POCCUVICKAS OEIEPAILIASI
OEJEPAJBHBIA 3AKOH

00 oOpaieHnN JIEKAPCTBEHHBIX CPEICTB

[Mpunst INocynapcrsennoit Jymoii 24 mapra 2010 roza

Ono6pen CoeroM Pepmepanuu 31 mapra 2010 roma

I'naBa 1. O0mue noJ1oKeHust

Crates 1. Hpeamer peryaunpoBaHus HacTosuero ®exepaibHOro
3aKOHAa

1. Hacrosumit  @enepanbHbii  3aKOH  perylIuMpyeT  OTHOLICHUS,
BO3HUKAIOIIME B CBI3M ¢ ofpaiiedueM - pa3pabOTKOH, IOKIMHHUYECKMMHU
HCCIIEIOBAHMSIMU, KJIMHAYECKUMU HCCIIeIOBAaHUAMY, JKCIIePTHU30M,
rocyJapCcTBEHHOH perucTpanyeil, co cTaHjapTHU3allHedl H ¢ KOHTPOIEM
KauecTBa, IPOM3BOJICTBOM, H3IOTOBJICHHEM, XPaHEHUEM, IEPEBO3KOU, BBO3OM
Ha tepputopuio Poccuiickoit Menepanun, BEIBO30M C TEPPUTOpHK Poccuiickoi
denepanuu, pekiaMmoil, OTIYCKOM, peallM3allde, mepenadeii, NpHUMEHEHUEM,

YHHUYTOXCHHEM JIEKAPCTBEHHBIX CPCACTB.
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2. Hacrosmmit  ®enepanbHbli  3aKOH  yCTaHABIMBAET  MPUOPUTET
rOCyJapCTBEHHOr0 KOHTpOJs 0e30macHOCTH, KauecTBa H  S(P(HEeKTHBHOCTH

JICKAPCTBCHHBIX CPCACTB IIPH UX O6paHIeHI/II/I.

Crates 2. Cdepa npumeHenust HacTosimero MexepaabHOro 3aKOHA

Hacrosmuii @epepanbHbIl 3aKOH TMPUMEHSETCS K  OTHOUICHUSIM,
BO3HHUKAIOUMM IIpu OOpallleHUH JIEKApPCTBEHHBIX CPEACTB HA TEPPUTOPHH
Poccniickoit @enepanun.

Cratpsa 3. 3axoHoAaTe1LCTBO 00 00pallieHNH JTeKAPCTBEHHBIX

cpeacTB

1. 3akoHOHaTeNsCTBO 00 OOpaIeHNH JIEKAPCTBEHHBIX CPEACTB COCTOUT W3
Hacrosmero PenepalbHOr0 3aKOHA, APYTUX (enepanbHbIX 3aKOHOB M WHBIX
HOPMAaTHBHBIX NPaBoOBEIX akTOB Poccuiickoit enepaumm.

2. JlefictBue Hactosiero PenepanbHOro 3aKOHA PacHpOCTPaHAETCs Ha
oOpanieHue HapPKOTUYECKUX JIEKAPCTBEHHBIX CPEICTB W  IICUXOTPOIHBIX
JeKapCTBEHHBIX  CPEJICTB €  Y4YeTOM OCOOEHHOCTeH, YCTAHOBIIEHHBIX
3aKoHoHarelbcTBOM Poccuiickoii ®Penepanud O HAPKOTHYECKUX CpPEACTBAX,
MICUXOTPOITHEIX BEHeCTBaX U 00 UX MpeKypcopax.

3. eiictBue Hactosmero denepaibHOrO 3aKOHa PacHpoCTpaHseTcss Ha
obpamenue paguodapMaleBTHIECKUX JIEKApCTBEHHBIX CPEACTB C Y4YEeTOM
0coOeHHOCTeH, YCTaHOBICHHBIX 3aKOHOaTeNbcTBOM Poccuiickoit Penepannu B

obnactu obecrieueHns paguanuoOHHON 6e30MacHOCTH.



4. Ecim  MexnmyHapoaHsiM — JorosopoM  Poccuiickoit  ®expepanuu
YCTaHOBJIEHB! WHBIE IMpaBUia, YeM Te, KOTOphle NpPeayCMOTPEHBbl HacTOSIIUM
®denepaibHBIM 3aKOHOM, IPUMEHSIOTCS IIpaBUia MEXAYHAPOJAHOI'0 JOr0BOpa.

5. B Poccuiickoli @®enepaniid B COOTBETCTBHH C MEXAYHAPOAHBIMHU
noroBopamu Poccuiickoit @Penepanum u (wiM) HA OCHOBE MPUHIUIA
B3aUMHOCTH  IIPHU3HAIOTCA  pe3yibTarbl  KJIMHHYECKUX  KCCIENOBaHUA
JEKapCTBEHHBIX MpenapaToB [ MEIUIUHCKOTO IPAMEHEHNS], IIPOBEICHHBIX 3a
npeaenamu tepputopun Poccuiickoit @enepanun.

Crarps 4. OcHoBHBIE NOHATHSHA, HCIIOJIB3YEMbIC B HACTOSHIEM
(De}.]epa.ﬂbHOM 3aKO0HC

Hns  wenmeit  mHactosmero  ®DenepanbHOr0  3aKOHa  MCIONB3YIOTCH
CIIEAYIOIIHE OCHOBHBIE TOHITHSL:

1) nexapcTBeHHbIE CpeAcTBa - BeHlecTBa WM UX KOMOWHAaLUW,
BCTYNAlOIAE€ B KOHTAKT C OpPraHW3MOM 4YeJOBeKa WM JKUBOTHOTO,
IPOHMKAIOIIUE B OpPraHbl, TKAaHU OpraHM3Ma 4eJIOBeKa WA IKUBOTHOTO,
IMpHMEHsEeMbIe IS MPOQUIAKTHKY, JUArHOCTHKY (38 HCKIIOYEHHEM BELIECTB
WIH UX KOMOWHamuii, He KOHTAaKTHUPYIOIIHUX C OPraHM3MOM 4YeJOBeKa WU
KUBOTHOT'0), JiedeHWst 3a0ojeBaHus, peabunuranuy, OIS COXpaHEHMS,
NpeIOTBpallleH!s] WM TpephiBaHus OepeMEeHHOCTH ¥ ITOIy4YeHHbIE U3 KpPOBH,
IU1a3Mbl KPOBH, W3 OPraHOB, TKaHeW OpraHM3Ma dHejioBeKa HIIM JKHBOTHOTO,

paCTeHHfI, MHHEpAJIOB ME€TOAaMH CHHTE34 NI € MTPUMEHEHUCM OHMOJIOrHYEeCKHX
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texHoJoruid. K jleKkapcTBEHHBIM CpEACTBaM OTHOCATCS (apMaleBTHYEeCcKue
cyOCTaHUUU | JIEKAPCTBEHHbIE [IpenapaTsl;

2) dapmaneBTHUYeCKHe CYOCTaHIMM - JIEKapCTBEHHBIE CpPEACTBa B BHJIE
IeHCTBYIOIIAX BeIeCTB OHMOJIOrN4ECcKOro, OUOTEXHOJIOTHYECKOTO,
MUHEPJIBHOTO  WMJM  XUMHYECKOTO  IPOHCXOXIEHHS,  OONamarolie
(bapMaKoIOraUecKoil aKTUBHOCTBIO, MpeNHAa3HAuYeHHBbIE I IPOU3BOJCTBA,
M3TOTOBJICHUS  JIEKAPCTBEHHBIX  IIPENapaToB W ONPEAeNSIomUe X
3 PeKTUBHOCTB;

3) BcoMoraTeNlbHbIE BeLIeCTBA - BeIIeCTBA HEOPraHMYeCKOro WU
OPraHUYEeCKOTO ITPOMCXOXKIEHUS, HCIOJb3yeMble B IPOIECcCe IPOM3BOJCTBA,
M3TOTOBJICHUS JIEKAPCTBEHHBIX IpenaparoB IS MPUIAHUS UM HEOOXODUMBIX
GU3UKO-XUMHUYECKIX CBOMCTB;

4) nexkapcTBeHHBIE Wpemaparbl - JieKapCTBEHHBIE CpelCcTBa B BHUIE
JeKapCTBEHHBIX (opM, IIpuUMeHseMble sl TMPOQUIAKTAKA, HHArHOCTHKH,
neyeHus 3a00jieBaHus, peaOUIUTAUNN, AN COXPAaHEHHUs, TIPENOTBPAIeHUs UIH
IpephIBaHUA OEpeMEHHOCTH;

5) mexapcTBenHass (opMa - COCTOSIHHE JIEKapCTBEHHOTO IIperapara,
COOTBETCTBYIOIIEE CIIOcO0aM ero BBEICHUS U NMpUMeHeHHs u obecnednBaromiee
JIOCTHKEHUE HeoOXoauMoro JieueOHoro 3ddexra;

6) mepedyeHb JKM3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKapCTBEHHBIX

npenapaToB - exeroaHo yTeepxkaaemsli [IpaButensctBoM Poccuiickon



Qenepanuy  nepedeHb JIGKAPCTBEHHBIX IIPENapaToB Ui  MEIUIMHCKOIO
IpHUMeEHEeHHUS, o0ecreunBaromux IIPUOPUTETHBRIE noTpeGHOCTH
30paBOOXPAaHEHUsl B HeNsIX NPOoQUIaKTHKU W JieueHus 3a0oJieBaHUii, B TOM
yucie MpeoOyafalOmuX B CTPYKType 3abojeBaeMocTH B Poccuiickoi
Denepanuu;

7) IMMyHOOUOJIOTHYECKHE JIEKapCTBEHHbIE Npenaparhl - JeKapCTBEHHBIE
npenaparsl OHOJIOTMYECKOTO  NMPOUCXOXKIEHWS, IMpeaHasHadeHHble I
UMMYHOJIOTHUECKHUX JHArHOCTHKH, MPOPHUIAKTHKY | JIeueHus 3a001eBaHui;

8) mapxoruyeckme JEeKapCTBEHHBIE  CpelcTBa -  JIEKapCTBEHHbBIE
npenapatsl ¥ (apMaleBTHUYeCKue CyOCTaHIHH, COAepiKallie HapKOTHYECKHe
CPelCTBa U BKIIOYeHHbIE B [lepeueHp HAPKOTHYECKUX CPEACTB, ICUXOTPOIHBIX
BEIECTB M MX I[IPEKypcopoB, HOIEKAIIUX KOHTpoimro B Poccuiickoi
Denepanny, B COOTBETCTBHH C 3aKOHOAaTesibcTBOM Poccuiickoit Denepanum,
MeXAyHapoAHbIMU goroBopamu Poccuiickolt ®epepaunu, B ToM uncie EquHoi
KOHBEHI{MEH 0 HapKOTHYeCKuX cpencrBax 1961 ropa;

9) ncuxoTporiHble  JIeKQpCTBEHHBIE  CpEACTBA -  JIEKapCTBEHHBIE
npenaparbl U (apManeBTHYECKHe CYOCTaHIMH, COJIEpIKallue ICHUXOTPOIHBIE
BellleCTBAa U BKJIIOYEHHBIE B [lepedeHb HApKOTUYECKUX CPEACTB, ICUXOTPOINHBIX
BEIECTB M UX MPEKypCcOpoB, MNOMISXKAIMUX KOHTpoiarwo B Pocculickoit

Qenepanyy, B COOTBETCTBHU C 3aKOHOAarenbcTBoM Pocculickoit Depepannwy,
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MEXIAYyHApOLHBIMKA pAoroBopamu Poccuiickoit Pegepaiuu, B TOM YHCHE
KonBenmnueli o ncuxotponHeix Bermectax 1971 roxna;

10) panuodapmaneBTHIECKHE JIEKapCTBEHHBIC cpencTaa -
JEKapCTBEHHBIE CPEACTBA, KOTOPBIE COAEPk AT B FOTOBOM sl MCIIOIb30BaHUSA
dopMe OnUH PaAMOHYKIHMA WM HECKOJNBKO PaAMOHYKIHIOB (paJlOaKTHBHBIX
M30TOIOB);

11) opurmHanbHOE JEKapCTBEHHOE CPEJCTBO -  JIEKapCTBEHHOE
CpeICTBO,  CoOJepKaliee  BOEPBBIE  IIONYYEHHYIO  (apMaleBTUYECKyIo
CyOCTaHUUIO HUJIM HOBYIO KOMOWHAaIUIO (¢apMaleBTHUYEeCKNX CyOCTaHIIWM,
3 PexkTHBHOCT M O€301MaCHOCTh KOTOPBHIX MHOATBEPKICHBI pe3ybTaTaMu
NOKIMHUYECKAX HWCCIEHOBAHMI JIEKAPCTBEHHBIX CPENCTB W KIMHHUYECKUX
AICCIIEJOBAaHUI JIeKapCTBEHHBIX ITPEnapaTos;

12) BoOCHpOM3BEAEHHOE JIEKAPCTBEHHOE CpPENCTBO - JEKAPCTBEHHOE
CPeICTBO, CojiepXkallee Takylo ke (¢apMaleBTHUeCKyl0 CyOCTaHIHIO WM
KOMOMHAIWIO TakuxX ke (apMaleBTHUeCKuX CyOcTaHIMii B Takod ke
JeKapCTBEHHOH ¢opMe, 9TO U OPUTHHAIBHOE JIEKAPCTBEHHOE CPENCTBO, H
MOCTYIHBIIEE B oOpalieHne Mocie MOCTYIJIeHUs B o0palleHre OpUrHHAaIbHOTO
JeKapCTBEHHOTO CPENICTBA;

13) mexkapcTBEHHOE PacCTUTENBHOE ChIPhE - CBEXKWE WIIH BBICYILIEHHBIE
pacTeHus OO0 MX YacTH, UCIOJB3yeMble UL IPOU3BOACTBA JIEKAPCTBEHHBIX

CpeACTB OpPraHM3alusAMH - MNPOU3ZBOAUTCIAMHU JIEKAPCTBCHHBIX CPEACTB HIH



U3TOTOBJIGHUS JIEKAPCTBEHHBIX TIpENapaToB alTeUHBIMU  OpraHHU3allisIMH,
BETEePHHAPHBIMHU anTeYHBIMU OpraHu3anUsIMH, VHIMBAYTbHBIMH
OpeIIpUHAMATEIAMH, WMEIOUIMMH  JIMIICH3HI0 Ha  (apMaleBTUYECKYIO
JeSTEIbHOCTD;

14) nexkapcTBEHHBII pacTUTENBHBINM IIpenapar - JIeKapCTBEHHBIN
opernapar, I[POW3BEIASHHBIM WM  HM3TOTOBJIEHHBIA W3  OOHOrO  BHJA
JIEKapCTBEHHOI'O PaCTUTEILHOTO CHIPhS WJIM HECKOIBKMX BHUIOB TAKOTO CBHIPhS U
peanuszyeMbld B pacdacoBaHHOM BHIE BO BTOPUYHOH (IIOTPeOUTENHCKOH)
YTIaKOBKE;

15) romeomaTuyeckoe JIEKapCTBEHHOE CPEICTBO - JIeKapCTBEHHOE
CPeACTBO, HPOM3BE/ICHHOE HJIM U3TOTOBIEHHOE N0 CIEUaIbHON TeXHOJIOTUY;

16) mexayHapomgHOe HEMaTeHTOBAHHOE HAauMEHOBAHUE
JEeKapCTBEHHOTO CpEeACTBa - HauMEHOBaHME (PapMalleBTHYECKOH cyOCcTaHIHH,
pexoMeH j1oBaHHOe BecemupHOi opranu3zamueil 31paBooXpaHeHus;

17) ToproBoe = HamMeHOBaHWE  JICKAPCTBEHHOI'O  CpeicTBA -
Ha¥MEHOBaHNeE JIEKapCTBEHHOI'O CPEJICTBA, IIPUCBOEHHOE ero pa3paboTiunKoM;

18) obmas ¢apmakomelinas craTbsi - MJOKYMEHT, YTBEp)KICHHBIN
YIIOJTHOMOYEHHBIM  (pelepaibHbIM OpTraHOM HCIOJHUTEIBHOH BJIACTH W
COJEPXallUi IepedeHb IIOKa3aTesled KadecTBa M (MJIM) METOJOB KOHTPOJIA

KayecTBa KOHKPETHOM JIEKapCTBEHHOH (POPMBI, JEKapCTBEHHOTO PACTUTEILHOTO



ChIpbsl, ONHUCaHMS OHONOrMYECKUX, OMOXUMHYECKHX, MHUKPOOHOIIOIHYECKHX,
(GU3MKO-XUMHUECKUX, (PU3MUECKHX, XUMHYECKHX M JAPYIHMX METOJOB aHaIH3a
JeKapCTBEHHOI'O0 CpelcTBa JJii MEJUUMHCKOrO IPHUMEHEHHs, a TaKKe
TpeOOBaHUA K WCIONB3YeMBIM B MNEIAX NPOBEIEHHS [NaHHOIO aHalu3a
peakTrBaM, TATPOBAHHBIM PacTBOPaM, HHAHKATOPaM,

19) dapmakoneitnas CTaThA - JOKYMEHT, YTBEPXKIECHHBIA
YIONHOMOYEHHBIM  (eJiepaIbHBIM  OpPraHOM — HCIIOJIHHUTENBHOM BNACTH U
CoiepKaluil mepedeHb nokaszareneil kagecTBa W METOJIOB KOHTPOJI KadecTBa
JIEKapCTBEHHOT'O CPEICTBa JI MEJULUHCKOIO IPUMEHEHN;

20) HopMaruBHas JOKYMEHTALUs - JOKYMEHT, COAEpKalui MepedyeHb
onpeJieisieMbIX 0 pPe3ylbTaTaM COOTBETCTBYIOIIMX BKCIIEPTH3 IIOKasaTesel
Ka4yecTBa JEKapCTBEHHOrO CPEeACTBA Uil MEAULUHCKOIO IPUMEHECHH S, METO/IOB
KOHTPOJIS €r0 KauecTBa U YCTaHOBICHHBIN €ro IPOU3BOJUTEIIEM;

21) HOpMATHWBHBIH JOKYMEHT - JOKYMEHT, COIEPXKalUil IepeyeHb
onpenesieMpIX TI0 pe3ysibTaTaM COOTBETCTBYIOLIMX OKCIEPTH3 IIOKa3aTele
KayecTBa W (WIM) METOHOB KOHTPOJS KadecTBa JIEKapCTBEHHOW (OpPMBI,
OIUCcaHusi OHMOJIOIMYECKUX, OUOXUMHYECKHX, MHUKPOOHOIOruyecKnx, (u3mko-
XUMAYECKNX, (U3MYECKUX, XUMHYECKMX W [JpYrdX METONOB aHailu3a
JIEKapCTBEHHBIX CPEICTB I BETEPHHAPHOIO IIPUMEHEHMs, TpeOoBaHUA K

HCIOJI3YEMBIM B LEJIX IPOBCACHUA  [MaHHOI'O  aHajlu3a peaKTHBaM,



TUTPOBAHHBIM  pacTBOpaM,  HHAMKATOpaM M YCTaHOBIEHHBIA  €ro
TIPOM3BOUATENIEM;

22) Ka4yecTBO JEKapCTBEHHOT O cpencTBa - COOTBETCTBUE
JNIEKapCTBEHHOTO cpejcTBa TpeboBaHusAM (apMaxkoneHHOH crarbl nubO B
cllydae ee OTCYTCTBMS HOPMATHBHOH MJOKYMEHTAlMH WM HOPMAaTHBHOTO
JOKYMEHTa;

23) ©6e30mMacHOCTb JIEKAPCTBEHHOI'O CPEACTBA - XapaKTCPUCTUKA
JIEKapCTBEHHOIO CpEJICTBA, OCHOBaHHAsd Ha CPaBHUTEIBHOM aHalU3e ero
2 PeKTUBHOCTH ¥ PUCKA NPUUYMHEHHUS Bpea 30POBBIO;

24) 3(QbeKTHBHOCTh JEKapCTBEHHOIO IIpeliapara - XapakTepHCTHKA
CTEIEHH ITOJIOKHUTENBHOTO BIIMSHUS JIEKQPCTBEHHOIO Ipernapara Ha TEYeHHE,
IPOOJDKHTEBHOCTE 3a00IeBaHys MK €ro IpejoTBPalleHHe, pPeaOuIuTaIuIO,
Ha cOXpaHeHue, IpeJ0TBPallleHue Wi IpephiBaHie OepeMEHHOCTH;

25) cepWs NEeKapCTBEHHOI'O CpPEJCTBA - KOJHYECTBO JIEKAPCTBEHHOTO
CpefiCTBa, IMPOU3BE/IEHHOE B Pe3y/bTaTe OJHOIO TEXHOJIOIMYECKOro I[UKJa ero
IIPOU3BOUTETIEM;

26) peracTpanroOHHOE YIOCTOBEPEHME JIEKAPCTBEHHOTO Ipernapara -
JOKYMEHT, TOATBepXJaomuil  ¢akT rocyJapCTBEHHOW  perucrpaiuu

JIEKapCTBCHHOTO IIpenaparta,
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27) perucTpanMOHHBIA HOMEp - KOJO0BOE ODO3HAYEHUE, IMPUCBOSHHOE
JTeKapCTBEHHOMY Npenapaty NpH ero rocyAapCTBEHHON perucTpaliu;

28) obpaleHue JeKapCTBEHHBIX CPEACTB - pa3padoTKa, JOKINHUYECKUE
VCCIIEAOBAHUS, KIMHWYECKHE HCCIEOBAaHMS, 3KCIEPTH3a, I'OCYXapCTBEHHAs
perucrpanysd, CraHapTu3alMs W KOHTPOJb  KadecTBa, I[POU3BOJCTBO,
U3TOTOBIICHUE, XpaHEeHWe, IepeBo3Ka, BBO3 Ha Teppuropuio Poccuiickoil
Oenepanuu, BeIBO3 ¢ Tepputopum Poccuiickoid Penepanuu, pexiama, OTHYCK,
peanuzanus, repenada, IpUMEHEHHUE, YHUYTOKEHNE JICKAPCTBEHHBIX CPEICTB;

29) cyOBexThl oOpaileHus JIEKApCTBEHHBIX CPEACTB - (U3MYEecKre
JYUA, B TOM YKCIIe HHANBUAYyaIbHbIE NPEANPUHUMATEIHN, U IOPUIUIECKHE JIULIA,
OCYILECTBIISIIOLINE AeSTENbHOCTh IPH 0OpaIlleH!H JIEKapCTBEHHBIX CPEJICTBR;

30) pazpaboTumk  JeKapCcTBEHHOrO  CpeAcTBa -  OpraHM3alms,
obnajaiomiasi IpaBaMM Ha pe3yNbTaThl JOKJIWHWYECKHX HCCIeTOBaHUI
JEKapCTBEHHOIO CpEeJCTBa, KIMHUYECKMX HWCCIEIOBAHUN JIEKApCTBEHHOIO
IIpenapara, a TakKe Ha TeXHOJOIHIO TPOU3BOACTBA JIEKAPCTBEHHOIO CPEACTBA;

31) mpoM3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JESTENBHOCTH 110
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB OpPraHU3alldsgMHU - IIPOU3BOIUTEIAMMU
JIEKapCTBEHHBIX CPEACTB Ha OJHON CTajuM, HECKOINBKUX MM BCEX CTaIUsaX
TEXHOJIOTHYECKOTO MpoLecca, a Takke M0 XPaHSHUIO U peaau3aluu

pOM3BEACHHBIX JICKAPCTBEHHBIX CPCIICTB,
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32) TpOM3BOAMWTENb JIEKAPCTBEHHBIX CPEACTB -  OpraHu3anusd,
OCYIOECTBIIAIONIAS IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHM C
TpeboBaHUAMHU HacTosALero PenepanbHOro 3aK0Ha,

33) dapmaneBTHUecKas AEATEIbHOCTD - JEATENBLHOCTD, BKIIOYaoLas B
ceOs ONTOBYI0 TOPrOBIIO JIEKAPCTBEHHBIMH CpENCTBAMH, HX XpaHeHHE,
MEePEeBO3Ky M (WJIM) PO3HMYHYIO TOPIOBIIO JEKapCTBEHHBIMHU IIpernaparaMu, uX
OTIIyCK, XpaHeHHe, IEPEeBO3KY, U3TOTOBIIEHHUE JIEKAPCTBEHHBIX MTPENapaToB;

34) opraHU3aIUs ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMM CPEJACTBAMH -
OpraHu3alys, OCYIIECTBIAIOMAA ONTOBYIO TOPrOBIIO  JIEKAPCTBEHHBIMU
CpelCTBaMH, WX XpaHEHHe, IepeBO3Ky B COOTBETCTBHH ¢ TpeOOBaHUAMU
aacrosmero MenepaibHOroO 3aK0HA;

35) amnrTeuHas OpraHu3auus - oprasu3anys, CTPYKTypHOE
mojpasjeneHne MeIUIUHCKOM OpraHM3alivy, OCYIIECTBISIONINE DPO3ZHUYHYIO
TOPrOBJIIO JIEKAPCTBEHHBIMU IIpeNapaTaMy, XpaHeHHe, U3rOTOBICHUE U OTILYCK
JIEKapCTBEHHBIX TIPENapaToB il MEIUIHMHCKOIO IPHMEHEHNS B COOTBETCTBUHU C
tpeboBanusMu HacTosmero deaepanbHOro 3aKoHa;

36) BeTepuHapHas alTe4Has OpraHM3alus - OpraHu3alus, CTPyKTypHOe
nofpasesienie BeTEPHHApHOH OpraHu3alyM, OCYLIECTBILIOIHME PO3HUYHYIO
TOPIOBIIIO JIEKAPCTBEHHBIME IIpeNiapaTaMy, XpaHeHne, H3rOTOBICHUE U OTIYCK
JIEKapCTBEHHBIX NPEeapaToB Uil BETEPUHAPHOIO NMPUMEHEHHUS B COOTBETCTBHHU

C Tpe6OBaHI/IHMI/I HACTOAIICTO (DellepaJII:HOI‘O 3aKoOHa,
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37) danpcudupPOBaHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE
CpEeJICTBO, COMPOBOXKAAeMoe JIOKHOH mHpOpMalueid o ero cocrase W (MJIH)
HPOU3BOUTEIE;

38) HemoOGpokauecTBEHHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKApCTBEHHOE
CPEJCTBO, HE COOTBETCTBYIONIEEe TpeOOBaHUsIM (apMaKoneHHo#l cTaThu b0 B
cilyuae ee OTCYTCTBUS TpeOOBaHUSM HOPMATHBHOW [JOKYMEHTAIlMM WJIH
HOPMAaTHUBHOI'O IOKYMEHTA,

39) kouTpadakTHOE JIEKApCTBEHHOE CPEACTBO - JIEKapCTBEHHOE
CpeaCcTBO, Haxojsuieecs B 000poTe ¢  HapymIeHHEM TI'PaKIaHCKOTro
3aKOHOJATENbCTBA;

40) [OKJIMHUYECKOE HCCIe/[OBaHWE JIEKaPCTBEHHOIO CpejcTBa -
‘Ouonorudeckue, MUKPOOHONOTHYECKUE, VMMYHOJIOTHYECKHE,
TOKCHKOJIOTHYeCcKHe, hpapMakojioruieckue, pusnieckiue, XUMHIECKUE U JpyTrue
MCCIIENOBAaHUs JIGKAPCTBEHHOI'O CpelcTBa IyTeM MPUMEHEHHS HayYHBIX
METO/I0B OLIEHOK B LEJIX MOJyUCHHs [0Ka3aTeIbcTB O€30MacHOCTH, KauecTBa 1
3 HEeKTHBHOCTH JIEKAPCTBEHHOI'O CPEACTBA;

41) KIUHWYECKOE WCCIe[OBaHME JIEKapCTBEHHOrO Ipernapara -
H3y4YeHHE JNard OCTUYECKUX, nedeOHBIX, npOHUIAKTHICCKUX,
bapMaKoJIOru4ecKUX CBOHCTB JIEKapCTBEHHOIO IMpernapara B IPOIEcce ero
NpAMEHEHUs Y YEJIOBEKAa, KMBOTHOIO, B TOM YHCJE IIPOLECCOB BCACBIBaHHUS,

pacupeeiieHusl, W3MEHEHHS U BBIBEJCHHS, ITyTeM IPUMEHEHUS HayJYHBIX



13
METOJIOB OIICHOK B IIEJIAX IOJyUeHHUS JOKa3aTelnbCcTB O6€30IaCHOCTH, KavyecTBa U
3QGEKTUBHOCTH JIEKApCTBEHHOIO IMpelnapara, [JaHHBIX O HEeXeNaTeIbHBIX
PEaKIusIX OpraHu3Ma 4eJoBeKa, )KHBOTHOIO Ha NPHMEHEHHe JIEKapCTBEHHOIO
npenapara u 06 s3ddexre ero B3aUMOAEHCTBHA C APYIMMH JICKAPCTBEHHBIMH
npernaparaMy ¥ (VT ) IMIIEBBIMH IPOAYKTAMHU, KOPMaMHU;

42) MHOrOIEHTPOBOE KIMHUYECKOE HMCCIENOBaHUe JIEKapCTBEHHOTO
npenapara Jyis MEIUIMHCKOrO IPHMEHEHHs - KIMHHYECKOe WCCIe[0BaHUe
JIEKApCTBEHHOrO Tpernapara Ui MEIUIMHCKOIO IPHMEHEHHs, MNPOBOAUMOE
pa3pabOTYMKOM JIEKAPCTBEHHOTO Ipelapara B JABYX H 0Ooljiee MEIUIAHCKUX
OpraHusalMgax 0 eIUHOMY IPOTOKOJY KIMHMYECKOTO HCCIIe[OBAHUA
JIEKapCTBEHHOTO Iperiapara;

43) MeXIyHapOJHOE MHOTIOLEHTPOBOE KIMHMYECKOE HCCIe0BaHNe
JIEKApCTBEHHOTO TMpenapara A MeIUIHHCKOrO IPHMEHEHUS - KIMHHYECKoe
UCCleOBAHKE JIEKApCTBEHHOro IpenapaTa Juls MEJUIMHCKOTO NpPHMEHEHH,
IIPOBOAMMOE pa3paboTINKOM JIeKapCTBEHHOIO IIpenapara B pasinyHbIX CTpaHax
0 eIUHOMY IIPOTOKOJy KIMHHUYECKOIO KCCIeNIOBAHHUA JICKapCTBEHHOTO
npenapara;

44) TOCTperucTpanuoOHHOE KIMHUIECKOE HCCTieIoBaHue
JIEKapCTBEHHOrO Iipefiapara A MEAWIHHCKOrO NPUMEHEHUS - KINHHYECKOe

UcclieqoBafgyue JIEKApPCTBECHHOIO Ipernapara i MEAULHUHCKOTO IPUMCHCHHA,
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IPOBOJMMOE IPOU3BOANUTENEM JIEKAPCTBEHHOTO IIperapara, IpaKIaHCKuii
06OpPOT KOTOPOTO OCYINECTBISETCS IOCHE TOCYJapCTBEHHON pErHCTpalyd, B
[eJISIX JIONOJIHUTENBHOTO cOopa JaHHBIX 0 ero Oe30macHoCTd U 3G (PEKTHBHOCTH,
pacMpeHus IoKa3aHui K MPUMEHEHHIO IaHHOTO JIEKapCTBEHHOT O Mpenapara, a
TAKKe BBISBJICHUS HEXXeIaTeIIbHBIX PeaKinii NaleHTOB Ha ero JeicTBre;

45) wuccnenosaHue OMOSKBUBAIEHTHOCTH JIEKAPCTBEHHOTO IIpenapara -
BUJ KIMHMYECKOIO HCCIEOBaHUs JIeKapCTBEHHOTO Mperapara, MPOBEIACHUE
KOTOpPOI'O0 OCYINECTBIISIETCS JJIsl ONpeNeNieHNss CKOPOCTH BCACBHIBAHUA M
BEIBeIeHHS (hapMalleBTHIeCKOd CyOCTaHLMH, KOJMYeCTBa (apMalleBTUYECKOU
CyOCTaHIMK, JOCTUTAIOIIET0 CHCTEMHOTO KPOBOTOKA, W PE3yJbTaThl KOTOPOTO
HO3BOJISIIOT  CAejaTh BHIBOJ O OHOIKBUBAJIEGHTHOCTH BOCIPOU3BEIEHHOTO
JeKapCTBEHHOTO TIIperiapata B OIpEeJesIeHHBIX JIeKapCTBEHHOH ¢opMe WU
JI03UPOBKE COOTBETCTBYIOIEMY OPUTHHAIBHOMY JIEKApCTBEHHOMY IIpernapary;

46) WccIeIOBaHMe TePANeBTAUYESCKON SKBUBAIEHTHOCTH JIEKapCTBEHHBIX
IpenapaToB - BUJ KIMHUYECKOTO HMCCIENOBaHUs JIEKapCTBEHHBIX IMperaparos,
IpoBe/icHue KOTOPOro OCYLIECTBISAETCS (ISl BBISBJICHUS OJUHAKOBBIX CBOUCTB
JIEKapCTBEHHBIX MpenapaTtoB ONpe/eleHHOH JeKapcTBeHHOH (OPMBI, a Takxke
HalM4yus OJMHAKOBBEIX ToKasareied OesomacHOCTH U 3(G(QEKTUBHOCTH
JIeKapCTBEHHBIX IIpernapaToB, OIMHAKOBBIX KIMHUYECKUX 3(PGEKTOB HpU HX

NPUMECHCHHHN,
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47) T[pOTOKON  KIMHUYECKOIO  HCCICNOBAaHUS  JIEKAPCTBEHHOI'O
pernapara - JOKyMeHT, B KOTOPOM OIPeeNAIoTCs Held, (OopMBl OpraHU3alil U
METOOJIOTHS TPOBEACHUS KIMHUYECKOTO MCCIENOBAHUs, CTaTHCTHYECKHE
METOIBI 00pabOTKM pe3yNbTaToB Takoro MCCIENOBaHMA M MEpPHl 110
obecrieyeHHI0 0€30IMacHOCTH (U3MUECKUX JIWI, YYaCTBYIOIUX B KIMHHYECKOM
HCCIIeJOBAaHNY JICKAPCTBEHHOTO IIpenapara;

48) Opouiopa WHCClIeHOBaTeNlsd - CBOJAHOE WU3JI0XKEHHE pE3yIbTaToB
JOKJIIMHUYECKOT'O MCCIAEIOBAaHUS JICKAPCTBEHHOTO CpPEJCTBA U KIMHUYECKOTO
FCCIIeIOBAHUS JISKApCTBEHHOT'O IIperapara Uil MeIUIUHCKOrO IIPUMEHEHHUS,

49) wHOOPMAIMOHHBIN JIMCTOK NalMEHTa - JOKYMEHT, B KOTOPOM
cojepxarcs B JOCTYITHOW QopMe CBeNeHHs, Kacarolmyecs IIPOBOAMMOIO
KIMHHYECKOr0 HCCIEOBAHUS JIEKapCTBEHHOIo Iipenapara, ¥ B IIMCHMEHHOHR
dbopme J0OpOBONIBHOE corjlacle IAalMeHTa Ha ydacTue B KIMHHYECKOM
UCCIIEOBaHMN  JIGKAPCTBEHHOrO0  Ipenapara Iocjie  O3HaKOMIEHHS ¢
0COOEHHOCTAMH KIMHHYECKOTO HCCIE/I0BaHusI, HMEIOUIMMHI 3HAYeHue Il
BbIPKEHUs1 TAKOTO COTrJIacus;

50) mobouHOe IeiicTBUE - peakiysl OpraHu3Ma, BO3HMKIIAsA B CBA3M C
IIPUMEHEHHEM JIEKAPCTBEHHOTO I[pernapara B J03aX, PEKOMEHIYEMBIX B
HHCTPYKIMH IO ero MPUMEHEHUIO, AN NPOQUIAKTUKH, ZUATHOCTUKH, JICUECHUs

3a00J1eBaHus HIIH HJ pea6HnHTau1/m;



16

51) cepbe3Has HexenarenbHas peaklUs - HeXKelaTelbHas pPeakius
OopraHMsMa, CBs3aHHAs C [PUMEHEHHEM JIeKapCIBEHHOIo  IIpenapara,
IpUBENIAs K CMEPTH, BPOKIECHHBIM aHOMAJIMSIM HIIM TTOPOKaM Pa3BUTUA MO0
npeacTapiIsmiomas coboi yrposy KH3HM, TpeOyrollas TroCHUTaNM3alud WM
HIpUBEAIIAS K CTOHKON yTpare TpyI0CIIOCOOHOCTH U (MIIK) HHBAIUIHOCTH;

52) wHenpenBueHHAs HeKeNaTelbHas peaklus - HeXearenbHas
peaknus opranuszMa (B TOM YHCIe CBSI3aHHAs ¢ IPUMEHEHUEM JIEKapCTBEHHOTO
nperapara B COOTBETCTBHM C HHCTPYKIHEH IO ero MpUMEHEHUIO), CYIIHOCThL U
TSDKECTh  KOTOPOW HE COOTBETCTBYIOT WH(OpPMALUd O JEKapCTBEHHOM
ripernapare, cojiepxalieiics B MHCTPYKLIHMH 110 €ro IpUMEHEHUIO;

53) penent Ha JIeKapCTBEHHBIA Mpenapar - NUCbMEHHOE Ha3HAYEHUE
JIeKapCTBEHHOTO  Ipemapara II0  YCTaHOBIGHHOH  ¢opMme,  BbLIaHHOE
MEIMOHHCKEM MJIM BETEPUHAPHBIM PabOTHMKOM, MMEIOMMM Ha 3TO IIPaBo, B
1€)X OTIYCKa JIEKapCTBEHHOTO Mpernapara Uiy ero U3roTOBICHUS U OTIIYCKa,;

54) TpeboBanue  MEOULUHCKOHN OpraHu3aluy, BETEpUHAPHOMN
OpraHu3alMd - JOKYMEHT YCTAHOBJIEHHOW (OpMbI, KOTOPBIH BhINMCAH
MEAMIUHCKHM HJIM BETepHHAPHBIM paOOTHHKOM, MMEIOIIMM Ha 3TO IIPaBo, U
COJIEP)KHUT B MHCBMEHHOH (popMe yKa3aHWE alTedHOH opraHu3anud o0 oTIycKe
JEKapCTBEHHOT0 Ipelapara WIM O ero H3TOTOBIGHWH K 00 OTIycke I
obecrieueHuss  JiedueOHOro  mpolecca B MEIUWIMHCKON  OpraHu3aluH,

BETEpUHAPHON OpraHU3allUu.
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I'naBa 2. IloiHoMouusi ¢enepanbHbIX OPraHOB HCHOJHHTEILHOM
BJIACTH, OPraHOB HCIOJHHTEJIBHOH BJACTH CYOBEKTOB
Poccuiickoii Peaepanuu npuH o0palieHHN JIEKAPCTBEHHBIX
cpeacTB

Crarbst 5. [losiHOMOuYNs (heepabHBIX OPraHOB HCHOJTHHTEILHOM
BJIACTH NPH 00pamieHNH JeKapPCTBEHHBIX CPEACTB

K nonromounsaM ¢enepaibHBIX OPraHOB HCIOJHUTENBHON BIIACTH IPH
o0palieHn! JeKapCTBEHHBIX CPEJICTB OTHOCATCS:

1) mposenenne B Poccmiickoit ®enepannyu emuHON TOCYAapCTBEHHOM
NOJUTHKA B 0051acTH o0ecedeHus JIeKapCTBEeHHBIMH TIpeliapaTaMy IpaKaad Ha
teppuropun Poccuiickoit @eneparun;

2) ytBepxaeHue oOmux ¢apMaKkoneHHBIX cTareil, (apMakorneHHbIx
cTarei, u3/laHue rocyiapcTBeHHON (hapMakoneu;

3) ocymiecTBI€HHE rOCYAaPCTBEHHOTO KOHTPOJIS M HAN30pa;

4) mALeH3MpOBaHUWE  NPOU3BOJACTBA  JIEKAPCTBEHHBIX  CPEACTB U
¢papMaIieBTHIeCKON [IeATEJIbHOCTA B COOTBETCTBHH C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanuu;

5) opraHu3amusi OSKCHIEpPTH3bl JIEKAPCTBEHHBIX CPENCTB, 3TUYECKOI
OKCIEPTHU3bl  BO3MOXKHOCTH  TPOBEIEHHS  KIMHUYECKOTO  HMCCIEAOBaHUS
JIeKapCTBEHHOTO Npernapara s MeJUIUHCKOTO IPUMEHEHHST;

6) BhITaua paspelieHud Ha TMPOBEIeHWE KIMHHYECKHX HCCIIeIOBaHUN
JIeKapCTBEHHBIX NPENaparoB, BeJEHHE peecTpa BbIAAHHBIX pa3pelleHui Ha

OpoBEeACHUE KIIMHNYCCKHX HCCIIeJOBAHUI JCKAPCTBCHHBIX IIPpeNIapaToB;
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7) rocyapcTBEHHAs pEerdcTpamys JeKapCTBEeHHBIX ITpernapaTos, Be/leHUE
roCyJJapCTBEHHOTI'O peecTpa JIeKapCTBEHHBIX CPEACTB;

8) MHCHIeKTHpOBaHWE IIPOM3BOJACTBA  JIEKAPCTBEHHBIX CPEACTB  Ha
COOTBETCTBHE IpaBWiiaM OpraHW3alliy IIPOU3BOACTBA M KOHTPOIs KadecTBa
JIEKaPCTBEHHBIX CPENICTB, BhJIada 3aKIIOUEHAN O COOTBETCTBUH [IPOU3BOAUTEILL
JEKapCTBEHHBIX CPEJICTB TPeOOBAHUAM IIPaBUJ OpraHM3allUM IIPOU3BOACTBA U
KOHTPOJIA Ka4eCTBa JIEKapCTBEHHBIX CPEICTB;

9) rocyzlapcTBeHHAs PETHUCTPAliMd YCTAHOBIEGHHBIX ITPOM3BOAUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB NpeAes]bHBIX OTI[YCKHBIX I€H Ha JKU3HEHHO
HeoOXO[MMBIE W Ba)XKHEWIWe JieKapCTBEHHBbIE IIperapaThl W BEJCHUE
roCyJapCTBEHHOI'O peecTpa MpeleidbHbIX OTIIYCKHBIX II€H ITPOM3BOAUTENIEH Ha
JeKapCTBEHHbIE MperapaTsl, BKIIIOYEHHBIE B IepedeHb )KM3HEHHO HeOOXOAUMBIX
Y BOKHEHIIMX JIEKapCTBEHHBIX NPENaparTos;

10) yctaHnoBleHne TOpsAKa BBO3a JIGKAPCTBEHHBIX CpPEACTB  Ha
tepputoputo Pocculickoit ®denepaumy ¥ BbIBO3a JIEKAPCTBEHHBIX CPEACTB C
teppuropnu Poccuriickoit Oenepanny;

11) cozmanwe coBeToB MO BOMpOcaM, CBS3aHHBIM C oOpallieHueM
JIEKapCTBEHHBIX CPEJNICTB;

12) arrectaums U cepTUGUKALNS CIICUAIUCTOB;

13) yTBepKneHne  0Opa30BaTENbHBIX  MIPOrpaMM IO TOATOTOBKE

CIICIUAJIKUCTOB,
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14) MorHTOpUHT 6€30MACHOCTH JIEKAPCTBEHHBIX MIPENapaTos;

15) yuacTtue B MEXIYHAPOXHOM COTPYAHUIECTBE;

16) nonydenue mo 3ampocaM YIOJHOMOYEHHOIO (elepaibHOoro opraHa
UCIIOJIHUTENEHOW BIACTH OT OPraHOB HCHOJHHUTENFHOW BIACTH CyOBEKTOB
Poccuiickoit ®enepanun, a Takke 0T CyOBEKTOB OOpAIleHHs JIEKAPCTBEHHBIX
CPeNCTB JUId MEIUIMHCKOrO MpHMEHeHHs HHQOpMamMHd 10 BOIPOCAM
YCTAaHOBJIEHHMS ¥ IIPUMEHEHUS [1eH Ha JIeKapCTBeHHbIe Tpenaparhl U Hajg0aBoK K
HUM;

17) mpuMeHeHrne Mep OTBETCTBEHHOCTH 3a HapYIIEHHE 3aKOHOATeILCTBA
Poccuiickoit @enepanny.

Cratps 6. IlonHOMOYHS OPraHOB HCHOMHHTEIBHOM BIACTH Cy0ObeKTa

Poccuiickoii @eaepauun npu o0pamiennu
JIEKAPCTBEHHBIX CpPeICTB

K nmonHoMouusiM  OpraHoB  HCHIOJNHUTENBHOH  Biactd  cyObekTa
Poccuiickoii @enepannu npu oOpaleHnH JIEKaPCTBEHHBIX CPENCTB OTHOCSATCSL:

1) paspaboTka ® peanu3anys PervMOHATBHBIX MNPOrpaMM oOecHedeHus
HaceJeHHs JIEKAPCTBEHHBIMU MIpenapaTaMu;

2) yCTaHOBJIGHHAE MPEHENbHBIX pPa3MEPOB  OITOBLIX HaA0aBOK H
IpENeNbHBIX PA3sMEPOB PO3HUYHBIX HaJ0ABOK K (DaKTHYECKUM OTIYCKHBIM
[[eHaM, YCTAHOBJIEHHBIM IIPOM3BOAMTENAMU JIEKADCTBEHHBIX IIperaparoB, Ha
JIEKapCTBEHHBIE IIPEIapaThl, BKIIFOUEHHBIE B IIEPEYEHb XKU3HEHHO HEOOXOMUMBIX

1 BAXKHEUINMX JICKApCTBCHHBIX NMPENIapaTos;
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3) ocyimecTBiieHNEe KOHTPOJIS 32 NMPUMEHEHHEM IL€H Ha JIeKapCTBEHHBIE
Ipenaparhbl, BKIIOYEHHBIC B MepeueHb KU3HEHHO HEOOXOIMMBIX U Ba)KHEHIIUX
JIEKapCTBEHHBIX MPENapaToB, OpraHU3aUsIMU ONTOBOH TOPIOBJIHU, alTEYHBIMU
OpraHW3alysMy, HMHAUBUAYATbHBIMUA  TPEAIpPHHUMATENSIME,  HWMEIOIUMU

JIMIEH3UIO Ha (apMaleBTHUYECKYIO JeATeIbHOCTb.

