POCCHIICKAS ®EJIEPALIVS
®EJEPAJTBHBIN 3AKOH
OB OBPAIIIEHIM JEKAPCTBEHHBIX CPEJICTB

[TpunsT
lNocynapcrBennon {ymoit
24 mapta 2010 rona

Onobpen
Coserom Denepanuu
31 mapra 2010 rona

CHHcoK U3MEHSIOIUX IOKYMEHTOB
(B pen. ®enepanbHbIX 3aKk0HOB oT 27.07.2010 N 192-D3,
or 11.10.2010 N 271-®3, 01 29.11.2010 N 313-D3,
ot 06.12.2011 N 409-®3, ot 25.06.2012 N 93-D3,
oT 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
or 25.11.2013 N 317-®3, ot 12.03.2014 N 33-D3,
o1 22.10.2014 N 313-D3)

I'nasa 1. OBIIUE INOJIOKEHUSA
Cratps 1. [Ipenmer perynupoBanus Hactosero denepanbHoro 3akoHa

1. Hacrosimmii denepanbHblil 3aKOH peryaupyeT OTHOLIEHHS, BOSHUKAIOIIUE B CBSA3H C oOpallleHueM
- pa3palboOTKOHM, JOKIMHUYECKMMHU HCCIIEAOBAHUSAMH, KIMHUYECKUMHU HCCIEIOBAaHUSIMHU, SKCHEPTU3OM,
rOCy/IapCTBEHHOW pErucTpanuel, co CTaHAapTH3alUeil M ¢ KOHTPOJIEM KauecTBa, MPOU3BOJICTBOM,
M3TOTOBJICHUEM, XPaHEHUEM, IIEPEBO3KOM, BBO30M B Poccuiickyro dexnepanuto, BEIBO30M U3 Poccuiickoi
Qenepany, pekiIaMol, OTIYCKOM, peaju3anued, nepefaued, NPUMEHEHHUEM, YHUUYTOKEHUEM
JIEKapCTBEHHBIX CPEJICTB.
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosmmii ®enepanpHplil 3aKOH YCTAHABIMBAECT IPUOPUTET IOCYIapCTBEHHOIO PErYJIMPOBaHUS
0€30MacHOCTH, KauecTBa U 3(PPEKTUBHOCTH JEKAPCTBEHHBIX CPEJCTB IPU UX OOpaIICHUU.
(B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)

Cratbs 2. Cdepa npumenenust Hactosimero denepanbHOro 3aKoHa

Hacrosmuit @enepanbHblil 3aKOH MPUMEHSETCSI K OTHOLICHUSM, BO3HHUKAIOIIUM IPH OOpAaIICeHUU
JIEKapCTBEHHBIX CPEJICTB Ha Tepputopuu Poccuiickon denepannu.

Cratbs 3. 3aKk0HOIaTETHLCTBO 00 0OpaIeHUH JICKaPCTBEHHBIX CPEICTB

1. 3akoHomaTenbcTBO 00 OOpalleHWH JIEKapCTBEHHBIX CPEJICTB COCTOMT M3 HACTOAIIETO
@denepanbHOTO 3aKOHA, JPYruxX (eepalbHBIX 3aKOHOB M HWHBIX HOPMATHUBHBIX IPABOBBIX AaKTOB
Poccuiickoit @enepanuu.

2. levictBue Hactosiiero denepaabHOro 3aKOHA PaclpoCTpaHsIeTcs Ha OOpalleHue HapKOTUYECKUX
JIEKapCTBEHHBIX CPEJICTB U TICUXOTPONHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOEHHOCTEM,
YCTaHOBJICHHBIX  3aKoHoOjarenbCcTBOM  Poccuiickoii  ®enepauun 0  HApKOTUYECKUX  CPEIACTBAX,
IICUXOTPOIHBIX BELIECTBAX U 00 UX MPEKypCcOpax.

3. [eiictBue Hacrosimero @DenepadbHOrO  3aKOHA  paclpocTpaHseTcs Ha  oOpalieHue
pannodapManeBTUYECKUX JICKApCTBEHHBIX CPEACTB C  y4€TOM OCOOCHHOCTEH, YCTaHOBJIEHHBIX
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3aK0oHO1aTeILCTBOM Poccutickoit denepariu B 001acTH o0ecrieueHus paarnaliioOHHON 0€301acCHOCTH.

4. Ecniu MexayHapoJHbeIM JoroBopoM Poccuiickoit denepanny yCTaHOBIEHBI UHBIE [TpaBUIIa, YEM TE,
KOTOpBIE MPEyCMOTPEHBI HAaCTOSIIUM DefepanibHbIM 3aKOHOM, MPUMEHSIOTCS TPaBUiia MEKIYHAPOIHOTO
JIOTOBODA.

5. B Poccuiickoii ®enepanui B COOTBETCTBUU C MEXIAYHApOJIHBIMH JOroBopamMu Poccuiickoit
Oegepan ¥ (WIKM) HAa OCHOBE MPHUHIMIA B3aUMHOCTH MPU3HAIOTCA PE3YJIbTaThl KIMHUYECKUX
MCCIIEIOBAHUH JIEKAPCTBEHHBIX MTPENapaToB JIsl MEIUIIMHCKOTO TPUMEHEHU S, POBEICHHBIX 3a IIpeAcIaMu
teppuropuu Poccuiickon @enepannu.

Cratps 4. OCHOBHBIE IMOHATHA, UCITIOJIB3YCMbBIC B HACTOAIICM (Del[epa.]'IBHOM 3aKOHE

Jlns ueneit Hacrosmero PeaepanbHOro 3aK0OHA UCIOJIb3YIOTCS CIIEIYIOIME OCHOBHBIE TOHATHS:

1) nexkapcTBEHHBIE CpEACTBa - BEIIECTBA WJIM WX KOMOMHALMM, BCTYIMAIOIIME B KOHTAaKT C
OpraHM3MOM YEJIOBEKa WM KUBOTHOTO, NMPOHHMKAKIIWE B OpraHbl, TKAHW OpPraHM3Ma 4YeJIOBEKa WIH
KUBOTHOTO, TPUMEHSIEMbIC s TPOPUIAKTUKH, TUATHOCTHKU (32 HCKIIOYCHHEM BEIIECTB WU HX
KOMOHMHAIINI, HE KOHTAKTHPYIOIIUX C OPraHM3MOM YEJIOBEKa WJIM KHUBOTHOTO), JIeYeHHs 3a00JeBaHUS,
peaduuTaIy, JUIsl COXpaHSHUS, MPEAOTBPAICHUS WIH MPEPhIBAaHUS OCPEMEHHOCTH M TIOJTYYCHHBIC U3
KpOBH, IJIa3Mbl KPOBHU, U3 OPraHOB, TKAHEW OpraHu3Ma 4ejlOBEeKa WM KUBOTHOTO, PACTEHUN, MUHEPAJIOB
METO/JIaMH CHHTE3a WJIM C MPUMEHEHHEM OHMOJIOTMUECKHX TeXHOJOrud. K JieKkapCTBEHHBIM CpelCTBaM
OTHOCSTCS (papMalleBTUYECKUE CYOCTaHIIUU U JIEKAPCTBEHHBIE MTPEMapaThl;

2) dapmareBTHYCCKUE CYOCTaHIIMM - JIGKAPCTBEHHBIC CPEJICTBA B BUJC JICHCTBYIONIMX BEIIECTB
OMOJIOTHYECKOT0,  OMOTEXHOJIOTMYECKOTO, MHHEPAIBHOTO WM  XUMHYECKOTO  MPOHCXOXKICHUS,
obnamaromue (HapMaKoJIOTHUECKON aKTUBHOCTBIO, TPEIHA3HAYCHHBIC JI IPOW3BOJCTBA, M3TOTOBICHUS
JIEKapCTBEHHBIX MPENapaToB U ONpeesomue ux 3pHeKTHBHOCTE;

3) BcIioMoOTraTenbHbIE BEIIECTBA - BEUIECTBA HEOPTAaHUYECKOTO MIJIM OPTaHUYECKOTO ITPOUCXOXKICHUS,
UCIIOJIb3YEMbIE B MPOLIECCE MTPOU3BOJCTBA, U3TOTOBIICHUS JIEKAPCTBEHHBIX IPENapaToB Uil NPHUAAHUS UM
HEOOXOIUMBIX (PU3NKO-XUMHUYECKUX CBOWCTB;

4) nexapCTBEHHBbIE IIpemapaThl - JIEKaPCTBEHHBIE CPEJICTBA B BHUJAE JIEKAPCTBEHHBIX (opM,
MpUMeEHsIeMbIe 1)1 MPOGUIAKTUKH, TUATHOCTUKH, JICUCHHS 3a00JIeBaHus, peaOUIUTaIlUH, TSI COXPAHCHHUS,
MPEIOTBPAIIICHHS] WU TIPEPbIBaHUSI OEPEMEHHOCTH;

5) nexkapcTBeHHas (hopma - COCTOSIHHE JICKAPCTBEHHOTO Ipernapara, COOTBETCTBYIOIIEE CIIOC00am ero
BBEJICHUS M PUMEHEHHS U 00ecIieurBaroIiee JOCTHKEHINE HEOOX0IMMOTO0 JIedeOHOTro 3 dekTa;

6) mepedyeHb JKU3HEHHO HEOOXOAMMBIX W BaKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB - EKErOJHO
yrBepkaaemblii [IpaBurensctBoM Poccuiickoinr denepanuu nepeyeHb JIEKapCTBEHHBIX IPENApaTOB IS
MEUIIMHCKOTO TTPUMEHEHUsI, 00CCTICUNBAIONINX MTPUOPUTETHBIE MOTPEOHOCTH 3IPAaBOOXPAHEHUS B LEJSAX
npoUIaKTUKU U JIeYeHHs 3a00JeBaHUIl, B TOM 4YMCle MPeoOdIaaolnux B CTPYKType 3a00JIeBaeMOCTH B
Poccuiickoit ®enepanuu;

7) UMMYHOOMOIIOTWUYECKHME  JIEKApCTBEHHbIE  MpemapaThl -  JIEKApPCTBEHHBIE  IperapaThl
OMOJIOTMYECKOTO  TPOUCXOXKJICHUS, TpPEJHA3HAUYCHHBIE IS  HMMYHOJIOTMUYECKUX  JIMaTHOCTHUKH,
npo(UTAKTUKY U JICYSHHsI 3a00IeBaHMIA;

8) HapKOTHYECKHE JIEKapCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIE Tpermaparbl U (papManeBTHUYECKHE
cyOCTaHIINH, coAepKallie HApKOTUYECKUE CPECTBA U BKItOUeHHBIC B [lepedeHh HAPKOTHYECKUX CPENICTB,
MICUXOTPOMNHBIX BEIIECTB M HMX MPEKYpCOPOB, MOIJEkKaIMX KOHTpoiwo B Poccuiickon denepanuu, B
COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoit @Peaepannu, MeXKIyHAPOAHBIMU JIOTOBOPAMHU
Poccuiickoit @enepanuu, B ToM unciie EqnHON KOHBEHIIMEN O HAPKOTHYECKUX cpeacTBax 1961 roxa;

9) NCUXOTpONHBIC JIEKAPCTBEHHBIE CPENICTBA - JIGKAPCTBEHHBIC MpemapaThl U (apMaleBTUIECKUe
cyOCTaHINM, COJEPIKaIMe ICUXOTPOITHBIE BEMIECTBA U BKIIFOUCHHBIC B [lepeueHb HApKOTUYECKHUX CPE/ICTB,
MICUXOTPONHBIX BEIIECTB U MX MPEKYpCOpOB, MOAJIEekKAIMX KOHTpodto B Poccuiickoit ®denepaiuu, B
COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoi @Peaepanuu, MeXIyHaApOAHBIMH JIOrOBOpaMU
Poccuiickoit denepanuu, B ToMm uncie KoHBeHimei o ncuxoTponHeix Bemectsax 1971 roxa;

10) pamnodapmainieBTHUECKUE JIEKAPCTBEHHBIE CPENICTBA - JICKAPCTBEHHBIE CPEICTBA, KOTOPHIC
COJIep’KaT B TOTOBOW JUIsl UCHONB30BaHUs (pOpME OMUH PAIUOHYKIWI WIM HECKOIBKO PaJHOHYKIHIOB
(pammoaKTUBHBIX U30TOIIOB);

11) opurnHajibHOE JIEKAPCTBEHHOE CPEJCTBO - JIEKAPCTBEHHOE CPEICTBO, COJIEPIKAIEe BIEPBBIC
MOJIYYCHHYIO  (papMarleBTUYECKYI0 CYOCTaHIIMIO WJIM HOBYIO KOMOWHANuio  (papMameBTHIECKUX
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cyOcTannmii, 3(HeKTUBHOCTh U 0€30MaCHOCTh KOTOPBIX IMOATBEPIKIICHBI PE3yJIbTaTaMH JOKIMHUYECKUX
MCCIIEJOBAaHUM JIEKAPCTBEHHBIX CPEICTB U KIMHUUYECKUX MCCIEA0BAaHUN JIEKAPCTBEHHBIX IIPENapaTos;

12) Bocripou3BeCHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEICTBO, COJEPIKAIIIEE TAKYIO e
(dapManeBTHYECKyI0 CYOCTaHIIMIO MM KOMOMHALIMIO TAaKWX K€ (hapMaleBTHYECKUX CYOCTaHIMU B TaKOM
e JICKapCTBEHHOM (popme, UTO U OpUTMHAIBHOE JIEKAPCTBEHHOE CPE/ICTBO, U MOCTYIHUBIIEE B oOpalieHune
10CJI€ OCTYIJICHUS B 00paIlleHne OPUTHHAIIBHOTO JIEKAPCTBEHHOTO CPEZCTBA;

13) nexapcTBEHHOE PACTUTEIBHOE CHIPbE - CBEXKHE WM BBICYIIEHHBIE pacTEHHUS JUOO WX YacTu,
UCIIOJIb3YEMBIE JUISl IIPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB OPraHU3alUsSIMU - IPOU3BOJUTENSMU
JICKaPCTBEHHBIX CPEJICTB WM HM3TOTOBJICHUS JIEKAPCTBEHHBIX IMPENapaToB alTEYHBIMU OPraHU3aALUSIMU,
BETEPUHAPHBIMU AaNTEYHBIMU OPraHU3alUSIMU, WHIUBUAYAIBHBIMU MPEANPUHUMATEISIMU, UMEIOIIUMHU
JIMIIEH3UIO Ha (papMalieBTUUECKYIO 1S TebHOCTD;

14) nexapCTBEHHBIH paCTUTEIBHBIA Ipenapar - JICKApCTBEHHBIM TMperapaTr, MPOU3BEICHHBIN WIH
M3TOTOBJIEHHBIN M3 OJHOIO BHUJA JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIPbSl MM HECKOJBKHX BHJIOB TaKOTO
CBIPBS U pean3yeMblil B pachacoBaHHOM BUJIE BO BTOPUYHOM (IOTPEOUTEIHCKOI) yIIaKOBKE;

15) romeonarnueckoe JEKapCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEICTBO, MPOM3BEIECHHOE WU
W3TOTOBJICHHOE M0 CHEIHabHON TeXHOJIOTUH;

16) MexayHapoAHOE HENAaTEeHTOBAHHOE HAaMMEHOBAHME JIEKAPCTBEHHOI'O CPEJCTBA - HAMMEHOBAHUE
dapmalieBTUYECKOM cyOCcTaHIIMU, peKOMEHA0BaHHOe BecemupHOil opranuzanueit 31paBooXpaHeHHUs;

17) ToproBoe HauMEHOBaHUE JIEKAPCTBEHHOI'O CPEJCTBA - HAUMEHOBAHHUE JIEKAPCTBEHHOI'O CPENICTBA,
MPUCBOECHHOE €ro Pa3paboTUYUKOM;

18) obmas ¢apmakoneiiHasi cTaThsi - JTOKYMEHT, YTBEP)KACHHBIH YIMOJTHOMOUYEHHBIM (penepanibHbIM
OpraHOM HCIIOJTHUTEIBHOW BJIACTH M COJIEpKallUil MepeueHb MoKa3aresield KauecTBa M (WJIM) METO/OB
KOHTpPOJISI KauecTBa KOHKPETHOM JIEKApCTBEHHOW (HOPMBI, JIEKAPCTBEHHOI'O PACTUTENBHOIO ChIPbS,
OMHCAaHUA OMOJOTUYECKHX, OMOXMMHUYECKUX, MUKPOOHOIOTHYECKHUX, (PUZUKO-XUMHUECKUX, (PU3NYECKUX,
XUMHUYECKUX M APYTUX METOJOB aHaIM3a JIEKaPCTBEHHOI'O CPEJCTBA JUIsl MEAMIIMHCKOTO NPUMEHEHUs, a
Tak)ke TpeOOBaHUs K MCIOJb3YEeMbIM B ILIENSX MPOBEICHUS aHHOTO aHajlh3a peakTHBaM, TUTPOBAHHBIM
pacTBOpam, UHJIMKATOPAM;

19) dpapmakomneiiHas cTaThs - JOKYMEHT, YTBEPXKJACHHBIN YIIOJTHOMOYEHHBIM (e/iepaabHbIM OpPraHOM
WCTIOJTHUTEIIBHOM BJIACTH M COAEp KAIIUN MEPEUCHb NOKa3aTeIel KauecTBa U METOJI0B KOHTPOJISI KaueCcTBa
JIEKapCTBEHHOI'O CPEJCTBA ISl MEAULIMHCKOTO IPUMEHEHUS;

20) HOpMaTHBHasi JOKYMEHTalusi - JOKYMEHT, COJEpXKalluid MepeyeHb OIpenesieMbIX 110
pe3yspTaTaM COOTBETCTBYIOUIMX JKCIEPTHU3 II0KA3aTeIel KadyecTBa JIEKapCTBEHHOIO CpEACTBA s
MEAMIMHCKOTO TPUMEHEHHU S, METOJI0OB KOHTPOJISl €r0 Ka4eCTBA U YCTAHOBJIEHHBIN €0 MPOU3BOIUTENIEM;

21) HOpMAaTUBHBIA JOKYMEHT - IOKYMEHT, COJAEpKaIlIUi MepeyeHb ONpeesieMblX MO0 pe3yibTaramMm
COOTBETCTBYIOIIMX SKCIIEPTU3 MTOKa3aTelel KauecTBa U (MJIM) METOAO0B KOHTPOJISI Ka4eCTBa JIEKapCTBEHHON
¢dopmbl, omnucaHuss OHUOJIOTUYECKUX, OMOXUMHYECKHX, MHUKPOOHOIOIMYECKHX, (PU3UKO-XUMUYECKUX,
Gu3NYECKUX, XUMUYECKUX M JAPYTUX METOJOB aHallM3a JIEKApCTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO
NpUMEHEHHs, TpeOOBaHUSA K HCHOJNb3YEeMBIM B LENSIX IPOBEACHUS JAHHOIO aHAJINW3a peakTHBaM,
TUTPOBAHHBIM PacTBOpaM, MHIUKATOPaM U YCTAHOBJIEHHBINH €ro IPOU3BOJUTENEM;

22) Ka4ecTBO JIECKApPCTBEHHOI'O CPEJCTBA - COOTBETCTBHE JIEKAPCTBEHHOTO CPEACTBA TPEOOBAHUSM
dapmakorneiHoil ctaTbu MO0 B Clydyae €€ OTCYTCTBHS HOPMAaTHUBHOM TOKyMEHTAIlMU WJIK HOPMaTUBHOTO
JIOKYMEHTA;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEJICTBA - XapaKTEpPUCTHKA JIEKapCTBEHHOTO CPEACTBA,
OCHOBaHHAsl Ha CPAaBHUTEIILHOM aHaNu3€e ero 3((HeKTUBHOCTH U PUCKA IPUUUHEHHS Bpe/ia 37J0POBbIO;

24) >(h@exTUBHOCTb JIEKApPCTBEHHOTO IIpernapara - XapaKTEpUCTUKA CTENEHU IOJOKUTEIBHOTO
BIMSHUS JICKQPCTBEHHOTO TMIperapara Ha TEYeHHE, MPOJOIDKUTEIBHOCTh 3a00JIeBaHUSI WM  €ro
IpeoTBpalleHNe, peaduINTAalNI0, Ha COXPaHEHUE, MPeA0TBpallleHHe WK IpephIBaHNe OEpEMEHHOCTH;

25) cepus JIEKapCTBEHHOT'O CPEICTBA - KOJMYECTBO JIEKAPCTBEHHOI'O CPEJCTBA, NMPOU3BEICHHOE B
pe3ynbTare OJHOTO TEXHOJIOTHYECKOTO LIUKJIIA €T0 MPOU3BOAUTENEM;

26) perucTpalMOHHOE yJOCTOBEPEHME JIEKAPCTBEHHOIO Ipernapara - JOKYMEHT, MOATBEeP KIAoIIni
(akT rocy1apcTBEHHOMN perucTpaiiy JeKapcTBEHHOIO Mpenapara;

27) perucTpallMOHHBI HOMEp - KOJ0BOE 0003HAUYE€HHUE, MPUCBOCHHOE JIEKAPCTBEHHOMY IIperapary
IIPU €r0 TOCYIapCTBEHHON PErUCTpaluy;

28) oOpamieHue JEKapCTBEHHBIX CPEACTB - pa3pabdoTKa, JOKIMHUYECKUE WCCIEAOBAHUSA,
KJIMHUYECKHE HCCIIEeIOBaHUs, SKCIEePTH3a, TOCYyJapCTBEHHAs PETrUCTpalus, CTaHAapTH3alus U KOHTPOJb



KayecTBa, MPOU3BOJCTBO, U3TOTOBJICHHE, XpaHEHHUE, MepeBo3Ka, BB03 B Poccuiickyio denepannio, BbIBO3
n3 Pocculickoii denepanuu, pekiiama, OTIYCK, peajau3auus, Iepenada, NPUMEHEHHE, YHHUUYTOKCHHUE
JIEKapCTBEHHBIX CPEJICTB;

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

29) cyOBeKkThl OOpalleHusi JEeKapCTBEHHBIX CPEACTB - (U3WYECKUE JIMIA, B TOM 4YHUCIE
WH/IMBUYaJIbHBIC TPEANPUHUMATENN, W IOPUIUYECKUE JIUIA, OCYLIECTBISIONIME JACATEIbHOCTh TPU
oOpallleHuH JIEKapCTBEHHBIX CPEJICTB;

30) pa3paboTuuK JIEKAPCTBEHHOI'O CPEACTBA - OpPTaHU3AIMs, O0JIagaroniasi IpaBaMu Ha Pe3yIbTaThl
JOKJIIMHUYECKUX MCCIIeI0BAaHUM JIEKAPCTBEHHOTO CPEACTBA, KIIMHUYECKUX HCCIIEIOBAHUM JIEKapCTBEHHOTO
mpernapara, a Tak)ke Ha TeXHOJIOTHIO MPOU3BO/ICTBA JIEKAPCTBEHHOTO CPE/ICTBA;

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB - JEATEIbHOCTh IO TMPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEIICTB OpraHU3alUsIMU - TPOU3BOJUTEISIMU JICKAPCTBEHHBIX CPEACTB Ha OJJHOM CTaINH, HECKOJIbKUX WIIN
BCEX CTaJMsIX TEXHOJOTMYECKOrO MpOLEecca, a TaKkKe I0 XPAHEHUI0 M pPealN3aluu TMPOU3BEICHHBIX
JICKapCTBEHHBIX CPEJICTB;

32) mpou3BOAUTENDL JIEKAPCTBEHHBIX CPEACTB - OpraHu3alMsl, OCYLIECTBIISIIOIIAs MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOoBaHUsAMHU HacTosiero denepaabHOro 3aK0Ha;

33) dapmaneBTHUecKas NEATEIBHOCTh - JIEATEIBHOCTh, BKJIIOYAIONIAs B CE0S ONTOBYIO TOPTOBIIIO
JICKapCTBEHHBIMU CPEICTBAMU, UX XPaHEHUE, IePEBO3KY U (MJIH) PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU
npenapaTamu, UX OTITyCK, XpaHEHHE, IEPEBO3KY, H3TOTOBJICHUE JICKAPCTBEHHBIX MPENapaToB;

34) opraHuzanmus = ONTOBOM  TOPrOBIM  JIGKAPCTBEHHBIMU  CPEACTBAMH -  OpraHU3allus,
OCYIIECTBIISIIONIAsE ONTOBYIO TOPTOBIIO JIGKAPCTBEHHBIMU CpPEACTBAMH, WX XpaHEHHUE, IEPEBO3KY B
COOTBETCTBUH ¢ TpeOoBaHUsAMHU HacTosAlero denepanbHOro 3aKoHa;

35) anre4yHas opraHW3anMs - OPTaHU3aAMs, CTPYKTYpHOE TMOApa3feieHHEe MEIUIIMHCKOMI
OpraHMU3aIfK, OCYIISCTBISIONINE PO3HUYHYIO TOPTOBIIO JIGKAPCTBEHHBIMU IIpermapaTamMH, XpaHEHUE,
NIEPEeBO3KY, M3TOTOBJICHUE M OTIYCK JICKAPCTBEHHBIX IPENapaTtoB s MEIUIIMHCKOTO NPUMEHEHUS B
COOTBETCTBUH ¢ TpeOoBaHUsAMU HacTosiero deaepaabHOro 3aK0HA;

(B pen. denepanpHoro 3akoHa ot 25.11.2013 N 317-03)

36) BerepuHapHas anTe4yHas OpraHM3allds - OpraHM3alus, CTPYKTYpHOE MOJpa3/eleHue
BETEPUHAPHOW OpTaHU3aIMH, OCYIIECTBISIONINE PO3HUYHYIO TOPTOBIIO JEKAPCTBEHHBIMH MperapaTamH,
XpaHEHHEe, W3TOTOBJIEHHME M OTIYCK JIEKAPCTBEHHBIX MpPENaparoB /Js BETEPUHAPHOTO NPUMEHEHHS B
COOTBETCTBUU C TPeOOBAaHUAMH HacTosMIEro deaepaibHOrO 3aKOHA;

37) panbcupuuMpPOBaHHOE JEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEJCTBO, COMPOBOKIAEMOE
JI0’KHOU MH(OpMaIen 0 ero coctaBe v (KWJIu) MPOU3BOIUTEIE;

38) HemoOpokaueCTBEHHOE JIEKApCTBEHHOE CpPEACTBO -  JIEKAPCTBEHHOE  CPENCTBO, HE
COOTBETCTBYIOIIEE TPeOOBaHUAM (papMakoONeHHOW cTaThu JIMOO B CiIydae €€ OTCYTCTBUSA TpeOOBaHUSIM
HOPMAaTHUBHOM JJOKYMEHTAIMH WJIX HOPMATUBHOTO JOKYMEHTA;

39) koHTpadakTHOE JEKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPEACTBO, HAXOAIIEECS B 000POTE C
HapyLIEHUEM TPaKJaHCKOT0 3aKOHO/1aTeNIbCTBA;

40)  JOKIMHUYECKOE  MCCIENOBAaHHWE  JIEKAPCTBEHHOTO  CpEACTBa -  OMOJIOTHYECKHE,
MHUKPOOHOJIIOTHYECKHE, HWMMYHOJIOTUYECKHE, TOKCHKOJOTHUYECKHe, (apMakoJorudyeckue, (usnyeckue,
XUMHYECKHE W JPYrHe MCCICTOBAHUS JIEKAPCTBEHHOTO CPEJICTBA MyTEM MPHUMEHEHHS HAYYHBIX METOIOB
OLIEHOK B IIEJISIX MOJIyYEHUS J0Ka3aTesbCTB 0€30MacHOCTH, KadecTBa U dPPEKTUBHOCTH JICKAPCTBEHHOTO
CpeICTBa;

4]1) KJIMHUYECKOE WCCIIEOBAaHUE JICKApPCTBEHHOIO TIpenapara - U3y4eHHE JAMAarHOCTHYECKUX,
Je4eOHbIX, MPOPHIAKTUYECKUX, PapMaKOIOrHUYEeCKUX CBOMCTB JIEKAPCTBEHHOI'O IIperapara B MPoIecce ero
NPUMEHEHUS Y YeJIOBEeKa, )KUBOTHOT'O, B TOM YHCJIE MPOLIECCOB BCACBIBAHUS, paclpeieiIeHNs, U3MEHEHUS U
BBIBEJICHHS, ITTyTeM NPUMEHEHHS HAayYHBIX METOJIOB OIIGHOK B IENIAX IONYyYCHHS JIOKA3aTEeIIbCTB
0€30MacHOCTH, KadecTBa M A(P(PEKTUBHOCTH JIEKApCTBEHHOTO IIpernapara, JaHHBIX O HeKeJIaTelbHbIX
peakuusax opraHu3Ma 4deioBeKa, )KUBOTHOTO Ha MPUMEHEHHUE JIEKapCTBEHHOIo mpemnapara u 00 sdexre
€ro B3aUMOJCWUCTBUS C JPYTMMH JIEKAPCTBEHHBIMU NpenapaTaMd W (MJIM) MUILEBBIMU MPOAYKTaMH,
KOpMaM¥;

42) MHOTOLIEHTPOBOE KJIMHUYECKOE HCCIIEJIOBaHME JIEKAPCTBEHHOI'O Mpenapara A MEIUIIMHCKOTO
MPUMEHEHHUS - KIIMHUYECKOEe HCCIe0BaHNE JIEKAPCTBEHHOTO Mpernapara Uil MEAUIUHCKOTO pUMEHEHUS,
IPOBOIUMOE Pa3paboTUMKOM JIEKaPCTBEHHOTO MpenapaTa B AByX U 0ojiee MEIUIIMHCKUX OPTaHU3aIHsIX 1O
€MHOMY MPOTOKOJIY KIMHUYECKOTO HCCIIEI0BaHuUs JIEKapCTBEHHOTO Mpenapara;
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43) MexayHapoJHOE MHOTOLIEHTPOBOE KIMHUYECKOE UCCIIEOBaHNEe JEKapCTBEHHOTO Mpemnapara Jiuis
MEAMIMHCKOTO NPUMEHEHUs - KIMHUYECKOE UCCIIEJOBAHME JIEKapCTBEHHOIO Ipenapara Ajs
MEAMIIMHCKOTO MPUMEHEHUs, MPOBOJMMOE pPa3pabOTUYMKOM JIEKAPCTBEHHOTO IMperapaTa B Pa3IMYHBIX
CTpaHax I10 €IMHOMY IIPOTOKOJIy KIIMHUYECKOT0 UCCIIE0BAaHUS JIEKAPCTBEHHOTO Mpenapara;

44) MOCTpErucTpalMOHHOE KIWHUYECKOE MCCIEeIOBaHUE JIEKAPCTBEHHOIO Ipenapara Ui
MEAMIMHCKOTO IPUMEHEHHUS - KIMHUYECKOE HCCIIEJOBAaHME JIEKapCTBEHHOI'O Ipemnapara s
MEAMIIMHCKOTO MPUMEHEHUS, MTPOBOAMMOE IPOU3BOJIUTENIEM JIEKAPCTBEHHOIO Mperapara, rpakKIaHCKUi
000pOT KOTOPOIO OCYILLECTBIISIETCS IOCJIE TOCYJAapCTBEHHON pEerucTpanyu, B LENIAX JIONOJIHUTEIbLHOTO
cbopa JaHHBIX O ero 0e3onmacHOCTU U 3()(PEKTUBHOCTH, PACIIUPEHUS MOKA3aHUM K MPUMEHEHHUIO TAHHOTO
JIEKapCTBEHHOT'O Iperapara, a Tak)Ke BBISIBJICHHS HEXKENaTeIbHbIX peaklUi MaleHTOB Ha ero JICHCTBUE;

45) wuccnenoBanue OWOIKBHBAJICHTHOCTH JIGKAPCTBEHHOTO Iperapara - BHJ KIMHAYECKOTO
UCCJIEIOBAHMSI JIEKAPCTBEHHOT'O Ipernapara, MPOBEJACHHE KOTOPOTO OCYILECTBISETCS ISl ONpeaeicHUs
CKOPOCTH BCACBhIBaHHsSI M BBIBEJICHHS (hapMaIleBTUYECKON CyOCTaHIIMH, KOJHYECTBAa (apMalieBTUYECKON
CcyOCTaHIIMH, JOCTUTAIOLIET0 CUCTEMHOTO0 KPOBOTOKA, U PE3y/IbTaThl KOTOPOTO MO3BOJISIOT ClIeTaTh BBIBOJ
0 OMOPKBUBAJICHTHOCTH BOCIPOM3BEACHHOTO JIEKAPCTBEHHOTO MpETapara B ONPeIeIeHHBIX JIEKapCTBEHHOU
dbopMe 1 103UPOBKE COOTBETCTBYIOIIEMY OPUTHHAIILHOMY JIEKAPCTBEHHOMY IIperapary;

46) wuccieqoBaHME TEPaNEeBTHUUECKONM HKBUBAJIEHTHOCTU JIEKAPCTBEHHBIX I[IpPENaparoB - BUJ
KIIMHUYECKOT'O UCCIICIOBAHMS JIEKAPCTBEHHBIX IPENapaToB, MPOBEAECHHUE KOTOPOTO OCYIIECTBISETCS IS
BBISIBJICHHS OJJMHAKOBBIX CBOWCTB JICKAPCTBEHHBIX MPENApaTOB ONPEICICHHON JIeKapCcTBEHHOU (HOpPMBI, a
Tak)Ke HaJTU4Ms OJIMHAKOBBIX MOKa3aTenell 0e30macHoCTH U 3P(EeKTUBHOCTHU JIEKAPCTBEHHBIX MPENapaToB,
OJIMHAKOBBIX KIIMHUYECKHUX dP(HEKTOB IPH UX MPUMCHCHHH;

47) mpOTOKOJI KIMHUYECKOTO HCCIENOBAHMS JEKapCTBEHHOTO IpermapaTa - JOKYMEHT, B KOTOPOM
ONpeAeATC 1eU, (OPMbl OpraHU3allMM M METOAOJIOTUS IPOBEACHUS KIMHUYECKOI'O HCCIEI0BaHUS,
CTaTHUCTUYECKUE METOJbl O0paOOTKH pe3yJabTaTOB TaKOI'O HCCIENIOBAHUS W MeEpbl IO OOECHEYEHHUIO
0e30macHOCTH  (U3MYECKHUX JIMI, YYaCTBYIOIIMX B KIMHHYECKOM HCCJICIOBAHUN JIEKAPCTBEHHOTO
npernapara;

48) Opomrtopa HcclenOBaTENs - CBOJHOE M3JI0KEHUE PE3YJbTAaTOB JOKIMHUYECKOTO HCCIICIOBAHUS
JIEKaPCTBEHHOI'O CPEJCTBA M KIMHUYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOIO IIpenapaTa sl MEAULIUHCKOTO
IPUMCHCHUS;

49) nH(popMaIIMOHHBIN JIMCTOK MAaIMEHTa - JJOKYMEHT, B KOTOPOM COJiepKaTcs B JOCTYMHOU (hopme
CBEJICHMSI, Kacarolluecs MPOBOJUMOr0 KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOTO Ipemnapara, U B
NUCbMEHHON (opMe J0OpOBOJIBHOE COIJIacHe MAaIMeHTa Ha Y4YacTHe B KIMHMYECKOM MCCIEOBAHUU
JIEKapCTBEHHOI'0 Iperapara Mocje O3HAaKOMIIEHHS C OCOOEHHOCTSIMM KIMHUYECKOTO HCCIeI0BaHus,
UMEIOITIMH 3HaUYEHHUE JJIsl BEIPAKESHHs TAKOTO COTJIacHs;

50) moboyHOE ACHCTBUE - peaKlsl OpraHu3Ma, BO3HUKIIAS B CBSI3U C IPUMEHEHHEM JICKapCTBEHHOTO
mpemapata B J103aX, PEKOMEHIYEMbIX B HWHCTPYKLIHUU IO €ro NPUMEHEHUIo, ISl TPO(UIAKTHKH,
JMArHOCTHKH, JIeYeHUs 3a00JIeBaHUs WIH JUIsl peaOuTuTallH;

51) cepbe3Hass HexenaTelbHAas peakIUs - HEXeNaTeNbHas peakius OpraHu3Ma, CBsI3aHHAs C
PUMEHEHHEM JIEKapCTBEHHOT'O IIperapara, MpuBeAlas K CMEPTH, BPOXKIEHHBIM aHOMAJIUSM UM IOPOKaM
pa3BUTHs J100 MpencTaBisonias co00i yrpo3y XU3HH, TpeOyrolias TOCHUTAIN3alUK WIK TPUBEAIAs K
CTOMKOM yTpaTe TPYA0CTIOCOOHOCTH U (MM ) UHBAJIUTHOCTH;

52) HempeABUACHHAS HEXelaTelbHasl peakius - HeXenareabHas peakius opraHu3ma (B TOM YHCIe
CBSA3aHHAs C IPUMEHEHUEM JIEKapCTBEHHOTO IIpernapara B COOTBETCTBUM C HHCTPYKIUEH IO €ero
NPUMEHEHHIO), CYIIHOCTh M TSKECTh KOTOPOW HE COOTBETCTBYIOT HH(OpPMAIMM O JIEKaPCTBEHHOM
npernapare, coJiepkalieiicss B MHCTpYKIIMHU 10 €r0 MIPUMEHEHHIO;

53) peuent Ha JeKapCTBEHHBIH IpenapaT - MUCbMEHHOE Ha3HAUYEHUE JIEKapCTBEHHOTO Ipernapara o
YCTaHOBJIEHHON (popme, BbIAAHHOE MEAMIIMHCKUM WM BETEPUHAPHBIM PaOOTHUKOM, UMEIOIIUM Ha 3TO
IpaBo, B IEJIAX OTITYCKa JIEKAPCTBEHHOT'O MpernapaTa Wil €ro U3roTOBJICHUS U OTITyCKa,

54) TpeboBaHME MEIULMHCKONW OpraHu3alid, BETEPUHAPHOW OpraHu3alud - JOKYMEHT
YCTaHOBJIEHHOW (POPMBI, KOTOPBI BBHIMHCAH MEIUIIMHCKAM WU BETEPHUHAPHBIM PaOOTHUKOM, MUMEIOIIUM
Ha 3TO MpaBO, U COAEPKHUT B NMUCBMEHHOW (opMe yKka3aHHe amnTeyHOW OpraHu3aluu 00 OTIyCKe
JIEKapCTBEHHOTO Mperapara Win O €ro U3rOTOBJICHUH U 00 OTITycKe Al o0ecredeHus JedeOHoro mporecca
B MEIMIIMHCKON OpraHu3aliy, BETEpUHAPHOW OpraHU3aIiu.

Iaasa 2. IOJJHOMOUYUSA ®EJAEPAJBHBIX OPTAHOB UCITIOJTHUTEJIBHOM



BJACTH, OPTAHOB HCIIOJITHUTEJILHOM BJACTHU CYBFBEKTOB POCCUMCKOM
OEJIEPAIINUA ITPU OBPAIIEHUU JIEKAPCTBEHHBIX CPEACTB

Cratess 5. IlomHomoums (enepaabHBIX OpPraHOB WCIIOTHUTEIBHOW BIIACTH TIPH OOpaIleHUU
JIEKapCTBEHHBIX CPEJICTB

K nomHoMouusM QenepanabHbIX OpPraHOB MCIOJHUTEIBHON BJIACTH MPU OOPALEHUU JIEKAPCTBEHHBIX
CPEJCTB OTHOCSTCSL:

1) mpoBenenne B Poccuiickoii dDenepanuu €AMHOW TOCYAAPCTBEHHOM IIOJIMTHKH B 00JIaCTH
o0ecreueHus JIeKapCTBEHHbIMU IIpenapaTaMy rpaxkJiad Ha Tepputopun Poccuiickoit @enepanumy;

2) yrBepxknaeHue oOmMX (apMaKONEHHBIX cTaTei, (apMakomelHBIX CTaTed, U3AaHue
rocyJapcTBEHHOH (papmakorney;

3) ocymiecTBIE€HHE TOCYAapCTBEHHOIO KOHTPOJsS (Haja3opa) B cdepe oOpaiieHHs JIeKapCTBEHHBIX
CPEACTB;

(B pea. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

4) nuuEeH3UpOBaHUE IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (hapMalleBTUUECKON NeATEbHOCTH B
COOTBETCTBHUU C 3aKOHOJATENLCTBOM Poccuiickon denepanny;

5) opraHuzanMs SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB, 3THYECKOM SKCIEPTU3bl BO3MOXHOCTHU
IIPOBEJCHUS KIMHUYECKOT0 HCCIIe0BaHNUs JIEKapCTBEHHOT' O Ipernapara i MEAUIIMHCKOrO IPUMEHEHMUS],

6) Bbla4ya pa3pelieHUi Ha MPOBEJEHHUE KIMHUYECKUX HMCCIEJOBAHUMN JIEKapCTBEHHBIX MpenapaTos,
BEJICHUE peecTpa BBbIJAHHBIX pa3pelleHUil Ha MPOBEJIEHUE KIMHUYECKHUX HCCIEIOBAHUM JIEKAPCTBEHHBIX
[penapaTos;

7) rocyaapcTBEHHAs! PErUCTpalltsl JIEKAPCTBEHHBIX MIPENapaToB, BEAEHNUE IOCYAapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPE/ICTB;

8) MHCIEKTUpPOBaHHE NPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB Ha COOTBETCTBUE IIpaBUIIaM
OpraHu3alMi IPOM3BOJCTBA M KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX CPEJCTB, BblJaua 3aKIIOUEHHH O
COOTBETCTBUH IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMUSAM MTPABHII OPTaHU3AIMH ITPOU3BOICTBA
Y KOHTPOJISI KAUECTBA JIEKAPCTBEHHBIX CPEACTB;

9) rocynapcTBeHHasi pErUCTpalisl YCTAaHOBJIEHHBIX MPOU3BOAMTEISIMHU JIEKAPCTBEHHBIX IMPENapaTroB
HpeJeNbHbIX OTIYCKHBIX IIeH Ha H3HEHHO HEOO0XOAMMBbIE M BaKHEWIIME JIEKapCTBEHHbIE Mpernaparbl U
BEJICHHE TOCYAApCTBEHHOIO pPEecTpa IMpelelbHBIX OTIYCKHBIX II€H NMPOU3BOJIUTENEH Ha JIEKapCTBEHHBIE
npenapaTthl, BKIIOYEHHbIE B IMEpeYeHb JKU3HEHHO HEOOXOAMMBIX W BaXXHEHWIIMX JIEKapCTBEHHBIX
IIpEenapaTos;

10) ycTaHoBieHHE TOPsI/IKAa BBO3A JIEKAPCTBEHHBIX CPEJCTB Ha TeppuTopHio Poccuiickoit deneparuu
Y BBIBO32 JIEKAPCTBEHHBIX CPEJCTB ¢ Tepputopuu Poccuiickon @enepanny;

11) co3nanue coBETOB MO BONPOCaM, CBA3aHHBIM C 0OpallleHueM JIeKapCTBEHHbIX CPE/ICTB;

12) aTTecTarus u cepTU(UKALHS CICIIUATICTOB;

13) yrpatun cuiy c 1 cents6ps 2013 roga. - deaepanpusbiit 3akoH ot 02.07.2013 N 185-D3;

14) MOHUTOPUHT 0€30IaCHOCTH JIEKAPCTBEHHBIX NPENapaToB;

15) yuacTre B MEXIyHapOJAHOM COTPYJHUUYECTBE;

16) nonydyeHue mo 3anpocaM yHOJIHOMOYEHHOTO (eiepallbHOrO OpraHa UCIOJHUTENbHOM BIACTH OT
OpraHOB MCIIOJIHUTEIBHOM BIacTH cyObekToB Poccuiickoit deneparium, a Takke OT CyObEKTOB 00paleHus
JIEKaPCTBEHHBIX CPEJACTB JUIsI MEIUIIMHCKOTO MpUMEHEeHUs MHGOpMaluu MO BOIPOCAaM YCTAaHOBIICHUS U
IpUMEHEHHUS 1IeH Ha JIEKapCTBEHHBIE MpenapaThbl U Hal0aBOK K HUM;

17) npuMeHeHue Mep OTBETCTBEHHOCTH 3a HapyIlIeHHe 3aKoHoAaTenbcTBa Poccuiickoit @eneparum.

Cratps 6. [lonHOMOYMS OpPraHOB HCIOJIHUTENBHON BiacTH cyObekTa Poccuiickoit @enepanuu mnpu
00palIeHNH JIEKAPCTBEHHBIX CPEJICTB

K mnonHoOMOYMSIM OpraHoB HCIOJHUTENbHOM BiacTu cyObekTa Poccuiickoit ®enepanuu npu
oOpallleHUH JIEKapCTBEHHBIX CPEJCTB OTHOCSTCS:

1) pa3paboTka U peanu3alysi PerHOHAIBHBIX MPOrpaMM OOECTIeueHHsI HACEICHUs JIeKapCTBCHHBIMU
IpernapaTamy;

2) ycTaHOBIJIEHHE TPEACTbHBIX Pa3MEpPOB ONTOBBIX HAJA0AaBOK M MPEACIBHBIX Pa3MEPOB PO3HHUHBIX
Ha/l0aBOK K (PAaKTUYECKHM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOMU3BOJUTEISIMU JIEKapCTBEHHBIX
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npenapaToB, Ha JIEKAPCTBEHHBIC NpenapaThl, BKIIOYCHHBIC B IEPECYCHb JKU3HEHHO HEOOXOTUMBIX H
BaXHEHUIIINX JIEKAPCTBEHHBIX MPENAPaTOB,;

3) OCYIIECTBIIEHHE pPErHOHAIBFHOTO TOCYJAapCTBEHHOTO KOHTPOJS 3a MpPHMEHEHWEM IIeH Ha
JICKapCTBCHHBIE TMpernapaThl, BKIIOYCHHBICE B IEPEUYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIHMX
JICKApCTBCHHBIX IPENapaToB, OpraHU3alMsMHA ONTOBOW TOPIOBJIH, alTEYHBIMH OpPTaHU3ALUSMH,
WHAWBUIYAILHBIME MPEANPUHAMATEIISIMHA, UMEIOIIMMH JTUICH3UIO Ha (apMalleBTUICCKYIO JIeATEITHbHOCTb.
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

I'naBa 3. TOCYJJAPCTBEHHASA ®APMAKOIIESA
Cratbs 7. Pa3paboTka 1 u3gaHue rocy1apcTBEHHON (hapMakonen, pa3MelIeHne JAHHBIX O HEel

1. Tlox rocymapcTBeHHOU Qapmakoreeli MOHMMAETCS CBOJA OOMUX (apMaKONEWHBIX CTaTed
(dbapMaKoIeHHBIX CTaTEH.

2. Pa3paboTka oO0mux QapMakonelHbIX cTaTel M (apMaKONEWHBIX CTAaTel W BKIIOUYEHUE UX B
rOCy/IapCTBEHHYI0 (hapMaKoNer OCYIIECTBISAIOTCS B TOPSIAKE, YCTAHOBICHHOM YHMOJIHOMOYEHHBIM
dbenepabHBIM OPraHOM UCIIOJIHUTEILHON BIACTH.

3. Pa3paboTka papmakoneitHON cTaTbi Ha OPUTHHAIBHOE JIEKAPCTBEHHOE CPEJICTBO U BKIIOUYCHUE €€
B TOCYIapCTBEHHYIO (apMakomero B TEYCHHE CpOKa JEHCTBUS 3allUThl HCKIIOYUTEIHLHOTO IpaBa,
YIOCTOBEPEHHOTO NMaTEeHTOM Ha OPUTMHAIBHOE JIEKAPCTBEHHOE CPEAICTBO, OCYIIECTBIISIOTCS C COTIaCUsl €ro
pa3paboTuuka.

4. TocynmapctBeHHas (¢apmakornes H3JaeTCsl  YINOJTHOMOYEHHBIM  (elepaabHbIM  OpPraHOM
UCTIOJTHUTENIHOW BJIACTH 3a CUET CPEACTB (hefepanbHOro OIDKETa M MOAJESKUT TMEePer3IaHusIM HE Pexke
YeM OAWH pa3 B MATh JIET, B MEPHOJ MEXIy KOTOPHIMH H3/al0TCA MPUIIOKEHUS K TOCyIapCTBEHHON
dapmakoriee, coaepxkammue oOmme (¢dapMmakoneiHple craThu U (Wiu) (apMaKoNeHHBIE CTaThH,
YTBEPKACHHBIE TOCIE U3/IaHUs WIH Meper3AaHus TOCYIapCTBEHHON (hapMaKomeH.

5. YnomHoMo4yeHHBIH (eAepanbHBIi OpraH HWCIOJHUTEIBHOW BJIACTH pa3MeliaeT IaHHBbIE O
rocylapcTBEHHOU (hapMakoree U MPUIIOKEHUAX K Hell Ha cBoeM o¢ullnaibHOM caiite B cetu "UHTepHeT" B
YCTaHOBJICHHOM UM TOPSIIKE.

I'1asa 4. TOCYJAPCTBEHHBI KOHTPOJIb ITPU OBPAIIIEHUN
JIEKAPCTBEHHBIX CPEACTB

Cratps 8. .HI/II_ICHSI/IpOBaHI/Ie MMPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB U q)apMaHeBTquCKOﬁ
JACATCIIBHOCTH

1. JluueH3upoBaHHe NPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB U (papMaleBTUUYECKOW AEATEeIbHOCTU
OCYILECTBIISICTCS B COOTBETCTBUU C 3aKOHO1aTeNIbcTBOM Poccuiickoit deneparui.

2. O06s3aTenbHBIM YCIOBHEM IPENOCTABIICHNUS JIMIIEH3UH Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB
SBIISICTCS TIPHIIOJKEHHE K 3asBJICHUIO COMCKATENs JIMIEH3UH TePeyHs JIEKapCTBEHHBIX (OpPM U (UJIH) BUIOB
(dapMalieBTHYECKNX CyOCTaHIMA, KOTOpPBhIE TPOM3BOJHUTENH JICKAPCTBEHHBIX CPEICTB  HaMepeH
POU3BOJIUTD.

3. B cinydyae HEOOXOOUMOCTH PACHIMPEHUs MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB 33 CUET HOBBIX
JIeKapCTBEHHBIX (OPM U BUIOB (papMalleBTUYECKUX CYOCTaHIUN MPOU3BOAUTEIND JIEKAPCTBEHHBIX CPEICTB
JIOJDKEH TTOTYYUTh HOBYIO JIMIICH3HIO HA TIPOU3BOACTBO JICKAPCTBEHHBIX CPEIICTB.

Crartps 9. 'ocynapcTBeHHBIN KOHTPOJIb (HAaA30P) B chepe oOpaliieHus JeKapCTBEHHBIX CPEICTB
(B pen. @exnepanbHoro 3akona ot 25.06.2012 N 93-d3)

1. l'ocynapcTBeHHBIN KOHTPOJH (HAA30p) B chepe oOpareHus JIeKapCTBEHHBIX CPEACTB BKIIOUACT B
ceOst:

1) nUIEeH3UMOHHBIM KOHTPOIh B c(depe MNpPOM3BOJACTBAa JIEKAPCTBEHHBIX CPEACTB U B cdepe
(dbapMareBTUYECKON IeATEINBHOCTH;

2) penepanbHBIN TOCYIapCTBEHHBIN HAI30P B chepe oOpalieHust IeKapCTBEHHBIX CPE/ICTB.
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2. JluneH3WOHHBIM KOHTPOIb B cdepe MTPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB M B cdepe
(dapManieBTUYECKON  JIeATENPHOCTH  OCYIIECTBIISIETCS  YMOJIHOMOYEHHBIMHU  (peiepajbHBIM — OpraHOM
WCIIOJTHUTEIIbHONW BJIACTH W OpraHaMH HCIIOJTHUTEIIBHOW BIacTH CcyOBekToB Poccmiickoit depepanun
COIJIACHO UX KOMIIETEHIIMU B MOPAIKE, ycTaHOBIeHHOM DenepanbHbIM 3aKOHOM 0T 26 nexadpst 2008 roxa
N 294-®3 "O 3ammre mpaB IOPUAUYECKUX JHUI W WHIUBUAYAIbHBIX TNPEANPUHUMATENCH MpH
OCYIIECTBJICHUN TOCYJapCTBEHHOIO0 KOHTPOJIA (HAA30pa) M MYHUIMNAIBHOIO KOHTPOJA', C y4yeTom
0COOCHHOCTEH OpraHu3aliy U MPOBEACHUS MPOBEPOK, YCTaHOBICHHBIX PDeepanbHbIM 3aKOHOM OT 4 Mas
2011 roga N 99-@3 "O nuueH3upOBaHUU OTAEIbHBIX BUJIOB AESITEIbHOCTH" .

3. denepanbHbli TOCYJApCTBEHHBIM HaA30p B cdepe oOpalieHusl JIEKapCTBEHHBIX CPEICTB
OCYIIIECTBIISICTCS YIIOJIHOMOUEHHBIMU (pe/iepabHBIMU OpraHaMH HCIIOTHUTEIBLHON BIACTH (Jajiee - OpraHbl
roCy/IapCTBEHHOI'O0 Ha/30pa) COIVIACHO MX KOMIIETEHLUHU B IOPSAJKE, YCTaHOBIEHHOM IIpaBuTenbcTBOM
Poccuiickoit denepanum.

4. ®enepalbHBIA TOCYIAPCTBEHHBIN HAA30p B chepe oOpalieHus JeKapCTBEHHBIX CPEJCTB BKIFOYACT
B ceos:

1) opranu3anuio U MPOBEICHUE MPOBEPOK COOIOACHHS CyOBEKTaMH OOpalleHUs JIEKAPCTBEHHBIX
CPE/ICTB YCTAHOBJICHHBIX HacTosMM DenepanbHbIM 3aKOHOM U NPUHATBIMU B COOTBETCTBUU C HHUM
WHBIMH HOPMAaTHUBHBIMHU TPaBOBBIMH akTamMu Poccuiickoit ®eneparum TpeOOBaHUN K JOKIMHUYECKUM
MCCJIEIOBAHUAM JIEKAPCTBEHHBIX CPEJCTB, KIMHMUYECKUM HCCIEIOBAHUIM JIEKAPCTBEHHBIX IpPENapaTos,
XPaHEHMIO, IIepeBO3Ke, BBO3Yy B Pocculickyro denepannio, OTIYCKY, pealu3alyy JIEKapCTBEHHBIX CPECTB,
MPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB, YHUUTOKEHUIO JIEKAPCTBEHHBIX CPEACTB, a TAKXKE COOIIOICHUS
YIIOJIHOMOYEHHBIMU OpTaHaMH HCIIOJHHUTEIBHON BiacTH cyOBekToB Poccuiickoit dexepannn METOTUKH
YCTaHOBJICHHS MIPENICIbHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK M MPEICIbHBIX Pa3MEPOB PO3HUYHBIX Ha10aBOK
K (DaKTHYECKUM OTITYCKHBIM II€HAM, YCTaHOBIICHHBIM IPOHM3BOIUTEISIMH JICKAPCTBEHHBIX MPENaparoB, Ha
JICKapCTBEHHBIE IMpernapaThl, BKIIOYCHHBIE B TMEpPEUYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX MPEMapaToB (J1ajee - o0s3aTebHbIe TpeOOBaHUs );

2) opraHu3aluio ¥ MPOBEJCHHE MPOBEPOK COOTBETCTBUS JEKAPCTBEHHBIX CPEACTB, HAXOMALIUXCS B
oOpallleHuH, YCTaHOBJIEHHBIM 0053aTe/IbHBIM TPEOOBAHUSAM K UX KaueCTBY;

3) BeIZauy pa3pelieHnii Ha BBO3 JIEKAPCTBEHHBIX CPEJICTB Ha TeppuToputo Poccuiickoit denepanuu;

4) opraHu3aiyio 1 MpoBeJIeHNE MOHUTOPUHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MPETapaToB;

5) nmpuMeHeHHEe B MOpsJIKE, YCTAaHOBIEHHOM 3aKOHOJaTenbcTBOM Poccuiickoit denepanuu, Mep mo
IIPECEUCHUIO BBISBJICHHBIX HapYIIEHUH 00s3aTeNbHBIX TPeOOBaHUN U (WMJIM) YCTPAaHEHMIO IMOCIEACTBHM
TaKUX HapYIICHWH, BbIAAUy MpeanucaHuii o0 yCTpaHEHUHM BBHISBICHHBIX HApYyIIEHUN 00s3aTeNbHbIX
TpeOOBaHUI U NPUBJIEUEHUE K OTBETCTBEHHOCTH JIII, COBEPUIMBIINX TAKUE HAPYLICHUSI.

