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12 anpensa 2010 roga N 61-®3

POCCUNCKASA ®EJJEPALVSA
®EJIEPAJIBHBIN 3AKOH

OB OBPAILIEHNMN JIEKAPCTBEHHBIX CPEJICTB

[TpunsT
T'ocynapctBenHou lymoi
24 maprta 2010 roga

Opobpen
Cosetom Desepariuun
31 mapra 2010 roga

(B pen. @enepanbHbIX 3aKOHOB 0T 27.07.2010 N 192-D3,
or 11.10.2010 N 271-®3, ot 29.11.2010 N 313-93,

o1 06.12.2011 N 409-®3, ot 25.06.2012 N 93-D3,

oT 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,

oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-D3)

I'naBa 1. OBIIIUE TTIO/IOXKEHUSA
Crarb4 1. IIpegmet perynvpoBaHus HacTosLero dezepajbHOIO 3aKOHa

1. Hacrosiuii ®@efjepaibHbI 3aKOH PETy/MpYyeT OTHOLLIEHHs, BO3HHUKAIOIIVE B CBSI3U C 00OpalleHreM -
pa3paboTKO, ZOKIMHIUECKUMU MCCIeA0BAHUSAMU, KITMHIUECKUMH MCCIeI0BaHUsIMU, SKCTIEPTH30H,
roCyZlapCTBEHHOW pervcrpalyen, co CTaHAapTU3alel U ¢ KOHTPOJIeM KayeCTBa, IPOX3BOZCTBOM,
W3rOTOBJIEHMEM, XpaHeHHeM, IepeBO3KoM, BBO30M B Poccurickyro defepariuio, BEIBO30M U3 Poccuiickon
®denepalyiy, peKaMom, OTIIYCKOM, peajv3alyel, rnepefadeid, IpUMeHeHNeM, YHUUTOXKeHUEeM
JIeKapCTBEHHBIX CPeJCTB.

(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-d3)

2. Hactosimmmii ®@esiepabHbIN 3aKOH yCTaHAB/IMBAET PUOPUTET FOCYAAPCTBEHHOIO Pery/IupoBaHUs
Ge30racHOCTH, KauecTBa U 3((HeKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB TIPU UX 00pallleH!H.

(B pen. @enepanbHOro 3akoHa ot 25.06.2012 N 93-®3)

Cratbs 2. Cepa npumMeHeHust HacTosiero ®efepanbHOrO 3aKOHa

Hacrostiuii @efiepaibHbIN 3aKOH ITPUMEHSIETCS K OTHOIIIEHUSIM, BO3HUKAOIL[UM ITPH 00palljeH|H
JIeKapCTBEHHBIX CPeJCTB Ha TeppuTopuM Poccutickor @eseparivu.

Crarbs 3. 3akoHOZAATETHCTBO 00 0OpallieHHH JIeKapCTBEHHBIX CPEZCTB
1. 3akoHOoAaTebCTBO 06 0OpallieHNny IeKapCTBeHHBIX CPe/ICTB COCTOUT M3 HacTosiiero desepanbHOro

3aKOHa, /IpyTuX (efjepanbHbIX 3aKOHOB M MHBIX HOPMaTHUBHBIX TIPAaBOBBIX akTOB Poccuiickoit @efepauiyu.
2. [leficTBue HacTosIero deziepasbHOTO 3aKOHA PaCMpOCTPaHsIeTCsl Ha obpaliieHre HapKOTHUe CKIX
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JIeKapCTBEHHBIX CPE/ICTB W TICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB C yUETOM 0COOEHHOCTEH,
yCTaHOB/IEHHBIX 3aKOHO/aTesibcTBoM Poccutickoii ®esiepaliiyi 0 HAPKOTUUECKUX CPeJCTBax,
TICUXOTPOMHBIX BeIeCcTBaX U 00 UX MpeKypcopax.

3. JleiicTBue HacTosiriero dezepasbHOTO 3aKOHA PACIIPOCTPAHSETCs Ha oOpaliieHue
pagrodapmarieBTUUe CKUX JIeKapCTBEHHBIX CPEJICTB C YUETOM 0COOEHHOCTeMH, YCTaHOBIEHHBIX
3aKOHOZaTebCTBOM Poccuiickoit @esiepariu B 06/1acTv 00ecrieueHHs paZiialiiOHHONM 0e301acHOCTH.

4. Ecnyi MexxayHapoAHbIM foroBopoM Poccuiickor @efepaliii yCTaHOB/IEHbBI MHBIE MIPaBUIIA, YEM Te,
KOTOpBIe TIpeJlyCMOTPeHbI HaCTOALIUM PeiepasibHbIM 3aKOHOM, TTPUMEHSIFOTCS TpaBUia MeXXIyHapOAHOTO
Jlorosopa.

5. B Poccuiickoii @eziepaliii B COOTBETCTBUU C MeKyHapOAHbIMU AloroBopaMu Poccutickoit ®@esepaiiuu
Y (M) Ha OCHOBe TIPUHLUIA B3aUMHOCTH MPU3HAKOTCS pe3y/bTaThl KIIMHUUECKUX UCC/Ie0BaHUN
JIeKapCTBEHHBIX TIPerapaToB [Jis MeAULMHCKOrO MPUMEHEeHUs], MPOBEeJEHHBIX 3a Npe/ie/laMyd TepPUTOPUM
Poccutickon ®eneparum.

Crartbs 4. OCHOBHBI€ TTIOHATHS, UCIIO/Ib3yeMble B HacTosllemM Peziepa/ibHOM 3aKOHe

Inist ienedt HacTosinero PeepasbHOTO 3aKOHA UCTIONB3YIOTCS CIeYIOI[HEe OCHOBHBIE TIOHSATHS:

1) nekapcTBeHHbIe CPe/CTBA - BellleCTBa WM UX KOMOMHALIMY, BCTYTIAIOIIME B KOHTAKT C OPraHU3MOM
ye/IoBeKa WM >KUBOTHOTO, TIPOHUKAFOIIFE B OPTraHbl, TKAHU OPTaHU3Ma uesIoBeKa Wi XKUBOTHOTO,
ripUMeHsieMble 7S TPO(MUIAKTUKH, TUaTHOCTHUKHU (3a UCK/TFOUeHHeM BellleCTB WM UX KOMOUHAIWM, He
KOHTaKTHUPYHOI[UX C OPraHMU3MOM UeJIOBeKa WU YKUBOTHOTO), JieueHus 3a00/1eBaHus1, peabuIUTaIum, JJis
COXpaHeHHUs, Mpe/I0TBPalLieHUs] WU TIpepbiBaHUs OepeMeHHOCTH U MoJTyueHHbIe U3 KPOBH, TIJ1a3Mbl
KPOBH, U3 OPraHOB, TKaHel OpraHu3Ma 4ejioBeKa WM >KUBOTHOTO, PaCTeHUH, MUHEPAIOB METO/[aMH
CUHTe3a WY C NpUMeHeHreM O1osiorndyeckux TexHosioruit. K mekapcTBeHHBIM CpeZicTBaM OTHOCSITCS
(hapMarieBTHYeCKHe CyOCTaHI[UM U JIeKapCTBEHHbIE TIperaparhl;

2) papmatieBTHUECKHE CyOCTaHLIUM - IeKapCTBeHHbIe CPeZCTBa B BU/Ie /1eHCTBYIOIIMX BellleCTB
OuosIoruuecKoro, GMOTEXHOIOIMUECKOTO, MUHEPA/IbHOTO I XUMHUEeCKOTO TIPOUCXOK/IeHUS,
obazaroiire (hapMakoIOruuecKoi akTUBHOCTBIO, TIpeiHa3HaueHHbIe [I7Is IPOM3BO/ICTBA, U3TOTOB/IEHUS
JIeKapCTBEHHBIX MPETapaToB U OTIpe/iesistole UX 3(hheKTUBHOCTE;

3) BcrioMorare/ibHbIe Bell[eCTBa - Bell[eCTBa HeOPraHUueCKOro UM OPraHUueCKOTo MPOUCXOXK/eHUS,
HCTIO/Tb3yeMble B MPOI[ecce MPOU3BO/[CTBA, U3TOTOB/IEHUS IEKAPCTBEHHBIX MPETapaToB [ijist IPUJaHUs UM
He00X0IUMBIX (PU3UKO-XUMUUECKUX CBOUCTB,;

4) nekapCcTBeHHbIE TIpeTapaThl - JIEKAPCTBEHHbBIE CPE/ICTBA B BUJIe JIEKAPCTBEHHBIX ()OPM, TIPUMeEHsIEMbIe
J1st TPOMIAKTUKY, TUAarHOCTHKY, JieueHus 3a00/1eBaHus1, peabunTaLum, AJis COXpaHeHus,
TIpeJIOTBPAITeHUsT WK TIpePhIBaHNsT OepeMeHHOCTH;

5) nilekapcTBeHHast (hopMa - COCTOsTHUE JIeKapCTBEHHOT0 TperiapaTa, COOTBETCTBYHOIIee Criocobam ero
BBe/IeHUsI ¥ PUMeHeHUs U obecrieurBaroliee JOCTKeHne Heobxoaumoro neuebHoro 3¢ dekra;

6) nepeueHb KM3HEHHO HEOOXOAUMBIX U BaXKHEHNIIIMX JieKapCTBEHHBIX MPerapaToB - e>KerojHo
yTBep>KaaeMbIi [IpaButenbcTBoM Poccutickoit desiepaliy repeueHb 1eKapCTBEHHBIX MPETapaToB [ijist
MeIULIMHCKOTO TIpUMeHeHus1, 00eCrieurBaroIiX MPUOPUTETHBIE TOTPeOHOCTH 37jpaBOOXPAHEHUS B Le/IIX
NpodUIaKTUKY U JieueHUst 3a00/1eBaHUH, B TOM UHC/Ie MPe00/Ia/IarolluX B CTPYKType 3a00/1eBaeMOCTH B
Poccutickoit denepaliyy;

7) UMMYHOOHOJIOTHUEe CKHe JIEKapCTBEHHBIE TPeraparsl - IeKapCTBeHHbIe MperapaThl OM0/I0ruye CKOro
TIPOMCXOXKeHUs1, TIpe/IHa3HaueHHbIe J7isi UMMYHOJIOTUUeCKUX JUarHOCTUKH, MPOMUIAKTUKY U JIeUueHUs]
3a00/1eBaHNI;

8) HapKoTHUeCKye JieKapCTBeHHbIe CPe/ICTBA - JieKapCTBeHHbIe Tperaparkl U JapMalieBTiueCcKrie
CyOCTaHIMH, COfieprKalliie HAapKOTHUeCKHe CPe/ICTBAa U BK/TFOUeHHbIe B [TepeueHb HAPKOTHUE CKUX
Cpe/CTB, TICUXOTPOITHBIX BeL[eCTB U UX TIPeKypPCOPOB, TIOAJIEXAIUX KOHTPo/t0 B Poccuiickoi
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®enepanyiy, B COOTBETCTBUH C 3aKOHO/aTesibCTBOM Poccurickor ®esiepaliiy, MeXXAyHapOJHbIMU
norosopamu Poccutickor ®esepany, B TOM unc/e EquHON KOHBeHLIMeH 0 HApKOTHUeCKUX CpeJiCTBaxX
1961 ropa;

9) ncuXOTpOIHbIE JIeKapCTBEHHbIE CPE/ICTBA - JIeKapCTBEHHbIE Mpernaparkl U (hapMalieBTU4ecKue
cyOcTaHIuH, coziepyKalije TICHXOTPOITHBIE BelljeCTBa U BK/IIOUeHHbIe B [TepeueHb HAPKOTHYE CKHX
CpeJCTB, ICUXOTPOIHBIX BEILIeCTB U UX MPEKYPCOPOB, MOJ/EXKAIMX KOHTPOJII0 B Poccuiickoi
®enepanyiv, B COOTBETCTBUH C 3aKOHO/aTesibCTBOM Poccurickor ®esiepaliyiy, MeXXAyHapOJHbIMU
norosopamu Poccutickor @esepaiiyiy, B ToM unc/ie KoHBeHIMel 0 MCUXOTPOIHbIX BelecTBax 1971 roga;
10) paprodapmalieBTHUECKYe IeKapCTBEHHbIE CPEe/ICTBA - JIeKapCTBEeHHbIE CPeJiCTBa, KOTOPbIe Cofiepykar B
TOTOBOM JI/151 UCTIO/Ib30BaHUsl (hOpMe OJUH paZMOHYK/IHU/ WA HEeCKOJIbKO PaIMOHYKIIN/OB
(pPagvi0aKTHMBHBIX U30TOIOB);

11) opurrHanbHOe J1eKapCTBEHHOE CPeJICTBO - JIeKapCTBEHHOE CPe/ICTBO, COJieprKalliee BIIepBbIe
MOJTyUeHHYT0 hpapMalleBTHUeCKYH0 CyOCTaHIIMIO WM HOBYIO KOMOMHAITHIO (hapMalleBTHUe CKUX
cybcraHImii, 3¢ QeKTUBHOCTb U 6e30MacHOCTb KOTOPBIX MOATBEPXK/IeHbI pe3y/bTaTaMi JTOKTMHAYe CKUX
VCC/Ie[JOBaHUH JIeKapCTBEHHBIX CPeJCTB U KJIIMHUYeCKUX UCC/IeJ0BaHUM JIeKapCTBEHHBIX IIperaparos;

12) Bocipon3BeJieHHOE JIeKapCTBEHHOE CPEJICTBO - JIeKapCTBEHHOE CPe/ICTBO, COJieprKalliee Takylo e
(hapMarieBTUUECKYIO CyOCTaHITMIO WM KOMOWHAIUIO TaKKX >Ke JapMalleBTHUeCKHUX CyOCTaHI[Ui B TaKoH
Ke JieKapCTBeHHOU (hopMe, UTO U OpUTHHA/IbHOEe JIeKapCTBEeHHOe CPeJICTBO, U TIOCTYTIMBIIee B oOpaltieHre
TI0CJIe TIOCTYIUIeHHsI B 0OpalljeHre OpUTHHAIBHOTO JIeKapCTBEHHOTO CPe/ICTBa;

13) nekapcTBEHHOE paCTUTEeIbHOE ChIPhe - CBEXKKe WU BBICYIIIeHHbIe pacTeHus 100 UX YacTH,
WICII0JIb3yeMble /11 IPOM3BO/ICTBA JIEKAPCTBEHHBIX CPe/ICTB OpraHu3alysMU - IPOU3BOUTEISIMU
JIeKapCTBEHHBIX CPeJCTB WM U3TOTOB/IEHUS JIeKapCTBEHHBIX MperapaToB anTeuyHbIMUA OpraHU3aLusIMHy,
BeTepHHAPHBIMM allTeUYHbIMU OpPraHU3aLWsMU, UHIUBUAYaTbHBIMU NPeATIPUHUMATEISIMU, UMEIOLUMU
JIMLIEH3UI0 Ha (papMal|eBTUUeCKYO [esiTe/IbHOCTh;

14) nekapcTBeHHBIM pacTUTe/bHBIN Mpernapar - JeKapCTBeHHBIU IIpernapar, MPOU3Be/leHHbIN UIN
W3rOTOBJ/IEHHBIN M3 OJHOTO BU/la JIEKAPCTBEHHOTO PACTUTEIBHOIO ChIPbsl UJIM HECKOIBKHX BU/IOB TaKOTO
CBIPBSI ¥ peas3yeMblii B pac)acoBaHHOM BH/le BO BTOPUYHOM (TIOTpeOUTebCKO) yTIaKOBKe;

15) romeonaTtrueckoe ieKapCTBEHHOE CPeZICTBO - JIEKAPCTBEHHOE CPeZICTBO, MPOU3BeZieHHOe WIN
W3rOTOBJIEHHOE I10 CTelaJTbHOU TeXHOIOTUH;

16) MexxiyHapo/jHOe HelaTeHTOBaHHOe HauMeHOBaHWe JIeKapCTBEHHOTO CPeJ|CTBa - HAUMEHOBaHHe
(hapmarieBTHUeCKOM CyOCTaHIMY, peKoMeH/[0BaHHOe BceMupHo# opraHu3arueii 3paBoOXpaHeHus;

17) ToproBoe HaMeHOBaHHe JIeKapCTBEHHOTO CPeJ|CTBA - HAMMEHOBaHKe JIeKapCTBEHHOTO CPeJCTBa,
TIPHMCBOEHHOEe ero pa3paboTyrkom;

18) obujast papmakoreiiHasi CTaThs - JOKYMEHT, yTBEeP>KeHHbIN yII0JIHOMOUeHHBIM (hefiepaibHbIM
OpraHOM UCTOTHUTEIbHOW B/IaCTH Y COJeP Kalllii MepeueHb MoKas3aTesield KaueCTBa v (MIn) MeTOZI0B
KOHTPOJIS1 KaueCTBa KOHKPETHOW JIeKapCTBEHHOU (POPMBI, IeKADCTBEHHOT'O PaCTUTE/ILHOTO ChIPbS,
ornucaHusi OMOIOruUecKuX, OMOXUMIYeCKIX, MUKPOOHOIOTHUe CKUX, PU3NKO-XUMHUUeCKHX, (HHU3HUeCKuX,
XUMHUUECKUX U IPYTUX MeTO/I0B aHa/I13a JIeKapCTBEHHOTO CPeJCTBa /1Sl MeJULMHCKOTO PUMeHeHusl, a
TaK>Ke TpeOOBaHMS K MCIIO/b3yeMbIM B LIe/IsSIX ITPOBe/|eHNsI JaHHOTO aHa/Ii3a PeakThBaM, TATPOBAHHBIM
pacTBopam, UHAUKaTopaM;

19) papmakomneliHasi cTaThs - JOKYMEHT, yTBEP>KJ€HHBII yII0IHOMOUYEHHBIM (hefilepa/ibHbIM OPraHOM
WICITOJTHUTE/IbHOM B/IaCTH U COJieprKallvii IepeueHb MoKa3aresel KaueCcTBa U MeTOZ,0B KOHTPOJISI KauecTBa
JIEKapCTBEHHOTO CpeJiCTBa /11 MeIULIMHCKOTO NTPUMeHeHHs];

20) HopMaTUBHas JOKyMeHTalus - IOKyMEeHT, CoZiep Kallliii TlepeyeHb OIpe/essieMbIX 110 pe3yabraTaM
COOTBETCTBYIOLMX IKCIIePTH3 [TOKa3aTesiel KaueCTBa JIeKapCTBeHHOIO CpeJiCTBa JI/Is1 MeJULMHCKOIO
TpUMeHeHHs], MeTOZ0B KOHTPOJIS1 ero KaueCTBa U yCTAaHOB/IEHHBIM ero NMpor3BOAUTENIEM;

21) HOpMaTUBHBIN TOKYMEHT - JOKYMEHT, COAeprKall[iii TlepeueHb omnpeie/sieMbIX 110 pe3y/bTaTaM
COOTBETCTBYIOLMX KCIIEPTH3 [10Ka3aTesiel KauecTsa U (UIM) MeTOJ0B KOHTPOJIS KaueCTBa
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JIeKapCTBeHHOU (hOPMBI, OITUCAHUST OMOJIOTHYE CKUX, OMOXUMUYE CKMX, MUKPOOHOIOTUUe CKUX, (U3UKO-
XUMHUUEeCKUX, GPU3NUeCKUX, XUMUUEeCKUX U APYTHX MEeTO/|0B aHa/M3a JieKapCTBeHHBIX CPeCTB /s
BeTepHUHAPHOT0 NPUMeHeHus1, TpeO0BaHMS K UCITO/Ib3yEeMBIM B 11e/IIX TTPOBE/IEHUS JaHHOTO aHa/Iu3a
peakTHBaM, TUTPOBAHHBIM pacTBOpaM, UHUKAaTOPaM U yCTAaHOBJIEHHBIM ero NpOr3BOAUTE/IEM;

22) KayeCTBO JIEKapCTBEHHOT'O CPeZICTBA - COOTBETCTBUE JIEKAPCTBEHHOTO CPe/ICTBA TPeOOBAHUSIM
(hapMakorieitHo# cTaTbu MO0 B C/lyuae ee OTCYTCTBUSI HOPMAaTUBHOW JOKyMeHTALUX WM HOPMaTUBHOTO
JIOKyMEHTa;

23) 6e301acHOCTh JIEKapCTBEHHOTO CPe/ICTBA - XapaKTepUCTHKA JIeKapCTBEHHOTO CpPe/ICTBa, OCHOBAHHas
Ha CpaBHUTELHOM aHasu3e ero 3GeKTUBHOCTU U PUCKA MPUUUHEHHs Bpe/ia 3/l0POBbIO;

24) 3¢ eKTUBHOCTD JIeKapCTBEHHOTO Tperapara - XapakKTepUCTHKa CTeleHH T0/I0XKUTE/TbHOTO BUSTHUS
JIeKapCTBEHHOT0 TIperapaTa Ha TeueHue, TIPOZ0JDKUTEe/ILHOCTE 3a00/1eBaHus WJTH eT0 TIPe/IOTBpallieHue,
peabuIMTaI|io, Ha COXpaHeHHe, TIpeloTBpallleHre UM MpephiBaHHe OepeMeHHOCTH;

25) cepwusi IeKapCTBEHHOI'O CPeZCTBA - KOJIMUeCTBO JIeKaPCTBEHHOI'O CPe/iCTBa, IPOM3BeJleHHOE B
pesy/bTaTe 0[JHOr0 TeXHOJIOTMUeCKOTro LIMKJ/Ia ero Mpou3BOJUTEEM;

26) perucTpaiioHHOe yJ0CTOBepeHUe JieKapCTBeHHOTO TIperaparta - JOKyMeHT, IO TBepKAatoIiuii (hakTt
roCyZlapCTBEHHOW pervMcTpalvy J1eKapCTBeHHOTO Nperapara;

27) perucTparioHHbIN HOMED - KO/JoBoe 0003HaueHue, IPUCBOEHHOEe JIeKapCTBEHHOMY TIperapary Ipu
€ro rocyZjapCTBeHHOM perucTpaluy;

28) obpatijeHre JIeKapCTBEHHBIX CPeJCTB - pa3paboTka, JOKIMHUYeCKUe UCC/Ie/JOBaHNsI, KITMHIUYeCKIe
WCCre[J0OBaHUs, SKCIIepTH3a, TOCylapCTBeHHas pernucTpaLys, CTaHZapTh3aLys U KOHTPOJIb KaueCTBa,
TIPOW3BO/CTBO, U3TOTOB/IEHNe, XpaHeHHe, NepeBo3Ka, BB03 B Poccutickyro defepariyto, BEIBO3 U3
Poccuiickoit ®efepariyy, pekiama, OTIYCK, peanv3alys, epejiaya, NpuMeHeHre, YHUUTOXKeHHe
JIEKapCTBEHHBIX CPEe/ICTB;

(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-D3)

29) cyOBeKThI 0OpalteHust IeKapCTBEHHBIX CPEZICTB - (pu3nuecKye JIUIA, B TOM YHC/Ie UHAWBU/yaTbHbIe
NipeJrpUHUMAaTe T, U FopUuuecKye JIMija, OCYIeCTBSIOIIMe 1esTe/IbHOCTb TIPY 00pallieHuu
JIEKapCTBEHHBIX CPEe/ICTB;

30) pa3paboTuuK JIeKapCTBEHHOT'O CPe/ICTBA - OpraHu3aliysi, 00/aziaroliiasi IpaBaMy Ha pe3y/bTaThl
JIOKJIMHAYE CKUX UCC/IeJOBAHUM JIEKAPCTBEHHOIO CPe/ICTBA, KIIMHUUeCKUX UCC/IeJ0OBaHUM JIEKapCTBEHHOTO
rperiapara, a Takke Ha TeXHOJIOTHIO NTPOU3BO/CTBA JIEKAPCTBEHHOI'O CPEe/ICTBa;

31) npour3BO/JCTBO JIEKapCTBEHHBIX CPEJCTB - AesITeIbHOCTb 10 TTPOU3BO/ICTBY JIEKAPCTBEHHBIX CPEJCTB
OpraHU3alUsIMU - TIPOM3BOAUTE/ISIMU JIEKAPDCTBEHHBIX CPE/ICTB Ha OFHOM CTa/IuH, HECKObKUX WU/TM BCEX
CTaJusIX TEXHOJIOTMUECKOro TMpoLiecca, a TakXKe M0 XpaHeHUI0 U peann3aljuy NPOor3BeieHHbIX
JIeKapCTBEHHBIX CPeJCTB;

32) npousBOAUTE/Ib JIeKapCTBEHHBIX CPeZCTB - OpraHu3ariys, OCyILeCTBIISI0IIas IPOU3BOACTBO
JIeKapCTBEHHBIX CPEe/ICTB B COOTBETCTBUM C TpeOOBaHMsIMU HacTosiiero deziepasibHOTO 3aKOHa;

33) dapmarieBTHUECKas [eATELHOCTD - 1eSTeTbHOCTh, BK/TFOUaroLjasi B Ce0si OTITOBYIO TOPTOBIIIO
JIeKapCTBEHHBIMU CPe/ICTBaMH, UX XpaHEeHHe, NepeBOo3KY U (U/1M) PO3HUYHYIO TOPTOBIIIO JIeKapCTBEHHBIMU
rpernaparamy, Ux OTITyCK, XpPaHeHUe, MepeB03KY, U3rOTOB/IeHUE JIeKapCTBEeHHbBIX TTPernaparos;

34) opraHu3arysi ONITOBOW TOPTOB/IU JIEKapCTBEHHBIMU CPe/ICTBaMU - OpraHU3aLiusi, 0CyILleCTB/ISIOIast
ONTOBYIO TOPTrOBJIO JIEKAPCTBEHHBIMHU CPE/ICTBAMM, UX XpPaHEHUe, ITepeBO3KY B COOTBETCTBUU C
TpeboBaHUsIMU HacTosiero PesepasbHOrO 3aKOHa;

35) anTeuHasi OpraHy3aLus - OpraHu3alysi, CTPYKTypPHOe MoApasesieHrue MeJULIMHCKOU OpraHu3alivy,
OCYLLeCTB/ISAIOLIME PO3HUYHYIO TOPTOBJIIO JIeKapCTBEHHBIMU TperapaTaMu, XpaHeHue, epeBo3Ky,
W3rOTOBJIEHME U OTITYCK JIEKAPCTBEHHBIX MPerapaToB [J/is1 MeAULIMHCKOTO NMPUMEHEHHs B COOTBETCTBUU C
TpeboBaHUsIMU HacTosiero PesepasbHOrO 3aKOHa;

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

36) BeTepuHapHasi aniTeyHasi OpraHu3aliys - OpraHu3aliysi, CTpyKTYpPHOe NoJpaszie/ieHre BeTepUHapHOU
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OpraHM3aliy, OCyILeCTB/ISI0IIMe PO3HUUHYH0 TOPrOBJII0 JIeKapCTBeHHBIMHU IperiapaTamMmy, XpaHeHue,
M3rOTOB/IEHUE U OTITYCK JIeKapCTBEHHBIX MperaparoB /s BeTepUHApHOIO [IPUMEHeHUs! B COOTBETCTBUU C
TpeboBaHMsIMH HacTosiero ®efiepasbHOTO 3aKOHa;

37) danbcrupuipoBaHHOe J1eKapCTBeHHOe CPeJCTBO - JIeKapCTBEHHOe CPeZCTBO, COMPOBOXKaeMoe
noxkHol nHdopMaliueii o ero coctase U (WIK) TIPOM3BOAUTETIE;

38) HezoOpoKauecTBeHHOE JIeKapCTBEHHOE CPE/ICTBO - JIeKapCTBEHHOE CPe/iCTBO, HE COOTBETCTBYIOIIlee
TpeboBaHusAM (hapMakorieliHO# cTaTby MO0 B C/lydyae ee OTCYTCTBHUSI TpeOOBaHUSM HOPMAaTHBHOM
JIOKyMeHTaL[1 U/I1 HOPMaTUBHOI'O JOKYMEHTa;

39) koHTpadaKTHOe JIeKapCTBEHHOE CPeZICTBO - JIeKapCTBEHHOe CPeJICTBO, HaxozsIleecs: B 06opoTe ¢
HapyllleHheM I'Pa)kJaHCKOrO 3aKOHO/,aTe/1bCTBa;

40) nOKIMHUYECKOe NCC/e/J0BaHMe JIeKapCTBEHHOTO CPeZCTBa - OMomoruueckre, MUKpOOHOIOTHUeCKIe,
MMMYHOJIOTHYeCKHe, TOKCUKO/JIOTMUecKye, (papMakosioruueckue, (prsnyeckue, XMMAYeCcKue U pyrue
WCC/Ie[J0OBaHNs JIEKapCTBEHHOI'O Cpe/iCTBa ITyTeM IIPUMeHEeHHsI HayYHbIX MeTO0B OL|eHOK B LIeJIsiX
ToTy4eHUs JloKa3are/bCTB 6e30macHOCTH, KauyecTBa U 3(p(heKTUBHOCTH JIeKapCTBEHHOI'O CPe/ICTBa;

41) KMHUYEeCKOe UCCIIe/IoBaHUe JIeKapCTBEHHOTO Tperapara - U3ydeHue MarHoCTUYeCKUX, JieueOHbIX,
Npo¢uIaKTUYeCKUX, (papMakoI0rMuecKrx CBOWCTB JIeKapCTBEHHOTIO Mperiapara B Ipoliecce ero
TIPUMeHeHNs y YesioBeKa, JKMBOTHOTO, B TOM YHCJIe ITPOLIeCCOB BCAaChIBaHUs, pacripe/ie/ieHus], U3MeHeHHs]
Y BbIBeZIeHNs, ITyTeM IIPUMeHeHHs] HayUHbIX MeTO/I0B OL|eHOK B 1|eJIsIX [10/IyUeHUs] [j0Ka3aTe/IbCTB
Ge3ormacHOCTH, KauecTBa U 3¢ (eKTUBHOCTH JIEKAPCTBEHHOTO TIperapara, JaHHbIX O HeXKeslaTe/TbHbIX
peakLusiX opraHr3Ma yesioBeKa, )KBOTHOT'O Ha ITpUMeHeHHe JieKapCTBeHHOTo Trpernapara 1 06 s dexTe
€ro B3auMOZ|eMCTBUS C JPYTYUMHU JIeKapCTBEHHBIMHU IperiapaTaMy U (WIK) MUILEeBbIMU NIPOLyKTaMH,
KOpMaMU;

42) MHOTOLIEHTPOBOE KJIMHUYeCKOe UCC/e/J0BaHKe JIeKapCTBEHHOTO Tpernapara Jijisi MeJULMHCKOr0
NIPYMeHeHMs - K/IMHUYeCKOe UCC/le/loBaHKe JIeKapCTBEHHOTO Iperapara /il MeZJMLIMHCKOTO IPUMeHeHUs,
TIPOBOZIMMOE pa3paboTUMKOM JIeKapCTBEHHOTO TIperiapara B IByX U Oosiee MeIUIIMHCKUX OpraHH3aljisx
T10 eZIMHOMY ITPOTOKO/TY K/IMHAYeCKOro UCC/le/loBaHUsl JIeKapCTBEHHOr0 Mpernapara;

43) MexxlyHapOoJHOe MHOTOLIeHTPOBO€ KJIMHMYeCKOe UCC/IefloBaHue JIeKapCTBEHHOTI'0 Mpernapara /ijist
MeJJULIMHCKOrO IIPUMeHeHNs - KIMHUUeCKoe UCC/le/j0BaHue JIeKapCTBEHHOTO Ipernapara Jjjis
MeJULIMHCKOTO TIPUMEeHeHHs], TPOBOIMMOe pa3paboTurKOM JieKapCTBEHHOTO TIperiapara B Pa3/InuHbIX
CTpaHax Mo eJMHOMY IIPOTOKOJTY KJIMHUYeCKOrO UCC/Ie/J0BaHus JIeKapCTBEHHOTO IIperapara;

44) noCTperucTpaLioOHHOE KIIMHUYeCKOe NCCeJ0BaHNe JIeKapCTBeHHOTO Tperapara /sl MeJULMHCKOIO
NIPYMeHeHMs - K/IMHUYeCKOe UCC/le/loBaHKe JIeKapCTBEHHOTO Nperapara /i1l MeZJMLIMHCKOTO IPUMeHeHUs,
MIPOBOZIMMOE TTPOM3BOAUTE/IEM JIEKapCTBEHHOTO Tperapara, rpaXkjaHCKHi 000poT KOTOPOTo
OCYILeCTBISIeTCS [10C/Ie TOCYAPCTBEHHOM perncTpalyy, B LeisiX JOMO0JHUTeIbHOr0 cOopa JaHHbIX O ero
be3oracHOCTH ¥ 3PPEKTUBHOCTH, PaCIIUPeHUs TIOKa3aHWH K MPUMeHEeHUIO JaHHOTO JIeKapCTBEHHOTO
Trperapara, a Takyxe BbISIB/IeHUs] He)KeJlaTe/IbHbIX PeakKLUii NallieHTOB Ha ero [|eiCTBYe;

45) uccnenoBaHue OMOIKBHBAIEHTHOCTH JIEKAPCTBEHHOTO TIperapara - BUJl KITMHAYeCKOTO UCC/Ie/JOBaHUS
JIeKapCTBEHHOIO Tperniapara, poBe/ieHre KOTOPOro OCYLeCTB/IsIeTCs /151 ONpe/ie/leHUs] CKOPOCTH
BCAaChIBAHUS U BbIBe/IeHNs (hapMaLieBTHUeCKOl CyOCTaHIMY, KOJMuecTBa (papMarieBTHUeCKOM
cyOCTaHLUH, 0CTHTaloIlero CUCTEMHOI0 KPOBOTOKA, 1 pe3y/ibTaThl KOTOPOTo MO3BOJISIFOT C/le/1aTh BhIBO,
0 6M03KBUBAIEHTHOCTH BOCIIPOU3BEAEHHOT0 JIeKapCTBEHHOTO TIperapaTa B Orpe/ieIeHHbIX
JIeKapCTBeHHOMW (hopMe U J03MPOBKe COOTBETCTBYIOLLIEMY OpPUTHHATBHOMY JIeKapCTBEHHOMY Ipernapary;
46) ucciefoBaHye TepaneBTUUeCKOW SKBUBAJIEHTHOCTH JIeKapCTBEHHBIX IIPeraparoB - BUJ|, KIMHUUeCKOIo
VCCJIe/lOBaHMsl JIeKapCTBEHHBIX I1peraparos, IpoBe/ileHre KOTOPOro OCYLeCTB/ISeTCs [/1s1 BbISB/IEHUS
O/JMHaKOBBIX CBOWCTB JIeKapCTBEHHBIX ITpPerapaToB OIpe/e/ieHHOM JIeKapCTBeHHOM (JOPMBI, a TakKe
Ha/IMuusi OJMHAKOBBIX M0Ka3aresiel 6e30macHOCTH U 3(h(eKTUBHOCTH JIeKapCTBEHHBIX IperapaTos,
OJJMHAKOBbIX KIMHUYECKUX 3((QeKTOB MPU UX TPUMEHEHUH;

47) IPOTOKOJ/1 K/IMHUYEeCKOT0 MCC/Ie[j0BaHus JIeKapCTBEHHOTO Tperapara - JOKyMeHT, B KOTOPOM
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OTpe/iesIsitoTCs 1ieiv, (hOpMbl OpraHM3aliui U MeTO/,0/I0THsl IPOBe/|eHUsI KITMHUUEeCKOTO UCCIe[0BaHUs,
CTaTUCTHUeCKHe MeTo/ibl 00pabOTKM pe3y/ibTaToOB TaKoro MCC/e[0BaHKsl U Mephbl 110 00ecrieyeHnto
Ge3oracHOCTH HU3NUECKUX JIUL], YYaCTBYIOIMX B KJIMHUYECKOM MICCIe0BAHNH JIEKAPCTBEHHOTO
Trperapara;

48) bporiropa rccie[0BaTes - CBOAHOE U3/I0’KeHNe Pe3yJ/IbTaToB JOKJIMHAYECKOTO UCC/IeJOBaHMS
JIeKapCTBEHHOIO CPe/iCTBAa U KJIMHUUYECKOI'0 UCC/Ie[loBaHUs JIeKapCTBEHHOI O Tperniapara Jyist
MeIULIMHCKOTO NTPUMeHEeHHsT;

49) nH(pOopMaLMOHHBIN TMCTOK MaljeHTa - JOKYMEeHT, B KOTOPOM COZlep>KaTcs B JOCTYITHOU (hopme
CBeleHNs1, Kacaroluecs: IPOBOJUMOr0 KJIMHUYeCKOT0 UCC/IelOBaHUs JIeKapCTBEHHOT'O Tperapara, v B
NMCcbMeHHOU (opMe 100pOBO/IBHOE COIIacHe MaljeHTa Ha yyacThe B KIIMHUYeCKOM UCC/le/l0BaHUU
JIeKapCTBEHHOT0 TIperapaTa Mocje 03HaKOMJIeHHsI C 0COO@HHOCTSMU KJTMHUYeCKOTO UCC/Ie/I0OBaHMUS,
VMEIOILMMU 3HaueHHe /151 BbIpaKeHHUs] TaKOro COIVIaCHs;

50) mobouHOe JeiiCTBHe - peakLysi OpraHMu3Ma, BO3HUKIAS B CBSI3U C TIPUMEHEeHHeM JIeKapCTBEHHOTO
Trperapara B [j03aX, peKOMeH/lyeMbIX B MHCTPYKLIMHY 110 ero pUMeHeHHUI0, /11 MPO(PUIaKTUKH,
[IVarHOCTHKY, JiedeHus1 3a0071eBaHUs WU [ij1sl peabunvTanuy;

51) cepbe3Has He)xeslaTe/IbHasl peakLys - He)keJlaTe/lbHasl peakliysl OpraHu3Ma, CBsi3aHHasi C
TIpUMeHeHHeM JIeKapCTBEeHHOIO Tperapara, puse/iias K CMepTH, BPOXKeHHbIM aHOMaIuaM U/In
MOpOKaM pa3BUTHs MO0 IpesicTaBsoLast co000M yrposy »Ku3HH, Tpebyrolijasi roCyTanu3aly Uin
TIpYBe/IIasl K CTOMKOM yTpare TPyAOCIOCOOHOCTH U (M/TH) UHBATUHOCTY;

52) Henpe/iBU/leHHas1 He)KeJlaTe/IbHasl peakLiyisl - HeXkeslaTesIbHasl peakliysl opraHusma (B TOM 4Mc/ie
CBSI3aHHasl C IPYMeHeHVeM JIeKapCTBEeHHOI'O Tperapara B COOTBETCTBUM C MHCTPYKLIMEH II0 ero
NIPUMEeHEHMUIO), CYLLIHOCTb U TsDKeCTb KOTOPOM He COOTBEeTCTBYIOT MH(OPMALMU O JileKapCTBEHHOM
Triperiapare, CoZeprKalllelicss B MTHCTPYKLIUH T10 er0 IPUMEeHEeHUIO;

53) peLienT Ha JleKapCTBeHHBIH Nperapar - MMCbMeHHOe Ha3HaueHNe JIeKapCTBeHHOr o Mpernapara Io
yCTaHOBJ/IEHHOU (hopMe, BbIIaHHOE MeTUITMHCKUM W/ BeTepUHAPHBIM PAOOTHHUKOM, UMEIOIIM Ha 3TO
TIpaBo, B LjeJIsIX OTIyCKa JIeKapCTBEHHOTO Tperapara UM ero U3roToB/IeHUsI U OTITYCKa;

54) TpeboBaHMe MeJULIMHCKOWM OpPraHU3al[iH, BeTePHHAPHOM OpraHU3alyy - JOKYMEHT yCTaHOBIeHHOMN
(opMBI, KOTOPBIH BbIMKMCAH MeJULIMHCKUM WY BeTepUHAPHBIM PaO0THHKOM, UMEIOIIMM Ha 3TO IpaBo, U
COZIeP)KHT B MMCbMEHHOM (hopMe yKa3aHHe arnTeuHOlN OpraHu3auy 00 OTITyCKe J1eKapCTBeHHOTO
Tiperiapara WM O ero U3roToBeHUU U 00 oTmycKe JJist obecrnieyeHust 1eyeGHOro mpotiecca B
MeJULMHCKOW OpraHu3aliiy, BeTepUHAPHOW OpraHr3aliu.

Inasa 2. IIOJTHOMOYMSA ®EJEPAJIBHBIX OPTAHOB I/ICHOJ'[HI/ITEJ'H:HOI‘/'[ .
BJ/IACTH, OPTAHOB HMCITIO/IHUTE/IbHOU BJIACTHU CYBBEKTOB POCCHUMCKOUN
OEJEPALIN ITPU OBPAIIIEHNN JIEKAPCTBEHHBIX CPEJCTB

Cratbs 5. [TomHOMouus defiepaabHBIX OPraHOB UCIIOTHUTETLHOM B/IACTH MPU 0OpallleHUuH
JIeKapCTBEHHBIX CPE/ICTB

K noiHoMoumsimM (heziepaibHBIX OPraHOB MUCIIOJTHUTE/ILHOM BIACTH MTPY 00palljeHnH JIeKapCTBeHHBIX
CpeJCTB OTHOCSITCSI:

1) mpoBezenue B Poccutickoii depepariyy e[UHOM TOCYAPCTBEHHOM TTOJTUTUKK B 00/1aCTH 06ecrieueHust
JleKapCTBEeHHBIMU TpernapaTamy rpakJaH Ha Tepputopun Poccuiickor ®efjepauyy;

2) yTBepsK/ieHHe 00IMX (hapMaKOIeHBIX CTaTel, hapMaKOTeHBIX CTaTel, u3/jaHKe TOCyAapCTBeHHON
(dhapmakoreu;

3) ocylecTB/IeHHEe TOCYIaPCTBEHHOTO KOHTPO/IS (Ha30pa) B cepe obpaiijeHNst 1eKapCTBEHHBIX CPE/ICTB;
(B pen. @enepanbHOro 3akoHa OT 25.06.2012 N 93-D3)

4) nuLieH3MpoBaHNe NIPOU3BO/CTBA JIeKaPCTBEHHBIX CPe/CTB 1 (hapMalleBTUUeCKO! ieaTellbHOCTU B
COOTBETCTBHMHM C 3aKOHOZAaTenbCTBOM Poccuriickoit Pesepanuy;

KoHcynbTaHTINI0C www.consultant.ru

CtpaHuua 7 n3 66
Hape>XXHas npaBoBas nogaep>xka



depepasibHbIf 3aKoH 0T 12.04.2010 N 61-93 [JOoKyMeHT npenocTasieH
(pead. ot 12.03.2014) KoHcynbTaHTMN0C
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB" [aTa coxpaHeHus: 11.06.2014

5) opraHu3anys 3KCIepTr3bl JIeKapCTBEHHBIX CPe/ICTB, ITUUeCKOU 3KCIIePTHU3bl BO3SMOXXHOCTH IIPOBEIeHUs
KJIMHUUeCKOI'0 UCC/le/loBaHus JIeKapCTBEHHOTO Tipernapara /ijisi MeJULIMHCKOTrO TIPUMeHeHusT;

6) Bbljaua pa3pelleHui Ha IPOBeZleHNe KJIMHUYeCKUX MCCeJOBaHUH JIeKapCTBEHHBIX Iperaparos,
BeJleHMe peecTpa BbIIAHHBIX pa3pelleHui Ha PoBeJeHne KIIMHUYeCKHUX UCC/Iel0BaHUM JIeKapCTBEHHBIX
Triperaparos;

7) rocyjapCTBeHHasl perucTpaLys JeKapCTBeHHBIX MperaparoB, BeJleHHe roCyjapCTBEHHOTO peecTpa
JIeKapCTBEHHBIX CPeJCTB;

8) MHCcnekTMpoBaHUe MPOU3BO/CTBA JIEKADCTBEHHBIX CPE/ICTB HAa COOTBETCTBHE TIPaBU/IaM OpPraHU3aLuu
TIPOW3BO/CTBA ¥ KOHTPOJIS1 KaUueCTBa JIeKAPCTBEHHBIX CPe/ICTB, Bbljaua 3aK/II0YeHNH O COOTBETCTBUN
TIPOM3BOJUTEJIST JIeKapCTBEHHBIX CPeZICTB TpeOOBaHUSIM TPABU/T OpraHU3aliy POU3BOACTBA U KOHTPOJIS
KauyeCTBa JIeKapCTBEHHBIX CPeJCTB;

9) rocynapcTBeHHasi perucTpanysi yCTaHOB/I€HHBIX POM3BOUTEISIMU JIEKaPCTBEHHBIX TTperapaToB
TIpe/iIe/TIbHBIX OTITYCKHBIX 1[€H Ha )KU3HEHHO HeoOX0[UMble ¥ Ba)KHEHUIIIMe JIeKapCTBeHHbBIE TIperiapaThbl U
BeJleHHe rOCyZlapCTBEHHOTO peecTpa Ipe/ie/IbHbIX OTIYCKHBIX 1[eH MPOU3BOJUTe/el Ha IeKapCTBEHHbIe
TIperaparhbl, BK/IFOUEHHBIE B TIepeueHb )KU3HEHHO HeOOXOZIMMbIX U BayKHEUITINX JIEKapCTBEHHBIX
Tperaparos;

10) ycraHoBneHWe NOpsijKa BBO3a JIeKapCTBEHHBIX CPeJCTB Ha Tepputoputo Poccurickoit defepanyu u
BbIBO3a JIEKAPCTBEHHBIX CPe/ICTB C TeppuTopun Poccuiicko ®efepauyu;

11) co3manme COBETOB I10 BOTIPOCAaM, CBSI3aHHBIM C o0OpartieHrneM JIeKapCTBeHHBIX CPe/ICTB;

12) arrectauys v cepTudVKaLys CreuanrcToB;

13) yrparun cuny c 1 centsiops 2013 roga. - ®enepansHbiii 3akoH oT 02.07.2013 N 185-D3;

14) MoHUTOpPUHT 6e30TaCHOCTH JIeKapCTBeHHBIX Mperaparos;

15) yyacTte B MeXXyHapOJHOM COTPYZHAUYECTBE;

16) mosyueHue 1o 3ampocaM yIoJIHOMOYEHHOT0 (pefiepaibHOTr0 OpraHa UCTIOTHUTeTbHOW BaCTH OT
OpraHOB HCTIOJTHUTEILHOU BlacTH cyObekToB Poccuiickoii deneparivin, a Takke OT CyOBEKTOB
oOpaliieHus IeKapCTBeHHbBIX CPeJCTB sl MeIULIMHCKOTO TIPUMeHeHHs MHPOPMAL|H 110 BOTIPOCaM
yCTaHOBJIEHHSI ¥ TIPUMEHEHHs T1eH Ha JieKapCTBeHHbIe TIperapaThl U HaZibaBOK K HUM;

17) nprMeHeHre Mep OTBeTCTBEHHOCTH 3a HapylleHHe 3aKOHoaTe/ibcTBa Poccutickor Peseparivi.

Cratbs 6. [To;THOMOUMSI OPraHOB UCTIONIHUTE/ILHOM B1acTu cyobekTa Poccuiickoit ®@efjepaliuu rpu
oOparieHny JieKapCTBeHHBIX CPe/ICTB

K mosiHOMOursIM OpraHOB UCTIO/THUTE/TbHOM BIaCcTH CyObekTa Poccuiickoit ®eneparun ripu obpariieHun
JIeKapCTBEHHBIX CPe/ICTB OTHOCSTCS:

1) pa3paboTKa 1 peanu3ariys perioHa bHBIX MPOrPaMM 00ecIieueHus1 HaceIeHHsT JIeKapCTBEHHBIMHU
riperiapaTamu;

2) yCTaHOBJ/IEHHE TIPe/Ie/IbHBIX pa3MepPOB ONMTOBBIX HaZI0ABOK M TPe/e/IbHBIX pa3MepOB PO3HUUYHBIX
Ha/10aBOK K (DaKTHUeCKUM OTITyCKHBIM LieHaM, yCTaHOBJIEHHBIM IPOW3BOIUTE/ISIMU JIeKapCTBEHHBIX
TIperapaToB, Ha JIeKapCTBEHHbIE TIperapaThl, BK/IIOUeHHbBIE B TePeUeHb XXKU3HEHHO HeOOX0IUMBIX U
Ba)KHEMIIINX JiIeKapCTBEHHBIX TIperiapaToB;

3) ocyliecTB/IeHUe PerMOHaIbHOTO TOCYapCTBEHHOTO KOHTPOJISL 3a IPUMEeHeHreM LieH Ha
JleKapCTBeHHbIe TIperapaThl, BK/IFOUeHHbIe B rlepeueHb KM3HEeHHO HeoOXOAUMBIX U BaXKHENIIINX
JleKapCTBEHHBIX TIperapaToB, OpraHu3alisMy ONITOBOM TOPrOB/IH, aliTeUHbIMUA OpTraHU3al[UsIMHU,
VH/VBU/YaIbHBIMU TIPeATIPUHUMATE/ISIMU, UMEIOILUMHU JIULIEH3UI0 Ha JapMalieBTUUeCKYH0 J1esiTeJIbHOCTb.
(B pen. @enepanbHOro 3akoHa ot 25.06.2012 N 93-D3)

I'nasa 3. TOCYJAPCTBEHHAS ®APMAKOIIES

KOHCyn bTaHTINI0C www.consultant.ru CtpaHuua 8 n3 66

Hape>XXHas npaBoBas nogaep>xka



depepasibHbIf 3aKoH 0T 12.04.2010 N 61-93 [JOoKyMeHT npenocTasieH
(pead. ot 12.03.2014) KoHcynbTaHTMN0C
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB" [aTa coxpaHeHus: 11.06.2014

Cratbs 7. Pa3paboTka ¥ U3/jaHKe TOCYJapCTBeHHOU (hapMakorieu, pa3MellieHre JJaHHbIX 0 Hel

1. TTopg rocymapcTBeHHOM (hapMakorieel TTIOHUMaeTCsT CBOZ, 00X papMaKOTeHHBIX CTaTeld U
(hapmMakorenHbIX CTaTel.

2. Pa3paboTka 0011ux hapMaKOTeHbIX CTaTel U hapMaKOTIeMHBIX CTaTel U BK/TFOUeHHe UX B
roCyZ,apCTBEHHYIO (papMakoIier0 OCYLeCTB/ISIOTCS B MOPsiIKe, yCTAHOBJIEHHOM YII0JTHOMOUEHHBIM
(ezepasbHBIM OPraHOM UCIIOJTHUTEBHOM BaCTH.

3. Pa3paboTka hapmakoreiiHo CTaTbi Ha OPUTHHA/IbHOE JIeKapCTBEeHHOe CPeJICTBO U BK/IOUEHHe ee B
roCy/lapCTBeHHYO (hapMakoIiero B TeueHHe CPOKa /IeHCTBUS 3alljUThl UCK/TFOUMTE/IbHOTO MpaBa,
YA0CTOBEPEHHOTO [aTEHTOM Ha OpPUrMHA/IbHOE JIeKApCTBEHHOE CPeJCTBO, OCYLLECTBIISIOTCS C COIVIacusi
ero pa3paboTumKa.

4. TocypapcTBeHHas (hapMakoriesi U3/1aeTcsl YIIOJIHOMOUYEHHBIM (pe/iepaibHbIM OpraHOM MCTIOJTHUTE/TbHOU
B/IaCTH 3a CUeT CpeCTB (esepanbHOTro OIOMKeTa U MOJJIeXKHUT Teper3iaHusIM He PeXXe ueM OJHH pa3 B
TISITh JIeT, B TIepUOJ, MeX/ly KOTOPbIMHU M3Za0TCSl PUJIOXKEHHS K TOCyAapCTBeHHOW (hapmakoree,
coziepykaripe o6uue hapMakorieiiHble CTaTby U (WIK) (hapMaKoIleHbIe CTaTbU, YTBEP>KIeHHbIE 10CIe
W3[jaHus UK TIeper3/jaHusi ToCylapCTBEeHHOM (papMaKoIieu.

5. YrionHOMOoYeHHbIH (efiepabHbIN OpraH UCIIOTHUTEbHOU B/IAaCTH pasMelliaeT JaHHbIe O
roCyZiapCTBeHHOU (hapMakoree 1 NMPUIOKEHUSIX K Hel Ha CBOeM O(MLMa/IbHOM caiite B ceTH "VIHTepHeT"
B YCTaHOBJIEHHOM UM IOPSJIKe.

I'nasa 4. TOCYJJAPCTBEHHBIV KOHTPOJIb ITPY OBPAILIEHUN
JIEKAPCTBEHHBIX CPEJICTB

Cratbs 8. JIulieH3upoBaHUe TIPOM3BO/CTBA JIeKapCTBEHHBIX CPeZCTB U (papMalieBTUUeCKOM JiesiTe/TbHOCTH

1. JTurjeH3MpOBaHKe TIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPe/ICTB U (hapMalleBTUUeCKOH /edaTeTbHOCTH
OCYILeCTB/ISIeTCSI B COOTBETCTBUU C 3aKOHO/aTebcTBOM Poccuiickoit dezneparjyu.

2. Obs13aTe/TbHBIM YCIOBUEM TIPE/I0CTaBIEHUS JIUI[EH3UH Ha IMPOW3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB
SIBJISIETCS] TIPU/IOXKEHME K 3asiB/IEHHIO0 COMCKAaTe/Isi JILeH3UY TiepeyHsi ieKapCTBeHHbIX (popM U (1K)
BU/IOB (hapMalieBTHUeCKUX CyOCTaHIIH, KOTOPbIe POH3BO/IUTE/Th JIEKAPCTBEHHBIX CPe/ICTB HaMepeH
TIPOW3BOJAUTb.

3. B cityuae HeoOX0AMMOCTH pacCIMPeHust TIPOU3BOZCTBA JIEKAPCTBEHHBIX CPE/ICTB 3a CUET HOBBIX
JleKapCTBeHHBIX JOpPM U BUIOB (papMarieBTUUeCKHUX CyOCTaHI[MI MTPOHU3BOJUTETh JIeKapCTBEHHBIX CPeZICTB
JIOJKEH TI0/IyYUTh HOBYHO JTMLIEH3UI0 Ha MPOM3BO/CTBO JIEKaPCTBEHHBIX CPEJICTB.

Cratbs 9. TocyapcTBeHHBIN KOHTPOJIb (Ha/30p) B chepe oOpaliieHus JIeKapCTBEHHBIX CPe/ICTB
(B pen. @enepanbHOro 3akoHa oT 25.06.2012 N 93-D3)

1. TocynapcTBeHHbBIN KOHTPOJIb (HaZi30p) B cdepe oOpallieHus IeKapCTBEHHBIX CPE/ICTB BK/IIOUAET B CeOst:
1) NM1IeH3MOHHBIN KOHTPOJ/Ib B c(hepe TTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPeZICTB U B chepe
(hapmalieBTHUeCKOM esTeTbHOCTH;

2) denepanbHBIN rOCyIapCTBEHHBIN Ha/[30P B cepe obOpalljeHus TeKapCTBEHHBIX CPE/ICTB.

2. JIulleH3UOHHbBIN KOHTPOJIb B cdepe MPOM3BOACTBA JIeKapCTBEHHBIX CPeACTB U B chepe
(hapmalLieBTHUeCKOH eaTe/TbHOCTU OCYLLeCTBIISIeTCS YIIOJTHOMOUEHHbIMH (hefiepasibHbIM OPraHOM
WCTIO/THUTE/IbHOU BIaCTH U OPraHaMU UCTIOJTHUTETIbHOM BlacTh cyObekToB Poccuiickoii deneparu
COTJIACHO MX KOMITEeTEeHLIMH B MOPsi/Ke, ycTaHOB/IeHHOM PeiepaibHbIM 3aKOHOM OT 26 fekabpst 2008 roza
N 294-®3 "O 3amuTe npaB OPUANYECKUX JIUL] U UHMBUIyaIbHBIX TIPeNIPUHUMATe e npu
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OCYILIeCTB/IEHUU FOCYJapCTBEHHOI0 KOHTPOJIsA (HaZj30pa) U MyHULIMIIA/ILHOTO KOHTPOJIA'', C YUeTOM
0CcobeHHOCTel opraHu3alvy U MPoBeJieHus TIPOBEPOK, yCTaHOB/IeHHbIX de/iepasbHBIM 3aKOHOM OT 4 Mast
2011 roga N 99-®3 "O yvLeH3UpOBaHUM OT/e/IbHBIX BUZIOB [1eITe/IbHOCTH" .

3. depepasbHBIN TOCYJAPCTBEHHBIN Ha/i30p B cdepe obOpallieHus T1eKapCTBeHHBIX CPeJICTB
OCYIIeCTB/ISIeTCs YIIOTHOMOYeHHbIMU (efiepasibHbIMU OpraHaMy MCTIOJTHUTeTLHOU BiacTH (fasnee -
Oprasbl roCy/JapCTBEHHOI'0 Ha/[30pa) COIVIaCHO MX KOMIIeTeHLMY B MOPsiIKe, yCTaHOB/IEHHOM
[TpaButenscTBOM Poccuiickont defeparym.

4. ®enepanbHbIN roCyapCTBeHHBIN HaJ30p B cdepe oOpallleHust ieKapCTBeHHBIX CPe/ICTB BK/TFOUAeT B
cebst:

1) opraHu3aruio 1 rpoBe/ieHue MPoBepoK coO/toieHus CyObeKTaMu oOpalljeHus ieKapCTBeHHBIX CPe/iCTB
YCTaHOB/IEHHBIX HacTOALMM Pefiepa/ibHbIM 3aKOHOM U MPUHATHIMA B COOTBETCTBUY C HUM MHBIMU
HOPMAaTUBHBIMU MPaBOBLIMU akTamu Poccutickoii ®enepatiyy TpebOBaHUM K JOKTUHUUECKUM
WCCJIeIOBAHUSIM JIEKapCTBEHHBIX CPe/ICTB, KJIMHUUeCKUM HCC/IeJ0BaHUSM JIeKapCTBEHHBIX Mpernaparos,
XpaHeHu1o, epeBo3Ke, BBO3y B Poccuiickyto defepariyio, OTIyCKY, peanv3alyy JeKapCTBEHHBIX
CpeJiCTB, MPUMEHEHUIO JIeKapCTBeHHbBIX MPernapaToB, YHAUTOXXEHUIO JIEKAPCTBEHHBIX CPEZICTB, a TAKXKe
co0sttofieHusi YIIOJTHOMOUeHHBIMU OpraHaMH MCIIOJTHUTeTbHOM B/IacTh CyOBeKTOB PocCHiicKoi
denepaliivi METOIMKY YCTAaHOB/IEHUS TIPe/Ie/TbHBIX Pa3MePOB OITOBBIX Ha/I0ABOK U Mpe/leTbHbIX
pa3MepoB PO3HUYHBIX Ha/[0ABOK K (haKTHUeCKUM OTIYCKHBIM 1[eHaM, YCTaHOBIEHHBIM TIPOU3BOAUTESIMA
JIEKapCTBEHHBIX TperapaToB, Ha JIeKapCTBeHHbIe Mperaparbl, BK/IFOUEHHbIEe B MlepeyeHb XKU3HEHHO
Heo0OX0IUMBIX U BaKHEHIIIMX JieKapCTBeHHBIX MperiapaToB (fasee - obsi3aTesibHbIe TpeOOBaHUs);

2) opraHu3alUIo ¥ MIPOBeleHre TTPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJCTB, HAXOASALIUXCS B
oOpallieH1H, yCTaHOB/IEHHBIM 00si3aTe/IbHbIM TPeOOBaHUIM K UX KaueCTBY;

3) BblZlauy pa3pelleHri Ha BBO3 JIeKAPCTBEHHBIX CPeJCTB Ha Tepputoputo Poccurickout defepanuy;

4) opraHu3aliio U NpoBe/ieHne MOHUTOPHHTa 6€30TacHOCTH JIeKapCTBEHHBIX TPeraparos;

5) puMeHeHue B MOPsi/IKe, YCTaHOBJIEHHOM 3aKOHO/aTenbCTBOM Poccuiickor ®Penepaniiv, Mep 1o
TIpeceyeHHIO BhISIB/IEHHBIX HapyllleHui 00si3aTeIbHbIX TpeOoBaHU U (MIK) YCTPaHEHUIO TT0C/Ie/ICTBUI
TaKWX HapyIleHUH, BbJjauy TIPeANCaHui 00 yCTpaHEeHUH BhISIB/IEHHBIX HapyIIeHUH 00s13aTe/TbHbIX
TpeOoBaHUi U TIpHB/IeYeHre K OTBETCTBEHHOCTH JIML], COBEPIIMBIINX TaK1e HapylleH!s..

