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®denepanbHblil 3akoH oT 12 anpenst 2010 r. N 61-D3 "O06 obpareHun JeKapcTBEHHBIX cpeAcTB (¢
M3MEHEHUSIMU U JTOTIOTHEHUSIMH )

C u3MeHeHHMSIMH U I0MIOJTHEHUSIMH OT:

27 wurons, 11 oktsa6pst, 29 HosOpst 2010 1., 6 nexkadbps 2011 ., 25 urons, 25 gexkadps 2012 r., 2 utons, 25 Hos0ps 2013
r., 12 mapta, 22 okTsa0ps, 22 nexadps 2014 r., 8 mapTta, 29 urons, 13 utons, 14, 29 nexadps 2015 r., 2 vioHs, 3 HIOJIS
2016 r., 29 wroms, 28 nexabps 2017 r., 4 urons, 28 HOsOps, 27 mexadbps 2018 r., 6 uioHs, 26 wrons, 2 aBrycra, 27
nexabps 2019 1., 26 mapra, 1, 3 anperns, 13 mrons, 8, 22 mexadps 2020 r., 11 urons, 2 wrons 2021 r.

Hpunsat I'ocynapcreennoi dymoii 24 mapra 2010 roga
Onoopen CoBerom ®enepanun 31 mapra 2010 roaa
T'APAHT:

CM. KoMMeHTapuu K HacTosemMy DeepaibHOMY 3aKOHY

T'nasa 1. O01ue moJ1oKeHus

Cratss 1. [IpenmMer perynupoBanus HacTosmiero denepanbHOro 3akoHa

Undopmarust 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 6 oekabps 2011 2. N 409-@3 6 uacmv I cmamvu [ Hacmoswezo
DedepanbHo20 3aKOHA 8HECEeHbl USMEHEHUsl, GCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHell nocie
OHsL 0PUYUATILHO20 ONYONUKOBAHUS HA36AHH020 DPedepanlbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. Hacrosmuii ®enepanbHblii 3aKOH pEryJupyeT OTHOIIEHHS, BO3HHMKAKOIIME B CBA3U C
oOpamieHueM - pa3pabOTKOW, MOKIMHUYECKHUMH HCCICAOBAHUSMU, KIMHUYECKUMU MCCIICIOBAaHUSIMH,
SKCHEPTU30M, TOCYAAPCTBEHHOW perucrpanued, co CTaHJapTH3alued M ¢ KOHTPOJEM KadecTBa,
MPOU3BOACTBOM, U3rOTOBJICHUEM, XPAaHEHUEM, IEPEBO3KOM, BBO30M B Pocculickyro denepaiiunio, BHIBO30M
u3 Poccuiickonn ®Penepauuu, pekIaMoM, OTIYCKOM, peajnu3auuen, Iepenadei, NPUMEHECHHUEM,
YHUYTOKEHHUEM JICKAPCTBEHHBIX CPEICTB.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim  3akoHom om 25 uwna 2012 2. N 93-@3 6 uwacmv 2 cmamovu [ Hacmoswezo
DedepanbHoco 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. Hacrosmuii  @®enepaibHblii  3aKOH  YCTaHABJIMBAE€T IPHOPUTET  TOCYIAPCTBEHHOIO
peryanpoBaHus 6€30M1acHOCTH, KadecTBa M 3((EKTHBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPH UX OOpallleHUH.
TAPAHT:

CMm. koMmMeHTapuu K cTatbe | Hacrosmero denepanbHOro 3aKoHa

Crarbs 2. Cdhepa npumeHnenus Hactosmero deaepaibHOro 3aKOHa
Hacrosmuii @enepanbHblil 3aKOH MPUMEHSETCSI K OTHOIIEHHUSIM, BO3HUKAIOIINM NPH OOpaIlieHuu
JIEKapCTBEHHBIX CPEJICTB Ha Tepputopuu Poccuiickon denepannu.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAThC 2 HaCTOAIICTO d)ez[epaJILHoro 3aKOHa

Crartbs 3. 3aKk0HOIaTENHCTBO 00 00OpaIeHNH JIEKAPCTBEHHBIX CPEICTB

1. 3akoHomaTenbCTBO 00 OOpalleHUU JIEKAPCTBEHHBIX CPEACTB COCTOUT M3 HACTOSIIETO
®denepanbHOTO 3aKOHA, APYTHUX (eaeparbHbIX 3aKOHOB M HWHBIX HOPMATHBHBIX MPaBOBBIX aKTOB
Poccuiickoit @enepanuu.

Hndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim saxonom om 29 urons 2015 2. N 160-DP3 cmamwvs 3 nacmosweco PedepanbHoco 3aKOHA
oononnena uacmoio 1.1

1.1. 3akoHOAATENHCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJCTB B OTHOIICHUU IOPHINYECKUX JIHIL
U UHAUBUAYAIBHBIX  [pEAIPUHUMATENECH, OCYUIECTBISIOIIUX  JEITEIIbHOCTh HAa  TEPPUTOPUHU
MEXYHAPOJHOTO MEAULUHCKOTO KJIacTepa, MPHUMEHSETCS C Y4eTOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
@enepanbupiM 3ak0oHOM  "O  MEXKIYHAPOIHOM MEIMIMHCKOM KJacTepe M BHECEHMHM W3MEHEHHH B
OT/IeNIbHBIE 3aKOHOATENbHbIEC akThl Poccuiickoit deneparun’.

2. [HeiictBue Hacrosimiero ®DenepanbHOro 3akoHa  paclpocTpaHseTcs Ha oOpalleHue
HapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB U IICUXOTPONHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM
O0COOCHHOCTEH, YCTAHOBJIEHHBIX 3aKOHOJATeNbCTBOM Poccuiickoit ®degepanuu 0 HapKOTHUYECKUX
CPEICTBAaX, ICUXOTPOIIHBIX BELIECTBAX U 00 UX IPEKypcopax.

3. HeiictBue Hacrosimero @enepanbHOro 3aKOHA pacHpocTpaHsercs Ha oOpalleHue
pannodapManeBTUYeCKUX JIEKAPCTBEHHBIX CPEACTB C Y4YeTOM OCOOEHHOCTEH, YCTaHOBICHHBIX
3akoHojarenscTBoM Poccuiickoit deneparuu B o0nactu o0ecnedyeHus paiualuoOHHON 6e3011acCHOCTH.

4. Ecnin MexxayHapoIHbIM AoroBopoM Poccuiickoit denepaiinn ycTaHOBIEHBI MHBIE MPAaBUiIa, YEM
T€, KOTOpbIE NPEAyCMOTpEeHbl HacTrosmmMm @DenepanbHbIM  3aKOHOM, MPUMEHSAIOTCS  IpaBuja
MEX1YHapOJAHOI'O 0r0OBOpA.

Wudopmarus 06 H3MEHEHHSX:

Cmamuws 3 donoanena yacmoio 4.1 ¢ 8 dexabps 2020 e. - @edepanvusiii 3axon om 8 dekabps 2020 e. N
429-03

4.1. PemeHuss MEXrocylapCTBEHHBIX OpIaHOB, IPHUHATHIE Ha OCHOBaHUM IOJOXKEHHM
MEXIYHapOAHbIX 0roBopoB Poccuiickoir dDenepanum B HUX HUCTOJIKOBaHUM, IPOTHBOPEYALIEM
Koucrurynuu Poccuiickoit denepanuu, He noaiexar ucrnonHeHuto B Poccuiickonn @epepannn. Takoe
IPOTUBOPEYHE MOXKET OBbITh YCTAHOBJIEHO B IOpSJIKE, ONPEAEICHHOM (ellepaibHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

5. B Poccniickoir denepanuu B COOTBETCTBUU C MEXKIYHAapOAHBIMHU Jorosopamu Poccuiickon
@enepanii U (WIM) Ha OCHOBE MPHUHIMIA B3aMMHOCTH TPU3HAIOTCS PE3YJbTaThl KIMHUYECKUX
UCCJIECNOBAHUM JICKAPCTBEHHBIX IIPENApaToOB Il MEIMLMHCKOIO IPUMEHEHMs, IIPOBEICHHBIX 34
npexaenaMu teppuropun Poccuiickont @enepanyu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 3 HaCTOAIICTO <Dez[epaﬂbHoro 3aKOHa

Cratbs 4. OCHOBHBIE IOHATHS, UCIIOJIb3yeMble B HacTosieM DenepaabHOM 3aKOHE

Hns ueneit Hactosiniero denepasbHOro 3aKOHA UCIIOIB3YIOTCS CIEAYIOIINE OCHOBHBIE TOHSATHS:

1) JexkapcTBeHHbIe CpeACTBA - BEUIECTBA WJIM MX KOMOWHAIIMH, BCTYMAMOIIME B KOHTAaKT C
OpraHu3MOM YCJIOBCKAa WJIM KHUBOTHOI'O, IMPOHUKAIOIIWEC B OpraHbl, TKaAHW OpraHu3Ma 4YCJIOBCKA HIIN
JKUBOTHOTO, TMPHUMEHsIeMble JUIsi TPO(MUIAKTUKUA, TUATHOCTHKU (32 HMCKJIIOUYEHHWEM BEIIECTB HJIHA HX
KOMOWHAIINMA, HE KOHTAKTUPYIOIIMX C OPTAaHW3MOM YEJIOBEKa WJIM KUBOTHOTO), JICUEHUs 3a00JeBaHMUs,
peaOunuTaMu, AN COXpaHEHUs, MPEAOTBPAILCHUSI WM MpephIBaHUsS OCPEMEHHOCTH U TMOJYYECHHBIE U3
KpOBH, IJIa3MbI KPOBHU, U3 OPraHoOB, TKaHEH opranni3mMa 4Y€JIOBEKa UJIK XUBOTHOTO, paCTeHHﬁ, MHHCPAJIOB
METOJIJaMU CHHTE3a WUJU C MPUMEHEHHEM OMOJOTHYECKHX TeXHONOoruid. K JeKkapCcTBEHHBIM CpeAcTBaM
OTHOCSTCS (papMalleBTUYECKUE CYOCTaHIIUU U JIEKApCTBEHHBIE MTPENapaThl;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabpa 2014 2. N 429-D3 nynkm 2 cmamovu 4 Hacmoswe2o
DedepanbHo20 3aKOHA U3N0AHCEH 8 HOBOU pedakyuu, ecmynaroujeti 8 cuny ¢ 1 urona 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
2) (papmanieBTHYECKASI CYOCTAHIMA - IEKAPCTBEHHOE CPEACTBO B BHUJE OJHOTO MJIM HECKOJIBKUX
obnamaromux (hpapMakoIOTHIECKON aKTHBHOCTBIO JICHCTBYIOIIMX BEIIECTB BHE 3aBUCUMOCTH OT TPUPOIBI
MPOUCXOXKICHUS, KOTOPOE MPEAHAZHAUCHO JJIsi TPOU3BOJICTBA, M3TOTOBIICHUS JIEKAPCTBEHHBIX MPENapaToB
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U onpenenseT ux 3p(HEeKTUBHOCTE;

3) BcmoMoratelbHbIe BeIeCTBA - BEIIECTBA HEOPTaHUYECKOTO WM  OPraHWYeCKOTro
IPOUCXOKACHUS, UCIIOJIB3YEMbIC B MPOIIECCEe MPOU3BOJICTBA, U3TOTOBJICHHS JICKAPCTBEHHBIX MpPENapaToB
JUTSL IPUAJIAHUSL UM HEOOXOMMBIX (PM3UKO-XUMHUYECKIX CBOWCTB;

4) nekapcTBeHHBbIE TNpenapaTbl - JICKAPCTBEHHBIC CPEICTBA B BUJE JICKAPCTBEHHBIX (OpPM,
OpUMEHsieMble Ui NPO(UIAKTHKK, JHATHOCTHKH, JieueHHs 3a0oNieBaHMs, peaOMIUTAIMU, IS
COXpaHEHWUsI, TIPEIOTBPALICHUS WK TPEPhIBaHUs OCPEMEHHOCTH;

5) nekapcrBenHasi popMa - COCTOSTHHUE JICKApPCTBEHHOTO Mpernapara, COOTBETCTBYIOIIEE CIIOCO0aM
€ro BBEJCHUS M MPUMEHECHHsSI U 00eCIIeYHBAIOIIEe JOCTHKEHIE He00X0IMMOro JieueOHOoro 3 dekTa;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweco Dedepanvrozo
3aKoHa oononnena nynkmom 5.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

5.1) no3upoBKa - COAEp)KaHUE OJIHOTO WJIM HECKOJBKUX JIEUCTBYIOIIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPQXEHUM Ha EIWHUILY J03bl, WIW €IWHUIy OO0beMa, WIM EIUHHILY MacChl B
COOTBETCTBUHU C JICKAPCTBEHHOU (OPMOI MO0 TSl HEKOTOPBIX BUJIOB JIEKAPCTBEHHBIX (DOPM KOITHUYECTBO
BBICBOOOKIAEMOT0 U3 JIEKAPCTBEHHON (hOPMBI IEHCTBYIOIIETO BEUIECTBA 32 €IUHUILY BPEMEHH;

Undopmarius 06 H3MEHEHUSX:
Ilynkm 6 uzmenen c 13 urons 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

CMm. npedbloywyro pedaKyuio
6) mepevyeHb :KU3HEHHO HEOOXOAUMBIX W BaKHEHIIHX JI€KAPCTBEHHBIX TMPenapaTroB -
yrBepkaaemblii [IpaButensctBoM Poccuiickoit denepanuu repevcHb JIEKAPCTBEHHBIX TPEnapaToB IS
MEJIMIIMHCKOTO MPUMECHECHHSI, 00ECIICYHBAIOIINX TPHOPUTETHBIC MOTPEOHOCTH 37JPABOOXPAHCHHS B LIEJISAX
NpOpHIAKTUKY U JICYCHUS 3a00JICBaHUM, B TOM YHUCIIC TIPeo0IaaoliuX B CTPYKType 3a00JIeBacMOCTH B
Poccuiickoit ®enepanuu;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3aKOHa 0onoHeHa nynkmom 6.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.
6.1) opdanHble JeKapcTBeHHbIE MpenapaTbl - JIEKApCTBEHHBIE Mpenaparsl, MpelHa3HauYeHHbIE
UCKITIOYUTENBHO JJIsi JUArHOCTHKH WM TaTOT€HETHYEeCKOro JieYeHHs (JIeueHusi, HalpaBIEHHOTO Ha
MEXaHMU3M pa3BUTHs 3a00s1eBaHUs) peIKUX (OppaHHBIX) 3a00JI€BaHU;

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3aKOHA 00NoHeHa nyHkmom 6.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

6.2) Ouosornyeckme JeKapcTBeHHbIE MPenapaThl - JEKaPCTBEHHBIE Mpenaparkl, JeHCTBYOIIEe
BEIIECTBO KOTOPBIX MPOM3BEIEHO MM BBIJCIEHO U3 OMOJIOIMYECKOTO HMCTOYHUKA M AJI ONpENeNIeHUs
CBOWCTB M KauecTBa KOTOPBIX HE00X0AMa KOMOMHALINS OMOIOTUYECKUX U (PU3UKO-XUMUYECKUX METOJIOB.
K Ouonormueckum JeKapCTBEHHBIM IIpernapaTaM OTHOCATCS HMMYHOOHOJIOTMYECKHE JIEKapCTBEHHbBIE
npenaparsl, JEKAPCTBEHHbIE MpenapaThl, MOJYYeHHbIE U3 KPOBH, IUIa3Mbl KPOBU YEJIOBEKA U >KUBOTHBIX
(32 HCKJIIOYEHHWEM  [EeNbHOM  KpOBH),  OMOTEXHOJIOTMYECKHWE  JIEKAPCTBEHHBbIE  Ipenaparsbl,
FE€HOTEPANeBTUUECKHUE JICKAPCTBEHHBIE MPENapaThl;

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3akoHom om 22 Oexabpsa 2014 2. N 429-@3 nynkm 7 cmamovu 4 Hacmosue2o
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nyHkma 6 npeovioyujeli pedakyuu
7) HMMMYHOOMOJIOTHMYECKHEe JICKAPCTBEHHbIC Ipenaparbl - JIEKapCTBEHHBbIE IpEnaparsl,
npelHa3HayeHHble JUIsi (POPMUPOBAHUS AKTUBHOTO WJIM IACCHBHOTO HMMMYHHMTETa JHOO JUArHOCTHKHU
HaJIM4YMg  MMMYHHTETa  WJIM  JUAarHOCTHUKH  CHeUU(UYECKOro  MPUOOPETEeHHOrOo  M3MEHEHHs
MMMYHOJIOTHUECKOTO  OTBeTa Ha  ajuleprusupyiomie  BemectBa. K = MMMyHOOMONIOrHYECKUM
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JEKApCTBEHHBIM  TIpenaparaM  OTHOCSTCS ~ BaKLMHBI,  aHATOKCUHBI,  TOKCHHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI U aJJIePTeHbl,

Wndopmarius 06 M3MEHEHUSX:

Deodepanvrvim 3axonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmoawezo Dedepanvrozo
3aKoHa oononnena nynkmom 7.1, ecmynarowum 6 cuny c¢ 1 urons 2015 a.

7.1) 0OMOTexHOJIOTHMYeCKHE JIeKAPCTBeHHbIe Ipenaparbl - JICKaPCTBEHHbIC IpenapaThl,
MPOU3BOJICTBO KOTOPHIX OCYIIECTBIISIETCS C UCIOJI30BAHUEM OMOTEXHOIOTUYECKUX MPOIIECCOB U METOJIOB
(B Tom uucne JIHK-pekoMOMHAHTHOW TEXHOJIOTMH, TEXHOJOTHH KOHTPOJIHUPYEMOM SKCIPECCUH T'€HOB,
KOAMPYIOMNX OHMOJOTMYECKA aKTHBHBIE OCTKM B MPOKAPUOTAX M JYKAPHOTAX, BKIIOYAs W3MCHEHHBIC
KJIETKW MJIEKOIUTAIOIINX ), THOPUIOMHOTO METOJIa M METO/1a MOHOKJIOHAJIbHBIX aHTHUTEI;

Wndopmarius 06 H3MEHEHUSX:

Deodepanvrvim 3axonom om 22 dekabpa 2014 2. N 429-D3 cmamwvs 4 nacmoawezo Dedepanvrozo
3aKOHA 00NOIHeHa nyHkmom 7.2, ecmynarouum 6 cuny ¢ 1 urons 2015 a.

7.2) reHoTepamneBTHYEeCKHE JIEKAPCTBeHHbIe MpenapaTrbl - JEKApCTBEHHbIE IpenapaTsl,
dapmareBTHUeCKass CYOCTaHIMSI KOTOPBIX SIBISICTCS PEKOMOWHAHTHOW HYKIECHHOBOW KHCIOTOW WIIH
BKIIIOYaeT B ce0d pPEKOMOMHAHTHYIO HYKIEHHOBYIO KHCJIOTY, TIO3BOJIIONIIYI0  OCYIIECTBIISTH
peryaupoBaHue, pernapaiuio, 3aMeHy, 100aBJIeHHe WK yIaJeHue TeHETUYECKOM MOoCIe0BaTeIbHOCTH;

8) HapkoTHYecKHe JIeKADCTBEHHbIe CpeACTBA - JIGKApPCTBEHHbIE  IMIpemnaparbl U
dapmaneBTHYECKHUE CYOCTAHIIMH, COJEPKAINe HAPKOTHUYECKHUE CPEJCTBA M BKIIOYCHHBIC B [lepedcHb
HAapKOTUYECKUX CPEJCTB, ICUXOTPONHBIX BEIIECTB M HX MPEKYpCOPOB, MNOMJIEKAIIMX KOHTPOJII B
Poccniickoit  @epepaumuu, B COOTBETCTBHHM C  3aKkoHozarenscTBOM  Poccmiickon — ®enepanum,
MEXAYyHApoAHBIMU JoroBopamu Poccuiickoir ®enepanuu, B TOM uuciae EauHoll KOHBeHLMEN O
HapKOTHYECKUX cpenactBax 1961 roxa;

9) ncuxoTpoNHbIE JIeKAPCTBEHHbIE CPeACTBA - JICKaPCTBEHHBIE Mpenapathl U (papmarieBTHIEeCKHe
CyOCTaHITMM, CcOJAepKAIIue TICHUXOTPOIHBIC BEIIECTBA W BKIIOYEHHBIC B [lepedcHbh HAPKOTHYICCKHX
CPEACTB, IICUXOTPONHBIX BEIIECTB M HX NPEKYPCOPOB, IMOIJEKAIMX KOHTPOIK B Pocculickoin
@enepanuy, B COOTBETCTBUM C 3aKkoHoAarenbCTBOM Poccuiickoir ®enepanun, MeXIyHAPOIHBIMU
noroBopamu Poccuiickoit @enepannu, B ToM unciie KonBeniyel 0 ICUMXOTPONHbIX BemiecTBax 1971 rona;

10) pannodapmaneBTUYECKHE JeKAPCTBEHHbIE CPeICTBA - JICKAPCTBEHHBIE CPEJCTBA, KOTOPHIE
COJIep’KaT B TOTOBOM NJIsi MCHONB30BaHUs (popMe OJUH PAaTUOHYKIIHA WU HECKOJIBKO PaJHOHYKIHUIOB
(panMoaKTUBHBIX U30TOIIOB);

Wndopmarys 06 H3MEeHEHHSAX:

Cmamws 4 oononnena nynkmom 10.1 ¢ 1 mapma 2020 2. - @edepanvhsiii 3akon om 27 dexaobps 2019 e.
N 475-D3
10.1) opuruHaIbHBINH JeKAPCTBEHHbIN Mpenapar - JIEKAPCTBEHHBIH IpenapaT ¢ HOBBIM
JEHCTBYIOIUM BELIECTBOM, KOTOPBIM IEPBBIM 3aperucrpupoBaH B Poccuiickonn denepauun uimd B
MHOCTPAHHBIX T'OCYJAapPCTBAaX HA OCHOBAHUU PE3YJIBTATOB JOKIMHUYECKUX HCCICJOBAaHUMN JIEKAPCTBEHHBIX
CPEACTB U KIMHUYECKUX HCCIEAOBAHUH JIEKAPCTBEHHBIX IIPENApPaTOB, MOATBEPKAAIOIUX €r0 KauyecTBo,
3(PEeKTUBHOCTD U OE30MTACHOCTH;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 11 usmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3akon om 27 oexkaops 2019 2. N 475-D3

Cm. npedvloyuyio peoakyuro

11) pedepenTHBIii JieKapCcTBeHHBIH MNpenapar - JEKapCTBEHHBIN IMpemnapaT, KOTOPBIH
UCTIONB3YeTCs JUIsl OLEHKHM OMOAPKBUBAJIEHTHOCTH WJIM TEPaleBTUYECKOM 3KBHUBAJICHTHOCTH, KadyecTBa,
3 PexTUBHOCTH M OE30MaCHOCTH BOCIPOU3BEIECHHOTO JIEKAPCTBEHHOTO MperapaTa Win O0H0aHaJIOrOBOTO
(6uomog00HOT0) JIEeKapCTBEHHOTO Tpenapara (OnoaHanora). B kadecTBe pedepeHTHOTO JIEKapCTBEHHOTO
npenapara s MEAMIMHCKOTO NPUMEHEHHUS HUCIOJIb3YETCs OPUTHMHAIbHBIA JIEKAPCTBEHHBIN Ipernapar
1100, €CIM OPUTHHAIIBHBIN JIEKApCTBEHHBIN Mpenapar He 3aperucTpUpOBaH UM HE HaXOIUTCS B 000poTe
B Poccuiickoii @enepannu U He HAXOAUTCS B 000pOTE B MHOCTPAHHBIX FOCYapCTBAX, BOCIIPOU3BEICHHBIH
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JICKapCTBEHHBIN Mpernapar uin OnoaHamoroBbiid (OMOMOTOOHKIN) JeKapCTBEHHBIN Tpenapar (OrnoaHanor),
KOTOPBI MEpBBIM 3aperHCTPUPOBAH U3 uMcia Haxopasmuxcs B obopore B Poccuiickoit ®enepanum,
OMOPKBUBAJICHTHOCTh HJIM  TEPAaNCBTHYECKas: HKBUBAICHTHOCTb, KadecTBO, A(PPEKTUBHOCTh U
0€30MacHOCTh KOTOPOT'O OLIEHUBAJIHUCH 110 OTHOIIEHUIO K OPUTHHAIILHOMY JIEKAPCTBEHHOMY Ipernaparty, a
TaKXKe KauecTBO, J(PPEKTUBHOCTH M 0€30MaCHOCTh KOTOPOrO MOATBEPIKIAIOTCS — pe3ylibTaTaMu
dbapmakoHag30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOIALIMXCA B TIPaXKTAHCKOM
o0opoTe, yCTaHOBIIEHHBIM TpeOOBaHMSIM K HX KadecTBy. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
npernapara Jyisi BETepUHAPHOTO IPUMEHEHUS UCIIONIb3YEeTCs JIEKApCTBEHHBIN Mpenapar AJi1 BETepHUHAPHOTO
IIPUMEHEHUsA, 3aperucTpupoBaHHbli B Poccuiicko @enepanyu Ha OCHOBAaHUU  PE3YJIBTATOB
JTOKJIIMHUYECKUX HMCCIIEOBAaHUMN JIEKAPCTBEHHBIX CPEJICTB U KJIMHUYECKUX HMCCIIEIOBAHUMN JIEKapCTBEHHBIX
IpenapaToB, HOATBEPKIAIOIINX €0 Ka4eCcTBO, 3PPEKTUBHOCTh U OE30MAaCHOCTb;

Wndopmarus 06 H3MEHEHHSX:
Ilynxkm 12 usmenen ¢ 1 mapma 2020 2. - Dedepanvuviii 3axkon om 27 dexabps 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio

12) Bocmpou3BeleHHbIl JeKAPCTBEHHBIN MpemapaTr - JEKapCTBEHHBIM mpemapar yisd
MEJWIIMHCKOTO TPUMCHECHHS, KOTOPBI WMEeT OJKBUBAJICHTHBIA pehepeHTHOMY JIEKapCTBEHHOMY
npenapary KaueCTBEHHBIM COCTaB M KOJIMYECTBEHHBIM COCTaB JCUCTBYIOIIMX BEIIECTB B 3KBUBAJICHTHOU
JIeKapCcTBeHHOU ¢opme, OO0 JIEKapCTBEHHBIM Npemnapar jis BETEPUHAPHOTO MPUMEHEHHUS, KOTOPBIi
UMEeT Takue K€, 4YTO U pedepeHTHbI JIeKapCTBEHHBIM mpernapar, KauyeCTBEHHBI COCTaB H
KOJIMYECTBEHHBIM  COCTaB  JICUCTBYIONIMX  BEIIECTB B  TAaKOW Ke  JICKAPCTBEHHOH  Qopme,
OMOSKBUBAJICEHTHOCTb  WJIM  TEpameBTUYECKass OKBUBAJCHTHOCTh  KOTOPBIX  COOTBETCTBYIOLIEMY
pedepeHTHOMY JICKapCTBEHHOMY IIpernapaTy MOATBEPKICHA COOTBETCTBYIOIIIMMHE UCCIICTIOBAHUSIMU;

Wudopmarus 06 H3MEHEHHSX:
Ilynxkm 12.1 uzmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 475-D3

CMm. npedvloyuyro pedaKyuio
12.1) TepanmeBTHYecKasi JIKBHUBAJEHTHOCTb JIEKAPCTBEHHBIX IMPeNapaTroB - JIOCTHXECHHE
KJIMHUYECKH COMOCTaBUMBIX TepaneBTHUecKoro 3¢ dexra u nokaszarenen 3pHeKTUBHOCTH U 0€30MacCHOCTH
IIPU IPUMEHEHUHN JIEKAPCTBEHHBIX IPENapaTroB Ui MEIULIHUHCKOTO IPUMEHEHUs, HMEIOIIMX OIHO
MEXYHApOJHOE HEMaTeHTOBaHHOE (WJIM XHWMHYECKOe, WM TpPYyNIHUPOBOYHOE) HAMMEHOBAaHUE, B
SKBUBAJICHTHBIX JIO3UPOBKAX IO OJHUM M TE€M K€ IOKa3aHUAM K IPUMEHEHUIO M IPU OJWHAKOBOM
crioco0e BBeJIEHUS Y OHOM U TOM ke IPYIIbl OONbHBIX;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanvrozo
3aKoHa oononnena nyHkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.2) OuoanajoroBbiii (0HONMOMOOHBI) JeKkapcTBeHHbIH mnpenapar (0moanajor) -
OMOJIOTMUECKUI JICKapCTBEHHBIN TIpernapar, CXOXKWW 10 TapameTpaMm KadecTBa, d(PQPEKTUBHOCTH U
0e30MacHOCTH C pepepeHTHBIM OMOIIOTUYECKUM JICKAPCTBEHHBIM MPEmnapaToM B TaKOH ke JIeKapCTBEHHOM
dbopMe 1 UMEFOIITNI UICHTHYHBIN CIIOCO0 BBEICHNUS,

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 4 nacmoswezo DedepanbHo2o
3aKoHa oononnena nyHkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3amMo3aMeHsieMblil JIeKAPCTBEHHbINl Ipemapar - JIEKapCTBEHHBIH Mpenapar c
JIOKa3aHHOM  TepamneBTUYECKOH HKBHUBAJICHTHOCTHIO WM OHMOIKBHUBAJIEHTHOCTBIO B  OTHOLICHUHU
pedepeHTHOro JeKapCTBEHHOI0 IpernapaTa, UMEIOIIUNA SKBUBAJICHTHbIE €My KaueCTBEHHBIH COCTaB U
KOJIMYECTBEHHBIH COCTaB JEHCTBYIOIIMX BEIIECTB, COCTaB BCIIOMOTATENIbHBIX BEIIECTB, JIEKAPCTBEHHYIO
dbopmy U criocoO BBEICHHS;

Wndopmarys 06 M3MEHEHHSAX:

Cmamows 4 oonoanena nynkmom 12.4 ¢ 1 mapma 2020 2. - @edepanvhviii 3axon om 27 dexabpsa 2019 a.
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12.4) OMOPKBUBAJEHTHOCTH JIEKAPCTBEHHBIX MNPeNnapaToB - JOCTH)KCHHE COIMOCTABUMBIX
II0Ka3aTeJIel CKOPOCTH BCAChIBaHUS, CTEIIEHU IOCTYIUICHUS K MECTY IEUCTBUS U CKOPOCTHU BBIBEIICHUS
OJTHOTO MJIM HECKOJIbKMX 00jajaromux (apMakoJIOrH4ecKoil akTUBHOCTBIO JACHCTBYIOLIMX BELIECTB MPHU
IIPUMEHEHNUN JICKAPCTBEHHBIX IIPENapaToB Uil MEIULUHCKOIO IPUMEHEHMs, WMEIOUUX OIHO
MEXYHAapOJHOE HEMAaTeHTOBaHHOE (WM XHWMHYECKOe, WM TIpPYyNIHUPOBOYHOE) HAUMEHOBaHHUE, B
HKBUBAJICHTHBIX JJO3MPOBKAX M MPH OJMHAKOBOM CIIOCOOE BBEICHHUS;

13) JekapcTBeHHOE PACTHTEIbHOE ChIPbe - CBEXHE UM BBICYLICHHbIE pACTEHUS JIMOO0 UX YaCTH,
UCIIONIB3YEMBIE Ul IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB OpPraHU3alMsAMU - IPOU3BOJUTEISIMU
JICKapCTBEHHBIX CPEACTB WJIM M3TOTOBJICHUS JIEKAPCTBEHHBIX IIPENapaToB alTEYHbIMU OpraHU3alUsiMHU,
BETEPUHAPHBIMU ANTEYHBIMU OPraHU3aLUSIMH, WHAUBUAYAJIBHBIMHU TPEANPUHUMATENISAMU, UMEIOLIIUMU
JUIEH3UIO Ha (hapMalleBTUYECKYIO JIeATEIbHOCTE;

14) nexapcTBeHHBIH PACTUTENbHBIN Ipenapar - JIEKApCTBEHHBIM Ipenapar, IPOU3BEICHHBIM
WIM U3TOTOBJICHHBIM M3 OJHOIO BHUJA JIEKAPCTBEHHOI'O PACTUTEIIBHOTO ChIPbs WM HECKOJBKHX BHJIOB
TaKOTO CBIPBSI M PEATM3yeMbIi B pac)acOBaHHOM BHJI€ BO BTOPUYHOM (IIOTPEOUTEIHCKON) YITAKOBKE;

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-@3 nynkm 15 cmamvu 4 nacmosiuezo
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynaowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
15) romeonaTuyecknii JeKapCcTBEeHHbIN Mpenapar - JeKapCTBEHHBIH Npenapar, IpOou3BeIeHHbIH
WIA H3TOTOBJIIEHHBIH U3 (apMalleBTUYECKOH CyOCTaHUMM WM (papMaleBTUUYECKUX CYOCTaHIMM B
COOTBETCTBUH C TpeOOBaHUAMH OOIIMX (apMaKONEHHBIX CTaTell K rOMEOIAaTUYECKUM JICKapCTBECHHBIM
npenapataM MM B COOTBETCTBMM C TpeOOBaHUSAMHU (apMakolen CTpaHbl IPOU3BOAUTENS TaKOIro
JIEKapCTBEHHOI'O IIperapara;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 nynkm 16 cmamvu 4 nacmoswezo
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
16) MexayHapoaHoe HeNATEHTOBAHHOE HAMMEHOBAaHHE JIEeKAPCTBEHHOI0 CpeAcTBa -
HAaMMEHOBAaHME JIEUCTBYIOIIETO BemIecTBa  (papMaleBTUYECKONM CyOCTaHIIUHU, PEKOMEHIOBAaHHOE
BceMupHoO# opranusanuen 30paBoOXpaHeHus;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 nynkm 17 cmamvu 4 nHacmoswezo
DedepanvbHo2o 3aKOHA BHeCEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujeit peoaxKyuu
17) ToproBoe HamMeHOBaHHE JIEKAPCTBEHHOr0 CPeJACTBA - HAUMEHOBAHHE JIEKAPCTBEHHOTO
CpeACTBa, TPHUCBOEGHHOE €ro pa3padOTYMKOM, JepXKaTeleM WM BIAJeNbIEM PETUCTPAIIOHHOTO
YIIOCTOBEPEHUS JIGKAPCTBEHHOTO Mpemnapara;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axkonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrhozo
3aKkoHa oononnena nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

17.1) rpynnupoBOYHOe HAaMMEHOBAHHE JIEKAPCTBEHHOr0 TMpenapara - HaWMEHOBAHHE
JICKapCTBEHHOTO Tpernapara, He MMEIOIIET0 MEXIYHAPOJHOTO HEMAaTEHTOBAHHOTO HAWMMEHOBAHUS, WU
KOMOWHAIIMM JICKAPCTBEHHBIX MPENapaToB, HCIOIB3YEMOE B IHENSAX OOBEIWHEHUS HUX B TPYIIY IO
€IMHBIM HAaMMEHOBAaHHEM MCXOJISI M3 OJMHAKOBOTO COCTaBa JACHCTBYIONTUX BEIIECTB;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akonom om 22 oexabpsa 2014 2. N 429-@3 ¢ nynkm 18 cmamvu 4 nacmosweco
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.
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Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu

18) o0mas ¢papmakoneiiHasi cTaTbsl - JOKYMEHT, YTBEP)KICHHBIA YIOJTHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOTHUTEIBHOW BIACTH W COJEpKAIIMi IepeueHb IoKa3aTelield KadecTBa U
(1K) METOI0B KOHTPOJISI KauyecTBa KOHKPETHOM JIEKapCTBEHHON (POPMBI, JI€KaPCTBEHHOTO PACTUTEIHLHOTO
CBIPBSI, OINHCAHUS OWOJOTUYECKHX, OMOXMMHUYECKUX, MHUKPOOMOIOTHYCCKHUX, (U3HKO-XUMUICCKHX,
buznyeCKnX, XUMUYECKUX U JIPYTHX METOOB aHallM3a JIEKapCTBEHHOTO CPEJICTBA, a TaKKe TPeOOBaHUS K
UCIIOJIb3YEMBbIM B LEJISAX MPOBEACHHMS JaHHOIO aHaju3a peakTUBaM, THUTPOBAHHBIM PacTBOpPAM,
WHJUKATOpaMm;

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 nynkm 19 cmamvu 4 nacmoswezo
DedepanbHo2o 3aKOHA 8HECEeHbl UsMeHeHuUs, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mekcm nyHkma 6 npeovioyujeli peoaxyuu
19) dapmakoneiinasi craTbsi - JOKYMEHT, YTBEP)KICHHBIM YIOJIHOMOYECHHBIM (erepaibHbIM
OpraHOM HCIIOJTHUTEIBHOU BJIACTH U COJEPKAIIMMA TIEPeUeHb MOKa3aTelield KayeCTBa U METO0B KOHTPOJIA
KayecTBa JIEKAPCTBEHHOT'O CPEJICTBA;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweco Dedepanvroo
3akoHa oononnena nynkmom 19.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.1) cranaapTHbIe 00pa3IbI - BEIIECTBA, TOCPESICTBOM CPaBHEHHS C KOTOPHIMH OCYIIECTBIISCTCS
KOHTPOJIb Ka4eCcTBa WCCIICyeMbIX JICKAPCTBCHHBIX CPEJACTB C TMOMOIIBI0 (DU3HKO-XUMUYCCKUX U
OMOJIOTHYECKMX METOJIOB B IICJIIX IOJATBEPIKICHUS COOTBETCTBHS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHHUAM
HOPMATUBHOW JOKYMEHTAIIMH, YCTAHOBJIICHHBIM IPU OCYIIECTBICHUU TOCYIApCTBEHHOW PETUCTPALNH, U
KOTOpBIC TMPUMEHSIOTCA JUIsl KaJIuOpPOBKH CTaHAAPTHBIX OOpPa3IOB IPOU3BOIUTEISA JICKAPCTBCHHBIX
CPEIICTB, HCIOJB3YEMBIX JJIsi KOHTPOJISI Ka4eCTBA W HWHBIX IIeJied Mpu OOpamleHUuu JIeKapCTBEHHBIX
CPE/ICTB;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrovim 3axkonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrozo
3akoHa oononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.2) dapmakoneiinblii cTaHAapTHBIH o0pa3el - CTaHAAPTHBIA oOpaszell, MPOU3BEICHHBIA B
COOTBETCTBHUH C (papMaKoONeitHON CTaThei;

20) HopMaTHBHAsl JOKYMEHTALUHUsl - JOKYMEHT, COJAEp)KAIUN TepeyeHb OIpenesieMbIX IO
pe3ysibTataM COOTBETCTBYIOIIMX 3KCIEPTU3 IOKa3aTejell KayecTBa JIEKapCTBEHHOI'O CpeacTBa s
MEIUIMHCKOTO MPUMEHEHHS], METOJIOB KOHTPOJISl €r0 KaueCTBAa U YCTAaHOBJIEHHBIN €0 MPOU3BOIUTEIEM;

21) HoOpMATHMBHBIN [OKYMEHT - JOKYMEHT, COJAepXKalluii MepedyeHb OMNpPEeNeNIIeMbIX IO
pe3ynbTaTaM COOTBETCTBYIOIUX JKCIIEPTU3 MOKa3zaTenei kauecTBa U (MJIM) METOAOB KOHTPOJS KadecTBa
JIEKapCTBEHHOW  (OpMBI, ONMUCaHUA  OWOJIOTHYECKUX, OWOXMMHYECKUX, MHKPOOHOIOTHYECKHUX,
(bUBUKO-XUMHUECKUX, PU3NIECKIX, XUMUYECKUX U IPYTHX METOJOB aHAN3a JIEKAPCTBEHHBIX CPENICTB I
BETEPUHAPHOTO TMPUMEHEHHUs, TPeOOBaHMS K HCIOJB3YEeMBbIM B IIENISIX MPOBEICHUS TAaHHOTO aHalu3a
peakTUBaM, TUTPOBAHHBIM PACTBOPAM, MHIUKATOPaM M YCTaHOBJIEHHBIN €ro MPOU3BOAUTEIIEM;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 cmamvs 4 nacmosawezo Dedepanvrozo
3aKoHa oononnena nynkmom 21.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

21.1) o0mmii TeXHUYECKHIl JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTEpHUajOB, COCTOSIIUNA U3
HECKOJIBKMX  pa3lieioB -  JOKYMEHTAllUW  aJMHHHUCTPATUBHOIO  XapakTepa,  XUMHUYECKOM,
dapmareBTUUeCKOW W OWOJOTHYECKON JTOKyMEHTanuu, (HapMaKOIOTHIECKOH, TOKCHKOJIOTHYECKOM
JOKYMEHTAllMH, KJIMHUYECKOW JOKYMEHTAllMM W TPEJCTaBISIEMbIil OJHOBPEMEHHO C 3asBICHHEM O
rOCyJapCTBEHHON perucTpalyy JeKapcTBEHHOIO Mpernapara /Ui MEJUIIMHCKOTO TpUMEHEeHHs B (hopMmarte,
YCTaHOBJIEHHOM YIIOJIHOMOUYEHHBIM (he/iepaabHbIM OpraHOM HMCIIOJHUTENBHOM BIIACTH;

22) Ka4vecTBO JICKAPCTBEHHOI0 CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpEACTBA
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TpeGoBaHUAM (hapMaKOMEHHOM cTaThM JIMOO B CIydae €e OTCYTCTBUS HOPMATHBHOM JOKYMEHTALUU WU
HOPMATUBHOTO JIOKYMEHTA;

23) 0e30mMaCHOCTH JIEKAPCTBEHHOI'0 CPEACTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOTO CPE/CTBA,
OCHOBaHHasi Ha CPAaBHUTEJIBHOM aHaliu3e ero 3((HEeKTUBHOCTH U PUCKA MPUYHMHEHUS Bpea 310pOBbIO;

24) 3()(peKTUBHOCTDH JIEKAPCTBEHHOI'0 MPeNnapaTa - XapakTepUCTUKA CTEIIEHH MOJO0KUTEILHOTO
BJIMSHUSL JICKApCTBEHHOTO IIpernapara Ha TEYeHHE, MPOJOJDKUTENBHOCTh 3a00JIeBaHUS WM  €ro
Ipe0TBpalIeHNE, peaduIUTaINIO, HA COXpaHEeHUE, TPEJOTBPAICHUE WK IpepbIBaHNE OEPEeMEHHOCTH;

25) cepus JieKapCTBEHHOI'0 CPeICTBA - KOJIMYECTBO JIEKAPCTBEHHOT'O CPEJICTBA, IIPOU3BEICHHOE B
pe3ysibTaTe OJHOrO TEXHOJIOTUYECKOrO LIUKJIA €T0 IPOU3BOAUTENEM;

26) perucTpalMOHHOE YJI0CTOBEpeHHE JIEKAPCTBEHHOr0 IMpemnapara -  JIOKYMEHT,
MOITBEPKIAIONIUH (PaKT rOCyJapCTBEHHOM pEerucTpaiuy JIGKapCTBEHHOTO Mpernapara;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweco Dedepanvrozo
3aKoHa oononuena nynkmom 26.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

26.1) pepskaTeqb WM BJajesell PerucTPAlMOHHOIO YJI0CTOBEPEHUS JIeKAPCTBEHHOIO
npenapara - pa3padoTurK JIEKapCTBEHHOTO CPEACTBA, IPOU3BOAUTEIb JICKAPCTBEHHBIX CPEJCTB MM HHOE
IOpUIMYECKOE JIMIO, OOJajaroiiee MpaBOM BIAJACHUS PETHCTPALMOHHBIM YIOCTOBEPEHHEM, KOTOPBIC
HECYT OTBETCTBEHHOCTH 32 KauecTBO, 3(h(heKTUBHOCTH U 06€30MaCHOCTD JIEKApCTBEHHOTO Mpenapara;

27) perucTpalMOHHbIA HOMEp - KOJOBO€ OO0O3HAUYE€HHE, NPHUCBOCHHOE JIEKAPCTBEHHOMY
mpernapary IpH ero rocy1apCTBEHHON PETUCTpaLlnu;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 6 Oexaopa 2011 2. N 409-@3 ¢ nynkm 28 cmamvu 4 unacmosuezo
DedepanbHo20 3aKOHA 8HECEeHbl USMEHeHUsl, GCIMYNalowue 8 CULY N0 UCHeYeHUU mpuoyamu OHell nocie
OHsL OpuyuanbHo20 0NYOIUKOBAHUS HA38aHH020 DPedepalbH020 3aKOHA

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu

28) oOpameHue JeKAPCTBEHHBLIX CPeACTB - pa3paboTka, TOKIWHUYECKUE HCCIIEIOBAHMS,
KIIMHUYECKHE UCCIIEIOBAHMS, IKCIEPTU3a, TOCYJapCTBEHHAs PEruCcTpaIus, CTaHAapTU3alKs U KOHTPOJIb
Ka4yecTBa, MPOU3BOACTBO, U3TOTOBIICHUE, XpAHEHUE, TTIEPEBO3Ka, BBO3 B Poccuiickyro denepanuio, BHIBO3
u3 Poccuiickoit denepanuu, pekinama, OTIYCK, peaju3alus, Iepefada, MPUMEHEHUE, YHUYTOXKECHHE
JIEKapCTBEHHBIX CPEJICTB;

29) cy0bekTbHl OOpallileHHsl JeKAPCTBEHHBIX CPeACTB - (GU3MYECKUE IUIAa, B TOM YHCIE
WHIUBUIyaJIbHBIE TPEANPUHUMATENN, W IOPUIAYECKHUE JIUIA, OCYIIECTBIISIIONINE MESITEIbHOCTh TpHU
oOpallleHuH JIeKapCTBEHHBIX CPEJICTB;

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-d3 ¢ nynxm 30 cmamou 4 nacmosuezo
DedepanbHo2o 3aKOHA 8HEeCeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu

30) pa3paGoTyMK JIEKAPCTBEHHOI0 CpPeACTBA - OpraHu3amus, oOJiajgaromias IpaBaMu Ha
pe3ynbTaThl JOKJIMHUYECKUX HCCIEAOBAaHUN JIEKapCTBEHHOI'O CPEACTBA, KIMHUYECKHUX HCCIEAOBaHUI
JIEKapCTBEHHOTI'0 Ipernapara 1 (Wjin) Ha TEXHOJIOTHIO POU3BOACTBA JIEKAPCTBEHHOI'O CPE/ICTBA;

31) npou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JEATEIbHOCTh MO MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPENICTB OPTaHU3ALUSIMH - IPOU3BOIUTEIISIMHU JICKAPCTBEHHBIX CPEJICTB HA OJTHOW CTAJUH, HECKOIBKUX WIIH
BCEX CTAUSIX TEXHOJOTMYECKOrO MpoLecca, a TaKKe IO XPaHEHUI0 U pealn3allud MPOU3BEIECHHBIX
JIEKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo DedepanvHoco
3akoHa oononnena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 20135 e.

