12 anpens 2010 roga Ne 61-D3

POCCHVICKASI ®EJEPALIUS
®EJEPAJIBHBIN 3AKOH
OB OBPAIIIEHVH JJEKAPCTBEHHBIX CPE/ICTB

[Ipunst
lNocynapcrBennon {ymoit
24 mapta 2010 rona

Onobpen
Coserom Penepanuun
31 mapra 2010 rona

I'maBa 1. OBIIIUE ITOJIOKEHU A
Cratbs 1. lIpenmer peryiupoBanus HacTosimero ®egepaabHOro 3aKkoHa

1. Hacrosmmii @®enepajibHblil 3aKOH PpEryJIUPYET OTHOLICHUS, BO3HUKAIOLIME B CBS3H C
oOpamieHueM - pa3paboTKOH, AOKIMHUYECKMMU MCCIEJOBAHUAMH, KIMHUYECKHMMM MCCIEIOBAHUSIMH,
JKCIEPTU30M, TOCYHApPCTBEHHOM PpErucTpaluei, €O CTaHAapTU3alMed M C KOHTPOJIEM KayecTBa,
IIPOU3BOJICTBOM, H3TOTOBJICHHEM, XpaHEHUEM, II€peBO3KOH, BBO30M B Poccuiickyro denepanuto,
BbIBO30M U3 Poccuiickoii denepannu, pekiamoil, OTIIYCKOM, pealu3alue, nepenadeid, TpuMEeHEHUEM,
YHUUYTOKEHUEM JIEKAPCTBEHHBIX CPEJCTB.

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

2. Hacrosmmii denepanpHblil 3aK0OH yCTaHABIMBAET IPUOPUTET FOCYAAPCTBEHHOIO PETyIUPOBAaHUS
0e30MacHOCTH, KauecTBa U 3(PPEKTUBHOCTHU JIEKAPCTBEHHBIX CPEJCTB MPU UX 0OpaIICHUN.
(B pen. @enepanbpHOro 3akona oT 25.06.2012 N 93-D3)

Cratbs 2. Cepa npumeHenns HacTosimero ®@egepanbHOro 3aKoHa

Hacrosimuit ®enepanbHblii 3aKOH NPUMEHSIETCS K OTHOIIEHUSM, BO3HHKAIOIIUM IMpH OOpallieHuH
JIEKAPCTBEHHBIX CPEJICTB Ha TeppuTtopuu Poccuiickon denepannu.

Cratbs 3. 3akoHOaTeILCTBO 00 00palleHUH JIeKAPCTBEHHbIX CPEACTB

1. 3akoHOmaTenbCTBO 00 OOpaIeHUH JIEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIETO
denepalbHOTO 3aKOHA, APYrUX QeAepalbHBIX 3aKOHOB M HMHBIX HOPMATHBHBIX TIPABOBBIX aKTOB
Poccuiickoit @enepanuu.

1.1. 3akoHOIATENBCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUIUIESCKHUX JIHII U
WHIUBUIYAIbHBIX  TPEANPUHUMATENEH,  OCYIIECTBISIONIMX  JEATEIbHOCTH  HAa  TEPPUTOPUHU
MEXIYHAPOAHOTO MEIUIIMHCKOTO KjacTepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEH, yCTaHOBJIEHHBIX
®enepanbHbiM 3aKOHOM "O MEXIyHApOJAHOM MEAUIMHCKOM KJIACTEPE M BHECEHHMM HW3MEHEHUH B
OTJIeTIbHBIE 3aKOHOaTeNbHbIE akThl Poccuiickoit @eaepannn’.

(uactsb 1.1 BBeneHa @enepasibHbIM 3aKOHOM OT 29.06.2015 N 160-D3)

2. [leiictBue Hactosmiero denepalbHOTO 3aKOHA paclpocTpaHsIeTcsl Ha oOpalieHne HapKOTHUECKUX

JIEKAPCTBEHHBIX CPEJICTB M TCUXOTPOINHBIX JIEKAPCTBEHHBIX CPEACTB C YYE€TOM OCOOCHHOCTEH,
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YCTAaHOBJICHHBIX  3aKOHOJATENbCTBOM  Poccuiickorn ®@exepauuu O HAPKOTUYECKMX  CPEACTBAX,
MICUXOTPOITHBIX BEIIECTBAX M 00 UX MPEeKypcopax.

3. Je#ictBue Hacrosmero @DenepalbHOrO 3aKOHA  pAcHpOCTpaHseTCs Ha  oOpalieHue
paanodapMalleBTUUECKUX JIGKAPCTBEHHBIX CPEACTB C Y4ETOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHOJaTenbCTBOM Poccuiickoit deneparn B 001acTH 0O6ecrieueHus paJuaiioHHON 6€30MacHOCTH.

4. Ecum MexayHapoAaHbIM JoroBopoM Poccuiickoit denepanii yCTaHOBJIEHBI MHBIE MTPaBUIa, Y€M
T€, KOTOpbIE IPENyCMOTPEHbl HacToAlMM DenepaJibHBIM  3aKOHOM, IMPUMEHSIOTCA —IpaBuia
MEXIYHApOAHOTO J1I0I0BOpa.

4.1. PemeHuss MEXIroCylIapCTBEHHBIX OPraHoB, IIPUHATHIE HAa OCHOBAaHUMU  I1OJOXKEHHM
MEXIYyHApOAHBIX J0roBopoB Poccuiickoii ®enepanum B MX HCTOJIKOBaHUM, IPOTUBOpPEUYALIEM
Koncrurynun Poccuiickonn @enepanuu, He nouiekar ucnojHeHuio B Poccuiickoin ®@enepannu. Takoe
IIPOTUBOPEYUE MOXKET OBbITh YCTAHOBJICHO B MOPSAKE, OMPEIEICHHOM (eepalbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

(dactb 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickoii @enepanuu B COOTBETCTBUU C MEXKIYHAapOIHBIMU Jorosopamu Poccuiickoin
@Oenepanii ¥ (WIKM) HAa OCHOBE TNPUHIMIA B3aUMHOCTH MPU3HAIOTCA PE3YNbTaThl KIMHUYECKHUX
HCCIIEIOBAaHUM JIEKapCTBEHHBIX IPENapaTroB JJs MEIUIMHCKOTO IPUMEHEHUs, NPOBEACHHBIX 3a
npenenamu tepputopun Poccuiickoit denepaium.

Crartbs 4. OcHOBHbBIE IOHATHS, HCIIOJIb3yeMble B HacTosimemM DerepaibHOM 3aKOHE

Jns neneit Hactosero denepanbHOTO 3aKOHA UCTIONIB3YOTCS CIEYIOIE OCHOBHBIE TIOHATHS:

1) nexapCTBEHHBIE CpEICTBAa - BEIIECTBA WJIM HMX KOMOWHAIMH, BCTYMAIONME B KOHTAKT C
OpPraHU3MOM YEJIOBEKAa WJIM XKMBOTHOTO, NPOHUKAIOIIME B OpraHbl, TKAHU OpPraHu3Ma 4YelloBeKa WM
KUBOTHOTO, TPUMEHSEMBIC ISl TPO(PHUIAKTHKH, IMATHOCTHKH (32 HMCKIIOYCHHEM BEIIECTB WM HX
KOMOMHAIMM, HE KOHTAaKTUPYIOIUX C OPraHW3MOM 4YEJOBEKa MM JKUBOTHOIO), JeUueHHs 3a00JeBaHus,
peadwInTayy, 1l COXpaHEHHs, IPEIOTBPAILICHHS WM NpephIBaHUs OEPEMEHHOCTH M IOJIydYeHHBIE U3
KpOBH, IIIa3Mbl KPOBHU, U3 OPraHOB, TKaHEeH OpraHM3Ma 4YelloBeKa WU ’KMBOTHOI'0, PAaCTEHUH, MUHEPAJIOB
METOAAMH CHHTE3a WJIM C MPUMEHEHHEM OHMOJOrMYeCKHX TeXHOJIOTHH. K JekapcTBeHHBIM cpencTBam
OTHOCATCS (papMalleBTUYECKHE CYOCTaHIIMH U JIEKAPCTBEHHBIE MpenapaThl;

2) papmaneBTHUecKas CyOCTaHIMSI - JIEKAPCTBEHHOE CPEACTBO B BHUJE OJHOIO MM HECKOJIBKHX
obnafaromux (papMaKoJIOrHuecKol aKTUBHOCTBIO AEHCTBYIONUX BEIIECTB BHE 3aBUCUMOCTH OT MPUPO/IbI
MPOUCXOXKACHUS, KOTOpPOE TMpEeIHAa3HAUYEHO JJIsi TPOW3BOJCTBA, W3TOTOBICHHS JIEKAPCTBEHHBIX
IIpernapaToB U ornpeenseT ux 3G PpeKTuBHOCT;

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

3) BcmomorarenbHblE BELIECTBA -  BELIECTBA HEOPraHUYECKOT0 WM  OPraHUYeCKOro
MIPOUCXOXKACHHUS, UCTIOIB3yEeMBIE B MPOIIECCE TPOM3BOJICTBA, U3TOTOBICHHS JIEKAPCTBEHHBIX MPETapaToB
IUIs IPUJAHUS UM HEOOXOAUMBIX (PU3UKO-XMMUYECKUX CBOMCTB;

4) nexapcTBEHHBIE TperapaThl - JIEKAPCTBEHHBIE CPEJCTBA B BHUAE JIEKAPCTBEHHBIX (OpM,
IpUMEHsieMble U1 NMPO(QWIAKTUKM, JTUArHOCTUKH, JIeYeHHs 3a0oieBaHus, peaOMIuTaluu, A
COXpaHEeHHS, TIPEAOTBPAIICHHUS MU TIPEPhIBAaHUS OEPEMEHHOCTH;

5) nexapcTBeHHas (opMa - COCTOSHUE JIEKAPCTBEHHOTO Ipernapara, COOTBETCTBYIOIIEE Croco0am
€ro BBEJICHHS M TIPUMEHEHHS U 00ECIIeYMBaIOIIee JOCTIKEHIE HE00X0IMMOTO JieueOHOTo Y dekTa;

5.1) n03upOBKa - CoAepKAHUE OJTHOTO WM HECKOJIBKUX JIEHCTBYIOIIMX BEIIECTB B KOJTUYECTBEHHOM
BBIpQKCHUW HAa EIWHUIY J03bl, WM EAWHUIy O00beMa, WU EIWHUIy MacChl B COOTBETCTBHH C
JeKapcTBEHHOM ¢opMoit MO0 Ui HEKOTOPBIX BHJIOB JIEKAPCTBEHHBIX (OPM  KOJIMUYECTBO
BBICBOOOXKTAEMOT0 M3 JIEKAPCTBEHHON (hOPMBI ICHCTBYIOIIETO BEIIECTBA 32 CIUHHILY BPEMEHH;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6) mepeueHb JKU3HEHHO HEOOXOIUMBIX U BaXKHEHIINX JICKAPCTBEHHBIX MPENapaToB - YTBEPKTaEMbIN
IIpaBurensctBoM Poccuiickoit denepanyy nepedeHb JeKapCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO
MIPUMEHEHHS, 00ECTICUNBAIOIINX MPHOPUTETHBIE TOTPEOHOCTH 37PAaBOOXPAHEHHUS B LESIX MPOPHIAKTHKH
U JleueHus: 3a00sieBaHUil, B TOM yuClie NMpeodsafaloluX B CTPYKType 3aboneBaemocTd B Poccuiickoit
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®denepaunu;
(B pen. @enepanbHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdanHbBIe IEKapCTBEHHBIC MpeNapaThl - JEKAPCTBEHHBIC Nperaparhl, IMpeIHa3HAuYCHHBIC
UCKITIOYUTENIBHO JUIsl JUArHOCTHKM WJIM TaTOT€HETHYECKOro JiedeHusl (JIeYeHHs, HAMpaBICHHOTO Ha
MEXaHU3M Pa3BHUTHUs 3a00sIeBaHus) peakuX (ophaHHbBIX) 3a00IeBaHul;

(. 6.1 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6.2) OuonorMyecKkue JEeKapCTBEHHBIC Iperaparbl - JIEKapCTBEHHBIE INpenaparhl, JeHCTBYOIIEe
BELIECTBO KOTOPBIX MPOU3BEIECHO WIIM BBIIEICHO U3 OMOJOTMYECKOTO0 MCTOYHUKA U JUISl ONpPEIeIICHUS
CBOWCTB M KauecTBa KOTOPBIX HEOOXOJAMMAa KOMOHWHAIMS OWOJIOTUYECKUX H (DU3MKO-XUMUYECKUX
MetonoB. K  Ouojormuyeckum JI€KapCTBEHHBIM IpenapaTtaM OTHOCSTCS HMMMYHOOHOJOTHYECKHE
JIEKApCTBEHHBIC TMpernapaThl, JIEKAPCTBEHHBIC IpErapaThl, MOJYyYEHHbIE W3 KpPOBHU, ILJIa3Mbl KpPOBU
YelloBeKa M JKMBOTHBIX (32 HCKIIOUYEHUEM IEIbHONH KpPOBH), OMOTEXHOJOTMYECKHE JIEKapCTBEHHBIE
npenaparsl, TeHOTepaneBTUUECKHE JIEKAPCTBEHHBIE MpenapaThl;

(1. 6.2 BBeaen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7) WMMYHOOHMOJIOTHMYECKHE JICKApPCTBEHHBIE Tpenaparbl - JICKapCTBEHHBIC Ipenaparhl,
npelHa3HauYeHHble A7 (GOPMUPOBAHUSA AKTUBHOTO WIIM MACCHUBHOTO MMMYHHUTETa JUOO JMAarHOCTUKU
HAIMYUS  WMMYHHTETAa WJIM  JUArHOCTHKU  CICNH(PHYECKOr0  NPHOOPETEHHOTO  M3MCHCHHUS
MMMYHOJIOTMYECKOTO  OTBETa Ha  ajuleprusupytoniye BemiectBa. K =~ UMMYHOOMOJIOTHYECKUM
JIEKApCTBEHHBIM  MpernaparaM  OTHOCATCS ~ BAaKIMHBI,  AHATOKCHUHBI,  TOKCHUHBI,  CHIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPTeHBI;

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

7.1) GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbIE TPeraparhl - JIEKApCTBEHHBIE MTPernapaTsl, IPOU3BOACTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIIOJIb30BAHUEM OMOTEXHOJOTHYECKHUX MTPOLIECCOB U METOJIOB (B TOM UHUCIE
JIHK-pekoMOMHAHTHON TEXHOJOTHH, TEXHOJIOTUH KOHTPOJIUPYEMON SKCIPECCHH T'€HOB, KOJIUPYIOLINX
OMOJIOTMYECKH aKTHBHBIC OCJKW B MPOKApPHOTaX W DJYKApHOTaX, BKIIOYas W3MCHEHHBIC KIICTKU
MJICKOTHUTAOIINX ), THOPUIOMHOTO METO/1a M METOJa MOHOKJIOHAIbHBIX aHTUTEIL;

(. 7.1 BBengeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7.2) TEHOTepaleBTUYECKHE JIEKAPCTBEHHBbIE TpemapaTbl - JIEKAPCTBEHHBIE Ipenaparhl,
(dapmarieBTHUeCKass CyOCTaHIMS KOTOPBIX SBJSIETCS PEKOMOWHAHTHON HYKJIEHMHOBOM KHCJIOTOW WIIH
BKJIIOUaeT B ce0sd pEeKOMOWHAHTHYIO HYKJIEHMHOBYIO KHCIOTY, TMO3BOJISIIOIIYIO OCYIIECTBIATH
peryivpoBaHue, pernapaiuio, 3aMeHy, 100aBlIeHNEe WIH y1aJeHue TeHeTHYECKON M0CIIe10BaTeNbHOCTH;
(m. 7.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) HaApKOTHUYECKHE JICKAPCTBEHHBIE CPEJCTBA - JICKAPCTBEHHBIE MpenapaThl U (papMarieBTUUECKUE
CyOCTaHIIMH, COJepKallue HApKOTHYECKHE CpelICTBAa M BKIIOUYEHHBbIE B [lepedeHb HapKOTHYECKUX
CPEICTB, TCHUXOTPOIHBIX BEHIECTB M HMX MPEKypCOpPOB, TOMJISKAIMMX KOHTpPoItO B Poccuiickoi
®denepannn, B COOTBETCTBHM C 3aKOHOAATENbCTBOM Poccuiickoir @enepanuu, MeEXIyHApOIHBIMU
norosopamu Poccuiickoit denepannn, B ToM ynciae ENMHON KOHBEHIMENW O HAPKOTHYECKUX CPEICTBAX
1961 rona;

9) MCUXOTPOIHBIE JIEKAPCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHBIC MpernapaThl U (apMaleBTUUECKHE
cyOCTaHIIMM, CoJeprKalllhe MCUXOTPOMHBIE BellecTBa M BKIOUeHHbIe B [lepedueHb HAPKOTHYECKHX
CPEICTB, TICHXOTPOIHBIX BEMIECTB M HMX MPEKypPCOpPOB, TOMJISKAIMMX KOHTPOIO B Poccuiickoi
@denepaunn, B COOTBETCTBMM C 3aKOHOJATeNbcTBOM Poccuiickoit ®epepannu, MexAyHApPOIHBIMU
noroBopamu Poccuiickoit denepannu, B ToM yucie KoHBeHIMENW O MCUXOTPOMHBIX BemiecTtBax 1971
roja;

10) paanodapmanieBTHUECKHE JIEKapCTBEHHbIE CpEACTBA - JIEKApPCTBEHHBIE CPEACTBA, KOTOpHIE
COJiep>KaT B TOTOBOM JUIsI UCIIOJIb30BaHUS ()OpME OJUH PAAMOHYKIH] WM HECKOIBKO PaIHOHYKIHIOB
(pamnoaKTUBHBIX U30TOTIOB);

10.1) opurHHanNBHBIA JEKAPCTBEHHBIH TMpemapaT - JIEKapCTBEHHBIM Tpernapar ¢ HOBBIM
JEUCTBYIOIMM BEIIECTBOM, KOTOpPBIM NEPBBIM 3aperucrpupoBaH B Poccuiickoit Penepanuu Wil B
WHOCTPaHHBIX TOCYapCTBaX HA OCHOBAHUM PE3YyJbTATOB JOKIMHUYECKUX MCCIEI0OBAaHUN JIEKAPCTBEHHBIX
CPEIICTB M KIMHUYECKUX HMCCIEIOBAaHUMN JIEKAPCTBEHHBIX IMPENapaToB, MOATBEPKAAOIINX €r0 KadecTBO,
3¢ (HeKTHBHOCTH U 0€30MaCHOCTE;
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(n. 10.1 BBenen PenepasbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JTEKapCTBEHHBIN Mpenapar - JIEKapCTBEHHBIN MpernapaT, KOTOPhIH HUCIOJIb3yeTCs
JUIs1 OLIEHKN OMOAPKBUBAJIEHTHOCTH WJIM TEPANIeBTHUECKON IKBUBAJIEHTHOCTH, KayecTBa, 3(ppekTuBHOCTH U
0€30IacCHOCTH BOCIIPOM3BEACHHOTO JICKAPCTBEHHOTO Ipernapara Wid OMOaHaoroBoro (OMOMmo00HOT0)
JIEKapCTBEHHOTO Tpemnapara (buoananora). B xauecTBe pedepeHTHOro JIeKapCTBEHHOTO MpemnapaTa Jjs
MEJULUHCKOTO IPHUMEHEHHs HCIOIb3YeTCsl OpPUTMHAIbHBIM JIeKapCTBEHHbIM Ipenapar Jubo, eciu
OpPUTMHAJIBHBIA JICKApPCTBEHHBIN IpernapaT HE 3aperucTpupoBaH WIM HE HAaXOguTcs B 00opoTe B
Poccuiickoit ®enepanuy 1 He HAXOIUTCSI B 000pPOTE€ B MHOCTPAHHBIX I'OCYAAPCTBAX, BOCIIPOU3BEICHHBIIH
JIeKapCTBEHHBIH IpenapaT Win 0MoaHamoroBblil (0MOmo100HBIN) JIEKapCTBEHHBIN Mpenapar (OrnoaHasor),
KOTOPBIM IEPBBIM 3aperucTpUpOBaH M3 4uCia Haxondmuxcs B obopore B Poccuiickoit ®denepauuu,
OMOODKBUBAJIEHTHOCTh WJIM TEPAleBTUYECKas OKBUBAJICHTHOCTb, KadecTBO, J((HEKTUBHOCTH H
0€30I1aCHOCTh KOTOPOT'0 OLIEHUBAJIKCH 110 OTHOLLIEHHUIO K OPUTMHAIBHOMY JIEKapCTBEHHOMY IIpenapary, a
TaKkKe KayecTBO, 3((eKTHBHOCT M 0E30MaCHOCTh KOTOPOTrO IMOJATBEPKAAIOTCS pe3yibTaTaMu
(dapMakoHaa30pa U MPOBEPOK COOTBETCTBUA JIEKAPCTBEHHBIX CPEACTB, HAXOAALIMXCS B I'Pa)IaHCKOM
000poTe, yCTAaHOBJICHHBIM TPEOOBaHMSIM K HX KadyecTBY. B kauecTBe pedepeHTHOTO JEKapCTBEHHOTO
mpenapara Juis  BETEPUHAPHOIO IMPUMEHEHHMsI UCIONb3YyeTcs JIEKAapCTBEHHBIM —Ipemapar — Jajis
BETEPUHAPHOTO NPUMEHEHUS, 3aperucTpupoBaHHblii B Poccuiickoii @enepanuy Ha OCHOBaHUHU
pe3yabTaTOB JOKIMHUYECKHX MHCCIIEIOBAHUI JIEKAPCTBEHHBIX CPEICTB M KIMHMUYECKUX MCCIEJOBAHUMN
JIEKapCTBEHHBIX MPEapaToB, NOATBEPIKIAIONINX €0 Ka4eCTBO, 3PPEKTUBHOCTh U OE30MIACHOCTD;

(m. 11 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocipou3BeIEHHBIN JIEKAPCTBEHHBIN Ipernapar - JeKapCTBEHHbIN MpenapaT sl MEAULIMHCKOTO
IPUMEHEHMs, KOTOPbII MMeeT SKBUBAIECHTHbI pedepeHTHOMY JIEKapCTBEHHOMY Ipernapary
Kau4eCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTaB JACHCTBYIOLIMX BEIIECTB B SKBUBAJICHTHOU
JeKapCcTBEHHON (opme, OO JIeKapCTBEHHBIN Ipenapar A BETEPUHAPHOIO NPUMEHEHUs, KOTOPbIH
UMEeT TaKue JKe, 4YTO M pedepeHTHBIH JIeKapCTBEHHBIM Ipemapar, KadyeCTBEHHBI COCTaB W
KOJIMYECTBEHHBI  COCTaB  JIGMCTBYIOILMX BEUIECTB B TakoW K€ JIEKapCTBEHHOM  (opme,
OMODKBUBAJIEHTHOCTh ~ WJIM  TEPAlleBTHUYECKash OKBUBAJICHTHOCTh KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY Ipernapary MoATBEPKIeHa COOTBETCTBYIOIUMHU UCCIIEI0BAHUSIMM;

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

12.1) TepaneBTHUYECKasi SKBUBAJIEHTHOCTh JIEKAPCTBEHHBIX MPENapaToB - JOCTHKEHHUE KIMHUYECKU
COIMOCTaBUMBIX TepaneBTUYecKoro s¢¢dexkra M mnokazareneid 3(PPEeKTUBHOCTH M OE30MacCHOCTH MpU
IIPUMEHEHUN JIEKAPCTBEHHBIX IIPENapaToB M MEAMIMHCKOrO IPUMEHEHMS, HMEIOIUX OIHO
MEXIYHapOJAHOE HENaTeHTOBaHHOE (MM XMMHUYECKOE, WU TpPYNIHUPOBOYHOE) HAUMEHOBAHUE, B
SKBMBAJIECHTHBIX JIO3UPOBKAaxX IO OAHMM U TEM XK€ IOKa3aHWSAM K NPUMEHEHUI0 M NP OJUHAKOBOM
crioco0e BBEJIEHHUS y OJIHOM U TOM k€ TpyMIibl O0JIbHBIX;

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

12.2) 6uoananorosblii (0MOMOAOOHBIN) JIEKAPCTBEHHBINH IpenapaT (0MoaHaior) - OHOJOTrHYECKHM
JIEKapCTBEHHBIN Ipenapar, CXOXKHil Mo MapaMeTpaM KadecTBa, 3((EeKTUBHOCTH M OE30MaCHOCTH C
pedepeHTHBIM OHOJIOTrMYECKUM JIEKAPCTBEHHBIM IIpErapaToM B Takoil ke JeKapcTBEHHOM (opme u
UMEIOIIUI UJICHTUYHBIN c110cO0 BBEACHNUS;

(. 12.2 BBenen PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12.3) B3aumo3aMeHseMbIi JIEKapCTBEHHBIN INpernapar - JEKapCTBEHHBIN HpenapaTr ¢ J0Ka3aHHOU
TEpaneBTUUECKON 5SKBUBAJEHTHOCThIO WM OHOIKBUBAJICHTHOCTbIO B OTHOIIEHUU pPEPEPEHTHOTrO
JIEKapCTBEHHOI'O IIpenapaTa, UMEIOIINN SKBUBAJICHTHBIE €My Ka4€CTBEHHBIH COCTaB M KOJIMYECTBEHHBIN
COCTaB JIEUCTBYIOIIMX BEILECTB, COCTaB BCIIOMOIAaTEIbHBIX BEILIECTB, JIEKAPCTBEHHYIO (OpMY U CIIOCO0
BBEJICHUS;

(. 12.3 BBenen PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12.4) OMOAPKBUBAIEHTHOCTb JIEKAPCTBEHHBIX MpPENapaToB - JOCTH)KEHHE COMOCTAaBUMBIX
MOKa3aresiae CKOPOCTH BCAChIBaHHWSA, CTENEHU MOCTYIUIEHUS K MECTY JEWCTBUS M CKOPOCTH BBIBEICHU S
OJTHOT'O WJIM HECKOJIbKMX 00J1aatonux (papMakoJIOTH4eCKO aKTUBHOCTBIO JIEHCTBYIOIIMX BEIIECTB MPH
MPUMEHEHUH JIEKaPCTBEHHBIX IpEnapaTroB s MEAMIMHCKOTO TNPUMEHEHHs, HMEIOIUX OIHO
MEXIyHApOJAHOE HEMAaTeHTOBAaHHOE (WM XMMHUYECKOEe, WM TPYNINHUPOBOYHOE) HAMMEHOBAaHUE, B
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SKBHUBAJICHTHBIX JIO3UPOBKAX U IPHU OJMHAKOBOM CIIOc00€ BBEJICHMUS;
(n. 12.4 BBenen denepanbHbIM 3aKOHOM 0T 27.12.2019 N 475-D3)

13) nexapcTBEHHOE PaCTUTEIBHOE CHIPhE - CBEKHME WM BBICYIICHHBIC PACTEHUS JIMOO UX YaCTH,
UCIIOJIb3YEMble JJIsi TPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB OPraHU3AlMSIMH - TPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX CPEJCTB MJIM M3TOTOBJICHUS JIEKAPCTBEHHBIX IMPENapaToB alTEUHBIMU OpPraHU3ALMIMHU,
BETEPUHAPHBIMU ANTEYHBIMU OpPraHU3AMSIMHU, WUHIUBUIYaTbHBIMU MPEANPUHUMATEISIMU, UMEIOIIUMU
JUIIEH3UIO HA (papMaleBTUYECKYIO IEATEIbHOCTB;

14) nexapCTBEHHBIH PACTUTEIBHBIM TpeEmapar - JIGKApCTBEHHBIM MperapaT, MPOU3BEICHHBIN WIH
W3TOTOBJIEHHBIN U3 OAHOIO BUJA JEKAPCTBEHHOI'O PACTUTEIBHOIO ChIPbs WM HECKOJBKHUX BHI0B TAKOTO
CBIPBS M pean3yeMblil B pacacOBaHHOM BHUJIE BO BTOPUYHOMN (IOTPeOUTENbCKOI) YIIAaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHbIN IIpenapar, IPOU3BEACHHbBIN WIH
U3TOTOBJICHHBIH M3 (papMaleBTHUECKOW cyOcTaHuuM Wid (dapMaleBTUYECKUX CyOCTaHIM B
COOTBETCTBUM C TPeOOBaHUSMHU OOMIMX (hapPMAKOMEUHBIX CTaTe K TOMEONATUYCCKHM JIEKapCTBEHHBIM
mpernapaTaM WM B COOTBETCTBUU C TpeOOBaHUSAMHU (apMakoned CTpaHbl MPOU3BOAMTENS TaKOIrO
JIEKapCTBEHHOI'0 IIperapara;

(m. 15 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexnyHapoAHOE HENTaTEeHTOBAHHOE HAUMEHOBAHUE JIEKAPCTBEHHOI'O CPEACTBA - HAUMEHOBAHUE
NEHCTBYIOIIETO  BellecTBa  (apMaleBTUYECKOW  CyOCTaHIIMM, peKOMEeHJOBaHHOe  BcemupHoii
OpraHusalnuen 31paBoOXpaHeHUs;

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

17) TOproBoe HaMMEHOBaHUE JIEKAPCTBEHHOTO CpPEICTBA - HAUMEHOBAHME JIEKAPCTBEHHOI'O
CpeICTBa, IPHUCBOEGHHOE €ro pa3padOTYUKOM, JAepkKaTreleM WU BIAAENblEM PEerucTPaluOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

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

17.1) rpynmupoBOYHOE HAUMEHOBAaHUE JIEKAPCTBEHHOI'O  Ipernapara - HaWMEHOBaHHE
JIEKapCTBEHHOT'O TperapaTa, He UMEIOUIEr0 MEKIyHapOJHOTO HEMaTeHTOBAHHOTO HAUMEHOBAHUS, WM
KOMOWHAIIMK JICKAPCTBEHHBIX MPENapaToB, WCIOIB3yeMOE B LENAX OOBEOUHEHHS HMX B TPYIILY IOJ
€MHBIM HAMMEHOBAaHUEM UCXO/Is1 U3 OJUHAKOBOIO COCTaBa JACHCTBYIOIINX BEIIECTB;

(n. 17.1 BBenen PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18) obmas dapmakoneitHas cTaThs - JOKYMEHT, YTBEPKACHHBINA YIIOJIHOMOUYEHHBIM (heepambHbIM
OpPraHOM HCHOJHUTEIBbHOM BJIACTH U COJAEPXKALUN MepedyeHb MoKa3aTeieil kadyecTBa U (MIM) METO/OB
KOHTPOJSI KadyecTBa KOHKPETHOW JIEKapCTBEHHON (OpPMBI, JIEKAPCTBEHHOTO PACTHUTENBHOTO ChHIPbS,
OMHUCaHUsI OMOJOTUYECKUX, OMOXUMUYECKUX, MUKPOOHUOJIOTHIECKUX, (PU3UKO-XUMUYECKUX, (PU3UUECKUX,
XUMHUYECKUX W JPYTHX METOJOB aHaiu3a JIEKQpCTBEHHOTO CpEICTBA, a Takke TpeOoBaHHUS K
UCIOJIb3YEMBIM B LEISAX IPOBEACHUS JaHHOIO aHajdu3a peakTUBaM, TUTPOBAHHBIM pPacTBOpaM,

UH/UKATOpaMm;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
19) ¢apmakoneiiHas crTaThsi - JOKYMEHT, YTBEPXJECHHBIH YIOJIHOMOYEHHBIM (herepalbHbIM

OpraHOM MCIIOJIHATEIIbHOM BIACTH U COJEP KAIMM IEpEeYeHb IT0KAa3aTeNe KayeCTBa U METOJ0B KOHTPOJIS
KauecTBa JIEKapCTBEHHOI'O CPEICTBA;
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

19.1) crangapTHble 00pa3lbl - BEIIECTBA, MOCPEACTBOM CPABHEHMS C KOTOPHIMU OCYIIECTBISETCS
KOHTPOJb KayecTBa HCCIIEAYyEMbIX JIEKAPCTBEHHBIX CPEACTB C TIOMOIIbIO (DU3UKO-XUMUYECKHX H
OMOJIOTMYECKUX METOOB B IIEJISAX MOATBEPXKICHHUS COOTBETCTBHS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUIM
HOPMaTHUBHOM JOKYMEHTAIIMM, YCTAHOBJIEHHBIM MPHU OCYIIECTBICHUH T'OCYAAPCTBEHHOW PErMCTPALMH, U
KOTOpbIE€ MPUMEHSIOTCS I KaJTuOpPOBKH CTaHIAPTHBIX OOPAa3lOB INPOU3BOIMTENS JIEKAPCTBEHHBIX
CPEICTB, HCIIOJIb3YEMBIX JJIsi KOHTPOJIS KauecTBa M HHBIX IeJied NMpu OOpalieHuH JIeKapCTBEHHBIX
CPEICTB;

(. 19.1 BBenen PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19.2) dapmakonelHplii cTaHIApTHBIA o0Opasel] - CTaHZapTHBIA oOpasel, NpPOU3BEACHHBIA B
COOTBETCTBUH C (papmMaKoneitHON cTaThei;

(n. 19.2 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)
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20) HOpMaTHBHas JOKyMEHTalUs - JOKYMEHT, COAEpXkalluii IEepeYeHb OIpPEAEIsIeMBbIX IIO
pe3ylibTaTaM COOTBETCTBYIOLIMX JKCIEPTH3 IOKa3aTeNell KadecTBa JIEKapCTBEHHOTO CpEACTBA JUIf
MEIULIMHCKOTO IPUMEHEHUSI, METOJIOB KOHTPOJISl €70 KaUeCTBA U YCTaHOBJIEHHBIN €TI0 IPOU3BOAUTENIEM;

21) HOPMATUBHBIN TOKYMEHT - JJOKYMEHT, COJIep KAl MepeuyeHb ONpeAesieMbIX 10 pe3ylbTaTaM
COOTBETCTBYIOILIMX JKCIEPTHU3 IOKa3aTeled KayecTBa M (WJIM) METOJOB KOHTpOJII KadecTBa
JIEKapCTBEHHON (DOPMBI, ONMHUCaHUSI OMOJNOTUYECKUX, OMOXUMHUYECKHX, MUKPOOHOIOTHUECKUX, (U3UKO-
XUMHAYECKHX, (DU3NYECKHX, XMMUYECKHX M JPYIHMX METOJOB aHalu3a JICKApCTBEHHBIX CPEACTB s
BETEPUHAPHOTO TMPUMEHEHMsI, TpeOOBaHUS K HUCIOJIb3YeMbIM B LENSIX MPOBEICHHS JIaHHOTO aHaIu3a
peakTuBaM, TUTPOBaHHBIM PacTBOpaM, MHAUKATOPaM U YCTaHOBJIEHHBIN €r0 IPOU3BOAUTEIIEM;

21.1) oOmuii TEXHHUYECKUH JTOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTEPHAJIOB, COCTOSIIUNA W3
HECKOJIBKMX  pa3lelioB -  JOKYMEHTaluu  aJAMMHHMCTPAaTHUBHOIO  XapakTepa, XMMHYECKOM,
(dapmaineBTHUECKONl U OMOJIOrMYecKON JOKyMEHTaluH, (HapMakoJIOTHYECKOW, TOKCHKOJIOTUYECKOM
JOKYMEHTAlMM, KIMHUYECKON JOKYMEHTallMM W IPEJCTABISAEMbI OJHOBPEMEHHO C 3asBJICHUEM O
roCy/1apCTBEHHON PETUCTpallii JIEKapCTBEHHOTO Mpenapara i MeAUIIMHCKOTo MPUMEHEeHHsI B popmare,
YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MCIIOJTHUTEIBHOM BIIACTH;

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

22) Ka4ecTBO JIEKAPCTBEHHOTO CPEJICTBA - COOTBETCTBHE JICKAPCTBEHHOTO CPEJCTBA TPEOOBAHHSIM
(apmakormneiHoi cTaTby MO0 B cllydae ee OTCYTCTBUS HOPMATUBHOM JOKYMEHTAIIMH WJIM HOPMAaTUBHOTO
JIOKYMEHTA;

23) 0e30macHOCTh JIEKAPCTBEHHOT'O CpPEICTBA - XapaKTePUCTHKA JIEKAPCTBEHHOTO CPECTBA,
OCHOBAHHAas Ha CPAaBHUTEIILHOM aHaJu3e ero ((EKTUBHOCTH U PUCKA IPUIUHEHHS Bpeia 30POBBIO;

24) shdexTUBHOCTD JIEKAPCTBEHHOTO IMperapaTa - XapaKTEepPUCTUKA CTEMEHH MOJIOKUTEIHHOIO
BIMSIHASA JIEKAPCTBEHHOTO TMIperapara Ha TEYCHHE, MPOJOIDKUTEIBHOCTh 3a00JICBaHUS WM €ro
MpeIoTBpalleHIe, peaOuINTalNI0, HA COXPaHEHHUE, MPEA0TBPAIlleHUE WK IPEephIBaHNE OEPEMEHHOCTH;

25) cepusi JE€KapCTBEHHOI'O CPEACTBA - KOJUYECTBO JIEKAPCTBEHHOI'O CPEICTBA, IIPOU3BEIEHHOE B
pe3yNbTaTe OJJHOTO TEXHOJIOTHYECKOIO IIUKIIA €r0 MPOU3BOAUTENIEM;

26) perucTpalmoHHOE YJOCTOBEPEHUE JICKAPCTBEHHOTO Mperapara - JOKyMEHT, OTBEP K IAI0IIHIA
(akT rocy1apCTBEHHON PETUCTPAIIMH JIEKAPCTBEHHOTO Mpenapara;

26.1) nepkaTesb WM Biafeliel] PEruCTPAllMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOrO Mpemnapara -
pa3paboOTYMK JIEKAPCTBEHHOT'O CPEJCTBA, IPOU3BOAMTENb JIEKAPCTBEHHBIX CPEACTB WM HHOE
IOpUANYECKOe JIMIO, 00Jajaroliee MpaBOM BIAJIEHUS PETUCTPAllMOHHBIM YAOCTOBEPEHHUEM, KOTOpHIE
HECYT OTBETCTBEHHOCTb 3a KauecTBO, 3()(h)eKTUBHOCTh M O€30MaCHOCTh JIEKAPCTBEHHOT'O Mpenapara;

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

27) peructpalMOHHBIII HOMEp - KOJOBOEe 0003HaueHHe, IPUCBOCHHOE JIEKApCTBEHHOMY IpenapaTy
IIPU €r0 rOCy/IapCTBEHHON PETUCTPaLIlN;

28) oOpaieHue JEKapCTBEHHBIX CPEACTB - pPa3paboTKa, JOKIMHUYECKHE HCCIIeAOBaHMS,
KJIIMHUYECKHE MCCIIe0BaHuUs, IKCIEPTU3a, TOCYIapCTBEHHAs] perucTpalys, CTaHAapTU3alus U KOHTPOJIb
KauecTBa, IPOU3BOJCTBO, M3TOTOBJICHNE, XPaHEHUE, IEPEBO3KA, BBO3 B Poccuiickyro denepanuio, BbIBO3
n3 Poccniickoit @enepanmu, peknama, OTIYCK, pealu3anus, Iepenada, NPUMEHEHHE, YHUYTOXEHUE
JIEKapCTBEHHBIX CPE/CTB;

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

29) cyObekThl OOpalieHus JIEKapCTBEHHBIX CpEACTB - (HU3UYECKUEe JHIAa, B TOM 4HCIe
WHIUBUAYAJIbHbIE NPEANPUHUMATENN, U IOPUAMYECKHE JIMIA, OCYIIECTBISIOLINE JAEITEIbHOCTh MpH
00paIleHNH JIEKAPCTBEHHBIX CPEJICTB;

30) pa3paboTuuK JIEKApCTBEHHOTO CPEACTBA - OpraHU3aIlys, 00JIaalas MpaBaMu Ha pe3yJIbTaThl
JNOKIIMHUYECKUX  MCCIENOBAaHUM  JIEKAPCTBEHHOIO  CPEJICTBA,  KIMHUYECKUX  HCCIIEIOBaHMM
JIEKapCTBEHHOI'0 IpernapaTa 1 (WIK) Ha TEXHOJIOTHIO IPOU3BOICTBA JIEKAPCTBEHHOT'O CPEICTBA;

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

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEJCTB - AESITEIBHOCTb IO MPOM3BOJCTBY JIEKAPCTBEHHBIX
CPEIICTB OpraHu3alUsIMH - MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEACTB Ha OJHOM CTaauU, HECKOIBKUX
WM BCEX CTaJUAX TEXHOJOTHYECKOTro Ipollecca, a TaAKXKe 10 XPAaHEHHUIO M pealu3aliy MpOU3BEICHHbBIX
JIEKapCTBEHHBIX CPEACTB;
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31.1) npou3BOACTBEHHAs IUIOLIA/IKA - TEPPUTOPUATBHO 000COOIEHHBIH KOMIUIEKC MPOU3BOAUTENS
JIEKapCTBEHHBIX CPEJCTB, IpeIHAa3HAYEHHBIH [UIsl BBIIOJHEHHS BCEro Ipolecca MPOU3BOACTBA
JICKapCTBEHHBIX CPECTB WM €r0 ONpPEeICHHON CTaaNuu;

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

32) nmpou3BOAUTENb JEKAPCTBEHHBIX CPEJICTB - OpraHu3alusi, OCYIIECTBIAIONIAs MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeboBaHUsAMHU HacTosAwero denepanbHOro 3aKoHa;

33) ¢apmaneBTHYECKas AEATEIBHOCTD - JEATEILHOCTh, BKIIOYAONIAsi B c€0sl ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU ~ CPEJCTBAMH, WX XpaHEHHe, TMepeBO3Ky U (WIM) PO3HUYHYIO TOPTOBIIIO
JICKApCTBEHHBIMH TIperapaTaMid, B TOM YHCIE IUCTAHIIMOHHBIM CIIOCOOOM, HMX OTIIYCK, XpaHEHHE,
MEPEBO3KY, U3TOTOBJICHHUE JIEKAPCTBEHHBIX MIPENapaToB;

(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-03)

34) opraHuzanUs  ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CpPEACTBAMH -  OpTaHU3allus,
OCYILIECTBISIONIA ONTOBYIO TOPTOBIIIO JICKAPCTBEHHBIMH CpEACTBAMH, HMX XpaHEHHE, TEPEBO3KY B
COOTBETCTBHUH ¢ TpeOOBaHUSIMU HacTosero deaepanbHOro 3aKOHA;

35) anre4yHas opraHu3alMs - OpPraHU3aLUs, CTPYKTYpPHOE TWOJpa3JelieHue MEIUIUHCKON
OpraHM3alliy, OCYIIECTBISIONIME PO3HUYHYIO TOPIOBIIO JICKAPCTBEHHBIMH IMpenaparaMu, B TOM UHUCIE
JMCTAaHIIMOHHBIM CIIOCOOOM, XpaHeHHE, IEPEBO3KY, N3TOTOBJIEHUE W OTITYCK JICKAPCTBEHHBIX MPETapaToB
JUTS. MEJIUITTHCKOTO IPUMEHEHHSI B COOTBETCTBUU C TPeOOBaHUAMHU HacTosiero deneparbHOro 3aK0Ha;
(B pen. denepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHas OpraHU3alus - OpraHu3alus, CTPYKTYpHOE IMOJApa3eiieHue
BETEPUHAPHOW OpPTaHU3aIMH, OCYIIECTBIISIONINE PO3HUYHYIO TOPTOBIIO JIGKAPCTBEHHBIMHU TperapaTaMu,
B TOM YHCII€ JUCTAHIIMOHHBIM CIOCOOOM, XpaHEHHE, HW3TOTOBIEHHME U OTIYCK JIEKapCTBEHHBIX
MpernapaToB JUIsi BETEPUHAPHOTO TPUMEHEHUS B COOTBETCTBHH C TPEOOBAHUSMHU HACTOSIIETO
®denepallbHOTO 3aKOHA;

(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-03)

37) dbanpcudupoBaHHOE JIEKAPCTBEHHOE CPEJCTBO - JEKAPCTBEHHOE CPEICTBO, COMPOBOXKIAEMOE
JIO’)KHOM MH(OpMaIHed 0 ero coctaBe u (WIH) TIPOU3BOIUTEIIE;

38) HemoOpokauecTBEHHOE JIEKApCTBEHHOE CPEACTBO - JICKAPCTBEHHOE CpPEACTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHUSIM (apMaKONEeHHON CTaThbH JIMOO B Clydyae €€ OTCYTCTBHUSI TPeOOBaHUSIM
HOPMAaTHBHOM JOKYMEHTAIMH WM HOPMATUBHOTO JJOKYMEHTA,;

39) koHTpadakTHOE JEKAPCTBEHHOE CPEJICTBO - JICKAPCTBEHHOE CPEACTBO, HAXOIAIIEECS B 000pOTE
C HapyIlIEHUEM I'Pa)IaHCKOTO 3aKOHOIATEIbCTBA;

40)  JOKIMHUYECKOE  HKCCIEIOBAaHWE  JICKAPCTBEHHOTO  CpeACTBA -  OHUOJIOTHYECKHUE,
MHUKPOOHOJIOTHYECKHE, MMMYHOJIOIMYECKHE, TOKCHKOJOIMUYECKHe, (hapMakoiloruyeckue, (u3ndeckue,
XUMHAYECKHE U IPYTUe UCCIE0BAaHUS JIEKAPCTBEHHOT'O CPEJICTBA IyTEM NPUMEHEHHS HAYYHBIX METOJIOB
OLIEHOK B LIEJISIX MOJIyYEHHsI JOKa3aTesIbCTB 0€30MacHOCTH, KauecTBa U 3((EeKTUBHOCTH JEKapCTBEHHOTO
CpeACTBa;

41) KJIMHUYECKOE MHCCIIEJOBaHUE JIEKAPCTBEHHOI'O Npenapara - H3Y4YE€HUE JHAarHOCTUYECKHX,
Je4eOHBIX, MPOPUIAKTUIECKUX, (apMaKOJIOTHYECKHX CBOWMCTB JIEKAPCTBEHHOrO IpernapaTa B IpoLEecce
€ro MpUMEHEHHs y 4YeloBeKa, >KMBOTHOIO, B TOM YHCIE INPOLIECCOB BCACBIBAHUS, paclpelesIeHus,
W3MEHEHHSI W BBIBEICHUS, ITyTeM IPHUMEHEHHs HAyYHBIX METOJOB OICHOK B MENSIX MOJYYCHHUS
JI0Ka3aTeNnbCcTB OE30MacCHOCTH, KadecTBa M I(P(PEKTUBHOCTH JIEKApPCTBEHHOI'O Ipernapara, JaHHBIX O
HE)KEJTATeNbHBIX pEaKIUsIX OpraHW3Ma 4YelOBeKa, J>KUBOTHOTO Ha TPUMEHEHHE JIEKApCTBEHHOTO
npernapara U 00 3¢¢exre ero B3aUMOJCHCTBUSA C APYTUMH JIEKAPCTBEHHBIMU IMpernaparaMu U (WJIn)
MUIIEBBIMHA TTPOAYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KIMHUYECKOE UCCIIEOBAaHUE JIEKAPCTBEHHOTO Ipenapara sl MEAUIIUHCKOTO
NPUMEHEHHUsT - KIMHWYECKOE WCCIIEZIOBaHUE JICKApPCTBEHHOTO Tperapara JUisi METUIIMHCKOTO
MPUMEHEHHs, TPOBOAUMOE pa3pabOTYMKOM JIEKapCTBEHHOIO Ipernapara B JABYX M 0osee METUIIMHCKUX
OpTaHU3aIMIX 110 €IMHOMY MTPOTOKOITY KIMHUYECKOTO HCCIIEI0BAHUS JIEKaPCTBEHHOTO TIpenapara;

43) MeXJyHapoJHOE MHOTOLIEHTPOBOE KJIMHUYECKOE HCCIIEOBAHUE JICKAPCTBEHHOI'O Iperapara
IUIT MEJAWIMHCKOTO TPHMEHEHHsI - KIMHHYECKOE WCCIIeOBaHUE JIEKapCTBEHHOTO IIperapara s
MEIULMHCKOTO TPUMEHEHUs, MPOBOJMMOE pa3pabOTUYMKOM JIEKAPCTBEHHOI'O IMpenapaTa B Pa3iIHMYHBIX
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CTpaHax I10 €IMHOMY IIPOTOKOJy KIIMHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOTO Ipenapara;
44) TOCTPErucTpPallMOHHOE KIMHUYECKOE MCCIIEIOBAHME JIEKApCTBEHHOIO Ipemnapara  Juls
MEIUIMHCKOTO IMPUMEHEHUsS - KJIMHUYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOI'O IIpernapara Juisd
MEIULUHCKOTO NMPUMEHEHHs], IPOBOAUMOE MPOU3BOAUTENEM JIEKApCTBEHHOTO IpenapaTa, rpaxIaHCKU
000pOT KOTOPOTO OCYIIECTBIISIETCS TOCJIE TOCYAApCTBEHHON PEruCTpaliiy, B IENAX JOMOIHUTEIHLHOTO
cOopa JaHHBIX O ero 6e30MacHOCTH U 3PPEKTUBHOCTHU, PACIIUPEHUS [TOKA3aHUH K IPUMEHEHUIO JJAHHOTO
JIEKapCTBEHHOI'O IIPeTapaTa, a TaKXKe BbISBICHUS HEKEIATEIbHBIX PEAKIMH MTallMEHTOB Ha €r0 JIEUCTBUE;

45) wuccnenoBaHue OHMOAPKBUBAJIEHTHOCTH JICKAPCTBEHHOIO Ipenapara - BUJA KJIMHUYECKOTO
HCCIIEIOBaHMs JIEKAPCTBEHHOI'O Ipernapara, IpOBEJEHUE KOTOPOro OCYHIECTBIISETCS I ONpPEIEICHUS
CKOPOCTH BCAaChIBaHUSI M BBIBEJCHMSI OJHOIO WJIM HECKOJBKMX OOnajaromux (apMakoJIOru4ecKoit
AaKTUBHOCTBIO JEWCTBYIOUIMX BEUIECTB, KOJMYECTBA JIEKAPCTBEHHOI'O IIpenapara, JOCTUIAIOIIEro
CHCTEMHOI'0 KpOBOTOKA, W PE3yJbTAaThl KOTOPOrO IMO3BOJIAIOT CHENaTh BbIBOJ O OMO’KBHUBAJIEHTHOCTH
BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOT'O Mperapara B ONpe/eSICHHBIX JIEKAapCTBEHHOM (hopMe U T03UPOBKE,
COOTBETCTBYIOLIMX (POPME U J03UPOBKE pePEepeHTHOrO JIEKAPCTBEHHOTO IIperapara;

(m. 45 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

46) wuccienoBaHUE TEpaneBTUYECKOM 5SKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IPENapaToB - BHJ
KJIMHUYECKOI'0 MCCIIEI0OBaHUS JIEKAPCTBEHHBIX MPENapaToB, MPOBEAEHNUE KOTOPOro OCYIIECTBIISAETCS AJIs
BBISIBJICHUS OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IPENapaToB ONpPEEICHHOMN JIeKapCTBEHHOH (OopMBI, a
TaKKe HaJIM4YUS OJMHAKOBBIX TIOKaszaresnell Oe3omacHOCTH W A3(PPEKTHBHOCTH JIEKAPCTBEHHBIX
IIPEerapaToB, OJJMHAKOBBIX KIMHUYECKUX 3(P(PEKTOB NpH UX NPUMEHEHHH;

47) npoTOKOJA KJIMHUYECKOTO MCCIIEJOBAHMSI JEKApCTBEHHOI'O Ipenapara - JOKyMEHT, B KOTOPOM
OIIpeNeNIAI0TCS 11eH, (POPMbI OpraHU3alMi U METOJO0JIOTUS MPOBEACHUS KIMHUUYECKOrO MCCIIEJOBAHUS,
CTaTUCTHYECKHE METO/AbI 00pa0OTKM pe3yabTaTOB TAaKOTO HCCIEIOBAHHUA M MEphI 1O O0ECIeUCHHIO
0e30macHOCTH (U3MYECKUX JIMI, YYaCTBYIOIIMX B KIMHHYECKOM HCCIEI0BAaHUM JIEKAPCTBEHHOTO
npenapara;

48) Opolropa UCCIeoBaTeNs - CBOAHOE U3JI0KEHHE PE3y/IbTaTOB JOKIMHUUYECKOTO UCCIEI0BaHMS
JIEKapCTBEHHOI'O  CPEJICTBa W  KIMHUYECKOIO HCCIIEIOBaHMUS JIEKApCTBEHHOrO Mpenapara Juis
MEIULMHCKOTO IPUMEHEHHS],

49) nHpopMalMOHHBIN JTMCTOK MAllUEHTa - JJOKYMEHT, B KOTOPOM CO/iepKaTcsl B TOCTYIMHOU Gopme
CBEJICHHMsI, KacarollMecs MPOBOJMMOIO KIMHUYECKOIO MCCIENO0BAaHUS JIEKAPCTBEHHOIO Ipemnapara, U B
MMCbMEHHOW (opme 100pOBOJIBHOE COTJIacHe MallMeHTa Ha y4yacTHe B KIMHMYECKOM HCCIIEOBAHUU
JIEKapCTBEHHOT'0 TIpernapara Iocjie O3HAKOMJIEHHS C OCOOCHHOCTSAMM KIMHMYECKOI'O HCCIEeI0BaHMA,
MMEIOLIUMH 3HAYE€HUE JJIs BBIPAKEHUS TAKOTO COTJIACHS;

50) mnoOouHOe JeWcTBUME - peaknus OpraHu3Ma, BO3HHKIIAS B CBSA3M C TNPUMEHEHHEM
JIEKapCTBEHHOI'0 TIpernapara B J03aX, PEKOMEHAYEMbIX B HHCTPYKIUH [0 €ro NPUMEHEHHIO, JIf
npoUIAKTUKY, TUATHOCTUKH, JIEYEHUs 3a00JI€BaHUS WU JUTsSl peaOMInTalluu;

50.1) HexenarenpHas peaklUMsl - HENpeJHAMEpeHHas HeOJaronmpusiTHas peakius OpraHu3Ma,
KOTOpast MOKET OBITh CBsI3aHa C MPUMEHEHHEM JIEKapCTBEHHOT'O Mpenapara;

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

51) cepbe3Has HeXenaTelbHas peakLUMs - HEKeNaTelbHas pPeaklusi OpraHu3Ma, CBs3aHHas C
MIPUMEHEHHEM JIEKapCTBEHHOTO Ipernapara, MpHUBEAlass K CMEPTH, BPOXKIACHHBIM AHOMAIUSIM WIH
MOpOKaM Pa3BUTUS JUOO MPEICTABIAIONIAas COOOW Yrpo3y JKM3HH, TpeOyrolas TOCHUTAIM3ALMUA WU
MpUBEALIAs K CTOUKON yTpaTe TPYJ0CIOCOOHOCTH U (MJIM) UHBAJIUHOCTH;

52) HemnpenBHUIECHHAs HEXeENaTelIbHAs peaklus - HEKelaTelbHas Peakius OpraHu3Ma, KoTopas
CBS3aHAa C TPUMEHEHHEM JIEKapCTBEHHOrO IpernapaTa B J103aX, PEKOMEHIIYEeMbIX B IPOTOKOJIE €ro
KJIMHUYECKOTO HCCIIEZIOBaHUs, OpoIIope HcciaenoBareis, WIM C [PUMEHEHHEM JIeKapCTBEHHOTO
mpernapata B /033X, PEKOMEHAYEMBIX B MHCTPYKIHMH 10 €ro IPUMEHEHUIO JUIsl NPOPHUIAKTHUKH,
JMAarHOCTHKH, JICYEHUS 3a00JI€BaHUs WIM MEJUIIMHCKON peaOUINTaluy NallueHTa, U CYIIHOCTh, TSKECTh
WIM KCXOJ KOTOPOH HE COOTBETCTBYET MH(OpMAalMU O JEKapCTBEHHOM Iperapare, cojaepKalleicss B
MPOTOKOJIE €ro KJIMHUYECKOTO HCCIEI0BaHMs, OpOIIOpe HCCIENoBaTeNsd WM B HMHCTPYKIHUH I10
MIPUMEHEHHUIO JIEKAPCTBEHHOI'O MIperapara;

(m. 52 B pen. denepanpHOro 3aKoHa oT 22.12.2014 N 429-D3)
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52.1) ¢dapmakoHan30p - BHJI JAEATEIBHOCTH 110 MOHHUTOPUHTY 3(P(PEKTUBHOCTH M 0€30MacHOCTH
JICKApCTBEHHBIX  IpEMapaToB, HANpaBICHHBIH Ha BBIIBICHUE, OIEHKY H  TPEIOTBpAIICHUE
HEeXXEJIaTeNbHbIX MOCIECTBUNA PUMEHEHNUS JIEKAPCTBEHHBIX MPETapaToB;

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

52.2) mjaH ympaBiCHUS PUCKaMHU - MOAPOOHOE ONMUCAHHE MEPONPHUATHH MO (papMaKOHAI30PY,
HANPABJICHHBIX Ha BBIABIICHHE, OLICHKY W MPEAOTBPAIICHUE MM MUHUMH3AIMIO PUCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMH IIperapaTaMu, BKII0Yast OIEHKY 3()(PEeKTUBHOCTH JaHHBIX MEPOIPUSATHI;

(. 52.2 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumedanue.
C 01.03.2023 B . 53 crt. 4 BHOCsTCS m3MeHeHus (D3 ot 30.12.2021 N 463-D3).

53) penent Ha JEKapCTBEHHBIM Npemapar - MEIUIMHCKAN JOKYMEHT YCTaHOBJICHHOH (HOpMBI,
CoZlepyKallii Ha3HAUYEHHE JICKAPCTBEHHOTO IIperapara Jisi MEJUIMHCKOTO NMPUMEHEHHs, BbIIAHHBIA
MEIULIUHCKUM pabOTHUKOM B LESIX OTIYCKA JIGKAPCTBEHHOTO Mperapara WM €ro M3rOTOBJICHHUS U
OTIyCKa Ha OyMa)KHOM HOCHTEJIE WM C COTJIACHs MallMeHTa WM €r0 3aKOHHOTO IPE/ICTaBUTENS B (hopMe
AJIEKTPOHHOTO JOKYMEHTA, TIOANMCAHHOTO C HCIOJb30BAHUEM YCHIJICHHOH KBaTH(PUIMPOBAHHOMN
ANIEKTPOHHOW TOANUCH MEAUIMHCKOTO pPa0OTHHMKA, JIMOO JIOKYMEHT YCTaHOBJICHHOW (DOPMBI,
COoZIepJKalii Ha3HAUCHME JIEKapPCTBEHHOTO Mpemnapara Jjis BETEPUHAPHOTO NPHMEHEHUS, BBIIAHHBIN
CMEIUAINCTOM B OO0JAaCTH BETEPHHAPHHM B LENIAX OTIYCKa JIEKAPCTBEHHOTO IIpernapara MWW €ro
M3TOTOBJICHHS U OTITYCKa Ha OyMa)KHOM HOCHUTEIIE;

(B pen. DenepanbHbix 3aK0oHOB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-D3)

Koncynsrantlntoc: npumedanue.
C 01.03.2023 1. 54 ct. 4 uznaraercs B HoBo# penakuuu (O3 ot 30.12.2021 N 463-D3).

54) TpeOoBaHMe MEAMIIMHCKOW OpraHu3allid, BETEPUHAPHON OpraHu3almuy - JIOKYMEHT
YCTaHOBJICHHOW (POPMBI, KOTOPBIM BBIMHCAH MEIUITMHCKUM PAOOTHHKOM WIIM CIICIUAIMCTOM B OOJIACTH
BETEPUHAPUU, UMEIONIMMH Ha 5TO TPaBO, U COJCPKUT B MHUCHbMEHHOW (QopMe yKazaHUE anTedHON
OpraHH3alf¥ WIA BETCPUHAPHON alTEYHON OpPraHU3aluu 00 OTITYCKE JIEKAPCTBEHHOTO Mpernapara Wid O
€ro M3rOTOBJICHUU U 00 OTMYCKe Ui oOecriedeHus 1eueOHOro mpoiecca B MeIUIMHCKON OpraHu3allnu,
BETEPUHAPHOMN OpraHU3allNy;

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

55) KOMIUIGKCHAas OIleHKa JIGKAPCTBEHHOTO TIpermapara - OIEHKAa 3aperHCTPHPOBAHHOTO
JIEKapCTBEHHOT'O Tpernapara, BKIYaromias B ce0s aHanu3 WHOOPMALUK O CPaBHUTEIHHON KIMHUYECKOU
3¢ (HEeKTHBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO TIperapara, OleHKY IKOHOMUYECKUX TOCIIEICTBUN €ro
MPUMCHCHHSI, U3YyUEHHUE JIOTIOJHUTEIBHBIX TOCICICTBUN MPUMEHEHUS JIEKApCTBEHHOTO IIperapara B
LEeIsIX TPUHATUA PElIeHUH O BO3MOXKHOCTH BKIIIOUEHHUS JIGKAPCTBEHHOTO IMIpernapara B IepeueHb
KU3HEHHO HEOOXOJMMBIX M BOKHEHIIHMX JICKAPCTBEHHBIX MPENapaTOB, HOPMATHBHBIC TIPABOBHIC aKThI H
WHBIE JOKYMEHTBI, ONPEAETISIONINE MOPSIOK OKa3aHUsI MEIUIIMHCKOM MOMOIIY, WU UCKIIIOUEHHUS eTo U3
YKa3aHHBIX ITePEYUHs, aKTOB M JOKYyMEHTOB;

(. 55 BBenen denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

56) cucTeMa MOHHUTOPHHTa JBIKCHHS JICKAPCTBEHHBIX IPEMapaTtoB ISl  MEIUIIUHCKOTO
npuUMeHeHus: - (enepanpHas rocydapcTBEHHAas HHQPOPMAIMOHHAs CHCTEMa MOHUTOPUHTA JIBUKCHUS
JICKAPCTBCHHBIX TIPENapaToB JUIsl MEAMIIMHCKOTO TPUMEHEHHUS OT TIPOM3BOAMTENS JO KOHEYHOTO
MOTPEOUTENsT C WCMOJIB30BAaHWEM B OTHOIIEHUHM JIGKAPCTBEHHBIX MPEmapaToB s MEAHIIMHCKOTO
MIPUMEHECHHUS CPEJICTB UACHTH(DHUKAIIIH.

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

Iaasa 2. HIOJJHOMOYMS ®EJEPAJIBHBIX OPTAHOB UCITIOJTHUTEJIBHOM
BJIACTH, OPTAHOB UCIIOJTHUTEJBbHOM BJJACTUA CYBFBEKTOB POCCHIICKON
OEJIEPAIINUA ITPU OBPAIIEHUU JIEKAPCTBEHHBIX CPEACTB
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Crarbsa S. IoaHoMouns (eaepajbHbIX OPraHOB HCIOJHUTENbHON BJIACTH NPH 00palieHUH
JIEKAPCTBEHHBIX CPEICTB

K nonnomouunsmM enepanbHbIX OpraHOB UCIIOJHUTENBHON BIACTH NMPU 0OpaIllEeHUH JIeKapCTBEHHBIX
CPEICTB OTHOCSTCS:

1) mpoenenne B Poccuiickoit denepanuu eAuHOW TOCYAApPCTBEHHOW TOJUTUKH B 00JIaCTH
o0ecrieyeHus JIEKapCTBEHHBIMU IIpenapaTaMu rpaxaa B Poccuiickoit @enepannu;

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

2) yrtBepxknaeHue oOmMX (apmakoneiHBIX crareil, (¢apMaKkONMEWHBIX cTaTel, W3IaHHE
rocy/1apCcTBeHHOM (hapMaKoreu, Co3JaHre U BeIeHue peecTpa (papMakoneiiHbIX CTaHJapTHBIX 00pa3IoB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocymiecTBiaeHUE (GeaepaTbHOTO TOCYAapCTBEHHOTO KOHTposs (Ham3opa) B chepe oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB;

(B pen. deaepanbhbix 3aKkoHOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) nUIEH3WpPOBAHUWE TMPOM3BOJCTBA JIGKAPCTBEHHBIX CpPEACTB, B TOM uucie (eaepanbHbIi
rOCy/IapCTBEHHBIN JMIICH3UOHHBIM KOHTPOIb JACSITENFHOCTU MO MPOU3BOACTBY JIEKAPCTBEHHBIX CPENICTB,
MEPUONYECKOE MOATBEPKACHUE COOTBETCTBHS JIMIIEH3UMATa, UMEIOIIETO JIMIEH3UI0 Ha IPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB, M (hapMalleBTUYECKON NIEATEIbHOCTH B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit deneparuu;

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

5) opraHuzanus SKCIEPTH3bl JIEKAPCTBEHHBIX CPEJICTB, ITHUUYECKOM SKCIEPTH3bl BO3MOXKHOCTU
MIPOBEJICHUS KIIMHUYECKOTO MCCIEI0BaHuUs JIEKApPCTBEHHOTO Mpernapara Jisi MEAULUHCKOTO IPUMEHEHHS,
9KCIIEPTU3bl  JIOKYMEHTOB, MPEACTABIECHHBIX JUISI ONPENCJIEHHS BO3MOXKHOCTH paccMaTpHUBaTh
JIEKapCTBEHHBIN Npernapar Uisi MEIWLUHCKOrO MPUMEHEHHUs MpPH TOCYAapCTBEHHOW pEerucTpanvy B
KauecTBe OppaHHOTO JEKAPCTBEHHOI'O IIPEnapara;

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

5.1) opraHu3zanusi TpPOBEACHMS] KOMIUIEKCHOW OLEHKM JIEKAPCTBEHHOI'O Ipenapara B LENsIX
MPUHATHSI PEIIEHUH O BO3MOXKHOCTH BKIIOUEHHS JIEKAPCTBEHHOTO Mpernapara B TMEpedYeHb >KU3HEHHO
HEOOXOJIMMBIX M BaXXHCWINUX JICKAPCTBEHHBIX IPENapaTroB, HOPMATHUBHBIC MPABOBBIC aKTHl W WHBIC
JOKYMEHTBI, OMPENENAIoIINe MOPAIOK OKa3aHWUS MEAUIIMHCKOW IMOMOIIM WJIM HCKIIOUEHUS €ro u3
YKa3aHHBIX [TePEUHs, aKTOB M JOKyMEHTOB;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6) BbI1aua pa3pelieHnii Ha IPOBEICHUE KIIMHUYECKUX UCCIIEIOBAaHUM JIEKAaPCTBEHHBIX MPENapaTos,
BEJICHUE peecTpa BBIIAHHBIX pa3pellieHUui Ha MpOoBeIeHNEe KIMHHUYECKUX HCCIEAOBAHUN JE€KapCTBEHHBIX
[penapaTos;

7) ToCymapCTBEHHAas pETUCTpallvs JIEKapCTBEHHBIX TpPENnaparoB, BeACHHE TOCYIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPE/CTB;

8) opranuzanus u (WJIM) MPOBEACHUE HHCIIEKTUPOBAHUS CyOBEKTOB OOpaIlleH sl IEKAPCTBEHHBIX CPE/ICTB
Ha COOTBETCTBHE MpaBUJIaM HaJylexkKallel 1a00paTopHOl MPaKTUKH, TpaBUJIaM HaJJiexalen
KIIMHUYECKOW MPAKTUKH, MPAaBUJIaM HaJIeKAIIe MPaKTUKU XpaHEHUS U MEePEBO3KU JIEKaPCTBEHHBIX
MpenaparoB, MpaBUiiaM HaJUIeKaIEH JUCTPUOBIOTOPCKON MPAKTHKHU, TTPaBUIaM HaIJIekKAIICH anTeuHON
MIPAKTUKU;

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

8.1) opranm3anus u (WIM) TIPOBEACHHE MHCIIEKTUPOBAHMS CYOBEKTOB OOpaIleHHs JIEKapCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TPEOOBAHMSIM MPABWJI HAJJICKAIIEH MPOU3BOJICTBEHHOW MPAKTHUKH, BbIada
3aKJIIOYEHUH O COOTBETCTBUU TPOU3BOAMTENS JIGKAPCTBEHHBIX CPEJACTB TPEOOBAHUSM IPABUI
HaJJIeKaIen MPOn3BOICTBEHHON MTPAKTHKH;

(. 8.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8.2) ycTraHOBJEHHE MOpsAKa BEACHHUS M BEACHHE TOCYJapCTBEHHOIO peecTpa 3aKIIOUYeHUH o
COOTBETCTBUHM MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEIACTB TPEOOBAHHSM MpaBWJI  HaJJIeKaIlen
MPOU3BOJACTBEHHON MPAKTUKHU;

(. 8.2 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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9) rocynmapcTBeHHass pErucTpalus NpeAelbHbIX OTIYCKHBIX II€H IPOU3BOJUTENECH Ha
JIEKapCTBEHHbIE TIpenaparhl, BKJIIOUYEHHbIE B IE€pPEUEHb >KU3HEHHO HEOOXOIUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, U BEIEHHE TIOCYJApCTBEHHOIO pPEECTpa MPEIENIbHBIX OTIYCKHBIX IIEH
MIPOM3BOJIUTENIEH Ha JIEKAPCTBEHHBIE IMPErapaThl, BKIIOUEHHBIE B MEPEYCHb KU3HEHHO HEOOXOAUMBIX U
BOKHEUILIMX JICKAPCTBEHHBIX MPENapaToB;

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cormacoBaHue MPOCKTOB PEIICHUN OPTraHOB MCIIOTHHUTEIBHOW BIACTH CyOBEKTOB Poccuiickoit
Oenepauii 00 yCTaHOBJICHMM M (WJIM) U3MEHEHUHW IMpElelbHBIX pPa3MEpOB ONTOBBIX HAI0aBOK U
MpeleIbHBIX Pa3MEpPOB PO3HUYHBIX HAI0aBOK K (DAaKTUYECKUM OTHYCKHBIM II€HaM, YCTaHOBIICHHBIM
MIPOU3BOJUTENIAIMA JIEKAPCTBEHHBIX IpENapaTroB, Ha JIEKAPCTBEHHBIC IIpernapaThl, BKIIOYCHHBIC B
MepeueHb )KMU3HEHHO HEOOXOMMBIX M BOKHEHIIINX JIGKAPCTBEHHBIX MPENapaToB;

(. 9.1 BBeaeH ®enepanbHbiM 3akoHOM OT 13.07.2015 N 241-D3)

10) Bblmaya, YCTAHOBJIEHHWE IIOpsIKA BBIJAYM pa3pelIeHMs] Ha BBO3 KOHKPETHOM NapTuu
JIEKapCTBEHHOTO cpencTBa B Poccuiickyro denepanuio;

(n. 10 B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) Blgaua, ycTaHOBIEHUE MOPAIKA BhIIAYM U (DOPMBI TOKYMEHTA, KOTOPBII MOATBEPKIAET, YTO
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Ipenapara Uil MEIUIUHCKOTO IPUMEHEHHUS OCYLIECTBIEHO B
COOTBETCTBUM C TpeOOBaHHSIMHM TPaBUI HaAJIeXKAIIEd MPOU3BOJICTBEHHOW TMPAKTUKH WU 4YTO
JIEKApCTBEHHBINA Tpenapar Jjisi BETEPUHAPHOTO MPUMEHEHMs JOMYIleH K oOpamienuio B Poccuiickoi
Oenepanyv, ¥ MOJICKUT MPEACTABICHUIO MO TPeOOBAaHUIO YHMOJHOMOYEHHOI'O OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN IIpenapar;

(m. 10.1 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

10.2) BpImava, yCTaHOBJICHHE MOpsAKa BbIAA4Yd U (HOPMBI TOKYMEHTA, COJEPKAIIEero CBEJIECHUS O
CTauAX TEXHOJOTMYECKOIro IMpolecca MPOU3BOACTBA JIEKAPCTBEHHOI'O CPEACTBA JJIs MEIULUHCKOTO
MPUMEHEHHUSI, OCYIIECTBISIEMBIX Ha TeppuTOprn EBpa3zuiickoro 53KOHOMUYECKOr0 COI03a;

(m. 10.2 BBenen PenepanbHbiM 3akoHOM oT 22.12.2014 N 429-@3, B pex. PenepanabHOro 3akoHa OT
13.07.2015 N 241-®3)

11) co3ganue COBETOB IO BOMPOCAM, CBSI3aHHBIM C OOpAIICHUEM JICKAPCTBEHHBIX CPE/ICTB;

12) arrecTamus u cepTU(UKAIUS CICIIHATUCTOB;

13) yrparun cuny ¢ 1 cents6ps 2013 roga. - @enepanbhsbiii 3akoH oT 02.07.2013 N 185-D3;

14) ocymecTBienue hapMaKoHaI30pa;

(n. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yqactue B MEXIYHAPOAHOM COTPYIHHUYECTBE;

16) mosydeHue 1o 3ampocam yrnoIHOMOYEHHOTO (peiepaibHOro opraHa UCIOJIHUTEIIbHON BIIACTH OT
OpraHOB HCIOJMHHUTENbHONW BiacTh cyObekToB Poccuiickoii denepanuu, a Takke OT CyOBEKTOB
oOpallleHus1 JEKapCTBEHHBIX CPEJICTB JUIsl MEIUIUHCKOTO NpPHUMEHEHUs HH(GOpMaluu MO BOIpPOCaM
YCTaHOBJICHHSI U IPUMEHEHHUS 1IeH Ha JIEKapCTBEHHbBIE Mpenaparhl ¥ HaJ0ABOK K HHUM;

17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapyIlIeHUE 3aKOHOJaTenbcTBa Poccutickoit denepanu;

18) yTBepkIaeHHE TpaBWJI HaAJeXamed J1abopaTOPHOM MPAKTHUKH, TMPaBUI HaJJeKaIlleH
KJIMHUYECKOW MPAKTUKHW, TPaBWJI HAJJIEkKallel MPOWU3BOJICTBEHHON NPAKTHKH, MPAaBWUI HaJIeKallei
MpPaKTUKU  XPaHEHWs] W  [EpPEeBO3KM  JIEKAPCTBEHHBIX  NpenaparoB, MpaBUIl  HaJJlexallen
JTUCTPUOBIOTOPCKON MPAKTUKKM, MpaBWJI HaAJeXKalleld anTeyHOoW NpakTHUKW, MpaBUil HaJIeKallen
MPAKTUKU (hapMaKOHA30pa JTEKAPCTBEHHBIX MPEMapaToB IJIs MEIUIIMHCKOTO IPUMEHEHUS;

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

19) ycranoBnenue nopsiaka GOpMUPOBAHUS PETUCTPALIMOHHOTO IOChE Ha JIEKAPCTBEHHBIN Mpenapar
1 TpeOOBaHMM K IOKYMEHTaM B €r0 COCTaBE;

(m. 19 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

20) yTBeprKJIeHUE TPaBUJI PAllMOHAIBHOTO BEIOOPAa HAMMEHOBAHUM JIEKaPCTBEHHBIX MPENapaToB AJis
MEIUILUHCKOTO MPUMEHEHHS;

(. 20 BBeneH denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)
21) yTBepkIeHUE TIepeYHs] HAUMEHOBAHUH JIEKAPCTBEHHBIX (HOPM;
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(n. 21 BBenen PenepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

22) yrpatun cuiy ¢ 1 mapta 2020 roma. - ®enepanbhbiii 3akoH ot 27.12.2019 N 475-D3;

23) yTBepxkjacHHE TPEOOBAHWU K WHCTPYKIUHU MO MEIUIIMHCKOMY MPUMEHEHHIO JEKapCTBEHHBIX
[penapaTroB U K MHCTPYKIIMH 10 BETEPUHAPHOMY IIPUMEHEHHUIO JIEKAPCTBEHHBIX ITPENapaTos;

(. 23 BBeneH PenepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

24) npuHATHE PEIICHUH, SBJISIOUIMXCS OCHOBAHMSIMM JJISl BKJIIOUEHUS TOMEHHBIX MUMEH U (WJIH)
yKa3arenel CTpaHUI] CaliToB B MH(POPMAIMOHHO-TEIIEKOMMYHHKAITMOHHON cetn "MHTepHeT", a TaKxke
CETEeBBIX aJPECcOB B EAMHYIO aBTOMAaTU3UPOBAHHYIO HHQOpMaIMOHHYIO cuctemy "Enunbiii peectp
JOMEHHBIX HMEH, yKa3aTelied CTpaHWIl CalTOB B WH(GOPMAIMOHHO-TEICKOMMYHUKAIMOHHONH CETH
"UHTepHeT" W CETEeBBIX aJAPECOB, ITO3BOJSIOMIMX HMACHTU(PHUIIUPOBATh CaWThl B HHGOPMAIIMOHHO-
TEJIEKOMMYHHKAIIMOHHON ceTu "MHTepHet", conepxaiue nHPOpPMAIHIO, PACIPOCTPAHEHUE KOTOPOU B
Poccuiickoit ®enepanuu 3ampenieHo", B OTHOIICHHH WHGOPMAIUHU, COACpIKaIICH MpeIoKEeHue O
PO3HUYHON TOPrOBJE JIEKAPCTBEHHBIMU IMpemapaTaMd, B TOM YHCJIE JUCTAHIIMOHHBIM CIIOCOOOM,
PO3HHUYHAsE TOProBJIs KOTOPBIMM OrpaHUMYeHAa MWJIM 3alpellieHa B COOTBETCTBUU C HACTOSIIMM
denepanbHbIM 3aKOHOM, M (WiK) HH(OPMAIMM, COACPKAIICH NPEIOKEHHE O PO3HUYHOM TOProOBIe
JIEKapCTBEHHBIMU TIperapaTamM, B TOM YHCJIE AMCTAaHLIMOHHBIM CHOCOOOM, JIMIIaMH, HE HMEIOIIMMHU
JULEH3UU M Ppa3pelIeHHs Ha OCYIIECTBIECHUE TAaKOW [EATENbHOCTH, €CIM IMOJIy4YeHHE JULEH3UU U
paspelleHus IpeycCMOTPEHO 3aKOHOIaTENbCTBOM 00 00paIlieHUH JIEKAPCTBEHHBIX CPEICTB;

(. 24 B pen. denepanpHoro 3akoHa ot 03.04.2020 N 105-D3)

25) BblAaua paspelieHrui Ha BBOJ B TPaKIAHCKUN 000POT KIMMYHOOHOJIOTUYECKUX JEKAPCTBEHHBIX
IIpenapaToB.

(m. 25 BBeneH denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

Koncynsrantlntoc: npumedanue.

Cr. 5.1 pacmpocTpaHseTcss Ha MOJHOMOYHS, KOTOpbIe HE MEepedaHbl JIJs OCYIIECTBIECHUS OpTaHaM
rOCyJapCTBEHHOHM BiacTu cyObekToB P M opranam MECTHOTO CaMOYIPABJICHUSI COOTBETCTBYIOIIUMHU
dbenepanbubiMu 3akoHaMu (D3 ot 13.07.2015 N 233-D3).

Crares  S.1. Ilepemaya  ocymiecTBJeHHSI IOJHOMOYMI  (eepaJbHBIX  OPraHoB
HCIOJIHUTEIbHON BJIACTH NPH OOpALlEHMH JIEKAPCTBEHHBIX CPEJACTB OPraHaM HCIOJHUTEIbHOM
BJacTH cy0beKkTOB Poccuiickoii ®@enepanun

(BBeneHa ®enepanbHbIM 3ak0HOM OT 13.07.2015 N 233-D3)

[TomHOMOUMST (peepaibHBIX OPraHOB HCIIOJIHUTEIBHOW BJIACTH TIPHU OOpAICHUHU JIEKAPCTBEHHBIX
CPEACTB, MPEAYCMOTPEHHBbIE HacTroAwuM DenepanbHbIM  3aKOHOM, MOIYT NEpPENaBaTbCi s
OCYILIECTBJICHUS] ~ OpraHaM  MCIOJHUTENbHOW  BiacTu  cyObekToB  Poccuiickoit ~ denepauun
nocra”HoBieHussMU [IpaBurenscTa Poccuiickon denepannu B MOPSAAKE, yCTaHOBIECHHOM DenepaibHbIM
3aKOHOM OT 6 okTs0psa 1999 roga N 184-®3 "O6 o0mux NpUHLIKIAX OPraHU3AMM 3aKOHOJATEJIbHBIX
(peacTaBUTENbHBIX) M WCIOJHUTENBHBIX OPraHOB TOCYAAapCTBEHHOW BiacTu CyOBEeKTOB Poccuiickoit
Oenepanun".

Crarbst 6. Ilo1HOMOYMS OpPraHoB HCIOJHUTENbHON BJacTH cy0bekta Poccuiickoii
®engepanuy Npu 00palieHUH JIEKAPCTBEHHBIX CPEICTB

K mnonaHomMouMsM OpraHoB HCHOJHMUTENBbHOM BiacTu cyowekta Poccuiickoit ®enepauuu mnpu
oOpallleHU ! JIEKApCTBEHHBIX CPEICTB OTHOCATCS:

1) pa3zpaboTka U peanu3anus pernoOHAIbHBIX MPOrpaMM 00ecreueHHs] HaCeIeHHs JIEKapCTBEHHBIMU
npenaparamu;

2) yCTaHOBJIEHHUE TPEJIENIbHBIX pa3MEpOB ONTOBBIX HAJ0ABOK M MPEJEIbHBIX Pa3MEpOB PO3ZHUYHBIX
Ha70aBOK K (DAaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTENISIMU JIEKaPCTBEHHBIX
MpernaparoB, Ha JIEKApCTBEHHbIC MpenapaThl, BKIIOYEHHbIE B IEpEUYEHb XU3HEHHO HEOOXOIUMBIX U
BAKHEUIIINX JIEKAPCTBEHHBIX IIPENApaTOB;
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3) OCYILIECTBIEHHE PErMOHAJIBHOIO TOCYJAapCTBEHHOIO KOHTPOJSA 3a IPUMEHEHMEM II€H Ha
JICKapCTBEHHbIE MPENaparhbl, BKIIOUYEHHBIE B IEPEYEHb JKU3HEHHO HEOOXOOUMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX IIPENapaToB, OPraHU3alUsMHU OINTOBOW TOPrOBJIM JIEKAPCTBEHHBIMH CpPEJICTBAMU,
anTEeYHbIMM OPraHMU3ALUSAMH, WHIMBUAYAJIbHBIMU IMPEANPUHUMATENSIMH, HMEIOIUMH JIMIEH3UI0 Ha
(bapMareBTUYECKYI0 ACSITEIbHOCTh, MEIUIMHCKHUMU OpTaHU3alMsIMM, HMMEIOUIMMH JIMLEH3UI0 Ha
(bapManeBTUYECKYI0 JESITEIbHOCTb, U MX O00O0COOJIEHHBIMU MOApa3AeiaeHUsAMU (aMOynaTopusMu,
¢denpamepckuMu ¥ (PEIBAMIEPCKO-aKyIIEPCKUMHU  ITyHKTAaMH, LEeHTpaMHu (OTAETICHHUSAMHU) OOIIei
BpaueOHOM (ceMeMHOM) MpakTHKH), PACIOJOKEHHBIMH B CEJIbCKUX HACEIEHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alITEUHbIE OPraHU3aLUN;

(B pen. deaepanbhbix 3aKk0HOB OT 25.06.2012 N 93-D3, ot 27.12.2019 N 475-D3)

4) nmpuHATHE pemieHust 00 WMCIONBb30BaHUM Ha TeppuTopun cyobekra Poccuiickoit denepannu
Hapsy C pelienTaMy Ha JIEKapCTBEHHBIE IpenapaThl, 0(OPMIIEHHBIMU Ha OYMa)>KHOM HOCHUTEJIE, PELIENITOB
Ha JIEKapCTBEHHBIE MPenaparhl, CHGOPMUPOBAHHBIX B ()OPME HIEKTPOHHBIX JOKYMEHTOB.

(1. 4 BBennen denepanbHBIM 3aKOHOM OT 29.07.2017 N 242-D3)

I'maBa 3. TOCYJAPCTBEHHAS ®APMAKOIIESA

Crarbsa 7. Pa3paborka m u3aaHMe rocyIapcTBeHHON ¢gapMakomneH, pasMelleHUe JAHHBIX O
Heil

1. Tlox rocymapcTBeHHOW (apMakoreeii MOHMMAETCS CBOJ 0OOmUX (apMaKONEHHBIX CTaTed W
(hapmakonenHbIX CTaTei.

2. Pazpaborka o0mux ¢apmakonelHbIXx cTared M (¢apMakoNeWHbIX cTaTell, B TOM 4YHCIIE
dapmakonelHbIX cTarel Ha (QapMakoneiHble CTaHAapTHbIE OOpas3lpl, M BKIOYCHHE UX B
rOCy/lapCTBEHHYIO (papMaKoOII€l0 OCYILECTBISIOTCS B IOPSJIKE, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM
benepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH.

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

3. Pazpabotka papmakoneitHol cTaTbul Ha peepeHTHBIN JTEKapCTBEHHBIN MpemapaT u BKIOYCHUE
€€ B TOCYJapCTBEHHYIO (papMakKoIlel0 B TEUEHHE CPOKa JAEWCTBUS 3alIUThl HCKIIOYUTEIBHOIO TpaBa,
yJIOCTOBEPEHHOI'0 NAaTEHTOM Ha peepeHTHBIN JIeKapCTBEHHBIN MpenapaT, OCYIIECTBISIOTCS C COTJIacHs
€ro pa3paboT4HKa.

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

4. TocynapctBeHHas (¢apmakornes H3JaeTCsl YINOJIHOMOYEHHBIM (eAepalbHbIM  OpPraHoM
VCTIOJTHUTEJIBHOM BJIACTH 3a CUET CPEe/CTB (peepanbHOro OroKeTa M MOJUICKUT MEPEU3IaHusIM He pexe
4YeM OJIMH pa3 B MATh JIET, B MEPUOJ MEXKIY KOTOPBIMU H3JAl0TCS NMPUIOKEHHUS K TOCyAapCTBEHHOU
¢dapmakonee, coxaepkamue obmue dapmakoneitHple cTatbu M (MIM) (dapMakolelHble CTaThy,
YTBEPKACHHBIE TIOCTIE U3AaHUS UM TTepen3JaHus ToCyAapCTBEHHOM (papMakonen.

5. VYnonHoMoOYeHHBIH (efepalbHbli OpraH HCHOJIHUTENBbHOM BIIACTH pa3MellaeT JaHHbIE O
roCcyJapCTBEHHOM (apmakoriee U MPUIOKEHUAX K Heil Ha cBoeM oduinanpHoM caiite B cet "MHaTepuer”
B YCTAaHOBJICHHOM UM MOPSIKE.

I'nasa 4. JMIEH3UPOBAHUE ITPOU3BO/CTBA JIEKAPCTBEHHBIX CPEJICTB
N ®PAPMAIEBTUYECKOM JESATEJIbHOCTH, TOCYJIAPCTBEHHBIA KOHTPOJIb
(HAJA30P) B COEPE OBPAIIEHUSA JTEKAPCTBEHHBIX CPEACTB
(B pea. @enepanbHoro 3akoHa ot 11.06.2021 N 170-03)

Crarbsa 8. JlulnleH3MpoBaHNe NMPOU3BOICTBA JIEKAPCTBEHHBIX CPeACTB U (papManeBTHYECKOI
AeATeJIbHOCTH

1. JluneH3upoBaHue MPOU3BOJICTBA JEKAPCTBEHHBIX CPEJCTB U (hapMaleBTUYECKOW AESITEeNTbHOCTU
OCYIIIECTBJISIETCSI B COOTBETCTBUHU C 3aKOHOIAaTeNLCTBOM Poccutickoii denepariiu.
2. O6s13aTeIbHBIM YCIOBUEM MPEIOCTABICHHS IMIIEH3UN Ha TIPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB
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ABIISICTCA TPWIOKEHUE K 3asBJICHUIO COUCKATENs JUICH3MM TepeduHsl JIEKapCTBEHHBIX (opM U (Win)
BUJIOB (apMalleBTUYECKUX CYOCTaHIIMI, KOTOpPbIE MPOM3BOAMUTENH JIEKAPCTBEHHBIX CPEICTB HaMEpeH
IIPOU3BOJIUTH.

3. B cnyyae HEOOXOAMMOCTH pacCHIMPEHUs] IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB 32 CUET HOBBIX
JeKapCTBEHHBIX (opM U BUAOB (papmaneBTHUECKUX CYOCTaHIMH MPOM3BOIUTEND JIEKAPCTBEHHBIX
CPEICTB JOJDKEH MOoJaTh B JIMIICH3UPYIONIMI OpraH 3asBlI€HUE O BHECEHUM H3MEHEHUIl B peecTp
JUIEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB.

(B pen. deaepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 11.06.2021 N 170-D3)

4. JIuueH3usi Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKOW CyOCTaHIIMH CIIUpPTa
STWJIOBOTO (3TaHOJa) BBLAAETCA IpPU YCIOBUU HAIWYMs Yy OpraHu3alMd Ha TpaBe COOCTBEHHOCTH,
XO3SICTBEHHOTO BEJCHUS MJIM OTIEPATUBHOTO YIPABICHHUS OCHOBHOTO TEXHOJOTHMUYECKOTO 000PYAOBaHUS
JUIS TIPOU3BOJICTBA ATHIJIOBOTO CHUPTA, 3apETUCTPUPOBAHHOTO B COOTBETCTBUU €O crTathedl 14.1
@enepanbHOro 3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O rocynapcTBEHHOM pEryJIHpPOBaHUU
MIPOM3BOJICTBA M 000pOTa 3TUIIOBOTO CIHUPTA, AJKOTOJIBHONW M CIHUPTOCOAEpXKAILEH MPOAYKIUU U 00
OTpaHUYEHUU NMOTPeOIeHUS (PACTIUTHS) aAJIKOTOIBHON MPOIyKIIMU".

(uactb 4 BBenena denepanbHbiM 3aKk0HOM OT 27.12.2019 N 481-D3)

Crarba 8.1. Oco0eHHOCTH JIMIEH3MPOBAHUS MPOM3BOJACTBA JIEKAPCTBEHHBIX CPeICTB
(papmaneBTHYECKOH CYOCTAHIMYU CIMPTA 3TWIOBOIO (3TAHO.1)
(BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

1. JleiictBue mUIEH3MM Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB ((papMalieBTHYECKOH
CyOCTaHIIMM CHUPTa ATUIOBOrO (PTaHOJA) MPUOCTAHABIMBAETCS B YacCTH IpaBa Ha MPOU3BOICTBO
(bapmMarieBTUUECKONH CyOCTaHLMU CHMPTAa 3TWIOBOIO (3TAaHOJA) JMLEH3UPYIOUUM OPraHOM B CIy4YasXx,
onpeneneHHbIX ctatbeil 20 denepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuneH3upoBaHUU
OTJENbHBIX BHUJOB JESTENbHOCTH", a TaKKE€ HAa CPOK IPUOCTAHOBJIECHUS MACUCTBUS JIMIEH3UUM Ha
MIPOU3BOJICTBO STHJIOBOTO CHHPTA JJISl IPOU3BOJACTBA (papManieBTUUECKOH CyOCTaHIIMH CITUPTA ATUIOBOTO
(aTaHona), BbIIaHHOM B cooTBeTCTBUH ¢ DenepanbHbiM 3aKk0HOM OT 22 HosiOps 1995 roga N 171-03 "O
roCy/lapCTBEHHOM PETyJIMpPOBaHUM MPOM3BOACTBA U 000pPOTa STHJIOBOIO CIHMPTA, AJIKOTOJBHOM H
CIHMPTOCOIEpHKAIEH MPOIYKIUU U 00 OrpaHUYEeHUH MOTpeOIeHNs (PaCUTHs) aJIKOTOJBbHON MPOLYKIMU".

2. JlelicTBUe JMIIEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CpeACTB ((apmarneBTHUECKON
CyOCTaHIIMM CIIUpTa STWIOBOro (3TaHONA) B 4YacTH IpaBa Ha MPOU3BOJACTBO (hapMaleBTHUECKOM
CyOCTaHIIMM CHUPTA JTWIOBOTO (dTAaHOJIA) MPEKpaIIaeTCs JUIEH3UPYIONIMM OpPraHOM B CIyYasXx,
onpezaeneHHblx cratbeil 20 denepanpHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nmueH3upoBaHuu
OTJENbHBIX BHJIOB JEATEIBHOCTU", a TaKXKe C JaThl NPEKpalleHHs WM aHHYJIMpPOBAHUS JEWCTBUSA
JMIIEH3UM Ha TPOM3BOJCTBO ATUJIOBOTO CIMPTA Ul MPOU3BOACTBA (hapMaleBTHUECKOW CyOCTaHLIUU
CIUpTa 3TUIIOBOTO (3TaHOJA), BEIJAHHON B cooTBEeTCTBUM ¢ DenepanbHbiM 3aKOHOM OT 22 HOsiOpst 1995
roga N 171-®3 "O rocyaapCTBEHHOM PpETryJIHPOBaHUU MPOU3BOJCTBA U 000pOTa 3THIIOBOIO CIHUPTA,
QJIKOTOJILHOM W CIIUPTOCOJEpXKallell MPOAYKIMM W 00 OrpaHHMYEHUU TMOTpeOseHns (paciuTHs)
QJIKOTOJILHOM MPOYKIUH .

Crarbs 9. I'ocynapcTBeHHBIN KOHTPOJb (Hag30p) B cdepe oOpalieHusi JIEKApPCTBEHHBIX
cpeacTs
(B pen. denepanbHoro 3akona ot 11.06.2021 N 170-D3)

1. TocynmapcTBeHHBIH KOHTpOJb (Hag30p) B cdepe oOpaiieHUs JEKapCTBEHHBIX CPEICTB
OCYIIIECTBIISIETCS. TIOCPENCTBOM (helepaIbHOTO TOCYJApCTBEHHOTO KOHTpoyis (Ham3opa) B cdepe
oOpariieHusl JEKapCTBEHHBIX CPEACTB U (pelepalbHOTO TOCYJApCTBEHHOTO JHUIICH3MOHHOTO KOHTPOJIS
JESATETLHOCTH TI0 TIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJNICTB, OCYIIECTBISIEMBIX (pelepaibHBIMU OpraHaMu
HCIIOJIHUTEIBHOM BIACTH, YIOJIHOMOUYEHHBIMU [IpaBurenscTBoM Poccuiickoit @enepanuu.

2. Ilpenmerom (enepanbHOTO TOCYIApCTBEHHOTO KOHTPOJs (Haa3opa) B cdepe oOparieHus
JIEKApCTBEHHBIX CPEJICTB SIBIISIIOTCA:
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1) cobmonenue o0s3aTeNbHBIX TpeOOBaHUH B chepe oOpaleHus JeKapCTBEHHBIX CPEICTB, B TOM
qucie:

a) TpeOOBaHMA K JOKIMHUYECKMM HCCICIOBAHUAM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
UCCIICIOBAaHUSIM  JIEKAPCTBEHHBIX IPENapaToB, HW3MOTOBJIEHUIO, XPAHEHUIO, IIEpEeBO3KE, BBO3Y B
Poccuiickyro ®enpepanuro, OTHOYCKY, peald3aluM, Iepenade, MNPOJaKe JEKAPCTBEHHBIX CPEJCTB,
IPUMEHEHHIO JIEKApCTBEHHBIX IPENapaToB, YHUUYTOXKEHUIO JIEKAPCTBEHHBIX CPEJICTB, YCTAHOBJICHMIO
IIPOU3BOJUTENIAMU JIEKAPCTBEHHBIX IMPENAapaToB LEH Ha JIEKApCTBEHHBIE IMpENaparbl, BKIIOYEHHbIE B
NepevYeHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX JIEKaPCTBEHHBIX IIPENapaToB;

0) TpeOOBaHUI K COOTBETCTBHIO JICKAPCTBEHHBIX CPEICTB, HAXOAAIIUXCS B OOpaIlCHUH,
[OoKa3aTessiM KauecTBa, Y(PPEKTUBHOCTH U O€30IaCHOCTH, YCTAHOBJIIEHHBIM B COOTBETCTBHH C HACTOSIILIUM
®enepanbHbIM 3aKOHOM;

B) TpeOOBaHMH K COOJIOAECHUIO CyObEKTaMHU OOpAalLIeHUs JEKapCTBEHHBIX CPEICTB, YKa3aHHbBIX B
yactu 1 crarbu 67.1 Hacrosimiero denepalibHOrO 3aKOHA, OTPAHUYCHUH, HaJaraeMmblx cTatbsiMu 67.1 u
67.2 Hactosmero denepasbHOrO 3aKOHA;

2) cobioieHre IMIEH3UOHHBIX TPeOOBaHUHN K OCYIIECTBICHUIO (DapMalleBTHUECKOM eI TeIbHOCTH;

3) cobiroenue TpeGOBaHUM K NPEAOCTaBICHUIO CyObEKTaMU 0OpallleHus! JIeKapCTBEHHbBIX CPE/ICTB
uHpOpMAMK O JIEKAPCTBEHHBIX CpEeACTBaX M (WJIM) JEKapCTBEHHBIX Ipernaparax, MperyCMOTPEHHOMN
cratbsiMu 9.1, 52.1 u 64 nacrosimero denepanbHOTO 3aKOHA.

3. Ilpm ocymectBiacHnn (eaepaaTbHOro TOCyIapCTBEHHOIO KOHTpoisi (Ham3opa) B cdepe
oOpalleHusl JIEKapCTBEHHBIX CPEACTB IMPOBOIATCSA CIEAYIOIIME BHJbl KOHTPOJIBHBIX (HAaJ30PHBIX)
MEPONPHUATHHN:

1) noxymeHTapHas IPOBEPKaA;

2) Bble3AHasI IPOBEPKa;

3) BBIOOPOYHBIM KOHTPOJIb KaUeCTBa;

4) KOHTpOJIbHAS 3aKYIKa;

5) MHCIIEKIIMOHHBIN BU3UT;

6) HaONIOJCHHE 3a COOJIIOJICHUEM O0O0sI3aTeNIbHBIX TpeOOBaHMN (MOHUTOPUHT O€30ITaCHOCTH)
(papmaxonanzop).