5. K oTHoOI1IeHHsIM, CBSI3aHHBIM C OCYIIeCTBeHHeM (eZiepaibHOr0 rOCyIapCTBEHHOTO Hajj30pa B cepe
oOpalrieHus IeKapCTBeHHBIX CPeJICTB, OpraHu3aliel U MpoBeJieHreM MPOBepoK CyObeKToB obpalijeHust
JIeKapCTBEHHBIX CPeZICTB, IPUMEHSTIOTCS TosoykeHns1 desiepanbHOTO 3akoHa OT 26 fekabpst 2008 roga N
294-®3 "O 3amure npaB OPUAMYECKUX JIUL] U MHAUBUAYaIbHbIX NpeIIpUHUMaTeNel TIpy
OCYILIeCTB/IEHUU FOCYJapCTBEHHOT0 KOHTPOJIsA (HaZ30pa) U MyHHULIMIIA/IbHOTO KOHTPOJIA'.

6. [10/DKHOCTHBIe JTML[a OpraHa rocyZ,apCTBeHHOr0 Ha/j30pa B MOps/iKe, YCTaHOBJIeHHOM
3aKoHOozaTenbCTBOM Poccuiickor @efepaliii, UMeIOT MPaBo:

1) monyyats Ha OCHOBaHUM MOTHMBUPOBAHHBIX MMCbMEHHBIX 3alPOCOB OT CyOBeKTOB oOpallieHust
JIeKapCTBEHHBIX CPE/ICTB, OPraHOB MCITOJTHUTETLHOM B/lacTu CyObeKToB Poccuiickoit desepaiiyu u
OpraHOB MeCTHOTO CAMOYTIpaB/IeHus JOKYMeHTbI U MH(POPMAL[MIO 110 BOITpocaM oOpaliieHust
JIEKapCTBEHHBIX CPEe/ICTB;

2) GecrnpensiITCTBEHHO TI0 TIPebsIB/IEHUH CJTy>KeOHOTrO yI0CTOBepeHUs U KOTTHU TpUKa3a (pacropspKeHust)
opraHa rocyZjapCTBeHHOTr0 Ha/j30pa O Ha3HaueHWHU MPOBEPKY MOCeL|aTh UCTIO/Ib3yeMble FOpUIAYe CKUMU
NULIAMU, UHAUBUYaTbHBIMU TIPATIPUHUMATE/ISIMU, SBISIOLUMUCS CyObeKTaMu obpaiijeHus
JIEKapCTBEHHBIX CPeZICTB, PU OCYILeCTBIEHUH CBOEU [1eATe/IbHOCTHA TePPUTOPUH, 3/1aHNS, TIOMELeHUs U
COODY>KeHHsI B Lie/IsIX TIPOBeZIeHHs] MepPOTIPUSITHI 110 KOHTPOJIIO;

3) mpoBoAUTHL OTOOP 0Opa3sI[OB JIEKapCTBEHHBIX CPE/ICTB, MpefHa3HAYeHHBIX /I/Is pealn3alui U
peanu3yeMbIx CyObeKTaMu oOpallleHusl JieKapCTBeHHBIX CPe/ICTB, /171l TPOBEPKU WX KauecCTBa,
TIPOBE/IEHUS] UCCTIe[IOBAaHUM, UCTIBITAHUN B COOTBETCTBUHU C TMpaBW/IaMU 0TOOpa 00pasIioB,
YCTaHOB/IEHHBIMU YTIOJIHOMOYEHHBIM (pe/iepa/ibHbIM OPraHOM HCIIOJTHUTE/IbHOU B/IaCTH;
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4) BpifaBaTh CyObeKTaM oOpalleHust 1eKapCTBEeHHBIX CPeZCTB MpeACaHus O TIPeKpalleH!n HapyIeHUA
o0si3aTenlbHBIX TpeOOBaHM 1 00 yCcTpaHeHUH BbIsSIBJIEHHBIX HapyllleHHH 00si3aTe/IbHbIX TpeboBaHUM;

5) HafpaB/ISATh B YIIOJTHOMOYEeHHbIE OPTaHbl MaTepHaJibl, CBSI3aHHbIE C HAapYIIeHUsIMUA 00sI3aTe/TbHBIX
TpeOOBaHUH, /Jisl pellleHrs BOTIPOCOB 0 BO30Y)K/[eHUU YTOMIOBHBIX [ieJl TI0 TIPM3HAKaM MpeCTyTUIeHHUM.

I'naBa 5. PASPABOTKA, JOK/IMHNYECKHWE MCCJ/IEJOBAHUA
JIEKAPCTBEHHBIX CPEJICTB, A TAK)XE KIITMHUYECKUWE NCCJIEJOBAHUA
JIEKAPCTBEHHBIX ITPEITAPATOB /I/I11 BETEPUHAPHOI'O ITPMUMEHEHWSA

Cratbs 10. Pa3paboTKa 1eKapCTBEHHBIX CPE/ICTB

1. Pa3paboTKa /ieKapCTBEHHBIX CPe/ICTB BK/IIOUAET B Ce0si MOMCK HOBBIX (DapMaKOIOrMueCKy aKTUBHBIX
BeIleCTB, MOC/eyIolljee 3yueHne WX JieKapCTBeHHBIX CBOMCTB, JOKIMHUYEeCKHe UCCIe0BaHMs,
pa3paboTKy TeXHOIOTUi TIPOU3BOACTBA (hapMalleBTHUeCKUX CyOCTaHIMH, pa3pabOTKy COCTaBOB U
TeXHOJIOTUA TIPOU3BO/ICTBA JIeKAPCTBEHHBIX TTPerapaToB.

2. ®duHaHCoOBOe 0becrieueHre pa3pabOTKU JIeKapCTBEHHBIX CPe/ICTB OCYIIeCTB/ISIETCS 3a CUET:

1) cpeacTs dhenepanbHOrO OHOKETA;

2) cpencTB pa3pabOTUMKOB JIEKapCTBEHHBIX CPEZICTB;

3) cpefCTB MPOM3BOAMTEIeH JIeKapCTBEHHBIX CPeZICTB TIPY BBINOJTHEHUH HayYHO-MCC/Ie/[0BaTe/TbCKUX
paboT 10 I0TOBOPY MeXK/y pa3pabOTUMKOM JIEKapCTBEHHBIX CPE/JICTB U TIPOU3BOZMTEIEM JIEKAPCTBEHHBIX
Cpe/CTB;

4) UHBIX He 3arpelleHHbIX 3aKOHOoaTe/bCTBOM Poccutickont defjepaliuy ICTOYHUKOB.

3. IlpaBa pa3paboTurKa JIeKapCTBEHHOTO CPe/ICTBA OXPAHSIIOTCS TPaXKAAHCKHAM 3aKOHOZATEIbCTBOM.

Crarbg 11. ,Z[OKJII/IHI/I‘-IECKOE HccieqoBaHKE JIEKAPDCTBEHHOI'O CpeACTBa A1 MeJULTMHCKOT'O TIpUMEeHEeHH

1. lokMHUYeCcKoe UCC/e0BaHue JIeKapCTBEHHOIO CPeZCTBa /1/Isl MeJULIMHCKOIO PUMeHeHUs!
TIPOBOZIUTCS ITyTeM NIPUMeHeHHsI HayYHbIX MeTOJ0B OL|eHOK B LeJIsIX [TOJIy4YeHHs] [J0Ka3aTe/IbCTB
Be3oracHOCTH, KauecTBa U 3¢ (deKTHBHOCTH JIeKapCTBEHHOTO CPe/iCTBa.

2. JToK/IMHMYeCKOe UCC/IeloBaHue JIeKApCTBEHHOI'O CPeZCTBa JJ11 MeJULIMHCKOIO PUMeHeHHs
TIPOBOZIUTCSI B COOTBETCTBUH C ITpaBUIaMU /1abopaTopHOM MPaKTHKY, YTBEPKAE€HHBIMU YIIOTHOMOYEHHBIM
(ezepasbHBIM OPraHOM UCIIOJTHUTEIBHOM B/aCTH.

3. [l1s opraHy3aLyu U poBeieHus! JOK/IMHUYeCKOr0 UCC/leJ0BaHus JIeKapCTBEHHOI'O CpefiCTBa ISt
MeJULIMHCKOTO TIPMeHeHHs pa3pab0TurKy JIeKapCTBEHHBIX CPe/ICTB MOTYT IPHBJIeKaTh HayuyHO-
HccriejoBaTeIbCKUe OpraHu3aliyii, oopasoBaTe/ibHble OpraHU3aly BhICIIero 00pa3oBaHusi, UMeloL1e
HeoOXOAMMYI0 MaTepraTbHO-TeXHUUECKYI0 0a3y 1 KBaTM(PULMPOBAHHBIX CIIEL[A/IFICTOB B
COOTBETCTBYIOLLel 06/1aCcTH UCCe0BaHus.

(B pen. @enepansHoro 3akoHa ot 02.07.2013 N 185-®3)

4. IoKIMHAYeCKoe UCCe[j0BaHue JIeKapCTBEHHOIO CPefiCTBa /ISl MeAULIMHCKOTO NIPUMeHeHMUs]
MIPOBOJIUTCS TI0 YTBEP>KAEHHOMY Pa3pabOTUMKOM JIeKapCTBEHHOTO CPe/CTBA I/IaHY C BeZleHHeM
NIPOTOKOJIA 3TOT0 UCC/Ie/IOBaHUsI U COCTaB/IeHUeM 0T4YeTa, B KOTOPOM COZlepyKaTcsl pe3ysbTaThbl 3TOro
WCC/Ie[JOBaHNS U 3aK/II0UeHHe O BO3MOXXHOCTH NPOBe/IeHNsI KIIMHUYeCKOr0 UCC/IelOBaHus
JIeKapCTBEeHHOI0 Tpernapara il MeJULJMHCKOr0 IIpYMeHeHHsI.

5. TIpoBefeHre MpoBepoK COO/IIOeHNs TIPAaBHJT J1TaDOPaTOPHOU TIPAKTUKU M TTPABOBBIX HOPM
VICTI0/Ib30BaHMsl JKUBOTHBIX [IPU NIPOBE/IeHUH [JOK/IMHUUECKUX UCCIIelOBAaHUH JIeKapCTBEHHBIX CPeJiCTB
J1s1 Me/IMLMHCKOTO TIPUMeHeHHsl OCYILleCTB/ISIeTCsl YIIOJTHOMOUYEeHHbIM (efiepabHbIM OpraHoM
VICTIOJTHUTE/IbHOW B/1aCTH.

6. Pe3ynbTaTel JOK/IMHUYECKOIO UCC/Ie,0BaHuS JIeKapCTBEHHOIO CPefCTBa Ji/Is1 MeJULMHCKOIO
MIpYMeHeHUsI MOT'YT ObITh NPe/ICTaB/eHb] B YIIOJTHOMOUEHHBIN (eiepasibHbIM OpraH UCIOTHUTeTbHON

KoHcynbTaHTINI0C www.consultant.ru

Hape>XXHas npaBoBas nogaep>xka

CtpaHuua 11 n3 66



depepasibHbIf 3aKoH 0T 12.04.2010 N 61-93 [JOoKyMeHT npenocTasieH
(pead. ot 12.03.2014) KoHcynbTaHTMN0C
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB" [aTa coxpaHeHus: 11.06.2014

B/IACTH B YCTAHOBJIEHHOM TOPSIJIKE B 11€/ISIX TOCYZAPCTBEHHOM PerucTparivy JIeKapCTBeHHOTO Mperiapara.

Crarbs 12. [Jok/IMHUYeCKOe MCC/iej0BaHKe JIeKapCTBEHHOI'0 CPe/iCTBa U KJIMHUUeCKoe UCC/e[joBaHre
JIeKapCTBEHHOI0 TIperiapara /ijisi BeTeprUHapHOIo NpUMeHeHUs

1. JoknMHUUeCKOe UCC/IeJOBaHUE JIEKApCTBEHHOTO CPEe/ICTBA /I/Is1 BETEPUHAPHOTO MPUMEHEHUST
TIPOBO/IUTCS TTyTE€M IMPUMEHEHUsT HayYHbIX METO/IOB OIIEHOK B I1e/ISIX TIOTyYeHUsT 0Ka3aTe/IbCTB
Ge30mMacHOCTH, KauecTBa U 3(HeKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA, B TOM UMCJIE OTIPe/IeIeHUsI CPOKa
€T0 BbIBE/[eHHsI U3 OPraHK3Ma >KUBOTHOTO, B 1e/IsIX oOecrieueHus1 6€30MacHOCTH TIPOYKIIUMU YKUBOTHOTO
TIPOUCXOXK/IEHHSI TTOCJIe TIPUMEHEHUsST COOTBETCTBYIOIIET0 JIEKAPCTBEHHOTO TIperiapara.

2. lokMHUYe CKoe UCCITe/IoBaHue JIeKapCTBEHHOTO CPeZICTBA U KIMHUUEeCKOe UCC/ieJOBaHUe
JIeKapCTBEHHOTO Mperiaparta /ijil BeTepUHAPHOTO TIPUMEHEHHs], UCC/le/JoBaHre OMOKBUBAIEHTHOCTH
yKa3aHHOTO JIeKapCTBEHHOTO TIperapara MpoBOJSTCS B COOTBETCTBUU C TIPaBUIAMU, YTBEPKA€HHBIMU
YTIOJTHOMOUEHHBIM (ejiepaibHbIM OPraHOM MCITO/THUTETbHOM BIaCTH.

3. [JokMH1Ye CKoe UCCiieloBaHue JIeKapCTBEHHOTO CPeZICTBA U KIMHUUEeCKOe UCC/ieJOBaHUe
JIeKapCTBEHHOTO Tperaparta /ijisi BeTepUHaPHOTO TIPUMEHEHHs IIPOBOASITCS 110 YTBEPKAEHHOMY
pa3paboTUYMKOM JIeKapCTBEHHOTO CPe/ICTBA MJIaHY C BeJileHHeM MTPOTOKOJIOB 3THX MCC/IeI0BAHUMN 1
COCTaBJ/IEHWEM OTUETOB, B KOTOPBIX COJIEPXKATCsl Pe3y/IbTaThl 3TUX UCCIeA0BAHUM.

4. 11 opraHu3arivy ¥ MpoBeieHusT TOK/TMHAYeCKOTO UCC/IeIOBAHMS JIEKAPCTBEHHOTO CPe/ICTBA U
K/IMHUYEe CKOTO MCCJIe/JOBaHUsI JIEKaPCTBEHHOTO TIperapara /ijisi BeTePUHAapHOTO MPUMeHeHUs pa3paboTumK
JIeKapCTBEHHOTO CPEe/ICTBA MOXKET TPUBJIEKaTh OPraHU3al[iy, UMeroIie HeoOXoAUMYH0 MaTepHaIbHO-
TeXHUUYECKYr0 0a3y ¥ KBaM(UIIMPOBAaHHBIX CIELMAMCTOB B COOTBETCTBYIOIIEH 00/1acTh UCC/IeJ0BaHKSI.
5. KnuHuueckuie UCC/eIOBaHMS JIEKAPCTBEHHBIX MTPEIapaToB /IJisi BETEPUHAPHOTO NTPUMEHEHHSI
MIPOBO/ISATCS B BETEPUHAPHBIX OPraHU3al[UsIX U B OPraHU3al[ysiX, OCYILeCTB/SIONUX pa3Be/ieHue,
BhIpAIlBaHHUe U COZIeP>KaHUe KUBOTHBIX, B IIE/ISX:

1) ycTaHOB/IeHYsI TEPEHOCUMOCTH JIEKAPCTBEHHBIX MPENapaToB 3/I0POBBIMH JKUBOTHBIMH;

2) mombopa ONTUMAJTbHBIX JO3UPOBOK JIEKAPCTBEHHBIX MPErapaToB U Kypca JieueHHst Ha KOHKPeTHOU
TPYIITie )KUBOTHBIX C OTIpe/Ie/IeHHbIM 3a00/IeBaHHEM;

3) ycraHoBeHus 6e30macHOCTH U 3()(eKTUBHOCTH JIeKapCTBEHHOTO TIperiapara, IpeiHa3Ha4YeHHOTO /ISt
JIe4eHust OTIpe/ie/IeHHBIX 3a00/IeBaHNH )KUBOTHBIX, WK 3((EKTUBHOCTH JIEKADCTBEHHOTO TIperapara s
MPOGUIAKTUKY 3a00/IeBaHUM 3/J0POBBIX )KUBOTHBIX;

4) u3yueHust BO3MOKHOCTel pacllMpeHus MOKa3aHUH K MPUMEHEHHIO 3aperrCTPUPOBAHHOTO
JIeKapCTBEHHOTO TIperiapaTa 1 BbIsSIBJIEHUsI PaHee HeU3BeCTHBIX MMOOOUHBIX JIeMCTBUH.

6. KimuHuueckoe ucciefoBaHye JIeEKapCTBEHHOTO TIperapara /sl BeTepUHAPHOTO TIPUMEHEeHUsT
OCYII[eCTB/ISIETCS 3a CUeT CPe/ICTB pa3paboTurKa JIeKapCTBeHHOTO CPe/ICTBa.

7. OTUeThI 0 pe3y/bTaTax JOKIMHUYECKOTO UCC/IeJOBAaHUs JIEKAPCTBEHHOTO CPEZCTBA U KIIMHUYECKOTO
MCCIIeIOBaHUS JIEKApCTBEHHOTO TIpeTiapara /ijisi BETePUHAPHOTO MPUMEHEHUSs COCTABJISTFOTCS
pa3pabOTUYMKOM JIEKAPCTBEHHOTO CPE/ICTBA C YUETOM 3aK/TFOUE€HHI OpPraHU3al[yui, IPUHUMABLINX y4acThe
B OpraHU3al[u¥ U TIPOBE/IEHUU ITUX UCCIIeJOBAaHUM.

8. KoHTpoJIb 3a MpOBeIeHreM JOK/TMHUYECKUX UCCIeI0BAHUH JIEKAPCTBEHHBIX CPE/CTB M KJIMHUYE CKUX
WCCIIeIOBaHUH JIEKapCTBEHHBIX TPeaparoB /il BETePUHAPHOTO MPUMEHEHUS OCYIIeCTBIISETCS
YTIOJTHOMOUEHHBIM (ejiepaibHbIM OpPraHOM MCITO/THUTETbHOM BIaCTH.

I'nara 6. OCYII[ECTB/IEHUE I'OCYIAPCTBEHHOM PETUCTPAIIN
JIEKAPCTBEHHBIX ITPEITAPATOB

Crarbs 13. ['ocygapcTBeHHas perucTpalys JieKapCTBeHHbIX IIperaparoB
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1. JlekapcTBeHHBIe TIpernapaThl BBOASTCS B IPaKJAHCKHI 000pOT Ha TeppuTopur Poccuiickoit
®Desiepaliviy, €C/IM OHU 3aperuCcTPUPOBaHbI COOTBETCTBYHOIIMM YIIOJTHOMOUEHHBIM (heZiepaibHbIM OPraHOM
WCIIO/THUTE/IbHOW BJIaCTH.

2. T'ocynapcTBeHHOW perucTpaLyy MojJexar:

1) opurvHasbHbIe JIeKapCTBEHHBIE Mperaparhl;

2) BoCTIpoM3Be/IeHHbIe JIeKapCTBEHHbIE TIperaparsl;

3) HOBble KOMOMHALIMY 3apervCTPUPOBAHHBIX PaHee JIeKapCTBEHHBIX MPeraparos;

4) nekapCTBeHHbIe Mpernaparhbl, 3aperiCcTpUpOBaHHbIE paHee, HO POM3Be/leHHbIe B IPYTUX
JIeKapCTBEeHHBIX (popMax, B HOBOU ZJ03UPOBKe.

3. T'ocynapcTBeHHasi perrcTpalnys ieKapCTBeHHbIX MpernapaToB /i MeAULIMHCKOTO TPUMeHeHHs
OCYLLeCTB/IIeTCS 10 pe3y/ibTaTaM SKCIepTU3bI JIEKapCTBEHHBIX CPeJCTB U 3TUYeCKOM SKCIIepTU3bI
BO3MOKHOCTH TPOBe/|eHUs1 KTMHUUEeCKOTO MCC/IeJOBaHMS JIeKapCTBEHHOTO Mpernapara Ji/isi MeJULUHCKOr0
TIpUMeHeHNs (flasiee - 3TUYeCKas SKCIepTusa). [ocynapcTBeHHast perucrparnus J1eKapCTBeHHbBIX
ripernaparToB [/l BeTePUHApHOTO NIPUMeHEeHHsI OCYLLeCTBISeTCS 110 pe3y/ibraTaM KCIepTH3bI
JIeKapCTBEHHBIX CPeZCTB /i/Is1 BeTePUHAPHOI'O PUMEeHEeHUs.

4. TocypapcTBeHHasi perucTpaLys JeKapCTBeHHBIX MPeraparoB OCYyILeCTB/ISeTCSI COOTBETCTBYHOIIUM
YTIOJIHOMOUYEHHBIM (hefiepaibHbIM OPraHOM MCTIO/IHUTETbHOM B/IaCTU B CPOK, He TPeBbILLIAIOIIMI IBYXCOT
JlecsiT paboumx /IHel Co [THSI PUHSTHUS 3asiB/IeHHs 0 TOCY/JapCTBEHHOM perucTpaliuu jeKapCTBeHHOTO
riperniapara. B yka3aHHBIN CPOK BKJIIOUAeTCsl BpeMsi, HeoOX0iMMoe 171s TIOBTOPHOTO TTPOBe/|eHNsT
5KCMEepPTHU3bI JIEKAPDCTBEHHBIX CPEJICTB U (U/IM) 3TUYECKOM SKCIIepTU3bl B COOTBETCTBUU CO CTaThel 25
Hacrosiero @ezepanbHOro 3akoHa. Cpok rocyzjapCTBeHHOU perrcTpaljiy JIeKapCTBeHHOTO Mpernapara
VICUUC/ISIETCS CO HS PUHSITUSI COOTBETCTBYHOIIMM YTIOJTHOMOYEHHBIM (e/iepasbHbIM OPraHOM
VICITOJIHUTE/IbHOM BJIaCTH 3asiB/IeHNs O FOCYZlapCTBEeHHOM perCTpaljiu JIeKapCTBEeHHOTI'0 Mperapara ¢
TIPUIOKeHHEeM HeoOXOIUMBIX JOKYMEHTOB I10 /leHb Bbllaul PerCTPALIMOHHOTO YA0CTOBEPeHUs
JIeKapCTBEHHOTO Ipenapara. Bpemsi mpoBeieHNs KIIMHAYEeCKOr0 UCC/Iel0BaHus JIeKapCTBEHHOIO
Triperiapara, a Tak>ke BpeMsi, HeobXoArMoe [i7is HarpaBJieHusl YIIOJTHOMOUeHHbIM (eJiepabHbIM OpraHOM
WICTIOJTHUTE/TILHOM BJIACTH 3aIipoca O MpeZCTaB/IeHnH Heo0X0JUMbIX MaTepUasioB U TIpe/ICTaBIeHuUs
3asiBUTe/IeM OTBeTa Ha JJaHHBIM 3alipoC B COOTBETCTBUU CO CTaThsiMu 16, 19, 22 1 23 HacTosIIero
®Deslepa/IbHOIO 3aKOHA, He YUNUThIBAeTCs [TPU UCYMC/IEHUH CPOKa rOCyZapCTBEHHOM perncTpaljii Takoro
JIeKapCTBEHHOTO Tpenapara.X

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

5. 'ocynapcTBeHHOM perucTpaLyy He MO//IeXar:

1) nekapcTBeHHbIe TIpenaparbl, U3rOTOB/IEHHbIE alTEUHBIMU OPraHU3alUsIMU, BeTepUHAPHBIMU
anTeyHbIMH OPraHU3alUsIMU, UHAUBUAYaIbHbIMU NPeANPYHUMATE/ISIMU, KOTOPble UMEIOT JIML|EH3HIO Ha
(hapmarL|eBTHUeCKYIO [IeaTeIbHOCTb, TI0 PerieriTaM Ha jieKapCTBeHHBIe TIperapaThl U TpeboBaHUSIM
MeMLIMHCKUX OpraHW3aliii, BeTepUHapHbIX OpraHu3alyi;

2) eKapCTBEHHOEe PaCTUTEeIbHOE ChIPhE;

3) /lekapCTBeHHbIe Tperaparkl, MpruoodpeTeHHbIe (hH3UUeCKUMU JIULIAMU 3a TpejieslaMy TeppUTOPUN
Poccuiickon denepariiy ¥ peiHa3HayeHHbIe J1/1s1 IMYHOTO UCTI0/Ib30BaHUS;

4) nekapCTBeHHbIe Mpernaparsl, IpeJjHa3HaueHHbIe [Jis1 S5KCIOpPTa;

5) papgrodapmalieBTHUeCKYe JIeKapCTBeHHbIe Mperaparbl, U3rOTOB/IeHHbIe He[TOCPe/ICTBEHHO B
MeULIMHCKUX OpPraHM3alUsX B MOPsiJiKe, yCTaHOBIEHHOM YIIOJIHOMOYEHHBIM (pefiepa/ibHbIM OPraHOM
WCIIO/THUTE/IbHOW BJIaCTH.

6. He momyckaeTcsi rocyapCcTBeHHasi perucTparusi:

1) pa3nUuHBIX JIEKAPCTBEHHBIX MPerapaToB M0/, OAMHAKOBBIM TOPrOBbIM HaMEHOBaHUEM;

2) 0[iHOTO JIeKapCTBEHHOTO TIperapara, BbIITyCKaeMOoro MPOX3BOAUTE/IEM MO/, Pa3/TMUHBIMU TOPrOBBIMU
HaVMeHOBaHUSIMH U TIPeJICTaBIeHHOTO Ha TOCYJAPCTBEHHYIO PErUCTPALIMIO B BUe IBYX U Oostee
JIeKapCTBEeHHBIX Tperaparos.
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Cratbs 14. HpI/IHL[I/Il'IbI SKCIIePTU3bI JIEKAPCTBEHHLIX CPEACTB U 3THYeCKOU SKCITepPTU3bI

1. DKcriepTr3a JieKapCTBeHHBIX CPeZICTB U 3THUeCKast SKCTIepTH3a OCHOBBIBAIOTCS HA TIPUHLUIIAX
3aKOHHOCTH, COOJTIO/IeHNst TIpaB U CBOOO/, uesioBeKa ¥ IpakaHMHA, ITPaB I0PUAMUECKOTO JIUIIA,
HEe3aBHCUMOCTH 3KCIepTa, 06beKTUBHOCTU, BCECTOPOHHOCTH U TIOJTHOTHI UCC/Ie[J0BaHUM, TIPOBOAUMBIX C
WCTOb30BaHUEM COBPEMEHHBIX I0CTWKEeHUI HayKU U TEXHUKH, OTBeTCTBEHHOCTHU (hefiepasibHOrO
roCy/lapCTBEHHOTO OIO/[)KETHOTO YUpeXX/IeHUsI T10 NPOBeZIeHHI0 SKCIIePTH3bI JIeKapCTBEeHHBIX CPe/ICTB U
5KCIIepPTOB 3a MPOBe/leHNe U KaueCTBO KCIIepPTU3bI.

2. DKcriepTH3a 1eKapCTBeHHBIX CPEeICTB JI/Isi MeAULIMHCKOTO TTPUMeHeHUst TTPOBOAMTCS TI03TAITHO:

1) Ha mepBOM 3Tare - 3KCIepTH3a J0KYMEeHTOB Ji/1s1 [10/TyueHUsl pa3pellieHus Ha IIpoBe/ieHue
KJIMHUUYEeCKOTO UCC/IeZIoBaHUs JIeKapCTBEHHOTO TIperapara, 3a UCK/II0UeHHeM:

a) JIeKapCTBEHHBIX MPerapaToB, KOTOPbIE pa3pelieHbl [17Isi MeAUIMHCKOTO TPUMEHEeHHsI Ha TEPPUTOPUN
Poccutiickoit @esepatiyu 6osiee JBa/iLlaTy JIeT U B OTHOLLIEHUU KOTOPBIX HEBO3MOYKHO TTPOBe/IeHHe
Mcce0BaHNsl OM03KBHBAIEHTHOCTH;

) /lekapCTBeHHBIX TIPerapaToB /i/Is1 MeAULIMHCKOTO NMPUMeHeH s, B OTHOIIIeHUH KOTOPbIX TIPOBe/|eHbI
Me>XyHapOo/iHble MHOTOLIEHTPOBbIe K/IMHUYeCKHe NCC/Ief0BaHNsl, YaCTh U3 KOTOPBIX IPOBeZieHa Ha
Tepputopum Poccuiickoii ®eneparyiu;

2) Ha BTOPOM 3Tarle - SKCrepTH3a MpeJJi0KeHHbIX MeTOJ|0B KOHTPOJIsI KaueCTBa JIeKapCTBEHHOTO CpeZiCTBa
Y KaueCTBa Tpe/iCTaB/IeHHbIX 00pa3L[0B JIeKapCTBEHHOTO CPeZCTBA C MCTOIb30BaHHEM 3TUX MeTO/IOB
(manee - 3KCriepTH3a KaueCTBa JIeKapCTBEHHOTO CPeZCTBA) U KCIIepPTH3a OTHOLIEHHsI 0XKU/[aeMOM M0JIb3bl
K BO3MO)XHOMY PHCKY TIpPUMeHeHUs JIeKapCTBEHHOT0 Tperiapara, OCyleCTB/IsieMble TI0C/Ie TTPOBe/IeHuUsT
€ro KJIMHWUYEeCKOT0 UCC/Ie[l0BaHUS.

3. OKcrepTH3a 1eKapCTBeHHBIX CPe/ICTB [I/Isi BeTePUHAPHOTO NIPUMeHeHHs TIPOBOJIMTCS OIHO3TAIHO U
BKJTFOUaeT B ce0sl SKCIepTH3y KaueCTBa JIeKapCTBEHHOTO CPe/ICTBA M SKCTIEPTU3Y OTHOILEHUST OXKUZaeMOi
T0JTb3bI K BO3MO)KHOMY PUCKY TIpUMeHeHHs JIeKapCTBeHHOT0 Tperapara.

Cratbs 15. PesiepanbHOe TOCyJapCTBEHHOE OFO/KeTHOe yupesK/ieHHe T10 MPOBeZIeHHI0 SKCIIePTH3bI
JIeKapCTBEHHBIX CPE/ICTB

OKcnepTH3a IeKapCTBeHHBIX CPe/ICTB MPOBOAUTCS (pefiepasbHBIM TOCY/IapCTBEHHBIM OIO/IKeTHBIM
yupesKieHHeM COOTBETCTBYHOIL[ETO YTIOJTHOMOUEHHOTO (heZiepasibHOTO OpraHa UCIOTHUTeTbHOM BJIacTH,
CO3[IaHHBIM 1711 00ecTieueHUst UCTIOTHEHUS TTOJTHOMOYMIA 3TOTO (hefiepaibHOTO OpraHa I10 Bbifiaue
paspelileHH Ha TIpOBe/leHNe KJITMHUUeCKUX UCC/IeIoBaHUM JIeKapCTBeHHBIX TIperaparoB U (W/K) 110
roCy/lapCTBEHHOM perucTpaLyu JieKapCTBeHHBIX NperapaToB (Jjasee - S5KCIIePTHOe yUpesKZeHue).

Crarbs 16. Opranusanys rpoBe/ieHrs SKCIIepTU3bl JIeKapCTBEHHBIX CPEJCTB B Lie/IIX UX
roCyZlapCTBEHHOW perucTpalyu

1. OKcrepTr3a JIeKapCTBEHHBIX CPEJICTB NIPOBOJUTCSI KOMUCCHeH 9KCTIePTOB KCIIEPTHOTO yUpeXXeHus],
Ha3HAYeHHOM ero PyKOBOAWTe/IeM, Ha OCHOBAHWH 3a/IaHMs Ha MTPOBe/ieHHe SKCTIePTU3bI JIeKapCTBEHHOTO
Cpe/iCTBa, BbIIaHHOTO YIIOJTHOMOUYEHHBIM (pefiepa/ibHbIM OpraHOM HCTIO/IHUTeIbHOW B/IaCTH.
PykoBoguTe/b 3KCIIEPTHOTO YUpekaeHus obecrieurBaeT HayieXKalee poBejeHre SKCTIepTH3bI
JIeKapCTBEHHBIX CPeZICTB B COOTBETCTBUU C 33/laHMeM, BblJaHHbIM YIIOJTHOMOUYEHHbIM (pefiepaibHbIM
OpraHOM HCTIOJTHUTE/ILHOM BJ/IaCTH, U OPraHU3yeT MOATOTOBKY CBOJHOTO 3aK/TFOUeHHs 3TON KoMuccuu. B
COCTaB 3TOM KOMHMCCHUHM IO PeLIeHUI0 PYKOBOAWTEISI SKCTIEPTHOTO YUPeXX/jeHHsl MOTYT ObITh BK/IIOUEHbI B
KaueCTBe 3KCIIepPTOB JIHLIA, He paboTarolye B JaHHOM SKCIIEPTHOM yUpPeX/eHHH, eC/TH UX CIeliaabHbie
3HaHUs1 He0OX0UMBI [1/1s1 TIPOBEZIeHUSI SKCIIePTH3bl U TaKhe KCIIePThl OTCYTCTBYIOT B IaHHOM
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5KCIIEPTHOM yUpeXX/|eHUH.
2. DKCIIepTOM 10 TIPOBE/IEHUIO SKCIIePTHU3bI JIeKapCTBEHHBIX CPEJICTB SIB/ISIeTCS aTTeCTOBaHHbIN PabOTHHK
9KCIIEPTHOTO YUPEXKIeHUsl, KOTOPBIM IMeeT BhICIIee MeIULMHCKOe, (hapMalleBTU4YecKoe, O1omoruueckoe,
BeTepUHapHOe WM XMMHYecKoe oOpa3oBaHKe U NIPOBOJUT KCIIePTHU3Y JIeKapCTBEHHBIX CPEJCTB B
TIOpSiIKe UCTIOTHEHUS CBOMX JIOJDKHOCTHBIX 00s13aHHOCTEH (fiasiee - 3KCIEpT).

3. [Ipu npoBeieHNH 3KCIIePTU3bI JIEKAPCTBEHHBIX CPEJCTB KCIIEPT He MOXKeT HaXO[UThCS B KaKOU-1160
3aBMCUMOCTH OT JIML]a, HA3HAUMBILIETO 3Ty KCITePTH3Y, pa3paboTurKa IeKapCTBeHHOTO CPe/iCTBA MITH
JPyTYX 3aMHTepeCOBaHHbBIX B pe3y/bTaTax SKCIepTU3bl JIUL].

4. Tlpu ripoBe/jeHNH SKCTIePTH3bI JTEKapCTBEHHBIX CPe/ICTB He /[0y CKaeTC st UCTPeOOoBaTh y 3asiBUTEIS
160 UHBIX JIUL] MaTepuasibl, HeOOXOAUMBIe /1/1s1 TPOBeJieHNsT SKCIepTH3bl. B ciyyae HeloCTaTOUHOCTH
TIpe/iCTaB/IeHHbIX JKCIIePTy MaTeprasioB JJIs Jau 3aK/IF0UeHHsl SKCIIepT CTaBUT BOIIPOC O Mpe/CTaB/IeHu!
eMy HeoOXO[JMMbIX MaTepuarsioB Iepefi pyKOBOAUTeIeM SKCIIEPTHOTO YUpesKeHHsl, KOTOpbIi obpalljaeTcs
C COOTBETCTBYIOIIUM 3allpOCOM B YTIOJITHOMOYEHHbIH (e/iepasibHbIN OpraH UCIOHUTeTbHON BIaCTH,
BbI/IaBIINMH 3a/laHKe Ha NIPOBe/ileHre SKCIepTU3bl JIeKapCTBEHHOI'0 Cpe/iCTBa. YKa3aHHBIN (pefiepabHbIN
OpraH MCTIO/THUTE/ILHOM B/IACTH B TeUeHHe MATH Pabouux HeH Co AHS MOCTYTIIeHHs 3arpoca
PYKOBOJUTeJIS1 SKCIIEPTHOTO YUpeXKeH!sl Harpas/isieT 3asiBUTeJII0 3arpocC O Npe/CcTaB/leHnn
HEoOXOAMMBIX MaTeprasioB. JJaHHBIM 3alIpOC MOXKET OBITH Tiepe/jaH yII0JTHOMOUEHHOMY TIPe/ICTaBUTEITIO
3as1BUTeJIsl JIMYHO 1107, PACIIMCKY, HallpaBJ/ieH I10 NIoYTe 3aKa3HbIM ITMCbMOM WM TlepefiaH B 3/1IeKTPOHHOU
(opme 10 TesIeKOMMYHHKAL[MOHHBIM KaHaslaM CBs3U. B cilyuae HampaB/ieHHs1 JaHHOTO 3arpoca Io rnoyre
3aKa3HbIM [TMCbMOM OH CUMTAaEeTCs M0JIyUeHHBIM 10 UCTeUeHWH 111eCTH JJHel C [aThl HarlpaB/eH!s
3aKa3HOro MMChbMa.

(uactb 4 B pes. PefepanbHOro 3akoHa oT 25.11.2013 N 317-03)

4.1. 3asiBuTeNb 00sI3aH NPE/ICTABUTH OTBET HA 3arpoC YIIOJIHOMOUYEHHOTO (e/jepasbHOrO OpraHa
VICTIO/THUTE/IbHOM BJIaCTH B CPOK, He NPeBbIIIAOLIHI IeBSIHOCTa pabourx JHel co [HsI ero MoyyuyeHusl.
YnonHoMmoueHHbIH (efiepanbHbI OpraH UCIIOMHUTEIbHOM B/IaCTH, BbIJABILWI 3a/laHie Ha MPOBeJieHre
9KCIepTU3bI JIEKAPCTBEHHOTO CPEJICTBa, B TeUeHHe IATU pabourx AHei co AHs MOCTYIUIeHNs OT
3asBUTeJ/Is1 OTBeTa Ha JJaHHBIM 3allpoC Harpas/isieT TaKoM OTBeT B KCIepTHOe yupexxeHue. B ciyuae
Herpe/CTaB/IeHus 10 UCTeUeHNH JieBIHOCTa pabounx /Hell 3asiBUTesieM OTBeTa Ha JJaHHbIN 3arpoc
YTIOJIHOMOUEHHBIN (heZiepasibHbIN OpraH UCIIOJHUTEbHOM B/IaCTH, BbIJABILWH 3a/laHie Ha MPOBe/ieHre
9KCIIePTU3bI JIEKAPCTBEHHOTO CPEJCTBA, B TeUeHue MATU pabouunx /iHel HarpaB/sieT B 9KCIIepTHOe
yupexx/ieHue yBeJJOM/IeHe O Hellpe/ICTaB/IeHUH 3asiBUTe/IeM OTBeTa Ha 3alpoC YKa3aHHOIO OpraHa.
Bpewms co Hs HampaB/eHus 3arpoca SKCIepTHOIO yUpesKeHUs B YIIOJTHOMOYeHHbIH (e/iepa/ibHbIi OpraH
VICITOJIHUTE/IbHOU BJIaCTH [I0 JHS TIO/IyYeHUs SKCIIePTHBIM YUupesKJieHHeM OTBeTa Ha 3arpocC Uin
yBeJJOMJ/IeHHS] O Helpe/iCTaB/IeHUH 0TBeTa Ha 3alipoC He yUUThIBAeTCsl TP MCUMC/IEHUH CPOKa
TIPOBe/ieHUsI SKCIIePTU3bI JIeKapCTBEHHOIO CPeJCTBa.

(uactb 4.1 BBesieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

5. OKCIIepT NpH NpoBejleHNH MIOPYYeHHOM eMy PYKOBOZAUTE/IEM 3KCIIePTHOIO YUpeXXAeHUsI SKCIIePTU3bI
JIeKapCTBEHHOT'0 Cpe/icTBa 00si3aH:

1) mpoBecTH MOTHOE MCC/IefOBaHKe TIPe/ICTaBIeHHbIX eMy 00beKTOB, MaTepHUasoB, aTh 000CHOBAHHOE U
00BEKTHBHOE 3aK/I0UeHHe T10 TI0CTaB/IeHHbIM 11epefl HUM BOIIPOCaM MM MOTHBHPOBAHHOE 3aK/ItoueHNe 0
HEBO3MOKHOCTH IIPOBeieHUsI UM 3KCITePTU3bI JIeKapCTBEHHOIO CPeJiCTBa, eC/IU M0CTaB/IeHHble BOIPOCHI
BBIXO/IAT 3a Mpe/iesibl CrieljialbHbIX 3HAHUM KCIepTa, 00beKThl UCC/IeloBaHUM U MaTepuarbl
HeTpUro/IHbI WJTM HeJJOCTAaTOYHBI /15 TIPOBe/IeHUsI UCCIe0BaHMH U Iauu 3aK/TIOueHust 00
COBpeMeHHbIM YPOBeHb Pa3BUTHS HAYKU He I103BOJISIeT OTBETUTh Ha MOCTaB/IeHHble BOIIPOCHI;

2) He pasIvialllaTh CBeJleHus], KOTOpble CTa/lld eMy U3BeCTHBI B CBSI3U C IIPOBeZleHHeM JKCIIePTU3bI
JIeKapCTBEHHOTO CPe/ICTBA, a TAaK)Ke CBeJleHUs], COCTaB/ISIoLIMe roCyAapCTBeHHY0, KOMMepUeCKyH UIx
VHYH0 OXpaHsieMyH0 3aKOHOM TalHy;

3) obecrieunTh COXpAaHHOCTD Mpe/ICTaBIeHHbIX 0OBEKTOB UCC/Ie/J0BAaHUN 1 MaTepHasioB.
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6. DKCIIepT He BIIpaBe:

1) MpOBOAUTE 3KCIIEPTH3Y JIeKapCTBEHHOTO CPeZCTBA M0 0OpallleH!I0 HeloCpeiCTBeHHO K HeMy
OpraHu3aiuii uim GuanyecKux Jimii;

2) caMOCTOsITe/TbHO COOUpaTh MaTepyasbl /ISl IPOBeZleHus SKCIIePTU3bI JIeKapCTBEHHOTO CPe/iCTBa;

3) NpOBOJUTH SKCIIePTU3Y JIeKapCTBEHHOIO CPeJCTBAa B KaueCTBe HeroCyZ,apCTBeHHOIO KCIepTa.

7. B cnyuyae HeoOX0[MMOCTH 3KCIIePT BIpaBe XO/laTallCTBOBATh Mepe]] PyKOBOAUTEIeM SKCIIePTHOTO
YUpeXXJeHUs O PYBJ/IEYEeHUH K TIPOBEIEHUI0 SKCIePTH3bI IEKAPCTBEHHOTO CPeJICTBA APYTUX 3KCIIePTOB.
8. Kaxkzplii sKCriepT, BXOASIIUN B COCTaB KOMUCCUU 3KCIIEPTOB, KOTOPOM MOPYUYEHO NPOBeJeHUe
5KCIepTH3bI JIEKAPDCTBEHHOI'O CPe/iCTBa, HE3aBUCHMO U CaMOCTOSATEIbHO IPOBOJUT UCC/IeI0BaHMS,
OLIeHHBaeT pe3yJ/bTaThl, [T0JIyYeHHbIe UM JIMUHO U JPYTUMH 3KCepTaMu, U (pOpMYJTUPYeT BbIBO/bI
OTHOCUTEJILHO MOCTaB/IeHHBIX BOMPOCOB B Mpe/iesiaX CBOMX CrelualbHbIX 3HAHUM.

9. Pe3ysnbrarel 3KCNepTH3bl JIEKAPCTBEHHOTO CPeACTBa 0()OPMIISIFOTCS 3aK/IF0UeHHeM KOMHUCCHU SKCITePTOB.
B 3ak/roueHNM KOMHUCCHY 9KCITIEPTOB YKa3bIBAalOTCS TIepeueHb UCC/Ie0BaHA, 00beM MPOBeIeHHBIX
KaK/bIM 5KCIIepPTOM MCC/Ie[l0BaHMM, YCTaHOB/IEHHbIE KaXKAbIM U3 HUX (DaKThbl U C/ie/IaHHbIe B pe3y/braTe
WCCJIeJ0OBAHUM BBIBOZBL. DKCIEPT, MHEHHE KOTOPOTO He COBIA/aeT C pellleHreM KOMUCCUM SKCIePTOB,
BIIpaBe BbIPa3WTh CBOE MHEHHe B MMMCbMeHHOU (hopme, KOTOpOoe MPHOoOIaeTcs K 3aK/IF0UeHHI0 KOMUCCHN
3KCIepTOB.

10. OkcnepThl, BXOASAIIME B COCTaB KOMUCCHH, TTPeYTIPEKAA0TCS 00 OTBETCTBEHHOCTH B COOTBETCTBUM C
3akoHOzaTenbCcTBOM Poccuiickoii dezepariun 3a jauy 3aK/II0UeHHs], CofiepyKaliero Heo00CHOBaHHbIE MITH
(hanbcuuIMpoBaHHbIe BBIBOZBI, O YeM OHM JJAtOT TOZTUCKY.

11. Onpepenenue ypoBHs rpodeccroHa bHON MOATOTOBKY SKCTIEPTOB U aTTeCTallysl X Ha MpaBo
TPOBeJIeHUsI SKCIIePTU3bI JIEKapCTBEHHBIX CPE/CTB OCYILeCTB/ISIOTCS SKCIIEePTHO-KBATM(UKALIMOHHBIMU
KOMUCCHSIMU B TIOPSIJIKe, YCTaHOBJIEHHOM COOTBETCTBYIOIIUM YIIOJTHOMOUEHHBIM (hefiepajbHbIM OpraHoM
WCITOJTHUTE/IbHOM B/IaCTH. YPOBeHb MpodeccroHanbHOM MOATOTOBKY SKCIIEPTOB MO//IEXXUT IIePeCMOTPY
YKa3aHHbIMU KOMUCCHUSIMUA He peXke ueM OJIMH pa3 B IATH JIeT.

12. I1paBusna npoBeZieHNs SKCIIePTH3bI JIeKAPCTBEHHBIX CPE/ICTB M (hopMa 3aK/TH0UueHHsI KOMHUCCUN
9KCTIePTOB YCTaHAB/IMBAIOTCS COOTBETCTBYIOLUM YTIOIHOMOUEHHBIM (pe/iepajbHbIM OpraHoM
WICITOJTHUTE/IbHOM B/IaCTH.

Cratbsi 17. OTHUeCKast SKCepTusa

1. DTryeckast FKCriepTH3a MPOBOAUTCS B 11eJIsIX BbIjaul 3aK/I0ueHust 00 3THUeckoil 000CHOBaHHOCTH
BO3MO>XHOCTH MPOBe/|eHNsI KIIMHUUeCKOTO UCC/IeI0BaHuUs JIEKApCTBEHHOT'0 TIpernapara jisi MeJULIMHCKOTO
TIpUMeHeHUsI COBETOM T0 3TUKe, CO3/IaHHBIM B MOPSI/IKe, YCTAaHOBJIEHHOM YIIOJTHOMOUYEHHbIM
(dhenepanbHBIM OPraHOM UCTIOTHUTETbHOW BIACTH.

2. DKCriepTaMy COBeTa I10 3THKe MOTYT ObITh Mpe/iCTaBUTeTN MeAULMHCKIX, HAYYHbIX OpraHu3al[|i,
oOpa3oBare/IbHbIX OPraHU3al|ii BLICIIIEr0 00pa30BaHMs, a TAKXKE MPeICTABUTETN 00IT|e CTBEHHBIX
OpraHM3alLiii, peJIMrMo3HbIX OpraHu3alii U Cpe/ICTB MacCoBOM MHGOpMaluK. [laHHbIe SKCTIepThl He
JTOJDKHBI HAXOZIUTHCST B KAKOM-TTMO0 3aBUCUMOCTH OT pa3pabOTUMKOB JIeKapCTBEHHBIX TIPETapaToB U
JIPYTUX JIULl, 3aMHTePeCOBaHHBIX B Pe3y/ibTaTaX 3TUUeCKOW SKCIIePTHU3bI.

(B pen. ®enepansHoro 3akoHa ot 02.07.2013 N 185-®3)

3. Oniara yc/ayr 5KCIepTOB COBETa M0 3THKEe OCYLIeCTB/ISIeTCS HA OCHOBaHUM [I0r0BOPA, 3aK/IH0U€HHOT0
MeX/ly YTIOJTHOMOUEHHBIM (he/iepaibHbIM OpraHOM MCTIOTHUTETbHOU B/IaCTU, KOTOPBIM CO3/IaH COBET 10
3THKe, U FKCTIePTOM COBeTa T10 3THKe, 3a CUeT Oro/I)KeTHBIX aCCUTHOBAHUM, MPelyCMOTPEHHBIX
YTIOJIHOMOUEHHOMY (pejiepabHOMY OpraHy MCIOHUTE/IbHOM BIaCTH, CO3/jaBIlieMy COBeT T10 3THKE, B
(benepanbHOM OrofiyKeTe Ha COOTBETCTBYIOLMM rol Ha obecrieueHue ero JesTeTbHOCTH, U B pa3Mepax,
ycTaHoB/eHHbIX [IpaBuTenscTBOM Poccuiickor ®Penepaniyu.

(uactb 3 B pen. PesepanbHOro 3akoHa oT 29.11.2010 N 313-D3)
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4. DKCriepTel COBeTa I10 3TUKe HeCyT OTBEeTCTBEHHOCTb B COOTBETCTBUU C 3aKOHOZATe/IbCTBOM
Poccutickoit denepaiiym.

5. CocTaB coBeTa 10 3THKE, TT0JI0)KeHHe 00 3TOM COBeTe, TIOPSI/IOK ero /1esATeIbHOCTH, TpeOOBaHUS K
KBaJTM(UKALIUK U OTIBITY PabOThI 110 SKCIIePTHOM OLleHKe HayYHbIX, MEAULIMHCKUX U 3TUUeCKUX aClleKTOB
KJIMHUUeCKUX UCC/Ie0OBaHUM JIeKapCTBEHHbBIX TTPernaparoB /i MeJULIMHCKOTO NpUMeHeHUs,
rpebsiB/sieMble K SKCIIepTaM CoBeTa I0 3THKe, MOPSI0K OpraHu3alii U NMpoBeJeHUs 3STHYeCKOU
9KCTepTHU3bl, (popMa 3aK/IH0ueHUs COBeTa M0 3TUKe YCTaHAB/IMBAIOTCs YTIOTHOMOUYEHHbIM (efiepabHbIM
OpraHoM MCMOJHUTebHOW BiacTyh. Yucsio npeAcTaBuTesiel MeJULMHCKHUX OpraHu3alyii He MOXKeT
TIPEBBIIIATh MOJIOBUHY OT OOITIEro Unc/ia SKCIIEPTOB COBETa TI0 ITHKE.

6. indopMmaiust 0 cocTaBe coBeTa 10 3THKe, IJIaHaX ero paboThl U TeKYIIel JesTeTlbHOCTH pa3MellaeTcst
Ha o(ULIMATLHOM caliTe YIIOJIHOMOUEHHOTO (heJiepasbHOrO OpraHa UCIO/THUTE/IbHOM B/IaCTH B CETU
"HTepHeT" B yCTAHOB/IEHHOM UM TIOPSJIKE.

Cratbs 18. Ilofjaua ¥ pacCMOTpeHHe 3asiBIeHUH 0 roCyAapCTBeHHOW PerucTpalyy JieKapCTBeHHbBIX
TIperapaToB U Mpe/iCTaB/ieHre He0OXOIUMBIX JOKYMEHTOB

1. Inst rocynapCTBeHHOM perrcTpaliy JTIeKapCTBEeHHOTO Tperapara pa3paboTumK JIeKapCTBEHHOTO
riperiapaTa Wi yIoJHOMOUEHHOe UM JIpyroe I0pyudeckoe I1Lo (Janee - 3asiBUTE/b) TIPeJCTaBIsieT B
COOTBETCTBYIOIIMI YIIOJTHOMOUEHHbBIN (hefiepanbHbIl OpraH UCIIOTHUTE/ILHOM B/IaCTH, OCYIL[e CTBSIOIIUIMA
roCyZ,apCTBEHHYIO PerrCTpaLvio JIeKapCTBEHHBIX MPenapaToB, 3asB/ieHue O TOCY/1apCTBEHHOW
perucTparyy J1eKapCTBeHHOr0 Mpernapara, a TakKe B Mopsiike, YCTaHOBJIEHHOM COOTBETCTBYHOILIUM
YTIOJIHOMOUYEeHHBIM (hefiepasibHbIM OPTaHOM MCTIO/IHUTE/TbHOM B/IaCTH, HeOOX0JUMbIe JOKYMEHTHI, 13
KOTOPBIX (hOpMUpYeTCsl perncTpaLMoOHHOe JOChe Ha JieKapCTBeHHbIN Mpemnapar (fasnee -
PEerrucTpaLioHHOE OChe).

2. B 3asB/IeHUM 0 rOCYAapCTBEHHOW PerucTpaLiiy JIeKapCTBeHHOTO Mperiapara yKa3blBatoTCS:

1) HaMeHOBaHUe 1 afipec 3asBUTeIs1 U (M) TIPOM3BOAUTE/IS IeKapCTBEHHOT' 0 Mperapara 1 aJipec MecTa
OCYLLeCTB/IeHHs ITPOM3BO/ACTBA JIeKapCTBEHHOIO Tperapara;

2) HauMeHOBaHue JIeKapCTBEHHOT'0 Tpernapara (Me>X[yHapoJHOe HelaTeHTOBaHHOe W/IW XUMHUUeCKOe U
TOProBOe HaMEeHOBaHUS);

3) mepeyeHb BeleCTB, BXOJSAIIUX B COCTAB JIEKAPDCTBEHHOTO Mpernapara, C yKazaHueM KoIruecTBa
Ka)KJIOTO U3 HUX;

4) nekapctBeHHasi popMa, /J03UPOBKa, CTIOCOOBI BBeJieHUsI U TIPUMeHeHUsI, CPOK TOJHOCTHU
JIeKapCTBEHHOIO Tpernapara;

5) onrcaHue apMaKoIoTHUecKUx U (hapMakoArHaAMHUe CKUX UM KUMMYHOOHO/IOTMUeCKHUX CBOMCTB
JIeKapCTBEHHOTO Tpernapara;

6) 3asiB/IeHHasi MPOU3BOJMTE/IEM JIeKapCTBEHHOTO TIperapara npejiefibHas OTIyCKHasl LjeHa Ha
JIeKapCTBEHHBIN TIperapar, BK/IFOUeHHBIN B IepeueHb KU3HEHHO He0OXOUMBIX W BaXKHEHTIINX
JIeKapCTBEHHBIX TperapaToB, B C/Iyyae ero rocyapCTBeHHOW PerMcTpaLyy;

7) oTCyTCTBHE HeOOXOJUMOCTH TIPOBEIeHHSI KJIMHUYeCKOTO UCC/Ie/JOBAaHMsI, NCCIIeI0BAHUS
6103KBUBA/IEHTHOCTH JIEKAPCTBEHHOTO TIpeTiapaTa, pa3pelieHHOro [y MeIULMHCKOTO TIpPUMeHeH sl Ha
teppuTtopuu Poccuiickoii @epepariun Oosiee ABaAATH JIeT, C yKa3aHHeM HOPMAaTHBHBIX MPABOBBIX aKTOB,
MO/ TBEPKAIOIIUX JAHHBIN CPOK PYMEeHEeHUs.