I'nasa 3. I'ocynaperBennas ¢papmaxonest

Crarbs 7. PazpaboTka 1 n31aHue rocyJapcTBeHHo papmakonen,
pa3sMellieHue JAaHHBIX 0 Hel

1.Tlox rocymapcTBeHHOM (apmakoneeldl IOHHMAETCs CBOJA  OOMIMX
dbapmakoneitHpx craTeit u papmaxonefHbIX cTaTei.

2. PaspaboTka o0mux GpapMakonelHbIx cTaTeil u papMaxkoneitHpIx crarei
1 BKIIOUEHHE HMX B TIOCYIApPCTBEHHYIO (DapMakollelo OCYINECTBIIOTCS B
HOpSIJIKE, YCTAHOBJICHHOM  YNOJHOMOYEHHBIM  (DEJepalbHBIM  OPraHoM
WCHOJIHUTENbHON BIACTH.

3. PaspaboTtka dapmakorneHoil cTaTby HA OPUTHHAILHOE JIEKApPCTBEHHOE
CPENCTBO M BKIFOUEHHE €€ B TOCYIapCTBEHHYIO (papMaKoIelr B TeueHHe CPoKa
JefCcTBHS 3allUThl MCKIIOUMTEIBHOTO TPaBa, YIAOCTOBEPEHHOIO ITaTEHTOM HA
OPUTHHATBHOE JIEKAPCTBEHHOE CPEeICTBO, OCYLIECTBIAIOTCS C COINIACHs €ro
pazpaboTyuka.

4.TocymapcrBenHas  dapmakoress — H3[aerci  yIOJHOMOYEHHbBIM

denepaibHBIM ~ OPraHOM  UCIIOJHUTENIbHOH  BJACTH 32 CYET  CPEACTB
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benepanpHOTo OIOKETA U IOMJISKUT IIEpen3/IaHusIM He peke 4eM OIMH pa3 B
OATh JIeT, B HEPHOA MEXIy KOTOPBIMH W3IAIOTCS IIPHIOKEHHS K
rOCYAapCTBEHHOM (hapmaxoriee, cofepxalire oomye papMaKoneiHble CTaTbi 1
(unn)  ¢apmakonelHble CTaTbl, YTBEPKIAEHHbIE MOCHE W3NAHUS WIH
HepensJaHus ToCy JapCTBEHHOH (apMaKoney.

5. YnonHoMo4eHHBIH (enepalbHblii OpraH HCIOJHUTEIBLHOH BIIACTH
pa3MmelnaeT JaHHbIE 0 TOCYHapCTBEHHON (apMakoriee U NMPUJIOKEHUAX K Hell Ha
cBoeM ouanpHOM caiiTe B cetu « HTEpHET» B yCTAHOBIEHHOM MM IOPSIIKE.

I'naBa 4. I'ocynapcTBeHHBI KOHTPOJIb HPH oOpaleHun

JIEKAPCTBEHHbBIX CPEJICTB

Crares 8. JInmeH3upoBaHue NPOM3BOJACTBA JEKAPCTBEHHBIX CPeICTB
H papManeBTHYECKOM AesiTeIbHOCTH

1. JlmnensupoBanve  HOpOU3BOACTBA  JIEKAPCTBEHHBIX  CPEACTB U
dapManeBTUUeCKOll  JeATEeNbHOCTH OCYIIECTBIAETCA B COOTBETCTBUH C
3aKkoHOoAaTenbCTBOM Poccuiickoil denepaiuu.

2. O6s3aTenbHBIM YCIOBHEM  IPEIOCTaBICHUA JUALNSH3W  Ha
IIPOU3BOJICTBO JIEKapPCTBEHHBIX CPEJCTB SBJSAETCS NPHUIOXKEHHE K 3asBJICHUIO
COMCKaTeNs JMIEH3WH IepedHs JeKapCTBeHHbBIX ¢opM u (WiM) BHJIOB
(apMaleBTUYECKHX CyOCTaHLMI, KOTOpbie IIPOM3BOJUTENb JIEKAPCTBEHHBIX
CpeliCTB HaMepEeH MPOU3BOAUTh.

3. B ciiydae HEOOXOAUMOCTH PacCIIUPEeHUs] IPOU3BOCTBA JIEKAPCTBEHHBIX

CPEACTB 3a CHET HOBBIX JIEKAapCTBEHHBIX (OPM U BUHOB (hapMaleBTHUECKUX
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cyOcTaHIuil IPON3BOAUTEND JIEKAPCTBEHHBIX CPEACTB JIOJDKEH HOIYUYHTh HOBYIO
JIMIIEH3UIO Ha IIPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB.
Cratpsa 9. T'ocynapcrBeHHbI KOHTPOJIb NPH 00paleHAH
JIEKAPCTBEHHBIX CPeACTB

1. 'ocynapcTBeHHOMY  KOHTPOJIIO TOJIEKAaT BCE  JIeKapCTBEHHBIE
CpeicTBa, MpOW3BEAECHHBIE Ha Teppuropur Poccuiickoii PDepepanuu wu
BBO3MMBIE Ha TeppuTopuio Poccuiickoit @eneparum.

2. 'ocynapcTBeHHBIA KOHTPOIIb pH 00palieHuH JIEKapCTBEHHBIX CPENICTB
OCYLIECTBISACTCSH YIOJIHOMOYEHHBIMHA (benepanbHbIMU opraHamMu
UCIIOJIHUTENBHOM BIACTH M OPraHaMM MCIIOJHUTENIBHON BJIAcTH CyOBEeKTOB
Poccniickoit @enepanuu B COOTBETCTBUH C HX TTOJTHOMOYUSIMH.

3. I'ocynapcTBEHHBINA KOHTPOIIb NpU 00pallleHUH JIEKapCTBEHHBIX CPEICTB
BKIIFOYaeT B ce0s KOHTPOIb 3a JOKIMHWYECKHMU UCCIIEHOBaHHAMMU
JIEKapCTBEHHBIX CPENCTB, KIMHMYECKUMH MCCIECHOBAaHUSIMH JIEKapCTBEHHBIX
IpernaparoB,  KayecTBOM,  IPOHM3BOACTBOM  JIEKAPCTBEHHBIX  CPEJCTB,
H3TOTOBJIEHUEM JIEKApCTBEHHEIX IperapaTroB, XpaHEHUEM, IIepEeBO3KOM, BBO30M
Ha Tepputopuro Poccuiickoit Oeneparuu, pexiamoii, OTIIYCKOM, peanu3aiiei,
YHUYTOXKCHHEM JIEKQpCTBEHHBIX CpPEACTB, IPUMEHEHWEM JIeKapCTBEHHBIX
[penapaTos.

4. I'ocynapcTBEHHBIN KOHTPOJb P 00pALIEHHH JTEKapCTBEHHBIX CPEJICTB

OCYHICCTBICTCH IIOCPEACTBOM:
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1) npoBenieHuss MpPOBEpOK  coOJrofeHHs CyObeKTaMu  oOpallleHus
JEKapCTBEHHBIX CPEeICTB TMpaBui J1abopaTopHOH MpPaKTHKH H  IPaBHII
KIMHMYECKOW MpakTAKH IpH T[POBEJEHHWU MOKJIMHUYECKHX WCCIel0BaHuM
JIEKapCTBEHHBIX CPEACTB ¥ KIMHUYECKUX MCCIIEeHOBaHUN JeKapCTBEHHBIX
nopernapaToB A MENULMHCKOTO  HNpUMEHEHHWs, IpaBHUI  IPOBEACHUSA
JOKJIMHMYECKMX WCCIENOBAHUN JIEKAPCTBEHHBIX CPENCTB W KIMHHYECKUX
UCCNIEeIOBaHUM JIEKapCTBEHHBIX IpenaparoB sl BETEPUHAPHOIO NpPUMEHEHMS,
IpaBWJ OpraHW3alyy IIPOU3BOJCTBA M KOHTPOJS KayecTBa JIEKapCTBEHHBIX
CpeICTB, MpPaBUJI OITOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEJICTBAMH, IpPaBHII
OTITyCKa JIEKapCTBEHHBIX I[IperaparoB, MpaBUJl W3TOTOBICHUS U OTILyCKa
JEKApCTBEHHBIX IIPEnapaToB, INpaBUJI XPaHEHHS JIEKapCTBEHHBIX CPEJCTB,
IIPaBUJI YHUYTOXXEHHUS JIEKAPCTBEHHBIX CPENICTB;

2) TMIEeH3UPOBaHWA  NPOU3BOICTBA  JIEKAPCTBEHHBIX  CPEACTB W
(GapMalleBTHYECKON JeATeIbHOCTH, IIPOBENEHUS MPOBEPOK COOIIONEHHUS
JIMLEH3NOHHBIX TpeOOBaHMI U YCIIOBH;

3) KOHTPOJISE KadecTBa JIEKAPCTBEHHBIX CPEACTB IIPH IPakJaHCKOM
obopore:

a) B popme BEIOOPOYHOr0 KOHTPOJIS;

0) Ipx  BBISBICHAM HECOOTBETCTBHS JIMIICH3UOHHBIM TpeOOBaHUSM U
YCIIOBHSIM YCJIOBHIT TIPOU3BO/ICTBA U KOHTPOJIS KA4eCTBa JIEKAPCTBEHHBIX CPE/ICTB,

OCYHICCTBJICHUA OIITOBOM TOProsjit JCKapCTBCHHBIMHU CpCACTBAMU,
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OCYIIECTBJIEHUS PO3HMYHOH TOProBIM JEKapCTBEHHBIMH IperapaTaMu, NPaBHI
U3rOTOBIICHUS. JIEKApCTBEHHBIX IIPENaparoB, MPaBHJI XPaHEHUs JIEKAPCTBEHHBIX
CPEACTB;

4) BBIAAYM paspelIeHUH Ha BBO3 JIGKAPCTBEHHBIX CPEJNICTB HA TEPPHUTOPHUIO
Poccuiickoit denepanun;

5) mpoBeAeHHsI MOHUTOPHUHTa 0€30aCHOCTH JIEKAPCTBEHHBIX ITPEIapaTos;

6) mony4eHus IO 3arpocaM YIOJIHOMOYEHHOro (eaeparbHOrO OpraHa
HCIOJIHUTENbHOW BJIACTH OT OPIraHOB HCIOJIHUTENBHOM BIAacTH CyOBEKTOB
Poccuiickoii @enepanuu, OoT CyObEKTOB OOpalleHHs JIeKapCTBEHHBIX CPENCTB
IJI1 MEAWLMHCKOrO NMPUMEHEHHS MH(POpMAIUK 10 BONPOCAM YCTAHOBJIECHHS H
IIPUMEHEHH [IeH U HagO0aBOK K HUM.

5. OcymecTBieHre TIOCYyAapCTBEHHOTO KOHTPOJS TMPH  OOpalieHHu
JIEKapCTBEHHBIX CPENCTB ABILIETCA PAacXOAHBIM 00s3aTenseTBoM Poccmiickoit
Qenepanu WM pacXOAHBIM  00s3aTeNbCTBOM CcyObekToB  Poccumiickoi
Denepanyy 110 BUIAM KOHTPOJIS, OTHECEHHBIM COOTBETCTBEHHO K ITOJTHOMOYHSIM
(enepabHBIX OpraHOB HCIIOJHUTENHHOH BIACTH W K IIOJIHOMOYHSAM OPraHoB

UCIIOJIHATENbHOU BNacTu cyobekToB Poccuiickoit @enepanny.



25

I'naBa 5. Pa3paborka, AOKJIMHUYECKHE HCCIIeIOBaHuS
JEKAPCTBEHHbIX CPeICTB, a TakKxke  KIMHHYECKHE
HccJIeI0BaHus JIeKAPCTBEHHBIX npenaparos st

BETEPHHAPHOIO NPMMEHECHHU

Cratbs 10. PazpaGoTka jeKapcTBeHHBIX CPeACTB

1. PazpaboTka nmeKapCTBEHHBIX CPEJICTB BKJIOYaeT B ceOd HOUCK HOBBIX
(dapMaKkoJOryyecKky aKTUBHBIX BEINECTB, IOCIEAYIoImiee M3yd4eHHe HX
JeKApCTBEHHBIX  CBOWCTB, JOKJIMHHUYECKHE  HCCIEAOBaHMS, pa3paboOTKy
TEXHOJIOTWH MPOM3BOJICTBAa (apMameBTAYECKUX cyOcraHiuil, pa3paboTKy
COCTaBOB M TEXHOJIOTUI IPOU3BOJICTBA IEKAPCTBEHHEIX ITperapaTos.

2. ®unancoBoe ofecrmedeHre pa3pabOTKU JIEKAPCTBEHHBIX CPENCTB
OCYIECTBIIAETCS 3a CUET:

1) cpencts denepansHOro 6romKeTa;

2) cpeacTB pa3pabOTUNKOB JIEKAPCTBEHHBIX CPEACTB;

3) cpencTB MPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEICTB IIPH BBIIOJIHEHUH
HAy4HO-HCCIEe0BaTeIbCKUX paboT 1o [JOroBopy Mexay pa3paboT4uKoM
JIEKAPCTBEHHBIX CPEICTB U MPOU3BOIUTENEM JIEKaPCTBEHHBIX CPEJICTB;

4) yHBIX He 3alpemleHHbIX 3aKoHoAaTenscTBoM Poccuiickoit Denepauuu
HCTOYHHUKOB.

3.TlpaBa paspaboTuyMKa JIEKAPCTBEHHOTO CPEACTBA  OXPAaHSIOTCS

rpaxaaHCKuM 3aKOHOAATEILCTBOM.
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Cratbs 11. Joxamundeckoe HCCIeIOBAHME JIEKAPCTBEHHOIO
CpeacTBa At MEXHHHHCKOTO NPUMEHEHHUSI

1. loknuHUYECKOe UCCIefOBaHUE JIEKAPCTBEHHOI'O CpeicTBa I
MEIULIUHCKOr0 TPUMEHEHHS NPOBOAUTCS IIyTeM TIPUMEHEHUS HayYHBIX
METOZIOB OLEHOK B IIEJIIX NMOJMYyUYeHUs JI0OKA3aTenbCTB 0€30IMacHOCTH, KayeCTBa 1
3 PEeKTUBHOCTH JICKAPCTBEHHOTO CPEICTRA.

2. lokiimHUYeCKOe HCCieloBaHUE JIGKQpCTBEHHOI'O CpelcTBa  JUId
MEIUIMHCKOrO TIpPUMEHEeHUsS] NPOBOJIUTCS B COOTBETCTBHH C IIPaBHIAMH
nabopaTOpHON IIPaKTHKH, YTBEPKACHHBIMH YIIOIHOMOYEHHBIM (eaepalbHbiM
OpraHoM UCITOJIHUTEbHOH BIACTH.

3. Jlns opraHm3anuy W IPOBENEHUS JOKIMHHYECKOTO HCCIETOBaHUS
JIEKapCTBEHHOI0 CpeAcTBa JUIsl MEJUIMHCKOTO TNpPUMEHEeHHs pa3paboTYrKu
JEKApCTBEHHBIX CpEJCTB MOIYT IPUBIEKATh HAYYHO-HUCCIIEOBATEILCKHE
OpraHu3aliy, o0pa3oBaTeNbHbIe YUYPEXKIEHHs BBICUIETO IPO(ECCHOHAILHOIO
o0pa3oBaHus, UMEOIIHEe HEOOXOAUMYIO MaTepHaIbHO-TEXHHYECKYI0 0azy u
KBAIM(DUIUPOBAHHBIX  CIEHUAIMCTOB B  COOTBETCTBYIOWIEH  o6iactu
VICCIIEIOBaHUSL.

4. JIOKNTMHUY9ECKOe HCCIEelOBaHUE JIGKApCTBEHHOTO CpPEeACTBa IS
MEJMIUHCKOIO IIPUMEHEHNS IPOBOIUTCS MO YTBEPKICHHOMY pa3paboTUrKOM
JIEKapCTBEHHOTO CPeJiCTBA IUIaHy C BeIEHHEM IIPOTOKOJIA 3TOT'0 UCCIIeIOBAHMUS U

COCTAaBJIEHHEM OTUeTa, B KOTOPOM COIEPXKATCA PE3yIbTaThl 3TOI0 HCCICI0BaHM S
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M 3aKIIOYeHMe O BO3MOXXHOCTH NPOBEACHHUS KIMHWYECKOTO HCCIeI0BaHUs
JeKapCTBEHHOTO Iperapara 11 MeAUIIMHCKOr0 IPUMEHEHNS.

5. IlpoBeneHue mpoBepoK coOJIIOIEHUS 1IPaBUI 1a00paTOPHOU IIPAKTHKU
U TIPABOBBIX HOPM HCIIOIb30BaHMS KUBOTHBIX IPH IPOBEICHUY JOKIUHUUECKUX
VCCEAOBaHNM JIEKapCTBEHHBIX CPEACTB Uil MEAULMHCKOIO TPUMEHEHHUS
OCYILIECTBISAETCS YIOJIHOMOYEHHBIM (heliepalbHbIM OpraHOM HCHOJHUTEILHON
BIIACTH.

6. Pe3ynpTaThl  AOKJIMHHYECKOIO  MCCIENOBAaHMA  JIEKAPCTBEHHOI'O
cpencTBa Ui MEJMUMHCKOTO MPHMEHEHMS MOTyT OBITh IpPEACTaBJIEeHBI B
YHOIHOMOYEHHBI  (enepanpHblii  OpraH  HUCIOJHMTENbHOHM  BIACTH B
YCTAaHOBJIEHHOM  HOpsiAKe B  I€JSX  TOCYHApCTBEHHOM  pEerucTpaluu
JEKapCTBEHHOIO IIpenapara.

Crarpg 12. JloknuHu4YecKkoe Hccjlel0BaHle JJeKapCTBEHHOT 0

cpeacTBA U KJIMHHYECKOe HecjeJOBaHue JJeKapecTBEHHOTo
npenapara AJsi BEeTepHHAPHOIO NpUMeHeH s

1. JoxknuHudeckoe wncciaefOBaHUE JIEKAPCTBEHHOIO  CpeACTBa  JJId
BETEPUHAPHOIO IIPUMEHEHUs] MPOBOJAUTCS IIyTeM [PUMEHEHHd HAy4HBIX
METOZOB OLICHOK B LIEJISTX TONYHEHMs JOKA3aTeIbCTB 0€3011acHOCTH, KauecTBa U
3¢ (EeKTUBHOCTH JIEKapCTBEHHOTO CPENCTBA, B TOM YHCIE OIPECIICHHs CPOKa
€ro BbIBEJEHUS U3 OpraHu3Ma XUBOTHOrO, B llejx obecneueHus: 6€301acHOCTH
NPOIYKIUH YKUBOTHOTO IPOUCXOKICHUS nocsie IIPUMEHEHNUS

COOTBETCTBYIOILICTO JICKAPCTBCHHOI'O IIperapara.
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2. JlokauHHYEeCKOe  HCCHEOBAaHME  JIGKapCTBEHHOTO  CpPElCcTBa MU
KIMHAYECKOe MCCIeNOBAHNE JIEKAPCTBEHHOTO IpernapaTta Julsi BeTepUHApHOIO
NIpUMEHEeHUS, HCCIIeIOBaHUE OMOIKBUBAIIEHTHOCTH YKA3aHHOTI'O JIEKAPCTBEHHOIO
mpenapara MPOBOASTCA B COOTBETCTBHM C IIPABUIIAMHM, YTBEPXKIEHHBIMU
YIOJTHOMOYEHHBIM (e/iepalbHBIM OpraHOM UCIIONHUTEIBHON BIacTH.

3. JloxnmuHWYecKoe  MCCIEIOBAHWE  JIEKapCTBEHHOI'O  CPEACTBA M
KIMHAYECKOE WCCIIeIOBaHNEe JIEKAPCTBEHHOIO IpenapaTta AJs BETEpHUHApHOIO
OPAMEHEHUS IPOBOJATCS 10 YTBEPXKISHHOMY Pa3paboTUyUKOM J1eKapCTBEHHOIO
CpeJiCTBa IJIaHy C BEJIEHUEM IPOTOKOJIOB 3THX HCCIEJOBAHUN U COCTABIIEHUEM
OTHETOB, B KOTOPBIX COAEPKATCS PE3YJIBTATHI STUX UCCIIENOBAHUNA.

4. JIns opraHu3alMd W TPOBENEHHS JIOKIMHUYECKOTO HCCIEIOBAHMS
JEKapCTBEHHOTO CPEACTBA U KJIMHUYECKOTO HCCIIEOBAaHUS JIEKapCTBEHHOIO
mpenapara JUls BeTEPHHAPHOI'O TMPUMEHEeHUs pa3paboTUMK JIeKapCTBEHHOI'O
CpeliCTBA MOXET IpHUBJIEKATh OpPraHU3alldy, MMelolue HeoOXOANMYIO
MaTEePUATIbHO-TEXHIYECKYI0 0a3y ¥ KBaNu(UIUPOBAHHBIX CHEIMAIMCTOB B
COOTBETCTBYIOUIEH 00acTH HUCCeOBaHMS.

5. Kiiuamdeckue  WCCIEOBaHMS  JIEKAPCTBEHHBIX  MperapaToB  JUld
BETEPUHAPHOrO TPUMEHEHMS MPOBOJATCS B BETEPUHAPHBIX OpPraHM3alUsdxX U B
OpraHM3alMsIX, OCYIIECTBISIONMX pa3BElCHUE, BLIPAIIMBAHUE U COJEPKAHUE

KHUBOTHbIX, B UCIIX:
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1) ycTaHOBJICHHSI ~ TIEPEHOCHMOCTM  JIEKAPCTBEHHBIX  IpelaparoB
3I0OPOBBIMH KHBOTHBIMH;

2) nogbopa ONTUMANBHBIX IO3HPOBOK JIEKAPCTBEHHBIX IIpPENaparoB u
Kypca JIedeHHs Ha KOHKPETHOW TIpylne >XHUBOTHBIX C OIpeneleHHBIM
3a00JIeBaHUEM;

3) ycranoBnenus OGe3omacHOCTH ¥ 3(PQPEKTHBHOCTH JIEKAPCTBEHHOT'O
npenapara, NpeAHa3HAYeHHOTO JUIsl JIEYEHHS OIpeJleleHHbIX 3a0oneBaHui
KUBOTHBIX, WIH OPGEKTHBHOCTA  JIEKAPCTBEHHOTO  Mpemapara  AJid
poHIIAKTHKYA 3a00JIEBaHNH 3IOPOBBIX KMBOTHEIX;

4) u3ydeHuss BO3MOXXHOCTEH pacIlIMpeHHsl IMOoKa3aHuil K IIPUMEHEHHIO
3apEerHCTPUPOBAHHOTO JIEKAPCTBEHHOI'O TIperapara ¥ BBISBICHHS paHee
HEeHM3BECTHBIX MTOOOYHBIX JeHCTBHIA.

6. Kmiauueckoe wWccieoBaHWe  JIEKapCTBEHHOTO  mperapata  Jyis
BETEPUHAPHOIO HMPUMEHEHHUs OCYIIECTBISCTCS 3a CUeT CPeJCTB pa3zpaboTduka
JIeKapCTBEHHOT'O CPEJICTBA.

7. OtueTh 0  pesynpratax  JOKIMHHYECKOTO  HCCIEIOBAHUS
JEKapCTBEHHOI0 CPEACTBAa M KJIMHUYECKOI'O HCCIENOBAHUS JIEKAPCTBEHHOTO
npenapara Uit BeTEPHHAPHOIO IPHMEHEHHS COCTABISIOTCS pPa3paboTINKOM
JIEKApPCTBEHHOTO CPEJCTBa C YUeTOM 3aKIIOUeHUI OpraHu3amuii, MpHHAMABIIAX

YHacTHuEC B Opranu3anyvy 1 NPOBESACHHH 3TUX HCCJICJOBaHMIM.
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8. KonTponer 3a mpoBejeHWeM  JOKIMHUYECKUX  HCCIIEIOBaHUU
JIEKAPCTBEHHBIX CPENCTE M KIMHWYECKUX HCCIeNOBaHUI JIeKapCTBEHHbBIX
npenapaToB 1St BETEPUHAPHOTO IIPUMEHEHHS OCYILEeCTBIISIETCA
YIIOJTHOMOYEHHBIM (ellepalbHbIM OPraHOM HCIOJIHUTEIBHON BIACTH.

I'maBa 6. OcyiecTB/IeHHe rocyIapcTBEHHOH perucTpannu

JIEKAPCTBEHHBIX IpenapaTon

Crates 13. I'ocynaperBenHas perucrpauns JIeKapCTBEeHHbIX
npenapaTon

1. JlekapcTBeHHbBIE IIperapaThl BBOAATCS B TpaXXAaHCKUKA o0opoT Ha
tepputopuu  Poccuiickoit ®enepanmy, eClIM OHU  3aperHCTPUPOBAHBI
COOTBETCTBYIOIIAM YTIOJTHOMOYEHHBIM dbeneparbLHbIM Oprasom
HCHOJIHATEILHON BIIACTH.

2. 'ocynapcTBeHHOU perucTpamnuu MoJIexkKar:

1) opurnHanbHBIE TEKApCTBEHHBIE TIpeNaparsr;

2) Bocpou3BEICHHBIE JIEKAPCTBEHHbIE NIpenaparhl;

3) HOBrIE KOMOWHAIIMM 3apeTHCTPUPOBAHHBIX paHee JIeKapCTBEHHBIX
mpenaparos;

4) nexkapcTBeHHBlEe  Ipemaparhl, 3apeTHCTPUpPOBAaHHBIE paHee, HO
MIPOU3BEICHHbIE B IPYTHX JIEKAPCTBEHHBIX (OpMax, B HOBOH JO3MPOBKE.

3.TocygapcTBeHHasi perucTpanus JIEKapCTBEHHBIX IMpenapaToB JJis
MEJVIUHCKOTO HPUMEHEHHUS OCYUIECTBIAETCA IO pe3yjbTaTaM SKCIIEPTH3bI

JCKApPCTBEHHBIX CPECACTB U 3TUYECKON OKCICPTHU3LI BO3MOXXHOCTH IIPOBCACHUA
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KIIMHUYECKOTO0 HCCIIEOBaHUS JICKAPCTBEHHOTO Ipernapara i MeIUIMHCKOTO
npuMeHenus (najiee - dTHYECKas dKcreptusa). [ocymapcTBeHHasT perucTpards
JIeKapCTBEHHBIX MPENapaToB IJisl BETEPHHAPHOTO IPUMEHEHUS OCYHIECTBIIAETCS
O pe3ylbTaTaM 3KCIEePTU3bl JIEKAPCTBEHHBIX CPEACTB [JS BETEPHHAPHOTO
IpUMEHEHUSL.

4.TocynapcTBeHHass  perucrpamms  JIEKapCTBEHHBIX  IperapaTroB
OCYILIECTBIISIETCS COOTBETCTBYIOUIUM YIIOJHOMOYEHHBIM (peiepabHbIM OPTraHoM
ACTIOJTHUTENBHON BJIACTU B CPOK, HE TIPEBHIINAIOMIAN IBYXCOT JiecsITH pabodmx
JHeW CO JHS TPHUHATHS 3asBIEHAS O TOCYJapCTBEHHON perucTpanuu
JeKapCTBEHHOro rmpemnapata. B ykasaHHBIM CpOK BKIJIIOYAETCS BpeMs,
HeoOXouMoe Ui TIOBTOPHOrO IIPOBENEHUS SKCIEPTH3bl JIeKapCTBEHHBIX
cpeAcTB W (WJIM) DTHYECKOHW 9SKCIIEPTH3bI B COOTBETCTBHH CO cTaTheit 25
Hactosuiero PexpepanbHOro 3akoHa. CpoK TOCYJapCTBEHHOH perucTpauuu
JIEKapCTBEHHOTO MperapaTa UCUUCISIETCS CO THS NPUHATUS COOTBETCTBYIOIIUM
VIIOJTHOMOYEHHBIM (eepalbHBEIM OpPraHoM HCIIOJHUTEIBHON BIIACTH 3asBICHUS
0 TOCYJapCTBEHHOHN perucTpaluy JISKapCTBEHHOTO Ipernapara ¢ IpHIoKeHHeM
HeOoOXOAMMBIX  JOKYMEHTOB 1O  JEeHb  BBIIAYH  PErHCTPalOHHOIO
YIIOCTOBEPEHUS JIeKapCTBEHHOTO penapara. Bpems mpoBeneHus KIMHAYECKOTO
WCCJICJOBAHUs JIGKAPCTBEHHOTO Iperapara He YYHTHIBAETCS NMPH MCUUCICHUU
CpOKa ero rocyJapCTBeHHON PEeruCTpaIi.

5. TocymapcTBeHHOR perucTpanuy He NOAJIeXKaT:
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1) nexapcTBEHHBIE npenaparsl, W3TOTOBIIEHHBIC arTeYHBIMM
OpraHu3alusiMU, BETCPUHAPHBIMHU anTedyHBIMU OpTraHU3aAUAMH,
WHMBAIYATGHBIMA  IIPEIIIPUHAMATEISIMY, KOTOPbIE HMMEIOT JIMIUEH3UIO Ha
(GapMaleBTUYECKYyl0  AEATENBbHOCTh, II0 DEUEenTaM Ha  JIeKapCTBEHHBIC
npenaparsl W TpeOOBaHUSIM MEAUIMHCKMX OpraHU3alui, BETEPUHAPHBIX
OpraHu3alii;

2) NeKapCTBEHHOE PAaCTUTENBHOE CBIPHE;

3) nexapcTBEHHBIE Tperiapathl, NpHoOpeTeHHbIe GU3HISCKUMH JIAIIAMHU 32
npenenamu Teppuropun Poccuiickoit ®epepannu ¥ npelHa3HAuYCHHbIC LA
JIMYHOTO HCIIONIL30BaHMs;

4) nekapcTBEHHBIE IpenapaTsl, IpeIHa3sHaYeHHbIE Ui OKCIIOPTa,

5) panuodapmaneBTUYECKHE JIEKApCTBEHHEIE IIpernaparhl, H3rOTOBJICHHBIC
HETOCPEJCTBEHHO B MEIUIMHCKUX OPraHU3allisaX B IOPSAIKE, YCTAHOBJIECHHOM
YITOJHOMOYECHHBIM (heiepallbHbIM OPraHOM MCIIOJHUTEIBHOHN BIACTH.

6. He nomyckaercs rocy1apcTBeHHas perucrpaius:

1) pa3snuyHBIX JIEKAPCTBEHHBIX MPENApaToB IIOJ OJMHAKOBBIM TOPTOBBIM
HauMeHOBaHHUEM;

2) OJIHOTO JIEKApCTBEHHOI'O IIperapara, BBIIyCKaeMOro IIPOHU3BOAMTEIIEM
[OJ pPAa3IM4YHBIMH TOPrOBBIMM HAWMEHOBAHMSAMH M MPEACTABJIEHHOIO Ha
rOCYJAapCTBEHHYIO pPErucTpaiiio B BHIE ABYX M 0Oolee IEKapCTBEHHBIX

Tpenaparos.



33

Crarbsa 14. IlpuHnunbi 3KcnepTH3HI J€KAPCTBEHHBIX CPEACTB U
ITHYECKOH IKCHepPTU3bI

1. OkcriepTH3a JEKapCTBEHHBIX CPeACTB H OJTHUYEeCKas JSKCIepTh3a
OCHOBBIBAIOTCS Ha TPHHIMNAX 3aKOHHOCTH, COONIONEHWS TpaB H CBOOOJ
YeJioBeKa M IpaxAaHuHa, IpaB IOPUINIECKOro JINNA, He3aBUCUMOCTH JKCIEpTa,
O00BEKTHBHOCTH, BCECTOPOHHOCTH ¥ TIOJHOTH! HCCIIENOBaHWM, IPOBOIUMEIX C
ACIIONB30BAHWEM  COBPEMEHHBIX  JIOCTHOKEHWMH  HAyKHM W TEXHHUKH,
OTBETCTBEHHOCTH (elepalbHOTO TOCYIAPCTBEHHOIO OOKETHOTO YUPEKICHHUS
[0 TPOBEHCHUIO 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB M OKCIEPTOB 3a
IPOBEJIEHUE B Ka9eCTBO IKCIIEPTH3BI.

2. DKcIepTy3a JeKapCTBEHHBIX CPEICTB IS MEAUIIMHCKOTO IPAMEHEHUS
HPOBOJUTCS TO3TAITHO:

1)Ha mepBOM OdTame - OJKCHEpTH3a JJOKYMEHTOB [UIS IOJYy4eHHUs
paspellieHHs] Ha [POBEACHHUE KIMHUYECKOTO HCCIEIOBaHUS JEKAPCTBEHHOIO
npenapara, 3a HCKIIOUeHUEeM:

a) IeKapCTBEHHBIX MpernapaToB, KOTOpbIE pa3pelleHbl AT MEAULUHCKOro
npuMeHeHus: Ha Tepputopun Poccuiickoit @enepannn Oolee ABagUATH JIET U B
OTHOIIEHUH KOTOPBIX HEBO3MOIKHO IpoBeJIeHe HCCIIEIOBAHMUS
OHOIKBHBAJIEHTHOCTH;

0) TIeKapCTBEHHBIX MpenaparoB IS MEAWIHHCKOro IIpUMEHEHHUs, B

OTHOIICHHUU KOTOPBIX IMPOBEACHBL MCKAYHApPOIHbIC MHOT'OLECHTPOBLIC
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KJIMHAYECKHE MCCIEIOBAHUS, Y4acTh W3 KOTOPHIX MPOBEIEHA HA TEPPUTOPUH
Poccuiickoit ®enepanuu;

2) Ha BTOpOM OJTale - 3KCHEepPTH3a IPEAJIOKEHHBIX METOHOB KOHTPOJIS
KauecTBa JICKAPCTBEHHOI'O CPENCTBa M KadecTBa IPEICTaBIIEHHBIX 00pasioB
JEKapCTBEHHOI'O CpeACTBa C HCIOJb30BaHWEM 3THX METOHOB (Haiee -
IKCHEPTH3a KadecTBa JIGKQPCTBEHHOTO CpeJCTBa) M OJKCIEPTH3a OTHOLICHHS
OKHJAAEMOM TOJIb3bl K BO3MOXXHOMY pPHCKY MPHUMEHEHHUS JEeKapCTBEHHOIO
mpenapara, OCYIIECTBJSIEMBIE IIOCJE€ TPOBENECHHS €ro  KIMHWYECKOTro
HCCIIENOBaHHUSL.

3. DkcrniepTr3a JeKapCTBEHHBIX CPECTB JJISl BETEPUHAPHOTO NPUMEHEHUS
MPOBOAMUTCS OJHOSTAlHO M BKJIOYaeT B cebs IKCIEpPTH3y KadecTBa
JIEKapCTBEHHOT'O0 CpPEeCTBa W JKCIEPTH3Y OTHOILICHUS OXXHAAEMOW NONB3bI K
BO3MOXXHOMY PUCKY IPHMEHEHUS JIEKapPCTBEHHOTO IIpenapara.

Cratbs 15. ®@eaepanbHoe rocyiapcTBeHHOe 0I0/I2KeTHOE YUpexKIeHHe

N0 NPOBeJeHUI0 IKCNIEPTH3bI JIeKAPCTBEHHBIX CPEACTB

OKcrepTr3a JIEKQpCTBEHHBIX CPElNCTB IMPOBOAUTCS  (perepaibHbIM
rocyAapCcTBEHHBIM OrOKETHBIM yUpexKIEHUEM COOTBETCTBYIOIIETO
VIIOJTHOMOYEHHOT'0 (peliepallbHOro OpraHa HCITOTHATENIbHOM BIACTH, CO3MaHHBIM
Ui o0ecrieveHrs] UCIOHEHNS MONHOMOYHMMA 3TOro (QeeparbHOro opra€a Io

BbIga4e paspemeHm?I Ha IIPpOBCACHNUC KIIMHUYCCKHUX HCCJICIOBaHUI
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JEKAapCTBEHHBIX IpenapaToB W (WHM) IO TOCYJAPCTBEHHON perucTpalun

JIeKapCTBEHHBIX [IperapaToB (ajiee - 3KCIIePTHOE YUPEKISHHE).

Cratbs 16. Oprannsanus NpoBeJIeHUs 3IKCHePTH3bI JJeKAPCTBEHHbIX
CpeACTB B LeJsX HX rocylapcTBeHHOH perncTpanuu

1. OkcnepTH3a JEKapCTBEHHBIX CPEACTB MPOBOAMUTCS  KOMUCCHEH
AKCIEPTOB BKCIEPTHOT'O YUYPEXKICHHS, Ha3HAYEHHOW ero pyKOBOJUTEJIEeM, Ha
OCHOBaHMH 3aJlaHUs Ha TPOBEJEHUE SKCIEePTU3Bl JIEKapCTBEHHOI'O CPENCTBa,
BBIIAHHOTO  YITOJJHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIIOJTHHUTEIhHOU
BIacTH. PyKOBOIUTENs DKCHEPTHOrO YUpexAcHHs olOecrcyuBaeT HalJiexKallee
[IPOBEJICHUE IKCIEPTH3bI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUH C 3a/laHUEM,
BBIJAHHBIM ~ YIOJNHOMOYEHHBIM (ellepalbHBIM OpraHOM  HCIOJHUTENHbHON
BJIACTH, M OPTaHM3YET IIOATOTOBKY CBOJHOIO 3aKJIIOYEHHUS 3TOil KoMuccuu. B
COCTaB 3TOM KOMHUCCHUM MO PELIEHUI0 PYKOBOAUTENS 3KCHEPTHOTO YUPEXKICHUS
MOryT OBITh BKJTIOUEHBI B KAUECTBE HKCIIEPTOB JIMIIA, He paboTalomine B JaHHOM
OKCIIEPTHOM YUPEXKICHUM, €CJIH HX CHEeHHAIbHBIE 3HAHUS HEOOXOIUMBI IS
HOpOBEJEHUs] DOKCHEPTHU3bl M TaKWE€ 3KCIEepPTHl OTCYTCTBYIOT B JaHHOM
OKCIEPTHOM YUPEKICHHUH.

2. DKCIepToM TI0 TPOBENECHHUIO SKCHEPTU3BI JIEKAPCTBEHHBIX CPENCTB
SIBJISIETCS ATTECTOBAHHBIA pabOTHHUK 3KCIEPTHOTIO YUPEKIACHUS, KOTOPHI HMeeT
BBICIIICE MEQUIIMHCKOE, (hapMaleBTHYecKoe, OHOJIOTHYeCKOe, BEeTepHHApHOEe

WM XUMHYECKoe o00pa3oBaHWe W TIPOBOIUT OKCIEPTU3Y JIEKAPCTBEHHBIX
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CPeJICTB B TIOPSIKE UCIIOJHEHUS CBOUX OJDKHOCTHBIX O0si3aHHOCTEH (ganee -
SKCHEPT).

3. IIpu mpoBeneHMH SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB JKCIEPT HE
MOXKET HAXOJWUTHCS B KaKOW-TMOO 3aBHCUMOCTH OT JIMIA, HAa3HAYUBINETO 3TY
IKCHEPTU3Y, pa3paboTyhKa  JIEKapCTBEHHOIO  CpeACcTBAa WM  IPYrHux
3aMHTEPECOBAHHBIX B PE3YNbTAaTaX SKCIIEPTU3LI JINLI.

4. Tlpm npoBeleHUM  3KCHEPTH3bl  JIEKAPCTBEHHBIX  CPEACTB  HE
JomyckaeTcss ucrpeboBarh y 3agBHATENSA JUMOO0 MHBIX JIHL MaTepHalbl,
HeoOXOIUMBIe [JIsi IPOBENEHUS DODKCHEPTH3bl. B cilydae HEIOCTATOYHOCTH
HPEACTABICHHBIX IKCIIEPTY MaTEPUaIOB Ul Ja4y 3aKJFOYEHHUs IKCIIEPT BIipase
TIOCTABUTH BOIPOC O MPEAOCTABIECHUH €My HEeoOXOTUMBIX MaTepHalioB Iepex
PYKOBOJHUTENEM SKCHEPTHOTO YUPEXKISHHSI, KOTOPhIH o0paiaercst ¢ Npock0oi
00 3TOM B YIOJHOMOYEHHBIH (elepanbHbIl OpraH HMCIIOJHUTENLHON BIACTH,
BBIJIABIIWM 3aJjaHNE Ha TPOBEAEHUE DKCIIEPTU3H] JIEKapCTBEHHOI'O CPEICTBa.

5. Okcrept TMNpH TPOBEACHUM MOPYYCHHOM €My PYKOBOIUTEIEM
9KCIIEPTHOTO YUPEXKICHUS IKCIIEPTH3bI JIEKapCTBEHHOI'O CpeACcTBa 00A3aH:

1) mpoBecTH MOJHOE WCCNENOBaHUE MPEICTABICHHBIX €My OOBEKTOB,
MarepuanoB, jgarb o0OOCHOBaHHOE M  OOBEKTMBHOE 3aKJIIOYEHHE 110
IIOCTABJICHHBIM IIepell HUM BOIIpOCaM MIM MOTHBHUPOBAHHOE 3aKIIIOYEHUE O
HEBO3MOKHOCTH IPOBEACHUSA MM 3KCIIEPTHU3BI JIEKAPCTBEHHOI'O CPENCTBA, €ClU

IIOCTABJICHHBIC BOIIPOCHI BREIXOIAT 3a IPEIAEIIbl COCHHAIbHBIX 3HAHUHA JKCIIepTa,
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00BEKTHl MCCIIEAOBAHUN M MaTepHalbl HENPUI'OAHBI WM HEJOCTATOYHBI JUIS
TIPOBEICHHS MCCIIEIOBAHUIA W Jaudl 3aKIIFOYCHUS THOO COBPEMEHHBIH ypOBCHb
Pa3BUTHS HAYKH HE MTO3BOJISET OTBETHTH Ha IIOCTABJIEHHEIE BOIIPOCHI;

2) He pasriamarh CBEISHMS, KOTOpBie CTall €My W3BECTHBI B CBS3H C
IpOBEJEHNEM DKCIIEPTH3bI JIEKAPCTBEHHOTO CpEACTBA, a TAaKKe CBEACHUS,
COCTaBIISIFOIME TOCYNapCTBEHHYIO, KOMMEpPYECKYI0 HIIH HHYIO OXPaHSIEMYIO
3aKOHOM TalHYy;

3) obecneunTh COXpaHHOCTh NIPEACTABICHHBIX O0OBHEKTOB UCCIIeOBaHUN U
MaTepHasoB.

6. DKcoepT He BIpaBe:

1) IpOBOIUTE 3KCHEPTH3Y JEKApCTBEHHOI'O CPEJCTBa MO OOpaIeHHIo
HEMOCPEICTBEHHO K HeMY OpraHu3aluil Wi GU3nIecKux JIui;

2) caMOCTOATEIBbHO coOUpaTh MaTepualbl IS IPOBEACHUS IKCIIEPTU3BI
JNIEKapCTBEHHOTO CPEJICTRA,;

3) NpoBOJUTH BKCHEPTH3Y JIEKapCTBEHHOTO CpelIcTBa B  KadecTBe
HErocylapCTBEHHOTO dKCIIepTa.

7. B ciydyae HeOOXOAMMOCTH SKCIEPT BIpaBe XONaTaillCTBOBaThH mepen
PYKOBOIMTENEM O3KCIIEPTHOrO YYPEeXKJSHHUS O TPUBJICUYEHWH K IIPOBEACHHUIO
SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA APYTHX IKCIEPTOB.

8. Kaxxaplil sKcHepT, BXOISUIMHA B COCTaB KOMHCCHH JKCIIEPTOB, KOTOPOH

MOpYYE€HO MPOBCACHHUE SKCICPTHU3bI JICKAPCTBEHHOI'O CPEJICTBA, HE3aBUCUMO H
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CaMOCTOATENIBHO  TPOBOAMT  WCCIENOBaHMs,  OIEHHUBAaET  pe3yNbTaThl,
MOJydeHHBIe MM JIMYHO W APYTHMH OKCHEPTaMH, W (OPMYIHPYET BBIBOJABI
OTHOCHUTENIbHO IIOCTaBJIEHHBIX BOIIPOCOB B IpefeNiaX CBOMX CHENHaNbHBIX
3HAHMH.

9. Pe3ynbTaThl OSKCHEPTH3BI JIEKAPCTBEHHOrO CpelncTBa O(OpMIISIOTCS
3aKJIFOYEHHEM KOMMCCHH SKCIepToB. B 3akioueHuN KOMUCCHUHM OSKCIEPTOB
YKa3pIBAIOTCS IepedeHb HCCIeNOoBaHMi, 00beM NpPOBEAEHHBIX KaXAbIM
IKCHEPTOM HCCIAEIOBAHMM, YCTAHOBJIGHHBIE KaXKIBIM M3 HHX (aKTel U
CHIeTIaHHbIE B pe3yJbTaTe HUCCIIeNOBAaHMI BBIBOJBI. DKCIEPT, MHEHHE KOTOPOIO
HE COBIIAJAET C pEIIeHHWeM KOMHCCHM 3KCIEPTOB, BIIpaBe BBIPA3UTH CBOE
MHEHHEe B MHCbMEHHOU ¢opMme, KoTopoe npuobliaercs K 3aKIIOUYEHUIO
KOMUCCUH DKCIIEPTOB.

10. OkcriepTsl, BXOMAIIME B COCTaB KOMMCCHH, INPERyIpPexAaroTcs 00
OTBETCTBEHHOCTH B COOTBETCTBMH C 3aKOHOIATEILCTBOM POCCHICKOM
Qenepant 32 a4y 3aKIIOYEHHs, COAep)Kaliero HEOOOCHOBaHHBIE MU
banscuduiupoBaHHbIe BEIBOABI, O €M OHH AAIOT IOAIMUCKY.

11. Onpezestenne ypoBHS MPOPECCHOHANBHON MOArOTOBKU 3KCIEPTOB U
aTTecTalsl UX Ha IIPaBO INPOBEACHUS KCIEPTH3Bl JIEKAPCTBEHHBIX CPENCTB
OCYIIECTBIISIOTCA 3KCIEPTHO-KBATM(PUKALUOHHBIMI KOMUCCHSIMHM B IOpPAIKE,
YCTaHOBJIEHHOM COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (eiepaibHbIM OPraHOM

UCIIOJTHUTEILHOM BJIaCTH. YpOoBeHb MPO(eCCHOHAIBHON MOATOTOBKY 3KCIIEPTOB



39

TOJIIEXKHT MePECMOTPY YKa3aHHBIMKA KOMUCCHAMHU HE peXKe 9eM OJIMH pa3 B IITh
ner.

