTH, HE OOJiee YeM TPHUCTA THICSY pyOsied Ha
Ka)KJOT0 TAI[UeHTa, YYaCTBOBABIIIECTO B KIMHHYECKOM HCCIICIOBAHUH JICKAPCTBEHHOTO TIperiapara, HCXOoIs U3
HOPMAaTHBOB, OTPAXKAIONINX XapaKTep W CTEIICHb MOBPEXKICHUS 3/IOPOBBS, a TaKke (PaKTUUISCKH TMTOHECEHHBIX
NAIMEHTOM pPAaCXOJIOB, BBI3BAHHBIX IMOBPEKICHUEM 3JI0POBbS, HA MEIUIIMHCKYIO TIOMOIIb, MPHOOPETCHUE
JICKapCTBEHHBIX TPENapaToB.

(nm. "r" B pen. @eaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 ropa. - @enepanbublii 3akon oT 22.12.2014 N 429-D3.

7. Cpok noroBopa 00s3aTEIbHOTO CTPAaxOBAaHMUsS HE MOXET ObITh MEHEee, YeM CpOK IPOBEICHUS
KJIIMHUYECKOTO UCCIIeI0OBaHMS JIEKAPCTBEHHOTO Mperapara.

8. YcoBus gorosopa 00s13aTeIbHOIO CTPaXoOBaHUs, B TOM YUCIIE CTPAaXOBble TapU(bl IO 0053aTEIBHOMY
CTpaxOBaHMIO, IepeuyeHb HEOOXOJMMBIX JOKYMEHTOB Uil OCYLIECTBICHMS CTPAaXOBOW BBIMJIATHI, MOPSIOK
YCTQHOBJICHHSI CTpaxoBaTeleM HHAMBHIYaJbHOTO HWACHTU(PHUKAIMOHHOTO KOJAa TMAaIlMeHTa, MOPsI0K
WH(GOPMHUPOBAHUS CTPAXOBATEIEM CTPAXOBIIMKA O TMPHUBICYCHHBIX K KIMHUYECKOMY HCCIIEOBAHUIO
JICKAPCTBCHHOI'0 IIpf€rapara A MCIUIHMHCKOI0 IMPUMCHCHHUSA IMMAallMCHTAaX, MNOPAAOK VYILIAThI CTanOBOI\/'I
opeMun, MnopdaaoK pfalnu3alr ONPCACICHHBIX HACTOAIIHUM d)enepam,HHM 3aKOHOM W JpyTHUMHU
(benepanbHBIMU 3aKOHAMH IIPaB M 0053aHHOCTEH CTOPOH IO AOrOBOPY 00S3aTENBHOIO CTPAXOBAHUSA, a TAKKe
HOPMATUBBI, OTPaKAIOIIME XapakTep M CTENEeHb MOBPEXICHHS 3/I0pOBbs, YCTAHABJIMBAIOTCS THUIIOBBIMHU
IpaBUIaMU 00S3aTEILHOTO CTPAXOBAHMS.

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

9. B ciyyae mpu4MHEHHUS Bpela JKU3HU IMAIMEHTa, yYaCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOTO TperapaTa, BhITOAONPHOOpETaTEIIMU 110 JOTOBOPY 00S3aTEIHLHOTO CTPAXOBAHUS SIBIISIOTCS
rpakaHe, MMEIOLIUME IPaBO Ha BO3MEUICHHE BpeJa B CilIydae CMEpPTH KOPMMIIbIA B COOTBETCTBUU C
TPaXXTaHCKUM 3aKOHOJATEeNbCTBOM, MPU OTCYTCTBUU TaKWUX TPaKIaH - POIUTENH, CYNpPYT, JETH YMEPIIEro
MAalMeHTa, YYaCTBOBABIIEIO B KIMHUYECKOM HCCJIEIOBAHMM JICKAPCTBEHHOTO Ipernapara, B Cliydae CMEPTH
MalMeHTa, YYacCTBOBABIIEIO B KIMHUYECKOM HCCIEAOBAHUM JICKAPCTBEHHOTO Ipenapara ¥ HE HMEBIIETro
CaMOCTOSITEJIBHOTO J0X0/1a, - TPaKJaHe, Ha WKIUBEHUU KOTOPBIX OH HAXOAWJICSA, B OTHOIICHUU BO3MEIICHUS
pacxoZoB Ha MOrpebeHHe MalKeHTa, Y4YacTBOBABIIETO B KIMHMYECKOM HCCIIEOBAHUM JIEKAPCTBEHHOIO
npernapara, - JIMIo, OHECIIee TaKHe PACXO/bI.

10. CTanOBaH BbITIJIaTa B CYCT BO3MCIICHHUA BpEaa, NPUIUHCHHOT'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, YYAaCTBOBABIIMI B KIMHUYECKOM HCCIEIOBAHHU
JIEKapCTBEHHOT'O TIperapara, BBITOJONPHOOPETATENIb BIPaBE MPEABSIBUTH HETMOCPEACTBEHHO CTPaXOBIIUKY
TpeOOBaHNE O BO3MEIICHUH NMPUYMHEHHOTO Bpena. CTpaxoBas BBIILIATA OCYIISCTBISETCS CTPAXOBIIUKOM B
TEYeHHE TPUILATH JHEH CO THS MPEICTaBICHUS HEOOXOIUMBIX AOKyMeHTOB. [lanueHT, y4acTBOBaBIIUI B
KIIMHUYECKOM HCCJIEIOBAaHUU JICKApPCTBEHHOTO MperapaTa, WU BBITOJONPHOOpeTaTeNlb 00s3aH COOOIIUTH
CTPaxOBIIUKY Ui OCYIIECTBJICHUS CTPAXOBOW BBIILJIATHl WHAMBUAYAIBHBIH WICHTU(OUKAIIMOHHBIA KO
MaIlMeHTa, YCTAaHOBIICHHBIA CTPaxOBaTeJIeM B COOTBETCTBHUM C THUIIOBBIMH IIPABWJIAMU O0S3aTEIIBHOTO
CTpaxOBaHUs.
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12. JIo moysHOro onpeneNneHns pasmMepa MoUIekKaIlero BO3MEIICHUIO BpeJja CTPAXOBILUK 10 3asBICHUIO
MAllMEHTa, y4aCTBOBABLIETO B KIMHUYECKOM MCCIIEOBAHUU JICKAPCTBEHHOIO IIpernapara, WINA 3asBICHUIO
BBITOJIOTIPHOOpETATENSI BIPABE OCYIIECTBUTHh YacCTh CTPaXOBOW BBIMIATHI, COOTBETCTBYIOUIYIO (DaKTHUECKU
ONPEIETICHHON YaCT! NPUYMHEHHOTO BpEIa.

13. CtpaxoBasi BbIIUIaTa B COOTBETCTBHM C JIOTOBOPOM O0S3aTEIIBHOIO CTPAaXOBaHUS OCYIIECTBISETCS
HE3aBUCHMO OT BBIILIAT, IPUUUTAIOLUIUXCS M0 IPYTHUM BHIaM CTPaxOBaHHUS.

14. He AOIYCKACTCA y4aCTHC IMAHWCHTA B IPOBCACHUN KIIMHUYCCKOTO HCCIICAOBAHUA JICKAPCTBCHHOI'O
npemnapara 1npu OTCyTCTBUH JOr0OBOpa 00513aTENBHOTO CTpaxOBaHUs.

15. KoHTpouib 3a UCIIOJTHEHUEM OpraHu3aluel, MOIyYUBIIEH pa3pelieHne Ha OpraHu3aliuio IPOBEACHUS
KIIMHUYCCKOI'O MCCICAOBAHHA JICKAPCTBCHHOI'O IMperiapara AJd MCAUIIUHCKOI0 MpUMCHCHU, yCTaHOBJ'IeHHOI\/'I
HacToOsIIEH cTaThell O00SI3aHHOCTU MO O00s3aTENbHOMY CTPaxOBAaHMIO JKU3HHU, 3/I0pOBbsS TMAIMEHTa,
ydacTByroulero (y4acTBOBAaBIIEI0) B  KJIMHUYECKOM  HCCIIEJOBAaHUM  JICKAPCTBEHHOIO  Ipenapara,
OCYILECTBIISICTCSI  YIIOJTHOMOYEHHBIM  (heZiepalibHbIM ~ OpPraHOM — HCHOJHMTENBHOM BJIACTH, BBIJABILUM
paspellieHne Ha MPOBEIECHUE KIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX IIPENApaToB Il MEAUIIMHCKOIO
NPpHUMCHCHUA.

Mnaea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPELOCTB
CraTbsa 45. pon3BoacTBO NeKkapcTBeHHbIX CpeacTB

1. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB JIOJDKHO COOTBETCTBOBATH TPEOOBAHUSM  MPABUII
HaJyIeKalled MPOU3BOJICTBEHHOW MPAKTHUKU, YTBEPKIACHHBIM YIOTHOMOYEHHBIM (elepasbHbIM OpPraHOM
WCTIOMHUTENbHOU BiacTH. OCOOCHHOCTH Tepexo/ia MPOU3BOJICTBA OTIACIBHBIX JIEKAPCTBEHHBIX CPEICTB K MX
IPOU3BOJCTBY B COOTBETCTBUU C TpeOOBaHUSAMHU NpPAaBHJ HaJUIekKalled MPOU3BOACTBEHHON NPAaKTHKU
ycraHaBnuBarorca IIpaBurensctBom Poccuiickonn ®enepauuu. Bpimada 3axkiroyeHHid O COOTBETCTBUU
MIPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM IMpaBWII HaAJEXKAlIeH MPOW3BOJACTBEHHOMN MPaKTUKU
OCYILECTBISIETCS MO pe3yJibTaTaM HMHCIEKTHUPOBAHUS MPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEJACTB B IMOPSIKE,
yctaHoBieHHOM IIpaBurensctBoM Poccmiickoit ®enepanuu. Pasmep mnaTel 3a BblIady 3aKIOYEHUS O
COOTBETCTBUU  TPOU3BOAMTENSA  JIEKAPCTBEHHBIX  CPEJICTB  TpeOOBAaHWSM  MpaBWI  HaJyIeKaIen
MIPOU3BOJICTBEHHOM TMpakTUKK ycTaHaBiauBaercs IIpaBurenbctBoM Poccuiickont ®enepamuu. [lopsiiok
OpraHu3alMi U MPOBEICHUS MHCIEKTUPOBAHUSA NPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEJICTB Ha COOTBETCTBUE
TpeOOBaHUSAM TIpaBUJ HaANEXKaIleHd TMPOU3BOACTBEHHONM NPAKTHKU YyCTaHaBiuBaeTcs IIpaBUTENHCTBOM
Poccuiickoit denepanuu.

(B pen. @enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-@3, ot 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D3)

2. Ilpom3BoACTBO JIEKapCTBEHHBbIX cpeacTB B Poccuiickoir  ®enepanum  OCyIIECTBISIETCS
IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX CPEACTB, MMEIOIIMMH JIMLIEH3UI0 HA IPOM3BOACTBO JIEKAPCTBEHHBIX
cpencts. IlonTeep)kaeHne COOTBETCTBUS JIMLIEH3MATa NIpaBUIIaM HaJUIEKalled MPOU3BOACTBEHHON NPAKTHKU
OCYILECTBISICTCA B PaMKax JHULEH3MOHHOIO KOHTPOJISI B COOTBETCTBUU C 3aKOHOAATENILCTBOM Poccuiickon

Ddeneparyu ¢ y4eToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIICH CTaThH.
(B pen. ®enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 22.12.2014 N 429-D3)

3. IIpow3BOACTBO JIEKAPCTBEHHBIX CPEJACTB OCYIIECTBISETCA C COOJIOJeHHEeM TpeOOoBaHMIA
IPOMBIIUICHHOTO DPErJIaMeHTa, KOTOPBIA YTBEpPXKAAeTCs PYKOBOAMUTEIEM IMPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB M BKJIIOYAET B ceOs MepeueHb HCMONb3yeMbIX (papMarieBTHUYEeCKHX CYyOCTaHIIM U BCIIOMOTATEIbHBIX
BEIECTB C YKa3aHHMEM KOJMYECTBA KaXKJIOTO M3 HUX, JaHHBIE 00 HCIOJIB3yeMOM O0OPYIOBaHHMH, OIHCAHUE
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TEXHOJIOTHYCCKOTO ITpoLecca 1 METOJA0B KOHTPOJISI HAa BCEX dTallaX MPOU3BOACTBA JICKAPCTBCHHBIX CPEACTB.

Koncynprantlmoc: mpuMeyanue.
C 29.12.2020 B 4. 4 ct. 45 BHOCsTCA u3MeHeHus (D3 ot 27.12.2019 N 481-D3).

4. Tlpu mnpou3BOJCTBE JEKAPCTBEHHBIX CPEACTB HCHOIB3YIOTCS (hapmarieBTHUECKHEe CYOCTaHIINU,
CBEJICHUS O KOTOPBIX COJEPIKATCS B TOCYJAapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB, 3a MCKIOYECHUEM
(dapmaneBTHUECKUX CYOCTaHIIMI, MPOU3BOAUMBIX [UIsl TPOBEACHHUS KIMHHYECKUX WCCIICIOBAHMA W JUIS
skcriopra. K mporeccy mnpomsBoiacTBa (hapMarieBTHUECKOH CYOCTaHIIMM OTHOCATCS JIFOOBIE  CTaJuu
TEXHOJIOTHYECKOTO TPOIeCcca, MO3BOJISIONINE MOJYYUTh TOTOBBIN MPOIYKT, COOTBETCTBYIOIIMN TpeOOBAHUSIM
¢dapmakomneiiHoil  cTaThbu, B TOM 4ucie (epMeHTalus, OSKCTPaKLMA, OYMCTKA, BbIJCIICHUE,
NEepPEeKPUCTAIIN3ALMS, BBICYILIMBAHNE, U3MEIbUYCHHE.

(B pen. ®eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)

4.1. IlepeueHpb JE€KapCTBEHHBIX IPENAPATOB AJIS MEIULMHCKOTO NMPUMEHEHUS, B OTHOLUIEHUH KOTOPBIX
yCTaHABIMBAIOTCA TpeOOBaHUS K OOBEMY Taphl, YMAKOBKE M KOMIUIEKTHOCTH, NEPEUYEHb JIEKaApCTBEHHBIX
MpernapaToB JJisi BETEPUHAPHOTO NPHUMEHEHUS, B OTHOUICHHMHM KOTODPBIX YCTaHABJIMBAIOTCS TpeOOBaHMS K
00beMy Tapbl, a TakXKe TpeOOBaHUS K 00beMY Taphbl, YIIAKOBKE U KOMIUIEKTHOCTH JIEKaPCTBEHHBIX MIPENapaToB
JUIs  MEAMLMHCKOTO TpHMEHEHHs, TpeOoBaHUs K 00beMy Tapbl JIEKAPCTBEHHBIX IpenapaToB JJis
BETEPUHAPHOIO TPUMEHEHUS ONPEACISIOTCS COOTBETCTBYIOUIMMH YIMOJHOMOUYEHHBIMH  (heiepaTbHbIMU
OpraHaMU MCIIOJIHUTEJILHOM BIIACTH B NOPsJIKE, ycTaHOBIEHHOM [IpaButensctBom Poccniickont denepanun.
(uactp 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

KoncynwsranTtlInroc: mpuMedanue.
C 29.12.2020 B u. 4.2 ct. 45 BHOCsTCS n3MeHeHus (D3 ot 27.12.2019 N 481-D3).

4.2. OpraHu3anuy, OCYIIECTBISIOUIME MPOU3BOJCTBO (hapMalleBTUUECKONH CyOCTaHLIMM CHHpTa
STWJIOBOTO (3TaHoJa) JUIsl IMPOU3BOACTBA CIMPTOCOJAEpPXKAIIMX JIEKAPCTBEHHBIX IIpenapaToB, OOsS3aHbI
OCYILECTBIIATh YYET U ACKJIApPUPOBAHUE B MOPSJIKE, YCTAHOBIEHHOM cTaThsiMU 8 u 14 denepanabHOro 3akoHa
oT 22 Host0pst 1995 roma N 171-®@3 "O rocymapcTBEHHOM pEryJIMpOBaHUHU IPOU3BOJACTBA M 00OpoTa
STHJIOBOTO CIHMPTA, AIKOTOJIBHOM M CIUPTOCOAEp)KAIled MPOAYKUMH M 00 OrpaHHMYeHHH MOTpeOIeHus
(pactuTHs) aJKOroJIbHOM MpoayKuuu'.

(uactsp 4.2 BBeeHa PenepanbHbIM 3akoHOM OT 03.07.2016 N 261-D3)

4.3. VnpuBunyalibHble NpPEANPUHUMATENN U IOPUIUYECKHE JIMIA, OCYIIECTBISAIOUINE 3aKyloKy U
UCIIONb30BaHUE (apMaleBTUYECKOW CyOCTaHIIMHM CIUPTa ATHIOBOrO (3TaHONA), a TaKXKe MPOU3BOJCTBO,
U3TOTOBJICHHE U (M) 000POT (32 UCKIIIOUEHUEM PO3ZHUYHOM MPOJaKu) CIIUPTOCOIEPKAIUX JIEKAPCTBEHHBIX
MpemnapaToB, 00s13aHbl OCYIIECTBIIATh UX YY€T U JCKIAPUPOBAHUE B TOPSAKE, YCTAHOBICHHOM CTaThsIMU 8 U
14 ®enepanpHoro 3akona ot 22 HOsO0ps 1995 roma N 171-®@3 "O rocynapCTBEHHOM peryIHpOBAaHUU
MPOU3BOJICTBA M 00OpPOTa STHIIOBOTO CIIMPTA, AalKOTOJBFHOW M CHUPTOCOJAEpKAIIed NPOAYKIHA H 00
OTpaHUYCHUU NOTPEOICHHS (PACTIUTHSA) ATKOTOJIBHON MPOAYKIUu" .

(dactp 4.3 BBeneHa denepanbHbIM 3akoHOM 0T 29.07.2017 N 278-D3)

4.4. IIpu Npou3BOACTBE JIEKAPCTBEHHBIX IPENApaToB Ul BETEPUHAPHOIO NPUMEHEHUS IOIyCKAETCs
UCIOJb30BAHUE TPOU3BEJCHHBIX Ul peanu3aluu (GapMaleBTUYECKHX CyOCTaHIMHA, BKIIOUEHHBIX B
TOCYJApCTBEHHBII  pEecTp  JIGKAPCTBEHHBIX CPEACTB  YHNOJHOMOYEHHBIM  (pellepajbHBIM  OpPraHOM
HCIOJIHUTENIBHON BJIACTH, OCYIIECTBIIAIOIIUM BEIEHUE TOCYIJAPCTBEHHOIO pPeecTpa JEKaPCTBEHHBIX CPEICTB
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TSl MEMIIUTHCKOTO MTPUMEHEHHS.
(uactb 4.4 BBennena @exnepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)

5. 3anperaercs MpoOU3BOJICTBO:

1) nexapCTBEHHBIX CpPEACTB, HE BKJIIOYEHHBIX B IOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJCTB, 3a
HCKJIFOYEHUEM JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOJAUMBIX JUISl TPOBEACHUS KIIMHUYECKUX MCCIIETOBAHUN U JJIS
JKCIIOPTa;

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB;
3) nexkapcTBEHHBIX CPEJCTB O€3 JIMIIEH3UH Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) eKkapCTBEHHBIX CPEACTB C HAPYIICHHEM IPaBUJI OpraHU3allMK MPOU3BOJCTBA U KOHTPOJIS KauecTBa
JIEKapCTBEHHBIX CPEICTB;

KoncynwsranTtlIoroc: mpuMedanue.
C 29.12.2020 1. 5 4. 5 ct. 45 yrpauuBaer cuiny (P3 ot 27.12.2019 N 481-D3).

5) dapManeBTUYECKON CyOCTaHIIMU CIIUPTA STHIOBOTO (3TaHOJA) Ha TEXHOJOTHIECKOM 000pYyI0BaHUH,
KOTOpPOE€ HE 3apEerucTPUPOBAHO WMIIM 3aKOHCEPBUPOBAHO B COOTBETCTBUM ¢ DepepaibHbIM 3aKOHOM OT 22
HOsI0pst 1995 roma N 171-®3 "O rocyaapCTBEHHOM peryJMpOBaHUU IMPOU3BOACTBA W 000pPOTAa 3TUIIOBOTO
CIHUpTa, alKOTOJbHOW W CHHpTOCOAepXkameld MPOAYKIMH W 00 OrpaHUYeHUH TMOTpeOieHus (pacruTus)
AJIKOTOJILHOM MPOTyKIUH'".

(n. 5 BBeneH PenepanbHbIM 3ak0HOM 0T 29.07.2017 N 278-D3)

Koncynprantllimroc: mpuMedaHue.
C 29.12.2020 9. 5 ct. 45 nononasiercsa . 6 u 7 (O3 ot 27.12.2019 N 481-D3).

6. [Tpu BBOJIE JIEKAPCTBEHHBIX CPEJICTB B TPAXKAAHCKUNA 000OPOT YIOJTHOMOYEHHOE JUIIO0 TPOU3BOAUTEIIS
JIEKAPCTBEHHBIX  CPEJCTB  OCYIECTBISAECT TOJITBEPKICHHUE COOTBETCTBUSA JICKAPCTBEHHBIX  CPEJCTB
TpeOOBaHMAM, YCTAHOBJICHHBIM MPU MX TOCYJAPCTBEHHOW PETHCTPALUM, U TAPAHTUPYET, UYTO JICKAPCTBECHHBIC
CpeIcTBa TPOW3BEJACHBI B COOTBETCTBHM C TPEOOBAHWSAMH TPAaBUJ HAJUICKAIIEH IMPOU3BOJCTBECHHON
MPaKTUKH.

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

7. YNOIHOMOYEHHBIM JIMIIOM TPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPEJACTB SBISETCS €ro pabOTHUK,
aTTeCTOBAaHHBIH B YCTAHOBJICHHOM YIOJHOMOYEHHBIM (e/iepaibHbBIM OPraHOM HCIIOJIHUTEIFHONW BIACTH
MOPSIIKE W UMEIOIIHMMA CTaXK pabOThI HE MEHEee 4YeM IISTh JIeT B 00JacTH MPOM3BOACTBA U (WJIM) KOHTPOJIS
Ka4yecTBa JICKAPCTBCHHBIX CPEICTB, BBICIIEE 00pa30BaHUE COOTBETCTBEHHO IO OJHOW W3 CIIEIUAIBHOCTEH U
(umu)  oAHOMY W3 HAmpaBlIeHWH  TMOATOTOBKHU:  OHWOJOTHS,  OHOTEXHOJOTHs,  BETEpPUHAPHS,
BETEPUHAPHO-CAHUTApHAs  OKCIEePTH3a, KIMHUYECKas MEAWIMHA, pPaJdallMOHHAs, XHMHYECKas U
Ouosiornueckas 3ammura, (papmanus, GyHaaMeHTaIbHast MEAULINHA, XUMAYECKast TEXHOJIOTHS, XHMUSI.

(B pen. ®enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. [IpousBoauTENN JIEKAPCTBEHHBIX CPEJICTB (32 UCKIIOUEHHEM (papMalieBTUYECKONW CyOCTaHLIMU CIIUPTa
STWJIOBOTO (3TaHONA) MOTYT OCYIIECTBIATh MPOJAXy JIEKapCTBEHHBIX CPEICTB WM IepelaBaTb UX B
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YCTaHOBJIEHHOM 3aKOHO/1aTeNbcTBOM Poccuiickoit denepannu mopsake:
(B pen. denepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) apyruM npou3BOIUTEISM JIEKAPCTBEHHBIX CPEJCTB AJIs IPOU3BOCTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3anysaM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;

3) AIllTCUHBIM  OpraHu3anudaM, BCTCPHUHAPHBIM  AIITCYHBIM  OpraHu3aluiaM, WHIAHWBUAYAJIIbHBIM
NpCaAIIpUHUMATEIIAM, HUMCHOIIHMM JIMIOCH3UIO Ha (bapMaHeBTI/I‘IeCKYIO JCATCIIBHOCTh WJIHN JIMOCH3HUIO Ha
MCIUIIUHCKYIO ACATCIIBHOCTD;

4) Hay4YHO-UCCIIEI0BATEILCKUM OpraHU3alMsIM JJIsl HAyYHO-HCCIIE0BAaTENIbCKOM padoThI;
5) MEAMLIMHCKUM OpraHU3alusAM U BETEPUHAPHBIM OpPraHU3aLUsAM;

6) opraHm3ansaM ¥ HHIUBUIYAJIBHBIM MPEANPUHUMATENSM, OCYIISCTBISIONINM  pa3BeleHUE,
BBIPANIUBAHUE M COJICPKAHHME XUBOTHBIX (32 UCKIIOYCHHEM IPOJaXH UM (apMarleBTHUECKUX CYOCTAHIINN
WM UX TIepeaadn).

(m. 6 B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Koncynprantlmoc: mpumeyanue.
C 29.12.2020 B 4. 9 cTt. 45 BHOCsTCA u3MeHeHus (D3 ot 27.12.2019 N 481-D3).

9. IlpomsBoaurtenu (apmaneBTUUECKON CyOCTaHIIMM CIOHUpPTa STWIOBOrO (3TaHONA) OO0S3aHbI
OCYILECTBIISITh peaNu3aluio (meperayy B YCTAaHOBJICHHOM 3aKOHOJATeNbCTBOM Poccuiickoit ®Penepanuu
nopsiike) (apManeBTHUECKOW CyOCTaHIMU CIHMPTA STHIOBOTO (3TAaHOJA) MPOU3BOMUTEINSM JIEKAPCTBEHHBIX
CPEICTB JJIsS TIPOU3BOJICTBA JIGKAPCTBEHHBIX CPEJCTB B €MKOCTSIX 0oOBeMOM He Oosee | ymrpa m (wim) He
MeHee 1000 yuTpoB, a OpraHM3alusM, YKa3aHHbIM B IIyHKTax 2 - 6 4acTW 8 HACTOSIIEN CTaTbU, B Tape
obbeMoM He Oosee 1 muTpa.

(uacts 9 BBenena denepanbHbiM 3aK0HOM 0T 29.07.2017 N 278-D3)

Koncynprantlnoc: mpuMeyanue.
C 29.12.2020 ct. 45 nononusercs 4. 10 u 11 (3 o1 27.12.2019 N 481-D3).

CraTtbsa 46. MapknpoBKa nekapcTBeHHbIX CpeacTB

1. .HCKapCTBeHHI)IC npenaparbl, 3a HCKIOUYCHUCM JICKAPCTBCHHBIX IMPCIapaToB, HW3TOTOBJICHHBIX
anTeYHBIMH  OpPraHU3AIMAMH, BETCPHHAPHBIMH  aNTCYHBIMU  OPTraHM3allMsIMU,  HMHIAUBUAYaJIbHBIMU
HpEeANPUHUMATEISIMH, UMEIOIMMH JIMICH3UI0 Ha (hapMalleBTHUECKYIO JeSITeIbHOCTD, JOJDKHBI TOCTYIATh B
oOpailieHue, eciu:

1) Ha UX NepBUYHON yNaKOBKe (32 UCKIIOYCHUEM MEPBUYHON YIAKOBKH JIEKAPCTBEHHBIX PACTUTEIBHBIX
IperapaToB) XOPOIIO YUTAEMBIM IMIPUPTOM HA PYCCKOM SI3BIKE yKa3aHbl HAUMEHOBAHHE JICKAPCTBEHHOTO
npenapaTta (MEeXIyHApOJHOE HENaTEeHTOBAaHHOE, WM TPYNIUPOBOYHOE, WIM XHMUYECKOE, WM TOProBOE
HaMEHOBAaHKE), HOMEp CEpPHH, JaTa BBITyCKa (11 MMMYHOOMOJIOTMUECKHX JICKAPCTBEHHBIX IpENapaToB),
CPOK TOJIHOCTH, JIO3UPOBKA HIIM KOHIIEHTpAIHsl, 00beM, aKTUBHOCTh B €IMHHIIAX JICHCTBHUS WM KOJIUYECTBO
A03,
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(B pen. ®enepanbHbix 3ak0HOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha MX BTOPUYHOH (MOTPeOUTENbCKOM) YIAaKOBKE XOPOIIO YUTAEMBIM IIPU(PTOM Ha PYCCKOM S3BIKE
yKa3aHbl HAaMMEHOBAHME JIEKAPCTBEHHOro  Ipemapata (MEXIyHApOJHOE HENAaTEeHTOBAaHHOE, WU
IPYNIUPOBOYHOE, WJIM XHMHUYECKOE U TOProBO€ HAUMEHOBaHWS), HAWMEHOBAHHE IPOU3BOIUTENS
JIEKapCTBEHHOI'0 Tpernapara, HOMEp CEpHH, Jara BbITycka (711 MMMYHOOHOJIOTMYECKUX JIEKapCTBEHHBIX
IpenapaToB), HOMEpP PErUCTPALIOHHOIO YIOCTOBEPEHHUS, CPOK T'OAHOCTH, CIIOCOO MPUMEHEHHMs, 03UPOBKA
WIN KOHLEHTpanus, oO0beM, aKTUBHOCTb B €IUHULAX MACWCTBUS JMOO KOJMYECTBO J03 B YIIAKOBKE,
JeKapcTBeHHas GopMa, yCIOBHUS OTITYyCKa, YCIOBUS XpaHEHUSs, TpeIyNpeIuTeIbHbIC HaIHCH.