31.1) npou3BOACTBEHHAsl IUIONIAAKA - TEPPUTOPHATBHO  OOOCOOJEHHBIM  KOMILIEKC

NPOM3BOJUTENST JIEKAPCTBEHHBIX CPEJACTB, TpEIHA3HAYEHHBIA Ui BBIIOJHEHHWs BCEro mpoliecca
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IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB UJIU €0 ONPEIEICHHON CTaIuu;
32) npou3BoOANTE/Ib JIEKAPCTBEHHBIX CPEICTB - OPraHMU3allysl, OCYIIECTBISAIONIAs POU3BOICTBO
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHUH ¢ TpeboBaHMsIMH HacTosmero deaepaibHOro 3aKoHa;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 33 usmenen ¢ 3 anpens 2020 2. - @edepanvhsiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloyuyro pedaKyuio

33) ¢apmaneBTHUYeCKas AeAITEIbHOCTh - JIEATEIBHOCTh, BKIIOYAOMmas B ceOS ONTOBYIO
TOPTOBIIIO JICKAPCTBCHHBIMU CPEJCTBAMH, HMX XpaHEHHE, MEPeBO3KY W (WJIM) PO3HHYHYIO TOPTOBIIO
JICKApCTBCHHBIMH TIpeniapaTaMyd, B TOM 4YHCJIE JTUCTAaHIIMOHHBIM CIIOCOOOM, WX OTIYCK, XpaHCHHE,
MIEPEBO3KY, U3TOTOBJICHHE JICKAPCTBEHHBIX MIPENapaToB;

34) opraHu3anusi ONTOBOW TOPrOBJHM JIEKAPCTBEHHBIMH CpPEJACTBAMH - OpraHU3alus,
OCYIIECTBIISIONIAsl ONTOBYK) TOPTOBIIO JIEKAPCTBEHHBIMU CPEJICTBAMHU, HMX XpaHEHHE, MEPEBO3KY B
COOTBETCTBUH C TpeOOBaHUAMH HacTosIero deaepaibHOro 3aKoHa;

Undopmarius 06 n3MEHEHHSAX:
Ilynkm 35 usmenen ¢ 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedaKyuio
35) anTeuyHasi OpraHM3amusi - OpraHU3alysi, CTPYKTYpPHOE TIOApa3JCICHHEe MEIUIIUHCKON
OpTraHM3aINK, OCYIISCTBIISIONINEC PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IperapaTaMH, B TOM YHCIIE
JMCTaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, IEPEBO3KY, U3TOTOBJIICHUE U OTITYCK JICKAPCTBECHHBIX MpErnapaToB
JUTSE METUITUHCKOTO IIPUMEHEHHSI B COOTBETCTBHHU C TPEOOBAHUSIMH HACTOSIIEro denepaibHOTO 3aK0Ha;

Wudopmarus 06 H3MEHEHHSX:
Ilynkm 36 usmenen ¢ 3 anpens 2020 2. - @edepanvhsiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedaKyuio
36) BeTepuHApHAasi aNTe4YHasi OPraHM3alMs - OpPraHMW3alMs, CTPYKTYpHOE IO/pa3ieicHHe
BETEPUHAPHOW OpPraHU3aIliH, OCYIIECTBIISIONINE PO3HUIHYIO TOPTOBITIO JIEKAPCTBCHHBIMU TTpEIapaTaMH, B
TOM YHCJE JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, U3TOTOBJICHHUE U OTIIYCK JIEKapCTBEHHBIX MPENapaToB
JUTSL BETEPUHAPHOTO MIPUMEHEHUS B COOTBETCTBHH C TPEOOBAHMSIMH HacTOsIIero deiepabHOro 3aK0HA;

37) ¢anbcuduuupoBaHHOe JIEKAPCTBEHHOE CPeACTBO - JIEKAPCTBEHHOE  CPEJNCTBO,
COTPOBOXKAAEMOE JIOKHOU MH(OpMaIen 0 ero cocTaBe u (MJIu) MPOU3BOIUTETIE;
38) HenoOpokauvecTBeHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTBO, HE

COOTBETCTBYIOIIEE TpeOOBaHUSIM (HapMakoOINeHOW cTaThbi JHUOO B Cliydae €€ OTCYTCTBHS TpeOOBaHUSIM
HOPMAaTUBHOM TOKyMEHTAIlMU WJIK HOPMaTUBHOTO TOKYMEHTA;

39) xoHTpadgakTHOE JIeKAPCTBEHHOE CPeACTBO - JIEKApCTBEHHOE CPEJICTBO, HAXOJsIIEecs B
000poTe ¢ HapyIIEHUEM I'PA/IaHCKOIO 3aKOHO/aTeIbCTBRA;

40) [OKJIMHUYECKOE HCCJIeJ0BAHUE JIEKAPCTBEHHOI0 CpeacTBa -  OHOJOTHYECKHE,
MHUKPOOHMOJIOTHYECKHE, MMMYHOJIOIMYECKHE, TOKCHKOJOrMyeckue, (apMakosorndeckue, (u3n4eckue,
XUMHYCCKUEC U APYTUE€ UCCIICAOBAHUA JICKAPCTBCHHOI'O CPEACTBA IMTYTEM IMPHUMCHCHUS HAYYHBIX MCTOOOB
OLIEHOK B ILIEJISIX MOJYYEHHUs JO0Ka3aTeNbCTB 0€30MacHOCTH, KauecTBa U AP(PEKTUBHOCTH JIEKAPCTBEHHOTO
CPEICTBA;

4]) kIMHHYECKOe MCCIe0BAHHE JIEKAPCTBEHHOI0 INpenapara - U3y4yeHUE THarHOCTUYECKHX,
Je4eOHbIX, MPOPUIAKTHUECKUX, (HapMaKOJIOTHYECKHX CBOMCTB JIEKApCTBEHHOTO IpernapaTra B Ipolecce
€ro INPUMEHEHMsI y 4YEJIOBEKa, JKUBOTHOIO, B TOM YHUCIJIE IPOLIECCOB BCAChIBaHWS, paCIpeneIeHMUs,
HN3MCHCHHUA W BBIBCACHHA, ITYTEM IMPHUMCHCHUA HAYYHBIX METOJ0B OIOCHOK B MHCIAX MOJTYUYCHUA
JI0Ka3aTenbcTB 0€30MacHOCTH, KadecTBa U 3((EKTUBHOCTH JIEKApCTBEHHOTO Ipenapara, JaHHBIX O
HEXCIATCIBHBIX PECAKIUAX OPraHru3Ma 4YCJIOBEKA, ) KUBOTHOI'O Ha IPUMCHCHHUEC JICKAPCTBCHHOT'O IIpCIiapara
U 00 3ddexTe ero B3aUMOJCHCTBUSA C JPYTUMH JIEKApPCTBEHHBIMM IpenapatamMu U (MJIM) MHUILEBBIMU
NpOIyKTaMU, KOpMaMmUu;

42) MHOTOLEHTPOBOE KJIMHHMYECKOEe MCCIeI0BAHUE JICKAPCTBEHHOr0 Mpenapara J1Jsi
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MEAUUMHCKOT0 TPHUMeHeHHsl - KIMHUYECKOe HCCIIeIOBaHWE JIEKAPCTBEHHOTO Iperapara i
MEIUIIMHCKOTO MPUMEHEHHS, TPOBOJUMOE pa3padOTUYMKOM JICKApCTBEHHOTO Iperapara B IBYX M Ooiee
MEIUIUHCKUX OpPraHM3alUsAX IO €AMHOMY MPOTOKOJY KIMHHUYECKOTO HCCIECIOBAHUS JIEKAPCTBEHHOTO
npenapara;

43) MeXKIyHApOJAHOe MHOTOLEHTPOBOE KJIMHMYECKOEe MCCJIe0BaHUE JIEKAPCTBEHHOIO
npenapara s MeIUIMHCKOr0 MPUMeHeHHs - KIMHUYECKOEe MCCIIEeA0BaHNE JIEKAPCTBEHHOTO TIperapara
AJId MECAUITUHCKOTO IIPUMCHCHUA, ITIPOBOANMOC pa3pa60Tq1/H<0M JICKApPCTBCHHOT'O IpfIiapaTa B pa3jJInYHbIX
CTpaHax MO eIMHOMY IPOTOKOJTY KIMHUYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOT'O MPETapaTa;

44) nocTperucTpaloOHHOEe KJIMHMYECKOe MCCJIeJOBaHUE JIEKAPCTBEHHOro mpemnapara uis
MeIUIMHCKOr0 TpPHMeHeHHsI - KIMHUYECKOe HCCIICIOBaHUE JICKAPCTBEHHOTO IIpemapara Juls
MEIUIIUHCKOTO MPUMEHEHHUs, TPOBOJMMOE MPOU3BOAUTEIEM JIEKAPCTBEHHOTO Iperapara, rpaxaaHCKui
000pOT KOTOPOTO OCYHIECTBIISICTCS IOCJIE TOCYJapCTBEHHOM DPErucTpanuy, B IENsSX JONOIHUTEIHHOTO
cOopa TaHHBIX O ero 0e30MacHOCTH U 3(P(PEKTUBHOCTH, PACIIMPEHUS MOKA3aHUI K MIPUMEHEHHUIO TaHHOTO
JIEKapCTBEHHOTO Mperapara, a TakyKe BBISIBJICHUS HEXKEJIaTeNIbHBIX PEaKIMii TAallMeHTOB Ha €ro JIeiicTBHE;

Undopmarus 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-®@3 nynkm 45 cmamvu 4 Hacmosuezo
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedaKkyuu, scmynarowell ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mekcm nynkma 6 npeovloyujeli peoaxyuu

45) uccienoBaHue 0MOIKBHBAJIEHTHOCTH JIEKAPCTBEHHOI0 NMpenapara - BUI KIMHHUYECKOTO
UCCIIEIOBAaHMS JICKAPCTBEHHOTO Mperapara, MPOBEIEHHE KOTOPOrO OCYIIECTBISIETCS UL ONPENEICHUs
CKOPOCTH BCAachlBaHWs W BBIBEJCHUS OJHOTO WM HECKOJBKUX oOOsajgarommx (HapMakoIOrudecKoi
AKTUBHOCTBIO JEHCTBYIOIIMX BEIIECTB, KOJMYECTBA JICKAPCTBEHHOTO Mperapara, JJOCTHUTAIOIIETro
CUCTEMHOTO KPOBOTOKAa, M PE3yJbTaThl KOTOPOTO IMO3BOJSIOT ClelaTh BBIBOJ O OMOIKBUBAJICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO Tperapara B ONpeIesICHHBIX JIEKAPCTBEHHOH (hopMe M JTO3UPOBKE,
COOTBETCTBYIOIIUX (POpME U JO3UPOBKE peepeHTHOTO JIEKAPCTBEHHOTO MIpernapara;

46) uccienoBaHue TepaneBTHYECKO 3KBHBAJIEHTHOCTH JIEKAPCTBEHHbIX NMpPenapaTroB - BUJ
KJIMHUYECKOTO MCCIIE0BaHUS JIEKApCTBEHHBIX IPENaparoB, MPOBEIECHHE KOTOPOTO OCYLIECTBISETCS IS
BBISIBIICHHS OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MpPENapaToB ONPEIEICHHON JIeKapCTBEHHON (PopMBI, a
TaKXKe HaJM4YUs OJIMHAKOBBIX IMOKa3aTesiel 6e30MmacHOCTH U 3(h(hEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB,
OJTMHAKOBBIX KJIMHUYECKHUX 3(h(PEKTOB MpH MX NMPHUMEHEHHH;

47) NMpPOTOKOJ KJIMHHYECKOI0 HCCJIeJOBAHHMS JEeKAPCTBEHHOr0 Mpenapara - JOKYMEHT, B
KOTOPOM OIPENEeNAIOTCS [eind, (OPMBI OpraHU3allid W METOJOJIOTHS TPOBENCHUS KIMHUYECKOTO
UCCIIE/IOBaHMs, CTAaTHMCTUYECKHE METObl 0OpaOOTKH pe3ylbTaTOB TaKOTO HCCIENOBaHHUA M MEphl IO
oOecnieyeHr0 0e30macHOCTH  (PM3MYECKUX JIML, YYacTBYIOIIMX B KIMHHUYECKOM HCCIIEJOBaHUU
JIEKapCTBEHHOT O Mpernapara;

48) Opomopa wuccjeaoBaTeJss - CBOAHOE W3JIO0KEHHUE pE3YyIbTaTOB JOKIMHHUYECKOTO
UCCIIEIOBaHMsI JIEKApPCTBEHHOI'O CPE/ICTBA M KIIMHUYECKOT0 MCCIIEJOBAHUS JIEKAPCTBEHHOTO Mpernapara s
MEIUITUTHCKOTO IPUMEHEHUS;

49) uH(popMAUMOHHBIN JHCTOK MAIMEHTA - JJOKYMEHT, B KOTOPOM COJEp>KaTcsi B JIOCTYIHOM
dopme cBeleHus, Kacalomuecs MPOBOIUMOT0 KIMHIYECKOTO MCCIIeIOBAHMUS JIGKAPCTBEHHOTO Tperapara,
U B MIMCBMEHHOM (opme T0OpOBOJILHOE COTIacue MalMeHTa Ha y4acTHe B KIMHHUYECKOM MCCIIEOBAHUU
JICKApCTBEHHOTO TIperapara Mocjie O3HAKOMIIGHHS C OCOOSHHOCTSIMH KIIMHHUYECKOTO WCCIIETOBaHHMS,
UMEIOIMMH 3HAYCHHE JJIS1 BBIPAKEHHSI TAKOTO COTJIACHS;

50) moGouyHoe JeilicTBHe - peaklMs OpraHu3Ma, BO3HUKIIAS B CBSI3M C IPUMEHEHUEM
JIEKapCTBEHHOTO TIpernapara B J103aX, PEKOMEHJYEeMbIX B HHCTPYKIMH IO €ro MPUMEHEHUIO, JUIs
PO UITAKTUKH, TUATHOCTUKH, JICUCHUS 3a00I€BaHUS WU )1 pEaOMIIUTAIIH;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 4 nacmosawezo DedepanbHo2o
3axona oononnena nynkmom 50.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
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50.1) HekenaTeqbHasi peakuusi - HEMpeAHAMEpEHHas HEOIarompusiTHas peakius OpraHu3Ma,
KOTOpPasi MOXKET OBITh CBsI3aHA C IPUMEHEHUEM JICKApCTBEHHOT'O Npenapara;

51) cepbe3nasi HexeslaTelbHAasl peaKLMsl - HEKEJaTelIbHAs peakUus OpraHu3Ma, CBSI3aHHas C
IPUMEHEHHEM JIEKAPCTBEHHOr0 IIpernapara, MpUBeAllas K CMEpPTH, BPOXKACHHBIM aHOMAIMAM WIH
NOpPOKaM pa3BUTHA JHOO TMpeAcTaBiAomas coO00H yrpo3y XH3HH, TpeOyromas TOCIUTAIN3ALUN MU
IpUBEIIAs K CTOMKON yTpare TpyJ0CcIOoCOOHOCTH U (WJIM) UHBAIUIHOCTH;

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 nynkm 52 cmamou 4 nHacmosiweco
DedepanbHo2o 3aKOHA U3N0HCEH 8 HOBOU pedaKkyuu, ecmynarowell ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mekcm nyHkma 6 npeovioyujeli peoaxkyuu

52) HenmpenBuIeHHAs HeKeJaTeJbHAsl PeaKusl - HEeKENaTeIbHAs PEaKIlysi OpraHu3Ma, KoTopas
CBSi3aHA C TPUMEHEHHEM JIEKapCTBEHHOrO IIpernapara B [03aX, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KJIMHUYECKOTO HCCJICOBaHUs, OpONIIOpE HCCIIEeIOBaTeNsd, WIM C TPUMEHEHHEM JIEKapCTBEHHOTO
mpermapara B J103aX, PEKOMEHIYEeMbIX B HMHCTPYKIIMH TIO €ro MPUMEHCHHUIO IS TPOQUITAKTHKH,
JIMarHOCTHKY, JICUCHHsI 3a00JICBaHUsl WIIM MEIUIIMHCKON peaOWInTallMy TAUEHTa, U CYIHOCTh, TSKECTh
WIA HMCXOJ] KOTOPOH HE COOTBETCTBYET MH(OPMAIMU O JEKAPCTBEHHOM INIpenapare, COJepiKalleics B
NPOTOKOJIE €ro KJIMHUYECKOTO HCCIEAOBaHMs, OpOLIOpE WCCICIOBATeNsl WIA B WHCTPYKIMH TI0
MPUMEHCHHUIO JICKaPCTBEHHOTO TIperapara;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-d3 cmamwvs 4 nacmosweco Dedepanvrozo
3aKkoHa oononnena nynkmom 52.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.1) (papmakoHag30p - BUA AEATEIBHOCTH 10 MOHHTOPUHTY A(PPEKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHBIX MpENapaToB, HAPABICHHBIM Ha BBISBICHUE, OLICHKY U MPEJOTBPAIICHUE HEeXKeNaTeIbHbIX
MOCJIE/ICTBUM MPUMEHEHHUS JICKAPCTBEHHBIX MTPENapaToB;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco DedepanvHoco
3aKOHa 0onoanena nyHkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.2) mjiaH ynpaBJieHUsl PUCKAMU - TTOJAPOOHOE ONMHUCAHME MEPONPHUATUN TIO (hapMaKOHAI30pY,
HaIlpaBJIECHHBIX Ha BBISBIEHUE, OLEHKY M NPEIOTBpPALICHUE WM MUHUMHU3ALMIO PUCKOB, CBA3AHHBIX C
JIEKapCTBEHHBIMU TpenapaTamu, BKItouas oleHKY 3 (HEKTUBHOCTH JaHHBIX MEPOTPUSITHI;

Wndopmarys 06 H3MEHEHHSAX:
Ilynkm 53 usmenen c 13 agzycma 2019 2. - @edepanvhviiti 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
APAHT:

[Tonoxxenus mynkra 53 crateu 4 (B pepaknuu OenepanbHoro 3akoHa oT 29 urojs 2017 r. N 242-D3) B
4yacTy, Kacaroueicss (opMHUpPOBaHMS U BbIJJAUM PELIETITOB Ha JIEKApCTBEHHBIE Mpenaparhl, coaepiKaline
Ha3HAYE€HUE HAPKOTUYECKUX CPEJICTB HJIU MICUXOTPOIHBIX BEIIECTB, B (hOpMeE 3JIEKTPOHHBIX JOKYMEHTOB,
npuMeHsroTcs ¢ 1 aaBaps 2019 r.

53) peuenTt Ha JieKapCTBEHHBIH Npenapar - MEIUIMHCKUNA JOKYMEHT YCTaHOBIIEHHON (hOPMBI,
CoJIepXKallMil Ha3HA4YC€HHE JIEKapCTBEHHOTO Ipenapara g MEAMIMHCKOIO NPUMEHEHMS, BbIIaHHBIA
MEIUIUHCKUM pAaOOTHUKOM B LEISIX OTIyCKa JIGKAPCTBEHHOTO Ipernapara WM €ro H3TOTOBJICHUS U
OTIIyCKa Ha OyMa)XHOM HOCHTEJIE€ WJIM C COTJacHsl MalueHTa WK ero 3aKOHHOro IpeacTaBuTeNs B popme
JJIEKTPOHHOTO JIOKYMEHTa, MOJMMCAHHOTO C HCHOJb30BAHUEM YCUJICHHOM KBAIM(DUIIMPOBAHHOM
AIIEKTPOHHOM MOJIINCH MEAUIIMHCKOTO pabOTHUKA, JTMOO0 JOKYMEHT YCTaHOBIEHHOM (hOpMBbI, copepKamuit
Ha3Ha4Y€HME JIEKapCTBEHHOT'O IpenapaTa JUulsi BETEpPUHAPHOIO NPUMEHEHUS, BBIIAHHBIN CIIEUAINCTOM B
o0JacTu BETEpUHAPUU B LENSIX OTIYCKa JIEKAPCTBEHHOTO Mpenapara Uid €ro W3roTOBJIEHHUS U OTITyCKa Ha
OyMa)KHOM HOCHUTEIIE;

Wudopmanust 00 U3MEHEHUSX:
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Ilynxkm 54 usmenen ¢ 13 aseycma 2019 e. - edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio
54) TpeGoBaHHMe MEIMIIMHCKON OPraHM3aliu, BeTEPHHAPHOI OPraHM3alMH - JOKYMEHT
YCTAHOBJICHHON (POPMBI, KOTOPBI BBHINMMCAaH MEAULIMHCKUM PaOOTHUKOM WM CIEHUAIMCTOM B 00JacTh
BETEpPUHAPUH, HMEIOIIMMU Ha 5TO MPaBO, U COJEPKUT B NUCHbMEHHOW (opMe yKazaHuUE amnTeyHOU
OpraHu3alliy WM BETEPUHAPHOW anTeYHOW OpraHu3aluu o0 OTIYCKE JIEKAPCTBEHHOTO Ipernapara Hid O
€ro M3rOTOBJIECHUH M 00 OTIIyCKe Ui oOecreueHus jJeueOHoro mpoiecca B MEIULIUHCKON OpraHU3aliH,
BETEPUHAPHOW OpPraHU3aLUY;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweco Dedepanvrozo
3aKOHA 0ONOHeHa nyHkmom 35, ecmynarowum 6 cuny ¢ 1 uons 2015 a.

55) KoMIUIEKCHasi OIIEHKAa JIGKapCTBEHHOTO IIpemapara - OILICHKa 3aperucTPpUPOBAHHOTO
JIEKapCTBEHHOT'O TperapaTa, BKIOYAroIias B ce0s aHainu3 UHGOpPMAIUU O CPaBHUTEIBHOW KIMHUYECKOM
3¢ (HEeKTUBHOCTH B OS30MACHOCTH JISKAPCTBEHHOTO IIperapaTa, OICHKY YKOHOMHUYECKUX IOCIICICTBUN €To
MPUMEHEHUS, U3Y4YEHUE JOMOJIHUTEIbHBIX MOCIEICTBUI IPUMEHEHUS JIEKapCTBEHHOTO Mpernapara B LessaxX
MPUHATUS PEHICHUNW O BO3MOXXHOCTH BKJIIOUEHHS JICKAPCTBEHHOTO IIpernapara B IepeyueHb >KU3HEHHO
HEOOXOAMMBIX W BaKHEHMINIMX JICKAPCTBEHHBIX IIPEMAapaToOB, HOPMATHBHBIC TPABOBBIC aKThl M HHBIC
JIOKYMEHTBI, OIPEICISIIONME TMOPSIOK OKa3aHUs MEIUIIMHCKON IOMOIIM, WM HUCKIIOYEHUS] €ro u3
YKa3aHHBIX [€PEeyHs, aKTOB U JOKyMEHTOB;

Undopmaris 06 n3MEHEHUAX:

Cmamus 4 oononanena nynkmom 56 ¢ 1 aneaps 2018 2. - @edepanvhuiii 3axon om 28 dexaops 2017 a.
N 425-D3
56) cucrteMa MOHMTOPUHIA JBUKEHHS JIeKAPCTBEHHBIX MPeNapaTroB s MeIUIMHCKOI0

npuMeHeHus - QenepaibHas TOCYIapCTBEHHAs WH(GOPMAIMOHHAS CHCTEMa MOHHUTOPHHTA JBHIKCHHSI
JICKapPCTBEHHBIX MpEnapaToB [UIsi MEIUIIMHCKOTO TMPUMEHEHHUS OT TMPOU3BOAMTENS J0 KOHEYHOTO
NOTPEOUTENsT C WCIOJNB30BAHMEM B OTHOIICHUHM JIEKAPCTBCHHBIX IMPEMApaToB LIS MEAUIIMHCKOTO
MPUMEHEHHUS CPEJICTB UACHTU(DUKAIIIH.

FAPAHT:

CM. kKoMMeHTapuu K cTathbe 4 Hacrosero deaepanbHOro 3aKoHa

I'nasa 2. [TosiHoOMo4us (eepajibHbIX OPraHOB UCIOJHUTEJIbHON BJIACTH, OPraHOB
HCIOJHUTEIbHOU BJIaCTH Cy0ObeKkTOB Poccmiickoii @enepanun npu oopamieHnu JIeKapCTBEHHbIX
CpPeACTB

Crarbs 5. IlosHOoMouus (enepanbHbIX OpPraHOB HCHOJIHUTENBHOW BIACTH TNpPH OOpaIleHUuu
JIEKapCTBEHHBIX CPEJICTB
K nmnomHomouumsiMm  denepanbHBIX  OpraHOB — HMCIOJHUTENBHOW  BJIACTH MpH  OOpalieHuu
JIEKAPCTBEHHBIX CPEJICTB OTHOCATCS:

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 dexabps 2014 2. N 429-®@3 6 nynkm [ cmamvu 5 Hacmosue2o
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
1) mposenenue B Poccuiickoit ®enepanuu €IWHON TOCYJapCTBEHHOM IOJUTUKUA B 001acTu
o0ecrieueHus JIeKapCTBEHHBIMU IIpenapaTamMu rpaxaa B Poccuiickoit @eneparuy;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 Oexabps 2014 2. N 429-d3 6 nynkm 2 cmamovu 5 HACMOAUWE20
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.
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Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu
2) yTBepkaeHHWE OO0mmx GdapMakonenHbIX —cTaTei, (apMakolnelHbIX cTaTed, H3JaHue
roCy/IapCTBEHHOU (hapMaKoren, CO3JaHne U BEACHHUE peecTpa papMakoneHHbIX CTaHJaPTHBIX 00pa3IoB;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 3 uzmenen c 1 urons 2021 e. - @edepanvuwiii 3akon om 11 uronss 2021 2. N 170-D3

Cm. npeovloywyro peoakyuio
3) ocymecTBieHHe (eAepaTbHOIO ToCyJapCTBEHHOTO KOHTpOJs (Ham3opa) B chepe oOpamieHus
JICKapPCTBEHHBIX CPEJICTB;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 4 uzmenen ¢ 1 urons 2021 e. - @edepanvuwiii 3akon om 11 urons 2021 2. N 170-D3

Cm. npeovloywyro peoakyuio
4) nUUEH3UpOBAaHHE MPOM3BOJCTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4YHCIe (eaepanbHbIi
TOCY/IapCTBEHHBIN JIMIICH3UOHHBII KOHTPOJIb JIESITEIBHOCTH MO TPOU3BOJICTBY JEKAPCTBEHHBIX CPEICTB,
NEPUOINYECKOE TOATBEPKICHUE COOTBETCTBHUS JIMIIEH3MATA, MMEIOIIEro JIMLEH3UI0 Ha TPOH3BOJICTBO
JIEKapCTBEHHBIX CPEACTB, U (papMaIleBTUYECKOW MESTENbHOCTH B COOTBETCTBHU C 3aKOHOJATEIbCTBOM
Poccuiickoit ®enepanuu;
TAPAHT:

Cum. [lomoxeHue O JUIEH3UPOBAHUU MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB, YTBEPXKICHHOE
nocranopiieHueM IIpaButensctBa P® ot 6 utosig 2012 r. N 686

Undopmarust 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 22 oOexkabps 2014 2. N 429-d3 6 nynkm 5 cmamvu 5 Hacmoswezo
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujeli peoaxkyuu
5) opraHM3anus 3KCIEPTU3bl JICKAPCTBEHHBIX CPEJICTB, ATHUECKOW 3KCIIEPTH3bl BO3MOXKHOCTH
MPOBEJICHUS KIMHHYECKOTO MCCIIEA0BAHUS JICKAPCTBEHHOTO Tperapara Juisi MeIUITUHCKOTO MPUMEHCHUS,
9KCIEPTH3bl  JIOKYMEHTOB, TMPEJCTaBICHHBIX JJs  OMpeJeNieHus BO3MOXKHOCTH  paccMaTpuBaTh
JICKapCTBEHHBIN TMpemapaTr uisi MEAWIIMHCKOTO TPHMEHEHHUs TPU TOCYAapCTBEHHOW pPETUCTPAllid B
KauecTBe OpaHHOTO JEKAPCTBEHHOTO Mpernapara;

Wndhopmarist 06 n3MEHEHHSX:

Deodepanvrvim 3axkonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKoHa 0ononnena nynkmom 5.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.

5.1) opraHu3anusi TPOBEACHHUS KOMIUIEKCHON OIEHKHM JIeKapCTBEHHOTO TMpernapara B IENsIX
NPHUHITHS PEIICHHH O BO3MOXKHOCTH BKJIIOUYCHHS JICKAPCTBEHHOTO IIperapara B IEepPEYeHb JKU3HEHHO
HEOOXOIUMBIX M BAXHEWUIINX JIEKaPCTBEHHBIX IpENapaToB, HOPMATHBHBIE TPABOBBIE aKThl U HWHBIE
JIOKYMEHTBI, OIPEACTSIONIUE MOPSIOK OKa3aHWs MEAWIIMHCKOW TIOMOINM WJIM WCKJIIOYEHUS €ro u3
YKa3aHHBIX MEPEeyHs, aKTOB U JJOKYMEHTOB;

6) BbIJIaYa pa3pelicHU Ha MPOBeICHNE KIIMHUICCKUX UCCIICIOBAaHHH JIGKAPCTBECHHBIX MPEapaToB,
BEJICHHE PEecTpa BBIIAHHBIX pa3pelIeHuil Ha MPOBEACHHE KIMHUYECKHUX HCCIEeIOBAHUI JIEKapCTBEHHBIX
perapaTos;

7) TOoCymapCTBEHHasl PErHCTpalusi JEKapCTBEHHBIX IMPEnapaToB, BEIEHHE TOCYIapCTBEHHOTO
peecTpa JICKapCTBEHHBIX CPEJICTR;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabpsa 2014 2. N 429-@3 nynkm 8 cmamwvu 5 Hacmoswe2o
DedepanbHo20 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, ecmynarowell 6 cuny ¢ 1 aneapsa 2016 .

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
8) opranuzanus M (WIH) MPOBEACHUE MHCIEKTHPOBAHUS CYOBEKTOB OOpaIEeHUs JIEKaPCTBEHHBIX
CPeACTB Ha COOTBETCTBHE MMpPaBHJIAM HA/JISKAIIeW JTadOopaTOpHOW MPAKTHKH, MpaBHUIaM HaJIeKalIen
KIIMHUYECKOW TMPAKTUKH, TIPaBUIIaM HaJUIeKaAIlIed MPaKTHKU XPAHEHUS M TEPEBO3KH JIEKAPCTBEHHBIX
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IpenapaToB, MpaBWIaM HaJJIeXallel AUCTPUOBIOTOPCKON MPAaKTHKH, MpaBHIaM HaJIeKallel anTeqHon
IIPAKTUKY;

Wndopmarius 06 M3MEHEHUSX:

Deodepanvrvim 3axonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmoawezo Dedepanvrozo
3aKkoHa oononnena nynkmom 8.1, ecmynarowum 6 cuny c¢ 1 urons 2015 a.

8.1) opranuzarus u (WIM) MPOBEACHUE HHCTICKTUPOBAHUS CyOBEKTOB OOpaIeHuUs JICKaPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAaHUSM IPABUII HAJUICKAIICH MPOU3BOJCTBEHHON MPAKTUKH, BbIIaua
3aKIIIOYCHUH O COOTBETCTBHHM IIPOM3BOJMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSM  IPABHII
Ha/JIeXKAIIEH IPOU3BOJICTBEHHON IPAKTHKHY;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovs 5 nacmosaweco Dedepanvrozo
3aKoHa oononnena nynkmom 8.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
8.2) ycTaHOBIIEHHE INOpsAKAa BEACHUS M BEIEHUE TOCYJapCTBEHHOI'O pEecTpa 3aKJIIOUEHUH O
COOTBETCTBUM  MPOU3BOAMTENS  JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM MpaBUJI  HaJJIeKallen
IIPOU3BOJCTBEHHOM NPAKTUKH;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 9 uzmenen c 7 urons 2019 2. - @edepanvruiii 3axon om 6 utons 2019 2. N 134-D3

Cm. npeodvloywyro peoakyuio
9) rocymapcTBEHHAas PETUCTPALMS TPEIACSIBHBIX OTIYCKHBIX I[I€H IPOU3BOJIUTENICH HA
JICKApCTBCHHBIC TMperaparbl, BKJIIOUCHHBIE B IIE€PCUCHb JKU3HEHHO HEOOXOJMMBIX U Ba)KHEHININX
JICKapCTBCHHBIX IMPEmapaToB, W BEACHUE TOCYIAPCTBEHHOIO peecTpa MPeAelbHBIX OTHYCKHBIX IICH
NPOM3BOJIUTENICH Ha JICKAPCTBEHHBIC MPENapaThl, BKIYCHHBIC B IepCUcHb KU3HEHHO HEOOXOIMMBIX H
BXHEHUININX JICKAPCTBECHHBIX MPENIAPATOB;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 utona 2015 e. N 241-D3 cmamoes 5 nacmosawe2o DedepanvHo2o 3aKoHa
oononnena nyHkmom 9.1
9.1) cormacoBanue MPOEKTOB PEIICHU OPraHOB MCIIOJTHUTEIILHON BIACTH CyOBeKTOB Poccuiickoii
Oenepanii 00 yCTaHOBICHMM W (MJIM) W3MEHEHUU TPEIENbHBIX Pa3MEPOB ONTOBBIX HAA0aBOK H
MpeACbHBIX PAa3MEPOB PO3HUYHBIX HAA0ABOK K (PAKTHUYECKUM OTHMYCKHBIM I[€HaM, YCTaHOBJICHHBIM
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MPENAPATOB, HA JIEKAPCTBEHHBIE MTPeNaparhbl, BKIIOYEHHBIE B [1€PEUECHb
YKU3HEHHO HEOOXOUMBIX U BOXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB;

Wndopmarys 06 W3MEHEHHSAX:
Ilynkm 10 usmenen c 13 agzycma 2019 2. - @edepanvhwiti 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeodvloywyro peoakyuio
10) BbIAya, YCTAaHOBJIEHHE TMOpPAJKA BBLAAYM pa3pelleHHss Ha BBO3 KOHKPETHOW MapTHH
JIEKapCTBEHHOIO cpeacTBa B Poccuiickyro denepanuio;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 10.1 usmenen ¢ 13 aszycma 2019 2. - Pedepanvusiii 3axkon om 2 aszycma 2019 2. N 297-D3

Cm. npedvioyuyio pedaxyuio

10.1) BbImaya, yCTaHOBIIGHHUE TTOPsIIKA BBIAAUN U (DOPMBI JOKYMEHTA, KOTOPBIH MOATBEPHKIAET, UTO
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O Mpernapara s MEIWIMHCKOTO IPHUMEHEHHMS OCYIIECTBIECHO B
COOTBETCTBUM C TpeOOBaHMSAMHU TpaBWII HaJuIekKallell MPOM3BOJCTBEHHONM MPAaKTUKM WJIM YTO
JIEKapCTBEHHBIA TperapaT il BETEPUHAPHOTO MPUMEHEHHS IOMyIIeH K oOpamieHuto B Poccuiickoit
denepauu, ¥ MOJUICKHUT MPEICTABICHUIO 110 TPEOOBAHUIO YIIOJTHOMOYEHHOT'O OpraHa CTpaHbl, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIN Mpenapar;

TAPAHT:

CM. AnMUHHCTpaTUBHBIN pernameHT DenepaibHOM CIyXObl 10 BETEPUHAPHOMY M (PUTOCAHUTAPHOMY
HaJ30py IO IPENOCTABICHUI0 TOCYJApCTBEHHOM YyCIyr'M II0 BblJaye JIOKYMEHTa, KOTOPBIN
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MOATBEPKJIAET, YTO JIEKAPCTBEHHBIM MpenapaT Juisi BETEPUHAPHOTO NPUMEHEHUs JOMYIIEH K
oOpamenuto B Poccuiickoit  @enepanuy, ¢ MOMICKHUT MPEACTABICHUIO MO TpPeOOBAHUIO
YIOJIHOMOYEHHOTO OpraHa CTpPaHbl, B KOTOPYIO BBO3HUTCS JIEKAPCTBEHHBIN MpeEnapar, YTBEP>KICHHBIN
npuka3zom Poccenbxo3nanzopa ot 28 nexadps 2020 r. N 1402

CM. AZIMUHUCTPATUBHBIN perjiaMeHT Mo mpejcTaBieHnio Munnpomroprom Poccuu rocynapcTBeHHOM
YCIIYTH TI0 BbIIa4e JOKYMEHTA, KOTOPBIN MOATBEPIKIACT, YTO IPOU3BOJICTBO JICKAPCTBEHHOTO Mpernapara
JUTSL METUIIMHCKOTO IPUMEHEHHSI OCYIIIECTBICHO B COOTBETCTBHH C TPEOOBAHHUSIMH TIPABHJI HaICKAIIICH
MIPOU3BOJICTBEHHOMN MPAKTUKH, U TIOJIC)KHUT MIPEICTABICHUIO 10 TPEOOBAHUIO YITOJHOMOYECHHOIO OpraHa
CTpaHbl, B KOTOPYIO BBO3UTCS JICKQPCTBEHHBIN MpenapaT, YTBEP)KACHHbBIH Mpruka3zoM MHUHIIpOMTOpra
Poccun ot 31 mexadpst 2015 r. N 4369

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 13 wurona 2015 2. N 241-@3 ¢ nynkm 10.2 cmamvu 5 Hacmosuezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
10.2) BbIIa4a, yCTAaHOBICHHUE MOPSIKA BbIAAYM M (OPMBI JIOKYMEHTA, COJCPIKAIIETO CBEJCHHS O
CTaausIX TEXHOJOTHYECKOTO TIpOIecca IMPOU3BOACTBA JIEKAPCTBEHHOTO CPEICTBA ISl METUIIMHCKOTO
NPUMEHEHHUS, OCYIIECTBIISIEMbIX HA TEPPUTOPHH EBpa3niickoro SKOHOMUYECKOTO COH03a;
TAPAHT:

CM. AnmuHuCTpaTUBHBIN periiaMeHT MuHnpomropra Poccuu mo npeaocTaBiieHHIO TOCYIapCTBEHHOU
YCIyTH IO BbIJAY€ JIOKYMEHTA, COJEP)KALLEro CBEACHHUS O CTausX TEXHOJOTMYECKOro Ipoliecca
MIPOU3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA JUIsl MEAUIMHCKOrO MPUMEHEHMS, OCYLIECTBISIEMBIX Ha
TeppUTOpUr EBpa3uilcKoro 5KOHOMUYECKOrO COK03a, YTBEPKICHHBIN nprkazom Munnpomropra Poccuun
ot 31 nexabps 2015 r. N 4368

11) co3ganue coBETOB MO BOIIPOCAM, CBSI3aHHBIM C OOpaIleHUEM JICKAPCTBEHHBIX CPEJICTB;
12) arrecTanus u cepTUQUKAIUS CICIHATUCTOB;
13) yrparun cuny;

Wndopmarys 06 H3MEeHEHHSAX:
Cm. mexcm nynkma 13 cmamou 5

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 nynkm 14 cmamwvu 5 nacmoswe2o
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynatoujeti ¢ cuny ¢ 1 uronsa 2015 a.

Cm. mexcm nynkma 8 npeovioyujell peoaxKyuu

14) ocymiecTBiaeHue hapmMakoHaI30pa;

15) yuactue B MeXAyHApOIHOM COTPYIHUYECTBE;

16) mony4yeHue Mo 3ampocaM YIMOJHOMOYEHHOTO (eepaibHOr0 OpraHa MCIOJHUTEIHHOM BIACTH
OT OpraHoB MCIIOJHUTEIbHON BiacTH cyObekToB Poccuiickoit denepanum, a Takke OT CyOBEKTOB
oOpamieHnst JIeKapCTBEHHBIX CPEACTB ISl MEAWIMHCKOTO TNPUMEHEHHUs WHQPOpPMaluu IO BOMPOCaAM
YCTaHOBJICHHS M IPUMEHEHHUS 1I€H Ha JIEKapCTBEHHBIE TpernapaThl U Ha/I0aBOK K HUM;

17) mnpumeHeHHMe Mep OTBETCTBEHHOCTH 3a HapylIeHHE 3aKoHOaTenbcTBa Poccuiickoit
denepaunu;

Hndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 Oexabpsa 2014 2. N 429-dD3 cmamovs 5 nacmosawezo Dedepanvrozo
3aKoHa dononnena nynkmom 18, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

18) yTBepkIeHHWE TpaBWJI HaJUIekKalied TabopaTOpHOW TMPAKTUKU, [PABWI  HAJJIeKaAIICH
KIIMHUYECKOW TMPAKTUKH, [PABWI HAIJIEkKaAEd NPOU3BOJCTBEHHOW NPAKTHKU, [PABWI HaJJIekKaIen
MPAKTUKU XPAaHEHUS U MEePEBO3KU JIEKAPCTBEHHBIX MIPENapaToB, MPaBUJl HAAIEXKAIIEH JUCTPUOBIOTOPCKOM
MPAKTUKHU, TIPABUJI HaJyIeXkalleld arnTeyHoN MPaKTUKH, MMpaBWI HaJUIeKalled MpakTHKU (apMakoHaI30pa
JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO TPUMEHEHUS;

Hndopmarus 06 H3MEHEHHSX:

30.09.20211 Cuctema 'APAHT 15/139


http://internet.garant.ru/document/redirect/400289244/0
http://internet.garant.ru/document/redirect/71446278/1000
http://internet.garant.ru/document/redirect/71446278/0
http://internet.garant.ru/document/redirect/71127950/122
http://internet.garant.ru/document/redirect/57402046/50102
http://internet.garant.ru/document/redirect/71446276/1000
http://internet.garant.ru/document/redirect/71446276/0
http://internet.garant.ru/document/redirect/4192323/2000
http://internet.garant.ru/document/redirect/70405818/13101
http://internet.garant.ru/document/redirect/58060338/5013
http://internet.garant.ru/document/redirect/70826338/129
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/57503072/5014
http://internet.garant.ru/document/redirect/70826338/1210
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/71473446/1000
http://internet.garant.ru/document/redirect/70451198/1000
http://internet.garant.ru/document/redirect/71582808/1000

®denepanbublii 3ak0H oT 12 ampenst 2010 r. N 61-D3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

Deoepanvrvim 3axonom om 22 Oexabpsa 2014 2. N 429-d3 cmamvs 5 nacmosawezo Dedepanvrozo
3aKoHa oononnena nynkmom 19, ecmynarowum 6 cuny c¢ 1 urons 2015 a.
19) ycranoBneHue mopsiaka (OPMUPOBAHUS PETUCTPAMMOHHOTO JOChE HAa JIGKAPCTBEHHBIM
npemnapar u TpeOOBaHUH K TOKYMEHTaM B €r0 COCTAaBE;

Wndopmarius 06 n3MEHEHUX:

Deodepanvrvim 3axonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmoawezo Dedepanvrozo
3akoHa oonoanena nynkmom 20, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
20) yTBepKJIEHHE IPaBUJI PAllMOHAIBLHOTO BhIOOpA HAMMEHOBAHMH JICKAPCTBCHHBIX IIPEIapaToB
JUTSE METUITUHCKOTO TIPUMEHCHUS;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKoHa oononnena nynkmom 21, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
21) yTBepkaeHHE riepevHs HAMMEHOBaHUN JIGKAPCTBEHHBIX (POPM;
22) yrpatuia cuiy ¢ 1 mapta 2020 r. - ©enepanbubiii 3akoH oT 27 aekadps 2019 r. N 475-03

Undopmarist 06 n3MEHEHUAX:
CMm. npedvloyuyro pedaKyuio

Deodepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKoHa oononxena nynkmom 23, ecmynarowum 6 cuny ¢ 1 uions 2015 a.
23) yrBepkaeHUEe TpeOOBaHWN K MHCTPYKIHUU MO MEIUIIMHCKOMY TPUMEHEHHUIO JICKaPCTBEHHBIX
IpenapaToB U K MHCTPYKLUHU IO BETEPHHAPHOMY IMPUMEHEHUIO JIeKapCTBEHHBIX MPEnapaTos;

Undopmarus 06 n3MEHEHUX:
Ilynkm 24 usmenen ¢ 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloyuyro pedaKyuio

24) mpuHATHE PEIICHUM, SBIISIONIMXCS OCHOBAHUSAMHM JIJISi BKJIFOYCHHS JOMEHHBIX MMEH W (WJIN)
yKazaTeneil cTpaHul] caliToB B HMH(OPMAIMOHHO-TEIEKOMMYHUKAIMOHHON cetn "MHTepHeT", a Takke
CETEBBIX aJIPECOB B E€IMHYI0 aBTOMATHU3HPOBaHHYIO HH(poOpManMoHHYI0 cucreMy "Eaunbslii peectp
JIOMEHHBIX HMMEH, YKa3aTesled CTpaHul] CalTOB B HH(OPMAIMOHHO-TENIEKOMMYHHUKAIIMOHHON CeTH
"UuTepuer” " CETEBBIX aJpecoB, ITO3BOJISAOIINX UACHTU(DULIIPOBATH CalThI B
UH(POPMALIMOHHO-TEIEKOMMYHUKAITMOHHON CEeTH "NuTepHer", coJieprKaliye uHpOpMaIHIo,
pacripoctpanenue Kotopoil B Poccuiickoit ®enepanuu 3ampemieHo”, B OTHOIIEHUH WHQOpMaIuu,
coJiepKallel NpeUIoKEHUE O PO3HUYHOW TOProOBJIE JIEKAPCTBEHHBIMU IIpenaparaMy, B TOM YHCIE
JUCTAHIIMOHHBIM ~ CIIOCOOOM, pPO3HHMYHAs TOPIOBIS KOTOPBIMU OTpaHUMYEHAa WJIM 3alpelieHa B
COOTBETCTBUM ¢ HacTosmuM DenepanbHbIM 3aKOHOM, U (WIK) UH(OPMAIUH, CoAepKalel MpeIoKeHUe O
PO3HUYHOM TOProBIIE JIEKAPCTBEHHBIMU MpenapaTaMy, B TOM YHCII€ TUCTAHIIMOHHBIM CIIOCOOOM, JIHIIaMH,
HE MMEIOIIMMH JIMLEH3UM U pPa3pelleHMs] Ha OCYIIECTBIIEHUE TAaKOW IEATENBHOCTH, €CIH TOIY4YEHHE
JUIEH3UU U pa3pellieHus: IPeyCMOTPEHO 3aKOHOIAaTEIbCTBOM 00 00pallieHNH JIEKAPCTBEHHBIX CPE/ICTB;

Wndopmarys 06 H3MEHEHHSAX:

Cmamows 5 0ononnena nynkmom 25 ¢ 29 nosops 2019 . - @edepanvhsiii 3akon om 28 noabpsa 2018 2. N
449-D3
25) BBIZIa4a pa3pelieHrnid Ha BBOJ B TPAXKIAHCKUM 000pPOT UMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX
IIPENapaToB.
TAPAHT:

CM. KOMMeHTapHH K cTaThe 5 HacTosuiero deaepanbHOro 3aKkoHa

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 13 utona 2015 o. N 233-D3 nacmosawuii Dedepanvhulil 3aKOH OONOJIHEH
cmamveu 5.1
TAPAHT:
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[Tonoxkenus crateu 5.1 pacnpocTpaHsIOTCS HAa MOJTHOMOYHS (eAepalbHbIX OPraHOB MCIOIHUTEIbHOM
BJIACTH, KOTOPBIE HE MEpelaHbl sl OCYIIECTBICHHS OpraHaM roCyJapCTBEHHOM BiacTu Cy0ObeKToB PO u
OpraHamM MeCTHOT'O CaMOYIIPaBJICHHUS COOTBETCTBYIOIIUMH (peepatbHbBIMHA 3aKOHAMH

Crarbs 5.1. Ilepenaua ocymiecTBICHUSI MOJHOMOYUN (eepalbHBIX OPTraHOB HMCIOJHUTEIHLHOU
BJIACTH MpHU OOpAIIEHUH JIEKAPCTBEHHBIX CPEICTB OpraHaM HCIIOJHUTEIBHOW BIIACTH
cyowsekToB Poccuiickoi denepanun

[TomHOMOUMS (enepanbHBIX OPTaHOB HCIIOJHUTENBLHOW BJIACTH MPHU OOPAIICHUHU JICKAPCTBEHHBIX

CpPEeACTB, MpeAyCMOTpeHHble HacrosumM @DenepanbHbIM  3aKOHOM, MOIYT I€pelaBaTbCs  AJIA
OCYIIECTBIICHHsSI ~ OpraHaM  HCIOJHUTEIbHOM  BiIacTh  cyObekToB  Poccuiickoit ~ ®enepauuu
nocranoBienusMu [IpaBurensctBa Poccuiickoit @enepanuu B nopsiake, ycTaHoBIeHHOM DejepaibHbIM
3akOHOM OT 6 OKTs0ps 1999 roga N 184-@3 "OO6 0o0muMX NPUHIUIAX OPraHU3alMH 3aKOHOJATEIbHBIX
(mpencTaBUTENbHBIX) W MCIOJHUTEIBHBIX OPraHOB TOCYIapCTBEHHOM BiacTu cyObekToB Poccuiickoii
Oepnepanun".

TAPAHT:

CwMm. KOMMCHTApHUH K CTAaThC 5.1 HaCTOAIICTO (Dez[epanLHoro 3aK0OHa

Crarb 6. [TosiHOMOYMSI OPraHOB UCIIOJHHUTEIBHOM BlacTh cyobekTa Poccuiickoit deneparyu npu

00OpalleHUH JTeKapCTBEHHBIX CPEICTB

K mosHOMOUYMSM OpraHoB HCIIOJHUTEIBHONH BiIacTH cyObekra Poccuiickoit ®exepanuu mnpu
O6paHI€HI/II/I JICKAPCTBCHHBIX CPCACTB OTHOCATCA:

1) pa3paboTka 1 peau3aliysi perioHaIbHBIX IPOrpaMM 00ECIICUCHUS HACEIICHUS JICKAPCTBECHHBIMU
nperapaTamu;

2) ycTaHOBJICHHE MPEICIBHBIX Pa3MEPOB ONTOBBIX HAJA0AaBOK U MPEICIbHBIX Pa3MEPOB POZHUYHBIX
HaI[6aBOK K (1)aKTI/I‘-IeCKI/IM OTIIYCKHBIM II€HaM, YCTAHOBJICHHBIM IIPOU3BOJUTCIIAIMU JICKAPCTBCHHBIX
npenapaToB, Ha JICKAPCTBEHHBIC IpENaparbl, BKIIOYCHHBIC B I[E€PEYCHb JKM3HCHHO HEOOXOJUMBIX H
BAKHEUILNX JICKAPCTBEHHBIX IIPENApaToB;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 3 usmenen ¢ 1 mapma 2020 a. - Dedepanvhuiii 3axon om 27 oexaobps 2019 2. N 475-D3

Cm. npedvloyuyro pedaKyuio

3) ocymiecTBICHHE pPETHOHAIBHOTO TOCYJAapCTBEHHOTO KOHTPOJIS 3a MpPHMEHEHHEeM IIeH Ha
JIeKapCTBEHHbIE TIpernaparbl, BKIIOUYEHHBIE B I€PEUCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX MpPENapaToB, OPraHU3AlUSMH ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEICTBAMH,
anTEeYHbIMH OpTraHU3aLMAMM, WHIUBUIYaJIbHBIMH NPEANPUHUMATENISAMH, HMEIOIUMH JIMLEH3UI0 Ha
(dapMareBTUYECKYI0 JIeATENIbHOCTh, MEAWIMHCKUMH OpTaHU3AIMsIMHA, WMEIOMIMMHU JIUICH3UI0 Ha
(bapMaleBTUYECKYI0 JI€ATEIbHOCTh, W HMX O000COOJEHHBIMH MOJpa3JeieHusIMU  (aMOyJIaTOPHSIMH,
GbenpamepckuMu U QenpAILepCcKo-aKyIIepCKUMH MyHKTaMH, IIEHTpaMu (OTAEICHUsIMH) 0011ei BpaueOHOM
(ceMeitHOM) TIPAaKTHUKH), PACIIONIOKEHHBIMH B CEIBCKUX HACEICHHBIX IYHKTAaX, B KOTOPHIX OTCYTCTBYIOT
anTeyHble OpraHu3allu;

Wudopmanust 06 U3MEHEHUSX:

Cmamuvs 6 donoanena nynkmom 4 ¢ 1 aneaps 2018 . - @edepanvuviti 3akon om 29 uiona 2017 a.
N 242-@3
TAPAHT:

[Tonoxenus nynkra 4 crarpu 6 (B penakmun denepanbHoro 3akoHa oT 29 urons 2017 r. N 242-D3) B
YacTy, Kacarouieicss (opMHUPOBAaHUS U BbIJAUM PELIETITOB Ha JIEKAPCTBEHHBIE IMpernapaThl, COJIEpKallie
Ha3HA4YE€HUE HAPKOTUUECKUX CPEJICTB MJIU IMICUXOTPOIHBIX BEIIECTB, B (hOpME 3IEKTPOHHBIX JOKYMEHTOB,
npuMeHsroTcs ¢ 1 aaBaps 2019 r.