12. IIpaBnia mpoBeieHrs IKCIEPTH3HI IEKAPCTBEHHBIX CPEICTB U popma
3aKJIIOYCHUS] KOMHUCCHM OKCIEPTOB YCTaHABIMBAIOTCA COOTBETCTBYIOIHM

YIOJHOMOYEHHBIM (pefiepanbHbIM OPraHOM MCIIOIHUTEIbHOU BIACTH.

Cratps 17. DTHYeckasi IKCHepPTH3A

1. Dtryeckasi KCIIepTH3a MPOBOAUTCS B LIENAX BBIAAYM 3aKIOUeHUs 00
DTHUECKOH O0OOCHOBAaHHOCTM BO3MOJKHOCTH IIPOBEIEHUS  KIMHHYECKOTO
UCCIICAOBAaHUS JIEKapCTBEHHOrO IIpenapara il MEOULMHCKOrOo NpUMEHEHHS
COBETOM II0 3THKE, CO3JaHHBIM B MOPSAKE, YCTAHOBIECHHOM YIIOJHOMOYEHHBIM
(enepatbHBIM OPraHOM HCIIONHUTEIHHOM BIaCcTH.

2. DKciepraMd  COBeTa [0 DOTHUKE MOryT OBITh IPeACTaBUTEIH
MEIVIMHCKUX, HAy4YHBIX OpraHu3aiuii, o0pa3oBaTelNbHBIX YUPEXKICHUN
BRICHIEr0 npodeccHoHambHOro o00pa3oBaHUS, a TakXKe IpeACTaBUTENH
00UIECTBEHHBIX OpraHM3alyuii, peJIMIHO3HbIX OPTraHU3alMil U CPEeJCTB MAacCOBOH
uHpopmaniuu. JlaHHble SKCIEpTh HE JOJDKHBI HAaXOOUTHCS B Kakod-IHOO
3aBUCHUMOCTH OT pa3pabOTYMKOB JIEKAapCTBEHHBIX MpenapaToB W JIPYIHX JHIL,
3aMHTEPECOBAHHBIX B Pe3yJIbTaTax ATUYECKON IKCIIEPTH3HI.

3.Omnnata TpyAa OJKCIEPTOB COBETa IO 3THUKE OCYLIECTBISETCA B

COOTBCTCTBHM € JOTOBOPOM, 3aKIIIOYECHHBIM MEXOAY YIHOJIHOMOYCHHBIM
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deneparbHbBIM OPraHOM HCHOJHHUTENBHOU BJIACTH, KOTOPBIM CO3JaH COBET IO
9THKE, ¥ SKCIIEPTOM COBETa IO ITHKE.

4. DxcnepTsl COBETA IO ATHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C
3akoHoparenbcTBoM Poccuiickoit @epepanun.

5. CocraB coBera mo 9THKE, IOJOXKEHHE 00 3TOM COBeTe, MOPAAOK €ro
JeSTENbHOCTH, TpeOOBaHMUS K KBATW(PUKALUK U ONBITY PabOTHI IO IKCIEPTHON
OLlEHKEe Hay4YHBIX, MEIUIMHCKAX ¢ OTUYECKUX aCIeKTOB KIMHUYECKHUX
UCCIIeAOBaHUN NIEKapCTBEHHBIX IPENapaToB [ MEIUIIMHCKOTO MPUMEHEHUS,
MpefbsABIIeMble K OSKCIIEpTaM coBeTa IO JTUKE, IMOPSAOK OpraHu3aluf M
OPOBEACHUS ITUYECKOU OKCIIepTH3bi, (opMa 3aKIIOUCHHS COBETa IO 3THKE
YCTaHABJIMBAIOTCSA YIIOJIHOMOYEHHBIM (eiepalbHbIM OpraHOM HCIIOJHUTEIbHON
Bnactd. Yucino mnpencraBuTeNedl MEIUMIUHCKUX OpraHU3aluid He MOXeT
MPEBBIIATH TOJIOBUHY OT OOLIETO YHMCiIa SKCIEPTOB COBETA IO ITHKE.

6. Madopmanmss o cocraBe coBeTa IO 3THKE, IUIaHAaX ero paboTel H
TEKyI(eld  JesTeJIbHOCTH  pa3Meliaercss Ha  OQUIHAIBHOM  caiite
YIIOJTHOMOYEHHOro ()e/lepalbHOTO OpraHa HCIOJHHATEIbHOW BIACTH B CETH

((I/IHTGPHBT» B YCTAaHOBJICHHOM HM IIOPAIAKE.

Cratpg 18. Ilomada m paccMoTpeHne 3asiBJEHHI 0 rocy/1apcTBeHHOH
perucTpanui JeKapcTBEHHBIX NPenapaTos U
NnpeacTaBJeHne HeOOX0AUMBbIX JOKYMEHTOB

1. lna rocynapcTBEHHOH perucTpaluy JEKapCTBEHHOro Ipernapara

pa3paboT4rK JIEKAPCTBEHHOTO IperapaTa WM YIOJTHOMOYEHHOE UM JApYroe
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IOpUINYECKOe JIUIO (J1ajiee - 3asBUTENH) NPEACTaBISET B COOTBETCTBYIOIIMHI
YIOJIHOMOYECHHbIN denepanbHBIH ~ OpraH  HMCHOJHHUTENBHOMN BJIACTH,
OCYI{ECTBIIIOLIUAN roCyIapCTBEHHYIO PErUCTPALIMIO JEKapCTBEHHBIX
[pernaparoB, 3asBJICHUE O TIOCYJApCTBEHHOM pETHUCTpalyy JIEKapCTBEHHOro
mperapara, a TaKKe B IOpANKE, YCTAaHOBIEHHOM COOTBETCTBYIOLIMM
YIIOTHOMOYEHHBIM  (pelepasibHbIM  OpPraHOM  HCHOJIHUTENbHON  BIACTH,
HEOOXOAMMBIE TOKYMEHTBI, 13 KOTOPLIX (POPMHUPYETCS PErHCTPALMOHHOE NOChE
Ha JIeKapCTBEHHBIN npenapar (fajee - perucTpaOHHOE 10ChE).

2.B 3asgBaeHMM O TOCYNApCTBEHHOH pETrUCTpalidd JIEKapCTBEHHOTO
npenapara yKasblBaloTcs:

1) nanMeHOBaHWEe U aApec 3agBUTEeNns W (WIHM) TPOUBBOIUTENA
JEKapCTBEHHOr0 IIperapara W aapec MecTa OCYIIECTBIIEHHS IIPOU3BOJCTBA
JIEKapCTBEHHOTO TIperapara;

2) HAaUMEHOBaHWE  JIeKAapCTBEHHOTO  mpemapara  (MeXIyHapOomHOe
HenaTeHTOBaHHOe WIIM XMMUYECKOe U TOProBoe HauMEHOBaHU);

3) nmepedeHb BEUIECTB, BXOAAUIMX B COCTaB JEKAPCTBEHHOIO Ipenapara,
C YKa3aHueM KOJIMYECTBa KAKIO0r0 U3 HUX;

4) nekapctBeHHas popMa, J03UPOBKA, CIOCOOB! BBEEHUS M NPUMEHEHNH,
CPOK I'OJJHOCTH JIEKApCTBEHHOIO IIpenapara;

5) omucanne  QapMakoIOTHUecKHX #  (PapMaKOOUHAMUYECKUX WA

I/IMMYHOGI/IOJIOI‘I/I"IeCKI/IX CBOUCTB JCKAPCTBCHHOTO ITpeHapara;
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6) 3asBJIeHHasd MPOU3BOIMUTENIEM JICKAPCTBEHHOTO Ipernapara IpeieibHast
OTIyCKHasi 1IeHa Ha JIEKapCTBEHHBIM Ipenapar, BKIIOYEHHBIH B IepevcHb
KU3HEHHO HEOOXOIMMBIX ¥ BaXKHEUIITNX JIEKapCTBEHHbIX Mpenaparos, B ciy4ae
ero rocy/IapCTBEHHOM perucTpanuy;

7) oTcyTCTBHE HEOOXOIUMOCTH MIPOBEEHUS KITUHUYIECKOTO
VCCIIEOBAHUS,  WCCNEeNOBaHMs  OMOSKBHUBAJIIEHTHOCTH  JIEKAPCTBEHHOIO
rpernapara, pa3pelieHHoro Uil MEIUIIMHCKOTO NPHMEHEHUS Ha TeppUTOpPUHU
Poccniickoit Penepanum Gonee nBamuard JjeT, ¢ yKasaHHEM HOPMATHMBHBIX
TIPaBOBBIX aKTOB, HOATBEPKAAFOIINX JAHHBIN CPOK NMPHUMEHEHUS.

3. Peructpanuonsoe fnocke GopMupyeTcs U3 CIeIyIOMMX JOKYMEHTOB:

1) mpoexkTsl ~ MakeTOB  TEPBUYHOM  yHakOoBKM W BTOPUYHOU
(MOTPebUTENHCKOI) YITaKOBKH JIEKAPCTBEHHOTO TIpernapara;

2) IOKYMEHT, TIepeBe/ICHHBIA Ha PYCCKUU A3BIK, HOITBEPKIAIOIMH
COOTBETCTBHE HPOU3ZBOJUTENSI PErUCTPUPYEMOro JIEKapCTBEHHOTO mpernapara
TpeOOBaHUSIM NPaBUJI OpPraHU3aIlld TPOW3BOJACTBA M KOHTPOJS KadecTBa
TeKapCTBEHHBIX CPEJICTB, BBIJAHHBIA KOMIIETEHTHBIM OPraHoM CTPaHBI
TTPOU3BOIUTENISL PErUCTPUPYEMOTO JEKapCTBEHHOr0 Hpernapara U 3aBepeHHbIN B
YCTAHOBIIEHHOM MOPSIKE;

3) IIPOEKT HOPMATUBHOM NOKYMEHTAIMH WJIM HOPMATHBHOIO AOKYMEHTA
Ha  JIEKapCTBEHHBIH  mpemapaT  JM0O  yKa3aHHUE  COOTBETCTBYIOIIEH

(apmaxoreitHoi craThH;
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4) cxemMa TEXHOJIOTHYECKOTo Ipolecca MPOU3BOACTBA JIEKAPCTBEHHOIO
mpenapara, €e ONucaHWe U (WiHM) CcXeMa TeXHOJIOTWYEeCKoro mponecca
IIPOM3BOLCTBA (apMaleBTUUYECKOl cyOcTaHIuN, €€ ONUCaHUE;

5) HOKyMEHT, IepeBelCeHHbI Ha pYCCKUH SA3bIK, IOATBEPKIAIONIHAN
COOTBETCTBHE MPOU3BOIUTENS (apManeBTHUYecKOd CyOCTaHIMM TpeOOBaHUAM
IpaBHJl OpPraHHU3alliy IIPOU3BOJCTBA M KOHTPOJIA KadecTBa JIEKApCTBEHHBIX
CPeICTB, BBIJAHHBIM KOMIIETEHTHBIM OpPraHoOM CTpaHbl HPOW3BOIUTEINS
(bapManeBTHUecKoil cyOcTaHLMU, 3aBEPeHHBIH B YCTAHOBJICHHOM HOpSAAKE H
coaeprKalui:

a) HauMeHoBaHue (apMareBTH4YecKoil cyOcTaHIuKM (MEXyHApOIHOE
HETaTeHTOBAaHHOE WM XUMUYECKOe U TOProBoe HauMEHOBaHMS ),

6) HAaMMEHOBaHWE M  aJpec TMPOU3BOAWTENA  (apMaleBTHUECKOM
cyOcTanuny;

B) CPOK rOIHOCTH (hapMaleBTHIeCKO! CyOCTaHIUN;

6) IOKYMEHT, COJEpXKalii CBeIeHWs O IIOKa3aTelsIX KadecTBa
bapManeBTHUEeCKOH  CyOCTaHIM¥M, HCIONAB3YEMOH  NpU  NPOHM3BOJCTBE
JIeKapCTBEHHBIX PENapaTos;

7) HopMaTUBHas JIOKyMEHTAallWss WIA HOPMATUBHBIM JOKYMEHT Ha
dapmaneBTHUeCKyl0  cyOcTaHmmio OO  yKazaHHE  COOTBETCTBYIONIEH

bapMaKonelHo! CTaThy;
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8) unpopmanus o0 yCHOBHAX XpaHEHHS, NEPEBO3KU JIEKAPCTBEHHOT'O
npernapaTa ¥ WHass UHPOpMAaIus;

9) oTyeT 0 pe3ynbTarax JOKJIMHAYECKOTO MCCIEIOBaHUs JIEKAPCTBEHHOTO
cpencTBa I MEOUUHHCKOTO [pUMEHEHHWs, COJAEpXKalluid  omucaHue,
pe3yNbTaThl ¥ CTATUCTHYECKUN aHAN3 pe3yNbTaToB JAaHHOTO JOKIMHHYECKOTO
UCCJIEIOBaHM;

10) oTuet o pesynbrarax JOKJIMHUYECKOr O UCCIICIOBaHUS
JeKapCTBEHHOI'O0 CpelcTBa M KIMHHUYECKOI0 HCCIENOBAaHUS JIEKAPCTBEHHOIO
nperapara Jijii BEeT€pUHapHOIO IIPUMEHEHNUS;

11) mpoexT npoTOKOJa KIMHUYECKOTO HCCIEIOBAaHUS JEKAPCTBEHHOTO
npenapara il MEIUIHHCKOrO IPUMEHEHUS;

12) 6pomurtopa ucciegoBarTes;

13) nHpOpMAIIMOHHBIA JIUCTOK MAUEHTA;

14) nadopmanisi 0 BHIIJIATAX W KOMIIGHCAIMSAX MalveHTaM (3J0pOBBIM
J00poBOJIBIIAM, OOJIBHBIM) (Hasiee - HaUeHThI), IPUBICUYEHHBIM K IPOBEACHUIO
KIHHUYECKUX HCCIeNOBaHHM JIEKApCTBEHHOro npemapara s MEIUIHHCKOTO
IPUMEHEHMS, WCCIIEIOBAaHMN OMOAKBHUBAJICHTHOCTH M (MJIM) TEparneBTHYECKOU
IKBUBAJIEHTHOCTH;

15)otyer 0  pe3yibTaTax  MEKAYHAPOOHBIX  MHOTOLIEHTPOBBIX

KIMHUYECKUX HCCICHOBaHUN JICKApCTBCHHOrO IIpernapara i MEeAHIUHCKOIO
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MPUMEHEHMs, YacTh W3 KOTOPHIX IpoBeleHa Ha Teppuropum Poccuiickon
Qenepauuy;

16) MpoeKT MHCTPYKIIMM [0 IIPHMEHEHUWIO JIEKAapCTBEHHOIO IIpenapara,
colepKaliui cleayoIue CBeIeHU:

a) HAUMEHOBAHHUE  JIGKAPCTBEHHOTO  cpelicTBa  (MEXIYyHapoZHOE
HENaTeHTOBAHHOE WM XUMHYECKOe U TOProBOe HAUMEHOBAHNA );

0) nekapcrBeHHas  ¢opmMa ¢  yKasaHMeM  HAaWMEHOBaHUU M
KOJIMYECTBEHHOTO COEpKaHust (aKTUBHOCTH) (papMareBTUUYECKUX cyOcTaHImil
¥ BCIIOMOT'aTEIbHBIX BEILECTB;

B) apMakoTepaneBTHyecKas rpyma JeKapcTBEHHOrO Npernapara,

I') IIOKa3aHus I IPUMEHEHUS;

1) IPOTHBOIIOKA3aHUs JIJIsl IPUMEHEHUS;

€) PeXUM JIO3UPOBAHUA, CIOCOO BBEACHWS, IPU HEOOXOIUMOCTH BpEMs
npueMa JIEKApCTBEHHOTO Iperapara, IPONOJDKATENBHOCTh JiedeHHs (B TOM
gyuciie y JeTel 1o | mocie OJJHOro roja);

) MEPBI ITPEIOCTOPOKHOCTH MPH IIPUMEHEHHUH;

3) CUMIITOMBI II€PEIO3UPOBKY, MeEphl [0 OKa3aHMUIO IOMOIIM IIpU
IIepeI03UPOBKe;

W) yKazaHde, IIpU  HEOOXOOWMMOCTH,  OCOOCHHOCTeH  HeHCcTBUA

JIEKapCTBCHHOTIO IIpernapaTa Ipy NepBoM IpUeMe UIH IIPYU €0 OTMCHE,
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K) onmcaHue, IpW HeoOXoAMMOCTH, JeiictBhil Bpauda ((ensamepa),
CrieluaucTa B 00/1acTH BETEPUHAPHH, MalfeHTa, Biajelnbla >XKHBOTHOIO HpH
IIPOITyCKe MpUeMa OJHOW FITH HECKOJIBKUX 1103 JeKapCTBEHHOro Iperapara,

1) BO3MOXKHEIE TTOOOYHBIE NEHCTBUSA IPU [PUMEHEHUHU JIEKapCTBEHHOIO
npemnapara;

M) B3aUMOJEHCTBYE ¢ APYTMMHU JICKAPCTBEHHBIMM TIpenapaTtaMy | (WiH)
ITHIIIEBBIMU IIPOAYKTAMHU, KOPMAMU;

H) YKa3aHKe BO3MOXXHOCTH U OCOOEHHOCTEH MEJULIMHCKOIO NPUMEHEHMS
JeKapCTBEHHOTO Tpenapara OepeMeHHBIMU KEHIMHAMY, JKEHBIIUHAMY B IIEPHOL
IPYAHOTO BCKAPMJIMBAHUS, NETHBMH, B3POCIBIMH, HMEIOIIUMU XPOHHYECKHUE
3a00JIeBaHUs;

0) CBEeJleHUS O BO3MOXXHOM BIMSHHMM JIEKapCTBEHHOIO IIperapara i
MEUIMHCKOrO0 TPUMEHEHHA Ha CIOCOOHOCTh YIPaBIATh TPAaHCHOPTHBIMHU
CpeJICTBaMH, MEXaHU3MaMU;

1) CPOK TOAHOCTH M YKa3aHHMe Ha 3alpeT NPUMEHEHHS JIEKapCTBEHHOTO
mpenapara o HCTSUEeHUH CPOKa TOHOCTH;

P) YCIIOBHS XpaHEHUs;

C) yKazaHue Ha HeOOXOIMMOCTh XpaHEHHUs JIEKapCTBEHHOIO Ipenapara B

MeCTax, HEAOCTYIIHBIX JIJIAd ,Z[CTGIZ;
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T) yKa3zaHue, npu HEOO0XOIUMOCTH, CIeI[MaIbHbIX Mep
IIPEJOCTOPOKHOCTH MPU YHHUYTOXKECHHUH HEHCIIOJIB30BAHHBIX JIEKapCTBEHHBIX
IIperaparos;

y) CPOKH  BO3MOXHOI'O  HCIOJB30BaHUS  HPOAYKIMH  KHBOTHOI'O
IIPOUCXOXK/ICHUS TI0CTIE BBEJEHMS )XKMBOTHOMY JIEKAPCTBEHHOrO Ipernapara ajis
BETCPUHAPHOI'0 IPUMEHEHUS;

¢) HaMeHOBaHMe, aJpec MPOU3BOAUTENSI JIEKAPCTBEHHOT'O IIperapara H
aJlpec MecTa IPOM3BOCTBA JEKAPCTBEHHOIO IIpenapara;

17) nepeBefieHHass Ha PYCCKHU S3BIK M 3aBepeHHas B YCTaHOBICHHOM
IIOpsIKe KOMUS JOKYMEHTa, OATBePKIAIOIIET0 PErnCTPaIMIO JIEKapCTBEHHOTO
Ipenapara B Cilydae ero perucrpaluuu BHe npenenos Poccuiickoil @enepanuy;

18) moOKyMeHTBI, NpeJCTaBISIEMbIE B COOTBETCTBHM CO CTaThbsaMu 19 - 23
HacTosiero ®eepaabHOro 3aK0Ha.

4.Tlo >xkenanuro 3asBUTENST MOTYT OBITh MPEICTABICHBI OTYETHI O
IPOBEACHHBIX B CTpaHe 3asBUTeNsd U JAPYrUX CTpaHax pe3yibrarax
KJIMHWYECKUX HCCIEeIOBaHUN, HCCIEJOBaHUM OWOSKBHUBAJICHTHOCTH M (WJIH)
TEparleBTUYECKOM HKBUBAICHTHOCTH JIEKAPCTBEHHOTO Tpenapata (BKIFodas
ANHUIEMHUOIOTHYECKHE 1071 AMHU300TOJIOTHYECKHE HCCIIEAOBAHUA
UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX IIPENaparoB, IpeHa3Ha4YeHHbIX i
MMMYHOJIOTHYECKOU NMPOGUIAKTAKY 1 Ie4eHUs UHQEKIIMOHHEBIX 3a001eBaHnil, B

TOM 4HCJe y JeTel), coiepKallhe ONHMCAHWS MPOBEICHHBIX WCCIEAOBAHUM
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JICKapCTBEHHOro TIperiapara, HMX pPeE3yJabTaThl M CTATUCTUYECKUM aHau3
IIOJIyYEHHBIX PE3yJIbTaTOB.

5.K 3asBneHMio O TrOCyHapCTBEHHOM pErHCTpalu#l JEKapCTBEHHOIO
npernapara IpuIaratoTcs:

1) AOKyMeHT, TTOATBEPX AAOIIMI YIIaTy FOCYAapCTBEHHOM ITOIIIMHBI 3a
[IPOBEJEHHE DOSKCHEPTU3bl [NOKYMEHTOB Ui TONY4YeHHUs pa3pelleHddl Ha
IIPOBEJEHNE KJIMHUYECKUX HCCIENOBaHUM JICKQpCTBEHHOIO Ipenapara Iyl
MEJUIIMHCKOTO MPUMEHEeHUsI U 3THYeCKOH JSKCnepTu3bl NpH obOpalieHuy 3a
roCy/lapCTBEHHON perucTpanuei 1eKapcTBEHHOTO IIpenapara;

2) MOKYMEHT, TTOATBEPKAAIONINN yIUIaTy rocyJapCTBEHHOM IMOIUIMHBI 3a
POBEJICHNE DKCIIEPTU3bl KAa4eCTBA JIEKAPCTBEHHOIO CPENCTBA M DKCIIEPTU3HI
OTHOIIICHUS OXHKJAaeMOW TONb3bl K BO3MOXHOMY pPHCKY IpUMEHEHUs
JIeKapCTBEHHOTO Mpernapara, pa3pelieHHOTo I MEIUIMHCKOrO TPUMEHEHHS
Ha Teppuropun Poccumiickoit ®enepanuu Gonee aBaAUATH  JIeT, TIpH
roCyJapCTBEHHOM PerucTpariyy JIKapCTBEHHOIO IIpernapara;

3) ZOKYMEHT, MOATBEPKAAIOLIMN YIUIaTy rOCYJapCTBEHHON IMOIUINHBI 3a
NPOBEJIEHUE HKCIIEPTU3bl KadecTBa JIEKaPCTBEHHOIO CpPENCTBa M JKCIEPTHU3BI
OTHOLIEHUS] OKHUJaeMOM MOJB3bI K BO3MOXHOMY PHCKy IPHUMEHEHUA
JIEKapCTBEHHOI'0 IIpenapara il MEIHMUIUHCKOr0 NpPHMEHEHHH, B OTHOIICHUU
KOTOpOI'O TIPOBENEHBl MEXAYHAapOIHBIE MHOTOLEHTPOBBIE KIMHUYECKHE
HCCIIEOBAaHWs, 4YacTh W3 KOTOPBIX IIpOBelleHa Ha Teppuropuu Poccuiickoi

denepayu, 0py rocy1apCTBEHHON pEruCTpallii JIEKapCTBEHHOIO NIperapara;
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4) TOKYMEHT, HOIATBEPKIAIOMUY YIIaTy TOCYJapCTBEHHON MOIUIMHLI 32
MpOBeJIcHHEe DKCIEPTU3BI KAaueCTBa JIEKAPCTBEHHOI'O CPENCTBA W SKCIEPTH3HI
OTHOILIEHWS OXHIAeMOM TIIONB3Bl K BO3MOXHOMY PHMCKY TIPUMEHEHUS
JICKapCTBEHHOr0 Tpernapara [jis BETEPUHAPHOTO NPUMEHEHHS IIPH  €ro

rocyJapCTBEHHOM perucTpanum.

Crates 19. llpunsaTHe  pemieHHss O  Bblgaye  JKCHEPTHOMY
YYpe:KIeHHI0 U COBETY M0 ITHKE 3aJaHHUs HA NPOBeJIcHUE
IKCHEPTH3bI JeKapCTBEHHBIX CPeICTB

1.B Teuenue maATH paboumx AHEH CO AHSA TMPHHATHSA 3aSABICHUS O
rOCYJJapCTBEHHOM pEerucTpalyy JISKapCTBEHHOI'O Mperapara yIIoJHOMOYEHHBII
(enepanbHBIA OpraH UCIIONHUTEIHFHON BIACTH MPOBOLUT IPOBEPKY MOTHOTHI U
JIOCTOBEPHOCTH CBEAECHHUM, COHEPKAILIUXCs B NPEACTaBICHHBIX 3asBUTEIEM
Marepuanax, i IpUHUMAaeT pellieHre O BblIade 3alaHUs Ha MIPOBEACHUE:

1) skcriepTU3pl  JIGKAPCTBEHHBIX  CPEACTB B YaCTH  AKCIEPTHU3BI
JOKYMEHTOB ISl TOJyYeHUs pa3pellieHHus] Ha IPOBEeJeHUE KIMHHYECKOro
UCCIIeIOBAHUSA JIEKAPCTBEHHOIO ITpenapara Jyisi MEJUIIMHCKOTO MPUMEHEHHUS B
COOTBETCTBUU C LIENSIMH, YKa3aHHBIMU B cTaThe 38 HacTosmero deiepalbHOro
3aKOHA, ¥ HTUYECKOM JKCIEpPTM3bl B OTHOLICHUHM JIEKAPCTBEHHBIX IIPEIapaTos,
IUIsI KOTOPBIX HE ITPOBOJMIIMCH KIMHMYECKHE MCCIENOBAaHUS Ha TEPPUTOPUH
Poccuiickoit @enepanyn, Ha OCHOBaHUHU JIOKYMEHTOB, YKa3aHHBIX B IIYHKTax
1-9, 11-14, 17 gwactu 3 w nyskre ! wactm S crateu 18 HacToswIero

DenepanbHOTO 3aKOHA;
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2) 3KCTIepPTU3hI JIEKAPCTBEHHBIX CPEACTB B YaCTU 3KCIEPTH3bl KauecTBa
JIEKAPCTBEHHOTO CPEACTBA M DKCIIEPTU3bl OTHOLIEHMS OKHUJaeMOH IIOJB3BI K
BO3MOXXHOMY  PUCKY OpHMEHEHHs JIEKapCTBEHHOro  mpemapara s
MEIIUIIUHCKOTO TIPUMEHEHHsS B OTHOIICHUM JIEKapCTBEHHBIX IIPENaparos,
pa3pelieHHbIX IS MEIUIMHCKOrO NPUMEHEHUs Ha TeppuTopuu Poccuickon
Oenepanuu Ooree aBaANaTH JIeT, HA OCHOBAaHHM JOKYMEHTOB, YKa3aHHBIX B
nyHkTax 1-9, 16 wactm3 wu myHKTe 2 d4acTé S5 cTarbd 18 HacToAuIero
DeiepalbHOTO 3aKOHA, a TAKXKe JEKapCTBEHHBIX IpPernapaTroB, B OTHOLIEHUH
KOTOPBIX IIPOBENCHBl MEXIAYyHApOIHbIE MHOTOUEHTPOBBIE KIMHUYECKUE
WCCNIEIOBAHUS, 4YacTh M3 KOTOPBIX IPOBEAEHa Ha TeppuTopuu Poccuickou
®enepanuy, Ha OCHOBAaHMU JIOKYMEHTOB, YKa3aHHBIX B IyHKTax 1-9, 15-17
yacTd 3 u nyHkTe 3 yacTd 5 crarhu 18 Hacrosmero PeneparbHOTO 3aK0HA,;

3) aKCIIepTU3bI JIEKapCTBEHHOI'O CPEACTBA B OTHOLIECHUHM JIEKapCTBEHHBIX
TIpernapaToB JJisi BETEPUHAPHOTO NPHMMEHEHMs] Ha OCHOBAaHUM [IOKyMEHTOB,
YKA3aHHBIX B IMyHKTax 1 - 8, 10, DOMMYHKTAX «a» - «I», «K» - «M», «ID» - «H»
nyHKTa 16, mynkre 17 gactn 3 w myHKTe 4 4acTw 5 cTathd 18 HacTOAMETrO
PeniepabHOTO 3aKOHA.

2. YrionHoMOYeHHBIM (eJiepaibHblii OpraH MCIOJHUTEIBHON BIACTH
YBEJIOMIISIET B TIMCBMEHHOUW (opme 3aiBUTENs] O NPUHATOM PELICHUU WU B

ciiydae OTKaza ¢ YKasaHUEM NPUHUH TaKoro OTKasa.
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3. OcHoBaHWeM JJis OTKa3a B OpraHW3alld SKCIEpPTH3, YKa3aHHBIX B
gacTu 1 Hacrosiel cTaThW, SBISETCS IPEACTaBICHHE HEOOXOMUMBIX IS
IPOBENCHHS JTHX JKCHEPTU3 JOKYMEHTOB, NEPEUYHCIEHHBIX B HacTAX 3 H 5
cratbu 18 Hactosiuero @enepanbHOro 3aKkoHa, B HEINOJIHOM oO0beMe WM
IOKYMEHTOB, HE€ COAEpKallliX HKCUEPHBIBAIOIEr0 IepedHss HeoOXOIUMBIX
CBEJICHUI.

Cratps 20. DxcnepTu3a 10KyMEHTOB AJIS NOJYYeHHs] pa3pelleHns Ha
npoBejeHue KJINHHYECKOTO0 HCCIeI0BaHHSA
JeKAPCTBEHHOro  mpemapara Ui  MeIHIHHCKOIO
NPUMEHEHNS U ATHYECKOH YKCNePTH3bI

1. OkcnepTn3a KOKYMEHTOB [IJ1s MOYUYEHUs pa3pelieHus Ha MPOBEACHUE
KIIMHUYECKOTO WCCIeNOBaHUs JIKAPCTBEHHOIO Ipenapara Uil MeQUIIMHCKOIo
NpPUMEHEHUS] B COOTBETCTBUH C IEJISIMHU, YKa3aHHBIMHU B cTaTbe 38 HACTOALLETO
QenepanbHOr0 3aKOHA, JTHYECKas DJKCIEPTH3a, COCTABICHUE KOMHUCCHEH
SKCIEPTOB M COBETOM IO DOTHKE 3aKIIOYEHUH O BO3MOXHOCTU WIH
HEBO3MOKHOCTH  TIPOBEJEHUS TAKOTO KIHMHWYECKOTO HCCIEHOBaHUSA W
HalpaBlieHHe OTHX 3aKJIOYeHWH B YIOJIHOMOYEHHBIM (enepanpHblii oprax
UCIIOJIHATENIFHON BJIACTH OCYINECTBISIIOTCA B CPOK, HE IMIPEeBBIIAIOINUI
TpUAUaTH pabouMx MmHeH co JHA TONYYEHHS DIKCHEPTHBIM YUPEKICHUEM
3aJlaHUs YIIOJHOMOYEHHOTO (efepalbHOr0 OpraHa MCHOJHUTEILHONH BIAcTH C

NpUNIOKEeHHEM HeOoOXOIMMBIX JIOKYMEHTOB, YKa3aHHBIX B IyHKTax 9, 11, 12

yacti 3 cTarhm 18 mHacrosmero @emepabHOrO 3aKO0Ha, JOKYMEHTOB,
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yKa3aHHBIX B 4acTh 4 crateu 18 mHacrosmero @enepanlbHOro 3aKoHa ¥
MPEJACTABICHHBIX TIO0 JKEJaHWIO 3asBUTENS, U COBETOM II0 3THKE 3aJ]aHud
YIIOJITHOMOYEHHOIo  deniepanibHOro OpraHa HCIOJHUTEIBHOH  BIACTU C
MIPUIOKEHMEM HeOOXONMMBIX IOKYMEHTOB, YKa3aHHBIX B myHKkrax 11 -14
yacty 3 crated 18 Hactosuero GenepaibHOTO 3aK0HA.

2. JlokyMeHTBI, coOjepKanmecs B  PETUCTPAllMOHHOM  JIOChE U
ITOCTYIIABIIME B SKCIEPTHOE YUPEXKJICHHE, COBET 10 ITHUKE ISl OCYILECTBICHUA
UX DKCIIEPTHU3bI B LEJIAX MONYYeHHUs pa3pellleHus Ha IIPOBEICHNUE KIMHUIECKOTO
HCCIIEZIOBAHMs JIEKapCTBEHHOTO Mperapara g MEOUIMHCKOrO IPUMEHEHNH,
ITOUIEXKAT BO3BPATY B YIIOJIHOMOYEHHBIH (eepabHblil Oprad UCIOIHUTENbHON

BJIACTH OAHOBPECMCHHO C 3aKIIIOUCHNUAME COOTBCTCTBYIOIIMX DKCIIEPTHU3.

Crares 21. IHonyyenue paspemieHusi Ha IpoBeJeHHE KJINHHYECKOTO
HCCIeJOBaHUs  JIEKAPCTBEHHOI0  Ipenapara s

MeAHIMHCKOI0 NPpUMeHeHH s
1. B cpok, He TPEBHIIAIOIMNA NSTH pabo4yux JHEH co AHA MONydeHHs
3aKIIOYEHUH, yKa3aHHbIX B crarhe 20 HacTosiero PejepanbHOro 3aKoHQ,
YIIOJHOMOYEHHBIN denepanpHBIN opras HCIIOJIHUTENBbHON BJIACTH
OCYILECTBJISIET OLEHKY [IOCTYIIMBIIMX 3aKIIOYEHHH Ui oNpelelieHus HX
COOTBETCTBMS 3a[aHUsAM Ha [POBEJEHUE COOTBETCTBYIOLIMX OJKCHEPTH3 U

YBCOOMJIAECT 3a4BUTCIIA B MMUCHLMEHHOM @OpMG O pe3yiipTarax IPOBCACHHBIX

HKCHOECPTHU3 M O BO3MOXHOCTH HIIM HEBO3MOXHOCTH BbIJaYu 3asABATENIO
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paspelieHnsl Ha IMPOBEJEHUE KIMHUYECKOTO HCCIIENOBAaHUA JIEKAPCTBEHHOTO
npenapara s MeOUITHHCKOTO MPUMCHCHHUS.

2. 1lpy OpuHSATEM pelieHUsS O BO3MOXXHOCTU BBIJIaYM pa3pelIcHUsT Ha
MIPOBEICHUE KIMHUYECKOro MCCIEeOBaHUs JIEKapCTBEHHOIO IIperiapaTta il
MEIHUIIMHCKOTO  TPUMEHEHUS  YIIOJHOMOYEHHBIM  (delepanbHBIA  Opran
WCTIOTHUTEILHOM BNACTU IIPHUOCTAHABIMBACT IPOBEICHHE TIOCYIapCTBEHHOM
perucTpallii JIeKapCTBEHHOTO Ipernapara 10 JHS [0Ja4u 3asgBUTEIIEM B
YIIOITHOMOYEHHBIH (efiepalbHbIi OpraH UCMIOTHUTEILHON BJIACTH 3asBICHUS O
TIONyYeHUN paspelleHs] Ha MPOBEJCHHWE KIWHWYECKOTO HCCIIENOBaHUA
JIEKapCTBEHHOTO IIpernapaTa st MeUIIMHCKOTO NPUMEHEHNS.

3. B cnydae pUHSITHS PEHICHUS O HEBO3MOXXHOCTH BBIJIAYU pa3pelleHus!
Ha MPOBEJIEHNE KJIMHUYECKOrOo UCCIEAOBaHUA JIEKapCTBEHHOIO IIperapara Jull
MEMIIMHCKOTO  TIPUMEHEHUs  YIOJHOMOYEHHBIH  denepaibHBIA  opras
VCIIONTHUTEIPHOM  BNACTHM  TIpeKpallaeT  NOpoUexypy  IOCyHapCTBEHHOM
perucTpaluy JeKapCcTBeHHOTO Ipenapara.

Cratps 22. Pemienue o npoBe/leHNU KJINHUYECKOI'0 HCCIEAOBAHUNA

JIeKapPCTBEHHOIO Npenapara st MeJHINHCKOT 0
NpAMEeHEeHHUs

1. [Ins momydeHus paspellieHuss Ha IIPOBEJACHHE  KIWHUYECKOro
HCCIIC/IOBAHUS JIEKAPCTBEHHOT'O IIperapara Uil MEAMIUHCKOro IPUMEHEeHHS
3aMBUTENs  TIPENICTABISAET B  YIOJHOMOUEHHBIH  (pefepanbHblil  oprax

HUCITOJIHUTEIBHOM BIIACTHU:
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1) 3agBieHUE O MOJYYEHUU paspelieHus Ha [IPOBEICHHE [TaHHOIO
KJIIMHUYECKOT'O MCCIIEIOBAHNS;

2) cBeieHnst 00 ombITe pabOTHI MCCIeOBaTeNeH IO COOTBETCTBYIOLIUM
CHENMANBHOCTIM ¥ HX OIbiTe paboThl MO MHPOBEJEHUIO KIMHUYECKHUX
HCCJIeJOBAHNMN;

3) Koy JOrOBOPOB 00s3aTENBLHOrO CTPaxXOBaHUs JKHU3HH, 370pOBbI
MalMeHTOB, YYacTBYIOILIMX B KIWHHYECKOM HCCIEIOBaHUU JIEKAPCTBEHHOIO
ripenapara Aj1s MeJIUIUHCKOr 0 IIPUMEHEHUS.

2. B cpok, He mpeBbINAIOLIMNA MATH pabodnx OHEH CO AHS NPUHSATUS
YKAa3aHHOTO B 4YacTH | HACTOSIIEHd CTarbl 3asBlICHHA C [IPUIOKEHUEM
HeOOXOMMMBIX  JIOKYMEHTOB,  YIOJHOMOYCHHBIM  (elepanbHBI  opraH
UCIIOJIHHUTEIbHON BIIACTH:

1) npoBOAWT NpPOBEpPKY TOJHOTBI M  JOCTOBEPHOCTH  CBEJEHHUI,
COEpKALIMXCS B IIPE/ICTABIIEHHBIX 3asIBUTENIEM MaTepualax;

2) npuHUAMAEeT pelIeHHe O BblJade pas3pellieHHs Ha MNpOBeJcHUe
KIMHUYECKOr0 WCCIENOBaHMs JIEKAPCTBEHHOrO mpernapara I MEIULUHCKOIO
NpUMEHEHHsI UM 00 0TKa3e B BblJjaue YKa3aHHOIO pa3pelieHus;

3) yBeOMIISET B MUCHMEHHON (hOpMe 3asBUTENS. O NMPUHATOM pelleHUH
UM B CJydae 0TKa3za C yKasaHHeM IMPUYHH TaKOro 0TKasa;

4) BpIlae€T pa3pellieHne Ha POBEIEeHHe KIMHUYECKOTO0 WCCIeI0BAaHUA

JEKApCTBCHHOI'O IIpeliapara Ajid MCIUIMHCKOr0o IIPpUMCHCHHA B HNOPAOKE,
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YCTAHOBJIEGHHOM YIOJTHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIOIHUTEIBHOM
BJIACTH.

3. OcHoBanueM /Uil OTKa3a B BblJaue paspellleHHss Ha INpoBeAeHue
KJIAHUYECKOTO HMCCIEIOBaHUs JIEKapCTBEHHOIO Nperapara s MeAUIUHCKOIo
TIPUMEHEHUS SBIACTCS HENpeJCTaBICHUE OKYMEHTOB, YKa3aHHBIX B dacTy |
HAcTOSMmed cTaTbd, WIM HECOOTBETCTBHE COAEpIKAHHMSA IPEICTaBIEHHBIX

JAOKYMEHTOB Tp€6OBaHHHM HaCTOAIICTO CDez:epaHLHOro 3aKOHa.

Cratps 23. DxeneprH3a KauyecTBa JIEKAPCTBEHHOIO CPeCTBA U
IKCIEPTU32 OTHOMIEHHS OKUIAeMOH 10JIb3bl K
BO3MOXKHOMY PHCKY IpHMeEHEeHH JICKapCTBEHHOI 0
npenaparta s MeAUIMHCKOro NpHMeHeHHs
1. DxcnepTu3a KayecTBa JIGKAPCTBEHHOrO CPEACTBA M OJKCIEPTHU3A
OTHOLIEHUS OXMJIaeMOH TMOJb3bl K BO3MOXHOMY PUCKY IIPHUMEHEHUS
JIEKapCTBEHHOTO IIpenaparta Uil MEAMLIHUHCKOIO IPUMEHEHHs, COCTaBlIeHUe
KOMMCCUSIMH DKCIIEPTOB 3aKTIOUEHUH 10 pe3yibTaTaM MPOBEIEHHBIX IKCIEPTH3
M HaIpaBJIeHWe TaKWX 3aKII04YeHH B YIOTHOMOYEHHBIM (elepaibHbIi opras
HCIIOTHATEIFHON BIACTH OCYLIECTBISIIOTCS B CpPOK, HE IPEBBLIIIAIOINUU CTa
Jecsatd  paboumx JHEM co [JHA TOJYHUeHUs OKCHEPTHLIM YUpEXKACHUEM
COOTBETCTBYIOIIETO  33JaHysl  YIOJHOMOUYEHHOro  (pefepanbHOro  OpraHa

WCITOJIHUTENLHOM BIACTH C JIOKYMEHTAaMHU, YKa3aHHbIMM B IIyHKTax 1 - 8, 15-17

yactd 3 crarem 18 wmactosmero PenepanbHOro 3aKoHa, M OTHETa O
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MPOBEJACHHOM KJIHMHWYECKOM WCCIIEJOBAHMU JIEKAPCTBEHHOIO IIpelapara s
METUITMHCKOTO IIPUMEHEHHUS.

2. JIns mpoBeeHUs YKa3aHHBIX B YacTHU | HACTOAIMIEH CTaThbU DKCIIEPTH3
3agBUTENb  TpPEACTaBNA€T B  YNOJIHOMOYEHHBIM  (¢enepanbHbld  Oprax
WCTIOJIHUTENIbHOM BJIACTH:

1) 3asBiieHHe O BO30OHOBJIEHHMM TOCYyAapCTBEHHOW  perucTpaiuu
JIEKapCTBEHHOT'O Tpenapara ¥ MNPOBEACHUM yKa3aHHBIX B 4acTd | Hacrosuien
CTaTbH IKCIEPTHU3;

2) oT4ET O MPOBEACHHOM KIHMHWYECKOM HCCIEIO0BAHUHU JIEKAPCTBEHHOTO
npernapara /i MeAUIUHCKOIO IIPUMEHEHNS;

3) IOKYMEHT, NOATBEPKAAIONINN yIUIaTy TOCYJapCTBEHHON IOLUIMHBI 32
OPOBEICHUE SKCIIEPTU3bl Ka4yecTBa JIEKAPCTBEHHOTO CPEACTBA U DKCIIEPTHU3BI
OTHOLIEHHS OXHAACMOM II0IB3Bl K BO3MOXHOMY PpHCKY IpPUMEHEHHS
JIEKapCTBEHHOIO Iipenapara Uil MEIWIUHCKOrO IIPUMEHEHUs I@pU  €ro
rOCyJapCTBEHHO! perucTparyi.

3.B cpok, He mnpeBpIIAIOMMA [ATH paOOuYMX NHEH CO JIHSA HPHUHITHA
3asBIIEHUS C JOKYMEHTAMHM, YKa3aHHbIMM B 4acTé | M myHkrax 2 U 3 gactu 2
HACTOSIIIel CTaThy, YIIOJIHOMOYEHHBIH (elepanpHbIil OpraH UCIOMHUTEIHHOM
BJIACTHU:

1) mpoBoguT TpPOBEPKY  MOJHOTHl  JaHHBIX, COJEpXAIlUXCI B
OpPEACTABIEHHOM  3asgBUTENIEM OTYeTe O MPOBEUCHUM  KIMHUYECKOro

HCCIeIOBaHMA JICKApCTBCHHOI'O NpeIiapara 4jid MeAUIUHCKOI'O IIPUMCHCHH A,
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2) IpUHUMAaeT  pelleHHe O  BO30OHOBIEHUM  [OCYJapCTBEHHOH
perUCTpaly JIEKapCTBCHHOTO IIpernapaTa ¥ IIPOBEeHNH YKa3aHlbLIX B YacTy |
Hacrosmiedl  craTbM JKCIepTH3 w00 oTkaze B BO30OHOBJICHUU
roCyIapCTBeHHON PEerucTpalidy JeKapCTBEHHOIO niperapara A4 MEJULIMHCKOTO
TIPYMEHEHUS 1 MTPOBEJIEHUH TAKUX IKCIIEPTUS;

3) yBefomIsieT B IIMCBMEHHOU (opme 3asBUTENS O IPUHATOM pelIeHUun
MM B CIydae 0TKasa ¢ yKa3aHWeM IPUYUH TaKoro 0TKasa.

4. OcHOBaHMEM JUIA OTKa3a B BO30OHOBICHMM TIOCYIapCTBEHHOR
perucTpanyy JIeKapcTBEHHOTO IIperapara U IPOBEACHUN YKa3aHHBIX B 4acTy 1
HACTOSIIIEM CTAaTbU DKCHEPTHU3  ABJAETCS IPENCTaBiIe€HHE  HOKYMEHTOB,
YKa3aHHBIX B 9acTH 1 ¥ ImyHKTax 2 ¥ 3 4acTu 2 HaCTOsIe CTaTby, B HEMIOJIHOM
obbeMe WIM OT4YeTa O IIPOBEJICHHOM  KJIMHWUYECKOM  MCCHEAOBAaHUHM
JIEKAPCTBEHHOTO TIperapara Ajis MeAUIMHCKOIo NIPUMEHEeHHs, He COJEpiKalllero
MCYEPIIBIBAIONIETO TTepeUHs HEOOXOAHUMBIX CBEIEHUI.