3. PerucTtpaijioHHOe Jocke (OpMUPYeTCs U3 CIeAYIOIIUX JOKYMEHTOB:

1) MpoeKThl MaKeTOB TIEPBUYHOM YIIaKOBKH M BTOPUYHOM (TIOTPeOHTEeTbCKOM) YTIIaKOBKH JIEKAPCTBEHHOTO
Triperiapara;

2) IOKyMeHT, NepeBe/leHHbI Ha PyCCKUM SI3bIK, TOATBEP)K/JAIOL1I COOTBETCTBHE TTPOM3BOAUTEIS
PerucTprUpyeMoro JieKapCTBeHHOTO TIperiapara TpeOOBaHMSM TTPAaBU/I OPraHU3aLUK TTPOU3BO/ICTBA U
KOHTPOJIS1 KaueCTBa JIeKapCTBEHHBIX CPe/ICTB, BbIJAHHBIN KOMIIETEHTHBIM OPraHOM CTPaHbI
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TIPOM3BOANTEJISI PETUCTPHUPYEMOro JieKapCTBeHHOTO TperiapaTa U 3aBepeHHbIN B yCTaHOB/IEHHOM
TIOpsIJIKe;

3) NpoeKT HOPMATKMBHOM TOKyMeHTalliy WIA HOPMaTUBHOT'O IOKyMeHTa Ha JieKapCTBeHHbIH Mmperapar
b0 yKa3aHWe COOTBETCTBYIOIeH hapMaKoIeiHOM CTaThy;

4) cxeMa TeXHOJIOTHYeCKOro mpoljecca MpOU3BO/[CTBA JIeKApCTBEHHOT'O Mperapara, ee onvcaHue u (Uin)
CXema TexXHOJIOTMUYeCKOTo TpoLjecca Mpor3Bo/CTBa (hapMal|eBTHUeCKOM CyOCTaHIK, ee OMMCaHue;

5) IOKYMeHT, repeBeJieHHbIN Ha PyCCKUH SI3bIK, TOATBEPKJAOLLWKA COOTBETCTBHE TTPOU3BOUTEIS
(hapMmartieBTHYeCKOM CyOCTaHI[MM TpeOOBaHKMSIM TpaBWJI OPraHU3al[uM MTPOM3BO/ICTBA U KOHTPOJISI KauecTBa
JleKapCTBEHHBIX CPeJCTB, BblZJaHHbIN KOMIIETEHTHBIM OPTaHOM CTPaHbl TIPOM3BOAUTEISI
(hapMmarieBTHYeCKOM CyOCTaHI[MH, 3aBePeHHbBIN B YCTaHOB/IEHHOM TIOPSIZIKE M CO/leprKall{yii:

a) HauMeHOBaHUe (hapMalleBTHUeCKOW CyOCTaHIMK (MeXKIyHapoJHOe HelaTeHTOBaHHOe WM XUMHUUe CKOe
Y TOProBOe HauMEeHOBaHUs);

0) HaMeHOBaHHe U a/ipec MPOU3BOUTEIST (hapMalleBTHUECKOW CyOCTaHITIM;

B) CPOK T'OIHOCTH (hapMalieBTHUeCKOM CyOCTaHIuY;

6) TOKYMEHT, COZIep>Kalllvii CBe/IeHUs O TMOKa3aTe/IsIX KauecTBa (hapMarjeBTUueCKoi cyOCTaHInY,
WCII0JIb3yeMOM TNPY NTPOM3BOACTBE JIeKapCTBEHHBIX TIPeraparos;

7) HOpMaTHBHasl JOKYMeHTal[|s1 VUK HOPMaTHUBHBIN JJOKyMEHT Ha (hapMarieBTHUeCKYI0 CyOCTaHIHUIO 100
yKa3aHHe COOTBeTCTBYHOIIel hapMaKoIleiiHOM CTaThy;

8) uHdopMmarus 06 yCc/I0BUAX XpaHEHHUS], TIePeBO3KH JIEKaPCTBEHHOTO Tperapara v WHasi “H()OopMariys;
9) oTueT o pe3ynbTaTax JOKIMHUUECKOTO UCC/eJ0OBaHUS JIEKAPDCTBEHHOI'O CPe/ICTBa /11 MeIULIMHCKOTO
TIpUMeHeHus], CofieprKalllvii OlMCcaHue, pe3y/bTaTbl U CTaTUCTUUeCKUM aHaIUu3 pe3y/ibTaToB JaHHOTO
JIOKJTMHWYECKOTO VCC/Ie[J0BaHUS;

10) otueT o pe3ysbTaTax JOKIMHUUECKOTO WCC/Ie/JOBaHUS IeKapDCTBEHHOTO CPe/ICTBA M KITMHUUECKOTO
WCCeJ0BaHUS JIeKapCTBEHHOTO Mpernapara /ijisl BeTepYHapHOT0 PYMeHeHUS;

11) MpoeKT NMpOTOKO/Ia KIMHUYEeCKOTO UCC/IeJ0BaHus JIeKapCTBEHHOTO TIperapara Jijisi MeULIMHCKOTO
TIpUMEHEeHUsI;

12) 6portopa uccienoBaTess;

13) nH(opMal[MOHHBIN JTUCTOK Tal[heHTa;

14) nadopmariyist 0 BbIT/IaTax ¥ KOMIIEHCAI[USX TarfieHTaM (30pOBbIM ZI00pOBO/IbIIaM, 60/BHBIM) (/1aee
- MaLMeHThbl), IPYB/IeUeHHBIM K MPOBEJeHUI0 KTMHUUeCKUX MCC/Ie[j0BaHMH JIeKapCTBEHHOTO Tipernapara
JUTSE MeII[UHCKOTO TIPUMEHeHUs1, MCC/IeJOBaHUM OMO3KBUBA/IEHTHOCTH U (WJ/IN) TepareBTUUeCKOH
5KBUBAaJIEHTHOCTH;

15) oTueT o pe3y/bTaTax Me>KyHapOAHbIX MHOTOLIEHTPOBBIX KTMHUUECKUX UCC/Ie[0BaHUN
JIeKapCTBEHHOTO Tpenapara Jijisi MeJULMHCKOT0 PYMeHEeHUs], UaCTh U3 KOTOPBIX MPOBe/ieHa Ha
tepputopum Poccuiickor Penepanyy;

16) mpoeKT MHCTPYKLMU M0 NIPUMEHEeHHIO JIeKapCTBEHHOTO Tperapara, CoZieprKalliui caefyroiue
CBeJIeHUs:

a) HaMMeHOBaHHe JIeKapCTBEHHOTO Cpe/iCTBa (Me)KyHapoAHOe HeraTeHTOBaHHOe UM XUMUUYEeCKOe U
TOProBOe HaMEeHOBaHUS);

6) nekapcTBeHHast hopMa C yKa3aHHeM HauMeHOBaHUM 1 KOJIMUeCTBEHHOTO COofiepyKaHusi (AKTUBHOCTH)
(hapMarieBTHUYeCKMX CyOCTaHIMI U BCIIOMOTaTe/TbHBIX BEITIeCTB;

B) (hapMakoTeparneBTHYeCKasi TpyIIia JeKapCTBeHHOTO Tperapara;

I') TOKa3aHus JiJisi TPUMeHeHHMsl;

[l) MPOTHUBOIOKa3aHusl /1/1s1 IPYMeHeHUs;

€) PeXKUM [I03UPOBaHUs, CII0CO0 BBeIeHUsI, TIPY HeOOXOIMMOCTH BpeMsl TIprieMa JIeKapCTBEHHOTO
riperniapara, poAO/KUTEIbHOCTD JledeHUs (B TOM YUC/Ie Y [ieTeld [0 ¥ ToC/ie OHOr0 roja);

’K) Mephbl MPe/IoCTOPOXKHOCTHU TIPU TIPUMEHeHUH;

3) CUMITOMBI TIepeJJ03UPOBKU, MePbI 110 0Ka3aHUIO MTOMOLLIU NIPU 11epe/i031POBKE;
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1) yKa3aHue, TIPH HeoOXOAMMOCTH, 0COOeHHOCTel /1efiCTBYS JIeKapCTBEHHOTO TIperiapara Mpy repBoM
TipyeMe WM MPU ero OTMEHe;

K) OIMCcaHue, IPHU HeOOXOAMMOCTH, AeHWCTBUM Bpaua ((henb/iiepa), CrieljajmucTa B 00/1acTv BeTepuHapuH,
naiyeHTa, BJafie/blia >KUBOTHOTO TIPY TIPOITyCKe MpremMa OHOM UM HeCKOIbKUX [103 JIeKapCTBEHHOTO
riperiapara;

1) BO3MOXKHbIe TI0O0O0YHBIe ZIelCTBUS MPU MPUMeHeHUH JIeKapCTBeHHOTO TiperiapaTa;

M) B3aUMOJeMCTBHeE C JPYyTMMH JIeKapCTBeHHBIMU IperapaTamMy 1 (WIn) NULLEeBbIMU ITPOAYKTaMH,
KOpMamy;

H) yKa3aHue BO3MOKHOCTH ¥ 0COOeHHOCTel MeJULIMHCKOTO IPHMEeHeHHs JIeKapCTBeHHOTO TIperiapara
bepeMeHHBIMU JKeHII[UHAMH, >KeHIL[MHAMU B TIepHOJ, TPYAHOT0 BCKapM/IUBaHUsI, I€TbMHU, B3POC/IBIMHU,
MMEIOIIMI XPOHUYeCKre 3a00/1eBaHus;

0) CBeZleHUsI O BO3MO)KHOM BJIMSIHHY JIEKAPCTBEHHOTO TIperapara i MeZJULIMHCKOTO NIPUMeHEeHUs Ha
CTIOCOOHOCTD YTIPAB/ATH TPAHCIIOPTHBIMU CPe/ICTBAMH, MeXaHW3MaMU;

T1) CPOK T'OJHOCTU Y yKa3aHUe Ha 3alpeT MPUMeHEeHUs JIeKapCTBEeHHOT'0 Mperapara o UCTeUeHUH CpoKa
TOIHOCTH;

P) YCJIOBUSI XpaHEHUS;

C) yKa3aHue Ha HeoOXOAMMOCTh XpaHeHHsl JIeKapCTBEHHOTO TIperiapara B MecTax, HeZJOCTYITHBIX JI/Is
JleTel;

T) yKa3aHue, TIPH HeOOXOAMMOCTH, CTieLabHBIX Mep MPeJ0CTOPOKHOCTU TIPY YHUUTOKEHUH
HEHCII0/Ib30BaHHbIX JIEKAPCTBEHHBIX MpPernapaToB;

y) CPOKHM BO3MOXXHOTI'O UCIT0J/Ib30BaHUs NPOAYKLIMY JKUBOTHOIO TIPOMCXOXKEHHNS ITOCIIe BBeJeHUs
JKMBOTHOMY JIeKapCTBEHHOTO Tperapara Jijis BeTepUHapHOTO MPUMEHEHMS;

¢) HauMeHOBaHUe, a/ipec IPOM3BOJUTE/IS JIEKapCTBEHHOTO Iperapara U ajipec MecTta Mpou3BO/CTBa
JIeKapCTBEHHOTO Tpernapara;

X) YC/IOBUSI OTITyCKa;

(nm. "x" BBesieH PefiepasibHbIM 3aKOHOM OT 29.11.2010 N 313-P3)

17) nepeBefieHHas Ha PyCCKUH S3bIK Y 3aBepeHHasi B yCTaHOBJIEHHOM IOpsIZiKe KOIUS JOKyMeHTa,

MO/ TBEP’KJAIOIIEro pervCcTpaLyio IeKapCTBEHHOTo Mperapara B c/lydae ero percTpaliu BHe MpejiesioB
Poccutickon ®enepanuy;

18) mokymeHTBHI, Mpe/icTaB/IsieMble B COOTBETCTBUU CO CTaThsiMU 19 - 23 HacTosiiero ®efepanbHOro
3aKoHa. X

4. o eyaHUIO 3asiBUTESI MOTYT OBbITh Mpe/JiCTaB/IeHbl OTUeThI O TIPOBe/IeHHBIX B CTPaHe 3asiBUTes U
JPYTUX CTpaHaX pe3y/bTaTax KJIMHUYeCKUX WCC/eJOBaHNM, UCC/IeI0BaHIM OMO3KBUBAIEHTHOCTHU U (VJTH)
TepareBTUYeCKON 5KBHMBa/IeHTHOCTH JIeKApPCTBEHHOT'O Tperapara (BK/Irouast S11ieMU0/IornyecKre Uin
3MM300TOJIOTMYeCKHe UCCIeA0BAHNS UIMMYHOOMO/IOTUeCKHX JIEKAPCTBEHHBIX ITPerapaTosB,
rpeJiHa3HaYeHHbIX [I7Isi UMMYHOJIOTHUeCKOM MPO(UIaKTUKU 1 JieueHus1 UH(eKLIMOHHBIX 3abosieBaHU, B
TOM UMCJIe Y JleTeld), CofiepKalljye ONrCaHus IPOBeZleHHbIX NCCeJ0BaHUH JIeKapCTBEHHOTO TIpernapara,
WX pe3y/bTaThbl U CTaTUCTUYECKUI aHa/In3 MO/yUYeHHbIX Pe3y/bTaToB.

5. K 3asBy1eHu10 0 rocyz,apCTBeHHOU perucTparyy JeKapCTBeHHOTO Npernapara puiararTCs:

1) IOKYMeHT, NOATBep KAat0LLMI YIIJIaTy rOCyapCTBEHHOM MOIIMHEI 3a NPOBeJjeHUe SKCIIePTU3bI
JIOKYMEHTOB Ji/1s1 IOy YeHHs pa3pelleHni Ha [poBe/ieHre KIIMHUYeCKUX UCC/IelOBaHUM JIeKapCTBEHHOTO
riperiapara Jijist MeIMLUHCKOTO TIPUMeHeH sl U 3TUUeCKOU KCIepTU3bI MPU 0OpalljeH|H 3a
rOCyZlJapCTBEHHOM perucTpaluer JeKapCTBeHHOro Mpernapara;

2) IOKyMeHT, O TBeP KAI0IIUI yIIaTy TOCy/lapCTBEHHOM MOLLUIUHLI 3a IPOBE/IeHHe SKCTIePTU3bI
KayeCTBa JIeKapCTBEHHOI'O CPe/iCTBa M SKCIIePTU3bl OTHOILIEHHUS O’KUZaeMOM M0/b3bI K BO3MOXXHOMY PUCKY
TIpUMeHeHUsI JIeKapCTBEHHOTO Tpernapara, pa3pelleHHoro JJis MeULIMHCKOTO IPUMeHeH!s Ha
Tepputopuu Poccuiickoii @eneparyiv Oosee ABaJIATH JIET, TIPU TOCYAPCTBEHHON perucTparjim
JIeKapCTBEHHOTO Tpernapara;
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3) OKYMeHT, MOATBEeP KAAOL[MIM yIIaTy rOCylapCTBeHHOM MOLLTMHBI 3@ POBeJjeHre SKCIIePTU3bI
KayeCTBa JIeKapCTBEHHOT'O CPe/ICTBA M SKCIIePTU3bl OTHOILIEHHSI 0)KUZ,AeMOM MO/b3bl K BO3MOKHOMY PUCKY
TPUMEeHEeHHs JIeKapCTBEHHOT0 TIpernapara Ajisi MeJULIMHCKOTO TIPUMEeHEeHUs], B OTHOLLIEHUH KOTOPOrO
TIpOBe/ieHbl MeXX/IyHapO/JHble MHOTOLIEHTPOBbIe K/TMHUUECKUe WCC/e/JOBaHUS], YaCTb U3 KOTOPbIX
rpoBezieHa Ha Tepputopum Poccuiickort ®efepariuu, nNpy rocyapCTBEHHOW perucTpanun
JIeKapCTBEHHOTO Tpernapara;

4) IOKyMEHT, MOATBEPXK/AArIIUM YIJIaTy TOCyAapCTBEHHOU MOLUIUHBI 3a MPOBeJeHNe SKCIepTU3bI
KayeCTBa JIeKapCTBEHHOT'O CPe/ICTBa M SKCIIePTU3bl OTHOILIEHHSI 0)KUZ,AeMOM MO/b3bl K BO3MOXHOMY PUCKY
TPUMEeHEeHHs JIEKapCTBEHHOT'0 TIpernapara Jijisi BeTepUHApHOT0 NPUMeHEeHUsI TIPU ero roCylapCTBEHHOM
perucTparuu.

Koucynerantllntoc: ipumeyanue.

[Tonokenus yactu 6 cratbu 18 NpUMeHSIOTCA K IPABOOTHOLLIEHUSIM, BOSHUKILIUM T10CJIe JHS BCTYIJIeHUS
B cuny st Poccutickoit ®esiepaliiy poOTOKO/Ia 0 TipucoerHeHnu Poccuiickol ®esepaliii K
BcemupHoli Toprosoi opranusainuu (Pezpepanbhbiii 3akoH o1 11.10.2010 N 271-D3).

6. He monyckaroTcs rosydeHyve, pasmalleHye, UCIoIb30BaHie B KOMMepUeCKUX LesIgX U B LIeJIsIX
roCyZ,apCTBEHHOW PerrMcTpaLvy JeKapCTBeHHBIX MpernapaTtoB UHPOPMAaLUK O pe3y/bTaTax
JOKJIMHAYE CKUX UCC/IeJOBAHUM JIeKAPCTBEHHBIX CPEJCTB U KJIMHAYECKUX UCC/IeZJ0OBaHUM JIeKapCTBEHHBIX
ripernapaToB, NPe/ICTaB/IeHHON 3asiBUTe/IeM /1J1s1 TOCY/IapCTBEHHOM PerucTpaLyy JeKapCTBeHHBIX
Trperaparos, 6e3 ero coryiacysi B TeueHHe IIeCTH JIeT C JaThl TOCYAaPCTBEHHOW PerucTparyu
JIeKapCTBEHHOTO Tpernapara.

Hecobmtonenve 3arpera, yCTaHOB/IEHHOTO HACTOSIIIEH UacThIO, BjledeT 3a CO00I OTBETCTBEHHOCTH B
COOTBETCTBUHM C 3aKOHOZaTenbCcTBOM Poccuiickoit deneparyu.

Ha teppuropuu Poccuiickoii ®ezepariun 3amnperijaeTcsi obpaiijeHre 1eKapCTBeHHBIX CPe/ICTB,
3aperiuCcTpUPOBaHHbBIX C HapyLIeHWeM HacCTOsIeN YacTH.

(uactb 6 BBegeHa PeepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

Crarb 19. [IpuHaATHe pelieHUs O BblJjaue SKCIIEPTHOMY YUpeXXJAeHUIO U COBeTY I10 STHUKe 3alaHus Ha
NIpOBeJieHHe 3KCIIePTU3bI JIeKapCTBEHHbBIX CPeZICTB

1. B Teuenue nsty paboumx JHel CO [Hs IPUHATHS 3asiB/IEHUs O TOCYAapCTBEHHOW perrcTparyu
JIeKapCTBEHHOTO TIpernapaTa yroJIHOMOUeHHbIN (heZiepasibHbIN OpraH UCIIOJHUTEIbHOM B/IaCTU TIPOBOAUT
NIPOBEPKY MOJIHOTHI U IOCTOBEPHOCTH CBe/IeHUH, COZleprKalliuXCsl B IIPe/iCTaB/IeHHbIX 3asBUTe/IeM
MaTepuasax, U pUHUMaeT pellleHue O BblJjaue 3a/jlaHus Ha [IpoBe/leHue:

1) 3KcrepTH3bI JIeKapCTBEHHBIX CPeZCTB B YaCTH 3KCIIePTU3bI JOKYMEHTOB /IJIs1 [T0JyYeHUs] paspeLleHus
Ha IpoBe/ieHre KJIMHUYeCKOro UCC/Ie/loBaHKs JIeKapCTBEHHOrO Tiperapara Jjisi MeIMLIMHCKOro
NIpUMEHeHUs] B COOTBEeTCTBUU C Lie/IIMY, YKa3aHHBIMU B CTaTbe 38 HacTosero @eziepasbHOIO 3aKOHa, U
3TUYeCKOU 3KCIIePTH3bl B OTHOLLIEHWY JIEKAPCTBEHHBIX [TPeraparosB, /s KOTOPIX He MPOBOJU/INCH
K/IMHUUYeCKUe UCceoBaHus Ha Tepputopun Poccutickoi depepaniviy, Ha OCHOBaHUH IOKYMEHTOB,
yKa3aHHbBIX B IyHKTax 1 -9, 11 - 14, 17 vactu 3 u nyHkTe 1 yactu 5 crateu 18 HacTosLero
®enepanbHOrO 3aK0Ha; X

2) 5KCIepTU3bI JIEKaPCTBEHHBIX CPeJCTB B YaCTH SKCIePTU3bl KaueCTBa JIeKapCTBEHHOIO Cpe/icTBa U
5KCITePTH3bI OTHOLLIEHUS 0’KHUZIaeMOM T0/1b3bl K BOSMO)KHOMY PUCKY IIPYMeHeHHs] JIeKapCTBeHHOI0
rperniapara [ijjisi MeJMLIMHCKOrO IIPUMEeHeHUsI B OTHOLLIeHUU JIeKapCTBEeHHBIX IIperapaToB, paspelleHHbIX
JJ1s MeJMLIMHCKOTO TIPUMeHeHus1 Ha Tepputopur Poccuiickoit @efepaniyiu 6oree BajiLjaty JjieT, Ha
OCHOBAHUU JIOKYMEHTOB, YKa3aHHbIX B IIyHKTax 1 - 9, 16 yvactu 3 U nyHKTe 2 yactu 5 cTarbu 18
HacTosero ®ezepasbHOIO 3aKOHa, a TAKXKe JIeKapCTBEHHBIX TIperaparos, B OTHOLLIEHUU KOTOPbIX
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NIpOBe/ieHbl MeXKyHapOHble MHOIOLIeHTPOBbIe K/IMHAYeCK1e UCC/Ie0BaHus, YaCTh U3 KOTOPbIX
npoBeieHa Ha Tepputopun Poccurickoi dezepariiy, Ha OCHOBaHWHU JJOKYMEHTOB, YKa3aHHbBIX B IMyHKTax 1
-9, 15 - 17 yactu 3 ¥ yHKTe 3 yacTu 5 crarey 18 HacTosiero ®efepanbHOro 3aKoHa; X

3) sKCIepTU3bl J1eKapCTBEHHOIO CPe/iCTBAa B OTHOLLIEHUH JIeKapCTBEHHBIX IperaparoB [i/isl BeTepUHapHOr0

mwo_n

NIpUMEeHEeHUs Ha OCHOBaHUU [JOKYMEHTOB, YKa3aHHbIX B IyHKTax 1 - 8, 10, moamyHkrax "a" - "a", "x" -
"M", "m" - "d" myHkTa 16, myHkTe 17 yactu 3 ¥ myHKTe 4 yacTtu 5 ctatby 18 Hacrosiero ®egepanbHOr0
3aKoHa. X

2. YTI0/IHOMOUEeHHbIH (efiepa/bHbIN OpraH UCTIOJHUTeTbHOM B/IaCTH yBeZOMJIsieT B TMCbMeHHOU (popme
3asBUTeJIS1 O IPUHATOM pelleHUH WIH B C/Iy4yae OTKasa C yKazaHWeM IPUYMH TaKoro OTKasa.

2.1. B ciyuae BbIsiB/IeHUS] HEJOCTOBEPHOCTH CBeZIeHUM, COZlep KallMXCs B Mpe/ICTaB/eHHbIX 3asiBUTE/IeM
Marepuasnax, yIoJTHOMOUeHHbIH (pefiepanbHblii OpraH UCTIO/IHUTEIbHOM B/IaCTU HarpaB/isieT 3asiBUTE/TH0
3amnpoc 00 yTOuHeHW! yYKa3aHHBIX CBeJileHUi. [JJaHHbIH 3arpoc MOXeT ObITb TiepefiaH YII0JTHOMOYeHHOMY
TIpe/ICTaBUTeITIO 3asiBUTeJISI IMYHO 07, PaClMCKY, HallpaBJieH I10 IouTe 3aKa3HbIM MMCbMOM WU IlepefjaH
B 1eKTPOHHOM (hopMe MO TeIeKOMMYHHUKAL[MOHHBIM KaHasiaM CBsi3U. B ciiyuae HaripaB/ieHus JaHHOTO
3arpoca Io rnovre 3aka3HbIM ITMCbMOM OH CUMTAeTCsI ITOJIyYeHHBbIM 10 UCTeYeHNH 11eCTH JHeU C [aThbl
HarpaBJ/ieHUs 3aKa3HOT0 MUChbMa.

(uactb 2.1 BBesieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

2.2. 3asiBUTesb 00sI3aH TMPeJCTaBUTh OTBET Ha 3arpoC YIIOJHOMOUEHHOTO (heiepaibHOTO OpraHa
WICTIOJTHUTE/ILHOM BJIaCTH B CPOK, He TTPeBBIIIAOIINHN 1eBIHOCTAa Pab0UnX IHEH COo JAHS TO/TyYeHust
JaHHoro 3aripoca. Cpok, yKa3aHHbIM B yacTy 1 HacCTOsIel CTaTby, IPUOCTAHABIMBAETCS CO IHS
HarpaB/ieHUs 3asIBUTEJII0 3arpoca yIoJIHOMOUEHHOTO (heZiepaibHOrO OpraHa UCIOJTHUTeIbHOM BaCTH /10
[IHS1 TIOJTyueHHs1 UM OTBeTa Ha JaHHbIM 3anpoc. X

(uactb 2.2 BBeieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

3. OcHoBaHMeM /1151 0TKa3a B OpraHu3aldy SKCIepTH3, YKa3aHHbIX B UacTH 1 HaCTOsIIIel CTaTbH,
SIBJISIETCS TIPe/ICTaB/IeHre He0OXOJMUMBIX [I/Is IPOBEIE€HUS] STUX SKCITePTH3 JOKYMEHTOB, TepeurC/IeHHbIX
B yacTsix 3 U 5 crarbu 18 HacTosiero ®esepaabHOTO 3aKOHA, B HEITOJTHOM 00beMe, Herpe/iCTaB/IeHue
3asBUTe/IEM B YCTaHOBJ/IEHHBIM CPOK OTBETa Ha yKa3aHHBIM B 4yacTH 2.1 HaCTosIel CTaTbU 3apocC
YIOJTHOMOUYEHHOT0 (efiepasbHOr0 OpraHa UCTOTHUTeTbHOW BIaCTH, a TaKXKe Mpe/iCTaBleHre
JOKyMEHTOB, He COZIep’Kall[iX MCUePITbIBAIOIIeTo MepeuHst HeoOXOAUMBIX CBe/leHHiH. X

(B pen. ®enepanbHOro 3akoHa oT 25.11.2013 N 317-®3)

Cratbs 20. DKcriepTr3a JOKyMeHTOB /IJIs TIoJyueHUsi pa3pellieHus Ha MpoBe/ieHre KIMHUUeCKOTro
MCCIIeIOBaHUs JIEKAPCTBEHHOTO TIperapara fijisi MeJUIIMHCKOTO IPUMEHEHUS ¥ STUUEeCKON 3KCIIePTU3bI

1. OkcrepTr3a JOKYMEHTOB [i/Is TI0Jly4eHUs pa3pelleHys Ha IIpoBe/ieHre KIIMHUYeCKOro UCC/ieloBaHUs
JIeKapCTBEHHOI0 TIperiapara /i MeJULIMHCKOTO TIPUMEeHEeHUs] B COOTBETCTBUY C LieJIsIMH, YKa3aHHbIMU B
ctatbe 38 HacTosllero PesepasbHOTO 3aKOHA, STUUECKask SKCIepTH3a, COCTaBlIeHre KOMUCCHen
5KCMEepPTOB U COBETOM I10 3THKe 3aK/IF0UEHUI 0 BO3MOXXHOCTH MJIM HEBO3MOKHOCTH NPOBEJ€HUSI TAKOTO
KJIMHUUYEeCKOT0 UCC/Ie[0BaHUS 1 HarlpaB/ieHUe 3TUX 3aK/II0YeHHH B YIIOJTHOMOUEHHbIN (pe/jepabHbIi
OpraH UCIIO/THUTETLHOM B/IaCTU OCYILIeCTBISIOTCS B CPOK, He TMPEeBBIIAL[UI TPUALATH pabourx JHel co
[IHSI TI0JTyueHHs] SKCTIepTHBIM yUpesKJieHreM 3a/laHusl YIIOJTHOMOUeHHOro (efieparbHOro opraHa
WICTIO/THATE/IbHOU B/IACTH C TIPU/IOKeHHeM HeoOX0IUMBIX JOKYMEHTOB, yKa3aHHbIX B IyHKTax 9, 11, 12
vacTtu 3 crared 18 Hactosiero ®efepanbHOroO 3aKOHa, JOKYMEHTOB, YKa3aHHbIX B 4acTU 4 ctaTbu 18
Hacrosiero ®efepasbHOrO 3aKOHA Y TIPe/ICTaB/IeHHbIX 10 XKeJIaHUI0 3asiBUTeIs], U COBETOM I10 ITHUKe
3a/laHus1 YTI0JTHOMOYEeHHOTO ¢e/iepaJbHOro OpraHa MCTOHUTE/IbHOW BIaCTH C TIPUIOyKeHUeM
HeoOX0JUMBIX TOKyMEHTOB, YKa3aHHBIX B IMyHKTaxX 11 - 14 yactu 3 crathu 18 Hacrosiiero ®egepajsHOro
3aKoHa. X

2. IOKyMeHTBI, CoZieprKalljecs B peruCTpaljiOHHOM [J0Che U MOCTYIIMBIIKE B 3KCIIePTHOE YUupeXXeHue,
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COBeT 10 3THKe /IJI1 OCYLeCTB/IeHUS UX SKCIIePTH3bI B LjeJIsIX [0Iy4YeHNs paspelleHus Ha IpoBe/ieHre
K/IMHUUYEeCKOT'0 UCC/Ie[l0BaHUs JIeKapCTBEeHHOTO Tipernapara i MeJULJMHCKOr0 IIpUMeHeHus, Mo/jj1exar
BO3BparTy B YIIOJIHOMOYEHHBIN (hefiepaibHbli OpraH UCIOJHUTEbHOM B/IaCTH OHOBPEMEHHO C
3aK/IFOUeHUSIMUA COOTBETCTBYIOLIUX SKCIIEPTU3.

Crartbs 21. [TonydyeHue pa3spelleHus Ha IPOBeJeHNe KIMHAYECKOTO UCC/Ie[J0BaHKsI JIeKapCTBEHHOTO
rpernapara Jijisi MeJULIMHCKOTO TTPUMEeHEeHHsI

1. B cpok, He TIpeBBIIIAIOIIMI MTATH PAb0UMX AHEH CO AHS TIO/TyueHHs 3aK/TF0UeHHH, YKa3aHHBIX B CTaThe
20 HacTrosero ®esiepasbHOro 3aKOHa, YIIOJIHOMOYEHHBIN (hefiepalbHbIN OpraH UCIOIHUTeIbHOU B/IaCTH
OCYLLeCTB/IsIeT OLIeHKY IOCTYIMBIIMX 3aK/IFOUeHUH JJ1s OTpe/ie/IeHUs] MX COOTBeTCTBUSA 3a[jaHUSIM Ha
TIpOBeJ/ieHre COOTBETCTBYIOLMX SKCIIePTU3 U YBelOMJISIeT 3asiBUTe/Is B TMCbMEeHHOU (hopMe O pe3ysbTarax
NIpOBe/IeHHbIX 3KCIePTU3 U 0 BO3MOXXHOCTU UM HeBO3MOXKHOCTH BbIJauX 3asIBUTEJ/IIO paspelleHus Ha
NIpoBeJieHre KJIMHUYeCKOro UCC/Iel0BaHus JIeKapCTBeHHOIO Tiperapara Jj1si MeJULMHCKOIO
rpuMeHeHus. X

2. Ilpy IpUHATHUY pellleHus] O BO3MOKHOCTH BblJjauM pa3pellleHus Ha NIPOBe/ileHre KJIMHUYeCKOro
WCC/Ie[J0OBaHNs JIeKapCTBEHHOTO Ipernapara /i1l MeJULMHCKOrO IPUMeHeHHs YTIOJTHOMOYEeHHbIN
(esiepa/ibHBbIN OpraH UCIIOTHUTEILHOU B1aCTH [IPUOCTaHaB/IMBaeT [IPOBe/leHue roCyiapCTBeHHOU
perucTpany JeKapCTBeHHOr0 Mpenapara fio Hs 1o/lauy 3asiBUTe/ieM B YTIOJIHOMOUEeHHbIN (heiepabHbIN
OpraH UCIIOJIHUTe/IbHOM BJIaCTH 3as1B/IeHHsI O IIOTyYeHHH pa3pelleHHs Ha poBe/ieHre KIIMHUYeCKOro
HCCJIe/lOBAHU JIeKapCTBEHHOrO Tpernapara Jjisi MeULIMHCKOrO IPUMeHeHus.

3. B ciyyae NpuHATHA pellieHrst O HeBO3MOXXHOCTH BblJjauyl pa3pelleHts Ha IIPOBe/ieHre K/IMHUYeCKOro
WCC/Ie[J0OBaHNs JIeKapCTBEHHOTO Ipernapara /ijsl MeJULMHCKOrO IPUMeHeHHs YTIOJTHOMOYEeHHbIN
(eslepa/ibHBIN OpraH UCIIOJTHUTEILHOM B/IaCTH MpeKpalljaeT NpoLieypy rocyAapCTBeHHOW perucTparyy
JIEKapCTBEHHOIO Tperapara.

Cratbs 22. PelieHue 0 npoBeieHUY KJIMHUYEeCKOI'O MCC/IeJOBaHUs JIeKapCTBEeHHOT0 Tiperapara AJis
Me/IMLIMHCKOTO IPYMeHeHUs!

1. Anist momy4eHus pa3pellieHNst Ha MPOBeJieHre KIMHUUeCKOro UCC/Ie/JOBaHuS JIeKapCTBEHHOTO
riperiapara Jijisi MeJULIMHCKOTO IIpUMeHeHUsI 3asiBUTe b MPe/ICTaB/sieT B YIIOJHOMOUeHHbIN dheiepanbHbIi
OpraH UCIOJTHUTeTbHOM BJIaCTH:

1) 3asiB/ieHMe O T0/yUeHHH pa3pellieHNs] Ha TIPoBeZieHre JaHHOTO KJTMHUUeCKOTO WCCIe/JOBaHMS;

2) cBefieHust 00 oribiTe pabOTHI UCCIeJ0BaTe el 10 COOTBETCTBYIOLUM CIeIIMaJTbHOCTSIM U UX OTIbITe
pabOoTHI 110 TIPOBE/IEHUI0 KITMHUYECKUX MCC/Ie/JOBaHUM;

3) KOTMI0 JoroBopa 00s13aTe/IbHOTO CTPaXOBaHUs KHU3HH, 3/[0POBbsI MAl[MeHTOB, YUaCTBYIOIUX B
K/IMHWYeCKOM UCCJIeIoBaHUM JIeKapCTBEHHOT'0 Tperapara /iJisi MeIMLIMHCKOTO TIpUMeHeHus (f1asiee -
JIOTOBOP 00sI3aTeIbHOTO CTPAaXOBaHKs1), 3aK/IFOUeHHOTO B COOTBETCTBUM C TUTIOBBLIMU TTPaBUIAMU
00s13aTe/TbHOTO CTPAaXOBaHUSI XKU3HH, 37I0POBbSI TALIMEHTA, YUaCTBYOIETO B KTHHUUECKOM UCCTIeJ0BaHUM
JIeKapCTBEHHOTO TIperiapaTta /ijisi MeJULIMHCKOTO TIpUMeHeHus1, yTBepK1eHHbIMU [IpaBUTeIbCTBOM
Poccutickoit @ezepaiiyu (Jaee - TUMOBbIE TIpaBU/Ia 00513aTe/TbHOTO CTPAX0BaHMs), C yKa3aHUEM
Tripe/ie/IbHOM UHMCIeHHOCTH TIALMeHTOB, YYaCTBYIOIIUX B KJIMHHUUECKOM MCC/Ie/JOBaHUH JIeKapCTBEHHOTO
riperiapata Jijisi MeJJULIMHCKOTO TIpYMeHeHUs;

(n. 3 B pea. @enepanbHOro 3akoHa oT 29.11.2010 N 313-P3)

4) cBefieHUs O MeIULIMHCKUX OpPraHK3alvsX, B KOTOPbIX Mpe/iroJiaraeTcs rnpoBeJjeHue KIMHAYeCKUX
HCCJIeIoBaHUM JIeKapCTBEHHOTO Tperiapara /ijisi MeJULIMHCKOTO NMpUMeHeHUs (TI0JTHOe U COKpallleHHOe
HavMeHOBAaHUs, OpraHU3al[MOHHO-TIPaBOBasi JopMa, MeCTO HaXOXKJeHUs] U MeCTO OCYIileCTBIeHUsI
JiesiTesTbHOCTH, TeseoH, Tesiedake, aZipec 371eKTPOHHOM MOYTHI MeAULIMHCKOM OpraHu3alivn);
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(0. 4 B pex. @enepanbHOro 3akoHa ot 29.11.2010 N 313-93)

5) npeanonaraeMble CPOKU MPOBeJEHMs KTMHUUECKOTO UCCIe0BaHUs JIeKapCTBEHHOTO Mpernapara Jisi
MeJULMHCKOTO MPUMeHeHHUs.

(n. 5 BBegeH PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-®3)

2. B cpok, He MPeBbIIIAIIUH MATH pabounX AHeH CO IHS MPUHATHS YKa3aHHOTO B UacTy 1 HaCTOsIIeH
CTaThU 3asiB/IeHUs C TIPUIOKeHHeM HeoOX0IUMBIX JOKYMEHTOB, YTIOJITHOMOYeHHbIH (deiepa/ibHbINA OpraH
WCITO/THUTE/IbHOW BIaCTH: X

1) mpoBOAUT NIPOBEPKY IMOJIHOTHI U [JOCTOBEPHOCTH CBEJIEHUM, COZepP KallMXCsl B TIpe/|CTaBIeHHbIX
3asBUTe/IeM Marepuasax;

2) mpyYHKMaeT pellleHre O BblJjaue pa3pelleHyrs Ha IPoBe/ieHre KJIMHUUeCKOT0 UCC/1el0BaHUs
JIeKapCTBEHHOTO TIperiapaTta Jijisi MeJUIIMHCKOTO TIPUMeHeHHsI Wik 00 OTKa3e B Bbljlaue YKa3aHHOTO
paspeLleHus;

3) yBejoM/IsieT B MUCbMEHHOM (popMe 3asiBUTeJIsI O TIPUHSATOM pellleHHH WK B CJlydae 0TKa3a C yKazaHueM
TIPUYMH TaKOro OTKa3a;

4) BbIjaeT pa3pelleHre Ha MpoBeJieHre KIMHUYEeCKOro UCC/IeZJOBaHUs JIeKapCTBEHHOTO Mpernapara Jijist
MeIULIMHCKOTO TTPUMeHEeHHsI B MOPsiJiKe, YCTaHOB/IEHHOM YTIOJTHOMOYEHHBIM (pefiepalbHbIM OPraHOM
WCIIO/THUTE/IbHOW BJIaCTH.

2.1. B ciyuae BbIsiB/IeHUS] HE[JOCTOBEPHOCTH CBeZIeHUM, COZlep KallXCs B MPe/ICTaB/eHHbIX 3asiBUTE/IeM
MaTepuasax, yIoJHOMOUeHHbIN dhefiepanbHbii OpraH WCIIOTHUTE/ILHOM B/IaCTH HAllpaB/isieT 3asiBUTEJTIO
3anpoc 06 yTOuHeHW! yYKa3aHHBIX CBeJileHUi. [JJaHHbIH 3arpoc MoXeT ObITb Tiepe/iaH YII0JTHOMOYeHHOMY
MpeCTaBUTEIO 3asiBUTE/IsI JIMUHO MO/, PaClKCKY, HallpaBJieH M0 MouTe 3aKa3HbIM MTMCbMOM WU MepeiaH
B 1eKTPOHHOM (hopMe MO TeIeKOMMYHHUKAL[MOHHBIM KaHasiaM CBsi3U. B ciyuae HaripaB/ieHus JaHHOTO
3arpoca 1o noyTe 3aKa3HbIM MUCbMOM OH CUATAETCSl MOIyUEeHHBIM 10 UCTeUeHUH IIeCTH JHeU C 1aThl
HarpaBJ/ieHUs 3aKa3HOT0 MUChbMa.

(uactb 2.1 BBesieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

2.2. 3asiBUTesb 00sI3aH TMPeJCTaBUTh OTBET Ha 3arpoC YIIOJHOMOUEHHOTO (heiepaibHOTO OpraHa
WICTIO/THATE/IbHOU B/IAaCTH B CPOK, He TIPEBBIIIAIOIINN AeBIHOCTA PAOOUMX [THEH CO [THS MOy UeHHUsI
JaHHoro 3aripoca. Cpok, yKa3aHHbIM B UaCTH 2 HaCTOSIeN CTaTbH, IPUOCTAHABIMBAETCS CO IHS
HarpaBJ/ieHus 3asBUTEJIIO0 3alipoca YIOJIHOMOYEeHHOT0 (pe/iepa/ibHOTO OpraHa UCIIO/IHUTeIbHON BIAaCTH 10
[IHS1 TIOJTyueHHs1 UM OTBeTa Ha JaHHbIM 3anpoc. X

(uactb 2.2 BBesieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

3. OcHoBaHUsIMU [I/11 OTKa3a B BblJjaue pa3pelleHus Ha NpoBeJieHUe KIIMHUYEeCKOro UCC/Iel0BaHus
JIEKapCTBEHHOT0 Tpenapara Jjisi MeJULIMHCKOTO TPUMEHEHUS SIBJISIIOTCS] HeMpe/[CTaB/IeHHe JJOKYMEeHTOB,
yKa3aHHBIX B YacTH 1 HaCTOsAILEN CTaTbH, HECOOTBETCTBUE COJePKaHUs MPe/CTaB/IeHHBIX JOKYMEHTOB
TpeboBaHusIM HacTosiero dezepasbHOTO 3aKOHA, HETIPE/ICTAB/IEHHE 3asiBUTE/IEM B YCTAHOBJIEHHBIM CPOK
OTBeTa Ha YKa3aHHbIM B 4acTy 2.1 HaCToALLel CTaTbH 3arpoC yIOIHOMOYEHHOT0 (e/iepasibHOrO OpraHa
WICTIO/THATE/IbHOU B/IaCTH JTMOO Ha/IMuKe 3aK/TF0UeHUs] KOMUCCHU SKCTIEPTOB WIH 3aK/TFOUeHUsT COBETaA 110
5TUKe 0 HEBO3MO)KHOCTH MPOBE/IeHHsI KIMHUYECKOT0 UCC/Ie/l0BaHUs JIeKapCTBEHHOT' 0 Mpernapara /st
MeJMLIMHCKOTO MMPUMEHEHHUs 10 pe3y/ibTaTaM NPOBeJeHHbIX SKCIIePTU3, IPelyCMOTPEHHBIX CTaThelt 20
Hacrosiero PefepanbHOro 3akoHa. X

(B pen. ®enepanbHbix 3aK0HOB 0T 11.10.2010 N 271-®3, ot 25.11.2013 N 317-D3)

Crarbd 23. DKcrepTU3a KaueCTBa JIeKapCTBEHHOTO CPeZICTBA U SKCIepPTH3a OTHOLLIEHUS OXKUAaeMOu
T0J1b3bl K BOSMO)KHOMY PHCKY MPHUMeHEeHUsI JIeKapCTBEHHOT'0 Mpernapara /iJisi MeJMLIMHCKOTO NTPUMeHeHHs

1. DKcrnepTr3a KauecTBa JIeKapCTBEHHOTO CPeJiCTBA U SKCIIePTH3a OTHOLIEHUS 0’KHUJaeMOH T0JIb3bI K
BO3MO>XHOMY PUCKY NPHMeHeHUs! JIeKapCTBEeHHOTO TMpernapara /it MeJULIMHCKOTO MPUMEeHEeHMs,
COCTaBJ/IeHVe KOMUCCHUSIMU SKCIIePTOB 3aK/IF0UEHUI 110 pe3y/ibTaTaM MpOBeJeHHbIX SKCIePTU3 U
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HarpaB/ieHHe TaKWX 3aK/II0YeHrH B yIIOJTHOMOUeHHbIN (efiepabHbIi OpraH UCTIOIHUTE/IbHOW BIaCTH
OCYILIeCTBJISIOTCSL B CPOK, He MPeBBIIIALMI CTa JecATH pabounx AHel co Hs TOMy4YeHus SKCIIepTHBIM
yupesKZleHHeM COOTBEeTCTBYIOLLET0 3a/jJaHHs YTIOJIHOMOUEHHOTO (heZiepaIbHOrO OpraHa UCIOTHUTeTbHOM
BJIACTH C JIOKYMEHTaMH, YKa3aHHbIMM B MyHKTax 1 - 8, 15 - 17 vactu 3 cTtatbu 18 HacTosiiero
®desrepa/IbHOIO 3aKOHA, ¥ OTUeTa O IIPOBeZIeHHOM K/IMHWYeCKOM MCC/IeJ0BaHUN JIeKapCTBEHHOTO
riperniapara Jijisi MEJULIMHCKOTO MpUMeHeHUs1. X

2. 115 npoBefieHUs1 yKa3aHHbBIX B YaCTU 1 HACTOALLEH CTaTbX SKCIIePTU3 3asiBUTE/Tb MPe/CTaB/IsieT B
YIIOJIHOMOUYEeHHBIN (efiepabHbIN OpraH UCTIOTHUTETbHOU B/IaCTH: X

1) 3asiB/ieHMe 0 BO30OHOBIEHUH TOCYAAPCTBEHHOUW PervCTpariuy JieKapCTBeHHOTO Tpernapara u
TPOBEJIeHUM YKa3aHHBIX B UaCTU 1 HACTOSLLeN CTaTby SKCIepTH3; X

2) oTyeT 0 NPOBeIeHHOM K/IMHUYeCKOM MCC/IelOBaHUM JIeKapCTBEHHOI'O Mpernapara fijii MeIMLIMHCKOTO
TIpUMEHEeHUsI;

3) AOKYMEHT, MOATBEeP KAAOLMIM yIIaTy rOCylapCTBeHHOM MOLLTMHBI 3@ POBEJeHre SKCIIePTU3bI
KayeCTBa JIeKapCTBEHHOT'O CPe/ICTBa M SKCIIePTU3bl OTHOILIEHHSI 0)KUZ,AeMOM MO/b3bl K BO3MOKHOMY PUCKY
TPUMEeHEeHHs JIeKapCTBEHHOT0 TIpernapara Jjisi MeJULIMHCKOTO TPUMEHEHUSI TIPU ero rocyilapCTBeHHOM
perucTparui.

3. B cpok, He MPEeBbIIIAINUH MATH pabounX AHEN CO IHS IPUHSATHS 3asiBJIeHUs C JOKYMEHTaMH,
yYKa3aHHBIMU B YaCTU 1 ¥ MyHKTaX 2 ¥ 3 4yaCTH 2 HACTOSIIIIeN CTaTbU, YIIOJHOMOUYeHHbBIN (pesiepanbHbIN
OpraH HCITOJIHUTE/IbHOM B/1acTh: X

1) mpoBOAUT NIPOBEPKY MOJIHOTHI U JOCTOBEPHOCTH JAHHBIX, COZEP KallUXCs B MPe/ICTaB/IeHHOM
3asBUTeJIeM OT4YeTe O MPOBeJeHMH KIIMHUYEeCKOrO UCC/Ie[0BaHusl JIeKapCTBeHHOIO Tperiapara Jijis
MeIULIMHCKOTO NTPUMEHEHHs U B JOKYMEHTAaX, COZep>Kall{iXCsl B PErMCTPALIMOHHOM JI0Che;

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

2) MpuUHUMaeT pellieHre 0 BO300OHOB/IEHUH TOCYapCTBEHHOM perucTpaljvy JeKapCTBeHHOTo Tpernapara u
MIPOBE/IEHUH YKa3aHHBIX B YaCTH 1 HACTOSIIEN CTaTh SKCTIePTU3 WK 00 0TKa3e B BO30OHOBIEHUH
roCyZlapCTBEHHOW perrMcTpalyy J1eKapCTBeHHOTO Tperapara Jj1si MeJULMHCKOTO PUMEeHEeHUs U
MPOBEeIeHUH TaKUX SKCepTr3; X

3) yBejoM/IsieT B MUCbMEHHOM (popMe 3asiBUTE/IS O IPUHSATOM PeLleHUH WY B C/lydae 0TKas3a C yKa3aHheM
TPUYMH TAaKOTO OTKa3a.

3.1. B ciyuae BbIsiB/IeHUS] HEJOCTOBEPHOCTH CBeZIeHUM, COZlep KallMXCs B MPe/ICTaB/eHHbIX 3asiBUTE/IeM
Marepuasnax, yIoJTHOMOUeHHbIH (pefiepanbHblii OpraH UCTIO/IHUTETbHOM B/IaCTU HarpaB/isieT 3asiBUTE/TH0
3anpoc 06 yTOuHeHW! yYKa3aHHBIX CBeJileHUi. [JJaHHbIH 3arpoc MoXeT ObITb Tiepe/iaH YII0JTHOMOYeHHOMY
TIpe/iCTaBUTEITIO 3asiBUTeJIS IMYHO M0/, PaClMCKY, HallpasJieH I10 ITouTe 3aKa3HbIM MMCbMOM WX IlepefjaH
B 1eKTPOHHOM (hopMe MO TeIeKOMMYHHUKAL[MOHHBIM KaHasiaM CBsi3U. B ciyuae HaripaB/ieHus JaHHOTO
3arpoca 1o noyTe 3aKa3HbIM MUCbMOM OH CUATAETCsl MOIyUeHHbBIM 0 UCTeUeHUH I1eCTH JHeU C 1aThl
HarpaBJ/ieHUs 3aKa3HOT0 MUChbMa.

(uactb 3.1 BBeseHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

3.2. 3asiBUTesb 00sI3aH TMPeJCTaBUTh OTBET Ha 3arpoC YIIOJHOMOUEHHOTO (heiepaibHOTO OpraHa
WICTIO/THATE/IbHOU B/IAaCTH B CPOK, He TIPEBBIIIAIOIINN AeBIHOCTA PAOOUMX [THEH CO [THS MOy UeHHUsI
JaHHoro 3aripoca. Cpok, yKa3aHHbIM B UaCTH 3 HaCTOSIIe CTaTbH, IPUOCTAHABIMBAETCS CO IHS
HarpaB/IeHUs 3asIBUTEJII0 3arpoca yIoJIHOMOUEHHOTO (hefiepa/ibHOrO OpraHa UCIOTHUTeIbHOM BaCTH /10
[IHS1 TIOJTyueHHs1 UM OTBeTa Ha JaHHbIM 3anpoc. X

(uactb 3.2 BBesieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

4. OcHOBaHMeM /IJisl OTKa3a B BO30OHOB/IEHUM TOCY/IapCTBEHHOMN PerucTpalyu JieKapCTBEHHOTO
rpernapara 1 MpoBeleHUH YKa3aHHBIX B UaCTH 1 HACTOSIEN CTaTbU SKCIEPTH3 SB/ISETCS Mpe/iCTaB/IeHre
JIOKYMEHTOB, yKa3aHHbIX B 4acTH 1 U MyHKTax 2 U 3 4yaCTH 2 HACTOsIel CTaTbH, B HETIOJTHOM 00beMe,
Herpe/CTaB/eHUe 3asBUTe/IEM B YCTaHOB/IEHHBIM CPOK OTBETa Ha YKa3aHHbIM B yacTu 3.1 HacTosen
CTaTbU 3arpoC yIIOJHOMOUEHHOTO (heZiepalbHOrO OpraHa MCIOJTHUTE/IbHOU B/IaCTH WU NPe/iCTaB/IeHue
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JOKYMEHTOB, He COZiep’Kall[iX MCUePITbIBAIOIIero MepeuHs HeoOXOAUMBIX CBe/leHHi. X

(B pen. ®enepanbHOro 3akoHa oT 25.11.2013 N 317-®3)

5. B Teuenue nATHaAATH pPaboUMX AHEH CO AHS TIO/TyUYeHHs pellieHrs] YIIOJTHOMOYeHHOTOo (efiepaTbHOro
opraHa UCIOJTHUTeTbHOM B/IaCTH 0 BO30OHOB/IEHHWH TOCYAAPCTBEHHOM PerucTpaliiy J1eKapCTBeHHOTO
Triperapara v NpoBe/leHUH yKa3aHHbIX B YacTH 1 HaCTOsIel CTaTbM SKCIIepTU3 3asiBUTe/Ib MPe/|CTaB/seT B
9KCIIePTHOe yupesKJeHue JI7Isl IPOBe/IeHus SKCIIePTH3bl KaueCTBa JIeKapCTBEHHOTO CPeZiCTBa 00pa3sLibl
JIeKapCTBEHHOTO Tpernapara Jjisi MeJULJMHCKOrO IPUMeHeHHs1, IPOM3BeJleHHOTO B COOTBETCTBUM C
TpeOOBaHUSIMU OTBITHO-TIPOMBILIIEHHOTO U (M/IK) TIPOMBIIIJIEHHOTO PeryiaMeHTOB, YTBEePKeHHbIX
PYKOBOZIMTE/IEM TIPOU3BOJUTEIS JIeKapCTBEHHBIX CPe/ICTB, a TAKKe B COOTBETCTBYIOLMX CTydasx obpaser|
(hapMmarieBTHYeCKOM CyOCTaHI[MH, TeCT-IIITAMMa MUKPOOPraHU3MOB, KY/IbTYPhI K/IETOK, 00pa3iibl BellleCTs,
MIPUMeEHsIeMBIX /1711 KOHTPOJIsl KaueCTBa JIeKapCTBEHHOTO CPe/iCTBA IyTeM CpPaBHEHUs C HUMU
HCCIIelyeMOoro JieKapCTBEeHHOTO CPeZICTBA, B KOJTMUeCTBaX, HeOOXOAMMBIX /IJIsi BOCIIPOM3Be/IeHUS] MeTO/IOB
KOHTPOJIS KauecTBa. X

(B pen. ®enepanbHOro 3akoHa ot 29.11.2010 N 313-®3)

6. ITpu momyueHny 0Opas3IioOB JIeKAPCTBEHHOTO TIperiapara U papMarieBTHUeCKOM CyOCTaHLIMU SKCTIePTHOe
yupeskfieHre BbiZIaeT 3asiBUTEJT0 JOKYMEeHT, MO TBepXK/Jatollyii TIoyueHre yKa3aHHbIX 00pas3iioB, U B
CPOK, He TIPeBBIIAIINN TpeX pabouux JHel, yBeZoMIIseT B MMCbMeHHOU (opMe 00 3Tom
YIIOJITHOMOUYEeHHBIN (pefiepaTbHbIN OpraH UCTIOTHUTEbHON BJIaCTH.

7. CpOK AiJ1s1 TIpeZiCTaB/IeHUsI 3asiBUTeieM 00pas31ioB JIeKapCTBEHHOTO TIperapara 1 papMarieBTHueCKOM
CyOCTaHIIUM U CPOK yBeIOMJIeHUsI SKCTIEPTHBIM yupeskieHHeM 06 3TOM B MUCbMeHHOU (opme
YTIOJIHOMOUYEHHOTO (hefiepa/ibHOrO OpraHa UCIIOJTHUTeIbHOU BIACTH, YKa3aHHbIe B UacTax 5 U 6
HaCTOsIII|eN CTaTbH, He BKJ/IFOYAIOTCS B CPOK MPOBE/IeHHs] yKa3aHHBIX B YacTH 1 HaCTosLel CTaTbu
9KCIiepTus. X

8. loKyMeHTbI, IOCTYNUBILKE B SKCIIEPTHOE yUpeXX/eHue /715l IPOBe/IeHHs] yKa3aHHbIX B 4acTy 1
HaCTOSILLeH CTaTbU 3KCIIePTH3, MO//IeXKaT BO3BPATY B YIIOJHOMOYEHHbIN (esiepaibHblii OpraH
WICITOJTHUTE/IbHOM B/IaCTH OHOBPEMEHHO C 3aK/IFOUEHUSIMU 110 pe3y/bTaTaM yKa3aHHbIX SKCIepTr3. X

Cratbs 24. 3KcnepT1/13a Ka4yeCTBa JIeEKapCTBEHHOI'O CPeACTBd W 3KCII€PTH3d OTHOIIEHHWA O)KI/I,ZLaEMOI‘/JI
IMOJIB3bI K BO3MOXXHOMY PUCKY IIPUMEHEHNs JIEKADCTBEHHOTI'O IIperdpaTra A/ BETepYUHAapPHOI'o IIpUMeHeHUA

1. OKcnepTr3a KaueCTBa JI€KapCTBEHHOI'0 CPeJCTBA Y SKCIIePTU3a OTHOLLIEHUS 0’KHU/JaeMOM MOJIb3bl K
BO3MOKHOMY PUCKY IPUMeHeHUs JIeKapCTBeHHOIO Tperiapara [ijisli BeTepUHAapPHOIrO IIPUMeHeHus],
COCTaBJIeHVe KOMUCCUSIMM SKCITePTOB 3aK/IFOUeHUH T10 pe3y/ibTaTaM yYKa3aHHbIX SKCIIePTU3 U
Harpab/ieHUe TaKUX 3aK/II0YeHUN B YIIOJTHOMOUEHHbIM (efiepabHbIi OpraH UCIIOJTHUTE/TLHOU B/IaCTU
OCYII[eCTB/ISIOTCS B CPOK, He TTPeBBIIIAOIINN CTa eCITU Paboumnx JHel Co IHS MOTy4YeHus! SKCIIePTHBIM
yupeXx/ieHueM 3alaHKs YIIOJTHOMOUEHHOTO (eflepabHOr0 OpraHa UCIOTHUTETbHOM BJIaCTH C
JIOKyMeHTaMH, yKa3aHHbIMM B MyHKTax 1 - 8, 10, mogmyHkTax "a" - "g", "x" - "M", "n" - "¢" nyHkra 16 u
nyHkTe 17 yactu 3 ctatbu 18 HacTosiero defepaabHOro 3akoHa. X

2. B Teuenue nATHaAATA paboUMX HEH CO AHS TIO/TyUYeHHs] pellieHrs YIIOTHOMOYeHHOTO (efiepaTbHOro
OpraHa MCITOJTHUTE/IbHOM B/IaCTH O MIPOBeIeHNH yKa3aHHBIX B YacTH 1 HaCTOsIeN CTaTbu SKCIIepTU3
3asgBUTe/Ib [IPe/|CTaB/IseT B SKCIIePTHOe yUupeXKeHue [J1d [IPOBeJeHus SKCIIepTU3bl KaueCcTBa
JIeKapCTBEHHOTO CpeZicTBa 00pasiibl IeKapCTBEHHOTO Tperiapara /ijisi BeTepUHapHOTO NPUMeHeHUs,
MIPOU3BEZIEHHOTO B COOTBETCTBUH C TPeOOBAaHUSIMHU TeXHOJIOTUUYeCKHX Per/laMeHTOB, YTBeP>KeHHBIX
PYKOBOJIUTeJIEM TIPOM3BOIUTEJIS JIeKapCTBEHHBIX CPeZICTB, a TakKe obpasel] (hapmarieBThUeCKOi
CyOCTaHI[UM B KOJIMUECTBAX, HEOOXOAUMBIX /ISl BOCTIPOM3Be/IeHHSI METOJJ0B KOHTPOJISI KadecTBa. X

3. Ilpu nonyueHnn 06pasLioB JIeKapCTBEHHOT'O Mperiapara ¥ (papmarieBTUuecKoi cybCcTaHLUK SKCIIepTHOe
yupeXx/ieHre BbI/IaeT 3asBUTEI0 JJOKYMEHT, IO TBeP>KAAIOIINI TI0/TyueHre YKa3aHHBIX 00pa3iioB, U B
CPOK, He TIpeBbILIAIIIMI Tpex pabourx JHel, yBeJjoMJIsieT B MMCbMeHHOM (opme 06 3TomM
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YTIOJIHOMOUYEHHBIN (heZiepasibHbIN OpraH UCIOJTHUTETbHOM BIaCTH.

4. Cpok /11 ipe/icTaB/eHus 3asiBUTe/IeM 00pasL{oB JieKapCTBEHHOTo Npernapara 1 (hapMalieBThU4eCcKoi
CyOCTaHILIUM U CPOK YBe/IOMJ/IeHUsI SKCTIEPTHBIM yupexeHreM 00 3ToM B IMMCbMeHHOM (opme
YTOJIHOMOUYEHHOTO (pefiepa/IbHOrO OpraHa MUCIOTHUTeIbHOM B/1aCTH, YKa3aHHble B 4acTax 2 U 3
HaCTOsIILeN CTaThH, He BKJ/IIOYAIOTCS B CPOK MPOBe/IeHNs] yKa3aHHBIX B YacTU 1 HaCToALeN CTaTby
3KcrepTrs. X

5. JIoKymMeHTBI, TOCTYIHBILIYE B SKCIIEPTHOE yUpeXXJeHue [/1s IPOBe/leHrs] yKa3aHHbIX B yacTy 1
HaCTOsILLe CTaTbU 3KCIIePTHU3, MO//IeXKaT BO3BPATy B YIIOJHOMOYEHHbIH (esiepaibHbli Opra
VICITOJIHUTE/IbHOM BJIaCTH OHOBPEMEHHO C 3aK/IFOUeHUSIMU 110 pe3y/ibTaTaM yKa3aHHBIX SKCIepTus. X

Crartbs 25. [IoBTOpHOE TIPOBeZieHNe SKCIIepTH3bI JIeKAPCTBEHHBIX CPE/ICTB U 3STUUeCKOU IKCIIePTH3bI

1. B ciiyuasix HeioCTaTOUHOM 000CHOBAaHHOCTH WM HETIOTHOTHI 3aK/TFOUeHHUs] KOMUCCHH SKCTIePTOB WITH
CoBeTa I10 3THKe, Ha/IMYMs B HeM [TPOTUBOPEUMBBIX [JAHHBIX, (PajbCU(pUKALIMU BbIBOJOB SKCIIEPTU3bI
JIEKapCTBEHHOTO CPe/iCTBa U (M/IM) ITUUeCKOM 3KCITePTU3bl, COKPBITHUS OT YIIOJTHOMOUEHHOIO
(heslepa/IbHOrO OpraHa MCIOHUTE/ILHOW BIaCTH OCHOBaHUM 11 OTBOJA SKCIIepTa BC/Ie/|CTBUE ero
3aMHTePeCOBAaHHOCTU B pe3y/ibTaTax COOTBETCTBYIOIIEN SKCIIePTU3bI, HA/TMUMS JAHHBIX O MTPSIMOM JIH00
KOCBEHHOM BMelllaTe/IbCTBe B IIPOLIeCC COOTBETCTBYIOLLIel SKCIIePTU3bI /ML, He yUaCTBYIOIMX B ee
TIPOBeJIeHUH, HO OKa3aBILMX B/IMSHYE Ha MPOLeCC U pe3ysbTaThl ee IIPoBejeHus], YIIOJTHOMOUeHHBIM
(besiepa/ibHBIM OpPraHOM HCIIOJTHUTEIbHOM BJ/IaCTH Ha3Ha4yaeTCsl [TOBTOPHAs SKCIIepTH3a JIeKapCTBEHHOIO
CpeZCcTBa U (MM) 3TAYECKas SKCIepTr3a.