4) npuHsATHE pelIeHuss 00 HCIOJIb30BaHMU Ha Tepputopuu cyobekra Poccuiickoir deneparyn
Hapsily C pelienTaMu Ha JIEKapCTBEHHbIE MpernapaThl, 0OpMICHHBIMU Ha OyMa)kHOM HOCHUTEJE, PELENTOB
Ha JIEKApCTBEHHBIC MIpenapaTsl, CPOPMUPOBAHHBIX B (HOPME AIEKTPOHHBIX JOKYMEHTOB.
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FAPAHT:
CwMm. KOMMCHTApHUHU K CTATbC 6 HaCTOoAIICTO (DeI[epaJ'IBHOFO 3aKOHa

I'naBa 3. I'ocynapcrBennas ¢papmakonest

Cratbs 7. Pa3zpaboTka 1 n31anue rocyJapcTBEHHOHN apMaKkorer, pa3MelieHue JaHHbIX O HeH
1. IMox rocymapcTBeHHOU (hapmakormeeid MOHMMAETCs CBOA OO0MMX (apMaKONEWHBIX CTaTel H
(dbapMaKoIeHHBIX CTaTeH.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-dD3 6 uacmv 2 cmamvu 7 Hacmosue2o
DedepanvbHo20o 3aKOHA 6HEeCeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. Paspaborka oOmux (apMakorelHbIX cTaTedl W (apMaKONEHHBIX CTaTel, B TOM YHCIIEC
dapMakoreHbIX CcTaTe Ha (apMakONeWHBIE CTaHTApTHBIC OO0paslbl, HW BKJIIOYCHHE UX B
rOCYy/IapCTBEHHYIO0 (apMaKoOIlel0 OCYIIECTBISIIOTCS B TOpPSJIKEe, YCTAHOBIEHHOM YHOJHOMOYEHHBIM
deneparbHBIM OPTaHOM UCTIOTHUTEIHLHOM BIIACTH.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexkabpsa 2014 e. N 429-d3 ¢ uacmv 3 cmamvu 7 Hacmosujezo
DedepanvbHo2o 3aKOHA BHECeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

3. Pa3paboTtka (apmakoneitHON cTaTbu Ha peepeHTHBIN JIeKapCTBEHHBIN TIpernapar U BKIOYEHHE
€e B TOCYJapCTBEHHYIO (hapMakoIer B TEUYEHHWE CpPOKa JEHCTBUS 3alllMThl MCKIIOYUTEILHOTO MpaBa,
YIOCTOBEPEHHOTO0 MAaTEHTOM Ha pe(epeHTHBIN JeKapCTBEHHBIM Mpernapar, OCYUIECTBISIOTCS C COTJIacus
ero pa3paboT4uKa.

4. TocynapctBeHHass QapMakomness H3JaeTcs YIOJTHOMOYEHHBIM  (eiepalibHBIM — OPTaHOM
VCIIOJTHUTENIbHOM BJIaCTH 3a CUET CPEICTB (efepanbHOro OIOPKEeTa U MOUICKUT MEepeu3JaHusIM He pexe
YyeM OJIMH pa3 B MATh JIET, B MEPHOJ MEXAY KOTOPBIMU HM3JAIOTCS MPUIOKEHUS K TOCYJapCTBEHHOM
dapmakoriee, cojepxkamue oOmme (apmakoneiiHsie ctaThu M (W) ¢dapMakoneWHbIE CTaThH,
YTBEPKACHHBIE TIOCIE U3/IaHUs WM Mepeu3AaHus TOCYIapCTBEHHON (hapMaKomeH.

5. YmonHoMoYeHHBIM (enepanbHbIi OpraH HWCIOJMHUTEIBHOW BIACTH pa3MeEIaeT JIaHHBIE O
roCcy/IapCcTBEHHOU (papMakoriee U MPUIOKEHUSIX K Hel Ha cBoeM oduiinaabHOM caiite B ceTu "MHTepHer"
B YCTAHOBJICHHOM UM TIOPSIJIKE.

TAPAHT:

Cwm. KOMMCHTApHHU K CTAThC "7 HACTOSIIETO (DeﬂepaJIBHOFO 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:
Haumenosanue usmeneno c 1 utons 2021 2. - @edepanvuviii 3akon om 11 utons 2021 2. N 170-D3
Cm. npedvioyuyio pedaxyuio

I'nasa 4. JInnen3supoBanmne Npou3BoACTBA JIEKAPCTBEHHBIX CPeACTB U (hapManeBTHYECKOI
AesITeJIbHOCTH, TOCYIapCTBEHHbI KOHTPOJIb (Haa30p) B cepe o0pamieHus JeKAPCTBEHHBIX CPEICTB

Crarba 8. JluneHsupoBaHue NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M (hapMmarieBTHUECKON
JESATEIIBHOCTH
1. JInien3supoBaHue MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (papManeBTUUECKON JesITeNbHOCTH
OCYILIECTBIISIETCS] B COOTBETCTBUHM € 3aKOHOAATENLCTBOM Poccuiickoit @eneparnumu.
2. OOGs3arenbHBIM YCIOBHEM MPEAOCTaBICHMS JUIEH3UM Ha MPOM3BOJACTBO JIEKAPCTBEHHBIX
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CPEIICTB SIBISICTCS MPUIIOKEHUE K 3asBICHUIO COMCKATENsl JHIICH3UH MEePEUHs JIEKapCTBEHHBIX (hopMm u
(unn) BUAOB (apmalleBTUUECKUX CYOCTaHLMH, KOTOpble NPOU3BOAMTENIbL JIEKAPCTBEHHBIX CPEACTB
HaMEpPEH POU3BOIUTD.

UH(opmanus 06 u3MeHeHHAX:
Yacmo 3 usmenena ¢ 1 mapma 2022 2. - @edepanvruiii 3akon om 11 urona 2021 2. N 170-D3
Cm. 6yoywyro pedaxyuio
Yacmo 3 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro
3. B ciy4ae HEOOXOIUMOCTU PAaCHIMPEHUS] IPOU3BOICTBA JIEKAPCTBEHHBIX CPEICTB 3a CYET HOBBIX
JIeKapCTBEHHBIX (pOpM U BUIOB (apMalleBTUUECKUX CYyOCTaHIMI MPOU3BOAUTEND JIEKAPCTBEHHBIX CPE/ICTB
JIOJKEH 1epeoOpPMUTH JTULIEH3HIO Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/CTB.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 8 oonoanena yacmoio 4 ¢ 29 dexkadps 2020 e. - Dedepanvhuiil 3axon om 27 dekaops 2019 e. N
481-D3
4. JInueHs3us: Ha TPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((papmaneBTHUECKON CyOCTaHIIUN CIIHpTa
STUJIOBOTO (3TaHOJA) BbIACTCS INPH YCIOBUU HAIWYMsA y OpraHu3allM Ha IpaBe COOCTBEHHOCTH,
XO3SIICTBEHHOI'O BEJICHUS! WJIM ONEPATUBHOIO YIPABIEHHSI OCHOBHOTO TEXHOJOTHYECKOTO0 000PYI0OBaHUS
JUIs TPOM3BOJCTBA STHJIOBOIO CIHMPTA, 3apErMCTPUPOBAHHOTO B COOTBETCTBUU €O cratheil 14.1
@OenepanpHOoro 3akoHa OT 22 HOsiOpst 1995 roma N 171-®@3 "O rocymapCTBEHHOM peryIupOBaHHU
IPOM3BOJICTBA M 00OPOTa 3TWJIOBOIO CHHUPTA, AJKOTOJBHOM M CIMPTOCOEp:Kalled NpoayKuuu u o0
OrpaHMYEHUU NOTpeOIeHUs (PACIUTHA) AJIKOTOJIbHONU MPOAYKIIMH".
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 8 HaCTOAIICTO CDeI[epaanoro 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

DeodepanvHulll 3akon donoanen cmamveti 8.1 ¢ 29 odexabpsa 2020 e. - Dedepanvhviii 3akon om 27
Ooexaops 2019 . N 481-D3
Crarbst  8.1. OcoOeHHOCTHM JUIIEH3UPOBAaHUS IPOMU3BOJACTBA  JIEKAPCTBEHHBIX  CPENCTB
(papmaneBTHUECKOI CyOCTaHIIMU CIIUPTA STUIOBOTO (ITAHOJIA)

1. [eiicTBMe JIMLEH3UMM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CpeAcTB ((apmarieBTHUYECKON
CyOCTaHIIMM CHOUpPTa STHIOBOIO (3TaHOIA) MPHOCTAHABIMBAETCS B YacTH IpaBa Ha IPOM3BOJCTBO
(dapmalieBTUYECKON CyOCTaHIIMU CIMpTa 3TUIOBOTO (3TaHOJA) JHUIEH3UPYIOUIMM OPraHoM B Cllydasx,
onpeneneHHbIX crarbeil 20 ®denepanbHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nuueH3zupoBaHUU
OTJIECNbHBIX BUJOB JAEATEIbHOCTU", a TakXe Ha CPOK IPHUOCTAHOBIEHMS MAEHCTBHS JIMIEH3UM Ha
IPOM3BOJICTBO ATUJIIOBOTO CHHMPTA Ul MPOU3BOJACTBA (hapMaleBTHUECKOW CYOCTaHIIMM CIUPTA 3THIOBOTO
(9TaHOJNa), BBIJAHHON B COOTBETCTBUU ¢ DejiepanbHbIM 3aKk0HOM OT 22 Hosiops 1995 roga N 171-03 "O
rOCYyJapCTBEHHOM pPEryJUpOBaHUM TMPOU3BOJACTBA M 000pOTa S3THIIOBOIO CIHPTA, AJKOTOJBHOH W
CHUPTOCOEpIKaIIEeH MPOIYKIIMU U 00 OrpaHNYEeHUHU TOTPeOIeHHs (PaCIUTH) AJIKOTOJIBHOW MPOTyKITH'".

2. JlelicTBMEe JUIEH3MM Ha NPOM3BOJCTBO JIEKAPCTBEHHBIX CpeACTB ((apMalieBTUYECKOM
CyOCTaHIIMM CHOUpPTa S3TUJIOBOTO (STaHOJA) B YacTH IpaBa Ha MPOMU3BOACTBO (apMaleBTUUYECKON
CyOCTaHIIMM CHHpTa STUIOBOTO (3TaHONA) NpEeKpallaeTrcs JIUIEH3UPYIOIUM OpraHoM B Clly4asX,
onpeaeneHHbIx cratbeii 20 denepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O nuieH3upoBaHun
OTJENBHBIX BUJIOB JAEATENBHOCTH", a TakXke C JaThl MpPEKpalleHWus WIM aHHYJIMPOBAaHUS JeHcTBUSA
JUIEH3UU Ha MPOU3BOJCTBO ATHIJIOBOTO CHHUPTA IS MPOU3BOJCTBA (apMaleBTUYECKOW CyOCTaHIIUU
CIHMpTa ATUIIOBOTO (3TaHOJA), BBIIAHHOW B COOTBETCTBUU ¢ DejepasbHbIM 3aKOHOM OT 22 HOSOpS
1995 roma N 171-®3 "O rocyaapCTBEHHOM PETYJIUPOBAHUH MPOU3BOJICTBA U 000POTA ATHIIOBOTO CIUPTA,
QJIKOTOJIBHOM M cnMpTOocoJepXkalieil Npoaykuuu U 00 OrpaHWYeHHH NOTpedieHus (paciuTHs)
AJIKOTOJILHOM MPOTyKIUH'".
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Wndopmarus 06 H3MEHEHHSX:
Cmamows 9 usmenena c 1 uronsn 2021 2. - @edepanvroiii 3axon om 11 urousn 2021 2. N 170-D3

CMm. npedvloyuyro pedaKyuio

Cratba 9. ['ocynapcTBeHHBIN KOHTPOIIb (HaA30p) B chepe oOpaleHus IeKapCTBEHHBIX CPEICTB

1. TocynmapcTBeHHBIII KOHTpOJb (Ham30p) B cdepe oOpamieHus JEKapCTBEHHBIX CPEACTB
OCYIIIECTBIISIETCS MOCPEACTBOM (peiepalibHOTO TOCYIAapCTBEHHOIO KOHTpoJis (Ham3opa) B cdepe
oOpalieHus: JIGKAPCTBEHHBIX CPEACTB M (PeaepanbHOTO TOCYJapCTBEHHOTO JIHIICH3MOHHOTO KOHTPOJIS
NESTENIbHOCTH 10 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIIsIEMBIX (efepaibHbIMU OpraHaMu
WCIIOJIHUTENILHOM BIIACTH, YIIOJIHOMOYEHHBIMU [IpaBurtensctBoM Poccuiickon @enepannu.

2. Ilpeametom GdenepaibHOTO TOCYIAPCTBEHHOTO KOHTPOJs (Ham3opa) B chepe oOpamieHus
JIEKaPCTBEHHBIX CPE/ICTB SBIISIOTCSA:

1) cobmoneHune obs3aTeNnbHBIX TpeOOBaHMM B chepe oOpalleHus JIeKapCTBEHHBIX CPEICTB, B TOM
YHClIe:

a) TpeOOBaHMU K JOKIMHUYECKHM HCCIEAOBAHUAM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
UCCJIEJOBAaHMSIM  JIEKAPCTBEHHBIX IIPENapaToB, W3TOTOBIEHUIO, XPAHEHHUIO, IIEPEBO3KE, BBO3Y B
Poccuiickyro ®enepanuio, OTIYCKY, peanu3aliy, I[epenadye, OpoJake JEKapCTBEHHBIX CpPEICTB,
IPUMEHEHHUIO JIEKApCTBEHHBIX IPENapaTroB, YHUYTOXKEHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBJICHUIO
MPOU3BOIUTENSIMUA JIEKAPCTBEHHBIX TpENaparoB II€H Ha JIGKAPCTBEHHBIC Iperaparbl, BKIIOYECHHBIC B
[epEeYCHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX IPENapaToB;

0) TpeOOBaHMI K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEACTB, HAXOAAIIUXCS B OOpalleHHH,
NOKa3aTessiM KauecTBa, dQQEeKTHBHOCTH U 0€30IaCHOCTH, YCTAHOBJICHHBIM B COOTBETCTBUU C HACTOSIIIUM
®DenepallbHBIM 3aKOHOM;

B) TpeOOBaHUI K COONIONIEHHIO CyOBEKTaMU OOpalleHHs JEKapCTBEHHBIX CPENICTB, YKa3aHHBIX B
yactu | crateu 67.1 Hactosimero denepaibHOro 3aKOHA, OTPAHUYCHMM, HaJlaraeéMbIX cTtaThsimu 67.1 u
67.2 nacrosmero @eaepaibHOro 3aKOHA;

2) cobOmiofieHHe JIMIEH3UOHHBIX TpeOOBaHMH K  OCYHIECTBICHHIO  (hapMaleBTHUECKON
NeSITEIIbHOCTH;

3) cobmoieHne TpeOoBaHUH K MPEAOCTABICHUIO CYObEeKTaMH 0OpallleHus JIEKApCTBEHHBIX CPE/ICTB
uH(pOpMallul O JIEKAPCTBEHHBIX CPEICTBAaX W (WJIM) JIEKAPCTBEHHBIX Ipernaparax, MpeayCMOTPEHHOU
cratesamu 9.1, 52.1 u 64 Hactosero denepanbHOro 3aKoHa.

3. Tlpu ocymectBieHnn (denepajibHOTO TOCYAApCTBEHHOTO KOHTpoOJisi (Haa3opa) B cdepe
oOpallleHnsl JIeKapCTBEHHBIX CPEJCTB MPOBOAATCSA CIEAYIOUIME BHJbl KOHTPOJBHBIX (HAA30PHBIX)
MEPOIIPHUATHI:

1) noxymMeHTapHas IPOBEPKa;

2) BBIE3/IHAS TIPOBEPKA;

3) BBIOOPOYHBIM KOHTPOJIb KAUECTBa;

4) KOHTpOJIbHAS 3aKYIKa;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOmojgeHue 3a coONMIoIeHHEeM O0s3aTeNbHBIX TpeOOBaHUI (MOHUTOPUHI O€30MaCHOCTH)
(papmaxonamzop).

4. Opranuzaiys 1 ocyliecTBiIeHne (heepalbHOr0 rOCyIapCTBEHHOTO KOHTPOJIA (Haa3opa) B cdhepe
oOpalieHus: JEeKapCTBEHHBIX CpPeACTB peryiupyiorca dDepepanbHbiM 3akoHoM oT 31 wmions 2020 roxa
N 248-®3 "O rocynapcTBEHHOM KOHTpoJsie (HaA30pe) M MYHUIMIAIBHOM KOHTposie B Poccuiickoii
Oenepaunn".

5. BuennaHOBBIN BBHIOOPOYHBIH KOHTPOJb KayecTBa MPOBOJUTCA B TOM 4HCIE Ha OCHOBAaHUU
IIPOrPaMMBbI IIPOBEPOK.

6. [11aHOBBINM BIOOPOYHBINM KOHTPOJIb Ka4€CTBA HE MPOBOJIUTCSI.

7. Ilo pe3ynbraTaM BIOOPOYHOTO KOHTPOJISL KAYECTBA HAPSIY C PELICHUAMH, IPEIYyCMOTPEHHBIMU
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D®enepanbubiv 3akoHoM OT 31 mronst 2020 rona N 248-D3 "O rocynapCTBEHHOM KOHTposie (Haa3ope) u
MYHHITUIIATLHOM KOHTpoJie B Poccuiickoit ®enepanuu, denepaqbHBIMA OpraHaMH HCIIOTHUTEIBHOM
BJIACTH, YINOJIHOMOYEHHBIMM Ha OCYILECTBICHHE BBIOOPOUYHOIO KOHTPOJII KadyecTBa, NPUHUMAIOTCA
CJIEYIOLNE PELICHUS:

1) o manpHellIeM TpaXkJIaHCKOM O0OpOTE CEpUH, MAPTHUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O
CpelAcTBa B Cily4yae MOATBEPKACHMS IO pe3ysbTaTaM IPOBEACHHBIX UCIBITAHUN COOTBETCTBUS KAayeCTBa
JIEKApCTBEHHOTO CPEJICTBA YCTAHOBICHHBIM TPEOOBAHUSAM;

2) 00 U3BATUM U3 TPAKAAHCKOrO 00OpOTa CepuH, MAPTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O
CPEICTBA B CIyyae BBIABICHUS IO Pe3yJbTaTaM IIPOBEIEHHBIX MCIBITAHUM HECOOTBETCTBHUS KadyecTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBJICHHBIM TPEOOBaAHUSM;

3) o mepeBojie JEKAPCTBEHHOTO CpPEACTBA HA IOCEPUIHBIN BHIOOPOYHBIN KOHTPOJIH KadecTBa
JIEKAPCTBEHHBIX CPEJICTB B Clydae MOBTOPHOI'O BBISBIEHUS HECOOTBETCTBHSI KaueCTBA JIEKAPCTBEHHOI'O
CPEIICTBA YCTAaHOBJIICHHBIM TpeOOBaHHUSIM W (IIPU HEOOXOJUMOCTH) O MPOBEPKE CyOBEKTa OOpalnicHus
JIEKapCTBEHHBIX CpeACTB. Pacxo/pl, CBA3aHHBIE C MPOBEACHUEM MOCEPUIHOTO BBIOOPOYHOTO KOHTPOIS,
OIUIAYMBAIOTCSl TIPOMU3BOJUTENIEM JIEKAPCTBEHHOIO CpejacTBa JMOO JepKaTesieM WM BIaJeNblieM
PErMCTPALlMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO IIpenapara.

8. ®enepasbHBIN I'OCYapCTBEHHBIN JUIIEH3MOHHBIN KOHTPOJIb JIEATEIBHOCTH IO NPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS. B COOTBETCTBUUM C 3aKOHOAATENbCTBOM Poccuiickoit
®denepauuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 9 HaCTOAIICTO @enepaﬂbHoro 3aKOHa

Wudopmarus 06 H3MEHEHHSX:

I'nasa 4 oononnena cmamvei 9.1 ¢ 1 uwna 2021 2. - @edepanvhwiii 3akon om 11 uona 2021 2. N
170-D3

Cratba 9.1. [Iporpamma npoBepox

1. B mensx opraHuzaiiid BBIOOPOYHOTO KOHTPOJSI KadecTBa JIEKAPCTBEHHBIX CPENICTB
dopMupyeTcs nporpamma npoBepoK.

2. Jlna uenedt peanu3aluy NMPOTpaMMbl ITPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB U
OpraHu3aliy, OCYIIECTBIAIONIME BBO3 JIEKAPCTBEHHBIX cpelncTB B Poccuiickyto  dPenepauuio,
NPEAOCTAaBISAIOT B OTHOLIEHWU JIEKAPCTBEHHBIX CPEACTB JUISI MEAMIMHCKOIO IPUMEHEHHUs B
YIOJIHOMOYEHHBIA (PeiepanbHblii OpraH MCIOJHHUTEIBHONW BIIACTH, OCYIIECTBISIOMUN (QYHKIIUU 10
KOHTPOJIIO M Haa30py B cdepe 3ApaBOOXpaHEHMs, B OTHOIICHUH JIEKApPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHUS B YIOJIHOMOUYEHHBIH (enepaabHblii OpraH HCIOJHUTENIBHON BIACTH,
OCYILECTBIISAIONIMH (DYHKIIMU IO KOHTPOJIIO U HAJ30py B cdepe oOpalieHus JIeKapcTBEHHBIX CPEJCTB s
BETEPUHAPHOTO NPUMEHEHUs], CBEIEHUSI O CEepUsiX, MAPTUSAX JIEKAPCTBEHHBIX CPEACTB, MOCTYHNAIOUINX B
rpaxjaaHckuii o6opor B Poccuiickoit denepauuu, B mopsjake, coctaBe U 00bEMe, YCTAaHOBJIEHHBIX
yYKa3aHHbIMH (peliepabHBIMM OpraHaMH HCIIOJIHUTEIbHON BJIACTU B OTHOIIEHUU JIEKAPCTBEHHBIX CPECTB
JUIST MEAMIIMHCKOTO MPUMEHEHHUS W B OTHOIICHMM JIEKAPCTBEHHBIX CPEJICTB [Isi BETEPUHAPHOTO
MPUMEHEHHUS COOTBETCTBEHHO.

3. IIporpamma mpoBepok ¢(opMupyercs Ha KaleHAapHbli rox B cpok 1o 30 gexaOpst roja,
MPEIIIECTBYIOLIET0 TOAY IPOBEAEHHS BBIOOPOUHOTO KOHTPOJIS.

4. B cny4yae HacTymjeHHMs COOBITHH, yKa3aHHBIX B mojmyHkrax "0" u "B" mynkrta 2 uyactu 6
HacToALIEH cTaThy, (efepalbHbIM OPraHOM HCIOJHUTENBHOM BJIACTH, OCYIIECTBISIIOIIMM (PYHKIHMU IO
KOHTPOJIIO M Haa30py B cdepe 3apaBoOXpaHEHUs, (erepaabHbIM OpPraHOM HCIOJIHUTENLHONW BIACTH,
OCYIIECTBIISIOMNUM (DYHKITUU TI0O KOHTPOJIIO U HAI30py B cdepe oOpaiieHus JeKapCTBEHHBIX CPEICTB IS
BETEpUHAPHOTO IPUMEHEHUS, IPU HEOOXOIUMOCTH BHOCSTCSI COOTBETCTBYIOIINE U3MEHEHUS B IPOrpaMMy
IIPOBEPOK.

5. B mporpammy mpoBEpOK MOTYT BKJIFOYAThCSI MEPOMPHUATHS C YUETOM HAPYIICHHUM, BBISIBIEHHBIX
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B PaMKaX KOHTPOJbHBIX (HaA30PHBIX) MEPONIPUATUH 32 MPEAbITYIIUI KaJleHIapHbIN TOA.

6. IIporpamMmmMa npoBEpOK CONCPIKHUT:

1) mepeveHp JEKapCTBEHHBIX CPEACTB, OTOOP 00Pa3LIOB KOTOPHIX OYAET OCYIECTBIATHCS B paMKax
BBIOOPOYHOTO KOHTPOJIS,, GOPMUPYEMBIH C YIETOM PE3yJIbTaTOB TOCYJaPCTBEHHOIO KOHTPOJIS (HaI30pa) B
cdepe oOpaleHus JIEKapCTBEHHBIX CPEACTB 3a KAJCHAAPHBIN T'OM, MPEIIISCTBYIOUINI IOy MpOBEICHUS
BBIOOPOYHOTO KOHTPOJIS;

2) ykazaHue Ha COOBITHE, HACTYIUIEHHE KOTOPOIrO SIBJISIETCS OCHOBAHHMEM JJisi OCYIECTBIICHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) TIOJY4YECHUE CBEICHUM, MPEJICTABISEMBIX B COCTaBe M 00BbEME, YCTAaHOBICHHBIX (heaeparbHbIM
OpraHOM HCIIOJIHUTEIBHOW BJIACTH, OCYUIECTBIAIOMIMM (YHKIMH MO KOHTPOJIIO U Haa3opy B chepe
3/IpaBOOXpaHeHHs, (eepaJbHbIM OPraHOM HCIOJHHUTEIBHON BIACTH, OCYIIECTBIISIONMM (YHKIHH IO
KOHTPOJIIO U HaJ30py B cdepe oOparieHus JeKapCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOIO MPUMEHEHHUS, O
CepUsX, MAPTHSIX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAOIIMX B TPAXKIAHCKUN 000por B Poccuiickoit
Qenepauny, yKa3aHHbBIX B IYHKTe | HacTosAled YacTW, OpraHUu3alusIMH, OCYLIECTBISIOIINMHU
IIPOU3BOJCTBO JIEKAPCTBEHHBIX CpencTB B Poccuiickoii denepanuy U BBO3 JIEKAPCTBEHHBIX CPEIACTB B
Poccuiickyro ®enepanuio;

0) nosyyeHue MOCTYNAIOLIEH B MOPSAIKE, YCTAaHOBIEHHOM craThell 64 Hactodero denepanbHOro
3aKoHa, UHPOpPMAIUU O MOOOYHBIX NEUCTBUSAX, HEKEIATEIbHBIX PEaKIUAX, CEPhE3HBIX HEKEIaTeIbHBIX
peakuusax, HeNpeIBUICHHBIX HEXENaTEeNIbHbIX PEaKIMIX MPU MPUMEHEHUH JIEKapCTBEHHBIX MPENaparos,
00 WMHIUBUAYaTbHOW HEMEPEHOCUMOCTU, OTCYTCTBUHU A(P(EKTUBHOCTH JIEKAPCTBEHHBIX IpENapaToB, a
Takke 00 MHBIX (PakTax U OOCTOSATENHCTBAX, MPEICTABIAIONINX YrpO3y >KH3HU WM 3JJOPOBBIO YEJIOBEKA
an00 >KMBOTHOTO MpPHU NPUMEHEHUHU JIEKAPCTBEHHBIX IPENapaToB M BBISIBICHHBIX Ha BCEX JTamax
oOpallieHus JIeKapCTBEHHBIX IIpenapaToB B Poccuiickoit denepanuu 1 Ipyrux rocyiapcraax;

B) mojy4yeHue B coorBeTcTBUU ¢ Denepanbubiv 3akoHoM oT 31 utons 2020 roma N 248-03 "O
roCyJapCTBEHHOM KOHTpoJie (Haa30pe) W MYHULHUIAIbHOM KoHTposie B Poccuiickoit ®denepanuun”
CBEJICHHI O MPUYMHEHUHU Bpela WM 00 yrpo3e MPUUMHEHUS Bpela >KU3HU, 3J0POBBIO TPAKIaH WIH
KUBOTHBIX.

Undhopmarrust 06 n3MEHEHUSX:

I'nasa 4 oononnena cmamveu 9.2 ¢ 1 uwna 2021 2. - @edepanvusiii 3akon om 11 uwona 2021 . N
170-D3

Crarbs 9.2. ['ocynapcTBeHHBIN KOHTPOJIb (Ha/[30p) 3a peanus3alnueil opraHaMu HCIOJIHUTEIbHON

BjIacTu cyObekToB Poccuiickoit ®enepanuu noaHoMmounit B chepe oOpaiieHus
JIEKaPCTBEHHBIX CPENCTB I MEAUIIMHCKOTO IPUMEHEHHUS

1. TocymapcTBeHHBIN KOHTPOJIL (HAA30p) 3a pealu3anueid OpraHaMu HCIOJHUTEIBHOW BIIACTH
cyobekToB Poccuiickoit denepanuu moiHOMOYMi B cdepe OOpalleHusl JIEKapCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO IIPUMEHEHUs OCYILECTBISIETCS  yHOJHOMO4YEHHbIM [IpaButensctBom  Poccuiickoi
®denepanyi OpraHOM UCIIOJIHUTENBHOMN BIIACTH.

2. IlpemMeroM TOCYZapCTBEHHOTO KOHTpoJisi (Hag3opa) 3a peajm3anueld  OpraHaMu
UCTIOJIHUTENIbHOW BiacTH cyObekToB Poccuiickoit denepanuu mnoiaHoMounii B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEJCTB U MEIUIIMHCKOTO NMPUMEHEHHS SIBISIETCS COOJIIO/IEHNE YIOJIHOMOYEHHBIMU
OpraHaMH HCIIOJIHUTEIbHOM BiacTH cyObekToB Poccuiickolt ®Penepanuu METOAMKH YCTaHOBIICHHS
IpelelbHbBIX pPa3MEpoOB ONTOBBIX HAA0AaBOK M TMpEAENbHBIX pa3MEpOB pO3HUYHBIX HAA0aBOK K
(aKTHUECKUM OTHYCKHBIM LI€HaM, YCTAHOBJICHHBIM INPOU3BOAMTENSIMHU JEKAPCTBEHHBIX IPENaparoB, Ha
JIEKapCTBEHHbIE IIpenapaThl, BKIIOUYEHHBIE B IMEPEUEHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX MTPENApPaTOB.

3. Tlpu ocCyIIeCTBIECHUH TOCYJApCTBEHHOTO KOHTPOJS (Ham3opa) 3a peanu3aiieil opraHaMu
UCTIOJIHUTENIbHOW BiacTH cyObekToB Poccuiickoit @enepanuu mnomHoMounii B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB U1 MEAUIIMHCKOTO IPUMEHEHHUSI POBOJSATCS CIEAYIOLINE BUABI MEPOIPUSITUIA:

1) noKkyMeHTapHbIE IPOBEPKHY;
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2) BbI€3/IHBIE TTPOBEPKH.

4. OpraHuszalnys U OCYILECTBIEHHE I'OCYJapCTBEHHOIO KOHTPOJsS (Haa30pa) 3a pealn3auueit
OpraHaMH UCIOJHUTEIBLHOW BiacTu CyObekToB Poccuiickoit ®emepanuu MOJIHOMOYHH B cdepe
oOpallleHus1 JIEKApCTBEHHBIX CPEJICTB ISl MEAMIIMHCKOIO MPUMEHEHHUS perynupyrorcs DenepaibHbIM
3akoHOM OT 6 okTa0ps 1999 roma N 184-@3 "OO6 o0muMxX NPUHIMIIAX OPraHU3alKU 3aKOHOJATEIbHBIX
(IpeCTaBUTENbHBIX) M HCHOJIHUTENBHBIX OPraHOB TOCYJapCTBEHHOH BiacTu cyObekToB Poccuiickoit
Oepnepanun".

5. TlomoxxeHue O TOCYJapCTBEHHOM KOHTpoje (Haa3ope) 3a peanu3anuedl opraHaMu
UCTIOJIHUTENIFHOW BiacTH CcyObekToB Poccuiickoit ®Denepanuu mnoiaHomounii B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEICTB [UIsl MEAMLIMHCKOrOo IpHMeHeHus yrBepxkaaercs IIpaBurensctBom Poccuiickoit
®denepauuu.

Wndopmarius 06 M3MEHEHUAX:

I'nasa 4 oononnena cmamveu 9.3 ¢ 1 urwna 2021 2. - @edepanvusviii 3akon om 11 uwona 2021 2. N
170-D3

Crarbs 9.3. PeruoHanbHbIl TOCYJapCTBEHHBINH KOHTPOJb (HAI30p) 3a NPUMEHEHHWEM IIeH Ha

JICKapCTBEHHBIE MPENapaThl, BKIIOYEHHBIE B MEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB

1. PernonainbHbIi rocy1apcTBEHHbBIN KOHTPOJIb (Ha30p) 32 IPUMEHEHUEM 1IEH Ha JIEKapCTBEHHbIE
mpenapaTsl, BKIIOUEHHBIE B TEPEYCHb KUZHEHHO HEOOXOAWMBIX M BAXKHEUIINX JIEKAPCTBEHHBIX
MpenapaTroB, OCYIICCTBISETCS OPraHOM HCIOJIHUTENbHON Biactu cyOwbekTa Poccuiickoit denepanuw,
YIIOJTHOMOYEHHBIM BBICIIMM HCIIOJHUTEIBHBIM OPraHOM T'OCYIapCTBEHHOW BiacTu cyobekTa Poccuiickoit
®denepauuu.

2. IlpeamMeToM peruoHaNbHOTO TOCYAAPCTBEHHOTO KOHTPOJIA (Haa30pa) 3a MPUMEHEHUEM LIeH Ha
JIEKapCTBEHHbIE IIPENapaThl, BKJIIOUEHHBIE B I[E€PEUEHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX
JeKapCTBEHHBIX  MpenapaToB,  sBISETCSs  COONIOJEHHWE  OpraHu3allMsIMU  ONTOBOM  TOPrOBIU
JIEKapCTBEHHBIMHU CPEJICTBAMH, alTEYHBIMU OpPraHU3alUsAMHU, WHIAUBUAYAIbHBIMU IpEANPUHUMATEISIMH,
UMEIOIMMHU  JIMLIEH3UI0 Ha (apMaleBTUYECKYI0 JIeSTeNbHOCTh, MEAWLIUHCKUMHM OpraHU3alUsIMH,
UMEIOLIUMH JIMLEH3UI0 Ha (papMalleBTUYECKYIO AESITEIbHOCTh, U UX 000COOJEHHBIMU MOAPA3/IEICHUSIMU
(amOynaropusiMu, GenbAILEepCKUMU U (eNbAMLEPCKO-aKyIIEPCKUMHI TyHKTaMH, LIEHTpaMu (OTIEICHUSIMH)
oOmielt BpayeOHOU (CeMEWHOM) MPAKTUKH), PACIOJOKEHHBIMU B CEIIbCKUX HACEJICHHBIX MYHKTaX, B
KOTOPBIX OTCYTCTBYIOT aIlT€YHbIE OpraHu3alli{, IIpU pealu3aluu JEKapCTBEHHBIX IIPENapaToB
TpeOOBaHUII K MNPUMEHEHHUIO 1I€H, YPOBEHb KOTOPBIX HE JIOJDKEH IMPEBBbINATh CyMMY (haKTHUeCKOi
OTIIYCKHOM LI€HBbI, YCTAQHOBJICHHON IPOU3BOJUTENIEM JIEKAPCTBEHHBIX IpPENaparoB, U KOTOpbIE HE
IPEBBIIAIOT 3aPETUCTPUPOBAHHBIX MPEIEIbHBIX OTIYCKHBIX 1I€H, U Pa3MEPOB ONTOBBIX HAZA0ABOK U (MJIN )
pa3sMepoB PO3HMYHBIX HAJ0aBOK, HE IMPEBBIIAIOLINX COOTBETCTBEHHO Pa3MEPOB MPEENIbHBIX ONTOBBIX
Ha/10aBOK U (WJIM) pa3MepoB MpeeIbHbIX PO3ZHUYHBIX HAaJI0aBOK, YCTAHOBIIEHHBIX B cyObekTe Poccuiickoii
denepanuu.

3. Opranuzanusi ¥ OCYUIECTBIIEHUE PErMOHAIBHOIO TOCYJapCTBEHHOIO KOHTpoJid (Haa3opa) 3a
NPUMEHEHHUEM IIeH Ha JIEKApCTBEHHBIE MpenapaTsl, BKIIOYSHHbIE B MIEpeUeHb KU3HEHHO HEOOXOUMBIX U
BAKHEWIINX JIEKAPCTBEHHBIX MpenapaToB, perynupyrorcs Denepanbaeiv 3akoHoM oT 31 urons 2020 roga
N 248-®@3 "O rocynmapcTBEHHOM KOHTpoje (Haa30pe) M MyHHIMIAIbHOM KoOHTposne B Poccuiickoii
®Denepanun".

4. TlonoxxeHne 0 PerHOHAIBHOM IOCYIapCTBEHHOM KOHTpoOJe (Ha/A30pe) 3a MPUMEHEHUEM LIeH Ha
JIEKapCTBEHHbIE IIpenapaThl, BKIIOUYEHHBIE B IMEPEUEHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, YTBEPXKAAETCS BBICIIMM MCIIOJIHUTEIBHBIM OPraHOM TOCYJIapCTBEHHON
Biactu cyobekta Poccuiickoit @enepatiu.

Wudopmanust 06 U3MEHEHUSX:

I'nasa 4 oononnena cmamoveii 9.4 ¢ 1 uons 2021 o. - @edepanvuviii 3akon om 11 urona 2021 2. N
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170-D3
Crarbs 9.4. @DenepalibHbIl TOCYIAPCTBEHHBIA JIMIICH3MOHHBIM KOHTPOJIb JEATEIIBHOCTH 10
IIPOU3BO/ICTBY JIEKAPCTBEHHBIX CPEJICTB

1. denepanbHbIi TOCYAAPCTBEHHBIA JUIEH3MOHHBIA KOHTPOJIb JAEATEIHOCTU IO MPOU3BOICTBY
JICKapCTBEHHBIX CPEICTB OCYLIECTBISETCS (elepalbHbIMH OpraHaMH HCIOJHHUTEIBHON  BIIACTH,
ynonHomoueHHbIMU [IpaBuTenscTBoM Poccuiickoit denepanuu.

2. ®enepanbHblii TOCYAAPCTBEHHBIM JIMLIEH3UOHHBIA KOHTPOJIb JAEATEIBHOCTU IO IPOU3BOICTBY
JIEKapPCTBEHHBIX CPEICTB OCYIIECTBISAETCA B cOOTBeTCTBUU ¢ DesepanbHbiM 3akoHoM oT 4 mas 2011 rona
N 99-®3 "O nuieH3upoBaHUM OTAEIbHBIX BUIOB JeArenbHocTH" U DenepanbHeiM 3akoHOM OT 31 Hrond
2020 roma N 248-®3 "O rocymapCTBEHHOM KOHTpoje (HAA30pe) W MYHHIIMIAIBHOM KOHTPOJIE B
Poccuiickoit ®enepanun". B pamkax (denepanbHOTO TOCYJApCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
NESATENIbHOCTH TI0 TPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBBIE KOHTPOJIbHBIE (HAI30pHbIE)
MEPONPUSITHSI HE IMPOBOJATCSH, NPU ITOM IPOBOJUTCS MEPUOAUYECKOE IMOATBEPKACHUE COOTBETCTBUSA
JUICH3UATOB JIMIIEH3MOHHBIM TpPeOOBaHUSM B COOTBETCTBUU C DenepanbHbBIM 3aKOHOM OT 4 Mas
2011 roga N 99-@3 "O nuueH3upOBaHUU OTAEIbHBIX BUJIOB AESITEIbHOCTH" .

I'naBa 5. PazpadoTka, 10KJIMHUYECKHE UCCIET0BAHNS JIEKAPCTBEHHBIX CPECTB, a TAKKe
KJIMHUYEeCKHe UCCIeI0BAHUSA JIEKAPCTBEHHbIX NPENapaToB il BeTEPMHAPHOI0 IPUMEHEeHU s

Cratbs 10. Pa3paboTka 1eKapCTBEHHBIX CPEICTB

1. Pa3paboTka JIEKapCTBEHHBIX CPEICTB BKJIIOYACT B ce0s MOMCK HOBBIX (DapMaKOIOTHUYECKU
AKTHBHBIX BEIIECTB, I[OCIENYIOLIEE M3YYEeHUE MX JIEKAPCTBEHHBIX CBOMCTB, JIOKJIMHUYECKUE
UCCIIEIOBaHMs, pa3pabOTKy TEXHOJOTWH TMPOU3BOACTBA (hapMaIeBTUYECKHX CYOCTaHIMU, pa3paboTKy
COCTAaBOB M TEXHOJIOTUM ITPOU3BO/ICTBA JIEKAPCTBEHHBIX [IPENapaToB.

2. @uHaHCcOBOE oOecnieueHne pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS 3a CUET:

1) cpencTB denepanbHOTroO OOIKETA;

2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CPEICTB IIPOU3BOIUTENIEN JIEKapCTBEHHBIX CpencTB npu BBITTOJIHEHUH
HAyYHO-UCCIIEIOBATENbCKUX pabOT MO JOTOBOPY MEXIY pa3pabOTUMKOM JIEKapCTBEHHBIX CPEICTB U
IIPOU3BOJUTEIIEM JIEKAPCTBEHHBIX CPEICTB;

4) UHBIX HE 3alPEIICHHBIX 3aKOHOIATENHCTBOM Poccuiickoit denepaiiiu HCTOYHUKOB.

3. IlpaBa  pazpaboTumka  JIEKQpCTBEHHOTO  CPEJICTBA  OXPAHAIOTCA  TPAKIAHCKUM
3aKOHO/ATEIbCTBOM.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 10 HaCTOAIICTO <Dez[epaﬂbHoro 3aKOHa

Cratbsa 11. Z[OKJ'II/IHI/I‘IGCKOC HCCJIICAOBAHUC JICKAPCTBCHHOTO CpeACTBA I MCIUIHUHCKOTO
MMPUMCHCHUA
1. I[OKHMHH‘—IGCKO@ HCCIICAOBAHUC JICKAPCTBCHHOI'O CpeACTBa JII MCAUIMUHCKOTIO MPUMCHCHHA
MMPOBOAUTCA MIYTEM HNPUMCHCHHA HAYYHBIX MCTOAOB OICHOK B HEIAX IOJIYYCHHA JOKa3aTCIILCTB
6630HaCHOCTI/I, KadeCTBa U B(I)(IJCKTI/IBHOCTI/I JICKAPCTBCHHOI'O CPCACTBA.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms 2 cmamvu 11 nacmoswezo
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm wacmu 6 npeovioyuel peoaKyuu
2. JloknmMHUYECKOe HCCIEAOBAHHUE JIEKAPCTBEHHOTO CPEACTBAa I MEIMIIMHCKOTO MPUMEHEHUS
MPOBOJIUTCS B COOTBETCTBMM C MpaBWIaMU Ha/JIeXkamier j1abopaTOpHON NPaKTHKH, YTBEP)KICHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCIIOTHUTEIBHOW BIACTH.
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Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 2 uwoan 2013 2. N 185-@3 6 uwacmv 3 cmamou 11 nacmoswezo
DedepanvbHo20 3aKOHA BHECEeHbl UBMeHeHUs, scmynalowue 6 cuny ¢ 1 cenmsaops 2013 a.

Cm. mexcm wacmu 6 npeovioyujeri peoaxKyuu

3. Jlnsg opraHusalMy U IPOBEAEHUS NOKIMHUYECKOIO HCCIEN0BaHMS JIEKAPCTBEHHOIO CPEACTBA
Ul MEIUIUHCKOIO IPUMEHEHUs pa3pabOTUMKH JICKApCTBEHHBIX CPEACTB MOI'YT IPHBIIEKATh
Hay4HO-MCCIIEJI0OBAaTENbCKUE OpraHu3aluy, oO0pa3oBaTelbHbIE OpraHM3allMM BBICIIETO O0pa3oBaHu,
UMEIIMEe HEOOXOAUMYI0 MaTepHaIbHO-TEXHUUYECKYI0 0a3y M KBaIM(UIUPOBAHHBIX CHELMAINCTOB B
COOTBETCTBYIOLIEH 007aCTU UCCIEIOBAHHUS.

4. JIOKIMHMYECKOE HCCIIEI0BaHME JIEKAPCTBEHHOIO CPEJACTBA Ul MEAMIMHCKOIO IMPUMEHEHHS
NPOBOJIUTCA IO YTBEPKACHHOMY pa3pabOTYMKOM JIEKAPCTBEHHOTO CPEACTBA IUIAHY C BEICHUEM
IPOTOKOJIa 3TOTO0 HCCIEIO0BaHMS U COCTABJICHHEM OTYE€Ta, B KOTOPOM COAEPIKATCS Pe3yibTaThl 3TOr0
UCCIIEI0OBaHMS U 3aKIIIOYEHUE O BO3MOXKHOCTH IIPOBEJCHUS KIMHUYECKOIO UCCIIEI0BaHUs JIEKAPCTBEHHOTO
npenapara Ui MeAULUHCKOT0 IPUMEHEHHUS.

Undopmarris 06 n3MEHEHUAX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacmsv 5 cmamvu 11 nHacmoswezo
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

5. IlpoBeneHue MPOBEPOK COONIOCHUS NPaBUI HaAJexamell mabopaTopHON NPaKTUKH U
MPABOBBIX HOPM HCIOJB30BAHUS KUBOTHBIX MPH TPOBEACHUHM JOKIMHHUYECKHX HWCCIICTOBAHHMA
JICKAPCTBEHHBIX CPEICTB s MEAULMHCKOTO TPUMEHEHHUS OCYIIECTBISETCS  YIOJIHOMOYEHHBIM
deneparbHBIM OPTaHOM UCTIOJTHUTEIHLHOU BIIACTH.

6. Pe3ynbTaThl NOKIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA ISl MEIULHUHCKOTO
NPUMEHECHUS MOTYT OBITh TPEJCTABJIICHBI B YIIOJHOMOYEHHBIA (helepanbHblii OpraH HCIOTHUTEILHOM
BJIACTH B YCTAHOBJICHHOM MOPSJIKE B IEJIAX TOCYIaPCTBEHHON PEeruCTpaIliy JIEKApCTBEHHOTO MperapaTa.

FAPAHT:

CMm. xommeHTapuu Kk ctatbe 11 HacTosmero denepaibHOTO 3aKOHA

Crarpa  12. I[OKJII/IHI/I‘ICCKOG HCCIIEAOBAHUE JICKAPCTBECHHOI'O CpE€ACTBA M KIMHHUYCCKOC
HCCIICOOBAaHNE JICKAPCTBCHHOT'O Ip€niapaTta JJIsI BETCPUHAPHOTO IIPUMEHCHUA

1. I[OKJ'II/IHI/I‘IGCKOC HCCIICAOBAaHUE JICKAPCTBEHHOI'0 CPEACTBA M1 BETCPUHAPHOTO IMPUMEHCHUSA
MNpOBOAUTCA MNYTEM HNPUMCHCHHA HAYYHBIX MCTOAOB OICHOK B MHCIAX IIOJYUCHHUA J0KA3aTCIIbLCTB
6C3OHaCHOCTI/I, KadyeCTBa U 3(1)C1)€KTI/IBHOCTI/I JIEKApCTBEHHOT'O CPEJICTBA, B TOM YHCJIE OIIPEACICHHA CPOKa
€TI0 BBIBCACHHA M3 OpraHv3Ma KMBOTHOI'O, B LEIAX obOecrieueHnst 0€30MaCHOCTH MMpOAYKIMU KXUBOTHOI'O
IIPOUCXOXKIACHHUA ITOCJIC IPUMEHECHHA COOTBETCTBYIOMIECTO JIEKAPCTBEHHOI'O ITpEIiapara.

2. ,Z[OKJ'II/IHI/IHGCKOG HCCIICAOBAHUEC JICKAPCTBCHHOTO CPEACTBA M KIHMHHYCCKOC HMCCICIOBAHHE
JICKapCTBCHHOT'O IIpfrapara I BETCPHUHAPHOIO0 MNPHUMCHEHUA, HWCCICIOBAHUEC OMOPKBHUBAJICHTHOCTH
YKa3aHHOr'o JICKAPCTBECHHOT'O IpfcIiapaTta MPOBOAATCA B COOTBETCTBUH C IIpaBUJIaMH, YTBCPKIACHHBIMU
YIIOJTHOMOYE€HHBIM q)ellepaJ'ILHLIM OpraHnomMm HCIIOJHUTEILHOHN BIACTH.