5.B Teyenue mATHaMIATA pabouMx THEH CO JIHA NONYYEHUS DEILECHUS
YIOJTHOMOYEHHOTO  (pelepajbHOIO  OpraHa UCIOJHUTEIBHOM  BJIACTH O
BO30OHOBJIEHMY T'OCYIAPCTBEHHON pEerucTpalyy JIEKapcTBEHHOIO Npenapara u
IIPOBE/ICHUM YKa3aHHBIX B 4acTH | HacTosgmed cTaTbd 3KCIEPTU3 3asBUTENID
NpejcTaBiIsieT B OKCIEPTHOE YUpexXAeHHe I MPOBEACHUS DKCIEPTU3bI
KayecTBa JIEKAPCTBEHHOTO cpelcTBa 00pa3lbl JIEKapCTBEHHOrO Iipernapara JUis

MEIUIMHCKOIO MPUMCHEHU, IIPOMU3BEACHHOTIO B COOTBETCTBUA € TpC6OBaHI/IHMI/I
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ONBITHO-NIPOMBIIIUIEHHOTO ¥ (MJI)  OPOMBINUIEHHOTO  PerjiaMeHTOB,
YTBEPXKIEHHBIX PYKOBOAHUTENEM IPOU3BOJUTENS JIEKApPCTBEHHBIX CPENCTB, a
TaKke oOpazel ¢papManeBTHISCKON CyOCTaHIIMH B KOJIMYECTBAX, HEOOXOMUMBbIX
JUISL BOCIIPOM3BEICHUSI METO/IOB KOHTPOJIS KaueCcTBa.

6.1lpy  nmomydenunm  o0OpasmoB  JIeKaPCTBEHHOIro  Mperapara H
(GapManeBTHYECKOI CyOCTaHIMU SKCIEPTHOE YUPEKACHUE BHIIAET 3asBUTENIIO
JOKYMEHT, HMOATBEPKIAOMUN II0y4eHHe YKa3aHHBIX 00pa3lioB, M B CPOK, HE
IPEBBINAIOIUN Tpex paboumx AHed, yBeAOMISET B IUCbMEHHOH (opme 06
3TOM YIIOJIHOMOYEHHBIN (peiepabHblil Oprad UCIOJHUTEILHON BIACTH.

7. Cpox 11 mpencTaBlieHHs 3asBUTENEM O0O0pas3loB JIEKAPCTBEHHOI'O
npenapata 4 ¢apManeBTHYECKOH CyOCTaHIIMM ¥ CPOK  yBEIOMIICHHS
OKCIIEPTHBIM yUpexieHueM 00 3TOM B NHUCBMEHHOH (hopMe YIOJIHOMOYEHHOTO
(GeneparbHOro OpraHa HCIONHHUTENGHOW BJIACTH, YKa3aHHbBIE B 4acTAX 5 U 6
HACTOSIIEH CTATbU, HE BKJIIOYAIOTCSA B CPOK NMPOBENICHUS YKA3aHHBIX B 4acTd 1
HACTOSIUEH CTaTbU SKCIEPTH3.

8. JlokymMeHTBI, DOCTYHNUBLIME B O3KCIEPTHOE YyUpPEXKICHHE IS
IIPOBENECHUsI YKAa3aHHBIX B YacTH 1 HacTosAlledl CTaThbW 3KCIEPTH3, MOZJIEKAT
BO3BpaTy B YNOJHOMOYEHHBIH (enepanbHbI OpraH HCHOJHUTENBHON BIACTH

OJHOBPEMEHHO C 3aKIMIOYCHUAMU IO PE3yJIbTaTaM YKAa3aHHBIX SKCIIEPTH3.
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CraTes 24. DxcnepTH3a KAaueCcTBA JEKapCTBEHHOIO CpeacTBa H
IKCHEPTH3a OTHOIICHNA 0KHAAeMOH NOJIb3bl K
BO3MOKHOMY PHUCKY NPHMeHeHMs JIeKapCTBEHHOI'o
Ipenapara sl BeTepHHAPHOI'0 NPHMeHeHUs

1. Dkcrieptiza  KadecTBa JIEKAPCTBEHHOIO CPEeACTBA M DKCHEPTH3a
OTHOIICHMS OXHAaeMOMW TOJIb3bl K BO3MOXHOMY PHCKY HPHUMEHEHHUs
JeKapCTBEHHOTO TIperiaparta I BETEPUHAPHOIO I[IPUMEHEHMS, COCTaBJICHHE
KOMUCCHSIMU 3KCIEPTOB 3aKIIOUEHUH 10 Pe3ysIbTaTaM yKa3aHHBIX 3KCIIEPTU3 U
HampapJIieHWe TaKuX 3aKTIoYeHUil B YIOJHOMOYEHHBIM (eepalbHbIi opraf
UCTIOJIHUTENLHON BIIACTH OCYUIECTBIAIOTCS B CPOK, HE IPEBBILAIOUIUNA CTa
necat paboumx gHed co IHs MOJYYEHUs DKCIEPTHBIM YUPEeXKACHUEM 3a(aHus
YIOJIHOMOUYEHHOro  (efepalbHOrO OpraHa  MCIIOJHMUTENBHOM  BIACTH  C
JIOKYMEHTaMH, YKa3aHHBIMH B TIyHKTax 1 - 8, 10, moamyHKTax «a» - «m», «oK» -
«M», «I» - «b» nyHkta 16 u myHkTe 17 wactm 3 crarthd 18 HaACTOSINETO
PeepalbHOTO 3aKOHA.

2. B reuenune ngarHaguatu pabouMx OHEW cO [IHS TOJIy4EeHHs peuieHus
YIIOJIHOMOUYCHHOro  ()eIepajibHOr0  OpraHa HCHOJHUATENIBHOM  BIACTM O
MPOBEJICHUM YKa3aHHBIX B YacTU | HACTOAILIEW CTaTby OKCIEPTHU3 3aABUTEID
IIpEACTABIACT B OJKCIEPTHOE YUPEKIEHHE Ml IPOBEICHUS DKCIEPTHU3EI
Ka4yecTBa JIEKAPCTBEHHOTO CPEJICTBA 0Opaslibl JIEKAPCTBEHHOIO Npernapara sl
BETEPUHAPHOTO  TIPUMEHEHMs, IIPOU3BEIECHHOIO B  COOTBETCTBHH  C

Tp€6OBaHHHMH TEXHOIOTNMYECCKUX PETIIaMCHTOB, YIBEPKIACHHBIX

PYKOBOJMTEIIEM MPOM3BOAUTEIA JICKAPCTBCHHBIX CPCACTB, d TaKXKC O6p&3611



60

(apManeBTUHYECKOH CyOCTaHIIMM B  KOJNMYECTBaX, HEOOXOAMMBIX  Jist
BOCIIPOU3BE/ICHHS METOOB KOHTPOJIS KauecTsa.

3.1lpu  nomydenmm  oOpasloB  JIEKApCTBEHHOro  Ipernapara U
¢dapMaieBTHIEeCKON CyOCTaHIMH JKCIIEPTHOE YUPEKICHHE BBIJACT 3asBUTENIO
JAOKYMEHT, IOATBEPIKAAIOIMA HOIYyIeHNE YKA3aHHBIX 00pasLoB, U B CPOK, He
IIpeBbIIIAIOINUN TpeX paboumx mHel, yBeqoMIiseT B NMUChMeHHO# (opme 00
3TOM YIOJIHOMOYEHHHKIN (e/iepalIbHbII OpraH UCIONMHUATETHHOM BIACTH.

4. Cpox Juisi TmpencTaBlieHUs 3asBATENEeM 00pa3loB JIeKapCTBEHHOIO
nmpenapata # (apManeBTHYECKOH CyOCTaHLMM M CPOK  YBEJAOMIIEHHS
9KCHEPTHBIM yupexJeHueM o0 5TOM B NMCbMEHHOM (opMe yIOJIHOMOUYEHHOrO
(enepanbHOr0 OpraHa WCHOJHWTENILHOW BJACTH, yKa3aHHBIE B YacTax 2 U 3
HaCTOsIIel CTaThy, He BKIIOYAIOTCS B CPOK IIPOBEICHUS YKa3aHHBIX B dacTd 1
HACTOSIIEN CTaTbU SKCIIEPTH3.

5. JIokyMeHTBl, IIOCTYNHBIIME B JKCHEPTHOE YUYpexAeHWue s
pOBeNleHNsl yKa3aHHBIX B 4YacTW | HacTOsAIleW CTaTbd JKCHEPTH3, MOJJIEKAT
BO3BpaTy B YIOJHOMOYEHHEBIN (efepabHblii OpraH HCIIOJHUTENbHON BIacTH
OJTHOBPEMEHHO C 3aKJIIOUCHUSMHE 10 Pe3yIbTaTaM yKa3aHHBIX SKCIIepPTH3.

Crates 25. TloBTOpHOE NPOBEACHHE IKCNEPTH3bI JIEKAPCTBEHHBIX

CPEeACTB M 3THYECKOH IKCHIePTH3bI
1.B cnyyasx Hemoctaro4HOM OOOCHOBAaHHOCTM WJIM  HEMOJHOTHI

3aKIIIOYCHHUA KOMHCCHHM JKCICPTOB HWJIHM COBETA MO I3THUKE, HAJIWYIUA B HEM



61

IPOTHBOPEYMBBLIX  JAHHBIX,  (anbCUPUKAIUU  BBIBOAOB  OKCIEPTH3HI
JIEKapCTBEHHOIO CpencTBa W (WJIM) OITUYECKOH OKCHEpPTH3blI, COKPBITHS OT
YIOJIHOMOYEHHOTO (peiepa]IbHOr0 OpraHa MCIIOJHUTEILHOM BJIACTH OCHOBAHUMN
IJsl OTBOJA SKCIIepTa BCIEACTBHE €ro 3aMHTEPECOBAHHOCTH B pe3y/bTaTax
COOTBETCTBYIOLIEH SKCIEPTH3BI, HAINYHAS JAHHBIX O MPAMOM JIHOO KOCBEHHOM
BMEILIATENILCTBE B IPONECC COOTBETCTBYIOLIEH OKCIEPTH3BI JIMI[, HE
Yy4YaCTBYIOUIMX B €€ IPOBEJEHWU, HO OKa3aBIIMX BIMSHHE Ha MPOIECC H
pe3ynbTaTel €€ NPOBENEHHS, YIOJHOMOYEHHBIM (elepaibHBIM OPraHOM
MCIIOJIHMTE/IbHOM BIIACTH HasHadyaeTcs IOBTOPHAS SKCHepTH3a JeKapCTBEHHOIO
CpeACTBa U (MJIM) STUYECKas SKCIepTH3a.

2. IloBTopHAast 3KCIIepTH3a JEKapCTBEHHOI'O CPEACTBA MPOBOIAUTCS B CPOK,
YCTaHOBJIEHHBIN YIIOJIHOMOYEHHEIM ()eZiepalbHbIM OPraHOM HCIIOJHHUTENLHOM
BIaCTH ¥ He MpPEeBBIIIAIOMUA copoka pabouux HHEH co JHS MOJydeHHs
3KCIIEPTHBIM YYpEeXKICHHEM 3aJlaHus Ha IIPOBEICHUE IOBTOPHOH 3KCIIEPTH3BI
JIEKApCTBEHHOI'0 CpEeACTBa, NMOBTOpPHasi 3TUYECKas SKCIepTH3a - B CPOK, HE
IPEBBIIAIONMNA IATHAAATH pabodux JHEH cOo OHS MOJydYeHHS COBETOM II0
JTHKE 33[]aHHs Ha IPOBeJIeHUEe TOBTOPHOM 3TMUECKOH SKCHEePTH3bI.

3. ®unancoBoe oOecrevyeHUe BBHIMONHEHNS 3aNaHUsS Ha INPOBEICHHE
IIOBTOPHOH JKCHEPTU3BI JIEKAPCTBEHHOIO CpPEJACTBA HE OCYIIECTBISETCS, WU
CpeJCTBa, NIEpEeUNCIIEHHbIE pPaHee Ha IPOBeIeHNE TaKON IKCIEPTH3BI, MO IEKAT

BO3BpaTy B (elepalibHBIH OIOKET.
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Cratbs 26. YekopenHasi Npoueaypa 3SKCIHEPTH3BI JIeKapCTBEHHBIX
cpeacrs

1. VckopenHas mpoueypa SKCIepTu3bl JEKapCTBEHHEIX CPEICTB B HENAX
rOCyJapCTBEHHOW perucTpaluu JIEKapCTBEHHEBIX MPENapaToB NPUMEHSCTCS B
OTHOILIEHUH BOCIPON3BEIECHHBIX JIEKapCTBEHHBIX Npenapartos. [Ipyu nposenennn
Takod  UpOUENYpHl  NPEACTABISIOTCS HHGOpManusA, MONydYeHHas [pH
IPOBENCHUN KJIMHUYECKUX HCCIENOBAHUM JIEKapCTBEHHBIX IIPENapaToB U
omy6GIMKOBaHHAs B CICHHUANU3APOBAHHBIX II€YATHBIX M3AAHMAX, a TaKkKe
JOKYMEHTBI, COAEPKAIME Pe3yNbTaThl HCCIeNOBaHUs OHOSKBUBAIEHTHOCTH U
(HiM) TepaneBTHYECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHOIO Iiperapara Il
MeIUIIHHCKOT O IPUMEHEeHU 70117t pe3yibTaThl WCCeI0BaHUS
OMOSKBUBAJIEHTHOCTH  JIEKAPCTBEHHOrO  Ipemapara JUis  BETEPUHAPHOrO
NIPUMEHEHHUSL.

2. YckopeHHass TpoLeaypa O3KCIepTU3bl JIEKAPCTBEHHBIX CPEACTB HE
NpUMEHSETCs B  OTHOIICHHHM  MMMYHOOHOJIOTHMYECKMX  JIEKapCTBEHHBIX
[IPEnapaToB, MpermapaToB MHCYJIHHA U JIEKapCTBEHHBIX IIPEaparoB, BIEPBBIE
peructpupyembix B Poccuiickoit ®Denepanui.

3. YckopeHnHass Tpouenypa 3KCIEepTH3bl  JIEKapCTBEHHBIX  CPENCTB
IPOBOAUTCS  TI0  PEHIEHHI0  COOTBETCTBYIOILEr0  YIIOJIHOMOYECHHOIO
denepabHOro OpraHa WMCIOJHUTENLHOH BIAaCTM B CPOK, HE IIPEBLILIAIONINH
uiectupecatn  paboumx gHed. Ilpm  oTOM  3KcmepTH3a  [JOKYMEHTOB,

COJCPKAIUXCA B PETUCTPALIMOHHOM JOCBHC, Ui HOJIYyYCHHA paspCiieHusl Ha
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MIPOBEICHUE KJIMHUYECKOr0 HCCIEJOBaHUA JIEKApCTBEHHOrO Iperapara s
MEIUIIMHCKOIO MIPUMCHEHHS U 3TUYECKas dKCIEPTH3a MPOBOIATCS B CPOK, HE
OpeBHIAIOMKN  OITHaANAaTH  pabodyumx  JHEH, DOKCIepTH3a  KadecTBa
JIEKapCTBEHHOT'O CPEJICTBA M DKCIEPTH3a OTHOIUEHUS OXUIACMOHN IOJIB3Bl K
BO3MOXXHOMY PHUCKY NPHUMEHEHHWS IJI€KapCTBEHHOI'O IIperapara - B CpOK, He
MPEBBIIIAIOIUN COPOKa IIATH pabounX JHEH.

4. YckopeHHas mpoueAypa OKCHEepTU3bl  JIEKAapCTBEHHBIX  CPENCTB
TIPOBOZMTCS B MOPSIJIKE, yCTAaHOBIEHHOM cTaThsamu 17 - 20, 23 u 24 HacTos1wero
DenepaibHOrO 3aKOHA, M He O3HA4YaeT CHIDKeHUs TpeboBaHM K 6e30macHOCTH,
Ka4ecTBY ¥ 9P (EeKTUBHOCTH JIEKaPCTBEHHBIX IIpeNapaTos.

Cratbs 27. PenieHne o rocyiapcTBeHHON perucTpanuu

JIeKApCTBEHHOI0 Mpenapara

1. B cpok, He mpeBpImIalOMUH MATH pabodux [HEH cOo JHS MONydYeHHS
3aKTIOYEHNH KOMHCCHUH DKCIEPTOB MO pe3yJsibTaTaM JSKCIIePTH3bl KayecTBa
JIEKAPCTBEHHOI'O0 CPENICTBA M OJKCHEPTH3bl OTHOLICHUS OXXUIAeMOW MOJIB3BI K
BO3MOKHOMY PHUCKY MpYMEHEHUS JIEKapCTBEHHOTO npemnapara,
COOTBETCTBYIOIMIA YTIOJTHOMOYEHHBI! (eepanbHbli OpraH HCHOJHUTENILHON
BJJACTH:

1) ocymiecTBisieT OLEHKY TaKuX 3aKMIOYEHUH Ui OIpeleleHHus HUX

COOTBCTCTBHA 3aaHUIO Ha ITPOBCICHUE YKAa3aHHbIX JKCIIEPTU3,
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2) npuHUMaeT  pelIcHHE O  TIOCYHApCTBEHHOH  perucTpaluu
JEKapCTBEHHOTO IIpenapara WM o0 OTKase B roCyapCTBEHHOM perucrpanuu
JIeKapCTBEHHOTO TIpernapara;

3) BHOCHT HpH NPUHATUU pEIleHWs O TOCYNapCTBEHHOH perucTpaiyuu
JIEKapCTBEHHOIr'0 Ipenapara JaHHBIE O 3aperuCTPUPOBAHHOM JIEKAPCTBEHHOM
npernapare, B TOM 4ucie O (papManeBTHUECKOH CyOCTaHIIMU, BXOASMIIEH B COCTAB
JIEKapCTBEHHOTO IIpernapara, B TOCYJapCTBEHHBIH pPeecTp JIEKapCTBEHHBIX
CpeICTB M  BbIJ@eT  3asBUTENIO  PErHCTPALMOHHOE  YIAOCTOBEPEHHE
JeKapCTBEHHOTO Ipenapara, ¢opMa KOTOPOTo yTBepKAaeTCs YITOITHOMOYEHHBIM
denepaqbHBIM ~ OpPraHOM  HCHOJHHUTENIBHOH  BJACTH,  COTJIACOBAHHBIE
HOPMATUBHYIO [OKYMEHTAallM}0, HOPMATHBHBIM [TOKYMEHT, WHCTPYKIMIO IO
IPUMEHEHHUIO JIEKApCTBEHHOI'O Iperapara ¥ MaKeThl IEepBHYHOM YIIAKOBKH H
BTOPUYHOH (IOTpeOUTENbCKOI) YMakoBKH ¢ yKa3aHHMeM Ha HHUX HOMEpa
PErHCTPalMOHHOT0 YIOCTOBEPEHUs JIEKAPCTBEHHOI'O Mpenapara W ATkl €ro
rOCyHapCTBEHHOI perucTpanuy Wiy B cliydae MPUHATHS pelieHus o6 oTkase B
rOCYAapCTBEHHOM perucTpanuy JIEKapCTBEHHOTO IiperapaTa YBEAOMIIIET B
NUCBEMEHHOH dopmMe 3asgBUTEIS 00 STOM C YKa3zaHWEM MPUYINH TaKOT'0 OTKAa3a.

2.OcHOBaHHEM U1 OTKa3za B TOCYJApCTBEHHOM  perucTpaiuu
JeKapcTBEHHOIO  IIperapaTa  SBJSIETCS  pellleHHe  COOTBETCTBYIOIIErO
YIIOJIHOMOYEHHOr0 (efiepanbHOro oprana MCIOJHUTENBHON BIACTH O TOM, YTO

3Q(PeKTHBHOCTb  PETUCTPUPYEeMOro  JIEKApCTBEHHOTO  Ipermapara  HE
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MOJATBEPXK/CHA IMONYYCHHBIMHM MaHHBIMU MM YTO PUCK IPUUYMHEHUsS Bpena
3/I0pPOBBIO UeEJOBEKA MM JKMBOTHOTO BCIEJCTBHE IIpHeMa JIeKapCTBEHHOTI'O
npenapara npeppimaet 3GMEeKTHBHOCTD €r0 IPUMEHEHHUS.

3.1Ipm TOCYIapcTBEHHOHM perucTpalyy JEKapCTBEHHOro Nperaparta,
BKJIFOYEHHOTO B [EpPEYeHh JKW3HEHHO HEOOXOIWMMBIX MW Ba)KHEHIIHX
JIEKapCTBEHHBIX  IIpenaparoB, HeoOXoIWMble  JaHHBIE  3aHOCATCI B
rOCy/IapCTBEHHBIA peecTp NpeAenbHBIX OTIYCKHBIX LEH MPOU3BOAUTENEH Ha
JeKapCTBeHHBIE TpenapaThl, BKIIOUEHHBIC B yKa3aHHbIH llepeyeHb.

Crates 28. PerdcTrpanuoHHoe y1ocTOBepeHHe JeKapCTBEHHOT O

npenapara

1. PeructpalinoHHOEe  yJOCTOBEpEHUE JIEKAPCTBEHHOTO IIpenapara ¢
yKa3aHWeM JIeKapCTBEHHBIX (OPM ¢ JIO3UPOBOK BBlfaeTcs OeccpodHo, 3a
UCKIIIOYEHHEM PETUCTPAIOHHOTO YIOCTOBEPEHMS JIEKapCTBEHHOTO Ipenapara,
BBIABAEMOT'0 CO CPOKOM [eHCTBUS TISATH JIET, Ha BIIEPBbIE PETUCTPUPYEMBIE B
Poccuiickoit Denepanyy TeKapCcTBEHHBIE IpenapaTthl.

2.Tlo ucredenuu yKa3aHHOrO B YacTW | HacTosed cTaTbU CpoKa
BBIAAETCA OeccpovyHOe PETrUCTpallMOHHOE YAOCTOBEpPEHUE JIEKapCTBEHHOI'O

IIpenapara 1pu yCojaoBUH NTOATBEPXKACHUA CI'O I OCYlIapCTBeHHOﬁ PETUCTPAIIMH.
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Cratpa 29. IloaTBepikaeHne rocyiapcTBeHHON perucTpannu
JIEKAPCTBEHHOI0 npenapara

|. IlonTBepxkaeHue TrOCYJAPCTBEHHOM PpETrHCTpallyH JIEKApPCTBEHHOTO
npenapara OCYHIECTBISIETCS IIPH BBIJade OecCpOYHOr0o pPerucTpanrioHHOro
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O Iperapara B Ciiy4dae, yKa3aHHOM B 4acTH 2
crateu 28 Hactosmero degepalibHOrO 3aKOHA, B CPOK, HE IPEBBIIIAIOLIUN
neBsiHOCTa pabouMx JHEeH €O [HA TOJYYEHHs] COOTBETCTBYIOIIHM
YIIOJTHOMOYESHHBIM (efiepalIbHbIM OPTaHOM UCIIOJHUTENBHON BJIACTH 3asBIICHUS
0 MOATBEPXACHUU TOCYapPCTBEHHON perucTpanuuy JeKapCTBEHHOIO Ipernapara,
oOpMIICGHHOIO B COOTBETCTBMM C 4acThio 2 CTaThu 18  Hacrosuiero
@enepanbHOrO 3aKOHA.

2. IlopTBepkAcHHE TOCYIAPCTBEHHOM perucTpaluy JIEKapCTBEHHOIO
nperapara OCYHIECTBISAETCS IO pe3yjibraraM SKCIEPTU3bl  OTHOLICHUS
OXHUJAEMOH II0JIb3bI K BO3MOXXHOMY pPHUCKY MPUMEHEHHUA JIEKapCTBEHHOI'O
npenapara.

3.K 3agBneHd0 O MOATBEPXKACHUHU TIOCYJApCTBEHHON perucTpanuu
JIEKapCTBEHHOI'O Ipemapara MPUIaralTcs JOKYMEHT, IOATBEPKIAIOUINHA
yINaTy TOCYHAapCTBEHHONM MNOLUIMHBI 3a IOATBEPKIAEHUE T'OCYIapCTBEHHOU
PETHUCTpALIH JIEKapCTBEHHOIO IIpenapata A1 MeIULUHCKOrO IIPUMEHEHU UiId
JIEKapCTBEHHOTO IIpenapaTta i BETEPUHAPHOTO IPUMEHEHMS, UM JOKYMEHT,
CoZep)KalliA  pe3ysIbTaThl MOHWTOpUHra Oe30IaCHOCTH  JIEKAPCTBEHHOIO

[Ipenapara, IIpoBOJHUMOIO 3asABHUTCIIEM, I10 (bopMe, YCTaHOBHGHHOﬁ
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COOTBETCTBYIOLIUM YITOTHOMOYEHHBIM benepanbHbIM OpraHoM
HCIIOJIHUTENIBHOM BIIACTH.

4.B Tedenue necATH paboumx AHEH cO JHA NPHUHATHS 3asABIEHUA O
HIOJTBEPIKACHUY TOCYNapCTBEHHOW perucTpanyy JeKapCTBEHHOIO Ipenapara u
HEOOXO0IMMBIX JIOKYMEHTOB COOTBETCTBYIOIIHI YIIOJTHOMOYEHHBII
(benepansHbIi OpraH UCIOIHUTEIBHON BIIACTH:

1) mpoBOAUT HPOBEPKY IOINHOTEL M JOCTOBEPHOCTH  CBEICHHIHA,
COJIEPIKAIIUXCS B IPE/ICTABICHHBIX 3aABUTEIeM MaTepUallax,

2) IpUHEMAaET pelleHre O TIPOBEACHUM Wid 00 OTKasze B IIPOBEICHUU
OKCHEPTH3bl OTHOUICHMS OXKHJAeMOW TMOIb3bl K BO3MOXXHOMY PHCKY
MIPUMCHCHHS JIEKAPCTBEHHOTO IIpenapara;

3) yBeoMIifteT B ITUCBMEHHOW (popMe 3asBUTENS O IPHHITOM pEIIeHUU
HIM B Cllydae TPHHATHS peureHus o0 OTKaze B NMPOBEACHUHM ODKCIIEPTH3BI C
yKa3aHHEeM NMPUYKH TAKOI'0 0TKa3a.

5. OcHoBaHWEM Uil OTKa3a B IPOBEICHUHM OKCIEPTU3bl OTHOIICHHUS
OXKHJIaeMOW TIONB3bl K BO3MOXHOMY PHCKY IIPUMEHEHHs JI€KapCTBEHHOI'O
nperiapara sSBISETCS MPEJCTaBlIeHHE NOKYMEHTOB, yKa3aHHBIX B 4acTax ! u 3
HACTOAINEH CTaThbH, B HEMOTHOM OOBEME WJIM OTCYTCTBUE B IPEICTaBICHHBIX
JOKYMEHTaX HCUEPIThIBAIONINX CBEIEHUH, KOTOPBIE JOJKHBI OBITh OTPaKEHBI B
HUX.

6. DKcriepTH3a OTHOLICHHUS 0XUJAeMOH I0JIb3bI K BOZMOXHOMY PUCKY
NpUMEHEHUs]  JIGKQpCTBEHHOIO  Ipernapara B LeISX  [OATBEPKICHUA

I‘OCY}IapCTBeHHOﬁ perucrpanun JICKapCTBCHHOI'O IipellapaTa IIPOBOAUTCA B
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Topsiike, YCTaHOBIEHHOM CTarTbaMu 23 m 24 Hactosulero PenepanbHOro
3aKOHa.

7. B nepuop nmpoBeneHus NpoLeLypbl TOATBEPKACHUS TOCYAapCTBEHHOM
perucTpaium JeKapCTBEHHOIO Ipelrapara ero rpaXJaHCKUil  o0opoT
ocyllecTBIAeTCs Ha Teppatopun Poccuiickoit Oeneparuu.

Cratps 30. BHecenune n3MeHeHHUI B JOKYMEHThI, COAeprKalIuecs B

perucTpaHOHHOM J0Che HA 3apPerucTPpupPOBAHHDII
JIEKAPCTBEHHBIH Npenapar AJa MeJULNHCKOI0o
IIPUMEHEeHHS

1.B penax BHeceHUs HU3MEHEHUH B [OKYMEHTBI, cojepxaiuecs B
PErUCTPALIMOHHOM J0Che Ha 3aperdCTPUPOBAHHBIN JIEKAPCTBEHHBIA Ipenapar
JUISI MEJIMLIIMHCKOTO MPUMEHEHUS, 3aBUTEND MPECTABISIET B YIIOJTHOMOYEHHbIMH
benepanbHbIil OpraH MCTIONHUTEIBHON BIACTH 3asBIIEHHE O BHECEHUH TaKUX
U3MeHeHN 10 ¢opMe, YCTAaHOBIEHHOW YIIONMHOMOYEHHBIM (eaepaibHbIM
OpraHOM HCIIOJIHATEIIBHOM BJIACTH, U IPUIIOKEHHBIE K HEMY HW3MEHEHHs B
yKa3aHHbIE  JOKYMEHTBl, 4 TakXe  JOKYMEHTHI, IMOJTBEpKIaonue
HEOOXOMMOCTh BHECCHHUS TaKUX W3MEHEHU. |lpuHaTHE pelieHns] 0 BHECEHUU
TaKWX W3MEHEHUH Wnyd 00 OTKa3e B MX BHECEHHH OCYIIECTBIISIETCS B CPOK, He
NIPEBBIIIAIOIINN AEBAHOCTA Pa0OYMX AHEH CO JHS NMPUHATHS YIIOJIHOMOYESHHBIM

(bezxepanLHHM opraHoM WCTIOJIHUTENILHON BIACTH 3asBJICHUS O BHECEHHUHU TaKUX

WU3MEeHeHUH.
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2.B cnydyae BHeCeHMs H3MEHEHUH B HHCTPYKIMIO IO NPUMEHEHUIO
JIEKapCTBEHHOTO TIperniapaTa B OTHOINEHUH CBeJIeHUH, yKa3aHHBIX B MOAIYHKTaX
«» - «m» myHKTa 16 gactu 3 ctateu 18 Hactosmero ®enepajbHOrO 3aKOHA, B
COCTaB JICKAPCTBEHHOTO IIpernapara Ui  MEIMIMHCKOTO  IIPUMEHEHHS
IIPOBOJIUTCS DKCIIEPTH3A JIEKAPCTBEHHBIX CPEACTB B YACTH HKCIIEPTU3BI KA4eCTBA
JIEKapCTBEHHOTO CPEACTBA M (MIIN) SKCIIEPTU3bI OTHOIICHUS 0XKUIaeMOM MOMb3BI
K BO3MOXHOMY pHCKYy IIPAMEHEHHMs JIEKapCTBEHHOro Ipemapara Juid
MEIUIIMHCKOTO TipuMeHeHus. B cilydae HeoOXoAuMOCTH BHECEHHS HHBIX
W3MEHEHUH B JIAaHHYIO MHCTPYKLMIO SKCIIEPTU3a JIEKapCTBEHHOI'O CPEACTBA IS
BHECEHWs TaKMX W3MEHEHHH B CBEIEHHS O 3aperucTPUPOBAHHOM
JEKapCTBEHHOM IIperiapare He IPOBOAUTCA.

3. C 3asBneHreM O BHECEHUM U3MEHEHUH B JOKYMEHTHI, COAepKaluecs B
PErHCTPALMOHHOM [OChE€ Ha 3aperuCTPUPOBAHHBINA JIEKApCTBEHHBIN Mpernapar
Ul MEIMALUMHCKOTO MNPYMEHEHHWs, HapsALy ¢ JOKyMEHTaMH, yKa3aHHbIMU B
4acTW | HacTosAlmed CTaTbM, NPEACTaBISIOTCS JOKYMEHTBI, ITOATBEPKAAIOLIME
yILIAaTy TOCYAapCTBEHHOM MOLIIMHBI 38 BHECEHUE W3MEHEHHI B HHCTPYKIUIO 110
[IPUMEHEHHIO JIEKapCTBEHHOrO Ipernapara il MEeAWIWHCKOIO IpHUMEHEeHUs,
roCyZapCTBEHHON MOLIIMHBI 34 BHECEHUE U3MEHEHUN B COCTAB JIEKAPCTBEHHOTO

npenapara 4l MCIHIIMHCKOI'O IIPUMCHEHH .
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4. B Teuenne nmecaty paboumx JHEH O AHA IOCTYIUICHHs YKAa3aHHOTO B
gact | HacTosmued CTaThU 3asBIEHUS W HEOOXOMHMBIX JOKYMEHTOB
YIIOJTHOMOYEHHBIA (eiepaibHpli OpraH UCIIOMHUTEILHOM BIACTH:

1) mpoBOAMT  MPOBEPKY IONHOTHI M  JOCTOBEPHOCTH  CBEJECHUMH,
CoJiepKalxcs B TIpeICTaBIeHHbBIX 3asBUTEIEM MaTepuasax;

2) IpUHHMAET peIlleHHe O MPOBEACHUHN YKa3aHHBIX B YAaCTU 2 HACTOAILEH
CTaTBH COOTBETCTBYIOIIMX HKCIIEPTU3 JIEKAPCTBEHHOI'O CPEJICTBA WK 00 OTKase
B UX NIPOBEJCHUH;

3) yBeioMJIsieT B NUCHbMEHHON (OpME 3asBUTE/S O IPUHATOM PEIICHUU
WIN B Cllydae MPUHATUS pelieHrs 00 OTKa3e B MPOBEJCHHUY COOTBETCTBYIOIIEH
HKCIEPTU3bI C YKa3aHUEM IIPUYMH TAKOr0 OTKa3a.

5. OcHoBaHWeM [JI1 OTKa3a B TPOBEJACHMHM YKa3aHHBIX B 4YacTu 2
HACTOSINEM CTArhbWl DKCIEPTU3 SABIAETCA IPENCTABICHUE JIOKYMEHTOB,
IePEUUCIIEHHBIX B YacTsaX 1 ¥ 3 HacTosmeldl CTaTbM, B HEIOJHOM OOBbeME WM
OTCYTCTBHE B IPEJACTABICHHBIX JOKYMEHTaX JOCTaTOYHBIX CBEICHMIA,
HOATBEPKAAIOIINX HEOOX0AMMOCTS BHECEHHS U3MEHEHHH.

6. YKkazaHHbIE B YacTH 2 HACTOAIUEH CTaThbU JKCIIEPTHU3bI IIPOBOAATCS B
HOps/IKe, YCTAaHOBJIEHHOM cTaThell 23 nacrosniero denepalbHOro 3aKoHa.

7. B cpok, He NpeBBINAIOMIUN NSTH pabodux HHEWH cO AHA IOJy4YeHHs

3aKTIOYEHUE KOMMCCHI DKCIIEPTOB IO pe3yjbTaTaM yKa3aHHBIX B 4acTd 2
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HACTOAIIEH CTaThW OSKCHEpPTH3, YIOJHOMOYEHHBIH denepanbHbii  opraf
VCTIOJHUTEIHHOM! BIIACTH:

1) npuHUMaeT pelmeHWEe O BHECEHMM U3MEHEHUH B JOKYMEHTHI,
coepxaliyecs B  PETrUCTPAllMOHHOM  JIOChE€ Ha  3apEeTUCTPUPOBAHHEIM
JIeKapCTBEHHBIH NperapaT A MeJIUIUHCKOTO NpUMeHeHus, Wi 00 oTkase Bo
BHECEHHMHU TaKUX U3MEHEHUH;

2) BHOCUT B TOCYJApPCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB Ha
OCHOBaHHMU PEIIeHUS O BHECEHWH M3MEHEHUHM B JHOKYMEHTHI, COJAEPKaIHECH B
PETHCTPALMOHHOM JIOCh€ Ha 3aperdCTPHUPOBAHHBIM JIEKAPCTBEHHBIM Iperapar
JUTSL MEJMIIMHCKOTO TIPUMEHEeHMs], HeOOXOAUMbIe W3MEHEHHUS] M BO3BpalllaeT UX
3aSBUTEIO.

8. OcHoBaHmWeM JUisl OTKa3a BO BHECEHWM W3MEHEHWH B JIOKYMEHTHL,
cojiepkariuecs B  PETUCTPAllMOHHOM  JIOCh€ Ha  3aperucTPUPOBAHHBIA
JIEKapCTBEHHBIM Tpemapar s MEJULMHCKOrO IPUMEHEHHs, SABIAETCH
3aKIIOYEHHME YTIOJTHOMOYEHHOTO (e[lepalbHOr0 OpraHa MCIOJIHUTENLHON
BITACTH O BO3MOXHOCTH CHIDKEHHMS GE30IacHOCTH, KauecTsa, QpeKTHBHOCTH
JE€KapCTBEHHOTO CPEJICTBA B CIIyyae BHECEHMs TaKUX U3MEHEHUH.

9. Jlonyckaercs rpakJaHCKUd 0OOpOT JIEKAPCTBEHHBIX NPENaparoB il
MEMIIMHCKOTO NPUMEHEHUS, TTPOM3BEACHHBIX [0 IPUHATHS YIOJIHOMOYEHHBIM
denepaTbHBIM  OPTaHOM WCIIOJIHUTENBHOM BIACTH pelleHus O BHECEHUH

W3MEHEHUI B JAOKYMEHTEI, COOCPKAIIUECS B PErUCTPAlIMOHHOM JOChE Hd TAKHC
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JEKAPCTBCHHLIC IIpEnaparsl, WK PCHICHWA 00 OTKa3e BO BHECEHUU YKa3daHHbBIX

U3MEHEHUH.

Cratest 31. BHecenne u3MeHeHHH B JOKYMEHTBI, cojiepKalmecs
B PErHCTPAIHOHHOM 0Che HA 3aperucTpHpOBaHHbIN
JeKapCTBEHHbIN Npenapar AJisi BeTepUHAPHOI0
IpUMeHEeHUS
1.B nmengx BHeceHMs H3MEHEHUH B JOKYMEHTHI, COAepXaumecs B
PerucTpalroOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIA JTEKAPCTBEHHBIA Nperapar
11l BETEPUHAPHOTO PUMEHEHUS, 3asIBUTEINb IIPEICTABIAET B YIIOTHOMOYEHHBIA
¢benepanbHbIil OpraH UCIOJHUATEIHLHOM BIACTH 3asBJICHUE O BHECEHWM TaKHUX
U3MEHEeHNH 110 (opMe, YCTAHOBJIEHHOM YIIONHOMOYUEHHBIM (elepalbHbIM
OpraHOM HWCIIONHUTENBHONW BIACTH, U IPUIOXKEHHBIE K HEMy H3MEHEHUS B
yKa3aHHble  JOKYMEHTHI, a  Takke  JOKYMEHTBl,  TIOJTBEPKIAIoIlue
HEOOXOAMMOCTh BHECEHUS TakMX M3MeHeHWH. lIpuHsaTHE pelieHns o BHECEHHUH
TaKuxX M3MEHEHHWH WM 00 OTKaze B UX BHECEHUM OCYIIECTBISIETCS! B CPOK, HE
MIPEBBIIIAIONINY IeBIHOCTA paboduX JHEW CO JHSA NPHHATHSA YIOIHOMOUYEHHBIM
benepaTbHBIM OPraHoM MCTIOHUTEIHLHOM BIIACTH 3asBJIEHNUS O BHECEHUM TAaKHUX
M3MEHECHUU.
2.B cnydae BHeceHMs H3MEHEHUM B MHCTPYKLMIO 0[O NPUMEHEHUIO
JIEKapCTBEHHOTO TIpernapaTta Jisl BETEpUHApHOIO OPUMEHEHWS B OTHOIICHHUH

CBEJICHUN 00 HU3MEeHEHUIX JO3HPOBKHK, CPOKOB BO3MOXHOI'O HCIOJIL30BAHUA

HIPOAYKIMH XUBOTHOI'C ITPOUCXOXKICHMSA ITOC/IE TIPUMEHEHUS JIEKAPCTBEHHOIO
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mperiapara s BETePHHApPHOTO INPHMEHEHUS IPOBOIUTCS  DKCHEpTH3a
JEKApCTBEHHOTO CpPEeJICTBA JJIT BeTepHHAPHOIO IIpUMeHeHus. B ciyuyae
HeOOXOMMMOCTH BHECCHMS] WHBIX W3MEHCHMH B J[IaHHYIO HMHCTPYKLMIO
JKCIIePTH3a JIEKaPCTBEHHOI'O CpEeNCTBa JUIsl BETEPUHAPHOIO NPUMEHEHUS HE
TTPOBOJIUATCSL.

3. C 3asgBIeHMEeM O BHECCHHHU M3MEHEHUHN B JOKYMEHTHI, CoJlepKauiuecs B
PETUCTPAllMOHHOM JIOChe Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIperiapar
JUISL BETEPUHAPHOTO NpPUMEHEHHS, HapsALy ¢ JIOKyMEHTaMM, YKa3aHHBIMU B
yacTy 1 HacTosmed CTaTby, MPEeACTABISIOTCS [AOKyMEHTHI, IOITBEPXKIArOIINe
yIUTaTy TOCYAapCTBEHHON NMONUIMHEI 3a BHECEHHE U3MEHEHUN B HHCTPYKLUIO 110
NPUMEHEHUIO JIEKAPCTBEHHOTO Ipenapara Ul BeTepHHAPHOTO IPUMEHEHHS.

4. B cpok, He TPpeBBIIAIONTMHA JecsiTH pabouuX JHEH O JHs NOCTYILICHUS
yKa3aHHOI'oO B d9actu 1 Hacrosined cTaThd 3asBICHUS U HEOOXOAMMBIX
JIOKYMEHTOB, YIIOJITHOMOYEHHBIH (eiepanbHbld OpPraH UCIIOIHATEIbHON BIACTH:

1) mIpoBOAMT TIPOBEPKY TOAHOTHI M  JOCTOBEPHOCTH  CBEACHHH,
COIEPIKAIIMXCS B TIPE/ICTABICHHEIX 3asBUTEIEM TOKYMEHTAaX;

2) mpuHUMAaeT pelieHue O TIPOBEASHMH DKCIEPTHU3Bl JEKApCTBEHHOIO
CpeNCTBa s BeTCpUHAPHOTO IPUMEHEHHS MIIH 00 OTKa3e B €€ IPOBEACHUH;

3) yBeloMJIfeT B MUCHMEHHOM (hopMe 3asiBUTENs O IIPUHATOM pElIeHUHN
WIA B cllydyae NPHHSTHS peileHuss o0 OTKa3e B IIPOBEACHUH IKCIEPTU3BLI
JEKapCTBEHHOTO CpEeACTBA JUTSI BETEPUHAPHOIO IPUMEHEHHS C YyKa3zaHueM

IIPpUHMH TaKOT0 OTKasa.
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5. OcHoBaHueM JJisl OTKa3a B IPOBEACHUM DKCIEPTU3HI JICKAPCTBEHHOTO
cpencTBa AJid  BETEPUHAPHOTO IIPUMEHCHHS  SBISCTCA  IPEeJCTaBIICHUE
JTOKYMEHTOB, YKa3aHHBIX B 4YacTsax | ¥ 3 HacTofillell cTaThbd, B HEIOJIHOM
obbeMe WM OTCYTCTBHE B TPEACTABICHHBIX [OKYMEHTax JOCTATOYHBIX
CBEJICHUH, ITOITBEPKJAIOIINX HEOOXOAUMOCTh BHECCHUS U3MEHEHUH.

6. DKcmepTH3a  JIEKQpCTBEHHOTO  CpeACTBa Uil  BETEPHHAPHOIO
[pUMEHEHUA B LEISIX BHECEHMS W3MEHEHUH B JIOKYMEHTBI, COAepKalluiecs B
PEeTUCTPalMOHHOM JOCh€ Ha 3apeTUCTPUPOBAHHBIA JEKAapCTBEHHBIA Ipernapar
JUIS BETEPVHAPHOI'O IPUMEHEHUS, OCYIIECTBISETCS B HOPSIAKE, YCTAHOBJICHHOM
crarbeit 24 nacrosiero @epepalbHOTO 3aKOHA.

7. OcHOBaHveM [HJsl OTKa3a BO BHECEHMH HW3MEHEHWH B JOKYMEHTHI,
colepXallfecss B PErUCTPaAllMOHHOM JOChE Ha  3apErUCTPUPOBAHHBINA
JIEKapCTBEHHBIA TIperiapar Ui BETEPUHAPHOIO IPHMEHEHWs, sBIseTcd
3aKITIOYEHUE YIIOJHOMOYEHHOTO (eAepajbHOIO oOpraHa MCIONHUTEILHON
BIIACTH O BO3MOXXHOCTH CHIDKEHHS 0e30MMacHOCTH, KauyecTsa, 3Q(eKTHBHOCTH
JEKapCTBEHHOIO0 Mpenapara [jis BeTEePUHAPHOIO [IPUMEHEHHUs B Cilydae
BHECEHUS U3MEHEHUMN B YKa3aHHbBIC JOKYMEHTHI.

8. Homyckaercst TpaxaaHCKuUi 0OOPOT JIEKAPCTBEHHBIX I[IpenapaTtoB st
BETEPUHAPHOTO IPUMEHEHUS, IPOU3IBEIACHHBIX 10 MPUHSITHS YIIOJHOMOYECHHBIM
benepalbHBIM - OPTaHOM  HWCIOMHUTENBHOM BJIACTH pELIeHHS O BHECEHUH

U3MEHEHUH B AOKYMEHTHI, COACpXKAUIHMECd B PErucTpallHOHHOM [JOChES Ha
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3apeI‘I/ICTpI/Ip0BaHHBII7I JIeKapCTBeHHI)Iﬁ npenapar 1N} b BCTCPUHAPHOI'O

INPpUMCHCHUS, BJIN 00 OTKa3e BO BHECEHUH YKasaHHbIX U3MEHEHUMH.

