®eaepanabHbliii 3akoH Poccuiickoit @egepanuu ot 12 anpesst 2010 r. N 61-P3 "O6

oOpaleHn! JIEeKAPCTBEHHBIX CpeacTB"
I'masa 1. O0mue nmojokeHus

Crarbs 1. [Ipeamer peryJnpoBanus HacTosinero deaepajibLHOro 3aKoHa

1. Hacrosiuit @enepaibHblil 3aKOH PETyIUPYET OTHOIICHHS, BOSHUKAIOIIUE B CBSA3H C OOpAIICHUEM -
pa3paboTKOM, TOKIMHUYECKUMH UCCIEI0BAHUAMU, KIMHUUYECKUMHU UCCIIEJOBAHUSIMH, SKCIIEPTU30M,
roCyJapCTBEHHOM perucTpanueii, o CTaHJapTU3aluel U ¢ KOHTPOJIEM KaueCTBa, IPOU3BOJCTBOM,
M3TrOTOBJICHHEM, XpPaHEHUEM, IIEPEBO3KOM, BBO30OM Ha Tepputoputo Poccuiickoit denepanu, BEIBO30OM C
teppuropun Poccuiickor denepannu, pekiaMom, OTIYCKOM, peaau3aluei, nepeiadei, IpUMEHEHHUEM,
YHUUTOXKEHUEM JIEKAPCTBEHHBIX CPEJICTB.

2. Hactosmuit ®enepanbHblii 3aKOH YCTaHABIUBAET MPUOPUTET IOCYAAPCTBEHHOTO KOHTPOJISl O€30MacHOCTH,
KadyecTBa 1 3((HEeKTUBHOCTH JICKAPCTBEHHBIX CPEJCTB MPH UX OOpAIICHHH.

Crarbs 2. Cdepa npuMeHeHus1 HacTosmero MerepaabHOro 3aK0Ha

Hacrosmuit ®enepanbHplii 3aKOH NPUMEHSETCS K OTHOLIEHUAM, BOZHUKAIOIIUM IIpY 00pallieHuu
JIEKapCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon Penepannn.

Cratbs 3. 3akoHOAaTEJLCTBO 00 00pallleHUH JIeKAPCTBEHHBIX CPeACTB

1. 3akoHOaTENBCTBO 00 OOpAIICHUH JIEKAPCTBEHHBIX CPEICTB COCTOUT U3 HacTosero denepaibHOro 3aKoHa,
Ipyrux (eaeparbHbIX 3aKOHOB M MHBIX HOPMAaTHBHBIX TPAaBOBBIX akTOB Poccuiickoit dexepanuu.

2. leiictBue HacTosero denepaibHOTO 3aKOHA PaCpOCTPAHIETCS HAa 00pallleHue HAPKOTHUYECKUX
JIEKapCTBEHHBIX CPEACTB U IMCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB C YUETOM 0COOEHHOCTEH, yCTaHOBIEHHBIX
3akoHozaTenbcTBOM Poccuiickoit denepannn o HAPKOTUYECKUX CPEACTBAX, IICUXOTPOIHBIX BELIECTBAX U 00 UX
IIpeKypcopax.

3. JeiictBue Hacrosero deaepalbHOro 3aKOHa paclpocTpaHseTcs Ha oOpallieHue paanodapmManeBTHIeCKUX
JIEKapCTBEHHBIX CPEJICTB C YUETOM OCOOCHHOCTEH, YCTaHOBJIEHHBIX 3aKOHOIaTeNIbcTBOM Poccuiickoit
®deneparun B 0061acTu 00ecredeHus paaualliOHHON 0e30MMacHOCTH.

4. Ecnu MexayHapoaHbIM goroBopoM Poccuiickoii @enepaiii yCTaHOBIIEHBI HHBIE [TPaBUIIa, YEM T€, KOTOPbIE
IIPEAYCMOTPEHBI HacTOAIUM DeepaabHbIM 3aKOHOM, IIPUMEHSIOTCS IIPABUIIA MEKYHAPOAHOI'O 10r0BOpa.

5. B Poccuiickoit denepanuu B COOTBETCTBUU ¢ MEXAYHAPOAHBIMU JoroBopamu Poccuiickon @enepannu u
(unM) Ha OCHOBE MPHHIINIIA B3aMMHOCTH MPU3HAIOTCA PE3YJIbTaThl KIMHUYECKUX UCCIIEJOBAaHUN JIEKapCTBEHHBIX
IIpEenapaToB Ui MEAULUHCKOIO IPUMEHEHHUs, IPOBEACHHBIX 3a IpeaenamMu Teppuropun Poccuiickon
denepanuu.

Crarbs 4. OCHOBHBIE IOHATHS, HCIIOJIb3yeMble B HacTosilem DeepaibHOM 3aKOHE
s neneit Hacrosmero PeaepanbHOro 3aK0Ha UCIIOJIB3YIOTCS CIIEYIOINE OCHOBHBIE IIOHATHS:

1) nexapcTBEHHBIE CPEICTBA - BEIIECTBA WM UX KOMOWHAIIUH, BCTYMAIOIINE B KOHTAKT C OPTaHU3MOM YETIOBEKa
WJIU )KHBOTHOTO, IPOHUKAIOIIINE B OPTaHbl, TKAHW OpTraHW3Ma YeJIOBEKA UITH KUBOTHOTO, IPUMEHSIIEMBIC s
npo(UTAKTUKY, TUATHOCTUKH (32 UCKITIOYCHHEM BEUIECTB WM UX KOMOMHAINH, He KOHTAKTHPYIOIIHNX C
OpTraHW3MOM Y€JIOBEKa WJIH )KHBOTHOTO), JICUCHUSI 3a00JI€BaHMsI, pEaOMITUTAIINH, [T COXPAHEHUS,
MPEIOTBPAIICHIS WU TIPEPhIBaHUSI OEPEMEHHOCTH U TIOJTYyYeHHbBIE U3 KPOBH, IJIa3Mbl KPOBH, U3 OPTaHOB, TKaHEH
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OpraHu3Ma YeJ0BEKa UM KUBOTHOTO, pACTEHUN, MUHEPAIOB METOJJaMU CUHTE3a WK C TPUMEHEHUEM
Ouonoruueckux TexHonorui. K gpexkapcTBeHHBIM cpeicTBaM OTHOCATCS (hapMalleBTHUECKUe CyOCTaHIUU U
JIEKapCTBEHHBIE NIPENapaThl;

2) dapmarieBTHUECKHE CyOCTAaHITNY - JICKAPCTBEHHBIE CPEICTBA B BUJIE ICUCTBYIONINX BEIIECTB OMOIIOTUYECKOTO,
OMOTEXHOJOTHYECKOT0, MUHEPAJIHLHOTO MIIM XUMHUYECKOTO MTPOUCXOKICHUS, 00Jagatonye (hapMaKkoIorndeckon
AKTUBHOCTBIO, MPEAHA3HAUYCHHBIC [T IPOU3BOJICTBA, M3TOTOBJICHUS JICKAPCTBEHHBIX MPEMapaToB U
onpenenstomue ux 3pHEKTUBHOCTS;

3) BCIIOMOTaTCJIbHBIC BEIICCTBA - BEIIECCTBA HCOPIraHUYCCKOI'0 UM OPraHUuYCCKOTO IMPOUCXOXKACHU,
HCIIOJIB3YCMBIC B ITPOLECCC ITPOU3BOACTBA, U3TOTOBJICHUA JICKAPCTBCHHBIX MPCIIapaTOB I IMIPUJAHUSA UM
HCO6XO,Z[I/IMI)IX (bl/ISI/IKO'XI/IMI/ILIeCKI/IX CBOﬁCTB;

4) nexapCTBEHHBIE MPENapaTkl - JCKapCTBEHHBIE CPEACTBA B BUJIC JICKAPCTBEHHBIX (HOPM, TPUMEHSIIEMBIE TS
NpOQUIAKTUKHI, TUATHOCTUKH, JICUCHUS 3a00JIeBaHMs, PeaOIINTALINY, TSl COXPaHEHHs, TPEIOTBPALICHUS WIN
npepbIBaHms OEPEMEHHOCTH;

5) nekapcTBeHHas GopMa - COCTOSHUE JICKAPCTBEHHOTO Mpernapara, COOTBETCTBYIOIIEE CIIOCO0aM €0 BBEACHHUS
Y IPUMEHEHUS U 00ecIeunBaroIiee TOCTHKEHUE He00X0aMMOoro JiedeOHoro 3 dekra;

6) mepeyeHb KU3HEHHO HEOOXOIMMBIX U BYKHEUIIINX JICKAPCTBCHHbIX MPEMApaToB - €XKEr0JHO YTBEPKIACMbIil
[IpaBurensctBoM Poccuiickoit denepanuu nepedeHsb JIEKapCTBEHHBIX IPENAapaToB ISl MEAUIIMHCKOIO
IPUMEHEHHUs, 00eCTIeUMBAIOLINX IPUOPUTETHBIE TOTPEOHOCTH 3/IpABOOXPAHEHMSI B LEJIAX NMPOMUIAKTUKY U
JeyeHus 3a00JIeBaHUM, B TOM YHUCIIE MPe00IIalalolliuX B CTPYKType 3a0oseBaeMocTH B Poccuiickoit denepanuu;

7) IMMYHOOMOJIOTUYECKHE JICKAPCTBEHHBIC TIPENapaThl - JICKApCTBECHHBIC MPEIapaTbl OMOJIOTHYECKOTO
MIPOUCXOXKICHUS, TIPS THA3HAYCHHBIC JIJIT MMMYHOJIOTHYECKUX TUATHOCTUKH, MPOPIIIAKTHKY U JICUCHUS
3a00J1€BaHU;

8) HapKOTUYECKHUE JIEKAPCTBEHHbIE CPE/ICTBA - JIEKApCTBEHHBIE IIpenapatsl U papMalieBTUYECKHe CyOCTaHIINHY,
coJieprKallre HapKOTHUECKHUE CPEJICTBA U BKIIOUEHHbIE B [lepeueHb HApKOTUUECKUX CPEACTB, ICUXOTPOIHBIX
BELIECTB U UX MPEKYPCOPOB, MOUIekKAIMUX KOHTpouIto B Poccuiickoit deneparuu, B COOTBETCTBUHU C
3aKoHoAarenbecTBOM Poccuiickoit denepanuu, Mex1yHapoIHbIMU goroBopamu Poccniickoit denepanuu, B TOM
ynciie EnMHON KOHBEHIMEN 0 HApKOTHUYECKUX cpeacTtBax 1961 rona;

9) nCcUXOTpOMHBIE JIEKAPCTBEHHBIE CPENICTBA - IEKAPCTBEHHBIE MIPenapaThl U papMalleBTUYECKUEe CyOCTaHIINH,
coJiep Kalire ICUXOTPOITHBIE BEIIECTBA U BKIIFOUCHHBIE B [IepeueHb HApKOTHUECKUX CPENICTB, IICUXOTPOITHBIX
BEILECTB U UX MPEKYPCOPOB, MOJIEKAIUX KOHTpoIto B Poccuiickoit denepanyiv, B COOTBETCTBUH C
3akoHoAarenbecTBOM Poccuiickoit denepanuu, MmexxayHapoaHbiMu qoropopamu Pocceniickoit denepanuu, B TOM
yucie KonBeHuue o ncuxorponHsix BeniectBax 1971 roaa;

10) panuodapmalieBTHUECKHUE JIEKaPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIE CPEJICTBA, KOTOPHIE COJIEPIKAT B
TOTOBOM ISl UCTIONIb30BaHUs (POpME OJMH PATUOHYKIIUA U HECKOIBKO PATUOHYKIHAOB (paaHOaKTUBHBIX
U30TOIIOB);

11) opuruHanbHOE JIEKApPCTBEHHOE CPEJCTBO - JIEKAPCTBEHHOE CPEJICTBO, COEPrKalllee BIIEPBbIC NOTYICHHYIO
(bapMalneBTUYECKyI0 CyOCTaHIIMIO HJIM HOBYIO KOMOMHAIMIO (papMalleBTUYECKUX cyOcTaHIMi, 3ppeKTuBHOCTD 1
0€30IaCHOCTh KOTOPBIX MOJITBEPKACHBI PE3YIIbTaTaMH JOKITMHHYECKUX MUCCIIEIOBAHNN JIGKAPCTBEHHBIX CPEIICTB
U KIIMHUYECKUX HUCCIICOBAaHUH JIeKapCTBEHHBIX MIPENapaToB;

12) Bocripon3BeIeHHOE JIEKaPCTBEHHOE CPENICTBO - JIEKAPCTBEHHOE CPEICTBO, COJIEPIKAIIEE TAKYIO JKe
(apMaleBTUYeCKyI0 CyOCTaHIIMIO MJIM KOMOMHAIIMIO TAKHX K€ (papMalleBTUYECKHX CYOCTaHIIMNA B TaKOH ke
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JIeKapCTBEHHO (popme, UTO U OPUTHHATIBHOE JIEKAPCTBEHHOE CPEACTBO, U TIOCTYIUBIIEE B OOpallieHue 1mociie
HOCTYIUIEHUs B 00pallleHne OPUTHHAIBHOIO JIEKAPCTBEHHOTO CPEZCTBA;

13) JICKAPCTBCHHOC PAaCTUTCIBHOC ChIPHE - CBEXKUE WM BBICYIICHHBIC pACTCHUA 1100 uX qacCTH, UCII0JIb3YCMBIC
AJId ITPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB OPraHU3allusAMU - IIPOU3BOAUTCIIIMU JICKAPCTBCHHBIX CPCACTB UJIN
H3TOTOBJICHUA JICKAPCTBECHHBIX IIPCIIapaTOB alITCUHBIMU OpraHnu3alusiMK, BETCPUHAPHBIMHA allTCYHBIMHA
opranu3anusiMu, MHAUBUAYAJIbHBIMU NPCANNPUHUMATCIIAMA, UMCIOIIUMU JIMICH3UIO Ha (bapMaLIeBTI/I‘-IGCKYIO
JACATCIIBHOCTD,

14) nexapCTBEHHBIN pacTUTEILHBIN TIPemapar - JICKapCTBEHHBIN MperaparT, MPOU3BEACHHBIA WM U3TOTOBJICHHBIN
U3 OJTHOTO BUJA JIEKAPCTBEHHOTO PACTUTEILHOIO CHIPbs MJIM HECKOJIBKUX BHUJIOB TAKOTO CHIPhS U PeaIn3yeMbli B
pachacoBaHHOM BHJI€ BO BTOPUYHOMN (ITOTPEOUTENHCKOM) YIIAKOBKE;

15) TOMCONMATUYCCKOC JICKAPCTBCHHOC CPCACTBO - JICKAPCTBCHHOC CPCACTBO, MIPOU3BCACHHOC UJIN U3TOTOBJICHHOC
I10 CIIeIIHaIbHOMN TCXHOJIOTHH,

16) Mexx1yHapoAHOE HENAaTEHTOBAHHOE HAUMEHOBaHME JIEKAPCTBEHHOT'O CPEJICTBA - HAUMEHOBAHUE
(dapmalieBTUYECKOM cyOCcTaHLIMU, peKOMEH0BaHHOe BeceMupHOi opranu3anueit 31paBooXpaHeHMS;

17) ToproBoe HaMMEHOBAHHUE JIEKAPCTBEHHOI'O CPEACTBA - HAMMEHOBAHKE JIEKAPCTBEHHOI'O CPEJICTBA,
IIPUCBOEHHOE €ro pa3paboTUYMKOM;

18) obmias (hapmakoneifHasi CTaThbs - JOKYMEHT, YTBEPKACHHBIN YITOTHOMOYEHHBIM (e/lepaTbHBIM OpPraHOM
UCTIOJTHUTEJILHOM BJIACTH M COZAEP KAl NepeueHb MOKa3aTeNeil KadecTBa U (MJIM) METOIOB KOHTPOJISL KauecTBa
KOHKPETHOM JIEKAPCTBEHHOU ()OPMBI, JIEKAPCTBEHHOT'O PACTUTEIHHOTO CHIPhS, OMUCAHNS OMOJIOTUIECKUX,
OMOXMMHUYECKUX, MUKPOOHOJIOTHYECKHX, (PU3UKO-XUMHUECKHX, (PU3NUECKUX, XHMUYECKUX U APYTUX METOIO0B
aHaJM3a JIEKapCTBEHHOT'O CPEACTBA /ISl MEJUIIMHCKOTO MPUMEHEHHSI, a TAK)Ke TPeOOBaHUS K UCTIOIB3yEeMbIM B
IeJISIX TPOBEACHUS JAaHHOTO aHAIN3a PeaKTHBaM, TATPOBAHHBIM PAacTBOPaM, HHIUKATOPaM;

19) papmakoneiiHas cTaThs - JOKYMEHT, yTBEPKJACHHBIN YIIOTHOMOYEHHBIM (eiepaibHbIM OPraHOM
WCITOJTHUTEIIbHON BJIACTH M COJIEPIKAIIIUNA MTepeYeHb TTOKa3aTeNiel KauecTBa U METOJ0B KOHTPOJIS KauecTBa
JIEKApCTBEHHOI'O CPEACTBA AJII MEIULIMHCKOTO TPUMEHEHUS;

20) HopMaTUBHAs JOKYMEHTAIM - JOKYMEHT, COJIep Kallluii mepeueHb ONpeesieMbIX M0 pe3ybTaTaM
COOTBETCTBYIOIIUX IKCIEPTH3 MOKa3aTeNIel KauecTBa JIEKapCTBEHHOIO CPEACTBA sl MEAUIIMHCKOTO
IIPUMEHEHHUS, METOJJOB KOHTPOJIS €70 Ka4eCTBA U YCTAaHOBJIEHHBIH €r0 MMPONU3BOIUTEIIEM;

21) HOpMaTUBHBIN JOKYMEHT - JJOKYMEHT, COAEpKAIINUN IepeUeHb ONpeeIseMbIX 110 pe3yIbTaTaM
COOTBETCTBYIOIIMX IKCIEPTU3 MOKa3aTesel kauecTBa U (MJIM) METOI0OB KOHTPOJIIS KauyecTBa JIEKapCTBEHHOU
dbopMmBbl, onHcaHusl OMOIOTUYECKUX, OMOXUMUYECKHX, MUKPOOHOJIOTUUECKUX, (DU3UKO-XUMUYECKHX,
bu3NYECKUX, XUMHUUECKHUX U IPYTHX METOJIOB aHANIN3a JIEKApPCTBEHHBIX CPEJICTB JJIsi BETEPUHAPHOT O
MIpUMEHEHUS, TPEOOBAHMSI K UCIIOJIH3YEMBIM B II€JISIX MTPOBEACHHS JAHHOTO aHAIN3a PeaKTHUBaM, THTPOBAHHBIM
pacTBOpaM, MHJIMKATOPAaM U YCTAHOBIIEHHBIN €r0 MPOU3BOIUTEIIEM;

22) KayecTBO JIEKAPCTBEHHOT'O CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOTO CPECTBA TPEOOBAHUAM
dapmakorelHoil craTbu MO0 B Cy4yae ee OTCYTCTBUS HOPMATUBHON JOKYMEHTAIMN UM HOPMAaTUBHOTO

AOKYMCHTA,

23) 0e301acHOCTb JIEKapCTBEHHOTO CPECTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOT'O CPE/ICTBA, OCHOBAaHHAs Ha
CpPaBHHUTETHHOM aHanu3e ero Y(h(PEeKTUBHOCTU U pUCKA IPUUUHEHUS Bpeia 3J0POBLIO;

24) 3(1)(I)CKTI/IBHOCTB JICKApCTBCHHOTO IIPCIiapara - XapaKTCPUCTHUKA CTCIICHU IMOJIOKHUTCIBHOI'O BJIMAHUSA



JICKapCTBEHHOTO TIperapara Ha TeUeHHUe, MPOI0JDKUTEIBHOCTh 3a00JICBaHIS HITH €T0 MPEA0TBpaIleHuUE,
peabunuTaluio, Ha COXpaHeHHe, TPEIOTBPAICHUE WK NpepbIBaHNuEe OEPEMEHHOCTH;

25) cepust JIeKapCTBEHHOT'O CPE/ICTBA - KOJIMYECTBO JICKAPCTBEHHOT'O CPEJCTBA, IPOU3BEACHHOE B PE3yNbTaTe
OJIHOTO TEXHOJIOTUYECKOTO LIUKJIA €T0 POU3BOAUTENIEM;

26) perucTpaiMoHHOE YAOCTOBEPEHHUE JIEKapCTBEHHOTO IpenapaTa - JOKyMEHT, TOATBEPKAAIOIUi (pakT
TOCY/IapCTBEHHOM PErHCTPaINy JISKAPCTBEHHOTO MPerapaTa;

27) perucTpallMOHHBIN HOMEp - KOI0BO€ 0003HAYEHHE, TIPUCBOCHHOE JIGKAPCTBEHHOMY IIpETapary mpH ero
roCyJapCTBEHHOHN perucTpanuy;

28) oOpalleHHe JIeKapCTBEHHBIX CPEACTB - pa3padoTKa, TOKIMHUYECKHUE UCCIEI0BAHNSA, KIMHUYECKHE
UCCIIEI0OBAHMS, DKCIIEPTU3a, TOCYIAPCTBEHHAS pErucTpanus, CTaHAapTU3aLUs U KOHTPOJIb KauecTBa,
IIPOU3BOJICTBO, U3TOTOBJICHHUE, XPaHEHUE, IEPEBO3Ka, BBO3 Ha Tepputopuro Poccuiickoit denepannu, BbIBO3 €
teppuropuu Poccuiickon @enepannu, pexiiama, OTIIyCK, peanu3anus, nepeaada, IpUMEHEHUE, YHUYTOKEHNE
JIEKapCTBEHHBIX CPENICTB;

29) CY6’LCKTH 06paH_I€HI/I${ JICKAPCTBCHHLIX CPCACTB - (I)I/I3I/I‘IGCKI/IC Jimia, B TOM YUCJIC UHANBUAYAJIbHBIC
NpeaAnpruHUMaTCiIiv, U OPUINICCKUC JIMla, OCYIICCTBIIAOIINEC ACATCIbHOCTD IIPU 06pa1ueH1/11/1 JICKApPCTBCHHBIX
CpCaACTB;

30) pa3paboTYHK JIEKAPCTBEHHOT'O CPEJICTBA - OpraHU3alus, 001a1aoMas IpaBaMy Ha pe3yIbTaThl
JOKIIMHUYECKUX UCCIICIOBAHMI JICKAPCTBEHHOTO CPEICTBA, KIIMHUYSCKUX MCCIICIOBAHNH JIEKAPCTBEHHOTO
npernapara, a Takyke Ha TeXHOJIOTHIO TIPOU3BOCTBA JIEKAPCTBEHHOTO CPEACTBA;

3 1) IMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - ACATCIIbHOCTD 110 IMTPOU3BOACTBY JICKAPCTBCHHBIX CPCACTB
OpraHru3alvsAMU - IIPOU3BOAUTCIIAMU JICKAPCTBCHHBIX CPCACTB Ha O,Z[HOI>'I CTaanu, HCCKOJBKUX HWJIN BCCX CTaAUAX
TCXHOJIOTHYCCKOTI'O IMPOLECCa, a TAKIKC 10 XPAaHCHUIO U pCain3alliu IMPOU3BCACHHBIX JICKAPCTBCHHBLIX CPCACTB;

32) npou3BOAUTENH JIEKAPCTBEHHBIX CPEJICTB - OpraHU3aIIMsl, OCYIIECTBIISIONIAs TPOU3BOICTBO JIEKAPCTBEHHBIX
CPEIICTB B COOTBETCTBHH ¢ TpeOOBaHUSAMU HacTosero deaepanbHOro 3aKOHa;

33) papmaneBTHUECKAs 1E€ATENBHOCTD - 1EATEIBHOCTD, BKJIIOYAOIasi B C€0sI ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEACTBAMH, X XpaHEHUE, IEPEBO3KY U (HUJIM) POSHUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
npenaparamu, UxX OTIYCK, XpaHEHHUE, MEPEBO3KY, H3TOTOBJICHNE JICKAPCTBEHHBIX MPENapaToB;

34) opranu3zanusi ONTOBOM TOPTOBIIN JIEKAPCTBEHHBIMU CPEICTBAMH - OPTaHU3alNsl, OCYIIECTBIISIONIAs ONTOBYIO
TOPTOBIIIO JIEKAPCTBEHHBIMH CPEJCTBAMU, UX XpaHEHHE, IEPEBO3KY B COOTBETCTBUU C TPEOOBAHUSIMHU
HacTosamero denepanbHOro 3aK0Ha;

35) anTedHast opranu3aliys - OpraHu3aIys, CTPYKTYpHOE To/Ipa3iefieHne MEeIUIIMHCKOW OpraHu3alliu,
OCYLIECTBIISOIINE PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU MperapaTaMu, XpaHEHHE, U3TOTOBIEHUE U OTITYCK
JIEKapCTBEHHBIX MPEMapaToB JJII MEIUIIMHCKOTO IPUMEHEHHUS B COOTBETCTBUH C TPEOOBAHUSIMH HACTOSIIETO
®denepanbHOro 3aK0HA;

36) BeTepuHapHas anTeuHas OpraHU3alys - OpraHu3alus, CTPYKTYpHOE Moipa3/ielieHne BeTepuHapHOn
OpraHM3al1H, OCYIIECTBIISAIOINE POZHUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMU IIpenapaTaMu, XpaHeHHE,
M3TOTOBJICHHE U OTITYCK JIEKAPCTBEHHBIX MPENapaToB i BETEPUHAPHOTO MPUMEHEHHS B COOTBETCTBUHU C
TpeboBaHUSAMH HacToslIero deaeparbHOTO 3aKOHA;

37) panscudunmpoBaHHOE TEKAPCTBEHHOE CPEJCTBO - JIEKAPCTBEHHOE CPEACTBO, COMTPOBOKIAEMOE JIOKHOM



uH(opMalueit o ero cocrase U (MIM) MPOU3BOIUTEIIE;

38) HenoOpokauecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEJICTBO, HE COOTBETCTBYIOIIEE
TpeOoBaHUsAM (apMaKonelHol cTaTbu IUO0 B cIydyae ee OTCYTCTBUS TPeOOBAHUSIM HOPMAaTUBHOMN
JIOKYMEHTAITUH WM HOPMATHBHOTO JOKYMEHTA,;

39) xoHTpadaKTHOE JIEKAPCTBEHHOE CPEIICTBO - JIGKAPCTBEHHOE CPEJICTBO, HAXOAIICECS B 000POTE C
HapyIICHHEM TPAKIAHCKOTO 3aKOHO/IaTEIbCTRA;

40) TOKITMHUYECKOE UCCIICOBAHNE JICKAPCTBEHHOTO CPECTBA - OMOJIOTHIECKIE, MUKPOOHOIOTHYECKHE,
UMMYHOJIOTHUECKUE, TOKCHUKOJIOTHYECKHE, (hapMaKOJIIOTHYeCKue, PU3HUECKUE, XUMUICCKHIE U IPYTHE
HCCIICAOBAaHUS JICKAPCTBCHHOI'O CPEACTBA IYTCM NIPUMCHCHHA HAYYHBIX MCTOJOB OLICHOK B LCIIAX IMOJTYYCHHUA
JI0Ka3aTeIbCTB OE30MACHOCTH, KauecTBa M 3P (HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA;

41) KIMHUYECKOE UCCIIeI0BAaHHE JIEKApCTBEHHOTO Npenapara - U3y4eHue TMarHoCTUYECKUX, JIeUeOHBIX,
npopHIAKTHIECKUX, (hapMaKOJIOTHIECKUX CBOMCTB JIEKAPCTBEHHOTO Mperapara B MPOIecce ero MPUMEHEHUS y
YeJIOBEKA, )KUBOTHOI'0, B TOM UYHUCIIE ITPOLIECCOB BCACBIBAHNUS, PACIIPENEIICHN S, U3MEHEHUS U BBIBEICHHUS, ITyTEM
NPUMEHEHHS HAyYHBIX METO/IOB OLIEHOK B LEJNISAX MMOJyYSHHSI JOKAa3aTeIbCTB O€30MaCHOCTH, Ka4eCTBa U

3¢ (EeKTUBHOCTH JICKAPCTBEHHOT'O Mpenapara, JaHHBIX O HeXKeJIaTeJIbHbIX PeakIUsIX OpraHu3Ma yelloBeka,
YKMBOTHOTO Ha MPUMEHEHHE JIEKAPCTBEHHOTO Tpenapara u 00 3pQexTe ero B3auMoACHCTBUS C JPYTUMH
JIeKapCTBEHHBIMHU IIperapaTamMy 1 (UJIM) NUILEBbIMU IPOJLYKTaMHU, KOPMaMU;

42) MHOT'OLOCHTPOBOC KIMHUYCCKOC UCCIICIOBAHUC JICKAPCTBCHHOI'O ITpCI1apara AJiid MCAUIITMHCKOI'O IIPUMCHCHU
- KIIMHUYCCKOC UCCIICAOBAHUC JICKAPCTBCHHOTO IpIiapaTta AJid MCAUIIUHCKOI'O MPUMEHCHUS, ITIPOBOANMOC
paBpa6OT‘II/IKOM JICKAPCTBCHHOT O IIpCIlapaTa B ABYX U Ooinee MCAUIMHCKUX OpTraHUu3aluiaxX 110 CAUHOMY
IMPOTOKOJIY KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOI'O IIpEIiapara,

43) MCKAYHAPOAHOC MHOT'OICHTPOBOC KIIMHUYCCKOC UCCIICAOBAHNEC JICKAPCTBCHHOI'O IIpCIiapaTa JJIsd
MCIUIIUHCKOI'0 MPUMCHCHUA - KIIMHUYCCKOC UCCIICAOBAHUC JICKAPCTBCHHOI'O IIpCriapaTta Ajid MEAULIUHCKOTI'O
IMPUMCHCHH, ITPOBOJHNMOC pa3pa6OT‘II/IKOM JICKApCTBCHHOT'O IIpCIiapaTa B pa3JIMYHbIX CTPAHAX 10 CAUHOMY
IMPOTOKOJIY KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOT'O ITPEIiapara,

44) mocTperucTpaloHHOE KIMHUYECKOE HCCIIe0BAaHNE JIEKapCTBEHHOTO Mpemnapara i MEAUIIMHCKOTO
IIPUMEHEHHUS - KIMHUYECKOE HCCIIE0BAHUE JIEKAPCTBEHHOIO Npenapara Jjis MEAUIIMHCKOrO IPUMEHEHNS,
IIPOBOAMMOE MPOU3BOAUTEIIEM JIEKAPCTBEHHOTO MIpenapaTa, rpaxaaHCKUil 000pOT KOTOPOTo OCYIIECTBIISAETCS
1I0CJI€ TOCYJapCTBEHHOM pErucTpaIiy, B IesAX JOMOJHUTEIBHOT0 cOopa JaHHBIX O €ro 0€30MacHOCTH U

3¢ (heKTUBHOCTH, pacIIMPEHUS TOKa3aHUM K MPUMEHEHHIO JAHHOTO JIEKApCTBEHHOTO Mpernapara, a Takxke
BBISIBJICHUSI HEXKEJIATENIbHBIX PEaKLUi NAllMeHTOB Ha €ro JEHCTBHE;

45) uccnenoanue OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IpenapaTa - BU KIMHUYECKOTO UCCIIEI0BaHUS
JIEKapCTBEHHOT O IIpenapara, IpoBEeJCHHE KOTOPOro OCYLIECTBISAETCA AJIs ONIPEIEIIEHUS] CKOPOCTH BCACBIBAHUS U
BBIBEJICHUS (DapMalleBTHUECKOM CyOCTaHIIMM, KOJIMYEeCTBa (hapMaleBTHUECKON CyOCTaHIIUH, JJOCTUTAIOIIEro
CHUCTEMHOI'0 KPOBOTOKA, M PE3yJIbTaThl KOTOPOTO MO3BOJISIOT C/AEIaTh BBIBOJ O OMO3KBUBAJIEHTHOCTH
BOCIIPOU3BEICHHOT'O JIEKAPCTBEHHOI'O MpernapaTa B ONPeIeIEHHBIX JICKapCTBEHHON (JOpMe U T03UPOBKE
COOTBETCTBYIOILIEMY OPUTHHAIBHOMY JIEKAPCTBEHHOMY IIpemnapary;

46) uccnenoBaHue TEPANEBTUYECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MIPEMAPATOB - BUJ KIMHUYECKOTO
HCCJIEIOBaHMSI JIEKAPCTBEHHBIX MPENapaToB, MPOBEIEHNE KOTOPOTO OCYIIECTBIISETCS AJIsl BBISIBICHUS
OJIMHAKOBBIX CBOWCTB JIEKAPCTBEHHBIX MPETApPATOB ONPEACICHHOMN JIEKapCTBEHHON (OPMBI, a TAKXKE HATUUUS
OJIMHAKOBBIX IMTOKa3aTenel 6e30macHOCTH U 3 (HEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB, OJUHAKOBBIX
KJIMHUYECKHX (P PEKTOB IpU UX MPUMEHEHUH;



47) IpOTOKOJ KIMHUYECKOTO MCCIIEI0BaHMUS JIEKApPCTBEHHOTO Mpernapara - JOKyMEeHT, B KOTOPOM OIPEIEISIFOTCS
e, GopMbI OpraHU3aluy ¥ METOOIOTHS TPOBEICHUS KIIMHUYECKOTO UCCIICAOBAHMS, CTATUCTHYECKUE METOTBI
00paboTKH Pe3yIbTATOB TAKOTO MCCIEAOBAHUS U MEPHI 10 00ECTICUCHUI0 0€30TTaCHOCTH (PU3NICCKUX JIHII,
YYaCTBYIOIIMX B KIIMHUYECKOM HCCIICOBAHUY JIEKAPCTBEHHOTO TIpernapara;

48) 6pon1}opa HCCIICO0BATCIIA - CBOAHOC U3JIOKCHHUE PE3YJIBTATOB JOKIIMHUYCCKOI'O UCCIICAOBAHUA
JICKAPCTBCHHOT'O CPCACTBA U KIIMHUYCCKOTO UCCICAOBAHUA JICKAPCTBCHHOI'O ITpCriapaTta AJjisi MEAUILIUMHCKOT O
IIPUMCHCHU A,

49) nndopMaIMOHHBIH JIMCTOK MAIUEHTA - TOKYMEHT, B KOTOPOM COJIEpKaTcsl B AOCTYIHOM (opMme CBeIeHus,
KacaroIuecs MPOBOAUMOTO KIIMHHUYECKOTO UCCIICAOBAHMS JICKAPCTBEHHOTO Mpernapara, 1 B MUCbMEHHOU (hopme
JT0OpPOBOJIHLHOE COTJIacKe MAallMeHTa Ha y4acTHEe B KIIMHUYECKOM MCCIIEIOBaHUH JIEKAPCTBEHHOTO MpernapaTa
10CJI€ 03HAKOMJICHHS C OCOOCHHOCTAMHU KJIMHUYECKOTO HCCIIEeI0BAHNS, HIMEIOLIMMH 3HAYEHUE JUTISl BRIPAKCHUS
TaKOI'0 COIJIACHs;

50) noGoyHOE IEHCTBHE - peaKIysl OpraHu3Ma, BOSHUKILAS B CBSI3U ¢ IPUMEHEHHEM JIEKapCTBEHHOTO TpenapaTa
B /103aX, PEKOMEH/IyEMbIX B MHCTPYKLUH 10 €0 IPUMEHEHUIO, 1715 MPO(UIAKTUKH, AUATHOCTUKH, JICUSHUS
3a00J€BaHUs WIK AJIs peaOuIuTanuy;

51) cepbe3Has HeKeNaTelIbHAS PEAKITHS - HeXellaTeIbHAs PEaKIis OpraHu3Ma, CBSI3aHHAs C MPUMEHCHHEM
JICKApCTBEHHOTO Iperapara, pUBE/IIas K CMEPTH, BPOJKIACHHBIM aHOMAIUSIM HITM IIOPOKaM Pa3BUTHS JTHOO
MIPEJICTABIISIFOIIAsE COOOH YIpo3y JKHU3HH, TPEOYIOIIast TOCITUTAH3AIMH WITH IPUBEIIIAs K CTOMKON yTpaTe
TPYAOCIIOCOOHOCTHU U (UJTH) UHBATUAHOCTH;

52) HenpeaBUICHHAS HEXENATENIbHAs peakLus - HeKeslaTelnbHas peaklus opraHu3ma (B TOM YMCIIe CBsI3aHHas ¢
IPUMEHEHHEM JIEKapCTBEHHOT0 Mpenapara B COOTBETCTBUY C MHCTPYKLMEHN 0 €ro IPUMEHEHUIO), CYIIHOCTh U
TSKECTh KOTOPOM HE COOTBETCTBYIOT MH(OPMALIMHU O JIEKApCTBEHHOM Ipenapare, CoAepKalieics B UHCTPYKLIUU
10 €70 IPUMEHEHUIO;

53) penent Ha JeKapCTBEHHBIH Mpenapar - MUCbMEHHOE Ha3HauYeHHUE JIEKApCTBEHHOIO MperapaTa 1no
YCTaHOBJICHHOU (popMe, BBIIAHHOE METUITMHCKUM WJIH BETEPUHAPHBIM PaOOTHUKOM, UMEIOIIIUM Ha 3TO MPaBo, B
LEJSAX OTIIYCKa JIEKapCTBEHHOIO MpernapaTa Wi €ro U3roTOBJIEHUS U OTITYCKa;

54) TpeboBaHNEe MEAULIMHCKONW OpraHu3aliuy, BETepUHAPHONW OPraHU3aIMH - TOKYMEHT YCTaHOBJIEHHON (hOpMBI,
KOTOpBIfI BBIIIMCAaH MEIUIWUHCKNUM HJIM BETCPUHAPHBIM pa6OTHI/IKOM, HMCIOIIUM Ha 3TO MpaBoO, U COACPIKUT B
NUCbMEHHON (hopMe yKazaHUe alTeuHOW OpraHu3aluy 00 OTIIyCKe JEKapCTBEHHOTO Mpernapara Wid O ero
U3TOTOBJIEHUH U 00 OTITyCKe /JIsl o0ecreueHus JeueOHoro mpouecca B MEIULIUHCKON OpraHn3aluy,
BETEpUHAPHON OpraHU3aIIH.

I'naBa 2. IlosiHOMO4YNS (peaepaibHBIX OPraHOB MCIOJTHUTEIBHOM BJIACTH, OPTAaHOB MCIIOJTHUTEJIbHOM
BJacTH cy0bekToB Poccuiickoii @enepanun npu o6palieHuH JJeKAPCTBEHHBIX CPeICTB

Cratbs 5. [lotHOMOYHs (henepabHBIX OPraHOB HCIOJHUTEIBHOM BJIACTH NPH 00pallleHUH
JIEKAPCTBCHHBIX CPECACTB

K nonnomouusiM ¢denepanbHbIX OPraHOB MUCIIOIHUTENBHON BIACTU NP 0OpaIleHUH JIeKapCTBEHHBIX CPEICTB
OTHOCATCS:

1) mpoBenenue B Poccuiickoit deaepannn eIUHON TOCY1apCTBEHHON MOJIMTHKH B 00J1aCTH 00€CTIeUeHUS
JIEKapCTBEHHBIMM IIpENapaTaMu rpaxaad Ha teppuropuun Poccuiickoit denepanuu;

2) yTBepKaAeHue oomux papMakonelHbIX crareil, (hapMakonelHbIX cTaTeil, n31aHue rocyJapCTBEHHON



dapmaxormnen;
3) ocymiecTBIEHUE FOCYAAPCTBEHHOTO KOHTPOJIS ¥ HA/130Pa;

4) TUIeH3upOBaHNE TIPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB U (hapMaIleBTHUECKOHN NeATeIhHOCTH B
COOTBETCTBUU C 3aKOHOJaTeIbCTBOM Poccuiickoit denepannu;

5) opraHu3anusa 3KCIICPTU3BI JICKAPCTBCHHBLIX CPCACTB, STHYECKOMN 9KCIICPTU3bI BO3SMOKXHOCTH IMMTPOBCACHUA
KIIMHUYCCKOI'O UCCIICAOBAaHUA JICKAPCTBECHHOI'O IIp€IiapaTa A1 MEAUIUHCKOI'O ITIPUMEHCHU A,

6) Bblgada pa3pemeHI/H71 Ha NPOBCACHUEC KIMHUYCCKHUX I/ICCJ'ICI[OBaHI/Iﬁ JICKApCTBCHHLIX IIp€rapaToB, BEACHUC
peeCTpa BbIAAHHBIX pa3pemeHHﬁ Ha NPOBCACHUC KIIMHUYCCKHUX I/ICCJICI[OBaHI/Iﬁ JICKAPCTBCHHLBIX MPCIIapaTOB;

7) rocynapCcTBEHHAsl PErUCTpalinsl JIGKAPCTBEHHBIX MIPENapaToB, BEJCHUE TOCYIapCTBEHHOTO peecTpa
JICKapCTBEHHBIX CPEJICTB;

8) HHCIICKTUPOBAHUC ITPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB HA COOTBETCTBHUE IIpaBUIaM OpraHU3allun
IMPOU3BOJACTBA U KOHTPOJIAA KAYCCTBA JICKAPCTBCHHLIX CPCACTB, BblJJa4ad 3aKJII0YECHUM O COOTBETCTBUU
IMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB Tp€6OBaHI/I$[M IMpaBUJI OpraHru3aluu Nporu3BOACTBA U KOHTPOJIA
Ka4C€CTBa JICKAPCTBCHHLIX CPCIACTB,

9) ToCydapCTBCHHAA PETUCTPALU YCTAHOBJIICHHBIX ITPOU3BOJUTCIISIMU JICKAPCTBCHHBIX ITPCIIAPATOB MMPCACIIbHBIX
OTITYCKHBIX IICH HA )KU3HCHHO H€O6XOI[I/IMI>IC 1 BaXKHCHIIIHE JICKApPCTBCHHLIC IpCHIapaThl U BEACHUC
TOCYHAapCTBCHHOI'O peeCTpa NPCACIbHBIX OTIIYCKHBIX LICH HpOI/I3BOI[I/ITeHeI71 Ha JICKApCTBCHHBIC IIPCIIapaThl,

BKJIFOUYCHHBIC B IICPCUCHDb JKU3HCHHO H€O6XOIII/IMI>IX ¥ BaKHEUTIIMX JICKAPCTBCHHBIX ITPCIIapaTOB;

10) ycTaHoBiIeHHE MOPsIIKa BBO3a JIEKAPCTBEHHBIX CPEACTB Ha TeppuTopuio Poccuiickoii @enepanii v BbIBO3a
JIEKapCTBEHHBIX CpelcTB ¢ Tepputopun Poccuiickoit @enepanuy;

11) co3ganue COBETOB IO BOIIPOCAM, CBSI3aHHBIM C OOpAIICHUEM JIEKAPCTBEHHBIX CPE/ICTB;

12) arrecTanus u cepTUPUKALUS CIEIIUATUCTOB;

13) yrBepkaeHne o0pa3oBaTeNbHBIX MPOTPAMM I10 TTOJATOTOBKE CIEIIUATUCTOB,;

14) MOHUTOPHUHT 06€30IaCHOCTH JIEKAPCTBEHHBIX MPENapaToB;

15) yqactue B MEXIyHApOAHOM COTPYJHUYECTBE;

16) momyyeHue Mo 3ampocam yroJIHOMOYEHHOTO (eiepabHOrO OpraHa UCIOJHUTEIbHOMN BIACTH OT OPTaHOB
UCIIOJTHUTENIbHOM BilacTu cyobekToB Poccuiickoit denepanuu, a Takke 0T CyOBEKTOB 0OpaleHus
JIEKapCTBEHHBIX CPEACTB AJISi MEIUIIMHCKOTO MPUMEHEHHs HH(OpMAIIMK 110 BOIPOCAM YCTaHOBJICHUS U
IPUMEHEHHUS 1IeH Ha JIEKapCTBEHHbIE MpenapaThl U HaJJ0ABOK K HUM;

17) MMPUMCHCHUC MCP OTBCTCTBCHHOCTHU 34 HAPYIICHUC 3aKOHOAATCIIbCTBA Poccuiickoii d)e;[epaulzm.

Cratbs 6. [1oJ1THOMOYHSI OPraHOB HCIOJHUTEIbHOM BJAcTH cy0bekTa Poccuniickoii ®@exepanum npu
0o0pallleHUH JIEKAPCTBEHHbIX CPeICTB

K nmosiHOMOYUSIM OpraHoB UCHOJIHUTENBHOM BIacTH cyOobekTa Poccuiickoii @enepariuu npu oOpameHuu
JIEKapCTBEHHBIX CPEJICTB OTHOCTCS:



1) pazpaboTka u peanusanus peruoHaIbHBIX IPOrpaMM 0OecTieueH s HacelIeHHs JICKapCTBEHHBIMU
npernapaTramy;

2) ycTaHOBJICHHE MIPe/IeIbHBIX pa3MEPOB ONTOBBIX HAJ0ABOK U MPEIEIbHBIX Pa3MEPOB PO3HUYHBIX HAZ0aBOK K
(aKTUYECKUM OTITYCKHBIM I[€HAM, YCTAHOBIICHHBIM MTPOU3BOIUTEIISIMU JICKAPCTBEHHBIX MIPEmapaToB, Ha
JIEeKapCTBEHHBIE MPEnapaThl, BKIIOUYEHHBIE B IEPEUEHb KU3HEHHO HEOOXOUMBIX M Ba)KHEHUIIINX JIEKaPCTBEHHBIX
[IPENnapaTos;

3) ocylecTBiIeHHE KOHTPOJIS 3a MPUMEHEHUEM II€H Ha JIEKapCTBEHHBIE MpernapaThl, BKIIOYECHHBIC B IEPEUCHb
YKU3HEHHO HEOOXO/IMMBIX U BaYKHEHUIINX JICKAPCTBEHHBIX MIPENapaToB, OpraHU3alUsIMU ONITOBOM TOPrOBIIH,
anTEeYHBIMH OPTaHU3ALMSIMHU, UHIMBUAYAIbHBIMH HIPEIPUHUMATEISIMU, UMEIOIUMHU JIMLIEH3UIO Ha
(bapMalieBTUYECKYIO 1€ATEIbHOCTb.