TAPAHT:

Cm. Meromnueckue ykasaaus "[IpoBemeHHE KadeCTBEHHBIX HCCIICIOBAHUN OHWOIKBHUBAJICHTHOCTH
JIEKapCTBEHHBIX CPeaCTB", yTBepKAeHHbIE MuH3apaBcopa3sutus Poccun ot 30 aBrycra 2004 r.

3. JIOKIIMHMYECKOE HCCIEI0BAHUE JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOE HCCIEI0BaHUE
JIEKapCTBEHHOr0 Tpemnapata Juisi BETEPUHAPHOTO MPUMEHEHHS TPOBOAATCA IO YTBEPKICHHOMY
pa3paboTUMKOM JIEKAaPCTBEHHOT'O CpEACTBAa IUIAHY C BEIECHUEM IIPOTOKOJIOB JTUX HCCIEIOBAHUNA U
COCTaBJICHUEM OTYETOB, B KOTOPBIX COJIEPIKATCS PE3YJIbTAThl 3TUX HCCIEI0BAHUMN.

4. Jlns opraHu3aiy ¥ NpOBEIEHUs JTOKIMHUYECKOTO MCCIIEA0OBAHUS JIEKAPCTBEHHOTO CPEJICTBA U
KJIMHUYECKOTO MCCIIE0OBAHMS JIEKAPCTBEHHOTO Mpemnapara JJisi BETEpUHAPHOTO MPUMEHEHHS Pa3paboTIHK
JEKapCTBEHHOTO  CpPEACTBA  MOXKET  MpUBJIEKaTh  OpraHU3alud, UMEIONIHe  HEOoOXOIUMYI0
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MaTepHaIbHO-TEXHUUECKYI0 0a3y M KBaJTM(PHUIHUPOBAHHBIX CIEIHAIHCTOB B COOTBETCTBYIOIIEH 001acTH
VICCJIC/IOBAHHSI.

5. KimmHnueckue uccieloBaHus JIEKAPCTBEHHBIX IIPENapaToB Ul BETEPUHAPHOIO IPUMEHEHHS
IPOBOJSITCS. B BETCPUHAPHBIX OpPraHM3alUsIX M B OPraHU3alMUsIX, OCYIIECTBIIOIINX pPa3Be/ICHHUE,
BbIpalllUBaHUC U COACPIKAHNUC JKUBOTHLBIX, B LICJIAX:

1) ycTaHOBJICHHSI IEPEHOCHMOCTH JICKAPCTBEHHBIX IPENApaToB 3J0POBBIMHU KHBOTHBIMH;

2) moxmbopa ONTUMAIBHBIX JO3UPOBOK JIEKAPCTBEHHBIX IpENapaToB M Kypca JIEUCHUs Ha
KOHKPETHOM TPYIIIE )KUBOTHBIX C OIPEICICHHBIM 3a00JICBaHHEM;

3) ycraHoBieHuss ~ Oe3omacHOCTH U A(PQPEKTUBHOCTH  JICKApCTBEHHOTO  Ipemnaparta,
IPEIHA3HAUYCHHOTO IS JICYCHWs OINPEICICHHBIX 3a00JIeBaHUH IKMBOTHBIX, HIH 3(PPEKTHBHOCTH
JIEKapCTBEHHOT0 Ipenapara Juis Npo(QUIakKTUKU 3a00I€BaHMi 3JOPOBBIX KUBOTHBIX;

4) u3ydeHHsT BO3MOXKHOCTEH pacIIMpeHHs IOKa3aHWi K HPUMEHECHHUIO 3aperucTpUpOBaHHOTO
JIEKapCTBEHHOIO MpernapaTa 1 BhISIBJICHUS pPaHEe HEM3BECTHBIX 1TOOOYHBIX JCHCTBUIA.

6. KiuHndeckoe wHccieoBaHUE JICKAPCTBEHHOIO Ipenapara Ui BETEPHHAPHOIO MPUMEHEHHUS
OCYIIECTBIIICTCS 3a CUET CPEJCTB pa3paboTIMKa JIeKapCTBEHHOIO CPECTBA.

7. Otyersl O pe3yiabTaTax JOKIMHUYECKOTO MCCIIEIOBAaHMS JICKAPCTBEHHOTO CPEICTBA U
KJIMHUYECKOTO  MCCJICIOBaHMs  JICKAPCTBEHHOTO Mpernapara Ui  BETCPUHAPHOTO  MPHUMEHECHUS
COCTaBIISIIOTCSL  Pa3pabdOTYMKOM JICKAPCTBEHHOTO CPEICTBA C YYETOM 3aKIOYCHHH OpraHu3alui,
IIPUHUMABIINX y4aCTUE B OPraHU3alui U MPOBEICHNUN 3TUX UCCIIEIOBAHUN.

8. KoHTponmb 3a mpoBeACHHEM IOKIMHUYECKUX HCCICAOBAHUI JICKAPCTBCHHBIX CPEICTB U
KIIMHUYCCKHUX I/ICCJIGI[OBaHI/Iﬁ JICKApCTBCHHBIX npemnaparon JIIA BCTCPUHAPHOI'O IMPUMCHCHU
OCYILECTBIISICTCS YIIOTHOMOUSHHBIM (he/iepalibHbIM OPraHOM HCIIOJIHUTEIILHOM BIACTH.

TAPAHT:

CMm. xomMeHTapuu K ctatbe 12 HacTosero denepaibHOT0O 3aK0Ha

I'maBa 6. OcyuiecTB/IeHHE TOCYIAPCTBEHHOH PerucTPaluy JeKaAPpCTBEHHbIX NMPenapaTos

Undhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamusa 13 nacmoswezco Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamwvu 8 npedvloyuell pedaxKyuu
Cratsba 13. 'ocygapcTBeHHas perucTpanus JeKapCTBEHHBIX IpernapaToB

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrvim  3akonom om 13 wuwons 2015 2. N 241-d3 yacme 1 cmamvu 13 nacmoswezo
DedepanbH020 3aKOHA U3LONHCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

1. B Poccuiickoit ®@enepanuu I0MYyCKArOTCS MPOU3BOJICTBO, U3TOTOBIICHUE, XPAaHEHHUE, TIEPEBO3KA,
BBO3 B Poccuiickyro ®denepanuto, BeiB03 u3 Pocculiickonn @enepanuu, peknama, OTIIYCK, peanu3alus,
nepenada, IMPUMEHEHHE, YHUYTOKEHHE JIEKapCTBEHHBIX IIPENapaToB, €CIM OHHM 3apErHMCTPHUPOBAHBI
COOTBETCTBYIOLIUM YIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM UCHIOTHUTENBHOM BIACTH.

2. T'ocynapCTBEHHOM perucTparnuu moJuiexar:

1) Bce JekapCTBEHHBIE IMpenaparhl, BIIEPBBIC MOJJIEXKAIINE BBOAY B obOpaimieHue B Poccuiickoit
denepanuu;

2) NeKapCTBEHHBbIE IIpenaparhbl, 3apErMCTPUPOBAHHBIE DPAHEE, HO IPOU3BEACHHBIE B JIPYIHX
JIEKapCTBEHHBIX (opMax B COOTBETCTBHM C IepeyHEeM HAMMEHOBAaHUM JIEKapCTBEHHBIX (QOpM, B HOBOMU
JIO3UPOBKE IPH JI0KA3aTENbCTBE €€ KIMHUYECKON 3HAaUNMOCTH U 3P PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMU 3apPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MPENapaToB.

3. 'ocynapcTBeHHas perucTpalys JIEKapCTBEHHBIX IPENapaToB OCYIIECTBIIAETCS MO pe3ysbTaTaM
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OKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB, a TOCYAApCTBEHHAs peructpanus ophaHHBIX JEKAPCTBEHHBIX
IIpenapaTroB OCYLIECTBISECTCA II0 pe3yjibTaTaM SKCIEPTU3bl JIOKYMEHTOB, IHIPEICTAaBICHHBIX JJIs
onpeJieJIeHUsI BO3MOKHOCTH PacCMaTpUBaTh JIEKAPCTBEHHBIN IMperapaT JUisi MEIULIUHCKOTO MPUMEHEHUS
IIPU OCYILECTBICHUH TOCYJapCTBEHHOIN PETUCTpallii B KayecTBe ophaHHOTrO JIEKApCTBEHHOTO Ipernapara,
U 110 pe3yJbTaTaM 3KCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB.

4. l'ocynapcrBenHas perucTpanms JIEKAPCTBEHHOTO npenapara OCYLIECTBIISETCSA
COOTBETCTBYIOIIMM YIIOJTHOMOYCHHBIM (peiepabHbIM OPraHOM HCIOJHUTEIBHON BJIACTH B CPOK, HE
MPEBBIIIAIONINNA CTa MIECTUIIECATH pabOYMX JHEW CO JHS MPHUHATHS COOTBETCTBYIOIIETO 3asBIICHUS O
roCy/IapCTBEHHOW pErucTpalnuu JIEKApCTBEHHOro Ipenapara. B yKka3aHHBI CpOK BKJIHOYAETCS BpeMs,
HEO00XO0UMOE JJIsi TIOBTOPHOT'O MPOBEACHHS SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBAa B COOTBETCTBHH CO
crateeil 25 Hacrosimero ®enepanbHOro 3akoHa. Cpok rocyJapCTBEHHOM pPErucTpaluu JEKapCTBEHHOTO
npernapara UCUUCISETCS CO HS MPUHATUS COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM (efiepalbHbIM OpraHOM
UCIIOJIHUTENIBHOM  BIIACTM  COOTBETCTBYIOILEIO  3asBJIEHUS O TOCYJAapCTBEHHOH  perucrpaunuu
JIEKapCTBEHHOI'O IMpermapaTta C NPUIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB 1O [€Hb BbIIayu
PETUCTPAIIMIOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara. Bpems, HeoOXoauMoe AJisi HalpaBIeHHS
YIIOJTHOMOYEHHBIM ~ (peiepalibHbIM OpPraHOM HCIIOJIHUTEIBHOW BJACTH 3ampoca O MPeACTaBICHUU
HEOOXOUMBIX MaTepUaIOB U MPEJCTABICHUS 3asBUTEJIEM OTBETA Ha JIAaHHBIN 3alpoc B COOTBETCTBUU CO
cratesiMu 16, 19 m 23 nHacrosmero ®enepaqbHOrO0 3aKOHA, HE YYWUTBHIBAETCA IPU HCUUCIECHUU CPOKa
roCy/1apCTBEHHOW PETUCTPaLlii JIEKapCTBEHHOT'O pernapara.

5. l'ocyapapcTBEeHHOM perucTpalu He MOJJIeXKAT:

1) nexapcTBeHHBbIE MpenapaThl, U3rOTOBJICHHBIC AlTEYHBIMU OPTaHHU3AIUSAMH, BETEPUHAPHBIMU
anTEeYHbIMM OPraHU3alUsAMH, UHIAUBUAYAIbHBIMU NPEANPUHUMATEISAMU, KOTOPbIE MMEIOT JIMLICH3UIO HA
(apManeBTUYECKYI0 NIEATENFHOCTh, IO pelenTaM Ha JIEKapCTBEHHBIE NpenapaTsl U TPeOOBaHUSAM
MEIUIMHCKUX OpraHu3aluii, BETEpUHAPHBIX OPraHU3alui;

2) nexapCTBEHHbIE MpenaparThl, NpUoOpeTeHHbIE GU3NUECKUMU JIMLIaMU 3a npeaenamu Poccuiickoit
®denepanuny U NpeJHA3HAYECHHBIE 1JIs1 TUYHOTO UCIIOIb30BAHMS;

3) nexapcTBEHHbIE TIpenapathl, BBO3UMbIe B Poccuiickyro denepannio A1 OKa3aHUs METUIIMHCKOM
MOMOILX M0 >XKM3HEHHBIM MOKa3aHUsIM KOHKPETHOI'O MAallMeHTa Ha OCHOBAaHWU pa3pelIeHUs, BBIAAHHOTO
YIIOJTHOMOYEHHBIM (e/iepaIbHbIM OPTaHOM HCIIOJIHUTEIBbHOM BIIACTH;

4) nexapcTBEHHBIE CpeJCTBa, BBO3uMbIe B Poccuiickyro denepannio Ha OCHOBAaHHH BBIJAHHOTO
YIOJIHOMOYEHHBIM (peepabHBIM OPTraHOM HCTIOJTHUTEIHHOM BJIACTH Pa3pelieHHs] U TpeaHa3HauYeHHbIE
JUIST TIPOBEJICHUS KJIMHUYECKUX HCCIEeIOBAaHUN JIEKapCTBEHHBIX TMpenapaTtoB U (WIK) MPOBEICHUs
SKCIIEPTU3bl  JIEKAPCTBEHHBIX  CPEACTB NIl  OCYLIECTBJIEHHUS  TOCYJapCTBEHHOW  pPErucTpanuu
JIEKaPCTBEHHBIX MPENAPaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINN;

6) paauodapmalleBTHUECKHUE JIEKApCTBEHHBIE IMpernapaThl, M3TOTOBJICHHbIE HEMOCPEICTBEHHO B
MEJUIIMHCKUX OpraHU3alMsIX B TIOPs/IKE, YCTAHOBJIEHHOM YIIOJHOMOYEHHBIM (elepalbHbIM OpPraHOM
WCIIOJIHUTEJIbHON BIIACTH;

7) nekapCTBEHHBIE MpenapaThl, IPOU3BOJUMBIE IJISl HIKCIIOPTA.

6. He nomyckaercst rocy1apcTBEHHAs! pErUCTPALIUS:

1) nexkapCTBEHHBIX IMpenapaToB, OTIUYAIOIIMXCS JPYr OT JApyra KadeCTBEHHBIM COCTaBOM
JIEMCTBYIOIMX BEUIECTB, 0/l OAMHAKOBBIM TOPIOBBIM HAUMEHOBAHHUEM;

Wudopmanust 00 U3MEHEHUIX:
Ilynxkm 2 usmenen ¢ 15 urons 2018 e. - @edepanvusiii 3akon om 4 utonsn 2018 . N 140-D3
CMm. npedvloyuyro pedaKyuio

2) OIHOTO JIEKapCTBEHHOI'O Iperapara, MpeICTaBICHHOTO Ha IOCYIapCTBEHHYIO PETHUCTPALUIO B
OTHOILLIEHUHM OJHOTO U TOTO K€ JiepKaTells WIM BJIaJeliblla PETUCTPALMOHHOTO yJOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipemnapara B BUAE JABYX U 0Oosiee JIEKapCTBEHHBIX MPENapaToB IOJ pPa3INuHbIMU
TOPrOBBIMU HAaUMEHOBAHUSIMHU.
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7. Tlo 3ampocy (B 37meKTpoHHON (hopMe Wi Ha OyMa)XHOM HOCHTENE) CYObeKTa OOpallieHus
JIEKaPCTBEHHBIX CPEACTB COOTBETCTBYIOLIUM YIIOJTHOMOUYEHHBIM (peiepaibHbIM OPraHOM HCIOJIHUTENIbHON
BJIACTH, OCYLICCTBIISIOIIMM TOCYAAPCTBEHHYIK)  PETMCTPAallMI0  JICKAPCTBEHHBIX  IIPENapaToB, B
YCTaHOBJICHHOM UM IIOPSJIKE OCYHIECTBIISIETCS HAYYHOE KOHCYJIBTHPOBAHHUE IO BOIPOCAM, CBSI3AHHBIM C
IIPOBEICHUEM JOKIMHUYECKUX MCCICAOBAaHUM, KIMHUYECKUX UCCIENOBAaHUN JIEKAPCTBEHHBIX IPENapaTos,
9KCIIEPTU3bl KAa4eCTBA JIEKAPCTBEHHBIX CPEACTB, d()PEKTUBHOCTH U OE30MACHOCTU, C OCYILECTBICHHEM
rOCYJapCTBEHHOM PpErucTpanuu JIEKapCTBEHHBIX IpenapaToB. KOHCYIbTHpOBAaHHE OCYIIECTBISAETCA C
npuBIIeYeHHEM (peliepalibHbIX TOCYIapCTBEHHBIX OIOKETHBIX YUPEKACHUM, TOIBEJOMCTBEHHBIX TAHHOMY
denepaabHOMY OpraHy HCHOJHHUTEIBHOM BIACTH M HE YYAaCTBYIOIIMX B OPraHU3AIMH IPOBEICHHS
SKCHEPTHU3bl KAayeCcTBa JIEKAPCTBEHHBIX CPEACTB B LENAX OCYLIECTBICHUS MX TOCYJapCTBEHHOMN
perucTpanr B COOTBETCTBHM cO craThell 16 Hacrosimero denepalbHOr0 3aKkoHa, B BHUAEC OTBETa B
NUCbMEHHOU (opMe YIOIHOMOUYEHHOrO (peepaqbHOr0 OpraHa HCIOJIHUTEIBLHOW BJIAcTH Ha 3ampoc.
Pa3zmep B3uMaemoii ¢ 3asBUTENS IUIATHI ONPENEIIAETCS B COOTBETCTBUU C 3aKOHO1aTeILCTBOM Poccuiickoi
®enepainyu 00 OpraHU3aluy MPEAOCTABICHUS TOCYAaPCTBEHHBIX U MYHULIUTNIANBHBIX yeuyr. MHpopmanus
00 OCYIIECTBIEHUH HAYYHOI'O KOHCYJBTUPOBAHHUSA, B TOM YHUCIIE€ CTaThU, 0030pbI, CIIPABOYHBIE MAaTEPHAJIbI
U uHas uHbopMalrsa 00 OCYIIECTBICHUN HayYHOTO KOHCYJIbTHUPOBAHUS, pa3MellaeTcs Ha O(QUIUATbHOM
caiiTe yIOJIHOMOYEHHOro (eaepaabHOro opraHa HCHOJHUTENbHOW Biactu B cetd "UHTepHer" c
COONIOZICHHMEM OTpPaHUYEHHUH, YCTAHOBJICHHBIX 3aKOHOJATEILCTBOM O TIEPCOHANBHBIX JIaHHBIX,
KOMMEPUYECKOH U (MJIM) TOCYyJapCTBEHHOM TaliHE.

Wuopmarus 06 H3MEHEHHSX:

Yacmo 8 usmenena c 1 anpens 2020 2. - @edepanvhuiii 3akon om 1 anpens 2020 2. N 98-D3

CMm. npedvloywyro pedaKyuio
8. I'ocynapcTBeHHass perucTpanys JEKapCTBEHHBIX IPENapaToB, KOTOPbIE NpEJHA3HAYECHbI IS

IIPUMEHEHNsT B  YCIOBHUSAX BOCHHBIX JEHCTBHM, YPE3BBIYAMHBIX CUTyallMd, NPEIyNpeKICHUs
Ype3BbIUANHBIX CUTyaLUH, NPOPUIAKTUKU U JIedeHUs 3a00JIeBaHMM, MPEICTABISIONIMX OMNACHOCTh IS
OKpY’KaloIINX, 3a00JIeBaHUN U MOpPaXKEHUM, MOJYYEHHBIX B pe3y/ibTaTe BO3JEHCTBUS HEOIArONMpUSTHBIX
XUMHUYECKHX, OMOJIOTHYECKUX, PaJUallMOHHBIX ()AaKTOPOB, W KOTOpbIE pa3paboTaHbl B TOM 4YHCIE IO
3a/1laHuI0  (eiepabHBIX OPTraHOB HCIIOJIHUTENBHOM BIIACTH, YIOJIHOMOYEHHBIX B 001acTH OOOPOHBI
CTpaHbl U 0€30MaCHOCTH TOCYJapCTBa, OCYLIECTBISETCS B MOPSAJKE, yCTaHOBIEHHOM IlpaBuTenscTBOM
Poccuiickoit @enepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 13 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamos 14 nacmosiueco Dedepanvroco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamvu 68 npeodvloyujel peoaKyuu

Cratbs 14. [IpyHIUIBI SKCHEPTU3BI IEKAPCTBEHHBIX CPEJICTB

1. OkcnepTr3a JeKapCTBEHHBIX CPEJICTB OCHOBHIBACTCS HA MPHHIUIAX 3aKOHHOCTH, COOJIIOICHUS
npaB W CBOOOJ dYeNoBeKa M TpaXKIaHWHA, MpaB IOPUAWYECKOTO JIMIA, HE3aBUCHMOCTH JKCIIEpTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH U TIOJHOTHI HWCCIICIOBAaHWN, TPOBOAUMBIX C HCIIOJIb30BAaHUEM
COBPEMEHHBIX JOCTH)KCHUH HAayKd M TEXHHKH, OTBETCTBEHHOCTH (elepalbHOTO TOCYAapCTBEHHOTO
OIOJKETHOTO YYPEKIEHUS IO TMPOBEACHUIO DKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB M OKCIEPTOB 3a
MPOBEICHUE U KAYECTBO SKCIEPTU3HI.

2. DKcnepTr3a JIeKapCTBEHHBIX MPENapaToB ISl MEAUITTHCKOTO TPUMEHEHHUS BKITIOYAET B CEOsI:

1) sKkcriepTU3y JOKYMEHTOB, NPEICTABICHHBIX JUIsl OMpPEAENEHHUs BO3MOXKHOCTH pacCMaTpUBaTh
JIEKapCTBEHHBIA TpermapaT il MEAUIIMHCKOTO TMPUMEHEHHS IPU OCYIIECTBICHUH TOCYAapCTBEHHOM
pErucTpaluy B KauecTBe ophaHHOro JIEKapCTBEHHOTO TIPenapara;
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2) sKcrepTH3y MPEATIOKEHHBIX METOIOB KOHTPOJIS KAYeCTBa JIGKAPCTBEHHOTO CPE/ICTBA U KauecTBa
MPEJICTABICHHBIX OOpPa3I0B JIEKAPCTBEHHOTO CPEJICTBA C MCIOJIb30BAaHHEM ATHX METOJAOB (lanee -
IKCIIEPTHU3a KAueCTBa JIEKaPCTBEHHOI'O CPE/ICTBA);

3) oKcHepTu3y OTHOILIEHUS OXHAAeMOHl TMOJb3bl K BO3MOXKHOMY PHUCKY MpPUMEHEHUs
JIEKapCTBEHHOI'O IIPETapara;

Wndopmarus 06 H3MEHEHHSX:

Yacmo 2 donoanena nynkmom 4 ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 oexabps 2019 e. N
475-D3

4) sKCIepTH3y PETUCTPAIMOHHOTO JIOChe HA JICKAPCTBEHHBIM Mpenapar B IENSX OINpeaeTIeHHs
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPETapaToB ISt MEAUIIUMHCKOTO TPUMEHECHHS.

3. DkcrepTu3a JIGKApCTBEHHBIX MpENapaToB JJisi BETEPUHAPHOTO MPUMEHEHUS BKIIIOYACT B ceOst
IKCIEPTU3Y KadyecTBa JIGKAPCTBEHHOTO CPEJACTBA W OKCIEPTU3y OTHOIICHUS OXXHUIACMOHM TOJB3bl K
BO3MOXKHOMY PUCKY MPUMEHECHHSI JIEKAPCTBEHHOTO TIperapaTa.

TAPAHT:

Cwm. IlonoxeHre o MOpSAIKE SKCIEPTH3bI, HCTIBITAHUS M PETUCTPAIIMU BETEPUHAPHBIX ITpenapaTtoB B PO,
yTBEPKJICHHOE [ TaBHBIM TrOCYapCTBEHHBIM BETEPUHAPHBIM HHCIIEKTOPOM PD 3 okTsa0ps 1995 1.

CM. koMMeHTapuu K cTatbe 14 HacTosiero denepajbHOro 3aK0Ha

Crarps 15 CDeI[epaJ'IBHOC rocyarapCTBCHHOC OI0KETHOE YUYPCKOACHUE 110 IIPOBCIACHUIO
SKCIICPTUIBI JICKAPCTBCHHBIX CPCACTB

SKCHepTHSa JICKApCTBCHHEBIX CPCACTB IIPOBOAUTCA (bez[epaanHM TroCyaapCTBCHHBIM OIOIKETHBIM
YUIPECKACHUEM COOTBETCTBYIOIIECIO YIIOJTHOMOYCHHOI'O q)enepaanoro oprana HCIIOJIHUTEILHOM BJIACTH,
CO3JaHHBIM JUI1 OOecleYeHHs] MCIOJHEHHS ITOJTHOMOYMI 3TOro (beﬂepaJn,Horo OopraHa IO BbIJAYC
paspelieHuii Ha MpPOBEAECHHE KIMHUYECKUX HCCIEAOBAaHUN JIEKapCTBEHHBIX IpernaparoB W (Wiu) IO
FOCY,HapCTBeHHOﬁ peTUCTpaH JICKAPCTBCHHBIX IIPETIapaTOB (L[anee - OKCIIEPTHOC yqpex(z[eHI/Ie).

FAPAHT:

CMm. koMmMeHTapuu K ctatbe 15 HacTosmero denepaibHOTO 3aKOHA

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 oekabps 2014 2. N 429-D3 naumenosanue cmamou 16 nacmoswezo
DedepanvbHo2o 3aKOHA U3NOANCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexem naumenosanus 8 npeovioywell pedaxyuu

Crarbs 16. Opranuszanus NpoBeACHUs SKCIIEPTU3bI JIEKAPCTBEHHBIX CPENICTB

1. DxcnepTu3a JIEKapCTBEHHBIX CpPEICTB MPOBOAUTCA KOMHCCHUEH HKCHEPTOB SKCIEPTHOIO
YUpEXKICHUSA, HA3HAYEHHON €ro PyKOBOAMTEIIEM, Ha OCHOBAHMM 3aJaHMS HA IPOBEIACHUE DKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJICTBA, BBIAAHHOIO YHNOJHOMOYEHHBIM (heepaibHbIM OpraHOM HCIIOJHUTEIbHOU
BJIAacTH. PyKOBOAMTENb SKCIEPTHOTO YUPEXACHUS 00ecreunBaeT Hajjekallee MPOBEACHUE SKCIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C 3aJlaHUEM, BBIIAHHBIM YIOJHOMOYEHHBIM (erepalbHbIM
OpraHOM MCIIOJIHUTEIBbHON BJIACTH, U OPraHU3yeT MOATOTOBKY CBOJHOIO 3aKJIIOYEHMS 3TOM KOMHCCHU. B
COCTaB ATONH KOMHUCCHH IO PEIICHUI0 PYKOBOAUTENS SKCIIEPTHOTO YUPEKIEHUS MOTYT ObITh BKJIIOUEHBI B
Ka4yecTBE SKCIEPTOB JIMIA, HE padoTalole B JaHHOM SKCIIEPTHOM YUPEXKAECHUH, €CIIU UX CIEeIHaIbHbIE
3HaHMUS HEOOXOJUMBI JJIsi TPOBENEHUS OHKCHEPTU3bl MU TaKUE DOKCIEPThl OTCYTCTBYIOT B JaHHOM
JKCIIEPTHOM YUPEXKICHUM.

2. DKCHepToM IO MPOBEAEHUIO DKCIEPTU3bl JIEKAPCTBEHHBIX CPENCTB SIBISAECTCA aTTECTOBAHHBIN
pabOTHUK HKCHEPTHOTO YUPEXKJICHHs, KOTOPBI MMEEeT BhICIIEe MEIUIMHCKOE, (hapMaleBTHUECKOE,
OHOJOTHYECKOe, BETEPUHAPHOE WJIM XUMHUYECKOe 00pa30BaHUE U MPOBOJUT IKCHEPTU3Y JEKAPCTBEHHBIX
CPEZCTB B TIOPSI/IKE UCTIOJIHEHUS CBOUX JIOJDKHOCTHBIX 00sI3aHHOCTEH (J1asiee - HKCIepT).

3. Ilpu mpoBeneHMM HKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB JKCIEPT HE MOXKET HAXOIHUThCA B
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Kakoi-mnbo 3aBHCHMOCTH OT JIMIA, HA3HAYMBILEIO 3Ty AKCHEPTH3Y, DPa3paboTumKa JIEKapCTBEHHOTO
Cpe/CTBA WIN APYI'UX 3aUHTEPECOBAHHBIX B PE3YJIbTATaX 3KCIEPTU3HI JIUIIL.

Wndopmarius 06 M3MEHEHUSX:

DedepanvHvim 3akoHom om 25 Hosopa 2013 e, N 317-@3 wacme 4 cmamvu 16 nacmosiweco
DeodepanbHo20 3aKOHA U3N0AHCEHA 8 HOBOU Pe0aKyUuU

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

4. Tlpu npoBeNEHUM OHKCIEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB HE JOIYyCKaeTcss HUCTpebdoBaTh y
3asBUTENII JTUOO WHBIX JIMII MaTepHalibl, HEOOXOAWMBIC Il TPOBEACHHS OJKCHEpTU3bl. B ciydae
HEJ0CTAaTOYHOCTH IMPEICTABICHHBIX SKCIEPTY MATEPUANIOB JUIs JaYU 3aKJIFOUEHHUS SKCIIEPT CTAaBUT BOIPOC
O TPEJCTaBIICHUM €My HEOOXOJMMBIX MaTepHUAJIOB Mepel] PYKOBOIUTEIEM HKCIEPTHOTO YUPEKACHUS,
KOTOpBI oOpaiaercss ¢ COOTBETCTBYIOIIKMM 3allpOCOM B YIOJHOMOYEHHBIN (enepanbHblii opran
WCIIOJIHUTEJIbHOM BJIACTH, BBIJIABIIUMA 3aJaHWE HA IPOBEICHHUE IKCIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA.
VYkazaHHbII (enepanbHbIi OpraH HCIOJHUTEIBHOW BJIACTH B TEUYCHHE IISITH padOYMX JHEH CO JHSA
NOCTYIUIEHUSI 3allpoca PYKOBOJWTENSI SKCIIEPTHOIO YUPEKIEHHUS HAlpaBisieT 3asBUTENIO0 3alpoc O
MPEJICTaBICHUH HEOOXOJUMBIX MaTepHuanoB. [laHHBINA 3ampoc MOXET OBITh HepeaH YHOJIHOMOYEHHOMY
MPEACTABUTEIIO 3asIBUTEIS JIMYHO TI0]T PACIHUCKY, HAPABJICH 10 TIOYTE 3aKa3HBIM MTMCbMOM WJIU TIEPEIaH B
JNEKTPOHHOU (popMe MO TEeNeKOMMYHHMKAIIMOHHBIM KaHajlaM CBS3U. B cilydyae HampaBiieHHs aHHOTO
3ampoca Mo TMOYTE 3aKa3HbIM MUCHMOM OH CUMTAETCSl MOJYYEHHBIM MO UCTEUCHUU IIECTH JHEH C JaThI
HaIpaBJIEHUS 3aKa3HOTO MUChMA.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 25 noaops 2013 e. N 317-@3 cmamvs 16 nacmoaweco Dedepanvrozo
3aKona 0onoineHna yacmoio 4.1
4.1. 3asBuTenb 00s3aH MPEACTaBUTH OTBET Ha 3alpoC YMOJIHOMOUYEHHOTrO (heaepaabHOro opraHa
WCTIOJTHUTEIILHOM BJIACTH B CPOK, HE MPEBBIIAONINKA JAEBIHOCTA pabovmMx THEH CO JHS €ro IMOJyYCHHS.
YHOIHOMOYCHHBIH (hefiepalibHbIii OpraH UCIIOJHUTEIILHOW BJIACTH, BBIIABIIMIA 33aJaHHE Ha MPOBEICHUE
AKCIIePTHU3bI JIEKAPCTBEHHOT'O CPEJICTBA, B TEUCHUE MATH PAOOYMX JHEU CO JIHS IMOCTYIUICHHS OT 3asBUTEIS
OTBETa Ha JIaHHBIM 3ampoc HaMpaBlIeT TaKOWM OTBET B OKCIEPTHOE YyupexieHue. B ciydae
HETPEJICTABJICHUS. TI0 HWCTEYCHUHW JICBSHOCTA paboduMX JHEW 3asBUTENIEM OTBETa Ha JAaHHBIH 3ampoc
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH MCIOJHUTENBHOM BJIACTH, BBIAABIIMK 3a/laHUE Ha MPOBEICHUE
IKCIIEPTH3bI JICKAPCTBEHHOTO CPEJCTBA, B TEUEHUE TNATH pabouMx JHEW HaAmpaBiIieT B AIKCIEPTHOE
yUpexXJIeHUE yBEeIOMIIEHHE O HEeTpPEeACTaBICHUH 3asBUTEIEM OTBETa Ha 3aMpoc yKazaHHOTo opraHa. Bpems
CO JHS HAmpaBJICHHS 3ampoca JKCIIEPTHOTO YUPESKICHUS B YIIOJHOMOUYCHHBIA (eepanbHblii OpraH
UCTIOTHUTENBHON BIIaCTH A0 MAHS TOJYYeHHs] OSKCIEPTHBIM YUpPEXKIEHHEM OTBEeTa Ha 3ampoc WIH
YBEJIOMJICHHSI O HENIPEICTABICHUN OTBETA Ha 3alPOC HE YUYUTHIBACTCS MIPH UCUUCIICHUH CPOKA IMPOBEICHUS
9KCIIEPTHU3bI IEKAPCTBEHHOTO CPEICTRA.

Wndhopmarrist 06 n3MEHEHUSX:

Cmamus 16 dononnena wacmoio 4.2 ¢ 15 uonsa 2018 . - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
4.2. Eciin B cocTaBe pernucTpallMOHHOrO JO0ChE Ha JIEKapCTBEHHBIN Ipenapar Ajas MEAUIMHCKOTO
IIPUMEHEHUS COAEPIKUTCS MPEyCMOTpeHHas ctatbeil 18, yactero 1.1 crateu 30 u crarbeil 34 HaCTOAIIETO
@DenepanibHOTO 3aKOHA KOIUS PELICHHs YIIOJIHOMOYEHHOro (eepalbHOro OpraHa HCHOJIHUTEIbHOM
BJJACTH O IIPOBEACHUM WHCIEKTUPOBAHUS IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB, DJKCIEPTY M0
oopmieHHs pe3yabTaTOB 3KCIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA IPEJOCTABISIETCS B MOPSAKE M Ha
YCIOBHUAX, KOTOpBIE MNPEAyCMOTpeHbl yacTsiMu 4 WU 4.3 HACTOAIIEW CTAaThbM, KOMUS 3aKIIOYECHHS O
COOTBETCTBUHM  IPOM3BOJAUTENS  JIGKAPCTBEHHBIX CPEACTB  TpeOOBaHMSAM  IPAaBUJI  HaJUIeKallen
MIPOU3BOJICTBEHHON MPAaKTHUKH, BBIIAHHOTO YMOJHOMOYEHHBIM (peiepalibHbIM OpPraHOM HCHOJHUTEIbHOM
BIIACTH.

Wudopmanust 00 U3MEHEHUSX:

Cmamuvs 16 dononnena wacmoto 4.3 ¢ 15 uronsn 2018 . - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
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140-D3

4.3. 3asBuTenp 00s13aH MPEICTaBUTh B YIIOJHOMOYCHHBIN (efepaabHbIii OpraH HUCHOJHUTEIBLHON
BJIACTH KONMIO 3aKIIOYECHHS O COOTBETCTBUU MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUAM
IIpaBUJI HaJJIeXkalled MPOU3BOJCTBEHHONW MPAKTHKUA B CPOK, HE MPEBBIMIAIONIUNA CTa BOCBMUIECITH
paboumx JHEH CO JTHS MOMyYeHUs 3alpoca O €€ MPeJOCTaBICHUH. Y TOJIHOMOUYSHHBIN (he/iepanbHblidl Opran
MCIIOJTHUTENIHOM BJAacTH, BBIIABIIMHN 3aJlaHUE Ha MPOBEACHHUE SKCIIEPTU3bI JIGKAPCTBEHHOTO CPEACTBA, B
TE€YEHHE MATH pabouMx JAHEW €O JHA IMOCTYIUIEHHsI OT 3asBUTENS KOMHMM 3aKIHOYEHMS] O COOTBETCTBUU
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSIM TMpaBUJ HAJJIeKaIIeH MPOU3BOJICTBEHHOM
IIPAKTUKW, HAIpaBiseT €€ B 3KCIEPTHOE YyupexiacHue. B ciydyae HempencTaBieHUs 3asBUTENIEM B
YKa3aHHBII CPOK KOMHMM 3aKJIIOYEHHS O COOTBETCTBHM IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM MPABWII HA/JISKAIIEH POU3BOICTBEHHOM MPAKTHKH YIIOJHOMOYEHHBIN (heaepanbHbIid opraH
MCIIOJTHUTENIbHOM BJIAacTH, BbIIABIIUHN 3aJJaHUE Ha MPOBEACHUE SKCIEPTHU3bI JIEKAPCTBEHHOTO CPEJCTBA, B
TE€YEHUE MATH pabouMX JHEHN HampaBiseT B AKCIEPTHOE YUPEKICHHE YBEIOMJICHUE O HENPEACTaBICHUU
3asiBUTENIEM KOIUHU 3aKIIIOUEHUSI O COOTBETCTBUM NMPOU3BOAUTEINS JIEGKAPCTBEHHBIX CPEJICTB TPEOOBAHUIM
IIpaBWJI HAJUIeKaIed MPOU3BOJACTBEHHON NMPaKTUKU. BpeMs co JHs HampaBieHHUs 3ampoca 3KCIEPTHOTO
YUpEXKJIEHUSI B YINOJHOMOYEHHBIH (heepaabHblii OpraH HCHOJHUTENBHON BIAcTU 0 AHSA TMOTYYCHHS
AKCIEPTHBIM YUPEKICHUEM KOIHUH 3aKJIIOUEHHUSI O COOTBETCTBUM MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSM MpaBWJI HAAJEXKAlIell MPOU3BOJACTBEHHOW TMPAKTUKH WJIM YBEJOMIIEHUS O €€
HENPEJCTaBICHUNM HE YYUTBIBAETCS IPU HUCUYHUCIEHUU CpPOKAa IMPOBEIEHUS SKCIIEPTH3bl JIEKAPCTBEHHOTO
CpeICTBa.

5. DkcnepT mnpu HPOBEIACHUM IOPYYEHHOH €My pPYKOBOJWUTENEM JKCIIEPTHOIO YUPEXKJIEHUS
9KCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEJICTBA 00sI3aH:

1) mpoBecTH TOJHOE WCCIEIOBAaHUE NPEACTABICHHBIX €My OOBEKTOB, MAaTepHUaloB, AaTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIOYEHHE [0 [IOCTABIEHHBIM Tepel] HUM BOIpOCaM WM
MOTHUBHPOBAHHOE 3aKJIFOUEHUE O HEBO3MOXXHOCTHU IIPOBECHUS UM IKCIEPTU3bI JIEKAPCTBEHHOT'O CPE/CTBA,
€CJIM TIOCTABJICHHBIE BOIPOCHI BBIXOAAT 3a MpeAeNbl CIEUUaIbHBIX 3HAHUN OJKCHepTa, OOBEKTHI
UCCJIEJIOBAaHUM M MaTepuajbl HENPUTOJHbI WM HEIOCTATOYHBI JJIsl MPOBEACHUS WCCIEIOBAaHUN U J1auu
3aKJIIOYeHHs JH00 COBPEMEHHBIN YpOBEHb Pa3BUTHS HAayKH HE IMO3BOJIIET OTBETHTHh HA IOCTaBJICHHBIE
BOIIPOCHI;

2) He pasrjamaTh CBEJEHHs, KOTOPbIE CTaJld €My W3BECTHBI B CBSI3U C NPOBEICHUEM 3KCIIEPTU3BI
JIEKapCTBEHHOI'O CPEJCTBA, a TAK)KE CBEJCHHS, COCTABIIAIOIINE T'OCYIapCTBEHHYIO, KOMMEPUYECKYIO WM
MHYIO OXPaHsEMYIO0 3aKOHOM TaliHy;

3) obecreunTh COXPaHHOCTh MPEACTABICHHBIX 00BEKTOB HCCIIEIOBAHUN U MAaTEPHAJIOB.

6. DKcnepT He BIIpaBe:

1) npoBOANTH 3KCHEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA MO OOpAIEHHIO HEMOCPEIACTBEHHO K HEMY
OpraHu3anuil Wi GU3NYEeCcKux JIII,

2) caMOCTOSITENIbHO COOMPaTh MaTepUalbl AJ1s IPOBEACHUSI SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEICTBA;

3) NpOBOAUTH HKCIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAUECTBE HETOCYJapCTBEHHOI'O 3KCIIEPTa.

7. B cnydae HeoOXOOUMOCTH OKCIEPT BIpaBe XOJAaTaliCTBOBaTh Iepel] PYKOBOJIUTENIEM
9KCIIEPTHOTO YUPEXKIECHUS O MPUBJIEUYEHUHN K IPOBEACHUIO IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA APYTUX
JKCIIEPTOB.

8. Kaxaplil sKcIepT, BXOIAIIMI B COCTaB KOMHUCCHUHU JKCIIEPTOB, KOTOPOI MOPYYEHO MPOBEIEHUE
9KCIIEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCUMO M CaMOCTOSITENIbHO MPOBOAUT HCCIEI0BaHUS,
OLIGHUBAET PpEe3yJIbTaThl, MOJYYEHHBIE MM JIMYHO U JPYTUMH JKCHEepTaMH, U (OPMYIUPYET BBIBOABI
OTHOCHUTEIIbHO ITOCTaBJICHHBIX BOIIPOCOB B MpeiesiaX CBOUX CIEeHaIbHBIX 3HAHUM.

9. Pe3ynbTaThl 3KCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA O(GOPMIISIIOTCA 3aKIIOUEHHEM KOMHCCUU
JKCIEPTOB. B 3aKiIl0YeHHMM KOMHCCHHM SKCIEPTOB YKa3bIBAIOTCS IEpPEUYEeHb HCCIENOBaHUM, 00BEM
IPOBEIEHHBIX KaX/IbIM SKCIIEPTOM HCCIIE0BaHUM, YCTAHOBICHHBIE KK/IbIM U3 HUX (aKThl U CICIaHHbIC
B pe3yJbTaTe UCCIEN0BaHUI BBIBOABI. DKCIEPT, MHEHHE KOTOPOTO HE COBMAJAET C PEIIeHHEM KOMHCCHU
9KCIEPTOB, BIPABE BHIPa3UTh CBOE MHEHHE B MUCHbMEHHOW (opMe, KOTOpOoe MpUOOIIaeTcs K 3aKII0UECHUIO
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KOMHCCUH IKCIIEPTOB.

10. DkcrepTbl, BXOASIIME B COCTaB KOMHCCHHU, MPEIYNPEKAAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3axkoHojarenbcTBOM Poccniickon ®Penepanuu 3a gady 3akKIIOUYEHUs, COJEPKAILEro
HEOOOCHOBaHHBIC MM (PaTbCU(PUIIMPOBAHHBIC BHIBOJIBI, O YEM OHHU JAIOT MOJIIHCKY.

11. Onpenenenue ypoBHs Mpo(hecCHOHATLHON MOATOTOBKH SKCIIEPTOB M aTTECTAIUs MX HA MPAaBO
NPOBE/ICHUS] IKCIIEPTH3bI JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIOTCS IKCIEPTHO-KBATH(PHKAIIMOHHBIMH
KOMHCCHUSIMH B TIODPSI/IKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM YHOJHOMOYEHHBIM (peepalbHbIM OpraHOM
UCTIOJTHUTEIILHOW BJIACTH. YPOBEHb MPOPECCHOHAIBHON MOATOTOBKH SKCIEPTOB MOUICKHUT MEPECMOTPY
yKa3aHHBIMH KOMUCCHSMH HE PEeKe UYeM OJIMH Pa3 B MAThH JIET.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 uacme 12 cmamvu 16 nacmosuezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu
12. IlpaBuia mpoBEAEHUS SKCIEPTU3bI JEKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH AKCHEPTH3BI

OTJICNbHBIX ~ BUJOB  JIGKAPCTBEHHBIX MpenaparoB (peepeHTHBIX JIeKApCTBEHHBIX IMPEnaparos,
BOCIIPOM3BEJICHHBIX JICKAPCTBEHHBIX IPEMapaToB, OWOJIOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB,
OMoaHAIOTOBBIX  (OMOMOOOHBIX) JICKAPCTBEHHBIX IpenaparoB (OMOAHAJIOTOB), TOMEOMATHYECKUX
JIEKapCTBEHHBIX IPENapaToB, JEKAPCTBEHHBIX PACTUTENBHBIX NPENapaToB, KOMOWHAIMNA JIEKapCTBEHHBIX
npenapaTtoB), (OPMbI 3aKIIOUEHUN KOMHUCCHHM OJKCHEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (heIepaibHbIM OPTaHOM HCTIOTHUTEIIBHON BIIACTH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 16 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Undopmarist 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamusa 17 nacmoswezco Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamwvu 8 npedvloyuell pedaxKyuu
Crarba 17. llomaya u paccMOTpeHHME 3asABIICHHS O TOCYJAapCTBEHHOW pPErucTparvuu
JIEKapCTBEHHOTO Mpernapara Jjisi BETepUHAPHOTO MPUMEHEHUS

1. Jlmsg rocynapCTBEHHOM pErucTpaldM JIEKapCTBEHHOrO Ipenapara s BETEPUHAPHOTO
MpUMEHEHUs pPa3pabOTYMK TaKOro JIEKAPCTBEHHOTO TMpernapara WA YIOJIHOMOYEHHOE WM JPYroe
IOPUIMYECKOEe JHIO (Jajiee B HACTOSINEW CTaThe - 3asABUTENb) MPEACTABISET B YHNOJTHOMOYEHHBIN
dbenepaqbHBI OpraH HCIOTHUTEIBHOW BJIACTH, OCYIIECTBISIONIMN TOCYIapCTBEHHYIO PETHUCTPAIUIO
JICKapPCTBEHHBIX MPENaparoB JJIsl BETEPUHAPHOTO MPUMEHEHUs, B JIEKTPOHHOH (hopMe uin Ha OyMa>kHOM
HOCUTEJIE 3asIBIIEHHE O TOCYAApCTBEHHOW PErHCTpaluy JIEKapCTBEHHOI'O Mpenapara JUisi BETEpUHAPHOTO
MPUMEHEHHUS, a TaKXkKe B TOPSAKE, YCTAHOBIEHHOM COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (heepambHbIM
OpraHOM HCTIOJHUTEIBHOW BJIACTH, B DJIEKTPOHHOW (opMe MM Ha OyMaKHOM HOCHUTENIE HEOOXOIUMbIS
JOKYMEHTBI, U3 KOTOPBIX (OPMUPYETCS PErHCTPAIlMOHHOE J0Che Ha JIEKAPCTBEHHBIA TMperapar s
BETEPUHAPHOTO TIPUMEHEHHUSI.

2. B 3asBNeHnU 0 rocyapCTBEHHOM perucTpanuu JeKapcTBEHHOIO MpernapaTa 1Jisi BETEpUHAPHOTO
MPUMEHEHUS YKa3bIBAIOTCS:

1) HauMeHOBaHUE U aJIpeC 3asBUTEISI, pa3paboTurKa U TPOU3BOIUTENS JIEKAPCTBEHHOTO Mpernapara
JUIsT BETEPUHAPHOTO TMPUMEHEHHsS] W aJpec MeCTa OCYIIECTBJICHHS IPOW3BOJCTBA JIEKAPCTBEHHOTO
npenapara i BETEPUHApPHOIO0 NPUMEHEHUs (B CiIyyae HaJU4Msl HECKOJIbKMX YUYaCTHHUKOB Ipolecca
MIPOU3BOJICTBA HEOOXOAMMO YKa3aTh KaXKJ0TO U3 HUX);

2) HaMMEHOBAHHE JIEKAPCTBEHHOTO Mpernapara Jjisl BETEPUHAPHOT0 IPUMEHEHUS (MEKIyHAPOIHOE
HEMaTeHTOBAaHHOE, WJIA TPYITUPOBOYHOE, WM XUMUYECKOE M TOPrOBOE HAUMEHOBAHMS);

3) nepeuyeHb AEUCTBYIOMIMX M BCIIOMOTaTENIbHBIX BEIIECTB, BXOJAIIUX B COCTAB JEKAPCTBEHHOI'O
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npernapara Jyisi BETEpUHApPHOIO IIPUMEHEHUS, C YKa3aHUEM KOJIMUECTBA KaX/10T0 U3 HUX;

4) nexapctBeHHas ¢opMa, T03UPOBKA, CHOCOOBI BBEACHHS W MPUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOI'0 IIpernapara Jyisi BETEpUHAPHOT0 IPUMEHEHUS;

5) dapmakoTrepaneBTHUECKas FPyIIa;

6) HEOOXOUMOCTh NMPUMEHEHHSI YCKOPEHHOM MPOIeTyphl AKCIEPTH3BI JIEKAPCTBEHHBIX CPENICTB B
LEJISIX TOCYJapCTBEHHOM perucTpaiiy JIEKapcTBEHHOTo Mpenapara;

7) KOIIMM TOKYMEHTOB, IOATBEPKAAIOIIMNX YIIJIATy TOCY1apCTBEHHOM IOLUIMHBIL:

a) 3a MPOBEJCHUE SKCIEPTU3bl KauecTBa JICKAPCTBEHHOI'O CPEACTBA M IKCIEPTH3bl OTHOILCHUS
0’KHMJAEMOM TOJIB3bI K BO3MOYXXHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO Ipernapara Jijisl BETEpUHAPHOTO
MPUMEHEHHUS IIPU €ro roCy1apCTBEHHON PETUCTPaIlUY;

0) 3a BbIAAUY PETUCTPALIMOHHOTO YAOCTOBEPEHNUS JIEKAPCTBEHHOT'O IIpenapara;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 utons 2015 2. N 241-D3 6 nynkm 8 wacmu 2 cmamou 17 nacmoswezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
8) Hanmuuue coriacus, MPEAYCMOTPEHHOrO 4YacThio 7 HACTOALICH CTaThbH, €CIM C MOMEHTa
perucrpanuu peepeHTHOro JCKApCTBEHHOTO Mpernapara JJisi BETCPUHAPHOTO TPUMEHEHHS ITPOIILIO MEHEe
YeM IIEeCTh JIeT.