5. K oTHomeHMsM, CBS3aHHBIM C OCYIIECTBIEHHEM (elepaIbHOro rocyJapcTBEHHOIO Haj3opa B
chepe oOpalieHus: JEKapCTBEHHBIX CpEACTB, OpraHu3alMed U TPOBEIECHHEM IIPOBEPOK CYOBEKTOB
oOpaleHusl JEKapCTBEHHBIX CPEACTB, MPUMEHSAIOTCS MojokeHuss denepanbHOro 3akoHa oT 26 nexadps
2008 roma N 294-®3 "O 3ammre mpaB IOPUINIECKUX JIMI] U UHAWBUAYAIBHBIX TPEANPUHUMATEICH TPU
OCYILECTBIIEHUH OCYJapCTBEHHOI0 KOHTPOJIS (Ha130pa) U MyHUIIUIAILHOTO KOHTPOJIS'".

6. JIOJDKHOCTHBIE JIMIIa OpraHa TOCYAApCTBEHHOIO Haa30pa B MOPAJIKE, YCTAaHOBJIEHHOM
3aKoHoarenbeTBOM Pocceniickoit denepanuu, UMEIOT IPpaBo:

1) monxy4yaTb Ha OCHOBAaHMM MOTHBHMPOBAHHBIX MHUCHMEHHBIX 3alPOCOB OT CYOBEKTOB OOpalleHHs
JIEKapCTBEHHBIX CPEJICTB, OPraHOB HCIOJIHMUTENBbHOM BiacTH cyObekToB Poccuiickoit ®enepauuu u
OpraHOB MECTHOTO CaMOYINpaBJICHUS JOKYMEHTbl W HHQOpMAIMIO IO BoOMpocaM oOpalieHus
JIEKapCTBEHHBIX CPEJ/ICTB;

2) OeclnpensTCTBEHHO MO MPEAbSBICHUN CIY>KEOHOrO0 YyIOCTOBEpPEHHMs] W KOMHMU IpHKa3a
(pacmiopsbkeHHsI) OpraHa rocy/apCTBEHHOIO Haa30pa O HAa3HAUYEHUHM MPOBEPKU MOCENIaTh UCIOJIb3yeMble
IOPUAMYECKUMU  JIUI[AMHM, WHIUBUYaJIbHBIMU MPEANPUHUMATENSAMH, SBISIOIIMMUCA CyOBEeKTaMu
oOpalleHnsl JIEKapCTBEHHBIX CPEJCTB, NMPH OCYIIECTBIECHUH CBOEH NEATENbHOCTH TEPPUTOPUH, 3TaHMS,
MOMEILEHUS U COOPYKEHUS B LEJSIX IPOBEACHHSI MEPOTIPUATHI 110 KOHTPOJTIO;

3) mpoBoaUTH OTOOp 00Opa3lOB JEKAPCTBEHHBIX CPEICTB, NMpeJHA3HAUYEHHBIX IS pealu3aluud U
pean3yeMbIX cyObeKTaMH OOpalleHus JIeKapCTBEHHBIX CPEACTB, JJIsl IPOBEPKU MX KAauecTBa, MPOBE/ICHUS
UCCIICIOBAaHUM, MCIBITAHUM B COOTBETCTBUM C TIpaBWIaMU OTOOpa o00pa3ioB, YCTaHOBJIECHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPraHOM HCIIOIHUTEIBHON BIACTH;

4) BbIaBaTh CyOBEKTaM OOpAaIlleHHsl JICKAPCTBEHHBIX CpPEACTB MPEIIHUCAHUS O TPEKpPAICHUN
HapylmeHu o0s3aTeNIbHBIX TPEOOBaHUN W 00 YCTpAaHEHHWH BBISIBIICHHBIX HapYIICHUN 00sS3aTeIbHBIX


consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD657784D2FB523B55C372522EZ8z2N
consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD647D88D4F9523B55C372522E82EC0F641C402809FE3EEAZ2z2N
consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD667384D6FE523B55C372522E82EC0F641C402809FE3CE9Z2zFN
consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD647185DCFB523B55C372522E82EC0F641C402809FE3CE8Z2z7N
consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD657782D6FD523B55C372522E82EC0F641C402809FE3CE8Z2zEN
consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD657784D2FB523B55C372522EZ8z2N

TpeOOBaHMIA;
5) HampaBIATh B YIIOJHOMOYEHHBIE OPraHbl MaTepUalbl, CBI3aHHBIC C HAPYIICHUSAMHU 00s3aTEIbHBIX
TpeOOBaHUH, [T PELICHHUST BOIPOCOB O BO30YKACHNUN YTOJOBHBIX JIE) IO IPU3HAKAM TIPECTYIUICHUH.

I'maBa S. PASBPABOTKA, JOKJIMHUYECKHUE UCCJIEAOBAHUA
JIEKAPCTBEHHBIX CPEJACTB, A TAK)KE KIMHUNYECKHUE UCCJIEJOBAHUA
JIEKAPCTBEHHBIX ITPEITAPATOB JIVI1 BETEPUHAPHOI'O IIPUMEHEHUA

Crarps 10. Pa3paboTka JIeKapCTBEHHBIX CPEACTB

1. Pa3paboTka JIeKapCTBEHHBIX CpPEICTB BKJIIOYAaeT B ceOs TMOHMCK HOBBIX (hapMaKOJIOTHYCCKU
AKTHUBHBIX BEILECTB, MOCIEIYIOIIEe N3YUCHHUE UX JIEKAPCTBEHHBIX CBOWMCTB, JOKJIMHUYECKHE UCCIIeI0BaHUS,
pa3paboOTKy TEXHOJOTUH TPOU3BOJACTBA (apMAIEBTHUECKUX CYOCTaHIMIA, pPa3pabOTKy COCTaBOB U
TEXHOJIOTH1 MPOU3BOJICTBA JIEKAPCTBEHHBIX MPENapaToB.

2. @uHaHCOBOE obecreueHue pa3padOTKU JIEKaAPCTBEHHBIX CPEICTB OCYIIECTBISETCS 3a CUET:

1) cpenctB deaepaibHOrO OIOJKETA;

2) cpencTB pa3pabOTUYNKOB JICKAPCTBEHHBIX CPEJICTB;

3) cpencTB MPOU3BOAUTENCH JIEKAPCTBEHHBIX CPEJICTB MPHU BHINOIHEHUH HAYYHO-UCCIIEI0BATENBCKUX
paboT Mo JOroBOPY MEXAY pazpadOTYMKOM JIEKAPCTBEHHBIX CPENICTB M MPOU3BOAUTENIEM JICKAPCTBEHHBIX
CPEICTB;

4) nHBIX HE 3aIPELICHHBIX 3aKOHOAaTeNbCTBOM Poccuiickoit denepanuy HCTOYHUKOB.

3. [IpaBa pa3zpaboTunka JIEKapCTBEHHOT'O CPEJICTBA OXPAHSIIOTCS TPaKJaHCKUM 3aKOHOAATEITECTBOM.

Crarpa  11. I[OKJ'II/IHI/I‘ICCKOG HCCIICAOBAHUEC JICKAPCTBCHHOI'O CpcacCTBa Jjd MCIUIHUHCKOI'O
IMPUMCHCHUA

1. JlokIMHMYECKOe HCCIIEN0BAaHUE JIEKAPCTBEHHOI'O CpEACTBAa I MEAMLIMHCKOIO NPUMEHEHUS
OPOBOJIUTCS TyTeM IPUMEHEHHsS HAayYHBIX METOJOB OLEHOK B LENIX IOJy4eHHs J0Ka3aTelIbCTB
0e30macHOCTH, KadecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA.

2. JloxinHUYeCKOe HCCIeI0OBaHUE JICKApCTBEHHOIO CpEJICTBA IS MEAMLIMHCKOTO NPUMEHEHUS
IPOBOAMTCSA B COOTBETCTBHMHU C NpaBUIIaMU J1a0OpaTOPHOI MPAKTUKHU, YTBEPKICHHBIMU YIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH.

3. lng opraHu3aluy U MPOBENEHUS JOKIMHUYECKOTO MCCIEI0BaHUs JIEKapCTBEHHOTO CPEACTBa JUIs
MEIUIUHCKOTO MPUMEHEHHs pa3pabOTUMKHM JIEKAPCTBEHHBIX CPEICTB MOTYT IpHBIEKAaTh Hay4HO-
UCCJIEIOBATEIbCKUE OpraHu3aliy, 00pa3oBaTelIbHbIE OPraHU3allMK BBICHIET0 00pa3oBaHUS, HWMEIOLIUE
HEOOXO/UMYI0  MaTepualbHO-TEXHMYECKYI0  0azy M KBaIM(PUUIUPOBAHHBIX  CIELHUAIUCTOB B
COOTBETCTBYIOIEN 001aCTH UCCIIEIOBAHUS.

(B pen. denepanpHoro 3akoHa ot 02.07.2013 N 185-D3)

4. JIOKIMHUYECKOE HCCIIe0BaHUE JIEKAPCTBEHHOIO CPEACTBA Ui MEAMIIMHCKOIO MPHUMEHEHUs
IPOBOJUTCSA 0 YTBEP)KIEHHOMY pa3padOTYUKOM JIEKAPCTBEHHOTO CPEJICTBA IIJIaHY C BEJCHUEM IIPOTOKOJIA
3TOTO UCCIIEIOBAHUS M COCTABJIEHUEM OTUETa, B KOTOPOM COJAEpKATCS pPe3yabTaThl 3TOT0 UCCIETOBAHUS U
3aKJIFOYEHHUE O BO3MOYKHOCTH INPOBENEHUS KIIMHUYECKOTO MCCIIEN0BAaHUs JIEKAPCTBEHHOIO Iperapara s
MEAMIIMHCKOTO MPUMEHEHHUS.

5. TlpoBeneHue NpPOBEPOK COOIOAECHUS MpaBWiI JAOOPAaTOPHOM MPAKTHUKH U TPABOBBIX HOPM
MCIIOJIb30BaHUs )KUBOTHBIX IIPU MPOBEACHUN TOKIMHUYECKUX MCCIIETOBAHHM JIEKApCTBEHHBIX CPENICTB IS
MEIUIUHCKOTO  MPUMEHEHHMs  OCYIIECTBISIETCA  YIOJIHOMOYEHHBIM  (efiepaibHbBIM  OpPraHoM
WCIIOJTHUTEJIbHOM BJIACTH.

6. Pe3ynmpTaThl JOKIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOIO CPEACTBA JUISI MEIUIMHCKOTO
IPUMEHEHHUS MOTYT OBITh MpEACTaBIEHBl B YIOJHOMOYEHHBIN (efepanbHblii OpraH HCHOJHUTENbHOMN
BJIACTH B YCTAHOBJIEHHOM TOPSIJIKE B IENSAX FOCYIapCTBEHHON PEerucTpaliy JEKapCTBEHHOTO Mpernapara.

Crarbs 12. JIokIMHUYECKOE UCCIIEI0BAHNE JIEKAPCTBEHHOTO CPEICTBA U KIIMHUYECKOE UCCIIEOBAaHUE
JIEKapCTBEHHOT'0 Ipernapara i BETEpUHAPHOTO IPUMEHEHUS

1. JloknuHMYECKOE HCCIIEOBAHUE JIEKAaPCTBEHHOI'O CPEACTBA JUIsl BETEPHMHAPHOTO IPUMEHEHUs
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IPOBOAMTCA IIyT€M IPUMEHEHHUS HAYYHBIX METOJOB OLEHOK B LENAX IIOJNYy4YCHHMsS [JOKa3aTeNbCTB
0e30macHOCTH, KadecTBa M 3()()EKTUBHOCTU JIEKAPCTBEHHOTO CPEJCTBA, B TOM YHCIIE ONPEAEICHUs CPOKa
€ro BBIBEJICHMS M3 OPraHM3Ma YXMBOTHOIO, B LENSIX oOecreueHus: 6e30MacHOCTH MPOIYKIMU KUBOTHOTO
IIPOUCXOXKAECHUS [1OCIIE IPUMEHEHUSI COOTBETCTBYIOILETO JIEKAPCTBEHHOT'O Mperapara.

2. JIOKJIMHHYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHHUYECKOE HCCIICIOBAaHUE
JIEKapCTBEHHOTO TIpenapaTta Jjs BETEPUHAPHOTO IPHMEHEHHs, HCCIEOBaHNE OHOAKBUBAIEHTHOCTH
YKa3aHHOT'O JIEKapCTBEHHOI'O IIpenapara IPOBOASATCS B COOTBETCTBUHU C IPABUJIAMM, YTBEPKICHHBIMU
YIIOJIHOMOYEHHBIM (heiepabHBIM OPTaHOM HCTIOJIHUTEIIBHON BIACTH.

3. JIOKJIIMHUYECKOE HCCIECI0BAaHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHHUYECKOE HCCIICI0BaHUE
JEKapCTBEHHOI'O Ipenapara s BETEPUHAPHOIO IPUMEHEHHsS MPOBOAATCS IO  YTBEPKICHHOMY
pa3pabOTYMKOM JICKaPCTBEHHOTO CPEJCTBA IUIAHY C BEJCHHEM IPOTOKOJOB 3TUX HCCICIOBAaHUNA H
COCTaBJICHUEM OTYETOB, B KOTOPBIX COAEPAKATCA PE3YJIbTAThl ITUX UCCICIOBAHUM.

4. Jlns opraHu3alMy U MPOBENEHUS JOKJIMHUYECKOTO MCCIEN0BAaHUS JIEKAPCTBEHHOI'O CPEICTBA U
KJIMHUYECKOI'O MCCIIEeI0OBAHUs JIEKAPCTBEHHOrO IpenapaTa /Uil BeTepUHAPHOI0 IPUMEHEHUs pa3paboTuuK
JIEKapCTBEHHOI'O CPEJICTBA MOXKET IPUBJIEKATh OpPraHMU3alMM, MMEKIIHME HEO0OXOIUMYI0 MaTepuaibHO-
TEXHUYECKYI0 0a3y U KBaJU(UIMPOBAHHBIX CIIELUATMCTOB B COOTBETCTBYIOIIEH 00JIaCTH UCCIIEOBAHUS.

5. Knunuueckue uccrienoBaHUsl JEKApCTBEHHBIX MPENapaTtoB [UIsl BETEPUHAPHOIO NPUMEHEHUS
IPOBOASATCS B BETCPUHAPHBIX OPraHU3alMAX W B OpraHM3alUsaX, OCYLIECTBIIOIIUX Ppa3BEICHUE,
BBbIpAlIMBaHUE U COJIEP)KAHUE KUBOTHBIX, B LIEJISIX:

1) ycTraHOB/IEHUS TIEPEHOCUMOCTH JIEKapCTBEHHBIX IPenapaToB 3J0POBbIMH KHUBOTHBIMU;

2) noadopa ONTUMANIbHBIX J03UPOBOK JIEKAPCTBEHHBIX MIPENAPATOB U Kypca JICUEHNs Ha KOHKPETHOMN
IpyIIIe )KUBOTHBIX C OIPEAEICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHHUs1 O€30MACHOCTH U YPPEKTHBHOCTH JIEKAPCTBEHHOTO Iperapara, MpeIHa3HaYeHHOTO
JUIsl JICYEHUS OIpEe/IeIeHHBIX 3a00J€BaHUN KUBOTHBIX, MM 3((EKTUBHOCTH JIEKAPCTBEHHOIO Ipernapara
JUTS PO IIIAKTUKY 3a00JIEBaHUH 3I0pPOBBIX KHUBOTHBIX;

4) wu3yyeHHs BO3MOXKHOCTEH pAaCHIMpPEHMs IOKAa3aHUH K TPUMEHEHHUIO 3aperucTpUpOBAHHOIO
JIEKapCTBEHHOTO TMpeTiapara M BBISIBICHUS paHee HEM3BECTHBIX TOOOYHBIX JCHCTBUH.

6. KimHuueckoe wucciieJoBaHME JIEKapCTBEHHOI'O IIpenapara Uil BETEPUHAPHOTO INPUMEHEHUS
OCYIIIECTBIISIETCS 3a CUET CPEJCTB pa3paboTUHKa JIEKAPCTBEHHOTO CPE/ICTBA.

7. Otdersl O pe3yibTaTax MAOKIMHUYECKOIO HCCIEJOBAHMS JIEKAPCTBEHHOIO CPEICTBA U
KJIIMHUYECKOI'0 UCCIIEIOBaHMS JIEKAPCTBEHHOTO Npernapara /jisi BETepUHAPHOTO MIPUMEHEHHS COCTABIISIFOTCS
pa3paboTUYNKOM JIEKAPCTBEHHOT'O CPEJCTBA C YUETOM 3aKJIOUYEHUI OpraHu3aluii, IPUHUMABIINX Y4acTHE B
OpraHM3allK U IPOBEIECHUH 3TUX UCCIIEI0BAaHUI.

8. KoHTposb 3a mpoBEeNEHHEM JOKIMHMYECKHUX MCCIEAOBAHUN JIEKAPCTBEHHBIX CPEACTB H
KJIMHUYECKUX  HCCJIEOBAaHUI  JIEKQpCTBEHHBIX MpENapaToB JJIsi  BETEPUHAPHOTO  MPUMEHEHUS
OCYILECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCIIOJIHUTENBHOM BIACTH.

I'1asa 6. OCYIIECTBJIEHUE T'OCYJAPCTBEHHOM PETUCTPAILIUA
JIEKAPCTBEHHBIX ITPEITAPATOB

Crarbs 13. 'ocynapcTBEHHas perucTpanys JICKapCTBEHHBIX IIPENapaToB

1. JlexapcTBeHHbIE IpenapaThl BBOJATCS B TpaxkJIaHCKUKA 000poT Ha Tepputopuu Poccuiickoit
Deneparuu, €Ciid OHU 3apETUCTPUPOBAHBI COOTBETCTBYIOIUM YIOJIHOMOYEHHBIM (hefiepalbHbIM OpraHOM
VICITOJTHUTEJIBHON BIIACTH.

2. l'ocynapCTBEHHON PErUCTpalliy MOJIEkKAT:

1) opuruHanbpHbIE JE€KapCTBEHHBIE MPENapaThl;

2) BOCIIPOM3BE/ICHHbIE JIEKApCTBEHHBIE MTPENapaThl;

3) HOBBIE KOMOMHALIUY 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB;

4) nexkapCTBEHHbIE IIpenaparbl, 3aperUCTPUPOBAHHBIC paHee, HO IPOU3BEJCHHbIE B JIPYTHX
JIEKapCTBEHHBIX (popMax, B HOBOH J103UPOBKE.

3. TI'ocynapcTBeHHasl perucrpanus JIEKapCTBEHHBIX MPENapaTroB Uil MEIUIMHCKOTO NPUMEHEHUS
OCYILIECTBIISIETCS. IO Pe3yNbTaTaM »JKCIIEPTU3bl JICKAPCTBEHHBIX CPEICTB M OTUYECKOW OKCIIEPTU3BI
BO3MOKHOCTH IIPOBEICHHUs KIMHUYECKOIO MCCIIEIOBAaHUs JIEKAPCTBEHHOIO Iperapara i MEIULUHCKOTO
OpUMEHEeHHs (Jajlee - OJTHYecKass »JKchepTusa). [ocynapcTBEHHas perucTpanus JeKapCTBEHHBIX



IpernapaToB JUisl BETEPUHAPHOIO IMPUMEHEHMsI OCYLIECTBISIETCS IO pe3yiabTaTaM 3KCIEepTU3bI
JICKapPCTBEHHBIX CPEJICTB JJII BETEPHHAPHOTO MPUMECHECHHSI.

4. I'ocynapcTBeHHasl perUCTpalus JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBIISETCS COOTBETCTBYIOUINM
YIIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM HCIIOJIHUTEIHHON BIACTU B CPOK, HE MPEBHIMIAIONINN IBYXCOT
JecsITH pabouynx THEH co AHS MPUHATHS 3asiBJICHUS O TFOCYJapCTBEHHOW PETrMCTPALUU JIEKAPCTBEHHOT'O
npermapata. B yka3aHHBIH CpPOK BKJIIOYAETCS BpeMs, HEOOXOAMMOE [UIsl IMOBTOPHOTO MPOBEICHUS
9KCIIEPTHU3bI JICKAPCTBEHHBIX CPEACTB U (MJIM) 3TUYECKOM IKCHEPTU3bl B COOTBETCTBUHU CO CTaThell 25
Hactosero denepanpbHoro 3akoHa. Cpok TOCYIAapCTBEHHON PErHCTpalvy JIEKapCTBEHHOTO Ipernapara
UCUMCIISICTCSl CO JHS TMPUHATUS COOTBETCTBYIOIIMM  YIIOJTHOMOYEHHBIM (peiepalibHbIM  OpPraHoM
UCIIOJTHUTENIbHOM BIACTH 3asBIIEHUS O TOCYAApCTBEHHOW pPETUCTpalliu JIEKApCTBEHHOI'O Iperapara c
NPWIOKEHHEM HEOOXOAMMBIX JIOKYMEHTOB IO JIGHb BBIIAYU PETHUCTPAIMOHHOTO YIOCTOBEPECHHUS
JIeKapCTBEHHOI0 TmpemnapaTa. BpeMs mpoBeleHHs KIMHUYECKOTO HCCIEAOBAaHUS JIEKaPCTBEHHOTO
mpernapara, a TakKe BpeMs, HeOOXOAUMOE IS HApaBICHUS YIIOJTHOMOYECHHBIM (pellepalbHbIM OPraHOM
UCIIOJTHUTENIbHOM BJIaCTH 3ampoca O IMPEACTAaBICHUM HEOOXOAWMBIX MaTepuajoB U IPEICTaBICHUS
3asIBUTENIEM OTBETA HA JAHHBIM 3ampoc B COOTBETCTBUU €O cTaThsaimu 16, 19, 22 u 23 nHacrosmero
@DenepallbHOTO 3aKOHA, HE YYUTHIBACTCS MIPHU MCUMCICHHH CPOKA TOCYAapCTBEHHOW pErucTparii Takoro
JIEKapCTBEHHOIO Tperapara.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

5. 'ocynapCTBEHHOW pErucTpalny HE MOAJIEKAT:

1) nexkapcTBEHHbIE Npenaparbl, HU3TOTOBJICHHBIC AaNTEYHBIMU OPTraHU3AIMAMH, BETCPUHAPHBIMU
ANTCYHBIMHU OPTaHHU3AIMSIME, WHIWBHIYaTbHBIMUA MPEANPUHUMATEIIIMUA, KOTOPhIE MMCIOT JIMIICH3WIO Ha
(dbapMalleBTUYECKYIO JI€ATENbHOCTh, IO pelenTaM Ha JIeKapCTBEHHBbIE Mpenapathl U TpeOOBAHUSIM
MEIMIIMHCKUX OpTaHW3aIfii, BETCPUHAPHBIX OPTaHHU3AIIHIA;

2) JeKapCTBEHHOE PACTUTEIBHOE ChIPhE;

3) JiekapCTBEHHBIE TMpenaparsl, MPUOOPETEHHbIE (PU3NUECKUMHU JIUIIAMU 32 TpeliejaMu TePPUTOPUN
Poccuiickoit @enepanuu 1 npeaHasHauCHHBIE IS TUYHOTO UCTIOJIb30BAHUS;

4) nexapCTBEHHBIC MPENapaThl, MPeIHA3HAYCHHBIC JJIs DKCIIOPTA,;

5) panuodapmalleBTUYECKHUE JEKapCTBEHHBIE Tpenaparbl, H3TOTOBIECHHBIE HEMOCPEICTBEHHO B
MEJMIIMHCKUX OPTaHM3AlMIX B TOPSAKE, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM (eepabHBIM OPraHOM
UCTIOTHUTENbHOM BIIaCTH.

6. He momyckaercs rocy1apcTBEHHAs] pETHCTPAIIHS:

1) pa3nMUHBIX JIEKAPCTBEHHBIX MPENapaToB MO/ OJIMHAKOBBEIM TOPTOBBIM HAUMEHOBAHHUEM;

2) OJHOTO JIGKAPCTBEHHOTO IIperapaTta, BBITYCKAEMOTO TIPOU3BOJUTEIIEM TIOJ] Pa3IUIHBIMU
TOPTOBHIMH HAaUMEHOBAHMSIMH M TIPEJCTABIEHHOTO Ha TOCYJApPCTBEHHYIO PETHUCTPALMIO B BHUJE ABYX U
0oJiee IeKapCTBEHHBIX MPENapaToB.

Cratbs 14. IIpuHIUIBL SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB M 3TUUYECKOM IKCIIEPTHU3BI

1. DkcnepTu3a JIEKapCTBEHHBIX CPENICTB M ATHYECKAs IKCIEPTH3a OCHOBBIBAIOTCS HAa MPHUHIIMIIAX
3aKOHHOCTH, COOJIOZCHUS IpaB M CBOOOJ 4eJIOBEKa M TpaxKJIaHUHA, IpaB IOPUIUYECKOro JIMIA,
HE3aBUCHMOCTH JIKCIIEpPTa, OOBEKTUBHOCTH, BCECTOPOHHOCTH W MOJHOTHI UCCIIEOBAHUM, TMPOBOJUMBIX C
UCIIOJIb30BAaHUEM COBPEMEHHBIX JOCTIKEHMH HayKd M TEXHHUKH, OTBETCTBEHHOCTH (elepaabHOro
rOCy/IapCTBEHHOTO OIO/KETHOTO YUYPEXACHUS MO MPOBEACHUIO IKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB U
JKCIIEPTOB 3a MPOBEJICHUE U KaU4eCTBO YKCIIEPTU3BI.

2. DKcnepTr3a JIEKapCTBEHHBIX CPEACTB I MEUIMHCKOTO MPUMEHEHUS IIPOBOJUTCS MTO3TAIHO:

1) Ha mepBOM 3Tame - 3KCIepPTHU3a JOKYMEHTOB JUIS IOJyYeHHs pa3pelleHUs] Ha MpPOBEACHUE
KJIMHAYECKOTI'0 HCCIIEN0BaHUS JIEKaPCTBEHHOTO IIpenapara, 3a HCKIOUYEHUEM:

a) JICKapCTBEHHBIX IpErnapaTtoB, KOTOpPbIE pa3pelieHbl i MEAMLUHCKOTO TPUMEHEHUs Ha
tepputopun Poccuiickoit @enepauuu Oosiee ABaALATH JIET U B OTHOIIEHMH KOTOPBIX HEBO3MOKHO
IPOBE/IEHUE UCCIIE0BaHUS OMOIKBUBAJICHTHOCTH;

0) JeKapCTBEHHBIX NPENapaToB A MEAUIIMHCKOTO MPUMEHEHHMSI, B OTHOIIEHUH KOTOPBIX MPOBEAECHbI
MEXIYHAPOJHBIE MHOTOLIEHTPOBBIE KIMHUYECKHE HCCIENOBaHUSA, 4YacTb U3 KOTOPBIX IPOBEIEHA Ha
tepputopuu Poccuiickoit denepannu;

2) Ha BTOPOM 3Tame - HKCIEpPTHU3a IPEUIOKEHHBIX METOJO0B KOHTPOJI KauyecTBa JIEKAPCTBEHHOTO
CpeACTBa M KauyecTBa IPEJCTABICHHBIX O0pa3IOB JIEKAPCTBEHHOIO CPEJCTBA C HCIOJIB30BAHUEM 3THX
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METO/IOB (J1ajiee - SKCIepTU3a KauecTBa JIEKAPCTBEHHOIO CPEJICTBA) U SKCIIEPTU3a OTHOIIEHUS OKUIaeMON
NOJBb3bl K BO3MOXKHOMY PHUCKY TPHUMEHEHHUS JIEKapCTBEHHOIO IIperapara, OCYIIECTBISEMbIE IIOCIe
IPOBE/ICHUS €ro KJIMHUYECKOTO UCCIEJOBAHUS.

3. DKcrnepTr3a JIEeKapCTBEHHBIX CPEACTB AJIsl BETEPUHAPHOTO IPUMEHEHHUS IPOBOUTCS OJHOITAITHO
BKJIIOYAET B ce0s HKCIEPTU3y KaueCcTBa JICKAPCTBEHHOI'O CPEICTBA U HKCIEPTU3Y OTHOLICHUS OXKHJIAeMOMN
MOJIb3bI K BO3MOYKHOMY PHCKY IPUMEHEHHS JIEKAPCTBEHHOTO Ipernapara.

Cratpst 15. @enepanbHOe TOCYIapCTBEHHOE OIOHKETHOE YUPEKACHUE TIO MPOBEACHUIO SKCIEPTU3BI
JIEKapPCTBEHHBIX CPE/ICTB

DKcIepTu3a JIEKapCTBEHHBIX CPEACTB MPOBOIMUTCS (PeaepanbHBIM TOCYIApCTBEHHBIM OIOJKETHBIM
YUPEXKJIEHUEM COOTBETCTBYIOLIETO YIOJHOMOYEHHOrO (hefepaibHOr0 OpraHa HCIOJIHUTEIbHOW BIACTH,
CO3JIaHHBIM JUIsI OOECTeYeHHs HCIOJIHEHHUS IOJHOMOYMH 3TOro (eAepajbHOro OpraHa IO BbIIade
pa3pellieHuil Ha NPOBEACHHE KIMHUYECKUX MCCIEIOBAaHUN JIEKApCTBEHHBIX IpenapaToB W (WUJIH) IO
roCy/1apCTBEHHON PETUCTPALIUHU JIEKAPCTBEHHBIX NIPENapaToB (ajee - SKCIEPTHOE YUPEKICHUE).

Cratess 16. Opranuzanusi HOpPOBEIEHUS OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B LENAX HX
roCyJapCTBEHHOHN perucTpanuu

1. DOkcneprusa JIEKapCTBEHHBIX CPEACTB IPOBOAUTCA KOMHCCHEH DJKCIEPTOB 3KCIIEPTHOTO
YUpEXKJIEHUS, HA3HAYEHHON €ro pyKOBOJMUTENEM, Ha OCHOBAHMU 3aJlaHUSl Ha IPOBEAECHUE HKCIEPTU3BI
JIEKapCTBEHHOTO CPEJCTBA, BBIJAHHOIO YIOJHOMOYEHHBIM (ellepaibHbIM OpPraHOM HCIOJIHUTEIbHON
BIacTU. PyKoBOAMTENb JKCHEPTHOIO YUPEXKAEHUS O0ECleYMBAET HAJUIeXKAIEe MPOBEACHUE 3KCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBMM C 3a/laHUEM, BBIJAHHBIM YIOJIHOMOYEHHBIM (herepaibHbIM
OpraHOM HCIOJIHUTEJILHOM BJAacTH, U OpraHU3yeT MOJArOTOBKY CBOJHOIO 3aKJIIOUEHHUS ATOM Komuccuu. B
COCTaB 3TOW KOMMCCUU I10 PELICHUI0 PYKOBOAUTEINS SKCIEPTHOIO YUPEXKJIEHUSI MOTYT OBbITh BKJIIOYEHBI B
KauyeCcTBE IKCIEPTOB JIMIlA, HE pabOTaIOUINe B JAHHOM SKCIIEPTHOM YUPEXKJEHUH, €CIIM UX CHEHalIbHbIE
3HaHUS HEOOXOUMBI JIJIsl POBEJICHNS SKCIEPTU3bI U TAKHE SKCIEPThl OTCYTCTBYIOT B JAHHOM 3KCIIEPTHOM
YUPEXKICHUU.

2. DKcIepToM IO TIPOBEACHHUIO JKCIIEPTH3bl JIEKAPCTBEHHBIX CPEICTB SBIIAETCS aTTECTOBAHHBIN
pabOTHUK 3KCIEPTHOTO YUYPEXKACHUS, KOTOPbIH HMEET BbICIIEE MEIUIMHCKOE, (apMaleBTUYECKOE,
Ouosornyeckoe, BeTepUHApHOE MM XMMHUYECKoe 0Opa3oBaHUE U NMPOBOAUT SKCIEPTU3Y JIEKAPCTBEHHBIX
CPEJICTB B MOPSAKE UCTIOTHEHHS CBOUX JIOJPKHOCTHBIX 00s13aHHOCTEH (J1aee - KCIepT).

3. IIpu npoBeneHUN IKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB DKCIEPT HE MOXKET HAXOJUTHCS B KaKOM-
a100 3aBHCHMOCTH OT JIUI[A, HA3HAYMBIIETO Ty 3KCIEPTU3Y, pa3pabOTUHKa JIEKAPCTBEHHOI'O CPEACTBA WIN
JPYTUX 3aUHTEPECOBAHHBIX B PE3YNbTATaX 3KCIEPTU3HI JIULL.

4. Ilpu npoBeIeHUH HKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB HE JIOMYCKAETCS UCTPeOOBaTh y 3asBUTENS
a100 MHBIX JIUI] MaTepuabl, HEOOXOAUMBIE AJIs MPOBEICHMs KCIEpTU3bl. B ciiyuae HenocTaTouHOCTH
IPEJICTABICHHBIX IKCIEPTY MAaTEPUAJIOB Ul Aaud 3aKJIIOUYEHHS 3KCIEPT CTaBUT BOIPOC O MPECTaBICHUN
€My He0OXOIMMBIX MaTepUaIOB Mepe]l PyKOBOAUTEIEM IKCIIEPTHOTO YUPEXKICHHsI, KOTOPbIi oOpalaercs ¢
COOTBETCTBYIOIIMM 3allpOCOM B YIIOJIHOMOYEHHBIM (efepanbHbli OpraH MCIOJIHUTEILHONW BIIACTH,
BBIJIaBIIMN 3aJlaHWE Ha MPOBEICHUE IKCIEPTH3bl JEKAPCTBEHHOIO Cpe/ICTBA. YKa3aHHBIA (herepanbHbIN
OpraH HCIHOJHUTENIbHON BIAaCTM B TEUYEHHWE MATH pabouux JHEH co JHSA TMOCTYIJICHHS 3ampoca
PYKOBOJUTENS SKCIIEPTHOTO YUPEXKICHHS HAMIPABIIAET 3aSBUTEIIO 3aMPOC O MPEICTaBICHUH HEOOXO0ANMBIX
MaTepuainoB. [laHHBIN 3apoc MOXKET ObITh NEpe/laH YIIOJTHOMOUYEHHOMY MPEACTABUTENIO 3asiBUTENS JTUYHO
O]l PaclUCKy, HalpaBiIeH IO IOYTe 3aKa3HbIM MHCBMOM WM TepelaH B AIIEKTPOHHOH Qopme 1o
TEJIeKOMMYHUKAllMOHHBIM KaHajaM CBsI3U. B cilydyae HampaBiieHHs JaHHOTO 3ampoca Mo MoYTe 3aKa3HbIM
IIMCBbMOM OH CUMTAETCS ITOJIy4EHHBIM 110 UCTEUEHUH ILIECTH JHEN C 1aThl HAIIPABJIEHUS 3aKa3HOTO MHMChMA.
(uactsb 4 B pen. denepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3agButenp 0053aH MPEICTaBUTh OTBET Ha 3alpOC YMOJHOMOYEHHOIrO (elepaabHOro opraHa
UCIIOJTHUTENIbHOM BJIACTH B CPOK, HE MPEBBILIAIOIIMM JeBSHOCTa paboyux JHEH co JHS €ro MoJydyeHUs.
YHoTHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTEIBHON BJIAcTH, BBIJABIIMN 33aJaHME HA IpPOBEICHHE
9KCHEPTHU3bI JIEKAPCTBEHHOI'O CPECTBA, B TEUEHUE IISTH pabouuX HEH cOo AHA MOCTYIUICHUS OT 3asBUTENS
OTBETa Ha JAaHHBIM 3alIpoC HANpaBiIseT TAaKOM OTBET B JKCIEPTHOE YyupexaeHue. B  ciydae
HEMpE/ICTaBICHUs] 10 MCTEUYEHUM [EeBSHOCTa padouux [HEH 3asBUTENEM OTBETa Ha JAHHBIMA 3amnpoc
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YIOJIHOMOYCHHBIA (heepaibHbId OpraH HCIOJHUTEIBHOW BJIACTH, BBIJABIIWN 3aJaHHE Ha TMPOBEACHHUE
OKCHEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEYCHHE NATH paboumx [HEW HampaBisieT B SKCIEPTHOE
YUpEXKICHUE YBEJOMIICHHE O HEMPEACTABICHUH 3asiBUTEIEM OTBETA Ha 3aIIpOC YKa3aHHOIo opraHa. Bpems
CO JHS HampaBJCHHs 3arpoca SKCIEPTHOTO YYPESKICHUS B YIOJIHOMOYEHHBIH (eaepanbHbIi OpraH
WCIIOJIHUTENIbHOM BIJIACTH JI0 JHA TIOJYYEHHsI HKCIEPTHBIM YUpPEXKIACHUEM OTBETa Ha 3arpoc WU
YBEIOMJIEHHSI O HEIIPEICTABICHUH OTBETA HA 3aIIpOC HE YUUTHIBAETCS MPU UCUUCIECHUU CPOKA ITPOBEICHUS
3KCHEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

(uacTb 4.1 BBeneHa @enepasibHbIM 3akoHOM OT 25.11.2013 N 317-®3)

5. OkcneprT Npu MNPOBEACHUM MOPYYEHHOHM €My pPYKOBOAMTENIEM 5SKCIEPTHOTO YUpPEKACHUS
JKCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEJICTBA 00sI3aH:

1) npoBecTH TMONHOE MCCIEAOBAHUE IIPEJACTABICHHBIX €My OOBEKTOB, MAaTE€pHalloB, JaTh
000CHOBaHHOE U OOBEKTHUBHOE 3aK/IIOUEHHWE 110 T[IOCTaBJICHHBIM IIepel HHUM BOIpOCaM  WIIU
MOTHUBHUPOBAHHOE 3aKJIIOYEHHE O HEBO3ZMOXHOCTH ITPOBEJICHUS UM KCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA,
€CJIM TIOCTAaBJICHHBIE BOMNPOCHl BBIXOJAT 3a MpENesibl CHEelHalbHbIX 3HAaHUM OJKcmepra, OOBEKTHI
UCCJIEJOBAaHUM M MaTepualibl HEMPUTOJHbl WM HEAOCTATOYHBI JUIsl MPOBEACHUS MCCIENOBAaHUN U Jadu
3aKJIIOUYEHUs MO0 COBPEMEHHBIH YpOBEHb Pa3BUTHUA HAYKH HE IMO3BOJSET OTBETUTh HA MOCTABJICHHBIE
BOIIPOCHI;

2) He pasriamaTrh CBEACHUS, KOTOPBIE CTald €My U3BECTHBI B CBSI3U C MPOBEIECHUEM IKCHEPTU3bI
JIEKapCTBEHHOI'O CPEJICTBA, & TAKXKE CBEIEHUS, COCTABJISAIOLIME T'OCYIApPCTBEHHYIO, KOMMEPUECKYIO WJIU
MHYIO0 OXPaHSAEMYIO 3aKOHOM TaiHY;

3) obecrieunTh COXpaHHOCTH MPEJICTABICHHBIX OOBEKTOB UCCIICAOBAHUI U MaTEPHAJIOB.

6. DKcIepT HE BIIpaBe:

1) mpoBOAMTH SKCIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA MO0 OOPALEHUIO0 HEMOCPEICTBEHHO K HEMY
OpraHu3aIui UIu GU3NIECKHUX JIHII,

2) caMOCTOSITENIbHO COOMPAaTh MaTeprabl AJIs IPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHOT'O CPE/ICTBA;

3) IpOBOAUTH IKCIIEPTU3Y JIEKAPCTBEHHOTO CPECTBA B KAUECTBE HErOCYIaPCTBEHHOT'O IKCIIEPTA.

7. B cnyyae He0OXOIMMOCTH 3KCIEPT BIPABE XOAATACTBOBATH MEPE]l PYKOBOJIUTEIEM 3KCIIEPTHOTO
YUPEXKIEHUS O MIPUBJICUEHUH K IIPOBEACHUIO dKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA APYTUX IKCIEPTOB.

8. Kaxaplii sKcnepT, BXOISIIMN B COCTaB KOMHCCHU JKCIEPTOB, KOTOPOW MOPYYEHO MPOBEICHUE
9KCIIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCUMO M CAMOCTOATEIBHO IIPOBOJMUT MCCIEAOBAHUSA,
OLICHMBAET pE3yJbTaThl, MOJIYYEHHbIE UM JIMYHO WU APYTUMHU JKCHEpTaMU, U (OPMYIUPYET BBIBOABI
OTHOCHUTEIIBHO ITOCTaBJIIEHHBIX BOIIPOCOB B NIPEAEIaX CBOUX CIIELUANIbHBIX 3HAHUH.

9. Pe3ynbTaThl SKCIEPTHU3Bl JIEKAPCTBEHHOI'O CpEACTBa OQOPMIISIOTCS 3aKIIOYEHHEM KOMHUCCUU
9KCHEPTOB. B 3aKiloYeHMHM KOMHCCHM DJKCIEpPTOB YKAa3bIBAIOTCS IE€PEYCHb HCCIIEAOBAaHUM, 00beM
MPOBEJCHHBIX KaX/IbIM 3KCIIEPTOM UCCIIEI0BaHUM, YCTAHOBJIEHHBIE KAXKIbIM U3 HUX (AKThl U CJCJIaHHBIE B
pe3yJbTaTe MCCIEA0BAaHUN BBIBOJBI. DKCIEPT, MHEHHE KOTOPOIO HE COBIANAET C PELICHHMEM KOMHUCCUU
JKCIIEPTOB, BIPABE BbIPA3UTh CBOE MHEHHUE B MMCbMEHHON (hopMe, KOTOPOE MPUOOIIAETCS K 3aKJIIOUEHHUIO
KOMHCCHH KCIIEPTOB.

10. DOkcnepTsl, BXOJSIIME B COCTaB KOMMCCHUHU, NPEIYNPEXKIAOTCI 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOJaTenbcTBOM Poccuiickoin denepauuy 3a aady 3aKIIOUYEHHS, COJEPIKALIETO
HE0OOCHOBaHHbIE UM (PalibcU(ULIIMPOBAHHBIE BBIBOBI, O YEM OHH JIAIOT MOJIHUCKY.

11. Onpenenenuie ypoBHs NMpoeCCHOHATHLHON MOATOTOBKM 3KCIIEPTOB M aTTECTallds MX Ha MPaBoO
MPOBEJCHHUS SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIOTCS HKCIEPTHO-KBATU(UKALMOHHBIMU
KOMHCCHUSIMH B TOPSIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (e/lepaibHbIM OPraHOM
UCIIOJTHUTENIbHOM BiacTU. YpoBeHb MpOo(ecCHOHANBbHOM MOATOTOBKH 3KCHEPTOB MOJIEKUT MEPECMOTPY
YKa3aHHBIMH KOMHUCCHSIMU HE PEXE UEM OJUH pa3 B IIATH JIET.

12. IlpaBuia mpoBeIeHUsI SKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB M (opMa 3aKIIIOUEHUS KOMHUCCUU
9KCHEPTOB  YCTAHABIMBAIOTCA  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (pellepalbHbIM  OpPraHOM
VICITOJTHUTEJIBHON BIIACTH.

Crartbs 17. OTudeckas sKcepTusa
1. DTrdeckast SKCHepTr3a MPOBOJUTCS B LIEAX BbIJAUYM 3aKIIOYEHHS] 00 STUYECKONH 0O0CHOBAaHHOCTH

BO3MOXXHOCTHU NPOBCACHUA KIIMHUYCCKOT'O UCCIICAO0BAHUA JICKAPCTBCHHOI'O Mpcrapara AJid MCIUIITUHCKOIO
IMPUMCEHCHHUA COBETOM I10 OTUKE, CO3AJaHHBIM B IMMOPAAKE, YCTAHOBJICHHOM YIIOJJHOMOYCHHBIM Q)ez[epaanLIM
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OpraHOM MCHOJIHUTEIbHOM BIACTH.

2. DKcepTaMy COBETa IO 3TUKE MOTYT OBITh MPEJCTABUTENIN MEAULIMHCKUX, HAYYHBIX OpraHu3alui,
o0pa3oBaTeNbHbIX OpraHu3aluii BbICIIErO0 00pa3oBaHUs, a TaKXKe NPEICTaBUTENN OOIIECTBEHHBIX
OpraHu3alfii, PeNTUTHO3HBIX OpraHu3alMi W CPEICTB MaccoBOoil mH(opmanuu. JlaHHBIE 3KCHEpTH HE
JOJKHBl HAXOJUTHCA B KaKOH-TMOO 3aBUCHMOCTH OT DPa3pabOTYMKOB JIEKAPCTBEHHBIX IpEnapaToB U
JIPYTUX JIUL, 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX 3TUYECKON IKCIIEPTU3BI.

(B pen. ®enepanproro 3akoHa ot 02.07.2013 N 185-D3)

3. Omnara yciyr O5KCIEPTOB COBETa [0 JTHKE OCYILECTBISETCS HAa OCHOBAHMM JOTOBOpA,
3aKJIFOUEHHOTO MEXy YIOJHOMOYEHHBIM (erepaibHbIM OPraHOM HCHOJHUTEIBHON BJIACTH, KOTOPHIM
CO3/IaH COBET IO JTHKE, U OHKCIEPTOM COBETa IO OSTUKE, 3a CuUeT OIJKETHBIX aCCUTHOBAaHUH,
IPEIYCMOTPEHHBIX YIIOJHOMOYEHHOMY (esiepaJbHOMy OpraHy HCIIOJHUTEIBHONW BIIACTH, CO3/ABLIEMY
COBET II0 3THKe, B (peepaibHOM OIOKEeTe Ha COOTBETCTBYIOLIUM I'0Jl Ha 0OECIIeUeHUE ero AeaTelbHOCTH,
U B pazMepax, yctaHoBIeHHBIX [IpaBurenscTBoM Pocculickon @enepanuu.

(uactb 3 B pen. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

4. DkcnepThl COBETa IO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanuu.

5. CoctaB coBeTa MO 3THUKE, II0JIOKEHUE 00 ITOM COBETE, MOPAJOK €ro AEATEIbHOCTH, TPEOOBaHUS K
KBaJIM(UKALIMY U OMBITY pa0dOThI [0 SKCIEPTHON OLIEHKE HAYYHBIX, MEIULMHCKUX M STHYECKHX aCIEKTOB
KJIMHUYECKUX  HCCIEJOBAaHUM  JIGKAPCTBEHHBIX  MpENaparoB il  MEIUIUHCKOTO  IPHUMEHEHUS,
NpEeAbsBISIEMbIE K JKCIEpTaM COBETa IO 3THKE, INOPSAJIOK OpraHu3allii U IPOBEACHHS STUYECKOU
IKCHEPTH3bI, (OopMa 3aKIFOYCHHS COBETA 1O 3TUKE YCTAHABIMBAIOTCS YIIOJTHOMOYECHHBIM (hefepabHbIM
OpraHOM MHCHOJHUTEIBHON BiacTU. YUCIO mNpeacTaBUTENCH MEAMIIMHCKUX OpraHUu3alUui HE MOXET
IPEBBIIATH MTOJIOBHHY OT OOIIETO YKCciia SKCIIEPTOB COBETA MO ATHKE.

6. Nudopmanusa o coctaBe coBeTa MO ATHKE, MJIaHAX ero paboThl M TEKyIIeH esATeIbHOCTH
pasmeraercs Ha OQUIIMATEHOM CaliTe YIOJTHOMOUYEHHOTO (peiepaibHOro opraHa UCTIOHUTEBHON BIIACTH
B ceTu "MHTEepHET" B yCTAaHOBJIEHHOM UM MOPSIKE.

Crarpsa 18. Ilogaya u paccMOTpeHHE 3asiBIEHUN O rOCYJIapCTBEHHON PErHMCTPALMM JEKAPCTBEHHBIX
MpenapaToB U MpeACTaBICHUE HEOOXOAUMBIX TOKYMEHTOB

1. Ing rocyaapCTBEHHOM perucTpanuy JEeKapCcTBEHHOI'O IpenapaTa pa3padOTUMK JIEKapCTBEHHOTO
mpenapaTa Wil YIMOJIHOMOYEHHOE UM JIPYroe IOpUIUYECKOe JIMIO (J1anee - 3asBUTENb) MPEJCTaBIsET B
COOTBETCTBYIOIIMI YIMOJTHOMOYEHHBINA (heJIepalibHbI OpraH MCIOJHUTEILHON BIIACTH, OCYIIECTBIISIOMINMA
FOCYJAapCTBEHHYIO PETUCTPAlMI0  JIEKAPCTBEHHBIX MPENApaToB, 3asBJIEHHE O TOCYJapCTBEHHOU
perucTpainyy JIEKapCTBEHHOIO Ipernapara, a TakXke B TOpsSAKEe, YCTaHOBIEHHOM COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (hefiepajbHbIM OPraHOM HCIOJIHUTENBFHOW BJIACTH, HEOOXOAUMBIC TOKYMEHTHI, W3
KOTOPBIX (hopMHpYyeTCs pEeruCTPallMOHHOE JJOChE Ha JIEKAPCTBEHHBIN Mpenapar (Jajiee - perucTpalrioHHOe
JI0CheE).

2. B 3asgBieHnH 0 rocyapCTBEHHOM perucrpamnuy JeKapcTBEHHOTO Ipernapara yKa3bIBaloTCS:

1) HauMeHOBaHHME U aJipec 3asBUTENS U (WJIK) MPOU3BOIUTENS JEKAPCTBEHHOTO MpemapaTa U ajipec
MeCTa OCYIIECTBIEHUS MPOU3BOJICTBA JIEKAPCTBEHHOTO IIpenapara;

2) HaMMEHOBaHUE JIEKAPCTBEHHOTO Mpenapara (MeXIyHapOoJHOE HEMaTeHTOBAaHHOE MM XUMHUYECKOe
¥ TOPrOBOE HAaMMEHOBAHMS);

3) mepedyeHb BEIIECTB, BXOMASIIMX B COCTaB JIEKAPCTBEHHOTO IMpemnapara, ¢ yka3aHHeM KOIWYecTBa
KaXJIOTO U3 HUX;

4) nexkapcTtBeHHas (opma, MO3MPOBKA, CHOCOOBI BBEACHHS W MPHUMEHEHHUs, CPOK TOIHOCTH
JIEKapCTBEHHOI'O IIperapara;

5) onucanue ¢GapMaKOIOTHUIECKUX U (papMaKOJUHAMHYECKUX WM UMMYHOOHOJIOTHYECKHUX CBOMCTB
JIEKapCTBEHHOI'O IIperapara;

6) 3asBICHHAs MPOW3BOJUTENIEM JIEKAPCTBEHHOIO Tperapara TMpeelibHas OTIYCKHAs IIeHa Ha
JIEKapCTBEHHBIA TpemapaT, BKJIIOYEHHBI B TIEPEUYCHb IKU3HEHHO HEOOXOJMMBIX U BaXHEHIITHX
JIEKAPCTBEHHBIX MPEMapaToB, B CIydae ero rocy1apCTBEHHOM pEerucTpalny;

7) OTCyTCTBHE HEOOXOAMMOCTH MPOBENCHUS KIMHUYECKOTO KCCIEIOBaHUS, HCCIEeIOBaHUS
OMOPKBUBAJICHTHOCTH JICKAPCTBEHHOTO Mpernapara, pa3pemieHHOro Uisi MEIUIIMHCKOTO MPUMEHEHHS Ha
tepputopuu Poccuiickoit deneparuu 6osiee ABAANATH JIET, C YKa3aHUEM HOPMATHUBHBIX MPABOBBIX aKTOB,
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MOJITBEPKIAIOIIUX JaHHBIA CPOK TPUMEHEHHUS.

