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OO0 oOpaleHuH JIEKAPCTBEHHBIX CPEACTB (C
U3MeHeHUusIMU Ha 22 okTsa0pa 2014 roxa)
(penaxkuus, neucreyoinas ¢ 1 asusapsa 2015
roaa)

I'maBa 1. O0uue nonoxxeHus
Crarps 1. [Ipenmer perynupoBanus HacToslero denepaabHOro 3aKkoHa

1. Hactosammit denepanbHplil 3aKOH PETYJINPYET OTHOIIECHHUS, BOSHUKAIOIIUE B CBSI3U C
oOpalieHueM - pa3paboTKOM, JOKIMHUYECKUMHU UCCIIeI0BaHUAMHU, KINHUYECKUMU
UCCIIEI0OBAHMUAMU, IKCIIEPTU30M, TOCYAAPCTBEHHON PErUCTPALMEN, CO CTaHAAPTU3ALUEN U C
KOHTPOJIEM Ka4ecTBa, IPOU3BOACTBOM, U3TOTOBIICHUEM, XPAaHEHHEM, IIEPEBO3KOM, BBO30M B
Poccuiickyro @enepannro, BeIBo30M U3 Pocculickon @enepanuu, pekiiaMoi, OTIIyCKOM,
peanusanuei, nepesaden, IPUMEHEHUEM, YHUUYTO)KEHUEM JIEKapCTBEHHBIX CPEICTB.

2. Hacrosimuii denepanbHblil 3aKOH yCTaHABIMBAET MIPUOPUTET TOCYIAPCTBEHHOTO
peryaupoBaHus 0€30MaCHOCTH, KayecTBa M 3(h(hEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPH UX
oOpareHumu.

Cratbs 2. Cdepa npumeneHus Hactosiero OenepaabHOro 3aK0Ha

Hacrosimuit denepanbHblii 3aKOH IPUMEHSAETCS K OTHOIIEHUSM, BOZHUKAIOIIUM IIPU 00pallieHun
JIEKapCTBEHHBIX CPEJICTB Ha TeppuTopun Poccuiickoit denepanuu.

Cratbs 3. 3aKOHOIATENBCTBO 00 0OpaIeHNH JIEKAPCTBEHHBIX CPEICTB

1. 3akoHOAATENHCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEICTB COCTOUT U3 HACTOSILIETO
®denepallbHOTO 3aKOHA, IPYTUX (heaepaabHbIX 3aKOHOB M MHBIX HOPMATHUBHBIX MPAaBOBBIX aKTOB
Poccuiickoit @enepanuu.

2. lleiictBue HacTosmiero denepalbHOTO 3aKOHA PACIIPOCTPAHIETCS HA O0paleHue
HAapKOTUYECKUX JICKAPCTBEHHBIX CPEACTB U IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB C YUETOM
0CcOOEHHOCTEH, yCTaHOBJICHHBIX 3aKOHOaTeIbCTBOM Poccuiickoit depepannn 0 HApPKOTHUECKUX
CpEICTBaX, ICUXOTPOITHBIX BEHIECTBAX U 00 HX MpeKypcopax.

3. HeiicTBue Hacrosero deaepaibHOr0 3aK0HA PACIIPOCTPAHSIETCS Ha OOpaIieHue
panuodapmManeBTHYECKUX JIEKAPCTBEHHBIX CPECTB C YIETOM OCOOCHHOCTEH, YCTaHOBICHHBIX
3aKoHO1aTeIbLCTBOM Poccuiickoii deneparu B 001acTu o0ecrieueHus paarnalioOHHON
0€30I1aCHOCTH.

4. Ecnu MexayHapoIHbIM 10roBopoM Poccuiickoi denepauny yCTaHOBJIEHBI MHBIE TTPAaBUIIA,
4YCM TC, KOTOPBIC ITPECAYCMOTPCHBI HACTOSAIIUM CDeIlepaHLHLIM 3aKOHOM, IPUMCHAIOTCA IIPpaBUJIa
MEX1YHapOAHOIO JOrOBOpA.



5. B Poccuniickon ®denepanuy B COOTBETCTBUH ¢ MEXAYHAPOAHBIMU JOrOBOpamu Poccuiickon
®denepanuu U (MJIM) Ha OCHOBE MPUHIUIIA B3aUMHOCTH NIPU3HAIOTCS PE3YNIbTaThl KIMHUYECKHX
MCCJIEIOBAaHUM JIEKapCTBEHHBIX MTPENapaToB JIUIsl MEAULIMHCKOIO IPUMEHEHUS, IPOBEACHHBIX 3a
npenenamu teppuropun Poccuiickoit deneparum.

Cratba 4. OCHOBHBIE MOHATHSA, UCIIOJIb3YEMbBIC B HACTOAIICM CDe,I[epaJ'IBHOM 3aKOHC
I[J'IH ueneﬁ HaCTOAIICTO CDez[epaJILHoro 3dKOHa HMCIIOJIB3YIOTCA CIICAYIOMIUEC OCHOBHBIC ITOHATHA

1) nekapcTBEHHBIE CPEJICTBA - BEIIECTBA WIIM UX KOMOWHAITUH, BCTYTIAIOIINE B KOHTAKT C
OpPraHU3MOM YeJIOBEKa WIIH KHBOTHOTO, IIPOHUKAIOIINE B OPTaHbl, TKAHH OPTaHU3Ma YeIOBeKa
WJIH JKUBOTHOTO, TIPUMEHSIEMBIC IS TPO(DHIIAKTUKH, TUATHOCTHKY (32 HCKIIFOUCHUEM BEIIECTB
WINA UX KOMOWHAIINNA, HE KOHTAKTUPYIOIIMX C OPTaHU3MOM YEJIOBEKa MITH JKUBOTHOTO), JICUCHUS
3a00JIeBaHUs, PEAOWITUTALIAH, 1Tl COXPAHCHUS, IPEOTBPAIIICHUS WU TIPEPHIBAHUS
OEepeMEHHOCTH | MOJYYCHHBIC U3 KPOBH, TUIA3MbI KDOBH, U3 OPTraHOB, TKAHEW OpraHu3Ma
YeJI0BEKa WIIH KUBOTHOTO, PACTEHUH, MUHEPAJIOB METOJJaMH CHHTE3a WU C TPUMCHEHHEM
OMOJIOTUYECKUX TeXHOJIOTUH. K IekapCTBEHHBIM CpelICTBAM OTHOCSTCS (hapMalleBTHUCCKUE
CyOCTaHIIMY U JICKAPCTBCHHBIE TIPENapaThl;

2) dpapmarneBTHyYecKre CyOCTaHIINY - JIEKAPCTBEHHBIE CPEACTBA B BUJIE ACHCTBYIOIIUX BEIIECTB
OMOJIOrNYECKOr0, OMOTEXHOIOITMUECKOT0, MUHEPAILHOTO WIIM XUMHUYECKOT0 IMTPOUCX0XKICHHUS,
obuanarommue GpapMaKkoIOrHuecKoil aKTUBHOCTBIO, IPEeTHA3HAYECHHBIE JUIs IIPOU3BO/ICTBA,
U3IOTOBJICHUS JIEKApPCTBEHHBIX IPENapaToB U ONpeAesstomne X 3pPeKTUBHOCTD;

3) BCIIOMOI'aT€JIbHBIC BCIIECCTBA - BEHIECCTBA HCOPIraHUYCCKOI'0 UJIK OPraHu4CCKOro
MMPOUCXOKACHUA, UCITOJIB3YCMBIC B ITPOLCCCE NPOU3BOACTBA, U3TOTOBJICHUA JICKAPCTBCHHBIX
npenaparTroB AJid IIPUJAHUSA UM H€O6XO,I[I/IMBIX (1)H3I/IKO-XI/IMI/ILIGCKI/IX CBOﬁCTB;

4) nekapCTBEHHBIE IPENAPaTHI - JIEKAPCTBEHHBIE CPEJICTBA B BUJIE JICKAPCTBEHHBIX (hOpM,
pUMEHsieMble I NPOQUIAKTUKH, IUaTHOCTUKH, JIEYeHUs 3a00J1eBaHus, peaOuInTaluu, A7
COXpaHEeHHMsI, IPEAOTBPALLCHUS WIN TPEpbIBaHUs OEPEMEHHOCTH;

5) nekapcTBeHHast GopMa - COCTOSIHUE JICKAPCTBEHHOTO Mpernapara, COOTBETCTBYIOIIEE
croco0aM ero BBEJCHUS U IPUMEHEHHUS U 00eCTIeUnBaroIIee JOCTHIKEHNE He0OOX0MMOTO
nedeOHoro 3¢ dekTa;

6) IepevYeHb KU3HEHHO HEOOXOAMMBIX U BOKHEHIIINX JIEKAPCTBEHHBIX MPENAPATOB - €KETOTHO
yTBepkaaemslil [IpaBurensctBoM Poccuiickoit @enepaluu nepeueHb JIEKapCTBEHHBIX
MpernapaToB ISl METUITUHCKOTO MPUMEHEHHS, 00EeCTIeYNBAIOIINX TPHOPUTETHBIE MOTPEOHOCTH
3/IpaBOOXpaHEHUS B IENIAX MPOPUIAKTUKH U JIeUeHUs 3a00JIeBaHUN, B TOM YHCIIE
npeodiagaroIrX B CTPYKType 3aboneBaemoctu B Poccuiickoit @eneparuuy;

7) IMMYHOOHOJIOTUYECKHE JICKAPCTBEHHBIC TIPENapaThl - JICKApCTBEHHBIC MTPETIapaThl
6I/IOJIOFI/I‘-IGCKOFO MPOUCXOKACHUA, TPCAHAZHAYCHHBIC IJI1 UMMYHOJIOTUYCCKUX JUArHOCTUKH,
PO UITAKTUKH U JICYCHUS 3a00JICBaHUM;

8) HapKOTUYECKHE JICKAPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIE MIPEMapaThl U apMaIieBTUUECKHE
cyOcTaHIH, coiepKallue HApKOTHIECKUE CPEICTBA U BKIIIOUEHHBIC B [lepeueHb
HApKOTUYECKUX CPEACTB, ICUXOTPOIHLIX BEIIESCTB U UX HPEKYPCOPOB, MOUIEKAIIMX KOHTPOJIIO
B Pocculickoit Penepannu, B COOTBETCTBUM C 3aKOHOAATENLCTBOM Pocculickoit @enepanuu,
MEXKIYHapOAHbIMU JoroBOopaMu Poccuiickoit denepannu, B ToM yucie EAuHoN KOHBEHIIHEHR O
HapKOTUYeCKuX cpencrrax 1961 roaa;




9) ICUXOTPOIHBIE JICKAPCTBEHHBIC CPEIICTBA - JIEKAPCTBECHHBIC IIPETIapaThl U papMaleBTUICCKUE
cyOcCTaHIMH, coiepKallue TICUXOTPOIHbBIE BEIIECTBA U BKIIOYCHHBIE B [lepeyeHb
HApKOTUYECKUX CPEACTB, ICUXOTPOIHBIX BEIISCTB M UX IPEKYPCOPOB, MOIJICKAIIMX KOHTPOIIIO
B Poccuiickoit denepalivu, B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu,
MEXIYHApOAHBIMU JToroBopamu Poccuiickoit @enepannu, B ToM yncie Konsenuuen o
ICUXOTPOMIHEIX BemecTBax 1971 roaa;

10) pagrodapmarieBTHUECKHE JIEKaPCTBEHHBIE CPECTBA - JIEKAPCTBEHHBIE CPEICTBA, KOTOPHIE
coJiepKat B TOTOBOM ISl UCTIOJIB30BaHUs (JOpME OJTUH PaJIMOHYKIIN] HITH HECKOJIBKO
PaIMOHYKIIUIOB (PalOaKTUBHBIX U30TOIOB);

11) opurnHanbHOE JEKAPCTBEHHOE CPENICTBO - JICKAPCTBEHHOE CPENICTBO, COJIEpPIKAIIEe BIIEPBBIE
MOJTyYEHHYIO (papMalleBTUUECKYIO CYOCTAHIIMIO MITM HOBYIO KOMOMHAIMIO (hapMaIieBTUIECKUX
cyocraHIuii, 3 HEeKTUBHOCTH U OE30MACHOCTh KOTOPBIX MOITBEPKIACHBI PE3YJIbTaTaMH
JTOKJIMHUYECKUX MCCIICIOBAHUH JICKAPCTBEHHBIX CPEJICTB M KIIMHUYSCKUX UCCIICIOBAHUIN
JICKApCTBEHHBIX TPENapaToB;

12) Bocnipon3BeAEHHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPENICTBO, COZEpKAILEE
TaKylo ke (papManeBTHYECKyI0 CyOCTaHILIMIO UM KOMOMHAITUIO TaKUX ke apMalleBTUYECKUX
cyOcCTaHIMl B TaKOM ke JIEKapCTBEHHOH (hOpMe, UTO U OPUTHHAIILHOE JIEKAPCTBEHHOE CPEICTBO,
U TIOCTYyTHMBILIEE B 00pallieHre Nocie MOCTYIJICHHS B 00palieHue OPUTHHAIBHOTO
JIEKapCTBEHHOI'O CPECTBA;

13) nekapCTBEHHOE PACTUTEILHOE CHIPHE - CBEKHE WM BBICYIIEHHBIC PACTEHHUS JINOO UX YaCTH,
UCIIOJIB3YEMBIE [IJIs IPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB OPraHU3aLMAMU - IPOU3BOIUTEIAMU
JIEKAPCTBEHHBIX CPEJICTB UJIM U3TOTOBJICHHS JICKAPCTBEHHBIX IIPENIApPATOB allTEYHBIMU
OpraHu3anusAMU, BETEPUHAPHBIMU alITEYHBIMU OPraHU3aLUAMU, UHAUBUAYaIbHBIMU
NpeANpUHIMATENISIMU, UIMEIOIMMH JIMLIEH3UI0 Ha (hapMaleBTHUECKYIO e TebHOCTD;

14) nexapcTBEHHBIN PaCTUTENbHBIN IpeNapar - JIEKAPCTBEHHBIN IIpenapaT, IPOU3BEAECHHbIN UITN
M3TOTOBJICHHBIN U3 OJTHOTO BHJIA JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPbS MIIM HECKOJIBKUX BUIOB
TaKOTO CBIPBSI ¥ peaATM3yeMbIii B pac)aCOBAaHHOM BHUJIE BO BTOPUYHOMN (TIOTPEOUTETHCKOM )
YIIaKOBKE;

15) romeonaTuyeckoe JEKapCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPE/ICTBO, MPOU3BEACHHOE MITH
W3TOTOBIICHHOE T10 CIICIUATLHON TEXHOJIOTHH;

16) Mexx1yHapOAHOE HENATEHTOBAHHOE HAUMEHOBAHKE JIEKapCTBEHHOT'O CPEJICTBA -
HalMEHOBaHUE (apMalleBTUYECKON CyOCTaHIINH, peKOMEHI0BaHHOEe BeceMupHoii opranuzanueit
3IpaBOOXPaHEHUS;

17) ToproBoe HaMMEHOBAaHHE JIEKAPCTBEHHOTO CPECTBA - HANMCHOBAHHE JICKAPCTBEHHOTO
Cpe/CTBa, MPUCBOCHHOE €0 Pa3padOTUUKOM;

18) obmras (hapmakorieifHas CTaThs - TOKYMEHT, YTBEPKICHHBIN YITOJTHOMOYEHHBIM
dbenepanbHBIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH U COJICPIKAIIUN TIepeUeHb IMOKa3aTenei
KadecTBa U (MJIM) METOJI0B KOHTPOJIS KaueCcTBa KOHKPETHOM JIEKapCTBEHHOU (POPMBI,
JIEKaPCTBEHHOTO PACTUTEIBHOTO CHIPBSI, OMMCAHUS OUOIOTHUECKUX, ONOXUMUIECKHX,
MUKPOOHOJIOTHYECKUX, (PU3UKO-XUMUUECKUX, GU3NUECKUX, XUMHUUECKUX U IPYTHUX METOJI0B
aHaJM3a JIEKApCTBEHHOT'O CPEJICTBA JJIsi MEAUIIMHCKOTO MPUMEHEHHUSI, a TaKXKe TpeOOBaHUS K
HCIIOJIb3YEMBIM B LIEJISIX TPOBECHUS JAHHOTO aHAJIM3a PeakTUBaM, TUTPOBAHHBIM pacTBOpaM,
WHINKATOPaM;



19) hapmakoneitHas cTaThs - JOKYMEHT, YTBEPKACHHBIA YITOJIHOMOYEHHBIM (eiepaTbHbIM
OpPraHOM HCIOJHMTEIBHOM BIACTU M COZIEprKallUi epeueHb oKa3zaTeiell kKauecTBa U METO/10B
KOHTPOJISI KaueCTBa JIEKAPCTBEHHOT'O CPEACTBA ISl MEIULIMHCKOIO IPUMEHEHUS;

20) HopMaTHUBHAsI TOKYMEHTALUA - IOKYMEHT, COJIEpKalll1il IepedyeHb ONPEeNIIEMBbIX 10
pe3ysbTaTaM COOTBETCTBYIOIIMX DKCIIEPTU3 NOKA3aTENIeH KaueCTBa JIEKAPCTBEHHOTO CPENICTBA
JUISL MEAULIUHCKOTO IIPUMEHEHHU I, METOJ0B KOHTPOJIS €r0 Ka4eCTBA U YCTAaHOBJICHHBIN €TI0
IIPOU3BOIUTEIIEM;

21) HOpMaTUBHBIN JOKYMEHT - JOKYMEHT, COIep KAl IepeYeHb OIMpeIesieMbIX 110
pe3yabpTaTaM COOTBETCTBYIOIIUX SKCIEPTHU3 MTOKa3aTeNiel KauecTBa v (MJIu) METOJIOB KOHTPOJIA
KayecTBa JIEKApCTBEHHOU (DOPMBI, ONTUCaHUS OUOIIOTUYECKUX, ONOXUMUYECKHX,
MUKPOOHOIIOTHYECKUX, (PU3UKO-XUMUIECKHX, (PU3NIECKUX, XUMHUYECKHUX U IPYTHX METOJIOB
aHaJIM3a JIEKapCTBEHHBIX CPE/ICTB ISl BETEPUHAPHOTO MPUMEHEHUSs, TpeOOBaHuUs K
MCIIOJIB3YEMBIM B IIEJISIX MMPOBEACHUS JAaHHOTO aHAJIN3a PEaKTUBAM, TUTPOBAHHBIM pPacTBOpaM,
WHAMKATOpPaM M YCTaHOBIICHHBIN €ro MPOU3BOIUTEIIEM;

22) KauecTBO JICKAPCTBEHHOI'O CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPE/ICTBA
TpeOoBaHUsM (apMaKonerHol cTaTbu 1100 B cliyyae €€ OTCYTCTBUSI HOPMaTUBHOM
JAOKYMCHTAIIUU UJIM HOPMATUBHOI'O NJOKYMCHTA,

23) 0e3011acHOCTD JIEKaPCTBEHHOI'O CPEJCTBA - XapAaKTEPUCTHUKA JIEKAPCTBEHHOTO CPEJICTBA,
OCHOBaHHAsl Ha CPAaBHUTEJIILHOM aHanu3e ero 3(Gp(ekTHBHOCTH U prUCKa IPUYMHEHHS Bpea
3/I0POBBIO;

24) 3¢ exTUBHOCTH JIEKAPCTBEHHOTO IIpenapaTa - XapaKTepHCTUKa CTEIIEHH MOJIOKUTEITEHOTO
BJIMSIHUSA JIEKAPCTBEHHOTO IIperapara Ha TeUeHHe, IPOL0JIKUTEIbHOCTh 3a00JI€BaHUS WIIN €T0
Npe0TBpalleHne, peabnuInTaIuio, Ha COXpaHeHUE, TPEeI0TBpAIlleHIE W TPEepPhIBaHUE
OEpEeMEHHOCTH;

25) cepus JIEKapCTBEHHOTO CPEICTBA - KOJUYECTBO JIEKAPCTBEHHOTO CPEJICTBA, TPOU3BEICHHOE B
pe3yNbTaTe OJJHOTO TEXHOJIOTHYECKOIO IIUKIIA €r0 MPOU3BOAUTENEM;

26) perucTpalioHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO IIpernapara - J0KyMEHT,
MOJTBEPXK AN (HaKT rOCYIapCTBEHHON PErUCTpaluy JIEKapCTBEHHOTO MIpernapara;

27) perucTpaliioHHBII HOMEp - KOJ10BO€ 0003HauEHHE, IPUCBOCHHOE JIEKAPCTBEHHOMY
npenapary Ipy ero rocy1apcTBEHHON perucTpanuy;

28) obparieHHe JTEKapCTBEHHBIX CPEACTB - pa3padoTKa, TOKIMHUYECKUE UCCIIeIOBAHUS,
KIIMHUYECKHE UCCIIeI0BaHuUs, DKCIIePTU3a, TOCYJapCTBEHHAs PETUCTPAalMs, CTaHAApTU3ALUS U
KOHTPOJIb KaueCTBa, IPOM3BOACTBO, U3TOTOBIIEHUE, XPaHEHHE, IEPEBO3KA, BBO3 B Poccuiickyro
®enepanuio, BbIBO3 U3 Poccuiickoit @enepanuu, pekiiama, OTIyCK, peann3aius, rnepeaaya,
IPUMEHEHNE, YHUUTOXKEHUE JIEKAPCTBEHHBIX CPEACTB;

29) cyOBeKTHl 0OpalIeHus JIEKAPCTBEHHBIX CPENICTB - (U3NYECKHE JIUIA, B TOM YHCIIE
MHIUBHTyaJIbHBIC IPEIPUHUMATENH, U IOPUIMYECKHE JIUIA, OCYIIECTBISIOMHNE eI TEIbHOCTD
npu 00paIIeHNH JIEKAPCTBEHHBIX CPEJICTB;

30) pa3paboT4HK JEKapCTBEHHOIO CPEACTBA - OpraHu3aIus, obagaronias mpaBaMy Ha
PE3YyIbTaThl AOKIIMHUYCCKUX I/ICCJ'IGIlOBaHI/II\/'I JICKApCTBCHHOTO CPCACTBA, KIMHUYCCKUX



HCCIICIOBaHUM JICKApCTBCHHOT'O IIpeIiapara, a TAaKXKE€ Ha TCXHOJIOTUIO ITPOU3BOJACTBA
JICKAPCTBCHHOT'O CPCACTBA,

31) npon3BOJICTBO JEKAPCTBEHHBIX CPEACTB - JESATEIBHOCTD 110 IPOU3BO/ICTBY JEKapCTBEHHBIX
CPEJCTB OPraHU3alUSIMU - IPOU3BOJUTENSIMHU JIEKAPCTBEHHBIX CPEJICTB HA OJHOW CTaJNH,
HECKOJIbKUX MJIM BCEX CTAIUSAX TEXHOJOTHYECKOTro MpoLecca, a TAaKXkKe [0 XPaHEHHIO U
peanu3aiuy Npou3BeACHHbIX JEKAPCTBEHHBIX CPENICTB;

32) npou3BOANTEND JIEKAPCTBEHHBIX CPEICTB - OPraHU3allNsl, OCYIIECTBIAIONIAs IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUM € TPEOOBaHUAMU HacTosllero denepanbHOTo 3aKOHa;

33) papmaneBTHUECKAS NEATETHHOCTD - EATEIBHOCTD, BKITFOYAOIAs B CEOSI ONTOBYIO TOPTOBITIO
JICKApCTBECHHBIMH CPEJICTBAMHU, MX XPAHEHUE, IEPEBO3KY U (M) POSHUYHYIO TOPTOBITIO
JIEKapCTBEHHBIMH IIpelapaTaMy, UX OTIIYCK, XpaHEHHE, IIEPEBO3KY, U3TOTOBICHUE
JICKapCTBEHHBIX TPENapaToB;

34) opranu3zanus ONTOBOM TOPTOBIIU JEKAPCTBEHHBIMH CPEICTBAMU - OPTaHU3alINs,
OCYIIECTBIISIIOIIAs ONITOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEICTBAMU, UX XPaHEHHUE, IIEPEBO3KY
B COOTBETCTBUU C TpeOoBaHUAMHU HacTosAlero denepanbHOro 3aK0Ha;

35) anTeuyHast opraHu3anus - OpraHu3alus, CTpPYKTypHOE MoApa3iesieHue MeAULIUHCKON
OpraHM3alH, OCYIIECTBIIAIOIINE POSHUUHYIO TOPrOBIIIO JIEKAPCTBEHHBIMU IIpENapaTaMu,
XpaHEeHHe, IePeBO3KY, U3TOTOBJICHUE U OTIIYCK JIEKAPCTBEHHBIX MIPENapaToB JUIsl MEAULIUHCKOTO
IPUMEHEHHUS B COOTBETCTBUU C TpeOOBaHUAMHU HacTodAlero denepaibHOro 3aK0Ha;

36) BeTepuHapHas anTeuyHas OpraHU3alus - OpraHu3alus, CTPyKTypHOE MoIpa3/iesieHre
BETEPUHAPHON OpraHU3al1y, OCYLIECTBIISIOIINE POSHUUHYIO TOPrOBIIO JIEKAPCTBEHHBIMU
npenaparamu, XpaHEeHUE, U3rOTOBJIEHNE U OTITYCK JIEKAPCTBEHHBIX MTPENapaToB I
BETEpUHAPHOTO MPUMEHEHHUS B COOTBETCTBHH € TpeOOBaHUSIMHU HacTosero deaepaabHOro
3aKOHa;

37) dbanscudunpoBaHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTRO,
COIIPOBOKJaEMO€ JIOKHON HH(POpMAIUei o ero coctase U (MIIM) MPOU3BOIUTEIE;

38) HenoOpokauecTBEHHOE JIEKAPCTBEHHOE CPEJCTBO - JIEKAPCTBEHHOE CPEJICTBO, HE
COOTBETCTBYIOIIIEE TpeOOBaHUAM (papMaKOTIEHHOM CTaThH TNOO B CIIy4ae €€ OTCYTCTBUS
TpeOOBaHUSAM HOPMAaTUBHON JOKYMEHTAIIMU WJIM HOPMAaTUBHOTO JOKYMEHTA,;

39) koHTpadaKTHOE JIEKapCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOSIIEECs B
000poTE ¢ HAPYIICHHEM IPAXKIAHCKOTO 3aKOHOJATENIbCTBA;

40) TOKJIMHUYECKOE UCCIIEIOBaHUE JICKAPCTBEHHOTO CPE/ICTBA - OMOJIOTUYECKHUE,
MHUKPOOHOIOTHYeCKHEe, MIMMYHOJIOTHYECKHE, TOKCUKOJIOTHYECKHE, (hapMaKOJIOTHIECKHUE,
¢u3nveckre, XMMHUUECKUE U APYTHe UCCIIEAOBAHUS JIEKAPCTBEHHOI'O CPEACTBA IyTEM
IPUMEHEHHs HayYHbIX METO0B OLIEHOK B LIEJISX MOJIy4eHHs J0Ka3aTeIbCTB 0€30M1acHOCTH,
KadyecTBa 1 3((HEKTUBHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA;

41) KTMHUYECKOE MCCIIEA0BaHNE JIEKAPCTBEHHOTO MperapaTa - U3y4eHHe NarHOCTHYCCKUX,
JeyeOHbIX, MPoUIaAKTHUECKUX, (apMaKOJIOTHIECKUX CBOMCTB JIEKAPCTBEHHOTO IIpenapara B
Ipolecce ero NPUMEHEHHS y YeIOBeKa, )KUBOTHOTO, B TOM YHCJIE IIPOLIECCOB BCACHIBAHMUS,
pacripesiesieHus, U3MEHEHHS U BbIBEJICHHSI, IyTEM IPUMEHEHUS HAyYHBIX METOJIOB OIICHOK B
IeJISIX TOYYCHHUS I0Ka3aTeIbCTB 0€3011aCHOCTH, KadecTBa 1 3()(HEeKTHBHOCTH JICKApPCTBEHHOTO



npernapara, JaHHbIX O HEKEJIaTeJbHbIX PEaKIUAX OpraHu3Ma 4ejJoBeKa, )KUBOTHOTO Ha
MPUMEHEHHE JIEKapCTBEHHOTO Mpemnapara u 00 3QdeKTe ero B3auMoIeCTBUS C IPYTUMU
JIEKapCTBEHHBIMU MpenapaTaMu U (UJIu) MULIEBBIMU IPOYKTaMU, KOPMaMHU;

42) MHOTOLIEHTPOBOE KJIMHUYECKOE MCCIIeIOBAHKE JIEKAPCTBEHHOIO Mpenapara Jijs
MEAUIIMHCKOTO MIPUMEHEHHUSI - KIIMHUUECKOE HCCIIe0BaHNE JIEKApCTBEHHOTO Mpenapara Jsis
MEIUIIMHCKOTO MPUMEHEHHUSI, TPOBOAMMOE Pa3padOTIYMKOM JIEKAPCTBEHHOTO TMperapaTa B IByX U
0oJee METUIIMHCKUX OPTaHU3ALUAX 110 €AMHOMY MTPOTOKOITY KIMHUYECKOTO HCCIIeI0BAaHUS
JIEKapCTBEHHOI'0 IIPernapara;

43) MexyHapOJHOE MHOTOIICHTPOBOE KIIMHHYECKOE UCCIIeI0BAaHNE JIGKAPCTBEHHOTO MTperapara
JUTS. METUITUHCKOTO IPUMEHEHUS - KITIMHHYECKOE UCCIIEIOBAaHKE JICKAPCTBEHHOTO Mperapara Jijis
MEIUIUHCKOTO TPUMEHEHHUS, IPOBOAUMOE Pa3padOTYMKOM JIEKAPCTBEHHOTO Ipernapara B
Pa3IMYHBIX CTPaHaX MO0 €AUHOMY MPOTOKOIY KIIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO
npemnapara;

44) nocTperucTpalioOHHOE KIMHUYECKOE UCCIIEI0BaHUE JIEKAPCTBEHHOI O IpenapaTa Jyis
MEAMIMHCKOTO IPUMEHEHHUS] - KIIMHUUECKOE MCCIIEA0BaHNE JIEKapCTBEHHOT0 Mpenapara ass
MEIUIUHCKOr0 IPUMEHEHNUs, IPOBOAUMOE ITPOU3BOIUTENIEM JIEKAPCTBEHHOI'O Mpernapara,
IpaskIaHCKUI 000POT KOTOPOTO OCYILIECTBISIETCS [OCIE TOCYIapCTBEHHON perucTpanuy, B
LeJIAX JTOMOJIHUTEIBLHOro cOopa JaHHBIX O €ro 6e30nacHOCTH U 3()(HEKTUBHOCTH, pacIIMPEHUs
NOKa3aHUU K NPUMEHEHHUIO JaHHOTO JIEKAPCTBEHHOT'O Ipernapara, a Tak)Ke BbIIBICHUS
HE)KEJIaTeNbHbIX PEAaKLUi MalUeHTOB HA ero JeHCTBUE;

45) uccnenoanue OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHOTO IIpernapara - BU KIMHUYECKOrO
UCCJIEIOBaHMsI JIEKAPCTBEHHOTO IIpenapaTa, IpoBeIeHUE KOTOPOro OCYIIECTBIIAETCS AJIs
OIpeIeNIeHUs] CKOPOCTH BCAChIBAHUS M BbIBEIEHUS (papMalleBTUYECKON cyOCTaHIIMM, KOJIUYECTBa
(bapmarieBTHYECKON CyOCTaHIINH, JOCTUTAIOIET0 CHCTEMHOTO KPOBOTOKA, U PE3YIIbTAThI
KOTOPOTI'O MO3BOJIAIOT C/IENaTh BbIBOJ O OMOIKBHUBATIEHTHOCTH BOCIPOU3BEIEHHOIO
JIEKapCTBEHHOTO Mperapara B ONpeIesIeHHBIX JIEKapCTBEHHOH (popMe U T03UPOBKE
COOTBETCTBYIOLLIEMY OPUTHHAIBHOMY JIEKAPCTBEHHOMY IIpenapary;

46) uccnenoBaHue TePaNeBTUYECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHBIX MPENApaToB - BU
KJIMHUYECKOT'0 MCCIIE0BAaHUs JIEKAPCTBEHHBIX IPENapaToB, IIPOBEIEHUE KOTOPOTO
OCYILIECTBIISIETCS JISl BBISIBICHUS OJMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IIPENIapaToB
OTIpeIeIeHHOM JIEKapCTBEHHOM (DOPMBI, a TaK)Ke HATMYKS OJMHAKOBBIX MTOKa3aTeeH
0e3onacHOCTH U 3()(PEKTUBHOCTH JIEKAPCTBEHHBIX MIPENAPATOB, OANHAKOBBIX KIMHUYECKUX
3 PEeKTOB MPU UX TPUMEHEHUH;

477) IPOTOKOJ KIMHIHYECKOTO HCCIIEIOBAHMUS JICKAPCTBEHHOTO MIperapaTa - JOKYMEHT, B KOTOPOM
OMpCACIIAOTCA LCIIN, (l)OpMBI OopraHu3alvi 1 METOA0JIOTUA MPOBCACHUA KIIMHUYCCKOT'O
VICCIIC/IOBAaHMS, CTATUCTUUECKUE METO/Ib 00paOOTKH PEe3yIbTaTOB TAKOTO HCCICIOBAHHS H MEPBI
1o o0ecreyeHno 6€30MacHOCTH (PU3MUECKUX JIMILI, YIACTBYIOIIUX B KIMHUYECKOM
VICCIIC/IOBaHHH JICKAPCTBEHHOT'O MIPEIapaTa;

48) Oporitopa rccaea0BaTeNs - CBOJHOE U3JI0KEHHE PE3YIbTaTOB TOKIMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO CPEICTBA U KIMHUYECKOTO MUCCIIEI0BAHUS JIEKAPCTBEHHOTO
npemnapara Jisi MEIUIIUHCKOTO IPUMEHEHUS;

49) undopMaIMOHHBIN JIMCTOK MAIMEHTA - TOKYMEHT, B KOTOPOM COAEP>KaTCs B JOCTYITHOM
(bopme cBeneHNs, KacaroLUecs IPOBOJIUMOTr0 KIMHUYECKOTIO UCCIIeI0BaHUS JIEKAPCTBEHHOTO
npernapara, u B MIMCbMEHHON (popMe JOOPOBOIBHOE COTIacHe MAalMEHTa Ha y4acTHE B



KJIIMHUYECKOM HCCIIEOBAaHUY JICKAPCTBEHHOTO MIpernapara rnocjie 03HAaKOMIICHUS C
0COOCHHOCTSIMU KJIMHHYECKOTO MCCIICIOBAHUS, UMCIOIIIMMH 3HaUYEHHUE SISl BBIPAKEHUS TAKOTO
COTJIACHS;

50) noGo4HOE NeHCTBUE - peaKIus OpraHu3Ma, BO3HUKIIIAS B CBS3H C MPUMEHEHHEM
JICKApCTBEHHOTO Mperapara B 103aX, PEKOMEHIyeMbIX B HHCTPYKIIUH 110 €r0 IPUMEHEHHIO, JIJIs
HpO(l)I/IJIaKTI/IKI/I, JUAardHoCTHUKH, JICUCHUSA 3a6OJI€BaHI/I$I WIIN 1JIs p€a6I/IJII/ITaIII/II/I;

51) cepbe3Has HeXenaTeNIbHAs peaKkus - HeXellaTelbHas peaklus opraHu3Ma, CBsi3aHHas C
MIPUMEHEHHUEM JIEKapCTBEHHOTO Mpernapara, MpyuBe/IIas K CMEPTH, BPOKIEHHBIM aHOMATUSIM
WJIN TIOPOKaM Pa3BHUTHUS JIMOO NPEACTaBISIONIAs COO0H Yyrpo3y KU3HH, TpeOyromas
TOCMUTATU3AIH WU MPUBE/IIas K CTOMKOM yTpaTe TpyA0CIOCOOHOCTH U (MJIH) HHBAIUIHOCTH;

52) HenpeBUIEHHAs HEXKETATeNbHas PEAKIUs - HeXKeNaTellbHas peakus opranusma (B ToM
Ylclie CBA3aHHas C IPUMEHEHHEM JIEKapCTBEHHOTO Mpenapara B COOTBETCTBUM C MHCTPYKIIUEH
0 €ro MPUMEHEHUI0), CYITHOCTh U TSHKECTh KOTOPOW HE COOTBETCTBYIOT MH(OPMAIIHH O
JIEKapCTBEHHOM IIpernapare, CoAeprkalleics B MHCTPYKLUH 110 €r0 PUMEHEHHUIO;

53) penent Ha JeKapCTBEHHBII Mpenapar - MUCbMEHHOE Ha3HaueHUE JIEKApCTBEHHOTO Mpernapara
10 YCTAHOBJICHHOH (popMe, BBIAAHHOE MEAULIMHCKUM UJTH BETEPUHAPHBIM PAOOTHUKOM,
MMEIOIIMM Ha 3TO IPABO, B LEJAX OTIYCKA JEKAPCTBEHHOTO MperapaTa Wi €ro U3roTOBJIEHUS U
OTIIYCKa;

54) TpeboBaHME MENULIMHCKON OpraHU3alui, BETEPUHAPHONW OpraHU3aliy - JOKYMEHT
YCTQHOBJIEHHON ()OPMBI, KOTOPBIN BBITUCAH MEIULIUHCKUM WM BETEPUHAPHBIM PaOOTHUKOM,
UMEIOIUM Ha 3TO MPABO, M COAEPKUT B MMCbMEHHOM (hopMe yKa3aHue anTeuHON OpraHu3aluu
00 OTIyCKE JIEKApCTBEHHOT0 IIpenapara Win O €ro U3roTOBJIEHUH U 00 OTIyCKe /s
oOecnieueHus Je4eOHoro npoiecca B MEAUIIMHCKON OpraHu3aliii, BETEpPUHAPHON OpraHU3aluy.

I'naBa 2. [TomHoMounst peepaabHbIX OPTAaHOB UCTIOTHUTEIHHON BJIACTH, OPTaHOB
UCTIOJTHUTENIbHOM BacTu cyobekToB Poccuiickoit denepannu npu oOpalieHnu JeKapCTBEHHBIX
CPEICTB

Cratbs 5. [TonHoMouus penepaabHBIX OPraHOB UCIIOJHUTEIHLHON BIACTH MPH 00palieHHH
JIEKapPCTBEHHBIX CPENICTB

K nonnomouusim denepanbHbIX OPraHOB HUCTIOTHUTEIHHON BIACTH MIPH OOpallieHUH
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCSI:

1) nposenenue B Poccuiickoii @enepaiiuu eqUHON rocy1apcTBEHHON MOIUTUKU B 00JIACTH
obecrieueHus JIEKapCTBEHHBIMHU MpeTapaTaMu TpaKaaH Ha Tepputopun Poccuiickoit
denepaunu;

2) yTBepkIeHHE 00muX (papMaKomeHbIX cTaTel, (apMaKONEeHHbIX CTaTeH, U31aHUE
roCcyIapCTBEHHOU (hapMaKornew;

3) ocyliecTBIEHUE TOCYAAPCTBEHHOTO KOHTPOJIS (Haa30pa) B chepe odpalieHus JeKapCTBEHHBIX
CPEHCTB;

4) nuueH3upoBaHUE TPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U (hapMaIleBTHUECKON
JIEATEIIbHOCTH B COOTBETCTBUHM C 3aKOHOAATENLCTBOM Poccuiickoit @eaepanuu;



5) opraHu3aIus SKCIEePTU3bI JIEKAPCTBEHHBIX CPEACTB, ITUUECKOU SKCIIEPTU3BI BO3MOKHOCTH
IIPOBEJICHUS KIIMHUYECKOI0 UCCIIEA0BaHUs JIEKAPCTBEHHOTO IIperapara s MeIULMHCKOTO
MIPUMEHEHNS,

6) BbI1a4a pa3pelieHnil Ha MPOBEACHNE KIIMHUYECKUX UCCIIEJOBAaHUM JIEKapCTBEHHBIX
IIpenaparoB, BEICHUE PEECTPa BbIJaHHBIX Pa3pelICHN Ha TPOBEICHUE KIMHUYECKUX
MCCIIEI0BAHMM JIEKAPCTBEHHBIX IIPENApaToB;

7) TOCy1apCTBEHHAsl pErUCTpalysl IEKApCTBEHHBIX NPENapaToB, BEIEHNUE TOCYJapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPELICTB;

8) MHCIIEKTUPOBaHUE NMPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB HA COOTBETCTBUE ITpaBUIIaM
OpraHu3aly MPOU3BOACTBA U KOHTPOJIS KaYECTBA JIEKAPCTBEHHBIX CPEACTB, BbIAaua
3aKJIF0YEHUH O COOTBETCTBUU IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IIPaBUII
OpraHu3aluy MPOU3BOACTBA U KOHTPOJIS KaYECTBA JICKAPCTBEHHBIX CPEICTB;

9) ToCyAdapCTBCHHAA PCTUCTpALMA YCTAHOBJICHHBIX ITPOU3BOJUTCIISIMU JICKAPCTBCHHBIX
npemnapaTtoB NpCACIIbHBIX OTITYCKHBIX IICH HA )KU3HCHHO HGO6XOI[I/IMBI€ U BaKHEHIIINE
JICKAPCTBCHHLIC MPCIIapaThbl U BEACHUC I'OCYAAPCTBCHHOT'O pECCTpa IMPCACIbHBIX OTITYCKHBIX IICH
HpOI/I3BOI[PITeJIeﬁ Ha JICKApCTBCHHBIC MPCIIapaThl, BKJIIOYCHHBIC B IICPCYCHD KU3HCHHO
H€O6XO,I[I/IMHX H BaXKHEHIITHNX JICKApCTBCHHBIX IIPECIIapaTOB;

10) ycTaHOoBII€HHE TTOPSIAKA BBO3a JIGKAPCTBEHHBIX CPEJICTB HA TEPPUTOPHUIO Poccuiickoit
®denepanyy U BbIBO3a JICKAPCTBEHHBIX CPeACTB ¢ Tepputopun Poccuniickoit denepanuu;

11) co3manue COBETOR IO BOMPOCAM, CBSI3aHHBIM C OOpAICHUEM JICKAPCTBEHHBIX CPEJICTB;
12) aTTecTamus u cepTUUKAIKS CICIIUATICTOB;

13) ITynkT yrpatun cuy ¢ 1 centsopst 2013 roxa - DenepanbHblit 3akoH oT 2 urons 2013 rona
Neo 185-D3 - cM. IpeAbLIYIIYVIO PEAAKIIHAIO;

14) MOHUTOPUHT 06€30MAaCHOCTH JIEKAPCTBEHHBIX MPEIapaToB;
15) yuactue B MEXITyHApPOTHOM COTPYIHHYECTBE;

16) mony4eHwue 1o 3ampocaM yrmoJHOMOUYEHHOTO (heiepaibHOro OpraHa HCTIOJHUTEILHON BIACTH
OT OpPTraHOB UCIIOJIHUTENBHOM BiacT cy0bekToB Poccuiickoit deneparuu, a Takxe OT
CyOBEKTOB OOpaleHus JIEKAPCTBEHHBIX CPEACTB ISl MEIULIMHCKOTO IpUMEHEHUs1 HHGOpMauu
10 BOIIPOCaM YCTAHOBJICHHUS M TPUMEHEHHs LIeH Ha JIEKApCTBEHHBIE IpenapaThl U Ha0aBOK K
HUM;

17) npuMeHeHne Mep OTBETCTBEHHOCTH 3a HapyLIEHHE 3aKOHOaTenbcTBa Poccuiickoit
®denepanuu.

Cratbs 6. [TomHOMOYMST OpraHOB UCIIOJIHUTEILHOM BiIacTH cyobekTa Poccuiickoit deneparun
npu 00paIIeHNH JIEKAPCTBEHHBIX CPENICTB

K mosmHoMounsiM OpraHoB UCIIOJHUTENIBHON BiacTu cyobekTa Poccuiickoit denepaunu npu
00palIeHN! JIEKAPCTBEHHBIX CPEICTB OTHOCATCS:



1) pa3paboTka u peanu3anusi peruoHaJIbHBIX IPOrpaMM 00ecreYeHNs HaCeIeHUs
JIEKapCTBEHHBIMU TIpeTiapaTaMu;

2) ycTaHOBJIEHHE MIPeIebHBIX pa3MEPOB OMTOBBIX HAIOABOK U MPEAETHHBIX pa3MepOB
PO3HUYHBIX HAJ0ABOK K (PAKTUIECKUM OTIYCKHBIM IICHAM, YCTAHOBJICHHBIM MPOU3BOAUTEIISIMHU
JIEKapCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIE MTpenapaThl, BKIOUEHHBIE B IEpeUCHb
YKU3HEHHO HEOOXOMMBIX U BXKHEHUIIINX JIEKAPCTBEHHBIX MPETIAPATOB;

3) ocy1iecTBIEHUE PETHOHAIBHOIO TOCYJaPCTBEHHOI'O KOHTPOJIS 3a IPUMEHEHUEM LIEH Ha
JIEKapCTBEHHBIE MPENapaThl, BKIIOUEHHBIE B IEPEUYEHb KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIITNX
JIEKAPCTBEHHBIX MIPENapaToB, OpraHU3alUsIMU ONITOBOM TOPTOBIIH, ANITEUYHBIMU OPraHU3ALMIMH,
WHAUBUAYAIbHBIMH MPEANPUHAMATENSIMH, UMEIOUTIMHE JIMIEH3UI0 Ha (hapMalleBTUYECKYIO
JeSTEIIbHOCTD.

I'nmaBa 3. 'ocymapcTBeHHas papmakones
Cratbs 7. Pa3paboTka 1 u3gaHue rocyAapCTBEHHOM (hapMakomen, pa3MeeHne JaHHBIX O Hel

1. I[Tox rocynapcTBeHHOU (hapMakoreeld MOHUMAETCsl CBOJI 001X (papMakoneHHbIX cTaTeil u
(hapMaKOIeHHBIX CTaTCH.

2. Pa3paboTka oOnux gapMakoneiHbIX cTaTell U hapMaKONEeHHBIX CTaTe U BKIIOYEHUE UX B
rOCyJapCTBEHHYIO ()apMaKOIEI0 OCYIIECTBISIOTCS B TIOPSIIKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCIIOTHUTEILHON BIACTH.

3. Pa3paboTka apMakonernHoi CTaTb Ha OPUTHHAIBHOE JIEKAPCTBEHHOE CPEJICTBO U
BKJIIOYEHHUE €€ B TOCYAAPCTBEHHYIO (DapMaKoIiero B TEUEHUE CPOKa JIeHCTBUSI 3aLUThI
UCKJIIOYUTENIBHOTO 11PaBa, Y0OCTOBEPEHHOI'O NATEHTOM Ha OPUTMHAJIBHOE JIEKAPCTBEHHOE
CPEZCTBO, OCYIIECTBIISIFOTCS € COIJIacHsl €ro pa3paboTuukKa.

4. T'ocynapcTBeHHas papMakories u31aeTcsl yHOJIHOMOYEHHbBIM (eiepanibHbIM OPraHOM
HUCITOJTHUTEILHOM BIACTH 32 CUET CpCACTB (be;[epaanoro 6IOI[)K€Ta 1 NOAJIC)KUT NEPCU3TAHUAM
HE peXe YeM OJIMH pa3 B ISITh JIET, B IEPHOJ] MEKY KOTOPHIMH U3/1AI0TCSI IPHIIOKEHUS K
rocylapcTBEHHOU (hapmakoree, conepkaiiie oomue hapMaKomeHbIe CTaThu U (UITH)
dapmakorneliHble cTaThH, YTBEPKICHHBIE TIOCTIE U3AaHUSI WU TTepEeN3JaHus TOCYAapCTBEHHOM
dapmakorien.

5. YronHoMO4eHHBIN (eiepaabHbIil OpraH UCIIOTHUTEIBHOM BIACTH pa3MellaeT JaHHBIE O
rOCYJapCTBEHHOM (hapMakoIriee U MPIIOKEHUAX K Hel Ha CBOEM O(PHUITNATILHOM CAalTe B CETH
"MHTepHET" B YCTAaHOBJIEHHOM UM MOPSAIKE.

I'maBa 4. I'ocynapcTBeHHBI KOHTPOJIb IPU 0OpAIICHUH JICKAPCTBEHHBIX CPEACTB
Cratbs 8. JInneH3upoBaHue MPOU3BOACTBA JIGKAPCTBEHHBIX CPEICTB U (PapMaleBTHUECKOM
JeSITEIIbHOCTH

1. JIutieH3upoBaHKUEe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U (DapMarieBTHIECKOM
JIEATEIIbHOCTH OCYILECTBIISIETCS B COOTBETCTBUU € 3aKOHOAaTeNbcTBOM Poccuiickoit denepanum.

2. O0s3aTeNbHBIM YCIOBHEM NPEAOCTABICHHS JTUIICH3UN Ha MTPOU3BOJICTBO JICKAPCTBEHHBIX
CpCACTB ABJIACTCA MPUITOKCHUC K 3asABJICHUIO COUCKATCIIA JIMICH3UHU IICPCUHS JICKAPCTBCHHBIX
dbopm 1 (nu) BUAOB (papMarleBTUICCKUX CyOCTaHIINM, KOTOPBIC TPOU3BOAUTEID
JICKApPCTBCHHBIX CPCACTB HAMCPCH NPOU3BOAUTD.



3. B cmyyae He0OXOAMMOCTH PACHIMPEHHS TPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB 33 CUET
HOBBIX JIEKAPCTBEHHBIX (OPM U BHI0B (hapMalleBTUUECKUX CYOCTaHIIUN MTPOU3BOIUTEIND
JIEKAPCTBEHHBIX CPEJICTB JOJKEH MOJYYUTh HOBYIO JIMIICH3UIO Ha MPOU3BOJICTBO
JIEKapPCTBEHHBIX CPEJICTB.

Cratba 9. 'ocynapcTBeHHBIN KOHTPOJIb (Ha/A30p) B chepe oOparieHus IeKapCTBEHHBIX CPEACTB

1. F'ocymapcTBeHHBIN KOHTPOJIb (Haa30p) B chepe oOpaIlieHusl IEKAPCTBECHHBIX CPEICTB
BKJIFOYAET B CeO4:

1) nTUIIEH3HOHHBIN KOHTPOJIb B chepe MPOn3BOACTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
(bapManeBTHUYECKON IeATETHbHOCTH;

2) dhenepanbHBINA TOCYIAPCTBEHHBIN HAI30p B chepe oOpaleHus JTeKapCTBEHHBIX CPEJICTB.

2. JINIIeH3UOHHBII KOHTPOJb B chepe MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJCTB U B chepe
(bapmareBTUUECKON EATeIbHOCTH OCYIIECTBIISIETCS YIIOJTHOMOUYEHHBIMU (heIepaIbHBIM
OpraHOM UCTIOJHUTEIILHOM BJIACTH M OpraHaMU MCIIOJTHUTEIBHON BIACTH CYOhEKTOB
Poccuiickoii denepariuu corimacHO WX KOMIIETCHIIUH B TMOPSIKE, yCTAaHOBICHHOM DeepaibHbIM
3aKk0HOM 0T 26 nekadpst 2008 roga Ne 294-D3 "O 3amure 1paB OPUANYECKUX JUL U
MHIMBUAYAILHBIX NPEANPUHUMATENEH IPU OCYIIECTBICHUH TOCYIapCTBEHHOI0 KOHTPOJISI
(HaJ30pa) ¥ MYHUIIUMIIATHHOTO KOHTPOJISL", ¢ y9€TOM 0COOEHHOCTEW OpraHu3aIlu U MPOBEICHUS
MPOBEPOK, ycTaHOBICHHBIX DenepanbubiM 3akoHOM 0T 4 Mast 2011 roga Ne 99-®3 "O
JIMICH3UPOBAHNH OTACILHBIX BUJOB JICATCIBHOCTH",

3. denepanbHbli roCcyaapCcTBEHHBIN Haa30p B chepe oOpaleHHs JIeKapCTBEHHbBIX CPECTB
OCYILECTBIISICTCS YIIOJTHOMOYEHHBIMHU (heiepabHbIMU OpraHaMH UCTIOJHUTEIBHOM BIACTH
(tasiee - opraHbl roCcyJapCTBEHHOI'O HAaJ[30pa) COIIACHO UX KOMIIETEHIMH B IIOPSIJIKE,
ycranoBiieHHOM [IpaBurensctBom Poccuniickont denepanun.

4. ®enepanbHbI rocy1apcTBEHHBIN HaI30p B chepe oOpaleHus JeKapCTBEHHBIX CPEICTB
BKJIIOYAET B ceO0sl:

1) opranuzaruio U MpoBeJACHHUE MPOBEPOK COOIIOICHUS CYOBEKTaMU 00OpaIeHus
JIEKAPCTBEHHBIX CPEJICTB YCTAHOBJIEHHBIX HacTOsINM DeiepanbHbIM 3aKOHOM U TPUHSATHIMU B
COOTBETCTBUY C HUM MHBIMU HOPMAaTHBHBIMU MPABOBBIMU akTaMu Poccuiickoit @enepanuu
TpeOOBaHUH K JOKIMHUYECKUM HCCIICIOBAHUSM JICKAPCTBEHHBIX CPEJCTB, KIIMHUYECKUM
MCCJIETOBaHMSIM JIEKapCTBEHHBIX MPENapaToB, XpaHEHUI0, [TIepeBo3Ke, BBO3Yy B Poccuiickyro
®depnepannio, OTIYCKY, peaii3aluu JeKapCTBEHHbBIX CPEACTB, IPUMEHEHUIO JIEKAPCTBEHHBIX
[penapaToB, yHUUTOKEHUIO JIEKaPCTBEHHBIX CPEJICTB, a TAK)KE COOIIOACHUS YIIOTHOMOYEHHBIMU
OpraHaMH HCIIOJIHUTENBHOHN BIacTU CyOBhekToB Poccuiickoit denepannn METOIMKH
YCTaHOBJICHHS MPEAETIbHBIX Pa3MEPOB ONTOBBIX Ha/10aBOK U MPEAEIbHBIX Pa3MEPOB POZHUYHBIX
Ha70aBOK K (PaKTHYECKUM OTIYCKHBIM IIeHaM, YCTAHOBJICHHBIM IIPOU3BOIUTEISIMU
JIEKApCTBEHHBIX MPEMNapaToB, Ha JIEKapCTBEHHBIE MpenapaThl, BKIIOYECHHBIEC B IEPEYEHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX JIEKapCTBEHHBIX MpenapaToB (Aaee - 00s3aTeNbHbIe
TpeOoBaHus);

2) OpraHu3aluio U NTPpOBCACHUC IIPOBCPOK COOTBCTCTBUSA JICKAPCTBCHHBIX CPCACTB, HAXOAAIIUXCA
B 00pallleHNH, YCTAaHOBICHHBIM 00513aTE€ILHBIM TPEOOBAaHUAM K UX KAaYECTRBY;

3) BBIIauy pa3pelieHri Ha BBO3 JIEKAPCTBEHHBIX CPEJICTB HA TeppuTopuio Poccuiickoii
denepauny;



4) opraHu3aIlvio U IPOBEJACHIEC MOHUTOPHHTA OE30IMACHOCTH JICKAPCTBEHHBIX MIPETIapaTOB;

5) npuMeHeHue B OpsAKE, YCTAaHOBIEHHOM 3aKoHoAaTenbcTBOM Poccuiickoit denepannu, mep
10 IPECEUEHUIO BBIABICHHBIX HApYIIECHUN 0053aTeNIbHBIX TPeOOBaHUN U (MJIM) YCTPAaHEHHUIO
MOCTIEACTBUM TaKMX HapylIeHUH, BblJauy IpeIUCaHui 00 YCTpaHEHUH BBISIBICHHBIX
HapyleHUH 00s13aTeNbHBIX TPeOOBaHUI U MPUBJIEUEHNE K OTBETCTBEHHOCTH JIUI], COBEPIIMBIINX
TAaKNC HAPYUICHUA.