Wuopmarus 06 H3MEHEHHSX:
Yacmo 3 usmenena c 1 ausaps 2021 2. - @edepanvhwiii 3akon om 27 dexkadps 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio
3. PerucrpanmoHHOE T0ChE B LEJSAX IKCIEPTHU3HI JIEKAPCTBEHHOTO Tpernapara Jjisi BETEPHHAPHOTO
npuMeHeHHs (HOPMUPYETCs U3 CISAYIOIIUX TOKYMEHTOB U CBEJCHUN:

Undopmarist 06 n3MEHEHUX:
Ilynkm 1 usmenen c 1 ansapsa 2021 a. - @edepanvhuiii 3axon om 27 oexaops 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio
1) cBeneHHs O JaTe TMPEJOCTaBICHUS M PETHCTPAIIMOHHOM HOMEpE JIMIICH3WH Ha TPOU3BOCTBO
JICKapCTBEHHBIX CPEACTB, MPEJOCTABIECHHONW MPOM3BOAMUTENIO PErHCTPUPYEMOTO JIEKAPCTBEHHOTO
mperapara Jyisi BETepUHAPHOTO TIPUMEHEHUS, IS POCCHICKUX TTPOU3BOTUTEIICH;

Wndopmarys 06 H3MEeHEHHSAX:
Ilynkm 2 usmenen c 1 sneaps 2021 e. - @edepanvhuiii 3axon om 27 dexaobps 2019 2. N 478-D3

Cm. npedvloyuyro pedaKyuio
2) cBefieHHs O JaTe MPEIOCTaBIEHUS M PErHMCTPAIlMOHHOM HOMEpE JIMIIEH3MH Ha TPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEJICTB, IPEIOCTABIECHHON MTPOU3BOAUTENIO (DApMalleBTHUECKOM CyOCTaHIIUU, BXOISAIICH
B COCTaB PETUCTPUPYEMOIrO JIEKAPCTBEHHOI'O IIpenapara Uil BETEPUHAPHOIO NPUMEHEHMS, JIs
POCCUICKHX ITPOU3BOAUTEIIEH;

Wndopmarys 06 M3MEHEHHSAX:

Yacms 3 Odononnena nynkmom 2.1 c¢ 15 uronsa 2018 2. - @eodepanvhuiti 3axon om 4 uwona 2018 2. N
140-D3
2.1) xomusi NIOKyMEHTa, BBIJAHHOIO YIOJHOMOYEHHBIM OPraHOM CTPaHbl NPOU3BOAUTENS JUIs
KOKIOW  IPOU3BOACTBEHHOM  IUIOIIAJKM  PETUCTPUPYEMOrO  JIEKAPCTBEHHOI'O  IIpemapara  JUis
BETEPUHAPHOTO TPUMEHEHUS M TOATBEP)KIAIOIIETO COOTBETCTBUE MPOU3BOJIUTEINS JIEKAPCTBEHHOTO
npenapara TpeOOBaHUAM ITPABUJI HAAJIEKAIIEH MPOU3BOACTBEHHON MPAKTHKH, U €ro MepeBOl Ha PyCCKUN
A3bIK, 3aBEPEHHBbIE B YCTAHOBJIEHHOM TIIOPSJKE, a TakKe KOMUS 3aKJIIOYEHUS O COOTBETCTBUU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB TPEeOOBAaHUSAM TMpaBWJ HaJUIeXKalled MpPOM3BOACTBEHHOMN
MPAKTUKH, BBIJAHHOTO YINOJHOMOYEHHBIM (hefiepaibHbIM OpraHOM HCIIOJIHUTENBHON BIACTU JUISl KaXKIOM
IIPOU3BOJCTBEHHON IUIOHIAJIKM PETUCTPUPYEMOrO JIEKAPCTBEHHOIO IIpernapara i BETEPUHAPHOIO
NPUMEHEHHUs, 100 KOMHs pEeUIeHHs] O MPOBEIEHUU WHCIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX
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CPEICTB, MPHUHSITOTO YIIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJHUTEIHHOW BIACTH AJIS KaKIOU
MPOU3BOJCTBEHHON IUIOMIAJIKM PETUCTPUPYEMOrO JIEKAPCTBEHHOIO Ipernapara A BETEPUHAPHOTO
MpUMEHEHHUS. YKa3aHHbIC JIOKYMEHTHI MPEJCTaBISAIOTCS B Cllydae, €Clid MPOU3BOACTBO JIEKAPCTBEHHOTO
npernapara ocyuiecTBiseTcs 3a npeaenamu Poccuiickoit denepanuy;

Wndopmarius 06 n3MEHEHUX:

Yacme 3 donoanena nynkmom 2.2 ¢ 15 uionsa 2018 e. - @Pedepanvhviti 3akon om 4 uions 2018 e. N
140-@3
2.2) KomMs JOKYMEHTa, BBLIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl HPOU3BOAUTEIL
dapmarieBTHYeCKON CyOCTaHIIMU M TIOATBEPKIAIOIIETO COOTBETCTBUE MPOU3BOIUTENS (hapMaIleBTUIECKOM
CyOCTaHIIMM, BXOASAIIEH B COCTaB PErHCTPUPYEMOrO JIEKaPCTBEHHOTO Iperapara s BETEpUHAPHOTO
OpUMEHEeHHs, TpeOOBaHMAM TIpaBMII HAAJEKaIIeHd NPOU3BOJACTBEHHOW NPAKTHUKH, W €ro IepeBOJ Ha
PYCCKMH  sI3bIK, 3aBEpEHHBICE B YCTAHOBIECHHOM TIOpsJIKe, B CJy4ae, €CJIH IPOU3BOJICTBO
(dapManeBTUYECKON CyOCTaHIIMM OCYIIECTBISAETCS 3a npeaenamu Poccuiickoii denepanum;
3) NpOeKT HOPMATHBHOTO JOKYMEHTAa Ha JICKapCTBEHHBIM Ipernapar Uil BETEPHHAPHOTO
PUMEHEHHUS;
4) DOKyMEHT, COZAEpIKAaIlUi CIEAYIOIy0 HWHPOPMAIHMIO O (apMaleBTUYECKOW CyOCTaHIIMU HIIH
(dapMarieBTHYeCKNX CyOCTaHIMAX, BXOAAIINX B COCTAaB JICKAPCTBEHHOTO Npernapara JJisi BETEPUHAPHOTO
PUMEHCHHUS:

Undopmarist 06 n3MEHEHUX:
Iloonynkm "a" usmenen c 13 aszycma 2019 e. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedsloywyro pedaKyuio

a) HauMeHOBaHWE (hapMalEeBTHUECKOW CYOCTaHIIMM, €€ CTPYKTypa, oO0mmue cBoiicTBa (Tipu
roCyJapCTBEHHOHN perucTpaluu UMMYHOOMOJIOIMYECKUX JIEKApCTBEHHBIX MIPENapaToB JIIsl BETEPUHAPHOTO
NPUMEHEHHS TPEACTABISIOTCS CBEACHUS O IITaMMe, BKIIIOYas €ro HauMEHOBaHWE, WH(OPMAIUIO O
IPOMCXOXKAEHUH, €r0 CBOMCTBAX, XapaKTEPUCTHKAX U MECTE JEIIOHUPOBAHNUA);

0) HauMEHOBaHME U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHsI NMPOU3BO/ICTBA C OMMCAHUEM CTaJUil MPOM3BOJCTBA U METOJOB KOHTPOJIS Ha BCEX
CTaUsIX IPOM3BOJICTBA;

Wndopmarys 06 H3MEHEHHSAX:
Ioonynxm "2" usmenen c 13 aszycma 2019 2. - @edepanvusiii 3axon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
r) uHpopMmamuss O TmpuMecsix (HE TNPEACTaBISeTCs TpPU TOCYIapCTBEHHOW perucrpanuu
UMMYHOOHOJIOTMYECKHUX JIEKAPCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHHMS);

Wndhopmarrist 06 n3MEHEHUSX:
TIloonynkm "0" usmenen c 13 aszycma 2019 e. - Dedepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
n) cnemudukamus Ha  ¢dapMaleBTUUECKYI0  CyOCTaHIMI0O (HE  TPEACTABISIETCS  TPH
rOCY/IapCTBEHHOW PETUCTPAIIE UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MIPEMapaToB JJisl BETEPHHAPHOTO
PUMEHEHHUS);
€) OMHMCAHNE METOJUK KOHTPOJISI KAYECTBA;

Wudopmanust 06 U3MEHEHHUSX:
TIoonynxkm "xnc" usmenen c 13 aseycma 2019 2. - @edepanvuuiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
’K) pe3yJIbTaThl aHajdu3a cepuil (papMareBTUYECKON CcyOcTaHIMHM (HE TPEICTaBISIOTCS TPH
rOCY/IapCTBEHHON PETUCTPAIIH UMMYHOOHOIOTHUECKHUX JICKAPCTBEHHBIX MPENapaToB AJsi BETEPUHAPHOTO
MPUMEHEHHUS);
3) MepedeHb CTaHAAPTHBIX 00PA3IIOB MM BEIIECTB, UCIOIB3YEMbIX MPU OCYIIECTBICHUN KOHTPOJIS
Ka4yecTBa,
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1) OIIMCAaHUE XapaKTEPUCTUK U CBOMCTB yIIaKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEJICTB;

Wndopmarus 06 H3MEHEHHSX:
Iloonynkm "x" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 e. N 297-D3

CMm. npedvloyuyro pedaKyuio
K) JaHHble O CTaOWIBHOCTH (HE TIPEJACTABISIOTCS IPH TOCYIapCTBEHHOW PETUCTpaIiU
UMMYHOOHMOJIOTHYECKHX JICKAPCTBEHHBIX MIPEMapaToB Ik BETEPHHAPHOTO MPUMEHECHYS ),
J) CPOK TOJTHOCTH, YCIIOBHSI XpaHCHHSI,

Wndopmarius 06 H3MEHEHUSX:
Ilynkm 5 uzmenen c 13 aseycma 2019 a. - @eodepanvhuiti 3akon om 2 aseycma 2019 e. N 297-D3

CMm. npedvloyuyro pedaKyuio

5) oryer o pe3ynpTaTax JOKJIMHMYECKOIO HCCIIEAOBAaHUS JIEKAPCTBEHHOIO CpeJIcTBa JJs
BETEPUHAPHOTO IPUMEHEHUs, BKJIIOYAIOIIUN ONMCAHME METOJOB OIPEAEICHUS OCTATOYHBIX KOJUYECTB
JEHCTBYIOIIEr0 BeIecTBa (JICHCTBYIOIMX BELIECTB), JAOCTUrAIOIEro (JOCTUTAIONIIUX) CHCTEMHOIO
KPOBOTOKAa, B NIPOAYKLIHMHU >XUBOTHOIO IPOUCXOXKIEHHUS IOC]IE€ NPUMEHEHUS TaKOIo JIEKapCTBEHHOTO
CpEeZCTBa, a TAaKXkKe JJOKYMEHTaJIbHOE MOATBEPKICHNE (BaTUIAUs) YKa3aHHBIX METOIOB;

6) oruer O pe3yiabTaTax KIMHUYECKOIO HCCIIEIOBaHMS JIEKAPCTBEHHOrO Ipenapara s
BETEPUHAPHOIO IPUMEHEHHUS y KaXJI0r0 BUJA *KUBOTHBIX, YKa3aHHBIX B MHCTPYKLUH 10 BETEPUHAPHOMY
IPUMEHEHUIO;

7) TPOEKT HHCTPYKIMM [0 BETEPUHAPHOMY IPUMEHEHHIO JIEKapCTBEHHOIO Ipernapara,
coZEpIKaIleH CIeAYIOIMEe CBEACHUS:

a) HAaMMEHOBaHUE JIEKapCTBEHHOT'O IIpernapara /il BETEpUHAPHOTO MIPUMEHEHHsI (MEXTyHapoJHOe
HENaTEeHTOBAHHOE, WIN IPYNIHPOBOYHOE, MIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHas popMa ¢ yKa3aHMEM HaMMEHOBAHUN M KOJMUYECTBEHHOI'O COCTaBa JEHCTBYIOLIMX
BEIIECTB U KAYECTBEHHOI'O0 COCTaBa BCIIOMOTaTENIbHBIX BEILECTB;

B) ONMCAHUE BHELIHETO BUJa JIEKApCTBEHHOTO Mpenapara il BETepUHAPHOI0 IPUMEHEHHUS;

r) hapmakoTepaneBTHUECKas rpyIa JIEKapCTBEHHOT 0 Mpenapara JJis BETepUHApHOTO IPUMEHEHUS
WIM yKa3aHHe "TOMEONaTUUYECKHUI JIEKapCTBEHHBIN Mpenapar';

n)  ¢dapmakoguHaMuka W (QapMakOKMHETHKa (32  HCKIOYeHHeM  (apMaKOKHMHETHKU
TOMEOIAaTHUECKUX JIEKAPCTBEHHBIX IMPENaparoB M pPACTUTENBHBIX JIEKAPCTBEHHBIX IpernapaTtoB) WIH
ONKMCAaHNE UMMYHOOMOJIOIMUYECKUX CBOMCTB JIEKAPCTBEHHOTO Mpernapara;

€) MoKa3aHus Uil IPUMEHEHHUS;

K) IPOTUBOIIOKA3aHUA [yl IPUMEHEHUS,

3) Mephbl IPEJOCTOPOKHOCTH MTPU TPUMEHEHUH;

1) yKa3aHUE BO3MOXXHOCTH U OCOOEHHOCTEN NMPUMEHEHUs Y OEPEMEHHBIX )KUBOTHBIX, Y )KMBOTHBIX
B [IEPUOJ JIAKTALlUH, Y TOTOMCTBA )KUBOTHBIX;

K) PEXHUM JI03UPOBAHMS, CIIOCOO BBEJICHMS U NMPUMEHEHMs], IpU HEOOXOAMMOCTH BpeMs MpHeMa
JIEKapCTBEHHOI'0 Iperapara Juisi BETEpUHAPHOTO MPUMEHEHUS, IPOI0JIKUTENIbHOCTD JICUEHHUS

J) BO3MOXKHbIE TTOOOYHbIE ACHCTBUS, HEXKENATEIbHbIE PEeaKui Py MPUMEHEHUH JIEKapCTBEHHOTO
npernapara Jisi BETepUHAPHOTO IPUMEHEHUS;

M) CUMIITOMBI IIEPEI03UPOBKH, MEPHI IO OKA3aHUIO MTOMOIIHU PH MEPEI03UPOBKE;

H) B3aUMOJIEHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU TperapaTaMu U (W) KopMaMu;

0) ¢opMBI BBITyCKa JEKapCTBEHHOTO Mpenapara Jjisl BETEpUHAPHOT0 IPUMEHEHUS;

n) ykazaHue (Mpu HEoOXOJUMOCTH) OCOOCHHOCTEH AeWCTBUS JIEKapCTBEHHOIO IpernapaTta ajis
BETEPUHAPHOT'O IPUMEHEHHUSI IIPH IIEPBOM NPUEME WIIU IIPU €T0 OTMEHE;

Wudopmanust 06 U3MEHEHHUAX:
THoonynxkm "p" usmenen c 13 ageycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npedvioyuyro pedakyuio
p) onucaHue (Mpu HEOOXOAMMOCTH) JAECHCTBHM CIleMaaicTa B 00JacTu BeTepUHAPUH, BIIAJIEibla
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JKUBOTHOTO TIPU TPOMYyCKEe MpUEMa OJHONW WM HECKOJIbKHX JI03 JICKQpCTBEHHOTO IMpemnapara s
BETCPUHAPHOTO IPUMEHCHHUS;

C) CpPOK TOJHOCTHM M YyKa3zaHHEe Ha 3ampeT NPUMEHEHUS JIeKapCTBEHHOTO IMperapara Jyis
BETCPUHAPHOTO IPUMEHEHHUS 110 UCTCYCHUU CPOKA FOJTHOCTH,

T) YCJIOBUS XpPaHEHUS;

y) yKa3zaHHWe Ha HEOOXOIMMOCTh XpaHEHHs JIEKAPCTBEHHOIO Iperapara i BETEePUHAPHOTO
MPUMEHEHHUS B MECTaX, HEJIOCTYITHBIX IS ETEH;

¢) ykazanue (Mpu HEOOXOIUMOCTH) CIEHUATBHBIX MEP MPEIOCTOPONKHOCTH MPH YHUUYTOKCHHUH
HEHUCIOJIb30BaHHBIX JICKAPCTBEHHBIX MPENApaToB Il BETEPUHAPHOTO IPUMCHCHHS,

X) CPOKH BO3MOXKHOTO HCIOJIB30BAaHHS MPOAYKIIUU YKHUBOTHOTO MPOMCXOXKICHUS TIOCIIC BBEICHHS
YKUBOTHOMY JICKaPCTBEHHOT'O TIperapara Jyisi BETEPUHAPHOTO MPUMEHEHUS;

1) YCIIOBHS OTITYCKa;

4) HAMMEHOBAHMSA W aJpeca IMPOU3BOACTBEHHBIX IUIOMIAIOK MPOU3BOJUTENS JIEKAPCTBEHHOTO
npernapara Jyisi BETepUHAPHOTO TPUMCHEHHS,

II) HAaNMEHOBAHWE, aJpec OpraHW3allu, YIOJIHOMOYCHHOW Jep)KaTejleM WU BIAJIeIbIeM
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIKAPCTBEHHOTO IIperapaTa Ha MPUHATHE IPETEH3UH OT MOTPEOUTEIIS;

8) MPOEKThl MAKETOB TICPBHYHOW yIMAKOBKM W BTOPUYHOH YIAKOBKH JIGKAPCTBEHHOTO Tperapara
JUTSL BETCPUHAPHOTO IPUMEHECHHS;

9) cnenyromue cBeIeHHs O JISKAPCTBEHHOM Tpernapare il BETEPUHAPHOTO IPUMEHEHUS:

a) OMKCaHUE U COCTAB JICKAPCTBEHHOTO Tpernapara Jisi BETCpUHAPHOTO IPUMEHEHUS;

0) onrcanue (hapMareBTHIECKON pa3padoTKH;

Wuopmarus 06 H3MEHEHHSX:
Iloonynxm "8" usmenen c 13 aseycma 2019 e. - @edepanvhuiii 3axon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloywyro pedaKyuio
B) OIMCAHUE TpoIiecca MPOU3BOACTBA U €r0 KOHTPOJIS, MTOANMCAHHOE B MOPS/IKE, YCTAHOBICHHOM B
COOTBETCTBHUHM C YaCThIO | HACTOAIICH CTaThU,

Wndopmarys 06 M3MEHEHHSAX:
THoonynxm "2" usmenen c 13 aszycma 2019 2. - @edepanvuwiii 3axon om 2 agzycma 2019 2. N 297-D3

Cm. npedvloyuyro pedaKyuio
I') ONHUCAHWE KOHTPOJS KPUTHYCCKHX CTAJUN TPOU3BOJCTBA M IMPOMEKYTOUHOU MPOTYKITHH,
MOJMMCAaHHOE B MOPSAIKE, YCTAHOBIEHHOM B COOTBETCTBHMHU C YACTHIO | HACTOSIIEH CTaThU;

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHuim 3akonom om 13 utona 2015 2. N 241-D3 ¢ noonynxkm "0" nynkma 9 yvacmu 3 cmamou 17
Hacmoswe2o PedepanbHo20 3aKOHA 8HECeHbl USMEHEHUS

Cm. mexkcm noonyHkma 8 npedvloyujeti peoaxyuu

J) HaUMEHOBaHMS U ajJpeca pa3paboTuuKa, Jepxkarens WIM BiaJenblia PEerucTPaluoOHHOTO
YyIOCTOBEPEHUS]  JIEKAPCTBEHHOIO  Ipemnapara, IPOU3BOJCTBEHHBIX  IUIOHIAJIOK  MPOU3BOAUTENS
JIEKapCTBEHHOTO TMpernapara JUis BETEPUHAPHOTO NMPUMEHEHUsS C YKa3aHHWEM CTaJUil TEXHOJIOTHYECKOTO
npolecca, OCYIIECTBISEMBbIX Ha MPOU3BOJCTBEHHBIX IUIOLIAJKaX IPOU3BOJIUTENS JIEKAPCTBEHHOTO
npenapara Jyist BETepUHApHOTO MIPUMEHEHHUS;

e) ¢apmareBTUIeCKasi COBMECTUMOCTH;

) MUKPOOHOJIOTMYECKHE XapaKTEePUCTHUKH;

3) MaTepuaibHbIN OallaHC JJIsl MPOM3BOACTBA CEPUH TOTOBOTO MPOIYKTA;

1) OMMCAaHUE XapaKTEPUCTHK U CBOWCTB YIAaKOBOYHBIX MAaTEpHANIOB U YKYIOPOYHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPkKACHNE (BalMIaIusl) POLIECCOB U (UJIN) UX OLIEHKA;

J) TpeOOBaHUS K KAuyeCcTBY BCIOMOTaTeNbHBIX BEIIECTB (cepTUdHKAT, cneuudukanus Ha
BCIIOMOTaTEJIbHBIE BEIIECTBA U UX 00OCHOBAHUE);

M) aHaJUTUYECKHE METOJIUKH, HCIONb3yeMble NpPU OCYIIECTBICHUH KOHTPOJS KadecTBa
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BCIIOMOTaTeJIbHBIX BEIIECTB;

H) JOKYMEHTAJIbHOE MOJTBEPKICHHUE (BaMJAINs) aHATUTUHYECKUX METOJUK, HCIONb3YEMbIX MpHU
OCYIIECTBJICHUU KOHTPOJI KaueCTBa BCIIOMOTATEIbHBIX BEILIECTB;

0) uHpopManus o0 HCHOIH30BAaHUM BCIIOMOTATENbHBIX BEILIECTB UYEIOBEYECKOTO M YKUBOTHOIO
MPOUCX 0K ICHHUS;

) yrpatui cuity ¢ 13 aBrycra 2019 r. - denepanbHbiii 3akoH ot 2 aBrycra 2019 r. N 297-03

Wndopmarius 06 H3MEHEHUSX:

Cm. npeovloyuyio peoakyuro

p) TpeOoBaHMS K KadecTBY JIEKAPCTBEHHOTO TIperapara Jisi BETEPHUHAPHOTO MPUMCHEHUS
(ceprudukar, cnenudukaus Ha JEKapCTBEHHBIN MpermapaT U uX 000CHOBAHHE);

C) aHaJUTHYECKUE METOIUKU, WCIOIb3yeMble TMPU OCYIIECTBICHHH KOHTPOJS KadyecTBa
JIEKapCTBEHHOT'O Iperapara Jyisi BETepUHAPHOTO MPUMEHEHUS;

T) JOKYMEHTAIbHOE MOATBEpKACHUE (BalUJallvs) aHATUTHUYECKAX METOJHUK, MCIIOIb3yeMbIX MpU
OCYIIIECTBIICHUN KOHTPOJISl KayecTBa JIEKApCTBEHHOTO Mpernapara JijIsi BETepUHAPHOTO IPUMEHEHUS;

y) IOKYMEHT, IMOATBEPKIAIOMINNA KAdeCTBO JICKAPCTBEHHOTO Ipernapara TPEeX MPOMBIINIICHHBIX
cepuii (MMPOTOKOJI aHANU3a UK CepTU(PUKAT aHAIIKM3a), OJHA CepUsi KOTOPOTo JOJIKHA COBMAIaTh C cepueit
o0pas3iia JiekapCTBEHHOTO Mperapara, 0IaHHOTO Ha PETUCTPaLUIO;

() XapaKTepHUCTHKA TPUMECEH;

X) TIEpEUYCHb CTaHJAPTHBIX 00pa3I[OB, UCIOIB3YEMBIX IPH OCYIICCTBICHUH KOHTPOJISI KadecTBa
JIEKapCTBEHHOT'O Tpernapara /Ui BETepUHAPHOTO PUMEHEHUS;

I1) IaHHBIC O CTA0MIBHOCTH JICKAPCTBEHHOT'O TIPerapara Jyisi BETCPUHAPHOTO IPUMEHEHUS;

10) xomusi MOKyMEHTa, CoJepKallero MHMOpPMAalHI0 O HAIWYUH WIA 00 OTCYTCTBHHM (DaKTOB
perHCTpanyy JIEKapCTBEHHOTO Tperapara JUisi BETePUHAPHOTO TPUMEHEHUs 3a mpenenamMu Poccuiickoi
®enepanuu;

Undopmarus 06 n3MEHEHUX:
Deoepanvrvim 3akonom om 13 urons 2015 2. N 241-D3 6 nynkm 11 yacmu 3 cmamou 17 nacmosiuezo
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
11) cornacue B mucbMeHHOH (hopme, MpeayCMOTPEHHOE YacThio 7 HACTOSIIEH CTaThH, B Ciydae
PETUCTpAIH BOCTIPOU3BEICHHOTO JIEKAPCTBEHHOTO TIpenapara;
12) xomusi JOKYMEHTa Ha pPYCCKOM s3bIKE, 3aBEPEHHOTO B YCTAaHOBIIEHHOM IIOPSJKE H
MOJITBEPKJIAIOIIETO TMMPABOMOYHOCTh 3asBIICHUS O TOCYAapCTBEHHON PETUCTPAIMH JICKApPCTBECHHOTO
mpemnapara Jisi BETepUHAPHOTO MPUMEHEHUS (IOBEPEHHOCTbD);

Wndhopmarrist 06 n3MEHEHUSX:

Yacmwv 3 oonoanena nynkmom 13 ¢ 13 aseycma 2019 . - edepanvusiii 3axon om 2 ageycma 2019 o. N
297-@3
13) cBemeHuss O TOCYAApCTBEHHOW PETUCTPALMA TE€HHO-WH)XEHEPHO-MOU(DUIIMPOBAHHBIX
OpraHW3MOB, TIPEIHA3HAYCHHBIX JJIs BBITYCKA B OKPYXKAIOMyI0 cpeny (mpH TOCyAapCTBEHHOM
pPErHCTpallud  JICKAPCTBEHHBIX IpPENnapaToB JUIsi BETEPUHAPHOTO MPUMEHEHHUS, TMOJYYEHHBIX C
MPUMEHEHUEM  Te€HHO-WH)XCHEPHO-MOJAU(PHUITMPOBAHHBIX  OPTraHU3MOB WM  COJEPXAIIMX  TaKHe
OpTraHU3MBI).
Wudopmanust 00 N3MEHEHUAX:
Yacmwb 4 usmenena c 13 aseycma 2019 e. - Dedepanvrviii 3axon om 2 ageycma 2019 2. N 297-D3
CMm. npedvloyuyro pedakyuio
4. Tlpu mnpoBeAeHHHM YCKOPEHHOH MNpoUeAyphl SKCHEPTU3bl JIEKAPCTBEHHOIO Ipenapara i
BETEPUHAPHOTO MPUMEHEHHUS B LIEJISAX €r0 rOCyJapCTBEHHON PETHCTPAllud BMECTO OTUETa pa3padoTUnKa O
pe3ynbTaTax JOKJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO CPE/ICTBA /JI1 BETEPUHAPHOTO IPUMEHEHUS
MOXXET OBITh TPEJCTaBIE€H 0030p HAyYHBIX pPabOT O pe3ynbTaTax JOKIMHHUYECKOTO WCCIICTOBAHUS
pedepeHTHOr0 JIEKapCTBEHHOIO TMpermapaTa JUisi BETEPUHAPHOTO TNPUMEHEHUs, a BMECTO OTYeTa o
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pe3yabpTaTax KIMHUYECKOTO MCCIIEIOBAaHUs JIEKAPCTBEHHOIO Ipernapara uisi BETEPUHAPHOIO IIPUMEHEHUS
OTYET O pe3yJbTaTax UCCIEN0BaHUM OMOIKBHUBAJIEHTHOCTH BOCIPOM3BEIACHHOIO JIEKAPCTBEHHOI'O
npenapara Jyisi BETepMHapHOro IIPUMEHEHHS.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 5 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

5. Ha »skcnepTu3y pa3iuyHbIX JIEKQpPCTBEHHBIX ()OPM OJHOTO M TOTO K€ JIEKapCTBEHHOIO
npenapara i BETEPUHAPHOIO IIPUMEHEHMs 3asBUTEIb IPEICTABISACT OTHCIbHBIE 3asBICHUSA H
pPErucTpallMOHHbIEC JOChE Ha KXY JieKapcTBeHHYI0 (Gopmy. [Ipu yciaoBuu ogHOBpEMEHHON MOJauu Ha
OKCIIEPTU3Y OJHOM JIEKApPCTBEHHOW (OPMBI C Pa3IUYHBIMU JO3MPOBKOH, KOHIICHTpAlHe, 00heMOM
3asiBUTEIb TPEJCTABISAECT OAHO 3asBICHUE M PErUCTPALMOHHOE JOChE C IPUIOKEHUEM MAaKETOB
IIEPBUYHOM YIIAKOBKHM M BTOPUYHOM ynakoBKH. Ha MakeTax nmepBUYHON YIAKOBKM M BTOPUYHOM YIIAKOBKH
YKa3bIBAIOTCS BCE MPOU3BOJMMBIE JIO3UPOBKHU, KOHIIEHTPAIMH, O0ObEMbI M KOJIMYECTBO JI03 B YIIAKOBKE
JIEKapCTBEHHOI'O IIperapara il BETEpUHAPHOTO IPUMEHEHUS.

Wuopmarus 06 H3MEHEHHSIX:
Yacmo 6 usmenena c 1 ausaps 2021 2. - @edepanvhwiii 3akon om 27 dekadps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio

6. B ciydyae HempezacTaBieHUs C 3asBJICHUEM O FOCYAApCTBEHHOM pErucTpanuy JeKapCTBEHHOI'O
npenapara JJisi BETEpUHAPHOTO NMPUMEHEHHS] JOKYMEHTOB, MOATBEPKIAIOIINX YIIATy TOCYAapCTBEHHOM
MOUUIMHBI U YKA3aHHBIX B IYHKTE 7 4acTU 2 HACTOSILIEH CTaTbU, CBEICHHUI O JIMLIEH3MUSAX, YKa3aHHBIX B
nyHkTax | v 2 yacTu 3 HACTOAIIEH CTaThU, a TAK)XKE BbIAABAEMBIX (IIPEIOCTABISIEMbIX) YIIOTHOMOYEHHBIMH
denepaabHBIMI OpraHaMU HCIOJHHUTEIBHON BIACTH JTOKYMEHTOB (CBEICHMM), YKa3aHHBIX B TyHKTE 2.1
4acTh 3 HACTOSIIEW CTaThbH, YIOJHOMOYEHHBIH (henepaibHbli OpraH HCIOJIHUTEIBHOW BJIACTH
3arpammrBaeT yKa3aHHbIE JTOKYMEHTHI (CBEICHUS) B IMOPSAIKE MEKBEIOMCTBEHHOTO HH()OPMAIMIOHHOTO
B3aUMO/ICHCTBUSI.

7. He pnomyckaercss WCHOJB30BaHME B KOMMEPUECKHMX LEIsIX HH(OpManuu o pesyiabTaTax
JOKJIIMHUYECKUX HMCCIIENOBAHUI JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKHX HCCIIECIOBAHMN JIEKAPCTBEHHBIX
IIpenaparoB JUisl BETEPUHAPHOTO NPHUMEHEHMS, IPEICTaBICHHOW 3asBHUTENEM Il TOCYAAPCTBEHHOU
perucTpalMy JIeKapCTBEHHBIX IpernapaTtoB, 0e3 ero corjacuss B TEUYEHHWE MIeCTH JEeT C JaThl
TOCYJapCTBEHHOM perucTpaiuu peepeHTHOro JIEKapCTBEHHOTO npemnapaTa B Poccuiickoit denepanum.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 17 oonoanena wacmoio 8 ¢ 13 aseycma 2019 2. - @edepanvuuiii 3akon om 2 ageycma 2019 e. N
297-D3
8. Jlepkarenb UM BiIaJeNel] PErMCTPALlMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara Jiis
BETEPUHAPHOTO MPUMEHEHHUS MPEJICTABISIET B YINOJTHOMOUYEHHBIH (hefepaibHbli OpraH UCHOTHUTENbHOM
BJIACTHU OTYET IO pe3yibTaTaM (papMakoHaA30pa OJMH pa3 B LIECTh MECAILIEB B TEUEHHE JIBYX JIET HOCIe
roCyJapCTBEHHOM pErucTpaluy JeKapCTBEHHOro npemnaparta B Poccuiickoit denepanuu, 3aTeM €XKErogHo
B T€UCHUE TOCIEAYIONINX TPEX JIET U B JAIBHEHIIIEM OJMH pa3 B TPH roja.
TAPAHT:

CM. xomMmeHTapuu K ctatbe 17 HacTosmero denepalbHOTO 3aK0Ha

Wndopmarys 06 M3MEHEHHSX:
DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 naumenosanue cmamou 18 Hacmosweeo
DedepanbH020 3aKOHA U3NONACEHO 8 HOBOU pedaryuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mekcm HAUMEHOBAaHUs 8 NPedblOyuell peoaKyuu
Crarba 18. Ilomawa w paccMOTpeHHME 3asBIIEHHS O TOCYJapCTBEHHOM pPErMCTpalud
JIEKapCTBEHHOI'0 IIpenapara Juisi MEJULMHCKOTO IPUMEHEHUS

Wudopmanust 00 U3MEHEHUSX:
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Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 1 cmamvu 18 nacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu

1. Jns rocynapCTBEHHOW perucTpanuu JEKapCTBEHHOIO Ipernapara Uil MEIULHUHCKOIO
IPUMEHEHUs OPHINYECKOE JIUIO, JAEHCTBYIOLIEe B COOCTBEHHBIX HHTEpPECAX WM YIOJIHOMOYEHHOE
IIPEACTABIIAT MHTEPECHl JPYroro IOPUIMYECKOrO JIMLA M 3asABILAIOLICE JICKAPCTBEHHBIM IIpernapar Ha
rOCYyJapCTBEHHYIO pPETUCTpalMio (Jlajiee B HACTOsALleW cTaThe - 3asiBUTENb), IPEACTaBIAET B
YIIOJIHOMOYEHHBIN (pe/iepaibHblii OpraH MCIOJIHUTEIBHOM BIIACTH, OCYHIECTBISIOUINI TOCYAapCTBEHHYIO
PETUCTPALMIO JIEKAPCTBEHHBIX MIPENapaToB i MEJUIIMHCKOTO IPUMEHEHHUs, B JIEKTPOHHOM (hopMme 1 Ha
OyMa)XHOM HOCHUTEJIE 3asBICHUE O TOCYAAPCTBEHHOH PETUCTpalMM JIEKAPCTBEHHOIO Ipernapara ajs
MEIUIUHCKOrO MPUMEHEHHs, a TaKkKe B I10pPsJIKE, YCTAaHOBJIEHHOM YIIOJHOMOYEHHBIM (heepaibHbIM
OpPraHOM HCIIOJIHUTEIILHOW BJIACTH, B DJIEKTPOHHOH (opMe u Ha OyMa)XHOM HOCHTENE HEOOXOIUMbIe
JOKYMEHTBI, M3 KOTOpBIX (OpMHUpPYETCS pPErucTpallMOHHOE JO0Che Ha JIEKApCTBEHHBIM Ipemnapar ajs
MEUILUHCKOTO IPUMEHEHHS.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 2 cmamvu 18 nacmosiwezo
DedepanbHoeo 3aKOHA U3N0ANCEHA 8 HOBOU pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu
2. B 3asBieHHH O TOCYAapCTBEHHOW PETUCTPAIIMU JICKAPCTBCHHOTO Mpenapara Uik MEIUIIMHCKOTO
NPUMEHECHHUS YKa3bIBAIOTCS:

Undopmarist 06 n3MEHEHUAX:
Ilynkm 1 usmenen c 1 ansapsa 2018 e. - @edepanvhuiii 3axon om 28 oexabps 2017 2. N 425-D3

Cm. npedvloywyro pedaKyuio

1) HaummeHOBaHUE, aJpec 3asBUTENA W MPOU3BOJAUTENS JIEKAPCTBEHHOrO Ipemapara s
MEIUIIMHCKOTO TPUMEHEHHS, CBEJACHUA 00 MX PErucTpallid B KAa4eCTBE HAJOTOIUIATENbIIMKA B CTPaHE
perucTpanuu (s POCCUUCKHUX FOPUIUYECKHUX JUI - WACHTU(DUKAIIMOHHBI HOMEp HaJIOTroIIaTeNbIINKa
(MHH), nst ”HOCTpaHHBIX IOPUAWYECKHUX JIHI] - CTpaHa PETUCTPAINU, HAUMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, perucTpalMOHHBIH HOMED, KOJI HANOTOIUIaTebIIUKa B CTPaHe PETUCTpaluy (MHKOPIIOPAIUN) UK
€ro aHaJIoT) M aJIpec MecTa OCYIIECTBIECHHUS IPOU3BOCTBA JIEKAPCTBEHHOT'O IIpernaparta (B ciaydyae HaJIuuus
HECKOJIbKMX YYaCTHUKOB TIpOIlecca €ro IMPOU3BOJCTBA HEOOXOIMMO YKazaTh KaKJOTO YYacTHHUKA B
COOTBETCTBUU C OCYIIECTBISIEMOM CTaluei MPONU3BO/ICTBA);

2) HaMMEHOBaHUE JICKAPCTBEHHOTO Mpemnapara A MeIUIUHCKOTO IpUMEHEeHUs (MEeXIyHapOIHOe
HEMaTEeHTOBAaHHOE, JIA TPYIITUPOBOYHOE, HJIM XUMUYECKOE U TOPIrOBOE HAUMEHOBAHHS);

3) mepedeHb EHCTBYIOIIMX U BCIIOMOTATENbHBIX BEIIECTB, BXOISAIIMX B COCTaB JEKAPCTBEHHOTO
npenapara Jijisi MEAUIIHHCKOTO IPUMEHEHHUSI, C YKa3aHUEM KOJIMYECTBA KaXI0r0 U3 HUX;

4) nexkapcTBeHHas ¢opMa, TO03UPOBKA, CHOCOOBI BBEACHHS W TPHUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOTO Mpernapara Jjisi MeTUIIMHCKOTO MPUMEHEHHS;

5) (bapmakoTepaneBTHIECKAS rpynmma, KOJ AHATOMO-TEPANEBTUYECKO-XUMUYECKON
KJacCU(pUKallMy, pPEeKOMEHJIoBaHHOW BcemupHO opranuzanueil 34paBOOXpaHEHUs, 3asBIIIEMble
MOKa3aHUs JJis IPUMEHEHHUs JIEKapCTBEHHOTO Mpernapara Juisi MEAUIIMHCKOTO TPUMEHEHUS;

6) OTCYyTCTBHE HEOOXOAMMOCTH TIPEIOCTaBICHUS OTYeTa O pe3yiabTaTaXx KIWHUYECKOTO
WCCIICIOBAHMSI, WCCIIEIOBaHUS OWOIKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO Mperapara, pa3peuieHHOro IS
MEIUITMHCKOTO TIpuMeHeHus B Poccuiickoit Deaeparnuu 0osiee ABaAIATH JIET, C YKa3aHUEM HOPMATHUBHBIX
MPaBOBBIX aKTOB, MOJATBEPKIAIOIINX JAaHHBIN CPOK TPUMEHEHUS;

7) HeobxomuMoCTh odopMiIeHUST pa3penieHus Ha BBO3 B Poccuiickyto denmeparuio KOHKPETHOU
NapTUU  3aPETHCTPUPOBAHHBIX W (WJIM)  HE3apEeTUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEICTB,
MpeHa3HAYEHHBIX [IJIST TPOBEJCHHS HDKCIEPTHU3bl JIEKAPCTBEHHBIX CPEJCTB B IEISAX TOCYAapCTBEHHOU
pEruCTpalny;

8) HEoOXOAMMOCTh MPOBEIACHUSI IKCIEPTU3BI JTOKYMEHTOB, MPEICTABICHHBIX MJISI OMpPEIeTICHUs
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BO3MO)XHOCTH paccMaTpuBaTh JIEKapCTBEHHBIM IpenapaT Uil MEAMIMHCKOIO IPUMEHEHUs IpHU
OCYILECTBIICHUH FOCYJapCTBEHHON PEerucTpaliy B KadecTBe OppaHHOr0 JEKapCTBEHHOI'O Mpenapara;

9) HEOOXOMMOCTh MPUMEHEHHS YCKOPEHHOM MPOIeTyphl SKCIEPTH3BI JIEKAPCTBEHHBIX CPENICTB B
LeJISIX TOCYJapCTBEHHOM PErucTpaliy JIEKapCTBEHHOIO IIpernapara;

10) xonuu JOKYMEHTOB, IOATBEPAKAAIOINX YIUIATy TOCYAapCTBEHHOM MOIIIMHBL:

a) 3a IPOBEJEHHE SKCIEPTU3bl JOKYMEHTOB, IPEJICTABJICHHBIX JUISl ONpPEIEICHUs] BO3MOXXHOCTH
paccmaTpuBaTh JIEKapCTBEHHBIN mpernapar JUisi MEIULMHCKOIO IPUMEHEHUs NpPHU OCYLIECTBJICHUU
roCyJapCTBEHHOHN perucTpaniy B KayecTBe OppaHHOro JEKapCTBEHHOI'O Mpenapara;

0) 3a MpoOBEJEHUE SKCIEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPEJCTBA M SKCIIEPTU3bl OTHOILIECHUS
OKMJAEMOM TI0JIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO IIpenapaTa, pa3pelieHHOro JUIs
MEIMIMHCKOro TpuMeHeHusi B Poccuiickoit ®enepanuu Oonee aBaaLATH JIET, NMPU OCYIIECTBICHUU
rOCyapCTBEHHOW PETUCTPALIUHU JIEKaPCTBEHHOTO Mpenapara;

B) 3a IPOBEJCHHE IKCIEPTU3bl KAUYECTBA JIEKAPCTBEHHOT'O CPEJCTBA M 3KCIIEPTU3bl OTHOIIECHHUS
OKMJAEMOH IOJIb3bl K BO3MOXKHOMY PUCKY IPUMEHEHUS JIEKApCTBEHHOIO Ipenapara A MEAULMHCKOTO
IPUMEHEHHUS IIPU €ro roCy1apCTBEHHON PErUCTpalluy;

I') 3a IPOBEAECHUE HKCIEPTH3bl KAauecTBa JIGKAPCTBEHHOI'O CPEACTBA U SKCIEPTU3bl OTHOILEHHS
0’KHMJJaeMOM MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKApCTBEHHOIrO Mpenapara A MEAULMHCKOTO
IIPUMEHEHHUS, B OTHOLIEHHHM KOTOPOrO IPOBENEHBI MEKIYHAapOJHbIE MHOIOLICHTPOBBIE KIMHUYECKHE
UCCJIENOBAHMS, YacThb M3 KOTOpbIX IpoBeneHa B Poccuiickort @enepauuu, IpU  OCYILECTBICHUH
rOCyIapCTBEHHON PETUCTPALIUHU JIEKAPCTBEHHOTO Mpenapara;

11) nanmuuue corjlacusi MPOU3BOIUTENS JIEKAPCTBEHHOTO Mperapara, MPOU3BOACTBO KOTOPOTO
ocymecTsisercss 3a mpenenamu  Poccuiickoin  ®enepaunu, Ha TIPOBEACHUE HMHCIEKTHUPOBAHMS
IIPOU3BOJUTENSL HA COOTBETCTBUE TPEOOBAHUAM IIPaBUJI HAIJIEKALIEH TPOU3BOICTBEHHOMN NPAKTUKH;

12) Hanuuue coriacus, MPeIyCMOTPEHHOI0 YacThio 18 HacTosIIe! CTaThH;

13) ykazanwe BHAa JIGKQPCTBEHHOTO TMperapara, MPEACTAaBIEHHOIO Ha PETUCTPAIUIO
(pedepeHTHBI  JeKapCTBEHHBIH  NpenapaT,  BOCIPOM3BEIEHHBIM  JIEKAPCTBEHHBIH  IIpemapar,
OMOJIOTMYECKHM JIEKapCTBEHHBIN Mpenapar, OMOaHAIOroBbIi (O0MOMOA00HBIN) JIEKapCTBEHHBIH Ipernapar
(Omoanasior), roMeonaTHYECKUil JIeKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIN pacTUTENbHBIH Mpernapar).

Undhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 3 cmamwvu 18 nacmoswezo
DedepanvbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu
3. PerucrpammonHoe 10ch€ Ha JIEKAPCTBEHHBIM Ipenapar sl MEAUIMHCKOIO IMPUMEHEHUS
MpeoCcTaBisAeTCS B popMe 0011Ier0 TEXHUUECKOTO IOKYMEHTA.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uacme 4 cmamou 18 nacmosuwezo
DedepanbHoco 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
4. Paznien MOKyMEHTalMK aIMUHUCTPATUBHOTO XapaKkTepa BKIIOUAET B ce0s:
1) 3asBIEHUE O TOCYIAPCTBEHHON PEruCTpalyy JEKapCTBEHHOTO Mpenapara Ajis MEeIUIUHCKOTO
MIPUMEHEHHUS B JICKTPOHHOU (hopMe U Ha OyMaKHOM HOCHUTEIIE;
2) KomWIO JIOKyMEHTa Ha PYCCKOM s3bIKE, 3aBEPEHHOTO B YCTAHOBIEHHOM IMOpSJIKE U
MOJITBEPIKIAIOMIETO MTPABOMOYHOCTh 3asIBUTEIS IMOJAaBaTh 3asBIICHUE O TOCYIAPCTBCHHOW PETHCTpaIfH
JIEKapCTBEHHOTO Tperapara Juisi MeTUIIUHCKOTO MPUMEHEHUS (IOBEPEHHOCTb);

Wudopmanust 06 U3MEHEHUSX:
Ilynxkm 3 usmenen c 1 sneaps 2021 2. - @edepanvuviii 3axkon om 27 dexabps 2019 2. N 478-D3

Cm. npedvioyuyro pedakyuio
3) cBeneHusa O JaTe MPEAOCTaBICHMS U PETUCTPALMOHHOM HOMEpE JIMLEH3UM Ha MPOU3BOJACTBO

30.09.20211 Cuctema 'APAHT 40/139


http://internet.garant.ru/document/redirect/70451198/1000
http://internet.garant.ru/document/redirect/70826338/1104
http://internet.garant.ru/document/redirect/70826338/42
http://internet.garant.ru/document/redirect/57503073/183
http://internet.garant.ru/document/redirect/70826338/1104
http://internet.garant.ru/document/redirect/70826338/42
http://internet.garant.ru/document/redirect/57503073/184
http://internet.garant.ru/document/redirect/10102426/77
http://internet.garant.ru/document/redirect/73355371/821
http://internet.garant.ru/document/redirect/77691569/1843

®denepanbublii 3ak0H oT 12 ampenst 2010 r. N 61-D3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

JICKAPCTBCHHLIX CPCACTB UJIN CBCACHUSA O JATC NPCAOCTABJICHUA U PCTUCTPALITMOHHOM HOMCPC 3aKIIIOUYCHUSA
O COOTBCTCTBHHU IIPOU3BOAUTCIIA JICKAPCTBCHHBIX CPEACTB Tpe60BaHI/IHM IIpaBuUjI Ha,Z[J'IC}KaH_[eﬁ
IPOM3BOJICTBEHHOM MPAKTHKH, BBIIAHHBIX (IIPEAOCTABICHHBIX) YIOTHOMOYEHHBIM (peiepaibHbIM OpPraHOM
WCIIOTHUTENBHOH BIACTH B OTHOIIIEHUH HpOHSBOHCTBeHHOﬁ IJI0AAKKW PETUCTPUPYEMOI'O JICKAPCTBEHHOI'O
npenapara, B cliydae, €clid MPOU3BOJCTBO JICKAPCTBEHHOTO Mpernapara ocyiiectBisercs B Poccuiickoii
denepanuu;

Wndopmarius 06 H3MEHEHUSX:

Ilynkm 4 usmenen c 1 ansapsa 2021 a. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

Cm. npeovloyuyio peoakyuro

4) KONMIO MPEIOCTABICHHON YIIOJHOMOYEHHBIM OpPTaHOM CTPaHBI MPOU3BOAUTEINS JIMLEH3UU HA
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapaTa U ee MepeBo] Ha PYCCKU SI3bIK, 3aBEPEHHbIE B YCTAHOBICHHOM
HOpsi/IKe, a TakXKe KOMHMIO 3aKIIOYEHHS O COOTBETCTBUHM IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM TIPABUJI HAJUICKAIIEH TMPOU3BOJCTBEHHOW MPAKTHKH, BBIIAHHOTO YIIOJHOMOYEHHBIM
¢denepaabHBIM OpPraHOM HCIOJHHUTENBHOW BIACTH B OTHOIICHHHM IPOM3BOJCTBEHHOW IUIOIIAIKU
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TperapaTa, WM KOMHUIO PEHIeHHUs YIMOJIHOMOUYEHHOTO (henepaabHOro
OpraHa HCIIOJHUTEILHOW BIIACTH O MPOBEACHWU HWHCIIEKTUPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB, B clyyae, €ClIM MPOM3BOJACTBO JICKAPCTBEHHOIO Ipernapara OCYLIECTBISETCA 3a MpeleiamMu
Poccuiickoit ®enepanuu;

5) TMOpPOEKT UHCTPYKUMU 1O METUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOIO Ipernapara,
coZEpIKaIleH CIeAYIOIMEe CBEACHUS:

a) HaMMEHOBaHWE JIEKAPCTBEHHOIO Ipemapata (MeXAyHapOJHOE HEMaTeHTOBAHHOE, WM
TPYNIIMPOBOYHOE, HIJTH XUMHUECKOE U TOPTrOBOE HAUMEHOBAHMS);

0) nexapcTBeHHas popma ¢ yKazaHHeM HauMEHOBAHMM U KOJMUYECTBEHHOTO COCTaBa JICHCTBYIOIINX
BEIIECTB M KAUYECTBEHHOTO COCTAaBa BCIIOMOTATENIbHBIX BEIIECTB (IIPU HEOOXOANMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTATENbHBIX BEIIECTB);

B) ONMCAaHWE BHEITHETO BUA JIEKAPCTBEHHOTO Mperapara Jjisi MeJUIIMHCKOTO TPHUMEHEHHUS,

I') (PU3HKO-XUMHUECKUE CBOICTBA (JUIs paninodapManeBTHIECKUX JIEKAPCTBEHHBIX MTPENapaToB);

n) QapmakoTepaneBTHUECKass TpyIIa, KOJA JIEKapCTBEHHOTO Iperapara Ui MEAHIIMHCKOTO
IPUMEHEHHS TI0 aHaTOMO-TEPANEeBTUYECKO-XMMUYECKON KiIacCU(pUKAIMK, peKOMEHI0BaHHONH BcemupHoit
OpraHu3aIMei 3IpaBOOXPAHCHUS, HIIM YKa3aHUE "TOMEONaTuueCKui JIeKapCTBEHHBIN mpernapart”;

e) (apmakoguHamMuka M (apMakOKMHeTHKa (32  HMCKJIIOYeHHEeM  (apMaKOKUHETUKU
TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTEIBHBIX JIEKAPCTBEHHBIX MTPETIapaToB);

) OKa3aHMsl [l IPUMEHEHUS;

3) IPOTHBONIOKA3aHUS JJIsl IPUMEHEHUS;

1) MEpBbI MPEI0OCTOPOKHOCTH MPHU MPUMEHEHHH;

K) YKa3aHHE BO3MOXHOCTH W OCOOEHHOCTEH MpHMEHEHHs JIeKapCTBEHHOTO TIIpernapara Jyis
MEIUIUHCKOTO TNPUMEHEHUS OCpeMEHHbIMM SKEHIIMHAMH, OJKEHIIMHAMH B TEpPHOJA  TIPYIHOTO
BCKapMJIMBAHHUS, 1€ThbMH, B3POCIBIMHU, UMEIOIIMMHU XPOHUYECKHE 3a00JIeBaHUS;

J) PeKUM JTO3UPOBAHMUSA, CIIOCOOBI BBEACHUS M NMPUMEHEHHs, IPU HEOOXOIUMOCTH BpeMs Mpuema
JIEKaApCTBEHHOTO TIpernapara Juisi MEUIINHCKOTO MTPUMEHEHHSI, TPOAOIDKUTEIHHOCTD JICYEHUS, B TOM YHUCIIE
y JeTel 10 U Mocje OJHOTO rofia;

M) BO3MOJKHBIE HEXeNaTeNIbHbIE PEeaKIui TMpH NPUMEHEHHWH JIEKapCTBEHHOTO TNpenapara Juis
MEIUIIUHCKOTO TPUMEHEHUS;

H) CUMIITOMBI TIEPETO3UPOBKH, MEPHI TI0 OKA3aHHIO TTOMOIIU TIPH TIEPEI03UPOBKE;

0) B3aUMO/ICHCTBUE C APYTUMH JICKAPCTBEHHBIMHU IIpenapaTaMy U (MJIM) MUILEBBIMU IPOTYKTaMU;

1) popMBI BBIITYCKa JIEKAPCTBEHHOI'O MIpernapara;

p) ykazaHue (Ipu HEOOXOAMMOCTH) OCOOEHHOCTEH NEeHCTBHS JIEKapCTBEHHOTO IMpemnapaTa Jyis
MEIUITUTHCKOTO IPUMEHEHHUS TIPU TIEPBOM TIPUEME HJITH TIPH €r0 OTMEHE;

c) omucanue (mMpu HEOOXOAMMOCTH) NeHCTBUII Bpaua (denpamepa) u (WIKM) TAUEHTa MpU
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IPOIyCKE IpUEMa OJHOM WM HECKOJIBKHUX J103 JIEKAPCTBEHHOrO IIpernapara Uil MEOULMHCKOTO
IIPUMEHEHUS;

T) BO3MOJXKHO€ BIIMSHUE JIEKQPCTBEHHOIO Ipenapara il MEIUIMHCKOrOo IPUMEHEHHs] Ha
CIIOCOOHOCTH YIPABIIATH TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMHU;

y) CpOK TOAHOCTM M YyKa3aHUE Ha 3alpeT IPHUMEHEHUs JIEKApCTBEHHOrO IIpernapara uis
MEIUIMHCKOr0 MPUMEHEHHMS 110 UCTEYEHUHU CPOKa FOJHOCTH;

&) ycioBus XpaHeHUs;

X) yKa3aHue Ha HEOOXOAMMOCTh XpaHEHHs JIEKapCTBEHHOro Ipemnapara JUisi MEIUIIMHCKOTO
IPUMEHEHHUS B MECTaX, HEJOCTYIIHBIX I JETEH;

1) yka3zaHue (Ipu HEeOoOXOIUMOCTH) CIEUUATbHBIX MEp MPEIOCTOPONKHOCTU MPU YHHUUTOKEHUU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX MIPENAPATOB JJIs1 MEAULIMHCKOIO IPUMEHEHUS;

Y) YCIIOBUS OTITYCKa;

II) HAaUMEHOBAaHUSA W aJpeca IPOU3BOJCTBEHHBIX IUIOIIAJOK MPOU3BOAUTENS JIEKAPCTBEHHOIO
npenapara;

II) HaMMEHOBAaHHWE, aJpec OpraHu3alu{, YIOJIHOMOYEHHOM Jep)KaTeleM WM BIAJelbLeM
PErMCTPALlMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipenapara s MEJULIUHCKOrO NPUMEHEHHUS Ha
IPUHITHE IPETEH3UM OT MOTpeOUTENS;

6) MHCTPYKIIMIO 110 MEIUIIUHCKOMY MPUMEHEHUIO WA KPaTKyI0 XapaKTePUCTHKY JIEKapCTBEHHOTO
npernapara, yTBepak/JACHHbIE B CTpaHE MPOU3BOIUTEIS;

7) MPOEKThl MAKETOB MEPBUYHOI YIIAKOBKM M BTOPUYHON YMAKOBKH JIEKAPCTBEHHOTO Mpernapara
JUISL METUIIUHCKOTO IPUMEHEHUS],;

8) MpPOEKT HOPMATHUBHOW JOKYMEHTAIlMU WJIM HOPMAaTHUBHOTO JOKYMEHTAa Ha JIEKapCTBEHHBIH
npenapar JUisi MEAUIIMHCKOTO MTPUMEHEHHsI TH00 yKa3aHHe COOTBETCTBYIOIIEH (apMaKoIeiHOW CTaThH;

9) moxymeHT, coaepKauuii nHGOPMAILIUIO O HATMYUU WU 00 OTCYTCTBUU (PAKTOB PETUCTPALIUU
JIEKapCTBEHHOI'0 IIpenapara Jyisi MEIUIIMHCKOro NpUMEHEeHUs 3a npeaenamu Poccuiickon denepannu;

10) KomuU [TOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBIEHHOM MOPSAAKE M MOATBEpXKIAroIuX (akT
perucTpanuy JEKapcTBEHHOI'O Ipernapara B HMHOCTPaHHBIX TOCyJapcTBaX B KayecTBe Op(aHHOrO
JIEKapCTBEHHOI'O IIpernapara;

11) mnnan ympaBiaeHHsT pHUCKaMH Uil OHOJOTMYECKHMX JIEKAapCTBEHHBIX IIPENapaToB s
MEAMIMHCKOTO TPUMEHEHHS;

12) noxymeHT o cucreMe (¢apMaKoHaa30pa JeprKaTelis WM BIAJeNblia PErucTPalOHHOIO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO NIpemnapara;

13) nOKyMEHT, MOATBEPKIAIOUINI KayecTBO JIEKAPCTBEHHOI'O IMpenapara TPeX MPOMBIIUIEHHBIX
cepuil (MPOTOKOJ aHAIU3a WIM cepTU(UKAT aHAJIN3a), OJJHA CEpUsl KOTOPOro J0JKHA COBMAJATh ¢ cepuei
o0Opa3la JIeKapCTBEHHOro Mpemnapara Uil MEIUIUMHCKOTO TPUMEHEHUs, TPEJCTaBIEHHOr0 Ha
rOCYIapCTBEHHYIO PETUCTPALIMIO.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 5 cmamvu 18 nacmoswezo
DedepanvbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedarkyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npeovioyujel peoaKyuu
5. Pa3znen xumudeckoii, ¢papMaiieBTUYeCKO U OMOIOTUYECKOW JOKYMEHTAIIMH BKIIOYAeT B ceOs
JTIOKYMEHTBI, cojiepkarine nHpopmaino o papManeBTHIECKON CyOCTaHIINK U JIGKAPCTBEHHOM Ipenapare
JUIST METMLIMHCKOTO MPUMEHEHHUs, MPOLECCe €ro MPOU3BOACTBA M METOJAX KOHTPOJIA KayecTBa, B TOM
YHCIIe:

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm I usmenen c 28 oexabps 2019 2. - @edepanvhuiii 3akon om 27 oexadps 2019 2. N 462-D3

Cm. npedvioyuyro pedakyuio
1) Komuio JOKyMEHTa, COJepXKallero cieayouylo uHbopManuio o QapMaleBTUYeCKOn
cyOcTaHIMM WK (papManeBTUUYECKUX CyOCTaHIUSAX, BXOJASIIMX B COCTaB JIEKAPCTBEHHOIO Mpemnapara, 3a
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uCKItoueHreM uH(popMmammu o ¢GapMaleBTUYECKUX CYOCTAHIUSAX, BKIIOYEHHBIX B TOCYJapCTBEHHBIN
peecTp JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUHU €O cTaThell 34 Hactosuiero denepaibHOro 3aK0Ha:

a) HauMeHOBaHMEe (PapMaIeBTUICCKON CyOCTaHITNH, €€ CTPYKTYpa, OOIIHE CBOHCTBA;

0) HauMEHOBAaHME U a/IPEC MPOU3BOAUTES;

B) TEXHOJIOTHS TPOU3BOJICTBA C OMUCAHUEM CTaIUi MPOU3BOJCTBA U METOJOB KOHTPOJIS HAa BCEX
CTauAX MPOU3BOJCTBA;

T') onMcaHue pa3paboTKH MpoIecca MPOU3BOJICTBA;

1) OITMCaHNe KOHTPOJISI KPUTUYECKUX CTAHI MPOU3BOICTBA U MPOMEKYTOYHON MPOIYKIINH;

€) IOKYMEHTaJIbHOE TTOITBEPXKACHUE (BaIMIalIMsl) IPOIIECCOB U (UJTM) X OLIECHKA,

’K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHKA MPUMECEH;

1) cnernuukanus Ha (apMaleBTHUECKYI0 CyOCTaHIIUIO M €€ 000CHOBAHME;

K) QHAIUTUYECKHE METOJIUKH, UCIOJIb3yeMble TIPU OCYIICCTBICHHUH KOHTPOJS KadecTBa
dbapmalieBTUYECKON CyOCTaHIINY;

J) TOKYMEHTAILHOE TIOJTBEPKICHUE (BAIMIAINS) AaHATUTUICCKIX METO/HK, UCTIONb3YEMbIX TPH
OCYIIIECTBIICHUU KOHTPOJISl KauecTBa (papMarieBTUYecKoil CyOCTaHIUH;

M) pe3yJIbTaThl aHAJIN3a CEPUI (hapMaIleBTUUECKON CyOCTaHIINH;

H) MepeYeHb CTaHIAPTHBIX 00Pa3I[0B WK BELIECTB, UCIOIb3yEMbIX MPU OCYIIECTBICHUH KOHTPOIIS
Ka4yecTBa,

0) OMKCAaHNE XapaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOYHBIX CPE/ICTB;

1) JaHHBIE O CTAOMIBLHOCTH (hapMaleBTHUECKOW CyOCTaHIINY;

P) CPOK FOJIHOCTH;

Undopmaris 06 n3MEHEHUAX:

Yacmws 5 donoanena nynkmom 1.1 ¢ 28 oexabps 2019 2. - @edepanvhviii 3akon om 27 dexkabps 2019 e.
N 462-D3

1.1) B oTHomeHHHM (apMaleBTUUECKUX CYOCTaHLMN, BXOAALIMX B COCTaB JICKAPCTBEHHOI'O
npernapata W BKIIIOYEHHBIX B TOCYAApPCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU CO
cratbeil 34 Hacrosmero dexepaqbHOr0 3aKOHA, - KONHUS JOKYMEHTA, COJEPIKAIlero CIeayHOIyro
UH(pOpPMaLIHIO:

a) HaUMEHOBaHMe (apMaleBTUUECKON CyOCTaHIINH, €€ CTPYKTypa, o0II1e CBOUCTBA;

0) HauMEHOBaHME U a/IpeC MPOU3BOAUTENS;

B) pe3yJIbTaThl aHAJIN3a Cepuil papMalleBTUYECKON CyOCTaHIINH;

') CPOK F'OJTHOCTH;

2) JOKYMEHT, COJep)Kalluil clexylole CBeJIeHUs O JIEKapCTBEHHOM Ipermapare Juis
MEIUITUHCKOTO TIPUMEHEHUSI:

a) ONMMCaHHUE U COCTaB JICKAPCTBEHHOI'O Mpenaparta il MeIUIMHCKOTO IPUMEHEHUS;

0) omucanue QapmareBTUYECKON pa3paboTku (0OOCHOBaHME BBIOOpA COCTaBa, MEPBUYHOMN
YIIaKOBKH U UHOTO);

B) TEXHOJIOTHSI IMPOU3BOJICTBA C OMMCAHWEM CTaIUil MPOM3BOJCTBA U METOIOB KOHTPOJIS Ha BCEX
CTausIX IPOU3BOJICTBA;

I') ONHMCAaHWE KOHTPOJS KPUTHUYECKUX CTaJAWH TMpoIecca IMPOWU3BOACTBA W MPOMEKYTOUHOM
IPOJTYKIIHH;

1) HANMEHOBAHHE U aJ[pec MecTa OCYIIECTBICHHSI MPOU3BOICTBA JIEKAPCTBEHHOTO Tperapara Juist
MEIUIIMHCKOTO MpUMEHEHHs (B Cily4yae HaJIM4YUsl HECKOJbKMX YYAaCTHHMKOB IIpOIecca IMPOM3BOJICTBA
HEOOXOIMMO yKa3aTh KaXKI0TO U3 HUX);

€) (hapmarieBTHUECKasi COBMECTUMOCTb;

) MUKpOOHMOJIOTMYECKHE XapaKTePUCTUKH;

3) MaTepHaIbHBIN OanaHc JUIs MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) OTMCaHUE XapaKTEPUCTHK U CBOWCTB YIAaKOBOYHBIX MAaTEPHATIOB U YKYIIOPOYHBIX CPEJICTB;

K) JIOKyMEHTaJIbHOE MOATBEP)KACHHE (BaJTUAALMs) IPOLIECCOB MMPOU3BO/ICTBA U (MJIM) UX OLIEHKA;
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J) TpeOOBaHUS K KAuyeCTBY BCIIOMOTATENBHBIX BEIIECTB (CepTU(UKAT, CHEHUpHUKAIMSI Ha
BCIIOMOTaTeIbHbIE BEIECTBA U X 0OOCHOBAHUE);

M) aHaJUTUYECKHE METOJIUKH, HCIOIb3yeMble NpPU OCYIIECTBICHWH KOHTPOJS KadecTBa
BCIIOMOTaTEIbHBIX BELIECTB;

H) JIOKyMEHTAJIBbHOE MOJATBEPXKACHUE (BAJTHAAIMS) AHATUTUIECKIX METOIMK, HCIIOIb3YeMbIX MPH
OCYILECTBJICHUH KOHTPOJISI KaUeCTBa BCIIOMOIaTEJIbHBIX BEILLECTB;

0) uH(pOpMaIus 00 HCIOIB30BAHUM BCIIOMOTATEIBHBIX BEIIECTB YEJIOBEYECKOTO M KHUBOTHOTO
IPOMCXOXKIECHUS;

1) nHpopmanus 00 UCTIOIIb30BaHIUH HOBBIX BCIIOMOTAaTEIIbHBIX BEILIECTB;

p) TpebOoBaHMS K KauyecTBY JIEKApCTBEHHOro IIpenapara JUisi MEAMLIMHCKOTO IPUMEHEHHs
(ceptudukar, cnenuduKanys Ha JSKapCTBEHHBIH Mpenapar ¥ X 000CHOBaHUE);

C) AaHAJIUTHYECKHE METOAMKH, MCIIOJIb3yeMble IIPU OCYILECTBJIEHHUM KOHTPOJS KadyecTBa
JIEKapCTBEHHOTO Mperapara Jjisi MEIUIIMHCKOTO IPUMEHEHUS;

T) JOKYMEHTAJIbHOE MOATBEP)KIACHUE (BAIMALNSA) AaHATUTHUECKUX METOJUK, UCIOJIb3yEeMBIX HpPHU
OCYIIECTBIICHIMH KOHTPOJISI KA4eCTBa JICKAPCTBEHHOTO Tpernapara il MEAUIUHCKOTO TPUMEHEHHUS;

y) pe3ynbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO IIpenapara sk MeAULIUHCKOr0 IPUMEHEHHUS;

¢) xapakTepucTUKa NpUMecei;

X) MepeueHb CTAHJApTHBIX OOpa3LOB, MCIIOJIB3YEMbIX NPH OCYLIECTBJIEHUU KOHTPOJS KauyecTBa
JIEKapCTBEHHOTO Tperapara Jjisi MEIUIIMHCKOTO IIPUMEHEHUS;

11) JaHHbIE O CTAOUJIBHOCTH JIEKApCTBEHHOTO IIpenapara sl MEAUIIMHCKOTO IPUMEHEHUS.

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uacme 6 cmamvu 18 nacmoswezo
DedepanbHo20o 3aKOHA U3N0AHCEHA 8 HOBOU pedarkyuu, ecmynaroujeli 6 cuny ¢ 1 saneaps 2016 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
6. Paznen hapmakonornyeckoi, TOKCUKOJIOTUYECKONW TOKYMEHTAIlMU BKIIIOYAeT B ce0si OTYETHI O
pe3yabpTaTax JOKIMHUYECKUX UCCIEIOBaHUM JIEKAPCTBEHHOTO CPEICTBA JIJISI MEIUIIMHCKOTO TIPUMEHEHHUS,
B TOM YHCIIE:
1) oTuer o papmMakOIUHAMUYECKUX UCCIEAOBAHUSX;
2) otueT 0 hapMaKOKMHETHUECKUX HCCIETOBAHUSX;
3) OT4eT O TOKCUKOJIOTUYECKUX UCCIICIOBAHUSIX.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 18 nacmosweco Dedepanvroco
3aKOHA 00ONONHeHa wacmvio 7, scmynatoweil 6 cuny ¢ 1 sneaps 2016 e.

7. Pazgen KIMHUYECKOW MOKYMEHTAIlMM BKJIIOYAET B CEOsl OTYETHI O pe3yibTaTaX KIMHHUYECKUX
MCCJIEI0BAHMI JIEKAPCTBEHHOTO Mpernapara AJisi MEIUIIMHCKOTO TPUMEHEHUS, B TOM YUCIIE:

1) oryersl 00 wHCCIENOBAaHUAX OWOJOCTYMHOCTH UM OMOIKBHUBAJIEHTHOCTH, HCCIIEIOBAHMSIX,
YCTaHABIMBAIOIIUX KOPPETSAIUIO PE3yabTATOB, OMYYEHHBIX B YCIOBHSIX 1n Vitro # in vivo;

2) oTueThl 0 (papMaKOKMHETUUECKUX HCCIIETOBAHUSIX;

3) otyeTsl 0 (hapMaKOAUHAMUYECKUX UCCIIEIOBAHUSX;

4) oTUeTHl O KIMHUYECKUX HCCIIET0BaHUAX 3P PEKTUBHOCTH U O€30M1aCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OIIBITE MPUMEHEHHUS (TTPH HATHYNH ).

Wudopmanust 06 U3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Oekaops 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvrozo
3aKoHa donoaHeHa yacmoio 8, scmynaroweil 6 cuny ¢ 1 sneaps 2016 e.
8. TpeboBanus k 00beMy HHPOPMAIUH, TIPEIOCTABIAEMON B COCTaBE PETUCTPAIIMOHHOTO JOCKE,
JUTSL OTJICIBHBIX BUJIOB JICKAPCTBEHHBIX MPENapaToB JI METUITMHCKOTO MPUMEHECHHS YCTaHABIMBAOTCS
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCTIOTHUTEIHHON BIACTH.

Wudopmanust 00 U3MEHEHUSX:

Yacmov 9 usmenena c 1 mapma 2020 e. - Dedepanvusiii 3axkon om 27 oexaops 2019 2. N 475-D3
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CMm. npedvloywyro pedaKyuio

9. B oTHOIIEHUHU JIEKaPCTBEHHBIX MPENapaToB, Pa3pelIeHHbIX A MEIUIMHCKOTO MPUMEHEHUS B
Poccuiickoit ®@enepanuu Oosiee ABaALATH JIET W B OTHONICHHH KOTOPBIX HEBO3MOXKHO IPOBEICHUE
UCCJIEIOBAaHUM X OMOPKBUBAJICHTHOCTH (32 UCKIIOYCHHEM OMOJIOITMUECKUX JICKAPCTBEHHBIX MPEnaparos),
JIOITyCKAeTCsl BKIIOYEHUE B COCTaB pasnena (hapMaKoIOrHYeCKOr, TOKCUKOIOTUYECKOH JOKYMEHTAINH U
pa3jzena KIMHUYECKOW JOKYMEHTAIlMM BMECTO OT4yeTa pa3paboTduMka O pe3yibTarax COOCTBEHHBIX
JOKJIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX HUCCIEIOBAHUMN JIEKAPCTBEHHBIX
IpenapaToB s MEIUIMHCKOrO NMpUMEHEHHs 0030pa HaydHBIX paboOT O pe3ynibTarax JOKIMHUYECKHX
WCCJICIOBAHUM JIEKAPCTBEHHBIX CPEACTB W KIMHUYECKUX HCCIEAOBAaHUM JIaHHBIX JIEKAPCTBEHHBIX
[pernapaToB, B TOM YHCIIE BKIIFOYAs OIBIT UX MOCTPETUCTPALMOHHOTO TPUMEHEHUS.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamusa 18 nacmoswezo Dedepanvrozo
3akoHa oonoanena yacmoio 10, ecmynaroweti 6 cuny c 1 ameaps 2016 2.

10. Ilpu rocynapCTBEHHOW PETUCTPALMKd BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX MpENaparoB AJis
MEIMIIMHCKOTO TPUMEHEHHUsS JIONMYCKAaeTCs BKIIOUEHHUE B COCTaB pazaena (papMakoIOrHuecKow,
TOKCUKOJIOTMUECKON JOKyMEHTalluM U pas3felia KIMHUYECKOW JOKYMEHTAllud BMECTO OTueTa
pa3zpaboTuMka O pe3ylibTaTaX COOCTBEHHBIX JOKJIMHUYCCKHX HCCICIOBAHUN JIGKAPCTBEHHBIX CPEJICTB
0030pa Hay4HbIX paboOT O pe3yiabTaTax AOKIMHUYECKHX HCCIEIOBAHHM pedEepeHTHOro JIEKApCTBEHHOTO
npernapara W IMpeACcTaBlIeHUE BMECTO KIIMHUYECKUX WCCIEIOBAHUN B IMOJIHOM OOBEME, YCTAaHOBICHHOM
pa3zesioM KJIMHUYECKOW JOKYMEHTAllMu, OT4eTa O pe3yibTaTax HCCIEIOBaHUNA OMOAKBUBAJIEHTHOCTH
BOCTIPOM3BEJICHHOTO JICKAPCTBEHHOTO TMpernapara Ui MEIWIHUHCKOro npuMeHeHus. He tpeOyercs
IOpE/CTaBICHUE OT4eTa O pe3yiabTaTax HCCIeN0BaHU OMOAKBUBAIEHTHOCTH BOCIPOU3BEICHHOTO
JICKapCTBEHHOTO TIperiapara Jjis MEAUIIMHCKOTO TPUMEHEHHUS, €CITU PErUCTPUPYIOTCS BOCIIPOU3BEACHHBIC
JIEKapCTBEHHBIE MPenapathl Il MEIUIIUHCKOTO PUMEHEHUS, KOTOPBIE:

1) mpemHa3HaYeHBI JJIsi MAPCHTEPAIBHOTO (MOJKOXKHOTO, BHYTPHUMBIIICYHOTO, BHYTPHBEHHOTO,
BHYTPUTJIA3HOTO,  BHYTPHUIIOJIOCTHOTO,  BHYTPUCYCTaBHOTO, BHYTPHUKOPOHAPHOTO) BBEACHHUS U
NPECTaBISIFOT cO00 BOIHBIE PACTBOPHI;

2) mpeCTaBISIFOT COOOM PacTBOPHI AJISl IEPOPATHLHOTO MPUMEHEHHS;

3) mpousBenieHbI B (hOpME MOPOIIKOB MIIH THOPUIH3ATOB ISl IPUTOTOBIIEHUS PACTBOPOB;

4) ABNAIOTCS ra3aMu;

5) SBNSAIOTCS YITHBIMU WM TJIQ3HBIMHE JIKAPCTBEHHBIMH IMpeTapaTaMu, IPOU3BEICHHBIMU B (hopMe
BOJ/IHBIX PaCTBOPOB;

6) ipeTHa3HAYCHBI JIJIT MECTHOTO IPUMEHEHUS U IIPUTOTOBJICHBI B JOPME BOJHBIX PACTBOPOB;

7) mpeAcTaBsAOT cOOOM BOAHBIE PACTBOPHI AJI UCTIOIB30BaHUS B OPME MHTAISALIUN C TOMOIIBIO
HeOymaii3epa WK B KQUeCTBE Ha3aIBHBIX CIIPEEB, MPUMEHIEMBIX C IIOMOIIBI0 CXOHBIX YCTPOHCTR.

Wndopmarys 06 W3MEHEHHSAX:
Yacmw 11 usmenena c 22 oexaops 2020 e. - Dedepanvuviii 3axon om 22 dexaops 2020 2. N 444-D3

CMm. npedvioyuyro pedaKyuio

11. JJns cnydaeB, yka3aHHbIX B nyHktax | - 3, 5 - 7 wactu 10 HacTosimied craThu,
BOCITPOM3BE/ICHHBIN JICKAPCTBEHHBIN Tpemnapar Juisi MEAUIIMHCKOTO TMPUMEHEHHS JOHKEH COJIEepKaTh
TaKHue K€ BCIIOMOTATENbHBIC BEIIECTBA B TAKUX K€ KOJIMUYECTBAX, Kak U pedepeHTHBIN JeKapCTBEHHBII
npenapar. Eciam cocTaBel BCIIOMOTATENbHBIX BEIIECTB PA3TMYAIOTCS, 3aBUTENb JIODKEH TMPEICTAaBUTH
JI0OKa3aTelibcTBa TOrO, YTO HMCIOJIb3yeMbl€ B JaHHBIX KOHIIEHTPALMSIX BCIIOMOTATEIbHBIE BEIIECTBA HE
BIUSAIOT Ha Oe3omacHOCTh W (WiH) 3(PEKTUBHOCTH JIEKAPCTBEHHOTO IMpemnapara s MEIUIIMHCKOTO
npuMeHeHus. B ciydae, eciu 3asBUTENh HE MOXKET MPEACTaBUTh TaKUE JOKA3aTeNbCTBA U (UJIM) HE UMEET
JIOCTYTIa K COOTBETCTBYIOIIMM JaHHBIM, OH JOJDKEH MPOBECTH COOTBETCTBYIOIINE HWCCICAOBAHUS ISt
JI0OKa3aTellbcTBa OTCYTCTBUSL BJIMSHHUS PA3HBIX BCIOMOTATEIbHBIX BEIIECTB MM BCIIOMOTAaTENIbHBIX
yCTpoicTB Ha Oe3omacHOCTh M (MiH) 3¢h(HEKTUBHOCTH JIGKAPCTBEHHOTO Mpemnapara isi METUIIMHCKOTO
MPUMEHEHHUS B COOTBETCTBUU C aKTaMH, COCTaBIISIOMMMU MpaBo EBpazuiickoro s3KOHOMHUYECKOTO COI03a.
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Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo Dedepanvroco
3aKoHa dononxnena wacmoio 12, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.

12. Tlpu TOCYmapCTBEHHOH  perucTpalui KOMOWHAIUi  paHee  3aperUCTPUPOBAHHBIX
JIEKapCTBEHHBIX IPENaparoB JJIsl MEAUIIMHCKOTO MPUMEHEHUS TOIMYCKaeTCsl BKIIOUEHHUE B COCTaB pasjesa
(dhapMaKOIOTHYECKONW, TOKCHUKOJIOTHYECKOH JOKYMEHTAIlMM W pas3jeiia KIMHUYCCKOW JTOKYMECHTAIUU
BMECTO OTuYeTa pa3paboTynMka o pe3ylbTaTaXx COOCTBEHHBIX JOKIMHUYECKHX HCCIIEJOBAHUM
JICKapCTBCHHBIX CPEJACTB 0030pa HAy4YHBIX paboOT O pe3ylnbTaTaX JOKIMHUYECKUX HCCIICIOBAHUN
pedepeHTHBIX JIEKAPCTBEHHBIX IpENaparoB, BXOMAAIIMX B COCTaB KOMOMHALMK JIEKAPCTBEHHBIX
npenapaToB, ¥ 00 OTCYTCTBUU MX B3aUMOJICHCTBUS B OHOH JIEKapCTBEHHOH (opMme.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroo
3aKoHa oononnena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.

13. Ha skcnepTu3y pasiudHBIX JIEKAPCTBEHHBIX (OPM OJHOTO U TOTO K€ JICKAPCTBEHHOTO
npenapara Juisi MEAMIIMHCKOTO TIPUMEHEHHUs 3asBUTEIb TIPEJCTaBISACT OT/ACIbHBIC 3asBICHHUS H
PETHCTPAIMOHHBIC JOChe Ha KaXKIYIO JIEKAPCTBEHHYIO Gopmy. [Ipru ycrioBUU OJHOBpEMEHHOW MOIa4YH Ha
9KCIIEPTH3y OAHOW JIEKapCTBEHHOH (GOpPMBI C pa3NUYHBIMU JO3HPOBKOM, KOHIIEHTpaluei, oO0beMoM
3asIBUTENb MPEJCTABISET OJTHO 3asBJICHUE M PETUCTPAIMOHHOE JJOChE C MPUIIOKEHHUEM MAKETOB YIAKOBOK
Ha KaXIYI0 JO3UPOBKY, KOKIYIO KOHIICHTPAIMIO, KAXK/IbII 00beM U KaxX10€ KOJIUYECTBO J03 B YIIAaKOBKE.

Undopmarius 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa dononnena yacmoio 14, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 2.
14. Tlpu rocymapcTBEHHOW perucTpanyu OpQpaHHOTO JIEKAPCTBEHHOrO Ipenapara 3asBUTEIb
IpECTaBIsIeT HHPOPMAIIHIO, HEOOXOAMMYO JUIs (POPMHUPOBAHMSI pa3jiea KIMHHYECKON JOKYMEHTAIIUH, B
o0bemMe, YCTAaHOBJIGHHOM YITOJIHOMOYEHHBIM (heIepaIbHbIM OPraHOM HCIIOJIHUTEIILHON BIIACTH.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa dononnena yacmoio 15, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

15. Tlpu peructpanuu OHOJOTUYECKOTO JIEKAPCTBEHHOTO Mpernapara, MOJYYeHHOTO W3 KPOBH,
Ma3Mbl KPOBH YEJIOBEKa, B COCTABE PETHCTPALIMOHHOTO JOChE€ Ha JIEKAPCTBEHHBIM TMpemapar Jyist
MEAUIIMHCKOTO MTPUMEHEHUS TOJIKHBI OBITh MPEICTaBIECHBI JOTIOTHUTEIBHO:

1) B pasmene JOOKyMEHTAllMM aJIMHHHCTPATHBHOTO XapakTepa JOKYMEHT, COJepKalui
uH(pOpMaIlMi0 0 CyOBeKTax OOpalleHHs] TOHOPCKOM KpOBU M (WMJIM) €€ KOMIIOHEHTOB, O TOM, /e Oblia
OCyIIeCTBIIEHA JoHaus (KpoBU H (WIM) TUIa3Mbl KPOBH), a TakkKe JJaHHbIE 00 WHQPEKIIMOHHBIX
3a00JIeBaHUAX, TMEPeNaloIUXcs TapeHTepalbHbIM TyTeM, HHpopMmanus o cyObekTax oOpaieHus
JIOHOPCKOW KpOoBU W (WIM) €€ KOMIIOHEHTOB, B OTHOIIEHHWU KOTOPBIX OCYIIECTBIISIETCS KOHTPOJb
JIOHOPCKOM KPOBH U (MJIHM) €€ KOMIIOHEHTOB;

2) B pazzene XUMHUIECKOH, papMarieBTUIECKON U OMOIOTUYECKON JJOKYMEHTAIUH:

a) KPUTEPUU U CIOCOOBI 0TOOpa, TPAHCIIOPTUPOBAHUS M XPAHEHUS JTOHOPCKON KpOBU U (WIIH) ee
KOMITOHCHTOB;

0) pe3yabTaThl UCCIeN0BaHUN OTOOpPaHHBIX JOHOPCKOW KPOBH M (WIJIH) TJIA3MbI KPOBU M ITYJIOB Ha
Hajmuuwe Bo30ymuTened wHOEKuH, BKIOYas WHPOPMAMIO 00 HCIOIB30BAHHBIX  METOJIUKAX
UCCIICIOBAaHW W B CIydyae HCCIEAOBaHUS IIyJOB IUIA3Mbl KPOBU pPE3yJIbTaThl JIOKYMEHTAIBLHOTO
MOITBEPKICHUS (BT ALK ) UCTIOJE30BAHHBIX METOIHK;

B) TEXHUUYECKHE XapaKTEPUCTHKHU YIAKOBKH AJII OTOOpa TOHOPCKOI KPOBH M (MJIIH) TJIa3Mbl KPOBH,
BKJTFOYast HHGOPMAITUIO 00 UCIIOIB30BAHHBIX PACTBOPAX AHTHKOATYJISTHTOB.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovsa 18 nacmosweeo Dedepanbroco
3aKoHa oonoanena yacmoio 16, ecmynaroweti 6 cuny c 1 aneaps 2016 e.
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16. KnuHudeckue ucciieJoBaHMsl JIEKapCTBEHHOIO Ipenapara A MEIULIUHCKOIO NPUMEHEHMS B
LeJsAX €ro TroCyAapCTBEHHOM peructpauuu mnposoaircs B Poccuiicko denepauuu B HOpSAIKE,
YCTaHOBJIEHHOM cTartbaMu 38-44 Hacrtosiero @enepanpHoro 3akoHa. OTyeT O MPOBEIEHHBIX
MCCIIEIOBAHMSX BKJIFOYAETCS B COCTAaB Pa3zeiia KIMHUYECKONW JOKYMEHTAllMU PETUCTPAllMOHHOTO AOChE Ha
JIEKapCTBEHHBIN IpenapaT [Uisi MEAULMHCKOrO NpUMEHEHHus. [l JeKapCTBEHHBIX NpenaparoB Ul
MEJMLIMHCKOTO TIPUMEHEHHUs, B OTHOLIEHUWH KOTOPBIX B PpE3YylbTaTe€ 3KCIEPTU3bl JOKYMEHTOB,
IPEJCTaBICHHBIX JUI ONPENEJICHUs BO3MOXKHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM Ipernapar s
MEMIUHCKOr0 MPUMEHEHUsI B KadyecTBe Op(haHHOIO JICKApCTBEHHOI'O Ipernapara, Takas BO3MOXKHOCTh
IpU3HaHa ¥ B OTHOIIEHUU KOTOPHIX IIPOBEACHBI KIMHUYECKUE HCCIIEOBAHMS, BBIIOJIHEHHBIE 32
npenenamu Poccuiickoit denepariny B COOTBETCTBUHM C NMPAaBUJIAMHU HaJIeKaIel Ja00paTOPHOM MPaKTHKH
U IpaBWaMy HaJJeXalled KIMHUYECKOW IIpaKTHKH, JOIYCKAaeTcs BKJIIOYEHHE B COCTaB paszena
KIIMHUYECKON JOKYMEHTAIIMM BMECTO OTYETA O Pe3yJIbTaTax KIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHOTO
npenapara Uil MEIULUMHCKOrO IIPUMEHEHUs, IpoBeneHHbIX B Poccuiickoir denepanuu, oruera o
pe3yJbTaTax KIMHUYECKUX MCCIIEJOBAHNM, BBIIIOJHEHHBIX 3a peaenamu Poccuiickoit @enepanuu.

Undopmarus 06 n3MEHEHUX:
Yacmo 17 usmenena c 1 ausapsa 2021 2. - @edepanvhuiii 3axon om 27 oexaops 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio

17. B cnyuyae HenpeacTaBiIeHUs C 3asBJIIEHUEM O TOCYJAapCTBEHHOM perucrpainuu JeKapcTBEHHOTO
npenapara Juisi MEAUIIMHCKOIO MPUMEHEHHUsI TOKYMEHTOB, MOJATBEPKAAONIUX YIUIATY TOCYAapCTBEHHOM
MOUUIMHBI M YyKa3aHHbIX B IniyHkre 10 wyactm 2 HacTosAlIeW CTaTbH, a TAaKXE BbIJIABAEMbIX
(mpeaocTaBIsieMbIX ) YIIOJTHOMOYEHHBIMH (pe/iepaIbHBIMU OpTaHaMU UCTIOJTHUTENLHOM BIACTH IOKYyMEHTOB
(cBeneHMid), YKa3aHHBIX B IMyHKTax 3 W 4 4acTu 4 HACTOSIIEH CTaThH, YIOJTHOMOUYEHHBIN (hermepanbHbIi
OpraH HCIOJHUTEIBHON BIIACTH 3alpallldBaeT YKa3aHHbIE JIOKYMEHTHl (CBEIEHUS) B MOPSJIKE
MEXBEJIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aUMOICHCTBUSI.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamos 18 nacmoswezco Dedepanvroco
3aKoHa oononnena wacmoio 18, ecmynaroweti 6 cuny ¢ 1 smeaps 2016 2.

18. He nomyckaercs HCHOIb30BaHUE B KOMMEpPYECKHMX LEISIX HHPOpPMAIMM O pe3yiabTaTax
JOKJIMHUYECKUX UCCIEIOBAHMM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIEJOBAaHUMN JIEKAPCTBEHHBIX
IpenapaToB Uil MEIUIMHCKOTO TPUMEHEHMs], IMpPEICTaBICHHON 3asBUTENEM [UIsl TOCYAApCTBEHHOU
perucTpaluu JIeKapCcTBEHHOTO TMpemapara, 0e3 ero corjacusi B TEYEHHE MIeCTH JIeT C JaThl
TOCYJapCTBEHHOM perucTpaiuu peepeHTHOro JIEKapCTBEHHOTO npemnapaTa B Poccuiickoit denepanum.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamos 18 nacmoswezo Dedepanvroco
3aKoHa oononnena wacmoio 19, ecmynaroweti 6 cuny ¢ 1 smeaps 2016 2.

19. Jlepkatenb Wy Biajeliel] peruCTPallMOHHOIO yIOCTOBEPEHMsI JIEKAPCTBEHHOIO IMpernapaTa Ha
OMOTEXHOJIOTHYECKUN MU Op(aHHBIM JIeKapCTBEHHBIN MpernapaT o0s3aH MPEAOCTaBIsITh Ha BO3ME3THOM
OCHOBe 00pa3ipl peepeHTHOTO JIEKAPCTBEHHOTO TperapaTa 3asBUTEISAM ISl MPOBEACHUS KIMHHYECKUX
uccienopannii. CTouMoOcTh o00pasna pedepeHTHOTO JIEKapCTBEHHOTO TMpernapara, BKIOUYEHHOTO B
repeveHb )KU3HEHHO HEOOXOAMMBIX W BOXKHEUININX JIEKAPCTBEHHBIX MPEMapaToB, HE JOJKHA MPEBBINIATH
3apEruCTPUPOBAHHYIO TPEIEIbHYIO OTIYCKHYIO IIeHY Ha pedepeHTHBIN JIeKapCTBEHHBIM Mpenapar Win
IIEHY Ha JIEKApCTBEHHBIN Mpemnapar B CTpaHe MPOU3BOIUTENS.

Wndopmarys 06 M3MEHEHHSX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 18 nacmosweeo Dedepanbroco
3akoHa oonoanena yacmoio 20, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

20. 3asBieHNE O TOCYJaPCTBEHHON PErMCTPALlMM BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO Ipenapara

JUIE MEIULMHCKOTO TPUMEHEHHS MOXET OBITh TOJaHO B YIOJHOMOYEHHBIH (enepaibHblii oprax

UCIIOJTHUTENIbHOM  BJAacTH, OCYIIECTBISIONIMN TOCYAAPCTBEHHYIO  PETUCTPALMIO  JIEKAPCTBEHHBIX

IpenapaToB, MO MCTEUEHUHM YETHIPEX JIET C JaThl TOCYIApCTBEHHOH perucrpanuu pedepeHTHOro
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JIEKapCTBEHHOIO Npenapara B Poccuiickoit denepanuu.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamos 18 nacmoswezo Dedepanvroco
3aKoHa oononnena wacmoio 21, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.

21. 3asBneHwWe O TOCYIapCTBEHHOW perucrpanuu  OuoaHaaoroBoro (OMOMoOg00HOTO)
JIEKapCTBEHHOTI'O Npenapara (6roaHanora) MoxeT ObITh MOJAAHO B YIIOJIHOMOUYEHHBINH (eiepalbHbIil OpraH
WCIIOJIHUTENIbHOM  BJIACTH, OCYIICCTBIISIIOIIMNA  TOCYIAapCTBEHHYIO  PETUCTPAIMI0  JIEKAPCTBEHHBIX
IpenapaToB, [0 HUCTEUYEHUH TpeX JeT C JaThl TOCYJapCTBEHHOM perucrpanuu pedepeHTHOro
JIEKapCTBEHHOI0 npenapara B Pocculickoit @enepanuu.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroco
3aKOHa 0onoaHena wacmoio 22, ecmynaroujeli 8 cuny ¢ 1 aneaps 2016 e.

22. Jepxarenb WU BJajeliell PErHMCTPAllMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOI'O Iperapara
MPEJCTaBIsIeT B YHNOJHOMOYEHHBIN (efepanbHblii OpraH HCHOJHUTENIBHON BIIACTH, OCYIIECTBIISIFOIIMMA
(GYHKIIMH TI0 KOHTPOJIIO M HAA30py B cepe 3IpaBOOXpaHEHUs, OTYET MO pe3yiabTaTaMm (GapMakoHaI30pa
OJIMH pa3 B LIECTh MECAIIEB B TEUEHHUE JBYX JIET MOCIE TOCYJapCTBEHHON PErHCTpaIlui JIEKApCTBEHHOTO
npernapara B Poccuiickoii denepannu, €KEroqHo B TEUCHUE MOCIECAYIOUIMX TPEX JIET U B JaJbHEUIIEM
OJIMH pa3 B MATh JIET.

TAPAHT:

CMm. komMeHTapuu K ctatbe 18 HacTosmero denepabHOTO 3aKOHA

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamusa 19 nacmoswezo Dedepanvrozo
3AKOHA U3I0JICEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 urons 2015 e.

Cm. mexkcm cmamovu 8 npedbloyuell peoaKyuu
Cratbsa 19. [IpunsaTtue pemieHust o Bbllade IKCIEPTHOMY YUPEKACHUIO 3aJIlaHUSI HA MPOBEACHUE
SKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA

1. B Teuenue necsaty pabounx JHEH cO AHS MPUHATHS 3asBICHUS O TOCYIapCTBEHHOM perucrpanuu
JIEKapCTBEHHOTO IpernapaTa COOTBETCTBYIOLIUM yIIOJIHOMOYEHHBIN (pe/iepanbHblii OpraH UCTIIOIHUTEbHON
BJIACTU MPOBOAMT MPOBEPKY MOJHOTHI, TOCTOBEPHOCTH M MPABHIBHOCTH O(QOPMIIEHUS IPEICTaBICHHBIX
JIOKYMEHTOB PETUCTPALMOHHOIO OChE Ha JIEKAPCTBEHHBINM Ipenapar U NPUHHUMAET PEIICHHE O Bblaaue
3a/1aHMS Ha IIPOBEJICHUE:

1) sKcnepTH3bl JOKYMEHTOB, NPEICTABICHHBIX AJIS ONpPEAETICHUs BO3MOXKHOCTH pPaccMaTpHUBAaTh
JIEKApCTBEHHBIM MpernapaTr Uil MEIWIMHCKOTO INPHUMEHEHMS IIPpU OCYIIECTBICHHHM TI'OCYAApCTBEHHOU
perucTpanuy B KauecTBe OppaHHOTO JIEKapCTBEHHOT'O Mpenapara;

2) sKcHepTH3bl JIEKAPCTBEHHOTO CpEACTBA B YacTU SKCIEPTH3bl KadyecTBa JIEKAPCTBEHHOIO
CpeacTBa M DOKCIEPTHU3bl OTHOLUCHHS OXUIAAEMOW II0IB3bI K BO3MOXXHOMY PHUCKY IIPUMEHEHUs
JIEKapCTBEHHOIO Npernapara s MEJUIUHCKOTO IPUMEHEHUS;

3) oKcHepTH3bl JIEKAPCTBEHHOI'O CPEACTBA B YaCTH HKCIEPTHU3bl KauyecTBa JIEKapCTBEHHOI'O
CpeicTBa M OKCHEPTHU3bl OTHOLICHHS OXUIAEMOM TIIOJb3bI K BO3MOYKHOMY pHCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIperapara Ui MEAULUHCKOrO IPUMEHEHHS B IIOPSAAKE YCKOPEHHOM IpOLIENYpbI
JKCHEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHUHU €O cTaThell 26 HacTosuiero denepaabHOro 3aK0Ha;

4) osKcnepTHU3bl JIEKApCTBEHHOTO CPEACTBA B OTHOIIEHUU JIEKAPCTBEHHOTO IIpenapara Uil
BETEPUHAPHOI0 IPUMEHEHUS.

2. YHOIHOMOYEHHBIH (hefepaibHbIi OpraH MCIOJIHUTENBHONW BIACTU YBEIOMIISIET B AJIEKTPOHHOU
dopMe unu Ha OyMa)KHOM HOCHUTENIE 3asSBUTENSI U JKCIEPTHOE YUPEKIACHHE O MPHUHITOM PEHIEHUU O
BbIJIay€ 3aJJaHUIl Ha MIPOBEJEHUE IKCIEPTU3, IIPEAYCMOTPEHHBIX YaCThIO | HACTOALIEH CTaTbU, U B CiIydae
HEO0OXOMMOCTH O BbljIaue paspelieHus Ha BBO3 B Poccuiickyio @enepaluio KOHKPETHON MapTHH, CEPUU
3apETUCTPUPOBAHHBIX M (MJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB HIM 00 OTKa3e B
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IIPOBEJECHUH NIPEAYCMOTPEHHBIX 3KCIIEPTU3 C YKa3aHUEM IIPUYMH TAaKOI'O OTKa3a.