I'naBa 3. 'ocynapcrBennasi papmakonest
Cratbs 7. PazpaboTka U H31aHHe TOCy1apcTBeHHOH (papmakonen, pasMenieHue JaHHbIX 0 Hell

1. Ilox rocynapcTBeHHOH (hapmakoreeii TOHMMAETCs CBO 00IIMX (papMaKOIEHHBIX CTaTel U (hapMaKOTIEHHBIX
CTaTeu.

2. Pa3pabotka o0mmx (apmMakoneiHbx ctareid 1 (papMaKkoneHHbIX cTaTell U BKIIIOYEHHE UX B TOCY/IaPCTBEHHYIO
(bapMaKoIero OCyIeCTBIAIOTCS B MOPSJIKE, YCTAHOBIEHHOM YIOJHOMOUYEHHBIM (pe/iepaibHbIM OpPraHOM
VICITOJIHUTEJIBHON BIIACTH.

3. Pa3paboTka (hapmMakomneiHOH CTaTb HA OPUTHHAIBHOE JICKAPCTBEHHOE CPEICTBO M BKIIIOUCHHE €€ B
rocyIapCTBEHHYIO (papMaKkomero B TeUeHHe CpOKa ACHCTBUS 3allUThI UCKIIOYUTENLHOTO MpaBa,
YIOCTOBEPEHHOTO NTaTEHTOM Ha OPUTMHAJIBHOE JIEKAPCTBEHHOE CPEACTBO, OCYILECTBIISIOTCS C COIJIacus €ro
pa3zpaboTuuka.

4. l'ocynapcTBeHHas papMakories U3JaeTcsl YIOJTHOMOYEHHBIM (eiepaibHbIM OPTaHOM MCIIOIHUTEIBHON BIACTH
3a CUeT CPeACTB eAepabHOTO OI0/KETA U TOJIJICKHUT MEPEU3TaHUsIM HE PeKe YeM OJIMH pa3 B MATH JIET, B
NepUo MEeXKAY KOTOPBIMU MU3/IAI0TCS IPHUIIOKEHHUS K TOCYAapCTBEHHOM (hapmakornee, coepskaiiie oome
dbapmakorneliHbie CTaThu U (WIK) (hapMaKOIeWHbIE CTaThH, YTBEPKACHHBIC MOCIE U3aHUs WIIH TIEpeU3aaHus
roCy/IapCTBEHHOU (hapMaKOTeH.

5. YomHOMOYEHHBIH (eiepalibHbIi OpraH UCIOIHUTEIbHONM BIACTH pa3MellaeT JaHHbIE O TOCYIapCTBEHHON
dapmakoree 1 MPUIOKEHHUIX K HEW Ha cBoeM OQHIIMaIbHOM caiiTe B ceTH "MHTepHeT" B yCTaHOBIEHHOM UM
HOPsIZIKE.

I'naBa 4. 'ocypapcTBeHHBII KOHTPOJIb PH 00pallleHUH JIeKAPCTBEHHBIX CPEACTB

Cratbs 8. .JIHIICHC%I/IPOBEIHHQ IMPOU3BOJACTBA JJCKAPCTBEHHLIX CPEJIACTB U (l)apMaIIeBTI/I‘IeCKOﬁ JACATCJIbHOCTH

1. JIumieH3upoBaHUE MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (papMaleBTUIECKON NeSTEIbHOCTH
OCYIIECTBIISIETCS B COOTBETCTBUHM C 3aKOHOIaTeILCTBOM Poccutickort deneparmm.

2. O0s3aTENBHBIM YCIIOBHEM MPEIOCTABICHUS JTUIICH3UH HA POU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB SIBIIACTCS
MPUIIOKEHUE K 3asBIICHUIO COMCKATEs JIMIICH3UH MTePEeUHs JIeKapCTBEHHBIX (hOpM U (HITH) BHIOB
dbapmareBTUIeCKuX CyOCTaHITNI, KOTOPBIE MPOU3BOIUTENH JICKAPCTBEHHBIX CPEICTB HAMEPEH MPOU3BOIUTH.

3. B ciiyyae He0OX0IMMOCTH pacIIMPEeHHsI POU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIEKapCTBEHHBIX ()OPM U BHJIOB (DapMaleBTHUECKUX CYOCTaHIIUN TTPOU3BOAUTEIb JIEKAPCTBEHHBIX CPEICTB



JIOJKEH MOJIYYUTh HOBYIO JIMIIEH3UIO HA IIPOM3BOCTBO JIEKAPCTBEHHBIX CPEJCTB.
Cratbs 9. 'ocynapcTBeHHBII KOHTPOJIb NPH 00pallleHUH J1eKAPCTBEHHbIX CPEACTB

1. l'ocynapcTBEeHHOMY KOHTPOJIIO TIOJIICKAT BCE JIEKAPCTBEHHBIE CPEJICTBA, TPOU3BE/ICHHBIE HA TEPPUTOPUHU
Poccuiickoit denepanu u BBO3UMbIe Ha Tepputoputo Poccuiickoi denepanum.

2. I'ocynapcTBEHHBIN KOHTPOJIb P 00paIieHHH JIEKAPCTBEHHBIX CPEICTB OCYLIECTBISACTCS YIIOJIHOMOYEHHBIMU
(benepaabHbIMU OpraHaMu MCIIOJIHUTEIBLHON BIACTH U OpraHaMH UCIIOJIHUTENIBHOM BIACTH CYOBEKTOB
Poccniickoit denepanuu B COOTBETCTBUU C UX ITOJTHOMOYUSMU.

3. 'ocynapcTBEHHBII KOHTPOIL TIPU 00paIlleHNH JICKAPCTBEHHBIX CPEJICTB BKIIOYAET B C€OsI KOHTPOIH 32
JTOKJIMHUYECKUMU UCCIEIOBAHUAMHU JIEKAPCTBEHHBIX CPE/ICTB, KIMHUUYECKUMHU UCCIIETOBAHUSIMH JIEKAPCTBEHHBIX
MpenaparoB, KA4eCTBOM, ITPOU3BOJICTBOM JICKAPCTBEHHBIX CPEACTB, U3rOTOBJICHUEM JIEKAPCTBEHHBIX
MpernaparoB, XpaHEHUEM, IIEPEBO3KOM, BBO30M Ha TeppuTOoputo Poccuiickoit deaepaiuu, pekiiaMmoil, OTITyCKOM,
peanu3anuent, yHU4TOXKEHHUEM JIEKAPCTBEHHBIX CPEJICTB, TPUMEHEHUEM JIEKaPCTBEHHBIX MPEIapaToB.

4. l'ocynapCTBEeHHBIN KOHTPOJIb ITPH OOPAIICHUH JICKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS MIOCPEICTBOM:

1) nmpoBeaeHus MPOBEPOK COOMIOACHUS CyObeKTaMu 00pallieHus JIeKapCTBEHHBIX CPECTB MPaBHII J1a00paTOPHOM
MPaKTUKHU U MPABIJI KIMHUYECKOU MPAKTUKHU TIPU MPOBEACHUH JOKIMHUYECKUX UCCIEOBAaHUMN JICKAPCTBEHHBIX
CPEICTB ¥ KIMHUYECKUX MCCIIEI0OBAHUH JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO TPUMEHEHUS, TIPABHI
MPOBEICHUS JTOKIMHUYECKUX UCCIEAOBAHUH JICKAPCTBEHHBIX CPEACTB U KIMHUYECKUX UCCIICI0BAHUM
JICKapCTBEHHBIX MPENapaToB JIIsl BETEPUHAPHOTO MPUMEHEHUSs, PABUJI OPraHU3alluy IPOU3BOCTBA U KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJICTB, MPABUJI ONITOBOM TOPTOBJIH JIEKAPCTBEHHBIMH CPEJCTBAMU, ITPABUJI OTITYCKA
JIEKapCTBEHHBIX MPENapaToB, MPaBUJI U3TOTOBICHHS U OTIYCKA JEKApPCTBEHHBIX MIPEMapaToB, IPaBUI XpaHEHUs
JIEKAPCTBEHHBIX CPEJICTB, MIPABUJI YHUUTOKECHHS JICKAPCTBEHHBIX CPE/ICTB;

2) NMMLIEH3UPOBaHUS POU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (hapMalleBTUUECKOH 1€ATEIbHOCTH, IPOBEIECHUS
IPOBEPOK COOJIIOCHHUS JTULEH3UOHHBIX TPeOOBAaHUHN U YCIOBUH;

3) KOHTpOJIA KauecTBa JIEKAPCTBEHHBIX CPECTB MPHU TPakIaHCKOM 000pOTE:
a) B hopMe BHIOOPOYHOTO KOHTPOJIS;

6) IIPpU BBIABJIICHUU HECOOTBCTCTBHUA JIMICH3NOHHBIM Tpe6OBaHI/I$IM H YCJIOBUSAM yCJ'IOBI/Iﬁ IMPOU3BOJCTBA U
KOHTPOJII Ka4€CTBa JICKAPCTBECHHBIX CPCACTB, OCYHICCTBIICHUSA OIITOBOH TOPIroOBJIN JICKAPCTBCHHBIMHA
cpeacTBaMu, OCYIICCTBIICHUA pO3HI/I'~IHOI\/'I TOPIroBJIX JICKAPCTBCHHBIMH IIpCriapaTaMu, IIpaBrUJI U3IrOTOBJICHUA
JICKAPCTBCHHBIX MPCIAPATOB, IIPABUII XPAHCHUS JICKAPCTBCHHBIX CPCACTB,

4) BbIAAUM pa3pelIeHUH Ha BBO3 JIEKaPCTBEHHBIX CPEJCTB Ha Teppuropuro Poccuiickoit denepannn;
5) npoBeaeHNsI MOHUTOPUHTAa O€30MaCHOCTH JIEKAPCTBEHHBIX MTPENapaToB;

6) TIOJTyYSHHUS 10 3aIPOCaM YITOJTHOMOUEHHOTO (peIepalibHOTO OpraHa UCTIOTHUTEILHOW BIACTH OT OPTaHOB
UCTIOTHUTENbHOM BiIacTu cyobekToB Poccuiickoit denepaiinu, oT CyOBEKTOB 0OpaIeH sl IEKapCTBEHHBIX
CPEJICTB JIUIS MEIMIIMHCKOTO TPUMEHEHHS MH()OPMAIIAN IO BOITPOCaM YCTAHOBJICHUS U IPUMEHEHUS TICH U
Haq0aBOK K HUM.

5. Ocy1ecTBiIeHHE rOCYIapCTBEHHOIO KOHTPOJISI ITPU OOPAIIEHNUH JIEKAPCTBEHHBIX CPEJICTB SIBIISETCS
pacxoHbIM 00s13aTenbcTBOM Poccuiickoit deaepanyy wim pacxoaHbIM 0053aTeNbCTBOM CyObekToB Poccuiickoit
®denepaliiu 1Mo BUAaM KOHTPOJIS,, OTHECEHHBIM COOTBETCTBEHHO K OJHOMOYMSIM (pe/iepalibHbIX OpPraHOB



UCTIOJIHUTENIHOW BIACTH U K MOJHOMOYHUSM OPraHOB MCIIOJIHUTENFHON BIacTH cyOBbekTOB Poccuiickoit
denepanuu.

I'naBa 5. PazpaboTka, TOKJIMHUYECKHE UCCIeI0BAHUS JIEKAPCTBEHHBIX CPEICTB, a TAK:Ke KINHUYECKHe
HCCJIeIOBAHNS JIEKAPCTBEHHBIX NMPENAapaToB /1Jisl BETEPUHAPHOI0 PUMEHECHUS

Cratps 10. PazpadoTka 1eKapCcTBEeHHBIX CPEACTB

1. Pa3paboTka jJeKapCTBEHHBIX CPEJICTB BKIIIOUAET B ce0sl MOMCK HOBBIX (DApMaKOJIIOTMYECKU aKTUBHBIX BELIECTB,
HOCIIEAYIOLIEE U3YUEHUE UX JIEKAPCTBEHHBIX CBOMCTB, JOKJIMHUYECKUE UCCIIEN0BaHUS, pa3padOTKy TEXHOJIOTUN
IIPOU3BOJICTBA (hapMalleBTUYECKUX CyOCTaHIil, pa3paboTKy COCTaBOB U TEXHOJIOTHIA TPOU3BOJICTBA
JIEKapCTBEHHBIX [IPENapaToB.

2. dunHaHCcOBOE o0ecIieueHe Pa3padOTKH JICKAPCTBEHHBIX CPEJICTB OCYIIECTBIISICTCS 33 CUET:
1) cpencTB denepaibHOrO OOIKETA;
2) cpeacTB pa3pabOTUUKOB JICKAPCTBEHHBIX CPEJICTB;

3) cpeacTB MPOU3BOAUTENICH IEKAPCTBEHHBIX CPEACTB MPH BBHIOJIHEHUU HAYYHO-UCCIIE0BATENLCKUX PaldoT 110
JIOTOBOPY MEXIY pa3padOTUUKOM JIEKAPCTBEHHBIX CPEJICTB U MPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEJICTB;

4) MHBIX HE 3aIpELEHHBIX 3aKOHOAaTeNIbcTBOM Poccuiickoi denepannyu HCTOYHUKOB.
3. IlpaBa pa3zpaboTunKa JEKapCTBEHHOI'O CPE/ICTBA OXPAHIIOTCS IPAXKIaHCKUM 3aKOHO/1aTEIbCTBOM.
Cratps 11. JlokInHAYeCKOE HCCIEI0BAHNE JICKAPCTBEHHOI'0 CPeACTBa VI MEAMIMHCKOI0 IPUMEHEH U

1. I[OKJ'II/IHI/I‘I@CKOC HCCIICIOBAHUC JICKAPCTBCHHOI'O CPpCACTBA AJISA MEAUITUMHCKOI'O IIPUMCHCHUA ITPOBOJHUTCA
MyTEM IMPUMCHCHU A HAYUYHBIX METOA0B OLICHOK B LCJIAX IMOJYYCHUA JOKA3aATCIILCTB 6€3OHaCHOCTI/I, KadeCTBa U
3(1)(1)CKTI/IBHOCTI/I JICKApCTBCHHOT'O CPCACTBA.

2. ,Z[OKJ'II/IHI/I‘IGCKOC HCCICA0OBAHUC JICKAPCTBCHHOI'O CPEACTBA AJId MCAUTTUHCKOI'O MPUMEHCHUS IIPOBOANUTCA B
COOTBCTCTBUH C IIpaBUIIaMH na6opaTopH0171 IMMPAKTHKU, YTBCPKIACHHBIMHU YIIOJIHOMOYCHHBIM (be)lepaHBHLIM
OopraHomMm HCIIOJIHUTEILHOMN BIACTH.

3. Jlns opraHu3aniy ¥ NpoBeAeHUs TOKIMHUYECKOTO UCCIIE0BAHNS JIEKaPCTBEHHOTO CPECTBA [T
MEAMIIMHCKOTO MTPUMEHEHUS pa3paboTUUKH JTIEKaPCTBEHHBIX CPEICTB MOTYT MPUBJIEKATh HAYYHO-
UCCJIEIOBATEIbCKHE OPTaHU3aIK, 00pa30BaTENIbHbIE YUPEXKACHUSI BHICIIETO MPO(ECCHOHAIBHOIO 00pa30BaHMUsl,
UMEIOIIIEe HEOOXOIUMYIO MaTepUATbHO-TEXHUYECKYIO 0a3y M KBATH(PHUIIMPOBAHHBIX CIIEIIUATINCTOB B
COOTBETCTBYIOIIEN 001aCTH UCCIIEIOBAHUS.

4, I[OKJ'II/IHI/I‘IGCKOC HCCICA0OBAHUC JICKAPCTBCHHOI'O CPEACTBA JAJId MCAUTTUHCKOI'O IIPUMEHCHUS ITPOBOJUTCA 110
YTBCPKACHHOMY pa3pa60T‘II/IKOM JICKAPCTBCHHOT'O CPCACTBA IJIaHY C BEACHUCM ITPOTOKOJIa 3TOTO UCCIICAOBAHUS
M COCTABJICHUEM OTUCTA, B KOTOPOM COACPKATCA PE3YJIbTATEI 9TOI0 UCCICAOBAHUA U 3aKIIFOUYCHUEC O
BO3MOXHOCTHU MMPOBCACHUA KIIMHUYCCKOTO UCCIICAOBAHUSA JICKAPCTBCHHOI'O MTpCTiapaTa it MCAUIUHCKOT' O
IMPUMCHCHUA.

5. IlpoBeneHre MPOBEPOK COOIIOICHUS TPABUII Ja00PATOPHOM MPAKTHKH U TPABOBBIX HOPM HMCIIOJIb30BaHUS
YKUBOTHBIX ITPH MPOBEACHUN JOKIMHUYECKUX UCCIIEJOBAaHUM JIEKAPCTBEHHBIX CPEICTB I MEAUIIMHCKOTO
PUMEHEHHS OCYILIECTBIISETCS YIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM MCIIOJIHUTENBHOM BIACTH.



6. Pe3ynbTaThl TOKIMHUYECKOTO UCCIEA0BaHUS JIEKaPCTBEHHOI'O CPEACTBA I MEIULIMHCKOTO TPUMEHEHUS
MOTYT OBITh MIPEJICTABICHBI B YIIOJIHOMOYEHHBIN (hefiepaibHbIii OpraH UCIOIHUTENBHOMN BIACTH B
YCTaHOBJICHHOM TOPSAKE B LIESAX TOCYIapCTBEHHON PErucTpaluy JeKapcTBEHHOIO Ipenapara.

Crarbs 12. JIokIHMHHYECKOE HCCIIeI0BAHNE JIEKAPCTBEHHOI0 CPEACTBA M KJIMHMYECKO0e UCCIeJOBAHUE
JIEKAPCTBEHHOI'0 Mpenapara /Jisi BeTePUHAPHOT0 NPUMEHEeHUsl

1. ]_IOKJ'II/IHI/ILICCKOG HCCICOOBAHUE JICKAPCTBEHHOT'O CPEACTBA AJI1 BETCPUHAPHOT'O ITPUMEHECHU A ITPOBOANUTCS
IMyTEM IMIPUMCHCHU HAYUYHBIX METOAOB OLICHOK B LCJIAX IMOJYYCHHA JOKA3aTCIbCTB 6630H3CHOCTI/I, KadycCTBa U
3(1)(1)CKTI/IBHOCTI/I JICKApPCTBCHHOI'O CPCACTBA, B TOM YHCJIC OIPCACIICHUA CpOKa €TI0 BBIBCACHUA U3 OpraHu3Ma
JKHBOTHOI'O, B IICJIAX obecneueHus 0€30I1aCHOCTH MMPOAYKIHMHU JKUBOTHOT'O ITPOUCXOKACHU A IMOCJIC IPUMCHCHUA
COOTBETCTBYIOIICTO JICKAPCTBCHHOI'O IIpCIiapara.

2. I[OKJII/IHI/I‘-IGCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O CPEACTBA U KIIMHUYCCKOC UCCIICAOBAHUC JICKAPCTBCHHOT' O
nmpenapara 4Jjis1 BETCPUHAPHOIo IPUMEHECHU A, UCCIICIJOBAHUE OHMOSKBUBAJIEHTHOCTH YKa3aHHOI'O JICKAPpCTBEHHOI'O
nmpemnapara npoBOAATCA B COOTBETCTBUU C IIpaBUJIaMH, YTBCPIKIACHHBIMH YIIOJTHOMOYCHHBIM q)ellepaHLHBIM
OpranomM HCITOJIHUTEIHLHOH BJIACTH.

3. JIOKIMHUYECKOE UCCIIEIOBAHNE JIEKAPCTBEHHOI'O CPEACTBA U KIIMHUYECKOE UCCIIEI0BAHHE JIEKAPCTBEHHOTO
npenapara Jijisi BETepUHApPHOT0 MPUMEHEHUSI IIPOBOASTCS 110 YTBEPKICHHOMY pa3pabOTIYMKOM JI€KAPCTBEHHOTO
CpelCTBa IUIaHy C BEEHUEM IIPOTOKOJIOB 3TUX UCCIIEI0BAHUM U COCTABICHUEM OTUETOB, B KOTOPBIX COAEPIKATCA
pe3yJIbTaThl 3TUX UCCIIEA0BAHUM.

4, I[JISI opranu3anvu U NPOBCACHUA JOKIIMHUYCCKOI'0 UCCICAOBAHMA JICKAPCTBCHHOI'O CPEACTBA U KIIMHUYCCKOI'O
HCCJICAOBAHU JICKAPCTBCHHOI'O ITpCIIapaTa AJisi BETCPUHAPHOI'O IIPUMCHCHUA p33pa6OT‘lI/IK JICKAPCTBCHHOI'O
CpeacTBa MOKCT IIPUBJICKATh OpraHnu3aluu, UMCIOIHEC HGO6XOILI/IMYIO MaTCpUaJIbHO-TCXHUICCKYIO 6a3y n
KBaHHQ)I/IHHpOBaHHBIX CIICHUaJINCTOB B COOTBGTCTBYIOIIIGI;'I obnactu HCCIICAOBaHUA.

5. KiimHnueckue ucciie1oBaHus JIEKApCTBEHHBIX MPENAapaToB A BETEPUHAPHOIO IPUMEHEHHUS IPOBOIATCS B
BETEPUHAPHBIX OPraHU3alMAX U B OPraHU3aLUAX, OCYILECTBIIAIONINX Pa3BEACHUE, BBIPALUBAHUE U CONCPIKAHUE
JKUBOTHBIX, B LIEJIAX:

1) ycraHOBIIEHHS TEPEHOCUMOCTH JIEKAPCTBEHHBIX MIPENAapaToB 3/10POBBIMH KUBOTHBIMU;

2) nobopa ONTUMANIbHBIX TO3UPOBOK JIEKAPCTBEHHBIX MPENapaToB U Kypca JIEUEeHHUs] HA KOHKPETHOU Tpyrre
KHUBOTHBIX C OIpE/ICIEHHBIM 3a00JIeBaHUEM;

3) ycraHoBJeHUS Oe30MacHOCTH U 3P PEKTUBHOCTH JISKAPCTBEHHOTO MpernapaTa, MpeIHa3HauYeHHOTO JUIs
JIeYeHHsI OTIpe/IETICHHBIX 3a00JIeBaHUI JKUBOTHBIX, I 3((HEKTUBHOCTH JIEKApCTBEHHOTO Npenapara Jjis
npodUIaKTUKK 3a00JI€BaHUN 3JOPOBBIX JKUBOTHBIX;

4) n3y4eHust BO3SMOXXHOCTEH pacUIMpPEHUs TOKa3aHUN K IPUMEHEHHUIO 3apEerUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npernapara U BbISIBIICHHS paHee HEM3BECTHBIX OOOYHBIX AEHCTBUM.

6. Kiimanueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O MTpCIiapaTta IJjisi BETCPUHAPHOTIO MPUMCHCHHA OCYIICCTBIIACTCA
3a CUCT CPEACTB pa3pa60Tq1/H<a JICKApCTBECHHOI'O CPEACTBA.

7. OT4eTsl 0 pe3yiibTaTax JOKIMHHUYCCKOI'O UCCICAO0OBAaHUA JICKAPCTBCHHOI'O CPEACTBA U KIIMHUYCCKOTI'O
HCCIICOOBAHUS JICKAPCTBCHHOI'O IIpCriapaTta Ajisd BETCPUHAPHOIO NPUMCHCHHA COCTABIISAIOTCA pa3pa60Tqm<0M
JICKAPCTBCHHOT'O CPpCACTBA C YUYCTOM 3aKJIFOYCHUM 0pFaHPI3aLIHI>i, NPpUHUMABIINX Y4aCTUC B OPraHU3aluu U
IMPOBEACHNU OTUX I/ICCJ'IG}IOB&HPIﬁ.



8. KoHTpoJib 3a mpoBeieHuEM JOKIMHUYECKUX UCCIETOBAHUN JI€KaPCTBEHHBIX CPEJCTB U KIIMHUYECKUX
UCCJIEIOBAaHUM JIEKAPCTBEHHBIX MIPENapaToB JIJIsl BETEPUHAPHOTO IPUMEHEHUS OCYILIECTBIISETCS
YIIOJTHOMOYEHHBIM ()e/IepaTbHBIM OPTaHOM HCIIOTHUTEIHLHOM BIIACTH.

I'naBa 6. OcymecTB/IeHHe rOCy1apCTBEHHON PerHCTPaluM J1eKAPCTBEHHBIX NpenapaTos
Cratbs 13. I'ocynapcTBeHHasi perucrpanus JeKapcTBeHHbIX NpPenapaTos

1. JlekapcTBEHHBIE TIpeNapaThl BBOATCS B IPaKIaHCKUK 000poT Ha Tepputopuu Poccuiickoit Deaepannn, eciu
OHHM 3apETHUCTPUPOBAHBI COOTBETCTBYIOIIUM YIIOJTHOMOYECHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOJTHUTETHHON
BJIACTH.

2. 'ocynapCTBEHHOM perucTpaiuu moaJjiexKar:

1) opuruHanbpHbIC JI€KapPCTBEHHBIE NIPENapaThl;

2) BOCIIPOM3BEICHHBIE JICKAPCTBEHHBIE MPETapaThl;

3) HOBBIE KOMOMHAIINY 3aPETUCTPUPOBAHHBIX paHEe JIEKAPCTBECHHBIX MPEIapaTOB;

4) nekapCTBEHHBIE MIpENapaThl, 3apEeruCTPUPOBAHHBIE paHee, HO MPOU3BEACHHBIC B IPYTUX JICKAPCTBEHHBIX
¢dbopMmax, B HOBOI JO3UPOBKE.

3. 'ocynpapcTBeHHas peructpanus JeKapCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO MPUMEHEHUS
OCYILIECTBJISAETCS 0 Pe3yJIbTaTaM dKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U ATUYECKOU IKCIIEPTU3BI BOZMOKHOCTH
MPOBEICHUS KIIMHUYECKOTO UCCIIeI0BAHMS JIEKAPCTBEHHOTO Tperapara sk MEIUIIMHCKOTO TpUMEHEeHus (j1anee
- 9TUYECcKast dKcrepTu3a). ['ocynapcTBeHHas perucTpanus JeKapCTBEHHBIX IIPENnapaToB il BETEPHHAPHOTO
MIPUMEHEHUS OCYUIECTBIISIETCS 110 PE3YIIbTATAM 3KCIIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO
[IPUMEHEHUS.

4. I'ocynapcTBeHHas perucTpanus JIEKapCTBEHHBIX MPENapaToB OCYIIECTBISAETCS COOTBETCTBYIOLIUM
YIOJHOMOYEHHBIM (e/IepaIbHbIM OPTaHOM MCIIOTHUTEIBbHON BIIACTH B CPOK, HE IIPEBBIIIAIOIINN JBYXCOT JECITH
pabouux JAHEW co THS MPUHATHUS 3asBIICHUS O TOCYIapCTBEHHON PETUCTPAIlMH JIEKApCTBEHHOTO Npenapara. B
YKa3aHHBII CPOK BKIIIOYAETCs BpeMsi, HE0OX0AMMOE /Il HOBTOPHOI'O IPOBEJCHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX
CPEeACTB U (MJIM) STUYECKOM 3KCIIEPTU3BI B COOTBETCTBUHU CO cTaThell 25 HacTosmero degepaibHOro 3aKoHa.
Cpok rocyapCcTBEHHOM perucTpaiyy JeKapcTBEHHOIO IIpernapara HCYUCISETCs CO AHS IPUHATHS
COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (peiepabHbIM OPraHOM HMCIIOIHUTEIHHON BIACTH 3asIBICHUS O
roCy/1apCTBEHHOW PETUCTPALIMH JIEKApCTBEHHOTO Mpenapara ¢ NpuiIokKeHHeM He0OX0IUMBIX JOKYMEHTOB 10
JIeHb BbIJJa4M PErUCTPALIMOHHOIO YI0CTOBEPEHUS JIEKapCTBEHHOT O Ipenapara. Bpems npoBeneHus
KJIIMHUYECKOI0 UCCIIEIOBaHMS JIEKAPCTBEHHOTO MpernapaTa He YUUThIBACTCSI PU UCUUCIIEHUH CPOKa €ro
roCy1apCTBEHHOW PETUCTPALIHH.

5. 'ocyaapcTBEHHOM pEerucTpanyy He IMOUIEXKAT:

1) nexapcTBeHHBIE MTpenapaThl, U3ATOTOBJIEHHBIE AITEYHBIMU OPTaHU3AIMSIMH, BETEPUHAPHBIMH allTEYHBIMU
OpraHu3alUsIMH, UHIMBUAYATBHBIMU IPEANPUHUMATENIMH, KOTOPbIE MMEIOT JIMLIEH3UIO Ha (DapMaleBTHUECKYIO
JeSITeNIbHOCTD, 110 peleNTaM Ha JIEKapCTBEHHBIE MTpernapaThl U TpeOOBaHUSIM METUIIMHCKUX OpraHu3alui,
BETEPUHAPHBIX OpraHU3alNil;

2) JICKAPCTBCHHOC PACTUTCIIBHOC ChIPLEC,

3) nexapCTBEHHBIE TIPEMapaThl, MPUOOPETEHHBIC (PU3NICCKUMH JTUIIAMH 3a TIpeieJIaMu TeppuTopun Poccuiickoit



®denepanyy U NpeJHA3HAYEHHBIE I TUYHOTO UCIIOJIb30BAHMS;
4) nexapCTBEHHBIE NIPENapaThl, IPEIHA3HAUEHHBIE I SKCIIOPTA;

5) pamuodapMarieBTHIECKUE JIEKAPCTBEHHBIE MPEapaThl, U3TOTOBICHHBIC HEMOCPEACTBEHHO B METUIIMHCKHUX
OpraHHu3aIMsaX B MOPSJIKE, YCTAHOBICHHOM YIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM UCHIOIHUTENBHOM BIIACTH.

6. He nonyckaercs rocy1apcTBEHHasl pErUCTpaLys:
1) pa3nu4HBIX JIEKAPCTBEHHBIX MPENapaToB MO OJIMHAKOBBIM TOPTOBBIM HAUMEHOBAHUEM;

2) 0AHOTO JIEKAPCTBEHHOTO MpEerapaTa, BIIMYCKAeMOT0 MTPOU3BOAUTENIEM 0] Pa3JIMYHBIMU TOPTOBBIMU
HAaUMEHOBAHUSMHU U IIPEJCTABICHHOTO Ha FOCYAapCTBEHHYIO PErHCTPAIlUIO B BUE IBYX U OoJiee JeKapCTBEHHBIX
IIPEnapaToB.

Cratps 14. IIpMHIIMIIBI IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U 3THYECKOH IKCIEPTHU3BI

1. OxcnepTu3a 1eKapCTBEHHBIX CPENCTB M ATUYECKAS IKCIEPTHU3a OCHOBBIBAIOTCS HA IIPUHIMIIAX 3aKOHHOCTH,
COOJIIOIEHMSI ITPAaB U CBOOO/] YeJIOBEKA U I'PakJaHMHA, IIPaB IOPUIMUECKOrO JIMIA, HE3aBUCUMOCTH KCIIEpPTa,
00BEKTUBHOCTH, BCECTOPOHHOCTHU U ITOJIHOTHI UCCIIE0BAaHUM, IPOBOJUMBIX C UCIIOJIb30BaHUEM COBPEMEHHBIX
JOCTHKEHUI HAyKH U TEXHUKH, OTBETCTBEHHOCTH (heIepaIbHOTO TOCYAAPCTBEHHOTO OIOPKETHOTO YUPEIKICHHS
I10 MPOBEIECHUIO SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U OKCIICPTOB 3a IIPOBEACHUE U KAYECTBO KCIIEPTUSBIL.

2. 9KCH€pTH3a JICKAPCTBCHHLIX CPEACTB AJIA MCAUIUHCKOI'O IIPUMCHCHUS ITPOBOJUTCS ITO3TAITHO!:

1) Ha IICPBOM ITalIC - SKCIIEPTU3a JOKYMCHTOB JIA MOJTYUCHUA pa3pClICHUA HAa TPOBCACHUC KIIMHUYCCKOI'O
HCCIICAOBAHUS JICKAPCTBCHHOI'O ITPpCIIapara, 3a HCKIIFOUYCHHUCM:

a) JIeKapCTBEHHBIX IpenapaToB, KOTOPbIE Pa3pellieHbl Uil MEIUIUHCKOIO IPUMEHEHUS Ha TEPPUTOPUN
Poccuiickoit ®enepannu Oosee 1BaANATH JIET U B OTHOIIECHUN KOTOPBIX HEBO3MOXKHO MTPOBEACHUE HCCIIEIOBAHNUS
OMO’KBUBAJIEHTHOCTH;

0) JIeKapCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO IPUMEHEHHSI, B OTHOLIEHUH KOTOPBIX MPOBEICHBI
MEX1yHapO/AHbIE MHOTOLIEHTPOBbIE KIIMHUYECKUE HCCIIE0BaHNUs, YaCTh U3 KOTOPBIX IIPOBEEHA HAa TEPPUTOPHUH
Poccuiickoii denepanuy;

2) Ha BTOPOM 3TaIl€ - SKCICPTHU3a NPCIIOKCHHBIX METOJ0B KOHTPOJIA KAa4CCTBA JICKAPCTBECHHOT'O CPEACTBA U
KadueCTBa MMPCACTABIICHHBIX 06pa3u0B JICKApCTBCHHOTO CPCACTBA C UCIIOJIB30BAHUECM 3TUX METOJ0B (naﬂee -
OKCIICPTHU3a Ka4€CTBA JICKAPCTBCHHOT'O CpeI[CTBa) H OKCIICPTHU3a OTHOLICHUA O)I(HI[aeMOfI ITOJIB3bI K BOBMOXXHOMY
PUCKY IIPUMCHCHUA JICKAPCTBCHHOT'O IIPCIIapaTa, OCYHICCTBIIACMBIC ITOCIIC ITPOBEACHU €TI0 KIIMHUYCCKOI'O
HCCIICI0OBaHNs.

3. DKcnepTH3a JeKapCTBEHHBIX CPEJCTB AJI1 BETEPUHAPHOTO MPUMEHEHHUSI TPOBOJUTCSI OAHOATAIHO U BKIKOYAET
B ce0s1 DKCIEePTU3Y KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIIEPTU3Y OTHOIIEHUS 0KHUIAeMOM MOJIb3bI K
BO3MOXKHOMY PHCKY IPUMEHEHHMSI JIEKAPCTBEHHOI'O MIperapara.

Cratpd 15. @enepajibHOE rOCy1apCTBEHHOE 0I0/IXKETHOE YUPeKIeHHe M0 MPOBEACHUI0 IKCIIEPTU3bI
JIEKAPCTBEHHBIX CPEACTB

DKcnepTusa JeKapCTBEHHBIX CPENICTB IPOBOAUTCS (hefiepaibHbIM IrOCYIapCTBEHHBIM OFOIKETHBIM YUPEXKIEHUEM
COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (peIepanibHOr0 OpraHa UCIIOJIHUTEILHON BIACTH, CO3/1aHHBIM JIJIS
oOecrnevyeHus NCIIOJIHEHUS TOJTHOMOYH 3TOro (peiepaabHOro opraHa 1o Bbljiadye pa3pelieHnii Ha MpoBeIeHNE



KJIIMHUYECKUX MCCIIEJOBAaHUM JIEKaPCTBEHHBIX IIPENapaToB U (MJIN) MO TOCYyIapCTBEHHON pEerucTpaun
JIEKapCTBEHHBIX MPEMApPaTOB (J1ajiee - SKCIEPTHOE YUPEKICHHE).

Cratpsa 16. Opranuzanusi npoBeJeHHs IKCIEPTU3bI JIeKAPCTBEHHBIX CPEICTB B LEJSAX UX FOCy1apCTBEHHOMH
perucrpanumn

1. DxcnepTu3a 1eKapCTBEHHBIX CPEICTB IPOBOAUTCS KOMUCCUEHN IKCIIEPTOB SKCIIEPTHOIO YUPEXKIEHUS,
Ha3HAUYEHHOM ero pyKoBOJIUTENIEM, HA OCHOBAaHUH 3aJJaHMsI HA IIPOBEJICHUE HKCIIEPTH3bI JIEKAPCTBEHHOTO
CpEeACTBa, BBIJAHHOTO YIIOJTHOMOYEHHBIM (heZiepalibHbIM OPraHOM MCTIIOJTHUTENIBHOM BIacTu. PykoBoaurens
9KCHEPTHOIO YUpPEexKJIeHHs 00eCrIeunBaeT HaaJexallee IpoBeIeHUE SKCIIEPTU3bI JICKAPCTBEHHBIX CPECTB B
COOTBETCTBHUH C 33J]aHUEM, BBIIAHHBIM YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OpPTaHOM HCIIOJIHUTEILHON BIIACTH, U
OpraHu3yeT INOJATrOTOBKY CBOAHOIO 3aK/IFOUEHHs 3TOH KOMHCCUH. B cocTaB 3T0i KOMUCCHU 1O PELIEHUIO
PYKOBOJIUTEIS SKCIIEPTHOTO YUPEKICHUS MOTYT ObITh BKIIIOYEHBI B KAUECTBE IKCIIEPTOB JIMLIA, HE paboTaromue
B JIaHHOM YKCIIEPTHOM YUPEXKJCHHUHU, €CIIH UX ClIeUalIbHbIE 3HAaHUS HE00XOAUMBI AJIs IPOBEICHUSI SKCIIEPTU3BI
Y TaKUe 3KCIEPThl OTCYTCTBYIOT B JAHHOM JKCIIEPTHOM YUPEKACHUH.

2. DKCHEepTOM M0 MPOBEACHUIO SKCIIEPTU3bI IEKAPCTBEHHBIX CPE/ICTB SBISETCS aTTECTOBAaHHBINA PaOOTHUK
9KCIIEPTHOTO YUPEIKACHHSI, KOTOPBI UMEET BBICIIEE MEIUIIMHCKOE, (papMalieBTHIeCcKoe, OHOIOTHIeCcKoe,
BETCPUHAPHOE WIIM XUMHUUECKOE 00pa30BaHUE U IPOBOIUT IKCIIEPTU3Y JICKAPCTBEHHBIX CPEJCTB B OPSJIKE
WCIIOJTHEHHS CBOMX JIOJDKHOCTHBIX 00sI3aHHOCTEH (J1aj1ee - SKCIEPT).

3. [Ipu mpoBeneHnn KCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB SIKCIIEPT HE MOMKET HAXOJIUTHCA B KAKOU-THO0
3aBUCHUMOCTH OT JIMIIA, HA3HAYMBILIETO ATy IKCIEPTU3Y, pa3padOTUMKa JIEKApCTBEHHOTO CPEACTBA WU APYTUX
3aMHTEPECOBAHHBIX B PE3YJIbTATAX AKCIEPTHU3BI JIHILI.

4. I1pu mpoBeACHUH YKCIIEPTU3HI JICKAPCTBEHHBIX CPEJICTB HE JIOMMYCKACTCS UCTPEOOBATh Y 3asBUTENS JINOO MHBIX
JIUI] MaTepHalibl, HEOOXOIUMBIE JUIS IPOBEICHUS IKCIIEPTU3bL. B cllydyae HEIOCTAaTOYHOCTH MPECTaBIEHHBIX
AKCHEPTY MATEPHUAIIOB JJISI Ja4M 3aKJIFOUYEHHUS IKCIIEPT BIPABE MOCTABUThH BOIPOC O MPEAOCTABIECHUH EMY
HEOOXOUMBIX MAaTEpPUANIOB TIEpe]] PYKOBOIUTENIEM SKCIIEPTHOIO YUPEKISHUS, KOTOPBIi oOpalaercs ¢ mpochooit
00 3TOM B yIOJTHOMOYEHHBIHN (heiepaibHbI OpraH UCIIOJIHUTEILHOMN BJIACTH, BBIJIABIINN 3a/IaHUE HA TTPOBEACHUE
JKCIIEPTHU3BI JICKAPCTBEHHOT'O CPEACTBA.

5. DKcrnepT npu MPOBEACHUHU TOPYUCHHON €My PYKOBOJIUTEIEM SKCIIEPTHOTO YUPEKICHUSI SKCIIEPTU3I
JIEKapCTBEHHOTO CPEJICTBA 00s3aH:

1) IMPOBECTHU IMOJIHOC UCCIICAOBAHNEC ITPEACTABIICHHBIX EMY 06I>CKTOB, MaTepuaaoB, 1aTb 000CHOBaHHOE U
00BEKTUBHOE 3aK/IIOUYEHUE M0 IOCTABICHHBIM nepea HUM BOIIpoCaM HUJIM MOTUBHUPOBAHHOC 3aKJIHOUCHUEC O
HEBO3MOXHOCTHU MPOBCACHUA UM SKCIICPTU3BI JICKAPCTBCHHOI'O CPEACTBA, €CJIN ITOCTABJICHHBIC BOITPOCHI
BBIXOJAT 3a MPEACIIbI CIICIUAJIBHBIX 3HAHHI OKCIICPTA, 00BEKTEI I/ICCJ'IG)IOBaHI/Iﬁ 1 MaTCpuajibl HCIIPUTOAHBI NI
HEAOCTATOYHBI JIS1 TPOBCACHUA I/ICCJ'IGI[OBaHI/Iﬁ H a4y 3aKIHOYCHUA oo COBpeMeHHBIfI YPOBCHb pa3BUTUA
HAayYKHM HC IMO3BOJIACT OTBCTUTH HA ITOCTABJICHHBIC BOIIPOCHI;

2) He pasriamaTh CBEICHUS, KOTOPBIE CTAJIM €My U3BECTHBI B CBSI3U C IPOBEACHUEM IKCIIEPTHU3BI
JIEKapCTBEHHOT'O CPEJICTBA, & TAKIKE CBEJICHHSI, COCTABIISIFOIINE FOCY1apCTBEHHYIO, KOMMEPUECKYIO UM HHYIO
OXpaHsIEMYIO 3aKOHOM TalHYy;

3) obecreunTh COXpPaHHOCTD MPEICTABICHHBIX 00BEKTOB HCCIIEIOBAHUN 1 MAaTepHAJIOB.

6. DKcnepT He BIIpaBe:

1) IpoBOAUTH AKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA 110 OOPAILEHUIO HEMOCPEICTBEHHO K HEMY OpTraHu3aluii



WK GU3NYECKUX JTUII,
2) caMOCTOSTENILHO COOMPATh MaTepUAIBI ISl IPOBEICHHS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA;
3) mpOBOAMTH HKCIEPTHU3Y JIEKAPCTBEHHOTO CPEACTBA B KAUECTBE HETOCYIaPCTBEHHOT'O SKCIIEPTA.

7.B cirydae HCO6XOI[I/IMOCTI/I OKCIIEPT BIIpaBC XOﬂaTaﬁCTBOBaTB nepea pyKoBOAUTEIEM SKCIIEPTHOI'O
YUPCIKACHHUA O IPUBJICUCHUUN K ITPOBCACHHUIO 3KCIICPTUILI JICKAPCTBCHHOTO CPCACTBA APYTHUX SKCIICPTOB.

8. Kaxplil aKcnepT, BXOASIUN B COCTaB KOMUCCHH 3KCIIEPTOB, KOTOPOH MOPYUYEHO MPOBEACHHUE IKCIIEPTU3BI
JIEKapCTBEHHOI'O CPEJCTBA, HE3aBUCUMO U CAMOCTOSITEIILHO IIPOBOJUT UCCIIEI0BAaHUS, OLIEHUBAET PE3YJIbTaThl,
HOJYYECHHBIE UM JIMYHO U APYTHMHU KCIEpTaMu, U (GOpMyTUpPYeT BHIBOIBI OTHOCUTEIILHO MOCTABIEHHBIX
BOIIPOCOB B IIpE/ieaX CBOUX CHELUAIBHBIX 3HAHUN.

9. PeBynBTaTBI OKCIIEPTHU3BI JICKAPCTBECHHOI'O CPEACTBA O(i)OpMJ'IHIOTCH 3aKIIFOYCHUEM KOMUCCHH 3KCIICPTOB. B
3aKIIFOYCHUU KOMHCCHUU SKCIICPTOB YKA3BIBAOTCA ICPCUCHDb HCCHGI[OB&HHﬁ, 00BeEM IMPOBCACHHBIX KAXKIbIM
OKCIICPTOM HCCHCHOBaHHﬁ, YCTAHOBJICHHBIC KAXKABIM U3 HUX q)aKTBI " CACIIAaHHBIC B PE3YJIbTATC HCCIEIOBaHUM
BBIBO/JbI. 3KCH€pT, MHCHHUC KOTOPOr'o HC COBIIAAACT C PCIICHNEM KOMUCCHUH OKCIICPTOB, BIIPABC BBIPA3UTh CBOC
MHEHHE B MUCbMEHHOM (1)0pMe, KOTOpOC HpI/IO6H_[aeTC${ K 3aKJIFOYCHHUIO KOMHCCHUHU OKCIICPTOB.

10. DxcnepThl, BXOASIINE B COCTaB KOMUCCHUH, TIPEAYIIPEKIAAIOTCS 00 OTBETCTBEHHOCTH B COOTBETCTBUU C
3aKoHOAaTensCTBOM Poccuiickoit denepaiinu 3a 1avy 3aKII0UEHUS, COJIEPKaAIero HEOOOCHOBAHHBIE WU
danbcuduIIpPOBaHHBIC BBIBOJBI, O YEM OHH JIAIOT MOJIHUCKY.

11. Onpenenenue ypoBHsI MPOPECCHOHATHHOMN MOATOTOBKH KCIIEPTOB M ATTECTAIMS X HA IMPABO MPOBEICHUS
AKCIEPTHU3bI JICKAPCTBEHHBIX CPEACTB OCYIIECTBIISIOTCS SKCIIEPTHO-KBATH(DUKAIIMOHHBIMA KOMHCCUSIMH B
MOPSIIKE, YCTAHOBIIGHHOM COOTBETCTBYIOIIMM YIIOJHOMOYCHHBIM ()efiepaTbHBIM OPTaHOM UCTIOTHUTEILHOM
BJIACTU. YPOBEHb MPO(HEeCCHOHATBLHOM MOATOTOBKH SKCIIEPTOB MOAJIEKHUT MEPECMOTPY YKa3aHHBIMU KOMUCCHSIMU
HE PeXe YeM OJIUH pa3 B IIATH JICT.