4. Opranu3zauus 1 oCyllecTBIeHHE (eaepalbHOro rocyAapCTBEHHOr0 KOHTPOIIs (Haa30opa) B cdepe
oOpallleHus JTEKapCTBEHHBIX CPEACTB perynupytorcss deaepanbHbiM 3akoHOM oT 31 mrons 2020 roma N
248-®3 "O rocymapCTBEHHOM KOHTpOJie (HAa30pe) M MYHUIIMIAIBHOM KOHTpolie B Poccuiickoi
Denepauun”.

5. BHemiaHoBBIM BHIOOPOYHBIN KOHTPOJb KadyecTBa MPOBOJUTCA B TOM 4YHUCIIE€ HAa OCHOBAaHUU
IIPOrpPaMMBbI IIPOBEPOK.

6. [11aHoBBINM BHIOOPOYHBINM KOHTPOJIb KAU€CTBA HE MPOBOJIUTCS.

7. Ilo pe3ynpTaTaM BIOOPOYHOIO KOHTPOJIS KayecTBa HapsAy C PELICHUSIMHU, MPEAyCMOTPEHHBIMU
®enepanbubiM 3akoHOM OT 31 mrons 2020 roma N 248-d3 "O rocymapcTBEHHOM KOHTpoJie (Haa30pe) u
MYHUIIUNATBHOM KoOHTposie B Poccuiickoit ®dexnepauun”, denepaabHbIMU OpraHaMH HMCIOJHUTEIbHOMN
BJIACTH, YIOJIHOMOYEHHBIMH Ha OCYIIECTBJIEHHE BBIOOPOYHOTO KOHTPOJISI KayecTBa, NPUHUMAIOTCS
CIIEYIOINE PEIIECHUS:

1) o manmpHelnIeM TrpakJaHCKOM O0OpOTE CepuH, MApTUU COOTBETCTBYIOLIETO JIEKApPCTBEHHOI'O
CPEICTBa B ClIy4ae MOATBEPKICHUS 110 pe3ysibTaTaM IPOBEIEHHBIX MCIBITAHUM COOTBETCTBHS KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAaHUSM;

2) 00 U3BATHM M3 TPAXKIAHCKOrO0 00OpOTa CEpUH, MAPTUU COOTBETCTBYIOIETO JIEKAPCTBEHHOTO
CpeICTBa B CIy4yae BBIBJICHHS IO pe3ysibTaTaM IPOBEIEHHBIX HCIBITAHUN HECOOTBETCTBUS KauecTBa
JIEKapCTBEHHOT'O CPE/ICTBA YCTAHOBJIEHHBIM TPEOOBAHUM;

3) o mepeBoje JEKAPCTBEHHOTO CPEJCTBA HA TOCEPUHHBIN BBIOOPOUYHBIN KOHTPOJH KadecTBa
JIEKapCTBEHHBIX CPEJCTB B CIy4yac MOBTOPHOT'O BBISBJIECHHS HECOOTBETCTBHUS KaueCTBA JIEKAPCTBEHHOTO
CpEICTBa YCTaHOBJIEHHBIM TpeOOBaHUSIM U (NP HEOOXOIMMOCTH) O MPOBEpKe CyOBeKkTa oOpalieHus
JIEKapCTBEHHBIX CpPeICTB. Pacxopl, cBA3aHHbBIE C MPOBEIECHHUEM IOCEPUITHOIO BHIOOPOUYHOTO KOHTPOJIS,
OIJIAYMBAIOTCSl TPOM3BOAMUTEIEM JIEKAPCTBEHHOTO CpEACTBAa JHOO JepxkaTeleM WIH BIaJelbLeM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpernapara.
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8. denepanpHbll rOCY1apCTBEHHBIN JIMIIEH3UOHHBIM KOHTPOJb JEATEIBHOCTH IO NPOU3BOJACTBY
JIEKapCTBCHHBIX CPEICTB OCYIIECTBISIETCS B COOTBETCTBHHM C 3aKOHOJATENBCTBOM Poccuiickont
denepauuu.

Cratbs 9.1. IIporpamma nposepok
(BBenena denepanbHbiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. B nensix opranu3anuu BHIOOPOYHOIO KOHTPOJISL KAUueCTBa JIEKApPCTBEHHBIX CPeACTB (OpMUPYETCS
IIporpaMMa IpoBEpOK.

2. lng uenedl peanu3alMM MPOrpaMMBbl MPOBEPOK IMPOM3BOJIUTENMN JIEKAPCTBEHHBIX CPEICTB M
OpraHM3alii, OCYLIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX cpeactB B Poccuiickyto @Denepanmio,
MPEAOCTABIAIOT B OTHOLIEHUM JIEKAPCTBEHHBIX CPEACTB [UIl MEIMLMHCKOTO IPUMEHEHHS B
YIIOJTHOMOYCHHBIN (hefepaabHblii OpraH HCIOIHUTEIBHON BIACTH, OCYIISCTBISIFOIIMA (YHKIHH TIO
KOHTPOJIO W Haa30py B cdepe 3apaBOOXpaHEHHS, B OTHOLIEHUM JIEKApPCTBEHHBIX CPEACTB JUIf
BETEPUHAPHOTO MPHUMEHEHHsS B YIOJIHOMOYEHHBIH (hefepaibHblii OpraH HWCIOJIHUTENBHOM BIACTH,
OCYIIECTBISIONNI (DYHKIINU 110 KOHTPOJIIO U Haa30py B cepe oOpaleHusl JeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO MPUMEHEHHUS, CBEICHUS O CEpUsX, MAaPTUSIX JIEKAPCTBEHHBIX CPENICTB, MOCTYMAIOLIUX B
rpaxaanckuii 06opotr B Poccuiickoit ®epepanuu, B MOpAIKe, cOocTaBe U 00bEME, YCTAaHOBJICHHBIX
yYKa3aHHBIMH (eIepaibHBIMU OpTaHAMH HCIIOJIHUTEIHHON BJIACTH B OTHOIICHUH JIEKAPCTBEHHBIX CPENICTB
JUIST MEIUUMHCKOTO IPUMEHEHHUS W B OTHOLIEHUU JIEKAPCTBEHHBIX CPEACTB Il BETEPUHAPHOIO
IIPUMEHEHUSI COOTBETCTBEHHO.

3. Ilporpamma mpoBepok QopmupyeTcs Ha KajleHAapHbId roj B cpok a0 30 nmekalps rona,
[IPEIIIECTBYIOLIEr0 TOAY POBEAEHUS BBIOOPOUHOTO KOHTPOJIS.

4. B cmyyae HacTyIUleHHMsI COOBITHH, YKa3aHHBIX B MOANMyHKTax "0" u "B" myHkTa 2 yactu 6
HaCTOsIIEH cTaTbu, (efepabHBIM OPraHOM HCIOJTHHUTENBHOW BIIACTH, OCYMIECTBISIFOIIUM (DYHKIIHH TI0
KOHTPOJIO M HaA30py B cdepe 3apaBooxpaHeHus, (enepalbHbIM OpPraHOM HCHOJHUTENBHON BIIACTH,
OCYIIECTBISIONMM (PYHKIIMHU IO KOHTPOJIIO U HAA30pY B chepe oOpalieHus JIeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPHUMEHEHHs, IpU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME M3MEHEHUS B
MIPOrpaMMy MPOBEPOK.

5. B nporpammy npoBepOK MOT'YT BKJIFOUaThCSI MEPOIIPHUSITHS C yYETOM HapyLIEHH, BBIABICHHBIX B
pamMKax KOHTPOJBHBIX (HaJ30PHBIX) MEPOIIPUATHI 3a MPEAbIAYIINNA KaJleHAApHBINA TOI1.

6. IIporpamma poBEpOK COAEPIKUT:

1) nepedeHb JIEKapCTBEHHBIX CPEACTB, OTOOP 00Pa3OB KOTOPBIX OyJET OCYHIECTBIATHCS B paMKax
BBIOOPOYHOI'O KOHTPOJISI, (POPMHUPYEMBIN C YyUETOM pPe3yJIbTaTOB IOCYAapCTBEHHOTO0 KOHTPOJIS (HaI30pa)
B c(hepe oOpaleHus JIEKapCTBEHHBIX CPEJCTB 3a KaJICHAApHBIN I0Jl, MPEAIECTBYIOMNNA r0/1y MIPOBEACHUS
BBIOOPOYHOI'O KOHTPOJIS;

2) yka3zaHWe Ha COOBITHE, HACTYIUJIEHHE KOTOPOTO SIBJISIETCSI OCHOBAaHUEM [IJISi OCYIIECTBIICHUS
BBIOOPOYHOI'O KOHTPOJIS:

a) MOJy4YeHHE CBEJICHUM, MPEJCTABIIEMbIX B COCTaBe U O00BbEME, YCTAaHOBJIEHHBIX (efepaibHbIM
OpPraHOM HCHOJHMUTENBHOM BIACTH, OCYLIECTBISIOUIMM (YHKIMM MO KOHTPOJIIO M HaI30py B cdepe
3/IpaBOOXpaHeHus], GeaepanbHbIM OPraHOM HCIOJHUTENBHON BJIACTH, OCYIIECTBISIONUM (YHKIUU IO
KOHTPOJIIO U HaJa30py B chepe oOpalleHus JeKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTO MPUMEHEHUS, O
CepHsiX, MApTUSX JIEKAPCTBEHHBIX CPEACTB, MOCTYIMAIIMX B TpaKIaHCKWA 000poT B Poccuiickoi
@enepanyy, yKa3aHHbIX B IyHKTE 1 HacTosAmled 4YacTH, OpPraHU3alUsAMHU, OCYLIECTBIISIIOIIMMHU
IIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepanuy n BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuro;

0) moJydeHue MOCTyMNaromeld B MOpsIKe, YCTAHOBICHHOM cTaThel 64 HacTosimero denepaibHOTO
3aKoHa, MH(OpMAIMK O OOOYHBIX JIEHCTBUAX, HEXKENATEIbHBIX PEaKIUIX, CEPhE3HBIX HEXKEJIATEIbHBIX
peaxkuusx, HeMpeABUIEHHBIX HEXKEIaTeNbHbIX PeaKIUsAX MMPU MPUMEHEHUH JIEKAPCTBEHHBIX MPENaparos,
00 MHIMBHyalbHON HENEPEeHOCUMOCTH, OTCYTCTBHHM A(PQPEKTUBHOCTH JIEKAPCTBEHHBIX IPENaparoB, a
TaKke 00 WHBIX (pakTax M OOCTOSATENHCTBAX, MPEACTABISIONINX yIrPO3y KU3HU WM 3JOPOBBIO YeTIOBEKA
a100 JKMBOTHOTO TNpPU NPUMEHEHUHU JIEKAapCTBEHHBIX IPENapaToB M BBIABIEHHBIX Ha BCEX HSTamax
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oOpalleHus JIeKapCTBEHHBIX npenapaTtoB B Poccuiickoit deaepannu u Ipyrux rocyiapcraax;

B) moyiydeHue B cooTBeTcTBUHM ¢ DenepanpHbiM 3akoHOM OT 31 mrons 2020 roma N 248-d3 "O
rocyJapCcTBEHHOM KOHTpoJsie (Haa30pe) M MYyHHUIMNAIbLHOM KoHTposie B Poccuiickoit ®enepaunn"
CBEJICHMI O MPUYMHEHUHU BpeAa WIM 00 yrpo3e NMPUUYMHEHHs Bpela KU3HU, 3I0POBBI0 TPaXKIaH WIH
KUBOTHBIX.

Crarba 9.2. TocynapcTBeHHBI KOHTPOJb (HAA30p) 3a peaju3aunveidl oOpraHamMu
HCIOJIHUTEIbHON BJacTu cy0bekTOB Poccuiickoii degepanuu moJaHoMounii B cepe oOpaimeHust
JIEKAPCTBEHHBIX CPEICTB VISt MEMUMHCKOT0 MPUMEHEeHH s

(BBenena denepanbHbM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. T'ocynapcTBeHHBI KOHTpOJIb (HAA30p) 3a peaju3alMell OpraHaMu HCIOJHUTEIBHOW BIIACTH
cyobekToB Poccuiickoit denepanuu noaHOMOYHME B chepe oOpalieHusi JeKapCTBEHHBIX CPEACTB JUIS
MEIMIMHCKOTO IPUMEHEHUs OCYIIECTBIAETCS yIHOJHOMOYEHHBIM IIpaBurenscTtBom Poccuiickon
denepaniy OpraHOM HUCIIOJHUTEIBHOMN BJIACTH.

2. [Ipeamerom rocy1apcTBEHHOIO KOHTPOJI (HaA30pa) 3a peain3anueil opraHaMu UCTIOIHUTENIbHON
BiacTu cyobekToB Poccuiickoii depepannu MOTHOMOYHA B cepe oOpalieHus JIEKapCTBEHHBIX CPEICTB
IUI. MEAULIMHCKOTO MTPUMEHEHHUSI SIBJIIETCS COOJIIOICHNE YITOJIHOMOUYEHHBIMU OPraHaMH MCIIOJHUTEIbHON
BJacTu cyObekToB Poccuiickoit Denepannu METOJUKH YCTAaHOBIICHHS MPEACIbHBIX Pa3MEPOB ONTOBBIX
Ha/j0aBOK M IPEJENbHBIX pPa3MEpPOB PO3HUYHBIX HaA0aBOK K (PAKTUYECKHMM OTIYCKHBIM II€HaM,
YCTAaHOBJICHHBIM IPOU3BOJUTENIAMU JIEKAPCTBEHHBIX IIpENapaToB, HA JIEKAPCTBEHHbIE Iperaparsl,
BKJIFOYEHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JIEKApCTBEHHBIX IPENapaToB.

3. Ilpu ocymiecTBIEHUN TOCYAApPCTBEHHOTO KOHTPOJs (HaA30pa) 3a peanu3alnueid OopraHaMu
WCIIOJIHUTENBbHON BiacTu cyOnekToB Poccuiickoit ®enepanuu momHoMouHMii B cdepe obOparieHus
JIEKapCTBEHHBIX CPEACTB JUISl MEJUILIMHCKOTO IPUMEHEHMSI IPOBOJISATCS CIIEAYIOIINE BUABI MEPOIIPUSITHIA:

1) noKxyMeHTapHbIE IPOBEPKU;

2) BBIE3/IHBIE TIPOBEPKH.

4. OpraHuzanusi U OCYIIECTBIEHHE TOCYJapCTBEHHOIO KOHTpOJs (HaI30pa) 3a peanu3anueit
OopraHaMy HCIIOJTHUTEIBHOM BiacTH CyOBekToB Poccuiickoit ®Denepanuu mnoiHOMOuMi B cdepe
oOpallleHusl JIEKApCTBEHHBIX CPEJCTB Ui MEIUIMHCKOIO NPHUMEHEHHs perynupyrorcs DenepaabHbIM
3aKOHOM OT 6 okTs0psa 1999 roga N 184-®3 "O6 o0umux NpUHLKIIAX OPraHU3AMK 3aKOHOAATEIbHBIX
(mpencTaBUTENbHBIX) M HCIOJIHUTENBHBIX OPraHOB TOCYAApPCTBEHHOW BiacTH cyObekToB Poccuiickoii
Oenepanun".

5. IlonmoxxeHne o0 TOCYZapCTBEHHOM KOHTposie (Haa3ope) 3a peanu3anuedl opraHamu
HCIIOJIHUTENbHON BiacTu cyObekToB Poccuiickoit ®enepanuu NoJHOMOYMM B cdepe oOparieHus
JIEKapCTBEHHBIX CPEACTB JUIsl MEIULIMHCKOTO IpUMeHeHUs yTBepxkaaercs IIpasurensctBom Poccuiickoit
denepanuu.

Cratbs 9.3. PernoHa/JIbHbI rocylapcTBeHHbIH KOHTPOJIb (HAA30pP) 32 MPUMEHEHHEM IIeH HA
JIeKapCTBEeHHbIE MpenapaTbl, BKIKYEHHbIe B NepeYyeHb KU3HEHHO HeO0OXOAMMBIX M BasKHeHImX
JIEKAPCTBEHHBIX MPenapaToB

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

1. PernonanbHbIi rocy1apcTBEHHBIH KOHTPOJIb (HaJI30p) 3a MPUMEHEHUEM II€H Ha JIEKapCTBEHHBIE
npernapaTsl, BKJIIOYEHHbIE B TIE€pPEUYEHb KU3HEHHO HEOOXOAUMBIX M BaXXHEMIINMX JI€KapCTBEHHBIX
MPEerapaToB, OCYIIECTBISAETCS OPraHOM HCHOJHMUTENbHOM Biactu cyObekta Poccuiickoit ®enepanum,
YIOJTHOMOYEHHBIM BBICIIUM HCIOJHUTEIBHBIM OPTaHOM T'OCYJapCTBEHHOM BiacTu cyObekTa Poccuiickoit
denepanuu.

2. IlpenMeToM pernoHaAIBHOTO TOCYJApCTBEHHOTO KOHTPOJs (Hax3opa) 3a MPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE MpPENapaTrhbl, BKIIOUEHHBIE B IEpEYeHb JKU3HEHHO HEOOXOIAMMBIX M BaKHEHIIHMX
JIEKapCTBEHHBIX  IpernapaToB,  SBJISETCS  COONMIOJEHHE  OpraHU3alUsMH  ONTOBOW  TOPrOBIH
JIEKapCTBEHHBIMU CPEACTBAMH, ANITEYHBIMU OPTraHU3ALMSIMM, UHIAWBUIYAJIBHBIMH IPEINPUHUMATEISIMH,


consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECA9D80013D0243DC4BD48FDDED2015E32C97AA49D6E805C5C03F6E6E010E3531B4937D1E7043AECD8w2F0I
consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECA9D80F1FD02C3DC4BD48FDDED2015E32C97AA49D6E825F5E03F6E6E010E3531B4937D1E7043AECD8w2F0I
consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECA9D60B12D9253DC4BD48FDDED2015E32C97AA49D6E805A5906F6E6E010E3531B4937D1E7043AECD8w2F0I
consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECA9D80A10D02D3DC4BD48FDDED2015E32C97AA4986886510C53B9E7BC56B140194A37D3E318w3FAI
consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECAED0091ED9213DC4BD48FDDED2015E32C97AA49D6E805A5902F6E6E010E3531B4937D1E7043AECD8w2F0I
consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECA9D80F1FD02C3DC4BD48FDDED2015E32C97AA49D6E825F5E0BF6E6E010E3531B4937D1E7043AECD8w2F0I
consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECA9D60A14D8213DC4BD48FDDED2015E32C97AA49D6E805A580AF6E6E010E3531B4937D1E7043AECD8w2F0I
consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECAED10A14D3233DC4BD48FDDED2015E32C97AA49D6E855A590AF6E6E010E3531B4937D1E7043AECD8w2F0I

UMEIOIIMMHU  JIMICH3UI0 Ha (apMaleBTUYECKYIO0 JAEATeNbHOCTh, MEIUIIMHCKUMHU OpraHU3alysMHu,
HMMEIOLIUMH JIUIEH3UI0 Ha (hapMalleBTUUECKYIO AESITEIbHOCTh, M UX 000COOJIEHHBIMU MOAPA3ICICHUSIMU
(amOynaropusimu,  (QenpIIIEPCKUMH W (EIbAICPCKO-aKYIIEPCKUMH ~ MYHKTaMH,  LEHTPaMH
(otmeneHusiMu) oOIIeH BpaueOHON (CEeMEWHOMN) MPAKTHKH), PACTIONOKEHHBIMH B CEIIbCKUX HACEICHHBIX
IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHblE OpPraHU3allUd, IpU pealu3aluu JEKapCTBEHHBIX
IpernapaToB TpeOOBaHMN K MPUMEHEHUIO II€H, YPOBEHb KOTOPBIX HE JOJDKEH IMPEBBIIATh CYMMY
(aKTHYECKON OTIYCKHON LEHBI, YCTAaHOBJICHHON IPOM3BOAMTENIEM JIEKAPCTBEHHBIX MpPENapaToB, H
KOTOpbIE€ HE MPEBBIIIAIOT 3apErHCTPUPOBAHHBIX MPENEIbHBIX OTHYCKHBIX LI€H, U Pa3MepoOB OMNTOBBIX
Ha/J10aBOK W (WJIM) Pa3MepOB PO3HUYHBIX HAA0AaBOK, HE NPEBBIIIAIOIINX COOTBETCTBEHHO pa3MepoOB
Mpe/ieJIbHBIX ONTOBBIX HAa/I0aBOK U (MJIM) pa3MepoB MPEAEIbHBIX POSHUYHBIX HAJI0aBOK, YCTaHOBJIEHHBIX
B cyOBekTe Poccuiickoii denepanni.

3. Opranuzanusi ¥ OCYILECTBICHHE PErMOHAIBHOIO TOCYAapCTBEHHOrO0 KOHTpoJs (Haa3opa) 3a
IIPUMEHEHHUEM 1IEH Ha JIEKAPCTBEHHBIE NIPENapaThl, BKJIOYEHHbIE B [IEPEUEHb )KM3HEHHO HEOOXOAUMBIX U
BOXHEHIINX JIEKAPCTBEHHBIX IpenaparoB, perynaupyrorcsa Oenepanbabsiv 3akoHoM ot 31 urons 2020 roga
N 248-®3 "O rocynapCTBEHHOM KOHTpoOJe (HaaA30pe) M MYHUIMMIAILHOM KOHTpoje B Poccuiickoi
denepanun.

4. IlonoxxeHue 0 PerMOHaJIBLHOM T'OCYJAapCTBEHHOM KOHTpOJ€ (Haa30pe) 3a NPUMEHEHHEM LIEH Ha
JIEKapCTBEHHbIE TMpEnaparbl, BKIIOUYEHHbIE B TMEPEYCHb JKU3HEHHO HEOOXOAMMBIX W BaKHEUIIUX
JIEKapCTBEHHBIX IPENaparoB, YTBEP)KJAETCSl BBICIIUM HCIOJHUTEIBHBIM OPraHOM TOCYAAapCTBEHHOU
BiacTtu cyowrekra Poccuiickoii deneparuu.

Crarbs 9.4. @enepajibHblii IOCYIaPCTBEHHbIH JHIEH3MOHHBIH KOHTPOJIb JAeATeJbHOCTH 110
NMPOM3BOACTBY JIEKAPCTBEHHBIX CPEACTB
(BBenena ®OenepanbHbiM 3ak0HOM OT 11.06.2021 N 170-D3)

1. @enepasbHBII rOCYAAPCTBEHHBIM JIMIICH3UOHHBIM KOHTPOJb JAEATENBHOCTH IO IPOU3BOACTBY
JICKApCTBEHHBIX CPEJICTB OCYIIECTBISIETCS (DeepalbHBIMH OpraHaMH HCIIOJHUTEIBHONH —BIACTH,
ynosHoMoueHHbIMHU [IpaBurensctBoM Poccniickoit denepanuu.

2. @enepalbHbI TOCYAAPCTBEHHBIM JUIIEH3UOHHBIN KOHTPOJb JEATEIbHOCTH MO IHPOU3BOACTBY
JIEKapCTBEHHBIX CPEACTB OCYILECTBISIETCS B COOTBETCTBUH ¢ DenepanbHbIM 3akoHOM OT 4 mast 2011 roga
N 99-®3 "O nuneH3upOBaHUH OT/EIBHBIX BUIOB AesaTenbHOCTH" 1 DenepanbHbIM 3aKOHOM OT 31 uronst
2020 roma N 248-®@3 "O rocyaapcCTBEHHOM KOHTpoje (HaI30pe) M MYHHUIMIAIbHOM KOHTpOJE B
Poccuiickoit ®enepannu". B pamkax ¢denepanbHOr0 rocyJapCTBEHHOTO JUIIEH3MOHHOTO KOHTPOJIS
JEATEIBHOCTH 110 IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB IUIAHOBBIE KOHTPOJIbHBIE (HAI30pPHBIC)
MEpPOIPUATHST HE MPOBOJATCS, NMPU 3TOM MPOBOAUTCA NEPUOAMYECKOE MOJATBEP)KIEHUE COOTBETCTBUS
JIMIIEH3UATOB JINLEH3UOHHBIM TpeOOBaHUAM B COOTBETCTBUU ¢ PenepanbHbIM 3akoHOM OT 4 mas 2011
rona N 99-®3 "O nuneH3upoBaHUN OTACIBHBIX BUOB JACSITEIHHOCTH" .

I'naBa 5. PABPABOTKA, JOKJIMHUYECKHUE UCCJIEAJOBAHUA
JIEKAPCTBEHHBIX CPEJICTB, A TAKKE KIMHUYECKHUE NCCJIEJOBAHUA
JIJEKAPCTBEHHBIX IIPEITAPATOB IS BETEPUHAPHOI'O IIPUMEHEHMUS

Crarbs 10. Pa3zpadoTka 1eKapcTBEHHbIX CPEICTB

1. Pa3paboTka JIeKapCTBEHHBIX CPEJCTB BKJIIOYACT B €e0s TMOMCK HOBBIX (HapMaKOJIOTUUECKH
aKTUBHBIX BEIIECTB, [OCJIEAYIOIIEE H3YYEHHE MX JIEKapCTBEHHBIX CBOMCTB, JOKIMHUYECKHE
UCCIIeIOBaHMs, pa3pabOTKy TEXHOJIOTUH MPOU3BOJACTBA (apMalleBTUUYECKUX CYOCTaHLUN, pa3pabdOTKy
COCTaBOB M TEXHOJIOTUI MPOU3BOCTBA JIEKAPCTBEHHBIX NIPENAPaTOB.

2. ®uHaHcoBOE oOecrneueHne pa3paboTKH JEKapCTBEHHBIX CPEJICTB OCYIIECTBISETCS 3a CUeT:

1) cpencTB denepanibHOrO OOIKETA;

2) cpeacTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpencTB  IPOU3BOAUTENEHW  JIEKAPCTBEHHBIX  CPEACTB  IIPU  BBIIOJHEHWM  HAy4dHO-
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HCCIIEIOBATENILCKUX PAa0OT MO JIOTOBOPY MEXKAY pPa3paOOTUYMKOM JIEKAPCTBEHHBIX CPEIACTB H
MIPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPENICTB;

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

3. IIpaBa pa3zpaboTurKa J€KapCTBEHHOI'O CPEJICTBA OXPAHSIOTCS IPaskKIaHCKUM 3aKOHOAATEIbCTBOM.

Crarba 11. JloxkJanHUYecKOe HMCCIEI0BAHUE JIEKAPCTBEHHOI0 CPeaCTBAa IJIsi MeJULMHCKOIO
NpUMEeHEeHUs

1. JIOKIMHUYECKOE HCCIeIOBaHUE JICKAPCTBEHHOTO CPEACTBA JJIS MEAMIIMHCKOTO NpPUMEHEHHUS
IIPOBOJUTCS. IIyT€M IPUMEHEHUS HAay4yHbIX METOJOB OLICHOK B LEISIX IOJIY4EHHUS J10Ka3aTelbCTB
0e30macHOCTH, KauecTBa 1 3((PEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

2. JloximHUYECKOE HCCIe0BaHUE JIEKAPCTBEHHOIO CPENCTBA Ui MEJUIMHCKOIO ITPUMEHEHMs
MPOBOJUTCS B COOTBETCTBUHM C TPABWIIAMHU HaJUICKallel J1a0opaTOpHOM MPAKTUKU, YTBEPKIECHHBIMHU
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCIIOJHUTENIBHON BIACTH.

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

3. Jlns opraHu3aiuy ¥ MpOBEACHUS JOKIMHIUYECKOTO UCCIIE0BAHUS JIEKAPCTBEHHOIO CPeACTBa IS
MCIUIIUHCKOI0O HNPHUMCHCHUSA pa3pa6OT‘II/IKI/I JICKApPCTBCHHBIX CPCACTB MOI'yT IPHUBJICKATb HAYYHO-
HCCIIeIOBAaTEIbCKUE OpraHu3aluy, 0O0pa3oBaTeIbHbIE OPraHU3alMM BBICIIErO OOpa30BaHUs, UMEIOIUE
HGO6XOZ[I/IMYIO MaTCprUAJIbHO-TCXHUYCCKYIO 6a3y u KBaJII/I(bI/ILII/IpOBaHHI)IX CIICHUAJIMCTOB B
COOTBETCTBYIOLIEH 007aCTH UCCIIeI0BaHMUS.

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

4. JIOKIMHUYECKOE HCCIIE0BAaHHE JIEKAPCTBEHHOTO CPEACTBA Ul MEIULMHCKOIO IMPUMEHEHHS
MPOBOJUTCS TIO YTBEPKACHHOMY pPa3pabOTUYMKOM JIEKAPCTBEHHOTO CpPEICTBA IUIAHYy C BEACHUEM
IIPOTOKOJIa 3TOI'0 HCCIIEAOBAHMS M COCTABJICHMEM OTYE€Ta, B KOTOPOM COJEpKaTcs pe3yJbTaTbl 3TOr0
UCCIICIOBAHHUSI W 3aKJIIOYEHHE O BO3MOXXHOCTH TPOBEIACHHUSA  KIMHHUYECKOTO  HCCIIEAOBAaHUS
JIEKapCTBEHHOT'0 Mpenapara sl MEIULMHCKOTO IPUMEHEHUS.

5. I[IpoBenenue npoBepoK COONIOACHUS NTPaBUII HaUIeKallel 1abopaTOPHON MPAKTUKU U PABOBBIX
HOPM HCIIOJIb30BaHUS >KMBOTHBIX HPHU MNPOBEIEHUHM JOKIMHUYECKUX HCCIEOBAHUN JIEKapCTBEHHBIX
CpCACTB AJid MCAUIHWHCKOrO IMPHUMCHCHUS OCYLICCTBIIACTCA YIOJHOMOYCHHBIM (i)eﬂepaHI)HI)IM OopraHomM
UCTIOJHUTENIbHOM BIAcTH.

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

6. Pe3ynbraThl JOKJIMHUYECKOTO HCCIEIOBaHMS JIEKAPCTBEHHOTO CPEACTBA U MEIUIIMHCKOIO
MIPUMEHEHUSI MOTYT OBbITh IpPEICTaBICHbl B YIOJIHOMOYEHHBIN (enepanbHblii opraH MCHOIHUTEIbHOU
BJIACTH B YCTAHOBJIGHHOM IOPSIJIKE B LEJISX FOCYJapCTBEHHON pErucTpaliy JeKapCTBEHHOTO Mpernapara.

Crarpa 12. JloxkiuHH4YeCKOe HCCIEAOBAHUE JEKAPCTBEHHOr0 CPEACTBA M KJIMHHYECKOe
HCCJIeI0BaAHNE JIEKAPCTBEHHOT0 Npenapara /it BeTePUHAPHOI0 NPUMeHEeHUs

1. JloknuHMYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOI'O CPEACTBA Il BETEPUHAPHOTO IPUMEHEHUs
IIPOBOAMTCS IyTEM IPUMEHEHHMS HAYYHBIX METOJOB OLICHOK B LEJISAX IOJIYYEHHUs JOKa3aTelIbCTB
0€30MMacHOCTH, KauecTBa U 3PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA, B TOM YHCJE ONpeAeTeHUs CpOKa
€ro BBIBEJICHUS U3 OpraHM3Ma JKMBOTHOTO, B LIEJSAX oOecredeHus: 0€30MacHOCTH MPOIYKIUU KUBOTHOTO
MIPOUCXOXACHUS MTOCIe TPUMEHEHHUS COOTBETCTBYIOIIETO JEKapCTBEHHOTO Tperapara.

2. JIOKJIMHHUYECKOE HCCIEN0BAHUE JIEKAPCTBEHHOTO CPEACTBA M KJIMHMYECKOE MCCIIEJOBaHUE
JIEKapCTBEHHOI'0 Tpemnapara Uis BETEpUHAPHOIO MPUMEHEHMs, HCCle0BaHWE OMO3KBUBAJIEHTHOCTH
YKa3aHHOT'O JIEKapCTBEHHOTO IperapaTa MPOBOJIATCA B COOTBETCTBMM C IPABWJIAMH, YTBEP)KIECHHBIMU
YIOJTHOMOYEHHBIM (e/IepalbHbIM OPTaHOM MCTIOTHUTEIbHON BIACTH.

3. JIOKJIIMHUYECKOE HCCIIEI0BAaHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHHMUYECKOE MCCIEN0BaHUE
JIEKapCTBEHHOI'O IMIpernapara JUisli BETEPUHAPHOIO TNPUMEHEHHUS NPOBOAATCA IO YTBEPKICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEACTBA IUIAHY C BEJIEHHEM MPOTOKOJIOB 3THUX HCCIEJI0BaHUNA U
COCTaBJICHHEM OTYETOB, B KOTOPBIX CO/EPKATCA PE3YAbTAThl ATUX UCCIIEJOBAHUA.

4. Jlns opraHu3aluy U MPOBENEHUS TOKIMHUYECKOIO MCCIIEN0BAaHUS JIEKAPCTBEHHOIO CPEACTBA U
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KIIMHUYECKOT'O UCCIIEI0OBaHMS JIEKAPCTBEHHOTO Mperapara sl BETEPUHAPHOTO IPUMEHEHUS pa3padoTUuK
JIEKapCTBEHHOTO CPEJCTBa MOXET HPUBJIEKATh OPraHU3aAIM{, MMEIOINE HEOOXOIUMYI0 MaTepHalbHO-
TEXHUYECKYIO 0a3y U KBaJHU(HUIIMPOBAHHBIX CIIEIIHATIMCTOB B COOTBETCTBYIOIIECH 00JIACTH UCCIICIOBAHUS.

5. KnmHuueckue HCCIenoBaHUs JIEKApPCTBEHHBIX IPENapaToB Uil BETEPUHAPHOTO HMPUMEHEHHS
MPOBOJATCS B BETCPUHAPHBIX OpraHM3alMAX M B OPraHU3alMiX, OCYIICCTBISIOMINX pa3BeICHHUE,
BBIPAILIIMBAHUE U COJICPKAHUE KUBOTHBIX, B [EIIAX:

1) ycTaHOBIIEHUS TIEPEHOCUMOCTH JIEKAPCTBEHHBIX MPENapaToB 3J0POBBIMH KHUBOTHBIMHU;

2) monmbopa ONTHMAIBHBIX JO3UPOBOK JICKAPCTBEHHBIX IIPEMapaTroB W Kypca JICUCHHS Ha
KOHKPETHOM TPyYIITE >KUBOTHBIX C ONPE/ICICHHBIM 3a00JI€BaHNEM;

3) ycraHoBieHus 0e30MacHOCTH U 3G GEKTUBHOCTH JIEKaPCTBEHHOTO ITperapara, mpeIHa3sHaYeHHOTO
IUISL JICYEHUS OTNPEeCTICHHBIX 3a00JIeBaHUI KUBOTHBIX, HIH 3((EKTUBHOCTH JEKApCTBEHHOTO Mpenapara
111 TPOGMIIAKTHKH 3200JICBaHNH 3/10pPOBBIX KUBOTHBIX;

4) wm3ydeHHs] BO3MOXKHOCTEH pacUIMpeHHs] IOKa3aHHWH K MPUMEHEHHIO 3aperUCTPHUPOBAHHOTO
JIEKapCTBEHHOTO IIpenapara 1 BhISABICHUS paHee HEU3BECTHBIX MOOOYHBIX JICHCTBHM.

6. Knmuudeckoe wuccieqoBaHue JEKApCTBEHHOTO Ipemnapara i BETEPUHAPHOTO MHPUMEHEHUS
OCYIIECTBIISICTCS 3@ CYET CPENICTB Pa3pabOTUHKA JIGKAPCTBEHHOTO CPE/ICTBA.

7. Otdersl O pe3ynbTaTax JOKIMHHUYECKOTO MCCIIE[OBAHUS JICKAPCTBEHHOTO CpEACTBA U
KJIMHUYECKOTO  HCCIICJIOBAaHUSl  JICKAPCTBEHHOTO Ipenapara Ui BETEPUHAPHOTO  MPUMEHEHUS
COCTaBJIIIOTCSL  Pa3pabOTUYMKOM JIEKAPCTBEHHOTO CPEACTBA C YYETOM 3aKIIOYEHWH OpraHu3aIui,
NPUHUMABIINX y4acTHE B OPraHU3aMH U TPOBEICHUN TUX MCCIICIOBAHHH.

8. KouTtpomp 3a mnpoBeneHHMEM IOKIMHHUYECKUX WCCIEIOBAHUHA JIEKAPCTBEHHBIX CPEACTB U
KJIMHUYECKUX  HCCIICJOBAHMN  JICKAPCTBEHHBIX IPENapaToB Uil BETEPUHAPHOTO  MPUMEHEHHS
OCYIIECTBIISIETCS YIIOJHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCTIOTHUTEIIBHOM BIACTH.

I'1aBa 6. OCYIIECTBJIEHUE T'OCYJAPCTBEHHOM PETUCTPAILIMNA
JIEKAPCTBEHHBIX ITPEITAPATOB

Cratbs 13. 'ocynapcrBeHHast perucrpanus JeKapCTBEeHHbIX Npenaparos
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantllntoc: npumeuanue.

I[OHYCKaeTCSI IMPUMCHCHHUEC B MCIHUIMWHCKHUX LCIAX HE 3apCruCTpUpOBAHHBIX B PO JICKAPCTBCHHBIX
MpenapaToB, COAepKAIIUX HAPKOTHUECKHUE CPEICTBA WM NICUXOTPOIHBIC BEIIECTBA, BBE3EHHBIX B PD
B COOTBETCTBUU C 4. 3.1 cT. 47 nanHoro gokymenta (1. 8 ct. 3 @3 ot 27.12.2019 N 475-03).

1. B Poccuiickoit denepanuu I0MyCKarOTCsl MPOU3BOACTBO, U3TOTOBIICHUE, XPaHEHUE, NIEPEBO3KA,
BBO3 B Poccuiickyro ®enepanuro, BeiB03 U3 Poccuiickonn Pepepannu, pekiiama, OTIYCK, pealn3alusd,
repeaada, NPUMEHEHUE, YHUYTOXKEHUE JIEKapCTBEHHBIX IIPENapaTroB, €CIA OHHM 3aperuCTPUPOBAHBI
COOTBETCTBYIOLIUM YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTraHOM HCIIOJHUTENIBHOM BIacTH.

(uactb 1 B pen. denepanproro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapCTBEHHOM perucTpanuy Moiexar:

1) Bce JnekapCTBEHHBIE TMperapaThl, BIIEPBBIE MOJJSKAIINE BBONY B oOpamenne B Poccuiickoii
denepauny;

2) nexkapcTBEHHbIE TIpemnapaThl, 3apeTUCTPUPOBAHHBIE paHEE, HO IPOU3BEACHHbIE B JIPYTUX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBUHU C NMEPEYHEM HAWMEHOBAaHUI JIEKapCTBEHHBIX (OpPM, B HOBOH
JIO3UPOBKE MPH J10KA3aTENbCTBE €€ KIMHUYECKON 3HAYMMOCTH U 3()()EKTUBHOCTH;

3) HOBBbIE KOMOMHAIIMY 3aPETHCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPEnaparos.

3. I'ocynapcTBeHHas: perucTpanys JEKAPCTBEHHBIX IMPENapaToOB OCYIIECTBIISIETCS MO pe3yjbTaTaM
HKCHEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB, a TOCYAApCTBEHHAs peructpanus oppaHHBIX JIEKAPCTBEHHBIX
MpenapaToB OCYIIECTBISIETCS MO pe3yjbTaTaM JKCIEPTHU3bl JOKYMEHTOB, IIPEICTABICHHBIX JUIS
OIIpeZIeNIEHUs] BO3MOKHOCTH PaccMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar A1 MEAULHUHCKOIO IPUMEHEHUS
P OCYIIECTBIECHUH TOCYIapCTBEHHOW pEerucTpamud B KadecTBe OpQGaHHOTO JIEKapCTBEHHOTO
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Ipenapara, U 1o pe3yJbTaTaM dKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. TocynapcTBeHHas! perucTpalus JeKapCTBEHHOTO Mpernapara OCYIIeCTBISIETCS COOTBETCTBYIOIINUM
YIIOJIHOMOYEHHBIM (pe/iepabHbBIM OPraHOM HCIIOJIHUTENFHOW BJIACTH B CPOK, HE MPEBBIMIAIOIINAN CTa
miecTuecITH pabodux THEH cO JHS MPHUHATHS COOTBETCTBYIOLIErO 3asBIICHUS O TOCYAApCTBEHHOM
perucTpanmy JIEKapCTBEHHOrO Ipenapara. B yka3aHHBI CpPOK BKJIIOYAETCS BpeMs, HEOOXOOUMOE IS
MIOBTOPHOTO TPOBEJICHUS SKCIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA B COOTBETCTBUM CO cTaThed 25
Hactosuero denepanpHoro 3akoHa. Cpok rocy1apCcTBEHHOW PETrMCTpallMyU JIEKAPCTBEHHOI'O Iperapara
UCYHCISETCS CO [JHS TMPHUHATUS COOTBETCTBYIOUIMM YIIOJHOMOYEHHBIM (pellepaJbHbIM OpPraHoM
UCIIOJIHUTEJIBHOM ~ BJIACTH  COOTBETCTBYIOLEIO  3asBIECHHUA O TOCYAApCTBEHHOM  perucrpanuu
JIEKapCTBEHHOI'O Tperapara C MPWIOKEHUEM HEOOXOJUMBIX JIOKYMEHTOB IO JIeHb BBIJIA4H
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JICKAPCTBEHHOTO Ipernapara. Bpems, HeoOxo1umoe AJist HarpaBlieHHUs
YIOJHOMOYEHHBIM (efepaibHbM OPraHOM HCIIOJIHUTEIbHOM BJIACTH 3alpoca O MpeICTaBICHUU
HEOOXOMMBIX MaTepHAJIOB U MPECTABICHUS 3asSBUTENIEM OTBETA HA JAHHBIM 3alIPOC B COOTBETCTBHUU CO
cratbsiMu 16, 19 u 23 nacrosimero denepanbHOr0 3aKOHA, HE YYUTHIBACTCSA MPU HCUYHUCICHUU CPOKa
roCy/1apCTBEHHON PETUCTPaLlMU JIEKApCTBEHHOTO Ipernapara.

5. T'ocynapcTBeHHOI perucTpaiiy He MoIJIexKar:

Koncynprantllntoc: npumedanue.
C01.03.2023 B 1. 1 u. 5 cr. 13 BHOCATCs uzmenenus (O3 ot 30.12.2021 N 463-D3).

1) nexapcTBEHHbBIE Npenaparbl, M3TOTOBJICHHBIE AaNTEYHBIMU OpPraHU3alUsSIMHU, BETEPUHAPHBIMU
aNTCYHBIMH OPTAHU3AIMUSIMH, HHIUBUIYaTbHBIMU MPEANPUHAMATEIIIMA, KOTOPHIC UMCIOT JIMIICH3WIO Ha
(apmalleBTUUECKYIO JAESITENBbHOCTh, IO pelenTaM Ha JIeKapCTBEHHBbIC Mpernaparbl U TpeOOBaHUSM
MEIUIIMHCKUX OpraHU3aIuii, BETePUHAPHBIX OpTaHH3AIIHIA;

2) nekapcTBEHHBIE Mpernaparhl, IPUOOpeTeHHbIe GU3NYECKUMU JTUIAMH 3a TipeaenaMu Poccuiickoi
denepanyy ¥ NpeAHa3HAYCHHBIC IS IMYHOTO MCIOJIB30BAHNUS;

3) nexapcTBEHHbIE MIpenapaTsl, BBO3uMbIe B Poccuiickyto Denepannio aas OKa3aHUs MEIULIUHCKON
MTOMOIIH TI0 XKU3HCHHBIM MMOKA3aHMSIM KOHKPETHOTO TAIIMEHTa Ha OCHOBAHWH Pa3peUICHUS, BBIIAHHOTO
YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIHHON BIACTH;

4) nexapCTBEHHbBIE CpeICTBa, BBO3UMBbIe B Poccuiickyto denepainio Ha OCHOBAHMH BBIJAHHOTO
YIIOJTHOMOYEHHBIM (hefiepadbHBIM OPraHOM HCIIOJHUTEIBHON BJIACTH pa3pellieHHs] U MpeJHa3HAuYeHHBIC
IUIE TIPOBEICHUS KIMHUYECKUX WCCICOBAHUN JIEKAPCTBEHHBIX TpernapaToB W (WIH) TPOBEACHUS
OKCIIEPTU3bl  JIEKAPCTBEHHBIX  CPEACTB  JUISI  OCYIIECTBICHHMS TOCYAApCTBEHHOM  pEerucTpaiuu
JIeKapCTBEHHBIX NPENapaToB;

5) papmaneBTHYECKHE CyOCTaHINM;

6) paamodapmarieBTUYECKUE JIEKAPCTBEHHBIC MperapaThl, M3TOTOBJIEHHBIE HEMOCPEICTBEHHO B
MEIUIIMHCKUX OpPTaHH3aIUsaX B TMOPSAIKE, YCTAaHOBIEHHOM YIIOJHOMOYEHHBIM (elepalbHbIM OpraHOM
WCTIOJTHUTEIbHON BIIACTH;

7) nekapCTBEHHBIE MTpemapaThl, IPOU3BOJUMBIE ISl IKCIOPTA.

6. He nomyckaercsi rocyiapcTBeHHasi pETUCTPAIHS:

1) JexapCTBEHHBIX TMpemapaToB, OTIMYAIONIMXCA JPYr OT JApyra KayeCTBEHHBIM COCTaBOM
JCHCTBYIONUX BEIIECTB, O] OJJMHAKOBBIM TOPTOBEIM HAMMECHOBAHUEM;

2) OAHOTO JIEKapCTBEHHOTO Mpernapara, MPeACTaBICHHOTO Ha TOCYIapCTBEHHYIO PETHCTPAINI0 B
OTHOIIEHWH OJHOTO W TOTO JK€ Jep)KaTelsl WM BIaJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO TMpemapaTa B BHUAE JBYX U OoJiee JIEKAPCTBEHHBIX NpENapaTroB MOJ Pa3TMYHBIMU
TOPTrOBBIMA HAaUMCHOBAHUSIMH.

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

7. Tlo 3ampocy (B »neKTpoHHOW ¢GopMe WM Ha OyMaXHOM HOCHTENE) CyOBhekTa oOparieHus
JIEKapCTBEHHBIX  CPEJICTB  COOTBETCTBYIOIIMM  YIOJTHOMOYEHHBIM  (eJepalibHBIM  OpPraHOM
WCTIOJTHUTEIEHOW  BJIACTH, OCYHIECTBISIFOIIMM  TOCYAAPCTBEHHYIO PETHCTPAlMI0  JIEKAPCTBEHHBIX
MpernapaToB, B yCTAHOBICHHOM UM MOPSAIKE OCYIIECTBISIETCS HAYYHOE KOHCYJIBTUPOBAHUE 110 BOIIPOCaM,
CBSI3aHHBIM C  TPOBEJACHHWEM  JOKIMHHYECKUX  HCCIEOBaHWH, KIMHAYECKHX  HCCIICAOBAHHMA
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JICKapCTBEHHBIX TIPEnapaToB, SKCIEPTU3bl KAayecTBa JIEKAPCTBEHHBIX CPEIACTB, APPEKTUBHOCTH U
0€30IIaCHOCTH, C OCYILECTBJIEHHEM TOCYIapCTBEHHOW pETUCTpalMM JIEKapCTBEHHBIX IIpenapaToB.
KoHcynbTupoBaHue OCYIIECTBIISCTCS C MpHUBICYEHUEM (heepanbHbIX TOCYAAPCTBEHHBIX OFOJIKETHBIX
YUPEXKACHUH, IOABEJOMCTBEHHbIX IAHHOMY (eaepanbHOMY OpraHy HCIOJHUTEIBHOW BJIAcCTH M HE
Y4acTBYIOIIMX B OpPraHU3allMM INPOBEICHUS OJKCIEPTHU3bl KAYECTBA JICKAPCTBEHHBIX CPEACTB B LEIAX
OCYILIECTBIEHUSI MX TIOCYJAapCTBEHHOM pErucTpalud B COOTBETCTBHHM CO cTarbed 16 Hacrosmiero
denepanbHOTO 3aKOHA, B BUJIE OTBETA B MHCbMEHHOW (hOpME YHOIHOMOYEHHOTO (eiepaIbHOro opraHa
UCIIOJIHUTEJIBHOM BJIACTH Ha 3ampoc. Pasmep B3uMaeMoW ¢ 3asfBHUTENs ILIAThl OINPEAEIAETCS B
COOTBETCTBUM C 3aKOHOJaTenbcTBOM Poccuiickoii @Denepauuu 00 oOpraHus3alMy IperOoCTaBIICHUS
rOCYJapCTBEHHbIX M MYyHHULUUMNAIbHBIX yciayr. WHpopmanus 00 OCyHIECTBIEHHH HAy4HOTO
KOHCYJIbTUPOBAHHsI, B TOM YHWCIIE CTaTbd, 0030pbI, CIIPaBOYHBIE MaTepHajibl W WHas uHpopmarus o0
OCYILLECTBJICHUH HAyYHOI'O0 KOHCYJIbTUPOBAHHUS, Pa3MeIIaeTCsl Ha O(PULIMATBHOM CaliTe YIIOJIHOMOYEHHOTO
(denepanbHOro opraHa WCIOTHHUTEIbHOW BiIacTh B cetu "MHTepHET" ¢ COOMIOACHHEM OTpaHUYCHUN,
YCTQHOBJICHHBIX  3aKOHOJATEIBCTBOM O  IE€PCOHAIBHBIX  JIaHHBIX, KOMMeEpYeckol u  (uin)
roCyZapCTBEHHOM TaliHe.

8. T'ocynmapcTBeHHast perucrpanys JIEKapCTBEHHBIX IPENaparoB, KOTOpPbIE NpPEIHA3HAYECHbI UL
IIPUMEHEHHsI B  YCJIOBHUAX BOCHHBIX JCWCTBUH, 4YPE3BBIYAMHBIX CHTyalud, MPERyNpPExRICHUSA
Ype3BbIUAHBIX CUTYalMH, NPOPUIAKTUKU U JIeYeHUs 3a00JeBaHUM, MPEICTABISIONIUX ONACHOCTb JJIS
OKpY’KAIOILKX, 3a00J1€BaHUI U MMOPAaKEHUH, MMOIYYEHHBIX B pE3yJbTaTe BO3ACHCTBUS HEOIAronpusTHBIX
XUMHUYECKHUX, OMOJOIMYECKUX, pPaJUallMOHHBIX (AKTOPOB, U KOTOpbIE pa3pabOTaHbl B TOM 4YHCIE IO
3aJaHui0 (heZiepalIbHBIX OpPTaHOB HCIIOJHUTENIFHONW BIIACTH, YIMOJHOMOYEHHBIX B 001acTH 0OOpPOHBI
CTpaHbl U 0E€30MaCHOCTH T'OCYJAapCTBa, a TAKXKE JICKAPCTBEHHBIX CPEJICTB B cliyyae UX JIe(PEKTypbl WIH
pUCKa BO3HHMKHOBEHHUs Je(PEKTypbl B CBSI3M C BBeAeHHEM B oTHouieHuu Poccuiickoit Dexpepanun
OTPAHUUYUTEIIBHBIX MEp SKOHOMHYECKOIO XapaKTepa OCYLIECTBIISIETCS B IOPSAKE, YCTAHOBICHHOM
[IpaBurensctBoM Pocculickoit denepanun.

(B pen. Denepanbbix 3akoHOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Crarbs 14. IIppHIMIIBI YIKCIEPTH3BI JICKAPCTBEHHBIX CPEICTB
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DkcnepTu3a JEKapCTBEHHBIX CPEACTB OCHOBBIBAETCS HA MPUHIIMIAX 3aKOHHOCTH, COOJO/IEHUS
mpaB U cBOOOJ dYeNoBeKa M TpaKAaHWHA, TMPaB IOPUAWYECKOTO JHIA, HE3aBHUCUMOCTH JKCIIEpTa,
O00OBEKTUBHOCTH, BCECTOPOHHOCTH ¢ TIOJHOTHI HCCJIEIOBAHHUM, TMPOBOJAMMBIX C HCIOJIb30BAaHUEM
COBPEMEHHBIX JOCTHKEHHH HAayKd U TEXHUKHU, OTBETCTBEHHOCTH (JeIepallbHOTO TOCYIapCTBEHHOTO
OIO/KETHOTO YUYPEXKJICHHUSI O TIPOBEICHUIO HKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB M OKCIEPTOB 3a
MPOBEACHUE U KAYECTBO IKCIEPTU3HI.

2. DKcnepTr3a JIEKapCTBEHHBIX MTPENapaToB sl MEAUIIMHCKOT'O MPUMEHEHUSI BKITIOUAET B CeOs:

1) skcmepTH3y MOKYMEHTOB, NPEICTABICHHBIX ISl OMpeNeleHHs] BO3MOXKHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIA TIpenapar Il MEAUIIMHCKOTO TMPUMEHEHHUsI MPU OCYIIECTBICHUU TOCYAapCTBEHHOU
perucTpanuu B kKauecTBe ophaHHOro JIEKapCTBEHHOTO MIpenapara;

2) BKCMEPTU3Y MPEIOKEHHBIX METO0B KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOTO CPEACTBA M KauyecTBa
MIPEJICTABICHHBIX O00pa3loB JIEKAPCTBEHHOTO CpPEICTBA C HCIOJNB30BAaHMEM 3TUX METOAOB (danee -
IKCTIePTH3a KauyeCcTBa JIEKAPCTBEHHOTO CPEJICTBA);

3) oKcnepTu3ly OTHOILIEHUS OKHMJIAeMOM TMOJb3bl K BO3MOXXHOMY PHUCKY INPUMEHEHHS
JIEKapCTBEHHOTO Mperapara;

4) sKCIepTU3y PEruCTPALMOHHOIO J0ChE€ Ha JIEKapCTBEHHBIM IpenapaT B ILENSIX ONPEACTICHUS
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MTPEMApaTOB ISl MEAUITMHCKOTO TPUMEHEHHS.

(. 4 BBennen denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. DkcmepTr3a JEKapCTBEHHBIX MPENapaToB Il BETEPUHAPHOTO NMPUMEHEHHsI BKIIIOYAeT B ceOs
JKCNEPTU3y KauecTBa JIEKAPCTBEHHOTO CPEJICTBA M SKCHEPTH3y OTHOIICHHS OKUJIAEMOM TMOJIb3bl K
BO3MOKHOMY PHUCKY MMPUMEHEHHUsI JIEKApCTBEHHOTO TIperapara.
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Crarbs 15. ®epepaqbHoOe TrocyAapcTBeHHOe OIOJKeTHOE YYpeKIeHHe MO0 IPOBeICHHIO
IKCNEPTHU3bI JIECKAPCTBEHHBIX CPE/ICTB

DKcnepTusa JIGKapCTBEHHBIX CPEACTB MPOBOAUTCS (eiepalibHbIM TOCYAapCTBEHHBIM OOIKETHBIM
YUPEXKICHUEM COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (heIepaabHOr0 OpraHa MCIOJHUTEILHON BIIACTH,
CO3/IaHHBIM 7 00ecredYeHUs] MCIONHEHUS IOJIHOMOYUN 3TOro (eaepaabHOr0 Opra€Ha IO Bblaue
paspellieHuil Ha IMPOBEAECHUE KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IIpernapaToB W (WIK) IO
roCy/1apCTBEHHON PETUCTPALIMU JIEKApCTBEHHBIX MPEnaparoB (J1ajee - SKCIEePTHOE YUPEKICHHE).

Crarbsa 16. Opranusanusi NpoBeJeHUsI IKCIEPTU3bI JTeKAPCTBEHHbIX CPEICTB
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DOkcnepru3a JIEKapCTBEHHBIX CPEACTB IPOBOAUTCS KOMHUCCUEH OSKCIEPTOB HSKCIIEPTHOIO
YUPEXKACHUS, HA3HAUEHHON €ero pyKOBOJIWTENEM, Ha OCHOBAaHMM 3aJlaHMsl Ha IPOBEIEHUE 3KCIEPTU3bI
JICKApCTBCHHOT'O CpCACTBA, BBIJAHHOI'O YIIOJHOMOYCHHBIM q)e;[epaanHM OopraHomMm HWCIOTHUTEIbHOMN
BJAcTU. PyKoBOIUTENIh 3KCIIEPTHOTO YUpeKAeHUs 0OecreunBaeT HajJIexalllee IpoBeIeHUE SKCIEePTU3bI
JICKApCTBCHHBIX CPCACTB B COOTBCTCTBUM C 3aJaHHUECM, BbIJAHHBLIM YIIOJITHOMOYCHHBIM q)eﬂepaJII)HI)IM
OpPraHoOM MCIIOJHUTEIbHOMN BJIACTH, U OPraHU3YeT MOATOTOBKY CBOJHOIO 3aKJIFOUEHMs 3TOM KoMmuccuu. B
COCTaB 3TOM KOMHUCCHHM IO PEIICHUIO PYKOBOJIUTEINS IKCIEPTHOTO YUPEKIEHUS MOTYT ObITh BKJIIOUEHBI B
Ka4yecTBE KCIIEPTOB JIMIIA, HE paboTaroIue B JAHHOM IKCIEPTHOM YUPEKACHUH, €CJIU UX CIEeIHaIbHbIe
3HaHUA H€O6XOIII/IMI)I A1 OPOBCACHUA DOKCICPTHU3bI W TAKUC OSKCIICPThI OTCYTCTBYIOT B HJAaHHOM
HKCHEPTHOM YUPEKICHUH.

2. DKCIepTOM MO TMPOBEACHHUIO IKCIEPTU3Bl JICKAPCTBEHHBIX CPEACTB SIBJISETCS aTTECTOBAHHBIN
pabOTHUK 3KCIEPTHOIO YUPEXKICHHs, KOTOpBIH HMEET BbICIIEE MEIULUHCKOE, (apMaleBTUYECKOE,
OMOJIOTHYECKOE, BETEPUHAPHOE HJIM XUMHUECKOE 00pa30BaHKUE U MPOBOAUT IKCIEPTU3Y JIEKAPCTBEHHBIX
CPEZACTB B MOPSIIKE UCIIOIHEHUS CBOMX JIOJPKHOCTHBIX 00sI3aHHOCTEH (Jjaiee - SKCIepT).

3. HpI/I MPOBCACHUH SKCIICPTU3LI JICKAPCTBCHHBLIX CPEACTB SKCIICPT HC MOKET HAXOAUTHCA B KaKoM-
7100 3aBUCUMOCTH OT JIMIIA, Ha3HAYMBIIETO 3Ty HKCHEPTH3Y, pa3paboTyMKa JIEKAPCTBEHHOTO CPE/ICTBa
WM APYTUX 3aMHTCPECOBAHHBIX B PE3YyJIbTaTaXx OKCICPTU3BI JIUII.

4. Tlpu npoBelEeHUM SKCHEPTU3bl JEKApCTBEHHBIX CPEACTB HE JOIyCKAaeTcss HCTpeOoBaTh Y
3asiBUTENIS JTHOO WMHBIX JIuL MaTcpuallbl, H€06XOZ[I/IMI>IC AJid MPOBEACHHUA OKCIICPTU3LI. B cirydac
HEJO0CTaTOYHOCTU IPEACTABICHHBIX JKCIEPTY MaTepUaoB JUIsl Jadd 3aKJIIOUYEHUS DKCIEPT CTAaBUT
BOIPOC O INPEACTABICHHH €My HEOOXOAMMBIX MAaTepHajoB Iepel PYKOBOIAUTEIEM HKCIEPTHOIO
YUpEXIE€HUS, KOTOPBIH 00paIaeTcsi ¢ COOTBETCTBYIOIIMM 3allPOCOM B YIIOJIHOMOUYEHHBIN (enepaabHbIi
opra” HUCIIOTHUTETbHON BJIaCTH, BBII[&BHH/II\/'I 3alaHUC Ha IMPOBCACHUEC ISKCICPTU3BI JICKAPCTBECHHOI'O
cpeAcTBa. YKa3aHHbIN (heaepanbHbIi OpraH MCIOJHUTEIBHON BIACTHU B TEUEHUE IATH pabOYMX JHEH co
IHSI TIOCTYIUIEHUS 3alpoca PYKOBOAUTEIS DKCIIEPTHOIO YUPEXKIECHUS HAIPABISET 3asABUTEII0 3alpoc O
IPEJCTaBICHUN HEOOXOAUMBIX MaTepuajoB. JlaHHBINA 3alpoc MOXKET OBbITh IMepe/iaH YIMOJTHOMOUYEHHOMY
MNPpEACTABUTCIIIO 3aABUTCIIA JIMYHO ITOA PACIIMCKY, HAIIPABJICH I10 IMMOYTC 3aKa3HBIM IMMCbMOM HJIM NICPEAaH
B 2JIEKTPOHHOM (hopMe MO TEeJIeKOMMYHUKALIMOHHBIM KaHajlaM CBsi3U. B cilyuae HampaBieHus JTaHHOTO
3arpoca 1Mo mo4ure 3aKa3HbIM IMMCbMOM OH CUHUTACTCA ITOJYUCHHBIM IO MCTCUYCHHUU HICCTU }IHeﬁ C JaThbl
HaIPaBJICHUS 3aKa3HOIO MMHAChMa.

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

4.1. 3asBuTenb 00s3aH NMPEACTaBUTh OTBET HA 3alpoC YIMOJIHOMOYEHHOTro (hefepalbHOrO opraHa
HWCIIOTHUTETbHON BJIACTH B CpOK, HE HpeBBIHIaIOH_[I/Iﬁ JCEBSHOCTA pa60q1/1x HHeﬁ CO JTHA €TI0 IOJTYy4YCHHUH.
YTOIHOMOYEHHBINH (e/iepaibHblil OpraH MCHOJIHUTENBHOW BJIACTH, BBIAABIINM 33JaHuEe HA MpPOBEIEHUE
OKCIEPTU3BI JICKAPCTBCHHOI'0 CpCIACTBA, B TCUCHUC IIATU pa60q1/1x I{Heﬁ CO IHA IMOCTYIUICHHA OT
3asiBUTENl OTBETAa Ha JAHHBIM 3allpoC HANPAaBISAET TAKOW OTBET B DKCIEPTHOE ydpexaeHue. B ciydae
HCMIPCACTABJICHUA II0 HCTCUCHUN OCBAHOCTA pa60q1/1x }IHeﬁ 3as4BUTCJIIEM OTBETA Ha )IaHHI)IfI 3arpoc
YIIOJIHOMOYEHHBIN (e/iepaibHbIil OpraH HCIOJHUTEIbHON BIIACTH, BBIAABIIUI 3a/laHME Ha NPOBEJCHUE
OKCIICPTU3BI JICKAPCTBCHHOI'0O CPEACTBA, B TCUCHUC IIATHU pa60q1/1x I{Heﬁ HampaBJIACT B OKCIICPTHOC
YUPEXKJIEHUE YBEIOMIICHHE O HENPEJCTABICHUU 3asBUTEIIEM OTBETa Ha 3allpoC YKa3aHHOIO OpraHa.
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Bpemst co mHS HampaBieHHs 3ampoca 3KCIEPTHOTO YUPEKICHHS B YIOJHOMOYEHHBIH (heaepanbHbIN
OpraH MCIOJHUTEIBLHOW BJIACTU IO JHS IMOJIyYEHHUs DKCIEPTHBIM YUYPEKICHHEM OTBETa Ha 3alpoc MU
YBEIOMIJIEHHMSI O HEINPEACTAaBICHUM OTBETa Ha 3alpoC HE YUYUTHIBAETCA IPU HCUYHUCIECHUU CpPOKa
IIPOBEJIEHUS KCIEPTU3BI JIEKAPCTBEHHOT'O CPENCTBA.

(uactsb 4.1 BBeneHa @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-®3)

4.2. Ecan B cocTaBe perucTpallMOHHOIO JOCHE HA JIEKApCTBEHHBIN IIpenapar I MEIULUHCKOIO
IIPUMEHEHUSI COJAEPXKUTCA IIpenycMoTpeHHas crarbed 18, uacteio 1.1 crarbum 30 u cratbeit 34
Hacrosimero dexepalbHOrO 3aKOHa KONMS PELICHHs] YINOJHOMOYEHHOro (efepaJlbHOro Oprasa
HCIOJIHUTEJIBHON BJIACTU O MPOBEACHUM WHCIEKTUPOBAHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB,
JKCHEepPTy 10 O(OpMIIEHHS Ppe3yJbTaTOB SKCIEPTU3bI JIEKAPCTBEHHOIO CPEACTBA IPEIOCTaBISIETCS B
MOpSiIKE W Ha YCIOBHAX, KOTOpBIE NPEAyCMOTpeHBbl YacTsMH 4 u 4.3 HAcTOALIeH CTaTbu, KOMUS
3aKJIIOYEHHUS O COOTBETCTBUU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHMSM IPABUI
Ha/IJIeKaIIed TMPOU3BOJCTBEHHON MPAKTUKH, BBIJAHHOTO YHOJHOMOYEHHBIM (eepalbHbIM OpraHOM
UCIIOJIHUTEJILHOM BJIACTH.

(uactsb 4.2 BBeeHa PenepasbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.3. 3asgButenb 00s3aH MPEICTABUTH B YIOJHOMOUYEHHBIN (eliepanbHblil OpraH HCHOIHUTEIbHOM
BJIACTH KOIMIO 3aKJIIOYEHMS] O COOTBETCTBUM INPOMU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
IIpaBWJI HAJJIEKALIE NPOU3BOJACTBEHHON INPAKTUKM B CPOK, HE IIPEBBILAIONIMKM CTa BOCBMHUAECATU
pabounx AHEH cO AHS TOJYYEHHUS 3ampoca O €€ IMPEeIOCTABICHUHU. YTIOJTHOMOYCHHBIH (enepanbHbIi
OpraH HCIIOJIHUTEIBHOM BJIACTH, BBIJABIIMN 3aJaHUE HA IPOBEIEHUE SKCIEPTU3bl JIEKAPCTBEHHOTO
CpEICTBa, B TEUCHHE NATH pabouMx IHEM CO JHS MOCTYIUIEHHMs] OT 3asBUTENS] KOIUHU 3aKIIOUEHUS O
COOTBETCTBUM  INPOU3BOAMTENS  JICKAPCTBEHHBIX CPEJICTB TpeOOBaHMSM MpPaBUI  HaJylexallei
IIPOM3BOJICTBEHHOW MPAKTHUKH, HAMPABJISET €€ B AKCIEPTHOE yupexkieHue. B ciyuyae HempeacTaBieHUs
3asBUTEJIEM B YKa3aHHBIM CPOK KOIMHU 3aKIKOYEHHS O COOTBETCTBHM IPOM3BOAMTENS JIEKAapPCTBEHHBIX
CpPEICTB TpeOOBaHUSAM NPAaBWJI HaAJEXKallell IMPOU3BOJACTBEHHOM MpPAKTUKU  YINOJHOMOYEHHBIN
(benepanbHBIi OpraH HCIOJHUTEIBHOW BIACTH, BBIJABIIMN 33aJaHME Ha IPOBEIEHHE SKCIEPTU3bI
JIEKapCTBEHHOI'O CPEJCTBA, B TEUEHHE MATH pabouux JHEW HaIpaBisIET B JKCIEPTHOE YUPEKIACHHE
YBEIOMIICHHE O HEMPEICTABICHUU 3asBUTENIEM KONWHM 3aKJIIOYEHUS O COOTBETCTBUU ITPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEICTB TPeOOBaHMSIM IMPaBUJI HAJUIEKaIled MPOU3BOJCTBEHHOW MpakTHUKU. Bpems co
JHS HalpaBJIEHUs] 3ampoca 3KCIEPTHOTO YYPEXKJIEHUs B YIOJIHOMOYEHHBIH (QenepanbHblil oprax
WCIOJIHUTEJIBHON BJAcTH [0 JHS IOJIyYEHHUS SKCIEPTHBIM YUpPEXKICHHEM KOMHUU 3aKIYEeHUS O
COOTBETCTBUM  INPOU3BOAMTENS  JICKAPCTBEHHBIX  CPEJICTB TpeOOBaHMSIM MpaBUI  HaJUlexallei
MIPOM3BOJICTBEHHOW NPAKTHUKU WM YBEJOMJIEHHS O €€ HENpEACTAaBIECHUU HE YUYUTBIBAETCA IIpU
UCYMCIIEHUH CPOKA MPOBEACHUS DKCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA.

(uactsb 4.3 BBeseHa DenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

5. Dkcnepr mpu TNPOBENECHUU IOPYYEHHOH €My PYKOBOAMTEIEM OKCIEPTHOTIO YUPEXKICHUS
9KCHEPTHU3bI JIEKAPCTBEHHOT'O CPEACTBA 00s3aH:

1) mpoBecTH TMOJNHOE UCCIEAOBAaHUE MPEJCTABICHHBIX €My OOBEKTOB, MaTepHalloB, JaTb
000OCHOBaHHO€ U OOBEKTHBHOE 3aKJIOYEHHE I10 T[IOCTaBJICHHBIM IepeJ HHUM BOIpOcaM MU
MOTHBUPOBAaHHOE 3aKJIIOYEHHE O HEBO3MOXKHOCTH IIPOBEIEHUS WM OKCIEPTU3bl JIEKAPCTBEHHOIO
CpPEICTBA, €CJIM MOCTaBICHHbBIE BOIIPOCHI BBIXOJAT 3a MpeJeibl ClieHUalbHbIX 3HAHUHN dKCIIepTa, OObEKTHI
HCCIIEIOBaHUIM M MaTepHualibl HEMPUIOJHbl WM HEIOCTATOYHBI JUIsl IPOBEAEHUS HCCIIEIOBAaHUM U Jauu
3aKJII0YEHUs MO0 COBPEMEHHBIM ypOBEHb Pa3BUTHsI HAyKU HE MO3BOJIAET OTBETUTH Ha MOCTaBJICHHbIE
BOIIPOCHI;

2) He pasriamaTh CBEICHHs, KOTOPbIE CTAIM €My MU3BECTHBI B CBSI3U C MPOBEIECHUEM HKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJACTBA, a TAKXKE CBEICHMSI, COCTABISAIOUINE TOCYIapCTBEHHYIO0, KOMMEPUYECKYIO WM
VMHYIO OXPaHAEMYIO 3aKOHOM TalHY;

3) obecneunTh COXpaHHOCTD MPEACTABICHHBIX 00BEKTOB HCCIIEIOBAaHUN 1 MAaTEpHAJIOB.

6. DKCepT HE BIIPABE:

1) IpoBOUTH SKCHEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA MO OOPAILEHUIO HEMOCPEJICTBEHHO K HEMY
OpraHu3alui Wi GU3NIECKUX JINLL;

2) caMOCTOSITENTLHO COOMPATh MaTepUaIIbl I IPOBEICHUS SKCIIEPTU3HI JIEKAPCTBEHHOT'O CPE/ICTBA;
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3) IpOBOAUTH IKCIIEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA B KAUECTBE HETOCYJaPCTBEHHOI'O IKCIEPTA.

7. B ciydae HEOOXOAUMOCTH OJKCIEPT BIIPaBE XOJATAMCTBOBATh IE€pE] PYKOBOAHUTEIIEM
9KCIIEPTHOI'O YUPEKIEHUS O IPUBJICUEHUH K IPOBEICHUIO SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPECTBA IPYTUX
JKCIIEPTOB.

8. Kaxzplil sKcrepT, BXOASAIIMI B COCTaB KOMUCCHUU JKCIEPTOB, KOTOPOH MOPYUYEHO MPOBEJICHUE
AKCIIEPTHU3BI JIEKAPCTBEHHOTO CPE/ICTBA, HE3aBUCUMO U CAMOCTOATEIBHO MPOBOAMUT HCCIEAOBAHUSA,
OLIGHUBACT PE3yJbTAThl, MOJYYCHHBIE UM JIMYHO M JPYTUMHU JKCIEPTaMu, U (POPMYIHPYET BBIBOABI
OTHOCHUTEJILHO IOCTABJICHHBIX BOIPOCOB B Mpe/iesiaX CBOUX CIEIUANbHBIX 3HAHUH.

9. Pe3ynbpTaThl 3KCHIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA O(OPMIIAIOTCS 3aKIIOYCHHEM KOMHCCUHU
JKCIEPTOB. B 3aKkiio4eHMH KOMHCCHUU OHKCIEPTOB YKA3bIBAIOTCS IMEpeueHb HCCIEOBaHUM, 00beM
MPOBEICHHBIX KAXKIBIM SKCIIEPTOM MCCIICAOBAHHH, YCTAHOBICHHbBIE KaXKIbIM U3 HUX (DAKThI U CeTaHHbIE
B pe3y/bTaTe UCCIEI0BAHUN BBIBOJBI. JDKCIEPT, MHEHHUE KOTOPOTO HE COBMAIAeT C PEIICHHEM KOMHUCCUU
HKCHEPTOB, BIIPABE BHIPA3UTh CBOE MHEHUE B MUCbMEHHOHN (OopMe, KOTOpOe MPHOOIIACTCS K 3aKITI0UCHUIO
KOMHUCCHH 3KCIIEPTOB.

10. DxcnepTsl, BXOASAIIME B COCTaB KOMHCCHH, HPEAYNPEXKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUHM C 3aKOHOJAATelIbCTBOM Poccuiickoii @Denepanuu 3a Jady 3aKIIOYCHHS, COJIEPKAIIETO
HE00OCHOBAaHHBIC WIH (aTbCU(PUIIMPOBAHHBIC BBIBOJBI, O YEM OHH JJAIOT MOJIITHUCKY.

11. Onpenenenne ypoBHs MpodeccnoHalbHON MOArOTOBKM AKCIEPTOB U aTTECTAllUS UX Ha MPaBO
MIPOBEICHUST AKCIEPTH3BI JEKAPCTBEHHBIX CPEICTB OCYIIECTBISIFOTCS SKCIEPTHO-KBAIN(DUKAITMOHHBIMU
KOMHUCCHUSIMU B TIOPSZIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJTHOMOUYEHHBIM (hefiepaibHbIM OPraHOM
WCTIOJTHUTENIBHOW BJIACTH. YPOBEHb MPO(ECCHOHATBFHON MOJITOTOBKH SKCIIEPTOB MOMISKUT TEPECMOTPY
yKa3aHHBIMH KOMHCCUSIMU HE PEXKE UYeM OJIUH pa3 B MATh JIET.

12. IlpaBusia mpoBENEHUS SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH HKCIEPTU3BI
OTIENbHBIX BHUJOB JIEKAPCTBEHHBIX IMpemapaToB (pedepeHTHBIX JIEKAPCTBEHHBIX IMPENapaTos,
BOCIIPOU3BEJICHHBIX JIEKAPCTBEHHBIX IIPENapaToB, OMOJIOIMYECKUX JIEKAPCTBEHHBIX IIPENapaToB,
OMOaHAIOTOBBIX  (OMOMOJOOHBIX) JICKAPCTBEHHBIX IpernapaToB (OMOAHAIOrOB), TOMEOINATHYECKHX
JIEKapCTBEHHBIX MPENapaToB, JEKAPCTBEHHBIX PACTUTEIbHBIX MPENapaToB, KOMOMHAIMM JIEKapCTBEHHBIX
npenaparoB), (OpMBI 3aKIIOUYEHUH KOMHCCHHM 3KCIIEPTOB YCTAHABJIMBAIOTCS COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (e/IepaibHbIM OPTaHOM HCIIOTHUTEIBHOM BJIACTH.

(vactp 12 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynprantlnroc: mpumedanue.
CM. 0COOEHHOCTH pa3pelIMTENbHBIX PEXUMOB B cepe 0OpallleHus JIEKapCTBEHHBIX MpenapaTroB A
BeTepUHapHOTro npumeHenus, yB. [loctanoBnenuem IlpaBurenscrea P® ot 12.03.2022 N 353.

Crarbs 17. Ilomaua wm paccMoTpeHHe 3asiBJIeHHSI O TIOCYJIAPCTBEHHOH perucrpauuu
JICKAPCTBEHHOI'0 Npenapara 1Jisi BeTePUHAPHOI0 IPHMEHEHHUS
(B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

. [nsa rocynapCTBEHHOM pPETHCTpAalMU JIEKAPCTBEHHOI'O IIpenapara Uil BETEpUHApPHOTO
NPUMEHEHHUs pPa3pabOTUMK TaKOro JIEKAPCTBEHHOrO IIperapara WM YIOJHOMOYEHHOE UM Jpyroe
IOpUANYECKOe JIMIO (Jajlee B HACTOSIIEH CTaThbe - 3asBUTENb) MPEJCTABISAECT B YIOJIHOMOYEHHBIH
(benepanbHBIi OpraH HUCIOJHUTEIBHOW BIACTH, OCYLIECTBISIONIMNA TOCYJapCTBEHHYIO PETUCTPAIUIO
JIEKapCTBEHHBIX MPEnapaToB JAJsl BETEPUHAPHOIO IPUMEHEHHUS, B AIEKTPOHHOU (hopMe niiu Ha OyMaKHOM
HOCUTEJIE 3asBJICHUE O TOCYAAPCTBEHHOW PErMCTpalMM JIEKAPCTBEHHOIO Ipernapara s BETEPUHAPHOIO
MIPUMEHEHHUS], a TaKXKe B TOPSAAKE, YCTAHOBICHHOM COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (heiepanbHbIM
OpPraHOM HCIOJHHUTEIbHOM BIIACTH, B 3JEKTPOHHON (popMe miM Ha OyMa)kHOM HOCHUTENe HEeoOXOTUMbIe
JOKYMEHTBI, U3 KOTOpBIX (hopMHpyeTcs perucTpallioHHOE J0Che Ha JIeKapCTBEHHBIN mpenapar ais
BETEPUHAPHOTO IPUMEHEHUS.

2. B 3asBneHun 0 rocyAapCTBEHHOW PErMCTPAllMU JIEKAPCTBEHHOTO MpernapaTa sl BETEpUHAPHOTO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HanMeHOBaHUE U aJpec 3asiBUTENIS, pa3paboTuuKa U MPOU3BOIUTEINS JIEKAPCTBEHHOIO Mpernapara
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JUIsL BETEPUHAPHOTO MPUMEHEHUS W aJpec MeCTa OCYIIECTBICHUS IPOU3BOJCTBA JIEKAPCTBEHHOIO
mpenapara Jjisi BETEpUHAPHOTO MPUMEHEHHS (B Clydae HaJW4usl HECKOJIbKHX YYaCTHHKOB TIpoliecca
MIPOU3BOJICTBA HEOOXOAMMO yKa3aTh KaXJI0T0 U3 HUX);

2) HaMMEHOBaHUE JICKAPCTBEHHOI'O IpernapaTa JJi BETEPUHAPHOTO MPUMEHEHHUs (MEXIIyHApOIHOE
HEMAaTeHTOBAHHOE, WIH IPYIIIUPOBOYHOE, WIIHM XUMHUYECKOE U TOPIrOBOE€ HAUMEHOBAHUS );

3) mepedeHp NCUCTBYIOIIMX W BCIIOMOTATEIbHBIX BEIIECTB, BXOJSANIUX B COCTaB JIEKAPCTBEHHOTO
npenapara Jijisi BETepuHaApHOTO MPUMEHEHHS, C YKa3aHUEM KOJUYECTBA KaXK0T0 U3 HUX;

4) nexkapcTBeHHas ¢opMa, T03UPOBKA, CIIOCOOBI BBEACHUS M TPUMEHEHHS, CPOK TOTHOCTH
JIEKApCTBEHHOTO MperapaTa JJisi BETepUHAPHOTO IPUMEHEHUS;

5) dapmakoTepaneBTHUECKas TPYIIIa;

6) HEOOXOIUMOCTh MPUMEHEHHSI YCKOPEHHOM MPOLEIypbl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B
LIEJIAX FOCYIApCTBEHHON PEruCTpalliy JICKAPCTBEHHOTO Tperapara;

7) KOIUU TOKYMEHTOB, MOJITBEPKAAIOUIUX YIUIATy FOCYAapCTBEHHOM MOLIIMHBI:

a) 3a MPOBEACHUE JKCIEPTU3bl KAauecTBa JICKAPCTBEHHOTO CPEJCTBA M IKCIEPTHU3bI OTHOIICHHS
0’KMJIa€MOH TOJIb3bl K BO3BMOXXHOMY PUCKY IPUMEHEHUS JIEKApCTBEHHOTO Ipenapara Jijisi BETEpUHAPHOTO
MIPUMEHEHUSI TIPU €r0 FOCYAapPCTBEHHOM pEerucTpaluy;

0) 3a BbI1auy PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mperapara;

8) HamuuMe coriacus, NPeIyCMOTPEHHOTO YacThl0 7 HACTOSIIENH CTaTbH, €CIM C MOMEHTa
perucrpanuu peepeHTHOr0 JEKAPCTBEHHOTO Tpernapara Ui BETCPUHAPHOTO MPHUMEHEHUS IPOILIO
MEHEE YeM IIECTh JICT.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PeructpallMOHHOE JOChE B LIEJAX IKCIEPTU3bI JIEKAPCTBEHHOTO Ipernapara AJjisi BETEpUHAPHOTO
pUMeHEHHS HOPMHUPYETCS U3 CIACAYIONINX JOKYMEHTOB M CBEJICHHI:
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBeaeHust 0 gaTe MPEAOCTABICHUS M PETUCTPALMOHHOM HOMEpPE JIMIICH3UU Ha MPOU3BOACTBO
JIEKAPCTBEHHBIX CPEJICTB, IPEJAOCTABICHHON MPOU3BOJUTENI0 PETHCTPUPYEMOIrO JIEKAPCTBEHHOTO
npenapara Jijisi BETepuHApHOTO MPUMEHEHHS, 111 POCCUUCKUX MPOU3BOIUTENCH;

(B pen. PenepanbHbix 3aKkoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) cBefieHUsI O JaTe MPEIAOCTaBIICHUS M PETHUCTPAIIOHHOM HOMEpE JIUIEH3WH Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX  CPEJCTB, NPEIOCTABIECHHONW MPOM3BOAUTENIO (hapmarleBTHUECKON cyOcTaHIuw,
BXOJISIIEH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO MIpenapara Jijisi BETepUHAPHOTO MPUMEHEHHUS, 1151
POCCHUNCKHX MPOU3BOAUTENEH;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-D3)

2.1) xomus MOKYMEHTa, BBIIAHHOTO YIMOJIHOMOYEHHBIM OpPraHOM CTPAaHBI MPOU3BOIMUTENS s
KaXJI0W  MPOU3BOACTBEHHOM  IUIOMIAAKH  PETUCTPUPYEMOTO  JIEKAPCTBEHHOIO  Ipernapara i
BETEPUHAPHOTO NPUMEHEHUST W TOATBEPKIAAIOUIETO0 COOTBETCTBUE MPOU3BOAMTENS JIEKAPCTBEHHOIO
npenapara TpeOOBaHUAM MPABIII HAAJIEKAIICH MPOU3BOJICTBEHHOM MPAKTUKHU, U €T0 TIEPEBOJT Ha PYCCKUM
SI3bIK, 3aBEPEHHBbIE B YCTAHOBICHHOM IMOPSAKE, a TaKXKe KOMUS 3aKIIYEeHHS O COOTBETCTBUU
MIPOU3BOJUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBaHUSM TIpaBUJI HAJUIeKaIIEH MPOU3BOCTBEHHON
MIPAKTUKH, BBIJAHHOTO YIOJTHOMOYEHHBIM (pe/iepalbHbIM OPTraHOM HCIIOTHUTENLHON BIACTH IS KaXKIOU
MPOU3BOACTBEHHON IUIONIAAKH PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IIpenapara sl BETEPUHAPHOIO
MIPUMEHEHHUSI, JIMOO KOMUS PEIIeHUs O MPOBEACHUH WHCIIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPENICTB, MPUHATOTO YIMOJTHOMOUYEHHBIM (heJepalbHBIM OPTraHOM HMCIOJHUTEIBLHOW BJIACTU TSI KaXKIOH
MPOU3BOJICTBEHHON IUIOIIAJIKM PETUCTPUPYEMOIro JIEKAPCTBEHHOTO Mpernapata s BETEPUHAPHOTO
NPUMEHEHHUS. YKa3aHHbIE JOKYMEHTBI MPEICTABISAIOTCA B Cly4ae, €Cld MPOU3BOJICTBO JIEKAPCTBEHHOIO
Ipernapara ocyuecTBisieTcs 3a npeaenamu Poccniickonn deaepanuu;

(m. 2.1 BBenen denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

2.2) xomus JOKYMEHTAa, BBIIAHHOTO VYIIOJTHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOIUTEINS
(hapmareBTHueCcKou cyOcTaHuu 51 MOATBEPKIAIOIIETO COOTBETCTBHE MPOU3BOIUTENS
(bapmaileBTHUECKOI CyOCTaHIINH, BXOASIIEH B COCTaB PETUCTPUPYEMOTO JICKApPCTBEHHOTO TIperapara Jiis
BETEPUHAPHOTO MPUMEHEHHUsI, TPEOOBaHUSIM MPABHI HAJICKAIICH MPOU3BOIACTBEHHON MPAKTHKU, U €T0
MepeBOJ, Ha PYCCKUU S3BIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM MOpPAJIKE, B Cllydae, €CiIu MpPOU3BOJICTBO
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(hapmaleBTHUECKOI CyOCTaHIINM OCYIIECTBIsIETCS 3a npeaenamu Poccuiickoii @enepanumy;
(. 2.2 BBeaeH ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

3) mpoeKT HOPMATHUBHOIO JIOKYMEHTa Ha JIEKapCTBEHHBIM TMpemapar aisi BETePUHAPHOTO
MIPUMEHEHUS;

4) IOKYMEHT, COAEp KAl CIeAyonylo HHopManu o (papManeBTUYECKONH CYOCTaHIIMHA WU
(dbapmaleBTUUECKUX CYOCTaHIIMSX, BXOSIIUX B COCTaB JIGKAPCTBEHHOTO Mpernapara Juis BeTepUHAPHOTO
MIPUMCHCHUS:

a) HaMMEHOBaHME (apMaIleBTUYECKONH CYyOCTaHIIMU, €€ CTPYKTypa, oOIme CcBoicTBa (IIpHU
TOCYJapCTBEHHON  pETUCTpallii  MMMYHOOMOJIOTMYECKMX  JICKQpPCTBEHHBIX  INpenapaToB  JUIS
BETEPUHAPHOTO TMPUMEHEHUS NPEJCTABISIIOTCS CBEACHHUA O IITaMMe, BKIJIIOYas €ro HauMeHOBaHHE,
MH(OPMAIIHIO O TPOUCXOXKIACHUH, €TO CBOWCTBAX, XapAKTEPUCTUKAX U MECTE JIEIOHUPOBAHUS);

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

0) HauMEHOBAaHME U a/1PEC MPOU3BOAUTENS;

B) TEXHOJIOTHUSI MPOU3BOJICTBA C ONMHCAHUEM CTaauil MPOU3BOJCTBA U METOJOB KOHTPOJS Ha BCEX
CTaJusIX POU3BOJICTBA;

r) wuHdopmanus O TmpuMecsX (He TMpeAcTaBiseTcsl MPU TOCYJApCTBEHHON perucTpanuu
MMMYHOOHMOJIOTHIECKUX JICKAPCTBEHHBIX MPENapaToB ISl BETCPUHAPHOTO TIPUMCHEHUS );

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

1) crienuduKanys Ha papManeBTHIECKylo CyOCTaHIMIO (HE MPECTABISETCS MIPH TOCYAaPCTBEHHOM
perucTpanu UIMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaToB JIJIsl BETEPUHAPHOTO IPUMEHEHUS );
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

€) OIMcaHue METOIUK KOHTPOJISl KauecTBa;

K) pe3yabTaThl aHanu3a cepuil (papmarneBTHYECKOW CyOCTaHIHMH (HE TIPEIACTABIAIOTCS IIPH
rOCYy/IapCTBEHHOM  PETUCTpallid  UMMYHOOMOJOTMYECKMX  JIGKAPCTBEHHBIX  MpernaparoB s
BETEPHHAPHOTO MPUMECHCHUS ),

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

3) mepeueHb CTaHIAPTHBIX 00Pa3I0B WM BEIIECTB, HCIIOJIB3YEMbIX IPU OCYIIECTBICHUN KOHTPOJIS
KauecTBa;

1) OMMCaHUE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MAaTEPUAIOB U YKYITOPOYHBIX CPEJICTB;

K) JaHHblE O CTabuiabHOCTH (HE TPEACTaBISAIOTCS TPU TOCYIapCTBEHHOW PETUCTpALUU
UMMYHOOHMOJIOTHIECKHUX JICKAPCTBEHHBIX MTPEIapaToB ISl BETEPHHAPHOTO MPUMEHEHHUS ),

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

J) CPOK TOIHOCTH, YCIIOBHSI XpaHEHHS,

5) or4er o0 pe3ynbTaTax JOKIMHHYECKOTO UCCIEAOBAHMS JIEKapCTBEHHOTO CpPEJICTBA s
BETEPUHAPHOTO NPUMEHEHHsI, BKIFOYAIOMINN OMMCAHWE METOJOB OINPENETICHUsI OCTATOYHBIX KOJHYECTB
JEUCTBYIOIIETO BeIlecTBA (AEHCTBYIOUIMX BELIECTB), JAOCTUTAIOIIEro (AOCTUraroIlluX) CHCTEMHOTO
KPOBOTOKA, B TPOIYKIIMU >XUBOTHOTO TPOUCXOXKICHHS TIOCIE TPUMEHEHHUS TaKOTo JIEKapCTBEHHOTO
CPEICTBA, a TAKXKE JOKYMEHTAIbHOE MOATBEPKACHNUE (BATHUIAIUS) YKa3aHHBIX METO/IOB;

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

6) oT4eT O pe3ynbTarax KIWHUYECKOTO KCCIENAOBaHUs JIEKAPCTBEHHOTO TIperapara s
BETEPHHAPHOTO IPUMEHEHUS Y KOKJIOT0 BUA )KHUBOTHBIX, YKA3aHHBIX B WHCTPYKIIUU 110 BETCPUHAPHOMY
MIPUMEHEHHUIO;

7) MPOEKT WHCTPYKIIMHU TI0 BETEPUHAPHOMY ITPHUMEHEHHIO JIEKAPCTBEHHOTO TIpernapara, coepxKanei
CIIEYIOIINE CBEICHUS:

a) HaMMEHOBAHKE JICKAPCTBEHHOTO Tpenapara Jijisl BETEPHHAPHOTO MPUMEHEHUS (MEXITyHApOTHOE
HEMaTeHTOBAaHHOE, WK TPYIIHUPOBOYHOE, UM XUMHYECKOE M TOPrOBOC HAUMEHOBAHUS);

0) nexapcTBeHHas ¢opma ¢ yKazaHHEeM HAaWMEHOBAaHWM M KOJWYECTBEHHOTO COCTaBa JACHCTBYIOITUX
BEIIECTB M KAU€CTBEHHOT'O COCTaBa BCIIOMOTATEIbHBIX BEIIIECTB;

B) ONMCaHWE BHEUTHETO BUA JIEKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO IIPUMEHEHUS;

r) ¢papMakoTepaneBTHUECKas TPYINa JIEKapCTBEHHOTO Tpernapara Jjisi BETEPUHAPHOTO MPUMEHEHUS
WY yKa3aHHe "TOMEONaTHYeCKU JIEKapCTBEHHBIN npenapar”;

n)  (QapmakonuHamMMKa M (apMaKOKMHETHKa (32  MCKIIOYeHHEM  (apMaKOKHHETHKH
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TOMEOIATHYECKUX JICKAPCTBEHHBIX IMPENapaToB W PACTHTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB) WIH
OINHCaHNE UMMYHOOHUOJIOTMUECKHUX CBOMCTB JIEKaPCTBEHHOTO Mpenapara;

€) MoKa3aHus Ui IPUMEHEHUS;

K) IPOTUBOIIOKA3aHUS I IPUMEHECHUS;

3) MepbI IPEJOCTOPOKHOCTH MTPH TPUMEHEHUU;

1) YKa3aHHe BO3MOXHOCTU U OCOOCHHOCTEH MpUMEHEeHHs Y OepEeMEHHBIX JKUBOTHBIX, Y dKUBOTHBIX B
MIEPUO/]T JIAKTAIINH, Y TOTOMCTBA )KUBOTHBIX;

K) PeKUM JO3UpPOBaHUs, COCOO BBEICHUS U NMPUMEHEHHs], P HEOOXOAMMOCTH BpeMsl Ipuema
JIEKApCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO PUMEHEHUS, TPOJAOKUTEILHOCTD JICUCHUS;

J) BO3MOXHbBIE€ MMOOOYHbIE JEUCTBUSA, HEXKeJIaTeIbHbIE PEaKIUH MPU MPUMEHEHUH JIEKAPCTBEHHOTO
npernapara Juisi BETepUHAPHOTO IPUMEHEHHS,;

M) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO MOMOIY IPU NEPET03UPOBKE;

H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IIperapaTaMy U (W) KopMaMu;

0) (hopMBbI BBIITYCKA JIEKAPCTBEHHOTO Mpenapara AJisi BETEpUHAPHOTO IPUMEHEHUS,

) ykazaHue (Mpu HEOOXOJUMOCTH) OCOOCHHOCTEHW ICHCTBHSI JICKAPCTBEHHOTO Tperapara s
BETEPUHAPHOTO MPUMEHEHHSI IPU MIEPBOM MPHUEME WU IIPU €r0 OTMEHE;

p) ommcanue (TpU HEOOXOJAMMOCTH) JCUCTBHI CICIHAIUCTa B 00JaCTH BETCPUHAPHH, BiaJeibIla
KUBOTHOTO TMpH MPONyCKe MpHeMa OJHONW WM HECKOJBKHX [103 JICKapCTBEHHOTO IpemapaTta s
BETEPUHAPHOTO IPUMEHEHUS;

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

C) CpPOK TOAHOCTM W YKa3aHHWE Ha 3ampeT MPUMEHEHHs JIeKapCTBEHHOTO Ipemapara s
BETEPUHAPHOTO MMPUMEHEHHUS 110 UICTEUEHUH CPOKA F'OTHOCTH;

T) YCJIOBUS XpPaHEHUS;

y) yKazaHhe Ha HEOOXOJMMOCTh XPAaHEHHUs JIEKapCTBEHHOTO Mpenapara s BeTEpUHAPHOTO
MIPUMEHEHHS B MECTaX, HEIOCTYITHBIX IS IETeH;

¢) ykazanue (mpu HEOOXOIMMOCTH) CHEIHAIBHBIX MEpP MPEIOCTOPOXKHOCTU MPHU YHHUUTOKEHUH
HEHCIIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB sl BETEPHHAPHOTO IIPUMEHEHUS;

X) CPOKH BO3MOKHOT'O HCIIOJIb30BAaHUS MPOAYKLIMHU >KUBOTHOTO MPOMCXOXKIEHUS IOCIE BBEICHHS
KHUBOTHOMY JICKAPCTBEHHOTO TIperiapara Jijisi BETEPHHAPHOTO MPHUMEHEHUS,

I1) YCIIOBUS OTITYCKa;

9) HAMMEHOBAaHWS M ajJpeca NPOM3BOJICTBEHHBIX IUIOMAJ0K TPOU3BOIAMUTENS JIEKAPCTBEHHOTO
npernapara Juisi BETepUHApPHOTO MPUMEHEHMS;

II) HaWMEHOBaHHWE, aJpec OpraHU3allfH, YIOJHOMOUYEHHOW Jep)KaTejleM WM BIAACIIbIIeM
PETUCTPAIIMOHHOIO  YIOCTOBEPEHUsS JIEKApCTBEHHOTO IMpernapaTta Ha MpPUHATHE TNpPeTeH3ud oT
MOTpeOUTENS;

8) MPOEeKThl MaKETOB NEPBUYHOMN YIAaKOBKH U BTOPUYHOM yIIaKOBKHU JIEKAPCTBEHHOTO Mpernapara Juls
BETEPUHAPHOTO MPUMEHEHHS;

9) cnenyromue cBeIeHHs O JIEKapCTBEHHOM Ipenapare il BETepUHAPHOT0 IPUMEHEHUS:

a) OTHMCaHME U COCTAB JICKAPCTBEHHOTO TpernapaTa JUisi BETepUHAPHOTO IPUMEHEHUS;

0) onucanue (papMaleBTHUECKON pa3paboOTKy;

B) OIMMCAHME MPOIECCca MPOU3BOJICTBA U €T0 KOHTPOJIS, OIIMCAHHOE B TIOPSIKE, YCTAHOBJICHHOM B
COOTBETCTBHUHM C 4aCThIO 1 HacTosIIEH cTaThH;

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

I') ONHUCAHHWE KOHTPOJS KPUTHUYECKUX CTAJAMNA TPOU3BOACTBA M TNPOMEXKYTOUHOH MNPOIYKIIUH,
MOJIMTMCAHHOE B TIOPSI/IKE, YCTAHOBICHHOM B COOTBETCTBHUH C YAacThIO | HACTOSIICH CTAaThH;

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

1) HauUMEHOBaHUS W ajapeca pa3paboTymKa, AepiKaTeNss WIM BIAAENbIa PErHCTPAMOHHOTO
yIOCTOBEpEHHsI  JIEKAPCTBEHHOT'O  Iperapara, MPOU3BOJACTBEHHBIX  IUJIOMIAJOK  POU3BOIUTENS
JIEKApCTBEHHOTO Tperapara JUisi BETepUHAPHOTO MPUMEHEHHUSI ¢ YKa3aHWEM CTaJui TEXHOJIOTHYECKOTO
mpolecca, OCYILECTBISIEMBIX Ha MPOU3BOJICTBEHHBIX IUIONIA/IKAX MPOU3BOIUTENS JIEKApPCTBEHHOIO
mpernapara Juisi BETepUHAPHOTO MPUMEHEHHS,

(B pen. deaepanbhbix 3akoHOB OT 13.07.2015 N 241-03, ot 02.08.2019 N 297-D3)
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€) (hapmareBTHYECKasi COBMECTUMOCTB;

) MHKPOOHOJIOTHYECKUE XapaKTEPUCTHKH;

3) MaTepHaIbHBIN OanaHC s MPOU3BOACTBA CEPHH FOTOBOTO MPOIYKTA;

1) ONUCaHNE XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MaTepUAJIOB U YKYITOPOUHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHUE (BaIMIaus1) IPOLIECCOB U (UJIN) UX OLIEHKA;

J) TpeOOBaHMS K KayeCTBY BCIIOMOTaTelIbHBIX BellecTB (ceprtudukar, cnenudpukamus Ha
BCIIOMOTaTeJIbHbIE BEIIECTBA U UX 00OCHOBAHUE);

M) aHANUTHYECKHE METOAMKH, HCIOIb3yeMble TIPU OCYIIECTBIEHUU KOHTPOJISI KadecTBa
BCIIOMOTATENbHBIX BELIECTB;

H) JIOKyMEHTaJbHOE MOJATBEPXKIEHUE (BaTUAalMsl) aHAIUTUYECKUX METOJUK, HCIOJIb3YEMBIX MpU
OCYIIECTBICHUH KOHTPOJISI KAUeCTBa BCIIOMOTATEJIbHBIX BEIECTB;

0) uHdopmanus o0 HCIOJIB30BAHUU BCIOMOTATENbHBIX BEIIECTB UYEJIOBEUECKOIO U >KUBOTHOTO
MIPOUCXOXKACHUS;

) yrpaTuna cuiy. - eaepanbubiii 3aKoH oT 02.08.2019 N 297-D3;

p) TpebOoBaHMS K KayecTBY JIEKAPCTBEHHOrO IIperapara /s BETEPUHAPHOIO MPUMEHEHHUS
(ceprudukar, cnenudukanys Ha JCKapCTBEHHBIN IIpernapar U uX 000CHOBAaHHE),

C) AaHAINTUYECKHE METOIHMKH, WCIOJIb3yeMble TIPU OCYIIECTBICHHH KOHTPOJII KayecTBa
JIEKapCTBEHHOT'O IIpernapara Jisi BETepUHAPHOTO MPUMEHEHUS;

T) JTOKYMEHTaJbHOE TOATBEP)KICHHE (BAMAALNS) AHATUTUYECKUX METOJUK, UCIIONB3YEMbIX IPH
OCYIIIECTBICHUH KOHTPOJISI KayecTBa JIEKapCTBEHHOIO Mpernaparta Jisi BETEpPUHAPHOTO MPUMEHEHUS;

y) JOKYMEHT, MOJTBEPXIAIOUIMIA Ka4eCTBO JIGKAPCTBEHHOTO Mperapara TPeX MPOMBIIUICHHBIX
cepuil (MPOTOKOJ aHaNu3a Wi cepTU(UKAT aHAIN3a), OJTHA CEpUs KOTOPOTO JO0JKHA COBMAIaTh C cepuei
o0pasia JIEKapCTBEHHOTO Mperapara, MoJaHHOTO Ha PETUCTPAIIHIO;

() XapaKTepHUCTHKA TPUMECEH;

X) TepevYeHb CTaHAAPTHBIX OOPAa3IOB, HMCIOJIB3YEMBIX MPHU OCYHIECTBICHHHM KOHTPOJS KadyecTBa
JIEKapCTBEHHOT'O IIpernapara Jisi BETepPUHAPHOTO MPUMEHEHUS;

1) JaHHBIE O CTAOMIIBHOCTH JIEKAPCTBEHHOTO MpeTnapara Jiyisi BETEpUHAPHOTO MPHUMEHEHMS,

10) xomus JOKYMEHTa, COJAep)Kalero MHGOPMAIUI0 O HAIMYUU HIX 00 OTCYTCTBUU (HAaKTOB
perucTpanyy JIEKapCTBEHHOTO Mpernapara Jjisi BEeTepUHAPHOTO MPUMEHEHHs 3a Tpeaenamu Poccuiickoit
Odenepanny;

11) cornacue B mucbMEeHHOM (GopMe, MPEeAYCMOTPEHHOE YacThlO 7 HACTOSILEH CTaTbU, B CiIydae
perucTpaiyy BOCIIpOU3BEICHHOTO JIEKAPCTBEHHOT'O MpenapaTa;

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

12) komus MAOKyMEHTa Ha pPYCCKOM s3BbIKE, 3aBEPEHHOTO0 B YCTAHOBJICHHOM TMOPSAKE U
MOJITBEPKIAIONIETO MPABOMOYHOCTh 3asBICHHSI O TOCYJAapCTBEHHON PErHCTpaluyl JIEKapCTBEHHOTO
mpernaparta Jiisl BETEpUHAPHOTO IPUMEHEHUS (JIOBEPEHHOCTD );

Koncynprantlntoc: npumevanue.