5. K oTHOMICHHSIM, CBS3aHHBIM C OCYIIECTBICHHEM (DeIepaTbHOr0 rOCyAapCTBEHHOTO HA130pa B
chepe oOpareHus JeKapCTBEHHBIX CPECTB, OpraHU3AIMEH U MPOBEACHUEM TTPOBEPOK
CyOBEKTOB OOpaIeHUs JICKAPCTBEHHBIX CPECTB, MPUMEHSIOTCS TTOJI0KeHUsT DerepaibHOTO
3akoHa oT 26 nekabps 2008 roga Ne 294-P3 "O 3amuTe npas OPUIANYECKUX JIUIL U
MHIMBUAYAILHBIX IPEANPUHUMATEIECH IIPH OCYIIECTBIEHUN IOCYIapCTBEHHOIO0 KOHTPOJIS
(Haa30pa) ¥ MYHUIIMIAILHOTO KOHTpOsa".

6. J1oKHOCTHBIE JIUIA OpraHa roCyIapCTBEHHOIO HA/130pa B MOPSIIKE, YCTAHOBIECHHOM
3aKoHoJaTenbCcTBOM Poccuiickoi denepaiviv, UMEIOT MPaBo:

1) nomyyaTh Ha OCHOBaHMHM MOTHUBUPOBAHHBIX MMCHbMEHHBIX 3aIIPOCOB OT CYOBEKTOB OOpalleHus
JIEKAPCTBEHHBIX CPEJICTB, OPTaHOB UCIIOJHUTENILHON BllacTU cyOBbekTOB Poccuiickoit denepannu
Y OPraHOB MECTHOT'O CaMOYIPaBJIEHUS JOKYMEHTHI U HH(GOPMAIUIO IO BOIIPOcaM 00paIeHus
JIEKapCTBEHHBIX CPEJICTB;

2) GecnpensATCTBEHHO IO MPEIbSIBICHUH CIY)KEOHOTO yJOCTOBEPEHHS U KOTIUU IPUKa3a
(pacniopsieHus) opraHa rocyJ1apcTBEHHOI'0 HaJ[30pa O Ha3HAuYE€HUH ITPOBEPKH MOCELIaTh
UCIIOJIb3YEMBIE IOPUANYECKUMH JIUIIAMH, UHAUBUAYAIbHBIMU PEANPUHUMATEISMH,
ABJISIIOIIMMUCS CyOBEKTaMH 00pallieHHsl JeKapCTBEHHbBIX CPEICTB, IIPU OCYLIECTBICHUN CBOEH
JESTEIIbHOCTH TEPPUTOPUH, 3aHMS, TIOMEILEHUS U COOPY>KEHUS B LIENSIX TPOBEACHUS
MEpONPUATHIA IO KOHTPOJIIO;

3) mpoBoIUTH OTOOP 00Pa31OB JEKAPCTBEHHBIX CPEJCTB, MPEAHA3HAYEHHBIX VIS peau3aiui 1
peanr3yeMbIX CyObeKTaMH 0OpaleHus JISKapCTBEHHBIX CPECTB, /IS IPOBEPKU MX Ka4ecTBa,
MIPOBEJICHUS MCCIIEA0BAHUMN, UCTIHITAHUI B COOTBETCTBUHU C TIPaBUIIAMHU 0TOOpa 00pasios,
YCTaHOBJICHHBIMH YIIOJTHOMOYEHHBIM (heiepalbHbIM OPTaHOM HUCTIOJTHUTEIBHOM BIIACTH;

4) BeIaBaTh CyOBEKTaM OOpaIeHHsI JICKApCTBEHHBIX CPEICTB MPEIIICAHUS O TIPEKPAICHIH
HapyLeHUH 00s3aTeNbHBIX TPeOOBaHM U 00 YCTpaHEHUU BBISBICHHBIX HApYLICHUN
00s13aTeIbHBIX TPEOOBAHMIA;

5) HampaBJAThH B YIIOJIHOMOUYEHHBIE OpraHbl MaTepuabl, CBI3aHHbIE C HAPYIICHUSIMU
00s13aTeNbHBIX TPEOOBAHUMN, JIJIs1 pEILICHHS BOPOCOB O BO30YKICHUH YTOJIOBHBIX A€ 110
MpU3HAKaM MPECTYIICHUM.

I'naBa 5. PazpaboTka, JOKITMHHUYECKUE UCCIIEIOBAHUS JIEKAPCTBEHHBIX CPEJICTB, a TAKIKE
KIIMHUYECKHE UCCIICIOBAaHNUS JICKAPCTBEHHBIX IIPENapaToB A BETEPUHAPHOTO IPUMEHCHUS
Cratbs 10. PazpaboTka 1eKapCTBEHHBIX CPE/ICTB

1. Pa3zpaboTka 1eKapCTBEHHBIX CPEICTB BKIIOUACT B c€0s MOUCK HOBBIX (DapMaKOIOTUYECKH
aKTHBHBIX BEIIECTB, MOCIEAYIOIIEEe N3YUYCHNE UX JICKAPCTBEHHBIX CBOICTB, TOKIMHUYECKUE
UCCIIEIOBaHMs, Pa3pabOTKy TEXHOJIOTHH MPOU3BOICTBA (papMalleBTUYECKUX CYOCTaHIIHIA,
pa3pabOTKy COCTAaBOB M TEXHOJOTUH MPOM3BO/ICTBA JICKAPCTBEHHBIX IPEIapaToB.



2. ®uHaHCcOBOE oOecnieueHre pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS 3a CUET:
1) cpencTB penepanbHOTO Or0KETA;

2) cpeAcTB pa3pabOTUYMKOB JICKAPCTBEHHBIX CPEJICTB;

3) cpencTB MPOU3BOIUTENCH JICKAPCTBEHHBIX CPEACTB MPH BHIMTOJIHEHHH HAYYHO-
UCCIIEIOBATEIBCKUX PA0OT 10 I0TOBOPY MEXKAY pa3pabOoTUMKOM JIEKApCTBEHHBIX CPEICTB U
MIPOM3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) WHBIX HE 3alpeIIeHHBIX 3aKOHOIaTeIhCTBOM Poccuiickoit deaepanni HCTOYHUKOB.

3. IIpaBa pa3zpaboTurka J€KapCTBEHHOT'O CPEJICTBA OXPAHSIOTCS IPaKIaHCKUM
3aKOHOAATEIbCTBOM.

Cratpsa 11. I[OKJ'II/IHI/ILIGCKOC HUCCIICTOBAHUC JICKAPCTBCHHOI'O CPEACTBA JJIA MCAULIUMHCKOT'O
MMPUMCHCHUA

1. JIOKTMHUYECKOE UCCIICIOBAHUE JICKAPCTBEHHOTO CPEICTBA ISl MEIUIIMHCKOTO MPHUMEHEHUS
MIPOBOUTCS ITyTEM MPUMEHEHUSI HAYYHBIX METOJIOB OIICHOK B I[EJISIX MOJTYYCHHS JJOKA3aTeIbCTB
0e30MmacHOCTH, KayecTBa U APPEKTUBHOCTH JIEKAPCTBEHHOT'O CPEICTBA.

2. JIOKJINHUYECKOE UCCIIEI0BAaHUE JIEKAPCTBEHHOI'O CPEICTBA AJI1 MEAULIMHCKOTO IPUMEHEHUS
IPOBOJUTCS B COOTBETCTBUM C IIPABUJIAMU JIAOOPATOPHON NPAKTUKHU, YTBEPHKIECHHBIMU
YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM UCTIOHUTENIBHON BIACTH.

3. Jlyis opraHu3anyy ¥ MpoBeIeHHUS JOKIMHIUYECKOTO HCCIIEI0OBAHUS JICKApCTBEHHOTO CPEJICTBA
AJI1 MCAUIUHCKOTI'O MPUMCHCHU A paSpa6OT‘-II/IKI/I JICKApCTBCHHBIX CPCACTB MOT'YT IPUBJICKATH
Hay4HO-HMCCIIE0BATEIbCKHE OpPraHn3alii, 00pa3oBaTeIbHbIC OPraHU3AIMH BBICIIETO
00pa3oBaHus, UMEIOIINE HEOOXOIUMYIO MaTepHaIbHO-TEXHUYECKYIO 0a3y 1
KBaIH(UIIMPOBAHHBIX CIICIIMAINCTOB B COOTBETCTBYIOIIEH 00JIaCTH MCCIIEIOBAHMS.

4. JIOKITMHUYECKOEe UCCIIE0OBAHME JIGKAPCTBEHHOTO CPEICTBA JIsl MEAUITMHCKOTO MPUMEHEHHMS
MIPOBOAMTCS M0 YTBEPKIECHHOMY pa3padOTIHKOM JIEKAPCTBEHHOT'O CPEJICTBA TUIAHY C BEJIEHUEM
MPOTOKOJIA ATOTO UCCIIECOBAHUS U COCTABJICHHEM OTUYETa, B KOTOPOM COJIEPKATCS Pe3yIbTaThl
ATOTO UCCIIEIOBAHUS U 3aKIIOUEHHE O BO3MOKHOCTH MPOBEACHUS KIIMHUYECKOTO UCCIEA0OBaHUS
JIEKapCTBEHHOTO MperapaTa il MeIUIIMHCKOTO IPUMEHEHUSI.

5. [IpoBeaeHme MpoOBEPOK COOIFOACHUS TIPABIIT TAOOPATOPHON MPAKTUKH U MPABOBBIX HOPM
HCIIOJIb30BaHU  KUBOTHBIX MTPHU MPOBCACHUN JOKIIMHUYCCKUX I/ICC.HQI[OBaHI/Iﬁ JICKApCTBCHHBIX
CPEICTB AJIi MEAUIIMHCKOTO TPUMEHEHHUSI OCYIIECTBIIIETCS YIIOJTHOMOUYEHHBIM (heiepaabHbIM
OopraHomM HUCIIOJIHUTEIHLHOU BJIACTH.

6. Pe3ynbTarhl JOKIMHUYECKOTO MCCIIEA0BAHUS JEKAPCTBEHHOTO CPEACTBA ISl MEAUIIMHCKOIO
PUMEHEHHS MOTYT OBbITh IPECTABIICHBI B YIIOJTHOMOYCHHBIH (henepanbHblii opran
VICITOJIHUTENIBHON BJIACTH B YCTAHOBJIEHHOM IOPSIIKE B LENSAX TOCYJapCTBEHHOM PErncTpauuu
JIEKapCTBEHHOI'0 IIpernapara.

Crartbs 12. JIOKIIMHUYECKOE UCCIEA0BAHUE JIEKAPCTBEHHOTO CPEJICTBA U KIMHUYECKOE
MCCJIeI0BaHME JIGKAPCTBEHHOTO Tperapara ik BETEpUHAPHOTO TPUMEHEHUS



1. JIOKIIMHUYECKOE UCCIIeIOBaHKE JIEKAPCTBEHHOT'O CPEICTBA JIJIsl BETEPUHAPHOTO IPUMEHEHUS
MPOBOAMTCS MyTEM ITPUMEHEHHSI HAYYHBIX METOJIOB OLIEHOK B IEJIAX MOTYyYEHUS 10Ka3aTeIbCTB
0e3omacHOCTH, KauecTBa U 3(P(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, B TOM YHCIIE
OTIpe/ieNIeHus] CPOKa €ro BhIBEICHHUS U3 OpraHu3Ma )KMBOTHOTO, B LIEJISIX 00ecreYeHUs
0€30MacHOCTH MPOAYKIIUHU )KUBOTHOTO MPOUCXOKIACHUS MTOCIIC IPUMEHEHUS COOTBETCTBYIOLIETO
JIEKapCTBEHHOT'O IIperapara.

2. I[OKJ'II/IHI/I‘ICCKOG HCCIICTOBAHUEC JICKAPCTBCHHOI'O CPEACTBA U KIIMHUYCCKOC UCCIICAOBAHUC
JICKApPCTBCHHOTO IMperiapaTta JJIs1 BETCPUHAPHOT'O0 MPUMEHCHUS, HCCIICIJOBAaHNC
OHMOYKBUBAJIEHTHOCTHU YKa3aHHOT'O JICKAPCTBCHHOTO ITpCIiapaTa IIpOBOAATCA B COOTBETCTBHUH C
paBujiaMH, YTBCPKACHHBIMU YITIOJTHOMOYCHHBIM (’pe;[epanLHHM OpraHom HUCIIOJIHUTEIbHOMN
BJIaCTH.

3. JIOKIIMHUYECKOEe UCCIIEJOBAHNE JIEKAPCTBEHHOIO CPEACTBA U KIIMHUYECKOE UCCIIEI0BAaHUE
JIEKapCTBEHHOIO IIpernapara il BETEpUHAPHOT0 IPUMEHEHUS IIPOBOJATCSA 110 YTBEPKIACHHOMY
pa3paboTYUKOM JIEKaPCTBEHHOI'O CPEACTBA IUIAHY C BEJIEHHEM IIPOTOKOJIOB 3TUX UCCIIEAOBAaHUH
U COCTABJICHUEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3yIbTaThl 3TUX UCCIICIOBAHUM.

4. JIns opraHu3anny ¥ NPOBENCHUS JOKIMHUYECKOTO UCCIIEN0BaHNUs JIEKapCTBEHHOTO CPEACTBA
Y KJIMHAYECKOr'0 UCCIIEOBaHUs JIEKapCTBEHHOIO IIpenapara il BETEpUHAPHOr0 IPUMEHEHUS
pa3paboTYHK JEKApPCTBEHHOI'O CPEICTBA MOXKET IPUBJIEKATh OPraHU3alluy, UMEIOIIe
HE00XO0IMMYI0 MaTepHAIbHO-TEXHUYECKYIO 0a3y M KBATM(HUIIMPOBAHHBIX CIICIIUATUCTOB B
COOTBETCTBYIOLIEH 00J1aCTH UCCIIEIOBaHMSL.

5. Knuaundeckue HCCIICA0BAaHUS JICKAPCTBCHHBIX IIPEIIapaToOB AJId BETCPUHAPHOI'O IPUMCHCHHAA
MMPOBOAATCA B BETCPUHAPHBIX OPraHU3alvsaX U B OpraHru3aluAax, OCYHICCTBIAIOIMIUX pa3BECACHUC,
BbIpallluBaHUEC U COACPKAHUEC ) KUBOTHBIX, B LCIIAX:

1) ycTaHOBJIEHUS IEPEHOCUMOCTH JICKAPCTBEHHBIX MTPENapaToB 3J0POBBIMU KUBOTHBIMH;

2) moadopa ONTUMAaIBHBIX JO3UPOBOK JIEKAPCTBEHHBIX MPENapaToB M Kypca JIeYeHHUs Ha
KOHKPETHOM IpyIIe JKUBOTHBIX C ONPE/IEICHHBIM 3a00JI€BaHUEM;

3) ycraHoBiienus 6e30macHOCTH U (P PEKTUBHOCTH JIEKAPCTBEHHOTO Mperapara,
MNpeaAHa3HAYCHHOT' O JJIA JICUCHUS OIMPCACIICHHBIX 38.60JI€B8.HI/II>'I JKHNBOTHBIX, HJIN 3(1)(1)CKTI/IBHOCTI/I
JIEKapCTBEHHOTO Tperapara sl MpOoQHIaKTHKU 3a00JIEBaHHH 3I0POBBIX KHUBOTHBIX;

4) u3ydeHusi BO3MOKHOCTEH pacCIIMpPEeHHs TTOKa3aHU K TPUMEHEHHUIO 3apEeTUCTPUPOBAHHOTO
JICKApPCTBCHHOTO IIPCIriapaTa 1 BbIABJICHUA PAHCC HCU3BECTHBIX HO60‘-IHBIX ,Z[GﬁCTBHﬁ.

6. Knmuanueckoe uccieoBanue JeKapcTBEHHOT O IIpernapara Juisi BETepUHAPHOTO IPUMEHEHUs
OCYIIIECTBIISIETCS 3a CUET CPEJCTB pa3padOTUNKa JICKApPCTBEHHOTO CPEICTBA.

7. OT4eThl 0 pe3ynbTaTax JOKJIMHUYECKOIO NCCIIEJOBaHMS JIEKAPCTBEHHOTO CPENICTBA U
KJIMHUYECKOI0 HCCIIeI0BaHUs JIEKapCTBEHHOTO Npenapara Jjsl BETEpPUHAPHOTO IPUMEHEHUS
COCTaBJIAIOTCS Pa3pabOTUMKOM JICKAPCTBEHHOT'O CPEJICTBA C YUETOM 3aKIIOUEHUIN OpraHu3aiui,
NPUHUMABILIUX Y4aCTHE B OPraHU3alMK U IPOBEJCHUH ITUX UCCIIEJOBAHUI.

8. KOHTpOHB 3a NPOBCACHUCM JOKIIMHUYCCKUX I/ICC.HGIlOBaHI/Iﬁ JICKApCTBCHHBIX CPCACTB U
KIMHHUYCCKUX I/ICCJ'IG,I[OBaHI/Iﬁ JICKApPCTBCHHEBIX NPCIapaToB JJIA BETCPUHAPHOI'0 IPUMCHCHUA
OCYHICCTBIACTCA YIIOJTHOMOYCHHBIM @eﬂepam;HHM OpraHom HCIIOJIHUTEILHON BIACTH.



I'maBa 6. OcyiiecTBieHNE TOCYIapCTBEHHON PETUCTPALIMU JIEKAPCTBEHHBIX IPENapaToB
Cratbsa 13. I'ocynapcTBeHHas: perucTpalus JeKapCTBEHHBIX IPErnapaToB

1. JlekapcTBEeHHBIE NTpenapaThl BBOJSATCS B TPaXkIaHCKHUI 000poT Ha Tepputopuun Poccuiickoi
Deneparum, €Cliv OHU 3aPETHCTPUPOBAHBI COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (peiepantbHbIM
OpraHOM MCIOJIHUTEJIbHOMN BJIAacTH.

2. 'ocyaapCTBEHHOM perucTpaiy moaJjiexar:

1) opurnHanpHbIE JEKaPCTBEHHBIE NIPENApPaThI;

2) BOCIIPOU3BEICHHBIE JIEKAPCTBEHHBIE TIPENapaThl;

3) HOBBIE KOMOMHAIIMY 3aPETHCTPHUPOBAHHBIX paHee JEKapCTBEHHBIX IPENapaToB;

4) nexapcTBEHHBIE MPENapaThl, 3aperUCTPUPOBAHHBIE paHee, HO MPOU3BEACHHbBIE B IPYTUX
JIEKapCTBEHHBIX (pOpMax, B HOBOH JTIO3UPOBKE.

3. 'ocynapcTBeHHast peructpaius JeKapCTBEHHBIX MPEMapaToB AJisi MEAUIIMHCKOTO TPUMEHEHUS
OCYLIECTBIISIETCSA 10 PE3yJIbTaTaM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB M 3TUUECKOU
AKCHEPTU3BI BOSMOXKHOCTHU MPOBEICHUS KIMHUYECKOTO UCCIEA0BAHUS JIEKAPCTBEHHOTO
npemnaparta Jisi METUIIMHCKOTO MPUMEHEHUs (J1anee - 3TUYecKas aKcnepTusa). ['ocynapcTBennas
perucrpaunus JEKapCTBEHHbBIX NPenapaToB sl BETEPUHAPHOTO IPUMEHEHUS OCYIIECTBIAECTCS 110
pe3yiibTaTaM dKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOIO IIPUMEHEHHUS.

4. I'ocymapCTBEHHAs pErUCTPAIIKS JICKAPCTBEHHBIX MPEMapaToB OCYIIECTBIIACTCS
COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (pe/iepallbHBIM OPraHOM HCIIOJIHUTETHHON BIACTH B CPOK,
HE TIPEBBIMIAOIINHN IBYXCOT JIECATH paOOUYUX JTHEH CO JHS IPUHSITHS 3asIBICHHS O
rOCYJapCTBEHHOM pEerucTpaliu JEKapCTBEHHOTO Ipenapara. B ykazaHHBIN CpOK BKITIOUAETCS
BpeMs1, HEOOXOAMMOE JIJIsl TOBTOPHOT'O MPOBEACHUS IKCIIEPTU3HI JICKAPCTBEHHBIX CPECTB U
(MJIM) ATUYECKOM IKCIEPTU3BI B COOTBETCTBUU CO CTaThel 25 Hactosduiero denepaibHOrO
3akoHa. CpoK TOCY/IapCTBEHHON PETHCTPAIlUU JIEKAPCTBEHHOTO MpenapaTa HCUUCIISETCS CO JTHS
MPHUHSITHSI COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (peIepalIbHBIM OPTaHOM HCIIOTHUTEITHLHON
BJIACTH 3asIBJICHUS O TOCYJIAPCTBEHHOMN PETUCTPAIlH JICKAaPCTBEHHOTO MIpernapara ¢
MPIIIOKEHUEM HEOOXOMMBIX IOKYMEHTOB TIO JIEHb BBIJJAYH PETUCTPALIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO MpernapaTa. Bpemst mpoBeneHns1 KITHHUYECKOTO UCCIIET0BAHMS JICKAPCTBEHHOTO
mpernapara, a TaKke BpeMs, HE0OOX0JMMOe I HallPaBIIEHHUs YIIOJTHOMOUYEHHBIM (peieparbHbIM
OpraHOM MCIOJIHUTEILHOM BJIACTH 3aIlpoca O PEICTaBICHUH HEOOXOIMMBIX MaTepUajIoOB 1
MIPEICTABJICHUS 3assBUTEJIEM OTBETA HA JAHHBIM 3aIIpOC B COOTBETCTBUU CO cTaThsiMu 16, 19, 22
u 23 Hacrosmiero depepaasbHOTrO 3aK0HA, HE YYUTHIBACTCS MPU UCUYUCIICHUU CPOKA
rOCYJapCTBEHHOM perucTpaliy Takoro JEKapCTBEHHOIO Mpenapara.

5. T'ocynapcTBEHHOW pErucTpalny He MOAJIekKAT:

1) nexapcTBeHHBIE MTpenapaThl, U3TOTOBJICHHbIC AlITEYHBIMUA OPraHU3aALUSIMU, BETEPUHAPHBIMU
anTEeYHbIMHU OPTaHU3ALUAMU, UHIMBUAYATbHBIMU MPEANTPUHUMATEISIMU, KOTOPHIE UMEIOT
JUIEH3UIO Ha (papMalleBTUYECKYIO 1€ATEIbHOCTD, M0 PELENTaM Ha JIEKapCTBEHHbIE IIPernapaTsl U
TpeOOBaHUSM MEIUIIMHCKUX OPTaHU3AINi, BETEPHHAPHBIX OPTaHHU3AIIHIA,

2) JIeKapCTBEHHOE PACTHTEIHHOE CHIPhE;



3) nexkapcTBEHHBIE TIpenapaThl, IPHOOPETEHHBIE (PM3NIECKUMH JINIIAMH 32 MTpeIesIaMu
tepputopun Poccuiickoit denepanyu u npeaHa3HaueHHbIE AJIS IMYHOTO UCIOIb30BaHUS;

4) JICKAPCTBCHHLIC ITPpCHIapaThbl, IPECAHASHAYCHHBIC IS SKCIIOPTA,

5) pa,I[I/IO(bapMaL[eBTI/I‘ICCKI/Ie JICKaApPCTBCHHLIC ITPCIIapaThl, U3rOTOBJICHHBIC HCITOCPECACTBCHHO B
MCIUIHMHCKUX OpTraHu3aluiax B MOPAAKE, YCTAHOBJICHHOM YITOJTHOMOYCHHBIM q)ellepaJIBHBIM
OpraHom HCITOJIHUTEILHOMN BIACTH.

6. He nomyckaercs rocyiapcTBeHHasi perucTparus:
1) pa3nu4HBIX JEKAPCTBEHHBIX MPENapaToB MOl OIMHAKOBBIM TOPTOBHIM HAUMEHOBAHHUEM;

2) OIHOTO JIEKAPCTBEHHOTO NpenapaTa, BbITYCKaeMOTro MPOU3BOAUTENEM IO/ Pa3IMUHbIMU
TOPrOBHIMU HAMMEHOBAHUSMU U MPEJCTABICHHOTO Ha FOCYIapCTBEHHYIO PETHCTPAIINIO B BUC
JIBYX U 0OJiee JIGKapCTBEHHBIX MPErapaToB.

Cratps 14. HpI/IHHI/IHBI OKCIICPTHU3DbI JICKAPCTBCHHLIX CPCACTB U ITHYECKOM OKCIICPTU3BI

1. BKcnemea JICKAPCTBCHHLIX CPCACTB U 3THUUYCCKAA IKCIICPTHU3a OCHOBBLIBAIOTCA HA IIPUHIHUIIAX
3aKOHHOCTH, CO6JIIOI[CHI/ISI InpaB u CBO6OI[ YCJIOBCKA U Ipa’kJiaHWHaA, IIpaB IOPpUAUICCKOro Jinia,
HE3aBUCUMOCTH SKCIIEPTA, O6’L€KTI/IBHOCTI/I, BCECCTOPOHHOCTHU U IMOJTHOTBL HCCHCHOBaHHﬁ,
MMPOBOAMMBIX C UCITIOJIb30BAHUCM COBPECMCHHBIX JOCTHKCHUH HAayKH U TCXHUKHU,
OTBETCTBCHHOCTHU (bellepa.]'[BHOl"O rocyaapCTBEHHOI'O 6IOI[)KGTHOFO YUPECKACHUS 110 IIPOBCACHUTIO
9KCHCPTU3BI JICKAPCTBCHHBIX CPCACTB U SKCIICPTOB 3a NPOBCACHUC U KAYCCTBO SKCIICPTU3BI.

2. 3KCHepTI/IBa JICKAPCTBCHHBIX CPCACTB AJIsI MCAUTTUHCKOI'0 IPUMCHCHUS IPOBOAUTCA
IIO3TAITHO:

1) Ha mepBOM 3Tarne - FKCHepTU3a JOKYMEHTOB JUIsl TIOJYUYEHUSI pa3pellieHrs Ha IPOBEACHUE
KIIMHUYECKOI'0 UCCIIE0BAaHM JIEKAPCTBEHHOIO Mpenapara, 3a HCKIIOUYECHUEM:

a) JIEKapCTBEHHBIX MPENapaToB, KOTOPHIE pa3pelIeHbI A1 MEIUIIMHCKOTO MPUMEHEHHUS Ha
tepputopuu Poccuiickoit @enepannu OoJiee IBaIIATH JIET M B OTHOIIEHUN KOTOPHIX
HEBO3MOKHO MPOBEACHHE UCCIIEOBAHMS OMO3KBUBAJICHTHOCTH;

0) JeKapCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO IPUMEHEHHS, B OTHOLIEHUH KOTOPBIX
MPOBCACHBI MCKIYHAPOAHBIC MHOT'OLICHTPOBLIC KIIMHUYCCKUEC UCCIICAOBAHUA, YACTh U3 KOTOPBIX
NpoBeJieHa Ha Tepputopun Poccutickoit @enepanuu;

2) Ha BTOPOM 3TaIlC - 5KCIICPTHU3a NPCAIIOKCHHBIX METOA0B KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOT'O
CpE€acCTBa U Ka4€CTBa NPCACTABIICHHBIX 06p33HOB JICKAPCTBCHHOT'O CPEACTBA C MUCITIOJIb3OBAHHUEM
9THUX MCTOJ0B (;[anee - OKCIICPTHU3a Ka4C€CTBaA JICKAPCTBCHHOT'O CpGI[CTBa) " OKCIICPTHU3a
OTHOIICHUA O)KH,I[aeMOI;'I ITOJIB3bI K BOBSMOKHOMY PHUCKY IIPUMCHCHU S JICKAPCTBCHHOI'O
npemnapara, OCymeCTBJIACMBIC MTOCJIC TPOBCACHUS €0 KIMHUYCCKOTO UCCICAOBAHM.

3. DKcnepTu3a JIeKapCTBEHHBIX CPEJICTB AJI1 BETEPUHAPHOTO IPUMEHEHUSI IPOBOJUTCS
OJIHOATAITHO U BKJIIOYAET B ce0s HKCIIEPTH3Y KauecTBa JIEKAPCTBEHHOTO CPEACTBA U AKCIIEPTU3Y
OTHOLIEHUSI 0KMJIAEMOM I0JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKApCTBEHHOTO
npenapara.



Cratbs 15. @enepanbHOe rOCYyAapCTBEHHOE OFOJKETHOE YUPEKICHHUE 110 IIPOBEACHHIO
HKCHEPTHU3bI JIEKAPCTBEHHBIX CPE/ICTB

DKcIepTr3a JIGKAPCTBEHHBIX CPEJICTB MPOBOAUTCS (eiepaaIbHBIM roCy1apCTBEHHBIM
OFO/DKETHBIM YUPEIKIECHUEM COOTBETCTBYIOIIETO YITOJTHOMOYEHHOTO (peIepaibHOTO OpTraHa
UCTIOJTHUTEIILHOM BJIACTH, CO3aHHBIM JJIsi 00SCTICYCHHU ST UCTIOTHEHUS TIOJIHOMOYUI 3TOTO
denepanbHOTO OpraHa Mo BIJa4e pa3peiieHuil Ha MPOBeIeHNEe KITMHNYECKUX UCCIICIOBAHUN
JICKapCTBEHHBIX MPENapaToB U (UJIK) IO TOCYAAPCTBEHHOMN PETUCTPAIH JICKaPCTBEHHBIX
npenaparoB (Jajee - FKCIEPTHOE YUPEKICHUE).

Cratbs 16. Opranu3zanus IpoBeACHUsI SKCIIEPTH3bI JIEKAPCTBEHHBIX CPE/ICTB B LEISIX UX
roCyJapCTBEHHON perucTpalun

1. DkcnepTu3a IeKapCTBEHHBIX CPEICTB MPOBOAUTCA KOMUCCUEH IKCIIEPTOB IKCIEPTHOTO
YUPEKACHUS, HA3HAYEHHOM ero pyKoBOAMUTENIEM, HA OCHOBAaHUH 3aJ[aHUs Ha IIPOBECHUE
HKCIEPTHU3BI JIEKAPCTBEHHOTO CPEJCTBA, BBIJAHHOTO YIIOJTHOMOYECHHBIM (heiepanibHbIM OpraHOM
UCTIOJIHUTENIHON BiacTU. PyKoBOAMTENb SKCIEPTHOTO YUPEXkKIEHUS 00ecleunBaeT Haulexalee
IIPOBEJCHUE IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU C 33JJaHUEM, BbIIAHHBIM
YIOJIHOMOYEHHBIM (heiepalbHbIM OPTaHOM UCIIOIHUTENIBHON BIACTH, U OPraHU3yeT MOATOTOBKY
CBOJIHOT'O 3aKJIFOUEHUS 3TOM KOMHCCHU. B cocTaB 3T0M KOMHUCCUU O PELLIEHUIO PYKOBOAUTENSA
HKCIEPTHOTO YUPEKICHHSI MOTYT ObITh BKJIIOUEHBI B KaU€CTBE HKCIEPTOB JIMIIA, HE paboTaroiiye
B JIAaHHOM SKCIIEPTHOM YUPEKJICHHH, €CITU UX CIIeIUAIbHBIC 3HAHHUSI HEOOXOAUMBI IS
IPOBE/ICHUS SKCIEPTU3bI U TAKUE SKCIIEPThI OTCYTCTBYIOT B JAHHOM KCIEPTHOM YUPEXKICHUH.

2. DKCIIEPTOM IO MPOBEACHUIO IKCIIEPTH3BI JICKAPCTBEHHBIX CPEJICTB SBJISCTCS aTTECTOBAHHBIIH
pabOTHUK PKCIIEPTHOTO YUPEKACHUS, KOTOPBI UMEET BBICIIIEE METUIIUHCKOE,
dapmareBTHYECKOE, OMOJIOTHYECKOE, BETCPUHAPHOE MIIM XUMUYECKOe 00pa30BaHUE U ITPOBOJIUT
9KCIICPTUIY JICKAPCTBCHHBIX CPCACTB B MOPAAKC UCIIOJITHCHUA CBOUX NOJIKHOCTHBIX
00s13aHHOCTEH (J1amee - SKCIepT).

3. Ilpu mpoBeieHUH SKCIEPTU3HI JIEKAPCTBEHHBIX CPEACTB IKCIEPT HE MOKET HaXOUTHCS B
KaKoW-1r00 3aBUCUMOCTH OT JIUIIA, HA3HAYUBIIIETO ATy IKCIEPTH3Y, pa3padoTunka
JIEKapCTBEHHOT'O CPEJCTBA WK APYTUX 3aUHTEPECOBAHHBIX B PE3yJIbTaTax dKCIEPTU3bI JIUII.

4. ITpu mpoBeIEeHUH SKCIIEPTU3HI JICKAPCTBEHHBIX CPEJICTB HE JIOITYCKAETCs UCTPEOOBaTh Y
3asBUTENs TMOO UHBIX JIUI] MaTepHalibl, HEOOXOIUMBIE IJI TPOBEIEHUS SKCIEPTU3bl. B ciiyuae
HEJ0CTaTOYHOCTHU IPEICTABICHHBIX SKCIIEPTY MaTEpUAIOB Ui Jaul 3aKJIIOUEHUS IKCIEPT
CTaBUT BOIIPOC O MPEACTABIECHUN eMy HEOOXOIMMBIX MaTepHAIOB Iepe]] PyKOBOIUTEIEM
HKCHEPTHOTO YUPEKICHHSI, KOTOPBIi 00palaeTcs ¢ COOTBETCTBYIOIIMM 3alIPOCOM B
YIOJIHOMOYEHHBIN (peiepanbHbIi OpTaH UCTIOTHUTEIBHON BIIACTH, BBIIABIIHNH 3ajaHUE Ha
IIPOBE/ICHUE SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEICTBA. Y Ka3aHHBIN (eaepanbHblii Opran
WCIIOJTHUTENILHOM BJIaCTH B T€UEHUE MATH pabOYMX AHEH CO THS MOCTYIIEHHUS 3arpoca
PYKOBOIMTENS IKCIEPTHOTO YUPEKACHUSI HAIIPABIISIET 3asIBUTEIIIO 3aPOC O MPEACTABIECHUN
HEOOXOUMBIX MaTepuanoB. JJaHHBIH 3ampoc MOXKET ObITh epelaH YIOJTHOMOYEHHOMY
IIPEICTABUTEIIO 3asIBUTEIS JIMYHO M0J] PACIUCKY, HAIIPABJIEH 110 [10YTE 3aKa3HBIM TUCbMOM HJIU
nepeaaH B 3JIEKTPOHHOM GopMe 1Mo TeTeKOMMYHUKAI[MOHHBIM KaHalaM cBs3H. B ciyuae
HaIpaBJIEHUs JAHHOI'O 3aIIpoca IO MOYTEe 3aKa3HbIM IMCbMOM OH CUHUTAETCS MOJTYYEHHBIM 110
MCTEYEHUU IECTH THEW ¢ JaThl HAIIPABJIEHUS 3aKa3HOTO MUChMa.

4.1. 3asBuTens 00s13aH MPEACTAaBUTh OTBET HA 3aMIPOC YIOJHOMOYEHHOTO (peepaabHOTo opraHa
UCTIOJIHUTENIbHOW BJIACTH B CPOK, HE MPEBBIIIAIOLINI JeBIHOCTa pabouuX JHEW CO AHS ero
MOJTydeHHs. Y TIOJITHOMOYECHHBIN (peepanbHbIii OpraH UCTIOTHUTEIHHOM BJIACTH, BBIIABIIHI



3aJlaHue Ha MPOBEICHUE IKCIIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA, B TCUCHUE TISATH pabouuX THEH
CO JTHS TIOCTYILICHUS OT 3asBUTENSI OTBETA HA JIAHHBIN 3apOC HAIPaBIIIeT TaKOil OTBET B
AKCIIEPTHOE yupexaeHue. B ciydae HempencTaBiaeHus 10 UCTEUEHUH AEBSIHOCTA pabouuX JHEN
3asBUTENIEM OTBETa Ha JIaHHBIN 3aMpoc YIOJTHOMOYEHHBIN (eiepanbHblil Opran
WCIIOJTHUTEJIbHOW BJIACTH, BBIIABIINM 3aJjaHUE HA MPOBEJIEHUE IKCIIEPTU3HI JIEKAPCTBEHHOTO
CPENCTBA, B TEUEHHE MITH pabounX AHEW HAIPABISET B OKCIEPTHOE YUpEKACHUE YBEIOMIICHHE
0 HEIPE/ICTAaBICHUH 3asBUTEJIEM OTBETA HA 3aIlIpOC yKa3aHHOro opraHa. Bpems co nHs
HAIpPaBIIEHUS 3allpOca IKCIEPTHOTO YUPEKJACHUS B YIIOTHOMOYECHHBIN (eiepabHbIi Opran
WCIIOJTHUTEJIbHON BJIACTH J0 JHS MOJIYYSHHS IKCIIEPTHBIM YUPEKIEHUEM OTBETa Ha 3apocC WIH
YBEIOMJICHHSI O HEMPEICTABIEHUU OTBETA HA 3aMPOC HE YUUTHIBACTCS MPU UCUNCICHUH CPOKa
MIPOBEICHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTBA.

5. DKcnepT npu NpOBEJECHUH TOPYYEHHON €My PYKOBOAMTEIEM 3KCIEPTHOTO YUPEKICHUS
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 0053aH:!

1) npoBecTH MONHOE UCCIIEOBAaHUE MTPEJICTABICHHBIX €My O0BEKTOB, MATEPHUAJIOB, 1aTh
000CHOBAaHHOE U 0OBEKTUBHOE 3aKJIFOUEHUE 110 OCTABIECHHBIM NIEPE]] HUM BOIIPOCAaM MIIH
MOTHBHPOBAHHOE 3aKJIIOUEHHE O HEBO3MOXHOCTH MTPOBEACHUS UM 3KCIIEPTU3bI JIEKAPCTBEHHOTO
CPEJCTBA, €CIIU MOCTaBICHHBIE BOMPOCHI BBIXOAAT 32 MIPEIENbl CIELMATbHbBIX 3HAHUHN 3KCIEPTa,
00BEKTHI HCCIEIOBAHNI M MaTepUallbl HEMPUTOAHbI UM HEAOCTATOUHBI JJIs1 IPOBEICHHUS
UCCIICIOBAaHMI U 1a4M 3aKJII0YCHHUS MO0 COBPEMEHHBIH YPOBEHB PAa3BUTHS HAYKH HE MO3BOJISET
OTBETUTH Ha MOCTABJICHHBIE BOIIPOCHI;

2) He pa3rialmaTh CBEACHUSI, KOTOPbIE CTAIM EMY U3BECTHBI B CBS3H C IIPOBEJCHUEM dKCIIEPTU3bI
JIEKapCTBEHHOT'O CPEJICTBA, a TAK)KE CBE/IEHUS, COCTABJISIOIINE IOCY1apCTBEHHYIO,
KOMMEPUECKYIO WM HHYIO OXPaHSIEMYIO 3aKOHOM TaliHY;

3) obecreunTh COXPaHHOCTD MPEACTABICHHBIX 00BEKTOB HCCIICJOBAHUN U MAaTEPHAJIOB.
6. DKcIepT HE BIIpaBe:

1) IpoBOAUTH IKCIIEPTHU3Y JIEKAPCTBEHHOTO CPECTBA 110 OOPAIIEHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3anuil niM GU3NYecKux JIuiy;

2) caMOCTOSITENTLHO COOMPATh MaTEpUAIIbI I TPOBEACHUS SKCIIEPTHU3HI JIEKAPCTBEHHOTO
CpEICTBa;

3) IpOBOAUTH HKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HErOCYIapCTBEHHOTO
JKCIIEpTA.

7. B cmydae HE0OXOIMMOCTH IKCIIEPT BIIPaBE X01aTaliCTBOBATH MEPe]] PYKOBOIUTEIEM
AKCIIEPTHOTO YUPEXKICHHS O MPUBICYCHUU K ITPOBEACHHUIO HKCIIEPTU3BI JIEKAPCTBEHHOTO
CPEJICTBA APYTUX IKCIEPTOB.

8. Kaxaplil sKcriepT, BXOJAIIUN B COCTaB KOMUCCHH SKCIIEPTOB, KOTOPOU MOPYUYEHO MPOBEICHUE
AKCIIEPTHU3BI JIEKAPCTBEHHOI'O CPEACTBA, HE3ABUCUMO U CAMOCTOSITEIbHO MTPOBOIUT
HCCJIEIOBAHMSI, OLICHUBAET PE3YJIbTAThI, MOJYUYEHHBIE UM JIMYHO U JPYTUMU IKCIIEPTaMU, U
(I)OpMy.]II/IpyCT BBIBOJAbI OTHOCUTCIIbHO IMOCTABJICHHBIX BOIIPOCOB B IMPEACIIAX CBOUX
CIIENIMAIbHEIX 3HAHUH.

9. Pe3ynbTaThl 5KCIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA OPOPMIISIOTCS 3aKII0UEHHEM KOMUCCUN
AKCIEPTOB. B 3aKiII0ueHNU KOMHCCUU SKCIIEPTOB YKa3bIBAIOTCS NEpEeYeHb HUCCIIe0BaHUMN, 00beM



MPOBEICHHBIX KAKIBIM SKCIIEPTOM HCCIICA0BAHUH, YCTAHOBICHHBIE KAKABIM U3 HUX (DAKTHI 1
CZEIIaHHBIE B PE3YJIbTATE UCCIEN0BAHUMN BBIBOJBL. DKCIEPT, MHEHHE KOTOPOI'0 HE COBIANAET C
peleHrneM KOMICCHU 9KCIIEPTOB, BIIPaBe BBHIPA3UTh CBOE MHEHUE B MUCbMEHHOH (opme,
KOTOPOE NMPHOOINAETCS K 3aKJIFOYEHUI0O KOMUCCHUU 3KCIIEPTOB.

10. DxcnepThl, BXOJAIINE B COCTaB KOMUCCHH, NPEyNpeKaatoTcs 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATENBCTBOM Poccuiickoit Penepannu 3a Aady 3aKJIH0YCHUS,
coJiepKaliero Heo0OCHOBaHHbIE WK (hanbcU(PUIIMPOBAHHbIE BHIBOJIBI, O YEM OHH JIAIOT
MOJIIINACKY.

11. Onpenenenue ypoBHs MPoPecCHOHATBHON TOTOTOBKH YKCIIEPTOB M ATTECTAIUS MX Ha
NPaBO MPOBEJCHUS IKCIIEPTH3bI JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIOTCS SKCIIEPTHO-
KBTH(DUKAITMOHHBIMA KOMUCCHUSIMU B TIOPSIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIHM
YIIOJITHOMOYEHHBIM (heiepalibHbIM OPTaHOM UCTIOTHUTEIBHOM BIacTH. Y POBEHb
po(heCcCHOHATTLHOM MOATOTOBKH YKCIIEPTOB MOJICKHUT MIEPECMOTPY YKa3aHHBIMH KOMHUCCUSIMU
HE PEXKE YeM OJIMH pa3 B AT JICT.

12. IpaBumna npoBeAeHUs HKCIIEPTH3BI JIEKAPCTBEHHBIX CPEACTB U (hopMa 3aKITI0UCHUS
KOMMCCHUH 3KCIIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOIUM YIOJIHOMOYEHHBIM (pe/iepanbHbIM
OpraHOM MCIIOJIHUTEIIbHOH BJIACTH.

Crartbs 17. DTHueckas skcnepTusa

1. DTHueckas 3KcrepTU3a MPOBOIUTCS B LENSAX BBIAYH 3aKIIOUYCHHUS 00 STHYECKOI
000CHOBaHHOCTH BO3MOXHOCTH ITPOBEACHUS KIMHUYECKOTIO UCCIIEJOBAHNUS JIEKAPCTBEHHOTO
npenapara Juisi MEAULUHCKOrO IIPUMEHEHNS COBETOM I10 3THKE, CO3JaHHbIM B IIOPSJIKE,
YCTQHOBJICHHOM YIIOJTHOMOUYEHHBIM (peJiepaibHbIM OpPraHOM UCHOJHUTEIbHOHN BIIACTH.

2. DKcepTaMu COBETa 10 3TUKE MOT'YT OBITh IPEJICTABUTENIN MEAUIIMHCKUX, HAYUHBIX
opraHu3zanuii, 00pa3oBaTesIbHbIX OpraHU3alMi BeICIIEr0 00pa30BaHus, a TAKXKE MPEICTaBUTENN
0O0IIIeCTBEHHBIX OPraHU3aINi, PETUTHO3HBIX OPTaHU3aLUi U CPEJCTB MACCOBOM MH(OpPMAIIHH.
JlaHHBIE SKCIIEPTHI HE JOJDKHBI HAXOAUTHCS B KAKON-JINOO 3aBUCMMOCTH OT Pa3pabOoTUUKOB
JIEKApCTBEHHBIX IIPENAapaToB U APYTHUX JIHUL, 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX dTUYECKON
DKCHEPTU3BIL.

3. Omtara ycayr 3KCIEpTOB COBETA IO ITUKE OCYLIECTBIIAETCS HA OCHOBAHUM JIOTOBOPA,
3aKJIFOYEHHOTO MEX/1y YIOJTHOMOYEHHBIM (pesiepaibHbIM OpPraHOM MCIIOJHUTENBHOM BIacTH,
KOTOPBIM CO3/IaH COBET 110 3TUKE, M SKCIEPTOM COBETA 10 3TUKE, 3@ CUET OFOIXKETHBIX
ACCUTHOBaHUi, MPEIyCMOTPEHHBIX YIOJTHOMOUYEHHOMY (hefiepalbHOMY OpraHy HCIIOJHUTEIbHON
BJIACTH, CO3/ABIIEMY COBET I10 3TUKE, B (pefiepabHOM Or0KeTe Ha COOTBETCTBYIOIIMM IO/ Ha
o0ecrieyeHue ero JesITeIbHOCTH, U B pa3Mepax, ycTaHoBIeHHbIX [IpaButenscTtBoM Poccuiickoit
denepanuu.

4. 3Kcnepr1 COBCTa I10 OTHKCEC HGCYT OTBCTCTBCHHOCTDH B COOTBETCTBHUU C 3aKOHOAATCIIBCTBOM
Poccuiickoit ®eneparuu.

5. CocraB coBeTa 10 3THKE, [10JIOKEHHE 00 ITOM COBETE, MOPSIOK €ro AeATEIbHOCTH,
TpeOOBaHUS K KBTM(DPUKALUHU U ONBITY pabOTHI MO SKCIIEPTHOM OIL[EHKE HAyYHBIX, MEIUIIUHCKIX
Y DTHUYECKUX ACIIEKTOB KIIMHUYECKUX MCCIIECOBAHUN JIEKAPCTBEHHBIX NIPENApaTOB JUIs
MEIULUHCKOrO IPUMEHEHUS, IIPEIbABIIAEMBIE K DKCIIEPTaM COBETA I10 3THUKE, IIOPSAIO0K
OpraHu3alUy U IPOBEIEHUS 3TUUYECKON IKCIEPTU3bl, (hopMa 3aKJIFOUEHHS COBETA 110 ITUKE
YCTaHABJIMBAIOTCS YIIOJTHOMOUYEHHBIM (peiepaibHbIM OPraHOM UCIIOIHUTEIBHOM BiIacTH. YUCIo



HpeI[CTaBHTCJIeﬁ MCIHUIMHCKUX opraHmauHﬁ HC MOXKCT IIPEBBIIIATL IMOJIOBUHY OT O6HI€FO
quCJia OKCIICPTOB COBETA I10 3THUKCE.

6. Mudopmarus o coctaBe coBeTa 1Mo ITHKE, IJIaHaX €ro padoThl M TEKYIIEeH NesTeNbHOCTH
pasmernaercs Ha OQUIIMATFHOM CaiiTe YIOJTHOMOUYEHHOTO (eiepaIbHOro opraHa
WCTIOJTHUTENIbHOM BIacTy B ceTH "MIHTEpHET" B yCTAaHOBJIEHHOM UM IMOPSJIKE.

Cratpa 18. [Togava u paccMOTpeHHUE 3asBICHUH O TOCY1apCTBEHHOM perucTpaiu
JIEKapCTBEHHBIX MPEMapaToB U MPEICTaBICHNE HEOOXOJUMBIX TOKYMEHTOB

1. 175t rocynapcTBEHHON perucTpaluy JIEKapcTBEHHOTO TpenapaTa pa3padoTank
JIEKapCTBEHHOI'0 IIperapara Uil YIOJHOMOYEHHOE UM JIPYroe I0pUANYEcKoe JINLO (Jaee -
3asBUTEIb) MPEACTABISAET B COOTBETCTBYIONIUI YIIOTHOMOYEHHBIH (heepanbHblii opran
MCIIOJIHUTENILHOH BJIACTH, OCYIIECTBIISIFOIINN FOCYAAPCTBEHHYIO PETUCTPALINIO JIEKAPCTBEHHBIX
MpernapaToB, 3asBJIEHUE O TOCYIapPCTBEHHON PETUCTPALIUU JIEKApCTBEHHOTO Mpernapara, a Takxke
B TIOPSI/IKE, YCTAHOBJICHHOM COOTBETCTBYIOIIUM YIIOJHOMOUYEHHBIM (eiepaIbHbBIM OPraHOM
HCIIOJTHUTENIHOM BJIaCcTH, HEOOXOAUMBIE IOKYMEHTBI, U3 KOTOPBIX (popMUpyeTcs
PETUCTPALIMOHHOE JJOChE HA JIEKAPCTBEHHBIN IIpenapar (Jajiee - pErucTPallMOHHOE JT0ChE).

2. B 3asBieHnN 0 rocyAapCTBEHHOM perucTpanyy JeKapcTBEHHOIO IIpenapara yKa3blBaloTCs:

1) HauMeHOBaHUE U aJIpec 3aABUTEINS U (WJTM) MPOU3BOIUTENS JIEKAPCTBEHHOIO Mpenapara u
aJipec MecTa OCYUIECTBIICHUS [TPOU3BOJICTBA JIEKAPCTBEHHOTO Mpenapara;

2) HauMEHOBAaHUE JIEKaPCTBEHHOI'O IIpernapara (MeX1yHapOIHOE HETIATEHTOBAaHHOE WIIN
XMMHUYECKOE U TOPrOBOE HAMMEHOBAHHU);

3) nepeyeHb BEIIECTB, BXOSAIIMX B COCTaB JICKAPCTBEHHOTO Mpernapara, ¢ ykasaHHueM
KOJIMYECTBA KaXKJOT0 U3 HUX;

4) nekapcTBeHHas popma, JO3UPOBKA, CIIOCOOBI BBEACHUS U IPUMEHEHUS, CPOK TOAHOCTH
JIEKapCTBEHHOTO Mpenapara;

5) onucanue GpapMaKoJIOTHIECKUX U (hapMaKOANHAMHUYECKUX WM UMMYHOOHOIOTMYECKUX
CBOMCTB JIGKapCTBEHHOTO Iperapara;

6) 3asiBNIeHHAs MPOM3BOAUTEIIEM JIEKAPCTBEHHOTO MIpernapaTa npejeibHas OTIyCKHas [[eHa Ha
JIEKapCTBEHHBIN Mpernapar, BKIOUEHHBIN B IEPEYeHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX
JIEKAPCTBEHHBIX IIPENApaToOB, B CIIy4ae €ro rocyAapCTBEHHON perucTpaiuu;

7) oTCcyTCTBHE HEOOXOIMMOCTH MPOBEICHUS KIMHIUUYECKOTO UCCIIEIOBAHMUS, NCCIIETOBAHUS
OMOPKBHUBAIEHTHOCTH JICKAPCTBEHHOTO Mpenapara, pa3penieHHOro sl MEUIIMHCKOTO
npuMeHeHus Ha Tepputopuu Poccuiickoit Deaepanun 0osiee 1BaaIaTH JET, C YKa3aHUEM
HOPMATUBHBIX IMMPABOBLIX dKTOB, INOATBCPKAAOIINX ,Z[aHHblﬁ CPOK IMPUMCHCHMU .