12. TlpaBuia npoBeneHUs SIKCIIEPTU3BI JIEKAPCTBEHHBIX CPENICTB U (hopMa 3aKIFOUEHUS] KOMUCCUU SKCIIEPTOB
YCTaHaBJIMBAIOTCS COOTBETCTBYIOUIMM YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM HCTIOJIHUTENBHON BIIACTH.

Crartbs 17. ITHYecKas IKCIIEPTU3A

1. DTryeckas 3KcnepTU3a MPOBOAUTCS B LIEAX BbIAAUN 3aKJIIOUEHUS 00 3TUYECKON 000CHOBAaHHOCTH
BO3MO>KHOCTH IPOBEIECHUS KIIMHUYECKOTO UCCIIEJOBAHMs JIEKAPCTBEHHOIO IIpenapara Juisl MEAULUHCKOT O
NPUMEHEHHUS COBETOM IO ITHKE, CO3/IaHHBIM B MOPSIJIKE, YCTAHOBICHHOM YIIOJIHOMOUYEHHBIM (heiepaabHbIM
OpPraHOM HCIOJHHUTEIBbHOU BIIACTH.

2. DKcnepTaMy COBETa M0 ATUKE MOTYT OBbITh MPEICTABUTENN MEAULMHCKUX, HAYYHBIX OpraHu3alui,
00pa30BaTeNbHbIX YUPEKICHUH BBICIIETO MPOPECCUOHAIBHOIO 00pa30BaHMsl, a TAKKe MPEACTaBUTEIN
0O0I1eCTBEHHBIX OPraHU3alNi, PETUTHO3HBIX OPraHU3alMi U CpeACcTB MaccoBoi HHpopManuu. /lanHble
9KCIIEPTHI HE JTOJKHBI HAXOUTHCS B KAKOM-TMO0 3aBUCUMOCTH OT pa3pabOTYMKOB JIEKAPCTBEHHBIX MPENapaToB
U IpYTUX JIUL, 3AMHTEPECOBAHHBIX B PE3YJIbTaTaX ITUUECKON KCIIEPTU3HI.

3. Onnara Tpyda 3KCIIEPTOB COBETA 110 9TUKE OCYHIECCTBIACTCA B COOTBECTCTBHU C JOTOBOPOM, 3aKJIHOUCHHBIM
MCKAY YIIOJIHOMOYCHHBIM (I)C,Z[CpaHBHBIM OpraHom HUCIIOJIHUTEIbHOMN BJIACTHU, KOTOPBIM CO3/1aH COBCT 110 3TUKEC, U

OKCIICPTOM COBETA IO 3THUKE.

4. DKCIepThl COBETA MO ATUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATENLCTBOM Poccuiickoi



denepauuu.

5. CoctaB coBeTa 10 3THKE, IOJI0KEHHE 00 3TOM COBETE, MOPSIIOK €ro AeSITENbHOCTH, TPEOOBAHUS K
KBAJTM(PUKALUU U OIBITY PaOOThI IO SKCIEPTHOM OLICHKE HAayYHBIX, MEAULIUHCKUX U 3TUYECKUX aCIIEKTOB
KJIIMHUYECKHUX UCCIIEJOBAaHUM JIEKaPCTBEHHBIX IIPENAPATOB ISl MEAULIMHCKOTO IPUMEHEHUS, IPEABSBIIIEMbIE K
JKCIEepTaM COBETa 0 ATUKE, OPSI0K OPraHU3alMK U IPOBEJEHUS ITUUECKON SKCIIEPTU3bI, (POpMa 3aKITFOUEHUS
COBETA I10 3TUKE YCTAHABIMBAIOTCS YIIOJIHOMOYEHHBIM (heiepaIbHBIM OPraHOM HCIIOJIHUTENBHON BIacTH. Yucio
npecTaBuTeNeil MEJUIIMHCKUX OpraHu3aluil He MOXKET IIPEBBIIATh T0JIOBUHY OT OOIIEro Yuciia 3KCIepToB
COBETA I10 ITHUKE.

6. ladopmarus o cocTaBe CoBeTa 1O 3TUKE, IIAaHAX ero padoThl U TEKYIIEeH ACATEIbHOCTH Pa3MEIIaeTCs Ha
opHUIIMATEHOM CalTe YITOJTHOMOYEHHOTO (eJIepaIbHOI0 OpraHa UCIIOHUTEIIBHON BiacTu B cetu "MHTepHeT" B
YCTaHOBJICHHOM UM TOPSAKE.

Cratps 18. Ilogaya u paccMoTpeHue 3asiBJIEHUA 0 TOCYIaAPCTBEHHOM PerucTPalum JeKapCTBEHHbIX
NpenapaToB U NpeacTaBJieHHe He00X0AMMBbIX JOKYMEHTOB

1. 175t rocynapcTBEHHON perucTpaluy JIEKapCTBEHHOTO Tpernapara pa3padoTurK JEKapCTBEHHOTO Mperapara
WIN YIIOJHOMOUYEHHOE UM JPYroe IOpUANYECKOe JIUIIO (Jlajiee - 3asBUTEIIb) MPEICTaBIIAET B COOTBETCTBYIOIINM
YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIIOTHUTENBHOM BIIACTH, OCYIIECTBIISIOMINI TOCY1apCTBEHHYIO
PETUCTPALIMIO JIEKAPCTBEHHBIX NIPENApaTOB, 3asBJICHNUE O FOCYAAPCTBEHHONW PETUCTPALIUN JIEKaPCTBEHHOTO
npernapara, a Takke B MOPSJIKe, YCTAaHOBIEHHOM COOTBETCTBYIOIINM YIIOJTHOMOYEHHBIM (heepaTbHbIM OPTaHOM
UCIIOJIHUTENILHON BIACTH, HEOOXOAUMBIE JOKYMEHTBI, U3 KOTOPHIX (OPMUPYETCS PETUCTPALIMOHHOE JI0ChE Ha
JIEKapCTBEHHBIN TIpenapar (Jajiee - perucTpaioHHOE J10Che).

2. B 3asBieHHMH 0 rOCYAapCTBEHHOM PErUCTpaLUY JIEKApPCTBEHHOTO Mpenapara yKa3blBatoTCs:

1) HauMeHOBaHUE U aJIpec 3asBUTEINS U (MJIK) MPOU3BOAUTENS JIEKAPCTBEHHOTO MpernapaTa 1 agpec MecTa
OCYIIIECTBJICHUS IPOM3BOCTBA JIEKAPCTBEHHOI'O Ipernapara;

2) HauMEHOBaHUE JIEKapCTBEHHOT'0 Ipernapara (MexX1yHapoHOEe HEMATEHTOBAaHHOE WJIM XMMHUYECKOE U TOPTrOBOE
HalMEHOBAHU);

3) mepeveHb BEIIECTB, BXOASAIIUX B COCTaB JIGKAPCTBEHHOTO Mpemnapara, ¢ ykazaHueM KOJIHYeCTBa KaxI0To U3
HUX;

4) nekapcTBeHHas popma, JO3UPOBKA, CIIOCOOBI BBEJCHUS M IPUMEHEHHSI, CPOK TOJHOCTH JICKAPCTBEHHOTO
npenapara;

5) onucanue hapMaKkoJIOTUYECKUX U (hapMaKOJUHAMUYECKUX UITH UMMYHOOHUOJIOTHYECKUX CBOMCTB
JIEKapCTBEHHOIO Mpernapara;

6) 3asABJICHHAA ITPOU3BOAUTCIIEM JICKAPCTBCHHOTO IIPCIiapaTa NpeAcjibHasA OTITYCKHAs [ICHA Ha J'IeKapCTBeHHHﬁ
nmpenapar, BKJIIOUCHHBIN B NMEpCUYCHb )KU3HCHHO HGO6XO}II/IMBIX ¥ BaXKHEHIIINX JICKApCTBCHHEIX IIpC€IIapaToB, B
cJIydac €ro FOC}’I{&pCTBCHHOﬁ perucTpanuu;

7) OTCYTCTBHE HEOOXOIMMOCTH TIPOBEICHUS KJIIMHUYECKOTO UCCIIEIOBAHUS, UCCIIEOBAaHUSI OMOIKBUBAICHTHOCTH
JIEKapCTBEHHOI'0 IIpemnapara, pa3peleHHoro sl MEAUIMHCKOr0 IPUMEHEHUS Ha TeppuTopuu Poccuiickoi
®denepanun Oosee IBAIATH JIET, C YKa3aHUEM HOPMATHBHBIX MTPABOBBIX aKTOB, IMMOATBEPKIAIOIINX JaHHBIN CPOK
MIPUMEHEHUS.



3. Peructpamontoe n1ochbe hopMupyercs U3 caeayronmx JOKyMEHTOB:

1) MpOeKTHI MaKEeTOB MEPBUYHON YIAKOBKU M BTOPUYHOH (TOTPEOUTETHCKON) YITAKOBKH JIEKAPCTBEHHOTO
npenapara;

2) JOKYMEHT, IepEeBEACHHBIN Ha PYCCKUM A3BIK, TOITBEPKIAIOLINI COOTBETCTBHE TPOU3BOIUTEIS
PETHCTPUPYEMOTO JICKAPCTBEHHOTO TIperiapara TpeOOBaHUSAM MPaBUI OPTaHU3AIUN TPOU3BOJICTBA K KOHTPOJIS
KauyecTBa JIEKAPCTBEHHBIX CPEICTB, BHIAAHHBIN KOMIIETEHTHBIM OPraHOM CTPaHbI IPOU3BOAUTENS

PEruCTPUPYEMOIO JIEKAPCTBEHHOI'O IIPErapara U 3aBEpEeHHbIN B yCTAHOBIECHHOM IOPSIKE;

3) NpoeKT HOPMATUBHON JOKYMEHTALMM WM HOPMATUBHOI'O JOKYMEHTA Ha JIEKapCTBEHHBIH ITpenapar Jnbo
yKa3aHHe COOTBETCTBYIOIEH (apMaKoneiHON CTaThH;

4) cxeMa TeXHOJIOTMYECKOro Mpolecca MPOrU3BOICTBA JIEKAPCTBEHHOTO Mpernapara, €€ Olucanue u (Mim) cxema
TEXHOJIOTUYECKOTO MPOIecca MPOU3BOJICTBA (PapMalieBTUIECKOH CyOCTaHIINH, €€ OITMCAHHUE;

5) TOKyMEHT, NepeBEACHHBIN Ha PYCCKUH S3BIK, TOTBEPKAAIOLINNI COOTBETCTBUE IPOU3BOAUTEIS
(apmalieBTUYECKOM cyOcTaHIMU TPeOOBaHUSIM MTPaBUJI OpraHU3aluy IPOU3BOICTBA U KOHTPOJIS KauecTBa
JIEKapCTBEHHBIX CPE/CTB, BbIJAHHBIM KOMIIETEHTHBIM OpPraHOM CTPaHbl IPOU3BOANUTENS (hapMalleBTUUECKON

CyOCTaHITNH, 3aBEPEHHBIN B YCTAHOBICHHOM MOPSIKE U COJICPIKAIIIHIA:

a) HaUMEHOBaHMe (apMalEeBTUUECKON CyOCTaHIIMH (MEXIYHAPOIHOE HEMATEHTOBAHHOE WJIM XUMHUYECKOE U
TOProBO€ HAMMEHOBAHUS );

0) HauMEHOBaHME U aIpecC MPOU3BOAUTENS (papMalleBTUUECKON CyOCTaHIUY;
B) CPOK TOAHOCTH (hapMaleBTUUYECKON CYyOCTaHINN;

6) TOKYMEHT, COJIepKalllMii CBEICHUS O MOKa3aTeNsaX kauecTBa ¢papMaleBTUUECKO CyOCTaHIIMH, UCTIONb3YyEeMOI
MIPHU TIPOU3BOJICTBE JIEKAPCTBEHHBIX MPETIAPaTOB;

7) HOpMaTHBHAs TOKYMEHTALMsI UM HOPMATHUBHBIN TOKYMEHT Ha (hapMalleBTUUECKYI0 CyOCTaHIIHIO OO
yKa3aHHe COOTBETCTBYIOIEH (apMaKoneiHON CTaThy;

8) nHpopmarys 00 yCIOBUAX XpPaHEHUS, IEPEBO3KH JIEKAPCTBEHHOT' O Mpernapara u MHas UHPOpMaLus;
9) order o0 pe3ynbTaTax JOKIMHUYECKOTO CCIEI0BAHNUS JIEKAPCTBEHHOTO CPECTBA AJISl MEULIMHCKOTO
IIPUMEHEHNUs, COJEPIKALNI ONIMCAHKE, PE3YIbTaThl U CTATUCTUYECKUI aHATIN3 PE3YyIbTaTOB JAHHOIO

JOKJIIMHUYCCKOI'o UCCIICOIOBaHUA,

10) OTYCT O pE3YyJIbTaTax AOKIMHHUYCCKOTO UCCICAOBAHUA JICKAPCTBECHHOI'O CPEACTBA U KIIMHUYCCKOI'O
HCCJIICAOBAHUS JICKAPCTBCHHOI'O ITpCT1iapaTta sk BETCPUHAPHOT'O IPUMCHCHU S

1 1) IMMPOCKT MPOTOKOJIA KIIMHUYCCKOT'O UCCICAOBAHUSA JICKAPCTBCHHOI'O ITpCTiapaTa i1 MCIUIUHCKOI'O
MMPUMCHCHU A,

12) 6pomrtopa nccieaoBaTens;
13) undopMaIOHHBIH JUCTOK MAIUCHTA,

14) undopmanus o BbIIJIATaX U KOMIICHCALMX MallMeHTaM (340pOBBIM J0OpOBOIIbLIAaM, OOJILHBIM) (ajee -
MAIUEHTHI ), IPUBJICUYEHHBIM K IIPOBEJICHUIO KIIMHUYECKUX UCCIIEJOBaHHUM JIEKapCTBEHHOT'O Ipernapara s



MEAUIIMHCKOTO MIPUMEHEHHUS, UCCIICIOBAHII OMOIKBUBAICHTHOCTH U (HJIH) TeParieBTHUYECKON YKBUBAJICHTHOCTH;
15) otuet o pe3ynbTaTax MEXIyHaApPOIHBIX MHOTOLIEHTPOBBIX KIMHUYECKUX UCCIIEOBAaHUMN JIEKaPCTBEHHOIO
npernapara Jyisi MEJUIIUHCKOTO IPUMEHEHHS, YaCTh U3 KOTOPBIX MPOBe/ieHa Ha TeppuTopun Poccuiickoit
®denepaunu;

16) IpOEKT UHCTPYKLIHUH 110 TPUMEHEHUIO JIEKAPCTBEHHOIO Mpernapara, CoAep>Kaliuil ClIe1yolue CBeICHUS

a) HaMMEHOBaHHe JIEKAPCTBEHHOI'O CPEJICTBA (MEXKIyHAPOIHOE HEMTATEHTOBAHHOE WJIM XUMUYECKOE U TOPrOBOE
HAaMMEHOBAHMUS);

0) nekapcTBeHHas (hopMa ¢ yKazaHUEM HAMMEHOBAHUHN M KOJMYECTBEHHOTO COACP aHUs (AKTUBHOCTH )
dapmalieBTUYECKUX CyOCTaHLIMN U BCIOMOTaTEIbHBIX BEIIECTB;

B) (papMakoTepaneBTHUECKas rpyma JeKapcTBEHHOIO Mpenapara;
I') MOKa3aHUs JUIsl IPUMEHEHNUS;
1) IPOTUBOIIOKA3aHUs JJIsl IPUMEHEHUS;

€) PeKUM JTO3UPOBAHUS, CIIOCOO BBEJICHHSI, TPU HEOOXOIMMOCTH BpeMsl IPHEeMa JIEKApCTBEHHOTO TIpernapara,
IPOIOJDKUTEIBHOCTD JIeUeHUs (B TOM YHCIIE Y JIeTeH 710 U 1Ociie OHOI0 rojia);

) MEpBbI IPEIOCTOPOKHOCTU IIPU IPUMEHEHUH;
3) CUMITOMBI IEPEA03UPOBKHU, MEPHI 110 OKa3aHUIO IOMOIIU NP EPEA03UPOBKE;

1) yKa3zaHue, pu HeoOX0IUMOCTH, OCOOEHHOCTEH NeUCTBUS JICKAPCTBEHHOTO IIpernapara rpu IepBOM MpueMe
WM TIPH €TO0 OTMEHE;

K) ONHCaHue, pu HeOOXOAUMOCTH, IEHCTBUI Bpaua ((enpamiepa), cnernuairucta B 001acTu BeTepUHApHH,
NAIUEHTA, BIaIEbla )KUBOTHOTO MTPH MPOITYCKE IPUEMA OTHOM WJIM HECKOJIBKHX /103 JEKapCTBEHHOTO
npenapara;

J) BO3MOXHbIE TOOOYHBIE IEHCTBUS NPU IPUMEHEHUH JIEKAPCTBEHHOTO Npenapara;

M) B3aUMOJICHCTBUE C IPYTUMH JIEKAPCTBEHHBIMU IIpeTapaTaMy U (WJIM) MUILEBBIMU MIPOIYKTaMH, KOpMaMH;
H) yKa3aHHe BO3MOXKHOCTH U 0COOEHHOCTEH MEANIIMHCKOTO MPUMEHEHHUS JIEKapCTBEHHOTO ITpernapara
OepeMeHHBIMHU KEHIMHAMY, )KEHIIUHAMHU B IIEPUOJ] TPYJHOTO BCKapMJIMBAHUS, 1I€TbMHU, B3POCIIBIMU,

HMCIOIIUMHU XPOHUYICCKUC 3&60HeBaHI/I$I;

O) CBCACHUSA O BO3MOKXHOM BJIMAHUU JICKAPCTBCHHOTI'O IpeTiaparta Jjid MECAUIUHCKOTO ITIPUMCHCHHU A Ha
CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHU CPCACTBAMH, MCXaHU3MaMMU;

1'[) CPOK rOAHOCTH M YKa3aHHEC Ha 3aIlpCT MPUMEHCHUSA JICKAPCTBCHHOTO ITPLCIriapaTa mo HCTCUCHUN CPOKa
T'OAHOCTH,

P) YCTIOBUSI XpaHECHHS;

C) yKa3aHH€ Ha HEOOXOIMMOCTh XpaHEHHs JIEKAPCTBEHHOTO TIpenapara B MecTax, HeJJOCTYITHBIX IS IETEH;



T) yKa3aHue, Ipyu HEOOXOTUMOCTH, CIICIIMATIBHBIX MEp MPEIOCTOPOKHOCTU MPU YHUUTOKEHUH
HEUCIIO/Ib30BaHHBIX JIEKAPCTBEHHBIX MPENApPaTOB;

Y) CPOKH BO3MOKHOT'O MCIIOJIB30BaHUA NPOAYKIHNH ) KUBOTHOI'O IIPOUCXOXKACHUA IIOCJIC BBCACHUA ) KUBOTHOMY
JICKApPCTBCHHOTO IIpCIiapaTta AJid BETCPUHAPHOTO ITPUMCHCHUS,

¢) HauMeHOBaHuUE, aIpec MPOU3BOAUTENS JICKAPCTBEHHOTO MIpenapara 1 aipec MecTa por3BOICTBA
JICKApCTBEHHOTO MpeTapara;

17) nepeBeeHHas Ha pyCCKUM SA3bIK U 3aBEPEHHAsI B YCTAHOBJIEHHOM IOPSAJIKE KOIUS JOKYMEHTA,
MOJITBEP K IAIOIIETO PErHCTPAIMIO JIEKAPCTBEHHOTO Mpenapara B Cliydae ero perucTpaluy BHE Ipe/esioB
Poccuiickoit ®enepanuu;

18) 1OKyMEHTBI, IpeICTaBIsIEMBbIE B COOTBETCTBUU CO CTaThsiMU 19 - 23 HacTosmero denepanbHoro 3akoHa.

4. Tlo >xenaHuIo 3asBUTENSI MOTYT OBbITh PEACTABIEHBI OTUETHI O IPOBEACHHBIX B CTPAHE 3aABUTENS U IPYIUX
CTpaHax pe3yJbTaTax KIMHUYECKUX UCCIIE0BAaHU, HCCIe10BaHUM OMOIKBUBAIIEHTHOCTH U (WJIH)
TEpaneBTUYECKOM SKBUBAJIEHTHOCTH JIEKAPCTBEHHOIO IIpenapaTa (BKJItouask AHAEMUOJIOTMYECKUE WIIN
3MHU300TOJIOIMYECKHE UCCIIEI0BAaHUSI UMMYHOOMOJIOTMUECKUX JIEKApCTBEHHBIX MpenapaToB, MpeHa3HaYeHHbIX
JUTSE UMMYHOJIOTHYECKOW POPMIAKTUKY U JIeueHHsI HH(EKINOHHBIX 3a00JIEBaHH, B TOM YHUCIIE Y JAeTeil),
COJIepaKAIIME ONUCAHUS IIPOBEAECHHBIX UCCIEN0OBAaHUN JIEKAPCTBEHHOT'O IIPENapara, uX pe3yiabTaTel U
CTaTUCTUYECKNUN aHAJIN3 MTOJIYYEHHBIX PE3YJIBTATOB.

5. K 3asBieHuIo o rOCy,H&pCTBGHHOfI perucrpanuun JICKApCTBCHHOI'O IIpCIIapaTta IprujiararoTcsa:

1) TOKyMEHT, MOITBEPKAAIOUINH YIIJIATY rOCYIapCTBEHHOM MONUIMHBI 32 IPOBEICHUE IKCIIEPTU3bI TOKYMEHTOB
AJI TIOJTYYCHH A pa3pemeHI/H71 Ha NPOBCACHUEC KIMHUYCCKHUX I/ICCJIG[[OBaHl/Iﬁ JICKApCTBCHHOTO ITplriapara JJIs
MEIUIIUHCKOTO TIPUMEHEHHUS M STHYECKOM IKCIICPTH3bI IPU OOPAIICHUH 3a TOCYIaPCTBEHHON pEerucTpaueit
JIEKapCTBEHHOTO Mperapara;

2) JOKYMEHT, MOATBEPKAAIOIINN yIJIaTy TOCYy1apCTBEHHON MOLUIMHBI 32 IPOBEACHHUE IKCIIEPTU3bI KauecTBa
JIEKapCTBEHHOI'0 CPEACTBA U DKCIIEPTU3BI OTHOLICHUS 0KUAAEMOM I0JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS
JIEKapCTBEHHOT0 IIpenapara, pa3peleHHoro JJjisi MEAUIMHCKOrO MPUMEHEHHS Ha TeppuTopuun Poccuiickoi
®eneparnyu 0onee ABaIIATH JIET, PU TOCYJAPCTBEHHON perucTpaliy JeKapcTBeHHOTO Mpenapara;

3) JOKYMEHT, MOATBEP KA YIIJIaTy TOCYIapCTBEHHOM MOIIIUHBI 32 IPOBEIEHNE YKCIIEPTHU3BI KaueCTBa
JIEKapCTBEHHOI'0 CPEACTBA U DKCIIEPTU3bI OTHOLIECHHS 0KUIAEMOM I10JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHUS
JIEKapCTBEHHOT 0 IIpernapara Jyisi MEIUIIMHCKOTrO TPUMEHEHUS, B OTHOLIEHHH KOTOPOTO MPOBEAECHBI
MEKIYHapOAHBIE MHOTOLICHTPOBBIE KIIMHUYECKUE UCCIIEIOBAHMS, YACTh U3 KOTOPBIX IPOBE/ICHA HA TEPPUTOPUU
Poccuiickoit @eaepanuu, mpu rocyJapCTBEHHON PErUCTPalliK JICKAPCTBEHHOTO TIPEIapara;

4) TOKYMEHT, MOATBEPKAAIOIINN YIIaTy FOCY/1apCTBEHHON MOIIIMHBI 32 IPOBEACHHUE IKCIIEPTU3bI KauecTBa
JIEKaPCTBEHHOI'O CPEJCTBA U DKCIIEPTU3bl OTHOLIEHUS 0KHUIAEMOM MOJIb3bl K BO3MOXXHOMY PUCKY IIPUMEHEHUS
JIEKapCTBEHHOI'O Npernapara Jiisl BETEpUHAPHOTO IPUMEHEHUS IIPH €r0 TOCYIapCTBEHHON PETUCTPALIAH.

Cratbs 19. IIpuHsAiTHE pelIeHHs 0 BblAa4e IKCIIEPTHOMY YUYPEKIACHUIO U COBETY 110 ITHKe 3aJaHHUs HA
MPOBeACHNE IKCIEPTU3BI JIEKAPCTBEHHbIX CPEICTB

1. B Teuenue nsaTu pabouux JHEH cO AHS NPUHATHS 3asBICHUS O TOCYAapCTBEHHOM perucrpanuu
JIEKapCTBEHHOTO TMperapara yroJHOMOUYEHHBIH (e/iepanbHblil OpraH UCIIOTHUTEIBHOW BIACTH IPOBOAUT
IIPOBEPKY IMOJTHOTHI ¥ JOCTOBEPHOCTH CBEICHUM, COAECPIKALIUXCS B IPEICTABICHHBIX 3asBUTEJIEM MaTepHUalIax, v



MPUHHUMACT PCHICHUC O BbIAAYC 3a/laHHUA Ha TPOBCACHUC!

1) sxcnepTH3bl JEKapPCTBEHHBIX CPEJICTB B HACTU IKCIEPTU3bI JOKYMEHTOB JUIsl ITOJIY4E€HHUS pa3pelleHus Ha
IIPOBEJCHUE KIMHUYECKOI0 HCCIIEN0BAaHNUS JIEKAPCTBEHHOTO Mpenapara Al MEAUIIMHCKOTO IPUMEHEHHUS B
COOTBETCTBUHU C LIEISIMH, YKa3aHHBIMU B cTaThe 38 Hactosuiero deaepaibHOro 3aK0Ha, U 3ITUYECKOM
JKCIIEPTU3bl B OTHOLICHUH JIEKAPCTBEHHBIX MTPENAPATOB, VISl KOTOPHIX HE IIPOBOANUINCH KIMHUYECKUE
uccieoBanus Ha Tepputopun Poccuiickoit denepanny, Ha OCHOBaHUM JOKYMEHTOB, YKa3aHHBIX B IIYHKTax | -
9,11 - 14, 17 vactu 3 u mynkTe 1 yactu 5 crarpu 18 HacTosmero denepabHOrO 3aKOHA;

2) 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B YACTU IKCIEPTH3bI KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA U SKCIIEPTU3bI
OTHOLIEHUSI 0’KMJIAEMOM I0JIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO IIpernapaTa Jiis
MEAMIMHCKOrO IPUMEHEHNS B OTHOLICHUH JICKaPCTBEHHBIX IIPENAPATOB, PA3PEIIECHHBIX I MEAULUHCKOTO
npuMeHeHus Ha Tepputopun Poccuiickoit @eneparun 6osee ABaIaTH J€T, HA OCHOBAaHUU JOKYMEHTOB,
yKa3aHHBIX B MyHKTax 1 - 9, 16 yactu 3 u myHkTe 2 yacTtu 5 crathu 18 HacTosimero denepanbHOro 3aKoHa, a
TaKJ)Ke JIEKAPCTBEHHBIX IPENapaToB, B OTHOIIEHUN KOTOPBIX MPOBEACHBI MEKIYHAPOJHbIE MHOTOLIECHTPOBBIE
KJIIMHUYECKHE UCCIIEI0BAaHUs, YaCTh U3 KOTOPBIX NIPOBeieHa Ha Teppuropun Poccuiickont @enepanyu, Ha
OCHOBAHHU JIOKYMEHTOB, yKa3aHHbBIX B yHKTax | - 9, 15 - 17 yactu 3 u mynkre 3 wactu 5 crarbu 18
Hactosmero denepanbHOro 3aKoHa;

3) aKCHepTU3bI JIEKAPCTBEHHOT'O CPEICTBA B OTHOLIEHUH JIEKAPCTBEHHBIX IIPENAPATOB ISl BETEPUHAPHOTO
n n on_n

IIPUMEHEHUS Ha OCHOBaHUU JOKYMEHTOB, YKa3aHHbIX B myHKTax 1 - 8, 10, noamynkrax "a" - """, "x" - "m", "n" -
"¢" mynkra 16, mynkre 17 yactu 3 u nyHkte 4 yactu 5 ctathi 18 Hacrosiero @enepaibHOroO 3aKOHa.

2. YoTHOMOYEHHBIN (eiepaibHbIN OpTraH UCIIOJHUTENBHOM BIIaCTH YBEIOMIISIET B MMCbMEHHON (opMme
3asiBUTEIIS O NIPUHATOM PELIEHUH WIN B CIIy4ae OTKa3a ¢ yKa3aHUEM IIPUYMH TaKOro OTKa3a.

3. OcHoBaHMEM I OTKa3a B OpraHU3aluy dKCIIEPTU3, YKa3aHHBIX B YAaCTH 1 HacTOALIEH CTAaThH, SBIIAETCS
IpeJICTaBICHUE HEOOXOUMBIX JJIsl IPOBEACHMSI 3TUX SKCIIEPTU3 JOKYMEHTOB, IEPEUUCIIEHHBIX B 4acTaX 3 U 5
cratbu 18 HacTosero denepanbHOro 3aKOHA, B HEMTOJHOM 00bEME WM IOKYMEHTOB, HE COJIepKaIluX
MCYEPIBIBAIOIIETO NEPEUHsI HEOOXOJUMBIX CBEICHUU.

Cratps 20. IkcnepTH3a JOKYMEHTOB JIs IIOJIYYeHHs Pa3pelieHUs HA IPOBeeHHe KIMHUYeCKOro
HCCJIeJOBAHMS JIeKAPCTBEHHOI0 Npenapara JAJsi MeAUIIMHCKOIr0 IPMMEHEeHHUsI U 3THYECKOH IKCIIePTH3bI

1. DxcnepTu3a JOKYMEHTOB JUIsl MOTYYEHUsI pa3pellieHusl Ha MPOBEACHNE KIIMHUYECKOTO NCCIIEIOBaHMS
JIEKapCTBEHHOT'O IIpernapara sl MEJULMHCKOTO IPUMEHEHNS B COOTBETCTBUH C LIENIIMU, YKa3aHHBIMU B CTaThe
38 HacTosmero denepanbHOro 3aKOHA, dTUYECKask IKCIIEPTH3a, COCTABIEHUE KOMUCCHEN SKCIIEPTOB U COBETOM
10 3TUKE 3aKJIFOUEHUI O BO3MOKHOCTH MJIM HEBO3MOXXHOCTHU IIPOBEJEHUS TAKOIO KIIMHUYECKOTO UCCIIEI0OBaHMS
U HampapJjeHUE 3TUX 3aKIIOUYEHUN B YIIOJHOMOUYEHHBIN (peiepanbHblii OpraH UCIIOJIHUTEIbHON BIACTH
OCYILECTBIISIFOTCS B CPOK, HE MPEBBIIAIONINHN TPUILATH PAOOUYMX JHEH CO IHS MOTY4YEHHUS SKCIIEPTHBIM
YUpEXKJIEHUEM 3aJaHHsI YIIOJTHOMOYEHHOTO (he/iepaibHOro OpraHa UCIIOJIHUTEIbHON BIACTU C MPUIIOKEHUEM
HEOOXO/IMMBIX JOKYMEHTOB, YKa3aHHBIX B MyHKTax 9, 11, 12 yactu 3 crarbu 18 HacTosmero denepaabHOro
3aKOHA, JOKYMEHTOB, YKa3aHHbIX B yacTu 4 crateu 18 HacTosmero deaepanbHOro 3aKOHA U MPEJCTABIEHHBIX IO
KENaHHIO 3asIBUTENS, U COBETOM I10 3TUKE 33JaHUs YIOJTHOMOUYEHHOTO (pe/iepaibHOro OpraHa UCHOJIHUTEIbHOM
BJIACTH C PUJIOKEHHUEM HEOOXOUMBIX IOKYMEHTOB, YKa3aHHBIX B MyHKTax 11 - 14 yactu 3 crateu 18
Hacrosuiero denepaabHOrO 3aKO0HA.

2. JIOKyMEHTBI, COJIEpKAIIHNECS B PETUCTPAIMOHHOM JI0ChE M MOCTYMHUBIINE B 3KCIIEPTHOE YUPEXKICHUE, COBET
I10 ATUKE I OCYLIECTBIICHUS UX DKCIEPTU3BI B LIEJIAX MMOJYYEHUS pa3pelleHus Ha IPOBEACHUE KIMHUYECKOTO
MCCIIEIOBAHMS JIEKAPCTBEHHOTO Ipenapara JJisi MEJUIIMHCKOTO MPUMEHEHHU S, TOAJIeKAT BO3BPATY B
YIIOJTHOMOYEHHBIHN (eiepalbHbIi OpraH UCTIOTHUTEIHHON BIACTH OJHOBPEMEHHO C 3aKITIOYCHHUSIMH



COOTBCTCTBYIOIIUX SKCIICPTUS.

Cratps 21. Honyqenne pa3spelicHusl Ha MPOBEACHUE KIIMHUYECCKOI0 UCCIICAOBAHUSA JICKAPCTBEHHOI'0
npemnapara ajs MEAMIUHCKOT0 NIPUMEHCHU S

1. B cpok, HE IPEBBIMAOIIMI MATH pabOYKX JHEH CO JHS MOYYCHHS 3aKITF0YCHUH, YKa3aHHbIX B cTaTthe 20
Hacrosero deaepanbHOro 3aK0Ha, YIIOJIHOMOYEHHBIN (eiepaabHblil OpraH UCIIOTHUTEIBHOM BIIACTH
OCYIIIECTBIISICT OLEHKY MOCTYMUBIINUX 3aKIIOYEHUH JIJIsl ONpe/Ie]IeHHsI UX COOTBETCTBUS 3a/IaHUSAM Ha
IPOBE/ICHUE COOTBETCTBYIOIIMX SKCIIEPTU3 U YBEAOMIIAET 3asIBUTENS B MUCbMEHHOM (popme 0 pe3ynbraTax
MIPOBEJICHHBIX SKCIEPTU3 U O BOZMOXKHOCTH MM HEBO3MOKHOCTHU BbIIAYU 3asSBUTENIO pa3pelIeHUs] Ha
IIPOBEJICHUE KIIMHUYECKOT0 UCCIIEI0BAaHUS JIEKAPCTBEHHOTO Mpenapara JJisi MEAULIUHCKOIO IPUMEHEHUS.

2. IIpy NpuHATUM pELIEHNs O BO3MOXKHOCTHU BBIIa4M Pa3pEICHUs Ha IIPOBEACHNUE KIIMHUYECKOIO UCCIIEOBAHMS
JIEKapCTBEHHOTO TMperapara Jjisi MEIUIIMHCKOTO IPUMEHEHUS YIIOJTHOMOYECHHBIH (pesiepabHblid opraH
VICIIOJIHUTEIJIBHOM BJIACTH NPUOCTAHABIIMBAET MPOBEACHNUE FOCYIapCTBEHHON PETUCTPALMK JIEKaPCTBEHHOT O
npemnapara 10 JHs [10J1a41 3asBUTEJIEM B YIIOJTHOMOYECHHBIH (pesiepaibHbli OpraH UCIIOJHUTEILHON BIACTH
3as1BJICHUS O MOJYYCHHUH pa3pelIcHUs Ha IIPOBEICHHUE KIMHUYECKOr0 UCCIIE0BaHUs JIEKAapCTBEHHOIO IIpenapara
JUISL MEAUIIUHCKOTO IPUMEHEHUS.

3. B ciy4ae npuHSATHS pELIEHHs O HEBO3MOXKHOCTHU BbIJIauM pa3pellieHus Ha MPOBEACHNE KIIMHUYECKOTO
UCCIIEI0BaHMs JIEKapCTBEHHOTO Npenapara A MEJUIIMHCKOTO IPUMEHEHUS YIIOJTHOMOYEHHBIN (heaepanbHbIi
OpraH HUCIIOJIHUTEIbHOM BJIACTU IMPEKpALIAeT MPOLELypYy FOCYAapCTBEHHOW PErUCTPALIUY JIEKAPCTBEHHOTO
npenapara.

Cratbs 22. PenieHue 0 npoBeJleHHH KINHUYECKOr0 HCCJIeJ0BAHNS JeKAPCTBEHHOI0 Mpenapara ajs
MeJIMUINHCKOr0 MPUMeHEeHH sl

1. I nosrydeHus pa3pelieHus Ha IPOBEIEHUE KIMHUYECKOT0 UCCIIEN0BaHUs JIEKapCTBEHHOTO Ipenapara aJis
MEAMLMHCKOTO IPUMEHEHHUS 3asiBUTEIb IPEICTABISAET B YIIOJHOMOYEHHBIN (peiepalibHbII Opraxn
VCIIOJIHUTEIIBHOU BIIACTU:

1) 3asABJICHUC O IMOJIYYCHHUU pA3pPCHICHUS Ha MPOBCACHNUEC JaHHOI'O KIIMHUYCCKOTO UCCIICIOBAHUS

2) CBCIACHUA 00 orbITe pa60TBI HCcienoBaTesIe o COOTBCTCTBYIOIIHUM CIICLIUAIIBHOCTAM U UX OIIBITC pa6OTLI 110
MMPOBEACHUTIO KIIMHUYCCKHUX I/ICCJIGI[OBaHI/Iﬁg

3) KOIIMKU JOTOBOPOB 00513aTENBHOTO CTPAaxOBaHUA ) XU3HU, 3H0POBbA MMANUCHTOB, YHACTBYIOIIHUX B KIIMHUYCCKOM
HCCIICAOBAHUHU JICKAPCTBCHHOI'O ITpe€riapaTta Ajisd MEAUIUHCKOTI O IPUMCHCHH .

2. B cpok, He IPEBBIMIAOIINI MATH pa00UHX JHEH CO THS MPUHATHS YKa3aHHOTO B YacTH | HACTOSIICH cTaThu
3asIBJICHUS C IPUIIO’KEHUEM HEOOXOAUMBIX TOKYMEHTOB, YIIOTHOMOYEHHBIN (peiepalbHbIi Opran
WCTIOJTHUTEJIbHOM BJIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHHM, COIEPIKAIINXCS B MTPEICTABICHHBIX 3asiBUTEIIEM
MaTepHuaax;

2) npyUHMMAET pELIeHUE O BbIJJaue pa3pellieHus: Ha MPOBeIeHNE KIMHNYECKOTO UCCIIEJOBAHUSI JIEKAPCTBEHHOTO
npenapara i MeAULUHCKOTO MPUMEHEHHS WIIM 00 OTKa3e B BbJJaue YKa3aHHOTO Pa3pelIeHus;

3) YBECAOMIIACT B MUCbMEHHOM (bopMe 3asABUTCII O [IPUHATOM PCHICHUN WK B CJIY4a€ OTKa3a ¢ YKa3aHUCM
IMPUYHUH TAKOI'O OTKas3a,



4) BBIIAET pa3pelleHUe Ha MPOBEICHNE KIMHUYECKOr0 UCCIE0BaHUs JIEKapCTBEHHOIO Ipenapara Jijis
MEUITMHCKOTO MPUMEHEHHS B TIOPSJIKE, YCTAHOBJICHHOM YIIOJITHOMOYCHHBIM (peiepaibHbIM OPTaHOM
HUCIIOJHUTEILHOM BIACTH.

3. OcHOBaHUEM AJI1 OTKa3a B BbIAA4YC paspClICHUA Ha IPOBCACHUC KIIMHUYCCKOI0 UCCIICAOBAHUA
JICKApPCTBCHHOT'O IIpfriapaTta A1 MCAUITHUHCKOI'O IPUMEHECHUSA ABJISACTCA HEIPEACTABJICHUC TOKYMEHTOB,
YKa3aHHbIX B 4aCTHU 1 HaCTOSILLIeﬁ CTaTbU, WK HCCOOTBCTCTBUC COACPKaHUA MPCACTABJICHHLIX TOKYMCHTOB
Tpe6OBaHI/IHM HaCTOAIICTO @eﬂepaanoro 3aKOHaA.

Cratpd 23. JKkcnepTH3a Ka4ecTBA JIEKAPCTBEHHOI0 CPeICTBA M IKCIEPTU3a OTHOIIECHUS 0:KUIaeMOii
M0JIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKaPCTBEHHOI0 Npenapara i MeIMIMHCKOTr0 PUMeHeHHu s

1. DkcnepTu3a KauecTBa JISKApCTBEHHOT'O CPEJICTBA U AKCIIEPTU3a OTHOILLICHUS OKHIAEMOM MOJIb3bI K
BO3MOKHOMY PUCKY TPUMEHEHHUS JIEKAPCTBEHHOIO Mpernapara Jjisi MeIUIUMHCKOTO MPUMEHEHHS], COCTaBIICHUE
KOMMCCHSIMH SKCIIEPTOB 3aKIIOUCHUI 1O pe3yJibTaTaM MPOBEICHHBIX SKCIIEPTU3 U HAIIPABJICHUE TaKUX
3aKJIFOYCHUH B YIIOJTHOMOYEHHBIH (pe/iepantbHbli OpraH UCTIOIHUTEILHON BIACTH OCYIIECTBISIFOTCS B CPOK, HE
MPEBBIIIAIOIININA CTa IECATH PA0OUUX JTHEH CO JHS MOIYYESHUS SKCIIEPTHBIM YUPEKICHHEM COOTBETCTBYIOIIETO
3a/IaHMs YIIOJTHOMOYEHHOTO (heIepaIbHOr0 OpraHa UCIIOTHUTEIBHON BJIACTH C JOKYMEHTAMH, YKa3aHHBIMU B
nyHkTax 1 - 8, 15 - 17 yactu 3 crareu 18 Hacrosmero deaepanbHOro 3aKOHA, M OTYETA O IPOBEICHHOM
KJIMHUYECKOM HCCIIEOBAaHUY JICKAPCTBEHHOTO Tperapara sk MEIUIIMHCKOTO TPUMEHEHHS.

2. I[JISI IMPOBCACHUA YKAa3aHHBIX B 4HaCTU 1 HaCTOﬂHICf/'I CTaTbU 3KCIICPTU3 3aABUTCIIb MMPCACTABJIACT B
yrIOJ'IHOMO‘leHHHﬁ @eﬂepaHLHLII‘/'I oprad HCITOJIHUTEJILHOM BJIACTH:

1) 3asgBJIECHUE O BO30OHOBIEHUN FOCYﬂapCTBeHHOﬁ perucTpanuu JICKAapCTBCHHOI'O ITpCIIiapara U IIPOBCACHUHA
YKa3aHHBbIX B 4YaCTH 1 HACTOSIIECH CTaTbH OKCIICPTHU3;

2) OT4YECT O IPOBCACHHOM KIMHUYCCKOM HMCCICA0OBAaHUHN JICKAPCTBCHHOT'O IIpCIiapara I1JIs1 MCAUITUHCKOI'O
MMPUMCHCHU A,

3) IOKYMEHT, TOATBEPKAAIOLINHN YIIIaTy TOCYJapCTBEHHOM MOLUIMHBI 3@ POBEICHNE IKCIIEPTHU3bl KauecTBa
JIEKapCTBEHHOI'O CPEACTBA U KCIIEPTU3bI OTHOILIEHUS 0KMIAEMOH IOJIb3bI K BO3MOXXHOMY PUCKY IIPUMEHEHUS
JIEKapCTBEHHOTI'O IIpernapara Uil MEJUINHCKOrO IPUMEHEHMS TIPHA €ro IOCYIapCTBEHHON pEruCTpalyu.

3. B cpok, He npeBbIaomui ISTH pabounX JHEH cO THS NPUHATHS 3asBJICHUS C TOKYMEHTAMHU, YKa3aHHBIMU B
yacTu 1 ¥ myHKTax 2 ¥ 3 yacTu 2 HACTOSIIEH CTaThH, YIIOJIHOMOYEHHBIN (eiepabHbIi OpraH UCHOJIHUTEbHON
BJIACTH:

1) MMPOBOAUT MMPOBCPKY IMOJHOTHI JAHHBIX, COACPKAIIUXCA B IIPECACTABJICHHOM 3a4BUTCIICM OTUCTC O ITPOBCACHHUN
KIIMHUYCCKOI'0 UCCIICAOBAHWA JICKAPCTBCHHOI'O IIpfriapaTta A1 MEAUIUHCKOTI'O IPUMCHCHU A,

2) npUHUMAET pelIeHre 0 BO30OHOBICHUN TOCYIapCTBEHHON PETUCTPALINHY JIEKapCTBEHHOTO Mpenapara u
NPOBE/ICHUH YKa3aHHBIX B YaCTH 1 HACTOAIIEH CTaThbU SKCHEPTH3 MU 00 OTKa3e B BO30OHOBICHUH
roCy/1apCTBEHHOW PETUCTpPaLliH JIEKApCTBEHHOTO Mpenapara Jjisi MEAUIIMHCKOTO MPUMEHEHUS U TPOBEICHUH
TaKHUX JKCIEPTU3;

3) yBeomiiieT B TUCbMEHHOU (hopMe 3asiBUTENS O MPUHATOM PELIEHUH UK B Cllydae 0TKa3a C yKa3aHHEeM
IIPUYMH TAKOT'O OTKa3a.

4. OcHOBaHUEM JJIs OTKa3a B BO300HOBJICHUU FOCYI[apCTBCHHOﬁ perucTpanuu JCKapCTBECHHOI'O IIp€rapara u
IMPOBCACHNH YKAa3aHHBIX B 4aCTHU 1 HaCTOHHleﬁ CTaTbU SKCICPTU3 ABJIACTCA MPECACTABICHUEC JOKYMCHTOB,
YKa3aHHBIX B 4YaCTHU 1n IIYHKTax 2 u 3 yactm 2 HaCTOHH_[eﬁ CTaTbu, B HCIIOJIHOM 0o0bEeMe UIU OTYETA O



MPOBEICHHOM KJIMHUYECKOM HMCCIIEJOBAHUH JIEKAPCTBEHHOIO Mpenapara Jijisi MeJUIIUHCKOTO PUMEHEHHUS, HE
COJIEpPKAIIETO UCUYEPITBIBAIOIIETO MEPEUHs HEOOXOAMMBIX CBEICHHM.