3. PeructpanuonHoe 1ocbe GopMupyercs U3 CIeAyIOMHUX TOKyMEHTOB:

1) TpOEKThHl MaKETOB TICPBUYHOW YIMAKOBKM M BTOPUYHOW (MMOTPEOUTETHCKOW) YIAaKOBKU
JIEKapCTBEHHOI'0 IIPETapara;

2) NOKYMEHT, MepeBe[CHHbIA Ha PYCCKHUIl SI3bIK, MOATBEPKAAIOIINUNA COOTBETCTBUE MPOU3BOAUTENS
PETUCTPUPYEMOTO JICKApCTBEHHOTO Ipernapara TpeOOBaHMAM TNPaBWII OpPTaHU3AIMH IPOHM3BOJCTBA U
KOHTPOJISI KaueCTBa JICKApPCTBEHHBIX CPEJICTB, BBIIAHHBIM KOMIIETEHTHBIM OPIaHOM CTPaHBI IPOU3BOIUTEIIS
PETUCTPUPYEMOTO JIEKaPCTBEHHOTO IIpenapaTa v 3aBEPEHHBIN B yCTAaHOBJICHHOM IOPS/IKE,;

3) NOpPOEeKT HOPMATHUBHOW JIOKYMEHTALlMM WM HOPMATHUBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIH
npemnapar 1ub0 ykazaHue COOTBETCTBYIOIIEH apMaKoNelHON cTaThu;

4) cxema TEXHOJIOTMUYECKOTO Ipoliecca MPOU3BOACTBA JEKAPCTBEHHOI'O Mpenapara, €€ ONHMCaHHuE U
(unm) cxema TeXHOJIOTUYECKOro Mpoliecca MPOU3BOACTBa (papMalieBTUUECKON CyOCTaHIINH, €€ ONHUCaHUE;

5) IOKYMEHT, MEPEBEACHHBIM HA PYCCKUU SA3BIK, MOATBEPXKIAIOMIUNA COOTBETCTBUE MPOU3BOAUTEIS
dapmalieBTUUYECKOM cyOcTaHIIUM TpeOOBAaHUSAM MPaBUJI OpraHU3allMu MPOU3BOJICTBA U KOHTPOJIS KauyecTBa
JCKapCTBEHHbIX  CPEJACTB,  BBIIAHHBIH ~ KOMIIETEHTHBIM  OpPraHOM  CTpPaHbl  IMPOU3BOAUTEIIS
dapmalieBTUYECKOM cyOCTaHIIMU, 3aBEPEHHBIN B YCTAHOBIEHHOM TOPSAKE U COAEPIKAIIUI:

a) HauMeHOBaHHE (papmaneBTHYECKON CyOCTaHIMU (MEXIYHApOJHOE HEMAaTEHTOBAaHHOE WIIH
XUMHYECKOEe U TOPrOBO€ HAUMEHOBAHHUS );

0) HaMMEHOBaHUE U AJPEC MPOU3BOAUTEINS (hapMALEBTHUECKON CYOCTaHITHH;

B) CPOK TOJHOCTH (hapMalleBTUUECKOI CyOCTaHIINu;

6) TOKYMEHT, COAEp)KAlIMi CBEIEHHUS O MOKa3aTelsX KadecTBa (hapMaleBTHYECKOH CyOCTaHIuH,
UCIONIb3YEMOU TIPH MPOU3BOJICTBE JICKAPCTBEHHBIX MIPENapaToB;

7) HOpMaTUBHAs TOKyMEHTALWsl WJIM HOPMATUBHBIN JTOKYMEHT Ha (hapMaleBTHUECKYIO CyOCTaHIIUIO
1100 yKazaHHe COOTBETCTBYIONIEH (papMakoneitHON CTaThy;

8) wmHpOpMaIMsa 00 YCIOBUSAX XpaHCHUs, TICPEBO3KH JICKAPCTBCHHOTO TIperapara W HHas
uHpopmanus;

9) oruer o pe3ynbraTax JOKJIMHUYECKOTO HCCIIEIOBaHUS JIEKAPCTBEHHOI'O CpPEACTBA  JUIS
MEIUIIUHCKOTO IPUMEHEHHUS, COJIePKAIINI ONUCaHue, pe3yabTaThl U CTATUCTUUECKUH aHaJIN3 pe3ysbTaTOB
JTAHHOTO TOKJIIMHIMYECKOTO MCCIIETOBAHMS;

10) oruer o pe3yabTaTax JOKIMHUYECKOTO MCCIEJOBAHUS JIEKAPCTBEHHOIO CpeJICTBA MU
KJIMHIYECKOTO MCCIIeIOBAHUS JIEKAPCTBEHHOTO TpeTiapara JUisi BETEpUHAPHOTO MTPUMEHEHHS;

11) mpoeKT MPOTOKOIa KIMHUIECKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO TIpenapara Ui MeIUIHHCKOTO
IPUMCHCHUS;

12) Gportopa uccieaoBaTes;

13) uHpOopMaIMOHHBIN JTUCTOK MallUEHTa;

14) undopmanus o BbIMIATaX U KOMIIEHCAIUAX MaIleHTaM (30POBBIM T0OPOBOJIbIIAM, OOIHHBIM)
(mayee - TAIMEHTHI), MPUBJICYCHHBIM K TPOBEIACHUIO KIMHUYECKHAX WCCIEIOBAHUN JIEKApPCTBEHHOTO
npenapata A8 MEAMLMHCKOTO  TNPUMEHEHHs, MCCIEeJOBaHMN  OMOPKBUBAIEHTHOCTHM M (WIM)
TEpaneBTHYECKON IKBUBAIIEHTHOCTH;

15) otyer o pe3ymbTaTax MEXAYHAPOJHBIX MHOTOLEHTPOBBIX KIMHUYECKHX HCCIIEI0BaHUN
JIEKapCTBEHHOTO TIperapara Ui MEAWIUHCKOTO TIPUMEHEHHWs, 4YacTh W3 KOTOPBIX IpOBEACHA Ha
teppuropuu Poccuiickon ®enepanuu;

16) MpoeKT WHCTPYKIHMU MO NMPHUMEHEHHIO JIEKAPCTBEHHOTO Iperapara, COACpIKaIlHid CIeTyIoIe
CBEJICHUS:

a) HAMMEHOBaHHE JICKAPCTBEHHOTO CPECTBA (MEXTyHAPOAHOE HEITATCHTOBAHHOE MITM XUMUYECKOE U
TOProBOE HAaMEHOBAHHA);

0) unexkapcTBeHHas ¢opMa C YKa3aHUEM HAaWMMEHOBAaHWUN W KOJHMYECTBEHHOTO COJIEP KaHUS
(akTHBHOCTH) (papMaleBTUUECKUX CYOCTaHIIMN M BCIIOMOTaTENIbHBIX BEILECTB;

B) apMakoTepaneBTHUECKas rpyIia JIEKapCTBEHHOTO Mpenapara;

T') MOKa3aHUs ISl IPUMEHECHHS,

1) TPOTHBOTIOKA3aHUS JJIsl IPUMEHEHUS;

€) PeKUM J03MPOBaHUS, CIIOCOO BBEACHUS, MPU HEOOXOTUMOCTH BpEMs IpHUEMa JIEKAPCTBEHHOTO
npernapara, MpoJ0JKUTEIBHOCTD JIeUeHUs (B TOM YMCIIe JIEKapCTBEHHOTO IpernapaTa A MEAUIMHCKOTO
NPUMEHEHHU y JAeTeH 10 U TOCie OJJTHOTO To/a);

(B pen. ®enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)
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) MepBbI IPEIOCTOPOKHOCTU IPU TPUMEHEHUU;

3) CUMIITOMBI IIEPEAO3UPOBKHU, MEPHI 110 OKa3aHUIO IOMOILHM IIPH NTEPEAO3UPOBKE;

1) yKa3zaHue, Mpyu HeOOXOAMMOCTH, OCOOCHHOCTEH ACHCTBHUSA JIEKAPCTBEHHOTO MperapaTa pH MepBOM
IIPUEME WM IIPH €ETO OTMEHE;

K) OIMCaHHWE, IMPH HEOOXOAMMOCTH, IEWCTBHM Bpada (denpamepa), crenualiucTa B 00JacTH
BETEPUHAPUH, MALMEHTA, BIAJENbLA KUBOTHOI'O IPU MPOIYCKE IMpUEMa OJHOM WM HECKOJBKHUX 103
JIEKapCTBEHHOT'0 IIperapara;

J1) BO3MOYKHBIE ITOOOYHBIE JISHCTBUS MPU IPUMEHEHUH JICKapCTBEHHOTO TIpernapara;

M) B3aUMOJICHCTBUE C IPYTMMH JIEKaPCTBEHHBIMU MpernaparaMyd U (WiIM) MULIEBBIMUA IMPOIAYKTaMH,
KOpMaMu;

H) YKa3aHUE BO3MOKHOCTH M OCOOCHHOCTEH MEIUIIMHCKOTO IIPUMEHEHUS JIEKapCTBEHHOTO IIpenapara
OepeMEHHBIMU JKEHIIMHAMM, >KEHIIMHAMH B MEPHOJ] TPYAHOTO BCKapMJIMBAHUS, IETbMH, B3POCIBIMHU,
UMEIOIIMMH XpOHHUYECKHUE 3a00JICBaHHUS;

0) CBEJICHHS O BO3MOKHOM BIIUSTHUU JIEKAPCTBEHHOTO Mpenapara i MeIUIIMHCKOT0 MpUMEHEHHUS Ha
CIOCOOHOCTh YIPABJIATh TPAHCHOPTHBIMH CPECTBAMHU, MEXaHU3MAMU;

1) CPOK TFOJHOCTH W yKa3aHHE Ha 3allpeT MPUMEHEHHUs JIEKapCTBEHHOTO IMpemnapara 1Mo HUCTeUECHUH
CPOKa F'OJJTHOCTH;

P) YCIIOBUS XpaHEHUS;

C) yKa3zaHuE€ Ha HE0OXOJUMOCTb XpaHEHUs JIEKAPCTBEHHOI'O Iperapara B MECTax, HEJOCTYIHbBIX IS
JIeTel;

T) yKa3aHue, NMpH HEOOXOIUMOCTH, CIEIHAIBHBIX MEp IPEIOCTOPOKHOCTH TPU YHUUITOKEHUH
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB;

y) CPOKHM BO3MOKHOI'O HCIIOJIb30BAaHMSI MPOAYKIMH KMBOTHOTO IMPOUCXOXKAECHUS IOCIE BBEICHUS
YKUBOTHOMY JIEKaPCTBEHHOT'O IIpernapara Jisi BETEpPUHAPHOTO MPUMEHEHUS;

¢) HauMEeHOBaHHeE, apPec MPOU3BOJUTENS JICKAPCTBEHHOTO IMperapara 1 aJipec MecTa MpOU3BOJICTBA
JIEKapCTBEHHOT'O IIperapara;

X) YCIIOBHS OTITyCKa;

(mm. "x" BBeneH PenepanbHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

17) nepeBeeHHass Ha PYCCKUM S3bIK M 3aBEPEHHAs B YCTAHOBJIEHHOM IOpSJIKE KOMUS JTIOKYMEHTA,
MOJATBEPKTAIOLIETO PETUCTPALIMIO JIEKAPCTBEHHOI'O Iperapara B CIIy4ae €ro PerucTpaliy BHE INPENEIIOB
Poccuiickoit ®exneparnuu;

18) MOKYMEHTHI, MpeJICTaBlIsieMble B COOTBETCTBUH €O CTaThsiMU 19 - 23 HacTosiero denepaibHOro
3aKOHA.

4. ITo xenaHMIO 3asiBUTENSI MOTYT OBITh NPE/ICTABIEHBI OTYETHI O MPOBEJCHHBIX B CTPaHE 3asBUTEINS U
JPYTUX CTpaHaxX pe3ysibTaTaxX KJIMHUYECKUX MCCIENOBaHMM, NCCIETOBAaHUM OMO3KBUBAJIEHTHOCTH U (WJIN)
TEpaneBTUUECKOW SKBUBAJEHTHOCTU JIEKApCTBEHHOTO INpemnapaTa (BKJIOYas SMUAEMUOJIOTHYECKUE WIIH
3MU300TOJIOTMUYECKHE UCCIIEIOBaHUS MMM YHOOHOJIOTHYECKUX JIEKapCTBEHHBIX IpenapaTos,
npeIHa3HAYEHHBIX IS MMMYHOJIOTHYECKON MPOGUIAKTHKY M JeueHUs MHQPEKIMOHHBIX 3a00JIeBaHUH, B
TOM UHCIIE Yy AeTel), CoAeprKallle ONMMCAHUS POBEICHHBIX UCCIIEI0OBaHU JIEKApCTBEHHOTO Mpemnapara, ux
pE3yJbTaThl U CTATUCTUYECKUI aHAJIN3 MTOJIyYEHHBIX PE3yJIbTaTOB.

5. K 3asBII€HNIO O TOCYAapCTBEHHOW PErMCTPALMK JIEKAPCTBEHHOIO Mperapara MpriIararTcs:

1) 1OKyMEeHT, MOATBEepP KIAIOIIMUN YIUIaTy TOCYAApCTBEHHOM MOUUIMHBI 32 MPOBEACHUE IKCIEPTU3BI
JOKYMEHTOB I MOJY4YeHHUs! pa3pellieHuil Ha MpOBeIeHNEe KIMHUYECKUX HCCIEI0BaHUN JIEKapCTBEHHOIO
npenapara s MEAWIUHCKOIO TMPUMEHEHHs M JTUYECKON »HKCHepTH3bl MpH  OOpalleHuH 3a
roCyJapCTBEHHOM pEerucTpanueil JIEKapcTBEHHOT O Mpernapara;

2) NOKYMEHT, MOATBEPKIAIONIMKA YIUIaTy TOCYAApCTBEHHOM MOLUIMHBI 3@ MPOBEICHUE SKCIEPTH3BI
KayecTBa JIEKQpCTBEHHOT'O CPEJCTBA U HKCIIEPTU3bI OTHOLIEHUS 0’KUJAEMOM MOJIb3bl K BO3MOXKHOMY PUCKY
IIPUMEHEHHUS JIEKapCTBEHHOI'O NIpenapaTa, pa3pelieHHOr0 Ui MEAUIIMHCKOTO IPUMEHEHUS HA TEPPUTOPUHI
Poccuiickoit @enepanuu Gojiee aBaAlaTH JET, MNPU TOCYJAPCTBEHHOH perucTpanuu JeKapCTBEHHOIO
npernapara;

3) MOKYMEHT, MOJATBEPKJIAIOLINI YIUIaTy TOCYAapCTBEHHOW MOLUIMHBI 3@ MPOBEIEHUE SKCIEPTU3bI
KaueCcTBa JIEKapCTBEHHOI'0 CPEJCTBA U AKCIIEPTU3bl OTHOLIEHUS 0KUJAEMON MOJIb3bI K BO3MOKHOMY PUCKY
NPUMEHEHHUs JIEKapCTBEHHOIO MpernapaTra [Uisi MEIUIMHCKOIO MPUMEHEHHS, B OTHOUIEHHH KOTOPOTO
IPOBEJCHBl MEXIYHApOAHbIE MHOIOLIEHTPOBBIE KIMHUYECKUE MCCIEAOBAaHUSA, YacTb U3 KOTOPBIX
npoBesieHa Ha TeppuTopun Poccuiickoit denepanyiu, Ipu rocy1apCTBEHHON PErUCTpalliy JIEKAPCTBEHHOTO
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npenapara;

4) NOKYMEHT, NMOATBEPKAAIOIIUN YIUIATy TOCYJapCTBEHHOM IMOIIJIMHBI 32 MPOBEACHUE DKCIEPTU3BI
Ka4yeCTBa JICKapCTBEHHOI'O CPEJCTBA U HKCIIEPTU3BI OTHOIIEHUS OKUJAEMOU ITOJIb3bI K BOZMOKHOMY PUCKY
IIPUMEHEHHUs JICKApCTBEHHOI'O IIpernapara Juisi BETEPUHAPHOIO IPUMEHEHUS IPU €ro rocyAdapCTBEHHOMN
pPEruCTpaLuH.

Koncynprantlntoc: npumeyanue.

ITonoxxennsa wactu 6 cratbu 18 NpPHUMEHAIOTCA K IPAaBOOTHOLICHMSAM, BO3HHKIIMM IIOCHIE JHS
BCTYIUIEHUS B cuily it Poccniickont @enepannu npoTokosia o npucoenuHenuu Poccuiickon denepanyu k
Bcemupnoii Toprosoit opranmu3zanuu (Peaepanbabiii 3akon ot 11.10.2010 N 271-D3).

6. He nomyckaroTcsl nojlydeHHUe, pa3riallleHue, UCIOJb30BaHUE B KOMMEPYECKUX LENAX U B LEJSIX
TOCYJapCTBEHHOHN PErucTpanuy JIEKapCTBEHHBIX MPETapaToB HHPOPMAIIUHN O Pe3yIbTaTaxX JOKIMHUYECKHX
MCCJIEIOBAHUM JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKHX HCCIEIOBaHUM JIEKAPCTBEHHBIX IPENaparos,
NPEICTABICHHON 3asBUTENIEM JUISI TOCYJApCTBEHHON PETHUCTpAIMM JIGKAPCTBEHHBIX IPENaparoB, 0€3 ero
COrjiacusi B TEUEHHUE IIECTH JIET C AaThl TOCYAAPCTBEHHOM PErUCTpalMK JIEKAPCTBEHHOIO Ipernapara.

HecoOronenne 3ampera, yCTaHOBJICHHOTO HACTOSIICH YacThIO, BICUET 32 COOOH OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit @enepanuu.

Ha Ttepputopun Poccuiickoit ®eneparuu 3amnpemaercss oOpalleHHe JEKapCTBEHHBIX CPEJCTB,
3apETrUCTPUPOBAHHBIX C HAPYIIEHUEM HACTOSIIEH YaCTH.

(uacTb 6 BBeneHa denepanbHbpiM 3akoHOM 0T 11.10.2010 N 271-03)

Cratbs 19. [Ipusstue peuieHus o Bblgaue SKCIEPTHOMY YUPEXKIACHUIO U COBETY 110 ATHKE 3aJaHMs Ha
IIPOBEICHUE DKCIIEPTU3BI JIECKAPCTBEHHBIX CPEICTB

1. B Tedyenue nATH pabouyux AHEH cO AHS NPUHATHS 3asABJICHUS O FOCYIApPCTBEHHON pErucTpaliu
JIEKapCTBEHHOTO Iperapara yInoJHOMOYEHHBIH (elepaiabHblil OpraH MCIOJHUTEIbHON BIACTHU MPOBOAUT
IPOBEPKY IMOJHOTHl M JOCTOBEPHOCTH CBEICHHM, COJEp)KAIIMXCS B IMPEICTAaBICHHBIX 3asBUTEIEM
MaTepuanax, 1 IpUHUMAET PEIICHUE O BbIIaYe 3aJaHNs Ha IPOBEJCHUE:

1) sKcmepTu3bl JEKAapCTBEHHBIX CPEICTB B YaCTU SKCIEPTH3bl JOKYMEHTOB JJIsi TOJTYYEHHS
pas3peleHus Ha IPOBEACHNUE KIIMHUYECKOTO NCCIIEI0BaHM JIEKAPCTBEHHOTO ITpenapaTa sl MEAULUHCKOIO
NPUMEHEHHS B COOTBETCTBHUH C IIEJISIMHU, YKa3aHHBIMH B cTaThe 38 Hactosimero denepanbHOro 3aKoHA, U
9TUYECKON DKCIEPTU3bl B OTHOLIEHUM JIEKAPCTBEHHBIX IIPENapaToB, Ul KOTOPBIX HE IPOBOIWINCH
KIIMHUYECKUE HCCleioBaHus Ha Ttepputopun Poccuiickoit ®enepannv, Ha OCHOBAHMM JIOKYMEHTOB,
yKa3zaHHbIX B myHKTax 1 -9, 11 - 14, 17 yactu 3 u nyukre 1 yactu 5 crathu 18 Hacrosmero deaepanbHOTO
3aKOHA;

2) 3KCIepTU3bl JIEKAPCTBEHHBIX CPEACTB B YACTH HKCIEPTH3bl KAUeCTBa JEKAapCTBEHHOTO CPEJCTBA U
9KCIEPTU3bl OTHOIIEHMS O0XKMJIa€MOM IMOJIb3bl K BO3MOXKHOMY PHCKY MPHUMEHEHHs JIEKapCTBEHHOI'O
npenapara s MEAMIMHCKOTO NMPUMEHEHUS B OTHOUIEHMM JIEKAPCTBEHHBIX IPENapaToB, pa3pelleHHBIX
JUIsT. MEAUIIMHCKOTO NpHUMEHeHus Ha Tepputopun Poccuiickoit ®denepauuu Oonee aBaaunatd JieT, Ha
OCHOBAHMHU JIOKYMEHTOB, yKa3aHHbIX B myHKTax | - 9, 16 wactu 3 u myHkre 2 yactu 5 crateu 18
HacTosAuero denepalbHOIO 3aKOHA, a TaK)Ke JIEKAPCTBEHHBIX IPENapaTroB, B OTHOLIEHHUH KOTOPBIX
IPOBEJCHBl MEXIYHApOAHbIE MHOIOLEHTPOBBIE KIMHUYECKUE MCCIEAOBAaHUSA, YacTb U3 KOTOPBIX
npoBeseHa Ha Teppuropun Poccniickoit @enepanny, Ha OCHOBAHUM JOKYMEHTOB, YKa3aHHBIX B ITyHKTax 1
- 9,15 - 17 vactu 3 u nynkre 3 yactu 5 crarbu 18 HacTosmero deneparbHOTO 3aKOHA;

3) oKcHepTusbl JIEKAPCTBEHHOI'O CpEACTBA B OTHOUIEHMM JIEKApPCTBEHHBIX MpEnaparoB s
BETEpUHAPHOTO MPUMEHEHHS HAa OCHOBAHUH JIOKYMEHTOB, YKa3aHHbIX B myHKTax | - 8, 10, moamynkrax "a"
- "M", "n" - "¢" mynkTa 16, nynkre 17 yactu 3 u nynkte 4 yactu 5 cratbu 18 Hacrosuiero denepaibHOTO
3aKOHA.

(B pen. ®enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)

2. YNONMHOMOYEHHBIN (enepaibHblii OpraH HCIOJHUTEIFHONW BJIACTH YBEJOMJISIET B NHCHMEHHOMN
(dopme 3asgBUTENS O IPUHATOM PELICHUH WM B ClTyyae 0TKa3a ¢ yKa3aHHEM IIPUUYMH TaKOro OTKasa.

2.1. B cnyuae BBIIBIEHUS HEIOCTOBEPHOCTU CBEAECHUH, COAEpPXKAIIMXCA B MPEACTABIECHHBIX
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3asgBUTENIEM MaTepuaiax, yrnoJHOMOYEHHBIH (enepanbHblii OpraH MCHOJIHUTEIBLHOW BIIACTH HANpaBiseT
3agBUTENIO 3ampoc 00 YTOUYHEHMM YKa3aHHBIX CBeACHUU. JlaHHBIN 3ampoc MokeT OBITh NepeaaH
YIOJIHOMOYEHHOMY MPEICTABUTENIO 3asBUTEN JUYHO IOJ PACHUCKY, HANpPABJIEH IO MOYTE 3aKa3HbIM
NUCHbMOM WJIM TIEpelaH B DJIEKTPOHHOH (opMe Mo TeIeKOMMYHUKAIMOHHBIM KaHallaM CBs3H. B ciryuae
HaIlpaBJIEHUsl JaHHOTO 3alpoca MO MMOYTE 3aKa3HbIM IUCbMOM OH CUMTAETCS MOJYYEHHBIM 10 UCTCUEHUH
LIECTU JHEH ¢ AaThl HAIPaBJIEHMS 3aKa3HOI0 IIUChMa.

(uactb 2.1 BBenena denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

2.2. 3asBuTenh 00s3aH MPEACTABUTH OTBET HAa 3allpoC YIOJHOMOYEHHOTro (eaepaabHOro opraHa
UCIIOJTHUTENIbHOM BJIACTU B CPOK, HE MPEBBIIAIONININ AEBIHOCTA PA0OUUX JTHEH CO JHS MOJIYYSHHs TaHHOTO
3anpoca. Cpok, yKa3aHHbIA B 4acTU | HAcTOSIIEH CTaTbH, NPHOCTAHABIMBAECTCS CO JIHA HaIlpaBICHUS
3agBUTENIO 3aIpOca YHOJHOMOYEHHOTO (helepaJbHOr0 OpraHa WCHOJIHHUTENBHOM BIACTH 10 JHSA
MOJIyYEHHUSI UM OTBETA Ha JIaHHBIN 3a1poc.

(uacTb 2.2 BBeneHa PenepasibHbIM 3akoHOM 0T 25.11.2013 N 317-D3)

3. OcHoBaHMEM [Jisi OTKa3a B OpraHU3alliu SKCIEPTU3, YKAa3aHHBIX B 4acTH 1 HacTOsIIEH CTaTbu,
SBIISICTCS MPEICTaBICHINEe HEOOXOIUMBIX JUIS MMPOBEACHUS STHX IKCIEPTH3 JOKYMEHTOB, IEPEUHCICHHBIX B
yactax 3 u 5 crarbu 18 Hactosimero denepaabHOro 3akoHa, B HEMOJHOM OOBbEMe, HENpeACcTaBICHUE
3asiBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETa HAa yKa3aHHbIM B yactu 2.1 HacToslled cTaTbU 3aIpoc
YIIOJTHOMOYEHHOTO (heJiepaIbHOro OpraHa CIOMHUTENBHOM BIACTH, a TAKXKE IMPEICTaBICHUE TOKYMEHTOB,
HE COJIepIKaIINX UCYEPIIBIBAIOIIECTO IEPEYHS HEOOXOAUMBIX CBEIICHHIM.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

Cratpsa 20. 9KCHCPTH33. JAOKYMCHTOB IJId IOJYYCHUSA PA3PCIICHHA HA IMPOBCACHUC KIMHUYCCKOI'O
HCCIICAOBAHUS JICKAPCTBCHHOIO IMperiapaTta Ajid MEIUIUHCKOI'O IPUMCHCHHA U 3THUYECKOM 9KCIICPTU3BL

1. Okcneptu3a JOKYMEHTOB Ul IIOJYYEHHUS pa3pellieHuss Ha [pPOBEIECHHUE KIMHUYECKOTO
MCCJIEJOBAHMsI JIEKAPCTBEHHOI'O Ipernapara A MEIULHUHCKOIO IPUMEHEHUS B COOTBETCTBUM C LICNISIMH,
yKa3aHHbIMM B cTarbe 38 Hactosmiero @enepanbHOrO 3aKOHA, JTHYECKAash SKCIIEPTU3d, COCTABICHHE
KOMHUCCHEN DKCIEPTOB M COBETOM IO JTHKE 3aKIIOYEHHH O BO3MOXHOCTU MM HEBO3MOXXHOCTH
MPOBEJCHUS TaKOr0 KJIMHUYECKOTO MCCIEA0BAHNS U HANPABJICHHUE ITUX 3aKIIOYEHUN B YIOJIHOMOYEHHBIN
(benepanbHbI OpraH UCIOJHUTEIBHONW BJIACTH OCYIIECTBISIOTCS B CPOK, HE NMPEBBILIAIONIUN TPUALIATH
pabounx AHEW co JHS MOY4YEHUs SKCIIEPTHBIM YUpEXkKJACHUEM 3aJaHusl YIOJIHOMOYEHHOIO (efepanibHOro
OpraHa MCIOJHUTEJIBHONW BJIACTH C MPUIIOKEHUEM HEOOXOIUMBIX JOKYMEHTOB, YKa3aHHBIX B ITyHKTax 9,
11, 12 yactu 3 ctatbu 18 Hacrosiero PenepanbHOro 3aK0Ha, JOKYMEHTOB, YKa3aHHBIX B 4acTH 4 CcTaTbu
18 Hacrosimero denepanbHOro 3aKOHA U MPEACTABICHHBIX 0 JKEJIAHUIO 3asBUTENS, U COBETOM I10 ITHKE
3aJaHMsl  YINOJHOMOYEHHOIO (peepaJbHOrO OpraHa HCIOJIHHUTENBHOM BJIACTH C  INPHIOKEHUEM
HEOOXO/IMMBIX JIOKyMEHTOB, yKa3aHHbIX B MyHKTax 11 - 14 yactu 3 ctarbu 18 HacTosmero denepanbHOro
3aKOHa.

2. JIOKyMEHTBI, COAEpJKalMecs B PETUCTPAlMOHHOM JOChE€ M IIOCTYNHUBLIME B DKCIEPTHOE
YUpEXJIEHUE, COBET MO ATHKE JUISl OCYIIECTBIEHUS MX SKCIEPTH3bl B IENAX IMOJIyYEHUS pa3pelieHus Ha
IIPOBEJCHUE KIMHUYECKOTO HCCIIEI0BaHMS JEKapCTBEHHOTO IpenapaTa A MEJUIMHCKOro IMPUMEHEHUS,
MOJIJIeKaT BO3BpATy B YIIOJIHOMOYEHHBIN (efiepanbHbIii OpraH UCIOIHUTEIbHOM BIACTH OJHOBPEMEHHO C
3aKJIFOYEHUSMH COOTBETCTBYIOIINX IKCIEPTH3.

Cratps 21. HOHy‘lCHI/Ie paspCiiCcHud Ha MPOBCACHUC KIIMHUYCCKOTO UCCICAOBAHNA JICKAPCTBCHHOT'O
npemnapara JJjis1 MCAUIVMHCKOI'O IPUMCHCHHA A

1. B cpok, He mpeBbIIIAIONIMM MATH padouux JHEH CO JIHSA MOJY4YeHMs 3aKJIIOUEHUH, yKa3aHHBIX B
cratbe 20 Hacrosmero deaepanbHOro 3aKOHAa, YIOJTHOMOUEHHBIN (efepanbHblii OpraH MCIOJIHUTEIbHON
BJIACTH OCYLIECTBIISET OLICHKY MOCTYNMBIINX 3aKJIFOYEHHUMN I ONPENEICHUs UX COOTBETCTBHS 3aJaHUSAM
Ha MPOBEACHUE COOTBETCTBYIOIIMX OKCIEPTU3 M YBEIOMIISICT 3asBUTEN B INHUCBMEHHOH (opme o
pe3yapTaTax IpPOBENECHHBIX HKCIEPTU3 M O BO3MOKHOCTM WJIA HEBO3MOXXHOCTH BBIIAYM 3aSBUTEIIO
paspeleHus Ha MPOBEACHUE KIMHUYECKOTIO UCCIIEA0BAHM JIEKAPCTBEHHOT O IIpenapara Juisi MEAULUHCKOTO
IIPUMEHEHHS.

2. Ilpy npuHSATHM pElIEHUs O BO3MOYKHOCTHM BBIJaud pa3pellieHus Ha IPOBEICHHE KIMHUYECKOTO
UCCIICIOBAHMs JICKAPCTBEHHOIO TIpenapara il MEJMLIHMHCKOIO IPUMEHEHUS YIOJHOMOYECHHBIN
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denepanbHbIE  OpraH HCIOJHUTEILHOW BIACTH IMPUOCTAHABIMBAET IPOBEACHHE TOCYAAPCTBEHHOM
pEerucTpaIiy JEKapCcTBEHHOTO Mpernapara 10 AHA MOoJauu 3asBUTEIEM B YIIOJTHOMOUYEHHBIN (enepanbHbIi
OpraH HCIIOJIHUTEJIbHOM BJIACTH 3asBJICHUS O IOJYYEHHHM PA3PEIICHHsS HAa NPOBEICHHUE KIMHHYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOIO IIperapaTa JUisl MEAULIMHCKOTO IIPUMEHEHUS.

3. B ciuydae mnpuHATHA penieHUuss O HEBO3MOXKHOCTM BbIAAYM pa3pelleHus] Ha IPOBEJICHUE
KJIMHUYECKOIO  MCCIEAOBAaHUS  JIEKAPCTBEHHOIO  Ipermapara g MEAMLIMHCKOIO  IPUMEHEHUs
VIIOJTHOMOYEHHBIN  (efepaiabHblii  OpraH  HCIOJHUTENBHONM  BIACTH  MPEKpalaeT  Ipoueaypy
roCy/1apCTBEHHON PETUCTPALIUU JIEKApCTBEHHOTO Ipenapara.

Cratpsa 22. Penrenue o IMPOBEACHNHN KIIMHUYCCKOI'0 HMCCICAO0BAHMA JICKAPCTBCHHOI'O IIpCriapara IJid
MCIUIIUHCKOI'0 MPUMCHCHUA

1. Jlna mnonydeHusl pa3pellieHUss Ha IPOBENCHHE KIMHUYECKOI'O MCCIEAO0BAaHUS JIEKApCTBEHHOTO
npernapara Jisi MEIUIUHCKOTO IPUMEHEHHUS 3asBUTEINb MPEJICTABISIET B YIOJTHOMOYEHHbIN (eaepanbHblIil
OpraH UCIIOJIHUTEIbHOMN BIIACTH!

1) 3asiBNeHUE O OMYYEHUU pa3pelIeHHs Ha IPOBECHIE JaHHOTO KIIMHUYECKOTO UCCIIEIOBaHMUS;

2) cBeneHust 00 ombITe PabOTHI MCCIIEIOBATEIICH IO COOTBETCTBYIONIUM CIEITUATBHOCTSIM M X OTIBITE
paboTHI 1O MPOBEICHUIO KIIMHUYECKUX UCCIICIOBAHMIA;

3) xomui0 A0roBopa 005f3aTEIbHOrO0 CTPAXOBAaHUS JKU3HHU, 3/10POBbsl MAllMEHTOB, YYacCTBYIOUIMX B
KIIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOIO Ipernaparta Ajas MEAMIIMHCKOrOo MpUMEHEeHHs (nanee -
JIOTOBOp 0053aT€NbHOIO CTPAaxOBaHMsI), 3aKJIIOYEHHOIO B COOTBETCTBUU C TUIIOBBIMM IpaBUIIaMU
0053aTeNFHOTO CTPaXOBAHUS JKU3HH, 3I0POBbs MAIMEHTA, YYACTBYIOIIETO B KIMHUYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOI'0 IIpernapara JUisi MEIUMLUHCKOIO NPUMEHEHHUs, YyTBepKJAeHHbIMU [IpaBuTEnbcTBOM
Poccuiickoit denepauuu (manee - THUIOBBIE MpaBHiIa O00S3aTENILHOTO CTPAaxOBaHMS), C YyKa3aHUEM
Ipe/lebHON YHUCICHHOCTH IMAllMEHTOB, YYaCTBYIOUIMX B KIMHHUYECKOM MCCIIEJI0BAaHUU JIEKAPCTBEHHOTO
npemnapara Jyisi METUIIUHCKOTO IPUMEHEHUS;

(m. 3 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

4) cBeieHHsI 0 MEIMIIMHCKUX OpraHU3alMsax, B KOTOPBIX MpeanosaraeTcs NpoBeeHHe KIMHUIECKUX
UCCJIEIOBAaHUM JIEKapCTBEHHOI'O Mpernapara il MEAUIMHCKOTO MPUMEHEHUs (IIOJHOE U COKpAIleHHOE
HalMEHOBAHHUs, OpraHU3allMOHHO-TIpaBoBas (opMa, MeCTO HaXOXKICHHS W MECTO OCYIIECTBICHHUS
NeSITeNIbHOCTH, Tene(oH, Tenedakc, aapec JIEKTPOHHOM MOYTH MEIUIIMHCKON OpraHu3alun);

(m. 4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

5) mpenmnosiaraeMble CPOKM MPOBEACHUS KIMHUYECKOIO HCCIIETOBaHMs JIEKAPCTBEHHOIO Ipemnapara
JUIS. METMIIUHCKOT'O TIPUMEHEHUS.

(m. 5 BBenmen deaepanbubM 3aKk0oHOM OT 11.10.2010 N 271-D3)

2. B cpok, He MNpeBBILAOLMI MATH pabounx JHEH cOo AHS NPUHATHS YKa3aHHOro B yacTu 1
HACTOALIEH cTaThbu 3asBJICHUS C NPUIOKEHUEM HEOOXOAMMBIX JOKYMEHTOB, YIOJIHOMOYEHHBII
(benepanbHbIN OpraH UCIIOJHUTEIBHOMN BIIACTH:

1) mpoBOAUT MPOBEPKY IMOJHOTHI M JTOCTOBEPHOCTH CBEJIEHUM, COAEPKAIIMXCSA B MPEICTABICHHBIX
3asBUTEJIEM MaTepHaax;

2) NmpUHUMAET pelleHHWe O BbAaue pa3pelIeHUs Ha MPOBEACHHE KIMHUYECKOIO HCCIEeT0BaHUS
JIEKapCTBEHHOTO IMperapara Ui MEIUIMHCKOrO MPHUMEHEHUs WiIM 00 OTKa3e B BbIJaue YKa3aHHOTO
pa3pelieHus;

3) yBenomisieT B MUCbMEHHOW (opMe 3asBUTENS O NMPUHATOM DPEUICHWH WIM B Cllyyae OTKa3a C
yKa3aHWeM IPUYUH TaKoro 0TKa3a;

4) BbIJAeT paspelieHrue Ha MPOBEACHUE KIMHUYECKOTO HCCIIEAOBAaHUS JIEKapCTBEHHOTO MpenapaTa
JUISL METMLIMHCKOTO MPUMEHEHHUS B MOPSAJIKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM (efepalibHbIM OpraHoOM
UCTIOJIHUTEJIHOW BJIacTH.

2.1. B cnydae BBIABICHHS HEIOCTOBEPHOCTH CBEJIECHHUW, COAEPKAIIUXCS B IMPEICTABICHHBIX
3asBUTENIEM MaTepHajax, yHOJHOMOUYEHHBIN (enepanbHblil OpraH WCHOJHUTEIbHOM BIACTH HAMpaBIIIET
3aBUTENIO 3alpoc 00 YTOYHEHWHM YKa3aHHBIX CBeJAeHWW. JlaHHBIM 3ampoc MokeT OBITh TmepenaH
YIIOJIHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO IOJ PACHHCKY, HANpaBieH IO IOYTE 3aKa3HbIM
MUCHbMOM WJIM TEpelaH B AJIEKTPOHHON (opMe MO TEIeKOMMYHHMKAI[MOHHBIM KaHallaM CBsi3U. B ciydae
HaIpaBJICHUs JIaHHOTO 3aIpoca IO MOYTE 3aKa3HBIM MHUCHbMOM OH CUUTAETCS MOJYYEHHBIM IO UCTEUCHUHU
HIeCTH JHEH ¢ AaThl HalpaBJiIeHHsI 3aKa3HOTr0 MUChMa.
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(uacts 2.1 BBenena denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

2.2. 3agButenp 0053aH INPEICTaBUTh OTBET Ha 3aIpPOC YMOJHOMOYEHHOTrO (enepajabHOro opraHa
HCIIOJTHUTENIbHOM BJIACTU B CPOK, HE MPEBBIIAIOIMINN JeBIHOCTA padOUNX JAHEN CO THS MOTyYeHUS JaHHOTO
3anpoca. Cpok, yka3aHHBIM B 4acTH 2 HACTOSIIEW CTaTbM, MPUOCTAHABIMBAETCS CO JHS HAIpPaBJICHUS
3agBUTENIO 3ampoca YNOJIHOMOYEHHOTO (enepaqpHOro oOpraHa HCIOJIHUTENBHON BIACTH A0 JHS
IIOJIyYEHUsI UM OTBETA Ha JaHHBIN 3a11poc.

(uactb 2.2 BBeneHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

3. OcHOBaHUSMH Ui OTKa3a B BbIJau€ pa3peuieHHUs Ha MPOBEACHHE KIMHUYECKOTO MCCIICIOBAHHUS
JIEKapCTBEHHOI'0 Mpernapara Ui MEIUIIMHCKOTO MPUMEHEHHS SIBISIFOTCSI HEMPEACTaBICHHE TOKYMEHTOB,
YKa3aHHBIX B 4acTu | HAcTOSIIEH CTaThu, HECOOTBETCTBHE COICPXKAHUS MPE/ICTaBICHHBIX JIOKYMEHTOB
TpeboBaHusIM HacTosAulero deneparbHOTO 3aKOHA, HEMPECTABICHNE 3asSBUTEIIEM B YCTAHOBJICHHBIH CPOK
OTBETa Ha yKa3aHHBIA B yacTu 2.1 HaAcToOAIIEH CTaThbU 3alpoc YHOJHOMOYEHHOIrO (eiepaibHOro opraHa
UCTIOJIHUTENIFHOW BJIACTH JINOO HaIM4Me 3aKIIOUYEHUS KOMHCCHUU SKCIEPTOB HIIM 3aKJIFOYCHHS COBETA I10
9TUKE O HEBO3MOXHOCTU MPOBEACHUS KIMHHUUYECKOIO MCCIEIO0BaHUS JIEKAPCTBEHHOTO Iperapara ajis
MEAMIMHCKOTO MPUMEHEHHS] IO pe3ysIbTaTaM IPOBEIEHHBIX IKCIEPTU3, NMPEAYCMOTPEHHBIX cratheil 20
HacTosiero denepanbHOro 3aKoHa.

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

Cratps 23. DkcnepTH3a KayecTBa JEKAPCTBEHHOI'O CPEJICTBA M SKCIEPTU3a OTHOLICHUS OXKUAaeMOI
HO0JIB3BI K BO3MOKHOMY PHCKY ITPUMEHEHUS JIEKApCTBEHHOTO Mpenapara Juisi MeIUIIMHCKOTO IIPUMEHEHUS

1. DkcnepTH3a KayecTBa JIEKapCTBEHHOTO CPEJICTBA M AKCIIEPTU3a OTHOIIECHUS 0KUIAEMOM MOJIb3bI K
BO3MOXKHOMY PHUCKY TNPUMEHEHHUs JICKAPCTBEHHOI'O TMperapata i MEAUIMHCKOTO MPUMEHEHHS,
COCTABJICHME KOMMCCHUSIMU HKCIEPTOB 3aKJIIOUEHUW IO pe3ylbTaTaM MPOBEACHHBIX 3KCIEPTU3 U
HalpaBJICHUE TAKUX 3aKIIOYEHUH B YIMOJHOMOUYEHHBIH (enepalnbHblii OpraH HMCIIOJHUTEILHONW BIACTH
OCYIIECTBIISIIOTCSA B CPOK, HE MPEBBIMIAIOLINI CTa JECATH paboyux HEH CO THS MONyYeHUS! IKCIEPTHHIM
YUPEKICHUEM COOTBETCTBYIOLIETO 3aJaHUsl YIOJHOMOYEHHOTO (elepaibHOrO OpraHa HCIOIHUTEIbHON
BJIACTH C JIOKyMEHTaMH, YKa3aHHbIMH B myHKTax | - 8, 15 - 17 wactu 3 crareu 18 Hacrosiero
®denepalbHOrO 3aKOHA, M OTYETAa O IMPOBEIACHHOM KJIMHUYECKOM HCCIICIOBAHUU JIEKAPCTBEHHOTO
npenapara Jjisi MEAUIUHCKOTO IPUMEHEHHS.

2. Jlns mpoBeneHUs yKa3aHHBIX B YacTH | HACTOSIIENW CTaTbU AKCIEPTU3 3asBUTEIb MPEICTABIISIET B
YIIOJTHOMOYEHHBIHN (peiepalibHbIi OpraH UCTIOTHUTEIHHOM BIACTH:

1) 3asBneHWEe O BO300OHOBIIEHMHM TOCYJApPCTBEHHOW pPETHUCTpAIlMU JICKAPCTBEHHOTO Ipemnapara u
MPOBEICHUM YKAa3aHHBIX B 4acTU | HAcTOAIIEH CTaTbU SKCIEPTHU3;

2) OTY4ET O TPOBEACHHOM KIMHUYECKOM HCCJIEJIOBAHUM JIEKQPCTBEHHOTO TIperapara Jist
MEIUIMHCKOTO PUMEHEHHS;

3) JOKYMEHT, MOATBEPKIAIOIINKA YIUIaTy TOCYAapCTBEHHOW MOIUIMHBI 32 MPOBEICHUE IKCIIEPTU3HI
KaueCTBa JICKAPCTBEHHOT'O CPEACTBA U SKCIEPTU3bl OTHOUIEHUS 0KUIAEMOU MOJIb3bl K BO3MOKHOMY PHUCKY
MPUMEHEHHUS JIEKApCTBEHHOTO TMperapaTta il MEIUIIMHCKOTO MPUMEHEHHUS IMPU €ro rocyJapCTBEHHOM
pEruCTpaluu.

3. B cpok, He TpeBbIIAIONUN MATH padouux JHEW CO JHS TPUHATHS 3asBICHUS C JTOKYMEHTaMHU,
YKa3aHHBIMH B 4acTW | M MyHKTax 2 U 3 YacTu 2 HACTOSIIEH CTaThd, YIOTHOMOYECHHBIN (henepanbHbIii
OpraH UCIOJHUTEILHON BIIACTH:

1) mpoBOAUT TPOBEPKY MOJHOTHI M JOCTOBEPHOCTH MTAHHBIX, COJEPKAIIUXCS B TPEICTABICHHOM
3aBUTEIEM OTYETE O NPOBEIACHWHM KIMHUYECKOTO MCCIEI0BaHUS JIEKAPCTBEHHOTO TIpenapara Ijist
MEIUIIMHCKOTO MPUMEHEHHS U B JOKYMEHTAX, COJIEPKAIINXCA B PETUCTPALIMOHHOM JIOChHE;

(B pea. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET pelIeHHe O BO300HOBJICHWU TOCYIAPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOTO
mpenapara ¥ TPOBEICHWM YKAa3aHHBIX B YacTH | HACTOSIIEW CTaThM DKCIEPTU3 WM 00 OTKaze B
BO300OHOBJICHHH TOCYJapCTBEHHOW pETUCTpAllMU JIEKApCTBEHHOTO Tpernapara s MEIUIHUHCKOTO
MIPUMEHEHUS U TIPOBEACHUH TaKUX DKCIIEPTH3;

3) yBenomisieT B MUCHbMEHHOW (popme 3asBHUTENS O MPHHITOM PEIICHWH WU B Cllydae OTKasa C
YKa3aHWEM MPUYMH TAKOTO OTKa3a.

3.1. B cnyuyae BBISBIEHUS HEIOCTOBEPHOCTU CBEICHUM, COACPNKAIIUXCS B TMPEICTABICHHBIX
3asIBUTEJIEM MaTepHasiax, YIOJHOMOUYCHHBIN (enepanbHbIi OpraH MCTIOJHUTEIBLHOW BIACTH HAIPABISICT
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3asBUTEIIO0 3ampoc 00 YTOYHEHWH YKa3aHHBIX CBeACHWU. JlaHHBIA 3ampoc MOXET OBITh TepenaH
YIIOJTHOMOYEHHOMY IPEJICTaBUTENO 3asBUTENS JIMYHO IO/ PACHMCKY, HAlpaBiI€H I0 MOYTE 3aKa3HbIM
IUCbMOM MJIM IepefjaH B 3JIEKTPOHHOH (popMe Mo TeIeKOMMYHUKAIMOHHBIM KaHajlaM cBs3H. B ciyuae
HAIpaBJIEHUs JAHHOI'O 3aIllpoca IO M0YTE 3aKa3HbIM IMHCbMOM OH CUMTAETCS MOJYYEHHBIM 10 UCTEUEHUU
LIECTH JHEU ¢ AAaThl HAIIPABJICHU 3aKa3HOTO IIUChMA.

(uactsb 3.1 BBeneHa @enepasibHbIM 3akoHOM OT 25.11.2013 N 317-D3)

3.2. 3asBuTenp 00s3aH IMPEICTABUTH OTBET HA 3alpoc YHNOJHOMOYEHHOro (elepaabHOro opraHa
UCTIOJIHUTENILHOW BJIACTH B CPOK, HE MPEBBIIIAIONINI IeBIHOCTA pabOUMX THEH CO JTHS MOIy4YeHUs TaHHOTO
3arpoca. CpoK, yKa3aHHBIM B 4acTU 3 HACTOSINEW CTATbH, NPUOCTAHABIMBACTCS CO JHS HAIpPABJICHUSA
3asBUTEIII0 3alpoca YIOJIHOMOYEHHOro (elepadbHOr0 OpraHa HCIOJIHUTENBHOM BJIACTH JI0 JHSA
IIOJIyYEHUSI UM OTBETAa Ha JaHHBIN 3a11poc.

(uactp 3.2 BBeneHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

4. OcHoBaHMEM JIi OTKa3a B BO30OHOBJIICHHMH TOCYIApCTBEHHOH pErHCTpaluu JEKapCTBEHHOTO
npernapara M IPOBEICHUN YKA3aHHBIX B 4acTU | HACTOAIIEH CTaTbU DKCIEPTU3 SBJISAETCS NPEACTABICHUE
JOKYMEHTOB, YKa3aHHBIX B 4acTH | W MyHKTax 2 U 3 4acTH 2 HACTOALICH CTAaThH, B HEIOJHOM OObEMeE,
HENPEJCTaBICHNUE 3asBUTEIEM B YCTAHOBJIICHHBI CPOK OTBETa Ha yKa3aHHbIM B 4dactu 3.1 Hacrosmen
CTaThU 3aIpOC YIMOJIHOMOYEHHOTO (peepalbHOTO OpraHa WCHOJIHHUTEIBHOW BIIACTH WIIM TPEACTaBICHUE
JIOKYMEHTOB, HE COAEPIKALMX MCUEPIIBIBAIOLIETO MEePEYHsI HEOOXOAUMBIX CBEICHHMA.

(B pea. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

5. B Tedenme mnATHaAUATH pabOYMX JHEH €O JHSA IOJYYEHHs] PEIICHUS YIOJHOMOYEHHOI'O
¢denepanbHOro oOpraHa WCIOJHUTEIBHONW BJIACTH O BO300HOBIECHHHM TOCYJAapCTBEHHOW pPETHCTpaluu
JIEKapCTBEHHOTIO IIpenapaTa U IPOBEJCHUH YKa3aHHBIX B 4acTU | HACTOALIEH CTaTbU dKCIIEPTU3 3asIBUTEIID
IPEJICTaBISIET B OKCIEPTHOE YUYPEKACHUE Ui IPOBEIEHUS OSKCIEPTU3bl KAdyecTBa JIEKAPCTBEHHOTO
cpeAcTBa 00paslbl JIEKAPCTBEHHOrO IpenapaTta A MEIUIMHCKOTO NPUMEHEHHs, MPOU3BEJCHHOTO B
COOTBETCTBUM C TPEOOBAHUSMHU OIBITHO-MPOMBIIUICHHOTO M (WJIM) HPOMBIIIICHHOTO PErjaMeHTOB,
YTBEPKACHHBIX PYKOBOIMUTEIEM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB, a TAKKE B COOTBETCTBYIOIIMX
ciydasix oOpasen (papmareBTHYeCKOl CyOCTaHINM, TECT-IITaMMa MHUKPOOPTaHU3MOB, KYJIbTYPHI KIIETOK,
00pa3ibl BEUIECTB, MPUMEHSEMBIX Ui KOHTPOJIS KauecTBa JEKapCTBEHHOTO CPEJCTBA IIyTEM CPaBHEHUS C
HUMH HCCJIEyEMOT0 JIEKAPCTBEHHOTO CPEJCTBA, B KOJUYECTBAX, HEOOXOJUMBIX ISl BOCHPOM3BEICHUS
METOJI0B KOHTPOJISI KAUECTBaA.

(B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

6. Ilpu mnomyuyeHMH 0OOpa3LOB JIEKAPCTBEHHOTO Ipemapara U (apmaneBTHYEeCKOl cyOcTaHIUU
9KCIIEPTHOE YUYPEKICHHE BbBIAACT 3asBUTENIO0 JOKYMEHT, MOATBEP)KIAIOIIMM IOJyYeHHE YyKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIIIAIOIUN TpexX pabounx AHEH, yBeIOMIISeT B MUCbMEHHOU (Gopme 00 3TOM
YIOJTHOMOYEHHBIHN (eiepalibHbII OpraH UCIIOIHUTEIbHOM BIIaCTH.

7. Cpok g TpeiCTaBlIeHHs 3asgBUTENEeM OOpa3lloB  JIGKAPCTBEHHOrO  Iperapara |
(dapmalieBTUYECKON CyOCTaHIIMM U CPOK YBEJOMJIEHUS SKCIIEPTHBIM YUPEKICHHEM 00 3TOM B TUCbMEHHOU
¢dopMe yMoJIHOMOYEHHOTO (hefepabHOIO OpraHa MCIOJHUTEIbHON BIIACTH, YKa3aHHBIE B 4acTsaX 5 U 6
HACTOALIEH CTaTbM, HE BKIIOYAIOTCS B CPOK MPOBEACHMS YyKa3aHHBIX B 4YacTW | HacTosed craTbu
JKCIIEPTH3.

8. JIoKyMeHTbI, MOCTYMUBIINE B 3KCIEPTHOE YUPEKIEHHUE ISl MPOBEACHUS yKa3aHHBIX B yacTu |
HACTOSIILIEH CTaTbU SKCIEPTU3, IMOAJEeKaT BO3BpAaTy B YIOJIHOMOYEHHBIH QenepanabHbIl  Ooprax
MCIIOJTHUTENIbHOM BJIaCTH OJJHOBPEMEHHO C 3aKJIFOUEHUSIMU 110 pe3yIbTaTaM YKa3aHHBIX 3KCIEPTHU3.

Crarbs 24. DkcnepTr3a KayecTBa JEKApCTBEHHOIO CPEACTBA M DKCIIEPTU3a OTHOLIEHUS 0KHJIaeMOM
IIOJIb3bI K BO3MOXKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTI'O IIpenapara Jijisi BETepUHapHOr0 IIPUMEHEHUS

1. DkcnepTH3a KauecTBa JEKAPCTBEHHOI'O CPEACTBA M IKCIIEPTU3a OTHOLIEHUS OKUAAEMOM O3Bl K
BO3MOKHOMY pHCKY IIPUMEHEHHs JIEKAPCTBEHHOrO IIpernapaTta s BETEPUHAPHOIO NPHUMEHEHMS,
COCTaBJICHUE KOMUCCHSMHU HKCIIEPTOB 3aKIIOUYEHUN 110 PE3YJIbTaTaM yYKa3aHHBIX JKCIIEPTU3 U HallpaBICHUE
TaKHUX 3aKJIIOYEHHI B YIIOJTHOMOYEHHBIN (eiepabHbIN OpraH UCIOJHUTENBHOM BJIaCTH OCYILIECTBIISIIOTCS B
CPOK, HE TPEBBIMIAIONUINA cTa AECATH pabO4YMX JHEH CO JHS TOIYYEHHUS SKCIEPTHBIM YUPEKICHHEM
3aJJaHUs YIIOJIHOMOYEHHOIO (heepabHOIO OpraHa UCIOJIHUTENBHON BIACTH C JOKYMEHTAMH, YKa3aHHBIMU

nyn n n n_n

B nmyHkrax | - 8, 10, moamynkrax "a" - "M", "n" - "¢" mynkra 16 u mynkte 17 uwactu 3 cratbu 18
Hacrosmiero denepanbHOrO 3aKOHA.
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(B pen. ®enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)

2. B Tedenme mnATHamUATH pabOYMX JHEH CO [HSA TMONYYCHHs] PEUICHUS YIIOJTHOMOYEHHOTO
denepanbHOro opraHa MCIOJIHUTEIHLHONW BIACTH O MPOBEACHUH YKa3aHHBIX B 4acTU | HacTosuled craTbu
AKCHEPTU3 3aABUTEIb MPEIACTABISIET B 3KCIIEPTHOE YUPEKACHUE VISl NMIPOBEACHUS IKCIEPTU3bl KaueCTBa
JIEKapCTBEHHOT'O Cpe/CcTBa 00paslibl JIEKapCTBEHHOTO IMIpernapaTra s BETEPUHAPHOTO MpPUMEHEHUS,
MPOU3BEICHHOTO B COOTBETCTBHH C TPEOOBAHUSIMHU TEXHOJIOTHYECKHX PETJIaMEHTOB, YTBEPIKICHHBIX
PYKOBOAMTENEM TPOU3BOAMUTENS JIGKAPCTBEHHBIX CPEACTB, a Takxke oOpasen (apmareBTHUeCKON
CyOCTaHITMH B KOJMYECTBAX, HEOOXOIUMBIX TSI BOCIIPOU3BEICHUSI METOJJOB KOHTPOJISI KA4eCTBA.

3. Ilpu mnonydeHun oOpa3LOB JIEKAPCTBEHHOIO Ipernapara U QapMaleBTUYECKON cyOcTaHIuu
SKCHEPTHOE YUYPEXKJACHUE BBIIACT 3asiBUTENIO JIOKYMEHT, IMOATBEPXKIAIOIIMN TMOJYyYEHHUE YKa3aHHBIX
00pa3IoB, U B CPOK, HE TPEBHIIAOIINN TpeX pabounx JHEH, YBEAOMIISET B MUCbMEHHOU (hopMe 00 3TOM
YIIOJTHOMOYEHHBIH (eiepalibHbIil OpraH UCIOIHUTEIbHON BIACTH.

4. Cpok sl TpencTaBiIeHHs 3asBUTEIeM O0Opa3loB  JIGKAPCTBEHHOTO  Ipemapara U
dbapmalieBTUYECKOM CyOCTaHIIMU U CPOK YBEJOMIICHUS SKCIIEPTHBIM YUPEKICHHEM 00 3TOM B MUCbMEHHOM
dbopMe YIoIIHOMOUYEHHOTO (helepaabHOr0 OpraHa MCIOTHUTEIBHOW BIACTH, YKa3aHHBIC B 4YaCTsIX 2 W 3
HACTOSINIEN CTaThU, HE BKJIKOYAIOTCA B CPOK IPOBENCHMS YKa3aHHBIX B 4YacTU | HacTosmiedl crarbu
JKCIIEPTHU3.

5. JIOKyMeHTBI, OCTYIUBIIKE B 3KCHEPTHOE YUPEKIACHHUE I MPOBEACHUS yKa3aHHbIX B 4acTu |
HACTOSAIICH CTaThU OKCIEPTH3, TMOJJICKAT BO3BpaTy B YIOJHOMOYCHHBIA (eAepalibHBI  OpraH
VCIIOJIHUTEJIbHOM BJIACTU OJTHOBPEMEHHO C 3aKJIFOUEHUSIMU 110 PE3YJIbTaTaM YKa3aHHbBIX 3KCIEPTH3.

Cratbs 25. HOBTOpHOG MMPOBCACHUC SKCIICPTU3BI JICKAPCTBCHHLIX CPCACTB U ATUYECKOM OKCIICPTU3bI

1. B ciydasx HeJOCTaTOYHON OOOCHOBAHHOCTH WJIM HEMOJIHOTHI 3aKJIIOUEHHMsS] KOMUCCHU HKCIEPTOB
WIM COBETA M0 ATHKE, HAJIMYMsA B HEM MPOTUBOPEUMUBBIX JAHHBIX, (PaIbCU(PUKALUU BBIBOJOB 3KCIEPTU3bI
JEKapCTBEHHOTO CpeicTBa M (WIM) O3TUYECKOM SKCIEpPTU3bl, COKPBITHS OT  YIOJIHOMOYEHHOTO
(enepanbHOro OpraHa MCIOJHHUTEIbHON BJIACTH OCHOBAaHMU JUId OTBOJA JKCIEpTa BCIEACTBUE €r0
3aMHTEPECOBAHHOCTH B PE3y/bTaTaX COOTBETCTBYIOLIEH AKCHEPTH3bl, HATMYHUS JaHHBIX O MPSIMOM JIHOO
KOCBEHHOM BMEIIATEJIbCTBE B IPOLECC COOTBETCTBYIOIIEH JKCHEPTU3bl JIMI, HE YYAaCTBYIOLIUX B €€
IIPOBEJCHUH, HO OKa3aBIIMX BIMSHHE HA IMPOLECC U PE3YNbTAThl €€ NPOBEACHMS, YINOJHOMOYEHHBIM
(denepanbHBIM OpraHOM HCIIOJIHUTENBHOM BJIACTH HAa3HAYaeTCsl MOBTOpHAs IKCHEPTH3a JIEKAPCTBEHHOTO
CpeAcTBa M (WJIN) 3TUYECKask HKCIePTH3a.

2. TloBropHas »sKclepTH3a JIEKAPCTBEHHOIO CpEACTBA MPOBOJUTCS B CPOK, YCTaHOBJICHHBIN
YIIOJIHOMOYEHHBIM  (eiepalibHbIM OpPraHOM HCIIOJIHUTENBHOW BJIACTH M HE IMPEBBILAIONIMNA COpOKa
pabounx JHEH cOo IHSA TOJY4YEHHsS] SKCHEPTHBIM YUPEKICHUEM 3a/JaHHs Ha MPOBEACHHE IMOBTOPHOMU
9KCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA, ITOBTOPHAs 3TUYECKAs DKCIIEPTH3A - B CPOK, HE IPEBBIIIAOIINAN
NATHAALATH paboyuX JHEH CO JTHS MOJYyYEHHs] COBETOM IO ATHKE 3aJaHMsl Ha MPOBEJIEHUE MOBTOPHOI
9TUYECKON DKCIEPTU3BI.