2. IToBTOpHAs 5KCIIepTH3a JIeKapCTBEHHOI'O CpeJiCTBa IPOBOJUTCS B CPOK, YCTaHOB/IEHHBIN
YTIOJIHOMOUYEHHBIM (hefiepaibHbIM OPraHOM MCIIO/IHUTETbHOM B/IaCTU Y He TIPeBbILLIAOIINN COPOKa
pabouux AHei co AHs Mo/TyueHHs SKCIIepTHBIM YUpesKieHHeM 3a/laHusl Ha TIPOBe/ieHue NOBTOPHOM
3KCIepTU3bI JIEKADCTBEHHOI'O CPeZiCTBa, ITOBTOPHAsS 3TUUeCKast SKCIIepTH3a - B CPOK, He MPeBbIILIAaoII
NSATHaZLATA paboumx JjHell Co [{Hs M0y4YeHHUs] COBETOM 10 THKe 3a/jaHusl Ha TIpOBe/ieHHe TTIOBTOPHOMN
3TUYECKOU SKCIEepPTHU3bIL.

3. ®uHaHCcoBoe obecrieueHre BBITIOIHEHHS 3a/laHNsI Ha TIPOBeZleHNe NTOBTOPHOW SKCIIePTH3bI
JIEKapCTBEHHOTO CPeJ/iCTBa He OCYILeCTB/ISIeTCs], U CPefCTBa, [TIepeurc/IeHHble paHee Ha IIPOBe/leHre TaKou
5KCIIePTU3bI, NIOZIJIeXKaT BO3BPaTy B (hefiepaibHbIN O10fKeT.

Cratbst 26. YcKopeHHas Tpolje/lypa 3KCIepTH3bl JIeKapCTBEHHBIX CPeJICTB

1. YckopeHHas riporie/iypa 3KCIiepTU3bl JIeKapCTBeHHBIX CPe/JICTB B L{eJIsSIX rOCyAapCTBEHHOW pPerucTpaLyn
JleKapCTBEHHBIX TperapaToB MPYMeHSIeTCsl B OTHOILIEHUU BOCTIPOU3BeIeHHbIX JIeKapCTBEHHBIX
riperiapatoB. [1py npoBeZieHWH TaKoM TpoLielyphl TIPeACTaBSIOTC WHPOPMaLus, Mo/TyueHHast TIpy
MIPOBE/IEHUH K/IMHUUECKUX UCC/IeI0BaHUM JIEKapCTBEHHBIX MPEapaToB U OMyO/IMKOBaHHas B
CTieLIMaIM3UPOBAaHHbBIX MeUaTHbIX U3/IaHUsX, a TaK)Ke JOKYMEHTBI, COfleprKalliie pe3y/bTaThl
MCCej0BaHUsI OM0KBHUBAIEHTHOCTH U (U/TM) TepareBTHUeCKOM SKBUBA/IEHTHOCTH JIEKAPCTBEHHOTO
riperiapara Jijisi MeIMLMHCKOTO TIPUMeHeHHUsl WK pe3y/bTaThl UCCej0BaHuUs OMO3KBUBAIEHTHOCTH
JIeKapCTBEHHOTO Tperniapara /il BeTepUHapHOT0 IPUMeHeHHUs.

2. YckopeHHasi polieiypa KCIepTH3bl JIeKapCTBEeHHBIX CPe/ICTB He TIPUMEHSIeTCSI B OTHOLIIeHUH
MMMYHOOHO/IOTMUeCKUX JIEKAPCTBEHHBIX MPeriapaToB, TIpernapaToB UHCY/IMHA U JIeKapCTBEeHHbIX
TIperapaToB, BIiepBble perucTpupyeMbix B Poccuiickoii defepariyiu.

3. YckopeHHasi ipoLielypa 3KCIepTH3bl JIeKapCTBEHHBIX CPe/ICTB MPOBOAUTCS M0 PelleHut0
COOTBETCTBYIOIIIEr0 YIIOJTHOMOUYEHHOTO (e/iepaabHOTr0 OpraHa UCTIOJIHUTe/TbHOM B/IaCTU B CPOK, He
TMIPeBBIIAOIINHN IeCTHAeCATH pabourx aHel. [Ipy 3TOM KCrepTH3a JOKyMeHTOB, COZIePIKALXCS B
perucTparioHHOM JI0Che, /IJIsl TIOJTyueHUsl pa3pellieHus Ha IpoBe/ieHre KJIMHUUeCKOTro UCC/IeJOBaHus
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JIEKapCTBEHHOTO Ipernapara /sl MeJULMHCKOTO [IPYMeHeHUs U 3TUYecKasi SKCIepTh3a NPOBOJATCS B
CPOK, He TIpeBBIIAIIMI MATHAALIATY PAb0UMX THEH, SKCIepTH3a KauecTBa JIeKapCTBEHHOTO CPeZiCTBa U
5KCIepTH3a OTHOLIEHHUS 0)KUiaeMOM M0/b3bl K BO3MOXXHOMY PUCKY IIPUMeHEeHHsI JIeKapCTBeHHOTO
riperiapara - B CPOK, He MpeBbIIIa0L[|i COpOKa MATH pabounx AHel.

4. YckopeHHad IpolLieZlypa 3KCIIepTU3bl JIeKapCTBEHHBIX CPeZCTB POBOAUTCS B ITOPS/IKe, YCTaHOBIEHHOM
cTatbsiMu 17 - 20, 23 u 24 HacTtosiero ®eepaibHOTO 3aKOHA, U He 03HauaeT CHIKeHUs TpeboBaHui K
be3oracHOCTH, KauecTBy U 3(pHeKTUBHOCTH JIeKapCTBEHHBIX TIPeraparoB. X

Crartbs 27. PellieHre 0 roCcyapCTBEHHOW PernucTpalyy JeKapCTBeHHOr0 mpernapara

1. B cpok, He TIpeBBIIIAIOIINN TISTH PA0OUMX THEH CO [THS MMO/TyUeHHs 3aK/TF0UeHUN KOMUCCHH SKCTIEPTOB
T0 pe3yJibTaTaM 3KCIepTH3bl KaueCTBa JIeKapCTBEHHOTO CPeZICTBA U SKCTIePTU3bl OTHOLIEHHsT 0XKU/JaeMOoi
T0J1b3bl K BO3MOYKHOMY PHCKY MpHUMeHeHUsI JIeKapCTBeHHOT'0 Tiperiapara, COOTBETCTBYHOIIUIA
YIIOJITHOMOYEeHHBIN (pefiepabHbIN OpraH UCTIOTHUTEIbHON B/IaCTH:

1) ocylijecTBsieT OL|eHKY TaKUX 3aK/IF0UeHUM Jjis OoTipeZie/ieHus1 UX COOTBETCTBUS 3aZlaHUI0 Ha
TIpOBe/leHre YKa3aHHbIX YKCIIePTHU3;

2) MpUHUMAET pellleHre O TOCYIapCTBEHHOW PerrCTpalliy JIeKapCTBEHHOTO Tperapara Wik 00 0TKase B
roCy/lapCTBEHHOM perucTparyu JieKapCTBeHHOTO Tperapara;

3) BHOCUT TIpU MPUHSITUU PellieHUsl 0 TOCy/JapCTBeHHOM perucTpaljiu ieKapCTBeHHOT o Tpernapara
JlaHHbIEe O 3apervCTPUPOBAHHOM JieKapCTBEHHOM TIperiapare, B TOM urciie 0 (hapMalieBTHUeCKOM
cyOCTaHIMH, BXOJAINEH B COCTAB JIEKapCTBEHHOTO TIperapara, B TOCYJapCTBEeHHBIN peecTp
JIeKapCTBEHHBIX CPE/ICTB U BbI/IaeT 3assBUTETI0 PeruCTPaljMOHHOe YI0CTOBepeHue ieKapCTBeHHOTO
riperapara, (opMa KOTOpOTO yTBepPKAaeTCsl yIIOTHOMOUYeHHbIM (heZiepasibHbIM OPraHOM UCIIOTHATeTbHOM
BJIACTH, COTJIaCOBaHHbIE HOPMAaTHUBHYIO [JOKYMeHTAL[[0, HOPMaTHUBHBIN JOKYMEHT, UHCTPYKIIUIO T10
TPUMeHeHUI0 JIeKapCTBEHHOTO MperiapaTa U MaKeThbl IePBUYHOMN YITaKOBKU U BTOPUUHOM
(moTpebuTeNbCKOM) YIIAKOBKY C yKa3aHMeM Ha HUX HOMepPa PerCTPaliOHHOTO yA0CTOBePeHus
JIeKapCTBEHHOTO TIpernapaTa U JjaThl ero roCyAapCTBeHHOW PerucTpalvy Wi B Ciyuae MpUHATUS
peliieHUst 00 OTKa3e B roCyZapCTBEeHHOUM perucTpalivy JIeKapCTBeHHOT0 Mperiapara yBeZoMJIsieT B
MUCbMEHHOU (hopMe 3asiBUTEsI 06 3TOM C YKa3aHHEM MPUUWH TaKOTO OTKa3a.

2. OcHOBaHUeM /7151 0TKa3a B TOCY/lapCTBEHHOM perucTpaliu JieKapCTBEHHOTO TIperapara siB/isieTCst
pellieHre COOTBETCTBYIOLLEr0 YIIOJTHOMOYEHHOTO ¢e/iepaJbHOro OpraHa UCTOHUTE/IbHOW BIaCTH O TOM,
YTO KauecTBO U (W) 3pPeKTUBHOCTL PETUCTPUPYEMOTO JIeKapCTBEHHOTO TIpeTiapaTa He MO/ TBepK/IeHbI
T0J/yYeHHBIMU JAHHBIMU WA UTO PUCK TPUUMHEHNs Bpe/ia 3/l0POBbIO0 UeioBeKa WU )KUBOTHOTO
BC/Ie[ICTBUE TIpHeMa JieKapCTBeHHOTO TiperiapaTta rpeBbiiiaeT 3¢ (¢eKTUBHOCTh ero MpuMeHeHusl.

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-®3)

3. Ilpu rocynapcTBeHHOW perucTpalyy JieKapCcTBeHHOTO Mperiapara, BKIFOUeHHOTO B TiepeueHb )KU3HEeHHO
HeoOXOIUMBIX U BaXKHEHIIINX JIeKapCTBEHHBIX TperapaToB, He00X0IUMbIe JaHHbIe 3aHOCSATCS B
roCy/lapCTBeHHBIN peecTp Mpe/ie/bHbIX OTITYCKHBIX 1IeH TIPOU3BOAUTe el Ha leKapCTBeHHbIe TIperaparhl,
BKJ/IIOUEHHbIe B YKa3aHHbIN MepeyeHb.

Crarbs 28. PerucrpaijioHHOe y0CTOBepeHUe JIeKapCTBeHHOI0 rperapara

1. PerucrpaiiioHHOe y0CTOBepeHue JIeKapCTBeHHOT'0 Mperapara ¢ yKa3aHheM JieKapCTBeHHBIX (hopM 1
JI03UPOBOK BbI/laeTcst 6eCCPOYHO, 3a UCK/THOUeHHeM PerrCTPALMOHHOTO YI0CTOBEPeHUs JieKapCTBEHHOTO
Trpernapara, BblZJaBaéMOro CO CPOKOM JIeMCTBUS TSATh JIET, Ha BIIEPBbIE perucTpupyemble B Poccuiickon
®depepaliviy JleKapCTBeHHBIE Tperaparsl.

2. Tlo ucTeueHUM yKa3aHHOTO B UacTH 1 HACTOSIIeM CTaTbU CPOKa BbllaeTcs beccpouHoe
perucTpaLioHHOe yI0CTOBepeHye JIleKapCTBEHHOIO IperiapaTa [py YC/I0BUU MOATBEPKeHHUs ero
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rOCyZlapCTBEHHOM perucrpanuu. X
Crarbs 29. [ToaTBepsxeHre roCyapCTBeHHOW perucTpaLiviy JieKapCTBEHHOTO Tipernapara

1. TTogTBep>XAeHMe rOCYJapCTBEHHOM PerucTpalyy JeKapCTBeHHOr0 Mperapara OCyLeCTB/IsSIeTCS NPy
Bbljlaue 6@CCPOYHOTO PeruCTPaLMOHHOTO YI0CTOBEPeH s JIeKapCTBEHHOTO Tperapara B Cyydae,
YKa3aHHOM B UacTH 2 ctatbu 28 Hactosiero ®enepanbHOro 3aKOHa, B CPOK, HE MPEeBbILLALIAN
JieBsTHOCTa pabouurx JiHel Co JHs TIOy4YeHHsl COOTBETCTBYIOIIUM YTI0JTHOMOUYeHHBIM (hefiepabHbIM
OpraHOM UCMOTHUTEbHOW BJIaCTH 3asB/IeHUS O TIOATBEP)KAEeHUH rOCyAapCTBEHHOW PernucTpalyn
JIeKapCTBEHHOTO Tpenapara, 0(OpM/IEHHOTO B COOTBETCTBUM C YacCThbIO 2 cTaTbu 18 HacTosiero
®epepaIbHOIO 3aKOHA. X

2. IToaTBEpKAeHNe roCyAapCTBEHHOW PerucTpaLyy JeKapCTBeHHOTO NperapaTa 0CyleCTB/SIeTCs 10
pe3yJibTaTaM 5KCIepTHU3bl OTHOLLIEHUS OKU/IaeMOU T0JIb3bl K BOSMOKHOMY PHUCKY TIPUMEHEeHHs
JIeKapCTBEHHOTO Tpernapara, a TakKe SKCIIepTU3bl KaueCTBa JIeKapCTBeHHOTO Cpe/iCTBa, MPOBOAUMOM B
Clyyae BHeCeHMs] U3MEeHeHU B HOPMaTUBHYHO JJOKYMEHTALUI0 UM HOPMaTUBHBIN JOKYMEHT.

(uactb 2 B pen. PesepanbHOro 3akoHa oT 29.11.2010 N 313-93)

3. K 3asiByieHui0 0 o TBEP>KAeHUH roCyAapCTBEHHOW PerrucTpaLyy 1eKapCTBeHHOT 0 Tpernapara
TIpU/IaratoTcsi JOKyMEeHT, OATBEP KAAI0LLIMH YIIJIaTy rOCyjapCTBEHHOM MOIIMHEI 3a MOATBEP)KeHue
rOCyZlapCTBEHHOM pervucTpalyy JeKapCTBeHHOrO Mpernapara [/ MeJULMHCKOT0 MPUMeHeHUs WIn
JIeKapCTBEHHOTO Tpernapara Jijis BeTepUHAapPHOT0 MPUMeHEeHUs], JOKYMEeHT, COZlep>Kalliiii pe3y/bTaThbl
MOHHUTOPHHTa Oe30TaCHOCTH JIEKapCTBEHHOTO Tperiapara, MpOBOJUMOT0 3asiBUTeNIEM, TI0 (GOpMe,
YCTaHOB/IEHHOM COOTBETCTBYIOLUM YIIOJTHOMOUEHHBIM (hefiepaibHbIM OPraHOM UCTIOHUTeTbHOW BIACTH.
HopwmarrBHas JoKyMeHTalys Wi HOPMaTUBHBIN JOKYMEHT, TPOEKT UHCTPYKLIMU MO0 NTPUMEHEeHHI0
JIeKapCTBEHHOTO TIpeTiapaTa, IPOeKThl MAaKeTOB TIePBUYHOM YIIaKOBKW M BTOPUUHOM (TIOTpeOUTeIbCKOMN)
YIMaKOBKHU JIEKAPCTBEHHOT'0 TIpernapara MpUiararTcs K 3asiB/IEHUIO O MOATBEePKAeHUU IOCyNapCTBeHHOU
pervucTpalvy 1eKapCTBeHHOTO MpernapaTa BHOBb TOJIBKO B C/Iyuae, eC/Id B HUX BHOCSITCSI U3MEHEHMUSI.
(uactb 3 B pen. PenepanbHOro 3akoHa ot 29.11.2010 N 313-93)

4. B TeueHue AecaTy pabourx JHe CO AHs TIPUHSTHS 3asiB/IeHUS O MOTBeP)K/IeHUH roCy/lapCTBeHHOM
perucTparyy JeKapCTBeHHOT0 TperapaTta ¥ HeoOXOZMMBIX IOKYMEHTOB COOTBETCTBYFOIIIUH
YIIOJITHOMOYEHHbBIN (pefiepabHbIN OpraH UCTIOTHUTEIbHON B/IaCTH:

1) NpoBOAXT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTU CBEJIEHUM, COZIePXKalLlUXCs B TIPe/ICTaB/IeHHbIX
3asBUTe/IEM Marepuasnax;

2) MPpUHUMAET pellleHHe O MPOBe/IeHUH UK 00 OTKa3e B TIPOBEJIeHUH KCITEPTH3bI OTHOIIIEHUS
0)KU/IaeMOM MO/b3bl K BO3MO)XHOMY PUCKY IIPUMEHEeHHs1 JIeKapCTBEHHOTO Tperapara, a Takxke
5KCIepPTU3bI KaueCTBa JIEKAPCTBEHHOI'O CPe/ICTBa, TPOBOAMMOM B C/lyyae BHECEHUS] U3MEHeHU! B
HOPMaTUBHYIO JJOKYMEHTALMI0 WA HOPMaTUBHbIN 1OKYMEHT;

(n. 2 B pex. @enepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3) yBeoM/IsieT B MUCbMEHHOM (popMe 3asiBUTEJISI O PUHATOM PeLLeHUH UK B C/lydae TIPUHATHS PelleHust
00 OTKa3e B MPOBeJIEHNH 3KCIIEPTU3bI C YKa3aHHUEM MPUUWH TaKOTro OTKa3a.

4.1. B ciiyyae BbISIBIIEHUsI HeZIOCTOBEPHOCTH CBeJleHUH, COZIepPKallMXCsl B TIPeJCTaB/IeHHBIX 3asBUTE/IEM
MaTepuasax, yroJHOMOUeHHbIN dhefiepanbHbii OpraH WCIIOTHUTE/ILHOM B/IaCTH HAllpaB/isieT 3asiBUTEJTIO
3anpoc 06 yTOuHeHW! yKa3aHHBIX CBeJileHUi. [JJaHHbIH 3arpoc MOXeT ObIThb TiepefiaH YII0JTHOMOYeHHOMY
MpeCTaBUTEIO 3asiBUTE/Is JIMUHO MO/, PaCIKCKY, HarlpaBJieH 0 TouUTe 3aKa3HbIM MTMCbMOM WX NepeiaH
B 1eKTPOHHOM (hopMe MO TeIeKOMMYHHUKAL[MOHHBIM KaHasiaM CBsi3U. B ciiyuae HaripaB/ieHus JaHHOTO
3arpoca 1o noyTe 3aKa3HbIM MUCbMOM OH CUATAETCsl MOIyUEeHHbIM 10 UCTeUeHUH IIeCTH JHeU C aThbl
HarpaBJ/ieHUs 3aKa3HOT0 MUChbMa.

(uactsb 4.1 BBeieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

4.2. 3asiBUTeNb 00513aH Mpe/ICTaBUTh OTBET Ha 3arpocC YIoJHOMOYeHHOTo de/iepaJbHOro opraHa
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WICTIO/THATE/IbHOU B/IAaCTH B CPOK, He TIPEBBIIIAIOIINN AeBIHOCTA PAOOUMX [THEH CO [THS MOy UeHHUsI
JaHHoro 3aripoca. Cpok, yKa3aHHbIM B 4acTH 4 HaCTOSIIeN CTaTbH, IPUOCTAHABIMBAETCS CO IHS
HarpaBJ/ieHus 3asBUTEJIIO0 3alpoca YIOJIHOMOYEeHHOT0 (pe/iepa/ibHOTO OpraHa UCIIO/IHUTeTIbHOMN BIAaCTH 10
[IHS1 TIOJTyUeHUsI UM OTBeTa Ha JJaHHbIN 3alpOC M He YUUTHIBAETCS IPU UCUMC/IEHWH CPOKa MOATBEPKAEeHUs
rOCyZlJapCTBEHHOM perucTpaluu JieKapCTBeHHOrO Trpernapara. X

(uactb 4.2 BBefieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

5. OcHOBaHMeM [i/1s1 OTKa3a B NIPOBE/IEHUU 3KCIIePTH3bl OTHOLLIEHUS 0’KUJaeMOM MOJTb3bl K BO3MOXXHOMY
PUCKY NPUMeHeHHUs JIeKapCTBEHHOTO Tpernapara U (W1n) 5KCrepTU3bl KauecTBa JIeKapCTBEHHOTO CPe/iCTBa
SIB/ISIETCS IPe/|CTaB/IeHre JOKYMEHTOB, YKa3aHHbIX B 4acTaX 1 U 3 HaCTosIIel CTaTby, B HETTOJIHOM
oObeMe, HeTIpeZiCTaB/IeHHe 3asiBUTe/IeM B yCTaHOBJIEHHBIM CPOK OTBeTa Ha yYKa3aHHbBIN B yacTu 4.1
HACTOSIIeN CTaTbU 3anpocC YIIOJIHOMOUEHHOTO (pe/iepabHOrO OpraHa UCIIO/IHUTE/IbHOM B/IaCTH, a TaKKe
OTCYTCTBUE B TPe/ICTaB/IeHHbIX JOKYMeHTaX UCUepITbIBAIOIINX CBeJileHUH, KOTOpbIe A0/KHbBI ObITh
OTpa)keHbl B HUX. X

(B pen. @enepanbHbIX 3aKOHOB 0T 29.11.2010 N 313-®3, ot 25.11.2013 N 317-®3)

6. DKcrepTH3a OTHOIIEHUS 0XKUAeMOU MO/b3bl K BO3MOXXHOMY PUCKY IMPHUMEHEHUs JIeKapCTBEHHOTO
rperniapara 4 (Win) 5KCrepTU3a KauecTBa JIeKapCTBEHHOTO CPeZICTBA B Lie/IsIX MOATBEPKAeHUs
rOCyZJapCTBEHHOM PerucTpaluu JIeKapCTBeHHOTO Mpernapara NpoBOJATCS Ha OCHOBAaHUU [JOKYMEHTOB,
YKa3aHHbBIX B UaCTH 3 HACTOSIIIIeN CTaTbU, B MOPSI/IKe, YCTAHOBIEHHOM UacTsIMU 5 - 8 cTaTb 23 U CTaThel
24 Hacrosiero depepanbHOro 3akoHa. X

(uactb 6 B pen. PenepanbHOro 3akoHa oT 29.11.2010 N 313-D3)

7. B nepuo[ poBefieHys MPOLeAyPbl MOATBEPKAEHUS TOCYyapCTBEHHOW PerucTpaLiuy JieKapCTBEHHOTO
Triperiapara ero rpakZiaHCKuii 060pOT OCyIIecTB/IsieTCss Ha TeppuTopun Poccuiickoit desepatiyu.

Cratbs 30. BHeceHne U3MeHeHUH B [JOKYMEHTBI, COZlep>Kalljiecsi B PerMCTPaLOHHOM 10Che Ha
3aperuCTpUPOBaHHBIM JIeKapCTBEHHbIW Mpernapar JJ1si MeAULIMHCKOTO TIPUMEeHeHHsI

1. B nensix BHeceHUs: USMEHEHUH B JOKYMEHTBI, COZiep Kalliecsi B pernCTpalliOHHOM ZI0Che Ha
3aperMCTPUPOBAaHHBIN JIeKapCTBEeHHbIM Nperniapar /i MeJULJMHCKOrO [IpUMeHeHus, 3asiBUTe/b
TNpe/iCTaB/sieT B YIIOJIHOMOYEHHbIN (esiepaibHbli OpraH UCIIOHUTEIbLHOU BIACTH 3asiB/leHUe O BHECEHUU
TaKUX M3MeHeHU! 1o (opMe, YCTaHOB/IEHHOW yIIOJIHOMOUYEHHBIM (peZiepalbHbIM OpraHoOM
VICITOJIHUTE/IbHOU BJIaCTH, U TIPUWIOKEHHbIE K HeMY M3MeHeHUs B yKa3aHHble JJOKYMEHTHI, a TaKKe
JIOKyMEHTbI, TIOATBeP)Kjatoliiie HeoOX0AMMOCTh BHeCEeHUsI TaKUX U3MeHeHui. [IpuHsaTHe peliieHus 0
BHECEHWH TaKWX M3MeHeHUH Wi 00 0TKa3e B X BHECEHHUHU OCYIIeCTBISIeTCS B CPOK, He TPeBBIIIA0IIAN
JeBsiHOCTa pabouMx JjHell Co [{Hs TIPUHATHS YIIOJTHOMOUYEHHbBIM (pefiepaibHbIM OPraHOM HCIIO/THUTEeIbHON
BJIACTH 3asIBJIEHUSI O BHECEHUU TaKUX U3MEHEeHUU.

2. B ciryuae BHeceHUs! U3MeHEHUM B MHCTPYKLIMIO 10 TPUMeHeHHUI0 JIeKapCTBeHHOT 0 Tperapara B
OTHOILIEHWY CBe/IeHWH, YKa3aHHbIX B MOoANyHKTax "'T" - "m", "x" nmyHkra 16 yactu 3 crartby 18 HacTos1ero
Deiepa/IbHOIO 3aKOHA, B COCTaB JIeKapCTBEHHOIO Iperiapara Jjisi MeJULMHCKOIO [IpUMeHeHUs,
M3MeHeHUs MeCTa IPOU3BOZCTBA JIeKapCTBeHHOrO Ipernapara [ijisi MeIMLIMHCKOrO IIPUMeHeHus,
V3MeHeHHsI TIoKa3aresiel KaueCTBa JIeKapCTBEHHOT'0 Mperapara /i1l MeJULIMHCKOrO PUMeHeHus U (U/IN)
MeTO/|0B KOHTPOJIS KaueCTBa JIeKapCTBeHHOI'0 Iperiapara /ijis MeJULIMHCKOIO IIPUMeHeHUs], U3MeHeHUs
CpOKa I'OJHOCTH JIeKapCTBeHHOI'0 I1periapara /il MeJJULIMHCKOr0 TIPUMeHeHUs IIPOBOJUTCS KCIIepTh3a
JIEKapCTBEHHBIX CPeJCTB B YaCTH SKCIIePTU3bl KaYeCTBa JIeKapCTBEeHHOI'O CPe/iCTBa U (U/IN) SKCIIepPTH3bI
OTHOLLIEeHHUsI 0)KM/JaeMOH M0JIb3bI K BO3MOKHOMY PUCKY ITPUMeHeHHs JleKapCTBEeHHOIO Iperapara Jijist
MeJULIMHCKOTO TIpMeHeHus1. B ciyuae HeoOX0AUMOCTH BHeCeHUsI MHbIX U3MeHEeHHH B JJaHHYIO
VHCTPYKLIMIO KCIepTH3a JIeKapCTBEHHOIO CPe/iCTBa Ji/Is1 BHECEeHUs] TAKUX U3MEeHeHUU B CBe/IeHUs O
3aperuCTpUPOBaHHOM JIeKapCTBEHHOM Iperiapare He IPOBOAUTCA. X

(B pen. @enepanbHbiX 3aKOHOB 0T 11.10.2010 N 271-®3, ot 29.11.2010 N 313-D3)
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3. C 3asB/IeHMeM O BHeCEHNY U3MEeHEeHHUM B JOKYMEeHTBI, COZleprKalljiecs: B peruCTPaLjMOHHOM [JOChe Ha
3aperuCcTpUpOBaHHbIM JIeKapCTBEHHbBIW TIperapar JJis MeAULIMHCKOTO IPUMeHeHMUs], Hapsily C
JIOKyMeHTaMH, YKa3aHHbIMHU B UacTy 1 HACTOsIIeN CTaTbU, MPeACTaBISIOTCSA JOKYMEHTHI,

MO TBEPIKJAIOIIUe YIUIaTy TOCyAapCTBEHHOM TOLLIIMHBI 32 BHECEHHEe U3MEHEeHU B MHCTPYKLIUIO 110
TPUMEHEHHIO JIEKapCTBEHHOTO Tpernapara [ijisi MeJULIMHCKOTO TPUMeHeHHs], TOCYapCTBEHHOM MOLITUHBI
3a BHeCeHHe M3MeHeHUI B COCTaB JIeKapCTBEHHOTO Tpernapara Jijisi MeJULMHCKOTO puMeHeHus1. X

4. B TeueHue fiecaTy pabourx JHEH Co JHS MOCTYTUIeHHS YKa3aHHOTO B UacTy 1 HaCTOSIIIeN CTaTbu
3asiB/IeHMs1 U HeoOXOIMMBIX JOKYMEHTOB YIIOJTHOMOUeHHbIN (e/iepabHbIi OpraH UCTIOMHUTEIbHOU
BjlacTu: X

1) MpoBOAUT NIPOBEPKY IMOJIHOTHI U [JOCTOBEPHOCTH CBeJIEHUM, COZepP KallMXCsl B TIpe/|CTaBIeHHbIX
3asgBUTE/IEM MaTepuasax;

2) IpyYHKMaeT pellleHre O MPOBeJeHNM YKa3aHHbIX B UaCTH 2 HACTOSIILIeH CTaTbU COOTBETCTBYIOLLUX
9KCITEPTH3 JIEKAPCTBEHHOTO CPE/ICTBA WM 00 OTKa3e B UX MPOBeIeHNN; X

3) yBeJoM/IsieT B MUCbMEHHOM (popMe 3asiBUTEJISE O PUHATOM PeLLeHUH WU B C/lydae TIPUHATHS pelleHust
00 OTKa3e B MPOBeJIEHUH COOTBETCTBYIOIIEH SKCIEPTU3bI C YKa3aHHUEM IPUUWH TaKOro OTKa3a.

4.1. B ciiyyae BbISIBIIEHUsI HeZIOCTOBEPHOCTH CBeJleHUH, COZIepKalliuXCsl B TIPeJCTaB/IeHHbIX 3asBUTe/IEM
MaTepuasax, yIoJHOMOUeHHbIN dhefiepanbHbii OpraH WCIIOTHUTE/ILHOM B/IaCTH HAllpaB/isieT 3asiBUTEJTIO
3anpoc 06 yTOuHeHW! yKa3aHHBIX CBeJileHUi. [JJaHHbIM 3arpoc MoXeT ObITb Tiepe/iaH YII0JTHOMOYeHHOMY
TpeCTaBUTEIO 3asiBUTE/Is JIMUHO MO/, PaCIKCKY, HallpaBJieH 0 TouTe 3aKa3HbIM MTMCbMOM WIH MepeiaH
B 1eKTPOHHOM (hopMe MO TeIeKOMMYHHUKAL[MOHHBIM KaHasiaM CBsi3U. B ciiyuae HaripaB/ieHus JaHHOTO
3arpoca 1o noyTe 3aKa3HbIM MUCbMOM OH CUATAETCSl MOyUEeHHBIM 10 UCTeUeHUH I1eCTH JHeU C 1aThbl
HarpaBJ/ieHUs 3aKa3HOT0 MUChbMa.

(uactsb 4.1 BBesieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

4.2. 3asiBUTeNb 00513aH Mpe/ICTaBUTh OTBET Ha 3aripoc YIoJHOMOYeHHOTo ¢e/iepaJbHOro opraHa
WICTIO/THATE/IbHOU B/IAaCTH B CPOK, He TIPEBBIIIAIOIINN AeBIHOCTA PAOOUMX [THEH CO [THS MOy UeHHUsI
JaHHoro 3aripoca. Cpok, yKa3aHHbIM B UacTH 4 HaCTOSIIe CTaTbH, IPUOCTAHABIMBAETCS CO IHS
HarpaBJ/ieHus 3asBUTEJTIO0 3alipoca YIOJIHOMOYEeHHOT0 (pe/iepaibHOTO OpraHa UCIIO/IHUTeIbHOMN BIAaCTH 10
[IHS1 TIOJTyUeHUsI UM OTBETa Ha JIJaHHbIM 3alpoC M He YUUTHIBAETCS [PU UCUMC/IEHUU CPOKa MPUHSATHUS
pelleHus: 0 BHECEHWH M3MEeHEeHUM B JOKYMEHTHI, COZieprKalljiecss B PeruCTPALMOHHOM 0Che Ha
3aperuCcTpUpOBaHHbIM JIeKapCTBEHHbBIW TIpenapar A/ MeJULIMHCKOT0 MpUuMeHeHUs1. X

(uactb 4.2 BBeieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

5. OcHoBaHMeM /151 0TKa3a B MPOBE/IeHNH YKa3aHHbIX B UaCTH 2 HACTOSIIIel CTaTbU 3KCIIePTU3 SBJISIETCS
TIpe/iCTaB/IeHNe IOKyMEHTOB, MIEPEUMC/IeHHbIX B YacTsaX 1 U 3 HACTOsAIIeH CTaThbH, B HETIOJTHOM 00beMe,
Herpe/|CTaB/eHre 3asiBUTe/IEM B YCTaHOB/IEHHBI CPOK OTBETA Ha yKa3aHHbIM B yacTy 4.1 HacTosien
CTaTbU 3arpocC yIoJHOMOUeHHOro (efiepaibHOTO OpraHa UCTIOTHUTE/TLHOM B/IaCTH, a TakKKe OTCYTCTBHE B
TIpe/ICTaB/IeHHbIX IOKYMeHTaX /JOCTaTOYHbIX CBeJleHUM, MOATBePKAA0IMX He00X0JUMOCTh BHEeCEeHHSsI
U3MeHeHun. X

(B pen. ®enepanbHOro 3akoHa oT 25.11.2013 N 317-®3)

6. YKa3aHHbIe B UaCTU 2 HACTOSLLeH CTaTbU SKCIEePTU3bI MPOBOJATCS B MOPSJKe, YCTAHOB/IEHHOM CTaThel
23 Hacrosiero ®efepanbHOro 3aK0Ha. X

7. B cpoK, He TPeBbIMIAOIIIM MATH paboumx AHEH CO [HS TIOyYeHHUs 3aK/TF0UeHNH KOMUCCHH 3KCIIePTOB
T0 pe3y/ibTaTaM yKa3aHHbIX B UaCTH 2 HACTOSIIIel CTaTbU SKCIIePTH3, YIIOTHOMOYEHHbIN (e/iepanbHbIi
OpraH UCIOJIHATeTbHOM BAaCTU: X

1) mpuHUMaeT pellieHre O BHECEHUH M3MeHEeHUH B IOKyMEeHTbI, COZleprKalljiecsl B peruCTpaliOHHOM
JTIOChe Ha 3aperuCTPUPOBaHHBIN JIEKapCTBEHHBIH TTperapar Jijist MeIUIUHCKOTO TTPUMEHEeHUsT, UK 00
OTKa3e BO BHECEHWH TaKWX U3MeHeHU!;

2) BHOCHUT B rOCY/IapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPeCTB HA OCHOBAHUM PeLleHHsI O BHeCEHUUN
M3MeHeHHH B JOKyMEHTHI, COZleprKalljiecsl B PeruCTPaLiOHHOM /10Che Ha 3aperuCTpHPOBaHHbIN
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JIeKapCTBeHHBIN Tperapar /il MeAUL[MHCKOTO MTpUMeHeHws], HeoOX0oIuMble N3MeHeHHsI U BO3BPalllaeT Ux
3as1BUTEJIIO.

8. OcHOBaHMeM J1 OTKa3a BO BHECEHUU M3MeHeHUH B JOKYMEeHTHI, COZleprKalljiecsl B peruCTpaLliOHHOM
Jl0Cbe Ha 3apervCTpUpOBaHHbIN JIeKapCTBEHHBIN Npernapar /s MeIMLIUHCKOTO IPUMeHeHHs], SIB/ISIeTCs
3aK/IFOUeHHe yIoJIHOMOUYEHHOTO (hefiepaibHOrO OpraHa UCIOJTHUTeTbHOU B/IaCTH O BO3MOXKHOCTHU
CHIDKeHMs1 6e30MacHOCTH, KauecTBa, 3pPeKTUBHOCTH JIeKapCTBEHHOTO CPe/ICTBA B C/lyyae BHECEHUS
TaKUX U3MEHEeHUU.

9. [loryckaeTcsi rpakilaHCKU 060pOT JleKapCTBEHHbIX TPerapaToB i/ MeJULIMHCKOTO [IPUMeHeHNs],
MPOM3Be/IeHHbIX /10 TIPUHATHS YIIOJTHOMOUEHHBIM (e/iepaibHbIM OpPraHOM HCIIOMHUTEIbHOW BIaCTH
pellleHNs] O BHECEHUM U3MeHeHUN B JIOKyMeHTbI, CoZleprKalliiecsl B perCTPaLMOHHOM /I0Che Ha Takue
JleKapCTBeHHbIe TIperapaThl, Wiu pellieHrs: 00 0TKa3e BO BHeCEHUH YKa3aHHBIX M3MeHeHH.

Crarbs 31. BHeceHue n3MeHeHUl B JOKYMEHThI, COJeprKallihecsi B PeruCTPaljMOHHOM JJOChe Ha
3aperuCcTpUpOBaHHbIN JIeKapCTBEHHbBIN TIpenapar /s BeTepUHApHOTO NTPUMeHeHHs

1. B yesIx BHeCeHUs1 U3MEHEHUM B JOKYMEHThI, COfleprKalllfecsl B perCTPaLOHHOM Jl0Cke Ha
3apernuCcTpUpOBaHHbIM JIeKapCTBEHHbIY TIperapar /il BeTepUHapHOro IIPUMeHeHNs, 3asBUTe b
Npe/iCTaB/sieT B YIIOJIHOMOYEHHbIH (hefiepaibHbIN OpraH UCIIOJIHUTeILHOM B/IaCTH 3asiB/IeHHe O BHECEHUU
TaKWX M3MeHeHU! 1o ¢popme, yCTaHOBIEHHOW yTIOJIHOMOUYEHHBIM (heZiepaibHbIM OpraHOM
VICTIO/THUTE/IbHOW B/1aCTH, Y NIPUIO’KEHHbIe K HeMy U3MeHeHHs B YKa3aHHble JJOKyMeHTBI, a Takxke
JOKyMEHTBI, TIOATBeP>KJao1Iiie HeoOX0ANMOCTh BHEeCEHHSI TaKUX U3MeHeHu. [IpuHsTHe peleHus 0
BHECEHWU TaKWX U3MeHeHUH UM 00 0TKa3e B UX BHECEHUHU OCYIIeCTBISIeTCS B CPOK, He MPeBbIIIaoi
JIeBSTHOCTa paboumXx [fHel CO [THS MPUHATHS YIIOJTHOMOUYEHHBIM (eZiepalbHbIM OPraHOM HCTIOJTHUTeTbHON
B/IACTH 3asiB/IEHUs] O BHECEHUY TaKUX U3MEeHeHUM.

2. B ciyuae BHeceHMs: U3MeHEeHWH B MHCTPYKLIMIO 10 IPUMEeHEeHUI0 JIeKapCTBEHHOI' O Tperapara Jjist
BeTepUHApHOr0 NPUMeHeHus! B OTHOLIIEHUH CBeJleHHi 00 N3MeHeHHUsIX JJ03UPOBKH, CPOKOB BO3MOYKHOTO
VICITI0JIb30BaHMs NPOJYKLMHU )XKUBOTHOTO IIPOMCXOXK/IEHHSI TTOC/Ie TIPUMeHEeHHs] JIeKapCTBeHHOI O Tperapara
[ BeTepUHApHOI0 [IPUMeHeHMs [IPOBOZIUTCS SKCIIepTH3a JIeKapCTBEHHOI'O CpPe/iCTBa /J1sl BeTePUHAPHOIO
nprMeHeHus. B ciiyyae HeoOX0qUMOCTY BHECEHUs MHBIX U3MeHeHWH B JaHHYI0 WHCTPYKIMIO KCIIePTH3a
JIeKapCTBEHHOTO CPe/iCTBa Ji/Is1 BeTepUHAPHOI0 NIPUMeHeHHs He TIPOBOJUTCSL.

3. C 3asB/IeHMeM O BHeCEHNY U3MEeHEeHHUM B JOKYMEeHTBI, COZieprKalljiecs: B peruCTPaLjMOHHOM [JOChe Ha
3aperMCTpUPOBAaHHbIN JIeKapCTBEeHHbIM Mpenapar [/ BeTepUHapHOIo IPUMeHeHUs], Hapsay C
JIOKyMeHTaM¥, YKa3aHHbIMH B 4acTH 1 HaCTOsIeN CTaTbH, NPe/iCTaB/IsI0TCS JOKYMEHTHI,
MOATBep K /jarolliye yIiaTy roCyapCTBeHHOU MOLLIMHEI 38 BHeCeHUe M3MeHeHN! B MHCTPYKLUIO 110
TIPUMEHeHHIO JIeKapCTBeHHOT0 Mpernapara /ij1sl BeTeprHapHOIo pUMeHeHus1. X

4. B cpok, He TpeBbIIIAIOIIMI fecaTy pabounx JHel co JHS MOCTYIUIeHUs yKa3aHHOro B yacTH 1
HaCTOSIIIIeH CTaThy 3asiB/IeHUs] U He0OXOIUMBIX IOKYMEHTOB, YTIOJTHOMOUEHHBIN (he/iepabHbINA OpraH
VICTIO/THATE/IbHOW B1acTH: X

1) mpoBOAUT NIPOBEPKY IOJIHOTHI U JOCTOBEPHOCTH CBe/IeHNH, COZlep KalliMXCsl B Npe/|CTaBIeHHbIX
3asBUTeJIeM JJOKYMeHTax;

2) IpYHKMaeT pelleHNe O POBeJleHUH SKCIIepTU3bI JIEKapCTBEHHOIO CPeJiCTBa /1JI1 BeTepUHAapHOI0
NIpYMeHeHUs Win 06 OTKase B ee MPOBeJleHNY;

3) yBeioM/IsieT B MUCbMEHHOW (hopMe 3asiBUTesIs O IPUHSATOM peLleHHH UK B Clydae IPUHATHS pelleHNs
00 oTKa3e B NPOBe/IeHUH SKCIePTH3bI JIeKapCTBEHHOTO CPeJCTBa [i/1s BETePUHAPHOI0 NTPUMEHEHUs C
yKa3aHreM IIPUYMH TaKoro OTKa3a.

5. OcHOBaHKeM /17151 OTKa3a B IIPOBe/IeHUH 3KCIIepTU3bl JIeKapCTBEHHOIO CPeJiCTBa [/ BeTepUHapHOIro
TIPUMeHeHNs SIBJIIeTCS Npe/iCTaB/IeHye J0KyMeHTOB, YKa3aHHbIX B yacTax 1 U 3 HacTosLeHr CTaTby, B
Hero/IHOM 00beMe WY OTCYTCTBUE B NPe/ICTaB/IeHHbIX JOKYMEHTaX J0CTaTOUHbIX CBeJleHHH,
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TIO/JITBEP>K/AFOIIIUX HeOOXOAUMOCTb BHECEHUS U3MeHeHUH. X

6. DKcrnepTH3a JieKapCTBeHHOTO CPe/ICTBA /I/Isi BeTepUHAPHOTO NMPUMEeHEeHUsI B 1ieJisIX BHeCeHUsI
W3MeHEeHUH B JOKYMEHThI, COZieprKall{iecs B peruCTPaljMOHHOM JJ0Che Ha 3aperuCTPUPOBaHHBIN
JIeKapCTBeHHbIM Tpenapar /iJis BeTepUHAapHOTO MPUMeHeHUsl, OCYIIeCTB/sIeTCs B TOPSIZKe,
YCTaHOBJIEHHOM CTaTbel 24 HacTtosiero ®efepasbHOro 3akoHa. X

7. OcHOBaHUeM /Jjis1 OTKa3a BO BHECEHUU W3MeHeHUH B IOKYMEHThI, CofieprKall[iecsi B perucTpaljuoOHHOM
ZIOCbe Ha 3aperuCTPUPOBaHHbIM JIeKapCTBEHHbBIN Mpernapar [Jjis BeTePUHAPHOTO TIPUMEHEeHUsI, SIBJISIeTCS
3aK/IFOUeHUe YII0JIHOMOUYeHHOTO (efiepa/lbHOr0 OpraHa UCTIOJTHUTeTbHOM B/IaCTH O BO3MOYKHOCTH
CHIDKeHMsI 0e30T1aCHOCTH, KauecTBa, 3hheKTUBHOCTH JIEKapCTBEHHOTO TIperapara Jijist BeTepUHApHOTO
TpUMeHEeHUs B C/lyyae BHECEeHUs U3MeHeHUl B yKa3aHHbIe JJOKYMEHThI.

8. lomyckaeTcst rpak/[aHCKUI 000pOT JIeKapCTBEHHBIX MPeIaparoB /il BETEPUHAPHOTO MPUMEHEHHUS,
TPOU3Be/IeHHBIX [I0 MIPUHSATUS YTIOJTHOMOUEHHBIM (he/iepa/ibHbIM OpraHOM UCTIOTHUTEeTbHOW B/IaCTH
pelleHus: 0 BHECEHHH M3MEeHEeHUM B JOKYMEHTHI, COZieprKalljiecss B PeruCTPAaLMOHHOM J0Che Ha
3aperuCTPUPOBaHHbIM JIeKApCTBEHHBIN TIperapar /jisi BeTepUHapHOTro TIpUMeHeHus1, Wi 06 0TKa3e BO
BHECEHHH yKa3aHHbIX U3MEHEHUM.

Crarbs 32. OTMeHa rocyiapCTBeHHOM PerucTpaLyy JeKapCTBeHHOI 0 mpernapara

PeirieHrie 06 oTMeHe roCyjapCTBeHHON perucTpaliy JeKapCTBeHHOTO MperapaTa U UCKTF0UeHHH
JIEKapCTBEHHOT'O TperiapaTa 13 rocylapCTBEHHOr0 peecTpa JIeKapCTBEHHBIX CPe/ICTB TIPUHUMAETCS
YIOJTHOMOUEHHBIM (he/iepaibHbIM OPraHOM MCTIOIHUTEIbHOW B/IaCTH B C/Tydae:

1) npezicTaBeHUst COOTBETCTBYIOIUM YIIOTHOMOUEHHBIM (he/iepaibHbIM OPraHOM HCITOTHUTETbHOM
B/IACTH 3aK/TFOUEHUsI O PUCKE UK 00 yrpo3e 3[0pOBbIO, KU3HU YeIOBEKA UK )KUBOTHOTO TIPU
MPUMEHEHUH JIEKapCTBEHHOTO Tperapara, MpeBbIaoIiuX ero 3hGeKTUBHOCTh, TI0 pe3y/IbTaTaM
OCYIIIeCTB/ISIEMOTO UM MOHUTOPUHIAa 6€30TMacCHOCTH JIEKApCTBEHHOTO TIperapara;

2) nopaun pa3paboTUMKOM JIEKAPCTBEHHOTO CPE/ICTBA WJTH YITOJTHOMOUEHHBIM UM [IPYTHUM FOPUANYE CKUM
JIMLIOM 3asiB/ieHust 00 OTMeHe rOCyAapCTBeHHOM PerucTpalii JIeKapCTBEHHOTO Mpernapara;

3) HeroATBEePKAEHH s TOCYJapPCTBEHHOMN PerrCTpaliy JIeKapCTBEHHOT'O Tperiapara o UCTeUeHHH CPOKa
JIeMCTBUSI PErMCTPAI[MOHHOTO Y/[0CTOBEPEHHUS], BbIZIAHHOTO Ha IATh JIET;

4) HeTIpe/iCTaB/IeHUs 3asiBUTE/IEM UH(GOPMALIMK, KOTOPasi MOXKET TIOBJIeUb 3a C000i HeOOX0AUMOCTh
BHECEHHsI U3MEHEeHUH B ZIOKYMEHTbI, COZIep>Kalliiecsi B PerMCTPalMOHHOM /I0Che Ha 3aperMCTPUPOBAHHbIN
JIEKapCTBEHHbIH perapar, B TeueHHe TPU/LIATH pabourx AHeH Co JHs HaCTYTI/IEHHsT 3TUX U3MEHEeHHH;
5) OCyI1eCTB/IeHUs TOCYIapCTBEHHOW PerucTpaiyu JIeKapCTBeHHOTO Tperapara rMoj, TOProBbiM
HaVMEHOBaHMEM 3aperiCTPUPOBAHHOIO paHee 10/ STUM TOPrOBBIM HAMEHOBAaHHUEM JIEKAPCTBEHHOTO
Tperapara;

6) oCyIIieCTB/IEHHUS TOCY/IaPCTBEHHOW PErUCTPalUi 3asBUTEIEM OZIHOTO U TOTO K€ JIEKAPCTBEHHOTO
riperiapara o pa3/JIM4HbIMH TOPTOBBLIMHA HAUMEHOBAHUSIMU;

7) BbIHECEHMSI CY/IOM peIlieHHst 0 HapyIlIeH|H TPaB TpaBoobiaziaTesisi 00bEKTOB UHTEIIEKTYaIbHON
COOCTBEHHOCTH TIPY 0OPAITleHUH JIEKapCTBEHHBIX CPEICTB.

Crarbd 33. ['ocymapCcTBeHHbIV peecTp JieKapCTBEHHBIX CPeJCTB

1. TocynapcTBeHHBIN peecTp JIeKapCTBEHHBIX CPEJICTB COJIEP)KUT TiepeueHb JIeKapCTBEHHBIX TIPeriapaToB,
TMIPOIIeAIINX TOCY/JapCTBEHHYIO PerUCTpPaLIMIo, repeueHb (hapMal|eBTUUeCKUX CyOCTaHIUM, BXOJSILUX B
COCTaB JIeKaPCTBEHHBIX IPerapaToB, ¥ CAeAYIOIyI0 HHPOPMALUIO:

1) B OTHOIIIEHNH JIeKapCTBEHHBIX TTPerapaToB:

a) HauMeHOBaHYe JIEKapCTBEHHOTO Tperapara (MeX/yHapoJHOe HellaTeHTOBaHHOE WJTH XUMUUEeCKOe U
TOProBOe HaUMeHOBaHUs);
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0) ekapcTBeHHasi popMa C yKazaHWeM [J03MPOBKH JIEKapCTBEHHOTO TIperiapara 1 ero KoJimuecTBa B
NoTpeOUTe/LCKON YIIaKOBKeE;

B) HaMMeHOBaHMe pa3paboTUrKa JIeKapCTBEHHOTO TIPerapara;

') HAMMEeHOBaHUe U a/ipec POM3BO/IUTEIS JIEKAPDCTBEHHOTI'O Mperapara;

1) (hapmakoTepaneBTHYeCKas FpyTiIia JieKapCTBeHHOI'0 Mperapara;

) MoKa3aHusl ¥ IPOTUBOIIOKAa3aHHs K IPUMEHEHHI0 JIeKapCTBEHHOT0 Mperapara;

K) TI0O0UHBIE /IeHCTBUS JIeKapCTBEHHOTO TIperiapara;

3) CPOK I'OZIHOCTH JIEKaPCTBEHHOT0 Mperapara;

1) yCJIOBUSI XpaHeHUs JIeKapCTBeHHOT O Tpernapara;

K) yCJIOBUSI OTITyCKa JIeKapCTBEHHOT'O Mperapara;

1) HoMep (hapMaKoIeiHOM CTaTby WK B C/Iyyae ee OTCYTCTBUSI HOMeP HOPMaTHUBHOM JOKyMeHTaLux
b0 HOPMATUBHOTO I0KYMEHTa;

M) ZiaTa rocyZ,lapCTBEHHOM perucTpalyy J1eKapCTBeHHOr 0 Tpernapara ¥ ero perucTpaLyoHHbI HoMep;
2) B OTHOILIEHWH (hapMal[eBTHUUeCKUX CyOCTaHLIMA:

a) HaMMeHOBaHHe (hapMarleBTHUeCKOU CyOcTaHLuM (MeXX/IyHapoJHOe HeraTeHTOBaHHOe M/ XUMUYeCKOe
Y TOProBOe HauMEeHOBaHU);

0) HaMeHOBaHHe U a/ipec MPOU3BOUTEIST (hapMalleBTHUECKOW CyOCTaHITNM;

B) CPOK T'OIHOCTH (hapMaljeBTHUeCKOM CyOCTaHIuY;

T) YC/IOBHSL XpaHeHUs (hapMalieBTHUeCKOl CyOCcTaHIny;

Il) HoMep (hapMaKOMeNHOW CTaTbU WU B C/IyUyae ee OTCYyTCTBUSI HOMED HOPMaTUBHOW JJOKYMEeHTaLuU
b0 HOPMATHUBHOTO IOKYMEHTA.

2. dapmarjeBTHYeCKas CyOCTaHLUS, HEUCTIONb3yeMasi TIpY TIPOU3BO/CTBE JieKapCTBeHHBIX TIPerapaToB,
MOXKeT OBITh BK/TFOUEHa B FOCYZJapCTBEHHBIN peeCTp JIeKapCTBeHHBIX CPe/ICTB Ha OCHOBAHWU 3asiBJIEHUST
pa3paboTurKa, MPOr3BOUTe/Is JIeKapCTBEHHOTO CPe/ICTBa JTMO0 yIIOTHOMOYEHHOTO MU FOPUIYeCKOTO
JUL]A TIPU YCIOBUU TIPOBEZIEHUs] B OTHOIIEHUH TaKOW (hapMar|eBTHUeCKOlM CyOCTaHIIK SKCIIePTH3bI
KauecTBa (papmarieBTUUeCKol cyOCTaHLIMM B TIOPSI/IKe, YCTaHOB/IEHHOM CTaThell 34 HaCTOSIIero
®epepaIbHOIO 3aKoHA. X

3. ITopsifok BefieHus TOCYlapCTBEHHOTO peecTpa JIeKapCTBEHHbIX CPeJICTB /1 MeAULIMHCKOTO
MpUMeHeHUs Y TIOPS/I0K BeJileH!sl TOCYJapCTBEHHOIO peecTpa JieKapCTBEHHBIX CPe/ICTB /IS
BeTePUHAPHOTO NMPUMEHEHHsI yTBEPKAA0TCS COOTBETCTBYIOLLIMM YTIOJTHOMOYEHHBIM (pe/iepabHbIM
OpraHoM MCIIOJIHUTeTbHOM B/IaCTH.

Cratbs 34. DKcriepTr3a KauecTBa (hapMarjeBTUueCKol CyOCTaHIIMY, HEUCTIOIb3yeMOU TIPY TTPOU3BO/ICTBE
JIeKapCTBEHHBIX TperapaToB

1. Ons BKIrOueHUs hapMarieBThUeCcKoi CyOCTaHLMK, HeMCII0/Ib3yeMOU TpU NTPOM3BO/ICTBE
JIeKapCTBEHHBIX IIpeIapaToB, B TOCYZapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPeJCTB, IPOBOAUTCS
JKCIIepTU3a ee KayecTBa.

2. DKCriepTH3a KauecTBa yKa3aHHOW B UacTH 1 HACTOsIIIel CTaThy (hapMaL|eBTHUeCKOl CyOCcTaHIny,
COCTaB/IeHVe KOMUCCHEN 3KCIIePTOB 3aK/IF0UeHHH 110 pe3y/bTaTaM TaKOM SKCIepTU3bl M UX HalpaB/eHUe B
YTIOJIHOMOUEHHBIN (hefiepasibHbIN OpraH UCIIOIHUTEIbHOM B/IaCTU OCYILeCTBSIOTCS B CPOK, He
TIPeBbILIAIOIINN I1eCTUAECATH pabourx JHel Co AHs MOMy4YeHHsl IKCIIePTHBIM yupeieHHueM
COOTBETCTBYIOLLIEr0 33/laHus YIIOJTHOMOUYEHHOT0 (efiepaJbHOr0 OpraHa UCTIO/IHUTE/IbHOM BIaCTHU U
JIIOKYMEHTOB, YKa3aHHbIX B MyHKTax 4 - 7 yactu 3 crtartbu 18 HacTtosero ®enepasbHOro 3akoHa. X

3. [1ns1 IpoBe/ieHus1 SKCIIepTH3bl KaueCTBa yKa3aHHOM B uacTy 1 HacTosieit cTaTby (hapMarieBTHYeCKOM
cyOCTaHIM 3asiBUTeJb TIPeZCTaB/IsieT B YIIOJTHOMOUYeHHbIN de/iepaibHbIi OpraH UCIOTHUTETbHOM
BjlacTu: X

1) 3asiBNeHre 0 BK/IFOUEHUH B FOCYJAPCTBEHHBIN peecTp JIeKapCTBEHHBIX CPe/CTB JaHHOU
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(hapMarieBTHUYeCKOM CyOCTaHIUY;

2) IOKyMeHT, IO TBeP KA yIIaTy TOCy/iapCTBEHHOM MOLLUIMHEI 3a BK/IIOUeHHe (apMalieBTHUeCKon
cyOCTaHIUH, HEHCTI0/Ib3yeMOH TTPU TIPOM3BO/ICTBE JIeKapCTBEHHBIX TPEapaToB, B TOCYAapCTBEHHBIN
peecTp JIeKapCTBeHHbBIX CPeJCTB;

3) JOKyMeHTHI, yKa3aHHble B MyHKTax 4 - 7 yactu 3 cratby 18 HacTtosmero ®esepasbHOro 3akoHa. X

4. B TeueHue TISITU pabouMX IHEH CO [HS MPUHSTHS 3asiB/IeHHs O BKJTFOUEHUM yKa3aHHOM B uacTu 1
HaCTosIIIel cTaTby (papMarieBTHUeCKOUM CyOCTaHLIMM B TOCYAApPCTBEHHBIN PeecTp JIeKapCTBEHHBIX CPeJCTB
Y JJOKYMEHTOB, [IepeurC/IeHHbIX B UaCcTH 1 ¥ MyHKTe 2 4yacTU 3 HACTOSLLel CTaTbH, YIIOJIHOMOYEHHBIN
(enepanbHbBIN OPraH UCMIOJTHUTEILHOM BiacT: X

1) MpoBOAUT NIPOBEPKY MOJIHOTHI U [JOCTOBEPHOCTH JAHHBIX, COAEPIKAIUXCS B MPe/ICTaBIeHHbIX
3asiBUTe/IeM JOKyMeHTax;

(B pen. ®enepanbHOro 3akoHa oT 25.11.2013 N 317-®3)

2) IpYHKMaeT pellleHNe O HallpaB/IeHNW! B KCIIePTHOe yupeXx/eHue 3a/laHusl Ha TIPOBeZleHre SKCIepTU3bl
KauecTBa yKa3aHHOM B uacTu 1 HacTosiel ctaTby (hapMal|eBTUUecKoi CyOCTaHLIMU UK 00 OTKase B
TaKOM HaripaBjieHun; X

3) yBejoM/IsieT B MUCbMEHHOM (popMe 3asiBUTE/IS O MIPUHSATOM DeLleHUH WY B C/lydae 0TKa3a C yKa3aHheM
TPUYMH TAaKOTO OTKa3a.