5. B Tedenue naTHaALATH pabOUMX HEH CO AHS MOIYUYESHUS PEIICHUs YIIOTHOMOYEHHOTO (he/IepalibHOro OpraHa
UCTIOJIHUTENILHOW BIACTH O BO30OHOBJIEHUH IOCYIapCTBEHHON PErHCTPALMU JIEKAPCTBEHHOTO TIpenapara u
IIPOBEICHUM YKA3aHHBIX B 4aCTU | HACTOALLIEH CTaThU 3KCIEPTU3 3aIBUTENb MIPEICTABISAET B IKCIIEPTHOE
YUpEXKJIEHUE NIl IPOBEACHUSI SKCIIEPTU3bl KAUeCTBA JIEKAPCTBEHHOT'O CPEICTBA 00pa3Libl IEKAPCTBEHHOIO
npernapara Jyisi METUIIUHCKOTO MPUMEHEHUS, TPOU3BEACHHOIO B COOTBETCTBUH C TPEOOBAHUSIMU OIBITHO-
IPOMBIIIIEHHOTO U (UJIM) IPOMBIIIJIEHHOTO PETJIaMEHTOB, YTBEP KIEHHBIX PYKOBOJUTEIEM IIPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJNICTB, a Takke oOpa3zer papMaleBTUUECKO CyOCTaHIIMU B KOJIMYECTBAX, HEOOXOANUMBIX JIJIs
BOCIPOM3BEIEHUS METOJI0B KOHTPOJISI KA4ECTBA.

6. ITpu mosrydennn oOpas3IoB JIEKAPCTBEHHOTO MpernapaTa u papMareBTUIeCKON CyOCTaHITH SKCIIEPTHOE
YUPEXKJICHUE BBIIACT 3asBUTEINIO IOKYMEHT, IOITBEPKIAIOIIHI MOTy4eHHe yKa3aHHBIX 00pa3loB, U B CPOK, HE
MPEBBIIAOIINIA TPEX PadOUnX JTHEH, YBEJOMIISIET B MUCBMEHHON (opMe 00 3TOM YIOJTHOMOYCHHBIN
denepanbHbIN OPraH UCIOJHUTENBHOM BIIACTH.

7. Cpok [uis IpeACTaBJICHUs 3asBUTENIEM 00pa3I0B JIEKAPCTBEHHOTO Mperapara U papMarneBTHIecKoi
CyOCTaHIIMH U CPOK YBEAOMJICHHS SKCIIEPTHBIM YUPEKIECHUEM 00 3TOM B MUCbMEHHOM (opme
YIIOJTHOMOYEHHOTO ()eIepaTbHOT0 OpraHa NCIIOJHUTEIIHOM BIIACTH, YKa3aHHBIC B YACTAX 5 U 6 HACTOSIIEH
CTaThU, HE BKIIFOUAIOTCS B CPOK MPOBEJICHUS YKAa3aHHBIX B 4AaCTU | HACTOALIEH CTaThU IKCIIEPTHU3.

8. JIOKyMEHTbI, IOCTYIIMBIIKE B 3KCIEPTHOE YUPEKACHUE JJIsl IPOBEACHUS YKa3aHHbBIX B 4YaCTH 1 HacTosIIeH
CTaThU HKCIIEPTHU3, MOJICKAT BO3BPATY B YIIOJIHOMOUYCHHBIN (he/lepaibHbIi OpraH UCTIOTHUTEIBHON BIIACTH
OZHOBPEMEHHO C 3aKJIFOYEHUSMU 110 PE3YIbTaTaM YKa3aHHBIX dKCIIEPTHUS.

Crartbs 24. JkenepTu3a KauecTBa JIEKAPCTBEHHOI0 CPeICTBA U IKCIEPTH3a OTHOLICHUS 05KHIAeMOil
M0JIb3bl K BO3MOKHOMY PUCKY NIPUMEHEHHS JIEKAPCTBEHHOI0 Npenapara /Jisi BeTepUHAPHOTO
NpUMeHeHHs

1. DkcrnepTu3a KauecTBa JIEKApCTBEHHOTO CPEICTBA U AKCIIEPTH3a OTHOIICHHS 0KUIa€MOM TOJIb3BI K
BO3MOKHOMY PUCKY TPUMEHEHHUS JIEKAPCTBEHHOIO MpernapaTa /sl BETEpUHAPHOT0 IPUMEHEHUS, COCTABIICHHE
KOMHCCHUSMU SKCIICPTOB 3aKJIIOYESHUM 10 pe3yibTaTaM YKAa3aHHBIX OKCIICPTU3 U HAITPABJIICHHUEC TAKHUX 3aKIIFOYSHUH
B YIIOJTHOMOUYEHHBIN (pe/iepanbHblii OpraH UCTIOTHUTEIHHON BJIACTH OCYIIECTBISIOTCS B CPOK, HE TIPEBBIIAIOIINAN
CTa I€CATHU pa60q1/1x I[Heﬁ CO OHA MOJIYYCHHA SKCIICPTHBIM YUPCIKACHUEM 3aJaHH YIIOJTHOMOYCHHOI'O
denepanbHOTO OpraHa UCMOIHUTENBHON BIACTH C JOKYMEHTaMHU, YKa3aHHBIMH B MyHKTax 1 - 8, 10, moamyHKTax
"a" - "a", "x" - "M", "n" - "¢" mynkTa 16 u mynkTe 17 wactu 3 ctathu 18 HacTosero denepaabHOTO 3aKOHA.

2. B TeueHue naTHaAIATH pabOUYUX JHEH CO JHS MOJYUYECHUsS PEUICHUs YIIOJTHOMOYEHHOTO (eJIepalbHOTO OpraHa
WCIIOJIHUTEJIbHON BIIACTH O MPOBEACHUM YKa3aHHBIX B YACTHU | HACTOSIIIEH CTaTbU SKCIEPTHU3 3aIBUTEID
MIPEJICTABIISIET B OKCIIEPTHOE YUPEKICHUE JJIs MPOBEIACHUS IKCIIEPTU3BI KaueCTBa JIEKAPCTBEHHOTO CPEJICTBA
00pa3sIibl IEKapCTBEHHOTO TIpernapara Juisi BETepUHAPHOTO MPUMEHEHUSs, POU3BECHHOTO B COOTBETCTBUU C
Tp€6OBaHI/I$IMI/I TEXHOJIOTHYCCKUX PErIIaMCHTOB, YTBCPKACHHBIX PYKOBOJAUTCIIEM ITPOU3BOAUTCIIA
JIEKapCTBEHHBIX CPENICTB, a Takke oOpa3zer papMaleBTUUECKON CyOCTaHIIMN B KOJIMYECTBAX, HEOOXOAUMBIX JITIs
BOCITPOM3BEICHUS METOJIOB KOHTPOJISI KaueCTBa.

3. Ilpu monydeHnun oOpa3IoB JIEKaPCTBEHHOTO MIpenapaTa u (hapMareBTHUeCKON CyOCTaHIIMK YKCIIEPTHOE
YApEeXKICHUE BBIIACT 3aBUTEIIO TOKYMEHT, TIOITBEPKAAFOIINI TOJYyIeHHE YKa3aHHBIX 00pa3IoB, H B CPOK, HE
MPEBBIIAOIINNA TPeX padouux THEH, yBEAOMIISET B MUCBMEHHOHN opMe 00 3TOM YIOTHOMOYEHHBIN
dbenepanbHBI OpraH UCTIOJHUTEILHON BIACTH.

4. Cpok 11 Ipe/icTaBIeHUs 3asiBUTEIeM 00pa310B JIEKAPCTBEHHOTO MpernapaTa 1 (papmarieBTHIecKon



CyOCTaHITNH U CPOK YBEAOMIICHUS SKCIIEPTHBIM YUPEXKACHUEM 00 STOM B MUCbMEHHOH (opme
YIOJIHOMOYEHHOTO (peIepaIbHOTO OpraHa UCIIOJIHUTEILHON BJIACTH, YKa3aHHBIE B 4acTIX 2 M 3 HACTOSIICH
CTaThU, HE BKJIIOYAIOTCS B CPOK IIPOBEJCHMSI YKa3aHHbBIX B YAaCTH | HACTOSAIIEN CTaThbHU SKCIIEPTH3.

5. JIoKyMEHTBI, IOCTYNHUBIINE B SKCIIEPTHOE YUPEKACHUE AJIs IPOBEACHUS YKa3aHHbIX B 4acTH 1 HacToswel
CTaThU 3KCIEPTU3, OJUIEKAT BO3BPATY B YIIOJIHOMOYEHHBIN (eiepalibHblil OpraH UCIOJHUTENbHOM BlIacTu
OJIHOBPEMEHHO C 3aKJIFOYCHUSMH 110 pPe3yJbTaTaM yKa3aHHBIX JKCIIEPTHU3.

Cratbs 25. HOBTOpH()e NMPOBEACHUEC IKCIIEPTU3LI JTCKAPCTBEHHBIX CPEACTB U ITHYECKOIl IKCIMEPTU3DBI

1. B cnyyasix HeocTaTOYHOM 000OCHOBAHHOCTH WJTU HETIOJIHOTHI 3aKIF0UYEHUS KOMUCCHH SKCIIEPTOB UJIM COBETA
10 ATUKE, HATMYKS B HEM ITPOTUBOPEUUBBIX JAHHBIX, (aTbCH(PUKAIIUN BBIBOJAOB IKCIIEPTH3BI JICKAPCTBEHHOTO
CpeacTBa U (MJIM) STUYECKON IKCIEPTU3BI, COKPHITHUS OT YIOJTHOMOYEHHOTO (eepaabHOro opraHa
VCIIOJIHUTENIHOM BJIACTU OCHOBAHMM JUIsl OTBO/IA DKCIIEPTA BCJIEICTBUE €TI0 3aMHTEPECOBAHHOCTHU B PE3YJIbTaTax
COOTBETCTBYIOILIEH IKCIIEPTU3BI, HATMYHS TaHHBIX O MPSIMOM J100 KOCBEHHOM BMEIIATEIbCTBE B MPOIIECC
COOTBETCTBYIOIICH 3KCIEPTHU3HI JIUII, HE YYACTBYIOIIHUX B €€ MPOBEACHUH, HO OKa3aBUIUX BIMSHUE HA MPOIECC U
pe3yNbTaThl €€ MPOBEACHHUS, YIIOJTHOMOUYEHHBIM (heiepaTbHbIM OPraHOM HCIIOJIHUTEIBHOMN BIACTH Ha3HAYAETCs
MOBTOPHAs! 3KCIEPTU3a JIEKApCTBEHHOT'0 CPEeACTBA U (WIJIN) ATUYECKAs IKCIIEPTH3A.

2. IloBTOpHAas 3KCHIEPTU3A JIEKAPCTBEHHOI'O CPECTBA MPOBOJIUTCS B CPOK, YCTAHOBJIEHHBIM YIIOJTHOMOYEHHBIM
(benepaabHbBIM OPraHOM HCIIOJIHUTEIbHOM BJIACTH U HE MIPEBBIILIAIOIINNA COPOKa pabOYMX JHEH cO THS MOTy4eHUs
DKCIIEPTHBIM YUYPEKICHUEM 3aJaHUs HA IIPOBEICHHUE IOBTOPHON IKCIEPTU3BI JIEKAPCTBEHHOI'O CPE/ICTBA,
HIOBTOPHAs 3TUYECKasl HKCIIEPTH3a - B CPOK, HE NMPEBBIIIAIOLINN MATHAAIATH PaOOUNX AHEH CO HS MOTY4YEeHUS
COBETOM I10 ITUKE 3aJaHUs Ha IPOBEJICHNUE TIOBTOPHON ITUYECKOM SKCIIEPTU3BI.

3. ®unHaHCcOBOE 0OECTIEUEeHUE BBIITOJIHEHUS 3aJJaHKsI HA [TPOBEJIEHUE IOBTOPHOM 3KCIEPTU3bI JIEKAPCTBEHHOTO
CpeZCTBa HE OCYIIECTBIISIETCS, U CPEACTBA, IEPEUNCIICHHbIE paHee Ha IPOBEJCHUE TaKOW HKCIIEPTU3bI, OAJIEKAT
BO3BpaTy B (efieparabHbIii OIOIKET.

Crartbs 26. YckopeHHasi MPOLEAYPA IKCNEePTH3bI JIEKAPCTBEHHBIX CPEACTB

1. YCKOpeHHaﬂ nponeaypa 3KCICPTU3bI JICKAPCTBECHHBIX CPEACTB B LECIIAX FOCY,Z[apCTBeHHOI\/’I perucTpannuun
JICKAPCTBCHHLBIX NPCIapaToB NPUMCHACTCA B OTHOILICHHUHN BOCIIPOMN3BCACHHBIX JICKAPCTBCHHLIX ITPCIIapaToOB. HpI/I
IMPOBEACHNU TaKoH npoucaypsl NpCACTABIIAIOTCA I/IHCI)OpMaI_II/IH, NOoJIydCHHasA Ipru NpOBCACHUN KIIMHUYCCKUX
I/ICCJ'IGI[OBaHI/Iﬁ JICKApPCTBCHHLIX ITp€IIapaToB U 0Hy6JII/IKOBaHHa$I B CIICHHUAIIM3UPOBAHHBIX MECYATHBIX U3AAHUAX, a
TAaK¥XE JOKYMCHTHBI, COACPKAIINUEC PE3YJIbTAThl UCCIICAOBAHUA OMO’KBUBAJICHTHOCTH U (I/IJ'II/I) TepaHeBTI/I“IeCKOI\/’I
OKBHUBAJICHTHOCTH JICKAPCTBCHHOI'O IMperiaparta Al MEAUIUHCKOTO MIPUMCHCHHA UJIN PE3YJIbTAThI UCCIICIOBAHUA
OMOAPKBUBAIICHTHOCTHU JICKApCTBCHHOT'O IIpCIiapaTa AJIsI BETCPUHAPHOTO IIPUMCHCHU.

2. YckopeHHas mpoLeaypa dKCIIEpTH3bI JIEKAPCTBEHHBIX CPEACTB HE IPUMEHSETCS B OTHOILICHNUN
MMMYHOOHOJIOTMYECKHX JIEKApCTBEHHBIX IIPENapaToB, IpernapaToB HHCYIMHA U JIEKaPCTBEHHBIX MIPENapaTos,
BIIEpBbIE pErUCTpUpyeMbIX B Poccuiickon denepanuu.

3. YckopeHHas nporeaypa 3KCIepTU3bI JIEKAPCTBEHHBIX CPEACTB MPOBOJUTCS MO PEHIEHUIO COOTBETCTBYIOLIETO
YIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa UCIIOJHUTEIbHON BIACTH B CPOK, HE IPEBBIIAIOIINN IIECTHIECITH
pabounx aHeit. [Ipu 3TOM 3KCTIEpTH3a JOKYMEHTOB, COJIEPKALINXCS B PETUCTPALIMOHHOM JIOChE, JJISl OJTy4eHUs
paspelnieHus Ha IPOBEICHUE KIMHUYECKOr0 UCCIIEI0BAaHUs JIEKAPCTBEHHOIO IIpenapara s MEJUIUHCKOTIO
NPUMEHEHHUS U 3TUYECKask IKCIEPTH3a MPOBOJSATCS B CPOK, HE MPEBBIIAIOLINI MSITHAATH pabounXx JAHEH,
JKCIEPTHU3a KAaYECTBA JICKAPCTBEHHOI'O CPEACTBA U DKCIIEPTU3a OTHOLIECHUS 0KUAAEMOH I10JIb3bI K BO3MOKHOMY
PHUCKY IPUMEHEHUS JIEKAPCTBEHHOTO MIpernapaTa - B CPOK, HE MPEBHIIAIONINNA COPOKa MATH paboumXx JTHEH.

4. YcKkopeHHast poueaypa KCIEePTU3bI JISKAPCTBEHHBIX CPEICTB TPOBOAUTCA B OPSIAKE, YCTAHOBICHHOM



cratbsimu 17 - 20, 23 u 24 nacrosero denepaabHOro 3aK0HA, M HE 03HAYAET CHIKEHHS TPeOOBaHUH K
0e30macHOCTH, Ka4eCTBY U 3()PEKTUBHOCTH JIEKAPCTBEHHBIX MPEIapaToB.

Cratbs 27. PenieHue 0 rocy1apcTBEHHON perucTpauyu JeKapcTBeHHOI0 Npenapara

1. B cpok, He mpeBbIIAIMUN MATH padoyuX JHEH co THS MOTyueHUs 3aKIIF0UEHUI KOMUCCHUU IKCIIEPTOB IO
pe3yJibTaTaM 3KCIEPTU3bl KAYECTBA JIEKAPCTBEHHOTO CPEACTBA U IKCIIEPTU3bl OTHOIIEHUS 0KUIAEMOMU MOJIb3bI K
BO3MOKHOMY PUCKY IIPUMEHEHHUS JIEKAPCTBEHHOTO MperapaTa, COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIH
denepanbHBIN OPraH UCTIOTHUTEILHOMN BIIACTH:

1) OCYHICCTBJIACT OLICHKY TaKHUX 3aKII0YCHUH JJIs1 OIIPEACTICHUS UX COOTBETCTBHUA 3aJaHHUIO HA IIPOBEACHUE
YKa3aHHbIX 3KCIICPTU3;

2) IpUHUMAET pelIeHUE O TOCYIapCTBEHHON PErHCTPALlMU JIEKAPCTBEHHOTO Tpenapara itk 00 0TKase B
roCy/IapCTBEHHOU PETUCTPALlUU JIEKApCTBEHHOTO Mpenapara;

3) BHOCUT IIpH MPUHATHH PEIICHUS O TOCYAAPCTBEHHOM PETUCTPALIUH JIEKAPCTBEHHOTO Mpenapara JaHHbIE O
3aperucTpupOBaHHOM JIEKAPCTBEHHOM IIperapare, B TOM 4Hciie 0 (hapMalieBTUUECKON CyOCTaHIIMM, BXOASILEH B
COCTaB JIEKapCTBEHHOT'O TIperapara, B TOCyIapCTBEHHbBIN peecTp JIEKaPCTBEHHBIX CPEJICTB U BBIIACT 3aBUTEIIO
pEerucTpaloHHOE YI0CTOBEPEHUE JIEKAPCTBEHHOI O MIpenapaTa, (popmMa KOTOpPOTro YTBEpKIAeTCst
YIIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM MCIIOIHUTEILHON BIACTH, COTJIACOBAaHHBIE HOPMAaTHUBHYIO
JIOKYMEHTAIMI0, HOPMATUBHBIN TOKYMEHT, HHCTPYKIIUIO TT0 MPUMEHEHHIO JICKaPCTBEHHOTO MIpenapara U MaKeThl
MEPBUYHOIN YIAaKOBKU U BTOPUYHOH (MOTPEOUTENHCKOM) YIAKOBKU C yKa3aHWEM Ha HUX HOMepa
PEruCTpaliOHHOrO YA0CTOBEPEHUS JIEKapCTBEHHOTO Mpenapara U AaThl €ro rocyAapCTBEHHOW PEruCTpaluy WK
B CJIy4ae MPUHSATHS pelIeHnus 00 0TKa3e B TOCYIapCTBEHHON PETUCTPAIIMU JIEKAPCTBEHHOTO Mpernapara
YBEIIOMJISIET B TUCHbMEHHOM (hopMe 3asBUTENS 00 STOM C YKa3aHUEM ITPUYUH TAaKOTO OTKa3a.

2. OcHOBaHMEM JJIs OTKa3a B TOCYAAPCTBEHHOI perucTpaiyy JeKapCTBEHHOrO Mperapara siBiIseTCs pelieHue
COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (peepabHOTO OpraHa UCTIOHUTENFHON BIACTH O TOM, YTO

3¢ (EeKTUBHOCTh PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IipenapaTa He MOATBEP)KICHA OJYyYeHHbIMU JAHHBIMU WIIN
YTO PUCK MPUYMHEHUSI Bpea 3/J0POBbIO UEIOBEKa WU )KUBOTHOTO BCIIEACTBHE ITPUEMa JIEKAPCTBEHHOTO
npenapara rnpesblaeT 3G GeKTUBHOCTb €ro MPUMEHEHHS.

3. HpI/I FocyﬂapCTBeHHOﬁ perucTpanmu JICKApCTBCHHOI'O IIpCIiapaTa, BKIIFOUCHHOT'O B IIEPCUCHb JKU3HCHHO
H€O6XOI[I/IMI)IX 1 BaXKHEHIIINX JICKApPCTBCHHBIX ITPCIIapaToB, H€06XOI[I/IMBI€ JaHHBIC 3aHOCATCSA B
I‘OCy,Z[apCTBCHHHﬁ peecTp NpCACIbHBIX OTITYCKHBIX IICH HpOI/I3BOI[I/ITeHeI>’I Ha JICKAapCTBCHHBIC MPCIIAPAaThI,
BKIIOYCHHBIC B YKaSaHHLIfI NEPCUCHb.

Cratps 28. PerncTpanuonnoe y1ocToBepeHne JeKapcTBEHHOT0 Mpenapara

1. PerucrpanuoHHoe yJ0CTOBEpEHHE JIEKAPCTBEHHOTO TIperapara ¢ yka3aHHeM JIEKapCTBEHHBIX (OpM U
JO3UPOBOK BBIIAETCSl OECCPOYHO, 32 HCKIIIOUYEHHEM PErUCTPAIHOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara, BEIJaBaeéMOT0 CO CPOKOM JICHCTBUS TIATH JIET, Ha BIIEPBBIC perUcCTpUpyeMble B Poccuiickoit

®denepaliu IeKapCcTBEHHbIE TPeraparsl.

2. Ilo ucreyeHnn yka3aHHOTO B 4aCcTH | HACTOAIIEH CTaThU CPOKa BBIIACTCS OECCPOUHOE PETUCTPAITMOHHOE
YAOCTOBEPEHHUE JIEKAPCTBEHHOTO ITpEIapara Mpu yCIOBUHU MMOATBEPKICHUS €r0 TOCYAapCTBEHHOW PErMCTPaLUH.

Cratpa 29. IloaTBepaaeHne rocy1apcTBEeHHON perucTpanum JJeKapcTBEeHHOr0 npenapara

1. [ToaTBEpk1€HNE TOCYTAPCTBEHHOM PETUCTPALU JIEKAPCTBEHHOTO IIpenapara OCyIECTBIIAETCS PU Bblaue
6ecCpPOYHOro PEruCTPAIIMIOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO MIperapara B ciaydae, yKa3aHHOM B 4acTH 2



ctatbu 28 HacTosuiero GenepansbHOTO 3aKOHA, B CPOK, HE MPEBBIIIAIONINNA JEBIHOCTa pabOYNX AHEH CO IHS
MOJTYYCHHSI COOTBETCTBYIOIIMM YITOJTHOMOYEHHBIM (heiepaibHBIM OpPraHOM MCTIOJHUTEILHOM BIACTH 3asBJICHUS
0 MOATBEPKJACHUU TOCYIaPCTBEHHON pEeruCTpaIiuy JIEKAPCTBEHHOTO MpernapaTa, 0hOpMICHHOTO B COOTBETCTBUU
¢ yacThio 2 crathu 18 HacTosimero deaepaibHOTO 3aKOHA.

2. l[loaTBepskieHne TOCYIapCTBEHHON PErUCTpaliy JIEKAPCTBEHHOTO MpernapaTa OCyIECTBIsIeTCs 110
pe3yJbTaTaM dKCIEPTU3bl OTHOLIECHUS 0XKUIAEMOMU MOJIb3bI K BO3MOKHOMY PUCKY TPUMEHEHHUS JIEKAPCTBEHHOTO
npernapara.

3. K 3asBJIEHUIO 0 IOATBEPKACHUN FOCYIapCTBEHHON PErUCTPALlMU JIEKAPCTBEHHOTO IIpernapara IpuiaratoTces
JIOKYMEHT, MOATBEPKAAIOIIUI YIIaTy 'OCY1apCTBEHHOM ITOIUIMHEI 33 IOATBEPKIACHUE TOCYAPCTBEHHOU
pPEruCcTpaLyy JIEKapCTBEHHOIO IIpenapara i MEIULUHUHCKOrO IPUMEHEHUS UM JIEKAPCTBEHHOT0 IIpenapara Jis
BETEpUHAPHOTO IPUMEHEHUS, ¥ JIOKYMEHT, COAEPKAILMNA PEe3yIbTaThl MOHUTOPHHTA 0€3011acCHOCTH
JIEKapCTBEHHOT0 Mpernapara, IpOBOAMMOTO 3asiBUTEIEM, 10 (OpME, yCTaHOBICHHON COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM HCTIOJIHUTENIBHON BIACTH.

4. B TeueHue aecsaTH paboyuX THEH cO AHS MPUHSATH 3asSBJICHUS O MOATBEPKICHUH FOCY1apCTBEHHON
pPEruCTpalfy JIEKAPCTBEHHOTO MpernapaTa i He0OX0AUMBIX JOKYMEHTOB COOTBETCTBYIOUIUHN YIIOJTHOMOYEHHBIN
denepanbHbIN OPraH UCIIOTHUTENBHOM BIIACTH:

1) npoBOAMT IPOBEPKY MOJIHOTHI U JOCTOBEPHOCTH CBEIEHUH, COAEPKALIMXCS B MPEACTABIECHHBIX 3asiBUTEIEM
MaTepHanax;

2) IpMHUMAET PELICHUE O MPOBEACHUU WIH 00 OTKa3€ B IPOBEIECHUU SKCIEPTU3bI OTHOLIEHUS OKUAAEMOM
II0JIB3bI K BOBMOXXHOMY PUCKY IIPUMEHEHUS JIEKapCTBEHHOT' O IIperapara;

3) yBemoMIIIeT B MUCbMEHHOM (pOpMeE 3asBUTEIIS O IPUHATOM PEUICHUH WU B CTy4ae NPUHSATHS PeIeHHs 00
OTKa3€ B [IPOBEIECHUHN JKCIIEPTU3BI C YKA3aHUEM IIPUYUH TAKOI'0 OTKAa3a.

5. OcHoBaHuEM 1A OTKa3a B IIPOBCIACHHUH SKCIICPTU3bl OTHOLICHUA O)I(I/I,I[aeMOI‘/'I IMOJIB3bI K BOBMOKHOMY PUCKY
MMPUMCHCHUA JICKAPCTBCHHOTO MpLIiapara ABJICTCA NPCACTABICHUC TOKYMCHTOB, YKA3aHHBIX B HaCTAX lu3s
HaCTOSIH_[eﬁ CTaTbH, B HCIIOJTHOM o0beMe nuin OTCYTCTBHC B IIPECACTABJIICHHLIX JOKYMCHTAX HCYCPIBIBAOIIUX
CBC}IGHI/II\/'I, KOTOPBIC JOJIKHBI OBITH OTpPa’XCHbI B HUX.

6. DKcrepTH3a OTHOIICHHUS 05KHUIA€MOM MOJIb3bl K BO3MOXKHOMY PUCKY ITPUMEHEHMSI JIEKAPCTBEHHOIO IIpernapaTa
B LIEJISIX TOATBEPKAEHUS IOCYJapCTBEHHOM pErnCTpaliy JIEKApCTBEHHOIO IIpenapara MpoBOJUTCS B MOPSIZIKE,
YCTaHOBJIEHHOM CTaThsiMH 23 1 24 HacTosero denepaabHOro 3aKoHa.

7. B nmepuon npoBeAeHUs POLEAYPBl OATBEPKACHUS I'OCYIApCTBEHHON PErUCTPALIUU JIEKAPCTBEHHOTO
npenapara ero rpaxkJilaHcKuii 000poT OCYIIECTBIsIeTCs Ha Tepputopuu Poccuiickoit denepanun.

Cratbs 30. BHeceHue u3MeHeHHH B AOKYMEHTDI, COACPKALIUECH B PErHCTPALIMOHHOM J0CHE HA
3apeFHCTpI/Ip0BaHHBIﬁ HeKapCTBeHHLIﬁ npemapart Ijsd MCAUIUHCKOIro NMpUMEHECHU A

1. B nensax BHeCeHHs] I3BMEHEHHI B IOKYMEHTHI, COJIEpPKAILIUECS B PETUCTPAIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MPEnapar JJis MEAUIIMHCKOTO TPUMEHEHUS, 3asBUTENb IPEACTABIIAET B
YIOJIHOMOYEHHBIN (De/iepabHbIA OpPTraH UCTIOTHUTEIILHON BIIACTH 3asiBJICHHUE O BHECEHUH TaKUX M3MEHEHUM 10
¢dbopMe, YyCTaHOBIEHHOW YITOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM HCTIOIHUTEIHHON BIACTH, U TIPUIIOKEHHBIE K
HEMY U3MEHEHHS B yKa3aHHBIC JJOKYMEHTBI, a TAK)KE JOKYMEHTBI, TOATBEPK/IAIOIINE HEOOXOIUMOCTh BHECEHUS
Takux u3MeHeHuil. [IpuHATHE pelIeHns 0 BHECEHUN TaKUX U3MEHEHHI UITH 00 OTKa3e B UX BHECECHUH
OCYIIECTBIISIETCS B CPOK, HE TIPEBBIMIAIOIINNA IEBTHOCTA PA0OYUX JTHEH CO JTHS MPUHSITHS YITOJTHOMOYEHHBIM



q)e;[epaanHM OpraHomMm HWCIIOJTHUTEIbHOM BIACTH 3asBJICHHUSA O BHCCEHUM TaKUX M3MCHCHUH.

2. B ciiyyae BHECEHUS U3MEHEHUN B MHCTPYKIIUIO 110 TPUMEHEHUIO JIEKAPCTBEHHOTO MpernapaTa B OTHOLICHUU
CBEJICHUH, yKa3aHHbIX B moAnyHkrax "a" - "n" nmynkra 16 yactu 3 cratbu 18 Hactosiero deaepanbHOro 3aKoHa,
B COCTaB JIEKAPCTBEHHOTO Mpenapara Jijisi MeAUIMHCKOr0 MPUMEHEHHS TPOBOUTCS HKCIIEPTU3A JIEKAPCTBEHHBIX
CPEJICTB B YaCTH SKCIEPTU3bI KAUSCTBA JICKAPCTBEHHOTO CPEICTBA U (MJIM) SKCIIEPTU3bI OTHOIICHHS OKHIaeMOM
MOJIb3bI K BO3MOXXHOMY PUCKY IPUMEHEHUSI JICKapCTBEHHOTO IIpenapara Jjisi MEAUIIMHCKOTro IpuMeHeHus. B
ciy4yae HeoOXOMMOCTH BHECEHHS MHBIX U3MEHEHUH B JJAaHHYIO MHCTPYKIIHIO SKCIIEPTH3a JICKAPCTBEHHOTO
CpenCcTBa /Il BHECEHHS TAKUX U3MEHEHHM B CBEJCHUS O 3apErUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare He
MIPOBOJIUTCS.

3. C 3asBJIeHHEM O BHECEHUU U3MEHEHUH B IOKYMEHTBI, COACPIKAILUECS B PETUCTPALIMOHHOM JJOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar Juisi MEAUIIMHCKOTO IIPUMEHEHUS, HapsaAy ¢ JOKYMEHTaMH,
YKa3aHHBIMM B 4aCTH 1 HacTOsALIEH CTaThy, IPEACTABIAIOTCA JOKYMEHTBI, TOATBEPKAAIOIIUE YIUIaTy
roCyJapCTBEHHOM MOLIMHBI 38 BHECEHUE U3MEHEHUHN B MHCTPYKIIUIO 110 IPUMEHEHUIO JIEKAPCTBEHHOIO
npenapara Juisi MEJULIUHCKOTO IIPUMEHEHUS, TOCYAapCTBEHHOM ITOIIMHBI 32 BHECEHUE U3MEHEHU B COCTAB
JIEKapCTBEHHOI'O IIpernapara i MEJULIUHCKOrO IPUMEHEHMS.

4. B Teuenue necaTu pabodmx JHEH co IHA MOCTYIUIEHUS YKa3aHHOTO B 4acTH 1 HAacTOsIIeH CTaThH 3asBICHUS U
HEOOXOMMBIX IOKYMEHTOB YIIOJTHOMOUYEHHBIH (pe/iepanbHbIi OpraH UCTIOHUTELHON BIACTH:

1) npoBOAUT IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHUM, COIEPIKALXCS B IIPEICTABICHHBIX 3asiBUTEIIEM
MaTepHuaax;

2) IMPUHHUMACT PCHICHUC O ITPOBCACHHUHN YKAa3aHHBIX B 4aCTU 2 HaCTOHH_Ieﬁ CTAaTbU COOTBCTCTBYIOIIUX DKCIICPTU3
JICKAPCTBCHHOT'O CPpCACTBA UIU 00 OTKa3e B UX IMPOBCACHHUU,

3) yBemomiisieT B TUCbMEHHOM (hopMe 3asiBUTENS O IPUHATOM PELICHUH WU B Cllydae IPUHSITUS pelieHus 00
OTKa3€ B MPOBEJICHUN COOTBETCTBYIOIICH SKCIEPTU3HI C YKa3aHUEM MPUUYUH TAKOTO OTKa3a.

5. OcHOBaHMEM JIJIsl OTKa3a B MPOBEJICHUU YKA3aHHBIX B YACTH 2 HACTOSIIEH CTaThU IKCIIEPTHU3 SBIISCTCS
npeJICTaBICHNEe JOKYMEHTOB, MEPEUNCICHHBIX B yacTsX | u 3 HacTosIel cTaTby, B HEMOJTHOM 00beMe HITN
OTCYTCTBHE B MPECTABICHHBIX JIOKYMEHTaX JIOCTATOUHBIX CBEJCHUH, MOITBEPKAAOIINX HEOOXOTUMOCTh
BHECEHUS U3MEHEHUN.

6. Yka3zaHHBIC B 4YacTH 2 HaCTOSIIEHN CTaTbU OKCIICPTU3BI TPOBOAATCA B IMOPAAKE, YCTAHOBJIICHHOM craTtheit 23
HaCTOAIICTO q)eI[CpaJ'IBHOFO 3aKOHa.

7. B cpok, He MpeBhIAIOIMINN TATH padOYuX JHEH CO THS MOMYyUYEHUs 3aKITI0UeHUH KOMUCCHI SKCTIEPTOB T10
pe3ybTaTaM yKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThU SKCIEPTH3, YIIOJTHOMOYEHHBIN (efiepanbHbIil OpraH
HUCIIOJIHUTEILHON BIACTH:

1) MMPUHHUMACT PCHICHUC O BHCCCHUU W3MEHEHHI B JOKYMCHTBI, COACPIKAIINECA B pPCTUCTPALIMOHHOM JIOCHE HA
SapeFI/ICTpI/IpOBaHHHﬁ HeKapCTBeHHBIﬁ npemnapar ajad MECAUIUHCKOTO ITIPUMCHCHU S, UJIU 00 0TKa3e BO BHECEHUU
TaKuX I/I3MCHGHI/II>'I;

2) BHOCHT B rOCY/IapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB Ha OCHOBAHUU PELICHUS O BHECEHUH U3MEHEHUN
B JIOKYMEHTBI, COAECPIKALUECS B PETUCTPALIMOHHOM JI0ChE Ha 3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpernapar
JUTSL METUITUHCKOTO TIPUMEHEHM I, HEOOXO0IMMbIE U3MEHEHHUSI U BO3BPAIIAET UX 3asIBUTEIIO.

8. OcHOBaHUEM /JIs1 0TKa3a BO BHECEHUU U3MEHEHUH B JIOKYMEHTHI, COAEpKAIINECs B PETUCTPALMOHHOM JI0ChE
Ha 3apEeTUCTPHUPOBAHHBIN JIEKAPCTBEHHBIN NIpenapaT sl MEAULIUHCKOTO IPUMEHEHUS, SBIISIETCS 3aKII0UEHNE



YIIOJTHOMOYEHHOTO ()eIepaTbHOTO OpraHa UCIIOIHUTEIBHOMN BIACTH O BO3MOXHOCTH CHIKEHUST O€30M1aCHOCTH,
KauyecTBa, 3()(HEeKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA B CIyyae BHECEHUS TaKUX U3MEHEHUI.

9. lonyckaeTcs rpaxJaHCKUI 000pOT JIEKapCTBEHHBIX IPENapaToB Uil MEAULMHCKOIO IPUMEHEHNS,
NPOM3BEACHHBIX JI0 IPUHATHS YIIOJTHOMOYEHHBIM (heZiepalibHbIM OPTaHOM MCTIOJTHUTEIBHOM BIACTH PEIICHUS O
BHECEHUHU U3MEHEHUI B TOKYMEHTBI, COAEPKALUECS B PETMCTPALIMOHHOM JI0ChE HA TAKUE JICKAPCTBEHHBIE
npernapaThl, WU pelieHus: 00 0TKa3e BO BHECEHUH YKa3aHHBIX U3MEHEHUM.

Crarbs 31. BHeceHne U3MeHEeHHH B JOKYMEHTBI, CO/IePKalMecs B PperuCTPAIlMOHHOM 0Che Ha
3aperucTpPMpPOBAHHBII JTeKaAPCTBEHHbIN NMpenapar 1AJisi BeTepHHAPHOI0 NPUMeHEeHHU s

1. B nensax BHeCEHHsS] I3MEHEHUM B IOKYMEHTBHI, COJIEPKAIIUECs B PETUCTPAIIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JJis1 BETEPUHAPHOTO IPUMEHEHUS, 3asIBUTENb IPECTABISET B
YIIOJTHOMOYCHHBIH (peiepalibHbII OpraH UCTIOTHATEIHLHON BIACTH 3asBJICHHE O BHECEHUU TaKUX M3MCHEHUM 110
dbopMe, yCTaHOBIEHHOM YIIOJTHOMOYEHHBIM (e/IepaibHbIM OPTaHOM HCIIOTHUTEIBHON BIACTH, U PUIIOKEHHBIE K
HEMY U3MEHCHUS B YKa3aHHBIC JOKYMEHTHI, & TAKXKE IOKYMEHTHI, IOATBEPKAAIOIINE HEOOXOJMMOCTh BHECECHUS
Takux u3MeHeHuil. [IpuHsATHE pelIeHns 0 BHECEHUN TaKUX U3MEHEHH WM 00 0TKa3e B UX BHECEHUU
OCYIIIECTBIISICTCS B CPOK, HE MPEBHIMIAIONTUHN JICBIHOCTA pa00OYNX THEH CO JHS MPUHSITHS YIIOTHOMOYCHHBIM
denepanbHBIM OPraHOM UCTIOJHUTENHHOM BIACTH 3asBJICHUS O BHECEHUH TaKUX M3MEHEHUI.

2.B CJIydac BHCCCHUA U3MEHEHUH B HHCTPYKIUIO IO ITPUMCHCHHUIO JICKAPCTBCHHOI'O IIpCriapaTa aJid
BCTCPUHAPHOT'O IPUMCHCHHWA B OTHOIICHUHA CBEICHUI 00 U3MCHCHHUAX AO3UPOBKHU, CPOKOB BO3MOKHOI'O
HCIIOJIB30BaHUSA ITPOAYKIUHN JKUBOTHOI'O IPOUCXOXKACHUS ITOCIIC IIPUMCHCHUS JICKAPCTBCHHOI'O IIpCIiapaTa IJIst
BCTCPUHAPHOT'O ITPUMCHCHU A ITPOBOAUTCS SKCIICPTHU3a JICKAPCTBCHHOI'O CPCACTBA AJId BETCPUHAPHOI'O
IMPUMCHCHHA. B cJIydace HCO6XO,I[I/IMOCTI/I BHECCHMS WHBIX U3MCHECHHUHN B AAHHYIO HHCTPYKIUIO SKCIICPTU3a
JICKAPCTBCHHOT'O CPCACTBA I BETCPUHAPHOI'O NPUMECHCHUA HC ITPOBOANUTCH.

3. C 3asiBIeHHEM O BHECEHUU U3MEHEHUH B IOKYMEHTHI, COAEpPKAILMECS B PETUCTPALMOHHOM J10ChE Ha
3apEerucTPUPOBAHHBIN JICKAPCTBEHHBIN IIPENapar i BETCPUHAPHOIO IPUMEHEHUs, HapsAAy ¢ JOKYMEHTaMH,
YKa3aHHBIMH B 4acTH 1 HacTosIel cTaThy, NPEACTABIAIOTCS JOKYMEHTBI, TOATBEPKIAOLIUE YIUIaTy
roCyJapCTBEHHOM MOLIIMHBI 38 BHECEHUE U3MEHEHUHN B MHCTPYKIIUIO 110 IPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara Jyisi BETepMHapHOTO IPUMEHEHHS.

4. B cpok, He IpeBbIIAIOIINN AeCATH pabounx JHEH co AHS NOCTYIUIEHUs YKa3aHHOTO B 4acTH 1 HacTosei
CTaTbU 3asIBJIECHUS U HEOOXOUMBIX IOKYMEHTOB, YIIOJIHOMOUYEHHBIN (hefiepaibHbIi OpraH UCIIOIHUTEIBHON
BIIACTH:

1) mpoBOIUT MPOBEPKY MOTHOTHI M IOCTOBEPHOCTHU CBEICHUMN, COJEPIKAIIMUXCS B TIPEICTABICHHBIX 3aBUTEIEM
JIOKYMEHTAaX;

2) nIpUHUMAET peLICHHE O MPOBEACHUH SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA JIJIsl BETEPUHAPHOIO IPUMEHEHUS
WM 00 OTKa3e B €e NPOBE/ICHNUH;

3) yBeomiisieT B TUCbMEHHOM (hopMe 3asiBUTENS O MPUHATOM PELIEHUH WK B Cllydae MPUHITHS pelieHus 00
OTKa3€ B IIPOBEJICHUH DKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA JIs1 BETEPUHAPHOIO IPUMEHEHUS C YKa3aHUEM
IIPUYMH TAKOTO OTKa3a.

5. OcHoBaHHEM JJI1 OTKa3a B IPOBCACHUHN SKCIICPTU3EI JICKAPCTBCHHOI'O CPCACTBA JJIA BETCPHUHAPHOI'O
MPUMCHCHUA ABJIACTCA NPCACTABICHUC NOKYMCHTOB, YKA3dHHBIX B YaCTAX lu3 HaCTOSIIEH CTaTbu, B HCIIOJTHOM
00BbeMe UIn OTCYTCTBHC B ITPEACTABJICHHBIX JOKYMCHTAX AOCTATOYHBIX CBGJIGHI/If/i, MOATBCPKAAOIINX
HCO6XOI[I/IMOCTB BHECCHHS U3MEHECHUM.



6. DKcnepTu3a JIEKapCTBEHHOTO CPEACTBA sl BETEPUHAPHOIO IPUMEHEHUS B LIEJIAX BHECEHUSI U3MEHEHUI B
JIOKYMEHTBI, COACPKALIUECS B PETUCTPALMOHHOM JI0Ch€ Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT AJis
BETEPUHAPHOTO IPUMEHEHMSI, OCYIIECTBIISETCS B OPAIKE, YCTAHOBIEHHOM CTaThel 24 HACTOSLIETO
®denepanbHOro 3aKOHa.

7. OcHOBaHMEM I OTKa3a BO BHECCHUH NU3MEHEHUH B JJOKYMEHTBI, COAEP/KALIMECS B PETUCTPALIMOHHOM J1OChE
Ha 3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar A1 BETEPUHAPHOTO IPUMEHEHUS, SIBJICTCS 3aKJIIOUCHHE
YIOJIHOMOYEHHOTO (heZiepalbHOr0 OpraHa UCIIOJIHUTEIbHON BIACTH O BO3MOKHOCTH CHUXKEHUS O€30I1aCHOCTH,
Ka4yecTBa, 3((HhEeKTUBHOCTH JIEKAPCTBEHHOTO IIpenapaTa /Ui BeTepUHAPHOTO IPUMEHEHHUS B CIlydae BHECCHHS
WU3MEHEHUH B yKa3aHHbIE JOKYMEHTBHI.

8. Jlommyckaercs rpakIaHCKU 000POT JIEKAPCTBEHHBIX MPEapaToB IS BETEPUHAPHOTO IPUMEHEHUS,
MPOM3BEICHHBIX J0 IPUHATHUS YIIOJTHOMOUYEHHBIM (De/iepaTbHbIM OPTraHOM HCIIOJHUTEIBHOMN BIIACTH PEIICHHS O
BHECCHHH M3MEHEHUM B IOKYMEHTBI, COACPIKAIIIUECs B PETHCTPAIIMOHHOM JI0ChE Ha 3apEeTUCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpernapar ik BETEPHHAPHOTO MPUMEHEHUS, HITH 00 0TKa3¢ BO BHECEHUU YKa3aHHBIX
W3MCHEHHI.