3. B cnyudae BBIABIEHUS OTCYTCTBHSI WJIM HEJOCTOBEPHOCTH HWHGOpMALMU, COepxallencs B
NPECTAaBICHHBIX 3asBUTENEM JOKYMEHTaX, YMOJHOMOUYEHHBIN (efepabHbli OpraH HCIOJHUTEIHHON
BJIACTU HAMpaBlsieT 3asBUTENIO 3alpoc 00 YTOYHEHHH OJTOoW wuHopManuu (Jamee - 3ampoc
YIIOJIHOMOYEHHOTO (hesiepabHOr0 OpraHa WCHOJIHHUTENBHON BIIACTH), KOTOPBIA MOXET OBITh IepeaaH
YIOJIHOMOYEHHOMY MPEJICTABUTEIO 3asIBUTENS JIMYHO IOJ PACHHUCKY, HAIMPABJIEH IO MOYTE 3aKA3HBIM
NUCHbMOM WJIM TIepe/iaH B AJIEKTPOHHOH (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajlaM CBsi3u. B ciydae
HAIpaBJIEHUsl 3ampoca YIMOJIHOMOUYEHHOTo (eaepaabHOro OpraHa HMCHOJIHUTENBHOM BJACTU MO IOYTE
3aKa3HbIM IHCbMOM OH CUHTAETCSl IOJYYEHHBIM [0 HCTEUEHUM ILIECTH JHEH C JaTbl HalpaBICHUS
3aKa3HOro MHUChMa.

4. 3asBuTenp 00s3aH MPEACTABUTH OTBET HA 3alpOC YIOJIHOMOYEHHOrO (enepaabHOro oprana
HCIIOJTHUTENIbHOM BJIACTH B CPOK, HE MPEBBIIAIONIMM AeBsHOCTAa pabouMX HEW CO JIHSA €ro MOJy4YeHUs.
Cpok, yka3aHHBIA B 4acTu | HAcTOSIIENW CTaThbu, IPUOCTAHABIMBAETCSA CO JHS HAIPABIICHUS 3asBUTEIIIO
3ampoca yMoJIHOMOUYEHHOTO (peepaqbHOro opraHa HCIOJHUTENbHOW BIACTU O [HS MOJIYYCHHS UM
COOTBETCTBYIOILIETO OTBETA.

5. OcHoBaHMeEM JUIs OTKa3a B OpraHU3alluy DKCIEPTU3, NMPEAYCMOTPEHHBIX 4acThbio | HacTosmen
CTaTbM, SBJSIETCS IIPEJCTABICHUE HEOOXOAMMBIX JUUIsi IPOBEACHUS IPENYCMOTPEHHBIX JKCIEPTHU3
JOKYMEHTOB B HEMOJIHOM O0bEeMEe WM HEMpEeCTaBIICHUE 3aIBUTENIEM B YCTAHOBJICHHBI CPOK OTBETa Ha
3arpoc YMOJHOMOYEHHOrO (eAepalbHOIO OpraHa HCIOJHUTENIbHON BJAacTH, a TaKKe IPEICTaBICHUE
JIOKYMEHTOB, HE COJIEPKAIUX UCUYEPITBIBAIOIIETO MePeUHs HEOOXOUMBIX CBEICHUU.

Undopmarist 06 n3MEHEHUX:

Cmamuws 19 oononnena wacmoio 6 ¢ 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 e. N
297-D3
6. Ilpu oTkase B OpraHu3aldy DKCHEPTU3BI, NPEAYCMOTPEHHON NyHKTOM 4 yacTu | Hacrosen
CTaTbH, JIOKYMEHTBI, BXOJSIIME B COCTaB PErMCTPALMOHHOIO JOChE HA JIEKAPCTBEHHBIN Ipenapar Jyis
BETEpUHAPHOIO NPUMEHEHHUs, MOTYT OBITh BO3BpAIEHBI 3asBUTENII0 HA OCHOBAaHUHM €r0 MHCbMEHHOIO
3arpoca, HalpaBJIEHHOIO B YIOJHOMOYEHHBIH (eiepalibHbIil OpraH MCIOJIHUTEIbHOM BJIACTU B TEUEHUE
TpUALATH paboUYMX AHEN CO JHS MPHUHATUS YINOJHOMOUYEHHBIM (eiepaabHbIM OPraHOM HCIOJHUTEIbHON
BJIACTU pElICHUs 00 OTKa3e B OpraHM3allMM TaKOW SKCIEPTHU3bl. YTIOJIHOMOYEHHBIN (eaepanbHblii opraH
UCTIOJIHUTENIBHOW BJIACTH BO3BPALIAET 3asBUTEIIO yKa3aHHbIE JOKYMEHTbI B TE€UEHHE JECITH pabounx
JTHEN CO JTH MOJTYYEHUSI COOTBETCTBYIOIIETO 3aIIpoca 3asBUTEIIA.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 19 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 20 nacmosuweco DedepaivHoco
3aKOHA U3I0JHCEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 urons 2015 e.

Cm. mexkcm cmamou 8 npeodvloyuell peoaxKyuu

Crarbs 20. DOkcrepru3a JOKYMEHTOB, IMPEACTABICHHBIX I ONPEICICHUsS BO3MOMXHOCTH
paccMaTpuBaTh JICKApPCTBEHHBIM TIperapar Uil MEJAMIIMHCKOTO TMPUMEHEHHS TIpU
OCYIIECTBIIEHUU TOCYIapCTBEHHOW PETHCTpAIK B KauecTBE Op(HaHHOTO JEKAPCTBEHHOTO

npernapara
1. DkcnepT3a JOKYMEHTOB, MPEICTABICHHBIX JUIsI OMpeAeNieHUsT BO3MOXHOCTH paccMaTpUBaTh
JICKapCTBEHHBIN TpemapaTr i MEIUIMHCKOTO TMPUMEHEHHS TPU OCYIIECTBICHUH TOCYIapCTBEHHOM
perucTpanuu B KadecTBe OoppaHHOTO JIEKAPCTBEHHOTO TMpernapara, COCTaBIEHHE KOMHUCCHEH JKCIEpPTOB
3aKJTFOYCHHAST O BO3MOXXHOCTH WJIM HEBO3MOXXHOCTH pPacCMaTpPUBATh JIGKAPCTBEHHBIA TIpermapar Uit
MEIUIIMHCKOTO MPUMEHEHUS TP OCYIIECTBICHUH TOCYJapCTBEHHON PETUCTpallii B KadecTBe OphaHHOTO
JICKapCTBEHHOTO Tpernapara M HalpaBJICHWE JaHHOTO 3aKITIOYCHUS B YIOJHOMOYCHHBIH (efeparbHbIN
OpraH UCTOJHUTENHHOM BIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBHIMIAOIINNA TPUALIATA pabOUrX THEH CO
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THS TIONIyY4EHHUsS OKCIEPTHBIM YUPESXKIECHUEM 3aJlaHUsl YIIOJTHOMOYEHHOTO (helepaibHOro opraHa
WCITOJTHUTEIIbHOW BJIACTH M B DJIGKTPOHHOW ¢GopMe WM Ha OyMaXHBIX HOCHTEISAX HEOOXOIMMBIX
JIOKYMEHTOB, YKa3aHHbIX B nyHktax 1, 2, 5, 6, 10 wactu 4 m B yactu 7 crtathbu |8 HACTOAIIETO
denepaabHOTO 3aKOHA.

2. JIOKyMEHTBI, COJAEpXaIlhecsi B PETUCTPAIMOHHOM JIOChE€ Ha JIEKApCTBEHHBIM mpemnapar u
MOCTYIUBIIIME Ha OYMa)KHBIX HOCUTENISAX B AKCIIEPTHOE YUPEIKICHUE I OCYIIESCTBICHUS UX IKCICPTU3BI
JUIsL  ONpelNeNieHHusT BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIA Mpenapar sl MEIUIMHCKOTO
NpUMEHEHHUsT B  KadecTBe oOp(aHHOro JIEKApCTBEHHOrO Ipemapara, IMOAJIeKaT BO3BpaTy B
YIIOJTHOMOYCHHBIN (peiepalibHbIii OpraH HCIOJHUTEIBHONH BJIACTH OJHOBPEMEHHO C 3aKIIOYCHHSIMHU
COOTBETCTBYIOIIMX IKCIICPTHU3.

TAPAHT:

CMm. xommeHTapuu K ctarbe 20 HacTosero denepalbHOTO 3aKOHA

Undopmaris 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 Ooekabpsa 2014 2. N 429-D3 cmamosa 21 nacmoswezo Dedepanvrozo
3AKOHA U3/I0JCEHA 8 HOBOU pedakyuu, ecmynarowet 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamovu 8 npedvloyuell pedaxKyuu
Crarbs 21. Pemenne o0 BO3MOXKHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM IMpenapar mpu
OCYILECTBJIEHUH I'OCY/IapCTBEHHOM PErucTpalyy B KauecTBe op(haHHOIO JEKapCTBEHHOTO
npenapara

1. B cpok, He npeBbILIAOMIUN MATH padoYUX JTHEH CO JHS MOJY4YEeHHUs 3aKIIOUEHUs], YKa3aHHOTO B
gactu 1 crateum 20 Hactosmiero denepasibHOTO 3aKOHA, YIMOJHOMOYCHHBIM (enepalibHbIil OpraH
VCIIOJIHUTEIIBHOM BJIACTH OCYILIECTBIISIET OLIGHKY IIOJYyYEHHOIO 3aKIIOYEHHs U1 ONPEACIEHUs €ro
COOTBETCTBHUS 3aJaHUI0 HA IIPOBEJCHHME COOTBETCTBYIOLIEH OSKCIIEPTHU3bl M YBEIOMIISET 3asBUTENS B
JIEKTpOHHOH (opMe uiaM Ha OyMaKHOM HOCHUTENE O pe3yibTaTaX IPOBEJCHHON AKCHEepTH3bl C
IPUJIOKEHUEM KOIUU IKCIEPTHOTO 3aKJIIOUEHUs (C COXpaHEHHMEM KOH(PUACHINAIbHOCTU MH(pOpMaIUU O
COCTaBe HKCHEPTHOH KOMUCCHM) M O BO3MOXKHOCTH MJIM HEBO3MOXXHOCTH PacCMaTpPHUBATh JIEKAPCTBEHHBIN
npenapar il MEJUIMHCKOrO IPUMEHEHUs MPH OCYHIECTBICHUM TOCYJApCTBEHHON PpEruCTpali B
KadyecTBe Op(paHHOTO JIEKapCTBEHHOI'O Mpenapara.

2. llpu BbIHECEHMM KOMMCCHEW SKCIEPTOB 3aKJIIOYEHUS O BO3MOXKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Ipenapar [ MEIULUHCKOIO INPHUMEHEHHS IIPU OCYILECTBIECHUM TOCYAAPCTBEHHOU
perucrpanuu B Kauectse ophaHHOro JEKapCTBEHHOTO MpernapaTta yrnoJIHOMOYEHHBIH (eaepaabHblil Opran
UCTIOJIHUTENIHOW BJACTH B CPOK, HE MPEBBILAIOUIMNA NATH paboyux AHEH CO JIHS MOJYYEHHUS TaHHOTO
3aKJIOYEHUs, IPUHUMAET peEUIeHWEe O BbIJAY€ 3aJaHMs Ha IPOBEACHHME OJKCIEPTU3bl KadecTBa
JIEKapCTBEHHOI'O0 CPEACTBA U DKCIIEPTU3bl OTHOLIECHUS OXUIAAEMOW MOJIB3bI K BO3MOXKHOMY PHUCKY
IIPUMEHEHUs JICKapCTBEHHOI'O IIpernapara Ui MEIULMHCKOIO INPUMEHEHHS B IOPAIKE YCKOPECHHOU
IIPOLEYPBl 3KCHEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUM CO CTarbell 26 HACTOSIIETO
®denepanbHOro 3aK0Ha.

3. B cnydae npuHATHS pELIEHUSI 0 HEBO3MOKHOCTH pacCMaTpPUBATh JIEKAPCTBEHHBIN Mpenapar I
MEIUIIUHCKOTO MPUMEHEHHS TIPH T'OCYIapCTBEHHON PErUCTpaly B KauecTBe Op(haHHOTO JIEKapCTBEHHOTO
npenapara yHnoJHOMOYEHHBIH (enepaabHblii OpraH HMCIOJIHUTEIbHOW BIACTH MpEKpallaeT Mpouenypy
rOCYyJapCTBEHHON PpEerucTpanuy JIeKapCTBEHHOTO TIpenapaTa. 3asBUTENb BIpaBe OOpaTUTHCS B
PETUCTPUPYIOLIMI OpraH C 3asBJICHHEM O T'OCYJAPCTBEHHOW PErMCTPAllMM YKa3aHHOTO JIEKAPCTBEHHOTO
Ipernapara B COOTBETCTBUH €O craThell |8 Hacrosmero deaepanbHOro 3aKoHa.

TAPAHT:

Cwm. kommeHTapuH K ctaTthe 21 HacTosmero denepanbHOro 3aKoHa

Crartbs 22. Yrparuna cuny ¢ 1 urons 2015 .

Wudopmanust 06 U3MEHEHUSX:
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Cm. mexem cmamou 22

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 23 nacmosuwezo Dedepaivroco
3AKOHA U3I0JICEHA 8 HOBOU pedakyuu, ecmynaroweti ¢ cury ¢ 1 uronsa 2015 e.

Cm. mexcm cmambu 8 npeovloywel peoakyuu
Crarbs 23. DOkcrepTu3a KadecTBa JIEKAPCTBEHHOIO CpPEACTBA M DKCIEPTHU3a OTHOILEHUS
0KMJAEMOH TOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKapCTBEHHOIO Ipenapara Juis
MEAMIMHCKOTO IPUMEHEHHUS

1. OkcnepTH3a Ka4ecTBa JIEKAPCTBEHHOIO CPEICTBA U DKCIIEPTU3a OTHOLICHHS OKUIACMOM OJIB3bI
K BO3MOXXHOMY pPHCKY IIPUMEHEHHS JIEKQpCTBEHHOrO IIpenapara s MEIWLUHCKOIO IPHUMEHEHUS,
COCTaBJICHUE KOMHMCCHSAMM DSKCIEPTOB 3aKJIIOUEHUH 10 pe3yjlbTaTaM IPOBEICHHBIX 3JKCIEPTU3 H
HalpaBJICHUE STHX 3aKIIOYCHHHA B YIIOJIHOMOYEHHBIA (elepanbHblii OpraH MCIOJHUTEIBHON BIacTH
OCYILECTBIIAIOTCS B CPOK, HE MPEBBIIAIONINI CTa JeCATH pabodyMX JHEH co JHS MOJIy4eHHs SKCHEPTHBIM
YUPEKACHUEM COOTBETCTBYIOIIETO 33/aHUSI YHOJHOMOUYEHHOTO (pe/lepalbHOTO OpraHa MCIIOJIHUTEIbHON
BJIACTH U HEOOXOAUMBIX JOKYMEHTOB B 3JIEKTPOHHOH (popMe Win Ha OyMakKHbIX HOCUTEISX.

2. B Teuyenue neBsHOCTa JHEH CO THS TOJYYCHHS PEIICHHS YHNOJHOMOUYEHHOTO (heaeparbHOro
OpraHa HUCIOJHUTEJIBHOM BIACTH O IMPOBEIEHUHU JKCIIEPTU3, NMPEAYCMOTPEHHBIX 4YacThbi0 | HacTosmen
CTaTbU, 3asBUTENIb IPEACTABISET B AKCIEPTHOE YUPEKICHHE JUIsl MPOBEACHMSI SKCIEPTU3bl KadecTBa
JIEKapCTBEHHOTO CpeAcTBa 00pa3lbl JIEKAPCTBEHHOro Ipernapara il MEAULUHCKOrO IMPUMEHEHMS,
IIPOU3BEIEHHOIO B COOTBETCTBUM C TPEOOBAHUSMHU ONBITHO-IPOMBIIUIEHHOTO U (MJIM) HPOMBIIUIEHHOTO
PErIaMEHTOB, YTBEPXKACHHBIX PYKOBOAMUTEIEM IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB, a TaKXKe B
COOTBETCTBYIOIINX CIydasx o0pa3ubl (hapMareBTHUECKOW CYOCTaHIIMH, TECT-IITaMMa MUKPOOPTaHU3MOB,
KYJBTYpBl KJIETOK, 00pa3Libl BELIECTB, IPUMEHIEMBIX JJIs1 KOHTPOJISI KauyecTBa JIEKAPCTBEHHOI'O CPelICTBa
IyTEM CpPaBHEHMSI C HUMM HMCCIEAYEMOIO JIEKAPCTBEHHOI'O CPE/ICTBA, B KOJIMYECTBAX, HEOOXOAUMBIX IS
BOCIIPOM3BEIEHUS METOJ0B KOHTPOJIS KA4eCTBA.

3. Tlpu momydeHun OOpAa3IOB JICKAPCTBEHHOTO TMpermapara U (hapMareBTHYECKONW CyOCTaHIIUU
JKCIIEPTHOE YUPEXKJCHHUE BBIJACT 3asBUTENIO JOKYMEHT, IMOATBEPXKAAIOIINN IOIYyYeHHE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIMIAIOIINN TpeX pabouuX IHEH, YBEIOMIISET B DJIEKTPOHHON (opMe MM Ha
OyMa)KHOM HOCHUTEJIE 00 3TOM YITOJTHOMOUYEHHBIN (eiepaabHbIil OpraH HCHOIHUTENbHOM BIACTH.

4. Yka3aHHbl€ B HacTsX 2 UM 3 HACTOSIIIEN CTaTbU CPOK JJIsl MPEACTaBIEHUS 3asBUTENEM 00pa3loB
JIEKapCTBEHHOTO IMpernapara U (apMaleBTUYeCKOM CyOCTaHLIMM U CPOK YBEJOMJIEHHS SKCIEPTHBIM
yapexiaeHueM 00 d3ToM Ha OyMaXHOM HOCHUTENIE YIOJHOMOYEHHOTO (enepanbHOro opraHa
VICIIOJIHUTENIBHOM BIACTH HE BKJIIOYAIOTCS B CPOK NPOBENEHHUS 3KCIEPTHU3, MPEAYCMOTPEHHBIX 4YaCThIO |
HACTOSIIEN CTaThH.

5. JIOKyMEHTBI, NOCTYNHMBIIME B DOKCIIEPTHOE YUYPEKIEHUE I NPOBEIACHUS DSKCIEPTHU3,
IPEyCMOTPEHHBIX YacThi0 | HACTOALIEH CTaThH, MOJJIEKAT BO3BPATy B YIIOJIHOMOUYEHHBIN (eepalibHbII
OpraH HCIIOJIHUTENBHON BJIACTH OJHOBPEMEHHO C 3aKJIIOUYEHUSMH, IOIYYEHHBIMU II0 peE3yjibTaTaM
COOTBETCTBYIOIIUX 3KCIEPTHU3.

TAPAHT:

CM. koMMeHTapuu K cTaTtbe 23 HacTosmero denepajbHOro 3aK0Ha

Crarba 24. DOkcnepTh3a KadecTBa JIEKAapCTBEHHOI'O CpPEICTBA M DKCIEpTH3a OTHOILIEHUS
0’KMJIa€MOH T10JIb3BbI K BO3MOXXHOMY PUCKY IIPUMEHEHHUs JIEKAPCTBEHHOIO IIpernapara Jjis
BETEPUHAPHOI0 IPUMEHEHUS

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 13 urona 2015e. N 241-D3 6 uacmv [ cmamvu 24 Hnacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEH s

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
1. DkcniepTH3a Ka4ecTBa JIEKAPCTBEHHOT'O CPEJICTBA M SKCIIEPTHU3a OTHOIICHHS OKUIACMOM TOJIB3BI
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K BO3MOXXHOMY pPHUCKY IPUMEHEHUs JIEKapCTBEHHOIO IIpernapara i BETEpUHAPHOIO IPUMEHEHUS,
COCTaBJICHUE KOMHUCCUSMH JKCIIEPTOB 3aKJIFOUYEHUH T10 Pe3yIbTaTaM yYKa3aHHbBIX dKCIIEPTH3 U HAIIPABJICHUE
TaKUX 3aKJII0YECHUI B YIOJTHOMOUYEHHBIN (hefiepaibHblid OpraH MCHOIHUTEIBHON BIACTH OCYILECTBIISIOTCS
B CPOK, HE IPEBBIAIONIMNA CTa JIeCiATH pabouux JHEW CO JHS MOJYyYEHHUs 3KCIEPTHBIM YUpEKACHUEM
3aJjaHusl  YIIOJIHOMOYEHHOIO (heepalbHOTO OpraHa HCIIOJIHUTENBHOW BJIACTH C  JIOKYMEHTaMH,
YKa3aHHBIMM B 4acTu 3 cTaThy 17 HacTosmero @enepalbHOrO 3aKOHa.

Wndopmarius 06 H3MEHEHUSX:
Yacms 2 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro

2. B Teuenue TpuauaTH padbouyux JAHEH €O JHS IOJYyYEHUS PEIICHHS YHIOJHOMOYEHHOIO
(enepaabHOro opraHa UCHOJIHUTENBHOM BIACTU O NPOBEIEHUM YKa3aHHBIX B 4acTH | HACTOALIEH CTaTbu
DKCIIEPTU3 3asBUTEIb IPEICTABISAET B IKCIEPTHOE YUPEKICHUE IS IIPOBEICHHUS DKCIEPTU3Bl KauecTBa
JIEKapCTBEHHOT'O CpeJICTBa 00pa3lbl JIEKApCTBEHHOIO IIpernapara Jjs BETEPUHAPHOTO INPHUMEHEHUs,
IIPOU3BEIEHHOTO B COOTBETCTBUU C TPEOOBAHMSIMM TEXHOJOTMYECKUX PETJIaMEHTOB, YTBEPXKIACHHBIX
PYKOBOAMTENEM IIPOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB, a TaKK€ B COOTBETCTBYIOLIMX CIIydasx
TECT-IITaMMbl MUKPOOPTaHU3MOB, KYJIbTYPHI KJIETOK, 00pa3ubl (papMaIieBTUYeCKON CyOCTaHIINH, 00pa3Ibl
BEUIECTB, IPUMEHsSEMbIE Il KOHTPOJSA KadecTBa JIEKAPCTBEHHOIO CpPEACTBA, B KOJIMYECTBAX,
HEOOXOUMBIX JIJIs1 BOCIIPOU3BEACHUSI METO/I0B KOHTPOJIS KauecTBa.

3. Ilpu nmomyueHun oOpa3LOB JIEKAPCTBEHHOIO mpenapara M (apManeBTHUECKOW cyOCTaHLIMU
DKCIIEPTHOE YYPEKIACHUE BBIIACT 3asBUTENI0 JOKYMEHT, IOATBEP)KIAIOIIMNA ITOJY4EHHE YKAa3aHHBIX
00pa3loB, U B CPOK, HE IMPEBBIIAOIINN TpexX padouux JHEH, yBeJOMISIET B TUCBbMEHHON Gopme 00 3TOM
YIIOJIHOMOYEHHBIN (heiepaibHbI OPTraH HUCIOIHUTEIBHON BIACTH.

4. Cpok s TpeAcTaBlIEHUs 3asBUTENEM O0pa3lloB  JICKApCTBEHHOIO Ipernapara M
(dapMarieBTHYeCcKOi CyOCTaHIIMH U CPOK YBEJIOMIICHUS SKCIIEPTHBIM YUPEKACHUEM 00 STOM B MUCbMEHHOMN
(dopMe yIOJTHOMOUEHHOIO (elepaIbHOro OpraHa HCIOJHUTEIbHON BJIACTH, yYKa3aHHbIE B yacTix 2 U 3
HACTOALIEH CTaTbM, HE BKIIOYAIOTCS B CPOK IPOBENEHHS YKa3aHHBIX B 4YacTH | HacTosed cTaTbu
JKCIIEPTH3.

5. JIOKyMEHTBI, ITOCTYIHUBIINE B SKCIIEPTHOE YUPEKIACHUE I NMPOBEACHUS YKA3aHHBIX B dacTu |
HACTOSIILIEH CTaThU OHKCIEPTH3, TMOAJEKAT BO3BpPATy B YIOJHOMOUYEHHBIH denepaabHbIl OpraH
VCITOJIHUTEJIBHON BIIACTH OJTHOBPEMEHHO C 3aKJIFOUECHUSMHU 110 PE3YNIbTaTaM YKa3aHHBIX dKCIEPTH3.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 24 HaCTOAIICTO <Dez[epaﬂbHoro 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexaops 2014 2. N 429-D3 naumenosarue cmamovu 25 HACMOAUE2O
DedepanvbHo20o 3aKOHA U3NOANCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mekcm HAUMEHO8aHUs 8 npedbloyuel peoaKyuu
Cratps 25. [ToBTOpHOE NPOBE/IEHNUE IKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms 1 cmamvu 25 nacmosuezo
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovioyujel peoaKyuu
1. B cnydasx HemocTaTOYHONW OOOCHOBAaHHOCTH WM HEMOJHOTHI 3aKIIOYEHUS KOMHCCUHU
OKCTEPTOB, HAIWYUsI B HEM TMPOTHBOPEUMBHIX JAHHBIX, (adbCU(DUKAIUA BBIBOJOB JKCIIEPTHU3HI
JIEKapCTBEHHOTO CPEJICTBA, COKPBITHUSA OT YHNOJHOMOYEHHOTO (elepallbHOTO OpraHa HCHOIHUTEIBHON
BJIACTM OCHOBaHMM JJs1 OTBOJA OJKCHEpTa BCJIEACTBHE €ro 3aMHTEPECOBAHHOCTH B pe3yJibTaTax
COOTBETCTBYIOIIEH IKCIIEPTU3bI, HATMYHS JAHHBIX O MPSMOM JIN0O0 KOCBEHHOM BMEIIATENLCTBE B TIPOIECC
COOTBETCTBYIOIICH AKCIEPTU3BI JIWIl, HE yYaCTBYIOIIUX B €€ MPOBEJACHUHW, HO OKAa3aBIIUX BIUSHUE HA
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nmponecc u pe3yjlbTaTbl €€ IMPOBCACHHUA, YINOJIHOMOYCHHBIM (be;[epaanHM OopraHomM HCIIOJIHUTEILHOMN
BJIACTH HAa3HA4YaACTCsA IOBTOPHAA SKCIICPTHU3a JICKAPCTBEHHOT'O CPEACTBA U (I/IJ'II/I) OTHUYCCKaA SKCIICPTHU3A.

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaopsa 2014 2. N 429-@3 6 uacms 2 cmamvu 25 Hacmosuezo
DedepanvbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
2. TloBTOpHAsI PKCHEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA TMPOBOIMTCSA C YUYETOM PE3yJIbTaTOB paHee
MPOBEJICHHOW J3KCIEPTU3bl B CPOK, YCTAHOBJICHHBIN YIIOJHOMOYEHHBIM (eAepaTbHBIM OPraHOM
UCTIOJTHUTEIIHOW BJIACTH W HE MPEBBIMIAOIIANA TPUALATH Pab0o4nX JHEW CO JIHS TOIYYCHUS SKCIIEPTHHIM
YUpEXKICHUEM 3aJaHHsI HAa TPOBEICHUE MIOBTOPHOM IKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA.

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-@3 6 uacms 3 cmamvu 25 nacmosuezo
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu
3. ®uHaHCOBOE OOCCIICYCHUE BBINIOJHCHUS 3aJlaHUsl HA TPOBEIICHHE MOBTOPHOM AKCIICPTU3BI
JIEKapCTBEHHOTO CPEJICTBA HE OCYIIECTBIISETCS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 25 HaCTOAIICTO (DeﬂepaJIBHOFO 3aKOHa

CraTbs 26. YckopeHHas Mpolie1ypa IKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB

Undopmaris 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 13 wuions 20152, N 241-d3 6 uacmv 1 cmamvu 26 Hacmosue2o
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm uacmu 6 npedvloywell pedaxKyuu

1. YckopeHHas Tmpoleaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B IEISIX TOCYAapCTBEHHOU
pEeTHCTpaliy JICKAPCTBEHHBIX TPENapaToB TPHUMEHSETCS B OTHOIICHHHM OP(AHHBIX JIEKAapPCTBEHHBIX
MpenapaToB, MEPBHIX TPEX JIEKapCTBEHHBIX IMpemapaToB, peructpupyeMbix B Poccuiickoit denepanuu B
KaueCTBE BOCIPOW3BEICHHBIX JIGKAPCTBEHHBIX IPENApaToOB, OYEPEIHOCTh KOTOPBIX OIPEACTACTCS B
COOTBETCTBMM C HOMEPOM U JaTOW BXOJSIIUX 3asABJICHUA O TOCYJAapCTBEHHOH perucrpaiuu
JICKapCTBEHHBIX IPEMapaToB B paMKax OJHOTO MEXJTYHApOTHOTO HEMAaTEHTOBAHHOTO HAMMEHOBAHUS
JICKapCTBEHHOTO IMpernapaTa WM TPYINIUPOBOYHOIO HAWMEHOBAHUS JIEKApCTBEHHOTO IIpemapara, |
JICKapCTBEHHBIX MIperapaTos., MpeTHA3HAYCHHBIX UCKITIOYUTEITHLHO TUTST MIPUMEHCHUS
HECOBEPIIICHHOJIETHUMHU TpaXkJIaHaMHU.

Wndhopmarust 06 n3MEHEHUSX:

Deodepanvrvim 3axonom om 22 Oekabpa 2014 e. N 429-®@3 uwacme 2 cmamvu 26 Hacmosuje2o
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexem uacmu 8 npeovloyujeli peoaKyuu

2. VYckopeHHas IMpoleaypa 3KCHEpTU3bl JIEKAPCTBEHHBIX CPEJICTB B LEISIX TOCYAapCTBEHHOU
PETUCTPALIMU JIEKAPCTBEHHBIX IIPENAPATOB HE IPUMEHSETCS B OTHOIIECHUU:

1) 6uoananoroBbix (6MOMOI0OHBIX ) JIEKAPCTBEHHBIX MpernapaTtoB (OMoaHaIOToB);

2) pedepeHTHBIX JIEKapCTBEHHBIX IpenapaToB (3a HCKIIOYEHHEM Op(aHHBIX JIEKapPCTBEHHBIX
IpenapaToB);

3) BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX IpEnaparoB (3a HUCKIIOYEHMEM IEPBBIX Tpex
peructpupyeMbix B Poccuiickoit @eaepanuy B Ka4€CTBE BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPEMAPATOB
M JIGKApCTBEHHBIX  MpENaparoB,  NPEAHA3HAUYEHHBIX  HUCKIIOYMTEIBHO Ul NPUMEHEHHUS
HECOBEPIIIEHHOJIETHUMH I'paXkJ1aHaMu );

4) HOBBIX KOMOMHAIIMH 3apETUCTPUPOBAHHBIX paHee JEKapCTBEHHbBIX IPENapaToB;

5) JnexapCTBEHHBIX MpENnaparoB, 3aperUCTPUPOBAHHBIX paHEe, HO MPOM3BEIEHHBIX B JPYIHX
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JIEKapCTBEHHBIX (POpMax B COOTBETCTBUU C IE€peyHEM HAWUMEHOBAHUH JIEKAPCTBEHHBIX (JOPM M B HOBOM
JIO3UPOBKE.

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekaopa 2014 2. N 429-D3 uwacme 3 cmamovu 26 Hacmosujeco
DedepanbHo20o 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

3. YckopeHHas mpoleaypa SKCHEPTH3bl JICKAPCTBEHHBIX CPEICTB MPOBOJUTCS IO PEUICHUIO
COOTBETCTBYIOIIETO YIIOJHOMOUYEHHOTO (heepalbHOr0 OpraHa HMCIOJHUTEIBHON BIACTH Ha OCHOBAHUHU
3asBJICHUS 3asBUTEISI B CPOK, HE TPEBBIMIAOIINNA BOCBMHIECITH padounx naHei. [Ipu 3ToM skcnepTH3a
JIOKYMEHTOB, COJIEPKAIINXCS B PETUCTPALMOHHOM JOChE HA JIGKAPCTBEHHBIM Mperapar, MPOBOIUTCS B
CPOK, HE MPEBBIMIAIONINI IecsaTH paboumx IHEH, JKCIepTH3a KadecTBa JICKAPCTBEHHOTO CPEJICTBA U
OKCIIEPTH3a OTHOIIEHHUS OXHIaeMOH TMONb3bl K BO3MOXHOMY PHCKY TPHUMEHEHHUS JIEKApCTBEHHOTO
npernapara MpoBOIATCS B CPOK, HE MPEBBIIAIONINIA IECTUACCATH paObOUNX THEH.

Undopmaris 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 Oekabopsa 2014 2. N 429-D3 cmamuvsa 26 nacmosuweco Dedepanvroo
3akoHa donoanena yacmoio 3.1, cmynaroweti 6 cuny ¢ 1 urona 2015 2.

3.1. B ortHomeHun op¢aHHBIX JEKAPCTBEHHBIX MPENapaToB MOTYT OBITh MPEICTaBICHbI
pe3yNbTaThl JOKIMHUYCCKUX HCCIICOBAHUIA JICKAPCTBEHHBIX CPEICTB M KIMHUYECKHX WCCIEIOBaHUN
JIEKapCTBEHHBIX IMPEINapaToB I MEIUIIMHCKOTO MPUMEHEHUS, BBIMTOJIHEHHBIX 3a mpeaenamu Poccuiickoit
Odenepaniii B COOTBETCTBUM C MpaBWIaAMH HaJJIeKamedl 1abopaTOpHON TPAaKTHKH W TIPABHIAMU
HaJyIeKaIeld KIMHUYECKOW MTPAKTHUKH.

4. YckopeHHas TpoIeaypa SKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB IPOBOIUTCS B TOPSJKE,
yCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosimero denepajbHOrO 3aKOHA, U HE 03HAYAET CHUKEHUS
TpeGoBaHUH K 0€30MacHOCTH, KauecTBY M 3()()eKTUBHOCTH JIEKAPCTBEHHBIX MPETIapaTOB.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAaTbC 26 HaCTOAIICTO <Dez[epaﬂbHoro 3aKOHa

Cratbs 27. Pemenue o rocyapcTBEHHOM perucTpaliy JEKapCTBEHHOTO Ipemnapara

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrovim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmv 1 cmamou 27 Hacmosiueco
DedepanbH020 3aKOHA 8HeCeHbl U3MeHeHUs, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

1. B cpok, He MpeBBHIIAONINN AECATH pabOYuX JHEW CO JHS MOJYyUYEeHUs 3aKITFOYCHUN KOMUCCUU
JKCIIEPTOB MO PE3YIbTATAM JKCIEPTU3Bl KAUeCTBA JICKAPCTBEHHOTO CPEICTBA M IKCIIEPTU3bl OTHOLIEHUS
0’KUJAEMOM TMOJb3bl K BO3MOKHOMY PHCKY MPUMEHEHUS JIEKAPCTBEHHOTO MPENapara, COOTBETCTBYIOIIMIA
YIIOJTHOMOYEHHBIHN (eiepalibHbIi OpraH UCTIOTHUTEIbHOM BIACTH:

1) pa3merniaeT Ha cBOeM OPHUITHATHLHOM calTe B ceTH "MHTepHET" COOTBETCTBYIOIIHNE 3aKIIOUCHHS
KOMHMCCUH DJKCIIEPTOB M OCYIIECTBISAET HMX OLEHKY I OIPEIEIICHUS COOTBETCTBUS 3aJaHUI0 Ha
MPOBEJICHUE 3TUX IKCIIEPTHU3;

2) mpuHUMAET pEeUIeHHEe O TOCYJapCTBEHHOH PEeTHUCTpallid JIEKApCTBEHHOTO IMpemnapara uin o0
OTKa3€ B TOCYIapCTBEHHON PETHCTPALlU JIEKAPCTBEHHOIO NIpernapara;

3) BHOCUT NpU IPUHATUU PEUIEHUSI O TOCYAAPCTBEHHOM PErucTpaluy JeKapCTBEHHOTO Mpenapara
JAHHBIE O 3apETUCTPUPOBAHHOM JICKAPCTBEHHOM IIpemapare, B TOM 4Yuciae O (apMameBTHIECKOM
CyOCTaHIIMM, BXOMAIIEH B COCTaB JIGKQPCTBEHHOTO IIpemapaTa, B TOCYAapCTBEHHBIA peecTp
JIEKapCTBEHHBIX CPEACTB M BBIJAET 3aSBUTENII0 PETUCTPALIMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO
npemnapara, ¢opMa KOTOPOTO YTBEPKIAETCs YIOTHOMOYSHHBIM (peiepalbHbIM OpraHOM UCTIOTHUTEIHHOM
BJIACTH, COIJIACOBAHHBIE HOPMATHBHYIO JIOKYMEHTAIIMIO, HOPMATHUBHBINM JTOKYMEHT, WHCTPYKLHIO 10
MPUMEHEHUIO  JIEKaPCTBEHHOIO Ipemnapara W  MAaKEThl [EPBUYHOM  YINAKOBKM H  BTOPUYHOM
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(TOTpeOUTENbCKOM) YIMAaKOBKM C yKa3aHMEM Ha HHUX HOMEpa PETrUCTPAIlMOHHOTO YIO0CTOBEPECHHUS
JIEKapCTBEHHOTI'O MperapaTa U JIaThl €ro roCyAapCTBEHHOM perucTpalyy Ui B CIydae NPUHATHS PEeLICHUS
00 OTKa3e B rOCYJapCTBEHHON pErucTpanuu JIEKapCTBEHHOI'O Ipenapara YBEIOMISET B MUCbMEHHOU
dopme 3asBuTENsT 00 ATOM C yKa3aHWEM MPUYMH TAaKOro OTKa3a. 3a BbLAAUy PErUCTPALMOHHOTO
YIOCTOBEPEHUsI JICKAPCTBEHHOTO Ipernapara B3UMAeTCsl TOCYIapCTBEHHAs IMOLUIMHA B COOTBETCTBUU C
3aKoHo1aTeTLcTBOM Poccuiickoit deneparuu o Hajgorax u coopax.

Wndopmarius 06 H3MEHEHUSX:
Yacmo 2 usmenena c 15 uronsa 2018 2. - @edepanvhuiii 3akon om 4 utonsi 2018 2. N 140-D3

Cm. npeovloyuyio peoakyuro
2. OcHOBaHUEM AJI OTKa3a B IOCYJapCTBEHHOW PETUCTpalMM JIEKAPCTBEHHOrO Ipernapara Juls
MEIUIUHCKOrO IPUMEHEHHUS SBIISIETCS 3aKIF0UEHHE COOTBETCTBYIOILETO YIIOJHOMOUYEHHOIO (heiepaabHOro
OopraHa HCIIOJHUTEIBHONH BIIACTH O TOM, YTO KadecTBO W (W) 3(PPEKTHBHOCTb PETUCTPUPYEMOTO
JIEKapCTBEHHOT'0 IpenapaTa Jjsl MeIUIUHCKOr0 IPUMEHEHUS He MOATBEP)KICHbBI IOJYyYEHHBIMU JaHHBIMU
WIM 4TO PUCK IPUUMHEHUS BpeAa 3J0pPOBbI0 YEJIOBEKA BCIIEJCTBUE IPHEMA JIEKAPCTBEHHOrO Iperapara
JUIS MEIMIIUHCKOIO IPUMEHEHUS MpeBbIaeT 3PPEeKTUBHOCTb €ro IPUMEHEHUS.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-@3 uwacme 3 cmamwvu 27 nacmosuezo
DedepanvbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
3. TloBTOpHOE mpeAcTaBICHHWE B COOTBETCTBYIOIIMK YIIOJHOMOYEHHBIH (enepaibHblii OpraH
UCIIOTHUTENIHOM BJIAcTU JIEKAPCTBEHHOTO IIpermapaTa, B OTHOIICHHWHM KOTOPOTO TONy4eH OTKa3 B
roCy/IapCTBEHHOW pEerucTpalyy U KOTOPHIN BIIOCIEACTBUM IOJBEPrcs WU3MEHEHHIO B YacTHU €ro COCTaBa,
paccMaTpuBaeTCsl KakK MpeICTaBiIeHHE HOBOIO JIEKAPCTBEHHOTO IMperapara Ha €ro rocyAapCTBEHHYIO
perucTpanuo He3aBUCUMO OT COXPAaHEHUS €ro MEPBUYHOIO0 HAUMEHOBAHMSL.

Wuopmarus 06 H3MEHEHHSIX:

Cmamuws 27 oonoanena uacmoto 4 ¢ 15 uwons 2018 . - @eoepanvruiii 3axkon om 4 uons 2018 2. N
140-D3
4. Tlpu mpeAoCTaBICHUH 3asBUTEJIEM B COCTaBE PETUCTPAIMOHHOTO JIOChE Ha JIEKApPCTBEHHBIN
mpenapar A BETEpPUHAPHOTO MPUMEHEHMsI KOMHUU PEIICHUs YIIOJTHOMOYEHHOTO (eAepanibHOro opraHa
WCITOJTHUTEIIbHON BJIACTU O NMPOBEJACHUN WHCIIEKTUPOBAHUS ITPOU3BOIUTEINS JICKAPCTBEHHBIX CPEJICTB CPOK
NPUHATUSA PEUIEHUsI O TOCYIAPCTBEHHOW PErucTpaldM JIEKApCTBEHHOrO Mpenapara Jyisi BETEpUHAPHOTO
MPUMEHEHHUS MPUOCTAHABIMBACTCSA CO JHS TOJIYYCHHUS 3aKIIOYEHUH, yKa3aHHBIX B YacTh | HacTOsIIEH
CTaThH, IO THS MPUHATHUS YIIOJTHOMOUYEHHBIM (pe/iepalbHbIM OPTaHOM MCTIOHUTEIHHON BIACTH PEIICHUS O
BbIJIaue WJIM 00 OTKa3e B BBIJAYE 3aKIFOYCHUSI O COOTBETCTBHH MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM MPaBUIT HAJUIekKAIIed MPOU3BOJCTBEHHON MPAKTUKH, HO HE OoJiee YeM Ha CTO BOCEMbJIECST
pabouux gHEH.

Wndopmarys 06 M3MEHEHHSX:

Cmamws 27 dononnena yacmoio 5 ¢ 15 utona 2018 o. - @edepanvruiii 3akon om 4 utons 2018 e. N
140-D3
5. OcHOBaHuEM JUIsl OTKa3a B TOCYJAapCTBEHHOM pEruCTpalMM JIEKApCTBEHHOTO Ipernapara s
BETEPUHAPHOTO TPUMEHEHHS SBISIETCS 3aKIIOYEHHE YIOJIHOMOYEHHOTO (eAepanbHOro opraHa
WCIIOJTHUTEIIbHOW BJAaCTH O TOM, 9YTO KadectBO # (W) d3PGEKTUBHOCTh PETHCTPUPYEMOTO
JIEKapCTBEHHOIO MpernapaTa AJisi BETEpUHAPHOTO IPUMEHEHHS HE TIOITBEPKACHBI MOTYyYEHHBIMU JaHHBIMU
WJIM YTO PUCK MPUYUHEHUS Bpeja 3J0POBBIO KUBOTHOTO BCIIEJICTBUE IIPHEMa JIEKapCTBEHHOTO IIpernapara
JUTSL BETEPUHAPHOTO MTPUMEHEHUS MPeBbIaeT 3P HEeKTUBHOCTh €r0 MPUMEHEHHS, 0TKa3 YIIOJTHOMOUYEHHOTO
dbeneparTbHOTO OpraHa MCHOJHUTEILHON BJIACTU B BbIAU€ 3aKJIIOYCHHSI O COOTBETCTBHH MPOU3BOIAUTEIS
JICKapPCTBEHHBIX CPEICTB TPEOOBAHMSIM ITPABIII HAJJICKAIICH MPON3BOACTBEHHON MPAKTUKU JUIS KaXIOH
MIPOU3BOJICTBEHHON TUIOMIAKA PETUCTPUPYEMOTO JIEKapCTBEHHOTO TMpernapaTra i BETEPUHAPHOTO
MPUMEHEHHUA B cllydae, €Clid IPOU3BOJICTBO JIEKAPCTBEHHOTO Mpenapara ik BET€pUHAPHOTO TPUMEHEHUS
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oCylIecTBIsIeTCs 3a npeaenamu Poccuiickon denepannu, Uiy OTCYTCTBUE TAKOT'O 3aKJIFOUCHMUS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 27 HaCTOSIIETO (DeﬂepaﬂbHOFO 3aKOHa

Wndopmarus 06 H3MEHEHHSX:
Cmamows 27.1 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3akon om 27 oekabps 2019 2. N 475-D3

Cm. npeovloyuyio peoakyuro
TAPAHT:

YnonmHOMOYeHHBIN (eiepalIbHbIN OpraH HCIOTHUTEIbHOU BiIacTu 10 1 suBaps 2021 roga ompenensier
B3alMO3aMEHSEMOCTh JIEKAPCTBEHHBIX IPENapaToB Ui MEIUIMHCKOTO IPUMEHEHHUS, KOTOpPbIe
3apETUCTPUPOBAHBI JI0 AHS BCTYIUICHUS B cuiny DenepanbHOro 3akoHa oT 27 aexadpst 2019 r. N 475-D3
U B3aMMO3aMEHSAEMOCTb KOTOPBIX paHee HE Oblia OIpe/eIeHa, B MOPSJIKE, YCTAaHOBICHHOM HAaCTOSLIEH
CTaThei, 32 UCKIIOUYEHUEM JIEKAPCTBEHHBIX MPENapaToB, yKa3aHHBIX B 4acTu 4 ctatbu 3 DenepanbHOroO
3akoHa ot 27 nekadbpst 2019 r. N 475-D3

Crarbs  27.1. B3aumo3amMeHSeMOCTh JIGKAPCTBEHHBIX IpernaparoB Al  MEIULHUHCKOTO

IPUMEHEHUS

1. Bzaumo3zaMeHSEeMOCTh JIEKaPCTBEHHBIX IMpemapaToB i MEAMIMHCKOTO MPUMEHEHUs
OTIpeNIeNIAeTCSl YIOTHOMOUYEHHBIM (elepaIbHbBIM OpPraHOM HCIIOJHUTEIFHON BJIACTH, OCYIIECTBIISIFOIIAM
rOCY/IapCTBEHHYIO PETUCTPALIUIO JIEKAPCTBEHHBIX MPEMapaToB AJsl MEIUIIMHCKOTO MIPUMEHEHHs, B paMKax
OJIHOTO MEXJIYHApOJIHOTO HENATEHTOBAHHOT'O (MJIM XMMHUYECKOI'0, WJIM TPYIIIMPOBOYHOI0) HAUMEHOBAHHUS
HA OCHOBE 3aKJIIOYCHHS KOMHCCHHM DSKCIEPTOB OJKCIEPTHOTO YUPEXKIEHUS O B3aHMMO3aMEHSIEMOCTH
JIEKApCTBEHHOTO Tperapara Ui MeIUIIUHCKOTO PUMEHEHUS TM00 O TOM, YTO JISKapCTBEHHBIN IMpernapar
JUIST  MEIUIIMHCKOTO TMPUMEHEHHS He SBISETCS B3auMo3aMeHseMbIM. [lopsiioxk  ompeneneHus
B3aMMO3aMEHSEMOCTH JIEKApPCTBEHHBIX IMPEMapaToB Uil MEIUIMHCKOrO TpUMEHEeHuss u  (dopma
3aKJIFOYEHNS] KOMHMCCHH JKCIIEPTOB DKCIEPTHOIO YUPEXKIEHHUS O B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX
IpenapaToB Uil MEIUIIMHCKOrO MPUMEHEHMs] JUO0 O TOM, 4TO JIEKapCTBEHHBIM Ipenapar Jyis
MEAMIMHCKOTO MPUMEHEHHS HE SBJISETCS B3aUMO3aMEHSIEMBIM, ycTaHaBiauBaroTcs lIpaBurenscTBOM
Poccuiickoit @enepanuu.