(B pen. ®enepanbhbix 3akoHOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. ®apmarieBTUYeCKHE CyOCTaHIIMU JOJDKHBI TIOCTYNIAaTh B 0OpallieHue, eclid Ha UX TIEPBUYHON YIIaKOBKe
XOpOIIIO YATAeMbIM HMIPU(PTOM Ha PYCCKOM SI3bIKE€ YKa3aHbl HAaUMEHOBaHHE (hapMalleBTHUECKOW CyOCTaHIIUH
(MexyHapoJHOE HENaTEeHTOBAaHHOE, WM I'PYNIIMPOBOYHOE, MM XMMHUYECKOE M TOProBOE HAaMMEHOBAaHMS),
HalMEHOBAaHUE IPOU3BOAUTENS (papMalleBTUYECKOM CyOCTaHLMM, HOMEp CEepUM U JaTra H3TOTOBJIECHUS,
KOJIMYECTBO B YIIAKOBKE U €IMHULIBI U3MEPEHUS KOJIMUECTBA, CPOK FT'OJTHOCTH U YCIIOBUS XPaHEHMS.

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

3. JlekapcTBEeHHBIE CpEICTBAa B KAYECTBE CHIBOPOTOK JTOJDKHBI MOCTYNATh B OOpalIeHHE C yKa3zaHHEeM
KUBOTHOT'O, U3 KPOBH, TIa3Mbl KPOBH, OPTaHOB U TKaHEH KOTOPOT'O OHH MOITYYEHBI.

4. Ha BTOpuYHYIO (MOTPEOMTENBCKYIO) YITAKOBKY JICKAPCTBEHHBIX CPEJICTB, MOJYYEHHBIX M3 KPOBH,
11a3Mbl KPOBH, OPTAaHOB U TKAHEW 4elOBeKa, J0KHA HAHOCUThCA Haanuck: "Antutena k BUU-1, BUU-2,
BUpycy renatuta C 1 TOBEpXHOCTHBIN aHTUTE€H BUpyca renarutra B orcyTcTBytor".

5. Ha mepBuYHYI0 YMaKOBKY U BTOPHUHYIO (TOTPEOUTENHCKYIO) YMAKOBKY paanohapMareBTHUSCKUX
JIEKapCTBEHHBIX CPEACTB JIOJKEH HAHOCUTHCS 3HAK PAJUALIMIOHHON OMMACHOCTH.

6. Ha BrOopuuHyr (MOTPEOUTENbCKYIO) YIAKOBKY TOMEOMATHYECKUX JICKAPCTBEHHBIX IMpenapaToB
NOJDKHA HAaHOCUTBCS Haamuck: ""['oMeonatnyeckuii”.

7. Ha BropuuHyto (IOTpeOUTENbCKYIO) YIIAaKOBKY JEKapCTBEHHBIX PACTUTENIBHBIX IPEnapaToB JOJKHA
HaHOCUTbCA HaaAnuck: "IIpoayKius npouuia paauauoOHHbIA KOHTPOIb'.

8. Ha mepBu4HYyI0 YNakoBKY (€CiM AJI 3TOTO CYLIECTBYET TEXHUYECKAsl BO3MOKHOCTb) U BTOPUYHYIO
(MOTpeOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHBIX IpPENapaToB, IPEJAHA3HAUEHHBIX M KIMHUYECKUX
HUCCIEI0BAHNN, TOJKHA HAHOCUTHCS HaAMUCh: " JIJIsl KIMHUYECKUX MCCISI0BaHNM" .

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

9. YmakoBka JICKAPCTBCHHBIX CPECACTB, NMPCAHA3HAUYCHHBIX HCKIIFOUYUTCIIBHO JIA 3KCIIOPTA, MAPKHUPYCTCA
B COOTBCTCTBHUU C TpCGOBaHI/IﬂMI/I CTPaHbI-UMIIOPTEPA.

10. Ha TpancmopTHyIO Tapy, KOTOpas HE MpeAHa3HadeHa JUIsi OTPeOUTeNe M B KOTOPYIO IMOMEIIECHO
JICKapCTBEHHOE CPEACTBO, JOJDKHA HAHOCHUTHCA WHQPOpPMAIUsS O HAWUMEHOBAHWH, CEPHH JICKAPCTBEHHOTO
CPEJIICTBA, JaTe BBINYCKa, KOJIUYECTBE BTOPUUHBIX (OTPEOUTEIHCKUX) YHAKOBOK JIEKAPCTBEHHOTO CPEJCTBA,
IPOU3BOJIUTENE JIEKAPCTBEHHOI'O CPE/ICTBA C YKa3aHUEM HAUMEHOBAHUS M MECTOHAXOXICHUS MPOU3BOAUTENS
JIEKapCTBEHHOTO Cpe/AcTBa (agpec, B TOM YHMCIE CTpaHa W (WJIM) MECTO MPOU3BOJCTBA JIEKAPCTBEHHOTO
CPEJIICTBA), a TAKXKE O CPOKE TOAHOCTH JIEKAPCTBEHHOTO CPEJICTBA M 00 YCIOBHUSAX €r0 XpPaHEHUS U MEPEBO3KH,
HGO6XOI[I/IMBIC npeaynpeauTCIbHbIC HAAIIMCU U MAHUITYJIATOPHBIC 3HAKU.
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11. Ha nepBu4Hy10 YIaKOBKY U BTOPHUHYIO (OTPEOUTEIBCKYIO) YIIAKOBKY JIEKApPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO IPUMEHEHUSI JOJKHA HAHOCUTHCSI HAUCh: "J1J11 BETEpUHAPHOTO IPUMEHEHMS "

12. Ha BTOpMYHYIO (TOTPEOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO IMpernapaTa HaHOCUTCS IITPUXOBOM
KOJI.

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUMNCKYIO ®EOEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOUN ®EOEPALINU
(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 47. MNopsaok BBO3a feKapcTBEHHbIX cpeAcTtB B Poccuuckyro depepauuio u
BbIBO3a JIeKapCTBEHHbIX cpeacTB u3 Poccunckon ®epepauun
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nexkapcTBeHHBIX cpeactB B Poccuiickyro ®enepanuio OCYLIECTBISIETCS B IOpPSIKE,
ycraHoBiieHHOM  [IpaBurensctBoM  Poccuiickoit  @enepauud, B  COOTBETCTBUM C  TaMOKEHHBIM
3aKOHOAATENhCTBOM TamokeHHOro coro3a B pamkax EBpA3DC (manee - TamokeHHBIH cor03) U (WiIH)
3aKoHO1aTenbCcTBOM Pocculickoit @enepanuvi 0 TaMOKEHHOM JIEI€.

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

2. Bmosumbie B Poccuiickyro ®Denepanuio IJieKapCTBEHHBIE CPEICTBA JOJDKHBI COJEPIKATBCS B
TOCYJJapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPECTB.
(B pen. ®eaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 27.12.2019 N 462-D3)

3. Jonyckaerca BB0o3 B Poccuiickyto denepaiiio KOHKPETHON MApTHH 3aperMCTPUPOBAHHBIX U (MJIN)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB, IIpEJHA3HAUYEHHBIX MJIs IPOBENCHHUS KIMHUYECKUX
UCCIICIOBAaHUN JIEKAPCTBEHHBIX MPENapaToB, MPOBEICHHUS HKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYILIECTBIICHUs] TOCYJapCTBEHHOH perucTpaluy JICKapCTBEHHBIX MpenapaToB MM Ui OKa3aHUsS
MEIUIIMHCKOW MOMOIIM IO XU3HEHHBIM MOKAa3aHUSM KOHKPETHOI'O IMallMEHTAa HA OCHOBAHWUHU pa3pelICHus,
BBIIAaHHOTO YIOJHOMOYEHHBIM (pellepabHbIM OpraHOM HCIOJIHUTEIbHOW BJIACTU MO 3asBIEHUSM JIUI,
yKa3zaHHbIX B cTaThe 48 Hacrosimero denepanbHoro 3akoHa. PaccMoTpeHue Takoro 3asiBI€HUS M IPUHATHE
pelieHust O BblAade pa3pelleHHuss Ha BBO3 KOHKPETHOM MapTUM 3aperMCTPUPOBAHHBIX M (WJIN)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB, IpEeJHa3HAUYEHHBIX MJIs TPOBENCHHUS KIMHUYECKUX
UCCIICZIOBAaHUM JIEKAPCTBEHHBIX IPENapaToB, MPOBEACHUS HSKCHEPTU3bl JIEKAPCTBEHHBIX CPEIACTB IS
OCYIIECTBJICHUSI TOCYJapCTBEHHOM pPETrHCTpAallUM JIEKApCTBEHHBIX IpPENaparoB WIM A8  OKa3aHUs
MEIUIMHCKOW TIOMOIIM IO >KU3HEHHBIM ITOKa3aHMsM KOHKPETHOrO MarueHTa Ju00 00 OTKa3e B BhITaYe
YKa3aHHOTO pa3pelleHus] MPOU3BOJATCS B CPOK, HE MPEBBIIAIOUINN NATH pabounx aHel. [lnaTta 3a Beimauy
YKa3aHHOT'O pa3pelleHHs He B3UMAETCs.

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

Koncynsrantllntoc: npumeyanue.
C01.01.2024 4. 3.1 ct. 47 yrpauuBaet cuiy (P3 ot 27.12.2019 N 475-D3).

3.1. Homyckaetrcs BBO3 B Poccuiickyto dDenepanuio KOHKPETHOM NapTHH HE3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIPENApaToB, COJAEPKAILMUX HAPKOTUYECKUE CPEACTBA WM IMCUXOTPOIIHbIC BEIIECTBA, B
nopsiake, ycranoBieHHOM [IpaBurensctBom Poccuiickoit deaepanuu, 1 OKa3aHUsT MEIULIMHCKOM TTOMOIIN
M0 >KU3HEHHBIM IOKa3aHUSAM KOHKPETHOIO MalMEeHTa WJIM TPYNNbl MAalMEHTOB B CIIy4yae, €CIIM HMMEETCS
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pelieHne BpadeOHON KOMHCCHM MEIMIMHCKON opraHu3anud O Hed()(EKTHBHOCTH WM HEBO3MOXKHOCTH
MPUMEHEHHS Y KOHKPETHOTO MAI[MEeHTa MHBIX 3apErMCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB, B TOM YUCIIE
colepKallluX Jpyrue JCHCTBYIOIIME BEIIeCTBA, U O HEOOXOAMMOCTH BBO3a  OIPEIEICHHOIO
HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO TpenapaTa ¢ yKa3aHHEM €ro MEeKIyHApOAHOTO HEMaTEeHTOBAaHHOTO
(MM XMMUYECKOTO, WM TPYIIIHPOBOYHOTO) HAaUMEHOBaHHS, (DOPMBI BBINYCKa W KoiMdecTBa. llepedeHb
3a00JIeBaHUN M COCTOSIHUM M COOTBETCTBYIOIIHMX JICKAPCTBEHHBIX MPENaparoB, COJACPIKAIINX HAPKOTUYECKUE
CpPE/CTBa M INCHXOTPOIIHBIE BEIECTBA, B IENSAX OCYIIECTBICHUS MX BBO3a B COOTBETCTBHU C TPEOOBAHUSAMHU
HACTOSIIIEH YaCTH yTBEP)KIAeTCsl YIIOJTHOMOUEHHBIM (e/iepaIbHbIM OpraHOM MCIIOJHUTEIBHOMN BIACTH.

(uactsp 3.1 BBeneHa @enepanbHbIM 3aK0HOM OT 27.12.2019 N 475-03)

4. B Poccuiickyto denepannio MOXKHO BBO3UTH JIEKAPCTBEHHBIE CpPEICTBA, KAYeCTBO KOTOPBIX
MOATBEPKIECHO CEePTHUPUKATOM MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB, YIOCTOBEPSIOUIMM COOTBETCTBUE
BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUAM (apMakoNeHHbIX craTei JauOO B Cilydae UX OTCYTCTBUS
HOPMATUBHOW JOKYMEHTAIMH WX HOPMATUBHOTO JJOKYMEHTA.

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

5. 3anpemraercs BBo3 B Poccuiickyro @enepanunio ¢anbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HC)IO6pOKaq€CTBeHHBIX JICKApCTBCHHBIX CPCACTB, KOHTpa(baKTHLIX JICKApPCTBCHHLIX CPCACTB.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. anbcuUUUPOBAaHHBIE JIEKAPCTBEHHBIE CPECTBA, HEOOPOKaUECTBEHHBIE JIEKAPCTBEHHBIE CPECTBA
NOJUIE)KAaT WU3BATUI0O M IOCIENYIOIIEMY YHMUYTOKEHUIO MM BbIBO3y u3 Poccuiickoin ®enepanumy,
KOHTpadaKTHBIE JIEKAPCTBEHHBIC CPE/ICTBA - UIBATHIO U MOCIEAYIONIEMY YHUUTOKEHHUIO. Y HUUTOKCHUE WIIN
BbIBO3 U3 Poccuiickoit @enepannn panbCupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CpPEACTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIETCS 3a CYET JIHIIA,
OCYIIECTBUBILIETO HMX BBO3. llOpsSAOK YHHUTOXXEHHUS U3BATHIX (PambCUUIUPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HEIO0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEJICTB
ycranasnuBaercs [IpaBurensctBoMm Pocculickon ®@enepanuu.

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

7. Jluua, ocymectrisromue BBo3 B Poccuiickyro @enepanuio (anbcuuMpoBaHHBIX JEKapCTBEHHBIX
CPEICTB, HEAOOPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(PaAKTHBIX JICKAPCTBEHHBIX CPEACTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHHM C TaMOXXCHHBIM 3aKOHOJATEIHCTBOM TaMOXXEHHOTO COro3a W (WJIN)
3aKoHOJaTeNbcTBOM Poccuiickoit denepavivi 0 TaAMOKEHHOM JEJie.

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

8. BbIBO3 IlekapcTBEHHBIX cpeacTB M3 Poccuiickoit @enepanuu ocymiecTBiseTcss 06e3 NpUMEHEHUs
OrpaHUYEHUI, YCTAHOBJIEHHBIX TaMOXXEHHBIM 3aKOHOJATEJIbCTBOM TaMOXEHHOro coro3a U (Win)
3akoHomarenscTBOM Poccuiickoir ®denepanuum 0 TOCYIapCTBEHHOM PETYJIMPOBAHMM BHELIHETOPIOBOU
JeSITEIbHOCTH.

(B pen. DeaepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

9. BBoa B rpaxkgaHCKUi 0OOOPOT JIEKAPCTBEHHBIX IPENapaToB Ui MEIUIMHCKOTO IPUMEHEHHMS,
BBe3eHHBIX B Poccuiickyto ®enepainnio, OCyIIECTBISETCS C COOIIOAEHUEM TpeOOBaHMH, YCTAaHOBJIECHHBIX
crateeit 52.1 nHacrosero denepaibHOro 3aKOHA.

(uactp 9 BBenena denepanbHbiM 3aKk0HOM 0T 28.11.2018 N 449-03)

Cratbsa 48. lOpuanyeckme nuua, KOTOpbIM pa3pelleH BBO3 JfIeKapCTBEHHbIX CpeacTB B
Poccuinckyro Pepepaumio
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(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

JlexapcTBennsle cpencta B Poccuiickyro deneparuo MOryT BBO3UTD:
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) mpou3BOAUTENN JIEKAPCTBEHHBIX CPEICTB IS IieJiell COOCTBEHHOI'O MPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

2) WHOCTpaHHbIE pPa3pa0OTYMKK JIEKAPCTBEHHBIX CPEICTB U HMHOCTPAHHBIE MPOU3BOAUTETU
JICKapCTBEHHBIX CPEJCTB WM JPyTHe IOPHIMYECKUE JHIAa MO TOPYUYEHUIO pa3paboTyHKa JEKApCTBEHHOTO
CpeACTBAa Il NPOBEAECHUS KIMHUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHOIO IIPENapara, OCYILIECTBICHUS
TOCYIapCTBEHHOW PETHCTPAIMH JIEKAPCTBEHHOTO IMpernapara, BKIIOUeHUs (hapMarieBTHUECKON CyOCTaHINHN B
FOCYTApCTBEHHBI PEECTp JIEKApPCTBEHHBIX CPEICTB, KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX CPEICTB MpHU
HAJIMYUHM pa3pelieHus] YIOJHOMOYEHHOro (QelepaibHOr0 OpraHa HWCIOJHUTENBHON BIACTH Ha BBO3
KOHKPETHOM MapTHUH JIEKAPCTBEHHBIX CPEJICTB;

3) opraHuzanu OIITOBOI TOPIroBJIK JICKAPCTBCHHBIMHA CPCACTBAMMU,

4) Hay4YHO-UCCIIEIOBATEILCKUE OPTaHMU3AINH, 00pa30BaTeIbHbIC OPTaHU3AIMK BBICIIETO OOpa30BaHUs,
MIPOU3BOJIUTENIA JICKAPCTBEHHBIX CPEICTB JUIS Pa3pa0dOTKH, HCCICAOBAaHUH, KOHTPOJIS O€30MacHOCTH,
KadecTBa, A(P(PEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPH HAJIWMYAK pa3pelieHUs YIOJTHOMOYCHHOTO
(benepabHOTO OpraHa HUCIOJIHUTEIBHOMN BIIACTH;

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

5) MEeIUIIMHCKHE OpTraHu3allii, UHbIE YKa3aHHbIE B MyHKTax | - 4 HacTosIIeH cTaTbi OpraHu3aluy JIs
OKa3aHWsl MEIUIIMHCKON ITOMOIMY [0 >XKU3HEHHBIM TIOKa3aHUSM KOHKPETHOTO MalMeHTa MPH HAITUYUU
paspelnieHns yIOoTHOMOYCHHOTO (efepalbHOr0 OpraHa UCIIOTHATEILHON BIIACTH Ha BBO3 KOHKPETHON MapTUH
JICKapCTBEHHOTO Tpernapara, BBIJAHHOTO B YCTAHOBJICHHOM IOpSJIKE B (OpMe 3JIEKTPOHHOTO JIOKYMCHTA,
HOJIMTMCAHHOTO YCHJICHHOHW KBATH(DUIIMPOBAHHOMN 3JIEKTPOHHOM MOIIHCHIO;

(B pen. ®enepanpHoro 3akona ot 12.03.2014 N 33-D3)

Koncynsrantllntoc: npumeuanue.
C 01.01.2024 1. 6 ct. 48 yrpauusaet cuiy (P3 ot 27.12.2019 N 475-D3).

6) rocymapCTBEHHBbIE YHHTapHBbIC MPEANPHUITHs, MMYIIECTBO KOTOPBIX HAXOAWTCA B (QenepaibHOI
cobctBeHHOCTH, onpezensemble [IpaButensctBoM Poccuiickoii @enepanuu, B yacTu BBo3a B Poccuiickyro
denepalvio HE3APETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENAPATOB, COAEPKAUIUX HAPKOTHYECKHE CPEICTBA
WA TCUXOTPOITHBIE BEIIECTBA, i1 OKa3aHUsi MEAULIMHCKOM IOMOIIM 10 JKU3HEHHBIM MOKA3aHUIM
KOHKPETHOr0 TalMeHTa WX TPYyNIbl MalMeHTOB B COOTBETCTBUU C 4YacThio 3.1 cratbum 47 HACTOAIIETO
®denepaabHOro 3aKOHa.

(. 6 BBeneH PenepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

Cratba 49. [JOKyMeHTbl, npeAacTaBnsieMble B TaMOXEHHble opraHbl Poccumnckon
Penepaumm nNpm BBO3e NeKapcTBeHHbIX cpeacTB B Poccunckyro ®epepauuto
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. IIpn BBO3€ nekapcTBEHHBIX cpencTB B Poccuiickyro denepanuio B TaMOXKEHHbIE opranbl Poccuiickoi
Qenepauuu  HapsALy €  JOKYMEHTaMH, IIPEACTaBIEHHE KOTOPBIX IMPEIyCMOTPEHO  TAaMOKEHHBIM
3aKOHOAATENbCTBOM TaMOXEeHHOro corw3a M (MIM) 3aKoHoAaTelnbcTBOM Poccuiickoit ®denepauuu o
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TaMOXXEHHOM JIeJie, TPEJICTABIIAIOTCS CIeAYIOIINE TOKYMEHTHI:
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudukar mpou3BOAUTENS JICKAPCTBEHHOTO CPEJICTBA, YAOCTOBEPSIONINN COOTBETCTBHE BBO3UMOTO
JICKapCTBEHHOTO CPEJICTBA TPEOOBAHUSIM (PapMaKONICHHON CTaThH TUOO B CIIydae € OTCYTCTBHS HOPMATHBHOU
JOKYMCHTAIIMHU UJIKM HOPMATHUBHOT'O JOKYMCHTA,

2) pa3pelieHue yIoJHOMOYEHHOTo (peiepalbHOro OpraHa UCHOJHUTENBLHOM BIIACTH Ha BBO3 KOHKPETHOM
napTUM JIEKapCTBEHHOTO CpEICTBAa B CIIydasX, YCTAHOBJICHHBIX 4YacThio 3 cTarbu 47 HACTOSAIIETO
®denepanbHOro 3aKOHa.

2. JloxyMeHTBI, yKa3aHHble B NyHKTax | m 2 wactu | Hacrosmed cTaTby, NPEACTABIAIOTCA B
TaMoKeHHble opranbl Poccuiickoit ®denepauuy npu NpUOBITHH JIEKapCTBEHHBIX cpeAcTB B Poccuiickytro
®denepanuio.

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratbsa 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccumnckyro ®egepauuio ans IM4YHOro
MCMNONb30BaHUA W WHbIX HEKOMMEep4YeCKMX LuefieM, a TakKke Ans MUCNonb30BaHUA Ha
TeppuTOpUnN MeXayHapoaHoro MeaMLMHCKOro Krnacrepa
(B pen. DenepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE TpenapaTbl MOTYT OBITH BBe3eHBI B Poccuiickyro denepanuio 6e3 yueta TpebOBaHUH,
MpeAyCMOTPEHHBIX yacTsiMu 1 - 4 cratbu 47, ctathsiMu 48 1 49 Hacrosiero OeaepanbHOro 3aK0Ha, €CIIM OHU
IIpeIHa3HAYEHBI JUIS:

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

1) nuuHOTO MCHONB30BaHUS (PU3MUECKUMHU JHUIaMH, NpUObIBIIMMHU B Poccuiickyto ®denepanuto. [Ipu
TOM BBO3 B Poccuiickyro denepanuio J€KapCTBEHHBIX IPENapaToB, COAEPKAIIMX CHJIBHOACHCTBYIOLIME U
(unM) A70BUTHIE BEIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIMCOK CHJIBHOACWCTBYIOIIUX BEIIECTB IS
LeJIed YroJIOBHOTO 3aKOHOJaTenbcTBa Poccuiickon denepanv U B CIUCOK SIIOBUTHIX BEILECTB JUISA LICJIEH
YTrOJIOBHOIO 3akoHoxarenbcTBa Poccuiickoin ®@enepaumu, yrBepkiaeHHblE [IpaButensctBom Poccuiickont
®denepalyiy, OCyLIECTBISAETCS IPU HATUUUU JOKYMEHTOB (3aBEpEHHBIX KOMHMH JOKYMEHTOB WJIM 3aBEPEHHBIX
BBIIMCOK M3 HHUX), MOATBEPXKAAIOMIUX Ha3HauyeHHe (U3NYECKOMY JUIy YKa3aHHBIX JIEKapCTBEHHBIX
npenapaToB (3a UCKIIOUEHHEM JIEKapCTBEHHBIX IIPEnapaToB, 3aperucTpupoBaHHbIX B Poccuiickoil @enepanuun
u oTmyckaeMbix B Poccuiickoii denepanuu 0e3 perenTa Ha JeKapCcTBEHHBIN mpemnapar). [loareepknaromiue
JIOKYMEHTBI (MX 3aBEpPEeHHbIE KONHMHM WU 3aBEPEHHBIC BBIMMCKH M3 HHUX) JOJDKHBI COJIEPXKAaTh CBEACHHUS O
HaVMEHOBAHUM U KOJIMYECTBE Ha3HAYEHHOI'O JIEKAPCTBEHHOI'O Ipenapara. B cilydae, eciu NOATBEPKIAI0IIHe
JOKYMEHTHI (X 3aBEPEHHbIE KOIUHU WUJIM 3aBEPEHHBIE BHIMMCKH U3 HUX) COCTaBJIIEHbl HA MHOCTPAHHOM S3bIKE,
K HUM MPUJIAraeTcsi HOTApUAIbHO 3aBEPEHHBIN MEPEBOJI HA PYCCKUH S3BIK;

(. 1 B pen. @enepanbHoro 3akoHa ot 02.06.2016 N 163-03)

2) ucnoab30BaHUsl paOOTHUKAMU JAUIJIOMATUYECKOTO KOPITyCa WU MPEACTABUTEISIMU MEKIYHAPOTHBIX
OpraHu3aluii, akkpeAMTOBaHHbIX B Poccuiickoit dexnepanuu;

3) neuyeHus NaccaKupoB U WICHOB SKUIAXKEW TPAHCIIOPTHBIX CPEJICTB, NOE3AHBIX OpUraa U BOAUTENEH
TPAHCIIOPTHBIX CPeJCTB, NpuObIBIINX B Poccuiickyto denepanuio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) 5eyeHHs] yYaCTHUKOB MEXAYHAPOIHBIX KYJIbTYPHBIX, CIOPTHBHBIX MEPOIPHUITHA M yYaCTHUKOB
MEXTyHAPOJHBIX HKCIICIHUIIHIA;
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5) neueHUs] KOHKPETHBIX KMBOTHBIX B 300MapKax, 300cajax, LUPKax, OKeaHapuymax, Jelb(uHapusx,
JICYCHUS JUKUX XKUBOTHBIX, IIOCTOSIHHO WJIM BPEMEHHO HACEIIOIIMX TeppuTtoputo Poccuiickon Penepannu,
HaXOJALINXCS B COCTOSHUHM €CTECTBEHHON CBOOOIBI M MPUHAAJIESKAIINUX K BHJAM, 3aHECEHHBIM B KpacHyto
kaury Poccuiickoit ®@enepanuu u (W) KpacHble KHUTH cyObekToB Poccuiickoit denepauuu, a Takxke
KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepatinio 11t ydacTrs B CHOPTUBHBIX U 3PEITUIIHBIX MEPOIIPHUATHSIX;
(B pen. Deaepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) UCTIOIBb30BaHUs HA TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cayyasx, npeIyCMOTPEHHBIX 4acTbio | HacTosel cTaTbM, AOIycKaeTcs BBO3 B Poccuiickyro
denepannio JIEKapCTBEHHBIX MIPENapaToB, HE 3apEruCTPUPOBAHHBIX B Poccuiickoi denepanuu.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. JlexapcTBeHHbIE NpenapaThl, MpeJHa3HAYCHHbIE A I'yMaHUTApHOM HoMoIlu (CoAaecTBus) WiIn
HIOMOILY TPU Ype3BbIYAMHBIX CUTYyalUsIX, BBO3sATCA B Poccuiickyto denepanuio B Mopsijike, yCTaHOBICHHOM
[IpaButensctBoM  Poccuiickoii  ®enepauumu.  3anpemaercs BBo3 B Poccuiickyro  @enepanuro
HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENApaTOB, IPEIHA3HAYEHHBIX [UIsI TYMaHUTapHOM IOMOILU
(coneicTBYSI) MM MTOMOILLY MPU YPE3BbIYAMHBIX CUTYALIUSX.

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

Cratba 51. CoTpygHuuecTBO (hefepanbHOro opraHa WCMNONMHUTENbLHOW BRnacTy,
YNONTHOMOYEHHOro B 0065lacTM TaMOXEHHOro pgena, W APYrUX YNONMHOMOYEHHbIX
denepanbHbLIX OPraHOB UCMOJSTHUTENbLHOW BNacTu

1. YmomsoMo4eHHBIS @enepaﬂbHHe OpraHbl HCITOJIHUTEIILHOM BIIACTH MNpEaAOCTaBIAIOT B PACIIOPSKCHUC
(beﬂepaanoro OopraHa HCITOJIHUTEILHOM BJIaCTH, YIIOJJHOMOYCHHOI'O B 00JacTH TaMOKEHHOTO Jeia,
l"OCy,Z[apCTBCHHHﬁ peeCTp JICKAPCTBCHHBIX CPEACTB, a4 TAKKC I/IHCI)OpMaI_[I/II-O O BBIJAHHBIX PA3pCHICHUAX Ha
BBO3 KOHerTHOﬁ napTur JICKAPCTBCHHLIX CPCIACTB B ClIy4dasAX, YCTAHOBJICHHBIX YaCTbIO 3 crateu 47
HaCcTOoAIICTrO @eﬂepanbﬂoro 3aKOHa.

2. ®denepanbHbI OpraH HCIOJIHUTEIbHOW BIIACTH, YIMOJHOMOYEHHBIH B OOJACTH TAMOXEHHOIO Jela,
nH(pOpMUPYET YKa3aHHbIE B YacTW | HacToslIed CTaThbU YIOJIHOMOYEHHBbIE (efepanbHble OpraHbl
UCIIOJIHUTEIIBHOM BJIACTU O BBO3€ JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro ®Penepanuio U BBIBO3E
JeKapCTBeHHbIX cpeacTB M3 Poccuiickoit @enepauuu no ¢opme U B MOpPsAJIKE, KOTOPbIE YCTaHOBIICHBI
[IpaBurensctBoM Poccuiickoit deneparnumu.