PoccuiickuM npou3BOIUTENSIM MMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB pa3pelieHo 10
31.12.2022 He npeAcTaBiATh CBEAEHUS B COOTBETCTBUM C M. 13 4. 3 cr. 17 mpu perucrpanuy Takux
IpenapaToB, MOJIYYEHHBIX ¢ IPUMEHEHUEM T'€HHO-UHXEHEPHO-MOAN(DUIIUPOBAHHBIX OPraHU3MOB MU
COJEpKALINX UX.

13) cBemeHuss O TOCYJApCTBEHHOM pErucTpalMd T'€HHO-UH)XXEHEPHO-MOIU(DUIINPOBAHHBIX
OpPraHM3MOB, IIPEIHA3HAYEHHBIX JUISI BBIIYCKAa B OKPYXAalOIIY0 cpely (IpH TocylapCTBEHHOU
perucTpalMy JIeKapCTBEHHBIX MpenaparoB [Uisi BETEPUHAPHOTO TMPHUMEHEHHUs, IMOJYYEHHBIX C
NPUMEHEHHEM TI'e€HHO-MH)KEHEPHO-MOJU(PHUIMPOBAHHBIX  OPTaHU3MOB WJIM  COJAEPXKAIIMX  TaKue
OpraHU3MBI).

(. 13 BBenen @exnepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

4. Ilpm mpoBeneHHM YCKOPEHHOW MPOLEAYpPhl JKCIEPTU3bl JIEKAPCTBEHHOI'O IIperapara Uit
BETEPUHAPHOTO MPUMEHEHHUS B LIEIIX €ro TOCY/IapCTBEHHON PErucTpaluyd BMECTO OT4YeTa pa3padoTyuka
0 pe3ynbTaTax JOKIMHUYECKOIO MCCIEJOBAHUS JIEKAPCTBEHHOIO CpPEACTBA JJI BETEPHUHAPHOIO
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MPUMEHEHHUSI MOXET OBITh MPEJICTaBICH 0030p HAyYHBIX PAa0OT O pe3yiabTaTax JOKIMHUYECKOTO
uccienoBaHus peepeHTHOTO JIEKAPCTBEHHOTO Mpenapara Uil BEeTEpUHAPHOTO NMPUMEHEHHs, & BMECTO
oTyeTa O pe3yjbTaTax KIMHUYECKOTO HCCIIEOBAHMSI JIEKAPCTBEHHOI'O IpernapaTta IJis BETEpPUHApPHOIO
MPUMEHEHHUsSI OTYET O pe3ysbTaTaX HCClIeAOBaHU OHWOAKBUBAJIECHTHOCTH BOCHPOU3BEICHHOTO
JIEKapCTBEHHOI'O IIpernapaTra Jisl BETEpUHAPHOIO IIPUMEHEHUSI.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

5. Ha skcriepTu3y pa3iauyuHBIX JIEKAPCTBEHHBIX (JOPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
JUISL BETEPUHAPHOIO MPUMEHEHUS 3asBUTENb MPEICTABIAET OTACNbHBIC 3asSBICHUS U PErHCTPAllMOHHBIC
JI0ChE Ha KaXKIYIo JIeKapcTBeHHYIO (hopmy. [IpH ycinoBuM 0JHOBPEMEHHOM 1M01a4H HA SKCIEPTU3Y OAHOM
JIEKapCTBEHHON (DOPMBI C PA3IMYHBIMU JTO3UPOBKOM, KOHIICHTpAIMEH, 00beMOM 3asBUTEIb IPEICTABIISIET
OJIHO 3asIBJIEHHE U PETUCTPALMOHHOE J0CHE C MPUIIOKEHUEM MAaKETOB IEPBUUHOMN YIIaKOBKH U BTOPUYHOMN
ynakoBku. Ha mMakerax mepBHYHOHN yMakOBKM M BTOPUYHOW YMAKOBKH YKA3bIBAIOTCS BCE MPOU3BOIUMBIC
JO3UPOBKH, KOHLIEHTPALUHU, 0ObEMbI U KOJMYECTBO 103 B YNAKOBKE JIEKAPCTBEHHOrO IIpernapara Jyis
BETEPUHAPHOTO MIPUMEHEHHS.

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

6. B ciyuyae HempencTaBieHUs C 3asABICHHEM O TOCYJApCTBEHHOH pEerucTpanuy JeKapCTBEHHOTO
Ipenapara JUisi BETEpUHAPHOIO IPUMEHEHUs JOKYMEHTOB, OATBEPXKIAIOLIUX YIUIATy FOCYyAapCTBEHHOM
MONLJIMHBI U YKa3aHHBIX B MYHKTE 7 YacTH 2 HACTOSAIIEH CTaTbH, CBEJCHHUH O JHMIIEH3USIX, YKa3aHHBIX B
nyHkrax | w 2 wactu 3 Hacrosmed CTaThd, a TakKe BBbIIABAEMBIX (IIPEIOCTABIISIEMBIX )
YIIOJTHOMOYEHHBIMH  (efiepalbHbIMU OpPraHaMU HCIOJHUTENIBHON BJIacTH JOKYMEHTOB (CBeIEHUH),
yVKa3aHHbIX B TyHKTe 2.1 Yactm 3 HAcTOSIIEH CTaThH, YIIOJHOMOYCHHBIH (eaepalibHbIi Opraf
WCIOJIHUTENBHON  BIIACTH  3alpalluBaeT  yKa3aHHbIe  JIOKYMEHTHl  (CBEICHMs]) B  IOPSJIKE
MEXBEJJOMCTBEHHOTO HH()OPMAITMIOHHOTO B3aUMOJICHCTBHSI.

(uactsb 6 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nomyckaeTcsi HCIIOJIIb30BaHME B KOMMEPYECKMX LENIX HMH(OpMALUU O pe3yibTarax
JOKJIIMHUYECKUX UCCIIEIOBAHUI JIGKAPCTBEHHBIX CPEJICTB M KIMHUYECKHUX UCCIIEIOBAHUN JIEKaPCTBEHHBIX
[IpernapaToB JUIsl BETEPUHAPHOIO NPUMEHEHHUS, IPEJICTaBICHHON 3asBUTENEM [UIsl TOCYAapCTBEHHOU
perucTpanuy JIeKapCTBEHHBIX TpernaparoB, 0e3 ero corjacus B TeUE€HHWE MIeCTH JeT C JIaThl
TrOCYJapCTBEHHOM perucTpaiui peepeHTHOro JeKapCTBEHHOTO npemnapara B Poccuiickoit deaeparnui.

8. [epxxarenp wnu BiajAenel] perucTPalMOHHOTO yJIOCTOBEPEHUS JIEKAPCTBEHHOrO Ipenapara s
BETEPUHAPHOTO MPUMEHEHUS MPECTABISET B YIOJIHOMOYCHHBIN (efiepalibHbIN OpraH MUCIIOJTHUTEIbHON
BJIACTH OTYET MO pe3yabTaTaM (papMakoHaA30pa OJUH pa3 B IIECTh MECSIEB B TEUEHHUE JBYX JIET MOCTe
rOCyJIapCTBEHHOW PETUCTPALIMU JIEKApCTBEHHOT0 Tpemnapara B Poccuiickoit denepannn, 3aTeM €KeroaHo
B T€UEHHUE MOCIIEYIOUIUX TPEX JIET U B JaJIbHEHIIIEM OJMH pa3 B TpH roja.

(uactb 8 BBeneHa denepanbHbiM 3aKk0oHOM 0T 02.08.2019 N 297-03)

Crarba 18. Ilomaua um paccMoTpeHHMe 3asiBJIeHHSI O TOCYJIAPCTBEHHOW perucrpanuu
JICKAPCTBEHHOI'0 Mpenapara JJisi MeIMIHHCKOr0 NPUMEeHECHHU S
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

. Jng rocynapCTBEHHOM pETHCTpaluy JIEKAPCTBEHHOrO Mpernapara Juisi MEJUIUHCKOTO
NPUMEHEHHs IOPUMYECKOe JIUI0, JeHCTBYyOIIEee B COOCTBEHHBIX HHTEpecax WINM YHOJIHOMOYEHHOE
MPEACTABIATE MHTEPECH! JPYTOro IOPUAMYECKOTO JIMIA WU 3asBISAIONIEE JICKAPCTBEHHBIM Npernapar Ha
TOCYJapCTBEHHYIO PEruCTpaluio (JajJiee B HACTOALIEH CTaTbe - 3asBUTENb), NPEACTaBIIET B
YIOJTHOMOYEHHBIN (eiepalibHbIil OpraH MCIOJIHUTEIBHON BIACTH, OCYILIECTBISIONINI roCcy1apCTBEHHYIO
PETUCTpAIHIO JIEKAPCTBEHHBIX MPENapaToB A METUIIMHCKOIO IPUMEHEHUs, B 3JIEKTPOHHON (hopMme U Ha
OyMa)XHOM HOCHTEJE 3asBIECHUE O TOCYAAPCTBEHHOM PpErucTpaluM JIEKAPCTBEHHOrO Ipernapara Juls
MEIULMHCKOTO TPUMEHEHHUs, a TaKXe B TOpPsJIKE, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM (eaepanbHbIM
OpPraHOM HCITOJIHUTENbHON BIIACTH, B JJIEKTPOHHOW QopmMe M Ha OyMa)kHOM HOCHUTEJE HEOOXOIUMbIe
JOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCS] PErHMCTPALlMOHHOE JI0Che Ha JIEKapCTBEHHBIN NpenapaT ajs
MEIULUHCKOTO IPUMEHEHUSI.

(uactb 1 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)
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2. B 3asBlIeHHH O TOCYAapCTBEHHOW PErvCTpallUy JIEKAPCTBEHHOIO IMpernapara s MEJUIUHCKOTO
MIPUMEHEHHUSI YKa3bIBAIOTCA:

1) HaumeHOBaHHUe, aJpec 3asBUTENs M MPOU3BOJIUTENS JIEKAPCTBEHHOrO TMpenapara s
MEIUIIMHCKOTO MPUMEHEHUs, CBEeJIEHUSI 00 MX PEruCTpalliyd B KaueCTBE HAJOTOIUIATENbIUKA B CTpaHE
peructpanuu (Ui POCCUUCKHUX IOPUAMYECKUX JIUI] - UICHTU(DUKAIMOHHBIA HOMEp HAJIOTOIIATEIIbIINKA
(MHH), nyist tHOCTpaHHBIX IOPUIMYECKUX JIUI - CTPaHa PEerucTpalii, HAUMEHOBAHUE PETUCTPUPYIOIIETO
opraHa, perucTpalMOHHBIM HOMEp, KOJ HAJIOTOIUIATENbIINKA B CTPAaHE PErucTpanuu (MHKOPHOpAIUHU)
WM €ro aHajor) U aapec MecTa OCYILECTBICHHs MPOU3BOJCTBA JIEKAPCTBEHHOrO Ipemnapata (B ciaydae
HAJIM4YUsl HECKOJIbKMX YYaCTHUKOB IIpOIlecca €ro IMPOU3BOJCTBA HEOOXOAMMO YyKa3aTh KaXI0ro
y4acTHUKA B COOTBETCTBUU C OCYIIECTBIISIEMON CTa/iuel IPOU3BOCTBA);

(n. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMEHOBaHHE JICKAPCTBEHHOTO MpernapaTa Al MEIUIIMHCKOTO MPUMEHEHUs (MeXAyHapOoIaHOe
HEMAaTeHTOBAHHOE, WIH IPYNIUPOBOYHOE, UM XUMUUYECKOE U TOPrOBO€ HAMMEHOBAHU);

3) mepedyeHb NEHCTBYIOIIMX M BCIIOMOTATENIbHBIX BEUIECTB, BXOJAILIMX B COCTaB JIEKAapPCTBEHHOTO
npenapara Jijisi MeIUIMHCKOr0 PUMEHEHHS, C YKa3aHUEM KOJUYECTBA KaXK0T0 U3 HUX;

4) nexapcTBeHHass ¢opMma, J03UPOBKA, CHOCOOBI BBENEHUS W MPUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOTO MperapaTa JJisi MEIUIIMHCKOTO MPUMEHEHHUS;

5) dapmakoTepaneBTHUECKas TPYIINa, KO aHATOMO-TEPANeBTHUECKO-XUMUYECKOM KiIaccupukaium,
PEKOMEHJIOBAaHHOW BcemMupHO oOpraHu3anuen 3ApaBOOXpPAHEHMS, 3asBJISEMbIC [IOKa3aHUsS IS
MIPUMEHEHHUSI JIEKAPCTBEHHOTO MpernapaTa i MEIULIUHCKOTrO IPUMEHEHUS;

6) OTCYTCTBHE€ HEOOXOIUMOCTH TMPEJOCTABICHHUS OT4YeTa O Pe3yJbTarax KIMHUYECKOTO
WCCIIEIOBAHMS, HMCCIEA0BaHUs OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O Ipernapara, pa3pelieHHOro Ui
MeIuIUHCKOTo puMeHeHus B Poccuiickoit deneparuu 6osiee 1BaaIaTH JIET, C YKa3aHUEM HOPMATUBHBIX
MIPaBOBBIX AKTOB, MOATBEPKAAOIINX JAHHBIN CPOK IPUMEHEHHUS;

7) HeoOxonuMocTh odopmiieHHsT paspelieHusi Ha BBO3 B Poccuiickyto denepannio KOHKPETHOM
MapTUM  3apPETUCTPUPOBAHHBIX M (WJIM)  HE3apETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEICTB,
MpeAHa3HAYEHHBIX Ui TIPOBEACHUS SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B ILIENAX TOCYIapCTBEHHOU
perucTpalmy;

8) HEOOXOIMMOCTh TPOBEIEHUS AKCIEPTU3BI JOKYMEHTOB, MPEJICTABICHHBIX ISl OMpEIeTIeHUs
BO3MOKHOCTH paccMaTpHuBaTh JIEKaPCTBEHHBIM Mpenapar s MEIUIUHCKOTO0 TPUMEHEHHS MpH
OCYIIECTBJIEHUH TOCYAAPCTBEHHOW PErUCTPAIMH B Ka4eCTBE Op(aHHOTO JIEKAPCTBEHHOTO Mperapara;

9) HeoOXOIMMOCTh MPUMEHEHHUSI YCKOPEHHOM MpOIEeAYyphl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
LETISIX TOCYIapCTBEHHON PETUCTpaIliy JEKapCTBEHHOTO Mpernapara;

10) xomuu JOKYMEHTOB, MMOATBEPKAAIONINX YIIaTy TOCYAAPCTBEHHOM MOITHHBI:

a) 3a TPOBEICHHME DKCIEPTU3bl JTIOKYMEHTOB, MPEJICTABICHHBIX JIJISi OMPEIEICHUS BO3MOMXHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM Mpenapar JUisi MEIUWLUHUHCKOTrO IPUMEHEHHs] MpPHU OCYIIECTBICHUU
roCyJapCTBEHHOM PErUCTpaIlK B KaueCcTBE OpPaHHOTO JICKAPCTBEHHOTO Ipemnapara;

0) 3a MpoBelIEHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOTO CPEACTBA W IKCHEPTU3BI OTHOIICHUS
0’KMJIa€MOH TOJIB3bl K BO3MOXKHOMY PUCKY TTPUMEHEHUS JICKAPCTBEHHOTO MIpernapara, pa3peimeHHoro s
MEIUIIMHCKOT0 TpuMeHeHusi B Poccuiickoit ®exepanuu Oonee ABaALIATA JIET, MPU OCYIIECTBICHUU
roCy/1apCTBEHHOW PETUCTpPaLli JIEKapCTBEHHOTO Mpenapara;

B) 3a MPOBEJECHUE HKCIEPTU3bl KauecTBa JIEKAPCTBEHHOTO CPEJCTBA M SKCHEPTU3bl OTHOIICHHS
0’KHMJIa€MOH TIOJIBE3bI K BO3MOKHOMY PUCKY IPHUMEHEHUS JICKAPCTBEHHOTO Tpernapara JijIsi MEIUIIMHCKOTO
MIPUMEHEHUS MIPU €ro TOCYAapCTBEHHOM pEerucTpaluy;

r) 3a MPOBEACHHE JKCIEPTU3bl KauecTBa JIEKAPCTBEHHOTO CPEJCTBA M IKCIEPTHU3bI OTHOIICHHS
0’KMJIa€MOM MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JICKAPCTBEHHOTO IMpernapara Jjisi MeIUIIMHCKOTO
MPUMEHEHHUsI, B OTHOIICHHH KOTOPOTO TPOBEICHBI MEKIyHAPOIHBIE MHOTOIIEHTPOBBIC KIWHHUYECKHUE
HCCIEAOBaHMUs, 4YacTh M3 KOTOPBIX mpoBeaeHa B Poccuiickoit ®Pepepannu, OpU OCYLIECTBIECHUU
roCyJIapCTBEHHOM PEruCTpaIlMy JIEKAPCTBEHHOTO MperaparTa,;

11) Hanmuume coryacus TPOU3BOAUTEINS JIEKAPCTBEHHOIO Mpernapara, MPOU3BOJCTBO KOTOPOTO
ocymiecTBisiercss 3a mnpenenamum  Poccuiickoin  @enepanuu, Ha INPOBEACHUE HMHCHEKTUPOBAHUS
MIPOU3BOIUTEINS HA COOTBETCTBHE TPEOOBAHUAM MPaBUI HAIJIEKAIIEH MPOU3BOICTBEHHON MPAKTUKH;
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12) Hanuuue cormnacus, NpelyCMOTPEHHOIO 4acThio 18 HacTosel cTaThy;

13) ykazanue BHa JIEKApCTBEHHOTO Mpenapara, mpeCTaBIEHHOTO Ha perucTparuio (pedepeHTHBIHN
JIEKapCTBCHHBI  Mpemnapar, BOCHPOW3BEICHHBIM  JICKAPCTBEHHBIM  MpemapaTr, OMOJOTHYECKHMA
JIEKApCTBEHHBIM Tperapar, OnoaHaJIOroBbIA (OMOMOMOOHBIN) JIEKAPCTBEHHBINM mpernapar (OuoaHasior),
rOMeOoNnaTHYEeCKUi JIEKapCTBEHHBIN Npenapar, JIEKapCTBEHHbIN PACTUTENbHBIN penapar).

(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PeructpanmoHHoe 10che Ha JIEKAPCTBEHHBIM IIpemapaTr Ajds MEJUIUHCKOTO IPUMEHEHUs
npenocrasisgercs B opMe 001Iero TEXHUYECKOro JOKYMEHTA.
(uactsb 3 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen noKyMEHTAlMK aJMUHUCTPATUBHOTO XapaKTepa BKIIOYAeT B ce0s:

1) 3asBICHUE O TOCYAApPCTBEHHOW PErHCTpAIlMM JIGKAPCTBEHHOTO Mpenapara Jjis MEIHIMHCKOTO
MIPUMEHEHHUS B AIEKTPOHHOU (hopMe U Ha OyMa>KHOM HOCHUTEIIE;

2) KOIHMI0 JOKYMEHTa Ha pYCCKOM $3bIKE, 3aBEPEHHOT0 B YCTAaHOBJIEHHOM IOpPSIKE U
MOATBEPKIAOIIET0 MPAaBOMOYHOCTh 3asBUTENSl MOJaBaTh 3asBJICHHE O TOCYAApCTBEHHOM PErucTpaluu
JIEKapCTBEHHOI'0 IIperapaTra Juisi MEAULMHCKOTO IPUMEHEHUS (IOBEPEHHOCTD);

3) cBeneHHUs O Jare MPEAOCTABJICHUS M PErHCTPAIMOHHOM HOMEpE JIMIICH3UU Ha IPOU3BOICTBO
JIEKapCTBEHHBIX CPEACTB WJIM CBEICHUS O JaTe€ MPEAOCTaBICHUs] M PEruCTPAlMOHHOM HOMeEpe
3aKJIIOUYEHUST O COOTBETCTBHM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPEOOBAaHUSAM IPaBUI
HaJuIeXkalleld IMPOU3BOACTBEHHON MPAaKTUKH, BbIAAHHBIX (IPEIOCTABICHHBIX) YIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIOJIHUTENBHONM BIIACTH B OTHOUICHMM MPOU3BOJCTBEHHOW IUIOMIAIKU
PErUCTPUPYEMOIO JIEKAPCTBEHHOIO Ipenapara, B Clydae, €CJId IPOU3BOJCTBO JIEKAPCTBEHHOI'O
npenapata ocyuecTsisiercs B Poccuiickoit denepanuu;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-D3)

4) KONUIO MPEAOCTaBICHHON YIMOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOW3BOJUTENS JIMIEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIperapaTa M €€ I[epeBOJl Ha PYCCKUM S3bIK, 3aBEpEHHBbIE B
YCTaHOBJICHHOM TOPSIZIKE, a TAKkKe KOMHUIO 3aKII0YEHUS O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBAaHMSAM  MpPaBHJ  HAIJIEKAIIEH  NPOM3BOJICTBEHHOW  MPAKTHKH,  BBIJAHHOTO
YIIOJIHOMOYEHHBIM (pe/iepabHbIM OpraHOM HCHOJHHUTEIbHON BIACTH B OTHOLIEHHWH MPOU3BOICTBEHHOMN
IUIOUIA/IKM PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IMperapara, WM KOMMIO PEIIEHUS YHOJHOMOYEHHOIO
¢denepanbHOrO OpraHa HCIOJHUTENBHONW BIACTH O MPOBEJCHUM HHCIEKTHUPOBAHUS IPOU3BOIAMUTEINS
JIEKapCTBEHHBIX CPEJICTB, B CIIy4ae, €ClIU MPOU3BOICTBO JIEKAPCTBEHHOTO MperapaTa OCYIIECTBISETCS 3a
npeaenamu Poccniickoit denepanuu;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-D3)

5) IpOEKT UHCTPYKILUH 10 MEIUIIUHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOT O Ipernapara, cojepskarei
CIIEYIOINE CBEACHMUS:

a) HaMMEHOBAaHME JIEKAPCTBEHHOrO TIpemnapara (MeXAyHapoJHOE HENaTeHTOBAaHHOE, WU
IPYNIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nexapcTBeHHas popMa ¢ yKa3aHHEM HaUMEHOBaHMH M KOJMYECTBEHHOI'O COCTaBa JEHCTBYIOLIMX
BEIIECTB U KAUECTBEHHOI'O COCTaBa BCIIOMOTATENIbHBIX BEIIECTB (MPU HEOOXOAUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOT'aTEJIbHBIX BEILIECTB);

B) OIKMCaHUE BHEIIHErO BU/A JIEKAPCTBEHHOTO Mpenapara Jjs MeIULUHCKOrO TPUMEHEHHUS;

I') (U3HKO-XUMHUYECKUE CBOICTBA (JUIsl pannodapMaleBTHIeCKUX JIEKAPCTBEHHBIX MTPENapaToB);

) (apMakoTepaneBTUYeCcKasi TpyMna, KOJ JIEKApCTBEHHOrO IMpernapara A MEAUIMHCKOrO
PUMEHEHHS IO aHATOMO-TeparneBTUYECKO-XUMUYECKOM Kilaccu(ukanuu, pekoMeH10BaHHON BecemupHoit
OpraHu3alMen 3[paBOOXPAHEHUs, HJIM YKa3aHHUE "TOMEONAaTHYECKUM JICKAPCTBEHHBIN penapart';

e) ¢apmakonuHamuka W (apMakOKMHETHKa (32  HCKJIIOUYEHHeM  (apMaKOKHHETUKU
rOMEONaTUYECKUX JIEKAPCTBEHHBIX NMPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

) TTOKa3aHMsl 1Sl IPUMEHEHMS;

3) IPOTUBOIOKA3aHUs JIJIsl IPUMEHEHUS;

1) MEpBI IIPEIOCTOPOKHOCTH IIPU IPUMEHEHNH;

K) YKa3aHHe€ BO3MOXXHOCTH U OCOOEHHOCTEW NpHUMEHEHHUs JIEKapCTBEHHOro Ipernapara s
MEIULUHCKOTO TPUMEHEHHUs OEpEeMEHHBIMU O KEHIIMHAMH, OJKCHIIMHAMH B MEPUOJ] TPYIAHOTO
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BCKapMJIUBaHMsI, JETbMH, B3POCIBIMHU, UMEIOIIMMHU XPOHUYECKHE 3a00JI€BaHuU;

J) peXUM J03UPOBaHUS, CIIOCOOBI BBEIEHUS U MPUMEHEHUS, TP HEOOXOAMMOCTH BpeMs IpHema
JICKApCTBEHHOTO TpenapaTta sl MEIUIMHCKOIO NPHUMEHEHHUs, MPOJOIDKHTEIBHOCTh JICYEHUS, B TOM
qyclie y JeTel 10 U IOCTIe OJHOTO ro/a;

M) BO3MOXXHBIE HEXENaTeNbHbIE PEAKIMU IpPH TNPUMEHEHUH JIEKApCTBEHHOTO IIperapara Jyis
MEIUIIMHCKOTO IPUMEHEHHUS,;

H) CUMIITOMBI TIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO TOMOILH TIPH TEPEI03UPOBKE;

0) B3aMMOJICICTBHE C APYTUMHU JIE€KApPCTBEHHBIMH MpenapaTaMu U (UIu) MUIIEBBIMU MTPOIYyKTAMH;

1) (hOpMBI BBIITyCKa JIEKaPCTBEHHOT'O IIpenapara;

p) ykazanue (IpH HEOOXOIUMOCTH) OCOOCHHOCTEH JCHCTBHS JIEKApCTBEHHOIO Ipemapara s
MEIULUHCKOTO MPUMEHEHHS IPY TIEPBOM IIPHEME HITH NIPH €T0 OTMEHE;

¢) onucanue (Mpyu HEOOXOAMMOCTH) IeHCTBHI Bpaya (dempamepa) ¥ (W) MalueHTa Mpy MPOITyCKe
npreMa OJHOHN MM HECKOJBKUX /103 JIEKAPCTBEHHOTO Mpenapara il MEIUIIMHCKOTO IIPUMEHEHUS;

T) BO3MOXXHOE€ BIIMSIHUE JIEKAPCTBEHHOI'O TMpernapara s METUIIMHCKOrO MPUMEHEHUS Ha
CIOCOOHOCTH YIPABJIATh TPAHCIOPTHBIMU CPEICTBAMH, MEXaHU3MAaMHU;

y) CpPOK TOAHOCTHM M YKa3aHHE Ha 3alpeT MpPUMEHEHUs JEKapCTBEHHOTo TMpemnapara Jis
MEIULMHCKOTO MPUMEHEHHUS 110 UCTEYCHNUU CPOKa FOJHOCTH;

&) ycrnoBus XxpaHeHus;

X) yKa3aHWe Ha HEOOXOIUMOCTh XpPaHEHHS JIEKapCTBEHHOTO Mpernapara sl MEJUIIMHCKOTO
MIPUMEHEHUS B MECTaX, HEJOCTYIHBIX IS JETEi;

1) yka3aHue (Ipu HEOOXOAMMOCTH) CIELUAIbHBIX MEp IMPEIOCTOPONKHOCTU HPU YHUUTOKEHUU
HEHCIOJIb30BaHHBIX JICKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO IPUMEHEHNUS;

Y) YCIIOBUS OTITYCKa;

II) HAaUMEHOBAaHUS U aJpeca MPOU3BOACTBEHHBIX IUIOIMIAJOK MPOU3BOJUTENS JIEKAPCTBEHHOIO
npernapara;

II) HAaUMEHOBaHHE, aJ[peC OpraHu3aluu, YHIOJHOMOYEHHOW Jep)KaTeleM WU BIaJeliblieM
PETUCTPAIIMOHHOTO yIOCTOBEPEHHSI JICKAPCTBEHHOTO Mperapara s MEIUIIMHCKOrO NpUMEHEHHs Ha
MPUHATHE NTPETEH3UH OT MOTPEOUTES;

6) MHCTPYKIUIO IO MEAMIIMHCKOMY TPUMEHEHHUIO WIIH KPATKYI0 XapaKTEPUCTHKY JEKapCTBEHHOTO
npernapara, yTBep>kJICHHbIE B CTPaHE MPOU3BOIUTEINS;

7) IPOEKTHI MAaKETOB MEPBHYHON YITAKOBKU M BTOPUYHOH YITAKOBKH JICKAPCTBEHHOTO TpeTapara s
MEIULMHCKOTO NPUMEHEHUS;

8) TPOEKT HOPMATUBHOW JTOKYMEHTAMWM WJIM HOPMAaTHBHOTO JOKYMEHTAa Ha JIEKapCTBEHHBIN
npernapar sl MEJUIIMHCKOT0 MPUMEHEHHsI TM00 yKa3zaHHe COOTBETCTBYIOIEH (papMaKoneiHON CTaThy;

9) moxymeHT, cojaepkaiuii HHGOPMAIUIO O HATMYUM WA 00 OTCYTCTBUU (PAKTOB PErucTpariiu
JIEKapCTBEHHOTO Mpernapara sl MEIUIIMHCKOTro IPUMEHEHUs 3a npeenamu Poccuiickoit denepannu;

10) Konmmu JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBICHHOM IIOPSAIKE M IOATBEPKAAOMMUX (aKT
perucTpanyy JEeKapCTBEHHOIO IpenapaTa B MHOCTPAHHBIX TOCYAAapcTBax B KadecTBe Op¢aHHOTO
JIEKapCTBEHHOTO TpeTapara;

11) mnman ympaBiaeHHs pUCKaMU Ui OHONIOTUYECKUX JIEKAPCTBEHHBIX MpEnaparoB s
MEJIUIUHCKOTO TPUMEHEHHS;

12) noxymeHT o cucteme (apmakoHaa30pa JAepiKaTens WIM BIAJAETblla PEruCTPAMOHHOTO
YIIOCTOBEPEHUS JIEKaPCTBEHHOTO TIpenapara;

13) nOKyMeHT, MOATBEPXKIAIOIIMN KadyecTBO JIEKAPCTBEHHOT'O Ipernapara TpeX MPOMBIIIJIEHHBIX
cepuii (ITPOTOKOJI aHAIIN3a WIIM CEPTU(HUKAT aHAIN32a), OTHA CEPHUsT KOTOPOTO JTOJKHA COBIAIATh C CEpUEH
oOpa3lia JIeKapCTBEHHOTO IHpenapara s MEIUIUHCKOrO MPUMEHEHMs, MpPEICTaBICHHOTO Ha
TOCYJapCTBEHHYIO PETHUCTPAITHIO.

(uactp 4 B pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

5. Paznen xumudeckoi, ¢apmManeBTUUECKON M OMOJIOTMYECKOM TOKYMEHTAllMu BKIIOYAeT B cels
JOKYMEHTBI, coJiepxalie HHopMaIuio o papMalieBTUYECKON CyOCTaHIIMH U JIEKAPCTBEHHOM ITperapare
IUTST METUITTHCKOTO TIPUMEHEHUS, MPOIEcce ero MPOM3BOACTBA M METOJaX KOHTPOJSI KayecTBa, B TOM
qucie:
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1) KomHIO TOKYMEHTA, COAEPIKAIIEro CIEAYIONTYI0 HH(POpMAIHIO 0 (papMaleBTHYEeCKOi cyOcTaHIuN
Wi (apMaleBTUUECKUX CYOCTaHIMAX, BXOAALIMX B COCTaB JIEKAPCTBEHHOIO IIpernapara, 3a
UCKJIIOUeHHeM HHpopMaru o (apManeBTHYECKUX CYOCTAaHIMX, BKIIOYEHHBIX B TOCYIapCTBEHHBIN
peecTp JeKapCTBEHHBIX CPEACTB B COOTBETCTBUM €O cTaThel 34 HacTosero denepaabHOro 3aK0Ha:

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 462-03)

a) HauMEHOBaHMe (apMaleBTUUECKON CyOCTaHIMH, €€ CTPYKTypa, o0I11e CBONCTBA;

0) HaMMEHOBAaHME U a/IpEC MPOU3BOAUTENS;

B) TEXHOJIOTUS IIPOM3BOJCTBA C ONMMCAHUEM CTAaIUil MPOM3BOJCTBA U METOJOB KOHTPOJIS Ha BCEX
CTaJusIX IPOU3BOJICTBA;

I') ONMCaHKE Pa3pabOTKH Mpolecca MPOU3BOICTBA;

1) OTIMCAaHNE KOHTPOJISI KPUTUUECKUX CTAAUN MPOU3BOJICTBA U MPOMEKYTOYHOM MPOTYKIINH;

€) TOKYMEHTAJIbHOE TIOITBEPIKACHHUE (BAIMIAIIHSI) TPOIIECCOB M (UJTH) MX OIECHKA,

’K) CBOMCTBA U CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKTepUCTUKA IpUMeECEH;

1) cnenudukanys Ha (papMaleBTHUECKYIO CyOCTaHIINIO U ee 000CHOBAHUE;

K) AaHAJIUTUYECKHE METOJIUKH, MCIIOJIb3yeMble IPU OCYILECTBIEHUM KOHTPOJIA KauyecTBa
(bapManeBTHYECKON CyOCTaHITUH;

J) JOKYMEHTAJIbHOE IMOJATBEpXACHUE (BalMJalMsl) aHATUTUYECKHX METOJAUK, UCIOJIb3YEeMbIX IMPH
OCYIIECTBICHHH KOHTPOJIS KauecTBa (hapMaleBTHIECKON CyOCTaHIINY;

M) pe3yJbTaThl aHaJIM3a cepuil papmarieBTHUECKOM cyOCTaHIINY;

H) TIepeueHb CTaHIAPTHBIX 00Pa3I0B MM BEIIECTB, UCIIOIB3YEMBIX MPHU OCYIIECTBICHUN KOHTPOJIS
Ka4yecTBa;

0) OITMCaHME XaPAKTEPUCTUK U CBOMCTB YITAKOBOYHBIX MAaTEPHAJIOB U YKYIIOPOUHBIX CPE/ICTB;

1) JaHHBIE O CTA0MIBHOCTH (papMaIeBTUUECKON CyOCTaHIINH;

P) CPOK TOAHOCTH;

1.1) B oTHomeHHH GapMaleBTUYECKUX CYOCTaHLMM, BXOJSIIMX B COCTaB JICKAPCTBEHHOI'O
mpernapara U BKJIIOUYEHHBIX B TOCYJApCTBEHHBINH PEECTp JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHU CO
cratbeil 34 Hacrosimero @enepanibHOr0 3aKOHA, - KONHUS JOKYMEHTa, COAEPIKAIIEero CIeIyHOIIyIo
nH(pOpMaLIHNIO:

a) HauMEeHOBaHMe (apMaleBTUUECKON CYOCTaHIINH, €€ CTPYKTypa, o0II1e CBOUCTBA;

0) HauMEHOBaHME U a/IpeC MPOU3BOAUTENS;

B) pe3yJIbTaThl aHAJIN3a cepuil papMalleBTUYECKON CyOCTaHIINH;

') CPOK F'OJTHOCTH;

(m. 1.1 BBenen denepanbHbiM 3aKk0HOM 0T 27.12.2019 N 462-D3)

2) TOKYMEHT, CO/ICPIKaIINA CIEIYIONINE CBEACHHUS O JIEKAPCTBEHHOM IIperapare JUisi MEAHIIMHCKOTO
IPUMEHEHHUSL:

a) OIHMCaHMNE U COCTAB JICKAPCTBEHHOTO Tpernapara il MeIUIIMHCKOTO IIPUMEHEHUS;

6) omnucanue ¢apMaleBTUUECKONH pa3paboTku (0OOCHOBaHME BBIOOpa COCTaBa, NEPBUYHOU
YIaKOBKU U UHOTO);

B) TEXHOJIOTUS MPOM3BOJCTBA C ONMMCAHUEM CTaIuil MPOM3BOJICTBA U METOJOB KOHTPOJS Ha BCeEX
CTaJsIX TIPOM3BOJICTBA;

I') ONHCAaHHE KOHTPOJS KPUTHYECKUX CTaJui TMpolecca MPOU3BOACTBA M MPOMEKYTOUHOM
TIPOJTyKIIMH;

J1) HAUMEHOBAaHUE U a/IpeC MECTa OCYILECTBIIEHUS MPOM3BOJICTBA JIEKAPCTBEHHOTO IMpernapara Juls
MEIUIMHCKOTO TIPUMEHEHHUs1 (B Cllydae HaJIM4YUsl HECKOJBKAX YYaCTHHKOB IIpoIlecca MPOM3BOJCTBA
HE00XO0AMMO yKa3aTh KaXKI0ro U3 HHX);

e) ¢apmareBTUIeCKasi COBMECTUMOCTH;

) MUKPOOHOJIOTMYECKHE XapaKTEePUCTHUKH;

3) MaTepuaibHbIN OalaHC JJIsl MPOU3BOACTBA CEPUH FOTOBOTO MPOJIYKTa;

1) OMMCAaHUE XapaKTEPUCTHK U CBOMCTB YAaKOBOYHBIX MAaTEPHAIIOB U YKYIIOPOUYHBIX CPE/ICTB;

K) JOKYMEHTAJIbHOE MOATBEPkKACHNE (BalIMIalusl) MPOLIECCOB IPOU3BOJICTBA U (WJIN) UX OIICHKA;

J) TpeOOBaHMA K KayecTBY BCIOMOTraTeNbHBIX BellecTB (cepTudukar, cnenuduxanus Ha


consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECA9D40811D7253DC4BD48FDDED2015E32C97AA49D6E805A5903F6E6E010E3531B4937D1E7043AECD8w2F0I
consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECA9D40811D7253DC4BD48FDDED2015E32C97AA49D6E805A5900F6E6E010E3531B4937D1E7043AECD8w2F0I

BCIIOMOTaTeNbHBIC BEIIECTBA K X 00OCHOBAHUE);

M) AaHaATUTHYECKHE METOAMKH, HCIOJNb3yeMble TpPU OCYIIECTBICHUU KOHTPOJIA KauecTBa
BCIIOMOTaTeJIbHBIX BEIIECTB;

H) IOKyMEHTaJbHOE MOJATBEPXKIEHUE (BaTIMIAIMs) aHATUTUYECKUX METOAMK, MCIIOJb3YyEeMbIX MpPH
OCYIIECTBJICHUU KOHTPOJISI KaueCTBa BCIOMOTaTEIbHBIX BEIIECTB;

0) uHdopmanus o0 HCIOJIB30BAHUU BCIOMOTATENbHBIX BEIIECTB UYEJIOBEUECKOIO U >KUBOTHOTO
MIPOUCXOKACHUS;

1) uHopmalus 00 UCIOIb30BAHUH HOBBIX BCIIOMOTaTEIbHBIX BEIIECTB;

p) TpebOBaHMS K KayeCTBY JIEKAPCTBEHHOrO IMpemapara Jyuisi MEIUIMHCKOTO TNPUMEHEHHS
(ceprudukar, cnenudukays Ha JEKapCTBEHHBIN IIpemnapar U uX 000CHOBAaHHE);

C) AaHaJTUTUYECKUE METOJMKH, HCIOJIb3YyEeMblE IPU OCYIIECTBICHHUH KOHTPOJIS KauecTBa
JIEKapCTBEHHOT'O IpernapaTa Jisi METUIIUHCKOTO PUMEHEHHUS;

T) JOKYMEHTAJIbHOE MOATBEPXKICHHUE (BaJMAIMsA) aHATUTUYECKUX METOAMK, UCIOJIb3YEMbIX MPHU
OCYILIECTBICHUH KOHTPOJISl KayecTBa JIEKapCTBEHHOIO MIperapaTa Jisl MEAUIIUHCKOTO PUMEHEHUS;

y) pe3yJIbTaThl AaHAJIM30B CEpUI JIEKAPCTBEHHOIO Mpenapara s MeIUIUHCKOTO MPUMEHEHUS;

() XapaKTepUCTHKA TPUMECEH;

X) TepeueHb CTaHIAPTHBIX O0pa3IOB, UCIOJIb3YEMBIX IMPU OCYHIECTBICHWU KOHTPOJISI KadecTBa
JIEKapCTBEHHOT'O Ipernapara Juisi MeJUIITHCKOTO PUMEHEHHUS;

11) JIaHHBIC O CTAOUIILHOCTH JICKAPCTBEHHOTO Tperapara JAJisi MEIUIIMHCKOTO TPUMEHEHUSI.

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

6. Pa3znen ¢dapmMakoJorudecKoi, TOKCHKOJIOTHICCKOW JOKYMEHTAIIMH BKJIFOUAET B Ce0S OTYETHI O
pe3ynbTaTax JOKIMHUYECKUX HCCIEI0BaHUN JIEKApCTBEHHOTO CPEACTBA ISl METUIIUHCKOTO PUMEHEHUS,
B TOM YHCIIE:

1) otuet o papMakOTUHAMUYECKHUX UCCIIECTOBAHMSIX;

2) otueT 0 GapMaKOKMHETUYECKUX HCCIICIOBAHUSAX;

3) OTYET 0 TOKCUKOJIOTUYECKUX HUCCIIETOBAHUSIX.

(uactsb 6 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pa3znen KIMHUYECKOW MOKYMEHTAllMUd BKIIOYAET B ce0sl OTYETHI O pe3ynbTarax KIMHUYECKHX
HCCIIE0BaHUH JICKAPCTBEHHOTO TIpernapara Jyisi MEAUIIMHCKOTO TPUMEHEHHS, B TOM YHCIIC:

1) oryersl 00 wuccneAOBaHUAX OWOJOCTYMTHOCTH U OWODKBUBAJICHTHOCTH, WCCIIEOBAHMSIX,
YCTAHABIIMBAIOIIUX KOPPEISALUIO PE3YIbTATOB, OJYUYEHHBIX B YCIOBMSIX In VItro U in vivo;

2) oTueThl 0 (PapMaKOKUHETUUECKUX MCCIICTOBAHMSIX;

3) oTdeThl 0 papMaKOIMHAMUYECKUX HCCIICIOBAHUSIX;

4) 0TYeTHI O KIIMHUYECKUX HCCIeT0BaHUAX (P PEeKTUBHOCTU U O€30MACHOCTH;

5) OT4eT O MOCTPErUCTPALIMOHHOM OTIBITE IPUMEHEHUs (TTPU HAIUYHUH ).

(uacth 7 BBeneHa denepanbHbiM 3aK0OHOM OT 22.12.2014 N 429-03)

8. TpeboBanus k 00beMy HH(pOPMAIHH, TMPEIOCTABIIEMON B COCTABE PETUCTPAIIMOHHOTO JIOCHE,
JUISL OTJIEIBHBIX BHUJIOB JIEKAPCTBEHHBIX MPEMAPATOB IJIsI MEAUIIMHCKOTO MPUMEHEHHUs YCTaHABIMBAOTCS
YIOJIHOMOYEHHBIM (peiepaabHbIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

(uacTh 8 BBeneHa denepanbHbiM 3aK0OHOM OT 22.12.2014 N 429-03)

9. B oTHOIIEHNH JEKAPCTBEHHBIX IMPENapaToB, Pa3perieHHBIX I MEIUIIMHCKOTO MPUMEHEHHUS B
Poccuiickoit denepanuu Oosiee ABaAaTH JIET U B OTHOIIEHHH KOTOPHIX HEBO3MOXKHO MPOBEACHHE
WCCIEAOBAaHUN WX OHMOPKBUBAJICHTHOCTH (32 HCKIIOUYCHHEM OHOJOTUYECKHX  JIEKApPCTBEHHBIX
MpernapaToB), AOMYCKAETCs BKIIOUEHHE B COCTaB pasnena (papMaKoJIOTHYECKOW, TOKCHUKOJIOTHYECKOU
JOKYMEHTAIIMU U pa3jiefia KIMHHYECKOW JOKYMEHTAIlMM BMECTO OTYeTa pa3padoT4yMKa O pe3ysibTaTrax
COOCTBEHHBIX JOKIMHHUYECKUX HUCCIICIOBAHUN JIEKAPCTBEHHBIX CPENCTB M KIMHUYECKUX HCCIEIOBaHUN
JIEKApCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOTO MPUMEHEHHS 0030pa HAy4dHBIX padOT O pe3yibTaTax
JOKJIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKHX MCCIEIOBAaHUM JaHHBIX
JIEKApCTBEHHBIX MIPETMapaToB, B TOM YHCJIE BKIIIOYAS OMBIT UX MOCTPETUCTPAITHOHHOTO IPUMECHECHHS.
(dactp 9 BBeneHa DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOro 3aKOHA OT
27.12.2019 N 475-03)

10. Ilpu rocyaapCTBEHHOW pEerucTpaldd BOCIHPOU3BEIEHHBIX JIEKAPCTBEHHBIX MpenapaTroB AJis
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MEIUIIMHCKOTO TPUMEHEHHS JONMYyCKAeTCs BKIIYEHHE B COCTaB pasfena (HapMakoIOTUYECKOH,
TOKCHKOJIOTMYECKOM JOKYMEHTallud M pasjena KIMHUYECKOW JOKYMEHTAallMd BMECTO OT4YeTa
pa3zpaboTurka O pe3yiabTaTax COOCTBEHHBIX JOKIMHUYECKHX HCCIICIOBAHHMM JIEKAPCTBECHHBIX CPEICTB
0030pa Hay4yHBIX pabOT O pe3yibTaTax MOKIMHUYECKUX UCCIIEOBaHUN pedepeHTHOro JIEKapCTBEHHOIO
mpernapaTa U MpeJCTaBICHNE BMECTO KIMHHYECKUX HCCIICIOBAHUN B IMOJHOM 00BEeMe, YCTAaHOBICHHOM
pa3zesnoM KIMHUYECKOW JOKYMEHTAIMHM, OT4eTa O pe3yibTaTax HCCIeAOBaHUNA OMO3KBUBAICHTHOCTH
BOCIIPOU3BEJICHHOTO JICKAPCTBEHHOTO Tperapara Juisi MEIUIMHCKOro mpuMmeHenus. He tpeOyercs
Mpe/ICTaBJICHHEe OT4YeTa O pe3yiabTaTax MCCIeA0BaHUNH OHWOPKBUBAJICHTHOCTH BOCHPOU3BEIECHHOTO
JIEKApCTBEHHOTO Mpernapara Juisi MEAUIMHCKOTO0 MPUMEHEHUS, €CJIM PETUCTPUPYIOTCS BOCIIPOU3BEACHHBIC
JIEKApCTBEHHBIE ITpenapaTsl JUisl MEAULIMHCKOTO TPUMEHEHUs, KOTOPbIE:

1) mpemHazHaueHbl AJiS MAPEHTEPATHHOTO (TMOJKOXKHOTO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAPHOTO) BBEICHUS U
MIPEJICTABIISAIOT CO00I BOAHBIC PACTBOPHI;

2) mpelCTaBISIIOT COOOM PacTBOPHI AJIsl HEPOPATLHOTO MPUMEHEHHUS;

3) npousBeieHbI B (hOpME MOPOIIKOB MITH JIMOPUIN3ATOB JJIsI IPUTOTOBIICHHS PACTBOPOB;

4) ABNAIOTCS ra3aMu;

5) SBISAIOTCS YUITHBIMHM WJIW TJIA3HBIMU JIEKAPCTBEHHBIMU TIpemnapaTaMu, IPOU3BEICHHBIMU B JopMe
BOJIHBIX PaCTBOPOB;

6) npenHa3HAYCHBI 1T MECTHOTO TPUMEHEHHS U IIPUTOTOBJICHBI B (hOpME BOHBIX PACTBOPOB;

7) IpeacTaBISIIOT cOOOW BOAHBIE PACTBOPHI AJISl UCHONB30BaHUS B (pOpMe MHTAIALMNA C TOMOIIBIO
HeOyai3epa Wik B Ka4eCTBE Ha3aIbHBIX CIIPEEB, MPUMEHSIEMBIX C TIOMOIIBIO CXOIHBIX YCTPOUCTB.

(uacth 10 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. [ns cmydaeB, yka3aHHbBIX B nyHkTax 1 - 3, 5 - 7 wgactm 10 Hacrosmeid craThw,
BOCIIPOM3BE/ICHHBIN JIEKAPCTBEHHBIA Mpenapar s MEIUIMHCKOTO IMPUMEHEHHUs JOJKEH COAEp’KaTh
TaKHe K€ BCIIOMOTATEIIbHBIC BEIIECTBA B TAKUX )K€ KOJIUYECTBAX, KaK M peepeHTHBIN JeKapCTBEHHBIH
npenapar. Eciu cocTaBbl BCIOMOTaTENbHBIX BEIIECTB Pa3IMYyarOTCs, 3asABUTENb JOJKEH IMPEACTaBUTh
JIOKa3aTesIbcTBa TOTO, YTO HCIIOJNB3YEMbI€ B JAHHBIX KOHIICHTPAIMSIX BCIOMOTATEIbHBIC BEIIECCTBA HE
BIUSIOT Ha Oe3omacHOCTh U (WiH) 3(PPEeKTUBHOCTH JIEKAPCTBEHHOTO TMpemnapara Uisi MEAUIIMHCKOTO
npuMeHeHus. B ciydae, eciiv 3asBUTENb HE MOXKET MPEJICTABUTH TAKKUE JIOKA3aTEeIbCTBA U (M) HE UMEET
JIOCTyIa K COOTBETCTBYIOIIMM JaHHBIM, OH JOJKEH MPOBECTU COOTBETCTBYIOIIHME HWCCIEIOBAHMS IS
JIOKA3aTelIbcTBa OTCYTCTBUS BIIUSHHUS Pa3HBIX BCIIOMOTATENbHBIX BEIIECTB WM BCIOMOTATEIbHBIX
yCTPOMCTB Ha 0e30macHOCTh U (WiH) 3(G(HEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara A MEIUIIHHCKOTO
MIPUMEHEHHUS B COOTBETCTBHUH C aKTaMH, COCTaBIIAIONIMMU TTpaBo EBpa3uiickoro 5KOHOMHUYECKOTO CO03a.
(uactp 11 BBenena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. @enepalbHOTO 3aKOHA OT
22.12.2020 N 444-D3)

12. Tlpu rocyaapcTBEHHOM perucTpaiiy KOMOWHAIUN paHee 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB IS MEAUIMHCKOTO TIPUMEHEHHUsS JIONMyCKaeTcss BKJIIOUEHHWE B COCTaB  pasjena
(hapMaKoIOTUYECKOM, TOKCHKOJIOTUYECKOW MOKYMEHTAIlMM W pasliena KIMHUYEeCKOW JIOKyMEHTAallUu
BMECTO OT4YeTa pa3paboTuhka O pe3yibTaTaXx COOCTBEHHBIX JOKIMHUYECKHX HCCIIEIOBAHUI
JIEKapCTBEHHBIX CPEJACTB 0030pa HayudyHbIX paboOT O pe3ynpTaTax MOKIMHHYECKHUX HCCIETOBAHHH
pedepeHTHBIX JIEKApCTBEHHBIX IMpEnapaToB, BXOANIMX B COCTaB KOMOWHAIIMH JICKAPCTBEHHBIX
MpemnapaToB, U 00 OTCYTCTBHH UX B3aUMOJICUCTBUS B OJTHOM JIeKapCTBEHHOU (hopMe.

(uacth 12 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha okcmepTusy pasmuYHBIX JIEKQpPCTBEHHBIX (OPM OJHOTO W TOTO K€ JIEKAPCTBEHHOTO
mpenapara Ui MEAWIIMHCKOTO TPUMEHEHHS 3asBUTENbh TMPEACTABISICT OTIEIbHBIC 3asBICHUS U
PETUCTPAIIMOHHBIC IOChEe HA KAKAYIO JIeKapCTBEHHYIO (hopmy. Ilpu yciaoBuu oJHOBpEMEHHOM Moa4uu Ha
AKCTIEPTU3Y OJHOW JICKAPCTBEHHON (OPMBI C Pa3TUYHBIMHU JIO3UPOBKOM, KOHIIEHTpAIHei, 00beMOM
3asIBUTEIIb MIPEACTABIISIET OJJHO 3a8BJICHUE U PETUCTPALIMOHHOE OChE C MPHIIOKEHUEM MAKETOB YITaKOBOK
Ha KaX]IYIO JO3UPOBKY, KAXKTYI0 KOHIICHTPAIINIO, KaX bl 00bEM M KaXK10€ KOJTMYECTBO JI03 B YIIAKOBKE.
(uacth 13 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

14. Tlpu rocymapcTBEHHOW perucTpanuu OphaHHOTO JIEKAPCTBEHHOTO IIperapara 3asBUTENb
mpecTaBiIseT nH(OpMaILINI0, HEOOXOTUMYIO I (POpMHUpPOBAHUS pasjiena KIMHUYECKOU JOKYMEHTAIIHH,
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B 00bEeMe, YCTAHOBJIIEHHOM YITOJTHOMOUYEHHBIM (eiepajIbHbBIM OPraHOM HCIIOJHUTEIBHON BIACTH.
(dactp 14 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

15. Ilpu peructpanuu OHOJIOTMYECKOTO JIEKAPCTBEHHOI'O IIpernapaTa, IOJyYEHHOTO W3 KpPOBH,
IJ1a3Mbl KPOBU 4YEJIOBEKa, B COCTABE PErMCTPAI[MOHHOTO JO0ChE Ha JIGKApCTBEHHBIM Ipemapar i
MEIULIUHCKOTO MPUMEHEHHUS JOJKHBI OBITH MPEICTABICHBI IOTIOJTHUTEIBHO:

1) B pa3mene [OKyMEHTallMW aJMHMHUCTPATHUBHOIO XapakTepa JOKYMEHT, COJAepKallui
uHpopMannoo 0 cyObeKTax oOpalmieHust JOHOPCKOH KPOBH M (MJIM) €€ KOMIIOHEHTOB, O TOM, I/ie Oblia
OCYIIECTBICHA JOoHanus (KpoBH H (WJM) TUIa3Mbl KPOBH), a TakXe JaHHble 00 WH(EKIMOHHBIX
3a00JIeBaHUAX, NEPEAAIONIUXCA IMAPEHTEPATIbHBIM IyTeM, HH(pOpMaIHs O CyObeKTax oOpalieHus
JIOHOPCKOW KpOBU U (WJIM) €€ KOMIIOHEHTOB, B OTHOIICHHHU KOTOPBIX OCYIIECTBISIETCS KOHTPOJIb
JTOHOPCKOM KPOBU U (WJIM) €€ KOMIIOHEHTOB;

2) B pazzene XUMUYECKOH, (papmarieBTHUEeCKON U OMOJIOTMYECKOM TOKYMEHTALUU:

a) KPUTEPUU U CIIOCOOBI 0TOOpa, TPAHCIIOPTUPOBAHHUS M XPAHEHUS TOHOPCKOM KPOBU M (WJIM) ee
KOMITOHEHTOB;

0) pe3ynabTaThl UCCIIEIOBAaHUI OTOOPAHHBIX TOHOPCKOW KPOBU W (WMJIM) IJIa3Mbl KPOBU U MYJIOB Ha
Hanuuue Bo3OyauTenei wuH(exkuuii, BKIOYas HWHPOPMANUI0O 00 HCIONb30BAHHBIX METOAMKAX
UCCIIEIOBAaHUM M B Ccilydyae HCCIEAOBAHMS IYJOB IUIa3Mbl KpPOBU pE3YJbTaThl JOKYMEHTaJIbHOTO
MOATBEPKICHUS (BaIUAIIMH ) UCIIOJIb30BAHHBIX METOTUK;

B) TEXHUYECKHE XAPAKTEPUCTUKH YIAaKOBKH sl 0TOOpa TOHOPCKOM KpOBU M (WJIK) IJIa3Mbl KPOBH,
BKIIIOUasi HH(GOpMaLKio 00 NCIIOIB30BAHHBIX PACTBOPAX AHTHKOATYJISTHTOB.

(uactb 15 BBenena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

16. Kinuauueckue ucClieJOBaHMs JIEKAPCTBEHHOTO MperapaTa il MEIUIUHCKOTO MPUMEHEHUs B
LEJIIX €ro TOCYJapCTBEHHOM perucrpauuu npoBonaarcs B Poccuiickon @enepauun B MOPSIKE,
yCTaHOBJIEHHOM cTaThsiMu 38 - 44 mnHacrosimero ®egepanbHoro 3akoHa. OT4eT O MPOBEACHHBIX
HCCIIEIOBAaHMIX BKJIIOYAETCA B COCTAB pas3jelia KIMHUYECKOW JOKYMEHTALMHU PErMCTPALMOHHOTO J0ChE
Ha JICKQpCTBEHHBIM Mpenapar AJii MEAUIIMHCKOro NMpuMeHeHus. J[s JeKapCTBEHHBIX MpernapaToB s
MEIUIMHCKOTO IPUMEHEHMs, B OTHOLIEHMHM KOTOPBIX B PpE3YyNbTaTe JKCHEPTU3Bbl JOKYMEHTOB,
IIPEJICTABICHHBIX I ONPEACICHUS BO3MOXXHOCTH pPAacCMaTpHUBaTh JIEKAPCTBEHHBIM Ipenapar uisd
MEIUIIMHCKOTO0 MPUMEHEHHsS] B KayecTBe Op(QaHHOIrO JIEKapCTBEHHOIr'O Ipernapara, Takash BO3MOXKHOCTb
IIpU3HAaHA W B OTHOLIEHWH KOTOPBIX IPOBENEHBI KJIMHUYECKUE HCCIIECJOBAHUS, BBINIOJHEHHBIE 32
npeaenamu Poccuiickoit denepanuu B COOTBETCTBHU C TMPaBWIAMH HaJUIeXKalleld JabopaToOpHOU
IIPAKTUKNA M MpaBWIAMU HaJJIEXKAIEH KIMHUYECKOW IPAKTHKHU, JIOIYCKAeTCs BKIIOUEHHUE B COCTAB
paszena KIMHUYECKOM [OKYMEHTallud BMECTO OT4YeTa O pe3yjbTaTax KIMHUYECKHX HCCIEIOBaHUM
JIEKapCTBEHHOI'O Tpernapara Jjis MEAULNHCKOrO PUMEHEHUs, TPoBeIeHHBIX B Poccuiickoil Penepanum,
OoT4eTa O pe3yJbTaTax KIMHUYECKUX HCCIEIOBAHNM, BBIIOJHEHHBIX 3a mpenenamu Poccuiickoin
denepanuu.

(uactp 16 BBenena denepanbHbM 3ak0oHOM OT 22.12.2014 N 429-D3)

17. B cnyyae HeNpeACTaBIIEHUS C 3asBICHUEM O TOCYJAapCTBEHHON PETUCTPALUU JIEKAPCTBEHHOTO
npenapaTa A MEJUIIMHCKOTO MPUMEHEHHUS! JOKYMEHTOB, MOATBEPKAAIOIMINX YIJIATy rOCyAapCTBEHHOM
MONIITMHBl M yKa3aHHbIX B TyHkTe 10 wdactm 2 HacTosmedl cTaThbd, a TaKXKe BbIIaBa€MbIX
(mpenocTaBisieMblX)  YIOJHOMOYEHHBIMH  (elepalibHbIMH ~ OpraHaMH  MCIIOJHUTEIBHOW  BJIACTH
JOKYMEHTOB (CBeJIeHHI), yKa3aHHBIX B MyHKTaxX 3 U 4 yacTu 4 HACTOALIEH CTAaThH, YIMOJIHOMOYEHHBIN
benepanbHBIE OpraH HCIOJIHUTEILHOW BIIACTH 3alpallliBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHUs) B
MOpSAKE MEKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aMMO/ICHCTBHSL.

(uactb 17 B pea. @eaepanbHoro 3akoHa ot 27.12.2019 N 478-03)

18. He nomyckaeTcs HCHOJB30BAaHHE B KOMMEpPYECKMX IeNsAX HHGPOpMalMM O pe3yibTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKHUX HUCCIIEIOBAaHUN JIEKaPCTBEHHBIX
IIPENapaToB s MEAULMHCKOTNO IPUMEHEHUs, NPEJACTABICHHON 3asBUTEIEM i TOCYAAPCTBEHHOU
perucTpalyy JIEKapCTBEHHOrO IpemapaTa, Oe3 ero corjacusi B TEUEHUE WIeCTH JIET C JIaThl
rOCyJapCTBEHHOI perucTpaiuu peepeHTHOro JeKapCcTBEHHOT o npenapara B Poccuiickoit @enepanuu.
(uacth 18 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19. Jlepxarenp UiaM BiajAeiel] PETUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO Mpenapara Ha
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OMOTEXHOJIOTMYECKHI MM Op(aHHBIN JIEKAPCTBEHHBIN Mpernapar o0s3aH MPeIoCTaBIsATh Ha BO3ME3AHOM
OCHOBE 00pa3iibl pehepeHTHOrO JIEKApCTBEHHOTO MpernapaTa 3asiBUTEINSAM JJIsl POBEACHUS KIMHUYECKUX
uccnenoBannii. CTOMMOCTh 00pasna pedepeHTHOro JIeKapCTBEHHOI'O IIpernapara, BKIOYEHHOTO B
NepeyeHb KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKaPCTBEHHBIX MPENapaToB, HE JOJHKHA MPEBbHIIATh
3apETUCTPUPOBAHHYIO IMPECIBbHYIO OTIYCKHYIO IIEHY Ha pedepeHTHBIN JIeKapCTBEHHBIN IMpernapar Hiu
LIEHY Ha JICKapCTBEHHBIN MperapaT B CTPAHE POU3BOIUTEIIS.

(dactpb 19 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20. 3asBieHUE O TOCYAAPCTBEHHOM PErMCTpali BOCIPOU3BEAECHHOTO JIEKAPCTBEHHOIO Mperapara
IUIE MEIMIIMHCKOTO TPUMEHEHHsS MOXKET OBITh IOJAaHO B YIOJHOMOYEHHBIH (enepanbHblii Opra
WCIIOJTHUTENIBHOW  BJIACTH, OCYIIECTBISIOIIMM TOCYJAapCTBEHHYK) PETUCTPALIMI0  JIEKAPCTBEHHBIX
IpernaparoB, IO HMCTEYEHUH YEThIpEX JIET C JaThl TOCYAAapCTBEHHOW perucTpauuu pedepeHTHOro
JIEKapCTBEHHOT 0 Tipenapara B Poccuiickoit @enepanuu.

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

21. 3asBieHwWe O TOCYJAapCTBEHHOH  perucrpanuu  OuoaHasoroBoro  (6mornogo0HOTO)
JIEKapCTBEHHOTO Mpenapara (0noaHanora) MOXeT ObITh ITOIaHO B YIIOJIHOMOYEHHBIN (eepaabHblii OpraH
WCIIOJHUTENIBHOW  BJIACTH, OCYLIECTBISIOIIMI TOCYJApCTBEHHYK) PETUCTPALUI0  JIEKAPCTBEHHBIX
IpernaparoB, 1O MCTEYEHUH TpeX JeT C JarThl TOCYAapCTBEHHOW perucrpanud pedepeHTHOTO
JIEKapCTBEHHOT 0 npemnapata B Poccuiickoii @enepanu.

(uactb 21 BBenena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WM BiAJEel] PErUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOrO Ipernapara
MPEACTABIISIET B YINOJIHOMOYEHHBIN (eepanbHblii OpraH HCIOTHUTEIBLHOM BIACTH, OCYIIECTBIISIOIIMMA
(GYHKIIUH 110 KOHTPOIIIO M HAaa30py B chepe 3ApaBOOXpaHEHHU, OTUET IO pe3yipTaTaM (papmakoHaa3opa
OJIMH pa3 B IIECTh MECSIIEB B TEUEHUE JIBYX JIET [10CJI€ TOCYJapPCTBEHHON perucTpanuy JeKapCTBEHHOTO
npenapara B Poccuiickoilt @enepannu, €KEerolHO B TEUEHHE MOCIEAYIONIMX TPEX JET U B JalbHEUIIEM
OJIUH Pa3 B ISITH JIET.

(uacth 22 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Crarbs 19. IlpuHsATHEe pemieHHsi 0 BbIa4Ye DJKCIEPTHOMY YYPEKICHHMIO 3aJaHUsl Ha
NpOBe/ieHHe IKCIIePTH3bI JIEKAPCTBEHHOI'0 CPe/ICTBa
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necaru pabounx JHEH co AHS NPUHITUSA 3asBICHHUS O FOCYIapCTBEHHON perucTpauu
JIEKapCTBEHHOI'O0  IIpernapara  COOTBETCTBYIOIIMM  YIIOJTHOMOYEHHBIM  (denepanbHbli  opras
WCTIOJHUTEJILHOW BJIACTU MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(OPMIICHUS
MIPEACTABJICHHBIX JOKYMEHTOB PETMCTPALlMOHHOTO JOChE Ha JIEKapCTBEHHBIM Mpenapar U NPUHUMAeT
pelIeHue O BbIIaye 3aJaHus Ha IIPOBEICHHUE:

1) skcnepTu3bl AOKYMEHTOB, IMpPEJICTaBICHHBIX IS OMNPEIENIEHUs BO3MOXKHOCTH paccMaTpUBaTh
JIEKApCTBEHHBINM IIpenapar Uil MEAULUHCKOrO IMPUMEHEHHs IIpU OCYLIECTBICHUU TIOCYNapCTBEHHOU
perucrpanuu B KauecTBe op(aHHOTO JIEKAPCTBEHHOTO Mpenapara;

2) SKCHEepPTHU3bI JEKAPCTBEHHOI'O CPEACTBA B YACTU HKCHEPTU3bI KAUECTBA JICKAPCTBEHHOI'O CPEACTBA
W DKCIEPTU3bl OTHOLICHUS OXHUIAEMOM IOJIB3bl K BO3MOXHOMY PHUCKY IPUMEHEHUs JIEKaPCTBEHHOTO
rpenapara JJisi MEJUIUHCKOrO IPUMEHEHNS;

3) sKcrepTHU3bl JIEKAPCTBEHHOT'O CPE/ICTBA B YACTH HKCIIEPTU3BI KAUueCTBa JIEKapCTBEHHOTO CPEICTBA
U DKCIEPTU3bl OTHOLICHUS OXUIAACMOW IOJIB3bI K BO3MOKHOMY PUCKY IIPUMEHEHUs JIEKaPCTBEHHOI'O
mpenapara il MEIWLIAHCKOTO NPUMEHEHUs B MOPSAAKE YCKOPEHHOM NPOLEIypbl 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaTheil 26 HacTosmero denepanbHOro 3aK0Ha;

4) oKcHepTu3bl JIEKapCTBEHHOTO CpPEACTBA B OTHOILIEHUM JIEKAPCTBEHHOTO Tperapara Jyist
BETEPUHAPHOTO IPUMEHEHUS.

2. YorHOMOYEeHHBIH (heiepaibHbId OpraH MCTOJHUTEIBLHON BIIACTH YBEAOMIIIET B DJIEKTPOHHON
¢dopme unu Ha OyMa)KHOM HOCHUTENE 3asSBUTENS U HKCIEPTHOE YUPEXKIEHHE O MPUHATOM DPELICHHU O
BbIJ]a4€ 33JaHUI Ha IPOBEICHHUE IKCIEPTU3, IPETYCMOTPEHHBIX YaCcThIO | HACTOSIIEN CTaTbU, U B CIIydae
HE00XO0AMMOCTH O BblJaue paspelieHus Ha BBo3 B Poccuiickyro denepanuio KOHKPETHOW MapTUH, CEPUU
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3apETUCTPUPOBAHHBIX W (MJIM) HE3apEeTHCTPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM 00 OTKa3e B
IIPOBEJICHUH NPEAYCMOTPEHHBIX SKCIIEPTU3 C YKa3aHUEM NPUYMH TaKOrO OTKa3a.

3. B ciyuae BBISIBICHHMS OTCYTCTBUS WJIM HEJIOCTOBEPHOCTH HWH(POPMALMH, COJACpKaIICHCS B
IIPEJCTABICHHBIX 3asiBUTEIEM JOKYMEHTaX, YHNOJHOMOUYEHHBIH (enepanbHblii OpraH HMCIOJHUTEIbHON
BJIACTH HANpaBIIET 3asABUTEIIO 3ampoc 00 yToOuHEeHHH JTOW HHpOpManmuu (mgamee - 3ampoc
YIIOJIHOMOYEHHOI0 (pe/lepabHOro OpraHa HCIOJHHUTENbHON BIACTH), KOTOPBIM MOXeT ObITh mepenaH
YIIOJIHOMOYEHHOMY IIPEACTABUTENIO 3asiBUTENS JIMYHO IIOJ PACIUCKY, HAIPaBJICH IO IOYTE 3aKa3HbIM
IIUCbMOM WIN NEpefaH B 3JIEKTPOHHOM Gopme M0 TeIeKOMMYHUKALMOHHBIM KaHaiaM cBs3M. B ciydae
HaNpaBJICHUsl 3ampoca YIOJIHOMOYEHHOTO (heepalbHOrO0 OpraHa HMCIOJHUTENBFHOW BJIACTH IO I0YTE
3aKa3HbIM IIMCBMOM OH CYHUTACTCA IIOJYyYEHHBIM II0 MCTEYCHMM IIECTH [IHEH C JaThl HAIPaBJICHHUS
3aKa3HOro NKUChMa.

4. 3asBurenb 00s3aH NPEICTaBUTh OTBET HAa 3alpOC YIOJIHOMOYEHHOro (heepajbHOro opraHa
WCTIOJTHUTEJILHOW BIIACTU B CPOK, HE MPEBBIMIAIONINN JIEBIHOCTA paboUnX JHEH CO JHSA €ro MOoJIy4eHUs.
Cpok, yka3aHHbIM B 4acTd | HacTOSILEH CTaTbH, MPUOCTAHABIMBAECTCS CO JHS HAIIPABJICHUS 3asBUTEIIIO
3ampoca YHOJHOMOYEHHOTO (elepaabHOro OpraHa HCIOJHUTENbHONW BIACTH O IHS TOJIYYECHUS UM
COOTBETCTBYIOILIEIO OTBETA.

5. OcHOBaHUEM JUIsl OTKa3a B OpraHU3allid 3KCIEPTHU3, MPEAYCMOTPEHHBIX YacThio 1 Hacrosiei
CTaThH, SBISETCA IPEACTaBICHUE HEOOXOAMMBIX JUIsI HPOBEAEHUS IPEIyCMOTPEHHBIX 3KCIEPTU3
JOKYMEHTOB B HETIOJIHOM 00BEME WJIM HETIPEJCTABIICHHE 3asBUTENIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha
3alpoc  YMOJIHOMOYEHHOro (hefiepajlbHOTO OpraHa HCHOJHMTENbHOM BIAacTH, a TakKe IpeJCTaBlIeHUE
JOKYMEHTOB, HE CO/ICPKAIIMX MCYEPIBIBAIOLIETO MEPEYHS HEOOXOAUMBIX CBEICHHIA.

6. Ilpn oTka3e B OpraHM3aluMu 3KCIEPTU3bI, NMPEAYCMOTPEHHOW NYHKTOM 4 yactu | Hacrosmen
CTaThH, JOKYMEHTHI, BXOJAIIME B COCTaB PETHMCTPALMOHHOTO JOCHE HA JIEKAPCTBEHHBIM Npernapar A
BETEPUHAPHOTO NMPUMEHEHUs,, MOTYT ObITh BO3BpAIEHBI 3asABUTEII0 HA OCHOBAHUU €r0 MUCHMEHHOTO
3arpoca, HalpaBJICHHOTO B yIOJHOMOYEHHBIN (enepaiabHbIil OpraH NCIOJIHUTENBHOW BIACTH B TEYCHUE
TpUILATH pabouuX JHEH cO JHS MPUHATHS YIOJHOMOYEHHBIM (peepabHbIM OpPraHOM UCIIOJHUTEIbHON
BJIACTH PELLEHUsI 00 OTKa3e B OPraHU3allMM TaKOM SKCIepTU3bl. YIOJHOMOUYEHHBIN (enepaabHblid Opran
WCTIOJHUTEJIBHOM BJIACTH BO3BpAIAe€T 3asBUTENIO YKa3aHHbIE JOKYMEHTBHl B TE€UYEHHUE JIECATH pabodux
JTHEHN CO JTHSA MOJTYYEHUSI COOTBETCTBYIOIIETO 3alIpoca 3asBUTEII.

(uacTh 6 BBeneHa denepanbubiM 3aKk0oHOM OT 02.08.2019 N 297-03)

Crarba 20. DxcmepTH3a JOKYMEHTOB, NMPEACTABJICHHBIX JISA ONpeAeIeHHS BO3MOKHOCTH
paccMaTpHMBaTh JIEKAPCTBEHHBIH NMpenapar JAJisi MeAUINHCKOI0 NPUMEeHEeHHs IIPH OCYIeCTBIeHUH
roCy/IapCTBEeHHOM PerucTPANMH B Ka4ecTBe OP(aHHOIO0 JICKAPCTBEHHOI'0 Ipenapara

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

1. Dxcneptusza JOKYMEHTOB, NPEACTABIEHHBIX AJS ONpeAeNeHUs BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Ipenapar A MEAMLIMHCKOIO NPUMEHEHHUs IPHU OCYILECTBIECHUHM TIOCYAApCTBEHHOU
perucTpanyy B KauecTBe Op(paHHOIO JIEKapCTBEHHOIO Ipenapara, COCTaBICHUE KOMUCCHEH JKCIEpPTOB
3aKJIIOYEHHS O BO3MOXHOCTM WJIM HEBO3MOYKHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIN Ipenapar Ui
MEIUIIMHCKOTO TPUMEHEHHUS TpPU OCYIIECTBJIEHUU TOCYJIapCTBEHHOW perucTpaiul B KadecTBe
oppaHHOTO JIEKApCTBEHHOTO Ipernapara W HalpaBlIeHHE JaHHOTO 3aKIIOUEHHs B YHOJIHOMOYEHHBIH
(benepanbHBIA OpraH MCIOJHUTEIBHON BJIACTH OCYUIECTBIIAIOTCS B CPOK, HE MPEBBIMIAIONIUN TPUALIATH
pabouux JHEH co THS MOIyYEHUs SKCIIEPTHBIM YUPEXKACHUEM 3a/1aHUs YIOJTHOMOYEHHOTO (eiepalbHOro
OpraHa UCHOJHUTEIbHOM BJIACTH U B JEKTPOHHOU (opMe MM Ha OYMaKHBIX HOCHUTENSX HEOOXOIUMBIX
JOKYMEHTOB, YKa3aHHbIX B myHktax 1, 2, 5, 6, 10 gactu 4 u B uwactu 7 crareu 18 HacrosIero
denepanbHOro 3aKOHa.

2. JIOKyMEHTBI, cOAepXKallluecss B PETHCTPAllMOHHOM J0ChE€ Ha JIEKapCTBEHHBIM Ipernapar u
MOCTYNUBIINE Ha OYMa)KHBIX HOCUTEJISX B OKCIIEPTHOE YUPEXKIEHUE JJI OCYLIECTBICHUS UX SKCIIEPTHU3BI
JUIs  ONpEACNIEHUs BO3MOXKHOCTH paccMaTpuUBaTh JIEKApCTBEHHBIM IMpemnapar Uil MEAULMHCKOIO
NpPUMEHEHUsT B KauecTBe Op¢aHHOrO JIEKAPCTBEHHOIO IIperapara, MOJJeXaT BO3BpaTy B
YIIOJIHOMOYEHHBIN (efepanbHblii OpraH HUCIOJHUTENBHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU
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COOTBCTCTBYIOIIUX JKCIICPTHUS.

Cratbst 21. PemieHue 0 BO3MOKHOCTH PacCMATPHBATh JIEKAPCTBEHHBI mpenmapar mnpu
OCYIIECTBJIEHHH TOCYJAPCTBEHHO PerucTpauum B KayecTBe OP(AHHOIO JIEKAPCTBEHHOTO
npenapara

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

1. B cpok, He IpeBbIIAIOLIMNA IATH pabouuX JHEH co JHs MOJYyYEHMs 3aKIIOYEHUs, YKa3aHHOIO B
gyactu 1 cratem 20 Hactosimero @enepanbHOTO 3aKOHA, YHOJIHOMOYEHHBIM (hefepalibHbId OpraH
UCIIOJHUTEJIBHOM BJIACTH OCYILECTBIIAET OLIEHKY IIOJIyYEHHOI'O 3aKJIIOYEHHUs Ui OINPENEICHUs €ro
COOTBETCTBHS 33aJaHUI0 HA IIPOBEJEHUE COOTBETCTBYIOLIEH AKCHEPTHU3bl U YBEAOMIISIET 3asBUTENS B
IEKTPOHHON (¢opMe MM Ha OyMa)KHOM HOCUTENE O pe3ylbTaTax IPOBEIEHHON HKCIEPTU3bl C
MPUIIOKEHUEM KO HKCIEPTHOTO 3aKIIOUEHH (C COXpaHEHHEM KOH(UASHIIMATFHOCTH HHPOPMALIUU O
COCTaBE 3KCIEPTHON KOMUCCHM) U O BO3MOXKHOCTU MJIM HEBO3MOXKHOCTH PAacCMAaTPUBATh JIEKapCTBEHHBIH
npenapaTr il MEIMLMHCKOTO MPUMEHEHHUS MpPU OCYILECTBICHUM TOCYAAPCTBEHHOW pPETHUCTpalUU B
KayecTBe Op(PaHHOTO JICKAPCTBEHHOI'O Mpenapara.

2. Ilpu BbIHECEHMM KOMHCCHEH OKCIIEPTOB 3aKIIOYEHHS O BO3MOXHOCTH paccMaTpuBaTh
JIEKapCTBEHHbIM Mpenapar Juisi MEAULUHCKOTO MHPUMEHEHHUs INPH OCYILECTBIEHHUH TOCYJapCTBEHHOMN
perucTpanuy B KadyecTse ophaHHOTO JIEKAPCTBEHHOTO IIpenapaTa yIOJIHOMOYCHHBIH (peaepanbHblii Opran
UCIIOJHUTEJIBHOW BJIACTH B CPOK, HE MPEBBIMIAIOMMN HATH pabouux AHEN cO AHS MOITYYEHUS JaHHOTO
3aKJIIOYEHHUs, TNPUHUMAET pELICHUWE O Bblaye 3a/JaHus Ha NPOBEIACHHME OHKCHEPTHU3bl KauecTBa
JIEKapCTBEHHOT'O CPEACTBA M SKCIEPTU3bl OTHOLICHUS OXXHUAAEMOM IMONb3bl K BO3MOXKHOMY PHCKY
IIPUMEHEHUsI JIEKapCTBEHHOI'O Ipenapara il MEAMIMHCKOrO INMPUMEHEHUS B IOPSAJIKE YCKOPEHHOU
IPOLEypbl AKCHEPTH3bl JIEKAPCTBEHHOTO CPEJCTBA B COOTBETCTBUM CO CTaTheil 26 HacToOsILEro
denepanbHOro 3aK0OHa.

3. B ciyvae npuHATHS pelIeHHs O HEBO3MOXKHOCTU pacCMaTpUBATh JIEKAPCTBEHHBIN Mpenapar ajs
MEIWIMHCKOTO TNPUMEHEHUS TpU TOCYJAapCTBEHHOM pETHCTpalMd B KadecTBe OpQaHHOTO
JIEKapCTBEHHOTO  Iperapara yINOJIHOMOYEHHBIH (QelepaibHblil OpraH MCHOJHUTENbHOM BIAaCcTH
IIpeKpallaeT npouexypy rocyaapCcTBEHHON PEerucTpaluy JeKapCTBEHHOTO Ipenapara. 3asBUTEIb BIpaBe
00paTUTBCS B PETUCTPUPYIOIIUN OpraH C 3asBICHMEM O TOCYJIAapCTBEHHON PErucTpaly YKa3aHHOTO
JIEKapCTBEHHOI'0 IIperapaTa B COOTBETCTBUU cO cTraThell 18 Hacrosmero deaepanbHOro 3aKOHa.

Crarps 22. YTparuia cuay ¢ 1 uroas 2015 roaa. - ®egepanabublii 3akon ot 22.12.2014 N 429-
®3.

Crarbs 23. DKcnepTu3a KayecTBa JIEKAPCTBEHHOI'0 CpPeICTBAa M JKCIEPTH3Aa OTHOLICHHS
02KM/1aeMOH TMO0JIb3bl K BO3MOKHOMY PHCKY INpPHMEHEHHUsl JIeKAPCTBEHHOro Mpemnapara s
MEJUIUTHCKOI0 IPUMEHEeHHUs!

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

1. DkxcnepTH3a KayecTBa JEKaPCTBEHHOTO CPEJICTBA M HKCIIEPTU3Aa OTHOLIECHUS 0’KMIA€MOM IOJIb3bI
K BO3MOXKHOMY PHCKY IPUMEHEHMs JIEKapCTBEHHOIO IIpernapara Uil MEIULMHCKOTO IPUMEHEHHs,
COCTABJICHHME KOMMCCHSIMU OHKCIIEPTOB 3aKJIIOYEHHMM 110 pe3yJbTaraM IPOBEACHHBIX OJKCIEPTU3 U
HampaBJIeHUE JTUX 3aKJIIOYEHUH B YIOJHOMOYEHHBIH (enepalbHblii OpraH HMCIOJHUTEIBHON BIIACTH
OCYILIECTBIISIOTCS B CPOK, HE MPEBBIIAIONINI CTa JecsITH pabounx JHEH co JHS MOJyYeHUS SKCIIEPTHBIM
YUPEXJIEHUEM COOTBETCTBYIOIIETO 33aJJaHHsI YIIOJIHOMOYEHHOTO (pe/iepaibHOT0 OpraHa MCIOJHUTEIbHON
BJIACTH U HEOOXOJUMBIX IOKYMEHTOB B AJIEKTPOHHOMU (hopMe MM Ha OyMakKHBIX HOCUTEISX.

Koncynbrantlntoc: npumevanue.
ITo 3asBnenuto, nomanHomy B Munsznpas Poccun no 11.04.2022, npu HEBO3MOXKHOCTH MPOBEICHUS
71ab0paTOpPHON OKCMEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB B JKCHEPTHOM YUPEKICHHH,
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JIOMYCKAETCsl €€ MPOBEACHUE IMOCPEICTBOM JIMCTAHLIMOHHOTO B3aUMOJCHCTBHS, MOPAIOK U (HOPMBI
KOTOPOTO  OMPENENSIOTCS OKCIEPTHBIM  YUYPEKICHHEM 10 COTJACOBAHUIO C  3asBHTEISIMH
(ITocranoenenue [IpaBurenscrBa PO ot 05.04.2022 N 593).

2. B TedeHue NeBSHOCTA THEW CO JHSA TONYYEHHUS PEIICHUS YIIOJIHOMOYEHHOTO (eaeparbHOro
OpraHa HCIOJHUTEIBHON BJIACTH O NMPOBEACHUHU HKCIEPTHU3, MPEAYCMOTPEHHBIX 4YacThlio | HacTosuiei
CTaTbM, 3asBUTEJb IPEACTABISET B AKCIEPTHOE YUPEXKJIEHUE NI MPOBENEHUS IKCIEPTU3bl KauecTBa
JIEKapCTBEHHOTI'O CpEICTBAa 00paslibl JIEKApCTBEHHOI'O IIpernapara s MEIULHUHCKOrO MpUMEHEHUS,
MPOU3BEACHHOTO B COOTBETCTBUH C TPEOOBAHUSMH OMBITHO-TIPOMBIIIJICHHOTO U (MJIM) MPOMBIIIICHHOTO
PErJIaMeHTOB, YTBEP)KIEHHBIX PYKOBOIHUTENEM IPOU3BOAUTENS JEKApPCTBEHHBIX CPEACTB, a TaKXKe B
COOTBETCTBYIOIIUX CIydasx 00pasipl (hapMaleBTHUECKOM CyOCTaHIINY, TECT-IITaMMa MUKPOOPTaHU3MOB,
KYJIbTYpPbI KJIETOK, 00pa3libl BEIIECTB, MIPUMEHIEMbIX Ui KOHTPOJIA KayecTBa JIEKapCTBEHHOI'O CPEACTBa
IyTE€M CPaBHEHUS C HUMHU HCCIETyEMOTro JIEKAPCTBEHHOTO CPEICTBA, B KOJINYECTBAX, HEOOXOIUMBIX /IS
BOCIPOU3BE/ICHUSI METOJIOB KOHTPOJISI KAa4eCTBa.

3. Ilpu momydeHun oOpa3lOB JEKAPCTBEHHOTO Ipernapara u (papManeBTHYECKOW CyOCTaHUIUU
SKCIIEPTHOE YUYPEKICHHE BBIAACT 3asBUTENIO JTOKYMEHT, MOJITBEPXKIAIOUINI TMOJIy4YeHHE YKa3aHHbBIX
00pas3IoB, U B CPOK, HE MPEBBIMIAIOIINA TPeX pabounx JHEH, YBEJOMIISET B JIEKTPOHHOH (hopMe Wi Ha
OyMa)XHOM HOcHTeJe 00 3TOM YIOJTHOMOYEHHbIN (heiepabHbIN OpraH UCIIOTHUTENBHOH BIACTH.

4. Yka3aHHbIe B 4acTax 2 U 3 HACTOSIIEH CTaTbH CPOK JUIsl MPEACTABICHUS 3asBUTETIEM 00pa3IioB
JIEKapCTBEHHOI'O IIpernapaTa M (apMaleBTUYECKOM CyOCTaHLUMU U CPOK YBEAOMJIEHMSI 3KCIEPTHBIM
yupexxkaeHueM o0 93ToM Ha OyMaXKHOM HOCHUTEJE YIOJIHOMOYEHHOro (enepalbHOrO oOpraHa
HCIIOJIHUTEJIBHOM BJIACTU HE BKJIIOYAIOTCS B CPOK IPOBEIEHUS IKCIEPTU3, IPELYCMOTPEHHBIX YacThiO 1
HACTOSAIIEH CTaThU.

5. JloKyMeHTbI, NOCTYNHMBIIME B 3KCIEPTHOE YUPEXKACHHUE JJIsi TPOBENEHUS DKCIEPTHU3,
MIPEeIyCMOTPEHHBIX YaCThIO | HACTOSAIIEH CTaThH, MOJJIekKAT BO3BPATY B YIIOJHOMOYEHHBIH (eepalibHbIHI
OpraH MCIIOJHUTEIbHOW BJIACTH OJHOBPEMEHHO C 3aKJIIOUYEHHUSMH, IOJYYEHHBIMH IO pe3yJibTaTaM
COOTBETCTBYIOIUX SKCIIEPTH3.

Crarbs 24. JKcnepruH3a KayecTBa JIEKAPDCTBEHHOIO CPEACTBA M JKCIEPTH3a OTHOLICHUS
02KM/IaeMOH TMO0JIb3bl K BO3MOKHOMY PHCKY INpPHMEHEHHUsl JIeKAPCTBEHHOro Ipemnapara s
BETCPHMHAPHOI0 NNPUMEHEHHS

1. DkcnepTu3a KauecTBa JIEKAPCTBEHHOI'O CPECTBA U HKCIIEPTU3a OTHOLIEHUS 0)KMIa€MOU IMOJIb3bI
K BO3MOXXHOMY pPHUCKY IPUMEHEHHMs JIEKapCTBEHHOI'O IIpenapara il BETEPUHAPHOIO IPUMEHEHHS,
COCTABJICHUE KOMHUCCHUAMHM OKCIIEPTOB 3aK/IOUEHHM II0 pe3yJbTaTaM YKa3aHHBIX OJKCIIEPTU3 U
HalpaBJIEHWE TAaKUX 3aKIIOUYEHUN B YIOJIHOMOYEHHBIH (enepanbHbl OpraH MCHOJHUTEIbHOM BilacTh
OCYILECTBISIOTCS B CPOK, HE MPEBBIIAIOIUI CTa AECATH pabouuX JHEH cO JIHS MOTyYeHHs SKCIIEPTHBIM
YUpEXKJIEHUEM 3aJjaHusl YINOJHOMOYEHHOro (enepaspbHOro OpraHa MCHOJHUTENBbHOM BIIACTH C
JOKYMEHTaMH, YKa3aHHbIMU B 4acTu 3 cTaThi 17 Hacrosmero @enepanbHOro 3aK0Ha.

(B pen. deaepanbhbix 3akoHOB 0T 22.10.2014 N 313-03, ot 13.07.2015 N 241-D3)

2. B TeueHume TpuauaTH paboOUYMX JHEH CO JHSA TOJyYEHHs pPELICHUS YIOJTHOMOUYEHHOTO
(dhenepalbHOTO OpraHa UCIIOJTHUTEIHLHOW BJIACTH O MPOBEJACHUN YKAa3aHHBIX B 4acTH | HacTOSIIEH cTaTbu
JKCIIEPTU3 3aBUTENb IPEICTABISAECT B DKCIEPTHOE YUPEKACHUE NI MPOBEACHUS DKCIIEPTU3Bl KayecTBa
JIEKapCTBEHHOI'O CpeACTBa O0pa3Illbl JIEKAPCTBEHHOI'O Mpenapara Jisi BETEpPUHAPHOTO NPUMEHEHUS,
MPOU3BEICHHOTO B COOTBETCTBUU C TPEOOBAHMUSMHU TEXHOJOTHYECKUX PErJaMEHTOB, YTBEPKICHHBIX
PYKOBOJMTENIEM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJACTB, @ TAK)KE B COOTBETCTBYIOIIMX CIIydasX TECT-
IITaMMbl MHKPOOPTaHU3MOB, KYJIBTYpbl KJIETOK, 00pasibl (hapMaleBTHUECKOW CyOCTaHIUH, 00pa3iibl
BEILIECTB, NPHUMEHSEMbIE JUIsl KOHTPOJISI KadecTBa JIEKAPCTBEHHOTO CpEACTBA, B KOJWYECTBAX,
HEOOXOAUMBIX JUIsl BOCIIPOU3BEIEHUS METO/I0B KOHTPOJISI KaueCcTBa.

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

3. Ilpu momyueHuH o0Opa3lOB JEKAPCTBEHHOTO Ipernapara u (apmaneBTHUECKOW cyOCTaHIUU

JKCIEPTHOE YUYPEXKICHHE BBIIACT 3asBUTENI0 JOKYMEHT, IOATBEPKIAIOIINNA IOJyYEHUE YKa3aHHBIX


consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECAED10D14D7213DC4BD48FDDED2015E32C97AA49D6E805A5804F6E6E010E3531B4937D1E7043AECD8w2F0I
consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECABD70916D9223DC4BD48FDDED2015E32C97AA49D6E805A5900F6E6E010E3531B4937D1E7043AECD8w2F0I
consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECABD80B10D22D3DC4BD48FDDED2015E32C97AA49D6E805A5A00F6E6E010E3531B4937D1E7043AECD8w2F0I
consultantplus://offline/ref=07F3F6673335F04A36F07F4BB32C34ECA9D30910D9233DC4BD48FDDED2015E32C97AA49D6E805A5D00F6E6E010E3531B4937D1E7043AECD8w2F0I

00pa3ioB, U B CPOK, HE MPEBBIIAIONINNA TpeX padounx JHEH, yBeJOMIISIET B MUCbMEHHOH (opme 00 3ToM
YIIOJITHOMOYCHHBIN (peepanbHbIii OPTaH UCIIOTHUTEIBHON BIIACTH.

4. Cpox ans TpeACTaBICHUS 3asBUTENEM 00pas3loB JICKQpPCTBEHHOTO Ipenapara M
(dapmManeBTHYECKO CyOCTaHIIMM M CPOK YBEJOMJICHHS OSKCHEPTHBIM YYpEKACHHEM 00 3TOM B
MUCHMEHHOW (pOopMe YIOIIHOMOYEHHOTO (elepajJbHOro OpraHa MCIOJHUTEIBHON BIIACTH, YKa3aHHBIC B
qacTsIX 2 U 3 HACTOSAIIEH CTaThH, HE BKIIOYAIOTCS B CPOK MPOBEJCHUS YKa3aHHBIX B 4acTu | HacTosmen
CTaThU KCIIEPTHU3.

5. JIOKyMEHTBI, IOCTYNUBIINE B 3KCIIEPTHOE YUYPESKACHUE Ul MPOBEACHUS yKa3aHHBIX B yacTu |
HACTOSIIIEH CTaThbM OKCIEPTH3, IMOJUIeKAT BO3BpAaTy B YHNOJHOMOYEHHBIH (enepanbHblii  opran
UCTIOJIHUTEIBHON BJIACTH OAHOBPEMEHHO C 3aKIIFOUCHHUSMH I10 PE3YJIbTaTaM YKa3aHHBIX SKCIEPTH3.

Crarba 25. [loBTOpHOE NPOBEAEeHUE IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyuasx HenoCcTaTOYHONH 0OOCHOBAHHOCTH MJIM HENOJHOTHI 3aKJIIOYEHHUS] KOMUCCUU SKCIIEPTOB,
HJINYMS B HEM IPOTUBOPEUMBBIX IAHHBIX, (albCU(PUKALMKM BBIBOJIOB 3KCIEPTHU3bI JIEKAPCTBEHHOI'O
CPEICTBA, COKPBITHUS OT YIOJIHOMOYEHHOTO (he/iepaibHOr0 OpraHa MCIOJHUTENIBHOM BIACTH OCHOBAHUMN
Ul OTBOJA BKCIEepTa BCJIEJICTBUE €ro 3aMHTEPECOBAHHOCTH B Ppe3yJbTaTax COOTBETCTBYIOLICH
9KCIIEPTU3bl, HAJIUYMS JAHHBIX O NPSIMOM JMOO KOCBEHHOM BMEILIATEIbCTBE B  IIPOLECC
COOTBETCTBYIOLIEH IKCHEPTU3bI JIMI, HE YYacTBYIOIIMX B €€ MPOBEIEHHM, HO OKa3aBILUX BIMSIHHUE Ha
IIPOLIECC U PE3YNIbTAThl €€ MPOBEACHHUS, YINOJHOMOYEHHBIM (e/iepaibHbIM OpraHOM HCIOJIHUTEIbHOU
BJIACTU HAa3HAYaeTCs OBTOPHAs SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEJCTBA U (UJIM) ITUUYECKast SKCIIEPTU3a.