3. ®uHaHcoBOe 0O€cCne4YeHHE BBIIOJHEHUS 3aJaHUsl Ha INPOBEIACHHME IOBTOPHOM HSKCHEPTU3bI
JIEKapCTBEHHOI'O CPEACTBA HE OCYLIECTBIISIETCA, U CPENICTBA, IEPEUNCIICHHBIE paHEE HA NIPOBEIECHUE TaKOU
9KCIIEPTU3BI, OJIJIEKAT BO3BPATy B eiepanbHbIN OIOIKET.

Crarbs 26. YckopeHHast npoLeaypa 3KCIEepTU3bl JIEKaPCTBEHHBIX CPEACTB

1. VYckopeHHass mporeaypa SKCHEPTHU3bI JICKAPCTBEHHBIX CPEACTB B IEJSIX TOCYAApCTBEHHOM
pEerucTpallud  JIEKAPCTBEHHBIX  NPENaparoB  MPUMEHSAETCS B OTHOUIEHUM  BOCHPOU3BEIAEHHBIX
JeKapCTBEHHBIX TMpenaparoB. llpu mnpoBeaeHMHM Takol mpoueAypbl HNPEACTABIAIOTCS HHGOpManus,
MOJIydYeHHass MpU MNPOBEACHUM KIMHUYECKUX HCCIEAOBAaHUN  JIEKAPCTBEHHBIX MPENapaToB U
OHy6J'II/IKOBaHHaSI B CIHCOHUAIM3UPOBAHHBIX IICHYATHBIX H3JAHUAX, a TAKXKE IOOKYMCHTBI, COACPKAIIUEC
pe3ynbTaThl HMCCIENOBaHUS OWOADKBUBAJICHTHOCTH U (WIM) TEpameBTHYECKOH HOKBUBAJIEHTHOCTH
JICKAPCTBCHHOT'O IIpf€rapara Ajdd MCIUOHUHCKOIO MNPUMCHCHHA MM PE3YIbTAaTbl HUCCICAOBAHUA
OMOA’KBUBAJIEHTHOCTH JICKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO IIPUMEHEHUS.

2. YckopeHHasi mpolieaypa SKCIEepPTH3bl JIEKapCTBEHHBIX CPEACTB HE MPHUMEHSIETCS B OTHOLIECHUU
UMMYHOOHMOJIOTHYECKIX JICKAPCTBEHHBIX IPENaparoB, MpEenapaToB WHCYIMHA U JIEKapCTBEHHBIX
MpernaparoB, BIEPBbIE perUCTpUPYEeMbIX B Poccuiickoit denepanuu.
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3. VYckopeHHas Tporenypa SKCIEePTHU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOJIUTCS IO PEIICHHUIO
COOTBETCTBYIOIIETO YIMOJIHOMOUYEHHOTO (heJepalbHOr0 OpraHa HCIOJIHUTEIBHOW BJIACTH B CPOK, HE
MIPEBBIMIAIONINN MIECTUACCATH padounx maHed. [Ipu 3TOM 3KcmepTH3a JTOKYMEHTOB, COJEpKAIINXCS B
PETHCTPAIIMOHHOM JIOChE, JJIsi TOJIYUYCHHUs pa3pelleHUss Ha MPOBEICHUE KIMHUYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOTO MperapaTa JJIsi MEIUIIMHCKOTO MTPUMEHEHHUS U 3TUUYECKAasl IKCIIEPTU3a MPOBOISTCS B CPOK,
HE MPEBBIMIAIONIMKA TATHAAUATH pPabOYMX JHEH, SKCIEepTH3a KadecTBa JIEKAPCTBEHHOTO CpPENACTBA U
SKCTEPTHU3a OTHOIICHUS OXXUJAEMOW TIOJIb3bI K BO3MOXXHOMY PHCKY IPHUMEHEHHS JIEKapCTBEHHOTO
npernapara - B CpoK, He MPEBBIIIAIONINI COpOKa MATH pabO4HX THEH.

4. VYckopeHHas mTpoleaypa OKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB IPOBOAMUTCS B TOPSJIKE,
ycTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosmero denepaaibHOro 3aKOHA, M HE O3HAYAET CHUKCHUS
TpeOoBaHMUl K 6€30MMaCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MTPETapaToB.

Crarbs 27. Pemenue o rocyapCTBEHHOM perucTpaly JIEKapCTBEHHOTO MperapaTa

1. B cpok, He NpeBBIIAIONINA TATH pabOYUX JHEH CO JHS TOJYYEHHUS 3aKIIOUEHHH KOMHCCUHU
9KCIIEPTOB IO pe3yjbTaTaM 3KCIEPTU3bl KA4eCTBA JIEKAPCTBEHHOI'O CPEICTBA M DKCIEPTHU3bl OTHOLICHUS
0’KMJIa€MOM T10JIb3bl K BO3MOXKHOMY PUCKY IPUMEHEHMS JIEKapCTBEHHOI'O Iperapara, COOTBETCTBYIOIINN
YIOJIHOMOYEHHBIN (eiepaabHblil OpraH UCIIOJHUTEIbHOMN BIIACTH:

1) ocylecTBISIET OLEHKY TaKuUX 3aKJIIOUEHUHN Ui OINpENeseHHs] UX COOTBETCTBMS 3aJaHUI0 Ha
IIPOBEJCHUE YKAa3aHHbBIX IKCIIEPTHU3;

2) IpUHUMAET PELIEHUE O TOCYIapCTBEHHON PETUCTPALIMU JIEKApCTBEHHOIO IpernapaTa i o0 oTkasze
B IOCYJIJapCTBEHHON PETUCTPALUU JIEKAPCTBEHHOTO IIpenapara;

3) BHOCUT IpU MPHUHATHM PELIEHUS O TOCYIApPCTBEHHOW PErHMCTpallMy JIEKAPCTBEHHOrO Ipernapara
JAHHbIE O 3aperucTPUPOBAHHOM JIEKApCTBEHHOM IIpenapaTe, B TOM u4Hcie O ¢apMaleBTUYECKON
CyOCTaHIH, BXOJAIIEH B COCTAB JIEKAPCTBEHHOTO Tpernapara, B TOCYAapCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEACTB U BbLIAET 3asABUTEINII0 PETUCTPALMOHHOE YJOCTOBEPEHME JIEKApCTBEHHOTO Ipenapata, (opma
KOTOPOTO  YTBEPXKAAETCSl  YIMOJHOMOYEHHBIM  (peiepaJbHBIM OpPraHOM HCHOJHHUTENBHOW  BIIACTH,
COIIACOBAaHHbIE HOPMATUBHYIO JTOKYMEHTALMIO, HOPMATUBHBIN JOKYMEHT, HHCTPYKLHIO 110 IIPUMEHEHUIO
JIEKapCTBEHHOI'0 IIpernapaTa U MakeThl IEPBUYHON YIIaKOBKU U BTOPUYHOMN (TIOTPEOUTENBCKO) YITaKOBKH C
YKa3aHHEM Ha HHUX HOMEpPA PErMCTPALMOHHOIO YIAOCTOBEPEHHs JEKAapCTBEHHOTO Ipenapara M JaTbl €ro
rOCy/IapCTBEHHOW perucTpauuy WiIM B CcIy4yae MPUHATHS pelieHus 00 OTKa3e B TOCYIapCTBEHHOMN
perucTpanmy JIEKapCTBEHHOTO IMpenapaTa yBEJOMISET B NHUCbMEHHOM (opme 3asgBUTENs 00 3TOM ¢
yKa3aHUEM IIPUYMH TAKOTO OTKa3a.

2. OcHOBaHMEM JUIsl OTKa3a B FOCYAAPCTBEHHOM PETUCTPALIMU JIEKAPCTBEHHOTO Ipernapara sBIsSeTCs
pellIeHNe COOTBETCTBYIOLIETO YIIOJIHOMOYEHHOrO (pe/iepaibHOr0 OpraHa UCIOJIHUTEIBHONW BIACTU O TOM,
YTO Ka4yecTBO U (M) 3(h(HEeKTUBHOCTh PErMCTPUPYEMOTO JIEKApCTBEHHOTO MpenapaTa He MOATBEPIKICHBI
IIOJIy4YEHHbIMM JTaHHBIMH WJIM YTO PUCK INPHYMHEHHs BpeEla 310pPOBBK0 4YEJIOBEKAa WA KHUBOTHOIO
BCJIEJICTBHE IIpUeMa JIEKapCTBEHHOT'O Mpenapara npeBblmaeT 3¢ (HeKTUBHOCTh €r0 MPUMEHEHHUS.

(B pen. denepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

3. Ilpu rocynapcTBEHHOH pErucTpalMM JIEKApCTBEHHOIO IIpernapaTa, BKIIOUEHHOTO B IIEpPEUEHb
KU3HEHHO HEOOXOIMMBIX M BaKHEHIINX JIEKaPCTBEHHBIX MPEnapaToB, HEOOXOIMMBIE TaHHbIE 3aHOCSTCS B
TOCY/IapCTBEHHBIN PEECTP MPEIEIBbHBIX OTIYCKHBIX LIEH ITPOU3BOIUTENIEH Ha JIEKapCTBEHHBIE NpENaparsl,
BKJIFOYEHHBIE B YKa3aHHBII MIEPEUYECHb.

Cratpa 28. PeructpaliuOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO TTperapara

1. PeructpanuonHoe yJ0CcTOBEpEHUE JIEKApCTBEHHOTO Mpernapara ¢ ykazaHUeM JIEKapCTBEHHBIX popM
U JI03UPOBOK BbIIAETC 0€CCPOYHO, 32 UCKIIFOUYEHUEM PETUCTPAIIMOHHOTO YI0OCTOBEPEHHS JIEKAPCTBEHHOTO
Ipenapara, BbIJAaBa€MOI0 CO CPOKOM JEWCTBMS MAThH JIET, HA BIEPBBIE perucrpupyemslie B Poccuiickoit
®denepanyy JEKapCTBEHHBIE IIPENIapaTshl.

2. Tlo wucreyeHWMM yKa3aHHOTO B dYacTH | HACTOSAIMIEW CTaThM CpOKa BBIJAETCS OeccpouHOe
PErUCTpPallMOHHOE YAOCTOBEPEHUE JIEKApCTBEHHOIO IIpenapara IpU YCJIOBUM IOATBEP)KIEHUS €ro
rOCyapCTBEHHOW PETUCTPALIHH.

Cratpa 29. [loaTBepkaeHNE TOCYIApCTBEHHOW PErMCTPALIMM JIEKAPCTBEHHOTO Mpenapara
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1. INoaTBep:kaeHNe TroCyJapCTBEHHOM PErucTpaluy JICKapCTBEHHOTO Iperapara OCYILECTBIISETCS
IpU BbIAAYe OECCPOUYHOTO PETUCTPALIMOHHOIO YJIOCTOBEPEHMs JIEKapCTBEHHOIO Ipernapara B ciydae,
YKa3aHHOM B 4YacTtu 2 crartbu 28 Hactosuero @®enepaJbHOrO 3aKOHA, B CPOK, HE IPEBBIIIAIOIINN
JIEBSIHOCTa pabo4Mx JHEH €O JAHA MOJIyYeHHs COOTBETCTBYIOLIMM YIOJHOMOYEHHBIM (heaepabHbIM
OpraHOM HCIIOJIHUTEIBbHON BIJIACTU 3asBJIIEHUS O IOATBEPXKACHUU TOCYAAPCTBEHHOW perucTpanuu
JIEKapCTBEHHOT'0 IIpernapara, O(QOpPMIECHHOIO B COOTBETCTBMM C 4YacThl0 2 cTaThu 18 HacTrosero
®denepanbHOro 3aK0Ha.

2. IloaTBepkaeHNE rOCy1apCTBEHHON PEruCTpaIiy JIEKApCTBEHHOTO Mpenapara OCylIeCTBISETCs 110
pe3yibTaTaM JKCHEPTU3bl OTHOIIEHMSI OKUAAEMOW II0Jb3bl K BO3MOXKHOMY pHUCKY IPUMEHEHHUs
JIEKapCTBEHHOI'0 IIpernapaTa, a TaKKe 3KCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEICTBA, IPOBOAMMOM B
cllyyae BHECEHHS U3MEHEHUI B HOPMATUBHYIO JOKYMEHTALIMIO WIX HOPMATUBHBINA JOKYMEHT.

(uactsb 2 B pen. denepanpHoro 3akoHa ot 29.11.2010 N 313-D3)

3. K 3adBneHMI0O O MOATBEP)KICHUM T'OCYJApCTBEHHON PpEerucTpaluu JIEKapCTBEHHOIO Ipenapara
IOPWIAraloTCsl JOKYMEHT, MOATBEPKAAIOIIMKA YIJIAaTy TOCYJAapCTBEHHOM IMOUUIMHBI 3a IOATBEPXKJIECHUE
rOCyJapCTBEHHON perucTpaluy JIEKapCTBEHHOIO Ipernapara JUlsi MEAWLUUHCKOrO NPUMEHEHUs WIH
JIEKapCTBEHHOI'0 Ipenapara Juisi BETEPUHAPHOIO NPHUMEHEHUS, JOKYMEHT, COJEp)Kalluil pe3yJbTaThl
MOHUTOPHHra ©O€30MaCHOCTH JIEKAPCTBEHHOr'O IIpenapaTa, I[POBOAMMOIO 3asBUTENIEM, IO (opme,
YCTaHOBJIEHHON COOTBETCTBYIOILMM YIOJIHOMOYEHHBIM (e/iepaibHbIM OPraHOM HCIIOJIHUTEIbHON BJIACTH,
a TakKXe JIOKyMEHTbI, YKa3aHHbIE B MyHKTax 2 U 5 yacTu 3 crathu 18 HacTosmero denepanbHOro 3akoHa.
HopmaruBHasi MOKyMEHTalWsi WM HOPMATHUBHBIA JOKYMEHT, MPOEKT WHCTPYKIHH I10 MPUMEHEHHIO
JIEKapCTBEHHOT'O Iperapara, MPOeKThl MAaKeTOB MEPBUYHOM YNAKOBKM U BTOPUYHOW (MOTPeOUTENBCKOIN)
YIIAKOBKHU JIEKAPCTBEHHOr'O Ipernapara MpuiararoTcs K 3asBICHUI0 O MOATBEPHKACHUU T'OCYIapCTBEHHON
perucTpanmy JeKapcTBEHHOTO Mperapara BHOBb TOJIBKO B CIIydae, €CJIM B HUX BHOCSATCS U3MEHEHUSL.

(B pen. ®enepanbubix 3akoHOB 0T 29.11.2010 N 313-D3, o1 22.10.2014 N 313-D3)

4. B Tedenue pnecatu pabouux JHEW CO JHS TPHUHATUS 3asABJICHUS O IOATBEPKACHUU
TOCYJapCTBEHHOH  pPErHCTpallid  JIGKAPCTBEHHOTO  Ipermapara W HEOOXOAWMBIX  JIOKyMEHTOB
COOTBETCTBYIOILIMH YIIOJTHOMOYEHHBIN (hefepanbHblil OpraH UCIOJHUTEIBHOMN BIACTH:

1) mpoBOAUT IPOBEPKY IMOJHOTHI M JIOCTOBEPHOCTH CBEIEHUM, COAEPKAIIUXCS B MPEACTABIECHHBIX
3asBUTENIEM MaTepHaiax;

2) mpuUHUMAET pelIeHHe O MPOBEACHUM WM 00 OTKa3e B IMPOBEIEHUH SKCIEPTU3bl OTHOIIECHUS
0’KU/1aeMOH TMOJIB3bI K BO3MOYKHOMY PUCKY MTPUMEHEHUS JIEKApCTBEHHOTO Mperapara, a TakKe SKCIEePTU3bI
KayecTBa JIEKAPCTBEHHOTO CPE/ICTBA, IPOBOJAMMOM B CiIydae BHECEHUS H3MEHEHUH B HOPMAaTUBHYIO
JOKYMEHTAIUIO MJIK HOPMAaTHUBHBIN TOKYMEHT;

(m. 2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3) yBenomisieT B MUCHbMEHHOM (popMe 3asBUTENs O MPHUHATOM pEIIEHUHM WIM B Clydae MPUHATUS
perieHus 06 0TKa3ze B MPOBEJCHUH SKCIIEPTU3bI C YKa3aHWEM IPUYUH TAKOr0 0TKa3a.

4.1. B cnyyae BBISBIEHUS HEJIOCTOBEPHOCTH CBEJCHMH, COJAEPKAIIMXCS B IPEACTaBIEHHBIX
3asiBUTENIEM MaTepuaiax, yIOJIHOMOUYEHHBIH (enepanbHblil OpraH MCHOJHUTENBbHON BIIaCTH HaIpaBiisieT
3asgBUTENIO 3ampoc 00 YTOYHEHMM YyKa3aHHBIX CcBeAeHUH. JlaHHBIM 3ampoc MoxeT OBITh NepenaH
YIIOJTHOMOYEHHOMY MPEJICTABUTENIO 3asBUTENS JIMYHO IO/ PACIHCKY, HAMpaBJi€H IO IMOYTe 3aKa3HbIM
NUCbMOM WJIM TEpefiaH B DJEKTPOHHOH (popMe Mo TeaeKOMMYHUKAIMOHHBIM KaHallaM CBA3H. B ciydae
HaIpaBJIEHUs! JAHHOTO 3allpoca IO MOYTe 3aKa3HbIM MHCbMOM OH CUHMTAETCS MOJYYEHHBIM 10 UCTEUEHUH
IIECTH THEH ¢ aThl HApaBJIEHUS 3aKa3HOTO MUChMA.

(uacTb 4.1 BBenena ®enepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asButenp 00s3aH MpPEICTaBUTh OTBET Ha 3aIpOC YMOJHOMOYEHHOIrO (erepaabHOro opraHa
UCIIOJTHUTENIbHOM BJIaCTH B CPOK, HE MPEBBIIAIONINN AEBIHOCTA pa0OUNX JTHEH CO JHS MOJyYeHUs JaHHOTO
3arpoca. Cpok, yka3zaHHBI B 4yacTH 4 HACTOSIIEH CTaTbH, NMPHUOCTAHABIMBAETCS CO JHS HAIPaBICHUS
3agBUTENIO 3aIpoca YIOJIHOMOYEHHOTO (elepaJbHOrO OpraHa WCIHOJIHMUTENBHOM BJIACTH [0 JHSA
MOJYyYEeHUs UM OTBETa Ha JIaHHBIM 3alpOC W HE YYUTHIBAETCS MPH HCUYHMCICHHUU CPOKa MOATBEPKICHUS
roCyJapCTBEHHOH perucTpaiyy JeKapCTBEHHOTO MIpenapara.

(uactp 4.2 BBeneHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM i1 OTKa3a B MPOBEJCHMU OHKCHEPTH3bl OTHOILEHMS OXXHIAEMOH IONb3bl K
BO3MOXXHOMY pPHUCKY TIPUMEHEHHUsS JIEKAPCTBEHHOrOo Tmpenapata M (MJIM) OKCHEpPTH3Bl KadyecTBa
JIEKapCTBEHHOT'O CPEJICTBA SABJSAETCA MPECTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTsAX | W 3 HacTosmei


consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD647785D0F4523B55C372522E82EC0F641C402809FE3DEFZ2z4N
consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD647785D0F4523B55C372522E82EC0F641C402809FE3DEFZ2z2N
consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD657480DDFA523B55C372522E82EC0F641C402809FE3CE8Z2z3N
consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD647785D0F4523B55C372522E82EC0F641C402809FE3DEFZ2z0N
consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD657784D6F8523B55C372522E82EC0F641C402809FF3CE0Z2z1N
consultantplus://offline/ref=1B4FF1C61A7EA9BC5FB51B982B17C115DD657784D6F8523B55C372522E82EC0F641C402809FF3CE0Z2zFN

CTaThH, B HETIOJTHOM 00BbEME, HEMPEACTABJICHHUE 3asIBUTEIIEM B YCTAHOBJICHHBIA CPOK OTBETA HA YKa3aHHBIN
B dactu 4.1 HacTOAlIEH cTaThu 3ampoc YIOTHOMOYEHHOTO (eAepalbHOrO OpraHa HCIOJIHUTEIBHON
BJIACTH, a TAKXK€ OTCYTCTBHE B TMPEICTABICHHBIX JTOKYMEHTaX HCUYEPIBIBAIONINX CBEICHUU, KOTOPHIC
JIOJIKHBI OBITH OTPAKEHBI B HUX.

(B pen. Pepepanbubix 3akoHOB OT 29.11.2010 N 313-D3, o1 25.11.2013 N 317-D3)

6. DKcrepTr3a OTHOILLICHUS OXKUJAEMOM MOJIb3bl K BO3MOKHOMY PUCKY MPUMEHEHHUS JI€KapCTBEHHOTO
npenapara W (WIM) DKCIEpPTH3a KadecTBa JIGKQPCTBEHHOTO CPEICTBA B IENSIX IMOJATBEPIKICHHS
rOCYJapCTBEHHOM PErucTpaluy JEKAPCTBEHHOrO0 Ipernapara MPOBOJATCS Ha OCHOBAaHUU JOKYMEHTOB,
YKa3aHHBIX B 4aCTH 3 HACTOSIIEH CTaTbU, B MOPSIIKE, YCTAHOBJICHHOM YacTsAMM S5 - 8 cTaTb 23 U cTaTbei
24 nacrosimero denepanbHOTO 3aKOHA.

(uactsb 6 B pen. denepanpHoro 3akoHa ot 29.11.2010 N 313-P3)

7. B mepuwon mpoBeneHUs TPOLEAYpPhl MOATBEPXKICHHUS TOCYAAPCTBEHHOW PETHCTPALMH
JIEKApCTBEHHOI'0 IIpenapara €ro TrpakJaHCKUH O0OpOT OCYIIECTBISIETCS Ha TeppuTopuu Poccuiickoi
denepanyu.

8. OcHOBaHMEM JUIsi OTKa3a B MOATBEPXKICHUM TOCYIApCTBEHHOW PEruCTpallM JICKAPCTBEHHOTO
mpemnaparta  SBJISETCS  PElIEHHWE COOTBETCTBYIOIIETO  YIOJIHOMOYEHHOro  ¢eaepaibHOro  OpraHa
WCTIOJTHUTEIIEHOM BIIACTH O TOM, YTO KadecTBO U (win) 3()PEKTUBHOCTH JICKAPCTBEHHOTO Ipernapara He
MOJTBEPXKJICHBI MOJIYYCHHBIMH JAHHBIMU WJIM YTO PHUCK NPUYMHEHHS] BpeAa 3/I0pPOBHI0 YEJIOBEKa WIIU
JKUBOTHOTO BCJICJICTBHE IpUEMa JICKAPCTBEHHOIO TMpernapara MpeBbmaeT 3PQPEKTUBHOCTh €ro
MIPUMEHEHUS.

(uactb 8 BBeneHa DenepanbHbIM 3aKk0oHOM 0T 22.10.2014 N 313-03)

Crarbs 30. BHecenue uM3MEHEHUN B JIOKYMEHTBI, COJEpPKallMecs B PErHUCTPAIIMOHHOM JO0ChE Ha
3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar s MEAULUHCKOTO IPUMEHEHUS

1. B nensx BHeCeHMs M3MEHEHUH B JIOKYMEHTBI, COJEp’KalllMecsi B PETUCTPALlMOHHOM [0ChE Ha
3aperuCTPUPOBAaHHBI  JIEKApCTBEHHBIM Mpenapar i MEAMIIMHCKOrO IPUMEHEHHs, 3asiBUTEIb
NpEeCTaBisieT B YIOJHOMOUYEHHBIN (peiepanbHblii OpraH HUCIOJHUTEIbHON BIACTH 3asBJICHUE O BHECEHUU
TaKUX HW3MEHEHUH 1o (¢GopMe, YCTAHOBJIEHHOM  YIOJIHOMOYEHHBIM  (elepalbHbIM  OpraHOM
VCIIOJIHUTENIBHOM BJIACTH, W IPUIIOKEHHBIE K HEMY H3MEHEHHsS B YKa3aHHbIE JOKYMEHTBI, a TaKXke
JIOKYMEHTBI, TOJATBEP)KIAIOIMEe HEOOXOJUMOCTh BHECEHMs TakuxX H3MeHeHu#. [IpuHsTHe peueHus o
BHECEHUHU TaKMX M3MEHEHMH MM 00 OTKa3e B UX BHECEHHM OCYIIECTBIISIETCS B CPOK, HE MPEBBIMIAOIINN
JeBSHOCTA pabouMX JHEW CO THS MPUHATHS YIIOJTHOMOYEHHBIM (peliepaibHbIM OPraHOM HCIIOJIHUTEIbHON
BJIACTH 3asIBJICHUS O BHECEHUH TAKUX U3MEHEHU.

2. B cny4yae BHeceHUS M3MEHEHH B MHCTPYKIUIO MO MPUMEHEHUIO JIEKapCTBEHHOI'O INpenapara B
OTHOLIECHHUHU CBEJICHUH, yKa3aHHBIX B noAmnyHkrax 'r" - "n", "Xx" mynkra 16 wactu 3 crateu 18 HacTosero
@denepalibHOTO 3aKOHA, B COCTAB JIEKAPCTBEHHOTO Mpernapara /s MEIUIUHCKOTO TIPUMEHEHHU s, U3BMEHEHUS
MeCTa NPOM3BOJCTBA JIEKAPCTBEHHOI'O Ipenapara s MEIUIUHCKOTO IPUMEHEHMs, HW3MEHEHUS
nokasaresnel KadecTBa JIEKQpCTBEHHOrO IpernapaTa Uil MEAUIMHCKOrO MPUMEHEHUS U (WUJIM) METOJO0B
KOHTpPOJISI KauecTBa JIEKAPCTBEHHOI'O IIpernapaTta JUisi MEJUIMHCKOrO IPUMEHEHHs, U3MEHEHHUS CpoKa
TOJHOCTH JIEKQpPCTBEHHOrO Ipernapara Uil MEIUIMHCKOTO TPUMEHEHHs TPOBOJUTCS SKCIEepPTH3a
JIEKapCTBEHHBIX CPEJICTB B YaCTH IKCIIEPTHU3bl KadeCTBA JIEKAPCTBEHHOI'O CPEACTBA M (MJIHM) DKCIEPTU3BI
OTHOWICHUSI 0’KUJIA€MOW MOJIb3bl K BO3MOXXHOMY PHUCKY NPUMEHEHHS JIEKapCTBEHHOIO IperapaTa JUist
MEIUIMHCKOrO TpUMEeHeHus. B ciydae HEOOXOIUMOCTH BHECEHHMS HHBIX HW3MEHEHMH B JIaHHYIO
MHCTPYKIHUIO SKCIEepTU3a JIEKAPCTBEHHOTO CPEACTBAa Ui BHECEHHS] TaKUX H3MEHEHHUH B CBEACHHS O
3aperucTpUPOBAHHOM JIEKAPCTBEHHOM IIpEnapaTe He IPOBOAUTCS.

(B pen. Penepanbubix 3akoHOB OT 11.10.2010 N 271-D3, o1 29.11.2010 N 313-D3)

3. C 3asdBlIeHUEM O BHECEHUM M3MEHEHMH B JOKYMEHTBI, COACPKAIINUECS B PETUCTPALMOHHOM J10ChE
Ha 3aperucTpUpPOBAaHHBIA JIEKAPCTBEHHBIM Mpenapar [Uisi MEAUIIMHCKOTO TPHUMEHEHUs, Hapsay ¢
JOKYMEHTaMH, YyKa3aHHbBIMM B d4YacTu | HacTosled CTaTbM, MPEACTABISAIOTCA  JOKYMEHTHI,
MOJTBEPKJIAIOLINE YIUIATy TOCYAapCTBEHHOW MOLUIMHBI 3a BHECEHHWE H3MEHEHUl B HHCTPYKLHUIO IO
IPUMEHEHHUIO JIEKAPCTBEHHOTO IMpenapara JJisi MEAULUHCKOIO IPUMEHEHNUS], TOCY1apCTBEHHON MOIIINHBI
3a BHECEHUE U3MEHEHUI B COCTaB JIEKAPCTBEHHOIO IIpenapaTa Ui MEeAULIMHCKOTO IPUMEHEHHUS.

4. B TeueHue JeciaTH pabouMX THEH CO JHS MOCTYIUICHHs YKa3aHHOTO B 4acTW | HACTOALICH CTaThu
3asiBJICHUA U HEOOXOJUMBIX JOKYMEHTOB YIOJIHOMOYEHHBIM (enepanbHblii OpraH HCIOJHUTEIbHON
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BJIACTH:

1) npoBOAUT NPOBEPKY IOJHOTHI U JTOCTOBEPHOCTU CBEAEHUMN, COAEPXKAIIMUXCSA B MPEACTABICHHBIX
3asBUTEIIEM MaTepUalIax;

2) IpUHUMAET pEIICHNE O MPOBEACHUN YKa3aHHBIX B YaCTHU 2 HACTOALIEH CTaThU COOTBETCTBYIOIIMX
9KCHEPTHU3 JIEKAPCTBEHHOIO CPEACTBA WM 00 OTKa3€e B UX MPOBEICHUH;

3) yBenoMisieT B MUCHbMEHHOM (popMe 3asBUTENS O MPHUHATOM PEUICHHM WA B CIIydae MPUHATHUSL
peueHus 00 0TKa3e B IPOBEIEHUH COOTBETCTBYIOIIEH 3KCIIEPTU3bI C yKa3aHUEM IPUYMH TAKOTO OTKAa3a.

4.1. B cnyuyae BBIBICHUS HEIOCTOBEPHOCTU CBEACHUN, COJEpPXKAIIMXCA B IPEACTABICHHBIX
3asBUTENIEM MaTepuaiax, YHOJIHOMOYEHHbIN (enepanbHblii OpraH MCHOJIHUTENBHOW BIACTU HaIpaBiseT
3asBUTEINII0 3alpoc OO0 YTOYHEHHMHM YKa3aHHBIX cBeleHuil. JlaHHBIM 3ampoc MOXeT ObITh INepenaH
YIOJIJHOMOYEHHOMY IIPEICTABUTEINIO 3aSBUTENA JUYHO IIOJ PACIUCKY, HAIPABJICH II0 II0YTE 3aKa3HbIM
IUCbMOM WJIM IEpefaH B DJIEKTPOHHOH (opMe 1Mo TeaeKOMMYHUKAIlMOHHBIM KaHajlaM cBsi3u. B ciydae
HaIIpaBJICHUs JAHHOTO 3aIpoca IO IOYTE 3aKa3HbIM IIMCBMOM OH CUMTAETCS IOJYYEHHBIM I10 UCTCYCHUU
LIECTH JHEW ¢ AaThl HAIPABJICHMs 3aKa3HOIO IIUChMA.

(uacTb 4.1 BBeneHa PenepasibHbIM 3akoHOM OT 25.11.2013 N 317-®3)

4.2. 3agButenp 0053aH INpPEICTaBUTh OTBET Ha 3alpOC YINOJHOMOYEHHOIO (elepajabHOro opraHa
VCIIOJIHUTENIbHOM BJIACTU B CPOK, HE MPEBBIIIAIOIINN JEBIHOCTAa pa0OUUX JHEN CO JHS MOJYyUYEHUs JaHHOTO
3anpoca. Cpok, yka3aHHBIM B 4acTH 4 HACTOSIIEW CTaTbH, NPUOCTAHABIMBAETCS CO JHS HAIpPABIICHUS
3agBHUTENIO 3aIpoca YIOJHOMOYEHHOTO (elIepaJbHOr0 OpraHa WCHOJHHUTENBHOW BIACTH N0 JIHSA
IIOJIyYEHUSI UM OTBETA Ha JAAHHBIN 3aIIPOC U HE YYUTBIBAETCS IIPU UCUUCIICHUU CPOKA IIPUHSTHS PELICHUS O
BHECEHMM M3MEHEHUN B JIOKYMEHTBI, COAECPKALIUECSA B PETUCTPALIMOHHOM J0ChE Ha 3apErMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Npenapar 11 MEAULMHCKOTO IPUMEHEHHS.

(uacTb 4.2 BBeneHa PenepasibHbIM 3akoHOM 0T 25.11.2013 N 317-®3)

5. OcHOBaHuEM JUIsl OTKa3a B IIPOBEJCHUM YKA3aHHBIX B YaCTH 2 HACTOSAILIEH CTaTbU JKCIIEPTHU3
SBIISIETCS MIPEJCTABICHUE JOKYMEHTOB, IMIEPEUUCICHHBIX B YacTsX | W 3 HACTOAIIECH CTaTbU, B HETIOJHOM
o0beMe, HEeNpeCTaBICHHUE 3asBUTEIEM B YCTAHOBJIEHHBIH CpPOK OTBETa Ha yKa3zaHHbIM B yactu 4.1
HACTOSIIEH CTaThU 3alpoC YHOJHOMOYEHHOTO (hefepalbHOTO OpraHa MCIOJTHUTEIBHOW BIIACTH, a TAKKe
OTCYTCTBHUE B MPEACTABICHHBIX JJOKYyMEHTAX JIOCTATOYHBIX CBEIEHHH, MOATBEP)KIAIOIIUX HEOOX0IUMOCTh
BHECEHMSI U3MEHEHH.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

6. YKazaHHbIE B 4acTU 2 HACTOSIIEH CTaTbU AKCIEPTU3BI MPOBOAATCA B MOPSAKE, YCTAHOBIEHHOM
cTaTtbel 23 HacTosero denepalbHOTO 3aKOHA.

7. B cpok, He MpeBbILAOMUN MATH pabouyux AHEH CO JHS MOJTYYEHMs 3aKIOYEHUH KOMHUCCHM
9KCIIEPTOB MO pE3yJbTaTaM yKa3aHHBIX B YacTU 2 HACTOSILEH CTaThbU DKCIEPTHU3, YINOJIHOMOUYEHHBIN
dbenepanbHBIN OpraH UCTIOJIHUTEIBHON BIACTH:

1) npuHMMaeT pelleHre O BHECEHUH U3MEHEHUH B JIOKYMEHTHI, COJIeprKalliecs] B peruCTPpalluOHHOM
JI0OCbE€ Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIM IpernapaTr Juisi MEAMIMHCKOIO NPUMEHEHHs, WIH 00
OTKa3€ BO BHECEHNHU TaKUX U3MEHEHMI;

2) BHOCHUT B TOCYJapCTBEHHBIN PEECTp JIEKApPCTBEHHBIX CPEICTB HA OCHOBAHUU PEILIEHUSI O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJEpXallhecs B PETUCTPALIMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpernapar Juisi MEIUIUHCKOTO MPUMEHEHUs, HE0OXO0AUMbIE U3MEHEHHUSI M BO3BpAIllaeT UX
3asIBUTEIIIO.

8. OcHoBaHMEM [UI OTKa3a BO BHECEHWM W3MEHEHHH B JOKYMEHTBI, COJEp)Kamuecs B
PETUCTPALIMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar Juisi MEIULUHCKOTO
NPUMEHEHUS, SBJIIETCS 3aKII0UEHHE YIIOJHOMOYEHHOTO (peiepabHOr0 OpraHa MCIOJIHUTEIbHON BIIACTH O
BO3MOXHOCTH CHIKEHHsI 0€30IaCHOCTH, KauecTBa, 3(()EKTUBHOCTH JIEKApCTBEHHOTO CPEACTBA B Cllydae
BHECEHUS TAKUX U3MEHEHUH.

9. lomyckaeTcs rpax/IaHCKU 000pOT JIeKapCTBEHHBIX MPENapaToB sl METUIIMHCKOTO PUMEHEHUS,
MPOU3BENIECHHBIX J0 NPUHATUS YIOJIHOMOYEHHBIM (heiepaJbHbIM OpraHOM HCIIOJIHUTENBHON BJIACTH
pElIeHUs O BHECEHUU W3MEHEHUH B JIOKYMEHTBI, COJEpKalIUECs] B PETUCTPALIMOHHOM JOChE HA TaKue
JIeKapCTBEHHBIE MpPEenapaThl, WU pelIeHnst 00 0TKa3e BO BHECEHUH YKA3aHHBIX N3MEHEHUH.

Cratpa 31. BHeceHue HM3MEHEHUH B JOKYMEHTHI, COJEPIKAIIHUECS B PETUCTPAIMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar ulisi BETEPUHAPHOIO IPUMEHEHUS
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1. B memsx BHECEHMs MU3MEHEHHMHM B JIOKYMEHTBI, COAEpIKalluecs B PErMCTPAllMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIA  JICKAPCTBEHHBIN MpenapaT s BETEPUHAPHOTO TMPUMEHEHHS, 3asBUTEIb
MPEJICTaBIISIET B YIIOJTHOMOYEHHBIN (enepanbHblii OpraH UCIOJIHUTEIBHON BJIACTU 3asBJIEHUE O BHECEHHUU
TaKMX W3MEHEHWH 10 ¢opMe, YCTAaHOBJICHHON  YIOJHOMOYEHHBIM  (elepaibHBIM  OpPraHOM
WCIIOJIHUTEJIbHOM BJIACTH, M MNPUJIIOKEHHBbIE K HEMY HW3MEHEHHUS B YKa3aHHbIE JIOKYMEHTBI, a TaKXe
JIOKYMEHTBI, TIOJTBEPKIAIONINEe HEOOXOJUMOCTh BHECCHHS TaKuWX HW3MeHeHui. [IpuHsTHE pemeHus o
BHECEHUH TaKUX U3MEHEHHMH UM 00 OTKa3e B UX BHECEHUU OCYIIECTBIISIETCS B CPOK, HE MPEBBIIAIONIHIA
JEBSIHOCTA PabOYMX JHEU CO THS MPUHATHS YIIOJTHOMOYEHHBIM (peiepaibHBIM OpPraHOM HCITOJIHUTEIBHOM
BJIACTH 3asIBJICHUS O BHECEHUU TaKUX U3MEHEHUM.

2. B cnyyae BHeceHUsI U3MEHEHHMI B JOKYMEHTHI, COACPIKALIUECH B PErHMCTPALIMOHHOM JI0ChE Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIA TMpernapar is BETEPUHAPHOIO IPUMEHEHHs, B OTHOLICHUU
CBEICHUHM, yKazaHHbIX B noamyHkrax 'r" - "e", "n", "m", "m", "y" nynkra 16 wactu 3 cratbu 18
Hacrosiiero deepanbHOro 3aKOHA, a TAKXKE B ClIydae M3MEHEHHMs TTOKa3aTelield KauecTBa JIEKapCTBEHHOTO
mpenapara JUisi BETEPUHAPHOTO NpPUMEHEHHS U (WJIM) METOAOB KOHTPOJISI KauecTBa JIEKApPCTBEHHOTO
npenapara JUisi BETEPUHAPHOTO MPUMEHEHHS IMPOBOJMUTCS SKCIEpTH3a JIEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO TpHUMEHeHUs. B ciaydae HE0OXOOUMOCTH BHECEHHS] WMHBIX HM3MEHEHHH B JIOKYMEHTHI,
CoJIepXKallfecss B PErUCTPAIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM MpernapaTr it
BETEPUHAPHOr0 MPUMEHEHMS, SKCIEPTHU3a JICKAPCTBEHHOTO CPEJICTBA JUIsl BETEPUHAPHOIO MPUMEHEHHUS HE
MIPOBOJIUTCS.

(uacts 2 B pen. denepanpHoro 3akoHa oT 22.10.2014 N 313-D3)

3. C 3asBlIeHHEM O BHECEHUW U3MEHEHUH B JTOKYMEHTHI, COJEPKAIIMECS B PETUCTPALIUOHHOM JIO0CHE
Ha 3aperucTPUPOBAHHBIA JIEKAPCTBEHHBIA MpenapaTr i BETEPUHAPHOIO NPUMEHEHHS, Hapsay C
JOKYMEHTaMH, VyKa3aHHBIMH B 4YacTM | HACTOAIIEH CTAaTbH, MPEJICTABISAIOTCS  JOKYMEHTHI,
MOATBEPKJIAIOIINE YIUIATY TOCYAAPCTBEHHOW MOIUIMHBI 32 BHECEHHE B JIOKYMEHTBI, COIEpKalluecs B
PErUCTPAIIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIA TMpemapar [Jjisi BETEPUHAPHOIO
NPUMEHEHUS, W3MEHEHUH, TpeOyIolmuX TMPOBEACHUS SKCIEPTU3bl JIEKAPCTBEHHOIO CPEICTBa IS
BETEPUHAPHOTO MPUMEHEHUS, WJIM U3MEHEHUHN, HE TPEOYIOMMNX MPOBEACHUS SKCIEPTU3HI JIEKAPCTBEHHOTO
CpencTBa JiJIsl BETEPUHAPHOTO NPUMEHEHMUS.

(B pea. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

4. B cpok, He MPEeBBIMANIUN JecATH pabounx THEH co THS MOCTYIUICHHS yKa3aHHOTo B dacTu |
HACTOSIIICH CTaThbU 3asBIIEHUS M HEOOXOJMMBIX JOKYMEHTOB, YIOJTHOMOYEHHBIN (enepanibHbIi Opra
WCIIOJIHUTENIbHON BIIACTH:

1) mpoBOAUT TPOBEPKY IMOJHOTHI M JIOCTOBEPHOCTHU CBEICHUM, COACPIKAIIUXCS B MPEICTABICHHBIX
3asBUTENIEM JOKYMEHTaX;

2) IpUHUMAET PEIICHUE O MPOBEIECHUU SKCIEPTHU3bI JEKAPCTBEHHOTO CPECTBA JJIsi BETEPUHAPHOTO
MPUMEHEHHUS WIH 00 0TKa3e B €€ MPOBEICHUH;

3) yBemomIIsIeT B MUCbMEHHOW (OpMe 3asBHUTENS O MPUHATOM PEIICHHH WM B CIIydae MPUHSATHUS
pemieHuss 00 OTKa3e B MPOBEACHUU DKCIEPTH3bI JIEKAPCTBEHHOTO CPEICTBA Jii BETEPUHAPHOTO
MIPUMEHEHHUS C YKa3aHUEeM MPUYKH TaKOro OTKa3a.

5. OcHoBaHMeM [UJIi OTKa3a B TMPOBEACHUM SKCHEPTU3bl JIEKAPCTBEHHOI'O CpeacTBa IS
BETCPUHAPHOTO TPUMEHEHHUs SIBJISETCS TPEACTaBICHUE JOKYMEHTOB, YKa3aHHBIX B dacTsax | um 3
HACTOSAIIEH CTaTbH, B HEMOJIHOM OOBEME WJIM OTCYTCTBHUE B MPEJCTABICHHBIX JOKYMEHTaX JOCTATOYHBIX
CBEJICHUM, TTOATBEPKIAIOIMNX HEOOXOIMMOCTh BHECCHUSI M3MCHEHHIA.

6. DkcnepTu3a JIEKapCTBEHHOTO CPEJCTBA JJIi BETEPUHAPHOTO TNPHUMEHEHHS B LIENSAX BHECEHUs
W3MEHEHUH B JIOKYMEHTBI, COJIEpKalllMecss B PETUCTPAIMOHHOM JIOChe Ha 3aperuCTpUpPOBAHHBIN
JIEKApCTBEHHBIN MpernapaT JJisl BETEPUHAPHOTO TPUMEHEHHU S, OCYILIECTBIISIETCS] B TIOPSAJIKE, YCTAHOBIEHHOM
crarbeil 24 Hactosero deaepaibHOro 3aKOHa.

6.1. B cpok, He MpEeBBIMIAIONUN MATH pabouux AHEW cO AHS TOMYYEHHS 3aKIIIOUEHUS KOMHUCCHUHU
SKCIIEPTOB MO PE3YIbTAaTaM YKA3aHHOM B YacTH 2 HACTOSIIEH CTaThU SKCIEPTHU3BI, YIOJIHOMOYECHHBIN
dbenepanbHBIN OpraH UCTIOTHUTENBHOM BIIACTH:

1) mpuHUMAaET pernieHrne 0 BHECEHUH U3MEHEHUH B TOKYMEHTHI, COACPIKAIINECs B PETUCTPAITHOHHOM
JI0OCbE€ Ha 3apeTHUCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar Ui BETEPUHAPHOTO MPUMEHEHHS, WU 00
OTKa3€ BO BHECEHUU TaKUX U3MEHEHMUII;

2) BHOCUT B TOCY/apCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEACTB HA OCHOBAHUM PEILICHUSI O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJAEpKalluecs B PETUCTPALMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIN
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JICKapCTBEHHBIN Tpenapar Jijisi BETEPUHAPHOTO MPUMEHEHHS, HEOOXOAMMbIC U3MEHEHHsSI i BO3BpAIaeT 3TH
JAOKYMCHTHI 3asABUTCIIIO.
(uactb 6.1 BBenena denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3)

7. OcHOBaHWEM i1 OTKa3a BO BHECCHWM W3MCHCHHW B JIOKYMEHTBHI, COJEpKaliuecs B
PETUCTPAIIMOHHOM JI0OChE€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpermapar i BETEPUHAPHOTO
MPUMEHEHUS, SBIISICTCS 3aKIFOYCHHUE YIIOJTHOMOYEHHOTO (pelepaibHOTO OpraHa MCIIOJTHUTEIHLHON BIIACTH O
BO3MOXXHOCTH CHW)KCHHUsSI O€30MaCHOCTH, KadyecTBa, 3(PPEKTHMBHOCTH JIEKAPCTBEHHOTO Iperapara s
BCTCPUHAPHOT'O ITPUMCHCHUA B CI1y4aC BHCCCHUA H3MCHEHUH B YKa3aHHbIC TOKYMCHTEI.

8. Jomyckaercss TpakIaHCKUH 00OpOT JIEKApCTBEHHBIX IIpenapaToB Il BETEPUHAPHOTO
NPUMEHECHHUS, TIPOU3BEICHHBIX JI0 MPUHSTUS YIOJTHOMOYCHHBIM (hefiepalibHbIM OPTaHOM MCIIOJIHUTEITLHOU
BJIaCTU pCHICHUA O BHCCCHUH U3MEHEHUHU B JOKYMCHTBI, COACpKAIIHUECA B PECrUCTPAMOHHOM JOCHC Ha
3aperUCTPUPOBAHHBIA JIGKAPCTBEHHBIN TIpenapar Ui BETEPHUHAPHOTO NMPHUMEHEHUs, WM 00 OTKa3e BO
BHCCCHHMHU YKA3aHHBIX U3MCHEHUH.

Crarbs 32. OTMEHa TOCYIapCTBEHHON PErHCTPaLlMU JIEKAPCTBEHHOIO Mpenapara

Pemenne 00 oTMEHEe TOCYJapCTBEHHOW PETHUCTpAIMM JIEKAPCTBEHHOTO Ipernapara W HCKIIOYEHUH
JIEKapCTBEHHOTO TMIperapaTa M3 TOCyJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB IPUHUMAETCS
YIIOJIHOMOYEHHBIM (he/IepabHBIM OPTaHOM HCIIOJIHUTENILHOW BIACTH B CIydae:

1) mpeacraBieHUs] COOTBETCTBYIOIUM YIIOJIHOMOUYSHHBIM (heIepalbHBIM OPTaHOM HCIOJIHUTEIBHOM
BJIACTH 3aKIIOYEHHUS O pHUCKE WM 00 yrpo3e 3J0pOBBIO, JKM3HU UEIOBEKAa WM JKUBOTHOTO MIPU
NPUMEHEHHN JICKAPCTBEHHOTO TIIperapara, IpeBhIIIalonmx ero 3(QexTHBHOCT, MO pe3ylibTaram
OCYIIECTBJIIEMOr0 UM MOHUTOPHHI'a OE30IIaCHOCTH JIEKaPCTBEHHOTO IIpenapara;

2) momauu pa3pabOTYMKOM JIEKAPCTBEHHOTO CpPEACTBA WM YIOJHOMOYEHHBIM UM JPYTUM
IOPUINYECKUM JIUIIOM 3as1BJICHUSI 00 OTMEHE TOCYJapCTBEHHOM PETUCTPAIH JIEKApCTBEHHOTO Mperapara;

3) HEmOATBEPXKICHHS TOCYJapCTBEHHON PETHCTPAIlMH JIEKApPCTBEHHOTO Iperapara 1o HCTCYCHUH
CpoKa HeﬁCTBHﬂ PEruCTpaiiOHHOTO YAOCTOBCPCHMA, BBIAAHHOI'O HA IIATh JICT,

4) HenpejacTaBIEHUS 3asBUTENIEM HH(OPMAIMK, KOTOpask MOXET MOBJIEYb 32 COOONH HEOOXOIUMOCTh
BHECEHHS M3MEHEHUN B AOKYMCHTBI, COACPKAIUECA B PETUCTPAIUMOHHOM O0CHE HA 3ap€FHCTpHpOBaHHBIfI
JIeKapCTBEHHBIH Mpenapar, B TeYeHUe TPUALATH paboUunX AHEH CO IHS HACTYIJICHUS 3TUX U3MEHEHU;

5) oOCymIeCTBIEHHSI TOCYIAapCTBEHHON pErHCTpalliy JIEKAPCTBEHHOTO TMpernapara I0A TOPTOBBIM
HalIMEHOBAHHUEM 3apETUCTPUPOBAHHOTO paHEe MOJ ATUM TOPrOBbHIM HAaMMEHOBAaHHEM JIEKaPCTBEHHOTO
npenapara;

6) OCyIIECTBICHHS FOCYIapCTBEHHON PEruCTpalliy 3asiBUTEIEM OJIHOTO U TOTO K€ JIEKAPCTBEHHOIO
npenapara nmoJ pa3jinddHbIMU TOPTOBEIMU HAMMCHOBAHUSAMU

7) BbIHECEHHUs CYJIOM PELIeHHs O HapyIIEHHH IpaB MpaBooOiagaTenss 00bEKTOB MHTEIIEKTYaIbHOM
COOCTBEHHOCTH IPHU 0OpaIleHUH JIEKaPCTBEHHBIX CPEJICTB.

Cratbs 33. 'ocymapCTBEHHBIN peecTp JIEKaPCTBEHHBIX CPEICTB

1. TocynmapcTBeHHBI peecTp JIEKaPCTBEHHBIX CPEACTB CONEPKUT TIepeueHb JIEKaPCTBEHHBIX
MpenapaToB, MPOIIEANINX TOCYAAPCTBEHHYIO PETUCTPAIUIO, MepedeHb (papMaleBTUYEeCKHX CyOCTaHIUH,
BXOJISIIIUX B COCTAB JIEKAPCTBEHHBIX MPEMIAPATOB, U CIEAYIOIIYIO HH()OPMAIIHIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MPEMapaToB:

a) HAaMMEHOBaHUE JIEKAPCTBEHHOTO Tpernapara (MeKIyHapOoIHOE HEMTaTCHTOBAaHHOE WM XUMHUYECKOe
U TOPTOBOE HAMEHOBAHWS);

0) nexkapcTBeHHas ¢opMma ¢ yKazaHHEM JTO3UPOBKH JIEKAPCTBEHHOTO TperapaTa U €ro KoJu4ecTBa B
HOTPEOUTENBCKON YIIaKOBKE;

B) HAaIMEHOBaHUE pa3padOTYNKa JIEKapCTBEHHOTO Mpernapara;

I') HAMMEHOBAHKE U a/IpEC MPOU3BOAUTEIS JIEKAPCTBEHHOTO Mperapara;

1) papMaKoTeparneBTHIECKas TPYyIITa JEKapCTBEHHOTO MIpenapara;

€) MOKa3aHus U MPOTUBOMOKA3aHUS K IPUMEHEHUIO JICKAPCTBEHHOTO Mpemnapara;

’K) TOOOYHBIE ACHCTBHUS JIEKAPCTBEHHOTO Mperapara,;

3) CpPOK F'OJTHOCTH JIEKapCTBEHHOT'O TpenapaTa;

1) YCJIOBHUS XpaHEHUs JIEKapCTBEHHOTO Mpenapara;
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K) YCJIOBHSI OTITyCKa JIEKApCTBEHHOTO Mpernapara;

1) HoMep (hapMaKONEHHOM CTaThu WK B CIy4ae €€ OTCYTCTBUS HOMEP HOPMATUBHOW TOKYMEHTALUU
a100 HOPMATHUBHOTO JOKYMEHTA;

M) JIaTa TOCYJapCTBEHHOIN PErnCTpaIiy JEKapCTBEHHOTO Mperapara U ero perucTpalioOHHbI HOMED;

2) B OTHOIICHUH (hapMalleBTUUECKUX CyOCTaHIIHIA:

a) HauMeHoBaHWE (hapmaneBTHUECKON CyOCTaHIMU (MEXIYHApOJHOE HEMAaTeHTOBAaHHOE WM
XUMHYECKOE U TOProBO€ HAUMEHOBAHUS );

0) HaMMEHOBaHUE U AJAPEC MPOU3BOAUTEINS (hapMALIEBTHUECKON CYyOCTaHIINH;

B) CPOK TOAHOCTH (papMarieBTUIECKON CyOCTaHIINN;

I') YCIIOBUS XpaHEHUs (papMalieBTUYECKON CyOCTaHIUY;

1) HoMep (hapMaKOIEeHHOM CTaThU WM B CIy4ae €€ OTCYTCTBUS HOMEP HOPMAaTHUBHON JOKYMEHTAIUH
1100 HOPMATUBHOTO TOKYMEHTA.

2. @apmamneBTUYeCKas CyOCTaHIUS, HEUCHOJNb3yeMas TIpH IPOU3BOJACTBE JIEKAPCTBEHHBIX
[penapaToB, MOKET ObITh BKJIIOYEHA B IOCYIapPCTBEHHBINH PEecTp JEKAPCTBEHHBIX CPEJICTB HA OCHOBAHHUHU
3asBICHHUS Pa3pabOTUMKa, MPOU3BOJMUTENS JIEKAPCTBEHHOTO CPEACTBA JHOO YIOJIHOMOYEHHOTO HWMH
IOPUAMYECKOTO JIUIAa MPH YCIOBUM MPOBEACHUS B OTHOIICHMM TakoW (apMaleBTUYECKON cyOcTaHIUU
AKCIEPTU3bl KadecTBa (papMalleBTUUYECKOM CyOCTaHIMM B TIOpSAIKE, YCTAHOBJIEHHOM cTaTbeil 34
HacTosmero denepanbHOro 3aKoHa.

3. Tlopsmox BemeHUsT TOCYAApCTBEHHOTO peecTpa JICKApCTBEHHBIX CPEIACTB JUIS MEAMIIMHCKOTO
MPUMEHEHUS U TOPSAOK BEJACHUS FOCYAapCTBEHHOTO peecTpa JEKaPCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO
NPUMEHEHHUS  YTBEPXKIAIOTCA  COOTBETCTBYIOIIMM  YIMOJHOMOYEHHBIM  (peiepajbHBIM  OpPraHoM
UCIIOJTHUTENIbHOM BJIACTH.

Cratess 34. DOkcrmeptuza KkayecTBa (hapMaleBTHUECKONH CyOCTaHIIMM, HEHUCIOIb3yeMOH MpHU
MIPOU3BOJICTBE JICKAPCTBEHHBIX MpErnapaToB

1. Jna BxmroueHus (¢apManeBTUUECKOW CyOCTaHIIMM, HEUCIOJIb3yeMOW TMpU TMPOU3BOJICTBE
JIEKapCTBEHHBIX IIPENapaToB, B TOCYJAPCTBEHHBII pEECTp JIEKapCTBEHHBIX CPEICTB, IPOBOAUTCS
JKCIEpPTH3a €€ Ka4eCTBa.

2. DKcrnepTr3a KayecTBa YKa3aHHOW B yacTu 1 HacTodulel cTatbu apMalieBTUUECKON CyOCTaHIINH,
COCTABJICHME KOMUCCHEH 3KCIEPTOB 3aKJIFOYEHHUH 110 pe3yJbTaTaM TaKOW HKCIEPTU3bl U UX HAIIPABIICHUE B
YIIOJIHOMOYEHHBIH  (efepaabHblii  OpraH HCHOJHMTENbHOM BIAcTH OCYHIECTBISIIOTCS B CPOK, HE
NPEBBIIIAIOIIMNA  IIECTHIECATH pPadouux JHEW €O JAHS TOJY4YeHHUsS] SKCHEPTHBIM YUpEeXKJIECHUEM
COOTBETCTBYIOILIIETO 3a/1aHUsl YIOJHOMOUYEHHOIro (hefepaibHOTO OpraHa HCHOJHMTENbHOM BIACTH U
JIOKYMEHTOB, YKa3aHHBIX B IIyHKTax 4 - 7 yactu 3 cratbu 18 Hacrosmero deaepajbHOro 3aK0Ha.