3. Peructpanmonnoe 1ocbe GopMHUpyeTcs U3 CAEAYIOUUX TOKYMEHTOB:

1) MPOEKTHI MAaKETOB MEPBUYHON YITAKOBKH U BTOPUYHOM (TTOTPEOUTEIHCKOM) YIIAaKOBKH
JIEKapCTBEHHOT'O IIpernapara;

2) TOKYMEHT, IEPEBEACHHBIN Ha PYCCKUH S3BIK, MTOATBEP)KIAIOIINI COOTBETCTBHE
IPOU3BOIUTENSL PETHCTPUPYEMOT0 JIEKAPCTBEHHOTO Mperapara TpeOOBaHHUSIM MTPABUI



OopraHu3alyy MpOrU3BOJACTBA U KOHTPOJIA KAa4CCTBA JICKAPCTBCHHLIX CPECACTB, BI)II[aHHI)If/'I
KOMIICTCHTHBIM OPraHOM CTPAHbI IIPOU3BOJUTCIIA PCTrUCTPUPYCMOTO JICKAPCTBCHHOI'O IIpCIiapaTta
u 3aBCpCHHbeI B YCTAaHOBJICHHOM ITOPAAKE;

3) IpOEKT HOPMATUBHOM JTOKYMEHTAIIMU UM HOPMATUBHOTO JIOKYMEHTA Ha JICKaPCTBEHHBII
npemnapar 1ub0 ykazaHUE COOTBETCTBYIOIIEH (apMaKoNelHOM cTaThu;

4) cxema TeXHOJOTHYECKOro Mpoliecca MPOU3BOACTBA JIEKAPCTBEHHOT O IIperapara, ee OrnucaHue
U (W) cXeMa TeXHOJOTHIECKOTo Mpoliecca MPOU3BOACTBa (papMaIieBTUIECKON CyOCTaHITNH, e
OTHCaHUE;

5) IOKyMEHT, IepeBEICHHBINA Ha PYCCKUH S3bIK, MOATBEPKIAIOIINN COOTBETCTBUE
pou3BoaUTENs (hapMalleBTHUECKON CyOCTaHIIMU TPeOOBaHUSAM MPABUJI OPraHU3aAlUN
MPOU3BOACTBA U KOHTPOJIA KAYECTBA JICKAPCTBEHHBIX CPEJICTB, BBIAAHHBIA KOMIETEHTHBIM
OpraHOM CTpaHbl MPOU3BOUTENS (papMaleBTUUECKON CyOCTaHIH, 3aBEPEHHBIH B
YCTaHOBJICHHOM TOPSJKE U COJIEPKALLNN:

a) HaUMEHOBaHKe (hapMaIEBTHUECKONW CyOCTaHIIMH (MEXIyHAPOAHOE HENAaTCHTOBAHHOE WU
XMMHYECKOE U TOPrOBOE HAMMEHOBAHHUS);

0) HAMMEHOBaHUE U AIPEC MTPOU3BOAUTEINS (hapMAIEBTHUECKON CYOCTaHIINH;
B) CPOK TOAHOCTH (hapMaIlleBTUUECKON CyOCTaHINN;

6) TOKYMEHT, COJepKaIlUil CBEICHH O MOKa3aTesIX KayecTBa (papMarieBTHUECKON CyOCTaHINH,
UCIIOJIb3yEeMOH TIPH ITPOM3BOACTBE JIEKAPCTBEHHBIX IPEIapaToB.;

7) HOpMaTUBHAasI JOKYMEHTALUsl MJIM HOPMAaTUBHBIN IOKYyMEHT Ha (hapMalieBTUYECKYIO
cyOcTaHIuIO MO0 yKa3aHWe COOTBETCTBYIONIEH (hapMaKONeHOM cTaThH;

8) nHpOpMaIH 00 YCIOBUAX XpaHEHHsI, IEPEBO3KH JIEKAPCTBEHHOTO TperapaTa U HHas
uHpOpMaLUS;

9) OTYCT O PE3YyJibTaTaXx JOKIMHHUYCCKOI'0 UCCICAOBAHMNA JICKAPCTBCHHOI'O CPECACTBA JJIA
MCIUIUHCKOI'O IpNMMECHCHUA, coz[epmamnﬁ OIMMCAHUE, PE3YIIBTAThI U CTAaTHCTHYCSCKHUI aHaJIN3
PE3YIbTAaTOB JAHHOT'O JOKJIMHUYCECKOTO UCCIICIOBAHUA;

10) otuet o pe3ynbTaTax JOKJIMHUYECKOTO UCCIEIOBaHUs JIEKapPCTBEHHOI'O CPEACTBA U
KIIMHUYECKOI0 UCCIIEIOBaHMS JIEKAPCTBEHHOTO MperapaTa Jijisi BETEpUHAPHOTO IPUMEHEHUS;

11) npoekT npoToKoIa KIMHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOTO NIpenapaTa s
MEINIUHCKOTO IPUMEHEHHUS;

12) O6porrropa uccienoBaTes;

13) nadopmMaImOHHBIN JTUCTOK MAIUCHTA;

14) uadopmarius 0 BeIIUIATaX U KOMICHCAIMSIX MAlMeHTaM (3J0pPOBBIM JOOPOBOJIBIIAM,
00JBHBIM) (Jajiee - MAUEHTHI ), PUBIICYEHHBIM K TPOBEICHHUIO KIIMHUYECKUX UCCIIETOBAHUI

JICKApPCTBCHHOTO IIpCriapaTa i1 MCAUITUHCKOI'O IPUMCHCHU, I/ICCHG,Z[OBaHI/Iﬁ
OMOSKBUBAJICHTHOCTH | (UJIM) TEPANEBTUYECKON SKBUBAJICHTHOCTH;



15) oTuer o pe3ynbraTax MEXAYHAPOIHBIX MHOIOLIEHTPOBBIX KIIMHUYECKUX UCCIIEJOBaHUM
JIEKapCTBEHHOI'0 IIpernapara Juisi MEJULIMHCKOTO IPUMEHEHM S, YaCTh U3 KOTOPBIX ITPOBE/ICHA HA
tepputopun Pocculickon @enepanny;

16) TpOEKT MHCTPYKIIMH 110 TPUMEHEHHUIO JIEKAPCTBEHHOTO Mperapara, CoJiep Kalinii
CIIETyIOIINE CBEJCHHUS:

a) HAaUMCHOBAHHUC JICKAPCTBCHHOI'O CPCACTBA (MC)K,I[YHapo,I[HOG HCTIAaTCHTOBAHHOC HJIN
XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/ISI);

0) nexapcTBeHHas (popma ¢ ykazaHHEeM HAaMMEHOBAaHUN U KOJIMYECTBEHHOTO COJIEPKaHuUs
(akTHBHOCTH) (hapMalEeBTUYECKUX CYOCTAHIIUI M BCIIOMOTATEIbHBIX BEIIECTB;

B) (papMaKoTeparneBTHUECKAas IPyIIa JIEKapCTBEHHOTO Mperapara;

T') MOKa3aHusl 17151 IPUMEHEHUS;

1) MPOTUBOIIOKA3aHUS I TPUMEHEHUS,

€) peKUM JO3UPOBaHUs, CIOCOO BBEJICHUS, TPU HEOOXOUMOCTH BpEMSI MpUeMa JIEKapCTBEHHOTO
npenapara, NpoJ0KUTENIbHOCTh J€UeHHs (B TOM YHCIIE JIEKAPCTBEHHOIO Mpemnapara Jajis
MEAMIIMHCKOTO MIPUMEHEHHUS Y JIETeH 10 U MOCcIie OTHOTO T0/a);

) MEpBI IPEIOCTOPOKHOCTHU MIPHU IPUMEHEHHH;

3) CUMIITOMBI IEPEIO3UPOBKH, MEPHI 110 OKA3aHUIO [TOMOIIY NPU IEPEJO3UPOBKE;

M) yKa3zaHue, Ipyu He0OXOIUMMOCTH, 0COOEHHOCTEH NeCTBUS JIEKApCTBEHHOTO Mperapara npu
IIEPBOM IIPHEME WJIU TIPU €0 OTMEHE;

K) OIMcaHue, Mpu HEOOXOIUMOCTH, TeUCTBHUI Bpada ((dempamepa), CreruanicTa B 001acTi
BCTCPUHAPUU, ITAIIUCHTA, BJIAACIIbIA )KUBOTHOI'O ITPU ITPOITYCKEC IMpUcMa OI[HOI>'I NN HECKOJIBKUX
7103 JICKApCTBEHHOTO TpEIapara;

J) BO3MOYKHBIE IOO0YHBIE ACWCTBUS MPU IPUMEHEHUH JICKApPCTBEHHOTO Iperapara;

M) B3aUMOJIEHCTBHUE C IPYTMMH JIEKAPCTBEHHBIMU IIpeNapaTaMy U (WJIN) MUILEBBIMU
IIPOJYKTaMHU, KOPMaMU;

H) YKa3aHHe BO3MOXHOCTH U 0COOEHHOCTEN MEAUIIMHCKOTO MPUMEHEHHUSI JIEKAPCTBEHHOTO
npemnapaTa 0epeMEHHBIMU JKEHITMHAMH, KEHIIWHAMY B TIEPUOJI TPYAHOTO BCKAPMIIMBAHHSI,

ACTbMHU, B3POCIBIMH, UMCIOIIUMHU XPOHUYCCKHE 336OJ'IeBaHI/I$I;

0) CBEJICHHS O BO3MOKHOM BJIMSIHUU JIEKAPCTBEHHOTO MpernapaTa A MEIULUHCKOTO
MPUMEHEHHUS Ha CIIOCOOHOCTh YIPABIATH TPAHCIIOPTHBIMU CPEICTBAMU, MEXaHU3MaMH;

1) CPOK TOJAHOCTH U YKa3aHHE Ha 3alpeT MPUMEHEHHU JIEKapCTBEHHOI 0 IIpernapara mno
HCTEYEHUU CPOKa rOJHOCTH;

P) YCIIOBUS XpaHEHUS;



C) YKa3aHHe Ha HEOOXOJMMOCTh XpaHEHUS JICKAPCTBEHHOTO MpernapaTa B MECTax, HeJOCTYITHBIX
JUIS IETEH;

T) YKa3aHue, IIpru HeO6XOI[I/IMOCTI/I, CIICHUAJIBHBIX MEP MPCIOCTOPOKHOCTHU TP YHUUTOXKCHHUH
HCHUCIIOJIB30BAHHBIX JICKAPCTBCHHBIX IIPCIIapaToOB;

y) CPOKH BO3MOXKHOTO MCIIOJIB30BaHUA NPOAYKIHUHA KUBOTHOI'O IIPOUCXOKIACHUS ITOCJIC BBCACHUS
JKUBOTHOMY JICKAPCTBCHHOI'O IIpCIiapaTta IJisI BETCPUHAPHOTO IIPUMCHCHHA,

¢) HauMeHOBaHUeE, aipec IPOU3BOANUTENS JICKAPCTBEHHOT'0 NpernapaTa U ajpec Mecra
IPOM3BOJICTBA JIEKAPCTBEHHOI'O Mpenapara;

X) YCIIOBUS OTITYyCKa;
17) nepeBeicHHAs Ha PYCCKUI 3BIK U 3aBEPEHHAs B YCTAHOBIEHHOM MOPSIAKE KOMHS
JIOKYMEHTA, OATBEPKAAIOIIETO PETUCTPALIMIO JIEKAPCTBEHHOTO MIpenapara B cilydae ero

peructpanuu BHe npenenoB Poccuiickoit denepanuy;

18) 1OKyMEHTBHI, IPEACTABIsEMBIE B COOTBETCTBUHU CO cTaThsiMU 19-23 HacTosIIEr0
denepanbHOro 3aKOHa.

4. To >xenaHuIo 3assBUTENS] MOT'YT OBITh MPECTABICHBI OTUYETHI O MPOBEACHHBIX B CTPAHE
3asiBUTEIIS U APYTUX CTpaHax pe3yibTaTaxX KIMHUYECKUX UCCIIEIOBAHUM, UCCIIEOBAHUN
OMOSKBUBAJIEHTHOCTHU U (UJIM) TEPaAeBTHUECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O MIpernapaTa
(BKJIrOYAsI SMUJEMHUOIOTHYECKHUE UITH 3MTU300TOJIOMUECKHE UCCIIEI0BAaHUS
MMMYHOOHOJIOTHYECKHX JIEKApPCTBEHHBIX MPernapaToB, MpeIHa3HAYCHHBIX [
UMMYHOJIOTHUECKOW MPO(PUIAKTUKY U JIeUeHUs! HH()EKIIMOHHBIX 3a00JI€BaHUH, B TOM YHCIIE Y
JeTeil), coaeprKaliie On1ucaHus MPOBEICHHBIX UCCIIEIOBAHUN JIEKaPCTBEHHOI'O IIpernapara, ux
pe3yJbTaThl U CTATUCTUYECKUI aHAJIN3 ITOJIyYEHHBIX PE3YJIbTAaTOB.

5. K 3asBiieHn10 0 rocyJapcTBEHHOM perucTpaliiu JIeKapCTBEHHOTO IperapaTa mpuiiaraloTcs:

1) TOKyMEHT, MOATBEPKAAIOIIUH YIIaTy TOCYIapCTBEHHON MOIIMHBI 32 POBEICHUE
9KCHICPTU3BI JOKYMCHTOB JJI MMOJIYUCHU A pa3pemeHH171 Ha IPOBCACHUC KIIMHUYCCKUX
MCCJIETOBAaHHM JIEKapCTBEHHOT'O IIpernapaTa JUisi METUIIUHCKOTO MPUMEHEHUS ¥ 3TUYECKON
OKCIIEPTHU3BI IPH OOPAIICHUH 33 TOCYIapCTBEHHOW PETUCTpalliel JICKapCTBEHHOTO Mpenapara;

2) JOKYMEHT, IOATBEPKAAIOIINN YIIJIATy TOCY1apCTBEHHOW MOLIIMHBI 332 IPOBEACHHE
HKCIIEPTU3BI KAYECTBA JIEKAPCTBEHHOT'O CPEJICTBA U SKCIEPTU3bI OTHOIIECHUS 0’KUAAEMOMN MOJIb3bI
K BO3MOXXHOMY PHUCKY MPUMEHEHUS JICKAPCTBEHHOTO IIpenapara, pa3peieHHoro ass
MEIUITMHCKOTO MPpUMEHEHHS Ha TeppuTopun Poccuiickoit deneparuu 6osiee ABAAIATH JIET, IPH
roCyJapCTBEHHOMN pEerucTpaliu JEKapCTBEHHOT O Ipenapara;

3) JOKYMEHT, IOATBEPKAAIOIINN YIIJIaTy TOCY1apCTBEHHON NOLUIMHBI 33 IPOBEACHHE
HKCIEPTU3BI KAYECTBA JIEKAPCTBEHHOT'O CPEJICTBA U SKCIEPTU3bI OTHOIIEHUS OKUAAEMOM TOJIb3bI
K BO3MOXKHOMY PUCKY IIPUMEHEHU JIEKAPCTBEHHOI'O IIperapara Il METULIIHCKOIO
MPUMCHCHHUSA, B OTHOUICHUH KOTOPOI'0 NPOBCACHLI MCKAYHAPOIHBIC MHOT'OLICHTPOBLIC
KJIMHUYECKHUE UCCIIEOBAaHMS, YaCTh U3 KOTOPBIX MTPOBEECHA Ha TeppUTOprun Poccuiickoit
®denepann, Npy rocyAapCTBEHHOM PErucTpaliy JEKApCTBEHHOIO Mperapara;

4) NOKYyMEHT, NOATBEPKAAOIIMM YIUIaTy rOCYAApCTBEHHOM MOIIIMHBI 32 IPOBEEHUE
HKCHEPTU3BI KAYECTBA JIEKAPCTBEHHOTO CPEJICTBA U KCIEPTU3bI OTHOLIECHUS OKUIAEMOH T10JIb3bI



K BO3MO>KHOMY PHUCKY IPUMEHEHUS JIEKAPCTBEHHOI'O IIpenapara Jyisi BETEPUHAPHOTO
IIPUMEHEHHUS TP €r0 FOCy1apCTBEHHON PETUCTPALIUN.

6. He nomyckaroTcs moiny4yeHue, pasrilalieHue, UCI0JIb30BaHNEe B KOMMEPUYECKUX LIETAX U B
IENIX TOCYIapCTBEHHON PEerucTpaluy JIEKapCTBEHHBIX MPernapaToB HHPOPMAIIUU O Pe3yiibTaTax
JOKJIMHAYECKUX MCCIIENOBAHUM JIEKAPCTBEHHBIX CPEICTB U KIIMHUYECKUX UCCIIEI0OBAaHUI
JIEKApCTBEHHBIX IIPENApPaTOB, IIPEICTABICHHON 3asiBUTEIIEM JIUI TOCYJaPCTBEHHON pErucTpanuu
JIeKapCTBEHHBIX IIPenapaToB, 0€3 ero corjacus B TEUEHHE LIECTH JIET C AAThl FOCYJapCTBEHHON
perucTpanum JEKapCTBEHHOIO IIperapara.

Hecob6nronenue 3anpera, ycTaHOBIEHHOTO HACTOSIIICH YacThiO, BIEUET 3a COOOi
OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOAaTeNbCTBOM Poccuiickoii @enepariui.

Ha teppuropun Poccuiickoit eneparuu 3ampeniaeTcsi oopaiieHue JeKapcTBEHHBIX CPEICTB,
3apETUCTPUPOBAHHBIX C HAPYIICHUEM HACTOSIICH YacTH.

Cratbs 19. llpunsatue pemieHus o Bbliaye 3KCIEPTHOMY YUPEKIACHHUIO U COBETY 10 3TUKE
3aJlaHUs Ha NIPOBEJICHUE SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

1. B Teuenue naTu pabouux THEH cO AHS MPUHATH 3asBICHUS O TOCYJapCTBEHHON perucTpanun
JIEKapCTBEHHOT'0 IIpernapaTa yIoJIHOMOYEHHBIN (eiepalibHbIil OpraH UCIOTHUTENBHOM BIacTH
MIPOBOJIUT MIPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEACHUH, COJEPIKAIIMXCS B MIPEACTABICHHBIX
3asBUTENIEM MaTepuaiax, U IPUHUMAET pPellieHue O Bblaye 3aJaHus Ha TPOBECHHE:

1) sKCTIepTHU3BI JIEKAPCTBEHHBIX CPEJICTB B YACTH AKCIIEPTU3BI JOKYMEHTOB JIJIsl TTOTYICHUS
paspenieHus: Ha MPOBEICHUE KIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO MpernapaTa JJis
MEJIUIIMHCKOTO TPUMEHEHUS B COOTBETCTBUHM C IEISIMU, YKQ3aHHBIMU B CTaThe 38 HACTOSIIETO
derepanbHOTO 3aKOHA, U STUYECKON IKCIIEPTU3BI B OTHOILLICHUHU JIEKAPCTBEHHBIX MPENapaToB,
JUUIsL KOTOPBIX HE TPOBOJAMIIMCH KIIMHUYECKHUE UCCIIEA0BaHUs Ha TeppuTopun Poccuiickoit
®denepannu, HA OCHOBAaHUHU JJOKYMEHTOB, YKa3aHHbIX B yHKTax 1-9, 11-14, 17 yactu 3 u nyHKTE
1 gyactu 5 crateu 18 HacTosmero PeyrepaabHOrO 3aK0HA;

2) SKCTIEPTHU3HI JIEKAPCTBEHHBIX CPEJICTB B YaCTH IKCTIIEPTU3BI KAY€CTBA JICKAPCTBEHHOTO
CpE/CTBa U SKCIEPTU3bI OTHOUIECHUS 05KMIa€MOM TMOJIb3bI K BOBMOXXHOMY PUCKY TPUMEHEHUS
JIEKapCTBEHHOT0 TIpernapara Jjisi MeIUIIMHCKOTO TPUMEHEHUS B OTHOIICHUH JIEKAPCTBEHHBIX
[IPENapaToB, pa3pelIeHHbIX Ul MEAULIMHCKOIO IPUMEHEHU Ha TeppuTOopun Poccuiickon
®denepannn Oosee 1BaaAaTH JET, HA OCHOBAHUM JJOKYMEHTOB, YKa3aHHBIX B MyHKTax 1-9, 16
yacTd 3 ¥ IyHKTEe 2 yacTu 5 ctathbu 18 Hacrosiero OenepaibHOro 3aK0Ha, a TaKXKeE
JIEKapCTBEHHBIX MPEMAPaTOB, B OTHOIIEHUH KOTOPBIX MPOBEACHBI MEKIYHAPOIHbBIE
MHOT'OLIEHTPOBBIE KIMHUYECKUE UCCIIEIOBAHMS, YaCTh U3 KOTOPBIX MPOBEACHA HA TEPPUTOPUU
Poccuiickoit denepanuu, Ha OCHOBAHUH TOKYMEHTOB, YKa3aHHBIX B IyHKTax 1-9, 15-17 yactu 3
n nyHKTe 3 yacTH 5 craThu 18 HacTosmero demepalbHOro 3aK0HA;

3) PKCTIepTH3BI IEKAPCTBEHHOTO CPEACTBA B OTHOIICHUHU JIEKAPCTBEHHBIX MPETapaToB IS
BETEPUHAPHOT0 NPUMEHEHUSI HA OCHOBAaHUM JIOKYMEHTOB, YKa3aHHBIX B MyHKTax 1-8, 10,
moanyekrax "a" - "M", "o" - "d" oyuakra 16, nyakre 17 yactu 3 v nyHkTe 4 yactu S5 crateu 18

HaCcTOoA1IICro CDGI[GDELHLHOFO 3aKOHa.

2. YIIOITHOMOYEHHBIN (heiepabHbli OpraH UCIIOJHUTEIBHON BIACTH YBEIOMIISET B TUCHMEHHOM
(bopme 3asgBUTENS O IPUHATOM PELICHUM WK B ClIyyae 0TKa3a C yKa3aHUEM IIPUUYUH TaKOro
OTKa3a.



2.1. B cnyuae BbISIBIEHUS HEJJOCTOBEPHOCTH CBEJICHUM, COAEPKAILNXCS B IPEACTABIEHHBIX
3asBUTEJIEM MaTepUaiax, yloJIHOMOYEHHbIH (heaepalibHbIi OpraH UCIOJHUTEIbHON BIACTH
HaNpaBJIsIeT 3asBUTEIIO 3aIIPOC 00 YTOUHEHUH YKa3aHHBIX CBEACHUH. JlaHHBIH 3ampoc MOXeT
OBbITH NepeiaH YIOJIHOMOYEHHOMY MPEICTaBUTENIO 3asBUTENS JINYHO MO/ PACIIUCKY, HallpaBJIeH
110 TOYTEC 3aKa3HBIM MMCbMOM HJIN NIEPCAaH B BHGKTPOHHOfI (bopMe 10 TCJICKOMMYHUKAITUOHHBIM
KaHajaM CBsI3U. B cilydae HampaBileHUs JaHHOTO 3aIlpoca IO MOYTE 3aKa3HbIM MUCbMOM OH
CUUTACTCA MOJTYYCHHBIM MO UCTCUYHCHUH ICCTU I[Heﬁ C JaThbl HAITPABJICHUA 3aKa3HOI'O IMUCbMa.

2.2. 3asBUTENb 00513aH NPECTABUTH OTBET HA 3aIPOC YIOJTHOMOYSHHOTO (efepaTbHOr0 OpraHa
MCIIOJTHUTENILHOM BJIACTH B CPOK, HE MPEBBIIIAIONIUN IEBSIHOCTA pabOYuX THEH cO AHS
MoJIy4eHus: JaHHOTo 3arpoca. Cpok, yKa3aHHBIN B 4acTu | HACTOSIIIEH CTaThH,
MIPUOCTAHABIMBAETCS CO JIHS HAPABIICHUS 3aBUTEIIIO 3aIIPOCA YIIOJHOMOYEHHOTO
denepanbHOrO OpraHa UCIOJHUTEIBHON BIACTH 10 JHS MOTYYCHHSI UM OTBETA Ha JAHHBIN
3anpoc.

3. OcHOBaHMEM JIJIsl OTKa3a B OPraHU3aIllMK SKCIIEPTHU3, YKa3aHHBIX B YacTH | HACTOSIIEH CTAaThH,
SIBJISIETCS TIPEJICTABIICHHE HEOOXOUMBIX ISl IPOBEICHUS STUX IKCIEPTU3 JOKYMEHTOB,
MePEUYMCIICHHBIX B YacTaX 3 U 5 crathu 18 Hacrosmero deaepaabHOro 3aK0Ha, B HEMOJIHOM
00beMe, HellpeCTaBICHUE 3asIBUTEJIEM B YCTAHOBIICHHBIN CPOK OTBETA HA YKa3aHHBIN B YacTU
2.1 HacTOAIICH CTaThH 3aMPOC YIOJIHOMOYEHHOTO (peiepaaIbHOTO OpraHa UCIOJHUTEIbHON
BJIACTH, & TAKXKE MPEJICTABIIEHUE TOKYMEHTOB, HE COJIEPKAILLMX UCUEPITBIBAIOIIETO EPEUHS
HEOOXOIUMEBIX CBEICHHUM.

Cratbs 20. DxcniepTu3a JOKYMEHTOB JIJIsl IOJIYYSHUS pa3pelleHHs Ha MPOBEICHUE
KJIMHUYECKOT'0 MCCIIEOBaHUs JIEKapCTBEHHOIO IIpenapara Jjisi MEAULUHCKOIO IPUMEHEHUS U
TUYECKOH IKCIIEPTU3BI

1. DkcnepTu3a TOKYMEHTOB JJIs MOJIYUYEHUs pa3pelieHus: Ha TPOBEICHUE KIMHUYECKOTO
MCCIIEIOBAHMS JIEKQPCTBEHHOTO TIpernapara Jijisi MeIUIIMHCKOTrO TPUMEHEHUS B COOTBETCTBHUU C
LEeJIsIMHU, YKa3aHHBIMU B cTaThe 38 HacTosmiero deiepanbHOro 3aK0Ha, ’TUYECKast HIKCIIEPTU3a,
COCTaBJICHME KOMHCCUEH SKCIIEPTOB U COBETOM IO 3THKE 3aKJIFOUYEHU O BO3MOKHOCTH WJTH
HEBO3MO>KHOCTH ITPOBEICHUS TAKOTO KIIMHUYECKOTO UCCIEA0OBAHUS U HAIIPABJICHHUE ITUX
3aKJIIOYEHUH B YIIOJTHOMOYCHHBIN (he/lepaIbHbIA OpraH UCIIOJTHUTEIIBHON BIACTH
OCYIIECTBIISIOTCS B CPOK, HE TIPEBBIIIAOIINNA TPUALIATH padOYUX THEH CO JTHS MONTYICHUS
AKCIIEPTHBIM YUPEKICHUEM 3aJaHus YIIOJTHOMOUYEHHOTO (peepaibHOTro oprasa
WCTIOJTHUTENIHOM BJIACTH C MPUIOKEHHEM HEOOXOIUMBIX JOKYMEHTOB, YKAa3aHHBIX B IYHKTax 9,
11, 12 gactu 3 ctateu 18 Hacrogiiero deaepaibHOro 3aKoHa, JOKYMEHTOB, YKa3aHHBIX B YaCTH
4 cratbu 18 HacTosmero MepepanbHOTO 3aKOHA U MPEACTABICHHBIX IO JKEJIAHUIO 3asBUTENIA, U
COBETOM T10 ATHKE 3a7aHusl YIIOJTHOMOUYEHHOTO (helepabHOTO OpraHa UCTIOJHUTEIHLHOM BIACTH
C TMIPHIO’KEHUEM HEOOXOIUMBIX IOKYyMEHTOB, YKa3aHHBIX B yHKTax 11-14 yactu 3 cratbu 18
HacTosmero ®enepasbLHOro 3aK0Ha.

2. JIOKYMEHTBI, COJIEpKaIUECs B PETUCTPALIMIOHHOM JI0ChE U ITOCTYIUBIINE B SKCIIEPTHOE
YUpEKIEHUE, COBET 110 ITUKE NI OCYIIECTBICHUS UX SKCIEPTU3bI B LENSAX MMOTYYEHUS
pa3pelleHus Ha IPOBEACHNUE KIIMHUYECKOI0 UCCIIEOBAHMs JIEKAPCTBEHHOIO IIpenapaTa Jiis
MEAMIIMHCKOTO IPUMEHEHHUSI, TOIIKAT BO3BPATY B YIIOJTHOMOUYEHHBIH (peepanbHblii opran
VCIIOJIHUTENILHOM BJIACTU OJJHOBPEMEHHO C 3aKJIIOUEHUSIMU COOTBETCTBYIOIUX 3KCIEPTU3.

Crarbs 21. Ilonyuenue paspelieHns Ha IPOBEACHNE KIMHUYECKOT0 UCCIIEN0BAaHUS
JIEKapCTBEHHOTO Npernapara Al MEJUIIMHCKOTO IPUMEHEHUS



1.B CpPOK, HC HpeBBII_HaI-OH_IHﬁ AT pa601mx ,I[Heﬁ CO OHS IMOJIYYCHUA SaKqueHHﬁ, YKa3aHHBIX
B cTaThe 20 HacTosmero ®eaepaabHOrO 3aKO0Ha, ynOJ’IHOMO‘lGHHBIfI (bel[epaﬂbHBIfI opraHn
HCIIOJIHUTEILHOM BIIACTH OCYHICCTBIIACT OLCHKY NOCTYIIUBIINX 3aKJIIOUCHUMN AJI OMpPEACIICHUSA
HX COOTBCTCTBHA 3a/laHUAM Ha ITPOBCACHUC COOTBCTCTBYIOIIUX SKCIICPTU3 U YBEAOMIIACT
3asIBUTECIIS B IHCbMCHHOM q)opMe 0 pe3yJibTaTax NPOBCACHHBIX 3KCIICPTU3 U O BO3MOKHOCTHU UJIU
HCBO3MOXHOCTH BbIJIaUU 3aABHUTCIIIO PA3PCIICHUA HA ITPOBCACHUC KIIMHUYCCKOTIO NCCIICTOBAHU
JICKApPCTBCHHOTO Iperiapara JJIs1 MCAUITUHCKOTI'O IPUMCHCHMUA.

2. Ilpu npuHATUM pelIeHNs O BO3MOYKHOCTH BbIIaYM pa3pelIeHNs Ha IPOBEACHNE KIMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO ITpenapara sl MEAUIMHCKOTO IPUMEHEHHUS] YITOJTHOMOYEHHBIN
(benepanbHBIN OpraH UCIOTHUTEIBHOM BIACTH MPUOCTAHABINBAET MTPOBEACHUE
rOCYJapCTBEHHOMN pEerucTpaliy JIEKapCTBEHHOTO Ipenapara 10 JIHs MOJa4H 3asBUTEIIEM B
YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIIOTHUTEIBHOM BIACTH 3asBICHHS O MOTyYSCHUH
pa3pelleHus Ha POBEICHUE KIMHUYECKOT0 UCCIIEA0BAHNUSI JIEKAPCTBEHHOTO IIperapara s
MEIULMHCKOTO IPUMEHEHHUS.

3. B cnydae npuHATHS pelieHus: 0 HEBO3MOKHOCTH BBIJJaUM pa3pelleHUs Ha TPOBEACHUE
KJIMHUYECKOT0 MCCIIEOBAaHUS JIEKAPCTBEHHOIO Npenapara s MEJULIHUHCKOTO MPUMEHEHUS
YIIOJTHOMOYEHHBIHN (peIepalIbHBIN OpTraH UCTIOTHUTEIHLHOM BIIACTH MPEKpaIiaeT Iporeaypy
roCyAapCTBEHHOM pPErucTpalvy JICKapCTBEHHOTO Mpernapara.

Cratbs 22. Pemienue o NpoBeACHUN KIMHUYECKOTO UCCIIE0BAHMS JIGKAPCTBEHHOTO IIpenapara
JUTSL METUITUHCKOTO TIPUMEHEHUS

1. Jlns nosydeHus: pa3pelieHus Ha MpoBeieHne KIMHUUYECKOTr0 UCCIIEIOBAHMS IEKAPCTBEHHOTO
npenapara Jijisi MeAUIMHCKOTO IPUMEHEHHUS 3asBUTEIIb MPECTABISET B YIIOJTHOMOYCHHBIN
benepanbHbIN OPraH UCIOJHUTEIBHON BIACTH:

1) 3asBJICHUC O IMOJTYYCHHHU pa3pCUICHUA HAa ITPOBEACHNUE JAaHHOI'O KIMHUYECKOTO UCCICOBAHUA,

2) cBefieHMs 00 omnbITe pabOThI UCCIIEOBATENEH 10 COOTBETCTBYIOIIUM CHEUAIBHOCTIM U UX
OTBITE pabOTHI IO MPOBEACHUIO KIIMHUYECKUX MCCIIEJOBAHHIA;

3) KomnuIo J0roBopa 00s13aTeIbHOI0 CTPaXOBaHU XKU3HH, 3J0POBbs NALIUEHTOB, YYaCTBYIOIIUX B
KJIMHUYECKOM HCCIIEOBAaHUU JICKAPCTBEHHOTI'O IIpernapara Juisi MEAULUHCKOIO IPUMEHEHHUS
(asiee - 1OroBOp 00SI3aTENBLHOIO CTPAXOBAHMS), 3aKJIIOUCHHOTO B COOTBETCTBUU C TUIIOBBIMU
NpaBUIaMU 00S3aTEIILHOTO CTPAaXOBAHUS KU3HH, 3I0POBbsI MMAIIMEHTA, YYaCTBYIOIIETO B
KIIMHUYECKOM HCCIIEJOBAHUH JIEKAPCTBEHHOIO IIperapara Juisi MEJUIIUHCKOTO IPUMEHEHUS,
yrBepxkacHHbIMU [IpaBurenscTBoM Poccuiickoit @enepaiun (ajnee - TUIIOBbIE TpaBUia
00513aTeJIBHOTO CTPAaXOBaHMs), C yKa3aHUEM IIPEJeIbHON YMCIEHHOCTH MallueHTOB,
Y4aCTBYIOIIUX B KJIMHUYECKOM MCCIIEIOBAHUHM JIEKAPCTBEHHOIO Iperapara A MEIULIMHCKOTO
IIPUMEHEHUS;

4) cBeieHUs 0 MEAUIIMHCKUX OpraHU3alusaX, B KOTOPBIX IPEANOIaraeTcsi IpoBeAcHHE
KJIMHWUYECKUX UCCIEA0BaHUM JIEKAPCTBEHHOTO Iperapara JJisi MEIUIIMHCKOTO TPUMEHEHUS
(ToJIHOE M COKpAIllEHHOE HAUMEHOBAHMsI, OpPraHU3allMOHHO-IpaBoBast (popma, MecTo
HAXO0XJ/ICHUS U MECTO OCYILECTBICHUS eATEIbHOCTH, TenedoH, Tenedakc, aapec IeKTPOHHON
MIOYTHl MEUIIMHCKOM OpraHu3anun);

5) nmpearojgaracMbi€ CpoKU MPOBCACHUA KIIMHUYCCKOTI'O UCCIICAOBAHUSA JICKAPCTBCHHOI'O
npenapara Jji1 MCIUIUHCKOI'O IPUMCHCHMU.



2. B cpok, He IpEeBbIIAIOIINN AT pabouuX JHEH co AHS NPUHATHS YKa3aHHOIO B yactu |
HACTOSIIEH CTaTbU 3asIBJICHUS C IPUIOKEHUEM HEOOXOAUMBIX JOKYMEHTOB, YITOJTHOMOYEHHBIH
denepabHBINA OpraH UCTIOJIHUTEIIBHON BIACTH:

1) npoBOAUT ITPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEJCHUH, COAEPKALUXCS B
[IPEACTABIICHHBIX 3asiBUTECIIEM MaTepualax;

2) MPUHHUMACT PCIICHUC O BbIAAYC paspCIICHUS Ha ITPOBCACHUC KIIMHUYCCKOI'O HCCIICTOBAHU
JICKApCTBCHHOTO IMperiapara JJIs1 MCAUTTUHCKOI'O IPUMEHCHUS U 00 oTKa3e B BbIJga4dec
YKa3aHHOI'O Pa3pClICHUA;

3) yBenomIIieT B MUCbMEHHON (OpME 3asBUTEIS O IPUHATOM PELICHUH WM B CIydae OTKasa ¢
yKa3aHUEM IIPUYMH TAKOT0 OTKa3a;

4) BbIAACT pa3pCHICHUC HA IMPOBCACHHUC KIIMHUYCCKOI'O UCCIICA0OBAHUA JICKAPCTBCHHOI'O
npemnapara JJji1 MCIUIUHCKOTO MPUMCHCHU A B IMMOPAJAKE, YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM
(be,ﬂepaJ'IBHBIM OpraHomM HCITOJIHUTEILHOMN BIACTH.

2.1. B ciydae BbISIBICHHS HEJOCTOBEPHOCTH CBEJICHUM, COACPKAILUNUXCS B IPEACTABICHHBIX
3asgBHUTEJIEM MaTepHajax, yoJHOMOUYCHHBIH (peaepanbHblii OpraH UCTIONMHUTEFHON BIACTH
HaIpasJIseT 3asBUTEII0 3aIpOoC 00 yTOUHEHUH yKa3aHHBIX CBeACHUN. JlaHHbIH 3ampoc MoxeT
OBbITh MepejaH YIOJTHOMOYEHHOMY IIPEICTABUTENIO 3asBUTENS JINYHO O] PaCIUCKY, HallpaBJIeH
10 IIOYTE 3aKa3HbIM MMCbMOM WJIM IIepe/iaH B 3JIEKTPOHHOM (popMe Mo TeIeKOMMYHHUKALlMOHHBIM
KaHaJIaM CBsI3U. B ciydae HampaBiieHHs JaHHOIO 3aIpoca 10 IM0YTE 3aKa3HbIM IIMCbMOM OH
CUYMTAETCS IOJYYEHHBIM 10 HCTEYCHUH IECTH JHEH C JaThl HAPABICHMS 3aKa3HOIO IMChbMa.

2.2. 3asBUTENb 00513aH MPECTABUTH OTBET HA 3aIPOC YIOIHOMOYCHHOTO (efepaibHOr0 OpraHa
MCIIOJTHUTENIHOM BJIACTH B CPOK, HE MPEBBIIIAIOLINN IEBIHOCTA pabOYuX THEH cO AHS
MOJIy4eHUs: JaHHOTO 3arpoca. CpoK, yKa3aHHBIN B 4acTH 2 HACTOSIIIEH CTAaTbH,
IIPUOCTAaHABJIMBAETCA CO JIHS HAIIPABIICHUS 3asBUTENIO 3alIPOCa YIIOJIHOMOYEHHOTO
(denepanbHOro OpraHa UCIOJHUTEIBHON BIACTH 10 JHS MOTYYCHHS] UM OTBETA Ha JAHHBIN
3arfpoc.

3. OcHoBaHMSIMH ISl OTKa3a B BbIAaue pa3pelieHus Ha MPOBeIeHNnEe KIMHIYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO IIpenapara Jjisi MEAUIIMHCKOTO MPUMEHEHHUSI SIBISIOTCS
HENpeCTaBlIeHNe JOKYMEHTOB, YKa3aHHbBIX B YAaCTH | HACTOSIIEH CTaThbU, HECOOTBETCTBUE
COJIepKaHUs IPEIICTABICHHBIX TOKYMEHTOB TPEOOBaHUSIM HacTosero denepalbHOTO 3aKOHa,
HETPE/ICTABJIICHUE 3asBUTEJIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIN B yacTu 2.1
HACTOSIIEH CTaThU 3aMpPOC YIIOTHOMOYEHHOTO ()eIepaIbHOTO OpraHa UCIOTHUTENBHON BIACTH
an00 HaMYKe 3aKII0YEHNUS KOMUCCUU SKCTIIEPTOB MITH 3aKJIIOUEHUS COBETA 0 ATHKE O
HEBO3MO>KHOCTHU ITPOBEICHUS KIIMHUYECKOTO MCCIIEI0BAHUS JIEKAPCTBEHHOTO MpernapaTa JJis
MEAMIIMHCKOTO MPUMEHEHHUSI 110 pe3ysIbTaTaM MPOBEICHHBIX SKCIEPTU3, IPEIYCMOTPEHHBIX
cratbeid 20 Hactosuiero PeaepanbHOro 3aKOHa.

Cratbs 23. DKcnepTr3a KauecTBa JEKapCTBEHHOTO CPEACTBA U AKCIIEPTH3a OTHOIICHUS
0’KMIa€MOH IOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHHUsI JIEKapCTBEHHOTO IIperapara JJis
MEAMIIMHCKOTO IPUMEHEHHUSI

1. DkcnepTu3a KauecTBa JIEKApCTBEHHOIO CPEJICTBA U AKCIIEPTU3a OTHOLICHUS 0KUIAEMOM
10JIb3BI K BO3MOKHOMY PUCKY IPUMEHEHMS JIEKAPCTBEHHOTO IIpenapaTa sl MEAULUHCKOIO
IIPUMEHEHHs, COCTABICHUE KOMUCCHUSAMH JKCIIEPTOB 3aKJIFOUEHUH 110 PE3yIbTaTaM IIPOBEIECHHBIX
HKCHEPTHU3 U HANPABJICHUE TAKUX 3aKII0UEHHUH B YIIOJIHOMOYEHHBIN (eiepanbHblii Opran



WCIIOJTHUTEIIbHON BJIACTH OCYIIECTBIISIOTCS B CPOK, HE MPEBHIIAIONIUHN CTa AECITH pabounx
JTHEH cO JHS MOYYEHHUs SKCIIEPTHBIM YUPEKACHHEM COOTBETCTBYIOIIETO 3a/1aHUS
YIIOJTHOMOYEHHOTO ()eIepaTbHOTO OpraHa UCIIOJHUTEIIBHON BIIACTH C IOKYMEHTAMH,
yKa3aHHBIMU B myHKTax 1-8, 15-17 yactu 3 crathu 18 HacTosmero ®eaepaibHOro 3aKoHa, U
0T4YeTa O MPOBEJICHHOM KJIMHUYECKOM HCCIIEA0OBaHUM JICKAPCTBEHHOTO IIpenapara Jijist
METUITMHCKOTO TIPUMECHEHHUSI.

2. Iy mpoBeIeHUs YKa3aHHBIX B 4acTU | HACTOSALIEH CTATbU HKCIIEPTU3 3asIBUTEID
NPEJICTABIISIET B YIIOJTHOMOYEHHBIN (heiepabHbIi OpraH UCIOTHUTEIHHOM BIIACTH:

1) 3agBeHNE O BO30OHOBIECHUH IOCYAAPCTBEHHON PErUCTpaluy JEKapCTBEHHOI O IIpernapara u
NPOBEJICHNY YKa3aHHBIX B HaCTH | HACTOSANIEH CTaThbH HKCIIEPTHU3;

2) OTYET O MPOBEICHHOM KIIMHMYECKOM MCCIIEIOBAHUHU JIEKAPCTBEHHOIO Mpernapara s
MEAUIIMHCKOTO IPUMEHEHHUS,

3) AOKYMEHT, OATBEPKAAIOIINN YIIaTy TOCY1apCTBEHHON MONUIHHBI 32 IPOBEACHHE
AKCIEPTU3BI KAYECTBA JIEKAPCTBEHHOT'O CPEJICTBA U SKCIEPTU3bI OTHOILIEHUS OKUIAEMOM TOJIb3bI
K BO3MOXHOMY PUCKY MPUMEHEHUs JIEKapCTBEHHOT 0 Mpenapara A MEAUIIMHCKOTO
IPUMEHEHHUS IIPU €r0 roCy1apCTBEHHON PETUCTPALIUU.

3. B cpok, He mpeBBIIIAIOMINKN MATH pabounXx AHEH CO JHS MPUHATHUS 3asIBJICHUS C JOKYMEHTAMH,
YKa3aHHBIMU B YaCTH | ¥ NyHKTax 2 ¥ 3 YacTU 2 HACTOAIIEH CTaThbU, YIIOJITHOMOYECHHBII
denepanbHBIN OPraH UCIOJHUTEIBHON BIACTH:

1) IMPOBOAMUT IIPOBEPKY IMOJHOTEI U JOCTOBEPHOCTU JaHHBIX, COACPKAIMUXCA B IPEACTABICHHOM
3asABUTCIICM OTUCTC O MPOBCACHUU KIIMHUYCCKOI'0 UCCIICAOBAHM S JICKAPCTBCHHOTO IIpLCIriapara
I MEAUIUHCKOI'O MPUMEHEHUA U B JOKYMCHTaX, COACPNKAIIUXCA B pErUCTPALIMOHHOM JOCHE,

2) mpyUHHUMAET peleHre 0 BO300OHOBICHUN TOCYIapCTBEHHON PETUCTPALIUU JIEKAPCTBEHHOTO
mperapara v MPOBEICHUH YKa3aHHBIX B UACTH | HACTOSIICH CTAThU IKCIEPTU3 UITH 00 OTKAa3e B
BO300HOBJICHHH FOCYAapCTBEHHOM PErUCTpalvy JeKapCTBEHHOTO Mpernapara Ui MeIUIIMHCKOTO
MPUMEHEHUS U POBEACHUU TaKUX IKCIIEPTU3;

3) yBenomIIeT B MUCbMEHHON (OpME 3asBUTEIIS O IPUHATOM PELICHUH WM B CIIydae OTKasa ¢
yKa3aHUEM IIPUYMH TAKOI0 OTKa3a.

3.1. B coyuae BbISIBIIEHUSI HEAOCTOBEPHOCTH CBEJIEHUM, COAECPKAILNXCS B IPEACTABIEHHBIX
3asBUTEJIEM MaTepUaax, yIOJIHOMOYEHHbIN (hefepabHblid OpraH UCIOJHUTEIbHOMN BIACTH
HaIpaBJIsIeT 3asSBUTEIIO 3aIIPOC 00 YTOUHEHUH YKa3aHHBIX CBEACHUHU. JJaHHBIH 3ampoc MOXeT
OBbITh NE€peIaH YIIOJHOMOYEHHOMY MPEACTaBUTENIO 3asBUTENIS JIMYHO MO PACIIUCKY, HAllpaBJIeH
10 TIOYTE 3aKa3HBIM MMHCHMOM WIIM TIepe/iaH B 3JCKTPOHHOM (popMe Mo TeTeKOMMYHUKAIIMOHHBIM
KaHajaM CBs3U. B cilydae HampaBiIeHUs JAaHHOTO 3aIIpoca IO MOYTe 3aKa3HbIM MICBMOM OH
CYMTACTCS MOJYYCHHBIM 10 UCTEYECHUH ILIECTH JHEHN C AAThl HAIIPABJICHUS 3aKa3HOIO NHChMa.

3.2. 3asBuTeNb 0053aH MPEACTABUTH OTBET Ha 3aIpOC YIIOJTHOMOUYEHHOTO (eiepaIbHOro opraHa
WCITOJTHUTEIIbHON BJIACTH B CPOK, HE MPEBBIIAIONTNN JEBIHOCTA PA00YHMX THEH CO JTHS
II0JIy4€HUs JaHHOTO 3ampoca. Cpok, yKa3aHHBIN B YacTH 3 HACTOSLIEH CTaThy,
MPUOCTAHABJIMBAETCA CO JIHS HAIIPABJIEHUS 3asBUTENIO 3alIPOCa YIIOJIHOMOYEHHOTO
(enepanbHOro opraHa UCIOJHUTEIBHOMN BIACTH 10 JHS NOJIYYEHUSI UM OTBETA Ha JAHHBIH
3arpoc.




4. OcHOBaHUEM 711 OTKa3a B BO30OHOBJIEHUHU TOCYJapCTBEHHON PErUCTPaLlUy JIEKAPCTBEHHOTO
npenapara v NpoBEJCHUHN YKa3aHHBIX B YACTH | HACTOSAIIEH CTATbU SKCIEPTU3 ABIISIETCS
IpeJICTaBICHUE JOKYMEHTOB, YKa3aHHbIX B YacTH | ¥ myHKTax 2 ¥ 3 yacTu 2 HACTOsIIIEH CTaTbH,
B HEMOJHOM 00beMe, HelpeICTaBlICHUE 3asBUTEIEM B YCTAHOBIICHHBIN CPOK OTBETA Ha
yKa3aHHBIN B yacTu 3.1 HACTOSAIIEH CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa
WCIIOJTHUTENIBHOW BJIACTU WM MPEJCTABIECHUE JOKYMEHTOB, HE COAEPKALIMX UCUEPIIBIBAIOIIETO
nepevHs He0OXOAUMBIX CBEJICHUH.

5. B Tedyenune naTHaAnATH paboOUMX JAHEN CO JHS MOJIYUYEHUs pEICHHs YIIOJTHOMOYEHHOI O
(benepaabHOro OpraHa UCHOJHUTENbHOM BIACTH O BO30OHOBJICHUH T'OCYapCTBEHHOI
perucTpanum JeKapcTBEHHOI O MIpernapaTa U IPOBEIEHUH YKa3aHHBIX B YacTu | HacTosel
CTaTbU JKCIIEPTU3 3aABUTEIIb IIPEACTABIAET B OKCIIEPTHOE YUPEKIACHUE [UIS IIPOBEICHUS
HKCHEPTHU3bI KAYECTBA JIEKAPCTBEHHOTO CPEACTBA 00Pa3Ibl JIEKAPCTBEHHOTO TpenapaTa Jyis
MEIUIUHCKOTO IPUMEHEHHUs, IPOU3BEIEHHOIO B COOTBETCTBUHU C TPEOOBAHUSIMHU OIBITHO-
IPOMBIIIIEHHOTO U (MJIM) IPOMBIIIJIEHHOTO PETJIaMEHTOB, YTBEPKIEHHBIX PYKOBOIUTEIEM
IIPOM3BOUTES JIEKAPCTBEHHBIX CPEJICTB, a TAK)XKE B COOTBETCTBYIOLIHMX Cllydasx oOpaser
(dapmareBTHYeCKOl CyOCTaHITNH, TECT-IITAMMa MUKPOOPTaHU3MOB, KYJIBTYPBI KJIETOK, 00pa3Iibl
BEILECTB, IPUMEHSAEMBIX JJI KOHTPOJIA KaueCTBa JICKAPCTBEHHOI'O CPEICTBA IIyTEM CPAaBHEHUS C
HUMH UCCIIEYEMOTr0 JIEKAPCTBEHHOTO CPEJICTBA, B KOJTUYECTBAX, HEOOXOJUMBIX ISt
BOCIIPOM3BEICHUS METOJ0OB KOHTPOJISA KauecTBa.

6. IIpu nonyueHun oO6pa3oB JEKapCTBEHHOTO Npenapara u (papMaleBTHYeCKOi cyOcTaHIIMU
JKCIIEPTHOE YUPEIKICHUE BBIIACT 3aIBUTENIO JOKYMEHT, IIOATBEPKAALOIINHI OJyYEHHUE
yKa3aHHbIX 00pas3loB, U B CPOK, HE IPEBBIIAOIINN TpeX pabouux AHEH, yBEAOMIISET B
NUCHbMEHHOMN (hopMe 00 FTOM YIOTHOMOUYEHHBIHN (peiepanbHbIi OpraH UCTIOIHUTEIBHOM BIACTH.

7. Cpok njst IpeCTaBIICHUS 3asiBUTENIEM 00pa3IoB JIEKapCTBEHHOI O IIpernapara u
dapmarieBTHYECKON CyOCTaHIIMH U CPOK YBEIOMIICHUS 3KCIIEPTHBIM YUPEXKACHUEM 00 ITOM B
MUCbMEHHON (hOpMe YIIOITHOMOYEHHOTO (eIepaIbHOr0 OpraHa MCHOJHUTENIBHON BIIACTH,
YKa3aHHBIE B YacCTAX S5 M 6 HACTOSIIEN CTaThb, HE BKJIIOYAIOTCS B CPOK ITPOBEJICHUS YKa3aHHBIX B
yacTu | HACTOSIIECH CTaThbU SKCIEPTHU3.

8. JIOKyMEHTBI, IOCTYNUBIINE B SKCIIEPTHOE YUPEXKIACHUE IJI IPOBEICHHS YKa3aHHbBIX B YacTH |
HACTOSIIEH CTaThbH SKCIIEPTU3, MOJIEKAT BO3BPATY B YIIOJTHOMOUEHHBIN (eepaibHbIil opran
VICIIOJIHUTENIEHOM BJIACTU OJHOBPEMEHHO € 3aKJIFOUEHUSIMU 110 PE3yJIbTaTaM yYKa3aHHBIX
OKCIEPTH3.

Cratba 24. DkcniepTH3a KauecTBa JEKaPCTBEHHOIO CPEACTBA U OKCIIEPTU3a OTHOIICHHUS
0’KU/1aeMOM NOJIb3bl K BO3MOKHOMY PHCKY IIPUMEHEHHUS JIEKAPCTBEHHOTO IIperapara Jyist
BETEPUHAPHOTO NPUMEHEHUS

1. DkcnepTu3a KauecTBa JIEKAPCTBEHHOIO CPEJICTBA U AKCIIEPTU3Aa OTHOLICHUS 0KUIAEMOM
MOJIb3bI K BOBMOXXHOMY PUCKY TPUMEHEHHUS JIEKAPCTBEHHOIO Mpernapara Jijisi BETepUHAPHOTO
IIPUMEHEHHs, COCTAaBIECHUE KOMUCCHSAMU 3KCIIEPTOB 3aKJIFOUECHUM 110 PE3YJIbTATAM YKA3aHHBIX
HKCHEPTHU3 U HANPABJICHUE TAKUX 3aKII0UYEHHUH B YIIOJIHOMOYEHHBIN (eiepaabHblii Opral
HCIIOJTHUTENIHOM BJIACTH OCYILECTBIISIIOTCS B CPOK, HE MPEBBIILIAONIUN CTa JeCsITH pabounx
JHEH CO JHS MOJYYCHUS SKCIIEPTHBIM YUPEKICHUEM 3a/IaHus YIIOJIHOMOUYEHHOTO (eiepalbHOTO
OpraHa UCIOJHUTEIbHOM BJIACTH C JOKYMEHTAMH, YKa3aHHBIMU B IyHKTax 1-8, 10, noAnyHKTax
"a" -"M", "n" - "@" oyukra 16 u nyakre 17 yactu 3 crareu 18 Hactosmero ®enepaanrHoro
3aKOHa.




2. B Tedenue naTHaAIATH pabOUUX JHEH CO JHS MOJIYYCHHS PEUICHUS YITOJIHOMOYEHHOTO
denepanbHOro OpraHa UCIOJHUTENBHOMN BIACTH O MIPOBEICHUH YKAa3aHHBIX B YaCTH 1 HacTosiei
CTaThU AKCIEPTHU3 3aBUTEIIb MPEACTABISIET B IKCIIEPTHOE YUPEIKICHUE TSl IPOBEICHUS
HKCIIEPTU3BI KAYECTBA JIEKAPCTBEHHOTO Cpe/IcTBa 00pa3Ilbl JIEKapCTBEHHOTO IIpenapara Jyist
BETEPUHAPHOTO MPUMEHEHWSI, POU3BEJCHHOTO B COOTBETCTBHH C TPEOOBAHUSMU
TEXHOJIOTUYECKHUX PETIAMEHTOB, YTBEPKICHHBIX PYKOBOIUTEIEM TPOU3BOIUTEINS
JICKapCTBEHHBIX CPEJICTB, a TaKKe oOpa3zell (hapMareBTHIECKON CyOCTaHIINN B KOJTHMYECTBAX,
HEOOXOUMBIX JJISl BOCTIPOU3BEICHHS METOI0B KOHTPOJISI KAuecTBa.

3. Ilpu nomydeHun oOpa3oB JEKApCTBEHHOTO Npenapara u papManeBTHYecKoi cyOcTaHIIMK
JKCIIEPTHOE YUPEIKICHUE BBIACT 3asIBUTENIO JOKYMEHT, IOATBEPKAAIOIINHI MOJyYEHHE
yKa3aHHBIX 00pas3loB, U B CPOK, HE MPEBBIMIAOIINN TpeX padouux AHEH, yBEAOMIISET B
NUCHMEHHOM (hopMe 00 FTOM YIOTHOMOUYEHHBIHN (pe/iepatbHbIi OpraH UCTIOHUTEIBHON BIACTH.

4. Cpok Ui IpeCTaBICHUS 3asBUTEIEM 00pa3LioB JIEKApCTBEHHOTO Mpenapara u
(bapMmaneBTHYECKON CyOCTaHIIMM U CPOK YBEAOMIIEHUS 3KCIIEPTHBIM YUPEXAECHUEM 00 3TOM B
NUCHbMEHHOW (hopMe YIIOITHOMOYEHHOTO (pe/iepalbHOTo OpraHa UCTIONHUTENFHON BIIACTH,
yKa3aHHbIE B YacTAX 2 ¥ 3 HACTOALIEH CTaTbU, HE BKIIOYAIOTCS B CPOK MPOBEJCHUS YKa3aHHbBIX B
yacTu | HACTOAIIEH CTAThbU AKCIEPTHU3.

5. JIOKyMEHTBI, IOCTYNHBILNE B DKCIIEPTHOE YUPEKACHUE I IPOBEICHUS YKa3aHHBIX B 4acTy |
HACTOSIIEH CTaThbH SKCIIEPTHU3, MOJICKAT BO3BPATY B YIIOJTHOMOUYCHHBIN (eepaibHbIil opran
VCIIOJIHUTEJIBHOM BJIACTU OJHOBPEMEHHO € 3aKJIFOUEHUSIMU 110 PE3yJIbTaTaM YKa3aHHBIX
OKCIEPTH3.

Crarbs 25. IloBTOpHOE IPOBEAECHHE IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U AITHUECKOMN
DKCIEPTU3BI

1. B cnyyasix HejocTaTOUYHOM 0OOCHOBAaHHOCTH MJIM HEMOJIHOTHI 3aKIF0UEHNUS] KOMUCCUU
IKCIIEPTOB WJIM COBETA I10 3TUKE, HAJMUHUS B HEM MPOTHBOPEUYHUBBIX JTAHHBIX, allbcuUKAIIH
BBIBOJIOB 9KCIIEPTHU3bI JIEKAPCTBEHHOTO CPEICTBA U (MJIN) 3TUYECKOM IKCTIEPTHU3BI, COKPBITHS OT
YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa UCIIOJIHUTENFHON BIACTH OCHOBAHHM Il 0TBO/IA
HKCIIEPTa BCIIEACTBUE €r0 3aMHTEPECOBAHHOCTH B Pe3yJbTaTaX COOTBETCTBYIOIIEH IKCIIEPTU3HI,
HAJIMYMA JAaHHBIX O MPSMOM JIMOO KOCBEHHOM BMEUIATENbCTBE B MPOLIECC COOTBETCTBYIOMIEH
HKCIIEPTU3BI JIHII, HE YYACTBYIOLIUX B €€ MPOBEICHUH, HO OKa3aBUINX BIUSHUE HA MPOLECC U
pe3yJbTaThI €€ MPOBEJCHUS, YITOTHOMOUEHHBIM (eiepaIbHbBIM OPraHOM HCIIOJIHUTETbHON
BJIACTH HAa3HAYAETCsI OBTOPHAs HKCIEPTHU3a JIEKAPCTBEHHOT'O CPEJICTBA U (MJIN) STHUECKasI
JKCIEPTH3A.