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

Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
Cratbsa 52. OcyuwecTBneHue ¢papmMaLeBTUYECKON AeATEeNbHOCTH

1. ®apmaneBTuyeckass JIEATEIBHOCTh OCYIIECTBISICTCS ~ OpPraHU3alMsIMU  ONTOBOW  TOPTOBIIU
JIEKapCTBEHHBIMH CPEJICTBAMH, alTEYHBIMUA OPTAaHU3AIMSIMH, BETCPUHAPHBIMHU ANTEYHBIMUA OPTaHU3AIMSIMH,
WH/IMBUIYATbHBIMH TIPEANPUHAMATEISIMHA, WMEIONIMMHU JIMIICH3UI0 Ha (DapManeBTUYECKYIO AESTeITbHOCTD,
MEIUIMHCKIMU OpPraHU3alMsAMHU, WMEIONIMMH JIMLICH3HI0O Ha (apMaleBTHYECKYIO esTeNbHOCTh, M X
000COOJIEHHBIMH  TIOJpa3ieTeHUsIMI  (aMOynaTopusiMu, (eIbAMIEpCKUME U (ENbIIIepCKO-aKyIIePCKUMU
MyHKTaMH, LEeHTpaMH (OTHAeNeHUsIMH) oOmieil BpadeOHOW (CeMeWHOM) NpakTHKH), PAclONOKEHHBIMH B
CEeNIbCKUX HACENICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT aNTE€YHbIC OpPraHU3allUU, U BETCPUHAPHBIMHU
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OpraHu3aLUsIMM, UMEIOIUMHU JHUILIEH3UI0 Ha (papMalleBTHUECKYIO 1eATeIbHOCTb.
(B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-03)

Koncynsrantlntoc: mpumeuanue.

06 ycnoBusix gomycka B 2020 romy K OCYIIECTBIEHHIO (hapMalleBTUUECKOW AESITENIbHOCTH JUIl 0e3
ceprudukara crneuuanucra v (WIM) MO CIEHUATIBHOCTAM, HE NPEIyCMOTPEHHBIM CepTU(UKATOM
crienpanucta, cM. [Ipukaz Munznpasa Poccuu ot 14.04.2020 N 327H.

2. dusnyeckue Jina MOTYT OCYHICCTBIIATH q)apMaHeBTI/I‘-IGCKYIO ACATCIIBHOCTD NIPU HAJIWMYHUU BBICIICTO
W cpenHero (apMamneBTHUECKOro oOpa3oBaHMsA M CepTHU(HKATA CICIHMAINCTA, BBICIIETO WM CPEIHETO
BETEPHHAPHOTO 00pa30BaHMs M CepTH(UKATA CIEHHAINCTA, a TAKXKE BBICHIETO MM CPETHEr0 MEIUIIMHCKOTO
oOpa3oBaHus, cepTu(UKaTa CIELUAINCTa U JIOTOJHUTEIHLHOIO MPO(pEeCCUOHATBLHOIO 00pa30BaHUS B YacTH
PO3HMYHOM TOPTOBJIM JIEKAPCTBEHHBIMU MpenapaTaMM IpUd YCIOBHUM HX paboThl B  000COOJIEHHBIX
nmoApa3aACiICHUAX MCAULIMHCKUX opraHmauHﬁ, YKa3aHHBIX B HaCTHU 1 HaCTOSIIJ_[ef/'I CTaThbu.
(dactsp 2 B pen. @enepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

KoncyneranTlntoc: mpumeganue.

JlexapcTBEHHBIE TpeMapaThl Il MEAWIIMHCKOTO NMPUMEHEHUs, BBEIECHHBIE B TPaXIaHCKUK O00OpOT 110
29.11.2019, noanexaT XpaHEHUIO, NEPEBO3KE, OTMYCKY, pealu3aluu, Neperadye, MNPUMEHEHHUIO 10
nuctedeHus cpoka ux rogHocTd (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT JleKapCTBEHHbIX MnpenapaTtoB Ans
MeAULIMHCKOro NpuMeHeHus
(BBeneHna denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOIOM B Tpa)KAAHCKUN OOOPOT KaXAOH CepUM MM KaXAOH MapTUU IMPOU3BEICHHOTO B
Poccuiickoii denepanun J€KapCTBEHHOrO Ipernapara s MEAUIMHCKOTO MPUMEHEHHUS, 338 HUCKIIOUYCHHEM
MMMYHOOMOJIOTHYECKUX JIEKapCTBEHHBIX MpPErnapaToB, MPOU3BOAUTENb TAaKOTO JIEKAPCTBEHHOTO Ipernapara
MIPEJCTABISACT B (pefiepasIbHbI OpraH UCIOJIHUTEIBHON BJIACTH, OCYIIECTBISIFOIUI (DYHKIIMU 110 KOHTPOJIO U
Ha[30py B cdepe  3ApaBOOXpPAHEHUS, JIOKYMEHT  IPOU3BOAMTENS  JICKAPCTBEHHOI'O  CPE/CTBA,
MOATBEPKAAIOIIUI KayeCTBO JIEKAPCTBEHHOI'O Ipenapara, M IOATBEPKICHUE YIOJIHOMOUYEHHOIO JIMLA
MPOU3BOJIUTENSL  JICKAPCTBEHHBIX CPEJCTB COOTBETCTBUS JIGKAPCTBEHHOTO TpenapaTta TpeOOBaHMSAM,
YCTaHOBJIEHHBIM IIPU €r0 TOCYIapCTBEHHON pEerucTpaluu.

2. [lepen BBOJOM B rpaKAaHCKUI 000POT KaXKIOW CepUM WM KaXKJ10¥ mapTuu BBo3uMoro B Poccuiickyto
@enepanMio  JIEKapCTBEHHOTO — IIperapara I MEJUIMHCKOTO  IPUMEHEHHUs, 3a  HCKIIOYEHUEM
UMMYHOOHOJIOIMYECKHUX JIEKapCTBEHHBIX MPENapaToB, OpraHu3alys, OCyIIEeCTBISIONAas BBO3 JEKapCTBEHHOTO
npenapara B Poccuiickyto ®enepanuio, npejnctaBiseT B (eaepalbHbIi OpraH HCHOJIHUTENBHOW BIACTH,
OCYILECTBIISIIOUINIM  (YHKIMU 10 KOHTPONIO M HAA30py B cdepe 3apaBOOXpaHEHHs, cepTU(dUKAT
IPOU3BOJUTENS JIEKAPCTBEHHOIO CPEICTBA, YIOCTOBEPSIOLINII COOTBETCTBUE BBO3UMOIO JIEKAPCTBEHHOTO
npenapara TpeOoBaHUSAM (apMaKONMEHHOW CTaThU, a B CiIydae OTCYTCTBUA (PapMaKomeiiHOW CTaTbu
TpeOOBaHUSM  HOPMAaTHBHOM  JIOKYMEHTAllMM, W  TOATBEpPKICHHE NPEACTaBUTENs  OpraHU3aluH,
OCYILIECTBIISIIOIEN BBO3 JIEKAPCTBEHHOro Impemnapara B Poccuiickyro ®enepaunuio U yHNOJIHOMOYEHHON
MHOCTPAaHHBIM TIPOM3BOAMTEIEM JIEKAPCTBEHHBIX CPEICTB, COOTBETCTBUS BBO3UMOIO JIEKAPCTBEHHOI'O
npemnapara TpeOOBaHUAM, YCTAHOBJIEHHBIM IIPU €T0 TOCYJapCTBEHHOMN pErucTpariyH.

3. Tlopsimox mpeACTaBiICHUS B COOTBETCTBUM C 4YacTIMH | M 2 HACTOAIIECH CTaTbU JIOKYMEHTOB H
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CBEIGHUIl O JIEKApCTBEHHBIX IpenapaTax, BBOJUMBIX B TPaXJaHCKUI 0OOpOT, YCTaHABIMBAETCS
IIpaBurensctBoM Poccuiickoit denepanuu.

4. B OTHOUIEHMM MEpPBbIX TpPEX CEpUH WIM MapTUH JIEKapCTBEHHOIO IIpernapara, BIIEPBbIE
npousBegeHHOro B Poccuiickoil ®enepauyu Wid BhepBble BBO3UMOro B Poccuiickyro ®enepauuio, B
(denepaibHBI OpraH UCIIOJHUTENBHOMN BIACTH, OCYIIECTBISIONINI (QYHKIIMU [0 KOHTPOJIIO U Ha/A30py B chepe
3paBOOXPAHEHUs, JOIOJHUTEIBHO IPEIACTABIACTCA IMPOTOKOJ HCIBITAHUNA O COOTBETCTBHM CEPUM WIIU
NapTUX  JIEKAPCTBEHHOIO  Ipemapata Uil  MEJUIMHCKOrO INPUMEHEHHs IOKa3aTelsiM  KaudecTBa,
MIPENyCMOTPEHHBIM HOPMAaTHUBHOW JOKYMEHTalUell (najee - TMPOTOKOJN HCIBITAHUN), TPOBOJUMBIX
aKKpEeIMTOBAaHHBIMU B COOTBETCTBHH C 3aKOHOJAaTelabcTBOM Poccuiickoit deneparyu 00 aKKpeauTaluy B
HAIIMOHAJILHOW CHCTEME aKKpeAWUTAluu (elepaJbHBIMU TOCYTapPCTBEHHBIMH OFOJKETHBIMH YUPEKICHHUSIMH,
MO/IBEIOMCTBEHHBIMHU (peIepalbHOMY OpraHy HCIOJHUTEIBHON BJIACTH, OCYIIECTBISIONIEMY (GYHKIUH I10
BbIpa0OTKE U peaju3aluy IoCyJapCTBEHHOM MOJUTHUKU U HOPMATUBHO-IIPABOBOMY PEryJIMPOBAaHUIO B cdepe
3/IpaBOOXpaHEHMs, U (efepaTbHOMY OpraHy HCIOJHUTENIBHOW BIAcTH, OCYLIECTBISIONIEMY (QYHKLUUHU IO
KOHTPOJII0O W Haa3opy B cdepe 3apaBooxpaHeHus. [lopsnok BblAaYM YKa3aHHBIMU  (helepanbHBIMU
rOCYJApPCTBEHHBIMH OIO/DKETHBIMH YUPEXKACHUSMH JAaHHOTO IMPOTOKOJA M pa3Mep IUIaThl 3a €ro Bbliady
ycranasnuBaroTcs [IpasurensctBom Poccuiickont @enepanun.

5. Exerogno He mosgHee | ¢eBpasii MpOU3BOAUTENM JIEKAPCTBEHHBIX CPEACTB WM OpraHU3alluy,
OCYIIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX TmpenapaToB B Poccuiickyio @enepanuio, MNpeICTaBISIOT B
(denepanbHBIN OpraH UCIOIHUTENBHON BIACTH, OCYIIECTBISIONINI (QYHKIIMH 110 KOHTPOIIO U HaA30py B chepe
3IpaBOOXpAaHEHUS, TPOTOKON WCIBITAHUN TMOCTYMHUBIIETO B TEUEHHE TOJa B TPaXIAHCKUH 000poT
JIEKApCTBEHHOI'O0 Tperapara KOHKPETHOTO MPOM3BOAUTENST (HA OJHY CEpUI0 KaXJIOro TOPTOBOIO
HAaUMEHOBAHMSI C YYETOM JIEKAPCTBEHHOW (OPMBI U JIO3UPOBKH), TPOBOJUMBIX AKKPEAUTOBAHHBIMH B
COOTBETCTBUU C 3aKOHOJATEIhCTBOM Poccuiickoit denepannu 00 aKKpeIuTallud B HAIMOHAIBHOW CHUCTEME
AKKPEIUTAIIMH UCTIBITATEIbHBIMH JIA0OPATOPHSIMU (LICHTPAMH).

6. [Tpon3BoMTENN JIEKAPCTBEHHBIX CPEACTB WIM OpPraHU3alliH, OCYIIECTBISIONINE BBO3 JIEKAPCTBEHHbIX
npemnaparoB B Poccuiickyro @enepannio, He MEHEe 4eM 3a OJIMH T JI0 IJIAHUPYEMBbIX MPUOCTAHOBJICHUS WIIN
IIpEKpalICHUsl IIPOU3BOJACTBA JICKAPCTBEHHBIX IIpenapaTtoB WIM HX BBo3a B Poccuiickyro ®enepanuro
YBEAOMIISIIOT 00 3TOM (pemepanbHblii OpraH HWCHOJHUTEIBLHOW BJIACTH, OCYIICCTBISIONINN (QYHKIHMH I10
KOHTPOJIIO W Haa3opy B cdepe 3apaBooxpaHeHHs U (enepaibHbIi OpraH HCHOJHUTENbHON BIacTH,
OCYILECTBIIAIOUIMN (DYHKIIMU 1O JTMLEH3UPOBAHHIO IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

7. BBog B TpakJaHCKUH OOOPOT KaXAOH cepuu WM KaxIOoM NHapTHM HMMYHOOHOJIOTMYECKOIro
JIEKapCTBEHHOI'O IIpernapara, mpousBeleHHOro B Poccuiickoi Penepanyy WiId BBO3UMOIo B Poccuiickyro
Qdenepanio, OCYIIECTBISETCS HAa OCHOBAaHMM pAa3pelIeHHs, BbIIAHHOTO (eJepallbHBIM  OpraHOM
WCTIOJTHUTEIBHOM BJIACTH, OCYIIECTBIISIONNM (DYHKIIMH TI0 KOHTPOJIIO ¥ HAA30py B chepe 3apaBoOXpaHeHHUS,
Ha OCHOBaHUU BBIJIAaHHOTO (pe/IepaIbHBIMU T'OCYJaPCTBEHHBIMH OIOJKETHBIMU YUPEKICHUSIMH, YKa3aHHBIMU B
yacTu 4 HAcTOALIEH CTaThH, 3aKIIOYEHHMS O COOTBETCTBUM CEpUH WIM NapTUM MMMYHOOHOJIOIMYECKOIO
JIEKapCTBEHHOT0 Mpernapata TpeOOBaHUSM, YCTAaHOBJIEHHBIM IPH €ro TOCyJapCTBEHHOM pETUCTpalMu.
[opsimok BeIJauM pa3pelieHrs Ha BBOJ B FPaXIaHCKUIl 000pOT Cepuy WM MapTHH UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'O IIperapara, a TaKXKe IMOPSAOK BbIAAYM YKA3aHHOI'O 3aKJIIOYEHMS U pasMep IUIAThl 3a €ro
BbIZIady ycTa”aBnuBarorces [IpaBurensctBom Poccniickoit denepanun.

8. 3a HempencTaBleHWE WM HECBOCBPEMEHHOE TMPEJCTaBICHUE JOKYMEHTOB W CBEJICHHM,
IpeyCMOTPEHHBIX YacTsaMu 1, 2, 4, 5 u 6 HacTosulel cTaThbi, MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB U
OpraHM3alliK, OCYIIECTBISIONINE BBO3 JIEKAPCTBEHHBIX mpemnapatoB B Poccuiickyto ®Denpepanuio, HecyT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickoit denepannu.
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9. IlpencraBneHne JOKYMEHTOB U CBEICHUI, MPeyCMOTPEHHBIX yacTaMu 1, 2 u 4 HacToAlIel cTaTby, U
MOJTyYeHHE MPEAYCMOTPEHHOTO YacThl0 7 HACTOSIIEH CTAaThbU pa3pelieHus] Ha BBOJ MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO TMperapara B TPaXIaHCKUH 000poT He TpeOyloTcs B OTHOLICHHM JICKApCTBEHHBIX
npenapaTroB, NPECAHASHAYCHHBIX AJId NPOBCACHUA KIIMHUYCCKUX I/ICCHGI[OBaHI/Iﬁ JICKApCTBCHHLIX IIpEIIapaTos,
IPOBCACHUA OBKCIICPTU3BI JICKAPCTBCHHBIX CPEACTB I OCYIICCTBIICHUSA FOCY}IapCTBeHHOI\/'I perucTpann
JIEKapCTBEHHBIX IpenapaToB, a TaKXKe B OTHOLICHUM HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB,
NpeHa3HAaYeHHbIX [UIS OKa3aHUSA MEIMLIMHCKOM TMOMOILIM MO JKU3HEHHBIM IOKa3aHUAM KOHKPETHOTO
MaIMeHTa WK TPYIIIbI MAllMeHTOB, BBO3UMBIX B Poccuiickyio ®enepalinio B COOTBETCTBUU € YacTsMu 3 u 3.1
ctathu 47 Hacrosiiero MepepaabHOTO 3aKOHA.

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

10. Tlpu BbIBIEHUU B TpaKIaHCKOM O00OpOTe CepUM WM MapTUM JIEKapCTBEHHOTO Ipernapara,
JOKYMEHTbl W CBEICHHMS O KOTOPBIX, IPEIyCMOTPEHHbIE dacTsaMu 1, 2 u 4 HacrosAumleW cTaTbu, HE
NpeCTaBJIeHbI B (eiepabHbIil OpraH UCIIOJHUTEIbHON BIACTH, OCYIIECTBISIOMNN (YHKIUN IO KOHTPOJIIO U
Ha/J30py B cdepe 31paBOOXpaHEHHs, JTUOO CEpUU WM MAapTUH MMMYHOOMOJIOTMYECKOTO JIEKapCTBEHHOTO
npernapara, He HMMEIOIMIMX pa3pelieHusi Ha BBOJ B TPaXIAHCKUKA 000OpOT, MPEIYyCMOTPEHHOTO YacTbio 7
HACTOSIIEH cCTaThH, (enepadbHBIi OpraH WCIOJHUTEIBHOW BIIACTH, OCYIIECTBIIIONINA (YHKIMHA TI0
KOHTPOJIIO U HAJ30py B cdepe 37ApaBOOXpaHCHHs, B TTOPsIKe, ycTaHOBIeHHOM [IpaButensctBom Poccuiickoit
denepanuy, NPUHUMACT PEILIEHUE O MPEKPALIEHUH I'PakJaHCKOro 000pOTa TAaKUX CEpUM WM HapTHH 10
NpeACTaBICHUs YKa3aHHbIX JOKYMEHTOB U CBEJICHHH 100 MOJyUYeHHs YKa3aHHOTO pa3peleHHUs.

Cratba 53. lpopgaxa, nepepaya nNeKapCTBEHHbIX CPeACTB OpraHusauusiMm OnToBOM
TOProBfM fieKapCTBEHHbLIMU cpeacTBaMu

Koncynrrantlinroc: npuMedanue.
C 29.12.2020 B a63. 1 4. 1 ct. 53 BHOCsTCS m3MeHenust (D3 ot 27.12.2019 N 481-D3).

1. Opranuszanuu ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMHM CPEACTBAMH MOTYT OCYIIECTBISATH HMPOAAXKy
JIEKapCTBEHHBIX CPEJCTB WM NepeaaBaTh UX B YCTAaHOBICHHOM 3aKOHOJATENbCTBOM Poccuiickoit @enepannu
MOPSIIKE:

1) ipyrum opraHu3amusM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMH CPEIICTBAMU;

2) MPOU3BOIUTENAM JICKAPCTBEHHBIX CPEACTB JJIA LIeJIeH TPOU3BOICTBA JICKAPCTBEHHBIX CPEJ/ICTB;
3) anTeuHbIM OpTraHU3AUSAM U BETCPUHAPHBIM allT€YHBIM OPTaHU3AIUIM;

4) HayYHO-HCCIEIOBATEIbCKIM OpPTraHU3alUsIM JJIs1 HAyYHO-HUCCIIeI0BATEIbCKON paboTHI;

5) MHAMBHUIYATHHBIM NPEANPUHUMATENSIM, UMEIOIIUM JIUICH3HUIO Ha (hapMalleBTHUECKYIO JAEATEIbHOCTh
WJIY JIMLEH3UIO HA MEIUIIMHCKYIO €S TENbHOCTD;

6) MEIMIIMHCKAM OpPTraHW3allisM, B TOM YHCJIE CO3JaHHBIM W 3apETUCTPUPOBAHHBIM B COOTBETCTBUHU C
3aKOHOJIaTEIbCTBOM MHOCTPAHHOTO TOCyJapcTBa - ujieHa OpraHu3aiuu SKOHOMHUYECKOT0 COTPYJIHUYECTBA U
pPa3BUTHS HMHOCTPAHHBIM IOPUJIMYECKUM JIMIAM, WHAWBUIYAJIbHBIM MPEANPUHUMATEIAM, SBIISIIOLIAMCS
Y4YaCTHHUKaMU MpoekTa B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM "O MEXIyHaApOJHOM METUIIMHCKOM
KJIaCTepe M BHECEHUU H3MEHEHUW B OTHAENbHBIE 3aKOHOJaTeNdbHble akThl Poccuiickoit ®denepanuu", u
BETEPUHAPHBIM OPTraHU3ALUSIM;
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(B pen. ®enepanbHoro 3akona ot 26.07.2019 N 240-03)

7) opraHu3anMsM M HUHAMBUAYAJIbHBIM IPEINPUHUMATENSIM, OCYLISCTBISIONIMM pa3BelCHHE,
BBIpAIMBAaHUE U COJAEp)KaHUE XUBOTHBIX (32 MCKIIIOYCHHEM TNPOJAXH UM (hapmaneBTHUECKUX CyOCTaHUU
WJTU UX TIepesiaun ).

(n. 7 B pea. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Koncynpranrlitoc: npumedanue.
C 29.12.2020 4. 2 ct. 53 uznaraercs B HoBo pegakuuu (P3 ot 27.12.2019 N 481-D3).

2. OpraHu3anii ONTOBOM TOPTOBIH JICKAPCTBEHHBIMH CPEICTBAMHU OOS3aHBI XPAHUTH 3aKYIUICHHYIO
(apManeBTHYECKYIO CYyOCTaHIIUIO CITUPTA STHIIOBOTO (3TaHOJIA), OCYLIECTBISAT €€ PEATN3AIMIO WU TIepeaady
B YCTaHOBJIGHHOM 3aKOHOJaTenbcTBOM Poccuiickoil Penepanuu Mopsake OpraHU3alUsAM, YKa3aHHBIM B
nyHkTax 1 - 7 gactu 1 Hacrosiei ctatby, B Tape 00beMoM He Oosee | autpa.

(uacts 2 BBeneHa denepanbHbIM 3aKkoHOM 0T 29.07.2017 N 278-D3)

CraTtbsa 54. [NpaBnna onToBOW TOProBfiN JIeKapCTBEHHbLIMU CpeacTBaMU

OnToBast TOProBiIsl IEKAPCTBEHHBIMU CPEICTBAMU OCYIIECTBISIETCS MPOU3BOIUTEISIME JIEKAPCTBEHHBIX
CPEICTB M OpPraHM3aIMsIMH ONTOBON TOPTOBIIM JIGKAPCTBEHHBIMU CPEJCTBAMH IO IMpaBWIaM HaJAeKalei
TUCTPUOBIOTOPCKON MPAKTHKU W TIPAaBHJIAM HaJJICXKAIEH MPAKTUKUA XPaHEHUS U MEPEBO3KHU JICKAPCTBEHHBIX
MpernapaToB, YTBEPKICHHBIM  COOTBETCTBYIOIIMMH  YIOJHOMOYCHHBIMH  (peIepaIbHBIMH  OpTaHaMU
HCTOJIHUTEJILHOM BIACTH.

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

CraTtba 55. MopsaaoK pO3HMYHOM TOProBIN NeKapCTBEHHbIMU NpenaparaMmu

1. Po3HmuHas TOProBusl JIEKAPCTBEHHBIMH TNpeMapaTaMH B KOJHYECTBAX, HEOOXOIMMBIX IS
BBIMOJIHEHUsI BpaueOHbIX ((QenpamIepckux) Ha3HAYCHWH WM Ha3HAYeHUH CHEelUalucTOB B 00J1acTH
BETEPUHAPUH, OCYLIECTBISETCA alTeYHbIMM OpPraHU3alMsIMU, BETEPUHAPHBIMU aNTEYHBIMU OpraHU3alUsiMH,
UHIMBUAYAIBHBIMU TPEINPUHUMATEISIMA, UMEIOIIUMH JIMLEH3UI0 Ha (apMaleBTHUECKYIO JEATEeNIbHOCTD,
MEIMLMHCKUMH OPTraHU3alUsAMH, UMEIOIIMMH JIMIEH3UI0 Ha (papMaleBTHUECKYIO JeSTeNbHOCTh, W HX
000COOJICHHBIMU TOJIPA3/ICICHUsIMI  (aMOynaTopusiMu, (eNbIIIEPCKUMH U (DeNTbIIIePCKO-aKyIePCKUMHU
MyHKTaMH, IEeHTpaMH (OTIENEeHUsIMH) oOmieil BpadeOHOW (CEMEHHOW) INPaKTHKH), PACIOOKEHHBIMH B
CEeNIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTE€YHbIC OpPraHW3allid, W BETCPUHAPHBIMHU
OpraHu3alysMM, HMEIOIIMMHU JIMIEH3UI0 Ha (hapMaleBTUUECKYI0 JAeATeNbHOCTh. PaspemieHa po3HUuYHas
TOPTOBJISL TOJIKO JIEKAPCTBEHHBIMU IperapaTaMH, 3aperucTpupoBaHHbIMU B Poccuiickoit ®Penepaunu wim
W3rOTOBJICHHBIMM ~ alTEUYHBIMU  OPraHU3alMsIMH,  BETCPUHAPHBIMH  alTEUYHBIMH  OPTaHU3ALMIMH,
UHIMBUAYAIBHBIMA TPEINPUHUMATEISIMA, UMEIOIIMMHU JIMLIEH3UI0 Ha (DapMaleBTHUYECKYIO JAEATEIbHOCTb.
Po3HnyHast TOpro.iis JIeKapCTBEHHBIMU perapaTaMy OCYIIECTBIISIETCS 0 MpaBUiIaM HaJJiexallel anTeqyHon
MPAKTUKH, YTBEP)KACHHBIM YIIOJIHOMOYEHHBIM (eIepaIbHBIM OPTraHOM HCITOJHUTEIHHOHN BIIACTH.

(B pen. deaepanbHbix 3ak0HOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3)

1.1. Po3Hu4Hasi TOProOBJs JIEKAPCTBEHHBIMHU TMpemapaTamM il MEIUIUHCKOTO TpUMEHeHHs (3a
HCKJIIOUEHUEM JIEKAPCTBEHHBIX IIPENApPATOB, OTIIYCKAEMbIX I10 PELENTY HA JICKAPCTBEHHBIM IIpemnapar,
HApKOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB M IMCUXOTPOIHBIX JIEKAPCTBEHHBIX IMPENAPATOB, a TaKXKe
CIIUPTOCOIEPKAIUX JIEKAPCTBEHHBIX TMpenapaToB ¢ OOBEMHOW JOJE€H STUIIOBOTO CHHUpPTa CBBIMIE 25
MPOIICHTOB) MOXET OCYIICCTBIISATHCS ANTEYHBIMH OPTraHU3AIUSIMU JUCTAHIIMOHHBIM CIIOcoO0M. Po3HMuHyIO
TOPTOBIIIO JIEKAPCTBEHHBIMH IMpernapaTaMu ISl MEIUIMHCKOTO MPUMEHEHHs] TUCTAHIIMOHHBIM CIOCOOOM
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MOTYT OCYIIECTBIIATh allTeUHble OpraHU3ally, UMEIOIKe JULEH3MI0 Ha (papMalleBTUYECKYIO IeSTeIbHOCTh U
COOTBETCTBYIOIIIEE pa3pelieHue (eaepasbHOro oOpraHa HCHOJHHUTENbHOM BIAcTH, OCYIIECTBIISIONIETO
(GYHKIMM 1O KOHTPOJNIO M Haa3opy B cdepe 3apaBooxpaHeHus. [lopspoxk BbmauM paspelieHds Ha
OCYIIECTBJIEHUE PO3ZHUYHOM TOPTOBIM JIEKAPCTBEHHBIMU IpenaparaMyd JAUCTaHLUUOHHBIM CIOCOOOM,
TpeOOBaHUS K alTEYHbIM OpPraHMU3aIUsM, KOTOPbIE MOTYT OCYLIECTBIISITh TaKyl0 TOPrOBIIO, M MOPSIOK €€
OCYILIECTBJICHUS, a TAKKE IPaBWJIA JTOCTABKU JICKAPCTBEHHBIX IIPENApaToB IpaKJaHaM YCTaHaBIMBAKOTCS
[IpaButensctBoM Poccuiickoit @enepanuu. Mupopmaius 06 ommadeHHbIX (OTHYLIEHHBIX) M MOJYYEHHBIX
JIEKapCTBEHHBIX IIperapaTax BHOCUTCS B CUCTEMY MOHUTOPHUHIA JBH)KECHHUS JICKAPCTBEHHBIX IPENApaTOB AJIs
MEUIIMHCKOTO IPUMEHEHHUS B MOPSJIKE, IPEIYCMOTPEHHOM YacTbio 7 cTaTh 67 Hactosuero denepaibHOro
3aKOHA.