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

2. IloBTOpHas 3KCHEpTH3a JIEKAPCTBEHHOI'O CPEJICTBA MPOBOAMUTCSA C YYETOM PEe3yJIbTaTOB paHee
MIPOBEICHHOW OKCIEPTH3Bl B CpPOK, YCTAHOBJICHHBIH YIIOJHOMOYEHHBIM (enepaJbHbIM OpraHOM
UCIIOJHUTEJILHOM BJIACTH M HE NMPEBBILIAIOMINI TPUALATH PaOOUYNX JTHEH CO AHS MOITYYEHUS SIKCIEPTHBIM
yUpeKJIEHUEM 3ajaHKsI Ha IIPOBEICHUE IOBTOPHOM 3KCIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA.

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

3. ®uHaHCOBOe oOecreyeHHe BBIMOJIHEHUS 33JaHHUsl Ha IPOBEJACHHE MOBTOPHON HKCIEPTU3BI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYILIECTBIISACTCS.

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

CraTbs 26. YckopeHHasi IpoLeAypa IKCIEPTU3bI JIEKAPCTBEHHBIX CPe/ICTB

1. VYckopeHHas mnpoueaypa 3KCIEpPTH3bl JIEKAPCTBEHHBIX CPEICTB B LEISAX TOCYAAPCTBEHHOU
perucTpanyy JIEKapCTBEHHBIX IpernapaToB HPUMEHSETCS B OTHOIIEHHMH OpP(AHHBIX JIEKAPCTBEHHBIX
IIpenaparoB, MEPBBIX TPEX JIEKAPCTBEHHBIX IIPENapaToB, perucTpupyemsix B Poccuiickon denepanyu B
KAaueCTBE BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEJHOCTHh KOTOPBIX OINpEACIsAeTCS B
COOTBETCTBMM C HOMEpPOM M JaTOM BXONAIIMX 3asBJICHUNM O TOCYAApPCTBEHHOW pEerucTpanuu
JIEKapCTBEHHBIX IIPENapaToB B paMKax OJHOTIO MEXIYHapOAHOIO HENAaTEHTOBAHHOIO HAWMEHOBAHMS
JIEKAPCTBEHHOI'0 IIpernapara WJIA T'PyNIMPOBOYHOTO HAMMEHOBAaHHMs JIEKAPCTBEHHOIO IIpenapara, u
JIEKapCTBEHHBIX IIpenapaTos, IIpeIHa3HAYEHHBIX HCKJIIOUUTEIIBHO JUIS MIPUMEHEHNUS
HECOBEPIICHHOJETHUMH I'PAKJaHAMU.

(B pen. deaepayibHbIxX 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. VYcKopeHHas mpoueaypa 3KCIEepPTU3bl JIEKAPCTBEHHBIX CPEACTB B LENAX TIOCYJAapCTBEHHOMN
pETUCTpalMK JEKAPCTBEHHBIX MIPENAPATOB HE IPUMEHSETCS B OTHOILIICHUH:

1) 6uoananoroBbIx (6MOMOI00HBIX) JIEKAPCTBEHHBIX MpenapaToB (O0M0aHAIOTOB);

2) pedepeHTHBIX JIEKAPCTBEHHBIX MpernapaTroB (3a MCKIOYEHHEM Op(aHHBIX JIeKapCTBEHHBIX
MIpernapaToB);

KOHCY.HBT&HTHHIOCI nprUMCYaHUC.
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Jo 01.09.2023 poccuiickuM NpPOU3BOAUTENSAM JIEKAPCTBEHHBIX IPENApaToB Jii BETEPUHAPHOIO
NPUMEHEHHS Pa3pelIeHo IM0JaBaTh PErHCTPAMOHHOE J0ChE IO YCKOPEHHOW mporeaype 0e3 ydera
TpeboBanuii . 3 4. 2 cT. 26 ([Toctanonenue [lpasurenscta PO ot 12.03.2022 N 353).

3) BOCHpPOU3BEACHHBIX JIEKAPCTBEHHBIX IMPENaparoB (3a HCKIOYEHUEM TMEPBBIX  TpeX
peructpupyembix B Poccuiickoit ®enmeparui B KadyecTBE BOCIPOM3BEACHHBIX JICKAPCTBEHHBIX
MpenaparoB M JIEKAPCTBEHHBIX IMPENaparoB, MpeAHA3HAYEHHBIX MCKIIOYUTENBHO JUIsi TPUMEHEHUS
HECOBEPIICHHOJETHUMHU I'PAKIaHAMU );

4) HOBBIX KOMOHMHAIINI 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaTOB;

5) JneKapCTBEHHBIX IMpernapaToB, 3apEeTHCTPUPOBAHHBIX paHEE, HO NPOU3BEACHHBIX B IPYTIHX
JIEKapCTBEHHBIX (JOPMaX B COOTBETCTBUHU C NIEPEUYHEM HAMMEHOBAHUH JICKAPCTBEHHBIX (DOPM U B HOBOWM
JIO3UPOBKE.

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

3. VYckopeHHas mporeaypa SKCIEPTH3bl JICKAPCTBEHHBIX CPEACTB MPOBOIUTCS 110 PEIICHHUIO
COOTBETCTBYIOIIETO YIIOJHOMOUYEHHOTO (pelepabHOTO OpraHa MCIIOJHUTEIBHON BJIACTH HAa OCHOBAaHUU
3asBJICHUS 3asABHUTEIS B CPOK, HE MPEBBIMIAOIINK BOCBMUIECATH padounx aHei. [Ipu aTom 3kcnepTH3a
JIOKYMEHTOB, COJEPKAIIUXCS B PETHMCTPALIMOHHOM JIOChE Ha JICKApCTBEHHBIN Mperapar, MPOBOIUTCS B
CPOK, HE MPEBBIMIAIONINN JCCATH padOouMX JHEH, SKCIEpPTH3a KadyecTBa JICKAPCTBEHHOI'O CPEACTBA M
SKCIIEPTH3a OTHOMICHHUS OXHUAAeMOH TMOJIb3bl K BO3MOXKHOMY PHUCKY MPHUMEHEHHS JIEKapCTBEHHOTO
rperapara MmpoBOJISATCS B CPOK, HE MPEBBIMAIONINI MECTUACCATA PA00UNX JTHEH.

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

3.1. B oTHOmICHNH OpQaHHBIX JIEKAPCTBEHHBIX MPENAPATOB MOTYT OBITH NIPEJCTABICHBI PE3yIbTATHI
JTOKJIMHUYCCKUX UCCIICAOBAaHUHN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKHUX MCCIICIOBAHUMN JICKAPCTBEHHBIX
MPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHHUS], BBIITOJIHEHHBIX 3a npenaenamu Poccuiickorn deneparnuu B
COOTBETCTBHMM C TMpaBWIAMH HaJJIKaIled Ja0OpaTOpPHOH NPAKTUKK W TpaBUJIaMHU HaJJIeKaIei
KJIIMHUYECKOU MPAKTHUKH.

(uacts 3.1 BBeena @enepalibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. VYckopeHHas TIpolenypa SKCHEPTH3bl JICKAPCTBEHHBIX CPEJCTB MPOBOAMUTCS B TOPSJKE,
yCcTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nactosmiero ®enepanbHOro 3aK0Ha, M HE 03HAYAeT CHUKCHHUS
TpeOoBaHuM K 6€30MMacCHOCTH, Ka4eCTBY U 3P (PEKTUBHOCTH JIEKAPCTBEHHBIX MTPENAapaTOB.

Cratbs 27. Peuienne 0 rocy1apcTBeHHOH PerucTpanu JJeKapCTBEHHOI 0 Mpenapara

1. B cpok, He mpeBBINAIOMUNA AeCITH paboyux AHEH CO JTHSA TOJYYCHHS 3aKIIOUECHUN KOMHUCCHUU
9KCIIEPTOB IO pE3yJIbTaTaM 3KCIEPTU3bl Ka4eCTBA JIEKAPCTBEHHOTO CPEACTBA U HKCIIEPTU3bl OTHOIICHHUS
O’KHJ]aeMOH IOJIb3bI K BOBMOXKHOMY PUCKY NPUMEHEHUS JIEKapCTBEHHOI'O MpenapaTa, COOTBETCTBYIOIIUN
YTIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIOTHUTENbHOM BIIACTH:

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

1) pa3mMeriaer Ha cBoeM OQHIMAIBHOM caiiTe B ceTH "HHTepHET" cOOTBETCTBYIOIINE 3aKIIOUYEHUS
KOMHUCCUHM 3KCIIEPTOB M OCYHIECTBIIIET MX OLEHKY /Ul OINpEAeNeHUsT COOTBETCTBUS 3a/JaHUI0 Ha
IIPOBEJIEHUE ITUX IKCIIEPTH3;

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

2) mpUHMMAET pelleHHe O TOCYJapCTBEHHOH pEerucTpalyy JIEKApCTBEHHOrO IpenapaTta Wid o0
0TKa3e B TOCYJapCTBEHHOI perucTpaiiy JeKapcTBEHHOIO Ipernapara;

3) BHOCHUT NpU NPUHATUU PELIEHUS O FOCYAAPCTBEHHOM perucTpalyy JIEKapCTBEHHOIO Ipernapara
JAaHHBIE O 3apEerHCTPUPOBAHHOM JIEKApCTBEHHOM IIpenapare, B TOM 4Hcie O (apMaleBTUYECKOU
CyOCTaHIIMM, BXOJfIIEH B COCTaB JICKApCTBEHHOrO IMperapara, B TOCYAAPCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB M BBIJAET 3asABUTENIO PETUCTPALMOHHOE YJIOCTOBEPEHUE JIEKAPCTBEHHOTO
npemnapara, popMa KOTOPOro yTBEp>AaeTcsl YIOTHOMOUYEHHBIM (pe/iepanibHbIM OpraHOM HCIIOJHUTEIbHON
BJIACTH, COTJIACOBAHHbIE HOPMATHUBHYIO JOKYMEHTAlLlMIO, HOPMATUBHBIM JOKYMEHT, WHCTPYKIHUIO IO
IIPUMEHEHHUIO  JIEKapCTBEHHOIO IpenapaTa W  MAakKeTbl [EpBUYHONM YNAKOBKM UM BTOPUYHOU
(moTpeOuTeNnbCcKOW) YHNAKOBKM C YKa3aHMEM Ha HUX HOMeEpa pEerucTpalioHHOTO YAOCTOBEpPEHUS
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JIEKApCTBEHHOT'0 TMperapaTta MW JaThl €ro TOCYAapCTBEHHON pErucTpaluyd Wi B CIydae NPUHATHS
peuieHrus 00 oOTKa3ze B TOCYJapCTBEHHOM pErHCTpalliy JIEKapCTBEHHOTO IIpernapaTa yBEIOMIISIET B
NUCHbMEHHOW (¢opme 3asBuUTENs 00 5TOM C YKa3aHMEM MPUYMH TaKoro OTKa3a. 3a BbIIAuy
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOI'O MIpernapaTa B3MMAeTCsl roCy1apCTBEHHAs MOLUIMHA B
COOTBETCTBHUH C 3aKOHOJaTeNbcTBOM Poccuiickoii depepannu o Haorax u coopax.

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

2. OcHoBaHMEM JUIsl OTKa3a B IOCYAAPCTBEHHOW PETHMCTPALIMM JIEKApCTBEHHOIO Ipenapara ajs
MEIUIMHCKOTO  MPUMEHEHUS  SBISETCS  3aKIIOYEHHE  COOTBETCTBYIOLIETO  YIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTENFHOW BJIACTH O TOM, 4YTO KauecTBO U (WiH) 3PQPEKTUBHOCTD
PETUCTPUPYEMOTO JICKAPCTBEHHOIO Ipernapara A MEAUIMHCKOTO MPUMEHEHHs] HE IOATBEPHKICHbI
MOJIYYEHHBIMH JAaHHBIMU WJIM YTO PUCK MPUYMHEHHUS BpeJa 3J0POBBIO0 YEJOBEKA BCIECACTBUE IpHUEMa
JIEKapCTBEHHOI'O IMpernapara i MEIUIUHCKOTO NPUMEHEHHUs TMpeBbIaeT 3(PQPEKTUBHOCTh €ro
MIPUMEHEHUS.

(dactp 2 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE WpEACTAaBICHHE B COOTBETCTBYIOLIMH YIIOJIHOMOYEHHBIH (enepanbHblii opraH
WCIIOJIHUTENILHON BIJIACTH JIEKAPCTBEHHOI'O TMIperapara, B OTHOIIEHWH KOTOPOrO TONy4eH OTKa3 B
roCy/1IapCTBEHHON PEruCTpalluy U KOTOPBIA BIIOCIIEACTBUM MOABEPICS U3MEHEHHUIO B YAaCTH €r0 COCTaBa,
paccMaTpuBaeTCcsl Kak IpeACTaBiIeHHE HOBOTO JIEKAPCTBEHHOrO Ipenapara Ha €ro rocyAapCTBEHHYIO
perucTpanmio He3aBUCUMO OT COXPAHEHHS! €ro MEPBUYHOI0 HAUMEHOBAHMSI.

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

4. Ilpu mpenocTaBieHUU 3asBUTEJIIEM B COCTaBE PETMCTPALMOHHOTO JI0ChE Ha JIEKAPCTBEHHBIN
npemnapaT Juisi BETEpUHAPHOTO MPUMEHEHUS! KOMUU PEeHIeHHs YIIOJIHOMOUYEHHOro (heaepaabHOro opraHa
WCIIOJIHUTEJIBHOM BJacTU O NPOBEACHUM HMHCIEKTHUPOBAHHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX CPENICTB
CPOK TPUHATUS pEHIeHHs O TOCYJAapCTBEHHOM perucTpaluy JIEKapCTBEHHOro TpemapaTta s
BETEPUHAPHOTO MPUMEHEHUS IPUOCTAHABIIMBAETCS CO JIHS MOJYUYEHUS 3aKII0YEHUN, YKa3aHHBIX B YacTH
1 Hacrosimied cTaThbH, A0 AHS MPUHATUS YIIOIHOMOYEHHBIM (elepalbHBIM OPraHOM HCIOIHUTEIBHON
BJIACTH pEIIEHUS O BbIade WM OO0 OTKa3e B BbIJAa4ye 3aKIIOYECHUS O COOTBETCTBHM IPOHM3BOIUTEIS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUSIM MPABHII HAJIeKAIIeH MPON3BOACTBEHHOMN MPAKTHUKH, HO He Oolee
4YeM Ha CTO BOCEMbAECIT pabounx JAHEH.

(uactb 4 BBeneHna denepansubiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHMEM /i1 OTKa3a B TOCYJapCTBEHHOW PETUCTpPAllMU JIEKapCTBEHHOrO Ipemnapara s
BETEPUHAPHOTO TPUMEHEHUsl SBIAETCS 3aKIIOUYEeHHE YIOJHOMOYEHHOTO (enepanbHOrO OpraHa
WCTIOHUTEIPHOW BJIACTH O TOM, 4YTO KadecTBO W (wik) d(PPEeKTUBHOCTh PETUCTPUPYEMOTO
JIEKApCTBEHHOI'0 TMpernapara JUuisi BETEPUHAPHOTO TNPUMEHEHUST HE MOATBEPKIEHbI MOJYyYEHHBIMU
JAHHBIMU WJIM YTO PUCK MPUUMHEHUS Bpefa 3/I0pPOBBIO )KMBOTHOTO BCJIEACTBHE IpHUEMaA JIEKAPCTBEHHOTO
mpemapaTa A BETePUHAPHOTO NPHUMEHEHHUs MpeBbIaeT 3(PQPEeKTUBHOCTh €ro MPUMEHEHHs, OTKa3
YIOJHOMOYEHHOTO (peiepaJbHOrO OpraHa HWCIOJIHUTENbHOM BJIAaCTHM B BbIJadye 3aKJIIOYEHUS O
COOTBETCTBUM  TPOU3BOAMUTENST JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM TPaBUI  HaJAJeXKalen
MIPOM3BOJICTBEHHOW TMPAaKTUKU U1 KaXJ0H MPOU3BOJICTBEHHOW IUIOMIAJKUA PErHCTPUPYEMOro
JIEKApCTBEHHOT'0 Ipenapara JUisi BETEPUHAPHOTO MPUMEHEHUS B Ciydae, €clid IPOU3BOJACTBO
JIEKapCTBEHHOI'0 TMpernapara JJjisi BETEPUHAPHOTO MPUMEHEHMsI OCYIIECTBISETCS 3a MpelernaMu
Poccuiickoii denepanuu, Ui OTCYTCTBUE TAKOTO 3aKJIFOUEHUS.

(uactb 5 BBeneHa denepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynprantllntoc: npumeyanue.
O mopsimke W CpoKax OIpeesIeHUs] B3aUMO3aMEHSIEMOCTH JICKapCTB JIEKAPCTBEHHBIX IPEIapaTos,
3apeructpupoBaHHbIx 10 01.03.2020, cMm. cT. 3 @3 o1 27.12.2019 N 475-D3.

Crarba 27.1. B3aumo3amMeHsieMOCTH JICKAPCTBEHHBIX IpeNnaparoB JJsi MeJHIHHCKOI0
NpUMeHeHHUs
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-03)
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1. Bsaumo3aMeHSIeMOCTb JIEKAPCTBEHHBIX IMpEnaparoB JJisi MEIULUHCKOTO IMPUMEHEHUS
OTIpe/IeIISIeTCS YIIOTHOMOYEHHBIM (efiepalbHbIM OpPraHOM HCIOJIHUTEIBbHOM BIIACTH, OCYLIECTBIISIIOIINM
roCyJapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IMpENnaparoB MJisi MEIULMHCKOTO NPUMEHEHUs, B
pamMKax OJHOrO MEXIYHapOJHOTO HEMAaTeHTOBAaHHOrO (WM XUMHYECKOrO, WU TPYHIUPOBOYHOTO)
HAaUMEHOBAHMSI HA OCHOBE 3aK/IIOYEHHUS KOMHCCHM JKCIEPTOB JKCHEPTHOIO YUPEXKICHUS O
B3aMMO3aMEHSIEMOCTH JIEKQpCTBEHHOTO Mpernapara Jjs MEIUIMHCKOTrO MPUMEHEHHUs JUO0 O TOM, YTO
JIEKApCTBEHHBIN Tpenapar JJisi MEIUIMHCKOrO0 MPUMEHEHUs HE SBJISIETCS B3auMmo3ameHsieMbiM. [lopsigok
olpesieNieHUs] B3aMMO3aMEHSEMOCTH JIEKapCTBEHHBIX MpPErnapaTroB JUisi MEIUIUHCKOIO NPUMEHEHUs U
dopmMa 3aKIIOYEHUST KOMHCCHM SKCIEPTOB JKCHEPTHOTO YUYPESKICHHS O B3aUMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX MPENapaToB JIJs MEAULUHCKOTO IPUMEHEHUs 00 O TOM, UTO JIEKAPCTBEHHBIN Ipenapar
JUTSL MEIMIIMHCKOT'O TIPUMEHEHUsI HE SIBJISICTCS B3aMMO3aMEHsIeMbIM, ycTaHaBiuBatoTcs [IpaBurenscTBoM
Poccuiickoit @enepanuu.

2. Komuccus 3KCHEPTOB IKCHEPTHOIO YUPEKIEHHUS NAeT 3aKJIIOUEHHE O B3aUMO3aMEHSEMOCTHU
JIEKapCTBEHHOT'O IMpenapara JJisi MEJUIIMHCKOTO IPUMEHEHHUs MO0 O TOM, UTO JIEKapCTBEHHBIH Mpenapar
JUISL MEIMIIMHCKOTO TPUMEHEHUS HE SBIISIETCS B3aMMO3aMEHSEMbIM, Ha OCHOBAaHUU CJIEAYIOIIHUX
KpUTEpHUEB (XapaKTEPUCTHK):

1) »SKBUBaJEHTHOCTh (71 OMOAHAIOTOBBHIX (OMOMOJOOHBIX) JICKAPCTBEHHBIX IpenapaToB
(OuoaHamoroB) -  CONOCTaBUMOCTb)  Ka4eCTBEHHBIX U KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(bapMareBTHYECKIX CYOCTAaHIMI WJIM COMOCTaBUMOCTh aHTUTEHHOTO COCTaBa BaKIMH. Mcmonp3oBaHue
pa3IMyYHBIX cojiel, 3(UPOB, KOMIUIEKCOB, H30MEPOB, KPUCTALTUYECKIX (HOPM M IPYIHX MPOU3BOIAHBIX
OJTHOTO U TOrO K€ JEHUCTBYIOIIErO BELIECTBA HE ABJAETCA MPENATCTBUEM [UIsl ONpEAesICHUs
B3aMMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  MpernapaToB, €cCld Mpd MPOBEACHUU  HCCIEAOBAHUS
OMODKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  Tperapara  WJIM  HCCIENOBAaHHUA  TEPareBTHYECKOU
SKBHUBAJIIEHTHOCTH JIEKAPCTBEHHOIO Mpernapara JI0Ka3aHO OTCYTCTBUE KIMHUYECKU 3HAUMMBIX pPa3IUYHid
dapmakokuHeTHKH © (win) dS(QeKkTUBHOCTH © 0E30MacHOCTH JICKAPCTBEHHOTO TIperapara Juis
MEAUIIMHCKOTO IPUMEHEHHUS,

2) SKBHBAJIECHTHOCTH JIeKapCTBEHHOW (popmbl. 1o SKBHUBaJICHTHBIMU JIEKAPCTBEHHBIMU (hOpMaMU
MTOHUMAIOTCSl pa3HbI€ JIEKAPCTBEHHBbIC (OPMBI, MMEIOIINE OJUHAKOBBIE CMOCOO BBEAEHUS U CIOCOO
MPUMEHEHHUsI, OOJaJaroNIie  COMOCTAaBUMBIMU  (papMAKOKMHETHUECKUMHU  XapaKTePUCTUKAMU |
(hapMaKoIOTHYeCKUM JeHCTBHEM U 00eCIIeUNBAIOIINE TAK)Ke TOCTHKEHHE HE0OX0IUMOT0 KIMHIHYECKOTO
addekra. Paznmuuus nexkapcTBEHHBIX (GOPM HE SABISIOTCA TMPEMSTCTBUEM Uil OMpeeieHUs
B3aMMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  NPEMapaTroB, €CIM MpU  NPOBEICHUHM  HCCIEHOBaHUS
OMOPKBUBAJIEHTHOCTH  JIEKAPCTBEHHOI'O  Tpemnapara  WIA  HMCCIEAOBaHUS  TEpaneBTHYECKOU
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Mpernapara JI0Ka3aHO OTCYTCTBHE KIMHMYECKH 3HAUMMbBIX pa3Inyui
dapmakokuHeTukn u (W) 3¢hQexTUBHOCTH U 0€30MacHOCTH JIEKAPCTBEHHOrO TMpemnapara s
MEIULUHCKOTO MPUMEHEHUS;

3) PKBHUBaJIEHTHOCTb WJIM COIMOCTAaBHMMOCTH COCTaBa BCIIOMOTATENIbHBIX BEIECTB JIEKAPCTBEHHOI'O
npenapara JUisi MEAMIMHCKOIO TpUMEHEHus. Pa3nmuuus cocTaBa BCHOMOTATENbHBIX BELIECTB
JIEKapCTBEHHOI'O IIpernapaTa HE SBJIAIOTCS MPENSTCTBUEM JJsl OINpeAeNieHUs B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHBIX  MpEnapaToB, €CIM TMPU TMPOBEACHUU  HUCCIEIOBaHHS  OWOIKBUBAJICHTHOCTH
JIEKapCTBEHHOI'0 IperapaTa WU HUCCIEIOBAHUS TEparneBTHUECKON SKBHUBAJCHTHOCTH JIEKAPCTBEHHOTO
mpemapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYMMBIX pa3nuuuil (papMakOKMHETUKH U (WIJIH)
3¢ (deKTUBHOCTH M 0€30MacHOCTH JIEKapCTBEHHOI'O Mpernapara Ui MEIUIMHCKOro npumeHenus. [lpu
HAJIMYUU KIMHUYECKU 3HAYMMBIX pa3iInyuil hapMakOKMHETUKH U (WiK) d3PGEKTUBHOCTH M O€30MaCHOCTH
JIEKapCTBEHHOI'0 Ipenapara JUisi MEAUIMHCKOTO MPHUMEHEHUs B3aUMO3aMEHSIEMOCTh OMpenesseTcs: ¢
yKa3aHUEM Ha UCKIIFOUEHUE OTACNIbHBIX TPYIII MMAllUEHTOB;

4) UOEHTUYHOCTD CIloco0a BBEICHUS U CII0OC00a MPUMEHEHUS,

5) cooTBeTCTBHE MPOM3BOAMTENS JIEKAPCTBEHHOTO CpEACTBA TPeOOBAaHUSAM TMpPaBUI HaJUICKAIICH
MTPOM3BOJICTBEHHON MPAKTHUKH.

3. OmnpeneneHue B3aUMO3aMEHSIEMOCTH BOCHPOU3BEAEHHBIX JIEKAPCTBEHHBIX IMpenapaToB MAJis
MEIHMIIMHCKOTO NMPUMEHEHUs, yKa3aHHbIX B 4acTu 10 cratem 18 Hacrosimero denepanbHOro 3aKoHa,
ocytiecTBisieTcs: 6e3 HEOOXOAUMOCTH JTIOKa3aTeNbCTBA UX OMOIKBUBATICHTHOCTH.
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4. OcoOeHHOCTH OIpeIesIeHUs] B3aMMO3aMEHIEMOCTH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB,
KOMOWHHMPOBAaHHBIX JIEKAPCTBEHHBIX TMpemaparoB (coaepkammx KOMOWHAIHMIO JABYX W Ooiee
JCUCTBYIOIIMX  BEIIECTB), JIEKAPCTBEHHBIX IMpPENapaTroB Uil MAPEHTEPAJbHOTO IMUTAHUS U
HEJ03UPOBAaHHBIX JIGKAPCTBEHHBIX IIperapaToB ycTaHaBiuBawoTcs [IpaBurtenbctBoM Poccuiickoii
denepauuu.

5. OmnpeneneHue B3aMMO3aMEHSIEMOCTH HE OCYILECTBISETCS B OTHOIIEHUU JIEKapCTBEHHBIX
PacTUTENBHBIX MPETapaToB, FTOMEONATHUYECKUX JIEKAPCTBEHHBIX IPenapaToB.

6. ®opMupoBaHie NEPEeyHsl B3aUMO3aMEHSEMbIX JIEKAPCTBEHHBIX IMPErnapaToB AJi MEIULHUHCKOIO
MPUMEHEHHS OCYLIECTBISETCS SKCIEPTHBIM YUPEXKICHHEM IOCPEACTBOM O0BEIMHEHHS JEKAPCTBEHHBIX
MIpernapaToB B OTICJIbHBIE TPYIIbI, B KaXJOH U3 KOTOPHIX JIEKAPCTBEHHBIC MperapaThl SBISIOTCA
B3aMMO3aMEHSIEMBIMHU.

7. B ciydae BKIIOYEHUS B MHCTPYKIMIO [0 MEIUIIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOTO
npernapara Ha OCHOBAaHHH Pe3yJIbTaTOB COOTBETCTBYIOIIMX HCCIECIOBAaHUN MOKA3aHWH Ui MPUMEHEHHUS,
KOTOpBIE OTJIMYAIOTCA OT MOKa3aHUM Ui MPUMEHEHHs APYTruX JIEKApCTBEHHBIX MPEnapaToB U3 TPYIMIIbI
B3aMMO3aMEHAEMBIX JICKAPCTBEHHBIX MPENapaToB, B IEpPEYHE B3aWMO3AMEHSEMBIX JIEKaPCTBEHHBIX
MpernapaToB JUIsl MEAUIIUHCKOTO MPUMEHEHHS T0JKHA ObITh YKa3aHa COOTBETCTBYIOIIAs HHPOpMAITHS.

8. IlepeyeHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX NPENapaToB JJs MEAULIUHCKOTO TPUMEHEHUS
pa3Meniaercs yIoJHOMOYEHHBIM (eepalbHbIM OpPraHOM HCIIOJIHUTENBHON BIIACTH, OCYIIECTBIISIIOIINM
TOCYJapCTBEHHYIO PErHCTPALMIO JIEKAPCTBEHHBIX NpPENapaToB JUIsI MEIUIIMHCKOTO TNPHUMEHEHHs, Ha
cBoeM oduimanbHoM caite B cetu "Hutepuer". MHdopmamus B IepeuHe B3auMO3aMEHSEMBIX
JICKapCTBEHHBIX MpPEenapaToB JJs MEAMIMHCKOTO MPUMEHEHHs OOHOBIISIETCS YKa3aHHBIM (enepaabHbIM
OpPraHOM HCIIOJIHUTENBHON BJIACTH C YYETOM HOBBIX 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB
IUIE  MEIUIMHCKOTO TIPUMEHEHUS ¥ BHECCHHBIX HW3MEHEHHWH B JIOKYMEHTBHI, COJEpiKalluecs B
PETUCTPALIMOHHBIX JOChe Ha 3apEerUCTPUPOBAHHBIC JIEKAPCTBEHHBIC Mpenaparhl AN METUIIUHCKOTO
MPUMEHECHHUS.

9. [Mopsanok ucmonab30BaHUsI UHGOPMAIIMU O B3aUMO3aMEHSIEMbIX JIKAPCTBEHHBIX Iperaparax Ais
MEIUIUHCKOTO TPUMEHEHHUs] M TOPSJIOK Jadl Pa3bsCHEHWH IO BOMPOCAM B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MpPENapaToB Uil MEAWLMHCKOIO MNPHUMEHEHMs ycTaHaBIuBaroTcs IIpaBUTEIbCTBOM
Poccuiickoit @enepanuu.

Koncynprantllntoc: npumeuanue.

Cpok perucrparyu JeKapCTBEHHOTO Ipemnapara Ui BETePUHAPHOTO MPUMEHECHHSI, UCTCKAIOIIHA C
14.03.2022 mo 31.12.2022, mpomien Ha 12 wmecsaueB (IloctanoBnenue IIpaButenbctBa PO ot
12.03.2022 N 353).

Cratbs 28. Perncrpannonnoe ya1ocroBepeHue JJeKapCTBEHHOT0 penapara

1. PerucrpanmoHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOI'O Ipernapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
¢bopM U JO3MPOBOK BBIAAETCS OECCPOUYHO, 3a HCKIHOYEHHEM pPErHMCTPAllMOHHOTO YIOCTOBEPEHMS
JIEKApCTBEHHOI'0 IIpenapara, BbIIaBa€MOro CO CPOKOM JIEHCTBHS IIAATH JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Poccniickoit denepanuu JeKapCTBEHHBIE IIPENIAPaTHI.

2. Ilo wncredyeHnnm yKa3aHHOTO B YacTW | HACTOSIIEH CTaThW CpPOKa BBIIAETCS OeccpouHOe
PEruCTPAallMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOI'O IIperapara IIPU YCIOBUU IOATBEPXKACHUS €ro
roCyAapCTBEHHOUN pErucTparuy.

3. B cny4ae BHeceHust B cooTBeTcTBUU co craThsiMu 30 u 31 Hacrosmero denepaibHOro 3aKoHa
W3MEHEHUN B COJEp)KalllUecs B PETMCTPAlMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
rmpenapar JOKYMEHTBI, 3aTparuBarOllUX CBEACHUS, OTPaKCHHBbIE B PETUCTPALMOHHOM YAOCTOBEPEHUU
JIEKApCTBEHHOTO TperapaTa, YIMOJTHOMOYEHHBIN (eepalbHbIii OpraH WCIOJTHUTEIBHONW BIIACTH BBIAACT
HOBOE PErUCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOIO IIperapara, CoAeprKalllee BHECECHHBIE B HETO
U3MEHEHUS.

(uacth 3 BBeneHa denepanbHbiM 3aK0OHOM OT 22.12.2014 N 429-03)
4. B ciywyae yTpaTbl WM TOBPEXACHUS PETMCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
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mpermapaTa 1o 3asBICHUI0 B TMHCHBMEHHON QopMe [epkaTenis WU BIAJeNblla PETUCTPAIHOHHOTO
YIAOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpenapaTa Wil YIOoJIHOMOYEHHOIO UMHU IPYTOro I0OPUIMYECKOTO JIMIA O
BBIIaue AYOJIMKAaTa PErHCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO IMpernapara yIMmOJHOMOYEHHBIH
(dhenepalibHBIN OpraH MCIIOJHUTEIHLHOW BJIACTH B CPOK, HE MPEBBIIAIONINN IECATH pabOUnX JHEH CO JTHSA
MOCTYIUICHUSI 3asBIICHUS, BBIIACT IyONHMKAT PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpenapara. 3a BbAady JIyOJMKaTa PErHCTPAlMOHHOTO YIAOCTOBEPEHHUS JICKaPCTBEHHOTO Mperapara
B3UMAETCS TOCYAAPCTBEHHAS MOLIJIMHA B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickoit @enepaunu o
Hajorax u coopax.

(dactb 4 BBeneHa DenepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynprantllntoc: npumeuanue.

Cpok perucrpanuu JEKapCTBEHHOTO IMperapara i BETEPUHAPHOTO NMPUMEHEHHMs, MCTEKAIOUIUuh C
14.03.2022 mo 31.12.2022, mpomnen Ha 12 wmecsueB (Ilocranonenue IIpaBurensctBa PD ot
12.03.2022 N 353).

Cratps 29. IlogTBepaxaeHne rocyJapcTBeHHOM PerucTpanuy JeKapcTBEHHOr0 npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. ITonTBepkeHNE rOCYJapCTBEHHOM pErucTpalyy JEKapCTBEHHOI'O Iperapara OCYIIECTBISAETCS
IIpU BblJa4e OECCPOYHOrO PErMCTPALUOHHOIO YIOCTOBEPEHMs JEKapCTBEHHOIO IIpernapara B CiIydae,
yKa3aHHOM B 4acTu 2 craTbu 28 Hacrosuiero denepalbHOTO 3aKOHA, B CPOK, HE IIPEBBILIAOIIMN
IIECTUICCATH pabounx THEH CO JHS TOJIyYEHHsI COOTBETCTBYIOIIMM YITOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJIHUTEIBHOM BIJIACTH 3asBJICHUS O MOATBEPKACHUM TOCYIJApCTBEHHOM perucrpanuu
JIEeKapCTBEHHOro mpenaparta. He ocyliecTBisieTcss NOATBEP)KIECHUE TOCYAApCTBEHHOW perucrpauuu B
OTHOILICHHUH JIEKaPCTBEHHOI'O Mpenapara, He HaxoAuBIIerocst B oopaiieHuu B Poccuiickoit denepaunu B
Te4eHUue Tpex MU Oojee JIeT, a TakkKe B OTHOUICHHU JIEKApPCTBEHHOIO CPENCTBA, IPOU3BEIEHHOIO C
HapyleHHeM TpeOOBaHUs, YCTAHOBIEHHOI O 4acThio 3.7 cratbu 71 HacTosmero deaepanbHOro 3aKoHa.

2. 3asBIeHUE O MOJTBEPXKJIEHUU IOCYIapCTBEHHOW pEerucTpaiiy JEKapCTBEHHOTO IpernapaTa aJis
MEIULMHCKOTO TPUMEHEHUS IPEJCTAaBIsAETCS B COOTBETCTBYIOIIMIN YIOJTHOMOYEHHBIH (enepaabHbIit
OpraH UCIOJHUTEJILHOHN BJIaCTH HE paHee YeM 3a CTO BOCEMBJECHT THEH /10 UCTEUEHMs CpoKa IeHCTBUS
PETUCTPALIMOHHOTIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara A MEAUIMHCKOTO TPUMEHEHHUS.

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

2.1. 3asBieHNE O MOATBEPKIAECHNUU FOCYIaPCTBEHHONW PErMCTpaliy JEKapCTBEHHOrO Ipenapara AJs
BETEPUHAPHOTO TPUMEHEHUS! MPEJICTaBISIeTCS B COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIN (peepanbHblii
OpraH MCIHOJHUTEIBHOMN BJIACTH HE PAHEE YEM 3a CTO BOCEMBIECST JHEHM 10 UCTEYEHUs CPOKa JEHCTBUSA
PErUCTPALIMOHHOTO yJIOCTOBEPEHMSI JIEKApPCTBEHHOTO IpernapaTa Uis BEeTEpUHAPHOTO NMPUMEHEHUsl U He
MI03JJHEE OKOHYAHUS CPOKA €r0 AEUCTBHS.

(gactb 2.1 BBeneHa denepanbHbiM 3akoHOM 0T 02.08.2019 N 297-D3)

3. IlonTBepkeHNE roCyJapCTBEHHON perucTpanyy JEKapCTBEHHOIO Ipernapara OCYLIECTBIISETCS
[0 pe3yJbTaTaM 3KCIEPTU3bl OTHOLIEHUS OXHIaeMOM IMOJIb3bl K BO3MOKHOMY PHUCKY HPHUMEHEHUS
JIEKapCTBEHHOT'O Tperapara Ha OCHOBAHUHU PEe3yJIbTaTOB MOHUTOPHUHTA 3(PPEKTUBHOCTH U 0€30MacCHOCTH
JIEKapCTBEHHOIO  Ipernapara, M[POBOAMMOIO JepXaTeleM WIM BIAJENblEM PErUCTPalMOHHOIO
yJIOCTOBEPEHHS JIEKApCTBEHHOT'O Mpenapara JM00 yIoJIHOMOYEHHBIM UMM IOPUANYECKUM JIMILIOM, a TAK)Ke
COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM (he/iepaibHbIM OPraHOM HCIIOJTHUTEIHLHON BJIACTH B COOTBETCTBUU
¢ TpeboBaHUsAMU cTaTh 64 HacTosero denepanbHOrO 3aKOHa.

4. K 3asBI€HUIO O MOATBEPKAECHUH I'OCYTaPCTBEHHOM PETUCTPAlMK JIEKAPCTBEHHOTO IIpenapara Juist
MEAUIMHCKOTO MPUMEHEHUS IPUIIAraroTCsI:

1) nHOKyMEHTBI, cojaepxKallue pe3ylbTaTbl MOHUTOPHUHTAa >(PQEKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHOI'O IIpernapara [uisi MEJUIMHCKOIrO IPUMEHEHMS, IPOBEIECHHOIO JEpKaTelIeM WIH
BJIAJIEJIBLIEM PETHUCTPALIMOHHOTO yJOCTOBEPEHMs JIEKAPCTBEHHOIO Ipernapara Uil MEJUIIMHCKOTO
NPUMEHEHHUsT JMOO0 YIOJHOMOYEHHBIM UM IOPHAWYECKMM JIMIOM, 1O QopMme, YTBEpKIESHHOU
YIOJHOMOYEHHBIM (e/iepabHbIM OPIaHOM HCIIOTHUTEIBbHOM BIIACTH;
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2) cBeleHUs O JAaTe NPEAOCTaBICHUS M PErMCTPALMOHHOM HOMEpE JIMIEH3MM Ha IPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB WM CBEIACHHUA O JaTre NpPEJOCTaBIECHUS M PETUCTPALMOHHOM HOMeEpe
3aKJIIOYEHHUST O COOTBETCTBMM IIPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPEOOBAaHUSAM IPABUI
Ha/IJIeKalleid MpOU3BOJACTBEHHOW TMPAKTUKH, IPEJOCTaBIECHHBIX YIIOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM HCIOJIHUTEJIBHON BJIacCTU B OTHOIIEHHWU IPOU3BOJICTBEHHOM IUIOIIAJKU JIEKAPCTBEHHOI'O
npernapara Juis MeAUIUHCKOrO MPUMEHEHHUs, TOCyJapCTBEHHAsI PErucTpalus KOTOPOro MoATBEpKAAeTCs
B Clly4ae, €ClIM MPOM3BOACTBO JIEKAPCTBEHHOrO IIpernapara Uil MEAUIMHCKOrO IPUMEHEHHUS
ocymiectBisiercs B Poccuiickoit denepaiuu;

(B pen. @exnepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) xomus NPEeAOCTABICHHON YHNOJIHOMOYEHHBIM OpPraHOM CTPaHbl IPOM3BOAWTEINS JIMLEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOr'O IIpenapara JJii MEIULUHCKOIO NIPUMEHEHUS U €€ NEPEBOJ HA PYCCKUU
A3bIK, 3aBEPEHHBbIE B YCTAHOBJIEHHOM IIOpAAKE, a TaKKe KOMMSA 3aKIIOYEHHUS O COOTBETCTBUU
MPOU3BOJIUTENSL JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TPABWII HAIJIEXKaIIed MPOU3BOJACTBEHHOM
IPAKTUKH, BBIIAHHOTO YIOJIHOMOYEHHBIM (elepabHbIM OpraHOM HCIOJHUTEIBHOW BJIACTH B
OTHOIIEHWU TPOU3BOJCTBEHHOM IUIOIIAAKKM JIEKAPCTBEHHOI'O Ipenapara Uil  MEIULHUHCKOIO
IPUMEHEHMsI, TOCYIapCTBEHHAs pPETUCTpalMs KOTOPOro IOATBEPXKAAETCS, WJIM KOIMUS PpeIIeHUs
YIIOJTHOMOYEHHOTO (heIepabHOIO OpraHa HMCIOJHUTENFHONW BIIACTH O TPOBEJCHHHM HHCIEKTHPOBAHUS
IIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEACTB B CIydae, €CIM IPOU3BOJICTBO JIEKAPCTBEHHOI'O Mpenapara s
MEIULMHCKOTO IPUMEHEHUS OCYLIECTBIISETCS 3a npeaenamu Poccniickont denepanun.

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-03)
(dactp 4 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIIEHNH OMOJOrMYECKUX JICKAPCTBEHHBIX MPENapaToB AJIs MEAULIUHCKOIO MPUMEHEHHS
3asiBUTEIb JIOMOJIHUTEIBHO MPEJICTABISIET PE3yJIbTaThl MEPOINPUSATUH, NPEAYCMOTPEHHBIX IJIAHOM
yIIpaBJIEHUS] PUCKaMM, YTBEPXKIEHHBIM YIOJIHOMOYEHHBIM (hefepalbHbIM OpPraHOM HCIIOJHUTEIbHON
BJIACTM IIPU OCYIIECTBJIEHUM TIOCYAApPCTBEHHOM pPETUCTpallMU JIEKAPCTBEHHOrO Ipernapara i
MEIULUHCKOTO IPUMEHEHUS.

(uactsb 4.1 BBeena @enepasibHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3as4BICHHIO O MOATBEPKACHUM FOCYAAPCTBEHHOM pErMCcTpalliy JIEKapCTBEHHOIO Iperapara
JUI BETEPUHAPHOTO MPUMEHEHMs MPHJIararoTcsl TOKYMEHTBI, COJAEp)KAlllue pe3ylbTaTbl MOHUTOPHHTA
3¢ GEeKTUBHOCTH U OE30MaCHOCTH JIEKApCTBEHHOTO Ipernapara il BETEPHUHAPHOIO NPUMEHEHUS,
MIPOBOAMMOIO JepXkaTeleM WU BIIAJeNbleM pPETUCTPALUOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara JUisi BETEpUHApHOTO MPUMEHEHHUs OO0 YIOJIHOMOYEHHBIM UM IOPUIMYECKUM JIUIIOM, IO
¢dbopMe, YTBEp)KICHHOW YIOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIIOJIHUTENbHON BIACTH, U
JIOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, moamynkTax "a", "6", "k", "n" nmynkra 4 gactu 3 crarbu 17
HacTosuero deaepanbHOro 3akoHa. B OTHOIIEHMM UMMYHOOMOIOTMYECKHX JIEKAPCTBEHHBIX IIPENapaToB
JUIsL BETEPUHAPHOTO NIPUMEHEHHUS HE NMPEACTABIAIOTCA CBEACHMSI, YKA3aHHBIE B MOANYHKTE "K' MyHKTa 4
yactu 3 crateu 17 Hacrosmero denepanbHOro 3aKOHA. B OTHOIIEHHH JI€KapCTBEHHBIX MPENapaToB IS
BETEPUHAPHOTO MPUMEHEHHUs, IMOJIyYEHHBIX C MPUMEHEHHEM TI'€HHO-WH)XXEHEPHO-MOANUDUIIMPOBAHHBIX
OPraHM3MOB WJIM COJAEPXKAIIUX TaKU€ OpPTraHU3Mbl, JIONOJHUTEIBHO IMPEACTABISIOTCS CBEACHMUS,
yKa3aHHbIe B yHKTe 13 yactu 3 crarbu 17 HacTosero denepalbHOTO 3aKOHA.

(uacTh 4.2 BBeneHa PenepanbHbM 3akoHOM OT 04.06.2018 N 140-®3; B pea. PenepanbHOro 3aKoHa OT
02.08.2019 N 297-03)

4.3. 3asgBuTenb BOpAaBE MPEICTABUTH C 3aABJICHHEM O TMOATBEPKACHUU TIOCYJapCTBEHHON
perucTpanMM  JEKapCcTBEHHOIO  Ipernapara KONHWK  JOKYMEHTa, IOATBEP)KIAIOLIET0  YIUIaTy
rOCy/IapCTBEHHOM TOLUIMHBI 3a MOATBEPKACHUE TOCYIApPCTBEHHOM pErucTpanuil JEeKapCTBEHHOIO
mpernapara, a TaKkKe BblaBaeMble (IPeAOCTaBIsieMble) YIMOJTHOMOUYEHHBIMU (efepabHBIMU OpraHaMu
WCIIOJIHUTENILHON BIIACTH JOKYMEHTHI (CBEAEHHS), YKa3aHHbIE B MyHKTaX 2 W 3 yactu 4 HacTosAleil
cTathu. B ciyyae ux HempencTaBlieHHUs YIOJTHOMOUYEHHBIN (eiepaiabHbIil OpraH UCIIOJTHUTEIbHON BIACTH
3ampammBaeT yKa3aHHbIE JTOKYMEHTBI (CBEJEHHUS) B MOPSAKE MEXKBEIOMCTBEHHOTO MH()OPMAILMOHHOTO
B3aUMOJECHCTBHS.

(gactp 4.3 B pen. denepanbHOro 3akoHa oT 27.12.2019 N 478-03)
5. B Tteuenume pecsatu pabouumx JHEH €O JHSA TPHUHATUS 3a8BICHHUS O IOATBEPXKACHUU
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roCy/lapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOI'O IpernapaTa M JOKYMEHTOB, COJEPKalIUX PE3YJIbTaThl
MOHHUTOpHUHIa 3(p(HEKTUBHOCTU U OE30IIaCHOCTH JIEKAPCTBEHHOTrO Ipenapara, MPOBOAUMOrO AeprKaTesieM
WIA  BIAACTBbIEM  PErHCTPALMOHHOTO  YJIOCTOBEPEHHS  JIEKAPCTBEHHOrO  Ipemapara  JuOo
YIOJIHOMOYEHHBIM UMH IOPUJIMYECKHUM JIMLIOM, YIIOJTHOMOYEHHBIH (peepanbHblii Oprai UCIIOJHUTEIbHON
BJIACTHU:

1) mpoBOIUT NPOBEPKY IMOJHOTHI CBEAECHUH, COAEPXKAIIMXCS B IPEJICTABICHHBIX 3asBUTEIEM
JOKYMEHTAX;

2) NpUHMMAET pelIeHUEe O MPOBEICHUM WM 00 OTKa3e B NPOBEACHUU SKCIEPTU3bl OTHOLIEHHUS
OKUJAaEMON MOJIb3bl K BO3MOXXHOMY PHUCKY HPHUMEHEHHUs JIEKapCTBEHHOI'O Ipenapara Ha OCHOBAaHUU
pe3yabTaTOB MOHUTOPUHIA 3()h(HEKTUBHOCTU U OE30IIACHOCTH JIEKApPCTBEHHOT'O IIpenapara, MpoBOJIUMOIO
JiepKaTelieM WM BIAJAEIbLEM PETUCTPALIMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO Iperapara Jndo
YIOJIHOMOYEHHBIM UMH OPUJUUECKUM JIMIOM, a TaKXKe (eiepaabHbIM OPraHOM UCIOIHUTENIbHON BIacTH
B COOTBETCTBHUH C TPeOOBaHUAMHU cTaThi 64 HacTosero denepaabHOroO 3aK0HA;

3) yBemomuiieT B 3JEKTPOHHOM (opMe MM NUCBMEHHOM (opMe 3asBUTENsT U HKCHEPTHOE
YUPEXKICHUE O TMPHUHITOM PEHICHWH JIHOO0 B Cllyyae NPUHATHS pelieHuss o0 OTKa3e B MPOBEACHUU
9KCIIEPTU3BI YKA3bIBACT IPUYMHBI TAKOTO OTKAa3a.

6. B ciyuyae BbIsIBIEHUSI HETOCTOBEPHOCTH U (MJIM) HEIOCTATOUHOCTH MH(POPMAIINH, CoAepKallencs
B IIPEJICTABJICHHBIX 3asBUTEIEM JJOKYMEHTaX, YIOJIHOMOYEHHBIN (elepanbHblii OpraH MCIOJHUTEIbHON
BJIACTM HAINpPAaBISET 3asBUTENIO 3ampoc 00 YTOYHEHHMM YyKazaHHOW wuH(opMamuu. 3ampoc
YIIOJIHOMOYEHHOr0  (hefepajlbHOTO  OpraHa MCIOJHUTEIbHOM BJIACTM  MOXET OBbITh  IepelaH
YIOJHOMOYEHHOMY IPEACTABUTEII0 3asBUTENS JIMYHO IOJ PACHMCKY, HAIpPaBJIEH IO MOYTE 3aKa3HbIM
IUCbMOM WIH NEpefaH B 3JEKTPOHHOM (GopMe M0 TeIeKOMMYHUKALMOHHBIM KaHaiaM cBs3H. B cimydae
HaNpaBJICHUSl 3ampoca YIOJIHOMOYEHHOTO (heAepabHOTO OpraHa HMCIOJHUTEIBHON BIIACTH IO IMOYTE
3aKa3HbIM IIMCBMOM OH CUHUTAETCA IOJYYEHHBIM 10 MCTEYCHHMM IIECTH [JHEH C JaThl HAIpPaBJICHUS
3aKa3HOTO NMHUCHMA.

7. 3asBuTenp 0053aH MPEACTaBUTh OTBET Ha 3alpoc YIMOJIHOMOYEHHOIO (efepalbHOro opraHa
HCIIOJIHUTEJIBHOM BJIAacTU B CPOK, HE NMPEBBILIAIONIUN AEBIHOCTA paOdOUUX AHEW CO JHS €ro MOJTYYEHHMS.
Cpok, yka3aHHBIM B 4acTH 5 HACTOSIIEH CTaTbH, MIPUOCTAHABIMBAETCS CO JHS HAIPABJICHUS 3asIBUTEIIIO
3arnpoca YHOJHOMOYEHHOIO (heepaJbHOr0 OpraHa HCIOJHUTENbHOM BIACTU 1O JIHS IOJIYYEHUS UM
COOTBETCTBYIOLLIETO OTBE€TA M HE YYUTBHIBAETCA IPU HUCUHUCICHUM CpPOKa IOATBEP)KICHUS
roCy/1apCTBEHHON PETUCTPallU JIEKApCTBEHHOTO Mpernapara.

8. OcHOBaHMEM /Ul OTKa3a B IPOBEJIEHUM DOKCIEPTU3bl OTHOLICHUS OXHAAEMOH IMOJIB3BI K
BO3MOXXHOMY DPHMCKY NPHUMEHEHHUs JIEKAPCTBEHHOI'O Iperapara SBISEeTCs MpeICTaBlIeHHE JOKYMEHTOB,
COJIEpKALINX Pe3yIbTaThl MOHUTOPUHTA 3(h(PEeKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO Mpenapara, u
(M) B OTHOLIEHUMH OMOJOTMYECKHX JIEKAPCTBEHHBIX IPENapaTtoB pe3yJbTaTOB OCYIIECTBICHUS
MEPOIPUATUA B COOTBETCTBUM C IUIAHOM YIIPABJICHMSI PUCKaMM, YTBEP)KIEHHBIM YIOJIHOMOYEHHBIM
(benepanbHbIM OPraHOM HCIOJHHUTENBHOM BJIACTU MPU OCYLIECTBIEHUU TOCYAApCTBEHHON pPErucTpalnuu
JIEKapCTBEHHOT'O Ipernapara, B HEMOJHOM 00beMe, OTCYTCTBHE HMH(pOpMAIMM, MOATBEp)KIAroIIel (GakT
yIUIaThl ~ TOCYJAapCTBEHHOM  MONIIMHBI 32  MOJATBEPXKJIEHUE  TOCYIapCTBEHHOM  perucrpanuu
JIEKapCTBEHHOT'0 Tpernapara, JUO0 HENpeICTaBIeHHE 3asBUTENIEM B YCTAaHOBJEHHBIM CpPOK OTBETa Ha
yKa3aHHbII B dYacTH 6 HACTOSIIEH CTaThbM 3alpoCc YIOJHOMOYEHHOTO (eaepalbHOTO OpraHa
WCTIOJTHUTENIHOM BJIACTH, a TAK)KE OTCYTCTBHE B YKAa3aHHBIX JOKYMEHTaX MH(pOpMAaIKU, KOTOpas J0JDKHA
OBITH B HIX OTpa)KeHa.

9. DOkcmeptuza OTHOUIEHMSI OXMAAEMOM TIOJIB3bI K BO3MOXXHOMY pHUCKY IPHUMEHEHUs
JIEKapCTBEHHOI'0 Iperapara B IEJIX MOATBEPKIACHHSI FOCYAapCTBEHHOW PETUCTpAllUU JIEKAPCTBEHHOTO
IpenapaTta MPOBOJUTCS KOMUCCUEN IKCIEPTOB JKCIIEPTHOIO YUPEXKIEHUS B CPOK, HE IPEBBILIAOIIMM
COpoka pabouyux JTHEH.

10. B cinyyae HEZOCTATOYHOCTU IPEACTABICHHBIX IKCIEPTY MAaTEpUANIOB JUISl JAaud 3aKJIIOYEHUs
AKCIIEPT 00palaeTcsi K pyKOBOJUTEINIO IKCIEPTHOTO YUPEKICHHUS O IPEOCTABICHUN €My HE0OXO0ANMbIX
MaTepuaioB. PyKoBOAMTENb KCHEPTHOIO YUPEXKIAEHUS O0paIlaeTcsi ¢ COOTBETCTBYIOIIUM 3alpocoM B
YIOJHOMOYEHHBIN (enepalbHblil OpraH HCIOJHUTENbHON BIIACTH, BBIJABIIMN 3aJlaHUE HAa NPOBEICHHE
9KCIIEPTU3bl OTHOLIEHMS OXHIA€MOH MOJb3bl K BO3MOKHOMY DPHUCKY INPUMEHEHHS JIEKAPCTBEHHOTO



mpernaparta Ha OCHOBAHHMU JOKYMEHTa, COJCPXKAIEro pe3yiabTaTbl MOHUTOPUHTA 3(P(GEKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOTO Mpenapata. B Tedenue nsatu pabounx AHEN co JHs MOCTYIUICHHS 3ampoca
PYKOBOJIUTENSI HKCHEPTHOTO YUPEKACHUS yKa3aHHBIM (elnepanbHblil OpraH HCIOJHUTEIBHON BIACTH
HampaBisieT 3asBUTENIO 3aIPOC O MPEICTaBICHUHM HEOOXOIMMBIX MAaTepUanoB, KOTOPbIM MOXET ObITh
IepelaH YIOJHOMOYEHHOMY IPEACTABUTEII0 3asBUTENS JIMYHO I0J] PACHMCKy, HalpaBieH I10 MO0YTe
3aKa3HbIM MCbMOM WJIM II€peJaH B 3JIEKTPOHHOM (popMe 1o TeIeKOMMYHHUKAI[MOHHBIM KaHallaM CBs3u. B
cllyyae HampaBJICHUS 3alpoca YMOJHOMOUYEHHOTO (helepanbHOTrO OpraHa HCIOJHUTENBHOW BIIACTU IO
II0YTE 3aKa3HBIM IIMCbMOM OH CUUTACTCS MOJyYEHHBIM 10 UCTEUYEHUU IIECTH JHEH C JAaThl HAIIPABJICHUS
3aKa3HOT'0 MMHUCHMA.

11. 3asBuTens 00s3aH MPEICTaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOro (elepaibHOro opraHa
WCTIOJHUTENIBHOW BJACTH B CPOK, HE IMPEBBIMIAIOUINNA MIECTHUACCATH pabOoyuX JHEH CO JIHS TOIy4eHUs
YKa3aHHOI'O 3anpoca. YTOJIHOMOYEHHBIH (enepaibHblii OpraH HCHOJHUTENbHOM BIIACTH, BbIJABILUI
3aJlaHu€ Ha IIPOBEJIECHUE DOKCIIEPTU3bl OTHOIIEHUS OXHAAEMOM IOJb3bl K BO3MOXXKHOMY PHUCKY
IIPUMEHEHHs] JIEKAPCTBEHHOI'O IIpenapara Ha OCHOBAaHMM JOKYMEHTA, COAEPXKALLEro pe3yJIbTaThl
MOHUTOPHUHTA 3((HEKTUBHOCTH U 0E30MaCHOCTH JICKAPCTBEHHOTO Iperapara, B TEYCHHE ISTH pabounx
JHEW cOo JHA MOCTYIUIEHUS OT 3asBMUTENs OTBETa Ha 3alpoC YINOJHOMOUYEHHOro (elepaabHOro opraHa
HCIIOJIHUTEJILHOM BJIACTU HAMPaBIISET 3TOT OTBET B OKCIEPTHOE yupexkieHue. B ciiydae HenpecTaBieHUs
10 UCTEUEHUH IIECTUCCITH pabouuX JTHEH 3asiBUTEIEM OTBETA Ha yKa3aHHbIN 3alIpOC YIOJIHOMOYECHHBIH
benepanbHBIE OpraH WCIOJHUTEIFHOW BIACTH, BBIJABIIMN 3aJaHWE HAa TPOBEICHHE SKCIEPTHU3BI
OTHOIIECHUS O’KUJAEMON IIOJB3bl K BO3MOYKHOMY PHUCKY IPUMEHEHHS JIEKAPCTBEHHOI'O IIpernapaTra Ha
OCHOBAHMHU JOKYMEHTA, COJCPKAIIero pe3ylbTaThl MOHHTOPWHTA I(PQPEKTHBHOCTH U OE30MACHOCTH
JICKapCTBEHHOI'0 Iperapara, B T€UEHUE IATH pabouyux JHEH HalpapisieT B HKCIEPTHOE YUpeKICHUE
YBEJIOMJICHHE O HENPEJCTaBICHUU 3asiBUTENIEM OTBETA Ha 3alpoc yKa3aHHOro opraHa. Bpems co nHs
HalpaBJICHUs 3ampoca HKCHEPTHOIO YUYPEXKJEHHs B  YIOJIHOMOYEHHBIH (enepaibHblii  OpraH
WCIIOJIHUTEJIBHOM BJIACTH JO JHS IOJYYEHUS SKCIEPTHBIM YUYPEKIACHUEM OTBETa Ha 3alpoc WIU
YBEIOMIICHHsSI O HEINpPEACTAaBICHUM OTBETa Ha 3alpoC HE YYUTHIBACTCA IIPU HCYMCIECHUM CpPOKa
IIPOBEJICHUSI OKCIEPTU3bl OTHOIIEHUS OXHJaeMOM TMOJb3bl K BO3MOKHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAHMM JOKYMEHTA, COJEpPIKALIero pe3yJbTaThl MOHMTOPHHIA
3¢ PeKTUBHOCTU U OE30MTACHOCTH JIEKAPCTBEHHOTO TIperapara.

12. B cpok, He mpeBbIIAIOIINN ASCATH pabouYMX JHEH cOo JHA MOJy4YeHUs 3aKJIIOYEHHUS KOMHCCHUU
SKCIIEPTOB MO pe3ysibTaTaM >3KCIEPTU3bl OTHOLIEHUS OXUAAEMON MOJb3bl K BO3MOXKHOMY PHUCKY
NPUMEHEHHs JIEKAPCTBEHHOTO TpenapaTa, COOTBETCTBYIOIIMH YHNOJHOMOYEHHBIN (eaepanbHblii opraxn
WCIIOJTHUTEIIBHON BIIACTH:

1) ocymiecTBIseT OLEHKY 3TOr0 3aKIIOUEHHs JIs ONpeAeseHHs ero COOTBETCTBHS 33JaHUI0 Ha
MIPOBEJICHUE YKa3aHHOW IKCIEPTU3BL;

2) npUHMMAaeT pelleHHe O TNOATBEPKJIECHUHM TOCYAapCTBEHHOM perucTpanuy JIeKapCTBEHHOTO
mpernapata Wid 00 OTKa3e B MOJATBEPKICHUM TOCYJApCTBEHHOM PETUCTpallMM JIEKAPCTBEHHOTO
Ipenapara;

3) BHOCUT TMpU TMPHUHATHM PELIEHUS O TMOATBEPKACHUU TOCYAapCTBEHHON perucrpanuu
JIEKapCTBEHHOI'O IIperapaTa CBEJIEHUS B IOCYIapCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEACTB M BBIAACT
3asIBUTEII0 OECCPOUHOE PErHCTPAIlMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Mpernapara.

13. OcHoBaHuEM JUIsl OTKa3a B MOATBEPKICHUM I'OCYIapCTBEHHON pPErucTpanuy JEKapCTBEHHOIO
mpernapaTa SBJSETCS 3aKJIIOUYEHHUE COOTBETCTBYIOUIETO YIOJHOMOYEHHOro (hefepaibHOro opraHa
WCIIOJIHUTENIBHON BJIACTH O TOM, YTO PUCK IPUYMHEHMSI BpEAA 30POBBIO0 YEJIOBEKA WM JKUBOTHOIO
BCJIE/ICTBHE ITpHEMa JIEKapCTBEHHOI'O IIpernapara npeBbimaeT 3G PpeKTUBHOCTh €ro MPUMEHEHUS.

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

14. B nepuox mNpoBENEHHs MPOLEAYPHI NOATBEPKIACHUS TOCYAApPCTBEHHOM PErvCTpalnu
JIEKapCTBEHHOTO Mpenapara ero oopaienue B Poccuiickoit @enepannu He IpUOCTaHABIUBACTCS.

15. JlomyckaeTrcsi oOpallleHHre JEeKapCTBEHHBIX MPenaparoB /O HCTEUEHUS CPOKa TOJHOCTH,
IIPOMU3BEACHHBIX B TEYEHHME CTAa BOCBMHUAECATH KAJNEHAAPHBIX JHEW TIIOCiIE JaThl IPHUHSITHS
YIOJHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIOJHUTENBHON BIACTU pEIIEHUS O TMOATBEPKICHUU
TOCYJJapCTBEHHOI perucTpanuy, B COOTBETCTBHUM C HHGoOpManuei, cojepxaiieiics B JOKYMEHTax
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PEruCTPaLMOHHOIO JOChE HA JIEKAPCTBEHHBIN IIpenapar 10 AAaThl IPUHATUSA TAKOIO PEIICHUS.
(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-03)

Crarba 30. BHeceHue M3MEHEeHHUIl B IOKYMEHTBI, COJAepKalMecsi B PerucCTPAMOHHOM J10Che
HA 3aperuCcTPUPOBAHHBIN JIEKAPCTBEHHbIN Mpenapar AJs MeIUIIUHCKOT0 IPUMeHEeHUs

1. B mensax BHeCEHUS] W3MEHEHUW B JIOKYMEHTHI, COJCpIXKAIIHUECS B PETUCTPALMOHHOM JIOChE HA
3apETUCTPUPOBAHHBINA JIEKAPCTBEHHBIM MperapaT JUisi METUIIMHCKOTO NPUMEHEHUs, Iep)KaTelb WIn
BIIQJICTIEI] PETUCTPAIMOHHOTO YIOCTOBEPEHUS JICKQPCTBEHHOTO Tperapara WU YIOJHOMOUYEHHOE WM
JIPYTroe IOPUINIECKOE JIUIIO (J1ajiee B HACTOSIICH CTAaThe - 3asIBUTENb) IPEICTABIISACT B YIIOJHOMOYCHHBIH
(denepanbHBI OpraH HMCIOTHUTEIHHOW BJIACTU 3asBJICHHEC O BHECEHWH TaKMX HM3MEHEHHH 1o Qopme,
YCTaHOBJICHHOW YIIOJHOMOYEHHBIM (e/IepalIbHBIM OPTraHOM HMCIIOJHUTEIBLHON BJIACTH, U MIPHJIaraeMble K
HEMYy HM3MCHCHHS B yKa3aHHBIC JIOKYMEHTHI, a TakK€ JOKYMEHTHI, MOATBEPKIA0NE HEOOXOIUMOCTh
BHECEHHUS TaKUX U3MEHEHHH.

(B pen. deaepasibHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 04.06.2018 N 140-D3)

1.1. Ilpu HeoOXOIMMOCTH BHECEHHUS B JOKYMEHTBI, COJEPKAIINecs B PETUCTPALMOHHOM JOChE Ha
3apErHCTPUPOBAHHBIA JIGKAPCTBEHHBIA TIpenapar s MEIUIMHCKOrO TPUMEHEHHS, HW3MCHCHUH,
yKa3aHHBIX B MYHKTE 3 4acTW 2 HACTOALICH CTaThu M TPEOYIOIIUX MPOBENEHUS DKCIEPTU3bl KauecTBa
JICKAPCTBCHHBIX CPEJICTB, 3asBUTEIb JOMOJHUTEIHLHO MPEICTABISICT B YIOJHOMOYCHHBIN (hemepabHbIi
OpraH HCIOJIHUTEJIbHOH BJIACTH CBEJIEHUS O JaTe TNPEIOCTaBICHUS W PETHCTPAIlMOHHOM HOMEpe
JUICH3UU Ha TMPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB WM CBEACHUS O JaTe MPEAOCTABICHUS H
PErUCTPAllMOHHOM HOMEpPE 3aKJIIOUYEHHS O COOTBETCTBHHM IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEIICTB
TpeOOBaHUSAM TIPABHJI HAJICKAIIEH TMPOU3BOACTBCHHON TPAKTHKH, BBIAAHHBIX (IIPEIOCTABICHHBIX )
YIIOJTHOMOYEHHBIM (heJiepaaibHbIM OPTaHOM HCIIOIHUTENBHON BIACTH B OTHOIICHUU MU3MEHEHHOH U (WJIH)
JIOTIOJTHEHHOU TIPOM3BOICTBEHHO! IIJIOMIAIKH JICKAPCTBEHHOTO Iperapara, B CIyJae, e€clid IPOU3BOJICTBO
JIEKapCTBEHHOTO Tpemnapara ocymiectBisiercss B Poccuiickoit ®enepanuu, nubo CBeAeHUS O JaTe
MPEIOCTABIICHUS W PETHCTPAIMOHHOM HOMEpE BBIJIAHHOW YIIOJIHOMOUYEHHBIM OPTraHOM CTPaHBI
MIPOU3BOIUTENS TUIIEH3UU Ha TIPOM3BOCTBO JIEKAPCTBEHHOTO MpernapaTa U ee mepeBo/i Ha PYCCKHM SI3bIK,
3aBEpEHHBIC B YCTAHOBJIICHHOM IOPS/IKE, & TAK)KE CBEJCHHS O JIaTe MPEIOCTABIICHUS U PETHCTPAIIHOHHOM
HOMEpE 3aKII0YEHHUS] O COOTBETCTBHM MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBAHUSAM IPaBUII
HaJIeXaIeld MPOU3BOJCTBEHHOW IPAKTUKH, BBIIAHHOTO YIIOJIHOMOYEHHBIM (eepaTbHbIM OpPraHOM
WCIIOJIHUTENBHON BIACTH B OTHOIIGHWHW HM3MEHEHHOW H (WJIM) JOMOJHEHHOH MPOU3BOJICTBEHHOM
IUIOMIA/IKK JISKAPCTBEHHOTO TIperapara, WM CBEJCHUS O JaTe NPEIOCTABICHUS M PETUCTPANMOHHOM
HOMEpE pelIeHHs YMOJTHOMOYEHHOTro (eAepalbHOr0 OpraHa MCHOJHUTENbHOH BIACTH O MPOBEACHHUU
WHCIIEKTUPOBAHUS  TIPOM3BOIMTENST JICKAPCTBEHHBIX CPEJACTB B Cllydae, €CIM  IPOU3BOJICTBO
JIEKapCTBEHHOTO TIperapara OCyllecTBiseTcs 3a nmpenenamu Poccuiickoit degeparuu.

(uactb 1.1 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pea. PenepanbHOro 3aKoHa OT
27.12.2019 N 478-®3)

1.2. Tlpn HEOOXOIMMOCTH BHECCHHUS B JIOKYMEHTHI, COJIEPKAIINECsS B PETUCTPAIIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIA TMpenapar s METUIIMHCKOTO TPUMEHEHHUs, W3MEHEHHI,
YKa3aHHBIX B MyHKTE 4 4acTH 2 HACTOSIIEH CTaThbU M TPEOYIOMIMX TPOBEACHUS DKCIEPTH3BI KadyecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asIBUTENb JOMOJHUTEIHLHO MPEICTABISIET B YIOJTHOMOYCHHBIN (enepanbHbIii
OpraH WCIIOJIHUTEIIBHON BJIACTH CBEJCHUS O JIaTe TPEJOCTaBICHHUS M PETUCTPAIIMOHHOM HOMEpe
JUIEH3UU Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB WU CBEACHUA O JaTe MPEAOCTaBICHUS H
PETHCTPAIIMOHHOM HOMEpE 3aKIIOYCHHS O COOTBETCTBHHM IIPOU3BOIUTENS JICKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM TPABUI HAJJICKAIEH MPOU3BOJACTBEHHON TMPAKTUKH, BBIIAHHBIX (TIPEJOCTABICHHBIX )
YIIOJTHOMOYECHHBIM (De/iepabHbIM OPTaHOM HCIIOJIHUTEIBHON BJIACTH B OTHOIIICHWHU IPOU3BOJICTBEHHOM
TUIONIAIKK JIEKAPCTBEHHOTO TIpermapaTa, B Ciydae, €Cld MPOU3BOJCTBO JIEKAPCTBEHHOIO TMperapara
ocymiecTBisiercss B Poccmiickoit  ®enepamuu, auO0 CBEACHHS O JaTe MPEJOCTABICHHUS U
PETUCTPAIIMOHHOM HOMEPE BBIIAHHOM YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbl MPOU3BOAUTEINS JIMIICH3UH Ha
MIPOM3BOJICTBO JICKAPCTBEHHOTO TMpernaparta W e€¢ IepPeBOJ Ha PYCCKHW s3BIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM TOPSJKE, a TaKXKe CBEACHHUS O JaTe MPEAOCTaBICHHUS M PETHCTPAIIOHHOM HOMEpe
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3aKJIIOUYEHUST O COOTBETCTBHHM IPOUM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABUI
HaJuIexalleid MPOU3BOJICTBEHHOW MPAKTUKU, BBIIAHHOTO YIOJIHOMOYEHHBIM (eaepaabHbIM OpraHoOM
WCTIOTHUTEJIbHOM BJIACTH B OTHOIICHUH MPOU3BOJICTBEHHOMN IUIOLIAJKHU JIEKAPCTBEHHOTO MperapaTa, Win
CBEJCHMS O JaTe TMPEeAOCTaBICHUS U PETUCTPALlMOHHOM HOMEPE pEIICHUs YIOJIHOMOYEHHOTO
(denepanbHOro OpraHa WCIHOJHUTEIBLHOW BIACTH O MPOBEICHUM HHCIEKTUPOBAHUS TPOU3BOIUTEIS
JIEKapCTBEHHOI'O CPEJICTBA B CiIy4ae, €Ci MPOM3BOACTBO JEKAPCTBEHHOT'O IIperapara OCyIeCTBIIETCS 3a
npeaenamu Pocceniickoit denepanun.

(gactp 1.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. deaepaabHOTO 3aKOHA OT
27.12.2019 N 478-D3)

1.3. IlpunsaTue pemieHUss O BHECEHHWH H3MEHEHUW WM 00 OTKa3e BO BHECCHHMHM H3MCHEHUHU B
JIOKYMEHTBI, COJIpXAIIUECs B PETUCTPAIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npernapar A MEAUIIMHCKOTO MPUMEHEHHUS], B clIyyae HEOOXOAMMOCTH MPOBEICHUS IKCIEPTU3BI KauyecTBa
JIEKAPCTBEHHBIX CPEJICTB M (MJIM) DKCIEPTU3bl OTHOLIEHUS O0XUAAEMOM IMOJIb3bl K BO3MOXKHOMY PHUCKY
MIPUMEHEHHUSI JIEKAPCTBEHHOTO Mpernapara Juisi MeIULIHUHCKOTO MPUMEHEHUS OCYIECTBIISIETCS B CPOK, HE
MIPEBBIIAIOIINIA IEBIHOCTA pa0OUYUX JHEH, a B OCTAIBHBIX CIydasX B CPOK, HE MPEBBIMIAONINI TPUAIATH
pabounx AHEH co JHA MPHUHATHUS YHIOJHOMOYEHHBIM (efepanibHbIM OPraHOM HCIOJIHHTEIHHOM BIACTH
3asBJICHUSI O BHECEHUU TaKUX U3MEHEHUH.

(uactp 1.3 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.4. YnomHomouyeHHbIN (enepanbHblii OpraH HCHOJHUTENIBHON BIACTH C YYETOM pE3YJIbTaTOB
(dapmakoHaa30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENICTB, HAXOJSIIMXCS B TPAkKIAHCKOM
000pOTE, YCTAaHOBIICHHBIM TpPEOOBAHMSIM K WX KadeCTBY B TEUYCHHE JECATH pabo4yux JHEH cO JHS
MOCTYIUICHUSI COOTBETCTBYIOIICH HMH(OpMAIMK pa3MeniaeT Ha cBoeM OQUIMAIBHOM CcaiiTe B CeTd
"NaTepHeT" cBeleHUST 0 HEOOXOIMMOCTH BHECCHHS B MHCTPYKLHUIO 10 MEIUIIMHCKOMY TMPUMEHEHUIO
JIEKapCTBEHHOT'O MpernapaTa M3MEHEHHH B OTHOIIECHUM CBEACHUU O TMOKA3aHMIX Ui MPUMEHEHUS U
MIPOTUBOMOKA3aHUSX ISl IPUMEHEHHUSI JIEKAPCTBEHHOIO Tpernapara, BbISIBICHHBIX MOOOYHBIX JIEUCTBUSIX,
HEXKENATENbHBIX peaklusx MNPy MPUMEHEHHUU JIEKapCTBEHHOTO Mperapara U yBEAOMISET 00 3TOM B
ANEKTPOHHOU (hopMe WM MUCbMEHHOH (opMe (Ha OyMaKHOM HOCHTENE) JepiKaTells WM BIIajeiblia
PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOIO Mpemnapara (WM YIOJHOMOYEHHOE UM JApYroe
IOpUANYECKOe JIMI0), a TaKXKe JAepxkareiaeil WM BIAAENbLEB PErUCTPAMOHHBIX YJIOCTOBEPEHUN
JIEKapCTBEHHBIX TIperapaTtoB (WM YINOIHOMOYEHHBIX HUMHU JPYTUX OPUANYECKHUX JIHI[), KOTOpHIE
SIBJISIFOTCS B3aMO3aMEHSIEMbIMHU.

(uacth 1.4 BBenena @enepalbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

1.5. Jlepxarenb wiM Biajenel] perucTpaliOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOI'O Ipemnapara, a
Tak)Ke JIep>KaTeNH WM BIAJENbIbl PETUCTPALIMOHHBIX YIOCTOBEPEHHI JI€KapCTBEHHBIX MPEnaparoB (MiH
YIOJIHOMOYEHHBIE UMH JPYTHE IOPUINIECKUE JTUIIA), KOTOPHIE SBIISIOTCS B3aUMO3aMEHIEMBIMH, 00S3aHbBI
MIPEJICTaBUTh B YIIOJHOMOYEHHBIN (peepanbHblii OpraH UCTIOTHUTENFHOM BIACTH 3asBICHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpIXAIHecs B PETUCTPAIMOHHBIX JOChE Ha 3aperUCTPUPOBAHHBIC
JIEKApCTBEHHBIEC MpENapaThl JUisi MEIULHUHCKOTO MPUMEHEHHUs, B OTHOLIEHUH CBEICHMI, yKa3aHHBIX B
WHCTPYKIIUU TI0 MEJAUIIMHCKOMY MPUMEHEHHIO JICKAPCTBEHHBIX MpenapaToB, B TEUEHHUE COpOKa pabounx
THEH cOo JHSA pa3MeIleHUs YIOJIHOMOYEHHBIM (hefepaibHbIM OpPraHOM HCIOJHUTENBHOM BIACTH
nH(popManuu, ykazaHHOW B dacTu 1.4 Hactosmen ctath. [lanHoe TpeOoBaHME HE PACTIPOCTPAHIETCS HA
Cllydyal BHECEHUS B MHCTPYKIHMIO [0 MEAUIMHCKOMY NPUMEHEHHUIO JIEKApCTBEHHOrO Ipernapara
W3MEHEHUH B OTHOIICHUH HOBBIX MOKAa3aHUMN JTsl MPUMEHEHHS JICKaPCTBEHHOTO TIpernapara Ha OCHOBAaHUHT
pe3yIAbTAaTOB COOTBETCTBYIOIIUX MCCIIEAOBAHMIA.

(dactp 1.5 BBengeHa denepanbHbIM 3akOHOM OT 27.12.2019 N 475-03)

2. DKcnepTr3a JeKapCTBEHHBIX CPEJCTB B YACTH SKCIEPTU3bI KAUeCTBA JIEKAPCTBEHHOT'O CPEJICTBA U
(WH) DKCTIePTU3bI OTHOMICHUS 0’KHIaeMOM TIOJIB3bI K BO3MOKHOMY PHUCKY TIPHUMEHEHUS JICKAPCTBEHHOTO
npenapara s MEIUUUHCKOTO MPUMEHEHHUS! TPOBOJUTCS B CIIydae BHECEHUS! U3MEHEHUN B JJOKYMEHTHI,
coJiepKalIrecs: B PETUCTPAIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JICKAPCTBEHHBIN TMpemnapar, B
OTHOILEHUU:

1) cBeaeHWil, yKa3aHHBIX B HWHCTPYKIIMU 110 MEIUIIMHCKOMY TPHUMEHEHHIO JIEKApCTBEHHOTO
npenapara:
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a) JIeKapcTBeHHas (hopMa ¢ yKazaHHEM HaMMEHOBAHUHN M KOJMYECTBEHHOT'O COCTaBa JCHCTBYIOLINX
BEIIECTB U KAUECTBEHHOT'O COCTaBa BCIIOMOTATENIbHBIX BEIIECTB (MPU HEOOXOAUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOIaTeJIbHBIX BEIIECTB);

0) dapmakonuHamMuka U (papMakoKMHeTHKa (32  HCKJIOYeHHeM  (papMaKOKWHETHUKH
rOMEOIAaTHYECKUX JIEKAPCTBEHHBIX MPEMApPaToOB M PACTUTEIBHBIX JICKAPCTBEHHBIX MTPETIApaTOB);

B) MOKa3aHUs AJIsl IPUMEHEHUS;

') IPOTHBOINOKA3aHUS JJIs1 TIPUMECHEHUS;

1) MEPBI IIPEIOCTOPOKHOCTU TP IPUMEHEHHH;

€) YyKa3aHHe BO3MOXXHOCTH M OCOOCHHOCTEW TNPUMEHEHHUs JIeKapCTBEHHOTO IMpernapara Jyis
MEIUIIMHCKOTO TNPUMEHEHUs OEepeMEHHBIMU IKCHIIMHAMH, SKCHIIMHAMU B TMEPHOJ TPYTHOTO
BCKapMJIUBAHHUsI, JETbMH, B3POCIBIMU, UMEIOIIMMU XPOHUYECKHE 3a00JIeBaHuUS;

) PeXHUM J03UPOBAHMS, CIIOCOOBI BBEACHUS U NMPUMEHEHHS, PU HEOOXOJUMOCTH BpeMs IpuemMa
JICKQpCTBEHHOTO Iperapara, MpoA0JDKUTEIbHOCTh JCUSHHs, B TOM YHCIE y JETeH 0 M IOCiIe OJHOTO
roja;

3) BO3MOJKHBIE OOOYHBIE ICHCTBUS M HEXeNaTeIbHbIE PEaKIUU MTPH PUMEHEHUH JIEKAPCTBEHHOTO
npernapara;

1) CUMIITOMBI TIEPETO3UPOBKHU, MEPHI TI0 OKA3aHUIO TOMOIIHU TIPH TEPEI03UPOBKE;

K) B3aMMOJCMCTBHE C APYTUMU JICKAPCTBEHHBIMHU IIpenapaTaMy U (W) MUIIEBBIMU MPOAYKTAMU;

1) (opMmbl BBIITYCKa JIEKaPCTBEHHOT'O pernapara;

M) yka3zaHue (mpu HEoOXOIMMOCTH) OCOOCHHOCTEHW JEWCTBUS JIGKAPCTBEHHOrO Mpernapara Mpu
MIEPBOM IMPHEME HIIU TIPU €TO OTMEHE;

H) CBEJICHUSI O BO3MOKHOM BJIMSIHUU JICKAPCTBEHHOTO IMpernapara A MEAUIUHCKOTO TPUMEHEHUS
Ha CIIOCOOHOCTH YIPABIISATH TPAHCIIOPTHBIMHU CPEICTBAMH, MEXaHU3MaMH;

0) CPOK TOAHOCTH U yKa3aHWE Ha 3alpeT MPUMEHEHUs JEKapCTBEHHOTO Ipernapara Mo UCTEYEHUU
CpOKa roJTHOCTH;

1) YCJIOBUS XpaHEHUS;

p) YCTIOBUS OTITYCKa;

2) cocTaBa JEKapCTBEHHOTO Npernapara A MEJUIIMHCKOTO PUMEHEHUS;

3) U3MeHeHus MecTa MPOU3BOCTBA JIEKAPCTBEHHOTO Mperapara JUisi MEAUIIMHCKOTO TPUMEHEHHS;

4) u3MeHeHus Moka3aTelNeil KauecTBa JeKapCTBEHHOTO Mpenapara /Uil MEIUIIMHCKOTO TPUMEHEHMS
U (MJIM) METOJ/IOB KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOTO Mpernapara Uit MEJAUIIMHCKOTO TPUMEHEHHS,

5) U3MeHeHus cpoka roJJHOCTH JIEKapCTBEHHOTO Mpernapara sl MeJUIIMHCKOTO IPUMEHEHUS;

6) cBeneHUil 0 HEOOXOAMMOCTH BHECEHHsSI MHBIX W3MEHEHHH B MHCTPYKIMIO 10 MEIMIMHCKOMY
IPUMEHEHHMIO JIEKAPCTBEHHOro0 IIpenapaTa, a TakkKe B MHbIE JOKYMEHTHI, CcoJepKaliuecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Tpemnapar. IIpu 3ToMmM pemeHune o
IIPOBEICHUU SKCHEPTU3bl KauyecTBa JIEKAPCTBEHHBIX CPEACTB M (MJIM) OSKCIEPTU3bl OTHOIIECHUS
OKU/Ia€MOH TIOJIB3BI K BO3MOKHOMY PHCKY MPUMEHEHUS JIEKApCTBEHHOTO Tpernapara il MeJUIIMHCKOTO
MIPUMEHEHHsI IPUHUMAETCS B COOTBETCTBUU C YTBEP)KJCHHOM YIOJTHOMOUEHHBIM (hefiepalibHbIM OpraHOM
WCTIOJTHUTEIEHOW BIIACTH KJIACCH(HKAMeHd W3MEHEHHWH, BHOCHMBIX B JOKYMEHTHI, COJIEpIKalluecs B
PETUCTPAIIMIOHHOM JI0ChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar.

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

3. 3asBUTENb BIpaBE NPEACTAaBUTH O COOCTBEHHON MHMIIMATHBE BMECTE C 3asBJICHUEM O BHECEHUHU
W3MEHEHHH B JIOKYMEHTBI, COAEp)KalllMecs B PETUCTPAIIMOHHOM JOChE Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar JUlsi MEJUIIMHCKOTO NPUMEHEHHUs, KOMUU JOKYMEHTOB, MOATBEPKIAIOIINX
yILIaTy TOCYIApCTBEHHOH TMOIUIMHBI 32 BHECEHHE B JIOKYMEHTHI, COJEpIKAlIecs B PETHCTPAIMOHHOM
JI0ChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JUisi MeIUIIMHCKOTO IPUMEHEHUs, U3MEHEHUH,
TpeOYIONMX TPOBEJACHUS HKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YACTH OKCIEPTHU3Bl KadecTBa
JIEKapCTBEHHOTO CPEACTBA U (MJIM) SKCHEPTU3bl OTHOIICHUS OXKHJIA€MOM MOJB3bl K BO3SMOXHOMY PHCKY
MIPUMEHEHHS JICKAPCTBEHHOTO TpenapaTa JJIsi MeJUIIMHCKOTO TPUMEHEHHSI, TOCYIapCTBEHHON TOIUTHHBI
3a BHECEHHE B JIOKYMEHTBHI, COJEpXallfecs B PETUCTPALMOHHOM J0Ch€ Ha 3aperucTpUpOBAHHBIN
JICKApCTBEHHBIN TMperapar Juisi MEJIWIWHCKOTO MPUMEHEHHs, N3MEHEHUH, HEe TPEeOYIOUINX MpPOBEICHUS
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA, a TAaKXKEe BblaBaeMble (TMPEIOCTABISEMbIE) YITOJTHOMOUYEHHBIMU
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(benepanbHBIMU OpraHaMy UCIIOJHUTENFHON BJIACTH JTOKYMEHTHI (CBEIEHUS), yKa3aHHbIe B yacTax 1.1 u
1.2 mnacrosimiei cratbu. B cioydae MX HENpeACTaBICHHUS YIOJHOMOYCHHBIM (emepanbHbIi opraH
UCIOJIHUTEIIBHOM  BJIACTM  3alpallluBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEIAECHMs]) B  IIOpSIKE
MEXBEJOMCTBEHHOT0 HH(POPMAILIMOHHOTO B3aUMOIEHCTBUSI.

(uactsb 3 B pen. enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B TedueHue necsaTH pabouux JAHEU cO AHS MOCTYIUJICHUS yKa3aHHOTO B YacTH | HAcTosIIel cTaThu
3afBICHUS W HEOOXOIMMBIX JIOKYMEHTOB YIOJHOMOUYEHHBIN (enepaabHblii OpraH HCIOJHUTEIbHON
BJIACTH:

1) mpoBOAUT NMPOBEPKY MOJHOTHI U JIOCTOBEPHOCTU CBEJCHHH, COAEPKALIMXCS B MPEICTABIECHHBIX
3asiBUTENIEM MaTepualiax;

2) IpUHMMAET PELIEHUE O IIPOBEJCHUH YKAa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThU COOTBETCTBYIOLINX
AKCIIEPTH3 JIEKAPCTBEHHOT'O CPEICTBA WIIM 00 OTKa3€ B UX MPOBEACHUU;

3) yBenOMIISIET B RJIEKTPOHHOW MJIM MHUCBMEHHOH (hopMe 3asBUTEINS O MPUHSATOM PEIICHHH WIH B
cllydae MPUHATUS pelieHuss 00 OTKa3e B MPOBEACHMM COOTBETCTBYIOUICH SKCHEPTU3bI C yKa3aHHEM
IIPUYMH TaKOTO OTKa3a.

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

4.1. B ciydae BbISBICHHUS HEIOCTOBEPHOCTH CBEACHUN, COJEP)KALIUXCA B IPEACTABICHHBIX
3asiBUTENIEM MaTepuanax, YIOJTHOMOYEHHBIN (eepalibHbIil OpraH UCIIOJHUTENbHON BIACTH HAIPABIISIET
3asBUTEII0 3alpoc 00 YTOYHCHHWM YKa3aHHBIX CBeIeHWH. J[aHHBIM 3ampoc MOXET OBITh IepeiaH
YIIOJTHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JTUYHO TMOJI PACTIHCKY, HANpaBlieH MO IMOYTe 3aKa3HBIM
MMCbMOM WM TIE€PEaH B JEKTPOHHOHN (opMe 0 TeIIEKOMMYHHMKAI[MOHHBIM KaHaiaMm cBsi3u. B ciyuae
HaMpaBJIEHUs TaHHOTO 3aIpoca IO MOYTEe 3aKa3HBIM MUCHMOM OH CUMTAETCS MOTYyYEHHBIM IO UCTEYCHUH
LIECTH JHEH ¢ JaThl HapaBIEHMsI 3aKa3HOI'0 IMChMa.

(uacts 4.1 BBenena @enepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

4.2. 3asgBuTens 00s3aH MPEACTABUTh OTBET HA 3aIPOC YIOJIHOMOYEHHOTO (elepalibHOTO OpraHa
WCIIOJIHUTENILHON BJAacTU B CPOK, HE MPEBBIAIONIUN AEeBSIHOCTA pabouux JHEW €O JHSA MONY4EeHHUS
naHHoro 3ampoca. Cpok, yka3aHHbIM B 4YacTH 4 HAcCTOALIEH CTaThbu, MPUOCTAHABIMBAETCS CO JIHS
HaNpaBJICHUs 3asBUTEIIO 3alpoca YIOJIHOMOYEHHOTO (peiepabHOro opraHa UCIOJIHUTEIbHOM BIACTH 10
JIHS TIOJy4eHUs] UM OTBETa Ha JIaHHBIM 3alpoc M HE YYHUTHIBACTCS MPU HCUHMCIECHUU CPOKAa IMPUHATHS
pelIeHnss O BHECEHWM W3MEHEHMH B JOKYMEHTBI, COJEpJKallMecs B PETUCTPALlMOHHOM J0OChE Ha
3aperucTpUpPOBAHHBIN JEKAPCTBEHHBIN Npenapar A1 MEAUIMHCKOTO TPUMEHEHUSI.

(uacTsb 4.2 BBeneHa @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM JUIsl OTKa3a B NPOBEIEHUHU YKAa3aHHBIX B YacTHU 2 HACTOSIIEH CTaThbU SKCIEPTHU3
ABJISICTCA MPEACTaBICHUE JOKYMEHTOB, IEPEUHCIICHHBIX B YacTAX 1 ¥ 3 HAcTOAIIEeH CTaThbu, B HEMOJHOM
o0ObeMe, HEINpeACTaBICHUE 3asBUTEIEM B YCTAHOBJICHHBIN CPOK OTBETa Ha yKa3aHHbIM B yacTu 4.1
HACTOSIIEH CTaThbH 3alpoc YHOJIHOMOYEHHOTO (eepanbHOr0 OpraHa UCIOJHUTENLHON BIIACTH, a TaKKe
OTCYTCTBHE€ B  MPEJICTaBICHHBIX JOKYMEHTaX JIOCTATOYHBIX  CBEJIEHUM, MOJITBEPKIAOLINX
HE00XO/AMMOCTh BHECEHUsI U3MEHEHUH, UM OTCYTCTBHE MH(OPMALIMH, MOATBEpKAAOLIEH (PakT ymuaTs
roCy/1IapCTBEHHBIX MMOIUINH, YKa3aHHBIX B YaCTH 3 HACTOAIIEH CTaThU.

(B pen. DenepanbHbIx 3aK0HOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

6. YKa3zaHHbIEC B YaCTH 2 HACTOSIIEW CTATbU 3KCIEPTU3bI MIPOBOJATCA B MOPAJKE, YCTAHOBIECHHOM
crarbel 23 HacTosmero denepaqbHOTO 3aKOHa.

7. B cpok, HEe MpEeBHIAONUN AeCATH PaboduX AHEH CO THS TOJYYCHHS 3aKIIOUCHUH KOMHUCCHUN
9KCIIEPTOB IO PE3yjbTaTaM yKa3aHHBIX B YaCTU 2 HACTOSIIEW CTaTbU IKCIEPTHU3, YIOJTHOMOYEHHBIN
(dhenepaibHBINA OpraH UCIIOJTHUTEIILHON BIIACTH:

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

1) npuHUMaeT peleHre 0 BHECEHUH U3MEHEHHH B TOKYMEHTBI, CO/Iep Kallliecs] B PETUCTPALlMOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JICKApPCTBEHHBIN Mpenapar s MEAULUHCKOTO MPUMEHEHUs, Wih 00
OTKa3€e BO BHECEHUU TaKUX U3MEHEHUI;

2) BHOCUT B TOCYJApCTBEHHBIN pPEECTpP JEKApPCTBEHHBIX CPEJICTB HAa OCHOBAHMM PEUICHUS O
BHECEHMU HW3MEHEHMH B  JOKYMEHTBI, COJepKalluecs B  PErucTPalliOHHOM  JOCh€  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM TMpenapaTr Ui METUIMHCKOIO IpPUMEHEHHs, HeoOXOoauMble
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M3MEHEHUS 1 BO3BPAILIAET UX 3aBUTEINIO;

3) BBIIAeT 3aABUTEII0 HOBOE PETHUCTPAIMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOTO IpernapaTra B
cllydae U3MEHEHUs CBEACHUM, COIepKALUXCS B HEM.

(. 3 BBennen denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHMEM Uil OTKa3a BO BHECEHMM HW3MEHEHUH B JOKYMEHTHI, cOJAepXalluecs B
PErUCTPAallMOHHOM JOCh€ Ha 3apEerMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar Mg MEAUIMHCKOIO
MPUMEHEHHS, SIBJISCTCS 3aKII0YCHNE YIOJIHOMOYEHHOTO (peiepaibHOro opraHa MCHOTHUTEIBHOM BIACTH
O BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KauecTBa, 3(PPEKTUBHOCTH JIEKAPCTBEHHOI'O CpPEICTBA B
CJly4yae BHECCHMS TAKUX U3MEHEHUM.

9. Homyckaercsi oOpalleHHe JIEKQpCTBEHHBIX IPEnapaToB A MEIUIUHCKOTO MPUMEHEHUsS 0
HCTEYEHHUsI CPOKA TOJHOCTH, IPOU3BEACHHBIX B TEUEHUE CTa BOCBMUIECATU JAHEW MOCIE aThl IPUHATUS
YIOJTHOMOYEHHBIM (heJiepaTbHBIM OPIaHOM HCIIOJHUTEIBHOMN BIACTH PEUICHHUS O BHECEHUH N3MEHEHUH B
JOKYMEHTBI, COJIEp)KAaIlMecsi B PETHUCTPAlMOHHOM JOChe, B COOTBETCTBHM C HH(pOpMAIIHUECH,
colepKalleiicss B JOKYMEHTax pPEruCTpalMOHHOIO JOChE€ Ha JIEKApCTBEHHBIM Mpernapar J0 JAaTbl
MIPUHATHS TAKOTO PEIICHUSI.

(uactb 9 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. IIpaButensctBo Poccuiickoii dexepanuu BHpaBe YCTaHOBHUTH OCOOEHHOCTH BHECCHHS
W3MEHEHUH B JOKYMEHTBI, COJIEpKalllUecsl B PErUCTPALMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIN Tpemapar [uis MEAMIHWHCKOTO TPHMEHEHHs, B ciy4ae Ae(eKTypbl WM pHUCKa
BO3HUKHOBEHHUS Je(dEeKTypbl JIEKAPCTBEHHBIX IMIPEMapaToB B CBSI3U C BBEJIEHHWEM B OTHOUICHHUH
Poccuiickoit @enepaium OrpaHUYUTENBHBIX MEP SKOHOMUYECKOTO XapakTepa.