2. [ToBTOpHAs SKCIIEPTH3A JIEKAPCTBEHHOT'O CPEICTBA TPOBOAUTCS B CPOK, YCTAHOBJIEHHBIN
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHUTEIHLHONM BIACTH U HE TPEBHIIIAIOIINN
COpOKa paboyux JHEH CO JHS MONYYEeHUS SKCIIEPTHBIM YUPEKACHUEM 3a/laHus Ha MPOBEACHUE
MOBTOPHOM HKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA, IOBTOPHAS ATUUECKAsl IKCIIEPTU3a - B CPOK,
HE MPEBbIIAIONINN NATHAILATH paboyuX THEH CO JAHS MOJYYEHHUs COBETOM IO 3TUKE 3aJaHUs Ha
MIPOBEJICHUE TTOBTOPHON 3TUUECKON IKCIIEPTHU3BI.

3. dunancoBoe oOecrieueHre BBIMOIHEHUS 3a/1aHus Ha IPOBEIEHUE MOBTOPHOM SKCIEPTU3BI
JIEKapCTBEHHOI'O CPEICTBA HE OCYIECTBIIACTCA, U CPEICTBA, IEPCUNCICHHBIE paHee Ha

IPOBE/ICHUE TAKOH SKCIEPTU3bI, OUIeKAT BO3BPATY B (heepalibHbINA OIO/IKET.

Cratbs 26. Y cKOpeHHas poUeaypa IKCIEPTU3BI JIEKAPCTBEHHBIX CPEIICTB



1. YckopeHHas npoueaypa 3KCIepTH3bl JIEKAPCTBEHHBIX CPEACTB B LIEAX FOCY1apCTBEHHON
pPEruCcTpalyy JIEKApCTBEHHBIX IIPENApAaTOB IPUMEHSAETCA B OTHOLICHUH BOCIIPOU3BEACHHBIX
JIEKapCTBEHHBIX IpenaparoB. IIpu nposeneHnn Takol Npoueaypsl IPeACTABISIOTCS
uHopMalys, OTydeHHast TP NTPOBEACHNUN KIMHUYECKUX UCCIIEJOBAaHUH JIEKapCTBEHHbBIX
IpenapaToB U OMyOJIMKOBAaHHAS B CHICIIMAIM3UPOBAHHBIX MIEYaTHBIX U3IAHUAX, & TAKKE
JIOKYMEHTBI, COJiepKallie pe3yabTaThl HCCIIEA0BAaHUS OMOIKBUBAJICHTHOCTH U (WJIN)
TE€paneBTUYECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO IIpenapara Juisi MEAULIMHCKOIO
NPUMEHEHMS WK Pe3yNbTaThl UCCIeI0BaHU OMOAKBUBAIEHTHOCTH JIEKApPCTBEHHOI'O Mpenapara
JUIsl BETEPUHAPHOTO IIPUMEHEHHS.

2. YckopeHHas IpoLeaypa dKCIepTU3bI JIEKAPCTBEHHBIX CPECTB HE IPUMEHSIETCS B OTHOLICHUH
UMMYHOOHOJIOIMUECKUX JIEKAPCTBEHHBIX MpenapaToB, IpenapaToB HHCYJINHA U JIEKapCTBEHHBIX
IIpenaparos, BIIEPBbIE peTUCTpUpyeMbIX B Pocculickon denepanun.

3. YckopeHHas mpoleaypa dKCIepTU3bl JIEKapCTBEHHBIX CPEACTB IIPOBOJUTCS 110 PELICHUIO
COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO (heiepabHOr0 OpraHa UCMOIHUTEIBHOM BIACTH B CPOK,
HE MPEBBIAIONINN 1mecTuIecaTu pabounx nauei. [Ipu 3Tom skcnepTH3a JOKYMEHTOB,
COJZIEpXKAIINXCS B PETUCTPALMOHHOM JIOChE, JJIs OJIyYEHUS pa3pelleH s Ha POBEICHUE
KJIMHAYECKOTI'0 MCCIIE0BaHUs JIEKapCTBEHHOIO IIpenapara il MEAULUHCKOIO IPUMEHEHUS U
ATUYECKAs SKCIEPTH3a MPOBOAATCS B CPOK, HE MPEBHIIAIOIMINN MATHAALATA PadOUnX JHEH,
JKCIIEPTH3a KaYECTBA JIEKAPCTBEHHOI'O CPEACTBA U SKCIIEPTU3a OTHOLIECHUS 0KUAAEMON I10JIb3bI
K BO3MO>»XHOMY PHCKY IPUMEHEHUS JIEKaPCTBEHHOI'O IIpenapara - B CpOK, He MPEBbIIIAIOLINN
COpOKa MATH pabounx JTHEH.

4. YckopeHHast polielypa SKCIEePTU3bl JIEKAPCTBEHHBIX CPEJCTB MPOBOJUTCS B IOPSIKE,
yCTaHOBJIIEHHOM cTatbsiMu 17-20, 23 u 24 Hacrosiniero deepanbHOro 3aK0Ha, U HE 03HAYAET
CHIDKEHHUS TpeOOBaHMI K O€30I1aCHOCTH, Ka4eCTBY U YD PEKTUBHOCTH JIEKAPCTBEHHBIX
MpermapaToB.

Cratbs 27. Pemienue o rocyapcTBEHHOM perucTpaliy JIEKapCTBEHHOTO IIpernapara

1. B cpok, He MpeBBIIIAIOIMUHI MATH PadOYHX JTHEH CO THS MOIyUeHHs 3aKII0UYCHUH KOMHCCUU
HKCIIEPTOB IO pe3yJIbTaTaM HKCIIEPTU3bI KaUe€CTBA JIEKAPCTBEHHOTO CPEJCTBA U IKCIIEPTU3BI
OTHOLIEHUSI 0KMJIA€MOM IOJIb3bI K BO3MOXHOMY PUCKY IIPUMEHEHUS JIEKapCTBEHHOTO
npenapara, COOTBETCTBYIONIUN YIIOJTHOMOUYCHHBIN (heiepalIbHbIA OpraH UCIIOTHUTEIIbHON
BJIACTHU:

1) ocymiecTBIs€T OIEHKY TAaKMX 3aKIIOUYEHUH JJISI ONIPEIeIICHNS UX COOTBETCTBUS 3aJIaHUIO HA
MIPOBEICHUE YKA3aHHBIX KCIEPTH3;

2) IpUHUMAET PeIIeHUE O TOCYIaPCTBEHHON PErUCTpaluy JIEKAPCTBEHHOTO MIpenapara Uik 00
OTKa3€ B FOCYJapCTBEHHOH perucTpanuy JeKapCTBEHHOTO Mpenapara;

3) BHOCHUT IIpU NPUHATHU PELIECHUS O TOCYAAPCTBEHHOM PErUCTPALMU JIEKAPCTBEHHOTO
npernapara JaHHbBIE O 3apErHCTPUPOBAHHOM JICKAPCTBEHHOM ITperapare, B TOM YHCIIE O
(bapmaneBTUUECKOI CyOCTaHIINU, BXOSIICH B COCTAaB JIEKAPCTBEHHOTO IIperapara, B
TOCYJapCTBEHHBIN peecTp JIEKApCTBEHHBIX CPECTB U BBIJACT 3asBUTEIIO0 PETUCTPAIIMOHHOE
YIOCTOBEpPEHUE JIEKAPCTBEHHOTO Mpenapara, jopmMa KOTOPOro yTBEPHKIaeTCsl YIIOJTHOMOUYECHHBIM
(benepaabHBIM OpPraHOM HCIIOJIHUTEIILHON BIIACTH, COTJIACOBAHHBIE HOPMATHBHYIO
JIOKYMEHTALUI0, HOPMATUBHBIN JOKYMEHT, HHCTPYKLHUIO 110 IPUMEHEHUIO JIEKAPCTBEHHOIO
npenapara 1 MakeThl IEPBUYHOMN YITAKOBKH M BTOPUYHOM (ITOTPEOUTETHCKON) YITAKOBKH C
yKa3aHHeM Ha HUX HOMEpa PEeruCTPAIMOHHOTO yIOCTOBEPEHHUS IEKAPCTBEHHOIO MIpermapaTa u



JIaThl €r0 TOCYJapCTBEHHOM perucTpaiiy Wi B cllydyae IpUHATHS pellieHus: 00 oTKas3e B
rOCyJapCTBEHHOM perucTpaliy JeKapCcTBEHHOTO Npenapara yBeJJOMIISIET B IUCbMEHHOU dopme
3asiBUTEIIA 00 TOM € yKa3aHUEM MPUYHMH TaKOro 0TKa3a.

2. OcHoBaHMEM JUIsl OTKa3a B TOCYAapCTBEHHOM perucTpanuy JeKapcTBEHHOI O IIpernapara
SBIISIETCS pELIEHHE COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (peiepaabHOro opraHa
UCTIOJTHUTENIbHOW BJIACTH O TOM, YTO Ka4eCTBO U (UJIH) Y3PPEKTHBHOCTh PETUCTPUPYEMOTO
JIEKApCTBEHHOIO MpernapaTa He MOATBEPKACHbBI TOTYYEHHBIMU JAHHBIMH UM YTO PUCK
IPUYMHEHUS BpeJia 3J0pOBbIO YEJIOBEKA WIINM KUBOTHOT'O BCIIEJICTBUE IIPUEMA JIEKAPCTBEHHOTO
mpernapara npesbiaeT 3QPeKTUBHOCTh €T0 MPUMEHEHHUS.

3. Ilpu rocynapCcTBEHHOW PErMCTPaLMK JIEKAPCTBEHHOTO MperapaTa, BKJIFOUEHHOIO B IEPEYEHb
KU3HEHHO HEOOXOJMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, HEOOXOJMMbIE JTaHHbIE
3aHOCATCS B TOCYIaPCTBEHHBIA PEECTP MPEACIbHBIX OTIIYCKHBIX 1I€H IPOU3BOIUTEIIEH Ha
JIEKapCTBEHHBIE MPENapaThl, BKIIOUEHHBIE B YKa3aHHbBIN MIEPEUEHb.

Cratbsa 28. PeructpaiioHHO€ yI0CTOBEpEHHE JIEKAPCTBEHHOTO Mpernapara

1. PerucrpaninoHHOE yAOCTOBEPEHUE JIEKAPCTBEHHOTO Npenapara ¢ yKa3aHUEeM JIEKapCTBECHHBIX
(GopM 1 103UPOBOK BBIIAETCS OECCPOUHO, 3a UCKITIOUCHUEM PETHCTPALIOHHOTO YI0CTOBEPEHHS
JIEKapCTBEHHOI'O IIPEIapara, BbIIaBAEMOI0 CO CPOKOM JCUCTBHUSI IIATh JIET, HA BIIEPBbIE
peructpupyemsle B Poccuiickon denepannu J€KapCTBEHHbIE IIPENapaThl.

2. Ilo ucreyeHnr yKa3aHHOTO B YacTU | HACTOSIIEH cTaThbU CPOKA BBIJACTCS OECCPOUHOE
PErUCTPaLlMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO MIpernapaTa npu yCJIOBUH MOATBEPKACHUS
€ro ToCyJJapCTBEHHOM pPEruCTpaliy.

Cratbs 29. [ToaTBepxaeHUE rOCy1apCTBEHHOM pErMCTpalMK JICKAPCTBEHHOTO Mpenapara

1. TlonTBepkaeHUE TOCYTAPCTBEHHON PETUCTPaIlMK JIEKAPCTBEHHOTO Tpernapara
OCYIIECTBIISIETCS TPU BbIIaue 6€CCPOYHOrO PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
npernapara B ciiydae, yKa3aHHOM B 4acTu 2 cTaTbu 28 HacTosiiero deaepaibHOro 3akoHa, B
CPOK, HE MPEBBIIIAIONINN JEBIHOCTA pA00UHMX JTHEN CO JIHS MOJTYyYEHUsI COOTBETCTBYIOLIUM
YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPTaHOM HCIIOTHUTEILHOM BIACTH 3asBICHUS O
MOJITBEPKICHUH TOCYJApCTBEHHOM perucTpaliy JeKapcTBEHHOTO TIpenapara, 0)OPMICHHOTO B
COOTBETCTBUU C HaCThIO 2 cTaThu 18 HacTosmero deaepaibHOTO 3aKOHA.

2. [ToaTBepxAeHNE TOCYAApPCTBEHHOM PETUCTPALIMM JIEKAPCTBEHHOTO Mpenapara
OCYHICCTBJIACTCA IO pE3yJibTaTaM 3KCIICPTHU3bI OTHOIICHUS omnz[aeMoﬁ MOJIb3bI K BO3BMOKXHOMY
PHUCKY IPUMEHEHHU S JIEKAPCTBEHHOTO MperapaTa, a TakkKe dKCIIePTU3bl KaueCcTBa JIEKapCTBEHHOTO
CpcacTea, HpOBOl[HMOfI B CJIydaC BHCCCHU A U3MEHECHUU B HOPMATUBHYIO JOKYMCHTAIUIO UJIN
HOPMAaTUBHBIN TOKYMEHT.

3. K 3as1BiIeHHIO O MOATBEPKICHUN FOCYJAPCTBEHHOMN pEeruCTpaluy JIEKapCTBEHHOTO IIpenapara
MPUJIAraloTcsl TOKYMEHT, IOITBEPKAIOUINI YIUIaTy roCyJapCTBEHHOI MOIUTHHBI 3a
MOATBEPIKJEHNE FOCYAapCTBEHHOM pEerucTpaliy JIEKApCTBEHHOTO MpernapaTa AJis
MEAMIIMHCKOTO MPUMEHEHUSI UJIH JIEKAPCTBEHHOTO MpernapaTa Jijisl BETepUHAPHOTO IPUMEHEHUS,
JIOKYMEHT, COJIEpKAIIUid pe3yIbTaThl MOHUTOPHHTA 0€30MMaCHOCTH JICKAPCTBEHHOT'O TIperapara,
MIPOBOAMMOIO 3asiBUTEIIEM, 110 (JOpME, YCTAaHOBIEHHOM COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM
(I)ellepaJIBHBIM OpraHomMm HUCIIOJIHUTEIHLHOU BJIaCTH, a TAKKC JOKYMCHTbBI, YKa3aHHBIC B IYHKTAX 2
u 5 yactu 3 crathu 18 HacTosuero denepanbHoro 3akona. HopMatuBHast JOKyMEHTaLMS WU
HOPMATHUBHBIM JOKYMEHT, IPOEKT MUHCTPYKLIMH [10 IIPUMEHEHHUIO JIEKAPCTBEHHOIO IIperapara,




IIPOEKTHI MAKETOB MIEPBUYHOM YIIAKOBKH U BTOPUYHON (IOTPEOUTENBCKOI) YITaKOBKU
JIEKapCTBEHHOTO Mpernapara NIpuiararoTcs K 3asBJICHHIO O TOATBEPXKICHUN TOCYAAPCTBEHHOM
perucTpanum JeKapCcTBEHHOIO IIpernapaTa BHOBb TOJIBKO B CIIy4ae, €CJIM B HUX BHOCATCS
U3MEHEHHUS.

4. B Teuenue necsATH pabouux THEHN cO AHS MPUHATH 3asSBICHUS O MOATBEPKICHUH
TOCY/IapCTBEHHOW PETUCTPALINU JICKAPCTBEHHOTO Mpernapara u He0OXOAMMBIX TOKYMEHTOB
COOTBETCTBYIOIIUN yIIOJTHOMOYEHHBIHN (eiepalibHbIi OpraH UCIOJHUTENFHOM BIACTH:

1) mpoBOAUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH CBEJCHUI, COAEPKALIUXCS B
MIPE/ICTABJICHHBIX 3asIBUTEJIEM MaTepuaax;

2) MPUHHUMACT PCIICHUC O IPOBCACHHUH WU 00 oTKa3e B IMPOBCACHUHU OKCIICPTU3bI OTHOIICHUS
0)KI/II[3,€MOI71 IMOJIB3bI K BOBMOXXHOMY PHUCKY NPUMCHCHUS JICKAPCTBCHHOI'O IpCriapara, a TakKe
OKCIICPTHU3BI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA, HpOBO,Z[HMOfI B CJIy4a€ BHCCCHUA W3MEHEHHH B
HOPMAaTUBHYIO JOKYMCHTAIIUIO UJIN HOpMaTI/IBHHﬁ AOKYMCHT;

3) yBegomIIsieT B MUCbMEHHOHN (pOpMeE 3asBUTEIIS O IPUHATOM PEUICHUU WU B CIydae MPUHSATHS
peeHus 00 0TKa3e B MPOBEIEHUH SKCIIEPTU3bI C YKa3aHUEM IPUYHH TaKOI0 OTKa3a.

4.1. B citydae BBIABICHMSI HEIOCTOBEPHOCTH CBEICHUMN, COAEPKAIIMXCS B IIPEICTaBICHHBIX
3asgBHUTEJIEM MaTepHajax, yoJHOMOUYCHHBIH (peaepanbHblii OpraH UCTIONMHUTEIFHON BIaCTH
HaIpasJIseT 3asBUTEII0 3aIPpOoC 00 yTOUHEHHH yKa3aHHBIX CBEACHUN. JlaHHbIH 3ampoc MoxeT
OBbITh NepejaH YIIOJIHOMOYEHHOMY IIPEICTABUTENIO 3asBUTENS JINYHO 0] PACIUCKY, HAallpaBJIeH
10 IIOYTE 3aKa3HbIM MMCbMOM WJIM IIepe/iaH B 3JIEKTPOHHOM (popMe Mo TeITeKOMMYHHUKALlMOHHBIM
KaHaJIaM CBsI3U. B ciiydae HampaBileHHs JaHHOIO 3a1poca 0 IM0YTE 3aKa3HbIM IIMCbMOM OH
CUMTAETCS MOJYyYEHHBIM 10 HCTEYCHUH IECTH JHEH C JaThl HAPABICHMS 3aKa3HOIO IMChbMa.

4.2. 3asBuUTENH 0053aH MPEJICTABUTH OTBET HA 3aMPOC YITOJIHOMOYEHHOTO (heiepaabHOro opraHa
WCITOJTHUTEJIbHON BJIACTH B CPOK, HE MPEBBIIAIONTNN JEBIHOCTA PA0OYMX THEH CO JTHS
MOJIy4eHUs! JaHHOTO 3arpoca. Cpok, yKa3aHHBIN B 4acTu 4 HACTOSILIEN CTAaThH,
MPUOCTAHABIMBAETCS CO JIHSI HATIPABJICHUSI 3aSBUTEITIO 3aIIPOCa YIOJIHOMOYEHHOTO
denepanbHOrO OpraHa UCIOJHUTEIHHON BIACTH 10 JHS MOTYYCHHS] UM OTBETA Ha JAHHBIN
3aMmpocC ¥ HE YUYUTHIBACTCS IIPH UCUUCIICHUN CPOKa TIOITBEPKIACHHUS TOCYIapCTBEHHOM
pEerucTpalny JEKapCTBEHHOTO Mpernapara.

5. OcHOBaHMEM JUIs OTKAa3a B IPOBEIEHUU SKCIIEPTU3bI OTHOILIEHUS 0KUIAEMOM TOJIb3bI K
BO3MO)KHOMY PUCKY NIPUMEHEHHS JIEKAPCTBEHHOTO MpernapaTa 1 (WiH) SKCIepTU3bl KauyecTBa
JIEKapCTBEHHOI'O CPEJCTBA SIBIISIETCS MIPEICTABICHUE TOKYMEHTOB, YKa3aHHBIX B yacTsax 1 u 3
HACTOAIIEH CTaTbu, B HEMOJIHOM 00beMe, HEeMPeICTaBICHHE 3asiBUTEIIEM B YCTAHOBJICHHBIN CPOK
OTBETa Ha YKa3aHHBIM B 4acTH 4.1 HACcTOsMIEH CTaThbH 3apOC YIOTHOMOUYEHHOTO (eIepaIbHOro
OpraHa HCIOJIHUTENbHOM BJIACTH, a TAK)KE OTCYTCTBHE B NPEACTABICHHBIX JTOKYMEHTAX
UCUEPIIBIBAIOIIUX CBEACHUN, KOTOPBIE JOJKHBI OBITh OTPa’KEHBI B HUX.

6. DKcnepTU3a OTHOLICHHS 0KMAAEMOM MOJIb3bl K BOBMOKHOMY PUCKY MPUMEHEHUS
JIEKapCTBEHHOTO Tpernapara 1 (WJin) 3KCIepTHU3a KauyecTBa JIEKApCTBEHHOTO CPEJICTBA B IENISIX
MOJTBEPKJIEHUS TOCYJapCTBEHHON PETUCTPALlUU JIEKAPCTBEHHOTO MpernapaTta NpoBOIATCS Ha
OCHOBAaHHU NOKYMCHTOB, YKA3daHHBIX B YaCTHU 3 HaCTOHmeﬁ CTAaTbU, B MMOPAAKE, YCTAHOBJICHHOM
yactamu 5-8 cratbu 23 u crathed 24 HacTosmero deaepaibHOro 3aK0Ha.




7. B nepuoz npoBeeHUs MPOLEAYPBI TOATBEPKICHHS TOCYJapPCTBEHHON PErnCTpanuu
JIEKapCTBEHHOT O Mperapara ero rpax/1aHcKuil 000pOoT OCYIIECTBIISIETCS HA TEPPUTOPUN
Poccuiickoit @eaepanuu.

8. OcHOBaHMEM JJIs OTKa3a B MOJTBEPKICHUHU TOCYAapCTBEHHOM perucTpanm JeKapCcTBEHHOIO
mpernapara SBISeTCS PEelIEHUE COOTBETCTBYIOUIETO YIIOJIHOMOUYEHHOTO (peiepalbHOro opraHa
UCTIOJTHUTENILHOW BJIACTH O TOM, YTO Ka4eCTBO U (UJIH) A3PPEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara He MOATBEPKI€HbI OJIYYeHHBIMH JJAHHBIMU WJIM YTO PUCK MPUYMHEHHUS Bpeia
3/10POBBIO UEJIOBEKA UJIU JKUBOTHOTO BCIIEACTBHE ITpHEMa JIEKaPCTBEHHOIO IIpenapara
npesbiiaeT 3 HEKTUBHOCT €ro MPUMEHEHUSI.

Crarbs 30. BHeceHne U3MEHEHNH B IOKYMEHTBI, COAEPKALIUECs B PETUCTPALIMOHHOM JOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar sk MEAULIUHCKOTO PUMEHEHHUS

1. B nensx BHECEHHS] U3BMEHEHHI B IOKYMEHTHI, COJIEpP KAIIUECS B PETUCTPAIIMOHHOM JIOChE Ha
3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar 111 MEAUIUHCKOTO PUMEHEHNS, 3aIBUTEIb
MIPEACTABISIET B YIIOJTHOMOYEHHBIN (hefiepalibHbIN OpraH UCIIOJHUTEILHOM BIACTH 3asBICHUE O
BHECEHUU TAKUX U3MEHEHUH 10 (popMe, yCTaHOBJICHHOHN YITOJIHOMOYEHHBIM (heJiepaTbHbIM
OpraHOM MCIOJIHUTEIBLHOM BJIACTH, U IPUJIOKEHHBIE K HEMY U3MEHEHUS B YKa3aHHbIE
JIOKYMEHTBI, & TAKXKE JOKYMEHTHI, MOATBEPKIAIOIINE HEOOXOJUMOCTh BHECEHUS TAKUX
n3MeHeHul. [IpuHATHE peleHrs 0 BHECEHUH TaKMX U3MEHEHUN UM 00 OTKa3e B MX BHECCHUH
OCYIIECTBIISIETCS B CPOK, HE MPEBBIMIAIOIINM JIEBIHOCTA padOUYUX JHEH CO AHS MPUHSATHUS
YIOJIHOMOYEHHBIM (peiepaabHbIM OPraHOM UCIIOJITHUTEIHLHOM BJIACTH 3asBJICHUS O BHECEHUHU
TaKuX U3MECHCHUM.

2. B cityyae BHeCeHHUs U3MEHEHUN B MHCTPYKIIMIO IO IPUMEHEHHUIO JIEKAPCTBEHHOTO Mpernapara
B OTHOLICHHUH CBEJCHUM, YKa3aHHbIX B moAnyHkTax "t" - "m", "X" nyHnkra 16 yactu 3 cratbu 18
HacTtosniero MeepanbHOTO 3aKOHA, B COCTAB JIEKAPCTBEHHOTO MperiapaTa i MEIUIIUHCKOTO
MIPUMEHEHHUS, U3MEHEHUSI MECTa ITPOU3BOCTBA JICKAPCTBEHHOTO TIpenapara Jjisi MEAUIIHHCKOTO
MPUMEHEHUS, U3MEHEHUs MTOKa3aTeJIe KauecTBa JISKApCTBEHHOTO IIpenapara Jjist
MEIUITMHCKOTO MPUMEHEHUS U (MJIM) METOJIOB KOHTPOJIS Ka4eCTBa JICKApCTBEHHOTO Tpernapara
JUTISL MEAUITUHCKOTO MPUMEHEHHUSI, U3MEHEHHUs CPOKA TOJJHOCTH JIEKAPCTBEHHOTO Tperapara JJis
MEUITMHCKOTO TPUMEHEHHS TTPOBOIUTCS IKCIIEPTH3A JIEKAPCTBEHHBIX CPEJICTB B YaCTH
AKCIIEPTU3bI KAUeCTBA JIEKAPCTBEHHOTO CPEJICTBA U (MJIM) SKCHEPTU3bI OTHOIICHUS OKUIAEMOM
MOJIB3bI K BOBMOYKHOMY PUCKY TPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara Jjisi MeTUIIMHCKOTO
npuMeHeHus. B cirydae HeoOX0IMMOCTH BHECEHUSI MHBIX U3MEHEHUH B TAHHYIO HHCTPYKIIHIO
AKCIIEPTH3a JICKAPCTBEHHOTO CPEICTBA JIsl BHECEHUSI TAKUX M3MEHEHHUM B CBEACHUS O
3apEeTrUCTPUPOBAHHOM JIEKAPCTBEHHOM IpernapaTe He MPOBOAUTCS.

3. C 3asiBII€eHHEM O BHECEHUU U3MEHEHUH B IOKYMEHTBI, COAECPKAILINUECS B PETUCTPALOHHOM
JI0OChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar 1y MEJUIIUMHCKOrO IPUMEHEHMUS,
Hapsy ¢ JOKyMEHTaMH, YKa3aHHBIMU B 4aCTH | HACTOSIEN CTaTbH, PEACTABIISAIOTCS
JIOKYMEHTBI, IOATBEPKAAIOIINE YIIIATy TOCYJapCTBEHHOM IOIIJIMHBI 32 BHECEHUE U3MEHEHUN B
MHCTPYKIHIO IO IPUMEHEHMIO JIEKAPCTBEHHOTO IIpernapara Jjisi MEIULIMHCKOIO IPUMEHEHHS,
roCyJapCTBEHHOM MOLIJIMHBI 32 BHECEHNE U3MEHEHUN B COCTAB JICKAPCTBEHHOTI'O IIpernapara Juis
MEAMIMHCKOTO MPUMECHEHHS.

4. B Tedyenue necsaTv pabounux JHEH CO THS MOCTYIUICHUS YKa3aHHOTO B 4acTH | HacTosIen
CTaTbU 3asBJICHUS U HEOOXOAMMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIN (heepanbHblii Opran
HCITOJIHUTEILHON BIIACTH:



1) npoBOAUT ITPOBEPKY MOIHOTHI U JOCTOBEPHOCTH CBEJCHUI, COAEPKALLUXCS B
[IPEICTABIICHHBIX 3asiBUTEIIEM MaTepuaax;

2) MNPUHHUMACT PCHICHUC O IIPOBCACHNUN YKA3aHHBIX B HaCTHU 2 HACTOSIICH CTaTbU
COOTBCTCTBYIOIIHX 3KCIIEPTU3 JICKAPCTBECHHOT'O CPCACTBA UIN 00 OTKa3e B UX IMPOBCACHHUH,

3) yBegomIIsieT B MUCbMEHHOHN (OpMe 3asBUTEIISI O TPUHATOM PEUICHUN WU B CIydae MPUHSATHS
peleHust 00 0TKa3e B MPOBEIEHUN COOTBETCTBYIOIIEH IKCIEPTH3bI C YKa3aHUEM NIPHUUUH TaKOTro
OTKa3a.

4.1. B citydae BBISBICHMSI HEIOCTOBEPHOCTH CBEICHUMN, COEPKAIIMXCS B IIPEICTaBICHHBIX
3asgBHUTEJIEM MaTepHajax, yoJHOMOUYEHHBIH (peaepanbHbli OpraH UCTIONMHUTEFHON BIACTH
HaIpasJIseT 3asBUTEII0 3apoCc 00 yTOUHEHUH yKa3aHHBIX CBeACHUN. JlaHHbIHM 3anpoc MoxeT
OBITh MEpejaH YIIOJTHOMOYEHHOMY IIPEACTABUTENIO 3asIBUTENS JINYHO MO PACIIUCKY, HAIPABJIEH
10 TIOYTE 3aKa3HbIM MMCbMOM WJIM IIEpe/iaH B 3JEKTPOHHOM (popMe Mo TeTeKOMMYHHUKALMOHHBIM
KaHaJIaM CBsI3U. B ciiydae HanpaBiieHHs JaHHOTO 3a1poca 110 MOYTE 3aKa3HbIM ITUCbMOM OH
CUMTAETCS MOJYYEHHBIM 10 HCTEYCHUH IECTH JHEH C JaThl HAPABICHMS 3aKa3HOIO UChMa.

4.2. 3asBuTenb 00s3aH MIPEICTABUTH OTBET HA 3alIPOC YIOJIHOMOYEHHOr0 (peiepanbHOro opraHa
MCIIOJIHUTENILHOM BJIACTU B CPOK, HE NMPEBBIILIAIOLIUI AEBSIHOCTA padOUnX JHEHN cO AHS
IIOJIy4eHUs JAaHHOTO 3ampoca. CpoK, yKa3aHHBIM B YaCTH 4 HACTOALIECH CTaThy,
IIPUOCTAaHABIMBACTCA CO IHS HAIIPABIICHUS 3asBUTENI0 3alIPOCa YIIOJIHOMOYEHHOTO
(enepanbHOro OpraHa UCHOJHUTEIbHOMN BJIACTH 10 HS NOJIY4YEHUs UM OTBETA HA JAHHBIH
3apOC U HE YYUTHIBACTCS IIPU UCUUCICHUH CPOKA IIPUHATHUS PEILIECHNUS O BHECEHUM U3MEHEHUM B
JOKYMEHTBI, COIEP/KAIUECS B PErMCTPALIMOHHOM JI0ChE Ha 3apErMCTPUPOBAHHBIN
JIEKapCTBEHHBIN ITpenapar i MEAULIUHCKOTO IIPUMEHEHHS.

5. OcHOBaHMEM JIJIsl OTKa3a B MPOBEJICHUH YKa3aHHBIX B YACTH 2 HACTOAIIEH CTATbU IKCIIEPTHU3
ABJISIETCS TIPEJICTaBJICHNE JOKYMEHTOB, IIEPEUNCIICHHBIX B YacTsX | u 3 HacTosIiel CTaTby, B
HEIOJHOM 00beMe, HENPEACTABIECHUE 3asBUTEIEM B YCTAaHOBJIEHHBIN CPOK OTBETA HA yKa3aHHBIN
B yactu 4.1 HACTOSAIIEH CTaThU 3aMPOC YIIOJIHOMOYEHHOTO (pe/iepabHOro OpraHa
WCIIOJIHUTENIbHON BJIACTH, a TAKKE OTCYTCTBUE B MPEACTABICHHBIX JOKYMEHTaX JIOCTATOYHBIX
CBEICHH, MOATBEPKIAI0IINX HEOOXOIUMOCTh BHECEHU S N3MEHEHUH.

6. Yka3aHHbIE B YACTH 2 HACTOSIEH CTATbU SKCIEPTU3BI MPOBOISATCS B MOPSIIIKE,
YCTaHOBJICHHOM cTaTbelt 23 Hactosiiero deaepaibHOro 3aKkoHa.

7. B cpok, HE TPEBBIMIAIOIINN MATH pab0ounX JHEH CO JHS MOJIYYCHHS 3aKITFOYCHU KOMUCCUI
AKCIIEPTOB MO pe3ybTaTaM YKa3aHHBIX B YACTHU 2 HACTOSIIEH CTaTbU SKCIIEPTHU3,
YIIOJIHOMOYEHHBIN (peiepanbHbIi OpTaH UCTIOTHUTEIIBHON BIIACTH:

1) npuHUMaeT penieHre 0 BHECEHUH U3MEHEHHUH B JOKYMEHTBI, CoJlepKalluecs B
PETUCTPALIMOHHOM JJOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapat JUis
MEIUIUHCKOTO IPUMEHEHHs, M 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHUIH;

2) BHOCHUT B rOCYapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB HA OCHOBAHUM PELIECHUS O
BHECEHUU U3MEHEHUH B JOKYMEHTBHI, COAEPKALUECS B PETMCTPAIMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIPEnapar JUisi MEAULIMHCKOIO IPUMEHEH U,
HE00XO0/MMBbIEe U3MEHEHHUS U BO3BPAILACT UX 3asIBUTEIIO.

8. OcHOBaHHEM JJIsl OTKa3a BO BHECEHUU U3MEHEHUM B IOKYMEHTHI, COJIEpIKAIIUECS B
PErUCTPALlMOHHOM J0ChE HA 3apETrUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar Juist



MEIMIIMHCKOTO MTPUMEHCHHSI, SIBIISICTCS 3aKIFOYCHIE YIIOJTHOMOYCHHOTO (efepaibHOr0 OpraHa
MCIIOJTHUTENILHOM BJIACTU O BO3MOXKHOCTH CHIKEHUS 0€30M1acHOCTH, KayecTBa, 3 (HEeKTUBHOCTH
JIEKaPCTBEHHOI'0 CPEACTBA B CIIy4ae BHECEHUS TAKUX U3MECHEHU.

9. lonyckaetcst rpakAaHCKUN 000pOT JIEKapCTBEHHBIX MIPENApaToB ISl MEAULIUHCKOTO
NPUMEHEHHUS, TIPOU3BEIEHHBIX /IO IPUHATHS YIIOJIHOMOYEHHBIM (eiepaTbHbIM OPraHOM
MCIIOJIHUTENILHOM BJIACTU PEUIEHHS O BHECEHUH U3MEHEHHUH B TOKYMEHTBI, COJIEpKaIeECs B
PETUCTPALIMOHHOM JI0Che Ha TaKHe JIEKapCTBEHHbBIE MpernapaThl, UK peleHust 00 0TKa3e BO
BHECEHUH YKa3aHHBIX U3MEHEHUII.

Crartbs 31. BHeceHre u3MeHEHU B IOKYMEHTBI, COAEPKaIUecs: B PETUCTPALIMOHHOM JJ0ChE Ha
3aperuCTPUPOBAHHBIN JEKAPCTBEHHBIH Mpenapar A BETEpUHAPHOTO MPUMEHEHUS

1. B mensx BHECEHHS M3MEHEHHH B JOKYMEHTHI, COJIEpP)KAIUECs B PETUCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpemnapar 1isl BETEPUHAPHOTO MPUMEHEHHUSI, 3asBUTEIb
MPEJICTABIISIET B YIIOJTHOMOYCHHBIN ()eIepaIbHBIN OpTraH UCTIOTHUTEILHOW BIIACTH 3asBJICHHE O
BHECCHHMH TaKWX U3MEHEHHH 10 (hOpMe, YCTAaHOBICHHOMW YITOJTHOMOYCHHBIM (peiepaabHbIM
OpraHOM MCIOJIHUTEILHOM BJIACTH, U MPUJIOKEHHbBIEC K HEMY U3MEHEHUS B YKa3aHHbBIC
JIOKYMEHTBI, & TAK)KE JOKYMEHTBI, MOATBEPKIAIOIINE HEOOXOIMMOCTh BHECEHUSI TAKUX
u3MeHeHui. [IpuHsaTre pereHns 0 BHECCHUH TaKMX U3MEHEHUH Wi 00 0TKa3e B X BHECEHUU
OCYIIECTBIISICTCS B CPOK, HE MPEBBIMIAIOIINK IEBIHOCTA pAaOOUYUX JHEH CO JHS TPUHATHS
YIIOTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHUTEILHOW BIACTH 3asIBJICHUS O BHECCHUH
TaKUX M3MCHCHUH.

2. B ciiyyae BHeceHUs U3MEHEHUN B IOKYMEHTBI, COIEPIKAIIUECs B PETUCTPAIIMOHHOM JIOChE HA
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MIpenapar Jyisi BETEPUHAPHOTO IPUMEHEHHUS], B
OTHONICHUHU CBEACHUM, YKa3aHHBIX B mojamyHkrax "r" - "e", "n", "m", "o", "y" nynkra 16 yactu 3
crathu 18 Hactosuiero MeaepanbHOro 3aK0HA, a TAKXKE B CIydae U3MEHEHHS TToKazaTesen
KauecTBa JIEKAPCTBEHHOTO MperapaTa ik BETepUHAPHOTO TPUMEHEHUs U (MJIH) METOIOB
KOHTPOJIS KaueCTBa JIEKAPCTBEHHOTO Mpernapara /isi BETEPUHAPHOTO MPUMEHEHUSI IPOBOAUTCS
IKCIIEPTH3a JICKAPCTBEHHOTO CPECTBA sl BETEPHHAPHOTO MpUMEHeHus. B ciydae
HEO0OXOJMMOCTH BHECEHUSI MHBIX U3MEHEHUN B IOKYMEHTHI, COACPKALIUECS B PETUCTPALIMOHHOM
JIOChE Ha 3aPETHUCTPUPOBAHHBIN JICKAPCTBEHHBIN MpernapaT JJis BETEpUHAPHOTO TPUMEHEHUS,

9KCHICPTHU3A JICKAPCTBCHHOI'O CPCACTBA JJISI BETCPUHAPHOI'O IPUMCHCHUS HC ITPOBOAUTCH.

3. C 3asiBII€eHHEM O BHECEHUU U3MEHEHUH B IOKYMEHTBI, COAEPKAILNUECS B PETUCTPALTOHHOM
JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapart 1Jis BETEpUHAPHOTO NPUMEHEHUS,
Hapsily ¢ JOKyMEHTaMH, YKa3aHHBIMU B 4acTy | HACTOSIIEN CTaTbU, PEACTABISAIOTCS
JIOKYMEHTBI, MOATBEPKAAIOIINE YIIaTy FOCYJapCTBEHHOM MOIIJIMHBI 32 BHECEHUE B JOKYMEHTHI,
coJieprKalliecsl B pErMCTPAlMOHHOM JI0ChE Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar
JUIsS BETepUHAPHOTO IPUMEHEHHU S, H3MEHEHUH, TPEOYIOLINX MPOBEICHUS SKCIIEPTU3HI
JIEKapCTBEHHOI'O CPEJICTBA JJIsl BETEPUHAPHOIO MPUMEHEHHUS, WM U3MEHEHUH, He TPeOyIOIIX
IIPOBEJEHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPENICTBA 1)1 BETEPUHAPHOTO IPUMEHEHUS.

4. B cpok, He IPEBbIMIAIOIINN AeCATH pabounx JHEW cO AHSA MOCTYIUICHUS YKa3aHHOTO B YacTu |
HACTOSIIEH CTaThU 3asiBJIICHUS U HEOOXOAUMBIX IOKYMEHTOB, YIIOJTHOMOUYEHHbIH (eaepanbHbIii
OpraH UCIOJIHUTEIBHON BIACTH:

1) npoBOAUT ITPOBEPKY MOIHOTHI U JOCTOBEPHOCTH CBEAEHUH, COAEPIKALMXCS B
[IPE/ICTABJICHHBIX 3asIBUTEIIEM JOKYMEHTaX;



2) nIpUHUMAET PELICHUE O POBEACHUH SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA JIJIS
BETEpUHAPHOI0 IPUMEHEHHUsS WK 00 OTKa3e B €€ POBE/ICHUH;

3) yBeomiiieT B TUCbMEHHOM (hopme 3asiBUTENS O IPUHSATOM PEIICHUH WIN B CIy4ae MPUHATHS
peteHust 00 0TKa3e B MPOBEACHUH SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA ISl BETEPUHAPHOTO
MPUMEHEHHUS C yKa3aHUEM MPUYHH TaKOro 0TKa3a.

5. OcHoBaHHEM AJI1 OTKa3a B IMIPOBCACHUU SKCIICPTUI3BI JICKAPCTBCHHOT'O CPCACTBA IJIA
BCTCPUHAPHOI'O MPUMCHCHUA ABJIACTCA MPCACTABJICHUC JOKYMCHTOB, YKA3aHHBIX B HACTAX lu 3
HacTosIIeH CTaTbu, B HCIIOJIHOM 00BbeMe UIu OTCYTCTBHC B IIPCACTABJICHHBIX JOKYMCHTAX
JOCTAaTOYHBIX CBGI[GHHfl, MMOATBCPIKAAIOIINX H€06XOI[I/IMOCTB BHECCHHS U3MCHCHUM.

6. DKcriepTH3a JIEKapCTBEHHOTO CPECTBA U BETEPHHAPHOTO IPUMEHEHHS B LIEJISIX BHECCHUS
WU3MEHEHUH B JOKYMEHTBI, COAECPIKALIMECS B PETUCTPALIMOHHOM J0ChE HA 3apErUCTPUPOBAHHBIN
JIeKapCTBEHHBIN Npenapar JJsi BETePHHAPHOTO IPUMEHEHHS, OCYIIECTBISIETCS B MTOPSIIKE,
YCTaHOBJIEHHOM cTaThel 24 HacTosuero deepaJbHOr0 3aKOHa.

6.1. B cpok, He IPEBBIMIAIOIINIA MTATH PA00UNX THEH CO JTHS MOTYICHUS 3aKTFOYCHUS KOMUCCUU
HKCIIEPTOB IO pe3ybTaTaM yKa3aHHOW B YAaCTU 2 HACTOALIEH CTaTbU SKCIEPTU3BL,
YIIOJIHOMOYEHHBIN (heiepabHblii OpraH UCIIOTHUTEIBHOMN BIIACTH:

1) mpuHUMaeT pelieHre 0 BHECEHUH U3MEHEHUM B IOKYMEHTBI, COAEpIKalluecs B
PErMCTPAallMOHHOM J0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar Juist
BETEPUHAPHOTO MPUMEHEHHSI, UJIM 00 OTKa3e BO BHECEHUH TAKMX U3MEHEHUH;

2) BHOCHUT B FOCY/IapCTBEHHBIN peecTp JIEKApCTBEHHBIX CPECTB HA OCHOBAHUH PEIICHUS O
BHECEHHH U3MEHEHUM B IOKYMEHTBI, COJEPKAIUECS B PETUCTPALIMOHHOM JI0ChE Ha
3aperucTPUPOBAHHBIN JEKAPCTBEHHBIN Mpenapar Al BeTepUHAPHOTO MPUMEHEHHUS,
HEO0OXOMMBbIC U3MEHEHHUS U BO3BPAILAET 3TU JOKYMEHTHI 3asIBUTEIIO.

7. OcHOBaHMEM I OTKa3a BO BHECEHMM U3MEHEHUN B JOKYMEHTBI, COJIEpKalUECs B
PETUCTPALIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapatr JUis
BETEPUHAPHOTO IPUMEHEHHS, SIBJISACTCS 3aKII0OUEHHE YITOJTHOMOUYEHHOTO (heIepalibHOrO OpraHa
UCTIOJIHUTEJIEHON BIACTH O BO3MOXHOCTH CHID)KEHUS 0€30MaCHOCTH, KauecTBa, 3(pPEeKTUBHOCTH
JIEKapCTBEHHOI'0 IIpernapara Jyisi BETEpUHAPHOTO IIPUMEHEHUS B CIIydae BHECEHUSI U3MEHEHUH B
YKa3aHHBIE JOKYMEHTBI.

8. Jlommyckaercs rpakIaHCKUN 000POT JIEKApCTBEHHBIX MPEMapaToB sl BETEPUHAPHOTO
MMPUMCHCHUSA, ITPOU3BCACHHBIX 10 INPUHATHA YIIOJTHOMOYCHHBIM q)el[epaﬂbHBIM OpraHomMm
HCIIOJTHUTENIHOM BJIACTH PEUICHHS O BHECEHUH U3MEHEHHUH B TOKYMEHTBI, COJIepKalecs B
PETUCTPALIMOHHOM J0ChE HA 3apETrUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar Juist
BETEPUHAPHOTO MPUMEHEHHUS, IH 00 0TKa3e BO BHECEHUH YKA3aHHbBIX U3MEHEHUN.

Cratbsg 32. OTMEHA rocyJapCTBEHHON PETUCTPALIMN JIEKAPCTBEHHOTO Mpenapara

Pemienne 06 oTMeHe TOCY1apCTBEHHOM PErUCTpalMy JIEKAPCTBEHHOTO Mperapara 1
UCKJTFOUEHHH JICKApPCTBEHHOTO Mperapara U3 TOCYAapCTBEHHOTO PEecTpa JIGKAPCTBEHHBIX
CPEACTB MPUHUMAETCS YIIOJHOMOYEHHBIM (pelepaIbHbBIM OPraHOM HCIIOJHUTEIBHOM BIACTH B
cirydae:

1) nmpeacTaBieHHUss COOTBETCTBYIOIIMM YIIOJTHOMOYECHHBIM (eiepabHBIM OPraHOM
HCIIOJIHUTEJILHOM BJIACTH 3aKIIIOYEHUS O PUCKE WU 00 Yyrpo3e 3J0pOBbIO, )KU3HH UEIOBEKa WU



YKUBOTHOTO IIPY PUMEHEHUH JIEKapCTBEHHOTO IpenapaTa, IPeBhIIAIOMINX ero d3PPEKTHBHOCTD,
0 pe3yJbTaTaM OCYLIECTBIIEMOT0 MM MOHUTOPHHTA O€3011aCHOCTH JIEKAPCTBEHHOTO
npenapara;

2) noiauu pa3pabOTUMKOM JIEKAPCTBEHHOI'O CPEJCTBA WJIN YIIOJTHOMOUYEHHBIM UM JAPYTUM
IOPUMYECKUM JIUIIOM 3as1BJIEHUS] 00 OTMEHE rOCyJapCTBEHHOMN PETHUCTPALNH JIEKapCTBEHHOTO
npenapara;

3) HEeMOATBEPKIEHUSI TOCYJAPCTBEHHOMN pEeTUCTpaIiy JIEKAaPCTBEHHOTO Ipenapara mno
HCTEUEHUU CPOKa AEHCTBUS PErHCTPALIMIOHHOTO YAOCTOBEPEHUS, BBIJAHHOTO Ha MSATh JIET;

4) HenpecTaBIeHUS 3asBUTENEM HH(OPMAIIHH, KOTOpasi MOXKET MOBJIEYb 3a COO0M
HEOOXOMMOCTh BHECEHHUS] N3MEHEHUH B JIOKYMEHTBHI, COEPIKaIecs B PETUCTPAIMOHHOM JI0ChE
Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MIpENapaT, B TEUEHUE TPUALATH pabouuX JHEH co AHS
HACTYIUICHUSI TUX U3MEHEHUIA;

5) ocymiecTBICHUS TOCYJapCTBEHHOM PETHCTPALINH JIEKaPCTBEHHOTO Ipernapara 1moJi TOproBbIM
HAaNMMCHOBAHUCM 3apCTUCTPUPOBAHHOI'O paHEC MO 3TUM TOProBbIM HAMMCHOBAHUCM

JICKApCTBECHHOT'O IIpEIriapara,

6) OCYHICCTBIICHUSA FOCYHapCTBeHHOfI perucrpanun 3aABUTCIIEM OJJHOT'O U TOT'O KC
JICKApPCTBCHHOTO IMpriapaTa noJ pa3jindHbIMU TOPTOBBIMU HAMMCHOBAHUSMU,

7) BBIHECEHUS CYJIOM pEIICHUs O HapyILIEHUH paB MpaBoobiagaresns 00bEeKTOB
WHTEJUICKTYaTbHOW COOCTBEHHOCTH MPU OOPAIIEHUH JIEKAPCTBEHHBIX CPE/ICTB.

Cratbs 33. I'ocynapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB

1. F'ocynapcTBEHHBIN PEecTp JIGKAPCTBEHHBIX CPEJICTB COACPIKUT MEepeUeHb JICKaPCTBEHHBIX
IpenaparoB, IPOLIEIIINX TOCYIaPCTBEHHYIO PETHCTPAIHIO, TIEPEYeHb (hapMaleBTHYECKUX
cyOcTaHIui, BXOJAIIMX B COCTAB JIEKAPCTBEHHBIX MPENapaToB, U CIEAYIONIYI0 HHPOPMAIHUIO:

1) B OTHOIIEHUH JI€KAPCTBEHHBIX MPENapaToB:

a) HaMMEeHOBaHHe JIEKapCTBEHHOTO MpenapaTa (MexXAyHapoAHOE HEMAaTeHTOBAaHHOE MU
XMMUYECKOE U TOPrOBOE€ HAUMEHOBAHUS );

0) nexapcTBeHHas (popMa ¢ yKazaHHEM JJO3MPOBKH JICKAPCTBEHHOT'O Mpernapara u ero
KOJINYECTBA B MOTPEOUTENIBCKON YIIaKOBKE;

B) HAMMEHOBaHUE pa3padOTYMKa JIEKApCTBEHHOTO MMpenapara;

I') HAMMEHOBAHKE U aJPecC MPOU3BOIUTES JICKAPCTBEHHOTO Mpenapara;

1) apmakoTepaneBTHYECKas TPYIINa JIEKApCTBEHHOTO Mpernapara;

€) MOKa3aHusI ¥ MPOTUBOTIOKA3aHUs K IPUMEHEHHUIO JICKAPCTBEHHOTO MTPETapara;
) TTOOOYHBIE ACHCTBUS JIEKAPCTBEHHOTO Mpernapara;

3) CPOK T'OJTHOCTH JIEKapCTBEHHOTO TIpenapara;



M) YCIIOBUS XPaHEHHS JICKAPCTBEHHOTO MpeTapara;
K) YCIIOBUS OTIIyCKa JIEKapCTBEHHOT'O Iperapara;

7) HOMep (hapMaKONEHHOM CTaThH UM B CIIydae €€ OTCYTCTBUSI HOMEP HOPMATHBHOM
JOKYMEHTAIUH JT100 HOPMAaTUBHOI'O IOKYMEHTA;

M) JlaTa rOCYJapCTBEHHOMN perucTpaiuy JeKapcTBEHHOIO MpernapaTa U €ro perucTpalioHHbIN
HOMED;

2) B OTHOIICHUH (hapMaIleBTUUECKUX CYOCTaHIIHI:

a) HauMeHOoBaHue (papMaleBTUYECKON CyOCTaHITNH (MEXAyHApPOAHOE HEMATEHTOBAHHOE WJIH
XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHUS);

0) HaMMEHOBAHHUE U aJPeC MPOU3BOIAUTENS (PapMaleBTUUECKOH CyOCTaHIINY;
B) CPOK TOAHOCTH (papMarieBTUIECKOM CyOCTaHIINH;
T') yCIIOBUS XpaHEeHUs (hapMaIleBTHUECKON CyOCTaHIUH,

1) HoMep (hapMaKomeitHOM CTaThU UIIH B CIIydae ee OTCYTCTBUSL HOMEP HOPMATUBHOM
JOKYMEHTalUU JT100 HOPMAaTUBHOI'O IOKyMEHTA.

2. ®dapmarieBTHYECKAsE CyOCTaHIIUS, HEUCTIOIb3yeMasl P MPOU3BOICTBE JIGKAPCTBEHHBIX
IIPENapaToB, MOKET ObITh BKIIOYEHA B TOCYAAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB HA
OCHOBAHMWU 3asIBJICHUS Pa3pabOTUUKa, POU3BOAUTEIS JICKAPCTBEHHOTO CPEJICTBA KO0
YIHOJHOMOUYCHHOTO UMH FOPUAUYCCKOrO Jinla IMpu yCJIOBUH NPOBCACHUS B OTHOLLICHUN TaKou
(dapmareBTUUeCKO CyOCTaHIIMU IKCIIEPTU3bI KauecTBa (papMarieBTHIECKON CyOCTaHIIUM B
MOpsIIKe, YCTAHOBIIGHHOM cTaThelt 34 Hactosmiero deaepanbHOro 3aKOHA.

3. [lopsiaok BeAeHUs TOCYIapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB /I METULIUHCKOTO
MPUMEHEHHUS U TIOPSAIOK BEJIEHHUS TOCYIapCTBEHHOI'O PeecTpa JEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHUS YTBEPKIAIOTCS COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM
benepanbHBIM OPraHOM UCTIOTHUTENBHOM BIIACTH.

Cratbs 34. DkcnepTu3a KauecTBa (papmManeBTHYeCKOi CyOCTaHIIMK, HEUCTIONb3YEeMOM MpH
IPOM3BOJICTBE JIEKAPCTBEHHBIX MIPENapaToB

1. st BITrOUeHMsI papMarieBTUYECKON CyOCTaHIIMK, HEUCTIOIB3YEMOM TIPH MPOU3BOJICTBE
JIEKApCTBEHHBIX IIPENApaToOB, B TOCYAAPCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEIICTB, IPOBOIUTCS
HKCIIEPTH3a €€ KauecTna.

2. DKcrepTr3a KadecTBa YKa3aHHOW B 4acTu | HacTosmIel cTaThu (hapMaIeBTHIeCKOM
CyOCTaHIIMM, COCTABICHNE KOMUCCHEN IKCIIEPTOB 3aKIIOYCHUH 110 pe3yabTaTaM Takon
HKCIIEPTU3BI U UX HAIIPABIICHUE B YIIOJHOMOYEHHBIN (hefiepaibHbIi OpraH UCIOIHUTEIbHON
BJIACTH OCYILIECTBISIOTCS B CPOK, HE MPEBHIIAOIINHA IECTUACCATH pabounx JHEH co qHS
MOJIy4EHUS DKCIIEPTHBIM YUPEXKICHHEM COOTBETCTBYIOIIETO 3a1aHUS YIIOJTHOMOYEHHOI'O
benepanbHOrO OpraHa UCMOIHUTEIBHON BIACTH U IOKYMEHTOB, YKa3aHHBIX B IYHKTAX 4-7 4acTH
3 crarbu 18 Hacrosuiero enepaibHOrO 3aKOHA.




3. It mpoBeeHrs SKCIEPTU3bl KaUeCcTBa YKa3aHHOW B YacTu | HACTOsIIEH CTaThu
dapmalieBTUYECKOM CyOCTaHIIUY 3asIBUTEINb MPEICTABISAET B YIIOJTHOMOUYEHHBIHN (eepanbHblii
OpraH UCIOJHUTEIBLHOM BIACTH:

1) 3asBIIeHUE O BKJIFOUEHUH B TOCYJIAPCTBEHHBIN PEECTp JICKApPCTBEHHBIX CPEJICTB JAHHON
dbapmareBTUUECKON CyOCTaHITNH;

2) JOKYMEHT, MOATBEPKAAIOIINNA YIIaTy TOCYAapCTBEHHOM MOIIINHBI 32 BKIIFOUEHUE
(bapMmareBTHYeCKON CyOCTaHIINH, HEHCIIONB3YEMOM MPH MPOU3BOICTBE JIEKAPCTBEHHBIX
MpenapaToB, B TOCYIapCTBEHHBIN PEEeCTp JEKaPCTBEHHBIX CPECTB;

3) IOKyMEHTBI, yKa3aHHbIEC B YHKTax 4-7 yacTu 3 cratbu 18 Hactosuiero denepaibHOrO
3aKOHa.