4.1. B ciiyyae BbISIBIIEHUsI HeZIOCTOBEPHOCTH CBeJleHUH, COZIepKalluXCsl B TIPeJCTaB/IeHHbIX 3asBUTe/IEM
Marepuasnax, yIoJTHOMOUeHHbIH (pefiepanbHblii OpraH UCTIO/IHUTEIbHOM B/IaCTU HarpaB/isieT 3asiBUTE/TH0
3anpoc 06 yTOuHeHW! yYKa3aHHBIX CBeJileHUi. [JJaHHbIH 3arpoc MoXeT ObITb Tiepe/iaH YII0JTHOMOYeHHOMY
TIpe/iCTaBUTEITIO 3asiBUTeJIS IMYHO M0/, PaClMCKY, HallpasJieH I10 ITouTe 3aKa3HbIM MMCbMOM WX IlepefjaH
B 1eKTPOHHOM (hopMe MO TeIeKOMMYHHUKAL[MOHHBIM KaHasiaM CBsi3U. B ciyuae HaripaB/ieHus JaHHOTO
3arpoca Io rnovre 3aka3HbIM ITMCbMOM OH CUMTAeTCsI ITOJIyUYeHHBIM 10 UCTeYeHNH 11eCTH JHeU C [aThbl
HarpaB/IeHUs 3aKa3HOI'0 [MUCbMa.

(uactsb 4.1 BBeieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

4.2. 3asiBUTenb 00513aH Mpe/ICTaBUTh OTBET Ha 3arpoc YIoJHOMOYeHHOTo ¢e/iepaJbHOro opraHa
WICTIOJTHUTE/ILHOM BJIaCTH B CPOK, He TTPeBBIIAOIINN 1eBIHOCTAa Pab0oUnX IHEH CO AHS TMO/TyYeHust
JaHHoro 3aripoca. Cpok, yKa3aHHbIM B 4aCcTy 4 HaCTOSIe CTaTbU, IPUOCTAHABIMBAETCS CO IHS
HarpaB/IeHUs 3asIBUTEJII0 3arpoca yIoJIHOMOUEHHOTO (heZiepa/ibHOrO OpraHa UCIOJTHUTeIbHOM BaCTH /10
[IHS1 TIOJTyueHUs1 UM OTBETa Ha JIJaHHbIM 3alpoC M He YUUTHIBAETCS [PU UCUMCIIEHUU CPOKa SKCIIePTU3EI
KauecTBa (papMar|eBTHUeCKOM CyOCTaHLIMK, HEUCIIOMb3yeMOM TIPH ITPOU3BO/ICTBE JIeKapCTBEHHBIX
rperaparoB. X

(uactb 4.2 BBeieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

5. OcHOBaHMeM [i/1s1 OTKa3a B HallpaB/IeHUU B SKCIIEPTHOe yupek/eHue 3a/laHusl Ha [IpOBeJieHre
9KCIePTHU3bI KaueCTBa YKa3aHHOM B YacTH 1 HacTosimel ctatby hapMarieBTHUeCKO CyOCTaHLUM SBISIETCS
Herpe/iCTaB/leHre JOKYMEHTOB, IePeUYrC/IeHHbIX B UaCTH 2 Y MYHKTe 2 4YaCTU 3 HACTOSILLelN CTaThbH,
HeIpe/iCTaB/IeHNe 3asBUTe/IeM B YCTaHOBJ/IEHHBIM CPOK OTBeTa Ha yKa3aHHbIM B yacTy 4.1 HacTosien
CTaTbU 3arpoC YIIOJHOMOUEHHOrO (efiepabHOr0 OpraHa MCIOJTHUTE/IbHOU B/IaCTH WU NPe/iCTaB/IeHue
JOKYMEHTOB, He COZIep’Kall[iX MCUePITbIBAIOIIeTo MepeuHst HeoOXOAMMBIX CBe/leHHi. X

(B pen. ®enepanbHOro 3akoHa oT 25.11.2013 N 317-®3)

6. B Teuenure nATHAAIATA pPabOUMX IHEH CO AHS TIO/TyYeHHs pellieHrs] YIIOJTHOMOYeHHOTOo (efiepaTbHOro
OpraHa MCITOJTHUTE/IbHOM B/IaCTH O HarpaB/eHUU B SKCIIEPTHOE yupeXX/leHre 3a[jaHusl Ha TIPOBeJieHHe
9KCIepTU3bI KaueCTBa YKa3aHHOM B 4acTH 1 HacTosimiel crtatby hapMarieBTHUeCKOU CyOCTaHI[UH
3as1BUTeJIb TIPe/ICTaBJIsIeT B SKCIIEPTHOE yupexxeHue /Jisi IPOBeleHUsT JaHHOM SKCTIepTU3bl 00pa3sLibl
(apmareBTHUeCKOM CyOCTaHIMY B KOJTMUEeCTBe, He0OXOAMMOM /I7Ist BOCIIPOM3Be/|eHHsI MeTOZI0B KOHTPOJIS
KauecTBa. DKCIIePTHOe yupeyk/ieHue MpU MoyyeHnr 00pa3lioB yKa3aHHOW B YacT 1 HacTosiilel cTaTbu
(apmarieBTHUeCKOM CyOCTaHINY BBIAAeT 3asBUTENIO JOKYMEHT, TIOATBeP>KJAFOLIHIA TIOTyueHre STHX
00pa3LioB, U B CPOK, He TIPeBhILIAIIIMI TpexX pabourx JHel, yBeZoM/IsieT B MMCbMeHHOM (Gopme 06 3ToM
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yTIOTHOMOYeHHbIN (hefiepanbHbIN OpraH UCTIOTHUTETLHOU B/IaCTU. DTH CPOKU He BKJIFOUAIOTCS B CPOK
TIPOBeJIeHUsI JaHHOM KCIepTr3bl. X

7. [JOKyMeHTBHI, TIOCTYIIMBIINE B SKCIIEPTHOe yupeXXzeHue A5 TIPOBeieHrs SKCIIepTH3bl KaueCcTBa
yKa3aHHO# B uacTy 1 HacTosiiel ctaTby apMalieBTHUeCKOM CyOCTaHI|H, TIOZJIeXKaT BO3BPaTy B
yTIOTHOMOYeHHbIN (hefiepaibHbIN OpraH UCTIOTHUTE/TLHOM B/IaCTU OIHOBPEMEHHO C 3aK/TFOUeHUSIMU 110
pesy/bTaTam MpoBeleHHOM SKCIepTH3bl. X

8. B CpoK, He TIPEBBIIAIIUHN MATH pabounX JHEN CO JAHS TOyUYeHH s 3aK/TFOUeHUsT KOMUCCUY KCITEPTOB
T0 pe3y/ibTaTaM 5KCIepTU3bl KauecTBa yKa3aHHOM B UacTy 1 HacTosel cTaTby (papMarieBThUe CKOU
CyOCTaHIMH, YTIOJTHOMOUYEHHbBIN (dhe/lepaTbHbIN OpraH UCTIOTHUTETbHOU BacTH: X

1) ocy1iecTBAsIET OL|EHKY TAaKOTO 3aK/IHOUeHUs [1/1s1 OTIpe/ie/ieHHs ero COOTBETCTBUS 3alaHUI0 Ha
TPOBe/IeHUe JTaHHOM SKCIIePTU3bI;

2) mpYHKMaeT pelleHre O BK/IKOUeHUM YKa3aHHOM B 4acTy 1 HacToslel cTaTby hapMarieBTUIeCcKon
CyOCTaHIMM B TOCY/IapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPEZICTB WX PellleHre 00 0TKa3e B TaKOM
BKJIFOUEHUH; X

3) BHOCHUT TPU NMIPUHATUU PeLleHrs 0 BK/IFOUeHNH YKa3aHHOW B UacTy 1 HACTOsLLEeN CTaTbu
(hapMmarieBTHUeCKOM CyOCTaHI[UM B TOCY/IapCTBEHHBIN peecTp JieKapCTBeHHBIX CPe/ICTB
Tpe/lyCMOTPeHHY0 MyHKTOM 2 yactu 1 ctathu 33 HacTosiiero ®eaepaabHOro 3akoHa MH(OPMALIWIO U
yBejjoM/IsieT 00 3TOM B MUCbMeHHOM (opme 3asiBUTess. X

Cratbs 35. [ToBTOpHOE TIpe/iCTaB/IeHre JIeKapCTBEHHOTO Tperiapara, He Tpolie/iliero rocyapCTBeHHOM
perucTpaivy eKapCTBeHHBIX TIperapaToB, Ha FOCyAapCTBEHHYI0 peruCTpalvio JIeKapCTBEHHBIX
TiperaparoB

[ToBTOpHOE TIpe/iCTaB/IeHHe B COOTBETCTBYIOIIHUI yIIOJIHOMOUYEeHHBIN (hefepasibHbINA OpraH
WCTIO/THATE/IbHOU BJIaCTH JIEKapCTBEHHOTO TIperapara, He MpOIIe/IIero rocyAapCTBeHHONW PeruCcTpalun
JleKapCTBEeHHBIX MperiapaToB WM MOYUYMBILIETO OTKA3 B YKa3aHHOM perucTpalyuu U BIIOC/IeICTBUU
TIOZIBEPTILIETOCS U3MEeHEHUIO B UaCTH ero COCTaBa, PACCMaTPUBAETCs KaK Tpe/ICTaB/IeHre HOBOTO
JIeKapCTBEHHOTO TIperiapaTa Ha ero rocyZJapCTBeHHYH0 PerdCTpaLiiio He3aBUCUMO OT COXPaHeHUsI ero
MepPBUYHOTO HaMEeHOBaHMUSI.

Crarbs 36. O6ykaioBaHue pelieHust 00 OTKa3e B Bbliaue pa3pelieHus Ha MPoBe/ieHre KJITMHAYeCKUX
MCC/IeJOBaHUM JIeKapCTBEHHOTO TNperniapara UK pelieHust 00 0TKa3e B roCyapCTBEHHOW perrucTparin
JIeKapCTBeHHOI0 Tperapara

PeliieHrie COOTBETCTBYIOIIErO YIIOTHOMOYEHHOTO (he/iepasbHOr0 OpraHa UCIOTHUTeTbHOM BIacTu 00
OTKa3se B BblJjaue pa3pellleHus Ha TIpOBe/leHre KIIMHUUeCKHUX UCC/IeIoBaHUM JIeKapCTBeHHOTO Mperiapara
WU pellieHre 00 OTKa3e B rOCy/IapCTBEHHOM PerrCTpaliiy JIeKapCTBEHHOTO Tperapara MOXKeT ObITh
00>KkasioBaHO B TIOPSI/IKe, YCTAHOB/IEHHOM 3aKOHOZATe/ILCTBOM Poccuiickoit @enepariui.

Cratbst 37. IHbopMalysi, CBsI3aHHas1 C OCYIIeCTB/IeHHeM TOCyJapCTBEHHOM perucTparvu JeKapCTBeHHBIX
TrperaparoB, HH(OpPMaI¥st O 3aperuCTPUPOBAaHHBIX JIEKAPCTBEHHBIX Tperaparax U JieKapCTBeHHBIX
riperaparax, UCK/IFOUeHHbBIX U3 TOCY/lapCTBEHHOTO peecTpa JieKapCTBEHHBIX CPe/ICTB

1. CooTBeTCTBYIOIMI YIIOJTHOMOYEHHbIH (pe/iepa/ibHbIi OpraH UCIIOHUTEe/IbHOW B1aCTH pasMelljaeT Ha
CcBOeM o(uLianbHOM caiiTe B ceTd "VIHTepHeT" MH(OPMAaLHIO, CBA3aHHYIO C OCYIl{eCTB/IeHUEM
roCy/lapCTBeHHOM perucTpaLyu JleKapCTBEeHHBIX NperapaToB, B TOM YKC/Ie TIPOBe/jeHUeM 3KCI1epTH3bI
JIeKapCTBEHHBIX CPeJiCTB, MH(OPMALIMIO O 3aperuCTPUPOBAHHBIX JIeKAPCTBEHHbIX Tperaparax u
JIeKapCTBEHHBIX IIperiaparax, UCK/II0YeHHbIX U3 FOCY4apCTBeHHOIO peecTpa JIeKapCTBeHHBIX CPeZICTB, He
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Mo3/IHee UeM uepe3 TSATh pabounx HeH Co [HS MOTyUYeHUs] COOTBETCTBYIOIIUM YTIIOTHOMOUEHHBIM
(eepasbHBIM OPraHOM UCTIOJTHUTETHHOM BJIaCTH 3asiBJIeHHs O TOCYJapCTBEHHOM perucTpariu
JIeKapCTBEHHOTO TIperapara.

2. CpoKu ¥ MOpsiZIoK pa3MellieHusl yKa3aHHOU B yacTu 1 HacTosieil cTatbu nHGopMaliiu
yCTaHaB/IMBAIOTCS YIIOJTHOMOUEHHBIM (he/iepalbHbIM OPraHOM HCTIOTHUTETLHOU BIaCcTH. X

I'nasa 7. KIMHNYECKUE NCCJ/IEJOBAHNSA IEKAPCTBEHHBIX
ITIPEITAPATOB /11 MEJUIIMHCKOI'O IIPUMEHEHUNA, 1OI'OBOP
OB UX ITPOBEJEHNN, ITPABA TTIAIIMEHTOB, YYACTBYOIIIX

B 3TUX UCCJ/IEAJOBAHUSAX

Crarbg 38. KnHuueckue uccie0BaHus JIeKapCTBEHHbIX MIperapaToB /11 MeAULMHCKOrO IIPUMeHeHUs

1. KnnHnueckye uccief0BaHys J1eKapCTBEHHBIX MPeraparos Ji/1s1 MeJULMHCKOrO IPYUMeHeHus], B TOM
yKC/le MeXX/yHapOoHble MHOTOLIEHTPOBbIe, MHOTOLIEHTPOBbIE, TTOCTPErUCTPaLiMOHHbIE, TPOBOAATCS JJIs
roCyZlapCTBEHHOW peryucTpalyy jJeKapCTBeHHBIX IIperapaTtoB U MHOTO Npe/iHa3HaYeHNs B OHOU U/In
HEeCKOJIbKMX MeJIMLIMHCKHX OpPraHM3alysX B COOTBETCTBUU C NIPaBUIaMU KJIMHUUECKOU MPaKTHKHY,
YTBepP>KJeHHbIMU yTI0IHOMOUYEHHBIM (heZiepa/ibHbIM OPraHOM MCIIOJIHUTE/TbHOM B/IaCTH, COOTBETCTBEHHO B
CJIeYIOLINX LIe/IsxX:

1) ycraHoBneHre 6e30MacHOCTH JIeKapCTBEHHBIX TIPENapaToB [iist 3A0POBbIX 100POBOBLEB U (W/H)
MepeHOCUMOCTH MX 3/[0POBBIMH JOOPOBOJIBIIAMH, 38 UCK/TFOUEHHEM TaKUX MCC/IeA0BAHUH JIeKapCTBEHHBIX
TriperiapaToB, NIPOM3BeeHHBIX 3a Npefiesiamu Poccurickor ®esepanyy;

2) noabop oNTUMAaJTBHBIX JO3UPOBOK JIEKAPCTBEHHOTO TIperapara U Kypca JieueHus1 [ijist TIaLeHTOB C
oripeZiesieHHBIM 3a00/1eBaHNEM, ONITUMA/IbHBIX /103 U CXeM BaKLMHALMM HUMMYHOOHO/I0TYe CKUMHU
JleKapCTBeHHBbIMH TIperiapaTaMu 370POBBIX J0OPOBOJIBLIEB;

3) ycraHoB/eHHe 6e30MacHOCTH JIeKapCTBEHHOTO Nperapara 1 ero 3pQeKTUBHOCTH sl TTAalJUeHTOB C
oripezie/ieHHBIM 3a00/1eBaHUEM, TTPOPUIAKTHYE CKOH 3((HEKTHUBHOCTH UMMYHOOMOIOTYe CKUX
JIeKapCTBEHHBIX TperaparoB //is 3[[0POBBIX J0OPOBOJIBIIEB;

4) r3y4eHre BOSMO)XHOCTH pacllVpeHUs M0Ka3aHWH /1J1 MeIMLIMHCKOTO TIPUMEHEHHsI U BbISIB/IEHUS pPaHee
HeM3BeCTHBIX TTOOOUHBIX IeHCTBHI 3aperuCTPUPOBAHHBIX JIeKAPCTBEHHBIX ITperapaTosB.

2. B oTHOIIEHNY BOCTIPOM3BE/I€HHBIX JIEKAPCTBEHHBIX MperapaToB /Jis MeJULIMHCKOTO TPUMeHeHHs
TIPOBOZSATCS UCC/IeJOBaHNsI OMO9KBUBATIEHTHOCTH U (U/IM) TepareBTHUeCKOl SKBHBAJIEHTHOCTH B
TOps/iKe, YCTaHOB/IEHHOM yTIOJTHOMOYEHHBIM (hefiepasbHbIM OPraHOM HUCIIO/IHUTE/IBHOM B/IaCTH.

3. Opranusanyo NpoBeieHus KIIMHAYeCKUX UCC/IelOBaHUM JIeKapCTBEHHOT'O Ipernapara /s
MeULIMHCKOTO NTPUMeHEeHHs BIIpaBe OCYILeCTB/ISATh:

1) pa3paboTuuK JIeKapCTBEHHOTO TIperiapara UK yIIoJHOMOUEHHOe UM JTUL[O;

2) obpa3oBare/ibHble OPraHU3alMK BICIIIEro 00pa30BaHusl, OpraHU3aLyy JOTIOTHUTETBHOTO
nipodeccruoHanbHOTO 00pa3oBaHus;

(n. 2 B pea. @epepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4yHO-MCC/ef0BaTe/IbCKUe OpraHu3alivu.

4. KnvHryeckyre uCciefloBaHus JIeKapCTBEHHBIX MpernaparoB J/1s1 MeJULMHCKOr0 IPUMeHeHUs
TPOBOJATCS B MOPs/IKe, YCTAHOB/IEHHOM cTaTtbsamu 20 - 22 HacTosujero ®ejepaabHOro 3aK0Ha, Ha
OCHOBaHHWM pa3pelleHHs Ha NIpOBeJileHNe KJIMHUYeCKOTro UCC/IeJl0BaHus JIeKapCTBEHHOTO Tperapara,
BbI/JaHHOT'O YIIOJTHOMOUEHHbIM (pe/iepaibHbIM OpPraHOM HCIIO/THUTE/IbHOW BaCTH, B COOTBETCTBUM C
Lle/ISIMM, yKa3aHHBIMU B UaCTU 1 HaCTosIILel CTaTbU. YTIOJTHOMOYEHHbIN (eflepanbHbli OpraH
VICIIOJIHUTE/IbHOU BJIaCTH BeJleT peeCTp BblJaHHbIX pa3pelleHnl Ha pOBeJleHre K/IMHUYe CKUX
WCCeJOBaHUM JIeKapCTBEHHBIX TperapaToB, COZleprKalljiii yKa3aHue Ha UX Lie/lb WM Lie/u, B
YCTaHOBJIEHHOM 3THM OpraHoM nopszke.X

5. B ciyuae ocy1jecTBieHNs rocyapCTBeHHOW perucTparyy eKapCTBeHHOTo rpernapara
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roCyZlapCTBeHHas IOLIMHA 3a IIPOBeZleHre SKCIepTU3bl JOKYMEHTOB Ji/Is [IOy4YeHHs pa3pelleHuii Ha
NpoBeJieHNe KJIIMHWYeCKHX UCC/Ie/loBaHUM JIeKapCTBEHHOTO Mpernapara /i/isl MeJULMHCKOTO IPUMeHeHuUs1 U
3TUYeCKOM KCTIePTH3bI TIPY 00pallieHrH 3a TOCYAapCTBEHHOU perucTparyeii 1eKapCTBeHHOTO Tperiapara
B COOTBETCTBUHU C LIeJIbIO WU Lie/ISIMM, YKa3aHHBIMU B UacTH 1 HaCTOsIIIeN CTaTbU, yT/laulBaeTCsl
OJHOKpPATHO.X

6. K opranusanuu nposeieHus1 KTMHUUeCKUX UCC/Ie[J0BaHMM JIeKapCTBEHHOTO TIperapara JJis
MeIUIIUHCKOTO TIPUMeHeHHsT pa3paboTUMKOM JIeKapCTBEHHOTO TIperapaTa MOTYT TIPUB/IEKAThCS
IOpUIndecKye JUiia JiFo00i opraHu3al[MOHHO-TIPaBOBOM (JOPMBI IPU yCJIOBUM 00ecTieueHust
COOTBETCTBUSI 3TUX HUCC/IeJOBaHUI TpeOOBaHUSAM HacTosiero ®efiepasbHOTO 3aKOHa.

7. KimvHrAueckue UCcie0BaHus JieKapCTBEHHBIX TIperaparoB [/ MeJULIMHCKOTO IPUMeHeHUs
TPOBOASATCS B MEAULIMHCKUX OpraHU3aliusiX, aKKpeZUTOBaHHBIX YIIOJTHOMOUEHHBIM (heJiepasbHbIM
OpraHoM UCIMOJHUTeTbHOW BIAaCTH B TIOpsifiKe, ycTaHoB/IeHHOM [IpaButensctBoM Poccuiickoit
DepepaLivu.

8. [lepeueHb MeJULIMHCKUX OpraHu3alyii, UMEIOIIMX NPaBo MPOBOAUTH KIMHUYECKHe UCC/Ie0BaHus
JIEKapCTBEHHBIX TpernaparoB /sl MEeIULIMHCKOTO TIPUMEHEeHUs1, ¥ PeeCTpP BbIJaHHbIX pa3pelleHui Ha
MpOBe/ieHre KIMHUUeCKHUX UCC/Iel0BaHUM JTeKapCTBEHHBIX MperapaToB Omy0/IMKOBBIBAIOTCS U
pa3MellaTcs yIoTHOMOUeHHbIM (heZiepaibHbIM OPraHOM UCTIOIHUTeTbHOM BIACTH B YCTAHOBJIEHHOM UM
Topsifike Ha CBoeM o(UlMabHOM caiiTe B ceTy "VIHTepHeT".

Cratbs 39. MEMYHEIPOAHOE MHOT'OLI€EHTPOBO€ K/IMHHUYE€CKOE NCC/IeJOBaHKUE JIEKAPDCTBEHHOI'O IMperapdra
AJId MEeAULIMHCKOT'O ITIPUMEHEHUW WU MOCTPeruCTpaljiOHHOe K/IMHUYeCKOe UCC/iel0BaHKe
JIEKAPCTBEHHOI'O IMperapdra AJjid MeAULMHCKOIO IPpUMEHEHWA

1. MexayHapoiHOe MHOTOLIEHTPOBO€E KJIMHAYeCKOe MCC/Ie[j0BaHKe JIeKapCTBEHHOIO TIpernapara J/is
MeJULMHCKOTO MpUMeHeHUs Ha TeppuTopuu Poccutickoit defjepaliuy Win MoCTPerucTpaljuoOHHOe
K/IMHUYeCKOe MCC/e[iloBaHKe JIeKapCTBEHHOTO Tperapara JJisi MeAULIMHCKOTO IPUMeHeHUs POBOAUTCS Ha
OCHOBAHUWU pa3pelleHys Ha MPOBeJieHNe KIMHUYEeCKOT0 UCC/Ie[J0OBaHUs JIeKapCTBEHHOTO Tpernapara,
BBIZIAHHOT'O YIIOJITHOMOUEHHBIM (pefiepasbHbIM OpraHOM MCIIOTHUTETbHOM B/IaCTH M0 pe3y/ibTaTaM
9KCITEPTU3bI JOKYMEHTOB, HEOOXOIUMBIX [I7IsI TIOJTyUeHUsI Pa3peIieHus Ha TIPOBe/IeHre MeXK/TYHapOJHOTO
MHOTOLIEHTPOBOI'0 KJIMHUYECKOTO MCC/Ie[J0BaHMsI JIeKapCTBEHHOTO Tpernapara Uiu
MOCTPErUCTPALIMOHHOTO KJIMHAYECKOT0 UCC/IeJOBaHUS JIeKapDCTBEHHOTO Mperapara, U 3TU4Ye CKOM
5KCIepPTHU3BI.

2. [1ns1 nonyuyeHrst pa3pelieHus: Ha PoBeleHre MeKyHapOJAHOr0 MHOTOL|EHTPOBOTO KJIMHUUECKOTO
WCCreJ0BaHUS JIeKapCTBEHHOTO Mpernapara /i/isl MeJULMHCKOTO IPUMeHEeHHs1 WX MOCTPerucTpaloOHHOrO
KJIMHUUEeCKOTO MCC/Ie/I0BaHUs JIEKApCTBEHHOTO Tpernapara /i MeJULIMHCKOTO TPUMEeHEeHUsI B
YIOJTHOMOYEHHbIHM (efiepabHbIN OpraH UCIOJTHUTE/TLHOU B/IaCTU 3asiBUTEb TIPe/[CTaBIIsIeT:

1) 3asiB/ieHHe O BblJlade pa3pelleHus: Ha TIPOBeleHre MeKYHAPOJAHOIO0 MHOTOLIEHTPOBOIO K/IMHAUECKOTO
WCCreJ0OBaHUS JIeKapCTBEHHOTO Mpernapara /i/isl MeJULMHCKOTO IPUMEeHEeHHs1 WX MOCTPerucTpaloOHHOr0
KJIMHUUEeCKOTO MCC/e/I0BaHs JIEKApCTBEHHOTO TIpernapara Jjisi MeIULIMHCKOTO TIPUMEeHEeHUSsT;

2) IOKyMeHT, MO TBeP KAI0IIUN yIUIaTy TOCy/AapCTBEHHOM MOLIMHBI 3@ BblJjauy pa3pelleHuds Ha
TIpOBeJileHre MeKYHapOAHOIO MHOTOLIEHTPOBOTO KJIMHUYeCKOT0 UCC/IelOBaHMS JIeKApCTBEHHOTO
ripernapara Jijisi MeJULIMHCKOTO MPUMeHEeHUs UK TOCY/lapCTBEeHHOM MOLUIMHEI 3a BblJjauy pa3pelleHus Ha
TIpOBeJieHHe MTOCTPeruCcTpaliOHHOrO KJIMHUYECKOT0 UCC/IeJ0BaHUs JIeKapCTBEHHOTI'0 Mpernapara /ijist
MeIULIMHCKOTO NTPUMEHEeHUSsI;

3) oTuUeT 0 JOKJIMHHUYECKUX UCCIeJOBaHUSX JIEKAPCTBEHHOIO CPeJCTBA U OTUET O MPOBEeEHHBIX PaHee
K/IMHUYeCKUX UCC/e/JOBaHUSIX JIeKapCTBEHHOTO TIpernapara s MeJULIMHCKOTo MpuMeHeHUs (Tpy
3ENEIZ1ZK

4) MpoeKT MPOTOKO/Ia KIMHUUECKOT0 UCC/Ie/J0BaHUs JIeKapCTBEHHOT'0 Mperapara /il MeIMLMHCKOTO
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IMPpUMEHEHMN;

5) Gpoliopy uccieoBaTens;

6) nH(OpPMAaLMOHHBIM JTMCTOK MalMeHTa, YYaCTBYIOL[Ero B KTMHUUYECKUX UCC/Ie/I0BaHHUSIX JIeKapCTBEHHOTO
rpernapara Jijisi MeJULIMHCKOTO IPYMeHeHUs;

7) cBeneHus 06 orbiTe paboThI KCCIeA0BATe e MO0 COOTBETCTBYIOIIMM CIELIMabHOCTSIM U UX OTIbITe
paboThI 0 MTPOBe/IeHUI0 KITMHUYeCKUX UCC/Ie/JOBaHuUM;

7.1) cBefieHNsI O MeJULIMHCKUX OpraHU3alysiX, B KOTOPBIX IIpeJIio/iaraeTcsl NpoBefieHre KJIMHNYeCKOro
WCCeJOBaHMS JIeKapCTBEHHOTO Mpernapara /ijisl MeJULMHCKOr0 pUMeHeHus (TI0/THOe U COKpallleHHoe
HauMeHOBaHUs1, OpraHU3allMOHHO-TIpaBoBasi GopMa, MeCTO HaXOXK/IeHUsI U MeCTO OCYILL{eCTB/IeHUS
JlesiTeNIbHOCTH, Tesie(oH, Tenedakc, agpec 31eKTPOHHON MOYThI MeJULMHCKOWM OpraHU3aLun);

(0. 7.1 B pen. @epepanbHOro 3akoHa ot 29.11.2010 N 313-®3)

7.2) mipeAmiosiaraeMble CPOKH MPOBeieHUsT KTMHUUeCKOTo WCC/e/J0BaHUs JIeKapCTBEHHOTO Mpernapara /s
MeIULINHCKOTO NTPUMeHEeHHsT;

(n. 7.2 BBeeH PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-P3)

8) kom0 1oroBopa 00si3aTeIbHOTO CTPAaXOBaHMsI, 3aK/TFOU€HHOTO B COOTBETCTBHUH C THITOBBIMU
rpaBUIaMu 00s13aTe/TbHOTO CTPAXOBaHUsl, C YKa3aHUeM TIpeZie/TbHON UHMC/IeHHOCTH MalieHTOoB,
Yy4aCTBYIOIIMX B KJIMHUYECKOM MCC/Ie[0BaHNH JIeKapCTBEHHOIO Tperapara Jjisi MeJULMHCKOIO
TIpUMEHEeHUsI;

(0. 8 B pex. @enepanbHOro 3akoHa ot 29.11.2010 N 313-93)

9) uHdopMaruIo 0 CoCTaBe JIeKapCTBEHHOTO Tperapara /ijisi o/lyueHus pa3pelleHus Ha IIpoBeJieHue
MeXXlyHapOJJHOTO MHOTOLIEHTPOBOI0 K/IMHUUECKOTO NCC/e/J0BaHNs JIeKapCTBEHHOIO Ipernapara Jijst
MeIULIMHCKOTO NTPUMEeHEeHUSsI;

10) moKymeHT, COCTaB/IeHHbIN [IPOU3BOJUTE/IEM JIEKAPCTBEHHOIO TIperapara U Cofiep Kalliii rokasarein
(XapakTepuCTUKM) JIEKaPCTBEHHOTO Mpernapara, Mpou3Be/IeHHOTO /1Sl TPOBejeHUsT KITMHUUe CKUX
HCCJie/IOBaHUM.

(m. 10 B pen. ®enepanbHOro 3akoHa oT 29.11.2010 N 313-®3)

3. B cpok, He NpeBbIIAOLIHIA TISTH pabounx JHel Co JHs MPUHATHS YKa3aHHOTO B TIyHKTe 1 yacTu 2
HaCTOsILLe} CTaTbU 3asiB/IeHHs] U HeoOXOAUMBIX JOKYMEHTOB, YTIOJTHOMOUeHHbIH (e/iepanbHbIi OpraH
VICIIOJIHUTE/IbHOM B/IaCcTU: X

1) mpoBOAUT NIPOBEPKY IMOJIHOTHI U [JOCTOBEPHOCTH CBeJIEHUH, COZeP KallMXCs B Tpe/|CTaBIeHHbIX
3asBUTe/IeM JOKyMeHTax;

2) IpYHKMaeT pelleHre O MPOBeJeHNH SKCIIePTU3bl JOKYMEHTOB JJis [0/yUeHHs1 pa3peLleHus Ha
TIpOBeJileHre MeKYHapOAHOIO MHOTOLIEHTPOBOIO KJIMHUYeCKOT0 UCC/IelOBaHMS JIeKApCTBEHHOTO
ripernapara Jijisi MEJULIMHCKOTO MPUMeHEeHUs UM MOCTPeruCTPaljMOHHOTO KJIMHUYECKOTr0 UCC/Iel0BaHus
JIeKapCTBEHHOTO TIperiaparta /ijisi MeIUIIMHCKOTO TIPUMeHEeHHsI M STHUeCKOU dKCIepTu3bl ibo 00 oTKase B
TPOBEJIeHUH YKa3aHHBIX SKCIIePTH3;

3) yBeioM/IsieT B MUCbMEHHOW (hopMe 3asiBUTesIs O IPUHSATOM peLleHHH UK B Clydae IPUHATHS pelleHNs
00 oTKase C yKa3aHWeM MPUYMH TaKOTO OTKa3a.

3.1. B ciyuae BbIsIB/IeHUSI HEZJOCTOBEPHOCTHU CBeJI€HUM, COAEPIKALUXCS B MIPe/|CTaB/I€HHbIX 3asiBUTE/IEM
MaTepuasax, yIoJHOMOUeHHbIN (efiepanbHbl OPraH WCIIOJTHUTE/IBHOM B/IaCTH HallpaB/isieT 3asiBUTETI0
3amnpoc 00 yTOUHeHUH yKa3aHHBIX CBeJieHrH. [laHHbIN 3arpoC MOXKeT OBITh MepesiaH YII0THOMOUeHHOMY
TIpe/ICTaBUTEIO 3asiBUTEIS IMYHO M07, PaClMCKY, HalpasJieH I0 1ouTe 3aKa3HbIM MMCbMOM WU TlepejjaH
B 3JIEKTPOHHOM (pOopMe Mo TesleKOMMYHHMKALIMOHHBIM KaHanaM CBsi3u. B ciyyae HaripaB/ieHUs JaHHOTO
3arpoca o rnoure 3aka3HbIM ITMCbMOM OH CYMTAETCSI MTOJTyUeHHBIM 10 UCTeUeHHH 11eCTU JHeH C JaThbl
Hanpa.J/leHUs 3aKa3HOIo MUCbMa.

(uactb 3.1 BBesieHa PefepanbHbBIM 3aKOHOM OT 25.11.2013 N 317-P3)

3.2. 3asBUTesb 00513aH MMPeJCTaBUTh OTBET Ha 3alpoC yIIOJTHOMOUEHHOTO (eZiepasbHOTO OpraHa
WICTIO/THUTEJ/IbHOU BIaCTH B CPOK, He TIPeBLILLAIOIINN AeBIHOCTa PAO0OUMX [THEH CO [THS MOTyueHUs
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JaHHoro 3aripoca. Cpok, YKa3aHHbIM B YaCTH 3 HACTOSIIIeN CTaTbU, IPUOCTAaHABIMBAETCS CO THS
HarpaBJ/ieHUs 3asBUTEJII0 3alpoca YIOJHOMOYEHHOr0 (pe/lepaibHOro OpraHa UCIIO/IHUTeIbHOM BaCTH 10
[IHSI TIOTyYeHUs1 UM OTBeTa Ha JIaHHbIM 3alpoC U He YUUTHIBAETCS TIPU UCUMCIEHUM CPOKA MPUHATHUS
YIOJTHOMOYEHHBIM (hefieparibHbIM OPraHOM UCIIO/IHUTEIbHOM BIAaCTH PeLleHus O TIPOBeJeHUH
5KCIePTU3bI IOKYMEHTOB /1JIs1 TTOJIyYeHUs pa3pelleHrs Ha MPoBeJieHre MeXXAyHapOgHOTo
MHOTOLIEHTPOBOI'0 KJIMHAYECKOTO MCC/Ie[J0BaHMsI JIeKapCTBEHHOTO Tpernaparta Jijisi MeJULIMHCKOTO
TIPUMEHEHHUS WK TTOCTPEruCTPalMOHHOTO KJTMHUYECKOTO UCC/IeJ0OBaHUs JIeKapCTBEHHOTO Mpernapara J/1si
MeIULIMHCKOTO NTPUMeHeHHs1. X

(uactb 3.2 BBesieHa PefepanbHbIM 3aKOHOM OT 25.11.2013 N 317-93)

4. OcHOBaHMEM [i71s1 OTKasa B NIPOBeZIeHUU SKCIIePTH3bI JOKYMEHTOB /1J1s1 TIOJTyUeHUs! pa3pelleHus Ha
TPOBe/IeHNe MeXXIyHapOAHOTO0 MHOTOLIEHTPOBOTO KJTMHUYECKOTO UCC/Ie0BaHUs JIeKapCTBEHHOTO
ripernapara Jijisi MEJULIMHCKOTO MPUMEeHEeHUs UM MOCTPeruCTPaljMOHHOTO KJIMHUYECKOTr0 UCC/Ie0BaHus
JIEKapCTBEHHOT0 Tpenapara Ajisi MeJULIMHCKOTO TPUMEHEHUSI U STUUeCKOW 3KCIIePTU3bI SIBISIeTCS
Tripe/icTaB/ieHre T0KyMeHTOB, MpelyCMOTPeHHBIX YaCcThI0 2 HACTOsIel CTaTbH, B HETIOJTHOM 00beMe,
Herpe/CTaB/eHue 3asBUTe/IEM B YCTaHOB/IEHHBIM CPOK OTBETAa Ha YKa3aHHbIM B yacTu 3.1 HacTosen
CTaThH 3arpoc yroJIHOMOUYeHHOTO (hefiepa/ibHOTO OpraHa MCTIOTHUTEeIbHOUM BIaCTH MO0 OTCYTCTBUE B
TIpe/ICTaB/IeHHBIX IOKYMEHTAX UCUepIbIBAIOIIEro repeudsi HeoOXoAUMBIX CBeZieHU Wiu HH(opMaIivy,
KOTOpbI€ /I0/DKHBI OBITh OTPaXkeHbI B HUX. X

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

5. IlpoBeieHne 5KCnepTH3bI JOKYMEHTOB Ji/1s1 IOTy4YeHUsl pa3pellleHrsl Ha PoBe/leHre MeXX/[yHapOJHOro
MHOTOL|EHTPOBOIO KJIMHUUECKOT0 UCC/IeI0BaHus JIEKApCTBEHHOT'0 Mpernapara /Jisi MeJULIMHCKOTO
TIpUMeHeHUs WU MOCTPEeruCcTPaLMOHHOIO KJIMHUUECKOT0 UCC/1e/l0BaHUs JIeKapCTBEHHOT'0 Mpernapara /st
MeJMLMHCKOTO MPUMEHEeHUs U STUUeCKOM SKCIIePTU3bI U BblJjaua pa3pelleHus: Ha POBe/jeHre
MeXX/IyHapOJHOTO MHOTOLIEHTPOBOI0 K/TMHUUECKOTO MCC/e/JOBaHKS JIEKapCTBEHHOTO Mpernapara Jijisi
MeJULMHCKOTO MPUMEHEeHUs WX MOCTPEruCTPALIMOHHOTO KJIMHUYECKOTO UCC/IeJOBaHUS JIeKapCTBEHHOTO
ripenapara Jijisi MeJULIMHCKOTO PYMeHEeHUsI OCYILeCTB/ISIIOTCS B TIOPsIJiKe, YCTaHOB/IEHHOM cTaTbsiMu 20 -
22 Hacrosero ®enepanbHOro 3akoHa. X

6. PerieHust 06 oTKase B MPOBeJIeHWH 3KCIePTH3bl IOKYMEHTOB /IJisl TIONy4eHus pa3pelieHust Ha
TPOBe/IeHNe MeXXIyHapOAHOTO0 MHOTOLIEHTPOBOTO KJTMHUYECKOTO UCC/Ie0BaHUs JIeKapCTBEHHOTO
rpernapara Jijisi MEJULIMHCKOTO MPUMEeHEeHUs UM MOCTPeruCTPaljMOHHOTO KJIMHUYECKOTr0 UCC/IeJ0BaHus
JIEKapCTBEHHOT0 Tpenapara Ajii MeJULIMHCKOTO TPUMEHEHUSI ¥ STUUeCKOW 3KCIePTU3bI U B BblZaue
paspellieHus Ha MPOBe/leHre MeXXYHapOJHOrO MHOTOLIEHTPOBOI'0 KITMHUYECKOTO UCC/Ie[J0BaHHS
JIEKapCTBEHHOT0 Mpernapara Ajisi MeJULIMHCKOT0 MPUMeHEeHUs1 WU MOCTPeruCTPalMOHHOTO KJIMHUUEeCKOTO
HCCJIeIoBaHUs JIeKapCTBEHHOTO TperiapaTa /ijisi MeJULIMHCKOTO TIPUMeHeHUsT MOTYT ObITh 00Ka/loBaHbI B
MOpsiIKe, YCTaHOB/IEHHOM 3aKOHOZaTe/IbcTBOM Poccuiickort defeparum.

Crarbs 40. [IpoBeseHne KJIMHUYECKOTO UCC/Ie0BaHK JIeKapCTBEHHOI0 Mperapara JJsi MeJULMHCKOr0
TIpUMeHeHUsI

1. PykoBoguTeb MeAULIMHCKOM OpraHU3aliii, KOTopasi POBOUT KJIMHUUECKOe UCC/ieloBaHKe
JIeKapCTBEHHOTO TIperiapaTta Jijisi MeJUIIMHCKOTO TIPUMeHeHHs], Ha3HauaeT UCCIeioBaTeIsi, OTBETCTBEHHOTO
3a TIpPOBe/IeHNe TaKOTo MCCIIeloBaHUs U UMeTOLI[ero jjedeOHYI0 CrieliiaabHOCTh, COOTBETCTBYIOLIYIO
MIPOBOIUMOMY KJIMHWUYeCKOMY MCC/IeJOBaHUIO JIEKapCTBEHHOTO TIperapara, Co CTa’keM paboThI 1o
rporpaMmaM KJIMHAYeCKUX UCC/Ie/JOBaHUH JIeKapCTBEHHBIX TIperapaToB He MeHee YeM TISiTh JIeT U 110 ero
TIPe/I/IO’KEeHNIO Ha3HauaeT COMCC/IeZioBaTesiel U3 Yrciia Bpaueid 3Tol MeJULIMHCKOW OpraHH3alyu.

2. ViccnenoBaresib OCyILLeCTB/IsSIET BBIOOD MaljeHTOB, KOTOPLIe 110 MeAULIMHCKUM ITOKa3aHUSIM MOTYT ObITh
TIPUBJIEUeHbI K YYaCTHIO B KIIMHUYE CKOM MCC/Ie/[OBaHUH JIEKapCTBEHHOTO TIperiapara Jijist MeIUI[UHCKOTO
MIpUMeHeHUsl.
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3. ViccrieoBaTenb ¥ COMCCII0BATEITH JO/DKHBI OBbITh 03HAKOMJIEHBI C Pe3y/bTaTaMU JOKIMHIUECKOTO
HCCJIe/IoBaHUs JIeKapCTBEHHOTO CPe/ICTBa, COAiep Kall[UMUCs B OpOIIIope 1cc/e[oBaTe s, IPOeKTOM
MPOTOKOJIa KJIMHAYECKOTO UCCI/IeJOBaHUS JIeKapCTBEHHOTO Mperaparta /11 MeJULMHCKOT0 MpYMeHeHUs,
pa3paboTaHHBIM pa3pabOTUMKOM JieKapCTBEHHOTO Tperapara Uik UHbIM I0pUuUe CKUM JTULIOM,
TPUB/IEKaeMbIM K OpPraHu3aljiy NPOBe/leHHsI KIIMHUUeCKOrO MCC/eI0BaHts JIeKapCTBEHHOrO Tipernapara
JI1s1 MEJULIMHCKOTO IPUMEeHeHUs, U JPyTMMH MaTepuajiaMy TaKoro UCC/Ie[J0BaHuSI.

3.1. PykoBoaMTE/Ib METUIIUHCKOM OPTraHU3al[iH B CPOK, He TIPEBBIIIAIOIINN TPeX pabounx JHEH Co THS
HauaJjia MpoBe/leHus1 KTMHUUeCKOTO UCC/e/J0BaHUs JIeKapCTBEHHOTO Mpernapara Jijisl MeJULUHCKOr0
TIpUMeHeHws], Coo0ITIaeT 00 3TOM B YIIOJTHOMOUEHHBIH (e/iepaibHbIN OpraH UCTIOIHUTE/TLHON BIACTH,
BbIZIABILIMI pa3pelleHre Ha TIPOBeZieHre TaKoro UCC/Ie[j0BaHus, TI0 yCTaHOBIEHHON UM (opMe.

(uactb 3.1 BBeseHa PefepanbHbIM 3aKOHOM OT 29.11.2010 N 313-P3)

4. OpraHu3alyu, OCyLeCTBISIOLIe OPraHU3alvio NPOBe/ieH s KIMHUUeCKOT0 UCC/Iel0BaHUs
JIEKapCTBEHHOT0 Mpernapara /s MeJULMHCKOTO MPUMeHeHUs M YKa3aHHbIe B 4yacTu 3 cTatbu 38
Hacrosiiero ®esepaabHOTO 3aK0Ha, B C/Tyuae He0OX0AUMOCTH BHECeHUsI U3MeHeHUH B IPOTOKOJT
K/IMHUYeCKOTO MCCJIe/JOBaHUSI JIEKapCTBEHHOTO TIperapara /ijisi MeJULIMHCKOTO TIPUMeHeHHsI CO001[atoT 00
5TOM B YIIOJIHOMOUEHHBIN (hefiepaibHblid OpraH UCIO/HUTEIBHOM B/IaCTH, BbIJABIINMK pa3pelleHre Ha
TpoBe/ieHNe TaKOTo UCC/e/JOBaHMUs, 110 yCTaHOB/IeHHOU UM dopme. X

(B pen. ®enepanbHOro 3akoHa ot 11.10.2010 N 271-®3)

4.1. ®opma coo0I1ieHUst 0 BHECEHUH M3MEHEeHUH B TIPOTOKOJT KJTMHUYECKOTO UCC/IeIOBAHMS
JIeKapCTBEHHOTO Tpernapara Ji/isl MeJULMHCKOr0 PUMeHEeHUs I0JKHa COZlep KaTh CIeyIolye CBeeHNUs:
1) HauMeHOBaHUe, WAeHTU(PUKALIMOHHBIM HOMEp U /laTa MPOTOKOJIa KIMHUUECKOT0 UCC/ieloBaHus;

2) nara BHECEHUS] U3MEHEHMI B MPOTOKOJ KJIMHUYECKOT0 UCC/Iel0BaHuS;

3) HaMMeHOBaHKe U MeCTO HaXOXK/IeHHUs 3asiBUTEJIS;

4) HaMeHOBaHKe OpraHU3allyiy, MPUB/IeUeHHON pa3paboTUMKOM JIeKapCTBEHHOTO Tperiaparta K
OpraHu3aluy NpoBeJieHUs1 KJIMHAYeCKOT0 UCCie[oBaHus (TIpU Ha/IMUuK);

5) HaUMeHOBaHUs U MeCTa HaxOXKJeHUsI MeJULMHCKMX OpraHu3alyii, B KOTOPbIX POBOAUTCS
K/IMHUYeCKOe UCCIIelOBaHue;

6) mara Bbljaur pa3pelleHus Ha MpoBeJieHre KIMHUYeCKOr0 UCC/Iel0BaHUsl 1 HOMED 3TOr0 pa3peLieHus;
7) U3MeHeHUs], BHOCUMbIe B POTOKOJI KJIMHUUECKOTO UCC/IeI0BaHus.

(uactb 4.1 BBesieHa PefepanbHbIM 3aKoHOM OT 11.10.2010 N 271-P3)

5. B cpok, He MpeBbIIIAINUN TPU/IATH pabourX JHeH Co JAHs TOyUYeHHsT YKa3aHHOTO B YacTH 4
HaCTosILL[el cTaTby COOOIIeHNs], YIIOJTHOMOUeHHbIN (e/iepabHbIN OpraH UCTIONHUTE/IbHOW BIaCTH
paccMaTpHUBaeT 3TO COODIeHNe B YCTaHOB/IEHHOM UM TOPsIJIKe U TIPUHUMAET pPellleHre 0 BHeCeHU!
M3MeHeHHH B TIPOTOKO/I KIIMHUUYECKOTO UCC/Ie[J0BaHUs JIeKapCTBEHHOTO TMpernapara Ji/isi MeJULMHCKOr0
NpUMeHeHUst Uu 00 OTKa3e BO BHECEHWU TaKUX W3MeHeHHH. X

6. KnuHnueckoe vccefioBaHue JIeKapCTBEHHOTO Mpernapara /il MeIMLIMHCKOTO TIPUMEHEeHHsI MOKEeT
OBITH MPUOCTAHOB/IEHO WM TIPEKpaIlieHo, eC/IM B MPOLiecce ero MpoBe/ieHust 00Hapy’>keHa OMacHOCTD JiIst
JKW3HH, 3[10POBbsI MALIMEeHTOB. B c/Tyuae BOSHUKHOBEHUSI ONTACHOCTH /151 KU3HH, 3/10POBbs Mal[MeHTa,
YYaCTBYIOLLIErO B KJIMHUUECKOM MCC/IeI0BaHUY JIEKAPCTBEHHOT'0 TIpernapara st MeJULIMHCKOTO
TIpUMeHeHUs], UCClie/[oBaTesi 00si3aHbI MPOMHGOPMUPOBaTh 06 TOM PYKOBOJUTEISI MeAULIMHCKON
OpraHu3aljuM ¥ OpraHu3alyio, MOMYUYMBILYIO paspelleHre YII0JHOMOYeHHOro de/iepaJbHOro opraHa
WICITOJTHUTE/IbHOM B/IaCTH Ha OpraHU3al|io NIPOBeZleHNs KIIMHUYeCKOTr0 UCC/Iel0BaHusl JIeKapCTBEHHOTO
rpenapara. PerieHre o MpuoCTaHOB/IEHUH KJIMHUYECKOTO UCC/IeJl0BaHuS JIeKApCTBEHHOIO Tperapara Jjist
MeIULIMHCKOTO NPUMeHeHUsI IPUHUMAaOT PYKOBOAUTE/Tb MeIULIMHCKOW OpraHu3aluu U (Min)
opraHu3alys, oy4yMBlLIas paspelleHre YIIoJHOMOYeHHOro ¢e/iepaJbHOro OpraHa UCIOoHUTe/IbHOM
B/JIaCTU Ha OPraHU3aLUI0 MPOBe/IeHNs] KIMHUUeCKOro UCC/Iel0BaHUs IeKapCTBEHHOT'0 Mpernapara /st
MeJULMHCKOTO MMPUMEHEeHHUs], pelleHre O MpeKpaljeHuy TaKoro UCC/Iej0OBaHusl TPUHUMAET
YTIOJIHOMOUYEHHBIN (hefiepasibHbIN OpraH UCIIOHUTETHLHOM B/IaCTU Ha OCHOBAaHUM COOOILI[eHUS B
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MUCbMEeHHOW (hopMe PyKOBOJUTE/ISI MeJULIMHCKOM OpraHu3aliuy Wi OpraHu3aliyis, oayYuBLiIas
paspellieHre YIoJIHOMOUEeHHOTO (peJiepaJbHOro OpraHa UCIO/IHUTEIBHOM B/IaCTH Ha OpraHu3aliyio
TpOBeJieHUs KITMHUYeCKOr0 UCC/Ie[J0BaHNs JIeKapCTBEHHOIO Tperapara Jijisi MeJULMHCKOTO [IPYMeHeHUsl.
7. B cpoK, He TpeBbIIIAOIIHI MSATU pabounx AHel co [HS 3aBepIlieHus], IPUOCTaHOB/IeHUs WIN
TpeKpaleHus1 KTMHUYeCKOro MCCIe0BaHNs JIeKapCTBEHHOTO Tpernapara Jijisl MeJULMHCKOI O
ripyuMeHeHus], coobirieHre 00 3TOM HarpaB/sieTCs OpraHu3alUsiMU, YKa3aHHBIMU B YacTH 3 cTaThu 38
Hacrosiero ®esiepaabHOro 3aK0Ha, B YIIOJTHOMOYEHHbIN (efiepaibHbli OpraH WCIOMHUTEeIbHOW BIaCTH
T10 YCTaHOBJIeHHOM UM dopme.X

8. ®opma coobiieHus 0 3aBepIleHNH, TPUOCTAaHOBIEHUH WM TPeKpaIleHnH KIIMHUYeCKOTO
WCCJIelOBaHUs JIeKapCTBEHHOTr O Tpernapara sl MeIMLIMHCKOrO TIpUMeHeHus J0JKHA COZeprKaTh:

1) nHdopmaLIo 0 MeJULIMHCKOW OpraHu3aliu WK MeIMLMHCKUX OpraHu3alsx, POBOAUBILIKX JaHHOEe
HCCJIefloBaHUe;

2) ornvcaHye JaHHOTO UCC/Ie/I0BaHuS;

3) maHHbIe uccienoBatess (haMuins, UMsi, OTUECTBO, MECTO paboThl, 3aHUMaeMasi OJKHOCTh,
CTIeL[HaTbHOCTD, CTaXX PabOTHI 10 TTPOrpaMMaM KIMHHUeCKUX MCC/IeI0BaHMUM JIeKapCTBEHHBIX
TripernaparoB, NepevyeHb KJIMHUYeCKUX UCCeJOBaHUM JIeKapCTBEHHBIX TperaparoB, B KOTOPbIX OH
TIPUHMMaJI yyacTHe (IIepUo/ibl y4acTHsl) B KaueCTBe UCCIef0BaTess UK COMCCIef0Baress);

(B pen. ®enepanbHOro 3akoHa ot 11.10.2010 N 271-®3)

4) pe3ynbTar JaHHOTO UCC/Ie0BaHus (3aBepllleHre, IPUOCTaHOB/IeHNe WY NIpeKpallieHre JaHHOTO
WCCJIeIOBaHUs C YKa3aHUEeM WX MPUUWH U BIUSHUS Ha OLIEHKY ero pe3y/bTaToB, OOIIyI0 OLIeHKY pUcKa U
0KU/laeMOM MO/b3bI OT IPUMEHEeHUs] UCC/IelyeMOro JIeKapCTBEHHOI'O TIperapara, a Takxe
Trpe/iriosiaraeMble JaabHelIIe 1eiCTBUs).

9. YronHOMOueHHbIH (eZepasTbHbIN OPraH UCTIOTHUTETLHOM B/IaCTH OMyO/IMKOBBIBAeT U pa3MelliaeT Ha
cBoeM o(uLanbHOM caiiTe B cetu "VIHTepHeT" coobirieHre 0 3aBepliieHHH, PUOCTaHOBIeHUH UTH
TNpeKpaleHru KJIMHAYeCKOro UCC/Ie[0BaHUs JIeKapCTBEHHOTO Ipernapara [Jijisi MeJULMHCKOIO
TpUMeHeHUs B CPOK, He TIPeBBILIAIIIWN MATH pabourx JHel o JHS ero MoyiyueHus], B yCTaHOB/IEeHHOM
VM TIOpsIJIKe.

10. YnonHoMoueHHbIM (efiepanbHbIl OPraH UCIIOJHUTE/ILHOM B/IaCTH OCYILeCTB/IsIET BeJleHre peecTpa
nccesoBaresnen, IpOBOAALMX U MPOBOAUBILIMX KIMHAYECKHe UCC/Ie[0BaHNs JIeKapCTBEHHBIX
TIperaparoB /i MeJULIMHCKOIO TIpUMeHeHYs], B COOTBETCTBUU C YTBEPKeHHbIMU UM MpaBUIaMU U
pasMelljaeT ero Ha cBoeM O(ULMaIbHOM caiTe B ceTH "VIHTepHeT" B yCTaHOB/IEHHOM KM MOPsIJKe.
YKa3aHHbIN peecTp COZlepP>KUT MH(POPMALHIO, MPeyCMOTPEHHYIO MyHKTOM 3 YacTU 8 HacTosien
crarbu. X

11. OTyet o pe3synbrarax KJIMHAYECKOTO UCC/IeJOBaHMS JIEKAPCTBEHHOTO Mperiapara /Jisi MeJULMHCKOTO
TIPUMeHeHUs] COCTaBIIIeTCs OpraHu3aliel], ykasaHHOU B yacTu 3 ctaTtby 38 HacTosero desepanbHOro
3aKOHa, HA OCHOBaHUM 3aK/IOUeHHH MeIULIMHCKUX OpPraHM3alyiid, MPOBOJUBIIMX 3TO UCC/Ie[l0BaHUE, U
TIpe/ICTaB/IsIeTCsl B YIIOJTHOMOUeHHbIN (hefiepanbHbIl OpraH UCIIOTHUTE/ILHOM B/IaCTH, BbIZABIINN
paspellieHre Ha NPoBeJieHre 3TOr0 UCC/Ie[0BaHus, B CPOK, He MPEeBbIILIAOLUI TPeX MeCsLeB CO /IHS ero
3aBepllleHts], IPUOCTaHOBJIEHUS WIN NIPeKpallieHus], B ITOPs/IKe, YCTaHOBJIEHHOM YIIOJTHOMOYeHHbIM
(henepanbHBIM OPraHOM UCTIOHUATETbHOW BAaCTU. X

12. Hapy1ieHve npaBu1 KIMHAYECKOM MPAKTUKH, danbCcruKalys pe3y/ibTaToB KIMHUUECKOTO
WCCJIeIoBaHUs JIeKapCTBEHHOTO TIperiapara Jijisi MeJULIMHCKOTO TIPUMeHeHUsT B/IeKYT 3a co0oi
OTBeTCTBEHHOCTh B COOTBETCTBUH C 3aKOHOZATeIbCTBOM Poccutickor ®esepariyu.

13. Ilpu nipoBeieHNH KIIMHUUECKOIO UCC/1e/l0BaHus JIeKapCTBEHHOT'O Tiperapara /it MeJULIMHCKOTO
MIpYMeHEeHUs JOMyCKaeTcsi 3a00p y MarjeHTOB OMO/IorHuecKuX MaTeprasoB (00pasiibl 6MooruyecKux
JKUJKOCTeH, TKaHeld, CeKPeTOB Y MPOJyKTOB )KU3HEeZeITeTbHOCTU YesioBeKa, (PU3HM0/I0OTHYeCKUX U
TaTOJ/IOTUYE CKUX BbIZIe/IeHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHM3MOB, OHUOTICUIHBIN MaTepHali)
JI1s1 UX U3yueHust Ha TeppyuTopum Poccuiickoii @esepaniuu v (Win) 3a npefieiaMyd TEpPUTOPUU
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Poccutickon ®eneparum.

14. TTopsiiok BBO3a Ha Tepputoputo Poccutickoit ®@esiepaliiy U BbIBO3a 3a Ipe/ieibl TepPUTOPUN
Poccutickoit @eziepaiiyiy 610I0TMUECKAX MaTePHUAJIOB, TIOYYEeHHBIX TTPY MTPOBE/IEHUH KIMHUUECKOTO
HCCJIeIoBaHUS JieKapCTBEHHOTO Tperapara Jijisi MeAMLIMHCKOTO TPUMeHeHHs], YCTaHaB/IMBaeTCs
[TpaButenscTBOM Poccuiickont defeparym.