(uactp 10 BBegena @exnepanbHbiM 3akoHOM OT 08.03.2022 N 46-D3)

Crarbsa 31. BHeceHHe U3MeHEHHIl B JOKYMEHTBI, COJep:Kalecsi B PerucTPaAalMOHHOM J10Che
HA 3aperucTPUPOBAHHBbIN JIEKAPCTBEHHbIH Mpenapar 1Jis BeTePUHAPHOT0 NIPUMeHeHusl

1. B mensx BHeceHUS W3MEHEHUN B JIOKYMEHTBI, COJEpIKAIIMECS B PETHUCTPALMOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKApCTBEHHBIM Mpenapar Ajs BETEPUHAPHOTO IMPHMEHEHHs, Aep)kKaTellb WU
BJIaJI€TIel] PETHUCTPALlMOHHOIO YIOCTOBEPEHHS JIEKApCTBEHHOTO Iperapara Wid YIOJIHOMOYEHHOE UM
Apyroe IpUANYECcKOe JIMIIO (Jlanee B HaCTOALIeH cTaThe - 3asBUTEIb) NPEACTABISET B YIOJTHOMOYEHHBIH
(benepanbHBI OpraH HMCIOJIHUTEIBHOW BJIAcTU 3asBJIEHHME O BHECEHHWU TaKMX H3MEHEHuil mo Qopme,
YCTAHOBJICHHOH YIOJIHOMOYEHHBIM (e/iepalbHbIM OPraHOM HMCIIOJHUTEIBHOM BIIACTH, M MpUJIaraeMble K
HEMY W3MEHEHHs B yKa3aHHBIE JIOKyMEHTHI, a TaKXKe JTOKYMEHTBI, IMOATBEPKAAIONINE HEOOXOIUMOCTh
BHECEHU TaKuX u3MeHeHui. [Ipun HeoOX0AMMOCTH BHECEHUSI U3MEHEHUH B TOKYMEHTBI, COJIepKaIlliecs B
PErUCTPallMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar i BETEPUHAPHOTO
IPUMEHEHMs, B ClIydasx M3MEHEHus U (MJIM) JOINOJHEHHMsS IPOU3BOACTBEHHOM  IUIOILAAKH
JIEKapCTBEHHOI'O CPEJICTBA, a TaKKe M3MEHEHHs IoKa3aTesiell KauecTBa JIEKapCTBEHHOTrO Mpenapara Jis
BETEPUHAPHOTO MPUMEHEHHs U (WJIM) METOJOB KOHTPOJI KadecTBa JIEKAPCTBEHHOTO Iperapara Jjis
BETEPUHAPHOTO TPHUMEHEHHS 3asBUTENb  JIOTIOJHUTEIFHO TPEACTABIsET B YINOJHOMOYEHHBIH
(benepanbHBIN OpraH UCIOJHUTEIBHOM BIACTH CIIEAYIOIINE JOKYMEHTHI (CBEICHHS):

(B pen. ®exnepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBeneHust 0 JaTe MPeNOCTaBICHUS W PETUCTPALIMOHHOM HOMEpEe JIMIIEH3MHM Ha IPOH3BOJICTBO
JIEKapCTBEHHBIX  CPEJICTB, TPEJOCTAaBICHHOW MPOU3BOAUTENIO JIEKAPCTBEHHOrO Ipermapara Ul
BETEPUHAPHOTO MPUMEHEHHUS, 11 POCCUHCKUX POU3BOIUTENCH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

2) cBeieHUsl O JaTe MPENOCTABICHUS U PETUCTPAIMOHHOM HOMEpE JHUIEH3UMH Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX  CPEJCTB, MPEJOCTABIEHHOW MPOU3BOAUTENIO (hapmalleBTHUECKOH cyOcTaHIuu,
BXOJIAIIIEH B COCTaB JIGKAPCTBEHHOT'O Mpernaparta Juis BETEepUHAPHOIO MPUMEHEHHUs, JUIS POCCHMCKHX
MPOU3BOAUTENEH;

(B pen. denepanbHoro 3akona ot 27.12.2019 N 478-03)

3) Komws TOKyMEHTA, BEIJIAHHOTO YIIOJTHOMOYEHHBIM OPTraHOM CTpPaHBI TPOU3BOAUTEIS IS KaXKIOH

MIPOU3BOJICTBEHHON IUIOIIAJKK JIEKApCTBEHHOTO IIperapara Ui BETEPUHAPHOTO IPHUMEHEHHs |
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MOJITBEPKIAIOIIETO COOTBETCTBUE IMPOU3BOIUTENS JIEKAPCTBEHHOTO Ipernapara TpeOOBAaHUSAM IPaBHI
HaJUIeXKalled IPOU3BOACTBCHHOM TPAaKTHKM, W €ro IEpeBOJ HAa PYCCKUM A3BIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM IOPSAKE, a TAK)KE KOIMS 3aKJIFOUYECHHsI O COOTBETCTBUM IPOU3BOIUTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBAaHMSAM  MpPaBMI  HaJJIeKalleld  IPOM3BOJICTBEHHOM  NPAKTHUKH,  BBIJAHHOTO
YIIOJIHOMOYEHHBIM (pesiepanbHbIM OpPraHOM HCHOJHHUTEIBHON BIACTH Ui KaKIOH MPOU3BOJACTBEHHOMN
IUTOINAJIKK JICKApCTBEHHOI'O Ipernapara JUlsi BETEPUHApPHOTO NPUMEHEHMs, JIMOO KOMUS pelIeHUs o
IIPOBEACHUN MUHCIIEKTUPOBAHUS IIPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEACTB, IIPUHATOrO YIIOJHOMOYEHHBIM
GbenepanbHbIM  OpraHOM HUCIOJHUTENIBHOW BJIACTH S KaXA0M IPOM3BOJICTBEHHOM IUIOLIAIKH
JIEKAPCTBEHHOIO IIpenapara JUisi BETCpUHAPHOIO IIPUMEHEHHUs. Y Ka3aHHbIE JOKYMEHTBI IIPEACTABIISIOTCA
B Cllydae, €CIM IPOU3BOJCTBO JIEKAPCTBEHHOIO IIpernapara s BETEPUHAPHOTO IPUMECHECHHUS
ocyliecTBisercs 3a npeaenamu Poccuiickoit @enepanuu;

4) Komus JOKYMEHTa, BBIJJAHHOI'O YIOJIHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOJUTEINS
(bapmareBTHYECKON CyOCTaHIINH u [TOATBEPKIAOILETO COOTBETCTBHE IIPOU3BOJUTEINS
(bapManeBTUUECKON CyOCTaHIMM, BXOJALIEH B COCTaB JIEKAPCTBEHHOIO MpernapaTa Al BETepPUHAPHOTO
NpUMEHEHHs, TPeOOBaHUSAM MpPaBUJI HAJUICKAIIEH MPOM3BOJCTBEHHOW MPAKTHKH, W €ro MEepeBoJ Ha
PYCCKMI  S3bIK, 3aBEPEHHBIE B YCTAaHOBJIEHHOM IIOpSAJKE, B Cllydae, €CId IPOU3BOJCTBO
(dhapmaleBTHUECKOM CyOCTaHIIMM OCYIIECTBIsIETCS 3a npeaenamMu Poccniickoii @enepanuu.

(uactb 1 B pen. ®enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B ciny4yae u3meHeHuss u (WIK) JTOMOJHEHUS] TPOU3BOACTBEHHOM TUIOMIAAKU JIEKAPCTBEHHOTO
CpeICTBa JOKYMEHTBI, YKa3aHHbIE B 4acTH | HacToslled cTaTbd, IPEICTaBISIIOTCS 3asBUTEIEM B
OTHOIIEHWHU M3MEHSAEeMOM W (WMM) JOIOJIHSAEMON IPOU3BOACTBEHHOM IUIOLIAJKK JIEKAPCTBEHHOI'O
cpencTsa. Pemenne o BHECEHUN U3MEHEHUH B JOKYMEHTBI, COIEPKALUECS B PETUCTPALlMOHHOM JJOChE Ha
3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIHN Mperapar AJisi BETEPUHAPHOTO MPUMEHEHUs, Wi 00 OTKa3e B UX
BHECEHUHU IIPUHUMAETCS B cllydae HEOOXOAMMOCTHU MPOBEJCHUS SKCIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA B
CPOK, HE IIPEBBILIAIOIINN AEBSIHOCTA padOUYUX AHEH, a B OCTAIbHBIX CIy4asX B CPOK, HE IPEBBIIIAIOIINN
TpUILATH pabouuX JHEH cO AHS MPUHATHS YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHOM HMCIIOJHUTEIbHOM
BJIACTH 3asIBJICHUS O BHECEHUU TaKUX U3MCHEHUM.

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

1.2. B cinydae peopraHuzanuu JepkaTess WIM BIaJeNlblla PEruCTPALlMOHHOTO YJOCTOBEPEHMUS
JIEKapCTBEHHOT'O TIpernapara Jjs BETEPUHAPHOTO MNPHUMEHEHMs, pa3paboTyvKka WIM MPOU3BOJUTENS
JIEKAPCTBEHHOI'0 Iperapara sl BETEPUHAPHOIO NPUMEHEHHS B 3asBJICHUM O BHECEHUU W3MEHEHUHN B
JOKYMEHTBI, COAEpIKAIIUECSs B PETUCTPAMOHHOM [JOChE Ha 3aperMCTPUPOBAHHBIN JIEKApPCTBEHHBIN
rpenapar sl BETEpUHAPHOIO NPHMEHEHUS, YKa3bIBAIOTCS JAHHBIE JOKYMEHTA, MOITBEPKIAIOIIErO
BHECEHHE COOTBETCTBYIOIIMX M3MEHEHUH B EMUHBIN rocyaapCTBEHHBIH peecTp IOPUAMYECKHX JMIL (A1
OpraHM3alyii, 3aperucTpUPOBaHHBIX Ha TeppuTopuu Poccuiickoit denepanyu), UiaM UHOTO JOKYMEHTA,
MOJITBEPK/IAOLIETO PEOPraHU3aUI0 IOPUANYECKOT0 ML (A7 OpraHu3alui, He 3aperuCTPUPOBAHHBIX
Ha Tepputopun Poccuiickoit ®eneparnuu). 3asBIeHHEe O BHECEHUMM HW3MEHEHUN B JOKYMEHTHI,
coJepaKallvecss B PETrUCTPAllMOHHOM JO0ChE Ha 3apErUCTPUPOBAHHBINA JIEKAPCTBEHHBIM IIpernapar s
BETEPUHAPHOTO NIPUMEHEHHS], U MPUJIaraéMble K HEMY JOKYMEHTBI MPEICTABIISIOTCS B YIIOJHOMOYEHHBIN
(benepanbHBI OpraH MCHOJHUTENBHOM BIIACTH HE MO3JHEE YeM uepe3 TPUALATh pabouyux THEH co AHA
BHECEHUSI COOTBETCTBYIOIIMX M3MEHEHUN B ENUHBINA rocyaapcTBEHHBIH peecTp IOPUAMUECKUX JIHILL (11
OpraHM3alyii, 3aperuCTpUPOBAaHHBIX Ha TeppuTopuu Poccuiickoit denepanun) wim co AHS NPUHATUA
COOTBETCTBYIOIIETO JOKYMEHTa, MOJITBEPXKIAIOLIEr0 pPEOpraHu3aliio ropuandeckoro Jjuna (ans
OpraHM3alyii, HE 3aperuCTpPUpPOBaHHbIX Ha Tepputopun Poccuiickoit ®enepaunn). B ciydae
peopraHu3anuy JepXKaTesss WIA BIAJeNbla PErUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
mpenapara JJiss BETEPUHApPHOIO IIPUMEHEHHUs 3asdBJIICHHME O BHECEHUMM W3MEHEHUH B JOKYMEHTBI,
CoJIepKalllMecs] B PETUCTPAllMOHHOM JO0ChE€ Ha 3apEerMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Npernapar Uit
BETEPUHAPHOI0 NPUMEHEHMS, IOJAETCA IOPUAUYECKUM JIMIIOM, KOTOPOMY B XOJIE€ peOpraHHU3aluu
IepeAaHo MpaBo BIaJACHUSA TAKUM PErUCTPALMOHHBIM yIOCTOBEPEHUEM.

(vacts 1.2 BBeneHa @enepanbHbIM 3akoHOM 0T 02.08.2019 N 297-D3)

2. B ciyqae BHeceHUs M3MEHEHUN B JOKYMEHTBI, COJEPKAIIHUECS B PETMCTPALMOHHOM JOChE Ha

3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIN INIpernapar Uil BETEPUHAPHOIO IPUMEHEHHS, B OTHOUICHUH
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nn " n n..n n_n n.n n.n

CBEJICHUH, yKa3aHHbIX B moamynkrax "e", "x", "k", "n", "H", "c", "x" nynkra 7 uwactu 3 crarbu 17
Hactosmero denepanbHOro 3aKoHa, U3MEHEHUS U (WJIM) TOTMOJIHEHHs MPOU3BOJCTBEHHOW IUIOMIAIKH
JIEKapCTBEHHOI'O CPEJCTBA, a TAaKXe B Cllydae M3MEHEHMs IOKa3aTellell KayecTBa JIEKAPCTBEHHOTO
mpenapaTta JAjs BETEPUHAPHOTO NMPUMEHEHUS M (UJIM) METOJOB KOHTPOJS KadecTBa JIEKapCTBEHHOTO
npenapaTa Juisi BETEPUHAPHOIO IPUMEHEHMsI IPOBOAUTCSA JKCIEPTH3A JIEKAPCTBEHHOI'O CPEACTBA IS
BETEPUHAPHOTO TMpuUMeHeHus. B ciaydae HeoOXOIMMOCTH BHECEHHS WHBIX M3MEHEHHH B JOKYMEHTHI,
CoJieprKalllMecs B PErMCTPALIMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar ais
BETEPUHAPHOT0 IPUMEHEHUS, IKCIIEPTU3A JIEKAPCTBEHHOI'O CPEACTBA JIJI1 BETEPUHAPHOTO IPUMEHEHUS HE
IIPOBOJMTCSL.

(B pen. deaepanbubix 3aKkoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-03)

3. 3asBuTENb BIpaBE NPEACTABUTH IO COOCTBEHHON MHHUIIMATHBE BMECTE C 3asBJICHHEM O BHECEHUH
W3MEHEHUH B JOKYMEHTBI, COJEp)KallMecs] B PETrUCTPALMOHHOM JOCh€ HA 3aperucTPUPOBAHHBIN
JIEKapCTBEHHBIN IMpernapar yid BETEPUHAPHOIO NPUMEHEHMS, KONUU JOKYMEHTOB, IOJITBEPKIAOLINX
yIUIaTy TOCYJapCTBEHHOM IOIUIMHBI 3a BHECEHUE B JIOKYMEHTHI, COJEPKAIIUECS B PErUCTPALMOHHOM
JI0Ch€ Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar AJi1 BETEpUHAPHOr0 IPUMEHEHUS, N3MEHEHUH,
TpeOyIOIIMX MPOBEIACHHS SKCIEPTU3bl JIEKAPCTBEHHOT'O CPEICTBA, WM HM3MEHEHHM, HE TpeOYIoLuX
IIPOBEJCHUS SKCIEPTU3bI JIEKAPCTBEHHOI'O CpeAcTBa. B ciayuyae HEOOXOIMMOCTH W3MEHEHHUs CBEICHUI,
coJiepKallMXcs B PErUCTPALMOHHOM YJOCTOBEPEHHMH JIEKAPCTBEHHOI'O IperapaTta il BETEPUHAPHOIO
IIPUMEHEHHUS], C 3asBJICHUEM, YKAa3aHHBIM B 4acTu | HacTOsILEN CTaTbU, 3asiBUTEIb BIIPaBE MPEACTABUTH
M0 COOCTBEHHOM WHHIIMATUBE KOIMUIO JOKYMEHTA, MOATBEPkAAIOIIEr0 VYIUIATy TOCYAapCTBEHHOM
MOILIJIMHBI 32 BbIJa4y PErUCTPALlMOHHOIO YA0CTOBEPEHUS JIEKaPCTBEHHOT'O IIpenapaTa. 3asiBUTENb BIIPABE
MIPEJICTaBUTh 10 COOCTBEHHOU MHUIIMATUBE CBEICHUS O JIUIEH3UAX, yKa3aHHbIe B MyHKTax 1 u 2 yactu 1
HACTOSIIIEH CTaThu, a TaKKe BbIJIABaeéMble  YIIOJTHOMOUYEHHBIMH  (eiepalIbHBIMA  OpraHaMu
WCIIOJTHUTENIBHOM BJIACTU JIOKYMEHTBI, YKa3aHHbIE B NyHKTe 3 yacTu | HacTtosimei cratbu. B ciydae
HEINpPEJICTAaBICHNUSI YKa3aHHBIX JIOKYMEHTOB (CBEIEHHUI) YIOJIHOMOYEHHBIN (enepanbHblii Oprat
UCIIOJIHUTENIHOM  BIACTH  3alpallliBaeT  YKa3aHHbIE  JOKYMEHTHI  (CBEICHHs]) B  IOpSJIKE
MEXBEJJOMCTBEHHOTO HH()OPMAITMIOHHOTO B3aUMOICHCTBHSI.

(uactb 3 B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 478-D3)

4. B cpok, HE MPEBBIMIAONINN ASCATH paboYnX THEH CO JAHS MOCTYIUJICHUS YKa3aHHOTO B 4acTd |
HACTOSIIIEH CTaTbU 3asiBIICHUS U HEOOXOJIMMBIX JIOKYMEHTOB, YIOJIHOMOYEHHBIH (elepanbHblil opran
WCTIOJIHUTEIbHOMN BIACTHU:

1) IpoBOIUT MPOBEPKY MOJTHOTHI U JIOCTOBEPHOCTU CBEIEHUH, coJiepKaluxcs B MPEICTaBICHHbBIX
3asiBUTENIEM JIOKYMEHTAX;

2) MpUHUMAET pPElIeHUE O MPOBEICHUH SKCIIEPTU3bI JIEKAPCTBEHHOIO CPEACTBA Ul BETEPHUHAPHOTO
MIPUMEHEHHUS] WM 00 OTKa3e B €€ MPOBEACHUH;

3) yBenomisieT B NMUCBMEHHOH (hopMe 3asBUTENS O MPHUHATOM PELICHUU WIM B CIIydae MPUHATHUS
pemieHrns 00 OTKa3e B NPOBEACHHM OJKCIEPTU3bl JIEKAPCTBEHHOI'O CpEACTBAa [UIsl BETEPUHAPHOTO
IIPUMEHEHHUS ¢ yKa3aHUEM IIPUYMH TaKOTrO OTKa3a.

4.1. B ciiy4ae BbIIBIEHUS! HEJOCTOBEPHOCTHU U (WJIM) HEAOCTATOYHOCTU CBEACHMI, COIEpPIKALINXCS B
MIPEJCTABICHHBIX 3asiBUTENEM JOKYMEHTaX, YINOJHOMOUYEHHBIN (enepanbHblii opraH HMCIOJHUTEIbHOMN
BJIACTH HANpAaBIISET 3asBUTENIO 3alpoc 00 YTOYHEHMM YyKa3aHHBIX CBEJIEHUH. 3ampoc MOXET ObITh
IepeslaH yIOJIHOMOUYEHHOMY MPEICTABUTEINIO 3asiBUTEINS 110 PACIMCKY, HAIIPABJIEH IO MOYTE 3aKa3HbIM
MMCbMOM WJIM TI€pPe/iaH B JIEKTPOHHOH (hopMe Mo TeIeKOMMYHHMKAI[MOHHBIM KaHaiaMm cBsizu. B ciyuae
HampaBJIeHUs 3anpoca 00 yTOUHEHUH YKa3aHHBIX CBEJCHMU MO MOYTEe 3aKa3HbIM IMHCHMOM OH CUMTAETCS
MOJIYYE€HHBIM 10 UCTEUEHUH LIECTH JIHEHN C 1aThl HAIIPaBJIEHUS 3aKa3HOTO MHUChMa.

(vacts 4.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.2. 3agButens 00s3aH MPEACTaBUTH OTBET Ha 3alpoC YIMOJIHOMOUYEHHOTO (efepalbHOro opraHa
UCTIOJHUTENIBHOW BJIACTH B CPOK, HE MPEBBIAIONIMNA JEBIHOCTa pabouyux THEW cO THS TOIy4eHHs
JaHHoro 3ampoca. Cpoku, ykazaHHble B yacTh 1.1 Hacrodiieil cratbv, NPUOCTAHABIUBAKOTCS CO JTHS
HaNpaBJICHUs 3aBUTEIIO 3aIpoca YIOJIHOMOYEHHOTO (peiepaibHOro opraHa UCIOJIHUTEIbHON BIACTH 10
JTHS TIOJIy4eHUs OTBETa Ha JaHHBIM 3ampoc W HE YUUTHIBAIOTCS MPHU HCUUCICHUHM CpPOKA IPUHSTUS
pelIeHns O BHECEHWM W3MEHEHUN B JOKYMEHTBI, COJEp)KalIUeCs] B PETHCTPALlMOHHOM JOChE Ha
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3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar A BETEpUHAPHOTO IPUMEHEHHUS.
(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMEM [UId OTKa3a B IIPOBEJEHUM OKCIEPTU3bl JIEKAPCTBEHHOI'O CpPEICTBA s
BETEPUHAPHOTO NPUMEHEHUs SIBISIETCA TMPEACTAaBICHUE JOKYMEHTOB, yKa3aHHBIX B yacTsax 1 u 3
HACTOSIIEH CTaTbH, B HETMIOJIHOM 00BbEME MM OTCYTCTBUE B MPEACTABICHHBIX JOKYMEHTAX JOCTATOYHBIX
CBEJICHMI, TOJATBEPKIAIOMIMX HEOOXOAUMOCTh BHECEHHMSI HW3MEHEHUH, JMOO HempeAcTaBlieHUue
3asiBUTEJIEM B YCTAHOBJICHHBII CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosILed CTaTbU 3ampoc
YIOJTHOMOYEHHOTO (eiepaibHOro OpraHa UCIOJIHUTEIbHON BIACTH.

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

6. DKcrepTusa JEKApCTBEHHOIO CPEACTBA JII BETEPUHAPHOIO INMPUMEHEHHUs B LIEJIAX BHECEHHUS
U3MEHEHUH B JIOKYMEHTBI, COJEP)KALIUECS B PETUCTPALIMOHHOM JOChE€ Ha 3aperuCcTPUPOBAHHBIN
JIEKApCTBEHHBIM  MpenapaT Julsi BETEPUHAPHOIO IPUMEHEHHUs, OCYIIECTBIISIETCS B  MOpPSIKE,
YCTaHOBJIEHHOM cTaTbel 24 HacTodiero denepanbHOro 3akoHa.

6.1. B cpok, He MpeBBIIAIONTUN ASCATH paboUrMX AHEH CO JTHS MOJYYCHHS 3aKITFOYCHHUS KOMHUCCHUU
9KCIEPTOB IO PE3yJibTaTaM yKa3aHHOW B YacTH 2 HACTOAIIEH CTAaThU SKCHEPTU3BI, YIOJIHOMOYCHHBIN
(benepanbHBIA OpraH UCMOTHUTENBHOMN BIACTH:

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

1) npuHUMaeT peleHrue O BHECEHUH U3MEHEHHH B TOKYMEHTBI, CO/IEpP KAIIUECs] B PETUCTPALIMOHHOM
J0ChE Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIN Mpenapar Ui BETEPUHAPHOTO NMPUMEHEHHs, Wi 00
OTKa3€ BO BHECEHUM TaKUX U3MEHEHHUI;

2) BHOCUT B TOCYJapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEJCTB HAa OCHOBAHWU PEIICHUS O
BHECEHMM  M3MEHEHMH B  JOKYMEHTBI, COJEpXKallhecss B  PErUCTPALMOHHOM  JOChE€  Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar s BETEPUHAPHOTO HIPUMEHEHHs, HEO0OXOIUMBbIE
W3MEHEHUS U BO3BPAILAET 3TH JOKYMEHTHI 3aABUTEIIO;

3) BbIIAET 3asBUTENI0 HOBOE PErMCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOI'O Ipernapara s
BETEPUHAPHOTO NMPUMEHEHHS B Cllydae HEOOXOJUMOCTH M3MEHEHHUS CBEICHHM, CONEePKAIIUXCS B HEM, C
COXPaHEHHEM HOMEpPA paHee BbIIAHHOTO PETUCTPALIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara
JUIsl BETEPUHAPHOTO IPUMEHEHUS.

(. 3 BBeneH @enepanbHbM 3akoHOM OT 02.08.2019 N 297-D3)
(uacTsb 6.1 BBeneHa @enepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cnydae BHeceHUS! U3BMEHEHUN B JOKYMEHTBI, COJIEpKaliecs] B PETUCTPALlMOHHOM J0ChE Ha
3apETUCTPUPOBAHHBIM  JIEKAPCTBEHHBIM Ipenapar sl BETEPUHAPHOIO IPUMEHEHHs, B 4YacTH,
Kacarolleicss W3MEHeHUusT W (Wiau) JONOJHEHHUsI IPOU3BOJICTBEHHOM IJIOMIAAKU JIEKAPCTBEHHOTO
Ipernapara, py MPeICTaBICHUH 3asSBUTEIEM B COOTBETCTBUM C IYHKTOM 3 4acTH 1 HacToslEed CTaTbu
KOIIMU PEIIECHUs] YINOJHOMOYEHHOIO (eepalibHOr0 OpraHa HCHOJHUTENIBHON BIACTH O MNPOBEIECHUU
MHCIEKTUPOBAHUS IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIM B dacTu 6.1 HacTosmen
CTaTbH, MPUOCTAHABIMBAETCS CO JIHSA MOJYYEHHS 3aKIHOYEHHUS KOMHUCCHM AKCIEPTOB /0 JIHS MPUHATHUS
YIIOJIHOMOYEHHBIM (he/iepalbHbIM OPTraHOM HMCIOJIHUTEIBHOM BIACTH PELICHHs O BbIAAYe MU 00 OTKa3e B
BbIJIaY€ 3aKJIIOUYEHUS O COOTBETCTBUM MPOU3BOAUTENS JEKAPCTBEHHBIX CPEACTB TPeOOBAHMSIM IpPaBHII
Ha/JIeKalell Mpou3BOICTBEHHOM IPAKTUKH, HO HE O0Jiee 4YeM Ha CTO BOCEMbJIECIT PaboUYMX JAHEH.

(dactp 6.2 BBeneHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM [UIsl OTKa3a BO BHECEHMM HW3MEHEHHMH B JOKYMEHTBI, COJEpJKaluecs B
PETUCTPALlMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIH TMpenapar i BETEPUHAPHOTO
INPUMEHEHHMS, B CIydasx, He TPeOYIOIIUX MPOBEICHUS HKCIEPTH3bI JIEKAPCTBEHHOTO CPEICTBA, SIBJISAETCS
MPEJCTaBIICHHE JOKYMEHTOB, YKa3aHHBIX B 4acTAX | W 3 HACTOSIIEH CTaThH, B HEIOJHOM OOBEME HITU
OTCYTCTBHE B NPECTABICHHBIX JOKYMEHTaX CBEJEHHH, KOTOpbIe JOKHBI OBITh B HUX OTPAXKEHBI, OO
HETIPE/CTaBICHUE 3asBUTENIEM B YCTAHOBJIEHHBIM CPOK OTBETAa Ha yKa3aHHbIA B 4dacTh 4.1 Hacrosmiei
CTaThH 3aIPOC YIIOJIHOMOYEHHOTO (heIepabHOr0 OpraHa UCIOJHUTEIHHOMN BIACTH.

(uactb 7 B pen. enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMe€M MJI1 OTKa3a BO BHECEHUM H3MEHEHMHM B JIOKYMEHTBI, COJAEp)Kalluecs B
PETUCTPALIMOHHOM JI0OCh€ Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIM Npernapar Uis BETEPUHAPHOTO
IPUMEHEHHs, B CIIydasix, TPeOYIOIIMX IMPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHOTO CPEJCTBA, SIBJISAETCS
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3aKJIFOUYECHHE YIOJHOMOYEHHOTO (heepaqbHOr0 OpraHa HCIOJHHUTEIBHOW BIIACTH O BO3MOXKHOCTH
CHIDKEHUS 0€30MacHOCTH, KauecTBa, 3(PPEeKTUBHOCTH JIEKaPCTBEHHOIO IMperapaTa BCIIEACTBHE BHECEHUS
W3MCHECHUN B yKa3aHHBIC JOKYMEHTBI, OTKa3 yIIOJTHOMOYEHHOTO (heepaabHOr0 OpraHa UCIOTHUTEIbLHOM
BJIACTH B BblJau€ 3aKJIIOYCHHS O COOTBETCTBUH IMPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
MpaBUJl HAJJEXKalle MPOU3BOJCTBEHHON MPAKTUKU B Cllydae HW3MEHEHUS U (WJU) JOTNOJHEHUS
MIPOM3BOJICTBEHHON IIJIOMIAJIKK JIEKAPCTBEHHOTO TIpenapara, €clid MPOU3BOJCTBO JIEKAPCTBEHHOIO
rpernapara JJjisi BETEpUHaApHOr0 NPUMEHEHUsI OCYILIECTBIseTcs 3a npeaenamu Poccuiickoir denepannu,
WM OTCYTCTBHUE 3TOTO 3aKIIOUCHUSI.

(uactp 7.1 BBengena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaetcst oOpaleHue JIEKapCTBEHHBIX MpPernapaToB JUIsl BETEPUHAPHOIO MPUMEHEHHS 10
HCTEUYEHUSI CPOKa rOJHOCTH, IPOU3BEACHHBIX B TEUCHHE CTa BOCBMUJIECATH JHEH TOCIE AaThl TPUHATHUS
YIOJTHOMOYEHHBIM (heJiepaTbHBIM OPIaHOM HCIIOJHUTEIBHOMN BIACTH PEUICHHUS O BHECEHUH N3MEHEHUH B
JIOKYMEHTBI, COJIEPKAILMECS B PETUCTPAIMOHHOM J0ChE Ha JIEKAPCTBEHHBIN MpernapaT, B COOTBETCTBUU C
uHpopmalren, coaepkamieiics B JOKyMEHTax PErUCTPallMOHHOIO JOChE Ha JIeKapCTBEHHBIH mpenapar 10
JaThl IPUHATHUS TAKOTO PEIICHHUS.

(uactp 8 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbs 32. OTMeHA rocyJapCcTBEHHOM PeruCTPALMH JIEKAPCTBEHHOI0 Mpenapara

Pemennie 00 oTMeHEe rocyaapCTBEHHOHN PErMCTpally JIEKAPCTBEHHOTO IMpernapaTa U MCKIIOYEHUU
JIEKapCTBEHHOI'0 Ipernapara U3 TOoCYAapCTBEHHOIO peecTpa JIEKApCTBEHHBIX CPEJICTB MPUHUMAETCS
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM UCIIOIHUTEILHOU BIACTH B CIyYae:

1) mpencraBiaeHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (pe/iepalbHbIM OPraHOM HCIIOJIHUTEIbHON
BIIACTH 3aKIIIOUEHUS O PHUCKE WM OO0 yrpo3e 3/I0pOBbIO, KM3HHM YEJIOBEKa WM >XMBOTHOTO IIPH
NPUMEHEHUH JIEKapCTBEHHOT'O TIperapara, MpeBbIIalonmx ero 3(QeKTuBHOCTh, MO pe3yibTaTam
OCYIIIECTBISIEMOT0 UM MOHUTOPHHTA O€30MMaCHOCTH JICKAPCTBEHHOT'O Ipernapara;

2) mojauM JeprKaTelieM WIM BiaJeibleM PETUCTPALMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O
mpernaparta Wi YHOJHOMOYEHHBIM KM JPYIMM IOpUAMYECKMM JIMIIOM 3asBJIEHUS 00 OTMeHe
roCy/1apCTBEHHON PETUCTPaLlMH JIEKapCTBEHHOT'O Mpenapara;

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

3) HenmoATBEP>KIAEHUSI TOCYAApCTBEHHOM PErucTpalvy JEKapCTBEHHOTO Mpenapara Mo HMCTEUYEHUU
CpOKa JAEMCTBHSI PETUCTPALIMOHHOTO YAOCTOBEPEHNUS, BBIIAHHOTO HA IIATH JIET;

4) HenpeacTaBiIeHUS 3asgBUTENEM UH(POpMaLMU, KOTOpasi MOKET MOBJIeYb 32 COO0M HE0OXOIUMOCTh
BHECEHUS U3MEHEHUH B JOKYMEHTBI, COJEPKALINECS B PETMCTPALMIOHHOM JI0ChE HA 3apErMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpernapar, B TeUeHUe TpUAIATH pabouux JHEW co JHS HACTYIUICHUS STUX U3MEHEHUN;

5) ocyuecTBICHHUs TOCYIAapCTBEHHOW pErucTpalMy JIEKapCTBEHHOrO Iperapara IMoJi TOPrOBBIM
HAaMMEHOBAHHMEM 3apETMCTPUPOBAHHOIO paHee IMOJA 3TUM TOPTOBHIM HAaMMEHOBAHHUEM JIEKaPCTBEHHOTO
Ipenapara, OTJINYaroIIErocss KaUeCTBEHHBIM COCTaBOM JECHCTBYIOLINX BEILECTB;

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

6) oCylIecTBICHUS TOCYJapCTBEHHOM pEerucTpaiy 0HOTO U TOTO )K€ JIEKAPCTBEHHOT O Mpernapara B
OTHOIIEHWH OJHOTO W TOTO K€ Jep)kKaredss WM BIaJeliblla PEruCTPAlMOHHOTO YAOCTOBEPEHHUS
JICKapCTBEHHOTO TIpernapara B BUAE ABYX M 0Oojiee JIEKAPCTBEHHBIX IMpEnapaToB IO pa3IMYHBIMHU
TOProBBIMH HAaUMEHOBAHUSMU;

(m. 6 B pen. ®exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHSI CYJIOM PEIICHUsI O HApYyIIEHUH TpaB MpaBooOIaiaTesss 00bEKTOB HHTEIICKTYaIbHON
COOCTBEHHOCTH NPH OOpaIlleHUH JIEKApCTBEHHBIX CPE/ICTB;

8) OTCyTCTBHS JIEKapCTBEHHOTO Tpemapara B oOpamieHun B Poccuiickoit deneparn B TeUeHUE
Tpex u Oolee JeT;

(. 8 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HeBHIIONHEHWS  JepXkKaTeleM WM BJIAAEIbLEM  PETUCTPALMOHHOIO  YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernapara Ju00 yIMOIHOMOYEHHBIM UMH APYTUM IOPUIMYECKUM JIULIOM MEPONPUITHIA
no o0ecrneyeHno 0e30MacHOCTU JIEKApCTBEHHBIX IPEnapaToB, YCTAHOBJIEHHBIX YHOJIHOMOYEHHBIM
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dbenepanbHBIM OPraHOM HCIOJHUTEIBHON BIACTH B COOTBETCTBHM C dYacTsMu 3 W 4 crateu 64
HacTosero denepanbHOro 3aK0Ha, B paMKax OCYIECTBICHUs (papMaKkoHaA30pa;
(. 9 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orkaza JnepkaTens WIM BIaJeNiblla PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npernapara JIM0O YIOJIHOMOYEHHOTO MMH APYroro IOPUAMYECKOrO JIMIA OT BHECEHHsS HM3MEHEHUI B
MHCTPYKLHIO IO TNPHUMEHEHHUIO JIEKapCTBEHHOI'O Iperapara, KacalolIMXCsl HOBBIX IOATBEPKICHHBIX
JAHHBIX O TOM, YTO PUCK IIPUUMHEHUS Bpe/a 3/I0POBBIO YEJIOBEKA WUJIM >KMBOTHOI'O BCIIEJICTBUE IpHEMA
JIEKapCTBEHHOT'O IpernapaTa npeBbiaeT 3 PeKTUBHOCTD €ro MPUMEHEHUS.

(m. 10 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

Koncynprantllntoc: npumeuanue.
C 01.01.2023 ct. 32 gomonnasiercs . 11 (D3 ot 27.12.2019 N 475-D3).

Cratbs 33. I'ocynapcTBeHHbIN peecTp JIeKaAPCTBEHHBIX CPeICTB

1. TocymapcTBEHHBI peecTp JIEKAPCTBEHHBIX CPEICTB COACPKUT NEPEYEHb JIEKApPCTBEHHBIX
IIPenaparoB, MPOIIEIINX FOCYIapCTBEHHYIO PETUCTPAlMIO, NIepeyeHb (hapMaleBTHUECKUX CyOCTaHLUH,
BXO/ISIIIUX B COCTaB JIEKAPCTBEHHBIX MTPENApaToB, U CIEAYIOILYI0 HH(POPMALUIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX IIPENIApaTOB:

a) HaMMEHOBAHME JIEKAPCTBEHHOIO TIpenapara (MeXAyHapoJHOE HENaTeHTOBaHHOE, WU
IPYIIHPOBOYHOE, WIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

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

0) nexapcTBeHHAas1 (popMa ¢ yKazaHHUEM JTO3UPOBKH JICKAPCTBEHHOTO IpenapaTa M ero KOJMYecTBa B
NOTPeOUTENBCKOM YIIaKOBKE;

B) HAaIMEHOBAHUE JepiKaTelsl WIM BIaJebla PErUCTPAIMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
Ipernapara U CBEJCHMs O PErHCTpalluu Jiep)KaTess WIM BiIaJelbla PerucTpalMoOHHOIO YI0CTOBEPEHUs
JIEKapCTBEHHOI'0 Ipernapara JUisi MEJUIUHCKOTO MPUMEHEHHS] B KaUeCTBE HAJIOTOIUIaTeNbIINKa B CTpaHe
peructpanuu (s pOCCUHCKUX FOPUANYECKHX JIUL - WICHTU()UKAMOHHBI HOMEpP HAJIOTOIIaTebIINKa
(MHH), nyist ”HOCTpaHHBIX IOPUIMYECKUX JIUMI - CTPaHa pErucTpaliy, HAUMEHOBAaHUE PETUCTPUPYIOIIETO
OpraHa, perucTpalMOHHBIH HOMEp, KOJ HAaJOroIUIaTeNbLIMKa B CTpaHe PEerucTpanuy (MHKOPIOpAlWN)
WJTU €T0 aHaJjor);

(nm. "B" B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAaHUE U aJpec MPOU3BOAMUTENS JIEKAPCTBEHHOTO IperapaTa U CBEJIEHUSI O perucTpaiuu
IIPOU3BOJUTENS  JIEKAPCTBEHHOIO  Ipernapara Uil MEIHULUHCKOTO IPUMEHEHHMsT B  KadecTBe
HaJOroIiaTeNblIMKa B  CTpaHe  perucrpauuu (A  pOCCUMCKMX  IOPUJIMYECKMX  JIMI[ -
UACHTUDUKAIIMOHHBIH HoMep Hanoromiarenbiuka (MHH), i MHOCTpaHHBIX IOPUIMYECKUX JIUI[ -
CTpaHa perucTpanuy, HAaUMEHOBAHHME PETHUCTPUPYIOLIETO OpraHa, PErucTpPalOHHBIM HOMEp, KOJ
HAJIOTOIJIaTEIIbIIMKA B CTPaHe PErUCTpalui (MHKOPIIOpAIK) MU €T0 aHaJIor);

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

n) (apmakoTepaneBTHUECKass TIpynmna, KOJA JIEKapCTBEHHOrO IpemapaTa IO  aHAaTOMO-
TepaneBTUUECKO-XUMUYECKOW  Kiaccudukanuy, pekoMeHAoBaHHOM  BcemupHoit — opranuszanueit
3/1paBOOXPaHEHUS;

(. "n" B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) MOKa3aHWs U MPOTUBOINOKAa3aHUs K IPUMEHEHUIO JIEKapCTBEHHOTO Mpernapara;

) TOOOYHBIE ICUCTBUS JIEKAPCTBEHHOTO MIpenapara;

3) CPOK F'OJTHOCTH JIEKAPCTBEHHOT'O MPENapara;

1) YCIIOBUSI XpaHEHUSs JIEKapCTBEHHOTO Mpenapara;

K) YCJIOBHSI OTITYCKa JIEKAPCTBEHHOIO IIpernapara;

J) HoMmep ¢apMakonelHol cTaTbl WM B Cilydae €€ OTCYTCTBHSI HOMEp HOpMaTHUBHOU
JOKYMEHTAIH JT100 HOPMATUBHOTO JOKYMEHTA;

M) JaTa TOCYJapCTBEHHOH pPErucTpaluy JIEKapCTBEHHOIO Mpenapara U ero perucTpanvoHHBIN
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HOMEp, JlaTa 3aMEHBl PETHCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO IMpemnapara Ha OeccpouHoe
PETUCTPALlMOHHOE  YAOCTOBEpEHHE JIEKApCTBEHHOTO TMpernapara, Jara [OJayd  3asBIEHUS O
MOATBEPXKJICHUH TOCYJIApCTBEHHOW  pPETUCTpalldu  JIEKAPCTBEHHOrO Mpemapara, Jara OTMEHbI
roCy/1apCTBEHHOW PETUCTPALIUU JIEKApCTBEHHOTO Mpenapara;

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

H) KAueCTBEHHBI COCTaB U KOJUYECTBEHHBIN COCTaB JEHCTBYIOIIMX BEIIECTB M KauyeCTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JICKAPCTBEHHOTO Mperapara;

(. "H" BBeneH deaepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

0) uHpopMarrs 000 BCeX pa3pelieHHBIX BUIaX BTOPUIHOU (TOTPEOUTENHCKOM) YITAKOBKY;
(. "o" BBeneH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

1) JaTa OPUHSATUS PEHICHUS O BO3MOXHOCTH paccMaTpuBaTh JIEKApCTBEHHBIM Ipenapar Mpu
roCy/1IapCTBEHHON PETUCTPALIUU B KauecTBE Op(haHHOrO JIeKapCTBEHHOTO Mpernapara (1715 JeKapCTBEHHbIX
MpenaparoB JUJIsi MEAUIIUHCKOTO PUMEHEHHUS ),

(mm. "m" BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOTO 3aKOHA OT
27.12.2019 N 475-D3)

p) HamuuMe JEKapCTBEHHOIO IMpermapaTa B MEpeyHe >KU3HEHHO HEOOXOIMMBIX W BaKHEHIIHUX

JIEKApCTBEHHBIX IIPenapaToB (JJIs JIEKapCTBEHHBIX MPENapaToB JJIsi MEIUIIUHCKOTO MPUMEHEHHS );

n.n

(mm. "p" BBeaen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. ®enepalibHOTO 3aKOHA OT
27.12.2019 N 475-03)

C) HaJM4YUe B JIEKAPCTBEHHOM IIpenapaTe HapKOTUYECKUX CPEACTB, NICUXOTPOIHBIX BEILECTB M UX
MPEKYypCOpPOB, NOMJIECKAIIMX KOHTposito B Poccuiickori ~ ®Penepaunr, B  COOTBETCTBHH  C
3aKoHOoaTenbcTBOM Poccuiickoit denepanuu, MeXyHapoAHbIMU AoroBopamu Poccuiickoit @enepannu,
B TOM uucie EnuHoil koHBeHIMEW o HapkoTrhuyeckux cpeactBax 1961 roma u KouBeHuuein o
MCUXOTPONHBIX BemecTBax 1971 roxna;

(nm. "c" BBeneH denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

T) uHbopManMs O TOM, SBJSIETCA JU JaHHBIM JIeKapCTBEHHBIM npenapaT pedepeHTHbIM
JIEKapCTBEHHBIM IIPENapaToM;

(mm. "1" BBeneH DenepanbHbIM 3aK0OHOM 0T 22.12.2014 N 429-03)

y) CBEIEHUS O IMojaye 3asBJICHUS O BHECEHUU H3MEHEHUIl B JIOKYMEHTBI, COepXalluecs B
PETUCTPALIMOHHOM JIOChE Ha JIEKapCTBEHHBIN IIpenapar;

(nm. "y" BBeneH ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
¢) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbublif 3akoH ot 27.12.2019 N 475-03;
X) CPOK BBEACHHUSI JIEKAPCTBEHHOI'O IIperapara B rpaKIaHCKUil 000poT;

(. "x" BBemeH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2) B OTHOLIEHUHU (papMaleBTUUECKUX CYOCTaHIIMIM:

a) HauMeHOBaHHME (papmaleBTHUECKOH cyOcTaHIMM (MEXIYyHApOJHOE HENaTeHTOBAHHOE, WU
IPYNIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

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

0) HauMEeHOBaHME U apec MPOU3BOAUTENS (papMalleBTUUECKON cyOCcTaHIUY;

B) CPOK FOJJHOCTH (papMalieBTHUECKOM cyOcTaHInY;

T) yCJIOBUS XpaHeHUs (papMalleBTUYECKON CyOCTaHIINN;

o) HoMep ¢apMakomeWHOW CTaTbu WM B CJIy4ae €€ OTCYTCTBUSL HOMEpP HOpPMaTHBHOM
JOKYMEHTAIH MO0 HOPMAaTUBHOTO TOKYMEHTA;

€) Hanuuue (papManeBTUUECKON CyOCTaHIIMM B NepeyHe HApKOTHMUYECKUX CPEJICTB, ICHUXOTPOIMHBIX
BEIIECTB M HMX MPEKYpPCOPOB, MOJUIEKAIIUX KOHTPOJtO B Poccuiickoit denepanyn, B COOTBETCTBUU C
3aKkoHoarenbCcTBOM Poccuiickon denepanuu, MeXyHapogHbIMU Jorosopamu Poccuiickoit denepanny,
B TOM uyucie EauHON KOHBEHIMEH O HapkoThueckux cpeactBax 1961 roma wm KonBeHuuen o
NICUXOTPOIHBIX BemecTsax 1971 roaa.

(nm. "e" BBeneH denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

2. ®apmarieBTHYecKas cyOCTaHIMS, MPOU3BEACHHAS JJIS pealu3alid, MOXKET ObITh BKJIIOYEHA B
rOCy/IapCTBEHHBI PEECTp JIEKApPCTBEHHBIX CPEJICTB HAa OCHOBAaHUM 3asBICHUS pa3padOTUMKa WIH
MIPOU3BO/IUTENSL JIEKAPCTBEHHOTO Cpe/CTBA JHOO YIOJIHOMOYEHHOTO HMM IOPHIMYECKOro JHIA IMpHU
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YCJIOBUM TPOBEIEHHUS] B OTHOIIGHUHM TaKOW (hapMareBTHUECKOW CyOCTaHLIMM SKCIEPTHU3bl KauecTBa
(hapmareBTHUECKO CyOCTaHIIMM B TIOPSJKE, YCTaHOBJIEHHOM cTaTheil 34 Hactosmero denepaabHOTO
3akoHa. B oTHomeHun (QapmaneBTUUYECKUX CYOCTaHIMK, NPOU3BENCHHBIX Ui peajlu3alud, B
roCy/1IapCTBEHHOM PEeCTpe JIEKAaPCTBEHHBIX CPEACTB COACPIKUTCA cienyroas HHPpopMaIus:

1) nHaumMeHoBaHHE (apMaIeBTUYECKONH CYOCTaHIMH (MEXIyHApOJHOE HENAaTEeHTOBAHHOE, WU
TPYIIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HaMMEHOBaHUE, aAPEC MPOU3BOAUTENS (HapMaleBTUUECKOW CyOCTaHIIMH, & TAK)KE B OTHOLICHUU
JIEKapCTBEHHBIX CPEACTB JUISI MEIUIMHCKOTO MPUMEHEHUs CBEACHMS O PEruCTpalldd MPOH3BOAUTENS
¢dapmarieBTHUeCKOH CyOCTaHIIMM B KayecTBE HAJIOTOIUIATENbIIMKA B CTpaHE perucTpauuu (s
POCCHUICKHMX IOPUIAMYECKUX JIMIl - HJACHTU(DHUKAIMOHHBIN HOMep Hayoromatenpinuka (MHH), mis
MHOCTPAHHBIX IOPUIMYECKHUX JIML[ - CTpaHa PErucTpallviy, HAaMMEHOBAaHUE PErMCTPUPYIOIIETr0 OpraHa,
PErUCTPallMOHHBI HOMEp, KOJI HAJIOTOIUIaTebIIMKa B CTpaHe perucTpauuu (MHKOPIOpPALMU) UIH €ro
aHajor);

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

3) cpok rogHOCTH (hapMaIeBTHYECKON CyOCTaHINN;

4) ycrnoBusi XxpaHeHUs (papMaleBTUYECKON CyOCTaHIUY;

5) HoMmep (apmakoneiHOH cTaThM IJMOO B Cllydyae €€ OTCYTCTBUSI HOMEpP HOPMAaTHBHOMN
JOKYMEHTAI[MHU WJIM HOPMATHUBHOTO JJOKYMEHTA;

6) Ham4Ke (papManeBTUIECKON CyOCTaHIIMHM B MEPEYHE HAPKOTUYECKUX CPEACTB, MCHUXOTPOITHBIX
BELIECTB U UX MPEKypCOPOB, MOJUIekKAIIUX KOHTpodro B Poccuiickoii ®denepaiuu, B COOTBETCTBUU C
3aKoHomarenbcTBOM Poccuiickon denepanuu, MexIyHapoAHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uucie EauHoil KOHBEHIMEH O HapkoThueckux cpeactBax 1961 roma m KouBeHuuei o
IICUXOTPOIHBIX BemecTBax 1971 roxa;

7) nata BKJItOYeHHs (apMalleBTUUECKON CYyOCTaHIIMHM B TOCYIAapPCTBEHHBIN PEecTp JIEKapCTBEHHBIX
CPEICTB, /1aTa BHECEHUS U3MEHEHHM B JOKYMEHTHI (papMalieBTUUECKONH CyOCTaHIMH, JaTa UCKIIOUYEHUS
(bapmalleBTHUECKOI CyOCTaHIIUU U3 TOCYIaPCTBEHHOI'O PeecTpa JIEKapCTBEHHBIX CPEACTB.

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

3. Iopsnok BelneHHs] TOCYIapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEICTB A MEAULUHCKOTO
NPUMEHEHUsSIT M TOPSAOK BEAECHHUS TOCYAapCTBEHHOTO pEecTpa JIEKAPCTBEHHBIX CPEJICTB  JUId
BETEPUHAPHOTO NPUMEHEHHUs YTBEPXkKAAIOTCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM MCIOJIHUTEIbHON BIIACTH.

Cratbs 34. BkiloueHue B rocy1apcTBeHHbIH peecTp JIeKapCTBEHHbIX CPeACTB U HCKJIIOYEeHHe
U3 TOCYJAapCTBEHHOI0 peecTpa JEKAPCTBEHHBIX cpeacTB (apmaneBTHYeckol cy0cTaHnmH,
MPOM3BEACHHOM /1 peau3anuu
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jns BkIodyeHus ¢apMaleBTUYECKONH CyOCTaHLMM, TPOU3BENCHHON JUIs peanu3aluu, B
rOCy/1apCTBEHHBIN pPEeCTp JIEKaPCTBEHHBIX CPEICTB, IPOBOAUTCS IKCIIEPTHU3A €€ KaUeCTBa.
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

2. DKcrnepTH3a KadecTBa yKa3aHHOW B yacTu | HacTosiel cratbu papmMaleBTHUeCKON cyOCTaHIINH,
COCTaBJIEHHE KOMHMCCHEN IKCIIEPTOB 3aKIOYEHHUHN 110 pe3yIbTaTaM dTOW SKCIEPTU3bl U UX HAIIPaBJICHUE B
YIOJHOMOYEHHBIN (eaepanbHbli OpraH MCIOJIHUTEIbHOW BIACTH OCYIIECTBISIOTCS B CpPOK, HE
NPEBBILAIOIINNA  [IECTUACCATH pabouyux JHEH cOo JHA TMONYyYeHHsS OSKCIEPTHBIM YUYpekJACHUEM
COOTBETCTBYIOILIETO 3a/laHUs YINOJHOMOYEHHOIO (pelepaJbHOr0 OpraHa HCIOJIHHUTENbHOM BiacTH H
CIIENYIOIINX TOKYMEHTOB (CBEICHUN):

(B pen. deaepanbHOTro 3aK0Ha OT 27.12.2019 N 478-03)

1) cBeneHus o nare NMpEeNOCTABIECHUS M PErMCTPALMOHHOM HOMEpE JIMIIEH3MM Ha IPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB WJIM CBEICHUS O JaTe TMpEeAOCTaBICHHUs M PErHuCTPAllMOHHOM HOMeEpe
3aKJIIOYEHHUST O COOTBETCTBUHM IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMUSM IpaBHII
Hajuiexalleld TMPOU3BOACTBEHHON MPaKTUKW, BbIAAHHBIX (TPEIOCTABICHHBIX) YIOJIHOMOYEHHBIM
benepaabHBIM OpPraHOM MCIIOJHUTEIBHOM BJIACTH, B Cllyyae, €CJIM INPOU3BOJCTBO JIEKAPCTBEHHOTO
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cpeacTBa ocyuiectBisieTcss B Poccuiickoit @enepanuu;
(B pen. deaepanbubix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) Komusi JIOKYMEHTA, BBIJIAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTpaHbl IMPOU3BOJUTENS
JIEKapCTBEHHOT'O CPEJCTBA M MOATBEPKAAIOIIETO pa3pelieHue MPOU3BOACTBA JEKApCTBEHHOTO CPE/ICTBA,
U €ro MepeBoJl Ha PyCCKUI SA3bIK, 3aBEPEHHBIE B YCTAHOBJIIEHHOM IOPSIZIKE, a TAK)XKE KOMMSI 3aKIIOUEHUS O
COOTBETCTBUM  IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM TMpPaBUI  HaJJexKallen
MIPOU3BOJICTBEHHON MPAKTUKH, BBIIAHHOTO YIOJTHOMOYECHHBIM (eepaTbHBIM OPraHOM UCTIOTHUTEILHOM
BJIACTH, JIMOO KOMHUS PEUICHHs YIOJIHOMOYEHHOTO (elepallbHOr0 OpraHa HCHOJHUTENbHOM BIACTH O
IIPOBEJICHUN HWHCIEKTUPOBAHUS IIPOU3BOJUTEINS JIEKAPCTBEHHOI'O CPEACTBA. YKa3aHHBIE JOKYMEHTBI
MIPEJICTABJISIOTCS B Ciydae, €ClId IMPOU3BOJACTBO JIEKAPCTBEHHOTO CpPEJCTBA OCYILECTBISETCS 3a
npeaenamu Poccniickoit ®enepanuu;

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

3) TOKYMEHT, COJIepPKAIMi CIIEYIONUE CBEACHUS O apMalleBTUIECKON CyOCTaHIINU:

a) HauMeHOoBaHue (papMaleBTUUYECKON CyOCTaHIINH, ee CTPYKTypa, 00Ilre CBOICTBA,

0) HauMEHOBAaHME U a/1PEC MPOU3BOAUTENS;

B) TEXHOJIOTHUSI MPOU3BOJICTBA C OMHCAHUEM CTaauil MPOU3BOJICTBA U METOJOB KOHTPOJS Ha BCEX
CTalusAX MPOU3BOJICTBA;

T) onucaHue pa3paboTKu Impolecca MPOoU3BOICTBA;

J1) ONHMCaHWE KOHTPOJISl KPUTUYECKUX CTaAuil Ipolecca MPOU3BOACTBA U IPOMEXKYTOUHOM
IPOJIYKIIUH;

€) IOKYMEHTaJIbHOE TIOITBEPXKIACHHUE (BaIMIA1IMs) IPOIIECCOB U (UJTM) X OIEHKA,

’K) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTEePUCTUKA IPUMECEH;

n) crieurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIUIO U €€ 000CHOBAHME;

K) aHaJIUTHYECKUE METOJMKH, HCIOJIb3yEMble NPU OCYILECTBICHUM KOHTPOJII KadyecTBa
(hapmaleBTUUECKOI CyOCTaHIINY;

J) TOKYMEHTaJbHOE MOATBEpPXKIACHUE (BATHAALMS) AaHATUTUYECKUX METOAMK, MCIOJIb3YEeMbIX MPHU
OCYIIIECTBIEHUH KOHTPOIS KadecTBa (papMarieBTUUeCKON CyOCTaHITNH;

M) pe3yJIbTaThl aHAJIN3a CEPHM (hapMaIleBTUUECKON CyOCTaHIINH;

H) TIepeueHb CTaHAAPTHBIX 00pPa3llOB MM BEIIECTB, UCIOJIb3YEMBIX MPU OCYIIECTBICHUN KOHTPOIS
KayecTBa;

0) OMKCAaHNE XapaKTEPUCTUK U CBONCTB YIAKOBOYHBIX MaTEPHAIIOB M YKYTIOPOUYHBIX CPEJICTB;

1) JaHHBIE O CTA0MJIBHOCTH (papMalieBTUUECKON CyOCTaHIINM;

P) CPOK T'OJTHOCTH;

4) TOKYMEHT, COJEpIKAIINM CBEAECHUS O PErUCTpalii IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB IS
MEIUILUHCKOTO MPUMEHEHUs B KaU€CTBE HAJOrOIUIATENbIIMKA B CTPAHE PErMCTPAlUU (s POCCUICKUX
IOPUANYECKUX JIUI - HAEHTU(UKAIMOHHBIH HoMep Hanoromvarensimuka (MHH), ang mHOCTpaHHBIX
FOPUJIMYECKHX JIUI] - CTPAaHa PErUCTPALNK, HAMMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, perucTpalMOHHbIN
HOMED, KOJI HaJIOTOIUIATENbIMKA B CTPAHE PErucTpanuu (MHKOPIOPAIlUN) UIH €T0 aHaJIOT).

(. 4 BBeneH DenepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlng mpoBeAeHMS SKCHEPTH3bl KadecTBa YKa3aHHOM B dYacTh | Hacrosmed craTbu
(apmalleBTUUECKO CyOCTaHIIMM 3asBUTEIb MPEICTABISIET B YINOJIHOMOYEHHBIH (enepalibHblii oprax
WCIIOJTHUTENIbHON BIIACTH:

1) 3asBieHHE O BKJIIOUYEHHWU B TOCYAAPCTBEHHBIM peecTp JEKAPCTBEHHBIX CPEICTB JaHHOU
(bapmMareBTHUECKON CyOCTaHIIUH;

2) Komus JTOKyMEHTa, MOJITBEP)KJAIOLIEr0 yIJIaTy roCyAapCTBEHHOM MOLUIMHBI 32 BKJIIOYEHHUE B
TOCy/IapCTBEHHBI pPEecTp JEKapCTBEHHBIX CPEACTB (hapMalleBTHUECKON CYOCTaHIIUU, TPOU3BEIECHHOMN
JUIs  peanu3anuu, JUOO0 MO COOCTBEHHOM MHHMIMATHBE YKa3aHHbIM JOKyMeHT. B ciydae ero
HEMpPEeJICTABICHUS 3asiBUTENIEM YIMOIHOMOYEHHBIM (efepanbHblii OpraH WUCHOJHUTENHLHOW BIACTH
npoBepsieT (akT yIiaThl TOCYJapCTBEHHON MOLUIMHBI 3asiBUTENIEM C MCIOJb30BaHWEM HH(pOpManuu 06
yIJiaTe TOCYJapCTBEHHOM MOIUIMHEI, coaepikaieiics B I'ocyaapcTBeHHON HHPOPMAIIMOHHOW CUCTEME O
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rOCy/lapCTBEHHBIX M MYHHUIMIAJIBHBIX IIJIATEKaX, HA OCHOBAHUM IIPE/ICTABICHHON 3asBUTENIEM KOIHHU
JOKYMEHTA, MOATBEPKAAIOIIETO yIUIATy FOCYAapCTBEHHOW MOLIINHBL;
(n. 2 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
3) JOKYMEHTBI, YKa3aHHBIC B YaCTH 2 HACTOSIICH CTaThU;
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asiBIICHHE O BblIaue paspemieHus Ha BBO3 B Poccuiickyro desmepalivio KOHKPETHOH MapTHU
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOT'O CPEICTBA, MPEJHA3HAYEHHOI'O JUIsl IPOBEACHMS yKa3aHHOU
JKCIEPTU3BIL.

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

3.1. B ciny4ae HenpeICTaBICHHs C 3asABICHUEM O BKIIOYEHHHM B TOCYIJapCTBEHHBIM peecTp
JICKApCTBEHHBIX CPEACTB (hapMalleBTUYECKON CYyOCTaHIIMM JOKYMEHTOB, MOATBEP)KIAIOIINX YILIATY
roCyIapCTBEHHOM IOIJIMHBI M YKa3aHHBIX B IIYHKTE 2 4acTH 3 HACTOSALICH CTATbH, a TAK)KE BBIIABAEMBIX
(mpenocTaBisieMbIX)  YIOJTHOMOYEHHBIMH  (pelepalbHBIMH  OpraHaMH  WCIOJHUTEIBHOW  BIIACTH
JOKYMEHTOB (CBEJIEHMI), yKa3aHHbIX B IyHKTax 1 M 2 yacTu 2 HACTOALIEH CTAaThbH, YINOJHOMOYEHHBIN
(benepanbHBIi OpraH MCIOJHUTEIFHOW BJIACTH 3alpalldBaeT YKa3aHHBIE IOKYMEHTHI (CBEICHUS) B
MOPSAKE MEXBEIOMCTBEHHOIO HH(POPMALIMOHHOTO B3aUMO/IEHCTBHSL.

(uacts 3.1 BBeeHa PenepasibHbIM 3aK0HOM OT 27.12.2019 N 478-D3)

4. B Teuenue necsatu pabouux JHEH cO JHS MPUHATHSA 3asBJICHHUS O BKJIIOUYCHUM YKa3aHHOM B 4acCTH
1 nacrosmeil ctatbu (papMaleBTUUECKONM CYOCTaHLIIMM B TOCYJApCTBEHHBIN pEecTp JIEKapCTBEHHBIX
CPEOCTB M [OKYMEHTOB, IIEPEUYMCIEHHBIX B 4acTW | M mnyHKTe 2 4YacTh 3 HACTOSIIEH CTaTh,
YIIOJTHOMOYEHHBIH (heepabHbIii OPraH UCIIOTHUTEIHHON BIIACTH:

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

1) mpoBOAMT MPOBEPKY INOJHOTHI U JOCTOBEPHOCTH JAHHBIX, COJAEPKAIIMXCSA B IPEJCTaBICHHbBIX
3asiBUTEJIEM TIOKYMEHTAX;

(B pen. @exnepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) mpUHHUMAeT pellleHHEe O HaNpaBICHUU B SKCIEPTHOE YUPEKICHUE 3aJaHHUs Ha IPOBEACHUE
HKCHEPTHU3bI Ka4eCTBA yKa3aHHOW B 4acTH | HacTosmel ctatbu GapMareBTUYecKol CyOCTaHIMU Wil 00
OTKa3€ B TAKOM HaIIpaBJICHUU;

3) yBegoOMIISIeT B 3JEKTPOHHOM WM MMCbMEHHOHN (hopMe 3asBUTENSI O MPUHATOM PELIEHUH WIH B
cllydae OTKa3a C yKa3aHHEM IIPUYMH TaKOTO OTKa3a.

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

4.1. B ciy4ae BBIABICHUS HEIOCTOBEPHOCTH CBEACHHH, COJEPKAIIMXCA B IIPEICTaBICHHBIX
3asiBUTENIEM MaTepuaiax, YIIOJTHOMOUYEHHBIN (enepalibHbIil OpraH UCIOJIHUTENbHON BIACTH HAIpaBIISIET
3asBUTENIO 3alpoc 00 YTOYHEHMM YKa3aHHBIX cBeaeHuil. JlaHHBI 3ampoc MoXeT ObITh MNepenaH
YIOJHOMOYEHHOMY MPEACTABUTEIIO 3asBUTENS JIMYHO IOJ PACHMCKY, HAIpaBJIEH IO IOYTE 3aKa3HbIM
MUCHbMOM WIN NEpeAaH B 3JEKTPOHHOM (Gopme Mo TeJIeKOMMYHUKALMOHHBIM KaHalaM cBs3H. B cimydae
HaIpaBJIEHUs TaHHOTO 3aIlpoca IO MOYTEe 3aKa3HbIM MUCHbMOM OH CUMTAETCS MOJYyYEHHBIM 110 UCTEUEHUHU
LIECTH JHEH ¢ JaThl HAPaBJICHMsI 3aKa3HOTO IIUChMA.

(uactsb 4.1 BBeneHa @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-®3)

4.2. 3asBuTenb 00s3aH MPEACTaBUTh OTBET HA 3alpoc YIMOJIHOMOYEHHOro (enepalbHOrO opraHa
WCIIOJIHUTENIBHON BJAacTU B CPOK, HE MPEBBILIAIONIUN AEeBSIHOCTA padounx JHEW €O JHS MOJYy4YEHHUS
naHHoro 3ampoca. Cpok, yka3aHHbBIM B 4YacTHM 4 HAacTOSALIEH CTaTbU, NPUOCTAHABIMBAETCS CO JIHA
HaIpaBJICHUs 3asBUTEIIO 3aIIPOCa YIIOJIHOMOUEHHOTO (eiepabHOr0 OpraHa UCIOJHUTENBbHOM BlIacTh 10
JHS TIOJIyYEHUsl UM OTBETa Ha JaHHBIM 3allpOC M HE YYUTHIBAETCS MPH UCUUCIEHUM CPOKA DKCIIEPTHU3BI
KauecTBa (hapMaleBTUUECKOW CyOCTaHIMU, HEUCHOJIb3yeMONH TMpU MPOU3BOJICTBE JIEKAPCTBEHHBIX
IIPENapaToB.

(uacTsb 4.2 BBeeHa PenepasibHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHOBaHMEM AJI OTKa3a B HAINPaBICHUH B DKCIEPTHOE YUPEKIEHHUE 3aJaHUs Ha NPOBEACHUE
SKCIEPTU3bl KadyecTBa yKa3aHHOM B dYacTu 1 Hacrosimed cratbu QapMaleBTUYECKOW CyOCTaHIINH
ABJIAETCS HEMNPEJCTABICHUE JOKYMEHTOB, YKa3aHHBIX B 4YacTH 2 HACTOSIIEH CTaTbU, OTCYTCTBHE
nHpopMaluy, TMOATBEp)KAarome (akT ymiarbl TOCYJapCTBEHHOM NOLUIMHBI 3a BKIIIOUEHHUE
(dapmarieBTHUECKOH CyOCTaHIIMHM, TPOM3BENCHHOM JUIs peanu3ali, B TOCYJapCTBEHHBIN peecTp
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JIEKApCTBEHHBIX CPEACTB, HEMPEACTABICHUE 3asIBUTEJIEM B YCTAHOBIIEHHBIM CPOK OTBETA HAa YKa3aHHBIN B
yacTH 4.1 HacTOAIIEH CTaThH 3aMPOC YIOIHOMOUYCHHOTO (eJIepaIbHOTO OpraHa UCIIOJIHUTEIbHON BIIaCTH
WJTU TIPEJICTABIICHUE JOKYMEHTOB, HE COJIEPKAIMX MCUEPIIBIBAIOIIETO MEPEUHsI HEOOXOIUMBIX CBEJICHUM.
(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenume mnsATHamuaTH pPabOUYMX JHEH CO JHSA TOJYYCHHUS PELICHUS YHIOJIHOMOYEHHOIO
(benepanbHOro opraHa UCIOJHUTEIBHON BJIACTU O HAINPABIIEHUU B DKCHEPTHOE YUPEKICHUE 3aJaHUs Ha
MIPOBEJICHUE DKCIEPTH3bl KAa4ecTBa YyKAa3aHHOW B dYacTU | HacTosmeld cTatbu (apManeBTUYECKOU
CyOCTaHIIMM 3asBUTEJb MPEACTABISET B OKCIEPTHOE YUPEKACHUE IS MPOBEICHUS JAaHHON IKCIEPTU3BI
o0pa3iel (hapMareBTHUECKON CyOCTaHIIMU B KOJIMYECTBE, HEOOXOIMMOM ISl BOCIIPOU3BEICHHUS METOJI0B
KOHTPOJISl KauecTBa. OKCIEPTHOE YUpEeXJACHHE NpHU MOJydyeHHUH oOOpas3loB YyKa3aHHON B yacTu 1
HacTOAIIEH cTaThi (apMaIEeBTUUECKON CYOCTAHIIMM BBINACT 3aSBUTENIO JOKYMEHT, TOITBEPKIAIOIIHIA
MOJIy4eHHUEe H3TUX OOpas3loB, U B CPOK, HE MPEBBILAIOIUN Tpex pabodyux AHEH, yBEIOMIISIET B
AJIEKTPOHHOW WMJM TUCbMEHHOW ¢opme 00 OSTOM YINOJTHOMOUYEHHBIH (enepanbHblii  Opran
WCIIOJTHUTEJIBHOW BJIACTU. DTU CPOKHU HE BKIIFOUAIOTCS B CPOK MPOBEACHUS JAHHON SKCIIEPTU3BI.

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

7. JIOKyMEHTBI, TOCTYIUBIIKE B 3KCHEPTHOE YUPEKICHUE NIl MPOBEACHUSI 3KCIEPTU3bl KaueCcTBA
yKa3aHHOM B 4YacTu | HacTosmeidl cratbu (apMaleBTUYECKON cyOCTaHLMM, MOJUIeKaT BO3BPATy B
YIIOJTHOMOYEHHBIN (erepalbHblil OpraH HCIOJMHUTEIHLHONW BJIACTH OJHOBPEMEHHO C 3aKIIOYECHUSMHU IO
pe3yJibTaTaM MPOBEACHHON 3KCIIEPTU3BI.

8. B cpok, He mpeBBIIAIONINI TATH pabouux AHEH CO JHS MONYYEeHUS 3aKIIOYCHHS KOMHUCCHH
JKCIEPTOB IO pe3yibTaTaM »SKCHEPTH3bl KadyecTBa YKa3aHHOM B dYacTh | HacTOSIIEH CTaTbu
(apmaleBTHUECKOI CyOCTaHIINHU, YIIOJIHOMOUYEHHBIN (hefiepaibHblid OpraH UCIIOJHUTEIBHON BIACTH:

1) ocyliecTBIA€T OIEHKY TAaKOro 3aKJIIOUECHHS JJIA OMPEACNICHUS] €r0 COOTBETCTBHS 3aJlaHHI0 Ha
MIPOBEACHUE TAHHOW SKCIEPTU3BL;

2) IpUHUMAET PEIICHUE O BKIIFOUCHNN yKa3aHHOW B 4acTh | HacTosIIel cTaThu (hapMaleBTUIECKOM
CyOCTaHIIMM B TOCYIApCTBEHHBIM peecTp JEKapCTBEHHBIX CPEICTB WM pelleHHe 00 OTKa3ze B TaKOM
BKJIFOUCHUU;

3) BHOCUT MpH TPHHITHM DEUICHHS O BKIIOUEHWH YKa3aHHOM B yacTh | HacTosmied craTbu
(dapmarieBTHUECKOM  CyOCTaHIIMM B TOCYJApPCTBEHHBIM  PEeCTp  JIEKApCTBEHHBIX  CPEACTB
MPEeTyCMOTPEHHYIO 4acThio 2 cTaThu 33 HacTosmero denepalbHOr0 3aKoHa HHGOPMAIIHIO U YBEAOMIISET
00 3TOM B 3JIEKTPOHHOMN WJIM TUCbMEHHOMN (hopMe 3asBUTEIIS.

(B pen. DenepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, o1 27.12.2019 N 462-D3)

9. OcHoBaHueM [Uisi OTKa3a BO BKJIOUEHUM YKa3aHHOM B dYacth 1 Hacrosimed cratbu
(dapmalleBTUUECKOl CyOCTaHIIMM B TOCYAApCTBEHHBIM PEECTp JEKApCTBEHHBIX CPEJICTB SBISETCS
3aKJII0OYEHNE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (PeepaIbHOTO OpraHa HUCIOJHUTEIHHOM BIIACTH O
TOM, YTO KauecTBO (papMaIieBTUUECKON CyOCTaHIIMK HE TIOITBEPKICHO MONTYUYeHHBIMH JaHHBIMU.

(uacth 9 BBeneHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-®3; B pen. PenepanbHOro 3akoHa OT
04.06.2018 N 140-D3)

10. He nomyckaeTcsi BKJIIOUEHHE B TOCYJApPCTBEHHBINH peecTp JEKapCTBEHHBIX CPEJCTB OJIHOM
(apmalleBTHUECKO CyOCTaHIINK, MPOU3BEACHHON A pealu3aldyd W BBITYCKaeMOHl OJHUM U TeM Xe
MIPOU3BOIUTENIEM, B BUE IBYX M 00JI€e peeCTPOBBIX 3aMHCEei.

(uacth 10 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHecenue n3mMeHeHn B JOKYMEHTHI Ha (papMarieBTUIECKYIO CYOCTaHIINIO, TIPOU3BEACHHYIO IS
peanu3alui U BKJIIOYEHHYIO B TOCYAApCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, OCYLIECTBISETCS B
nopsiike, ycraHoBieHHOM cTathsiMu 30 u 31 mHacrosmiero ®denepanbHOro 3akoHa, € YIUIATOM
rOCyJIapCTBEHHOM IMOLIMHBI, TPEAYCMOTPEHHOM 3aKOHOAATENBCTBOM Poccuiickoit denepanuu 0 Hajaorax
u cOopax.

(uacth 11 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12. Nomyckaetcst oOparieHue hapMareBTHUeCKIUX CyOCTaHIIUMA, MPON3BEICHHBIX IS peaTn3allui, B
TEYEHHE CTa BOCBMHUIECATH [HEH 10 W MOCIe MPUHATHS YIOJTHOMOUYEHHBIM (pelepalbHbIM OpraHOM
WCTIOTHUTEIPHOW BIJIACTH PEIICHUST O BHECEHWH W3MEHEHHUHM B JOKYMEHTHl Ha (DapMaleBTHYECKYIO
CyOCTaHIIMIO, TPOW3BENCHHYIO Ui pealu3allid ¥ BKIIOYEHHYI0 B TOCYAAapCTBEHHBIA peecTp
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JIEKapCTBEHHBIX CPEJICTB.
(dactpb 12 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

13. Pemenne 00 HCKIIOYEHWH U3 TOCYAAPCTBEHHOTO peecTpa JICKApCTBEHHBIX CPENCTB
(apmaineBTUUECKOI CyOCTaHIIMK, NMPOU3BEACHHON I pealu3aliy, NMPUHUMAETCS YHOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM UCTIOTHUTEIHLHOM BIACTH B CIy4ae:

1) mpencraBieHHs] COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCTHIOTHUTENbHOM
BIIACTH 3aKIIOUCHHUS O PUCKE WM 00 Yrpo3e >KU3HH WU 3JI0POBBIO UEIOBEKa JINOO JKUBOTHOTO TPHU
HCIOJIb30BaHUU JIEKAPCTBEHHOTO CPE/ICTBA;

2) momauu pa3pabOTYMKOM JIEKAPCTBEHHOT'O CPEACTBA WIIM IMPOU3BOJIUTENIEM JIEKAPCTBEHHOTO
cpeacTBa JIMOO YHNOJTHOMOYEHHBIM UMHU APYTUM IOPUAMYECKUM JIMIIOM 3asBICHHS 00 HUCKIIIOUEHUH M3
rOCy/IapCTBEHHOT'O PeecTpa JEKAPCTBEHHBIX CPEICTB (GapMaleBTUYCCKOW CyOCTaHIINH, MPOU3BEICHHOM
JUI pealin3alluu;

3) oTcyrcTBUs (hapMaleBTHUECKON CyOCTaHIIUU, TPOU3BEACHHOMN ISl peaiu3alni, B 00palieHuy B
Poccutiickoit deneparuu B TeUCHUE TpeX U OOJIee JIeT.

(dactpb 13 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratbs 35. YTparuna cuiy ¢ 1 uroas 2015 roaa. - @eaepanbublii 3akon ot 22.12.2014 N 429-
®3.

Crarba 36. OO:xkajnoBanue pemieHHss 00 OTKa3e B Bbllauye pa3pelieHHsl HA IPOBeleHUe
KJIMHUYECKOr0  MCCJIe0BAaHUSl JIEKADCTBEHHOI0 Ipemapara, pelleHuss 00 o0TKa3e B
rocy/IapCTBEHHOH perucTpauuy JeKApCTBEHHOIro NMpenapara, 3aK/JII0YeHUs] KOMHCCUHM JKCIEepPTOB
IKCIEPTHOI0 YUYpeKIeHUs] MU 3aKJII0UYeHHUS COBETA 10 ITHKE

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

Perienue cOOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO (eiepajabHOro OpraHa MCIOJIHUTENBHONW BIIACTH
00 OTKa3e B BbAa4Ye pa3pelIeHUs] Ha MPOBEACHUE KIMHUYECKOTO HCCIICAOBAaHUS JIEKAPCTBEHHOTO
mpernapara, pelleHHe YyKa3zaHHOro (enepanbHOro oOpraHa HCIOJHUTENBHOW BIIACTHM 00 OTKa3e B
rOCYAapCTBEHHOM pPETHUCTpalUy JIEKAPCTBEHHOI'O Mpernapara, 3aKIYeHUE KOMHCCUM JOKCIEPTOB
HKCHEPTHOTO YUPEKICHUS MU 3aKIIOYEHHE COBETa IO ITHKE MOXKET ObITh 00XajloBaHO B IOPSJIKE,
YCTAaHOBJIEHHOM 3aKkoHoJaTenbcTBOM Poccuiickoit ®denepannu. 3akiarodeHHE KOMHMCCHU OSKCIEPTOB
9KCIIEPTHOIO YYPEXKAECHHA O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IPENAapaToB JUIsl MEIUIIMHCKOTO
MIPUMEHEHHUSI TUOO O TOM, UTO JIEKAPCTBEHHBIN MpenapaT A MEAUIMHCKOrO MPUMEHEHMS HE SBIIIETCS
B3aMMO3aMEHSAEMBIM, MOXXET OBITh O00KaJOBAaHO Jep)KaTeleM WIM BIIAJENIbLEM pPETUCTPAllMOHHOTIO
YAOCTOBEpPEHHUS JIEKAPCTBEHHOTO TpernapaTa B yIOJTHOMOYEHHBIN (efepanbHbIid OpraH UCIOJIHUTETbHON
BJIACTH, KOTOPBIM NMPHUBIIEKAET K PACCMOTPEHUIO YKa3aHHOW KaJloObl MOABEJOMCTBEHHbIE €My Hay4HbIE
OpraHM3aliii W  0o0pa3oBaTeNbHbIE OpraHU3allid  BBICHIETO 00pa3oBaHUS, OCYIIECTBISIOIINE
NesTeNbHOCTh B cepe oOpallleHUs] JIEKapCTBEHHBIX CPEACTB. 3aKIIOUYEHHE KOMMCCHUHU JKCIEPTOB
AKCIIEPTHOTO YUPEXKJEHUs, O(POPMIIEHHOE II0 WTOTaM IEepPecMOTpa O0KaJOBAHHOIO 3aKIIOYEHHUS
9KCHEepTa, MOXKET OBITh OCHOPEHO JAepKaTeleM WM BIaJAeiblleM PErHMCTPALlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 Tpernapara Ju00 YHNOJHOMOYEHHBIM MMM JIMIOM B TOpSAJKE, YCTaHOBICHHOM
3akoHojaTenbcTBOM Poccuiickoit ®enepanuu. I[lpm o0XkanoBaHWM pelIeHUS YHOJHOMOYEHHOT'O
(benepanbHOro opraHa HCIOJIHUTEIBLHOW BIIACTH, 3aKJIIOYEHMsI 3KCIepTa WIM KOMHUCCHUU JKCIEPTOB
9KCIIEPTHOTO YUPEKICHUS, 3aKI0UEHHsI COBETA 10 ITHKE AeprKaTelb WIHM BIaAelel] pErUCTPAllMOHHOTO
YIOCTOBEpPEHUS JIEKApCTBEHHOTO Ipernapara 00 YIMOJIHOMOYEHHOE WMMH JIMIIO BIIpaBe MPEACTABUTH
pe3yJIbTaThl IKCIEPTU3bl JIEKAPCTBEHHOI'O Ipenapara, MPOTOKOJbl IMOJYyYEHHBIX aKKpEAUTOBAaHHBIMU
UCIBITaTEIbHBIMU JIA00PATOPUSAMHU (LIEHTPaMH) PE3YIbTATOB UCCIIEIOBAHUM, HCIIBITAHUM.
(B pen. denepanbHoro 3akona ot 27.12.2019 N 475-03)

Crarba 37. UHpopMmanusi, CBSI3aHHAA C OCYLIECTBJECHHEM TIOCYAAapPCTBEHHOH perucrpanuu
JIEKAPCTBEHHBIX NpenaparoB, HHGoOpManus 0 3aperiCTPUPOBAHHBIX JEKAPCTBEHHBIX Ipenaparax
U JIEKAPCTBEHHBIX Ipenaparax, HCKIIYEHHBIX M3 IOCYAapCTBEHHOI0 peecTpa JeKapCTBEHHbIX
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cpencTB

1. CoOTBEeTCTBYIOIMI YIIOTHOMOUYEHHBIN (eiepaabHblii OpraH UCIIOJHUTEIBHOM BIACTH pa3MenaeT
Ha cBoeM odunuaibHOM caiite B cetu "MHTepHer" WHpOpMANHIO, CBSA3aHHYIO C OCYIICCTBICHUEM
rOCy/lapCTBEHHON PETUCTPALMM JIEKAPCTBEHHBIX MPENapaTroB, B TOM YHUCIE MPOBEAECHUEM SKCIIEPTHU3BI
JIEKapCTBEHHBIX CPEACTB (BKIIIOUasl Pe3yJbTaThl €€ MPOBEACHUS), HHOOPMALIUIO O 3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIpenaparax M JIEKapCTBEHHBIX IIpernapaTax, HCKIOYEHHBIX H3 TOCYAAPCTBEHHOTO
peecTpa JEKapCTBEHHBIX CPEICTB, HE MO3JHEE 4YeM uepe3 MATh padoyux AHEW CO JHS MOIY4YEeHHUS
YIIOJIHOMOYEHHBIM (pe/iepaibHBIM OPraHOM HCTIOJIHUTENIFHOW BJIACTH COOTBETCTBYIOIIEH HHPOPMALIUH.

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 02.08.2019 N 297-D3)

2. Cpokd W TOpSNOK pa3MEUICHMs YKa3aHHOW B dYacTH | HacTosmed craTbu HHGOpMAIUH
YCTaHABIMBAIOTCS YIMOJIHOMOUYEHHBIM (heJiepaabHbIM OpPraHOM HCHOJHUTENbHOUM BiacTH. WHdopmanus,
yKa3aHHasg B 4acTH | HAcTOsIIEH CTaThH, SBISETCA OTKPBHITOW M OOIIETOCTYMHON M IMPEIOCTaBISAETCS
3aMHTEPECOBAHHBIM JIUIIaM B COOTBETCTBHUHU C 3aKOHOAaTeNbCcTBOM Poccuiickoii deneparuu.

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

I'nmaa 7. KIMHUYECKHUE UCCJIEJOBAHUS JIEKAPCTBEHHBIX
IMPEITAPATOB JJIA MEJUIIUHCKOI'O IIPUMEHEHUA, 10I'OBOP
Ob UX NTPOBEJEHUU, ITPABA TAIUEHTOB, YYHACTBYIOLUX
B 9TUX UCCJIEJOBAHUAX

Crarba 38. KiimHuYecKkue HCC/Ie0BAHNUS JIEKAPCTBEHHBIX MPenaparoB IJsi MeIUIUHCKOIO0
NpUMeHeHUs

1. Knuaudeckue MccienoBaHus JIEKAPCTBEHHBIX MPENapaTroB sl MEAMIIMHCKOTO MPUMEHEHHUS, B
TOM YHCJIE MEXTYHAPOIHBIE MHOTOIIEHTPOBBIE, MHOTOLIEHTPOBbIE, TOCTPETUCTPALIMOHHBIE, IPOBOJAATCS B
OJIHOW WJIM HECKOJBKUX MEIUIIMHCKUX OpraHu3alusiX B COOTBETCTBMU C IMpaBUJIAMHU HaJyIeXalen
KIIMHUYECKOW MPAKTUKHU, YTBEPKIECHHBIMU YIIOJTHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HCTIOTHUTENBHOM
BJIACTH, COOTBETCTBEHHO B CIIEIYIOMIMX LEJISX:

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

1) ycTaHoBieHUE O€30MaCHOCTH JIEKAPCTBEHHBIX MIPENapaToB ISl 3JI0POBBIX TOOPOBOJIBIIEB U (MITH)
MIEPEHOCUMOCTHU UX 3J0POBBIMH JT0OPOBOIIBIIAMH, 32 UCKIIOYCHHEM TaKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX
MpenaparoB, MPOU3BEICHHBIX 3a peaenamu Poccuiickoit deaepanuu;

2) noabop ONTUMATBHBIX TO3UPOBOK JIEKAPCTBEHHOTO Tperapara U Kypca JeueHUs [Tl MalUeHTOB
C ONpEACNICHHBIM 3a00JIEBaHHEM, ONTHUMAIBHBIX J103 M CXEM BaKIMHAIIMH MMMYHOOMOJOTHYECKUMU
JIEKapCTBEHHBIMU TperapaTaMu 3I0pPOBIX JOOPOBOJIBIIEB;

3) ycraHoBjeHUE 0€30MaCHOCTH JIEKAPCTBEHHOTO TIpenapara u ero 3p(OEeKTUBHOCTH JIJIs MAIIMEHTOB
C ompenencHHbIM 3a0oneBaHueM, mpodumakTudeckoir SHPEKTUBHOCTH HUMMYHOOHOIOTHYECKHX
JIEKapCTBEHHBIX NPENapaToB /s 3J0POBbIX 10OPOBOJIBIIEB;

4) u3yueHue BO3MOKHOCTH PACHIMPEHUs MOKA3aHUH A7 MEAUIIMHCKOTO TPUMEHEHUS U BBISBICHHUS
paHee HEM3BECTHBIX MOOOYHBIX JEHCTBUN 3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB.

2. B oTHOIIEHUH BOCTIPOM3BEACHHBIX JIEKAPCTBEHHBIX MPENAPATOB ISl MEAUIIMHCKOTO MPUMEHEHUS
MPOBOMATCST HMCCIICIOBAHUS OWOAKBUBAJICHTHOCTH W (WJIM) TEPANEBTUYECKON DKBUBAJICHTHOCTH B
MOPSAZIKE, YCTAHOBJIEHHOM YIIOJTHOMOYEHHBIM (efiepaibHbIM OPraHOM UCTIOTHUTENLHOM BIACTH.

3. Opranuzanuio MNpOBENEHUS KIMHUYECKUX HCCIIEeIOBaHUI JIEKapCTBEHHOTO Ipernapara s
MEIUILUHCKOTO MPUMEHEHUS BIIPABE OCYIECTBISATD:

1) pa3paboTuuK JeKapCTBEHHOTO Mpernapara Wik yIOoJHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTelnbHbIE OpraHU3allMd BBICHIETO OOpa30BaHWs, OPraHMU3AINH JIOTOJHUTEIHLHOTO
po¢eCCHOHAIIBHOTO 00pa30BaHU;

(m. 2 B pea. @exnepanbHoro 3akona ot 02.07.2013 N 185-03)
3) Hay4HO-UCCIIE0BATENbCKUE OpraHU3aIiH.
4. KivHHUYeCcKHe UCCIEeIOBaHMs JIEKAPCTBEHHOTO Ipenapara i MEAUIMHCKOrO MPUMEHEHUS
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IIPOBOJATCS. HA OCHOBAaHUM PA3PELICHUS HAa NMPOBEACHUE KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOTO
Ipernapara, BbIIAHHOTO  YIOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM HCHOJHMUTENIBHOH  BIIACTH.
YTOIHOMOYECHHBIH (eiepaabHbIil OpraH HCIIOMHUTEIBHON BIACTH BEJIET PEECTP BBIIAHHBIX pa3pelIeHuit
Ha MPOBEICHNE KIMHUYECKNX UCCIIENI0BAaHUM JIEKaPCTBEHHOIO Mpernapara, CoAepKallui yKa3aHue Ha UX
L[€J1b UJIU 11€JIM, B YCTAHOBJIEHHOM 3TUM OPI'aHOM MOPSIKE.

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. ¥Yrparun cuny ¢ 1 utons 2015 roaa. - @exnepanbublii 3akoH oT 22.12.2014 N 429-03.

6. K opranmsanum npoBelcHMs KIMHUYECKUX HCCIECJOBAHMM JIEKapCTBEHHOIO Ipernapara s
MEIUIMHCKOTO IPUMEHEHUs pa3pabdOTUYMKOM JIEKQpCTBEHHOIO Ipenapara MOTYT IIPHUBIIEKATHCA
IOpUIMYECKHE JiMna Jr00H  OpraHM3allMOHHO-TIPABOBOM  (OpMBI IpHU  YCIOBUM  0OecHeueHUs
COOTBETCTBHS 3THUX HCCIIEA0BaHUN TpeOOBaHUIM HacTosero denepalbHOI0O 3aKOHa.

Koncynprantllmtoc: npumeuanue.

B Hacrosimee BpeMmsi JEHCTBYIOIIMM 3aKOHOAATEIbCTBOM HE YCTAHOBJIEH MOPSANOK aKKpeAUTALUU
MEAMIIMHCKUX OpraHM3alvii Ha MpaBO MPOBEICHUS KIMHUYECKUX HCCIIEOBAHUMA JI€KapCTBEHHBIX
npenapatoB Juis  MeguinuHckoro mnpumenenus. Jlo 01.01.2021 nelictBoBasio IlocraHoBieHue
[IpaButenscrBa PO ot 03.09.2010 N 683.

7. KiuHudeckue HCCleOBaHUs JIEKAapCTBEHHBIX IPEnapaTroB Ui MEIUIUHCKOIO NPUMEHEHUS
MMpoOBOAATCA B MCIAUIHMHCKUX OpraHusanugax, aKKpCIUTOBAHHBIX YIIOJIHOMOYCHHBIM (bellepaJIBHI)IM
OpPraHoM MHCIIOJHUTEIbHON BJAacTH B MOpsAJKe, ycTaHoBiIeHHOM IlpaButenscTBoM Poccuiickoii
denepanuu.

8. IlepedyeHp MEIMIMHCKMX OpraHU3alMii, HUMEIOIUX [PaBO HPOBOIUTH KIMHUYECKUE
HCCIICAOBAaHMA JICKAPCTBCHHLBIX IIp€apaTtoB A MCIULIMWHCKOTO IMPUMCHCHHUSA, M PCCCTP BBIJAHHBIX
paspelieHuii  Ha ~ IpPOBEAEHUE  KIMHUYECKMX  HUCCIEOBaHMHM  JICKApCTBEHHBIX  IpenapaTroB
OHy6JII/IKOBBIBaIOTC$I U pasMCIIaroTCsaA YIOJHOMOYCHHBIM (1)6I[CpaJII)HI)IM OopraHom HUCITIOTHUTEILHON
BJIACTU B YCTAHOBJIEGHHOM UM IOps/IKE Ha CBoeM odulimaibHOM caiite B cetu "MHTepHeT".

Crarpa 39. PemeHue 0 npoBeJeHHM KJIMHHYECKOr0 HCCIEIOBAHUS JIEKAPCTBEHHOIO
npenapara Jjsi MeIMIHHCKOr0 NPpUMeHeHu sl
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KimHnueckoe wuccineoBaHuMe JIEKapCTBEHHOIO Ipemnapara Uil MEIULIHUHCKOTO MPUMEHEHHS
MIPOBOJMTCS. HA OCHOBAaHWM pa3pellieHus] Ha MPOBEJCHUE KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpernapara, BBIAAHHOTO YIOJIHOMOYEHHBIM (eepanbHbIM OpraHOM HCIOJIHUTENBHONW BJIACTH IO
pe3ysibTaTaM SKCIEpPTU3bl JIOKYMEHTOB, HEOOXOMUMBIX Ul MONYYEHMsI pa3pellieHHs] Ha IpPOBEICHHE
KJIIMHUYECKOTO NCCIIEI0BaHM JIEKAPCTBEHHOTO MIpenapaTa U STHYECKON IKCIIEPTU3HL.

2. Jlng mosyyeHusl pa3pelieHHs] Ha MpPOBEACHHE KIMHUYECKOTO HCCIIEIOBaHMS JIEKapCTBEHHOIO
npernapara Jjas MeIUIMHCKOr0 MPUMEHEHHUs 3asiBUTEINb MPEJICTABIISAET B YIIOJHOMOUEHHBIN (eepaabHbIit
OpraH HCIOJIHUTEIBHOM BIIACTH!

1) 3asiBI€HNE O BBIJAYE pa3pellieHUs] HA IPOBEACHNE KIMHUYECKOTO UCCIEA0BAaHUS JIEKAPCTBEHHOTIO
npernaparta Jiisi MEIUIUHCKOTO IPUMEHEHUS;

2) KOnuM JOKYMEHTOB, MOATBEPKAAIOIIMX YIUIATy TOCYAAPCTBEHHOM MOLUIMHBI 3a MPOBEIECHUE
STUYECKOM SKCIEPTHU3bl, SKCIEPTH3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM mpenapar s MOJIy4YeHHs
paspellleHuss Ha TPOBEACHHE KIMHUYECKOTO MCCIENOBAaHUSA JIEKapCTBEHHOTO Ipenapara Juisd
MEIUIIMHCKOTO TPHUMEHEHUs, 3a BbIJAuy pa3pelieHuss Ha IMpOBEIEeHUE KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOI'O Ipenapara il MEIULMHCKOTO IPUMEHEHHUS, 3a IPOBEACHHUE 3KCIEPTU3bI JOKYMEHTOB
Ha JIEKapCTBEHHBIM TMpemnapar i TMOJIyY€HHUsS pa3pellieHuss Ha NPOBEIACHHE MEXIYHapOIHOTO
MHOTOLIEHTPOBOTO KJIMHMYECKOTO HCCIIEJOBaHMUs JIEKapCTBEHHOIO IIpernapara Uil MEAUIMHCKOrO
NPUMEHEHUsI, 3a BbIJAUy pa3pelieHuss Ha MPOBEIEHHE MEXIYHApOJHOTO MHOTOIIEHTPOBOIO
KJIIMHUYECKOTO HCCIIEJOBaHUS JIEKAPCTBEHHOI'O IIpernapara Uil MEIUIMHCKOrO IPUMEHEHMs, 3a
MIPOBEJICHUE OSTUYECKOW HKCHEPTU3BI, SKCIEPTU3bl JIOKYMEHTOB Ha JIEKapCTBEHHBIN Mpenapar s
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MOJyYeHUs pa3pelieHuss Ha TMPOBENEHHE MOCTPErHMCTPALMOHHOTO KIMHUYECKOTO HCCIIEIOBAaHUS
JIEKapCTBEHHOI'0 Mperapara Ui MEAUIIMHCKOTO0 MPUMEHEHHU, 32 BbIJauy pa3pellieHHs] Ha MpPOBEICHHE
IIOCTPETUCTPALIMOHHOIO KIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOIO IpernapaTa s MEAMIMHCKOIO
MIPUMEHEHUS;

(B pen. @exnepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) NpOTOKON KIMHUYECKOrO MCCIEA0BAaHUs JIEKAPCTBEHHOTO IIpernapara s MEIULUHCKOTro
MIPUMEHEHHS;

4) OpoIIOpY UCCIICI0BATEIIS;

5) uaopMaMOHHBIN JIMCTOK NAIUEHTA;

6) cBeneHus o0 oOmbITe PabOTHI HMCCIEAOBATENEH MO COOTBETCTBYIOIIMM CHEHHAIBHOCTSIM U HX
OTIBITE PAOOTHI IO MPOBEACHUIO KIIMHUYECKUX MCCIIEJOBAHUM;

7) cBeaeHHMS O MEIMUMHCKUX OpraHu3alMsX, B KOTOPBIX IMPEAINOoJaraeTcs IpOBeIeHUE
KJIIMHUYECKOTO HCCIIE0BaHMs JIEKAPCTBEHHOI'O Ipernapara il MEAMIMHCKOIO IPUMEHEHUs (IOJHOE U
COKpallleHHOE€ HAaUMEHOBaHUS, OpPraHU3allMOHHO-TIpaBOBas (opMa, MECTO HaXOXKJIECHUS M MECTO
OCYIIECTBIICHHS JIEATENLHOCTH, TelaedoH, Tenedakc, aapec MEeKTPOHHON MOYTHI KaXI0W MEAMIIUHCKOM
OpraHU3aINH ),

8) cBemeHUs O MPEANOJaraéMblX CpOKax IPOBENEHUS  KIMHUYECKOTO  HCCIIEeIOBaHUS
JIEKapCTBEHHOT'O Ipernapara Juisi MeJUIITHCKOTO PUMEHEHHUS;

9) xomuio AOroBOopa OO0s3aTEIBHOTO CTPaxXOBaHMUS, 3aKIIOYEHHOTO B COOTBETCTBHHM C THUIIOBBIMHU
MpaBWJIaMUd  00SI3aTEILHOTO CTPAaXxOBaHMs, C YKa3aHUEM MPEJebHONM YHCIEHHOCTH IMalueHTOB,
Y4acTBYIOUIMX B KJIMHUYECKOM HCCJIEIOBAaHUU JIEKAPCTBEHHOTO Ipenapara i MEIUIMHCKOrOo
MIPUMEHEHUS;

10) uadopmaruio o coctaBe JIEKapCTBEHHOTO MperapaTa ik MEIUIIMHCKOTO TPUMEHEHUS;

11) mOKyMEHT, COCTaBJICHHBIA MPOU3BOAUTENIEM JIEKAPCTBEHHOI'O Mpenapara Juisi MEAUIMHCKOTO
IIPUMEHEHUSI U COJEpKAIMM IOKazaTenu (XapakKTepUCTHKH), a TAaKKE CBEACHHS O JIEKAPCTBEHHOM
mpemapate s MEAULHUHCKOTO MPUMEHEHHUS, MPOU3BEIEHHOM [UJIsl TMPOBEACHUS KIMHUYECKUX
HCCIICIOBAHNH;

12) cBeneHus o Jate MPEeAOCTABICHHUS U PETUCTPALMIOHHOM HOMeEpe JIHMIIEH3MH Ha MPOHU3BOJICTBO
JIEKapCTBEHHBIX CPEJCTB B Cly4yae, €ClIid MPOU3BOJACTBO JIEKAPCTBEHHOI'O IpernapaTa OCYIIECTBISETCS B
Poccuiickoit ®enepanuu, WIM CBEICHHUS O JaTe NPEAOCTaBIEHHS U PETUCTPALMIOHHOM HOMeEpe
3aKJIIOYEHHS O COOTBETCTBMM IIPOM3BOJAUTENS JIEKAPCTBEHHOI'O IIpernapaTa TpeOOBaHUSAM IpaBUIl
Ha/IIeKalleid MpOU3BOJACTBEHHON NPAaKTUKU, MPEAOCTABICHHOIO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl
MIPOU3BOIUTEIS JIEKAPCTBEHHOI'O IIpernapara.

(B pen. DenepanbHbix 3aKkoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2.1. B cnyyae HenpeaCTaBIE€HUS C 3asBJIEHHEM O BbIJAu€ pa3pelleHus Ha MpPOBEACHUE
KJIMHUYECKOT'O MCCIIEIOBAHNUS JIEKAPCTBEHHOIO Mpenapara Jilsi MEAULUHCKOTO IPUMEHEHHUsT TOKYMEHTOB
(cBeneHwmii), MOATBEPXKIAIOIINX YIUIATy TOCYIapCTBEHHOW MONUIMHBI U YKa3aHHBIX B MyHKTE 2 YacTH 2
HacTOsIIIeH CTaTbHM, a TaKXe BbIJaBaeMbIX (MPEIOCTABISIEMbIX) YIOJIHOMOYEHHBIMH (eepaTbHbIMU
OpraHaMM HCIIOJIHUTENBHON BJIACTH JOKYMEHTOB (CBEJEHMIl), yKa3aHHBIX B IyHKTe 12 uactu 2
HaCTOsIIIeH CTaTbH, YMOJHOMOUYEHHBIH (eepanbHblii OpraH MCHIOJHUTENbHON BIAcTH 3amlpallinBaeT
yKa3aHHBIE  JOKYMEHTHI  (CBeIeHHs) B  TOPSAIAKE  MEXKBEIOMCTBEHHOTO  HH()OPMAIMOHHOTO
B3aUMOJICHCTBHSL.