4. B Teuenue ATy pabodnx JHEH o JHS MPUHATHUS 3asBJICHUS O BKIIOUYEHUHN YKAa3aHHOW B 4acTH
1 HacTosIel cTaThi (papManeBTUIECKOHN CyOCTaHIINU B TOCYIapCTBEHHBIN peecTp
JIEKaPCTBEHHBIX CPENICTB U JOKYMEHTOB, IEPEUNCIICHHBIX B YaCTH | ¥ yHKTE 2 yacTu 3
HACTOSIIEH CTaThH, YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIOTHUTEIBHOM BIACTH:

1) npoBOAUT ITPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH JaHHBIX, COAEPIKALUXCS B TPEACTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) NIpUHMMAET PELICHUE O HAPaBICHUH B KCIIEPTHOE YUPEKICHUE 3a/1aHNs HAa IPOBEJCHUE
HKCIIEPTU3BI KAYECTBA YKa3aHHOW B yacTu | HacTosmiel cTatby papmaleBTHUeCKON CyOCTaHIINH
wIr 00 OTKa3e B TAKOM HaIlpaBIICHHH;

3) yBenomIIeT B MUCbMEHHON (pOpME 3asBUTEIIS O IPUHATOM PELICHUH WM B Clydae OTKasa ¢
yKa3aHUEM IIPUYMH TAKOI0 OTKa3a.

4.1. B cay4dae BBISIBIICHHUS! HEIOCTOBEPHOCTH CBEACHUM, COJIEPKAITUXCSA B MPEICTABICHHbBIX
3asgBHUTEJIEM MaTepHajax, yoJHOMOUYSHHbIH (peaepanbHbli OpraH UCTIONHUTENFHON BIaCTH
HaIpaBJIseT 3assBUTENIO 3aMPOC 00 YTOUYHEHUHN YKa3aHHBIX CBeJIeHUN. JlaHHBINA 3a1IpOC MOXKET
6BITB Hepe;[aH ynOJIHOMO‘-ICHHOMy HpeI[CTaBI/ITeJIIO 3asABUTCIIS JIMUHO 10 pacrmcxy, HaHpaBJIeH
10 TIOYTE 3aKa3HBIM MTHUCHMOM HJIHM TIEPEJIaH B AJICKTPOHHOU (popMe 1O TeTeKOMMYHUKAITMOHHBIM
KaHaJlaM CBsi3U. B ciydae HampaBiieHHs TaHHOTO 3alpoca Mo MOYTe 3aKa3HbIM TUCbMOM OH
CUMTACTCS TIOJYICHHBIM 10 UCTEYCHHUH IIECTH THEH C TaThl HAITPaBJICHUS 3aKa3HOTO MHUChMa.

4.2. 3asBuTeNb 00s3aH MPEICTABUTH OTBET HA 3alIPOC YIIOJIHOMOYEHHOTO (pesiepanbHOro oprana
WCITOJTHUTEIIbHON BJIACTH B CPOK, HE MPEBBIIAIONTNN JEBIHOCTA PAO0YMX THEH CO JTHS
MOJIy4eHUs: JaHHOTo 3arpoca. Cpok, yKa3aHHBIN B 4acTu 4 HACTOSIIIEH CTAaTbH,
MIPUOCTAHABIMBAETCS CO JIHS HAPABJICHUSI 3aSBUTEITIO 3aIIPOCa YIOJIHOMOYEHHOTO
benepanbHOro OpraHa UCIOJHUTEIHHON BIACTH 10 AHS MOTYYCHHS] UM OTBETA HA JaHHBIN
3aMpoc ¥ HE YUYUTHIBACTCS ITPH UCUUCICHUU CPOKA IKCIIEPTU3BI KauecTBa (hapMareBTHIECCKOM
CyOCTaHITNH, HEUCIIOIBL3YEMOM MTPH MPOU3BOJICTBE JICKAPCTBEHHBIX MPETapaToB.

5. OcHoBaHMEM JUI OTKAa3a B HAIIPABJIEHUHU B DKCIIEPTHOE YUPEXKACHUE 3aJaHUs Ha IPOBEICHUE
AKCIIEPTH3BI KAUeCTBa YKa3aHHOW B HaCTH | HACTOSIIECH cTaTh hapMaIieBTUUECKONU CyOCTaHITNT
ABJIACTCA HCTIPCACTABJICHUC NOKYMCHTOB, IICPCUMUCIICHHBIX B HACTHU 2u IIYHKTC 2 yactu 3
HACTOAIIEH CTaTby, HEMPEACTABICHUE 3asBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETA HA
yKa3aHHbBIN B yacTu 4.1 HACTOSAIIEH CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heZiepaibHOro OpraHa
MCIIOJTHUTEJIbHOM BJIACTH WK IIPEJCTaBICHUE JOKYMEHTOB, HE COJIEPKalIX HUCUYEPIIBIBAIOIIETO
nepeyHs HEOOXOJMMBIX CBEJICHUH.




6. B Teuenue naTHaauaTH pabouux JAHEN CO JHS MOJIYUYEHUs PELICHUs YIIOJTHOMOYEHHOIO
(benepaabHOro OpraHa UCHOJHUTEIbHOM BIACTU O HAIPABJICHUHU B 3KCIIEPTHOE YUPEXkKAECHUE
3aJlaHUs HA TPOBEJCHUE IKCIIEPTU3bI KAUYECTBAa YKAa3aHHOW B YaCTH | HACTOSIIEH CTaTbH
(bapmareBTHUECKON CyOCTaHIIUM 3asiBUTENb IPEICTABISAET B SKCIEPTHOE YUPExKICHHUE IS
MIPOBEICHUS TaHHOMN SKCIIEPTU3BI 00pasibl (hapMaleBTHUECKOW CyOCTaHIIMU B KOJIMUECTBE,
HE00XO0AMMOM JJIs1 BOCIIPOU3BEICHNUS METOA0B KOHTPOJIS KauecTBa. DKCIEPTHOE YUPEexKICHUE
NIPY TOJTYYEHUHU 00pa3lloB YKa3aHHOW B HacTH | HacTOAMIeH CTaTbu (hapMaleBTHUECKON
CyOCTaHIIMH BBIAAET 3asBUTEIIO JOKYMEHT, [TOATBEPKAAIOLIMI [ToJTydyeHHe ITUX 00pa3LoB, U B
CpPOK, HE IPEBBIIAIOIINI TpeX padoUHX JHEH, YBeIOMIISET B MUCBbMEHHOM hopMe 00 3TOM
YIOJIHOMOYEHHBIN (heiepabHblil OpraH MUCIOJHUTENbHOMN BIACTH. DTH CPOKU HE BKIIIOYAIOTCS B
CPOK IIPOBEJICHUS] TaHHOMN JKCIIEPTU3HI.

7. JOKyMEHTBI, TOCTYNHUBIINE B HKCIIEPTHOE YUPEKIACHUE ISl IPOBEICHUS SKCIIEPTU3BI
Ka4yecTBa YKa3aHHOM B yacTu | Hacrosuiei craTby (hapMaleBTHUECKOW CyOCTaHIINN, TOATIEKAT
BO3BPATY B YIIOJIHOMOYEHHBIN (heaepanbHbIii OpraH UCIIOJTHUTEIBHOHN BIACTH OJTHOBPEMEHHO C
3aKJIFOUYEHUSIMU 110 PE3yJIbTaTaM IPOBENCHHON dKCIIEPTU3HIL.

8. B cpok, He npeBbIaoIuil IITH padodyuX AHEH CO JHS MOTyYeHUS 3aKITI0YCHHUS] KOMUCCUU
AKCIEPTOB IO PE3YJIbTaTaM 3KCIIEPTU3bI KAUE€CTBA YKA3aHHOW B 4aCTU | HACTOSANIEN CTaTbU
bapmalieBTUYECKOM cyOCTaHIIUHU, YITOIHOMOYEHHBIN (hefiepanbHblii OpraH UCIOTHUTEIBHON
BJIACTH:

1) OCYHIECTBJIACT OLCHKY TAKOT'O 3aKJIIFOUYCHUA JJIA ONIPCACIICHU €TI0 COOTBETCTBUA 3aJaHUIO HA
IMPOBCACHUC JIaHHOM OKCIICPTU3BI;

2) IpUHUMAET PELICHUE O BKJIIOUEHUH YKa3aHHOU B 4acTu | HacTosIel cTaTby
(bapmareBTHYECKON CyOCTaHIIMM B TOCYJAapCTBEHHBIN peecTp JIeKapCTBEHHbBIX CPEACTB UIIN
peuieHue o0 0TKa3e B TAKOM BKJIFOUEHUU;

3) BHOCHT TIpH IPUHATHH PEIICHUS O BKIIOYCHUH YKa3aHHOM B YacTH | HACTOSIIEH cTaThu
bapmalieBTUYECKOM cyOCTaHIIUN B TOCYIaPCTBEHHBIN pPeecTp JEKapPCTBEHHBIX CPE/ICTB
MPEeAYCMOTPEHHYIO NYHKTOM 2 yacTH | cratbu 33 Hactosero deaepalbHOro 3aKkoHa
HH(pOpPMAIHIO U YBEOMIISIET 00 3TOM B MUCHhbMEHHOU (hOpMe 3asBUTETIS.

9. OcHOBaHMEM JIJIsl OTKa3a BO BKJIIOYEHUHU YKA3aHHOW B YacTu | HacTodlIel CTaTbu
bapmaleBTUUECKOI CyOCTaHIIMU B TOCYIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB SBIISAETCS
pelIeHrne COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO ()eIepalIbHOTO OpraHa UCTIOMHUTEILHON
BJIACTH O TOM, YTO KaueCTBO (papMalleBTUYECKON CyOCTaHIIMU HE MOATBEPKACHO MOTYyYECHHBIMU
JTAHHBIMHU.

Cratbsa 35. IloBTOpHOE IIpECTAaBIIEHUE JIEKAPCTBEHHOTO Ipenapara, He MPOIIEAIIEro
roCyJapCTBEHHON PerucTpaluy JEKapCTBEHHBIX MIPENapaToB, Ha FOCY1apCTBEHHYIO
PETUCTPALIMIO JIEKAPCTBEHHBIX NIPENApaTOB

[ToBTOpHOE MpECTAaBICHNE B COOTBETCTBYIOUIMH YIIOJIHOMOYEHHBIN (eiepaabHblii Opran
VCIIOJIHUTEJIBHOU BJIACTH JIEKAPCTBEHHOTI'O IIPENapara, He MPOLIEAIIEr0 TOCY1apCTBEHHOU
PETUCTPALIMY JICKAPCTBEHHBIX MTPENApaTOB WU MOIYYMBILETO OTKA3 B YKa3aHHOM pEerucTpaluu
Y BIIOCJIEICTBUU IIOJABEPIIIETOCS U3MEHEHHUIO B YaCTU €ro COCTaBa, PACCMAaTPUBAECTCS KaK
IIPEJICTAaBICHUE HOBOT'O JIEKAPCTBEHHOIO IIPenapaTa Ha €ro roCy1apCTBEHHYIO PETUCTPALIUIO
HE3aBUCUMO OT COXPAHEHHUs €r0 IEPBUYHOIO HAUMEHOBAHMS.



Cratbs 36. O6xanoBaHue pemeHus: 00 0TKa3e B BbIa4Ye pa3pelIeHus Ha MPOBEACHNE
KJIMHUYECKUX MCCIIEA0BaHNH JICKApCTBEHHOT'O Ipernapara i pereHus 00 oTkase B
rOCyJapCTBEHHON PErUCTpaIiiy JIEKapCTBEHHOTO Mperapara

PemieHne COOTBETCTBYIOMIETO YIOJTHOMOUEHHOTO (heIepaibHOrO OpraHa UCIIOJHUTEIbHON
BJIACTH 00 OTKa3e B BbIAAaUe pa3pellieHns Ha IPOBEJeHNE KIMHUYECKUX UCCIIeJOBaHUI
JIEKapCTBEHHOTO MIperapara Win pelieHue 00 0TKa3e B roCy1apCTBEHHON PEerucTpanuu
JIEKapCTBEHHOTO Mpernapara MOXeT ObITh 00’KaJIOBaHO B IMOPSJIKE, YCTAHOBIEHHOM
3aKkoHoAarenbcTBOM Poccniickoit denepanun.

Cratbs 37. UHdopmanus, cBI3aHHas C OCYIIECTBICHUEM rOCYIapCTBEHHON PEerHCTpaluu
JIeKapCTBEHHBIX IIpenapaToB, MHGOPMALUA O 3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIpenaparax
Y JIEKQpCTBEHHBIX Iperaparax, UCKIIOUYEHHBIX U3 TOCYIapCTBEHHOI'O PeeCcTpa JIEKapCTBEHHBIX
CpeACTB

1. CoOTBETCTBYIOIIMIA YITOJTHOMOYCHHBIN (peiepaabHbIil OpraH HCTIOJHUTEIHHON BIACTH
pa3mMelraer Ha cBoeM opUIIHaTLHOM caiiTe B ceTH "MHTepHeT" nHbOpMaIuio, CBI3aHHYIO C
OCYIIECTBJICHUEM IOCYJaPCTBEHHON PETUCTpaIlUy JICKAPCTBEHHBIX MPENapaToB, B TOM YHUCIIE
MIPOBEJICHUEM SKCIIEPTU3bI IEKAPCTBEHHBIX CPEACTB, MH(OPMALIMIO O 3aPETUCTPUPOBAHHBIX
JIEKApCTBEHHBIX Ipenaparax M JICKapCTBEHHBIX Mpenaparax, UCKIIOUEHHbBIX U3
rOCy/IapCTBEHHOTO peecTpa JIKApCTBEHHBIX CPECTB, HE MO3HEE YeM uepe3 MATh padounx JHEH
CO JTHS TIOTyYEHUSI COOTBETCTBYIOIIUM YITOJIHOMOUYEHHBIM (heJiepaabHbIM OpPraHOM
MCIIOJTHUTENILHOM BJIACTH 3asBJICHUS O TOCYIaPCTBEHHON PETUCTPALIUU JIEKAPCTBEHHOTO
npernapara.

2. CpokH ¥ MOPSJIOK pa3MeIeH s YKa3aHHOW B 4acTH | HAaCTOSAIEH CTaTbu MHPOPMALUU
YCTaHaBJIMBAIOTCS YIIOJTHOMOYEHHBIM (heaepaabHbIM OPraHOM HCIIOIHUTEIBHON BIACTH.

I'naBa 7. KnuHuueckue ucciieioBaHus JIEKapCTBEHHBIX MTPENapaToB JUIsl MEAULIMHCKOTO
IPUMEHEHHUS, JOrOBOP 00 UX MPOBEACHNUH, IIPaBa MALUEHTOB, YYACTBYIOIINX B ATHX
UCCIIETIOBaHMSIX

Crarpsa 38. KnuHuueckne UCClieJOBaHUs JIEKaPCTBEHHBIX NIPENapaToB JJsl MEAULUHCKOIO
IPUMEHEHHUS

1. KimnHn4eckue ueeaen0BaHus JIEKapCTBEHHBIX IIPENapaToB Uil MEAUIIMHCKOTO IIPUMEHEHMS, B
TOM YKCJIE MEXIYHAPOAHBIE MHOIOLIEHTPOBBIE, MHOIOLICHTPOBBIE, IIOCTPErUCTPALIMOHHEIE,
IIPOBOJATCS ISl TOCYAAPCTBEHHOU PErMCTPALIMK JIEKAPCTBEHHBIX IIPENAapaToOB U HHOTO
IIPEIHA3HAYEHUS B OJHOW WJIM HECKOJIBKUX MEJUIIMHCKUX OPraHU3alusiX B COOTBETCTBUU C
NpaBUIaMU KJIMHUYECKON MPAKTHKH, YTBEP>KICHHBIMH YIIOJTHOMOYEHHBIM (heeparbHbIM
OpPraHOM HCIIOJHUTEIBHOM BJIACTH, COOTBETCTBEHHO B CIEAYIOIUX LIEIAX:

1) ycranoBieHre 6€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB /s 3J0POBBIX 100POBOJIBIEB U
(MM) IEPEHOCUMOCTH UX 370POBBIMHU JTOOPOBOJIBIIAMH, 32 UCKITIOYCHUEM TaKUX HCCIEI0BaHUN
JIEKapCTBEHHBIX MPEMapaToB, MPOU3BEICHHBIX 3a peaenamu Poccuiickoit denepainy;

2) noa0dop oNTUMANBHBIX JO3UPOBOK JIEKAPCTBEHHOTO MIperapara v Kypca JISUeHus 71
HALMEHTOB € ONPE/IeJIEHHBIM 3a00JIEBaHUEM, ONITUMAJIBHBIX J103 U CXEM BaKLMHALIUN
UMMYHOOHOJIOTHUECKUMHU JICKApCTBEHHBIMHU IMTPETapaTaMy 310pPOBBIX TOOPOBOJIBIICB;

3) ycranoBieHnue 0€30MacHOCTH JIEKAPCTBEHHOTO Ipemnapara U ero 3g(ekTuBHOCTH A1
MAlMCHTOB C OMPEICTICHHBIM 3a00JIeBaHHEM, MPOGUIAKTHIECKOU (D PEKTUBHOCTH
UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB A 310pPOBBIX T0OPOBOJIBIICB;



4) n3y4yeHue BO3MOKHOCTU PAaCUIMPEHUs TOKa3aHUM JJI11 MEAULIMHCKOIO IPUMEHEHHUS U
BBISIBJICHHSI paHEee HEM3BECTHBIX MOOOYHBIX ACHCTBUI 3aperucTpupOBaHHbBIX JEKapCTBEHHbIX
IIPENapaToB.

2. B orHOImICHUU BOCITPOMU3BCACHHBIX JICKAPCTBCHHBIX ITPEIapaToB AJId MCAUIUHCKOTO
MMPUMCHCHHA ITPOBOAATCA UCCICTOBAHUA OMODKBHBAJIEHTHOCTH U (I/IJ'H/I) TepaHeBTHQCCKOﬁ
9KBUBAJICHTHOCTHU B IMOPAAKE, YCTAHOBJICHHOM YIIOJITHOMOYCHHBIM q)eﬂepaJIBHHM OopranomMm
HCITOJIHUTENHLHOHN BJIACTH.

3. OpFaHI/ISaHI/II-O MMPOBCACHUS KIIMHUYCCKHUX I/ICCJIG,HOBaHI/Iﬁ JICKAPCTBCHHOT'O IIpCIiapaTa JIJIsd
MCIUIIUHCKOI'O MPUMCHCHUS BIIPABC OCYIICCTBIIATH!:

1) pa3paboTuuK JeKapCTBEHHOTO Mpernapara Wik yIOJHOMOYEHHOE UM JTUIIO;

2) oOpa3oBaTesbHbIC OPraHU3aIUK BBICIIIETO 00pa30BaHMs, OPraHU3aIMH JOTIOJIHUTEIBHOTO
po(hecCHOHATLHOTO 00pa30BaHUS;

3) Hay4YHO-UCCIEeI0BATEIbCKUE OPTaHU3ALINH.

4. KnnHnyeckue uccinea0BaHus JE€KapCTBEHHBIX TPENapaToB ISl MEIULMHCKOTO IIPUMEHEHUS
IIPOBOJSTCS B MOPSIZIKE, YCTAHOBIEHHOM cTaTbsiMu 20-22 HacTosuero deaepanbHoro 3akoHa, Ha
OCHOBaHUU PA3PELICHUS HA IPOBEICHUE KIMHUYECKOTO UCCIEA0BaHUs JIEKaPCTBEHHOT O
npernapara, BbIIAaHHOTO YITOJIHOMOYEHHBIM (heiepaIbHbIM OPraHOM HCIIOJIHUTEILHON BIACTH, B
COOTBETCTBUHU C LIEISAMH, YKa3aHHBIMU B 4acTU | HACTOSANIEH CTATbU. Y IOJHOMOYEHHBIN
(benepanbHBIN OpraH UCIOTHUTENBHOM BIACTH BEAET PEECTP BBIAAHHBIX pa3pelIeHU Ha
IIPOBEJCHUE KIMHUYECKUX HCCIIEN0BAaHUM JIEKAPCTBEHHBIX IIPENapaToB, COAEPKAIINN yKa3aHHUE
Ha UX LEJb UM 1I€JU, B YCTAHOBJIEHHOM 3TUM OPTraHOM IOPSIJIKE.

5. B cniydae ocyuiecTBieHHs rOCy1apCTBEHHON PETUCTPaLlii JIEKApCTBEHHOTO Mpenapara
roCyJapCTBEHHAas MOIUIMHA 3a MPOBEICHNE IKCIIEPTU3bI JOKYMEHTOB JIJIsl TOJTYYEHUS
paspenieHui Ha TPOBEICHNE KIMHUYECKUX HCCIIeJOBAaHUM JIEKApCTBEHHOIO Ipenapara Jijis
MEAMIIMHCKOTO MPUMEHEHUSI U ATHUECKOMN SKCIEePTU3bI TpU 00pallleHnH 3a TOCYJapCTBEHHOM
perucTpainnei 1eKkapCTBEHHOTo MperapaTa B COOTBETCTBUU C IENbIO WM 1EJISIMH, YKa3aHHBIMU
B yacTu | HacTosIel CTaTby, YIJIAYMBAETCSI OAHOKPATHO.

6. K opranmusaimu npoBeieHUs] KITMHUYECKUX MCCIIEIOBaHUH JIEKapCTBEHHOTO TpenapaTa Juis
MEIUIIUHCKOTO IPUMEHEHHUS Pa3paboTUNKOM JICKApCTBEHHOT'O MpernapaTa MOTyT IPUBJIEKAThCs
IOpUINYECKHE JTUTIA JTFOOO0H OpraHu3aImOHHO-TIPABOBOM ()OPMBI IPH YCIOBUHU 00€CTICUCHUS
COOTBETCTBUS 3TUX UCCIIEOBAaHHH TpeOoBaHUAM HacTosAniero denepaibHOro 3aKOHA.

7. Knuandeckue nccienoBaHus JIEKAPCTBEHHBIX MPENapaToB AJIs MEAUIIMHCKOTO TPUMEHEHUS
MMPpOBOAATCA B MCAUIIUMHCKUX OpraHu3aluiaX, aKKpEAUTOBAHHLIX YIIOJTHOMOYCHHBIM
benepanbHBIM OPraHOM UCTIOJTHUTENBHOM BIIACTH B MOPsiAKE, ycTaHOBIeHHOM [IpaBuTenscTBoM
Poccuiickoit @enepanuu.

8. HepequL MCOUIIMHCKUX OpF&HPB&LIHfI, HMCIOIIUX MPAaBO NPOBOJUTH KIIMHUYCCKUC
HCCJIEIOBAHMSI JIEKAPCTBEHHBIX MPENapaToB AJsl MEAULIMHCKOTO MPUMEHEHHUS, U PEECTp
BBIJaHHBIX p%peﬂleHHﬁ Ha NPOBCACHUC KIIMHUYCCKHUX I/ICC.HG,Z[OBaHI/Iﬁ JICKAPCTBCHHLIX
[pernapaToB OMyOIMKOBBIBAIOTCS U Pa3MEILAIOTCS YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPraHOM
HUCIOJIHUTEIBHOM BIACTHU B YCTAHOBJICHHOM UM HOPAAKEC Ha CBOCM O(bI/II_II/Ia.HBHOM caliTe B CETH
"UnTepner".



Cratbs 39. MexayHapoIHOE MHOTOIIEHTPOBOE KIIMHUYECKOE UCCIIEIOBAHUE JICKAPCTBEHHOTO
npernapara Juisi MEJMIMHCKOTO TPUMEHEHHSI WIIH TTOCTPErHCTPALIMOHHOE KITMHHUYECKOE
WCCJICJIOBAHKE JICKAPCTBCHHOTO TIperapara Jyisi MeUIIUHCKOTO IPUMEHEHUS

1. MexayHapoiHO€ MHOTOIIEHTPOBOE KIMHUYECKOE MCCIIEIOBAHUE JIEKAPCTBEHHOTO MperapaTa
JUUIE METUITUHCKOTO TTPUMEHEHUs Ha Tepputopun Poccuiickoit deneparuu nnu
MOCTPETUCTPAIMOHHOE KIIMHUYECKOE UCCIIEOBaHUE JICKAPCTBEHHOTO IIpernapara Jyist
MEJIUIIMHCKOTO TPUMEHEHU MPOBOJUTCS HA OCHOBAHUM Pa3peIIeHUs Ha MPOBEICHUE
KJIIMHUYECKOT0 MCCIIEIOBAaHUS JIEKAPCTBEHHOTO Mpenapara, BbIJJaHHOTO YIIOJTHOMOYEHHBIM
(dbeneparbHBIM OPTraHOM UCITOJIHUTEIBHON BJIACTH 10 Pe3yIbTaTaM dKCIIEPTU3bI JOKYMEHTOB,
HEOOXOIUMBIX JUIsl IOJTYyYEHHUS pa3pelieHusl Ha MTPOBEICHUE MEXKTYHAPOIHOTO
MHOTOIIEHTPOBOI'0 KJIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO TIpenapara uiu
MOCTPETUCTPAIMOHHOTO KIMHUYECKOTO UCCIIeI0BAHMS JIEKAPCTBEHHOTO Mperapara, U THYECKOM
AKCIEPTHU3BI.

2. Jlyid notydeHus pa3pelieHus Ha IPOBEICHNE MEKYHapOJHOTO MHOTOLIEHTPOBOTO
KJIMHAYECKOT'0 MCCIIE0BAaHUs JIEKAPCTBEHHOIO IIpenapara s MEJUIUHCKOrO IPUMEHEHUS WIN
MIOCTPETUCTPALMOHHOTO KIMHUYECKOTO UCCIIEI0BAHNS JIEKAPCTBEHHOTO IIpenapara AJis
MEIUIIUHCKOTO NPUMEHEHHUS B YIIOJTHOMOUYCHHBIH (peiepanbHblii OpraH UCTIONHUTENLHON BIACTH
3asBUTENb IIPEACTABIIACT:

1) 3asABJICHUC O BbIAAYC pa3pCIICHUA HAa MPOBCACHUC MCKAYHAPOIHOT'O MHOT'OLICHTPOBOI'O
KIIMHUYCCKOI'O UCCIICA0BaHUA JICKAPCTBCHHOT'O IIpfIiapara s MCAUIIUHCKOI'O IIPUMEHCHU A WIINU
MOCTPECTUCTPATUOHHOT'O KIIMHUYCCKOI'0 UCCIICAOBAHM S JICKAPCTBCHHOI'O IIpcriapara aJid
MCIUIUHCKOI'O IPUMCHCHHUA

2) JOKYMEHT, MOATBEPKAAIOIINN YIIaTy FOCYAapCTBEHHOM MOIIJIMHBI 32 BbIIaYy pa3perieHus
Ha MPOBEICHUE MEXKIYHAPOJHOTO MHOTOLIEHTPOBOTO KJIMHUYECKOTO UCCIICI0BAHUS
JIEKapCTBEHHOT'0 Ipernapara Jyuisi METUIIUHCKOTO MPUMEHEHUS HIJIM TOCYJapCTBEHHOMN MOLUIUHBI
3a BbIJIauy pa3pelieHus Ha MPOBEACHUE OCTPETUCTPALMOHHOTO KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOT'0 Ipernapara Jyuisi MeJUIIMHCKOTO IPUMEHEHHUS;

3) OTYeT O TOKIMHUYECKUX HCCIIECOBAHUAX JIEKAPCTBEHHOTO CPENICTBA U OTYET O MPOBEACHHBIX
paHeC KIIMHUYCCKUX UCCICAOBAHUAX JICKAPCTBCHHOI'O ITpCriapara Ayt MCAUIIUMHCKOT O
npuMeHeHus (IPU HATUYWN );

4) NpOEKT NMPOTOKOJIa KIMHUYECKOTO UCCIIEI0BaHM JIEKAPCTBEHHOTO NTpernapaTa s
MEIUIUHCKOTO IPUMEHEHHUS;

5) O6porrtopy uccaea0BaTeNs;

6) nHGOPMAIIMOHHBIH JIMCTOK MAllMEeHTa, YIaCTBYIOIIErO B KIMHUYECKUX UCCIIEOBAHMIX
JIEKapCTBEHHOIO MpernapaTa i MEIUIUHCKOTO MPUMEHEHUS;

7) cBenenust 06 onbITe pabOTHI HCCIEA0BATENEH 10 COOTBETCTBYIOUIUM CIIELIMATBHOCTAM U UX
OTIBITE PAa0OTHI MO MPOBEACHHUIO KIIMHUYECKUX HCCIET0BaHUNT;

7.1) cBeeHUS O MEAMIIMHCKUX OpraHU3alUsaX, B KOTOPBIX IPEAIO0IaraeTcsi IpOBEACHHE
KJIMHUYECKOT'0 MCCIIEOBAaHUS JIEKAPCTBEHHOIO Ipenapara s MEJUIUHCKOTO MPUMEHEHUS
(ToJIHOE M COKpAIllEHHOE HAaUMEHOBAHMsI, OpPraHU3alMOHHO-IpaBoBast (popma, MecTo
HAXO0XJ/ICHUS U MECTO OCYILECTBICHUS EATEIbHOCTH, TenedoH, Tenedakc, aapec IeKTPOHHON
IIOYTHl MEUIIMHCKOM OpraHu3anun);



7.2) npenrosiaraeMble CPOKH MIPOBEAEHUS KIMHUUYECKOTO HCCIIE0BaHNUs JIEKaPCTBEHHOT O
npernapara Jiisi MEIUIIUHCKOTO IPUMEHEHUS;

8) KOMHIO 10roBopa 0043aTeIFHOTO CTPaXOBaHUs, 3aKIFOYEHHOTO B COOTBETCTBUU C TUIIOBBIMU
MpaBUJIaMU 00s3aTEITLHOTO CTPAXOBAHUS, C YKA3aHUEM TIPEICIbHON YHCICHHOCTH TMAIlHCHTOB,

Y4aCTBYIOUIMX B KIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO MpernapaTa sl MeIUIUHCKOTO
MIPUMCHEHUS;

9) mHpOpPMAITHIO O COCTaBE JIEKAPCTBEHHOTO TMperapaTa JiyIsl MOTYIeHHs pa3pelieHns Ha
NPOBEICHUE MEXKTYHAPOJHOTO MHOTOIICHTPOBOTO KIIMHHYECKOTO UCCIIETOBAHHMSI
JICKapCTBEHHOTO TIperiapara Jyisi MeUITUHCKOTO IPUMEHEHHS;

10) TOKyMeHT, COCTaBIECHHBINA TPOU3BOJUTENIEM JIEKAPCTBEHHOTO Mpenapara u coaepxaiiui
MOKa3aTeN! (XapaKTepUCTUKH) JIEKAPCTBEHHOIO IIperapara, IpOru3BEIEHHOr0 ISl IPOBEACHHUS
KIIMHUYECKHUX UCCIICIOBAHUA.

3. B cpok, He mpeBBIIAOIIHN MATH pabo4HX JHEH CO JHS MPUHATHS YKa3aHHOTO B IYHKTE |
94acTy 2 HACTOSIIIEH CTaThH 3asBICHUS U HEOOXOUMBIX JIOKYMEHTOB, YIIOJTHOMOYEHHBIH
denepanbHbIN OPraH UCIOTHUTEIBHON BIACTH:

1) npoBOAUT MPOBEPKY MOITHOTHI U JOCTOBEPHOCTH CBEJCHUI, COAEPKAIUXCS B
MPE/ICTABJICHHBIX 3asBUTENIEM JJOKYMEHTaX;

2) npyUHUMAET PelICHUE O IPOBEACHUH SKCIIEPTU3bI JOKYMEHTOB JJIsl IOJTyUEHUs pa3peLIeHHs
Ha MPOBEICHUE MEXKIYHAPOJHOTO MHOTOLIEHTPOBOTO KIMHUYECKOTO UCCIICI0BAHUS
JIEKapCTBEHHOT'0 Ipernapara JUisi METUIIUHCKOTO MPUMEHEHUS WJIM OCTPETUCTPALIMOHHOTO
KJIMHUYECKOT'0 MCCIIEIOBAaHUS JIEKAPCTBEHHOIO Mpenapara Jijisi MEAUIMHCKOTO PUMEHEHUS 1
ATUYECKOM IKCIEPTU3bI JINOO0 00 0TKa3e B MPOBECHUH YKAa3aHHBIX SKCIIEPTH3;

3) yBenomiiieT B TUCbMEHHOM (hopme 3asiBUTENS O MPUHATOM PEIICHUH WIN B CIIy4ae MPUHATHS
pemieHus 00 0TKa3e ¢ yka3aHUEM IIPUYHMH TaKOT'O OTKa3a.

3.1. B cayuae BbISIBIIEHUS HEAOCTOBEPHOCTH CBEJICHUM, COAECPKAILNXCS B IPEACTABIEHHBIX
3asBUTEJIEM MaTepHaax, yIOJIHOMOYEHHbIN (heaepaibHblid OpraH UCIOIHUTEIbHOMN BIACTH
HaIpaBJIsIeT 3asBUTEIIO 3aIPpOC 00 yTOUHEHUH YKa3aHHBIX CBEACHUHU. JlaHHBIH 3ampoc MOXeT
OBbITh NEepeaH YIIOJHOMOYEHHOMY MPEACTaBUTENIO 3asBUTENIS JIMYHO MO PACIIUCKY, HAllpaBJIeH
10 TIOYTE 3aKa3HBIM MMMUCHMOM HIIM TIepe/IaH B 3JIEKTPOHHOM (popmMe Mo TeTeKOMMYHHUKAIIMOHHBIM
KaHajaM CBs3U. B cilydae HampaBlIeHUs JaHHOTO 3aIIpoca IO M0YTe 3aKa3HbIM MICBMOM OH
CYUTACTCS MOJYYCHHBIM 10 UCTEYECHUH ILIECTH JHEHN C AAaThl HAIIPABJICHUS 3aKa3HOIO NMHChMa.

3.2. 3asBuTenb 00s3aH MPECTABUTHh OTBET Ha 3aMpOC YIIOJIHOMOUYEHHOTO (heIepaIbHOTO OpTraHa
UCTIOJIHUTENIbHON BJIACTH B CPOK, HE MPEBBIIIAIONINI eBIHOCTA pabounx JHEH co qHS
MOJTy4YeHHs JaHHOTO 3anpoca. Cpok, yKa3aHHbIN B YACTU 3 HACTOAIIECH CTaThH,
IIPUOCTAaHABJIMBAETCA CO JIHS HAIIPABJIEHUS 3asBUTENIO 3alIpOCa YIIOJIHOMOUYEHHOTO
benepanbHOro opraHa UCIOJHUTENBHON BIACTU A0 AHS MOJTYYEHHs] UM OTBETA Ha JaHHBIN
3arpoc ¥ He YYUTHIBACTCS MPU UCUUCICHUN CPOKA MPUHITUS YIIOTHOMOUYEHHBIM (pesiepaibHbIM
OpPraHOM MCIOJIHUTEIBbHOM BJIACTH PEIIEHUs O IPOBEIECHUH dKCIEPTU3bI JOKYMEHTOB JJIS
IIOJIyYEHUS Pa3pELICHHs Ha IPOBEIEHUE MEKIYHAPOIHOTO MHOTOLIEHTPOBOI0 KIIMHUUYECKOTO
MCCIIEI0BAHMS JIEKAPCTBEHHOT'O IIpenapara sl MEAUIUHCKOrO IIPUMEHEHHS WIH
[IOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO MCCIIE0BAaHUS JIEKapCTBEHHOTO Mpenapara ajs
MEIUIUHCKOTO IPUMEHEHUS.




4. OcHOBaHHEM AJIg OTKa3a B MPOBCACHUUN SKCIICPTU3bI JOKYMCHTOB JIA ITOJYUCHUSA
pa3penieHus: Ha MPOBEACHUE MEXTYHAPOJHOTO MHOTOLIEHTPOBOTO KJIIMHUYECKOTO UCCIIEI0BAHMS
JICKApPCTBCHHOTO IMperiapara JJIs1 MCAUITUHCKOIO IPUMEHCHUS NI NOCTPECTUCTPALITMOHHOT'O
KJIMHUYECKOT'0 MCCIIEJOBaHUs JIEKapCTBEHHOIO IIpenapara Jjisi MEAUIMHCKOTO IPUMEHEHHUS U
ATUYECKOM 3KCIEPTU3BI SABJISIETCS MTPEICTABICHUE IOKYMEHTOB, IPEIYCMOTPEHHBIX YacTbiO 2
HACTOAIIEH CTaTbU, B HEMOJIHOM 00beMe, HEeTIPEeICTaBICHIE 3asIBUTENIEM B YCTAHOBJICHHBIN CPOK
OTBETA Ha yKa3aHHBIN B 4acTh 3.1 HACTOSIICH CTAThU 3allPOC YIIOJTHOMOUYEHHOTO (eepabHOTO
OpraHa HCIOJIHUTENbHOMN BIACTH JIMOO OTCYTCTBUE B IIPEICTABICHHBIX JOKYMEHTAaX
HUCYCPIBIBAIOIICTO NICPCUHA H€O6X0,Z[I/IMBIX CBGZ[GHI/IfI HJIn HHq)OpMaHHH, KOTOPBIC NOJIKHBI 6BITB
OTPa’KEHbI B HUX.

5. HpOBe,Z[CHI/Ie OKCIICPTU3bI JOKYMCHTOB JIA ITOJIYUCHHA pa3spCIICHUA HAa IIPOBCACHUC
MCKAYHAPOAHOIO MHOTOICHTPOBOT'O KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOTI'O ITpCIiapara
A MCIUIOUHCKOI'O MPUMCHCHUA WM IIOCTPCTUCTPALMOHHOTO KIIMHUYCCKOI'O UCCIICI0OBAHUA
JICKApCTBCHHOTO IMpelriapara JJIs1 MCAUIIUHCKOTIO NIPUMCHCHHUA U 3THUYECKOM SKCIICPTU3BI U
BblJa4da pa3spClICHUA Ha IPOBCACHHUC MCXKAYHAPOJIHOTO MHOT'OLICHTPOBOTI'O KIIMHUYCCKOT'O
HCCIICOOBaHU JICKAPCTBCHHOI'O NIpcriapara Ajid MCAUIUHCKOT'O TPUMCHCHUA UJIN
MOCTPETUCTPATMOHHOI'O KIIMHUYCCKOI'0O UCCIICIOBAHUS JICKAPCTBCHHOI'O ITp€iapara AJisd
MCIUIUHCKOI'O MPUMCHCHUSA OCYHICCTBIIAIOTCA B MMOPAAKEC, YCTAHOBJIICHHOM CTATbAMU 20-2
HacTosmero PeaepanbHOro 3aK0Ha.

6. Pemenust 06 oTKase B MPOBEACHUH AKCIIEPTU3BI JOKYMEHTOB JIJISl TTOJIYUCHUS pa3pelicHus Ha
HpOBCI[GHI/Ie MG)KI[YHapOI[HOFO MHOI‘OI.[GHTpOBOFO KIIMHNUYCCKOI'O UCCJICAOBAHUA
JIEKapCTBEHHOTO MperapaTa i MeIUIMHCKOTO MPUMEHEHUS UM TTOCTPETHCTPAIIMOHHOTO
KJIIMHUYECKOT'0 MCCIIEIOBAaHUS JIEKAapCTBEHHOIO Mpenapara Jijisi MeAUIIMHCKOTO PUMEHEHUS 1
ATUYECKOM IKCIIEPTU3HI U B BbIIaUe pa3pelieHus Ha IPOBEICHUE MEKTYHAPOIHOTO
MHOFOLIGHTpOBOFO KIIMHUYCCKOI'O UCCIICAOBAHUA HeKapCTBeHHOFO npenapaTa JJI
MEUITMHCKOTO MPUMEHEHHS WIH IMMOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO UCCIICT0BAHMS
JIeKapCTBeHHOI‘O HpenapaTa I MECIUIITUHCKOI'O HpI/IMeHeHI/IH MOFyT 6BITB O6)I(aJIOBaHBI B
MOPSIZIKE, YCTAHOBJIEHHOM 3aKOHOJIaTeNbcTBOM Poccuiickoi denepanni.

Cratbs 40. IIpoBeneHne KINHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOTO NpenapaTa s
MEIUIUHCKOTO IPUMEHEHHUS

1. PykoBoauTens MEAUITMHCKONW OpraHu3aIiii, KOTopas MPOBOJIUT KIMHUYECKOE UCCIICTOBAHNE
JIeKapCTBeHHOI‘O HpenapaTa I MECIUIITUHCKOI'O HpI/IMeHeHI/IH, HazHa4vacT UuCCJICA0BaTCIIA,
OTBETCTBEHHOTO 3a MPOBEJICHNE TAKOT'0 UCCIIEIOBAHUS U UMEIOIIETO JIEYCOHYIO CTIeIIMaIbHOCTD,
COOTBETCTBYIOIIYIO MPOBOJUMOMY KIMHUYECKOMY UCCIEA0OBAHUIO JIEKAPCTBEHHOIO Mpenapara,
CO CTaXeM pabOTHI TIO MPOTpaMMaM KIMHUYECKUX MCCIICIOBAHNN JIEKAPCTBEHHBIX MPETapaToB
HE MEHEee YeM ISTh JIET U 10 ero MpeAJIoKEHUI0 Ha3HAYaeT COMCCIIeIoBaTeNel U3 Ynciia Bpade
ATON MEIUIIMHCKOW OpraHu3alyu.

2. I/ICCJIGI[OBaTeJIL OCYHICCTBJIACT BLI60p ManucHTOB, KOTOPBIC MO MCAUITMHCKUM IMOKA3aHUAM
MOTr'yT OBITh IMPHUBJICYCHBI K YHaCTHUIO B KIIMHUYCCKOM HCCIICIOBAHUU JICKAPCTBEHHOTI'O ITpEI1apaTa
AJI1 MCAUIUHCKOT'O MPUMCHCHMU .

3. MccaenoBarenb U COUCCIIEAOBATENH IOJIKHBI ObITh O3HAKOMJICHBI C Pe3yJibTaTaMU
JOKJIMHUYECKOTO MCCIIEI0BAaHNUs JIEKapCTBEHHOTO CPEACTBA, COIEPKALUMUCS B Opolope
UCCIIE0BATENS, IPOEKTOM ITPOTOKOJIA KIIMHUYECKOIO NCCIIEIOBaHMsI JIEKAPCTBEHHOTO IIpenapaTa
JUTSL METUIIUHCKOTO MPUMEHEHHM S, pa3paboTaHHBIM pa3pabOTYMKOM JIEKapCTBEHHOIO MpernapaTa
WJIM UHBIM IOPUIUYECKHUM JIMLIOM, TPUBJIEKAEMbIM K OpraHU3aluy IPOBEICHUS KIMHUYECKOTO



HCCIICA0BAaHUA JICKAPCTBCHHOI'O IIpCriapara ajid MCAULUMHCKOT'O IIPUMCHCHU A, U APYTUMHU
MaTceprajiaMn TaKOTO UCCIICJOBAHUA.

3.1. PykoBoauTEh MEIUIIMHCKON OPraHU3alliy B CPOK, HE TIPEBBIMIAIOIINNA TPEX pabounux JHEH
CO JIHS Hauaja MpOBEJICHUs KIMHUYECKOTO UCCIIeI0BAaHMs JIEKAPCTBEHHOTO Mperapara JJist
MEUITMHCKOTO MPUMEHEHHS, COO0IIaeT 00 3TOM B YIIOJHOMOYCHHBIN (he/iepabHbIA OpraH
WCIIOJTHUTEJIbHON BJIACTH, BBIIABIINM pa3pelleHre Ha MPOBEJICHUE TAKOTO UCCIIEIOBAHMUS, 110
YCTaHOBJICHHOW UM (popMe.

4. OpraHu3aiyu, OCyIIeCTBISIONINE OPTaHU3AINIO POBEACHUS KIMHUYECKOTO UCCIIETOBAHMS
JIEKapCTBEHHOTO TpernapaTa JJisi MeIUIUHCKOTO MPUMEHEHUS U yKa3aHHbIE B YacTH 3 cTaTbu 38
HacToduero denepanbHOro 3aK0Ha, B cy4ae HEOOXOAUMOCTH BHECEHUS N3MEHEHUN B
MPOTOKOJI KJIIMHUYECKOTO UCCIIEI0BAHMS JIEKAPCTBEHHOTO IIpenapara Jyisi MEAUIITHCKOTO
MPUMEHEHHUS COOOIIAI0T 00 3TOM B YIOJTHOMOYEHHBIHN (peiepaibHbIN OpraH UCIOTHUTENbHOM
BJIACTH, BBIIABIINM pa3pelieHre Ha TPOBEICHUE TAKOTO UCCIIEIOBAHUS, 10 YCTAHOBIEHHON UM

dbopwme.

4.1. ®opma cooO1IEHNS 0 BHECEHUH U3MEHEHUH B IPOTOKOJI KJIMHUYECKOIO UCCIIEOBAHMUS
JIEKapCTBEHHOIO IIpernapara i1 MEAULUHCKOT0 IPUMEHEHUS JOJDKHA COIEPKATh CIIEAYIOIINe
CBEICHHUS:

1) HauMeHOBaHUEe, UACHTU(UKATMOHHBIA HOMEP U JaTa MPOTOKOJIA KITMHUYECKOTO
UCCIICI0OBAHNS,;

2) nata BHECEHUs U3MEHEHUI B IPOTOKOJI KIIMHHYECKOTO MCCIICI0BAHNUS,
3) HaMMEHOBaHWE U MECTO HaXOXKJICHHS 3asBUTEIIS,;

4) HaMEeHOBaHKE OPTaHU3AIMH, TIPUBJICYCHHON pa3pabOTYMKOM JIEKAPCTBEHHOTO Ipernapara K
OpraHu3aliy IPOBEACHUS KIMHUYECKOT0 HCCIeI0BaHus (IPU HAJTUYHUH);

5) HaMMCHOBaHU U MECTAa HAXOXKACHUA MCAUITMHCKUX OprﬁHH?:&HHfI, B KOTOPBIX IMPOBOAUTCA
KIMHHUYCCKOEC NCCIICIOBAHUC,

6) narta BbIIayyl pa3pelieHus Ha IPOBEeHHE KIMHUYECKOTO UCCIIeI0BaHUS 1 HOMEP 3TOrO
pa3peleHus;

7) HU3MCHCHU A, BHOCUMBIC B ITPOTOKOJI KIIMHUYCCKOT'O UCCIICAOBAHUA.

5. B cpok, He MPEeBBIIAIONIUI TPUIATH PA0OUYHX JHEH CO THS MOIY4YEHUS YKa3aHHOTO B HaCTH
4 HACTOSIIIEH CTaThby COOOIIEHHUS, YIIOJTHOMOYCHHBIN (heIepaibHBIA OpPTraH UCIIOTHUTEIIbHON
BJIACTH PACCMATPHUBAET 3TO COOOIEHNE B YCTAHOBICHHOM MM MOPSAKE U IPUHUMAET PEIICHUE O
BHECEHMH U3MEHEHHM B POTOKOJI KIMHUYECKOTO HCCIIEOBAaHUS JIEKAPCTBEHHOIO Ipernapara
JUIS. METUITUHCKOT'O IPUMEHEHUS MM 00 O0TKa3e BO BHECEHUU TaKUX U3MEHEHUII.

6. Kimuanueckoe ucciejoBaHue JeKapCTBEHHOTO Ipernapara Uit MEIUIIMHCKOTO PUMEHEHUS
MOYET OBITh IPUOCTAHOBJICHO WUJIM MPEKPAIIECHO, ECIIU B IMPOLIECCE €ro MPOBEACHHs OOHapyKeHa
OIMACHOCTb JJIS1 )KU3HHU, 3/I0pPOBbS MAIUEHTOB. B cilyyae BOSHUKHOBEHMSI OACHOCTH JJIS )KU3HH,
3/10pOBbs MALMEHTA, YYaCTBYIOIIETO B KIMHUYECKOM UCCIIEI0BAaHUY JIEKAPCTBEHHOTO IIpernapara
JUTSL METUIIUHCKOTO MPUMEHEHHU S, UCCIe1oBaTeNIn 00s13aHbl TPOMH(GOPMUPOBATH 00 3TOM
PYKOBOAMTENS MEAULIMHCKON OpraHU3aliii U OpraHu3alulo, IOJyYUBIIYIO pa3pelieHue
YIIOJTHOMOYEHHOTO (eiepaibHOr0 OpraHa UCIOJHUTEIBHOMN BIACTH HA OPTaHU3ALIUIO



IIPOBEICHUS KIIMHUYECKOTO UCCIIEI0BAHMS JIEKAPCTBEHHOT O Ipenapara. Pemenue o
IIPUOCTAaHOBJICHUHU KJIMHUYECKOTO UCCIEA0BAaHUs JIEKaPCTBEHHOI O IIpenapara Juis
MEAMIMHCKOTO IPUMEHEHUSI IPUHUMAIOT PYKOBOIUTENb MEUIIMHCKON OpraHu3aluy 1 (UiIn)
OpraHu3alys, MoJy4YHBILas pa3pelieHre YIIOJIHOMOYEHHOTro (hefepalbHOro OpraHa
VCIIOJIHUTEJIBHON BJIACTH HA OPraHU3ALMIO IIPOBEICHUS KIMHUYECKOTO UCCIIEI0BAHMS
JIEKapCTBEHHOT'O IIpernapara Julisi MEJUIIUHCKOTO IPUMEHEHM S, PEIICHNE O TPEKPALLEHUH TAKOTO
UCCIIEIOBaHMS IPUHUMAET YIIOJIHOMOYEHHBIN (eiepaabHbIi OpraH HCIOJHUTEIBHOM BIaCTH HA
OCHOBAHMHU COOOIIEHUS B MUCbMEHHON (popMe PYKOBOIUTENS MEUIIMHCKON OpraHu3aluu Win
OpraHM3aLus, NOJTyYUBILIAs pa3pelleHre yIOITHOMOYEHHOTo (heaepaabHOro opraHa
VCIIOJIHUTEJILHOM BJIACTH HA OPraHU3aLUIO TPOBEACHUS KIMHUYECKOTO UCCIIEI0BAHUS
JIEKapCTBEHHOIO IIpernapara i MEIULIUHCKOTO IPUMEHEHUS.

7. B cpok, HE MPEeBBIIIAIOIIHKN MATH pabounXx JHEH CO JHS 3aBEPIICHUS, TPUOCTAHOBIICHUS WU
MpEKpaIIeHUs] KIMHUYECKOI0 UCCIEA0BaHUs JIEKaPCTBEHHOTO ITpenapara Jijisi MEAUIUHCKOTO
MPUMEHEHHUS, COOOIIEHUE 00 3TOM HAMPABIISACTCS OPraHU3alUsIMA, YKa3aHHBIMU B 4acTH 3
ctaTtbi 38 HacTosmero PeepabHOTO 3aKOHA, B YIOJTHOMOYEHHBIN (efiepanbHbIi Opran
WCTIOJTHUTEIILHOM BJIACTH 10 YCTAaHOBJIICHHOH UM (opme.

8. ®opma coOoOIICHUS O 3aBEPIICHUH, IIPUOCTAHOBICHUH WIIH MTPEKPAIICHUU KIMHHYECKOTO
HCCJIEIOBAHMSI JIEKAPCTBEHHOTO MpernapaTa sl MeIULIUHCKOrO MPUMEHEHHUs JOHKHA
COJIEpKaTh:

1) nuadopManuo 0 MEIUIIMHCKOW OPTaHU3aIluY WM MEIUIIMHCKUX OpraHU3aIHsIX,
MIPOBOJIMBIIUX JAHHOE UCCIIEIOBAHUE;

2) onucaHue TAaHHOTO UCCIIEOBAHMS;

3) manHble uccnenoBatens (haMumus, UMsi, OTYECTBO, MECTO PabOTHI, 3aHUMAaEMast IOJDKHOCTD,
CHEIHAIBHOCTD, CTaX PabOTHI MO MpOorpaMMaM KIMHUYECKUX UCCIIeI0BaHUN JIEKapCTBEHHBIX
MpenaparoB, epeyeHb KIMHUYECKUX UCCIIEI0BAHUM JIEKAPCTBEHHBIX MIPENapaToB, B KOTOPHIX OH
MPUHUMAJ ydacThe (IepUobl y4acTHs) B KaueCTBE MCCIEA0BATENs UIIM COUCCIIEI0BATENA);

4) pe3ynbpTaT JaHHOTO MCCIEA0BaHUs (3aBEpIIECHNE, IPUOCTAHOBICHUE UITU NPEKPAICHNE
JAHHOTO MCCIIEJOBAHUS C yKa3aHUEM UX IIPUYMH U BIUSHUS HA OLIEHKY €r0 Pe3y/IbTaToB,
0OLIYI0 OIIEHKY PUCKA U OKUJAEMOM IOJIb3bl OT IPUMEHEHUS UCCIIEyEMOTO JIEKAPCTBEHHOTO
mpenapara, a Takke MmpearnoiaracMble JaabHEHIne TeHCTBUA).

9. YnomHOMOYEHHBIH (eepaabHbIi OpraH UCTIOJHUTEILHON BIACTH OMYOJUKOBBIBACT U
pasMelaer Ha cBoeM opUIaTbLHOM caiiTe B ceTH "MHTepHeT" cool1IeHre 0 3aBepIieHuH,
MPUOCTAHOBIIEHUH WJIM MPEKPaIeHUH KIMHUYECKOTO UCCIeI0BaHus JIEKApCTBEHHOTO Mpenapara
JUTS. METUITUHCKOT'O IPUMEHEHUS B CPOK, HE MPEBBIIIAIONINHI MATH pabodnx JHEH co JHS ero
MOJIyYEHUsl, B YCTAHOBIIEHHOM UM IOPSIJIKE.

10. YnonHoMOueHHBIH (pesiepabHbli OpraH UCIIOJIHUTENILHON BIACTH OCYIIECTBIISIET BEICHUE
peecTpa ucciIea0BaTeNnet, IPOBOASAIINX WM IPOBOJAUBIINX KINHUYECKUE UCCIIEN0BaHUS
JIEKapCTBEHHBIX NIPENApaTOB JJIsl MEAULUHCKOIO IPUMEHEHUS, B COOTBETCTBUHU C
YTBEP)KJCHHBIMH UM IPaBUJIAMHU U pa3MeILaeT €ro Ha CBOeM O()ULUAIIBHOM CaiiTe B ceTn
"NHTepHeT" B yCTaHOBICHHOM MM MOpSAKE. YKa3aHHBIN peecTp COAEPKUT HH(OpMaIuio,
MPEyCMOTPEHHYIO IYHKTOM 3 4acTu 8 HACTOSIIIEH CTAThU.

11. Ot4er o pe3yapTarax KIMHAYECKOTO UCCIIECIOBAHMS JIEKAPCTBEHHOTO Ipenapara JJist
MEAMIMHCKOTO IPUMEHEHUSI COCTABIIETCS OpraHU3alUel, yka3aHHOM B yacTu 3 cTaTbu 38




HacToduero deaepanbHOro 3aKk0Ha, Ha OCHOBAHUU 3aKJIIOUEHUI MEIUIIMHCKUX OpraHu3alui,
IPOBOJUBIINX 3TO UCCIIEIOBaHUE, U MTPEJICTABIAETCS B YIIOJIHOMOYEHHBIN (eiepaabHblil Opra
MCIIOJIHUTENILHOM BJIACTH, BBIJABIINN pa3pellieHue Ha IPOBEIEHUE 3TOI0 UCCIEA0BAHNUS, B CPOK,
HE MPEBBIIAIOLINN TPeX MECSILEB CO JIHS €ro 3aBepIIEeHUs], IPUOCTAHOBICHUS UITH
IpeKpaleHus, B MOpsAKe, yCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (he/iepaibHbIM OPTaHOM
UCTIOJIHUTEJILHON BIIacTH.