Crarbs 41. [JoroBop 0 npoBeieHMY KJIMHUYeCKOI'0 MCC/IeJOBaHUs JIeKapCTBeHHOT0 Tiperapara JJist
Me/JMLIMHCKOTO IPYMeHeHUs!

1. KnuHnueckoe vcciejoBaHue JieKapCTBEHHOTO Tperapara Jjisi MeJULIMHCKOTO MPUMeHeHUsI IPOBOAUTCS
B COOTBETCTBHUU C JOTOBOPOM O TIPOBE/IeHUH KJIMHUUECKOTO UCC/IeI0BaHMs JIEKapCTBEHHOT 0 Ipernapara
JI71s1 MeJULIMHCKOTO IIPMMEeHeHMs], 3aK/IF0uaeMbIM Me)X/ly OpraHu3aliieid, oayuMBIIel paspellieHye
YTIOJIHOMOUYEHHOTO (hefiepa/IbHOTO OpraHa UCIIOJTHUTeTbHOM B/IaCTH Ha OpraHM3al{|io MPOBe/ieH!sl TaKoro
WCCeJOBaHUS, ¥ MeIULIMHCKOW OpraHU3aliel, 0CyleCTBSIOIIel TPoBeJeHre TaKoro NCCeJOBaHMUS.

2. [loroBop 0 MpOBeAeHUH KITMHUYEeCKOT0 UCC/IeZJ0OBaHUs JIeKapCTBEHHOTO Tpernapara /st MeULIMHCKOTO
TIpUMeHeHHUs JO/DKEeH COJeprKaTh:

1) ycoBusi ¥ CPOKM MPOBeJeHUS JJAHHOTO UCC/Ie[JOBaHMUS;

2) onipeziesieHue o0I1lel CTOMMOCTH MPOTPaMMBbI JaHHOTO UCC/e[J0BaHUs C yKa3aHUeM CYMMBI,
Tpe/iHa3HavaroLelcsl /IS BbIIIAT UCC/e/j0BaTe/IsIM, COMCCIIeloBaTe IsiM;

3) onpesiesieHe (popMbI MpeZiCTaB/IeHUS pe3y/IbTaToOB JaHHOTO WCC/IeJOBaHUS B YIIOJTHOMOUEHHbBIN
(henepanbHbBIN OPraH UCIIOTHUTEILHOM B/IaCTH.

Cratbs 42. duHaHCOBOE 0becrieueHre KIIMHUYECKOTO UCC/Ie/OBAHMS JIEKAaPCTBEHHOTO Mperiapara Jijist
Me/JMLIMHCKOTO IPYMeHeHUs!

duHaHCoBOe obecrieueHre KIIMHUUECKOTO UCCIeJ0BaHUs JIeKapCTBEHHOTO Tperapara Jijist MeIMLUHCKOTO
TPUMEHEHHUs OCYIeCTB/ISIeTCS 3a CUeT:

1) cpeacts dhenepanbHOrO OHOKETA;

2) cpefiCTB OpraHu3alyy, MOJyYUBIINX pa3pelleHre Ha OpraHu3alyio NpoBeJeHus1 JaHHOTO
WCC/e[JOBaHNs, B COOTBETCTBUU C YCIOBHSIMU [IOTOBOPA O €ro NPOBeZleHNH;

3) MHBIX He 3anpeleHHbIX 3aKOHOaTenbCTBOM Poccuiickor ®Pefiepaliii ICTOUHUKOB.

Crarbs 43. [IpaBa nalyeHTOB, yU4aCTBYIOIMX B KJIMHUYECKOM MCC/Ie[J0BaHMHU JIEKapCTBEHHOIO rperiapara
JLJ11 MeZIULIMHCKOTO IPYMeHeHUst

1. YyacTue naijieHTOB B KJIMHUUYECKOM HUCC/Iel0BaHUU JIeKapCTBEHHOTO TIperiapara /ijisi MeJULIMHCKOTO
TIPUMEHEHUS SBJISIETCS J0OPOBOJIEHBIM.

2. TlaLyeHT WM ero 3aKOHHBIN MTpe/iCTaBUTe b A0/KeH ObITh MH(GOPMUPOBAH B MMCbMeHHOMN opMme:
1) o lekapcTBeHHOM TIperiapare /Jisi MeIULIMHCKOTO TTPUMeHEeHHs U CYIITHOCTH KJTMHUUEeCKOTO
WCCJIeIoBaHUsI 3TOTO JIeKapCTBEHHOTO TIperapara;

2) 0 6e301acHOCTH JIEKApCTBEHHOTO TIperiapara /yisi MeAULMHCKOTO TTPUMEeHEHHs], er0 OKHJaeMoi

3¢ PeKTUBHOCTU U CTeTIeHU PUCKA AJIs TTaLMeHTa;

3) 00 yc/oBUSX ydacTus MaljpieHTa B KTMHUUeCKOM MCC/IeJOBaHUH JIeKapCTBEHHOTO TIperiapara Jjist
MeIULIMHCKOTO TIPUMeHeHH s,

4) 0 Lje/Id WK LeJIsIX ¥ IPOZ0/DKUTETbHOCTH KIMHUUeCKOTO UCC/Ie[j0BaHUs JIeKapCTBEHHOTO Tperapara
JIIsE MeIULUHCKOTO TIPUMEeHEeHUST;

5) 0 AeMCcTBUSIX Tal[MeHTa B C/iyuae HelpeABUAeHHbIX 3 deKTOB B/IMSHUS JIeKapCTBEHHOTO Tiperapara
JUIsI MeIMLUHCKOTO TIPUMeHeHHsI Ha COCTOSIHUE ero 3/I0POBbS;
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6) 00 ycoBUsX 00si3aTeIbHOTO CTPAaXOBaHUSI YKU3HH, 3[0POBbBSI MAlJMeHTa;

7) 0 rapaHTUsSIX KOHPUIeHIIMATbHOCTH YUYacTHs MaljieHTa B KTMHAYeCKOM HCC/ieIOBaHUN
JIeKapCTBEHHOTO Tpernapara /i MeJULIMHCKOTO IPUMeHeHHsl.

3. JobpoBosibHOE cor/iacye naiyeHTa Ha yuacTve B KTMHUYeCKOM MCC/IeloBaHUN JIeKapCTBEHHOTO
Triperapara Jijis MeIML{UHCKOTO NTpUMeHeHUsl TIOATBEeP)KAeTCsl ero MOANKUCHIO0 WX TIOATHCHIO ero
3aKOHHOTO TIpe/ICTaBUTe ISl Ha MH(HOPMALIMOHHOM JIUCTKE TaljieHTa.

4. TTalieHT WK ero 3aKOHHbIN Mpe/iCTaBUTe/Ib UMeeT MPaB0 OTKa3aThbCsl OT YYaCTHsl B KITMHUYECKOM
HCCJIeIOBaHUY JIEKapCTBEHHOT'O Tperiapara JJisi MeJULIMHCKOTO IPUMeHeHus Ha Ti000i cTafnuu
TMIPOBe/IeHUsT TAKOTO MCC/Ie/|OBaHuSI.

5. TIpoBefieHMe KTMHAYECKOTO UCC/Ie/IOBaHMs JIeKapCTBEHHOTO TIperapara JJisi MeJULIMHCKOTO
MIpUMEeHEeHUs C y4acTHeM B KaueCTBe MalMeHTOoB JleTell [0y CKaeTcs TOJIbKO C COIVIacHs B TMCbMEHHOU
(dopme ux poauTesiel, ycbiHOBUTeIeH. [1eTh MOTyT pacCMaTpUBaThCS B KaueCTBe MOTeHI[Ua/TbHBIX
TaleHTOB TAaKOTO MCC/Ie0BaHNs, TOMBLKO eCJ/IH ero MpoBejeHre Heo0X0qUMO [iisl YKpeIyIeHus! 3[0POBbsI
JeTel wiv poPUIaKTUKU WH(GEKI[MOHHBIX 3a00/1eBaHUM B 1eTCKOM BO3pacTe MO0 eC/iu Lie/ibio TaKoro
WCCIIe/IOBaHUS SIB/SIeTCSl TIOMyYeHue JaHHbIX O Haulyullleld J03MPOBKe JIeKapCTBEHHOT'O Nperapara /st
neyeHust feteil. B 3TUX cilyuasix TaKOMy MCC/Ie[JOBaHUIO I0JDKHO Mpe/IIieCTBOBAaTh KITMHUYeCKoe
WCCrleloBaHKe JIeKapCTBEHHOTO Mperapara /s MeAULIMHCKOTO TPUMeHeHHs Ha COBePLLIEHHO/IeTHUX
rpax/aHax.

6. 3anpeliaeTcs MpoBeZieHre KIMHUYECKOT0 UCC/Ie/J0OBaHKS JIeKapCTBEHHOTI'0 Mperapara /s
MeIULIMHCKOTO TIPUMEeHeHHsI C yuacTheM B KaueCTBe TMaljeHTOB:

1) mereli-cUpOT U fieTel, OCTABIIMXCS €3 MOMeUYeHus] pOJUTeNel;

2) >KeHIL[H B repuo/] 6epeMeHHOCTH, JKeHIIH B TIepUo/, IPYAHOT0 BCKaPM/IMBAHUS, 3a UCK/THOUeHUEeM
C/lydaeB, eCJIM POBOJUTCS KJIMHUUECKOe MCC/Ie/j0BaHue JIeKapCTBEHHOTO Tperapara, rnpejHa3HauyeHHOr0
IS yKa3aHHBIX >KeHIIIYH, TP YC/IOBUM HEOOXO[UMOCTH MoJTyueHust UH(GOpPMaLMK TOJILKO BO BpeMs
MIPOBe/IeHHsT COOTBETCTBYOIINX KIIMHUYECKUX UCC/IeJOBAaHUN U TTPUHSTHS BCeX HeOOXOAUMBIX Mep TI0
WCK/TIOUeHUIO PUCKA HaHeCeHHs Bpe/ia JKeHIIMHe B Tieproj, OepeMeHHOCTH, >KeHIL[MHe B Tepyo/ TPYAHOTO0
BCKapMJIUBAHUS, TUIOAY WA peOeHKy;

3) BOEHHOCTY)KAll[1X, 3a UCK/TFOUeHUeM C/TydaeB TIPOBeieHUst KTMHUUeCKOTO UCCIe0BaHUS
JIeKapCTBEHHOTO TIperiapara, CriejiaabHO Pa3paboTaHHOTO /ISt IPUMEHEeHHs B YCJIOBUSIX BOEHHBIX
JIeHCTBUH, Upe3BbIUaiHBIX CUTYaI[|H, TPO(UIaKTHKU U iedeHus 3ab0/ieBaHU U MTOPayKeHUH,
TIOTyYeHHBIX B pe3ysibTaTe BO3JeldCTBUsI HeO/IaronpusiTHBIX XUMAYeCKHX, OM0I0TnYeCcKuX,
paiMaliMoHHbIX (hakTopoB. KiMHMueckoe rccieloBaHe TaKOTO JIeKapCTBEHHOTO TperiapaTa MoXKeT
MIPOBOJUTHLCS C yUaCcTHeM B KaueCTBe MaljeHTOB BOEHHOC/TY KallllX, 38 UCK/II0YeHHeM BOeHHOCTY KalliX,
MIPOXOASAIIX BOEHHYIO CTYy>KOy 10 MPU3bIBY, C COOM0ZieHreM TpeboBaHUM, YCTaHOBIEHHBIX HAaCTOSILLAM
®efepanbHBIM 3aKOHOM B OTHOLLIEHUU T'PaXKJaHCKUX JIUL];

4) COTPYAHUKOB IPABOOXPaHUTETLHBIX OPTaHOB;

5) 511, OTOBIBAIOIMX HaKa3aHKe B MeCTaxX JIMILeHUsI CBOOO/IbI, @ TAKIKe JINL], HAXOASAIIUXCS T10]] CTpaXKer
B CJIe[ICTBEHHBIX W30/ TOPAX.

7. JoryckaeTcsi IpoBeJieHWe KIMHWYEeCKOro UCC/eloBaHUs JIeKapCTBEHHOT O Tpernapara Jjist
MeIULIMHCKOTO TIPUMeHeHHs, Tpe[Ha3HaueHHOT0 JIJIs1 JieueHUsl ICUXUUYeCKuX 3aboeBaHui, ¢ ydacTHeM B
KaueCTBe TIAL[MeHTOB JIUI] C TICHXWYeCKUMH 3a00/IeBaHUSIMH, TIPU3HAHHBIX HeJleeCrioCOOHBIMU B TIOPSIJIKE,
yCTaHOBJ/IEHHOM 3aKOHO/aTeibcTBOM Poccuiickoii denepariyu. KnuHudeckoe vcciefoBaHue
JIeKapCTBEHHOTO TperapaTa B 3TOM C/ydae POBOAXTCS MPH HaJIMUMK COIVIaCHs B MUCbMeHHOU (opme
3aKOHHBIX Tpe/[CTaBUTeel YKa3aHHBIX JIUL].

Cratbst 44. O6s13aTelbHOE CTPaXOBaHUe XKU3HU, 3[0POBbS Mal[ieHTa, YUaCTBYIOLEr0 B KTMHUYeCKOM
MCCIIeIOBaHUY JIEKAPCTBEHHOTO TIperapara /ijisi MeJUIIMHCKOTO IIPUMeHeHUSsT
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(B pen. ®enepanbHOro 3akoHa ot 29.11.2010 N 313-d3)

1. Opranusaiysi, oMy4rBLIas pa3pelleHre Ha OpraHr3al|io MPoBeJeH sl KTMHAYeCKOTo UCC/Iel0BaHUs
JIeKapCTBEHHOTO TIpeTiapaTa /ijisi MeJULIMHCKOTO TIpUMeHeHus1, 00s13aHa B KaueCTBe CTpaxoBaTeJis
CTpaxoBaTh PUCK MPUUMHEHUs Bpe/ja )KU3HH, 3/]0POBbIO MaljeHTa B pe3y/bTaTe poBe/jeHUs
K/IMHUYeCKOT0 UCC/Iel0BaHus JIeKapCTBEHHOTO TIperapara /ijisi MeJMLIMHCKOTO IPUMeHeHHs 3a CBOM CUeT
IMyTeM 3aK/IFOUeHHs JOTOBOPA 00s13aTe/TbHOTO CTPaXOBaHKSI.

2. O6beKkToM 00s13aTe/TbHOTO CTPAXOBaHUs SIB/ISIETCS] UMYIIleCTBeHHbBIN UHTepeC TaljueHTa, CBS3aHHbIN C
MIPUYMHEHMEeM Bpe/ia ero >KU3HU WY 3[I0POBBIO B pe3y/bTaTe MPOBe/ieH!s KIMHUUeCKOT0 UCC/IeJOBaHUs
JIeKapCTBEHHOTO Tpernapara Jijisl MeJULMHCKOT0 IPUMEeHEeHUsl.

3. CTpaxoBBIM C/Ty4aeM II0 A0TOBOPY 00s13aTesTbHOTO CTPAXOBAHUS SIBJISIETCSI CMEPTh MarjieHTa uiu
yXy/IIIIeHHe ero 3/10POBbs, B TOM UHCJIe BiIeKyllee 3a 000U ycTaHOB/IeHNe MHBATUAHOCTU, TIPH HAJTUUKH
MIPUYMHHO-C/IECTBEHHOU CBSI3M MEXKY HaCTYTJIEHHEM 3TOTO COOBITHSI M yUacTHeM TIal[ieHTa B
K/IMHUYeCKOM MCC/IeJlOBaHUM JIeKApCTBEHHOT'O TIperapara.

4. TpeboBaHus 0 BO3MeI|eHUH Bpe/ja, TPUYMHEHHOT0 )KU3HU WM 3/[0POBBIO TAL[MEeHTa, TIPeIbSIBIISIOTCS B
TeueHre CPOKOB MCKOBOM JJABHOCTH, YCTaHOB/IEHHBIX I'Pak/laHCKUM 3aKOHO/aTe/TbCTBOM.

5. Pa3mep cTpaxoBoii BBITIIATHI TI0 JOTOBOPY 00513aTe/IbHOTO CTPAXOBAHUSI COCTABIISIET:

1) B csiyyae cMepTH MallMeHTa jBa MAJ/TMOHA py0sieit Ha KaX/[0oro MaldeHTa, yuaCTBOBaBILIero B
K/IMHUUYEeCKOM UCC/e[0BaHUU JIeKapCTBEHHOTO Tpernapara;

2) npy yXy/ILLIeHUU 3[J0pPOBbSI MALjeHTa:

a) TIOBJ/IeKIIIeM 3a CO00¥ yCTaHOB/IEHHEe WHBA/TUIHOCTH | TPyTITbl, OWH MUITMOH TISITHCOT THICSY pPyOsieit
Ha Ka)k/I0ro MalyeHTa, y4aCTBOBaBILIEeT0 B KJIMHWYECKOM MCC/Ie[i0BaHHH JIeKapCTBEHHOTO TIperapara;

0) roBsiexiIeM 3a cob0 ycTaHOB/IeHHe MHBAMUAHOCTH 11 rpyrimel, ofuH MU/LTMOH py06sieil Ha KaXK0ro
nalyeHTa, y4acTBOBaBLIEro B KJIMHUYECKOM MCC/IeJ0BaHMY JIeKAPCTBEHHOT'O Tperapara;

B) IMOBJIEKILIEM 3a C000# ycTaHOB/IeHHe HBAMUAHOCTH 111 rpymimbl, MATHCOT ThICSY pyOiieii Ha KaXKI0ro
nalyeHTa, y4acTBOBaBIIEro B KJIMHUYECKOM MCC/IeJ0BaHNY JIeKApCTBEHHOT'O Tperapara;

T) He TIOB/IEKIIIeM 3a COO0M yCTaHOB/IEHHS] MHBA/IUIHOCTH, He Oosiee ueM TPUCTA ThICSY pyOrieii Ha
KaKZI0ro MaljyeHTa, yuaCcTBOBABILIEr0 B KIMHUUECKOM UCC/eJ0BaHUU JIEKapCTBEHHOTO Mpernapara.

6. Pa3amep cTpaxoBBIX BBITIIAT MOXKET OBITH yBe/MUeH Ha OCHOBAHUH PelleHus Cy/a.

7. Cpok oroBopa 00si3aTe/TbHOTO CTPaxOBaHUsI He MOXKeT ObITh MeHee, YeM CPOK TPOBe/IeHUsI
KJIMHUUYEeCKOT0 UCC/Ie[0BaHUs JIeKapCTBEHHOTO Tpernapara.

8. YcnoBusi joroBopa 00si3aTe/IbHOTO CTPaxOBaHUsl, B TOM UKCJ/ie CTPaxoBble Tapudbl 10 00si3aTeTbHOMY
CTpPaxXOBaHUIO, ITepeueHb HeOOXOAUMBIX JOKyMEHTOB /ISl OCYIIleCTB/IeHHSI CTPAaXOBOMW BBITUIATHI, TIOPSZOK
YCTaHOBJIEHUSI CTpaxoBareseM WHAUBUAYaIbHOT0 UIeHTU(HKALMOHHOI0 KO/la MaljueHTa, NopsoK
MH($OPMHUPOBaHUs CTpaxoBaTe/ieM CTPaxOBILMKa O NPYB/eYeHHBIX K KITMHUYeCKOMY UCC/IeZ0BaHUIO
JIeKapCTBEHHOTO Tpenapara Jijisi MeJULMHCKOr0 PYMeHeHUsI NaljeHTax, Mops/0K yIlaTbl CTPax0BOU
TIpeMuH, MOPSJI0K peanu3aliiy orpe/ieNeHHbIX HacTosKM deiepaibHbIM 3aKOHOM U IPYTUMU
(eepasbHBIMU 3aKOHAMU TIPaB ¥ 00s13aHHOCTEH CTOPOH 10 JIOTOBOPY 00si3aTe/IbHOTO CTPaxOBaHUs
yCTaHaB/IMBAIOTCSI TUTIOBBIMU TIPaBU/IaMU 00s13aTe/TbHOTO CTPaXOBaHUSI.

9. B cnyuae npuunHeHusl Bpe/ia XKU3HU MalleHTa, y4aCTBOBaBLLIEeTr0 B KIMHUUECKOM MCC/IeJ0BaHUN
JIeKapCTBEHHOT0 TIperapaTa, BBIroA0NpHoOpeTaTe/isiMy 110 JOTOBOPY 00s13aTeTbHOTO CTPaxOBaHUS
SIBJISIFOTCSI TPaXk/laHe, UMeloIIIMe TIPaBo Ha BO3MellleHre BpeJa B C/lyuae CMepTH KOPMUJIbLA B
COOTBETCTBUM C TPa’KJAHCKUM 3aKOHO/,aTebCTBOM, MPH OTCYTCTBUU TaKUX T'PaKJaH - POAUTENH, CYTIPYT,
JleTH yMepLLero nalyeHTa, y4aCTBOBaBLLIero B KIMHUUECKOM UCC/Ie[J0BaHUHY JIeKapCTBEHHOTO Tperapara,
B C/lyyae CMepTH MallieHTa, yuaCTBOBaBIIIero B KJIMHMUECKOM MCC/Ie/J0BaHMH JIeKapCTBEHHOTO Tperapara
Y He UMEBILIer0 CaMOCTOSITE/IbHOTO [J0X0/1a, - TPaXk/iaHe, Ha WKUBEHUH KOTOPLIX OH HaXO/WJ/ICS, B
OTHOIIIEHWY BO3MeIL[eHUsI PacX0/[0B Ha rorpebeHre TalyenHTa, yuaCTBOBABIIIer0 B K/TMHUYE CKOM
YCCreJOBaHUU JIeKapCTBEHHOTO Tpernapara, - ML, OHecIllee TaKhe PacxXo/bl.
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10. CtpaxoBasi BbITlJIaTa B CUeT BO3MellleHus Bpe/ja, MPUUMHEHHOT0 KW3HU Tal[MeHTa, yuacTBOBABIIIero B
KJIMHUUEeCKOM UCC/Ie[IOBaHUM JIeKapCTBEHHOTO TIperiapaTa, pacripe/iesisieTcst Mexay
BBLITOZIONTPHOOpeTaTe /IIMH MPOTOPIIMOHATBHO WX KOJTMUECTBY B PaBHBIX JIOJISX.

11. TIpu HaCTyT/IEHUM CTPAaXOBOTO C/IyYast MaljeHT, Y4acTBOBABLIMI B KTMHUUECKOM UCCTIeZJ0BaHUU
JIeKapCTBEHHOTO TIperapaTta, BbIroIoNprHoOpeTaTe b BIIpaBe MpeIbsIBUTh HETIOCPECTBEHHO CTPAaXOBIIUKY
TpeboBaHUe 0 BO3MeIlleHUH MPUUMHEHHOT0o Bpe/ja. CTpaxoBasi BhITIaTa OCYIIeCTB/ISIETCSI CTPAaXOBILUKOM
B TeUeHWe TPUJLIATH JTHEH CO JHS Tpe/iCTaB/IeHNst He0OXO[UMBIX JOKYMeHTOB. [TarieHT, y4acTBOBABIIIHIA
B KJIMHUYECKOM HCC/IeZlOBaHUU JIeKapCTBEHHOTO Tperiaparta, Uiu BeIroorprobpeTarenb 00si3aH
COOOIIUTH CTPAaXOBIUKY /ISl OCYII[€CTB/IEHUS] CTPAXOBOU BBIMJIAThI MHAUBU/YaTbHbIN
HeHTUUKAIIMOHHBIN KO/ Tal[ieHTa, YCTaHOB/IeHHBIN CTpaxoBaTe/ieM B COOTBETCTBUM C TUTIOBLIMU
MpaBWIaMH 00s13aTe/IbHOTO CTPAaXOBaHMUS.

12. Jo mostHOTO OTIpeZiesieHUst pa3Mepa Mo iexall|ero BO3Mell[eHUI0 Bpe/la CTPaXOBIIUK T10 3asiBJIEHUI0
raijMeHTa, y4acTBOBaBIIIero B KJIMHUYeCKOM MCC/IeIOBaHNM JIeKapCTBEHHOT'O Tperiapara, Wiv 3asB/ieHUI0
BLITOZIONIpHOOpeTaTe/isi BIipaBe OCYI[eCTBUTb YaCTh CTPAXOBOM BBITIAThI, COOTBETCTBYIOIIYIO
(hakTHUeCKH orpezie/ieHHOW YacTy TIPUUKMHEHHOTO Bpe/a.

13. CrpaxoBasi BbIIJIaTa B COOTBETCTBUH C JOTOBOPOM 00s13aTe/TbHOTO CTPaXOBaHUsI OCYILIeCTBISIeTCs
HEe3aBUCUMO OT BBITJIAT, MPUUUTAIOLIUXCS TI0 [PYTUM BU/laM CTPaxOBaHUSI.

14. He pormyckaeTcst yyacTHe TaljieHTa B IPOBeJieHUH KJTMHAYeCKOTo UCC/Ie/IoBaHuUs JIeKapCTBEHHOTO
Triperapara rpy OTCyTCTBUU /I0TOBOPa 00si3aTe/TbHOTO CTPAaXxOBAHUSI.

15. KoHTpoJib 3a UCTIO/THEHHEM OpraHU3alivel, MoTyuuBIiieli pa3peliieHre Ha OpraHrU3aLyio TIPOBe/IeHUs
K/IMHUYeCKOT0 UCC/IeloBaHus JIeKapCTBEHHOTO TIperapara Jijisi MeZJMLIMHCKOTO TTPUMeHeHUs ],
yCTaHOBJIEHHOM HacTosiIIel cTaTheil 00513aHHOCTH 110 00513aTe/IbHOMY CTPaXOBaHUIO JKU3HU, 3/I0POBbSI
raieHTa, y4acTByolllero (y4yacTBOBaBIiIero) B KJIMHUYeCKOM UCC/IeIOBaHNY JIeKapCTBEHHOT'O Tperapara,
OCYILIeCTBJISIeTCS YIIOJTHOMOUYEeHHBIM (e/lepaTbHbIM OPraHOM UCITOJTHUTeTbHOM BIaCTH, BbIAABLINM
paspellieHure Ha MpoBe/ieHre KIMHAYeCKUX UCC/IeloBaHUM JIeKapCTBEHHbIX MperapaToB Jis
MeIULIMHCKOTO TIPUMeHeHHUsl.

T'nasa 8. TIPOM3BOJICTBO M| MAPKMPOBKA JIEKAPCTBEHHBIX CPE/ICTB
Crarbs 45. [Ipon3BOACTBO JIeKapCTBEHHBIX CPeJCTB

1. ITpor3BOACTBO JIeKapCTBEHHBIX CPefCTB JO/DKHO COOTBETCTBOBATh IpaBujiaM OpraHu3aLyiy
TPOU3BO/ICTBA U KOHTPOJISI KaUeCTBa JIeKapCTBEHHBIX CPeJICTB, YTBEP)KAEHHbIM yII0JTHOMOYEHHBIM
(enepanbHBIM OPraHOM UCIOHUTETbHOW BIACTH.

(B pex. @enepanbHOro 3akoHa ot 25.06.2012 N 93-P3)

2. I1Ipon3BOACTBO JIeKapCTBEHHBIX CPe/ICTB Ha Tepputopur Poccuiickoit defiepari 0Cy1leCTBIISETCS
TPOU3BOJIUTE/ISIMU JIEKAPCTBEHHBIX CPeCTB, UMEIOLLMMU JIML[EH3UI0 Ha POM3BO/CTBO JIEKapCTBEHHBIX
CpeJCTB.

3. TIpon3BOACTBO JIeKapCTBEHHBIX CPEJICTB OCYILECTB/ISIETCS C COOMI0AeHneM TpeboBaHuMIA
TIPOMBILLIJIEHHOTO perriaMeHTa, KOTOPbI yTBep)KAaeTCsl pYKOBOAUTe/IeM MPOU3BOJUTEISI JIeKapCTBEHHBIX
CPeZICTB Y BK/TIOUAeT B ce0st mepeueHb UCTIO/b3yeMbIX (hapMarieBTHYeCKUX CyOCTaHIUN U
BCTIOMOTaTe/IbHBIX BEIIEeCTB C yKa3aHHUeM KOJIMUeCTBa KaKJO0ro U3 HUX, AaHHbIe 00 MCIO/Ib3yeMOM
00opy10BaHKH, OTIMCaHHE TeXHOJIOTHYeCKOTO TPoLiecca ¥ MeTOI0B KOHTPOJISI Ha BCeX dTarax
TIPOU3BO/ICTBA JIeKAPCTBEHHBIX CPe/CTB.

4. Ilpu 1pou3BOACTBe JIeKapCTBEHHBIX CPEZCTB UCIIONb3YIOTCS (hapMarieBTHUeCKHe CyOCTaHLIUH,
BKJ/IIOUEHHBIE B TOCYZlapCTBEHHBIN peecTp JIeKapCTBEeHHbIX CPEJICTB.

5. 3anpelaeTcs MPpOU3BOACTBO:

1) nexkapCcTBeHHBIX CPeJCTB, He BK/IFOUEHHBIX B FOCYZ,apCTBEHHBIN peecTp JieKapCTBEHHBIX CPeJCTB, 3a
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WCKJTFOUeHUEM JIEKapCTBEHHBIX CPe/ICTB, MPOM3BOJUMBIX /ISl IPOBE/IeHUST KTMHUUeCKUX UCCIIeI0BaHUN U
[JJIsT 9KCIIOPTa;

2) danbcuULMPOBaHHBIX JIEKAPCTBEHHBIX CPE/ICTB;

3) NeKapCTBeHHBIX CpeCTB Oe3 JIMLeH3UH Ha MTPOU3BO/CTBO JIeKapCTBEHHBIX CPe/ICTB;

4) 1eKapCTBEHHBIX CPE/ICTB C HapyIlIeHWeM TPaBU/I OPraHU3aliy MPOM3BOACTBA ¥ KOHTPOJIS KaueCTBa
JIeKapCTBEHHBIX CPeJICTB.

6. I[Tpu BBO/Ie JIEKAPCTBEHHBIX CPE/ICTB B TPAXKJAHCKHUI 000POT YIIOJTHOMOYEHHOE JIULIO TTPOU3BOAUTE]IS
JIeKapCTBEHHBIX CPEJICTB OCYILeCTBIsIeT MOATBepsK/IeHe COOTBETCTBHUS JIeKaPCTBEHHBIX CPeZICTB
TpeOOBaHUsM, YCTaHOB/IEHHBIM TIPY UX TOCY/IapCTBEHHOW PErruCTpariuy, U TapaHTUPYeT, UTO
JleKapCTBeHHbIe CPe/ICTBa IMPOM3BeZieHbI B COOTBETCTBUH C MPaBU/IAMH ITPOMU3BOZCTBA M KOHTPOJIS
KaueCTBa JIEKApCTBEHHBIX CPEJICTB.

7. YTI0O/THOMOYEHHBIM JIML[OM [TPOU3BO/UTEJIS] IeKapCTBEHHBIX CPEJICTB SIB/ISIeTCS ero pabOTHHK,
MMeIOIIHH BhICIIee (hapMalleBTUUYeCcKoe, XUMUUeCcKoe Wiu Orosoruueckoe obpasoBanue b0 pu
MIPOM3BO/ICTBE JIeKAPCTBEHHBIX CPeZCTB [JIs1 BeTePUHAPHOTO ITPUMeHeHHs BeTeprHapHOe 00pa30oBaHHe,
cTax paboThl He MeHee UeM IATh JIeT B 00/1aCTH MPOU3BO/ICTBA U KOHTPOJISI KAUeCTBa JIeKapCTBEHHBIX
CpeJCTB U aTTeCTOBAHHLIN B MOPSIJKe, YCTaHOB/IEHHOM YIIOJTHOMOUEHHBIM (he/iepa/lbHbIM OpraHOM
VICIIOJIHUTE/IbHOU BJIaCTH.

8. IIpou3BoaUTE M JIEKAPCTBEHHBIX CPEJICTB MOT'YT OCYIL[eCTB/ISITh TIPOZI’KY JIEKApCTBEHHBIX CPeJCTB UTH
repe/iaBaTh UX B YCTaHOB/IEHHOM 3aKOHO/aTe/IbCTBOM Poccutickoli denepaliuu opsizike:

1) ApyrvM MPOU3BOJUTEISIM JIeKapCTBEHHBIX CPEJICTB JiIsl TIPOM3BO/CTBA JIeKapCTBEHHBIX CPEJICTB;

2) opraHu3aIysM ONTOBOM TOPTOB/IU JIEKAPCTBEHHBIMU CPeCTBAMU;

3) anTeyHbIM OpraHU3aLsIM, BeTePUHAPHBIM alTeUHbIM OpraHU3aLUsIM, HHAUBUYaTbHBIM
TpeIPUHUMATEJISIM, UMEFOILUM JIULIEH3HI0 Ha (JapMaLleBTUUECKYIO [IeITeTbHOCTD WX JIULIEH3UIO Ha
MeJULIMHCKYIO [1esTe/TbHOCTh;

4) HayYHO-UCC/IeA0BaTeIbCKUM OPraHU3aLIUsIM /1T HAyYHO-HCC/IeJOBaTe/TbCKON PaboThI;

5) MeJULTHCKUM OpraHU3allysiM ¥ BeTePHHAPHBIM OpraHU3aliyisiM;

6) opraHu3anysM, OCyIIeCTBISIOIINM pa3Be/ieHre, BhIpalljiUBaHUe U COJIep>KaHHe KUBOTHBIX.

Crarbs 46. MapKUpOBKa JIeKapCTBeHHBIX CPeJCTB

1. JlekapCTBeHHBIe Npernaparsl, 3a UCK/IFOUeHUeM JIeKapCTBEHHBIX ITPerapaToB, U3rOTOBIEHHbBIX
anTeyHbIMH OPraHU3alUsIMK, BeTePUHAPHBIMU alTeUHbIMUA OpraHU3alusiMU, UHAUBUYaTbHbIMU
NpeArpUHUMAaTe/ISIMH, UMEIOILMMU JIMLIEH3UI0 Ha (hapMalleBTUUeCKYIO [1esiTe/IbHOCTb, JO/DKHBI [TOCTYNAaTh
B oOpaliieHue, ecyu:

1) Ha X NMepBUYHOM YITaKOBKe (3a UCK/II0UeHHeM NTePBUYHOM YIIaKOBKY JIEKAPCTBEHHBIX PACTUTE/IbHBIX
rperapaToB) XOPOLLIO YUTaeMbIM IIPHU(TOM Ha PyCCKOM SI3bIKe yKa3aHbl HAMMEeHOBaHUe JIeKapCTBEHHOTO
rperapara (Me>XlyHapOoJJHOe HellaTeHTOBaHHOe, WX XMMHUUYeCKoe, UM TOProBoe HauMeHOBaHue), HOMep
cepuu, JjaTa BhIMyckKa (/151 UMMyHOOMO/IOTHUeCKUX JieKapCTBEHHBIX TIperapaToB), CPOK TOJHOCTH,
JI03VPOBKA WM KOHLIEHTparysi, 00beM, aKTUBHOCTD B eJMHHULIAX [IeMCTBHS UM KOJTMUECTBO [03;

(B pen. ®enepanbHOro 3akoHa ot 11.10.2010 N 271-®3)

2) Ha UX BTOPUYHOH (MTOTPeOUTEThCKOM) YITaKOBKe XOPOIIIO0 YNTaeMbIM IIPU(TOM Ha PYCCKOM SI3bIKE
yKa3aHbl HAMMeHOBaHHe JIeKapCTBEHHOTO Tpernapara (MeXXAyHapoJHoe HellaTeHTOBaHHOe UJTH
XUMHUYeCKOe U TOProBoe HaMeHOBaHMs1), HaMMeHOBaHYe TIPOM3BONTe s JIeKapCTBEHHOTI'0 Mperapara,
HOMep CepuH, JlaTa BhIMycKa (/11 UMMYyHOOMOIOTHYeCKUX JIeKapCTBeHHBIX TperapaToB), HOMep
PerucTpaLioHHOTO Y/[0CTOBEPEHHS, CPOK TOJHOCTH, CII0CO0 TIpUMeHeHws, J03UPOBKa WK
KOHIL|eHTpalusi, 00beM, aKTUBHOCTb B eIMHULIAX 1eHCTBUs MO0 KOJTMUECTBO /103 B YIIaKOBKe,
JleKapCcTBeHHasi popMa, YC/I0BUSI OTIYCKa, yCJI0BUSL XpaHeHus1, pelynpejuTe/ibHble HaJlUCH.

(B pen. ®enepanbHOro 3akoHa ot 11.10.2010 N 271-®3)
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2. dapmarieBTUUeCKHe CyOCTaHI[UM [IO/DKHBI TTOCTYTIaTh B 0OpalljeHue, eC/id Ha UX TePBUYHON YIIaKOBKe
XOPOIIO YATAeMbIM LLIPDU(TOM Ha PYyCCKOM $13bIKe YKa3aHbl HAMMeHOBaHWe (hapMalieBTUUeCKOn
cyOcTaHIM (MeXXIyHapoJHOe HellaTeHTOBaHHOe WM XUMUYeCKOe ¥ TOPrOBOe HauMeHOBaHUs),
HauMeHOBaHUe TIPOU3BoAUTes (hapMalieBTHUYeCKOM CyOCTaHI[MK1, HOMep CepUH U JjaTa U3rOTOBJIeHMUS,
KOJIMYECTBO B YIIAaKOBKe Y €JMHULIbI U3MepPeHUs KOJINUeCTBa, CPOK FOAHOCTH U YC/I0BHS XpaHEeHUS.

3. JlekapcTBeHHbIe CPeJICTBa B KaueCTBe CbIBOPOTOK /IO/DKHBI ITOCTYTATh B 0OpallleHue C yKa3aHueM
JKABOTHOTO, U3 KPOBH, 1/1Ia3Mbl KDOBU, OPTaHOB Y TKaHel KOTOPOTO OHU TOJ/TyYeHbl.

4. Ha BropuuHy0 (TIoTpeOUTeTbCKYI0) YIIaKOBKY JIeKapCTBEHHBIX CPeZICTB, MO/TyUeHHbIX U3 KPOBH,
T71a3Mbl KDOBY, OPraHOB U TKaHeM uesioBeKa, J0/DKHAa HAHOCUTBCS HaAnuck: "AnTtuTena k BUU-1, BUU-
2, K BUpycy renaruta C ¥ IOBepXHOCTHBIM aHTUreH BUpyca rernatura B orcyTcTByroT".

5. Ha mepBUYHYIO YTIAaKOBKY ¥ BTOPUUHYO (TIOTPeOUTETbCKYI0) YIIAKOBKY paiuodapMarieBTuue CKUX
JIeKapCTBEHHBIX CPeJCTB /10/DKeH HAHOCUTBCS 3HaK PaJIMal[MOHHOM OMacHOCTH.

6. Ha BropruHYyto (MOTpeOUTENbCKY0) YIIAKOBKY T'OMeOTaTHue CKUX JIeKapCTBEHHBIX TPerapaToB /[0/DKHA
HAHOCHUTBLCS HaAMMCh: "T'omeomnaTrnueckuii".

7. Ha BTOpHuHYIO (TTOTPEOUTE/BLCKYHO) YITAaKOBKY JIEKAPCTBEHHBIX PACTUTE/ILHBIX MTPENaparoB J0/KHa
HaHOCUTBLCS HaAMMUCh: "TIpoyKLYs MpOoIilia PaJiMaliMOHHbINA KOHTPOJIb'.

8. Ha mepBUuHY0 yIakOBKY ¥ BTOPUUHYHO (TTOTPeOUTETHCKYI0) YIIAaKOBKY JIeKapCTBEHHBIX TIPeTapaToB,
rpe/iHa3HaueHHbIX [J1s1 KIMHUYeCKUX UCCIeJ0OBaHUM, JO/PKHA HAHOCUTBHCSI HAAMUCh: " [I/1s1 KMTMHUUYe CKUX
HCCIeJOBaHUN "

9. YnakoBKa JieKapCTBeHHbIX CPe/CTB, IIpeiHa3HaueHHbIX UCK/IFOUUTE/IbHO /ISl 9KCII0OPTa, MapKUpyeTCs B
COOTBETCTBUHM C TPeOOBaHUSIMU CTPAaHBI-UMIIOPTEPA.

10. Ha TpaHCTIOpPTHY!O Tapy, KOTopasi He TIpe/iHa3HaueHa [ijist ToTpeOuTesieil U B KOTOPYHO MOMeIIeHO
JleKapCTBEHHOE CPe/ICTBO, /I0/KHA HAHOCUTHLCS MH(OPMaLUs 0 HAUMEeHOBaHUM, CepUU JIeKapCTBEHHOTO
Cpe/CTBa, JjaTe BhIMyCKa, KOMYeCTBe BTOPUYHBIX (TIOTPeOUTeNbCKUX) YIIaKOBOK JIeKapCTBEHHOTO
CpeZiCTBa, IIPOM3BOJMTe/Ie JIEKAPCTBEHHOIO CPe/CTBa C YKa3aHUeM HauMeHOBaHUS M MeCTOHAaXOXKIeHUs
TIPOM3BOAMTEJIS IEKApPCTBEHHOTO CPe/CTBa (aZpec, B TOM UKC/e CTpaHa U (WInl) MecTo IPOM3BO/ICTBa
JIeKapCTBEHHOTO CPEJICTBA), @ TAKXKEe O CPOKEe TOJHOCTH JIEKapCTBEHHOTO CPe/ICTBA U 00 yC/IOBUSIX €ro
XpaHeHUs1 ¥ TlepeBO3KH, HeoOXo[uMble MpeyrpeuTe/bHble HaJTIMCA ¥ MaHUTTY/IITOPHbIE 3HAKHU.

11. Ha mepBUYHYIO YIIAKOBKY Y BTOPUUHYIO (TTOTPEOUTE/NBCKYI0) YITAKOBKY JIEKAPCTBEHHBIX CPEZICTB ISt
BeTepHYHAapHOI0 MPYMeHeHUs J0/DKHA HAHOCUTBCS HaIUCh: " [I/1s1 BeTepUHApHOI0 IIpUMeHeHus "

12. Ha BropruHYyt0 (MIOTpeOUTENbCKY0) YIIAKOBKY JIEKAPCTBEHHOTO TIperiapaTa HaHOCUTCS IIITPUXOBOM
KOZ.

I'naBa 9. BBO3 JIEKAPCTBEHHBIX CPEJICTB
B POCCUMCKYI0 ®EJIEPAIIVIO U BbIBO3 JIEKAPCTBEHHBIX CPEJJCTB
13 POCCUNCKOM ®EJTEPALIN

(B pen. ®@enepanbHOro 3akoHa oT 06.12.2011 N 409-®3)

Crarbs 47. TTopsijok BBO3a JieKapCTBeHHbIX cpeicTB B Poccutickyto ®ejepaiiuio U BbIBO3a
JIeKapCTBeHHbIX cpeZicTB u3 Poccurickon ®enepaiyu
(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-D3)

1. BBo3 niekapcTBeHHbIX cpeAicTB B Poccuiickyto defiepariyio 0Cy1eCTBASEeTCS B MOPS/IKe,
ycraHoBneHHOM [IpaButensctBom Poccuiickort defepaniuu, B COOTBETCTBUM C TAMOXKEHHBIM
3aKOHOZAaTenbCTBOM TaMokeHHOro coto3a B paMkax EBpA33C (manee - TaMOXXKeHHBIH CO103) U (U/TN)
3aKOHOZaTenbCTBOM Poccuiickor ®ezepaliivi 0 TAMOYKEHHOM Jiejie.

(B pen. ®@enepanbHOro 3akoHa oT 06.12.2011 N 409-D3)

2. Beo3umele B Poccutickyro Deziepaliyio 1eKapCTBEHHbBIE CPE/ICTBA [IO/DKHBI OBbITh BK/TFOUEHBI B
rOCyZlapCTBEHHBIN PeecTp JIeKapCTBEHHBIX CPe/ICTB.
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(B pen. ®enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

3. Momyckaetcs BBo3 B Poccuiickyto ®efjepaliyito KOHKPETHOM MapTUU 3aperuCTPUPOBaHHBIX U (H/H)
He3aperuCTPUPOBaHHbBIX JIEKAPCTBEHHBIX CPEe/ICTB, NIPejHa3HAauUeHHbIX /I/Is1 IPOBe/IeHNsT KIIMHUYe CKUX
WCCreJOBaHUM JIeKapCTBEHHBIX TperapaToB, MPOBeIeHNs1 SKCIePTU3bI JIEKAPCTBEHHBIX CPEJCTB /IS
OCYLLeCTB/IeHHs TOCYapCTBEHHOW PeruCcTpaly JJeKapCTBeHHBIX MperaparoB WK JIJIs1 OKa3aHUs
MeIULIMHCKOW MOMOIIU T10 )KW3HEHHBbIM I0Ka3aHUsIM KOHKPETHOTI'O MalleHTa Ha OCHOBAaHUM pa3pellieHus],
BbIJaHHOT'O YIIOJTHOMOUEHHBIM (pe/iepaibHbIM OpPraHOM HCIIOJTHUTEIbHOU BAACTH 10 3asiB/I€HUSIM JIHLI,
yKa3aHHbBIX B cTaTbe 48 HacTosiero @eziepasbHOrO 3aKOHa. PaccMOTpeHre Takoro 3asiB/ieHUs U
TIPUHSTHE PeLleHUs O BblJjaue pa3pelleHusi Ha BBO3 KOHKPETHOW MapTHHX 3aperuCTPUPOBAaHHBIX U (H/IN)
He3aperuCTpUpOBaHHbBIX JIEKAPCTBEHHBIX CPE/ICTB, NIPejHa3HauUeHHbIX /1/1s1 IPOBe/IeHHsT KTMHUYeCKUX
WCC/IeJOBaHUM JIeKapCTBEHHBIX IIPertapaToB, POBeleHUs SKCIIepTU3bI JIeKaPCTBEHHBIX CPeJCTB /IS
OCYILeCTB/IeHHS TOCYAapCTBEHHOW PerucTpalyy JeKapCTBeHHBIX MpernaparoB WK /1/1s1 OKa3aHUsI
MeJULIMHCKOU TIOMOIIIH 110 JKM3HEeHHBIM T0Ka3aHUsIM KOHKPeTHOTO TlaleHTa inbo 00 oTKa3e B BbiZiaue
yKa3aHHOTO pa3pellleHus IPOU3BOASATCS B CPOK, He TIPeBBIIIAIIUH MATH pabounx AHei. [1naTa 3a
BbIZlauy YKa3aHHOIO paspelleHus He B3umaeTcs. X

(B pen. ®enepanbHOro 3akoHa ot 06.12.2011 N 409-d3)

4. B Poccutickyro @efepaliyto MOXXHO BBO3UTb JIeKapCTBEHHBIE CPeZICTBA, KaueCTBO KOTOPBIX

MO TBEP)KJEHO CepPTU(PUKATOM MPOM3BOAUTEJIS JIeKAPCTBEHHBIX CPE/ICTB, YA0CTOBEPSIOLIM
COOTBETCTBHE BBO3MMBIX JIEKAPCTBEHHBIX CPeJICTB TPeOOBaHUAM (hapMaKOIeiHbIX cTaTel b0 B ciiyuae
MX OTCYTCTBHSI HODMaTUBHOM JOKyMEHTALUX UM HOPMaTUBHOTO JOKYMEHTa.

(B pen. ®enepansHOro 3akoHa ot 06.12.2011 N 409-D3)

5. 3anpeiaetcsi BBo3 B Poccuiickyro @ezepanuio ¢hanbCUPUIIMPOBAaHHbBIX JIEKAPCTBEHHBIX CPEJICTB,
He/[00pOoKaue CTBeHHBIX JIeKapCTBEHHBIX CPe/ICTB, KOHTPA(aKTHBIX JIeKapCTBEHHBIX CPEZCTB.

(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-D3)

6. ®anbcuduIpoBaHHbIe JTeKapCTBEHHBIE CPeJCTBA, He0OpOKaueCTBeHHbBIE JIeKapCTBEHHbIE CPe/ICTBA
TOJ|/1e)KaT U3bATHIO U NTOC/IeAYIOLeMy YHUUTOKEHUIO WX BbiBO3y U3 Poccuiickon ®efeparyy,
KOHTpa(aKTHbIe JTeKapCTBEHHbIe CPe/ICTBA - U3BATHUIO U MOC/IeAYIOIIeMY YHUUTOXKEHUI0. YHUUTOXKeHHe
1M BbiBO3 U3 Poccuiickor ®efepaniyy ¢hanbCUPULMPOBaHHbBIX JIEKAPCTBEHHBIX CPEJICTB,

He/[00pOKaue CTBeHHBIX JIeKaPCTBEHHBIX CPe/ICTB, KOHTPA(aKTHBIX JIeKapCTBEHHBIX CPeZCTB
OCYILLeCTB/ISIeTCS 3a CUeT JIULA, OCYLeCTBUBLIEro UX BBO3. [10pSI0K YHUUTOXKEHHUST U3bSTHIX
¢anbcrdUIIIpOBaHHBIX JIEKAPCTBEHHBIX CPECTB, HeZI0OpOKaueCTBeHHBIX JIeKapCTBEHHBIX CPE/ICTB,
KOHTpa(aKTHBIX JIeKapCTBEHHBIX CPeZCTB ycTaHaBnvBaeTcs [IpaBurensctBoM Poccuiickoit defeparyn.
(B pen. ®enepansHOro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluua, ocyuecTssitolue BBo3 B Poccuiickyro @esepaiiyiio GanbcridULMpOBaHHbIX J1€KapCTBEHHBIX
CpencTB, HeJOOpOKaueCTBeHHBIX JIEKapPCTBEHHBIX CPe/ICTB, KOHTPA(aKTHBIX JIeKapCTBEHHBIX CPEICTB,
HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOKEHHBIM 3aKOHOZATebCTBOM TaMO)KeHHOTO COr03a U
(wnn) 3akoHOfaTenbCTBOM Poccuiickor @esiepaliiy O TaMOXKEHHOM Jiefie.

(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-d3)

8. BbIBO3 /leKapcTBeHHBIX cpecTB u3 Poccuiickoii deepariviv 0CyIecTBsieTcst 6e3 pUMeHeHHsI
OrpaHUUEeHUM, YCTAaHOBIEHHBIX TAMO)XeHHBIM 3aKOHO/aTe/TbCTBOM TaMO)KeHHOro Coro3a U (U/In)
3aKOHOZaTenbCTBOM Poccuiickor ®esiepaliuy 0 rocyZjlapCTBEeHHOM pery/IMpOBaHUY BHEIIIHeTOPIOBOU
JlesiTeNIbHOCTU. BbIBO3 /1eKapCTBEHHBIX TIperaparoB /1/1s1 MeIULMHCKOTO TIPUMeHeHus1, IpeJiHa3HaueHHbIX
[/ TYMaHATapHOM MOMOIIM (COAEeMCTBUS) WK TTOMOLLY TPY Ype3BbIUaHbIX CUTYaLUsiX, U3 Poccuiickon
®Desepaliy OCyILECTBSIETCS B MOPs/IKe, ycTaHOBIeHHOM [IpaBuTenbcTBoM Poccutickoi ®@eseparivu.
(B pen. ®enepanbHbIX 3aKOHOB 0T 06.12.2011 N 409-®3, ot 25.11.2013 N 317-D3)

Crarbs 48. FOpuanueckue uiia, KOTOPBIM pa3pelleH BBO3 JIeKApCTBEHHBIX CpeJCTB B PoCCHliCKyO
®denepalyro
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(B pen. ®enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

JlekapcTBeHHbIe cpefcTBa B Poccuiickyro ®esepaijyito MOT'yT BBO3UTD:

(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-d3)

1) mpou3BoUTENM JIEKAPCTBEHHBIX CPEJICTB /I7IsI 1je/iel COOCTBEHHOTO MPOU3BO/ICTBA JIEKApPCTBEHHBIX
CpeJiCTB;

2) UHOCTpaHHbIe pa3pabOTUMKK JIEKAPCTBEHHBIX CPE/ICTB M MHOCTPAHHBIE TTPOU3BOUTE/TH
JIeKapCTBEHHBIX CPe/ICTB WM JIpyTHe IopuruecKye JIUIa 1o MopyueHuto pa3paboTurKa JieKapCTBeHHOTO
CpeJCTBa [I/isl IPOBe/IeHus] KTMHUUeCKUX MCC/Ie[J0OBaHUM JieKapCTBEHHOTO Tiperiapara, OCyleCTBIeHHUs
roCyZ,apCTBEHHOW perrMcTpaLyy 1eKapCTBeHHOTO Tperapara, BK/IIoUeHHs papMarieBThue CKOU
CyOCTaHIUM B TOCY/IapCTBEHHBIN PeecTp JIeKapCTBEHHBIX CPeZICTB, KOHTPOJIS KaueCTBa JIEKaPCTBEHHBIX
CpeJCTB MPY HaJIMUWK pa3pelleHrs yIoJTHOMOUYEHHOTo ¢efiepalbHOr0 OpraHa UCIOTHUTETbHOM B/IaCTH
Ha BBO3 KOHKDETHOM MapTUU JieKapCTBEHHBIX CPEe/ICTB;

3) opraHu3al ONTOBOU TOPrOB/IM JIEKADCTBEHHbIMU CPeZICTBAMU;

4) HayYHO-MCC/IeOBaTeIbCKMe OpraHu3ali, 00pa3oBaTeibHbIe OPraHU3al[|K BICIIET0 00pa30oBaHus,
TIPOM3BOJUTE/H JIeKapCTBEHHBIX CPe/ICTB /I/1s pa3pabOoTKH, UCCIe0BaHUM, KOHTPOJIsi 6@30MacHOCTH,
KauecTBa, 3¢(eKTUBHOCTH JIeKapCTBEHHBIX CPe/ICTB TIPU HAa/TMUWK Pa3pelieHus YII0JHOMOUeHHOTo
(hesepanbHOrO OpraHa MCIOJTHUTE/ILHOU B/acTy;

(B pen. @enepansHoro 3akoHa ot 02.07.2013 N 185-®3)

5) MeIMLIMHCKYe OpraHU3aliy, MHbIe yKa3aHHbIe B MyHKTax 1 - 4 HACTOALLeN CTaTby OPraHU3aLuu JJis
OKa3aHusi MeIULIMHCKOW TTIOMOIIIU T10 KW3HEHHBIM MMOKa3aHUsSM KOHKPEeTHOTO TallieHTa NPy HaJluuuu
paspelleHus YII0JIHOMOYEeHHOT0 (pe/iepaibHOTO OpraHa UCIIO/IHUTeIbHOM BIaCTH Ha BBO3 KOHKPETHOM
MapTUu JIeKapCTBEHHOTO TIperiapara, BbIIaHHOTO B YCTaHOB/IEHHOM MOPSsiZike B JOpMe 37IeKTPOHHOTO
JIOKYMEeHTa, MOANUCAHHOT0 YCUIEHHOW KBaTU(PULIMPOBAHHOM 3/1IEKTPOHHOM MOJIUCHI0. X

(B pen. @enepanbHoro 3akoHa ot 12.03.2014 N 33-D3)

Crarbs 49. [IoKyMeHTBl, IpefCTaB/IsieMble B TAMOXKeHHbIe opranbl Poccuiickon ®efiepariuy npy BBO3e
JleKapCTBeHHBIX cpeficTB B Poccuiickyro dezepariyto
(B pen. ®@enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

1. Ilpu BBO3e NleKapCTBEHHBIX CpeACTB B Poccuiickyro Pefiepaliviio B TaMOXKeHHbIe opraHbl Poccuiickon
®Denepaliy Hapsily C JOKyMeHTaMHu, Mpe/icTaB/eHre KOTOPbIX MPelyCMOTPEHO TaMOXKeHHBIM
3aKOHO/IaTeTbCTBOM TaMO)KeHHOr0 COr03a U (MM) 3aKoHoAare bcTBoM Poccurickout defepanum o
TaMOKEHHOM JieJie, IPe/ICTaB/ISI0TCS Ceyolre JOKYMEHTbI:

(B pen. ®enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

1) cepTUdUKaT NPOX3BOAUTE/IS JIEKAPCTBEHHOTO CPE/CTBA, YA0CTOBEPSIIOLLMK COOTBETCTBUE BBO3UMOIO
JIeKapCTBEHHOTO CpPeicTBa TPeOOBaHUSM (hapMaKOTeifHOW CTaTby MO0 B C/Tyyae ee OTCYTCTBUS
HOPMaTUBHOM JOKyMEHTALUX W11 HOPMaTUBHOTO JJOKYMEHTa;

2) paspelleHue YII0JHOMOYEHHOTO (efilepaJbHOro OpraHa MCIOMHUTE/IbHOW BaCTH Ha BBO3 KOHKPETHOM
MapTyY JIeKapCTBEHHOTO CPeJICTBA B C/IyyasiX, yCTaHOBJIEHHBIX YaCThbI0 3 CTaTbu 47 HACTOSILEr0
®DepepaIbHOIO 3aKOHA. X

2. JIoKyMeHTBI, yKa3aHHbIe B MyHKTax 1 ¥ 2 yacTy 1 HaCTOsAILEeN CTaTbH, PE/ICTaB/ISIIOTCS B TaMOXKEHHbIe
opranbl Poccuiickoii ®ezpepariun 1ipy MpUOBITHN JIeKapCTBeHHBIX cpe/icTB B Poccuiickyro ®enepanyio. X
(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-d3)

Cratbst 50. BB03 neKapcTBeHHBIX rperniapaTtoB B Poccuiickyro @eziepalivio f1Jisi JMYHOTO UCTIONMb30BaHUs U
VHBIX HEKOMMepYeCKHUX Liesien
(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-D3)
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1. JlekapcTBeHHbIe TIpeTiapaThl MOTYT OBITh BBe3eHbI B Poccuiickyto denepariuio 6e3 yueta TpebOBaHUM,
rpelyCMOTPeHHBIX YacTamu 1 - 4 crateu 47, cratbsiMu 48 U 49 Hactoswero ®esepaabHOro 3aKOHa, eC/Iv
OHU Tpe/iHa3HaueHsbl J1si: X

(B pen. ®@enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

1) TMuHOTO UCTI0/TH30BaHKUS (PU3MUeCKUMH JIML[aMU, TIPUOLIBIIMMU B Poccuiickyro dezepaliio;

(B pen. ®enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

2) UCTI0/Tb30BaHMs1 pabOTHUKAMH IUTIZIOMAaTHUe CKOTO KOPITyCa WU TIPeACTaBUTEISIMU MeKAyHapOJHbIX
OpraHu3aLuM, akkpeauToBaHHbIX B Poccuiickout defepanuy;

3) JileueHUs MaCCa’KMPOB U WIEHOB KUTIa’Kel TPaHCIIOPTHBIX CPeZCTB, TI0e3AHbIX Opuraj u BoguTesen
TPaHCIIOPTHBIX CPeCTB, MPUOBIBIINX B Poccutiickyto dezmepariuio;

(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-d3)

4) leyeHUs1 yUaCTHHUKOB M@XAYHApPOJHBIX KY/JIbTYPHBIX, CIIOPTUBHBIX MEPONPUATUA U YUYaCTHUKOB
MeXX/1yHapO/JHBIX SKCIeJULHI;

5) neueHrst KOHKPETHBIX JKUBOTHBIX B 300MapKax, a TAK)Ke )KUBOTHBIX, BBO3UMBIX B POCCHICKYO
®Denepaliyio /151 y4acTHs B CIIOPTUBHBIX M 3PEJTUIIHBIX MEePOTIPUSITUSIX.