(uactsb 2.1 BBeneHa DenepalibHbIM 3aK0HOM OT 27.12.2019 N 478-D3)

3. B cpok, He MpeBbIIAONINHA MATH padoyuX JHEH co AHS MPUHATHS YKa3aHHOTO B MyHKTE | yacTtu
2 HACTOSIICW CTaThbU 3asBIICHHUSI W HEOOXOAMMBIX JOKYMEHTOB, YIIOJTHOMOYECHHBIH (elepaibHbIi OopraH
UCTIOJHUTEJILHON BIACTH:

1) IpOBOIUT MPOBEPKY MOJTHOTHI U JIOCTOBEPHOCTH CBEICHUH, CONEPIKAIINXCS B MPEICTABICHHBIX
3asBUTENIEM JIOKYMEHTAaX;

2) MpUHUMAET peIIeHHe O MPOBEACHUU IKCIEPTH3BI JOKYMEHTOB IJIsl MTOJyYSHHs pa3pelieHus Ha
MIPOBE/ICHNE KIIMHUYECKOT0 UCCIEeI0BaHMs JIEKAPCTBEHHOT0 MpernapaTa /Uil MeIUIIMHCKOTO PUMEHEHUS
Y ATUYECKOH 3KCHEepTU3bl WM 00 OTKa3e B MPOBEACHUH YKa3aHHBIX HKCIEPTHU3;

3) yBemomisieT B AJEKTPOHHOW (GopMe MM Ha OyMaKHOM HOCHTENE 3asBUTENS O MHPUHATOM
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pereHny 100 B Cilyyae MPUHATHS PELICHUsI 00 OTKa3e TaKKe C yKa3aHHEeM MPUYHH TaKOTO 0TKas3a;

4) moAroTaBIMBAaeT M HAINPABIAET B HKCIEPTHOE YUPEKIEHUE M COBET IO ITHKE 3a/JaHUE Ha
IIPOBEACHUE COOTBETCTBYIOIIUX IKCIIEPTHU3.

4. B ciay4ae BBIABJIEHUS HENOJHOTHI U (WJIM) HEJOCTOBEPHOCTH MH(pOpPMALMU, COAepiKalieiics B
MPEJCTAaBICHHBIX 3asBUTEIEM JOKYMEHTaX, YHNOJHOMOUYEHHBIN (herepanbHblii OpraH HMCIOJHHUTEIbHON
BJIACTU HAIIPABIISAET 3asBUTEIIO 3alIpOoCc 00 YTOYHEHUH yKa3aHHOM MH(popMmanuu. JaHHbIM 3amipoc MokeT
OBITH TepeNaH YHOJHOMOYEHHOMY MPEJCTABUTENIO 3asgBUTENS JMYHO IO/ PACIUCKY, HAIpaBJICH IO
[IOYTE 3aKa3HbIM IHMCbMOM WM IEpeJjaH B JIEKTPOHHOH (opMe M0 TeIeKOMMYHHUKALMOHHBIM KaHallaM
cBA3U. B ciywyae HampaBieHus [AaHHOIO 3ampoca IO IOYTE 3aKa3HbIM I[MCbMOM OH CYHUTAaeTCs
IIOJyYEHHBIM IO UCTEUEHMHU IECTH AHEW C JaThl HAIpaBJICHUS 3aKAa3HOTO MUCbMA. 3asBUTENb 00s3aH
MPEJCTaBUTh OTBET Ha 3alpoC YIMOJIHOMOYEHHOTO (hefepaibHOTO OpraHa HCHOJHUTEIHHOM BIIACTH B
CpPOK, HE IIPEBBIIIAIOIINN JIeBIHOCTa pabounx aHel co aHA ero nomydeHus. Cpok, yKa3aHHBIA B yacTu 3
HACTOSIIEH CTAaTbH, IIPUOCTAHABIIMBACTCS CO JIHs HAIIPABICHUS 3asiBUTENIO 3alIPOCa YIIOJIHOMOYEHHOI'O
(benepanbHOro opraHa UCIOJIHUTEIBHOM BIACTH O JHA MOJXYYEHHUS UM COOTBETCTBYIOLIETO OTBETA U HE
YYUTBIBACTCA TPU HMCUYHCICHUM CpOKa MPUHATHS  YIOJHOMOYEHHBIM (elepalbHbIM  OpPraHOM
HCIIOJIHUTEJILHOM BIIACTH PELICHMsI O MPOBEACHUN dKCIIEPTU3bI JOKYMEHTOB /IS ITOJIyYE€HUS pa3pelIeHUs
Ha IPOBEJICHHUE KIMHUYECKOIO MCCIECIOBAHMs JIEKAPCTBEHHOIO IIpernapara il MEAMIMHCKOIO
IIPUMECHEHHS.

5. OcHoBaHMEM JJIsl OTKa3a B MPOBEACHUM SKCIEPTU3bI JOKYMEHTOB JUIS MOJIYYEHUs pa3perieHUs
Ha [IPOBEJEHUE KIMHUYECKOIO MWCCIENOBAaHUSA JIEKAPCTBEHHOIO Ipenapara Juisi MEAMIMHCKOIO
IIPUMEHEHHsI W OTUYECKOM DKCHEPTHU3bl SBIIETCS INPEICTABICHUE JOKYMEHTOB, IPEAYCMOTPEHHBIX
YacThl0 2 HACTOALIEH CTAaThbU, B HEMOJHOM OOBbEME, HENpE/ACTaBJICHUE 3asBUTEIEM B YCTAHOBJICHHBIN
CpPOK OTBETa Ha yKa3aHHBIH B YacTH 4 HACTOAIICH CTAaThH 3alpoC YIMOJHOMOUYEHHOTO (enepanbHOro
OpraHa HCHOJHMUTENIbHOM BiacTu JUOO OTCYTCTBHE B IPEICTABICHHBIX JOKYMEHTaX HCUEPIIBIBAIOLIETO
nepevyHs HeoOxonuMmon uHGoOpMaMK WM WHPOPMALMU, KOTOpas JOJDKHA OBITh OTpaKeHa B HHUX, a
TaKXe OTCYTCTBHE HH(OpMalLUH, MOATBEpXKAaroled (akT ymiarel rocyJapcTBEHHOM MOLUIMHBL 3a
IIPOBEACHUE 3TUYECKOW OKCIEPTHU3BI, IKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar s
MIOJIyYEHUS pa3pellIeHus] Ha MPOBEICHUE KIMHUYECKOTO UCCIENOBAHUs JIEKAPCTBEHHOIO Ipernapara s
MEJIULMHCKOTO INPUMEHEHHUs, 3a BbLJAaYy pPA3pelIeHUs] Ha MPOBEJICHUE KIMHUYECKOTO MCCIIECIO0BAHUSA
JIEKApCTBEHHOI'0 IIpernapara Uil MEIULMHCKOTO IIPUMEHEHHUs], 3a NIPOBEICHUE DKCIIEPTU3Bl JOKYMEHTOB
Ha JICKAPCTBEHHBIM IIpenapar I T[OJYy4YEHHs] pa3pelieHHss Ha IPOBEICHHE MEXKIYHAPOIHOTO
MHOT'OLICHTPOBOI'O KJIIMHUYECKOTO HCCIEAOBAaHUA JIEKAPCTBEHHOIO IIpermapara sl MEAUIMHCKOIO
IIPUMEHEHHUsI, 3a BbLJAYy PpAa3pelleHHs] Ha MPOBEACHUE MEXKIYHAPOJHOIO MHOTOLIEHTPOBOIO
KJIIMHUYECKOT0 MCCIIEOBAaHUs JIEKAPCTBEHHOIO IIpenapara il MEIULHMHCKOrO IIPUMEHEHUS, 3a
MIPOBEACHUE 3THUYECKOW OKCIEPTU3Bl, SKCHEPTHU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar s
MOJIyYEHUSI PA3pelleHuss Ha IPOBEACHUE IOCTPErMCTPALIMOHHOIO KIMHUYECKOrO0 HCCIEHOBaHUSA
JIEKAPCTBEHHOI0 Ipernapara Uil MEJULIMHCKOrO0 NPUMEHEHHMs, 3a BbIJIady pa3pelieHus] Ha IPOBEICHUE
IIOCTPETUCTPALUOHHOIO KIMHUYECKOTO MCCIENOBaHUA JIEKAPCTBEHHOIO Iperapara i MEAULMHCKOIO
IIPUMEHEHHS.

6. IlpoBeneHue »HKcHEpTHU3Bl JOKYMEHTOB I IIOJY4YEHHUS pa3pelleHHs Ha IPOBEIECHUE
KJIMHMYECKOT'O MCCIIEI0BAHMS JIEKAPCTBEHHOIO Mpernapara JUisi MEIUIMHCKOTO IPUMEHEHHS U STHYECKON
JKCIIEPTU3BL, COCTABIEHUE KOMUCCUEN DKCIIEPTOB U COBETOM I10 OTUKE 3aKIHOYEHUN O BO3MOKHOCTU HIIU
HEBO3MOKHOCTH ITPOBEICHMS TAKOTO KJIMHUYECKOIO MCCIEAOBAHUS U HAIPAaBJICHUE 3THX 3aKIOYEHUHN B
YIIOJIHOMOYEHHBIH (efiepalibHbIii  OpraH MCIOJHUTENBPHOW BJIACTH OCYIIECTBISIIOTCS B CPOK, HE
MPEBBIIIAIOIINN TPUALIATH PAOOUMX JHEH CO AHS TOJTYYEHHsI SKCIEPTHBIM YUPEKICHHEM 3aJaHUs
YIIOJIHOMOYEHHOTO (peIepaIbHOr0 OpraHa HCIOJHUTEIFHOW BIIACTH C MNPUJIIOKEHHEM JOKYMEHTOB,
yKa3aHHBIX B TyHKTaxXx 3, 4, 10 m 11 gacTtu 2 HACTOSAMICH CTaThbW, W COBETOM IO 3THKE 3aaHMs
YIIOJIHOMOYEHHOTO (peIlepaIbHOr0 OpraHa HCIOJHUTEIBHOW BIIACTH C MNPUJIIOKEHHEM JTOKYMEHTOB,
YKa3aHHBIX B MMyHKTax 3 - 6, 8 m 9 yacTu 2 HacTOsAMIEH CTAThU.

7. B cpok, He NMPEeBBIIIAOIMUIN MATH pabOUYMX JHEH O JHS MOJyYeHHs 3aKIIOUEHHH, YKa3aHHBIX B
yacTu 6 HAacTOsIIEN CTaTbH, YIIOJTHOMOYEHHBIN (eepabHbIil OpraH UCIOTHUTEIbHONW BIACTH:

1) ocymiecTBiIsAET OLEHKY NOCTYNMUBIINX 3aKIIOUEHHUH ISl ONPEIEIEHNS UX COOTBETCTBUS 3alaHUsIM
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Ha IPOBEJCHUE COOTBETCTBYIOIIMX IKCIEPTHU3;

2) mpUHUMAET pelleHHE O BbIJAYe pa3pelIeHUs Ha IPOBEIEHUE KIMHUYECKOTO MCCIEeIOBAHUS
JICKApCTBCHHOTI'O Ipfriapata Jid MCAULIHWHCKOIO IMPUMCHCHHUA HIIN 00 oTKa3ze B BbLJAYC YKa3aHHOTI'O
paspeLleHus;

3) BbIAET pa3pelleHue Ha NPOBEJACHUE KIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOIO Ipenapara
VIl MEAMLIMHCKOrO INPHMEHEHHUs WIM pelleHne o0 OTKa3e B BbIJau€ YKa3aHHOIO pa3pelieHust ¢
yKa3aHUEM IPUYUH OTKa3a.

8. OcHOBaHMEM JJIs1 OTKa3a B BblJaye pa3pellieHus] Ha MPOBEAECHUE KIMHUYECKOI'O HCCIIEIOBAaHUS
JICKApCTBCHHOTI'O IMTperiapaTa i1 MCAUIHUHCKOIO NPpUMCHCHUA ABJIACTCA HAJIMYUC 3aKIIFOYCHHUSA KOMUCCHUU
SKCHEPTOB MJIM 3aKJIIOYEHUS COBETa I10 ATHKE O HEBO3MOXHOCTH IPOBEIEHHS KIMHUYECKOIO
HCCIIEIOBaHMs JIEKAPCTBEHHOIO0 Ipenapara s MEAMIMHCKOrO0 IPUMEHEHMsI 10 pe3yibTaTaM
IIPOBE/IEHHBIX KCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO 6 HACTOALIEH CTaThU.

9. Pemenne 00 OTKa3e B MPOBEACHUM IKCHEPTH3BI JOKYMEHTOB Ui IMOJXYYEHHUS pa3pelicHHus Ha
IIPOBE/IEHUE KIIMHUYECKOr0 UCCIEe0BaHMs JIEKAPCTBEHHOr0 Ipenapara Uil MeIUIUHCKOrO IPUMEHEHUS
M DTUYECKOM OKCIICPTU3bI W B BbBLAAYC pa3spClICHUA Ha HNPOBCACHUC KIMHHUYCCKOIO HCCICIOBAHHA
JIEKapCTBEHHOI'0 Ipernapara Uil MEJAULUHCKOTO MPUMEHEHHsS MOXKET ObITh 00XaJloBaHO B IOPSJKE,
YCTaHOBJIEHHOM 3aKoHozarenbcTBoM Poccuniickoit denepanun.

Cratbs 39.1. DTnueckas IKcnepTU3a
(BBenena denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. DTnyeckas skcrnepTU3a MPOBOJUTCS COBETOM IO ITHUKE, CO3/JaHHBIM B IOPSAJKE, YCTaHOBIECHHOM
YIIOJTHOMOYEHHBIM (pe/IepabHBIM OPTaHOM HCIIOJHUTEIBHON BIACTH, B LENAX BBIIAYM 3aKIIOYECHUS 00
TUYECKOW O0OOCHOBAHHOCTH BO3MOYKHOCTH HPOBEIEHUS KIMHUYECKOI'O MCCIEOBAHUS JICKApPCTBEHHOIO
npenapara Jyisi MEIULUHCKOTO IPUMEHEHUS.

2. DKcrepTaMy COBETa IO ITHKE MOTYT ObITh NMPEICTABUTEIN MEAULIMHCKUX OpraHU3alii, HayYHbIX
OpraHusanuii, o0pa3oBaTeNbHBIX OpraHU3alMil BhICHIETO 00pa3oBaHUs, a TaKXKE MPEICTaBUTENIN
OOIIIECTBEHHBIX OpraHM3alUi, PEIMIHO3HBIX OpraHU3alMil U cpeicTB MaccoBoi MHpopmaruu. /laHHble
SKCIEPTHl HE JIOJKHBI HAXOAUTHCA B KAaKOW-TMOO 3aBHCHUMOCTH OT pa3pabOTUMKOB JIE€KApPCTBEHHBIX
IIPENapaToB U APYTHUX JIAL, 3aNHTEPECOBAHHBIX B PE3YJIbTATaX 3TUYECKOU IKCIIEPTU3HI.

3. Omnata yciayr SKCIEPTOB COBETa IO 3THKE OCYIIECTBISETCS Ha OCHOBAHMM JIOTOBOPA,
3aKJIFOYEHHOTO MEXy YHNOJHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HCIOJHUTENBHON BIIACTH, KOTOPBIM
CO3/IaH COBET IO JSTHUKE, M OHKCIEPTOM COBETa MO JTHKE, 3a CYeT OIJKETHBIX AaCCUTHOBAHUM,
MPEJYCMOTPEHHBIX YIOJIHOMOYEHHOMY (ellepaJbHOMY OpraHy HCIOJHUTENBHOW BIIACTH, KOTOPBIM
CO37IaH COBET MO J3THKE, B (pepeparbHOM OIO/KETe Ha COOTBETCTBYIOIIMHN TOJ Ha OOECIeYeHHE ero
NEeATEIbHOCTH, B pa3Mepax, ycraHoBlIeHHbIX [IpaBurensctBom Poccniickoit denepanumu.

4. DkcnepTbl coBeTa MO ATHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanun.

5. CocTaB coBeTa 10 3TUKE, [T0JIOKEHHE 00 3TOM COBETE, MOPSIIOK €ro AeSITEIbHOCTH, TPEOOBaHUS K
KBAJIM(HUKALIMU U ONBITY PaOOTHI 110 SKCIEPTHOM OLEHKE HAyYHBIX, MEIUIIUHCKUX U ITUYECKHX aCIEKTOB
KIIMHUYECKUX  HCCIIEOBAaHUM  JIEKAPCTBEHHBIX IpEenapaTroB s MEAMIMHCKOTO MPUMEHEHHUS,
IIPENBABISAEMBIE K DKCIIEPTaM COBETa IO JTHUKE, IMOPSJIOK OpPraHU3alMd M IPOBEIEHUS ITHUYECKOU
SKCIIepTHU3bl, (popMa 3aKIIOYEHHsI COBETA MO 3TUKE YCTAHABIIMBAIOTCS YIMOJIHOMOYEHHBIM (heepanbHbIM
OpraHOM MCIOJIHUTENbHOW BiacTH. YMciao mpencraBuUTeNeld MEAMIMHCKMX OpraHM3aluii HE MOKET
MPEBBILIATH MOJOBUHY OT OOIIETO YUCIIa HKCIIEPTOB COBETA IO ITUKE.

6. Mudopmanus o coctaBe coBeTa MO AITHKe, IJIaHAaX €ro paboThl M TEKyLIeH IesTeNbHOCTH
pa3Meniaercd Ha OQUIMAIBHOM CaiTe YIOJIHOMOYEHHOTO (erepaqbHOro opraHa HCHOJHUTENbHOM
BJIACTH B ceTH "VIHTEepHET" B yCTAaHOBIEHHOM UM IOPSIZIKE.

Crarba 40. IlpoBeaeHHe KIMHHUYECKOIO0 HCCICAOBAHMA JIEKADCTBEHHOI0 Ipenapara s
MEAUIMHCKOIO MIPUMEHEHUSA
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1. PykoBomuTenb MEIMLMHCKONW OpraHU3alHd, KOTOpas IMPOBOJUT KIMHUYECKOE HCCIIEIOBAHUE
JEKapCTBEHHOrO  Ipemapara s MEAMLIMHCKOIO  INPUMEHEHMs, Ha3HA4aeT  MCCIeA0BaTels,
OTBETCTBEHHOT'0 3a TPOBEICHHE TAKOTO KCCICJOBAHUS W HUMEIOIIETO JIEYEOHYIO0 CIEIHaIbHOCTb,
COOTBETCTBYIOLYK0 IPOBOJUMOMY KIMHHYECKOMY MCCIENOBAHUIO JIEKAPCTBEHHOIO IIperapara, co
CTa)keM palboThl IO MporpaMmaM KIMHUYECKUX HMCCIEJA0BAaHUM JIEKApCTBEHHBIX IPENapaTOB HE MEHee
4yeM TpU ToJa M IO €ro NpeUIoKEHUI0 HAa3HAYaeT COUCCIIECNOBATeNIed M3 4YMCiIa Bpaded dSTOU
MEIULUHCKON OPraHU3alUU.

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

2. WccnenoBarenb OCYILIECTBIISIET BbIOOp MALIMEHTOB, KOTOPBIE 10 MEIUIMHCKUM I1OKa3aHMSIM
MOTYT OBbITh NPHBJICYEHBl K YYaCTHIO B KIMHMYECKOM HCCIIEIOBAaHMU JIEKAPCTBEHHOrO Ipernapara s
MEAULIMHCKOTO IPUMEHEHHUS.

3. MHccnemoBatenb U COMCCIENOBAaTENM JIOJDKHBI OBITh O3HAKOMIIEHBI C  pe3yJbTaTaMu
JOKITMHUYECKOTO  MCCIIEJOBAHUS  JICKAPCTBEHHOTO  CPEACTBA,  COJACPKAIIMMHUCS B Oporrope
UCCIIEI0BATENA, MPOEKTOM IPOTOKOJIA KIMHUYECKOIO HCCIIENOBAHMS JIEKAPCTBEHHOIO IIpernapara Juis
MEIULMHCKOTO MPUMEHEHHs, pa3padOTaHHBIM pa3pabOTYMKOM JICKAPCTBEHHOTO MIpernapara WM HHBIM
IOpPUAVYECKUM JIMIIOM, IIPUBJIEKA€MbIM K OPraHU3allUd IPOBEIEHUS KIMHUYECKOIO HCCIIEIOBAHMS
JIEKapCTBEHHOI'0 IIpernapara s MEIULHUHCKOIO MPUMEHEHUs, U JAPYTMMH MaTepuajllaMd TaKoro
UCCIIEIOBaHUS.

3.1. PykoBoauTeslb MEAULIMHCKON OpPraHM3alii B CPOK, HE MPEBBIIAIOIINMN TpeX padodux JHEH co
JHS Havajla [IPOBENEHUS KIMHUYECKOrO MCCIEIOBAHMS JIEKAPCTBEHHOI'O Ipernapara JUisi MEAULMHCKOTO
IIPUMEHEHHUs, co00IIaeT 00 3TOM B YINOJHOMOYEHHbIN (hefepaibHbli OpraH MCIOJHUTEIbHON BJIACTH,
BBIJIABIINN pa3pellieHue Ha MPOBEICHHE TAaKOTo UCCIIE0BaHMsI, IO YCTaHOBICHHOM UM dopMme.

(uactsb 3.1 BBeneHa @enepasibHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. Opranuzauuy, OCYHIECTBIIIOIINAE OPTraHU3ALMI0 IPOBEIEHUS KIMHUYECKOIO HCCIIEN0BaHUS
JIEKapCTBEHHOI'0 IIpernapaTta JUisi MEIUWLUHCKOrO IPUMEHEHUs W yKa3aHHble B 4YacTd 3 craTbu 38
Hacrosiero denepanbHOrO 3aKOHA, B Cllydyae HEOOXOJUMOCTH BHECEHHS M3MEHEHUH B MPOTOKOJ
KIIMHAYECKOTO HMCCIIEOBAHUS JIEKAPCTBEHHOTO Iperapara Jjisi MEAUIUHCKOTO TPUMEHEHHUS! COOOIIA0T
00 3TOM B YIIOJTHOMOUYEHHBIH (pesiepanbHblii OpraH MCHOJIHUTEILHON BJIACTH, BBIAABIIUI pa3pelieHue Ha
MIPOBEJICHUE TAKOT'O UCCIIEI0OBaHMS, 110 YCTAaHOBIEHHOUN UM (hopMme.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. ®opma cooOLIEHUSI O BHECEHWUM M3MEHEHHl B MPOTOKOJ KIMHUYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOI'0 IIpernapara JUisl MEIULUHCKOTO IPUMEHEHUS 0JKHA COJEPKATh CIEAYIOINE CBEACHMUS:

1) HaumeHOBaHKe, NIEHTU(UKALIMOHHBIA HOMEpP U JlaTa MPOTOKOJIA KIMHUYECKOTO UCCIIEIOBaHMS;

2) nata BHECEHUS U3MEHEHHH B IPOTOKOJ KJIMHUYECKOTO UCCIIEIOBAHNUS;

3) HaMMEeHOBaHUE U MECTO HAXOKJICHUS 3asBUTEIIS,;

4) HauMEeHOBaHHE OpraHHW3allld, NPUBJICUEHHON pPa3pabOTUMKOM JIEKApCTBEHHOI'O Ipernapara K
OpraHM3alMK MIPOBEICHUS KIMHUYECKOT0 UCCIIEIOBaHUS (IIPU HAJIMYUN);

5) HaMMEHOBAaHMS W MeECTa HAXOXJIEHHS METUIMHCKUX OpraHu3alMii, B KOTOPBIX HPOBOIUTCA
KJIIMHUYECKOE UCCIIEJIOBAHMUE;

6) nara BBIJAYM pPa3pelIeHUs Ha MPOBEJCHHME KIMHMYECKOTO HCCIICAOBAHUS M HOMEpP 3TOrO
paszpeleHus;

7) N3MEHEHUs1, BHOCUMBIE B IPOTOKOJI KIIMHUYECKOTO UCCIIEIOBaHUS.

(uactsb 4.1 BBenena ®enepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MpeBBIIAOMUI TpUAIATH PabOYNX JHEH CO JIHS MOJyYeHUs YKa3aHHOro B yactu 4
HACTOAIIEH CTaTbU COOOIIECHHUS, YIOJTHOMOYEHHBIM (enepanbHblii OpraH HCIOJIHUTEIbHONW BJIAcTH
paccMaTpUBaeT 3TO COOOIEHHE B YCTAaHOBJIEHHOM MM TMOpsJAKE U MPUHUMAET pEIIeHHE O BHECEHUHU
W3MEHEHUH B MPOTOKOJ KIMHUYECKOTO HCCIIEeIOBaHUS JIEKAPCTBEHHOrO Mpenapara Ui MEAUIIMHCKOTO
IpUMEHEHHs WM 00 OTKa3ze BO BHECEHMM TakuxX u3MeHeHMH. IIpu paccmMoTpeHHH cOOOIIEHHUS O
HEOOXOJIMMOCTH BHECEHHS] W3MEHEHHH B MPOTOKOJ KIMHHUYECKOIO HMCCIEI0BaHUS JIEKAPCTBEHHOTO
mpenapara A MEAWLMHCKOTO IPHUMEHEHHs B IeNAX OLEHKM OOOCHOBAHHOCTH MpPEIaraeMbIX
W3MEHEHUN U ONpeiesieHus] CTENeHH pUCKa JUIs MalUEHTOB, MPUHUMAIOMIMX y4acTHEe B KJIMHUYECKUX
UCCIICIOBAHMSX, YIIOJIHOMOYEHHBIM  (ellepalbHbIM OpPraHOM  HUCIOJHUTENBHOW BJIACTH  MOTYT
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IIPUBJIEKATHCSI KCIIEPTHI COBETA 1O ATUKE.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. KimHnueckoe wuccienoBaHue JIEKapCTBEHHOIO IIpernapaTta s MEJUIUHCKOTO IPUMEHEHUs
MOKET OBITh IPUOCTAHOBIEHO WM IPEKPAILIeHO, €CIM B HpOIecce €ro IMpoBeACHUs OOHapyx eHa
OIIACHOCTH ISl )KU3HM, 3/10pOBbS MALIUEHTOB. B ciryyae BOSHUKHOBEHUS ONACHOCTH JUIsl )KU3HHU, 3/I0POBBS
MAlMEHTa, YYacTBYIOLIEr0 B KIMHUYECKOM HCCIEJOBAHMM JIEKAPCTBEHHOIO IIpemapara JuIsd
MEIULMHCKOTO TPUMEHEHHUs, HMCCIEeNOBaTeNn 00sM3aHbl MPOMH(OPMUPOBATH 00 3TOM PYKOBOJUTENS
MEIULIMHCKOM OpraHu3aluyd M  OpraHu3aluio, IOJYYMBIIYIO pPa3pelleHUuEe  YIOJIHOMOYEHHOIO
(benepanbHOrO OpraHa HCIOJHUTENBHOM BJIACTM HA OPraHM3ALUIO TPOBEIACHUSA KIMHUYECKOTO
HCCIIEI0OBaHMs JIEKapCTBEHHOI O Npenapara. Pemenne o npuoCTaHOBIEHUN KIMHUYECKOIO UCCIIEIOBAHUS
JIEKapCTBEHHOI'O IIpernapaTa Il MEAULMHCKOIO IPUMEHEHUS IPUHUMAIOT PYKOBOJIUTENb MEIULIMHCKOM
OpraHu3alyy U (WIK) OpraHu3alys, MoJy4uBIlIas pa3pelieHue yIoJIHOMOYEHHOTro (peaepanbHOro opraHa
HCIIOJIHUTEJIBHOM BJIACTH HA OPraHU3alldI0 MIPOBEJACHUS KJIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOTO
mpenapara JUid  MEAMLIMHCKOIO IIPUMEHEHHS, PEIICHHWE O IPEKPaIleHUH TaKOro HCCIEIOBAHUS
MPUHUMAET YIOJIHOMOYCHHBIH (eiepabHblii OpraH UCIOTHUTEIBHOMN BIACTH HA OCHOBAaHUU COOOILECHUS
B NUCbMEHHOW (opMe PYKOBOIUTENS MEIUIMHCKON OpraHu3alliyd WM OpraHu3alys, NOoJXy4uBIIas
paspelieHrne yIoJIHOMOYEHHOTO (eAepabHOr0 OpraHa HCIIOJHUTENIFHOW BIIACTH HAa OPTaHU3AIUI0
IIPOBEJEHUS KJIMHUYECKOT0 UCCIEA0BaHUs JIEKapCTBEHHOT O IIperapara Uil MEAULIMHCKOrO IPUMEHEHHS.

7. B cpok, He mpeBbILAOMUN NATH pado4YuX AHEW CO THS 3aBEpIICHHUS, IPUOCTAHOBICHUS WU
IIPEKPALEHUs]  KJIMHUYECKOTO  HUCCIENOBAHMS JIEKAPCTBEHHOIO Ipemapara Uil MEAMIMHCKOIO
IIPUMEHEHHUsI, COO0IIeHnEe 00 3TOM HampaBiseTCsl OpraHU3alMsIMM, YKa3aHHbIMM B 4acTu 3 craThu 38
Hacrosero denepaibHOro 3aKoHa, B YIOJHOMOUYEHHBIN (eliepanbHblii OpraH UCHOJIHUTEIBHOM BIaCTH
10 YCTAaHOBJICHHOH UM (hopMe.

8. ®opma cooOlIeHHUs O 3aBEPLICHHUU, MPHOCTAHOBIECHUU WIM NPEKpalleHUH KIMHUYECKOIO
HCCIIEIOBaHMs JIEKAPCTBEHHOTO MpernapaTa Jijisi MEAULUHCKOIO IPUMEHEHUS JOKHA COJIEPKaTh!

1) nHpopmanMi0 0 MEIUIIMHCKON OpraHu3alyi WX MEAULMHCKUX OpraHu3alusixX, MPOBOAMBIINX
JAHHOE UCCIICI0BAHUE;

2) onucaHue JaHHOTO UCCIIEI0OBaHMS;

3) manHble uccnenoBarens ((pamMuiIus, UMs, OTYECTBO, MECTO pabOThI, 3aHMMaeMasi JOHKHOCTD,
CMELUANbHOCTh, CTaX padoThl MO MporpaMmaM KJIMHUYECKHX MCCIEJOBAHUN JIEKapCTBEHHBIX
[IpernapaToB, IEpeueHb KIMHUYECKUX HCCIECOBAHUN JIEKapCTBEHHBIX IPENnapaToB, B KOTOPBHIX OH
IpUHUMAI ydacTue (MIepHUO/Ibl yUacTHsl) B KaUeCTBE MCCIIEI0BATEINS WIIM COUCCIIEA0BATENs);

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3ynbTaT AAaHHOTO MCCIe0BaHMA (3aBeplleHue, IPUOCTAHOBICHUE WM MPEKpallleHue JaHHOTO
HCCIIEIOBaHMS C YKa3aHWEM UX IPUYUH U BIUSHUS Ha OLIEHKY €r0 pe3yjbTaToB, OOIIYIO OLIEHKY pUCKa U
OKMUJAEMOM TOJIB3bl OT MPUMEHEHMS] MCCIEAYEMOIO JIEKAPCTBEHHOIO Ipenapara, a TaKxke
MperoiaraeMble JajJbHENIINe JeHCTBHS).

8.1. Ilpu BeIABIEHMM (QellepaTbHbIM OpPraHOM HCIIOJHUTENBHOW BIACTH, OCYIIECTBIISIOIIUM
(GYHKIIMM 10 KOHTPOJIIO M HAA30py B cdepe 31paBOOXpaHEHHs, HApYLICHUH NpaBU HaJyIexallen
KJIIMHUYECKOW NPAKTUKU NPU NPOBEICHUM KIMHUYECKOIO HCCIIEJOBAHMs JIEKAPCTBEHHOI'O IIperapara,
BIUSIONIMX Ha TOJIHOTY U (WJIM) JOCTOBEPHOCTh JAHHOTO KIMHHYECKOIO HCCIIEIOBAHUS, yKa3aHHBIN
(benepanbHBIi OpraH MCIOJHUTEIBHON BIACTH MPUOCTAHABIMBACT MPOBEIECHUE JAHHOTO KIMHUYECKOTO
WCCIIEIOBaHMSI M BBIHOCHUT MEIWLMHCKON OpraHu3allM, B KOTOPOH MPOBOAUTCS JAaHHOE KIMHUYECKOE
UCCIIeIOBaHKNe, IMpeanucaHue o0 YCTpaHEHUHM BBIABICHHBIX HapymeHuil. [lpu HeycTpaHeHuu
MEIUIMHCKOM OpraHW3alMeil BBIABICHHBIX HApyIIEHWH B YCTAHOBJIEHHBIM B NPEANHCAHUN CPOK
yKa3aHHbII (enepanbHblii OpraH MCIOJHUTEIBHOM BIACTH NPUHUMAET pelleHHe O MpeKpalieHuu
MIPOBEJICHUS] KJIMHUUYECKOTO HCCIIEJOBaHMsI JIEKAPCTBEHHOIO IMpernapaTa M HampaBisieT B (enepaibHbIi
OpraH HCIIOJHUTEIbHOM BIIACTH, OCYLIECTBISIOMMKA (YHKIMHM 1O BBIPAOOTKE U  peanu3aliu
roCy/IapCTBEHHOW MOJUTHUKA U HOPMATHBHO-IIPABOBOMY PETYJIHMPOBAHHUIO B cdepe 3/paBOOXpaHEHUS,
3aKJIFOUYEHUE O BBIABICHUU NPU NMPOBEACHUU JAHHOTO KIMHMUYECKOTO UCCIIEI0BAaHUS HAPYLIEHUH MpaBUil
HaJuIexaleld KIMHUYECKON MPAaKTUKYU JUIs IPUHATUS pelIeHusl 00 OTMEHE pa3pelIeHHs] Ha OpraHUu3aluio
IIPOBEJIEHUS TAHHOTO KIMHMYECKOTO HCCIENOBAaHUS C JaThl IPUHATUS PEIICHHS O NMPUOCTAHOBIECHHUH
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MPOBEACHUS KIIMHUYECKOT0 UCCIEA0BaHMs JIEKapCTBEHHOIO MIpenapara.
(dactb 8.1 B pen. denepanpuoro 3akona ot 13.07.2015 N 241-D3)

9. VYnonHOMOYeHHBIH (enepanbHbBIi  OpraH HCHOJHHUTEIBHON BIACTH OMYyOJIMKOBBIBAET U
pasMmeimaer Ha cBoeM oOQuUIHaTbHOM caiTte B cetd "MHTepHET" COOOIIeHHE O 3aBEpIICHHH,
MIPUOCTAHOBJICHUH WM TPEKPANICHUH KIMHUYECKOTO HCCIACAOBAHUS JIEKAPCTBEHHOIO Ipenapara s
MEIHUIIMHCKOTO MPUMEHEHHUS B CPOK, HE MPEBBIMIAIONINKI MATH paboYnX THEH CO THS €ro MmojiyuyeHus, B
YCTaHOBJICHHOM UM TOPSIKE.

10. YnosHOMOYeHHBIH (enepanbHbIi OpPraH HCIOTHUTEIBHOW BIIACTH OCYIIECTBIISCT BEICHUE
peecTpa uccrieaoBaresieid, MPOBOASAIIMX WM MTPOBOAUBIINX KIMHUYECKHE UCCIEIOBAaHUS JIEKAPCTBEHHBIX
IpenaparoB JUisi MEIUIMHCKOIO IPUMEHEHUS, B COOTBETCTBUM C YTBEP)KICHHBIMH UM IpaBUJIAMU U
pa3Melaer ero Ha cBoeM OQHIMAIbHOM caiite B cetd "MHTepHET" B YCTaHOBIIEHHOM WM IOPSIKE.
VYka3aHHbBIN peecTp COAepPKUT HH(GOPMALIKIO, TPETYCMOTPEHHYIO TYHKTOM 3 4acTH 8 HACTOALICH CTaThu.

11. Otduer o pe3ynabTaTax KIMHUYECKOTO MCCIEIOBAaHUS JICKAPCTBEHHOIO IIpemnapara s
MEIULHUHCKOr0 MPUMEHEHUS COCTABIISIETCS] OPraHU3alMel, YKa3aHHOW B 4acTU 3 cTaTbl 38 HACTOSILErO
@denepanbHOr0 3aKOHA, HA OCHOBAaHUU 3AKJIIOUCHUM MEIMIIMHCKHUX OpraHU3allMi, MPOBOIUBIIUX 3TO
UCCIIeIOBaHNe, U MPEACTABISACTCS B YINOIHOMOYEHHBINH (efepanbHbIi OpraH MCIOIHUTEIHHOM BIACTH,
BBIJIABIINHN pa3pellieHue Ha MPOBEJICEHUE ITOTO UCCIEAOBaHUS, B CPOK, HE MPEBBIIIAIONIUN TPEX MECSIIEB
CO JHS €ro 3aBeplICHMs,, NPUOCTAHOBICHUS WM NPEKpalleHHs, B MOPSJAKE, YCTaHOBIEHHOM
YIIOJTHOMOYCHHBIM ()e/IepaTbHBIM OPTaHOM HCIIOJTHUTEILHOW BIIACTH.

12. HapymieHue mnpaBusl Hajuiexalled KIMHUYECKOW MpakTUKU, (anbcuuKanus pe3yibTaToB
KJIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO Tperapara Uisi MEAUIIMHCKOTO NMPUMEHEHUsS BJICKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAaTeIbCTBOM Poccuiickoit denepanuu.

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

13. IIpu npoBeieHNH KIMHUYECKOTO NCCIEA0BAHMS JIEKAPCTBEHHOTO ITpenapara sl MEAULUHCKOTO
MPUMEHEHHS JOIMYCKAeTCsl 3a00p y MAIMEHTOB OMOJIOTMYECKUX MaTepuasioB (00pa3lbl OMOIOTHYECKUX
KHUJKOCTEH, TKaHeH, CEKPeTOB U MPOAYKTOB >KU3HEIEATEIBHOCTH 4YEIOBEKa, (U3MOIOTHUECKUX H
MaTOJIOTHYECKUX BBIJCICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOTICHIHBIN MaTepuan)
s ux u3ydeHus B Poccuiickoit @enepannu u (unm) 3a npegenamu Poccuiickoit @enepamui.

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

14. Tlopsimok BBO3a B Poccuiickyro ®Denepanuio u BbIBO3a 3a npeaensl Poccuiickoit denepannu
OMOJIOTMUECKMX  MaTepuajoB, TIOJYYCHHBIX TIPH TPOBEACHUHM  KIMHUYECKOTO  HCCIEIOBaHUS
JIEKApCTBEHHOr'0 TMpemnapaTta Uil MEOUIMHCKOrOo IpPUMEHEHHUs, ycTaHaBinuBaerca [IpaButenbcTBoM
Poccuiickoit @enepanuu.

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

Crarbss 41. JloroBop 0 mNpoOBeJeHMH KJIHMHHYECKOI0 HCCICI0BAHUS JICKAPCTBEHHOIO
npenapara Juisi MeAHIMHCKOT0 IPUMEeHeHus!

1. KimHuyeckoe ucciaeoBaHUE JIEKapCTBEHHOrO IMpenapara Juisi MEAULIHMHCKOrO MPUMEHEHUS
MIPOBOJUTCS B COOTBETCTBUU C JOTOBOPOM O ITPOBEAECHUH KIIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOIO
npenapara it MEIUIMHCKOTO MNPHUMEHEHHMS, 3aKJII0YaeMbIM MEXKJY OpraHU3alMeil, MOJy4YUBIICH
paspelieHrue YHnoJIHOMOYEHHOTo (eAepalbHOr0 OpraHa HCIOJHUTENBLHOW BIACTH HA OPraHU3aILUIO
MPOBEJICHUSI TAKOTO MCCIENOBaHUA, W MEIUIIMHCKOW OpraHu3aiuen, OCYIIECTBISIONIEH MNpOBEIACHUE
TaKOT'0 UCCIICIOBAHUSL.

2. JloroBop O mpOBENEHNWH KIMHUYECKOTO MCCIECIOBAaHNs JIEKAPCTBEHHOIO IIpernapara Jyis
MEIMUIMHCKOTO TPUMEHEHUS JI0JKEH COAEPKATH:

1) ycioBus ¥ CpOKHU MPOBEACHUS JAHHOTO MCCIICIOBAHUS,

2) ompeneneHue OOIIEH CTOMMOCTH MPOrpaMMbl JAHHOTO HCCIEIOBAHUS C YKa3aHHUEM CYMMEI,
MpeAHAa3HAYAOMIENCS IS BBIIUIAT UCCIEA0BATENSAM, COMCCIIEI0BATEISM;

3) ompenenenue (GHopMbl MPEACTABICHUS PE3YIbTaTOB JAHHOTO HCCIEAOBAaHUS B YITOIHOMOYEHHBIN
(dhenepaibHBINA OpraH UCIIOJIHUTEIILHON BIACTH.
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Crarba 42. (duHaHcOoBOe o0ecmedyeHHe KJIMHMUYECKOT0 WCCJIEI0BAHUS JIEKAPCTBEHHOIO
npenapara Jjisi MeAUIMHCKOT0 MPUMeHeHUs!

OuHaHcoBoe oOecleyeHre KIMHUYECKOro MCCIeIOBaHUs JIEKAPCTBEHHOrO Tperapara s
MEIHUIMHCKOTO MTPUMEHEHUS OCYIIECTBIIAETCS 3a CUET:

1) cpenctB deaeparbHOTO OKOKETA;

2) cpencTB oOpraHu3aluii, MOJIYYUBIIUX pa3pelieHue Ha OpraHU3alMi0 MPOBEICHUS JAaHHOTO
HCCIEA0BaHMs, B COOTBETCTBUU C YCIOBUSIMU JOTOBOPA O €r0 IPOBEICHUH;

3) MHBIX HE 3alpeIIECHHbBIX 3aKOHOAaTeNbcTBOM Poccuiickoit denepaliiu ICTOYHUKOB.

Cratbsa 43. HpaBa NalnueHTOB, YyacTByrommx B KIMHUYE€CKOM HCCJICI0BaAaHUU
JIEKAPCTBCHHOI0 npenmapara 1Jjisi MCAHIHUHCKOI0 IPUMCHCHUSA

1. VYyacrme mnanuMeHTOB B KJIMHMYECKOM HCCIECJOBAHMM JIEKAPCTBEHHOIO IIpernapara s
MEIULIMHCKOTO IPUMEHEHHUS ABJISETCS JOOPOBOJIBHBIM.

2. TlanueHT wiIKM ero 3aKOHHBIM IpeICTaBUTENb JOJKEH ObITh MH()OPMUPOBAH B HMHCbMEHHOMN
dopme:

1) o nekapCTBEHHOM Mpemapare AJIs MEIUIIMHCKOTO MPUMEHEHUsS U CYIIHOCTH KIHHHYECKOTO
HCCIJIEIOBaHMS 3TOT0 JIEKAPCTBEHHOTO Npenapara;

2) o 6e30MacHOCTH JIEKaPCTBEHHOI'O Ipernapara JUlsi MEJUIMHCKOTO MPUMEHEHUs], €ro 0’KUAaeMOon
3¢ GEKTUBHOCTH U CTETICHH PUCKA JUISA NAIlMEHTA,

3) 00 yClOBHSX y4acTusl MalMeHTa B KIMHUYECKOM HCCIICIOBAHMHU JIEKAPCTBEHHOTO MpernapaTa s
MEAUIIMHCKOTO IPUMEHEHMUS],;

4) o menmu WIM LEMSIX M HPOAOIDKUTEIBHOCTH KIMHUYECKOI'O MCCIEOBAHUS JIEKAPCTBEHHOTO
npenapara Jiisi MEIULUHCKOIO IPUMEHEHUS;

5) o pelCTBUAX MalMeHTa B cllyyae HeNpelBUACHHBIX 3()(EKTOB BIMSIHUSA JICKAPCTBEHHOI'O
npernapara Juisi MEIULMHCKOTO PUMEHEHUS Ha COCTOSIHUE €T0 370POBbS;

6) 00 ycnoBHsIX 0053aTEIbHOIO CTPaXOBaHU KHU3HHU, 37I0POBbs NAllUEHTA,

7) O rapaHTUsX KOH(PUIEHIUAIbHOCTH Y4YacTHs MalMEHTa B KIMHUYECKOM MCCIIEI0BaHUU
JIEKapCTBEHHOI'O IIpernapara Juisi MEJUIUHCKOTO IPUMEHEHUS.

3. JloOpoBOIBHOE cOTIacue MallMeHTa Ha y4acTUe B KIIMHUYECKOM HCCIIEJOBAaHUM JIEKapCTBEHHOTO
npenaparta il MEIULUHCKOTO INPUMEHEHMsI MOATBEPKIACTCA €ro MOANUCHIO WIN IOANHCHIO €ro
3aKOHHOT'O MPEJCTaBUTENS Ha MHPOPMAIIMOHHOM JIMCTKE MalMeHTa.

4. TlanmeHT WM €ro 3aKOHHBIM IPEICTAaBUTENIb HMEET IPaBO OTKAa3aTbCA OT Y4acTUd B
KJIIMHUYECKOM HCCJIEIOBAaHUU JIEKApCTBEHHOTO Mpenapara Ui MEIULUHCKOTO NPUMEHEHUs Ha JH0ou
CTaJluy IPOBEJEHUS TAKOTO UCCIIEIOBAHUS.

5. IlpoBeneHune KIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO Ipenapara A MEeAUIIMHCKOIO
IIPUMEHEHHS] C YyYaCTHEM B KAa4e€CTBE MALMEHTOB JIETEH OIMYCKAETCs TOJBKO C COIVIACUS B NMMCBMEHHOU
dbopme uX ponauTenel, yChlHOBHUTENEH. JleTH MOryT paccMaTpuBaThbCsl B KadeCTBE MOTECHIIMATBHBIX
NAIMEHTOB TAKOI'0 UCCIIEeI0BaHUs, TOJIBKO €CIH €ro MPOBEACHHE HEOOXOAUMO JUIsl YKPEIICHHsI 30POBbs
neTe Wi npouiIakTUKU WH(EKIIMOHHBIX 3a00J1€BaHMi B JETCKOM BO3pacTe JMO0 €ciii IIeJIbI0 TaKOTro
HCCIIEIOBaHMS SBJISETCS MOJYyYEHUE JAHHBIX O HAWIy4dlled JO3UPOBKE JIEKAPCTBEHHOIO Ipenapara s
JedyeHus nered. B aTuX ciayyasx TakoMy HCCIEIOBAaHUIO JIOJDKHO MPEIIIECTBOBATh KIMHUYECKOE
HCCIIEIOBaHUE JIEKApCTBEHHOIO Ipernapara Uil MEAMIMHCKOIO IPHUMEHEHHUS Ha COBEPILIEHHOJIETHUX
rpaXJaHax, 3a UCKIOYEHHEM CIIy4aeB, €ClId HCCIeAyeMBblil JIeKapCTBEHHBIM mpemapaT Juis
MEIUIIMHCKOTO MIPUMEHEHUS IIpeHa3HaYeH U CKJIIOUUTEIIBHO Ui UCIIOJIb30BaHUs
HECOBEPUICHHOJIETHUMHU I'PaXIaHaMU.

(B pen. denepanbhoro 3akona ot 22.10.2014 N 313-03)

6. 3ampeniaercsd TNpPOBEACHHE KIMHUYECKOTO MCCIEA0BaHUS JIEKAapCTBEHHOIO Ipernapara s
MEIUIMHCKOT0 IPUMEHEHMSI C YUACTUEM B KaUE€CTBE NAIIMUEHTOB:

1) nereli-cupoT U JeTeil, ocTaBmIuXcs 0e3 MOonedYeHus poauTeNei;

2) SKEHIIMH B THepuoJl OEpeMEHHOCTH, JKEHIIMH B IMEpPUOJa TPYAHOTO BCKAPMIIMBAHUS, 32
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HCKJIIOYEHUEM CJIy4aeB, €CIIM MPOBOJIUTCSA KIMHUYECKOE HCCIEAOBaHUE JIEKAPCTBEHHOrO Ipernapara,
MpeIHa3HAYEHHOTO ISl YKA3aHHBIX XEHIIWH, MPU YCIOBHUHM HEOOXOJWMOCTH MOJIy4eHUs WH(pOpMaluu
TOJIKO BO BpeMsl MIPOBEACHHS COOTBETCTBYIOIIMX KIMHUYECKHX HCCIECIOBAaHUNA M TPHUHATUS BCEX
HEOOXOIUMBIX MEp IO HCKIIOYEHHUIO pUCKAa HAHECEHHUs Bpelda >KEHIIMHE B IMepHoJ OepeMEHHOCTH,
KEHINUHE B IEPUOJ TPYAHOTO BCKAPMITMBAHWS, IIJIOY UM PEOCHKY;

3) BOGHHOCHYXKAlIMX, 3a HCKIOYEHHEM CIIydyaeB IPOBEACHUS KIMHHUYECKOrO HCCieOBaHUS
JIEKapCTBCHHOTO Ipernapara, CIEeNHaIbHO pa3pabOTaHHOTO Il MPUMEHEHUS B YCIOBUSX BOCHHBIX
JNEUCTBUM, 4YPE3BBIYAMHBIX CUTyallud, NpOoQHIAKTUKA W JeYeHHs 3a00JeBaHUN W TOPAKCHUMH,
MOJIYYEHHBIX B  pE3yJIbTaTe BO3JCHCTBHUS  HEONArOMPUATHBIX  XUMHUYECKUX, OWOJIOTHYECKUX,
paauanuoHHbIX (axTopoB. KimHuueckoe ucciieJoBaHHE TaKOro JIEKapCTBEHHOrO IperapaTra MOMXKET
MIPOBOJIUTHCS C YYACTUEM B KQUE€CTBE MAIMEHTOB BOCHHOCIYKAIIIKUX, 32 UCKIIOYEHUEM BOSHHOCITYXKAIINX,
MIPOXOJISIINX BOCHHYIO CIYXKOY 1O MPU3BIBY, C COOIIOCHHEM TpeOOBaHUIA, YCTAHOBIECHHBIX HACTOSIINM
®denepanbHBIM 3aKOHOM B OTHOIICHUH TPAXIaHCKUX JIULL;

4) COTpYIHUKOB MTPABOOXPAHUTEIILHBIX OPTaHOB;

5) nun, oTOBIBAIONINX HAKa3aHWE B MECTAaX JIMIICHHS CBOOOBI, a TAKXKE JIHI], HAXOISIIUXCS O]
CTpaxeil B CIIEICTBEHHBIX U30JISATOPaX.

7. HomyckaeTcss HpOBEJEHUE KIMHUYECKOIO MCCIIEN0BaHUS JIEKapCTBEHHOI'O IIpernaparta s
MEIUIIMHCKOTO MPUMEHEHUS, IPeTHA3HAYEHHOT0 I JICYCHUS TICUXUYECKUX 3a00JIeBaHUM, C yUaCTHEM B
Ka4eCTBE MAIUEHTOB JIUI C IICUXUYECKUMH 3a00JICBAaHHSIMHY, TIPU3HAHHBIX HEJEECIIOCOOHBIMH B TIOPSIKE,
YCTaHOBJICHHOM  3aKoHoJaTenbcTBOM  Poccuiickoit  ®enepanuu. KimHuyeckoe — uccliejoBaHHe
JICKapCTBCHHOT'O Tpernapara B 3TOM CJIy4ae IMPOBOJUTCS MPU HATMYUU COTJIACHS B MUCBMEHHOU (opme
3aKOHHBIX MIPE/ICTAaBUTENCH YKA3aHHBIX JIMII.

Crarbsa 44. OOsi3aTesibHOEe CTPaxOBaHUE >KWU3HHM, 30POBbsl NMAIHEHTA, YYACTBYIOLIEI0 B
KJIMHUYECKOM HCCJIeJ0BAHUY JIEKAPCTBEHHOTI0 Npenapara JAJs MeIMIMHCKOr0 IPUMeHeHu sl
(B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

1. Opranuzanus, nNOJy4YWBLIAas pa3pelleHHEe Ha OpraHu3alMi0 TPOBEACHMS KIMHUYECKOTO
UCCIIEIOBaHMs JIEKapCTBEHHOIO Ipenapara Uil MEIUIMHCKOTO IMPUMEHEHMs, o0sf3aHa B KadecTBe
CTpaxoBaTejsl CTPaxoBaThb pPUCK NPUYMHEHMs] BpENa >KU3HHM, 3J0pOBBI0 NAIMEHTa B PpE3ylbTaTe
MIPOBEJICHUS] KIMHUYECKOTO UCCIIEeI0BAaHUs JIEKAPCTBEHHOTO MpenapaTa JUisi MEIUIUHCKOTO PUMEHEHUS
3a CBOM CUET IyTEeM 3aKJIIOYEHHUs JOrOBOpa 00s3aTeIbHOI0 CTPaxOBaHuUs.

2. OOBexkToM 0053aTeTBbHOTO CTPAaXOBAaHUSA SIBISETCS MMYIIECTBEHHBI HWHTEpeC IMalueHTa,
CBSI3aHHBIN C IPUYMHEHHMEM BpeZa €ro JKU3HHU WIN 3I0pPOBBIO B PE3YJIbTATE MPOBEIEHUS KIMHUYECKOTO
UCCIIEIOBaHMs JIEKAPCTBEHHOTO MpernapaTa Jijisi MEIULUHCKOTO IPUMEHEHHSI.

3. CTpaxoBBbIM CllyyaeM MO JOTrOBOPY 00s3aTEILHOIO CTPAXOBaHUS SABJISIETCS CMEPTh MallMeHTa WU
YXYALIEHUE €ro 3/I0pOBbs, B TOM YHCJIE BIEKYILEe 3a COOON yCTaHOBJICHHE UHBAIUIHOCTH, IPU HATTMYUU
INPUYMHHO-CJIEJICTBEHHON CBSI3M MEXIy HACTYIUIGHHEM 3TOro coOBITUS M YydacTHeM IMaleHTa B
KJIMHUYECKOM HCCIIEIOBaHUH JIEKAPCTBEHHOIO IIpernapara.

4. TpeOoBaHus O BO3MELICHHM BpeAa, NPUUYMHEHHOTO JKU3HUM WIM 3/0pOBBIO MAIlMEHTa,
MpEeIbSABISIOTCS B TEUEHHE CPOKOB  MCKOBOM  JABHOCTH,  YCTAaHOBJIEHHBIX  IPa)JTaHCKUM
3aKOHOAATEIBCTBOM.

5. Pa3zmep cTpaxoBoii BRIILIATHI IO JOTOBOPY 00s3aTEIHFHOTO CTPAXOBAHUS COCTABJISET:

1) B cmyyae cMepTH MalMeHTa JBa MIJUTMOHA pyOJiell Ha KaXJI0ro MalueHTa, y4acTBOBABIIETO B
KJIIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOT'O IIperapara;

2) npu yXyALUIEHUH 30POBbs MMALIUEHTA!

a) TIOBJIEKILIEM 3a cOO0OM yCTaHOBJIEHWE MHBAJIUIHOCTU | rpynmbl, OAMH MIIIHOH MSTHCOT THICSY
pyOsieli Ha KaXXAOro MalMeHTa, y4YacTBOBABIIETO B KIMHHUYECKOM HCCIEOBAHUN JICKApPCTBEHHOTO
npernapara;

0) moBiekmeM 3a co0oil ycTaHOBICHME WHBAIMAHOCTH Il rpynmsl, oAMH MWUIMOH pyOsed Ha
Ka)KJI0T0 MalMeHTa, y4aCTBOBABLIETO B KIIMHUYECKOM HCCII€0BAaHNH JIEKapCTBEHHOTO Mpenapara;

B) MOBJEKIIEM 3a co0oi ycTaHoBieHue MHBaNIUAHOCTH III rpymmel, msaTbcoT THICSY pyOsel Ha
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Ka)KJI0T0 MallMeHTa, Y9aCTBOBABIIETO B KIIMHUYECKOM HCCIIEOBAHUH JICKAPCTBEHHOTO Mpenapara;
I') HE TIOBJICKIIEM 3a COOOH YCTaHOBJICHUSI MHBAJTUIHOCTH, HE O0Jee YeM TpHUCTa ThICSY pyOseit Ha

KaX/I0TO TMAaIeHTa, YYacTBOBABLIETO B KJIMHUYECKOM HCCIIECOBAHUHU JICKAPCTBEHHOTO IIperapara,

UCXOJs W3 HOPMATHUBOB, OTPAXKAIOIIMX XapakTep M CTENEeHb MOBPEXKACHUS 30POBBS, a TaKKe

(aKTUYECKH TIOHECEHHBIX MAIlMEHTOM pacXOJO0B, BbI3BAaHHBIX IOBPEXKIECHUEM 3J0pOBBS, Ha

MEIUIIMHCKYIO MOMOIIb, TPUOOpPETEHHE JIeKAPCTBEHHBIX MTPErapaToB.

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

6. Yrparui cuity ¢ 1 utonsg 2015 roaa. - @enepanbusiii 3akoH ot 22.12.2014 N 429-D3.

7. Cpok moroBopa 0053aTEIBHOTO CTPAXOBAHUS HE MOXET ObITh MEHEe, YeM CPOK IMPOBEACHUS
KJIIMHUYECKOT0 UCCIIEIOBaHMS JIEKAPCTBEHHOTO Mperapara.

8. YcnoBus 10roBopa 00s3aTENBHOTO CTPAXOBaHUS, B TOM YHCIIE CTPaxoBble Tapudbl 1o
00s3aTeIbHOMY CTPaxXOBaHUIO, MEpeueHb HEOOXOAUMBIX JOKYMEHTOB /IS OCYLIECTBJICHHS CTPaxOBOU
BBIIJIATHI, TOPSIOK YCTAaHOBJCHHS CTPAaxOBaTelieM HWHAWBUAYAIBHOTO HICHTU()UKALMOHHOTO KOJa
ManueHTa, NopsAA0K HHGOOPMUPOBAHUS CTpaxoBaTesleM CTPaXOBIIMKA O MPUBICYEHHBIX K KIMHHYECKOMY
WCCIICIOBAaHHUIO JIGKAPCTBEHHOT'O Tpernapara JUisi MEIUIIMHCKOTO IMPUMEHEHHs IalueHTax, MOpPSI0K
yILIAThl CTPaxXOBOM MpeMuH, MOPSAOK peann3aliy onpeaeaeHHbIX HacTosmuM denepanbHbIM 3aKOHOM U
Opyrumu  (peaepanbHbBIME 3aKOHAMH TpaB M O0sA3aHHOCTEH CTOPOH MO JOTOBOpPY 00S3aTEIbHOTO
CTpaxOBaHMs, a TaKK€ HOPMATHUBBI, OTpPaXAIOIIME XapaKTep M CTENeHb MOBPEXKACHUS 310POBbS,
YCTaHABJIMBAIOTCS THIIOBBIMU TPABHIIAMH 00sI3aTEILHOTO CTPaXOBAHHUS.

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

9. B cnyyae npuunMHEHHS BpeAa )KU3HU MAIMEHTa, YIaCTBOBABILETO B KIMHUYECKOM HCCIICTOBAHUH
JIEKapCTBEHHOT'O Tpernapara, BBITOJONPUOOPETATENsIMI 10 JOTOBOPY O0SA3aTE€IbHOTO CTPaXxOBAHUS
ABIISIIOTCSL TpaXKJAaHe, MMEIONIME NpPaBO Ha BO3MEIIEHHE Bpena B Clydae CMEpPTH KOPMWIbLA B
COOTBETCTBUHM C TPAKJAHCKUM 3aKOHOAATEIbCTBOM, MPH OTCYTCTBUM TAaKUX TPaXIaH - POAUTENH,
CYIpyT, AETH yMEpPIIEro MalMeHTa, YYaCTBOBABIIETO B KIMHUYECKOM HCCICIOBAHUH JIEKAPCTBEHHOTO
mpemapata, B ClIy4ae CMEpPTH MaIlMeHTa, Y4YacTBOBABLIETO B KJIMHUYECKOM HCCIEIOBAHUU
JIEKApCTBEHHOTO Tperapara M HE MMEBIIETO CaMOCTOSITEIBHOTO J0XOJAa, - TpakIaHe, Ha WKIUBECHHH
KOTOPBIX OH HAaXOAWJICS, B OTHOIIEHWH BO3MEIICHHUS pAcXOJOB Ha TMOrpebeHue TMaIueHTa,
YYaCTBOBABIIETO B KJIMHMYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOTO Tperapara, - JIMIO, TIOHEeCIIee TaKHhe
pacxopl.

10. CrpaxoBast BbIIUIaATA B CYET BO3MENICHHS BpeAa, TNPUYNHEHHOTO JKHW3HM TAlHMEHTa,
y4acTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO MperapaTa, pactupeaenseTcs MEexXIy
BBITOJIOTIPHOOPETATEISIMHA TPOTIOPIIMOHATIBHO X KOJMYECTBY B PaBHBIX JIOJISX.

11. Tlpu HacTymjIeHUH CTPAaXOBOTO CiIy4as TAlMEeHT, Yy4YacTBOBABIIMA B KIMHHYECKOM
WCCIIC/IOBAaHUH  JIEKAPCTBEHHOTO  Tperapara,  BBITOJONPHOOpETaTeNh ~ BIpaBe  NPEABIBUTH
HEMOCPEJACTBEHHO CTPaXOBIIMKY TpeOOBaHHE O BO3MEIICHUH MPUYMHEHHOTO Bpeaa. CTpaxoBas BhIILJIaTa
OCYIIECTBIISIETCS CTPAXOBIIMKOM B TEUYEHHWE TPHUIIATA THEW CO JHS TPEICTAaBICHHUS HEOOXOIMMBIX
JIoKyMeHTOB. [lanneHT, yyacTBOBaBIINK B KIMHUYECKOM HUCCIIEIOBAHUU JICKAPCTBEHHOTO Mpenapara, uiu
BBITOIONIpHOOpETaTeNb 005f3aH COOOLIUTh CTPAXOBIIMKY JUISI OCYIIECTBIIEHUS CTPaxOBOM BBIMJIATHI
WHIUBUAYAIbHBIN HISHTU(UKAIMOHHBINA KO/ MallMeHTa, YCTAaHOBJICHHBIN CTpaxoBaTejIeM B COOTBETCTBUU
C TUTIOBBIMH TIPABHJIAMH 00513aTEIHHOTO CTPAXOBAHUSI.

12. Jlo momHOro ompeneneHust pa3Mepa IMOAJEKAIIEr0 BO3MEIIEHUIO Bpela CTPAXOBIIMK I10
3asBIICHHIO MTAIMEHTAa, YYaCTBOBABIIIETO B KIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO Mperapara, Hiu
3asIBJICHUIO BBITOJIOTPHOOpETaTeNsl BIIPaBe OCYIIECTBUTh YaCTh CTPAXOBOH BBIMIIATHI, COOTBETCTBYIOMIYIO
(haKTHUYECKH OIpeeNIeHHON YaCTH MPUIMHEHHOTO Bpe/a.

13. CrpaxoBasi BbIINIaTA B COOTBETCTBUU C JIOTOBOPOM  0OO0S3aT€NBHOTO  CTPAXOBaHUS
OCYIIECTBIISICTCS HE3aBUCUMO OT BBITUIAT, MPUYUTAFOIINXCS IO APYTHM BUIAM CTPaXOBaHHUSL.

14. He pnomyckaercs ywacTHe TAaIlMeHTa B TMPOBEACHUU KJIMHHYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOTO Tperapara Ipyu OTCYTCTBUH JJOTOBOPaA 0053aTEILHOTO CTPAaXOBAHMS.

15. KoHTpons 3a HCIONHEHHEM OpraHHW3alfel, MONyYUBIIEH pa3pelieHne Ha OpPTaHH3aIUI0
MIPOBE/ICHUST KIIMHUYECKOTO UCCIIEA0BAHMS JIGKAPCTBEHHOTO TIperapara JUisi MeJUIIMHCKOTO TIPUMEHEHUS,
YCTAQHOBJICHHOH HacTosIIel cTaTheil 00SA3aHHOCTU MO 00S3aTENTbHOMY CTPAaXOBAaHUIO JKU3HH, 3JI0POBbS
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MaryeHTa, YyJYacTBYIOMEro (y4acTBOBABIIETr0) B KJIMHUYECKOM HCCIICJJOBAHUH JIGKAPCTBEHHOTO
npernapaTa, OCYIIECTBIISIETCS YINOJHOMOYEHHBIM (hefepaibHbIM OpPraHOM HCIIOJIHUTEIBHONW BIIACTH,
BBIJIaBIIUM pa3peliecHUuEe Ha MPOBEICHUE KIMHUYECKUX MCCIICAOBAHUI JIEKAPCTBEHHBIX MPEnapaToB s
MEIUIIMHCKOTO MPUMEHEHHUS.

I'nasa 8. IPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHBIX CPEJACTB
Crarba 45. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB

1. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEJACTB JOJDKHO COOTBETCTBOBATH TPEOOBAHMSAM IPABUII
HaJJIeXkaIel MPOU3BOJCTBCHHON MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYECHHBIM (elepallbHBIM OpraHOM
UCIOJMHUTENBHOM BracT. OcoOEHHOCTH Mepexo/ia MPOU3BOICTBA OTACNbHBIX JIEKAPCTBEHHBIX CPEICTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSIMHU MPABHII HAAJEXKAIIEH MPON3BOACTBEHHON MPAKTUKH
ycranaBinuaroTcs [IpaBurensctBoMm Poccuiickoit denepanuu. Bplgaua 3akiro4eHHl O COOTBETCTBUHU
MPOU3BOJUTENSL JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM TPABWII HAJISKaIIed MPONU3BOACTBEHHOU
MPAKTUKU OCYILIECTBISAETCS IO PE3yJIbTaTaM HWHCIEKTUPOBAHMS IPOU3BOAUTENICH JIEKAPCTBEHHBIX
CpeACTB B mopsnke, ycraHoBiaeHHOM IIpaButensctBom Poccuiickon ®enepaunuu. Pasmep martel 3a
BbIIaYy 3aKIIOYEHHUS O COOTBETCTBUHM IMPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM IMPaBUII
HaJUIeKalled  IPOM3BOACTBEHHOM IpPaKkTUKU  ycraHaBinuBaercs IIpaBurensctBoM  Poccuiickoi
®enepauun. [lopsaok opranuzanuy U NPOBEACHUS MHCIEKTUPOBAHUS MMPOU3BOJUTENEH JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBME TpPEOOBAHMAM TPaBUJ HaJyIeXkKalled MPOU3BOACTBEHHON IPaKTUKU
ycranaBinuBaercs [IpaBurensctBom Poccuiickoit denepanuu.

(B pen. @exnepanbHbIX 3aK0HOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N 429-
®3)

2. IlpousBoxacTBo JsekapcTBEHHBIX cpenctB B Poccuiickoit ®enepauuu  oCymiecTBIISETCS
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEJICTB, UMEIOIIUMH JMIEH3UI0 Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpeactB. IloaTBepxaeHHEe COOTBETCTBUS JIMLEH3MATa IPaBUJaM HaJJIeKallel MpOU3BOJICTBEHHOM
MPAKTUKU OCYHIECTBISIETCA B PAMKax JUIEH3MOHHOTO KOHTPOJISI B COOTBETCTBUHU C 3aKOHOJATEIHCTBOM
Poccuiickoit deneparuu ¢ y4eToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOAIIEH CTaThU.

(B pen. PenepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3)

3. TIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS C COOIIOJeHHEeM TpeOOoBaHMIA
MIPOMBILIJIEHHOTO PErJIaMEHTa, KOTOPBIN YTBEPKAAE€TCS PYKOBOJIUTEIEM MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB M BKIIOYaeT B ce0s TMepedeHb MCHOIb3YeMbIX (apMalleBTUYECKUX CYOCTaHLMHA U
BCIIOMOTATENbHBIX BEIIECTB C yKa3aHUEM KOJIMYECTBA Ka)XJOTO W3 HUX, JaHHbIE 00 HCIOJIb3yeMOM
00Opy/IOBaHUM, OIMCAaHUE TEXHOJOTMYECKOTO TIIpollecca U METOJO0B KOHTpOJsi Ha BCEX JTamax
MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB.

4. Ilpu npou3BOACTBE JIEKAPCTBEHHBIX CPEJCTB HCIOJB3YIOTCSA (papMaleBTHUUYECKUE CyOCTaHIuH,
CBEIEHUS O KOTOPBIX COJIepKAaTcsi B TOCYJApCTBEHHOM pEECTpe JIEKAPCTBEHHBIX CpPEACTB, 3a
UCKIIIOYeHHEM (hapMalleBTUUECKUX CYOCTaHIMM, TPOU3BOAUMBIX [IJII TPOBEACHHS KIMHUYECKUX
uccienoBaHuil u st akcropta. K mpoueccy nmpou3BojacTBa (hapmarieBTHUECKON CyOCTAaHIIUU OTHOCSTCS
MO0BIe  CTaJuM  TEXHOJOTMYECKOTo IMpolecca, MO3BOJISIONINE TOJYyYUTh TOTOBBIM  MPOIYKT,
COOTBETCTBYIOIIMK TpeOoBaHUAM (apMaKONEeWHON cTaTbd, B TOM uuCie (epMeHTaIus, SKCTPaKIIUs,
OYHMCTKA, BbIAENIEHUE, NMEPEeKpUCTAIIN3allKs, BBICYIIUBAaHUE, U3MeNbUeHne. B ciydae HeoOXoauMocTH
WCIOJIb30BaHUsl 3TUJIOBOTO CIUPTa, B TOM 4uCie (papManeBTHUYECKONW CyOCTaHIIMU CIHPTAa 3TUIOBOTO
(3TaHONa), NpU MPOU3BOJCTBE JEKAPCTBEHHBIX CPEACTB B KayecTBe JAeWcTByIomero u (Win)
BCIIOMOTATENLHOTO BEIIECTBA, a TAK)KE€ B MHBIX TEXHOJOTHYECKHX IENSX JOJHKHA OBITh MCHOJIh30BaHA
TOJIbKO (hapmarieBTHUECKasi CyOCTaHIUs CIUPTA ATUIIOBOTO (ITAHOM).

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 27.12.2019 N 462-®3, ot 27.12.2019 N 481-
®3)

4.1. TlepeueHb NEKAPCTBEHHBIX MpEMapaToB s MEIUIIMHCKOTO MPHUMEHEHHUs, B OTHOIICHUU
KOTOPBIX YCTaHABIWBAIOTCS TpeOOBaHUS K OO0BEMY Tapbl, YMAKOBKE M KOMIUIEKTHOCTH, TEpeUYeHb
JIEKApCTBEHHBIX  MPENapaTtoB  JJsi  BETEPUHAPHOTO MPUMEHEHHUsS, B  OTHOUIEHUHM  KOTOPBIX
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yCTaHABJIMBAIOTCSl TpeOOBaHMA K OOBEMY Taphl, a Takxke TpeOoBaHHMS K OObEMY Taphl, yIaKOBKE U
KOMIUIEKTHOCTH JICKapCTBEHHBIX MPENapaToB Ul MEIUIMHCKOIO IMPUMEHEHUs, TpeOOBaHHUs K 00beMy
Tapbl JEKAPCTBEHHBIX IPENApaToB JIsl BETEPUHAPHOTO IPUMEHEHHUS OIPENEISIIOTCS COOTBETCTBYIOIIMMHU
YIIOJIHOMOYEHHBIMU (eiepalibHbIMU OpraHaMH HCIIOJIHUTENIBHOW BJACTU B IOPSJIKE, YCTAHOBIEHHOM
IIpaBurensctBoM Pocculickoit denepanuu.

(dactp 4.1 B pen. denepanpHoro 3akona ot 14.12.2015 N 374-D3)

4.2. Opranuzanuy, OCYIIECCTBIISIONIME IPOU3BOACTBO (hapMalleBTUYECKONW CYOCTaHIIMM CIHPTa
STUJIOBOTO (3TaHONA) JAJs MPOU3BOJCTBA CHUPTOCOJEPKAIIMX JIEKAPCTBEHHBIX IPENapaToB, 0O0s3aHbI
OCYIIIECTBIISITh YYET B MOPSAKE, YCTAHOBIEHHOM cTaThsiMu 8§ u 14 denepanbHOro 3aK0HA OT 22 HOSOPS
1995 roga N 171-®3 "O rocyaapcTBEHHOM peryJupoBaHUN MTPOU3BOACTBA U 000POTA STUIIOBOTO CITUPTA,
QJIKOTOJILHOM ¥ CIUPTOCOJEPKAIeH MPOAYKIMH W 00 OrpaHHYEHUM MOTpPeOJIeHUs (PacHuTHS)
asikorosibHOM npoxykuuu". IlpousBoacTBo apManeBTHUECKONW CyOCTaHIIMU CIUPTA ATUIIOBOTO (3TAHOJIA)
JIOMyCKAETCsl TOJBKO OpraHu3alMel, OCYIIECTBISIONICH MPOU3BOJCTBO PEKTH(PHUKOBAHHOTO STHIOBOTO
CIMpTa M3 MHIIEBOIO ChIPbs HA OCHOBAaHMM JIMIIEH3MM HA IPOM3BOJICTBO ASTHJIOBOIO CIMpTAa JUIS
MPOU3BOJICTBA (HapMaleBTHUECKOW CYOCTAaHIIMM CIHUPTAa 3TUJIOBOTO (STaHONA) B COOTBETCTBHH C
TpeboBanusiMu DenepanbHoro 3akoHa oT 22 HosiOpa 1995 roma N 171-®3 "O rocynapcTBEHHOM
pEeryJIMpoBaHUM IPOU3BOJCTBA M 000pPOTa ATHIOBOIO CIHPTA, AIKOTOJBHOM M CHUPTOCOAEpIKallel
OPOAYKIMM M 00 OrpaHMYeHMM MOTpeOsieHus (pachuTHs) aJKOrOJIbHOM MPOAYKUUHU", METOAOM
pa3BecHUs BOJOM OYMILEHHOW TAKOTO 3THUJIOBOIO CIHPTA, MPOU3BEICHHOIO JAHHOW OpraHU3alued 10
MECTY OCYLIECTBIEHUs IPOU3BOICTBA (papMalleBTUUECKOI CyOCTaHIIMU CIIUPTA STUIIOBOIO (3TaHOJA).
(uactb 4.2 BBeneHa PenepanbHbiM 3akoHOM 0T 03.07.2016 N 261-®3; B pen. PenepanbHOro 3aKoHa OT
27.12.2019 N 481-03)

4.3. nnuBuayanbHble NPEJIPUHUMATENN U IOPUIMYECKHE JIMLA, OCYLIECTBIISIIOLUIUE 3aKyNKy U
UCIOJb30BaHUE (apMalleBTUYECKON CyOCTaHIIMM CIIUPTA 3THJIOBOIO (3TaHONA), a TaKKe MPOU3BOJCTBO,
U3rOTOBJIEHHE M (MiaM) 000poT (32 MCKIIOYEHUEM PO3HUYHOW MPOJAXH) CIHUPTOCOAEPIKALIUX
JICKapCTBEHHBIX IPENapaToB, O05M3aHbl OCYLIECTBIATh MX Y4e€T M JEKIapUpOBaHHE B IOPSJIKE,
yCTaHOBJIEHHOM cTaThsiMu 8 u 14 ®enepanbHoro 3akoHa ot 22 Hos0psa 1995 roma N 171-®@3 "O
TOCYJJapCTBEHHOM PEryJHpOBaHUM TPOU3BOJACTBA M 00OpPOTa 3TUIOBOTO CIUPTA, AaJKOTOJBHOH U
CIIUPTOCOEPIKAIEH TPOYKIIMU U 00 OTpaHUUCHUHU MTOTPEOIeHUs (PACTIHTHS) alTKOTOJIBHON TTPOIYKIIUN".
(uactb 4.3 BBeneHa @enepalbHBIM 3aKOHOM OT 29.07.2017 N 278-D3)

4.4. Ilpm npoU3BOJCTBE JIEKAPCTBEHHBIX INpENaparoB JUIsi BETEPUHAPHOTO IPUMEHEHUS
JIOMYCKAETCsl MCIIOJIb30BAaHUE IPOM3BEJEHHBIX Ul peaau3aluu (apMaleBTHUECKUX CyOCTaHIIMH,
BKJIFOUEHHBIX B TOCYJAApCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB YINOJIHOMOYEHHBIM (heepaabHbIM
OpraHOM  HUCIOJIHUTEJIBHOM  BIAcCTH, OCYLIECTBIISIIOIIMM  BEJECHHE TOCYAApCTBEHHOTO  peecTpa
JIEKapCTBEHHBIX CPEJCTB ISl METUIIUHCKOTO IPUMEHEHHUSI.

(uacTh 4.4 BBenena @enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)

5. 3anpemiaercs MPOU3BOJICTBO:

1) 1ekapCTBEHHBIX CPEJCTB, HE BKJIIIOUEHHBIX B TOCY/1apCTBEHHBIN PeeCTp JIEKapCTBEHHBIX CPEJICTB,
3a MCKJIIOYEHHEM JIEKAPCTBEHHBIX CPEJICTB, IPOMU3BOAMMBIX JJIsi IPOBEIEHUS  KIMHUYECKUX
HCCIIEIOBAaHUM U JUI DKCIIOPTa,;

2) dhanbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB;

3) nexapcTBEHHBIX CPEACTB 0€3 JIMIEH3UHN Ha IPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEJICTB C HapyIIEHWEM IMpPaBUJl OpPraHU3alMM IPOU3BOJICTBA M KOHTPOJISI
KaueCcTBa JIEKAPCTBEHHBIX CPECTB;

5) yrparun cuiy. - ®enepanbhblif 3aKoH oT 27.12.2019 N 481-D3;

6) cnupTrocoAepKallUX JIEKAPCTBEHHBIX IPENApaToB IO MECTY OCYILECTBIEHMS INPOU3BOJCTBA
(apmalleBTUUECKON CyOCTaHIIMM CIHUpTa 3TUJIOBOrO (3TaHONa) W (WIM) MO MECTY OCYIIECTBIICHUS
IIPOU3BOJICTBA 3TUIIOBOTO CIIUPTA;

(. 6 BBeneH DenepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

7) dapmaneBTHYeCKON CYOCTAaHIIMM CIUpPTa 3TUJIOBOrO (3TaHONA) U (MJIM) CIUPTOCOAEPIKAIIMX
JIEKapCTBEHHBIX IpEnapaToB Ha OCHOBHOM TEXHOJIOIMYECKOM OOOpYIOBAaHHUU JUIsl IPOU3BOJCTBA
STUJIOBOTO CIMPTA, yKazaHHOM B myHKTe 1.1 ctateu 14.1 ®@enepanbHoro 3akoHa ot 22 Hos0ps 1995 rona
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N 171-®3 "O rocymapCTBEHHOM pEryJIMpPOBAHWU MPOM3BOJICTBA M 00OpPOTa 3TUIIOBOTO CIHPTA,
QIKOTOJIBHOM W CHOUPTOCOACpIKAIeld TPOAYKIIMM W 00 OrpaHUYeHUH TOTpeOIeHUs (PacruTHs)
QIKOTOJIBLHOM MPOAYKINH".

(n. 7 BBenen denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKAPCTBEHHBIX CPEACTB B TPAXKAAHCKUNA O0OOpPOT YIIOIHOMOYEHHOE JIULO
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB OCYILIECTBIISIET MOATBEPKACHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBAaHUSAM, YCTAHOBJIIEHHBIM IMPH HUX TOCYNAPCTBEHHOW PETUCTpAlMU, M TapaHTHPYET, 4TO
JIEKapCTBEHHbIE CPEJICTBAa TMPOM3BEIEHbl B COOTBETCTBUM C TPEOOBaHHUAMH TpaBWI HaJJexKallen
IIPOU3BOJCTBEHHOM IIPAKTUKH.

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

7. YIOJTHOMOYEHHBIM JIMLIOM TPOU3BOJMUTENS JIEKAPCTBEHHBIX CPEICTB SIBJIACTCS €ro pabOTHUK,
aTTECTOBAaHHBIA B YCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM (peliepaibHbIM OPraHOM HCIHOJHUTENIbHOM BlIacTu
MOPSAKE U UMEIOIINN CTaX pabOThl HE MEHEEe YeM IISTh JIET B 00JIACTH IMPOM3BOJICTBA U (WJIM) KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJICTB, BhICIIEE 00pa30BaHUE COOTBETCTBEHHO 10 OJIHOM M3 CHEIHabHOCTE I
U (WIKM) OJHOMY M3 HaNpaBJICHUN MOATOTOBKU: OMOJIOTHS, OMOTEXHOJIOT U, BETEPUHAPHS, BETEPHHAPHO-
CaHWTapHas JKCIEPTHU3a, KIMHUYECKas MEAMIIMHA, paJuallMOHHAs, XHUMHUYeCKas M OuoJiorhyeckas
3amuTa, papmanus, GyHIaMEeHTaIbHAS MEIUIIMHA, XUMHUECKas TEXHOJIOTUS, XUMHSL.

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

8. Ilpou3BomuTeNN JEKApCTBEHHBIX CPEICTB (32 HCKIIOUEHHEM (PapMameBTUYECKON CyOCTaHLIUU
CHHUpTa STUJIOBOTO (3TaHOJIa) MOTYT OCYIIECTBISATH MPOJIAXKy JIEKAPCTBEHHBIX CPEICTB WJIHM IEepeaaBaTh
HX B YCTaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepannu nopske:

(B pen. @exnepanbHoro 3akona ot 29.07.2017 N 278-03)

1) IpyruM npou3BOIUTENSAM JIEKAPCTBEHHBIX CPEJCTB IS TPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB;

2) opraHu3aIusM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMHU;

3) anTeyHBIM OpraHM3alMsSM, BETEPUHAPHBIM AaNTEYHBIM OPTaHU3AMsIM, WHIUBHIYaTIbHBIM
MpeINPUHUMATENSIM, UMEIOIUM JUIEH3UI0 Ha (DapMalieBTUUECKYIO0 AESTeNbHOCTh WM JIMIIEH3UIO Ha
MEIULUHCKYIO JeSITeIHbHOCTD;

4) Hay4HO-MCCIIEJ0BATENbCKUM OPraHU3aUAM [Tl HayYHO-HCCIIe10BaTeNbCKONH paboThI;

5) MEIUIIMHCKAM OPTaHU3AIMSIM U BETEPUHAPHBIM OpraHU3aIHsIM;

6) opraHuzanusM W UHAMBUIYAIbHBIM NPEANPUHUMATENSM, OCYILECTBIISIOUIMM pa3BeICHHE,
BBIpAIlMBaHUE W COJIEp)KAHWE >KUBOTHBIX (32 WCKIIOYCHHEM TMPOJAKH WM (PapMareBTUIECKUX
CyOCTaHIIMI UM UX TIepeaayn).

(. 6 B pea. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. IlpoumsBoaurenu QapmaneBTUUYECKON CyOCTaHIMM CHHpTa ATUIOBOrO (3TaHOjda) O00s3aHbI
OCYILECTBIIATh peau3aluio (1eperady B yCTaHOBIEHHOM 3akoHonarenbcTBoM Poccuiickoit denepanun
nopsiake)  (apmaneBTHUECKOM  cyOCTaHIMM — CHOUpTAa ATUIOBOTO  (3TaHONA)  HPOM3BOJIUTENSAM
JIEKApCTBEHHBIX CPEJCTB IS MPOM3BOICTBA JIGKAPCTBEHHBIX CPEICTB, IPOU3BOJUTEISM (M3TOTOBHTEIISIM)
MEIULMHCKUX U3JEeNUi JUIsl TPOU3BOACTBA U U3TOTOBJICHUS MEIUIIUHCKUX U3/ETUI B eMKOCTIX 00BEMOM
He Oonee 1 nurpa u (unu) He meHee 1000 TUTPOB, a OpraHu3anysaM, YKa3aHHBIM B MTyHKTax 3 - 5 gactu 8
HacTosIIEeH cTaThH, B Tape 00beMoM He Oosee 1 nuTpa.

(qactp 9 BBenmena denepanbHbiM 3ak0HOM OT 29.07.2017 N 278-D3; B pen. denepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3)

10. Peammszanusa (mepemada B yCTAaHOBJICHHOM 3aKOHOJATENhCTBOM Poccuiickoit depepanun
nopsiaike) (apmaneBTHYeCKOil CyOCTaHIIMM CHMpPTa 3TUJIOBOTO (STaHOJIA) OpPraHU3aIUsAM OINTOBOM
TOPTOBJIN JIEKAPCTBEHHBIMH CPEICTBAMHU HE JI0ITyCKAETCS.

(uactp 10 BBenena denepanbHbiM 3akoHOM 0T 27.12.2019 N 481-D3)

11. IlepeBo3ku (apmaneBTHUECKON CyOCTaHIIMKM CIHMPTA STUIOBOTO (3TaHOJIA) OCYIIECTBISIOTCS C
cobmoieHeM TpeOOBaHMM, YCTAHOBJIEHHBIX a03alleM 4YeTBEpThIM MyHKTa 3 crtatbu 9 DenepaiabHOro
3akoHa oT 22 HosOpa 1995 roma N 171-®@3 "O rocynapcTBEHHOM peryjiMpOBaHUM IMPOU3BOJICTBA U
0o00poTa ATUIIOBOTO CHMPTa, AJKOTOJBHOM W CHHpTOCOJEpXKamlell NpOAYKIMH M 00 OrpaHUYeHUH
noTpebieHus (pacuTHs) aIKOT0JIBHOM MpoayKiuu'.

(uacts 11 BBegena denepanbHbIM 3akOHOM OT 27.12.2019 N 481-D3)
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Crarbsa 46. MapkupoBKa JieKApCTBEHHBIX CPEICTB

1. JlexkapcTBEeHHbIE Mpenaparhbl, 3a HMCKJIIOUEHUEM JIEKAPCTBEHHBIX MPENapaToB, M3TOTOBICHHBIX
anTEeYHbIMM OpPTaHU3ALMSIMHU, BETEPUHAPHBIMU aNTEUYHBIMU OPTraHU3alUsMU, HHAUBUIYATbHBIMU
MpEeANPUHUMATENSIMU, UMEIONIMMH  JIMLEH3UI0 Ha (apMaleBTHUUYECKYI0 JESTENIbHOCTb, JIOJKHBI
MOCTYTaTh B OOpallieHue, eciiu:

1) Ha HMX NEpBUYHON yMaKOBKE (32 MCKIIOUYEHHWEM IEPBUYHOM YMAKOBKU JIEKapCTBEHHBIX
pacTUTENBHBIX MPEnapaToB) XOPOIIO YATAEMbIM IIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAUMEHOBAaHUE
JIEKapCTBEHHOI0  Mpemnapara (MeXAyHapOoJAHOE HEMaTeHTOBAHHOE, WJIM TPYINIUPOBOYHOE, WIIU
XUMHUYECKOE, UJIM TOPrOBOE HAUMEHOBAHME), HOMEP CEpPHUH, JaTa BbIITyCKa (IS IMMYHOOMOJOTHYECKUX
JIEKapCTBEHHBIX IpernapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHIIEHTpalus, o0bEM, aKTHUBHOCTH B
€IMHULIAX JEeUCTBUS WIH KOJIUYECTBO J103;

(B pen. deaepanbubix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-03)

2) Ha WX BTOPHYHOHN (MOTPEOUTEITHCKOW) YMAKOBKE XOPOIIO YUTAEMBIM MIPHUPTOM Ha PYCCKOM
S3bIKE yKa3aHbl HAaMMEHOBAHHE JIEKApPCTBEHHOTO Ipemnapara (MeXIyHapOJHOE HEMaTeHTOBAHHOE, WU
IPYNIUPOBOYHOE, WJIM XHMHYECKOE W TOProBO€ HAUMEHOBAHMWSA), HAWMEHOBAHHE IPOU3BOIUTEIS
JIEKapCTBEHHOI'O Mperapara, HOMEp CepuH, JlaTa BBITyCKa (151 UMMYHOOUOJIOTUYECKUX JIEKAPCTBEHHBIX
[IpernapaToB), HOMEpP PEruCTPALlMOHHOIO YJIOCTOBEPEHMS, CPOK TOJHOCTH, CIIOCOO0 IPUMEHEHUS,
JO3UPOBKA WJIM KOHLIEHTpalus, 00beM, aKTHBHOCTh B E€AMHUIIAX JEUCTBUS JHMOO KOJIUYECTBO /103 B
YIaKOBKE, JIEKapCTBEHHAs (opMa, YCIOBUS OTIYCKA, YCIOBUS XPaHEHUs], IPEyPEAUTENbHbBIC HAITUCH.
(B pen. DenepanbHbix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2. ®apMareBTHUECKUE CyOCTaHIIMU JOJDKHBI TOCTYNAaTh B OOpalieHHe, €Clid Ha MX MEePBHYHON
YIIAKOBKE XOPOILIO YUTaeMbIM MIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (hapMalleBTUYECKOM
cyOcTaHIMM (MEXIYHAPOJHOE HENATEHTOBAHHOE, WM TPYNIHUPOBOYHOE, WIM XUMHUYECKOE U TOProBOE
HAaUMEHOBAHMSI), HAUMEHOBAHUE MPOU3BOIUTENS (papMaIleBTUUECKON CyOCTaHIIMU, HOMEP CEpUU U Jara
M3TrOTOBJIEHUS], KOJIMYECTBO B YIAKOBKE M €IUHUIBI U3MEPEHUSI KOJIMYECTBA, CPOK TOAHOCTH U YCIOBHUSA
XpaHEHHUSI.

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

3. JIekapcTBEHHBIE CPEJCTBA B KAUYECTBE CHIBOPOTOK JOJDKHBI ITOCTYNATh B 0OpallleHHe C YKa3aHUEM
KUBOTHOT'O, U3 KPOBH, IIa3Mbl KPOBH, OPTaHOB U TKaHEH KOTOPOT'O OHU MOJIY4EHBI.

4. Ha BropuuHy0 (MOTpEOUTENIHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPECTB, MOMYyYEHHBIX U3 KPOBH,
TJ1a3Mbl KPOBH, OPTAaHOB U TKAHEW YelloBeKa, JOJKHA HAHOCUThCS Haanuck: "Anturena k BUY-1, BUU-
2, k Bupycy renaruta C u TOBEpXHOCTHBIN aHTUIe€H BUpyca renatura B orcyrcTByroT".

S. Ha  nepBuunyro YIaKOBKY  H BTOPUYHYO (MOTpeOUTENBCKYIO) YIIaKOBKY
paanodapMaleBTHUECKUX JIGKAPCTBEHHBIX CPEACTB JIOJKEH HAHOCUTHCS 3HAK PATUAIMOHHOMN OMAaCHOCTH.

6. Ha BTOpHuHYyIO (MOTPEOUTENHCKYIO) YIIAKOBKY FOMEONATHUYECKHUX JIEKAPCTBEHHBIX IPErapaToB
JOJDKHA HAHOCHUTHCS Haamuch: ""I'oMeonaTuueckuii”.

7. Ha BropuuHylo (MOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX DPACTUTENBHBIX IpPENapaToB
JIOJIKHA HAHOCUThCS Haanuchk: "lIpoaykuus npouuia paiuallMOHHbIA KOHTPOJb" .

8. Ha mepBuuHyr ymakoBKy (€cid [JIi ATOTO CYIIECTBYET TEXHWYECKas BO3MOXKHOCTB) |
BTOPUYHYIO (MOTPEOUTENHCKYIO) YHNAKOBKY JICKQPCTBEHHBIX MPEMapaTroB, NpeIHA3HAYCHHBIX IS
KJIUHUYECKUX HUCCIIEAOBAaHUM, O KHA HAHOCUTHCS HAJAMKCH: " J{JI KITMHUYECKUX UCCIeA0BaHUN".

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

9. VYmakoBka JEKapCTBEHHBIX CpEACTB, NPEJHA3HAYEHHBIX MCKIIOUUTEIBHO JJIs SKCIIOpTa,
MapKUPYETCs] B COOTBETCTBHH C TPEOOBAHUSIMH CTPAHBI-UMIIOPTEPA.

10. Ha TpaHcnopTHyio Tapy, KOTOpass He NpeaHa3HadeHa s NoTpeduTeneil m B KOTOPYIO
MIOMEIICHO JIEKAPCTBEHHOE CPEICTBO, JIOJDKHA HAHOCUTHCS HHQPOpPMAaLUs O HAMMEHOBAHWUHU, CEpUU
JIEKapCTBEHHOI'O CPEJICTBA, JaTe BbBIYCKAa, KOJWYECTBE BTOPHUYHBIX (MOTPEOUTENHCKUX) YHAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, MPOU3BOAMTENE JIEKAPCTBEHHOIO CPEJACTBA C YKa3aHMEM HAUMMEHOBaHUS U
MECTOHAXOXKIEHHUS TPOU3BOIUTEIS JICKAPCTBEHHOTO CPENICTBA (IpeC, B TOM YKCIIE CTpaHa U (HUJTH) MECTO
MIPOU3BOJICTBA JIEKAPCTBEHHOI'O CPE/ICTBA), a TAKXKE O CPOKE T'OJHOCTU JIEKAPCTBEHHOI'O CPEACTBAa M 00
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YCJIOBHSAX €r0 XpaHEHUs U MEPEBO3KU, HEOOXOAUMBIE MIPEAYIPEIUTEIbHbIC HAAMMCH U MAHUITYISTOPHbIE
3HAaKH.

11. Ha nepBuuHyl0 yNakoBKYy U BTOPUYHYIO (IOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX
CPEACTB MJIi BETEPUHAPHOIO IPUMEHEHHUS JOJDKHA HAHOCUThCS Haanuch: "Il BeTepUHApPHOIO
IIpUMEHEHUS".

12. Ha BropuuHyto (IOTpeOMTENbCKYIO) YHNAKOBKY JIEKapCTBEHHOIO IIpernapara HaHOCHTCS
IITPUXOBOM KOJI.

I'maBa 9. BBO3 JIEKAPCTBEHHbBIX CPE/ICTB
B POCCUMCKYIO ®EJIEPAIIMIO U BBIBO3 JIEKAPCTBEHHBIX CPE/JICTB
N3 POCCUMICKOHU ®EJEPAIINN
(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Crarba 47. Ilopsinok BB03a JieKAPCTBEHHBbIX cpeacTB B Poccuiickyio @enepanuio U BbIB0O3a
JIeKapCTBEHHBIX cpeacTB u3 Poccuiickoit denepanuu
(B pen. @exnepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHbIX cpenctB B Poccuiickyto @enepaiuio OCYyIIECTBISETCS B IOPSIKE,
ycrtaHoBiieHHOM lIpaBurtensctBoM Poccuiickoin @enepauuu, B COOTBETCTBUM C TaMOYKEHHBIM
3aKOHOAATENTHCTBOM TaMoOKeHHOro coro3a B pamkax EBpA3DC (manee - TaMoKeHHBIN cO103) U (HIIN)
3aKkoHOJaTenbCcTBOM Poccuiickort denepaunv 0 TaMOKEHHOM JIEIIE.

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

Koncynsrantlntoc: npumedanue.

Poccuiickum mpou3BOANTENSAM JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO NPUMEHEHUS pa3pereHo
no 01.09.2023 BBo3uTh (papMaleBTUYECKHE CYOCTAaHIMHM Ui BETCPUHAPHOTO TNPUMEHEHUS, HE
BHECEHHbIE B peecTp, Ha Teppuroputo PD B yBeIOMUTEIBHOM MOpPSAKE JUIsI HPOU3BOJACTBA
3apETUCTPUPOBAHHBIX JIEKAPCTB.

2. Beosumbie B Poccuiickyro ®enepainio JeKapCTBEHHbIE CPEJICTBA JIOJKHBI COJIEPKAThCS B
roCyZapCTBEHHOM PEECTpE JICKaPCTBEHHBIX CPECTB.

(B pen. deaepanbhbix 3akoHOB OT 06.12.2011 N 409-03, o1 27.12.2019 N 462-D3)

3. Jlomyckaercs BBO3 B Poccuiickyro @enepanuio KOHKPETHOM MapTHM 3apeTUCTPUPOBAHHBIX U
(WM)  HEe3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, MPEJHA3HAUYEHHBIX JJIs  IPOBEIEHUs
KJIIMHUYECKUX MCCIEN0BAaHNUN JIEKAPCTBEHHBIX IPENapaToB, NPOBENEHUS 3KCIEPTU3bl JIEKAPCTBEHHBIX
CPEICTB JUIsl OCYIIECTBIIEHHs T'OCYAAPCTBEHHOW PETHUCTpPAlMHU JIEKAPCTBEHHBIX IPENapaToOB MWW IS
OKa3aHUs MEAMLIMHCKON IOMOIIM IO JKU3HEHHBIM ITOKa3aHMSM KOHKPETHOIO INallME€HTa Ha OCHOBAaHUU
paspelleHus, BbIJIAHHOTO YIOJHOMOYEHHBIM (heJiepaibHbIM OpPraHOM HCIOJHUTENBHON BJIACTU IO
3asBJICHUSAM JIUL], YKa3aHHBIX B cTarbe 48 Hacrosmero ®denepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBJICHUS W TPHUHATHE pEIIEHUs O BbIJAYE PA3PEIICHHs] Ha BBO3 KOHKPETHOW IapTUU
3apEeTUCTPUPOBAHHBIX M (MJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, NPEAHA3HAYCHHBIX IS
MPOBEACHUS KIMHMYECKUX MCCIEIOBAHUM JIEKapCTBEHHBIX MPENapaToB, IIPOBEACHUS SKCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB JJs OCYLIECTBJIEHUS T'OCYJapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHBIX
MpenaparoB WM JUIsl OKA3aHWsA MEIWLIMHCKOW IMOMOIIM 10 XKU3HEHHBIM IIOKa3aHUSAM KOHKPETHOIO
narueHTa 100 o0 oTKas3e B BbAAUE YKA3aHHOTO Pa3pelIeHus: POU3BOIATCSA B CPOK, HE MPEBBIIIAOIINI
ATy padounx nHel. [1naTa 3a Beljauy yka3aHHOTO pa3pelleHusl He B3UMaeTCsl.

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

KoncynbrantlIntoc: npumedanue.
C 01.01.2024 4. 3.1 c1. 47 yrpaunBaet cuiy (O3 ot 27.12.2019 N 475-D3).