3. [Jna mnpoBeAeHMs DOKCIEPTU3bl KadecTBa YKa3aHHOM B dYacTh | HacrosAmiew crarbu
(dapmalieBTUYECKON CYOCTaHLIMM 3asBUTENb IPEACTaBIseT B YIOJIHOMOYEHHBIN (enepanbHbi Opra
VICTIOJIHUTENIBHOM BJIACTH:

1) 3asBIeHHE O BKJIIOYEHHHM B TOCYAAPCTBEHHBIM pEEeCTp JIEKapCTBEHHBIX CPEJICTB JaHHOMN
(bapmarieBTUYECKON CyOCTaHIINH;

2) [JOKyMEHT, TOJTBEP)KIAIOMIMI  ymjaaTy TOCYJapCTBEHHOM TMONIUIMHBI 32  BKJIIOUYEHHUE
dapmanieBTHYECKON CyOCTaHIIMM, HEHCIIOIb3yeMON INpH MPOU3BOJCTBE JIEKAPCTBEHHBIX MpenapaTroB, B
TrOCYJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPE/ICTB;

3) NOKyMEeHTHI, YKa3aHHbIE B MyHKTax 4 - 7 yactu 3 crathu 18 Hacrosmero deaepaabHOro 3aK0Ha.

4. B TeyeHue nATH pabouyuX JHEHW CO THS MPUHATHUS 3asBJIEHUS O BKIIOYEHUHM YKa3aHHOH B yactu |
HaCTOsIIEH cTaThby (hapMalleBTUUECKONH CYOCTaHIIMM B TOCYIapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEICTB
U JOKYMEHTOB, IEPEYUCICHHBIX B YacTH | M IyHKTE 2 4acTW 3 HACTOSIIEW CTAThH, YHOJIHOMOYEHHBIN
(benepanbHBIN OpraH UCIIOTHUTEIBHOM BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTHU JAHHBIX, COJAEPKAIIMXCSA B NPEACTABIECHHBIX
3asiBUTEINIEM JTOKYMEHTAX;

(B pea. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NpUHUMAET pEIICHUWE O HaIlpaBICHHUU B JKCIIEPTHOE YUPEKICHHUE 3aJaHHUsS Ha IPOBEICHUE
AKCTEPTHU3bl KaYeCTBA YKa3aHHOM B WacTu | HacTosmied craTbu (GapMareBTUYECKOW CyOCTaHITUU WU 00
OTKa3€ B TAKOM HAaIIpaBJICHUY;

3) yBenomisieT B NMUCbMEHHOW (opMe 3asBUTENsl O NMPHUHITOM PELIEHWH WIM B Cllydae OTKasa ¢
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yKa3aHUEM IIPUYMH TAKOTO OTKa3a.

4.1. B cnyuae BBIBICHUS HENOCTOBEPHOCTU CBEAECHUN, COAEpPXKAIIMXCA B IPEACTABICHHBIX
3asgBHUTENIEM MaTepuanax, yrnoJIHOMOYEHHBIH (enepaabHblii OpraH MCIOJIHUTEIBLHOW BIIACTH HANpaBiseT
3aSBUTENI0 3ampoc 00 YTOYHEHHWH YKa3aHHBIX CBelIeHWH. JlaHHBIM 3ampoc MOXET OBITh TepenaH
YIOJIHOMOYEHHOMY IIPEICTABUTENIO 3asBUTENA JUYHO IOJ PACHUCKY, HAIpPABJIEH IO IOYTE 3aKa3HbIM
NUCHbMOM WJIM TEpeJaH B DJIEKTPOHHOH (opMe Mo TeIeKOMMYHUKAIMOHHBIM KaHallaM CBs3H. B ciryuae
HaIlpaBJIEHUsl JAHHOTO 3arpoca MO MOYTE 3aKa3HbIM IMUCbMOM OH CUMTAETCS MOJYYEHHBIM 10 UCTCUEHHUH
LIECTH JHEW C JaThl HAIIPABIECHUS 3aKa3HOIO MUChMa.

(uactb 4.1 BBenena denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTenb 00s3aH MPEACTaBUTH OTBET Ha 3allpoC YIOJIHOMOYEHHOro (eaepaabHOro opraHa
VCIIOJIHUTENIHOM BJIACTH B CPOK, HE IPEBBIIAIOININ JEBIHOCTA PA0OUNX JHEN CO JHS MOJYyYEHUS JaHHOTO
3anpoca. Cpok, yKa3aHHbIA B 4acTU 4 HACTOSIIEH CTaTbH, NPHOCTAHABIMBAECTCS CO JIHA HaIlpaBICHUS
3agBHUTENIO 3aIpoca YHOJHOMOYEHHOTO (helepabHOrO OpraHa MCIOJHUTEIBHONM BIACTH A0 JHS
MOJIyYEHHUSI UM OTBETA Ha JAHHBIN 3alIPOC U HE YUUTHIBACTCS MPU UCUUCIICHUH CPOKA SKCIEPTU3BI KaueCcTBa
(dapmaneBTHYeCcKOi CyOCTaHINH, HEHCIIONb3YEMOIl IPH MPOU3BO/ICTBE JIEKAPCTBEHHBIX MTPETapaToB.
(uacTb 4.2 BBenena @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

5. OcHOBaHuEM Ui OTKa3a B HAIPaBICHUU B HKCIEPTHOE YUPEKIEHHUE 3aJaHUs Ha IPOBEJICHUE
9KCIIEPTHU3bI Ka4ecTBa yKa3aHHOW B 4acTu | HacTosIIel cTaThu (papManeBTUYECKONW CyOCTaHIIUU SIBIISETCS
HENPEJCTaBICHNE JAOKYMEHTOB, NEPEUMCICHHBIX B YaCTU 2 W IYHKTE 2 4YacTH 3 HACTOSILIEH CTaThH,
HEIPEACTABICHUE 3asBUTEJIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3aHHbIM B yactu 4.1 Hacrosmen
CTaThU 3ampOC YIMOJIHOMOYEHHOTO (peepalbHOTO OpraHa WCHOJIHHUTEIBHOW BIACTH WIIM TPEACTaBICHUE
JIOKYMEHTOB, HE COJIEPKAIUX NCUYEPIBIBAIOIIETO MePEUHs HEOOXOUMBIX CBEACHUIA.

(B pea. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

6. B TeueHue nATHagUATH pabouMX MAHEW CO JHS TMOJIyYEHHUS PEHICHHUS YMOJIHOMOYEHHOTO
(denepanbHOro OpraHa MCIIOJIHUTEIbHON BJIACTU O HAIIPaBJIEHWU B SKCIIEPTHOE YUPEKJIEHUE 3a/laHus Ha
MPOBEJCHUE DKCHEPTU3bl KauyecTBa YyKa3aHHOM B yacTH | Hacrosmieid cratbu (apmareBTUYeCKOn
CyOCTaHIIMM 3asBUTENb MPEACTABISIET B SKCIEPTHOE YUPEKACHUE Ui MPOBEICHHS JAHHOW AKCHEPTH3BI
o0pa3ubl (papMaleBTHUECKOW CyOCTaHIIMU B KOJUYECTBE, HEOOXOIMMOM Il BOCIPOU3BEIEHUS METO/I0B
KOHTPOJIA Ka4eCTBa. JKCIEPTHOE YUPEKACHUE TIPH MOTYUSHUH 00Pa3I0B yKAa3aHHOM B 4yacTu | HacTosIIen
CTaThu (papMaleBTUYECKOM CYOCTaHIIMM BBIJAET 3aABUTENIO JOKYMEHT, MOJTBEPXIAIOUINHA MOTydYeHue
3TUX 00pa3loB, U B CPOK, HE MPEBBIIAIOIINKN TpeX pabouux JHEH, yBenoMIIsIeT B TUCbMEHHOU (opme 00
9TOM YIOJHOMOUYEHHBIH (e/iepanbHblil OpraH HCIOJIHUTENBHOM BIacTU. DTH CPOKU HE BKIIFOYAIOTCS B CPOK
IIPOBE/ICHUS JAHHOW SKCIIEPTU3BI.

7. JIOKyMEHTBI, IOCTYIIUBUIME B DKCIIEPTHOE YUPEXKIEHUE NI IPOBEIAEHUS DKCIEPTU3bl KadecTBa
yKa3aHHOM B 4YacTu | Hacrosimied cratbu (apMaleBTUYECKOW CyOCTaHIMM, MOJUIeKaT BO3BpaTy B
YIIOJIHOMOYEHHBIH (esiepaibHblii OpraH MCIOJHUTEIbHON BIACTH OJAHOBPEMEHHO C 3aKIIOUEHUSIMH IO
pe3yapTaTaM IIPOBENCHHON SKCIIEPTU3BI.

8. B cpok, He mpeBbIIAOUIMA NATH paboyux AHEH CO JHSA MOJYYEHHUS 3aKIIOUEHHUs] KOMHCCHU
SKCIIEPTOB MO pe3yJbTaTaM »dKCIEPTHU3bl KauyecTBAa YKAa3aHHOM B 4YacTU | HACTOAIIEW CTaTbu
dapmarieBTHYECKON CyOCTaHINH, YITOTHOMOUEHHBIN (e/lepanbHbIil OpraH UCIIOJTHUTEIBHON BIACTH:

1) ocyiiecTBIsET OILEHKY TaKOTO 3aKJIIOYEHMs JJi ONpEAeNICHUS €ro COOTBETCTBHUS 3a/JaHHUI0 Ha
IIPOBEICHNUE TAHHOU DKCIIEPTU3BI;

2) npUHHUMAaET pelIeHne O BKIIOYEHUH yKa3aHHOM B yacTu | HacTosiel ctaThu (papManeBTHYECKON
CyOCTaHIIMM B TOCYIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB WIM pelleHHe 00 OTKa3e B TaKOM
BKJIIOUEHUY;

3) BHOCHT MNpH MPHUHIATUU pEIIEHUS O BKJIIOYEHHMH YKa3aHHOW B yacTh | HacTosmied craTbu
(dapmalieBTUYECKOM CyOCTaHIIMM B TOCYJAapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEICTB MPEAYCMOTPEHHYIO
nyHKTOM 2 yactu | crateu 33 Hactosmiero denepaabHOro 3aKOHA HHPOPMALIUIO U YBEIOMIISIET 00 3TOM B
NUCbMEHHOU (hopMe 3asiBUTEIIS.

9. OcHoBaHMeM 11 OTKa3a BO BKJIIOUEHUM YKa3aHHOW B dacTh | Hacrosmed craTbu
(dapmalieBTHYECKOM cyOCTaHIIMU B FOCY/IapCTBEHHBINH PEECTp JIEKAPCTBEHHBIX CPENICTB SIBISIETCS PEleHUe
COOTBETCTBYIOIIIETO YIOJHOMOUYEHHOTO (heZiepalbHOr0 OpraHa MCIOJHUTEIBHONH BJIACTH O TOM, YTO
Ka4yecTBO (hapMalieBTUUECKON CyOCTaHIIMM HE TTOJATBEPKICHO MOTYYEHHBIMH JaHHBIMU.

(vactp 9 BBeneHa DenepanbHbIM 3aKk0HOM OT 22.10.2014 N 313-D3)
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Cratpa 35. [IloBTOpHOE TIPEACTABICHUE JIEKAPCTBEHHOI'O IMpenapara, HE MPOUIEAIIETO
rOCYJapCTBEHHOM PpErucTpalvy JIEKapCTBEHHBIX IIPENapaTroB, Ha TOCYAAPCTBEHHYI0 pPETUCTPaLUIO
JIEKapCTBEHHBIX MIpenapaToB

[loBTOpHOE TIpelncTaBiICHHE B COOTBETCTBYIOIIMI  YIOJHOMOYEHHBIM (QenepalbHblil  oprax
UCIIOJTHUTENIHOM BJACTU JIEKAPCTBEHHOI'O IpernapaTa, HE MPOIIEIIIEro rocyAapCTBEHHOM perucTpanuu
JIEKAPCTBEHHBIX IMPENapaToB WM IOJYYMBLIEIO OTKa3 B YKa3aHHOM pEruCTpAallMM W BIOCIEICTBUU
MOJIBEPIIIErocss H3MEHEHHIO B 4YacTH €ro COCTaBa, pPACCMAaTPUBAECTCS KaK IIPEJICTaBIECHHUE HOBOIO
JIEKApCTBEHHOI'O IperapaTa Ha €ro rocyJapCTBEHHYH) PErMCTPAallUI0 HE3aBUCUMO OT COXPAaHEHHs €ro
NEPBUYHOIO HAUMEHOBAHUS.

Cratbs 36. O0xanoBaHue pemieHus 00 OTKa3e B BblAaue pa3pelleHus Ha MPOBEACHUE KIMHHUYECKUX
UCCIICIOBAaHM JIEKaPCTBEHHOTO Iperapara WM pemeHus o0 OTKa3e B roCyJapCTBEHHON perucTpanuu
JIEKapCTBEHHOT'O Mperapara

Pemenrie COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO (heiepaabHOr0 OpraHa HCIOMHUTEIbLHON BIACTH 00
OTKa3¢ B BbIAA4€ pa3pCHICHUSA Ha IMPOBCACHUC KIIMHUYCCKHUX I/ICCJICIIOBaHI/H\/JI JICKApCTBCHHOT'O IIpflriapara
WIK pelieHne o0 OTKa3e B TOCYNAapCTBEHHOW PETUCTpPAlld JIEKAPCTBEHHOI'O IperapaTa MOXET ObITh
00’kajI0BaHO B MOPSIKE, YCTAHOBJICHHOM 3aKOHOAaTenbcTBOM Poccuiickoit deneparumn.

Cratest 37. Wudopmaums, cBs3aHHas C OCYHIECTBICHHEM T'OCYJapCTBEHHOW PErHCTpaIllUuH
JIEKapCTBEHHBIX IIpernaparoB, HH(GOpPMALUs O 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX Ipenaparax u
JIEKapCTBEHHBIX IpernapaTax, UCKIYEHHbBIX U3 FOCYIapCTBEHHOI'O PEECTpa JIEKapCTBEHHBIX CPEJCTB

1. CooTBETCTBYIOLIMI YIIOJIHOMOUYEHHBIN (hefiepanbHbIii OPraH MCHOJHUTENBHOM BJIACTU pa3MELacT
Ha cBoeM o¢unuansHoM caiite B cetu "MHTepHer" uHdOpManuio, CBSI3aHHYIO C OCYLIECTBICHHEM
rOCYJapCTBEHHOM pPErucTpaluy JIEKaPCTBEHHBIX IIPENapaToB, B TOM YHCIE IPOBEICHUEM OSKCIEPTHU3BI
JIEKapCTBEHHBIX CPEJCTB, HMH(OpPMAIMI0 O 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpenapaTax u
JIEKApCTBEHHBIX IpernapaTrax, UCKIOUEHHBIX U3 TOCYIAPCTBEHHOIO PEECTPa JIEKAPCTBEHHBIX CPENCTB, HE
HO3/IHEe 4YeM 4yepe3 MATh pabouux JHEeW co JHS MOJNyYeHHsS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIOJIHUTEIBHOM BJIACTU 3asBJIEHUS O TOCYJapCTBEHHOH perucrpanuu
JIEKapCTBEHHOIO IIpernapara.

2. Cpokn W TIOpAIOK pa3MemleHHs YKa3aHHOW B dYacTH | HacTosAmed cTatbu HWHPOpPMALUU
YCTaHaBJIMBAIOTCS YIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM HMCIOJTHUTENIBHOM BIacTH.

I'maBa 7. KIMHUYECKHUE UCCJIEJOBAHUSA JIEKAPCTBEHHbBIX
HNPEIMAPATOB JJIs1 MEJUIUHCKOI'O TIPUMEHEHUSA, 1OI'OBOP
Ob UX IPOBEJEHUMU, ITPABA TAIMEHTOB, YYHACTBYIOIIIUX
B 9TUX UCCJUIEAOBAHUSAX

Crares 38. KimHHueckwe WCCIEAOBAHUS JIEKAPCTBEHHBIX MPENApaTOB I  MEAMIIMHCKOIO
[IPUMEHEHUs

1. Knunnyeckue uccneoBaHus JEKAPCTBEHHBIX PENapaToB Il MEIUIIMHCKOTO IPUMEHEHHUS], B TOM
YUCII€ MEXKIYHAPOIAHBIE MHOTOIIEHTPOBBIE, MHOTOIIEHTPOBBIE, MOCTPETUCTPALMOHHBIC, MPOBOIATCS IS
TOCYIApCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHBIX MpenapaToB MU WHOTO NpPEAHA3HAYEHUS B OJHOM WIIU
HECKOJIbKMX MEIUIMHCKUX OpPraHu3alMsX B COOTBETCTBUM C MPABUJIAMU KIMHUYECKOW MPAKTHKH,
YTBEPKJACHHBIMU YIIOJTHOMOYECHHBIM (pe/iepallbHbIM OpPTraHOM UCTIOTHUTENBHOMN BIACTH, COOTBETCTBEHHO B
CIEIYIOINX LENSIX:

1) ycranoBieHHne 0€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB AJsl 3I0POBBIX JOOPOBOIBIEB U (W)
MEPEHOCHUMOCTH UX 3/I0POBBIMHU JOOPOBOJIBIIAMH, 32 UCKITIOYCHUEM TaKUX MCCIIETOBAHUM JIEKAPCTBEHHBIX
IIperaparoB, MPOU3BEICHHBIX 3a npeneamu Poccuiickon denepannu;

2) noadop ONTUMAaIbHBIX JO3MPOBOK JEKAPCTBEHHOTO MpenapaTa U Kypca JISUeHHs! AJIs MallueHTOB C
ompesieNieHHbIM 3a00JIeBaHMEM, ONTHUMAJBHBIX JI03 W CXEM BaKIMHAIMA HWMMYHOOHOJIOTUYECKUMU
JIEKapCTBEHHBIMU MpenapaTaMu 30POBBIX J0OPOBOJIBIIEB;
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3) ycTaHoBJIeHHE O€30MACHOCTH JICKaPCTBEHHOTO Mpernaparta u ero 3¢ (OEKTUBHOCTH IS IAIIUEHTOB C
OlpeNeIeHHbIM  3a0oyieBaHUEM,  NPOPHUIAKTHUECKOM  APPEKTUBHOCTH  UMMYHOOHOJIOTMYECKHX
JIEKapCTBEHHBIX IIPENapaToB AJIs 37J0POBBIX 100POBOJIBLIEB;

4) n3ydyeHue BO3MOXKHOCTU PACIIMPEHHUS [TOKA3aHUN I MEJUIIMHCKOTO NPUMEHEHUS U BBISBIICHUS
paHee HEeU3BECTHBIX MMOOOUHBIX JIEHCTBUI 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPENApaTOB.

2. B oTHOILIEHUHN BOCIIPOU3BEAECHHBIX JIEKAPCTBEHHBIX IIPENAPATOB JUIsl MEAULMHCKOTO MPUMEHEHUS
IPOBOJATCS UCCIEI0BaHHUS OMOIKBUBAJICHTHOCTU U (WJIM) TEPAaeBTUUECKONW SKBUBAJICHTHOCTU B MOPSIKE,
YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OpraHOM UCHIOJTHUTEIBHOM BIACTH.

3. OpraHu3aunuio NpOBEIEHHMs KIMHUYECKUX HCCIEIOBAaHUM JIEKapCTBEHHOIO Ipernapara ajs
MEUIUHCKOr0 IPUMEHEHNUS BIIPAaBE OCYLIECTBIATh:

1) pa3pa®oTuuK JIEKapCTBEHHOTO MperapaTa Uik YIIOJTHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTelbHblE OpraHU3allMM BBICIIET0 O0pa30BaHUSA, OPraHU3alMMU JONOJHUTEIBHOTO
po(hecCHOHATLHOTO 00pa30BaHUS;

(m. 2 B pen. DeaepanpHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4YHO-UCCIIEI0BATENbCKUE OpraHU3al1y.

4. KnuHuYeckue HCCIIeOBAHUS JIEKapCTBEHHBIX IPenapaToB JJsl MEAULMHCKOTO NPUMEHEHUS
IPOBOJATCS B TOPSAIKE, YCTAaHOBICHHOM cTarbimu 20 - 22 Hactosmero dexepanbHOro 3akoHa, Ha
OCHOBAaHMHU pa3pelieHUs] Ha MpPOBEAECHUE KIMHMYECKOTO HCCIEeOBaHMs JIEKapCTBEHHOIO Iperapara,
BBIIAaHHOTO YIIOJIHOMOYEHHBIM (e/iepajibHbIM OpPraHOM HCIOJHUTENBbHOM BJIACTH, B COOTBETCTBUHU C
LEeNsIMU, YKa3aHHbIMM B 4YacTu | Hacrosedl craTbu. YIIOJHOMOYEHHBIH (elnepanbHblii  oprax
UCIIOJIHUTENIbHOM BJAacTU BEAET PEEeCTp BBIJAHHBIX pa3pelieHUuil Ha MPOBEACHUE KIMHUYECKHUX
UCCIICIOBAaHUN JICKApPCTBEHHBIX IIPENapaToB, COAEPKAIIMK yKazaHHMEe Ha UX Ledb WIM Leld, B
YCTaHOBJIEHHOM 3THM OPraHOM HOPSJIKE.

5. B ciyuae oOcCylIecTBIEHUS TOCYyJapCTBEHHOM pErucTpalMy JIEKapCTBEHHOIO Ipernapara
rocy/apCTBEHHas IMOILIMHA 3a IMPOBEJIEHUE SKCIEPTH3bl JOKYMEHTOB JUISl MOJIyYE€HUS pa3pelieHui Ha
IPOBE/ICHUE KIMHUUYECKUX UCCIIEe0BaHUN JIEKApCTBEHHOIO IpenapaTa /il MEIULMHCKOIO IPUMEHEHUS U
THYECKON IKCTIEPTH3HI IPU OOPAIICHNH 32 TOCYAAPCTBEHHOM PETUCTpAIMel JIEKapCTBEHHOTO MIperapara B
COOTBETCTBUM C LENbK0 WM IEIIMH, YKAa3aHHBIMH B 4YacTW | HAcTOALIEH CTaTbH, YIUIAYMBAETCS
OJIHOKpPATHO.

6. K opranmszanum npoBeNeHHs KIMHUYECKHX HCCIEIOBAaHUN JIEKAPCTBEHHOIO Ipernapara Julst
MEAMIIMHCKOTO MPUMEHEHMs] pa3pabOTYMKOM JIEKapCTBEHHOIO IIpernapara MOTYT IpPUBJIEKaThCS
IOpUJIMYECKUE JIUIA JIF00OH OpraHu3allMOHHO-TIPaBOBOI (hOPMBI MPU YCIOBUU 00ECIIEUEHUsI COOTBETCTBHUS
3TUX UCCIeI0BaHui TpeboBaHusAM HacTosuiero denepaabHOro 3aKoHa.

7. KnuHuueckue HCCIENOBAaHUS JIEKapCTBEHHBIX IPENaparoB sl MEIULUHCKOTO NPUMEHEHUS
IPOBOJASTCS B METUIIMHCKUX OpPraHU3alUsAX, aKKPEIUTOBAaHHBIX YIIOJHOMOYEHHBIM (pe/1epaIbHbIM OPTaHOM
WCIIOJIHUTENIBHOM BJIACTHU B MOpsJIKe, ycTaHOBIeHHOM [IpaBurensctBoM Poccuiickoit denepanuu.

8. I[lepeueHb MEIMIIMHCKUX OpraHU3aluii, UMEIOUINX MPaBO MIPOBOAUTH KIMHUUYECKHUE HCCIEA0BAHUS
JIEKapCTBEHHBIX IIPENapaTroB sl MEIULUHCKOTO NMPUMEHEHMs, M PEECTP BBIAAHHBIX DPA3pEIICHUN Ha
NPOBEJCHNE KIMHUYECKUX HCCIEJOBAaHUM  JIEKapCTBEHHBIX IMpErnapaToB OMYOJIMKOBBIBAIOTCA U
pa3sMelaTcs yIoJIHOMOYEHHBIM (elepaIbHbIM OpraHOM HCIOJHUTENBHOM BIACTH B YCTAaHOBJICHHOM UM
NopsiIKe Ha cBoeM opUIMaIbHOM caiiTe B cetd "MHTepHeT".

Cratpa 39. MexayHapoHO€ MHOIOIIEHTPOBOE KJIMHUYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOIO
npenapara Juisi MEIUIMHCKOTO MPUMEHEHUsT WIM IOCTPErHCTPAllMOHHOE KIMHMYECKOE HCCIEAOBaHUE
JICKApPCTBCHHOTO Iperiaparta J1Jisd MCAUIIUHCKOI'0 MIPUMEHCHUA

1. MexnyHapoJHOE MHOTOLIEHTPOBOE KIMHUYECKOE MCCIEAOBAHUE JIEKAPCTBEHHOTO Ipernapara s
MEAMIIMHCKOTO IpPUMEHEHUs Ha Teppuropun Poccuiickoii @Penepanyy WM MOCTPETrMCTPALMOHHOE
KJIIMHUYECKOE HCCIeIoBaHuE JIEKapCTBEHHOI O Mpenapara Juisi MEAUIIMHCKOTO MPUMEHEHUS TPOBOJIUTCS Ha
OCHOBAaHUHU pa3pelleHHs] Ha TMPOBEACHHE KIMHUYECKOIO HCCIEIOBAHUS JIEKapCTBEHHOI'O IIpenapara,
BBIIAaHHOTO YIIOJIHOMOYEHHBIM (pe/iepabHbIM OpPraHoM HCIOJMHUTEIbHOW BIACTH IO pe3yjbTaTam
HKCHEPTHU3bl JOKYMEHTOB, HEOOXOIUMBIX JUIsl TIOYYEHHUS! pa3pelIeHus] Ha MPOBEICHHE MEXTYHAPOTHOTO
MHOTOLICHTPOBOT'0 KJIMHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOTO NIpenapara Uild MOCTPEruCTPalMOHHOIO
KJIIMHUYECKOI0 UCCIIEIOBaHMs JIEKAPCTBEHHOTO IIpenapaTa, U ’THUECKON 3KCIIEPTU3HI.

2. I moy4eHus pa3pelleHus Ha MIPOBEICHUE MEXAYHAPOAHOIO MHOTOLIEHTPOBOIO KJIMHUYECKOTO
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UCCJIEIOBAHMSI JIEKAPCTBEHHOIO IpernapaTa s MEIUIUHCKOIO IPUMEHEHUS! WIH MOCTPEruCTPaliMOHHOTO
KIIMHUYECKOTO UCCIICJIOBAHMS JICKAPCTBEHHOTO TMpemnapara s MEIUIUHCKOTO TPUMEHEHUs B
YIIOJTHOMOYEHHBIHN (eiepalibHbIi OpraH UCIOIHUTEILHOM BIACTH 3asIBUTEIb MTPEICTaBIISACT:

1) 3asBiIeHWE O BBIJAYEC pa3peHICHHWs HA MPOBEICHUE MEXIYHAPOJHOTO MHOTOIIEHTPOBOTO
KJIMHUYECKOTO HCCJIEIOBaHUS JIGKAPCTBEHHOrO TMpemapara s MEAUIMHCKOTO TMPUMEHEHHS WU
MOCTPETUCTPANIMOHHOTO KIMHUYECKOTO HCCIICIOBAHMS JIGKAPCTBEHHOTO Mpenapara JUisi MEIUIIUHCKOTO
PUMEHEHUS;

2) MOKYMEHT, TIOJTBEPKIAIONINI YIUIaTy TOCYJapCTBEHHON MONUIMHBI 32 BBIIAYY pa3pelieHus Ha
NPOBEJCHUE MEXAYHApOAHOIO MHOTOLIEHTPOBOIO KJIMHHYECKOTO HCCIEIOBaHUS JIEKAPCTBEHHOTO
npemnapara JUisi METUIUHCKOTO MPUMEHEHHS WM TOCYJapCTBEHHOM MOINUIMHBI 33 BbIAAYy pa3pellieHus Ha
MPOBEJICHUE TOCTPETUCTPALMOHHOTO KIMHUYECKOTO WCCIICOBAHUS JIGKAPCTBEHHOTO Tpernapara Jis
MEAUIIMHCKOTO TPUMEHEHHUS;

3) oT4eT O JOKJIMHUYECKUX HCCIICIOBAHUSAX JIEKAPCTBEHHOTO CPEICTBA M OTYET O TMPOBEICHHBIX
paHee KIMHUYECKUX HCCIIEOBAHMIX JIEKApPCTBEHHOTO Mpenapara JJis MEAMIIMHCKOrO MpUMEHEHUs (mpu
HaJIUYHH);

4) mpoeKT MPOTOKOJIa KIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOTO Mpernapara Jjisi MeIUIUHCKOTO
IPUMCHCHUS;

5) Opo1topy uccienoBaTens;

6) wuHGOPMAIMOHHBIA JIMCTOK TAIMCHTa, YYaCTBYIOIIETO B KJIMHHYECKUX HCCIEIOBAHUIX
JIKapCTBEHHOT'O TIperapara Jyuisi MeJUIIMHCKOTO MPUMEHEHHUS;

7) cBeneHus 00 OMbITE PabOTHI UCCIICOBATENCH IO COOTBETCTBYIONIUM CIEITUATBHOCTSIM M X OTIBITE
paboThI 1O MPOBEICHUIO KIIMHUYECKUX UCCIICIOBAHMIA;

7.1) cBeneHWS O MEIUIMHCKUAX OpraHU3alUsAX, B KOTOPBIX MPEAINOIAracTCcsl IPOBEICHUE
KIIMHUYECKOT0 MCCIEAOBAaHUs JIGKAPCTBEHHOTO Mperapara A MEIULUHCKOrO NMpUMEHEeHHs (MOJHOe U
COKpAIllCHHOC HAMMCHOBAHUS, OpPraHW3alMOHHO-TIpaBoBas QopmMa, MECTO HAXOXKICHUS H MECTO
OCYIIECTBIICHUS JIeATEIbHOCTH, TenedoH, Tenedakc, aapec OSIEKTPOHHON MOYTHI METUIIMHCKOM
OpraHu3alIum);

(m. 7.1 B pen. ®eaepanbHoro 3akona ot 29.11.2010 N 313-03)

7.2) mpenmoiaraeMple CPOKHU MPOBEICHUS KJIMHHYECKOTO HCCIICIOBAHUS JIGKAPCTBEHHOTO TIpermapaTa
JUTSE METUITTHCKOTO TIPUMEHEHHS,

(m. 7.2 BBeaen PeaepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

8) xomuio JOroBopa 00S3aTEIBHOTO CTPaXOBaHUS, 3aKIIOUYEHHOTO B COOTBETCTBHH C THIIOBBIMU
nmpaBWJIaMd  00SI3aTEILHOTO CTPAaXOBaHWS, C YKa3aHWEM TMPEACTbHOM YHCICHHOCTH TIAIlMCHTOB,
YUaCTBYIOIIMX B KIWHUYECKOM HCCIECIOBAaHUM JIEKAPCTBEHHOTO TMpermapara Ais MEAUIUHCKOTO
MIPUMCHCHUS;

(m. 8 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

9) uadopmaliio 0 cocTaBe JICKapCTBEHHOTO IMpernapara JJis MOJIyYeHHs pa3pelieHusl Ha MPOBEICHNE
MEXIYHAPOJAHOTO MHOTOIIEHTPOBOTO KJIMHMYECKOTO HCCIEIOBAHMs JIEKQPCTBEHHOTO TIperapara Uit
MEMIIMHCKOTO TPUMCHCHHS,

10) 1OKyMEHT, COCTaBIEHHBIM MPOU3BOJUTENEM JIEKAPCTBEHHOTO IIpermapaTa M COJAep Kalluit
MoKa3aTenn  (XapaKTepUCTUKH) JICKQpCTBEHHOTO TIperapara, IPOW3BEIACHHOTO JUIS  MPOBEICHUS
KITMHUYECKHUX UCCIICIOBAHHIA.

(. 10 B pen. denepanpHoro 3akona ot 29.11.2010 N 313-03)

3. B cpok, He mpeBBIIAONINiA MATH paboYNX JHEW CO THS MPHUHATUS YKa3aHHOTO B yHKTe | gactu 2
HACTOSMICH CTaThbH 3asABJICHHUS W HEOOXOIMMBIX JIOKYMEHTOB, YIOJHOMOYCHHBIN (enepaibHbIi OpraH
UCTIOTHUTENILHOMN BIIACTH:

1) IpOBOJHUT TIPOBEPKY IOJIHOTHI M JIOCTOBEPHOCTH CBEJICHUH, COACPKAIIUXCS B MPEACTABICHHBIX
3asiBUTENIEM JIOKYMEHTAX;

2) IpUHUMAET PEIICHHUE O MPOBEICHUU 3KCIEPTU3BI JOKYMEHTOB JUIS MOJYYCHHS pa3pelleHus Ha
MPOBEJCHNE MEXIYHApPOJHOTO MHOTOIIEHTPOBOTO KIMHUYECKOTO UCCIEAOBAHUS JIEKAPCTBEHHOTO
nperapara Jiisi MEAWIIMHCKOTO MPUMEHEHHS WA MOCTPETHCTPAIMOHHOTO KIMHHUYECKOTO HCCIICIOBAHUS
JICKapCTBEHHOTO Tpernapara s MEIUIIMHCKOTO MPUMEHEHHS U dTHYECKON IKCIEePTH3hI MO0 00 OTKa3e B
MPOBEJICHUH YKa3aHHBIX IKCIIEPTH3;

3) yBeIOMIISIET B MHCHbMEHHOW (hopMe 3asiBUTENST O MPUHATOM PEHICHUH WU B CIIy4ae MPUHSATHS
pelieHus 06 0TKase ¢ ykazaHHEeM NMPUYHMH TaKOTro OTKasa.
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3.1. B cnydae BBISBICHHS HEIOCTOBEPHOCTH CBEACHUM, COJCPKAIIUMXCA B MPEACTABICHHBIX
3asgBUTENIEM MaTepHajjax, YIHOJHOMOYEHHBIN (enepaabHbIii OpraH MCIOJHUTEIBHON BIIACTH HAIPaBIIsET
3asBUTEIIO0 3ampoc 00 YTOYHEHWH YKa3aHHBIX CBeACHWH. JlaHHBIA 3ampoc MOXET OBITh TepenaH
YIOJTHOMOYEHHOMY IPEJICTAaBUTENIO 3asBUTEN JIMUHO IO/ PACIHCKY, HANPaBJIEH II0 IOYTE 3aKa3HBIM
UCbMOM WJIM IepeljaH B 3JIEKTPOHHOH (opme IO TeIeKOMMYHMKALIMOHHBIM KaHanaM cBsi3u. B ciydae
HaIpaBJIEHUsI JAHHOI'O 3aIllpoca IO M0YTE 3aKa3HbIM IMHCbMOM OH CUMTAETCS MOJYYEHHBIM 10 UCTEUEHUU
LIECTH JHEW ¢ AaThl HAIPABJICHMS 3aKa3HOIO IIUChMA.

(uactsb 3.1 BBeneHa @enepasibHbIM 3akoHOM OT 25.11.2013 N 317-D3)

3.2. 3asBuTenb 00s3aH NPEJICTaBUTh OTBET HAa 3alpOC YIOJHOMOUYEHHOIO (elepajabHOro opraHa
UCIIOJIHUTENIEHON BJIACTU B CPOK, HE MPEBBIIAIOIIUN AEBSIHOCTAa PA0OUYMX JAHEH CO JHA NOJIY4YEeHUs JaHHOTO
3anpoca. Cpok, yka3aHHbIM B 4acTH 3 HACTOSIIEW CTaTbU, NPUOCTAHABIMBAETCS CO JHS HAIpPaBJICHUS
3asBUTEIII0 3alpoca YINOJIHOMOYEHHOro (pelepajbHOr0 OpraHa HWCIHOJIHUTENBHOM BJIACTH 110 JHSA
IOJIyYeHUSI UM OTBETAa HAa JAHHBIM 3alIpOC M HE YUWUTHIBACTCS IPHU MCUUCIEHUHM CpPOKA IPHUHSITHS
YIIOJIHOMOYEHHBIM (pesiepanbHbIM OPraHOM MCIOJHHUTEIbHOM BIACTH PELICHUs O IPOBEAECHUH IKCIEPTU3HI
JOKYMEHTOB JUIsl IIOJIyYE€HHUs pa3pellieHHus Ha [POBEIECHUE MEXAYHApOAHOIO MHOIOLIEHTPOBOIO
KJIIMHUYECKOIO0 HCCIIEOBAaHUS JIEKAPCTBEHHOI'O IIpenapara s MEAULMHCKOTO IPUMEHEHMs WU
HNOCTPETUCTPALIMOHHOTO KJIMHUYECKOTO HCCIIEJOBAHMSI JIEKAPCTBEHHOrO Ipenapara Ui MEIULIUHCKOTO
IIPUMEHEHHS.

(uacTb 3.2 BBeneHa DenepasibHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4. OcHOBaHMEM IS OTKAa3a B IPOBEIEHUU JKCIIEPTU3bI JOKYMEHTOB IS IIOJIY4EHHs pPa3pelIcHHs Ha
IPOBEJCHUE MEXAYHApOJHOIO MHOTOLIEHTPOBOIO KJIMHUYECKOI'O HCCIIEOBAaHMS  JIEKAPCTBEHHOI'O
npenapara s MEAMLIMHCKOIO NMPUMEHEHHUS WIN MOCTPErMCTPALMOHHOIO KIMHUYECKOIO HCCIIENIOBaHUS
JIEKapCTBEHHOI'0 Ipenapara JUIsi MEIUIMHCKOrO HPUMEHEHHS U OSTHYECKOM OSKCIEpPTU3bl SBISETCS
IpeCTaBICHUE JOKYMEHTOB, MPEIyCMOTPEHHBIX YacThl0 2 HACTOALICH CTaTbu, B HENOJHOM OOBbEMe,
HEeNpPEJCTaBICHNUE 3asBUTEIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHbIM B uyactu 3.1 Hacrosiuen
CTaThU 3aIPOC YMOJHOMOYEHHOIO (hefiepaibHOro OpraHa MCHOJHHUTEIbHOM BIACTH JIMOO OTCYTCTBHE B
NPECTABICHHBIX JOKYMEHTaX HCUEPIBIBAIONIETO NEepedHsi HeOOXOAMMBIX CBEACHUN WM HH(OpMAIHH,
KOTOPbIE TOJDKHBI OBITh OTPaXKEHbI B HUX.

(B pea. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

5. IlpoBemeHue OKCHepTU3bl JOKYMEHTOB U1 TIOJYYEHHMS pa3pellleHuss Ha IPOBEIACHHE
MEXIYHapOJAHOIO MHOTOIIEHTPOBOIO KJIMHMYECKOTO HCCIIEOBaHMs JIEKApCTBEHHOrO Ipernapara Juis
MEAMIMHCKOTO MPUMEHEHUS MM NOCTPETUCTPALIMOHHOIO KIMHUYECKOIO UCCIIEN0BAaHUS JIEKaPCTBEHHOIO
npenaparta Ui MEAMIIMHCKOTO NPUMEHEHHS M STUYECKOW OSKCHEepTH3bl M Bblaya paspelleHus Ha
IPOBEJCHUE MEXAYHAapOAHOIO MHOTOLIEHTPOBOIO KJIMHMYECKOIO MCCIENOBAaHUS JIEKAPCTBEHHOTO
npenapara s MEAUIMHCKOTO NMPUMEHEHUS WIM MOCTPETUCTPALMOHHOIO KIMHUYECKOIO MCCIEI0BaHUs
JEKapCTBEHHOIO Ipemapara i MEJUIUHCKOTO NPHUMEHEHHUS OCYLIECTBISIIOTCA B IOPAJIKE,
yCTaHOBIIEHHOM cTaThsimu 20 - 22 HacTosimero degeparbHOro 3aK0HA.

6. Pemenus 00 oTkaze B NPOBEIEHUM SKCIEPTU3bl JOKYMEHTOB Ui IOJIyYEHHs pa3pelieHus Ha
IPOBEJCHUE MEXAYHAapOAHOIO MHOTOLIEHTPOBOIO KJIMHHYECKOIO MCCJIEI0BAaHUS JIEKApPCTBEHHOTO
npenapara s MEAMIMHCKOTO NMPUMEHEHHUS WIM MOCTPErMCTPALMOHHOIO KIMHUYECKOIO HCCIIEI0BaHUS
JIEKapCTBEHHOI'0 Tpemnapara JUisi MEAMIIMHCKOTO NMPUMEHEHUS U 3TUYECKOM 3KCHEepTH3bl U B BbLAAUe
paspelieHusT Ha IMPOBEACHHE MEXAYHAapOAHOIO MHOTOLIEHTPOBOIO KJIMHUYECKOTO HCCIIEN0BAHUS
JIEKapCTBEHHOI'0 Mpernapara Ui MEIUIIMHCKOTO MPUMEHEHHSI UIIH MOCTPErUCTPAIMOHHOTO KIMHUYECKOTO
UCCIIEIOBaHMS JIEKaPCTBEHHOI'O Iperapara A MeIUIIUHCKOrO MPUMEHEHHUsSI MOTYT OBITh 00’KaJloBaHbI B
MOPSIZIKE, YCTAHOBJIIEHHOM 3aKOHOJATENhCTBOM Poccuiickoit denepanuu.

Cratpa 40. IIpoBegeHue KIMHUYECKOTO HCCIEAOBAHMS JICKAPCTBEHHOTO Mmpemnapara s
MEJIULIUHCKOTO TPUMEHEHUS

1. PykoBoauTeNnb METUIIMHCKON OpraHu3allid, KOTOpas MPOBOAUT KIMHUYECKOE HCCIETOBaHHE
J'IeKapCTBeHHOFO npenapaTa I MEOIUITUHCKOI'O HpI/IMeHeHI/IZ, Ha3Ha4YacT UCCICO0BATCIIA, OTBETCTBEHHOT'O
3a HpOBGI[CHI/IC TAKOI'0 HCCJIICOJOBAHUA W HNMCHOIICTO JIG‘-IC6HyIO CIICHUAJIbHOCTD, COOTBeTCTByIOH_[yIO
MIPOBOJIMMOMY KJIMHUYECKOMY HCCJIEAOBAaHUIO JIGKAPCTBEHHOTO TIpemapara, €O CTaxeM padoThl 10
nporpaMMaM KIIMHUYCCKHUX I/ICCJIG,Z[OBaHI/Iﬁ HeKapCTBeHHI:IX npenapaTOB HC MCHEC UCEM IIATH JICT U 110 €Iro
MPEJIOKEHUIO HA3HAYAET COUCCIIEIOBATENEN U3 YMCIIa Bpadyei 3TOM MEAUIIMHCKON OpraHu3aluu.
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2. VccnenoBarenb OCyLIECTBISAET BEIOOP MAIIMEHTOB, KOTOPbIE MO0 MEAUIIMHCKUAM MOKa3aHUSIM MOTYT
ObITh TPUBJICYCHbl K YYacTHIO B KIMHUYECKOM MCCIIEJOBAHUHU JIEKAPCTBEHHOTO IIperapara s
MEAMIMHCKOTO IPUMEHEHHS.

3. HccnemoBaTenb ¥ COUCCIIEAOBATENM JOJDKHBI OBITh O3HAKOMJIGHBI C  pe3yibTaTaMu
JOKJIMHUYECKOTO MCCIIEJOBAHUS JIEKApCTBEHHOTO CPEACTBA, COJEPKAIUMUCS B OpOLLIIOpE HCcCIe10BaTeNs,
IIPOEKTOM IIPOTOKOJIA KIMHUYECKOI'O HCCIIEN0BAaHUS JIEKAPCTBEHHOI'O IIpernapaTa A MEIULUHCKOro
IPUMEHEHHUs, pa3padOTaHHBIM pPa3pabOTUMKOM JIEKAPCTBEHHOI'O Ipenapara WM HHBIM IOPUIANYECKUM
JUIOM, IPUBJIEKAEMBIM K OpraHM3alMM IPOBEACHUS KIMHUYECKOTO HCCIIEIO0BaHUS JIEKaPCTBEHHOIO
npernapara Juisi MEJULUHCKOTO IIPUMEHEHUS, U JPYTUMH MaTepragaMy TaKOro UCCIIEI0OBaHUS.

3.1. PykoBoauTenb MEAUIIMHCKOW OpPTaHM3aIliy B CPOK, HE MPEBBIMIAOIINN TpeX padouux AHEH Cco
JHS Hayaja IPOBEICHUS KIMHUYECKOIO HCCIIEJOBAHMs JIEKAPCTBEHHOrO IMpernapara Jyuisi MEAULUHCKOIO
IPUMEHEHHs, coo0IIaeT 00 3TOM B YIOJHOMOYEHHBIN (elepanbHblil OpraH HCIOJIHUTEIbHON BIIACTH,
BBIJIABIINI pa3pelieHre Ha MPOBEJCHUE TAKOTO UCCIIeIOBaHMsI, IO YCTAaHOBICHHON UM (opMme.

(uactp 3.1 BBenena denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. Opranuzanuuy, OCYLIECTBIISIOIINE OpPraHMU3ALMI0 IPOBEACHUS KIMHMYECKOIO MHCCIEeI0BaHuUs
JIEKapCTBEHHOI'0 Ipenapara Uil MEJUUUHCKOIO INPUMEHEHMs W YKa3aHHbIE B 4acTM 3 craTbu 38
Hactoswero ®enepanpbHOro 3akoHa, B cilydae HEOOXOJMMOCTH BHECEHUS H3MEHEHUH B IPOTOKOJ
KJIMHUYECKOI'0 UCCIIEIOBAHUS JIEKapCTBEHHOTO Ipenapara A MEAULMHCKOr0 IPUMEHEHUsT cOo0IatoT 00
3TOM B YIIOJIHOMOYEHHBIA (erepaabHblii OpraH HMCHOJHHUTENbHOW BJIACTH, BBIIABIIMNA pa3pelieHue Ha
IPOBE/IEHUE TAKOTO UCCIIEJ0BAHUS, 10 YCTaHOBIEHHON UM (hopMe.

(B pea. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. dopma cooOmieHUss O BHECEHUM HM3MEHEHUH B HPOTOKOJ KIMHMYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOTI'0 Ipernapara Juisi METUIMHCKOTO IPUMEHEHUS I0JIKHA COAEPKATh CIEAYIOLINE CBEICHNUS:

1) HanMeHOBaHUe, UACHTU(DUKALIMOHHBIA HOMEpP U J]aTa IPOTOKO0JIA KIIMHUYECKOTO UCCIIEIOBAHUS;

2) naTta BHECEHUS U3BMEHEHUN B IPOTOKOJI KIMHUYECKOTO MCCIIEI0BaHNUS;

3) HAaMMEHOBaHUE U MECTO HAXOXICHU 3asIBUTEII;

4) HaMMEHOBaHUE OpraHM3alllM, MPUBJICUEHHOW pa3padOTUMKOM JIEKAPCTBEHHOrO IMpenapara K
OpraHu3alUK IPOBEACHUS KIMHUYECKOTO UCCIIeJOBaHuUS (IIPH HAITUYHHN);

5) HauMEHOBAaHMS M MeCTa HAaXOXKJIEHUS MEAMIMHCKUX OpraHu3aluil, B KOTOPHIX MPOBOJUTCS
KJIIMHUYECKOE UCCIIEJOBAHMUE;

6) mara BbLIAYM pa3pelleHHs] Ha MPOBEICHHE KIMHUYECKOTO MCCIEI0BaHUS W HOMEp 3TOro
paspeleHus;

7) “3MEHEHUs, BHOCUMBbIE B IPOTOKOJI KIIMHUYECKOTO UCCIIEI0OBAHUS.

(uacTs 4.1 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIAIUNA TPUALATH pabouuX THEH cO JHS MOJy4YeHHUs yKa3aHHOro B dacTu 4
HACTOsILIEH cTaTbM COOOLIEHMs, YHOJIHOMOYEHHBIN (elepalbHblii OpraH HCHOJHHUTENbHOM BIacTh
paccMaTpuBaeT 3TO COOOLIEHHE B YCTAHOBIEHHOM UM IOpSIKE M NPUHHUMAET pPELIEHUE O BHECEHHH
WU3MEHEHUN B IPOTOKOJ KJIMHHUYECKOTO HCCIIENOBaHMS JIEKAPCTBEHHOIO Ipemnapara JUisl MEJUIMHCKOrO
IPUMEHEHHUS WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHUI.

6. Knnanueckoe ucciiejoBaHue JIEKApCTBEHHOrO IIpenapara il MEAULUHCKOTO IIPUMEHEHUS MOKET
OBITH IPUOCTAHOBJICHO WJIM MPEKPAIleHO, €CIIM B MPOIIECCe €ro MPOoBEACHHsI OOHapyKeHa OMAaCHOCTb IS
YKU3HHU, 370pPOBbsI MAlMEHTOB. B cilyyae BO3HMKHOBEHHUS OINACHOCTU ISl JKU3HM, 3[0POBbSI MAllUEHTA,
YYacCTBYIOIIETO B KJIMHMYECKOM HCCIEJOBAaHUM JIEKAPCTBEHHOIO Ipemapata Uil MEIULHUHCKOIo
NPUMEHEHHS, HUCCIe0BaTe 00sf3aHbl MPOMH(POPMHUPOBATE 00 OSTOM PYKOBOJUTENS MEIUIIUHCKON
OpraHM3al ¥ OPraHM3alMIO0, TOJYYMBIIYIO pa3pelleHUe YIOJIHOMOUYEHHOro (¢eaepanbHOro opraHa
VCIIOJTHUTENIBHOM BIIACTH Ha OpPraHU3allMI0 MNPOBEACHMS KIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOTO
npenaparta. PemieHre o npuoCTaHOBIEHUH KIMHUYECKOTO MCCIIEA0BaHUs JEKapCTBEHHOTO Mpernapara Jyis
MEAMIMHCKOTO NPUMEHEHUsS NPUHHUMAIOT pPYKOBOAUTENb MEIUIMHCKOW OpraHu3anuuu U (WUin)
OpraHM3aiys, MOJIyYUBIIAs pa3pelieHrue YHIOJHOMOYEHHOro (¢efepaibHOr0 OpraHa HCIOIHUTEIbHON
BJIACTH Ha OPraHU3alldI0 IPOBEICHMS KIMHUYECKOIO HCCIIECIOBAHMS JIEKApCTBEHHOIO Ipenapara Uit
MEAMIIMHCKOTO TIPHUMEHEHHUs, pelIeHHe O TNpPeKpalleHMH TaKoro HCCIeOBAaHUS  MPUHUMAET
YIIOJIHOMOYEHHBIH  (peiepabHblii OpraH HCHOJHHUTEIBHONM BJIACTH HA OCHOBAaHMHM COOOLICHHS B
NUCbMEHHOW (QopMe pyKOBOAUTENS MEIUIMHCKOM OpraHu3aluy WIM OpraHM3alus, MOJy4YHMBILIAs
paspelieHre YIoJIHOMOYEHHOro (elepabHOr0 OpraHa HCIOJHUTEIbHOM BIACTH Ha OpraHU3aluio
IIPOBEJCHUS KIMHUYECKOTO UCCIEN0BaHNUs JIEKapCTBEHHOTO IIpernapara JUisi MEJUIUHCKOTO IPUMEHEHHUS.
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7. B cpok, He MpeBBIIAIONIUN MATH padOYuX ITHEH CO JIHS 3aBEpIIEHUS, MPUOCTAHOBJICHUS WU
IPEKPALIECHUS KIMHUYECKOTIO NCCIIE0BaHMsI JIEKAPCTBEHHOTO Mpenapara JJisl MEJUIMHCKOT0 IPUMEHEHUS,
cooOuieHne 00 3TOM HampaBisIeTCsl OpraHu3alMsIMH, YKa3aHHbBIMM B 4acTu 3 cTaTbu 38 HACTOALIErO
QenepanbHOTO 3aKOHA, B YINOJHOMOYECHHBIH (enepanbHblii OpraH HWCHOJHUTENBHOM BIAcTH IO
YCTAHOBJICHHOH UM (hopMme.

8. ®opma cooOmIeHUsI O 3aBEPIICHUH, NPHOCTAHOBICHUU WM TPEKPALICHUH KIMHHYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapara JUisi MEIULIUHCKOTO IIPUMEHEHUS TOJKHA COEPKATh!

1) uadopmanuio 0 MEAUIMHCKONW OpPraHM3ALUU WM MEAMLIMHCKUX OPraHMU3alUsAX, MMPOBOAWBIIMX
JTaHHOE UCCIIEJOBAHMUE;

2) onucaHue AAHHOTO UCCIIEI0BaHMS;

3) manHble uccnenoBatens (damuiaus, UMs, OTYECTBO, MECTO pabOTHI, 3aHMMaeMas JOJKHOCTH,
CHELHANbHOCTb, CTAX PabOTHI 10 MPOrpaMMaM KIMHUYECKHX HUCCIIEAOBAHUM JIEKAPCTBEHHBIX MIPENapaTos,
IIepEUYCHb KIMHUYECKUX HCCIENOBAaHUM JICKAPCTBEHHBIX IIPENApaToB, B KOTOPHIX OH IIPUHUMAJ Y4acTHE
(mepuoabl y4acTHsl) B Ka4eCTBE MCCIIEI0BATENS UM COMCCIIEI0BATES);

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3ynabTaT JaHHOI'O MCCIIEAOBaHMS (3aBepllIeHUE, IPUOCTAHOBICHUE WIM MPEKpaLIeHUE TaHHOTO
UCCJIEIOBAHMSI C YKa3aHUEM MX MPUYHMH U BIMSHUS Ha OLIEHKY €ro Pe3yJIbTaToB, OOIIYIO OLIEHKY pHUCKa U
OKMJAEMOH IIOJAB3bl OT IPUMEHEHHUS UCCIEAYEMOI0 JIEKAPCTBEHHOIO IIpernapara, a TaKke
npejoiaraéMble JajabHee 1ecTBUs).

9. YnonHoMoueHHbIH (efepaibHbli OpraH UCHOIHUTENBHOM BIACTH OIMYOJMKOBBIBAET U pa3MellacT
Ha CBOeM OQHIHMAILHOM caiite B ceTn "MHTEepHET" cOOOIEeHHe O 3aBEepIIECHUH, NTPUOCTAHOBICHUH WIIN
IIPEKPALIECHUH KIMHUYECKOI0 MCCIIEN0BaHuUs JIEKAPCTBEHHOIO Mpenapara JUisi MEAUIIMHCKOIO IPUMEHEHUS
B CPOK, HE MPEBbIILIAIONINN IATH pad0YuX JHEHU CO IHS €ro MOJyYeHHs], B yCTAHOBIEHHOM UM HOpPSAKE.

10. YnonHOMOYEHHBIH QenepaabHblii OpraH HCHOJIHUTEIBHOW BIIACTH OCYILECTBIIAET BeJCHHE
peecTpa uccieaoBaresnel, NpOBOAAIIMX WIA IPOBOAUBIINX KIMHUYECKHE MCCIIEIOBAHUS JIEKAPCTBEHHBIX
[IPEnapaToB sl MEOULMHCKOIO NPUMEHEHUS, B COOTBETCTBUU C YTBEPKICHHBIMH WM IIpaBUIAMHU U
pa3MeIaer ero Ha CBOeM OQHIHMaIbHOM caiite B cetH "MHTepHET' B YCTaHOBIEHHOM UM IOPSJIKE.
YKkazaHHBII peecTp COAEPKUT HH(POPMAIHIO, TPETyCMOTPEHHYIO ITYHKTOM 3 yacTu 8 HacTOSIIEH CTaThH.

11. Oryer o pe3ynbTaTax KIMHUYECKOIO MCCIEAOBAaHUS JIEKAPCTBEHHOrO TpernapaTta A
MEAMIMHCKOTO NPUMEHEHUS COCTABIIAETCS OpPraHM3alMel, YKa3aHHOM B 4acTH 3 CTaTbU 38 HACTOSILErO
@enepanbHOrO 3aKOHA, HAa OCHOBAHMM 3aKJIIOYEHMM MEJMIMHCKHX OpraHW3alyil, MPOBOAMBIIMX 3TO
UCCIIeIOBaHKMEe, U TPEJCTABIAETCS B YHNOJIHOMOYEHHBIH (hefepalibHblii OpraH HCIOJHUTENIBHOW BIIACTH,
BBIJIABIIMI PAa3pelICHUE HA IPOBEAECHUE ITOTO UCCIIEIOBAHNUS, B CPOK, HE IIPEBBIIAIONIUN TPEX MECALIEB CO
JHS €ro 3aBepLICHUs, NPHUOCTAHOBJIEHUS WIM NPEKpalleHWs, B MOPAIKE, YCTAHOBIECHHOM
YIIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM UCIIOTHUTEIbHON BIACTH.