(B pen. ®enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

2. B cnyyasix, npelyCMOTPEHHBIX 4acTbi0 1 HacTosLLel CTaTby, JOMyCKaeTcs BBO3 B Poccuiickyto
®depepalio JieKapCTBEHHBIX MPernaparoB, He 3aperucTpupoBaHHbIX B Poccurickont ®eneparuu. X

(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-d3)

3. JlekapCTBeHHbIe MperapaThl, IpelHa3HauUeHHbIe /1J11 TYMaHUTapPHOM MOMOIIM (COAEeUCTBUS) WIN
TIOMOLLM [P Upe3BblYaiiHbIX CUTYaLusiX, BBO3ATCS B Poccuiickyto ®efepariyio B Mopsijke,
ycraHoBneHHoM [IpaButensctBoM Poccuiickont ®efepanuu. 3arpelriaetcsi BB0O3 B POCCUICKYO
®Desepaliyio He3aperuCTPUPOBAHHBIX JIeKapCTBEHHBIX MPeraparoB, MpeiHa3HaueHHbIX JJIs
T'YMaHUTAPHOM MTOMOIY (COAEeMCTBYS) WU MOMOILLM MPY Ype3BbIYalHbIX CUTYaLUsX.

(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-D3)

Cratbst 51. CoTpyaHUYeCTBO (eJiepabHOTO OpraHa UCTIONHUTETLHOMN B/IaCTH, YIIOJTHOMOYEHHOTO B
00J1aCTH TaMOXXEHHOTO JIef1a, ¥ IPYTUX YIIOJIHOMOUEHHBIX (e/lepaJbHbIX OPraHOB UCIIOTHUTETbHOU
B/IACTH

1. YnonHoMoueHHbIe pefiepasibHble OpraHbl UCTIOJTHUTETLHOM B/IACTU MPEIOCTaBISIOT B paclopshKeHHe
(enepanbHOTO OpraHa WCTIOIHUTETbHOW B/IACTH, YTIOMTHOMOUEHHOTO B 00/1aCTH TAMOYKEHHOTO Jiefa,
roCy/ZlapCTBEHHbBIN PeecTp JieKapCTBEHHBIX CPeZICTB, a TakKe MH(OPMALIMIO O BbIJaHHBIX pa3pelleHursIX Ha
BBO3 KOHKPETHOM [apTUH JIeKapCTBEHHBIX CPeJCTB B CJIy4asiX, YCTaHOBJIEHHBIX YaCThbIO 3 cTaTby 47
Hacrosiero PefepanbHOro 3akoHa. X

2. ®enepanbHBINA OpraH UCIIOTHATETBHOM BIACTH, YIIOTHOMOYEeHHBIH B 00/1aCTH TaMOXXeHHOTO fIera,
MH(OPMHPYeT yKa3aHHbIe B UacTy 1 HaCTOsIel CTaTbU yIIOJHOMOUEHHbIe (heZiepanbHble OPraHbl
VICITOJIHUTE/IbHOM BJIaCTH O BBO3e JIeKapCTBeHHBIX CpeficTB B Poccuiickyro denepariyio 1 BbIBO3e
JIeKapCTBeHHBIX cpeAcTB U3 Poccuriickoit Pezepaiiuu no ¢popMe U B MOPsi/IKe, KOTOPble yCTAaHOB/IEHbI
[TpaButenscTBOM Poccuiickor @eaeparmn. X

(B pen. ®enepanbHOro 3akoHa oT 06.12.2011 N 409-d3)

I'nmasa 10. PAPMAIIEBTUYECKAS JEATE/IBHOCTH
Crarbs 52. OcyiectBieHue ¢hapmaleBTHUeCKOU J1esaTeTbHOCTH

1. cDapMaLIEBTI/IquKaH AeATe/IbBHOCTb OCYLIeCTB/IA€TCA OPraHU3dliUsAMN OITTOBOM TOPIrOBJ/IN
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JleKapCTBEHHBIMU Cpe/ICTBaMU, allTeUHbIMU OpPraHu3alyisMy, BeTepUHAPHBIMU allTeUHbIMU
OpraHu3alUsIMH, UHAUBUAYaIbHbIMU NPeANpYHUMATE/ISIMU, UMEIOLLMMH JIULIEH3UI0 Ha
(hapmalieBTHUeCKY10 /leATeTbHOCTb, MeIULIMHCKUMU OpraHU3al|usiMU, UMEIOILMMU JIULIeH3UI0 Ha
(hapMarieBTHUeCKYIO JIeATeIbHOCTb, M UX 000C00/IeHHBIMU 10/[pa3/esieHusIMU (amOysiaTopusiMu,
(benbaepckuMu U estbIepCKo-aKyIIiepCKUMY MTyHKTaMH, [IeHTpaMu (OTe/IeHUsIMU) 00111eit
BpaueOHOI (ceMeiHOI) MPaKTHKH), pacTiofIOXKeHHBIMH B CeJTbCKUX HACe/IeHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aliTeYHble OPraHu3allii, U BeTepUHapPHBIMU OpraHu3alyisMy, UMeIOIIUMU JIULIeH3UI0 Ha
(hapmaLieBTUUECKYIO [1eITeTbHOCTb.

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

2. ®usnyeckye 1L MOTYT OCYLLeCTB/ATh (papMal|eBTUUECKYO JesTeIbHOCTh [PU Ha/IMYUU BBICIIIETO
WU CpefiHero (hapMalleBTHUeCKOro 00pa30BaHus U cepTU(dUKaTa CTeIanCTa, BBICIIETO UIH CPeTHErO
BeTepHHapHOTro 00pa30oBaHus U cepTU(dUKaTa CIieljaicTa, a Takyke BbICIIEro WK CPeHero
MeUIMHCKOT0 00pa30oBaHuUsl, CepTH(UKaTa CIIeI[{a/UCTa U IOTIOIHUTE/TLHOTO MPodeCcCHOHATBEHOTO
o0pa3oBaHUs B YaCTH PO3HUYHOMN TOPTOB/IY JIeKapCTBEHHBIMU TperiapaTaMu MpH YCJIOBUU UX PabOTHI B
000C006/1eHHBIX TI0/Ipa3/ie/IeHUsIX MeIMIUHCKUX OpPraHW3alivii, YKa3aHHBIX B UaCcTH 1 HacTosei
cratbu. X

(uactb 2 B pen. PenepanbHOro 3akoHa ot 27.07.2010 N 192-®3)

Crarbd 53. [Ipozmaka, mepefjaua 1eKapCTBEHHBIX CPeZCTB OPraHU3alUsiIMU OITOBOM TOPTOB/IU
JIeKapCTBEHHBIMU Cpe/ICTBaMH

OpraHu3salyy OrToBOM TOPTrOBIU JIeKapCTBEHHBIMU CPeJICTBAMHU MOTYT OCYLIECTBIISATH MIPOAAKY
JIeKapCTBEHHBIX CPeJICTB UM NepefjaBaTh UX B YCTAHOB/IEHHOM 3aKOHOZATe/IbCTBOM Poccuiickoi
Denepaliyy nopsijke:

1) Apyrum opraHu3alysiM ONTOBOM TOPrOB/IM JieKapCTBEHHBIMU CPeZiCTBaMH;

2) IpOM3BOJWTENSM JIEKaPCTBEHHBIX CPEJCTB /1J1s1 LjeJiel TIPOM3BO/ICTBA JIeKapCTBEHHBIX CPe/ICTB;
3) anTeyHbIM OpraHU3alUsM U BeTepUHapHBIM alTeyHbIM OpraHU3aLysiM;

4) HayuHO-UCCJIeI0BaTeIbCKUM OpPraHU3alusiM JJis HayyHO-MCC/Ie/[0BaTe/IbCKON paboThl;

5) UHAUBU/lya/IbHBIM MpeANIpUHMUMATeIsIM, UMEIOLLUM JIMLIEH3UI0 Ha (papMalleBTUUeCKYH0 [1esiTeJIbHOCTh
WM JIMLEH3MIO HAa MEeJIULIMHCKYIO JeSTe/IbHOCTb;

6) MeJULIMHCKKM OpraHU3aliisiM, BeTepUHAapHBIM OpraHU3aLysiM;

7) opraHu3auysiM, OCYLeCTBIISIOLIMM pa3Be/ieHre, BhIpalliiBaHue U CoflepKaHue KUBOTHBIX.

Cratbst 54. [IpaBusia ONITOBOM TOPrOB/M JIeKApPCTBEHHBIMU CPe/ICTBaMU

OnToBast TOPI'OBJIA JIEKADCTBEHHBIMHA CPe€ACTBAMU OCYIIEeCTB/IAETCA IMPOU3BOIUTE/ISAMU JIEKAPCTBEHHBIX
CpeacCTB U OpraHr3aliiaAMH OITTOBOM TOProOBJ/IX JIEKAPCTBEHHLIMU CPE€ACTBAMMU II0 IIPpaBUJIaM,
YTBePXKAEHHBIM COOTBETCTBYIOILIKMMH YIIOJTHOMOYE€HHBIMHA (I)EAEP(:IIIBHI:IMI/I OpraHaMu HCTIOJTHUTE/TbHOM
BJ/IaCTH.

Crartbs 55. [Topg10K pO3HUYHON TOPTOBI/IX JIeKapCTBeHHBIMHU IperapaTamMmu

1. Po3HMYHAas TOPTOB/IS JIEKAPCTBEHHBIMHU TPeriapaTaMy B KOJTUUECTBaX, HEOOXOIMMBIX /IJIs1 BBITIOJTHEHHS
BpaueOHbIX ((heb/iepckrx) Ha3HaueHU Wi Ha3HaueHWH CIiel[uairicToB B 00/1acT BeTepUHApHH,
OCYIIIeCTB/ISIETCS allTeUHBIMU OpPraHU3aIUsIMU, BeTePUHAPHBIMU alITEYHBIMU OpPTaHU3aI[USIMH,
VH/VBU/YaIbHBIMU TIPeATIPUHUMATE/ISIMU, UMEIOILUMHU JIULIeH3UI0 Ha JapMalieBTUUeCKYH0 J1esiTeJIbHOCTb,
MeIUIUHCKUMY OpPTaHU3al[UsIMU, UMEIOLITUMHU JILIEH3UI0 Ha (papMalieBTUUeCKYHO JesTe/TbHOCTh, U UX
000co61eHHBIMU TIOZIpa3ziesieHus MU (aMOy1aTopusiMy, (esibALepCKUMU U (erb/II1epcKo-aKylepCKUMU
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MyHKTaMH, 1IeHTpaMu (OTZe/leHUsIMA) 00111elt BpaueOHOM (ceMelHOM) MPaKTUKK), PaCIIO/IOKeHHbIMU B
CeJIbCKUX HacesIeHHbBIX MyHKTax, B KOTOPBIX OTCYTCTBYIOT allTeuHble OpraHu3alvu, U BeTepUHapPHBIMU
OpraHu3alusiMH, UMeIOLMMU JIMLIeH3UI0 Ha (hapMalleBTUUeCKYt0 JledTeTbHOCTb. Pa3pellieHa po3HUUHAas
TOPTOBJISI TOJIBKO JIeKapCTBEHHBIMU TperiapaTaMu, 3aperucTpupoBaHHbIMU B Poccutickoit @esepauiyu wim
W3rOTOBJ/IEHHBIMU alTeUHbIMUA OPTraHU3al[UsIMU, BeTepUHAPHBIMU afiTeUHbIMU OpraHu3alysiMHu,
VH/VBU/YaIbHBIMU TIPeATIPUHUMATE/ISIMU, UMEIOILUMHU JIULIeH3UI0 Ha JapMalieBTUUeCKYH0 J1esiTe/IbHOCTb.
(B pen. ®enepanbHOro 3akoHa ot 25.11.2013 N 317-®3)

2. Bujibl anTeyHbIX OpraHU3al|il ¥ TipaBUJia OTITyCKa JIeKapCTBeHHBIX TPerapaToB /il MeJULIMHCKOTO
TIpUMeHeHUsI arTeUHbIMU OpraHu3al[UsiMU, UH/IUBU/yaTbHBIMU TIPeIITPUHUMATE/ISIMUA, UMEIOIIUMU
JIULIeH3MI0 Ha (papMaLieBTUUeCKYH0 [esiTe/TbHOCTh, a TaK)Ke TIpaBUJIa OTITyCKa JIeKapCTBeHHBIX TperaparoB
JI7IsT MeTULIMHCKOTO TIPUMeHeHUsT MeTULUHCKUMU OpTaHU3alusiMU, UMEIOLUMU JIULIeH3UI0 Ha
(hapMalieBTHUeCKYIO eATeIbHOCTb, U UX 000C00IeHHBIMU 10/[pa3/esieHusIMU (amOysiaTopusiMu,
(benbaepckuMy U QestbIepCKo-aKyIIiepCKUMU MTyHKTaMU, [IeHTpaMu (OTe/IeHUsIMU) 00111eit
BpaueOHOI (ceMeiHOI) MPaKTUKH), pacTiofIOXKeHHBIMH B CeJTbCKUX HACe/IeHHBIX MYHKTaxX, B KOTOPBIX
OTCYTCTBYIOT allTeUHble OPraHK3allid, YTBEPXK/Ial0TCsl YTIOTHOMOUYeHHbIM (efiepasibHbIM OPraHOM
WICTIO/THATE/IbHOU BIaCTH.

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

3. IlpaBusia OTMyCKa HAPKOTUUECKUX CPeJCTB U TICUXOTPOITHBIX Bell[eCTB, 3aperuCTPUPOBAaHHbIX B
KaueCTBe JieKapCTBEHHBIX TpPerapaToB, JIeKapCTBEeHHbBIX MperapaToB, CojieprKallluX HapKOTUUYeCKue
CpeZiCTBa U MCUXOTPOIHbIE BeI[eCTBa, YTBEPKAAIOTCS YIIOJTHOMOUYEeHHBIM (e/iepaJbHbIM OpraHoM
VICTIO/THATE/IbHOW B/IACTH T10 COIVIACOBaHUIO C (hefiepaibHbIM OPraHOM MCTIO/IHUTE/TbHOM B/IAaCTH,
OCYILIeCTB/ISIOLMM (PyHKIMU TI0 BEIpabOTKe TOCYjapCTBEHHOM MOTUTUKY, HOPMAaTUBHO-TIPAaBOBOMY
perympoBaHHI0, KOHTPOJTIO ¥ HaZi30py B cepe 060poTa HAPKOTHUECKHUX CPEJCTB, IICUXOTPOITHBIX
BeIIleCTB U UX MPEKYPCOPOB, a TaKKe B 00/1aCTU MPOTUBO/ENHCTBUS UX HE3aKOHHOMY 000pOTY.

4. JlekapCcTBeHHbIe TIpernaparhl /iJisi BeTePUHAPHOTO TIPUMeHEeHHsI TI0/jjie)kaT OTIYCKY BeTepuHapHLIMU
anTeyHbIMUA OpPTraHU3al[UsIMU, BeTepUHAPHBIMU OPraHU3aLysMU, UHAUBUYaTbHBIMU
Tpe/INpUHUMATe/ISIMU, UMEIOIIUMHU JIUL[eH3H1I0 Ha hapMalleBTUUeCKYO /iesiTeIbHOCTh. [IpaBusia oTmycka
JleKapCTBEeHHBIX MperiapaToB [ijisi BeTepUHAPHOTO TIPUMeHeHHs YTBePKAat0TCs YIIOTHOMOUYEeHHBIM
(ezepabHBIM OPraHOM UCIIOJTHUTEBHOM BaCTH.

5. IlepeueHb MeIULMHCKUX OpPraHU3alvii, UMEIOLUX JULeH31I0 Ha (hapMal|eBTUUeCKYIO JesaTebHOCTb, U
1X 000C00/IeHHBIX TT0/pa3zieneHuid (aMOynaTopuii, dhesbAIepcKUx 1 (esbIIIepCKo-aKyepCKUX
MyHKTOB, 1[eHTPOB (0TAeeHH) 0011ielt BpaueOHOM (ceMelHOI) MPaKTHUKU), PacIio/ioXKeHHBIX B CeTbCKUX
HaceJIeHHbIX MyHKTaX, B KOTOPIX OTCYTCTBYIOT ariTeuHble OpraHu3al[iy, a Takke repeueHb
JIeKapCTBEeHHBIX TperapaToB (3a UCK/IF0UeHHeM HapKOTHUYeCKUX JIeKapCTBeHHBIX TperapaToB U
TICUXOTPOTHBIX JIEKAPCTBEHHBIX TIPerapaToB), MPo/ja’ka KOTOPBIX MOKET OCYI[eCTBSThCS YKa3aHHbIMU
OpraHu3alUsiMU U UX 000CO6/IeHHBIMY TI0/Ipa3/ie/IeHHsIMH, YCTaHaBIMBAIOTCSl OpraHaMu
WCTIOTHUTE/ILHOU BacTH cyobekToB Poccutickoii denepariyu.

(B pen. ®enepanbHOro 3akoHa oT 25.11.2013 N 317-®3)

Koucynerautllntoc: ipumeyanue.

ITo Bompocy, KacaroleMycsi MUHMMa/IbHOIO aCCOPTUMEHTA JIeKapCTBEeHHBIX IperaparoB 1
MeJULIMHCKOTO NPUMeHeHus], He0OX0AUMBIX /11 OKa3aHUsl MeULIMHCKOM TIOMOIL, U TpeboBaHUM K
opraHu3aLuy paboTsl 110 ero ¢hopMupoBaHuio, cM. [Tprkasel Munszapascoupassurtust PO or 15.09.2010 N
805n, ot 15.06.2010 N 447.

6. AnTeuHble OpraHu3al[iy, MHAUBUAYa/TbHbIE TIPeANPUHUMATE/A, UMEFOIIHe JTMLIEH3HI0 Ha
(hapMarieBTUUECKYIO JIeATeIbHOCTD, 00si3aHbI 00eCIieurBaTh yTBEP>KIeHHbIHN [IpaBUTeIbCTBOM
Poccwuiickoit Pefiepariuy v ((OPMUPYEMBIH B YCTaHOBIEHHOM UM TMOPSIIKE MUHUMAJ/IbHBINA aCCOPTUMEHT
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JIeKapCTBEHHBIX MPeriapaToB, HEOOXOAUMBIX [I/isi OKa3aHUsT MeTUI[UHCKOM TTOMOIITH.

(uactb 6 B pes. @esepanbHOro 3akoHa oT 25.11.2013 N 317-D3)

7. ATiTeuHble OpraHu3aluy, UHWBUya/bHbIe MPeANPUHUMATe N, UMeroL[1e JTULIeH3UI0 Ha
(hapMarieBTHUECKYIO /IeATeIbHOCTb, HApsiAy C ieKapCTBeHHbIMU TpeTiapaTaMyd UMer0T TIpaBo MprobpeTarhb
Y TIPO/laBaTh MeIUL[UHCKYe U3/ieus, Ae3uHPUIMPYIOIlie Cpe/iCTBa, MpeIMeThl U CPe/iCTBa JIMYHOM
TUTHEeHBI, TOCYAy [/1s1 MEJULIMHCKUX LieJiel, IpeIMeThl U CPeJCTBa, NpejHa3HaueHHbIe [71s yXo/a 3a
00/IbHBIMU, HOBOPOXK/IEHHBIMH U JIETbMH, He JOCTUTTIIMMH BO3PAaCcTa TPEX JIeT, OUKOBYIO OMTHKY U
Cpe/CcTBa yxo/ia 3a Hell, MUHepasbHbIe BO/Ibl, TIPOAYKTHI JiedeOHOro, IeTCKOTO U IUeTUUeCKOTO MATaHUS,
OuosIOrUeCKY aKTHBHBIE 100aBKH, MapproMepHble K KOCMeTHUECKUe CPe/ICTBA, MeIUI[UHCKUE U
CaHUTApHO-TIPOCBETUTe/IbHbIE TIeYaTHbIe U3/jaHus, TIpeJiHa3HaueHHbIe [/ TporaraH/bl 3[0poBoro obpasa
JKUA3HMU.

(B pen. ®enepanbHbIX 3aKOHOB 0T 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3)

8. [JesATenbHOCTD anTeuHblx opranu3anyi Boopy»xennsix Cu Poccurickont defepanum, Ipyrux BOUCK,
BOMHCKHX (JOPMUPOBAHUI ¥ OPraHOB, B KOTOPBIX 3aKOHOZaTe1bcTBOM Poccuiickol ®efepauyu
TIPelyCMOTPEHO MPOXO0yK/IeHHe BOEHHOM WU MPABOOXPAaHUTETbHOM CTYKObI, per/laMeHTHPYeTCs
HactosiM PefiepabHBIM 3aKOHOM M YTBEP)KJEHHBIMH COOTBETCTBYIOLMMHU (PefiepaibHbIMU OpraHaMu
WICTIO/THUTE/TbHOU B/IACTH MMOJI0XKeHUssMU. KOHTPOJb 3a coO/IIoieHHeM yKa3aHHBIMH alTeUHbIMU
OpraHMU3alUsIMU MOI0KeHWH HacTosiiero ®eiepajbHOrO 3aKOHa OCYILeCTB/ISIeTCS] COOTBETCTBYHOILIUMU
(benepanbHBIMU OpraHaMy UCTIOJTHUTETbHOU B/IaCTH.

Crarbg 56. V13roToB/IeHMe U OTITYCK JIeKapCTBEHHBIX [IperiapaToB

1. Y3roToByieHre jieKapCTBEHHBIX MperapaToB alTeuHbIMU OpraHu3alyisMy, BeTepHHAaPHBIMU allTeYHbIMU
OpraHu3alUsIMH, UHAUBUAYaIbHbIMU NPeANpYHUMATE/ISIMU, UMEIOLLMMH JIULIEH3UI0 Ha
(hapMarieBTHUECKYIO /1eATeIbHOCTb, OCYIL{eCTB/ISIeTCS 110 peLjeriTaM Ha JieKapCTBeHHbIe Tpernaparsl, 1o
TpeOOBaHUSIM MeULIMHCKUX OpTraHK3al[1i, BeTepUHAPHBIX OpraHU3aldii B COOTBETCTBUM C MPaBUIaMU
W3rOTOB/IEHUS U OTITyCKa JIeKapCTBEHHBIX MperaparoB, yTBEP>KeHHbIMU yTI0/IHOMOYEHHBIM
(enepanbHBIM OPraHOM UCTIOHUTETbHOW BIACTH.

2. I1pu U3roTOB/IEHNY JIeKAPCTBEHHBIX MperapaToB alTeuHbIMU OpraHU3al[usiMi, BeTepuHapPHbIMU
anTeyHbIMU OpraHU3aLUsIMK, UHAUBUYaIbHBIMU NIPeANPUHAMATE/SIMA, UMEIOIIMMU JIMLIEH3UI0 Ha
(hapMarL|eBTHUECKYIO JIeATeIbHOCTh, UCIIOB3YIOTCS (hapMaL|eBTHUeCKre CyOCTaHIMM, BK/TFOUeHHbIe
COOTBETCTBEHHO B TOCY/IapCTBEHHbIN peecTp JIeKapCTBEHHBIX CPE/ICTB [/ MEAULIMHCKOTO PUMEHEHUS U
rOCy/lapCTBEHHBII peecTp JIeKapCTBeHHbIX CPEZCTB [/ BeTePUHAPHOI'0 IPUMEHEeHUsI B yCTaHOB/IEHHOM
nopsifike. He jomyckaeTcsi U3rOTOB/IEHNE alTeUHbIMUA OpraHU3alusiMi, BeTepUHAPHBIMU arTeUHbIMU
OpraHu3alusIMU, UHAUBUAYaTbHBIMU TIPeATIPUHUMATE/ISIMU, UMEIOIIMU JIMLIEH3UI0 Ha
(hapmaLleBTUUECKY1O [leATelIbHOCTD, JIeKapCTBEHHbIX MperapaToB, 3aperuCTPUPOBaHHbIX B Poccuiickon
DepepaLiyu.

3. MapkupoBKa JieKapCTBEHHBIX MperapaToB, U3rOTOB/IEHHBIX allTeYHbIMU OpPraHM3aLsMU,
BeTePUHAPHBIMU alTeUHbIMUA OpTraHU3al[UsIMU, UHUBUYaTbHBIMU TIPeATIPUHAMATE/SIMA, UMEIOIIUMU
JIMLIEH3UIO Ha (papMal|eBTUUEeCKYIO JesiTe/IbHOCTh, U O(pOPMJIeHHE TaKUX MpernapaToB J0/DKHbI
COOTBETCTBOBaTh MPaBU/IaM, YKa3aHHbIM B 4acTy 1 HacTosIeld cTaTbu. X

4. AniTeuHble OpraHu3allii, BeTepMHapHbIe alTeuHble OpraHu3aliy, UHMBUya/ bHble
NpeAripuHUMaTe |, UMerolIYe JIMLeH3H1I0 Ha (hapMalieBTUUeCKYIO esTe/IbHOCTb, HECYyT OTBEeTCTBEHHOCTh
3a Heco0JTHO/IeHNe TIPaBU/T U3TOTOBJIEHHS M OTITyCKa JIeKapCTBEHHBIX MperapaToB B COOTBETCTBUU C
3aKoHOZaTenbCTBOM Poccuiickor ®enepaliyu.

Cratbs 57. 3anpelijeHue Npofaxu ¢anbCrU(ULMPOBAHHBIX JIeKapCTBEHHBIX CPe/ICTB,
He/00poKaueCTBeHHbBIX JIeKapCTBEHHBIX CPe/ICTB, KOHTPa(aKTHBIX JIeKapCTBEHHBIX CPeZICTB
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[Mpogaxka danbCcrUIMPOBAHHBIX JIEKapCTBEHHBIX CPe/ICTB, HeZIoOpOKaueCTBEHHBIX JIeKapCTBEHHBIX
CpeAiCTB, KOHTPahaKTHBIX JIEKAPCTBEHHBIX CPE/ICTB 3arperaeTcs.

Crartbs 58. XpaHeHue jleKapCTBeHHbIX CPe/ICTB

1. XpaHeHue JieKapCTBEHHBIX CPeJICTB OCYIIeCTB/ISIeTCS TTPOM3BOAUTE/ISIMU JIeKAPCTBEHHBIX CPe/ICTB,
OpraHu3alUsiIMU OTITOBOM TOPTOBJIY JIeKapCTBEHHBIMU CPe/ICTBAMH, aliTeUHbIMHU OpraHU3alyisMHy,
BeTePUHAPHBIMU alTeUHbIMUA OpTraHU3al[UsIMU, UHUBUYaTbHBIMU TIPeATIPUHAMATE/SIMA, UMEIOIIUMU
JIULIeH3HI0 Ha (papMar|eBTUUeCKYIO JesiTe/TbHOCTh UM JIMLIEH3UI0 Ha MeULIMHCKYIO J1esiTe/TbHOCTh,
MeULIMHCKUMU OpraHu3al[usiMi, BeTepUHapHBIMU OpPraHu3aliisMy U UHBIMU OpPTraHW3alusIMU,
OCYILIeCTB/ISIOLMMU obOpalljeHHe JTeKapCTBeHHBIX CPeJICTB.

2. [IpaBusia XpaHeHUs JIeKAPCTBEHHBIX CPEJICTB YTBEPXK/Iat0TCs COOTBETCTBYIOIUM YII0JITHOMOUEHHBIM
(eepasbHBIM OPraHOM UCIIOJTHUTETbHOM BIaCTH.

3. XpaHeHre HaPKOTUYeCKUX JIeKAPCTBEHHBIX CPE/ICTB, TICUXOTPOITHbIX JIeKapCTBEHHBIX CPE/ICTB,
pajrodapmMareBTUUeCKUX JIeKapCTBEHHBIX CPeJICTB OCYIIeCTB/ISIETCS B COOTBETCTBUU C
3aKoHOZaTenbCTBOM Poccuiickor ®eznepariyu.

Crarbd 58.1. [IpeiMeTHO-KO/IMYECTBEHHBIN yUeT JIeKapCTBEHHBIX CPeICTB [1J11 MeAULMHCKOTO
TIpUMeHeHUsI

(BBeneHa @esiepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. TTepeueHsb ieKapCTBEHHBIX CPEACTB JJ151 MEAULIMHCKOTO MPUMEHEeHHUS], TO/|/Ie)KalluX peMeTHO-
KOJINUeCTBEHHOMY yUeTy, yTBep>K/1aeTCsl yIIOJTHOMOUEeHHbIM (pefiepa/ibHbIM OPraHOM HCIIO/THUTE/IbHOM
BJIACTH.

2. [Topsimok BK/TFOUEHUS JIeKapCTBEHHBIX CPEeJICTB /11 MeAULIMHCKOTO MPUMEHEHHs B [lepeyeHb
JIeKapCTBEHHBIX CPEJCTB /151 MeJULMHCKOTO IPUMEeHeHUs, MoA/IeXXallMX [TpeIMeTHO-KO/INYeCTBEHHOMY
yueTy, yCTaHaB/IMBaeTCs YIIOJTHOMOUEHHBIM (hefiepaibHbIM OpPraHOM UCTIOTHUTETbHOM B/IACTH T10
COIVIaCOBAHUIO C (hefiepaTbHBIM OPraHOM MCTIOMHUTETbHOW BaCTH, OCYILIeCTBIISIOWMM (DYHKIUU 110
BbIPAaOOTKe TOCY/IapCTBEHHOM MOJIMTUKH, HOPMATUBHO-TIPABOBOMY PEery/IMPOBaHUIO, KOHTPOJIIO U HaZI30PY
B c(epe 060poTa HAPKOTUUECKUX CPEJCTB, TICUXOTPOIHBIX BEIL[eCTB U WX MPeKyPCOPOB, a TakXe B
00s1acTH TIPOTUBOZEHCTBUS X HE3aKOHHOMY 000pOTY.

3. IlpegMeTHO-KOMUeCTBEHHBIN yUeT JIeKapCTBeHHBIX CPeZCTB /ISl MeJULIMHCKOTO IPUMEeHEeHUs BelyT
TPOU3BOJUTE/IN JIEKAPCTBEHHBIX CPE/ICTB, OPraHU3al[id ONTOBOM TOPrOBJIY JIeKapCTBEHHBIMU
CpeJCTBaMH, arTeuHble OpraHu3aliuy, UHAUBUAYabHble NpeArpYHUMAaTe 1, UMelolle JULeH3UI0 Ha
(hapmalieBTHUeCKYIO /1eATeTbHOCTb WU JIULIeH3UI0 Ha MeJJULIMHCKYIO /1eATe/TbHOCTh, U MeJULIUHCKIe
OpraHu3al|M, OCyIlleCTBIsoLMe obpalljeH’e TeKapCTBeHHBIX CPe/ICTB /ISl MeAULIMHCKOTO TTPUMeHeHMs,
MyTeM PeruCTpaliH JIFOOBIX CBA3aHHBIX C X 00OpalljeHreM Orepalfii, Tpyu KOTOPbIX U3MEHSIeTCST UX
KOJTMUEeCTBO U (K1) COCTOsTHUE, B Clel[Ma/IbHBIX )KypHaJlaX yueTa orepariyii, CBsi3aHHbIX C oOpalleHueM
JIEKapCTBEHHBIX CPeZICTB /11 MeJULIMHCKOTO NpUMeHeHUs! (Jlajiee - crieljuabHble )KypHabl).

4. IlpaBu/a perucTpaiyu onepaiyi, CBA3aHHbIX C 0OpalljeHreM JIeKapCTBeHHbBIX CPe/ICTB ISt
MeJULMHCKOTO MPUMeHeHUs], BK/IFOUEHHBIX B IepeueHb JIeKapCTBEHHBIX CPeZCTB /i1 MeJULIMHCKOTO
TIpUMeHeHUs, TI0/J1e)KalliX NpeMeTHO-KOIMUeCTBEHHOMY YUeTy, B Cliel{MaibHbIX KypHasax U MpaBuja
BeJIeHUs U XPaHeHUsl CTeliua/IbHbIX )KYPHA/IOB YTBEPXK/IAl0TCsl YTIOTHOMOUYEHHbIM (efiepasibHbIM OPraHOM
WICITOJTHUTE/IbHOM B/IaCTH.

5. KoHTpoJib 3a COO/MIOIeHreM TTPABHUJT PETUCTPALIMU OTlepalivii, CBI3aHHBIX C 0OpalieHuem
JIeKapCTBEHHBIX CPeJCTB /1/1s1 MeIULMHCKOTO TTPUMEHEeHHs1, BK/TFOUeHHBIX B IlepeyeHb JIeKapCTBEHHBIX
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CPeACTB /il MeAUL[MHCKOTO TTPUMeHeHHs], TIOZ/IeXKaIUX MTPeAMeTHO-KO/IMYeCTBeHHOMY yueTy, B
CrieLIMabHBIX JKypHaax, a TakXKe 3a coO/o/ieHreM MpaBuil BeJIeHUsT U XpaHeHHsl CrielidabHbIX
JKyPHAJIOB BO3/1araeTcsi Ha YIIOJIHOMOUeHHbIe (efjepabHble OpraHbl UCTIOTHUTE/TBHOM BJIACTH U OPTaHBI
WCTIONTHUTE/IbHOU BacTu cyobekToB Poccuiickoii defepaliviy, 0Cyl1ijeCTBIISIOLIMe TULeH3MPOBaHe
MTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEe/ICTB, (hapMaL|eBTHUeCKOM [1eTeTbHOCTH U MeULIMHCKON
JIesITeJTbHOCTH, Y OCYILeCTBIISIeTCS B paMKaX JIULEH3UOHHOTO KOHTPOJISI.

I'nasa 11. YHUYTOXXEHUWE JIEKAPCTBEHHBIX CPE/ICTB
Crarbsa 59. OcHoBaHUSA U MopAAO0K YHUUTOXEHHUA JIEKAPCTBEHHBIX CPECTB

1. HemobpokauecTBeHHbIe JIeKapCTBEHHBIE CPe/ICTBA, (PaTbCH(HULIMPOBAHHbBIE JIEKAPCTBEHHbIE CPe/ICTBA
TIOZIJIeXKaT U3BSATUIO U3 TPAXKJAHCKOT0 000pOTa ¥ YHUUTOXKEHHUIO B MOPSiZIKe, YCTaHOBIEHHOM
[TpaButensctBoM Poccuiickon ®eneparyy. OCHOBaHMEM J1/1s1 YHUUTO)KEHUSI JIeKapCTBEHHBIX CPeZiCTB
SIB/ISIeTCS1 pPellleHre BiiaZiesiblia JeKapCTBeHHBIX CPe/ICTB, pellileHre COOTBETCTBYIOLEro YIoJIHOMOYEHHOTO
(hesepanbHOrO OpraHa UCIOJTHUTE/IbHOU B/IaCTU WM pelleHre Cy/a.

2. KonTpacdakxTHble ieKapCTBeHHbIE CPeZCTBA MOAJIEKAaT U3bATHIO U3 TPaXKAaHCKOro obopoTa u
YHUUTO)XEHUIO 110 pelleHuto cyza. Ilopsaok yHuuToKeHUs] KOHTpa(aKTHBIX JIeKapCTBEHHBIX CPeJCTB
ycranasnvBaeTcs IIpasurenscrBom Poccuiickou @epeparn.

3. Pacxogpl, cBsi3aHHBIE C YHUUTOXKeHHEeM KOHTpa(aKTHBIX JIeKApCTBEHHBIX CPE/ICTB,
He/[00poKaueCTBeHHBIX JIeKapCTBEHHBIX CPe/ICTB, (anbCUPULIMPOBaHHBIX JIEKapCTBEHHBIX CPEJICTB,
BO3MeLIA0TCS UX BraenbLieM.

4. Bnaziener] 1eKapCTBeHHbIX CPeJCTB [JO/DKEH MPeJCTaBUTh B YIIOJTHOMOYEHHbIN (e/iepabHblii OpraH
WICITOJTHUTE/IbHOM B/IaCTH JOKYMEHT WU 3aBepeHHYI0 B YCTaHOB/IEHHOM IOPSIJKE ero KOTMHIO,
NoATBepKarolye pakT YHUUTOKeHHS JIeKapCTBEeHHBIX CPe/ICTB.

5. CoOTBeTCTBYIOLLMI YITOJIHOMOYEHHBIN (pefiepasibHbIi OpraH UCTIOIHUTeIbHOM BIaCTH, PHHSBLINN
peitieHre 00 YHUUTOKEHHH JIEKAPCTBEHHBIX CPEZICTB, OCYIIeCTB/ISIET KOHTPOJ/Ib 32 X YHUUTOXKEHHEM.
6. YHUUTO)XKeHHe /IeKapCTBEHHBIX CPeJCTB NPOU3BOJUTCS OPraHU3aLlUsIMU, UMEIOLUMHU
COOTBETCTBYIOILIYIO JIMLIEH3HI0, Ha CTIeL{MabHO 000pY/I0BaHHbIX TIIOIIAKaX, MOUTOHAX U B CIIeLMaTbHO
000pyZOBaHHBIX TTOMELeHUsIX ¢ CoOsMoeHreM TpeboBaHU B 00/1aCTU OXPaHbl OKPYKaroIIlel cpe/ibl B
COOTBETCTBUM C 3aKOHOZATe/1bcTBOM Poccurickont defepanum.

7. HapkoTrueckue jieKapCTBEeHHbIe CPeJiCTBa, ICUXOTPOMHbIE JIeKapCTBEHHbIe CPeJCTBa,
pasuodapmMarieBTUUeCKue JIeKapCTBEHHbIe CPeJiCTBa YHUUTOKAKTCS B COOTBETCTBUM C
3aKoHO/aTelbCTBOM Poccuiickoli @ezepaliyu.

I'naBa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHMWE IIEH
HA JIEKAPCTBEHHDBIE ITPEITAPATBI I/I1 MEJUITNMHCKOI'O ITPUMEHEHWA

Crartbs 60. FOCY,ZLEIPCTBGHHOE peryjirpoBaHue L1€H Ha JIEKapCTBEHHbIE IMperapaThl A/ MEAULMHCKOI'O
MMpUMEeHEHHA

locynapcTBeHHOe peryMpoBaHUe LieH Ha JieKapCTBeHHbIe Tperaparsl /11 MeULMHCKOrO IIPUMeHeHUs
OCYLLeCTB/IsIeTCS ITOCPeACTBOM:

1) yrBepxxaenus [IpaBuresisctBom Poccuiickoii Pesjepariny repedHst >KU3HEHHO HeOOXOAUMBIX U
Ba)KHEMIIINX JIeKapCTBEHHBIX TperapaToB /151 MeAULIMHCKOTO NPUMeHeHM s, KOTOPbIM C(hOPMUPOBaH B
YCTaHOB/IEHHOM UM IOPSZIKe Y B KOTOPBIM BKJ/IFOYAKOTCS JIeKapCTBeHHBbIe Mpernaparsl 11 MeJULIMHCKOTO
NIpYMeHeHMs], B TOM YMCJIe C yUeTOM CTaH/JapTOB MeJULIMHCKOM [TOMOLLH, 110/, MeXKyHapOJHbIMU
HelaTeHTOBAaHHBIMU, XUMUUYeCKUMU WU IPYIIIUPOBOYHBIMU HAUMEHOBaHUSAMU, COOTBETCTBYIOLLIHe
C/1eyIOLLUM KPUTEePUSsIM:
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(B pen. ®enepanbHOro 3akoHa ot 25.11.2013 N 317-®3)

a) MpUMeHeHHe KOHKPEeTHOTO JIeKapCTBEHHOT0 Mpernapara /ijisl AUarHoCTUKU, TPO(UIaKTHUKY, JIedeHHsT
3ab0/1eBaHuUM, B TOM UHC/Ie MPeobd/iaIatoinX B CTPYKType 3aboneBaeMoctu B Poccuiickoit @enepariumy;

6) mpenMyI11IeCTBO KOHKPETHOTO JIeKapCTBEHHOTO TIperapara 1o CpPaBHEeHHIO C IPYTUMHU JieKapCTBeHHBIMU
TriperiapaTamMy TIpY OTpe/ie/ieHHbIX 3a00/1eBaHNN, CHH/IPOME W/TH KJTMHUYeCKOW CUTYaLvy;

B) TepareBTHUeCKasi 5KBUBaJIeHTHOCTh KOHKPETHOT'O JIeKApCTBEHHOTO TIperapara jieKapCTBeHHBIM
Triperaparam CO CX0)KMM MeXaHU3MOM (papMakKoJIOrMueCcKoro /1efCTBUS;

2) yTBep)K/IeHUs1 METOIUKH YCTaHOBJIEHUS IPOU3BOUTE/ISIMU JIEKaPCTBEHHBIX TPerapaToB Mpe/e/bHbIX
OTITYCKHBIX IIeH Ha JIeKapCTBeHHbIe Mperaparhl, BK/IFOUeHHbIe B TiepeueHb )KU3HEeHHO He0OX0JUMBIX U
Ba)KHEMILIMX JIeKapCTBEHHBIX MpernapaToB;

3) rocyziapCTBeHHOM peruCTpaLy YCTaHOB/IEHHBIX IIPOM3BO/IUTE/ISIMU JIeKapCTBEHHBIX IperapaToB
rpefie/lbHbIX OTIYCKHBIX LIeH Ha JIeKapCTBEHHbIE Mperaparhl, BK/IIOUEHHbIE B [IepeueHb XKU3HEHHO
He0OXOIMMBIX U BaXKHEHIIIMX JIeKapCTBEHHBIX MPeraparos;

4) BeJieHUsI TOCY[,apCTBEHHOTO peecTpa INpe/ieflbHbIX OTIYCKHBIX L{eH MPOU3BOMTeNel Ha JIeKapCTBEHHbIe
TIperaparhbl, BK/IFOUEHHBIE B TIepeueHb )KU3HEHHO HeOOXOZIMMbIX U BayKHEUITINX JIEKapCTBEHHBIX
rpernaparos;

5) yTBepK/IeHUsI METOAWKH yCTaHOBJIEHHSI OpraHaMH UCITOJTHUTETbHOM BIaCTH CyOBEKTOB Poccuiickoi
denepaluu Mpe/ie/ibHBIX pa3MepOB ONTOBBIX HaZI0aBOK U TIpeZie/TbHBIX Pa3MepOB PO3HUYHBIX Ha/[0AaBOK K
(hakTHUeCKHUM OTITyCKHBIM LleHaM, YCTaHOB/IEHHBIM TTPOM3BOAUTE/ISIMU JIeKApDCTBEHHBIX MperapaToB, Ha
JleKapCTBeHHbIe TIperiapaThl, BK/IFOUeHHbIe B rlepeueHb KM3HEeHHO HeoOXOAUMBIX U BaXKHENIIINX
JIeKapCTBEeHHBIX Mperaparos;

6) ycTaHOB/IeHUs Mpe/leIbHbIX pa3MepOB OMTOBBIX HaJi0aBOK U Tpe/ie/IbHbIX pa3MepOB PO3HUYHBIX
Ha/10aBOK K (DaKTUUeCKUM OTITyCKHBIM 1I€HaM, YCTaHOBJ/IEHHBIM ITPOU3BOIUTE/ISIMU JIEKapCTBEHHBIX
TIperapaToB, Ha JieKapCTBeHHbIe TIperiapaThl, BK/IIOUeHHbIe B IepeyeHb XKU3HeHHO He00X0IUMBIX U
Ba)KHEMIIIMX JIeKapCTBEHHBIX TperapaToB;

7) yTBep>K/ieH!s MOpsiZika Bbllauy Tpe/ricaHuii opraHaM UCTIOJTHUTeTbHOM B/IaCTH CyOBeKTOB
Poccutickon ®efepaljuu o NprBeJeHNUH B COOTBETCTBUE C 3aKOHOaTesIbcTBoM Poccurickont ®enepaiyu
peliieHUi 00 YCTaHOB/IEHUH Tpe/e/IbHBIX pa3MepOB ONTOBBIX HaZi0aBOK U Tpe/ie/IbHBIX pa3MepoB
PO3HUYHBIX Ha/I0ABOK K (haKTHUeCKUM OTITYCKHBIM 1]€HaM, YCTaHOB/IEHHBIM MTPOU3BOJUTE/ISIMU
JIeKapCTBEHHBIX TperapaToB, Ha JieKapCTBEeHHbIe MpernapaThl, BK/IOUeHHbIE B [TepeueHb )KU3HEHHO
He0OXOIUMBIX U BaXKHEHIIINX JIeKapCTBEHHBIX MPerapaToB, €C/IM OHU TIPUHSATHI C HapyIlIeHUeM
3akoHozarenbcTBa Poccuiickon ®efepaniyy, B nopsifike, ycTaHOBAeHHOM [IpaBuTtenscTBoM Poccuiickoit
®depepanuy;

8) HanpaB/IeHUs YIIOJTHOMOUEHHBIM (peJiepajbHbIM OpPraHOM MCIOTHUTETbHOW BJIaCTU OpraHam
HCTIOTHUTE/ILHOU BacTH cyObekToB Poccutickoii demepariyy ipeicaHuii O TIPUBeJeHUN B
COOTBETCTBHE C 3aKOHOZaTenbCTBOM Poccuiickoit Pesepaliuy MPUHSATHIX C HApYLIEeHUeM
3aKoHO7aTenbCTBa Poccuiickoii Pesepary pemieHnid 00 yCTaHOBIEHUU TIPe/Ie/TbHBIX Pa3MepOB OITOBBIX
Ha/l0aBOK U Tpefie/TbHBIX Pa3MepOB PO3HUUHBIX Ha/[0ABOK K I]eHaM Ha JieKapCTBeHHbIe TIperaparhl,
BKJIIOUEHHBIE B IepeUeHb )KM3HEHHO He0OXO0MMBIX U BaXKHEHIIINX JIeKapCTBEHHBIX TPerapaTos;

9) ocyijecTBieHus GeeparbHOTO TOCYIapCTBEHHOTO Hazizopa B cepe obpalljeHNst TeKapCTBeHHBIX
CpefCTB U perMOHaIbHOIO FOCYZ,apCTBEHHOI'O KOHTPOJIS 3a TPUMEHEeHNeM LieH Ha JileKapCTBEeHHbIe
rperniapaTbl COOTBETCTBEHHO YII0JIHOMOUEHHBIMU (pefiepajbHbIMUA OpraHaMU UCIIO/IHUTE/ILHOM B/IaCTH U
OpraHaM¥ UCTIOTHUTETbHOU B/1acTh cyObekToB Poccuiickoit @efepaliiv COTVIaCHO MX KOMITETEHLH B
nopsifike, yctaHossnieHHOM [IpaButensctBoM Poccuiickon ®efepanyy;

(n. 9 B pen. @enepanbHOro 3akoHa ot 25.06.2012 N 93-D3)

10) nprMeHeHus IpelyCMOTPEHHBIX 3aKOHO/ATeNbCTBOM Poccuiickori ®@esiepaliuv Mep OTBETCTBEHHOCTH
3a HapyIlleHre TopsiKa [jeH000pa30BaHKs Ha )KU3HEHHO HeoOX0AUMbIe U BayKHEHIIIHe JIeKapCTBeHHbIe
rpenaparsbl.
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Crartbs 61. ['ocygapcTBeHHasi perucTpalyst yCTaHOBIEHHBIX NTPOU3BOAUTEISIMU JIeKapCTBEHHBIX
TIperapaToB Tpe/ie/TbHBIX OTITYCKHBIX T1eH Ha )KU3HEeHHO HeoOXO/IMMble U BayKHEHIIINe JIeKapCTBeHHbIe
riperniapaThl ¥ UX Ipojiaxka

1. YcraHoB/IeHHBIE TTPOM3BOAUTESIMU JIEKADCTBEHHBIX NIPerapaToB Mpe/e/ibHble OTIYCKHbIE LIeHbl Ha
JIeKapCTBEHHbIE TIpeTapaThl, BK/IFOUEHHbBIE B IIepeueHb KU3HEHHO HeO0OXOIMMBIX M BaXKHEHTIINX
JIeKapCTBEHHBIX TperapaToB, MM0//1e)KaT roCy/jlapCTBeHHOM perucTparum.

2. YcTaHOB/IeHHasi IPOM3BOAUTENIEM JIeKapCTBEHHBIX MperapaToB NpeebHas OTIyCKHas [ieHa Ha
JleKapCTBeHHbIN TIperiapaT, BK/IFOUeHHbBIN B epeueHb KU3HEHHO He00XOAUMBIX U BaXKHENIIINX
JIEKapCTBEHHBIX IPerapaToB, MO//IeXXUT roCylapCTBEHHOM PerucTpalyy, eC/ii OHa He MpeBbIIIaeT pa3Mep
LieHbl Ha JaHHBIM JIeKapCTBEHHbIM Mpernapar, paCCYUTaHHbIN B COOTBETCTBHH C YTBEP)KJEHHOM B MOPSIJKE,
ycraHoBneHHoM [IpaButenscTBoM Poccuiickort ®efepariv, METOAUKOW yCTaHOB/IEHUS
TIPOM3BO/UTE/ISIMU JIEKAPCTBEHHBIX MPeIapaToB Mpe/ie/bHbIX OTMYCKHBIX LieH Ha JIeKapCTBEHHbIe
TIperaparhbl, BK/IFOUEHHBIE B TIepeueHb )KU3HEHHO HeOOXOZIMMbIX U BayKHEUITINX JIEKapCTBEHHBIX
rpernapaToB. JlaHHOI MeTOJVKOMW TIpe/lyCMaTpUBaeTCs /15 JIeKapCTBEHHBIX NPernapaToB, HAXOASIIMXCS B
obparrieHny Ha TeppuTopuu Poccuiickoii ®efepalyin, pacueT CpeHEB3BeIIIeHHOU (haKTHueCKOU 11eHbI
OTIIyCKa, Cpe/IHeB3BEIIeHHOM (PaKTUeCKO LieHbl BBO3a JIeKapCTBEHHOT'0 Mpernapara 3a rof,
TMpeALLIeCTBYOLINN [jaTe NpeACTaBAeHuUs TIpe/le/IbHOM OTITYCKHOM L{eHbl MPOM3BOAUTES Ha
JIeKapCTBEHHBIN MpernapaT Ha roCyJapCTBEHHYIO PerUCTpaLUio, a [J1s JeKapCTBEHHBIX IIperapaTroB, He
MOCTYTABIIKX B 0OpariieHre Ha Tepputopun Poccutickoii deneparivu, v i OpUTHHATBHBIX
JIeKapCTBEHHBIX IperapaToB pacyeT POCCUMCKUMU MPOW3BOAUTE/ISIMU JIeKApCTBEHHBIX MperapaToB
Pacxo/10B, CBSI3aHHBIX C pa3pabOTKOM, IPOU3BO/ICTBOM, peau3alivel 1eKapCTBeHHOTO Tperapara,
yKa3aHre MHOCTPaHHBbIMU MTPOM3BOAUTE/ISIMU pa3Mepa MUHUMa/IbHOW OTITYCKHOM LieHbl IPOU3BOJUTEIS
Ha JIeKapCTBEHHbIM Mpernapar B TOCyJapCTBe MPOMU3BOAUTENS U IPYTUX rOCy/lapCTBax, rjae OH
3aperucTpUpOBaH, C yUeTOM PacX0/l0B, CBSI3aHHBIX C TAMOYKEHHBIM 0(pOpMIIeHHEeM (TaMO>XeHHOU
TMOIIJTMHBI ¥ TAMOYKEHHBIX COOPOB 3a TaMOKeHHOe 0(hOpPMJIEHHE), U TPAHCTIOPTHBIX PaCXO/IOB.

(B pen. ®enepanbHOro 3akoHa ot 11.10.2010 N 271-®3)

2.1. Ilpu npoBefeHUM pacueTa npejebHOU OTITYCKHOM LieHbl Hapsily C JJaHHBIMU, PeyCMOTPEHHBIMU
YyacTbiO 2 HACTOSIIIIEeN CTaTbU, yUHUTHIBAETCS: X

1) B OTHOIIIEHUM POCCUKCKOTO TTPOU3BOJIUTESIS - LIeHa Ha aHa/IOTUUHbIe (110 MeXXAYHapOJHOMY
HernaTeHTOBaHHOMY HaMMeHOBaHMUIO, JIEKapCTBEHHOM (popMe U J03UPOBKeE) JIeKapCTBeHHbIE Mpernaparsl,
MIpOM3Be/IeHHbIe Ha TeppuUTOpuH Poccuiickoii deneparyn, MO0 B C/lyuae UX OTCYTCTBUSA IjeHa Ha
aHa/IOTMUHbIe MHOCTPAHHbBIE JIeKapCTBEeHHbIEe TperapaThl, HaXOAsIHecs B rpaXkjaHCKOM 0bopoTe Ha
tepputopum Poccuiickor Penepanyy;

2) B OTHOLLIEHWY UHOCTPAHHOTO IPOM3BOJIMUTES - [JeHa Ha aHa/JIOTMUHbIe (TI0 MeX/1yHapOJHOMY
HeraTeHTOBaHHOMY HaMMeHOBaHMUIO, JIeKapCTBEHHOU (popMe U J03UPOBKe) JieKapCTBeHHbIe Tperaparsl,
HaXOZSIHecs B rpaXkIaHCKOM 06opoTe Ha Tepputopuu Poccuiickoii @efepariu.

(uactb 2.1 BBesieHa PefepanbHbIM 3aKOHOM OT 11.10.2010 N 271-P3)

2.2. Ha ocHOBaHUM TMOJAHHOTO 10 1 OKTAOPS KaXK/10ro To/ia 3asiB/IeHHUsI POCCUHCKOTO TTPOMU3BOJUTES
JIeKapCTBEHHBIX MPeriapaToB, BKIOUEHHBIX B TIepeueHb )KU3HEHHO HeOOXOJMMbIX U BayKHEHIITHX
JIeKapCTBEHHBIX TperapaToB, 3aperuCcTpYpOBaHHas Npeie/ibHasi OTITyCKHas 1jeHa Ha JieKapCTBeHHBIN
rpernapar B C/iyuyae U3MeHeHUs 1|eH Ha CbIpbe Y MaTepualibl, HAK/IaJHbIX PaCX0/I0B, a TAaK)Ke UCXOs U3
yCTaHOBJIEHHOTO (hefiepaibHbIM 3aKOHOM O (heZiepasibHOM OHO/IPKeTe Ha COOTBETCTBYHOLMIM (PMHAHCOBLIM
ro/l ¥ Ha TJIAaHOBBIM MePUO/] MPOTrHO3UPYEMOT0 YPOBHS UHMIAIIMN MOXKET OBITh TIepeperucTpupoBaHa, HO
He yallje ueM OJ1H pa3 B KaJleHJapHOM Tro/ly B MOpsi/IKe, YCTAHOBJIEHHOM uacTsiMu 2 U 2.1 HacTosLein
crarbu. X

(uactb 2.2 BBefieHa PefepanbHbIM 3aKoHOM OT 11.10.2010 N 271-P3)
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3. TIpofaska JieKapCTBEHHBIX TIPerapaToB, KOTOPbIe BK/IFOUEHBI B IIepeueHb KU3HEHHO He0OXOAUMBIX U
Ba)KHEMILIMX JIeKapCTBEHHBIX MperapaToB U Ha KOTOPbIe He 3aperMCTpUpOBaHa yCTaHOB/IeHHAs
TPOU3BOUTE/ISIMU JIEKAPCTBEHHBIX MperapaToB MpeZiesibHasi OTIyCKHas LieHa Ha JIeKapCTBEHHbIe
Tiperaparhbl, BK/IFOUeHHbIe B TiepeueHb )KU3HEHHO He0OXOAMMBIX U BayKHEMIIINX JieKapCTBeHHbBIX
TriperapaToB, He [JOIyCKaeTCsl.

Crarbs 62. ['ocyzapcTBeHHBIN peecTp Npe/e/bHbIX OTIYCKHBIX L[IeH NPOM3BOAUTEe Ha 1IeKapCTBeHHbIe
Tiperaparhbl, BK/IIOUeHHbIe B TiepeueHb )KU3HEHHO HeoOXOMMBIX U BayKHEHIIINX JieKapCTBeHHbBIX
TrperiapaTroB

1. 3aperucTprpoBaHHbIe Npefie/ibHble OTITYCKHBIE LIeHbI Ha JIeKapCTBeHHbIe IIperaparsl, BK/IFOUeHHbIe B
repeveHb >KU3HeHHO HeOOXOJUMbIX U Ba’KHEMILINX JIeKapCTBEHHBIX MPeraparoB, TOA/IeXKaT BK/IIOUeHHI0 B
roCyZlapCTBEHHBIN peecTp Ipee/IbHbIX OTITYCKHBIX 1jeH POU3BOJUTeeN Ha JIeKapCTBeHHbIe Mperaparsl,
BK/IIOUEHHbIEe B IepeueHb KU3HEeHHO HeoOXO0AUMBIX U BaXKHEHNIIINX JIeKapCTBEHHBIX TperapaToB.

2. T'ocynapCcTBeHHBIN peeCTp MNpeZie/IbHbIX OTITYCKHBIX LJeH ITPOU3BOAUTe e Ha jieKapCTBeHHbIe
Tiperaparhbl, BK/IFOUeHHbIe B TiepeueHb )KU3HEHHO HeoOXOMMBbIX U BayKHEMIIINX JieKapCTBeHHbBIX
TIperaparoB, COJIEP>XKUT B cebe cieAyIoIIyr0 HHPOPMAIUIO:

1) HaMeHOBaHUe MPOX3BOAUTEJIS TEKAPCTBEHHOTO TIperapara;

2) HauMeHOBaHue JIeKapCTBEHHOT'0 Tperapara (Me)X[yHapoJHOe HellaTeHTOBaHHOe WX XUMHUYeCKOe U
TOProBOe HaMEeHOBaHUS);

3) HOMep perucTparMoOHHOrO y0CTOBEPeHNsI JIeKapCTBeHHOIO Tperiapara;

4) nekapcTBeHHas (hpopMa C yKa3aHWeM JI03UPOBKH JIeKapCTBEHHOTO Tperapara U ero KoJimuecTBa BO
BTOPHUYHOM (TTOTPeOUTEebCKOI) YTIaKOBKE;

5) 3aperucTpupoBaHHasi rpejiesibHasi OTIyCKHasl LieHa B pyO/isiX;

6) JaTta rocylapCTBeHHOM pervcTpalyu rpejie/ibHOM OTITYCKHOM LieHbI Ha JIeKapCTBEeHHbIe TIpernaparsl,
BK/IIOUEHHbIEe B IepeueHb KU3HEeHHO He0OXOAUMBIX U BaXKHEHIIINX JIeKapCTBEHHBIX TperapaToB.

3. I'ocynapcTBeHHas perncTpanys npefie/IbHbIX OTITYCKHBIX LieH Ha JIeKapCTBeHHbIe TIperaparsl,
BK/IIOUEHHbIEe B IepeueHb )KU3HEeHHO Heo0X0AMMbBIX U BaXKHEHIIIHX JieKapCTBeHHBIX TperapaToB, BeleHre
roCyZlapCTBEHHOIO peecTpa NpeZe/IbHbIX OTITYCKHBIX LjeH POU3BOJUTe el Ha JIeKapCTBeHHbIe
Tiperaparhbl, BK/IIOUeHHbIe B TiepeueHb )KU3HEeHHO HeoOXOMMBbIX U BayKHEMIIINX JieKapCTBeHHbBIX
TpernaparoB, OCYLLeCTB/ISIOTCS B TTOps/iKe, ycTaHOBAeHHOM [IpaButensctBoM Poccuiickont ®efepanum.