Crartbs 32. OTMeHa rocy1apCcTBEeHHOI perucTpamum JeKapcTBeHHOro npenapara

Pemenne 06 oTMeHe rocy1apCTBEHHONW PErUCTPALIUU JIEKAPCTBEHHOTO Mpenapara 1 UCKIIOUEHUN
JIEKapCTBEHHOIO MpernapaTa U3 rocyapCTBEHHOTO peecTpa JIEKapCTBEHHbBIX CPEACTB IPUHUMAETCS
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOJIHUTEIbHON BIACTU B CIIydae:

1) npeacraBieHrs COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM UCIIOJIHUTENbHOM BlIAaCTU
3aKJIFOYEHUS O PUCKE WK 00 Yyrpo3e 310pOBbIO, JKU3HHU YEJIOBEKA UM KUBOTHOTO IIPU IPUMEHEHUU
JIEKapCTBEHHOTO Iperapara, MPeBbIIIAINIX ero 3()(HEeKTUBHOCTS, 110 Pe3yabTaTaM OCYIIECTBIISIEMOTO UM
MOHUTOPHHTa 0€30MaCHOCTH JIEKaPCTBEHHOI'O IIpenapaTa;

2) nosiayu pa3pabOTUUKOM JIEKAPCTBEHHOT'O CPEACTBA UM YIIOJIHOMOUYEHHBIM UM JIPYTUM FOPUIUYECKUM JIULIOM
3asBJI€HHUsI 00 OTMEHE roCyJapCTBEHHON perucTpaluy JeKapCTBEHHOIO Mpenapara;

3) HCIIOATBCPIKACHUA FOCY,Z[&pCTBCHHOI’I perucTtpanuu JCKAapCTBECHHOI'O IIperiapara 1o UCTCYCHHUU CpOKa
I[GI\/JICTBI/U{ PErUCTPaiMOHHOTO YAOCTOBEPCHNS, BEIJAHHOI'O HA IIATh JICT,

4) HenpeCTaBIEHU 3asBUTENIEM HH(OPMAIIUU, KOTOpas MOXKET MOBJIEYb 32 COO0M HEOOXOIUMOCTh BHECEHUS
M3MEHEHUH B JOKYMEHTBI, COJIEPKAIINECS B PETUCTPALIMOHHOM JI0Ch€ Ha 3apETrUCTPUPOBAHHBIN JI€KAPCTBEHHBII

npenapar, B TeYeHUE TPUALIATH padOUnX JHEH CO JHS HACTYIUICHUS dTUX U3MEHECHHIA;

5) OCYHICCTBJICHUA l"OCY,Z[&pCTBCHHOfI perucTpannu JICKApCTBCHHOI'O IIpCIiapara 1o TOproBbIM HAMMCHOBAHUCM
3apCrUCTPUPOBAHHOIO paHEC 1TOA 3TUM TOPTOBBIM HAMMCHOBAHUCM JICKAPCTBCHHOTI'O ITPEIiapara;

6) ocyIIecTBICHHS IOCYIapCTBEHHOM perucTpaiyy 3asBUTEJIEM OJTHOTO M TOTO K€ JIEKapCTBEHHOTO Mpernapara
O] Pa3IMYHBIMU TOPTOBHIMU HAMMEHOBAHUSIMU;

7) BBIHECEHUS CYIOM peIIeHUs O HapyLIeHUH IpaB MpaBoobiagaress 00beKTOB HHTEIUIEKTYalbHON
COOCTBEHHOCTH MPH 0OpaIleHUH JIEKaPCTBEHHBIX CPEJICTB.

Cratbs 33. I'ocynapcTBeHHBIN peecTp JeKapCTBEHHBIX CPEICTB

1. l'ocygapcTBeHHBIHM peecTp JIEKapCTBEHHBIX CPEICTB COJAEPIKUT MEPEUEHbB JIEKAPCTBEHHBIX MPENaparos,
MPOIIEIINX TOCYAAPCTBEHHYIO PETUCTPAINIO, TIEPEUYCHD (hapMaIleBTUUECKUX CyOCTaHIINM, BXOASIINX B COCTaB



JICKapCTBEHHBIX MPENapaToB, U CICAYIONIYI0 HHPOPMAITHUIO:
1) B OTHOILIEHUH JIEKAPCTBEHHBIX MIPENapaToOB:

a) HAaMMEHOBAaHKE JICKAPCTBEHHOTO TIperapaTa (MexIyHapOHOE HEMTATEHTOBAHHOE WJIM XMMHYECKOE H TOPTOBOE
HAaWMCHOBAHMS);

0) nekapcTBeHHas (opMa ¢ yKa3aHUEM JO3HPOBKH JICKAPCTBEHHOT'O MpernapaTa u ero KOJIn4ecTna B
NOTPEOUTENHCKOI YIIaKOBKE;

B) HAMMEHOBaHUE pa3pabOoTUYHKa JIEKAPCTBEHHOTO Mpernapara;

I') HAMMEHOBAHKE U aAPeC MPOU3BOIUTENS JIEKAPCTBEHHOTO Mpernapara;

1) hapmakoTepaneBTUYECcKas TPYIIa JIEKapCTBEHHOTO Mpernapara;

€) MOoKa3aHMsI ¥ MPOTUBOTNIOKA3aHMS K TPUMEHEHUIO JIEKAPCTBEHHOTO Mperapara;
) MMOOOYHBIE ICUCTBUS JICKAPCTBEHHOTO TIperapara;

3) CPOK FOJTHOCTHU JIEKAPCTBEHHOTO Mpernapara;

1) YCIIOBUSI XpaHEHUS JICKAPCTBEHHOTO Mpenapara;

K) YCJIOBHSI OTIyCKa JIEKAPCTBEHHOT'O MIperapara;

J1) HOMep (hapMaKONEeWHOMN CTaTbU WM B CIy4yae €€ OTCYTCTBUS HOMEP HOPMATUBHOM JOKYMEHTALUU OO0
HOPMAaTUBHOI'O JOKYMEHTA;

M) J1aTa TOCYAapCTBEHHOM PErHCTpPAIMH JIEKAPCTBEHHOT'O MperapaTa U ero perucTpalMoOHHbI HOMED;
2) B OTHOUIEHUHU (hapMalleBTUYECKUX CYOCTaHIIHIMA:

a) HauMeHOBaHue (hapMaleBTHUECKOM CyOCTaHITUH (MEXIyHAPOIHOE HEMATEHTOBAHHOE HJIM XUMUYECKOE 1
TOProBO€ HAMMEHOBAHU );

0) HaMMEHOBaHUE U aJpec MPOU3BOAUTENS (hapMaleBTHUECKONW CyOCTaHINH;
B) CPOK FOJJHOCTH (papMalieBTHUECKOM cyOCTaHInY;
T') YCJIOBUS XpaHEHUs (papMalleBTUYECKON CyOCTaHIIUY;

1) Homep (hapMaKoNeHON CTaTbU WM B CIIy4ae €€ OTCYTCTBUSI HOMEpP HOPMAaTUBHOW JOKYMEHTAIMH JTU00
HOPMAaTUBHOT'O JOKYMEHTA.

2. @apmarieBTHUECKAsE CyOCTaHIUS, HEUCTIONb3yeMasl ITPH MPOU3BOCTBE JIEKAPCTBEHHBIX MPEMNapaToB, MOKET
OBITH BKJIFOUEHA B TOCYAApCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEJCTB HA OCHOBAHUH 3asBJICHUS Pa3pabOTUHKa,
POM3BOIUTENS JIEKAPCTBEHHOT'O CPEACTBA JINOO YITOJIHOMOUYEHHOT'O UMM FOPUINYECKOT0 JIUIa TP YCIOBUU
IIPOBEJICHUS B OTHOILIEHUH TaKoi (hapMmarieBTHUeCKON CyOCTaHIIMM IKCIIEPTU3bI KauecTBa papMalieBTUYECKOM
CcyOCTaHIIM B MOPsAKE, yCTAHOBJICHHOM cTaThel 34 HacTosuiero denepaibHOro 3aKOHa.

3. [Topsimok BeAeHUS TOCYTapCTBEHHOTO PeecTpa JIEKApCTBEHHBIX CPEICTB JIJISI MEAUITMHCKOTO MIPUMEHEHHUSI |



MOPSIIOK BEJACHUS TOCYIapCTBEHHOI'O PEECTpa JIEKApCTBEHHBIX CPEJICTB JIJIsi BETEPUHAPHOTO MPUMEHEHHS
YTBEPKAAIOTCSI COOTBETCTBYIOLIUM YIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM UCIIOTHUTENbHOM BIACTH.

Cratps 34. JkcnepTu3a KadecTBa (papManeBTHUECKOH CyOCTAHIIMU, HEUCIIOJIb3YeMO NPH MPOU3BOACTBE
JIEKAPCTBEHHBIX NMPENapaTon

1. 1t BimroueHust (papManeBTHUECKO CyOCTaHIINM, HEUCTIONb3YEeMON TPU POU3BOICTBE JEKAPCTBEHHBIX
IIPENapaToB, B TOCYIapCTBEHHBIN PEECTP JICKAPCTBEHHBIX CPENCTB, IPOBOAUTCS IKCIIEPTHU3A €€ Ka4eCTBa.

2. DKcnepTr3a KauecTBa YKa3aHHOU B 4acTu | HacTosmiel cTaThyl (papMareBTUIECKON CyOCTaHIINH, COCTaBIICHUE
KOMUCCHEH SKCIIEPTOB 3aKII0UEHUHN IO pe3ybTaTaM TaKoW IKCIEPTU3bl U UX HApPaBICHUE B YIOJTHOMOYEHHBIN
(denepanbHBII OpraH UCIOTHUTEIBHOM BIACTH OCYLIECTBISIOTCS B CPOK, HE MPEBBIAIONINN HIECTHACCATH
pabouux AHEW co THS MOTYyYEHUS SKCIEPTHBIM YUPEXKIEHUEM COOTBETCTBYIOIIETO 3aJaHHs] YIIOTHOMOYEHHOTO
(denepaabHOro opraHa UCIOJHUTEIBHOMN BIACTH U IOKYMEHTOB, YKa3aHHBIX B IMMyHKTax 4 - 7 yactu 3 crathu 18
HacTosero denepanbHOro 3aKoHa.

3. J1i1st mpoBeAieHUs SKCIIEPTU3bl KaUeCTBa YKa3aHHOM B 4acTH 1 HacToswel cTaTbu apManeBTHUECKON
CyOCTaHITH 3asiBUTENb MIPECTABISET B YIIOJIHOMOYCHHBIN (eiepabHbIi OpraH UCIOTHUTEIBHOM BIACTH:

1) 3asiBII€HME O BKIIFOUEHUH B TOCYJAPCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB JaHHOM (hapMaleBTHIECKOM
cyOcTaHIuy;

2) TOKYMEHT, TIOATBEPKAAIOIINH YIIJIaTy TOCYAapCTBEHHOM MOIUIMHBI 33 BKIIIOYCHUE (papMarieBTH4ecKon
CyOCTaHIIM, HEHCII0JIb3YEMOI NP MPOU3BOACTBE JIEKAPCTBEHHBIX MIPENapaToB, B TOCYAAPCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJICTB;

3) JOKyMEHTBI, YKa3aHHBIC B MMyHKTax 4 - 7 yactu 3 ctaThu 18 Hacrosmero deaepanbHOro 3aK0Ha.

4. B Teuenue natu pabouux JHEN CO JHS MPUHATHUS 3asBJICHUS O BKJIIOUEHUH YKa3aHHOM B yacTu 1 HacTosei
CTaThu (papMalleBTUYECKON CyOCTaHIIMU B TOCYAAPCTBEHHBIH PEECTP JIEKAPCTBEHHBIX CPE/ICTB M JOKYMEHTOB,
MEePEUYMCIICHHBIX B 4acTU | ¥ MyHKTE 2 4acTH 3 HACTOSIIEH CTaThH, YIIOJITHOMOYCHHBIN (peiepaibHbIil Opran
VICTIOJTHUTENIBHOM BJIACTH:

1) npoBOAUT POBEPKY MOJHOTHI JAHHBIX, COJIEPXKALIUXCS B IIPEICTABICHHBIX 3asBUTENIEM JOKYMEHTAX;

2) npyUHHUMAET pELICHUE O HAPaBICHUH B KCIIEPTHOE YUPEKICHHUE 3a/1aHUsI HA TPOBEIECHUE SKCIIEPTU3bI
Ka4yecTBa YKa3aHHOM B yacTH 1 HacTosmel ctaTbu papMalieBTUUECKON CyOCTaHIIMH WM 00 OTKa3e B TAKOM
HaIlpaBJICHUY;

3) yBeiomJIieT B TUCbMEHHOW (hopMe 3asiBUTENS O MPUHATOM PELLIEHUH WK B Cllydae 0TKa3a C yKa3aHHEeM
IPUYUH TAKOTO OTKa3a.

5. OcHoBaHMEM [T OTKa3a B HAIIPABJIEHUHU B AKCIEPTHOE YUpEXKICHUE 3aJJaHHsI Ha IPOBEJIEHUE SKCIIEPTU3I
Ka4yecTBa YKa3aHHOM B 4acTH 1 HacTosMIel cTaTby (hapMaleBTHUECKONW CyOCTaHIIUM SIBIII€TCS HENPEACTABICHUE
JIOKYMEHTOB, [IEPEYNCIIEHHBIX B YACTH 2 U ITYHKTE 2 YaCTH 3 HACTOSIIEH CTAThH.

6. B Teuenue naTHaaaTH paboYMX MHEH CO JHS MOTYyYEHHUS PEIICHUS YIIOJTHOMOUYEHHOTO (heiepabHOroO OpraHa
VICIIOJIHUTEJILHOM BIIACTH O HAIIPABIIEHUHU B DKCIIEPTHOE YUPEIKICHUE 3aJaHUs Ha IIPOBEICHUE DKCIIEPTU3BI
KayecTBa yKa3aHHOMU B yacTu | HacTosimiel cTatbu hapmMarieBTHUeCKOl CyOCTaHI[UH 3asBUTEINb MTPEICTABISET B
9KCIEPTHOE YUPEXKICHHE /U1 IPOBEICHUS TaHHOM SKCIIepPTU3bI 00pa3iibl (hapMalieBTUUECKONH CyOCTaHIIUH B
KOJIMYECTBE, HEOOXOAUMOM JIJIsl BOCTIPOU3BEACHMSI METO/I0B KOHTPOJISI KauecTBa. DKCIEPTHOE YUPEKACHUE MTPU
MOJy4eHUHU 00pa3lioB YKa3aHHOW B 4acTH | HacTosIIeH cTaThu apMalleBTUYECKON CyOCTaHIIMM BbIJIAeT



3asBUTEINIO JOKYMEHT, TIOATBEPKIAIOIINI MOTy4YeHHE STHX 00pa3lioB, U B CPOK, HE MPEBBIIIAIONINI TPEeX
pabouux AHEH, yBeIOMIISIET B TUCEMEHHOM (hopMe 00 3TOM YIOJIHOMOYECHHBIN (peepanbHbIi OpraH
HCIIOJIHUTEILHON BJIACTH. DTH CPOKH HC BKIIIOYAKOTCA B CPOK ITPOBCACHUA ﬂaHHOﬁ OKCIICPTU3LI.

7. JJOKyMEHTBI, IOCTYNMBIINE B DKCIIEPTHOE YUPEIKICHUE ULl IIPOBEICHUS SKCIIEPTU3bI Ka4eCTBA YKa3aHHOMU B
yactu 1 Hacroseil craTby hapMaleBTHUECKOM CyOCTaHIIUM, [TOJIeKaT BO3BPATy B YIIOJTHOMOYEHHBIH
(denepanbHBIN OpraH UCIOTHUTEIBHOM BIACTH OJTHOBPEMEHHO C 3aKIIOUYECHUSMH 110 PE3yIbTaTaM IMPOBEICHHOMN
JKCIIEPTU3BI.

8. B cpok, He npeBbIaoIuil ISTH padodyuX AHEH CO THS MOTyYEHHS 3aKII0YCHHS] KOMUCCUU HKCIIEPTOB IO
pe3yJbTaTaM 3KCIEPTU3bl Ka4eCTBa YKa3aHHOHW B 4acTH | HacTosIel cTatbu (papMarieBTHIEeCKON CYOCTaHIINH,
YIIOJTHOMOYEHHBIH (eiepalibHbIil OpraH UCIOIHUTEIbHOM BIACTH:

1) OCYHICCTBJIACT OLICHKY TAKOI'O 3aKJIFOUYCHUS AJId OMPECACIICHUA €ro COOTBCTCTBUA 3aJaHHUIO HA IIPOBCACHUC
,I[aHHOfI OKCIICPTU3EI;

2) mpyUHUMAET pelIeHHe O BKIIOYCHUH YKa3aHHOHM B 4acTu 1 HacTodlel cratbu (hapMarieBTHUECKON CyOCTaHIINK
B TOCYJIaPCTBCHHBIN PEeeCcTp JIEKAPCTBCHHBIX CPEJICTB WM PElIeHnEe 00 0TKa3e B TAKOM BKJIFOUCHUU;

3) BHOCHT IIpH NPUHSATHH PELICHNUS O BKIIFOUYCHUN YKAa3aHHOM B 4acTH 1 HacTosIIeH cTaThu (hapMaleBTHUECKON
CyOCTaHIIMH B rOCYJapCTBEHHBIN peecTp JCKAPCTBEHHBIX CPEICTB MPEIyCMOTPEHHYIO MMYHKTOM 2 4acTH | cTaThu
33 nacrosimero deaepanbHOro 3aK0HAa HHGOPMAIIHIO U yBEIOMIISIET 00 ’TOM B TUCBMEHHOU (hOpMe 3asiBUTEIIS.

Cratbs 35. [loBTOpHOE Mpe/icTaBJIeHHE JIEKAPCTBEHHOT0 NPenapara, He MPoIIeAIero rocy1apcTBeHHO’
perucTpanum JeKapcTBEHHBIX MPEeNnapaToB, HA FOCYAaPCTBEHHYI0 PErHCTPALMIO JIeKAPCTBEHHbIX
npenaparos

HOBTOpHOC MMpCACTaBJICHUC B COOTBGTCTBYI-OH_II/Iﬁ ynOJ’IHOMO‘ICHHHﬁ @eﬂepaﬂBHHI‘/‘I oprad HCITOJTHUTEIIbHOM
BJIACTH JICKAPCTBCHHOI'O IIpriapara, HE MpOoImcaIIEeTro I‘OCy,Z[&pCTBCHHOfI perucTpanmu JCKapCTBCHHBIX
npenaparoB WA IOJYUYUBLICTO OTKa3 B YKaSaHHOfI perucrpanu U BIIOCJIICACTBUHU IMOABCPTIHICTOCA N3MCHCHUIO B
YaCTH €ro cocraBa, paCCMaTpruBaCTCA KaK NPCACTABICHUC HOBOI'O JICKAPCTBECHHOT'O ITPEIiapaTa Ha €ro
TOCYHAAapCTBCHHYIO PETUCTPALUIO HE3aBUCHUMO OT COXPAaHCHHS €T0 IICPBUIHOTO HAMMCHOBAHU.

Cratbs 36. O0xanoBaHue pemieHUus1 00 0TKa3e B Bbllaye pa3pelieHusi Ha NPOBeAeHue KINHUYECKUX
HCCJIEI0BAHMI JIEKAPCTBEHHOTI'0 IIPeNnaparTa Wid peeHusi 00 0TKa3e B rocyJapCTBeHHOI perucrpanuu
JICKapCTBEHHOI'0 Mpenapara

Pemienne cooTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO (PeiepaibHOro opraHa UCTIOJHUTEIBLHOM BIACTH 00 OTKa3e B
BbIJIaye pa3pelieHrs Ha IPOBEACHIE KIMHUYECKUX UCCIIEeIOBaHHUH IEKapCTBEHHOTO MIpenapaTa Uil penienue oo
OTKa3e B TOCY/IapCTBEHHOW PETUCTPaIlMU JIEKaPCTBEHHOTO MIpenapara MOXeT ObITh 00>KaJIOBAaHO B TIOPSIIIKE,
YCTaHOBJICHHOM 3aKOHOAATENLCTBOM Poccuiickoit @enepanuu.

Cratbs 37. Undopmanus, CBA3aHHAS € OCYIIECTBJICHHEM IOCy1apCTBEHHOM PerucTpanuy JeKapcTBEeHHbIX
NpenaparoB, HHGpOpMALKS 0 32aPEerHCTPHPOBAHHBIX JIEKAPCTBEHHBIX NPENaparax M JeKapcTBeHHbIX
npenaparax, HCK/JII4YeHHbIX H3 IOCyJapCTBEHHOI0 peecTpa JIeKaAPCTBEHHBIX CPeACTB

1. CooTBETCTBYIOUINI YIOJTHOMOYEHHBIHN (efiepanbHbIii OPraH UCIIOJHUTENLHOM BIaCTH pa3MelaeT Ha CBOEM
ounmansHoOM caiite B cetu "MHTepHeT" HHPOpMAIUIO, CBI3aHHYIO C OCYILECTBIEHHEM IOCYIapCTBEHHOM
PErUCTpALMH JIEKAPCTBEHHBIX NIPENApaTOB, B TOM YHCIIE IPOBENCHUEM SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEJNICTB,
UH(POPMALIHIO O 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX Mperaparax U JIEKapCTBEHHBIX Mpernaparax,
UCKJIIOYEHHBIX U3 FOCYAapCTBEHHOTO PEECTpa JIEKApCTBEHHBIX CPEJCTB, HE MTO3JHEE YeM Yepe3 MATh pabounx
JTHEH co JHS MOJyYeHUS COOTBETCTBYIOLIUM YIOJTHOMOYEHHBIM (pe/iepalbHbIM OPraHOM MCIIOJTHUTENbHOM



BJIaCTHU 3as4BJICHUA O FOCYﬂ&pCTBGHHOI’I PErucCTparu JICKAPpCTBCHHOI'O IIpcIiapaTta.

2. CpoKH ¥ MOPSIIOK pa3MEIeHUs yKa3aHHOW B 4acTH | HACTOSIICH CTaThil HHPOPMAIIUU YCTAHABIMBAOTCS
YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

I'mapa 7. Knunuuyeckue HCCICT0BAHUA JICKAPCTBCHHBIX IPpenaparoB AJd MCAUNIUHCKOT0 IPUMECHCHUHA,
AO0roBoOp 00 ux MPOBEACHUH, IIPABA NAUCHTOB, YIAaCTBYHOILIUX B 3TUX UCCJICAOBAHUAX

Cratpa 38. KiinHUYeCKHe MCC/IeI0BAHMS JIEKAPCTBEHHBIX MPENapaToB 1Jisi MeIUIMHCKOT0 PUMEHEHUs

1. Knuandgeckue HCCI€A0BaHM JICKAPCTBCHHBIX ITPEIIApaTOB AJId MEAUIIMHCKOI'O IPUMEHEHU A, B TOM YHCJIC
MCKAYHAPOAHBIC MHOT'OLICHTPOBBIC, MHOT'OLICHTPOBBIC, MOCTPCTUCTPALMOHHBIC, ITPOBOAATCA JJIA
FOCYHapCTBeHHOﬁ pEerucTpaivu JCKApCTBEHHBIX IIPCIIapaTOB U HHOT'O IIPEAHA3HAYCHUA B OI[HOI\/'I I
HCCKOJIBKMX MCIUIMUHCKUX OpraHru3aluAax B COOTBCTCTBHUU C IIPaABUIIAMU KJIMHAYECKOMH IIPAaKTUKH,
YTBCPKACHHBIMHA YIIOJTHOMOYCHHBIM Q)eﬂepaanHM OpraHomM HCITOJIHUTEILHOMN BJIaCTH, COOTBETCTBECHHO B
CICAYIOIUX LEIAX:

1) ycranoByieHre 0€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB IS 3JI0POBBIX JOOPOBOJIBLIEB U (KJIH)
MEPEHOCUMOCTH UX 3I0pPOBBIMH JOOPOBOJIBIIAMH, 32 UCKIIOYEHHEM TaKHX MCCIIEIOBAHUN JEKAapPCTBEHHBIX
MpEIaparoB, MPOU3BEICHHBIX 3a npeaesamu Poccuiickonn denepannu;

2) HOI[60p OIITUMAJIBHBIX JO3UPOBOK JICKAPCTBCHHOI'O IIpCIIapaTa U Kypca JICYCHUA NI ITalUCHTOB C
OIpCaACIICHHBIM 3a6OJIeBaHI/I€M, OIITUMAJIBHBIX 103 U CXEM BaKIIMHAIIUH I/IMMYHO6I/IOJIOFI/I‘~IGCKI/IMI/I
JICKAPCTBCHHLIMHU IIpCIIapaTaMu 3JOPOBbIX ,Z[O6pOBOJ'II>I_[€B;

3) ycraHoBiIeHHE 0€30IaCHOCTH JIGKAPCTBEHHOTO Ipenapara 1 ero 3pQeKTUBHOCTH IS TAI[HEHTOB C
OTIpeIeIeHHBIM 3a00JIeBaHNEM, TPOPMITAKTHIECKOH 3()(PEeKTHBHOCTH HIMMYHOOHOIOTUYECKHX JIEKAPCTBEHHBIX
IpenaparoB IS 3710POBBIX T00POBOJIBLIEB;

4) HN3YUCHUC BO3MOXHOCTH pAaCIIUPCHUA MoKa3aHui A MCIUIHUHCKOI'O ITIPUMCHCHH A U BBIABJICHUA PAHCC
HEU3BECTHEIX ITOOOYHEIX I[ef/JICTBHfI 3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX MTPCIIapaToB.

2. B orHOImICHNH BOCIIPOU3BCACHHBIX JICKAPCTBCHHBIX IIPCIIAPATOB IJISI MEAULIUHCKOTO IPUMCHCHHUSA ITPOBOJATCA
HCCICI0OBaHUA OMOPKBUBAJICHTHOCTH U (I/IJ'II/I) TepaHeBTH‘IeCKOﬁ SKBUBAJICHTHOCTHU B MOPAAKE, YCTAHOBJIICHHOM
YIIOJIHOMOYCHHBIM (I)e):[epaJ'ILHLIM OopraHomM HCIIOJIHUTEILHOMN BIACTH.

3. OpFaHI/I3aI_[I/IIO MPOBCACHUA KIIMHUYCCKUX HCCIeIOBaHUMN JICKApCTBCHHOI'O IIpCliapaTa AJIisI MEAUIIUHCKOI'O
IMPUMCHCHUA BITPABC OCYIICCTBIIATDL:

1) pa3paboTuuK JeKapCTBEHHOTO Ipernapara Wik yIoJHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTenbHbIe YUpEXKIEHHUS BBICIIEro MpoheCcCHOHATBFHOTO0 00pa3oBaHus U (1K) 00pa3oBaTEIbHbBIE
YUpEeKIACHUS JOTOTHUTEIHHOTO MPOoheCCHOHATBFHOTO 00pa30BaHuUs;

3) Hay4HO-UCCIIEA0BATENBCKUE OPraHU3alHuH.

4. KnuHnyeckue uccie0BaHus JeKapCTBEHHBIX MTPEnapaToB JIsl MEIUIIMHCKOTO MPUMEHEHUS POBOJIATCS B
NOpSIIKE, YCTAaHOBIEHHOM cTaThsiMu 20 - 22 HacTosiero denepalbHOro 3aK0Ha, HA OCHOBAaHUU Pa3peLICHUs Ha
MPOBEJCHNE KIMHUYECKOTO HCCIIeI0BaHuUs JIEKApCTBEHHOTO Mpernapara, BbIJaHHOTO YIOJTHOMOYEHHBIM
benepanbHBIM OPraHOM MCTIOJIHUTEIBLHOM BIACTH, B COOTBETCTBUU C LIETSIMU, YKa3aHHBIMU B 4acTu 1 HacTosIel
CTaThU. YIIOJHOMOUYEHHBIH (peepanbHblii OpraH UCTIOIHUTENLHON BIACTH BEJET PEECTpP BbIIAHHBIX pa3peIIeHuit
Ha MPOBEACHNE KIIMHUYECKUX UCCIIEIOBAHUN JIEKapCTBEHHBIX MIPENapaToB, COAEPKALMN yKa3aHUe Ha UX LIeJhb



WJIK 1ICJIM, B YCTAHOBJICHHOM 3TUM OpPTaHOM IMOPAAKE.

5. B ciydae ocyniecTBiI€HHs FOCYIapCTBEHHON PErUCTPaALlMK JIEKAPCTBEHHOTO IIpenapaTa rocyjapCcTBeHHas
MOIUIMHA 32 MMPOBEJIEHUE KCIEPTU3bI JOKYMEHTOB IS MOJIyUYEHUs Pa3pelIeHIi Ha MPOBEICHUE KITMHUYECKUX
MCCJIEI0BAHMH JIEKAPCTBEHHOTO Mpernapara JJisi MEIUIIMHCKOTO TPUMEHEHUS U ITUYECKOM SKCIIEPTU3bI IPU
oOpallleHHH 3a TOCYJapCTBEHHOM perucTpanueil IeKapcTBeHHOTO IIpernapaTa B COOTBETCTBUU C LIEBIO WU
LEJISIMHU, YKa3aHHBIMU B 4aCTH | HACTOSAIIEH CTaThH, YIJIAYMBAETCS OJHOKPATHO.

6. K opranuszanuu npoBeieHUs] KIMHUYECKUX UCCIIEI0BAHUM JIEKAPCTBEHHOIO Mperapara s MeIUIIUHCKOTO
MPUMEHEHHUs pa3paboTUMKOM JIEKAPCTBEHHOTO MpernapaTa MOT'yT IPUBIIEKAThCA IOPUAMUECKUE JIUIIA TH000H
OpTraHU3aIMOHHO-TIPABOBOM (DOPMBI IPU YCTIOBUH 00ECIICYSHUSI COOTBETCTBUS 3TUX HCCIIEIOBAHUN TPEOOBAHUSIM
Hacrosiero denepaibHOTO 3aKOHA.

7. KnuHu4eckue ucciel0BaHts JICKapCTBEHHBIX IIPENapaToB JUIsl MEAUILIMHCKOTIO IPUMEHEHHUS IIPOBOASATCS B
MEIUIUHCKIX OPraHU3alMsIX, aKKPEAUTOBAHHBIX YIIOJTHOMOUYEHHBIM (peiepanibHbIM OpPraHOM UCHOJHUTEIbHON
BJIACTH B IIOpsIZIKE, ycTaHOBIEHHOM lIpaBurensctBom Poccuiickont @enepannu.

8. [lepedyeHb MEIUIIMHCKUX OpraHU3aINA, UMEIOIIHNX MTPaBO MPOBOIUTH KIMHUYECKUE UCCIEAOBAHUS
JIEKapCTBEHHBIX MPEMapaToB JJII MEIUIIMHCKOTO IPUMEHEHHS, M PEECTP BbIIAHHBIX Pa3pEIICHUI Ha MPOBEICHUE
KIIMHUYECKHUX UCCIICIOBAHHM JICKAPCTBEHHBIX MTPEIapaTOB OMyOITMKOBBIBAIOTCS M PA3MEIIA0TCSI
YIIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM MCIIOJIHUTEILHON BIACTH B YCTAHOBJICHHOM UM MOPSAKE Ha CBOEM
odunmansHOM caiite B cetn "UHTepHet".

Cratbs 39. Mewynapomloe MHOTOICHTPOBO€ KIIMHUIECKOE€ UCCJICAOBAHUE JICKAPCTBCHHOI'0 IIpermapara
AJIA MEIUIHHCKOI0o NIpuMEHCHHUA WIH MOCTPEruCTPpAlMOHHOC KIIMHHYECKO0€C HCCIICTOBAHUEC
JIEKAPCTBCHHOI'0 Npenapara AJsi MEANIUHCKOTI0 IPUMEHCHU S

1. Mexx1yHapoITHOE MHOTOLIEHTPOBOE KIIMHUYECKOE UCCIIEI0OBAaHUE JIEKAPCTBEHHOT O Ipenapara A
MEULMHCKOr0 pUMEHEeHMs Ha Tepputopun Poccniickoit denepanuy WK MOCTPETUCTPALMOHHOE KIIMHUYECKOE
U CCJIEJOBAHME JIEKAPCTBEHHOIO IIpenapara Uil MEJUIUHCKOTO IPUMEHEHUS] IPOBOIUTCS HA OCHOBAHUH
pa3peleHus Ha IPOBEACHUE KIMHUYECKOT0 UCCIIEI0BAHUS JIEKAPCTBEHHOTO IIPENnapara, BbIIAHHOTO
YIIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTENIbHON BIACTH 110 pe3yIbTaTaM 3KCIEPTU3bI IOKYMEHTOB,
HEOOXOIUMBIX JJIsl IOJTYyUYEHHS pa3pelIeHns Ha IPOBEAeHHE MEXAYHAapOIHOTO MHOTOLIEHTPOBOTO KIIMHUYECKOTO
UCCIIEI0BAHMS JIEKAPCTBEHHOTO IIPEnapara Uild NOCTPErUCTPALMOHHOIO KIIMHUYECKOT0 UCCIIEI0OBAHUS
JIEKapCTBEHHOI'O IIpenapara, i 3THYECKON IKCIIEPTU3HI.

2. I[J'IH IMMOJIYYCHUA pa3pClICHUA Ha MPOBCACHUEC MEKAYHAPOJHOI'O MHOTOLICHTPOBOT'O KIIMHUYECKOI'O
HCCIICAOBAHUS JICKAPCTBCHHOI'O MTpCTiapaTta it MCAUIIUHCKOTO ITPUMCHCHU A WA TTIOCTPETUCTPALTUOHHOTO
KIIMHUYCCKOI'0 UCCIICAOBAaHMA JICKAPCTBCHHOI'O IIpcrapara Ajd MEANLIUHCKOTO TPUMCHCHUA B yHOJ'IHOMO‘-ICHHI:Iﬁ
q)ez[epaanHﬁ OopraH HCIIOJHUTEILHOM BIIACTH 3asSBUTEIb MNpEACTaBJIACT:

1) 3asABJICHUC O BbIAAYC pa3pCHICHUSA Ha ITPOBECACHUEC MCKAYHAPOJHOI'O MHOTOLICHTPOBOI'O KIIMHUYCCKOT'O
HCCIICAOBAHUS JICKAPCTBCHHOIO IMperiaparta Al MEAUIUMHCKOTO MPUMCHCHHA UJIU ITOCTPETUCTPATUOHHOTO
KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOI'O IIperiapaTta A1 MEAUIUHCKOTI'O MPUMCEHCHU A,

2) JOKYMEHT, MOATBEPKAAIOIMUN yIJIaTy TOCy1apCTBEHHON MOLUIMHBI 32 BbIIaUy pa3pelleHus Ha IpoBeIeHNe
MEXIYHApOJAHOI0 MHOTOLICHTPOBOI'O KIIMHUYECKOI0 UCCIIE0BaHUs JIEKapCTBEHHOIO IIpenapara s
MEJUIINHCKOrO MPUMEHEHNS WIM T'OCYJAapCTBEHHOM MOLIMHBI 3a BbIJIaYy pa3pelIeHUs Ha ITPOBEACHUE
IIOCTPETUCTPALMOHHOIO KIIMHUYECKOI0 UCCIIEIOBAHUs JIEKAPCTBEHHOIO Mperapara JJisi MEIULUHCKOTO
IIPUMEHEHNS;

3) OTYET O JOKIIMHUYCCKUX HCCICIOBAHUAX JICKAPCTBCHHOI'O CPEACTBA U OTUCT O IMMPOBCACHHBIX PAHEC



KIIMHUYCCKUX HUCCICAOBAHUAX JICKAPCTBCHHOTI'O IpCriapara Iyt MCAUIIUMHCKOT O IPUMCHCHU A (HpI/I HaJ'II/I‘II/II/I),

4) IMPOCKT IMMPOTOKOJIa KIMHUYCCKOI'O UCCICAO0OBAaHUA JICKAPCTBCHHOI'O ITperiapara AJId MCIUIIUHCKOT'O
IIPUMCHCHU A,

5) 6pomurtopy HccieI0BaTENS;

6) nH(OPMAITMOHHBIN JIMCTOK NAIIMEHTAa, YYaCTBYIOIIETO B KIIMHUYECKUX HCCIIEJOBAHUAX JICKAPCTBEHHOTO
npenapara Juisi MeAMIUHCKOIO IPUMEHEHHUS,

7) CBCACHUA 00 ombITe pa6OTH I/ICCJ'ICIIOBaTeJ'IeI\/'I I10 COOTBCTCTBYIOIIUM CIICHHUAJIBHOCTAM U UX OIIBITC pa6OTLI 1o
MPOBCACHUIO KIIMHUYCCKUX HCCJIGI[OBaHHﬁ;

8) KOIIMKU JOTOBOPOB 00513aTENBHOTO CTpaxoBaHHUA JXU3HU, 3A0POBbA MANUCHTOB, YHACTBYIOIINX B KIIMHUYCCKUX
HCCIICAOBAHUAX JICKAPCTBCHHOI'O IIp€riaparta Ajisd MEAUIIUMHCKOI'O ITIPUMEHCHU A,

9) napOpMaIUIO O COCTaBe JEKAPCTBEHHOTO Mpemapara sl MOJIy9YeHUs pa3pelieHus Ha IIPOBEICHHE
MEXIYHApOJAHOTO MHOTOIIEHTPOBOI'O KIIMHUYECKOT'O UCCIIEIOBAHMSI JIEKAPCTBEHHOIO MIpernapaTa Jiist
MEUIIMHCKOTO IIPUMEHEHHS.

3. B cpok, He MPEBBIIAIONINI AT padOYHX JTHEH CO JHS MPUHATHUS YKa3aHHOTO B MyHKTE | 4acTu 2 HacTOAIICH
CTaThU 3asBJICHUS U HEOOXOAUMBIX JIOKYMEHTOB, YIIOJTHOMOUYEHHBIH (pe/iepanbHblii OpraH UCIIOIHUTENbHON
BJIACTH:

1) npoBOAUT IIPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJCHUM, COIEPIKALMXCS B IIPEICTABICHHBIX 3asBUTEIIEM
JOKYMEHTaX;

2) IpUHUMAET PELICHUE O MPOBEACHUH SKCIIEPTU3bI JOKYMEHTOB JIJIS IIOJIYUYEHUS pa3pelleHNs Ha IPOBEACHHE
MEXIYHApOJAHOI0 MHOTOLICHTPOBOI'O KIIMHUYECKOI0 UCCIEN0BaHUs JICKapCTBEHHOIO IIpenapara s
MEJULUHCKOr0 PUMEHEHNS WIH ITIOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO UCCIIEA0BaHUS JIEKAPCTBEHHOTO
npenapara Juis MEAULUHCKOTO MPUMEHEHNS U 3TUYECKOM SKCIepTH3bl 1100 00 OTKa3e B MPOBEIEHNH YKa3aHHbBIX
JKCIEPTH3;

3) yBeomiiieT B TUCbMEHHOW (hopMe 3asiBUTENS O IPUHATOM PELIEHUH WK B Cllydae IPUHSTHS pelieHus o0
OTKa3e C yKa3aHHeM IIPUYMH TaKOTrO OTKasa.

4. OcHOBaHUEM JJIL OTKa3a B IPOBCACHUUN SKCIICPTU3BI JOKYMCHTOB UISA ITOJIYUCHUS PA3PCIICHUA HA IIPOBCACHUC
MCKAYHAPOAHOIO MHOTOLCHTPOBOT'O KIIMHUYCCKOI'0 UCCIICAOBAHMA JICKAPCTBCHHOTI'O IpIiapara JJisd
MCIUTTUHCKOI'O MPUMCEHCHUSA NN TOCTPETUCTPALMOHHOT'O KIIMHUYCCKOT'O UCCICAOBAHUS JICKAPCTBECHHOT'O
nmpemnapara JJj1is1 MCIUIIUHCKOI'O IPUMCHCHHUA U ITHYCCKOM OKCIICPTUBBI ABJIACTCA MPCACTABJICHUC TOKYMCHTOB,
NpeaAyCMOTPCHHBIX YaCThIO 2 HaCTO}IH_Ieﬁ CTaTbHu, B HCIIOJTHOM o0BeMe 1100 OTCYTCTBHC B IIPCACTABJICHHBIX
JOKYMCHTAX MCUYCPHBIBAIOIICTO ICPCUHA H€06XOI[I/IMBIX CBC}IGHI/Iﬁ nin I/IH(l)OpMaHI/II/I, KOTOPBIC TOJIPKHEBI OBITh
OTPAXXCHBI B HUX.

5. IIpoBeaeHune 3KCIEpTU3bl JOKYMEHTOB ISl IOJIYYE€HHS Pa3pelIeHHs Ha IPOBEAEHUE MEXTYHAPOIHOTO
MHOT'OLIEHTPOBOT'0 KIIMHUYECKOIO UCCIIEA0BAHMS JIEKAPCTBEHHOT O IIpenapara Juisi MEAULIMHCKOIO IPUMEHEHUS
WJIM IOCTPErUCTPALIMOHHOTO KIIMHUYECKOT0 HCCIIEN0BaHUS JIEKapCTBEHHOIO ITpenapara Jiyisi MEJUIUHCKOTO
IIPUMEHEHU U 9TUYECKOM DKCIIEPTU3bI U BbIa4a PA3pEILICHMs Ha IIPOBEICHUE MEXIYHAPOIHOIO
MHOTOLIEHTPOBOTO KJIIMHUYECKOTO NCCIIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIUHCKOTO IPUMEHEHHUS
WU TIOCTPETUCTPALIMOHHOIO KIIMHUYECKOr0 UCCIEN0BaHUs JIEKapCTBEHHOIO IIpenapara st MEJUIUHCKOTO
MIPUMEHEHNS OCYILECTBIIIOTCS B MTOPSIIKE, YCTAHOBIEHHOM cTaTthsiMu 20 - 22 Hacrosmero @eaepanbHOro



3aKOHa.

6. Peniennst 06 0TKase B MPOBECHUH SKCTICPTU3HI IOKYMEHTOB JJIs TTOJIYYCHHUS Pa3pellieHus] Ha MPOBEICHUE
MEXIYHAPOJHOTO MHOTOIICHTPOBOI'O KIIMHUYECKOTO HUCCIISIOBAHUS JICKAPCTBEHHOIO Ipenapara Jijis
MEJUIIMHCKOTO MPUMEHEHHS WIIA MOCTPETUCTPALMOHHOTO KJIMHUYECKOTO UCCIIeI0BAHUS JIEKAPCTBEHHOTO
npenapara Jiyisi MEAUIIHHCKOTO MPUMEHEHHS M STUYECKON DKCIIEPTU3BI U B BBIJaUe pa3pericHusl Ha IPOBEICHHE
MEXIYHAPOJAHOT0 MHOTOIIEHTPOBOI'O KIIMHUYECKOT0 UCCIIEIOBAaHUs JIEKapCTBEHHOIO Mpenapara Jiis
MEUITMHCKOTO MPUMEHEHHS WIIA IMTOCTPETUCTPAIMOHHOTO KJIMHUYECKOTO UCCIIeI0BAaHMS JIEKAPCTBEHHOTO
npernapara Jyisi MEIUIIUHCKOTO MPUMEHEHUSI MOTYT OBITh 00KAJIOBAaHBI B TIOPSIKE, YCTAHOBICHHOM
3aKoHOJaTenbCcTBOM Poccuiickoit denepanni.

Cratpa 40. IlpoBeneHre KIMHUYECKOT0 UCCIET0BAHMS JIEKAPCTBEHHOI 0 Npenapara JJjisi MeIuIMHCKOr0
NPUMEHeHUs

1. PykoBoauTesb MEAUIIMHCKOM OpraHu3aluy, KOTOpas IPOBOAUT KIMHUYECKOE UCCIIEJOBAHUE JIEKAPCTBEHHOIO
npenapara Juisi MEAULMHCKOrO IPUMEHEHHUs], HA3HA4aeT UCCIIE0BATEINs], OTBETCTBEHHOI'O 3a IIPOBEICHHUE TAKOTO
UCCIIEIOBaHMSI U MMEIOLLETO JICUEOHYIO CIIEUaIbHOCTh, COOTBETCTBYIOIIYIO IPOBOIUMOMY KIMHUUYECKOMY
UCCIIEI0BAaHMIO JIEKAPCTBEHHOT'O IIpenapara, co CTakeM padoThl 10 IpOrpaMMaM KIMHUYECKUX HCCIEI0BAHUMN
JIEKapPCTBEHHBIX IIPENAPAaTOB HE MEHEE YEM IISTh JIET U 110 €0 NPEIJIOKEHNAIO Ha3HAYAET COMCCIIE0BATENEH U3
4yyucia Bpadyen 3TOM MEIUIIMHCKON OpraHu3alnH.

2. UccnenoBatenp OCyIIECTBIISAET BEIOOP NALIUEHTOB, KOTOPBIE IO MEAUIIMHCKUM MOKAa3aHUSAM MOT'YT ObITh
IPUBJICUEHBI K YYACTUIO B KIIMHUYECKOM MCCIIEJOBAHUY JIEKAPCTBEHHOIO IpenapaTa [yl MeAULUHCKOTO
IPUMEHEHHUS.

3. HCCHGI{OB&TGHB N COHUCCIICAO0BATCIIN AOJI2KHBI OBITH 03HAKOMIJICHBI C pe3yibTaTaM JOKIIMHUYCCKOT'O
HCCIICAOBAHUS JICKAPCTBCHHOI'O CPpEACTBA, COACPIKAIIUMHUCS B 6p0H_IIOp€ HCCIICOOBATCIIA, IIPOCKTOM ITPOTOKOJIA
KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOI'O IIpriapaTta A1 MCAUIUHCKOIO IPUMCHCHU A, p8,3pa60TaHHI)IM
paBpa6OT‘II/IKOM JICKAPCTBCHHOT'O IIpCIlapaTa Wikl HHBIM IOPUINYCCKHUM JIMIOM, IIPHUBJICKACMbBIM K OpIraHU3allin
MMPOBCACHU A KIIMHUYCCKOI'O UCCIICAOBAHMA JICKAPCTBCHHOT'O IpCIiapaTta AJId MCAUIUHCKOI'O IPUMCHCHU A, U
APYIruMH MaTepuajlaMu TaKOro UCCICAOBAHU.

4. Opranu3anuu, OCyIIeCTBISIOIINE OPraHU3alHIO IPOBEACHUS KIMHUYECKOTO UCCIIEJOBAHUS JIEKAPCTBEHHOIO
npenapara Juis MeAMLIMHCKOTO IPUMEHEHHS U YKa3aHHbIe B 4acTH 3 craThi 38 HacTosero denepanbHOro
3aKOHA, B CiIy4ae He0OXOIMMOCTH BHECEHUSI U3MEHEHUI B MPOTOKOJ KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOTO Mperapara sl MEJUIIMHCKOTO IPUMEHEHHs COOOIIAI0T 00 TOM B YITOJTHOMOUYEHHBIH
(denepanbHbIN OPraH UCIOJHUTENBHOM BIIaCTH, BBIAABIINN pa3pellieHUue Ha IPOBEIEHUE TAKOTO UCCIIeI0BaHUS.

5. B cpok, He peBBIIAIONINN TPUAIATH PA0OUYHNX JHEH CO THS MOTYYEHUST YKA3aHHOTO B YaCTHU 4 HACTOSIIIEH
CTaThH COOOIICHHUSI, YIIOJTHOMOUEHHBIN (peiepanbHblii OpraH UCTIOTHUTEIHLHON BIACTH PaCCMAaTPUBAET 3TO
COOOIIIEHUE B YCTAHOBIICHHOM UM TOPSAKE U TPUHUMAET PEIIEHNEe O BHECEHUU U3MEHEHUH B TPOTOKOJI
KIIMHUYECKOT'O UCCIIETOBAHMS IEKAPCTBEHHOTO MIpenapara Jisi METUIIUHCKOTO MPUMEHEHHS HIIi 00 0TKa3e BO
BHECEHUH TAKHUX U3MEHEHHII.