12. HapymeHnue mnpaBuwil KIMHHUYECKOW NPAKTUKH, (albCUPUKALMS pe3yabTaTOB KIMHUYECKOTO
UCCJIEIOBaHMs JIEKapCTBEHHOIO Ipenapara JUIsi MEJUIMHCKOrO MpPUMEHEHHsS BJIEKYyT 3a coOoM
OTBETCTBEHHOCTb B COOTBETCTBUU € 3aKOHOIATENLCTBOM Poccuiickon denepannu.

13. Ilpu npoBefeHNH KIMHUYECKOTO MCCIEOBaHMS JIEKAPCTBEHHOIO MpernapaTa JUisi MEIUIUHCKOTO
NpUMEHEHHs JIOIycKaeTcss 3a00p y MalMeHTOB OMOJIOTMYECKUX MaTepHajoB (00pas3ibl OMOJOTMYECKUX
KUJKOCTEH, TKaHEW, CEKpPEeTOB U TNPOAYKTOB >KU3HENEATEIbHOCTH 4YeNOBEKa, (PU3MOJIOTUYECKUX U
NaTOJIOTUYECKUX BBIJICIEHUI, Ma3KOB, COCKOOOB, CMBIBOB, MMUKPOOPTraHM3MOB, OMOICHIHBIN MaTepuan)
JUISL UX U3y4eHus Ha Teppuropun Poccuiickoit @eneparuu u (win) 3a npenenamu trepputopun Poccuiickoit
denepauuu.

14. Tlopsnok BBo3a Ha Tepputopuio Poccuiickoit @enepaniuu U BbIBO3a 3a MpeNeibl TEPPUTOPUU
Poccuiickoit @enepanun OHOIOIMYECKHX MAaTEPUAIOB, MOJYYEHHBIX INPH MPOBEACHUU KIMHHYECKOTO
WCCJIEIOBAHMS  JIEKAPCTBEHHOI'O IIpemapara Uil MEIHUIMHCKOTO IPUMEHEHHs, YCTaHAaBIIMBACTCS
IIpaBurensctBoM Poccuiickoit denepanun.

Cratpsa 41. I[OFOBOp O MMPOBCACHHUU KIIMHUYCCKOI'0 HUCCICOOBAHUA JICKAPCTBCHHOI'O IIpCIiapaTa IJId
MCIUIIUHCKOI'0 MPUMCHCHUA

1. KnuHuueckoe wuccineoBaHuE JEKApCTBEHHOTO IIpernapaTta A MEAUIMHCKOTO TNPUMEHEHHS
MIPOBOJIUTCA B COOTBETCTBUU C JJOTOBOPOM O MPOBEACHUU KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOIO
mpenaparta s MEIUIMHCKOTO MPUMEHEHHUS, 3aKII04YaeMbIM MEXIy OpraHu3anueil, MOoJyduBIIeH
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paspelleHre YIOJIHOMOYEHHOro (efepalbHOr0 OpraHa MCIOJHUTEIbHOM BIACTH Ha OpraHU3aluio
IPOBEJCHUS TAaKOI'O MCCIENOBAaHUS, W MEIMLUHCKON OpraHu3anueil, OCYIIECTBISIOLIEH NpPOBEACHUE
TaKOI'0 UCCIICOBAHMSL.

2. JloroBop O NpPOBEAECHUU KIMHUYECKOIO MCCICIOBAHUS JIEKAPCTBEHHOIO IIpemapara i
MEIUIUHCKOIO IIPUMEHEHUS T0JKEH COJIepHKaTh:

1) yciioBus ¥ CPOKM MPOBEAECHUS JAHHOTO UCCIIEI0BAHUS;

2) ompeneneHue oOOIIEH CTOMMOCTH NPOTPaMMBbl JAaHHOIO HCCIENIOBaHMUS C YKa3aHHUEM CYMMBI,
IpeJHA3HAYAOIIENCS JUIsl BBIILIAT UCCIIEN0BATENSIM, COMCCIEI0BATEIIAM;

3) onpexnenenue (GpopMbl IPEACTABICHUS PE3yJbTaTOB JAaHHOI'O HCCIIEAOBAHMS B YIOJIHOMOYEHHBIH
(benepanbHbIN OpraH UCHOJIHUTENBHOM BIACTH.

Cratbs 42. OuHaHCcOBOE oOecleyeHrne KIMHUIECKOTO HCCIICO0BAaHM JICKAPCTBCHHOI'O IIpCIiapara JJIs
MCIUIIUHCKOI'O0 MPUMCHCHUA

@duHaHCOBOE OOECIEYeHHE KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOI'O Iperapara  Juisd
MEIUIIUHCKOTO IPUMEHEHUS OCYIIECTBISCTCS 3a CUET:

1) cpencTs deaepanbHOro OIOKETA;

2) CpencTB OpraHu3aluii, MOJYYHMBIIUX pa3pelICHHE Ha OpraHW3alMi0 TPOBEJACHUS JTAaHHOTO
WCCJICJIOBAHMSI, B COOTBETCTBUU C YCIIOBUSMH JIOTOBOPA O €TO MPOBE/ICHUN;

3) MHBIX HE 3alpelIeHHBIX 3aKOHOIaTeIbcTBOM Poccuiickoit denepaninu HCTOUHUKOB.

Cratbs 43. HpaBa MManMEeHTOB, YYACTBYOLIUX B KIMHUYCCKOM HUCCICAOBAHHUUN JICKAPCTBEHHOI'O
npemnapara 4Jjis1 MCAUIUHCKOIO IPUMCHCHH A

1. VYyactue mnDamMeHTOB B KIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOI'O IIpernapara Jyis
MEIUIUHCKOTO IPUMEHEHUS SBIISETCS IOOPOBOJIBHBIM.

2. [TaneHT WM €T0 3aKOHHBIH MPEICTABUTENb JODKEH ObITh HHPOPMHUPOBAH B MUCBMEHHOU (opme:

1) o nexkapCTBEHHOM IIpenapare A MEIUIMHCKOIO NPUMEHEHUS M CYLIIHOCTH KIMHUYECKOTO
HCCJIEIOBAHMS ATOTO JIEKAPCTBEHHOIO IIperapara;

2) o 6e30macHOCTH JIEKAPCTBEHHOT'O Mpenapata Uil MEIUIMHCKOIO NMPUMEHEHUs, ero 0XuaaeMoi
3¢ ()EeKTUBHOCTHU U CTETIEHU pUCKa JUIs MTallEHTa;

3) 00 ycioBUSX y4yacTHs MAIMEHTa B KIMHUYECKOM HCCIICOBAaHUM JIEKAPCTBEHHOIO MpenapaTa Juis
MEAMIMHCKOTO IPUMEHEHHUS;

4) o uenu MM UENAX U MPOAODKUTEIBHOCTH KIMHUYECKOI'O HCCIIEOBAHUS JIEKApCTBEHHOTO
npemnapara Jyisi METUIUHCKOTO PUMEHEHUS;

5) o pelcTBUSAX MalMeHTa B Cilydae HeNpeABHIEHHBIX 3((EKTOB BIMSHUS JIEKAPCTBEHHOTO
npenapara Juisi MEAUIMHCKOIO IPUMEHEHHUSI HA COCTOSIHUE €T0 3/I0POBbS;

6) 00 ycrnoBHsIX 0053aTEILHOTO CTPAaXOBaHMS XKHU3HH, 3/J0POBbs MAIUEHTa,

7) O rapaHTHSX KOHOQUICHIMAIBHOCTH Y4YacTHsl MAallMeHTa B KJIMHUYECKOM HCCIIEeI0OBaHUU
JIEKapCTBEHHOTI'O TIIpernapara il MEAUIIMHCKOTO IPUMEHEHHUS.

3. JloOpoBoabHOE coryiacue ManueHTa Ha y4yacTHe B KIMHMYECKOM HCCIETOBAHHUH JIEKApCTBEHHOTO
npenapara Uil MEAMIMHCKOTO IPUMEHEHMS MOATBEP)KIACTCS €ro MOANUCHI0 WIM IOIAINUCBIO €ro
3aKOHHOT'O IIPECTaBUTENS HA HHPOPMAIIMIOHHOM JIMCTKE MallMeHTa.

4. ITauveHT UM €ro 3aKOHHBIN MIPEICTABUTEND UMEET MPABO OTKA3aThCsl OT yYacTHs B KIMHUYECKOM
UCCJIEJOBAaHUM JIEKapCTBEHHOI'O TMpemnapara s MEIWLHUHCKOro TMpPUMEHEHUs Ha JI000H cTaguu
IIPOBEJEHUS TAKOTO UCCIIEI0OBaHUS.

5. IlpoBeneHHe KIMHUYECKOTO MCCIENOBAHMS JIEKAPCTBEHHOIO Mpernapara Mg MEIUIMHCKOTO
IPUMEHEHHUS C y4aCTHEM B KAa4eCTBE MAIlUEHTOB JETEH JOIYCKAeTCs TOJIBKO C COrJacHsi B MMCbMEHHOMN
dbopme ux poauTenel, ychlHOBUTeNeW. JleTm MOryT paccMaTpuBaThCsi B KauyeCTBE MOTCHITHATBHBIX
NaIMEeHTOB TaKOTO MCCIIEI0BAHMsI, TOJIBKO €CJIM €ro MPOBeAeHNE HEOOXOAMMO JUIsl YKPEIUIEHUs 370POBbs
JneTel Wi npopuIaKTUKU WH(EKIMOHHBIX 3a00JIeBaHUN B JETCKOM BO3pacTe JUOO €CiH LENbI0 TaKOTo
VCCIIEIOBAHMSI SIBJISIETCS IOJIyYEHUE JAHHBIX O HAWJIyYIIeHd JT03MPOBKE JIEKAPCTBEHHOI'O IpernapaTa s
JedeHus JeTed. B 3THX ciydasx TakoMy MCCIENOBAHUIO JOJDKHO MPEALIECTBOBATh KIMHUYECKOE
UCCJIEJOBAaHHME JIEKAPCTBEHHOI'O0 IIpernapaTra A MEJUIUHCKOTO IPUMEHEHHS Ha COBEPIICHHOJIETHUX
TPaXAaHaX, 3a UCKIOYCHUEM CIIy4aeB, €CIU UCCIIENYEMBIN JICKApCTBEHHBIN IIpenapar il MEAULIUHCKOTIO



MPUMEHEHHUS MTpelHa3HaYeH UCKIIIOUNTENbHO JJIs1 UCTIOIb30BAaHUS HECOBEPIICHHOJIETHUMH TpakJaHAMHU.
(B pen. denepanpHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3ampemiaercsd MNpoBeIEHHWE KIMHUYECKOTO HCCIEIOBAaHUS JIEKApCTBEHHOIO IIperapara Ul
MEJUIIMHCKOTO MPUMEHEHHS C YJaCTHEM B KaueCTBE MalIMEHTOB:

1) neTel-CUpoT U ACTEH, OCTABIIUXCS O3 MONECYCHUS POIUTEICH;

2) KEHIIMH B IMepuoJ OEpEeMEHHOCTH, JKEHIIMH B TMEPHUOJ TPYJHOTO BCKAPMIIMBAHHUS, 3a
UCKJIIOYCHHEM CIIy4yaeB, €CJIM MPOBOAMUTCA KIMHUYECKOE HCCIIEOBaHUE JIEKapCTBEHHOI'O Ipernapara,
MpeIHA3HAYCHHOTO Il YKAa3aHHBIX JKCHIIWH, NPHU YCIOBHH HEOOXOIMMOCTH TONyYeHUS HH(POpPMAIHH
TOJIBKO BO BpeMsl MPOBEACHHS COOTBETCTBYIOIIMX KIMHUYECKUX HCCIEIOBAHUNA W TPHUHITHUA BCEX
HEOOXOJUMBIX MEp IO HCKIIOYEHHIO pPHCKa HAHECEHUs Bpela >KCHIIMHE B IMepHoj OepeMEeHHOCTH,
JKEHIIMHE B IEPUOJ TPYAHOTO BCKAPMITMBAHWSI, IIJIOTy WM PEOCHKY;

3) BOGHHOCTYXXalMX, 3a HCKIOYEHHEM CIIy4yaeB TMPOBEACHUSA KIMHUYECKOTO HCCIIECIOBAHUS
JICKapCTBEHHOTO TIperapara, CHEIUaIbHO pPa3pa0OTaHHOTO JJsi TPUMEHEHHUS B YCIOBUSX BOCHHBIX
JEHCTBUM, YpE3BBIYAHBIX CUTYAIIU, TPOPUITAKTUKH | JICUCHUS 3a00JIEBAaHUIA M TIOPAKEHUH, TTOTYYCHHBIX
B pe3yibTaTe BO3ACHCTBHS HEOIArOMPUATHBIX XUMUYECKHX, OMOIIOTUYECKUX, PATUAIMOHHBIX (aKTOPOB.
Knunndeckoe wuccienoBaHue TaKOro JIEKapCTBEHHOIO IMpenapara MOXKET MPOBOJUTHCA C y4acTHEM B
KaueCcTBE TMAalMEHTOB BOEHHOCIYXAIIMX, 32 HCKIIOUYEHUEM BOEHHOCITYXAIIUX, MPOXOISIIUX BOCHHYIO
ciy0y 1Mo IpU3bIBY, C COOIIOIEHUEM TPEOOBAHUMN, YCTAHOBIEHHBIX HacTosAuMM DenepaabHbIM 3aKOHOM B
OTHOILIEHUH TPAKTAHCKHUX JIHII;

4) cOTpyIHUKOB MTPABOOXPAHUTEIBHBIX OPTaHOB;

5) nuu, OTOBIBAIOIIMX HAaKa3aHME B MECTaxX JIMIICHUS CBOOOJBI, a TAKXKE JIMI], HAXOASIIMXCS IO
CTpaxkeil B CIIECTBEHHBIX U30JISATOPaX.

7. Jlomyckaercs NpPOBENECHHUE KIMHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOTO Tpenapara s
MEJMIIMHCKOTO MPUMEHEHHUS, TPEeIHAa3HAYeHHOT0 Ui JICYCHUs TICUXUYECKUX 3a00JIeBaHMi, C y4aCTHEM B
Ka4yeCTBE MAIMCHTOB JIMI] C TICUXHYECKUMHU 3a00JIEBAaHUSMH, IPU3HAHHBIX HEJEECIIOCOOHBIMU B IOPSIJIKE,
YCTaHOBJIEHHOM  3akoHojaareldbcTBOM  Poccmiickoit ~ ®enepanuu.  KiuHuueckoe — uWccleaoBaHue
JICKapCTBEHHOTO TIperapara B 3TOM CiIydae MPOBOJUTCS NPHU HAIMYUHU COTJIACHS B MUCHMEHHOW (opMme
3aKOHHBIX MTPEACTABUTENEH YKa3aHHBIX JIULI.

Cratbs 44. O0s13aTeNnbHOE CTPAaxXOBaHUC KU3HU, 3JO0POBbS MMAIUCHTA, YIACTBYIOLICTO B KIIMHUYCCKOM
HCCIICAOBAHUHU JICKAPCTBCHHOI'O IIp€riaparta Ajsd MEAULUHCKOTO ITPUMCHCHU A

(B pen. ®exnepanbHoro 3akona ot 29.11.2010 N 313-03)

1. Opranuzanusi, TMNOMy4YWBINAs pa3pelieHne Ha OPraHU3AIUI0 MPOBEACHHUS KIWHUYECKOTO
UCCIICIOBaHMsI JIEKQPCTBEHHOTO TpermapaTa AJisi MEIUIMHCKOTO MPHUMEHEHHs, O0sS3aHa B KayecTBe
CTpaxoBaTessi CTPaxoBaTh PUCK MPUYMHEHHUS BPe/a KU3HU, 3JI0POBBIO MAIMEHTA B pe3yIbTaTe MPOBEACHUS
KJIMHUYECKOT'0 MCCIIEJOBAHUA JIEKAPCTBEHHOTO Mpernapara JUisi MEAUIMHCKOTO MPUMEHEHHS 3a CBOM CUeT
IIyTEM 3aKJIFOUEHUS JOrOBOpa 00s3aTEIbHOTO CTPAXOBaHUS.

2. OOBexkToM 0053aTeTBPHOTO CTPAXOBaHWsl SBISETCS HWMYIIECTBEHHBIM HMHTEpPEC MAIMeHTa,
CBSI3aHHBIN C TMIPUYMHEHUEM BpEIa €ro XWU3HHW WU 3J0POBBI0 B pe3yibTaTe MPOBEICHUS KIMHHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO IIpenapara Jjisi MEAUIIUHCKOTO IPUMEHEHHUS.

3. CTpaxoBBIM CIIy4aeM IO JIOTOBOPY 00S3aTEIbHOTO CTPAaXOBAHUS SIBICTCS CMEPTh MAlMeHTa WIN
YXYAILIEHUE €T0 3I0POBbs, B TOM YHCJE BIEKYIIee 3a COOO YCTaHOBJICHHE WHBATUAHOCTH, MIPH HATHYUU
MPUYHHHO-CIICACTBEHHON CBSI3M MEXIY HACTYIUIGHHMEM OTOTO COOBITHS W yYacTHEM IMalleHTa B
KJIMHUYECKOM HCCIIEOBaHUU JICKAPCTBEHHOTO IIpenapara.

4. TpeOGoBaHuss O BO3MCIIEHWH Bpena, NPUUYNHEHHOTO JKU3HU WJIM 3JI0POBBIO IAIMEHTA,
NPEABSBISIIOTCA B~ TEUEHHE  CPOKOB  HMCKOBOM  JaBHOCTH,  YCTAaHOBJIIEHHBIX  TI'PaKJIaHCKUM
3aKOHO/1aTEIbCTBOM.

5. Pa3mep cTpaxoBoii BHIIIATHI IO JOTOBOPY 00S3aTEILHOTO CTPAXOBAHUS COCTABIISET:

1) B ciyyae cMepTH MalMeHTa JBa MIULIMOHA pyOJiel Ha KaXKJ0ro MalleHTa, y4acTBOBABILETO B
KJIMHUYECKOM HCCIIE0OBAaHUY JIEKAPCTBEHHOTO Mperapara;

2) npH yXyALIEHUHU 3J0POBbS MallMEHTA!

a) MOBJICKIIEM 3a COOOW YCTaHOBICHHE WHBAIUIHOCTU | TpyMIbl, OMMH MUJUIMOH MSATHCOT THICSY
pyOrieil Ha KaXIOro NAalMeHTa, YYacTBOBABIIETO B KIMHUYECKOM HCCJIEIOBAaHUU JIEKAPCTBEHHOIO
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npenapara;

0) moByiekIIeM 3a cOOOW YyCTaHOBIIEHHME HHBaTUAHOCTH Il Tpynmbl, OIMH MWIIHOH pyOieil Ha
KQKJIOTO NAIlMEHTa, y4aCTBOBABIIETO B KJIIMHUYECKOM HCCIEA0BAHUH JIEKAPCTBEHHOTO IIpenapara;

B) TOBJEKIIEM 3a co0oi ycraHOBIeHHE WHBaMUAHOCTH Il rpymmbl, maTecoT ThICSY pyOsielt Ha
KQ)KJIOTO NAIlMEHTa, y4aCTBOBABIIIETO B KIIMHUYECKOM HCCIIEA0BAHUH JIEKAPCTBEHHOT'O IIpenapara;

I') HE MOBJEKIIeM 3a CO00H yCTAaHOBIICHUS WHBATUIHOCTH, HE OoJiee 4YeM TpUCTa ThICSY pyOied Ha
KQ)KJIOTO NALMEHTa, y4aCTBOBABIIIETO B KJIMHUYECKOM HCCIIEA0BAHUM JIEKAPCTBEHHOT'O Iperapara.

6. Pazmep cTpaxoBBIX BBIIUIAT MOXKET OBITH YBEITMYEH HA OCHOBAHUU PEIICHUS CY/a.

7. Cpok AoroBopa 00s3aTEILHOTO CTPaxOBaHHUsS HE MOXET OBITh MEHEe, YeM CpPOK IMPOBEICHUS
KJIMHUYECKOI'0 UCCIIE0BaHUs JIEKapCTBEHHOIO IIpenapara.

8. VYcinoBusi 1oroBopa 00S3aTENBHOTO CTPAaXOBaHHMsS, B TOM YHCIE CTPaxoBble Tapudbl IO
00s3aTeNIbHOMY CTPaxXxOBaHUIO, IMEpeueHb HEOOXOAMMBIX JIOKYMEHTOB JJISi OCYIIECTBIIEHUS CTPaxoBOil
BBIIJIATHI, TOPSJIOK YCTAHOBJICHHUS CTPAxXOBAaTEJEM WHAMBHIYaTbHOTO HICHTU(UKAIMOHHOTO KOJa
NalUeHTa, MOPsSA0K MHPOPMHUPOBAHUS CTPaXOBaTEIEM CTPAXOBIIUMKA O MPUBJICUEHHBIX K KIMHUYECKOMY
MCCJIEJOBAHMIO JIEKAPCTBEHHOIO Mpernapara il MEJUIMHCKOrO IPUMEHEHUS NallMeHTax, MOPSI0K YILIATh
CTPaxoBOM MPEMUH, MOPSAOK peaiu3aluu ONPEAEICHHbIX HacTOSAIMM DeepanbHbIM 3aKOHOM U IPYTrUMU
(denepanbHbIMU 3aKOHAMHM IpaB M O00SI3aHHOCTEH CTOPOH IO JOrOBOPY O053aTeNbHOIO CTPaxOBAHUS
YCTaHABIMBAIOTCA TUTIOBBIMU MIPAaBUIIAMU 0053aTETFHOTO CTPaXOBAHUSI.

9. B cinyuyae npuyMHEHMs BpeJa JKU3HM MAlMEHTa, Y4aCTBOBABILIErO B KIMHUYECKOM HCCIIEI0OBAaHUU
JICKapCTBEHHOT'0 TMpernapara, BBIFOJONPUOOPETATENsIMU 1O JIOTOBOPY O0OSI3aTENILHOTO  CTPaXxOBaHUs
ABIIAIOTCA TpaxkJaHe, MMEIOIIME IPaBO HAa BO3MELIEHME Bpela B Clydyae CMEpPTH KOpMWIbLIA B
COOTBETCTBUU C I'PAKIAHCKUM 3aKOHOJATEIbCTBOM, PU OTCYTCTBUU TAaKHX T'PAXAAaH - POAUTEINHN, CYIPYT,
JE€TH YMEPILIEro NanueHTa, y4acCTBOBABLIET0 B KIIMHUYECKOM HCCIIEI0BAaHUH JIEKAPCTBEHHOTO Npernapara, B
Clly4yae CMEpPTHU MalMEHTa, YYaCTBOBABILETO B KIMHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTrO Ipernapara u
HE HMMEBIIETO0 CAMOCTOSITEIBHOIO J0XOJAd, - Ipa)KJAaHe, Ha WXJIWBEHUM KOTOPbIX OH HAaXOAWJICS, B
OTHOIIEHUH BO3MELICHHsS] pAcXoJ0B Ha MorpebeHrWe NaIMeHTa, Y4YacTBOBABIIETO B KIMHHUYECKOM
UCCJIEJOBAaHUM JIEKAPCTBEHHOI'O IIPETapara, - JIMLO, IOHECIIEE TAKUE PACXOIbI.

10. CrpaxoBast BblIUIaTa B CYET BO3MEIICHMS BpeAa, NPUYMHEHHOIO JKWU3HU NAIUEHTA,
Yy4acTBOBABUIETO B KJIMHUYECKOM HCCJIEIOBAaHUHU JIEKApPCTBEHHOTO Iperapara, paclpeaensercss Mexay
BBITOJIONIPHOOpETATENSIMA TPOIOPLUOHATIBHO UX KOJTMYECTBY B PaBHBIX JIOJIAX.

11. IIpu HacTymIeHUM CTPAXOBOrO Ciy4das MAlMeHT, y4aCTBOBABIIHMI B KIMHUYECKOM HCCIEAOBAHUM
JIEKapCTBEHHOTO Ipernapara, BhIro0npruoOpeTaTesb BIpaBe NMPeIbsiBUTh HEMOCPEICTBEHHO CTPAXOBLIUKY
TpeOOBaHUE O BO3MEIEHUH IPUUMHEHHOTO Bpeaa. CTpaxoBast BbIIIaTa OCYIIECTBIISIETCS CTPAXOBLUIMKOM B
TEUYEeHUe TPUALATU THEeH cOo JHS MpeCTaBIeHUS HEOOXOIUMBIX JOKYMEHTOB. IlanneHT, yqacTBoBaBIINi B
KJIMHUYECKOM HCCJIEeI0BaHUH JIEKApCTBEHHOrO Mpernapara, Wik BeIrojionpuodperarens 00g3aH COOOLIUTh
CTPaxXOBIIMKY JJIsl OCYLIECTBICHMS CTPAaXOBOHM BBIIIAThl WHAWBUIYAJIbHBIH WACHTU(MUKALMOHHBIA KOJ
NalUeHTa, YCTAaHOBJIEHHBIH CTpaxoOBaTeleM B COOTBETCTBHUM C THUIIOBBIMM IPaBUJIAMHU 005S3aTEIbHOTO
CTPaxOBaHMSI.

12. Jlo mosHOro ompeneiaeHus pa3Mepa MOJJIEKAIIero BO3MEIICHHUIO Bpeda CTPAXOBIIMK IO
3asIBJICHUIO MAlMEHTA, YYaCTBOBABILEIO B KIMHUUYECKOM HMCCIEIOBAHUU JIEKAPCTBEHHOIO Ipenapara, Win
3asIBJICHUIO BBIFOJIONPUOOpETaTeNsl BIIpaBe OCYIIECTBUTh YacTh CTPaXOBOM BBIIJIATHI, COOTBETCTBYIOILYIO
(akTHUECKH ONpeeeHHON YacTh NPUYMHEHHOTO Bpea.

13. CtpaxoBas BbIIUIaTa B COOTBETCTBUHU C JOTOBOPOM 00S3aTEIBHOIO CTPAXOBAHUS OCYILIECTBIISETCS
HE3aBHCHMO OT BBIIIAT, IPUYUTAIOLIMXCS 110 IPYTUM BHIaM CTPaxOBaHMUSL.

14. He nomyckaercs ydacTue TallMEHTa B MPOBEICHHH KIMHUYECKOTO  HCCIETOBAHUS
JIEKapCTBEHHOTO Mperapara Ipu OTCYTCTBUH JJOTOBOPA 0053aTEILHOTO CTPAXOBaHMUS.

15. KoHTposib 3a UCHOTHEHHEM OpraHU3aluel, MMOJYYMBIICH pa3pelIeHUE Ha OPraHU3aILMI0
IIPOBEJEHUS KIMHUYECKOIO HUCCIIEI0BaHUs JIEKapCTBEHHOIO IIpenapaTa Al MEJUIMHCKOTO IPUMEHEHUS,
YCTaHOBJIEHHOW HACTOSIIEW cTaTbel OOS3aHHOCTH IO 005A3aTE€IbHOMY CTPaxXOBAaHHUIO >KU3HH, 30POBBS
NalMeHTa, y4acTBYIOIEro (y4acTBOBABIIEr0) B KIIMHUYECKOM HCCIIEI0BAaHUH JIEKAPCTBEHHOTO Tpernapara,
OCYIIIECTBIISIETCSI YIOJHOMOYEHHBIM (efepalbHbIM OpraHOM HCIOJIHUTEIBHONW BIIACTH, BBIJABLIINM
paspelieHne Ha IPOBEACHNE KIIMHUYECKUX UCCIIEI0BAaHUH JIEKAPCTBEHHBIX IPENapaToB 11 MEIUIIMHCKOTO
IIPUMEHEHUS.

I'imasa 8. IPOU3BOACTBO U MAPKHPOBKA JIEKAPCTBEHHbBIX CPEJACTB
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Crarbs 45. IIpon3BoACTBO JIEKaPCTBEHHBIX CPEICTB

1. Ilpon3BOJACTBO JIEKAPCTBEHHBIX CPEACTB JOJDKHO COOTBETCTBOBATH IpaBUaM OpraHU3alluu
IPOU3BOJCTBA M KOHTPOJIA KAauyecTBa JIEKAPCTBEHHBIX CPEACTB, YTBEP)KACHHBIM YIIOJIHOMOYEHHBIM
¢denepaabHBIM OpPraHOM HCIIOJHUTEIBHON BiacTd. OCOOCHHOCTH MEpexoja MPOU3BOICTBA OTHIEIBHBIX
JIEKapPCTBEHHBIX CPEJCTB K UX IPOU3BOACTBY B COOTBETCTBUU C IPAaBUIAMM OPraHHU3aLMM IIPOU3BOACTBA U
KOHTpOJIA KayecTBa JIEKapCTBEHHBIX CpEICTB ycraHaBiuBaroTca IIpaBurensctBom  Poccuiickoit
denepanuu.

(B pen. PepepanbHbIx 3aKk0HOB OT 25.06.2012 N 93-D3, ot 22.10.2014 N 313-D3)

2. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB Ha Teppuropun Poccuiickoit denepanuu ocyiecTBIsSETCs
IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX CPEACTB, MMEIOIIMMH JIMLIEH3UI0 Ha IPOU3BOACTBO JIEKAPCTBEHHBIX
cpencts. [loaTBepxaeHne COOTBETCTBUS JIMLIEH3UATa IIPABUJIaM OpraHU3alMU IMPOU3BOACTBA U KOHTPOJISL
Ka4yeCTBa JIEKAPCTBEHHBIX CPEJCTB OCYILECTBIISIETCS B PAMKAX JIMLIEH3MOHHOIO KOHTPOJIS B COOTBETCTBUHU C
3aKoHOIaTeNbCTBOM Poccuiickoit dexepanuu ¢ yueToM 0COOSHHOCTEH, YKa3aHHBIX B 4acTh | HacTosIei
CTaTbH.

(B pea. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYLIECTBISETCA C COOMIOJACHHEM TpeOOoBaHUil
IPOMBIIIIEHHOTO PErJIaMEHTa, KOTOPBIM yTBEPKAAETCs PYKOBOJIUTENIEM IPOU3BOJIUTEINS JIEKAPCTBEHHBIX
CpeACTB M BKJIIOYaeT B ce0s IepeyeHb UCMOIb3yeMbIX (hapMaleBTHUECKUX CyOCTaHUUH U
BCIIOMOTATENBbHBIX BEIIECTB C yKa3aHMEM KOJHMYECTBA KaXJOTO W3 HHUX, JAHHBIE 00 MCIIOJIB3YyeMOM
000pyJJOBaHUH, ONUCAHME TEXHOJIOIMYECKOIO TIIpollecca M METOJOB KOHTPOJIsI Ha BCeX JTamax
IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB.

4. Tlpun mpou3BOACTBE JIEKAPCTBEHHBIX CPEJCTB HCIOJIB3YIOTCS (apMaleBTUYeCKHe CyOCTaHLUHU,
BKJIIOUEHHBIE B TOCYJIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB.

5. 3amperaercs NpoOU3BOACTBO:

1) nexapCTBEHHBIX CPEACTB, HE BKJIIOUYEHHBIX B FOCYAAPCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPENCTB,
3a UCKJIIOYEHHUEM JIEKApPCTBEHHBIX CPEACTB, IPOU3BOAUMBIX Ul IPOBEACHUS KIMHUYECKUX MCCIEN0BaHUN
U /17151 DKCIIOPTA;

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) nekapCTBEHHBIX CPEJCTB O€3 JIMLEH3UN Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEACTB C HApYLIEHWEM IIPaBUJ OPraHM3aLUU IPOM3BOJICTBA U KOHTPOJISA
KayecTBa JIEKAPCTBEHHBIX CPECTB.

6. Ilpu BBOIE JIEKapCTBEHHBIX CPEACTB B TPaXKIAHCKUA 0O0OpPOT YIOJHOMOUYEHHOE JIHLO
IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB OCYLIECTBISET MOATBEPKICHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeACTB TpeOOBaHUSAM, YCTAHOBJICHHBIM IPH UX TOCYJapCTBEHHON pErucTpaiyu, ¥ TapaHTUPYET, UTO
JIEKapCTBEHHBIE CPE/ICTBA IPOM3BENEHBl B COOTBETCTBUU C IIpaBWJIaMU IPOU3BOJCTBA U KOHTPOJIA
KaueCcTBa JIEKAPCTBEHHBIX CPEICTB.

7. YTONHOMOYEHHBIM JIMIIOM MPOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB SBISIETCS €ro pabOTHUK,
aTTeCTOBAHHBIH B YCTAHOBJICHHOM YIOJHOMOYEHHBIM (ellepalbHbIM OpPraHOM HCIOJHUTEIBHOW BIAcTH
MOPSJIKE U UMEIOUINI cTax pabOThl HE MEHEe YeM ISATh JIET B 00JIaCTH MPOU3BOJCTBA U (MJIH) KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CPEJICTB, BhICIIEE 0Opa30BaHNE COOTBETCTBEHHO 110 OJHOM M3 CIIEUATbHOCTEH 1
(W) OgHOMY W3 HANpaBIEHWUW TMOJATOTOBKH: OMOJIOTHS, OMOTEXHOJIOTHS, BETEpPHHAPHSI, KIWHUYECKAsS
MeIUIMHA, paJualUOHHas, XMMUYecKas M Ouonoruyeckas 3ammura, ¢apmanus, (yHIaMeHTalbHas
MEAMIIMHA, XUMUYECKasi TEXHOJIOTHSI, XUMHSL.

(vactp 7 B pen. @enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)

8. [IpousBoauTeNn JE€KapCTBEHHBIX CPEICTB MOTYT OCYIIECTBISATH MPOJAXKy JIEKApCTBEHHBIX CPENICTB
WM [IepelaBaTh UX B YCTAHOBJIEHHOM 3aKOHOAATENLCTBOM Poccuiickoit denepanuu nopsake:

1) ApyruM mpoOM3BOIUTENSM JIEKApPCTBEHHBIX CPEJICTB AJIsl IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;

2) opraHu3amysM ONTOBOW TOPTOBIIU JIEKAPCTBEHHBIMHU CPE/ICTBAMH;

3) anTeyHbIM OpraHU3alUsM, BETEPUHAPHBIM alTEYHBIM OpraHu3alusIM, HWHIUBUAYAIbHBIM
OpeANPUHUMATENSM, UMEIOIIUM JIMIEH3UI0 Ha (DapMaleBTHUECKYIO AEATENbHOCTh WM JIMLEH3UIO Ha
MEAMIHMHCKYIO JESATCIBHOCTD;

4) Hay4YHO-HCCIIEI0BATEIbCKUM OPTaHU3AIMAM [Tl HAyYHO-HCCIIEeI0BATEIbCKON pabOThI;

5) MEOUIIMHCKUM OpPraHU3alMsIM U BETEPUHAPHBIM OpraHU3aIHsIM;
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6) opraHuzaiusaM, OCyIIECTBISIOMNUM pa3BeeHHE, BhIpallIBaHNE U COJIEP)KaHNUE KUBOTHBIX.
Cratpa 46. MapkupoBKa JEKapCTBEHHBIX CPEACTB

1. JlexapcTBeHHBIE IIpenapaTrhbl, 3a HCKIIOYCHUEM JIEKaPCTBEHHBIX IIPENapaToB, HU3TOTOBIECHHBIX
ANTEYHbIMM  OpPraHU3alUsIMU, BETEPUHAPHBIMM aNTEYHBIMU OPraHU3alUsSMH, WHIUBUAYAIbHBIMU
HpeANPUHUMATENAMU, UMEIOIIUMU JIMIEH3HMIO Ha (papMalleBTUYECKYIO eATeIbHOCTh, TOJKHBI ITOCTYNATh
B oOpallieHue, eciu:

1) Ha w©X NEepBUYHON YNAKOBKE (33 MWCKIIOYEHHEM MEpBUYHOM YNAKOBKU JIEKAPCTBEHHBIX
pPACTUTENBHBIX IPENapaToB) XOPOILIO YUTAEMbIM IIPU(PTOM Ha PYCCKOM S3bIKE YKa3aHbl HaMMEHOBaHME
JIEKapCTBEHHOI'0 Ipernapara (MeXIyHapOoJHOE HENAaTEHTOBAHHOE, WIM XHUMHUYECKOE, WM TOProBOE
HalMEHOBAaHUE), HOMEP CEpPUH, JaTa BbITYCKa (11 MMMYHOOMOJIOTHYECKUX JIEKApPCTBEHHBIX MIPENapaToB),
CPOK TOAHOCTH, JO3MPOBKA WM KOHIICGHTpAlUs, OO0bEM, aKTHBHOCTh B EIWHUIAX JCHCTBUS WIH
KOJIMYECTBO J03;

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

2) Ha UX BTOPUYHOH (IOTPEOUTENBCKOM) YIAKOBKE XOPOILIO YHTAEMbIM IIPU(PTOM Ha PYCCKOM S3bIKE
yKa3aHbl HaMMEHOBAaHHE JIEKapCTBEHHOIO Ipemnapara (MeXAYHapoJAHOE HEMAaTEHTOBAaHHOE WJIU
XMMHUYECKOE U TOProBOo€ HAaMMEHOBAHMs), HAMMEHOBAaHUE IPOM3BOJAUTENS JIEKAPCTBEHHOI'O Ipernapara,
HOMEp CepuHu, Jara BblIycka (IS MUMMYHOOMOJIOTMUECKHX JIEKAPCTBEHHBIX IIpErapaTroB), HOMEp
PETUCTPALIMOHHOIO yI0OCTOBEPEHHMSI, CPOK T'OJTHOCTH, CIIOCO0 NPUMEHEHHs, JO3UPOBKA UM KOHLIEHTpALHs,
00bEeM, aKTUBHOCTh B €IMHMIAX JIEHCTBHA JTMOO KOJMYECTBO 103 B YIIAKOBKE, JIEKapCTBEHHas (opma,
YCIIOBUS OTIIYCKA, YCIIOBHS XPAHEHUs, IPEAYIIPEAUTEIbHBIC HAAIIUCH.

(B pen. ®enepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

2. ®apmarieBTUYECKHE CYOCTaHIMU JOJDKHBI MOCTYNaTh B OOpalleHHe, €CIU Ha MX IEepBUYHOM
YIIaKOBKE XOPOIIO YUTAEMBbIM HIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (hapMaIleBTHUECKOU
cyOcTaHIuM (MEXIyHAapOJAHOE HENAaTEeHTOBAHHOE WJIM XHMHMYECKO€ U TOProBOo€ HaWMEHOBAHUs),
HaNMEHOBAHME TPOM3BOAMTENS (papMaleBTUUECKO CyOCTaHIIMM, HOMEP CEepUM M JaTa W3TOTOBJIICHHS,
KOJIMYECTBO B YIIAKOBKE M €IMHULIBI U3MEPEHUS KOJIMUECTBA, CPOK F'OTHOCTH U YCIOBHS XPaHEHHUS.

3. JlekapcTBEeHHBIE CPEJCTBA B KAUECTBE CHIBOPOTOK JOJKHBI MOCTYIATh B OOpalleHue ¢ yKa3aHUEM
KUBOTHOT'O, U3 KPOBH, IUIa3Mbl KDOBH, OPTaHOB U TKAHEH KOTOPOTO OHM IOJIY4EHBI.

4. Ha BTOpHUYHYIO (IOTPEOUTEIHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJYyYEHHBIX U3 KPOBH,
TTa3Mbl KPOBU, OPTaHOB M TKaHEH 4YeloBeKa, JOHKHA HAHOCUThCS HaAmuch: "AnTtutena k BUY-1, BUU-2,
K BUpycy renatuta C ¥ MOBEpXHOCTHBIN aHTUTeH BUpyca renaruta B orcyTcTByror".

5. Ha nepBUYHYIO YIaKOBKY U BTOPUUYHYIO (TOTPEOUTENBCKYI0) YIAKOBKY pajanodapMaleBTUIeCKIX
JIEKapCTBEHHBIX CPEJICTB JOHKEH HAHOCUTHCS 3HAK PaJMAllMOHHON OMACHOCTH.

6. Ha BTOpHuHy0 (MOTpEeOMTENbCKYIO) YMAKOBKY FOMEOMATHYECKUX JICKApPCTBEHHBIX IpenapaToB
JOJKHA HAHOCUTHCS HaaNuCh: ""T"'oMeonarnueckuii”.

7. Ha BropuyHyro (NMOTpEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX PACTHTENbHBIX MpPEnapaToB
JIOJI’KHA HAaHOCUTbCS Haanuch: "[Ipoaykius npoiia paauallMOHHbIN KOHTPOIb'.

8. Ha mepBHYHYIO YNAaKOBKY M BTOPUYHYIO (TOTPEOMUTENbCKYIO) YHAKOBKY JIEKapCTBEHHBIX
MpEenaparoB, MPeAHA3HAYEHHBIX ISl KIMHUYECKUX HCCIENOBAaHMM, JOJDKHA HAHOCHUTHCS Haamuch: "[lns
KJIMHUYECKHUX HUCCIeAoBaHum".

9. VYmnakoBka JEKapCTBEHHBIX CpEACTB, NPEJHA3HAUCHHBIX HCKIIOYUTEIBHO JJIs SKCIOpTa,
MapKHUpPYeTCsl B COOTBETCTBUU C TPEOOBAHUSIMH CTPAaHBI-UMIIOPTEPA.

10. Ha TpaHcnopTHyIO Tapy, KOTOpas He MpeHa3HaueHa /Ui MOTpeOuTeNel U B KOTOPYIO MTOMEIIEHO
JIEKapCTBEHHOE CPEJICTBO, JOJDKHA HAHOCUTHCS MH(POpPMALUsS O HAaUMEHOBAaHHMM, CEpUU JIEKAPCTBEHHOTO
CPEICTBa, JaTe BBIMYCKA, KOJIMYECTBE BTOPUYHBIX (MOTPEOMTENHCKUX) YHAKOBOK JIEKAPCTBEHHOTO
CPEJCTBA, NMPOU3BOAUTENE JIEKAPCTBEHHOIO CPEJICTBA C YKa3aHHMEM HAaMMEHOBAHMSI M MECTOHAXOXKICHMS
IIPOU3BOJUTENS JIEKAPCTBEHHOTO CpeicTBa (aapec, B TOM 4YHCIE CTpaHa U (WJIM) MECTO IMPOU3BOJICTBA
JIEKapCTBEHHOTO CPEJICTBA), a TAKXKE O CPOKE TOJHOCTU JIEKAPCTBEHHOTO CPEJACTBa U 00 YCJIOBHUSAX €ro
XpaHEHUs U MepeBO3KH, HEOOXOIUMbIE TPEIYNIPEAUTENbHbIE HAAMUCH U MAaHUIYJISITOPHBIE 3HAKH.

11. Ha nepBHYHYIO YIaKOBKY M BTOPUYHYIO (TOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJICTB
JUIS BETEPUHAPHOTO MPUMEHEHUS 10JKHA HAHOCUTHCSA HAAMKUCK: " JIJIs1 BETepUHAPHOTO TPUMEHEHUS" .

12. Ha BropuuHyio (MOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHOTO Ipernapara HaHOCUTCS
HITPUXOBOM KOJI.
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I'maBa 9. BBO3 JIEKAPCTBEHHbBIX CPE/ICTB
B POCCUMCKYIO ®EJIEPAIIVIO U BHIBO3 JIEKAPCTBEHHBIX CPE/ICTB
N3 POCCUMICKOU ®EJEPAIINN
(B pen. ®enepanproro 3akoHa ot 06.12.2011 N 409-D3)

Cratpa 47. Ilopsimoxk BBO3a JIEKAapCTBEHHBIX CpeAcTB B Poccuiickyro @Penepanuio U BbIBO3a
JIEKapCTBEHHBIX cpeacTB U3 Poccuiickoin denepannun
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1. BBo3 nekapcTBeHHBIX cpeAcTB B Poccuiickyto @enepalnuio OCYLIECTBISIETCS B IOPAJKE,
ycraHoBieHHOM IIpaButensctBoMm  Poccmiickoii  ®epepanuu, B COOTBETCTBUM C  TAMOXCHHBIM
3aKOHOJATENbCTBOM TamokeHHoro coros3a B pamkax EBpA3DC (manee - TaMoKeHHBIM COr03) U (MIIM)
3aKOHOJaTeIbCTBOM Poccuiickoit denepanuv 0 TaAMOKEHHOM JIeTie.

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

2. BBo3umbie B Poccuiickyro @enepanuio jJeKapCTBEHHbIE CPEACTBA JOJDKHBI ObITh BKJIIOYEHBI B
roCy/1apCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPE/CTB.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. Jomyckaetcs BBO3 B Poccuiickyro denepaiinio KOHKPETHON NapTUU 3aperuCTpUPOBAHHBIX U (UJIN)
HE3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NPEJHA3HAYCHHBIX MJI IPOBEACHUA KIMHUYECKUX
UCCJIEJOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB, NPOBEICHUS SKCIIEPTU3bl JEKAPCTBEHHBIX CPEJICTB IS
OCYILIECTBIICHUSI TOCYNApPCTBEHHOM PETUCTPAllMK JIEKApCTBEHHBIX IIPENaparoB WM [  OKa3aHWUs
MEAMIMHCKONW MOMOIIM O KU3HEHHBIM [OKa3aHUAM KOHKPETHOI'O MAl[MeHTa HAa OCHOBAaHUM pa3pelleHus,
BBIJJAHHOTO YIOJHOMOYEHHBIM (he/iepalibHbIM OpPraHOM HCIOJHUTENIBHONW BJIACTH 10 3asBJICHUSAM JIMIL,
YKa3aHHBIX B cTaTtbe 48 Hacrosero deaepanbHOro 3akoHa. PaccMoTpenue Takoro 3asBjl€HUS] U IPUHATHE
pelieHuss O Bblade pa3pelleHUs] Ha BBO3 KOHKPETHOM MAapTHM 3aperucTPUpPOBAHHBIX U (WIIN)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NPEJHA3HAUEHHBIX JJISl TNPOBEACHUSA KIMHUYECKUX
WCCIIEJIOBAHUM JIEKaPCTBEHHBIX IIPENapaToB, IPOBEACHMS OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB IS
OCYIIECTBJIEHUS! TOCYAApCTBEHHON pErucTpaluy JIEKapCTBEHHBIX MpEnapaToB WIM JJii OKa3aHUs
MEIUIUHCKON MOMOIIM MO JKU3HEHHBIM IOKa3aHUAM KOHKPETHOIO MalueHTa Ju0o o0 oTKa3e B Bblgaue
YKa3aHHOTO pa3peleHus] IPOU3BOIATCS B CPOK, HE MPEBBIIAIONINK MsATH pabounx nHel. [lnara 3a Beigauy
YKa3aHHOTO pa3pelIeHHs HE B3UMAETCH.

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyto @enepanyio MOKHO BBO3UTh JIEKAPCTBEHHBIE CPEICTBA, KAaueCTBO KOTOPBIX
MOJTBEPKJIEHO CEPTU(UKATOM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB, YIOCTOBEPSIOLUIMM COOTBETCTBUE
BBO3UMBIX JIEKAPCTBEHHBIX CPEJCTB TPeOOBaHUAM (hapMaKONEHHBIX cTaTel JIMOo B cilydyae UX OTCYTCTBUS
HOPMAaTUBHOM TOKyMEHTAlUU WJIM HOPMATUBHOTO JOKYMEHTA.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

5. 3anpemiaercsa BBo3 B Poccuiickyro denepannio panbcuuiunpoBaHHbIX JIEKAPCTBEHHBIX CPECTB,
HEe1I00pPOKaYeCTBEHHBIX JICKAPCTBEHHBIX CPECTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. @DanbCcUPUIMPOBAHHBIE JIEKAPCTBEHHBIE CPEICTBA, HEAOOPOKAUECTBEHHBIE JIEKApCTBEHHbIE
CPEICTBA MOJJIEKAT U3BITHUIO U MOCIEIYIONIEMY YHUUTOKEHUIO WIN BbIBO3Y U3 Poccuiickoit dexnepanuu,
KOHTpa(aKkTHbIE JIEKAPCTBEHHbIE CPEJCTBA - M3BATUIO M IMOCIEAYIOIIEMY YHUYTOXKEHUIO. YHUUTOXKEHHE
win  BbIBO3 U3 Poccuiickoit ®enepauun  panbCcuUUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HEeI0OPOKAYEeCTBEHHBIX ~ JIGKAPCTBEHHBIX  CPEICTB,  KOHTPAa()aKTHBIX  JICKAPCTBEHHBIX  CPENCTB
OCYIIECTBIISIETCS 3a CYeT JMIa, OCYIIECTBUBIIEro HUX BBO3. [lOpAIOK YHHUYTOXKEHUS H3BATHIX
¢banbCcuUIMPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB, HEIOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPeACTB ycTaHaBnuBaercs [IpaBurensctBom Poccuiickoit denepannu.

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

7. Jluma, ocymectBasionie BBo3 B Poccuiickyro  ®enepaunio  panbCUPUIIMPOBAHHBIX
JCKapCTBEHHBIX  CPEACTB,  HENOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB,  KOHTpa(aKTHBIX
JICKapCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBHU C TaMOKEHHBIM 3aKOHOJATEIIBCTBOM
TamokeHHOT0 cor03a U (HJIM) 3aKOHOIaTeNbCTBOM Poccuiickoit deaepanin 0 TaMOKEHHOM JIETIE.

(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)
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8. BpIBO3 nekapcTBeHHBIX cpencTB u3 Poccuiickoit denepanuu OCyIIECTBISETCS 0€3 MPUMEHEHUs
OTpAaHMYECHUM, YCTAHOBJEHHBIX TAMOXEHHBIM 3aKOHOAATEIILCTBOM TaMOXEHHOTO coro3a U (WJIM)
3aKOHOJATeNbCTBOM Poccuiickoit denepanmu O TOCYIapCTBEHHOM pPEryJIUPOBAHUU BHEIIHETOPTOBOM
JIesATeIbHOCTH. BBIBO3 JIEKapCTBEHHBIX IMPENnapaToB JUisi MEIUIMHCKOTO NMPUMEHEHHUs], TPeIHa3HAYCHHBIX
JUISl TYMAHUTApHOW MOMOIIM (COACHCTBHUSA) MJIM TIOMOIIU TIPH YPE3BBIYAHBIX CUTYyalHsaX, U3 Poccuiickoi
®denepanyy OCYIIECTBISIETCS B IOPsIKE, ycTaHOBIEHHOM lIpaBurtensctBom Poccuiickon @enepanuu.

(B pen. Pepepanbubix 3akoHOB OT 06.12.2011 N 409-D3, ot 25.11.2013 N 317-D3)

Cratpa 48. IOpuaunyeckue auia, KOTOPbIM pa3pellieH BBO3 JIEKAPCTBEHHBIX CpeacTB B Poccuiickyro
denepanuio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHbIE cpencTBa B Poccuiickyro denepanuo MOryT BBO3UTH:
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) mpon3BOANTENH JIEKAPCTBEHHBIX CPEJICTB IS 1IeTiei COOCTBEHHOTO POM3BOJICTBA JIEKAPCTBEHHBIX
CPEACTB;

2) WHOCTpaHHBIE pa3padOTUYMKH JIEKAPCTBEHHBIX CPEACTB W HWHOCTPAHHBIC MPOU3BOAUTEIN
JIEKapCTBEHHBIX CPEACTB WIM APYrue IOpUANYECKHEe JIHMLA M0 HOPYYEHUIO pa3paboTuuKa JIEKapCTBEHHOTO
CpeAcTBa Ui TPOBEICHHUS KIMHUYECKUX HCCICIOBAHUN JIEKApCTBEHHOTO IpenapaTa, OCYIIECTBICHUS
roCyJapCTBEHHOHN perucTpanuu JeKapCTBEHHOI0 Ipernapara, BKIIUeHUs (papMaleBTHUECKONH cyOcTaHIUN
B TOCY/IapCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEACTB, KOHTPOJS KadecTBA JICKAPCTBEHHBIX CPEICTB MpPHU
HAJIMYUM Ppa3pellieHus YIOJHOMOUYEHHOIo (elepalbHOro OpraHa MCIOJHUTEIbHOM BIACTH Ha BBO3
KOHKPETHOW MapTHH JIEKAPCTBEHHBIX CPEJICTB;

3) opranu3anuy oNToOBON TOPrOBIIH JIEKAPCTBEHHBIMH CPEICTBAMU;

4)  HayuyHO-HCCJENOBATEIbCKUE  OpraHu3aluu, oOpa3oBaTelIbHbIE  OpraHU3allMd  BBICLIETO
0o0pa3oBaHusl, IPOU3BOAUTENN JIEKAPCTBEHHBIX CPEICTB Ul Pa3pabOTKH, MCCIENOBAaHUN, KOHTpPOJIS
0€30MacHOCTH, KadecTBa, J(P(PEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB TP HAJMYUU  Pa3perIeHus
YIIOJIHOMOYEHHOT0 (heZiepalibHOro OpraHa UCIOJIHUTENbHON BIIACTH;

(B pea. @enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MeIUIMHCKHME OpraHu3allly, UHbIE YKa3aHHbIE B MyHKTax | - 4 HacTOALIEH CTaTbU OpraHU3aALUH
JUTS OKa3aHHUS MEIUITMHCKON TTOMOIIH O )KM3HEHHBIM TTOKa3aHUSIM KOHKPETHOTO MAIMeHTa NMPH HATWIHH
paspelieHusl YIOJIHOMOUYEHHOIO (e/lepalbHOro OpraHa HCIOJHUTENBHONW BJIACTH HAa BBO3 KOHKPETHOU
MapTUH JIEKAPCTBEHHOTO Mperapara, BBIAAHHOTO B YCTAaHOBJICHHOM TIOPSIKE B (OPME IIEKTPOHHOTO
JIOKYMEHTA, MOANNCAaHHOTO YCUJICHHON KBAIN(UIIMPOBAHHOM 3I€KTPOHHON MOMUCHIO.

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

Cratbs 49. JloKyMeHTHI, NpEICTaBlII€eMble B TaMOKeHHbIe opranbl Poccuiickoii ®enepanuu npu
BBO3€ JIEKapCTBEHHBIX cpeacTB B Poccuiickyro deneparuro
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Tlpm BBO3e JeKapcTBEHHBIX cpeAcTB B Poccuiickyro ®Denepanuro B TAMOXKEHHBIE OpraHbl
Poccuiickoit denepaunn HapsAy ¢ JOKYMEHTaMU, IIPEICTaBICHUE KOTOPBIX MPEAYCMOTPEHO TAMOKEHHBIM
3aKOHO/IATENLCTBOM TaMOXEHHOTO cOr3a W (WIM) 3aKOHOJATeIhCTBOM Poccuiickonr ®denepanuu o
TaMOKEHHOM JIeJIe, IPEJICTABIISIOTCS CIEAYIOIINE JOKYMEHTBL:

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) ceprudukar nHPOU3BOIUTENS JIEKAPCTBEHHOI'O CPENCTBA, YAOCTOBEPSAIONINI COOTBETCTBUE
BBO3MMOI'O JIEKQpPCTBEHHOTO CcpeAcTBa TpeOoBaHUSAM (apMakomneHoll cratbu JuOO B ciydae ee
OTCYTCTBHSI HOPMATUBHON JOKYMEHTAIMM UM HOPMATUBHOIO JOKYMEHTA,

2) paspelieHue YIOJIHOMOYEHHOro (¢eAepalbHOr0 OpraHa MWCIOJHUTEIbHOW BJIACTH Ha BBO3
KOHKPETHOH NIapTUU JIEKAPCTBEHHOI'O CPEACTBA B CIIy4asX, YCTAHOBJIEHHBIX 4acTblo 3 cTaTbu 47
HacTosuero denepanbHOro 3aKoHa.

2. JlokyMeHTBI, yKa3aHHble B INyHKTax | M 2 uyactu | HacTosAlEH CTaTbM, MPEACTABIAIOTCS B
TaMOXEHHBIE opranbl Poccuiickoii denepanuu nmpu MPUOBITUM JIEKAPCTBEHHBIX CpelcTB B Poccuiickyro
denepanuro.