(uactp 1.1 BBenena @enepanbHbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeyHbIX OpraHu3alil ¥ mpaBuia OTIYCKa JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAMLIUMHCKOTO
NPUMEHEHHUs allTeYHbIMU OpraHU3alysIMHU, HHANBUAYAIbHBIMU MPEANPUHUMATEIAMH, UMEIOLIUMHU JIULEH3HIO
Ha (apMaleBTUUECKYIO JESTEIbHOCTh, a TAaKKe IpaBHJa OTIyCKa JIEKAPCTBEHHBIX IPEnapaTtoB JJis
MEIULMHCKOTO MPUMEHEHHUS MEAUIIMHCKUMH OPTaHU3alUsIMHU, UMEIOIIMMH JIMLEH3UI0 Ha (papMareBTUIEeCKyIO
NEeSTeNIbHOCTh, W MX OOOCOOJIEHHBIMHM MojApa3feneHusMu (amOynaropusmu, (QenbAlIepCKUMH U
(dhenmpaImepcKo-akKymepckKUMi ~ ITyHKTaMU, I[eHTpaMH (OTIEICHUSMHU) 0O0med BpayeOHOW (CeMeHOMN)
IPAaKTUKN), PACIOJI0XEHHbIMU B CEJIbCKMX HACEJNCHHbIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE4YHbIE
OpraHu3aliK, YTBEPKIAIOTCS YIIOJIHOMOYEHHBIM (eiepaIbHbIM OPraHOM HCIIOJHUTEIbHOMN BIACTH.

(B pen. denepanbHoro 3akona ot 25.11.2013 N 317-03)

3. IlpaBuna oTmycka HapKOTHYECKHUX CPEACTB U ICUXOTPOIHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B
Ka4CCTBC JICKAPCTBCHHBLIX IMPEMapaToB, JCKAPCTBCHHLIX IPEIApaToB, COACPKAIIUX HAPKOTUYCCKHUEC CPEACTBA
U TICUXOTPOIMHBIE BCUICCTBA, YTBCPKAAOTCA YIIOJIHOMOYCHHBIM Cbellepa.]'H)HI)IM OopraHomMm HACIIOTHUTETbHOHN
BJIACTH TI0 COTJIACOBAHMIO C (hefepajbHBIM OPraHOM HCIIOJHHUTEIFHON BIIACTH, YIIOJHOMOYEHHBIM B cdepe
BHYTPEHHHUX 7.

(B pen. ®enepanbroro 3akoHa ot 03.07.2016 N 305-03)

4. JlexkapCTBEHHBbIE IIpenapaThl AJs BETEPUHAPHOIO NPUMEHEHUS MOJJIEkKAT OTIYCKY BETEpUHAPHBIMU
AIlITCYHBIMU OpraHu3alluaAMU, BECTCPUHAPHBIMU OpraHu3alvsaMi, WHAUBUAYAJIbHBIMU MNPCANTPUHHUMATCIIAMUA,
HUMCIOIIIMMHU JIMIICH3UIKO Ha (i)apMaHeBTI/I'—IeCKYIO JACATCIIBHOCTD. OTHYCK JICKApPCTBCHHLBIX IMpErapaToB I
BETEPUHAPHOTO TIPHMEHEHHUSI OCYIIECTBISICTCS B COOTBETCTBHM C IPAaBWIAMH HJIeKalled amnTeqHOu
NPaKTHKH  JIEKApCTBEHHBIX  TpENapaToB Ui  BETEPUHAPHOTO  NPUMEHEHHS,  yTBEP)KACHHBIMU
YIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

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

5. IlepeyeHb METUITMHCKUX OpPTaHHU3AIN, UMEIONINX JINIICH3UIO Ha (apMaleBTHYECKYIO JIeATEITHHOCTD,
1 uX 000COOJICHHBIX TOpa3AesiecHnit (aMmOynaTopuid, Geapamepckux U GeapAmepcKo-aKyepCKUX MyHKTOB,
IEHTPOB (OTHeNeHMI) 00IIeii BpaueOHOW (CeMEWHOMN) MPaKTHUKH), PACIIOIOKEHHBIX B CEIBCKUX HACEICHHBIX
MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeYHbIE OPTaHU3AINU, a TaKKe MepeueHb JIEKAPCTBEHHBIX MPENaparos,
MpoJaka KOTOPBIX MOXET OCYIIECTBISATHCS YKAa3aHHBIMH OpraHU3alusMd M HUX 000COOICHHBIMU
MOJIPA3JICIICHUSIMU, YCTAaHABJIMBAIOTCS OpraHaMH HCIIOJIHUTEIBHONH BJIACTH CYOBEKTOB Poccuiickoi
denepauuu.
(B pen. ®enepanbHbIx 3ak0HOB OT 25.11.2013 N 317-03, ot 03.04.2020 N 105-D3)

6. AnTeuHble OpraHu3alM, WHAMBHUIYyaJbHbIE MPEANPUHUMATENH, HMEIOLUIME JIMIECH3UI0 Ha
(apMaleBTUYECKYIO J1eATeNIbHOCTh, 00s13aHbl oOecrieuuBaTh yTBepxkaAeHHbINH I[IpaBurensctBom Poccuiickoit
Oeneparuu U GopMUPYyEMBIH B YyCTAaHOBJICHHOM UM MOPSAKE MUHUMAJIbHBIN aCCOPTUMEHT JIEKapCTBEHHBIX
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npenaparoB, HEOOXOAUMBIX JJIsl OKa3aHUS MEAUIIUHCKOM MOMOIITH.
(uacTtb 6 B pen. deaepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTeuyHble OpraHu3allMM, WHIUBUIyAJIbHbIC MPEINPUHUMATEIN, HMCIONINE JIUIEH3UIO Ha
(hapMareBTHUECKYIO JIeATEIIbHOCTD, HAPSAY C JICKAPCTBCHHBIMU TperapaTaMi MMEIOT MPaBO MPHOOpeTaTh U
MpO/IaBaTh, B TOM YKCJIE TUCTAHIIMOHHBIM CIIOCOOOM, MEIUITMHCKHIE WU3AEUs, Ae3UH(DUINPYIONINE CPEICTBA,
OpeaIMeTsl M CpeACTBAa JIMYHOM TUTHEHBI, MOCYAy M8 MEAMLIMHCKHUX IIeNiel, MpeAMETbl U CpPEeICTBa,
npeaHa3HaYeHHbIE ISl yX0/Aa 32 OOJIbHBIMH, HOBOPOXKIACHHBIMU U JI€TbMHU, HE JOCTHUTIIMMH BO3pacTa TPex
JIeT, OYKOBYIO ONTHKY U CPEJICTBA yXO0Ja 3a Hed, MHHEpaIbHBIE BOJIbI, MPOIYKTHI JEU€OHOTO0, AETCKOTO U
JTUETHYECKOTO TMUTAHMs, OWOJIOTMYECKH AKTUBHBIC JO0AaBKU, Map(roMEpHbIE U KOCMETHUYECKHE CPEJICTBA,
MEIIMIIMHCKUE W CAHUTAPHO-TIPOCBETUTENbHBIC TEYaTHBIC W3JaHUs, MPEJHA3HAUYCHHBIE JUIsl TPOIAraHIbl
3I0pOBOTO 00pa3a KU3HHU.

(B pen. DeaepanbHbiX 3akoHOB 0T 27.07.2010 N 192-D3, o1 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

8. [lesTenbHOCTH anTeuHbIX opranu3auuii Boopyskennsix Cun Poccniickoit denepannu, Ipyrux BOWCK,
BOMHCKHX (OPMHUPOBAaHUII M OpPraHoB, B KOTOPBIX 3aKOHOJAATENbCTBOM Poccuiickoit ®Penepanuu
IPeAyCMOTPEHO MPOX0XKICHUE BOCHHOH CIIy>KObI M (e/lepabHON rOCYAapCTBEHHOM CIIyKOBbl, CBI3aHHOM C
MIPAaBOOXPAHUTEIBHON  JCATENBHOCTBIO, pPErJIaMEHTHpYyeTCsl HacrosumMm  DenepalbHbIM - 3aKOHOM U
YTBEP’KACHHBIMU COOTBETCTBYIOIIMMH (efepalbHbIMU OpraHaMHU HCIOJHUTEIBHON BIACTH MOJOKEHUSMHU.
Kontpons 3a coOmtofeHHMeM yKa3aHHBIMH — alTE€YHbIMM  OpPraHU3ALUSAMM  IOJIOKEHUH  HACTOSILEro
®denepanbHOTO 3aKOHA OCYLIECTBISETCS COOTBETCTBYIOIIMMH (ellepaibHbIMM OpraHaMU HMCIIOJHUTEIbHON
BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

Koncynprantlliroc: mpuMedaHue.
C 01.01.2021 9. 9 cT1. 55 yrpaunBaet cuiy (D3 ot 03.04.2020 N 105-D3).

9. B ycnoBusx upe3BblYaWHON cUTyalMd W (WJIM) TPU BO3HUKHOBEHHHM YTPO3bl PaCIpPOCTPAHEHUS
3a00J1€BaHus, MPEACTABIISIIONIETO OMACHOCTh JUIsi OKpykatouux, [IpaBurensctBo Poccuiickoit denepanuu
npu HEoOXOJMMOCTH BIMPaBE YCTAHOBUTH BPEMEHHBIA MOPSJAOK PO3HMYHON TOPTOBJIM JIEKAPCTBECHHBIMU
mpernapaTtaMM A MEIUIUHCKOTO MPUMEHEHHs (32 HUCKIIOYEHHEM HApKOTHYECKUX JIEKapCTBEHHBIX
IIPENapaToB U IICUXOTPOIIHBIX JIEKAPCTBEHHBIX MPENapaToB, a TAKKE CIUPTOCOAEPKAIIMX JIEKAPCTBEHHBIX
MpemnapaToB ¢ OOBEMHOW JOJIEH ATHIOBOTO CHHPTA CBBIIMIE 25 MPOIEHTOB) AMCTAHIIMOHHBIM CIIOCOOOM,
MOPSJAOK BBbIAAYM PA3pELICHHs HAa OCYIIECTBIECHHUE TOPrOBIM, MNPEIYyCMOTPEHHOW HACTOAILIECH YacThIo,
TpeOOBaHUS K aNTEeYHBIM OPTraHHU3allMsAM, KOTOPbIE MOTYT OCYIIECTBIISAITh TaKyl TOPTOBIIO, a TakKke
BPEMEHHBIE TTPaBUJIa JOCTABKHU JIEKAPCTBEHHBIX MTPENAPATOB IpaXKJaHaM.

(dactp 9 BBenena denepanbHbIM 3aKk0HOM OT 03.04.2020 N 105-D3)

CraTtbsa 56. U3aroTtoBneHue n OoTNycK fieKapCcTBEHHbIX NpenapaToB

1. M3roroBneHHe JEKAPCTBEHHBIX IPENapaToB alTEYHbIMU OPraHU3aLUsSMH, BETEPUHAPHBIMU
anTEeYHbIMM OpPraHU3ALMAMM, WHJIWBUAYAJIbHBIMU IPEANPUHUMATEIIMU, HWMEIOIIMMH JIMIEH3UI0 Ha
(bapMaleBTUUECKYIO JEATEIBHOCTh, OCYIIECTBIISETCS IO pelenTaM Ha JIeKapCTBEHHbIC Mpenaparsl, IO
TpeOOBaHUSAM MEIULMHCKUX OpraHu3aluid, BETEPUHAPHBIX OpPraHM3alUi B COOTBETCTBUM C MpaBUIAMU
W3TOTOBJICHUSI U OTITyCKa JICKAPCTBEHHBIX MPENapaToB, YTBEP)KICHHBIMH YIOJIHOMOYEHHBIM (heaepabHbIM
OpPraHOM HMCIIOJHUTEIbHOM BIACTH.

2. HpI/I HU3TOTOBJICHUM JICKAPCTBCHHLIX IMPCIapaToB alTCYHBIMU OpraHu3alusaAMHU, BETCPUHAPHBIMU
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AIllTCUHBIMU  OpTraHU3alWsAMU, HWHAWBUAYAJIbHBIMHA MNPCANPUHUMATCIIAMA, HWMCIOIIMMU JIMOCH3WIO Ha
(bapMaL[eBTI/I‘{eCKYIO ACATCIIBHOCTD, HCIOJIB3YHOTCA (I)apMaI_IeBTI/I‘-IeCKI/Ie Cy'6CTaHI_II/II/I, BKIIOYCHHBIC
COOTBCTCTBCHHO B I‘OCyI[apCTBeHHBIf/i peeCcTp JCKAPCTBCHHBIX CPCACTB IJId MCIAUIMHCKOI'O IPHUMCHCHUSA U
FOCYZ[apCTBCHHHﬁ peecTp JCKAPCTBCHHLIX CPCACTB AJId BCTCPHUHAPHOIO MNPHUMCHCHUSA B YCTAHOBJICHHOM
TIOoOpAJIKE. He JOIYCKACTCA H3rOTOBJIICHHUC AaIlITCUHBIMU OpraHu3alusaIMU, BCTCPUHAPHBIMU AIlTCUHBIMU
opraHu3alvsiMy, WHAWBUAYAJIbHBIMH IPEANIPHUHUMATEIIAMU, UMCIOIIUMHA JIMOCH3UIO HA (bapMaI_[eBTI/ILIeCK}’IO
ACATCIIbHOCTD, JICKAPCTBCHHBIX IPCIIAPATOB, 3aPCTUCTPUPOBAHHBIX B Poccuiickoit q)enepaum/l.

3. MapkupoBKa JIEKAPCTBEHHBIX MPENapaToB, M3TOTOBICHHBIX AaNTEYHBIMH  OPTaHU3ALMIMH,
BETEPUHAPHBIMU allTEYHBIMU OpPraHM3ALUsAMH, HHIWBUIYAJIbHBIMU IPEANPUHUMATENAMH, HMEIOLUMU
JHIEH3WI0 Ha (apMaleBTUYECKYl0 ESTelNbHOCTh, W O(OPMIIGHHE TaKMX TpEenapaToB IOJDKHBI
COOTBETCTBOBATH MPaBUJIaM, YKa3aHHBIM B 4YacTH | HACTOSIIEH CTaTbHU.

4. AnteuHble  OpraHu3allM{, BETEPUHAPHbIC  aNTEYHble  OpPraHU3allMM, WHAUBHUIYaJbHbIE
npeANpUHUMATENN, UMEIOLUe JTUIEH3HI0 Ha (DapMalleBTUUECKYIO JEATeIbHOCTh, HECYT OTBETCTBEHHOCTh 3a
HECOOJIIOJICHUE TpaBWJI M3TOTOBJCHUS M OTIyCKa JIGKAPCTBEHHBIX IIpPEerapaToB B COOTBETCTBUH C
3aKoHoarenbcTBoM Pocculickont denepanumu.

Cratba 57. 3anpellieHne npogaxu ¢anbcupuuMpoBaHHbLIX JIeKapCTBEHHbLIX CPEeACTB,
He[0bOpOoKavyeCTBEHHbIX JIeKapCTBEHHbIX CPeACTB, KOHTPa(haKTHbIX NIeKapCTBEHHbIX CPeacTB

[Mponaxka QanbcupUIMPOBaHHBIX JEKAPCTBEHHBIX CPEACTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEICTB, KOHTPaaKTHBIX JICKAPCTBEHHBIX CPEJCTB 3aIPEIIAcTCsl.

CraTtbAa 58. XpaHeHuMe nekapCTBEHHbIX CpeacTB

1. XpaHeHne JIEKapCTBEHHBIX CPEJICTB OCYHIECTBIISICTCS MPOM3BOIAMTEISMH JIEKAPCTBEHHBIX CPEICTB,
OpraHu3alMsIMM  ONTOBOM TOPrOBIM  JICKAPCTBEHHBIMM  CpPEICTBAMH, aNTeUYHbIMH OpraHU3alUsiIMH,
BCTCPUHAPHBIMU aAlITCYHBIMKU  OpTraHHU3alysaAMH, UWHAWBUAYAJIbHBIMU HNPCANPUHHUMATCIAMA, HWMCIOIIUMU
JUIOCH3UIK Ha Q)apMaHCBTI/I‘-ICCKy}O ACATCIIBHOCTD WM JIMIOCH3HWIO Ha MCEAWIUHCKYIO OCATCIbHOCTD,
MEAUITMHCKUMU OopraHu3anusMu, BETCPUHAPHBIMHU OopraHru3anusiMu u HWHBIMH OopraHu3anusMu,
OCYLIECTBIISIIOIIMMHI  OOpallleHHe JIEKapCTBEHHBIX CPEICTB. XpaHEHHE JICKApCTBEHHBIX CPEACTB  JUIS
BETEPHHAPHOTO NMPUMEHEHUS] OPTaHH3aLUSIMH ¥ WHIUBHIYaTbHBIMU MPEANPHHUMATEISIMH B CIy4asx, €CIIH
OHHU MCIIONB3YIOTCS UCKIIIOYUTEIBHO NMPH Pa3BeICHUH, BBIPAIIUBAHUU, COJIEPKAHUM M JCUYCHUU >KUBOTHBIX,
MOJKET OCYIIECTBIATHCS 0€3 MOTyueHHs JTUIEH3UN Ha (PapMaleBTHUECKYIO JeSTETbHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. HpaBI/IJ'Ia XpaHCHUA JICKAPCTBCHHBIX CPCJACTB YTBCPKAAKOTCA COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM
(beﬂepaanHM OpraHom HCITOJIHUTEIHLHOMN BJIACTH.

3. XpaHeHHE HApPKOTHYECKHUX JIEKApCTBEHHBIX CPEACTB, INCUXOTPOINHBIX JIEKAPCTBEHHBIX CPEACTB,
pannodapmaneBTHYECKUX JEKAPCTBEHHBIX CPEJICTB OCYILECTBIISETCS B COOTBETCTBUU C 3aKOHO/ATEIILCTBOM
Poccuiickoit denepanuu.

Cratba 58.1. [lpeAMeTHO-KONMUYECTBEHHbLIA Y4YeT JeKapCTBEHHbIX CpeAcTB Ans
MeAULMUHCKOro npuMeHeHus
(BBenena denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. Hep CUYCHb JICKApPCTBCHHBIX CpCACTB JJIA MCIHUIIMHCKOI'O IMPUMCHCHU, IIoJJIC)KaIuXx
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MPEAMETHO-KOJIMUCCTBCHHOMY yuery, YTBCPIKAACTCA YHOJHOMOYCHHBIM (l)eﬂepaHBHHM OpraHomMm
HCIIOJIHUTEILHOM BIACTH.

2. HOpSIIIOK BKJIFOUCHUA JICKAPCTBCHHBIX CPCACTB A MCAUIUHCKOIO HNPUMCHCHHA B IICPCUCHDb
JICKAPCTBCHHBIX CPEACTB AJId MCAWLNUHCKOTO IMPUMCHCHUA, IMOJJICKAINX MNPEAMCTHO-KOJINYCCTBCHHOMY
y4eTy, YCTaHaBJIMBA€TCS YIOJHOMOYEHHBIM (elepaJbHbIM OpPraHOM HCIOJHUTENIbHOM BJacTH IO
COTJIACOBAHUIO C (he/iepabHBIM OPraHOM HCIIOJHUTENBHON BJIACTH, YIIOJIHOMOYEHHBIM B c(hepe BHYTPEHHUX
ned.

(B pen. ®enepanbroro 3akoHa ot 03.07.2016 N 305-03)

3. IIpenMeTHO-KOMMUYECTBEHHBIN yUET JIEKAPCTBEHHBIX CPEACTB JUIsl MEAULIMHCKOTO IPUMEHEHMSI BELYT
MIPOU3BOJUTENHN JIEKAPCTBEHHBIX CPEJCTB, OPraHMU3allMid ONTOBOW TOPIOBIIM JIEKAPCTBEHHBIMH CPEICTBAMH,
anTeyHble OpraHU3allK, UHAWBUIyalIbHbIE IPEINPUHUMATENN, UMEIOIINE JILIEH3UI0 Ha (apMalleBTUYECKYIO
JNEATEIbHOCTh WM JIMLEH3UK0 HAa MEIUMUMHCKYIO JEATEIbHOCTb, W MEIMIMHCKUE OpraHu3aluu,
OCYUIECTBISIFOIIME OOpallleHne JEKapCTBEHHBIX CPEACTB Ui MEIUIMHCKOTO MPUMEHEHUS, IyTeM
perucTpaiyu Jro0bIX CBA3aHHBIX ¢ UX OOpallleHHeM Olepaluid, Py KOTOPBIX U3MEHSETCS X KOJIUYECTBO U
(unmu) cocTosiHME, B CIIEUMAIBHBIX XKypHajlaX ydeTa OIepaiuil, CBI3aHHBIX C OOpalleHHeM JIEKapCTBEHHBIX
CPEICTB AJIsl MEAULIMHCKOTO IPUMEHEHUs (J1ajiee - CIelMaIbHbIE KYPHAJIbI).

4. IlpaBuna perucTpary oOrepaiui, CBS3aHHBIX C OOpalleHueM JIEKAPCTBEHHBIX CPEICTB IS
MEIUIUHCKOTO IPUMEHEHHUs, BKIIOUYECHHBIX B II€PEUYEHb JIEKAPCTBEHHBIX CPEACTB [UJIl MEIULIMHCKOTO
NPUMEHEHUS, TMOJUISKAIIUX MPEAMETHO-KOJINYECTBEHHOMY Yy4YeTy, B CHEIHalbHBIX JKypHaJlax W IpaBHIia
BEJICHUSI U XPAaHEHUs CICHUATIBHBIX KYPHAJIOB YTBEPKIAIOTCS YHNOTHOMOYEHHBIM (heepaabHbIM OpPraHOM
HCTOJIHUTEIBHOM BIACTH.

5. Kontposb 3a cOONIOACHHEM TMIPABWI PETUCTPALMU OIEpalfii, CBS3aHHBIX C OOpaIleHueM
JICKAPCTBCHHBIX CPCACTB JJII MCAUIMHCKOI'O MPUMCHCHMS, BKIIFOUCHHBIX B MIEPCUYCHD JICKAPCTBCHHBIX CPCACTB
JUI. MEIMUUHCKOIO IPUMEHEHHUs, MOAJEKAIIUX IPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, B CHElHalbHbIX
KypHajax, a Takke 3a COONIOIEHNEM IPAaBUII BEACHUS U XPaHEHUs CIIEUAlbHBIX KYPHAJIOB BO3JIaraercs Ha
YIOJIHOMOYEHHBIE (hefiepalibHble OpraHbl MCIOJHUTEIBHONH BJIACTH M OpraHbl HCIOJHUTENBHOW BIAcTH
cyobekToB Poccuiickoii ®enepanuu, OCYLIECTBIISIIOIINE JIMLIEH3UPOBAHUE IPOU3BOJCTBA JIEKAPCTBEHHBIX
CpeacTs, q)apMaHeBTquCKOﬁ JACATCIIBHOCTH U MCI[I/IHHHCKOﬁ ACATCIIBHOCTH, U OCYHICCTBJIACTCA B paMKax
JUIEH3UOHHOTO KOHTPOJIS.

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPECTB
CrtaTtbs 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUS NleKapCTBEHHbIX CPeACcTB

1. HenoOpokauecTBeHHbIE JI€KapCTBEHHbIE CPEACTBa, (panbCcuuIUpOBaHHbIE JIEKAPCTBEHHBIE CPECTBA
HOJUIeKAT M3BATUIO M3 OOpaleHUs M YHUYTOXKEHUIO B IIOPsJIKE, YCTaHOBJIEHHOM IIpaBuTenbcTBoM
Poccuiickoit ®enepanuu. OCHOBaHMEM [UIsl YHUYTOXKEHHs JIEKAPCTBEHHBIX CPEACTB SIBIISIETCA PEIICHUE
BJIAJICJIbLIA JICKAPCTBEHHBIX CPEJICTB, PELICHHE COOTBETCTBYIOLIETO YITOJHOMOUYEHHOTO (peepanibHOro oprana
UCIIOJHUTEJIBHOM BIACTU WU PEILECHHUE CYIa.

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

2. KonTpadakTHple J€KapCTBEHHBIC CPEJCTBA MOJUICKAT UIBATHUIO U3 OOpAIICHHs] U YHUYTOKEHHUIO TIO
pemenuto cyna. Ilopsmok yHUUYTOXXKEHHMsST KOHTpadaKTHBIX JICKAPCTBEHHBIX CPEJCTB YCTaHABIUBACTCS
[IpaButenscTBOM Poccuiickon Penepanuu.

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)
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3. PaCXOI[LI, CBA3aHHBIC C YHHUYTOKCHHUEM KOHTpaq)aKTHBIX JICKApCTBCHHBIX CpeacTs,
HC,Z[06pOKa‘-I€CTBeHHLIX JICKApCTBCHHBIX  CPCACTB, q)aJ'IBCI/I(I)I/II_II/IPOBaHHLIX JICKApCTBCHHBIX  CPCACTB,
BO3MCHIAKOTCA UX BJIAACIIBILICM.

4. Bnazmenen JeKapCTBEHHBIX CPEICTB JOJDKEH IMPEJCTABUTh B YIOJIHOMOYECHHBIH (penepanbHbIid opraH
WCTIOJIHUTEJIBHOM  BJIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJICHHOM IIOpPSIKE €ro KOIHIO,
HOATBEpKIAtoIINe (GaKT YHUUTOKEHHS JIEKapCTBEHHBIX CPEICTB.

5. CooTBeTCTBYIOIMH YHOJTHOMOYEHHBIN (hefiepabHblii OpraH HCIOJHUTEIbHON BIIACTH, NPUHSABIIMN
perieHre 00 YHUUTOKEHUH JICKApCTBEHHBIX CPECTB, OCYIIECTBIISET KOHTPOJIb 32 UX YHUUTOKECHHEM.

6. VYHHYTOXKECHHE JICKAPCTBEHHBIX  CPEJACTB  IMPOW3BOAUTCS  OPTaHM3AIMSIMH,  HMEIONUMHU
COOTBETCTBYIOIIYIO JIMIIEH3UIO, HA CIENHUATBLHO O0OPY/IOBAHHBIX IUIOMIAJKAX, MOJUTOHAX W B CIEIHAIBHO
00Opy/ZIOBaHHBIX IMOMEIIEHUSAX C COOMIoZeHHEM TpeOOoBaHUN B 00JIaCTH OXpaHbl OKpY’Karoulell cpensl B
COOTBETCTBUU C 3aKOHOJIaTebCTBOM Poccuiickoit denepaunu.