6. Knuandeckoe uccieaoBaHue JeKapCTBEHHOTO Mpernapara i MEAUIIHHCKOTO MPUMEHEHHS] MOXKET OBbITh
MPUOCTAHOBJIEHO WJIHM MPEKPAILEHO, €CIIH B MPOLIECCE €ro MPOBEACHUS 0OHapyXeHa OMAaCHOCTh JJIs KHU3HHU,
3/10pOBBS MALMEHTOB. B ciyyae BOSHUKHOBEHHUS ONTACHOCTH JJIs1 dKU3HM, 3I0POBbS MMAIIMEHTA, YYaCTBYIOIIETO B
KJIIMHUYECKOM HCCIIEOBAaHUH JICKAPCTBEHHOTO TIperapara Jisi MEIUIIMHCKOTO TPUMEHEHH S, NCCIIeI0BATENN
00s13aHbI TPOMH(GOPMHUPOBATH 00 ITOM PYKOBOAMUTENS MEIUIIMHCKON OPTaHU3AIMKA U OPTaHU3AIIHIO,
MOJIYYMBIIYIO pa3pelleHre yIOJIHOMOYEHHOTo (peiepabHOr0 OpraHa UCIIOJHUTENBHOM BIIaCTH HAa OpraHU3aIUIo
MPOBEICHUS KIIMHUYECKOTO UCCIIEI0BAHMS JIEKAPCTBEHHOTO IIpenapara. Pemenue o npruocTaHOBICHUN
KJIIMHUYECKOTO UCCIIEIOBAHUS JICKAPCTBEHHOTO MIpernapara Jyisi MEAUIIHHCKOTO TPUMEHEHUS PUHUMAIOT



PYKOBOJIUTEND MEAULIMHCKON OpraHU3aliuy U (WIM) OpraHu3alys, MOJIy4YHUBILIas Pa3pelIeHUe YIIOJTHOMOYEHHOIO
(enepaabHOro opraHa UCIOIHUTENBHOM BIACTU HA OPTaHU3ALUIO MPOBEIECHHS KIMHUYECKOTO UCCIIEI0BaHUS
JIEKapCTBEHHOIO IIpernapara il MEJULIUHCKOr0 IPUMEHEHM S, PELIEHUE O IIPEKPALEHUN TaKOr0 UCCIEA0BaHU
IPUHUMAET YIIOJHOMOUYEHHBIN (peiepaabHblil OpraH UCIOJIHUTEIBHON BJIACTH Ha OCHOBAHUHU COOOIIEHUS B
NUCbMEHHOU (hopMe PYKOBOIUTENS METUIIMHCKON OpraHu3aluy WM OpraHu3aiys, OTy4YHBIIas pa3peiieHue
YIOJIHOMOYEHHOT0 (heZiepalIbHOrO OpraHa UCIOJIHUTEIbHON BIACTH HAa OPraHU3alMIO IPOBEICHHS
KJIIMHAYECKOr'0 HCCIIEOBAaHUs JIEKAPCTBEHHOIO IIpenapara Uil MEAULUHCKOIO IIPUMEHEHHS.

7. B cpoK, He MPEeBBIIIAIOIINI MATH PadOYHX JHEH CO JHS 3aBepIICHUS, IPHOCTAHOBICHUS WU MPEKPAIICHUS
KJIMHUYECKOI'0 MCCIIeI0BaHUs JIEKAPCTBEHHOTO IIperapara Julsi MEAULIMHCKOTO IPUMEHEHUs, Coo01eHne 00
ATOM HaIpaBJIETCS OPraHU3alMsIMU, YKa3aHHBIMU B yacTH 3 ctatbu 38 Hactosuiero denepanbHOro 3aKoHa, B
YIOJIHOMOYEHHBIN (eiepabHblil OpraH UCIOJHUTENBHOM BIIACTH 110 YCTAaHOBJIEHHOW UM (opMme.

8. d)opMa COO6H.[€HI/IH 0 3aBCPHICHUHU, IIPUOCTAHOBJICHUHA WUJIM IMIPECKPAINCHHUHU KIIMHUYCCKOI'0 UCCIICAOBaHNA
JICKAPCTBCHHOTO IIpcriaparta JJIsI MCAUTTUHCKOI'0 MIPUMCHCHUS JOJDKHA COACPIKATD!:

1) naopMaIro 0 METUITMHCKOW OpPraHU3aIluy WIH MEIUIIMHCKUX OPraHU3allusX, IPOBOIUBIINX JTaHHOE
HCCJIEIOBAHUE;

2) onucaHue JaHHOTO MCCIIEIOBAHNUS,

3) nanubie uccueaoBaTess (pamMuiIns, UMs, OTYECTBO, MECTO PabOTHI, 3aHUMaeMast I0JKHOCTh, CIIEIUATIBLHOCTD,
nepeveHb KIIMHUYCSCKUX MCCIICIOBAHUH JIEKAPCTBEHHBIX MPENAapaToB, B KOTOPBIX OH MPUHUMAJ Y4acTHE
(epuo/ibl yyacTus) B KaU€CTBE UCCIIEI0BATENS UM COMCCIIE0BATEN);

4) pe3ynbTaT IaHHOTO HCCleA0BaHus (3aBepllIeHre, TPUOCTAHOBICHHIE UITH MPEKpallleHne JAHHOTO
MCCJICIOBAHMS C YKa3aHWEM UX IMPUYMH U BIUSHUS HA OIEHKY €ro Pe3yIbTaToB, OOIIYIO OIEHKY PUCKA U
O’KHJaeMOM MOJIb3bI OT MPUMEHEHHUS UCCIIEyEeMOTO JIEKApCTBEHHOTO Mpenapara, a TakyKe Impe/rnoiaraeMole
JanbHEHIINe T1eUCTBU).

9. YnoaHOMOUYEHHBIHN (efepanbHbIi OpraH UCIOJHUTEILHOM BIACTH OMyOJMKOBBIBACT U Pa3MEIlaeT Ha CBOEM
oduIansHOM caiite B cetr "MHTepHET" coo0IIeHre 0 3aBepIICHUH, TPHOCTAHOBICHUH HIIA IPEKPAIICHUH
KIIMHUYECKOTO UCCIEA0BAHUS JIEKAPCTBEHHOTO Mpernapara JJisi MEAUIUHCKOTO MPUMEHEHHS B CPOK, HE
MPEBBIIIAIOIINIA MATH paboYuX THEH CO AHS €ro MOJYUYeHHUs, B yCTAHOBIEHHOM MM IMOPSIJIKE.

10. YnonHoMoueHHBIH (heaepaibHbI OpraH UCIIOTHUTEIBHON BIACTH OCYIIECTBIISET BeIEHUE peecTpa
UCCclIeIoBaTeNe, MPOBOAAIIMX WIH POBOAUBIINX KIMHUUECKHUE UCCIIEOBAHMS JIEKAPCTBEHHBIX MIPENapaToB
JUISL MEJUIIUHCKOTO IIPUMEHEHMSI, B COOTBETCTBUU C YTBEPKICHHBIMU UM IPAaBUJIAMH U Pa3MEIIAET €r0 Ha CBOEM
oduianbHOM caiite B ceTH "MIHTepHeT" B yCTaHOBIEHHOM UM MOPsIIKE. YKa3aHHBIA PEECTP COAEPIKUT
UH(POPMALIHIO, TPEAYCMOTPEHHYIO TYHKTOM 3 4YacTH 8 HACTOsIIEH CTaThH.

11. Otuer o peE3yiibTaTax KIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBECHHOTI'O ITperiapara JJIs1 MCAUITUHCKOI'O
MMPUMCHCHUSA COCTABJIACTCA OpraHI/I3aHHeI>'I, y1<a3aHH0171 B 4acTH 3 cTaThu 38 HaCTOAIICTO CDeI[epaJ'IBHOFO 3aKOHa,
Ha OCHOBAaHUM 3aKJIIOUCHUIN MCIUITMHCKHX OpFaHI/ISaHHﬁ, IMPOBOAMBIINX 3TO MCCICAOBAHUEC, U ITPEACTABIIACTCA B
ynOJ’IHOMO‘-ICHHBIﬁ (I)e,[[epaHLHLII\/II opran HUCIIOJIHUTENbLHOMN BJIaCTH, BBI,I[aBH_II/Iﬁ pa3spCiCcHUEC Ha MPOBECACHUEC 3TOTO
HCCIICJO0BAaHUsA, B CPOK, HE HpeBI)IIHaIOHII/Iﬁ TPEX MECALICB CO AHA €0 3aBCPUICHUSA, IPUOCTAHOBJICHUA U
MMPpEKpaliCHuA, B IOPAAKE, YCTAHOBJICHHOM YITOJJHOMOYCHHBIM (I)leepaJIBHBIM OpraHom HCIIOJIHUTEIHLHOM BIACTH.

12. Hapyuienue npaBuil KIMHAYECKOHN MPAKTUKH, (haTbCHPUKAIUS Pe3yThTATOB KIMHUYECKOTO UCCIICIOBAHHUS
JIEKapCTBEHHOTO Tpernapara JIjisi MeIUIIMHCKOTO MPUMEHEHHS BIEKYT 32 COOOW OTBETCTBEHHOCTh B COOTBETCTBUU
¢ 3aKkoHozaTenbCcTBOM Poccuiickon denepannu.



13. Tlpu poBeIeHUH KIIMHUYECKOTO UCCIISIOBAHUS JICKAPCTBEHHOTO Mpenapara Jjsi MEIUIIMHCKOTO
MIPUMEHEHUS JTOMyCKaeTCs 3a00p y MaIMEHTOB OMOJIOTUUECKHX MaTepraioB (00pa3Isl OMOJIOTHYECKHUX
KUJKOCTEH, TKAHEH, CEKPETOB U MPOYKTOB KU3HEACITEILHOCTH YEIIOBEKA, (PU3UOIOTHUECKUX H
MaTOJIOTUYECKUX BbIIETICHHH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOTICUMHBIN MaTepuan) Il UX
u3ydyeHus Ha Teppuropun Poccuiickoit @enepanuu u (wim) 3a npeaenamu teppuropun Poccuiickoit denepanumu.

14. Tlopsinok BBO3a Ha TeppuToputo Poccuiickoit denepannu 1 BbIBO3a 3a pezeisl Teppuropun Pocecuiickoit
®denepanuy OMOIOrMYECKUX MaTEPHAIIOB, IOJIYUYEHHBIX PU MPOBEJCHUN KIMHUYECKOTO UCCIIEJOBAHUS
JIEKapCTBEHHOIO IIpernapara il MEJULIUHCKOTO IIPUMEHEHU, ycTaHaBiuBaeTcs [IpasurensctBom Poccuiickon
denepanuu.

Cratps 41. JloroBop 0 npoBeieHMH KINHAYECKOT0 UCCJIEIOBAHUS JIEKAPCTBEHHOI 0 Npenapara aJjis
MeJIMINHCKOr0 MPUMeHeHH sl

1. Knuandeckoe HCCICA0OBAHUE JICKAPCTBEHHOTI'O IIpCriapara A1 MCAUIUHCKOI'O IPUMCHCHUA IIPOBOAUTCS B
COOTBCTCTBUH C IOTOBOPOM O IMPOBCACHUHN KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOT'O IIpCriapara JJId
MCIUINUHCKOI'O IPUMCHCHU S, 3aKITFOYACMbIM MCIKIY OpFaHHSaHHGﬁ, l'IOJ'Iy‘II/IBI_Heﬁ paspCuicHuc
YIIOJHOMOYCHHOTO CpCIICpEUII)HOFO oprana HCIIOJIHUTCILHOM BIACTH Ha OpraHu3anuro NpOBCACHUA TAKOTO
HCCIICAOBaHUA, U MeﬂHHHHCKOﬁ opraHnaauI/Ieﬁ, OCYIJ.IGCTBJ'IHI-OH.IGIZ IIPOBCACHHUEC TAKOT'O UCCICAOBAHMA.

2. I[OFOBOp O IMPOBCACHUHN KIIMHHUYCCKOI'O UCCICAOBAHMA JICKAPCTBCHHOT'O IIpCIiapaTa JJId MCAUIUHCKOI'O
MMPUMCHCHUA JOJIKCH COACPKATh:

1) ycoBHs U CPOKH NMPOBEAECHUS JAHHOTO UCCIIEIOBAHMS;

2) OIIPpCACIICHUC 061]_16171 CTOUMOCTH IPOTrpaMMBbl JaHHOT'O UCCIICAOBAHU C YKa3aHUEM CYMMBI,
Hp@I{H&?;H&‘-I&IOHICfIC?I JJIs BBITIIIAT MCCJIEA0BATCIIAM, COUCCIICA0OBATCIIAM,

3) onpenencHue GOPMBI IPEIICTABICHHS PE3YIHTATOB TAHHOTO MCCIICIOBAHUS B YIIOJTHOMOYCHHBIH
denepanbHbIil OpraH UCIIOTHUTEIBHOM BIIACTH.

Cratps 42. @PuHaHCOBOE 00ecneYyeHN e KIMHHYECKOT0 HCCJICOBAHNS JIeKAPCTBEHHOI0 Npenapara s
MEeIULMHCKOr0 PMMeHeHHUs!

®duHaHCcOBOE 00eceUeHNE KIMHUYECKOTO HCCJIICOOBAHUS JICKAPCTBCHHOI'O IIpCriapara st MEAULIUHCKOI'O
MPUMCHCHUA OCYHICCTBIACTCA 3a CUHCT!

1) cpencTs penepanbHOro OrOIKETA;

2) cpeACTB OpraHU3AIMM, MOTYYUBIINX pa3pelICHNe Ha OpTraHU3aI|Io TPOBEICHHS TaHHOTO UCCIICIOBAHUs, B
COOTBETCTBUU C YCIOBUSAMHU JOTOBOPA O €T0 IIPOBEICHUU;

3) UHBIX HE 3alpelIeHHbIX 3aKOHoAAaTeNLCTBOM Poccuiickoit denepaninu HICTOYHUKOB.

Crarbs 43. IIpaBa nanueHTOB, y4aCTBYIOLIUX B KIMHUYECKOM HCCJIeI0BAHHMH JIEKAPCTBEHHOI0 Ipenapara
JJI MEAUIMHCKOI'0 NPUMEHEHUS

1. Yuactue ManrCeHTOB B KIIMHUYCCKOM HCCJIICAOBAHUU JICKAPCTBCHHOI'O ITpCliapaTa JJIs1 MCAUITUHCKOT'O
IMPUMCHCHUA SABJISACTCA JIO6pOBOJIBHBIM.

2. ITanmenT WM ero 3aKOHHBIN MNpEACTAaBUTCIIb JOJIKCH OBITh I/IH(I)OpMI/IpOBaH B IIUCbMEHHOMU (I)OpMCI



1) 0 JICKapCTBCHHOM Mpcraparc A MCAULUHCKOTO MPUMCHCHUA U CYIIIHOCTHU KIIMHUYCCKOTO UCCIICAOBAHUS
ATOTO JIEKAPCTBEHHOTO Tpernapara;

2) 0 6e30MacHOCTH JISKAPCTBEHHOT'O MpernapaTa A1l MEAUIIMHCKOTO IPUMEHEHHS, €T0 0XKHIaeMON
3 PEKTUBHOCTH U CTETICHH PHCKa IS NAIMEHTa,;

3) 00 ycioBHsIX ydacTHs HallMeHTa B KIMHUYECKOM UCCIIEJOBAHUU JIEKAPCTBEHHOIO IIpenapara Jyist
MEIUIUHCKOr0 IPUMEHEHNUS;

4) 0 OCJIN WM HEJIAX U NPOAOJLKUTCIBHOCTH KIIMHUYCCKOTO UCCIICJOBAHUS JICKAPCTBCHHOI'O IIpCTiapara AJId
MCIUIUHCKOI'O IPUMCHCHUSA

5) 0 AecTBUAX MAlMEHTa B Cily4yae HeMpeaABUIEHHBIX A((GEKTOB BIUSIHUS JIEKapCTBEHHOTO IIpernapara Jyist
MEJUIIMHCKOTO MPUMEHEHHS Ha COCTOSTHUE €T0 3/10POBbS;

6) 00 ycloBHsIX 0053aTEILHOTO CTPAXOBaHUS )KU3HH, 3[I0POBbS MAIUCHTA,

7) O rapaHTugax KOH(I)I/I,HGHHI/IaHLHOCTI/I y49acCTus MMallueHTa B KIIMHAYECKOM HCCIICAOBAHNUU JICKAPCTBCHHOTI'O
npemnapara JJjis1 MCIUIUHCKOIr0 IPUMCHCHUA.

3. J1oOpoBoJIbHOE COrIache MAlMEeHTa Ha y4acTUe B KIMHUYECKOM UCCIIE0BaHUH JIEKapCTBEHHOIO IpenapaTa
JUISL MEAULIUHCKOIO IIPUMEHEHHUS IIOATBEPKAACTCS €r0 MOAINUCHI0 WIH MOAIMUCHIO0 €r0 3aKOHHOIO IIPEICTaBUTEIIS
Ha WH()OPMAIIMOHHOM JIMCTKE MAIEeHTA.

4, HaLII/IeHT WM €70 3aKOHHBIN MMpEACTABUTCIIb UMCCT MIPABO OTKA3aTHCA OT Y4aCTHA B KIMHUYCCKOM
HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpCIiapaTa AJis1 MCAUIIUHCKOI'O ITIPUMCHCHUS HAa Jr000i CTaJiluu IMMPOBCACHU
TaKOI'0 UCCJIICAOBaHMA.

5. IlpoBeneHHe KIMHUYECKOTO UCCIeI0BaHUs JIEKAPCTBEHHOTO IIpenapara JUisi MEAULIMHCKOTO IPUMEHEHHUS C
y4acTHEM B KQ4eCTBE MAIMEHTOB JIETEH JOITyCKAETCS TOJIBKO C COTIIACHs B TUCBbMEHHOU (hOpMe UX POIUTENCH,
YCBIHOBUTENEH. [[eTH MOryT paccMaTpUBaThCsl B KaU€CTBE NOTEHLUAIBHBIX ITALIMEHTOB TAKOIO UCCIIEOBaHMS,
TOJIBKO €CJIM €r0 IPOBEJCHHE HEOOX0IMMO JUIsl YKPEIUIEHUS 3/I0pOBbs AeTel WK MPO(PUIaKTUKH
UHQEKIMOHHBIX 3a00JI€BaHUI B IETCKOM BO3pacTe JIMOO0 €CIH LEbI0 TAKOTO UCCIIE0BAHUS SIBIISETCS
MOJIyYEHUE JIaHHBIX O HaWIydlllel JO3UPOBKE JIEKapCTBEHHOTO Mpenapara A JjeueHus aerei. B atux ciyuasx
TAKOMY HCCIIEIOBAaHUIO JOJDKHO MPEIIECTBOBATh KIMHUUECKOE UCCIIEI0BAHUE JIEKAPCTBEHHOTO IIpenapara Juis
MEAMIIMHCKOTO IPUMEHEHNS Ha COBEPIIIEHHOJIETHUX IpaskJaHax.

6. 3anpen1aeTcsl MMPOBEACHUEC KIIMHUYCCKOI'0 UCCIICAOBAHMA JICKAPCTBCHHOI'O NIpcriapara AJid MEAUIUHCKOT'O
IMPUMCHCHUA C YHACTHEM B KaUCCTBC IMMALIUCHTOB!

1) HeTeﬁ-CHpOT n I[eTeﬁ, OCTaBIINXCS 0€3 MONeUYCHHS pO,[[I/ITeJIeﬁ;

2) )KEHILUH B epuoj 0EpeMEHHOCTH, )KEHILUH B IEPUOJI IPYIHOTO BCKapMIIMBAHUS, 32 UCKIIIOUEHUEM CIIy4aes,
€CJIM ITPOBOAMTCS KIIMHUYECKOE UCCIIEIOBAaHKE JIEKAPCTBEHHOIO IIpenapara, MpeIHa3HaueHHOTO JUIsl YKa3aHHBIX
YKEHIIMH, IPU YCIOBUH HEOOXOIMMOCTH MOJIy4eHUs HH(OPMaIIUU TOJIBKO BO BpeMsl POBEICHUS
COOTBETCTBYIOIINX KIMHUYECKHX MCCIEIOBAaHUN U MIPUHATHUS BCEX HEOOXOIUMBIX MEP MO UCKITIOUEHHIO pHCKa
HAHECEHMsI BpeJia KEHIIMHE B MepHoj] OEpEeMEHHOCTH, KEHIIUHE B IEPUO/I IPYAHOT0 BCKapMIIMBAHUS, TIIOTY
WIN PeOCHKY;

3) BOEHHOCITYXaIINX, 38 UCKIIOYEHUEM CIIy4aeB MPOBEACHUS KIIMHUYECKOT0 UCCIE0BaHUS JI€KaPCTBEHHOTO
npenapara, CrieliuagbHO pa3paboTaHHOTO JJII MPUMEHEHHUS B YCIIOBUSX BOCHHBIX JACHCTBUMN, YpE3BbIUAHBIX
CUTyalui, MpoUIAKTHKHN U JIeUeHUs 3a00JIeBaHUI U TIOPaKEHUH, TOTYYCHHBIX B PE3YJIbTaTe BO3ACHCTBUS



HEOJIaronpHsATHBIX XUMHUUECKUX, OMOJIOTHYECKUX, paIuallMOHHbIX (akTopoB. KimmHnYeckoe nccnenoBanue
TaKOTI'0 JICKapCTBEHHOTO Ipenapara MOYKET POBOJNUTHCS C YJACTHEM B KAUECTBE IMALIMEHTOB BOCHHOCIY/KAIUX,
3a UCKIIIOYEHHEM BOSHHOCTYKAIIUX, IPOXOSIIUX BOCHHYIO CIIyOY 110 IIPU3BIBY, C COOMI0ICHUEM TPeOOBaHUH,
YCTaHOBJICHHBIX HACTOSIIUM DeepallbHbIM 3aKOHOM B OTHOLICHUH I'PaXKAAHCKUX JIMLL;

4) cOTpYIHUKOB MTPABOOXPAHUTEIILHBIX OPTaHOB;

5) w1, OTOBIBAIONINX HAKA3aHUE B MECTaX JIUIICHUS CBOOO/IBI, @ TAKXKE JIUII, HAXOAITUXCS TI0]T CTPAKEH B
CJIEICTBEHHBIX U30JISATOpAX.

7. Jlomyckaercs NpoBeieHUe KIMHUYECKOT0 NCCIe0BaHMs JIEKapCTBEHHOT'O Npenapara Al MEJULIMHCKOTIO
MMPUMCHCHU A, MIPCAHAZHAYCHHOI'O AJId JICUCHU A IICUXUYCCKUX 3a6OHeBaHHﬁ, C Y4aCTHECM B KaUCCTBC MAllUCHTOB
JIMILL C TICUXMYECKUMHU 3a00J1€BaHUSAMHU, IPU3HAHHBIX HEJEECIIOCOOHBIMU B OPSI/IKE, YCTAHOBICHHOM
3akoHoaarenbecTBOM Poccutickoit denepanuu. Knmandeckoe ucciie1oBaHue JIEKapCTBEHHOTO IIpenapara B 3T0M
cllyyae NMPOBOAUTCS NP HAJIMUYUH COTJIacus B MUCbMEHHON (pOpMe 3aKOHHBIX MIPEICTaBUTENICH YKAa3aHHBIX JIULI.

Crarbs 44. O0s13aTe/IbHOE CTPAXOBAHME KU3HH, 310POBbS NALMEHTA, YYACTBYOLIEr0 B KIMHHUYECKHX
HCCJIeIOBAHNUSIX JIEKAPCTBEHHOI0 Mpenapara JJi MeIUIHHCKOT0 NPUMeHeHUs

1. Opranu3zanys, noJy4yuBLIas pa3pelieHrne Ha OPraHnu3alyio MPOBEIECHNS KIMHUUYECKUX UCCIIEJOBAaHUM
JIEKapCTBEHHOT'O Ipernapara Ui MeJUIIMHCKOr0 MPUMEHEHHsI, 00s13aHa CTPAaXOBaTh KHU3Hb, 3J0POBbE MAIlUEHTA,
YYaCTBYIOLIETO B KIIMHWUYECKHUX UCCIEA0BAHMAX JIEKAPCTBEHHOIO IIpernapara, 3a CBOM CU4eT B Ka4eCTBE
CTpaxoBatens MyTeM 3aKII0UEHHS 10r0BOpa 00s3aTeIbHOTO CTPaXOBaHUS KU3HH, 310POBbs JAHHOTO MaI[HeHTa
Ha ClIy4all IPUYMHEHMS BPEla )KU3HU WIH 30POBBIO MTALIMEHTA B PE3YJIbTATE IPOBEICHUS KIMHUYECKUX
UCCJIEIOBAaHUM JIEKaPCTBEHHOT'O IIperapara Juisi MeJUIIMHCKOTO MPUMEHEHHsI (Jjajiee B HACTOSIIEH cTaThe -
JIOTOBOP 0053aTEIBHOTO CTPAXOBAHMS).

2. O0OBEKTOM 00513aTEIBHOTO CTpaxOoBaHUs ABJIACTCA I/IMyH_ICCTBeHHHﬁ HHTCPCC IMallMCHTA, CBSI3aHHBIM C
IMPUYIUHCHUEM BpCa ) KU3HU UJIU 3J0POBbIO MAMCHTA B PE3YJILTATC MPOBCACHHUA KIIMHUYCCKUX I/ICCJIGI[OBaHI/If/'I
JICKAPCTBCHHOTO IIpCIiapaTta JJId MCAUIUHCKOTO IIPUMCHCHHU .

3. CTanOBLIM CJIydaceM I10 J0TroBOpYy 00513aTEIHLHOTO CTpaxOBaHUA ABJIACTCA CMEPTH IMALIUCHTA UJIN YXYAUICHUC
€T0 3I0POBbA, B TOM YUCJIC BJICKYIICC 3a coboit YCTAaHOBJICHUEC WHBAJIMAHOCTH, BCJICACTBHUEC YHaCTHUA B
KIIMHUYCCKUX HUCCICAOBAHUAX JICKAPCTBCHHOI'O ITIpCIiapara U IMpru HAJIMINU HpH‘IHHHO-CJ’ICI{CTBCHHOﬁ CBA3U

MCKAY HACTyIIMBIINMU COOBITUSIMU U MMPpHUEMOM JICKAPCTBCHHOTI'O ITpCriapara.

4, Tpe6OBaHI/I$[ 0 BOBMCHICHUH BpCaa, IPUINHCHHOI'O JXU3HU WX 310POBBIO IMTAIUCHTA, YAOBJICTBOPAIOTCA B
TCYCHHUEC CPOKOB HCKOBOM AaBHOCTH, YCTAHOBJICHHBIX I'PAXKIAHCKHUM 3aKOHOAATCILCTBOM.

5. Pa3mep cTpaxoBoil BBIILIATHI IO JOTOBOPY 0053aTEIBLHOTO CTPaXOBaHUS COCTABIISIET:

1) B ciydae cMepTH ManueHTa JBa MIJIJIMOHA pyOJiel Ha KaX/10T0 MalleHTa, y4aCTBOBABILErO B KITIMHUYECKUX
UCCIIEIOBAHMAX JIEKAPCTBEHHOIO IIperapara;

2) npu yXyALUIEHUH 370POBbs MALIUEHTA!

a) MOBJIEKIIETo 3a COO0M yCTaHOBJIEHWE HHBAIMIHOCTHU | rpynmibl, OIMH MUJIJTMOH MATHCOT THICSY pyOiei Ha
KQ)KJIOTO NAIMEHTa, y4aCTBOBABILEI0 B KJIMHUYECKUX UCCIIENOBAHNAX JIEKAPCTBEHHOIO IIperapara;

0) moBJeKIIero 3a co60i yCcTaHOBJIEHUE HHBATUIHOCTH Il rpymibl, 0lMH MUJUTMOH pyOJei Ha KaK0ro
NaUeHTa, yYaCTBOBABIIETO B KIMHUYECKUX UCCIIEIOBAaHUAX JIEKapCTBEHHOIO MIpenapara;



B) MOBJIEKILIETO 3a co00# ycTaHOBIeHHE HHBAMUAHOCTH III rpynmbl, ISTHCOT ThICAY pyOel Ha KaXKa0ro
MAIMEHTA, y4aCTBOBABIIETO B KIMHUYECKUX UCCIIEI0BAaHUAX JIEKAPCTBEHHOI O IIPEapara;

F) HE IOBJIEKILIETO 3a CO00M YCTAHOBJICHUS WHBAJIMAHOCTHU, HE Ooiiee yeM TPHUCTA ThICAY py6nel?1 Ha KaXXa101ro
MManyuceHTa, Y4aCTBOBABLICTO B KIIMHUYCCKUX HCCICAOBAHUAX JICKAPCTBCHHOI'O IIpcIiapara.

6. Pa3zMep cTpaxoBbIX BBIIUIAT MOKET ObITh YBEIMUYEH HA OCHOBAaHUM PEIICHUS Cy/a.

7. CpOK JA0T0BOpa 00513aTEIEHOIO CTpaxoBaHUsA HE MOXKET OBITH MEHEE YeM CPOK INPOBCACHUSA KIIMHUYECKOT'O
HCCIICAO0BAaHUs JICKAPCTBCHHOI'O IIpCIiapara.

8. CtpaxoBsie Tapu(]bl IO 0053aTETLHOMY CTPAXOBAHUIO KU3HHU, 3/IOPOBBS MAIIMCHTA, yIaCTBYIOIIETO B
KJIMHUYECKHUX UCCIIEJIOBAHUSIX JIEKAPCTBEHHOTO Mpenapara, nepeueHb He0OX0IMMBIX JOKYMEHTOB IS
OCYILECTBIICHHSI CTPAXOBOH BBIIUIATHI, IOPSIOK YIUIATHl CTPAXOBOW MPEMHH, TIOPSIOK pealn3anuu
ornpezeneHHbIX HacTosmuM DeepanbHbIM 3aKOHOM U JPYTUMHU (heepaabHbIMU 3aKOHAMHU ITPaB U 00s3aHHOCTEH
CTOPOH II0 IOTOBOPY 00s3aTEIFHOTO CTPAXOBaHUS yCTAaHABIMBAIOTCS TUIIOBBIMH MTPaBUIIAMH 0053aTEIbHOTO
CTpaxOBaHMsI )KU3HU, 3[JOPOBbHS MAIIMEHTA, YIACTBYIOIIETO B KJIMHUYECKUX MCCIEAOBAHUSIX JIEKAPCTBEHHOTO
npenapara, yreep:kaeHHbsIMHU [IpaBurensctBoM Pocculickont denepanumu.

9.B CJIydac MpuiIrMHCHUA BpCaa JKU3HU MAlIUCHTA, YHaCTBOBABLICTI'O B KIIMHUYCCKUX UCCICAOBAHUAX
JICKAPCTBCHHOTI'O IIpCIiapara, BI;Il"OI[OHpI/IO6pCTaTCJIHMI/I 10 J0roBOpy 00513aTeILHOr0 CTpaxXOBaHUs ABJIAIOTCA
TpaXxXJaHe, UMCIOIIUC ITPpaBO Ha BO3MCIUICHUEC BpCaa B CJIyda€ CMCPTHU KOpPMHJIbIIA B COOTBETCTBUU C
TpaXXJaHCKUM 3aKOHOAATCIBCTBOM, IIPU OTCYTCTBUHU TAKUX I'PAKAAH - pOAUTCIIN, CYIIPYT, ACTH YMEPILICTO
MManuceHTa, y4aCTBOBABLICTO B KIIMHUYCCKUX UCCICAOBAHUAX JICKAPCTBCHHOI'O IIpC€liapara, B CJIydac CMCPTHU
ManyueHTa, y9aCTBOBABIICTO B KIIMHUYCCKUX UCCICAOBAHUAX JICKAPCTBCHHOI'O IIpCIIapaTta U HE UMEBIICTO
CaMOCTOATCIIBHOI'O J0X0/Ja, - I'paXKJIaHe, Ha MXKJIUBCHHUU KOTOPBIX OH HAXOJAUJICA, B OTHOILICHHWU BO3SMCIICHUSA
pacxoa0B Ha HOFpe6CHI/IC ManuceHTa, Y4aCTBOBABIICTO B KIIMHUYCCKHUX UCCICAOBAHUAX JICKAPCTBCHHOI'O
mpemnapara, - Juio, HIOHECHICEC TAKUEC PaCXoabl.

10. CTanOBaﬂ BbIIIJIaTa B CYHCT BO3MCIICHUA BpCJad, IPUINHCHHOI'O JKU3HHU IMAIIUCHTA, YHACTBOBABIICT'O B
KIIMHUYCCKUX UCCICAOBAHHUAX JICKAPCTBCHHOI'O IIp€iapara, paClupeaACiIaCTCa MEKIAY BBIFOI[OHpI/IO6pCTaTeJ'I$[MI/I
MMPOMOPHUOHAIIBHO UX KOJIMYUCCTBY B PABHBIX HOJIAX.

11. IIpn HacTyImuIeHHH CTPaxoBOIO CIIy4asl MAlUEHT, y94aCTBOBABIINI B KJIMHUYECKUX MCCIEN0BaHUAX
JICKApCTBCHHOT'O ITperiapara, BBIFOZ[OHpI/IO6pCTaTCJ'IB BITPpaBC NPEABbABUTb HCIOCPEACTBCHHO CTPAXOBIINKY
TpeOOBaHUE O BO3MELICHUH PUYUHEHHOT0 Bpeaa. CTpaxoBas BhIIJIATa OCYLIECTBISETCS CTPAXOBIIMKOM B
TCUYCHUEC TPUALATU I[HGfI CO AHA MPEACTABICHUA HCO6XO)II/IMI)IX JOKYMCHTOB. HaIII/ICHT, yLIaCTBOBaBHII/Iﬁ B
KJIMHUYECKHUX MCCIIeIOBAHUAX JICKApPCTBEHHOT'O Mpernapara, Ui BeIroA0NpruoOpeTaTesb B COOTBETCTBUHU C
3akoHoarenbcTBOM Poccuiickoit denepannu B 001acT NEPCOHANBHBIX JaHHBIX 00513aH COOOIIUTH
CTPaxOBILHUKY OIPENEICHHBIE YKa3aHHBIMU B YaCTH § HACTOSAIIEH CTaThbU TUIIOBBIMU ITpaBUJIaMH CTPaXOBaHUS
JKU3HU, 3J0POBbA U HCO6XOI[I/IMI>IC AJI OCYIICCTBIICHHUA CTanOBOﬁ BBITIJIATBI CBOU MEPCOHAJIBHBIC JTaHHBIC.

12. Jlo moiHOTO OnpeeneHust pa3mMepa IMoJIeKaIIero BO3MEIIEHHIO Bpe/ia CTPAaXOBIIHK IO 3asiBICHHIO
MAIMeHTa, YYaCTBOBABIIIETO B KIIMHUYECKUX UCCIICIOBAaHUAX JICKAPCTBEHHOTO TIperapaTa, Wik 3asBICHHIO
BBITOJIOTIPHOOPETATEISI BIIPABE OCYIIECTBUTH YacTh CTPAXOBOW BBIMLJIATHI, COOTBETCTBYIOIIYIO (DaKTUUYCCKU
OTIpeICIICHHOM YacTH MMPHUYUHEHHOTO Bpea.

13. CtpaxoBas BbIIIJIaTa B COOTBETCTBUU C JIOTOBOPOM 00513aTEIHHOIO CTPAXOBAHUS OCYILIECTBIISIETCS
HE3aBHCHUMO OT BBIILIAT, IPUYUTAIONINXCS IO IPYTHM BHIaM CTPaXxOBaHHUS.

14. KoHTpoOJIb 32 UCIIOJTHEHUEM OpraHU3aLUEH, TOJIyYUBILIEH pa3pelIeHNe Ha OPraHU3aliIo IPOBEACHUS
KJIIMHUYECKHUX UCCIIEJOBaHUM JIEKapCTBEHHOT'O Ipernapara, yCTaHOBJIEHHOM HACTOsIIEN cTaThe 00s13aHHOCTH 1O



00s13aTeNTbHOMY CTPaXOBAaHUIO KU3HU, 3[JOPOBBS MAIIMEHTA, Y4ACTBOBABIIIETO B KITIMHUYECKUX UCCIICIOBAHUSIX
JIEKapCTBEHHOT'0 Iperapara, OCyIIECTBISETCS YIIOJIHOMOUYEHHBIM (he/iepaabHbIM OpPraHOM MCIOHUTENbHOM
BJIACTH, KOTOPBIH BBIIAET pa3pelieHusl Ha MPOBEICHNE KIMHUUYECKUX UCCIEOBAaHUMN JIEKAPCTBEHHBIX
IpernapaToB.

I'naBa 8. [Ipon3BOACTBO 1 MAPKUPOBKA JIEKAPCTBEHHBIX CPEACTB
Cratbs 45. IIpou3BOACTBO JeKAPCTBEHHBIX CPEICTB

1. [Ipon3BOJCTBO JIEKAPCTBEHHBIX CPEACTB JAOKHO COOTBETCTBOBATH IIPaBUiIaM OpraHU3alMK MPOU3BOJICTBA U
KOHTPOJISI KaueCTBa JIEKAPCTBEHHBIX CPEICTB, yTBep:kaAeHHbIM [IpaButenscTBoM Poccuiickoit denepanuu.

2. [Tpou3BOICTBO JIEKAPCTBEHHBIX CPENICTB HA TeppuTOpun Poccuiickoit deaepaiiuu OCyIecTBIICTCS
MIPOU3BOUTENISIMU JIEKAPCTBEHHBIX CPEJICTB, UMEIOIIMMU JIMIICH3UIO HAa MPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB.

3. IIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB OCYIIECTBIISETCS C COOIOICHUEM TPEOOBAHU TPOMBIIIIIICHHOTO
periiaMeHTa, KOTOPBIH YTBEP)KIACTCS PYKOBOAUTEIEM MTPOU3BOIUTES JIGKAPCTBEHHBIX CPEIICTB M BKIIIOYACT B
ceOs mepedeHb UCIIONBE3YEMBIX (hapMalleBTUICCKUX CYOCTAaHIIUI M BCIIOMOTATEIIBHBIX BEIIECTB C YKa3aHUEM
KOJIMYECTBA KaXKJIOT0 U3 HUX, TAHHBIC 00 UCTIOIB3YeMOM 000PYI0BaHUH, OTIMCAHUE TEXHOJIOTUIECKOTO
nporiecca ¥ METOZ0B KOHTPOJIS Ha BCEX ATarax MPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB.

4. IIpu npon3BOACTBE JEKAPCTBEHHBIX CPEJICTB UCIONB3YIOTCS (hapMalleBTUUECKUE CyOCTaHIMH, BKIIOUEHHBIE B
rOCYIapCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEICTB.

5. 3anpemiaercs MpOU3BOICTBO:

1) nexapCcTBEHHBIX CPEJCTB, HE BKJIFOUEHHBIX B TOCYIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPENICTB, 3a
UCKJIIOYEHHEM JIEKAPCTBEHHBIX CPENICTB, IPOU3BOAUMBIX JUIS IPOBENCHUS KIMHUYECKUX UCCIIEI0OBAaHUM U IS
JKCIIOPTA;

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB;
3) nexapcTBEHHBIX CPEJCTB 0€3 JIMIEH3UHN Ha IPOU3BO/ICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYUICHUCM IIPABUII OPraHU3aluu IIPOU3BOACTBA U KOHTPOJIS Ka4CCTBA
JICKAPCTBCHHLIX CPCACTB.

6. HpI/I BBO/JIC€ JICKAPCTBCHHLIX CPCACTB B Fpa)KI[aHCKI/Iﬁ O60pOT YIIOJTHOMOYCHHOC JIMIO IMMTPOU3BOAUTECIIA
JICKAPCTBCHHLBIX CPCACTB OCYHICCTBIIACT MMOATBCPKACHNUEC COOTBECTCTBHA JICKAPCTBCHHBIX CPECICTB Tpe60BaHI/I$IM,
YCTAHOBJICHHBIM IIPpU UX FOCYHapCTBeHHOﬁ perucTpanvu, U rapaHnTUpPyeT, 4TO JICKAPCTBCHHBIC CPEACTBA
MMPOU3BCACHBI B COOTBETCTBUH C ITpaBUJIaMU IPOU3BOJACTBA U KOHTPOJIA KAaYCCTBA JICKAPCTBCHHBLIX CPCICTB.

7. YIIOTHOMOYEHHBIM JIMLIOM NPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB SABIISETCS €ro pabOTHUK, UMEIOLIUI
BhIcHIeE (hapMalleBTHUECKOE, XUMUYECKOE UM OHOJI0rnyeckoe o0pazoBaHue MO0 MPpU MPOU3BOJICTBE
JIEKapCTBEHHBIX CPEJICTB Il BETEPUHAPHOTO MPUMEHEHHS BETEpUHApPHOE 00pa30BaHUe, CTaXK pabOThHl HE MEHEE
YeM IISTh JIeT B 00JIaCTH MPOU3BOACTBA M KOHTPOJIS KaueCcTBa JIEKApCTBEHHBIX CPEJCTB U aTTECTOBAHHBIN B
NOpPSAJKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (eiepalbHbIM OPTaHOM HCTIOTHUTEIbHON BIACTH.

8. [Ipou3BOAMTENM JTIEKAPCTBEHHBIX CPEJICTB MOT'YT OCYIIECTBIISATH MPOJIAXKY JICKAPCTBEHHBIX CPEACTB WIIH
nepeaaBaTh UX B YCTAHOBIIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit deneparum mopsijake:



1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIs IPOU3BOCTBA JIEKAPCTBEHHBIX CPEACTB;
2) opraHM3anusaM ONTOBOW TOPIOBIIY JIEKAPCTBEHHBIMU CPEICTBAMU;

3) AIllITCUYHBIM OpraHu3aluiaM, BCTCPUHAPHBIM AlITCUHBIM OpraHu3alusaM, MHAUBUAYAJIbHBIM IIPECATIPUHUMATCIIAM,
UMCIOIIIUM JIMOCH3UIO Ha (bapMaL[eBTI/I‘leCKYIO ACATCIBbHOCTD WJIN JTUIUCH3UIO HAa MCAUIUHCKYIO JCATCIbHOCTD,

4) HayYHO-UCCIIEIOBATEILCKUM OPTaHU3aIUsAM JIJIsl HAyYHO-UCCIIEI0BATEIbCKOU PabOThI;

5) MEIMLIMHCKUM OpraHU3alUsM U BETEPUHAPHBIM OpraHu3alusIM;

6) opraHM3aIysIM, OCYIICCTBIISIOIIUM Pa3BEACHHE, BEIPAIIUBAHUE U COICPKAHIE KUBOTHBIX.
Cratbsa 46. MapkupoBKa JIeKAPCTBEHHBIX CPEACTB

1. .HeKapCTBeHHBIe Impernaparkl, 3a HCKIIIOYCHHUEM JICKAPCTBCHHBIX ITPEIIapaToOB, U3IrOTOBJICHHBIX alITCYHBIMU
opranu3aunusiMy, BETCPUHAPHBIMHA allTCYHBIMU OPraHu3aliuiaMi, HHAWBUAYAJIbHBIMHA NPCANIPUHUMATCIIAMHU,
HUMCIOIIMMHA JTUICH3UIO Ha q)apMaL[eBTI/IquKYIO ACATCIIbHOCTD, OJDKHBI ITOCTYIIATh B 06pameHHe, CCIIn:

1) Ha UX IEPBUYHON YMaKOBKE XOPOIIO YUTAEMbIM MIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAHUE
JIEKapCTBEHHOTO TpernapaTa (MeXIyHapOIHOE HEMAaTeHTOBAaHHOE, UITH XMMHYECKOE, UITU TOPTOBOE
HAaUMEHOBAHUE), HOMEP CEpPHH, aTa BbITycKa (U1 UMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB), CPOK
TOJTHOCTH, 1032 U (hOpMa BBIITYCKa, 00BEM H KOJTMYECTBO /103 (1711 KMMYHOOHOIOTHYECKHX JICKAPCTBEHHBIX
IpenaparoB);

2) Ha UX BTOPUYHOH (IOTPEOUTEIHCKON) YITAKOBKE XOPOIIO YATAEMBIM MIPU(TOM HA PYCCKOM SI3BIKE YKa3aHbI
HalMEHOBaHHUE JIEKApCTBEHHOI 0 Ipernapata (MeX/JyHapoAHOE HENaTeHTOBAHHOE WM XUMUYECKOE U TOProBOe
HAaUMEHOBAHMUs), HANMEHOBAaHUE MPOU3BOAUTES JIEKAPCTBEHHOIO IIpernapaTa, HOMEpP CEpUH, AaTa BbIycKa (AJs
UMMYHOOHOJIOIMYECKUX JIEKAPCTBEHHBIX MPEnapaToB), HOMEP PErUCTPALIMOHHOIO YAOCTOBEPEHUS, CPOK
FOJTHOCTH, CIIOCOO MPUMEHEHHUS, J103a U KOJIMYECTBO /103 B YIIAKOBKE, (hOpMa BBIyCKa, YCIOBUS OTITYCKa,
YCIIOBUS XpPaHEHHS], MEPBI ITPEIOCTOPOKHOCTU IIPU TPUMEHEHNH JIEKapCTBEHHOTO Npenapara,
peynpeaUTeIbHbIE HAAMUCH.

2. ®apmManeBTUYECKUE CYOCTaHIIMU JOJDKHBI IOCTYIATh B 00pallleHre, €clid Ha UX ePBUYHON YIIaKOBKE XOPOLIO
YUTAaEeMbIM IIPU(PTOM Ha PYCCKOM sI3bIKE yKa3aHbl HAMMEHOBaHUE (papMalleBTHYECKOI cyOCcTaHIIUN
(MeXayHapOoJHOE HENATEHTOBAHHOE UJIM XUMUYECKOE U TOPrOBO€ HAMMEHOBAHUS ), HAUMEHOBAaHHE
POM3BOUTENS (papMalleBTHYECKON CyOCTaHIIMK, HOMEP CEPHH U J1aTa U3TOTOBJIEHUS, KOJMUYECTBO B YIIAKOBKE U
€MHMIIBI U3MEPEHUSI KOJIMUECTBA, CPOK TOJAHOCTH U YCIIOBUS XpaHEHUS.