(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)
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Cratess 50. BB03 nekapcTBeHHBIX mpenaparoB B Poccuiickyro @epepanuio g JIUYHOTO
MCIIOJIb30BaHUS U UHBIX HEKOMMEPUYECKHUX LIeJIeH
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. JlekapcTBeHHBIE mpenapaTbl MOryT ObITh BBe3eHbl B Poccuiickyro @Penepanuto 0e3 yuera
TpeOOBaHMH, MPEAYCMOTPEHHBIX YacTsMu | - 4 cratbu 47, ctathamu 48 u 49 HacTosimero deaepaibHOTO
3aKOHA, €CJIM OHM MPEIHA3HAYEHBI JUIA:

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

1) nuuHOrO KCMONBb30BaHUS (PUINUECKUMHU JTUIaMu, TpUObIBIIMMU B Poccuiickyro deneparnuio;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2) UCHONB30BaHUS paOOTHUKAMHM  JUIUIOMAaTHYECKOTO  KOpIlyca WM  TPEACTaBUTEISIMHU
MEKIYHapOAHBIX OpraHu3aluii, akkpeIuToBaHHbIX B Poccuiickoi denepannu;

3) JeyeHHs MACCAXUPOB M UICHOB OHKHUIAXEH TPAaHCIOPTHBIX CPEICTB, IMOE3IHBIX Opuram u
BOJIUTENEH TPAHCIIOPTHBIX CPEACTB, NpUOBIBIINX B Poccuiickyro dexepanmio;

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) neyeHus y4aCTHUKOB MEXIYHApOJHBIX KYJIbTYPHbBIX, CHOPTUBHBIX MEPONPUATUN U YYACTHHUKOB
MEXIYHAPOAHBIX IKCIIECIULINN;

5) neuyeHus KOHKPETHBIX XUBOTHBIX B 300IIapKaX, a TAKKe UBOTHBIX, BBO3UMbIX B Poccuiickyro
denepannio A1 y4acTHsl B CHOPTUBHBIX U 3PEJIUILHBIX MEPOIPUATHSAX.

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. B caywasix, npeaycMOTpPEHHBIX 4acThiOo | HACTOsILIENW CTaThU, TOIYCKaeTcs BBO3 B Poccuiickyro
denepannio JIEKapCTBEHHBIX NIPENapaToB, HE 3aperucTpupoBaHHbIX B Pocculickon denepanuu.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIE IpenapaThl, NpeJHa3HAYEHHbIE JUIsl TYMAHUTAPHOW MOMOIIM (COACHCTBUS) WU
NOMOILIM TpPU YPE3BBIYANHBIX CHUTyalusiX, BBO3sATCA B Poccuiickyto ®enepanuio B MOPSIKE,
yctaHoBieHHoM [IpaButensctBom Poccuiickoit  ®denpepanuu. 3amnpemaercss BBO3 B Poccuiickyio
®denepanvio HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, NPEeIHa3HAUEHHBIX AJI1 TYMaHUTApHOMN
MOMOIIH (CONENCTBUS) WM TIOMOIIIM TP YPE3BbIYANHBIX CUTYaIIHX.

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

Cratpst 51. CoTpyaHuuecTBO (eepaabHOro opraHa MCIOJHUTEIbHON BIACTH, YITOJIHOMOYEHHOIO B
00JacTl TaMOKEHHOTO JieJa, U APYTUX YIOJTHOMOYEHHBIX (pe/iepaibHbIX OPraHOB UCIIOJIHUTENBHOMN BIACTH

1. VYnonHoMmoueHHble (enepaibHble OpraHbl HUCHOJHUTENBHOM BJIAcTH NPEJOCTABISIOT B
pacriopsbkeHue  (elepa’ibHOro OpraHa HCIOJHUTENBHOW BJIACTH, YIOJHOMOYEHHOIO B 00JacTu
TaMOKEHHOT'0 JIeJla, TOCYJAapCTBEHHBI pEecTp JEKapCTBEHHBIX CpPEICTB, a Takke HHQPOpPMAIUIO O
BBIIaHHBIX DPAa3pelICHUSX Ha BBO3 KOHKPETHOW NApTUU JIEKAPCTBEHHBIX CpPEICTB B  ClIydasx,
YCTaHOBJICHHBIX YaCThIO 3 cTaThu 47 HacTosero deaepaibHOro 3aKoHa.

2. denepanbHBIA OpraH UCHOJIHUTEIBHONW BIACTH, YIOJTHOMOYEHHBII B 00JIACTH TAMOKEHHOTO Jiena,
uH(pOpMUpYET yKa3aHHble B 4YacTh | HacToOsIIEeH CTaTbU YIOJIHOMOYEHHBbIE (eaepaabHble OpraHbl
UCIIOJIHUTEIIBHOM BJIACTM O BBO3€ JICKAPCTBEHHBIX cpeAcTB B Poccuiickyro denepanuio U BbIBO3E
JIeKapCTBEHHBIX cpelacTB U3 Poccuiickoit denepaunn no GopMe M B MOpsIKE, KOTOPbIE YCTaHOBIIEHBI
IIpaBurensctBoM Poccuiickoit denepanun.

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

I'nmaa 10. DPAPMALIEBTUYECKASA AEATEJIBHOCTD
Crartbs 52. OcymectBienue (papMareBTHIECKON 1eITeTbHOCTH

1. (DapMaHeBTquCKaﬂ ACATCIIBHOCTE OCYIICCTBIIACTCA  OpTraHHU3allUusAMU ONTOBOU TOProBJIN
JICKApCTBCHHBIMU cpcacTBamMu, AlITCYHbIMU OopraHu3alnusiMu, BCTCPUHAPHBIMU AlITCYHbIMU
OpraHu3aIUsIMH, WH/IMBUIYaIbHBIMA peIIPUHIMATESIMH, UMCIOIIUMHU JIMIICH3UIO Ha
q)apMaL[eBTI/I‘ICCKYIO ACATCIBHOCTh, MCIAWIMUHCKUMHU OpraHu3anusMv, HWMCIOINIMMHU JIMIICH3UIO Ha
dbapMareBTUUECKyl0 JACSATENbHOCTh, M HUX O000COOJEHHBIMU TMOApPA3ACICHUIMH (aMOyIaTOPHUSIMU,
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benpamepckumMu U GenpAmepcKo-aKyepCKUMU MyHKTaMu, IEHTpaMu (OTACIICHUsIMHU) 001el BpaueOHOM
(ceMeliHOI) MPaKTUKU), PACTIONOKEHHBIMA B CEIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble  OpraHu3alMd, W  BETEPUHAPHBIMH  OpraHU3alUsIMH, HMEIOIUMHU  JIMIIEH3UIO  Ha
(bapManeBTUYECKYIO IeATEIHHOCTb.

(B pen. ®enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

2. ®usnyecKkue JHIA MOTYT OCYIIECTBISATH (HapMaleBTUYCCKYIO JACSITeIbHOCTh MPH HATUYAN
BBICILIETO WJIM CpefHero (papmareBTHUEeCKOro oOpa3oBaHMs U cepTHU(UKaTa CIEUUAINCTa, BBICIIETO WU
CPEIHEro BETepUHAPHOTO OOpa30BaHUS U CepTH(HKATAa CHEHHUATNCTA, & TAK)KE BBICIIETO MM CPEIHEro
MEAMIIMHCKOTO0 OO0Opa3oBaHMs, cepTUUKAaTa CIEeHUaInucTa M JOMOJHUTENBHOTO MPOPECCHOHAIBHOTIO
o0pa3oBaHMs B YaCTU PO3HUYHOW TOPTOBIIM JIEKAPCTBEHHBIMH IIperapaTaMu IpU YCJIOBHH UX PabOTHI B
000COOJICHHBIX TTO/Ipa3/IeNICHUSIX MEIUIIUHCKUX OpraHU3allui, YKa3aHHBIX B 4aCTH | HACTOSAIICH CTaThU.
(gactb 2 B pen. @eaepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Cratpa 53. Ilponaxa, mepenaya JIEKapCTBEHHBIX CPEICTB OpPraHU3alMsSMH ONTOBOM TOPIOBIM
JIEKApCTBEHHBIMU CPEACTBAMU

Opranuzanuy ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEICTBAMU MOTYT OCYLIECTBIIATH MPOAAKY
JICKapCTBEHHBIX CPEJICTB WU IepelaBaTb MX B YCTAaHOBIEHHOM 3aKOHOJAATENbCTBOM Poccuiickoit
denepauuu NOPSIKeE:

1) npyrum opraHusaiusiM OrnTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPECTBAMU;

2) MPOU3BOIUTENSAM JIEKAPCTBEHHBIX CPEJCTB IS 1IeJIel MTPOU3BOICTBA JICKAPCTBEHHBIX CPECTB;

3) anTeuHbIM OpraHU3alUsIM U BETEPUHAPHBIM allTEYHBIM OpTraHU3aIUsIM;

4) Hay4YHO-HCCIIEIOBATEIBCKUM OPTaHU3AIMAM [T HAYYHO-HCCIIEI0BATEIbCKON pabOThI;

5) UHAMBUAYAJIbHBIM NOpPEANPUHUMATENSIM, HMEIOIIUM JHUIEH3UI0 Ha (apManeBTHUECKYIO
ACATCIIBHOCTD WJIN JIULCH3UIO HA MCAUIUHCKYIO ACATCIbHOCTD,

6) MEIMIIMHCKUM OpraHu3allusM, BETEpUHAPHBIM OPraHU3aIHIM;

7) opranuzanusiM, OCyIIECTBISIOMIUM pa3BeACHUE, BRIPAITUBAHUE U COJCP>KAHUE KUBOTHBIX.

Cratbs 54. IIpaBuna onToBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU

OnroBas TOProBJIA JICKApCTBCHHBIMU cpeacrBaMu OCYIICCTBIIACTCA IMPOU3BOJUTCIISIMU
JICKAPCTBCHHBIX CPCACTB W OpTraHHU3alUusIMU OIITOBOM TOProBJIM JICKAPCTBCHHBIMU CPEACTBAMU I10
nmpasujaiaM, YTBCPXKIACHHBIM COOTBCTCTBYIOIIUMHU  YIIOJHOMOYCHHBIMU q)ellepaJ'IBHBIMI/I opraHamMu
HUCITOJTHUTEILHON BIIACTH.

Cratbs 55. Ilopsiiok poO3HUYHON TOPrOBIIH JIEKAPCTBEHHBIMU IIpenapaTaMu

1. Po3HuYHas TOProBisl JIEKAPCTBEHHBIMU IIperaparaMH B KOJIMYECTBAX, HEOOXOJUMBIX JUIS
BBIMOJIHEHUs] BpadyeOHBIX ((enpAmepckux) Ha3HAUYEHUN WM Ha3HAUYEHUM CIEHUAIMCTOB B 00JIACTH
BETEPUHAPUH,  OCYIIECTBISAETCS  aNTE€YHbIMU  OpPraHU3alMsMM,  BETEPUHApPHBIMU  aNTEYHBIMU
OpraHHu3alUsIMH, WHAUBUAYaIbHBIMU MpepUHUMATEISIMH, UMEIOITIMH JUIECH3UIO0 Ha
(bapMalieBTUYECKYIO0 JESITEeIbHOCTb, MEAWIUHCKUMHM OpPTaHM3aLUSAMH, HWMEIOIIMMHU JIMIEH3UI0 Ha
(dapMalleBTUYECKYIO JAESITENbHOCTb, U HUX O0OCOOJIEHHBIMHM TMOApA3JeNeHUsIMH (aMOyIaTOPUSIMU,
denpamepckuMu 1 (penapaIepcKo-akymepcKUMU MyHKTaMu, EHTpaMy (OTeIEHUsIMH) 00111el BpaueOHON
(ceMelHOI) MPaKTUKK), PACHOJOKEHHBIMU B CEJIbCKUX HACEJIEHHBIX IYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeYyHble  OpraHu3allid, W  BETEPUHAPHBIMM  OPTraHU3alMsIMM, HMEIOLIMMHU  JIMIEH3UI0  Ha
(dapMalleBTUYECKYIO JI€ATEIbHOCTh. PaspemieHa po3HWYHAsT TOProBiIsS TOJIBKO JIEKapCTBEHHBIMU
npenapaTaMi, 3aperucTpupoBaHHbIMH B Poccuiickoii denepanny WM HM3rOTOBIEHHBIMU ANTEYHBIMHU
OpraHMu3alsIMH, BETepUHAPHBIMU alITEUHBIMHU OpPTaHU3alUSIMH, UHIUBUAYATbHBIMU MIPEANPUHUMATEISIMH,
UMEIOIMMHU JIUIEH3UIO Ha (papMalleBTUUYECKYIO 1E€ATEIbHOCTb.

(B pea. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. Buapl anTeyHBIX OpraHu3alMii M IpaBWia OTIYCKa JIEKAapCTBEHHBIX IPENapaTroB s
MEIUIUHCKOTO0 NPUMEHEHUs AaNTEeYHbIMH OpraHU3aldsiMH, WHIUBHIYaJbHBIMH IPEINPUHUMATEISIMH,
UMEIOIMMH JIMLIEH3UIO Ha (apMalleBTUYECKYIO JIEATEILHOCTD, a TAK)KE MPaBUIIa OTITYCKA JICKApCTBEHHBIX
IpenapaToB A1 MEAULUHCKOTO MPUMEHEHNSI MEJUIIMHCKUMHI OPraHU3alUsIMK, UMEIOLIMMH JINLEH3UI0 Ha
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dbapmMareBTUYECKyl0 JACSATENhbHOCTh, M WX O0OCOOJIEHHBIMU TMOAPA3ACIICHUsIMU (aMOyIaTOPHUIMHU,
¢enpamepckuMu U (perapaIepcKo-aKymepcKUMU MyHKTaMu, IEHTpaMu (OTICICHUsIMH) 0011el BpaueOHON
(ceMeliHOI) MPaKTUKH), PACHOJIOKEHHBIMU B CEJIbCKUX HACEJICHHBIX IYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTEeYHbIE OPraHM3ALMUHU, YTBEPKIAIOTCA YHMOJHOMOYEHHBIM (eepanibHbIM OpPraHOM HCIIOJIHUTEILHON
BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. IlpaBuna OTIyCKa HAPKOTUYECKUX CPEICTB M ICHUXOTPOIHBIX BEHIECTB, 3apETUCTPUPOBAHHBIX B
KaueCTBE JIEKAPCTBEHHBIX IIPENApaToOB, JIEKAPCTBEHHBIX IPENAparoB, COAEPXKAIIUX HAPKOTUYECKUE
CpeICTBA M TICUXOTPOIHBIE BEUIECTBA, YTBEPXKIAIOTCS YIOJIHOMOUYEHHBIM (elepalibHbIM OpPraHOM
UCIIOJTHUTENIbHOM BJIACTH IO COIJIACOBaHHWIO C (eAepalbHbIM OpPraHOM HCIOJHUTENIBHON BIACTH,
OCYIIECTBISIONIMM (YHKIIMA TIO BBIPAOOTKE TOCYIapCTBEHHOW TOJUTUKH, HOPMATHBHO-TIPAaBOBOMY
PEryJlMpoBaHUIO, KOHTPOJIO M Haa30py B chepe o00OpoTa HAPKOTUUECKHX CPENCTB, MCUXOTPOIMHBIX
BEIIIECTB M UX MPEKYPCOPOB, a TAKKE B 00JIACTH MPOTHUBOJACHCTBUS MX HE3aKOHHOMY 000pOTY.

4. JlexapcTBeHHbIE TpENapaThl s BETEPUHAPHOTO MPUMEHEHHUS MOAJIEKAT OTILYCKY BETEpUHAPHBIMU
anTEeYHBIMHU OpPTraHU3aUAMHU, BETCPUHAPHBIMU OPTaHU3ALMSIMH, WHAUBUYATbHBIMH MIPETPUHUMATEISIMH,
UMEIOUIMMH JIMIEH3UI0 Ha (papMaleBTUUECKYI0 JeATeNbHOCTh. [IpaBuia oTmycka JeKapCTBEHHBIX
IpenapaToB Ui BETEPUHAPHOTO NMPHUMEHEHHS YTBEPKIAIOTCS YIOTHOMOUYEHHBIM (eiepaaIbHbIM OPraHOM
UCIIOJTHUTENIbHOM BJIaCTH.

5. IlepeyeHb MEOUIMHCKHUX OpTaHU3AIMid, HWMEIOMMX JWIEH3UI Ha (apMareBTHYECKYIO
JEeSTENIbHOCTh, U UX 000COONEHHBIX MOJpa3ziencHuil (amOynaropuii, derapamepckux U (eapalepeKo-
AKyIIePCKUX ITYHKTOB, IICHTPOB (OT/IEICHUIT) 00Imel BpadyeOHOM (CEMEHHON) MPAKTUKH), PACIIOTOKCHHBIX
B CEIbCKUX HACEJICHHBIX IMYHKTaX, B KOTOPHIX OTCYTCTBYIOT almTeUHble OpraHMU3alllH, a TaKXkKe NepeueHb
JIEKapCTBEHHBIX IIpenapaToB (32 HUCKIIOYEHUEM HApKOTHYECKHUX JIEKAPCTBEHHBIX IIPENapaTtoB U
MICUXOTPOIMHBIX JIEKAPCTBEHHBIX IMPENapaToB), MPOJaKa KOTOPHIX MOMKET OCYIIECTBISTHCS YKAa3aHHBIMU
OpraHu3alUsIMH U UX 000COOJICHHBIMU TOAPA3CICHUSIMA, YCTAHABIMBAIOTCS OpraHaMy MCIIOJTHUTEILHON
Biactu cyobekToB Poccuiickoit denepamuu.

(B pea. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

Koncynprantlntoc: mpumeyanue.

[Io Bompocy, KacarolmeMycsi MHUHHUMAJIBHOIO aCCOPTUMEHTA JIEKAPCTBEHHBIX IMIPENapaTtoB MAJis
MEJUIIMHCKOTO TPUMEHEHHUs, HEOOXOJAMMBIX [JI1 OKa3aHUs METUIIMHCKOW Tmomomu, cM. [lpukas
Munsapascoupa3zsutus PO ot 15.09.2010 N 805H.

6. AnrteuyHble OpraHu3alllid, WHAUBUAYAJIbHbIE NpPEINPUHUMATENN, HMEIOIIME JIMUIEH3UI0 Ha
(bapMaleBTHYECKYIO JesITeIbHOCTh, 00513aHbl 0OecieunBaTh yTBepkAeHHbIH [IpaBurenscTBomM Poccuiickoit
®enepanyiv 1 GOPMUPYEMBIN B YCTAHOBICHHOM UM IOPSIIKE MUHUMAJIbHBIA aCCOPTUMEHT JIEKapCTBEHHBIX
npenapaToB, HEOOXOIUMBIX JUIS OKa3aHHUsI MEAULIMHCKONW TOMOIIH.

(uactsb 6 B pen. denepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTteuyHsle OpraHu3allid, WHAUBUAYAJIbHBIE NPEINPUHUMATENN, HMEIOIIME JIMLIEH3UI0 Ha
(bapMaleBTUYECKYIO J1€ATEIbHOCTh, HapsAy C JIEKapCTBEHHBIMH MpenapaTaMyd UMEIOT MPpaBo MpUOOpeTaTh
U TpoJaBaTh MEIUIMHCKHE H3ACIHs, AC3MH(DUIUPYIOIUE CPeaCcTBa, NPEAMEThl M CPEeICTBa JMYHOU
TUTHUEHBI, TTOCYAY s MEIWLUHCKUX IeJiell, MpeIMeThl W CpeACTBa, MpelHa3HauyeHHbIe A yxoja 3a
OOJIbHBIMHM, HOBOPOXKAECHHBIMH U JI€TBbMH, HE JOCTUTIIMMH BO3pacTa TpPeX JET, OYKOBYIO OINTUKY M
CpEICTBa yxoJla 3a Hell, MUHEpaJIbHbIE BOJIbI, TPOIYKTHI JIEYEOHOTO, IE€TCKOIO U JAUETUYECKOro MUTaHu,
OMOJIOTUYECKH aKTUBHBbIE J1I00aBKM, NappIOMEpHbIE U KOCMETHUYECKHE CpEJCTBA, MEAULUHCKUE U
CaHUTApHO-TIPOCBETUTENbHBIE MeUaTHbIE U3JaHMs, IpeIHA3HAaYeHHbIE JIJIS IpoIaraHabl 310poBoro odpasa
YKU3HU.

(B pen. deaepanbHbIx 3akoHOB 0T 27.07.2010 N 192-®3, ot 25.11.2013 N 317-D3)

8. JlearenpHOCTh anTeuHbIX opraHuzauuil Boopyxennsix Cun Poccuiickoit ®denepanuu, apyrux
BOMCK, BOMHCKUX (DOPMHUPOBAHMN M OPraHOB, B KOTOPBIX 3aKOHOJATEILCTBOM Poccuiickoit denepanun
IPEIYCMOTPEHO MPOXOXKJICHUE BOEHHONW WM MPAaBOOXPAHUTEIBHON CIIyKOBI, periaMeHTHPYETCs
HacTosmuM PenepanbHbIM 3aKOHOM U YTBEP)KJICHHBIMH COOTBETCTBYIOIIMMH (hefepabHBIMU OpraHaMu
UCTIOJIHUTENIHOW BNACTU MOJIOKEeHUsIMH. KOHTponb 3a  coONIofieHHeM YKa3aHHBIMH — aNTeYHBIMHU
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OpraHu3alMsaMU TOJIOKEHUN HacTosmero denepaJbHOrO0 3aKOHA OCYIIECTBISIETCS COOTBETCTBYIOIIMMH
benepanbHBIMU OpTaHaMU UCTIOTHUTEILHOM BIIACTH.

Cratps 56. M3roToBieHnE U OTIYCK JIEKAPCTBEHHBIX IIPENapaToB

1. WsrotoBiieHHE JIEKApPCTBEHHBIX IMpPENapaToB AanTeYHbIMU OPTraHU3ALUAMHU, BETEPUHAPHBIMU
alTeYHBIMM OpPraHU3aLMSIMU, HHAUBUIYAIBHBIMUA MPEANPUHUMATEIISAMH, HMEIOIIUMHU JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO JEATeIbHOCTh, OCYIIECTBISETCS IO pelenTaM Ha JEKapCTBEHHBIE Mpenaparhl, IO
TpeOOBaHUSAM MEIUIIMHCKUX OpraHHU3alluii, BETEPUHAPHBIX OpPraHW3alluidi B COOTBETCTBHH C IpPaBHIIAMHU
M3TOTOBJICHHS M OTITYCKa JIGKAPCTBEHHBIX MPENApaToB, YTBEPKICHHBIMU YIIOJITHOMOYCHHBIM (peiepaibHbIM
OpraHOM MCHOJIHUTEIBHOM BIIACTH.

2. [lpyu M3roTOBIEHUM JIEKAPCTBEHHBIX MPENAPATOB aNTEYHBIMU OpPraHU3aLUSIMU, BETEPUHAPHBIMU
alTeYHbIMM OpPraHU3aLMsIMU, HHAUBUAYAJbHBIMH NPEANPUHUMATEISIMA, HMMEIOIMMU JIMLECH3UIO Ha
(dbapMaIeBTUUECKYI0 JeATEIbHOCTh, HCIONB3YIOTCA (hapMalleBTHUECKHE CYOCTAHIIMH, BKJIIOYCHHBIC
COOTBETCTBEHHO B FOCYIAPCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEACTB JJISI MEAULMHCKOTO IPUMEHEHUS U
rOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOI'O NPUMEHEHHS B YCTAHOBJIEHHOM
nopsake. He pomyckaercss WM3roTOBICHHE aNTEYHBIMU OpraHU3alUsMH, BETEPUHAPHBIMU aNTEYHBIMU
OpraHU3alMSIMU, WHUBU1yaJIbHBIMU NpeapUHUMATEISIMH, HMEIOIIMMU JIMIICH3UIO Ha
(bapmaneBTUUECKYI0 ACSITEIbHOCTh, JICKAPCTBEHHBIX IMPENapaToB, 3aperucTpUpOBaHHBIX B Poccuiickoit
®enepanuu.

3. MapkupoBKka JIEKapCTBEHHBIX MPENAPATOB, H3TOTOBJICHHBIX AaNTEUYHBIMU OPTaHHU3AIUIMU,
BETEPUHAPHBIMU ANTEYHBIMU OpPraHU3alUsIMU, HHAWBUAYAIbHBIMH MPEANPUHUMATENIAMH, WMEIOIIUMHU
JUICH3UI0 HAa (apMaleBTUYCCKYIO JCSITCIIBHOCTh, W OQPOPMIICHHE TaKHX MPENapaTroB TOJIKHBI
COOTBETCTBOBATh IIPaBUJIaM, YKa3aHHbBIM B 4acTH | HAacTOALIEH CTaThU.

4. AnteuHple OpraHu3alid, BETEPUHAPHBIC aIlT€YHbIE OpPraHU3allMd, WHIWBUAYyaJIbHBIC
OpeIpUHUMATEIH, UMEIOIINE JTUIICH3UI0 Ha (apMalleBTUYECKYIO AESTeNbHOCTh, HECYT OTBETCTBEHHOCTh
3a HECOOJIIOJICHUE TMPaBUJI HM3TOTOBJICHUS M OTIYCKA JIGKAPCTBEHHBIX MPENAapaTOB B COOTBETCTBUU C
3akoHoaresnbcTBOM Pocceuniickoit denepanuu.

Cratbss  57. 3ampemeHue NpoJaxu  (QaabCUPUIUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HEeZI00pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB

[Tponaxka ¢anbcupuUupoBaHHBIX JICKAPCTBEHHBIX CPEJCTB, HETOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX
CpeICTB, KOHTpahaKTHBIX JIEKAPCTBEHHBIX CPEICTB 3aMPeIacTCsl.

Cratbs 58. XpaHeHue JIeKapCTBEHHBIX CPEJICTB

1. XpaHeHue neKapCTBEHHBIX CPEJICTB OCYLIECTBIISIETCA POU3BOAUTEISAMU JIEKAPCTBEHHBIX CPEICTB,
OpraHM3alUsIMH  ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMU CpPEJCTBAMH, aNTEUYHBIMH OpraHU3aLUsIMHU,
BETEPUHAPHBIMHU aANTEYHBIMU OpPraHU3alUsIMU, HHAWBUAYAIbHBIMH MPEANPUHUMATENAMH, WUMEIOIUMHU
JUIEH3UI0 Ha (apMaleBTUUECKYIO MAESTeNbHOCTh WM JUIEH3UI0 Ha METUIUHCKYIO J1eATeNIbHOCTD,
MEAMIMHCKUMHM  OpraHM3alUsMH, BETEPUHAPHBIMU OpraHM3allMsIMM M HHBIMM  OpraHHU3alUsIMH,
OCYIIECTBIISIONIMMHU OOpallleHue JIEKapCTBEHHBIX CPEJICTB. XpPaHEHUE JEKapCTBEHHBIX CPENICTB IS
BETEPUHAPHOTO MPUMEHEHUS OPTAaHNU3ALMSIMU U NHAUBUAYAIBHBIMU IPEAIPUHUMATENSIMY B CIIy4dasix, €CIU
OHHM HCIIONIb3YIOTCS UCKIIIOUNTENBHO IPU Pa3Be/IEHUH, BBIPAIIMBAHNUHN, COJIEP’KAaHUU U JIEUEHUH )KUBOTHBIX,
MOYKET OCYIIECTBIATHCS 0€3 MOTyYeHHs JIULEH3UU Ha (PapMaleBTHUECKYIO JEeSITEIbHOCTD.

(B pea. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBunma  XpaHeHHMs  JIGKAPCTBEHHBIX  CPEIACTB  YTBEPXKIAIOTCA  COOTBETCTBYIOLIMM
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCTIOTHUTEIbHON BIIACTH.

3. XpaHeHHe HApKOTUYECKUX JIEKApCTBEHHBIX CPEICTB, ICHUXOTPOIHBIX JIEKAPCTBEHHBIX CPENCTB,
paanodapMaleBTHUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYIIECTBISIETCSI B COOTBETCTBHUM  C
3akoHoarenbcTBOM Pocceuniickoit denepanmu.

Crarbs 58.1. IIpenMeTHO-KOJMYECTBEHHBIN YYeT JIEKQpPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOIO
TIPUMEHECHUS
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(BBeneHa denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. Hepequb JICKAPCTBCHHBIX CPCACTB I MCAUIMHCKOI'O0 MPHUMCHCHUS, MOMICKANUX HPCIAMETHO-
KOJIMYECTBEHHOMY Y4YE€Ty, YTBEP)KIIaeTCSi YINOJHOMOYEHHBIM (heepaqbHbIM OPraHOM HCIOJHUTEIbHON
BJIACTH.

2. Tlopsimox BKJIIOYEHMsS JIGKAPCTBEHHBIX CPEACTB JJIsi MEIUIMHCKOTO MPUMEHEHUS B MEpeYeHb
JICKAPCTBCHHLIX CPCACTB IAJId MCOAUIUHCKOI'O IMPUMCHCHUA, IMOJICKANUX MPECAMCTHO-KOJINYCCTBCHHOMY
yueTy, YCTaHaBJIMBAeTCS YIMOJHOMOYEHHBIM (eepaibHbIM OpPraHOM HCIIOJHUTENBHON BJIAcTH IO
coriacoBaHuio ¢ ¢eaepaibHbIM OpPraHOM HCIOJIHUTEIBHOW BIIACTH, OCYUIECTBISIOMIUM (DYHKIUU IO
BBIPaOOTKE TOCYAapCTBEHHOM MOIUTHKH, HOPMATUBHO-TIPABOBOMY PETYJIMPOBAHUIO, KOHTPOJIIO U HAA30PY
B cepe 000poTa HAPKOTUUECKUX CPENICTB, ICUXOTPOMHBIX BEIIECTB M UX IMPEKYPCOPOB, a TAKXKE B 00JIaCTH
MIPOTUBOICUCTBUS UX HE3aKOHHOMY 000POTY.

3. [IpenMeTHO-KOJUYECTBEHHBIN YyYeT JIEeKapCTBEHHBIX CPEICTB AJII MEIUIIMHCKOTO MPUMEHEHUS
BCAYT MPOU3BOAUTCIIM JICKAPCTBCHHLIX CPCACTB, OpraHu3alnuun ONTOBOU TOProBJIM JICKAPCTBCHHBIMHA
CpeICTBAMU, aNTeUHble OpPraHW3aIlMH, WHAUBHIyalbHbIC MPEIIPUHUMATENH, MMEIOIINUE JUIEH3UI0 Ha
q)apMaLIeBTI/I‘IeCKYIO ACATCIIBHOCTE WJIM JHULOCH3WIO HAa MCAWIUHCKYIO ACATCIIBHOCTb, W MCIUIUHCKUC
OpraHMu3aIiK, OCYIIECTBISIONIME o0palleHne JEKapCTBEHHBIX CPEJCTB ISl MEAUIIMHCKOTO MPUMEHEHUS,
MyTeéM perucTpanuun JIIOOBIX CBSI3aHHBIX C HX O6paHl€HI/I€M onepaunﬁ, IIPpU KOTOPBIX HM3MCHACTCA HX
KOJIMYECTBO U (MJIM) COCTOSIHUE, B CHEIHABHBIX XKypHAJIaX ydyeTa OIepaluii, CBsI3aHHBIX C OOpaleHueM
JICKAPCTBCHHLIX CPCACTB AJId MCAUIIUMHCKOI'O ITIPUMCHCHU A (nanee - CIIeHUaJIbHBIC )KypHaJIBI).

4. TlpaBuna peructpalvy OmNepanui, CBSI3aHHBIX C OOpAIlllEHUEM JIEKAPCTBEHHBIX CPEACTB IS
MCIUIUHCKOI'0 IMPUMCHCHUA, BKIIOUCHHBIX B INEPCUYCHL JICKAPCTBCHHBLIX CPCACTB I MCIAUIIMHCKOI'O
NPUMEHEHHUS, MOJIeKAIIUX MPEeIMETHO-KOJMYECTBEHHOMY YYeTy, B CIEMAIbHBIX JKypHAIax U MpaBuiia
BCACHUA U XPAHCHUA CIICHHUAJIBHBIX JXYPHAJIOB YTBCPKAAKOTCA YIIOJITHOMOYCHHBIM (i)eﬂepaJH)HI)IM OopraHomMm
UCIIOJTHUTENIbHOM BJIACTH.

5. KouTponp 3a coOMIOJ€HMEM TMIpaBUJI PETHCTPALlUM OIEpalldid, CBS3aHHBIX C OOpalleHueM
JIEKAPCTBEHHBIX CPEACTB JUIsI MEAUIMHCKOrO MPHUMEHEHHS, BKIIOYEHHBIX B MEPEUEHb JIEKApPCTBEHHBIX
CpeacTB A MCAUWIHUHCKOIo0 IMPUMCEHCHUA, MNOAJICKAIIUX MTPCAMETHO-KOJINYCCTBECHHOMY YUCTYy, B
CHEIMANIbHBIX XKypHAllaX, a TAKKe 32 COOIO/IEHUEM MTPABUII BEIEHUS U XPaHEHUS CHEIHATbHBIX KYPHAIOB
BO3JIaraeTcsi Ha YIOJHOMOYEHHbIE (elepasbHbIE OpraHbl HUCIOJHHUTEIBHOW BIACTH W OPraHbI
UCTIOTHUTENbHON BiacTH cyOnekToB Poccuiickoii ®enepanuu, OCYIIECTBISIONINE JUIICH3UPOBAHUE
MPOU3BOJICTBA  JIEKAPCTBEHHBIX  CPEACTB, (apMaleBTUUECKOW  JIEATEIbHOCTH U MEAMIIMHCKOMN
JIeATEIbHOCTH, U OCYILIECTBIIIETCS B paMKaX JIMIIEH3MOHHOTO KOHTPOJISL.

I'masa 11. YHUYTOXEHUE JIEKAPCTBEHHBIX CPEACTB
Cratps 59. OcHOBaHUS U MOPSAOK YHUUTOKEHUS JIEKApCTBEHHBIX CPEICTB

1. HenoOpokauecTBeHHBIE JIEKAPCTBEHHBIE CPEIACTBA, (aNbCU(UIIMPOBAHHbBIE JIEKApCTBEHHbIE
CPEICTBA MOJUIEKAT M3BATHIO U3 IPaXKAAHCKOTO 000pPOTa M YHUUTOXKEHHIO B IOPSJIKE, YCTAHOBICHHOM
[IpaButensctBoM Poccuiickoit ®@enepanun. OcHOBaHMEM MAJII YHUUTOXEHHS JIEKAPCTBEHHBIX CPEICTB
ABJISIETCS] PELIEHUE BJIAJIEIIblIA JEKAPCTBEHHBIX CPEICTB, PEIIEHNE COOTBETCTBYIOMIETO YITOJHOMOYEHHOIO
(enepaabHOro opraHa UCHOJHUTEIBHOM BIACTH WM PEIICHUE Cya.

2. KontpadakTHble JIEKapCTBEHHBIE CPEJCTBA MOAJEKAT HU3BIATUIO M3 TPakJaHCKOrO 000poTa U
YHUYTOXKEHUIO MO pemeHuio cyzaa. Ilopspaok yHMYTOXKEHUS KOHTpa(aKTHBIX JIEKapCTBEHHBIX CPEICTB
yctanaBinuBaercs [IpaBurtenscTBoM Poccutiickoit @enepanuu.

3. Pacxogpl, cCBsi3aHHBIE C YHHUYTOXXCHMEM KOHTpPa(aKTHBIX JIEKAPCTBEHHBIX  CPEJCTB,
HEZ00pOKAaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (hambCUUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MEILAIOTCS UX BJIAJIEIIBLEM.

4. Bnanenen JIeKapCTBEHHBIX CPEJICTB JOJKEH MPEJCTaBUTh B YIOJIHOMOYEHHBIM (eaepanbHbIil
OpraH HCIIOJIHUTEJIBHOW BJIACTH JOKYMEHT WIM 3aBEPEHHYIO B YCTAHOBJIICHHOM IIOpPSJIKE €ro KOIIUIO,
HNOATBEpXKAAtoIIME (AaKT YHUUTOXKEHHSI JIEKApCTBEHHBIX CPECTB.

5. CoOTBETCTBYIOIMI YIOJTHOMOUYEHHBIH (peiepanbHblii OpraH UCTIOIHUTEIBHON BIACTH, IPUHSBILUI
peleHre 00 YHUYTOKEHUH JICKapCTBEHHBIX CPECTB, OCYIIECTBISAET KOHTPOJIb 32 X YHUYTOKEHHEM.
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6. VYHHUUYTOXXEHUE JICKapCTBEHHBIX CPEICTB MPOU3BOJIUTCS  OpraHU3alUsIMH, HMEIOLUMHU
COOTBETCTBYIOIIYIO JIUIIEH3HIO, HA CIIEUATBHO 000PYIOBAaHHBIX IJIOMAAKAX, MOJUTOHAX U B CIIEUATBHO
000pYyIOBaHHBIX MMOMEIIEHUAX C COOJIOJIEHHEM TPeOOBaHHMI B OOJACTH OXpaHbl OKPYKAIOIICH Cpeabl B
COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickon denepanum.

7. HapxoTuueckue JIeKapCTBEHHBIE CpPEJCTBA, IICUXOTPOIHBIC JIEKAPCTBEHHbIE CPECTBA,
paarodapMalieBTHUECKUE  JICKAPCTBEHHBIE ~ CPEICTBA  YHUYTOXKAKOTCS B COOTBETCTBUU €
3akoHoJaTenbcTBOM Poccuiickoit denepanum.

I'maBa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHUE LHEH
HA JIEKAPCTBEHHBIE ITPEITAPATDBI JJIAA MEJULUTHCKOI'O IPUMEHEHUA

Cratess  60. T'ocymapcTBeHHOE perylMpoBaHHE II€H Ha JIGKapCTBEHHBbIE Tpernaparbl IS
MEUIIUHCKOTO MPUMEHEHHUS

l'ocynapcTBeHHOE peryJivpoBaHME II€H Ha JIEKapCTBEHHbIE IIpenapaThl [UIsl MEIULHUHCKOIO
MIPUMEHEHHUS OCYILLECTBIIAETCS MOCPEACTBOM:

1) yrBepxknenus IlpaButensctBoM Poccuiickoit @enepannu nepedyHsi KU3HEHHO HEOOXOIUMBIX H
BOXHEHMIIINX JIEKAPCTBEHHBIX TMpENapaTroB AJsi MEAMIIMHCKOTO MPUMEHEHUS, KOTOphIi cHopMHpOBaH B
YCTaHOBJICHHOM UM TOPSAKE U B KOTOPBIA BKIIFOUAIOTCS JICKAPCTBEHHBIC MpENapaThl I MEAUIIMHCKOTO
INPUMEHEHHs, B TOM YHUCJIE C YYETOM CTaHAapTOB MEAMIMHCKOW IMOMOIIM, MO MEXIYHAapOJIHBIMU
HEMAaTeHTOBAHHBIMU, XHUMHUYECKUMU WM TPYINIUPOBOYHBIMA HAUMEHOBAHHSIMH, COOTBETCTBYIOIINE
CJIEIYIOLUM KPUTEPUSM:

(B pea. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

a) NpUMEHEHUE KOHKPETHOrO JIEKAapCTBEHHOIO Mpemnapara JUisi JAMAarHOCTUKH, MPOPUIAKTHKH,
JedeHus 3a0o0JeBaHUM, B TOM 4MCIE MPEeoONaJalolMX B CTPYKType 3abosieBaeMocTH B Poccuiickoit
®enepanuu;

0) TNpEerMyIIeCTBO KOHKPETHOTO JIEKAPCTBEHHOTO Tpemapara MO CpPaBHEHHIO C JAPYTHMH
JICKapCTBEHHBIMHU TMpenaparaMd TpHU OMNPEJCNIeHHbIX 3a00JIeBaHUU, CHUHIPOME WM KIUHUYECKON
CUTYaIlUH;

B) TepamneBTUYECKas SKBUBAJICHTHOCTh KOHKPETHOTO JIEKaPCTBEHHOI'O Mperapara JeKapCTBEHHBIM
npernapaTram Co CX0KUM MEXaHU3MOM (hapMaKoJIOTHYECKOTO IeHCTBUS;

2) yTBEpXKACHHUS METOAWKM YCTAHOBJICHUS TPOU3BOJUTENSIMH JIEKAPCTBEHHBIX IpPENapaToB
MpeAebHBIX OTMYCKHBIX II€H Ha JIEKapCTBEHHBIC IMpenaparhl, BKIIOUYECHHBIE B MEPEYCHb >KU3HEHHO
HEOOXOUMBIX M BaKHEHIIINX JIGKAPCTBEHHBIX MPENapaToB;

3) rocynapCcTBEHHOW PETUCTPAIMU YCTAHOBJICHHBIX MPOU3BOIUTEISIMHU JICKAPCTBEHHBIX MPENapaToB
NpeAeNbHBIX OTHYCKHBIX II€H Ha JIEKapCTBEHHBIE IpenapaThl, BKIIOUECHHbIE B IIE€PEUCHb KU3HEHHO
HEOOXOAUMBIX U BaXXHEHIIINX JIEKAPCTBEHHBIX MPETApPaTOB;

4) BejieHHWs] TOCYIapCTBEHHOTO peecTpa MpPeAeTbHBIX OTIYCKHBIX IIE€H MPOM3BOAMTENCH Ha
JIEKApCTBEHHBIE TIpPeMaparhl, BKJIIOUYEHHBIE B TMEpPEYEHb IKU3HEHHO HEOOXOJAMMBIX M BaKHEHIIHMX
JIEKAPCTBEHHBIX MPENApPaTOB;

S) yTBEepXKACHUS METONUKH YCTAHOBJICHHUS OpraHaMH HWCIOJHUTEIPHON BIIACTH CYOBEKTOB
Poccwuiickoit @enepanuu IpeaebHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK U MPEEIbHBIX pa3MepOB POSHUYHBIX
Hag0aBOK K (DaKTHYECKUM OTIYCKHBIM I[€HaM, YCTAaHOBJICHHBIM TPOU3BOJUTEISIMU JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHBIE Nperaparhl, BKIIOYEHHBIC B IEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
BOKHEUIITNX JICKAPCTBEHHBIX MIPENapaToB;

6) ycraHOBIICHHsI TIPEACIBHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK U MPEICIBLHBIX Pa3MEPOB PO3HHUHBIX
Hag0aBOK K (DaKTHYECKUM OTIYCKHBIM I[€HaM, YCTaHOBJICHHBIM TPOU3BOJUTEISIMU JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHBIE Nperaparhl, BKIIOUYEHHBIE B IEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
BOKHEUIINX JICKAPCTBEHHBIX MTPETIapaToB;

7) yTBepKIeHHUs TOpsAAKa BBIJAYM MPEINUCAHUN OpraHaM HCIOJHUTEIHHONW BIACTH CYOBEKTOB
Poccuiickoit @enepanrii 0 NpUBEICHUN B COOTBETCTBHE C 3aKOHOAATENILCTBOM Poccuiickoii denepanuu
pemieHnid 00 YCTaHOBIEHUM TPEICNIbHBIX pa3MEpPOB ONTOBBIX HAJ0AaBOK W TPEICIBbHBIX pPa3MEpOB
PO3HUYHBIX HaA0aBOK K (DaKTMUECKUM OTIYCKHBIM I[€HaM, YCTaHOBJIEHHBIM IPOU3BOJUTENSIMU
JIEKAPCTBEHHBIX IIPENapaTroB, Ha JIEKAPCTBEHHbIC IMpenaparbl, BKJIIOYEHHBIE B IEpPEUYEHb >KU3HEHHO
HEOOXOIUMBIX ¥ BaXXHEHMIIMX JIEKAPCTBEHHBIX IMpernapaToB, €CIM OHM MPUHATHI C HapyLIEHUEM
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3akoHojaTenbcTBa Poccuiickoir deneparuu, B nopsigke, ycranoBieHHOM [IpaButensctBom Poccuiickoi
denepaunu;

8) HampaBiieHUsI YINOJHOMOYEHHBIM (pelepaJbHbIM OPraHOM HCIOJHMTENBHOM BJIACTH OpraHaM
UCTIOJIHUTENILHOW BJAacTH CyObekToB Poccuiickoii @enepanuu MNpeanucaHdii O MPHUBEICHUU B
COOTBETCTBUE C  3aKOHOZAarenbCcTBOM  Poccuiickoii  ®exepanuu  NPUHATBIX C  HapyLICHHEM
3akoHoJaTenbCcTBa Poccuiickoit @enepanun pemeHnii 00 yCTaHOBJICHUH MPEIEIbHBIX pa3MEPOB ONTOBBIX
Ha/0aBOK M IpENeNIbHBIX pa3MEpOB PO3HUYHBIX HAJ0ABOK K ILI€HAM Ha JICKApCTBEHHbIC IIpernaparsl,
BKJIIOYECHHBIE B TIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BXKHEHIINX JICKApPCTBEHHBIX IPENapaToB;

9) ocymiectBieHus (eaepaabHOro rocyIapcTBEHHOTO Haj30pa B cepe oOpalleHus JIeKapCTBEHHBIX
CPEICTB M PETMOHAIBHOIO TOCYNAPCTBEHHOIO KOHTPOJISI 33 IPUMEHEHUEM LIEH Ha JICKapCTBEHHBIE
npenapaTbl COOTBETCTBEHHO YIOJIHOMOYEHHBIMU (peepalbHbIMU OpraHaMU WCIOJIHUTENBHOW BIACTU U
OpraHaMH HCIIOJIHUTENIbHOW BiacTH cyObekToB Poccuiickoit deaepanun coriacHO MX KOMIETEHLUHU B
nopsiake, ycranoieHHoM [IpaBurensctBoM Pocculickont @enepannu;

(m. 9 B pen. deaepanbHoro 3akoHa ot 25.06.2012 N 93-03)

10) mpumeHeHMsT IPEIyCMOTPEHHBIX 3aKoHOAarenbcTBOM  Poccuiickoir  ®enepaunn  mep
OTBETCTBEHHOCTH 3a HapyIIEHUE NOps/IKa 1IeHOOOpa30BaHMs Ha KU3HEHHO HEOOXOJIUMbIE U BaKHEHIINE
JIEKapCTBEHHBIE NTpenapaThl.

Crates 61. I'ocynapcTBeHHasi perucTpaiysi yCTaHOBJICHHBIX IPOU3BOJIUTEISIMU JIEKAPCTBEHHBIX
IpenapaToB NPEJEbHBIX OTIYCKHBIX LIEH Ha >KM3HEHHO HEOOXOAMMBIE W Ba)KHEUIINE JIeKapCTBEHHbBIC
IIpenaparsl ¥ UX Mpoaaxka

1. YcTaHoBIEHHBIE POU3BOAUTENSAMU JIEKAPCTBEHHBIX MPENApaToB MPEIESbHbIE OTIYCKHbIE 1I€HbI
Ha JICKApCTBEHHBIE Nperaparhl, BKIIOUEHHBIE B IE€PEUCHb >KU3HEHHO HEOOXOIUMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IIPENApaToB, MOJIEXKAT NOCYJapCTBEHHON PETUCTPALUU.

2. YcraHOBIIEHHAs MPOU3BOJIUTENEM JIEKAPCTBEHHBIX IMPENapaTroB IpeAesibHas OTIYCKHAas LIeHAa Ha
JIEKapCTBEHHBbIN IIpernapar, BKJIIOYEHHBIH B IEpPEYEeHb JKU3HEHHO HEOOXOIUMBIX U BaKHEHIIMX
JIEKapCTBEHHBIX NIPENaparoB, MOMIEKUT FOCYAAPCTBEHHON PETUCTPALMU, €CIIU OHA HE IIPEBBILIAET pasMep
LIEHbI HA JIaHHBIN JICKAPCTBEHHBIN IIpenapar, paCCUUTAaHHBIN B COOTBETCTBUU C YTBEPKIECHHOU B MOPSIKE,
ycraHoBiieHHOM IIpaBurensctBoM Poccuiickoint denepanuu, METOAUKON YCTaHOBIEHUS IIPOU3BOAUTEIAMU
JIEKapCTBEHHBIX IPENapaToB MPEACIIbHBIX OTIYCKHBIX IIEH HA JIEKAPCTBEHHBIE NIPENapaThl, BKIIOUYCHHbBIE B
HepevyeHb XU3HEHHO HEOOXOIUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX MpenaparoB. JlaHHOW MeToaukon
IpeycCMaTpUBAETCsl JJI JIEKAPCTBEHHBIX IPENapaTroB, HAXOJAIIMXCA B OOpALlEHUH HA TEPPUTOPUHU
Poccuiickoit denepanuu, pacueT cpeaHEB3BEIICHHOW (AKTUYECKOW IEHBI OTMYCKa, CPEeIHEB3BEIICHHON
(akTHYeCKOM LIEeHbl BBO3a JIEKAPCTBEHHOrO IMpernapara 3a roji, IpealIeCTBYIOUINI 1aTe MmpeCcTaBICHUs
IIPENCIBHON OTIYCKHOM LIEHBl IIPOMU3BOAMTEIN Ha JICKAPCTBEHHBIM IpEnapaT Ha TOCYAAPCTBEHHYIO
perucrpanuio, a sl JIEKApCTBEHHBIX IpernaparoB, HE IOCTYNaBIIMX B OOpalleHHWEe Ha TEPPUTOPUU
Poccuiickoit ®enepanuu, U Ul OPUTMHAIBHBIX JIEKAPCTBEHHBIX IIPENApaTOB pacyeT POCCUNCKUMHU
MPOU3BOJIUTENSIMUA JIEKAPCTBEHHBIX IMPENapaToB PacXo/ioB, CBA3aHHBIX C pa3pabOTKOM, MPOU3BOACTBOM,
peanus3alyel JIEKapCTBEHHOIO IIpenapara, YyKa3aHUE WHOCTPAaHHBIMM IIPOU3BOJUTEISAMU pa3Mepa
MHUHUMAJIBHOW OTIYCKHOW II€Hbl TPOW3BOJAUTENS Ha JIEKAPCTBEHHBIA TMIpernapar B TOCYIApPCTBE
IIPOU3BOAUTENS U JIPYTrUX IOCYAApcTBaX, II€ OH 3aperMCTPUPOBAH, C Y4ETOM DPACXOIOB, CBA3AHHBIX C
TaMOXEHHBIM OodopmiieHHEeM (TaMOKEHHOM TOLUIMHBI W TaMOXXEHHBIX COOpPOB 3a TaMOXEHHOE
oopmiieHne), U TPAHCTIOPTHBIX PaCX0JIOB.

(B pea. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

2.1. Tlpm mnpoBeaeHMM pacueTa MpPENEIbHOM OTIIYCKHOM ILI€Hbl Hapsiay C JaHHBIMU,
IIPEAYCMOTPEHHBIMH YaCThIO 2 HACTOSALIEH CTaThbH, YUYUTHIBACTCS:

1) B OTHOIIEHUH POCCUHCKOTO MPOU3BOJMUTENS - II€HA Ha aHAJIOTMYHbIE (110 MEXIYHapOIHOMY
HENaTeHTOBAaHHOMY HAaMMEHOBAHMIO, JIEKAPCTBEHHOW (opMe U JO3MPOBKE) JEKAapCTBEHHBIE Mpenaparsl,
npou3BeicHHble Ha Tepputopuu Poccuiickoit ®enepanmu, 1ub0 B ciaydae MX OTCYTCTBHUS II€HAa Ha
AQHAJIOTMYHBIE WHOCTpPAHHBIE JIEKAPCTBEHHBIE IMperapaThl, HaXOASIIMEcs B TpakJaHCKOM 000poTe Ha
teppuropuu Poccuiickon @enepannu;

2) B OTHOILEHWU HHOCTPAHHOTO IMPOU3BOJIMUTENSA - LI€HA Ha aHAJIOTMYHBIE (10 MEXKIYHAPOJIHOMY
HEMaTeHTOBAaHHOMY HaWMEHOBAHUIO, JIEKAPCTBEHHOW (hopMe M J03MPOBKE) JIEKAPCTBEHHBIC IPETapaThl,
HaxoJIAIINECs B rpakJIaHCKOM 00opoTe Ha Tepputopun Poccuiickoit deneparun.
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(uacts 2.1 BBenena denepanpabiM 3akoHOM OT 11.10.2010 N 271-D3)

2.2. Ha ocHOBaHWU MOJAHHOTO A0 | OKTSAOps KaKI0TO roja 3asBICHHS POCCHICKOTO TMPOU3BOIUTENS
JICKapCTBEHHBIX MpENapaToB, BKIIOYEHHBIX B TEpEeYeHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JIEKApCTBEHHBIX IMPENapaToB, 3aperMCTPUpPOBAHHAs MpeJeibHAs OTIYCKHAs I[€HAa Ha JIeKapCTBEHHBIN
mpenapar B ciydyae M3MEHEHHUs IIeH Ha ChIpb€ M MaTepHalibl, HAKJIAJHBIX PAaCXOJO0B, a TAKXKE UCXOIS U3
YCTaHOBJICHHOTO (eiepabHBIM 3aKOHOM O (efiepaTbHOM OFOJKETe HAa COOTBETCTBYIOMIHMK (DMHAHCOBBIN
rOJl ¥ Ha IUIAHOBBIM MEPUO MPOTHO3UPYEMOI'O YPOBHS HHQIISLIMA MOKET ObITh MepeperucTpupoBaHa, HO
HE Yalle 4YeM OJIMH pa3 B KaJCHIAPHOM TOAY B MOPSIKE, YCTAHOBIEHHOM yacTsmu 2 u 2.1 Hacrosien
CTaTbH.

(uactb 2.2 BBeneHa denepanbHbiM 3akoHoM oT 11.10.2010 N 271-D3)

3. IIponaxka jeKkapCTBEHHBIX IIPENapaToB, KOTOPbIE BKIIOUEHBI B MIEPEUEHDb )KM3HEHHO HEOOXOIMMBIX
U BaXHEHIIMX JEKapCTBEHHBIX IpenaparoB W Ha KOTOpbIE HE 3aperucCTpUpOBAaHA YCTAHOBJICHHAs
MPOU3BOJUTENISIMU  JICKAPCTBEHHBIX TIpENapaToB TMpeJeibHas OTIYCKHAs I1I€Ha Ha JIEKapCTBEHHBIE
npenaparbl, BKJIIOYEHHbIE B IEpPEYCHb IKU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX
[IPENapaToB, HE IOIYCKAETCS.

Cratess 62. TocymapCTBEHHBIH peecTp TMpEAENHbHBIX OTHYCKHBIX II€H IPOU3BOAUTENEH Ha
JIeKapCTBEHHbIE IpenapaTbl, BKIIOYEHHbIE B IE€PEYEeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEMIIMX
JIEKapCTBEHHBIX MPEIapaToOB

1. 3aperucTpupoBaHHbI€ NPEAEIbHBIE OTIIYCKHbIE LIEHbI Ha JIEKAPCTBEHHBIE IIPETIapaThl, BKIOUCHHbIE
B [1€PEUYCHb KU3HEHHO HEOOXOAMMBIX U BAKHEHMIIMX JIEKAPCTBEHHBIX MPENapaToB, MOJIekKaT BKIOYEHUIO
B I'OCY/IapCTBEHHBIN PeEeCTp MPEENIbHBIX OTIIYCKHBIX LIEH IPOU3BOAUTENEH Ha JIEKapCTBEHHBIE IIpenapaThl,
BKJIIOYEHHBIE B [IEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BaKHEHIINX JEKapCTBEHHBIX MpenapaToB.

2. TocymapcTBeHHBIH peecTp MpeneabHbIX OTIYCKHBIX LI€H IMPOU3BOJIUTENIEH Ha JIEKapCTBEHHBIE
npenapartbl, BKIIOYEHHblE B IIepEYEHb JKU3HEHHO HEOOXOAMMBIX UM BaXHEHIIMX JEKapCTBEHHBIX
IPernaparoB, COAEPKUT B cede Cleayonlyo HH(opManuio:

1) HauMeHOBaHUE MPOU3BOAMUTENS JIEKAPCTBEHHOTO Npernapara;

2) HaMMEHOBaHUeE JIEKapCTBEHHOI'O Mpenapara (MexAyHapoAHOE HEMaTeHTOBAaHHOE UM XUMHUYECKOe
U TOPrOBO€ HAUMEHOBAHMS);

3) HOMEp PEruCTPALUOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOI' O Mpernapara;

4) nexapcTBeHHas popMa C yKa3aHHEM JJO3MPOBKH JIEKAPCTBEHHOTO Mpernapara U ero KoJu4ecTBa BO
BTOPUYHOMN (OTPEOUTENBCKON) YIIAaKOBKE;

5) 3aperucTpupoBaHHas IpeesibHas OTIIYCKHAs 1IeHa B pyOJIsX;

6) Jnara TOCYJapCTBEHHOW pEerucTpaluy IMpeledbHOW OTIHYCKHOW II€Hbl Ha JIEKapCTBEHHbIE
npenapaTthl, BKIIOYEHHbIE B IIepeYeHb JKU3HEHHO HEOOXOAMMBIX W BaXXHEHUIIMX JIEKapCTBEHHBIX
IIpEenapaTosB.