7. HapkoTuueckue  JEKapCTBEHHbIE  CPEICTBA, IICUXOTPOIHBIE  JIEKAPCTBEHHBIE  CPEICTBA,
panunodapmalneBTHYECKUEe JIEKAPCTBEHHBIE CPE/ICTBA YHHUTOXAIOTCA B COOTBETCTBHM C 3aKOHOJATEILCTBOM
Poccuiickoit denepanuu.

nasa 12. TOCYAAPCTBEHHOE PEINYJIMPOBAHUE LIEH
HA JNNIEKAPCTBEHHBbIE NPEMNAPATbI ANnA MEAULIMHCKOIo NPUMEHEHUA

Cratbsa 60. NlocynapcTBeHHOe perynupoBaHMe LieH Ha NeKapCTBEeHHble npenapartbl Ans
MeaULMUHCKOro NpUMeHeHus

1. TocymapcTBEHHOE pETYJIMPOBaHHWE II€H Ha JICKAPCTBEHHBIC TIperaparbl JUIS METUITTHCKOTO
IPUMEHEHHUS OCYIIECTBIIICTCS TIOCPEICTBOM:
(B pen. ®enepanpHOro 3akona ot 26.03.2020 N 67-D3)

1) ytBepxknenus IlpaBurensctBom Poccuiickoit ®Dexepanmu mnepedyHs >XU3HEHHO HEOOXOTUMBIX U
BOXHEHIINX JIEKAPCTBEHHBIX MPEMapaToB, KOTOPHIH cHOPMUPOBAH B YCTAHOBICHHOM UM IOpPSAKE HA OCHOBE
KOMIUIEKCHOM OLIEHKH JIEKapCTBEHHBIX IIPENapaToB, BKIIOYAs AHAJINW3 CBEACHUM O CpPABHUTEIBHOU
KIMHUYEeCKOW S(PQPEKTUBHOCTH U O€30IacCHOCTH JIEKAPCTBEHHOI'O CPEACTBA, OILIEHKY 3KOHOMHYECKHX
IOCIEACTBUM IPUMEHEHUS JIEKAPCTBEHHOIO CpPEACTBA W M3YyYEHUE JIONOJIHUTEIBHBIX IOCIEICTBUI
IIPUMEHEHUS JIEKapCTBEHHOTO CPELCTBA,

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

2) yTBEpKACHUS METOJUKH pacdera MpeeIbHBIX OTITYCKHBIX IIEH MPOU3BOAUTEINCH HA JIEKaPCTBCHHBIE
MpernapaThl, BKIFOUSHHBIC B TIEPEUSHb )KU3HECHHO HEOOXOIUMBIX M BOKHEHIIIHMX JICKAPCTBEHHBIX MIPEIapaTos, a
Tak)Ke BHEJAPEHUS MEXaHU3MOB (DOPMHUPOBAHHSI CHCTEMBI PeEPEHTHBIX IICH;

(B pen. DeaepanbHbiX 3ak0HOB OT 22.12.2014 N 429-D3, o1 06.06.2019 N 134-D3)

3) rocyaapcTBEHHOH PEruCTpalyy MpeelbHBIX OTIYCKHBIX LIEH MPOM3BOAWTENCH Ha JIEKapCTBEHHBIC
IpernapaTsl, BKJIIOUYEHHBIE B IEpeUeHb KU3HEHHO HEOOXOIMMbIX U BaKHEHIITNX JIEKAPCTBEHHBIX MPENapaToB;
(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BeneHuss TOCYHapCTBEHHOTO peecTpa TPEIeNIbHbIX OTIYCKHBIX II€H IPOU3BOAMUTENEH Ha
JIeKapCTBEHHbIE IMIperapaThl, BKIIOUYEHHbIE B IE€pPeUYeHb JKU3HEHHO HEOOXOJUMBIX U  BaKHEHIINX
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JICKAPCTBCHHBIX IIPCIIapaTOB;

5) YTBCPKACHNUA MCTOAWKU YCTAHOBJICHHUA OpraHaMu HCIIOJHUTENILHON BIACTH Cy6’BCKTOB Poccuiickoit
CDe;[epauHH NpCACIIbHBIX PasMCPOB ONTOBBIX HaI[GaBOK U NPCACIIbHBIX PasMEPOB PO3HHUYHBIX Ha,Z[63.BOK K
Ci)aKTI/I'-ICCKI/IM OTIIYCKHBIM ILE€HAM, YCTAHOBJICHHLIM IIPOU3BOAUTCIAMU JICKAPCTBCHHBIX IIPCIIapaToB, Ha
JICKAPCTBCHHBIC TIp€rapaTbl, BKIOYCHHBIC B IICPCUCHb KXU3HCHHO HCO6XO)II/IMBIX A BaXHEHIINX
JICKAPCTBCHHBIX IIPCIIapaToB;

6) yCTaHOBJIEHUS NpEeAETbHBIX Pa3MEpOB ONTOBBIX HAJ0ABOK U MpEAEibHBIX Pa3MEPOB PO3HUYHBIX
Ha10aBOK K (AKTUYECKHMM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM IPOU3BOJMTEISIMU JIEKAPCTBEHHBIX
IIpenapaToB, Ha JIEKAPCTBEHHBIE IIpenaparbl, BKIIOYEHHbIE B IIE€PEUEHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEUILMX JICKAPCTBEHHBIX IIPENapaToOB;

7) YTBEpXKIEHUS TOps/Ka BBIJAYM TPEINUCAHUNA OpraHaM WCIOJHUTEILHON BJIACTH CyOBEKTOB
Poccuiickoit denepanyu 0 NPUBEACHUM B COOTBETCTBHUE C 3aKOHOAATeIbCTBOM Poccuiickoii deneparuu
pelieHuit 00 yCTaHOBJICHUU MPEENbHBIX Pa3MEepPOB ONTOBBIX HA/I0AaBOK U MPEENbHBIX pa3MEepPOB POSHHUUHBIX
Ha70aBOK K (haKTUYECKUM OTIYCKHBIM II€HAaM, YCTAHOBJIICHHBIM TPOM3BOAUTEISIMU JIEKAPCTBEHHBIX
rpenapaToB, Ha JIEKAPCTBEHHbIE IIpenaparhl, BKIIOUCHHbIE B TMEPEUYCHb JKU3HEHHO HEOOXOJIUMBIX W
BOKHEUIIIUX JICKAPCTBEHHBIX MPEMapaToB, €CIM OHU MPUHATHI ¢ HAPYIICHHUEM 3aKOHOAaTeNbcTBa Poccuiickoin
®denepanuu, B mopsiike, yctaHoBiieHHOM [IpaBurensctBoM Poccuiickoit denepanuu;

8) HampaBlIeHHUS YMOJHOMOYCHHBIM (eaepaabHbIM OPraHOM HCIIOJHUTEIHPHOM BJIACTH OpraHam
UCTIOMTHUTENBHOU BiacTu cy0bekToB Poccuiickoit deneparuu mpeanucaHuii 0 IpUBEIEHUU B COOTBETCTBHE C
3akoHOJaTenbCcTBOM Poccuiickorn Penepannu NPUHATBIX C HapyLICHUEM 3aKOHOAATENbCTBAa Poccuiickon
®denepanyu pemieHN 00 YCTaHOBICHUH MIPEIETbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPECIBHBIX pa3MEpPOB
PO3HUYHBIX HAJ0ABOK K I[€HAM Ha JICKAPCTBEHHBIC IMpernapaThl, BKIIOYCHHBIE B TMEPEUYCHb >KU3HEHHO
HEOOXOAMMBIX U BKHEUIITUX JIEKAPCTBECHHBIX MIPETIAPaTOB;

9) ocymecTtBieHus (eaepanbHOro rocyJapCcTBEHHOTO Haja3opa B cepe oOpalleHus JeKapCTBEHHbIX
CPEICTB U PETHOHAIIBHOTO IOCYIapCTBEHHOIO KOHTPOJIA 3a IPUMEHEHUEM LIEH Ha JIEKapCTBEHHBIE PENapaThl
COOTBETCTBEHHO YITOJHOMOUYEHHBIMH (pefiepalbHBIMU OpraHaMU HCIIOJHUTEIBHONM BJIACTH M OpraHaMu
UCTIOJHUTENBHOW BiacTH cyObekToB Poccuiickoid ®Pepepanuy COTIacHO HMX KOMIIETEHIIMM B TIOPSIKE,
ycranoBiieHHOM [IpaBurensctBom Poccniickoit denepanuu;

(. 9 B pen. @exnepanbHoro 3akona ot 25.06.2012 N 93-D3)

10) mpuMeHeHHs  TNPETyCMOTPEHHBIX  3aKOHOJATENbCTBOM  Poccuiickoit ~ ®enepamuu  mep
OTBETCTBEHHOCTH 32 HapyIlIEHUE MOpsAKa [eHO00pa30BaHMs HA JEKAPCTBEHHBIE Mpenaparhl, BKIIOYEHHBIE B
nepeyeHb JKU3HEHHO HEOOXOAMMBIX U BXKHEHIIINX JIEKaPCTBEHHBIX MPENapaToB.

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

2. B ycnoBusax upe3BblUaHOW cUTyauud W (WIM) NpPU BO3SHUKHOBEHMM YTPO3bl PaclpOCTPaHEHUS
3a00JieBaHus, MTPEICTABISIONIETO OMACHOCTH AJIsi OKPY’KAIOIIUX, a TAKXKE B ClIydae, €M B TeUeHHUE TPUALIATH
KaJIeHAapHbIX AHed mocie npuHsatus [IpaButenbctBoM Poccuiickoit denepanuu peumieHUs O MPOBEICHUHN
MOHUTOpPUHIAa PO3HUYHBIX II€H Ha JIEKAPCTBEHHBIE Ipenaparbl, HE BKJIIOYEHHbIE B IE€PEUEHb >KU3HEHHO
HEOOXOJMMBIX W BAXHEHIIMX JIEKAPCTBEHHBIX NpPENapaToB, Ha TEPPUTOpUAX CyObekToB Poccuiickoit
@enepallii BBISIBJIEH POCT PO3HUYHBIX LIE€H Ha YyKa3aHHbIE JIEKAPCTBEHHBIE IIpenapaTrbl Ha TPUILATh
npoueHToB u 6onee, IlpaBurensctBo Poccuiickoit denepanuu BlpaBe yCTAHOBUTH NPEAEIbHBIE OTIYCKHbIE
LIEHBI TIPOM3BOAMTENICH HA yKa3aHHbIE JIEKapCTBEHHbIE Iperaparsl, MpeieibHble pa3Mepbl ONTOBBIX Ha10aBOK
U TpeleNbHbIE Pa3Mepbl PO3HUYHBIX Hal0aBOK K (PAKTUUECKHMM OTIYCKHBIM LIEHAM MPOM3BOJIUTENICH Ha
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yKa3aHHbIE JICKapCTBEHHbIE NTpenapartsl. [lepedeHs JekapCcTBEHHBIX MTPENapaToB, HE BKIIFOUEHHBIX B IIEPEUEHb
KHU3HEHHO HEOOXOJUMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX NpenapaToB, W MOPSAOK ero (opMHpPOBAaHUS
onpeaesitores [IpasurensctBoM Poccuiickoit @enepanuu.

(uacts 2 BBeneHa denepanbHbiM 3aK0HOM 0T 26.03.2020 N 67-D3)

3. B TeueHne neBSHOCTa KaJeHIApPHBIX ITHEW co 1HA yTBepxkaeHus [IpaButenbctBom Poccuiickoit
denepallu MEPEyHs, YKAa3aHHOIO B YAacTH 2 HACTOSIIEH CTaThbU, HE JIOMYCKAIOTCS peaau3alus U OTIYCK
BKJIFOUEHHBIX B HETO JICKAPCTBEHHBIX NPENapaToB MO LI€HAM, MPEBBIMIAIONINM NPEIEIbHbIE OTIYCKHBIE LIEHbI
MPOU3BOUTENIC HA YKa3aHHBbIC JIEKAPCTBEHHBIC MpENapaThl, MpeelbHbIE pa3Mepbl ONTOBLIX HAI0aBOK U
mpeebHbIe pa3Mepbl PO3HUYHBIX HAA0AaBOK K (DAKTHUECKUM OTIYCKHBIM IICHaM TMPOU3BOAMTENCH Ha
yKa3aHHBIC JIEKAPCTBEHHBIE MIPENapaThl C y4eTOM Hajiora Ha 100aBJICHHYIO CTOMMOCTb.

(uacts 3 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynwsrantllntoc: mpuMedanue.
3apeructpupoBannbie 110 07.06.2019 mnpenenpHbIE OTIMYCKHBIE II€HBI TOMJIEXKAT 00s3aTEIBHOMN
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 @3 01 06.06.2019 N 134-D3.

Cratba 61. [ocypnapcTBeHHas perucTpaumss v nepeperucTtpauus npeaenbHbIX
OTMYCKHbIX LieH Npou3BoAUTENIeN Ha JfleKapCTBEHHbIe npenapartbl, BKIIIOYEHHbIe B NepeyveHb
XXN3HEHHO HeOOBXoAUMbBIX U BaXXHEULLNX NeKapCTBEHHbIX NpenapaToB

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D03)

1. IlpenenpHast OTHyCKHas I1I€HAa IIPOM3BOJAUTENS HA JIEKAPCTBEHHBIM IIpemnapaT, BKJIIOYEHHBIN B
INEPCUCHb )KU3ZHCHHO HCO6XO}II/IMLIX U BaKHEUIITHNX JICKApPCTBCHHLIX MPLIapaToB, MOJJIICKUT FOCYI[apCTBCHHOﬁ
peructpauu B mopsake, ycraHoBiaeHHOM [IpaButensctBoM Poccuiickoit ®enepannivi, Ha OCHOBAaHUU
MPEJICTABICHHOTO B YIIOJIHOMOUYEHHBIN (hefiepaibHblii OpraH WCIOJHUTEIBHON BIACTH 3asBICHUS JeprKaTems
WM BIAJENbla PETHCTPAIIMOHHOTO YJOCTOBEPEHHUs JIEKAaPCTBEHHOIO IMpemapaTa (yHOJHOMOYEHHOTO UM
JIULIA).

2. 3apeructpupoBaHHasl IpeJebHAs OTIYCKHAs L€Ha MPOU3BOJAUTENS HA JIEKAPCTBEHHBIM Npernapar,
BKJIFOUEHHBIN B NIEPEUEHb KU3HEHHO HEOOXOAUMBIX M BaXKHEHIIUX JIEKAPCTBEHHBIX MPENapaToB, MOXKET ObITh
NepeperucTpupoBaHa B CTOPOHY YBEJIMYEHUS OJUH pa3 B KaJICHJApPHOM IOy Ha OCHOBAaHUHM NPEICTABIEHHOIO
B YNOJHOMOYEHHBIH (hefiepalibHblii OpraH WCHOIHUTENBHOM BIACTH 10 1 OKTSIOpS KaKJOro roja 3asBICHUS
JepKaTeNs WM BJAJENblla  PETUCTPALlMOHHOIO  yJOCTOBEPEHHUS  JIEKAPCTBEHHOIO  IIpemnapara
(YIIOJIHOMOYEHHOI'O UM JINLIA).

3. 3apeructpupoBaHHas TpeneiibHAs OTIYCKHas 1I€HAa MPOW3BOAMTENS Ha JICKAapCTBEHHBIN Ipernapar,
BKJIFOYCHHBIN B MepEUYCHb KU3HEHHO HEOOXOUMBIX W BaXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, MOKET OBITh
MepeperucTpupoBaHa B CTOPOHY CHIDKEHHS Ha OCHOBAaHUM MPEACTABIEHHOTO B YIOJIHOMOYEHHBIN
(denepanabHBI OpraH HCIOJHUTEIBHON BIIACTU 3asBICHUS Jep)KaTels WM BJajesblla PEerucTparioHHOTO
yAOCTOBEPEHUS JIEKAPCTBEHHOTO TMpenapara (YIOJTHOMOYEHHOTO UM JIUIA).

4. Jlepxkarenb WIM BIAJENEL PETUCTPALMOHHOIO YJOCTOBEPEHHUs JIEKAPCTBEHHOI'O IIperapara
(YnoITHOMOYEHHOE MM JIMI0) 00513aH MPEACTAaBUTh B YIIOJTHOMOYECHHBIN (heiepanbHbIii OpraH HCIIOTHUTEIHHON
BJIACTH 3asIBJICHHE O MEpEeperucTpaly 3aperucTpUpOBaHHON MPeNeIbHOW OTIYCKHOM LIEHBI MPOU3BOAUTENS
Ha JIEKapCTBEHHBIH TMpemnapar, BKIIOYEHHBI B TepedeHb IKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX MPENAPATOB, B CTOPOHY CHUKEHHUSI B CIIEIYIOLIUX CIydasiX:
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1) cHMXeHUe 1IeHbl B MHOCTPAHHOM BalIOTE Ha JIEKAPCTBEHHBIN IMpernapar B CTpaHe MPOU3BOAUTEINS U
(unmm) B cTpaHax, B KOTOPBIX JEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH U (WJIM) B KOTOpPBIE MOCTABISAETCS
IIPOU3BOIUTENIEM;

2) CHWKEHHE IIeH Ha peQepeHTHhIC JIEKapCTBEHHBIE IperapaTtbl B COOTBETCTBHHM C IIYHKTOM |
HacTosmeld 4YacTH (A1 COOTBETCTBYIOIIMX BOCHPOU3BE/IEHHBIX, OHOAaHAJIOroBBIX (OMOMOIOOHBIX)
JIEKapCTBEHHBIX IpenapaToB);

3) mpeBblllleHUE NpeAETbHONM OTIYCKHOM LEHbl Ha MEpBBIH BOCIPOU3BEIEHHbIN, OHOAaHATOTrOBBIN
(OnoromoOHBIi) JeKapCTBEHHBIN IMpenapaT HHOCTPAHHOTO MPOU3BOJICTBA HAJl MPEIEIbHOM OTIYCKHOM HEeHOH
MIPOU3BOJIUTENISI HA BTOPOM BOCHPOM3BEACHHBIN, OMOaHATOroBbIi (6MOMOA0OHBIN) JIeKapCTBEHHBIN Mpermapar,
PacCYMTaHHOM B COOTBETCTBUM C METOJIUKOM, yTBEpKAeHHOH IIpaBuTenscTBOoM Poccuiickon @enepanny;

4) mnpeBbllIEHWE TNPEAENbHON OTIYCKHOM LeHbl Ha MEpBBIA BOCIPOMU3BEACHHBIN, OMOaHATIOrOBBII

(OnononoOHBINM)  JIeKapCTBEHHBIM IMpenapaT I[POU3BOAMTEN TrocyJapcTBa - uieHa EBpasuiickoro
HKOHOMHUYECKOT'O COI03a HaJ NpeebHON OTIYCKHOM IIEHOH MPOM3BOAUTEINS Ha BTOPOW BOCIPOU3BEICHHBIMH,
O6uoaHasoroBelii  (OMOMOMOOHBIN) JIeKapCTBEHHBIH IpenapaT MPOU3BOAUTENS TOCyJdapcTBa - 4IEHa

EBpa3uiickoro »KOHOMHYECKOTO COK03d, PACCUUTAHHOM B COOTBETCTBUH C METOAMKOM, YTBEPKIACHHOU
[IpaBurensctBOM Poccuiickoit deneparnun.

5. Ilopsimok nmepeperucTpalny 3aperuCTPUPOBAHHBIX MPEENBbHBIX OTITYCKHBIX LIEH IPOM3BOAUTENEH HA
JIEKapCTBEHHbIE Ipernaparbl, BKIIOUEHHbIE B IEPEUYEeHb IKU3HEHHO HEOOXOOUMBIX M  Ba)KHEHIIMX
JEKapCTBEHHBIX IIPENapaToB, B CiIyd4asX, IPEIyCMOTPEHHBIX 4YacTAMH 2 - 4 HacTOSALIEH CTaTbH,
ycranasinuBaercs [IpasurensctBom Poccuniickoit denepanun.

6. DKOHOMHYECKHUH aHaIN3 IPEEIIbHOM OTIIYCKHON LIEHBI TPOU3BOIUTEIS Ha JIEKapCTBEHHBIN IIpenapar,
BKJIIOUEHHBI B TEPEUYEHb >KU3HEHHO HEOOXOAMMBIX M BAa)KHEHIIMX JIEKAPCTBEHHBIX NpENaparoB, MpU ee
TrOCYy/IapCTBEHHOW  PETUCTpAllUd WM  TMEepPEeperucTpaluy  OcyllecTBiseTcs  (eaepalbHbIM  OpraHOM
UCIIOJIHUTENILHOW BJACTH, OCYLIECTBISIOIIMM (YHKLUUU MO NPUHATHIO HOPMATHBHBIX IIPABOBBIX AKTOB U
KOHTPOJIIO 32 COOJIIOAEHNEM 3aKOHOIaTeNILCTBA B c(hepe rOCyJapCTBEHHOTO peryJinpoBaHus LieH (TapudoB) Ha
TOBApHI (YCIIyTH).

7. Pacder mpenenbHBIX OTHMYCKHBIX II€H, YKa3aHHBIX B 4acTAXx | W 2 HACTOSIIEW CTaThbu, NpH X
FOCY/JApCTBEHHOW PETUCTPAlMM WM TNEPEPErucTpaldd OCYLIECTBISIETCS B COOTBETCTBUU C METOJMKOM,
yTBepkeHHoU [IpaBurensctBoM Poccniickoin denepaiivii M yYUTHIBAIOIIEH B TOM YHUCIIE:

1) cobmonenue OanaHca HHTEPECOB NOTpeOUTENeH JIEeKapCTBEHHBIX IpPENaparoB, BKIIOUYEHHBIX B
nepeyeHb JKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MpENapaTtoB, U MPOU3BOAUTENEH
JICKapCTBEHHBIX IMPEMapaToB, BKIIOUEHHBIX B TMEPEYCHb KU3HEHHO HEOOXOMUMBIX H BaKHEHIIMX
JIEKapCTBEHHBIX IIPENapaToB;

2) QaxTHuecKylo OTHYCKHYIO IIEHY Ha JIeKapCTBEHHbIE IpemnapaTsl B Poccuiickoit ®enepanuu, LeHy
BBO3a JIEKApCTBEHHBIX TpenapatoB B Poccuiickyro @enepanuio, a Takke II€Hbl Ha AaHAJOTUYHBIE
JIeKapCTBEHHBIE IIpenapatsl, HaxoasAIuecs B oopamenuu B Poccuiickoit @enepanuy;

3) 3aTpaTbl MPOU3ZBOAUTECIIA JICKAPCTBCHHOI'O IIpCliapara  Ha HOPOU3BOACTBO H  pPCaU3alUIo
JICKApPCTBCHHOT O IIpCIiapara;

4) 1leHy Ha JIEKapCTBEHHBIN Ipernapar, ero IeHy B CTpaHe MPOU3BOJAUTENS U B CTPaHax, B KOTOPBIX
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HeKapCTBeHHLIﬁ npenapar 3aperuCTpupoBaH U (I/IJ'II/I) B KOTOPBIC TOCTABJISICTCS IIPOU3BOJUTCIICM.

8. He JOMMYCKAIOTCA pcain3alivsad U OTIIYCK JICKAPCTBCHHBIX IIPCIIAPAaTOB, BKIIOYCHHLIX B ICPCUCHDb
KHU3HCHHO HGO6XOZ[I/IMBIX U BaXKHEHUIIHNX JICKApCTBCHHBIX MPCIapaToB, Ha KOTOPLIC MNPOU3BOIUTCIAMU
JICKAPCTBCHHBIX  IPEIIapaToB HC 3apCruCtpupoBaHa HNpCACIbHAA OTITyCKHas OcHa, pcanunsanusa
IMPOU3BOAUTCIIAMU  JICKAPCTBCHHBIX IIPEIapaToB IO HOE€HaM, MNPEBBIIAOIUM 3apCruCTPUPOBAHHBIC WA
NEPEPETrUCTPUPOBAHHBIC IIPCACIBHBIC OTIIYCKHBIC ILICHBI Ha JICKAPCTBCHHBIC IIpC€IIapaThl ¢ Y4YE€TOM HaJlora Ha
,Z[O63BJ'ICHHYI-O CTOUMOCTD.

9. OcobeHHOCTH TOCYAaPCTBEHHOTO PETYIMPOBAHUS MPEACIbHBIX OTIYCKHBIX II€H MPOU3BOAUTENEH Ha
JICKapCTBCHHBIC TMIpemapaThl, BKIIOYEHHbIC B IEPEUYCHb JKU3HCHHO HEOOXOMUMBIX U  BaKHEHIIHMX
JIEKapCTBEHHBIX MPEMAPATOB, B 3aBUCUMOCTH OT SKOHOMUYECKUX U (MJIN) COIIMAIBHBIX KPUTEPHUEB (M3MEHEHHE
YCJIOBHM, TIOPSJIKA U CTOMMOCTH TPOU3BOJICTBA JICKAPCTBEHHBIX MPEMapaToB, UCIOIB30BAHNE HOBBIX (OpPM,
METOJIOB M CITOCOOOB rOCYIapCTBEHHOT'O PETYJIMPOBAHUS IIEH Ha JIEKAPCTBEHHBIC MPEMapaThl, B TOM YHCJIE Ha
OCHOBE MeXaHHu3Ma pedepeHTHOro [IEHO00pa30BaHMsl, U3MEHEHHH MOPsAKa OKa3aHUS MEAUIIMHCKON MTOMOIIIH,
Y MHBIC U3MEHEHUs1) ycTaHaBiuBaroTcs [IpaButenbctBoM Poccuiickoit @eneparium.

Cratbsa 62. NocypapcTBEHHbLIN peecTp npenesibHbIX OTMYCKHbIX LieH Npou3BoauTenemn
Ha neKapcTBeHHble npenapaTbl, BKMIOYEHHble B MNepeYeHb XU3HEHHO HeobXoAMMbIX W
BaXXHEMULUUX JfIeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WU TIEPEPETUCTPUPOBAHHBIC TIPE/ICIbHBIC OTIYCKHBIC IIEHBI IPOU3BOAUTENEH
Ha JICKQpPCTBEHHBIC IMIpETNapaThl, BKIIOUEHHBIC B IME€PEUCHb >KU3HEHHO HEOOXOMUMBIX M BaKHEHIIHMX
JICKapPCTBEHHBIX IPENapaToB, MOJICKAT BKIIOYCHHIO B TOCYIAPCTBEHHBIN PEecTp MPEACITbHBIX OTITYCKHBIX
IIEH MTPOM3BOIUTEINICH Ha JICKAPCTBCHHBIC TPerapaThl, BKIFOUCHHBIC B TICPEUCHb )KH3HCHHO HEOOXOIUMBIX U
BaXHCHINNX JICKAPCTBECHHBIX MPEIapaToB.
(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

2. TocynapCTBEHHBI pPeecTp NPEACIbHBIX OTIYCKHBIX II€H TMPOU3BOAMTENICH Ha JICKAPCTBCHHBIC
npenaparbl, BKIFOUYCHHBIC B IICPCUYCHDb KU3HCHHO HGO6XOIII/IMBIX U BaXXHEUIIINX JICKApCTBCHHBIX IIPCIIapaToB,
COJICPKUT B ceOe CIIeTYIONIYI0 HHPOPMAITHIO:

1) HamMeHOBaHWE JepXKaTeisi WIH BIAJeNblla PETUCTPAIIOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapara, HAMMEHOBaHHE [TPOM3BOAMTEIS JIEKAPCTBEHHOTO IIPEnapara, CBEACHUS O PErUCTPaLlH IepKaTels
WM BIIQJIENblla PETUCTPALMOHHOTO YAOCTOBEPEHUS JICKApCTBEHHOT'O IperapaTa, CBEIEHHS O PETHCTPaIliy
MPOU3BOJUTENSL  JICKAPCTBEHHOTO  Ipemapata  JUId  MEJUIIMHCKOTO  NPUMEHEHUS B KayecTBe
HAJIOTOIIATEIbIIMKA B CTPAaHE PETUCTPAIUH (11 POCCHHUCKUX FOPUAMYECKUX JIHML - MACHTU()UKAUOHHBINA
HoMmep Hanoromarensiiuka (MHH), 11 WHOCTpaHHBIX IOpUAMYECKHX JIMI[ - CTpaHa pPEerucTpalluy,
HaVMEHOBAHHME PETMCTPUPYIOLIET0 OpraHa, PeruCTPallMOHHBIA HOMEp, KOJI HAJIOrOIUIATEIbIIMKAa B CTPAaHE
peructpanyy (MHKOPHIOPALUK) WJIM €ro aHajior), MECTO HaXOXKACHHs IPOM3BOACTBEHHBIX IIIOMAIOK,
y4YacTBYIOIIMX B IPOIECCe IMPOM3BOACTBA JICKAPCTBEHHOIO IMperapaTa, C yKa3aHWeM CTaJuH Mpolecca
MIPOU3BOJICTBA;

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

2) HaUMEHOBaHHWE JIEKAPCTBEHHOro  mpemnapara (MeXAyHapoAHOE  HENaTeHTOBAaHHOE,  WJIU
TPYHNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

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

3) HOMep PEerucTPaLMOHHOTO yI0CTOBEPEHHs JICKapCTBEHHOT' O Mpenapara;
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4) nexapcTtBeHHas (hopMa ¢ yKa3aHHEM JIO3UPOBKH JIEKAPCTBEHHOI'O Ipernapara M €ro KOJIMYecTBa BO
BTOPUYHOM (TIOTPEOUTENBCKOIT) yITaKOBKE, a TAKXKe KOMIUIEKTHOCTH;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas MMpeIeNIbHAs OTIYCKHAs IIeHa Ha JIEKapCTBEHHBIH Mpenapar B pyOIisx;
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) nmata ¥ HOMEp NpUKa3a YHOJIHOMOUYCHHOTO ()elepalbHOr0 OpraHa HCIOJHHUTEIBFHONH BIIACTUH O
TOCYAapCTBEHHOW PETrUCTpaliy WM TMEePeperucTpanuy MpeAeibHOW OTITYyCKHOH IIeHBI Ha JIEKapCTBEHHBIH
Ipernapar, BKIIOUYEHHBIH B epeYeHb KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIIINX JIEKaPCTBEHHBIX MIPENapaTos.;

(B pen. ®enepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

6.1) mara BCTymleHHMsl B CWIy IpHKa3a YHOJHOMOYEHHOTO (heJepalbHOrO0 OpraHa HCIOJHUTEIbHON
BJIACTH O TOCYJAPCTBEHHOW pETHUCTpAlUU WM NEPEePEerucTpalvi MPEeACIbHOW  OTIIYCKHOW  II€HBI
IPOM3BOJIUTENS Ha JIEKAPCTBEHHBIM Ipernapar, BKIIOYEHHBIH B IEpEeYeHb >KU3HEHHO HEOOXOOUMBIX U
BaXHEMILNX JIEKAPCTBEHHBIX NIPENApPaTOB;

(m. 6.1 BBenen ®PenepanbHbM 3aKk0HOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KO/, HAHECEHHBIH HA BTOPHUYHYIO (MOTPEOUTENIHCKYIO) YIMAKOBKY JIEKaPCTBEHHOTO
Ipernapara;
(n. 7 BBeaeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

8) KOA JIeKapCTBEHHOI'O IIpernapara I10 aHaTOMO-TEpPaleBTUYECKO-XUMHUECKON KiIacCU(pUKaIUH,
PEKOMEH0BaHHOW BeceMupHO opranu3anuen 34paBOOXpaHEeHUs.
(. 8 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocynmapcTBeHHast perucrpanusi WIM [E€PEPErucTpanusi MpeleibHbIX OTIYCKHBIX II€H Ha
JICKAPCTBCHHBIC TIpC€rapaTrbl, BKIOYCHHBIC B IICPCUCHb JKU3HCHHO HCO6XOI[I/IMI)IX A BaXHEHUIINX
JICKapCTBEHHBIX TIpenapaToB, BEICHHE TOCYIAapCTBEHHOTO peecTpa MpPENeNbHBIX OTIYCKHBIX IICH
IPOM3BOJUTENCH Ha JIEKAPCTBEHHBIE Ipenaparbl, BKIIOYEHHbIC B IEPEUEHb MXU3HEHHO HEOOXOIUMBIX U
BO)XHEHIINX JIEKAPCTBEHHBIX MpEnapaToB, OCYIIECTBIIAIOTCA B MOPSAJKE, YCTaHOBIEHHOM IIpaBuTenbcTBOM
Poccuiickoit denepanuu.