12. Hapyuienue npaBuil KIMHUYECKON MPaKTUKH, (hadbCcupUKaLUs Pe3yabTaTOB KIMHUYECKOTO
UCCIIEIOBaHMS JIEKAPCTBEHHOTO Mperapara sl MEIUIIMHCKOTO IIPUMEHEHUS BIIEKYT 332 COOOU
OTBETCTBEHHOCTh B COOTBETCTBHUHU C 3aKOHOaTeNbCTBOM Poccuiickoii @enepariui.

13. Tlpu npoBeeHNH KIMHUYECKOTO HCCIIeI0BaHuUs JIEKapCTBEHHOTO Mpernapara Asis
MEAUIIMHCKOTO MMPUMEHEHHSI TOITYCKAETCs 3a00p Y MAIMEHTOB OMOJIOTHYECKUX MAaTEPHUAJIOB
(0Opa3ibl OMOIOTHYECKUX KUIIKOCTEH, TKaHeH, CeKPETOB U MPOAYKTOB JKU3HEIEATETbHOCTH
YeloBeKa, U3HOIOTHYECKHUX M MMATOJIOTHYECKUX BBIJCIICHUH, Ma3KOB, COCKOOOB, CMBIBOB,
MHUKPOOPTaHU3MOB, OMOTICHIHBIN MaTepHalT) 11 UX U3YYCHHS Ha TeppUTOpHH Poccuiickoit
Oenepaunn 1 (UIKM) 3a Ipenenamu Tepputopun Poccuiickoit @enepanuu.

14. ITopsanok BBO3a Ha TeppuTopuio Poccuiickoit denepaiivii U BbIBO3a 3a MPEIEIIbl TEPPUTOPUH
Poccuiickoit @denepanun 6MOIOrMUYECKUX MAaTEPUAIIOB, IOJYYEHHBIX IIPU IPOBEICHUU
KJIMHUYECKOT0 MCCIIEJOBAaHUs JIEKapCTBEHHOIO Ipenapara Jijisi MEAUIUHCKOrO PUMEHEHMS,
ycranasinuBaercs [IpasurenscrBom Pocceniickoit denepanun.

Cratbs 41. JloroBop o npoBeJIeHUU KIMHUYECKOTO UCCIIE0BaHUs JIEKapCTBEHHOIO Mpernapara
JUTSL METUIIUHCKOTO IIPUMEHEHUS

1. Knnuauueckoe uccliieZjoBaHKe JeKapCTBEHHOT 0 Iperapara Juisi MeJUIIMHCKOTO PUMEHEHUS
MMPOBOAUTCA B COOTBCTCTBHUH C JOT'OBOPOM O IMPOBCACHUHN KIIMHUYCCKOTO UCCIICAOBAHUSA
JIEKapCTBEHHOT'0 Iperapara Jyuisi METUIIUHCKOTO MPUMEHEHUS, 3aKII0YaeMbIM MEXTY
OpTraHMU3aIMei, MOIYYUBIIEH pa3pelIeHIe YIIOJTHOMOYCHHOTO (eepaTbHOro OpraHa
MCIIOJTHUTENIbHOM BJIACTH HAa OpraHU3allMIo TPOBEICHUS TAKOTO UCCIIEI0BAaHUS, U METUITMTHCKOM
OpraHu3alMen, OCYIIECTBISAIOUIEN TPOBEICHUE TAKOTO UCCIEA0BAHUS.

2. JIoroBOp 0 MpOBEACHUH KIMHUYECKOTO UCCIIeI0BaHUS JIEKAPCTBEHHOTO Mpenapara Jsis
MEIUIIMHCKOTO MPUMEHEHUS JOJIKEH COJIEPKATh:

1) ycioBus 1 CpoOKU NMPOBEACHUS JAHHOTO HCCIIEIOBAHNUS;

2) ompezaeneHue o0IIel CTOMMOCTH MPOTPaMMbl JAHHOTO UCCIIEOBAHUS C YKa3aHUEM CYMMBI,
MpeaHa3HAvYaIoMIeCs 7151 BHIIIAT UCCIIEIOBATENSIM, COMCCIIECIOBATEIISIM;

3) onpeneneHue GopMbI IPEICTABICHHS PE3YJIbTATOB IaHHOTO MCCIIEI0BAHUS B
YIIOJIHOMOYEHHBIN (DeiepanibHbIA OPTaH UCTIOTHUTEIIBHON BIIACTH.

Cratbs 42. ®uHaHCOBOE 0OECIIEUCHHNE KIIMHUYECKOTO UCCIICIOBAHMS JICKAPCTBEHHOTO
npenapara Jjid MCAUIUHCKOTO ITIPUMCHCHU S

®duHaHCcOBOE 00€CIICUCHNE KIMHUYECKOTO HCCIICAO0BaHMA JICKAPCTBCHHOI'O Ipcriapara Ajid
MCIUIUHCKOI'O MPUMCHCHUS OCYILICCTBIIACTCA 3a CUCT:

1) cpencTB denepanbHOrO OFOIKETA;



2) cpeACTB OpraHU3aIMi, MOTYYUBIINX PAa3pEIICHUE Ha OPTraHU3aIUIO TPOBEJICHHS TAaHHOTO
HCCIIEIOBAHUSA, B COOTBETCTBUHU C YCIOBUSIMU JOTOBOPA O €0 NPOBEICHUY;

3) MHBIX HE 3alPEIICHHBIX 3aKOHOAATEIbCTBOM Poccuiickoit denepalinu HCTOYHUKOB.

Cratps 43. HpaBa MaguEeHTOB, YHACTBYIOIIUX B KIMHUYCCKOM HMCCIICAJOBAHUHU JICKAPCTBCHHOI'O
npemnapara Jji1 MCIUIUHCKOTO IPUMCHCHU A

1. YyacTue nanueHToB B KIMHUYECKOM UCCIIEOBAaHUY JICKAPCTBEHHOTO IIpenapara Jyist
MEIUIIMHCKOTO MPUMEHEHHUS SIBISETCS JOOPOBOJIBHBIM.

2. [MarueHT WK €ro 3aKOHHBINA MIPEICTAaBUTEINb JJOHKEH OBITh HH()OPMUPOBAH B MMHCEMEHHOM
dbopwme:

1) 0 JICKAPCTBCHHOM IIpCIiapare 11 MCAUIUHCKOI'O IPUMCHCHHA U CYIITHOCTU KIIMHUYCCKOI'O
HCCJIICOOBAaHUs 3TOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) 0 6e30MacHOCTH JICKApPCTBEHHOTO MpernapaTa A1l MEAUIUHCKOTO TPUMEHEHHSI, eTO
oku1aeMoii 3pPEKTUBHOCTH U CTETIEHU PUCKa [T MAIEHTA;

3) 00 ycioBHSIX ydacTHs MallMeHTa B KIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOIO IIpenapaTa
JUIS MEIULIUHCKOTO IPUMEHEHUS;

4) 0 ICJIM UK HEIAX U IMPOAOJDKHUTCIbHOCTH KIIMHUYECKOT'O UCCICA0OBAHUS JICKAPCTBEHHOI'O
npemnapara JJji1 MCAUIUHCKOTIO IPUMCHCHU,

5) 0 neicTBUAX MalUeHTa B ciy4yae HenpeABUACHHbBIX 3(()EeKTOB BIUSHUS JIEKAPCTBEHHOTO
npenapara Jijisi MeAUIMHCKOr0 PUMEHEHHS Ha COCTOSTHUE €0 3/10POBbS;

6) 00 ycnoBHsIX 0053aTEILHOTO CTPAaXOBAHMS KU3HH, 3J0POBbS MAIEHTA;

7) O rapaHTUAX KOH(I)I/II[CHI_[I/IaJIBHOCTI/I y4acCTus MalucHTa B KIIMHUYCECKOM UCCIICAOBAHNN
JICKApCTBECHHOTO ITperiapara JJId MCIUIITUHCKOI'O IIPYMMCHCHHU .

3. I[06pOBOJIbH0€ COoryIaCue€ manveHTa Ha Y4aCTUC B KIIMHUYCCKOM HCCICAOBAHNU
JICKApCTBECHHOTO IIpfriapara JJIs1 MCAUITUHCKOI'O IPUMEHCHUA MMOATBEPKAACTCA €0 IMOANKCBIO
HJIU MMOATIUCBI0 €0 3aKOHHOI'O NPCACTABUTCIIA HA I/IH(bOpMaI_[I/IOHHOM JIMCTKEC IIaliKuCHTA.

4. TTaMeHT WK €ro 3aKOHHBIN MIPEeICTaBUTENb UMEET MPAaBO OTKA3aThCs OT Y4acTHs B
KJIIMHUYECKOM HCCIIEI0BAHUM JIEKAPCTBEHHOTI'O IIpenapara Juisi MEAUIMHCKOrO IPUMEHEHHS Ha
110001 cTaauu MPOBEICHHS TAKOTO UCCIIEIOBAHUSL.

5. IIpoBeacHNE KIMHUYECKOTO UCCIIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAULIMHCKOTO
IIPUMEHEHHUS ¢ y4aCTHEM B Ka4eCTBE NAL[UCHTOB JETEH JOIYCKAETCs TONBKO C COTIACHS B
NUCbMEHHON (hopMe UX pOTUTENCH, yChIHOBUTENEH. JleTn MOTYT paccMaTpHUBATHCS B KAUeCTBE
HNOTEHIMATIbHBIX NAIIMEHTOB TAKOTO UCCIIEA0BAHMS, TOJIBKO €CIIM €ro MPOBEJEHUE HEOOX0IUMO
JUISL YKPEIUIEHUS 30POBbS IeTel Wi NpoHIaKTUKN HH(PEKIIMOHHBIX 3a00I€BaHUH B IETCKOM
BO3pPAacTe JUOO0 €CIM LENbI0 TAKOTO UCCIIEA0BAHUS SABISETCS MOJyUYCHHE JAHHBIX O HAMTyqIei
JIO3UPOBKE JIEKAPCTBEHHOI'O IIperapara Il JIeYeHUs AeTel. B oTux ciydasx rakomy
UCCJIENOBAHUIO JOJDKHO MPEAIIECTBOBATh KIIMHUYECKOE UCCIIEIOBAHUE JIEKAPCTBEHHOIO
mpernapara Juisi MEIULIUHCKOTO IIPUMEHEHHUS Ha COBEPIICHHOJIETHUX IPAXKAAHAX, 34
UCKIIFOYEHHUEM CIIY4aeB, €CJIM UCCIIEAYyEeMbIH JIEKapCTBEHHBIN IIpenapar s MEAULUHCKOIO



MMPUMCHCHUA NMPCAHA3HAUCH NCKIIIOYUTECIBHO AJI4 UCIIOJIb30BaAHUA HCCOBCPIICHHOJIICTHUMU
rpaxaaHaMu.

6. 3anpemaeTc51 MMPOBCACHHUEC KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOTI'O IIpCIiapaTta JJIsd
MCIUTIUHCKOI'O MPUMCHCHUS C YIACTUCM B KAYCCTBC MMAllUCHTOB!

1) nereif-cupoT u gerel, ocraBIIMXCs 0€3 MOMEYESHUsT POAUTEINCH;

2) )KEHIIMH B TIEpro]] OEpEMEHHOCTH, )KESHIIIMH B TICPUO]] TPYHOTO BCKAPMIIMBAHUS, 32
UCKJTFOUEHHEM CITy4aeB, €CIIH MPOBOIUTCS KIIMHUUECKOE UCCIIEIOBAHHE JIEKAPCTBEHHOTO
npemnapara, mpeJHa3HaAueHHOTO JIJIsl YKa3aHHBIX JKCHIIUH, IPU YCIOBUU HEOOXOJMMOCTH
MOJTy4eHUsI UH(POPMAIIUU TOJIBKO BO BPEMS TIPOBEACHHS COOTBETCTBYIOIINX KITMHUIECKIX
UCCIICIOBAaHHI U TIPUHSATHS BCEX HEOOXOIUMBIX MEp IO UCKITIOUYCHUIO PUCKa HAHECEHHSI Bpeia
JKEHIIIMHE B TIEPHO OEPEMEHHOCTH, KEHIIIMHE B IEPUO TPYAHOTO BCKAPMITUBAHUS, TUIOTY UITU
peOCHKY;

3) BOCHHOCITYXAIIlUX, 32 UCKIIFOUEHUEM CITy4yaeB MPOBEICHUS KIMHHUUYECKOTO UCCIIECIOBAHUS
JIEKapCTBEHHOTO Mperapara, CreualbHO Pa3padOTaHHOTO [Tt TPUMEHEHHS B YCIOBUSX
BOCHHBIX JIWCTBUH, Upe3BbIUAHHBIX CUTYAI[UH, MPOPIIAKTUKY U JICUeHUs 3a00JIeBaHUN U
MOpa)KEHUH, OJTYYCHHBIX B PE3yJbTaTe BO3ACHCTBHUS HEOIArONPUATHBIX XUMUYECKHX,
OMOOTMYeCKUX, paAallMoOHHBIX (akTopoB. KinHuueckoe ncciaenoBaHue Takoro
JIEKapCTBEHHOI'0 IIperapaTa MO>KET IPOBOAUTHCS C YYACTUEM B KAUE€CTBE MALMEHTOB
BOCHHOCTYXAIIIUX, 32 UCKJIIFOUEHNEM BOCHHOCITYKAIIUX, IPOXOIALINX BOCHHYIO CIIYX 0y 1O
NpU3BIBY, C COOMIOIEHUEM TPEOOBAHUH, YCTAHOBIEHHBIX HACTOSAIIUM DenepanbHbIM 3aKOHOM B
OTHOILIEHUU IPAKIAHCKUX JIULL;

4) COTpYIHUKOB MTPABOOXPAHUTEIBHBIX OPraHoOB;

5) nuil, OTOBIBAOIIMX HAKA3aHME B MECTAX JIMIIEHUS CBOOOIBI, & TAKXKE JIUI, HAXOISIIUXCS MO/T
CTpaXkeil B CIIEZICTBEHHBIX M30JITOpPaX.

7. omyckaeTcst IpOBeIeHHE KIMHUYECKOT0 UCCIIEI0BAHUS JIEKAPCTBEHHOTO MperapaTa JJis
MEAUIIMHCKOTO MIPUMEHEHHUSI, TPEIHA3HAYECHHOTO /IS JICUCHU S ICUXUUECKUX 3a00IeBaHMIA, C
y4acTHEM B Ka4eCTBE MallMEeHTOB JIUI] C ICUXUYECKUMHU 3a00JIeBaHUSIMHU, TPU3HAHHBIX
HEIeeCIIOCOOHBIMHU B MTOPSJIKE, YCTAHOBJICHHOM 3aKOHOIaTehcTBOM Poccuiickoii Deneparuu.
KinHnueckoe nccneaoBaHue JIEKapCTBEHHOTO IIPernapara B 3TOM Cllydae MPOBOAUTCS MPH
HAIMYUU COTJIACHS B TUCbMEHHOU (DOpME 3aKOHHBIX MPEICTABUTENCH YKA3aHHBIX JIHII.

Cratbs 44. O0s13aTeNIbHOE CTPaXOBAaHUE JKU3HH, 3[I0POBbS MAIUEHTA, YYACTBYIOIIETO B
KIIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOTO MpenapaTa Jisi METUIIMHCKOTO MPUMEHEHUs

1. Opranuzanus, Noay4YuBIIas pa3pelieHUe Ha OPraHU3alMI0 IPOBEACHUS KIMHUYECKOTO
HCCJIEIOBaHMsI JIEKAPCTBEHHOTO MpernapaTa JijIsl MeIMLIUHCKOTO IpUMEeHEeHus, 00s3aHa B
KaueCTBE CTPaxOBaTellsl CTpaXxoBaTh PUCK IPUUMHEHNUS BPEA KU3HU, 3[0POBbIO NAlIMEHTA B
pe3ynbTaTe NPOBEICHUS KIMHUYECKOr0 UCCIIEIOBAHNS JIEKAPCTBEHHOTO Ipernapara s
MEIMIUHCKOTO MPUMEHEHHUS 332 CBOW CUET IyTEeM 3aKJIIOYSHHUS JOrOBOpa 00s13aTeIbHOrO
CTpaxOBaHMSL.

2. O6bexTOM 00513aTENILHOTO CTPAaXOBaHUS SBIISIETCS UMYIIECTBEHHbBIN HHTEPEC MAlUEHTa,
CBSI3aHHBIN C MPUUYMHEHUEM BpPE/a €ro KU3HH WK 3I0POBbIO B PE3YJbTaTe MPOBEICHUS
KJIIMHUYECKOI0 UCCIIEIOBaHUS JIEKAPCTBEHHOTO MIpernapaTa Jiisl MEIUIUHCKOTO IPUMEHEHUSI.



3. CTpaxoBBIM CIIydaeM I10 IOTOBOPY 00s3aTEILHOTO CTPAXOBAHHUS SBIISIETCS CMEPTH MAIlUCHTa
WM YXYALIEHUE €T0 3/I0POBbsI, B TOM YHUCIIE BIEKYyIlee 3a cO00i yCTaHOBIIEHNE MHBAIHUIHOCTH,
MpU HAIMYKU TPUIUHHO-CIICACTBEHHOM CBS3M MEXY HACTYIUICHUEM 3TOTO COOBITUS U
y4acTHEeM MalMeHTa B KIMHUYECKOM HCCIIEeIOBAaHUH JIEKapCTBEHHOTO MIperapara.

4. Tpe60BaHI/I$I 0 BO3MCHICHUH BpCaa, IPUYUHCHHOT'O KU3HU WJIK 300POBbLIO ITATUCHTA,
NPEABABIAIOTCA B TCUCHUEC CPOKOB HCKOBOM AaBHOCTHU, YCTAHOBJICHHBIX I'PAKAAHCKUM
3aKOHOAaTCIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBIIIJIATHI 11O 1O0TOBOPY 0053aTeNLHOr0 CTpaxOBaHUs COCTABIISACT!

1) B cirydyae cMepTH MalueHTa J1Ba MUIIMOHA pyOsiel Ha Ka)XA0ro NalMeHTa, y4acTBOBABIIIETO B
KJIMHUYECKOM HCCIIeI0BaHUU JIEKAPCTBEHHOTO IIpernapara;

2) mpu yXyALIEHUU 3J0POBbS MallMEHTA!

a) MOBJIEKIIEM 3a COO0H yCTaHOBJICHHE WHBAJIUAHOCTH | TpyIbl, OMH MUJUIUOH MSTHCOT THICSY
pyOuieii Ha Ka)xI0ro NaIMeHTa, yYaCTBOBABIIETO B KIIMHUYECKOM HCCIICIOBAHUHT
JIEKapCTBEHHOT'0 IIpernapara;

0) moBIIeKIIeM 3a OO0 YCTaHOBICHUE HHBATMAHOCTH 11 rpymiibl, oqMH MUJUIMOH pyOIiei Ha
Ka)JIOTO MAaI[MeHTa, Y9aCTBOBABIIETO B KIMHUYECKOM HCCIICIOBAHUH JICKAPCTBEHHOTO
npernapara;

B) MOBJIEKIIIEM 3a cO00ii ycTaHOBIeHHE MHBAUAHOCTHU 111 rpynmbl, naThCOT THICSY pyOeii Ha
KQ)KIO0ro MalMeHTa, y4aCTBOBABUIETO B KIIMHUYECKOM MCCIIEA0BaHNN JIEKaPCTBEHHOTO
npernapara,

T') HE TIOBJICKIIIEM 3a COOOM YCTaHOBICHUS HMHBAIUTHOCTH, HE 0OJIee YeM TPHCTa ThICSY pyOmeit
Ha KaXJ|0r'0 ITallMEeHTa, y4aCTBOBABIIETO B KJIIMHUYECKOM HCCIIEI0BAHUH JIEKAPCTBEHHOI'O
npenapara.

6. Pa3zmep cTpaxoBbIX BHIIUIAT MOKET OBITh YBEJTMYEH HA OCHOBAaHUH PEIICHUS Cy/Ia.

7. Cpok noroBopa o0s3aTeIbHOTO CTPaXOBaHUSI HE MOXKET OBITh MEHEE, YEM CPOK IPOBEICHUS
KJIMHUYECKOT'0 MCCIIEIOBAaHUS JIEKapCTBEHHOIO MIpenapara.

8. YcioBus 1oroBopa 00s3aTeNbHOTO CTPAXOBAHUs, B TOM YHCIIE CTPAXOBbIe TapUQBI IO
00s3aTeNIbHOMY CTPaXxOBaHUIO, TEpeUYeHb HEOOXOJUMBIX JTOKYMEHTOB IS OCYIIIECTBIICHUS
CTPaxOoBOH BBIIIATHL, NOPSAJOK YCTAHOBJIEHUS CTPAXOBATEIEM UHIMBUYaIbHOTO
UACHTU(PUKAIIMOHHOTO KO/1a aIl[MeHTa, MOPAI0K MHPOPMUPOBAHUS CTPAaXOBaTEIEM
CTPaxoOBILKKA O MPUBJIEYEHHBIX K KIMHUYECKOMY MCCIIEA0BAaHUIO JIEKAPCTBEHHOIO IIpenapara
JUTSL METUIIUHCKOTO MPUMEHEHHS MMAllUeHTaX, MOPSAIOK YIUIaThl CTPAXOBOM MPEeMUH, MOPSI0K
peau3aly ONpeieleHHBIX HacToAIM PeiepaabHbIM 3aKOHOM U APYTUMH (hefepaibHbIMU
3aKOHaMU IpaB U 00sI3aHHOCTEN CTOPOH IO JOTOBOPY 0053aTEIBLHOTO CTPaXOBaHUs
YCTAHABJIMBAIOTCS TUIIOBBIMH NPaBHJIAMH 003aTEIBHOTO CTPaXOBAHUS.

9. B ciiyyae npuunHEHUs Bpeia *KU3HU NAIlMEHTa, yYaCTBOBABIIETO B KIMHUYECKOM
UCCJICIOBAHHH JIEKAPCTBEHHOTO MIperapaTa, BEITOA0NPHOOPETATEISIME 110 I0TOBOPY
0053aTeNIbHOTO CTPaXOBaHUs SABJSIOTCS IpaXkJaHe, UMEIOIINEe TPaBo Ha BO3MEIIECHHE Bpeia B
ClIy4ae CMEPTH KOPMUJIbLIA B COOTBETCTBUM C IPAXKIaHCKUM 3aKOHOJIATEIbCTBOM, MPU
OTCYTCTBHH TaKHX I'pa)k/iaH - pOJIUTENH, CYNPYT, I€TH yMEPILEro MalueHTa, y4aCTBOBABIIETO B



KIIMHUYCCKOM HUCCIICAOBAHUM JICKAPCTBCHHOTI'O IIPLCIiapara, B CJiydac CMCPTHU IMAllUCHTA,
Y4aCTBOBABLICTO B KIIMHUYCCKOM HCCICIOBAaHNHU JICKAPCTBCHHOI'O IIpCIIapaTta U HEC UMEBLICTO
CaMOCTOATCIIBHOT'O J0X0/J1a, - T'paXXJaHC, HAa MXKJIUBCHHUU KOTOPBIX OH HAXOJAUJICA, B OTHOILICHUN
BO3MCHICHUS PACXOJ0B HA HOFpe6€HI/I€ MManyeHTa, y4aCTBOBABIICI'O B KIIMHUYCCKOM
HCCICOOBAHUHU JICKAPCTBCHHOI'O IIpfrapara, - JIMIO, MIOHCCIICC TAKUC paCXOJbI.

10. CtpaxoBas BbIIUIaTa B CUET BO3MEIICHHS Bpe1a, MPUUMHEHHOTO )KM3HU MAIlUEHTa,
YYaCTBOBABIIETO B KIIMHUYECKOM MCCIICIOBAHNHU JIEKAPCTBEHHOTO MIpenapara, pacipeaeseTcs
MEXy BBITOJIONPUOOPETATENISIMU MPOMOPIIMOHATBEHO UX KOJMYECTBY B PaBHBIX JOJISX.

11. Ilpn HacTymIeHUH CTPaxoBOTO Ciaydasl MAllMEHT, y4aCTBOBABIINN B KIIMHUYECKOM
UCCJIETOBAaHUH JIEKAPCTBEHHOT'O MIperapaTa, BHITOA0NPHOOpETaTeNb BIPaBe MPEIbsIBUTh
HETOCPEACTBEHHO CTPAaXOBIIUKY TpeOOBaHHE O BO3MEIIEHUH MPHUYNHEHHOT0 Bpena. CTpaxoBast
BBIIJIATa OCYIIECTBIISIETCS CTPAXOBUIMKOM B TE€UEHUE TPUALIATH JHEH CO IHA MPEACTaBICHUS
HEOOXOIUMBIX JOKYMEHTOB. [laniueHT, yuacTBOBaBIIMI B KIMHUYECKOM UCCIIEI0BAaHUU
JIEKapCTBEHHOT'O IIperapara, WK BhITOJONPHOOpeTaTeNb 00513aH COOOIINUTH CTPAXOBIIUKY IS
OCYILIECTBIICHUS CTPAXOBOH BBITUIATHI MHAWBUIYAIbHBIA UACHTU(DUKAIIMOHHBIN KO MallMEeHTa,
YCTaHOBJICHHBIN CTpaxoBaTejeM B COOTBETCTBUU C TUIIOBBIMU MPaBUIaMH 0053aTEIbHOTO
CTpPaxOBaHMsL.

12. Jlo monHOro onpezaeneHus pasmMepa noUIeKalliero BO3MEIEHUIO Bpela CTPAXOBILHUK 110
3asBJICHUIO MMALIMEHTA, Y4aCTBOBABIIEIO B KIIMHUYECKOM MCCIIEJOBAHUH JIEKAPCTBEHHOTO
npernapara, WiM 3asBJICHHUIO BBITOIONPUOOpETaTENs BIPaBe OCYIIECTBUTh YaCTh CTPAXOBOM
BBIMIJIATHI, COOTBETCTBYIOIIYIO (PAKTHUECKH ONPEACICHHON YaCTh NPUYMHEHHOTO Bpea.

13. CrpaxoBast BbIIIIaTa B COOTBETCTBUU C JIOTOBOPOM 0053aTEIBHOTIO CTPaXOBAHUS
OCYILIECTBJIICTCS] HE3aBUCUMO OT BBIIJIAT, IPUYUTAIOIIKUXCS 110 JPYTUM BHJIaM CTPaXOBaHHUS.

14. He nomyckaercsi ygyacTue TalieHTa B MPOBEACHUN KIMHUYECKOTO UCCIICI0OBAHMS
JICKapCTBEHHOTO TIperapara Mpu OTCYTCTBUU JOTOBOPA 00SI3aTEIHHOTO CTPAXOBAHMSI.

15. KoHTpoJib 32 UCIIOTHEHUEM OpTraHU3alUEeH, OJTYYUBILIEH pa3pelleHne Ha OpraHu3auo
MPOBCACHU S KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOTI'O ITperapaTa JJid MCAUITUHCKOT'O
MIPUMEHEHHS, YCTAHOBJICHHOW HACTOSIIEH CTaTheil 003aHHOCTH 1O 00s13aTEIFHOMY
CTPaxXOBAHMIO KU3HU, 3/I0POBbs MAIlUEHTA, YYACTBYIOLIETr0 (y4acTBOBABIIET0) B KIIMHUYECKOM
HCCJIETOBAaHUH JIEKAPCTBEHHOT'O MIperapaTa, OCYIIECTBISETCS YIIOJIHOMOYEHHBIM (heiepaabHbIM
OopraHomM HUCIIOJIHUTEIHLHOU BJIaCTH, BBIAABIIHUM PA3pPCHICHNUEC HA MPOBCACHUC KIIMHUYCCKUX
UCCJIETOBAaHUM JIEKAPCTBEHHBIX MPENapaToB /Il MEAULIUHCKOTO TPUMEHEHUSI.

I'masa 8. [Ipon3BOICTBO U MAPKUPOBKA JIEKAPCTBEHHBIX CPECTB
Cratbs 45. [Ipou3BOACTBO JEKAPCTBEHHBIX CPEJICTB

1. ITpon3BOACTBO JEKAPCTBEHHBIX CPEACTB JOJKHO COOTBETCTBOBATH IIPaBUJIaM OpraHU3aluu
IIPOU3BOJCTBA U KOHTPOJIS KA4eCTBA JIEKAPCTBEHHBIX CPENCTB, YTBEPKACHHBIM
YIOJIHOMOYEHHBIM (peiepalbHbIM OPraHOM UCIIOJHUTENBbHOM BiacTu. OcoOeHHOCTH Iepexoa
IIPOU3BOJCTBA OTAEIBHBIX JIEKAPCTBEHHBIX CPEICTB K UX IIPOU3BOJCTBY B COOTBETCTBUHU C
IIPABWJIAMU OPTaHU3ALMH IPOU3BOICTBA U KOHTPOJIA Ka4ECTBA JIEKAPCTBEHHBIX CPEICTB
ycranasinuBaroTcs [IpasurensctBom Poccuiickont @enepanuu.

2. IIpon3BoJCTBO JIEKAPCTBEHHBIX CPEACTB Ha TeppuTopun Poccuiickoit denepanun
OCYILIECTBIIETCS IPOU3BOAUTEISAMU JICKAPCTBEHHBIX CPEICTB, HMEIOIIMH JIMIICH3UIO Ha
IIPOU3BOJCTBO JIEKAPCTBEHHBIX CpeacTB. [loaTBepKACHNE COOTBETCTBHUS JINLICH3UATa IIPaBUIaM



OopraHu3aluy IMporu3BOJACTBA U KOHTPOJIA KAYCCTBA JICKAPCTBCHHBIX CPCACTB OCYLICCTBIIACTCA B
paMKax JUMIEH3UOHHOTO KOHTPOJISI B COOTBETCTBUHU C 3aKOHOIaTeIbCTBOM Poccuiickoi
®deneparyiyl ¢ yueToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTU | HACTOSIICH CTATHH.

3. [Ipou3BOJCTBO JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIETCS C COONI0IEHUEM TpeOOBaHMI
MPOMBIIIJICHHOTO PErjiaMeHTa, KOTOPBIH YTBEPKIAETCS PYKOBOIUTEIEM ITPOU3BOIUTEIS
JICKApPCTBCHHLBIX CPCACTB U BKIIOYACT B CC6$I MEpCUYCHb UCITOJIB3YCMbIX q)apMaIIeBTI/ILIGCKI/IX
CyOCTaHITMI ¥ BCIOMOTATEILHBIX BEIIECTB C YKa3aHUEM KOJMUYECTBA KaXI0TO U3 HUX, JTaHHBIC
00 HMCII0JIb3yeMOM 000PYI0BaHUH, OTIMCAHIE TEXHOJIOTHYECKOTO MPOIEcca U METOI0B KOHTPOJIS
Ha BCEX dTarax MPOU3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB.

4. IIpu npou3BOACTBE JEKAPCTBEHHBIX CPEACTB UCIONB3YIOTCA (hapMalleBTHUeCKHe CyOCTaHIuH,
BKJIIOYEHHBIEC B TOCY/ITAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB.

5. 3anpemiaercsi IpPOU3BOJICTBO:

1) JICKAPCTBCHHLIX CPCACTB, HC BKIIIOUCHHLBIX B FOCYI[apCTBeHHHﬁ peECTp JCKAPCTBCHHBIX
CpCACTB, 3a UCKIIIOYCHHUEM JICKAPCTBCHHBIX CPCACTB, IIPOU3BOJUMBIX IJIS IPOBCACHUSA
KIIMHHUYCCKHX I/ICCJ'IC,I[OBaHI/Iﬁ " OJI1 OKCIIopTa;

2) panbcupuIMpoBaHHBIX JEKAPCTBEHHBIX CPEICTB;
3) nexapcTBEHHBIX CPEACTB 0€3 JIMIIEH3UH Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPECTB C HAPYLICHUEM IIPaBHJI OpraHU3alUH IPOU3BOICTBA U KOHTPOJIS
KaueCTBa JIEKAPCTBEHHBIX CPEICTB.

6. IIpu BBOJIE TIEKAPCTBEHHBIX CPEACTB B IPAKIAHCKUN 000POT YIIOTHOMOYEHHOE JTUIO
MIPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISET MOITBEPKICHUE COOTBETCTBHS
JIEKapPCTBEHHBIX CPE/ICTB TPEOOBAHUAM, YCTAHOBIEHHBIM IIPH UX TOCYJapCTBEHHOMN
PETUCTpalLUK, U TAPAHTUPYET, YTO JIEKAPCTBEHHBIE CPEACTBA TPOU3BEICHBI B COOTBETCTBHHU C
IpaBUJIaMU IPOU3BOJICTBA U KOHTPOJIS KAUeCTBA JIEKAPCTBEHHBIX CPEJICTB.

7. YTIOJIHOMOYEHHBIM JIUIIOM MTPOU3BOIUTENS JIGKAPCTBEHHBIX CPEJICTB SIBJISETCS €r0 pabOTHHK,
aTTECTOBAHHBIN B YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH MOPSIKE U UMEIOIINNA CTaXK pabOTHl HE MEHEe YeM IISITh JIeT B 00JIaCTH MPOU3BOACTBA U
(M) KOHTPOJISl KauecTBa JIEKAPCTBEHHBIX CPEACTB, BbICIIEE 00pa30BaHNE COOTBETCTBEHHO IO
OJTHOW M3 CIeUMAIbHOCTEH U (MJIN) OHOMY M3 HAIlPaBJICHUH MOJTOTOBKH: OMOIOTHA,
OMOTEXHOJIOT U, BETEPUHAPHSI, KIMHUYECKasi MEAUILIMHA, paJialliOHHAasl, XUMUYeCcKas U
Ouonornueckas 3amura, papmanus, QyHaaMeHTanbHas MEAUIMHA, XUMUYECKast TEXHOJIOT U,
XUMHUSL.

8. [Ipon3BoaUTENN JEKAPCTBEHHBIX CPEACTB MOTYT OCYIIECTBIIATH MPOJAXKY JIEKAPCTBEHHBIX
CPEACTB WJIM MEPEABAaTh UX B YCTAHOBJIEHHOM 3aKOHOaTeNbCTBOM Poccuiickoin denepanmnu

MOpsIIKE:

1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIs IPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

2) opraHu3ansM ONTOBOW TOPTOBIIHU JIEKAPCTBEHHBIMU CPEICTBAMU;



3) AIITCYHBIM OpraHu3aliuiaM, BECTCPHUHAPHBIM AlITCUHBIM OpraHu3anuiaM, MHAUBUAYaJIbHbIM
npCANpUuHUMATCIIAM, HMCHOIIUM JIMIICH3UIO Ha (I)apMaI_IeBTI/I‘IeCKYIO ACATCIIbHOCTD NN
JIMUCH3UIO0 HAa MCAUIUHCKYIO JCATCIIbHOCTD;

4) HayYHO-UCCIIEIOBATEIHLCKUM OPTaHU3AIUAM JIJIs1 HAyYHO-HCCIIEI0BATEIbCKONU PaObOTHI;

5) METUIIMHCKUM OpTraHU3alMsIM U BETEPUHAPHBIM OPTaHHU3AIHIM;

6) opraHuzaiusaM, OCyIIECTBISIONINM pa3BeeHIEe, BEIPALIMBAHUE U CO/IEPKAHUE KUBOTHDIX.
Cratbs 46. MapkupoBKa JI€KapCTBEHHBIX CPEJICTB

1. JlekapcTBeHHBIE ITpenaparsl, 3a HCKIIOUYEHHEM JICKapCTBEHHBIX PENapaToB, H3rOTOBICHHBIX
AIITCYHBIMHA OpraHUu3alusIMU, BETCPUHAPHBIMU alITCUHBIMU OpraHU3alluAMU, UHAWNBUAYAJIbHBIMU
NpeANPUHUMATENSIMH, IMEIOIINMHE JTHIEH3HUIO Ha (PapMalieBTUYECKYIO AESTEIbHOCTb, TOJKHBI
NOCTYNAaTh B OOpaleHNE, ECIIU:

1) Ha X NEPBUYHON yHaKOBKe (32 UCKIIOYEHHEM MEPBUYHON YIAKOBKH JIEKAPCTBEHHBIX
pPaCTUTENBHBIX MPENapaToB) XOPOIIO YAUTAEMBIM HIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHBI
HAaUMEHOBAaHUE JIEKAPCTBEHHOTO Mpernapara (MeXIyHapoIHOe HelTaTeHTOBAHHOE, UITU
XUMHUYECKOE, WJIM TOPrOBOE HAUMEHOBAHUE ), HOMEP CEPUH, /1aTa BbITycKa (A
MMMYHOOHOJIOTHYECKHX JIEKapCTBEHHBIX MPenapaToB), CPOK TOJHOCTH, 103UPOBKA HIIN
KOHLIEHTpalusi, 00beM, aKTUBHOCTb B €IMHULIAX JCHCTBUS WJIN KOJIUYECTBO J03;

2) Ha UX BTOPUYHOH (OTPEOUTEIHCKON) YITAKOBKE XOPOIIO YHTAEMbIM HIPU(TOM Ha PYyCCKOM
A3bIKE YKa3aHbl HAMMEHOBaHKE JIEKapCTBEHHOTO Npenapara (MexX1yHapoJHOe HEaTeHTOBaHHOE
WIM XMMHYECKOE U TOPrOBOE€ HAUMEHOBAHMS), HAMMEHOBAHNE IIPOU3BOUTENS JIEKAPCTBEHHOTO
npernapara, HOMep CepUH, J1aTa BbIIYCKa (JIsi UIMMYHOOHOJIOTHYECKUX JICKApPCTBEHHbIX
IpernapaToB), HOMEP PErUCTPALMOHHOTO YIOCTOBEPEHUs], CPOK TOAHOCTH, CIIOCOO MPUMEHEHUS,
JI03UPOBKA UJIM KOHIIEHTpaLusl, 00beM, aKTUBHOCTb B €IMHUIIAX JEHCTBUSA JIMOO KOJINYECTBO 7103
B YIIAaKOBKE, JIEKapCTBEHHAst (hopMa, YCIOBHS OTIIYCKa, YCIOBUS XpaHEHUS, TIPEAYIPEAUTEIbHbIC
Ha/IITUCH.

2. ®apmMalieBTUYECKUE CYOCTaHIIMU JJOJKHBI TIOCTYTATh B 0OpallleHre, eclid Ha UX MepBUYHOM
YIIaKOBKE XOPOIIO YUTAEMbIM HIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbI HAMMEHOBAHHE
dapmaiieBTHUECKOM cyOCcTaHIINU (MEXIyHAPOIHOE HEMTaTEHTOBAHHOE HIIM XUMHUYECKOE U
TOProBOE HAaMMEHOBAHMS), HAUMEHOBAHHE MTPOU3BOAUTENS (hapMaIleBTHUECKON CyOCTaHIUH,
HOMED CEpUU U JaTa U3rOTOBJIEHUS, KOJUYECTBO B YIIAKOBKE U €AMHULIBI U3MEPEHUS
KOJIMYECTBA, CPOK TOJHOCTH U YCIIOBUS XpaHEHUS.

3. JIekapcTBEHHBIE CPENICTBA B KAUECTBE CHIBOPOTOK JIOJKHBI ITOCTYNATh B OOpalieHue ¢
YKa3aHUEM KUBOTHOTO, U3 KPOBH, IJIa3Mbl KPOBHU, OPraHOB U TKaHEH KOTOPOTO OHU MOJIYYEHBI.

4. Ha BTopu4HYIO (TOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEICTB, MOJTYUYEHHBIX U3
KpPOBH, TJIa3Mbl KPOBH, OPTaHOB U TKAHEW YEJIOBEKA, JOJKHA HAHOCUTHCS HAIIUCh: "AHTUTENA K
BHY-1, BUY-2, k Bupycy renartuta C 1 NOBEpXHOCTHBIN aHTUI'EH BUpYyca renatura B
OTCYTCTBYIOT".

5. Ha nepBHUYHYIO yIIaKOBKY U BTOPHUHYIO (IOTPEOUTEIBCKYIO) YIIAKOBKY
pannodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEACTB JIOJKEH HAHOCUTHCS 3HAK PAIUAI[MOHHON
OIIACHOCTH.



6. Ha BTOopuuHYyt0 (OTPeOUTENBCKYIO) YITAKOBKY TOMEONIATUICCKHIX JICKAPCTBEHHBIX
MpernaparoB 10 KHA HAHOCUTHCS HAAMKCh: "['oMeonaTnyeckui'.

7. Ha BTOpr4HYy10 (ITOTPEOUTENBCKYIO) YITAKOBKY JICKAPCTBEHHBIX PACTUTEIBHBIX IIPENapaToB
JIOJKHA HAHOCUTHCS Haanuch: "IIpoykiius nponuia paauaiiioHHbIA KOHTPOJIb' .

8. Ha nepBuYHYyIO yIakoBKY U BTOPUUYHYIO (IIOTPEOUTENBCKYIO) YIIAKOBKY JI€KapCTBEHHBIX
IpenapaToB, NPeAHA3HAYCHHBIX AJIs KIMHUYECKUX UCCIIEI0BAaHU, 0KHA HAHOCUTHCS
HaJMKCh: "JIJIsl KTMHUYECKUX UCCIeIOBaHmit" .

9. VnakoBKa JI€KapCTBEHHBIX CPEICTB, IPEJHA3HAYEHHBIX NCKIIOUUTENBHO [ SKCIIOPTa,
MapKUPYETCsl B COOTBETCTBUM € TPEOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpancniopTHyI0 Tapy, KOTOpas He MpeaHa3HadeHa st moTpeduTeneii 1 B KOTOPYIO
MOMEILEHO JIEKAPCTBEHHOE CPEACTBO, J0JKHA HAHOCUTHCSA MH(GOpMAIUs O HAMMEHOBAHHH,
CEepHUH JIEKaPCTBEHHOT'O CPE/ICTBA, JIaTe BHIMYCKA, KOJTMYECTBE BTOPUYHBIX (MTOTPEOUTEIBCKUX )
YIIaKOBOK JIEKAPCTBEHHOT'O CPEJICTBA, MPOU3BOAUTENE JIEKAPCTBEHHOTO CPE/ICTBA C YKa3aHUEM
HAaUMEHOBAHMSI U MECTOHAXOKICHUS IPOU3BOIUTEINS JIEKAPCTBEHHOI'O CPENICTBA (aJIpec, B TOM
yHclie CTpaHa U (WJIM) MECTO MPOU3BOJICTBA JIEKAPCTBEHHOTO CPECTBA), @ TAKXKE O CPOKE
TOJHOCTH JICKAPCTBEHHOTO CPEJICTBA U 00 YCIOBHUSIX €r0 XpaHEHUs U MEPEBO3KU, HEOOXOIMMBbIe
npenynpeauTeNbHble HAAIUCH U MAaHUITYISI TOPHBIE 3HAKH.

11. Ha mepBu4HYIO YIIaKOBKY U BTOPUYHYIO (TOTPEOUTENHCKYIO) YIIAKOBKY JI€KapCTBEHHBIX
CPEJICTB JIJIsl BETEPUHAPHOTO IPUMEHEHUS JOJIKHA HAHOCUTHCS HAANUCh: "J{71s1 BeTepuHapHOro
MpUMEHEHHUs".

12. Ha BTopuuHy0 (IIOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOI'O IIperapaTa HAaHOCUTCS
ITPUXOBOM KOJI.

I'maBa 9. BBo3 nexkapcTBeHHbIX CpeACTB B Poccuiickyro Denepaiinio U BbIBO3 JIEKAPCTBEHHBIX
cpencts u3 Pocculickont @enepanyn

Cratbs 47. [Topsgok BBO3a JEKapCTBEHHBIX cpeACcTB B Poccuiickyto denepainio U BbIBO3a
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoiit denepanuu

1. BB03 nekapcTBeHHbIX cpeacTB B Poccuiickyro denepanuio OCymecTBIsETCs B OPSIIKE,
yctaHoBiieHHOM [IpaButenscTBoM Poccuiickoit @eaepanuu, B COOTBETCTBUM C TAMOKEHHBIM
3aKOHO/IATENbCTBOM TaMokeHHOTO coto3a B paMmkax EBpA3IC (nanee - TaMoxKeHHBIN COI03) U
(i) 3aKoHOIATEIHLCTBOM Poccuiickoit denepamnuy 0 TaMOKEHHOM JIeTIe.

2. Bo3umbie B Poccuiickyto denepariuio JiekapcTBEHHbIE CPEICTBA JOJKHBI ObITh BKIIOYCHBI B
TrOCYIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJCTB.

3. Honyckaercs BB03 B Poccuiickyto denepannio KOHKPETHOW MapTUHN 3apETUCTPUPOBAHHBIX U
(unn) He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, IPEJHA3HAYEHHBIX Il IPOBEIECHUS
KIIMHUYECKHUX UCCIIEOBAHHM JIEKapCTBEHHBIX MIPENapaToB, IPOBEIECHUS IKCIEPTU3BI
JICKAPCTBCHHBIX CPCACTB AJI OCYLICCTBIICHUA FOCy,Z[&pCTBCHHOfI peructpanuu JICKapCTBCHHBIX
[pernapaToB WM JIJIs OKa3aHUs MEIULUMHCKON MOMOILHU MO KU3HEHHBIM ITOKa3aHUSIM
KOHKPCTHOT'O IMAallUCHTAa Ha OCHOBAHUHU PA3PCUICHH A, BBIJAHHOT'O YIIOJJHOMOYCHHBIM
benepanbHbBIM OPraHOM UCIIOTHUTENBHOM BIIACTH 110 3asBJICHUSM JIMLI, YKa3aHHBIX B CTaThe 48
HacTtosiero MepepanbHOro 3aKoHa. PaccMoTpeHre Takoro 3asBJICHUS U IPUHATHE PEIICHUS O
BbI/Iaye pa3pelieHns Ha BBO3 KOHKPETHOW MapTUH 3apETUCTPUPOBAHHBIX U (MIIH)
HC3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB, MIPCAHA3ZHAYCHHLIX IJId IIPOBCICHUA




KJIIMHAYECKUX UCCIIEN0BaHUM JICKaPCTBEHHBIX IIPENapaToB, MPOBEACHUS IKCIIEPTU3BI
JIEKaPCTBEHHBIX CPENCTB I OCYLIECTBIIEHUS TOCYIaPCTBEHHON PErUCTPALlUU JIEKAPCTBEHHBIX
IIpEnapaToB Wi sl OKa3aHUs MEIUIIMHCKOM IIOMOLIY 110 KU3HEHHBIM IT0KA3aHUAM
KOHKPETHOT0 NalyeHTa 1100 00 0TKa3e B BblJlaue yKa3aHHOT'O pa3peleH sl IPOU3BOAATCS B
CPOK, HE MPEBbIIAMNN IATH padounx qHel. [1nara 3a Begauy yka3aHHOTO pa3peleHus He
B3MMacTCH.

4.B POCCHfICKym (Dez[epaumo MOJXHO BBO3UTD JICKAPCTBCHHLIC CPEACTBA, KAYCCTBO KOTOPLIX
MOATBCPKIACHO CepTI/I(bI/IKaTOM MMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPEACTB, YAOCTOBCPAOIINM
COOTBCTCTBHEC BBO3HMMBIX JICKAPCTBCHHBIX CPCIACTB Tpe6OBaHI/IHM (bapMaKOHCﬁHBIX crareii 1100
B ClIydac€ UX OTCYTCTBHA HOpMaTHBHOfI AOKYMCHTAIMKU UJIX HOPMATUBHOTI'O JOKYMCHTA.

5. 3anpemiaercst BBo3 B Poccuiickyro ®enepanuro GanbcuuinpoBaHHBIX JEKapPCTBEHHBIX
CpeCTB, HEMOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
CPEICTB.

6. GanbcuduupoBaHHbIE JEKAPCTBEHHbIE CPECTBA, HETOOPOKAUECTBEHHBIE JIEKAPCTBEHHBIE
CpenCcTBa MOJIEKAT U3BATUIO U ITOCIEAYIOEMY YHUYTOXKEHUIO W BBIBO3Y U3 Pocculickoi
Denepanun, KOHTpahaKkTHbIC JIEKAPCTBEHHBIE CPENICTBA - U3BATHIO U MOCIEAYIOLIEMY
YHUYTOKCHUIO. Y HUUTOXKEHUE UK BBIBO3 U3 Poccuiickoit @enepannu GanbcupurpoBaHHbIX
JIEKapCTBEHHBIX CPEACTB, HEOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpa(paKTHBIX
JIEKApCTBEHHBIX CPEJICTB OCYIECTBIIAECTCS 3a CYET JIMLA, OCYLIECTBUBILEr0 UX BBO3. Ilopsamok
YHUUTOXKEHUS U3BATHIX (asIbCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HEe100pPOKAaYeCTBEHHBIX JICKAPCTBEHHBIX CPEJCTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB
yctanaBinuBaercs [IpaButensctBoMm Poccuiickoit @enepanuu.

7. JIuua, ocymecTrisitoniae BBo3 B Poccuiickyro denepanuto GanbcuuiimpoBaHHBIX
JICKaPCTBEHHBIX CPEJICTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPENICTB, KOHTPa(aKTHBIX
JIEKaPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C TAMOKEHHBIM
3aKOHO/IAaTENIbCTBOM TaMOKEHHOTO COr03a U (WiH) 3aKkoHoaarenbeTBoM Poccuiickoit denepanuu
0 TaMOKEHHOM JIeJIe.

8. BbIBO3 nekapcTBeHHBIX cpencTB u3 Poccuiickoit deaepanun ocymecTBisieTcs 6e3
MIPUMEHEHHUS OTPAHUYEHUHN, YCTAHOBJIEHHBIX TAMOXXEHHBIM 3aKOHOIATEIHCTBOM TaMOKEHHOTO
coro3a u (KMin) 3aKkoHoAaTeNIbecTBOM Poccuiickoit denepariny o rocy1apcTBEHHOM
PEryJIMpOBaHUH BHEUTHETOPTOBOM J1€ATENbHOCTH. BBIBO3 JIeKapCTBEHHBIX MPENAapaTOB AJIs
MEAMIIMHCKOTO IPUMEHEHHUS], TPeIHa3HAYEHHBIX JIJIsl TYMaHUTAPHOW MOMOIIH (CONEHCTBUS) HIIN
IIOMOLIM IIPY YPE3BBIUANHBIX CUTYyalUsX, U3 Poccuiickoit deaepanum OCyIeCcTBIsETCS B
nopsiake, ycranoieHHoM [IpaButensctBoM Poccuiickon denepanuu.

Cratbsa 48. FOpuanueckue mna, KOTOPbIM Pa3pelieH BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuio

JlekapcTBeHnHbie cpenctBa B Poccuiickyro denepannio MOryT BBO3UTh:

1) IpOM3BOIUTENH JIEKAPCTBEHHBIX CPEICTB JJIs IIeJieil COOCTBEHHOTO MTPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB;

2) MTHOCTpaHHbIE Pa3pabOTUUKH JICKAPCTBEHHBIX CPEACTB U MHOCTPAHHbBIE IPOU3BOAUTENIN
JIEKapCTBEHHBIX CPEACTB WM APYrHe IOPUINYECKUE JIMLA 110 TOPYUYEHHUIO pa3paboTyrka
JIEKapCTBEHHOI'O CPEACTBA IS IIPOBEACHMS KIIMHUYECKUX HCCIICIOBAHUM JIEKAPCTBEHHOTO
npernapara, OCylIeCTBIEHUs FOCY1apCTBEHHON PErUCTpalliy JIEKAPCTBEHHOIO IIpenapara,



BKJIIOYEHUS (hapMaIleBTHYECKON CYOCTaHIIMH B TOCYIapCTBEHHBIN PEeCTp JEKapCTBEHHBIX
CPEICTB, KOHTPOJIS KaYeCTBA JIEKAPCTBEHHBIX CPEACTB IIPU HAJIMYUM pa3peICHUs
YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa UCIIOJIHUTEIFHON BIACTH HAa BBO3 KOHKPETHOM MapTUN
JIEKapCTBEHHBIX CPE/CTB;

3) OpraHu3anvun OIITOBOM TOPTOBJIN JICKAPCTBCHHBIMHA CPCACTBAMU,

4) Hay4HO-HCCIIEJ0BATENbCKHE OpraHU3aliK, 00pa30BaTelbHbIe OPraHU3aIMH BBICILIETO
00pa3oBaHus, IPOU3BOANUTEINN JIEKAPCTBEHHBIX CPEJICTB ISl pa3pabOTKH, UCCIEIOBAHNM,
KOHTPOJIs1 0€30MaCHOCTH, KauecTBa, 3(pPEeKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB MPU HATMUUU
paspeleHns ynoJIHOMOYEHHOTo (peaepaabHOro OpraHa UCIIOJIHUTENbHON BIIACTH;

5) MeOUIMHCKHE OpraHU3allY, UHbIE YKa3aHHbIE B YHKTax 1-4 HacTosIel craTbu
OpraHu3aluy I OKa3aHUs MEJULIMHCKON ITOMOILH I10 )KU3HEHHBIM ITOKa3aHUSM KOHKPETHOIO
HalMeHTa NpY HAIUYUK Pa3pelIeHus YIOJTHOMOUYEHHOI O (ellepaibHOro opraHa
VCIIOJIHUTEIIBHON BJIACTH HA BBO3 KOHKPETHOM MAPTUH JIEKAPCTBEHHOIO IIpenapara, BbIJaHHOTO
B YCTaHOBJIEHHOM IOpsAKE B (hopMe 3JEKTPOHHOTO TOKYMEHTA, MOAMMCAHHOIO YCUIEHHON
KBaJTHM(UIUPOBAHHON HJIEKTPOHHOH MOAIHUCHIO.

Cratbs 49. JlokyMeHTBI, IpEACTaBIIsIEMbIE B TAMOKEHHbIE opransl Poccuiickoit denepanuu npu
BBO3€ JIEKapCTBEHHBIX cpelcTB B Poccuiickyro denepanmio

1. ITpu BBO3E JieKapCcTBEHHBIX CpeaAcTB B Poccuiickyro denepainio B TAMOKEHHBIE OpraHbl
Poccuiickoit @enepanuu Hapsay ¢ JOKYMEHTaMU, MPEICTABIEHUE KOTOPBIX MPEAYCMOTPEHO
TaMO>KEHHBIM 3aKOHOATeNIbCTBOM TaM0)XKEHHOT0 cOr03a U (MJIM) 3aKOHOAATEIbCTBOM
Poccniickoit denepanuu 0 TAMOXKEHHOM JieJIe, IPEACTABIISIOTCS CIEAYIOINE JOKYMEHTHI:

1) ceprudukat npou3BOAUTEINS JIEKAPCTBEHHOT'O CPEJCTBA, YAOCTOBEPSIOIIUNA COOTBETCTBUE
BBO3MMOTO JIEKAPCTBEHHOT'O CPEJICTBA TPEOOBAHUAM (papMaKoIeiHON CTaThu MO0 B CIydae ee
OTCYTCTBHSI HOPMATUBHON JOKYMEHTAIIMH UM HOPMATUBHOTO JOKYMEHTA;

2) pa3pelieHue ynoJHOMOYEHHOr0 (hefiepalbHOro OpraHa UCIIOJIHUTENIbHON BIIACTH Ha BBO3
KOHKPETHON IapTHH JIEKApCTBEHHOT'O CPEICTBA B CIy4asiX, yCTAHOBJIEHHBIX YacTblo 3 cTtaThu 47
Hacrosniero denepaibHOro 3aKOHa.

2. JIOKyMeHTBI, yKa3aHHbIE B YHKTax | 1 2 yacTu | HACTOSIIEH CTaTbH, MPECTABISIOTCS B
TaMOXeHHbIe opranbl Poccuiickoit @enepannu npu npuObITHH JIEKAPCTBEHHBIX CPEJICTB B
Poccuiickyro ®@enepanuto.