Cratbs 32. OTMeHa rocyiapcTBeHHON perucrpanuu
JIeKapCTBEHHOT'0 NpenapaTa

Pemienne 006 oTMeHe TOCyIapCTBEHHOH PpErHCTpPallH JIEKapPCTBEHHOTO
mpenapara U HMCKIIOUEHHHU JIEKAPCTBEHHOIO IIpernapaTra U3 rocyHapCTBEHHOTO
peecTpa  JI€KapCTBEHHBIX  CpPEACTB  HNpPUHUMAeTcd  YIOJHOMOYEHHBIM
denepaIbHBIM OPraHOM MCIOJHUTEIHHOMN BIACTH B CIIydae:

1) npeacraBieHus] COOTBETCTBYIOIMM YIIOJIHOMOUYEHHBIM (enepaabHbIM
OpraHoM WCIIOJIHUTENbHON BIACTH 3aKIIOYEHHs O pUCKe wWid 00 yrpose
3IOPOBBIO, JKU3HU YEJIOBEKa WJIIM KUBOTHOTO ITPU PUMEHEHUH JIEKapCTBEHHOTO
npemapata, HPeBBHIAIOMKAX  ero  3QQeKTHBHOCTb, II0  pe3yibTaram
OCYIIECTBIISIEMOTO UM MOHUTOPHHTA 0e301MacHOCTH JIEKapCTBEHHOT0 Ipenapara;

2) nofauu pa3zpaboTUnKOM  JIeKapCTBEHHOIO CpeicTBa WM
YIIOJHOMOYEHHBIM MM JPYTAM IOPHAAYECKHM JIMLIOM 3asdBJIEHHS 00 OTMeHe
rOCyJapCTBEeHHOH perucTpanyuy JeKapCTBEeHHOTo Npenapara;

3) HEMOATBEPIKACHUSI TOCYAAPCTBEHHOW PpErucTpanMy JIEKapCTBEHHOTO
nperapara 1o MCTEUEHUU CPOKa NEHCTBUS PerMCTPallMOHHOrO YAOCTOBEPEHUS,
BBIJAHHOT'O HA IIATH JIET;

4) HerpenicTaBIeHUs 3asgBUTeNleM HHGOPMALUU, KOTOPas MOKET NOBJIeYb

3a co00i HeoOXOQUMOCTh BHECEHH H3MEHEHUH B IOKYMEHTHI, COJIEpKaIiAecs B
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PETrUCTPAIlMOHHOM JI0Che Ha 3aperuCTPUPOBAHHEIN JIEKapCTBEHHBIN Npemnapar, B
TeUYeHUe TPUANATH Pabounx [HeH co JHS HACTYIUICHUS dTHX H3MEHCHMI;

5) ocyiecTBiIeHHs] TOCYHApCTBEHHON PpEerucTpaluy JIEKapCTBEHHOT'O
nperapara I0J TOProBbIM HAWUMEHOBAaHWEM 3aperHCTPHPOBAHHOIO paHee IOJ
3THM TOPrOBBEIM HAaMEHOBaHHEM JIEKAPCTBEHHOIO IMpernapara;

6) ocyuIecTBIIEHUS TOCYIAPCTBEHHON PEeruCTpaIiy 3asBUTENEM OJHOTO U
TOrO JKe€ JIEKapCTBEHHOI'0 TIperapara I0j pa3iMdHBIMH  TOPTOBHEIMH
HalMEHOBAHHSIMU;

7) BBIHECEHHSI CYIOM pelleHHus O HapylleHuW IpaB IpaBooOiagaTens
00BLEKTOB MHTEIIEKTyalIbHOM COOCTBEHHOCTH TpH OOpallleHuH JIeKapCTBEHHBIX

CPEeJCTB.

Cratps 33. T'ocyaapceTBeHHbBII peecTp JieKapPCTBEHHBIX CPEACTB

1. TocymapcTBeHHBIH peecTp JIEKAPCTBEHHBIX CPEICTB  COAEPIKUT
nepedeHb JIGKApCTBEHHBIX IpenapaTtoB, IPOMIENINMX TI'OCYJapCTBEHHYIO
PETHCTPAIIO, TepeyeHb (apMaleBTUYECKUX CyOCTaHIMM, BXOAAIIMX B COCTAB
JIEKapCTBEHHBIX TPENapaToB, H CIEAYIONIYI0 HH(DOPMAIHIO:

1) B OTHOLIEHNY JEKAPCTBEHHBIX IPENapaToB:

a) HaMEHOBaHWE  JIGKapCTBEHHOro  npemnapara  (MeXAyHapoIHOE

HEenmarecHTOBAHHOC WM XMMHAYCCKOE U TOProBoc HaI/IMeHOBaHI/IH);
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0) nexapcTBeHHas (GopMa C yKa3zaHWEM JIO3UPOBKM JIEKapCTBEHHOTO
nperapara ¥ ero KonpiecTBa B MOTPEeOUTETHCKON YITaKOBKC;

B) HAMMEHOBaHUe pa3paboTymKa JIeKapCTBEHHOTO Mpenapara;

I') HAUMEHOBaHUE U a/ipec POU3BOIUTEIS JIEKaPCTBEHHOT O IIperapara;

1) papMakoTepaneBTHUecKas IpyIina JeKapCTBEHHOr0 Npenapara;

€) MoKa3aHWsg ¢ TPOTHUBOIMOKA3aHUS K TNPUMEHEHUIO JIEKapCTBEHHOTO
npernapara;

) TT0OOYHEIE IeUCTBUS JIEKApPCTBEHHOTO IIpernapara;

3) CPOK MOJTHOCTH JIEKAPCTBEHHOTO TIperapara;

Y1) YCIIOBYS XpaHEHUs JIEKapCTBEHHOTO Mperapara;

K) YCJIOBMS OTITyCKa JIEKapCTBEHHOTO TIperapara;

1) HoMep (apMaKoTieiiHOW CTaThy WIM B Ciydae ee OTCYTCTBUS HOMEp
HOPMATHUBHOM JIOKYMEHTaLKHX THO0 HOPMATABHOTO IOKYMEHTA;

M) iaTa TOCYJapCTBEHHOUW pPErvucTpaliiy JIeKapCTBEHHOIO Ipenapara
ero PerucTPalIOHHbII HOMED;

2) B oTHOIICHUM (DapMareBTHIeCKUX CyOCTaHIIMMA:

a) HamMeHOBaHUe (apmaleBTUYecKol cybctaHuud (MeXAyHapoHOoe
HEMAaTEHTOBAHHOE WM XUMUYECKOe M TOPTOBOE HAaUMEHOBaHU );

0) HauMEHOBaHWE M afpec  Ipouw3BojauTeds  (papMarieBTHUECKOi
cybcraHuuy;

B) CPOK TOJHOCTH (papMareBTUIECKON CyOCTaHIuH;
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I') YCIIOBUS XpaHeHUs (papManeBTHIeCKoi cyOCTaHIu;

1) HoMep (apMakoIleifHON CTaTbW WIH B Cilydae e€¢ OTCYTCTBHA HOMEp
HOPMAaTHUBHOH AOKyMEHTalMU JTUOO0 HOPMAaTUBHOTO JOKYMEHTA.

2. @apmarieBTHYECKasi CyOCTaHIMS, HEUCIONIb3yeMas IIpH IIPOU3BOICTBE
JIEKapCTBEHHBIX IpenapaToB, MOXeT ObITh BKIIOYEHA B IOCYAapPCTBEHHBIA
peecTp JIEKapCTBEHHBIX CPEICTB HAa OCHOBAaHWU 3asiBIICHHS pa3paboTdHKa,
[IPOM3BOJUTENS JEKapCTBEHHOIO CpeacTBa JIMOO YIOJIHOMOYEHHOTO HMH
JOPHIUYECKOr0 JMIa I[pH YCJIOBUU MPOBENECHHS B OTHOINEHWH TaKOM
¢papmaneBTHYecKOl cyOCTaHIIMM BKCIEepPTH3Bl KadecTBa hapManeBTHYeCKO
cyOCcTaHIIMM B  TIOpAAKe, YCTAHOBJIEHHOM  CTaThed 34  HacTogmIero
DenepanbHOTO 3aK0HA.

3. Ilopsinox BeleHns rocyJapCTBEHHOI'O peecTpa JIEKapCTBEeHHBIX CPEICTB
UL MEJULWHCKOTO HPUMEHEHWsS MW MOpANOK BeleHHUS TOCYHapCTBEHHOTO
peecTpa  JIEKapCTBEHHBIX CpPEACTB JUISI  BETEPHHAPHOTO  IPUMEHEHUS
YTIBEPXKIAI0TCSE COOTBETCTBYIONINM YHOJHOMOYEHHBIM (eJiepalibHBIM OpraHOM
VICHOJIHUTEIHHOH BJIACTH.

Crates 34. DOxkcneprusa kavyecTBa papManeBTHUECKol cyOCcTAHIMH,
HeHCcno/b3yeMol NpH NPOH3BOJACTBE JEKAPCTBEHHBIX
npenaparoB

1. Jns BrmroueHwusi ¢apManeBTHUECKONW CyOCTaHIMM, HEHCIIOIb3yeMOoi
IIpA NPOM3BOACTBE JIEKAPCTBEHHBIX IIPENapaToB, B T'OCYIapCTBEHHBIA peecTp

JIEKapCTBCHHBIX CPCACTB, IIPOBOAUTCS SKCICPTH3A €€ Ka4CeCTBA.
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2. OkcnepTH3a KadecTBa YyKa3aHHOM B wacTh | HacTosmied CcrarTbu
dapmaneBTHUeCKON  CyOCTaHIMH, COCTaBJIEHHE KOMHCCHEH  SKCIEpPTOB
3aKIIIOYEHUH 110 pe3ysbTaTaM Takod SKCHEepPTH3bl M WX HANpaBJeHHE B
YIIOJTHOMOYEHHBIN benepanbHBIA opras HCIIOJTHATENbHOU BJIACTU
OCYHIECTBJIIOTCSA B CPOK, HE NPEBBILAOMIMA HiecTuaecI TH pabodmx JHEH Co
IOHS TOJNYYEHHS OSKCIEPTHLBIM YUYPEXICHHUEM COOTBETCTBYIOUIETO 3aJjaHus
YIIOJTHOMOYEHHOIO  (efiepanbHOI'0 OpraHa HCIOJHUTENLHONR BIACTH H
JIOKYMEHTOB, YyKa3aHHbIX B MNyHKTax 4 -7 wactu 3 crarebu 18 Hacrosmiero
@enepanbHOro 3aKoHa.

3./na mnpoBeleHMs OSKCIEPTU3bl KavyecTBAa YKa3aHHOM B dHacTd 1
HaCTOAIIEH CTaThy (PapMaleBTHIECKO CyOCTaHIIMN 3asBUTEND IIPEACTABIAET B
YIIOJIHOMOYEHHBIN (efepabHbIi Oprald HCIIOJIHUTENLHON BIIACTH:

1) 3asBneHne O BKIIOYEHWH B OCYJAPCTBEHHBIA PEecTp JIEKapCTBEHHBIX
CPEICTB JIaHHOM (apMaleBTHUECKOH CYyOCTaHIUN;

2) TOKYMEHT, IOITBeP)KJAIOMUI YIUIATY FOCYIapCTBEHHOM MOIUIAEEL 33
BKJIIOUEHHE  (apMaleBTHYecKoil  CcyOCTaHIuM, HEUCHONb3yeMOH  IpH
IPOU3BOACTBE JICKAPCTBEHHBIX IIpernapaTroB, B T'OCYAapCTBEHHBIA peectp
JIEKapCTBEHHBIX CPE/CTB;

3) IOKyMeHTbI, yKa3aHHble B IyHKTax4 -7 uvactm3 crarem 18

HaCTOALICI O (Dezxepam)Hor O 3aKOH4A.
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4.B rteueHuwe mATH pabouux JAHEW €O [HS HOPUHSTHUS 3asABICHUA O
BKIIFOYEHUH YKa3aHHOW B 4acTd 1 Hacrosmed crarbd (apMaucBTUIeCKOH
cyOCTaHIIMM B TOCYJApCTBeHHBIM peecTp JIEKapCTBEHHBIX CPEJCTB W
JIOKYMEHTOB, IEPEYUCIECHHBIX B YaCTH | ¥ IMyHKTE 2 4acTH 3 HACTOAINEN CTaThy,
YTIOJIHOMOYEHHBIN (erepanbHbiil OpraH UCIIOJIHUTEIBHOM BIaCTH:

1) mpoBogUT  TpOBEpPKY  IONHOTHl  JaHHBIX, COJEPKANIMXCA B
[IPECTABIEHHBIX 3asIBUTEIIEM TOKYMEHTAX;

2) npyHUMaeT pelleHHe O HalpaBJICHUU B JKCIEPTHOE YUpexkKAeHUE
3a/laHys Ha IIPOBEIeHME DKCIISPTU3BI Ka4ecTBa YKa3aHHOM B yacTH 1 HacTosIien
cTaTh¥ (papMaleBTHYECKOHN CyOCTaHIMU MU 00 OTKa3e B TAKOM HaIlpaBlICHUM;

3) yBenoMsieT B NHCBMEHHOH (opMme 3asiBUTENS O MPUHATOM pelleHUun
WM B ClIly4yae OTKa3a C yKa3aHueM NPUYUH TaKoro OTKasa.

5. OcHoBaHMeM /i1 OTKa3a B HaIIPaBIIEHUM B JKCIIEPTHOE YUpeKIecHHe
3aJlaHUs Ha [IPOBEJIEHNUE DKCIIEPTU3bI KauecTBa YKa3aHHOM B yacTu 1 HacTosuei
cratbM  (apMaleBTMYEeCKOH  CcyOCTaHIMM  SIBIISIETCS.  HErpeicTaBIeHUe
JIOKYMEHTOB, [1epEeYUCIIEHHBIX B YaCTH 2 U IIyHKTE 2 4acTH 3 HACTOSAIICH CTaThU.

6. B redenve naTHaauaTH pabodux AHEW CO IHS TMONYyYEeHHS pPELIeHHUs
YIIOJHOMOUYEHHOro  (elepallbHOr0 OpraHa HCIOJIHUTENLHON BIAcTH O
HAIpPaBJICHUHU B DKCIEPTHOE YUPEKIEHHUE 3aJlaHUs Ha IIPOBEJICHHE DKCIIEPTHU3BI
KayecTBa YyKa3aHHOM B uyacTh | HacTodwed craThu (apMaleBTHUECKON

CY6CT&HHI/II/I 3assBUTCJIb IIPCACTABIACT B 3IKCICPTHOC YUYPEKIACHUEC A



81

IpoBeIeHNS NaHHOW SKCIEePTH3bl 00pa3ibl (hapMaleBTUIecKOd cyOcTaHuuM B
KOJIMYEeCTBE, HEOOXOIMMOM JIJIs BOCIIPOM3BEICHIUS METOIOB KOHTPOII Ka4yecTsa.
DKCIEPTHOE YUPEXKACHUE NpH IMOMydeHUH o0pas3lioB yKa3aHHOW B dacTH 1
Hacrosmied craTed (apMaleBTHYeCKOil CyOCTaHIMM BBINAET 3asBUTEIIO
JIOKYMEHT, IIOJTBEP)KIAIOIMI MONyYeHHe 3TUX O0OpasioB, M B CpOK, He
TpeBRIANONIMI Tpex pabouux AHel, yBeIOMIsieT B IHCbMEHHOH (opme 00
5TOM YIIOJIHOMOYEHHBIH (e/epaibHbIii OpraH HCIOJIHUTENBHON BlacTd. OTH
CPOKH He BKJIIOYAIOTCS B CPOK IIPOBEJCHHS JaHHOH 3KCIEPTH3BI.

7. JIoOKyMeHTBI, TIOCTYMHBHIME B OSKCIIEPTHOE  yupexJeHue U
IPOBEIEHNS. DKCIIEPTH3Bl KadecTBa yKa3aHHOM B 4acTH 1 HaCTOsINeH cTaTbu
(apMmarieBTHYECKONH CyOCTaHIUM, MOATEKAT BO3BPATYy B YIIOJHOMOYECHHBIN
deepanbHBI OpraH UCIIOTHUTEIbHON BIACTH OJHOBPEMEHHO C 3aK/TIOYCHUSIMHI
IO pe3yJibTaTaM NPOBEIECHHON 3KCIIEPTU3EL

8. B cpok, He MpeBbIIAMMA ATd pabodnx AHEH cO IHA IONy4EHUs
3aKIIOYEHNs] KOMHCCHH DKCIIEPTOB [0 pe3yibTaraM SKCIepTU3bl KadecTBa
ykazaHHOM B dYactu | HacTosmedl craTbd (apManeBTHYECKOH CyOcTaHLuH,
YIIOJTHOMOYEHHBIH (esiepanbHblii OpraH MCIIOIHHUTEILHON BIACTH:

1) ocymiecTBIs€T OLEHKY TaKOIrO 3aKIIOYEHMs MJid OIpPENeNeHUS ero

COOTBCTCTBHA 3aJaHHIO HA ITPOBCIACHUC lIaHHOfI JKCIICPTHU3EI,
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2) NpUHUMAET PELIEHNEe O BKIIOYEHUU YKa3aHHOH B yacTH 1 Hactosmei
ctatbl  (papmaneBTUUECKOH cyOcTaHMM B  TOCYNApCTBEHHBIH  peecTp
JIeKapCTBEHHBIX CPEJICTB MM pellieHne 00 0TKa3e B TAKOM BKIIIOUEHUH;

3) BHOCUT IIpH HPUHATUH PEHIeHHs] O BK/IIOYCHHM YKa3aHHOW B 4acTH 1
HaCTOsLIeH cTaThyl (apMaleBTHIeCKOH CyOCTaHIIMY B TOCYAapCTBEHHBINA peecTp
JeKapCTBEHHBIX CPEACTB NPEAyCMOTPEHHYI0 ITyHKTOM 2 wacTu | crarbu 33
HacTosmero denepanbHOro 3akoHa MHGOPMALMIO U YBEAOMIISIET 00 3TOM B
MUCHMEHHON QopMe 3asiBUTEIN.

Crarpa 35. IloBTOpHOE NpeacTaBieHHe JeKAaPCTBEHHOr0 mpenapara,

He  MpolieJNIero TrocyJapCcTBeHHOH  perucrpauuu
JIEKAPCTBEHHLIX MpenapaTroB, HAa TrOCyJapCTBEHHYIO
PerucTpanuIo JeKapCcTBEeHHBIX IPeNapaToB

IToBTOpHOE TIpenCTaBieHWe B COOTBETCTBYIOMIMM YNOJHOMOYEHHBIN
(benepanbHbIl Oprad UCHONHUTEIBHON BJIACTH JIGKAPCTBEHHOTO Iipemnapara, He
HPOLIEIIEro rocyJapCTBEHHOW perucTpaluy JIEKapCTBeHHBIX MIPeNaparoB Uil
MOJIyYUBILET0  OTKa3 B  YKa3aHHOM  perucTpaliii ¥  BIOCJEICTBHH
HOJ[BEPIIIerocs W3MEHEHMI0 B YacTH €ro COCTaBa, paccMaTpUBaeTCs Kak

npeacraBiIeHHe HOBOI'O JIEKAPCTBCHHOI'O HIpflapara Ha €ro rocyaapCTBEHHYIO

perucTpaniio HE3aBUCHMO OT COXpaHEHNUs €r0 NIEPBUYHOr0 HauMEHOBaHN .
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Crates 36. O6:kanoBaHue peuieHus 06 0TKAa3e B BblIade pa3penieHus

Ha npoBeaeHHe KJIHHAYECKHX HCCJIeOBAHHIA
JEKAPCTBEHHOI0 NMpEeNapara WJIH pemieHuss o0 orkase B
rocyAapcTBEeHHOI perucTpanuu JIEKApPCTBEHHOTO
npenapara

Perenrie COOTBETCTBYIOIIETO YIOJIHOMOYEHHOI'O (eepalbHOro opraHa
UCIIOJIHUTENBHONW BiacTh 00 OTKase B BbIJaue paspelleHHs] Ha NpOBeAeHHe
KIMHAYECKAX WCCJIEIOBAHUN JIeKapCTBEHHOr0 mNperapara WiId pelieHue o0
OTKa3¢ B TOCY/JapCTBEHHON pErucTpaluu JIeKapCTBEHHOrO Ipenapara MOXeT
ObiTh  00XKaIOBAaHO B  MOPSJIKE, YCTAHOBJIEHHOM  3aKOHOJATEIbCTBOM
Poccuiickoit ®epepanym.

Crates 37. Undopmanus, CBsI3aHHAS c ocylecTB/IeHHEM
rocy1apcTBEHHOI perucTpanum JIeKapPCTBEHHBIX
npenaparos, HHpopManus O 3apPerHCTPHPOBAHHLIX
JeKapCcTBeHHbIX  mpemaparax H  JIeKapCTBeHHBIX
npenaparax, HCKJIIOYEHHBIX H3 TIOCYAapCTBEHHOIO
peecTpa JieKapCcTBEHHBIX CPeICTB

1. CooTBeTcTBYIOmMU YIIOJTHOMOYE€HHBIN (henepanbHbIi oprax
HACTIOJHUTENFHON BIIACTH pa3MellaeT Ha CBOeM O(ULMANbHOM caiTe B CETH
«HHTepHeTY HHGOPMALIMIO, CBA3AHHYIO C OCYIIECTBICHHUEM [OCYHapCTBEHHOM
perucTpay JIEKApCTBEHHBIX IpenaparoB, B TOM YHCIE M[POBEIECHUEM
SKCIEPTH3Hl JIEKAPCTBEHHBIX CPEICTB, HHPOPMAIUIO O 3aperuCTPHPOBAHHBIX
JeKapCTBEHHBIX MpenapaTax M JIeKapCTBEHHBIX NperapaTtax, MCKIIOUEHHBIX H3

roCyJJapCTBECHHOI'O peeCTpa JCKapCTBEHHLIX CPENCTB, HE NO3HEE YEM Yepes

IIATh pa60tmx JHEH cO JHS IIOJdYyUCHK] COOTBCTCTBYIOIINM YHOJIHOMOYCHHBIM
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¢deepalbHBIM  OpPraHOM  HMCHOJNHWTENBHOM  BNAacTW  3asABlIEHUS O
FOCYJIapCTBEHHOM perucTpaliuy JeKapCTBEHHOTO Iperapara.

2.Cpoxku ¥ TIOPANIOK pa3MelIeHUs YKa3aHHOW B dYacTd 1 Hacrosmein
CTaTh¥l WHQOPMAIUK YCTAHABIUBAIOTCS YIIOJHOMOYCHHBIM (eaepaibHbIM

OPraHoM HCTIOTHHUTEIBHOM BIACTH.

I'maBa 7. KnuHuveckue uccjeJOBaHUs JIeKAPCTBEHHbBIX IpenapaTos
AJIsi MEHIIMHCKOI0 IPHMEHeHuUsl, 10ropop 00 ux
NpOBe/ICHHH, IPABA NANNEHTOB, YYACTBYIOIHNX B 3THX
ncejieJOBaHUAX

Cratbs 38. Kannnueckne uccieqoBaHus JeKAPCTBEHHBIX
NpenapaToB sl MeIHIIHHCKOro NpyUMeHenus

1. Knuauyeckme uWcClenoOBaHMUS  JIGKAPCTBEHHBIX — MIpenapartoB  Jyis
MEJIUIHHCKOT0 IPUMEHEHMS, B TOM YHCIIEe MEXKIyHApOHbIE MHOTOLEHTPOBEIE,
MHOTOILIEHTPOBBIC, TIOCTPErHCTPALMOHHBIC, MPOBOASTCS [JIsl IOCYJapPCTBEHHON
pPEerHCTpalluy JEKapCTBEHHBIX MperapaToB ¥ MHOTO MpedHAa3Ha4YeHUs B OJHOM
WM HECKOJBKMX MEIUIUHCKUX OPTraHM3alusiX B COOTBETCTBUM C ITPABUIAMMU
KJIMHAYECKOW IPaKTUKU, YTBEPIKACHHBIMH YIIOTHOMOYEHHBIM (eepaibHbIM
OpraHoOM MCTIOJHUTEIBHON BJIACTH, COOTBETCTBEHHO B CIEAYIOMIMX LENIAX:

1) ycranoBnenne 0e30MacHOCTH  JEKAPCTBEHHBIX  IIpeNnapaToB L
3JOPOBBIX  JOOpOBONBLEB M (WJIM) TEPEHOCUMOCTH WX  3JIOPOBBIMH
T00pOBONIBIIAMM, 3a MCKIIOUYEHMEM TaKMX WCCIeOBaHUN JIeKapCTBEHHbIX

npenapaToB, NIPOU3BEAEHHBIX 3a npegenamu Poccuiickol Penepanuy;
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2) nonbop ONTUMANBHBIX JO3MPOBOK JIEKAPCTBEHHOTO IIperapara U Kypca
JIeUeHUs JI TIAIMEHTOB C ONpPENeICHHBIM 3a00/IeBaHreM, ONTHMAIBHBIX 103 U
CXeM BaKOUHBaIM¥ HUMMYyHOOUOJOTHYECKUMU JIEKAPCTBEHHBIMU Ipenaparamy
3[{OPOBBIX JJOOPOBOJIBLEB;

3) ycraHoBneHMe 0€30MacHOCTH JIEKAPCTBEHHOIO Ipenapara 4 ero
3QdeKTUBHOCTH  JUIs  TAIMeHTOB €  OlpelelieHHBIM  3aloleBaHueM,
npodiakTHaecKoi 3GGHEeKTUBHOCTH MMMYHOOMOIOIMYECKHX JIEKAaPCTBEHHBIX
TIPeTIapaToB Ik 3JOPOBBIX JOOPOBOIIBLIEB;

4) yu3yyeHre BO3MOXKHOCTH PACHIMPEHUs TIOKazaHUM Ui MeIUIIMHCKOIo
OPAMEHEHNS W BBIIBICHHWS paHee HEU3BECTHBIX [OOOYHBIX OeWCTBHI
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPEIapaToB.

2. B OTHOUIEHWM BOCIPOM3BEICHHBIX JIEKApPCTBEHHBIX IIPENaparoB s
MEIUIMHCKOrO IPUMEHEHHUS MTPOBOJISTCS UCCIE0BaHUS OMOIKBUBAICHTHOCTH U
(wy) TepameBTUYECKOW HKBUBAJEHTHOCTH B IOPSJKE, YCTAHOBIECHHOM
YIOJHOMOUYEHHBIM (hefiepallbHbIM OPraHOM MCIIOITHUTEIBHOU BIACTH.

3. Opranuzanuio IPOBEACHUS KIMHAYECKUX VICCIIeIOBAHUI
JIEKapCTBEHHOTO  Tperaparta JUis  MEJMIIMHCKOrO IpPUMEHEHMs  BIIpaBe
OCYIIECTBIISTH:

1) pa3paboT4uK NEKapCTBEHHOIO Iperapara WX YHOIHOMOYEHHOE UM

JIUIIO;
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2) o6pazoBaTellbHbIe  YUPEKAEHUS  BBICHIEr0o  NPO(EeCcCHOHATBHOTO
obpasosanust u (unm) oOpa3oBaTeNbHBIE YUYPEKIEHUA IONOIHUTEIBHOIO
npodecCruOHaIbHOI0 00Pa30BaAHN;

3) Hay4YHO-UCCIENOBATENbCKIE OPTraHA3aHH.

4. KnuHudeckue WCCIENOBaHUS JIEKAPCTBEHHBIX  IIPENaparoB Ui
MeIVIIMHCKOT0 NPUMEHEHUS IIPOBOAATCS B IOPSAKE, YCTAHOBIIEHHOM CTaThAMM
20 - 22 mnacrosmiero ®enepa’lbHOro 3aKOHA, Ha OCHOBAaHHH Pa3pelICHUsA Ha
IIpoBEeJeHNe  KIMHAYECKOr0 MCCIEeJOBaHUs JIEKapCTBEHHOrO  IIperapara,
BLIJIAHHOTO  YITOJITHOMOYCHHBIM (efiepallbHBIM OpPraHOM  HUCIOJHHUTEILHON
BJIACTH, B COOTBETCTBHH C LENSIMHU, YKa3aHHBIMU B 4acTH 1 HAcCTOsLIEN CTATHU.
VIoHOMOYEeHHBIN (efepallbHbI OpraH UCIIOJHUTEIbHON BIIACTH BEJET PEECTP
BBIIAHHBIX pa3pelleHWil Ha IMpPOBEACHHE KIMHUYECKUX UCCIETO0BAHUMN
JIEKApCTBEHHBIX NpeIapaToB, COAEpKAILMA yKa3aHHe Ha WX Lelb WIM LelH, B
YCTAHOBJIEHHOM 3TUM OPraHOM IIOpSIKE.

5.B  cmydae  OCyHIIECTBJIEHHS  TIOCYJApCTBEHHOH  pErucTpaiuu
JIEKapCTBEHHOTO IIperapaTa TIOCYJapCTBEHHas IIOLNUIMHA 3a IIPOBENCHUE
OKCHEPTU3Bl JOKYMEHTOB JUI IONlyYeHHs paspellleHHd Ha IIPOBENeHHE
KIMHUYECKHUX HCCIIEIOBAHUNA JIEKapCTBEHHOro mpernapara s MeIMIMHCKOro
HPAMEHEHUS W ITUYECKOM HKCIepTU3bl NpU OOpalleHUH 3a TOCyIapCTBEHHOM
perucTpanyeil JIeKapCTBEHHOI'O IIperapata B COOTBETCTBHM C LEIBIO MU

HEeJIMHY, YKa3aHHBIMH B 9aCTH 1 HacTosIEeH CTaThH, YIINIA4YXUBACTCA OJAHOKPATHO.
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6. K  oprasmsamuu = TpoBeAeHUs — KIMHWHYECKHX  HMCCIENOBaHUHU
JeKapCTBEHHOTO Ipernapara JUisi MeJULMHCKOTO TMpHMeHEeHHs pa3zpaboTiuKoM
JIEKApCTBEHHOTO TIperapara MOTYT NPUBJIEKATHCS IOPUAMYECKHE JIMLA JIH000H
OpPraHU3alMOHHO-TIPAaBOBOM (GOPMBI PU YCIOBUM OOeCredeHUs] COOTBETCTBUS
9TUX UCCIENOBaHUH TpeboBaHUSM HacTosmiero MenepanbHOro 3aK0Ha.

7. Kiiuauueckne  MCCiae[OBaHMS  JIEKAPCTBEHHBIX  [PENnaparoB A
MEUIIMHCKOTO TPUMEHEHHS TMPOBONATCS B MEAMIMHCKUX OpraHU3alMIX,
aKKPEeIUTOBAHHBIX YIIOJTHOMOUYEHHBIM (DelepalbHbIM OPraHOM UCIIOTHUTEILHON
BIIACTH B TOpsIKe, ycTaHoBneHHoM [IpaBurensctBoMm Poccutickoit Oenepanuu.

8. Ilepedyenp MEMUUMHCKMX OpraHU3allui, MMEIONMX [PaBO MPOBOAUTH
KJIMHUYECKHEe HCCIEeNOBaHUs JEKApCTBEHHBIX MpENnapaToB AN MEIUIIMHCKOIO
NIPUMEHEHUS], ¥ PEeCTP BBIAAHHBIX pa3pellieHUi Ha TpoBeleHHe KIMHUYECKHUX
UCCIENIOBAHUH  JI€KApCTBEHHBIX  IIPENapaToB  OMNyOJMKOBBIBAIOTCE M
pa3MeraloTcs YIOJTHOMOYEHHBIM (eJlepajibHbIM OPraHoM HMCHOJIHATEIBHOM
BJIACTH B YCTAHOBJICHHOM WM ITOpPS/IKE Ha CBOEM OQUIIMATLHOM CalTe B CETH

«VIaTEepHET”.

Crarns 39. Memyﬂapouﬂoe MHOTIOHECHTPOBOC KJINHHYECCKOC
HCC/ICIOBAHHC JEKAPCTBCHHOTI'O npenapara JJTH
MCAUIMHCKOro HNpHMEHCHUA HWIN noCTperucrpannonnoe
KIHHHYCCKOEC HCC/ICIOBAHHE JICKAPCTBCHHOIO IIpenaparta
AJ MCANOHHCKOI'O HPHMECHCH A

1. MG}K,ZIYHapOJIHOe MHOTOLCHTPOBOC KIIHHUYECKOC HCCIaCJOoBaHNUEC

JEKapCTBCHHOTO IIpernapara 4Jd MEIUIIMHCKOrO INpHMEHCHMA Ha TCPPUTOPHUH
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Poccuiickoit ~ ®enmepaumu WA IOCTPETHCTPALIMOHHOE  KIIMHHYECKOE
HCCIIeIOBAHUE JIEKAPCTBEHHOrO TIperapara s MEIHIIHHCKOTO IIPUMEHEHHUS
IIPOBOJUTCSI Ha OCHOBAaHWU pa3pellcHHs Ha MPOBEACHHE KIUHMYECKOro
UCCIIeIOBAHUS JIEKApCTBEHHOr0 IIperapara, BBIAAHHOIO YIIOJIHOMOYEHHBIM
denepalbHBIM OPraHOM HCIIOIHUTENBHOHI BIACTH MO PE3y/IbTaTaM 3KCIEPTU3bI
JIOKYMEHTOB, HEOOXOJMMBIX JJi IONydYeHMs pa3pelieHHs Ha IIpoBeleHue
MEXIyHapOHOIO MHOT'OIIEHTPOBOIO KJIIMHUYECKOTO UCCIIeI0OBaHUS
JeKapCTBEHHOTO Tiperapara WIM HOCTPEruCTPalMOHHOIO  KJIMHUYECKOIo
WCCIIeIOBAHUS JIEKapCTBEHHOTO MIperaparad, ¥ STHYECKOM SKCIIEPTHU3EL.

2. JIns  mosydeHus] pa3pelieHus Ha IIPOBENCHHE MEXAYHApOIHOI'O
MHOTOIICHTPOBOTO KIMHHYECKOTO MCCIICOBaHMs JIEKApCTBEHHOIO IIpenapara
UL MEIUIUHCKOTO MPUMEHEHUS WIM IOCTPErHMCTPALMOHHOIO KIMHHYECKOIO
MCCIIe/IOBaHMS JIEKAPCTBEHHOTO Ipenapara sl MeAUIIMHCKOIO IIPUMEHEHHs B
YTIIOTHOMOYEHHBIN (efepanbHblii OpraH HCIOJIHUTEILHOM BIIACTH 3aABUTEIb
MpeICTaBISET:

1) 3asBierre O BhIJAYE pa3pelleHUs] HA IPOBEeAEHHE MEKIYHAapOIHOIO
MHOTOI[EHTPOBOI'0 KJIMHMYECKOTO MCCIIENOBAHMS JIEKapCTBEHHOIO Iperapara
JUTE MEIMIIMHCKOro MPHUMEHEHUS! WM IOCTPETUCTPALMOHHOIO KIMHUYECKOIO
UCCIIeIOBAHUS JIEKAPCTBEHHOTO Mperapara JJIsi MeAULIMHCKOTO IPUMEHEHUS;

2) HOKYMEHT, MOJATBEPKAAIOMNNA YIUIaTy TOCYHapCTBEHHOM IIOIUIMHEI 32

BRIIAYY paspelieHrd Ha IIPOBEACHHE MEXAYHAPOAHOI'0 MHOIOLEHTPOBOIO
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KJIWHAYECKOTO0 WCCIIeOBAHUs JIeKApCTBEHHOTO IIpenapaTta AJis MeIUIMHCKOro
IIPUMEHEHNST WM TOCYHapCTBEHHOH INOILIMHBL 32 BBIAAUy pa3pellieHus Ha
IpoBe/ieHue MTOCTPEruCTPaliiOHHOro KJIIMHUYECKOTO HCCIeI0BaHus
JIEKapCTBEHHOTO TIpenapaTa Jijisi MeJUIUHCKOT0 IPUMEHEHUS;

3) oT4eT O MOKIMHUYECKUX HCCIEHOBAaHUSAX JIEKAPCTBEHHOI'O CPEACTBA U
OTYEeT O MPOBEJEHHBIX paHee KIMHUYECKHX HCCIEIOBAaHUAX JIEKapCTBEHHOI'O
Iperapara Juist MeQUIUHCKOro MpUMeHEHUs (TIpy HalH4uu );

4) IpoeKT TPOTOKOJIa KJIMHHYECKOrO0 MCCIENOBAHUS JIEKapCTBEHHOIO
npernapara AJisi MeIUIIMHCKOTO NPUMEHEHNU;

5) Gpourropy MccienoBaTens;

6) nH(GOPMAIMOHHBIA JINCTOK MalM€HTa, YYacTBYIOIIEr0 B KIIMHHYECKHMX
VCCIIeIOBAHMUSX JIEKAPCTBEHHOTO TIpernapaTa i MEJUIIMHCKOTrO IPUMEHEHH,

7) cBenennss 06 ombITe pabOTHI HCCAEAOBATENIed MO COOTBETCTBYIOLIMM
CIELHATIBHOCTAM ¥ HMX OMNbITe paboThl N0 MNPOBENSHUIO KIMHUYECKUX
HCCIIeIOBaHUM;

8) KoM HOTOBOPOB 0053aTENBHOIO CTPAaXOBAaHUS JKU3HHU, 3J0POBbA
NAIMEeHTOB, YYACTBYIOIIMX B KIMHUYECKHX HCCIIEJOBAaHUAX JIEKAPCTBEHHOIO
npernapara JJisi MeANIIMHCKOr0 IPYMEHEHNUS;

9) uHbOpMAaNIHIO O COCTaBe JEKAPCTBEHHOIO IperapaTra [ IOIXyJYeHHs
paspelieHnss ~ Ha  TMPOBEACHHE  MEXAYHapOZHOrO  MHOTIOLIEHTPOBOIO
KIMHAYECKOr0 WCCIeNOBaHus JICKAPCTBEHHOTO Npenapara JJisi MeAHLHHCKOIro

IIPUMCHCHU .
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3.B cpox, He UpeBBIIAIOMMA TSATH pabouux AHEH co OHS NPUHITHL
YKa3aHHOTO B ITyHKTe | 4acTu 2 HACTOSIIEH CTaThU 3agBICHUS U HEOOXOIUMBIX
IIOKYMEHTOB, YIIOJTHOMOYCHHBIN (he/lepaibHbli OpraH UCIIOIHUTEIbHON BIACTH:

1) mpoBOIXAT TPOBEpKY TIONHOTHI Y JIOCTOBEPHOCTH  CBEICHU,
COJIepKaIOMXCsl B IPEACTaBICHHBIX 3asBUTEIEM JOKYMEHTAX;

2) mpuHUMaeT pelieHue O TIPOBEACHUM JKCIEPTU3bl JOKYMEHTOB IJId
MIOJIY4YEHUS pa3pellieHusl Ha MpOBelIeHUEe MEXIYHApOJHOI0 MHOIOLIEHTPOBOIO
KIIMHUYECKOTO MCCHIEOBAHUS JIEKApCTBEHHOTO Iipernapara JUuisl MeIULMHCKOro
TIPUMEHEHHUS] WM IOCTPETMCTPAllMOHHOTO  KIMHHYECKOrO  HCCIeNOBaHUs
JIEKapCTBEHHOrO TMpernapara IS MEAULMHCKOIO IIPUMEHEHMs M ITHYECKOHR
DKCIEPTH3bI MO0 00 0TKAa3e B IIPOBEACHUM YKa3aHHbBIX SKCIIEPTU3;

3) yBeiomiIgeT B TIACHMEHHOUW (opMe 3asBUTENS O MPUHSATOM peLICHUH
WY B Cllydae NPHUHATHS pelieHds o0 OTKa3e C yKa3aHWeM HpUYUH TaKoro
oTKa3a.

4. OcHOBaHHEM JUIsl OTKa3a B TMPOBEJICHUM 3KCIEPTU3BI JOKYMEHTOB I
MTOJIyYCHUsI pa3pelieHns Ha TPOBEIeHUEe MEXIYHAPOJHOIO0 MHOIOLEHTPOBOIO
KIMHAYECKOTO UCCIIEeIOBaHUs JIEKapCTBEHHOTO IIperapara Uil MEeIMLIUHCKOTrOo
NPUMEHEHMS WIH TOCTPErMCTPALMOHHOIO KIMHUYECKOrO HCCIEAOBaHUA
JEKapCTBEHHOTO Tipenapara s MEIUIMHCKOrO IPUMEHEHHS M DTUYECKOU
DKCIEPTH3Bl  SBISETCS IPEJCTABIICHHE JTOKYMEHTOB, IIPEyCMOTPEHHAIX

JacThio 2 HACTOSILEH CTaThby, B HCIIOITHOM o0beMe ubo OTCYTCTBHUE B
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IPEICTABICHHbIX JOKYMEHTaX HCUYEpIbIBAIOIEr0 MepedHss HeoOXOIUMBIX
CBeJleHHH UM HH(OPMAIINH, KOTOPBIe JODKHBI OBITH OTPA)KEHEI B HUX.

5. IIpoBenenne 3KCIEPTH3BI JOKYMEHTOB IS HOJNyYEeHUs pa3pelieHus Ha
IpoBeeHNEe MEXIYHAPOAHOTO MHOTOLIEHTPOBOIO KIMHUYECKOr0 MCCIIe0BaHNs
JeKapCTBEHHOTO  Ipernapara Uil = MEIUIUHCKOro  NpUMEHEeHHs  HiH
HOCTPETUCTPALIMOHHOIO  KJIMHAYECKOTO  MCCIENOBAHHS  JIEKApCTBEHHOIO
npenapara s MeIALIUHCKOTO IPUMEHEHU U 3TUUECKON SKCIIepTU3bl U BbIa4a
paspelieHuss  Ha  IpPOBEINEHHE  MEXKIYHapOJHOrO0  MHOIOLEHTPOBOIO
KAMHNIECKOT0 HCCIeIOBaHMs JIEKapCTBEHHOIO Ipenapara i MEeAULIUHCKOTOo
IPUMEHEHUST WM [OCTPErHCTPAlMOHHOTO KIMHHUYECKOTrO MCCIeNOBaHMs
JIEKapCTBEHHOIO Ipernapara il MeIUIMHCKOrO IPUMEHEHUs OCYIIECTBIISIOTCS
B IOpsIKe, YCTaHOBIEHHOM crtathamu 20 -22 Hactosamero ®enepanbHOro
3aKOHa.

6. Pemrenust 006 OTKaze B MPOBEACHHM OKCIEPTU3bI JOKYMEHTOB IJIs
HOJYYEeHUS pa3pelleHrs Ha MPOBEAEHHE MEXIyHapOIHOI'0 MHOI'OLEHTPOBOIO
KIMHUYECKOr'0 HMCCIICNOBAaHMs JIEKapCTBEHHOI'0 Ipernapara sl MeIUIHUHCKOIo
IPUMEHEHHUS] WM TOCTPErHCTPALHOHHOIO  KIMHHYECKOro  HCCIEIOBaHUSA
JIEKapCTBEHHOTO TMperapara I MEAUIMHCKOTO HPUMEHEHHS H 3THYECKOH
OKCIEPTH3bl W B BbIJaue pa3pelleHuss Ha IPOBElICHHE MEeXIyHapOIHOro
MHOT'OI[EHTPOBOr0 KJIIMHUYECKOT'0 HCCIEeNOBAHUS JIEKApCTBEHHOrO Iperapara

IS MEAHMLMHCKOI'0 INPHMCHECHHS WM NOCTPEruCTPallMOHHOI'0 KIMHUYCCKOIO
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HCCNeOBaHKs JIEKApCTBEHHOTO Ipernapara Al MEIMIIMHCKOro INpUMEHEHHA
MOryT OBbITH OOXKaJOBaHBI B IOPSAAKE, YCTAHOBJIEHHOM 3aKOHOJAATENLCTBOM
Poccuiickoit ®enepauuu.

Cratbs 40. IIpoBeeHne KJIHHUIECKOr0 HCCIEA0BAHUSA
JIEKAPCTBEHHOI0 Npenapara it MeIHIUHHCKOro
npHMeHeHHs

1. PykoBoguTenb MEIWLIWHCKOW OpraHd3aliy, KoTopas IIPOBOIUT
KJIMHAYECKOe HCClIe0BaHue JIEKapCTBEHHOrO Ipenapara sl MeIULHHCKOIo
IpMMEHEeHNs, Ha3HadaeT MCCeqoBaTells, OTBETCTBEHHOIO 3a MpOBE/ICHHE
TAKOTO  MCCJIENOBaHHs M HWMeEIoero  JjiedeOHyl0  CHEelHanbHOCTD,
COOTBETCTBYIOLLYIO MIPOBOAUMOMY KJIMHUYECKOMY UCCIIENOBAHUIO
JIEKapCTBEHHOIO Mpenapara, Co cTakeM paboThl IO NMporpaMMaM KIHHUYECKHX
HCCIIeNOBaHUH JIEKApCTBEHHBIX IpenapaToB HE MEHEe YeM IIATh JIET U IO €ro
IPEUIOKEHNIO Ha3Ha4daeT COHMCCIENOBAaTeNlel U3 d4ucia Bpadedl oToH
MEIHIMHCKON OPraHu3alum.

2. UccnenoBarens OCYIIECTBIsSeT BHIOOp IMalWEHTOB, KOTOphIE II0
MEIMLUHCKAM TIOKA3aHWSIM MOryT OBITh [pPHUBIEYEHBl K YyYacTHIO B
KJIMHAYECKOM HCCJENOBAHUM JIEKAPCTBEHHOT'O IIperapara i MeIUIHHCKOro
MPUMEHEHHUSL.

3. UccnenoBarens ¥ COHCCIIENOBATENM JOJDKHBI OBITH 03HAKOMIIEHBI C
pesyibTaTaMy JOKIMHHYECKOro HCCIIEeNOBAHUA JIEKapCTBEHHOIO CpEeJCTBA,

cojepKamuMucs B Opolmope  HCClie/loBarels, IIPOEKTOM  IPOTOKOJA
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KJIMHAYECKOI0 MCCIe/IOBaHMS JTeKapCTBEHHOTO Ipenapara Ui MeIULHHCKOTO
TIpUMEHEHNUS, pa3paboTaHHBIM Pa3paboTINKOM JICKapCTBEHHOro npernapara Wik
UHBIM IOPHJIMYECKHM JIMIOM, MpUBIEKaeMbIM K OpPraHU3alUd IIPOBEACHHA
KJIMHUYECKOI'O KCCIEIOBaHusl JIEKapCTBEHHOrO Tpenapara s MEIUIMHCKOIOo
TIPUMEHEHUS, ¥ IPYTUMH MaTepualaMy TaKoro UCCIICIOBaHMUs.

4. Opranuzauuy,  OCYIIESCTBISIOUME  OpraHU3alMi0  IIPOBECHHMS
KJIIMHWYECKOT0 MCCIIENOBAHMUS JIEKapCTBEHHOTO IpenapaTa A MeIULUHCKOTO
MpUMEHEHUs W yKa3aHHble B 4dacTu 3 cTarbd 38 Hacrosuero dDenepanbHOro
3aKO0HA, B Clydae HEOOXOMWMOCTH BHECEHWS W3MEHEHUH B IPOTOKOII
KIIMHUYECKOI0 HUCCIENOBAaHUs JIEKapCTBEHHOTO MpenapaTra AJf MEIULUHCKOro
IpUMEHEHNS cooOmarT 00 3TOM B YIOJIHOMOYEHHBIN (enepalbHbIl OopraH
UCITOJIHUTENLHON BIACTH, BBIJIABIIAN pa3pellieHne Ha IPOBEACHHUE TaKoro
UCCIEe0BaHMS.