3. JIekapcTBEHHBIE CPENICTBA B KAUECTBE CHIBOPOTOK JIOJKHBI ITOCTYIATh B OOpAIEHUE C YKAa3aHUEM )KHUBOTHOTO,
U3 KpOBH, IIJIa3Mbl KPOBU, OPIaHOB M TKaHEW KOTOPOTO OHU NOJyYEHBI.

4. Ha BropruHyt0 (MOTPEOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOJYYCHHBIX U3 KPOBH, TIJIa3MBbl
KpOBHU, OPTaHOB U TKaHEW YEJIOBEKa, I0JKHA HAHOCUThCS Haanuck: "AnTtutena k BUY-1, BUU-2, k Bupycy
renatuta C 1 TOBEPXHOCTHBIN aHTUTE€H BUpYyca renaruta B orcyrcTByror".

5. Ha nepBrYHYyI0 yakoBKY U BTOPUUYHYIO (TOTPEOUTENHCKYIO) YIIAKOBKY pagno(apMaleBTHIECKUX
JIEKaPCTBEHHBIX CPENCTB JOKEH HAHOCUTHCS 3HAK PaAUallMOHHONW OMAaCHOCTH.

6. Ha Bropuunyto (MOTpeOUTENHCKYI0) YIIAKOBKY TOMEOTIATHYECKUX JIKAPCTBEHHBIX ITPETapaToB JOJKHA
HAHOCUTHCI HAaAMUCh: ""T'oMeonarnueckuii”.



7. Ha Bropuunyio (HOTpeOUTENBCKYI0) YITAKOBKY JIEKApCTBEHHBIX PACTUTEIBHBIX MPENApaToB JOIKHA
HAaHOCHUThCA HaANMKCh: "[IpoayKius npolia paaualuOHHbIA KOHTPOJIb'.

8. Ha mepBUYHYIO yITaKOBKY U BTOPUUYHYIO (TOTPEOUTEIBCKYIO) YITAKOBKY JIEKAPCTBEHHBIX MPEIapaToB,
NpeHa3HAYEHHBIX JUIsl KITMHUYECKUX HCCIIEIOBAaHUM, JOJIKHA HAHOCUTHCS HAAMKUCH: " J{J1s1 KITMHUYECKUX
HccaeqoBaHun".

9. YnakoBKa JI€KapCTBEHHBIX CPEICTB, IPEIHA3HAYCHHBIX HCKIIFOUUTENBHO IS SKCIIOPTAa, MAPKUPYETCS B
COOTBETCTBUH C TPEOOBAHUSAMH CTPAHBI-UMIIOPTEPA.

10. Ha tpancniopTHyto Tapy, KOTopas He MpeJHa3HauYeHa 1Jid MOTpeOuTeNeil U B KOTOPYIO OMELIEHO
JICKapCTBEHHOE CPEACTBO, JOKHA HAHOCUTHCS WHPOPMAIUsS O HANMEHOBAHUH, CEPUH JIEKAPCTBEHHOTO
CPEICTBA, 1aTe BBIITYCKA, KOJIMYECTBE BTOPUUHBIX (MIOTPEOUTEIBCKHIX) YIAKOBOK JIEKAPCTBEHHOTO CPE/ICTBA,
MIPOU3BOIUTEIIE JIEKAPCTBEHHOI'O CPEACTBA C YKA3aHUEM HAMMEHOBAHUSI U MECTOHAXO0XACHUS TPOU3BOAUTEIIS
JIEKapCTBEHHOT'O CPEJCTBA (aJpec, B TOM YHCIIe CTpaHa U (MJIM) MECTO MTPOU3BOJICTBA JIEKAPCTBEHHOTO CPE/ICTBA),
a TaK)Ke O CPOKE FOJJHOCTH JICKAPCTBEHHOTO CPEJICTBA U 00 YCIOBUSAX €ro XpaHEHUs U ePEeBO3KU, HEOOXOMMBbIe
peaynpeAUTeIbHbIC HAAMUCH U MAaHUIYJISITOPHBIC 3HAKH.

11. Ha mepBuuHy0 yIakoBKY U BTOPUUYHYIO (IIOTPEOUTENBCKYI0) YIAKOBKY JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPUMEHEHUSI IOJIKHA HAHOCUTHCSI HAANUCh: "[J11 BETepUHAPHOTO IPUMEHEHUS "

12. Ha BropuuHy0 (IIOTPEOUTENBCKYIO) YIIAKOBKY JIEKaPCTBEHHOT'O Iperapara HAHOCUTCS IITPUXOBOM KOJI.

I'naBa 9. BB03 JiekapCcTBEHHBIX CpeacTB HA TeppuTopuio Poccuiickoit @enepannu U BbIBO3
JIEKAPCTBEHHBIX CpPelCTB ¢ Teppuropuu Poccuiickoit @enepauuu

Crartbs 47. Ilopsiiok BB0O3a JIeKAPCTBEHHBIX CpeAcTB HAa Tepputopuio Poccuiickoii Menepanum u BbIBO3a
JIEKAPCTBEHHBIX CpelcTB ¢ Teppuropun Poccuiickoit ®enepanun

1. BB03 1€KapCTBEHHBIX CPEACTB Ha TeppuTopHio Poccuiickoit denepanniv OCylIeCTBISETCS B OPAJIKE,
yctaHoBlIeHHOM [IpaButensctBoM Poccuiickoit @enepaiuu, B COOTBETCTBUH C 3aKOHOIATENILCTBOM Poccuiickoii
®denepanuu.

2. Bro3umpbie Ha TeppuTopuio Poccuiickoit Denepanuu JIeKapCTBEHHBIE CPEJCTBA JOJIKHBI ObITh BKIIFOUECHBI B
TOCYIApCTBEHHBIN PEECTpP JIEKAPCTBEHHBIX CPEICTB.

3. lonmyckaetcs BBO3 Ha TeppuToputo Poccuiickoii @enepanyii KOHKPETHOW TaPTUH HE3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB, PEIHA3HAYEHHBIX JUISI IPOBEICHUS KIMHUUECKUX MCCIIETOBaHHUM JIEKapCTBEHHbIX
IIPENapaToB, IPOBEAEHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB JUIS OCYLECTBICHUS FOCY1apCTBEHHON
perucTpanuy JeKapCTBEHHbIX MPEenapaToB WM JJs OKa3aHUS MEIULHUHCKON MOMOIIHY MO KU3HEHHBIM
NOKa3aHMUAM KOHKPETHOT'O MallMeHTa Ha OCHOBAaHUM Pa3pelIeHus], BBIJAHHOTO YIIOJHOMOYEHHBIM (eiepabHbIM
OpraHOM HCHOJHUTENBHOM BJIACTH 1O 3asBJICHUSM JIMII, YKa3aHHBIX B cTaThbe 48 HacTosuiero denepaabHOro
3aKOHAa. PaccMOTpeHMe Takoro 3asBJICHUS U IPUHATUE PELICHMS O BbIJIa4€ pa3pellieHusl Ha BBO3 KOHKPETHON
NapTUU HE3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB, MPEIHA3HAYCHHBIX JIJISl POBEACHUS KIIMHUYECKUX
MCCJIEJOBAaHUM JIEKAPCTBEHHBIX IIPENAPATOB, IPOBEAEHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB IS
OCYIIIECTBIIEHUS TOCYJapCTBEHHOMN perucTpaliy JIEKapCTBEHHBIX MPENapaToB WK AJI1 OKa3aHUs MEAUIIMHCKON
MOMOIIIH 10 )KU3HEHHBIM IMOKa3aHUSAM KOHKPETHOTO MaIeHTa JInOo 00 0TKa3e B Bblaye YKa3aHHOTO
pa3pelieHus MPoru3BOIATCS B CPOK, HE MPEBBIIAIONINI MsTH pabounx aHel. [1narta 3a Bei1auy yKa3aHHOTO
pa3peleHus: He B3UMaeTCsl.

4. Ha tepputoputo Poccuiickoit @eaepanuy MOKHO BBO3UTh JIEKAPCTBEHHBIE CPEACTBA, KAYECTBO KOTOPBIX
MOJTBEPKJICHO CePTUPHUKATOM MTPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB, YAOCTOBEPSIOIIUM COOTBETCTBUE



BBO3UMBIX JICKAPCTBEHHBIX CPEACTB TPEOOBAHUAM (papMaKoIeHHbIX cTaTel JINO0 B ciiyyae X OTCYTCTBUS
HOPMAaTHUBHOM JTOKYMEHTAllMU WJIX HOPMaTUBHOTO TOKYMEHTA.

5. 3anpemaercs BB03 Ha TeppuTopuio Poccuiickoit deaepannu GanbcupUIIMpOBaHHBIX JEKAPCTBEHHBIX CPECTB,
HE00POKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA()AKTHBIX JICKAPCTBEHHBIX CPEJICTB.

6. @anbcu(UIMPOBAHHBIC JIEKAPCTBECHHBIE CPEICTBA, HEJOOPOKAUECTBEHHBIC JICKAPCTBECHHBIC CPEICTBA
MOJJIeKAT U3BATHUIO U MOCIEYIOIIEMY YHUUTOXKEHHUIO WK BBIBO3Y ¢ TeppuTopuu Poccuiickoit denepanum,
KOHTpa(aKTHBIE JICKAPCTBEHHBIC CPEIICTBA - U3BSITHIO M MOCIEAYIONEMY YHUUITOXKCHHUIO. Y HHITOKCHHUE WITH
BbIBO3 ¢ Tepputopuu Poccuiickoit @enepanuu GpanbcuuuupoBaHHBIX JEKAPCTBEHHBIX CPENICTB,
HE00POKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA()AKTHBIX JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIIICTCS 32
CYET JIMIIA, OCYIIECTBUBILETO UX BBO3. [IOpsI0K YHUUYTOXKEHUS U3BATHIX PalibCU(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPECTB, KOHTPA(AKTHBIX JIEKApPCTBEHHBIX CPEICTB
yctanaBiuBaercs [IpaButenscTBoMm Poccuiickoit @eaepanuu.

7. JIuua, ocymecTBIAONME BBO3 Ha TeppuTopHio Poccuiickoit denepannu GanbCupumpoBaHHBIX
JIEKapCTBEHHBIX CPEJICTB, HETOOPOKAYECTBEHHBIX JI€KAPCTBEHHBIX CPEJICTB, KOHTPa(aKTHBIX JTEKAPCTBEHHBIX
CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJAaTeNbCTBOM Poccuiickor denepanni.

8. BBIBO3 JIEKapCTBEHHBIX CPEJICTB ¢ Tepputopuu Poccuiickoit depepannn oCymecTBiaseTcs 0e3 MpUMEHEHHS
OTpaHMYEHUH, YCTAaHOBJIEHHBIX 3aKOHOAaTeNbcTBOM Poccuiickoit denepanuu 0 rocy1apcTBEHHOM
pEryJIMpOBaHUY BHEIITHETOPTOBOM IE€SITENBHOCTU. BBIBO3 JIEKAPCTBEHHBIX NIPENAPATOB, MPEIHA3HAYECHHBIX IS
TYMaHUTapHON MOMOIIHU (COACHCTBHS) WM MOMOIIY IPU YPE3BBIYANHBIX CUTYALIUAX, C TeppUuTOpuu Poccuiickoi
®enepannn OCyIIECTBISIETCA HA OCHOBaHMHU petieHus [IpaButenscTBa Poccuiickoit @enepannu Wik pelieHus
OpraHoOB rOCy/IapcTBEHHOU BiIacTu cyObekToB Poccuiickoit @enepanuu 06 0Ka3aHUK TOMOILIY HHOCTPAHHOMY
roCyJapcTBy.

Crarbs 48. FOpuaudeckue Juia, KOTOPbIM pa3pelieH BBO3 JIEKAPCTBEHHbBIX CPEICTB HA TEPPUTOPHIO
Poccuiickoii ®enepaunu

JlekapcTBeHHBIE cpenicTBa Ha TeppuToputo Poccuiickoit denepaiuu MOTyT BBO3UTh:
1) mpou3BOIUTENH JIEKAPCTBEHHBIX CPEJICTB JIJIS 1€ COOCTBEHHOTO MTPOU3BOICTBA JICKAPCTBEHHBIX CPEJICTB;

2) UHOCTpaHHBIE Pa3pabOTUNKH JICKAPCTBEHHBIX CPEICTB M MHOCTPAHHBIE TIPOU3BOJIUTEINN JIEKAPCTBEHHBIX
CPEICTB WU JApyTye I0pUANYECKUE JIUIIA M0 MOPYyUEHHUI0 pa3paboTurKa JeKapCTBEHHOTO CPECTBA s
MPOBEJICHUS KIIMHUYECKUX UCCIIEIOBAaHUI JIEKAPCTBEHHOTO IIpenapara, OCyIIeCTBIECHUS TOCyAapCTBEHHOM
pErucTpaluy JEeKapCTBEHHOTO Ipernapara, BKIIIoueHus (apMaleBTUUECKOi cyOCTaHIIMN B TOCYIapPCTBEHHBIN
peecTp JEKapCTBEHHBIX CPEACTB, KOHTPOJIA KAYECTBA JICKAPCTBEHHBIX CPEJICTB IPU HATUYUU PA3pPEIICHUS
YIIOJTHOMOYEHHOTO (eIepalbHOrO OpraHa CMOIHUTENBHOM BIACTH Ha BBO3 KOHKPETHOM MapTHH
JIEKapCTBEHHBIX CPEJICTB;

3) OopraHu3alun OIITOBOM TOPIrOBJIN JICKAPCTBCHHBIMU CPEACTBAMMU,

4) Hay4yHO-HCCTIeI0OBATENbCKUE OPraHu3allii, 00pa30BaTelbHbIC YUPEIKICHHS BBICIIETO MPO(PECCUOHATHHOTO
o0pa3oBaHMs, TPOU3BOIUTENHN JIEKAPCTBEHHBIX CPENICTB AJIs pa3pabOTKH, UCCIeI0BaHUM, KOHTPOJIS
0€30MacHOCTH, KauecTBa, 3P PEeKTUBHOCTH JTEKAPCTBEHHBIX CPEJICTB IPHU HATUYUU Pa3peIICHUS
YIIOJTHOMOYEHHOTO (eIepalbHOr0 OpraHa CHOJHUTENBHOM BIIaCTH;

5) MCIUINTUHCKUC OpTraHru3alliui, UHBIC YKA3aHHBIC B ITYHKTAaX 1-4 HaCTOHH_[Cﬁ CTaTbU OpraHu3alu JJId OKa3aHUA
MGHHHHHCKOf/i IMOMOIIH 110 )XU3HCHHBIM ITOKa3aHUAM KOHKPETHOI'O IMallMCHTA MIPHU HAJIMYUHW PASPCIICHUA
YIIOJIHOMOYCHHOTO (I)C,[[epaHLHOPO opraHa HCIIOJIHUTEILHOM BIACTH Ha BBO3 KOHKpCTHOﬁ nmapTumn



JICKapCTBEHHOTO TIperiapara, BbIIaHHOTO B YCTAHOBIEHHOM IOPSJIKE B (hOpME IIMEKTPOHHOTO JOKYMEHTA,
MOAMKUCAHHOTO JIEKTPOHHOU MU(PPOBON MOATHCHIO.

Cratbs 49. JIoKyMeHTBI, IPeACTaABJIsIEMbIe B TAMOKeHHbIe opranbl Poccuiickoii @enepauuu npu BBo3e
JIEKApPCTBEHHBIX CpeacTB HAa TeppuTopuio Poccuiickoii Penepanuu

1. [Ipu BBO3E JIeKapCTBEHHBIX CPEACTB Ha TeppuToputo Poccuiickoit denepanuu B TaMOXKEHHBIE OPTaHbI
Poccuiickoit @enepanuu Hapsay ¢ JOKYMEHTAMH, IPECTABICHUE KOTOPBIX NMPEYCMOTPEHO 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanuu, NpeacTaBISIOTCS CIEAYIOIIUE JOKYMEHTHI:

1) cepTudukat npou3BOAUTEINS JIEKAPCTBEHHOT'O CPEJCTBA, YAOCTOBEPAIOIINNA COOTBETCTBUE BBO3UMOTO
JICKapCTBEHHOTO CPEJCTBA TPEOOBaHUAM (DAPMAKOTICHHOMN CTaThu MO0 B ClIydae €€ OTCYTCTBUS HOPMATUBHOM
JOKYMEHTAIlMU UM HOPMATUBHOI'O JOKYMEHTA;

2) pa3zpelieHre ynoJHOMOYEHHOro (heJiepaabHOro OpraHa UCIIOJHUTEIHHON BJACTH HAa BBO3 KOHKPETHON MapTUH
JIEKapCTBEHHOI'O CPEJICTBA B ClIydasiX, yCTAHOBJIEHHBIX 4acThlo 3 craThu 47 HacTosero deaepanbHOro 3aK0Ha.

2. JIOKyMEHTHI, yKa3aHHbIE B MyHKTaxX | 1 2 yacTu 1 HacToOALIEH cTaThbu, NIPEACTABISAIOTCA B TAMOKEHHBIE
opraunsl Poccuiickoit @eneparnuy npu npuObITUH JIEKApPCTBEHHBIX CPEICTB Ha TeppuTopHio Poccuiickoii
®denepauuu.

Crartbs 50. BB03 JlekapCTBEeHHBIX NpenapaToB Ha TeppuTopuio Poccuiickoit @egepanynu 11 THYHOTO
HCMOJIb30BAHNS U MHBIX HEKOMMeEPUYECKHUX Leei

1. JIekapcTBeHHBIE ITpenapaThl MOTYT ObITh BBE3€HBI Ha TeppUTOpHI0 Poccuiickoit denepaunu 6e3 yuerta
TpeOoBaHUil, MIPeAYCMOTPEHHBIX YacTsMu 1 - 4 ctarbu 47, ctatbsaimu 48 u 49 Hacrosero denepaibHOrO
3aKOHA, €CJIM OHM MPEIHA3HAYEHBI JUIS:

1) TMYHOTO MCTIONB30BaHUs (PU3NIECKUMH JIMLAMH, TPUOBIBIIMMYU Ha TeppuTopuio Poccuiickoit deneparum;

2) ucnonp30BaHusl PAOOTHUKAMH TUTUIOMATHYECKOTO KOPITyca WU MPECTaBUTENIMU MEXTYHAPOIHBIX
OpraHu3aIui, akKpeAuTOBaHHBIX B Pocculickoit @enepanuu;

3) neyeHus MaccaXupoB U YJICHOB SKUIAXKEH TPAHCHIOPTHBIX CPEACTB, MOE3HBIX OpUTa U BOJUTENEH
TPaHCHOPTHBIX CPEACTB, MPUOBIBIINX Ha TeppuTopHio Poccuiickoit denepaunu;

4) nedeHus: y4aCTHUKOB MEKYHAPOIHBIX KYJIBTYPHBIX, CHOPTUBHBIX MEPONPUATUI U YYaCTHUKOB
MEX1YHApOJHBIX SKCIIETUINI;

5) JICYCHUS KOHKPETHLIX JKUBOTHBIX B 300IIdpKaX, a TAKKC )XKUBOTHBIX, BBO3BUMbIX Ha TCPPUTOPHUIO Poccuiickoii
d)ez[epaupm JJI1 y9aCTUd B CIIOPTUBHBIX W 3PCIUIIHBIX MCPOIIPUATHUAX.

2. B cinyuasx, mpe1lyCMOTpPEHHBIX YacThio 1 HACTOsALIEH cTaThy, 10MyCKAaeTCs BBO3 Ha TeppUTOpHIo Poccuiickoit
®denepanny JIEKapCTBEHHBIX IIPENApaTOB, HE 3apErUCTPUPOBAaHHBIX B Poccuiickon denepanuu.

3. JIekapcTBeHHBIE ITpenapaThl, IpeJHa3HAYEHHbIE /111 TYMaHUTAPHOUW IMOMOILIH (COAEHCTBUSA) WX IOMOIIH NTPH
YpEe3BBIYANHBIX CUTYALUAX, BBO3ATCS Ha Tepputopuio Poccniickoit denepanuu B MOPsIKE, YCTAHOBIEHHOM
[IpaButenscTBoM Poccuiickoi ®enepanuu. 3anpemaercs BBo3 Ha Tepputopuro Poccuiickoit denepannn
HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, IPEIHA3HAYEHHBIX I TYMaHUTApHOW ITOMOIIH
(comeicTBUS) MIIM ITOMOLIH MPU YPE3BBIYANHBIX CUTYAIUSX.

Cratps 51. CoTrpyanuuectBo ¢e1epajbHOI0 OPraHa UCHOJTHUTEIbHOM BJIACTH, YIIOJIHOMOYEHHOI0 B



00J12CTH TAMOKEHHOTI 0 1eJ1a, H APYTUX YIOJHOMO4YECHHBIX (elepajbHBIX OPraHOB HCIOJHUTEIbHOM
BJIACTH

1. YnonHomoueHHbIe deepanbHble OpraHbl HCIIOJIHUTEIbHON BIACTH MIPEJIOCTABIISIOT B PACIOPSKEHUE
¢denepaabHOro OpraHa UCIOJHUTEIBHOM BIACTH, YIOJTHOMOUYEHHOTO B 00JIACTH TAMOKEHHOTO JIena,
roCyJapCTBEHHBII peecTp JeKapCTBEHHbBIX CPECTB, a TAKXKEe HH(OPMAIIMIO O BBIAAHHBIX pa3pellIeHHUsIX Ha BBO3
KOHKPETHOM IapTUH JIEKAPCTBEHHBIX CPEJICTB B CIIyyasiX, yCTAHOBIEHHBIX YaCThbIO 3 cTaThbu 47 HACTOSILETO
DenepallbHOTO 3aKOHA.

2. ®enepanbHbli OpraH UCIOJIHUTEIBHON BIACTH, YIIOJHOMOYEHHBIH B 00J1aCTH TAMOXKEHHOTO JIea,
UHGOPMHPYET YKa3aHHBIC B YaCTH | HACTOAIICH CTaThU YIOJHOMOYEHHBIE (pe/iepabHbIe OpTaHbl
VCIIOJIHUTEIIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CPEICTB Ha Teppuropuio Poccuiickoit denepanuu u BIBO3E
JIEKapCTBEHHBIX CPeACTB ¢ TeppuTopun Poccuiickoii @eneparuu o Gpopme u B MOpsAKe, KOTOPHIE YCTaHOBICHBI
IIpaButenscTBOM Poccuiickoit @enepanuu.

I'maBa 10. @apManeBTHYECKAS A€ATEIBHOCTD

Crartbs 52. OcyuiecTBiieHne (papManeBTHYECKOH 1esiTeJIbHOCTH

1. ®apMmarieBTHYCCKAs ICSITEILHOCTD OCYIIECTBIISICTCSI OPTaHU3AIMSAME OMTOBOW TOPTOBJIH JICKAPCTBEHHBIMU
CpeICTBaMU, allTeUHBIMU OPTaHU3AIMSIMU, BETCPHHAPHBIMY alITCUHBIMU OpPraHU3aIMSIMU, HHIUBHLYaIbHBIMH
PEIIPUHAUMATEIISIMU, UIMEIOIIUMHU JINIICH3HUIO Ha (DapMaIleBTHUECKYIO ACSITEIbHOCTD, MEAUIIHMHCKIMHI
OpraHu3aIUsIMK, UMCIOIIUMHU JIUIICH3HUIO Ha (apMaIleBTUYECCKYIO ICATEIIbHOCTh, K UX 000COOICHHBIMU
noipa3esieHus MU (aMOyJIaTopusiMu, GeNTbIMIEPCKUMH U (eTbAMIEPCKO-aKyIIePCKUMHU MTyHKTaMH, IIEHTPAMU
(otneneHussMu) oOmel BpaueOHOM (CEMEITHOM ) MPAKTHKH ), PACIIOIOKEHHBIMH B CEJIBCKUX MOCEIICHUSX, B
KOTOPBIX OTCYTCTBYIOT alITCUHBIC OpraHU3aIliH, U BETEPHHAPHBIMHA OPTaHU3AIUSIMHU, HMCIOIIMMU JIMIICH3UIO HA
(bapMaIeBTHYECKYIO JICSITEIBHOCTD.

2. ®u3HYECKHUE JIUIA MOTYT OCYIIECTBIIATH OMPECIICHHBIC BUIBI (DApMAIIeBTUIECKON ACSITEILHOCTH IPH
HAJIMYHMU BhICIIETO (hapMaIeBTHUECKOTO WIIH CPEIHET0 (hapMaleBTHUECKOro 00pa30BaHus IMOO BBICIIETO WU

Cpe/IHEro BETEPHHAPHOTO 00pa30BaHUs U cepTU(UKATA CIICIHAIHCTA.

Cratbs 53. Ilpoaaska, nepenaya jJJeKapCTBEHHbIX CPe/ICTB OPraHN3alMAMM ONITOBOH TOPIroOBJIM
JICKapCTBEHHBIMHU CPEACTBAMH

Opranu3zanuy ONTOBOM TOPTrOBJIM JIEKAPCTBEHHBIMU CPEICTBAMHU MOTYT OCYIIECTBIISITh POJAXKY JE€KAPCTBEHHBIX
CPEACTB WU MEePEIaBaTh UX B YCTAHOBIEHHOM 3aKOHOAATENLCTBOM Poccuiickoi denepannn nopske:

1) apyrum opranuzaiysiM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) NpOU3BOIUTENSM JIEKAPCTBEHHBIX CPEACTB ISl LieJIel MPOU3BOCTBA JIEKAPCTBEHHBIX CPEICTB;
3) anTeyHBIM OpraHU3AIUSAM U BETEPUHAPHBIM allTe€YHBIM OPTaHU3AIUSIM;

4) Hay4yHO-HCCIIeI0BATENbCKIM OpPraHu3alusaM Il Hay4YHO-UCCIIe10BaTENbCKOM paboThI;

5) WHIWBUAYAJIbHBIM MPEANTPUHUMATEIIAM, UMCIOIIUM JIMIICH3UIO Ha q)apMaHeBTI/I‘—IeCKYIO JACATCIIbHOCTDh UJIN
JIMICH3UIO0 Ha MCOAUIUHCKYIO JCATCIbHOCTD;

6) MEeIMLMHCKUM OpraHU3alusM, BETEpUHAPHBIM OpTraHU3alllsIM;



7) opraHu3anusM, OCyIIECTBIISIOINM Pa3BEACHNE, BEIPAILIMBAHUE U COJIEP/KAHNE )KUBOTHBIX.
Cratbs 54. IlpaBuiia onTOBOI TOPrOBJIH JIEKAPCTBEHHBIMH CPeACTBAMH

OnroBas TOProBJId JICKAPCTBCHHBIMU CPCACTBAMH OCYHICCTBIIACTCA MMPOU3BOJUTCIAMU JICKAPCTBCHHBIX CPCACTB
H OpraHu3atusiMu OIITOBOM TOPIroOBJIH JICKAPCTBCHHBIMHU CPEACTBAMMU 110 IIpaBUjIaM, YTBECPKACHHBIM
COOTBCTCTBYHOIIMMHU YIIOJTHOMOYCHHBIMHU q)eﬂepaHLHLIMI/I OopraHaMu HCIIOJIHUTEILHOM BIACTH.

Cratbs 55. IlopsiioK pO3HUYHOM TOPTOBJIM JIEKAPCTBEHHBIMU NMpenapaTaMmu

1. Po3HnyHasi TOproBiis JeKapCTBEHHBIMH MpenapaTaMu B KOJIMYECTBaX, HEOOXOIUMBIX JIIsl BBITOJIHEHUS
BpaueOHBIX ((henpamepcKkux) Ha3HAYCHUH WIIM Ha3HAYCHHUH CIICIUAINCTOB B 00J1aCTH BETEpUHAPHH,
OCYIIIECTBIISICTCS alITEYHBIMU OPTaHU3AIUSIMU, BETEPUHAPHBIMH alITE€YHBIMU OPTaHU3ALUSIMH,
WH/IMBUAYAIbHBIMU TPEATNPUHUMATEIISIMHU, UMEIOIIMMU JIMIICH3HUIO Ha (hapMaIleBTUYECKYIO AESATEIbHOCTbD,
MEAUIIMHCKUMH OpPraHu3alysIMy, UMEIOIIMMHU JTUIEH3UIO Ha (papMalleBTUYECKYIO JIeATeIbHOCTb, U UX
000CO0JICHHBIMU TIOIpa3esIeHUsIME (aMOyIaTOpUAMHU, QebAMEPCKUMH U (HeTbIIIEPCKO-aKyILIEPCKIUMU
MyHKTaMH, HeHTpaMu (OTIeNIeHUsIMHU ) 0011el BpaueOHOM (CeMeHOM ) MPAaKTUKH ), PACIIOIOKEHHBIMH B CEJILCKUX
MIOCEJICHUSX, B KOTOPBIX OTCYTCTBYIOT allTeUHBIC OpraHU3allui, U BETEPUHAPHBIMHI OPTraHU3alUsIMUA, TMCIOITHMH
JUIEH3UIO Ha (papMalleBTUYECKYIO JIeATENbHOCTh. Pa3pelieHa po3HuYHasi TOProBIIs TOJIBKO JeKapCTBEHHBIMU
MpernaparaMu, 3aperucTpupoBanibiMi B Poccniickoin denepaniy nin M3roTOBJICHHBIMH allTEYHbIMU
OpraHU3aIUsIMH, BETEPUHAPHBIMH allTEYHBIMU OPTaHU3AIMSIME, HHINBUAYAIbHBIMU MPEIIPUHUMATEISAMH,
UMEIOIIMMHU JIUICH3HIO Ha (PapManeBTUIECKYIO IEATEIbHOCTb.

2. Bujpl anTevHbIX OpraHU3alyii U MpaBuiia OTIYCKa JIGKAPCTBEHHBIX MPENapaToB ISk MEAUIIUHCKOTO
NPUMEHEHHS alITCYHBIMH OPTaHU3aLUSIMU, WHIAUBUYTbHBIMH TPEINPUHUMATEIISIMA, HMEIOIIUMHE JTUIICH3HIO Ha
(apMarieBTUYECKYIO ACATEIBHOCTb, @ TAKXKE MPABHUJIA OTIYCKA JIKAPCTBEHHBIX MPETapaToB sl MEAHIIMHCKOTO
NPUMEHEHHS MEUITUHCKHUMHU OPTaHU3aIUsIME, UMCIOIIUMH JIMIICH3UI0 Ha (DapMaleBTHYECKYIO IS TEIbHOCTD, U
X 000COOJICHHBIMH TTOPa3IeIEHUSIME (aMOyIaTOpHsIMH, (ENTbIIIEPCKUMU U (PETbAIIepCKO-aKyIIePCKIMU
MyHKTaMH, HeHTpaMu (OTIeNIeHUsIMHU ) o011el BpaueOHOM (CeMeHOM ) MPAaKTUKH ), PACIIOIOKEHHBIMH B CEJICKUX
MIOCEJICHUSX, B KOTOPBIX OTCYTCTBYIOT aliTEYHbIC OPTaHU3aUH, YTBEPKIAAIOTCS YIIOJIHOMOYEHHBIM
dbenepanbHBIM OPraHOM UCTIOTHUTENBHOM BIIACTH.

3. IIpaBuiia oTIycKka HAPKOTUYECKUX CPEJICTB U IICUXOTPOIMHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B KAUECTBE
JIEKapCTBEHHBIX IPENAPATOB, JICKAPCTBEHHBIX IIPENApaTOB, COAECPKAIIMX HAPKOTUYECKHUE CPEACTBA U
MICUXOTPOIHBIE BEIIECTBA, YTBEPKAAIOTCS YIIOJTHOMOYEHHBIM (eiepaibHbIM OpraHOM UCIIOJHUTENBHOM BIIaCTH
II0 COTJIACOBAHUIO C (peiepabHbIM OPraHOM UCIOIHUTENBHOM BIACTH, OCYLIECTBISIOINM (QYHKIUH 110
BbIPa0OTKE roCyAapCTBEHHOM MOJIUTUKH, HOPMAaTUBHO-TIPABOBOMY PETYJIMPOBAHUIO, KOHTPOIIIO U HAA30pY B
cdepe 000poTa HAPKOTUUECKUX CPEJICTB, ICUXOTPOIIHBIX BEIIECTB U UX MPEKYPCOPOB, a TAKXKE B 00JacTH
IIPOTUBOIEUCTBUS UX HE3AKOHHOMY 000pOTY.

4. JlexapcTBEHHbIE MpENapaThl JIsl BETEPUHAPHOIO IPUMEHEHHUS MOJIJIEKAT OTIYCKY BETEPUHAPHBIMU
anTeYHbIMY OPTaHU3aLUIMU, BETEPUHAPHBIMU OPraHU3aLUsAMU, UHIUBUAYaIbHBIMU IIPEAIIPUHUMATEIIAMU,
UMEIOLIIMHU JIMIEH3UI0 Ha (papMalleBTUYECKYIO IeATeIbHOCTh. [IpaBuiia oTycka 1ekapCcTBEHHBIX MPEnapaToB
JUIS BETEpUHAPHOTO IPUMEHEHHUS YTBEPKAAIOTCS YITOJTHOMOUYEHHBIM (pe/iepaIbHbIM OPraHOM HCIIOJIHUTETbHON
BJIACTH.

5. IlepeueHb MEUIIMHCKUX OpraHU3alUil, UMEIOIUX JHIIEH3UIO Ha (apMalleBTUYECKYIO AEATEIbHOCTb, U UX
000Cc00IeHHBIX MTo/Ipa3esieHnit (aMOynaTopui, penbamepckux 1 (peapamepcKko-aKymepeKuX MyHKTOB, IEHTPOB
(oTnenenuit) oOuie BpaueOHOM (CeMeHHON) MPaKTHKH ), PACHIOJI0KEHHBIX B CEIbCKUX MOCEIEHUSIX, B KOTOPBIX
OTCYTCTBYIOT AIITCUHBLIC OpraHrU3allii, a TAKXKC MEPCUCHDb JICKAPCTBCHHBIX ITPEIIapaToOB (3a HUCKIIIOUCHUEM
HapKOTHUYECKUX JIEKAPCTBEHHBIX MPEMapaToB M MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB), MPoiaka KOTOPIX
MOXKET OCYHMECTBIATLECA YKa3aHHBIMU OpraHu3allusaIMi U UX 000Cc00JIEHHBIMUA nmoapasaACICHUAMMU,



YCTaHABJIMBAIOTCS OpraHaMU UCTIOJHUTENIbHON BiIacTH cyObekToB Poccuiickoit @enepanuu.

6. Atiteunrie opraHu3anv, THANBUAYAJIIbHBIC IIPCANIPUHUMATCIIN, UMCIOIINC JIMICH3WUIO Ha (I)apMaLIeBTI/I‘IeCKyIO
JACATCIIBHOCTD, 00s13aHBI 00ecIeYnBaTh YCTaHOBHeHHBIﬁ YIIOJIHOMOYCHHBIM (bCI[epaJ'II)HI)IM OpraHom
HCIIOJIHUTEILHON BIACTH MUHUMAILHBII ACCOPTUMCHT JICKAPCTBCHHLIX ITPCIIapaTos, HGO6XOI[I/IMLIX JUIA
OKa3aHUuA MC,I[I/IHI/IHCKOI‘/'I IIOMOIIH.

7. AnTeunble opraHu3aluy, UHIUBUyalbHbIe IPEANTPUHUMATEIH, UMEIOIIIE TUIEH3UI0 Ha (apMalleBTUYECKYIO
JESTENIbHOCTD, HAPSTY C JICKAPCTBECHHBIMU TperapaTaMyd UMEIOT MIPaBoO MPHOOPETaTh U MPOIaBaATh U3ICITHS
MEAMIIMHCKOTO HAa3HAYEHHU S, Ne3UH(DULIUPYIOIIUE CPEACTBA, IPEIMETHI U CPEJICTBA JINYHOU IMTUEHBI, TOCYAY
JUTSE METUITUHCKUX 1LIEJIeH, TPEIMEThI U CPEICTBA, MPEAHA3HAYCHHBIC TSl YX0/a 3a O0JIbHBIMH,
HOBOPO’KJICHHBIMU U JI€TbMU, HE JOCTUTIIMMHU BO3pacTa TPeX JIET, OUKOBYIO ONTUKY U CPEACTBA yXOJa 3a Hel,
MUHEPATBHBIC BOJBI, IIPOIYKTHI JI€4eOHOT0, JETCKOTO U JUSTHUECKOTO MUTAHUS, OMOJIOTHYECKH aKTUBHBIE
n00aBKH, JeueOHYI0 napproMepHO-KOCMETHYECKYIO MPOIYKINIO, MEIUIIMHCKHAE U CAHUTAPHO-IIPOCBETUTEIIbHbBIE
NIeYaTHBIC U3/IaHUs, IPEeIHA3HAYCHHBIE IS TIPOTaraHbl 3I0pOBOTO 00pasa KU3HHU.

8. JlesTenbHOCTD anTeuHbIX opranuszanuii Boopyxennsix Cui Poccuiickoii @enepanuu, Ipyrux BOMCK,
BOMHCKUX (POPMHPOBAHUI U OPraHOB, B KOTOPBIX 3aKOHOAaTeNbCTBOM Poccuiickoit @enepanuu npeaycMoTpeHo
MPOXOXKACHUE BOCHHOW WJIM MTPAaBOOXPAHUTENBHOM CITY>KObI, periiaMeHTupyeTcst HacTosmuM DeepanbHbIM
3aKOHOM M YTBEPKJICHHBIMUA COOTBETCTBYIOIINMH (heJiepaTbHbIMUA OpTraHAMH UCITOJIHUTEIIBHON BIACTH
nonokeHussMu. KoHTpoIib 3a coOII0IeHreM YKa3aHHBIMH allTe€YHbIMU OPTaHU3AIMSIME MTOJIOKEHUH HACTOSIIIETO
®denepanbHOTro 3aKOHA OCYIIECTBIISIETCS COOTBETCTBYIOIIMME (eepaIbHBIMUA OpraHaMU UCTIOTHUTEIbHON
BJIACTH.

Cratbs 56. U3roToB/IeHHE U OTIYCK JIEKAPCTBEHHBIX MPeNnapaToB

1. U3roroBieHue JICKAPCTBCHHLIX IIPCIIapaTOB alITCYHBIMHU OpraHU3alluAMU, BETCPUHAPHBIMU allTCUHBIMU
opraHusalusaMu, MHAUBUAYaJIbHBIMU NPCANIPUHUMATCIIAMA, UMCIOIIUMHU JIMICH3WUIO Ha Q)apMaHGBTI/I‘-IeCKYIO
ACATCIIbHOCTD, OCYIICCTBJISICTCS 11O pCUCIITAM Ha JICKAPCTBCHHBIC IIPpCIIapaThl, 110 TpC6OBaHI/IHM MCOULIMHCKHX
opraHmauMﬁ, BCTCPUHAPHBIX opraHmauHﬁ B COOTBCTCTBUM C IIpaBHUJIaMH U3TOTOBJICHHA U OTITYCKa
JICKAPCTBCHHBIX NPCIAPATOB, YTBCPKACHHBIMHA YIIOJITHOMOYCHHBIM q)eﬂepaHLHbIM OopraHoM HUCIIOJIHUTEILHOMN
BJIACTH.

2. Ilpu U3roTOBIIEHNY JIEKAPCTBEHHBIX MPENApaTOB allTEUHBIMUA OpraHU3alUsIMHU, BETEPUHAPHBIMU allT€YHBIMU
OpraHu3alUsIMHI, UHIUBUAYAIbHBIMU PEIIPUHUMATEISIMU, UMEIOIIMMU JIMLIEH3UIO Ha (papMalieBTHYECKYIO
JeSITeIbHOCTb, UCTIONB3YIOTCS (papMalleBTUYECKUE CyOCTaHIMH, BKIIFOUEHHBIE COOTBETCTBEHHO B
rOCYJapCTBEHHBIN pPEecTp JICKaPCTBEHHBIX CPEACTB I MEIULIIMHCKOTO IPUMEHEHUS U TOCYIapCTBEHHBIN PEECTP
JIEKapCTBEHHBIX CPEJCTB [UIsl BETEPUHAPHOIO IPUMEHEHKS B YCTAaHOBIEHHOM nopsAake. He nomyckaercs
W3TOTOBJICHHE ANTEYHBIMU OPraHU3ALMAMH, BETEPUHAPHBIMU alITEYHBIMY OPTaHU3ALUAMU, HHINBH1yAIbHBIMH
HpeANpUHUMATENSIMHU, UMEIOIIMMH JIMLEH3UI0 Ha (hapMaleBTHUECKYIO JeSTeIbHOCTD, IE€KapCTBEHHBIX
IIpenaparToB, 3aperucTpupoBaHHbIX B Pocculickont @eaepannm.

3. MapKI/IpOBKa JICKApPCTBCHHBIX NPCIapaToB, U3rOTOBJICHHLIX AlITCUHBIMU OpraHu3alsaIMu, BETCPHUHAPHBIMHA
AIlITCYHBIMU OpraHU3aAlUAMU, UTHAWUBUAYAJIbHBIMU MTPECATIPUHUMATCIIAMU, UMCIOIITNUMU JIMIICH3UIO Ha
q)apMaHeBTI/I‘—IeCKYIO JCATCIIBHOCTD, U O(bOpMJ'IeHI/Ie TaKUX IperapaToB JOJKHBI COOTBETCTBOBATH ITPAaBUJIaM,
YKa3aHHBIM B 4aCTU 1 HaCTOHH_ICﬁ CTaTbu.

4. AniTeyHble OpraHU3aliy, BeTEpUHAPHbIE allTeUHble OpraHN3alui, UHIUBUAYalbHbIE IPEIIPUHUMATENH,
UMEIOIIME JTUICH3HIO Ha (papMalleBTUYECKYIO AeATeIbHOCTh, HECYT OTBETCTBEHHOCTD 32 HECOOIIOACHHE MTPABUIT
M3TOTOBJICHUSI U OTITYCKa JIEKAPCTBEHHBIX MIPENapaToB B COOTBETCTBUH C 3aKOHOJATENLCTBOM Poccuiickoit
denepanuu.



Cratbs 57. 3anpemenue npoaaxu pajabcuPUIUPOBAHHBIX J1eKAPCTBEHHBIX CPEACTB,
HeJ00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(QAKTHBIX JEKAPCTBEHHbIX CPEICTB

[Tponaxa anbcuuupoBaHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEAO0OPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB 3aIPEIIACTCS.

Crarbs 58. XpaHeHuUe JIeKAPCTBEHHBIX CPeICTB

1. XpaHeHue 1eKapCTBEHHBIX CPEJICTB OCYILIECTBISETCS MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX CPE/CTB,
OpraHu3aIMsIMU ONTOBOUM TOPTOBJIM JIEKAPCTBEHHBIMH CPEJICTBAMM, alITEYHBIMU OPraHU3aLUSIMH,
BETEPUHAPHBIMU alITEUHBIMHU OpPraHU3alUsIMU, UHIWBUIyaJIbHBIMU MIPEAIPUHUMATENSIMHU, UMEIOIIUMU
JTUICH3UIO Ha (papMalleBTUYCCKYIO JISATEIbHOCTh WIIN JIMIICH3UIO HA METUITUHCKYIO IS TeIbHOCTD,
MEAUIIMHCKUMH OpPraHu3alusIMy, BETEpUHAPHBIMU OPTaHU3ALMSIMU U HHBIMU OPTaHHU3aIUSIMHU,
OCYIIECTBIISIOUIMMU 00pAIIeHNE JIEKAPCTBEHHBIX CPEJICTB.

2. HpaBI/ma XPaHCHUSA JICKAPCTBCHHLIX CPCACTB YTBCPIKAAOTCA COOTBCTCTBYIOIHUM YITOJJHOMOUYCHHBIM
@eﬂepaﬂBHBIM OpraHnomM HWCIOJHUTEIBHOM BIACTH.

3. XpaHeHrne HApKOTUYECKHUX JIEKAPCTBEHHBIX CPEJCTB, ICUXOTPOIHBIX JICKAPCTBEHHBIX CPEJICTB,
paarodapMareBTHUSCKHUX JICKAPCTBEHHBIX CPECTB OCYIIECTRBISICTCS B COOTBETCTBUU C 3aKOHOIATEIIbCTBOM
Poccuiickoit @enepanuu.

['naBa 11. YHHYTOXKEHME JIEKAPCTBEHHBIX CPE/ICTB
Cratbs 59. OcHOBaHMSA M MOPSAIOK YHUUTOKEHHUS JIEKAPCTBEHHBIX CPeCTB

1. HemoOpokadyecTBEHHBIE JIEKAPCTBEHHBIE CPENICTBA, (hanbcuUIImpoOBaHHbIE JIEKAPCTBEHHBIE CPECTBA
HOJIEIKAT UZBATUIO U3 TPAKIAHCKOT0 000pOTa M YHUUTOXKECHHUIO B IOPSAKE, YCTaHOBICHHOM [IpaBuTeIbCTBOM
Poccuiickoit ®enepannu. OcHOBaHUEM JUTSI YHUUYTOKECHUS JIEKAPCTBEHHBIX CPEJICTB SIBIISIETCS PEIICHUE
BJIaJIeJIblIa JIEKAPCTBEHHBIX CPEICTB, PEIICHUE COOTBETCTBYIOIIETO YITOJTHOMOYEHHOTO (peiepabHOTO OpraHa
UCTIOTHUTEJILHOM BIIACTH WM PEIICHHE Cy/a.

2. KonTpadaxTHbie IeKapCTBEHHBIE CPEICTBA MOIJIEKAT U3BATUIO U3 TPAXKITAaHCKOT0 000pOTa U YHHUTOKEHHUIO
1o pemeHuto cyaa. [lopsaok yHuuTOKeHUsT KOHTpahaKTHBIX JIGKAPCTBEHHBIX CPEICTB YCTAHABIIUBACTCS
IIpaButenscTBOM Poccutickoit @enepanuu.