Cratbs 63. YcTaHOB/IEHHE OpraHaMH UCTIOJTHUTETbHOM BlacTh CyOBeKTOB Poccuiickoit eneparium
Tripe/ie/IbHBIX pa3MepOB OMNTOBBIX HaZI0AaBOK U TIpeZiesbHBIX Pa3MepOB PO3HUYHBIX Ha/I0aBOK K
(hakTHUYeCKHUM OTITyCKHBIM LleHaM, YCTaHOB/IEHHBIM TTPOM3BOAUTE/ISIMU JIeKApCTBEHHBIX MperapaToB, Ha
JIeKapCTBeHHbIe Mpenaparsl /1 MeULIMHCKOTO TPUMeHEeHHs

1. OpraHbl UCIIOJTHUTEBHOM B/IaCcTU CyOBeKTOB Poccuiickoit ®Pefiepaliii yCTaHaBIUBAIOT TIpe/ieTbHbIe
pa3Mephl OINTOBLIX Ha/[0ABOK U Mpe/ie/IbHbIe Pa3Mepbl PO3HUUHBIX HaZI0aBOK K (PAKTUUECKUM OTITy CKHBIM
LleHaM, YCTaHOBJ/IEHHbIM NTPOM3BOAUTE/ISIMU JIeKapDCTBEHHBIX MperapaToB, Ha JieKapCTBeHHbIE Mperaparsl,
BKJIIOUEHHBIE B ITepeUeHb )KIU3HEHHO He0OXOIMMBIX U BaXKHEHIIINX JIeKapCTBEHHBIX MPETapaToB, B
COOTBETCTBUHM C yTBEP)KJEHHOM B MOPsiIKe, yCTaHOBIeHHOM [IpaBuTenbcTBoM Poccuiickoit @esepanyu,
METO/IUKOUN YCTaHOB/IEHUSI OpraHaMU UCTIOTHUTE/TLHOM B1acTH CyobekToB Poccutickoli depeparyu
Tripe/ie/IbHBIX pa3MepOB OMNTOBBIX HaZI0AaBOK U TIpeZie/bHBIX Pa3MepOB PO3HUYHBIX Ha/I0aBOK K
(hakTHUEeCKHUM OTITyCKHBIM 1leHaM, YCTaHOB/IEHHBIM TTPOM3BOAUTE/ISIMU JIeKApCTBEHHBIX MperapaToB, Ha
JleKapCTBeHHbIe TIperiapaThl, BK/IFOUeHHbIe B rlepeueHb KM3HEeHHO HeoOXOAUMBIX U BaXKHENIIINX
JIEKapCTBEHHBIX MpPeraparoB.

2. OpraHusanyy ONTOBOM TOPrOB/IY U (W/IM) anTeuHble OpraHu3aliuu, UHAUBUYalbHble
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NpeAripuHUMaTe |, UMerolIYe JIMLeH31I0 Ha (hapMalieBTUUeCKYIO esTebHOCTb, OCYILeCTBIISIOT
peasi3alyio JieKapCTBEHHBIX TIPeriapaToB, BK/IFOUEHHBIX B MepedyeHb )KU3HeHHO HeoOX0[UMbIX U
Ba)KHEMILMX JIeKapCTBEHHBIX Mperaparos, M0 1jeHaM, YPOBeHb KOTOPBIX He MPEeBbILIAeT CYMMY
(bakTHUeCKOW OTITyCKHOM LIeHbl, yCTaHOB/IEHHON NMPOM3BO/IUTEIEM JIeKapCTBEHHBIX TIperapaToB U He
TIPEeBBIIIAIOITEeN 3aperuCTPUPOBAHHON TIPe/ie/TbHOM OTIYCKHOM 11eHbI, ¥ Pa3Mep ONTOBOM Ha/J0aBKH U
(M) pa3Mep PO3HUYHOM HaZibaBKU, He TIPeBbILIAIOIIIe COOTBETCTBEHHO pa3Mepa Mpe/ie/lbHOM ONTOBOM
Hazi0aBKy U (WIM) pa3Mepa Mpeie/TbHOM PO3HUYHOMN HaJJ0aBKH, YCTaHOB/IEHHBIX B CyObekTe PoCCHICKOM
®deneparyu.

3. OpraHsbI UCTIOTHUTE/ILHOU B1acTH CyobekToB Poccutickoii denepariyu pa3mMerttiator B cetd "VIHTepHeT"
WU O1yOIMKOBBIBAIOT HH(GOPMALIMIO O 3aperuCTPUPOBAHHOM Tpe/ie/IbHOM OTITYCKHOM LieHe Ha
JIeKapCTBEHHbIE TIpeTapaThl, BK/IFOUEHHbBIE B IIepeueHb KM3HEHHO HeO0OXOUMBIX M BaXKHEHTIINX
JleKapCTBEeHHBIX MperiapaToB, 00 yCTaHOB/eHHBIX B cyObekTe Poccuiickoit ®esjepaiiuu pasmepe
Tipe/ie/TbHOM OTITOBOM HaZ0aBKH U (M/IK) pa3Mepe Tpe/ie/IbHON PO3HUYHOW HaZI0AaBKHU K YCTaHOBI€HHBIM
TIPOM3BOAUTE/ISIMU JIEKAPCTBEHHBIX MperapaToB (PaKTUueCKUM OTIYCKHBIM LieHaM Ha JieKapCTBeHHbIe
TIperaparhbl, BK/IFOUEHHBIE B TIepeueHb )KU3HEHHO HeOOXOZIMMbIX U BayKHEUITINX JIEKapCTBEHHBIX
TiperaparoB, U 06 yKa3aHHOM B yacTu 2 HacTosiiel cTatbu cymme. MIHopMalus, TipeyCMOTpeHHast
HaCTOsIIed YaCThio, JOJDKHA pa3sMelaThCsl TAaKKe B allTeYHbIX OpraHu3alusaxX B JOCTYIIHOU /Uil CBeZleHUs
BCeX 3aMHTepeCOBaHHBIX JIUL] (hopMe 1 0OHOBJISITHCS TI0 Mepe ee OMmyOIMKOBaHHUs. X

4. ITpuHsaTHIE C HAapyLIeHWeM 3aKoHozaTenbCTBa Poccurickoit defepariuu pellieHrst OpraHoB
WCTIONTHUATE/IbHOM BacTu cyobekTa Poccuiickoit Pesepaiinu 06 ycTaHOB/IEHUU TIPeZie/TbHBIX Pa3MepoB
OTITOBBIX Ha/I0ABOK U TIPe/Ie/IbHbIX Pa3MePOB PO3HUUHBIX HaJI0ABOK K 3apPervMCTPUPOBAHHBIM TPe/ie/TbHBIM
OTITYCKHBIM L]eHaM Ha JieKapCTBeHHbIe Tperaparkl, BK/IOUeHHbIe B TiepeueHb )KU3HeHHO He0OX0JUMbIX 1
Ba)KHEMIIIMX JIeKaPCTBEHHBIX ITPerapaToB, TO//Ie)kaT OTMeHe B CyZeOHOM TOpsiJKe.

I'nasa 13. MOHUTOPHHI' BE3OIIACHOCTHU JIEKAPCTBEHHBIX IIPEIIAPATOB,
HAXOJAININXCA B OBPAIIEHVHN HA TEPPUTOPUN POCCUMCKOMU ®EJEPAIINN

Crarbsi 64. MoHUTOPHUHT 6€30T1aCHOCTH JIEKAPCTBEHHBIX ITPerapaToB

1. JlekapcTBeHHbIe TIpeTiapaThl, HAXOAMAIHUEeCs B 0OpalleHuH Ha TeppuTopun Poccuiickoit ®esepariyy,
T10/]/Ie’KaT MOHUTOPHUHTY 6€30T1aCHOCTH B 1[e/ISIX BBISB/IEHUST BOSMOKHBIX HETaTUBHBIX MOC/IeICTBUN HUX
TpUMeHeHus], TIpeyTpeXX/IeHus TIalJUeHTOB U UX 3allUThl OT MPUMeHEeHUs TaKUX TperapaToB.

2. MonuTopuHr 6€30MacHOCTH JIeKapCTBEHHBIX MPerapaToB OCYIIeCTBISeTC S YIIOJTHOMOYeHHBIM
(enepasbHBIM OPraHOM MCITOJTHUTETbHOM B/IaCTH Ha BCEX 3Tarax WX oOpalljeHHst Ha TEPPUTOPUN
Poccutickoit ®esepatiym.

3. CyObekThl 0OpallleHust IeKapCTBEHHBIX CPeZICTB 00si3aHbl COOOIIATh B YCTAHOBIEHHOM
YTIOJITHOMOUYEHHBIM (heiepaibHbIM OPTaHOM MCTIOJIHUTE/TbHOM B/IACTH TIOpsifike 000 BCeX CTydasx
1MoOOYHBIX ZIEWCTBUH, HE YKa3aHHBIX B MHCTPYKLIUM TI0 IPUMEHEHHIO JIeKapCTBEHHOT'O Mperapara, 0
Cepbe3HBIX HeXKeslaTeTbHBIX peaKIsaX, HelpeIBU/I€HHBIX HeXKelaTeTbHbIX PeakiUsax MPY MPUMeHeHHUH
JIeKapCTBEHHBIX MperaparoB, 00 0COOEHHOCTSIX B3aUMO/IEMCTBUS JIEKaPCTBEHHBIX TTPEIapaToB C IPYTUMHU
JIeKapCTBEHHBIMH TTperiapaTaMH, KOTOpble ObUTH BBISIB/IEHBI TTPH MPOBEIEHUH KITMHUUE CKMX
WCCIe/JOBaHUM 1 TIPUMEHeHWH JIeKapCTBeHHbBIX MperapaToB.

4. 3a HecooOII[eHre WK COKPBITHE CBeZeHHH, TTPeJyCMOTPEHHBIX YaCThi0 3 HAaCTOSIIeH CTaThH, JHIIA,
KOTOPBIM OHU CTaJId U3BECTHBI 110 POAY UX TIPodheCCHOHA/IBLHOM /lesTeTlbHOCTH, HECYT OTBETCTBEHHOCTh B
COOTBETCTBUH C 3aKOHO/aTe/ibcTBoM Poccutickoit ®enepatiyn. X

5. TTopsiioK OCyIIeCTB/IeHUSI MOHUTOPUHTA 0€30MaCHOCTH JIEKAaPCTBEHHBIX MTPerapaToB, PeruCTpaliu
MOOOUHBIX JIEMCTBUM, CePbe3HBIX HEeXKeaTeTbHBIX peakiiii, HelpeIBU/IeHHbIX He)KeslaTeTbHbIX peaKIiii
MIpY TIPUMEHEHUH JIEKapCTBEHHBIX MPerapaToB, B TOM UKCJ/Ie TIpeCcTaBIeHus MHPOPMaI[uu 00 3ToMm,
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yCTaHaB/IMBaeTCs YIIOJTHOMOUEHHbIM (pefiepasbHbIM OpPraHOM MCTIOMHUTE/IbHOW BIaCTH.
Crarbd 65. [IprocTraHoBIeHMe IPUMeHeHUs JIeKapCTBeHHOIO Iperapara

[Tpu nonyvyeHun nHboOpMaruy o0 TOOOYHBIX AEHCTBUSAX, HE YKa3aHHBIX B MIHCTPYKIUH T10 TIPUMEHEHHIO
JIeKapCTBEHHOT0 TIperiapara, Cepbe3HbIX He)Ke/laTe/IbHbIX peakl[usix, HelpeBU/IeHHbIX He)KeslaTe/TbHbIX
PeaKIUsIX MU MPUMEHEHUH JIeKapCTBEHHOTO TIperiapaTa, 00 0COOeHHOCTSIX ero B3auMO/IeCTBUS C
JIPYTMMU JIeKapCTBEHHBIMU TperiapaTaMiy, KOTOpble MOTYT TIPe/ICTaB/IsATb YTPO3y KU3HU WU 3/10POBbIO
MAaLeHTOB, a TaK)Ke CBeJieHUM, He COOTBETCTBYIOLIMX CBEJIEHUSIM O JIeKapCTBEHHOM Mperiapare,
cojlep>KallMCsl B MHCTPYKLMM 110 ero TPUMeHeHHI0, YII0OJIHOMOUYeHHbIN (efiepabHbIi opraH
WCIIOTHUTE/IbHOM B/IaCTH PacCMaTpUBaeT BOMPOC O BOSMOXXHOCTU MPUOCTAaHOB/IEHUS] TPUMEHEHUST TaKOTo
JIeKapCTBEHHOT0 TIperapara B Mopsi/ike, yCTaHOB/IEHHOM YIIOJIHOMOUYeHHBIM (hefiepalbHbIM OpraHOM
HCITOJIHUTEILHOM B/IACTH.

Crarbs 66. VIHbopMarys 0 pe3y/bTaTaXx MOHUTOPUHTA 0€301acHOCTH JIeKapCTBEHHBIX MTPeriapaTtoB

YnonHoMoueHHbIN hefiepanbHbIN OpraH UCTIOTHUTETLHOM B/IaCTH, OCYILeCTBIISIFOIIUIA MOHUTOPUHT
6e30MacHOCTH JIeKapCTBEHHBIX MPerapaToB, HaXOASAIIMXCs B 0OpalljeHUH Ha TeppuTopyu Poccuiickoit
®enepary, 1o pe3yabTaTaM MOHUTOPHUHIA pa3MelljaeT Ha CBoeM O(UIMaIbHOM CcaldTe B CeTH
"VMIHTepHeT" MH(OPMALIMIO O MPUHSATHIX PelIeHUsIX 0 BHECEHUU W3MeHEeHHsI B MHCTPYKLMIO T10
TPUMEHEHUIO JIEKapCTBEHHOTO Tpernapara, O NpUO0CTaHOB/IEHUY TIPUMEHEeHUs JIeKapCTBEHHOTO
riperiapara, 06 U3bSATHU U3 0OpallleHus JIeKapCTBEeHHOTO TIperapara Uik 0 BO300HOB/IEHUH TIPUMeHeHHsT
JIEKapCTBEHHOTO Iperapara.

I'nasa 14. ”TH®OPMAIIMA O JIEKAPCTBEHHBIX ITPEITAPATAX
Cratbs 67. IH(bopMaLys 0 1eKapCTBeHHBIX Mperaparax

1. lndopmaiiysi o ekapCTBeHHBIX Nperaparax, OTIIyCKaeMbIX 10 peLieNTy Ha JieKapCTBeHHbIH Ipernapar,
JlOJDKHA COZleprKaThCsl TOJIBKO B CleLaIM3MPOBaHHbIX U3IaHUAX, peHa3HAYeHHbIX [/Is1 MeJULIMHCKUX,
(apmareBTHUeCKIX, BeTepHHAPHbIX pab0THUKOB. VIH(popMaLs 0 leKapCTBeHHBIX MperapaTax Jjist
CTIeL[UATUCTOB B 00/1acTH 00pallleHust IeKapCTBEHHBIX CPe/ICTB MOXKET CO/IepXKaThCsl B MOHOTpadusX,
CrpaBOYHMKAX, HAyUHBIX CTaThsX, B [OK/IaZlaX Ha KOHTpeccax, KOH(pepeHLUsIX, CUMII03UyMax, HayUHbIX
COBeTax, a TaK’Ke B MHCTPYKLUSX 10 MPUMEHEHUIO JIeKapCTBEHHbIX IperapaToB.

2. Vlndopmarys o 1ekapCTBeHHBIX TIperiaparax, OTIyCKaeMbIx Oe3 perjerita Ha JieKapCTBEeHHBIN TIperapar,
MOXKET COZI€P’KaThCs B TyO/MKALMSX U 00BSIBIEHUSX CPEACTB MacCOBOM MH(MOPMALVH,
CTeL[aTM3UPOBaHHbIX U O0IMX TeYaTHbIX U3[aHUSAX, MHCTPYKLUSIX T10 PUMEHEeHHIO JIeKapCTBeHHbIX
TperiapaToB, MHBIX U3IAHUSX CyObEeKTOB 00pall|eHHUsl JIeKapCTBEHHBIX CPe/ICTB. PeKk/laMHbIe MaTepHasIbl O
JleKapCTBEHHOM TIperapare, OTITyCKaeMoM 0e3 pelienTa Ha JieKapCTBeHHBI Mperapart, JOJDKHEI
COOTBETCTBOBATh MHCTPYKLMM 110 IPYMEHEHUIO JIeKapCTBEHHOIO Tperapara.

3. [JomyckaeTcsi UCIOMb30BaHKe TFOOBIX MaTepraibHbIX HOCHTe e, MTO3BOJISIOINX XPaHUTh, Nepe/iaBaTh
Y MCII0/1b30BaTh UH(OPMALHIO O JieKapCTBEeHHBIX TperapaTax 6e3 ee NCKa)KeHHsl.

I'naBa 14.1. OTPAHNYEHNSA, HAJIATAEMBIE
HA OPTAHM3ALNN, OCYIIECTB/IAIOIIUE JEATE/IBHOCTD
110 OBPAIIEHUWIO JIEKAPCTBEHHBIX CPE/ICTB

(BBezeHa PesepasibHBIM 3aKOHOM OT 25.11.2013 N 317-®3)
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Cratbs 67.1. OrpaHuYeHus], HajlaraeMble TPU OCYITIeCTBIEHUH /IeITe/IbHOCTH B chepe oOpariieHust
JIeKapCTBEHHBIX CPe/iCTB

1. Opranu3aiyy, 3aHUMaroIecs pa3paboTKOM, TPOM3BOJCTBOM U (U/TM) peasr3aliveli JIeKapCTBeHHbBIX
TIperapaToB /il MeJUIIMHCKOTO IIPUMeHEeHUs], OpraHu3alliy, 00/1ajaroliye mpaBaMy Ha UCTIOIb30BaHUe
TOProBOr0 HAMMEHOBAHUS JIEKapCTBEHHOTO Tpernapara Ji/1s1 MeJULMHCKOr0 MpYMeHeHUs], OpraH13alyn
ONTOBOM TOPIrOBJIY JIEKAPCTBEHHBIMU CPeJCTBaMH, alTeUHble OpraHu3alny (MX NpeJCTaBUTe/d, UHbIe
(v3nuecKue ¥ I0pUAYeCKUe JIULIA, OCYLeCTBIISIOLIMEe CBOO /1eATeTbHOCTb OT MMEHU STUX OpraHr3alyi)
B OTHOIIIEHUY MeUITMHCKUX pabOTHUKOB U PYKOBOZAUTEIeH MeJUITMHCKUX OpraHU3alliii He BIIpaBe:

1) BpyuaTh N0O/lapKH, BbINJIaUMBaTh [JeHEXKHbIE CPe/ICTBA (328 UCK/IHOUeHUEM BO3HArpaXkJeHUi 1o
JIOrOBOpPAM MpH NMPOBeIeHNU KIIMHUUECKHUX UCC/IeJOBaHUM JIeKapCTBEHHBIX MpernaparoB AJist
MeIULIMHCKOTO NTPUMeHeHHs1, BO3Harpak/leH!H, CBSI3aHHBIX C 0Cyll{eCTB/IeHUeM MeULIMHCKUM
pPabOTHUKOM TeIaroruyuecKoi u (WIK) HayuHOU JiesiTe/TbHOCTH), B TOM UMCJIe OTJIauMBaTh pa3B/ieyeHus],
OTJBIX, TTPOEe3]] K MeCTYy OT/IbIXa, a TAK)Ke MPUBJIEKaTh K YYaCTHIO B pa3B/ieKaTe/IbHbIX MEPONPUSTHSIX,
MPOBOJVMBIX 3a CUET CBOMX CPe/ICTB;

2) 3aK/Ir0YaTh COIVIAllleHHsl O Ha3HAYeHWU WU peKOMeH ALy TaljueHTaM JieKapCTBEHHBIX TIperapaToB
JL1S1 MeIULIMHCKOTO NMPUMEeHEeHHs (3a UCK/TFOUeHUeM JI0rOBOPOB O TIPOBeIeHUH KJIMHUUEeCKUX
WCCeJOBaHU JIeKapCTBEHHBIX TPeraparoB /151 MeJULMHCKOrO IPUMeHeHus);

3) npefoCTaB/sATh 00pa3Iibl JIEKAPCTBEHHBIX MTPETapaToB /il MeJUIIMHCKOTO IPUMEHEHUS B LIe/ISIX
BpYyueHUs NaljieHTaM (3a MCK/IFOUeHUEM CJlydaeB, CBSI3aHHBIX C MPOBe/leHHeM KJIMHUYEeCKUX
WCCJIeJOBAHUM JIeKAPCTBEHHBIX MPerapaToB /151 MeAULIMHCKOTO MPUMEHEeHHs );

4) npelOCTaB/ATh HeZIOCTOBEPHYIO U (M/IM) HEIOJHYI0 UH(OPMALIMIO O JIeKapCTBEHHbIX MpernapaTax JJis
MeJULMHCKOTO NMPUMEeHEeHNS;

5) nocetatk Ux B pabouee BpeMst Ha pabourx MecCTax, 3a UCK/IFOUeHHeM C/TydaeB, CBSI3aHHBIX C
TpOBeleHNueM KJTMHUYeCKUX UCC/IeI0BaHNN JIEKAPCTBEHHBIX MPerapaToB JJis1 MeIULIMHCKOTO
TIpUMeHEeHNs], C y4aCTUeM B TMOPsA/JIKe, YCTaHOB/IEHHOM PYKOBOAUTEIEM MeJULIMHCKON OpraHu3aliii, B
CcOOpaHUsIX MeTUIIUHCKUX PaOOTHUKOB Y UHBIX MEPOTIPUSTUSIX, HAallpaB/IeHHBIX Ha TIOBBIIIEHHUE UX
rpoecCrOHaIbHOTO YPOBHS WM Ha Npe/ioCcTaBieHre MH(OpMalLiH, CBA3aHHOM C OCYIlleCTB/IeHUEM
MOHHUTOPHHIa 0e30TaCHOCTH JIeKapCTBEHHBIX TIPerapaToB;

6) MoOy»K1aTh K BBITIMCHIBAHUIO JIeKAPCTBEHHBIX TPeraparoB /i MeJUIIMHCKOr0 TIPUMeHeHus Ha
OmaHKax, cofepskalux MHGHOPMALMIO PEK/IaMHOTO XapaKTepa, a TAaKKe Ha PelieNTyPHBIX O/1aHKax, Ha
KOTOPBIX 3apaHee HareuaTaHO HaMeHOBaHWe JIeKapCTBEHHOTO Tpernapara Jjisi MeJULIMHCKOTo
TIPUMEHEHUS].

2. OpraHu3aiuu, yka3aHHble B ab3alle 1epBoM 4acTy 1 HacTosIIel CTaTbH, U UX TIPeZCTaBUTeNN B
OTHOIIIeHUY (hapMarieBTHUeCKUX pabOTHUKOB U PYKOBOZIUTEJIEH alTeuHbIX OpraHu3aliiii He BripaBe: X

1) BpyuaTh Mo/lapKH, BbINJIaUMBaTh [JeHEXKHbIE CPE/ICTBA, B TOM UKMCJIe OIIaulBaTh pa3B/ieyeHus], OTAbIX,
Mpoe3/ K MeCTy OTJbIXa, ¥ MPUBJIEKATh K YYaCTHIO B pa3BiieKaTe/IbHbIX MePONPUSTUSIX, TPOBOJUMBIX 3a
CUeT CBOUX CPEJICTB;

2) npefoCTaB/IsATh 00pa3Iibl JIEKAPCTBEHHBIX MTPEIapaToB /il MeUIIMHCKOTO PUMEHEHUS [I7isi BpYUYeHHsT
HaceJeHuIo;

3) 3aK/Ir04aTh COIVIallleHusI O MpeJi/IoKeHNH HacesleHHI0 OIpe/ie/IeHHbIX JIeKapCTBeHHbBIX Iperaparos /s
MeIULIMHCKOTO NTPUMEHEeHUSsI;

4) ripe1oCTaB/ISTh HeZIOCTOBEPHYO U (M/IK) HeTOJHYI0 UH(OPMALIMIO O JIeKapCTBeHHbIX MperapaTax s
MeIULIMHCKOTO NTPUMEHEeHHs1, B TOM YKCJ/Ie UMEeIOLIMX OIMHAaKOBOe MeXX/1lyHapOJHOe HellaTeHTOBaHHOe
HavMeHOBaHHUe.

Crarbs 67.2. TpeboBaHus K OpraHU3aly 1 TIPOBE/IEHHUI0 HAyUHBIX MEePOTPUSTUN, NHBIX MEPOTIPUSTHIA,
HarpaB/ieHHbIX Ha MOBbIlIeHe NTPo¢eCcCHOHaNbHOTO YPOBHS MeJULIMHCKUX paOOTHUKOB WM Ha

KoHcynbTaHTINI0C www.consultant.ru

Hape>XXHas npaBoBas nogaep>xka

CtpaHuua 61 n3 66



depepasibHbIf 3aKoH 0T 12.04.2010 N 61-93 [JOoKyMeHT npenocTasieH
(pead. ot 12.03.2014) KoHcynbTaHTMN0C
"O6 obpalleHnn nekapCcTBEHHbIX CpencTB" [aTa coxpaHeHus: 11.06.2014

TIpeiocTaBIeHre HHPOPMALIK, CBSI3aHHOU C OCYIIeCTB/IeHeM MOHHUTOPHHTA 6e30MacHOCTH
JIeKapCTBEeHHBIX MperiapaToB

1. T1pu npoBe/ieHH Hay4YHbIX MEPOTPUSTUIA, UHBIX MEPONPHUSTHH, HallpaB/IeHHbIX Ha MOBBILLIEHHEe
npod)eCCHOHAILHOTO YPOBHS MEAULMHCKUX PAOOTHHUKOB WJTH Ha TIPeJ0CTaB/IeHre CBS3aHHOM C
OCyIlleCTB/IeHHeM MOHUTOPHHTA 6@30TMacHOCTH JIeKapCTBEHHBIX TperapaToB WHGOopMaLyy,
OpraHM3yeMbIX OpraHU3alMsIMH, YKa3aHHbIMU B a03arie iepBom yact 1 crateu 67.1 HacTOSIIEro
@Deflepa/bHOTO 3aKOHA, UX MPEJCTaBUTESIMHU U (W/I1) (PUHAHCHPYEMBIX 3@ CUET CPE/ICTB ITUX
OpraHM3aly U UX Npe/icTaBUTesIel, 3arpelaeTcs NpensTCTBOBATh y4aCTHIO B yKa3aHHBIX
MepOIPUATUSX UHBIX OpraHu3alii, KOTOpble TIPOM3BOAAT WU Peanu3yroT JeKapCTBeHHbIe Mpernaparbl
JU1s MEULIMHCKOTO TIPUMEHEHUsI CO CXOKUM MeXaHU3MOM (papMaKoIOTHUeCKOTo AeHCTBuUs, TH00
C03/1aBaTh JUCKPUMHUHALMOHHbIE YCI0OBUS [IJI1 OHUX YUaCTHUKOB I10 CPaBHEHUIO C IPYTUMU
y4aCTHUKaMH, a UMeHHO: X

1) npefocTaBASTh pa3IMUHOE KOTMUECTBO BPeMEeHHU [/1JIs1 BBICTYTUIEHHI YUaCTHUKOB, pa3/iiyHble 10
pa3Mepy 3aHMMaeMOH IIOI[alu MeCTa JJisl IeMOHCTPALMK 00pa31ioB JIeKapCTBEHHBIX MTPerapaToB s
MeJMLIMHCKOT0 MPYMeHeHUs WK peK/IaMHbIX MaTepuasioB O JIeKapCTBEHHBIX Ipernaparax /st
MeJULMHCKOI'O IIPYMeHeHUs Ha SKCIO3ULUAX, CTeH1ax, 3a UCK/II0UeHreM C/Iy4yaeB, eC/id Takue YCI0BUs
3aKper/ieHbl B COTVIAlIeHUSIX 3TUX OpraHu3alyi, UX npeJcTaBuTeell 0 (MHaHCUPOBaHUM YKa3aHHbIX
MepOoTpUsATHNA 1 00yC/IOB/IeHBI Pa3/TMUHBIMU 3aTPaTaMU YYaCTHUKOB Ha UX OPraHU3aLuio;

2) yCcTaHaBIMBATh pa3Mep B3HOCA [ijIsI yUaCTHUKOB MePOTIPUSITHH, YKa3aHHBIX B ab3alie iepBoM
HaCTOsALed YaCTH, NpeBbIIIAk0IIMKY CyMMY 3aTpaT Ha OpraHu3aliyi0 yKa3aHHbIX MepONpUATHN U BeAyIlUN
K He0O0CHOBAaHHOMY OTPaHUUEHUIO YMCJIa UX YUaCTHUKOB. X

2. OpraHu3aiuu, yKa3aHHble B ab3arle iepBoM yactu 1 crateu 67.1 HacTosiero desepasbHOro 3aK0Ha,
WX Mpe/ICTaBUTEe/H, OCYLeCTBJISIOIIMe OpraHu3aluio U (UiK) (prHaHCMPOBaHKe MEepPONPHUSTHH,
yKa3aHHBIX B UacTy 1 HacTosiL[el CcTaThH, 00s13aHbl 0OecreunBaTh AOCTYN K MHPOPMALMH O Jjate, MecTe u
BpeMeHU MPOBe/IeHNs1 yKa3aHHbIX MepONpHUSATHH, IJlaHaX, TporpaMMax MpoBeJieHUs YKa3aHHbIX
MepOIPUATUN U TeMax, [JIaHUPYeMBbIX [I/Is1 paCCMOTPEHMs], COCTaBe UX yUYaCTHUKOB ITyTeM pasMellleHHs
COOTBETCTBYIOLLEM MH(POPMALIMY Ha CBOUX O(ULIMAIbHBIX CaiTax B ceTU "VIHTepHeT" He Mo3/Hee IByX
MecsLeB [I0 Hauasa MpoBe/ieHus YKa3aHHbIX MepOIpUsATHH. X

3. ndopmanus o mpoBeZileHU MepOTIPUSITUM, yKa3aHHBIX B 4acTH 1 HaCTosIel CTaTbH, B CPOK,
yCTaHOBJ/IEHHBIM YaCThO 2 HACTOSIIEH CTaThy, I0/KHA ObITH HarpaB/ieHa B eJiepa/ibHbIi OpraH
WICITOJTHUTE/IbHOM B/IaCTH, OCYILL[eCTB/ISIFOINM (PYHKLMY TI0 KOHTPOJIIO Y Ha/i30py B cdepe
3/lpaBOOXpaHeHUs], /15l IOCAeyIOlero pasMellieHurs ee Ha O(MIMa/IbHOM CaiiTe 3TOr0 OpraHa B CeTH
"NurepHet". X

I'nasa 15. OTBETCTBEHHOCTB 3A HAPYIIIEHUE 3AKOHOJATE/TbCTBA
POCCHUICKOWM ®EJEPAIIMY TP OBPAIIIEHIN JIEKAPCTBEHHBIX CPE/ICTB
¥ BO3MEII[EHUE BPEJIA, IPUYMHEHHOTO 37I0POBBIO T'PAJKJAH
BCJIEJICTBUE IIPUMEHEHNS IEKAPCTBEHHBIX IIPETIAPATOB

Cratbst 68. OTBeTCTBEHHOCTD 3a HapyllleHHe 3aKoHoZaresbcTBa Poccuiickoii defepatiyu ripy obpartieHuu
JIeKapCTBEHHBIX CPe/iCTB

HapyeHne 3akoHofarenbcTBa Poccuiickoii ®eneparyin ipu oOpaltieHnH JIeKapCTBEHHBIX CPEZICTB
B/IeueT 3a 000 OTBeTCTBEHHOCTh B COOTBETCTBUHM C 3aKOHOZaTe/IbcTBOM Poccuiickoii Penepariuu.

Cratbs 69. Bo3melljeHue Bpeja, MPUUMHEHHOTO 3/J0POBBIO I'PaXkK/aH BC/1eICTBHE IPUMEeHeHUs
JIeKapCTBEHHBIX TperapaToB
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1. ITpousBoguTeNb T€KapCTBEHHOTO TIperapara 00si3aH BO3MeCTHUTh BpPe/l, TPUUMHEHHbIH 3/[0pPOBbIO
rpakJaH BC/Ie/ICTBHe TIPUMeHEeHHs1 JIeKapCTBEHHOTO Tperapara, ec/ii JoKa3aHo, YTo:

1) nekapcTBeHHBIM NpernapaT MPUMEHSICS TI0 Ha3HAYeHHI0 B COOTBETCTBUM C MHCTPYKLIMEH 110
TIpUMeHeHUI0 JIeKapCTBeHHOTO TiperapaTa ¥ PUYMHOM Bpe/ja sIBU/ICS BBOJ, B TPaXKJaHCKU 060poT
He/[00poKaueCTBEHHOTO JIEKAPCTBEHHOTO TIPerapara;

2) Bpe[, 37,0pPOBbI0 IPUUYMHEH BCJIE/ICTBHE HEI0CTOBEPHOU MH(OPMALK, COZleprKalleiicsi B UHCTPYKLIUU
0 NPUMEHEeHUIO JIeKapCTBEHHOTO Tpernapara, U3ZlaHHOW NTPOM3BOAUTEe eM JIeKapCTBEHHOT0 Tpernapara.
2. B ciyuae, ecnv BpeJ, 3710pOBbIO FPaK/aH MPUUKMHEH BC/IeCTBUE PUMeHeHUs! JIeKapCTBEHHOT0
Triperapara, Mpulle/ilero B HeroHOCTh B pe3y/bTaTe HapyllleHWsl IPaBr/l XpaHeH!s IeKapCTBEHHBIX
CpeJCTB, MPaBWJ/I ONITOBOM TOPrOB/IM JIeKapCTBEHHbIMU MperaparaMu, MpaBU/I OTIYCKa JieKapCTBEHHBIX
TiperaparoB, paBWJI U3TOTOB/IEHUS U OTITyCKa JIeKapCTBEHHbIX IperapaToB, BO3MellleH e BpeZia
OCYLLeCTB/ISIeTCS COOTBETCTBEHHO OpraHU3aljieil ONTOBOM TOPrOB/IU JIeKapCTBEHHBIMU CPeZICTBAMU,
anTevyHOU opraHv3alyel, UHAWBUYalbHbIM NIPeANPUHAMATe/IeM, UMEIOLLUMHU JIMLIEH3UI0 Ha
(bapmaLieBTUUECKYIO J1eATelIbHOCTb W/IW JIULIEH3UI0 Ha MEJULIMHCKYIO /1eATellbHOCTb, MeIULMHCKON
opraHu3aliei, UMeroII[el TUIeH3UI0 Ha JapMalleBTHUECKYIO /1esITe/TbHOCTh (ee 060CO0/IeHHbIM
riofipasziesieHrieM (amOysiaTopuei, dhesbaiepckuM U ¢esbAlepCKo-aKyIliepCKUM MyHKTaMU, LIeHTPOM
(oteneHuem) obiieli BpaueOHOM (CeMelHOM) PAaKTHKH), PACIONIOXKEHHBIM B CeJThbCKOM HaCeIeHHOM
MyHKTe, B KOTOPOM OTCYTCTBYeT alTeyHasi OpraHu3aLysi), OMyCTUBIINMU MPOZAKy WU OTITyCK TaKOro
JIeKapCTBEHHOTO Tpernapara.

(B pen. ®enepanbHOro 3akoHa oT 25.11.2013 N 317-®3)

3. Bo3MmellieHre Bpe/ia, IPUYMHEHHOT'O 3/0POBbIO IPaXK/laH BC/Ie/ICTBHE TPUMEHEeHUs JiIeKapCTBEeHHbIX
TIperapaToB WK COBepILleHUs TPOTUBOMNPABHBIX JIeHCTBUM CyObeKTaMu oOpallieHus T1eKapCTBeHHBIX
CpeJiCTB, OCYILIeCTB/ISIETCSI B COOTBETCTBUU C 3aKOHOZaTe/bcTBoM Poccutickoint deneparuu.

I'nasa 16. SAK/TFOUUTEJ/IBHBIE ITOJIOKEHUSL

Crarbs 70. O Ipu3sHaHUM YTPATUBLIMMHU CUJTY OTZe/IbHBIX 3aKOHO/ATe/IbHbIX aKTOB (TI0/I0KeHNH
3aKOHO/laTelbHBIX aKTOB) Poccuiickoit Pegeparium

[Ipu3HaTh yTpaTHUBLLIMMU CUJTY:

1) ®enepanbhbii 3ak0H 0T 22 wroHS 1998 roga N 86-P3 "O nekapcrBeHHbIX cpefcTBax” (CobpaHue
3aKoHoaTenbCcTBa Poccuiickout @egepanuu, 1998, N 26, ct. 3006);

2) ®enepanbHbIii 3aKoH oOT 2 siHBapsi 2000 roga N 5-®@3 "O BHeceHHH M3MeHEeHUsI U JOTIO/THEHUI B
®enepanbHbIi 3ak0H "O nekapcTBeHHBIX cpefcTBax' (CobpaHue 3akoHOAaTeLCTBa Poccuiickoi
®eneparuu, 2000, N 2, cT. 126);

3) cratbto 40 degepanbHoro 3akoHa oT 10 ssHBapsi 2003 roga N 15-®3 "O BHeCeHUM U3MeHeHWH 1
JIOTIOJIHEHHH B HEKOTOPbIe 3aKOHOZaTe/IbHbIe akThl Poccuiickor ®efepaliviy B CBSI3U C TIPUHATHEM
®enepasibHOTO 3aKoHa "O NMUIIeH3UPOBaHUM OT/Ie/TbHBIX BUAOB AesTensHOCTH (CobpaHue
3akoHogarenbcTBa Poccuiickoit depepariyy, 2003, N 2, cT. 167);

4) crarbto 31 PepnepanbHoro 3akoHa oT 30 utoHst 2003 roga N 86-D3 "O BHeceHUM U3MeHeHUH U
JIOTIOJIHeHHH B HEKOTOPBIe 3aKOHOZaTe/IbHbIe akThl Poccuiickor ®enepanyy, TPU3HAHUUA YTPAaTUBIIUMU
CU/Y OT/le/IbHBIX 3aKOHOAATebHbIX akToB Poccuiickoit ®esepaliyu, IpeioCTaB/IeHUN OT/le/TbHbIX
rapaHTUii COTPYAHHWKAaM OpPraHOB BHYTPEHHUX [IeJI, OPraHOB TI0 KOHTPOJTIO 3a 000POTOM HapKOTHUECKUX
Cpe/iCTB U NMCUXOTPOMHBIX BelIeCTB U ynpa3AHsieMbIX (he/jepasbHbIX OPraHOB HAJIOrOBOM TOJIMLIUU B
CBSI3U C OCYIIIeCTB/IeHHeM Mep 10 COBEePIIIeHCTBOBAHHUIO TOCyAapCTBeHHOTO yripasyieHus" (CobpaHue
3aKoHoaTenbcTBa Poccuiickout @egeparum, 2003, N 27, ct. 2700);

5) crateto 101 ®efepanbHOro 3akoHa oT 22 aBrycta 2004 roga N 122-®3 "O BHeCceHHH U3MeHeHUil B
3aKoHo/laTe/lbHbIe akThbl Poccutickoit defepaliui U NpU3HaHWY YTPATUBLLIMMU CHUTY HEKOTOPBIX
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3aKOHOaTebHbIX akTOB Poccutickoit defepariuu B €BsA3U ¢ npuHaTUEeM DesiepanbHbIX 3aKOHOB 'O
BHeCeHUM W3MeHeHUH U JjonoyiHeHn B @efiepanbHblii 3akoH "O6 0011X TPUHIUIIAX OpraHU3aluy
3aKOHO/aTe/bHbBIX (MPeJCTaBUTE/IbHBIX) U UCTIOJIHUTE/IbHBIX OPraHOB rOCYJapCTBEHHOM BIaCTU
cyobekToB Poccuiickoit @epeparun’ 1 "O6 oOIIMX MPUHIIMIIAX OpraHU3al[dd MECTHOTO CaMOYTIpaB/IeHUs
B Poccutickoit @enepanyu” (Cobpanue 3akoHozaTenscTBa Poccutickoit ®epeparuu, 2004, N 35, cT.
3607);

6) cratbto 28 ®enepanbHOTO 3ak0oHa OT 18 mekabpst 2006 roga N 231-D3 "O BBe/IeHUH B [IeMCTBHE YaCTH
yeTBepTo ['parkaaHckoro kojekca Poccuiickoit @epeparun’ (CobpaHue 3aKoHOjaTeTbCcTBa Poccubickoi
®epnepauun, 2006, N 52, ct. 5497).

Crarbg 71. BeryruieHue B cuiy Hacrosiero ®efepanbHOro 3akoHa

1. Hacrosiuit ®esiepanbHbIi 3aKOH BCTymaeT B cumy ¢ 1 centssops 2010 roga.

2. JlekapcTBeHHbIE CPeJCTBA, 3aperMCTPUPOBaHHbIE [I0 [HS BCTYIUIEHHUSI B CU/Ty HACTOSIILIErO
®Deslepa/IbHOIO 3aKOHA, MO/JIeXKaT BK/IIOUEHHIO B FOCYZ,apCTBEHHbIE PeeCTphl JIeKapCTBEHHBIX CPEJICTB C
BHeCeHHeM yKa3aHHbIX B yacTu 1 ctatbu 33 HacTosiero ®eiepanibHOTO 3aKOHA CBeJleHUi 00 3THX
JIeKapCTBEHHBIX CPeZiCTBax 0e3 MPOXOKAEeHHsT BHOBB MTPOLIeAYPhI TOCYAAPCTBEHHOW PerucTparun
JIeKapCTBEHHBIX TpernaparoB.X

3. T'ocynapcTBeHHas percTpanys JieKapCTBeHHbIX NperapaToB, 3a UCK/IFOUeHUeM JIeKapCTBEHHbBIX
ripernaparoB /i MeJULIMHCKOTO NIPUMeHeHHs], TIpe/|CTaB/IeHHbIX Ha YKa3aHHYIO PErMCTpaLyio 10 JHS
BCTYI/IeHUs B CWITy HacTtoswero desepanbHOro 3akoHa, OCYLeCTBI/IAeTCs B COOTBETCTBUM C HACTOSALLIUM
®Defiepa/ibHbIM 3aKOHOM Ha OCHOBaHWH JJOKYMEHTOB U [IJaHHBIX, MPe/CTaB/IeHHbBIX /10 JHSI BCTYILJIEHUS B
cuty Hacrosero ®efepasbHOro 3aKoHa.

(B pen. ®enepanbHOro 3akoHa ot 11.10.2010 N 271-®3)

3.1. ['ocymapcTBeHHas pervucrpanus JeKapCTBeHHbIX PerapaToB /i MeAULMHCKOrO PYMeHeHu s,
Tpe/iCTaB/eHHbIX Ha TOCY/IapCTBEHHYIO PErMCTPALIMIO [10 JHS BCTYIJIEHUS B CU/TY HaCTOSIIIIEro
®Desrepa/sbHOIO 3aKOHA, U FOCyZapCTBEHHAs! peruCTpaLys JIeKapCTBEeHHbIX IperapaTroB [ MeJULIMHCKOIO
TIpUMeHeHUs], TIpe/|CTaBIeHHbIX Ha SKCIIePTU3Y JIeKapCTBEHHBIX CPE/CTB J10 JHS BCTYIIEHUS B CUITY
Hacrosiero dezepasbHOIO 3aKOHA B L[e/IIX X MOC/IeYOIer TOCyAapCTBeHHOM PerucTpaLyy,
OCYILLeCTB/ISIOTCS Ha OCHOBaHWH JJOKYMEHTOB U JIaHHBIX, [Pe/ICTaB/Ie€HHbBIX /10 JHS BCTYIJIEHUS B CUITY
HacTosiero dezlepasbHOIO 3aKOHA, a TAKXKe 3asB/IeHUs O TOCYAapCTBEHHOW perucTpanyn
JIeKapCTBEHHOTO Tpenapara, Mpe/iCTaB/IeHHOT0 MPOU3BOUTe/IeM JIeKapCTBEHHBIX MpernaparoB Uin
YIIOJTHOMOYEHHBIM MM JIML[OM B COOTBETCTBUU C HacTosAuM desepaibHbIM 3aKOHOM B YITOJTHOMOYEHHBIN
(enepasnbHBIN OpraH UCMOHUTEMbHOM BiacTu 10 1 mapta 2011 roga, 6e3 TpeGoBaHUs yTIaThI
roCyZlapCTBEHHOM MOLLIMHBI, TPeAyCMOTPEHHOW 3aKOHOaTenbCTBOM Poccuiickor ®Peniepaliiv 0 Hasorax
1 cObopax.

(uactb 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.2. [TonTBep>xeHue rocyjapCTBeHHON pernucTpaliu JieKapCTBEHHBIX MpernapaToB A1 MeAULIMHCKOTO
TIpUMeHeHNs], TIpeJ|CTaB/IeHHbIX /151 TOATBEPIKAeHNs FOCyapCTBeHHOW PernucTparyy o JHsS BCTYIIEHUS
B CU/y HacTosiero ®desiepasbHOrO 3aKOHa, U MO TBEP)KeHUe rOCyapCTBeHHOU perucTparuu
JIEKapCTBEHHBIX IIpertapaToB J/Is1 MeJULMHCKOrO IIPUMeHeHNs, IPe/ICTaB/IeHHbIX Ha 3KCIIePTU3Y
JIeKapCTBEHHBIX CPeJCTB /10 /IHS BCTYTJIEHUS B CU/Ty HacTosiero desiepaabHOro 3aK0Ha B LIEJISIX
MOC/IeAYIOIero NOATBEePKAeHNs X FOCy,apCTBeHHOU pernucTparyy, OCyLeCTB/ISIOTCS Ha OCHOBaHUN
JIOKYMEHTOB U [JaHHBIX, Mpe/ICTaB/IeHHbIX [0 JHS BCTYIZIEHUs B CU/TYy HacTosiero @esiepasbHOro 3aKOHa,
a Tak)ke 3asBJIeHUS O MTOATBEP)KJeHUH rOCyZ,apCTBEHHOU perncTparyy JieKkapCTBeHHOIO Ipernapara,
Tpe/iCTaB/IeHHOT0 MPOU3BO/IUTe/IeM JIeKapCTBEHHBIX MperapaToB UK YIIOJHOMOYEHHBIM UM JIULIOM B
COOTBETCTBUHM C HacTosAMM DejiepabHbIM 3aKOHOM B YTIOJTHOMOUEHHBIH (peZiepanbHblii OpraH
WCTIOMHUTE/IbHOM BiacTH o 1 mapra 2011 roga, 6e3 TpeboBaHus yIiIaThl TOCYJAPCTBEHHOM TMOLLITUHEI,
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TIpelyCMOTPEHHOM 3aKOHO/jaTelbcTBOM Poccutickoit desiepaiiiu o Hasorax u cbopax.

(uactb 3.2 B pep. PenepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.3. IlpuHsTHe pelleHusi 0 BHECEHUU U3MEHeHHH B JOKYMEHThI, COJiepKallliecsi B PeruCTpaliOHHOM
JI0Che Ha 3aperuCTpUPOBaHHbIN JIeKapCTBEeHHBIN Npernapar J/1si MeJULMHCKOTO MPUMeHEeHUs U
rpe/iCTaB/eHHbIe [0 JHS BCTYIIJIEHUs B CUTy HacTtosilero defiepasbHOroO 3aK0OHa, U MPUHSATHE PeLleHus O
BHeCEHWU M3MeHEeHUH B JOKYMEHTHI, CoZleprKalljeecsi B PeruCTPaLiOHHOM /10Che Ha 3aperuCTPHpPOBaHHbIN
JIeKapCTBEHHBIM Mpenapar /i MeJULMHCKOTO NPYMeHeHUs U MIPe/|CTaB/IeHHbIe Ha SKCIIepTU3y
JIeKapCTBEHHBIX CPeJCTB /10 HS BCTYIJIEHUS B CU/Ty HacTosiiero desiepaabHOroO 3aKOHa,
OCYILLeCTBJIAFOTCSI HA OCHOBAHUM JOKYMEHTOB U JIaHHBIX, PeJCTaB/IeHHbIX [0 JHS BCTYIJIEHUS] B CUTY
HacTrosiero PefepanabHOrO 3aKOHA, a TAKXKe 3asAB/IeEHUS1 O BHECEHUH M3MEeHeHUH B I0KyMEHTHI,
colep>Kallyecs: B peruCTpalOHHOM [IOChe Ha 3aperuCTPUPOBAaHHBIN JIeKapCTBEHHBIN Mpernapar [/
MeIULIMHCKOTO NTPUMeHEeHHs1, TIPeJCTaBJIeHHOT0 MPOX3BOAUTE/IEM JIeKApCTBEHHBIX [TPerapaToB UK
YIOJIHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUM C HACTOALMM DefiepaTbHbIM 3aKOHOM B YIIOJITHOMOYEHHBIN
(enepasnbHBIN OpraH UCIIOTHUTEMbHOM BiacTu 10 1 mapta 2011 roga, 6e3 TpeGoBaHUs yTIIaThI
roCyZlapCTBEHHOM MOLLTMHBI, TPeyCMOTPEHHOW 3aKOHOaTenbCTBOM Poccuiickor ®Penepaliiv 0 Hajorax
1 cObopax.

(uactb 3.3 B pen. PenepanbHoro 3akoHa ot 29.11.2010 N 313-®3)

3.4. Boiziaua paspellieHri Ha MpoBe/ieHre KIMHUUeCKUX UCC/Ie[l0BaHMM JIeKapCTBEHHbBIX Mpernaparos i/t
MeJULMHCKOTO MPUMEHEHHUS MO0 3asiB/IeHUsIM, TIOJaHHBIM /10 JHS BCTYIJIEHUS B CUJTy HACTOSILLETO
®De/lepa/IbHOTO 3aKOHA, a TaKKe M0 3asAB/IeHUsIM, TO/IaHHBIM I10CJ/Ie JHS BCTYIJIEHUS B CU/TY HaCTOSIIIEro
®ezepasbHOTO 3aKOHA HA OCHOBAHUM 3KCIEPTH3, MPOBEJEHHBIX [0 AHS BCTYIUIEHUS] B CUJTY HAaCTOSILLIErO
®Delepa/IbHOTO 3aKOHA, OCYILIeCTB/ISIeTCSI B COOTBETCTBUU C HacToAIMM PeslepabHbIM 3aKOHOM Ha
OCHOBAHWU JOKYMEHTOB U JAHHbBIX, IPe/[CTAaB/I€HHBIX WX MOJyUYeHHbIX /10 AHS BCTYIJIEHUS B CUTY
HacTosiero deepanabHOrO 3aKOHa, a TAK)Ke HA OCHOBaHMM KOIWM MpeIBapUTEIbHOIO JOroBopa
00s13aTe/IbHOTO CTPAaXOBaHUS XKU3HHU, 37I0POBbSI MALIMEHTOB, YYAaCTBYIOIINX B KIIMHUUECKOM HCC/Ie/JOBaHUN
JIeKapCTBEHHOTO TIperiapaTta Jijisi MeJULIMHCKOro TIPUMeHeHHs1, UK KOTUH I0ToBopa 00si3aTe/TbHOTO
CTpaxOBaHUs XKU3HU, 3J0POBbsI MALJMEHTOB, YYaCTBYIOIIUX B KJIMHUUECKOM UCC/e0BaHUN
JIeKapCTBEHHOTO TIperiapaTta Jijisi MeJULIMHCKOr0 TIpUMeHeHusl, TM0o rpe/iCcTaB/IeHHOM KOTUY J0T0BOpa
00s13aTe/IbHOTO CTPAaXOBaHMUsI, 3aK/TFOUEHHOTO B COOTBETCTBUH C THUITOBBIMHU TIPaBUIaMHU 00sI3aTeTbHOTO
CTpaxoBaHusl, C yKa3aHWeM Ipeie/IbHOM UMC/IeHHOCTHY NaljMeHTOB, YYaCTBYIOIIUX B KJTMHUUECKOM
MCCIIeIOBaHUY JIEKAPCTBEHHOT'O TIperiapara /ijisi MeJUIIMHCKOTO IPUMeHeHus, 6e3 TpeOOBaHUS yII/IaThI
roCyZlapCTBEHHOM MOLLIMHBI, IPeZlyCMOTPEHHOW 3aKOHO/aTenbCcTBoM Poccuiickoit Pezeparium 0 Hajorax
1 cbopax.

(uactb 3.4 B pen. PenepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.5. 3aperucTprpoBaHHbIe B MTHOCTPAHHOW BaJItOTe [I0 IHS BCTYILIEHUSI B CU/Ty HACTOSIILIETO
®eflepa/IbHOTO 3aKOHA Mpe/ie/ibHbIe OTIYCKHBIE LIeHbl THOCTPAHHbIX MPOU3BOAUTE/EN Ha JIeKapCTBEHHbIE
TIperaparhbl, BK/IFOUEHHBIE B TIepeueHb )KU3HEHHO HeOOXOZIMMbIX U BaYKHEUITIMX JIEKapCTBEHHBIX
TiperaparoB, Mo/Jjiexkar repecuety B pyosu no Kypcy LlentpanbHoro 6anka Poccuiickoii ®efepariiu Ha
Jiaty, ycraHoBneHHyto [IpaButensctBoMm Poccutickoli dezpeparyu, 6e3 mipeicTaBeHs 3asiBJIEHUS O
repecueTe LieHbl C BHECEHUEM COOTBETCTBYIOLIMX U3MEHEHUI B FOCYapCTBEHHBIN peecTp Npee/bHbIX
OTMYCKHBIX 1|eH MPOX3BOJUTE/IeN Ha JIeKapCTBEHHbIEe TIpernaparkl, BK/IOUeHHbIe B IepeueHb )KU3HEHHO
HeoOX0IUMBIX U Ba)KHEHIIINX JieKapCTBeHHBIX MperapaTos.

(uactb 3.5 BBesieHa PefepanbHbIM 3aKOHOM OT 11.10.2010 N 271-P3)

3.6. 3aperucTprpoBaHHbIe 0 JHS BCTYIUIEHUs B CU/Ty HacTosiero desepasbHOrO 3aKOHa Mpe/ie/ibHbIe
OTMYCKHbIE LIeHbI POCCUMCKUX MPOM3BOAUTENIEN Ha JIeKapCTBEeHHbIE Mpernaparhl, BKIIOUeHHbIe B ITepeueHb
JKU3HEHHO HeOOXOAMMBIX U Ba)KHEMIIIMX JieKapCTBEHHBIX TIPerapaToB, Mojjie)kaT uHaeKcaluu ¢ 1 Hosiopst
2010 roza ucxozisl U3 MPOrHO3UPYEMOr0 YPOBHS UH(MALIMY, yCcTaHOBIeHHOTo deziepaibHBIM 3aKOHOM OT
2 nekabpst 2009 roga N 308-@3 "O denepansHoM O6romkeTe Ha 2010 Toa ¥ Ha M1aHOBLIHN neprog, 2011 u
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2012 ropoB" Ha 2011 rog,.

(uactb 3.6 BBesieHa PefepanbHbIM 3aKoHOM OT 11.10.2010 N 271-P3)

3.7. ITocne 1 mapra 2011 roga He JOMyCKarOTC MPOU3BOACTBO U BBO3 B Poccutickyro degepanuro
JleKapCTBEeHHBIX MperiapaToB B yIIaKOBKaX ¢ MapKUPOBKOM, KoTopasi Obljla HaHeCeHa Zio IHsI BCTYTUIeHUS B
cuny Hacrosiero ®efepanbHOro 3akoHa. [1o ucTeueHry yKa3aHHOTO CPOKA /IaHHbIe JIeKapCTBEHHbIE
TiperapaTbl MOT'YT OTITyCKAaThCsl, Peasiu30BbIBaThC s, IlepefaBaTbCsl U IPUMEHATHCS 0 UCTeUeHUsl UX CPOKa
TOAHOCTH.

(B pen. @enepanbHbIX 3aKOHOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co pgHs BCTyIuleHUs B cuily Hacrosiiero ®egepasnbHoro 3akoHa v 11o 30 arnpesis 2011 roga
BKJ/TFOUUTEJILHO JI0IyCKaeTCs MPOBe/ieHre SKCIePTU3bl JIeKapCTBEHHBIX CPeZCTB SKCIIePTaMH SKCIIePTHOIO
YUpeXXJeHUs 0 MPOXOXKAEeHUs] UMU aTTeCTalluu B TIOPsi/IKe, yCTaHOBJIEHHOM YTIOJTHOMOYEeHHbIM
(enepanbHBIM OPraHOM UCTIOHUTETbHOW BIACTH.

5. Co AHsI BCTYTIIEHHUs] B CU/TY HacTostiiero ®efepanbHOTO 3akoHa | 110 31 siekabpst 2013 roza
BKJ/IFOUUTEJIHO OCYLL[eCTBJISIeTCS Iepexo/ K MPOM3BO/CTBY JIeKAPCTBEHHBIX CPeZICTB B COOTBETCTBUU C
MpaBU/laM{ OpraHM3aljui NPOM3BO/CTBA U KOHTPOJIS KaueCTBa JIeKapCTBEHHBIX CPeZICTB, YKa3aHHbIMU B
yactu 1 cratbu 45 HacTtosiero ®@eiepaabHOTO 3aK0Ha, B MOIHOM 00beMe. CpOKH Tepexo/ia
TIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB K UX MPOU3BO/CTBY B COOTBETCTBUU C KOHKPETHBIMU
TpeOOBaHUSIMU JJaHHBIX TIPaBUJI, BK/TFOUasi CDOKU aTTeCTalluK yIIOJIHOMOYeHHBIX JIML], YKa3aHHbIX B
yacTax 6 u 7 cratbu 45 HacTodLero @enepasbHOro 3aK0OHa, ycTaHaBauBaroTcs [IpaBuresibcTBOM
Poccutickoit ®enepaiyu. X

6. JIuLjeH31Kn Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEZCTB, BblaHHbIe 0 1 sHBaps 2014 ropa, eHCTBYOT
nocne 1 guBapsi 2014 roza A0 UCTeueHUs CPOKa UX JIeCTBUS NIPU YCI0BUM COOTBETCTBUS JIML|eH3MaTa
TpaBU/iaM OpraHW3aluy NPOM3BOJCTBA M KOHTPOJIS KaueCTBa JIeKAPCTBEHHBIX CPe/ICTB, YKa3aHHbBIM B
vactu 1 cratbu 45 Hactosiero ®epepaabHOro 3akKoHa. X

7. @opMHpOBaHUe rOCyAapPCTBEHHOIO 3a/laHKs Ha MPOBeZieHNe SKCIepTH3bl IeKAaPCTBEHHBIX CPeZICTB
(eepasbHOMY TOCY/JapCTBEHHOMY OIOI)KETHOMY YUPEX/€HUIO T10 TPOBe/IeHUI0 KCIIePTH3bI
JIeKapCTBEHHBIX CPe/ICTB U (hrHAHCOBOe obecrieueHre BLITTOTHEHUST 3TOTO 3a/JaHUsT OCYIIeCTBISIFOTCS B
NopsiJike, ycTaHOB/IeHHOM DeziepasibHbIM 3aKOHOM OT 12 siHBapst 1996 roma N 7-®3 "O HeKoMMepueCcKrx
opraHusanusax".

(uactb 7 BBegeHa PesiepasbHbIM 3aKkOHOM OT 29.11.2010 N 313-®3)

[Ipesupent

Poccutickon ®enepaiyu
OMEIBEIEB
Mocksa, Kpemiis

12 anpens 2010 roma

N 61-®3
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