5.B cpox, He TpeBHIIAIOUME TpuUAUaTH padoumx JHEH co JHA
MOJIy4eHUsl yKa3aHHOTO B vacTu 4 Hacrosimied cTarbd  COOOIICHMS,
VIIOJJTHOMOYEHHBIM  delepanbHbii  opradH  MCHOJHWUTENBHONH  BiacTH
paccMaTpuBaeT TO COOOIEHNEe B YCTAHOBICHHOM MM MOPAJAKE U HNpUHUMAET
pellieHre O BHECEHMM H3MEHEHUH B IIPOTOKOJ KIWHUYECKOTO HCCIeIOBaHHS
JIEKapCTBEHHOTO IIperapara s MeJUIMHCKOr0 IIPUMEHEHNS WX 00 O0TKase BO

BHECEHUM TAKUX U3MECHECHUM.
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6. Knuaryeckoe  uHCCleOBaHWE JIEKQPCTBEHHOrO  Iipernapara Juif
MEIUIMHCKOIO NMPUMEHEHHSI MOXET OBITh MPUOCTAaHOBJIEHO HIM IIpeKpauieHo,
€CIIM B Mpollecce ero MpoBeAeHNU 00HapyKeHa 0IacHOCTh JUIS KU3HU, 3[10POBBS
nangueHToB. B ciydae BO3HMKHOBEHMS ONACHOCTH MUl JKU3HH, 3J0pOBBS
HNaueHTa, y4acTBYIOIIET0 B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOIO
mperapara JIsi  MEAMIIMHCKOrO IpUMEHEHHUs, HCCienoBareny o0g3aHbl
npouH(pOpMUPOBaTE 00 3TOM pPYKOBOIHUTENS MEAULIMHCKOM OpraHu3anud u
OpraHu3al{Io, IMOJYYMBIIYIO pa3pelieHre YIOTHOMOYEHHOro QemepaibHOro
OopraHa MCHOJIHUTEIBHON BJIACTH HAa OPTaHM3ALMIO IPOBEACHUS KIMHUYECKOTO
HCCIIEIOBAHUs JIEKApCTBEHHOrO Ipenapara. PemieHue o0 NPUOCTAaHOBJIEHUH
KJIIMHUYECKOr0 MCCIENOBAHUs JIEKAPCTBEHHOTO IIpenapara A MEIULUHCKOTO
MIPUMEHEHNS! TPUHUMAIOT PYKOBOAUTENh MEAMIIMHCKONA OpraHu3alud U (WJim)
OpraHm3aiys, TOJy4YHBIIasg pa3pellieHHe YIOJHOMOYEHHOTO (enepasbHoro
OpraHa MCIHOJHUTEIBbHOH BJIACTH HA OpPraHU3alvio NMPOBEICHUSA KIWHUYECKOTO
UCCIE0BAaHUs JIEKAPCTBEHHOrO Ipenapara A MEIUWIUHCKOTO NpUMEHEHUs,
pelieHre o MpeKpaeHu TaKor0 UCCIEN0BaHUs IIPUHAMAET YIIOJHOMOYEHHBIH
¢denepanpHbIi OpraH WMCIONHHUTENBHOM BJIAcTU Ha OCHOBAaHMHM COOOIEHHS B
NHACbMEHHOH (opMe PYKOBOAWMTENS MEJUIMHCKON OpraHu3aluy  WiH
OpraHu3alys, MIOJYYHBIIAS pa3peliecHue YIOJIHOMOYEHHOIo (elepaIbHOro
OpraHa MCIOJHUTEIBHOU BJIACTU HA OPraHU3alyio [POBENEHUA KIIMHUYECKOTo

HCCICOOBAHUA JICKAPCTBCHHOIO ITperiapara JIA MEAUITAHCKOro MpuMEHECHH .
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7. B cpok, He TpeBBIUAOLMHI TIITH padounx AHEH CO IHA 3aBEPIICHUS,
TMPUOCTAHOBJICHUS ~ WJIM  TIpeKpallleHds  KIMHUYECKOro  HCCIeJOBaHHA
JIEKapCTBEHHOTO TIpernapaTta Uil MeJUIMHCKOTO INpHMEHEHUs, cooduienue ob
TOM HAaIpaBIsieTCs OPTraHU3alUsMM, YKa3aHHBIMM B 9acTH 3  CTaThu 38
Hacrosero @ejepalbHOTO 3aKOHA, B YIOTHOMOUYEHHBIA (esiepalbHbI opraxn
VICTIOTHUTENbHOM BIACTH 110 yCTaHOBIEHHON MM (opMe.

8. Dopma coolmeHuss O 3aBEepUICHUM, [PUOCTAHOBICHUN  WJIH
IIPEeKpaIleHNH KJIMHUYECKOrO HCCIENOBAHUS JEeKapCTBEHHOrO Iipenapara i
MEIUIIMHCKOTO MIPUMEHEHHUs JOJKHA COJIEPKaTh:

1) uadopmanuio 0 MEIULUMHCKOW OpraHu3allid HIH MEAULIMHCKUX
OpraHu3alusX, IIPOBOAUBIINX JaHHOE UCCIEJOBAHUE;

2) omyicaHyue JaHHOTO UCCIIEAOBAHNUS;

3) nanHple Wccaenosarens ((aMumnus, UMs, OTYECTBO, MECTO pabOTHI,
3aHUMaeMas ~ JIOJDKHOCTh,  CHEUHaJbHOCTB,  [epedeHb  KIMHHYECKUX
WCCIIeJOBAHUHA JIEKapCTBEHHBIX IIPENapaTos, B KOTOPBIX OH IPHAHUMAI y4acTUe
(meproibl y9acTys) B Ka4eCTBe UCCIIeIOBATeNIsl HIIM COUCCIe0BaTeNs);

4) pe3ynpTar [AaHHOTO HCCHEeNOBaHUS (3aBeplleHHEe, IIPUOCTAHOBIECHUE
WM TIpeKpallieHue JaHHOro MCCIe0BaHNs C yKa3aHUeM HX NPUYMH U BIUSHUA
Ha OIIEHKY ero pe3ylbTaroB, OOIIYI0 OLEHKY PHUCKa M OXUAAEMOH IIONB3BI OT
IPUMEHEHUS  HMCCIIelyeMOro  JIEKapCTBEHHOI'O — IIpemapara, a  TaKkke

npeJroiaraeMple gansHeime 1eicTBr).
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9. VnomHoMOueHHBIM (elepalibHblii Oprad HCIOJHUTENBHOR BJIACTH
OonmyOJIMKOBEIBAET M pa3MeliaeT Ha CBOeM OQUIHAILHOM caliTe B ceTH
«HHTepHET» CcOoOOIIEeHNE O 3aBEepUICHUH, IIPUOCTAHOBICHUN WIIA IpEeKpallieHud
KJIMHUYECKOro MCCIIeIOBaHUS JIEKapCTBEHHOIO Ipernapara il MeIULIMHCKOTO
IpUMEHEHHs B CpPOK, HE MpeBbIIaouil maTu pabounx OHedl co OHA ero
MIOJIyY€HHUS, B YCTAHOBIICHHOM UM IIOPSJIKE.

10. YronHOMO4YeHHBIH (eiepanbHBIl OpraH HCIOJHUTENbHON BIACTH
OCYLIECTBIIZIET BEJEHHE peecTpa HCclefoBaTesneil, IPOBOMIIIAX WIH
IPOBOAMBIINX KJIMHUYECKUE WCCIEAOBAHMS JIEKAPCTBEHHBIX MPENapaTroB s
MEIUIMHCKOTO TIPUMEHEHWd, B COOTBETCTBUU C YTBEPKIEHHBIMH UM
OpaBHjiaMM M pa3MelllaeT ero Ha cBoeM oQuuuajibHOM calite B ceTu
«/lHTEpHET» B YCTAaHOBJIEHHOM MM TOpsKe. YKazaHHBIA PEECTP CONEPKUT
MH(OPMaIHIO, NPEAYCMOTPEHHYIO ITYHKTOM 3 4acTd 8§ HacTosIIel cTaThy.

11. OTuer o pe3ynpTaTax KIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO
openapara il MEAUIUHCKOTO IPHUMEHEHHS COCTaBIsfeTcs OpraHu3aiyei,
ykasaHHOM B wyactu 3 ctarbu 38 Hactosgmero PenepalbHOro 3aKOHa, Ha
OCHOBAaHMHU 3aKJIIOUEHMA MENUIMHCKUX OpraHW3allii, NPOBOAUBINUX 5TO
UCCIIeIOBaHUEe, U TIPEICTaBIIIETCS B YIIOJHOMOYCHHBIH (enepalbHblil opran
WCIONIHATENbHON BNAcTH, BBAABUIMN pa3pellieHHe Ha MPOBEJEHUE 3TOro

HCCJICIOBauMsA, B CpPOK, HC HpeBBIHIaIOI]II/Iﬁ TpEX MECAUECB CO [OHA €ro
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3aBepUIeHHs, IPUOCTAHOBICHMS WX IIPEKpaIlleHus], B TOPSAIKE, YCTAHOBICHHOM
YITOTHOMOYEHHBIM (pejlepalbHBIM OPraHOM UCTIOHUTENBHOM BIACTH.

12. Hapyuienvie mnpaBrl  KJIMHUYECKOM TIpakTHKH, Qambcudukanms
Pe3yNbTATOB KIMHUYECKOTO WCCIEHOBAHUS JIEKAapCTBEHHOI'O Iipenapara s
MEJIMIIMHCKOTO TIPUMEHEHHS BJIEKYT 3a OO0 OTBETCTBEHHOCTH B COOTBETCTBUN
C 3aKOHoOjlaTenbcTBOM Poccuiickoi Menepanmu.

13.1lpn mnpoBefieHUM KIMHUYECKOTO HCCIEIOBAHMUS JIEKAPCTBEHHOTO
Tiperniapata Ui MEIWIIMHCKOTO NpPUMEHEHHUs JOIycKaeTcs 3a0op y MauueHTOB
OMONIOTHYECKUX MaTepuasioB (00pa3ibl OMONOTUYECKUX JKUIKOCTEH, TKaHEH,
CEKPeTOB M TNPOAYKTOB JKU3HEAEATEIHHOCTH dYeloBeka, (U3MOJOTMYECKUX U
I1aTOJIOTUYECKUX BBIJIEJIEHUH, Ma3KoB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB,
OMOTICHUHBIA Martepuan) ais HMX U3ydYeHUus Ha Tepputopun Poccuiickoi
Oeneparuu 1 (W) 3a npeaenaMu Tepparopun Poccuiickoit enepanuy.

14. Tlopsnox BBO3a Ha TeppuTopuio Pocculickoit @enepaliun ¥ BLIBO3a 3a
npenensl Tepputopuu Poccuiickoit Denepanyy OGMOTOTHYECKMX MaTepHAIIOB,
MOJYy4YEeHHBIX NPUA HPOBEAECHUM KIMHUYECKOIO HCCIEAOBAaHUS JIEKapCTBEHHOIO
rpernapara JUIst MEIULHUHCKOTO TIPUMEHCHMS, YCTaHaBIUBAECTCA

IIpaBurenscrBom Poccuiickoit Penepanuu.
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Cratesi 41. JloroBop o0 HpoBedeHHM KIAHHAYECKOr0 MCCIEA0BAHUSA
JIEKAPCTBEHHOTO  mpenapara  JAJds  MeJHIHHCKOI0
NPUAMeHeHns!

1. KnrHudeckoe  wWccieloBaHME JIEKapCTBEHHOTO  Ipenapara  JUid
MEIUOMHCKOTO TPHMEHEHUs IPOBOAUTCA B COOTBETCTBUU C JOTOBOPOM O
MPOBEACHUN KIVHWUYECKOrO MCCIEHOBAaHUS JIEKapCTBEHHOTO mpemnapara s
MEAMLMHCKOTO  TPUMEHEHMs,  3aKjiodaeMblM  MEXIy  OpraHu3aluen,
TOJIyuYMBINIEH  paspelieHde  YINOJHOMOYEHHOro  (enepanbHOro  Oprasa
HCIOJHUTENBHOM BJIACTH HA OpPraHU3al{IO IIPOBEINEHUS TaKOIO UCCIeNOBaHNUd,
A MEIOUIMHCKOW oOpraHu3alued, OCYIIECTBISIOMIEel HpOBEAEHHE TaKoro
UCCTIEAOBaHMS.

2. JloroBop o MpoBeIeHUH KIMHAYECKOIO UCCIEAOBAHHA JIEKAPCTBEHHOIO
npernapara 1yl MeJUIUHCKOrO IPUMEHEHH JOJDKEH CONEpKaTh:

1) ycnoBus 1 CpOKM NPOBEACHUS JAHHOIO UCCIIEIOBAHNUS,

2) onpenenenue o0IIed CTOMMOCTH NIPOrpaMMbl JaHHOI'O MCCIIETOBAHMS C
yKa3aHueM CyMMbI, IIpeJHa3Hadaloolleiics JJd BBHILIAT HCCIEAOBATENM,
COUCCIIEAOBATENSM;

3) onpenenedue  (QopMbl  NPEACTABIEHHSA  PE3YJILTATOB  JIAHHOTO

ACCIeNOBaHMsd B YIIOJHOMOUCHHBIN (efepanbHblii OpraH MCIOIHUTEILHOR

BIIAaCTH.
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Cratpsg 42. DuHaHCOBOE o0ecneYeHHE KIMHHYECKOr0 HCC/1e10BAHUS
JIEKAPCTBEHHOT0 Mpenapara s MeAHIHHCKOTO
npHMEHEeHU

PuHaHCOBOE obecrieuenue KIIMHAYECKOT O UCCIIENOBAHMS
JIEKapCTBEHHOr0 TiperiapaTta Jidl MeIUIMHCKOTO MPUMEHEHUs OCYLIECTBIISETCS
3a CUET:

1) cpencts penepansHOro 0r0IKETA;

2) cpeACTB Opranu3alivii, NOJIYYMBINMX paspelieHne Ha OpraHU3aniio
MIPOBEACHUS JAHHOT'O MCCIICJOBaHMs, B COOTBETCTBUHU C YCIOBHSIMHM JI0I0BOPA O
€ro IPOBE/ICHUH;

3) MHBIX He 3alpelleHHbIX 3aKoHoJaTenbcTBOM Poccuiickon @ezepanun
UCTOYHHUKOB.

Crates 43. IlpaBa nauneHTOB, YYaCTBYIOWHMX B KIUHHHYECKOM

HCCJIENOBAHUM JIEKAPCTBEHHOI0 npenapara A
MeIMIHHCKOr0 NPUMEeHEeHU A

1. YuacTe manpeHTOB B KJIMHUYECKOM HCCIENOBAHMM JIEKAPCTBEHHOTO
mpenapara sk MeIUIIMHCKOTO MPUMEHEHHUS] SIBIIAETCS JOOPOBOIBHEIM.

2.TlanwedT wWAM €ro 3aKOHHBIA TPENCTaBUTENh JOJDKEH OBITH
MHPOPMHUPOBAH B IICBMEHHOH popMe:

1) o JekapcTBeHHOM Iipemapare Ui MEOHUMHCKOIO MPUMEHEHHS H
CYIDHOCTH KJIMHUYECKOTO UCCIEAOBAaHU ITOT0 JIEKAPCTBEHHOIO IIpelapara,

2) 0 0e30macHOCTH JIEKApCTBEHHOIO Ipenapara Uil MEIUIHHCKOro

IOpuMEHECHU A, €I'0 OKuIaeMon 3(1)(1)6KTI/IBHOCTI/I ¥ CTCHECHH pHUCKa JJid NaleHTa,
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3) 06 yCcnoBUSX YyYacTHsl TANMEeHTa B KIMHHUYECKOM MCCIEIOBAaHUU
JIEKapCTBEHHOTO Tperiapara i MeJHIMHCKOrO IPUMEHEHUT;

4)o mend WM HeIIX U OPOJOIDKUTENLHOCTH — KJIMHHYECKOIr'o
YCClieI0BaHMs JIEKAPCTBEHHOTO Mperapara A1 MEJUIUHCKOr0 IPpUMEHEHUS,

5) 0 HeHCTBUSAX TIAlKEHTa B Cllydae HellpeABUIEHHBIX 3Q(QEKTOB BIIASHUA
JIEKapCTBEHHOTO Ipenapara i MeAULUHCKOrO IPHMEHEHUs Ha COCTOSHHUE €ro
3[I0POBBS;

6) 06 ycroBHsx 00s3aTeNBHOTO CTPAXOBAHH XKU3HM, 3M0POBbs ITal[HeHTa,;

7) 0 rapanTUsAX KOH(QUAESHINANTFHOCTH YYACTHs NAMEHTa B KIMHHYECKOM
WCCIIEOBAHKH JIEKAPCTBEHHOTO MpernapaTta Uil MEJUIIMHCKOrO IIPUMEHEHHS.

3. JloGpoBoiibHOE cornacue MalMeHTa Ha y4YacTHE B KIMHHYECKOM
UCCIIEOBAHNK JIEKAPCTBEHHOI'0 Ipenapara Ui MEIULUHCKOrO IPHMEHEHHUS
IIOATBEPIKAAETCS ero HOANUCHIO MM IOANMCHIO €r0 3aKOHHOI0 IPEACTaBUTEN
Ha HHGOPMAIMOHHOM JTUCTKE NAI[MEHTA.

4. TTanueHT WM €ro 3aKOHHBIM IPECTaBUTENb UMEET NIPaBO OTKa3aThCAa
OT y4YacTHsl B KIMHAYECKOM HCCIENOBaHMM JIEKAPCTBEHHOIO Iperapara s
MEIMIMHCKOI0 TNpUMEHeHuss Ha Jo00H CTaAuH IIPOBEIEHHS  TaKoro
HCCTIeIOBaHUSL.

5. [IpoBenenue KIMHAYECKOTO UCCIIEOBAHUsA JEKapCTBEHHOIO IIperapara

Ui MEAULUMHCKOro IPUMCHCHHSA C Yy4aCcTHEM B KadeCTBE NAUCHTOB aereu
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JOIyCKAaeTcss TONBKO C coriacdsi B NUCbMEHHOH Qopme wuxX popuTenei,
ychiHOBUTeNneH. JleTn MoOryr paccMarpuBaTrhCs B KAU4eCTBE IMOTEHIHMAIBHBIX
NalMeHTOB TaKOTO KCCIe0OBaHMS, TOJABKO €CJIM ero HMpoBedeHHe HeoOXOIHMMO
I YKpeIUIEHHsl 300pOBbA  JleTed MM TNpOQUIAKTHKM WHOEKIHOHHBIX
3a00neBaHMii B JETCKOM Bo3pacTe JMOO €CIM LEeNbI0 TaKOro HCCIeHOBaHHSI
SBJSIETCS. TIOJNIydeHHE MaHHBIX O HaWIyJilel MO3MPOBKE JIEKapCTBEHHOTO
npenapara JJisg JedyeHus Jereii. B oTuX ciayyasx TakoMy HUCCIIeI0OBaHUI0 JODKHO
NpeAlIecTROBATh KIMHUYECKOe MCCIeIOBaHNe JEeKapCTBEHHOTO mpenapara s
MEAMIMHCKOTO TPUMEHEHUS Ha COBEPIIEHHONETHUX MpakiaHax.

6. 3ampeiaercs IpOBEACHNE KIIMHUYECKOTO UCCIIeJOBaHHUS
JIEKapPCTBEHHOTO Tperapara JUisi MeJUIVHCKOro NPHUMEHEHHUS C y4acTHeM B
Ka4eCTBE MallieHTOB:

1) nereii-cupot U fAeTed, oCTaBIIMXCS O€3 MoNeYeHus: poAuTeNneH;

2) )KeHIIWH B MepuoJi OepeMeHHOCTH, >XCHIWMH B IEpUoj] TIPYJHOro
BCKApMIIMBAHHUS, 3@ HCKJTIOUEHHEeM CIIy4yaeB, €CJH IPOBOJHUTCS KIMHHYECKOE
UCCleJOBaHUE JIEKAPCTBEHHOIO Tpenapara, IpeIHa3HauYeHHOro sl yKa3aHHbIX
YKEHIIMH, NPU YCIOBHU HEOOXOIMMOCTU IONyHYeHUs] MH(OPMALMU TOJIBKO BO
BpeMs [pPOBeleHWS COOTBETCTBYIOIMX KIMHHYECKHX HCCIENOBAHAN ¥
HNPAHATUS BCEX HEOOXOAWMBIX Mep IO UCKIIOYEHHIO PHCKA HAHECEHUs Bpela
XKEHIIMHE B [epuo] OepeMEeHHOCTH, JKEHIIWHE B Iepuoj IPyIHOro

BCKapMJIMBaHuA, IJIOAY UK pe6eHKy;
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3) BOeHHOCHYXAIMX, 3a  MCKIOYEHWEM  CIIy4aeB  IIPOBEICHUS
KJIMHAYECKOT'0  WCCIIeJIOBaHMs JIGKapCTBEHHOTO  TIpelapara, CHenHaIbHO
pa3paboTaHHOTO Ui TpPUMEHEHWs B YCIHOBHMSAX BOEHHBIX JEHCTBUH,
Ype3BBIYAHHBIX CUTyallul, TPOPHUIAKTUKM U JedeHMs 3a0oneBaHud MU
IIOpAKEHUH, TIONYyYEeHHBIX B pe3yinbTare BO3AEHCTBUS HeOIaronpusITHEIX
XUMHWYECKUX, OWOJIOTHYECKUK, paaualdoHHbIX ¢akropoB. Krnunudeckoe
HCCIIC/IOBAHUE TAKOro JIEKapCTBEHHOTO IIperapara MOXeT IIPOBOAUTECA C
y4acTHEeM B KadecTBe [allMeHTOB BOEHHOCHYXAIMX, 34 MCKIIIOYEHUEM
BOEHHOCIIYXAIWX, MPOXOJSUIMX BOEHHYIO CIyXk0y II0 HpU3BIBY, C
coOmojienrneM TpeOOBaHWM, YCTaHOBJEGHHBIX HacTrosmuMm DepepanbHbIM
3aKOHOM B OTHOIICHUHU TPAXIGHCKUX JIULL;

4) COTPYAHUKOB MPaBOOXPAHUTEIBHBIX OPIaHOB;

5) nuii, OTOBIBAIONINX HaKa3aHHE B MECTaX JHUINeHUs CBOOOBI, a TaKkKe
JIVITI, HAaXOHALIUXCS IOl CTPa)Ke! B CIIEICTBEHHBIX U30/ISTOPAX.

7. Homyckaercs MIPOBE/ICHUE KJIIMHUYECKOTO HCClIeIOBaHus
JIEKapCTBEHHOTO npenapara TUTSE MEJIUIMHCKOTO IIPUMEHEHMS],
IpeHAa3HAYEHHOI'0 JUIS JIedeHUs [CHXU4YecKUX 3a0ojeBaHMH, ¢ ydacTUeM B
KauecTBe IMAIMEHTOB JIUI C INCHXHYECKUMU 3a00NneBaHUSIMM, UPU3HAHHBIX
HENeeCnOCOOHBIMM B TIOpPSiAKe,  YCTAHOBJIEHHOM  3aKOHOJATEIbCTBOM

Poccuiickon (De)lepaumd. Kinupudeckoe ucclIeIOBaHUE JEKapCTBCHHOI'O
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npenapaTta B 3TOM Cilydae MPOBOJWTCS MPU HAJMYMHU COTNACHS B ITHCHMEHHOR
dopMe 3aKOHHBIX TIpeACTABUTENEH YKA3aHHBIX JIHII.

Cratps 44. O0sa3aTebHOE CTPAXOBAHHUE JKU3HH, 3A0POBbS NAUHEHTA,

YYACTBYIOIIEr0 B KJIMHAYECKHX HCCIEI0BAHMAX
JIEKAPCTBEHHOI0 Mpenapara Ajs MeJHIHHCKOI0
NpHAMEHeHH s

1. Opranu3anys, MOIy4YHUBINas pa3pelleHne Ha OpraHu3aIiio MPOBeIeHUS
KIHHAYECKUX MCCIeIOBaHUi JIEKapCTBEHHOr0 mpenapara s MeIUITHCKOro
NpUMEeHeHHs, 0053aHa CTPaxoBaTh *KU3Hb, 3[0POBbE IAlMEHTa, YJacTBYIOIIETO
B KIMHHYECKUX HCCIEAOBAHUSX JIGKAPCTBEHHOTO INpernapara, 3a CBOU cCYeT B
KayecTBe CTpaxoBaTesid IMyTeM 3aKIOYeHHs] JOroBopa o00s3aTelnbHOro
CTPaxoBaHUsl JKW3HM, 3710POBBS JIAHHOI'O MAlMEHTa Ha Cilydyail NpUYUMHEHHUS
Bpe/a KU3HU UM 3JOPOBBIO NAIEHTa B Pe3yJbTaTe IPOBEICHUS KINHIYECKUX
ACCIIEOBaHNN JIEKapCTBEHHOIO Iperapara il MEAMLMHCKOTO IpHMEHEHHS
(manee B HACTOSIIEH CTaThe — JIOTOBOP 00513aTENLHOrO CTPaxoBaHMM).

2. O6beKTOM 0053aTENLHOI0 CTPaxXOBAHUS SABIBIETCS HWMYLIECTBEHHBIN
WHTEpeC MalMeHTa, CBS3aHHBIM ¢ MPUYMHEHHEM BpEla JKU3HU HIU 3[40POBBIO
manyeHTa B pe3yibTaTe  NPOBEACHWS  KIMHWYECKMX  HMCCIIeZOBaHUHR
JIEKapCTBEHHOTO Npenapara JJIsi MeJUIMHCKOrO IPUMEHEHHS.

3. CTpaxoBBIM cCllydaeM II0 JOTOBOPY OOS3aTENbHOrO CTpaxoBaHUs

SABJISIETCA CMEPTh HAIMECHTa WM YXYIUICHHUE €ro 3J0pOBLA, B TOM YHCIE

BJIECKYLICC 34 coboii YCTAaHOBJICHUC HHBaJIMIHOCTH, BCICACTBHC YYacCTHs B
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KIIMHAYECKHX HCCIEeNOBAHUSIX JIEKQpCTBEHHOrO Iipenapara ¥ IpU HaJIWYHH
IPUYMHHO-CIIEICTBEHHON CBSI3M MEXAY HACTyHMHBIIMMH COOBITHSAMH U MIPUEMOM
JeKapCTBEHHOT 0 IIpernapara.

4. TpeboBaHHs O BO3MEIUGHUM Bpela, NPUUMHEHHOTO >KU3HU WIH
30POBBIO NALMEHTA, YAOBIETBOPAIOTCS B TEUEHUE CPOKOB MCKOBOW JTaBHOCTH,
YCTaHOBJICHHBIX IPaKJaHCKUM 3aKOHOAATEILCTBOM.

5. Pasmep cTpaxoBoil BHIILIATHI IO JOTOBOPY 0053aTe€NIbHOTO CTPaxOBaHUs
COCTaBJISIET:

1)B cirysae cMmepTu MalKWeHTa JBa MUJUIMOHA pPyOsedl Ha Kaxnoro
MalMeHTa, YJacTBOBaBIIErO B KIMHUYECKUX HCCIENOBAHMAX JIEKAPCTBEHHOI'O
npernapara;

2) npu yXy[AUI€HAHN 310POBbs NallleHTa:

a) MOBJIEKIero 3a co00H yCTaHOBIEeHHME WHBAIUAHOCTH I rpymimsl, oguH
MIJUIMOH IATHCOT THICAY PyOsiell Ha KaXJ0oro HanueHTa, y4acTBOBABIIETO B
KIMHAYECKUX UCCIEeN0BAaHUAX JIEKapCTBEHHOIO IIpenapara,

©) mosJieKIero 3a coboli ycraHoBjenue uHBaMMAHOCTH I rpynmsl, oguH
MHJUIHOH pyOnedl Ha KaXJ0ro MalWeHTa, yJacTBOBABIIEIO B KIMHHYECKUX
MICCNEOBAHUSX JIEKAPCTBEHHOTO IIperapara;

B) MOBJIEKIIEro 3a coboi ycraHosienwe uHBamMaHoctw I rpynmsl,
IATHCOT THICSY pyOJiel Ha KakI0To NallMeHTa, y4aCTBOBABIIEro B KIMHUYECKUX

HCCICNOBaHUAX JICKAPCTBCHHOI'O IpeIiapara;
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T') HE MOBJIEKINIEro 3a COOOH yCTaHOBJICHUS MHBATUAHOCTH, He Oollee YeM
TpUCTa THICSY pyOsell Ha KaKIOTO MallMeHTa, yIacTBOBABIIETO B KIMHHYECKHX
HCCIEIOBAHMAX JIEKAPCTBEHHOTO TIpenapara.

6. Pazmep cTpaxoBBIX BBIIIAT MOXET OBITh YBEJIWYEH HAa OCHOBAHHH
pereHus cya.

7. Cpox poroBopa 0043aTeIbHOTO CTPAaxOBaHHS HE MOXET OBITH MeHee
4eM CpOK MpOBEAEHUS KIMHUYECKOr0 WCCIeHOBaHUS JIEKAPCTBEHHOIO
npernapara.

8. CtpaxoBble Tapudbl 10 00S3aTEILHOMY CTPaxOBAaHMIO JKU3HH,
3I0pPOBbSl  MAI[MEHTa, YYaCTBYIOIIEr0 B KIUHUYECKUX HCCIEIOBAHUAX
JIEKapCTBEHHOr0 IIperapara, IiepedeHb HEOOXOAMMBIX JTOKYMEHTOB JUJIs
OCYILIECTBIIEHUs] CTPAXOBOM BBILIATHI, MOPSIOK YIUIATBI CTPaxOBOH IpeMHH,
NOPSZIOK peajin3aliil ONpeAesIeHHbIX HacTosmuM @DenepanbHBIM 3aKOHOM H
Apyrumu (efepalbHBIMI 3aKOHAMU NPaB U 0053aHHOCTEH CTOPOH IO JIOTOBOPY
00s3aTeILHOTO  CTPaxOBaHMA  YCTAaHABIHBAIOTCSA THIIOBBIMH  IPaBHJIAMH
00s513aTebHOI0 CTPAaxOBaHUS JKU3HH, 340POBbS MAlMEHTa, YYACTBYIOIIETO B
KJIMHHYECKUX HCCICAOBAaHMAX JIEKapCTBEHHOTO Ipernapara, yTBeP)KICHHBIMH
IIpaButenscrBoM Poccuiickoit Menepanyn.

9.B ciyvyae nDpu4MHEHHUs Bpela XW3HH IMalWCHTa, YJAaCTBOBABIIEI'O B

KIHMHHYCCKUX HCCIICIOBaHNAX JCeKapCTBCHHOIO Iipenapara,
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BBHIFOZIONIPHOOpETATESIMYA TI0 HOTOBOPY 00S3aTEIBHOI0 CTPAXOBAHUS SBIISIOTCS
rpaxaaHe, WMeEIOMHE IIPpaBO Ha BO3MEIICHME Bpeda B Cliydae CMEPTH
KOPMHJIBIIAa B COOTBETCTBHH C TPaXIAaHCKHM 3aKOHOJATEIbCTBOM, IpH
OTCYTCTBUHM TaKUX IpaxiaH - POJUTENH, CYIpPYr, HETU YMEPIIEro MalMeHTa,
Y4aCTBOBABIIET0 B KIMHHYECKUX MCCIEIOBAHMAX JIEKAPCTBEHHOIO Mpenapara, B
cly4ae CMEpPTH NAalUeHTd, y4acTBOBABLIEIO B KIMHHYCCKUX HCCIEAOBAHMIX
JIEKapCTBEHHOT'O IIpenapara M He HMEBIIEro CaMOCTOSTENBHOIO [oXoja, -
rpaxjaHe, Ha HKOUBEHUU KOTODPBIX OH HAXOJIMJICSA, B OTHOLIECHUU BO3MEICHHUS
pacxonoB Ha TorpeOeHue MNalUeHTa, Y9YaCTBOBABINEIO B KIMHHYECKHUX
HCCIIEOBAHUSX JIEKAPCTBEHHOTO IIpelapara, - JIHIo, IIOHECIIee TaKhe Pacxolbl.

10. CtpaxoBast BbIIIaTa B CYET BO3MEILIEHHS Bpena, MPUIHHEHHOTO
KH3HH  [IallMeHTa, yYacTBOBaBIUEr0 B  KIMHMYECKHX  HCCIACHOBaHMAX
JNIEKapCTBEHHOIO Tpenapara, pacupeaesseTcss MeXAy BhIrofonprodpeTaTensaMu
MPONOPLHMOHAIBHO UX KOJIMYECTBY B PAaBHBIX OJIAX.

11. Tlpu HacTyIUIEHMH CTPaxoOBOIO Ciiydas MNalMeHT, y4acTBOBaBIUUA B
KJIMHAYECKUX UCCIIEA0BaHUAX JIEKapCTBEHHOTIO npemnapara,
BLITOJONpHOOpeTaresib BIPaBe IPENbSIBUTL HEMOCPEICTBEHHO CTPaXOBIIHKY
tpeboBaHWEe O BO3MEIICHWU [IpUUMHEHHOro Bpena. (CTpaxoBas BbILIATA
OCYHIECTBIIAETCS CTPAXOBIIMKOM B TEYEHHE TPUAUATH JHEH CO JHA

IIpeACTaBlieHst HEOOXOAMMBIX JTOKyMeHTOB. IlanueHT, yd4acTBOBaBIIMHA B
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KJIMHUYECKHX UCCIIeIOBAHUAX JIEKapCTBEHHOT'O npemnapara, U
BBIrOiONIpHOOpeTaTENs B COOTBETCTBHH C 3aKoHOJaTeiabcTBOM Poccuiickoit
Menepanyn B 06JaCTH TEPCOHATBHBIX JAHHBIX 00513aH COOOIINTL CTPAXOBIIUKY
onpeJelieHHbIe YKa3aHHBIMH B YacTH & HAcToAIMled CTaTbM THUIIOBBIMH
IpaBUaMH  CTPaxOBaHWS  JKU3HW, 3I0pOBbS Y  HEOOXOAHMMBIE  [UIA
OCYLIECTBJICHUS CTPaXOBOM BBIIIJIATE! CBOU IIEPCOHATIbHBIE TAHHEIE.

12. Jlo monHoOro omnpenelieHUs pa3Mepa MMOMIeKAlIero BO3MELIECHUIO
Bpe/a CTPaxOBINUK MO 3asBICHUIO NAlMEeHTa, YYAaCTBOBABLIEIO0 B KIMHHUYECKUX
UCCIIEJOBaHUAX  JIEKApCTBEHHOro  IIpernapara, Ul 3asBIICHUIO
BHIFOJIONIpHOOpEeTaTeNss BIPABE OCYLIECTBUTh YacTh CTPAXOBOH BBIIATHI,
COOTBETCTRYIOLIYIO (PaKTHUECKH ONPEAETICHHON YacTy NPUYMHEHHOI0 Bpeja.

13. CtpaxoBasi BbIINIaTa B COOTBETCTBHU C JOTOBOPOM 0053aTEIbHOIO
CTPaxOBaHMS OCYIIECTBJISIETCS HE3aBHCHMO OT BBIIUIAT, NPAYMATAIOMIKXCS II0
JPYTHM BHJIaM CTPaxOBaHMUSI.

14. KoHTponb 32 UCTIONHEHHUEM OpraHu3anueil, MoLyYnBIIEeH paspelicHue
Ha OpraHU3alMIO TPOBEACHUS KIMHHYECKUX MCCIENOBAHUN JIEKAPCTBEHHOIO
nperapara, YCTAHOBJIEHHOW  HAacTosmedl  cTratbedl  OOS3aHHOCTH IO
00s3aTeIbHOMY CTPaxOBaHUIO JKM3HH, 3/I0POBbs NALEHTA, YYaCTBOBABILIErO B
KJIMHUYECKUX MCCIAEIOBaHUAX JIEKAPCTBEHHOr0 Ipernapara, OCYIIECTBISETCS

YIOJIHOMOYEHHBIM (eiepaibHbBIM OPraHOM HCIIOJIHUTENFHOW BIIACTH, KOTOPHIH
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BBLIACT paspelicHus Ha  IIPOBEACHUE  KIIMHHUYCCKHUX HCCIIeIOBAHUM

JICKapCTBCHHBIX ITpCapaToB.

I'naa 8. IIpon3BoaAcTBO H MapKHPOBKA JIEKAPCTBEHHbBIX CPEACTB

Cratps 45. IIpou3BOACTBO JIEKAPCTBEHHBIX CPeJCTB

1. Ilpon3BoACcTBO JNEKApCTBEHHBIX CPEACTB JOJDKHO COOTBETCTBOBAThH
npaBuiiaM OpraHu3alliy TIPOU3BOACTBA M KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX
cpencts, yreepxkaeHHbIM [IpaBuTenscTBoM Poceniickoin Menepariui.

2. [Ipon3BOACTBO JIEKAPCTBEHHBIX CPENCTB Ha TeppuTopuu Poccmiickoi
@®enepanuy OCYIIECTBISIETCS IPOU3BOAUTENSIMU JIEKAPCTBEHHBIX CPELICTB,
MMEIOIIUMHU JIUIEH3UIO Ha PON3BOACTBO JIEKAPCTBEHHbBIX CPENCTB.

3. [Ipou3BoACcTBO  JEKApCTBEHHBIX  CPEACTB  OCYINECTBISETCA €
cobmofenneM  TpeOOBaHWH  MPOMBIIUIEHHOIO  PErjlaMeHTa,  KOTOPBIH
yTBepXKAAeTCs PYKOBOJAUTENEM IIPOU3BOJUTEN JIEKAPCTBEHHBIX CPEACTB H
BKJIIOYAET B ceOs IepeueHb MCIONB3yeMBIX (papMaleBTUHYeCKUX CyOCTaHIuH 1
BCIIOMOTaTeIbHBIX BEIIECTB C YKa3aHUEM KOJUYECTBa KaXJI0ro U3 HUX, JaHHbIE
00 HCrob3yeMOM OOOpYHZOBaHUM, ONMCAHHME TEXHOJIOTMYECKOIro Hpoluecca H
METOHOB KOHTPOJISI Ha BCEX 3Tanax IpPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.

4.Tlpy  TpPOM3BOACTBE  JICKAPCTBEHHBIX  CPEACTB  UCHONB3YIOTCH
dapmaneBTHYeCKHEe CyOCTaHIIMM, BKJIIOYEHHBIE B TOCYJApCTBEHHBIH peectp

JCKAPCTBCHHBIX CPCACTB.
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5. 3anpeiaeTtcs MPOM3BOACTBO:

1) lekapcTBEHHBIX CPECTB, HE BKIFOYCHHBIX B MOCYAapCTBEHHBIA peecTp
JTCKapCTBEHHBIX CpEeACTB, 3a HCK/DOYEHHEM JICKapCTBEHHBIX  CPEJCTB,
TIPOM3BOJMMBIX JIJIs1 IPOBEICHUS KIMHAYECKMX UCCIeIOBAaHUM U I DKCIIOPTA;

2) banscuUIMPOBAaHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) neKapcTBEHHBIX  CPEACTB 03  JMUEeH3WH Ha  IPOU3BOACTBO
JEKapCTBEHHBIX CPEJICTB;

4) TexapCTBEHHBIX CpPEACTB C HapyllieHWeM INpaBujl OpraHU3aluu
IIPOU3BOACTBA M KOHTPOJIA Ka4eCTBa JEKapCTBEHHBIX CPECTB.

6.Ilpu BBOZe JEKapCTBEHHBIX CPEICTB B TIPAXTAHCKUE 000pOT
YIOTHOMOYECHHOE JIMIO IIPOU3BOIUTENS JI€KAPCTBEHHBIX CPEJICTB OCYIECTBIIAET
MOJTBEPIKACHUE  COOTBETCTBHS  JIEKAPCTBEHHBIX  CPEACTB  TpeOOBaHUSAM,
YCTaHOBIEHHBIM TIPU WX TOCYAapCTBEHHON PETMCTpaliiy, ¥ rapaHTUpyeT, 4TO
JeKapCTBEHHEIE CpelcTBa MPOM3BEJEHBl B COOTBETCTBHMU C IIPaBUIaMHU
IIPOX3BOJICTBA ¥ KOHTPOJS KayecTBa JIeKapCTBEHHBIX CPEJICTB.

7. YIIOJTHOMOYEHHBIM JIMIIOM [IPOM3BOJUTEINS JEKApPCTBEHHBIX CPEACTB
ABIIAETCSA ero padOTHWK, MMEIOIIMH BhIcIIee (apMalleBTUHYeCKOe, XMMUIECKOoe
w1 Ouosormdeckoe obpazoBanue JuOO MpU ITPOU3BOJICTBE JIEKAPCTBEHHBIX
CPENCTB JUIs BEeTEpHUHAPHOTO TIPUMEHEHWs BeTepuHapHoe oOpa3oBaHUE, CTax

pa6OTLI He MeHee YeM II4Th JeT B 00JacTH IIPOU3BOIACTBA ¥ KOHTPOIA KaqHeCTBa
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JNEKapCTBEHHBIX CpPEACTB M AaTTECTOBAaHHBIM B IOpPAJNKE, YCTaHOBJICHHOM
YIOIHOMOYEHHBIM (efiepaibHbIM OPTaHOM UCIIOTHUTEILHON BIACTH.

8. Ilpou3BoguTenyt INEKapCTBEHHBIX CPEINCTB MOTYT  OCYIIECTBIISTDH
IPOAAXY JEKAapCTBEHHBIX CPEACTB MM IlepelaBaTh WX B YCTAHOBJICHHOM
3aKOoHOAaTeNnbcTBOM Poccwuiickoit Menepanyuy nopske:

1) ApyruM mpou3BOIUTENSAM JIEKAPCTBEHHBIX CPEJCTB i POM3BOJICTBA
JIEKapCTBEHHBIX CPEICTB;

2) oprasu3anusM OITOBOM TOPTrOBIIK JEKAPCTBEHHBIMU CPEICTBAMM;

3) anTeYHBIM OpraHM3aLMsM, BETEPUHAPHBIM aNTEYHLIM OpPTraHU3aLKsM,
UHAMBUIYAIBHBIM  NOpEAOpPUHMMATENSIM,  HMEIOUM  JIMOEH3HUI0  Ha
(GapMalleBTHUECKYIO  JesTeNbHOCTh VUIM  JIMIEH3WI0 Ha  MEIUIHHCKYIO
JIeATENbHOCTD;

4) Hay4HO-HCCIIeIOBATENLCKUM OpraHu3aIusIM TS Hay4HO-
HCCIIEeI0BaTENbCKON paboThL;

5) MeAUIMHCKUM OpPTaHU3aIMAM 1 BETEPUHAPHBIM OpIaHU3aAIIKsIM;

6) opram3aiysaM, OCYIUISCTBIIONMM pa3BelleHHe, BBIPAIUBAHUE U

COACPXKAHUE )KUBOTHBIX.

Crates 46. MapkupoBKa JIeKapCTBeHHBIX CPEACTB

1. HeKapCTBeHHBIe nperaparbl, 3a UCKIIMOYCHHEM - JICKApCTBCHHBIX
npenaparoB, H3TOTOBIACHHBIX alTEYHLBIMH OpTaHu3alusasMH, BCTCpHMHAPHBIMH

alITCYHbIMH OopranusalusaMu, HHAUBUAYAIbHBIMHA npealpuHuMarTCIisiMu,
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AMEIOIAMY  JIMIEH3UI0 Ha (apManeBTUYECKYI0 [eATeNIbHOCTb, JOJDKHBI
MOCTYNATh B OOpalienue, eCiu:

1) Ha ¥X HepBUYHON YIAKOBKE XOPOLIO YATaeMbIM HIPH(HTOM Ha PyCCKOM
A3bIKe yKa3aHBl HaMMEHOBaHHWE JIKapCTBEHHOTO Ipenapara (MeXIyHapOIHOE
HEMaTeHTOBAHHOE, WJIM XUMWYECKOe, WM TOProBOoe HaWMeHOBaHHE), HOMEp
cepuy, Jara BbOIycKa (I WMMYHOOHMONOTHMYECKHX  JIEKapCTBEHHBIX
[pernaparoB), CPOK FOTHOCTH, J103a U (hopMa BBIITYCKa, 00beM U KOJIIMYECTBO 103
(n7s1 IMMYHOOUOJIOTHYECKUX JISKaPCTBEHHEIX perapaToB);

2) Ha UX BTOPUYHOH (TOTPeOMTENHCKON) YHAKOBKE XOPOIINO YHTAEMBIM
WpHPTOM Ha PYCCKOM S3BIKE YyKa3aHBl HAWMEHOBAHWE JIEKApCTBEHHOTO
npenapara (MEeXIyHapoJHOE HEIaTCHTOBAHHOE WM XWMHYECKOE W TOProBOe
HAaNMEHOBAaHHUs), HaUMEHOBAHHE ITPOU3BOJUTENS JIGKAPCTBEHHOIrO Iperapara,
HOMEp Cepuu, Jara BBIITycKa (s MMMYHOOHOJOTMHYECKHX JIEKapCTBEHHBIX
npenaparoB), HOMEpP PErHUCTPAIHOHHOI0 YIOCTOBEPEHHS, CPOK I'OJHOCTH,
CIoco0 IpHMEHEeHHs, [03a M KOJWYEeCTBO 103 B YNaKoBKe, (opMa BBHIIYCKa,
YCIOBHSL OTIyCKa, YCJOBHS XpaHEHUS, MEphl IIPEJOCTOPOKHOCTH TpH
IIPUMEHEHNH JIEKapCTBEHHOTO Hperapara, NpeaynpeIuTelbHble HaIIuCH.

2. GapmaneBTHUeckue CyOCTaHLIMH JIOJDKHBI TOCTYIAaTh B oOpaileHue,
eClIi Ha MX MEPBUYHOHM YIAaKOBKEe XOPOLIO YUTAaeMBbIM IIPU(TOM HaA PYyCCKOM
SI3BIKE yKa3aHbl HauMEHOBaHUE (hapMaleBTHIEeCKOM cyOcTaHIuA

(MG)KI[YH&pOIIHOe HEIAaTCHTOBAHHOC 201051 XUMHYECKOE Hu TOProBoc
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HAaUMEHOBAHUS ), HaUMEHOBaHUE MIPOU3BOIATENSA bapmaneBTHIecKon
CyOCTaHIINN, HOMEP CEepPHU U JlaTa M3TOTOBIEHHS, KOJIMYECTBO B YIAKOBKE H
eIVHHLBI U3MEPEHUS KOIUYECTBa, CPOK MOJHOCTH M YCIOBUA XPaHEHHUS.

3. JlexapcTBeHHBIE CPE/ICTBA B KAYECTBE CHIBOPOTOK JOJKHBI TOCTYNATh B
oOpailienve ¢ yKa3aHueM >KHBOTHOTO, W3 KPOBHU, Ia3Mbl KPOBH, OPraHOB U
TKaHe! KOTOPOI'0 OHM TOJIYyYEHBI.