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

Cratbsa 63. YcTaHOBNeHMe opraHaMu UCMNONHUTENBLHOW BNacTu cyobekToB Poccunckon
®depepaumn npeaenbHbIX pa3MepoB ONTOBbIX Haab6aBOK WM npederibHbIX pa3MepoB
PO3HMYHbIX Haa6aBoK K  (pakTUYeCKMM  OTNYCKHbIM  LeHaM, YCTaHOBIEHHbIM
npousBoAUTENsIMW  JNleKapCTBEHHbIX MpenapaTtoB, Ha JfieKapCcTBeHHble npenaparthbl,
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 (DAKTHUECKUM OTITYCKHBIM
1eHam (0e3 ydera Hajora Ha JOOABJICHHYIO CTOMMOCTD), YCTAHOBJICHHBIM IMPOU3BOIUTEISIMH JICKAPCTBEHHBIX
MpenapaToB, Ha JIEKAPCTBEHHbIE IIpeNaparhl, BKIIOUCHHbIE B TIEPEUYCHb JKU3HEHHO HEOOXOIUMBIX W
BOKHEWININX JICKAPCTBEHHBIX IPENapaToB, B COOTBETCTBHH C YTBEPXKIACHHOM B TOPSIKE, YCTAHOBJICHHOM
[IpaButensctBoM Poccuiickoit ®denepaniuu, METOAUKON YCTAaHOBJICHUSI OpraHaMy HCIOJHUTEILHOM BJIACTH
cyonrekToB Poccuiickoit denepanuu mpeaeNbHBIX pa3MEpOB OMNTOBBIX HAI0aBOK U MPEAENbHBIX pa3MepoB
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PO3HMYHBIX HaJ0aBOK K (PAKTUYECKMM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOAMTENISMHU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE IIPENaparbl, BKIIOYEHHBIE B IIE€PEUEHb >KU3HEHHO
HEOOXOJMMBIX M B)KHEHIINX JIEKAPCTBEHHBIX NpemnapaTtoB. IIpoeKkTsl peuieHuii OpraHoB HCIOJHUTEILHON
BiacTu cyOwpekTtoB Poccuiickoit denepauun 00 yCTaHOBIEHMM U (MJIM) U3MEHEHHMM IpENEIbHBIX pa3MepoB
ONTOBBIX HaJ0AaBOK M MpPEAENbHBIX pPa3MEpPOB PO3HUYHBIX HAA0aBOK K (DaKTHMUECKUM OTITYCKHBIM LI€HaM,
YCTAaHOBJICHHBIM  IIPOM3BOJUTENSIMM  JICKADCTBEHHBIX IIPENapaToB, Ha JICKaPCTBEHHBIC IIPENapaThl,
BKJIIOYEHHBIE B MEPEUYEHb KMU3HEHHO HEOOXOIUMBIX M BAXKHEMIIHMX JIEKAPCTBEHHBIX IpPENapaToB, MOAJIEKAT
COIJIACOBAHUIO C YIOJHOMOYEHHBIM (eiepabHbIM OPraHOM HCIOJHUTENBHONW BIIACTH, OCYIIECTBIISIIOIIUM
(YHKIMU TIO0 TPUHATHIO HOPMATHBHBIX IPABOBBIX aKTOB M KOHTPOJIIO 32 COOJIOJCHUEM 3aKOHO/ATEIIbCTBA B
cdepe TocyIapCTBEHHOTO PEryJIHpoBaHus LeH (TapudoB) Ha TOBaphl (YCIyTH), B MOPSIKE, YCTAHOBICHHOM
[IpaBuTenscTBOM Poccuiickoit denepanuu.

(B pen. Deaepanbhbix 3akoHOB 0T 13.07.2015 N 241-D3, o1 27.12.2019 N 475-D3)

2. OpraHuzanuy ONTOBOWM TOPTOBJIM JIEKAPCTBEHHBIMH CPEACTBAMH, AalTE€YHBIE OPTraHU3ALNH,
WHAMBUYyalbHbIE MPEINPUHUMATENN, HMMEIONMEe JUICH3UI0 Ha (apMaleBTUYECKYI0 JeSTelIbHOCTb,
MEIMLMHCKUE OpraHu3aliy, HWMEIOIIHWEe JIMIEH3WI0 Ha (apMaleBTHUECKYIO JEATENBHOCTh, U HX
o0ocobinenHble TozapasaeneHust (amOynaropuu, (enpamepckiue U (QerapaIIepcKo-aKymepcKue IyHKTHI,
LEHTPHI (OoTHeneHus) olmielt BpaueOHOM (CeMEMHOW) MPAaKTUKH), PACIIOJIOKEHHBIE B CEIbCKUX HACEJIEHHBIX
IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUHBIC OPraHMU3ALMH, OCYILIECTBISAIOT PEaTU3aLUI0 JIEKAPCTBEHHBIX
IpenapaToB, BKIIOYEHHBIX B epeueHb KU3HEHHO HEOOXOMMBIX U BaKHEHIIUX JIEKapCTBEHHBIX MPENaparos,
M0 IeHaM, KOTOpble (QOPMUPYIOTCS B COOTBETCTBHHM C MOPSAKOM, YCTaHOBJIEHHBIM IlpaBuTenscTBOM
Poccuiickoit denepanuu, ¥ ypoBeHb KOTOPHIX (0€3 ydyeTa Hajora Ha J00aBICHHYIO CTOMMOCTB) HE JTOJKEH
MPEBHIIATh CYMMY (aKTHUECKOW OTITYCKHOW IEHBI, YCTAaHOBJICHHOW IPOM3BOJHUTEIEM JIEKAPCTBEHHOTO
rpenapara, He MPEBBIIANIIECH 3apETUCTPUPOBAHHON WIIM NEPEPETHCTPUPOBAHHON MPENEIbHON OTIIyCKHOU
LIEHbl IPOU3BOAMTENA (HAa JaTy peaju3allMy JIEKapCTBEHHOrO IpenapaTa IIPOU3BOAUTENIEM), M pa3Mmepa
ONTOBOM Han0aBKU W (WIM) pa3Mepa pPO3HUYHONW Haj0aBKM, HE IMPEBBILAOLIMX COOTBETCTBEHHO pa3mepa
NpeebHOW ONTOBOM HaJg0aBKM M (WIM) pa3Mepa NpelebHONH pO3HHUYHOW Ha/l0aBKH, YCTAHOBJICHHBIX B
cyonekTe Poccuiickoit denepanuu.

(dactsp 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbsl HCIOJHUTEIHHOM BJIACTH CYOBEKTOB Poccuiickoir ®enepanuu pa3MenialoT B CETH
"UntepHer" wmHOpMaIMIO O 3aperHCTPUPOBAHHBIX MPEACITBHBIX OTIYCKHBIX II€HAaX MPOU3BOJAUTEICH Ha
JIeKapCTBEHHbIE TMpemapaThl, BKIIOUYEHHbIE B IE€peueHb JKU3HEHHO HEOOXOMUMBIX U  BaKHEHIIHNX
JIEKapCTBEHHBIX MPENapaToB, 00 YCTaHOBICHHBIX B cyObekTe Poccuiickoit denepanuu npeaenbHbIX pa3Mepax
ONTOBBIX HaA0aBOK ¥ (WIM) TPENCNIBbHBIX pa3Mepax pO3HUYHBIX HAA0aBOK K YCTaHOBJICHHBIM
MIPOU3BOJIUTEIISIMA JICKQPCTBEHHBIX TIperaparoB (aKTUICCKUM OTIYCKHBIM IICHAM Ha JIEKAPCTBEHHBIC
Tpenaparsl, BKIIOYCHHBIC B MIEPEUEHb KU3HECHHO HEOOXOAMMBIX U BOKHEUIITUX JICKAPCTBEHHBIX MTPENapaToB, a
TaKkK€ O CyMMeE 3aperuCTPUPOBAHHBIX MpPeNeiIbHBIX OTIYCKHBIX IE€H NMPOU3BOAUTENECH Ha JIEKapCTBEHHbBIC
npernaparbl, BKJIIOYEHHbBIE B EPEUYCHb KU3HEHHO HEOOXOTUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX MPENapaTos,
YCTaHOBJICHHBIX B cyObekTe Poccuiickoit @enepanuui mpeneinbHBIX pa3MEpPOB ONTOBBIX HAA0aBOK U
MpeebHBIX Pa3MEPOB PO3HUYHBIX HAJ0ABOK M Hajora Ha J00aBIEHHYH CTOMMOCTh. WHpopmanus,
MPpeAYyCMOTPEHHAs! HACTOSIIEH YacThlO, OJDKHA HAXOIUTHCA TAK)KE B allTEUHBIX OPTraHU3aIUsAX B JIOCTYITHOU
JUTST BCEX 3aMHTEPECOBAHHBIX JIUI] ()OpME U OOHOBIISITHCS TIO MEPE €€ Pa3MeIEeHUs OPraHaMH UCTIOTHUTEIHHOU
BiacTu cyowekToB Poccuiickoit denepanuu B cetu "MuTepHeT".

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

4. Ytpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhsiii 3akoH ot 27.12.2019 N 475-D3.

Masa 13. MOHUTOPUHI 3OPPEKTUBHOCTU U BESOMNACHOCTHU
JNIEKAPCTBEHHbIX NMPEMNAPATOB, HAXOOALLUXCA B OBPALLEHUN
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B POCCUNCKOWN ®EOQEPALIUA
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

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 3PPEKTUBHOCTH U OE30MaCHOCTH B LIEJSIX BBISBICHUS BO3MOXKHBIX HETAaTHBHBIX MOCIEICTBUN
WX TPUMCHCHHS, WHIWBHIYaLHOW HENEPEHOCHMOCTH, MPEAYNPEkKACHUS MEAUIMHCKUX pPaOOTHUKOB,
CHIEIMAIMCTOB B 00JIACTH BETCPUHAPHH, TTAITUCHTOB MJIH BJIAJICIIBIIECB )KUBOTHBIX U UX 3AIUTHI OT MPUMEHEHUS
TaKHX JICKAPCTBECHHBIX MPETIapaToB.

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

2. ®apMakoOHaI30p OCYIIECTBIISIETCS COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (eiepaTbHbIM OpPraHOM
UCTIOJHUTEJIBHOM BIIACTH B YCTAHOBJICHHOM MM IMOpSAKE IyTeM aHalnu3a MpPeJOCTaBiIsgeMOi CyObeKTamu
oOpalieHus: JIeKapCTBEHHBIX CPEICTB MHPOPMALMU O MOOOYHBIX JCHCTBUAX, HEXKETATEIbHBIX PEaKIHIX,
CEpbE3HBIX HEXKEJIaTeNbHbIX PEAKIUSAX, HEMPEABUACHHBIX HEXKENATeNIbHbIX pPEaKUMsIX NpU HPUMEHEHUU
JIEKapCTBEHHBIX IMpernapaToB, 00 WHAMBUAYAJIbHONH HENEPEHOCHUMOCTH, OTCYTCTBUHM 3()(PEeKTUBHOCTU
JIEKapCTBEHHBIX IIPENaparToB, a Takke 00 MHBIX (aKTax U 0OCTOATENbCTBAX, IPEICTABIAIONIMX YIPO3y KU3HU
WIN 310pPOBBIO YEJIOBEKA MO0 KHUBOTHOTO NMPH MPUMEHEHHUHU JIEKAPCTBEHHBIX MPENapaToB U BHISIBICHHBIX Ha
BCEX ATarnax oOpaleHus JeKapCTBeHHBIX NpenapaTtoB B Poccuiickoit denepaiyu u Ipyrux rocy1apcTBax.

3. CyObekThl 00pallleHHs JEKapCTBEHHBIX CPEACTB B MOPSAKE, YCTAHOBJICHHOM YIIOJHOMOYEHHBIM
(benepaTbHBIM OPraHOM HCIIOJIHUTENFHOW BIIACTH, 00s3aHBI COOOIIATH B YMOJHOMOYEHHBIH (henepanbHbIi
OpraH HCIIOJHUTEJIBHON BJIACTU O TOOOYHBIX JEWUCTBUAX, HEXKENIaTeIbHBIX pEaKIUsiX, CEPbE3HBIX
HE)KEJIATCIIBHBIX PEaKLUAX, HENPEIBUICHHBIX HEXKEJIATCIBHBIX PEAaKIHAX IPU MPUMEHEHHH JIEKAPCTBEHHBIX
npenapaToB, 00 WHAMBUIYalIbHOM HENEPEHOCUMOCTH, OTCYTCTBHUM 3(PQPEKTUBHOCTH JIEKAPCTBEHHBIX
MpenaparoB, a Takxke 00 MHBIX (akTax ¥ 0OCTOATENIBLCTBAX, MPEACTABIAIONINX YIPO3Y KU3HU WU 3710POBBIO
YenoBeka JIM0O0 JKMBOTHOTO MpPH NMPUMEHEHUH JICKApCTBEHHBIX MPENapaToB M BBIABICHHBIX Ha BCEX JTamax
oOpallieHus JIeKapCTBEHHBIX IpernaparoB B Poccuiickoit @eneparuu U Apyrux rocy1apcTBax.

4. JlepxaTtenu WA BJIQACIbIBI PETUCTPAIMOHHBIX YJAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENapaToB,
IOPUIMYECKUE JIUIA, HA UMsI KOTOPBIX BbIJAaHbI pa3pelieHus] Ha MPOBEACHUE KIMHUYECKUX HCCIIECIOBAHUN B
Poccuiickoit denepanuu, 11060 YIMOIHOMOYEHHBIE MU APYTUE IOPUIAMYECKHE JIMIA B paMKax oOecreueHus
0€30MacHOCTH  JICKAPCTBEHHBIX  MpEmapaToB B  MOPSAJIKE,  YCTAHOBJICHHOM  COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (hefiepaabHbIM OPraHOM HCTIOTHUTEIBHOW BIACTH, 00SI3aHBI OCYIISCTBIISITh IIPUEM, Y4ET,
00paboTKy, aHAJIN3 ¥ XpaHEHHE MOCTYTAIIINX B X aJIpec OT CYyOBEKTOB OOpaIIeHHs JIEKAPCTBEHHBIX CPEIICTB
W OPraHoB TOCYJApPCTBEHHON BIACTH COOOIICHWUN O TOOOYHBIX JCHCTBUSAX, HEXKEIATECIbHBIX PEaKIHsIX,
CEpbE3HBIX HEXKENATeJIbHBIX M  HENpPEIBUACHHBIX  HEKEJAaTeNbHBIX pEakuusx 0NpU M[pPUMEHEHUHU
JICKapCTBEHHBIX IMpemnapaToB, 00 OCOOEHHOCTAX MX B3aHUMOJCHCTBUS C JPYTUMH JI€KapCTBEHHBIMU
npernapaTamMy, WHANBUAYAIbHONH HEMEePeHOCHMMOCTH, a Takke 00 HWHBIX ¢akTax U OOCTOATENhCTBAX,
MPEJICTABIISAIONINX YTPO3y JKU3HU WM 370POBBIO YeNIOBEKa MO0 )KMBOTHOTO WJIM BIUSIONINX HA W3MCHCHUE
OTHOIIEHUS 0’KMIa€MOM TOJIH3bI K BO3MOXKHOMY PUCKY NTPUMEHEHHUS JIEKAPCTBEHHBIX MPETapaToB.

5. HpI/I BBIABJIICHUU I/IH(bOpMaHI/II/I O CCPBE3HBIX HEKCIIATCIBHBIX PCAKIOUAX W HEMPCABUIACHHBIX
HEXCIATCIBHBIX PCaKUUAX IIpW IMNPUMCHCHHH JICKAPCTBCHHBIX IIPE€riapaToB, 00 O0COOEHHOCTIX UX
B38.I/IMO,ZLGI\/’ICTBI/I${ C APYIr'MMHU JICKAapCTBCHHBIMU IIPCIIapaTaMu, PIH,HI/IBH,I[yaJIBHOﬁ HCIICPCHOCUMOCTH, a TAKKC
00 HHBIX (I)aKTaX u OGCTOHTGHBCTB&X, BIMAKOINIUX Ha HM3MCHCHUC OTHOIICHHA O)I(HI[&CMOﬁ IOJIB3bI K
BO3MOXHOMY PUCKY IMPUMCHCHU A JICKApCTBCHHBIX npemnaparos, ACPIKATCIIN U1 BJIaACIIbIBI
PErUCTpalOHHBIX YZ[OCTOBepeHI/Iﬁ JICKApCTBCHHBIX IMPCrapaToB, HOPUANYCCKUC JIMIAd, HAa HMA KOTOPBLIX
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BbIIaHBI pa3pellieHds] Ha TMPOBEJACHHWE KIMHUYECKHX wHccineaoBanuid B Poccuiickoit @enepanuu, maubo
YIOJTHOMOYEHHbBIE MU JPYTHE IOPUANUECKHUE JIHUIA 00s13aHbl IPUHSITH MEPHI, HANpaBlIeHHbIC HA YCTPAaHECHUE
HETAaTUBHBIX TOCJIEICTBUI MPUMEHEHUS TAaKUX JICKAPCTBEHHBIX MPEMapaToB, MPEayNpeKICHUE MPUUYNHEHUS
Bpejla JKU3HU WIH 3JI0POBBIO YEJIOBEKa JIMOO KMBOTHOTO, 3aIIUTY UX OT MPUMEHEHHS TaKWX JIEKApCTBEHHBIX
TpenapaToB, Ha JOTIOJHUTEIBHBIN COOp MaHHBIX 00 3PGEKTHBHOCTH W 0€30MaCHOCTH TaKHUX JICKAPCTBEHHBIX
pernapaToB.

6. 3a HecooOIlIeHHe WM COKpBHITHE HHQPOpPMAIMH, MPEeIyCMOTPEHHON YacThio 3 HACTOSIIEH CTaThHy,
Jep>KaTeNn WIA BIaJelblibl PETUCTPALIMOHHBIX YJAOCTOBEPEHUHN JIEKAPCTBEHHBIX MPENapaToB, IOPUIAYECKUE
JYLA, HA UM KOTOPBIX BBIJIaHbI Pa3pelICHUs HAa NPOBEACHUE KIMHUYECKUX HCCIECIOBaHUN B Poccuiickon
®deaepanun, TMO0 YIOJIHOMOYECHHBIC MU IPYTUE IOPUINIECKUE JIUIA, a TAK)KE TIOJDKHOCTHBIE JIMIA, KOTOPHIM
sTa nH(pOpMAIUs cTaja U3BECTHA MO0 POAY UX MPO(ECCHOHATBLHON ACATEIHPHOCTH, HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJaTeIbCTBOM Poccuiickoit denepauni.

7. Ilpu mojy4yeHHH YTOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM HCHOJHMTENbHOM BIIACTH B paMKax
OCYILIECTBIICHUs] MM (hapMaKoOHa/A30pa JI0Ka3aTelIbCTB O HECOOTBETCTBUU JIEKAPCTBEHHOrO Iperapara
YCTQHOBJICHHBIM TpPEeOOBAaHUSAM WIM TIpU TMOJyYeHHMH HMHPOPMALMH O HECOOTBETCTBHHM JAaHHBIX 00
3 GEKTUBHOCTH W O O€30MacHOCTH JIEKapCTBEHHOTO Iperapara JaHHBIM O JIEKapCTBEHHOM IIperapare,
coJiep’KalluMcsl B MHCTPYKIIMM TI0 €r0 NMPUMEHEHHUIO (B TOM YHCIIE BBISIBICHHBIX B XOJE OCYIIECTBICHUS
(dapMakoHa 30pa KOHTPOJIbHO-HAJ30PHBIMU OpPraHaMM MHOCTPAHHBIX TOCYAApPCTB), YIOJHOMOYEHHBIN
(benepanbHBIl OpraH MCIOJHUTEIbHON BIIACTM B YCTAHOBJICHHOM MM MOPSJIKE pacCMaTpUBAET BOIPOC O
MIPUOCTAaHOBJIEHUHU IIPUMEHEHUS TAKOT'0 JIEKAPCTBEHHOI'O IIperapara.

CtaTtba 65. [MpuoctaHoBNeHe NpMMEHEHUSA NeKapCTBEHHOro npenapara
(B pen. @eaepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

1. Ilpu monydyeHun WHGOPMAIUU O HEXKENATENbHBIX PEAKIMIX MPU MPUMEHEHHH JIEKapCTBEHHOTO
npenapara, HE YKa3aHHbIX B HWHCTPYKUMH IO NPUMEHEHHUIO JIEKapCTBEHHOI'O Ipenapara, Cepbe3HbIX
HEXENIATeNbHBIX PEAKIHSIX, 00 OCOOCHHOCTSX €ro B3auMOJCHCTBUS C JAPYTUMHU JIEKAPCTBEHHBIMU
npenapaTamM, KOTOPbIE MOTYT MPEACTABIATh YIPO3y >KU3HU WJIM 3[0POBBIO YelIOBEKa JINOO >KMBOTHOTO, a
TaK)kK€ O HECOOTBETCTBUHU JTAaHHBIX 00 A3(h(PEKTUBHOCTH U O OE30MTACHOCTH JICKAPCTBEHHOTO MpernapaTa JaHHBIM
0 JICKapCTBEHHOM IIpemnapare, COJASPKAIMMUMCS B HMHCTPYKIHMH IO €ro MPUMEHEHHI0, B TOM YHCJIE OT
YIOJHOMOYEHHBIX OPraHOB MHOCTPAHHBIX TOCYJApCTB, OOMEH KOTOPOH OCYIIECTBISIETCS B COOTBETCTBHH C
COTJIAIICHUSIMU ~ MEXIy YIOJIHOMOYEHHBIM (enepalbHBIM OpPraHOM  HCIOJIHHUTEIBHOW BIACTH U
YIOJTHOMOYECHHBIMH ~ OpraHaMH HMHOCTPAaHHBIX TOCYJapCTB, YIIOJHOMOYEHHBIH (eAepanbHBId  OpraH
WCTIOJTHUTEIIBHON BJIACTH pPacCMaTPUBAET BOIMPOC O BO3MOXKHOCTH TPHUOCTAHOBJICHHS OOpAaIIeHUs TaKOTo
JIEKapCTBEHHOTO TIpemapara B TMOPSAKE, YCTAaHOBJIEHHOM YIIOJTHOMOYEHHBIM (eAepadbHbIM OpPraHOM
HUCIIOJHUTEILHON BIIACTH.

2. Ilpm HeWCHONHEHMHM WIM HEHAJUIeKAIlEM HCIOJHEHUU JEp)KaTels MU WIH BIaAeIblaMu
PETUCTPALMOHHBIX yIOCTOBEPEHUH JIEKAPCTBEHHBIX MPENAPATOB, IOPUINYECKUMH JINLIAMH, HA UMS KOTOPBIX
BBIZIAHBl PA3PCLICHMs] Ha IPOBEICHHUE KIMHUYECKMX MuccienoBaHuid B Poccuiickon ®enepauuu, uiu
YIIOJITHOMOYEHHBIMHA UMU JPYTUMH IOPHINYECKUMH JIMIAMH 005S3aHHOCTEH, YCTAHOBJIEHHBIX YacTsIMu 3 u 4
ctatbl 64 Hactosmero ®denepanbHOro 3aKkoHa, JHUOO B Ciay4yasX MPEJCTABICHUS COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (eiepalibHbIM OPraHOM HCIIOJIHUTENBHONW BJIACTH 3aKJIIOYEHHS O HEJAOCTOBEPHOCTHU
pE3yJIbTaTOB KJIMHUYECKOTO MCCIENOBAHUS JIEKAPCTBEHHOIO IIpernapara il MEIWLHUHCKOIO NPUMEHEHHs,
KOTOpOE€ OCHOBAaHO Ha pe3yJbTaTax IPOBEPKM MEAUIMHCKONW OpraHU3alyy, MPOBOJIMBLIEH YyKa3aHHOE
KJIMHUYECKOE HCCIIEOBAHME C HAPYLICHUEM IPAaBWII HaJICKALICH KIMHUYECKOW INPAKTUKH, U IPUBEIO K
MOJIyYEHHIO HEIOCTOBEPHBIX pE3YyJbTaTOB, JUOO B CiIydae HEBBIIOJHEHUS MPEANHUCAHUS, BBIAAHHOTO

Ha;eHas NpaBoBas noaAepKKa www.consultant.ru CrpaHnua 120 u3 131


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
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

YIOJIHOMOYEHHBIM  (pefiepalbHbIM OpPraHOM MCIIOJHHUTEIbHOM BJIACTH IO UTOraM  OCYUIECTBJICHHUS
BBIOOPOYHOTO KOHTPOJISI KauyecTBa JIEKAPCTBEHHOTO IIperapara, YIOJHOMOUYEHHBIN ¢enepaabHbIii opran
WCIIOJIHUTEJIBHOM BIACTM B YCTaHOBJIEHHOM MM IIOpSAJKE paccMaTpUBaeT BOIIPOC O IPUOCTAHOBIICHUU
MIPUMEHEHHUS TaKOT'0 JIEKApCTBEHHOTO Npenapara.

3. YnonnomouyeHHbIN (henepaabHblii OpraH UCIOIHUTEILHOM BIIACTH NIPU MPEACTABICHUN €My CBEJICHUIN
O HECOOTBETCTBMM IIPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBAHMAM MpaBWI  HaJUlexKallen
NPOM3BOJICTBEHHOM NMPAaKTUKU U (MJIM) O HapyILIEHUH JMIEH3UOHHBIX TpeOOBaHUMN, KOTOPbIE OBUIM BBISBICHBI
B XOJ€ IPOBEACHUS HWHCIEKTUPOBAHUS IPOU3BOJUTENS JICKAPCTBEHHBIX CPEIACTB WM OCYLIECTBICHUSA
JMILIEH3UOHHOTO KOHTPOJIS B chepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT MPUBECTH K
MIPOU3BOJICTBY JIEKAPCTBEHHBIX MPENApPaTOB JIJIs1 MEAUIIMHCKOTO MPUMEHEHUS], IPUYNHHUBIINX WM CIIOCOOHBIX
NPUYUHUTG BpEJ )KU3HU WU 3I0POBBI0 I'PAXKJIAH, PACCMATPUBAET BOIPOC O MPHOCTAHOBICHUN MPUMEHEHHUS
JICKapCTBEHHBIX MPENAapaToB Il MEAULUHCKOIO IPUMEHEHHUS B YCTAHOBICHHOM UM IIOPSJKE B CICIYIOLIMX
CIIyqasx:

1) COCTaB M (I/IHI/I) TCXHOJIOTHA TIIPOU3BOACTBA JICKAPCTBCHHOI'O TIIp€rapara oJjid MCEAUIUHCKOTO
MNPUMCHCHUA (C OIIMCaHHUEM CTaI[I/IfI HpOI/I3BOIICTBa) OTJINYAKOTCA OT 3a4BJICHHBIX B PCrUCTPAIMOHHOM JOCHE,

2) JeKapCTBEHHBIN mMpernapaTr s MEAUIIMHCKOTO TPHUMEHEHUs MPOW3BEACH Ha MPOU3BOACTBEHHOM
IJIOIIAJIKE, HE YKa3aHHOM B PETUCTPALIMIOHHOM JIOChE;

3) y OpoOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, HOJTBEPXKIAIOIINE
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOI'O TIpemnapaTta A MEJUIMHCKOTO MPUMEHEHMs, BBOJUMOIO B
rpaXkJIaHCKUI 000poT, TpeOOBAHHSIM, YCTAHOBJICHHBIM IIPU €0 TOCY1apCTBEHHON PErHCTpallny;

4) mpoN3BOIUTENEM JICKAPCTBEHHBIX CPEJICTB B COTIIACOBAHHBIN C COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM
(denepaTbHBIM OPraHOM HCIIONIHUATENILHOW BIIACTH CPOK HE YCTpPaHEHBI HApYIICHUsT TPeOOBAHWN IPaBHI
Ha/IJIeKaMIel IPOM3BOJICTBEHHOM MPAKTHKH U (WJIN) JTUIICH3HOHHBIX TPEOOBAaHUH, KOTOPBIE OBUTN BBISIBIICHBI B
XO/le TPOBENICHHS WHCIIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WM  OCYIIECTBICHUS
JMLEH3HOHHOTO KOHTPOJIS B cpepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPE/ICTB U MPUBEIN MM MOTYT IPUBECTH K
MIPOU3BOJICTBY JICKAPCTBEHHBIX MPENapaToB A MEAUIUHCKOTO IPUMEHEHHS, TPUYMHUBIINX WM CITIOCOOHBIX
MPUYUHNATE BPE]] )KU3HU WU 3/10POBBIO TPAXKAAH.