3. Pacxofpl, CBSI3aHHBIE ¢ YHUUTOKEHUEM KOHTPa(aKTHBIX JIEKApPCTBEHHBIX CPE/ICTB, HETOOPOKAaYeCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB, (habCUPUITIPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, BO3MEIIAIOTCS UX BIACIIBIIEM.

4. Bragenen JeKapCTBEHHBIX CPEJICTB JODKEH MPEICTaBUTh B YIIOJIHOMOUYEHHBIN (hefiepaibHblid opraH
VICIIOJIHUTENIBHOM BJIACTH IOKYMEHT MJIM 3aBEPEHHYIO B YCTAHOBJICHHOM IOPSAKE €r0 KOIHIO, TOATBEPKIAIOLINE
(dakT yHUUYTOXKEHUS JIEKApCTBEHHBIX CPEJICTB.

5. CooTBeTCTBYIOIUI YIOTHOMOYEHHBIN (hesiepaibHbIi OpraH UCTIOJHUTEIbHON BIACTH, IPUHSABIINN pelIeHne
00 YHUYTOXKEHUH JIEKAPCTBEHHBIX CPEJICTB, OCYUIECTBIISIET KOHTPOJIb 32 UX YHUUTOKEHHUEM.

6. YHUUTOXXEHHE JIEKAPCTBEHHBIX CPEJICTB MPOU3BOIUTCS OPTraHU3AIUSIMHU, UMEIOIIUMH COOTBETCTBYIOITYIO
JUICH3UIO, Ha CIIEIMATHHO 000PYIOBAHHBIX TUIOIIAIKAX, IOJMUTOHAX U B CIICIIUATBHO 000pYIOBAaHHBIX
MOMEIICHUSIX C COOTIOZICHIEM TPpeOOBaHU B 00IACTH OXPaHBI OKPYXKAIOIIEH CPe/Ibl B COOTBETCTBUH C
3akoHoaresnbcTBOM Poccuniickoit denepanuu.

7. HapKOTquCKHe JICKApCTBCHHEBIC CPECACTBA, IICUXOTPOITHEIC JICKAPCTBCHHBIC CPC/ICTBA,



paarodapMareBTHIECKHUE JTEKApCTBEHHBIE CPEICTBA YHHUTOXKAIOTCSA B COOTBETCTBUU C 3aKOHOIATEILCTBOM
Poccuiickoit deneparnum.

I'maa 12. IN'ocynapcTBeHHOE peryJiMpoBaHue eH Ha JIeKapCTBEeHHbIE PpenapaThbl 1Jisi MeIUIIHHCKOI 0
NPUMEeHeHUs

Cratbs 60. F()cy}IapCTBeHHOQ PEryjiupoBaHue HE€H HA JJEKAPCTBEHHLIC NIPpeNaparbl 1Jisi MEAUIIMHCKOI'O
NMPpUMCHCHUA

lNocynapcTBeHHOE peryaupoBaHue IIeH Ha JICKAPCTBEHHBIC MPENapaThl Il MEIULUHCKOTO TPUMEHEHUS
OCYIIIECTBIISIETCS TOCPEICTBOM:

1) YTBECPXKACHUA IIEPCUHA )KU3HCHHO HCO6XO,Z[I/IMI)IX M BOKHEHIIINX JICKApCTBCHHBIX IIPECIIapaToB, BKIIIOYCHHBIX B
TakKoi NEpCUCHLb MO MCXKAYHAPOAHBIMU HCIIATCHTOBAHHBIMU UM XUMUYCCKUMU HAMMCHOBAHUAMU U
COOTBETCTBYHOIIHX CICAYIOUIUM KPHUTCPUAM:

a) MPUMEHEHHE KOHKPETHOT'O JICKAPCTBEHHOTO Tperapata JUIst JUarHOCTUKH, MPOMUIAKTUKH, JICUCHUS
3a00JI€BaHuUiA, B TOM YHCIIE TTpeoOIagaronuX B CTpyKType 3aboneBaemoctu B Poccuiickoit denepanuu;

0) MperMyIIeCTBO KOHKPETHOT'O JIEKAPCTBEHHOTO Mpernapara o CPaBHEHHIO C IPYTHUMHU JIEKapCTBEHHBIMU
npenaparaMmu Mpu OnpeeIeHHbBIX 3a0071€BaHNN, CHHIPOME UITU KIIMHUYECKON CUTYAIIHNH;

B) TCPANICBTUYCCKAA OKBUBAJICHTHOCTb KOHKPETHOI'O JICKAPCTBCHHOT'O ITPLCIriapara JICKapCTBCHHBIM IpCriapaTamM
CO CXOXHUM MCXAaHHU3MOM Q)apMaKOJ'IOFI/I‘leCKOFO ﬂeﬁCTBHH;

2) YTBCPKACHUA METOJAUKH YCTAHOBJICHHUS ITPOU3BOAUTCIIAMU JICKAPCTBCHHBIX MIPCIIAPATOB IIPEACIBbHBIX
OTIIYCKHBIX IICH Ha JICKAPCTBCHHLBIC IIPCHIapaThl, BKIIFOUCHHBIC B IICPCUCHDb ) KU3HCHHO HCO6XOI{I/IMI)IX n
BaKHEHIIINX JICKAPCTBCHHLIX IIPCIIapaTOB;

3) rocy1apCTBEHHOM pErucTpaluy YCTaHOBJIEHHBIX IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MPENAapaTOB IPEAEIIbHBIX
OTIIYCKHBIX II€H Ha JIEKaPCTBEHHBIE MPENapaThl, BKIIOUEHHBIE B MTEPeUEHb )KU3HEHHO HEOOXOUMBIX U
BAKHEHILNX JICKAPCTBEHHBIX IIPENApaToB;

4) BeIeHHS TOCY/IApCTBEHHOTO peecTpa MpeieTbHBIX OTIYCKHBIX 1IEH MPOU3BOIUTENCH Ha JIEKApCTBEHHBIC
npenaparhl, BKIIOYSHHbBIE B IIEPEUCHb )KU3HEHHO HEOOXOIMMBIX U BXKHEHUIITNX JIEKAPCTBEHHBIX MTPEMapaTos;

5) yTBepXK/I€HUS METOJIMKN YCTAaHOBJIEHUSI OpraHaMM MCIIOJIHUTENBbHOM BiIacTu cyobekToB Poccuiickoit
®denepanyu nNpeAeabHbIX pa3MEPOB ONTOBBIX HA/I0aBOK U MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX HaJ0aBOK K
(aKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX MpENapaToB, Ha
JIEKapCTBEHHBIE NPENapaThl, BKIIOUYEHHBIE B IEPEUEHb KU3HEHHO HEOOXOUMBIX M Ba)KHEUIINX JIEKaPCTBEHHBIX
IpenapaTos;

6) yCTaHOBJIEHUS MIPE/IEIbHBIX Pa3MEPOB ONTOBBIX HaJOABOK U MPENEIbHBIX Pa3MEPOB PO3HUYHBIX HAJ0aBOK K
(haKTUYECKUM OTITYCKHBIM I[€HAM, YCTAaHOBICHHBIM MTPOU3BOIUTENSIMU JIEKAPCTBEHHBIX MPemapaToB, Ha
JIEKapCTBEHHBIE TIPETapaThl, BKIIFOUCHHBIC B TIEPEUYCHB )KU3HEHHO HEOOXOMMBIX U BAXXHEHIITNX JIEKAPCTBEHHBIX
IIPEIaparos;

7) yTBepKIeHUs TIOPSAIKA BbIIAYH NMPEANUCAHUNA OpraHaM UCTIONHUTENBHOM BIacTu cyObekToB Poccuiickoit
®denepanun 0 TPUBEICHUN B COOTBETCTBHUE C 3aKOHOAATENBCTBOM Poccuiickoit deneparuu pemeHnii 0o
YCTaHOBJICHHUH MPEACTBHBIX Pa3MEPOB ONTOBBIX HAJI0ABOK U MPEACTBHBIX pa3MEPOB PO3ZHUYHBIX HaT0ABOK K
(I)aKTI/IIIeCKI/IM OTHyCKHBIM neHam, yCTaHOBHeHHBIM HpOI/ISBO}II/ITeJ'IﬂMI/I J'IeKapCTBeHHI)IX npenapaTOB, Ha
JIEKapCTBEHHBIE MPEnapaThl, BKIIOUYEHHBIEC B IEPeUeHb KU3HEHHO HEOOXOIUMBIX M BaXKHEUIIIHX JIEKApPCTBEHHBIX



IIPEnapaToB, €CIM OHU IIPUHATHI C HAPYILIEHUEM 3aKOHOAAaTeNbCTBA Poccuiickon denepannu, B MOPsAKE,
yctaHoBlieHHOM [IpaButensctBoM Poccuiickoit denepanuu;

8) HampaBieHHs YIIOJTHOMOYEHHBIM (eIepaIbHBIM OPTaHOM HCIIOTHUTEIBHON BIACTH OpraHaM MCIOJIHUTEIbHON
Biactu cyonekToB Poccuiickoii Denepary MpeAnucanuii o MPUBEJICHUN B COOTBETCTBHUE C 3aKOHOAATEILCTBOM
Poccutiickoii @enepanyy NpUHATHIX C HAPYIICHHEM 3aKOHOAaTeNbCTBa Poccuiickoit deaepanuu pereHuit oo
YCTaHOBJICHHUH MPEACTHHBIX Pa3MEPOB OMTOBBIX HA0ABOK U MPEACIHHBIX PA3MEPOB PO3HUYHBIX HAJOABOK K
[[EHaM Ha JIeKapCTBEHHBIE MPEnapaThl, BKIIIOUEHHBIE B MIEPEUEHb )KU3HEHHO HEOOXOUMBIX M BayKHEHIINX
JIEKAPCTBEHHBIX MPENapPaTOB;

9) OCYHICCTBJICHUA I'OCYAApPCTBCHHOI'O KOHTPOJIA 3a IPUMCHCHUECM LICH HA JICKAPCTBCHHBIC ITPCIIAPAaThI;

10) npuMeHeHus TPEAYCMOTPEHHBIX 3aKOHO1aTeILCTBOM Poccuiickoit deepannu Mep OTBETCTBEHHOCTH 3a
HapYyIICHHUE TOPSIKA IIEHOOOpa30BaHus Ha )KU3HECHHO HEOOXOAMMBIE M BAKHEHIIINE JICKAPCTBEHHBIE MPENapaThl.

Cratps 61. F0cy}13pCTBeHHaH perucrpanus YCTaHOBJICHHBIX NIPOU3BOAUTECIAMHU JICEKAPCTBEHHBIX
npemapaTtoB NpeaecJbHbIX OTITYCKHBIX HEH HA )KU3HCHHO HEOﬁXOI[I/IMbIe H Ba)KHelIme JICKAPCTBCHHbIC
nmpemnapartsl 1 MX IpoAaxka

1. YcTaHoBIEHHBIE IPOU3BOAUTENSMU JIEKAPCTBEHHBIX IPENapaToB MpeeIbHbIE OTIIYCKHBIE IIEHBI Ha
JIeKapCTBEHHbIE MIPEnapaThl, BKIOYEHHBIE B IEpeUeHb )KU3HEHHO HEOOXOIUMBIX U BaXKHEHIIINX JIE€KapCTBEHHBIX
IIpenapaToB, MOUIEXKAT TOCYAAPCTBEHHON PETUCTPALIHH.

2. YcraHoBIlIeHHas MMPOU3BOAUTCIIEM JICKAPCTBCHHBIX IIPCIIAPATOB IMMPEACIIbHAA OTIITYCKHAA [ICHA Ha
HeKapCTBeHHBIﬁ Inpemnapar, BKJIIOYCHHBIN B NEPpCUCHDb JKU3HCHHO H€O6XOIII/IMI)IX 1 BaXKHCHUIIINX JICKAPCTBCHHBIX
nperapaTroB, IMMOAJICIKUT I‘OCYI[&pCTBCHHOﬁ perucrpanuu, €CJInu OHa HC IIPCBLIIIACT pasMCp LOCHBI HA I[aHHbIﬁ
HeKapCTBeHHBIﬁ Inpemnapar, paCC‘-II/ITaHHHﬁ B COOTBCTCTBHUHU C YTBer(HGHHOﬁ B ITOPAAKE, YCTAHOBJICHHOM
HpaBI/ITCJ'IbCTBOM Poccuiickoit CDez[epauI/H/I, MeTO,HPIKOﬁ YCTAHOBJICHUS TPOU3BOAUTCIAAMU JICKAPCTBCHHBIX
npemnaparoB MPCACIbHBIX OTITYCKHBIX LICH Ha JICKAPCTBCHHBLIC IIPCIIapaThbl, BKIIOUCHHLIC B IICPCUCHDb ) KU3HCHHO
H606X0)II/IMBIX U BaKHEUIIMX JICKAPCTBCHHLIX ITPCIIapPaToOB.

3. Hpoz[axca JICKApCTBCHHBIX MPCIAPATOB, KOTOPLIC BKIIFOYCHBI B IICPCUYCHD KU3HCHHO H606XOI[I/IMLIX u
BaKHEHUIIINX JICKAPCTBCHHLBIX NPCIapaTOB U HA KOTOPBIC HE 3apCTUCTPUPOBaAHA YCTAHOBJICHHAA
MMPOU3BOAUTCIIAMU JICKAPCTBCHHBIX NPCIIAPATOB IIPEACIIbHAA OTITYCKHAA LICHA Ha JICKAPCTBCHHBIC ITPCTIapaThl,
BKJIFOUYCHHBIC B MICPCUCHDb JKU3HCHHO H€O6XO)II/IMI>IX 1 BaXKHEHIINX JICKApPCTBCHHLIX NIpCIapaToB, HE
AOITYCKACTCA.

Cratbs 62. I'ocynapcTBeHHBIN peecTp NpefeJbHbIX OTIIYCKHBIX IeH NPOU3BOAMTEICH HA JICKAPCTBEHHbIE
npenaparbl, BKJIOYEHHbIE B lIepevYeHb "KU3HEHHO He00X0IMMBbIX M BasKHEHIIMX JIeKAPCTBEHHBIX

nmpemnaparoB

1. 33p€rHCTpHpOB&HHLI€ MpEaACIbHBIC OTITYCKHBIC [ICHBI HA JICKAPCTBCHHBIC IPCIIapaThl, BKIFOYCHHBLIC B
MEPpCUCHDb ) KU3HCHHO HeO6XOI[I/IMI>IX U BOXKHEHIINX JICKAPCTBCHHLIX MPEIIapaToB, IMOAJICI)KAT BKIIIOYCHUIO B
FOCyJIapCTBeHHBIﬁ peecTp NpEACIbHBIX OTITYCKHBIX LICH HpOPI?;BO}IPIT@J'IGﬁ Ha JICKAPpCTBCHHBIC MPCIIapaThl,
BKJIFOUCHHBIC B MIEPCUCHDb JKU3HCHHO HCO6XOI[I/IMBIX U BaXKHEHILINX JICKApPCTBCHHBIX IPCIIapaTOB.

2.T OcyﬂapCTBCHHLIﬁ peeCTp NPCACIbHBIX OTIITYCKHBIX ICH HpOHBBOI{HTCHeﬁ Ha JICKapCTBCHHBIC ITPCIIApAaThI,
BKJIFOUYCHHBIC B IICPCUCHDb JKU3HCHHO H€O6XOJII/IMI)IX 1 BaXKHEHIIINX JICKAPCTBCHHLIX IMPEIapaToB, COACPKUT B

cebe cienyronryro nHOOPMAIIHIO:

1) HanMeHOBaHKE MPOU3BOIUTEIS JICKAPCTBEHHOTO TIpenapara;
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2) HauMEHOBaHUE JICKAPCTBEHHOTO Tpernapara (MeXIyHapoIHOE HETTaTEHTOBAHHOE MIIM XMMHUYECKOE U TOPTOBOE
HAaWMEHOBAHMS);

3) HOMEp PerucTPaIoOHHOr0 YAOCTOBEPEHHUS JIEKapCTBEHHOTO Mpernapara;

4) nexapcTBeHHast (hopMa ¢ yKazaHHEM JO3UPOBKH JICKAPCTBEHHOT'O MPEerapaTa U ero KOJIWYeCTBa BO BTOPHYHOMN
(MOTpeOUTENBCKOIT) yITaKOBKE;

5) 3aperucTpupoBaHHasl IpeieIbHAs OTIYCKHAs IIeHa B PYOJIsX;

6) 1ata rocyIapCTBEHHON perucTpaluy MpeesibHOM OTIYCKHOW IIEHbI Ha JIEKAPCTBEHHbBIE IIPEnapaThl,
BKIIFOUCHHBIC B MIEPEUCHB )KU3HEHHO HEOOXOJMMBIX M BaKHEHIIINX JICKAPCTBEHHBIX MPENapaToB.

3. 'ocynapcTBeHHast perucTpanys MNpeaeabHbIX OTIYCKHBIX 1IEH HA JIEKAPCTBEHHBIE IIPENapaThl, BKIOYEHHbBIE B
HepeveHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX IIPENapaToB, BEAEHUE rOCYy1apCTBEHHOIO
peecTpa npeenbHbIX OTIIYCKHBIX LIEH IIPOU3BOAUTEIICH HA JICKAPCTBEHHBIE IIPENApaThl, BKJIIOUCHHBIE B
HepeveHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JICKApPCTBEHHBIX IIPENapaToB, OCYLIECTBISIOTCS B MOPSIKE,
ycraHoBieHHOM [IpaBurensctBom Poccniickoit denepanumn.

Crarbs 63. YcTaHOBJI€HHE OPraHAMM UCIOJHUTEIbHOM BJacTH cy0ObeKkTOB Poccuiickoi ®@enepanun
npeebHbBIX pa3MepPOB ONTOBBIX HAI0ABOK U NMpeAeJbHbIX Pa3MepPOB PO3HUYHBIX HA0ABOK K
(pakTHYECKHUM OTNYCKHBIM II€eHAM, YCTAHOBJIEHHBIM MPOU3BOINTEISIMHU JIEKAPCTBEHHBIX NPeNnapaToB, Ha
JIeKapCTBeHHbIE Mpenaparhbl 1Jisi MeIMLIMHCKOT0 MPUMeHeHU s

1. Oprasbl HCIOJTHUTENBHOM BiacTH CyObeKTOB Poccuiickoit denepanyy ycTaHaBIMBAIOT MPEACTbHBIE pa3Mephl
OITOBBIX HA10aBOK U MpPEEIbHbIEC pa3Mepbl PO3HUYHBIX HAJ0aBOK K (PAKTHUECKUM OTITYCKHBIM II€HaM,
YCTaHOBJICHHBIM ITPOM3BOUTENSIMU JIEKAPCTBEHHBIX IIPENIapaToOB, HA JIEKAPCTBEHHBIC IIPENApaThl, BKIIFOYECHHBIC
B IIepeUeHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIINX JIEKapCTBEHHbIX IPENapaToB, B COOTBETCTBUHU C
YTBEPKJICHHOH B NOPsAKE, ycTaHOBIEHHOM [IpaBurenscTBoM Pocculickoit denepanuu, METOIUKON
YCTAHOBJICHHsI OpraHaMU MCIIOJIHUTEIbHOM BiIacTH cyObeKTOB Poccuiickoii denepanun npeenbHbIX pa3MepoB
OMNTOBBIX Ha10aBOK U MPEENIbHBIX Pa3MEPOB POSHUUYHBIX Ha/10aBOK K (PaKTUYECKUM OTITYCKHBIM L[€HaM,
YCTaHOBJICHHBIM IIPOU3BOUTESAMU JIEKAPCTBEHHBIX MPENApaTOB, Ha JICKAPCTBEHHBIE NIPENapaTsl, BKIOYCHHBIE
B [IEPEUYECHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MTPENapaToB.

2. Opranu3zanuy ONTOBOM TOProBIIM U (UJIM) allTEYHbIE OPTaHU3AlUY, UHANBUIyaJIbHbIE IIPEANPUHIMATENH,
UMEIOIIME JTUIEH3HIO Ha (papMalleBTUYECKYIO AEATEIbHOCTb, OCYLIECTBISIOT PEeAIN3aLUIO JIEKAPCTBEHHBIX
[IPENapaToB, BKIIIOUEHHBIX B IIEPEYEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIIINX JIEKaPCTBEHHBIX MIPEnapaTos, MO
[IEHaM, YPOBEHb KOTOPBIX HE MPEBBIIIACT CYMMY (DaKTUUECKON OTIMYCKHOM LIEHbI, YyCTAaHOBJIECHHON
IIPOU3BOIUTEIIEM JIEKAPCTBEHHBIX MIPETIAPaTOB U HE MPEBBIIIAOIIEH 3apETUCTPUPOBAHHON TPEAEIbHOMN
OTITYCKHOMH ILI€HBI, M pa3Mep ONTOBOM HaJ0AaBKH U (MJIM) pa3Mep pO3HUYHON HAa0ABKH, HE MPEBBIIIAIOINE
COOTBETCTBEHHO pa3Mepa MpeiebHONW ONTOBOM Haq0aBKU U (UJIH) pa3Mepa MpeaeabHON PO3HUYHOM Ha0aBKH,
yCTaHOBJICHHBIX B cyObekTe Poccuiickoit denepanyu.

3. Opransl UCNIOTHUTENBHOM BiacTu cyobekToB Poccuiickoit denepannu pa3memarot B ceTd IHTepHeT uinu
OIyOJIMKOBBIBAIOT HH(OPMAIIMIO O 3apPErUCTPUPOBAHHON MpeAeIbHOM OTITYCKHOMU 1IeHe Ha JIEKapCTBEHHbIE
Ipernaparsl, BKIOYEHHbIE B IEpeYeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHMIIINX JIEKapCTBEHHBIX MPENapaToB, 00
YCTaHOBJICHHBIX B cyObekTe Poccuiickoit denepanyu pasmepe rnpeebHON onToBON Hai0aBKu U (MITH) pa3mepe
npesenbHON POZHUYHON HaJA0aBKH K YCTAHOBJIEHHBIM ITPOU3BOIUTENSIMH JIEKAPCTBEHHBIX MIPEnapaToB
(aKTHUECKUM OTIIYCKHBIM IIeHaM Ha JIeKapCTBEHHBIE MPerapaThl, BKIIOUYEHHbIE B IEPEUCHb KU3HEHHO
HEOOXOUMBIX M BaKHEHIIIMX JIEKAPCTBEHHBIX MPENapaToB, U 00 YKa3aHHOW B 4acTH 2 HACTOSILEH CTaTbU
cymme. Mnpopmanus, npeaycMOTpeHHasi HACTOAIIEH 4acThl0, TOJDKHA Pa3MEIIaThCs TAK)KE B allTEYHBIX
OpraHM3aIMsaX B JOCTYIHOM JJIsl CBEACHMSI BCEX 3aMHTEPECOBAHHBIX JIUL (hOpMe U OOHOBIIATHCS MO MEPE €€



OITyOJIMKOBaHUSI.

4. IlpunsaThle C HapyLIEHUEM 3aKoHoaaTeNnbecTBa Poccuiickoil @enepanuu perieHnst OpraHoB UCIIOIHUTEIbHON
BiacTu cyonrekra Poccuiickoit denepannn o0 yCTaHOBICHNUH MPEAEIbHBIX Pa3MEPOB ONTOBBIX HAA0aBOK U
IpeeNbHBIX Pa3MEPOB POSHUYHBIX HA/I0aBOK K 3apETUCTPUPOBAHHBIM IMPEIEIbHBIM OTITYCKHBIM LIE€HAM Ha
JIeKapCTBEHHBIE IIPENapaThl, BKJIOYEHHBIE B IEpeUCHb )KU3HEHHO HEOOXOJUMbIX U BaKHEHIINX J1€KapCTBEHHBIX
IpernaparoB, MOAJIEKAT OTMEHE B CyIeOHOM HOPSJIKE.

I'maBa 13. MoHMTOpPHUHT 0€30MACHOCTH JIEKAPCTBEHHBIX NPeNapaToB, HAXOASAIIMXCHA B 00pallleHun Ha
Teppuropuu Poccuiickoii @enepanun

Cratbs 64. MOHMTOPHHI 0€30IIACHOCTH JIEKAPCTBEHHBIX NIPENapaToB

1. JIekapcTBEHHBIE ITpenapaThl, HaxXoAsIKecs B oOpallieHun Ha Teppuropun Poccuiickoin @enepanuu, noanexar
MOHUTOPHHTY O€30IIaCHOCTH B LEJISX BBISIBICHUS BO3MOKHBIX HETaTUBHBIX IOCIEICTBUNA UX IPUMEHEHHUS,
IPEAYIPEKACHNS ALUEHTOB U UX 3aIUTHI OT IPUMEHEHUs TAKUX IIPEnaparos.

2. MOHUTOPHHT 0€30MaCHOCTH JICKAPCTBEHHBIX MPENapaToOB OCYIIECTBISIETCS YIIOTHOMOUYEHHBIM (peiepatbHbIM
OpraHOM HCHOJHUTENBHOM BIACTH HA BCEX dTarax Ux oOpaiieHus Ha Tepputopuu Poccuiickoit denepanuu.

3. CyOBekThl 0OpaIieHus JIEKapCTBEHHBIX CPEACTB 00s3aHbI COOOIIATh B YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTEIILHON BIIACTH MOPSIKE 000 BCEX CIydasix NOOOYHBIX JACUCTBUI, HE
YKa3aHHBIX B MHCTPYKIIUHU IO IPUMEHEHHIO JISKAPCTBEHHOTO TIPerapaTa, O Cephe3HbIX HEXKEIATSIbHBIX
pEaKIMSX, HENPEABUICHHBIX HEXKEIaTeIbHBIX PEAKIUAX IPH MPUMEHEHHUH JIEKAPCTBEHHBIX MPEIapaToB, 00
OCOOCHHOCTSIX B3aUMO/ICHCTBUS JICKAPCTBEHHBIX NIPETIapaToB C IPYTUMU JICKAPCTBEHHBIMHU ITpeTIapaTamH,
KOTOPbIC OBbLIIH BBISIBIICHBI IPU TIPOBEICHUH KIIMHHYECKUX UCCIICIOBAaHUN ¥ IPUMEHEHHUH JICKAPCTBEHHBIX
IpernapaTosB.

4. 3a HecooOIIeHNE HITH COKPBITHE CBEICHUH, TPEyCMOTPEHHBIX YaCThIO 3 HACTOAIICH CTAaThH, JIUIA, KOTOPHIM
OHH CTaJIM U3BECTHBI IO POAY UX MPO(ECCHOHANBHOM NEeITEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C
3aKoHoAarenbCcTBOM Pocculickoit denepanuu.

5. IlopsinoK OCyIECTBICHHUSI MOHUTOPHHIA O€3011aCHOCTH JIEKapPCTBEHHBIX MPENapaToB, PETUCTPALUU TOOOUHBIX
JENCTBUH, CEPbE3HBIX HEKEIATEIbHBIX PEAKINH, HENPEABUICHHBIX HEXKENATENbHBIX PEAKIIUN IPU TPUMEHEHUN
JIEKapCTBEHHBIX MIPENapaToB, B TOM YUCIIE MIPeICTaBIeHHs] UHPOpMAIK 00 3TOM, yCTaHABIMBAETCS
YIIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOJHUTENIBHON BIacTH.

Cratbs 65. HpI/IOCTaHOB.TIeHI/[e NMPUMECHECHUS JICKAPCTBEHHOI'O IIpeEmapara

[Ipu nonyyennn nHdopmanuy o MOOOYHBIX TEHCTBUSIX, HE YKa3aHHBIX B MHCTPYKIIMH 110 IPUMEHEHHUIO
JIEKapCTBEHHOIO IIpernapara, Cepbe3HbIX HEXENATEIbHbBIX PEAKIUAX, HEIIPEABUAECHHBIX HEXKEIATCIBHBIX
peakuusax Npu NpUMEHEHUH JIEKapCTBEHHOT O Mpenapara, 00 0COOEHHOCTSX €ro B3aUMOAEUCTBUS C IPYTUMU
JIEKapCTBEHHBIMH IIpenapaTamMu, KOTOPbIE MOT'YT MPEACTABIATh YTPO3Y KU3HU WIH 340POBBIO ITALIMEHTOB, a
TaK)Xe CBEJICHHI, HE COOTBETCTBYIOLIUX CBEACHUAM O JIEKAPCTBEHHOM IIperapaTe, COAEpKAIUMCS B
UHCTPYKIIMU TI0 €r0 MPUMEHEHHIO, YITOJTHOMOUYEHHBIN (eiepaabHbIil OpraH HCIOIHUTEIBHOM BIacTh
paccMaTpuBaeT BOIIPOC O BO3MOKHOCTH IMPHOCTAHOBJIECHUS IPUMEHEHUS TAKOTIO JIEKAPCTBEHHOIO Ipenapara B
HOpsi/IKE, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM HCTIOJIHUTENIbHON BIACTH.

Crarbs 66. UndopManust 0 pe3yJibTaTaX MOHMTOPHHIA 0€30MIACHOCTH JIEKAPCTBEHHBIX NPENapaToB

YnonHOMOYEHHBIN (QefepaabHbIil OpraH UCTIOTHUTEIHHOW BIACTH, OCYIIECTBISIOMINA MOHUTOPHHT
0e30MacHOCTH JIEKaPCTBEHHBIX MPENapaToB, HAXOISAIINXCS B 00palleHnu Ha Tepputopun Poccuiickoit



Deneparun, Mo pe3yIbTaTaM MOHMUTOPUHTA pa3MeIIaeT Ha CBOeM ouiinanbHOM caiite B cetu MHTEpHET
MH(GOPMALIMIO O PUHATHIX PEHICHUSIX O BHECEHUU U3MEHEHUS B MHCTPYKIIUIO TI0 TPUMEHEHHUIO JIEKAPCTBEHHOT O
npernapara, 0 IpHOCTaHOBJICHUH IPUMEHEHHS JISKAPCTBEHHOTO Mperapara, 00 U3bATHU U3 00palieHus
JIEKapCTBEHHOT'0 IIperapara Uik 0 BO300HOBJICHUU TPUMEHEHHUS JIeKapCTBEHHOTO Ipernapara.

I'naa 14. Uudopmanms o JeKapCcTBEHHBIX Npenaparax
Cratpsa 67. UH(opmanus o0 JieKapCTBEHHbIX Npenaparax

1. Uadopmarnus o JeKapCTBEHHBIX Mpernaparax, OTIyCKaeMbIX 10 PELEnTy Ha JeKapCTBEHHBIH Mpemnapar,
JIOJDKHA COEPKATHCSA TOJIBKO B CIICHUATU3UPOBAHHBIX U3IaHUAX, IIPEIHA3HAYCHHBIX )11 MEIULIMHCKUX,
(apManeBTUYECKHX, BETEPUHAPHBIX PaOOTHUKOB. MH(pOpMaLus 0 JTeKapCTBEHHBIX Mpernaparax Jyis
CHELMAIUCTOB B 001aCTH 0OpallleHHs JIEKapCTBEHHBIX CPEJICTB MOXKET COAEPIKATHCSI B MOHOTpaUsIX,
CIPaBOYHHUKAX, HAYYHBIX CTAThsIX, B JIOKJIaJaX Ha KOHTpeccax, KOHPEPEeHIHAX, CHMIIO3UYMaX, HAyYHBIX
COBETaX, a TAKXKE B MHCTPYKLHAX 10 IPUMEHEHUIO JICKaPCTBEHHBIX IIPENapaToB.

2. Undopmanius o nekapcTBEHHBIX MpenapaTax, OTIIyCKaeMbIX 0e3 peliernTa Ha JIEKapCTBeHHbIN Mpernapar, MOKeT
COJIePKATHCS B ITYOJHKAIMAX U OOBSABICHUAX CPEJICTB MaCCOBOM MH(OPMAINH, CIICIUATH3HPOBAHHBIX M OOIIHX
MEYATHBIX U3JIAHUSAX, MHCTPYKIUAX 110 IPUMEHEHUIO JIEKapCTBEHHBIX MIPENapaToB, MHBIX U3AAHUIX CYOBEKTOB
oOpalieHus JIEKapCTBEHHBIX CPEICTB. PexiiaMHble MaTepuasl 0 JIEKapcTBEHHOM IIpernapare, OTIrycKaeMoM 0e3
peuenTa Ha JISKapCTBEHHBIN Mpenapar, J0KHbI COOTBETCTBOBATh MHCTPYKIIUU 10 IPUMEHEHUIO
JIEKapCTBEHHOTI'O Tpernapara.

3. JlomyckaeTrcst UCTIONb30BaHUE JTIOOBIX MaTepHAIbHBIX HOCUTEIIEH, MO3BOJISIONINX XPAHUTh, IIEPEIaBaTh U
UCIIOJIb30BaTh MH(OPMALHMIO O JIEKAPCTBEHHBIX IIperaparax 0e3 ee HCKaKeHUsI.

I'naBa 15. OTBeTCTBEHHOCTH 32 HapylIeHHe 3aKOHOAaTeabcTBA Poceniickoii Penepanuu npu odpameHnu
JIEKAPCTBEHHBIX CPE/ICTB H BO3MeIlleHHe Bpe/ia, IPUYMHEHHOI0 3/10POBbIO I'PAXKIAH BCJeICTBHE
NPUMeHeHH JIeKAPCTBEHHBIX NpenapaTroB

Cratbst 68. OTBEeTCTBEHHOCTH 32 HApPYLIeHHe 3aKOHoAaTe/IbLCTBa Poceniickoii ®enepanuu npu odpamennn
JIEKAPCTBEHHBIX CPEACTB

Hapymenue 3akononatensctBa Poccuniickoit @enepariuu npu oopalieH!H JeKapCTBEHHbBIX CPEACTB BIIEUET 3a
co00i1 OTBETCTBEHHOCTh B COOTBETCTBHHM € 3aKOHOAATENbCTBOM Poccuiickoit deneparnuu.

Cratbs 69. Bosmeienue Bpeaa, NPUYMHEHHOT0 310POBbIO I'PaKAaH BCJIECTBHE IPUMEHEHUSs
JIEKapCTBEHHBIX NpPenapaToB

1. I[Tpou3BoauTENb JEKAPCTBEHHOTO Mpernapara 00s3aH BO3MECTUTD BPeJl, IPUUMHEHHBIN 310pOBbIO IPaXaaH
BCJIE/ICTBUE IPUMEHEHUS JIEKapCTBEHHOTO Mpenapara, €Ciiy 10Ka3aHo, 4To:

1) nexapcTBEHHBIN Tpenapar MPUMEHSJICS [0 HA3HAYEHUIO B COOTBETCTBUM C MHCTPYKIUEN IO NPUMEHEHHIO
JIEKapCTBEHHOTO MpernapaTa v MPpUINHON Bpeaa SBUICS BBOJ B TPAXKIaHCKUN 000pOT HETOOPOKAY€CTBEHHOTO
JIEKapCTBEHHOIO Mpernapara;

2) Bpen 3/10pOBbIO MPUYHMHEH BCJIEICTBHUE HEJTOCTOBEPHOM HH(OPMALINY, COAEpIKAIIEeHCs B MHCTPYKLIUHU T10
IIPUMEHEHUIO JIEKAPCTBEHHOIO IIperapaTa, U3JaHHOM IPOU3BOIUTENIEM JIEKAPCTBEHHOTO IIperapara.

2. B ciyuae, eciu BpeJ] 340pOBbIO TPak/laH IPUUMHEH BCIIEACTBHE IPUMEHEHMS JIEKAPCTBEHHOTO IIperapara,
MIPUIIEAIIErO B HETOJHOCTD B PE3YNbTaTe HAPYIICHUS IPABUII XPAaHEHUS JIEKAPCTBEHHBIX CPEACTB, IIPABUII
OITOBOM TOPIOBJIM JIEKAPCTBEHHBIMU IIPENapaTaMu, IIPaBUil OTIIYCKA JIEKAPCTBEHHBIX IIPENapaToB, IPABUI



W3TOTOBJICHHSI U OTITYCKA JICKAPCTBEHHBIX MPEMapaToB, BO3MEIICHUE BPeia OCYIIECTBIISIETCS COOTBETCTBEHHO
OpraHu3aIed ONTOBOM TOPTrOBIIU JIEKAPCTBEHHBIMHU CPEACTBAMHM, AlITEYHON OpraHu3alneil, HIUBHIYyaIbHbIM
npeIIpUHIMATEIEM, UMEIOIUMHU JIUIEH3UIO0 Ha ()apMalleBTHUECKYIO ACITeITbHOCTh WU JIMIIEH3UIO Ha
MEAMIMHCKYIO e TEIbHOCTh, METUIIMHCKOM OpraHu3aiueil, UMeroleH JIMIEH3UI0 Ha (hapMalleBTHUECKYIO
JESTEIIbHOCTH (€€ 000CO0IEHHBIM ToIpas/ienieHneM (amOynaropueit, GenbamepckuM 1 (HebamepeKo-
aKyIIEPCKUM ITYHKTaMHU, LIEHTPOM (OTACICHHEM) 001l BpaueOHOM (CEMEIHOM) MPAKTUKH ), PACIIOJIOKEHHBIM B
CEJIbCKOM TTOCEJICHUH, B KOTOPOM OTCYTCTBYET alTeYHasi OPraHu3aIus), JOMyCTUBITUMHE IPOJIAXy HUITH OTIYCK
TaKOro JIEKapCTBEHHOTO Mpernapara.

3. Bo3menienue Bpena, MpUUMHEHHOTO 3J0POBBIO IPaXK/1aH BCIIECTBUE IPUMEHEHHUS JIEKAPCTBEHHBIX
MpenapaToB UK COBEPILECHUS MPOTUBOMPABHBIX JEHCTBUN CYyObEeKTaMuU OOpaIeHUs JICKAPCTBEHHBIX CPECTB,
OCYLIECTBIISIETCS B COOTBETCTBUHU € 3aKOHOAATENbCTBOM Pocculickoin @enepann.

I'maBa 16. 3ak/a0unTeIbLHbIE MOJ0KEHUS

Crarbs 70. O npU3HAHUM YTPATHBIIMMHU CHJIY OT/I€JIbHBIX 3aKOHOIATEJIbHBIX AKTOB (M0JI0KEeHUH
3aKO0HOJAAaTeIbHBIX aKTOB) Poccuiickoit Mexepanun

HpI/I3HaTb YTpaTuBUIUMH CUITY:

1) ®enepanbhblii 3aKoH 0T 22 uroHs 1998 rona N 86-d3 "O nekapcrBenHbix cpenctBax" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®epepanbubiii 3aKk0H 0oT 2 staBaps 2000 roga N 5-D3 "O BHeceHHH M3MEHEHHS U JOIOIHEHUN B
®epnepanbhbliil 3akoH "O nekapcTBeHHBbIX cpeacTBax” (Cobpanue 3akoHoAarenbeTBa Poccuiickoit denepanuu,
2000, N 2, ct. 126);

3) crateto 40 denepanpHoro 3akona ot 10 suBaps 2003 roga N 15-D3 "O BHeceHUH U3MEHEHUH U JIOTIOTHEHU I
B HEKOTOpBIE 3aKOHOAATeNbHbIE aKkThl Poccuiickoit @enepanuu B cBsi3u ¢ npunatueM denepanpHoro 3akoHa "O
JUIIEH3UPOBAHUH OTACIBHBIX BUIOB AestenbHocTH" (CoOpanue 3akoHomarenbcTBa Poccuiickoit deneparum,
2003, N 2, ct. 167);

4) crarpio 31 ®@enepanvHoro 3akoHa oT 30 uroHs 2003 rona N 86-D3 "O BHeceHNU U3MEHEHUH U JOTIOJTHEHHUH B
HEKOTOpBIE 3aKOHOAATENbHBIE aKThl Poccuiickoil denepanuy, NpU3HAHNN YTPATUBILIMMHU CHILY OTIEJIBHBIX
3aKOHOJATENBHBIX aKTOB Poccuiickoit denepannu, NpeaoCTaBICHUH OTACIBHBIX TAPAHTUI COTPYAHUKAM
OpPraHOB BHYTPEHHHUX JI€JI, OPTaHOB [0 KOHTPOJIIO 32 000POTOM HApKOTHUECKUX CPEACTB U MCUXOTPOMHBIX
BEIIECTB U yNpa3IHAEeMbIX (eiepaabHbIX OPraHOB HAJIOTOBOM MOJIMIIMY B CBSA3H C OCYIIECTBIEHUEM MEP 10
COBEpILEHCTBOBAHUIO rocynapcTBeHHoro ympasineHus" (Codpanue 3akoHoaatenbcTBa Poccuiickoii @eneparum,
2003, N 27, ct. 2700);

5) cratbio 101 denepanbhoro 3akoHa ot 22 aBrycta 2004 rona N 122-®3 "O BHeceHHH U3MEHEHH B
3aKOHOJATENbHBIE akThl Poccuiickoit denepanuy v MPU3HAHUM YTPATUBIIMMU CUITY HEKOTOPBIX
3aKOHOJIaTeNbHBIX akTOB Poccuiickoit denepannu B CBsI3U ¢ NPUHATHEM (efepabHBIX 3aKOHOB "O BHECEHUH
M3MEHEHUH U nonoiaHeHui B @enepanbHbiil 3akoH "O0 00X IPUHLIKIIAX OPraHU3aluy 3aKOHO1aTEIbHbBIX
(MpeIcTaBUTENbHBIX) U UCTIOJHUTENIBHBIX OPraHOB TOCYAapCTBEHHOM BiIacTu cyobekToB Poccuiickoit
Oenepannn” 1 "O6 00MKMX MPUHITUTIAX OPTAHU3AIMKA MECTHOTO caMoympaBiienus B Poccuiickoit deneparnun’
(Cobpanue 3axkonogarenscTBa Poccuiickoit @enepanun, 2004, N 35, cr. 3607);

6) craTbio 28 PenepanbHoro 3akoHa ot 18 nexadps 2006 rona N 231-D3 "O BBeZieHUN B ICHCTBHE YaCTH
yeTBepToit ['paskmanckoro koaekca Poccuiickoit @enepanun" (Cobpanue 3akoHoaaTeNbCTBA Poccuiickoi
Oeneparnun, 2006, N 52, ct. 5497).


http://www.rg.ru/2008/08/25/zakonolicenz
http://www.rg.ru/2004/08/31/samoupravleniye-dok.html
http://www.rg.ru/2006/12/22/kodeks-vvedenie-dok.html

Cratbs 71. BerynuieHue B cuily HacTosiiero ®enepajbHOro 3aK0Ha
1. Hacrosiuuit @enepanbHblil 3aK0H BeTynaeT B cuiy ¢ 1 centsiops 2010 roza.

2. JlekapcTBEHHBIE CPE/ICTBA, 3aPETUCTPUPOBAHHBIC /10 IHS BCTYIUICHUS B cruly HacTosiero denepanbHoro
3aKOHa, MOJIeKAT BKIIOYEHHIO B TOCYIapCTBEHHBIE PEECTPhI JICKAPCTBEHHBIX CPE/ICTB C BHECEHHEM YKa3aHHBIX
B yactu | crateu 33 Hacrosmero deaepanbHOrO 3aKOHA CBEACHHM 00 STUX JICKAPCTBEHHBIX CpelicTBax 0e3
MPOXOKACHUS BHOBD MIPOLEAYPHI TOCYIaPCTBEHHON PEruCcTpalluy JIEKAPCTBEHHBIX MPENapaToB.

3. I'ocynapcTBeHHasl perucTpanys J€KapCTBEHHbIX MIPENapaToB, IPEICTaBICHHBIX Ha YKa3aHHYIO PErUCTpaLiio
JI0 HS BCTYIUIEHUS B CUITy Hacrosiiero deaepaibHOro 3aK0Ha, OCYILECTBIIAETCS B COOTBETCTBUU C HACTOSIIUM
®denepalibHbIM 3aKOHOM HAa OCHOBAHUH JIOKYMEHTOB U JIaHHBIX, IIPEJCTABIECHHBIX J0 JHS BCTYIUIEHUS B CUILY
Hacrosiero deaepaibHOro 3aKoHa.

4. Co nH4 BCTyIuieHUs B cuily Hactosiero @enepanbaoro 3akoHa u 1o 30 anpens 2011 roga BKIFOYUTEIBHO
JIOTTyCKAETCs IPOBEJICHUE SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB IKCIEPTAMH IKCIIEPTHOTO YUPEIKICHUS 10
MPOXOXKACHUS MU aTTeCTallMU B OPSAKE, YCTAHOBICHHOM YIIOJTHOMOUYEHHBIM (peiepaibHbIM OpraHOM
HCITIOTHUTEILHON BIIACTH.

5. Co nHs BeTyIuieHUs B cruty Hacrosimiero @eaepanpHoro 3akona u o 31 gexadps 2013 roga BKIIOYUTEIHHO
OCYIIECTBIISIETCS TIEPEX0/] K POU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C MPaBUIIAMU OpraHU3alluu
IIPOM3BOJICTBA U KOHTPOJISI KAUECTBA JIEKAPCTBEHHBIX CPE/ICTB, YKa3aHHBIMU B YacTu | craThu 45 HacTosIIero
®denepallbHOTO 3aKOHA, B MOJTHOM 00beme. CpoKu Iepexo/ia MPOU3BOCTBA JIEKAPCTBEHHBIX CPEICTB K UX
IIPOU3BOJICTBY B COOTBETCTBUU C KOHKPETHBIMU TPEOOBAHUSAMU JAHHBIX MIPABUII, BKJIIIOUYAsi CPOKU aTTeCTAlluU
YIIOJTHOMOYEHHBIX JIUII, YKA3aHHBIX B 4acTAX 6 u 7 ctaThu 45 HacTrosero denepalbHOrO 3aK0Ha,
ycranaBinuBaroTcs [IpaButensctBoM Poccuiickoit @enepannm.

6. JInneH3un Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BhIIaHHbIE 10 | ssHBaps 2014 roxa, neiicTBytoT nocie 1
saHuBaps 2014 roga 10 ucTedeHUs cpoKa UX JAEUCTBUS IIPU YCIIOBUU COOTBETCTBHS JIMLIEH3MATa IPaBUIamM
OpraHHU3aIH POU3BOJICTBA U KOHTPOJIS KauecTBa JIGKAPCTBEHHBIX CPEICTB, YKA3aHHBIM B 4acTH 1 cTatbu 45
HacTosiero denepaabHOTO 3aKOHA.

IIpe3unent Poccuiickoit @enepanun

JI. MenBenen