4.Ha BropuuHylo (TOTpeOWTENLCKYIO) YIAKOBKY JI€KApCTBEHHBIX
CPEJICTB, NONYUYEHHBIX W3 KPOBH, IJIa3Mbl KPOBY, OPraHOB U TKaHEed YeJloBeKa,
JIOJDKHA HAHOCUTHCA Haamuch: «Anturena xk BHWY-1, BHUY-2, x Bupycy
rermatuta C ¥ MOBEPXHOCTHBIM aHTUICH BUpYycCa rernatura B oTcyTcTBYIOT.

5. Ha nepBu4HYIO YIIakOBKY M BTOPHUYHYIO (IIOTPEOUTEIHCKYIO) YIaKOBKY
panrodapMaIeBTHIeCKIX JIEKAPCTBEHHBIX CPEACTB JO/DKEH HAHOCHTHCSA 3HAK
pPauallMOHHON OTIAaCHOCTH.

6. Ha propuuHyo (IOTpeOMTENbCKYIO) YHAKOBKY TIOMEOIaTHYECKHUX
JIEKAPCTBEHHBIX IIpenapaTon TOJDKHA HaHOCUTBHCS HaJIUCh!
«"omeonaTuIeCKAii».

7.Ha Bropumunyo (ToTpeOHUTENBCKYIO) YIIAKOBKY JIEKapCTBEHHBIX
PACTHTENIBHBIX IIperapaToB JIOJDKHA HaHOCUTbCA Haumuch: «lIpoayxuums
MIPOLITIa PaAUaliAOHHbINA KOHTPOIIbY.

8. Ha nepBr4HYIO YIIAKOBKY U BTOPUUHYIO (IIOTPEOUTENBCKYIO) YIIAKOBKY

JEKapPCTBCHHDBIX IpenapaTos, IIpeaHa3HaAa9CHHBIX I KINHHUYECKUX
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MCCIICAOBAaHUM, [O/DKHA  HAHOCUThCS  HaAnuch:  «[nsd  KIMHAYECKHX
HCCHEIOBAaHHUID).

9. YmakoBka JEKapCTBEHHBIX CPeJCTB, NpeHa3Ha9eHHBIX
UCKIIOUUTENILHO IS DKCIOPTa, MapKUpyeTcss B COOTBETCTBUH ¢ TPeOOBaHUIMHU
CTpaHbI-IMIIOpTEpa.

10. Ha TpancmoptHyio Tapy, KOTOpas He IIpeJHasHadyeHa A
norpebureneil U B KOTOPYHO MOMELIEHO JIEKapCTBEHHOE CPEeACTBO, JOJDKHA
HAHOCUTHCSA MHQPOpPMAIHI 0 HAUMEHOBAHHH, CEPUH JICKAPCTBEHHOTO CPelCTBa,
JlaTe BBIMTYCKAa, KOJWYECTBE BTOPUYHBIX (IIOTPEOMTENBCKUX) YIIAKOBOK
JIEKApCTBEHHOTO CPENCTBA, MNPOU3BOAUTENE IIEKapCTBEHHOI'O CpPEACTBA C
yKa3aHHueM HaWMEHOBAHUS u MECTOHAXOXICHUS ITPON3BOAUTEIISA
JIEKapCTBEHHOTO cpejcTBa (azmpec, B TOM 4YHUCIIE CTpaHa MW (WMJH) MECTO
IIPOM3BOJCTBA JIEKAPCTBEHHOTO CpENCTBa), a TaKXke O CpOKe TOIHOCTH
JIEKAPCTBEHHOT'O CpeicTBa M 00 YCIOBUSAX €ro XpaHEHHS U I1epeBO3KH,
HeoOXOMMBIe MpeayIpeIuTelbHbIe HAANUCH U MAHUITYJISTOPHBIE 3HAKH.

11.Ha mepBUYHYIO VIAKOBKY ¥ BTOPHYHYIO (IOTPeOUTENHCKYIO)
yIIaKOBKY JIEKQPCTBEHHBIX CPEJCTB JIsi BETEPUHAPHOIO IIPUMEHEHHUs NOJDKHA
HAHOCUTHCS HAJIIUCh: « /1715 BeTepuHapHOro NPUMEHEHU.

12. Ha BropuuHyio (OTpeOUTENbCKYIO) YIAKOBKY JIEKaQpCTBEHHOIO

npenapara HaHOCUTCS LITPUXOBOH KO/,
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I'maBa 9. BB03 JekapcTBeHHBIX cpeACTB HAa TeppuTopHI0 Poccmiickoit
@egepaid H  BbIBO3 JIEKAPCTBEHHBIX CpeACTB €
Teppuropun Poccuiickoli Pepepanuu

Crarps 47. Tlopsiiok BBO3a J1eKAPCTBEHHBIX CPEJACTB HA TEPPHTOPHIO
Poccuiickoii Megepannu U BbIBO3A JIEKAPCTBEHHBIX
cpexcts ¢ Teppuropuu Poccuiickoii Peaepanun

1. BB0o3 JekapcTBEeHHBIX CpeACTB Ha TeppuTopuio Poccmiickon
depepanyy  OCyLIECTBISETCS B TOpsake, ycraHosieHHOM IIpasurenscrBomM
Poccuiickoii ®denepaniuy, B COOTBETCTBHMH C 3aKOHOAATENLCTBOM PoccuiicKoit
Oenepanyy.

2. BBo3umbie Ha Tepputoputo Poccuiickoii Denepanuu JIeKapCTBEHHEIE
CpeJICTBa JOJDKHBI ObITh BKIIOYEHB! B TOCYIaPCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEICTB.

3. lonyckaercs BBo3 Ha Teppuroputro Poccuiickod ®@enepanuu
KOHKPETHOW TAapTHM HE3apETUCTPUMPOBAHHBIX  JICKAPCTBEHHBIX  CPEJCTB,
NpeAHa3HAYEHHBIX  JUIT  [POBEINECHHS  KIMHHYECKMX  MCCNENOBaHUM
JIEKapCTBEHHBIX IIPENapaToB, MPOBEIEHUS IKCIEPTH3HI JICKAPCTBEHHEBIX CPEICTB
JUI1  OCYIISCTBJIIEHHS  TOCYINApCTBEHHOM  DPErMCTpalld¥  JICKapCTBEHHBIX
IpenapaToB WM JUIS OKAa3aHMs MENUIMHCKOHW MOMOIIH II0 >KM3HEHHBIM
[OKAa3aHUIM KOHKPETHOI'O TalleHTa Ha OCHOBAaHWU Da3pelleHHMs], BBIIAHHOI'O
VHOJHOMOYEHHBIM  (pellepanbHbIM OpPraHOM MCHOJHHUTELHOW BJIACTH IO
3asBJICHUAM JIHIl, YKa3aHHBIX B cTarhe 48 HacTosmero ®enepanbHoro 3akoHa.

PaCCMOTpeHHe TAKOI'0 3asiBJICHUA M NPHUHATHEC PEIICHUA O BblAa4e Pa3spelCHUsI
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HA BBO3 KOHKPETHOH IapTUH HE3apErHCTPUPOBAHHLIX JIEKAPCTBEHHBIX CPEICTB,
npelHasHauYeHHBIX IS IPOBEHCHUS!  KIMHHMYECKHX  HMCCIeNOBaHUi
JIEKapCTBEHHBIX NPENaparToB, IIPOBEIEHNUS SKCIIEPTU3EI JIEKAPCTBEHHBIX CPEICTB
JUIL  OCYHIECTBJIEHUS  TOCYHAapCTBEHHOM  PErHCTpAlMd  JIEKapCTBEHHBIX
IpemaparoB WM A OKa3aHWus MENULUUHCKOW IOMOIIM IO JKMU3HEHHBIM
[IOKA3aHUsAM KOHKPETHOTO mauumeHta nubo o0 oTkasze B BblIa4e yKa3aHHOIO
paspenieHus MPOU3BOJATCS B CPOK, HE NPEBBIIAIOMNN NATH paboumx AHEH.
ITnata 3a BeIfa4yy yKa3aHHOI'O paspelleHys He B3UMAEeTCs.

4.Ha Tteppurtopuro Poccuiickoii  ®enmepanud  MOXHO  BBO3UTH
JIeKapCTBEHHEBIE CPENCTBA, KadeCTBO KOTOPBIX NOATBEPIKIEHO CEPTHRUKATOM
IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, YHOCTOBEPSIOIIUM COOTBETCTBUE
BBO3UMBIX JIEKAPCTBEHHBIX CpeAcTB TpeboBaHmsaM (apMaKONeHHbIX cTartei
au60 B Clydae WX OTCYTCTBUS HOPMATHBHON JOKYMEHTAMN UIH HOPMATHBHOIO
JOKyMEHTA.

5.3anpemaeTrcst BBO3 Ha Teppuropuio Poccuiickonn ®epepanun
GanscuGUIUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB, HeN0OpOKavYeCTBEHHBIX
JIEKAPCTBEHHBIX CPEJICTB, KOHTPa(paKTHBIX JEKapCTBEHHBIX CPEICTB.

6. QanpcupuIIPOBaHHbIE JeKapCTBEHHbIE CpencTBa,
He0OpOKauecTBEHHbIE JIEKAPCTBEHHBIE CPEJCTBA IIOJUICKAT HU3BATHIO W
HOCHEAYIOMIEMy YHUYTOXEHHIO WJIM BBIBO3y C Teppuropun Poccuiickoi

(Menepanuy, KoOHTpadaKTHBIE JIEKAPCTBEHHbIE CPEACTBA - U3IBATHIO H
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HOCEAYIOIIEMY YHUYTOXKEHMIO. YHHUYTOXKEHUE WJIM BBIBO3 C TEPPHTOPHH
Poccuiickoii ®epepanuu dansCHOUIUPOBAHHBIX JTEKAPCTBEHHBIX CPEICTB,
HeoOpoKavYeCTBEHHBIX JeKapCTBEHHBIX CPenCTB, KOHTpa(akTHIX
JIEKAPCTBEHHBIX CPEJICTB OCYILECTBISIETCSA 32 CYET JUIa, OCYLIECTBUBINETO HMX
BBO3. [lopsIoK YHHUTOXKEHHS U3BSTHIX (anbCUIIMPOBAHHBIX JIEKaPCTBEHHBIX
CpeACTB, HENOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpadhaKTHBIX
JEKapCTBEHHBIX CpelcTB ycTaHapiuBaeTcss IIpaBurensctBoM Poccuiickoit
Deneparu.

7. Jluna, ocywecTBisSIOIIME BBO3 Ha Teppuropuio  Poccuiickoit
Qenepanun (b aabCcuPUIMPOBAHHBIX JIeKapCTBEHHBIX CpEenCTB,
HenoOpOKavYeCTBEHHBIX JIEKapCTBEHHBIX Cpe/CTB, KOHTpadaKTHBIX
JTeKapCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTL B COOTBETCTBUH C
3aKOHOaTeNIbCcTBOM Poccuiickoit denepanni.

8. BeIBo3  JIeKapCTBEHHBIX CpeJICTB ¢ Teppurtopur  Poccuiickoit
denepannu ocymecTBisieTcss 06e3 NpUMEHEeHMs] OrpaHUYeHHH, yCTaHOBIIEHHbIX
3aKOHOATEIbCTBOM Poccuiickoit  Penepanuu 0  TOCYHAapCTBEHHOM
peryJvpoBaHUY BHEUIHETOProBOil JesTeNbHOCTH. DBBIBO3 JI€KapCTBEHHBIX
IpenaparoB, MpeIHa3HAYCHHBIX Ui T'YMaHUTapHOH rioMoly (CogeicTBUS) Wl
NOMOIIM IPH Upe3BBIYAWHBIX CHUTyalusX, C Teppuropunr Poccuiickoi
@enepanuu  OCyHISCTBIIIETCS Ha OCHOBaHMKM peuieHus [IpaButenscTBa

Poccuitickoit ®depepauuy MM peUIeHUs OPraHOB T'OCYHAPCTBEHHOM BIIACTH
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cyopexToB Poccuiickoit ®enepanvu 00 OKazaHWH TOMOIIM HHOCTPAHHOMY

roCyAapcTBY.

Cratpd 48. IOpuauyeckue nuia, KOTOPHIM pa3penieH BBO3
JeKapCTBEHHBIX cpeAcTB Ha Teppuropuio Poceniickoii
Denepaunu

JlexapcTBensbie cpeAcTBa Ha Teppuropuio Poccuiickoit Penepanuu
MOTYT BBO3HTD:

1) mpousBouTeN JIEKAPCTBEHHBIX CPEACTB Ui Lienell COOCTBEHHOTO
IPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB;

2) uHOCTpaHHBIC Pa3pabOTUYUKH JIEKAPCTBEHHBIX CPEICTB ¥ MHOCTPAaHHBIC
IIPOM3BOIUTENN JIEKAPCTBEHHBIX CPEACTB WX Jpyrue IOpUAMYecKde JIMna Io
MOpPYYEHHUI0 pa3paboTuMKa JIeKapCTBEHHOIO CpelncTBa A  IIPOBEHCHHUS
KIIMHAYECKUX HCCIIeIOBaHNN JeKapCTBEHHOIro Ipernapara, OCYLUECTBICHUS
TOCY[IapCTBEHHON perucTpalyy JeKapCTBEeHHOrO Iperapara, BKIIOYEHUs
dapMalieBTHUECKOA CyOCTaHIMU B TOCYJApCTBEHHBIA peecTp JIEKapCTBEHHBIX
CPEACTB, KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEACTB IpH  HAIWYUU
paspellieHust YIOJHOMOUYEHHOIO (pelepallbHOrO oOpraHa HMCIOJHUTENLHOHA
BJIACTH Ha BBO3 KOHKPETHOM IMapTUH JIEKAPCTBEHHBIX CPEACTB;

3) opraHu3anyy ONTOBOH TOProBiIM JIEKAPCTBEHHBIMU CPEACTBAMM,

4) Hay4IHO-HCCIIEI0BAaTEeIbCKIE OpraHu3anuy, o0OpazoBarebHbIE

yUpeXJAeHHs. BBICIIEro IPOQPEecCHOHATIBHOr0 00pa30BaHusA, MNPOH3BOJUTENM
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JEKapCTBEHHBIX  CPENCTB JUIs  pa3paboTKM, UCCIeOBaHMM, KOHTPOJISL
Oe3omacHOCTH, KauecTBa, HGOEKTUBHOCTH JIEKAPCTBEHHBIX CPENCTB IpH
HaJIM4AN paspenieHns YIIOTHOMOYEHHOTO benepanbHOrO opraHa
UCIIOJIHATENIbHON BJIacTH;

5) MeguuuMHCKME OpraHu3alldd, WHBIE YKa3aHHble B IyHKTax | -4
HACTOSIIIeW CTaTbd OpraHW3alyy U1 OKa3aHWsd MeIULMHCKON MOMOLIM IO
JKM3HEHHBIM ITOKA3aHUSAM KOHKPETHOTO MallMeHTa MpY HAIWYNU PaA3PEIICHUS
YIOJHOMOYEHHOTO (efepalbHOr0o OpraHa HCIOJHWTEIBHOM BIIACTH Ha BBO3
KOHKPETHOH MMapThH JeKapCTBEHHOro Ipenapara, BhIJaHHOTO B YCTAHOBIEHHOM
nopsiike B ¢opMe DIEKTPOHHOTO [OKYMEHTa, INOANMCAHHOIO 3JIEKTPOHHOM

1M (GPOBOH TOJITHUCHIO.

Cratpa 49. JlokyMeHTBl, IpeacTaBjsieMble B TAMOKeHHbIE OPraHbl
Poceniickoit @enepanun npu BBO3e JJEKapCTBEHHBIX
cpeactB Ha Tepputopuio Pocceniickoi ®Megepauun

1. Ilpr BBO3e IeKapCcTBEHHBIX CpPEACTB Ha Teppuropuro Poccuiickoi
Qenepaliiy B TaMOXeHHBIe opradbl Poccuiickoil Denepauyu Hapsay c
JIOKyMEHTaMH, IpeAcTaBleHUe KOTOPBIX IPeLyCMOTPEHO 3aKOHOIATENbCTBOM
Poccuiickoit Menepanun, IPeACTABIAIOTCS CEAYIONIME JOKYMEHTHI:

1) cepruduxar IIPOU3BOIUTEIS JEKapCTBEHHOTO CpencTBa,

YI[OCTOBepﬁIOHH/Iﬁ COOTBETCTBUE  BBO3UMOI'O  JICKAPCTBCHHOIO  CPCACTBa
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TpeboBanusaM (QapmaxonmeliHoil cTaThH JMOO B Ccilyyae €e OTCYTCTBHA
HOPMATHBHOM JOKYMEHTal[UY UIH HOPMATUBHOTO JOKYMEHTA;

2) paspemmenue YIOJIHOMOYEHHOT'O ¢benepanpHOTo oprana
UCHOJIHUTENBHONA BJIACTH HA BBO3 KOHKPETHOW mMmapTHM JIeKapCTBEHHOIO
CpeAcTBa B Cly4yasX, YCTAaHOBIEHHBIX 4YacThlo 3 craThk 47 HACTOSIIETO
depepanbHOro 3aKoHa.

2. JlokyMeHThI, yKa3aHHbIe B MyHKTax | u 2 yactu 1 Hacrosmell craTby,
NpPEACTaBIAIOTCS B TaMOXeHHble opranbl Poccuiickoit @epepauuu 1npu

IPUOBITHH JIEKADCTBEHHBIX CPEJICTB Ha TeppuTopuio Poccuiickoi Menepanuy.

Crares 50. BBo3 1exapcTBEHHBIX NPENAPATOB HA TEPPUTOPHIO
Poccniickoit @epepanum sl JINYHOro MCIOIL30BAHNA H
HHbIX HEKOMMeEPYECKHX HeJIei
1. JlexapcTBeHHbIie INpenapaTtsl MOTYT ObITh BBE3€HBI Ha TEPPUTOPHIO
Poccuiickoii  ®enepanun  0e3  ydera TpeGoBaHuii, IIPEedyCMOTPEHHBIX
vacTamH 1 - 4 crateu 47, cratbamu 48 n 49 nactosmero ®enepaibHoro 3aKoHa,
€CJIM OHHY NpEeHa3HAYEHbI JIJISI:
1) nugHOro HCIOJB30BAHUs (U3HYECKUMU JHUAMY, IPHOLIBIINMHE Ha
TeppuTopuio Poccuiickoii ®enepanuu;
2) HcIIoNb30BaHUSA PabOTHUKAMH  IMIUIOMATHYECKOrO KOpIyca HITH

NDPpEACTAaBUTCIEIMA  MEXAYHApOAHBIX  Opr aHHBaHHﬁ, AKKpEJINTOBAHHBIX B

Poccuiickoit ®eneparuu;
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3) nedeHus MacCaXWPOB M WICHOB DKUITAXKEH TPAHCIIOPTHBIX CPENCTB,
HOe3AHBIX Opuran u BoauTesiell TPAHCIOPTHBIX CPEACTB, NPUOLIBIIUX HA
Teppuropuro Poccuiickoit denepaunu;

4) nedeHuss yYaCTHHUKOB MEXIYHAPOAHBIX KYJIBTYPHBIX, CIHOPTUBHBIX
MEpONPHUATUN U YHYACTHUKOB MEKIYHAPOIHBIX SKCIIEUIINIA;

5) neueHusT KOHKPETHBIX JKUBOTHBIX B 300IIapKaxX, 4 TaKKe YKUBOTHBIX,
BBO3MMBIX Ha Teppuropuio Poccmiickoil ®enepamuu i y4acTHS B
CHOPTUBHEIX Y 3PENHLIHBIX MEPOIIPUATHSX.

2.B cnywasx, TpeayCMOTPEHHBIX 4YacThio | Hacrosuiedl CTaTbH,
JlonycKaeTcss BBO3 Ha Teppuropuio Poccuiickoit ®enepaumn jgekapCcTBEHHBIX
npenaparoB, He 3aperucTpupoBaHubiX B Pocceniickoit Oenepariym.

3. JlexapcTeenHble InpenapaTbl, HpefAHA3HAYeHHBIE IS T'yMaHHTAPHOM
HIOMOIIY (COAEHCTBYS) MM IIOMOIIA IIPH YPE3BBIUAKHBIX CUTYALMIX, BBO3SITCH
Ha Tteppuropuio Poccuiickoil denepauuy B MOpsaKe, YCTAHOBIEHHOM
IpasutenscTBom Poccuiickoit @enepannu. 3anpeuiaeTcs BBO3 Ha TEPPUTOPHIO
Poccuiickoii @efepanyy He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPENApPaTOB,
NpefAHa3HaYCHHbIX U1 I'yMaHUTAPHOK OMOIIY (COSHCTBHS) MiIH MIOMOLIH HpPH

1"IpGBBBI‘-IaI\/’II—I]')IX CUTyalusix.
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Cratps 51. CoTpyanndectso (eaepajbHOIo oprana
ACHOJHHTEIHHOM BJIACTH, YHOJTHOMOYEHHOr0 B 00J1aCTH
TAMOKEHHOI0 J1eJIa, U JPYrUuX YNOJHOMOYEeHHBIX
denepabLHBIX OPraHOB HCHIOJHUTEIbHON BJIACTH

1. Ynonnomouennsie (enepanbHble OpraHbl HCHOJHHUTEIBHON BIIACTH
IPEeOCTaRIAIOT B pacuopsbkeHHe (enepanbHOro oOpraHa HCIOTHUTEIBHON
BJIACTH, YIOJHOMOYEHHOTO B OOJIACTH TaMOXEHHOTO JeJia, ToCylapCTBEHHBIN
peecTp JIeKapCTBEHHBIX CpEJICTB, a Takke HWHPOPMAIMIO O BbLIAHHBIX
pa3pelleHusIX Ha BBO3 KOHKPETHON NapTUH JICKAPCTBEHHBIX CPEACTB B CIIy4asx,
YCTaHOBJEHHBIX YacThio 3 crarhu 47 Hactosero denepanbHOro 3aK0Ha.

2. OepepalibHBI OpraH MCIOMHUTEIFHOU BIACTH, YMOJIHOMOYEHHBIA B
00J1acTH TaMOXXEHHOT0 Jiesla, MHGOPMUPYET yKa3aHHbIe B HacTH 1 Hacrosuen
CTaTh¥ YIOJHOMOYEHHBIE (e/epalbHble OpraHbl HCIOJHHUTENLHOM BHacTH o
BBO3€ JIEKApCTBEHHBIX CpelCTB Ha Teppatoputo Poccuiickoit ®Pexepanuu u
BBIBO3€ JIEKAPCTBEHHBIX CPEACTB ¢ Tepputopun Poccuiickoit Dejepanuu 1o
¢opMe u B mopsnake, KoTopeie ycraHoBieHbl [IpaButensctBom Poccuiickoi

Denepaiyu.

I'maBa 10. PapmaneBTHYCCKANA AeATEIBHOCTD

Craths 52. OcymecTBiaenue papManeBTHYECKOH 1eATeIbHOCTH

1. (DapMaI_[eBTI/ILIeCKaS{ ACATCIIBHOCTh OCYHICCTBIIACTCA Opranu3aluiaMi
OIITOBOM TOPIr'OBJIK JICKAPCTBCHHLIMU CPEACTBAMH, alITCHYHLIMH OpraHu3alusiMu,

BCTCPHUHAPHbBIMHU AllTCYHBIMHA OpraHu3alusiAMn, HHANBHUYAJIbHBIMU
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OpeANpUHUMATEIAMY, HMMEIOMUMHA JIAOEH3UI0 Ha  (apMaleBTHYECKYIO
JAeATeNbHOCTh, MEJUIIMHCKAMY OPraHu3alisMH, WMEIOUMY JIMLEH3UI0 Ha
(GapMaleBTHYECKYIO JeSTelbHOCTh, U HX 000COONEHHBIME TOApa3JeIeHuIMU
(amOymnaTopHsMH, QelIbIIepcKuMy B (ebAIIepCKO-aKyIIEPCKUMHI TYHKTAMH,
uneHTpamMu  (oTaeneHusiMu) obmed BpaueOHOUW  (ceMmeliHOM) NPaKTHKH),
PaclonoXEeHHBIMH B CEIIbCKUX [TOCEJIEHUSIX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIE
Oprafy3aliy, U BETEPUHAPHBIMH OpraHM3alusIMH, UMEIOIMMHU JIMIIEH3HIO Ha
($apMaLeBTAYECKYIO JIeSITeJIbHOCTb.

2. Ou3pyecKue JMLa MOIYT OCYIIECTBISATH OIpejelieHHbIE BHJLI
(papmaneBTHUECKOR AEATENLHOCTH NP HATHYIUHU BBICIIETO (hapMaleBTHYECKOTO
MM CPeAHEro (papManeBTHUecKoro o0pa3oBaHus JUG0 BHICIIEro UK CPEAHETO
BETEPUHAPHOr0 00Pa30oBaHMs U cepTU(HKATA CIIEIHAINCTA.

Cratesa 53. Hpopaxka, nepegava JieKapCTBEHHbBIX CPEICTB

Opraumu3anBpsaMu ONITOBOH TOProsJjau JEKapCTBCHHBIMH
CpeacTBaMu

Opranuzanuu ONTOBOHW TOPTOBIU JICKAPCTBEHHBIMH CPEACTBAMH MOIYT
OCYHIECTBJIATE NPONAXKY JIEKapCTBEHHBIX CPEACTB MM TepenaBaTh WX B
YCTaHOBJIEHHOM 3aKOHo arenbcTBoM Poccuiickoit Menepanmu nopsijike:

1) npyruM  opraHM3anusiM =~ ONTOBOH  TOPrOBJIH  JIEKAPCTBEHHBIMH
CpEeNCTBaMHu;

2) IpOU3BOUTENAM JIEKApPCTBEHHBIX CPEICTB JUIA Iejlell IpOou3BOICTBA

JICKaApCTBEHHBIX CPEJICTB;
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3) anrTeyHBIM OPraHU3alUAM 1 BeTEpHUHAPHBIM allTEYHbIM OpraHU3alyisaM;

4) HayYHO-HCCIEI0BATEIBCKIAM OpTaHH3aALHAM JULS Hay9dHO-
HCCNEeIOBaTEeNIbCKOM paboThI;

5) MHAMBUAYANbHBIM TPENNPUHUMATENAM, MMEIOINKUM JIMIECH3UI0 Ha
(hapMalleBTUUECKYIO  JEATEeNBbHOCTh WM  JIMUEH3UI0 Ha  MEIUIMHCKYIO
JIeATeIbHOCTB;

6) MEJMIIMHCKUM OPraHM3aIUsIM, BETEPUHAPHBIM OpPraHU3alysaM;

7) opraHu3anysaM, OCYIIECTBISIONMM DPa3BE/ICHUE, BLIPAIIUBAHUE U
COJIePKAHUE KUBOTHBIX.

Cratpsi 54. IlpaBuniia onToBoill TOProBJIM JIEKaPCTBEHHbIMHU
cpeacTBaMH

OnToBasg TOProBis JIEKAPCTBEHHBIMHM CPENCTBAMM  OCYIIECTBIACTCH
IPOM3BOJIATEISAIMU  JICKAPCTBEHHBIX CPEACTB W OpPraHU3alusiMU  ONTOBOU
TOPTOBIM JIEKAPCTBEHHBIMM CpPEJCTBAMH IO IpaBHIaM, YTBEPIKIECHHBIM
COOTBETCTBYIOILIIMMU YTIOJTHOMOYEHHBIMH ¢benepanrbHbBIMU opraHamu
HCTIOJTHATEIHHON BIIACTH.

Crates 55. Ilopsiiok po3HUYHOHN TOProOBJIM JIEKAPCTBEHHbIMH

npenaparamu

1. Po3Huunas TOProBiis JIEKAPCTBEHHBIMU IIperapaTtaMy B KOIW4YEeCTBax,
HEOOXOMNMEBIX IS BBIMOJIHEHUS BpaueOHBIX ((penbAllepcKuX) Ha3Hauye i nin

Ha3HAYeHUH CIeNMaNuCcTOB B 00JACTH  BETEPUMHAPHUU, OCYLIECTBIIAETCS
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aNTe4YHbIMU OpraHMU3allUsIMK, BETCPHHAPHBIMU AITEUYHBIMH OpPraHHU3al[HAMH,
UHAVBUAYAIbHEIMH  NIpEeANpUHUMATENIMH, HMEIOIIUMH  JIMIEH3UIO0 Ha
GbapManeBTUHYECKYIO  JCATeNbHOCTb,  MENUIIMHCKUMH  OpTraHu3alisIMHu,
AMEIOIUMHA  JIMLEH3MI0 Ha  (QapMaleBTHUYECKYI0 JIeITeIbLHOCTh, H  HX
060CcoONEeHHBIME  TTOJpasfeneHnsIMHu  (aMOynaToOprsMH, QeNbAIIEpCKUMH |
(GenpaImepCKo-aKyIIepCKUMU  ITYHKTaMu, LeHTpaMu (OTaejeHusMu) oOuiei
BpaueOHOH (ceMeliHOM ) TPaKTHKH ), PaciioIOKEHHBIMA B CENbCKUX IIOCEIEHHUIX,
B KOTOPBIX OTCYTCTBYIOT amnTeyHble OpraHu3aldd, ¥ BeTePHHAPHBIMA
OpraHu3alMAMH, UMEIOIIUMH JIMIIEH3UIO Ha (apMalleBTHIEeCKYIO AeITeIbHOCTE.
Pasperiena poO3HHMYHAs TOProBilss TOJIBKO JIEKAPCTBEHHBIMHU IIperapaTaM,
3aperucTpupoBaHHbIME B Poccuiickoit dDepepauiyi MM M3rOTOBJICHHBIMU
anTeYHbIMM OPraHM3ALMsAMH, BETEPUHAPHBIMU AalTEeYHBIMH OpPraHu3alMsiIMHu,
UHIUBUIYAIbHBIMU  HPEIPUHAMATEISIMA,  WMEIOIUMHE  JIMLEH3MI0O Ha
(apManeBTUYECKYIO JeATeIHHOCTD.

2. Bujpl anTe4HbIX OpraHu3aluil M IpaBUiIa OTITYCKA JIEKAPCTBEHHBIX
IpenaparoB Uil MEIAMIMHCKOrO IMPUMEHEHHUS AallTeYHBIMH OpraHU3alUIMH,
UHAVBHIYANbHBIMU  [PEANPUHUMATEISIMA, VMCIOIUME  JIMIEH3UI0  Ha
(apMaleBTHUECKYIO JesITeIbHOCTD, a TaKKe MPaBHiia OTIIYCKa JIEKApCTBEHHBIX
IIpEenaparoB IJs MEAMLMHCKOIO HPUMEHEeHUs MEJUIMHCKAMHU OpraHu3alisIMy,
HMEIOIUMHY  JIMUEH3WI0 Ha  (apMaleBTUYEcKYIO0 HesTeIbHOCTh, U HX

000cOONIEHHBIMHE  TOApa3eneHusiMi  (aMOynaTopusiMu, (ebIIepCKUME U
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dhenpAmepcKo-aKyIepCKUMU  ITyHKTaMy, LeHTpaMu (OTAexeHusMu) oOmel
BpaveOHO# (ceMelHOH ) MPaKTHUKK ), PACIIONOXKEHHBIMU B CEIIbCKUX MTOCETIeHUSX,
B KOTOpPBIX  OTCYTCTBYIOT  afTedHble  OpraHu3allid,  YTBEPXKAAI0TCA
yIOJTHOMOYEHHBIM (heiepanbHbIM OpraHOM UCIIOTHUTEIbHON BIACTH.

3. [IpaBuia OTIIycKa HAPKOTUYECKUX CPEJICTB M NCUXOTPOIHBIX BEIiecTB,
3apEeruCTPUPOBAHHBIX B KauyecTBe JIEKapCTBEHHBIX IPENapaTos, JIEKapCTBEHHBIX
HpernapaToB, COJAepKalllnX HapKOTHYECKHUE CpPEICTBA H  IICUXOTPOIHBIE
BelleCTBa, YTBEPXKIAIOTCS  YIOJHOMOYEHHBIM  (eflepallbHBIM  OpraHoM
WCHOJHUTENbHON BIAacTH IO COrJacoBaHUI ¢ (eNepabHBIM OpraHoM
UCTIONIHUTENILHOM  BIIACTH, OCYLIECTBISIOIMM (QYHKOMH 1O BbIpabOTKe
rOCyJlapCTBeHHOM  IOJUTHKH, HOPMAaTHBHO-IIPABOBOMY  PETyIHPOBAHHIO,
KOHTPOJIIO H© Hag3opy B chepe o0opoTra HApPKOTHUECKHX CPEICTB,
IICUXOTPOIHEIX BEHIECTB M WX IIPeKypcopoB, a Takxke B obyacta
IPOTUBOIAEHCTBUS UX HE3aKOHHOMY 000pOTYy.

4, JlekxapcTBeHHBIE  Openaparsl [ BETCPUHAPHOTO  OPUMEHEHHS
MO/JIeXKAT  OTIYCKY  BETEpPHUHAPHBIMM  alTeYHBIMH  OpraHu3allUsIMH,
BETCPHHAPHBIMUA OpraHW3alUsIMH, WHAUBUAYAIBHBIMU TPEAIPUHIMATESIMH,
HMEOIIIMA JTUIEH3UI0 Ha (apMaleBTHYeCKy0 JAesTelbHOCTh. IlpaBmna
OTITyCKA JIGKAPCTBEHHBIX IIperapaToB Ui BETEPUHAPHOrO IIPUMEHEHHS
YTBEPXKITAIOTCS YIIOJHOMOYEHHBIM (efepaibHbIM OpraHoOM HCHOJHUTETBHON

BJIACTH.
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5. TlepeueHr MENULMHCKHAX OpTraHW3allMd, HMEIOUUX JHIEH3MI0 Ha
(hapManeBTUIECKyI0 AESTENBHOCTh, W MX OOOCOONCHHBIX IOJpa3AeIeHIH
(amOymatopuii, ¢enpAmepckux u  (eNbALIePCKO-aKyIIepCKUX — ITYHKTOB,
neHTpoB  (oTmeneHuil) obmeidt  BpaweOHOIt  (ceMelHON)  NpaKTMKW),
PaCIOIOKEHHBIX B CEIIBCKUX IOCETCHHUIX, B KOTOPLIX OTCYTCTBYIOT aiTe4HBIE
OpraHu3alfy, a TaKXKe TIepeueHb JIEKApCTBEHHBIX TIpellapaToB (3a UCKITIOYeHHEeM
HAPKOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB U MCUXOTPOIMHBIX JIEKapCTBEHHBIX
IperapaToB), MNpOJaka KOTOPBIX MOJKET OCYIIECTBISATBCS  yKa3aHHBIMU
OpraHM3alsIMA U BX O0OCOONEHHBIMU TOJpa3JesICHUsIMH, YCTaHaBIUBAIOTCS
OpraHaMH KCTIONHUTENbHOU BracTu cybbexkToB Poccuiickoit deneparmu.

6. ArrTedHble  OpraHM3alliy, WHAWBUAYAIbHBIE  MpPEeANPUHUMATENH,
UMEIoNTHe JIMIEeH3MI0 Ha  (apMaleBTHYECKYIO [1eATeIbHOCTh, 00s3aHbl
oOecrieunBaTh YCTAaHOBJICHHBIA YIOJHOMOYEHHBIM (DEefepalIbHBIM OpPraHoM
UCIIOJHUTENLHON  BJIACTH  MWHHMAIBHBIA  aCCOPTUMEHT  JIEKapCTBEHHBIX
IIpernaparoB, HeOOXOAUMBIX JIISl OKa3aHUs MEIUIIMHCKON ITOMOLIH.

7. AtiTeqHBle  OpraHW3ally, WHIWBHAyalbHbIE [PEANPHHUMATENH,
UMEIOIHe JIMIEeH3MI0 Ha (apMaleBTHYECKYIO JIeATelNbHOCTh, Hapaay
JEKapCTBEHHBIMU TIperiapaTaMy WMEIOT IpaBo TNpHOOpeTaTh d IpojaBaTh
M3IEINS MEIUIMHCKOTO Ha3HaYeHMs], Ae3UHDUIMPYIOILKE CPeACTBRa, IPEAMETEI
¥ CpeiCTBa JIMYHOW THTHEHBI, IIOCYLY AN MEeZMIMHCKUX Iiesel, MpeiMeTsl U

Cpe€lICTBa, NpCAHA3HA4YCHHbBIC JIE yXOda 3a 6OHBHI)IMI/I, HOBOPOXICHHBIMHU U
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JIeTbMH, HE JIOCTUTIIMMHK BO3pacTa TpexX JIeT, OYKOBYIO ONTHKY M CpelcTBa
yxoia 3a He#, MuHepaJbHbIE BOJBI, MPOAYKTH JIedeOHOTro, IeTCKOro W
JIMEeTAYECKOr0 IUTaHUs, OWOJOTHYECKH aKTUBHBIC J100aBKH, Je4eOHYIO
napGroOMepHO-KOCMETUYECKYIO POAYKINI0, MEOULHUHCKHE U CaHUTapHO-
IIPOCBETUTENbHBIE TMeYaTHBIe W3JaHUsd, MpelHa3HAYCHHBIE I MIPOIaraHisl
30pOBOro o0pa3a KU3HH.

8. HearenbHoCTh  amTeuysbix  opraHm3aumit  BoopyxeHHbix — Cun
Poccuitckoit denepanym, 1pyrux BOHCK, BOMHCKUX (GOPMUPOBAHUN ¥ OpPTaHOB,
B KOTOpPBIX 3aKOHOJATEJLCTBOM Poccumiickoit @enepanuy IpeayCMOTPEHO
HPOXOXKJEHHEe BOCHHOW MIIM IPaBOOXPAHUTENEHOM CITy)KOBI, perinaMeHTupyercs
HacrosmuM PejepanibHbIM 3aKOHOM M YTBEP)KACHHBIMH COOTBETCTBYIOIIUMH
¢eneparbHBIMA OpraHaMy WCIIOJHHUTENbHON BIAcTH IOJOXKeHUSIMU. KoHTposb
32 COOMIOZCHWEM YKAa3aHHBIMH anTeUHbIMH OpPraHu3alysIMH  ITOJIOMKEHHU
HacTosmero demepanbHOr0 3aKOHA OCYMIECTBIISIETCS COOTBETCTBYIOIIHMMU

(eepallbHBIME OpraHaMy HUCIIOJHUTENBHOM BIACTH.

Cratps 56. M3rorosiieHue H OTNYCK JIeKAPCTBEHHBIX NPEeNapaToB

1. U3roroBnenune JIEKapCTBEHHBIX IpernaparoB anTe4YHbIMU
OpraHU3aALHSIMU, BEeTepUHAPHBIMH ANTEeYHBIMH OpraHu3alisIMH,
WHAUBUAYAIBHBIMA — NPEANPUHAMATEISIMYA, UMEIOINMMHM  JIMIEH3HMI0O  Ha
(bapManeBTHYECKyI0 JesTelbHOCTh, OCYIIECTBISETCA MO pelentaMm Ha

JeKapCTBEHHbIE IMpernaparsl, N0 TpeOOBaHUSM MEAMLUMHCKUX OpraHW3alui,
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BETEPHHAPHBIX OpPraHu3aluii B COOTBETCTBHM C IpPaBHJIAMH H3TOTOBJICHUA U
OTIyCKa JEeKapCTBEHHBIX I[IPenaparoB, YTBEPKJIEHHBIMH YIOJHOMOYEHHBIM
(benepaibHbIM OPraHOM HCIIOJHUTEIbHOU BIACTH.

2.1lpy  W3rOTOBJIIEHMM  JIEKAPCTBEHHBIX [PENApaToOB  alTeYHBIMHU
OpraHu3alsIMH, BETEPUHAPHBIMU anTeyHbIMU OpraHu3alusIMH,
UHAWBAAYAJIbHBIMM  [PEAIPUHUMATENSAMH, HUMEIOIIMMM  JIMICH3UIO  Ha
(GapManeBTHIECKYI0  JICATENbHOCTh,  HCIONB3YIOTCS  (apMaleBTHYECKUE
CyOCTaHLMK, BKIIOYEHIbIE COOTBETCTBEHHO B TOCYNAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB I MEIMIMHCKOr0 IMPUMEHEHHNS ¥ I'OCYyAapCTBEHHBIN
peecTp JIEKapCTBEHHBIX CPEJACTB [UJI1 BETEPUHAPHOrO MPUMEHEHHS B
yCTaHOBJIEHHOM mopsigke. He nomyckaeTcs HM3roTOBJIICHHWE — anTEYHBIMU
OpraHu3alusIMH, BETEPUHAPHBIMU anTEeYHBIMHA OpraHu3alUsIMy,
VHJUBUAYAIBHBIMA — NPCANPUHUMATEISIMY, HMMEIOIMMH  JIMLEH3UI0  Ha
(hapMareBTHIECKYIO JIeATeIbHOCTb, JIeKapCTBEHHBIX IIpenaparos,
3apeructpupoBanublx B Poccuiickoit Oepepanuu.

3. MapkupoBKa JIEKapCTBEHHBIX npenaparos, H3TOTOBJIEHHBIX
anTe4YHbIMU OpraHU3alUsAMH, BETEPHUHAPHBIMH alTeYHbIMH OpPraHU3aLUsSIMHU,
UHIUBUAYATbHBIMA — OPEANPUHAMATEISAMH, HMMEIOIMMHA  JULEH3UI  Ha
(apMaleBTHUIECKYIO JEsITeNbHOCTh, U OPOPMIICHHE TaKUX MPENapaToB JOJDKHEL

COOTBETCTBOBATH IIPpABUIaM, YKA3aHHBIM B 4aCTH 1 HacTosend CTaThu.
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4. Atiteunple OpraHusanyy, BETCPUHAPHBIC allTCYHLBIC OpPraHu3aillvu,
WHIUBHUAYAJIBHBIC IIpeanpuBumMareiiu, UMEIoninue JIMOCH3UIO Ha
Q)apmaueBaneCKylo JACATECJIBHOCTh, HECYT OTBETCTBCHHOCTH 3a HGCO6JIIOI_[CHI/IC
IpaBHJ U3IrOTOBJICHHA YU OTIIYCKA JICKAPCTBCHHBIX IIPLIIapaToB B COOTBCTCTBUHU C

3aKoHoJarenbcTBOM Poccutickoit @enepanum.

Crates 57. 3anpeinenne npoaaxu ¢ajabcupuuupoBaHHBIX
JIEKAPCTBEHHBIX CPEICTB, HeA0OPOKAYECTBEHHbIX
JIeKapCTBEHHBIX CPeJCcTB, KOHTpadaKTHBIX
JIeKapCTBEHHbIX CPEACTB

IIponaxa harpcHPUIIPOBAHHBIX JIeKapCTBEHHBIX CPeJCTB,

H€H06pOKatl€CTB CHHbIX JCKAPCTBCHHBIX CpCACTB, KOHTP a(b AKTHBIX

JIEKApCTBCHHBIX CPCIACTB 3allpeiiacTcs.

Cratps 58. XpaHenue jJieKapcTBeHHbBIX CPEICTB

1. Xpanenue JIEKapCTBEHHBIX CpPeACTB OCYILIECTBIISICTCS
IPOU3BOAUTENSIMI  JIEKAPCTBEHHBIX  CPEICTB, OpraHU3alMsMU  OINTOBOH
TOPrOBIIX  JIEKAPCTBEHHBIMU  CPEACTBAMH, AalTEUHBIMH OpPTAHU3ALMIMH,
BETEPUHAPHBIMHI anTeuYHbIMU OpraHu3aIusIMH, WH/IUBU1YaJbHBIMA
OpeAlpUHUMATENSIMA, WMEIOIIUME  JIMIEH3WI0 Ha  (apMamieBTHIECKYIO
JNEATEebHOCTh WM JIMLEH3UI0 Ha MEIUIMHCKYIO JIeITeNbHOCTh, MEIUIIMHCKUMHU
OpraHM3alUsAMH, BETEPHHAPHBIME OPraHU3AIMSIMHA W HHBIMU OpPraHU3aI[AsSMH,

OCYLIECTBJISIOIIUME 00pallleHre JEKapCTBEHHBIX CPEJCTB.
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2.1lpaBuna  XpaHeHHS  JEKapCTBEHHBIX  CpPEACTB  YTBEPXKIAKOTCS
COOTBETCTBYIOLITUM YIIOJTHOMOYCHHEBIM benepanbHEIM OpraHoM
VCTIOJIHUTENHHON BIACTH.

3. XpaHeHHe HapKOTHUECKUX JIEKAPCTBEHHBIX CPEACTB, MCUXOTPOIHBIX
JIeKapCTBEHHBIX CPEJICTB, paavoapMaleBTUYECKUX JIEKapCTBEHHBIX CPEJCTB
OCYIIECTBISETCS B COOTBETCTBMM €  3aKOHOJATeNbcTBOM — Poccuiickoit

Oenepalivi.

I'maa 11. YHu4YTOXEHHE JEKAPCTBEHHBIX CPE/ICTB

Crarps 59. OcHOBaHMSA U NOPSAOK YHHUYTOKEHUSI JIEKAPCTBEHHbIX
cpencTn

1. HegobpokadecTBeHHbIE JIEKapCTBEHHBIE CpeJCTBa,
banbcudUIMpPOBaHHEIE JIEKAPCTBEHHBIE CpPENCTBa IIOJJIEkKAT W3BATHIO U3
IPKJAHCKOro 000poTa M YHUYTOXEHUIO B IOPSJAKE, YCTAHOBJICHHOM
IIpaButensctBoM Poccuiickoit ®enepaunu. OcHoBaHWeM ISl YHUYTOXECHUS
JIEKapCTBEHHBIX CPEICTB SBISETCS pelIeHue Biajelblia JIeKapCTBEHHBIX
CPENCTB, peIleHue COOTBETCTBYIOIIErO YIOJHOMOYEHHOTO (heaepajbHoro
Oprasa UCIIOJIHUTENBLHON BIACTU WIIM PELICHME CY/Ia.

2. Konrpadakraple JeKapCTBEHHBIE CpE/ICTBA MOJJEXKAT HIbATHIO U3
IpaXZAHCKOTO 000poTa ¥ YHUYTOXKEHHIO I[10 pemeHmio cyaa. llopsmoox
YHHUYTOXEHUS KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPENICTB YCTaHABIMBAEeTCA

IIpaBurensctBoM Poccuiickoit Penepannu.
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3. Pacxonpsi, CBS3aHHBIE  C  YHHYTOXKEHUEM KoHTpadaKTHBIX
JIeKapCTBEHHBIX CPEACTB, HeNOOpPOKAUeCTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
GanbcH(UUMPOBAHABIX  JIGKAPCTBEHHBIX  CPElCTB,  BO3MEINAIOTCS  MX
BIIQJENbIIEM.