(uactp 3 BBeneHa denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

4. YnonHoMoueHHbIN (enepaabHblii OpraH MCIOJIHUTEIBHONW BIACTH MPU HAIWYUHU Y HEro CBEJCHHM O
HECOOTBETCTBUM  NPOM3BOJAUTENS  JIEKAPCTBEHHBIX  CPEACTB  TpeOOBaHMAM  IpaBWJl  HaJulexKalueid
NPOM3BOJICTBEHHOM NMPAaKTUKU U (MJIM) O HapyILIEHUH JHMIEH3UOHHBIX TpeOOBaHUMN, KOTOPbIE OBLIM BBISBICHBI
B XOJ€ IPOBEACHUS HWHCIEKTUPOBAHUS IPOU3BOIUTENS JICKAPCTBEHHBIX CPEIACTB WM OCYLIECTBICHUS
JMILIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT MPUBECTH K
MIPOU3BOJCTBY JICKAPCTBEHHBIX IIPENapaTroB JUIi BETEPUHAPHOIO IPUMEHEHMs, IPUYUHUBIINX WIH
CIOCOOHBIX MPUYMHUTH BpPEJ] )KU3HU WIH 3[J0POBBIO )KMBOTHBIX, paCCMaTPUBAET BOIPOC O MPUOCTAHOBICHUHU
pean3aly ¥ MPUMEHEHHS JICKApCTBEHHBIX IIPENapaToB [Ulsi BETEPUHAPHOTO IPUMEHEHUS B YCTAHOBICHHOM
UM TOPSAKE B CIEAYIOIUX CIydasax:

1) COCTaB H (I/IJ'II/I) TCXHOJIOTHUA MPOU3BOACTBA JICKAPCTBCHHOI'O Ipfrapara Ijid BCTCPHUHAPHOI'O
MNPUMCHCHUA (C OIIMCaHHUEM CTaI[I/IfI HpOI/I3BOIICTBa) OTJINYAIOTCA OT 3a4BJICHHBIX B pCrUCTPAIMOHHOM JOCHE,

2) nexkapCTBEHHBIM IpemnapaT AJii BETEPUHAPHOTO NMPUMEHEHHs INPOU3BEACH Ha MPOU3BOACTBEHHOMN
IJIOIIAIKE, HE YKa3aHHOM B PETUCTPALIMIOHHOM JIOChE;
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3) y nOpou3BOIMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, HOJTBEPXKIAIOIINE
COOTBETCTBUE KayeCTBa JIEKAPCTBEHHOI'O IIpernapaTra sl BETEPUHAPHOIO IIPUMEHEHHUs, BBOJUMOIO B
rpaXkIaHCKUI 000pOT, TpeOOBAHMSIM, YCTAHOBJICHHBIM IIPU €T0 TOCYIaPCTBEHHON PErHCTPaLlny;

4) mpon3BOUTENIEM JIEKAPCTBEHHBIX CPEJICTB B COTIACOBAHHBIN C COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM
(denepaabHbIM OPraHOM HCIHOJHUTENIBHON BIACTH CPOK HE YCTpaHEHbl HapyllIeHHs TpeOOBaHUN MpaBUI
HaJUIeKalled MpOU3BOJCTBEHHON MIPAKTUKU U (WJIN) JMLIEH3UOHHBIX TPeOOBAaHUM, KOTOPbIE ObLIN BBISBICHBI B
XOZIe TPOBEIEHUs] WHCIEKTHPOBAHUS IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB WM OCYLIECTBICHUS
JIMIIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT MIPUBECTH K
MIPOU3BOJICTBY JIEKAPCTBEHHBIX IIPENApaToB Ul BETEPUHAPHOIO MPUMEHEHMS, NPUYUHUBLIMX WIN
CHOCOOHBIX MPUUMHUTH BPEJl ’KU3HU WU 3[JOPOBBIO KUBOTHBIX.

(uactp 4 BBeneHa denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

Koncynpranrllitoc: npumedanue.
C 01.01.2023 cT. 65 nononusercs 4. 5, 6 (O3 o1 27.12.2019 N 475-D3).

CraTtbsa 66. UHcpopmauma o pesynbtaTtax chapmakoHagsopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

YronHOMOYeHHBIN (eepaibHBI OpraH UCTIOTHUTEIHLHOW BIACTH, OCYIIECTBISIOMUN (hapMaKOHAI30D,
II0 €ro pe3yJibTaTaM pa3MelaeT Ha CBoeM oduLnaibHOM caiite B cetu "MHTepHeT" nHpopmauio o:

1) BBISAIBJICHUW HOBBIX MOATBCPKIACHHBIX JAHHBIX O MMOOOYHBIX }IeﬁCTBI/IHX, HCXKEIATCIIbHBIX PCaKIUAX,
CCPBE3HBIX HECKCIATCIIbHBIX PCAKIUAX, HCIPCABUACHHBIX HCKCIATCIIbHBIX PCAKIUAX IIPU IIPUMCHCHUU
JICKApCTBCHHOT'O IIpfriapaTra, B TOM YHUCJIC BJIMAIOMNIUX HAa OTHOHICHUEC O)KH,Z[B.CMO?I NOJIb3bI K BO3MOKHOMY
PUCKY TPUMCHCHUSA JAHHOT'O JICKAPCTBCHHOI'O IIpCIiapara,

2) NOPUHATHIX PELIEHUSX O BHECEHWU W3MEHEHHM B MHCTPYKLHUIO IO MPUMEHEHUIO JIEKaPCTBEHHOI'O
npernapaTa, O MNPUOCTAHOBICHUM IMPUMEHEHMs JIEKapCTBEHHOIO mpenapaTta, 00 H3bATUM U3 oOpalleHus
JIEKapCTBEHHOTO IIpernapara Win 0 BO30OHOBICHUU IPUMEHEHUS JIEKAPCTBEHHOIO Ipenapara.

Mnasa 14. UH®OPMALIUA O JIEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPWUHIA OBUWXEHUA NNIEKAPCTBEHHbIX NMPEMAPATOB
anAa MEQUUUHCKOIo NPUMEHEHUA
(B pen. ®exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. WUHdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABWXEHUS NeKapCcTBEHHbIX NpenapaToB Af MeAULUHCKOro NpUMeHeHus
(B pen. denepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Wadopmammss o JEKapCTBEHHBIX IMpemapaTaxX, OTIYCKaeMbIX IO pEHEenTy Ha JeKapCTBEHHBIN
npenapar, JOJDKHA COJEPXKAaThCsl TONBKO B CICIHMAIM3MPOBAHHBIX M3JAaHUSX, NPEIHA3HAYCHHBIX U
MEIUIMHCKHX, (apMaleBTHYECKUX PAOOTHUKOB, CIECIMAIMCTOB B o0OjacTH BerepuHapuu. MHpopmanus o
JIeKapCTBEHHBIX Mpernaparax Ui CHEelHaIMCTOB B 00JacTH OOpaIleHusl JEKapCTBEHHBIX CPEICTB MOXKET
COJZIepKAThCS B MOHOTpa(UsX, CIIPABOYHUKAX, HAYUHBIX CTAaThsX, B JIOKJIA/1aX Ha KOHIpeccax, KOH(PEPEHIIHSIX,
CUMIIO3WYyMax, HAYYHBIX COBCTAX, a4 TAKKC B MHCTPYKIUAX IO TPUMCHCHUIO JICKAPCTBCHHLIX MPCIIapaTOB.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)
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2. Wudopmanus o JEKapCTBEHHBIX IpenapaTax, OTIyCKaeMbIX Oe3 pelenTa Ha JeKapCTBEHHBIH
mpenapar, MOXET CoJepXaTbcsi B MyOIMKalMAX M OOBSBICHUAX CpPEACTB MAaccOBOM HH(poOpMaIuu,
CHELMAIM3UPOBAHHBIX W OOUIMX IEYaTHBIX HU3JAHUAX, HHCTPYKIUSAX IO IMPUMEHEHHIO JIEKAPCTBEHHBIX
MpenapaToB, WHBIX HM3IaHUSX CYOBEKTOB OOpAIIeHHs JIEKapPCTBEHHBIX CpeACTB. PekiamMHBIE MaTepHaibl O
JIeKapCTBEHHOM IIpemnapare, OTIyckaeMoM 0e3 pelenta Ha JIEKapCTBEHHBIN Ipemnapar, JOJIKHBI
COOTBETCTBOBATh HHCTPYKIIMHU IO IPUMEHEHHIO JIEKAPCTBEHHOIO IIperapara.

3. I[OHYCKaeTCH HCIIOJIBL30BAHUE  JTIOOBIX MaTCepHraJIbHBIX HOCI/ITGJIeﬁ, IMMO3BOJAIOMIUX  XPAHUTD,
nepeaaBaTb U UCIIOJIL30BATh I/IH(I)OpMaI_II/IIO 0 JICKapCTBCHHBIX MpCIiapaTax 0e3 ee HCKaKECHMUSL.

KoncynsranTlntoc: mpumeganue.
Y. 4 ct. 67 BcTynaet B cuity ¢ 01.07.2020.

4. JIng ueneit uaeHTUPHUKAINN YIAKOBOK JICKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO IPUMEHEHHS
IIPOU3BOAMUTENIA JIEKAPCTBEHHBIX CPEACTB B IIOpPsAAKE, YCTaHOBIEHHOM IIpaBurensctBom Poccuiickoin
@enepalii, HAHOCAT HA TMEPBUYHYIO YIAKOBKY (B OTHOIIEHMHM JIEKAPCTBEHHBIX IMpernapaToB Ul
MEJUIIMHCKOTO TPUMEHEHHS, Il KOTOpPhIX HE IMpeayCMOTpeHa BTOPUYHAsS YIMAKOBKA) U BTOPHUYHYIO
(MOTpeOUTENbCKYI0) YMAaKOBKY JIEKAPCTBEHHBIX MpENnapaTtoB [JIs METUIIMHCKOTO MPUMEHEHUS CpeacTBa
uaeHTU(UKAIMKM, 32 WCKIIOUYEHHEM JIEKapCTBEHHBIX MpemapaToB Ui MEAMIHUHCKOTO TMPUMEHEHUS,
IIPOU3BOJMMBIX JJISl MPOBEACHUS KIMHUYECKUX HMCCIEAOBAHUMN, 3KCIOPTA, JIEKApCTBEHHBIX IpENapaTtoB AJs
MEJUIIMHCKOTO MPUMEHEHHUs, YKa3aHHbIX B YacTsax 5 U 8 crtathu 13 Hacrosimero denepasbHOTO 3aKOHA,
paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB, MUSIBOK MEIUIIMHCKUX U Fa30B MEIULIUHCKUX.

(dactp 4 BBennena denepasibHbIM 3aK0HOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapakTepuCTUKHN CpPeiCTBA MIECHTU(UKALNY, TOPAJOK €r0 HaHECEHUs U TpeOOBAaHUA K CTPYKTYpe U
¢dopmary MH(DOpMAIMH, KOTOPYIO COAEPXKUT CPENCTBO MACHTUHKAIMM, ompenenstorcs [IpaButenbcTBomM
Poccutickoit denepanuu.

(uactp 5 BBeneHa denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-D3)

6. Ilopsnox co3nanusi, pa3BUTHUS, BBOJA B DKCIUTyaTallMo, KCIUTyaTalliM M BBIBOJA M3 IKCILIyaTalluu
CHUCTEMbl MOHUTOPHUHIA JIBUKECHHUS JIEKAPCTBEHHBIX NPENAPATOB I MEIULIMHCKOTO NPUMEHEHUS, MOPSI0K
npenocTaBieHuss WHGOpMalMU, CoOJep)Kalleiicss B CHCTEME MOHHMTOPHMHTA JBW)KEHUS JIEKAPCTBEHHBIX
NpenaparoB sl MEAULUMHCKOTO NMPUMEHEHUS, U MOPSIOK B3aUMOJEHUCTBUS YKa3aHHOW CHUCTEMbl C WHBIMU
roCyIapCTBEHHBIMU MH(DOPMAIIMOHHBIMUA CHCTEMaMU U HHPOPMAIIMOHHBIMHA CHCTEMaMU FOPUIUIECCKUX JTUI] U
WHJUBUyJIbHBIX MpEANpUHUMATENCH, yYKa3aHHbIX B yacTsax 7 u 10 Hacrosiied cTaThbd, YCTaHABIMBAIOTCS
[IpaButensctBoM Poccuiickoit @enepanuu. OneparopaMu CUCTEMbl MOHUTOPUHTA IBUKEHUS JIEKApPCTBEHHBIX
MpernapaToB Ui MEAMIMHCKOIO NPUMEHEHHUs SBISIIOTCS (pelepalbHblii OpraH HCHOJHUTENIbHON BIACTH U
(wnm) opranuzanus, ynoiaHomoueHHbIe [IpaButenbctBoM Poccniickoit denepanun.

(dactp 6 BBeneHa denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-03)

Koncynerantlimroc: mpuMedyaHue.
Y. 7 ct. 67 BcTynaer B cuity ¢ 01.07.2020.

7. KOpuauueckue nMIa U WHAMBUAYAJIbHBIE NPEANPUHUMATENN, OCYIIECTBISAIOUINE IMPOU3BOJCTBO,
XpaHeHue, BBo3 B Poccuiickyro denepanuto, OTIIyCK, pealu3aluio, lepeaady, IPUMEHEHUE U YHUUYTOKECHHE
JIEKapCTBEHHBIX MPENapaToB Uil MEIUIIMHCKOTO IMPUMEHEHHs, O00ECIeUrMBalOT B TOPSJAKE M B COCTaBe,
KOTOpble ycTaHOBJIeHB! [IpaButensctBoMm Poccuniickoit ®Denepanuu ¢ yd4eToM BHAA OCYIIECTBISIEMOM HWMH
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NesITeIbHOCTH, BHECEHHE MH(OpMAIMM O JEKapCTBEHHBIX Ipernaparax A MEAULIUHCKOrO NMPUMEHEHUs B
CHUCTEMY MOHHUTOPHHTIA JIBUKEHUS JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO TPUMEHEHUS.
(uactp 7 BBeneHa denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-D3)

7.1. JlekapcTBEHHBIE MpeMnapaThl A MEAUIIMHCKOTO IPUMEHEHUS, TPeAHa3HauYeHHbIE TSI 00eCTIeueHUs
aun, OOJBHBIX TeMOpWINEH, MYKOBHUCIIMIO030M, THUNOGU3apHBIM HaHU3MOM, Oose3Hpto  [omre,
3JI0KAYECTBEHHBIMU HOBOOOpPA30BaHUAMU JHUM(OUIHON, KPOBETBOPHON U POJACTBEHHBIX MM TKaHEH,
pPacCesTHHBIM CKJIEpO30M, IIUI[ TMOCTe TPaHCIUIAHTAllMM OpraHOB M (WJIM) TKaHEW, Mpou3BeAeHHble 10 31
nexkabps 2019 roma, a Takke WHBIE JIEKAPCTBEHHBIC Tpenaparbl AisS MEAUIHUHCKOTO TPHUMEHEHUs,
npousBeneHubie 10 1 utons 2020 roxaa, mojuiexxar XpaHEHHUI0, IEPEBO3KE, OTIIYCKY, pealun3alluu, rnepeaaue,
MIPUMECHEHHIO 0€3 HAaHECCHUSI CPEICTB UIACHTHU(PUKAIINY JI0 HCTCUCHHS CPOKA MX TOIHOCTH.

(uactp 7.1 B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 462-03)

8. Opranmzanuss UHOOPMALMOHHOTO  B3aUMOJCHCTBHSI  CUCTEMbl  MOHUTOPUHTA  JBUIKCHUS
JIEKapCTBEHHBIX  TperapatoB AN  MEIUIMHCKOTO TMPUMEHEHHs C HHBIMH  TOCYAapCTBEHHBIMU
MH()OPMALIMOHHBIMU ~ CUCTEMaMH  O0OecrednBaeTcss B TOM UHCIE TOCPEACTBOM HUHQPPACTPYKTYPHI,
obOecrieunBaromield  MHOOPMAMOHHO-TEXHOJIOTHYECKOE  B3aUMOJCHCTBHE WH(POPMAIMOHHBIX  CHUCTEM,
WCTIONB3YEMBIX I TPENOCTABICHUS TOCYJAapCTBEHHBIX W MYHHUIMMNAIBHBIX YCIYT W  HCIOJHEHUS
TOCYJaPCTBEHHBIX U MyHUITUTIATBHBIX (DYHKIIMI B JIEKTPOHHOU opme.

(dactp 8 BBenena denepaibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. ObmenoctynHas uHpOpMalLUs, cofepKallascs B CUCTEME MOHUTOPUHTA JBHKEHUS JIEKapCTBEHHbIX
MpenaparoB JUIsi MEIUIMHCKOTO MPUMEHEHHs, pa3Melaercs B HWH(POPMAlMOHHO-TEIEKOMMYHUKAITMOHHON
ceru "MHTrepretr" (B TOM uncie B hopMe OTKPBITHIX JAaHHBIX) B MOPSIKE, yCTAaHOBICHHOM [IpaBUTEIHCTBOM
Poccuiickoit ®eneparumn.

(uactp 9 BBenena denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-03)

10. TIpomsBoaguTenu JEKAPCTBEHHBIX CPEACTB MOJYYAIOT COAEPIKAIIYIOCS B CHUCTEME MOHHMTOPHHIA
JIBMDKCHUS JISKAPCTBEHHBIX MPENapaToB sl MEIAUIIMHCKOTO MPUMEHEHUSI HHPOPMAIIHIO O CEpUsIX M MapTHsX
JIEKapCTBEHHBIX TPENaparoB, MPOU3BOAMMBIX UMU U HAXOASALIMXCS B TpakIaHCKOM obopore B Poccuiickoii
Deneparun, 6€3BO3ME3IHO.

(uactp 10 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

KoncynwsranTtlloroc: mpuMedanue.
Y. 11 ct. 67 BcTynmaet B cuiy ¢ 01.07.2020.

11. 3a mpou3BOACTBO WIN MPOJAXKY JEKAPCTBEHHBIX MPENapaToB AJIs MEIUIIMHCKOTO MpUMEHEHUs 0e3
HAHECEHMs CPEJICTB MICHTU(UKALIUY, C HApyIIEHWEM YCTAaHOBJIEHHOIO MOpPSAKAa UX HAaHECEHUs, a TaKke 3a
HECBOEBPEMEHHOE BHECEHHUE NAaHHBIX B CUCTEMY MOHUTOPWHIA ABW)KCHUS JIEKAPCTBEHHBIX MpENaparoB IS
MEAMIMHCKOIO IIPUMEHEHHS WIM BHECEHHE B HEE HENOCTOBEPHBIX JAHHBIX IOPUAWYECKHE JIMLA U
MHIMBUAYAJIbHbBIE IPEANIPUHUMATENM, YKa3aHHbIE B 4acTsAX 4 U 7 HACTOSIIEH CTaTbU, HECYT OTBETCTBEHHOCTh
B COOTBETCTBUH C 3aKOHOIATENILCTBOM Poccuiickoit deneparum.

(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TlpaButenbctBo Poccuiickoit denepariii BnpaBe yCTAHOBUTH OCOOCHHOCTH BHEAPEHHUS CHUCTEMBI
MOHHUTOpPUHTA JBUKCHUS JICKAPCTBEHHBIX MPENapaToB Ui MEAULMHCKOrO NMPUMEHEHHs, BKIIOYasi CPOKH €€
BHEJIPEHUS, B OTHOILECHHM JIEKAPCTBEHHBIX IPENapaToB JUisi MEIULMHCKOTO NPUMEHEHMs, BKIIOYEHHBIX B
NepevYeHb KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKapCTBEHHBIX MPENapaToB, JEKAapCTBEHHBIX IpenapaTos,

www.consultant.ru CrpaHvua 124 n3 131
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
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

NpeHa3HaYeHHbIX [UId oOecreyeHus: Jul, OOJbHBIX TeMO(UIINeld, MyKOBHCLUUAO030M, TUNO(U3apHBIM
HaHU3MOM, Ooje3Hbto ['omie, 370KaueCTBEHHBIMH HOBOOOPA30BaHMUAMHU JUMQPOUAHON, KPOBETBOPHOH U
POJICTBEHHBIX MM TKaHEW, PacCESHHBIM CKJIEPO30M, JIML[ IOCJIE TPAHCIUIAHTAL[MM OPraHoB U (WJIM) TKaHEM,
MHBIX JIEKQPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO IPUMEHEHHUS.
(uactp 12 BBeneHa denepanbHbIM 3akOHOM OT 28.12.2017 N 425-D3)

nasa 14.1. OTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUWUU, OCYLLECTBNAOLWUE OEATEJNIbHOCTb
MO OBPALLUEHUIO NIEKAPCTBEHHbLIX CPEACTB
(BBenmeHna denepanbHbM 3aK0HOM OT 25.11.2013 N 317-D3)

CratbAa 67.1. OrpaHnyYeHus, Hanaraemble NpPU OCYLIECTBNEHUN AeATeNIbHOCTU B cdepe
obpalleHnsa nekapcTBeHHbIX CpeacTB

1. Opranuzanuu, 3aHUMAIOIIKECS Pa3padOTKOM, MPOU3BOJICTBOM U (WJIHM) pean3anueil JeKapCTBEHHbIX
MpemapaToB JUIsi MEIUIIMHCKOTO MPUMEHCHHS, OpTraHM3aliy, O0Jajarollue MpaBaMd Ha HCIOJb30BaHUE
TOProBOro HaWMMCHOBAHHA JICKAPCTBCHHOI'O IIpfriapara A MEAWIMUMHCKOTO IMPUMCHCHUA, OpraHUu3alvuu
ONITOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEIICTBAMHM, AaIllTECUYHBbIC OpraHu3aluud (MX TPEACTABUTEIN, WHbBIC
¢du3nvecKkre U IPUIUUECKUE JIUIA, OCYIICCTBISIOIIUE CBOKO JESITEIBbHOCTh OT MMEHU 3TUX OpraHHM3aluii) B
OTHOIICHUU MEAUIIMHCKUX PAOOTHUKOB U PYKOBOAMTENECH METUITMHCKUAX OpPraHU3alliii HE BIpaBe:

1) BpydaTh NOAApKH, BBIIUIAYMBATH JEHEKHBIE CPEIACTBA (32 HCKIIOYEHUEM BO3HArpaXkICHUH 110
JIOTOBOpaM IpH MPOBEJCHUHN KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IMPENapaToB IJi MEIULUHCKOIO
MPUMEHEHHUS, BO3HATPAXKICHUH, CBA3aHHBIX C OCYIIECTBICHUEM MEIUIUHCKUM PaOOTHUKOM Te1aroru4ecKon
U (WIN) Hay4yHOH JIeATENbHOCTH), B TOM YMCJE OIJIauuBaTh Pa3BJICUEHHUs, OTABIX, IPOE3]] K MECTy OTHbIXa, a
TaKXe MPUBJIEKATh K YYAaCTHIO B Pa3BJIEKATEIbHBIX MEPONIPHUITUAX, IPOBOJIUMBIX 33 CUET CBOMX CPE/CTB;

2) 3aKJII04aTh COTJAIICHHUS O HA3HAUEHUH WM PEKOMEHJAIMH MAaIlMeHTaM JICKapCTBEHHBIX IpenapaToB
JUIsL METULIMHCKOTO NMPUMEHEHMS (32 UCKIIIOYEHHEM JOIOBOPOB O NPOBEAECHUU KIMHUYECKUX HCCIEAOBAHUN
JIEKapCTBEHHBIX MIPENapaTOB JUIsl MEIULIMHCKOTO PUMEHEHUS);

3) mpenocTaBisTh OOpa3lbl JEKAPCTBEHHBIX MPENapaToB IS MEAWIIMHCKOTO MPUMEHEHUS B IENSIX
BpPYUYEHHS MAlUEHTaM (32 UCKIIOYEHUEM CIIy4aeB, CBSA3aHHBIX C MPOBEJCHHEM KIMHHUYECKHX HCCIeI0BAaHUMN
JIEKapPCTBEHHBIX MPETMapaToB ISl MEIUIIUHCKOTO PUMEHEHUS);

4) mpeaoCTaBIATh HEJOCTOBEPHYIO U (MJIM) HETIOIHYI0 HH(MOPMAIIUIO O JIEKapCTBEHHBIX Mperaparax JUls
MEUIIMHCKOTO IPUMEHEHMS],

5) mocemarts UX B pabouee BpeMs Ha pa0OYMX MECTaxX, 3a HMCKIIOYCHHEM CIIydaeB, CBSI3aHHBIX C
MIPOBEJIEHUEM KIMHUYECKUX MCCIEIOBAHUN JIEKaPCTBEHHBIX MPEnapaToB s MEAUIIMHCKOIO MPUMEHEHHUS, C
ydacTUeM B TIOpSAJKE, YCTAHOBJICHHOM pPYKOBOJIWTEIEM MEIUIIMHCKOM OpraHusalnud, B COOpaHMsIX
MEAMIIMHCKUX PAaOOTHUKOB M MHBIX MEPOMPHUSATHUSIX, HAIIPABICHHBIX Ha MOBBIIIEHHE HX MPO(ecCHOHATBEHOTO
YPOBHSI MJIM Ha TIpeOoCTaBlICHNE UHPOPMALIMH, CBSI3aHHOIM C OCYIIECTBICHHEM MOHUTOPHHIra 0€301MacHOCTH
JIEKapCTBEHHBIX IIPENApaTOB;

6) moOy>kaaTh K BBINMCHIBAHUIO JIEKAPCTBEHHBIX IpENapaToB UIsl MEAUIMHCKOTO MPUMEHEHHUs Ha
OnaHKax, coAep)KalMX HH()OpPMAaIUI0 PEKIAMHOIO XapakTepa, a TakXKe Ha pelenTypHbIX OlaHKax, Ha
KOTOPBIX 3apaHee HalleyaTaHO HAMMEHOBAaHUE JIEKaPCTBEHHOI'O Mpernapara i MeIULMHCKOIO IPUMEHEHUS.
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2. OpFaHI/BaHI/II/I, YKa3aHHBIC B 3638.1_16 IIEpBOM 4YaCTHU 1 HacTosmeH CTaTbu, U UX TIPCACTABUTCIIN B
OTHOILICHHUH (bapMaI_IeBTI/I‘-IeCKI/IX pa6OTHI/IKOB u pYKOBOHHTeHCﬁ allITCYHBIX opraHmauHﬁ HC BIIPAaBC:

1) Bpy4daThb MOoAapKu, BhIIJIAYHUBATH ACHCKHBIC CPCACTBA, B TOM YHCJIC OIJIaYWBATh Pa3BJICUCHUA, OTAbIX,
Ipoe3a K MECTY OTAbIXa, W MPUBJICKATh K YUAaCTHUIO B PA3BJICKATCIIBHBIX MCPONIPUATUAX, TPOBOAUMBIX 3a CUCT
CBOHMX CPCACTB,

2) npeaoCTaBIIATh 06pa3HBI JICKApCTBCHHLBIX IIp€IapaToB AJIA MEAUIWNHCKOI'O IPUMCHCHHUA I BpYUCHUA
HaCCJICHUIO,

3) 3aKJII0YaTh COTJIAIICHUA O IMPCIJIOKCHUHN HACCIICHUIO OIPCACIICHHBIX JICKAPCTBCHHBLIX IMPCIIApaTOB
AJIL MCOAUIUHCKOTO ITPUMCHCHU

4) npenoCcTaBIsSITh HETOCTOBEPHYIO U (MJIM) HEMIOJIIHYIO HH(OPMALIKIO O JEKapCTBEHHBIX MpernapaTtax Juist
MEIUIIMHCKOTO MPUMEHEHHS, B TOM YHCIE MMEIOIIHUX OJMHAKOBOE MEXIYHAapOJHOE HEMaTeHTOBaHHOE
HalMEHOBAHUE.

CratbAa 67.2. TpeboBaHMA K OpraHn3aLmMm 1 NPoBeAeHUID Hay4YHbIX MEPONPUATUN, UHbIX
MeponpuUATUNA, HanpaBfieHHbIX Ha NOBbIWeHUe NPo¢eCCUOHANbLHOIro YPOBHA MeAULIMHCKUX
pabOTHMKOB MM Ha npefocrtaBrieHMe UWHopMauumn, CBA3AHHOW C OCYLUeCTBIIeHUeM
MOHUTOpPUHra 6e30MNacHOCTU NeKapCTBeHHbIX NpenapaToB

1. Ilpy mpoBeneHUH HAYUYHBIX MEPONPHUSATHUN, WHBIX MEPOIPUATUN, HAMNPABICHHBIX Ha MOBBILICHHUE
npodecCHOHALHOTO YPOBHSA MEAMIIMHCKMX pa0OTHUKOB WM Ha TMPEIOCTaBICHHWE CBSI3aHHOW C
OCYIIECTBIICHUEM MOHUTOPUHIA OE30MAaCHOCTH JICKAPCTBEHHBIX MpPENnapaToB WH(GOPMAIUU, OPraHU3yEMBIX
OpraHu3alMsIMH, YKa3aHHBIMU B a03arle nepBoM vactu | crateu 67.1 Hacrosimero denepanbHOro 3aKkoHa, UX
MpeACTaBUTENIMA U (W) (UHAHCHPYEMBIX 3a CUET CPEJACTB JTUX OpPraHU3ANMK M HMX MPEIACTaBUTEICH,
3alpeliaeTcs MpeniaTcTBOBaTh YYAaCTUIO B YKAa3aHHBIX MEPOIPUATUAX HWHBIX OpraHu3aluid, KOTOpbIE
MPOU3BOAAT WIM PEATM3YIOT JIEKAPCTBEHHBbIE Npenaparbl Uisi MEAUIMHCKOIO NPUMEHEHHS CO CXOXKUM
MEXaHU3MOM (PapMaKOJIOTHUYECKOTO NEHCTBUS, MO0 CO37aBaTh AUCKPUMHUHAIMOHHBIE YCIOBHUS AJIs OJHHUX
YYaCTHHUKOB I10 CPABHEHUIO C IPYTUMHU YYaCTHUKAMHU, & UMEHHO:

1) mpenocTaBisATh Pa3IUYHOE KOJIMYECTBO BPEMEHHU JIsl BBICTYIUIEHUM YYaCTHMKOB, pa3jM4HBIE IO
pasMepy 3aHMMAaeMOM IUIOIIAagu MecTa JUIsl JIEMOHCTpaluu OOpas3loB JIEKAPCTBEHHBIX IpEnaparoB s
MEAMIMHCKOrO IPUMEHEHUS WU PEKIAMHBIX MaTEpUAJIOB O JIEKAPCTBEHHBIX IIpenapaTax I MEIULUHCKOTO
IPUMEHEHUSI Ha JKCHO3MLMSX, CTEHIAX, 3a HMCKIIOUEHUEM CIIy4aeB, €CIIM TaKHWE€ YCIOBHS 3aKPEIUICHBI B
COIJIAIICHUSX 3TUX OpraHU3alMii, UX MpeJcTaBUTEeNIed O (UHAHCHPOBAHMHM YKa3aHHBIX MEPONpPUATHH U
00yCJIOBJICHBI pa3IMYHBIMH 3aTPaTaMy YYaCTHUKOB Ha MX OPTraHU3AIHIO;

2) ycrtaHaBIMBaTh pa3Mep B3HOCA JUIsl YYaCTHMKOB MEpPONPUATHMN, yKa3aHHBIX B al3alle NepBOM
HACTOSIIEN 4acTH, MPEBBIIAKONINNA CYMMY 3aTpaT Ha OPraHHU3alMI0 YKa3aHHBIX MEPOINPHUATUN U BEAyLIUH K
HEOOOCHOBAaHHOMY OTPaHMYEHMIO YHCIIa UX YYaCTHUKOB.