3.1. onyckaercs BBO3 B Poccuiickyro denepannio KOHKpETHOW MapTUM HE3aperucTPUPOBAaHHBIX
JIEKapCTBEHHBIX IPENapaToB, COJEPKALIUX HAPKOTUYECKUE CPEACTBA WIIM ICUXOTPOIIHBIE BEIECTBA, B
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nopsiike, ycraHoBieHHOM IIpaButensctBoM Poccuiickoir dPenepanuu, s OKa3aHUS MEIULIMHCKOU
MTOMOUIY MO >KM3HEHHBIM MOKA3aHUAM KOHKPETHOTO MAaI[MeHTa WM TPYIIbI MAllMEHTOB B CIyyae, ecliu
UMeeTCsl pelleHHue BpaueOHON KOMHCCHM MEIUIIMHCKOM OpraHum3anuu O Hed(PPEeKTUBHOCTH WU
HEBO3MOXXHOCTH TMPUMEHEHHS] Y KOHKPETHOTO MalMe€HTa WHBIX 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IIPEenapaToB, B TOM YHUCJE COAEpXKAILUX JAPYrUe ACHCTBYIOIIME BELIECTBA, U O HEOOXOJUMOCTH BBO3a
OTIpeICNIEHHOTO HEe3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOI'O MIperapaTa ¢ yKa3aHUeM ero MeXIyHapOJIHOTO
HEMaTeHTOBAHHOTO (WJIM XMMHUYECKOIO, WJIM TPYNIUPOBOYHOIO) HAUMEHOBAHUS, (OPMBI BBHITYCKa M
koiuuecTBa. llepeyenn 3a0oseBaHUI U COCTOSIHMM M COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IPEnapaTos,
coJieprKalllMX HApKOTUUECKUE CPEACTBA U IICUXOTPOIHbBIE BELUIECTBA, B LEJISIX OCYLIECTBICHUS UX BBO3a B
COOTBETCTBUM C TpPEOOBAHHUAMU HACTOSILEH YacTU YTBEPKAACTCA YHOJHOMOYEHHBIM (eaepaibHbIM
OpPraHOM MCIOJIHUTEIbHON BIACTH.

(dactp 3.1 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

3.2. 1o 31 nexabps 2022 roma momyckaroTcs BBO3 Ha Tepputopuio Poccuiickoir @enepauuu u
obpamenue B Poccuiickoit denepanuui ¢ y4eToM OCOOCHHOCTEH, yCTaHOBIIGHHBIX IIpaBUTETHCTBOM
Poccuiickoit ®enepanuu, 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENAPATOB Uil MEAULUHCKOIO
MIPUMEHEHUS B yIIaKOBKaX, MpeIHa3HAYCHHBIX IS 00pallleHrs B MHOCTPAHHBIX IOCYAapCcTBax, B cllydae
Ne(QEeKTyphbl JIEKapCTBEHHBIX IpENapaTroB WM pPUCKA €€ BO3HUKHOBEHHUS B CBS3M C BBEJICHUEM B
otHoueHun Poccuiickoii depepanuy OrpaHUYUTEIBHBIX MEP SKOHOMHUYECKOTO XapakTepa MpH YCIOBUU
COOTBETCTBUSI BBO3MMBIX JIEKAPCTBEHHBIX IIPENaparoB TpeOOBaHUSM, YCTAaHOBJICHHBIM MpU HX
perucTpanuu, 3a UCKIIOYCHHEM TpeOOBaHUN K MEPBUYHON YIIAKOBKE, BTOPUYHON (MOTPEOUTENHCKOM)
yIaKoOBKE, a TakKe IpU HAJIWYUM Ha BTOPUYHOM (HOTPEOUTENbCKOW) YIAKOBKE JEKAapCTBEHHBIX
MpernapaToB, HAaXOIAUIMXCA B OOpaIleHUH, CAMOKJIESIIEHCS ATHKETKH, COoAeprKaliei uHopmaium o
JIEKapCTBEHHOM IIperapare Ha PyCCKOM SI3bIKE.

(uactsb 3.2 BBeeHa PenepanbHbIM 3aKOHOM OT 26.03.2022 N 64-D3)

4. B Poccuiickyro ®Denepanyro MOKHO BBO3UTH JIEKAPCTBEHHbBIE CPEJCTBA, KAYECTBO KOTOPBIX
MOATBEPKICHO  CepTU(PUKATOM  MPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB,  YAOCTOBEPSIOIIUM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEJICTB TPEOOBAaHUAM (papMaKOIEHHBIX cTaTeil 1100 B ciiyyae
UX OTCYTCTBUSI HOPMaTUBHOM TOKYMEHTALlMU WJIA HOPMaTUBHOT'O IOKYMEHTA.

(B pen. @enepanpHoro 3akona ot 06.12.2011 N 409-D3)

5. 3anpemaercs BBo3 B Poccuiickyto deaepannio GpanbCupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HEZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPECTB.

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

6. @anbcuuUMpOBaHHBIE JIEKAPCTBEHHBIE CPEJCTBA, HEIOOPOKAYECTBEHHbIE JIEKAPCTBEHHBIE
CPEICTBA MOUIEKAT U3BATUIO U NOCIEAYIOLIEMY YHUUTOKECHHIO WK BbIBO3Y U3 Poccuiickoit denepannn,
KOHTpa(aKTHbIE JIEKApPCTBEHHBIE CPEICTBA - U3BATUIO U MOCIEAYIOUIEMY YHUUYTOXKEHHUIO. Y HUUTOXKEHHE
wii  BbIBO3 U3 Poccuiickoit ®enepanyu  panbCUPUUMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
HEJO0OPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX  JIEKAPCTBEHHBIX  CPE/ICTB
OCYILIECTBIISIETCS. 3a CYET JIMIA, OCYIIECTBUBIIETO HX BBO3. [IOpSNOK YHHYTOXEHHS H3bBIATHIX
(banbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEIO0OPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
KOHTpadaKTHBIX JEKapCTBEHHBIX CpeACTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoit @enepanuu.
(B pen. ®exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectBistomue BB03 B Poccuiickyto  ®enepanuio  panbCUPUIMPOBAHHBIX
JIEKapCTBEHHBIX  CPEJACTB, HEAOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPENICTB, KOHTpadaKTHBIX
JIEKapCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C TAMOXXEHHBIM 3aKOHOAATEILCTBOM
TamoskeHHOTO cor03a U (MJIN) 3aKOHOIaTeILCTBOM Poccuiickoit deaepannn 0 TaMOKEHHOM JIeJIe.

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

8. BbIBO3 JekapcTBEHHBIX cpencTB U3 Poccuiickoit denepanuu ocymecTBisieTcs 0e3 NpuMeHEHHs
OTpaHUYEHUH, YCTAaHOBJCHHBIX TaMOXXEHHBIM 3aKOHOJATENLCTBOM TaMOXXEHHOro coro3a H  (HIIN)
3aKoHoOmarenscTBOM Poccuiickoit denepanum 0 rocyJapCTBEHHOM pEryJIMPOBAaHUU BHEIIHETOPTOBOM
NESTENBHOCTH.

(B pen. @enepanpHbIXx 3akoHOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N 429-
®3)
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9. BBon B TrpaxkmaHCKHii 00OpOT JIEKAPCTBEHHBIX MPEMapaToB AJs METUIIMHCKOTO MPUMEHEHHUS,
BBe3eHHBIX B Poccuiickyro deneparuto, oCyIecTBISETCS C COONIOACHIUEM TpeOOBaHUHM, YCTAaHOBICHHBIX
cratheit 52.1 nacrosmero denepanbHOro 3aKOHA.

(dactp 9 BBeneHa MenepanbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)

Koncynprantllntoc: npumeyanue.
C 01.09.2023 crt. 47 pononnsiercs 4. 10 (O3 ot 02.07.2021 N 317-D3).

Crarba 48. IOpuanyeckue Jmna, KOTOPbIM pa3pelieH BBO3 JEKAPCTBEHHBIX CPeACTB B
Poccuiickyro ®@enepauuio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

JlekapcTBennsie cpenctBa B Poccuiickyro denepannio MOryT BBO3UT:
(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nmpousBoaMTENM JIEKAPCTBEHHBIX CPEACTB s LeJded COOCTBEHHOI'O  IMPOU3BOCTBA
JIEKapCTBEHHBIX CPE/CTB;

2) UHOCTpaHHBIE pPa3padOTUMKM JIEKAPCTBEHHBIX CPEACTB W HHOCTPAHHBIE IPOU3BOAUTENN
JIEKapCTBEHHBIX CPEJICTB WU APYrHe IOpUANYECKHE JIULA 110 IOPYUYEHHUIO pa3paboTUHKa JIEKapCTBEHHOTIO
CpeAcTBa Ui NMPOBEINCHHUS KIMHUYECKHX HCCIEAOBAHHMMA JIEKAPCTBEHHOTO Iperapara, OCYIIECTBICHUS
rOCYJapCTBEHHON  perucTpalMy  JIEKapCTBEHHOrO  Ipernapara, BKIIOYEHHsA  (apMalleBTUYECKOH
CyOCTaHIIMHM B TOCYIApCTBEHHBIM PEecTp JIGKAPCTBEHHBIX CPEICTB, KOHTPOJISl KayecTBa JIEKapCTBEHHBIX
CPEACTB IIPU HAJIMYUM pa3pelieHHs YIOJIHOMOYEHHOro (elepalbHOro opraHa MCIOJHUTEIbHON BIIACTH
Ha BBO3 KOHKPETHOM MapTUH JIEKAPCTBEHHBIX CPE/ICTB;

3) opranu3anuy oNTOBOM TOPrOBIM JEKAPCTBEHHBIMU CPEJCTBAMU;

4) Hay4yHO-UCCIIEIOBATENIbCKME OpraHu3aluM, oOpa3oBaTelbHbIE OpPraHM3alMM  BBICIIETO
00pa3oBaHMsl, MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEICTB s pa3pabOTKH, HCCIEI0BaHUM, KOHTPOJI
0€30MacHOCTH, KauecTBa, J3(PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB IMpPH HAIUYUM pa3pelieHus
YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa UCIIOJHUTEIbHON BIIACTH;

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

5) MeIMIIMHCKUE OpraHU3allM, UHbIE YKa3aHHbIE B MyHKTax | - 4 HacTosmIel cTaTbl OpraHU3aluu
IUTSL OKa3aHMsI MEUIIMHCKOM TTOMOIIH IO KU3HEHHBIM TTOKa3aHUSAM KOHKPETHOTO NAIlMeHTa MPH HAJTHIUN
paspelIeHnss yIoJIHOMOYEHHOrO (hefepalbHOTO OpraHa HMCIOJHUTENbHON BJIACTH Ha BBO3 KOHKPETHOM
MapTUU JIEKApCTBEHHOTO TpenapaTa, BBIAAHHOTO B YCTAHOBJICHHOM IOpSAIKE B (opMe DIEKTPOHHOTO
JOKYMEHTA, MTOANMCAaHHOTO YCUJICHHON KBAIU(UIIMPOBAHHOM 371€KTPOHHON MOIHCHIO;

(B pen. ®enepanbHoro 3akoHa ot 12.03.2014 N 33-d3)

Koncynpsrantllntoc: npumeuanue.
C 01.01.2024 1. 6 ct. 48 yrpauuBaer cuny (D3 ot 27.12.2019 N 475-D3).

6) TOCYy/IapCTBEHHBIC YHUTAPHBIE MPEINPHUATHS, UMYIIECTBO KOTOPHIX HAaXOAUTCS B (eaepaabHOM
coOcTBeHHOCTH, ompenensemble [IpaButenscTBoM Poccuiickoit @enmepanuu, B dYacTd BBO3a B
Poccuiickyro @enepannio  HE3apeTMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENapaToB, COJEp KalluX
HAPKOTHYECKHE CPENCTBA WM IICUXOTPOIIHBIE BELIECTBA, I OKA3aHHUS MEAULMUHCKOM IOMOIIM IO
JKA3HEHHBIM MMOKa3aHUSIM KOHKPETHOTO MalMeHTa WX TPYIIbI MallMEHTOB B COOTBETCTBUM C YacThio 3.1
ctathu 47 Hacrosiiero deaepanbHOTO 3aKOHA.

(. 6 BBennen denepanbHBIM 3aKOHOM OT 27.12.2019 N 475-D3)

Crartbs 49. JlIoKyMeHTBI, NPeicTaB/sieMble B TaMOKeHHbIe opranbl Poccuiickoii dexepaunu
NPHU BBO3e JIEKAPCTBEHHBIX cpeacTB B Poccuiickyro ®eaepanuio
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Ilpu BBO3e nekapcTBeHHBIX cpeACTB B Poccuiickyro denepanuro B TaMOXEHHBIE OpIaHbl
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Poccuiickoit ®enepauuu  Hapsaxy ¢ JAOKYMEHTaMH, IIPEICTaBICHUE KOTOPBIX IIPEAYCMOTPEHO
TaMOXXEHHBIM 3aKOHO/JATEbCTBOM TaMOXXEHHOro coro3a W (WJIM) 3aKOHOAATEeNbCTBOM Poccuiickoi
®denepanyiv 0 TAMOKEHHOM JeJie, IPEACTABIAIOTCS CIEAYIOIINE JOKYMEHTBHI:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) ceprtudukar TPOU3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA, YIOCTOBEPSIONINI COOTBETCTBUE
BBO3MMOI'O JIEKAPCTBEHHOT'O cpejcTBa TpeOoBaHUsAM (apmakomneiiHoW crtaThu JHOO B Cilydae ee
OTCYTCTBUSI HOPMATUBHOM JJOKYMEHTAIIUU I HOPMATUBHOI'O JJOKYMEHTA;

2) paspelieHue YIOJIHOMOYEHHOTo (enepaabHOro opraHa HCIIOJHUTENBHONW BJIACTM HAa BBO3
KOHKPETHOW MapTHM JIEKAPCTBEHHOI'O CPEACTBAa B CllydasX, YCTAHOBJIEHHBIX YacThlo 3 crarbu 47
Hacrosuiero PenepanbHOro 3aKOHa.

2. JIOKyMeHTBI, yKa3aHHble B IyHKTax | u 2 yactu 1 Hacrosmiel craTbu, NPEACTaBIAIOTCA B
TaMOXXeHHbIe opranbl Poccuiickoit deaepanuu npu MpUOBITHH JICKAPCTBEHHBIX CpeACTB B Poccuiickyto
denepanuro.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Crarbsa 50. BBo3 JiekapcTBeHHBbIX npenapatoB B Poccmiickyo ®degepanuio 1Uis JUYHOTO
HCIOJIb30BAHUSA M MHBIX HEKOMMEpPYeCKHX IleJieil, a Takke JJIsl UCIOJIb30BAHMS HA TePPUTOPHHU
MEKIYHAPOAHOr0 MeIMIIMHCKOI0 KjlacTepa
(B pen. Denepanbbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N 160-D3)

1. JlexapcTBeHHbIE Ipemnaparbl MOryT ObITh BBe3eHbl B Poccuiickyro ®denepauuio 0e3 yuera
TpeOoBaHUM, MpeyCMOTPEHHBIX YacTsiMu 1 - 4 ctateu 47, ctatbsimu 48 u 49 Hacrosmiero denepanbHOrO
3aKOHA, €CJIA OHHU MPETHA3HAYEHBI JUIS:

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

1) JIUYHOTO WCTIONB30BaHUS (PU3MUCCKUMH JIHIIaMH, TpUOBBIIMMU B Poccuiickyro ®eneparuro.
I[Ipu »stoM BBO3 B Poccuiickyto Denepanuio JIEKapCTBEHHBIX IPENapaTroB, COJEpKalIUX
CWIBHONCUCTBYIOINE U (WJM) SJIOBUTHIC BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CITHCOK
CUJIBHOJICHCTBYIOLIMX BELIECTB MUl LEJEN YrOJIOBHOIO 3aKOHoJarenbcTBa Poccuiickoin denepauuu U B
CIIMCOK SIIOBUTBIX BEIIECTB JUIs LEJIed YroJIOBHOIO 3akoHozjarenbcTBa Poccuiickon @enepanuu,
yrBepxaeHHbIe [IpaBurensctBoM Poccuiickoit denepanuu, OCyIIECTBISAETCSA IPYU HAIMYUU JOKYMEHTOB
(3aBepeHHBIX KONMUH JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMHUCOK M3 HUX), MOJATBEPKIAIOIINX HA3HAUCHUE
¢bu3nuecKkoMy JHIly YKa3aHHBIX JIEKAPCTBEHHBIX TIPerapaTtoB (3a MCKIIOUEHUEM JIEKapCTBEHHBIX
MpenaparoB, 3aperucTpupoBaHHblx B Poccuiickoit ®enepanuum u  oTnyckaembix B Poccuiickoi
@denepannu 0e3 pelenTa Ha JeKapCTBEHHBIN npenapar). [loaTeepkaaroniie 10KyMeHThI (X 3aBEPEHHbBIE
KOIMH WJIH 3aBEPEHHBIE BBITUCKH U3 HUX) JOJDKHBI COJIEP)KAaTh CBEJICHUS O HANMEHOBAHUHU U KOJIMYECTBE
Ha3HAY€HHOr0 JIEKAPCTBEHHOro IMpernapaTta. B ciywae, ecid MNOATBEPKIAIOIIME TOKYMEHTHI (HUX
3aBEpPEHHBIC KOMWU WM 3aBEPEHHBIC BBIUCKU W3 HUX) COCTABJICHBI HA WHOCTPAHHOM S3BIKE, K HUM
MPUJIaraeTcs HOTAPUAIBHO 3aBEPEHHBIN NIEPEBO/I HA PYCCKUH A3BIK;

(n. 1 B pea. @exnepanbHoro 3akoHa ot 02.06.2016 N 163-03)

2) uCHONb30BaHUS PpabOOTHUKAMH AWIUIOMATHYECKOTO KOpIyca WIM  TPEACTaBUTENIMU
MEKIYHAPOIHBIX OpraHu3aluid, akKpeIuToBaHHbIX B Poccuiickoi denepannu;

3) JnedeHUs MacCaXMPOB W WICHOB JKUMaXeW TPAHCIOPTHBIX CPEACTB, MOE3THBIX Opuraa u
BOAMTENEH TPAHCIOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyio denepanuio;

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

4) neyeHus yYIaCTHUKOB MEXTYHAPOIHBIX KYJIBTYPHBIX, CIOPTUBHBIX MEPOIPHUATHNA U YIaCTHUKOB
MEKTYHAPOIHBIX SKCIIE UL,

5) JeyeHUs KOHKPETHBIX IKHUBOTHBIX B 300MapKax, 300cajgax, IUpPKax, OKeaHapuymax,
nenbGpuHApUAX, JEUYCHUsS TUKUX >KUBOTHBIX, TOCTOSSHHO WM BpPEMEHHO HACEINSIONUX TEPPUTOPUIO
Poccuiickoit deneparuu, HaAXOIAMUXCS B COCTOSIHUM E€CTECTBEHHOW CBOOOJBI M MPHHAIICKANIUX K
BUJaM, 3aHeceHHBIM B KpacHyro kuury Poccuiickoit ®@enepanuu u (UaM) KpacHble KHUTH CYOBEKTOB
Poccuiickoit denepanun, a Takke KMBOTHBIX, BBO3MMBIX B Poccuiickyro denepanuro Ay y4acTusl B
CHOPTUBHBIX U 3PENMILHBIX MEPONPUATHSX;
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(B pen. ®enepanbbix 3akoH0B 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCTOJIB30BaHUS HA TEPPUTOPUHU MEXKTYHAPOIHOTO MEIULIMHCKOIO KIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B cnydasx, mpeayCMOTPEHHBIX Y4acThlo 1 HACTOSIIEH CTaThbU, OMYyCKAeTCs BBO3 B Poccuiickyro
denepannio JICKapCTBEHHBIX [IPENapaToB, HE 3aperucTpUpOBaHHbIX B Poccuiickon denepanuu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

3. JlexkapcTBEHHbIE Npenaparsl, IpeHa3HauYEHHbIE Ul T'YMaHUTApHON NOMOIIM (CONEHCTBUS) WIN
MOMOILIM TpU Ype3BbIUaWHBIX CUTyalusXx, BBO3sATcs B Poccuiickyro @exnepanuio B MHOpSIKE,
ycranoBiieHHOM [IpaButensctBom Poccuiickoit ®enepauun. 3ampemaercs BBo3 B Poccuiickyto
QOenepalliio  HE3aPETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  IMpENaparoB,  NpeJHA3HAYCHHBIX IS
r'YMaHUTapHON NOMOIIHY (COAEMCTBYS) NN IIOMOLLM IIPU YPE3BbIYAIHBIX CUTYALIUSIX.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Crarba 51. CorpyanudectBo (¢eaepajbHOr0 OpPraHa HMCHOJHUTEJbHOH  BJIACTH,
YIOJIHOMOYEHHOr0 B 00JIaCTH TAMOKEHHOIO [eJia, U JPYIruX YIOJHOMOYEHHBIX (erepaabHbIX
OPraHoB UCIOJHUTEIbHOI BJIACTH

1. VYnonHoMmoueHHble (eaepanbHble OpraHbl HCHOJHUTENBbHOM BIACTH MNPEIOCTABISIOT B
pacriopsbkeHre  (enepaJbHOro OpraHa HCHOJHHUTENBHOW BIACcTH, YIHOJIHOMOYEHHOTO B 001acTH
TaMO>KEHHOTO JieNla, TOCYIApCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEACTB, a Takke HHPOpPMAIUIO O
BBIJJAaHHBIX pa3pElICHUAX HAa BBO3 KOHKPETHOM IIapTUM JIEKAPCTBEHHBIX CPEACTB B  CIydasX,
YCTaHOBJIEHHBIX 4acThiO 3 ctartbu 47 HacTodiero deaepalbHOrO 3aKOHA.

2. ®epnepanbHbIi OpraH MCIOJIHUTEIbHOW BIJIACTH, YINOJHOMOYEHHBIH B 00JIACTH TaMOMXEHHOI'O
nena, ”HGOPMUPYET yKa3aHHBIE B YaCTH | HACTOAILIEH CTaThU YIIOJTHOMOYEHHBIE (eiepaibHbIE OPTaHbl
HCIOJIHUTEIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro @enepaunio U BBIBO3E
JeKapCTBeHHbIX cpeacTB u3 Poccuiickoit denepanuu no ¢Gopme U B MOpsAIKE, KOTOPbIE yCTaHOBIIECHBI
[IpaBurensctBoM Poccuiickoit denepanuu.

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

I'nmaBa 10. PAPMAINEBTHYECKASA JEATEJIBHOCTD
Crarbs 52. OcymecTBiieHue (hpapmManeBTHICCKON AeATEIbHOCTH

1. ®apmaneBTHyeCcKas MACATEIBHOCTb OCYLIECTBIISIETCS OpPraHU3alUs MU ONTOBOM TOProBIIN
JIEKapCTBEHHBIMU  CpPEACTBAMM,  aNTEYHbIMU  OpPraHMU3alUsIMH, BETEPUHAPHBIMU  aANTEYHBIMU
OpraHM3alysIMM,  WHAUBUAYAIbHBIMH  NPEANPUHUMATESIMM,  HUMEIOIIUMMHU  JIMLIEH3HI0  Ha
(bapMalleBTUUECKYI0 JAESITENbHOCTb, MEAUIMHCKUMH OpTraHU3alMiIMH, HUMEIOUIMMH JIMIEH3UI0 Ha
(bapMareBTUYECKYI0 JesATeIbHOCTb, M HMX O00O0COOJIEHHBIMU MOApa3JeNeHUsIMU (aMOyIaTopusMuy,
¢denpamepckuM U (PEeNbIIIepCKO-aKyIIepCKUMH  IIYHKTaMH, I[eHTpaMu (OTAENeHUsIMU) oOImen
BpaueOHOM (ceMeiHOI) MpakTHKH), PACIONOKEHHBIMH B CEIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpPraHM3allM, U BETEPUHAPHBIMHM OPraHU3alMsAMHU, UMEIOIIMMH JMIEH3UI0 Ha
(bapMareBTUYECKYIO eI TeIbHOCTD.

(B pen. ®exnepanbHoro 3akona ot 25.11.2013 N 317-03)

Koncynbrantlntoc: npumedanue.

O06 0COOEHHOCTSX JOMMYyCKa K OCYIIECTBICHUIO JAEATEIHLHOCTH JIUI O6e3 cepTrudurKaTa CrenuaincTa uin
MPOXOXKACHUS AKKPETUTAIIMKM CHEIHalIuCTa U (WIM) MO CHEIHAIBbHOCTSIM, HE MPEIyCMOTPEHHBIM
ceptuduKaTOM WK akkpenutamnuen, cM. [Ipuka3z Munsapasa Poccun ot 23.12.2021 N 1179n.

2. ®usnueckue JUIa MOTYT OCYHIECTBIIATH (DapMaleBTHUECKYIO NEeATENbHOCTh MpPU HaJIUYUU
BBICIIIETO WJIM CPEIHEro (hapMaleBTHUECKOro o0pa3oBaHus M cepTU(UKaTa CHEIMAINCTA, BBHICIIETO MU
CPEAHEro BETEpUHApHOro 00pa3oBaHMs U cepTU(UKATA CIIELUAINCTA, a TAKXKE BBICIIErO WIH CPEIHErO
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MEIULMHCKOTO0 00pa3oBaHus, CepTHU(HUKATA CIELHATUCTa U JOMOJHUTEIBHOIO MNPOPECCHOHATHLHOIO
00pa30BaHMs B YaCTU PO3HUYHOM TOPTrOBJIM JEKAPCTBEHHBIMM IIpenapaTtaMy MpH YCIOBHM UX paOOThI B
000CO0JICHHBIX MOAPA3ICTCHUSIX MEIUIIMHCKAX OpPraHu3alnii, yKa3aHHBIX B YacTU | HACTOSILIEH CTaThH.
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynprantllmoc: npumeuanue.

JlexapcTBeHHBIEC TIpeMapaThl 1T MEAUIIMHCKOTO TPUMEHEHUsI, BBEJICHHBIE B IPaXkIaHCKUK 000pOT 110
29.11.2019, nmopnexxaT XpaHEHHIO, MEPEBO3KE, OTIYCKY, peaM3allvu, Iepeaadye, MPUMEHEHUIO 0
ucredeHus cpoka ux rognoct (O3 ot 28.11.2018 N 449-D3).

Cratbs 52.1. BBoa B rpa:kiaHcKuii 000poT JIeKapCTBEHHBIX MPeNapaToB /Jisi MeTUIIUHCKOTO
NpUMeHeHHs
(BBenena depepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B rpa’kJaHCKUN OOOPOT Ka)J0H CEpUU WIM KaKJIOW MapTHH MPOU3BEIECHHOIO B
Poccuiickoit denepannn J€KapCTBEHHOIO Npenapara 1l MEAULIUHCKOTO IPUMEHEHHS, 3a UCKIIOYEHUEM
MMMYHOOHMOJIOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB, IPOU3BOJAUTENb TaKOIO JIEKAPCTBEHHOTO
npernapara MnpeJjcTaBisieT B (efepalbHblii OpraH MCIIOJHUTEIBHON BJIACTH, OCYLIECTBISIOIUN (YHKIUU
[0 KOHTPOJIIO M Haa30py B cdepe 3ApaBOOXpaHEHMs, JOKYMEHT IPOU3BOAMUTENS JICKAPCTBEHHOI'O
CpeICcTBa,  IOATBEPXKAAIOIMIMM  KAayeCcTBO  JIGKAPCTBEHHOIO  IIpemapara, W IOATBEPKICHUE
YIIOJTHOMOYEHHOTO JIMLA IPOU3BOAUTENS JIEKAPCTBEHHBIX CPENCTB COOTBETCTBUS JIEKAPCTBEHHOIO
npenapaTa TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPH €70 FOCYAapCTBEHHOM perucTpamnmi.

2. Ilepen BBOJOM B TIpa)KAAHCKUN OOOpPOT KaXAOH CepuM MM KaXIOW NapTUM BBO3MMOIO B
Poccuiickyro ®@enepanuio JIEKapCTBEHHOIO Ipenapara JUulsli MEIULHUHCKOIO IPUMEHEHHs, 3a
HCKJIFOYEHUEM HMMYHOOHOJOIMUECKUX JIEKAPCTBEHHBIX IPENapaToB, OPraHU3alUs, OCYILECTBIISIONIAs
BBO3 JIEKapCTBEHHOro mpemnapara B Poccuiickyro dexepannio, npeAcTaBisieT B QenepaibHbIi opraH
UCTIOJHUTEJIBHOM BJIACTH, OCYLIECTBISAIOIIMKA (YHKIMH 1O KOHTPOJIK U Haa3opy B chepe
3/IpaBOOXpAaHEHUs, CEepTU(UKAT MPOU3BOJIUTENS JIEKAPCTBEHHOI'O  CPEJCTBA,  yIOCTOBEPSIOLIMIMA
COOTBETCTBHE BBO3MMOTI'0 JIEKApCTBEHHOTO MpenapaTta TpeOboBaHUsAM (GapMakonelHo! cTaTbi, a B cliyyae
OTCYTCTBHSI (papMaKoINeWHON cTaTbu TPeOOBaHUSAM HOPMATUBHOM JOKyMEHTAllUM, U TOATBEPXKIACHUE
MIPEACTABUTENS OpPraHU3alliM, OCYIIECTBIAIOIIEH BBO3 JIEKapCTBEHHOro Ipemnapara B Poccuiickyro
denepanvi0 M YINOJHOMOYEHHOW HMHOCTPAHHBIM  IPOM3BOJUTEIEM  JIEKAPCTBEHHBIX  CPEICTB,
COOTBETCTBHUSI BBO3MMOTO JIEKAPCTBEHHOTO IpenapaTa TpeOOBAaHUSAM, YCTAHOBJIEHHBIM IIpU €ro
roCyAapCTBEHHOM pPEruCTpaLyy.

3. Tlopsaok mpeacTaBiIeHHUs B COOTBETCTBUU C 4yacTAMHU | W 2 HACTOsIIEH CTaTbU JIOKYMEHTOB M
CBEJCHMH O JIEKapCTBEHHBIX IIpernaparax, BBOJUMBIX B TPaXAAHCKUI 000pOT, YyCTaHaBIUBAETCS
IIpaBurensctBoM Poccuiickoit denepanu.

4. B OTHOIIEHMM MEpPBbIX TpPEX CEpUIl WIM MapTHH JIEKApCTBEHHOrO Ipenapara, BIIEpBbIE
npousBeneHHOro B Pocculickoii @enepannu wind BlepBble BBO3UMOro B Poccuiickyro denepauuio, B
(benepanbHBI OpraH MCIOJHUTEIBHON BJIACTH, OCYLIECTBISIIOIIMM (PYHKIIMK IO KOHTPOJIIO M HAaJA30py B
cdepe 31paBOOXpaHEHUS, JOMOTHUTEIBHO MPEACTABISIETCS TPOTOKOJ UCIBITAHUH O COOTBETCTBUH CEPHU
WY TapTUU JIEKAPCTBEHHOIO Impernapara Uil MEIWIMHCKOTO IPUMEHEHHsI IOKa3aTellsIM KayecTBa,
IIPETYyCMOTPEHHBIM HOPMAaTUBHOM JOKyMEHTaluel (Janee - NPOTOKOJ HCHBITAaHUM), MPOBOAUMBIX
AKKPEIUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOAATENbcTBOM Poccuiickoit denepariu 00 akKpeIuTaluu B
HAaIlMOHAJILHOW  CHCTEeMe  aKKpeAuTaluuu  (eAepaJbHbIMU  TOCYIAapCTBEHHBIMH  OO/DKETHBIMHU
YUpEXKIEHUSMH,  IOJIBEJOMCTBEHHBIMU  (efepalbHOMy  OpPraHy  HCIOJHHUTENbHOM  BIIAcTH,
OCYIIECTBISIONIEMY (DYHKIIMHU MO BBIPAOOTKE U peau3aliy rocy1apCTBEHHON MOJUTUKH U HOPMAaTHBHO-
MIPaBOBOMY PETYyJIMpPOBaHUIO B cdepe 3/ApaBoOXpaHeHus, U ¢eaepalbHOMy OpraHy HCIOIHUTEIbHOU
BJIACTH, OCYIIECTBIIAIONIEMY (YHKIMU N0 KOHTPOJIO W HaI30py B cdepe 3apaBooxpaHeHus. [lopsmok
BBIIAYU YKa3aHHBIMHM (elepaibHbIMU TOCYAApCTBEHHBIMH OIOJKETHBIMU YUPEXKJIECHUSMU JTaHHOTO
IIPOTOKOJIA ¥ pa3Mep IUIATHI 3a €ro BblAauy ycraHaBiauBaroTcs [IpasurenscrBom Poccuiickon denepanuu.

5. Exxeronno He mo3aHee 1 ¢heBpasns MpOU3BOIUTENH JEKAPCTBEHHBIX CPEJICTB WJIM OpTaHU3AINH,
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OCYLIECTBIISIOIIME BBO3 JIEKApPCTBEHHBIX IpenapatoB B Pocculickyro denepanuro, NpeACTaBISIOT B
(benepanbHbIl OpraH UCIOJHUTEIBHON BJIACTH, OCYLIECTBISAIOMNNA QYHKIIMU MO KOHTPOJIIO U HAaI30py B
cdepe 31paBOOXpaHEHUs], TPOTOKOJI HCIIBITAHUH MOCTYMUBIIETO B TEYEHUE TOJ[a B TPAXKAAHCKUNA 000pOT
JIEKapCTBEHHOI'0 IIpernapara KOHKPETHOTO NPOM3BOJIUTENS (Ha OJHY CEpPHUI0 Ka)XJIO0ro TOProBOIrO
HAaMEHOBAHMS C YYETOM JICKQpCTBEHHOH ()OPMBI U JO3MPOBKH), MPOBOJUMBIX AKKPEIUTOBAHHBIMH B
COOTBETCTBUM C 3aKoHonaTenbcTBOM Poccuiickoit ®denepaunn 00 akKpeAWTalMM B HAlMOHAJIBHOM
CUCTEME aKKpEIUTAIIMH UCIIBITATEIbHBIMU Ja00paTOpUsIMHU (LIEHTPAMHU).

6. IlpomsBoguTenu JIEKapCTBEHHBIX CPEICTB WJIM OpraHM3alM, OCYIIECTBIAIOIME BBO3
JIEKApCTBEHHBIX IIpenaparoB B Poccuiickyro denepanuio, He MEHEE 4eM 3a OJMH I'OJ 10 IUIAHUPYEMBIX
IIPUOCTAHOBJICHUSI WIM IPEKpallleHUusl IPOU3BOJACTBA JIEKAPCTBEHHBIX IIPENapaToB MM HMX BBO3a B
Poccuiickyto ®enepanuio yBenomisioT 00 3ToM (enepanbHbIi OpraH MCIOJHUTENBFHOW BIACTH,
OCYILIECTBIIAIONIMNA (PYHKIIMU IO KOHTPOJIIO U HAA30py B chepe 3apaBooxpaHeHus U (peaepanbHblil oprad
UCTIOJHUTEIIBHOM ~ BJIACTH, OCYIIECTBISIOMMKA  (QYHKIMM 10  JIMICH3UPOBAHUIO  IPOU3BOICTBA
JIEKapCTBEHHBIX CPEJICTB.

7. BBoA B TpaKHaHCKUKA OOOPOT KaXAOH CepuM WM KaXIO0W MapTHH UMMYHOOHMOJIOTHYECKOTO
JIEKapCTBEHHOI'O Ipenapara, npousseeHHoro B Poccuniickoit denepannu ninm BBo3UMoro B Poccuiickyro
denepanyio, OCYIIECTBISETCS HAa OCHOBAaHUHM pa3pelleHHs, BBIJAHHOTO (eAepaJbHBIM OpPraHOM
UCTIOJHUTEIBHOW  BJIAcTH, OCYIIECTBISIIOIMM (YHKUMH [0 KOHTPOJIIO U Haa3opy B cdepe
3paBOOXPAaHEHHs, HAa OCHOBAHWUHU BBIJAHHOTO (elepalbHBIMA TOCYNAPCTBEHHBIMH OOKETHBIMU
YUPEKICHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOAILLEH CTaTbU, 3aKIIOYEHMS] O COOTBETCTBMM CEPHH WU
NapTUUd UMMYHOOHMOJIOTUYECKOTO JIEKAPCTBEHHOTO Iperapara TpeOOBaHUSAM, YCTAHOBJIEHHBIM MPU €ro
rocyJapcTBeHHo# peructpanuu. [lopsaok Bbaauu pa3pelieHus Ha BBOJ B TPaKIaHCKUNA 000pOT cepuu
WIH TTAPTUH IMMYHOOHOJIOTHYECKOTO JIEKaPCTBEHHOTO IpenapaTa, a TakKe MOPSIOK BbIJa4l YKa3aHHOTO
3aKJIIOUYEHHs M pa3Mep IUIaThl 3a €ro BblAady ycTaHasiuarooTca IIpaBurensctBom Poccuiickoit
denepanuu.

8. 3a HENpeACTaBICHHE WM HECBOEBPEMEHHOE IIPEACTABICHUE JIOKYMEHTOB M CBEICHUH,
MPEIyCMOTPEHHBIX YacTsaMHu 1, 2, 4, 5 u 6 HacTosmel cTaThy, MPOU3BOANUTEINN JIEKAPCTBEHHBIX CPEICTB U
OpraHM3aliM, OCYILECTBIISAIONINE BBO3 JIEKAPCTBEHHBIX INpenapaToB B Pocculickyto denepannio, HECyT
OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATEILCTBOM Pocculickoit denepanuu.

9. IlpencraBneHne JTOKYMEHTOB M CBEIEHUH, MpeaycMOTpeHHbIX 4acTsaMu 1, 2 u 4 HacTosuen
CTaThbW, M IIOJyYEHHE MPEAyCMOTPEHHOIO YAaCTbKO 7 HACTOSALIEH CTaTbU pa3pelICHHsT Ha BBOJ
MMMYHOOHOJIOTHUECKOTO JISKApCTBEHHOI'O IIpenapaTa B TIpaXKAaHCKUH o00OpoT He TpeOyroTcs B
OTHOIIEHHWH JIEKAPCTBEHHBIX MPENaparoB, MPEeAHA3HAUYEHHBIX JJs MPOBEACHUS  KIMHUYECKHUX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX IIPENApaTOB, NPOBEAEHUS OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB IS
OCYILIECTBJIEHUS] TOCYAapCTBEHHOW pPErucTpaliy JIEKapCTBEHHBIX IMpPENaparoB, a TAakKe B OTHOIIECHUU
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPEMNAapaToB, NMPEAHA3HAUYECHHBIX JUIS OKa3aHUs MEIULMHCKOU
MTOMOIIY IO >KU3HEHHBIM IOKa3aHMUSIM KOHKPETHOIO MAallME€HTa WM TPYIIbl NAalUEHTOB, BBO3UMBIX B
Poccuiickyro denepannro B cooTBeTcTBUM € 4dacTsamMu 3 u 3.1 crateu 47 Hacrosmero denepanbHOro
3aKOHA.

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

10. IIpu BBISBIEHUM B Tpa)KIaHCKOM O0OpOTE CepUH MWW MapTUU JIEKapCTBEHHOTO Iperapara,
JOKYMEHTBl U CBEICHHUS O KOTOPBIX, NMPEAyCMOTpeHHble YacTsMu 1, 2 u 4 Hacroseill craTb, He
MpescTaBieHbl B (eAepalbHbIi OpraH HCHOJHUTENBHON BIIACTH, OCYHIECTBISIIOIIMNA (QYHKIHMH IO
KOHTPOJIIO U HAaA30py B cepe 37apaBOOXpaHEHUs, MO0 CEpUM WM MapTMH MUMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOI'O Ipernapara, He MMEIOIIMX pa3pelieHuss Ha BBOJ B TpaXKIaHCKUH 000poT,
MPEJYCMOTPEHHOTO YacThlO0 7 HACTOSIIEH CcTaTbd, (eaepanbHblii OpraH HUCIOJIHUTENBHOW BIIACTH,
OCYIIECTBISIONMN (YHKIMU IO KOHTPOJIIO M Haa30py B cdepe 3apaBOOXpaHEHHs, B MOPSJIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoil @enepanyy, NPUHUMAET PELIEHUE O MPEKPALICHUH
IpaXIaHCKOro 000poTa TaKMX CEpUM WIM MapTUU 10 MPEACTABICHUS YKAa3aHHBIX JIOKYMEHTOB H
CBeJIeHU 100 MOTydeHHs YKa3aHHOTO pa3pereHusl.
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Koncynprantllntoc: npumeyanue.
C 01.09.2023 noxymenT pomnonaseTcs cT. 52.2 (P3 ot 02.07.2021 N 317-D3).

Cratba 53. Hpoz[axca, nmepeaavya JeKapCTrBeHHLIX CPEACTB OpraHu3alusaiMu ONnTOBOM TOPIroBJIA
JIEKAPCTBCHHBIMHA CPpeACTBAMMU

1. Opranuszanuu oNTOBOM TOPTOBJIH JIEKAPCTBEHHBIMHU CPEACTBAMU MOTYT OCYUIECTBIIATH MPOJAKY
JICKApCTBEHHBIX CPEACTB WM IepelaBaTb MX B YCTAHOBICHHOM 3aKOHOJATENBCTBOM Poccuiickoit
Oenepanuu nopsiike (3a UCKIOYeHHEM (hapMalieBTHUECKON CyOCTaHIIMK CIIUPTa STUIIOBOTO (3TaHOIA):

(B pen. @exnepanbHoro 3akoHa ot 27.12.2019 N 481-03)

1) apyrum opranusaiusm OrTOBOM TOPrOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) IpOU3BOIUTENSAM JICKAPCTBEHHBIX CPECTB VIS eNIei MPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB;

3) anTeyHbIM OpraHU3aLUsAM U BETEPUHAPHBIM allTE€YHBIM OPraHU3aIUIM;

4) HayYHO-UCCIIEIOBATEIHLCKUM OPTaHU3aAIUsAM JIJIs1 HAyYHO-UCCIIeI0BATEIbCKOM pabOThI;

5) UWHAMBUAYAJIbHBIM NPEIIPUHUMATENISIM, HMEIOIIUM JIMIEH3UI0 Ha (apMaleBTUYECKYIO
JESITeTbHOCTD WM JINLEH3UIO Ha MEUIIUHCKYIO JeSITeTbHOCTD;

6) MEAUIIMHCKUM OPTraHU3alMsIM, B TOM YHCIIE CO3/IaHHBIM M 3apPETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEIbCTBOM HMHOCTPAHHOTO rocyaapctBa - wieHa OpraHuzaluu 3KOHOMHUYECKOIO
COTPYAHHYECTBA W  Pa3BUTUS  WHOCTPAHHBIM  IOPUIMYECKUM  JIMIAM,  WHAWBUIYAIbHBIM
MpeNPUHUMATENSM, SBISIONIMMCS YYaCTHUKaMU MPOeKTa B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM "O
MEXTyHAPOAHOM MEIUIIMHCKOM KJIACTepEe M BHECEHHH M3MEHEHUI B OT/EIbHbBIC 3aKOHOAATEIBHBIC aKThI
Poccuiickoit @enepanuu', 1 BEeTepUHAPHBIM OpPraHU3alUsIM;

(B pen. @enepanbHoro 3akoHa ot 26.07.2019 N 240-03)

7) opraHuzalusAM ¥ UWHAUBUAYAIBHBIM MPEANPUHUMATENSAM, OCYIIECTBISIONMIUM pa3BeACHUE,
BBIpAIlMBaHUE U COJIEP)KAHHE JKMBOTHBIX (32 HCKIIOYCHHEM TMPOAaKH UM (papManeBTUIECKUX
CyOCTaHIIMI UM UX TIepeaayn).

(n. 7 B pea. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3alnuy ONTOBOM TOProOBIM JEKApCTBEHHBIMHM CPEJICTBAMU HE BIIPaBe OCYIIECTBIIATH
nponaxy (mepegady B YCTaHOBJICHHOM 3aKoHoAarenbcTBOM Poccuiickoit deneparuu  mopsiake)
(bapMareBTHYeCKON CyOCTaHIIMM CIUPTA STUIOBOTO (3TAHOJA).

(uacts 2 B pen. enepanbroro 3akoHa ot 27.12.2019 N 481-D3)

Cratbs 54. I[IpaBuiia onToBOI TOProBJIN JIeKAPCTBEHHBIMH CPeICTBAMH

1. OnToBast TOProBis JIEKAPCTBEHHBIMH CpPEACTBAMM OCYILECTBISETCS MPOU3BOIUTEIIMU
JIEKAPCTBEHHBIX CPEICTB MU OpPraHU3alUsMHU ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEACTBAMHU 10
IpaBWJIaM HaJJIexallel JUCTpUObIOTOPCKOM MPaKTUKU U MpaBHJIaM HaJUIeKalled IPaKTUKU XpaHEHUs U
IIEPEBO3KU JICKAPCTBEHHBIX IPENApPAaTOB, YTBEPKIECHHBIM COOTBETCTBYIOLIUMU YIIOJHOMOYEHHBIMU
(benepanbHBIMU OpraHaMU UCIIOJHUTENIBHOM BJIACTH.

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

2. OpraHu3anusi ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpEACTBAMU 00si3aHa COOJIO/ATh
IpeJesbHbIe CPOKU OTTPY3KH 3aTpeOOBAaHHBIX allTeYHOI OpraHu3aluel IeKapcTBEHHBIX MpenapaToB JUIs
MEIULMHCKOTO NPUMEHEHUS W HE BIPABE OTKA3bIBaTh AalTEYHOM OpraHU3alMM, C KOTOPOW y Hee
3aKJII0YEH COOTBETCTBYIOIIMK JOTOBOP O IOCTABKAX JIEKAPCTBEHHBIX IPENApaTOB I MEIULMHCKOIO
MIPUMEHEHHUs], B MTOCTAaBKE JIEKAPCTBEHHBIX NPENapaToB I MEIWIHMHCKOTO NMPUMEHEHUS NPU HANYUU
3aTpeOOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB A METUIIMHCKOTO MPUMEHEHHUsl y OpraHu3alMyd ONTOBON
TOPrOBJIM JIEKAPCTBEHHBIMU cpeAcTBamMu. llpenenbHble CPOKM OTTPY3KM 3aTpeOOBAHHBIX AaNTEYHOU
OpraHU3alMel JIEKApCTBEHHBIX IIpENnaparoB Uil MEIULHMHCKOTO IPUMEHEHHMS B 3aBUCUMOCTH OT
pacIlOJIOKEHUsT MecTa OTTPY3KHM JIEKaPCTBEHHBIX NPENaparoB s MEIWIHMHCKOTO NPUMEHEHUS
YCTaHABJIMBAIOTCS YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM UCIIOJHUTENIBHON BIACTH.

(uactsb 2 BBeneHa denepanbHbiM 3aKk0HOM 0T 26.03.2022 N 64-D3)
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Crarba 55. [lopsinok po3HUYHOI TOPTOBJIM JIEKAPCTBEHHBIMU NpenapaTaMmu

1. Po3HuuHas TOProBisl JIEKapCTBEHHBIMU IpernaparaMd B KOJUYECTBAX, HEOOXOAUMBIX MJIst
BBITIOJIHEHUST BpaueOHbIX ((enpaAnepcknx) Ha3HAYCHWH WM HA3HAYCHUH CIEUATUCTOB B 001acTH
BETEPUHAPUU,  OCYILECTBISETCS  aNTeUHbIMM  OpTraHU3alMsIMH, BETEPUHAPHBIMH  aNTEYHBIMU
OpraHu3alusIMH, UHAMBUAYAJIBHBIMU  NPEANPUHUMATEISAMH, UMEIOUIMMH  JIMLEH3UI0  Ha
(bapmalleBTUUECKYIO JAESTeNbHOCTb, MEIUIIMHCKUMHU OpraHU3alMsIMH, HWMEIOLUIUMH JIMLIEH3UI0 Ha
(bapMareBTHYECKYI0 JeSITEeIbHOCTh, W HMX O0O0COOJIEHHBIMH TOApAa3JeNeHUsIMUA (aMOyIaTopusiMu,
dbenpamepckuMu U PENBAMIEPCKO-aKYIIEPCKUMH  ITYHKTaMH, I[CHTpaMH (OTACICHHSAMHU) oOImen
BpayeOHOU (CEeMEHOM) MPaKTUKU), PACHOJIOKEHHBIMU B CEJIbCKUX HACENEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpPraHMU3AlMM, U BETEPUHAPHBIMH OPraHU3aLUsSIMHU, UMEIOUIMMH JIMIEH3UI0 Ha
(bapMarieBTHYECKYI0 JEATeNbHOCTh. Pas3pemieHa po3HWYHAs TOProBIS TOJBKO JICKAPCTBEHHBIMH
npernapaTamu, 3aperucTpupoBaHHbIME B Poccuiickoit @epepanuy WM H3TOTOBJICHHBIMU ANTEUHBIMU
OpraHu3anusIMy, BETEPUHAPHBIMU anTeYHbIMU OpraHMu3alusIMHy, WHIUBUIYTbHBIMU
MpEeANPUHUMATENSIMU, UMEIONIMMH JIMLEH3UI0 Ha (apMaleBTHUECKYIO0 JeATelIbHOCTh. Po3HMYHAS
TOProBJI JIEKAPCTBEHHBIMU IIpernapaTaMHi OCYILECTBISETCS IO IpaBUiIaM HaJJIeXallell anTeuyHou
MIPAKTUKHU, YTBEPKIAECHHBIM YIIOJTHOMOYEHHBIM (peIepaIbHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

(B pen. denepanbHbix 3aKkoHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

1.1. Po3HuyHas TOPromisl JEKapCTBEHHBIMHU MpenaparaMu A MEAMIIMHCKOrO MpUMEHEeHHs (3a
HCKJIIOUYEHUEM JIEKAPCTBEHHBIX IIPENapaToB, OTIYCKAEMbIX 10 PELENTy Ha JIEKapCTBEHHBIM mpemnapar,
HApPKOTUYECKUX JIEKAPCTBEHHBIX IMpENapaToB W IMCHUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB, a TaKke
CIUPTOCOEPKALUX JICKAPCTBEHHBIX TMPEMapaToB ¢ OOBEMHOM JOJied 3TUJIOBOTO CIUPTA CBBIIIE 25
MPOLIEHTOB) MOXET OCYIIECTBISATHCA ANTEUYHBIMH OPTaHU3ALMSIMH  TUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HHYHYIO  TOpProBiIO  JIEKAPCTBEHHBIMM  IIpemapaTamMu  JUIsl  MEOUIMHCKOTO  IPUMEHEHHUS
JUCTAaHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBISTh aNTEeUHblEe OPraHu3allid, UMEIOIINE JUIEH3UI0 Ha
(dapManeBTHYECKYI0  JCATEIBHOCTh M  COOTBETCTBYIOIIEE paspemeHue (eaepaibHOrO  OpraHa
UCTIOJHUTENIBHOM  BJACTH, OCYILECTBISAOUIET0 (YHKIMM TIO KOHTPOJNIO UM Haa3opy B chepe
3npaBooxpaHeHus. [lopsiiok BblIauM  pa3pelieHuss Ha OCYUIECTBJIEHHWE PO3HUYHOW TOPTOBIH
JIEKapCTBEHHBIMH TIpernapaTaMu JUCTAaHLIMOHHBIM CIOCOOOM, TpeOOBaHUS K aNTEYHBIM OpPraHU3alMsIM,
KOTOpBbIE MOTYT OCYIIECTBJISTh TAaKyl0 TOPIOBIO, U TMOPSJIOK €€ OCYLIECTBICHHS, a TaKXKe IpaBHiia
JIOCTaBKM JIEKAPCTBEHHBIX IIPENapaToB IpakaaHaM ycraHaBiauBaroTcs lIpaBurensctBoMm Poccuiickoit
Oenepaunn. Uudopmanusa 06 ortayeHHbIX (OTHYIIEHHBIX) U MOJYYEHHBIX JIEKAPCTBEHHBIX Iperaparax
BHOCUTCSI B CHCTEMY MOHMTOPDHMHIA JBM)KEHHUS JIEKAPCTBEHHBIX IPENaparoB s MEAUIMHCKOIO
MIPUMEHEHHUS B MTOPSJIKE, IPETYCMOTPEHHOM 4acThIo 7 cTaThu 67 HacTosuiero denepaibHOro 3aKOHa.
(uactsb 1.1 BBenena @enepanbHbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Bunmel anTedHBIX OpraHM3alMii W TpaBWIA OTIYCKa JIEKAPCTBEHHBIX IPENapaTroB IS
MEIULUHCKOTO TPUMEHEHHUsl alTeYHbIMH OpTraHU3alMsIMU, WHIAUBHIYaJbHBIMH MpPEINpUHUMATENSIMY,
MMEIOLIUMHU JIMIEH31I0 Ha (hapMalleBTUUECKYIO A TeNIbHOCTb, a TAKXKe MpaBuia OTIYCKa JeKapCTBEHHbBIX
IIpenapaToB Uil MEAMIMHCKOTO NPUMEHEHUS MEIMLIMHCKMMM OpraHU3alUsaMH, UMEIOIUMH JTULECH3UIO
Ha (hapMalleBTUUECKYIO JESTeNbHOCTb, U HX O00O0COOJEHHBIMU MOAPA3JEICHUIMU (aMOYIaTOpPUSIMH,
¢benpamepckuMu ¥ (PeIbALIEPCKO-aKyIIEPCKUMHU  MyHKTaMH, LEHTpaMH (OTAEJIeHUSAMHU) oOuIei
BpayeOHON (CEeMEWHOM) MpPaKTUKH), PACMOJIOKEHHBIMH B CEJIbCKUX HACEJIEHHBIX MyHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIllT€UHbI€ OPraHU3aIMM, YTBEPXKIAIOTCS YIIOJIHOMOYEHHBIM (ellepalbHbIM OpPraHOM
VCIIOJTHUTEIBHON BIIACTH.

(B pen. denepanbHoro 3akona ot 25.11.2013 N 317-03)

3. [IpaBmiia oTmycka HapKOTHYECKHUX CPEJCTB M ICHUXOTPOIHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B
KAuecTBE JIEKAPCTBEHHBIX IIPENApaToB, JEKApCTBEHHBIX IIPENApaTOB, COAEPXKALIUX HAPKOTHUECKUE
CpeICTBa M IICUXOTPOIHBIE BEIIECTBA, YTBEPKIAIOTCS YIOJTHOMOUYEHHBIM (eepaibHbIM OpPraHoM
UCTIOJHUTENIBHOM BIACTH IO COIJIACOBaHMIO C (hefepasbHBIM OpPraHOM HCIOJHUTENBHOW BIACTH,
YIOJTHOMOYEHHBIM B c(pepe BHYTPEHHUX JIE.

(B pen. denepanbhoro 3akona ot 03.07.2016 N 305-03)
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4. JlexapcTBeHHbIE IIpemapaTbl JJii BETEPUHAPHOTO IPUMEHEHUS IOJUIEKaT  OTIIYCKY
BETEPUHAPHBIMU aIlITEYHBIMU OPTaHU3ALMSIMH, BETEPUHAPHBIMU OpraHU3alUsAMHU, HHIWBUYaTbHBIMU
OpEeINpUHUMATEISIMYA, WMEIOIMIMMU  JIMICH3UI0 Ha  (DapMaleBTHUECKYI0 JesITelnbHOCTh. OTyck
JIEKapCTBEHHBIX MPENapaTtoB JUisi BETEPUHAPHOIO MPUMEHEHUS OCYLIECTBISIETCS B COOTBETCTBHH C
IIpaBWJIaMU HAJUIEKAIled anTeyHOW TMpPaKTUKU JIEKAPCTBEHHBIX IIPENapaTroB JUIsi BETEPUHAPHOTO
MIPUMEHEHHUSI, YTBEPKICHHBIMH YIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM UCIIOIHUTEIBLHOM BIACTH.

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

5. TlepeueHb MEAMIMHCKMX OpraHU3aldi, HMEIOIIMUX JHUIEH3UI0 Ha (apMaleBTHUIECKYIO
JesITeNbHOCTh, U X 000COOJEHHBIX MOoJpa3neneHuil (amOymnaropuii, denapamepckux u (enbamepeKo-
aKyIIEpCKUX  TYHKTOB, IIEHTPOB (OTACJICHHMI) oOmer BpadeOHON  (CeMEHHO#) TNpPaKTHKH),
PacroJIOKEHHBIX B CEIbCKUX HACEJIIEHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE OpraHU3aly, a
TaK)Ke MepeyeHb JIGKAPCTBEHHBIX IPENapaToB, Mpojaka KOTOPHIX MOXKET OCYIIECTBISATHCS yKa3aHHBIMU
OpraHu3alisiMdi W HX  O0OCOOJIGHHBIMH  TOAPA3[ACICHUSIMHU,  YCTAHABIMBAIOTCS  OpTraHaMH
WCIIOTHUTEIIBHON BJIacTH cyOBbekToB Poccuiickoit deneparumn.

(B pen. @enepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AnrteuyHble OpraHu3allid, WHIUBUAYAJIbHBIC MPEANPUHUMATENIN, UMEIOUINE JHIICH3UI0 Ha
(bapMareBTHYECKYI0  JIESATEIBbHOCTh, O00s3aHBI  O0ecleunBaTh  yTBEPXKIACHHBIH [IpaBUTENHCTBOM
Poccuiickoit denepanuu u GopMUPYEMBI B YCTAHOBICHHOM UM IMOPSJIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOIUMBIX Ul OKa3aHUS MEIUITUHCKON TTOMOIITH.

(uactsb 6 B pen. DenepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrteuyHble OpraHu3allid, WHIAUBUAYAJIbHbIE MpPEANPUHUMATENN, HMEIOLIUE JMIEH3UI0 Ha
(bapMalleBTUUECKYIO JIeATEIbHOCTh, HapsAy C JIEKapCTBEHHBIMH IIpermapaTaMH HMEIOT —IPaBo
npuobperate W MpoAaBaTh, B TOM 4YHUCIE JIUCTAHIMOHHBIM CHOCOOOM, MEIWIIMHCKHE W3JeIus,
Ne3uH(UIMPYIOLTNE CPENCTBA, MPEIMETHl W CPEACTBAa JUYHON THTUMEHBI, MOCYIY AN METUIIMHCKUX
LieJIel, MPeIMEThl U CPEACTBA, MIPEeIHa3HAUYEHHBIE [l yXO/a 3a O0JIbHBIMU, HOBOPOKICHHBIMU U JETbMU,
HE JOCTUTIIMMHU BO3pacTa TPEX JIET, OYKOBYIO ONTHUKY U CPEACTBAa yXoJa 3a HEH, MUHEPaJIbHbIC BOJBI,
MPOJAYKTHl JIEYEOHOIro, AETCKOrO0 W JUETHYECKOro NUTaHMs, OWOJIOTMYECKHM aKTUBHBIE J100aBKH,
napdroMepHble 1 KOCMETHYECKHUE CPEJCTBA, MEJUIIMHCKUE M CAaHUTAPHO-TIPOCBETUTENbHbIC IEYaTHbIC
W3JlaHus, NpeJHa3HaueHHbIe Il Mporaraiabl 3J0pOBOro 00pa3a )KU3HU.

(B pen. denepanpHbix 3akoHOB OT 27.07.2010 N 192-03, ot 25.11.2013 N 317-®3, ot 03.04.2020 N 105-
®3)

8. JlearenpHOCTh anTeuHbIX opraHmsauuii BoopysxkeHHbix Cun Poccuiickoit denepanuu, Apyrux
BOMCK, BOMHCKUX (DOPMUPOBAHMI M OPraHOB, B KOTOPBIX 3aKOHOJaTenbcTBOM Poccuiickoit denepannn
IPEJYCMOTPEHO TPOXOXKAEHUE BOEHHOM CIYKObI WM (enepaabHON TroCylapCTBEHHOW CIIyKOBl,
CBSI3aHHOM C MPaBOOXPAHUTEJIBHON JEsTeNbHOCTbIO, pErIaMEHTUpyeTcsl HacToAmuM DenepanbHbIM
3aKOHOM U YTBEPXKJAEHHBIMU COOTBETCTBYIOLUIMMH (peepanbHbIMU OpraHaMH HMCIIOJHUTEIbHON BIIACTH
nosioxkeHussMHU. KoHTponb 3a coOito/ieHueM yKa3aHHBIMM alTeYHbIMU OpPraHU3alUsSMU TOJOKEHUN
Hacrosiero @enepaabHOr0 3aKOHA OCYLIECTBISIETCS COOTBETCTBYIOIIMMHU (heliepaibHbIMU OpraHaMu
WCTIOJIHUTEIIbHOM BJIACTH.

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 262-03)
9. Yrparun cuiy ¢ 1 ssuBaps 2021 roga. - ®eaepanbebiil 3akoH oT 03.04.2020 N 105-D3.

Cratbs 56. U3roToBiieHHe U OTIYCK JIEKAPCTBEHHBIX MPeNapaToB

Koncynprantllntoc: npumeuanue.
C 01.03.2023 B u. 1 ct. 56 BHOCsATCs n3menenus (D3 ot 30.12.2021 N 463-D3).

1. M3roroBineHue JEKapCTBEHHBIX NPENApaToOB alTEYHbIMM OpraHU3aLMSIMHU, BETEPUHAPHBIMU
anTeYHbIMU OPraHM3aLUsSIMH, WHIUBUIYAIbHBIMU [PEANPUHUMATEIAMH, HMEIOIUMU JIMIEH3UI0 Ha
(bapMaleBTUUECKYIO AESTENbHOCTb, OCYIIECTBISETCS MO pelenTaM Ha JIEKapCTBEHHbIE Mpenaparkl, Mo
TpeOOBaHUSAM MEAULMHCKUX OpraHu3aluid, BETEpUHAPHBIX OPraHU3alMil B COOTBETCTBUHU C NpaBHIIAMH
W3TOTOBJIEHUS W OTIIyCKAa JIEKAPCTBEHHBIX IPENapaToB, YTBEPKIACHHBIMH  YIIOJHOMOYEHHBIM
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(denepanbHBIM OPraHOM UCTIOTHUTEILHOW BIIACTH.

2. [lpy M3roTOBJIECHUHU JICKAPCTBEHHBIX MPENapaTOB alTEYHBIMH OPTraHU3alUsIMH, BETEPUHAPHBIMU
alTEeYHBIMU OpPraHU3alMsIMU, WHIWBUAYAIBHBIMU MPEANPUHUMATENSIMHA, HMEIOMMMU JIMLIECH3UIO Ha
(hapMaIeBTHUECKYI0 JCSATEIbHOCTh, HCIOJB3YIOTCS (DapMaleBTHUYECKUE CyOCTAaHIIMM, BKIIFOUCHHBIC
COOTBETCTBEHHO B rOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB JJISI MEAULMHCKOTO IPUMEHEHUS U
rOCYJIapCTBEHHBIN pEecTp JICKAPCTBEHHBIX CPEICTB JJIsi BETEPUHAPHOTO MPUMEHEHHUS B YCTAHOBJICHHOM
nopsake. He pgomyckaercss M3roTOBJIEHME anNTEYHBIMU OpraHU3alUsIMU, BETEPUHAPHBIMHU aAlTEUYHBIMU
OpraHU3aLUSIMH, WHIUBUYJIbHBIMU MpeaIPUHUMATEISIMH, MMEIOIIUMH JIMIICH3UIO Ha
(hapMaleBTHUECKYIO JCSITEIbHOCTD, JIEKAPCTBECHHBIX MPENapaTroB, 3aperuCTPUPOBAHHBIX B Poccuiickoi
denepanuu.

3. MapkupoBKa JI€KApCTBEHHBIX IMPENapaToB, HM3rOTOBJICHHBIX AaNTEUYHBIMU OPTaHHU3ALUAMH,
BETEPUHAPHBIMU aNTEYHBIMU OpraHU3alUsAMH, WHIWBUIAYAJIbHBIMU MPEANPUHUMATEIAMHU, WMEIOIIUMU
JUIEH3WI0 Ha (apMarleBTHYECKYIO JEATEIbHOCTh, W O(POPMIICHHE TaKUX TPENaparoB JIOJDKHBI
COOTBETCTBOBATH MPaBUJIaM, YKa3aHHBIM B 4acTH | HACTOSAIEH CTaThH.

4. AnreuHble OpraHu3alMd, BETEPUHAPHBIC AaNTEYHbIC OpraHU3alluy, WHIUBUIyAJIbHbIC
MpeapUHUMATEH, UMEIOIIKE JUIeH3UI0 Ha (hapMalleBTUUECKYIO JesITeIbHOCTh, HECYT OTBETCTBEHHOCTh
3a HECOOJIOJICHUE MPaBWJI M3TOTOBJICHHS M OTITYCKa JICKAPCTBEHHBIX IPENapaToB B COOTBETCTBUU C
3akoHoJaTeNbecTBOM Poccuiickoit denepaimm.

Crarba 57. 3anpemenue npoagaxu (aabCUPUUUPOBAHHBIX JEKAPCTBEHHBIX CPEACTB,
He00POKAaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJACTB

[Tponaxka hambCUpUIIUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX
CPeICTB, KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEICTB 3aMPeIacTcCsl.

Crartbs 58. XpaHeHue JIeKapCTBEHHBIX CPeCTB

1. XpaHeHue JEKapCTBEHHBIX CpPEICTB OCYLIECTBIIAECTCS IPOU3BOAUTEISAMHU JIEKAPCTBEHHBIX
CPEICTB, OpraHU3alUsMH  ONTOBOM  TOPrOBJIM  JIEKAPCTBEHHBIMHU  CPEICTBAMH,  AlTEYHBIMU
OpraHM3alusIMH, BETEPUHAPHBIMU anTEYHBIMU OpraHM3alUsIMH, WUHIVBUAYaJIbHBIMU
MpeaNPUHUMATENSIMU, UMEIOIIUMHU JIMIEH3MI0 Ha (papMalieBTUUECKYIO EATEIbHOCTh WM JIMIEH3UIO0 Ha
MEIUIMHCKYIO JESITEIbHOCTb, MEIWLMUHCKHMH OpTraHM3alUsIMM, BETEPUHAPHBIMU OpraHU3alUsIMU U
WHBIMM OpraHU3alMsIMH{, OCYIIECTBISIOIIMMHU OOpallleHue JIEeKapCTBEHHBIX CPEACTB. XpaHEHHE
JIEKapCTBEHHBIX CPEACTB JJIs BETEPUHAPHOTO NPHUMEHEHUS OpraHu3alusMU W WHIAUBUAYAJIbHBIMHU
NpeNlpUHUMATENsIMU B CllydasX, €CJIM OHU MCHOJBb3YIOTCS MCKIIOUUTENBHO TIPU pa3BEICHUH,
BBIpAIlMBAaHUH, COJIEPKAHUM U JICYEHUU KUBOTHBIX, MOXKET OCYIIECTBIAThCA 0€3 MOIy4YeHUs JIMLEH3UU
Ha (apMalleBTUYECKYIO I€ATEIbHOCTb.

(B pen. denepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. IlpaBuia  XpaHEHHMs]  JIEKAPCTBEHHBIX  CPEJICTB  YTBEPXKJAIOTCS  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (he/iepabHbIM OPraHOM HCTIOIHUTENIbHON BIACTH.

3. XpaHeHne HapKOTUYECKUX JIEKApPCTBEHHBIX CPEJICTB, MCUXOTPOMHBIX JIEKAPCTBEHHBIX CPENCTB,
panuodapmManeBTHYECKUX  JIEKAPCTBEHHBIX  CPEJCTB  OCYIIECTBISETCS B COOTBETCTBHM  C
3akoHoJaTenbcTBOM Poccuiickoit denepanum.

Crarbs  58.1. IIpenMeTHO-KOJMYeCTBEHHbII  y4eT JIEKAPCTBEHHBIX CpeACTB  JId
MeIMUHHCKOr0 NPpUMEeHEeHHU s
(BBeneHa PenepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. HepequL JICKAPCTBCHHEBIX CPCACTB JJII MCAUIIMHCKOI0 MPUMEHCHUS, IMMOMJIC)KAIIUX MTPECAMETHO-
KOJIMYCCTBCHHOMY YUCTY, YTBCPIKIAACTCA YIOJIHOMOYCHHBIM (I)e):[epaJ'IBHBIM OpraHomMm HCIIOJIHUTEILHOMN
BJIaCTH.

2. HOpH,I[OK BKIIFOUYCHUSA JICKAPCTBCHHLIX CPCACTB IJId MCAUIHWHCKOI'O IMPUMCHCHUA B INICPCUCHDb
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JICKApCTBCHHBIX CPCACTB JIsI MCAUIIMHCKOTO NPUMCHCHUA, IMOMJIC)KAIIUX NPCAMECTHO-KOJINUCCTBCHHOMY
y4eTy, YCTaHaBJIMBACTCS YIOJIHOMOYEHHBIM (elepallbHbIM OpPraHOM HCIOJHUTEIBHOW BIIACTH IO
COTJIACOBAaHUIO C (efepalbHbIM OPraHOM HCIOJHHUTEIBHON BIAcTH, YIIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JIEI.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. [IpenMeTHO-KOTUYECTBEHHBIN Y4eT JIEKApCTBEHHBIX CPEICTB Ui MEIUIIMHCKOTO IMPUMEHEHUs
BCAYT IMPOU3BOAUTCIIN JICKAPCTBCHHBLIX CPCIACTB, OpraHu3alyuun ONTOBOM TOProBJIK JICKAPCTBCHHBIMU
CpeICTBaMH, anTeUHble OpraHU3alH, WHAWBHUIyaJIbHbIE NPEANPUHUMATEIN, UMEIOUINE JHIICH3UI0 Ha
(bapMaHeBTI/I‘-IQCKyIO ACATCIIBHOCTD WJIM JIMIOCH3HWIO HAa MCAHULMUMHCKYIO ACATCIBHOCTb, U MCAWUIIMHCKHC
OpraHM3alliy, OCYILECTBISAIONIe 00palleHne IEKapCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MPUMEHEHUS,
IIyTEM PErucTpanuy JIOObIX CBS3aHHBIX C MX OOpAallleHHEM OIlepalMil, NpU KOTOPbIX U3MEHSETCS HX
KOJIMYECTBO U (WJIM) COCTOSIHHE, B CIIEHUANbHBIX )KypHaJlaX y4yeTa omnepanui, CBI3aHHBIX C OOpalleHreM
JICKApCTBCHHBIX CPCACTB JJII MCAUITUHCKOI'O IMPUMCHCHUA (;[aﬂee - CIICHUAJIBHBIC )KypHaJIbI).

4. TlpaBuna perucrpanuu orepaiuii, CBI3aHHBIX C OOpalleHHeM JIEKapCTBEHHBIX CPEACTB s
MCIUIIUHCKOI'O IMPUMCHCHUS, BKIHOUCHHBIX B IHCPCUYCHL JICKAPCTBCHHBLIX CPCACTB IAJId MCAULUHCKOIO
MIPUMEHEHHUS, TIOJUIeKAIINX MPEAMETHO-KOJIMYECTBEHHOMY YUeTy, B CIEIMATbHBIX JKypHalax U MpaBuia
BCACHUA MW XPaHCHHA CICHUAJIBHBIX JXKYPHAJIOB YTBCPXKIAAIOTCA YIIOJHOMOYCHHBIM (1)6I[CpaJII)HI)IM
OpraHOM HCTIOJIHUTEIbHON BIACTH.

5. Koutponb 3a coOirojieHHeM MpaBUJl PErUCTPAllUM ONEpalHii, CBA3aHHBIX C OOpalieHueMm
JIEKapCTBEHHBIX CPEICTB U MEIULUHCKOTO MPUMEHEHHsI, BKIIOYCHHBIX B IEpPeUeHb JIEKAPCTBEHHBIX
CpCACTB IJId MCAHULIMHCKOTO NPHUMCHCHHA, MNOMICKAIINX NPCAMETHO-KOJIMYCCTBCHHOMY YUYCTY, B
CHEIHMANbHBIX J>KypHaJlaX, a TakKe 3a COONIIOJICHHEM TMpaBUil BEIACHHUS U XpaHEHUsS CIEHUAIbHBIX
’KYPHAJIOB BO3JIaraeTcsi Ha yIMOJHOMOUYEHHBIE (e/iepaibHbIe OpraHbl UCIIOJHUTEIBHON BIACTH U OPTaHbI
UCIIOJIHUTENBHON BiacTH cyObekToB Poccuiickoit ®enepanuu, OCYIIECTBISAIONINE JUIEH3UPOBAHUE
MPOM3BOJICTBA  JICKAPCTBEHHBIX CPEICTB, (apMalEeBTUUCCKOW JEATCIBHOCTH H  METUITTHCKOM
NEeSITeNIbHOCTH, U OCYILIECTBIISETCS B paMKax JIMIEH3MOHHOTO KOHTPOJISL.

I'nmasa 11. YHUYTOXEHUE JIEKAPCTBEHHBIX CPEJACTB
Crarbs 59. OCHOBaHMSA M NOPAJIOK YHHUTOKEHHUS! JICKAPCTBEHHBIX CPEICTB

1. HenoOpokauecTBEHHBIE JICKApPCTBEHHBIE CPEJCTBa, (GalbCUUIIMPOBAHHBIE JIEKAPCTBEHHBIE
CpEeIACTBa MOAJEXKAT M3BATHIO W3 OOpalleHuss U YHUYTOXKEHMIO B TMOPSAIKE, YCTaHOBICHHOM
IIpaButensctBoM Poccuiickoit @enepanun. OcCHOBaHMEM Il YHUUYTOXKEHUS JIEKAPCTBEHHBIX CPENICTB
ABJIICTCA ~ pEIeHHe  BIAJeiblla  JIEKAapCTBEHHBIX  CPEICTB,  PELICHHE  COOTBETCTBYIOILEIO
YIIOJIHOMOYEHHOTO (heiepabHOIO OpraHa UCIOJHUTEIbHON BIACTH WM PELICHHUE CYAa.

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

2. KoHTpadakTHbIe JIEKapCTBEHHBIE CPE/ICTBA MOAJIEKAT U3BATHIO U3 OOpPAIIeHUs U YHUUTOXKEHUIO
1o pemieHuio cynaa. Ilopsaaok yHUYTOXKEHHUs] KOHTpapaKTHBIX JIEKAPCTBEHHBIX CPEJCTB YCTaHABIMBAETCA
IIpaBurensctBoM Poccuiickoit denepanu.

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

3. Pacxompl, cBs3aHHBIE C YHUYTOXKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB,
HEZ0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEIACTB, (DambCUUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB,
BO3MELIAKOTCS UX BIIAJEIBLEM.

4. Brnanener JeKapCTBEHHBIX CPEACTB JOJDKEH MPEICTaBUTh B YINOJHOMOYEHHBIN (penepanbHblii
OpraH MCIIOJHUTEIBHOM BIACTH JOKYMEHT WM 3aBEPEHHYIO B YCTAHOBJIIEHHOM IOPSAKE €ro KOIHIO,
MOATBEpKIatoIUe (PaKT YHUUTOKEHHS JIEKAPCTBEHHBIX CPE/ICTB.

5. CoOTBeTCTBYIOIIMK yIOJTHOMOYEHHBIH (hepepanbHbli OpraH HUCIOJHUTENBHOM BIACTH,
MPUHSABIIMKA pelieHre 00 YHMUYTOKEHUHU JIEKapCTBEHHBIX CPEACTB, OCYUIECTBIISET KOHTPOJIb 3a HX
YHUUTOKEHUEM.

6. VYHUYTOXEHHE JIEKQpCTBEHHBIX CPEACTB MPOU3BOAMTCA OPTraHU3ALMSIMHM, HMEIOIKUMU
COOTBETCTBYIOLIYIO JHMIIEH3UIO, Ha CHEIMAIBLHO 000PYAOBAHHBIX IIJIOMIAKAX, TOJUTOHAX U B CIIEHUAIBHO
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000pYZIOBaHHBIX TOMEILEHHUSIX C COONI0/IEHHEM TpeOOBaHUN B 00JaCTH OXpaHbl OKPY)KAIOLIEH Cpelbl B
COOTBETCTBHUHU C 3aKOHOJATEIHLCTBOM Poccuiickoit denepanum.

7. HapkoTuyeckue JI€KapCTBEHHbIE CpEACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPENCTBA,
panunodapmaneBTUYECKUE  JIGKAPDCTBEHHBbIE  CPEACTBA  YHUYTOXKAIOTCS B COOTBETCTBUH  C
3aKoHoarenscTBoM Pocculickon denepanuu.

I'nmaBa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHUE LIEH
HA JIEKAPCTBEHHBIE ITPEITAPATDBI JJIAA MEJUIHUHCKOI'O IPUMEHEHUA

Crarps 60. I'ocynapcTBeHHOe peryJiMpoBaHUE I€H Ha JeKAPCTBEHHbIE Mpenaparbl 1JIs
MeIMUMHCKOr0 MPpUMeHeHU sl

1. T'ocynapcTBeHHOE pEryjaMpoOBaHUE IIEH Ha JIEKAPCTBEHHbIE Ipenaparbl i MEIUIMHCKOTO
IIPUMEHEHHUSI OCYILIECTBIIETCS IOCPEACTBOM:

(B pen. @enepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxknenust IlpaBurenbctBom Poccuiickoit denepanuu nepeyHs KU3HEHHO HEOOXOIUMBIX U
BOXHEUIINX JICKAPCTBEHHBIX MPENapaToB, KOTOPHIA (OPMHUPYETCS M HE pPeKe OJHOTO pa3a B TOA
[epecMaTPUBAETC B YCTAHOBIEHHOM MM IMOpPSAJKE HA OCHOBE KOMILJIEKCHOW OLIEHKU JIEKAPCTBEHHBIX
[pernapaToB, BKJIOYas aHalU3 CBEICHUM O CpaBHUTENbHOM KIMHUYECKOW A(PQEKTUBHOCTH U
0€30MacCHOCTH JIEKQPCTBEHHOTO CPEJICTBA, OIEHKY HOKOHOMHMYECKHUX IOCIEACTBUI MPUMEHEHUS
JIEKAPCTBEHHOI'0 CPEACTBA M W3Y4YEHUE JIOIOJHMUTENBHBIX IOCIEACTBUI NPUMEHEHHUs JIEKAPCTBEHHOIO
CpENCTBa;

(B pen. denepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBepKIEHUS METOAUKM pacyeTra TNpPeNeNbHbIX OTIYCKHBIX II€H MPOU3BOJIUTENICH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOUYEHHbIE B IMEPEUCHb JKU3HEHHO HEOOXOJAMMBIX M Ba)KHEHUIINX
JIEKapCTBEHHBIX MPENaparoB, a TakKe BHEIPEHHS] MEXaHU3MOB (POPMHUPOBAHUSL CUCTEMBI peepeHTHBIX
LICH;

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) rocyaapCTBEHHOM pEerucTpallMd NpPENeNbHbIX OTIYCKHBIX I[I€H IPOU3BOJUTENEH Ha
JIEKapCTBEHHbIE MpPEeNapaTrhl, BKIIOUEHHBIE B IIE€peYeHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX
JIEKAPCTBEHHBIX IIPENApPaTOB;

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

4) BeleHUWs TOCYNApCTBEHHOTO peecTpa MpPEACTbHBIX OTIHYCKHBIX IIEH MPOM3BOIAMTEICH Ha
JIEKapCTBEHHbIE MpPEenaparhbl, BKIIOUEHHBIE B IEpEYeHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIIHMX
JIEKAPCTBEHHBIX IIPENApaTOB;

5) yTBepKIEeHHS METOJMKHM YCTAHOBJIEHHMs OpraHaMHM MCIOJHUTENbHONM BJIAcTH CyOBEKTOB
Poccuiickoit ®enepanyu OpeleNbHBIX PasMEPOB ONTOBBIX HAA0ABOK W MpEAENbHBIX pa3MepoB
PO3HMYHBIX HaI0aBOK K (PaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX [PENapaTroB, Ha JIEKAPCTBEHHBbIE IIPENaparbl, BKIIOYEHHBbIE B IEPEYCHb KU3HEHHO
HEO0OXOIMMBIX M BaKHEUIIIHNX JIEKAPCTBEHHBIX MPENapaToB;

6) ycTaHOBJIEHHSI TIPEICIBbHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK M TMPEACIbHBIX Pa3MEPOB PO3HHYHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOW3BOAMUTENSIMHU JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHBIE Mpenaparbl, BKIIOUEHHBIE B IEpPEUeHb >KU3HEHHO HEOOXOIUMBIX U
BOKHEUILIMX JICKAPCTBEHHBIX MTPENapaToB;

7) yTBEpKIE€HHUs MOpsAIKa BbIIayM MNPEINHCAHUNA OpraHaM MCIIOJHUTEIbHONW BJIAcTU CyOBEKTOB
Poccuiickoit denepanuu o0 NpUBEAECHUN B COOTBETCTBUE € 3aKOHOAATENBCTBOM Poccuiickon denepanuu
pelieHnid 00 YCTAHOBJIEHWU TpEAENbHBIX pa3MEpOB ONTOBBIX HaA0aBOK M MPEJENIbHBIX pa3MepoB
PO3HMYHBIX HaI0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IPENapaTroB, Ha JIEKAPCTBEHHBIE IIpenaparbl, BKIOYEHHBIE B IEPEYEHb >KMU3HEHHO
HEOOXOAMMBIX M BaXHEUIIMX JIEKApCTBEHHBIX IIPENaparoB, €CIM OHU MPHUHATHI C HapyIICHHEM
3akoHojarenbeTBa Poccuiickoit @enepanuu, B opsake, ycraHoBiaeHHOM [IpaBurensctBoM Poccuiickoit
denepanny;
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8) HampaBlieHHs] YHNOJHOMOUYEHHBIM (heepaabHbIM OpPraHOM MCIOJHUTENBHONW BIACTH OpraHam
WCTIOTHUTENIPHOW BJIacTU CyOBekTOB Poccuiickoit denepanuu mnpeAnvcaHUil O TPUBEACHUH B
COOTBETCTBHE C  3aKOHOJArenbCcTBOM  Poccuiickoi  dDenepauuy NPUHATBIX €  HAPYLICHUEM
3akoHojaTenbcTBa Poccuiickoit denepannu pereHnii 00 yCTaHOBJIEHUH MPEIENIbHBIX Pa3MEePOB ONTOBBIX
HaJ0aBOK M IpPEAEIbHBIX PA3MEPOB PO3HUYHBIX HAJ0AaBOK K II€HaM Ha JIEKapCTBEHHBIE Ipenaparsl,
BKJIFOYEHHBIE B IIEpEUYEHb )KU3HEHHO HEOOXOAMMBIX U BXKHEHIINX JICKAPCTBEHHBIX IIPENapaTos.;

9) ocymecTBineHus (heaepanrbHOro rocy1apcTBEHHOr0 Ha/130pa B cepe oOpalieHus JeKapCTBEHHBIX
CPEICTB M PErHMOHAIBHOIO TOCYIAapPCTBEHHOIO KOHTPOJIS 3a NPUMEHCHMEM LEH Ha JIEKapCTBCHHbBIE
Ipernaparbl COOTBETCTBEHHO YIOJIHOMOYEHHBIMH (peepalibHBIMU OpraHaMU HUCIOJHHUTEIBHON BIACTH U
OpraHamMM HCIOJHUTENIbHOW BiacTu cyObekToB Poccuiickoit deneparuy corjlacCHO MX KOMIIETEHIIMH B
nopsizike, ycranoieHHoM [IpaButensctBoMm Poccuiickon @enepannu;

(. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) npumeHeHHs TPENYCMOTPEHHBIX 3aKoHojaTenbcTBOM Poccuiickoit  ®Pexpepanuu  Mep
OTBETCTBEHHOCTU 3a HapylleHHe IOopsAKa IeHOOOpa30BaHUs Ha JIEKapCTBEHHbIE Ipernaparsl,
BKJIFOUEHHBIE B [IEPEUEHB )KM3HEHHO HEOOXOMMBIX U Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENapaToB.

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

2. B ycioBusix 4ype3BblYaiiHON cuTyauMu M (WIK) IPpU BO3HUKHOBEHUHU YIPO3bl PACIpPOCTPaHEHUS
3a00JeBaHUs, MPEJCTABIAIOLIET0 OMACHOCTh Ui OKPYXKAIOIIUX, a TAaKKe B Cllyyae, €Clii B TeueHHe
TPUALATH KaJeHAAPHBIX JHEH mocie npuHsatusa lIpasurensctBom Poccuiickont denepanuu pemeHus o
IIPOBEJICHUY MOHUTOPHMHIA PO3HUYHBIX LIEH HA JICKAPCTBEHHBIE MPENapaThbl, HE BKIIOUEHHBIE B IIEPEYCHb
KU3HEHHO HEOOXOJMMBIX M BaXHEHMIINX JIEKAPCTBEHHBIX IPENapaToB, HA TEPPUTOPUSAX CYOBEKTOB
Poccuiickoit denepanyy BbIABIEH POCT PO3HUYHBIX LIEH HA YKa3aHHBIE JICKApPCTBEHHBIE Ipenaparbl Ha
TPUILATH IPOLIEHTOB U Ooiiee, [IpaBuTenscTBO Poccuiickoit Menepanuii BipaBe yCTAHOBUTH MPEIETbHbIE
OTIIYCKHBIE LICHBI ITPOU3BOJUTENICH HAa YKa3aHHbIEC JIEKAPCTBEHHBIC IIPENaparhbl, IPelebHbIE pa3Mepbl
OTITOBBIX HAJ0ABOK U IMpEIeNIbHBIC pa3Mepbl PO3HUYHBIX HAI0aBOK K (PaKTUYECKUM OTITYCKHBIM ILIEHAM
IIPOU3BOJUTEINIEH HA YKa3aHHBIE JIEKAPCTBEHHBIE Ipenaparsl. [lepedeHp 1eKkapCTBEHHBIX IIPENapaToB, HE
BKJIIOUEHHBIX B IE€PEUYEHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEUIIMX JIEKApPCTBEHHBIX IpENnaparoB, U
MopsAIOK ero popmupoBanus onpeaenstores [IpasutensctBom Poccutickoit denepanuu.

(uactsb 2 BBeneHa denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

3. B Teuenue aeBsHOCTa KaJlleHAAPHBIX JHEN co IHA yTBepkAeHus lIpaBurenscTtBom Poccuiickoit
®denepany NepeyHs, YKa3aHHOTO B YacTH 2 HACTOALIECH CTaThbH, HE JIOMYCKAIOTCS peanu3anus U OTIYCK
BKJIFOUEHHBIX B HErO JIEKAPCTBEHHBIX IIPENApPaTOB IO II€HAM, IPEBBIIIAIOIINAM IPEACIBbHBIE OTIIYCKHBIE
LIEHBl MPOW3BOJMTEIEH HA YKa3aHHbIE JICKAPCTBEHHBIC INPENApaThbl, MPEACIIbHBIE PAa3Mepbl ONTOBBIX
Ha/J10aBOK M TMpefeibHble pa3Mepbl PO3HUYHBIX HaJ0aBOK K (aKTMUECKUM OTIYCKHBIM Li€Ham
MIPOM3BOJUTENIE Ha YyKa3aHHbIE JIEKapCTBEHHbIE Ipenaparbl C Y4YETOM Hajora Ha J00aBJICHHYIO
CTOMMOCTb.

(uactb 3 BBeneHa denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

Koncynprantllntoc: npumeuyanue.
3apeructpupoBanasie g0 07.06.2019 mnpenenbHble OTIYCKHBIE II€HBI MOJIEKAT 00s13aTEIBHOM
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUH CO CT. 2 @3 01 06.06.2019 N 134-D3.

Crarbsi 61. I'ocynapcTBeHHasi perucTpanus U INepeperucTpanusi npeaejbHbIX OTIHYCKHBIX
HEeH HpOl/l3BOJI]/lTe.]Ie]71 Ha JICKAPCTBCHHLIC Ipernaparbl, BKJIIOYCHHBIC B IEPCYCHb KU3HCHHO
He00XO0IMMBIX U BaKHEHIIMX JIeKAPCTBEHHBIX NPenapaTros

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

1. TlpenenbHast OTHyCKHAs II€HAa MPOU3BOAMUTENS Ha JICKAPCTBEHHBIM IpenapaT, BKIIOYEHHBIA B
MepeueHb KU3HEHHO HEOOXOAMMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IMPEMapaToB, MOAJEKUT
rOCyJIapCTBEHHOM PErucTpanuu B Mopsake, ycraHoBieHHOM [IpaButensctBom Poccuiickoit denepanny,
Ha OCHOBAHHWM IMPEACTABICHHOTO B YIOJHOMOYEHHBINH (efepanbHbIi OpraH UCHOTHUTEIHLHOW BIACTH
3asBJICHUS JEpKaTels WIM BIAJENIbla PETMCTPALMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO Ipernapara
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(YNOJIHOMOYEHHOI'O UM JIMLIA).

2. 3aperucTpupoBaHHas IpeJelbHas OTIYCKHas II€Ha [POU3BOAMTENS Ha JIEKapCTBEHHBIN
mpernapar, BKIIOYEHHBIH B TIEpEUYEHb KU3HEHHO HEOOXOMMMBIX M BAKHEHIIHMX JIEKAPCTBEHHBIX
IIPENapaToB, MOKET OBbITh NEPEPErMCTPUPOBAHA B CTOPOHY YBEIMUYEHHS OAMH Pa3 B KaJEHIApHOM roly
Ha OCHOBaHUH IMPEJICTABICHHOTO B YIOJTHOMOYEHHBIH (peiepanbHblil OpraH UCTIOIHUTEBHON BIacTh A0 1
OKTSIOpsl KaXJOro rojia 3asBJICHUS JAepKaTelld WIM BIAJAEblla PErUCTPALMOHHOIO YIOCTOBEPEHMUS
JIEKapCTBEHHOI'0 Ipernapara (yIoJHOMOYEHHOT0 UM JIULIA).

3. 3apeructpupoBaHHas INpeAeibHas OTIYCKHas II€HAa IIPOM3BOAUTENI Ha JIEKapCTBEHHBIN
mpernapar, BKIIOYEHHBIH B TIEpEUeHb IKU3HEHHO HEOOXOMMMBIX M BAKHEHIINMX JIEKAPCTBEHHBIX
IIPENapaToB, MOKET ObITh MEPEPErUuCTPUPOBAHA B CTOPOHY CHI)KEHUSI HA OCHOBAHUU IPEACTABIEHHOTO B
YIIOJIHOMOYEHHBIN (pe/iepaabHbIil OpraH UCTIONMHUTEIFHON BIIACTH 3asBICHUS ACPIKaTells WM BIaAebIa
PEruCTPaliMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpenapara (yIoJHOMOYEHHOTO UM JIUILA).

4. Jlepkarenb WIM BIAJENEL PErMCTPALMOHHOIO YIOCTOBEPEHMS JIEKApCTBEHHOI'O IIpernapaTa
(YHOJIHOMOYEHHOE MM JMIO) o00sf3aH NpPEJACTaBUTh B YINOJHOMOYEHHBIH (enepanbHblii  opraH
HCIIOJIHUTEJILHOM BJIACTH 3asBJICHUE O MEPEPErHCTpallii 3aperuCTPUPOBAHHON MPEAEIbHON OTIYCKHOM
LIEHBI [TPOM3BONTEIIS HA JIEKApPCTBEHHBIHM Ipenapar, BKIOYEHHBIH B IIepeuYeHb KU3HEHHO HEO0XO0IUMBIX
1 BaXXHEMIINX JIEKAPCTBEHHBIX IIPENapaToB, B CTOPOHY CHI)KEHHUS B CIEIYIOIIMX CIIydasx:

1) cHM)KEHUE 1IeHbl B MHOCTPAaHHO! BaJIIOTE HA JICKApPCTBEHHBIM NpenapaT B CTpaHEe NPOU3BOIUTENS
u (W) B CTpaHax, B KOTOPHIX JIEKAPCTBEHHbIN IIpenapaT 3aperucTpUupoBaH M (WIM) B KOTOpBIE
MIOCTaBJISIETCS IPOU3BOJUTEIIEM;

2) cCHWXKEHUE IIeH Ha pedepeHTHbIE JIEKAPCTBEHHBIE Ipernaparbl B COOTBETCTBUU C IYHKTOM |
HAcToOAleH dYacTh (AJi1 COOTBETCTBYIOIIMX BOCHPOM3BENCHHBIX, OHOAHAIOTOBHIX (OMOMOAOOHBIX)
JIEKapCTBEHHBIX IIPENapaToB);

3) mpeBbllIeHNE MpeAeIbHOM OTIYCKHOW II€HBbl HAa MEpPBbI BOCIPOM3BEIEHHBIN, OMOaHAIOTOBBIN
(6roroO0HBII) JIEKAPCTBEHHBIN Mpenapar WHOCTPAHHOTO IMPOM3BOJICTBA HAJl MPEICIbHOW OTIYCKHON
LIEHON POM3BOJUTENS Ha BTOPOIl BOCIIPOU3BEACHHBIN, 6M0aHaI0rOBbIH (0100 J00HBIN) JIEKapCTBEH HbIH
rpenapar, pacCUuTaHHOM B COOTBETCTBUU C METOAMKOM, yrBep:kaeHHOH [IpaBurenscTBoM Poccuiickoi

Odenepanny;
4) mpeBblllIEHUE MPEIeNIbHON OTIYCKHOW IEHbl Ha NEpPBbIM BOCIPOU3BEICHHBIN, OMOaHATOTOBBIN
(OmoromoOHBIA) JIeKapCTBEHHBIH NpenapaT NpPOM3BOJAUTENS. rocyaapctBa - ujeHa EBpasuiickoro

SKOHOMHYECKOIO COK3a HaJ TMPENEeNbHOM OTIYCKHOW ILIEHOW TNPOM3BOAWTENS HAa  BTOPOH
BOCIIPOU3BE/ICHHBIN, OHOaHAIOroBbIl (OMOMOMOOHBIN) JIEKAPCTBEHHBIH Mpenapar MpOU3BOIUTENS
rocygapcrea - ujieHa EBpa3sMHCKOr0 SKOHOMHYECKOTO CO033, PACCUYMTAHHOM B COOTBETCTBHM C
METOAMKOH, yTBepxkAcHHOM [IpaBuTensctBom Poccuiickon ®@enepannu.

5. Tlopsmox  mepeperucTpalvd  3apeTHCTPUPOBAHHBIX — INPEACNBHBIX ~ OTHYCKHBIX  IIEH
IIPOU3BOINTENIEH Ha JIEKapCTBEHHBIE IpenapaThl, BKIOYEHHBIE B NEPEYCHb )KU3HEHHO HEOOXOANMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX IpErnapaToB, B Cly4asX, NMPEAYCMOTPEHHBIX yacTsAMU 2 - 4 HacTosAleil
cTaTby, ycraHaBiauaercs [IpaBurensctBoMm Poccuiickon denepanuu.

6. DKOHOMHYECKUH aHalIM3 MpeledbHON OTHYCKHOM ILIEHbl MPOW3BOAMTENS HAa JIEKapCTBEHHBIN
mpemapaT, BKIIOUEHHBIH B TMEpPEYeHb JKU3HEHHO HEOOXOAUMBIX M BaXXHEHIIUX JIEKapCTBEHHBIX
IpenaparoB, MpPHU €€ TOCYJAapCTBEHHOW PpErucTpalMi WIM NEPEPEerucTpalvi  OCYLIECTBISAETCS
dbenepanbHBIM OpPraHOM HCIIOJHUTEIHHONW BIACTH, OCYIIECTBISIIOIIMM (QYHKIHH TIO MPUHSATHIO
HOPMAaTUBHBIX TPAaBOBBIX AaKTOB M KOHTPOJIIO 3a COOJIOZAEHMEM 3aKOHOJATelIbCcTBA B  cdepe
rOCYJJapCTBEHHOTO PETyJINPOBaHUs LieH (TaprudoB) Ha TOBapHI (YCIYTH).

7. Pacder mpeAenbHBIX OTIYCKHBIX IIEH, YKa3aHHBIX B 4acTsSX | W 2 HACTOSIIEH CTaThbH, MPU HX
rOCYAapCTBEHHOM PETUCTpALMU WU IEPEPETUCTPALUU OCYILIECTBIISIETCS B COOTBETCTBUM C METOIMKOM,
yTBep)keHHo [TpaBurensctBoM Poccuiickoit denepaiiy M yYUTHIBAIOIIECH B TOM YHUCIIE:

1) cobmonenue 6anaHca MHTEPECOB MOTpeOUTENEH JIEKapCTBEHHBIX IPENaparoB, BKIIOYEHHBIX B
NepeyeHb KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IpernapaToB, U MPOU3BOAUTENEH
JIEKapCTBEHHBIX TIPENapaToB, BKIIOUEHHBIX B TMEPEYCHb >KU3HEHHO HEOOXOIUMBIX M BaXKHEUIINX
JIEKAPCTBEHHBIX IIPENApaTOB;

2) (hakTHUECKYIO OTIYCKHYIO IIeHY Ha JIeKapcTBEeHHbIe mpemnapatsl B Poccuiickoit deneparnyu, 1eHy
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BBO3a JIEKAPCTBEHHBIX MNpenapatoB B Poccuiickyro denepanuio, a TakKe LEHbI HAa aHAJIOTHUYHBIE
JIEKapCTBEHHBIC TTpenapaThl, Haxosmuecs B oopamenun B Poccuiickoit denepanuu;

3) 3aTparbl NPOU3BOIUTENS JIEKAPCTBEHHOTO IIpenapara Ha MPOU3BOACTBO M pPeald3alUio
JIEKapCTBEHHOTO Mperapara;

4) 1eHy Ha JICKapCTBEHHBIN IMperapaTt, ero 1eHy B CTpaHe MPOU3BOJUTENS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaH U (W) B KOTOPBIE TOCTABIISAETCS IPOU3BOIUTEIIEM.

8. He pomyckaroTcsi peanu3anus U OTIYCK JIGKAPCTBEHHBIX MPENapaToB, BKIIOUYEHHBIX B MEPEYCHb
KU3HEHHO HEOOXOIMMBIX M Ba)XHEHINIMX JIEKAPCTBEHHBIX MPENapaTroB, HA KOTOPbIE MPOU3BOAUTEISIMU
JICKapCTBEHHBIX IMIPEMAPATOB HE 3apErUCTPUpPOBAHA MPEACIbHAs OTIYCKHAs LI€Ha, pean3alus
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MPENApaToOB MO LI€HAM, MPEBBILIAIINM 3aPETUCTPUPOBAHHBIE WIIN
[EPEPEruCTPUPOBAHHBIE MTPEAEIbHBIE OTIIYCKHBIE IIEHBI HA JICKAPCTBEHHBIE MPENapaThl ¢ y4ETOM Hajiora
Ha J100aBJIIEHHYIO CTOUMOCTb.