4. Bnagenery JIEKapCTBEHHBIX CPEINCTB  JOJDKEH  TIPEACTaBUTH B
yIOMHOMOYEHHbIH (enepanbHblii OpraH WCIOJHUTENBHON BIACTH JOKYMEHT
WM 3aBEPEHHYIO B YCTAHOBJIICHHOM IIOPSJIKE €ro KOMUIO, MOATBEpKAAIoIIKe
$aKT YHUYTOKEHUS JIEKapCTBEHHBIX CPEJCTB.

5. CooTBETCTBYIOLIUH YIIOJTHOMOYEHHBIH (beepaabHBINA Oprax
UCIOJHUTENIbHOH  BJacTW, TIPUHABIIUEN  pemieHwe 00  YHUUYTOXEHHH
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTRIISIET KOHTPOIb 3a UX YHHUTOKEHHAEM.

6. YHUYTOXEHUE JIEKapCTBEHHBIX CpeliCTB NPOU3BOIUTCS
OpraHu3auMsIMi, UMEIOMIMMU COOTBETCTBYIOIIYIO JHIEH3MIO, Ha CIEIHaIbHO
000pYZOBaHHBIX IUIONIAJIKAX, TMOJIMTOHAX M B CHEUHAIbHO 00OpPYIOBAHHBIX
DOMEINEHHUIX ¢ cobioeHreM TpeboBaHuil B 00JacTH OXpaHbl OKpYXXaromeil
Cpellbl B COOTBETCTBUU C 3aKOHOAaTeNbecTBOM Pocculickoit denepanun.

7. Hapkotrueckue JIEKapCTBEHHEIE CpencTna, TICUXOTPOIHEIE
JIeKapCTBEHHbIE CpeZCTBa, paanodapMaleBTHUYeCcKe JieKapCTBEHHbIE CpelcTBa
YHUYTOKAIOTCS B  COOTBETCTBHM C  3aKOHOAATENbCTBOM  PoccuiicKoit

Depnepanuu.
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I'masa 12. T'ocynapcreBennoe peryjimpoBaHue lieH HA JeKapcTBEeHHbIe
npenapartsl AJs1 MEAHUHHCKOIO NpHMEHeH s

Crartbs 60. I'ocygapcTBeHHOE peryiupoBanue HeH Ha
JIeKapCcTBEHHbIE TpenapaThl 1S MeJHIIHHCKOI0
IpuMeHeHUs

locymapcTBeHHOE peryjaupoBaHUE II€H Ha JIEKAPCTBEHHBIE IIPENapaTsl
JULSL MEIMLIMHCKOTO NIPUMEHEHUSI OCYIIECTBISAETCS ITOCPEICTBOM:

1) yrBepk/ieHHsl IepedHs JKU3HEHHO HEeOOXOAUMBIX M BaXKHEHIIMX
JIEKAPCTBEHHBIX  IIPEapaToB, BKIIOYEHHBIX B TaKOW IepedeHb  I0j
MEXTYHAPOIHEIMI HEITaTEeHTOBAHHBIMU HIIM XMMUYECKUMU HAUMEHOBAHUAMU U
COOTBETCTBYIOLIUX CieAYIOIIAM KPUTEPUIM:

a) IpUMEHEHHe  KOHKPETHOIO  JEKapCTBEHHOrO  Iperapara i
AUAarHOCTUKM, NPOGWIAKTHKY, JeueHus 3abosieBaHuil, B TOM  YHCIE
npeobiiagaonmx B cTpykrype 3aboneBaemoctu B Poccutickon Penepanuu,

0) MPEUMYIIECTBO  KOHKPETHOTO  JIEKApCTBEHHOIO  Ipenapara 1o
CPaBHEHHIO C APYTHMH JIEKapCTBEHHBIMH IIpeliapaTamMu IIPHU OIpPe/eNeHHbIX
3a001eBaHUy, CHHIPOME UIIH KIIMHUYECKON CUTYalluH;

B) TepalieBTHYeCKass ASKBUBAJIEHTHOCTb KOHKPETHOIO JIEKapCTBEHHOIO
mperiapara  JIEKapCTBEHHBIM — WperaparaM €O CXOXHM  MEXaHH3MOM
(hapMaKoJIOrH4ecKoro 1efcTBus;

2) yTBEpKJIeHUs METOIUKH YCTAHOBSICHHUSI TIPON3BOIUTEISAMHI

JICKapCTBCHHBIX IIpeNaparToB HNPEACIbHBIX OTITYCKHBIX HEH Ha JCKaPCTBCHHBIC
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mpenaparsl, BKIIOYEHHBIC B NepeYeHb KU3HEHHO HEOOXOMUMBIX U BaKHEHIIUX
JIEeKapCTBCHHBIX IIpenapaToB;

3) rocyapCTBEHHOU PEerucTpalii YCTAaHOBJIEHHBIX IPOU3BOIUTENIMHI
JIEKapCTBEHHBIX IPENapaToB MpeNesbHbIX OTIYCKHBIX IIEH Ha JIEKapCTBEHHBIE
Iperaparbl, BKIIOYCHHBIC B MepedeHb KM3HEHHO HEOOXOJMMBIX 1 BaKHEHIIMX
JICKapCTBEHHBIX IIPEapaTos;

4) BeJileHUsT TOCYJapCTBEHHOrO peecTpa MNpeNesNbHBIX OTIYCKHBIX IeH
IIPOM3BO/INTENEH Ha JIeKapCTBEHHbIE IIPEIapaThl, BKIIOYEHHBIE B IEPEYEHb
JKU3HEHHO HEOOXOMMBIX M BaXKHEHIIINX JIeKapCTBEHHBIX IIPENapaToB;

5) yTBep)KIOeHUST METOJVKH YCTAHOBIICHUS OPraHaMU HCIIONHUTENEHON
BIacTH cyObexkToB Poccmiickoit denepanny NpenelbHBIX Pa3MepoB OINTOBBIX
Hag0aBOK M IIPEJeNbHBIX Pa3MepoB PO3ZHUUYHBIX HaA0aBOK K (QaKTHYECKUM
OTIYCKHBIM IIeHaM, YCTAaHOBJIEHHBIM IPOM3BOJIMTENAMH JIEKapCTBEHHBIX
IpenaparoB, Ha JeKapCTBEHHbIE IIPenaparsl, BKIIOYEHHbIE B IIE€PEYEHb
KU3HEHHO HEOOXOAMMBIX ¥ BaXKHCHIINX JICKapCTBEHHBIX NIPENapaToB;

6) yCTAHOBJIEHUS]  MpEZeIbHBIX Pa3MepoB  ONTOBBIX HaA0aBOK M
IpeelbHBIX pPa3sMEpPOB PO3HUYHBIX HAM0aBOK K (AKTHYECKHM OTIILyCKHBIM
LleHaM, YCTaHOBJICHHBIM ITPOM3BOAUTENAMMU JIEKAPCTBEHHBIX IIpENaparos, Ha
JIeKapCTBEHHBIE MpenapaThl, BKIOYCHHbIE B IepeUeHb KU3HEHHO He0OX0AUMBIX

U BaXHEHIIUX JIEKAPCTBEHHBIX MPENnapaTos;
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7) yTBepKIIeHUS nopsiiKa BBIJIAYU [IpeANuCaHui oprasam
HCIIOJHUTENBEHOH BiacTu cyObekToB Poccuiickoit Menepanuu o NMpUBEICHUH B
COOTBETCTBHE C 3aKOHOAATeabCcTBOM Poccuiickoit ®enepanum perreHnid 06
YCTAHOBJICHUN TpENeibHBIX pPa3MEepOB ONTOBBIX HAn0aBOK M IIpenelbHbIX
pa3MepoB pO3HMYHBIX HaA0aBOK K (AKTHYECKUM OTIIYCKHBIM Ii€HaM,
YCTAHOBJICHHBIM  ITPOM3BOJUTENAMHM  JIEKApCTBEHHBIX  IIpenaparos, Ha
JeKapCTBEHHBIE TIperapaThl, BKIIOUEHHbIC B IIEPEYeHb )KU3HEHHO HEOOXOANMBIX
¥ BaXXHEHUIIUX JIEKAPCTBEHHBIX MPeIapaToB, €CId OHU IMPUHATHI C HAPYLICHUEM
3aKkoHoOJaTenbcTBa Poccuiickor ®Denepanyu, B IOPAAKE, YCTaHOBICHHOM
IIpaButenscrsoMm Poccuiickoit @enepanuu,

8) mampaBnenus YIOTHOMOYEHHBLIM (dheneparbHbIM OpraHoM
ACIIONHMUTENILHOM BJIACTH OpraHaM HCIIOJHUTENbHOHM BJACTH CyOBEKTOB
Poccuiickoii ®enepanuy NpeAndcaHdud O HNPUBEIEHHM B COOTBETCTBHE C
3aKoHOMATeNIbcTBOM Poccuiickoit @Pexepauyy NPUHATBEIX ¢ HapyLIEHHEM
3akoHomarenbcrea Poccuiickoii  ®enepanuu  pemieHWd 00 yCTaHOBJIEHHH
IpenesibHbIX  Pa3MepoOB  ONTOBBIX HAA0AaBOK U IIPEIEIbHBIX pPasMepoB
PO3HMYHBIX Ha/J0aBOK K IIEHaM Ha JEKapCTBEHHBIE TperapaThl, BKIIFOYCHHbBIE B
IiepeyueHb )KU3HEHHO HEOOXOUMBIX M BaXKHEHIINX JTEKAPCTBEHHBIX IIpenaparos;

9) ocyIecTBIEHNS FOCYJapCTBEHHOIO KOHTPOIIA 32 IPMMEHEHHEM LIEH Ha

JIeKapCTBEHHBIE MIpenapaTsl;
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10) npuMeHeHnsT TPeJyCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccuiickon
depepaiii Mep OTBETCTBCHHOCTH 3a HapyIIeHHE MOpAnKa LEeHOooOpa3oBaHusA
Ha )KM3HEHHO HEOOXOMMbIe U BayKHEUIIME JJeKapCTBEHHbIE IIpEIaparsl.

Cratps 61. T'ocyaapcTBennasi perucrpanus yCTaHOBJIEHHBIX
IPOM3BOANTENSIMHU JIeKAPCTBECHHBIX NpENnapaTos
npeaeJbHBIX OTHYCKHBIX l€H HA 'KHU3HEHHO HeoOX01uMble
¥ Ba)KHeHNIKe JileKkapcTBEeHHbIe IPenapaThl M MX NpoJamka

1. YcraHoBNEeHHBIE TNPOM3BOAUTENSAMM JICKAPCTBEHHBIX  IPENapaToB
npeJiebHbIE OTIIYCKHbIE LEHBI Ha JICKAPCTBCHHBIE IIPENaparsl, BKIIOYEHHLIE B
repedeHb XXU3HEHHO HEOOXOAUMBIX M BXKHEHIINX T€KAPCTBEHHBIX IIPeNnaparosB,
TI0JIeXKaT TOCY AapCTBEHHOM perucTpariii.

2. YcraHoBIeHHAas  TIPOM3BOAUTENEM  JIEKAPCTBEHHBIX  IIperaparoB
IpesieibHas OTIYCKHasl IleHa Ha JIeKapCTBEHHBIM IIpenapar, BKIIOYEHHBIA B
riepevueHb KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIIUX JIEKAPCTBEHHBIX IIPEIIapaTos,
MOJICKUT TOCYapCTBEHHOM PErucTpanyy, eciy OHa He IPEBBIAET pa3Mep
LleHbl Ha JaHHBIKA JIEeKapCTBEHHBIM Ipernapar, pacCUYMTaHHBIM B COOTBETCTBHHU C
YTBEPXKACHHOH B Tmopsiike, ycraHosieHHoM lIpaBurenscTtBom Poccuiickoi
Denmepany, METOAMKOM YCTAaHOBIEHUS MNPOU3BOAUTENIAMH JIEKAPCTBEHHBIX
TperapaToB MpeeNbHBIX OTIYCKHBIX HEH Ha JEKapCTBEHHBIE IIperaparsl,

BKIIXOUCHHBIC B [epeucHep  KHU3HCHHO H€O6XOJIHMBIX U BaXHEHIIUX

JEKapCTBEHHBIX HNPEIlapaToB.
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3. Hpoz:(axca JIEKapCTBCHHBIX IIpernaparoB, KOTOPbLIE BKIOYECHLBI B
NEepEUCHb )KUBHEHHO HGO6XO)II/IMLIX U BaXKHeHIIHUX JIEKAPCTBCHHBIX [IpCIIapaToB
H Ha KOTOpPLIC HE 3apCruCTpupOBaHa YCTAHOBJICHHAA IIPOHU3BOAHUTCIIAMHU
JEKApCTBCHHDLIX HperiaparToB NpelaciibHad OTIIYCKHad 1Li€Ha Ha JICKapCTBCHHEIC
IIpenaparsl, BKIIIOYCHHBIC B IICPCUCHDb JXHU3HCHHO H€O6XO,I[I/IMBIX U BaXKHEHUIIHUX

JICKapCTBCHHBIX IIPENapaToB, HE JOIMYCKACTCA.

Crartpsa 62. I'ocyaapcTBeHHbIIT peecTp NpeAeJbHBIX OTHYCKHbBIX IleH
NPOU3BOANTE /el HA JeKAPCTBEHHbIE IIPenaparhl,
BKJIIOUEHHbIE B MepevYeHb )KU3HEHHO HEOOXOTHMBIX H
BaKHEH KX JIeKAPCTBEHHBIX IPenapaToB
1. 3apeructpupoBaHHbIE MpeesIbHbIE OTILyCKHBIE LeHbl  Ha
JeKapCTBEHHBIE MPenaparthl, BKIIIOYEHHbBIE B IIEPEUEHb KU3HEHHO HEOOXOAMMBIX
M BaXHEHIINX JIEKapCTBEHHLIX MpernaparoB, MOMIEKAT BKIIOYEHUIO B
TOCYIapCTBEHHBI peecTp NpelesbHbIX OTHYCKHBIX LIEH IPOM3BOJAUTENECH Ha
JeKapCTBEHHBIE MperapaThl, BKIFOUEHHBIE B IIepPEeYeHb KU3HEHHO He0OXOAUMBIX
1 BaKHEHINIHX JIEKapCTBEHHBIX MperapaToB.
2. 'ocyapCTBEHHBIN peectp npeAeabHbIX OTILyCKHBIX LeH
IPON3BONTENEHl Ha JIeKapCTBEHHbIE Mpenaparsl, BKIIOYEHHbLIE B IepeyeHb
JKU3HEHHO HEOOXONWMBIX ¥ BaXHEHIIMX JIEKApCTBEHHBIX IIPEraparos,

COZIEPKUT B cede cleayIouyto nH(GOpMaluIo:

1) nauMeHOBaHUE TTPOU3BOAUTENS JIEKAPCTBEHHOI'O IIPENapara;
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2) HauMEHOBaHWE  JISKAPCTBEHHOro  mperapara  (MeXIAyHapoaHOe
HeNaTeHTOBAHHOE MJIM XMMHUYECKOe ¥ TOProBoe HAaNMEHOBAHH );

3) HOMep  PETUCTPAllMOHHOTO  YAOCTOBEPEHUS  JIEKAPCTBEHHOI'O
npernapara;

4) nekapcTBeHHas (opMa C YyKa3aHUEM JO3WPOBKH JIEKAPCTBEHHOIO
mperapara U ero KOJIA4ecTBa BO BTOPHYHOH (MTOTPeOUTEeNhCKON) YIAKOBKeE;

5) 3aperucTpupoBaHHAas IpeebHas OTIYCKHAS 1[€HA B PYOIIsIX;

6) nara roCyJapCTBEHHON PErmcTpaniy MpeebHON OTIHYCKHOW IIeHBI Ha
JleKapCTBEHHEBIE IIpenapaThl, BKIIOUYEHHEIE B IIepeUeHb KU3HEHHO HEOOXOUMBIX
U BaKHEHIINXK JeKAPCTBEHHBIX IPEapaToB.

3. TocymapcTBeHHasi perucrpaiys IpelelbHbIX OTIYCKHBIX LIeH Ha
JIeKapCTBEHHBIE TIperapaThl, BKIIOUYEHHBIE B IepeueHb )KU3HEHHO HEOOXOIMMBIX
M BROXHEHIIHX JIGKAPCTBEHHBIX MpernaparoB, BeJGHWE TIOCYZapCTBEHHOTO
peectpa MpeNeNIbHBIX OTIIYCKHBIX II€H NPOU3BOJUTENEH Ha JeKapCTBEHHbLIE
Iperaparsl, BKIFOYSHHEBIE B TIEPEUYeHDb KU3HEHHO HEOOXOAMMBIX U Ba)KHEUIIHX
JIEKapCTBEHHBIX TPENapaToB, OCYLIECTBIAIOTCA B IOPSAKE, YCTaHOBIECHHOM

IIpaButenscTBOM Poccuiickoit Penepanny.
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Cratps 63. YcTaHOBJ/IeHHEe OPraHaMU MCHOJHUTEIbHOH BJACTH
cyObexTOB Poccuiickoit @egepanun npeaeabHbIxX
pa3zMepoB ONTOBBLIX HaAOABOK M NPEACIbHBIX PAa3MepPOB
PO3HHYHBIX HAA0ABOK K (paKTHYCCKUM OTHYCKHbIM
eHaM, YCTAHOBJIECHHBIM NPOU3BOANTEIAMU
JieKapCTBEHHBIX IpenapaToB, Ha JeKapCcTBeHHbIe
npenapars! Ajsi MEAULHHCKOro NPUMEHEHH
1. Opragsl HCIIONHUATENBHON BracTH cyOBekToB Poccuiickoi Penepanumn
YCTAHABIMBAIOT TMIPe/lelbHBIE pa3Mephbl ONTOBBIX HaA0aBOK M IpeleNbHEIe
pasMeppl PO3HWYHBIX Han0aBoK K (aKTHYECKMM OTHYCKHBIM  LI€HaM,
VCTAaHOBJICHHBIM  IIPOU3BOJUTENSAMH  JIEKAPCTBEHHBIX  IIPENaparoB, Ha
JieKapCTBEHHBIE IpernapaThl, BKIIOUCHHbIE B TIepeYeHb XKU3HEHHO HEO0X0AUMBIX
1 BaXKHEHIINX JIeKapCTBEHHBIX MPENapaToB, B COOTBETCTBUYU C YTBEPIKICHHOH B
nopsinke, ycranoeneHHoM  IlpaButensctBom  Poccuiickonn  Pepepanumy,
METONMKON YCTAHOBIEHWS OpraHaMH WCIIOJIHUTEILHOM BlacTH CyOBEKTOB
Poccuiickoit Dejepariiel  MpeleibHBIX pa3MepoB  ONTOBBIX Han0aBOK U
npefenbHBIX Pa3MepoB PO3HUYHBIX Han0aBOK K (DaKTU4ECKUM OTIIyCKHBIM
IIeHaM, YCTAHOBJICHHBIM [POM3BOIMTENSMH JIEKapPCTBEHHBIX IIpeNapaToB, Ha
JIeKapCTBEHHBIE TIPENapaThl, BKIIOYEHHBIE B [1ePEeUCHb XU3HEHHO HEOOXOIUMBIX
Y BaXXHEHMIIMX JIEeKapCTBEHHBIX NIPEINapaTosB.

2. Oprasuzanyuy OITOBOM TOProBny ¥ (WIM) anTedHble OpraHu3alliiy,
VHIMBHyallbHbIC IpeApUHUMATENH, UMeEIoINe JMLICH3UIO Ha

(bapMaHEBTH‘IGCKy}O ACATECIbHOCTD, OCYILIECTBIIAOT peaiin3zanmo

JEKAPCTBCHHBIX IIpenaparTtos, BKITIOYCHHBIX B IICPEICHD KHU3HCHHO
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HEOOXOIMMBIX ¥ BaXXHEHIUUX JIEKAPCTBEHHBIX TPENapaTos, IO [ieHaM, YPOBEHb
KOTOPBIX ~ HE  TPEBBINACT CYMMY  (aKTHYECKOH  OTIIYCKHOH  IICHBI,
YCTAHOBJIICHHOM  MPOW3BOLUTENEM  JIEKAPCTBEHHBIX IIPElapaToB H©  He
MpEeBBIIAIONIEH 3aperuCTPUPOBAHHON MPeeNbHON OTIYCKHOW LIEHBI, U pa3Mep
onToBO¥ Hag0aBkW W (MJIM) pa3Mep PO3HUYHON HanOaBKH, HE NPEBBITHAIOIIHE
COOTBETCTBEHHO pa3Mepa NpelelbHOW ONTOBOM HambaBKu u (WIH) pazMepa
Ipe/iefibHOR pO3HUYHOM Han0aBKu, YCTaHOBJCHHBIX B cyOmpekte Poccuiickoit
Denepanyi.

3. Opranbp! HCTIOHUTENBHOM BiacTH cyobekToB Poccuiickoit Megepanmm
pasmemaior B cetu «lHTepHer» WM omyOIMKOBBIBAIOT HH(OPMALKIO O
3apEerucTPUPOBAHHON MpPEHEeNbHONM OTIYCKHOM IleHe Ha JIeKapCTBEHHBIE
IperapaTsl, BKIIOUYEHHbIE B IIEPEUEHb XU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JeKapCTBEHHBIX TIperapaToB, 00 yCTaHOBJEHHBIX B cyObekTe Poccmiickoit
Qenepanyu  pasMepe IMpeieNbHOM ONTOBOM HamO0aBku H (MAH) pasMepe
TpefenbHON pPO3HMYHOW Hamb0aBKM K YCTaHOBJICHHBIM ITPOHU3BOIMTENISIMA
JeKapCTBEHHBIX  MpemnaparoB  (akTMYeCKWM  OTIYCKHBIM  LieHaM  Ha
JIeKapCTBEHHBIE MpenapaTsl, BKIIOYCHHBIE B IepeUeHb KU3HEHHO HEOOXOIUMBIX
¥ BaXHEHIIUX JIEKAPCTBEHHBIX IIpernaparoB, U 00 yKa3aHHOM B 4YacTu 2
Hacrosiied cratem  cymme. HMHdopmanus, npexycMOTpeHHas HaCTOAIIEH

HJacThIO, JOJDKHA PasMeidTbCd TAKXKE B allTEYHBIX OpPraHu3alluiax B HOCTYHHOﬁ
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Il CBEICHUSI BCeX 3aMHTEPECOBAHHBIX JHII (hopMe M OOHOBISATHCS IO Mepe ee
Oy OJTMKOBaHUS.

4. IlpunATeie ¢ HapylleHueM 3aKkoHoxarenscTBa Poccuiickoit ®enepanuun
pelieHHs OpraHoOB MCHOJIHATENBHON BilacTy cyObexTa Poccuiickoil @enepaumn
00 yCTaHOBIEHHH IMpEeAENBHbIX Pa3MepOB OINTOBBIX HAaI0ABOK U IpeAeTbHBIX
pa3MepoB PO3HUYHBIX HAA0aBOK K 3aperdCTPUPOBAHHBIM  MpENeNbHBIM
OTITYCKHBIM II€HaM Ha JIEKapCTBEHHBIE IIpernaparbl, BKJIFOYEHHBIE B IIE€peYeHb
U3HEHHO HEOOXOMMMBIX ¥ BaXHEHIIUX JIEKAPCTBEHHBIX IIPeNapartos,
TIOJITIeXaT OTMEHE B CYJeOHOM HOpPSIKE.

I'mapa 13. MoHuTOpHHT 0€30NACHOCTH JIEKAPCTBEHHBIX NPenapaTos,

HAXOASIIUXCH B 00palleHHH HA TEPPUTOPHH
Poccuiickoii ®enepanuu

Crarps 64. MOHHTOPHHI 0€30IaCHOCTH JieKApPCTBEHHLIX NPeNapaTos

1. JlekapcTBeHHBIE IIpemapaThl, HaxonsfuIecss B oOpalleHuHn Ha
tepputopun Poccuiickoit denepaiiuy, MoaIexat MOHUTOPUHTY 0€30ITaCHOCTH B
1eNsIX BBISBIICHUS BO3MOXXHBIX HETATHBHBIX TIOCTEJACTBUA HMX HNpPUMEHEHHH,
NpeIyTIPeXeHNs MallMeHTOB ¥ UX 3allUThI OT IPUMEHEHHUs TaKuX MpernapaTos.

2. MonuTopHHT 6e30I1acHOCTH JIEKapCTBEHHBIX IIpernaparoB
OCYHIECTBIISETCS YIIOJIHOMOYEHHBIM (peJieparibHbRIM OpraHOM HCHOTHUTEIHHON
BJIACTH Ha BCeX dTalax Ux oOparieHus Ha Tepputopuu Poccuiickoit @enepanmy.

3. CyObeKkTsl 00palleHus! JTeKapCTBEHHBIX CPEJICTB 00s3aHbl cOO0INATh B

YCTAHOBJICHHOM YITOJJHOMOYCHHbBIM (benepanLHmM OpraHnomM UCTIOJIHATEIBHOMT
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BJIACTH TOpsiJIKe 000 BCcex chmydasx HMOOOWHBIX JIEHCTBUM, HEe YKa3aHHBIX B
MHCTPYKLUHK TI0 NPWMCHEHHIO JIEKapCTBEHHOIO IIperiapaTra, O CepPLe3HbIX
HEXeNaTeIbHBIX peakIigX, HENPEIBUICHHBIX HEXEeNaTeNbHbIX PEaKUUAX IIpU
TIPUMEHEHUY JISKaPCTBEHHBIX TIpernaparToB, 00 OCODEHHOCTIX B3aUMOIEHCTBUSA
JIEKapCTBEHHBIX TMPENapaToB C JPYTHMM JIEKapCTBEHHBIMU IIpeNapaTami,
KOTOpBble OBUTM BBISBICHBI NpPU NPOBEICHUH KIMHUYECKUX HCCIEHOBAHMA U
IPUMEHEHUH JICKAPCTBEHHBIX HIPETIapaTOB.

4.3a HecooOIeHUEe MJIM COKPBITUE CBEIEHUN, MPEIyCMOTPEHHBIX
YaCTBIO 3 HACTOANIEH cTaThH, JIMIla, KOTOPHIM OHH CTajIM U3BECTHBI II0 pOAY HUX
poheCCHOHANTFHON EATEIIHFHOCTH, HECYT OTBETCTBEHHOCTb B COOTBETCTBHH C
3aKoHoIarenscTBOM Poccuiickoit Depepannm.

5. Tlopsiok ocyIiecTBIeHUS MOHUTOPHHIa O€3011aCHOCTH JIEKAPCTBEHHBIX
IpernaparoB, PerucTpanuy NOoOOYHBIX ACHCTBUM, CEPhE3HBIX HEXKeJaTeIbHBIX
peaknui, HeNpPeNBUJICHHBIX HEXKeNaTelbHBIX peakuuid NpH IPUMEHEHUH
JIEKAPCTBEHHBIX IIPENapaToB, B TOM YHUCHe TPEACTABICHMS HWHpopMaluy 00
3TOM,  YCTAHABIWBAETCA  YNOJHOMOYCHHBIM  (eflepalIbHbIM  OpraHoM
KCITOJIHITEILHOM BIIACTH.

Cratps 65. IprHocTaHoB/IeHNe NIPHMEHEHHUS J1eKAPCTBEHHOI0

npenapara

[pu nonydennu uHQOPMaNUKY O NOOOUHBIX JEHCTBUSIX, HE YKa3aHHEBIX B

HHCTPYKIHK 110 IIPUMEHCHHUIO JICKapCTBECHHOIO IIperapara, Cepbe3HbIX
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HEeXKeJaTelbHBIX PeaklyiX, HelpeABUICHHBIX HEKeNaTelbHbIX peaklusaxX Ipu
MIPUMEHEHUM  JIEKApCTBEHHOro  Iipemapara, o0  OCOOEHHOCTAX  ero
B3aUMOJICUCTBUS C JIPYIMMHM JIEKapCTBEHHBIMU MpernapaTamMd, KOTOpPHIE MOTYT
TIPEACTARIATE YIPO3Y JKU3HYU WU 34OPOBBIO TIALMEHTOB, a TAKXKE CBEIEHUH, HE
COOTBETCTBYIONIUX CBEJICHUSIM O JIEKAPCTBEHHOM IIpernapare, CoAepIKaliuMcs B
HHCTPYKIMU 10 €ro NPUMEHEHUIO, YIOJHOMOYEHHBIH (heepanbHel opras
UCTIOJTHUTENIHONM ~ BJIACTM ~ paccMaTpéBaeT  BOIPOC O  BO3MOXKHOCTH
IIPHOCTAHOBJIEHUS TIPAMEHEHUS TaKOTO JIEKapCTBEHHOTO IIpernapara B HOpsJIKe,
YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (e/iepalbHbIM OPTraHOM HCIOIHUTENBEHOMN
BJIACTH.

Crarps 66. Undopmanus o pe3yjibTaTaX MOHHTOPHHIA

0€30MACHOCTH JIEKAPCTBEHHbIX NPeNapaToB

VYIOHOMOYEHHBIM  (eflepalbHbll  OpraH MCIOJHUTEILHOH  BIIACTH,
OCYIIECTBISIOIAY MOHHTOPHUHI' O€30IIaCHOCTM JIEKapCTBEHHBIX IIpelaparos,
HaxonqIUxcsd B oOpamenun Ha Teppuropun Poccuiickoin Penepaiuu, 110
pe3yJbTaTaM MOHHTOpPHHTA pa3MellaeT Ha cBoeM O(UIHaIbHOM cailTe B ceTh
«VHTepHET» MHOOPMAIMIO O NMPUHATHIX PEIICHHUSAX O BHECEHUM M3MEHEHHS B
MHCTPYKIMIO 110 TIPUMEHEHHIO JIeKapCTBEHHOIO Ipernapara, 0 IpUOCTaHOBACHUY
NPUAMEHEHUsS] JIEKapCTBEHHOIO Trpenapara, o0 U3BATAM M3  obOpalleHus
JEKAapCTBEHHOIO  mperapara WIA O  BO30OHOBIEHHM  IIPUMEHEHUS

JIEKapCTBEHHOI'O Hpenaparta.
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I'masa 14. Undopmanusa o JexkapcTBeHHbIX Npenaparax

Cratps 67. Undopmanus o JexapcTBeHHBIX Ipenaparax

1. Madopmarusi 0 JeKapCTBEHHBIX IMpelaparax, OTIYCKaeMbIX 110
penienniTy Ha JIEKApCTBEHHBIA TmpenapaT, [NOJDKHA COJEpXKaTbCs TONBKO B
CTICIUANM3UPOBAHHBIX ~ W3[IaHUAX, IPEeJHA3HAYEHHBIX Ui MEIMUMHCKUX,
¢dapMalleBTHYECKNX,  BeTepHHapHbIX  paboTHuMkoB.  VHdopmamma o
JEKapCTBEHHBIX Tpemaparax i CIEHMaIucToB B obiactM obOpauleHus
JIEKAPCTBEHHBIX CPEJCTB MOXKET COAEPXKATHCS B MOHOIPadusX, CIIpaBOYHHUKAX,
HAyYHBIX CTaThsX, B JIOKJaZaX Ha KOHTpeccax, KOH(MEepeHUHUsAX, CUMIOZUYMax,
HAyYHBIX COBETaxX, a TaKKe B MHCTPYKUMSIX MO HPUMEHEHWIO JEKapCTBEHHAIX
[Ipernaparos.

2. Indopmaiust 0 JEKapCTBEHHBIX IIpernapaTax, OTIyCKaeMbIXx 0Oe3
pelienTa Ha JeKapCTBEHHBIN IperapaT, MOXKET COJEP)KaThecsl B ITyONMKalMIx U
OOBABJIEHUAX CPEACTB MACCOBON MH(OPMAIMH, CIISHATN3APOBAHHBIX U OOIINX
MEYaTHBIX ~ M3JAHUAX, HHCTPYKIUAX ITI0 DNPUMEHEHWIO JeKapCTBEHHLIX
[IPenapaToB, WHBIX W3JaHUAX CYOBEKTOB OOpalleHNs JIEKapCTBEHHBIX CPEJCTB.
PexiaMHBle MaTepHalbl O JEKApCTBEHHOM IIperiapare, OTIlyckaeMoM 0e3
perenTa Ha JeKapCTBEHHBIN Mperapar, [JOJDKHBI COOTBETCTBOBATh UHCTPYKIUU

110 TIPUMCHCHHUIO JICKAPCTBEHHOIO IIperIaparta.
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3. HOHyCKaeTCH WCIIOJIF30BAHUE JTHOOBIX MaTepHalibHBIX Hocm“eneﬁ,
HO3BOJAOILIMX XpaHWuTh, IeperaBartt MW UCIIOIL30BaTh HH(bOpMaL[I/IIO 0O

JICKAPCTBEHHBIX IIpeliapartax 0e3 ee MCKaKeHUS.

I'masa 15. OTBeTCTBEHHOCTD 32 HAPYHICHHE 3AKOHOAATE/IBCTBA
Poccniickoii @enepanuu npu odGpamieHun
JIeKAPCTBEHHBIX CPEACTB U BO3MeEHIeHHe Bpeaa,
NPUYUHEHHOI'0 30POBBI0 IPAKIAH BCCACTBHE
NpUMEHEeHHs JIeKAPCTBEHHDBIX IpenaparTos

Cratpsg 68. OTBETCTBEHHOCTH 332 HAPYILIEHHE 3aKOHOAATeILCTBA

Pocceniickoii ®egepanuu npu odpamennu
JIEKaPCTBEHHBIX CPEACTB

Hapymenue 3akononaresbera Poccutickoit @enepanun npu oOpalieHun
JIEKapCTBEHHBIX CPEJICTB BIeUeT 3a cOOON OTBETCTBEHHOCTH B COOTBETCTBUH C

3aKoHoAaTenbcTBoM Poccuiickoit denepanuu.

Cratps 69. Bo3melenne Bpeja, IpUYNHEHHOI0 310POBbIO IpaskIaH
BCJle/ICTBHE IPUMEHEeHHU s JIEKapCTBEHHBIX NIpenapaToB

1. IlpousBoauTeb TeKapCTBEHHOTO IIpeliapara 00s3aH BO3MECTUTH BPEJ,
IIPUYHMHEHHBIA 30POBBIO I'pakjiaH BCJIEJCTBUE IMPUMEHEHMS JEKapCTBEHHOI'O
npenapara, eciii J10Ka3aHo, YTo:

1) nekapcTBeHHBIA  TIpemapaT [NPUMEHANICA 1O  Ha3HA4YeHWI0 B
COOTBETCTBMHU C MHCTPYKIHEH O MPUMEHEHHIO JIEKapCTBEHHOI'O Ipenapara H

MIPUYUHON Bpea SIBHIICS BBOJ B I'PAXAAHCKUHA 000pOT He0oOpOKadecTBEHHOIO

JCKAPCTBCHHOTO IIpeIIapara;
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2) Bpell 3M0POBBIO TIPUUMHEH BCIEACTBUE HEHNOCTOBEPHOU HMH(pOpMAaLUH,
cojepikaiieifics B MHCTPYKIHMHM [0 MPUMEHEHHIO JIEKapCTBEHHOTO IIperapara,
M3IaHHOM MPON3BOIUTENIEM JIEKAPCTBEHHOTO IIperiapara.

2.B cnydae, ecim Bpel 3M0POBBIO TpaxXaH IPHAYMHEH BCIEACTBHE
NpUMEHEHUs JIeKapCTBEHHOTO TMperapara, IpHUIIeNliero B HErogHoCTh B
pesynpraTe HapyIIeHWs IPaBWi XpPaHEHUs JEKapCTBEHHBIX CPECTB, IPaBHl
ONTOBOM  TOProBIM JIEKAPCTBEHHBIMU IIpeliapaTaMy, IIpaBUI  OTIIyCKa
JIEKapCTBEHHBIX MPENapaToB, NPaBWJI U3TOTOBICHUS U OTIyCKa JeKapCTBEHHBIX
npenaparoB,  BO3MELIEHWE  Bpela  OCYHIECTBISETCH  COOTBETCTBEHHO
opraHu3alieil ONTOBON TOPrOBIM JIEKapCTBEHHBIMM CPEICTBAMM, alTE€IHOH
opraHu3anved, HHANBUAYAIHHBIM NpeANpUHUMATENEM, UMEIOIIAMHU JIHIICH3UIO
Ha (GapManeBTHYCCKYIO ACATCNBHOCTh WM JIMLIEH3UI0 Ha MEIUIUHCKYIO
JESTENBHOCTh, MEIMIMHCKOH OpraHu3alyell, WMeEIoed UIEH3UI0 Ha
(hapMaleBTUYECKYI0 JesATelNbHOCTh (ee 0DOCOONEHHBIM NOApa3JesleHueM
(ambynaTopueii, benpamepckuM W (GENbALIEPCKO-aKyIIEPCKUM IyHKTaMH,
nearpom  (oTxaeneHdeMm) oOmied  BpayeOHOUW  (ceMeilHON)  IpaKTHUKH),
pacIIONOKEHHBIM B CEIBCKOM IT0CEeHUM, B KOTOPOM OTCYTCTBYET alTeuHas
OpraHu3allys), JOIYCTUBIIUMHU TIPOJAXKY WIM OTIYCK TaKOro ;IeKapCTBEHHOIO
nperapara.

3. Bo3menienue Bpeja, TIPUUMHEHHOI'O 3[0POBBIO T'PaXKJaH BCIEICTBUE

NPpUMEHCHUA JICKAPCTBCHHBIX IIperapaToB WUIIM COBEPIICHUS MPOTUBOIPABHbLIX
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JefcTBuil cyOpekTamMu oOpallleHus JIEKAPCTBEHHBIX CPEJICTB, OCYINECTBIIETCS B

COOTBETCTBHUH C 3aKOHOJaTenbcTBOM Poccniickoii degepannmu.

I'maBa 16. 3akiaouuTebHbIE MOJOKEHUS

Cratpsg 70. O nMpHU3HAHUM YTPATHBIUAMH CHJIY OTA€JbLHBIX
3aKOHOAATEIHLHBIX AKTOB (10J10KeH Uit
3aKO0HO/aTeIbHBIX aKTOB) Poccuiickoit Menepanumn

[Ipu3HaTh yTpaTHBIINMHU CUILY:

1) ®enepanbHbIiii 3aK0H oT 22 AIOHA 1998 roma  Ne 86-03
«O nexapctBeHHBIX cpefcTBax» (Cobpanue 3akoHomaTelbcTBa Poccuiickoii
@Oenepanuu, 1998, Ne 26, ct. 3006);

2) ®enepanbublii 3akoH OT 2 sHBaps 2000 roga Ne 5-@3 «O BaeceHnu
U3MeHeHuss W JononHeHuit B @DezpepanbHbll 3aKk0H  «O JeKapCTBEHHBIX
cpencrax» (Cobpanue 3akoHonarenscta Poccuiickoit ®enepanuun, 2000, No 2,
cT. 126);

3) crateio 40 ®enepansroro 3akona ot 10 ssHBaps 2003 roma Ne 15-03
«O BHeCeHWU W3MEHEHUN W OTONHEHUN B HEKOTOPHIE 3aKOHOAATENbHbIE aKThI
Poccuiickoit ®enepauuu B cBs3u ¢ npurarueM @DegepanbHOro 3akoHa
«O nMuUeH3upoBaHUM  OTHENbHBIX  BHAOB  jgesrenbHocTH»  (CobOpanue
3akoHoAaTenscTBa Poccuniickoit @enepannn, 2003, Ne 2, cT. 167);

4) crateio 31 PegepanpHoro 3akoHa or 30 mrons 2003 roma Ne 86-®3

«O BHeceHMH U3MEHEHUU U JOIIOJTHEHUH B HCKOTOPLIC 3aKOHOAATC/IEHbBIC aKThI

Poccuiickoit ®Dexepanuy, NOpU3HAHUA YTPATUBIUMMU CHIY  OTHEIBHBIX
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3aKOHO/IaTeNbHBIX akTOB Poccuiickoit Denepaniny, NpeI0CTaBICHUN OTAEIbHBIX
rapaHTHi COTPYIHUKAM OPTraHOB BHYTPEHHUX €], OPraHOB IO KOHTPOJIO 3a
000POTOM HAPKOTUUYECKUX CPEJICTB U TICUXOTPOTHBIX BEILECTB U YIIPa3IHAEMBIX
thesiepaibHBIX OPTAaHOB HAJIOTOBOU MOMWLIMY B CBS3U C OCYILECTBICHUEM MEP 110
COBEPIICHCTBOBAHUIO roCy1apCTBEHHOTO YIPaBIEHUS (Cobpanue
3aKoHOjaTeNnbeTBa Poccuiickoit ®enepanun, 2003, Ne 27, ct. 2700);

5)crateio 101  @enepansHoro 3akoHa ot 22 asrycta 2004 rona
Ne 122-®3 «O BHeceHMM H3MEHEHWH B 3aKOoHOJaTelbHBIC akThl Poccumiickon
Qeneparuy ¥ OPU3HAHUU YTPATHUBIIAMU CWIY HEKOTOPBIX 3aKOHOAATENBHBIX
axtoB Poccuiickoii ®Penepaliyy B CBA3U ¢ NpUHATHEM (ellepaibHBIX 3aKOHOB
«O BHeceHMM M3MeHEHMH M mononHeHud B DenepanbHbll 3akoH «OO0 obmMX
TPUHIIATIAX ~ OpraHW3alMH  3aKOHOJATeNbHBIX  (IIPEACTABUTENBHBIX) U
HCIIOTHUTEIBHBIX OPTaHOB TOCYJapCTBeHHOW BiacTH cyOwbexToB Poccuiickoit
Qeneparum»  u - «OO0 o0IMX — TPHHIMIIAX  OPraHU3allMM  MECTHOI'O
camoynpasiesus B Poccmiickoit @enepanmm» (CobpaHue 3aKOHOMATENHCTBA
Poccuitckoit @enepariuu, 2004, Ne 35, ct. 3607);

6) cratpio 28  @DenepanmpHOoro 3akoHa OoT 18 mexabps 2006 rona
Ne 231-@3 «O BBeneHuu B AeHcTBHE YacTH yeTBepTod [ 'pakiaHckoro xonaexca
Poccutickott  ®epeparmu»  (Cobpanme  3akoHogaTenbcTBa — Poccuiickol

Oeneparuu, 2006, Ne 52, ct. 5497).
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Cratps 71. Beryniienue B cuiry Hacrosiiero ®MefepajibHOTO0 3aKOHA

1. Hacrosmuii PenepalipHblii 3aKOH BCTyNaeT B cuily ¢ | ceHTa0ps
2010 rona.

2. JlekapcTBEHHBIE CPECTBA, 3aPErUCTPUPOBAHHEIE 10 HS BCTYILIEHUS B
cuiy Hacrosmero @enepaJbHOrO  3aKOHa, IOAJIEKAT BKIHOYEHHIO B
rocy/lapCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEACTB C BHECEHHEM YKA3aHHBIX B
gactd 1 crartem 33 Hacrosmero @denepallbHOTO 3aKOHa CBEICHHHA 00 HSTHX
JEeKapCTBEHHBIX  CpPEACTBaX  0e3  MpOXOXKACHWS  BHOBb  IIPOLEAYDEI
roCy{apCTBEHHOM PEruCTPally JIEKapCTBEHHBIX IIPeNapaToB.

3.TocynapcTBeHHas  perucTpanus  JIGKapCTBEHHBIX  IIpenaparos,
IIPEICTABICHHBIX HA YKa3aHHYIO PETrUCTPAIIO0 O JHS BCTYIUICHHS B CHIY
Hacrosiero ®eaepalbHOIO 3aKOHA, OCYIIECTBJSETCS B COOTBETCTBHH C
HactoAwyM DenepalbHBIM 3aKOHOM Ha OCHOBaHWHM [TOKYMEHTOB W JIaHHBIX,
OPEJICTAaBIEHHBIX JO JHA BCTYIUIEHHS B cuily Hactosuero ®denepaimbHoro
3aKOHA.

4. Co mHs BCTYNJIEHHS B CUIy Hacrosiero ®deneparbHOTO 3aKOHA W II0
30 ampenst 2011 roga BKIIOYMTEIBHO JOMYCKAETCA IIPOBENEHUE SKCIEPTU3BI
JEKApCTBEHHBIX  CPEACTB  3KCIIEpTAMU  OKCIEPTHOrO  YUPEXKAEGHHS 10
MIPOXOXKACHUSI UMH ATTECTALMU B ITOPSJIKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM

(l)eﬂepaJII)HBIM oprasom UCHOJIHUTENBLHOM BIIACTH.
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5. Co nmHs BCTYIUIEHMs B CUIIy Hactosmiero ®denepalbHOro 3aKOHA U IIO
31 nexabpss 2013 roma BKIIOYHTENBHO OCYIISCTBISETCS Iepexon K
MPOU3BOJICTBY JIEKapCTBEHHBIX CpPEJCTB B COOTBETCTBUM C IIpaBUIIaMHU
OpraHM3alliy IPOM3BOJACTBA M KOHTPOJS Ka4decTBa JIEKAPCTBEHHBIX CPEICTB,
yKa3aHHBIMH B HacTd 1 cratbu 45 Hacrosmero @PenepalbHOTO 3aKOHA, B
noiHoM oObeMe. CpoKH nepexojia MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB K HX
IIPOU3BO/ICTBY B COOTBETCTBHH C KOHKPETHBIMU TPEOOBaHUAMY JaHHBIX IIPABUII,
BKJIFOYAsl CPOKU aTTeCTAalMH YIIOJHOMOYEHHBIX JIMI, YKa3aHHBIX B 9actsax 6 u 7
crare 45 HACTOALIErO @enepalbHOrO 3aKOHa, YCTaHaBIMBAIOTCA
IIpaBuTenscTBOM Poccuiickoit Peneparyn.

6. JIuiieH3uy Ha NPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB, BBIAAHHBIE [0
1 sauBaps 2014 ropna, petictByrot nocie | ssaBaps 2014 roga 10 UcTedeHus Cpoka
UX JEeUCTBUA NPHU YCIOBHHU COOTBETCTBHS JIALIEH3MATa IIpaBUJIaM OpTraHW3alluH
IIPOM3BOJICTBA M KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX CPEACTB, yKa3aHHBIM B

gactu 1 crateu 45 Hactosuero @eaepaibHOIO 3aKOHA.

. Mensenes

Mocxksa, Kpemin
12 anpens 2010 rona
Ne 61-®3