Cratbsa 50. BBo3 nekapcTBeHHbIX IIpenapaToB B Poccuiickyro denepanuro s JUYHOTO
WCIIOJIb30BAaHUS U MHBIX HEKOMMEPUYECKHX LeJIeH

1. JlekapcTBeHHBIE TTpenapaThl MOTYT OBITH BBe3eHBI B Poccuiickyto denepanuio 6e3 yuera
TpeOOBaHUH, MPEeTyCMOTPEHHBIX YacTsimu 1-4 cratbu 47, cratbsimu 48 u 49 HacTosIero
denepalbHOTO 3aKOHA, €CIM OHU MpeJHa3HAYCHbI JIJIS:

1) nuuHOTO HCTONB30BaHUS (PU3UUECKUMHE TUIIaMH, IPUObIBIIIME B Poccuiickyro denepanuio;

2) ucnosib30BaHus pabOTHUKAMU JAUTIIOMAaTHYECKOTO KOPITYCa MITH MPEACTaBUTEISIMU
MEKIYHApOAHBIX OpraHu3aluid, akkpeauToBaHHbIX B Poccuiickoit denepannu;



3) nieyeHus maccaKupoB U YJICHOB SKUIIAXKEH TPAHCIOPTHBIX CPEJCTB, IOE3HBIX OpUraj u
BOJMTENICH TPAHCTIOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyto denepainuio;

4) nedeHus: y4aCTHUKOB MEXIYHAPOJIHBIX KYIbTYPHBIX, CIOPTUBHBIX MEPONPUITUN U
YYaCTHUKOB MEXIYHAPOAHBIX IKCIICTUIINN;

5) JICYCHUS KOHKPETHBIX )KMBOTHBIX B 300IMapKax, a TAKKC JXUBOTHBIX, BBO3SUMLIX B POCCHﬁCKYIO
d)ezlepaumo 1A y9aCTuUs B CIIOPTUBHBIX W 3PCIIUIIHBIX MEPOIIPUATHAX.

2. B cnyvasix, nmpeyCMOTPEHHBIX YacThi0 | HACTOSIIEH CTaTbU, JOMYCKAeTCsl BBO3 B
Poccuiickyro @enepaliyio JeKapCTBEHHBIX TPENapaToB, HE 3apETUCTPUPOBAaHHBIX B Poccuiickoii
®denepanuu.

3. JlekapcTBEeHHbIE ITpenapathl, MpeIHa3HAYCHHBIC ISl T'YMAaHUTAPHON MOMOIIH (COAEHCTBUS )
VI TIOMOIIY TPY YpEe3BbIYAMHBIX CUTYalUsX, BBO3ATCs B Poccuiickyro denepanuio B Mopske,
yctaHoBieHHoM IIpaButensctBom Poccuiickoit @enepanuu. 3anpemiaercst BBo3 B Poccuiickyto
Oenepalliio He3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPENapaToB, MPeIHA3HAUYCHHBIX IS
TYMaHUTapHON NOMOIIHU (COASHCTBHS) WU IIOMOILU IPU YPE3BbIYAIHBIX CUTyaLHSIX.

Crarbs 51. CoTpynHudecTBO (heaepanbHOro OpraHa UCIIOTHUTEIbLHOM BIACTH,
YIIOJTHOMOYEHHOT'O B 00J1aCTH TAMOKEHHOTO JIeNa, U APYTUX YIOJIHOMOYEHHBIX (peepanbHbIX
OpraHOB UCIIOJIHUTEILHON BJIACTH

1. Ynomnomo4eHHbBIE eiepaTbHbIE OPTaHbl HCIIOJTHUTEILHON BIACTH MPEIOCTABIISIOT B
pacriopsbkeHre ¢enepaabHOro opraHa UCIOJHUTEIBHON BIACTH, YITOJTHOMOUYEHHOTO B 00JIaCTH
TaMO>KEHHOTO JieJ1a, TOCYAapCTBEHHBINA PeecTp JIEKapCTBEHHBIX CPEACTB, a TaKke HH(popMaluio
0 BBIJIaHHBIX Pa3pEIICHUAX HAa BBO3 KOHKPETHOM MapTUH JIEKAPCTBEHHBIX CPEJICTB B CIyUasX,
YCTaHOBJIEHHBIX 4acTblO 3 crarbu 47 HacTosuero deepaibHOro 3aKOHa.

2. ®enepalibHBINA OpraH UCIIOTHUTEIIBHON BJIACTH, YIIOJTHOMOYEHHBIN B 00J1aCTH TaMOKEHHOTO
nena, THGOPMUPYET YKa3aHHBIC B HacTU | HACTOsIIIEH CTaThH YIIOJTHOMOYCHHEIE (peiepabHbIe
OpraHbl UCTIOJIHUTEIBHON BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpelicTB B Poccuiickyro deaepanuio
U BBIBO3€ JIEKAPCTBEHHBIX cpeicTB U3 Poccuiickoit deneparuu o hopme U B IOPSAIKE, KOTOPHIE
yctaHoBlieHsbl [IpaButenbctBOM Poccuiickoit denepanmm.

I'masa 10. ®apmaneBTryeckas A€ TEIbHOCTD
Cratbs 52. OcymecTBienue GpapManeBTHIeCKOl e TeTbHOCTH

1. ®apmanieBTHUECKAS ACATEIBHOCTD OCYILECTBIISETCS OPraHU3aMsIMU ONITOBOI TOPTOBIIH
JIEKapCTBEHHBIMU CPEICTBAMHU, allTEYHBIMU OPTaHU3AIMSIME, BETEPHHAPHBIMH Al TEYHBIMU
OpraHu3aIUsIMK, HHANBUAYATLHBIMU TIPEANPHHUMATEISIMHI, UMEIOIIUMU JINTICH3UIO Ha
(apMareBTUYECKYIO AeSITeIbHOCTD, MEAUIIMHCKUMH OPTaHU3aALUSIMH, UMEIOIUMU JTUICH3HIO Ha
(dhapmareBTUUECKYIO IeITeIbHOCTD, U UX 000COOICHHBIMH ITOIPA3ACICHUSIMU (aMOyIaTOPUSIMH,
GenpamepckuMu U GenpAlIepcKo-aKyIepCKUMU MyHKTaMH, HEHTpaMu (OTAeICHUSIMU) 001eit
BpayeOHOM (CEeMEHHON ) MPaKTHUKH), PACTION0KEHHBIMHU B CEITLCKUX HACENIEHHBIX IMYHKTAX, B
KOTOPBIX OTCYTCTBYIOT alITEUHbIC OPraHU3allMU, ¥ BETEPUHAPHBIMHI OPTraHU3allUsIMU,
UMEIOIIMMHU JIUICH3HUIO Ha ()apMaIleBTUYECKYIO ACSITEIHHOCTD.

2. dusnyeckue JUIA MOTYT OCYIIECTBIATH (PapMaIleBTUUECKYIO AEATEILHOCTD IPU HAININU
BBICLIETO WJIM CPEIHEro (hapMaleBTHUECKOro 00pa3oBaHus U cepTu(uKaTa CreruaiicTa,
BBICIIIETO WJIM CPETHETO BETEPHHAPHOTO 00Pa30BaHUS U CEPTU(HUKATA CIICIUAIIICTA, a TAKXKE
BBICIIETO WJIM CPEHET0 MEAULIMHCKOTo 00pa3oBanus, cepTu(duKkara crieuaaucTa u



JIOTIOJTHUTEIHHOTO MPO(ECCHOHANTBHOTO 00pa30BaHUs B YaCTH POSHUYHON TOPTOBIIH
JIeKapCTBEHHBIMHM ITperapaTtaMy MpH YCIOBUU UX PabOThI B 000COOIEHHBIX MOpa3IeIEHUSIX
MEAMIMHCKUX OpraHu3aliii, yKa3aHHbIX B YacTU | HacTosIIEel CTaTbU.

Cratbsa 53. Ilponaxa, nepeaaya JieKapCTBEHHBIX CPEJCTB OPraHU3alMsIMU OIITOBOM TOPTOBIH
JIEKapCTBEHHBIMU CPEJCTBAMU

Opraau3anyuy ONTOBOW TOPTOBJIH JICKAPCTBEHHBIMHU CPEJICTBAMH MOTYT OCYIIECTBIISITH IPOJAKY
JIEKAPCTBEHHBIX CPEJICTB UJTM TIEPEIaBaTh UX B YCTAHOBICHHOM 3aKOHOATEIbCTBOM
Poccuiickoit denepaiuu nopsiake:

1) apyrum opranusanusmM OnTOBOW TOPrOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) NpOU3BOUTENSAM JICKAPCTBEHHBIX CPEACTB AJIA LIeJIei TPOU3BOACTBA JICKAPCTBEHHBIX
CpEJICTB;

3) anTeyHbIM OpraHU3alUsIM U BETEPUHAPHBIM allTEYHBIM OpraHU3aIUsIM;
4) HayYHO-UCCIIEIOBATEIHLCKUM OPTaHU3AIUAM JIJIsl HAyYHO-HCCIIEI0BATEIbCKONU PabOTHI;

5) MHAMBHUIYALHBIM MPEANPUHUMATEIISIM, UMEIOIIAM JTUIEH3UI0 Ha ()apMalleBTUYECKYIO
JEATEIbHOCTD WJIY JIULEH3UIO HA MEIULIMHCKYIO ACATEIbHOCTD;

6) MEOUIIMHCKUM OpTraHU3alysIM, BETepUHAPHBIM OPraHU3aLMsIM;
7) opranusanusM, OCylIeCTBIISIOIINM pa3BEEHHE, BEIPALIUBAHUE U COLEP)KAHUE KUBOTHBIX.
Cratbsa 54. IIpaBuia onToBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU

OnroBas TOProBJId JICKAPCTBCHHBIMU CPCACTBAMHA OCYHICCTBIIACTCA NPOU3BOIUTCIIAMUA
JICKApPCTBECHHEBIX CPCACTB U OpraHu3alusIMu OIITOBOM TOPIroBJIN JICKAPCTBECHHBIMU CPCACTBAMU
1o 1paBujiaM, YTBEPKACHHBIM COOTBCTCTBYOIIIUMHA YIIOJTHOMOUYCHHBIMU (bellepaJIBHHMI/I
opraHaMu HCITOJIHUTEIHLHOMN BIACTH.

Cratbsa 55. Ilopsa0Kk pO3HUYHOI TOProBIIM JEKAPCTBEHHBIMU IpenapaTaMu

1. Po3Hu4Hast TOPTOBIIS JIEKAPCTBEHHBIMH MpenaparaMu B KOJIMYECTBAX, HEOOXOIUMBIX JIJIs
BBITIOJTHEHHS BpadueOHBIX ((henbaepCcKuX ) Ha3HAYCHUH WM Ha3HAYCHHUH CTICIIHAINCTOB B
o0nacTu BeTepHUHAPUH, OCYIIECTBISIETCS allTEYHBIMU OPTaHU3AIMSIME, BETEPHHAPHBIMH
anTEeYHbIMHU OpPraHU3aALUIMU, UHAUBUAYATbHBIMU NPEANPUHUMATENIMU, UMEIOIIUMHU JTULEH3UIO
Ha (apMaleBTUYECKYIO ACATeIbHOCTh, MEUIIMHCKIMH OPTaHU3AIUSIMHU, IMEIOIIUMU JTUIICH3UIO
Ha (hapMaIeBTHUECKYIO JACSITEIIBHOCTD, U UX 000COO0ICHHBIMH MOIPA3EICHUIMU
(amOynaropusimMu, (henbIIIePCKUMH U (ENIbIIEePCKO-aKYIIEPCKUMH ITyHKTaMH, LIEHTPaMHU
(otnenenusiMu) oOmelt BpaueOHOM (CeMEHO ) MPAKTHKM ), pACIIONI0KEHHBIMHU B CETHCKHUX
HACEJIEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alITEUHbIC OPTaHU3aINH, U BETEPUHAPHBIMU
OpraHu3alUsIMH, UMEIOIMMU JIMLIEH3UIO Ha (hapMalleBTHUECKYIO JAesTelbHOCTh. Pa3pemiena
PO3HHUYHAsI TOPTOBIIS TOJIBKO JIEKAPCTBEHHBIMU MpeTapaTaMu, 3aperucTpUPOBAHHBIMU B
Poccuiickoit denepanny uiav U3roTOBICHHBIMU allTEYHBIMUA OpPraHU3alUsIMH, BETEPUHAPHBIMU
ANTEYHBIMH OPTraHU3aAlUAMU, UHAUBUIYAIbHBIMH MPEANPUHUMATEIIMUA, UMEIOIIMMH JTUIICH3UIO
Ha (apMaleBTUYECKYIO J1€ATEIbHOCTb.



2. Bubl anTeyHBIX OpraHu3alyii U MpaBuiia OTIYCKa JICKAPCTBCHHBIX MPENapaToB JIIs
MEAMIIMHCKOTO MPUMEHEHHUSI allTEeYHBIMU OPTaHU3ALUSIMH, WHIANBUAYAIbHBIMU
PEIIPUHAMATEIIIMHU, HMCIOIIUMU JIMIICH3UIO Ha (DapMaIleBTHYECKYIO e TEIIbHOCTD, 8 TAKKE
IpaBHJIa OTITYCKa JIEKAPCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO MPUMEHEHHS METUIIUHCKUMU
OpTraHU3aIUSIMU, IMCIOIINMU JIMIICH3HUIO Ha (DapMaIieBTHIECKYIO NeSTeIIbHOCTD, H UX
000c00JIEHHBIMY TTOAPA3IeICHUSIMH (aMOyIaTopusiMu, HebIepCKUMU U (HeITbIIIepCKo-
aKyIIePCKUMHU MTyHKTaMH, [IEHTpaMHu (OTIEICHUSIMH ) 00IIIel BpaueOHOM (CEMEIHON) MPAaKTHUKH ),
PacMoI0KEHHBIMU B CEJIbCKUX HACEIEHHBIX MMyHKTaX, B KOTOPBIX OTCYTCTBYIOT aliT€yHbIe
OpTaHM3AINH, YTBEPKITAIOTCS YIOJTHOMOYEHHBIM (hefiepaTbHBIM OPraHOM UCTIOTHUTEILHOM
BJIACTH.

3. [IpaBuia oTIycKa HAPKOTHYECKHX CPEACTB U MCHXOTPOIHBIX BEIIECTB, 3aPErUCTPUPOBAHHBIX
B KQueCTBE JICKAPCTBEHHBIX MPENapaToB, JEKAPCTBEHHBIX MPENapaToB, COACPIKAIINX
HApPKOTHYECKUE CPEIICTBA U IICUXOTPOITHBIC BELIECTBA, YTBEPKIAOTCS YITOTHOMOYCHHBIM
(enepabHBIM OPraHOM MCIIOTHUTEILHON BIACTH 110 COTVIACOBAHMUIO C (heiepaibHBIM OPraHOM
VCTIOJTHUTENBHOM BIACTH, OCYLIECTBISIFOIIMM (DYHKIUH O BEIPAOOTKE rOCYIapCTBEHHON
MOJIUTUKH, HOPMATUBHO-IIPABOBOMY PETYIUPOBAHHIO, KOHTPOJIIO M HaZ30py B cepe obopoTa
HApPKOTHYECKUX CPEICTB, IICUXOTPOIHBIX BELIECTB U UX MPEKYPCOPOB, a TAKXKE B 00JIaCTH
NPOTUBOJICHCTBHSI UX HE3aKOHHOMY 000pOTY.

4. JlexapcTBEHHbIE IpENapaThl s BETEPUHAPHOIO IPUMEHEHHUS ITOAJIEXKAT OTILYCKY
BETEPUHAPHBIMU ANITCYHBIMU OPraHU3alUsAMU, BETEPUHAPHBIMYA OPTaHU3aLUAMH,
WH/IMBUYIbHBIMU TPEANPUHIMATENISMU, UIMEIOIIMMH JIMLEH3UI0 Ha (DapMaleBTHUECKYIO
JesaTeNbHOCTD. [IpaBuina oTIycka JeKapCTBEHHBIX MTPENApaToB ISl BETEPUHAPHOIO IPUMEHEHUS
YTBEP)KIAIOTCS YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MCTIOJTHUTEIBHOM BIACTH.

5. IlepeyeHb MEIULIMHCKUX OPraHU3ALNNA, UMEIOIINX JIMLEH3UIO Ha (papMaIieBTHUECKYIO
JeSITeTbHOCTD, U KX 000COOJIEHHBIX MMo/Ipa3AeieHnii (aMOynaTopuil, henpaIepcKux u
denpanepcKo-akymepcKux MyHKTOB, IIECHTPOB (OTAeNeHni) o0miel BpaueOHOMH (CeMEHOi)
MPAaKTUKH), PACTIOJIOKEHHBIX B CEJIbCKUX HACENEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpraHU3alllii, a TAaK)Ke NepedeHb JIEKAPCTBEHHBIX MPENapaToB (3a UCKII0YEHUEM
HapKOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB M MCUXOTPOIHBIX JIEKAPCTBEHHBIX MTPETapaToB),
MpOJia’ka KOTOPBIX MOKET OCYILECTBIATHCS YKa3aHHBIMU OPTaHU3AIUSAMHU U UX 000CO0IEHHBIMU
MOJpa3/IeIEHUSIMH, YCTAaHABIIMBAIOTCS] OPraHaMy MCTIOJIHUTENILHON BIIACTH CYyOBEKTOB
Poccuiickoit ®exneparuu.

6. An'TeuHble OpraHu3aluy, UHIMBUyaJbHbIE TPENPUHUMATEIN, UMEIOIIUE JINLEH3UIO Ha
(apMaleBTUYECKYIO eI TeIbHOCTh, 00s3aHbI 00eCieunBaTh YTBEpKAeHHBIH [IpaBuTenscTBOM
Poccutickoit deneparuu 1 GOpMHUPYEMBIA B YCTAHOBIEHHOM UM TOPSIIKE MUHUMATBHBIN
ACCOPTUMCHT JICKAPCTBCHHBIX NIPCIIapaToB, H€O6XOI[I/IMBIX IJ11 OKa3aHUus MGI[PII.[PIHCKOﬁ
MTOMOLIH.

7. AniTeuHble OpraHU3aliy, UHIUBUIyaIbHbIEC IPEANPUHUMATENN, UMEIOIIHE JIMLIEH3UIO Ha
(bapMaleBTUYECKYIO AEATEIbHOCTD, HAPSy C JIEKapCTBEHHBIMH MpenaparaMu UMEIOT IpaBo
nprOOpeTaTh U MPOIaBaTh MEAUIIMHCKIE U3ICTHS, Ne3UH(DUIIUPYIONIUE CPEICTBA, IPEAMETHI U
CpezcTBa JINYHOM TMUTUEHBI, TOCYAY Uil MEIULIIMHCKUX LENIeH, MPEeIMEThI U CPEACTBA,
npeIHa3HauYeHHbIC I yX0/1a 32 OOJBHBIMU, HOBOPOXKJACHHBIMU H JIETbMU, HE JOCTUTTLIUMU
BO3pacTa TpeX JIET, OYKOBYIO ONTUKY U CPEJICTBA YXO/1a 32 HEW, MUHEPAIbHbIE BOJIbI, IPOAYKTHI
7e4e0HOro0, JETCKOTO U AUETHYECKOTO MUTAHUS, OMOJIOTMYeCKH aKTUBHbBIE T00AaBKH,
nap@roMepHbIe 1 KOCMETHYECKHE CPEICTBA, MEAUIIMHCKUE U CAHUTAPHO-TIPOCBETUTEIbHbBIE
NeYaTHbIC U3/IaHUs, IPEeIHA3HAYCHHBIE ISl IPONaraH/Ibl 3I0pOBOTO 00pa3a KU3HU.



8. JlesTenbHOCT anTeuHbIX opranusanuii Boopyxennsix Cui Poccuiickoit @enepanuu, Ipyrux
BOMCK, BOMHCKUX (JOPMHUPOBAHUI U OPraHOB, B KOTOPBIX 3aKOHOATeNbCTBOM Poccuiickoil
®denepany NpeaycCMOTPEHO MTPOXOKICHUE BOSHHON WM MPABOOXPAHUTEIBHOMN CITYKOBI,
pernamMeHTHpyeTcs HacTosmuM DenepalbHbIM 3aKOHOM U YTBEPKICHHBIMU
COOTBETCTBYIOIIUMH (heiepabHBIMUA OpTaHaMH UCTIOTHUTEIBHOM BIACTH MOJIOKESHUSIMHU.
KoHTpomb 3a co0roieHneM yKa3aHHBIMU allTeYHbIMU OPTaHU3aLUSAMHU MTOJI0KEHUH HACTOSILEro
®DenepanbHOTO 3aKOHA OCYIIECTBIISIETCS COOTBETCTBYIOIIUMU (e/iepaTbHBIMI OpraHaMu
VICIIOJIHUTENIBHOM BJIACTH.

Cratbs 56. I3roToBIIeHHE U OTIYCK JIEKAPCTBEHHBIX MTPENapaToB

1. M3roTtoBieHue JEKapCTBEHHBIX NIPENAPAaTOB allTEYHBIMUA OPraHU3alUsIMU, BETEPUHAPHBIMU
anTEeYHbIMY OPTaHU3aLUAMU, HHIUBUAYAIbHBIMU PEIITPUHUMATEIAMHA, UMEIOIIUMH JINLIEH3UIO
Ha (papMaLeBTUYECKYIO 1EATEIbHOCTD, OCYIIECTBIISIETCS 0 PELEeNTaM Ha JIeKapCTBEHHbIE
npenaparsl, 1o TpeOOBaHUAM MEIULIUHCKUX OPraHU3alui, BETEpUHAPHBIX OpraHU3aluil B
COOTBETCTBUU C IIPABUJIAMH U3TOTOBJICHUS U OTIIyCKa JICKAPCTBEHHBIX IIPENaparos,
YTBEP)KICHHBIMH YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM HMCTIOJTHUTEIBHOM BIACTH.

2. IIpu U3roTOBIIEHUY JIEKAPCTBEHHBIX MPENapaToOB alTEUHBIMU OpraHU3alUsIMHU,
BCTCPUHAPHBIMU alITCYHBIMH OpraHU3allusAIMU, HHANBUAYAJIbHBIMU MMPCANIPUHUMATCIIAMHU,
UMEIOUIUMHU JIMIEH3UI0 Ha (apMalleBTUYECKYIO AEITeIbHOCTb, UCTIOIb3YIOTCS
dapmareBTHYeCcKHe CyOCTaHIINH, BKIIOUEHHBIE COOTBETCTBEHHO B TOCYAAPCTBEHHBIH peecTp
JICKaPCTBEHHBIX CPEJICTB Il MEAUIIMHCKOTO MIPUMEHEHHSI U TOCYIapCTBEHHBIN peecTp
JICKAPCTBCHHLIX CPCACTB AJIsI BETCPUHAPHOI'O IPUMCHCHUA B YCTAHOBJIICHHOM HOPAIOKE. He
JIOITYCKaeTCsl U3rOTOBJIICHUE alITeUHbIMH OpPraHU3alUsIMU, BETEPUHAPHBIMU allTeUHBIMU
opraHu3anusaMu, MHAUBUAYAJIbHBIMU MMPCATTPUHUMATCIIIMU, UMCOIIIUMU JIMIICH3WUIO HA
(bapMaleBTUYECKYIO AEATEIbHOCTD, JIEKAPCTBEHHBIX MPENapaToB, 3apEruCTPUPOBAHHBIX B
Poccuiickoit @enepanuu.

3. MapKI/IpOBKa JICKApCTBCHHBIX NPCIapaToB, U3rOTOBJICHHLIX AlITCYHBIMU OpTraHU3allusAMU,
BETCPUHAPHBIMU allITCYHBIMH OpraHU3alUAMHA, HHANBUAYAJIbHBIMU MIPECATIPUHUMATCIIAMH,
UMCIOIIMMHU JIMIICH3UIO Ha q)apMaLleBTI/I‘ICCKYIO ACATCIIBHOCTD, U Oq)OpM.HeHI/Ie TaKHuX
nmpemnapaTroB AOJIXKHBI COOTBETCTBOBATH IIpaBUJIaM, YKa3aHHBIM B HaCTHU 1 HaCTOHH_[eﬁ CTaThbu.

4. AtiTedHble OpraHU3aluy, BETEpUHAPHBIE allTE€YHbIE OPTaHU3AINU, HHIUBHIYaJIbHbIC
IpeIPUHIMATEITN, UMEIOIIUE JINIIEH3UIO Ha (DapMalleBTHUECKYIO ACSITELHOCTD, HECYT
OTBETCTBEHHOCTH 32 HECOOTIOJICHUE TTPABUJI M3TOTOBJICHUS U OTITYCKA JIEKAPCTBEHHBIX

MIPEINapaToB B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickon denepannu.

Cratbs 57. 3anpenienne npojaxu GaabCcuGUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HEeI00pPOKAaYEeCTBEHHBIX JICKAPCTBEHHBIX CPEJCTB, KOHTPA(aKTHBIX JEKAPCTBEHHBIX CPEACTB

[Tponaxa hanbCUPUIIUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HETOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPECTB, KOHTPA(PaKTHBIX JICKAPCTBEHHBIX CPEJICTB 3aIPEIIACTCs.

Cratbs 58. XpaHeHue JIEKapCTBEHHBIX CPECTB

1. XpaHeHI/IG JICKApPCTBCHHBIX CPCACTB OCYHICCTBIISACTCS NPOU3BOAUTCIISIMU JICKAPCTBCHHBIX
CpEACTB, OpraHu3aluiaIMnu OIITOBOI TOPIroBJIK JICKAPCTBCHHBIMU CPEACTBAMU, alITCYHBIMHA
opraHu3alusaMu, BECTCPUHAPHBIMHA AlITCYHBIMU OpraHu3aluiaMu, UHAUBHUIYAJIbHBIMU
NpCaAIpUHUMATCIAMU, UMCIHOIINMH JTUICH3UIO HAa @apMaueBTquCKy}o JACATCIIBHOCTD UJIN
JIMICH3UTI0 Ha MCAUIIMHCKYIO JCATCIbHOCTh, MCIMIIUHCKUMU OpraHnu3aluaMn, BETCPUHAPHBIMU



OpraHU3alUsIMU U UHBIMH OpPraHU3alUsSIMHU, OCYILECTBISIOUMMHI 00palleHUE JIEKaPCTBEHHBIX
cpeAcTB. XpaHEHHE JIEKapCTBEHHBIX CPEACTB AJIsl BETEPUHAPHOIO IPUMEHEHUS OpraHU3alusIMU
Y MHMBU1YaJIbHBIMU NIPEANIPUHUMATENSMU B CIIy4asiX, €CJIM OHU UCIOJIb3YIOTCS
UCKJIFOUUTENILHO MIPU Pa3BEeICHUH, BbIpAIIUBAHUH, COACPKAHUU U JICUCHUH KUBOTHBIX, MOXKET
OCYILIECTBIIATHCS 0€3 MOTy4eHHs TULEH3UH Ha (PapMalleBTUUECKYIO 1eATeIbHOCTb.

2. IIpaBuiia XpaHeHus JIEKapCTBEHHBIX CPEJCTB YTBEPKIAIOTCS COOTBETCTBYIOIINM
YIOJIHOMOYEHHBIM (he/iepaibHbIM OPTaHOM UCTIOIHUTENIBHON BIACTH.

3. XpaHeHre HApKOTHYECKUX JICKAPCTBEHHBIX CPEACTB, IICHXOTPOITHBIX JICKAPCTBEHHBIX
CpencTB, paarnodapManeBTHIECKUX JTEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS B COOTBETCTBUH C
3akoHoJaTeNnbcTBOM Poccuiickoit denepanum.

Cratbsg 58.1. [Ipe1MeTHO-KOIMYECTBEHHBIN YUET JIEKapCTBEHHBIX CPENCTB AJI1 MEAUILIMHCKOTO
IIPUMEHEHUS

1. IlepeueHs JIeKapCTBEHHBIX CPEACTB AJI MEAULIIMHCKOIO IPUMEHEHHUS, TIOUIEKAIINX
NPEIMETHO-KOJIMYECTBEHHOMY YUETY, YTBEPKAAETCS YIOJTHOMOYCHHBIM (heJiepaibHbIM OPTraHOM
VICIIOJIHUTEIIBHOM BJIACTH.

2. TTopsA0K BKITFOUCHHUS JICKAPCTBEHHBIX CPEACTB I METUIIMHCKOTO MPUMEHEHHUS B IIEpEUCHb
JICKAPCTBCHHBIX CPCACTB AJIsI MCAUTTHUHCKOI'0 IPUMCHCHU S, IMTOMJIC)KAIUX MTPECAMETHO-
KOJIMYECTBEHHOMY YYE€TY, YCTaHABIUBACTCS YIIOJIHOMOUYCHHBIM (e/IepaibHbIM OpPraHOM
HICIOJIHUTEIBHOM BIACTHU IO COrJIACOBAHUIO C (l)e[[epa.HBHBIM OopraHom ACIOJIHUTEIBHOU BJIaCTH,
OCYILIECTBIISIONIMM (QYHKIMH 110 BBIPAOOTKE rOCYAIapCTBEHHOM MOJIUTUKH, HOPMATHBHO-
NPaBOBOMY PETYJIMPOBAHHIO, KOHTPOIIIO M HAZ30py B chepe 000poTa HAPKOTUIECKUX CPEIICTB,
MICUXOTPOIHBIX BEIIECTB U UX MTPEKYPCOPOB, & TAKXKE B 00JACTH MPOTHBOACHCTBUS HX
HE3aKOHHOMY 000pOTY.

3. [IpeIMETHO-KOJIMYECTBEHHBIN YUET JIEKAPCTBEHHBIX CPEIICTB ISl MEAMIIMHCKOTO TPUMEHEHHS
BCAYT NPOU3BOAUTCIIN JICKAPCTBCHHBIX CPCACTB, OpraHHU3allnn ONTOBOH TOProBJIN
JICKapCTBEHHBIMH CPEJICTBAMH, alITEYHbIC OPTaHU3alNH, WHAWBHUYAIbHbIC TPEIIPUHUMATEIH,
HUMCHOIINEC JIMIICH3UIO Ha (bapMaueBTqucxon ACATCIBHOCTD WA JIMICH3UIO HAa MCAULIUHCKYIO
NEeSITeTbHOCTD, M METUIIMHCKHAE OPTaHU3AIMH, OCYIIECTBISIONINE 00palleHNe JIEKapCTBEHHBIX
CpCACTB 1A MCAUIUHCKOTO MPUMCHCHUS, ITYTCM PErUCTpaiun JIIO6BIX CBSI3aHHBIX C UX
oOpareHueM onepanuii, Mpu KOTOPHIX U3MEHSETCS UX KOJUYECTBO U (MJIM) COCTOSTHUE, B
CHeHaNTbHBIX )KypHAJIaX yueTa omepalyii, CBI3aHHBIX ¢ O0paIlleHneM JIEKapCTBEHHBIX CPEJCTB
JUTSE METUITUHCKOTO IPUMEHEHUS (Jlajiee - CIelHaIbHbBIC KYPHAIIBI).

4. IIpaBuia perucTpanuu onepanui, CBI3aHHbIX C 0OpalleHHeM JIEKapCTBEHHBIX CPEACTB JUIs
MEIUIIMHCKOTO MPUMEHEHUS, BKJIFOUEHHBIX B MIEPEUEHb JIEKAPCTBEHHBIX CPEJICTB IS
MEAUIIMHCKOTO MPUMEHEHHUSI, MOTIEKALTUX MTPEIMETHO-KOJIUYECTBEHHOMY yUETy, B
CHEIMANIBHBIX XKYypHAJIaX W MPaBUJIa BEJICHUS U XPAHCHUS CIICIIUATBHBIX KYPHAIIOB
YTBEPKAAIOTCS YIIOJTHOMOYEHHBIM (heiepaibHbIM OpraHOM MCIOJHUTENIBHOM BJIaCTH.

5. KoHTposb 3a coOI0IeHHEeM IPaBUjl PETUCTPAIMK OTIepalnii, CBA3aHHBIX C 0OpaleHHeM
JICKaPCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO IPUMEHEHHUSI, BKIIIOUEHHBIX B IIEpEeYeHb
JICKAPCTBCHHLIX CPCACTB AJIsI MCAUTTUHCKOI'O IPUMCHCHU S, IMOMJICKAIUX MTPECAMETHO-
KOJIMYECTBEHHOMY YYeTY, B CIELIMAJIbHBIX )KYPHaJaX, a TaKXkKe 3a COOJII0/IEHUEM MPaBUIT
BCACHUS U XPAHCHUS CIICHUAJTIBHBIX KYPHAJIOB BO3JIArac€TCd Ha YIIOJIHOMOYCHHBIC q)e;[epam,HbIe
OpraHbl HCTIOJHUTEIBLHOM BIACTH M OPTaHbl UCIIOJIHUTEIILHON BIACTH CyOBeKkTOB Poccuiickoit
<De;[epau1/11/1, OCYHICCTBJIAIOMUC JIUICH3UPOBAHNUC TPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB,



q)apMaHGBTH‘{eCKOfI JACATCIIBHOCTH U MGI[PIIII/IHCKOIZ ACATCIIBHOCTH, U OCYLICCTBIIACTCA B paMKax
JIMOCH3UWOHHOI'O KOHTPOJIA.

I'maBa 11. YHUYTOXEHUE JIEKApCTBEHHBIX CPEICTB
Cratbs 59. OcHOBaHUS U TOPSAAOK YHUUTOXKEHHUS JIEKAPCTBEHHBIX CPE/ICTB

1. HemoOpokadecTBEeHHBIE JIEKaPCTBEHHBIE CPEICTBA, (PaTbCHPUIIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeZCTBa MOJUIeKAT U3BATHIO U3 IPAXKIAHCKOTO0 000pOTa M YHUUTOXKEHUIO B TIOPSIZIKE,
ycraHoBiaeHHOM IIpaButensctBoM Poccuiickoit ®denepannn. OCHOBaHUEM Il YHUUTOKEHUS
JIEKapCTBEHHBIX CPECTB SBJSETCS PELICHUE BIIAAeIbla JIEKapCTBEHHBIX CPECTB, PEILICHNE
COOTBETCTBYIOILIETO YIOJIHOMOYEHHOTO (heaepaabHOro opraHa UCIIOJIHUTENBHON BIACTH HIIH
peleHue cyza.

2. KonTpadakTHbie JIeKapCTBEHHBIE CPEICTBA MOJICIKAT U3BATHUIO U3 TPAXKITAaHCKOTO 000poTa U
YHUUTOKEHHUIO 10 petieHuto cyaa. [Topsaaok yHnuTokeHus: KOHTpadaKTHHIX JeKapCTBEHHBIX
cpencts ycranaBnupaetcs [IpaButensctBom Poccuiickoin denepanmu.

3. Pacxo/ipl, CBSI3aHHBIE C YHUYTO)KEHUEM KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPEICTB,
HEe1I00pOKAYEeCTBEHHBIX JICKAPCTBEHHBIX CPECTB, (abCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, BO3MEILAIOTCA UX BIAAEIBLEM.

4. Bnanernen JIeKapCTBEHHBIX CPEACTB JOJDKEH MPEICTABUTh B YIIOTHOMOUYEHHBIN (enepaabHbIi
OpraH MCIOJIHUTEIbHON BIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJICHHOM MOPSIJIKE €ro
KOTIHIO, OJTBEePKAtoIHe (PaKT YHUUTOKEHHS JICKApCTBEHHBIX CPEACTB.

5. CoOTBETCTBYIOIINMA YIIOJJTHOMOYCHHBINH (peepanbHbIi OpraH UCTIOITHUTEIBHOM BJIACTH,
MPUHSBILIKN pElIeHHE 00 YHUUTOXEHUH JICKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIET KOHTPOJIb 32
UX YHUYTO)KEHUEM.

6. YHUUTOXXCHHE JIEKAPCTBEHHBIX CPEJICTB MPOU3BOIUTCS OpraHU3aIUsIMU, UMEIOIIUMHU
COOTBETCTBYIOIIYIO JIMIICH3UIO, Ha CIICIUATBHO 000PY/IOBAHHBIX TUIOIIAIKAX, IOJIUTOHAX U B
CIeNUaIbHO 000PYAOBAaHHBIX MTOMEMICHUAX C COOMIOCHUEM TPEOOBaHM B 00IACTH OXPaHbBI
OKpYKaroIlei cpelibl B COOTBETCTBUU C 3aKOHOAATENBCTBOM Pocculickon ®denepanuu.

7. HapkoTuyeckue J1eKapCTBEHHbIE CPEICTBA, [ICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPECTBA,
panuodapmaneBTHYECKHE JIEKAPCTBEHHBIE CPEACTBA YHUUTOKAIOTCSI B COOTBETCTBUHU C
3akoHozaarenbcTBOM Poccniickoit denepanuu.

I'masa 12. 'ocynapcTBEHHOE peryJIiMpOBaHUE LIEH Ha JICKAPCTBEHHBIE MTpenapaThl AJIst
MCIUIIUHCKOI'O MPUMCHCHUS

Cratps 60. ['ocygapCTBEHHOE pEeryJIMpOBaHUE 1IEH Ha JIEKAPCTBEHHbIE MTPEnapaThl It
MCIUIIUHCKOI'O MPUMCHCHUS

FOCy,Z[apCTBeHHOG PEryjInpoBaHUC IICH Ha JICKAPCTBCHHBIC IPCIIapaThl JJIs1 MCAUITUHCKOT'O
IMPUMCEHCHUA OCYHICCTBIIACTCA IMMOCPEACTBOM:

1) yrBepxkaenus [lpaButensctBoMm Poccuiickoit denepaiiy nepedHs KU3HEHHO HEOOXOAMMBbIX
Y BaXKHEHUINNX JIEKAPCTBEHHBIX NIPENApaToB s MEAULIUHCKOIO IPUMEHEHUS, KOTOPBIN
c(hOopMHPOBaH B yCTAHOBJICHHOM UM HOPSIKE U B KOTOPBIN BKIIIOYAIOTCS JIEKAPCTBEHHBIE
Ipenaparsl 11 MEAULIMHCKOTO IPUMEHEHMS], B TOM YHUCJIE C yYETOM CTaHAAPTOB MEIULUHCKON
IIOMOLLH, IO MEKTYHAPOAHBIMU HENIATEHTOBAHHBIMY, XUMUYECKUMU WIH IPYHIIUPOBOYHBIMU
HAaUMEHOBAHUSMM, COOTBETCTBYIOILHNE CIECIYIOIIUM KPUTEPHIM:



a) MPUMCHCHUC KOHKPETHOI'O JICKAPCTBCHHOI'O Ipcrapara ajid JUAarnHoCTUKHU, HpO(i)I/IJIaKTI/IKI/I,
JedeHus 3a00JIeBaHUi, B TOM YHCIIe Mpeo0IaaloliuX B CTPYKTYpe 3a001eBaeMOCTH B
Poccuiickoit @enepanuu;

0) IpenMyIIEeCTBO KOHKPETHOT'O JIEKAPCTBEHHOTO Npenapara o CPaBHEHUIO C IPYTUMHU
JIEKapCTBEHHBIMM ITperapaTaMy MpH ONpeAeIeHHbIX 3a001€BaHUM, CHHAPOME UITH KIIMHUYECKOH
CUTYalluu;

B) TEPANICBTUYCCKAA OKBUBAJICHTHOCTb KOHKPETHOI'O JICKAPCTBCHHOT'O ITpeIiapaTa
JICKAPCTBCHHLIM IIpCriapaTaM CO CXOKHUM MCXaHU3MOM (bapMaKOJ'IOFI/I‘IeCKOFO HeﬁCTBHH;

2) yTBEpXAECHUS METOJIUKH YCTAaHOBJIEHUS IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IPENapaToB
IIPEAEIBbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IIPENapaTsl, BKIIOYEHHBIE B IEPEYCHD
KU3HEHHO HEOOXOJMMBIX U BaKHEHIIINX JIEKApCTBEHHBIX MPENapaToB;

3) rocyaapCTBEHHOM pEerucTpalii yCTaHOBIECHHBIX MPOU3BOIUTENSIMU JIEKAPCTBEHHBIX
IIPENapaToB NPEAEIbHBIX OTITYCKHBIX LIEH Ha JICKAPCTBEHHBIE IIPENapaThl, BKIIOUCHHBIE B
NepeyYeHb )KU3HEHHO HEOOXOJMMBIX M BOKHEHIIINX JICKAPCTBEHHBIX TPENapaToB;

4) BeieHUs TOCYJapCTBEHHOI'O PeECTpa MPEAEIbHBIX OTIYCKHBIX IIEH POU3BOANUTENIEH Ha
JIeKapCTBEHHbIE MIPENapaThl, BKIIOYEHHbIE B IIEPEUYEHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHUIIINX
JIEKApCTBEHHBIX IIPENAapaToB;

5) yTBepXk/1€HUS METOIMKH YCTAaHOBJIEHUS OpraHaMH UCIOJHUTEIbHOMN BIIaCTH CyObEKTOB
Poccuiickoit @enepannu npeaeabHbIX Pa3MEepPOB ONTOBBIX HAA0ABOK U MPEIEIbHBIX pa3MEpPOB
PO3HHUYHBIX Ha/10aBOK K (DAaKTUYECKUM OTITYCKHBIM LI€HaM, YCTAaHOBJIEHHBIM ITPOU3BOAUTEIIAMU
JIEKapCTBEHHBIX IIPENApaToOB, Ha JICKAPCTBEHHBIE IIPENIapaThl, BKIOYEHHBIE B IEPEYEHb
’KM3HEHHO HEOOXOAUMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB;

6) yCTaHOBJICHHUS MIPeIeIbHBIX Pa3MEPOB ONTOBBIX HAT0ABOK U MPEAETIbHBIX pa3MepOB
PO3HUYHBIX Ha/I0aBOK K (DaKTUYECKUM OTITYCKHBIM LI€HAM, YCTAaHOBJICHHBIM ITPOU3BOAUTEISIMU
JIEKApCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE MTPENapaThl, BKIOYEHHBIE B IEPEYEHb
KU3HEHHO HEOOXOJMMbIX U BaKHEHIIINX JIEKApCTBEHHBIX MPENapaToB;

7) yTBEpKI€HUS TIOPSIKA BbIIaYH MPEANMCAHUNA OpraHaM UCIIOIHUTEIBHOMN BIACTH CyOHEKTOB
Poccuiickoit denepanuy o IpuBEICHUN B COOTBETCTBUE C 3aKOHOATENbCTBOM Poccuiickoin
Odenepanuy penieHnid 00 yCTaHOBJICHUH MTPEIETbHBIX pa3MEpPOB ONMTOBBIX HAOABOK U
npelebHBIX pa3MEPOB PO3HUYHBIX HAZ0aBOK K (PAKTHUECKUM OTIYCKHBIM IIEHAM,
YCTaHOBJICHHBIM MPOU3BOIUTEISIMHU JIEKAPCTBEHHBIX MPENAPATOB, Ha JIEKAPCTBEHHBIE
npenaparsl, BKIIOYCHHbBIE B TIEpEeYeHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX
[IPEnapaToB, €CIM OHU IPUHATHI C HAPYLICHUEM 3aKOHOoAaTenbCTBa Pocculickon denepaunu, B
nopsiake, ycranopieHHOM [IpaButensctBoMm Poccuiickoi @enepannu;

8) HampaBJIeHHs YIOJTHOMOYCHHBIM (efiepaTbHBIM OPraHOM UCTIOTHUTEILHOM BIIACTH OpraHaM
WCITOJTHUTENIbHON BJIacTH cyOBekToB Poccuiickoit deneparnu npeanrcaHuii o MpUBEICHNUN B
COOTBETCTBUE C 3aKOHOAATENBLCTBOM Poccuiickoit denepanny NPUHATHIX C HAPYLICHUEM
3akoHoarenscTBa Poccuiickoit deneparuu pemeHnii 00 yCTaHOBICHUH TIPEICTbHBIX Pa3MEPOB
OTMTOBBIX HAJ0ABOK U MPECIbHBIX Pa3MEPOB POSHUUHBIX HAJA0ABOK K [[EHAM Ha JICKaPCTBCHHBIE
Ipernaparsl, BKIIOYCHHbIE B IIepeYeHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX
Mpenaparos;



9) ocymiecTBieHUs GeaepaTbHOTO TOCYIaPCTBEHHOTO Ha130pa B cdepe odpareHus
JICKaPCTBEHHBIX CPEJICTB U PETHOHATILHOTO FOCYAaPCTBEHHOTO KOHTPOJIS 32 MPUMEHEHHUEM IIeH
Ha JICKAPCTBEHHBIC MTPETapaThl COOTBETCTBEHHO YIIOJHOMOYCHHBIMU (e/IepaIbHBIMU OpraHaMu
MCIIOJTHUTENIbHOM BJIACTH M OpraHaMH HCIIOTHUTEIbHON BIacTH cyObekToB Poccuiickoii
Denepaliiyl COrJIaCHO WX KOMITETEHITUHU B TIOPSAKE, YCTaHOBICHHOM [IpaBUTEIECTBOM
Poccuiickoit denepanuu;

10) npuMeHeHus TPeAYCMOTPEHHBIX 3aKOHOIaTEILCTBOM Poccuiickoit deaepanun Mmep
OTBETCTBEHHOCTH 32 HApPYIIECHHUE MOPSIIKA [IEHOOOPa30BaHMsI HA )KU3HEHHO HEOOXOIUMBIC U
Ba)KHEHIIIKE JIeKapCTBEHHbIE MPEenapaThl.

Cratps 61. FOCYI[apCTBeHHaH perucTpanusd YCTaHOBJICHHBIX ITPOU3BOAUTCIIAMU JICKAPCTBCHHBIX
npemnapaTroB NpCACIIbHBIX OTITYCKHBIX IICH HA )KU3HCHHO HGO6XOI[I/IMBI€ U BaKHEHIIINE
JICKAPCTBCHHLIC IIPCIIAPAThI U UX IMPOJaKa

1. YcTaHoBineHHBIE TPOU3BOJUTENSIMU JI€KAPCTBEHHBIX MPEMapaToB MpeAeIbHbIE OTITYCKHbIE
LIEHBI Ha JIEKAPCTBEHHBIE MTperapaThl, BKIIOUECHHBIC B TIEPEUCHb KU3HEHHO HEOOXOAUMBIX U
BOKHEUIINX JICKAPCTBEHHBIX MPENapaToB, MOJIEKAT TOCYAAPCTBEHHON perucTpauu.

2. YcTaHOBIEHHAs POU3BOAUTENIEM JIEKAPCTBEHHBIX MIPENApaToB MpEeiibHas OTIIYCKHAas LIeHa
Ha JIEKApCTBEHHBIN MpernapaT, BKIIOUYEHHBIH B IepedeHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHILINX JIEKAPCTBEHHBIX NIPENApaTOB, MOJIEKUT rOCYAAPCTBEHHOM PErUCTpaLUY, €CJIA OHA
HE IIPEBBIIIAET pa3Mep LEHbI Ha IaHHbIN JIEKapCTBEHHBIN Ipenapar, paCCUUTaHHbIN B
COOTBETCTBUU C YTBEPKIAECHHOH B NIOPsJIKE, ycTaHOBIECHHOM lIpaBurensctBom Poccuiickon
®denepannv, METOJUKON YCTAHOBIICHHS IIPOU3BOIUTEISIMU JIEKAPCTBEHHBIX IIPENapaToB
MpeeNIbHBIX OTITYCKHBIX IIEH Ha JIKapCTBEHHBIE Mpenaparhl, BKIIOUEHHbBIE B IEPEYCHb
JKU3HEHHO HEOOXOUMBIX U BOXKHEHININX JICKAPCTBEHHBIX MpenaparoB. [JaHHON METOIUKOM
npeycMaTpuBaeTCs IS JIGKAPCTBEHHBIX MPETapaToB, HAXOASIINXCS B 0OpaIleHuH Ha
tepputopuu Poccutickoit deaepannn, pacyeT cpeIHeB3BeIICHHON (aKTHUYEeCKOU 1IEHBI OTITyCKa,
CpeIHEB3BEIIEHHON (haKTHUECKOM 1IeHBI BBO3a JICKAPCTBEHHOT'O Mpernapara 3a roj,
MPEALIECTBYOINN 1aTe MPEACTABICHUS IPEIEIbHON OTITYCKHON LIEHBI IPOU3BOINUTENS Ha
JIEKapCTBEHHBIN Mpenapar Ha TOCYJapCTBEHHYIO PETUCTPALINIO, A IS JIEKapCTBEHHBIX
MpenaparoB, He MOCTYIABIINX B oOpaiieHne Ha Tepputopuu Poccuiickoit deaepanun, u s
OPUTMHAIBHBIX JIEKAPCTBEHHBIX MPEMApaTOB PacueT POCCUMCKUMHU MPOU3BOIUTEIIMU
JIEKapCTBEHHBIX MPENapaToB pacXo0B, CBA3aHHBIX C Pa3pabOTKOM, TPOU3BOJACTBOM,
peann3anuen JeKapcTBEHHOT O Ipernapara, yka3aHue HHOCTPAHHBIMU IPOM3BOAUTEISIMHU pa3Mepa
MUHHUMAJIBHON OTIYCKHOM LIEHBI TPOU3BOAUTEISI HA JIEKAPCTBEHHBIN ITpEnapar B roCy1apCcTBe
IIPOU3BOJUTENS U APYTUX FOCYAAPCTBAX, I'/I€ OH 3apErMCTPUPOBaAH, C Y4ETOM PacXo/I0B,
CBSI3aHHBIX C TAMOKEHHBIM 0(OpMIIEHHEM (TaMOXKEHHOW MOILIMHBI M TAMOKEHHBIX cOOpPOB 32
TaMOXEHHOE 0(OPMIICHHE), U TPAHCIIOPTHBIX PACXOI0B.

2.1. Ilpu npoBeeHUN pacyeTa NpeaeabHON OTIYCKHOM IIEHBI HAPSY C TaHHBIMU,
MPEeAYCMOTPEHHBIMH YaCTbIO 2 HACTOSLIEH CTaThU, YYUTHIBACTCS:

1) B OTHOIIEHUU POCCUHCKOTO MTPOU3BOAUTENS - [IEHA HA aHATOTMYHBIE (IT0 MEXTyHAPOIHOMY
HEMAaTeHTOBAaHHOMY HaUMEHOBAaHMIO, JIEKapCTBEHHOM (popMe U 103UPOBKE) JIEKAPCTBEHHBIE
npernaparsl, Ipou3BeieHHbIE Ha Tepputopun Poccuiickoit @enepaunu, 1100 B crydae ux
OTCYTCTBHS LICHA HAa aHAJIOTHYHBIC HHOCTPAHHBIE JICKAPCTBEHHBIE ITPENAapaThl, HAXOAIINAECS B
rpaxaaHckoM obopore Ha Teppuropuu Poccuiickoit denepanuu;



2) B OTHOLIEHUH HHOCTPAHHOTO [TPOU3BOJIUTEIIA - [IEHA HAa aHAJIOTUYHBIE (10 MEXIYHAPOIHOMY
HEMaTeHTOBaHHOMY HaUMEHOBaHMIO, JIEKapCTBEHHOM (popMe 1 103UPOBKE) JIE€KAPCTBEHHBIE
npernaparsl, HaXoAsIIuecs B TpaXkJaHCKOM 00opote Ha Tepputopun Poccuiickoit ®enepanuu.

2.2. Ha ocHOBaHMM MOJIAHHOTO JI0 1 OKTAOPS Ka)KA0To roja 3asBJICHUS POCCUIICKOTO
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX MTPEMapaToB, BKIIIOUEHHBIX B IEPEYCHb KU3HEHHO
HGO6XO,Z[I/IMBIX Y BaXXHEUIIINX JICKApCTBCHHBIX NPCIapaToB, 3apCruCTpupoBaHHad MpeaAcibHas
OTITyCKHas IIeHa Ha JIEKapCTBEHHBIN Mpemnapar B CIy4ae M3MEHEHHUS LIEH Ha ChIpbe U MaTepuabl,
HAKJIQTHBIX PacXO0JI0B, a TAK)KE UCXOJISl N3 YCTAHOBJIICHHOTO ()eIepaIbHBIM 3aKOHOM O
denepanbHOM OrOKETE Ha COOTBETCTBYIOMIMM (PMHAHCOBBINM IO/ ¥ HA MIJIAHOBBIN MEPUOT
MIPOTHO3HPYEMOTO YPOBHS MHQIISIIIAHA MOKET OBITh TIEpEePETUCTPUPOBAHA, HO HE YaIlle YeM OJINH
pa3 B KaJeHIapHOM IOy B MOPSJIKE, YCTAHOBICHHOM YacTsaMU 2 U 2.1 HACTOSIIEH CTaThH.

3. [Iponaka 1eKapCTBEHHBIX MPENAapaTOB, KOTOPBIE BKIIOYEHBI B IEPEYEHDb KU3HEHHO
HEOOXOMMBIX U BXKHEUIITUX JIEKAPCTBEHHBIX MPEMapaToB U HAa KOTOPHIC HE 3apETUCTPUPOBAHA
YCTaHOBJIEHHAs IIPOU3BOAUTEISMU JIEKAPCTBEHHBIX IIPENapaToB IpeebHas OTIIYCKHas [ICHA Ha
JIEKapCTBEHHBIE MTPENapaThl, BKIIIOUEHHBIC B IEPEUCHB )KM3HEHHO HEOOXOAMMBIX U BaXKHEHIIINX
JIEKapCTBEHHBIX IPENAapaTOB, HE IOMYCKAETCA.

Cratpsa 62. I'ocyaapCTBEHHBIN peecTp IpeaeibHbIX OTIYCKHBIX LIEH IPOM3BOAUTENEH Ha
JIeKapCTBEHHbIE MIPENapaThl, BKIIOYEHHbIE B IIEPEUYEHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHUIIINX
JIEKApCTBEHHBIX IIPENapaToB

1. 3aperucTpupoBaHHbIE IIPEIEIbHBIE OTITYCKHBIE LIEHBI HA JIEKApCTBEHHBIE ITPENapaThl,
BKJIIOYECHHBIE B IIEpPEUYEHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB,
IIO/JIEXKAT BKIIFOYEHUIO B TOCYAAPCTBEHHBIN PEECTpP MPEAEIbHBIX OTIIYCKHBIX LIEH
IIPOU3BOJUTEIIECH Ha JIEKAPCTBEHHBIE IIPENIapaThl, BKIOYCHHBIE B IIEPEYCHb JKU3HEHHO
HEOOXOUMBIX M Ba)KHEHIIMX JIEKApCTBEHHBIX IIPENapaToB.

2. 'ocynapcTBeHHBIHN peecTp MpeleNbHbIX OTIYCKHBIX 1IE€H MPOU3BOIUTENCH Ha JIEKAPCTBEHHBIE
npernaparsl, BKIIOYCHHBIE B TIEpeYeHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX
IpenapaToB, COJACPKUT B ceOe CIeNYIONIYI0 HH(OPMAITHIO:

1) HauMeHOBaHNE TPOU3BOIUTENIS JIEKAPCTBEHHOT'O TIperapara;

2) HauMEeHOBaHUE JIEKapCTBEHHOI' 0 Ipernapara (MexXI1yHapOIHOE HETIAaTEHTOBAaHHOE MIIH
XMMUYECKOE U TOPrOBOE€ HAUMEHOBAaHUS );

3) HOMEp perucTpaloOHHOTO YAOCTOBEPEHNUS JIEKApCTBEHHOTO MPenapara;

4) nekapcTBeHHas (opMa ¢ YKa3aHHEM JI03UPOBKHU JIEKAPCTBEHHOTO IIperapara v ero
KOJINYECTBA BO BTOPHUYHOM (TIOTPEOUTENHCKOM) YITaKOBKE;

5) 3apeructpupoBaHHas MpeeibHas OTIYCKHAs IIeHa B pyOIIsx;

6) nara rocy1apCTBEHHON PErUCTPALlUU IPEAEIbHON OTIYCKHON LIEHBI Ha JIEKAPCTBEHHBIE
npenapaThl, BKIIOUYEHHBIE B IEPEYCHb KU3HEHHO HEOOXOJMMbIX U BaKHEHIITNX JIEKAPCTBEHHBIX
IIPENapaToB.