9. OcobeHHOCTH TOCYAaPCTBEHHOTO PETYIUPOBAHUS MPEACIbHBIX OTITYCKHBIX IIEH MMPOU3BOIUTENICH
Ha JIEKapCTBEHHbIEC Mpenaparbl, BKIIOUYEHHBIE B MEPEUYCHb XU3HEHHO HEOOXOIUMBIX M Ba)KHEUIIUX
JIEKAPCTBEHHBIX MPENapaTroB, B 3aBUCUMOCTH OT SKOHOMUYECKMX W (WIM) COLMAJIbHBIX KpPUTEPHUEB
(M3MeHeHHe YCIOBUH, MOPSAKA U CTOMMOCTH IIPOU3BOCTBA JIEKAPCTBEHHBIX MPENapaToB, HCIOIb30BAHHE
HOBBIX ()OpPM, METOJOB M CIIOCOOOB TOCYIApPCTBEHHOI'O PETYJIHPOBAHHUS II€H Ha JICKApCTBEHHBIC
mpemnapaTsl, B TOM YHCIIE Ha OCHOBE MeXaHH3Ma peepeHTHOro IIeHOOOpa30BaHusl, U3MEHEHHM MOpsIKa
OKa3aHWsl MEAMIIMHCKOM TIOMOIIM, M3MEHEHHE Kypca HHOCTPAHHOW BAJIOTHI U HWHBIE H3MEHEHUS)
ycranaBiauBatoTcs [IpaButensctBom Poccuiickoit @enepanuu.

(B pen. ®enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Crarbs 62. I'ocynapcTBeHHBI peecTp IpeAedbHbIX OTHYCKHBIX IleH NPOW3BOAHWTeNeill Ha
JIeKAPCTBEHHbIE INpenaparbl, BKIKYEHHbIe B IepeYeHb KM3HEHHO HeOOXOAMMBIX M Ba)KHeHIIMX
JIEKapPCTBEHHBIX NpernapaToB

1. 3aperucTpupoBaHHbIE WM MEPEPETUCTPUPOBAHHBIE  IMPEJCIIbHbIE  OTIYCKHBIE  IE€HBI
IIPOU3BOIUTENEH Ha JIEKapCTBEHHbIE MpenapaThl, BKIOUYEHHbIE B MepeueHb KU3HEHHO HEOOXOAMMBIX U
BAXHEHIINX JIEKaPCTBEHHBIX IpENaparoB, MOJJIEKAaT BKIOYEHUIO B TOCYAApCTBEHHBIH peecTp
IIPEEIbHBIX OTIIYCKHBIX LIEH MPOU3BOAMUTENEH Ha JIEKapCTBEHHBIE IIPENapaThl, BKIIIOUEHHBIE B IIEPEUEHb
KU3HEHHO HEOOXOIMMBIX U Ba)KHEUIINX JIEKaPCTBEHHBIX MTPENapaToB.

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

2. T'ocynapcTBEHHBIM peecTp MPEJesIbHBIX OTIYCKHBIX LIEH MPOU3BOJUTENIEH Ha JIEKAPCTBEHHbBIE
Ipenaparel, BKIIOUEHHbIE B TEpeUYeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKApCTBEHHBIX
MpenaparoB, COACPKUT B cede CIeNyIoNIyo HH(OopMaIno:

1) HauMeHOBaHUE JiepXKaTessl UM BIaJeiblla PErUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapaTa, HauUMEHOBAHME IPOM3BOJUTENS JIEKAPCTBEHHOTO IIpernapaTa, CBEACHHS O perucrpainuu
JiepKaTels WIK BIaJeIbla PErUCTPAllMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Npenapara, CBEIEHUs O
perucTpanuy Npou3BOAMUTENS JEKAPCTBEHHOIO Mpemnapara Juisi MEAMIIMHCKOIO MPUMEHEHHUS! B KauecTBe
HQJIOromjiaTeNbIlMKa B  CTpaHe  perucrpauuu  (IUis  POCCHUMCKMX  IOPUJIMYECKHUX  JIMI[ -
UICHTU(PUKAIMOHHBIN HoMmep Hanoromuatenbiiuka (MHH), nis vHOCTpaHHBIX IOPUAMYECKHX JIUI -
CTpaHa pEerucTpanuy, HAaUMEHOBAHME PETUCTPUPYIOLIErO OpraHa, PEruCTPAlMOHHBII HOMEp, KOJI
HaJIOTrOIJIaTEeNbIINKA B CTpAaHE pPErucTpaluud (MHKOPHOpAlMH) WIM €ro aHajor), MECTO HaXOXJICHUS
IIPOM3BOJICTBEHHBIX IIJIOLIA/I0K, YYaCTBYIOIIUX B MPOLECCE IPOU3BOCTBA JEKAPCTBEHHOIO Npenapara, ¢
yKa3aHHEM CTaJIUHU Mpolecca MPOU3BOICTBA;

(m. 1 B pen. @enepanbpHoro 3akona ot 28.12.2017 N 425-D3)

2) HauMMEHOBAaHME JIEKApPCTBEHHOTO Ipemnapara (MeXIyHapOoJHOE HENaTeHTOBAaHHOE, WIH
IPYIIUPOBOYHOE, MM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

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

3) HOMEp perucTpaloOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IPENapara;

4) nexapcTBeHHasi popMa ¢ yKa3aHHEM JIO3UPOBKH JIEKAPCTBEHHOT'O Mperapara U ero KoJndecTBa
BO BTOPUYHOH (ITOTPEOUTETHCKON) YIIAaKOBKE, & TAK)KE KOMIIEKTHOCTH;
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(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3apeructpupoBaHHasl IpeieNibHas OTITYCKHAs IIeHa Ha JIEKapCTBEHHBIH MpenapaT B pyossx;
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) nata U HOMeEp IpHKa3a YIOJIHOMOYEHHOro (eJepalbHOr0 OpraHa HMCIOJHUTEIbHONW BIACTH O
rOCyJIapCTBEHHOM PErMCTPALMU WM MTEPEPErUCTPALUU NPEACIIBHON OTIYCKHOW LIEHBI HA JIEKApCTBEHHBIN
npernapaTr, BKIIOYEHHBIH B IE€peUeHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIHUX JIEKapPCTBEHHBIX
IIpenapaTos;

(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

6.1) mara BCTYIUJICHHS B CHITY MPUKA3a YIIOJTHOMOYEHHOTO (eepalbHOrO OpraHa MCIIOTHUTEIbHON
BJIACTU O TOCYJAapCTBEHHOW PETUCTpPAalUMU WIM IEPEePErucTpaldyd MpPeAebHON OTIYCKHOM LIEHbI
MIPOM3BOIUTEINS HA JICKAPCTBEHHBIN MperapaT, BKIIOUCHHBI B MEPEYCHb KHU3HEHHO HEOOXOJUMBIX M
BAKHEUILIMX JICKAPCTBEHHBIX IIPENapaToB;

(m. 6.1 BBenen denepanbHbiM 3aKk0HOM 0T 06.06.2019 N 134-03)

7) WTPUXOBOM KOJ, HAHECEHHBIH HAa BTOPUYHYIO (MOTPEOUTENBCKYIO) YIIAaKOBKY JIEKapCTBEHHOTO
Ipenapara;

(. 7 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KOJA JIeKapCTBEHHOI'O Ipernapara IO aHaTOMO-TEPareBTUYECKO-XMMHUYECKON KilacCU(UKALIUU,
PEKOMEHI0BaHHOW BceMupHO# opraHu3anuei 3A4paBoOXpaHeHUs.

(. 8 BBeeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. T'ocymapcTBeHHass perucTpauus WIA NEpPeperucTpanus MNpeaeiabHbIX OTIIYCKHBIX LI€H Ha
JIEKApCTBEHHBIC TIpenaparhl, BKIIOYEHHBIE B TMEPEYCHb >KU3HEHHO HEOOXOAMMBIX U BaXXHEUIIHUX
JIEKApPCTBEHHBIX I[IPENapaTroB, BEACHHE TOCYAAPCTBEHHOIO peecTpa MpeAesIbHBIX OTIYCKHBIX LIEH
MIPOU3BOINTEINICH HA JIEKapCTBEHHBIE NpenapaThl, BKIIOYEHHBIC B MEPEYCHb )KU3HEHHO HEOOXOAWMBIX U
BAKHEWILIMX  JICKAPCTBEHHBIX  IpENapaToB, OCYIIECTBIAIOTCA B  MOPSAKE,  YCTAHOBJIEHHOM
[IpaBurensctBoM Pocculickoit deneparnun.

(B pen. @exnepanbHoro 3akona ot 06.06.2019 N 134-03)

Crarbst 63. YcTaHOB/IeHHE OpPraHaMH MCIHOJHHTEIbHOW BJIacTH CcyObekTOoB Poccuiickoit
denepanum mnpeeJbHbIX Pa3MepoB ONTOBBIX HAA0ABOK M NpeAe]bHbIX pPa3MepoB PO3ZHUYHBIX
Ha10aBOK K  (AKTHYECKMM  OTHYCKHBIM I€HaM, YCTAHOBJICHHBIM  IPOU3BOIUTEISIMH
JIEKAPCTBEHHBIX TMpenaparoB, HAa JeKAPCTBEHHbIe Ipenaparbl, BKJIYEHHble B IepeYeHb
KU3HEHHO HEOOXO0AMMBIX M BajKHEHIIMX JICKAPCTBEHHBIX NPENapaToB
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. Opranbl HMCHOJIHUTEIBHOW BiacTH cyObekTOoB Poccuiickoit @Penepanyuu ycTaHaBIMBAIOT
IpeJesIbHbIE Pa3Mephbl ONTOBBIX Ha/10aBOK U MPEeNbHbIE pa3Mepbl PO3HUUYHBIX HaJI0aBOK K (PaKTHUYECKUM
OTITYCKHBIM IleHaM (0e3 ydeTa Hajora Ha J0OaBJIE€HHYI0 CTOMMOCTD), YCTAHOBJIEHHBIM MTPOU3BOIUTENSIMU
JIEKAPCTBEHHBIX IIpENaparoB, Ha JICKAPCTBEHHBIC IIPENaparhl, BKIIOYEHHBIE B IIEPEYEHb KU3HEHHO
HEO0OXOJIMMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUM C YTBEPKIECHHOHN B MOpPSIKE,
ycranoBiieHHOM [lIpaBurensctBom Poccuiickoit ®denepanuu, METOAMKON YCTAHOBIIEHHUS OpraHaMu
WCIIOJIHUTENIbHOM BiacTu cyObekToB Poccuiickoii deaepanuu npeenbHbIX pa3MepPOB ONTOBBIX Ha10aBOK
U TpeJeNbHBIX pa3MEpOB PO3HUYHBIX HA/I0ABOK K (PAKTMUECKHUM OTIYCKHBIM LI€HaM, YCTAHOBJICHHBIM
MIPOU3BOJUTEISIMU  JIEKAPCTBEHHBIX IPENApPAaTOB, HA JIEKAPCTBEHHBIC IIpENapaThl, BKJIIOYEHHBIE B
NepevyeHb >KU3HEHHO HEOOXOAMMBIX M BaXHEHIIMX JICKApCTBEHHBIX NpenapaToB. IIpoeKThl perieHuit
OpraHOB HCIIOJIHUTENbHON BiacTu cyObekToB Poccuiickoit ®denepanuu o0 yCTaHOBIEHUHM U (WIIH)
M3MEHEHMH TPEeeNIbHBIX Pa3MEPOB ONTOBBIX HA/I0ABOK M MPEAEIbHBIX pa3MEpOB PO3HUUHBIX HA/I0aBOK K
(aKTUYECKUM OTHYCKHBIM II€HaM, YCTAaHOBJIEHHBIM NMPOU3BOAMTENSIMU JIEKAPCTBEHHBIX MpernaparoB, Ha
JIeKapCTBEHHbIE MpPEeNaparhl, BKIIOUEHHBIE B IIEPEUYEHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX IPENaparoB, MOJUIEKAT COIVIACOBAHUIO C YIOJIHOMOYEHHBIM (eepallbHbIM OpPraHoM
WCTIOJTHUTEJILHOW BJIACTH, OCYIIECTBIISIOUIMM (DYHKIIMU O TMPUHATHIO HOPMATUBHBIX MPABOBBIX aKTOB U
KOHTPOJIO 3a COOJIIOJIEHUEM 3aKOHOJATENIbCTBA B cdepe TOCyJapCTBEHHOIO pEryJupOBaHUS IIEH
(TapudoB) Ha TOBapkI (ycIyru), B mopsake, ycranoBieHHoM [IpaButensctBoM Poccuiickoit deneparui.
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(B pen. deaepanbhbix 3akoHOB OT 13.07.2015 N 241-03, o1 27.12.2019 N 475-D3)

2. OpraHuzalid ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMM CpPEACTBAMH, aIllTEYHbIE OPTraHU3aLNH,
WH/IMBUYAIbHBIC TPEANPUHUMATENN, WMEIOIIUE JHIEH3UI0 Ha (apMaleBTUYECKYIO JIESTeIbHOCTS,
MEIUIMHCKUE OpraHu3alliy, HMEIOIINe JHICH3UI0 Ha (apManeBTUUYECKYI0 JEesATeNIbHOCTh, U UX
00ocobseHHbIe moapa3aeneHus (amOynaTopuu, (enpamepckiue u (QeabanepcKo-aKynepcKiue MyHKTHI,
LHEeHTpHl (OTHeNeHus) oOmmel BpadyeOHON (CeMEWHOM) NPaKTHUKH), PACIOJOXEHHBIE B CEIbCKHX
HACEJIEHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT ANTEUHbIE OPraHU3allMU, OCYILECTBIISIOT peaIu3aluio
JIEKapCTBEHHBIX TIPENapaToB, BKIIOYEHHBIX B IEPEUYCHb JKU3HEHHO HEOOXOJUMBIX W Ba)KHEHIIHUX
JICKApCTBEHHBIX TMPErapaTroB, MO LEHaM, KOTOpble (OPMUPYIOTCS B COOTBETCTBUU C TOPSIKOM,
ycranoBieHHbIM [IpaBurensctBoM Poccuiickoit denepannu, 1 ypoBeHb KOTOPHIX (0€3 ydera Hajuora Ha
N00aBIEHHYI0 CTOMMOCTB) HE JIOJDKEH TMPEBBIMIATh CYMMY (aKTHUECKOW OTIIYCKHOW UEHBHI,
YCTaHOBJICHHOW MPOU3BOAUTENEM JIEKAPCTBEHHOTO MperapaTa, He MPEBbIIIAIOLIEH 3apEeruCTPUPOBAHHON
WIM TePEeperucTpUpPOBAHHON IPENEIbHOW OTHYCKHOM LIEHbl IPOM3BOAMTENS (HAa AaTy pealu3aluu
JIEKapCTBEHHOI'O TIpernapara MpOU3BOJIUTENIEM), M pa3Mepa ONTOBOW Haa0aBku U (WiIM) pa3Mepa
PO3HMYHON Ha/J0aBKH, HE MPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa MpelesbHOW ONTOBOM Hal0aBKH U
(unn) pasMepa npeaenbHON pO3HUYHON Ha/10aBKU, YCTAaHOBIICHHBIX B cyOBbekTe Poccuiickoit denepanuu.
(uactsb 2 B pen. enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbl HCIONHUTEIBHOU BiIAacTU CyObekTOB Poccuiickoit denepannu pasmemiaroT B CETU
"NuTepHer" MHOOPMAIMIO O 3apEerHCTPUPOBAHHBIX MPEIEIbHBIX OTIYCKHBIX IIEHaX MPOU3BOAUTENCH Ha
JIEKapCTBEHHbIE TMpEenaparbl, BKIIOUYEHHBIE B IE€PEUCHb >KU3HEHHO HEOOXOIUMBIX M BaKHEHIIHUX
JICKapCTBCHHBIX TIperapaTroB, 00 YCTaHOBIEHHBIX B cyObekTe Poccuiickoit demeparvivi mpeaeTbHBIX
pa3Mepax ONTOBBIX HaI0aBOK W (WJIM) MpeleibHBIX pa3Mepax PO3ZHUYHBIX HAZA0AaBOK K YCTAHOBJIEHHBIM
MIPOU3BOIUTEIISIMU JICKAPCTBEHHBIX IpenapaToB (PaKTHUECKUM OTIIYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
npemnapaThl, BKIIOYCHHbIE B IEpPEUYCHb >KU3HEHHO HEOOXOOUMBIX M BaXXHEHIIUX JIEKapCTBEHHBIX
IIPernapaToB, a TAKKE O CyMME 3apEerUCTPUPOBAHHBIX MPEIENIbHBIX OTIIYCKHBIX LIEH IMPOU3BOAMUTENCH Ha
JIEKapCTBEHHbIE TMpEenaparhbl, BKIIOUYEHHbIE B TMEPEYCHb >KU3HEHHO HEOOXOAMMBIX U Ba)KHEUIINX
JIEKApCTBEHHBIX TIPEMNapaToB, YCTAHOBIEHHBIX B cyObekTe Poccuiickoit Denepanuu mpeneabHbIX
pa3MepoB ONTOBBIX Ha/I0aBOK U MPEENIbHBIX Pa3MEPOB POZHUYHBIX HAJA0aBOK M HaJOra Ha J0OABIECHHYIO
CTOMMOCTb. VH(popmamus, NpeaycMOTpEeHHash HACTOSIIEH 4YacTbio, JOJDKHA HAXOJUThCS Takxke B
anTe4YHbIX OpPraHU3alUsAX B JOCTYIHOH JJIs BCEX 3aMHTEPECOBAHHBIX JIUL (hOpME M OOHOBIATHCA MO MEpe
€e pa3MelLIeHUs] OpraHaMu HCIOJHUTENbHOW BlacTH cyObekToB Poccuiickoit ®enepanuu B cetu
"NuTepuer".

(uactsb 3 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)
4. Yrpatun cuiy ¢ 1 mapta 2020 rona. - ®@eaepanbhbiii 3akoH o1 27.12.2019 N 475-03.

I'masa 13. MOHUTOPUHT DOPEKTUBHOCTHU U BE3OITACHOCTHU
JIEKAPCTBEHHBIX ITPEITAPATOB, HAXOJALIINUXCSA B OBPAINEHUU
B POCCUMCKOM ®EJEPAIINU
(B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Crartbs 64. ®apmakoHaa3op
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE MTpenapathl, HaxoaAmuecs B odpamienun B Poccuiickoit deneparuu, moyiexar
MOHHUTOPHHTY 3(1)(1)6KTI/IBHOCTI/I A 0e30I1aCHOCTH B neiaiaX BBbIIBJIICHUA BO3MOKHBIX HETATHBHBIX
MOCTIE/ICTBUM WX MPUMEHEHHs, MHIUBHUIYaJbHONH HENEPEHOCHMOCTH, MPEAYNPEXACHUS METUIIMHCKUX
pa6OTHI/IKOB, CIICIUAJINCTOB B o0jacTu BCTCPUHAPUH, MAIMCHTOB HJIM BJIAACIIBICB JXHMBOTHBIX W HX
3alIUTHI OT IPUMEHEHHSI TAKUX JIEKapCTBEHHBIX MPENapaToB.

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

2. @dapMakoHAJ30p OCYLIECTBISAETCS COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (eepaabHbIM
Oopranom HACIIOJTHUTENLHONU BJIACTH B YCTAaHOBJICHHOM UM MOPAAKEC ITIYTEM aHaIln3a HpeHOCTaBHﬂeMOﬁ
cyObeKkTaMu OOpalleHHus JIEKapCTBEHHBIX CpeACTB MHpOpMalMM O TOOOYHBIX  JIEHCTBHSIX,
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HEXEJIATEJIbHBIX PEAKIMX, CEPbE3HBIX HEXKENIATENbHBIX PEAKIMIX, HEIPEIBUIECHHBIX HEXEJIaTEIbHbIX
peaknMsIX HpU HPUMEHEHMM JIEKapCTBEHHBIX IpPEnaparoB, 00 MHAMBHUIyalbHOH HENEPEHOCHMOCTH,
oTCcyTCcTBHH 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPEMAPATOB, a TAK)Ke 00 HHBIX (aKTaX M 0OCTOATEIhCTBAX,
IPEJCTABISAIOIINX YIpo3y JKU3HM WM 3[J0pPOBBIO UelOBeKa JHMOO KMBOTHOIO IPU MPUMEHEHUU
JIEKapCTBEHHBIX IPENapaToB M BBIABJIECHHBIX Ha BCEX ATamax oOpallleHus JIEKapCTBEHHBIX IIPENnapaToB B
Poccuiickoit denepanuu u Apyrux rocyaapcrpax.

3. CyObexThl oOpallieHus JIEKapCTBEHHBIX CPEJICTB B MOPSJIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
benepanbHBIM  OPraHOM  HCIHOJHMTENBHOM BJIAcTH, o00sA3aHbl €OOOWIATh B  YHOJIHOMOYEHHBIH
(benepanbHBIi OpraH HCHOJHHUTEIBHOM BJIACTH O IMOOOYHBIX ACWCTBHUSX, HEXKEIATEIbHBIX PEaKIHIX,
CEphE3HBIX HEXEIaTeIbHbIX PEAKLUAX, HENPEIBUACHHBIX HEXeJaTeIbHbIX PEaKUUsAX HpU NPUMEHEHUH
JICKApCTBEHHBIX TIPErapaToB, 00 WHAWBUAYAIbHOW HENEPEHOCUMOCTH, OTCYTCTBHM 3((eKTHBHOCTH
JIEKapCTBEHHBIX MpenapaToB, a Takke 00 MHBIX (pakTax U OOCTOATENbCTBAX, MPEACTABIAIOLIUX YTPO3Y
KHU3HH WIM 3[0POBBIO YeJOBEKa JIMOO >KMBOTHOTO NPH NPHUMEHEHHH JIEKApCTBEHHBIX NpPEnapaToB M
BBISIBJICHHBIX Ha BCEX 3Tamax oOpallleHus JIeKapCTBEHHbIX npenapaTtoB B Poccuiickoit denepanuu u
JPYTUX TOCYJapCTBaX.

4. JlepkaTenu WIM BIAJAEbIbI PETUCTPALMOHHBIX YIOCTOBEPEHUH JICKApPCTBEHHBIX INPENaparos,
IOpUANYECKHE JIUIA, HA UMS KOTOPBIX BbIJaHbl pa3pellieHusl Ha IPOBEJCHUE KIMHUUECKUX UCCIIEJOBaHUM
B Poccuiickoit denepanyu, mb0 YNOIHOMOYEHHbIE MMM JApYyrue IOPUAMYECKHE JIMIA B pPaMKax
obecriedeHnst Oe30MaCHOCTH JICKAPCTBEHHBIX MTPETIAPATOB B MOPAIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (peJiepanbHbIM OpPraHOM MCIOJHHUTEIbHOM BIIACTH, O0s3aHBI OCYILECTBIIATH IPUEM,
yder, 00palboTKy, aHaJM3 M XpaHEHUE TMOCTYMAIUX B HX aJpec OT CYObEKTOB OOpalleHus
JICKapCTBEHHBIX CPEJCTB U OPraHOB TOCYJApPCTBEHHOW BJIACTU COOOIIEHUI O MOOOYHBIX IEHCTBUSX,
HEXKEJIaTEJIbHBIX PEaKlUsAX, CEPbE3HbIX HEXKENATEeIbHBIX U HENPEIBUCHHBIX HEKEIaTEeIbHBIX PEAKIUIX
IpU NPUMEHEHHUHU JIEKapCTBEHHBIX IIPErnaparoB, 00 OCOOCHHOCTSX MX B3aUMOACHUCTBUS C APYTUMH
JICKApCTBEHHBIMH TIpenapaTaMy, WHAMBHIyalTbHON HEMEPEeHOCHMOCTH, a Takke 00 WMHBIX (akrax u
00CTOSTENbCTBAX, MPEACTABISIONUX YIrPO3y JKU3HU WIIM 3JI0POBBIO UeJIOBEKa JMOO >KMBOTHOIO WIIU
BIUSIOIIMX HAa W3MEHEHHE OTHOLICHMS OXXUAAEMOH IOJb3bl K BO3MOXXHOMY PpHUCKY HPUMEHEHHUS
JIEKapCTBEHHBIX IIPENApaTOB.

5. Ilpu BbIsBIEHUM HMH(OPMALIMKA O CEPHE3HBIX HEKEIATEIbHBIX PEAKIMSIX U HENpPEeABHIECHHBIX
HEXXEJATeNbHbIX pPEAaKIMAX NP NPUMEHEHHWH JIEKAPCTBEHHBIX IpenapaToB, 00 OCOOEHHOCTAX WX
B3aMMOJICHCTBUS C JPYTMMH JIEKapCTBEHHBIMH IpernapaTaMi, WHIUBUIYalbHOW HENEPEHOCHMMOCTH, a
Takke 00 MHBIX (PaKkTax U 0OCTOATENbCTBAX, BIUAIOUIMX HA U3MEHEHHE OTHOLICHMS OXKHIaeMOM IOJIb3bI
K BO3MOXXHOMY pPHCKY TpPUMEHEHHUS JIEKAPCTBEHHBIX IpPENaparoB, JEp>KaTeld WIM BIIaAeIblbl
PETUCTPALIMOHHBIX YIOCTOBEPEHUH JIEKAPCTBEHHBIX INPENApPATOB, IOPUINYECKUE JIMLA, HA UM KOTOPBIX
BBIIAHBI pa3pellieHus Ha NpOBEJCHHE KIMHUYECKHX HccaenoBaHuil B Poccuiickoit ®enepanuu, n1mbo
YIIOJIHOMOYEHHbIE MMM JpYyrue MOpUAMYECKHE JHla OO0sf3aHbl HPUHATH MEpPbl, HaIpaBICHHBIE Ha
YCTpAaHEHUE  HEraTUBHBIX  MOCJIEACTBHUM  NPUMEHEHHsS  TaKUX JIEKAPCTBEHHBIX  IpenapaTos,
IpeaynpexaeHue NPUUNHEHHs Bpesia )KU3HU WM 3/J0POBBIO YeloBeKa MO0 KUBOTHOTO, 3aLIUTY UX OT
MIPUMEHEHHUSI TAKUX JIEKAPCTBEHHBIX MPENapaToB, HA IOMOJHUTENbHBIN cOOp NaHHBIX 00 A3PPEKTUBHOCTH
1 0€30IaCHOCTH TAKHX JIEKAPCTBEHHBIX MTPETapaToB.

6. 3a HecoOOIIeHNEe UM COKPBITHE HH(OPMALIUY, TPETYCMOTPEHHON YacThi0 3 HACTOSALIEH CTaThH,
JepKaTeu WM BJAAEIbIbl PETUCTPALMOHHBIX  YAOCTOBEPEHUH JIEKAPCTBEHHBIX IPENaparos,
IOpUANYECKHE JTUIA, HA UMS KOTOPBIX BBIJaHbI pa3pelieHusl Ha MPOBEeHNE KIMHUUECKUX UCCIIEJOBaHUM
B Poccuiickoit ®enepaunu, 1uO0 YHNOJTHOMOYEHHBIE HMMH JApPYrHe MOPUAMYECKHE JIMIA, a TaKkKe
JOJKHOCTHBIE JIMIIA, KOTOPBIM 3Ta MHGOpMalus cTajla M3BECTHA MO POAYy HX NpodhecCHOHATLHOU
JESTEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOIaTeNIbCTBOM Pocculickoit denepanui.

7. Ilpu mosiydeHUU YMOJIHOMOYEHHBIM (pe/iepaJbHBIM OpraHOM HCIOJHUTENBHOM BJIACTH B paMKax
OCYILIECTBICHUSI MM (hapMaKoOHaA30pa 0Ka3aTeIbCTB O HECOOTBETCTBHM JICKAPCTBEHHOIO Ipenapara
YCTAaHOBJIEHHBIM TpPEOOBaHUSAM WM MpPHU MOJYYEHUH HH(OpMAlMM O HECOOTBETCTBUU JIaHHBIX 00
3G HEeKTUBHOCTH U 0 0€30IaCHOCTH JISKApCTBEHHOI'O IMperapara JaHHBIM O JIEKAPCTBEHHOM IIperapare,
COJIEp KaIMMCSI B MHCTPYKIUU 110 €r0 MPUMEHEHHIO (B TOM YMCJIE BBISIBIEHHBIX B XOJI€ OCYLIECTBICHUS
(apMakoHaa30pa KOHTPOJIbHO-HAJ30pHBIMU OpPraHaMHM HWHOCTPAHHBIX TOCYAApCTB), YHOJHOMOYEHHBIH
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(benepanbHBI OpraH UCIOJHUTEIBHON BIACTH B YCTAHOBJICHHOM UM TOpSJIKE pacCMaTpUBAET BOIPOC O
IIPUOCTAaHOBJICHUH TIPUMEHEHUS TAKOTO JIEKAPCTBEHHOIO IIperapara.

Crarba 65. IlpuocTaHoB/IeHHe IPUMEHEHUS JIEKAPCTBEHHOI'0 Mpenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. ITpu momyyennu uHpOPMAMK O HEKENATEIBHBIX PEAKLUUAX MPH MPUMEHEHUH JIEKapCTBEHHOTO
Ipernapara, He yKa3aHHbIX B MHCTPYKLHMM [0 NPUMEHEHHUIO JIEKApPCTBEHHOrO Ipernapara, Cepbe3HbIX
HEXXEJIATeNbHbIX pPEaKUUsiX, 00 OCOOCHHOCTAX €ro B3aUMOJCHCTBUS C JPYTUMH JICKapCTBEHHBIMHU
Ipernaparamu, KOTOpble MOTYT NPEICTABIATh YIPO3y KU3HU WU 3[J0POBBIO YEJIOBEKA 100 JKUBOTHOTO, &
TaK)Xe€ O HECOOTBETCTBUHU JAaHHBIX 00 3((PEKTUBHOCTH M O OE30MACHOCTH JIEKAPCTBEHHOI'O Ipenapara
JAHHBIM O JIEKAPCTBEHHOM IIpernapare, COAep KaluMCcs B MHCTPYKLUH 110 €ro IPUMEHEHUIO0, B TOM 4HCIIe
OT YNOJHOMOYECHHBIX OPraHOB HWHOCTPAaHHBIX TOCYIAapCTB, OOMEH KOTOPOH OCYIIECTBISAETCS B
COOTBETCTBUM C COIVIAIIECHUSAMHM MEXIY YINOJHOMOUYEHHBIM (peepalbHbIM OPraHOM HCIOJIHHUTEIbHOM
BJIACTU U YIMOJHOMOYEHHBIMH OpPraHaMHM HHOCTPAHHBIX TOCYIApCTB, YIIOJTHOMOYEHHBIH (enepaabHbIi
OpraH UCIOJIHUTENIbHOW BJIACTH PacCMaTpUBAECT BOIPOC O BO3MOKHOCTH IPUOCTAHOBICHUS OOpalleHUs
TAaKoOro JIEKapCTBEHHOIO Ipenapara B IOPSAJKE, YCTAaHOBJIEHHOM YIIOJHOMOYEHHBIM (eepalbHbIM
OpPraHOM UCIOJHUTEJIHON BIacTH.

2. llpy HEWUCNIONIHEHUWH WM HEHAJJIEKAIEM HCIOJHEHUU Jep)KaTelIsMU WINH BIAJENIblIaMU
PETUCTPAIMOHHBIX YAOCTOBEPEHUN JIEKApPCTBEHHBIX IpPENapaToB, IOPUIMYECKUMHU JIMIIAMH, Ha UM
KOTOPBIX BBIIAHBI PA3pPEIICHUS HA TPOBEACHUE KIIMHUYECKUX HcclienoBaHui B Poccuiickonn @enepannu,
WIN YIIOJIHOMOYEHHBIMU UMHU JAPYTUMH IOPUINYECKUMU JIMLAMH 003aHHOCTEH, YCTAaHOBJICHHBIX YacTSIMHU
3 u 4 crateu 64 HacTosmero deaepaabHOTO 3aKOHA, JIMOO B CIIydasX MPEICTaBICHUS COOTBETCTBYIOLIIM
YIIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIOJHUTENIBHOM BIACTU 3aKJIIOYEHHUS O HEIOCTOBEPHOCTH
Pe3yJIbTaTOB KJIMHUYECKOIO UCCIIEOBAHMS JIEKAPCTBEHHOTO Mpenapara il MEJULMHCKOr0 MPUMEHEHUS,
KOTOpPO€ OCHOBAHO Ha pe3yibTaTax MPOBEPKU MEAMLMHCKOW OpraHM3allid, IPOBOJMBILEH yKa3aHHOE
KJIIMHUYECKOE MCCIIEI0BAaHNE C HAPYILLIEHUEM MTpaBUIl Ha/JIeXKallell KIMHUYECKON MPAaKTUKK, U IIPUBEJIO K
MOJTyYEHHUIO HEIOCTOBEPHBIX PE3yJIbTaTOB, JMOO B Clyyae HEBBIOJHEHHs HPEINHMCAHUs, BbIIAHHOTO
YIOJHOMOYEHHBIM (pe/iepajibHbIM OpraHOM HCIHOJHHUTENBbHOM BIACTH IO HWTOraM OCYIIECTBICHUS
BBIOOPOYHOI'O KOHTPOJISI KayecTBa JIEKapCTBEHHOI'O Ipernapara, YHOJIHOMOYEHHBIH (enepaibHbIil opran
WCIIOJIHUTEJIPHON BJACTH B YCTAaHOBJIEHHOM MM IOPSIKE paccMaTpUBAaeT BOIPOC O MPUOCTAHOBJICHHUH
MPUMEHEHHsI TAKOTO JIEKapCTBEHHOTO Mpernapara.

3. YmosHOMOuYeHHBIH (enepanbHblii OpraH MCIOJHUTEIbHOW BIIACTH MPHU MPEJCTABIECHUU EMY
CBEIEHMI O HECOOTBETCTBMM MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSAM MPABUI
HaJuIexallel Mporu3BOJICTBEHHON MPaKTUKU U (WIK) O HapyIIEHUH JIMIEH3UOHHBIX TPEOOBAHUMN, KOTOPBIE
ObUIM BBISBJIEHBI B XOJ€ MPOBEIEHUS] WHCIEKTHPOBAHUS MPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEJICTB HIIU
OCYILIECTBIICHUS JINLIEH3MOHHOTO KOHTPOJIS B chepe MpOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB U IPUBEIU
WIA MOTYT MPHUBECTH K MPOU3BOJICTBY JEKAPCTBEHHBIX IMPENaparoB s MEIUIMHCKOIO NPUMEHEHUS,
MPUYMHHUBIINX WM CTIOCOOHBIX MMPHYMHHATE BPE]] )KU3HU WM 3JI0POBBIO TPAKJIaH, paCCMaTPUBAET BOIIPOC
O MPHUOCTAHOBJIEHUH IPUMEHEHHs JICKapCTBEHHBIX IPENaparoB JUIsl MEAMIMHCKOTO IMPUMEHEHHs B
YCTaHOBJICHHOM UM HOPSAKE B CIEAYIONIUX CIydasK:

1) coctaB M (MIM) TEXHOJOTHsS IMPOU3BOJACTBA JIEKAPCTBEHHOIO Mpernapara A MeIUIIMHCKOrO
MIPUMEHEHUsI (C OMHCAaHMEM CTaJuil MPOM3BOJCTBA) OTJIMYAIOTCS OT 3asBJICHHBIX B PETUCTPALIMOHHOM
JI0ChE;

2) nexapcTBEHHBIN mpenapar i MEAUIIMHCKOTO MPUMEHEHHsI TPOU3BEACH Ha MPOU3BOJCTBEHHON
TUTOIIAJIKE, HE YKa3aHHOW B PErMCTPALIMOHHOM JIOCKE;

3) y HOpOM3BOAMTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPIKAAIOIINE
COOTBETCTBHE KauecTBa JIEKAPCTBEHHOI'O Mpernapara A MEIUIUHCKOrOo MPUMEHEHMs, BBOAMMOIO B
IpaXIaHCKHUI 000pOT, TpeOOBAHUAM, YCTAaHOBJIEHHBIM IPU €0 TOCYAapCTBEHHOM perucrpalmy;

4) mpou3BOAMTENEM JIEKAPCTBEHHBIX CPEJACTB B  COIJIACOBAHHBIH C  COOTBETCTBYIOLIMM
YIOJHOMOYEHHBIM (heIepaJbHbIM OPraHOM HCHOJHUTENBbHOM BJIACTH CPOK HE YCTpaHEHbI HapyLIEHUS
TpeOOBaHUI MpaBU HajJIEXKalled MPOU3BOJICTBEHHON MPAKTUKUA M (WJIM) JMIEH3UOHHBIX TpeOOBaHMUH,
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KOTOpbIe OBbLTM BBHISBICHBI B XOJI€ MPOBEICHUS HWHCICKTHUPOBAHUS MPOU3BOIUTEINS JIEKAPCTBEHHBIX
CPEICTB WM OCYIIECTBICHUS JINIIEH3MOHHOTO KOHTPOJIS B chepe MpOor3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB
Y TpPUBEIM WJIA MOTYT MNPUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOIO
MIPUMEHEHHUS], TPUUNHUBIINX WIA CIOCOOHBIX MPUYUHUTD BPeJl KU3HU WM 3J0POBBIO I'PaXk/IaH.

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

4. YomHOMOYCHHBIN (heepalibHbI OpraH UCIIOJIHUTEIIbHON BJIACTH IIPU HAJTMYUHU Y HETO CBEICHUN
O HECOOTBETCTBUM MPOU3ZBOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM TMpPaBUJ HaJUIeKaIEh
MIPOU3BOJICTBEHHOW MpPAaKTUKW U (WIM) O HAPYLIIEHUU JIMIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE ObLIN
BBISIBIIGHBI B XOJI€ TPOBEJICHUS HWHCIEKTUPOBAHUS TPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEACTB WIHU
OCYILIECTBIICHUS JINLIEH3UOHHOTO KOHTPOJIS B chepe MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJCTB U IPUBEIU
WM MOTYT IPHUBECTH K MPOU3BOJICTBY JICKAPCTBEHHBIX IMPENApaTOB AJII BETEPUHAPHOTO MPUMEHEHUS,
MPUYMHUBIIUX WM CIIOCOOHBIX MPUYUHUTH BPEI JKU3HHU WM 370POBBIO >KMBOTHBIX, paccMaTpUBAaET
BOIIPOC O TPUOCTAHOBIECHUWU peIM3alMd W TNPUMEHEHUS JIEKAPCTBEHHBIX IpenapaToB s
BETEPUHAPHOI0 IPUMEHEHUS B YCTAHOBIIEHHOM UM IMOPSAKE B CACAYIOIINUX CIy4asx:

1) coctaB u (MiaM) TEXHOJOTWs IPOU3BOJCTBA JIEKAPCTBEHHOI'O Ipernapara Uisi BETEPUHAPHOIO
MIpUMEHEHUs (C OMHCAaHMEM CTaJuil MPOW3BOJCTBA) OTJIMYAIOTCS OT 3asBICHHBIX B PETUCTPALIMOHHOM
JI0ChE;

2) nekapCTBEHHBIN Mpemnapar /Ui BETEpUHAPHOTO MPUMEHEHUS MPOU3BEIEH Ha MPOU3BOJCTBEHHON
IJIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChE;

3) y HOpOM3BOAMTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEPKIAIOIINE
COOTBETCTBHE KauyecTBa JIEKAPCTBEHHOTO TMperapara Jisi BETEPUHAPHOTO MPUMEHEHHS, BBOJUMOTO B
IpaXxAaHCKHUI 000pOT, TPeOOBAHUAM, YCTAHOBJICHHBIM IPU €r0 TOCYAapCTBEHHOM perucTpalmy;

4) TpPOU3BOIUTENIEM JICKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIH C  COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (efepaibHbIM OPraHOM HCIOJTHUTEIBHONW BIIACTU CPOK HE YCTPAHEHbl HAPYIICHHS
TpeOOBaHUH TPaBUI HAJUICKAIICH TPOU3BOJICTBEHHONW MPAKTHKU W (WIK) JTUICH3MOHHBIX TPCOOBAHMUIHA,
KOTOpble OBbLIM BBHISBICHBI B XOJI€ MPOBENCHUS HWHCIEKTHUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX
CpPEACTB WJIH OCYIIECTBICHHUS JHIEH3NOHHOTO KOHTPOJIS B chepe MPOU3BO/ICTBA JICKAPCTBEHHBIX CPEJICTB
Y TPUBEIU WM MOTYT NPHUBECTH K IMPOU3BOJCTBY JIEKAPCTBEHHBIX IPENapaToB AJi BETEPUHAPHOIO
MIPUMEHEHUSI, MPUIMHUBIITUX WM CIIOCOOHBIX MPUYUHUTE BPE )KU3HHU WU 3JI0POBBIO )KUBOTHBIX.

(uacth 4 BBeneHna denepansubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

Koncynsrantlntoc: npumedanue.
C 01.01.2023 ct. 65 nononusiercs 4. 5, 6 (O3 o1 27.12.2019 N 475-D3).

Koncynprantllntoc: npumeuanue.
C 01.09.2023 cr. 65 nononnsiercs 4. 7 (O3 ot 02.07.2021 N 317-D3).

CraTtbs 66. Undopmanus o pe3yjabTarax (papMaKoOHAA30pa
(B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

VYrnonHOMOYeHHBIM  (enepanbHBIi  OpraH  WCIOJMHUTENBHOW  BJIACTH,  OCYIIECTBIISIIONTUN
(dhapmakoHaa30p, MO €ro pe3ylibTraraM pa3MellaeT Ha cBoeM OQUIMaIbHOM caiite B cetu "MHTepHeT"
nH(pOpMaLHUIO 0:

1) BBIIBJICHHHM HOBBIX MOATBEPKICHHBIX MAHHBIX O TOOOYHBIX JEHCTBUSIX, HEXeTaTelbHBIX
pEaKUUsIX, CEPhE3HBIX HEKENATEIbHBIX PEaKIUSAX, HENPEABUIICHHBIX HEXKEIATEIbHBIX PEAKIUSIX MpHU
MIPUMEHEHNH JIEKAPCTBEHHOI'O IIpenapara, B TOM YHCIIE BIMSAIONIMX HA OTHOLIEHHUE 0KUAAEMOM IOJIb3bI K
BO3MOXXHOMY PHUCKY MTPUMEHEHHUS TAHHOTO JIEKAPCTBEHHOIO Mpenapara;

2) NPUHATHIX PEIICHUSIX O BHECEHUH U3MEHEHUN B MHCTPYKILMIO IO TPUMEHEHHIO JIEKAPCTBEHHOTO
npenapaTa, 0 MPUOCTAHOBJIEHUU NMPUMEHEHHsI JIEKapCTBEHHOTO Ipemnapara, 00 M3bATUU U3 OOpalleHUs
JIEKapCTBEHHOTO TIperapara Uil 0 BO30OHOBJICHUN TPUMEHEHHUS JIEKapCTBEHHOTO Tpernapara.
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I'naBa 14. UHO®OPMAIIUA O JIEKAPCTBEHHBIX ITPEITAPATAX. CUCTEMA
MOHUTOPHUHTI' A IBUKEHUS JTEKAPCTBEHHBIX IIPEITAPATOB
JJISI MEJUIIUHCKOI'O TIPUMEHEHUS
(B pen. @enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

Crarba 67. Uudopmanus o jJiekapcTBeHHbIX npenaparax. CucreMa MOHUTOPUHIA IBUKEHUS
JIEKAPCTBEHHBIX MPENapaToB AJs1 MeIUIIHHCKOT0 IPUMeHEeHUs
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

1. Mudopmanus o JeKapCTBEHHBIX Ipernaparax, OTHYCKaeMbIX [0 pEelenTy Ha JeKapCTBEHHbIN
npenapar, J0JDKHA COJIEPKAThCsl TOJIBKO B CICHHAIM3UPOBAHHBIX H3AAHUSAX, MPEIHA3HAUYCHHBIX IS
MEAUIMHCKUX, (hapMalleBTHUECKUX Pa0OTHUKOB, CIIEIMAIIMCTOB B 001acTu BeTepuHapuu. Mudopmarus o
JIEKapCTBEHHBIX IMpernapartax sl CIIeNUAaINCTOB B 00JacTH OOpalieHus JIEKapCTBEHHBIX CPEICTB MOXKET
coliep’kaThCsi B MOHOrpadusix, CHpaBOYHMKAX, HAyYHBIX CTaThsiX, B JOKJIaJaXx Ha KOHIpeccax,
KOH(EpEeHIMIX, CHMIIO3UyMaX, HAYYHBIX COBETaX, a TaKKe B HHCTPYKIUSAX 10 MTPUMEHEHHUIO
JIEKapCTBEHHBIX IIPENapaToB.

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

2. udopmamus o0 JEKapCTBEHHBIX Iperaparax, OTIIyCKaeMbIX Oe3 pelenTta Ha JIeKapCTBEHHBIN
mpermapaT, MOXKET COJCpPKAThCcs B IyOJUKANUAX M OOBSIBICHUSX CPEICTB MAacCOBOW HWH(pOpMAIUH,
CHEIHATM3UPOBAHHBIX M OOIIUX TMEYaTHBIX M3AAHUAX, HHCTPYKIHIX MO MPUMEHEHHUIO JIEKapCTBEHHBIX
MIpermapaToB, HHBIX M3IAHUSIX CYOBEKTOB OOpallleHUs JIEKAPCTBEHHBIX CPEJCTB. PeKiIaMHbIC MaTepralibl O
JIEKapCTBEHHOM IIperapare, OTIyckaeMoM Oe3 pelenTa Ha JIEKApCTBEHHBIM Mpernapar, JOJKHBI
COOTBETCTBOBATh MHCTPYKITUH 10 MPUMEHEHHUIO JICKAPCTBEHHOTO Mperapara.

3. Jlomyckaercs HCIONb30BAaHUE JIOOBIX MaTepUANbHBIX HOCHUTENEH, MO3BOJSIOUINX XPaHHTb,
nepeiaBaTh U MCIOIh30BaTh HHPOPMAIIHMIO O JICKAPCTBEHHBIX Tperaparax 0e3 ee UCKaKeHHUS.

4. Jlna ueneil uACHTHU(PHUKAIMU YIIAKOBOK JIEKAPCTBEHHBIX MPENaparoB Ui MEAUIIMHCKOTO
MIPUMEHEHHUS TPOU3BOJIUTENN JICKAPCTBEHHBIX CPEACTB B MOPSAKE, yCTaHOBIEHHOM [IpaBUTEIHCTBOM
Poccuiickoit denepanny, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOIIEHUH JIEKAPCTBEHHBIX MPENapaToB
JUTSI METMIIMHCKOTO TTPUMEHEHUS, U1 KOTOPHIX HE MPEAYyCMOTpPEHAa BTOPUYHAsS YIIAKOBKA) U BTOPUUHYIO
(MOTPeOUTENbCKYI0) YIIAKOBKY JICKAPCTBEHHBIX MpENapaTroB A MEIUIIMHCKOTO MPUMEHEHHS CpelCTBa
UIeHTU(UKAIIMK, 32 HUCKIIOUYEHHEM JICKapCTBEHHBIX IMpEnapaToB [JIsi MEAMIIMHCKOTO MPUMEHEHUS,
MPOU3BOJUMBIX JUIsl MPOBEACHUSI KIMHUYECKUX HCCIEIO0BAHMM, SKCIOPTA, JIEKAPCTBEHHBIX IPENapaTroB
JUTST MEUIIMHCKOTO TPUMEHEHUs, YKa3aHHBIX B 4acTsAX 5 u 8 crateu 13 Hacrosimero ®denepaibHOTO
3aKOHa, paauodapMaleBTUYECKIX JIEKQpPCTBEHHBIX TMPENaparoB, MHIBOK MEIUIIMHCKAX U Ta30B
METUITUHCKHX.

(uacTb 4 BBeneHa denepanbHbiM 3aKk0HOM OT 28.12.2017 N 425-03 (pen. 27.12.2019))

5. XapakTepuCTUKHU CPEICTBA UACHTU(PUKAIINH, TIOPSIOK €r0 HAHECEHHS U TPeOOBaHUS K CTPYKTYpPE
u ¢dopmary wuHbOpMANUU, KOTOPYIO COACPNKUT CPEACTBO HACHTU(DUKAIMH, OMPEIEISIOTCS
[IpaBurenscTBOM Poccuiickoit deneparun.

(uacTb 5 BBeneHna denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

6. Ilopsmox co3maHWsl, pa3BUTHS, BBOJA B OKCIUIyaTallMIO, SKCIUTyaTallid W BBIBOAA W3
JKCIUTyaTalldd CHCTEMbl MOHHUTOPMHIA JBUWKEHHUS JIEKAPCTBEHHBIX INPENapaTroB Al MEAUIMHCKOIO
MPUMEHEHHUsI, TOPSAIOK TPEAOCTaBlIeHUs WHHOPMAIMK, COJASp)KaIelcss B CHCTEME MOHHUTOPHHTA
JBUKEHUS JIEKAPCTBEHHBIX IMPENapaToB A MEIUIMHCKOTO MPUMEHEHHUS, U MOPSAOK B3aUMOJEHCTBUS
YKa3aHHOM CHCTEMBI C HWHBIMH  TOCYHAapCTBEHHBIMH  HH(GOPMAIIMOHHBIMA  CHCTEMaMH U
MH(OPMAIIMOHHBIMU CUCTEMaMHU IOPUINYECKHX JIUIl U MHAUBUAYAIbHBIX MPEANPUHUMATENEH, YKa3aHHBIX
B 4acTsax 7 u 10 macrosmie# crarbu, ycraHaBiauBaroTcs IIpaButenscTtBoM Poccuiickoit Demeparium.
OnepaTopaMy CUCTEMBbI MOHUTOPHUHIA JBUXKEHHUS JIEKAPCTBEHHBIX MpENapaTtoB i MEIULHUHCKOTO
MPUMEHEHUs SABJSAIOTCS  (enepalbHBIi  OpraH HCTIOJHUTEIBPHOW BIAaCTH W (WJIM) OpraHu3aius,
ynosHoMoueHHble [IpaBurenscTBoM Poccuiickont @enepannu.

(uacTb 6 BBeneHa denepanbHbiM 3aKk0HOM OT 28.12.2017 N 425-03)
7. FOpuanueckue I1iia 1 UHAUBUAYAIbHbIE MPEINPUHUMATEIHN, OCYIIECTBISIONINE TPOU3BOICTBO,
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XpaHeHue, BBO3 B Pocculickyro ®eaepanuro, OTIYCK, pEealM3alMI0, Nepefady, NOPUMEHEHUE U
YHUUTOXKEHHE JIEKapCTBEHHBIX IMPEnapaToB ISl MEIULUHCKOTO IPUMEHEHHs, 00ECIIeUnBalOT B MOPSAIKE
U B COCTaBe, KOTopble ycTaHOBJIeHbl [IpaBurenbctBom Poccuiickoii denepauvu ¢ y4eTOM BHUJA
OCYILIECTBIISIEMOM HUMHU JEATEIBHOCTH, BHECEHHE WH(GOpMalUKd O JIEKAPCTBEHHBIX IIpernapaTax it
MEIUIMHCKOTO TNPUMEHEHHMS] B CHCTEMY MOHUTOPUHIA JIBUKEHHS JIEKAPCTBEHHBIX IIperapaTroB s
MEIULUHCKOTO IPUMEHEHUSI.

(dactp 7 BBeneHa denepaibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Mpenaparbl Ui MEIULUHCKOrO TPUMEHEHMs, NpeJHa3HAYeHHbIe s
obecriedeHuss JHI, OOJMBHBIX reMo(puiInel, MYKOBHUCIHIO30M, THIIO(PH3apHBIM HAHU3MOM, OOJIE3HBIO
l'ome, 37m0KauecTBEHHBIMM HOBOOOpPA30BaHUSMHU JUM(OUIHON, KPOBETBOPHOM U POJCTBEHHBIX UM
TKaHEH, paCCESIHHBIM CKJIEPO30M, JIUI] [10CJI€ TPAHCIIAHTALlMM OPraHOB U (MJIM) TKaHEH, IPOU3BEICHHbIE
10 31 mexabps 2019 roga, a Takke MHBIC JEKAPCTBEHHBIC MTPENaparhl A MEIUIIMHCKOTO TPUMEHEHUS,
npousBeneHHble 10 1 wurong 2020 roma, moanexar XpaHEHUIO, INEPEBO3KE, OTIIYCKY, pealu3alui,
nepenaye, MpUMEHEHUIO 0e3 HaHECEHUs CPENICTB MIACHTH(PHUKAIUHU 10 HUCTEUEHHUS CPOKa UX TOJHOCTH.
[TpaButenscTBo Poccuiickoii ®Denepanuu BIpaBe YCTAaHOBHTH OCOOEHHOCTH BBOJA B TPa)KITaHCKHIA
00OpOT JIEKAPCTBEHHBIX MPENaparoB A MEAUIIMHCKOTO MPUMEHEHHsI, IPOU3BEACHHBIX B Mepuos ¢ 1
utonst 2020 roma mo 1 oxts6ps 2020 roma. B memsix BBoAa B Ipa)kAaHCKUN 00OpPOT JIEKapCTBEHHBIE
npenaparsl Uil MEIUMLMHCKOTO MPUMEHEHHUs, 32 HCKIIOYEHUEM JIEKAPCTBEHHBIX IPENapaToB,
NpeJHa3sHAuYCHHBIX JJIs1 00ECIeYeHUs JIML, OONBHBIX reMOo(puiIneld, MyKOBUCIHIO30M, THIO(MU3APHBIM
HaHU3MOM, Oone3Hbpto ['ole, 3M0Ka4eCTBEHHBIMH HOBOOOpPa30BaHUAMHU JIUM(OUIHON, KPOBETBOPHOH U
POJICTBEHHBIX UM TKaHEH, pacCEsIHHBIM CKJIEPO30M, JIUI] 10CJI€ TPaHCIIAaHTALlMM OPTraHOB U (WJIM) TKaHEH,
MIPOM3BE/ICHHBIE 3a TpenenaMu Tepputopun Poccuiickoit @enepanun qo 1 oxtsaopa 2020 roga, Moryt
ObITh BBe3eHBI B Poccuiickyro ®enmepammio go 1 sBaps 2021 roma B mMOpsIKe, YCTaHOBICHHOM
[IpaButenscTBOM Poccutickoit deneparuu, 6€3 HAHECEHUS CPEICTB HICHTH(DUKAIINH.

(B pen. DenepanbHbix 3aKkoHOB 0T 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)

8. Opranuzauus HHOOPMALMOHHOTO B3aUMOJICUCTBUS CHUCTEMbl MOHUTOPUHTA JIBHXKEHUS
JIEKapCTBEHHBIX IPENapaToB i MEAMLIMHCKOIO TMPUMEHEHUS C MHBIMU TIOCYAapCTBEHHBIMU
MH(POPMALIMOHHBIMM CHUCTEMaMH OOECIeYMBaeTcs B TOM YHUCIE IOCPEICTBOM HHPACTPYKTYPHI,
oOecnieunBaromield MHGOPMAIMOHHO-TEXHOJIOTUYECKOE B3aUMOJCHCTBHE HMHMOPMAIIMOHHBIX CHCTEM,
UCIOJIb3YEMBIX NIl NPEAOCTaBICHMSI TOCYJAPCTBEHHBIX M MYHHULIMINAIBHBIX YCIYT W HCIIOJIHEHHUS
roCy/1apCTBEHHBIX U MYHUIIUNAIBHBIX (YHKIUI B 3JIEKTPOHHOI (opMme.

(uacth 8 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

9. OOmenoctynHas uHPOPMAIHS, COJAEpXKAIIascs B CHCTEME€ MOHUTOPUHTA  JIBHXKCHUS
JIEKApCTBEHHBIX IPENapaTroB s MEIUIUHCKOrO MPUMEHEHMs, pa3Meliaercs B HH(OpMaIMOHHO-
TeJIeKOMMYHUKalMOHHON cetn "VHTepHeT" (B TOM umncie B (opMe OTKPBITHIX JAHHBIX) B HOPSIKE,
ycranoBiieHHOM IIpaBurensctBoM Poccutickoit denepanuu.

(uactb 9 BBeneHa denepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-03)

10. IIpon3BoauTENN JIEKAPCTBEHHBIX CPEACTB IOJIYYAIOT COAEPKALLYIOCS B CUCTEME MOHUTOPHHIA
JBUKEHMSI JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAMLMHCKOIO MPUMEHEHHS HH(OpMalMIio O Cepusix U
NapTUsAX JEKapCTBEHHBIX MpenapaToB, MPOU3BOJUMBIX UMHU M HAaXOSIIUXCS B TPAKAAHCKOM 000pOTE B
Poccuiickoit deneparuu, 6€3B03MeE3HO.

(uactp 10 BBenena denepanbHbiM 3akoHOM 0T 28.12.2017 N 425-D3)

11. 3a mpou3BOACTBO WJIM MPOJAAXKY JEKAPCTBEHHBIX MPENapaToB IS MEIULUHCKOIO MPUMEHEHUs
0e3 HaHeCeHHsl CPEICTB MIACHTU(UKALIUHU, C HAPYLIICHHMEM YCTAHOBJICHHOTO MOpPSJKAa UX HAHECEHUs, a
TaK)K€ 32 HECBOEBPEMEHHOE BHECEHHME JaHHBIX B CHCTEMY MOHHUTOPHHIA ABM)KEHUS JIEKapPCTBEHHBIX
IIpenapaToB JUIsi MEIMLUHCKOIO NPUMEHEHUs WIM BHECEHHE B HEE HEIOCTOBEPHBIX JAaHHBIX
IOpUANYECKHE JIMLA U WHAUBUAYaJIbHbIE MpeNNpUHUMATeNd, yKa3aHHble B 4acTax 4 U [ HacTosAleil
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUHM C 3aKOHOAATENLCTBOM Poccuiickoit denepanun.

(uactb 11 BBegena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TIpaBurenbctBo Poccuiickoit @enepanuu BIpaBe YCTAaHOBUTh OCOOEHHOCTH BHEAPEHHS
CHUCTEeMbl MOHMTOPHMHTA JBH)KEHHUS JIEKapCTBEHHBIX IpenapaToB MJs MEAMIHMHCKOIO MPUMEHEHHUS,
BKJIIOYAsi CPOKM €€ BHEAPEHUs, B OTHOLICHWM JIEKAPCTBEHHBIX IPENApaToB Uil MEAUIMHCKOIO
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MPUMEHEHHS, BKIIOUEHHBIX B IEPEUCHb >KU3HECHHO HEOOXOIMMBIX W BAXKHEHUIIUX JIEKAPCTBEHHBIX
MperapaToB, JIEKAPCTBEHHBIX TMPEIapaTtoB, IpeJHa3HAUYCHHBIX Ui O00ECHedeHHUs JIHI, OOJBHBIX
reMo(uiIueii, MyKOBUCIUI030M, TUMO(GU3APHBIM HAHU3MOM, OO0JIe3HBIO [oIle, 37T0Ka4eCTBEHHBIMH
HOBOOOPa30BaHUSMHU JIMM(POUTHON, KPOBETBOPHOU U POJICTBEHHBIX UM TKAHEH, PACCESTHHBIM CKIICPO30M,
JUI] TIOCNIE TPAHCIUIAHTAIIMM OPraHOB W (WJIM) TKaHEH, WHBIX JICKAPCTBEHHBIX MPENaparoB JUIs
MEIUIUHCKOTO TPUMEHCHHSI.

(dactpb 12 BBenena denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

I'naBa 14.1. OTPAHUYEHUS, HAJIAT AEMBIE
HA OPTAHU3ALUU, OCYWECTBJ/AIOIUE JEATEJIBHOCTD
IO OBPAINEHUIO JIEKAPCTBEHHBIX CPEJCTB
(BBenena deaepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

Crarbs 67.1. OrpanuveHusi, Hajaraemble IPH OCYILIECTBJIEHUM [eATEJbLHOCTH B cdepe
o0panieHus JeKapCTBEHHBIX CPEICTB

1. Opra#uzanuy, 3aHAMAOIUAECS pa3pa0dO0TKOH, MPOM3BOJCTBOM U (WJH) peau3amnuei
JIEKapCTBEHHBIX MPENapaToB A MEAUIMHCKOTO MPUMEHEHUS, OpraHu3aliy, 00Iagarolme npaBaMm Ha
WCTOJIH30BaHNE TOPTOBOT'O HAUMEHOBAHHMS JIEKAPCTBEHHOTO Mperapara il MEAUIIMHCKOTO TIPUMEHEHUS,
OpraHM3alliii  ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMHU CPEJICTBAMH, amNTeuHble oOpraHu3anuu (ux
MPEJCTaBUTENN, UHBIE (U3NYECKUE W IOPHINYECKHE JIMIA, OCYIIECTBISIONIME CBOIO ACATEIBHOCTH OT
MMEHU 3TUX OpraHu3aluil) B OTHOUICHHH MEIUIIMHCKUX PAaOOTHHKOB U PYKOBOAUTENEH MEAUIIMHCKUX
OpraHu3alyii He BIIPABE:

1) BpyuaTh MOJApKH, BBHIIUIAYMBATH JCHEKHBIE CPE/ICTBA (32 UCKIIOYCHHEM BO3HATPAKIACHHUM IO
JOTOBOpaM TPU  TPOBEACHUHM KIWHUYCCKMX WCCIICIOBAHWHA JICKAPCTBEHHBIX IMPEMapaToB  JUIs
MEIUIIMHCKOTO TPUMEHEHUS, BO3HATPAXKICHUH, CBA3AHHBIX C OCYIIECTBICHHEM MEIHIIMHCKIM
pabOTHUKOM IMEIaroru4ecKoi M (WiM) HayqHOU JCSTEILHOCTH), B TOM YHCJIC OTUIAYMBAThH Pa3BJICUCHUS,
OTJIBIX, MIPOE3JT K MECTy OTIbIXa, a TAK)Ke MPHUBJIEKATh K YYaCTHUIO B Pa3BIIEKATEIbHBIX MEPOIPHITHIX,
MIPOBOJIMMBIX 32 CYET CBOUX CPEJICTB;

2) 3akiaoyaTh COIJIAIIEHUS O Ha3HAYeHWH WM PEKOMEHJAlWU TMalMeHTaM JIeKapCTBEHHBIX
MpermapaToB I MEIUIIUHCKOTO MPUMEHECHHUS (32 UCKITIOYCHHEM JIOTOBOPOB O MPOBEICHUN KIIMHUIECKUX
WCCIIeTIOBaHMH JIEKapCTBEHHBIX MPENapaToB s MEIUIIMHCKOTO IPUMEHEHUS);

3) mpenocTaBisATh 00pa3Ilbl JIEKAPCTBEHHBIX MPENapaToB IJisi MEIUIIMHCKOTO MPUMEHEHHUS B LEJSIX
BpyUYeHHUSl TMalMeHTaM (32 UCKIOYEHHEM CIIy4aeB, CBS3aHHBIX C MPOBEIECHUEM KIMHUYECKUX
WCCJICIOBAHMH JIEKAPCTBCHHBIX MPENapaTOB JIJIsi MEIUIIMHCKOTO IPUMEHEHU );

4) MpeAoCTaBIATh HEJOCTOBEPHYIO U (MJIM) HEMOIHYI0 HH(OPMAIIHIO O JIEKapCTBEHHBIX Mpenaparax
JUTSE MEJTUITTHCKOTO MPUMCHCHHS,

5) mocemarb UX B pabouee BpeMsi Ha pabOYMX MeCTax, 3a UCKIIOYEHHEM CIIy4aeB, CBS3aHHBIX C
MPOBEJICHUEM  KJIIMHUYECKUX  HCCIICIOBAaHWEM  JICKAPCTBEHHBIX MPEMapaToB IS  MEAWIIMHCKOTO
MIPUMEHEHHS], C y4acTHEeM B TMOPSAJKE, YCTAHOBJICHHOM DPYKOBOJIUTENIEM MEIUIIMHCKOW OpraHU3aluu, B
COOpaHHSIX MEIHUIMHCKUX PA0OTHUKOB W HMHBIX MEPONPHUSTHSX, HAMPABJICHHBIX Ha ITOBBIMICHUE HX
npoeccHOHALHOTO YPOBHS WM Ha TpenocTaBlieHHe WH(POpPMAIUHU, CBS3aHHON C OCYIIECTBICHHEM
MOHHTOPHUHTA 0€30TTaCHOCTH JIEKaPCTBEHHBIX MTPETIapaToB;

6) moOyX/1aTh K BBIMHCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB Il MEAWIIMHCKOTO MPUMEHEHUS Ha
OnmaHkax, copep)Kammx HH()OPMAIMIO PEKIAMHOTO XapaKkTepa, a Takke Ha PelenTypHBIX OllaHKaxX, Ha
KOTOpBIX 3apaHee HareyaTaHO HaWMEHOBAaHHWE JIGKAPCTBEHHOTO Tperapara JUisi MEIUIMHCKOTO
MIPUMCHCHHSI.

2. Opranu3zaiuu, yKa3aHHbIE B a03alle MepBOM 4acTH | HacTosIIel CTaTbU, U UX MPEACTABUTEIH B
OTHOIICHHUHU (hapMarleBTHIECKUX PAaOOTHUKOB U PYKOBOJIUTENICH alITEUHBIX OpTaHU3aIMi He BIIpaBe:

1) BpydaTh MOJapKH, BBIIJIAYUBATH JICHEKHBIC CPEJCTBA, B TOM YHCIIE OIUIAYUBATH Pa3BIICUYCHUS,
OTIBIX, TPOE3]T K MECTy OTIbIXa, W TPHBICKATh K YYAaCTHIO B Pa3BJICKATCIbHBIX MEPOIPHUATHSIX,
MIPOBOJMMBIX 32 CUET CBOUX CPEJICTB;
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2) mpenocTaBiATh OOPa3lbl JIGKAPCTBEHHBIX IPENapaTroB A MEIUIUHCKOIO NPUMEHEHHUs IS
BPYYEHUS HACEJICHUIO;

3) 3aKmo4aTh COIJALICHHWS O IPEIIOKEHUU HACEICHHUIO OIPEIEIICHHBIX JIEKaPCTBEHHBIX
IIPENapaToB I MEAULUHCKOTO IPUMEHEHHUS;

4) mpenoCTaBIATh HEIOCTOBEPHYIO U (MITM) HEMOJIHYIO HH(POPMALIHIO O JIEKAPCTBEHHBIX Mperaparax
IUIi  MEIULMHCKOIO IMPUMEHEHUs, B TOM UHCIE€ MMEKOIUX OJMHAKOBOE MEXIyHapOJHOE
HENAaTEHTOBAaHHOE HaMEHOBAHHUE.

Crarbsi 67.2. Tpe6oBaHHS K OpPraHU3alMU M TNPOBEeJEHHI0 HAYYHBIX MEPONPUATHH, MHBIX
MepONpPUATH, HANpPaBJeHHBbIX HA IMOBbILIeHHE TMPO(PECCHOHAIBLHOIO YPOBHS MeIHMIHHCKHX
PaGOTHUKOB WJIH Ha MpeAocTaBieHUe HHGOPMALMHU, CBSI3AHHOM € OCylIeCTBJIeHHEM MOHHTOPUHIA
0€30MaCHOCTH JIeKAPCTBEHHBIX NMPeNnapaToB

1. IIpu npoBeneHNN HayYHBIX MEPONPHUATUHN, UHBIX MEPOIPHUATHH, HAIIPABJICHHBIX Ha IOBBIIICHUE
npo(ECCUOHATTBHOTO YPOBHA MEAWLIMHCKUX pPAOOTHUKOB WM Ha TPEAOCTABICHHE CBS3aHHOW C
OCYLIECTBJICHUEM  MOHUTOpPUHra  O€30IaCHOCTH  JIEKAPCTBEHHBIX  IpenapaToB  HHQOpMaluy,
OpraHM3yeMbIX OpraHM3alMsIMM, yKa3aHHbIMM B ab3aue nepBoMm yactu | crateu 67.1 Hacrosiero
denepanbHOr0 3aKOHA, MX NPEACTaBUTENAIMU U (WiM) (UHAHCUPYEMBIX 3a CUET CpPEACTB ATHUX
OpraHu3alMiii M UX MPEACTABUTENEH, 3alpelaeTcs NPersTCTBOBATh YYaCTUIO B YKa3aHHBIX
MEPOIPUATUAX HHBIX OpraHu3aluii, KOTOPbIE MPOU3BOIAT WM PEANM3YIOT JEKAapCTBEHHBIE MpenapaTsl
JUIS MEAMLMHCKOIO NPUMEHEHHUS CO CXOXUM MEXaHU3MOM (hapMaKoJOTHYECKOro AeHcTBUs, JHOO
CO3/1aBaTh JHUCKPUMHUHAILMOHHBIE YCJIOBHA JJIs OJHHUX YYaCTHUKOB II0 CPaBHEHHIO C JpYTUMU
Y4aCTHUKAMH, & UMEHHO:

1) mpeocTaBiIATh pa3IMYHOE KOJMYECTBO BPEMEHHM JJIS BBICTYIUICHUHM YYaCTHUKOB, PAa3JIMYHBIE 110
pasMepy 3aHUMAaeMOHl IUIOIIAAX MecTa sl JEMOHCTpaluHd 0oO0pa3LioB JIEKApCTBEHHBIX MPENaparoB Ui
MEIUIMHCKOTO MPUMEHEHHUs WM PEKIaMHBIX MAaTEpUajoB O JIEKapCTBEHHBIX IIpemnaparax Juisd
MEIULUHCKOTO MPUMEHEHMS Ha DKCIO3ULMUAX, CTEHIaX, 32 UCKIIOUYECHNUEM CIIy4aeB, €CJIM TaKUE YCIOBUS
3aKpeIUIeHbl B COMIALIEHUAX 3TUX OpraHM3alui, MX HpeicTaBuTeNell 0 (pUHAHCHUPOBAHMHU YKa3aHHBIX
MEpPOIPUATHI U 00YCIIOBJIEHBI pa3IMYHBIMU 3aTpaTaMy yYaCTHUKOB Ha UX OPraHU3alInIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA JJIS YYAaCTHUKOB MEpONPHUATHH, yKa3aHHBIX B al3alle MepBOM
HAaCTOSIIEN YaCTH, IPEBBIIIAIONIMN CYMMY 3aTpaT Ha OPTaHU3ALUI0 YKa3aHHBIX MEPOIPHUATHI U BEAYIUN
K HEOOOCHOBAHHOMY OTPaHMUYEHHIO YUCIIA UX YYaCTHUKOB.

2. Opranuzanuu, ykasaHHble B a03aie nepBoM uyactu 1 crateu 67.1 HacTosmero denepaabHOro
3aKOHA, UX TMPEJICTaBUTENN, OCYIIECTBIIAIONIME OpraHu3aluio U (Win) (UHAHCUPOBAHHE MEPOIPHUITUH,
YKa3aHHBIX B 4acTH | HacTosIIel cTaThby, 00s13aHbl 00ecednBaTh JOCTY K HH(OpMaLUU O JaTe, MECTe U
BPEMEHM IIPOBEJECHUS YKa3aHHBIX MEPONPUATUM, IUIaHAX, IPOrpaMMax IPOBENEHUS YKa3aHHbBIX
MEPONPHUATUI U TeMaX, INIAHUPYEMBIX JUII PAaCCMOTPEHMSI, COCTaBE X YYACTHHKOB IIyTEM pa3MELICHUS
COOTBETCTBYIOLIEH MH(OpMaIMKM Ha CBOUX O(QUIMATIBHBIX caiiTax B cetu "VHTepHeT" He mo3aHee ABYX
MECALIEB /10 HayaJla MPOBEACHUS YKa3aHHBIX MEPOIPUSITHIA.

3. Uudopmanus o npoBeieHUH MEpOIPHUITUH, YKa3aHHBIX B 4acTH 1 HacTosIied CTaTbd, B CPOK,
YCTAaHOBJICHHBIH YacTbi0 2 HACTOSAILIEH CTaTbM, JODKHA OBITh HampaBiieHa B (elepaibHBId OpraH
UCTIOJHUTENBHOW BIACTH, OCYLIECTBISAIONIMA (YHKIMM 1O KOHTPOJIIO W Haa3opy B cdepe
3JIpaBOOXPAHEHMs], IS MOCIEAYIOIIEro pa3MeIleHusl ee Ha O(UIMAIBHOM CaiiTe 3TOro OpraHa B CETH
"NuTepuer".

I'maBa 15. OTBETCTBEHHOCTD 3A HAPYIIEHHUE 3AKOHOJATEJIbBCTBA
POCCHUHCKOWM ®EJIEPAIIMA ITPU OBPAIIIEHUU JEKAPCTBEHHBIX CPEJICTB
N BOSMEIIEHME BPEJA, TIPUYUHEHHOTI'O 3IO0POBBIO I'PAYKIAH
BCJIEACTBUE IPUMEHEHUSA JTEKAPCTBEHHBIX ITPEITAPATOB

Cratbs 68. OTBeTCTBEHHOCTH 32 HapyllIeHUe 3aKoHoAaTeabcTBa Poceniickoii denepannu npu
o0paleHnN JIeKAPCTBEHHBIX CPEACTB



1. Hapymenue 3akoHomatenbcTBa Poccuiickoit denepanuu mpu 0OpalieHUH JIEKAPCTBEHHBIX
CPEICTB BJEYET 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEILCTBOM Poccuiickoi
denepanuu.

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

2. 3a HempenaCTaBJICHUE WM HECBOEBPEMEHHOE MpeCTaBleHue HHPOpMAUU U (WIK) JOKYMEHTOB
nu00 TpeACTaBICHWE HEAOCTOBEPHbIX HHGpopMamuu # (WIM) JOKYMEHTOB, IPEIyCMOTPEHHBIX
HactosamuM  DenepanbHbIM  3aKOHOM, CYOBEKTHl OOpalleHHs JIEKAPCTBEHHBIX CPEACTB  HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATEILCTBOM Pocculickoit @enepanuu.

(gactp 2 BBeneHa DenepaibHbIM 3aK0OHOM OT 22.12.2014 N 429-03; B pen. deaepaabHOrO 3aKOHA OT
04.06.2018 N 140-®3)

Crarbs 69. Bo3meneHue Bpea, NPUYMHEHHOT0 3I0POBbIO I'PAaKIaH BCJIeICTBHE MPUMEHEHUsI
JIEKAPCTBEHHBIX MPenapaTon

1. [IpousBoauTeNb JIEKapCTBEHHOIO Mpenapara 00s3aH BO3MECTUTh Bpe, IPUUMHEHHBIH 3J0pOBbIO
rpakJaH BCIIEICTBUE MPUMEHEHHS JIEKapCTBEHHOT'O Mpernapara, eciii JoKa3aHo, 4To:

1) nexapcTBEHHBIM IpenapaT NPUMEHSUICA [0 Ha3HAUEHHIO B COOTBETCTBUU C HMHCTPYKIHEH IO
NPUMEHEHHIO JICKApPCTBEHHOTO Iperapara W NPUYMHOW Bpeda SBHJICS BBOJ B TPaXTAHCKUH 000POT
He100pOKaYeCTBEHHOTO JIEKapCTBEHHOTO Mpernapara,

2) Bpen 3I0pOBBIO NPUYMHEH BCIEJCTBHE HEIOCTOBEPHOH HH(OpPMAIUKM, COACpKaIICHCsT B
MHCTPYKILIMHU 110 IPUMEHEHHIO JEKapCTBEHHOTO IIpenapara, U3JaHHOM IPOU3BOIUTEIEM JIEKAPCTBEHHOTO
npernapara.

2. B cnyugae, eciu Bpell 3I0pOBbIO TPaKAAaH MPUYMHEH BCJIEICTBHE NMPUMEHEHHs JIEKapCTBEHHOTO
npernapara, MPUIIEANIET0 B HETOJHOCTh B pPE3yJbTaTe HApyIICHUS MPaBWI XPAHEHUS JIEKaPCTBEHHBIX
CpEeACTB, MPaBUJI ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU IIperapaTaMy, MPaBUJ OTIIYCKA JIEKAPCTBEHHBIX
MpernaparoB, MPaBHJ H3TOTOBICHHS W OTIyCKAa JICKAPCTBEHHBIX IIPENapaToB, BO3MEIICHHE Bpeaa
OCYILECTBISIETCS COOTBETCTBEHHO OpraHM3alldedl ONTOBOH TOProBIM JIEKAPCTBEHHBIMH CpEACTBAMHU,
anTeYHOH OpraHu3alel, WHIANBHIYATbHBIM TpPEANPUHUMATEIIEM, WMCIONUMH JIMICH3UI0 Ha
(bapMaleBTUYECKYIO0 JESATEIbHOCTh WM JIMIEH3HI0 HAa MEAMLUHCKYIO JeSTebHOCTh, MEIMIIMHCKOM
OpraHu3amueil, WMEIel JHICH3WI0 Ha (apMaleBTUUECKYIO ESITENBHOCTh (€€ 000COo0IEeHHBIM
nojpasnenenueM (amOynaropueil, GenpamepckuM U (QenpAlepcKo-aKyIIepCKUM MYHKTaMH, LEHTPOM
(otnenenuem) oOuiell BpauyeOHOM (ceMeNHOM) MPAaKTHKHU), PACIONOKEHHBIM B CEIbCKOM HACEICHHOM
IIYHKTE, B KOTOPOM OTCYTCTBYET alTe€4yHas OpraHu3alys), JOMyCTUBLIIMMHU MPOJIAXy WIH OTIYCK TaKOTo
JIEKapCTBEHHOTO TIperapara.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bosmemenune Bpema, TNPUYMHEHHOTO 3[0POBBI0 TPaKIaH BCIEACTBHE TPUMEHEHUS
JIEKapCTBEHHBIX IPENapaToB MM COBEPILEHHUs MPOTHUBOMPABHBIX JAEHCTBHHA CcyObeKTamMH oOpalleHHus
JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOJATEIbCTBOM Poccuiickon
denepanuu.

I'maBa 16. 3AK/IIOYUTEJIBHBIE ITOJIOXKEHUA

Crarbss 70. O npuU3HAHMM YTPATHBIIMMHM CHJIY OTAEJIbHBIX 3aKOHOAATENbHBIX AaKTOB
(mos10keHMH 3aKOHOAATEIbHBIX aKTOB) Poccuiickoii Penepaunu

[Ipu3HaTh yTpaTUBIIUMU CHITY:

1) ®enepanbubiii 3akoH oT 22 wuwoHA 1998 roma N 86-®3 "O nexapcTBeHHBIX cpeacTBax”
(Cobpanue 3axkonomarenscTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHblil 3akoH OT 2 ssHBaps 2000 roga N 5-@3 "O BHeCEHMU U3MEHEHUS U JOMOJHEHUN B
@enepanbhbiii 3akoH "O nekapcTBeHHBIX cpeactBax” (CoOpanue 3akoHoaarenbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);
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3) cratbio 40 denepanbproro 3akona ot 10 suBapst 2003 roga N 15-®3 "O BHeceHMH U3MEHEHUH U
JIOTIOJTHEHU B HEKOTOPBIE 3aKOHOAAaTelNbHbIE akThl Poccuiickoil ®enepanuv B CBA3U C MPUHITHEM
@enepanbHoro 3akoHa "O  JTUIEH3UPOBAHMM  OTHENBHBIX BHUAOB jaearenbHocTH"  (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2003, N 2, cr. 167);

4) cratbio 31 denepanbHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeCeHHHM U3MEHCHUU M
JIOTIOJTHEHU B HEKOTOPBIE 3aKOHOAATeNbHbIE akThl Poccuiickoit deaepanuu, NpUu3HaHUKM YTPATUBIIUMU
CUWIy OTHACIBHBIX 3aKOHOJATENbHBIX aKTOB Poccuiickon @exepanuu, NPENOCTABICHUM OTIEIbHBIX
TapaHTHH COTPYAHUKAM OPTaHOB BHYTPEHHUX JIEJ1, OPTaHOB IO KOHTPOJIIO 32 000OPOTOM HAPKOTUYECKHUX
CPEICTB U TMCHUXOTPOIHBIX BEIIECTB M YIPa3IHSEMbIX (elepalbHbIX OPTaHOB HAJOTOBOW IOJNHIIMH B
CBSI3U C OCYIIECTBICHHEM MEp 1O COBEPIICHCTBOBAHHUIO TrocyaapcTBeHHoro ympasieHus" (CoOpanue
3akoHoarenscTBa Poccuiickoit ®enepanuu, 2003, N 27, ct. 2700);

5) crateio 101 ®enepanproro 3akona ot 22 asrycrta 2004 roga N 122-03 "O BHeCCHHH W3MEHCHHI
B 3aKOoHozarelbHble akThl Poccuiickoi denepanuu M IPU3HAHUM YTPATUBLIMMHU CUJIYy HEKOTOPBIX
3aKOHOJIaTeNIbHBIX aKTOB Poccuiickoit denepanuu B CBsA3U ¢ npuHATHEM DenepanbHbIX 3akoHOB "O
BHECCHUU HM3MEHEHUH M jaonoiHeHuit B DexepanbHbiil 3akoH "OO 00MMX NPUHIMIIAX OpPraHU3aALUU
3aKOHOAATENbHBIX (IPEICTAaBUTENbHBIX) W HCIOJHUTEIbHBIX OpPraHOB TOCYAApCTBEHHOHN BiacTu
cyobektoB  Poccuiickoit  ®enepauun" wu  "OO oOmMX NpPUHLMIAX OPraHU3aldd  MECTHOIO
camoynpasneHusi B Poccuiickoit @enepanun" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit ®enepanui,
2004, N 35, ct. 3607);

6) crarero 28 denepansHoro 3akona ot 18 mexadbps 2006 roga N 231-D3 "O BBeacHNUH B ICHCTBHE
yacTu 4eTBepToi ['paxkmanckoro konekca Poccuiickoit ®enepanuu" (CobOpaHue 3aKOHOIATEIHCTBA
Poccutiickoit deneparuu, 2006, N 52, cT. 5497).

Cratbs 71. Berynuienue B cnity HacTosimero ®@enepajibHOro 3aKoHa

1. Hactosaumit denepanbHblii 3aK0H BeTynaet B cuity ¢ 1 ceHtsops 2010 roaa.

2. JlexkapcTBEHHbIE CpEACTBA, 3APETHCTPUPOBAHHBIE 1O JHS BCTYIUIEHHS B CHUJIy HACTOSILErO
@denepallbHOTO 3aKOHA, MOJIEkKAT BKIOYEHHUIO B TOCYAAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPENCTB C
BHECEHUEM YKa3aHHbIX B yacTH | crtathu 33 Hacrosimero denepalbHOTO 3aKOHa CBEACHMH 00 3THX
JIEKapCTBEHHBIX CpEJACTBaX 0€3 MPOXOXKIEHHS BHOBb MPOLEAYPbl TOCYIapCTBEHHOH perucrpauuu
JIEKapCTBEHHBIX NTPENapaToB.

3. 'ocymapcTBeHHas perucrpanus JEKapCTBEHHBIX IIPENapaToB, 3a UCKIIOUEHUEM JIEKAPCTBEHHBIX
MIpernapaToB A MEIUIMHCKOTO NMPUMEHEHUs, MPEJICTAaBICHHbIX Ha YKa3aHHYIO PErHCTpalUio 0 JHS
BCTYIUICHUS B CUIIy Hacrosero denepalbHOr0O 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUM C HACTOSIILIUM
@denepalibHbIM 3aKOHOM Ha OCHOBAaHUU JIOKYMEHTOB U JJaHHBIX, IIPEICTABIEHHBIX J0 JHS BCTYIUICHUS B
cuily Hacrosiero @eaepanbHOro 3aK0Ha.

(B pen. ®enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)

3.1. 'ocynapcTBeHHas: perucTpalnus JeKapCTBEHHbIX MPENapaToB JUisl MEAUIIMHCKOTO IPUMEHEHUS,
MIPE/ICTABICHHBIX HA TOCYJApCTBEHHYIO PETUCTPALMI0O 10 JHS BCTYIJICHUS B CHJIy HACTOSILIEro
@DenepallbHOTO  3aKOHa, M TOCYJApCTBEHHAas pErucTpalnys JEKapCTBEHHBIX IPENapaToB  JUIs
MEIUIIMHCKOTO MPUMEHEHUS, NPEJICTaBICHHbIX Ha OKCIEPTH3y JIEeKApCTBEHHBIX CPEICTB A0 JHA
BCTYyIUIEHUsI B cuily Hactosuiero denepanbHOro 3akoHa B LENAX UX MOCIENYIOIIEH IOCyAapCTBEHHOU
perucTpanmm, OCYLIECTBISIOTCS Ha OCHOBAaHMM JOKYMEHTOB M JaHHBIX, MPEJCTABICHHBIX A0 JHS
BCTYIUIEHUSI B CUIy HacTosero denepajbHOro 3aKOHA, a TaKXKE 3asiBIEHUS O TOCYAAPCTBEHHOU
perucTpalMy JIEKapCTBEHHOTO Ipenapara, MPEICTaBICHHOTO MPOU3BOJUTENIEM JIEKapCTBEHHBIX
IIPENapaToB WM YIOJTHOMOYEHHBIM UM JINLIOM B COOTBETCTBUU € HacTosAIMM PDeaepanbHbIM 3aKOHOM B
YIIOJTHOMOYECHHBIN (eiepaabHbIil OpraH UCIIOJHUTETLHOHN BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
yILIaThl TOCYAAPCTBEHHOM NOLUIMHBI, IPETYCMOTPEHHOM 3aKOHOAATENLCTBOM Poccuiickont @enepanuu o
Hajorax u coopax.

(vacts 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. lloxaTBepaeHUE TOCYIAPCTBEHHOW PETHCTPAllMM  JIEKAPCTBEHHBIX IMPEMApPaTOB  JJIA

MEIUIMHCKOTO MPUMEHEHMS, PEACTABIEHHBIX Ui MOATBEPXKIAECHUS FOCYIapCTBEHHONW PETUCTPALUU [0
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JHS BCTYIUIEHHMsS B cuily Hactosiero denepanbHOro 3akoHa, W MOJATBEPKACHUE TOCYIapCTBEHHOU
perucTpalyy JIEKApCTBEHHBIX MPENaparoB [Uisi MEIWLMHCKOrO MPUMEHEHHUs, IPEeACTAaBICHHBIX Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 JHS BCTYIUIEHUS B CUiy Hacrosiero denepaabHOro 3akoHa B
LEeIsIX TIOCIEeAYIOMIer0 IMOATBEPXKACHUS HX TOCYJapCTBEHHON pEerucTpaluu, OCYIIECTBISIIOTCS Ha
OCHOBAaHMM JOKYMEHTOB M JIaHHBIX, IIPEICTaBICHHBIX JO JHS BCTYIUIEHMS B CHJIy HacTOSLIETO
@denepalibHOTO 3aKOHA, a TaKXKe 3asdBICHUS O MOJATBEPXKIECHUU TOCYJApPCTBEHHON pErucTpaluu
JIEKapCTBEHHOI'O IIpernapaTra, MPEJCTaBIEHHOIO IPOM3BOJUTENEM JIEKAPCTBEHHBIX IPENapaTroB WM
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU ¢ HactosiiiuM DenepanbHbIM 3aKOHOM B
YIIOJTHOMOYCHHBIN (peiepaIbHBIN OpraH UCIIOHUTENBHOHN BiaacTtu 10 1 mapra 2011 rona, 63 TpeboBaHus
YILIAThl TOCYAApPCTBEHHOW MOIUIMHBI, TPEAYCMOTPEHHOM 3aKoHOaTeabCTBOM Poccuiickoit denepanuu o
Hajorax u coopax.

(dactp 3.2 B pen. GenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.3. IlpunsAtue pelieHUss O BHECEHMM M3MEHEHMH B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemnapar A MEIUIIMHCKOTO
IIPUMEHEHUSI U TPEACTaBIEHHBIE /0 JHSA BCTYIUIEHUS B CWIy Hacrosumero @enepanbHOro 3aKOHa, U
MIPUHSATHE PEIICHUS O BHECEHUH U3MEHEHUH B JOKYMEHTHI, COJIeprKalleecs] B PETUCTPALlMOHHOM JIOChE Ha
3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT A MEIULIUHCKOTO IPUMEHEHUS U NPEACTaBIEHHbIE HA
AKCIIEPTHU3Y JEKApPCTBEHHBIX CPEJICTB JO AHsS BCTYIUICHUSA B CHIy Hactosuiero denepaabHOro 3aKoHA,
OCYILIECTBIISIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAHHBIX, NPEACTABICHHBIX 1O JIHA BCTYIUIEHUS B CUILY
Hactosmero denepanbHOr0 3aKOHA, a TaKXKE 3asABICHHS O BHECEHWUM H3MEHEHUHl B JOKYMEHTHI,
coJiepKalliecs B PErMCTPALlMOHHOM JIOChE Ha 3aperuCTPUpPOBAHHBIN JIEKApPCTBEHHBIM mpenapar i
MEIHUIIMHCKOTO MPUMEHEHHUS, MPEICTABICHHOTO TMPOU3BOAUTENEM JIEKApPCTBEHHBIX MPENapaToB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacTosiiuuM DenepanbHbIM  3aKOHOM B
YIIOJTHOMOYEHHBIH (eiepalibHbIN OpraH UCIIOIHUTENbHOM BiaacTu 10 1 mapta 2011 rona, 6e3 TpeboBaHus
yIUIaThl TOCYIaPCTBEHHOM IMOLUIMHBI, IPEAYCMOTPEHHOM 3aKOHOAaTeNnbCTBOM Pocculickoit denepanuu o
Hajorax u coopax.

(uactsb 3.3 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bplmaua paspenieHud Ha TPOBEICHUE KIMHUYECKUX MCCIEIOBAaHUN JIEKapCTBEHHBIX
MpenapaToB Il MEIUIIMHCKOTO MPUMEHEHMSI 1O 3asBICHUSM, MOJAHHBIM 0 JTHS BCTYIUICHHUS B CHITY
Hacrosiniero denepanbHOro 3aKOHA, a TAKXKE 10 3asBJICHUSAM, TOJAHHBIM TI0CIIE JHS BCTYIUICHUS B CUILY
HacTosuero deaepaibHOro 3aKOHA HA OCHOBAHMM 3KCIEPTU3, MPOBEACHHBIX /10 JHS BCTYIUICHUS B CUITY
Hacrosiniero denepasbHOrO 3aKOHA, OCYUIECTBISETCS B COOTBETCTBUU C HacTosmuM DenepanbHbIM
3aKOHOM Ha OCHOBAHHH JOKYMEHTOB M JaHHBIX, MPECTABICHHBIX WM MOJIYYEHHBIX J0 JHS BCTYIUICHUS
B cuiy Hactosiero denepanbHOro 3akoHa, a TaKyK€ Ha OCHOBAHMM KOIUU IIPEABAPUTENLHOIO JOrOBOpa
0053aT€IbHOTO  CTPAXOBAHUS KU3HHU, 3JI0POBbS  IALIMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM
WCCIIE0OBAaHUM JIEKAPCTBEHHOIO Mpernapara g MEIUUUHCKOrO NPUMEHEHMs, WM KONUU JO0roBopa
0053aT€IbHOTO  CTPAXOBAHUS KM3HHU, 3JI0POBbS  IAIIMEHTOB, YYaCTBYIOIIMX B  KIMHUYECKOM
WCCIIEIOBAaHUH JIEKAPCTBEHHOTO Tperapara il MEAMIIMHCKOTO MPUMEHEHHs, OO MpeAcTaBIeHHOM
KOIIUU JIOTOBOpa 0053aTE€IBbHOr0 CTPaXOBaHUs, 3aKIIOYEHHOTO B COOTBETCTBUM C TUIIOBBIMHU MpaBUIIAMHU
00513aTeTbHOTO CTPAaXOBAaHMSI, C YKa3aHHWEM TMpeAeNbHON YHCIEHHOCTH MAIlMeHTOB, YYacCTBYIOIIMX B
KJIIMHUYECKOM HMCCJIEIOBAaHUU JIEKAPCTBEHHOI'O IIpernapaTa i MEIUIUHCKOTO IpHUMEHEHus, 0e3
TpeOOBaHUS YIUIATHl TOCYIapCTBEHHOW MOIUIMHBI, TPETyCMOTPEHHON 3aKOHOJATENhCTBOM Poccuiickoii
denepanun 0 HajIorax u cOoOpax.

(uactb 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B WHOCTPaHHOW BAJIOTE IO JHS BCTYIUICHHS B CHIy HACTOSIIETO
®denepanbHOToO 3aKOHA MPEIETbHBIE OTITYCKHBIE LIEHBl MHOCTPAHHBIX TPOU3BOAUTEINEH HA JIEKAPCTBEHHbIE
mpenaparsl, BKIIOYEHHBICE B TEPEYCHb J>KHU3HEHHO HEOOXOMMMBIX M BAXKHEWIIMX JIEKaPCTBEHHBIX
MpemapaToB, MOJIeKAT mepecuery B pyonu mo kypey Llentpanpaoro 6anka Poccuiickoit @enepanuu Ha
naty, ycraHoBieHHyio [IpaButenbctBom Poccuiickoit deneparnuu, 0€3 MpEeACTaBICHHS 3asBICHUS O
IIEPECUETE LIEHBI C BHECEHUEM COOTBETCTBYIOLIMX MU3MEHEHHM B TOCYJAapCTBEHHBIN PEECTP MPEAEIbHBIX
OTITYCKHBIX II€H MPOU3BOAUTENEH Ha JIEKAPCTBEHHBIE Mpenaparhbl, BKJIOUYEHHbIE B MEPEUEHb JKU3HEHHO
HEO0OXOIMMBIX M BaKHEUIIIHX JIEKApCTBEHHBIX MIPEMapaToB.
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(uacts 3.5 BBeneHa @enepanbubiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTtpupoBaHHbIC 10 JHA BCTYIUIEHHS B CWIy Hacrosmero ®enepaqbHOro 3aKOoHa
MpeAelibHbIe OTHYCKHBIE II€Hbl POCCHUUCKUX MPOU3BOJUTENEH Ha JIEKAPCTBEHHbIE Ipenaparhl,
BKJIIOUEHHBIE B TMEPEYEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHMIINX JIEKAPCTBEHHBIX IIpenapaTos,
nojuiexar uHaekcauuu ¢ 1 HosOps 2010 roma wmcxoAas W3 MPOTHO3UPYEMOTO YPOBHS WHQIISINY,
ycTaHoBieHHOT0 DeaepanbHbIM 3akoHOM 0T 2 nekadbps 2009 romga N 308-D3 "O denepanpHOM Or0KETE
Ha 2010 rox u Ha mnanoBslit nepuog 2011 u 2012 ronos" na 2011 rog.

(dactp 3.6 BBeaeHa DenepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He qOomycKarTCs MPOU3BOJCTBO U BBO3 B Poccuiickyro deneparuio
JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKaX ¢ MApKUPOBKOM, KOTOpast Obljla HAHECEHA J0 JHS BCTYIUICHUS B
cuiny Hacrosmero dexepanbHoro 3akoHa. [lo ucTedeHMHM yKa3aHHOTO CpPOKa JAHHBIE JEKAPCTBEHHbIC
npemnapaTbl MOTYT OTIYCKAaThbCs, PEalu30BbIBAThCS, MEpeAaBaThbCsl M MPUMEHSATHCS 10 HCTEUEHUS HUX
CpOKa rOAHOCTH.

(B pen. deaepanbhbix 3akoHOB 0T 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co nmHa BecTymieHUs B cuily Hactosimero denepanbHoro 3akoHa u no 30 ampens 2011 rona
BKJIIOUMTEIBHO JIOMYCKAeTCs MPOBENEHUE OKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB  AKCIEPTaMHU
OKCIEPTHOTO  YUPEXKACHUS O TMPOXOXKIACHUS HUMH aTTECTAlldd B TMOPSAKE, YCTaHOBJICHHOM
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOHUTEILHON BIACTH.

5. Co musa BcryluieHHs B cuily Hacrosiniero ®enepanbHoro 3akoHa u no 31 mexabpst 2013 roxa
BKJIFOUUTENIBHO OCYLIECTBISIETCS MEPEXO0Jl K MPOM3BOACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM C
MpaBUJIaMU OpraHU3aIlMi IPOU3BOACTBA U KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMU B
gyactu 1 crarbu 45 Hacrosimero ®denepanpHOro 3akoHa, B MMOJHOM oOwveme. Cpoku mepexoaa
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB K HMX TMPOU3BOJACTBY B COOTBETCTBUU C KOHKPETHBIMHU
TpeOOBaHUSMHU JTAHHBIX MPaBWI, BKJIIOYAs CPOKMU AaTTECTAIl[MM YIOJIHOMOYEHHBIX JIMI, YKA3aHHBIX B
gactax 6 u 7 crateu 45 Hacrosmero denepanbHOro 3aKoHA, ycTaHaBiuBaroTcs llpaBurenbcTBOM
Poccuiickoit @eneparuu.

6. JluueH3uu Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BhIIaHHbIe 10 1 suBaps 2014 rona,
nerctBytoT nocne 1 ssHBaps 2014 roga 10 uMcTedeHUs: CpoOKa UX JEHCTBUS NMPHU YCIOBHUHM COOTBETCTBUS
JUIIEH3WaTa TpaBUjiaM OpTaHMU3allMyd TPOU3BOJICTBA M KOHTPOJISI KAauecTBa JICKAPCTBEHHBIX CPEJICTB,
yKa3aHHBIM B 4acTu 1 ctaThu 45 Hacrosiuiero @eaepanbHOTO 3aKOHA.

7. ®dopmupoBaHHE TOCYIAPCTBEHHOTO 3aJaHWs Ha TPOBEICHUE SKCHEPTH3bI JIEKAPCTBEHHBIX
cpencTB (eaepaabHOMY TOCYAapCTBEHHOMY OIODKETHOMY YUPEXKACHUIO TO MPOBEACHUIO IKCIEPTU3BI
JIEKApPCTBEHHBIX CPEJCTB M (PMHAHCOBOE OOECIICUCHME BBITIOJIHEHHS 3TOTO 3aJlaHUS OCYIIECTBISIOTCS B
nopsijike, ycraHoBieHHOM denepanbHbIM 3akoHOM OT 12 sHBapst 1996 roga N 7-D3 "O HeKOMMepUYECKHX
opraHuzanusx".

(uacth 7 BBeneHa denepanbHbiM 3aKk0HOM OT 29.11.2010 N 313-D3)

IIpesunent
Poccniickoit ®enepanuun
JA.ME/IBEJIEB
Mocxksa, Kpemiib
12 anpens 2010 rona
Ne 61-03
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