3. T'ocynapcTBeHHasi perucrpanusi IpelIeNbHbIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE IpEnaparsl,
BKJIIOUEHHBIE B M€PEUEHb KU3HEHHO HEOOXOIMMBIX M BaXHEHMIINX JIEKAPCTBEHHBIX MPENapaToB, BEJIEHUE
rOCyIapCTBEHHOI'O PEECTPA MPEIEIbHBIX OTIYCKHBIX 1IEH POU3BOAUTENEHN HA JIEKAPCTBEHHBIE IIPENaparsl,
BKJIIOUEHHBIE B TII€PEYECHb JKU3HEHHO HEOOXOAMMBIX M BaKHEWIIUX JIEKAPCTBEHHBIX IPENaparos,
OCYILIECTBIIAIOTCS B OPsJIKE, ycTaHOBJIEHHOM [IpaBurenscrBoM Poccuiickoit @enepanum.

Cratpst 63. YcTaHOBIIEHHE OpraHaMHu HCIIOJIHUTENBHON BiacTH cyObekToB Poccuiickoit deneparuu
IpelelbHBIX pa3MEpPOB OMNTOBBIX HAA0AaBOK U TNPEICIbHBIX pa3MEpoOB PO3HUYHBIX HAJ0aBOK K
(aKTHUECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOM3BOJUTEISIMH JIEKapCTBEHHBIX NpenapaToB, Ha
JIEKapCTBEHHBIE IIPENapaTsl A1 MEIUIIMHCKOTO IPUMEHEHUS

1. Opransl HCHOTHUTEIBHOW BiacTH cyOobekToB Poccuiickoit ®denepanun ycTaHaBIUBAIOT
npezenbHble pa3Mephl ONTOBBIX HA/I0ABOK M MpeeNbHbIe pa3Mepbl PO3ZHUYHBIX HaJ0aBOK K (PaKTHUYECKUM
OTIYCKHBIM II€HAM, YCTaHOBJICHHBIM MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IIPENApaTOB, HA JIEKAPCTBEHHBIE
npenapaTthl, BKIIOYEHHBIE B TMEPEUYCHb JKU3HEHHO HEOOXOAMMBIX W BaXXHEUIIMX JIEKapCTBEHHBIX
MpernaparoB, B COOTBETCTBUU C YTBEPKICHHOUN B Mopsike, ycTraHoBiIeHHOM [IpaButensctBoM Poccuiickoii
denepanuy, METOIMKON YCTAaHOBJCHHS OpraHaMU WCIOJHUTENBHOM BIACTH CyOBeKkTOB Poccuiickoi
denepanuy MpeaesbHbIX pa3MEPOB ONTOBBIX HAA0AaBOK M IPEAEIbHBIX Pa3MEPOB PO3HUYHBIX HAJ0AaBOK K
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(aKTHYECKUM OTIIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOM3BOIUTEISAMH JIEKAPCTBEHHBIX IpenapaToB, Ha
JIeKapCTBEHHbIE TIpenapaThl, BKIIOYCHHBIE B TMEPEUYECHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX
JICKapCTBEHHBIX MTPENAapaTOB.

2. OpraHuzauuy ONTOBOW TOProBAM U (MJIM) aNTEYHblE OpraHU3alUd, WHIUBUAYAJIbHbBIE
OpeANpUHUMATENN, HMEIOIIME JIMIEH3UI0 Ha (apMaleBTUYECKYIO JeATeNbHOCTh, OCYLIECTBISIOT
peanu3anyio JICKapCTBEHHBIX IPenapaToB, BKIIOUEHHBIX B TEpEUYeHb >KU3HEHHO HEOOXOIMMBIX U
BAXHEHMIINX JIEKapCTBEHHBIX IIPENapaToB, IO LIEHAaM, YPOBEHb KOTOPBIX HE MPEBBILACT CYMMY
(aKTHUECKO OTHYCKHOW IIHBI, YCTAHOBJICHHOW NPOM3BOJUTEIEM JIEKAPCTBEHHBIX MPENapaToB U HE
IPEBbILIAIOIIEH 3apErMCTPUPOBAHHON IIPEEIbHON OTIYCKHOM LIEHBI, U pa3Mep ONTOBON Ha/J0aBKU U (MJIH)
pasMep PpO3HMYHOM Han0aBKM, HE IIPEBBILAIONIME COOTBETCTBEHHO pa3Mepa IpeesIbHOW ONTOBOH
Ha/0aBKU M (WIM) pa3Mepa MpeneibHON po3HMYHON Ha/l0aBKH, YCTAaHOBIEHHBIX B cyObekTe Poccuiickoit
denepanyu.

3. Opranbl HUCHOJHUTENBHOW BiacTu cyObekToB Poccuiickoit denepanmm pasMemaloT B CETH
"UHTepHeT" MM OnmyOJUKOBBIBAIOT MH(GOPMAIMIO O 3apETHCTPUPOBAHHOMN MPEAEIbHOW OTIYCKHOM IIeHE
Ha JIEKapCTBEHHBIE IIperaparbl, BKIIOUEHHBIE B IE€PEUEHb MXU3HEHHO HEOOXOAMMBIX M BaXXHEHIINX
JIeKapCTBEHHBbIX IpernapaTroB, 00 YyCTaHOBJIEHHbIX B cyOwbekre Poccuiickoit denepauuu pasmepe
IpeeTbHON ONTOBOW Ham0aBKH W (WJIHM) pa3Mepe MpeAeibHON PO3HHYHOW HAJA0aBKM K YCTaHOBJICHHBIM
IPOM3BOUTENSAMHI JIEKAPCTBEHHBIX IpenaparoB (HakTUYECKMM OTIYCKHBIM II€HaM Ha JIEKapCTBEHHbIE
npenaparsl, BKJIIOYEHHbIE B IEPEYEHb >KMU3HEHHO HEOOXOAMMBIX U BAaKHEHIIMX JIEKapCTBEHHBIX
npenaparoB, U 00 yka3aHHOM B 4yacTH 2 Hacroswed cratbu cymme. MHbpopmanus, nperycMOTpeHHas
HACTOSALIEH YacThlo, JOJKHA Pa3MEIIaThCs TaKKe B alITEUHbIX OPraHU3alMsIX B JIOCTYIHOW JJis CBEACHUS
BCEX 3aMHTEPECOBAHHBIX JHII (hOpME U OOHOBIIATHCS 110 MEPE €€ ONYOIIMKOBAHMSL.

4. IlpunsATele c HapyllEeHHWEM 3aKoHojarenbcTBa Poccuiickoit @enepanyu peuieHHs] OpPraHoB
UCIIOJIHUTENIbHON BilacTH cyObekTa Poccuiickoil @enepanun o0 yCTaHOBIEHHM NpPEAETIbHBIX Pa3MEpOB
OINTOBBIX Ha/0aBOK U MPEJEIbHBIX Pa3MEPOB PO3HUYHBIX HAJI0aBOK K 3aperMCTPUPOBAHHBIM IIPEIEIbHBIM
OTITYCKHBIM LI€HaM Ha JIEKapCTBEHHbIE IpenapaThl, BKIIOUECHHbIE B MEPEUCHb KU3HEHHO HEOOXOJUMBIX U
BaXHEHILINX JIEKAPCTBEHHBIX NIPENAPATOB, MOAJIEKAT OTMEHE B CY/1€0HOM IMOPSIJIKE.

I'nasa 13. MOHUTOPUHT BE3OMACHOCTH JIEKAPCTBEHHBIX ITPEMTAPATOB,
HAXOJISIIMXCS B OBPAILIEHUM HA TEPPUTOPHUM POCCUIICKOI ®EJIEPALIAN

Cratps 64. MOHI/ITOPI/IHF 0€30ITacCHOCTH JICKAPCTBCHHBIX MPCIIapaToB

1. JlekapcTBeHHBIE TpemapaTbl, HaxojslluMecs B oOpalleHun Ha Tepputopun Poccuiickoii
®enepanyy, MOJJIEKAT MOHUTOPUHTY O€30IaCHOCTM B LENSX BBISBICHHUS BO3MOXKHBIX HETATUBHBIX
NOCIEACTBUM HMX NPUMEHEHHs, NPEAYNPEKACHHUS NALMEHTOB W HX 3alIUThl OT NPUMEHEHUS TaKHUX
[penapaToB.

2. MoOHHMTOPUHT 0€30IaCHOCTH JIEKaPCTBEHHBIX MPENapaToB OCYLIECTBISAETCS YHNOIHOMOUYEHHBIM
(denepanbHBIM OpPraHOM HCIOJHUTENBHOM BIACTHM HA BCEX JTalnax WX OOpalleHHs Ha TEepPPUTOPUU
Poccuiickoit denepanuu.

3. CyOwekThl oOOpamieHusi JEKapCTBEHHBIX CPEJACTB O00s3aHBl COOOIIaTh B YCTaHOBJIEHHOM
YIIOJIHOMOYEHHBIM  (peIepaJbHBIM OpraHOM HCIOJHHUTEIbHON BIacTH MOpsJIKe 000 BceX ciydasx
noOOYHBIX JIEHCTBUM, HE YyKa3aHHBIX B HMHCTPYKIMHM MO NPUMEHEHMIO JIEKApCTBEHHOrO IMpernapara, o
CEPbE3HBIX HEXKEJATENbHBIX PEAKUUAX, HEMPEABUACHHBIX HEKENATENbHBIX PEAKUMIX NPU NPUMEHEHUU
JIEKapCTBEHHBIX IpernapaToB, 00 0COOEHHOCTAX B3aUMOJICHCTBUS JIEKAPCTBEHHBIX MPENapaToB ¢ JAPYyruMU
JIeKapCTBEHHBIMU TpernapaTaMu, KOTOpbIE ObUIM BBISBICHBI MPU MPOBEACHUU KIMHUYECKUX HCCIICIOBAHMUM
U TIPYMEHEHUH JIEKApCTBEHHBIX MPEnapaToB.

4. 3a HecooOILIeHHE WM COKpPBITHE CBEJCHMH, MPEIyCMOTPEHHBIX YacTbl0 3 HACTOSIIEH CTaTbH,
JuIa, KOTOPHIM OHHM CTajdd M3BECTHBI MO pPOAYy HUX NpodhecCHOHATbHOW JEesTeNbHOCTH, HECYT
OTBETCTBEHHOCTb B COOTBETCTBHUHU C 3aKOHOJATENbCTBOM Poccuiickoii denepanui.

5. Ilopsiiok ocyIiecTBICHUSI MOHUTOPUHTa 0€30MaCHOCTH JIEKApPCTBEHHBIX MPenapaToB, pErucTpaluu
NOOOYHBIX JIEHCTBHI, CEPbE3HBIX HEXENATeIbHBIX PEaKIHii, HEMPEIBUICHHBIX HEXeIaTelIbHbIX PeaKIui
IpY IPUMEHEHHUU JIEKAapCTBEHHBIX IPENapaToB, B TOM 4YHCIE INPEACTaBICHUS HH(OpMauu 00 3TOM,
yCTaHABJIMBACTCS YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM UCTIOJTHUTENIBHOM BIACTH.



Cratp4a 65. [IpuocTaHoBIE€HHE MPUMEHEHHS JIEKAPCTBEHHOIO Mpenapara

[Ipn monydennn wuHPOPMAUM O TOOOYHBIX JEUCTBUSAX, HE YKa3aHHBIX B HWHCTPYKIMH TIO
MIPUMEHEHUIO JIEKAPCTBEHHOI'O IIpenapaTra, CEpPbE3HbIX HEXKEIATENbHbIX PEAKLUMAX, HENPEABUICHHBIX
HEXENNATeIbHBIX PEAaKIUAX IPH MPUMEHEHHWH JIEKapCTBEHHOI'O Tperapara, 00 OCOOCHHOCTSX €ro
B3aWMO/JICUCTBUS C APYTUMH JIEKAPCTBEHHBIMU IIPENAapaTaMu, KOTOPbIE MOTYT IIPEACTABIIATh YIPO3Y KU3HU
WM 3JI0POBBIO MAIIMEHTOB, a TAaK)K€ CBEICHUN, HE COOTBETCTBYIOIIMX CBEACHUSM O JIEKAPCTBEHHOM
npernapare, CoAepKaluuMcsi B MHCTPYKIIUU TI0 €ro MPUMEHEHHUIO, YIIOJTHOMOUYEHHBINH (heepanbHblii opraH
WCIIOJTHUTEJIBHOM BJIACTH PACCMATPUBAET BOMPOC O BO3ZMOKHOCTH MPUOCTAHOBIICHUS! IPUMEHEHUS TAKOTO
JIEKApCTBEHHOT'O TIpenapara B TMOPSAKE, YCTAaHOBJIEHHOM YIIOJITHOMOYEHHBIM (henepaibHbIM OpPraHoM
HCITOJTHUTEILHOM BIIACTH.

Cratpst 66. HopMaius o pe3yapTaTrax MOHUTOPUHTA O€30MIaCHOCTH JIEKapCTBEHHBIX MPENapaToB

YnomHOMOYeHHBIN (enepabHbIi OpraH UCHOJHUTEIBLHOW BIACTH, OCYIIECTBIISIONIMI MOHHTOPHHT
0€30MacHOCTH JIEKaPCTBEHHBIX IPENapaToB, HAXOIAIIMXCS B oOpallleHuu Ha TeppuTopuu Poccuiickoit
Odeneparny, 1Mo pe3yabTaTaM MOHUTOPUHTA pa3MelacT Ha CBOeM OQHUITMAIBHOM caiite B cetu "MHTepHeT"
UHGOPMAIIMI0O O TMPUHATHIX PEIIEHUSX O BHECEHHMM HW3MEHEHUS B HMHCTPYKIUIO IO MPUMEHEHUIO
JIEKapCTBEHHOIO Mpernapara, O IPUOCTAHOBICHUH MPUMEHEHHUS JIEKApCTBEHHOTO Tpernapara, 00 U3bsITHH U3
oOpallieHus JIeKapCTBEHHOTO Mpernapara Wik 0 BO30OHOBIEHUU IPUMEHEHUS JIEKApCTBEHHOTO Mpenapara.

I'naBa 14. THO®OPMAILUA O JIEKAPCTBEHHBIX ITPEITAPATAX
Cratbs 67. Hdopmalus o JeKapCTBEHHBIX MpernapaTax

1. Mudopmanus o JIeKapCTBEHHBIX Nperaparax, OTIIYCKaeMbIX MO pelenTy Ha JIeKapCTBEHHBIH
nmpenapar, JOJDKHA COAEPKAaTbCA TOJIBKO B CIEHNMAIM3UPOBAHHBIX W3AHUAX, IPEAHA3HAYEHHBIX JUISA
MEIUIUHCKUX, (papMaleBTUUECKUX, BETEpUHAPHBIX paOOTHUKOB. HMHpopmMamus o JeKapCTBEHHBIX
npenaparax JJis CHEIUaJIMCTOB B 00JIaCTU OOpallleHUs JIEKAPCTBEHHBIX CPEACTB MOXKET CO/AEpKaThbCsl B
MOHOTpausax, CIpPaBOYHMKAX, HAy4YHBIX CTaThsX, B JIOKJIaJaX Ha KOHIpeccax, KOH(pEepeHIUusX,
CHUMIIO3MYMax, HAYYHBIX COBETaX, a TAK)KE€ B MHCTPYKIMAX 110 IPUMEHEHHUIO JICKAPCTBEHHBIX IIPENapaToB.

2. Undopmanus o JeKapCTBEHHBIX NpenapaTax, OTHYCKaeMbIXx Oe3 pelenrta Ha JIeKapCTBEHHBIN
npenapar, MOXET COAepX aTbCsl B NYOIMKausAX U OOBSABICHUSX CpPEACTB MaccoBoil HHGpopManuw,
CHELMATU3UPOBAHHBIX U OOIIMX MEYaTHBIX H3JAHUAX, MHCTPYKLUUAX IO NMPUMEHEHHIO JIEKapCTBEHHBIX
[PenapaToB, UHBIX U3JaHUSIX CYyOBEKTOB OOpallleHus JEKapCTBEHHBIX CPEJICTB. PekiamMHble MaTepuaibl O
JEKapCTBEHHOM IIperapare, OTIyCcKaeMOM 0e3 pelenta Ha JIEKapCTBEHHBIH mpenapaT, JdOJDKHBI
COOTBETCTBOBATh MHCTPYKIMU IO IPUMEHEHHUIO JIEKAPCTBEHHOTO IIpenapara.

3. JlomyckaeTcsi WCIOJNb30BaHUE JIIOOBIX MAaTepHaJIbHBIX HOCHTENEH, MO3BOJSIOIINX XPAaHUTh,
nepeaaBaTh U UCIONIb30BaTh HH(POPMALIMIO O JIEKAPCTBEHHBIX Mpenaparax 0e3 ee UCKaKEeHHUs.

I'nasa 14.1. O'PAHUYEHMU S, HAJTAI'AEMBIE
HA OPTAHM3AIMU, OCYHIECTBJIAIOIMUE JEATEJBHOCTD
1O OBPAINEHHUIO JIEKAPCTBEHHBIX CPEACTB

(BBeneHa @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Cratps 67.1. OrpaHnuueHusi, HajaraeMble IpU OCYILECTBICHUH IESATENILHOCTH B cepe oOpaiieHus
JIEKapCTBEHHBIX CPEJCTB

1. Opranuzanuy, 3aHUMAOIIMAECs pa3paOOTKOW, MPOU3BOJICTBOM U (WIH) peanu3anueit
JIEKapCTBEHHBIX IpenapaToB Ui MEIUIIMHCKOTO MPUMEHEHMs], OpraHu3aliy, objJajaolye IpaBaMu Ha
MCIOJIb30BAaHWE TOPIOBOI'0 HAMMEHOBAHUS JIEKAPCTBEHHOTO IMpemnapara Jjii MEAUIIMHCKOrO MPUMEHEHHUS,
OpraHM3alMil ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMU CpEJICTBAMH, aNTEYHble OpraHu3amuu (Ux
MPEJICTAaBUTENIN, WHBbIC (DU3MYECKHE W IOPUAMYECKUE JIMIIA, OCYIICCTBISIONINE CBOIO JESATEILHOCTH OT
UMEHHU STUX OpraHM3allii) B OTHOIIEHUH MEIULUHCKUX PAaOOTHUKOB U PYKOBOJIUTENIEH MEIUIUHCKUX
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OpraHu3alil HE BIPABE:

1) BpyuaTh MOJapKH, BBHIIUIAYMBATH JCHEXKHbIE CPEICTBA (3a MCKIIOUYEHHUEM BO3HATPaXKACHUH IO
JIOTOBOpaM  IIpM  IPOBEIEHUM KIMHUYECKMX HCCIEIOBAaHUI  JIEKapCTBEHHBIX IpenapaToB s
MEIUIUHCKOTO TMPUMEHEHHs, BO3HATPAXKICHUHN, CBSI3aHHBIX C OCYIIECTBICHHEM MEIUIIMHCKUM
pabOTHUKOM NEeNarornyeckoi M (WiM) HaydHOH AEATeNbHOCTH), B TOM YUCIIE OIUIAYMBATH Pa3BICUCHMS,
OTIBIX, TIPOE3] K MECTY OTIbIXa, a TAKXKE NMPHUBIEKATh K YYaCTUIO B Pa3BIICKATEIbHBIX MEPONPHITHAX,
IPOBOJUMBIX 33 CUET CBOUX CPEJCTB;

2) 3akmoYyaTh COIJIALICHHS O HAa3HAYCHWW WIM PEKOMEHJAIMHM MAIMeHTaM JIEKapCTBEHHBIX
IpenapaToB Ui MEAMLIMHCKOTO NMPUMEHEHUS (32 UCKIOYEHUEM JIOTOBOPOB O MPOBEJEHUU KIMHUYECKHX
UCCIIEIOBaHUH JIEKAPCTBEHHBIX NMPenapaToB JAJIs MEIULMHCKOIO IPUMEHEHUS);

3) mpenocTaBiATh 00pa3Ibl JEKAPCTBEHHBIX MPENapaToB Uil MEIUIIMHCKOTO NPUMEHEHHUS B IIEIAX
BpPYYEHHUs MAlMEeHTaM (3a MCKIIOYEHHEM CIIy4yaeB, CBS3aHHBIX C IPOBEJCHHUEM KIMHMYECKUX
UCCIIEIOBaHMI JIEKAPCTBEHHBIX MPEMAapaToB AJIsl MEJUIIMHCKOTO TPUMEHEHUS);

4) npenocCTaBIATh HEAOCTOBEPHYIO U (MJIM) HEMOJIHYIO HH(GOPMALMIO O JIEKApCTBEHHBIX MpenapaTax
JUIS. METUITUHCKOTO TIPUMEHEHUS;

5) mocemaTts X B pabouyee BpeMs Ha pabouyuMx MecTax, 32 MUCKIIOUEHHEM CIIydaeB, CBSI3aHHBIX C
NPOBEICHUEM KIMHUYECKUX MCCIIEeIOBAHNN JIEKApCTBEHHBIX MPETapaToB s MEAUIIUHCKOTO TPUMEHEHHS,
C ydacTHEM B IOpSJKE, YCTaHOBJIEHHOM PYKOBOJAWUTEJIEM MEIMIIMHCKOM OpraHu3alui, B COOpaHMSIX
MEIMIUHCKIUX paOOTHUKOB W  WHBIX  MEPOINPHSTUSAX, HANpPABICHHBIX HA  MOBBINICHHE  HX
npoeCCHOHATIBPHOIO YPOBHS WMJIM Ha NpPeAOoCTaBlIeHHE HH(GOpMAlMM, CBSI3aHHOH € OCYLIECTBICHHEM
MOHHUTOPHHTA 0€30MTaCHOCTH JICKAPCTBEHHBIX MPENapaToB;

6) No0yX/J1aTh K BBINUCHIBAHUIO JIEKAPCTBEHHBIX MpENapaToB A MEIUIMHCKOIO NMPUMEHEHUs Ha
OnmaHKax, coaepKamux MHPOPMALHUIO PEKIAMHOTO XapaKTepa, a TakKe Ha PelenTypHbIX OJaHKax, Ha
KOTOPBIX 3apaHee Hale4yaTaHO HauMEHOBaHHE JIEKapCTBEHHOIO Ipernapara Uil MEAULUHCKOro
PUMEHEHUSI.

2. Opranuzanuy, yka3aHHble B a03alle mepBoM YacTH | HacTosued CTaTbu, U UX MPEACTABUTENU B
OTHOIIEHNH (hapMaIeBTHUECKUX PAOOTHUKOB U PYKOBOJHMTENCH allTEYHBIX OPTaHU3aINil HE BIIpaBe:

1) Bpy4aTh HoOJapKH, BBIIJIAUYUBATh JIEHEKHBIE CPEACTBA, B TOM YHCIIE OIUIAYMBATh pa3BlCUYEHUS,
OTIBIX, TPOE3J K MECTy OTIbIXa, W MPHBIEKATh K YYAaCTHUIO B pPa3BICKATEIbHBIX MEPOIPHSTHUSX,
IPOBOJUMBIX 33 CUET CBOUX CPE/CTB;

2) TpeAoCTaBIATh OO0pa3lbl JIEKAPCTBEHHBIX NpPEnapaToB I MEIUIIMHCKOTO TPUMEHEHHUS IS
BpPYYEHUS HACEJICHUIO;

3) 3aKIr0YaTh COTJIAIICHHS O TMPEITIOKESHUN HACEIICHUIO ONPEIEIIEHHBIX JIEKAPCTBEHHBIX MPETapaToB
JUIS. METUIIUHCKOT'O IPUMEHEHUS;

4) mpenoCTaBIsATh HETOCTOBEPHYIO U (MJIM) HETIONIHYI0 MH(POPMAIUIO O JIEKapCTBEHHBIX Mpernaparax
JUI MEMIIMHCKOTO TPUMEHEHUS], B TOM YHCJIE UMEIOIIUX OJJMHAKOBOE MEXAYHApOIHOE HENaTEeHTOBAHHOE
HaNMEHOBAHUE.

Cratess 67.2. TpeOoBaHMs K OpraHM3allid M MPOBEJCHUIO HAayYHBIX MEpONPUATUN, HWHBIX
MEpOTNPUATHIA, HANpPaBICHHBIX Ha IMOBBIIICHHE NPOPECCHOHATIBHOIO YPOBHS MEIMIMHCKUX pPAOOTHHUKOB
WIA Ha TpeNocTaBieHWe HWH(OPMAIUKM, CBS3aHHOW C OCYIIECTBICHHEM MOHHUTOpPHHTa 0O€30MacHOCTH
JIeKapCTBEHHBIX IpenapaToB

1. Ilpu mpoBenEHUN HAay4YHBIX MEPONPUATHIN, UHBIX MEPONPUITHN, HANPABICHHBIX HA IOBBIIICHUE
MpOQECCHOHAIBHOTO YPOBHS MEAUIIMHCKUX pAOOTHUKOB WJIM Ha TMPEJOCTABICHUE CBS3aHHOW C
OCYILECTBIIEHEM MOHUTOPUHIAa 0€30MaCHOCTH JIEKApCTBEHHBIX MpernapaToB HHPOpPMAIIUU, OPraHu3yeMbIX
OpraHM3alUsIMH, YKa3aHHBIMH B ab3aie nepBoM 4yactu | ctarbu 67.1 Hactosmero denepaabHOro 3aKoHa,
UX MPEJICTABUTEISIMU U (WIK) GUHAHCUPYEMBIX 3a CUET CPEJICTB ATUX OPTraHU3alMid U UX MpeICTaBUTENeH,
3arpeuacTCd MNpCHATCTBOBATHL YYACTUIO B YKa3aHHBIX MCPOIIPHUATHUAX HWHBIX OpFﬁHH?;&HPIfI, KOTOPBIC
IPOU3BOJAT WM PEANU3YIOT JIEKapCTBEHHbBIE INpEnapaThl AJ MEIULUHCKOIO IPUMEHEHHS CO CXOXKHUM
MEXaHU3MOM (bapMaKonomqecxoro I[el\/’ICTBI/ISI, 60 CO31aBaTb JUCKPUMHWHAIUOHHBIC YCIIOBUS OJI OJHUX
YYaCTHUKOB 10 CPABHEHUIO C IPYTUMH YYaCTHUKAMHU, 2 UMEHHO:

1) mpenocTaBiATh pa3IUYHOE KOJIUYECTBO BPEMEHM ISl BBICTYIUIEHUH YyYaCTHUKOB, Pa3JIMYHBIE 110
pa3Mepy 3aHMMaeMOW IUIOLIaJd MeCTa JUIsl JAEMOHCTpaluu 0O0pas3loB JICKApCTBEHHBIX IMpEnapaToB IUis
MEIUIUHCKOrO TPUMEHEHHs] WIM pPEKIaMHBIX MaTepuajoB O JIEKapCTBEHHBIX Hpenaparax Jyis



MEAMIMHCKOTO MPUMEHEHHUS! Ha SKCIIO3ULHUAX, CTEHIaX, 32 UCKIIOUEHUEM CIIy4aeB, €CJIU TaKHe YCIOBUS
3aKpeIUICHbl B COTJIANICHUSX JTUX OpraHu3alluii, WX NpeAcTaBUTeNel O (MHAHCUPOBAHWU YKAa3aHHBIX
MEPONPUITHIA U 00YCIIOBJIEHBI PA3IMYHBIMU 3aTpaTaMU YYaCTHUKOB Ha UX OPraHU3alIUIo;

2) ycTaHaBIMBAaTh pa3Mep B3HOCA /I YYaCTHHUKOB MEPONPHUATHM, yKa3aHHBIX B ab3aie nepBoM
HACTOALIECH YacTH, MPEBHIIAIOIINNA CYMMY 3aTpaT Ha OPTaHU3ALUI0 YKa3aHHBIX MEPONPUATUN U BEAYIIHA
K HeOOOCHOBAaHHOMY OTPaHHYCHHUIO YHCIIA X YIaCTHUKOB.

2. Opranm3anuu, yka3aHHble B a03are mepBoM 4dactu 1 crtateu 67.1 Hacrosmiero denepaibHOro
3aKOHA, WX MPEICTAaBUTENN, OCYHICCTBIISIONING OpPraHU3aluio W (Miu) GUHAHCHPOBAHUE MEPONPUSTHH,
YKa3aHHBIX B 4acTHU | HAcTOsIIEeN cTaThu, 00s13aHbl 0OeceunBaTh 1OCTYN K HHGOpMaIMU O JaTe, MecTe U
BPEMEHHM MPOBEICHMS YyKa3aHHBIX MEpONPUATHH, IUIaHaX, MporpaMmax MPOBEACHUS YKa3aHHBIX
MEPOTPUATHA U TeMaX, TJIAHUPYEMBIX JUIsl pAaCCMOTPEHHMs, COCTABE MX YYACTHHKOB IyTEM pa3MEICHUs
COOTBETCTBYIOIICH MH(pOpMAalMK Ha CBOMX O(QUIMAIBHBIX caiiTax B cetn "MHTepHET" HE Mo3mHee ABYX
MECSIIEB /10 HavaJla MPOBEACHUS YKA3aHHBIX MEPOIIPUSATUH.

3. Uudopmanusi 0 MPOBEACHUH MEPOINPHUATHH, YKa3aHHBIX B 4YacTH | HACTOSIIEH CTaThu, B CPOK,
YCTaHOBJICHHBI YacThI0 2 HACTOAIICH CTaThU, JOJDKHA OBITh HampaBieHa B QeaepalbHBIA OpraH
UCIIOTHUTENIbHOM  BJIaCTH, OCYIIECTBISIIOIIMKM (YHKIMHM TIO KOHTPOJK U Haa3opy B cdepe
3/1paBOOXpPAaHEHUs, /Ul MOCIEIYIOIIEr0 pa3MelleHusl ee Ha o(UIMaIbHOM CalTe 3TOr0 OpraHa B CETU
"UutepHert".

I'maBa 15. OTBETCTBEHHOCTD 3A HAPYIIEHUE 3AKOHOJATEJIBCTBA
POCCHUNCKOM ®EJEPAIIMA ITPU OBPAIIIEHUU JEKAPCTBEHHBIX CPEICTB
N BOSMEIIEHUE BPEJIA, IPHYNMHEHHOI'O 3IOPOBBIO I'PAKIAH
BCJIIEACTBUE IIPUMEHEHUA TEKAPCTBEHHBIX ITPEITAPATOB

Cratess 68. OTBETCTBEHHOCTh 3a HapylleHUe 3akoHojaarenbcTBa Poccuiickoir denepauuu npu
00palleHUH JIEKaPCTBEHHBIX CPEICTB

Hapymenne 3akonomarensctBa Poccuiickoit denepanuu mpu oOpaiieHUN JEKapCTBEHHBIX CPEICTB
BJIEYET 3a COOOI OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOIATEIHCTBOM Poccuiickoii denepamu.

Cratess 69. Bo3memieHue Bpena, NMPUYMHEHHOTO 3/I0pPOBBIO TPaXKJaH BCJIEACTBUE INPUMEHEHHS
JIeKapCTBEHHBIX IpenapaToB

1. IIpousBoauTeNb JEKAPCTBEHHOTO MpenapaTa 00si3aH BO3MECTHTh Bpea, NPUUYMHEHHBIN 3/10pPOBbHIO
rpakJlaH BCIIEICTBUE MPUMEHEHHS JIEKapCTBEHHOTO TIpernapaTta, €Clii I0Ka3aHo, 4To:

1) nexkapCTBEHHBIM Ipenapar MPUMEHSUICA MO HA3HAYEHUIO B COOTBETCTBUM C HMHCTPYKIHUEH IO
NPUMEHEHHIO JIEKaPCTBEHHOTO TIpernapara ¥ NPUYHHON Bpeda sBUJICS BBOJI B TPaXIAHCKHH 000pOT
He100pOKaYeCTBEHHOIO JIEKAPCTBEHHOTO MTpenapara;

2) Bpeld 300pOBBI0 TPUYMHEH BCIEACTBHE HEJOCTOBEpPHOM HWH(pOpMaILUyU, coJepKalieics B
UHCTPYKLIUU 10 MPUMEHEHHUIO JIEKAPCTBEHHOTO IMpenapara, U3JAaHHOW MPOU3BOJUTENEM JIEKAPCTBEHHOIO
npernapara.

2. B ciyuae, eciu Bpel 370pOBBIO TPaKAaH MPUYMHEH BCIEACTBUE MPUMEHEHHs JEKapCTBEHHOTO
npernapara, MPHIIEANIET0 B HETOJHOCTh B PE3y/IbTaTe HAPYIICHUS TMPAaBUI XPaHEHHS JIEKApCTBEHHBIX
CPEeZCTB, MpPAaBUJ ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH IpernapaTaMu, MPaBHJI OTIYCKa JIEKAPCTBEHHBIX
npenapaToB, NpPaBWI H3TOTOBIEHUS M OTIyCKa JICKAPCTBEHHBIX NpEnapaToB, BO3MEIICHHE Bpena
OCYILECTBIISICTCSI COOTBETCTBEHHO OpraHU3alleldl ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMH CPEICTBAMH,
anTeYHOH OpraHu3alliel, WHIMBUAYAJIbHBIM MpEIIpUHUMATENIEM, HWMEIOIMMH JIMIEH3WI0 Ha
(dapMaleBTUYECKYIO0 JESITEeIbHOCTh WM JIMIIEH3MI0O HA METUIMHCKYIO JeATeNbHOCTh, MEIUIIMHCKOMN
OopraHu3amyeil, WMEIIIeH JHICH3WI0 Ha (apMaleBTHYCCKYIO JEATEIbHOCTh (€€ 000CO0IeHHBIM
noapasnenenueM (amOyrnaropueil, ¢enpamepckuM U (enbaepcKo-aKylepcKuM IMyHKTaMHu, LEHTPOM
(oTnenenuem) oOmieil BpaueOHOW (ceMelHOI) MpPaKTHKH), PacloOJIOKEHHBIM B CEJIbCKOM HAceIeHHOM
IYHKTE, B KOTOPOM OTCYTCTBYET allTeuHasi OPraHU3alus), TOMYCTUBIIMMHU MPOJAXXy MIM OTIYCK TaKOTO
JIEKapCTBEHHOTO ITpenapara.

(B pen. denpepanbHoOro 3akona ot 25.11.2013 N 317-D3)
3. Bo3memenue Bpeaa, IpUUMHEHHOTO 310POBbIO TPAXKAAH BCIEICTBUE IPUMEHEHHS JIEKAPCTBEHHBIX
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IpenapaToB WM COBEPLICHUS MPOTUBOMNPABHBIX JEHCTBUN CyOBEKTaMU OOpalleHUs JIEKapCTBEHHBIX
CPEACTB, OCYIIECTBIIIETCS B COOTBETCTBUHU C 3aKOHOAATeNIbCTBOM Poccuiickoit denepanuu.

I'nmaBa 16. BAK/IIOYUTEJIBHBIE ITOJIOKEHU A

Crarbs 70. O npu3HaHUM YTPATUBIIMMH CUJYy OTACJIbHBIX 3aKOHOJATEIbHBIX aKTOB (MOJOKEHUM
3aKOHOJIaTeIbHBIX akTOB) Poccuiickoit deneparumn

[Ipu3HaTh yTpaTUBIIUMU CHITY:

1) ®enepanbhbiil 3aK0H oT 22 utoHa 1998 roga N 86-D3 "O nekapcrBeHHBIX cpeacTBax” (Cobpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);

2) ®enepanbubiii 3ak0H oT 2 ssHBaps 2000 roga N 5-®3 "O BHeCEHHH U3MEHEHHUs M JIOTIOJIHCHUM B
@enepanbublii 3akoH  "O sekapcTBeHHBIX cpenctBax” (CoOpanue 3akoHonmaTenscTBa Poccuiickoit
®denepanun, 2000, N 2, cT. 126);

3) crarbio 40 denepanbHoro 3akona ot 10 suBapst 2003 roga N 15-®3 "O BHeceHUU M3MEHEHUI U
JOTIONTHEHUH B HEKOTOpbIE 3aKOHOJaTeNbHbIe akThl Poccuiickoit ®epepali B CBSI3U C MPUHATHEM
QenepanpHoro  3akoHa 'O JHUIICH3WPOBAHWU  OTHENBHBIX  BUAOB  nestensHocTH'  (CobOpanme
3aKkoHoaarenbeTBa Poccniickoit @enepanuu, 2003, N 2, cr. 167);

4) crarpio 31 ®deaepanproro 3akona ot 30 urons 2003 roga N 86-D3 "O BHECEHUH W3MEHCHHU U
JOTIONTHEHUN B HEKOTOpPbIE 3aKOHOJaTelbHble akThl Poccuiickoit denepanuu, Npu3HaHUU YTPATUBIIUMU
CUJly OTHACJIbHBIX 3aKOHOJATENIbHBIX akTOB Pocculickonn ®enepaunu, NPEeAOCTABIECHUHA OTIEIbHBIX
rapaHTUil COTPyJHUKAM OPTaHOB BHYTPEHHHUX JeJ, OPTaHOB IO KOHTPOJIO 32 00OPOTOM HApPKOTHUYECKUX
CPEJICTB U TICHXOTPOITHBIX BEIIECTB U YIPa3IHICMbIX (peepalibHbIX OPraHOB HAIOTOBOU TOJTUIH B CBS3U
C OCYIIECTBICHHEM Mep IO COBEPIICHCTBOBaHHIO TocyaapcTBeHHoro ympasienus" (CobOpanue
3akoHoaarenbeTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crareio 101 depepanbroro 3akona ot 22 asrycra 2004 roga N 122-®3 "O BHeceHHH H3MEHEHH B
3aKoHoOAarenbHble akThl Poccuiickon ®enepauuyu W OPU3HAHMM YTPATUBIIMMM CUJIIYy HEKOTOPBIX
3aKOHOJATENbHBIX aKkTOB Poccuiickoil ®enepanuu B cBA3M ¢ npuHsatuemM DenepanbHbiXx 3aKoHOB "O
BHECEHUH W3MEHEHHUH M JomnosiHeHud B @PenepanbHblil 3akoH "OO 00LIMX NPUHLMIAX OpraHU3alUU
3aKOHOJATENBHBIX (MPEJCTAaBUTEIbHBIX) M UCIIONHUTEIBHBIX OPraHOB FOCYIaPCTBEHHON BIACTH CYObEKTOB
Poccuiickoit ®enepanuu" u "OO o00mMMX NPUHIMIIAX OpPraHU3alMH MECTHOI'O CaMOYIIpaBJICHHUS B
Poccuiickoit @eaeparnun" (Cobpanue 3akoHonaTenbeTBa Poceniickoii @enepanun, 2004, N 35, cr. 3607);

6) cratpio 28 denepanbHoro 3akona ot 18 mexadbps 2006 romga N 231-®d3 "O BBefeHUHU B JCHCTBHE
yactu ueTBepToit ['paxknmanckoro koaekca Poccwuiickoit ®enepanun" (CoOpaHue 3aKOHOJATENbCTBA
Poccuiickoit deneparuu, 2006, N 52, ct. 5497).

Crartbs 71. Berymienue B cuity Hactosiiero denepajibHOro 3aKoHa

1. Hactosmuit ®enepanbHblil 3aK0oH BeTynaet B cuity ¢ 1 centsiops 2010 roaa.

2. JlekapcTBEeHHBIE CpPEJICTBa, 3apPETUCTPUPOBAHHBIE 1O JHS BCTYIUIGHHS B CHJIYy HACTOSIIETO
®denepanbHOTO 3aKOHA, MOJICKAT BKIIOUCHHUIO B TOCYJAPCTBEHHBIE PEECTPhl JEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHBIX B 4actu | crtarbu 33 Hacrosmero deaepaabHOro 3aKOHA CBEIEHUH 00 ATHX
JIEKAapCTBEHHBIX CPEACTBAX 0€3 TPOXOXKIEHUS BHOBb MPOLEAYPhl TOCYJAPCTBEHHON PErHCTpaIUU
JIEKapCTBEHHBIX MPENapaToB.

3. TocynapcTBeHHas pEruCcTpalysl JIEKAPCTBEHHBIX IMPENapaToB, 3a MUCKIIOUYECHHEM JIEKapCTBEHHBIX
MpenaparoB sl MEIUIMHCKOTO NPUMEHEHUs, NMPEICTABICHHbIX HAa YKA3aHHYIO PETUCTPALUIO0 10 JHS
BCTYIUICHHS B CHUTy Hactosmiero denepaibHOr0 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUH C HACTOSIIINM
®denepanbHBIM 3aKOHOM Ha OCHOBAaHUU JIOKYMEHTOB U JIaHHBIX, MPEACTABICHHBIX JI0 JTHS BCTYIUICHHS B
cuiry Hacrosmero deaeparbHOTo 3aKOHA.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. I'ocygapcTBeHHasi perucTpalus JICKAPCTBEHHBIX MPENapaToB ISl MEAUIMHCKOTO TPUMEHEHUS,
MPEACTABICHHBIX Ha TOCYJapCTBEHHYIO PETUCTpAlMI0O OO0 JHS BCTYIUIEHHUS B CUJIy HAcCTOSIIETO
@denepallbHOTO 3aKOHA, M TOCYIapCTBEHHAs PETUCTpalUs JIEKAPCTBEHHBIX MPENapaToB Al METUIITHCKOTO
MPUMEHEHHUS, MPEICTABICHHBIX Ha SKCIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 10 [HS BCTYIUICHUS B CHIIY
Hactosmero deAaepaibHOTO 3aKOHA B LEMAX WX MOCIEIYIOMIE TOCyIapCTBEHHOW pErucTpaiuu,
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OCYIIECTBIISIIOTCS HAa OCHOBAaHUU JOKYMEHTOB U JaHHBIX, MPEICTaBICHHBIX 10 JIHSA BCTYIJICHUS B CHIIY
Hactosimiero ®DenepanbHOro 3akoHa, a TakXKe 3adBJICHHS O TOCYIAapCTBEHHOM pErucTparuu
JIEKapCTBEHHOI'0 IMpernapaTta, MpPEeJCTaBICHHOIO IPOU3BOJUTENEM JIEKAPCTBEHHBIX MPENapaToB WU
YIIOJTHOMOYEHHBIM UM JIMLIOM B COOTBETCTBHM ¢ HacTosIuM denepanbHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN
dbenepanbHBIE OpraH HCIOJIHUTENbHOW BiactTw a0 1 Mapta 2011 roma, 6e3 TpeOGOBaHMS YILIATHI
rOCYIapCTBEHHOM IMOLJIMHBI, TPEAYCMOTPEHHON 3aKOHOAATENbCTBOM Poccuiickoi ®denepaunu 0 HaJIOrax
U cOopax.

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

3.2. lloarBepxkneHue TOCYIAapCTBEHHOM PpErHUCTpallMd  JIEKAPCTBEHHBIX  IpEnapaTtoB UL
MEAMIIMHCKOTO MPUMEHEHHUsI, MPEACTABICHHBIX JJIs MOATBEP)KIEHUS TOCYIapCTBEHHONW PETrUCTpaluu 0
IHS BCTYIUIEHHS B cuiIy Hacrosiero @®enepalbHOrO 3aKkOHA, M IOATBEP)KICHHE TIOCYIAapCTBEHHOMN
pPEerucTpaluyd JIEKAapCTBEHHBIX IpEnapaTtoB s MEIUIIMHCKOTO TMPUMEHEHHS, MPEACTaBICHHBIX Ha
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 10 JAHS BCTYIUIEHHS B cuily Hactosimero denepanbHOro 3aKOHa B
HEeNSIX TOCJEIYIOIIero MOJATBEPXKICHUSI HMX TOCYAapCTBEHHOW pErucTpaluu, OCYIIECTBISAIOTCS Ha
OCHOBAaHUHU JOKYMEHTOB W JAaHHBIX, NPEICTaBICHHBIX 10 JHS BCTYIUIEHHS B CHJIY HacTOSLIETO
@DenepallbHOTO 3aKOHA, a TaKXKe 3asiBICHHs O MOATBEPKACHUU TOCYJAapCTBEHHOW pETUCTpaluu
JIEKapCTBEHHOI'0 Ipernapara, IpPEJICTaBICHHOIO IPOU3BOJUTENIEM JIEKAPCTBEHHBIX IIPENapaToB WU
YIIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HacTosIuM DenepanbHbIM 3aKOHOM B YITOJIHOMOYEHHBIN
denepanbHBIl OpraH HMCHOMHHUTENbHOH Biactw 10 1 mapra 2011 roma, Ge3 TpeOGOBaHUS yIUIATHI
roCy/IapCTBEHHOW MOILUIMHBI, MPEAYCMOTPEHHON 3aKoHOAaTeIbCTBOM Poccuiickoii depepanuu o Halorax
u coopax.

(uactb 3.2 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.3. IlpuHATHE pelIeHnss O BHECEHUU U3MEHEHUN B JOKYMEHTBI, COJIEPKAILLUECS B PErUCTPALMIOHHOM
JOCbE Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIA Mpenapar [Uisi MEAMIMHCKOTO TPUMEHEHUs U
IpEJICTaBJICHHbIE 710 JIHA BCTYIUIEHUS B CUIy HacTosAuero deaepanbHOro 3aKk0Ha, U MPUHITHE PELIEHUS O
BHECEHUH M3MEHEHHI B JTOKYMEHTBI, COJIEpKAIlleecss B PErHCTPAIlIOHHOM JIOChE Ha 3apEerUCTPUPOBAHHBII
JIEKapCTBEHHBIN Mpenapar s MEAMIMHCKOIO MPUMEHEHHS U TPEACTABICHHBIE HA JKCHEPTU3Y
JIEKAPCTBEHHBIX CPEJICTB JI0 IHSI BCTYIUIEHUA B crily HacTosiero denepanbHOro 3akoHa, OCyIECTBISIOTCS
HAa OCHOBAaHUHU JOKYMEHTOB M JAHHBIX, MPEACTABIEHHBIX A0 JHS BCTYIUIEHHMS B CHIJIy HACTOSIIETO
@denepanbHOrO 3aKOHA, a TAaKXKe 3asBJICHUS O BHECEHMHM W3MEHEHHMHM B JIOKYMEHTBI, COJEpXalluecs B
PEruCTpPalliOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpemapaT A MEAUIIMHCKOIO
MPUMEHEHHUS, NPEICTABICHHOTO MPOU3BOIUTEIEM JIEKAPCTBEHHBIX MPENAPATOB WM YIIOJTHOMOUYEHHBIM UM
JUIIOM B COOTBETCTBHM C HacTosiUM denepaibHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN (eepalibHbII opraH
ucnonHUTeNnbHOM Brnactu A0 1 mapra 2011 roma, 6e3 TpeboBaHUs YIIaThl TOCYAAPCTBEHHOM MOIUIMHBI,
pelycCMOTPEHHOM 3aKoHO1aTeNIbecTBOM Poccuiickoit denepanyu o Hajorax u coopax.

(uactsb 3.3 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.4. Beinaua paspenieHuil Ha IpoOBeJeHNE KIMHUYECKUX MCCIIe0BaHUM JIEKapCTBEHHBIX MPENapaToB
JUIST METMLIMHCKOTO MPUMEHEHUs MO 3asABJICHHUSIM, MOJAHHBIM /10 JIHS BCTYIUIEHHS B CHJIy HACTOSIIETO
@denepalibHOTO 3aKOHA, a TAKXKE IO 3asBJICHMSIM, NMOJAHHBIM IOCJE JHS BCTYIUIEHUSI B CHILY HACTOSILErO
®denepanbHOrO 3aKOHA HA OCHOBAaHUM SKCIEPTU3, MPOBEIEHHBIX /10 JHS BCTYIUICHHUS B CUITy HACTOSILETO
@®enepallbHOTO 3aKOHA, OCYLIECTBISIETCS B COOTBETCTBMM € HacToAmmM denepanbHbIM 3aKOHOM Ha
OCHOBaHUM JOKYMEHTOB W JIaHHBIX, MPEJICTABIEHHBIX WA MOJYYEHHBIX JO JIHS BCTYIUIEHUS B CHILY
HacTosmero @denepalibHOrO 3aKOHA, a TaKKe Ha OCHOBAaHMM KOMHMM TPEABAPUTEIHHOIO JOTOBOpa
0053aTeNFHOTO CTPAXOBAHMSI KU3HU, 3[I0POBbS MAIIMEHTOB, YYaCTBYIONINX B KIMHUYECKOM HCCIIETOBAHUI
JIEKapCTBEHHOI'0 IMpernapaTa i MEIUIUHCKOTO NPHUMEHEHHUs, WIM KOIHUHU JO0roBOpa 005S3aTelbHOIr0
CTPaxOBaHMsI  JKM3HHU, 3J0pOBbSI MAI[MEHTOB, YYacCTBYIOUIMX B  KIMHUYECKOM HCCJIEAOBAHUU
JIEKapCTBEHHOI'0 Ipemnapara JUisi MEJUIMHCKOTO MPUMEHEHHUs, JIMOO MpPEeJCTaBIEHHON KOMUU J0roBopa
0053aTeNTFHOTO CTPAXOBAHMSI, 3aKIIFOUEHHOTO B COOTBETCTBHM C THUIIOBBIMH TPaBHJIAMHU 005S3aTEIHHOTO
CTpaxOBaHMsI, C YKa3aHHWEM IIpe/eJbHOW YHCIEHHOCTH TMallME€HTOB, YYaCTBYIOUIMX B KJIMHUYECKOM
UCCIICIOBAaHUH JICKAPCTBEHHOTO Tpernapara A MEIUIMHCKOTO TpUMEHEeHHus, 0e3 TpeOOBaHHS YIUIaTh
rOCY/IapCTBEHHOMW MOILLJIMHBI, TPEAYCMOTPEHHON 3aKOHOAATENbLCTBOM Poccuiickoi denepannu 0 HaJlorax
u coopax.

(uactp 3.4 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHblE B HWHOCTPAHHOM BaJllOT€ 1O JHS BCTYIUIGHHS B CHUJIy HAaCTOSIIETO

@®enepalibHOTO 3aKOHA MpeeNbHbIE OTITYCKHbIE 1IEHBI MHOCTPAaHHBIX MPOM3BOAUTENCH HA JeKapCTBEHHBIE
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npenaparsl, BKJIIOYEHHbIE B TIEpeYeHb IKU3HEHHO HEOOXOJUMBIX M BAXKHEUIIUX JIEKapCTBEHHBIX
IpenapaToB, MOJJIekKaT mepecyery B pyonu mo kypcy Llentpanbsnoro Oanka Poccuiickoit @enepauun Ha
naty, ycraHoBieHHyio [IpaButenbctBom Poccuiickoit ®eneparuu, 0e3 mpeacTaBieHUs 3asBICHHUS O
NepecueTe LEeHbl C BHECEHUEM COOTBETCTBYIOLIUX M3MEHEHHM B TOCYIapCTBEHHBIH PeecTp MpeAesIbHbIX
OTIIYCKHBIX 1LI€H NPOU3BOJUTENEH Ha JIEKAPCTBEHHBIC IMpENapaThl, BKIOYECHHbIE B MEPEUCHb KU3HEHHO
HEOOXOUMBIX M BaKHEHIIINX JICKAPCTBEHHBIX TPENapaToB.

(uactp 3.5 BBenena denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHBIE 10 JHS BCTYIUICHHS B CHJIy HacTosiero ®PenepaibHOrO 3aKoHA
npeJiebHbIEe OTIYCKHBIE IIEHbI POCCUICKUX NMPOU3BOIUTENEH Ha JIEKAPCTBEHHBIE MpenapaThl, BKIOYESHHbIE
B MEPEUYCHb KUZHEHHO HEOOXOAMMBIX U BaXKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, MOJIEKAT UHICKCAIIUU
¢ 1 Hos6ps 2010 roma ucxons U3 MPOTHO3ZUPYEMOTO YpOBHS MH(MIAIMH, ycTaHOBICHHOT0 DeepaabHbIM
3akoHOM OT 2 aekadpst 2009 roga N 308-d3 "O denepansnom Oromkere Ha 2010 Toq ¥ HA TUTAHOBBIN
nepuon 2011 u 2012 ronos" na 2011 rog.

(uactp 3.6 BBeneHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapta 2011 roga He qomycKaroTCs MPOU3BOJICTBO U BBO3 B Poccuiickyro denepatiuio
JICKapCTBEHHBIX MPENapaToB B YIaKOBKaX ¢ MapKUPOBKOM, KOTOpas Obljla HaHeceHa A0 JIHS BCTYIUICHUS B
cuiy Hacrosiuiero ®denepanbHoro 3akoHa. [lo mcTedeHMM yKa3aHHOTO CpOKa JaHHbIE JEKapCTBEHHbIE
mpenapaTbl MOTYT OTITYCKAaTbCS, PEaM30BbIBATHCS, MI€PEIaBATHCA U MIPUMEHSATHCS 10 UCTEYCHUS UX CPOKa
TOJTHOCTH.

(B pen. Pepepanbubix 3akoH0B 0T 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co mus BerymuieHHs B cuily Hactosmero ®denepaibHoro 3akoHa u mo 30 ampens 2011 roma
BKIIFOUUTENBHO JIOMYCKAETCsl MPOBEACHHUE HKCIIEPTU3BI JICKAPCTBEHHBIX CPEACTB AKCIEPTAMU IKCIEPTHOTO
VUPEXKACHUS JI0 TPOXOXKICHUS HMMH aTTeCTallM B TMOPSAKE, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM
dbenepanbHBIM OPraHOM HCTIOTHUTEIBHOM BIACTH.

5. Co musa BecTymiieHus B cuiy Hacrosimiero ®denepanbHoro 3akoHa u mo 31 gexabps 2013 rona
BKJIIOUUTENIBHO OCYIIECTBIICTCS MEPEXO] K MPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHUU C
MpaBUJaMU OpPraHU3allMKd MPOU3BOJCTBA M KOHTPOJSI KA4eCTBa JICKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMHU B
yactu 1 crateu 45 Hacrosero deaepanbHOroO 3aKO0HA, B MOIHOM 00beme. CpoKH mepexo/ia Mporu3BoJICTBA
JIEKAPCTBEHHBIX CPEJICTB K MX MPOU3BOJICTBY B COOTBETCTBHHM C KOHKPETHBIMH TPEOOBAHMSIMHU JaHHBIX
MpaBuJI, BKIIOYAs CPOKM aTTECTAllMU YIOJHOMOYEHHBIX JIMI, YKa3aHHBIX B YacTsax 6 U 7 cratbu 45
Hacrosero denepanbHOro 3aK0Ha, ycTaHaBiauBaroTcs [IpaBurensctBoM Poccuiickoit @enepanyu.

6. JluneHsun Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BblIaHHble 10 1 sHBapsa 2014 rona,
neiictByrot nocie 1 sHBapa 2014 rona 10 uUCTeUeHUs CpPOKa MX JEUCTBUS MPU YCIOBUU COOTBETCTBHS
JULEH3MaTa IpaBWiaM OpraHU3alMM IPOU3BOACTBA M KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX CPEACTB,
yYKa3aHHBIM B yacTu 1 ctatbu 45 Hactosuero deaepaibHOro 3aKoHa.

7. ®opMUpOBaHUE IOCYIaPCTBEHHOIO 3aJ]aHUsl Ha MTPOBEACHUE IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB
denepanbHOMY TOCYJAapCTBEHHOMY OIOJKETHOMY  YUYPEXKIEHUIO 10 MPOBEICHUIO  SKCIEPTHU3BI
JICKapCTBEHHBIX CPEACTB U (PMHAHCOBOE OOECTeYeHHe BBIMOTHEHHsSI ITOTO 3aJaHUSl OCYIIECTBISIOTCS B
nopsiike, ycraHoBieHHOM DenepanbHbIM 3aKk0oHOM OT 12 stHBaps 1996 roga N 7-®3 "O HekoMMepUuecKux
opraHu3anusx".

(uactb 7 BBeneHa denepanbHbiM 3aKk0HOM 0T 29.11.2010 N 313-03)

[Ipe3nnent
Poccuiickoit denepanuu
JAME/IBEJIEB
Mocksa, Kpemiib
12 anpensa 2010 roga
N 61-03
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