2. Opranuzanmu, ykasaHHble B a03aiie nepBoM dactu | crateu 67.1 HacTosmero @enepaibHOTO 3aKOHa,
WX TPEACTABUTEIH, OCYIIECTBISIONINE OpraHu3auio U (Uian) (pUHAHCHPOBAHUE MEPOMPUITUN, YKa3aHHBIX B
gactu | HacTosIIed cTaThU, 00s3aHBI OOEcIeYMBaTh JOCTYN K WH(OpPMAINUKA O JaTe, MECTe M BPEMEHU
MPOBEACHUS YKa3aHHBIX MEPONPUSTHH, TUTAHAX, TTpOrpaMMax MPOBEICHUS YKA3aHHBIX MEPOTPUATHMA U TeMaX,
IJIAHUPYEMBIX IS PACCMOTPEHHMsS, COCTaBE WX YYACTHUKOB TIYTeM pa3MEIIEHUS COOTBETCTBYIOIICH
uH(OpMaIMi Ha CBOMX O(GHUIMANBHBIX caiTax B ceTu "MHTepHEeT" HE mo3gHee JIBYX MECAICB O Hadvalia
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IPOBEIEHUS YKa3aHHBIX MEPOIPUATHIH.

3. Undopmanus o mpoBEACHHH MEPONPUSTHI, YKa3aHHBIX B 4YacTU | HAcCTOsIIEH CTaThH, B CPOK,
YCTQHOBJICHHBII 4YacTbi0O 2 HACTOALICH CTaThbW, JOJDKHA OBITh HampaBiieHa B (elaepanbHblii  Opran
WCTIOJTHUTEIIBHOM BJIACTH, OCYIIECTRBIIFOIIMIA (DYHKIIMU TI0 KOHTPOJIIO U HAA30py B chepe 3ApaBOOXpaHCHUS,
JUTS TIOCTIEYFOIIIETO pa3MeIeHus ee Ha OPHUITHATBbHOM CaiiTe ATOTo opraHa B ceTu "MHTepHeT".

Masa 15. OTBETCTBEHHOCTb 3A HAPYLWWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALIUA INMPU OBPALLUEHUN NEKAPCTBEHHbLIX CPELACTB
M BOSMELLUEHUE BPEOA, NPUYUHEHHOIO 3A4O0POBbLIO NPAXAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccumckoun
degepaumu npu obpaLeHUmn NIeKapCTBEHHbIX CPeacTB

1. Hapymenue 3akoHonarenbcTBa Poccuiickoit @enepanuu 1pu 0OpalieHuy JIEKapCTBEHHBIX CPEICTB
BJIEUET 3a CO0OM OTBETCTBEHHOCTh B COOTBETCTBHHM € 3aKOHOAATEIbCTBOM Poccuiickoil @enepanun.
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. 3a HenpeJCTaBIEHUE UM HECBOEBPEMEHHOE IPeACTaBICHNEe HHPOPMALUU U (MIIM) JOKYMEHTOB JIH00
NpeACTaBICHUE HEIOCTOBEpHBIX HH(oOpMauu H (WIKM) JOKYMEHTOB, IPEIYCMOTPEHHBIX HACTOSIUM
@DenepanbHbIM  3aKOHOM, CYOBEKTHI OOpalleHUs JIEKAPCTBEHHBIX CPEJICTB HECYT OTBETCTBEHHOCTh B
COOTBETCTBHUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanun.

(uactp 2 BBegeHa denepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

Ctatba 69. BosmelweHue Bpeaa, NPUYUHEHHOro 340POBbLI TFpaXaaH BcrnepcTBue
NPUMEHEeHMNA NeKapCcTBeHHbIX NpenapaToB

1. IlpousBoauTenp JEKapCTBEHHOIO IpernapaTra 00si3aH BO3MECTUTh BpEJ, NMPUUYMHEHHBIM 3710POBbIO
rpakJiaH BCIIEICTBUE IPUMEHEHMs JIEKapCTBEHHOT'O Mpenapara, €ciii JoKa3aHo, YTo:

1) nekapcTBeHHBIH mMpenapar HPUMEHSJICS IO HA3HAYEHUI0 B COOTBETCTBUU C HHCTPYKIHUEH I10
NPUMEHEHHUIO JIEKapCTBEHHOTO IIpermapaTa M NPUYMHONW Bpeda SBWICS BBOJ B TPaKIaHCKUNW 000pOT
HEeJ00POKAYECTBEHHOTO JIEKAPCTBEHHOTO MIpenapara;

2) Bpea 370pOBbIO MPUYMHEH BCIIEACTBHE HEJOCTOBEPHON MH(OPMAIINHU, COJIEPIKAIIEHCS B MHCTPYKIUH
10 IPUMEHEHHUIO JIEKAPCTBEHHOTO Tperapara, 3aHHOH TPON3BOJUTENIEM JIEKapCTBEHHOTO IIpenapara.

2. B cmywae, ecnu Bpen 3I0pOBBIO TPaKIaH NMPHYUHEH BCIIEICTBHE NPUMEHEHUS JIEKAPCTBEHHOTO
npenapara, IpUILIeIIIero B HErOAHOCTh B Pe3yJIbTaTe HapyLIEHUs PaBUJI XpPaHEHUS JIEKAPCTBEHHBIX CPEJICTB,
NpaBUJI ONTOBOW TOPrOBIIM JIEKAPCTBEHHBIMHU IpernapaTaMu, MpaBHJ OTIYCKa JIEKAPCTBEHHBIX IPENnaparos,
NpaBUI M3TOTOBJICHUS M OTIyCKa JIEKApCTBEHHBIX IIPENaparoB, BO3MELICHHWE Bpela OCYIIECTBIISAETCS
COOTBETCTBEHHO OpPraHM3alleld ONTOBOM TOPIOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU, allTEYHOW OpraHMU3aLUeH,
WH/IMBUIYATBHBIM TIPENNPUHAMATEIEM, UMEIOIIMMH JIMIECH3UI0 Ha (papMaleBTUYECKYIO JEATEIbHOCTh WA
JHIEH3WI0 HAa MEAHMIUHCKYI0 JesTeIbHOCTh, MEIUIIMHCKON OpraHW3anueidl, WMEIOIeH JUICH3UI0 Ha
(hapManeBTHUECKYIO JeATEILHOCTh (€€ 000COOJICHHBIM MoJpa3aeieHrueM (aMOynaTopuen, Gheabamepckum 1
(benpamepcKo-aKkymepckuM MyHKTaMH, [EHTpOM (OTAeNeHrueM) o0meil BpaueOHON (CeMeiHOoil) MpaKkTUKu),
pacroyIo)KEHHBIM B CEIIbCKOM HACEJIeHHOM IYHKTE, B KOTOPOM OTCYTCTBYET allTeuHas OpraHM3alus),
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JIOMYCTUBIIMMU MPOJIAXKyY MM OTITYCK TaKOI'o JIEKAPCTBEHHOI'O IpenapaTa.
(B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. Bo3menienue Bpeaa, MPUUUHEHHOTO 3J0POBbIO IPaKJaH BCIIEJCTBUE NPUMEHEHHS JIEKAPCTBEHHBIX
MIpenapaToB WKW COBEPILEHUS IPOTUBONPABHBIX JAEUCTBUN CyObEKTaMU OOpalleHHsl JIEKapCTBEHHBIX CPENICTB,
OCYILECTBIISIETCSA B COOTBETCTBUH € 3aKOHOIATEILCTBOM Poccuiickoit @enepannu.

Masa 16. 3AKIMIOYUTEJIbHBIE MOJIOXXEHUA

Ctratba 70. O npu3HaHuUM YTPaATUBLUMUMMU CUNy OTAESNIbHbIX 3aKOHOAATeNbHbIX AKTOB
(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccunckon Penepauum

[Ipu3HaTh yTpaTUBIIUMU CHITY:

1) ®@enepanbublit 3akoH oT 22 uroHS 1998 roma N 86-03 "O nekapcrBeHHBIX cpenctBax” (Cobpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);

2) ®enepanbubiii 3ak0H OT 2 stHBaps 2000 roma N 5-®3 "O BHeceHUM MU3MEHEHHS M JIONOJHEHHUM B

®enepanbhblil 3akoH "O nekapcTBeHHBIX cpeacTBax" (CoOpanue 3akoHoaaTenbcTBa Poccuiickoit denepanuu,
2000, N 2, ct. 126);

3) crateio 40 denepanpHoro 3akoHa ot 10 suBaps 2003 roga N 15-®3 "O BHeceHUM M3MEHEHHH H
JOTIONIHEHUH B HEKOTOpbIE 3aKOHOAaTenbHbIe akThl Poccuiickoit denmepanuu B CBA3M C TPUHATHEM
®enepanbHOro 3aKoHa "O TUIEH3UPOBAHUU OTACIBHBIX BHIOB AesiTenbHOCTH" (CoOpaHue 3aKOHOAATEehCTBA
Poccuiickoit ®eneparuu, 2003, N 2, ct. 167);

4) cratpio 31 DenepanphHoro 3akoHa oT 30 wmrons 2003 roma N 86-®O3 "O BHeceHMM HU3MEHEHHU U
JIOTIOJTHEHUI B HEKOTOPBIE 3aKOHOAATENbHbIE akThl Poccuiickoit denepanuy, MpU3HAHUM YTPATUBIIAMH CUITY
OTJENBHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoil ®enepaunu, NperoCTaBICHUU OTAEIbHBIX TIapaHTUH
COTPYAHHUKAaM OpPraHOB BHYTPEHHHUX JI€JI, OPIaHOB IO KOHTPOJIIO 3a O0OOPOTOM HApKOTHUYECKUX CPENCTB U
NICUXOTPOITHBIX BEIIECTB M YIpa3JHAEMBbIX (eAepalbHbIX OpPraHOB HAJIOTOBOW TIOJIMIUM B CBSI3U C
OCYIIECTBIICHHEM Mep TI0  COBEPLICHCTBOBAaHMIO  TrocygapcTBeHHoro  ynpasienus"  (CoOpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 ®denepanbpHOro 3akoHa ot 22 aBrycra 2004 romga N 122-®3 "O BHeCEHHH M3MECHECHHUH B
3aKOHOAATenpHble aKThl Poccuiickoni @Penepanuy Y NPU3HAHWM  yTPAaTUBIIMMHM CHJIYy HEKOTOPBIX
3aKOHOJATENBHBIX aKTOB Poccuiickoit Penepanun B cBsA3H ¢ npuHaTHeM PenepanbHblix 3akoHOB "O BHECEHNUN
M3MEHEHUH U JonojHeHui B DenepanbHblii 3akoH "OO0 o0MIMX MPUHIMIIAX OPraHMU3ALMU 3aKOHOAATEIbHBIX
(mpencTaBUTENBHBIX) M HCIOJHUTEIBHBIX OPraHOB TOCYNAapCTBEHHON BIACTH CyOBEeKTOB Poccuiickoit
@enepanuu" u "OO 00IMIKX IPUHLKIIAX OPTaHU3ALMKA MECTHOTO camoynpasieHus B Poccuiickoit ®enepauyn”
(Cobpanue 3akonomarenbcTBa Poccniickoit deneparuu, 2004, N 35, ct. 3607);

6) crateio 28 DenepanbHoro 3akona ot 18 mekadbps 2006 roma N 231-d3 "O BBeneHHM B JEHCTBHE
yactu ueTBeprod ['paxknmanckoro koaekca Poccuiickoii ®enepanuun" (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit @eneparuu, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny HacTtosiwero PegepanbHOro 3akoHa

1. Hacrosmuii denepanbHbIil 3aKOH BeTymaeT B cuiy ¢ 1 cenTsiops 2010 rona.
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2. JlekapCTBEHHbIE CpEJICTBA, 3aPETUCTPUPOBAHHbIE JIO JHS BCTYIUIGHHS B CHIy HAaCTOSILIETO
@denepalIbHOTO 3aKOHA, MOJMJIEKAT BKIIOUYEHUIO B TOCYJIApPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEACTB C
BHECEHUEM YKa3aHHBIX B uacTu | crateu 33 Hacrosiuero denepaibHOro 3aKOHa CBEACHHUH 00 3THUX
JIEKapCTBEHHBIX CpPEACTBaX 0€3 TMPOXOXIEHUS BHOBb IMPOLEAYPHl TOCYJapCTBEHHOW pPETHUCTpAIUU
JIEKapCTBEHHBIX MTPETapaToB.

3. TocynapcTBeHHass peructpanusi JICKapCTBEHHBIX NPEMaparoB, 3a HCKIIOYCHHEM JIEKAPCTBEHHBIX
NpenapaTroB JUIs MEIMLIUHCKOTO TPHUMEHEHHUS, TPEICTABICHHBIX Ha YKa3aHHYI0 PETUCTPALUI0 A0 IHS
BCTYIUICHUSI B CHJIy Hacrtosimero ®enepaabHOro 3aKOHA, OCYIIECTBIISETCS B COOTBETCTBHM C HACTOSIUM
CDCZ[epaJIBHLIM 3aKOHOM Ha OCHOBAHUHM JOKYMCHTOB U JAHHBIX, IMIPCACTABJICHHBIX OO AHA BCTYIIJICHUSA B CUITY
Hacrosuiero dexepaabHOro 3aKOHA.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. TocynapcTBeHHass perucTpanys JIEKAPCTBEHHBIX NpPENnapaToB JUIsl MEIUIMHCKOIO IPUMEHEHHS,
NpEeACTaBICHHBIX Ha FOCYIaPCTBEHHYIO PETUCTPALIMIO JI0 THS BCTYIUIEHUS B CUIIy Hactosiuero denepaibHOTo
3aKOHA, W TOCYJapCTBEHHAsl pErucTpaius JIEKApCTBEHHBIX IIPENapaToB UIsl MEIULUHCKOIO NPUMEHEHUS,
MIPE/ICTABICHHBIX Ha 3KCIEPTU3Y JIEKApCTBEHHBIX CPEACTB N0 JHS BCTYIUIEHMST B CHIJLy HACTOSILETrO
@enepa’dbHOrO0 3aKOHAa B LEMAX HMX MOCIEAYIOMIEH TOCYIApCTBEHHOW PETHUCTpPAlH, OCYIIECTBISIOTCA Ha
OCHOBaHUU JOKYMEHTOB U JaHHBIX, IPEACTABICHHBIX A0 JHS BCTYIUICHUS B CUITy Hactosmiero denepanbHOro
3aKOHa, a TAK)Ke 3as1BJIEHUS O TOCYAAPCTBEHHOM PErucTpaluy JIEKAapCTBEHHOr0 Mpenaparta, peiCTaBIeHHOIo
NPOM3BOJIUTENEM JIEKAPCTBEHHBIX MPENapaToB WIM YHOJHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUH C
HactosmuM DenepaabHbBIM 3aKOHOM B YIOJIHOMOYEHHBIH (e/iepanbHblii OpraH UCIIOIHUTENbHON BiIacTu 10 1
mapra 2011 roma, ©0e3 TpeGoBaHMS YIJIAaThl TOCYJApPCTBEHHOW MOUUIMHBI, MPEAYCMOTPEHHOU
3akoHozAarenscTBOM Poccuiickoit @enepanuu o Haorax u coopax.

(uacts 3.1 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. IloaTBEpKI€HUE TOCYIapCTBEHHON PErHMCTPALMH JIEKAPCTBEHHBIX MPENapaToB ISl MEIULUHCKOTO
NPUMEHEHUS, MPEICTABICHHBIX ISl MMOATBEPKICHUS TOCYAapCTBEHHOW PErucTpaluu A0 JHS BCTYIUIEHUS B
cuty Hactosuero denepaibHOro 3aK0Ha, M MOATBEP)KIEHUE TOCYIapCTBEHHON PErHCTPaLMK JIEKAPCTBEHHBIX
IIpenapaToB sl MEAULMHCKOIO IMPUMEHEHMS, NPEACTABICHHBIX HA AKCIEPTU3Y JIEKAPCTBEHHBIX CPEICTB 10
JHS BCTYIUIEHUS] B CHJIy HacTosuero denepanbHOro 3aKOHa B LIESAX MOCIEIYIOIIEr0 MOATBEPKIACHUS HX
rOCy/IapCTBEHHOW pEerucTpaiiy, OCyIIEeCTBISIOTCS Ha OCHOBaHUM JOKYMEHTOB U JaHHBIX, MPEICTaBICHHBIX
N0 JTHA BCTYIUIEHUs B CHIly Hactosmero denepajbHOr0 3aKOHA, a TaKKE 3asBJICHUS O IMOATBEPKICHUU
rOCYJapCTBEHHON  pPErucTpaluu  JIEKQpCTBEHHOIO  Mpernapara, MpPEICTAaBIECHHOIO  MPOU3BOAUTENIEM
JIEKapCTBEHHBIX MPENapaToB UM YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUH ¢ HacTosuM denepaibHbIM
3aKOHOM B YIOJHOMOYEHHBIN (pefepalbHbIii OpraH MCHOJIHUTENbHOW Biactu 10 1 mapra 2011 roga, Ge3
TpeOOBaHMUS yIUIATHl TOCYIApPCTBEHHOW TONUIMHBI, MPETyCMOTPEHHON 3aKOHOJATEIhCTBOM Poccuiickoii
®denepanuu 0 HaJorax u coopax.

(dactp 3.2 B pen. DenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.3. IlpunsTtue peuieHuss 0 BHECEHUH MU3MEHEHUU B JIOKYMEHTBI, COAEPIKAIIUECS B PETUCTPALMOHHOM
JIOCb€ HA 3apETMCTPUPOBAHHBIM  JIEKAPCTBEHHBIM Ipernapar Juisi MEAULUMHCKOTO IPUMEHEHUS |
MPEJCTABJIEHHBIE 10 JHSA BCTYIUICHUS B cuily Hactosimiero denepanbHOro 3aKOHa, M MPUHSATUE PELIEHUS O
BHECEHWH W3MEHEHHI B JOKYMEHTBI, COJIEpPKAILEECs B PErMCTPAMOHHOM JOChE HA 3apETrHCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mpenapar i MEAUIUHCKOrO TPUMEHEHHUS] M TPEACTABICHHBIE Ha JKCIEPTHU3Y
JIEKapCTBEHHBIX CPEJICTB J10 JIHS BCTYIUICHUS B CHILy HacTosero deaepaibHOro 3aK0HA, OCYIIECTBIISIFOTCS Ha
OCHOBaHMH JOKYMEHTOB U JAaHHBIX, IPEACTABICHHBIX 10 JHSA BCTYIUICHUS B CUIIy Hacrosmero denepaabHOro
3aKOHA, a TaKXe 3asBJICHUS O BHECEHHHM HM3MEHEHUN B JIOKYMEHTBI, COJEpXKALIMECS B PETHUCTPALUOHHOM
JIOCb€ Ha  3aperMCTPUPOBAHHBIA  JIEKAPCTBEHHBIA  Mpernapar [Jjs  MEIULMUHCKOTO  IPUMEHEHMS,
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NPEACTAaBICHHOTO0 MPOU3BOIUTENEM JIEKApPCTBEHHBIX IpenapaToB WM YHOJHOMOYEHHBIM UM JIMIIOM B
COOTBETCTBUM C HactoammMm DexepalbHbIM 3aKOHOM B  YIOJHOMOYEHHBIM (QenepaibHbIl  oprax
ucHoJHUTENbHOW Biactu 1o 1 mapra 2011 roma, 6e3 TpeGoBaHUS YIUIaThl TOCYIApCTBEHHOM MOIUIMHBI,
MIpelyCMOTPEHHOM 3aKoHOo1aTenbcTBOM Poccuiickoit denepanyu o Hajorax u coopax.

(uactp 3.3 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Brinaua pa3zpenieHuii Ha NpOBEeACHUE KIMHUYECKUX UCCIEA0BAHUM JICKAPCTBEHHBIX MpenapaToB JJIst
MEIUIMHCKOTO TMPUMEHEHHs] MO 3asBIEHUSM, MOJAAHHBIM JIO0 JAHS BCTYIUIGHHS B CHIIy HAaCTOSIIETO
@enepa’abHOrO 3aKOHA, a TAaKXKE M0 3asBJICHUSAM, IOJAHHBIM ITOCJIE JIHS BCTYIUIEHUS B CHIJLYy HACTOSLIErO
@enepa’abHOrO0 3aKOHA HAa OCHOBAHUHU JIKCIEPTU3, MPOBEAEHHBIX 10 JHS BCTYIUIEHUS B CHIJLYy HACTOSILIErO
@enepaabHOrO0 3aKOHA, OCYUIECTBIIIETCS B COOTBETCTBMU C HactoamuMm DenepalbHbIM 3aKOHOM Ha
OCHOBAaHMM JIOKYMEHTOB W JaHHBIX, MPEJCTABICHHBIX WA TMOJIYYEHHBIX 1O [HS BCTYIUICHUS B CHIY
Hactosmero denepaabHOro 3aKOHa, a TakKe Ha OCHOBAHMM KOIMHUM MPEABAPUTEIBLHOrO J0roBOpa
00513aTeTLHOTO CTPAaXOBAaHUS JKU3HH, 3J0POBbsI MAIEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM HCCIIEIOBAHUU
JICKapCTBEHHOTO TIperapara JUisi MEIUIMHCKOTO TPUMEHEHHWs, WJIM KOMWUU JOrOBOpa 00s3aTENBHOTO
CTPaxOBaHHUs KU3HU, 3I0POBbsI MMALMEHTOB, YYACTBYIOIIUX B KIMHUYECKOM HCCIIEJIOBAHUU JIEKAPCTBEHHOIO
mpermaparta JiUisi MEAWIIMHCKOTO TMPUMEHEHHsI, JUOO TPEICTAaBICHHON KONMUHU JIOrOBOpa O00s3aTEIIBHOTO
CTpPaxOBaHUs, 3aKIFOYEHHOTO B COOTBETCTBHHM C THIIOBBIMHU TIPaBWJIAMH OO0S3aTEBHOTO CTPAaXOBaHUS, C
yKa3aHUEM TNPEeACIbHON YKMCICHHOCTH NAlUEHTOB, YYacTBYIOIIMX B KIMHUYECKOM HCCIICIOBAHUU
JIEKapCTBEHHOTO Tpernapara A MEIULUHCKOTO TMpUMEHeHUs, 0e3 TpeOoBaHMs yIUIaThl TOCYAapCTBEHHOU
TIOIILJTMHBI, TIPEyCMOTPEHHOM 3aK0OHOAaTeNLCTBOM Poccuiickoit denepannu o Haiorax u cbopax.

(uactp 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B HMHOCTPAHHON BajlOT€ [0 JHS BCTYIUICHHS B CHUJIy HACTOSIIETO
denepanbHOTO 3aKOHA TIPEACIIbHBIC OTIYCKHBIC II€HB WHOCTPAHHBIX MPOW3BOJUTENICH Ha JIEKApCTBEHHBIC
npernaparbl, BKJIOUEHHbBIE B II€PEUYCHb KU3HEHHO HEOOXOIUMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX MPENaparos,
noJyiekaT rmepecuery B pyonu mo kypcy llentpanbHoro ©Oanka Poccuiickoii ®enepauuu Ha Aary,
ycranoBieHHyto [IpaButenbctBoM Poccwuiickoii ®@eneparuu, 0e3 mpeAcTaBleHUs 3asBICHUS O Tepecdere
LIEHbI C BHECEHHMEM COOTBETCTBYIOIIUX U3MEHEHHI B FOCYJApPCTBEHHBIN pEecTp MpeAesIbHBIX OTIYCKHBIX LIEH
MPOU3BOUTENICH Ha JICKAPCTBEHHBIC IpernapaThl, BKIIOUYEHHBIE B TEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX MPEMapaToB.

(dactp 3.5 BBeneHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIC 0 JIHS BCTYIUICHHS B CHIIy HacTosiero deneparbHOr0 3aKOHA MPEeIbHBIE
OTIYCKHBIE II€Hbl POCCUHCKHX MPOU3BOJUTEICH Ha JIEKAPCTBEHHbIE IpEnapaThl, BKIIOUYEHHBIE B IEpEeYEHb
KU3HEHHO HEOOXOJMMBIX M BKHEHIIMX JICKAPCTBEHHBIX IMPEMapaToB, MOJISKAT WHIACKCAIUU C 1 HOSOps
2010 roma ucxo/s U3 MPOTHO3UPYEMOTO YPOBHSI MH(MISIUHU, YCTAaHOBJICHHOTO DeepaibHBIM 3aKOHOM OT 2
nexadpst 2009 roga N 308-®D3 "O denepansaom Oromxere Ha 2010 rox u Ha turanoBbeii nepuo 2011 u 2012
rogoB" Ha 2011 ron.

(dacts 3.6 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roga He nomyckaroTcsi IPOM3BOACTBO M BBO3 B Poccuiickyro denepanuro
JIEKapCTBEHHBIX IIPENapaToB B YNAKOBKaX C MapKUPOBKOW, KOTOpasl Oblja HaHECeHa 10 JHs BCTYIUICHUS B
cuiy Hacrosimero @enepaibHoro 3akoHa. Ilo ucTedeHHMHM YKa3aHHOIO CpOKa JAaHHbBIE JIEKapCTBEHHbIE
npenapaTbl MOTYT OTIYCKAaTbCS, PEaTU30BBIBATHCS, MEPEIABAThCA M MPUMEHATHCS 10 MUCTEUEHMS] UX CpOKa
TOJAHOCTH.

(B pen. ®eaepanbHbix 3aK0HOB OT 29.11.2010 N 313-D3, o1 06.12.2011 N 409-D3)

4. Co nmHsa BecTymueHus B cuiy Hacrosuero ®eaepanbHoro 3akoHa u no 30 ampens 2011 rona
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 03.04.2020) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 02.06.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

BKJIIOUNTENIBHO JOIYCKAETCSA IPOBEICHHUE SKCIEPTU3BI JIEKAPCTBEHHBIX CPEIACTB JKCIIEPTaMHU 3KCIIEPTHOIO
YUPEXKACHUS A0 IPOXOXKIACHHUS HMH AaTTECTAlUM B IMOPSJAKE, YCTAHOBJICHHOM  YIIOJIHOMOYEHHBIM
(dhenepaabHBIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

5. Co mus BcTymieHus B cwiy Hacrosimero ®denepanpHoro 3axkoHa u mo 31 mexabpst 2013 roma
BKJIFOYUTEIFHO OCYIIECTBIISIETCSI TIEPEXOJ K MPOM3BOJACTBY JICKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBWJIAMU OPraHU3alMKU TPOU3BOJICTBA U KOHTPOJISI KaUu€CTBA JICKAPCTBEHHBIX CPEACTB, YKa3aHHBIMU B YaCTH
1 crateu 45 nHacrosimero denepanbHOro 3aKkoHa, B MOJHOM o0Obeme. Cpoku mepexoja MpPOU3BOACTBA
JICKAPCTBEHHBIX CPEJICTB K WX MPOU3BOJICTBY B COOTBETCTBUU C KOHKPETHBHIMH TPEOOBAaHUSMHU JTaHHBIX
HpaBI/IJI, BKJIFO4Yas CpOKI/I arrecralguu yHOHHOMO‘IeHHHX JIMII, yKa3aHHBIX B 4YaCTAX 6 158 7 CcTaTtbu 45
Hacrosero denepanbHOro 3aKkoHa, ycranasinuparorces [IpaButensctBoMm Poccutickoit @enepanuu.

6. JInneH3un Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BbIIaHHbIE 10 1 aHBaps 2014 roxa, 1eldcTBYOT
nocie 1 suBaps 2014 roma g0 WCTEYEHHUs] CpoOKa WX JACHCTBHUS MPU YCJIOBUU COOTBETCTBHUA JIMIICH3MATa
npaBujaM OpraHu3aluy MPOU3BOJCTBA U KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIM B yacTu |
ctaThu 45 Hacrosmiero MenepaabHOTO 3aKOHA.

7. ®OpMUPOBAHHE I'OCYAAPCTBEHHOTO 33JaHMs HA IMPOBENECHUE DKCIEPTU3Bl JIEKAPCTBEHHBIX CPEICTB
(benepaTbHOMY TOCYAapCTBEHHOMY OFOJKETHOMY YUPEKICHHUIO MO MPOBEICHHUIO SKCIIEPTU3HI JIEKAPCTBEHHBIX
cpeacTB U (uHaHCOBOEe oOOecrieueHUe BBIMOJIHEHHUS 3TOTO 3aJaHUsl OCYIIECTBISIOTCA B MOpPSAKE,
ycTtaHoBlieHHOM ®DenepanbHbiM 3akoHOM OT 12 suBaps 1996 roga N 7-®3 "O HEKOMMEpPUYECKUX
opraHuzanusax".

(uactp 7 BBeneHa PenepanbHbIM 3aKkoHOM 0T 29.11.2010 N 313-D3)

[Ipe3nnent
Poccniickoit ®eneparn
A.ME/IBEJIEB
Mocksa, Kpemib
12 anpens 2010 roga
N 61-03
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