3. l'ocynapcTBeHHas perucTpanus NpeAeabHbIX OTIYCKHBIX IIEH Ha JIEKapCTBEHHBIE MTPenapaThl,
BKJIFOUEHHBIC B MIEPEUEHb )KM3HEHHO HEOOXOUMBIX M BOXKHEHIIIHNX JICKAPCTBEHHBIX MIPEMapaTosB,
BEJICHHE FOCYAApCTBEHHOI0 peecTpa NpeesIbHbIX OTIYCKHbBIX 1IEH IPOU3BOAUTENEH Ha



JICKApPCTBCHHLBIC IPCIiapaThl, BKIIIOYCHHBIC B IICPCYCHD )KU3HCHHO H€O6XOI{I/IMI)IX ¥ BaXXHEHUIIINX
JICKapCTBEHHBIX MPENapaToB, OCYIIECTBISAIOTCS B MOPSIIKE, YCTaHOBICHHOM [IpaBUTEIHCTBOM
Poccuiickoit @eaepanuu.

Cratbg 63. YcraHOBJIEHHE OpraHaMH UCIIOJIHUTEIbHON BiIacTH cyObeKkToB Poccuiickoit
denepanuu npeaenbHBIX pa3MepOB ONTOBBIX HaA0aBOK U MPEEIbHBIX pa3MepPOB PO3HHYHBIX
Ha,Z[6aBOK K (baKTI/I'-IGCKI/IM OTITYCKHBIM LI€CHAM, YCTAHOBJICHHBIM ITPOHU3BOAUTCIIAMUA
JIEKapCTBEHHBIX MPETapaToB, Ha JISKApCTBEHHBIE MTpenapaThl Ui MEUIIMHCKOTO TPUMEHEHUS

1. Opransl UCTIOTHUTENBHON BIIacTH CyOBEeKTOB Poccuiickoit denepanuy yCTaHABIMBAOT
npeenbHbIe pa3Mephl ONTOBBIX HAaI0ABOK U MpE/eIbHbBIE pa3Mephbl POZHUYHBIX Ha/I0aBOK K
(aKTUYECKUM OTITYCKHBIM [[€HAM, YCTAaHOBJIEHHBIM MTPOU3BOIUTENSIMH JIEKAPCTBEHHBIX
IpenapaToB, Ha JEKApCTBEHHBIE MTPETapaThl, BKIOYCHHBIE B TIEpEUeHb )KU3HEHHO HEOOXOTUMBIX
Y BOKHEUIIUX JICKAPCTBEHHBIX MTPENApaToB, B COOTBETCTBUHU C YTBEPKIECHHOHN B MOPSIJIKE,
ycraHoBieHHOM [IpaBurenscrBoM Poccniickoit denepanuu, METOIUKON YCTaHOBICHUS
OpraHaMHM HCIIOJIHUTENBHOM Bi1acTu cy0ObekToB Poccuiickoit denepannu nmpeaenbHbIX pa3MepoB
OTNITOBBIX HAJ0ABOK U MPEJCTbHBIX pa3MEPOB POSHUYHBIX HAT0ABOK K (PAKTUYECKHM OTITYCKHBIM
LIEHaM, YCTAaHOBJICHHBIM [TPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MIPENapaToB, HA JIEKAPCTBEHHbBIE
npenapaThl, BKIIOUYEHHBIE B IEPEYCHb KU3HEHHO HEOOXOJMMbIX M BaKHEHIITNX JIGKAPCTBEHHBIX
penaparos.

2. OpraHu3zaiyu OrnToBON TOPTOBJIU U (W) allTE€YHbIE OPTaHU3ALUN, MHIUBUTyaJIbHbIC
IpeIpUHUMATEN, UMEIOLUE JINLEH3UIO Ha (DapMalleBTHUECKYIO AeSITeIbHOCTh, OCYIIECTBIISIOT
pear3aluio JIEKapCTBEHHBIX MPENapaToB, BKIOYEHHBIX B IEPEYCHb KU3HEHHO HEOOXOJMMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPENApaToB, 10 IIeHaM, YPOBEHb KOTOPBIX HE MPEBBILIAET CYMMY
(aKTHUECKOM OTITYCKHOH LIEHBI, yCTAHOBJICHHOM MTPON3BOANUTENIEM JIEKAPCTBEHHBIX MTPENapaToB
Y HE MPEBBIIAIOLIEH 3aPETUCTPUPOBAHHON MPEIETbHOM OTITYCKHOM LIEHBI, U Pa3Mep ONTOBOM
Ha/10aBKH ¥ (WIIK) pa3Mep PO3HUYHOM Ha10aBKHU, HE PEBBIMIAIOIINE COOTBETCTBEHHO pa3Mepa
npeeIbHON OMTOBOM HaI0aBKH M (UJTK) pa3Mepa MpeeaIbHON pO3ZHUYHON Ha10aBKH,
YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit denepanuu.

3. Opranbl HCTIOJTHUTENBHOM BiacTu cyobekToB Poccuiickoit deneparyin pasMeniaoT B CETH
"UnTepHeT" min onmyO0IMKOBBIBAIOT HH(OPMAITUIO O 3aPETUCTPUPOBAHHON MpeIeIbHOM
OTITYCKHOM 1IEHE Ha JIEKapCTBEHHBIE IIPENapaThl, BKJIIOUEHHBIE B IIEPEUEHb )KU3HEHHO
HEOOXOJUMBIX U BaXKHEUIINX JIEKapCTBEHHBIX MIPENapaToB, 00 YCTAHOBJIEHHBIX B CYOBEKTE
Poccwuiickoit @eneparuu pa3mepe IpeaeIbHON ONTOBOM HAA0aBKU | (W) pa3Mepe IpeaebHON
PO3HUYHOM HaJ0aBKM K YCTAHOBJICHHBIM ITPOU3BOAUTENSMH JIEKAPCTBEHHBIX MPENapaToB
(bakTHUECKUM OTIYCKHBIM IIeHaM Ha JIeKapCTBEHHBIE MTPENapaThl, BKIOYEHHBIE B TIepeUeHb
’KM3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, U 00 YKa3aHHOM B 4acTu 2
HacTosIel cratbl cymme. MH(opmMarus, nperycMOTpeHHAs HACTOSIIEH YacTbhio, JOJKHA
pa3MelaTbCs TAK)KE B allTCUHBIX OPraHU3alysaX B JOCTYIIHOM I CBEICHMS BCEX
3aMHTEPECOBAHHBIX JIUI] (hopMe 1 OOHOBIIATHCS 110 MEpE €€ OMyOINKOBaHUS.

4. IIpuHsThIE C HAPYUIEHHEM 3aKOHOAATENbCTBA Poccuiickoi denepalun peieHusi OpraHoB
UCTIOJIHUTENIbHOMW BiacTu cyobekTa Poccuiickoit deaepannu 00 yCTAaHOBICHUU MPEAETbHBIX
pa3sMepoB ONTOBBIX HAJOABOK M MPEJIEIbHBIX Pa3MEPOB PO3HUUYHBIX HAaJJ0aBOK K
3aperuCTpUPOBAaHHBIM NIPEEIbHBIM OTIIYCKHBIM IIEHAM Ha JIEKapCTBEHHBIE NIpENapaThl,
BKJIIOYEHHBIE B [IEPEUYEHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX IIPENapaToB,
HoJIeXKaT OTMEHE B Cy/ICOHOM MOpsTIKE.

I'maBa 13. MoHUTOpUHT 6€30MaCHOCTH JIEKAPCTBEHHBIX MPENAPATOB, HAXOAALINXCS B
obparmenuu Ha Tepputopun Poccuiickoit deneparun



Crarbs 64. MOHUTOPUHT O€30IIaCHOCTH JIEKAPCTBEHHBIX IPENapaToB

1. JlekapcTBeHHBIE TIpenapaThl, HAXOAIIKECs B oOpameHnn Ha Tepputopun Poccuiickoi
Ddeneparun, MoIekaT MOHUTOPUHTY O€30IIaCHOCTH B LIEJISIX BBISBICHUS BO3MOXKHBIX
HEraTUBHBIX ITOCJIEACTBUI UX IIPUMEHEHHUS], IPEAYNPEKACHUS TALIUEHTOB U UX 3alUThI OT
IIPUMEHEHHU TaKUX MPEnapaTosB.

2. MoHUTOPHHT 0€30MaCHOCTH JICKAPCTBEHHBIX MPENapaToB OCYIIECTBISCTCS YITOTHOMOYEHHBIM
benepanbHBIM OPTaHOM UCTIOTHUTEIHLHOM BIIACTH HA BCEX JTanax WX OOpalieHus Ha TEPPUTOPUHU
Poccuiickoit deneparuu.

3. CyObeKkThl 00paleHus JISKAPCTBEHHBIX CPEJICTB 00s3aHBI COOOIIATh B YCTAHOBICHHOM
YIIOJITHOMOYEHHBIM ()e/IepalibHbIM OPTaHOM UCTIOTHUTEIIBHOM BJIACTH MOPSIKE 000 BCEX CIIydasx
0OOYHBIX JEHCTBUI, HE YKa3aHHBIX B MHCTPYKIIMH 110 IPUMEHEHUIO JIEKapCTBEHHOTO
npernapara, 0 Cepbe3HbBIX HEKEIATEIbHBIX PEAKIUIX, HEMPEIBUICHHBIX HEXKEIATSIbHBIX
PEaKIusAX MPU MPUMEHEHUH JICKAPCTBEHHBIX MPENapaToB, 00 0COOCHHOCTSIX B3aUMOICHCTBHS
JICKApCTBEHHBIX MPENapaToB ¢ IPYTHMMH JICKAPCTBECHHBIMHU TIpeNapaTaMu, KOTOpbIe ObLTH
BBIABJICHBI ITPU MMPOBCACHUUN KIIMHUYCCKUX I/ICCJICZ[OBaHI/Iﬁ 1 MPUMCHCHUU JICKAPCTBCHHBIX
npernaparosB.

4. 3a HecooOIIeHNe U COKPBITHE CBEIEHUH, TPETyCMOTPEHHBIX YaCThIO 3 HACTOSIIIEH CTaThH,
JMIa, KOTOPHIM OHU CTAJIM U3BECTHBI IO POAY UX MPO(PECCHOHATBHON NESTEIbHOCTH, HECYT
OTBETCTBEHHOCTb B COOTBETCTBHH C 3aKOHOJAATENbCTBOM Poccuiickon denepanui.

5. Ilopsiiok ocyliecTBIEHUs MOHUTOPUHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX IIPENapaToB,
perucTpanuy NoOOYHBIX ACHCTBUH, CEPbE3HBIX HEXKENIATENbHBIX PEaKINii, HeTPeIBUICHHBIX
HE)KEJIATCJIBHBIX PEaKUUi PY IPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB, B TOM YHCIIE
npezcTaBieHus HHPopMalruu 00 3TOM, YCTAHABIMBACTCS YIIOJTHOMOUYEHHBIM (eiepaabHbIM
OpPraHOM HCIIOJHUTEIIBHOM BJIACTH.

Cratbs 65. [IprocTaHnoBieHrE TPUMEHEHHUS JIEKAPCTBEHHOIO Mpernapara

[Tpu nony4yennu nHGOPMAITUHN O TOOOYHBIX ACHCTBHSX, HE YKa3aHHBIX B MHCTPYKIIUH 110
IIPUMEHEHHIO JIEKAPCTBEHHOI'O IIPENapaTa, CEPbEe3HbIX HEKENATEIbHBIX PEAKIIMAX,
HETpeIBUICHHBIX HEKENAaTENIbHBIX PeaKUsIX P MPUMEHEHNH JIEKapCTBEHHOTO Ipernapara, 00
0COOEHHOCTSIX €ro B3aUMOJECHCTBUS C JPYTUMH JIEKapCTBEHHBIMU NIpenapaTaMu, KOTOPbIE MOTYT
[IPEACTABIIATH YIPO3Y KU3HU WIH 3J0POBBIO MTALIUEHTOB, a TAK)KE CBEICHUMN, HE
COOTBETCTBYIOIUX CBEICHUAM O JIEKAPCTBEHHOM IIpeNapare, COAEPKaluMCs B MHCTPYKIUH 110
€ro NMPUMEHEHUI0, YIIOJTHOMOYECHHBIN (hefepabHbIid OpTraH UCIIOJHUTEIbHON BIACTH
paccMaTpUBaET BOIIPOC O BO3MOKHOCTH IPUOCTAHOBIIEHUS IIPUMEHEHUS TAKOTO
JIEKapCTBEHHOTO Mperapara B MOpsiIKe, YCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (heiepanbHbIM
OpPraHOM HCIIOJHUTEIBHOM BJIACTH.

Cratbs 66. Hpopmanus o pe3yibTaTax MOHUTOPUHTA O€30MIaCHOCTH JICKapCTBEHHBIX
penapaToB

YnonHOMOUYEHHBIN (efepanbHbIi OpraH UCIOJHUTEIBLHOMN BIACTH, OCYIIECTBIISIOIINI
MOHUTOPHUHT 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB, HAXOAAIINXCS B OOpaIleHUH Ha
tepputopun Poccuiickoit @enepannu, no pe3ysibraTaM MOHUTOPHUHIA Pa3MENIAET Ha CBOEM
ounumansHOM caiite B cetu "MuTepHeT" HHPOPMAIIUIO O IPUHATHIX PELICHUSIX O BHECEHUU
M3MEHEHHUS B HHCTPYKLUIO 10 MPUMEHEHUIO JIEKapCTBEHHOT0 Mpenapara, 0 IpUOCTaHOBIECHUN



NPUMEHEHHS JIEKapCTBEHHOTO Mperapara, 00 U3bATHH U3 00palleHHus JIeKapCTBEHHOTO
npernapara Uil 0 BO30OHOBJIEHUH NTPUMEHEHUs JISKapCTBEHHOT'O Mpenapara.

I'naBa 14. MHdopmMaIus o JIekapcTBEHHBIX Mpernaparax
Cratbs 67. UHpopMaIus o JIeKapCTBEHHBIX MpermapaTax

1. Uadopmarnus o JeKapCTBEHHBIX MpernapaTax, OTIyCKaeMbIX 10 PELENTy Ha JeKapCTBEHHBIH
npenapar, J0/bKHa COJepPIKaThCs TONBKO B CHENUATN3NPOBAHHBIX U3/IaHMX, TPEAHA3HAYCHHBIX
JUTS METMITUHCKUX, (papMalleBTUIECKNUX, BETEpUHAPHBIX paboTHUKOB. MHpopMarus o
JIEKapCTBEHHBIX TpernapaTax Ul CIeUaIiCcTOB B 00JacTH 0OpaleHus IEKapCTBEHHBIX CPE/ICTB
MOYKET COJIEPKAThCcs B MOHOTpa(HsX, CIPAaBOYHUKAX, HAYYHBIX CTAThAX, B JOKJIAaX Ha
KOHTpeccax, KOH(epeHIUsAX, CHMIIO3NyMaX, HAyYHBIX COBETAX, a TAK)Ke B MHCTPYKLHUSIX TI0
NPUMEHEHHIO JIEKapCTBEHHBIX MpenapaToB.

2. Undopmanius o 1ekapcTBEHHBIX Mpenaparax, OTIyCKaeMbIX 0e3 peliernTa Ha JeKapCTBEeHHbIN
npernapar, MOKET CO/IEPIKaThCs B MyOIMKAUAX U OOBIBICHUSIX CPEICTB MACCOBOM
uH(pOpMaInH, CIIeIUaTU3NPOBAHHBIX U OOIIMX MEYaTHBIX U3JaHUIX, HHCTPYKIUSIX 110
IIPUMEHEHHUIO JIEKAPCTBEHHBIX NIPENapaToB, UHBIX U3/IaHUAX CYOBEKTOB 00pallleHus
JIEKAPCTBEHHBIX CPENCTB. PeknamMHble MaTepuasl O JIEKAPCTBEHHOM IIpenapare, OTIyCKaeMOM
0e3 perienTa Ha JEKapCTBEHHBIH Mpenapar, J0JKHbl COOTBETCTBOBATh MHCTPYKIIMU 110
MIPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara.

3. JlomyckaeTcs UCIOIb30BaHUE JIFOOBIX MAaTEpUAIbHBIX HOCUTEINEH, I03BOJISIOLINX XPAHUTD,
nepeaaBaTh U UCIOIB30BaTh HH(POPMALIKIO O JIEKApCTBEHHBIX MpenapaTax 0e3 ee HCKaKCHHUS.

I'naBa 14.1. Orpannuenus, HajaraeMble Ha OpraHu3ally, OCYIIECTBISIOUIUE IEATEIbHOCTD 110
00palIeHNIO JEKAapCTBEHHbIX CPEICTB

Cratbs 67.1. OrpanndeHusi, HajaraeMbie IPU OCYIIECTBICHUH ACSITEILHOCTH B chepe
oOpalleHNs JTeKapCTBEHHBIX CPECTB

1. Opranuzanuu, 3aHUMAIOIIHUECS Pa3padOTKOM, MPOU3BOICTBOM U (MJIH) peann3annei
JIEKapCTBEHHBIX MPENapaToB Il MEIUITHHCKOTO IPUMEHEHUSI, OpTaHH3aIiH1, 00JIa/Ial01THe
ImpaBaMH1 Ha HUCIIOJIb30BAHUEC TOPTrOBOI'0 HAMMCHOBAHUA JICKAPCTBCHHOI'O MTperiapaTa i
MEIUIITHCKOTO IPUMEHEHHSI, OPTaHU3aIMK ONITOBOIM TOPTOBIIH JICKAPCTBEHHBIMH CPEJICTBAMH,
AIITCUYHBIC OpraHu3alun (I/IX npeaACTaBUTCIIN, UHBIC (1)I/I3I/I‘-IGCKI/IC " OpUINYCCKUC JIMIIA,
OCYIIECTBIISIONINE CBOO NIEATEILHOCTh OT MMEHH STHUX OPTaHU3aIMii) B OTHOIICHUT
MEIUIIUHCKUX PAaOOTHUKOB U PYKOBOAMUTENEH MEIUIIMHCKUX OpraHU3aluii He BIIpaBe:

1) BpyuaTh nogapku, BbIIUIAYMBATh I€HEKHBIE CPEJCTBA (32 HCKIIIOUEHUEM BO3HATrPaXKI€HUH 110
JIOTOBOPaM TIPH MPOBECHUH KIMHUYECKUX MCCIICIOBAHNH JIGKAPCTBEHHBIX MTPETIapaToB s
MCIUITUHCKOI'O IPpUMCHCHU, BOBH&I‘p&)KI[GHHfI, CBA3aHHBIX C OCYHICCTBJICHUCM MCIAUIIUHCKUM
PaOOTHUKOM TIEIaroruuecKoi U (MiIM) HAyYHOU JIEATETLHOCTH), B TOM YHCJIE OIJIaunBaTh
Ppa3BJICUCHUS, OTALIX, ITPOC3 K MCCTY OTAbIXA, 4 TAKIKC MIPUBJICKATH K Y4aCTUIO B
pa3BIIEKATEIBHBIX MEPOTIPHUATHSX, TPOBOIUMBIX 33 CUET CBOUX CPEJICTB;

2) 3aKJII0YaTh COTJIANICHUS O HA3HAYCHUH UM PEKOMEHIAINN AIUEHTaM JICKapCTBEHHBIX
MpenapaToB JUIsl MEUIIUHCKOTO MPUMEHEHHS (32 UCKIIIOUEHUEM JIOTOBOPOB O MPOBEICHUU
KIIMHUYECKUX UCCIICIOBAHMM JIEKAPCTBEHHBIX MIPEMapaToB ISl MEIUIIMHCKOTO IPUMEHEHU );

3) npenocTaBiATh 00pa3Ibl JIGKAPCTBEHHBIX MPENapaToB ISl MEAULIMHCKOTO IPUMEHEHHS B
LEJIAX BpYyYEHMs NAIlMEeHTaM (3a UCKJIIOUEHHEM CIIy4aeB, CBA3aHHBIX C IPOBEACHUEM
KJIMHUYECKUX MCCIIeIOBAaHUMN JIGKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO IPUMEHEHHS);



4) mpeoCTaBIATh HEJOCTOBEPHYIO U (MJIH) HETIOIHYIO HH(POPMAIIHIO O JIEKAPCTBEHHBIX
npenaparax JJIsi MEAUIMHCKOTO TPUMEHEHHS;

5) nocemaTrb UX B pa6oqee BpCM: HaA pa60‘lI/IX MCCTaX, 3a UCKIIFOUCHHUEM CIIYUaCB, CBA3AHHLBIX C
MPOBECACHUEM KIIMHUYCCKUX I/ICCJIGI[OBaHI/II;'I JICKApCTBCHHLIX NIpCapaToB AJIA MCAUITUHCKOT'O
IMPUMCHCHHS, C YUACTHEM B ITOPAAKE, YCTAHOBJICHHOM PYKOBOAUTCIIEM MGHHHHHCKOﬁ
opraHusaluu, B co6paH1/1;1x MCIUIIMHCKHNX pa6OTHI/IKOB W UHBIX MCPONPUATUAX, HATIPABJICHHBIX
Ha IMMOBBINICHUEC UX HpO(l)CCCI/IOHaJ'IBHOFO YPOBHA WJIK Ha ITPECIOCTABIICHUC PIH(bOpMaI_[I/II/I,
CBSI3aHHOM C OCYIICCTBJIICHUEM MOHUTOPUHTA 0Oe30macHOCTH JICKApPCTBCHHBIX MPCIIapaToB;

6) HO6y)I(I[aTB K BBIITUCBIBAHHWIO JICKAPCTBCHHLIX IMPETIapaToB AJId MCAUIIUHCKOT'O MPUMCHCHUS
Ha 6J'IaHKaX, CoACpIKANX I/IH(bOpMaI_[I/II-O PEKIIAMHOTO XapaKTEpa, a TAKIKC Ha pCHCITYPHBIX
6HaHKaX, Ha KOTOPBIX 3apaHCC HAICYAaTaAHO HAMMCHOBAHUEC JICKAPCTBCHHOT'O ITperapara J1JId
MCIUILUHCKOI'O IIPUMCHCHUSI.

2. Opranu3zaiuu, ykazaHHbIe B a03alie MepBOM YacTH | HACTOSIIEH CTaTbU, U UX MPEACTABUTEIN
B OTHOIICHHUHU (hapMalleBTHUECKUX paOOTHUKOB U PYKOBOJAUTENEH allTeUHbIX OpraHu3aluil He
BIIPABE:

1) BpYy4YaTh IMOJapKH, BbIIUIAYMBATh ACHCKHBIC CPCACTBA, B TOM YUCJIC OIJIAYMBATh PA3BJICUYCHUA,
OTABIX, IIPOC3]] K MECTY OTJAbIXAa, U IIPUBJICKATH K YHACTHUIO B Pa3BJICKATCIIbHBIX MCPOIIPUATHUAX,
MMPOBOAMMEBIX 3a CHCT CBOUX CPCACTB,

2) mpeAoCTaBIATH 00pa3Ibl JIEKAPCTBEHHBIX MPENAapaToB Al MEJUIIMHCKOTO IPUMEHEHUS JUIS
BpY4YEHHUS HACCIICHUIO;

3) 3aKJIII0YaTh COorIaliCHUs O NPCAJIOKCHUNU HACCIICHUIO ONIPCACIICHHBIX JICKAPCTBCHHBIX
nmpenaparoB AJ1s1 MEAULUHCKOI'O IPUMEHCHU A,

4) mpeaoCTaBIATh HEAOCTOBEPHYIO U (MJIM) HETIOTHYI0 HH(POPMAIIHIO O JIEKAPCTBEHHBIX
npenaparax ajsd MEAUIUHCKOTO ITPUMCHCHUS, B TOM YUCJIC UMCIOIIUX OJJUHAKOBOC
MEXyHAPOJIHOE HEMAaTeHTOBAHHOE HAUMECHOBAHHE.

Cratbs 67.2. TpeboBaHus K OpraHU3aIlii U TPOBEICHNUIO HAYYHBIX MEPOTIPHUITHI, HHBIX
MCpOHpI/IHTI/IfI, HaITpaBJICHHBIX HA IMOBBIMICHUC HpO(l)eCCI/IOHaJIBHOFO YPOBHA MCOAUTTUHCKUX
pabOTHUKOB WJIM Ha MpeAoCcTaBlIeHne HH(OPMALIUHY, CBI3aHHOM C OCYIIECTBICHUEM
MOHHTOPHHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MTPEmapaToB

1. ITpu npoBeneHNN HAYYHBIX MEPONPUATUH, UHBIX MEPOIIPUATHI, HAlIPaBJIEHHBIX Ha
MOBBIIIIEHUE MTPO(HECCHOHATLHOTO YPOBHSA MEIUIIMHCKUX PAOOTHUKOB MJIM HA MPEIOCTABICHNE
CBSI3aHHOM C OCYILECTBICHHMEM MOHUTOPHHTA O€30M1aCHOCTH JIEKapCTBEHHBIX MIPENapaToB
UH(pOpPMAaLINU, OPTaHU3YEMbIX OpraHU3aLUsAIMH, YKa3aHHBIMH B a03alle epBoM yacTu | cTaTtbu
67.1 nacrosauero denepaibHOro 3aK0HA, UX MPEACTABUTEIAMH U (W) GUHAHCUPYEMBIX 32
CYET CPEJICTB ATUX OpraHU3aLMi U UX MPEACTABUTEIEH, 3aMIpeIaeTcsl IPEnITCTBOBATh YYaCTHIO
B YKa3aHHBIX MEPONPHUITHUAX UHBIX OPraHU3aLNN, KOTOPbIE TPOU3BOAAT WIN PEATU3YIOT
JIEKapCTBEHHBIE MPEnapaThl I MEAULUHCKOIO IPUMEHEHUS CO CXOKUM MEXAaHU3MOM
(hapMaKoIOru4ecKoro JeHCTBUS, INOO CO3AaBaTh JUCKPUMHUHAILIMOHHBIE YCIIOBUS AJIsl OJTHUX
YYaCTHUKOB 110 CPaBHEHUIO C IPYTMMH Y4aCTHUKAMM, & UMEHHO:

1) npeocTaBIATh Pa3IMYHOE KOJIMYECTBO BPEMEHU JIs BHICTYIUIEHUH YYaCTHUKOB, Pa3INYHbIE
10 pa3Mepy 3aHUMAEeMOM MJIOLIA U MeCTa Ul JIEMOHCTpaluyi 00pa31ioB JIEKaPCTBEHHBIX
IIPENnapaToB sl MEAUIIUHCKOTO IPUMEHEHHS WM PEKJIAMHBIX MaTEPUAJIOB O JIEKAPCTBEHHBIX



npenaparax Juisi MEAULMHCKOIO IPUMEHEHN Ha SKCIIO3ULUAX, CTEHIAX, 38 UCKIIIOUEHUEM
CJIy4aeB, €CJIM TaKHE YCIIOBUS 3aKPEIJICHBI B COMIAIIEHUAX 3TUX OpraHu3anuil, Nx
npejcTaBuTeNel 0 GUHAHCUPOBAHUH YKa3aHHBIX MEPOTIPUATHI U 00YCIIOBIICHBI Pa3TUYHBIMU
3aTpaTaMy YYaCTHUKOB Ha UX OPraHU3aLUIo;

2) ycTaHaBIUBaTh pa3Mep B3HOCA JJIsl yYaCTHUKOB MEPOTIPUATUHN, YKa3aHHBIX B a03alle mepBoM
HACTOAIIEH YacTH, MPEBBILIAIOLINI CyMMY 3aTpaT Ha OPraHU3aLUI0 YKa3aHHBIX MEPOIPUATHH U
BeJyLINIl K HEOOOCHOBAaHHOMY OTPaHUYEHUIO YHCIIa UX YYACTHUKOB.

2. Opranu3zanuu, ykazaHHble B a03alie mepBoM 4actu 1 ctateu 67.1 HacTosmero denepajibHOro
3aKOHA, UX MPEICTABUTEIH, OCYIIECTBISIONINE OPTaHU3AINIO U (WIH) GUHAHCHPOBAHUE
MEPOTIPUATHHA, YKa3aHHBIX B YacTH | HAcTOSIIEH CTaThU, 00s13aHbI 00ECTIEYMBATh JOCTYI K
uH(pOpMAIIUU O JJaTe, MECTE U BPEMEHH IMPOBEICHUS YKA3aHHBIX MEPOIPHITHIA, TUTAHAX,
MporpaMmax MpOBEJACHUS YKa3aHHBIX MEPONIPUATUNA U TEMaX, INIAHUPYEMBIX I pACCMOTPEHHUS,
COCTaBE UX YYACTHUKOB ITyTEM Pa3MeEIICHHsI COOTBETCTBYIONICH HH(pOpMAIIHK Ha CBOMX
opuIMaTbHBIX caliTax B ceTH "MHTEpHET" He mo3Hee ABYX MECAIICB 10 Havyasia MPOBEACHUS
YKa3aHHBIX MEpPOIPUATHIA.

3. Nudopmanus o npoBeileHUU MEPONPUATHI, YKa3aHHBIX B YacTU | HACTOANIECH cTaThu, B CPOK,
YCTaHOBJICHHBIN YAaCThIO 2 HACTOSIICH CTaThH, TOJKHA OBITH HAIlpaBJieHa B ()efepaibHbIid OpraH
MCIIOJTHUTENIbHOM BJIACTH, OCYLIECTBISIOMNNA (QYHKIUU IO KOHTPOJIIO U Ha30py B cepe
3IpaBOOXPAHEHHsI, ISl IOCJIEAYIOUIETO pa3MeleH s ee Ha OPUIIMAaIbHOM CaliTe STOr0 OpraHa B
ceru "UntepHert".

I'maa 15. OTBeTCTBEHHOCTD 3a HapylIEeHUE 3aKOHOJaTenbecTBa Poccuiickont denepannu npu
oOpallleHUH JIEKapCTBEHHBIX CPEJICTB U BO3MEILIEHUE Bpela, IPUYMHEHHOIO 3J0POBBIO I'PaX1aH
BCJIE/ICTBHE IPUMEHEHHUS JIEKaPCTBEHHBIX MIPENapaToB

Cratbs 68. OTBETCTBEHHOCTH 32 HapyllleHue 3akoHoaarenbcTBa Poccuiickoit denepaunu npu
oOpallleHUH JIEKapCTBEHHBIX CPEICTB

Hapymenune 3akonomarensctBa Poccniickoit @eneparinu mpu oOpamieHuy JIeKapCTBEHHBIX
CPEJICTB BJICUET 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickoit
®denepanuu.

Cratbs 69. Bo3MmerieHue Bpeia, IpUUMHEHHOTO 3/I0pPOBBIO IPAXKAaH BCIEACTBUE IPUMEHEHUS
JIEKapCTBEHHBIX MPenapaToB

1. [Tpou3BoauTENH JICKAPCTBEHHOTO IIpenapara 00s13aH BO3MECTUTh BPe, MPUINHEHHBIN
37I0POBBIO TPaXK/laH BCIEACTBUE MPUMEHEHHUS JIEKAPCTBEHHOTO MperapaTa, €clid JOKa3aHo, YTo:

1) nexapcTBEHHBIN NpenapaT NPUMEHSJICS 10 HA3HAYEHHUIO B COOTBETCTBUM C HHCTPYKLUEHN 110
IPUMEHEHHIO JICKApPCTBEHHOTO Mpenapara U MPUYNHOI Bpea sIBIICS BBOJ B IPaXKIAHCKUIT
000pOoT HeTOOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO MTpETapara;

2) Bpeq 3I0pOBbIO TPUYMHEH BCJICICTBHE HEIOCTOBEPHOU MH(POPMAIIUU, COEPKAIICHCS B
MHCTPYKLUU 10 IPUMEHEHUIO JIEKAPCTBEHHOI'O IIpenapara, U3aHHONU IPOU3BOJUTEIIEM
JIEKapCTBEHHOI'0 IIpernapara.

2. B cityuae, ecniu Bpes| 30pOBBIO TpaX<1aH PUYUHEH BCIEICTBUE IPUMEHEHUS
JIEKapCTBEHHOI'0 IIpernapara, IPUILEAIIEro B HETOAHOCTh B Pe3y/bTaTe HApYIIEHUsI IPaBUII
XpaHEHUs JIEKaPCTBEHHBIX CPEJCTB, IIPABUII ONITOBOM TOPIOBJIN JIEKAPCTBEHHBIMU IIpENapaTaMH,
IIPaBHJI OTITYCKA JIEKAPCTBEHHBIX IIPENAapaTOB, IPABUII U3TOTOBJIEHUS U OTIIYCKA JIEKAPCTBEHHBIX



IpenapaToB, BO3MEIICHHE Bpeia OCYIIECTBISIETCS COOTBETCTBEHHO OpraHU3aIlel ONTOBOM
TOPTOBJIM JICKAPCTBEHHBIMU CPEJCTBAMHU, alITEUHOM OpraHU3aIlUeH, WHANBUIYAIbHBIM
peIIPUHNIMATEIIEM, UMCIOIUMHU JIMIICH3HUIO Ha (DapMaIleBTHYECKYIO e TEIIbHOCTD HITH
JIMIICH3UIO HA MEJUIIMHCKYIO JIEATeIbHOCTh, MEMIIMHCKOW OpraHN3aIlueH, UMEIOIIEH JTUIICH3HIO
Ha (apMaleBTUYCCKYIO IeATeIHHOCTh (€€ 000CO0ICHHBIM TIOpa3ielicHueM (aMOyIaTOpHei,
denpamepckum U heabAlepCKO-aKyIIePCKUM TyHKTaMH, LIEHTPOM (OTAeNIeHuEM) 001t
BpadeOHOM (CeMEWHOM) MPAKTUKH ), PACIIOJIOKECHHBIM B CEITbCKOM HACEJIEHHOM ITYHKTE, B
KOTOPOM OTCYTCTBYET anTeuHasi OpraHu3aIiys), TOMyCTUBIIMMHU TIPOIaXy WU OTIYCK TAKOTO
JIEKapCTBEHHOTO Tperapara.

3. Bo3memnienue Bpena, MPUIMHEHHOTO 3/I0POBBIO TPAXkAaH BCJIEICTBHE MPUMEHEHUS
JIEKapCTBEHHBIX MPEMapaToB UM COBEPIIECHUS MPOTHBOMPABHBIX JICHCTBUIN CyOBEKTaMH
oOpalieHus JeKapCTBEHHBIX CPEJICTB, OCYIECTBISETCS B COOTBETCTBUH C 3aKOHOIATEIbCTBOM
Poccuiickoit deneparuu.

I'maBa 16. 3akmr0oUnTENBHEIE TTOJIOKEHHUS
Crartbs 70. O npU3HaHUU YTPATUBIIUMH CHITY OTJEIBHBIX 3aKOHOIATEIbHBIX aKTOB (ITOJI0KEHUN
3aKOHOJIaTeIbHBIX akTOB) Poccuiickoit deneparuu

[Tpu3HaTh yTpaTUBIIUMU CHITY:

1) ®enepanbublii 3akoH oT 22 utoHA 1998 roma Ne 86-D3 "O nekapcTBEHHBIX cpeacTBax”
(Cobpanue 3akonomarenscTBa Poccuiickoit @eneparuu, 1998, Ne 26, ¢1.3006);

2) ®enepanbhblii 3aK0H OT 2 stHBaps 2000 roga Ne 5-D3 "O BHECEHUU U3MEHEHUS U
nononHeHuii B Derepanbhblil 3akoH "O siekapcTBeHHBIX cpencTBax” (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2000, Ne 2, ¢T.126);

3) crarbio 40 PenepanbHoro 3akona ot 10 suBaps 2003 roga Ne 15-P3 "O BHeceHUH
M3MCHCHHMI M JONOJHCHHUI B HEKOTOPKIC 3aKOHOIaTeIbHBIE akThl Poccuiickoi Denepanun B
CBA3M ¢ npuHATHEM PeniepanbHoro 3akoHa "O JUIIEH3UPOBAHUHU OTJIENBLHBIX BUI0B
nesrenpHocTH" (CoOpanue 3akoHoaaTenbcTBa Poccuiickoit denepanum, 2003, Ne 2, ¢1.167);

4) crarpio 31 DenepanbHoro 3akoHa ot 30 uroHs 2003 roga Ne 86-D3 "O BHeCeHHH M3MEHEHHUM
U _JOMOJHEHUN B HEKOTOPHIC 3aKOHOAaTeIbHbIC akThl Poccuiickoit Deneparnni, Npu3HaHuU
YTPATUBIIMMM CHJIY OTASJIbHBIX 3aKOHOAATEILHBIX akTOB Pocchiickoit Deepannu,
MPEAOCTABICHUN OTACIbHEIX TAPAHTUH COTPYAHMKAM OPraHOB BHYTPEHHUX JICJI, OPIaHOB 110
KOHTPOJIO 32 000POTOM HAPKOTHYECKUX CPEJCTB U MICUXOTPOIHBIX BEIIESCTB U YIIPa3IHIEMBIX
(heiepaabHBIX OPraHOB HAJIOTOBOM MOJUIIMK B CBSI3U C OCYIIECTBICHHEM Mep 110
COBEPIIIEHCTBOBAHUIO TOCYIAaPCTBEHHOTO yripasieHus" (CobpaHue 3aKOHOAATEIbCTBA
Poccuiickoit ®enepanuu, 2003, Ne 27, ¢1.2700);

5) crarpio 101 denepanbHoro 3akoHa ot 22 aBrycta 2004 rona Ne 122-®3 "O BHeceHUU
M3MEHEHMI B 3aKOHOIaTeIbHEIC aKThl Poccuiickoi Deaepallii 1 NpU3HAHUHK YTPATUBIINMH
CHTY HEKOTOPBIX 3aKOHOJATSIBHEIX aKTOB Poccuiickoi DeAepaniy B CBI3U C IPUHATHEM
(dhenepaapHbIX 3aK0HO0B "O BHECEHMH M3MEHEHMH 1 nonoaHeHni B Penepanpubiii 3akoH "O0
00IIMX NPUHIKIAX OPraHU3alMH 3aKOHOAATSAbHBIX (MPEACTABUTEIbHBIX) M MCIIOJHUTEIbHBIX
OPraHoOB IOCYIapCTBEHHON BIacTH CyObeKTOB Poccuiickoil Peneparun" u "O06 o0mux
IOPUHIIMIIAX OPTaHU3alUA MECTHOTO caMmoympasienus B Poccutickoii @enepammn” (Cobpanue
3akoHojaarenbcTBa Poccuiickoit @enepanuu, 2004, Ne 35, ¢1.3607);




6) crateio 28 denepanbHoro 3akona ot 18 gexadps 2006 roma Ne 231-D3 "O BBesieHUU B
JercTBHE YacTu YeTBepTol [ paknanckoro kojekca Poccuiickoit denepanun” (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2006, Ne 52, ¢1.5497).

Crartbs 71. Berymienue B cuity HacTosiero denepaabHOro 3aKoHa
1. Hacrosimuit @enepanbHblil 3aK0H BCTymnaet B cuity ¢ 1 centsaops 2010 rona.

2. JIekapcTBEHHBIE CPEACTBA, 3aPErMCTPUPOBAHHBIE J0 JIHS BCTYIUIEHUS B CUIIY HACTOSILETO
®denepallbHOTO 3aKOHA, MOJIEkKAT BKIIOYEHHIO B TOCYAapCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX
CPEZCTB C BHECEHUEM YKa3aHHBIX B yacTu | ctarbu 33 HacTosduiero denepasbHOro 3aK0Ha
CBE/IEHUH 00 ITHX JIEKAPCTBEHHBIX CPENICTBAX 0€3 MPOX0XKIECHHUS BHOBb MPOLIEAYPHI
roCyJapCTBEHHOHN perucTpaniy JeKapCTBEHHBIX PenapaToB.

3. FOCYI[apCTBCHHaH perucTpanusd JCKapCTBCHHLIX IIPCIIapaToOB, 3a HCKIIIOYCHUCM
JICKAPCTBCHHBIX NPCIapaToB AJIA MCIUIUHCKOTIO NPpUMCHCHH, IPCACTABJICHHBIX HAa YKA3aHHYIO
perucTpanuro a0 AHA BCTYIINICHUSA B CUJTY HACTOSAIICTO CDCI[GpaJ'IBHOFO 3dKOHa, OCYHICCTBJIACTCA
B COOTBCTCTBHUH C HACTOAIIHUM q)ellepaJIBHHM 3aKOHOM Ha OCHOBAHWH JOKYMCHTOB U JaHHBIX,
MMpCACTAaBJICHHBIX A0 JHA BCTYIIVICHUA B CUJIY HACTOAIICTO d)enepaanoro 3aKOHa.

3.1. l'ocynapcTBeHHast perucTpaus JIeKapCTBEHHBIX MPenapaTroB A MEAUIIMHCKOTO
IPUMEHEHHUS, IPECTaBICHHbBIX HA TOCYJaPCTBEHHYIO PETUCTPALIMIO JI0 JHS BCTYIUIEHUS B CUILY
HacTosmero denepanbHOro 3aK0Ha, U roCy1apCTBEHHAs] pErUCTPAIHs JIEKAPCTBEHHBIX
IIPENapaToB JyIsl MEAULIMHCKOTO IPUMEHEHMS, IPEICTABICHHBIX HAa SKCIIEPTU3Y JIEKAPCTBEHHbIX
CPEICTB /10 JAHS BCTYIUICHUS B CUIly Hactosiuiero denepanbHOro 3aKkoHa B LIETSAX UX
HOCJIEAYIOLIEN rOCyJapCTBEHHON pEruCcTpalii, OCYLIECTBIIAIOTCS HA OCHOBAHUHU JJOKYMEHTOB U
JAHHBIX, IPEICTABICHHBIX /10 IHS BCTYIUICHUS B CHIIy HacTosIero depepaibHOro 3aKOHa, a
TaKJKe 3asBJICHUS O FOCY/IapCTBEHHON PETUCTPALIMHU JIEKAPCTBEHHOTO Mpenapara,
MPEJICTaBICHHOTIO IPOU3BOAUTEINIEM JIEKAPCTBEHHBIX MPENapaToB WK YIIOJTHOMOYEHHBIM UM
JIMIIOM B COOTBETCTBUU C HACTOSIINUM DeiepabHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
benepanbHBI OpraH UCMIOJIHUTENIbHON BiacTu 10 1 maprta 2011 roma, 6e3 TpeboBaHUs yIIaThI
roCyJapCTBEHHOM MOLIJIMHBIL, IPEAYCMOTPEHHOM 3aKkoHOAaTeIbeTBOM Poccuniickoint denepanuu o
Hajorax u coopax.

3.2. [loaTBepxeHNE TOCYJapCTBEHHON PETUCTPALINN JIEKAPCTBEHHBIX IIPENapaToB IS
MEAMIIMHCKOTO IPUMEHEHHUS], TPEICTABICHHBIX ISl TOATBEPKACHUS FOCYIapCTBEHHON
pEerucTpanmy 10 JHS BCTYIUIEHHS B CUITy HacToslero denepalbHOT0 3aK0HA, U MOATBEPKACHNE
roCy/IapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHBIX MIPEnapaToB sl MEAUIIUHCKOTO MPUMEHEHUS,
IIPEJICTaBICHHBIX Ha DKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 AHS BCTYIUIEHUS B CUILY
HacTosero denepanbHOro 3aK0Ha B LEJAX MOCIETYIOIIEro MOATBEPKIEHUS UX
roCy/1apCTBEHHOW PETUCTPALIMH, OCYILECTBISIOTCS HA OCHOBAaHUM IOKYMEHTOB U JIaHHBIX,
MPEJICTAaBICHHBIX 10 THS BCTYIUICHHS B CUITy HacTosimero denepaibHOTO 3aKOHA, a TAKKe
3as1BJICHUS O MOATBEPKACHUN FOCY1apCTBEHHON PETUCTPALlUU JIEKapCTBEHHOTO Mpenapara,
MPEJICTaBICHHOIO IPOU3BOAUTEINIEM JIEKAPCTBEHHBIX MPENapaToB WK YIIOJTHOMOUYEHHBIM UM
JIMIIOM B COOTBETCTBUU C HACTOSIIUM DeepabHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
benepanbHBIi OpraH UCMOJHUTEIbHON BiacTu A0 1 maprta 2011 roma, 6e3 TpeboBaHUs yIIaThl
roCyJapCTBEHHOM MOLIJIMHBIL, IPEAYCMOTPEHHOM 3aKkoHOAaTeIbeTBOM Poccuniickoint denepauuu o
Hajorax u coopax.

3.3. [IpuHsTue penieHrsi 0 BHECEHUH U3MEHEHU B JOKYMEHTHI, COJICPKAIINECS B
PErUCTPALlMOHHOM J0ChE HA 3apETrUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar Juist
MEAMIIMHCKOTO MPUMEHEHHUSI U IIPEJICTABICHHbIE /10 IHS BCTYIUICHUS B CHILY HACTOSIIETO



®deepanbHOTO 3aKOHA, M IPUHATHE PEIICHUSI O BHECEHUU U3MEHEHHUH B JOKYMEHTHI,
coJieprKallrecsl B perucTpallMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN Mpenapar
JUTSL MEAUITUHCKOTO MPUMEHEHHUSI U TPEJICTABJICHHBIE HAa SKCIIEPTU3Y JIEKAPCTBEHHBIX CPENICTB JI0
JTHSI BCTYIUICHHS B CUITY HacTosiero denepalbHOr0 3aKOHa, OCYIIECTBISIOTCS HA OCHOBAHHUH
JIOKYMEHTOB U JIAHHBIX, MPEJICTABIICHHBIX JI0 JHS BCTYILJICHUS B CUJTY HACTOSIIIETO
®denepallbHOTO 3aKOHA, a TAK)KE 3asBJICHUSI O BHECEHUU U3MEHEHUH B IOKYMEHTHI,
CoJIepXKaIIrecs: B PETUCTPALIMOHHOM JIOChE Ha 3apEeTUCTPUPOBAHHBIN JIEKAaPCTBEHHBIN IIpenapar
JUTSL METUITUHCKOTO MIPUMEHEHHU S, TPEACTaBIEHHOTO MTPOU3BOIUTENEM JIE€KAPCTBEHHBIX
MpenapaToB WK YIIOJTHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBHH C HacTOAIUM DeepanbHbIM
3aKOHOM B YITOJTHOMOYECHHBIN (efiepaabHbIi OpraH UCTIOJHUTEILHOM BiacTu 10 1 mapTa 2011
roja, 6e3 TpeOOBaHMS YIIATHI TOCY1aPCTBEHHON MOILIUHBI, PEyCMOTPEHHON
3aK0HO1aTeIbLCTBOM Poccutickoit deneparuu o Hajorax u coopax.

3.4. Boigaua pa3spenieHuil Ha MpoBeIeHNE KIMHUYECKUX HCCIEI0BaHUMN JIeKapCTBEHHBIX
npemnaparoB AJid MCAUIUHCKOI'O MPUMCEHCHUA 110 3aBJICHUAM, ITIOAAHHBIM 10 AHA BCTYIJICHUA B
cuiy Hacrosiiero denepaabHOro 3aK0HA, a TAKXKE MO 3asSBJICHUSIM, MOAAHHBIM M1OCIE THS
BCTYIUICHUS B CHJTy HacTosmiero deaepanbHOro 3aKkoHa Ha OCHOBAHUH 3KCIIEPTHU3, TPOBEICHHBIX
JI0 THSI BCTYIUICHHSI B CUITy HacTosiiero denepaibHOro 3aKOHa, OCYIIECTBISETCS B
COOTBCTCTBHH C HACTOAILIIUM q)ellepaJIBHBIM 3aKOHOM Ha OCHOBAHWH JOKYMCHTOB U JaHHBIX,
MPEJICTAaBICHHBIX U MOJTYYSHHBIX JI0 IHS BCTYILJICHUS B CHITy HacTosero deaepanbHOro
3aKOHa, a TaK)Ke Ha OCHOBAaHUH KOIHMH MPEJBAPUTEIFHOTO JOrOBOpa 00s3aTeILHOTO
CTpaxOBaHUs )KU3HHU, 3J0POBBS MAIIIEHTOB, YYaCTBYIOIUX B KIMHUYECKOM HCCIIEI0BAaHUU
JICKApPCTBCHHOTO IIperiapara 11 MCAUITUHCKOI'O IPUMCHCHUA, NJIM KOIIMKU JOTOBOpa
0053aTeNIbHOTO CTPaXOBaHUs KU3HH, 3JJ0POBbS MMAIMEHTOB, YYaCTBYIOIIMX B KIIMHUYECKOM
WCCJICIOBAHHUH JIEKAPCTBEHHOTO TIperapaTa Jyisi MeIUIIMHCKOTO IPUMEHEHUS, TH00
MPEJICTaBICHHON KOMUH IOTOBOpa 0053aTeIbHOTO CTPAXOBAHUS, 3aKJIIOYEHHOTO B COOTBETCTBUHU
C TUIIOBBIMH ITIpaBUJIaMU O65138,T€JIBHOI‘O CTpaxoBaHHs, C YKa3aHUEM HpeHeHBHOﬁ YHUCJICHHOCTHU
MAIMEHTOB, YYaCTBYIOIIUX B KJIMHHYECKOM HCCIIE0BAHUH JIEKapCTBEHHOTO Mpenapara Asis
MEAMIMHCKOTO IPUMEHEHHUS], 0€3 TpeOOBaHUs yIIaThl FOCY1APCTBEHHON MOILIINHBI,
MPEeayCMOTPEHHOM 3aKoHOoMaTeNbeTBOM Poccuiickoit deneparuu o Hasmorax u coopax.

3.5. 3aperucTpupoBaHHbIE B HHOCTPAHHOM BaJIFOTE /10 THS BCTYIUICHUS B CHIJTYy HACTOSIIIETO
<De):[epaanoro 3aKOHa MPEACIbHBIC OTITYCKHBIC [ICHBI HHOCTPAHHBIX HpOI/I3BO,Z[I/ITeJIef/'I Ha
JIEKapCTBEHHBIE MPENapaThl, BKIIOUEHHBIE B IEPEUEHb KUZHEHHO HEOOXOIMMBIX U BaXKHEHUIITNX
JIEKapCTBEHHBIX MPENapaToB, MOAIEKAT MepecueTy B pyosn mo kypcy LlenTpansHoro 6anka
Poccuiickoit denepanuu Ha naty, ycraHoBiaeHHyro [IpaBurensctBoM Poccuiickoit depeparuu,
663 MPEACTABJIICHUS 3asBJICHUA O MEPCCUCTC UCHBI C BHCCCHHUEM COOTBCTCTBYIOIINUX W3MEHCHUH B
TrOCYIapCTBEHHBINA PEECTP MPEAEIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENIEH HA JIEKAPCTBEHHBIE
npernaparhl, BKIIOYEHHbIE B IIepeYeHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX
penaparos.

3.6. 3aperucTpupoBaHHbIE 10 THS BCTYIJIEHUS B CHIIy HacTosero denepanbHOro 3aKOHa
IIpeAesIbHbIE OTIIYCKHBIE LIEHBI POCCUNMCKUX NMPOU3BONTENEH Ha JIEKAPCTBEHHBIE MpENapaThl,
BKJIIOYCHHBIE B TIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BXKHEUIIINX JIEKAPCTBEHHBIX MIPETapaToB,
nojiexat uHaekcanuu ¢ 1 Hosiops 2010 roga ucxoas U3 MPOTHO3UPYEMOTO YPOBHS HHDIIALINH,
ycraHoBieHHOro denepanbHbiM 3akoHOM 0T 2 fekabpst 2009 roga Ne 308-P3 "O denepanbHOM
oropxere Ha 2010 rox u Ha twranoBbeii nepuoy 2011 u 2012 romos"” gHa 2011 rog.

3.7. Ilocne 1 mapta 2011 rona He nomyckaroTCsi IPOU3BOJICTBO M BBO3 B Poccuiickyro
Denepaluio JICKapCTBEHHBIX MPENapaToB B YIIAKOBKAX ¢ MAPKUPOBKOM, KOTOpasi Oblila HAaHECEHA
JI0 THSI BCTYIUICHHS B CUITy HacTosiiero denepaibHoro 3akona. [lo ucrteuenun ykazaHHOro



CpOKa JAaHHBIC JICKAPCTBCHHLIC ITPCIIaPaThl MOT'YT OTITYCKAThCA, pCaIM30BLIBATHCA,
nepeaaBaTrbCia U MPUMCHATHCA 10 UCTCUCHUA UX CPOKaA 'OJJHOCTH.

4. Co nHs BeTymieHus B cuity Hactosero denepanbHoro 3akona u o 30 anpens 2011 roga
BKJIFOYUTENIBHO JJOMYCKAETCS IPOBEJICHUE SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB IKCIIEPTAMU
AKCIIEPTHOTO YUPEKJACHHS 10 TPOXOXKICHHUSI UMM aTTECTAIMK B TIOPSIKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHUTEITLHOW BIIACTH.

5. Co nHs BeryImuieHus B cvuty Hactosiero denepansHoro 3akona u 1o 31 nexadps 2013 roga
BKJIFOYMTENIBHO OCYIECTBIISECTCA MEPEX0]T K IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBUU C ITPaBUIIAMH OpraHU3alluy MPOU3BOACTBA U KOHTPOJISI KAU€CTBA JIEKAPCTBEHHBIX
CPENCTB, YKa3aHHBIMU B 4acTH | cTaTbu 45 Hactosuero eaepanbHOro 3aK0Ha, B IOJHOM
o0peme. Cpoku nepexoia Ipor3BOICTBA JIEKAPCTBEHHBIX CPEACTB K UX IIPOU3BOJICTBY B
COOTBETCTBUU C KOHKPETHBIMU TPEOOBAaHUSMU JaHHBIX MIPABHII, BKIIIOYasi CPOKHU aTTeCTAIlluU
YIIOJTHOMOYEHHBIX JIMLI, YKA3aHHBIX B HacTax 6 u 7 craThu 45 Hacrosmero denepanbHOro
3aKoHa, yctaHaBiuBaroTcs [IpaBurensctBoM Poccuiickoit deneparium.

6. JInneHn3uu Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB, BhIIaHHbIE A0 1 ssuBaps 2014 roxa,
nenctBytot nocie 1 suaps 2014 roga 10 uCTEYEHUs CpOKa UX JACHUCTBHS IPU YCIOBUU
COOTBETCTBUS JIMIIEH3UATA [TPABUJIaM OpraHU3aIluU IPOU3BOICTBA U KOHTPOJISI Ka4eCTBa
JIEKapCTBEHHBIX CPEJICTB, yKa3aHHBIM B yacTu | cratbu 45 HacTosuiero deaepanbHOro 3aKoHa.

7. @opMHUpOBaHUE TOCYIAPCTBEHHOTO 3aJaHKsI Ha TPOBEJCHUE SKCIIEPTU3bI JICKAPCTBEHHBIX
cpencTB deaepatbHOMY roCyAapCTBEHHOMY OOPKETHOMY YUPEKISHHUIO TI0 TPOBEICHUIO
9KCIIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB U (PMHAHCOBOE OOECIeueHUE BBIMOIHEHUS 3TOTO 3a/1aHus
OCYIIECTBIISIIOTCS B IOpAJIKE, ycTaHOBIEHHOM DesiepanbHbIM 3ak0oHOM OT 12 stHBapst 1996 roxa
No 7-@3 "O HEKOMMEPUYECKHUX OpraHu3anusax".

[Ipe3uneHt
Poccuiickoit enepanuu
H.Mensenes
Mocksa, Kpemib

12 anpens 2010 rona
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