2. Komuccus 3KCHepTOB 3KCIEPTHOTO YUPEXKIEHHUS AAET 3aKJIIOUEHUE O B3aHMO3aMEHSEMOCTH
JIEKapCTBEHHOTI'0 Mpernapara s MEIUIUHCKOrO MPUMEHEHHS TMOO O TOM, YTO JIEKApCTBEHHBIN Ipenapar
JUISL MEJULIMHCKOTO IIPUMEHEHMS HE ABIIETCS B3AaMMO3aMEHSEMbIM, HA OCHOBAaHUU CIIEIYIOIUX KPUTEPUEB
(XapaKTepUCTHUK):

1) oSKBUBaJIEHTHOCTh (A7 OMOAHANOroBBIX (OMONMOJOOHBIX) JIEKAPCTBEHHBIX IpenapaToB
(OnoaHanmoroB) - COMOCTaBUMOCTb) KAUYECTBEHHBIX M KOJMUYECTBEHHBIX XapaKTEPUCTUK (papMalleBTUYECKUX
CyOCTaHIIMIl MM COMOCTaBUMOCTh AHTUI'€HHOT'O COCTaBa BAaKIMH. VIcronb30BaHHME DPAa3IUYHBIX COJEH,
3(UpoB, KOMILJIEKCOB, U30MEPOB, KPUCTANIMYECKUX (POPM M JPYrHMX MPOU3BOJHBIX OJHOTO M TOTO XKe
JNEHCTBYIOIIETO BEIECTBA HE SIBISIETCA TPENATCTBUEM JUIsl  ONPEAEIEHUS B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX  IpErapaTroB, €CcId TIpU  TPOBEIEHUU  HCCIEIOBaHUS  OMODKBHUBAJIEHTHOCTU
JIEKapCTBEHHOI'O Tpenapara WIM HCCIEJOBAHMs TEPAEBTHUECKON OSKBHUBAJIEHTHOCTH JIEKApPCTBEHHOI'O
mpenaparta J1I0Ka3aHO OTCYTCTBHE KJIMHMUYECKM 3HAUMMBIX pa3iuuyvii (apMakKOKMHETUKH U (UJIH)
3¢ (eKTUBHOCTH U O€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara sl MEAUIIMHCKOTO TPUMEHEHHS;

2) 5KBUBAJIEHTHOCTbH JIEKapCTBEHHOU (opMbl. [lo 3KBUBaNEHTHBIMU JIEKAPCTBEHHBIMU (hopMaMu
MOHUMAIOTCSI pa3Hble JIEKapCTBEHHBbIE (OPMBI, MMEIOIIME OJUHAKOBBIE CIOCOO BBEJIEHHMS U CIIOCOO
NpPUMEHEHHUs, O00JaJaliue  COMOCTaBUMBIMM  (apMaKOKHMHETUYECKUMHU  XapaKTepUCTUKaMU U
(apMaKoIOTHUYECKUM JEHCTBHEM U 00ECTIEUMBAIONINE TAKXKE JTOCTHIKEHHUE HEOOXOJMMOI0 KIMHUYECKOTO
s¢dexra. Paznuuus nexkapcTBEHHBIX (GOpPM HE ABISAIOTCA MPENATCTBUEM Ul OINpeAeTeHHs
B3alMO3AMEHAEMOCTH  JIEKAPCTBEHHBIX  IIPEMapaToB, €CIM IpPU  IPOBEAEHUM  UCCIIECIOBAHMUS
OMOSKBUBAJIEHTHOCTH  JIEKAPCTBEHHOI'O  Mpenapara WM HUCCIEJOBaHMS  TEpareBTUYECKOU
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIperapara J10Ka3aHO OTCYTCTBHE KJIMHHMUYECKU 3HAYUMBIX DPA3INYUI
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dapmakokuHeTukn W (MaM) 3(G(GEKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOI'O IMperapara s
MEJAMIMHCKOTO IPUMEHEHUS,

3) 9KBUBAJICHTHOCTHh WJIM COIIOCTABUMOCTh COCTaBa BCIIOMOTATENBHBIX BEIIECTB JIEKAPCTBEHHOTO
mpernapara Ais8  MEAMIMHCKOrO NpuMeHeHHWs. Pa3nuuusg cocTaBa BCIOMOraTelbHBIX — BEIIECTB
JICKapCTBEHHOTO Tpernapara He SBISIOTCS NPEMSATCTBUEM ISl OINpEACNICHUS B3aUMO3aMEHSEMOCTH
JICKapCTBEHHBIX  IPEnapaTtoB, €CId IpU  TNPOBEACHUU  HCCIEAOBaHUS  OMOIKBHUBAJICHTHOCTHU
JICKapCTBEHHOTO TIperapara WIH HUCCIICOBAHHS TEPANEBTHUECKON SKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO
mpenapara JI0Ka3aHO OTCYTCTBHE KJIMHMYECKM 3HAUMMBIX pasiuuuii  (QapMakOKUHETHKH U (HIK)
3¢ (HEeKTUBHOCTH U 0E30MaCHOCTH JICKAPCTBEHHOTO TMperapara s MEAUIMHCKOro mnpumMeHeHus. [lpu
HaJIMYHH KIMHAYECKU 3HAYMMBIX pa3anduil papMakoKWHETUKH U (W) 3()PEeKTUBHOCTH U O€30MaCHOCTH
JICKapCTBEHHOTO Tperapara JUisi MEIUIMHCKOTO TPUMEHEHHUs B3aMMO3aMEHSIEMOCTh OIMPEACIeTCsS C
yKa3aHHWEM Ha HCKJIIOUYEHUE OTJENbHbBIX IPYIII MMallUeHTOB;

4) UOEHTUYHOCTH CITOCO0a BBEACHUS U CIIOCO0A TPUMECHCHHS,

5) COOTBETCTBHE MPOM3BOAUTENS JIGKAPCTBEHHOTO CPEACTBA TPeOOBAHUSM IPAaBHI HaJJexKallen
MIPOU3BOJICTBEHHON TTPAKTHKH.

3. OmpegneneHue B3aUMO3aMEHSIEMOCTH BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MpernapaToB MAJis
MEJIUIIMHCKOTO TMPUMEHEHUd, yKa3aHHbIX B 4dactu |0 cratem 18 Hacrosmero ®denepanbHOro 3aKOHA,
ocyliecTBIsieTcs: 6€3 HE0OXOAUMOCTH JI0Ka3aTeIbCTBA UX OMOIKBUBAIEHTHOCTH.

4. OcoOeHHOCTH OIpeneieHHUs] B3aMMO3AMEHAEMOCTH  OMOJIOTMYECKUX  JIEKAPCTBEHHBIX
IpernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (CoAepKalluXx KOMOWHAIUIO ABYX U Oojee
NEHCTBYIOIUX  BEMIECTB), JIGKAPCTBEHHBIX  IPErNapaTtoB  JUIs  TAPEHTEPaTbHOTO  MUTAHWUS U
HEJ03UPOBAHHBIX  JIEKAPCTBEHHBIX —MpenaparoB ycraHaBiuBaroTcsi I[IpaBurensctBoMm  Poccuiickoit
®denepauuu.

5. OmpexneneHue B3aMMO3aMEHSIEMOCTH HE OCYLIECTBISETCS B OTHOUICHHH JIEKapCTBEHHBIX
PaCTUTENBHBIX TIPEIapaToB, TOMEONMATHICCKUX JICKAPCTBCHHBIX MTPETIapaTOB.

6. @opMupoBaHUE NEPEYHS B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX MPENapaToB JJIsl MEIULUHCKOTO
MPUMEHEHHUS OCYIIECTBISICTCS SKCIEPTHBIM YUIPEKJICHUEM ITOCPEICTBOM OOBEIMHEHUS JIEKAPCTBEHHBIX
mpernapaToB B OTAENbHBIE TPYMIbBI, B KaXAOH M3 KOTOPHIX JIEKAPCTBEHHBIE TMperaparhl SBISIOTCS
B3aMMO3aMCHSCMBIMH.

7. B cnydae BKJIIOYEHHMS] B HHCTPYKIHIO TIO METUIIMHCKOMY MPUMEHEHUIO IE€KapCTBEHHOIO
mpernapara Ha OCHOBAHHH PE3yJIbTaTOB COOTBETCTBYIOIIMX WCCIICIOBAHHMM MMOKA3aHUW JIJIsi MPUMEHCHUS,
KOTOpBIE OTIUYAIOTCS OT MOKA3aHUW 7Sl MPUMEHEHHS IPYTHX JIEKAPCTBEHHBIX MPENapaTtoB U3 TPYIIIBI
B3aMMO3aMCHSEMBIX JICKAPCTBCHHBIX TIPENapaToB, B TIEPEYHE B3aMMO3aMCHSICMBIX JIEKAPCTBEHHBIX
MpenapaToB ISk MEUITTHCKOTO MPUMEHEHHSI TOJKHA ObITh YKa3aHa COOTBETCTBYIOIIAs HH(OPMAIIHS.

8. IlepeueHsr B3aMMO3aMEHSEMBIX JICKQPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO TPUMEHEHUS
pa3MeriaeTcs yMmoJIHOMOYEHHBIM (efepalbHbIM OPraHOM HCIOIHUTENBHON BIACTH, OCYIIECTBISIONIUM
TOCY/IapCTBEHHYIO PETUCTPAIUIO JIGKAPCTBEHHBIX MIPEMapaToB JIIs MEAUIIMHCKOTO MIPUMEHEHUS, Ha CBOEM
odurmansaom caiite B cetd "MutepHer". MHbopMalus B mepedHe B3aMO3aMEHSEMBIX JIEKapCTBEHHBIX
npernapaToB JUIsl MEIUITUHCKOTO TPUMEHEHHUS OOHOBIIICTCS YyKa3aHHBIM (pelepaibHbIM  OpPraHOM
UCTIOTHUTENIbHON BIACTH C YYETOM HOBBIX 3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENaparoB IS
MEMIIMHCKOTO MMPUMEHCHHSI 1 BHECEHHBIX U3MEHEHUH B JOKYMEHTBI, COJICPIKANTUECS B PETUCTPAIMOHHBIX
JIOChE Ha 3apPETUCTPUPOBAHHBIE JIGKAPCTBEHHBIC MTPeTapaTsl A1 MEAUIIMHCKOTO TPUMEHEHHUS.

9. IMops/10Kk UCTIOIB30BAaHUS HH(POPMAIIK O B3aMMO3aMEHSAEMBIX JICKAPCTBEHHBIX MperapaTax JJis
MEIWIIMHCKOTO TPUMEHEHHs] M TOPSIOK Jayd pPa3bsICHEHWH MO BOMPOCAM B3aMMO3aMEHSEMOCTH
JICKApPCTBEHHBIX TIpPermapaToB IS MEAWIIMHCKOTO TPHUMEHEHHS YCTaHABIUBAIOTCSA [IpaBHTEIHCTBOM
Poccuiickoit @enepanuu.

TAPAHT:

Cwm. kommeHTapu K ctathe 27.1 Hacrosero deaepanbHOro 3aKkoHa
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Cpok perucTpaiuu JEeKapCTBEHHOrO Ipemnapara, ucrekaromuii B nepuon ¢ 15 mapra 2020 r. mo 31
nexadps 2020 r., mposyieH Ha 12 mecsies

Cratbs 28. PeructpanrioHHOe yJIOCTOBEPEHHE JIEKAPCTBEHHOTO MperapaTa

1. PerucrtpannoHHoe yj0CTOBEpEHNE JIEKAPCTBEHHOI'O IperapaTa ¢ yKa3aHHEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBIIACTCS OECCPOYHO, 32 UCKIIOYCHHEM PETHCTPAIMOHHOTO YJIOCTOBEPCHHUS
JIEKapCTBEHHOI'O IIperapaTa, BblJ1aBaeMOro CO CPOKOM JIEHCTBHUS ATh JIET, HA BIIEPBbIE PETUCTPUPYEMBIE B
Poccniickoit denepanuu JIeKapCTBEHHBIE IPENIAPATHI.

2. Tlo ucTedyeHMH yKa3aHHOTO B uacTu | HAcTOSIEW CTAaThU CpPOKa BBIJAETCS OeccpouHoe
PETUCTPALIMOHHOE YJIOCTOBEPEHHUE JIEKAPCTBEHHOI'O Mpenapara NpU YCIOBUM IOATBEPKIAEHUS €r0
roCyJapCTBEHHOM perucTparuu.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamusa 28 nacmoswezo Dedepanvrozo
3aKoHa donoanena yacmoio 3, ecmynatoweil 6 cuny ¢ 1 urons 2015 2.

3. B ciiyuae BHeceHus B coOTBETCTBUM coO crarhsiMu 30 u 31 HacTosmero denepanbHOro 3aKoHa
U3MEHEHUN B COJEpXKallMeCs B PErMCTPALIMOHHOM JIOChE€ HA 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapaTr JOKYMEHTBI, 3aTParvBaloOIIUX CBEACHUS, OTPAKEHHbIE B PErHMCTPAIMOHHOM YJIOCTOBEPEHHH
JIEKApCTBEHHOI'O TIpernapara, yrnoJIHOMOYEHHBIN (eaepaabHblii OpraH UCHOJHUTEIBHON BJIACTH BBIAACT
HOBOE PETUCTPALIMOHHOE YAOCTOBEpEHHUE JIEKAPCTBEHHOIO MperapaTa, cojaepikallee BHECEHHBbIE B HETO
W3MEHEHUSI.

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamuvsa 28 nacmosuwezco Dedepanvroco
3aKoHa oononnena wacmoio 4, scmynaroweii 6 cuny ¢ 1 uons 2015 a.

4. B ciywae yTpaThl WU TOBPEKICHUS PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapata 1O 3asABJICHHIO B IHCBMEHHOH ¢dopMe JaepkaTelis WM BIAAENblla PEruCTPALMOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO Mperapara Wik yIOJIHOMOUYEHHOTO UMHU JAPYTOro IOPUINYECKOTO JIMIA O
BbIlaye JyOIMKaTa pPervucTPAlMOHHOTO YJOCTOBEPEHHs JIEKapCTBEHHOIO MperapaTa YHIOJIHOMOYEHHBIN
(denepanbHbIN OpraH WCHOJHUTENBHON BIACTU B CPOK, HE MPEBBIIAIOIINN JECITH pabodYuX JHEH co IHA
MOCTYIJICHUSI 3asiBICHHUSA, BbIIaeT AyONMKAT pPErucTPAIMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO
mpenapara. 3a Bbady JIyOJuMKaTa PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOIO Iperapara
B3UMAETCsl TOCYIAPCTBEHHAs MOUUIMHA B COOTBETCTBUU C 3aKOHOaTelbecTBOM Poccuiickoit @enepannu o
Hajorax u coOopax.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAaTbC 28 HaCTOAIICTO <Dez[epaﬂbHoro 3aKOHa

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 29 nacmosueco Dedepaivroco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 aueaps 2017 e.

Cm. mexem cmamwvu 8 npedvloyujeri peoaKyuu
TAPAHT:

Cpok perucrpanuy JIEKapCTBEHHOIO npenapara, ucrekatoumii B nepuos ¢ 15.03.2020 mo 31.12.2020,
npo/jieH Ha 12 MecsieB
Cratbs 29. [TonrsepkaeHue rocy1apCTBEHHOW PErMCTPALMK JIEKAPCTBEHHOTO Mperapara
1. TloaTBEepxkAEHNE TOCYAAPCTBEHHOW PErvCTpalvy JIEKAPCTBEHHOIO Mpenapara OCYLIECTBIISETCS
npu BblJaue OecCPOYHOr0 PErucTPalMOHHOTO YJIOCTOBEPEHMS JIEKApCTBEHHOTO IpernapaTra B ciydae,
YKa3aHHOM B uacTu 2 cTarbu 28 Hactodwmero denepanpHOro 3akoHa, B CPOK, HE IPEBBILAIOIINN
HIeCTUAECATH padouux JHEH cO JHS TMOJIyYE€HHUs COOTBETCTBYIOLIUMM YIOJHOMOYEHHBIM (eepalbHbIM
OpraHOM HCIOJHUTENIBHOM BJIACTU 3asBJIEHUS O TOATBEPKICHUM TOCYAAPCTBEHHOW pETUCTpalUU
JeKapCTBEHHOro mpemnapara. He ocyiiecTBisieTcsi MOATBEPXkAECHHWE TOCYJapCTBEHHOM perucrpanuud B
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OTHONICHHUHU JICKaPCTBEHHOTO Tperapara, He HaXoAuBIIerocs B obpamiennu B Poccuiickoit denepannu B
TEUeHHE Tpex U Ooyee JeT, a TaKkKe B OTHOIICHUU JIEKAPCTBEHHOTO CPEJCTBA, MPOU3BEACHHOIO C
HapyleHHeM TpeOOBaHUs, YCTAHOBICHHOTO 4acThio 3.7 crateu 71 HacTosmero denepanbHOro 3aKoHa.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 2 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aeeycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
2. 3asBJICHHE O TOJTBEPXKICHUU TOCYIApPCTBEHHON PErHCTpalliy JISKAPCTBEHHOTO Tpernapara s
MEIWIIMHCKOTO TPUMEHEHUSI MPEICTaBISETCS B COOTBETCTBYIOIIMM YIIOJTHOMOYCHHBIN (eaepabHbIiI
OpraH UCIIOJIHUTEIILHOW BJIACTH HE paHEee YeM 3a CTO BOCEMBJECAT JHEH J0 UCTCUCHHUsS CPOKa JCHCTBUS
PETHCTPAIIIOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara ik MEAUIIMHCKOTO TPUMEHECHHS.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 29 oonoanena uacmoio 2.1 ¢ 13 aseycma 2019 e. - @edepanvhwiii 3akon om 2 aseycma 2019 e.
N 297-@3
2.1. 3asBieHue 0 MOATBEPKICHUN FOCYAAPCTBEHHON PErUCTPAIMK JIGKAPCTBEHHOTO MpernapaTa Jis
BETEPUHAPHOTO TMPUMEHEHHsI TMPEACTABISAETCS B COOTBETCTBYIOLIUHN YIOJTHOMOUYEHHBIH (enepanbHblii
OpraH WCIIOJTHUTEILHON BJIACTU HE PAHEE YeM 3a CTO BOCEMBJECAT THEH 0 UCTEUYCHHS CpOKa JCHCTBUA
PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpernapara i BETEPUHAPHOTO MPUMEHEHUS U He
M037IHEE OKOHYAHUS CPOKA €r0 JIeHCTBUS.
3. [loaTBepxkaeHNE TOCYAAPCTBEHHONW PErHCTpaliy JIKAPCTBEHHOTO Mpernapara OCyIIeCTBIIAETCS
M0 pe3ysibTaTaM 3KCIEPTU3bl OTHOIICHHUS O0XHJIaeMOW TIOJb3bl K BO3MOXKHOMY PHCKY TPUMEHEHUS
JICKapCTBEHHOT'O IpernapaTa Ha OCHOBAaHUU PE3YJIbTaTOB MOHUTOPHUHTA 3(P(EKTUBHOCTH U 0E30MaCHOCTH
JEKapCTBEHHOI'O Ipenapara, MPOBOJMMOIO JIepKAaTeleM WM  BIAJEIbLEM PErUCTPALUOHHOIO
yIOCTOBEPEHUS JIEKAPCTBEHHOT'O Mpenapara J100 YIOIHOMOYEHHBIM UMHU IOPUINYECKUM JIUILIOM, a TaKKe
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (peiepalibHbIM OPTraHOM HCITOJIHUTEIIBHON BJIACTH B COOTBETCTBHH
¢ TpeboBaHuAMHU cTaThu 64 HacTosero denepalbHOro 3aKOHa.

Wndhopmarust 06 n3MEHEHUSX:
Yacmob 4 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

4. K 3asBleHHUIO O MOATBEPkJACHUU TOCYJApPCTBEHHOW PETUCTpAllMU JIEKAPCTBEHHOTO MperapaTa
JUTSL MEJTUITUHCKOTO TIPUMEHCHHSI IPUITATaroTCS:

1) JOKyMEHTHI, cojaep)Kallue pe3yabTaTbl MOHHTOpPUHTa J(PGEKTUBHOCTH U 0€30MacHOCTH
JICKapCTBEHHOTO TMpemnapara JUisli MEAWIIMHCKOTO TIPUMEHEHHs, IPOBEICHHOTO JepKarelieM WU
BJIQJICTIBIIEM PETUCTPAIMOHHOTO YAOCTOBEPEHUS JICKApCTBEHHOTO Tpemapara His MEIUIIMHCKOTO
NPUMEHCHUS JIMOO YIOJHOMOYCHHBIM WM FOPHIUYECKHUM JIHIOM, 10 (Gopme, YTBEPKIACHHON
YIIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM MCIIOHUTEILHON BIACTH;

Wndhopmarrist 06 n3MEHEHUSX:
Ilynkm 2 uzmenen c 1 saunsapsa 2021 a. - @edepanvhuiii 3axon om 27 dexaops 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio

2) cBeJCHHS O JaTe MPEIOCTaBICHUS M PETHCTPAIIMOHHOM HOMEpPE JIMIICH3UM Ha MPOU3BOJICTBO
JICKapPCTBEHHBIX CPEJICTB UM CBEICHUS O JIaTe IPEIOCTABICHUS U PETUCTPAIIMOHHOM HOMEpE 3aKITIOUCHHS
O COOTBETCTBHH IIPOM3BOJMTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM TIPABHUJ  HaJIeXkaren
MPOU3BOJCTBEHHOW  TPAKTUKH, TMPEIOCTaBIEHHBIX  YIOJHOMOYEHHBIM  (pelepallbHbIM  OpraHOM
UCTIOJTHUTEIIEHOM BJIACTH B OTHOIICHHWH MPOW3BOJCTBCHHOMW TUIOIIAIKH JICKAPCTBEHHOTO TperapaTa Jyis
MEIMIIMHCKOTO MPUMEHEHUS, TOCYJapCTBEHHAsI PETUCTPAIHsl KOTOPOro MOATBEPkKAAETCSA B cliydae, eCiu
MPOM3BOJICTBO JICKAPCTBEHHOI'O Iperapara Uil MEAWIIMHCKOTO TMPUMEHEHHS OCYIIECTBISICTCS B
Poccuiickoit denepanuu;

Wudopmanust 06 U3MEHEHUSX:

Ilynxkm 3 usmenen c 1 sneaps 2021 2. - @edepanvuwiii 3axkon om 27 dexabps 2019 2. N 478-D3
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CMm. npedvloywyro pedaKyuio

3) xonus NpPeAOCTABICHHON YIOJHOMOYEHHBIM OPIaHOM CTpaHbl MPOU3BOAUTENS JUIEH3UM Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpernapara A MEAMIMHCKOrO NMPUMEHEHUS U €€ MEpPEeBOJ Ha PYCCKHM
A3bIK, 3aBEPEHHbIE B YCTAaHOBJICHHOM IIOpsIKE, a TaKKe KONMs 3aKIIYEHUS O COOTBETCTBHU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TIPaBWII  HAAJEKAIIEH MPOU3BOJACTBEHHOM
IPAaKTUKH, BBIJAHHOTO YIIOJHOMOUYEHHBIM (e1epabHbIM OPraHOM HCHOJHUTENbHOM BJIACTH B OTHOIIEHUU
IIPOM3BOJCTBEHHONW IUIOMIAJKM JIEKAPCTBEHHOI'O IIpernapara JUisli MEIULIUHCKOIO IPHUMEHEHUS,
roCyJapCTBEHHAs pPErucTpanus KOTOPOIro IOATBEPXKAAETCS, WIM KOMMS DPELIEHUs YIOJHOMOYEHHOIO
¢denepaabHOrO OpraHa MCIOJHUTEIFHOW BIACTH O TMPOBEJCHUM WHCIEKTUPOBAHUS TPOU3BOJUTEISA
JIEKapCTBEHHBIX CPEJICTB B Ciydae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOIrO Mpernapara JUlsi MeIULMHCKOIO
IIPUMEHEHHUs OCYILECTBIIsAeTCs 3a npenenamu Poccutickoit denepanun.

Wndopmarus 06 H3MEHEHHSX:

Cmamus 29 dononnena wacmoio 4.1 ¢ 15 uronsn 2018 2. - @edepanvuuiii 3akon om 4 uonsa 2018 e. N
140-D3
4.1. B oTHOUIEHNH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPEMApaTOB I MEIUIIUHCKOTO MPUMEHEHHS
3asiBUTENIb JIOMOJIHUTEIBHO TMPEACTABISET PE3YNbTaThl MEPONPUSATHI, NPEITyCMOTPEHHBIX IUIAHOM
VIIPaBICHUS PHUCKAMH, YTBEPXKJICHHBIM YIIOJHOMOYCHHBIM (heJepaabHbIM OPTaHOM HCIOJHUTEIBHON
BJIACTU TMPU OCYIIECTBICHUU TOCYJapCTBEHHOW pErucTpaluy JIEKApCTBEHHOrO Mpenapara Jyis
MEIUIIMHCKOTO IIPUMEHECHHS.

Wudopmarus 06 H3MEHEHHSX:
Yacmo 4.2 usmenena c 13 aseycma 2019 e. - Dedepanvhuiii 3axon om 2 aseycma 2019 . N 297-D3

Cm. npedvloywyro pedaKyuio

4.2. K 3asBIEHHUIO O TOATBEPKICHUH FOCYIapCTBEHHONW PETUCTpAllMU JIEKAPCTBEHHOIO MperapaTa
JUIST BETEPUHAPHOTO MPUMEHEHHS TPUJIAraloTCsl JIOKYMEHTBI, COJIEpXaIue pe3yiabTaThl MOHUTOPWHTA
¢ dexTuBHOCTH H OE30MACHOCTH JICKAPCTBEHHOIO TMpernapara [Ais BETePUHAPHOTO MpPUMEHEHUs,
MPOBOJIUMOTO JIEp>KaTejeM WA BIAACIBIEM PETHUCTPAIMOHHOTO YIOCTOBEPEHUsSI JIEKAPCTBEHHOTO
mpenapaTta Al BETEPUHAPHOTO MPUMEHEHHsS JHOO YIOTHOMOYEHHBIM UM IOPUIUYECKHM JIHIIOM, MO
dbopme, YTBEPKIEHHON YIOJHOMOUYECHHBIM (eJepalbHBIM OPraHOM HCHOJIHUTEIBHON BIIACTH, W
JTOKYMEHTHI, YKa3aHHbIe B myHKTax |, 2 - 2.2, moamynkrax "a", "0", "k", "n" nynkrta 4 wactu 3 ctateu 17
HacTosuero denepanbHOro 3akoHa. B OTHOIIEHNH MMMYHOOMOJIOTMYECKHUX JIEKaPCTBEHHBIX MPENapaToB
JUIsl BETEPUHAPHOTO NPUMEHEHUSI HE MPEJCTABISAIOTCS CBEJEHUS, YKa3aHHbIE B MonyHkTe "K' myHkTa 4
yactu 3 ctateu |7 HacTosmero denepaabHOro 3aKOHA. B OTHOIIEHHMM JEKapCTBEHHBIX MPENapaToB IS
BETEPUHAPHOTO TPHUMEHEHHUS, TMOJYyYEHHBIX C MPUMEHEHHEM TeHHO-HUHKEHEPHO-MOIUPHUIIUPOBAHHBIX
OpPTaHU3MOB WJIH COJACPIKAIIUX TAKUE OPTaHU3MBI, JIOTIOJTHUTEIILHO TIPEICTABIISIOTCS CBEJICHNUS, YKa3aHHBIC
B niyHkre 13 wactu 3 crareu 17 HacTosero denepanbHOro 3akoHa.

Wndhopmarrist 06 n3MEHEHUSX:
Yacmw 4.3 usmenena c 1 aunsapsa 2021 a. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio

4.3. 3asgBuTens BIpaBe MPEACTABUTH C 3asBICHUEM O TMOATBEPKIACHUH TOCYAapCTBEHHOM
peTHCTpaliK  JICKQpCTBEHHOTO  Ipermapara  KONHWIO  JIOKYMEHTa,  IMOATBEPXKIAMOIICTO  YIUIATy
TOCY/IapCTBEHHOW TIONUIMHBI 33 TIOATBEPXKICHHE TOCYIapPCTBEHHOW PETHCTpallH JIEKapCTBEHHOTO
mperapara, a TakKe BbIlaBaeMble (IIPEJIOCTABISIEMbBIE) YIIOJIHOMOYCHHBIMU (elepadbHbIMA OpraHaMH
WCTIOTHUTENIbHOM BJIACTH IOKYMEHTHI (CBEJIEHUs), YKa3aHHbBIE B ITYHKTAaX 2 U 3 4acTh 4 HACTOAIIEH CTAaThU.
B cmydae wx HempeJCTaBIICHUS YIIOJHOMOYCHHBIN (elepalbHBI OpraH WCIIOJTHUTEILHOW BIIACTH
3ampaniuBaeT yKa3aHHBIE JOKYMEHTHI (CBEIIEHHUS) B MOPSAIKE MEKBEIOMCTBEHHOTO HH(POPMAIMOHHOTO
B3aUMOJICHUCTBUSL.

5. B Tteuenme pecatu pabouymx [HEH CO [JHS TPHHITHS 3asABICHHUS O TMOATBEPKIACHUU
TOCY/IapCTBEHHOW PETUCTPAIUU JIEKAPCTBEHHOTO Tperapara W JIOKYMEHTOB, COJICPXKAIUX Pe3yJbTaThl
MOHHTOpHHTA () (HEKTUBHOCTU U 0E30MaCHOCTH JIEKAPCTBEHHOTO IMpemnapara, MPOBOAMMOrO JepiKareiaeM
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WIN BJIAJIENIbLIEM PErHCTPAMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO IpenapaTa Ju00 ynoJIHOMOYEHHBIM
UMH IOPUINYECKUM JIMLIOM, YITOJTHOMOUYEHHBIN (e/iepaibHblil OpraH UCIOIHUTEIbHOMN BIACTH:

1) mpoBOAMT HPOBEPKY IMOJHOTHI CBEICHUM, COAEPKALIUXCS B IPEACTABICHHBIX 3asBUTEIEM
JOKYMEHTax;

2) npUHUMAaeT peUIeHHe O MPOBEACHUU MM 00 OTKa3e B MPOBEACHUHU SKCIEPTU3BI OTHOLICHUS
OKMJAEMON TOJb3bl K BO3MOKHOMY PHUCKY IPUMEHEHMS JICKapCTBEHHOI'O IIpenapara Ha OCHOBaHWUM
pe3yabTaTOB MOHUTOPHHTA 3(PPEKTUBHOCTH M 0€30IMaCHOCTH JIEKAPCTBEHHOTO Mpernapara, MpoBOJIUMOTO
JiepKaTeleM WIM BIIAJENbLEM PErUCTPAllMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOro IIpernapara Jndo
YIOJIHOMOYEHHBIM UMHU FOPUIMYECKUM JIMIIOM, a TaKke (eliepalbHbIM OPTraHOM HCIIOJIHUTEFHON BIACTH
B COOTBETCTBHHM C TpEOOBaHUAMHU cTaThy 64 HacTodAuero denepaabHOro 3aKOHa;

3) yBenoMisieT B DJIGKTPOHHOW (opMe WM MUCBMEHHOW (opMe 3asBUTENSI U OIKCIEPTHOE
yUpEXKAECHUE O IMPHUHATOM pEUIeHHH JMOO0 B Cilyyae INPHUHATUSA pelIeHus 00 OTKa3e B INPOBEJCHUU
AKCIIEPTU3BI yKa3bIBAE€T IPUUHUHBI TAKOTO OTKA3a.

6. B cinyyae BBIABICHMS HEJOCTOBEPHOCTHM M (MJIM) HEJOCTAaTOYHOCTH HH(OpManu,
coJepKalieiics B TMPEICTABICHHBIX 3asBUTENEM IOKYMEHTaX, YIOJHOMOYEHHBINH (eaepalbHblii OpraH
UCIIOJIHUTENILHOW BJIACTH HAIPABJISET 3asBUTEIIO 3alIpOC 00 YTOUHEHUH YKa3aHHOW MH(popMalmu. 3arpoc
YIIOJHOMOYEHHOTO  (peiepaJIbHOr0  OpraHa  MCIIOJHMTEIbHOW BJacTU MOXET OBbITh  IepenaH
YIIOJTHOMOYEHHOMY INPEACTABUTENIO 3asBUTENS JMYHO IOJ PACIUCKY, HAIpPaBlEH IO IIOYTE 3aKa3HbIM
NUCHbMOM WJIM TIEpEe/iaH B AJIEKTPOHHOH (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajlaM CBsi3U. B ciydae
HalpaBJIEHUs 3arpoca YIMOJHOMOYEHHOro (elepalbHOr0 OpraHa HCHOJIHMTENbHOM BJIAcTU IO IOYTE
3aKa3HbIM IHCbMOM OH CUMTAETCSl IOJIYYEHHBIM [0 HCTEYEHHM IIECTH JTHEH ¢ JaTbl HalpaBJiCHUS
3aKa3HOI'O MHUCbMA.

7. 3asBUTENb 0053aH IMPEICTABUTH OTBET HA 3alpOC YIMOJHOMOUYEHHOTO (eaepansbHOro opraHa
UCIIOJIHUTENILHOW BJIACTH B CPOK, HE MPEBBILAIOUIMNA JIeBIHOCTA PabOUYMX JTHEH CO JHS ero Mmojy4eHHs.
Cpok, yka3zaHHBIA B 4acTH 5 HACTOSIIEW CTaThu, IPUOCTAHABIMBAETCSA CO JHS HAIPABIICHUS 3asBUTEIIIO
3arpoca yIMoJIHOMOYEHHOro (elepalbHOr0 OpraHa HCIOJHUTENIBHOW BIIACTH A0 [JHS MOJYYEHUS HM
COOTBETCTBYIOILIETO OTBETA U HE YUUTHIBACTCS IPU UCUMCIEHUH CPOKA MOJITBEPKJIEHUSI FOCY1apCTBEHHOM
PETUCTPALIMU JIEKAPCTBEHHOT'O IIpenapara.

8. OcHoBaHMEM [UIsl OTKa3a B NPOBEJCHUM D3KCIEPTU3bl OTHOIICHUS OXHJIaeMOM MOJb3bl K
BO3MO)KHOMY PHUCKY IPHMEHEHHs JIEKApCTBEHHOI'O IIpernapara SBISETCS NPEICTaBICHHE JOKYMEHTOB,
CoJIepKallliX pe3yabTaTbl MOHUTOPUHTA 3(PPEKTUBHOCTU U OE30M1aCHOCTHU JIEKApCTBEHHOTO Mpenapara, u
(M) B OTHOUIEHWH OWOJIOTMYECKUX JIEKApCTBEHHBIX IpEnapaToB pe3ylbTaTOB OCYIIECTBICHUS
MEPONPUITHIA B COOTBETCTBUU C IUIAHOM YIPABICHUS PHUCKaMH, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIOJHUTENIBHOW BIACTU HPU OCYLIECTBICHMM T'OCYJApCTBEHHON pErucTpaluu
JIEKapCTBEHHOI'0 Ipemnapara, B HEMOJHOM O0BbeMe, OTCYTCTBHE MH(OpMalWy, MOATBEpXkAaromen (axt
YILIaThl TOCYJAapCTBEHHOM NMOLUIMHBI 32 MOATBEPKACHUE IOCYAAPCTBEHHOW PErMCTpaliy JIEKapCTBEHHOTO
npemnapara, 1100 HelpeICTaBICHUE 3asBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETa HA YKa3aHHBIA B 4acTH 6
HACTOSIIEH CTaThU 3alpOC YIMOJHOMOUYEHHOIO (he/iepalbHOro opraHa MCIOJHUTEIbHON BIACTH, a TaKKe
OTCYTCTBHE B YKa3aHHBIX JOKyMEHTaX UH(pOpMaIMK, KOTOpas J0JKHA ObITh B HUX OTpaXKeHa.

9. Okcmepru3a OTHOLIEHMS OKHMJAEMOW TIOJIB3bI K BO3MOXXHOMY PHCKY HPHUMEHEHUs
JIEKapCTBEHHOI'0 Tpernapara B LENsAX MOATBEPKIECHUS TOCYAApCTBEHHOM pPErucTpanu JeKapCTBEHHOI'O
npenapara MpOBOAUTCS KOMHUCCHEH SKCIIEPTOB AKCIEPTHOTO YUPEXKIECHHUS B CPOK, HE IPEBBILIAOIIMN
COpOKa pabouyux JTHEH.

10. B cinyyae HEOCTaTOYHOCTH NPEACTABIEHHBIX KCIEPTY MATEPUAOB Ul Jaud 3aKJIFOYECHHUS
JKCIIEpPT oOpamaercs K pyKOBOAUTEIIO SKCIEPTHOTO YUPEXKICHUS O MPEIOCTaBICHUN eMy HEOOXOIMMBIX
MaTepHajgoB. PyKoBOIUTENb SKCHEPTHOIO YUYPEKICHHS OOpaIIaeTcsi ¢ COOTBETCTBYIOIMM 3allpocoM B
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH MCHOJHUTENbHOM BJAacTH, BBLAABIIMN 3a/laHWE Ha MPOBEACHUE
9KCIIEPTU3bl OTHOIIEHUS OXHUAAEMOH IOJIb3bl K BO3MOXXHOMY PHCKY IPHMEHEHHs JIEKApCTBEHHOTO
npernapata Ha OCHOBAHMHU JIOKYMEHTa, COJAEpIKAILEro pe3yibTaTbl MOHUTOPHHra 3(QeKTUBHOCTH H
0€30I1aCHOCTH JIEKapCTBEHHOTO npenapara. B Teuenue msatu pabounx AHEH co AHS MOCTYIUICHHUS 3ampoca
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PYKOBOJIUTENSI SKCIEPTHOTO YUPEKICHUS YKa3aHHbIM (efepabHbli OpraH MCIOJHUTEIBHON BIACTH
HalpaBisgeT 3asABUTENI0 3alpOC O IPEJICTABICHUHM HEOOXOIUMBIX MaTepHalioB, KOTOPHI MOET ObITh
IIEpEeNaH YIOJIHOMOYEHHOMY IIPEICTABUTENIO 3asiBUTENSA JUYHO I10J PACIUCKY, HAIPABIEH IO I0YTE
3aKa3HbIM IIMCbMOM WM NI€peJaH B JIEKTPOHHON (popMe 10 TeIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3H. B
cllydae HaIpaBJICHUS 3alpoca YHOJIHOMOYEHHOTO (heaepaabHOro OpraHa HCIOJHHUTEIBHOM BIACTH IO
II0YTE 3aKAa3HBIM ITMCBMOM OH CUMTAETCS MOJYYEHHBIM IO MCTCUEHUU IIECTU JAHEW ¢ JaThl HAIpPaBICHUS
3aKa3HOT'O IMUChMA.

11. 3asBurens 00s3aH MPEICTaBUTh OTBET HA 3alpOC YINOJIHOMOYEHHOro (helepalbHOro opraHa
MCIIOJTHUTENIBHOM BJAacTH B CPOK, HE IPEBBILIAIOIIMM IIECTUAECCATH padO4YMX JHEH CO JHS IOJIY4EHHUS
yKa3aHHOT'O 3aIpoca. YIOJHOMOYEHHbIM (elepanbHblii OpraH MCIOJHUTEIbHON BIIACTH, BbIIABLIMNA
3a/laHue Ha [IPOBEJCHUE KCIEPTU3bl OTHOIIEHUS OXKHUAAEMOM IOJIb3bl K BO3SMOXKHOMY PUCKY IPUMEHEHUS
JICKapCTBEHHOI'O IIpernapaTa Ha OCHOBAaHUM JOKYMEHTa, COJEpJKallero pe3yiabTaTbl MOHMTOPHHIA
3 PEeKTUBHOCTH M 0€30MacCHOCTH JIEKAPCTBEHHOT'O IpernapaTa, B TEUCHHE MATH pabouux JHEH CO THS
HOCTYIUIEHUS OT 3asiBUTENSI OTBETA Ha 3alIpoC YIIOJIHOMOYEHHOTO (peiepanbHOro opraHa UCIoJIHUTEIbHON
BJIACTH HAIPABJIIET 3TOT OTBET B JKCIIEPTHOE ydpexkAcHHE. B ciydae HenmpeacTaBieHMs 10 HCTEYEHUU
HIECTUIECATH pabouuX JHEH 3asBUTEJIEM OTBETa Ha YKa3aHHBIM 3alpoC YIOJIHOMOYEHHBIH (eaepanbHbIit
OpraH MCIIOJIHUTEIbHON BJIACTH, BHIJABIINN 3a/1aHUE HA IIPOBEIEHUE SKCIEPTU3bl OTHOLIEHUS 0XKH1aeMOU
I0JIb3bl K BO3MOXXHOMY PHCKY IPHMEHEHHs JIEKAPCTBEHHOI'O IIpernapara Ha OCHOBAaHUM [JOKYMEHTA,
COZIEPIKAILETO Pe3yIbTaThl MOHUTOPUHTA 3(PEKTUBHOCTH U 0€30MaCHOCTHU JIEKAPCTBEHHOTO MpernapaTta, B
TEYeHUEe IATH pabouyux JHEH HaNpaBisieT B SKCHEPTHOE YUPEXIEHUE YBEJIOMIIEHHWE O HENpPEeJCTaBICHUU
3asBUTEIIEM OTBETA Ha 3aIIPOC YKa3aHHOro opraHa. BpeMs co IHA HampaBJIEHUs 3alpoca SKCIEPTHOIO
YUPEXKAECHUS B YIOJHOMOYEHHBIH (hefiepalibHblii OpraH WCHOJIHMUTENBHOM BJIACTH OO JHS MOJTYy4EHUS
JKCIIEPTHBIM YUPEKICHUEM OTBETA HA 3aIIPOC WM YBEJOMIICHHSI O HENIPEACTaBICHUU OTBETA Ha 3alpoC HE
YUUTBHIBACTCS INPU HCYHMCIECHUU CPOKAa IPOBEACHUS DKCIIEPTU3bl OTHOLIECHUS OKUIAEMOW IIOJIB3Bl K
BO3MOKHOMY PHUCKY IIPUMEHEHHMsI JIEKAPCTBEHHOI'O IIpernapara Ha OCHOBAHUU JIOKYMEHTA, COLEPIKAILEro
pe3yibTaThl MOHUTOPHUHTA 3()(HEKTUBHOCTU M O€30M1aCHOCTH JICKApCTBEHHOT'O Mpenapara.

12. B cpok, He IPEBBIMIAOIMINNA JeCITH pabouMX JHEN CO JHS MOJIyYEHHUS 3aKJIIOUEHUS KOMHCCUU
JKCIIEPTOB MO pE3yJIbTaTaM JKCIEPTU3bl OTHOIIEHUS O0XHMIAeMOM IOJb3bl K BO3MOXKHOMY PHCKY
IPUMEHEHHUs JIEKAPCTBEHHOI'O IMpernapara, COOTBETCTBYIOIIMN YIOJIHOMOYEHHBIH (enepalbHblil opran
VICIIOJIHUTENIBHOM BJIACTH:

1) ocymiecTBiIseT OLEHKY 3TOrO 3aKIKYEHUsS AJIS ONpPEJCNICHUs] €r0 COOTBETCTBUS 3aJaHHIO HA
IIPOBEJCHUE YKa3aHHON DKCIIEPTU3BI;

2) NpUHUMAET pEelIeHHE O MOJATBEP)KJIECHUU TOCYIapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOIO
npenapara uin 00 0TKa3e B HOATBEPXKIEHUH rOCy1apCTBEHHON PEerucTpalluy JIEKapCTBEHHOT' O Mpenapara;

3) BHOCUT TMpU TNPUHATUU PELIEHUS O TMOATBEPKACHUU TOCYIAaPCTBEHHONW pETUCTpaluu
JIEKapCTBEHHOI'0 IIpernapara CBEJEHHUS B TOCYJAapPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB U BBIJACT
3asBUTENIO0 OECCPOYHOE PETHCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO MIpenapara.

Wndopmarys 06 W3MEHEHHSAX:
Yacmo 13 usmenena c 15 uonsa 2018 2. - @edepanvhuiii 3axon om 4 utons 2018 2. N 140-D3

CMm. npedvioyuyro pedaKyuio
13. OcHoBaHMeM AJi OTKa3a B MOATBEPKJAECHUU TOCYJApPCTBEHHON perucTpanuu JeKapCTBEHHOTO
mpenapara SIBISETCS 3aKJIIOYEHHE COOTBETCTBYIOUIETO YIIOJIHOMOYEHHOIO (elepalbHOro OpraHa
WCIIOJIHUTENIbHOM BJIACTU O TOM, YTO PUCK MPUUYMHEHHUS BpeAa 3J0pOBbI0 YEJIOBEKa WM >KMBOTHOTO
BCJIEZICTBHE TIPHiEMa JICKAPCTBEHHOTO IIpernapara mpeBbIaet 3QpPeKTUBHOCTh €T0 MPUMEHECHHS.
14. B mnepuon mnpoBeAeHHS MPOLEAYpbl MOATBEPKIECHUS TOCYIapCTBEHHOM pPErucTpauu
JIEKapCTBEHHOTO Mpemnaparta ero oopamienue B Poccuiickoit deaepannn He MPUOCTAHABIMBACTCSI.

Wndopmarys 06 M3MEHEHHSAX:
Yacmy 15 usmenena c 13 aseycma 2019 2. - Dedepanvuuiii 3akon om 2 aszycma 2019 2. N 297-D3

Cm. npedvioywyio pedakyuro
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15. HMomyckaercst oOpallieHHe JIEKapCTBEHHBIX IIPErapaToB 10 HCTEYEHUS CpPOKa TOIHOCTH,
IPOU3BEICHHBIX B TEUYEHHME CTa BOCBMHJECATH KAJCHJAPHBIX JHEW T1ocie JarTbhl MPUHSATHS
YIIOJIHOMOYEHHBIM ~ (peIepajIbHBIM OpPraHOM HCIOJHUTEIBHOW BJIACTH PEUICHUS O TOATBEPKICHUU
rOCy/IapCTBEHHOW pErucTpaluy, B COOTBETCTBHM C HH(OpMAIMEH, coaepiKaleics B JOKYMEHTax
PEruCTpaliOHHOrO J10ChE Ha JIEKApCTBEHHBIH Mpenapar A0 AAThl IPUHATUS TAKOTO PELICHUS.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 29 HacTOSIIETO CDez[epaanoro 3aKOHa

Crarba 30. Buecenne U3MeHEHUM B JIOKYMEHTBI, COACPKAIIMECS B PETUCTPALIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar st MEAUIIUHCKOTO MPUMEHEHUS

Wndopmarus 06 H3MEHEHHSIX:
Yacmo 1 usmenena c 15 urons 2018 2. - @edepanvhuiii 3axon om 4 utons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio

1. B memsix BHeCEHUS M3MEHEHHWI B JIOKYMEHTBI, COJEPIKAIIUECS B PETHCTPAIIMIOHHOM JIOChE Ha
3aperUCTPUPOBAHHBIN JICKAPCTBCHHBIM TpenapaTr Ui MEIUIIMHCKOTO TMPUMEHEHUS, ACp)KaTellb WU
BJIAJIENICl] PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO TpenapaTa WIA YHOJHOMOYEHHOE WM
JPyroe PHINYECKOE JIUIO (Jajiee B HACTOSIICH CTaThe - 3asiBUTENb) MPEACTABISICT B YIIOJTHOMOYCHHBIH
denepanbHBI OpraH HCIIOJIHUTEIBHON BJIACTH 3asBJICHHEC O BHECCHMHM TaKMX HW3MEHEHUH 1o (opme,
YCTAHOBJICHHOHN YIOJHOMOUYEHHBIM (eiepalibHbIM OPraHOM HCIIOJIHUTEIILHOW BJIACTH, U MPHJIAraeMble K
HEMYy M3MCHEHUS B YKa3aHHBIE JOKYMEHTBI, a Tak)Ke IOKYMEHTHI, MOJATBEP)KIAIONINE HEOOXO0IUMOCTh
BHECCHUS TAKMX U3MCHECHUH.

Undopmarust 06 n3MEHEHUX:
Yacmo 1.1 usmenena c 1 aunsapsa 2021 a. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio

1.1. Ilpu HEOOXOAUMOCTH BHECEHUSI B JOKYMEHTBI, COJIEPKAIINECS B PETUCTPAIIMIOHHOM JIOChE HA
3apEeTUCTPUPOBAHHBIA JIGKAPCTBEHHBIM IMIpemapar s MEIUIMHCKOTO TPUMEHEHMs, HW3MEHEHU,
YKa3aHHBIX B IYHKTE 3 4YacTu 2 HACTOAIIEH CTAaThU U TPEOYIOIMMX MPOBEACHUS SKCIEPTHU3BI KayecTBa
JICKAPCTBEHHBIX CPEJCTB, 3asBUTENb JOMOIHUTEIHHO MPEACTABISET B YIMOIHOMOYEHHBIN (eaepanbHblil
OpraH UCIOJTHUTEIBLHON BJIACTH CBEICHUS O JIaT€ MPEIOCTABICHUS U PETUCTPALMOHHOM HOMEPE JINLIEH3UHU
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB WM CBEJICHUS O JaT€ MPEJOCTABJICHHUS U PETUCTPALMOHHOM
HOMEpPE 3aKJIIOUYECHHUS] O COOTBETCTBUU IPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPEeOOBAHUSAM TMPABHII
Ha/JIeXKalleld TMPOU3BOJICTBEHHOW TMPAKTHKH, BBIJAHHBIX (MPEIOCTABIECHHBIX)  YIMOJIHOMOYEHHBIM
dbenepalbHBIM OPTaHOM HCIOJIHUTENIBHON BJIACTU B OTHOIICHHMH W3MEHEHHOM W (WJIM) JOTOTHEHHOU
MPOU3BOJCTBEHHON IUIOIIAAKK JIEKAPCTBEHHOIO IMpemapara, B clydyae, €clid IPOU3BOJACTBO
JIEKapCTBEHHOTO TIperapara ocymectBisercss B Poccuiickont ®eneparuu, aub0 CBEICHHS O Jare
MPEAOCTAaBIEHNUS M PETUCTPAIMOHHOM HOMEpPE BBIAHHOW YHNOJHOMOYEHHBIM OPIaHOM CTpaHbI
MPOU3BOAUTENS JIMIIEH3UHU HA MPOU3BOACTBO JICKAPCTBEHHOTO IpenapaTa v €€ MepeBo/l Ha PYCCKUM S3BIK,
3aBEpPEHHBIE B YCTAHOBJIICHHOM TOPSJIKE, a TAKXKE CBEACHUS O JaTe MPEJOCTABICHUS U PETUCTPALIUOHHOM
HOMEpPE 3aKJIIOYECHHS O COOTBETCTBUU IPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM TIPABHUII
Ha/JIeXKAIIeld MPOM3BOACTBEHHON MPAKTUKH, BBIJIAHHOTO YIIOJHOMOYEHHBIM (erepalbHbIM OpraHOM
WCIIOJTHUTEIIbHOW BJIACTU B OTHOIIEHWHW W3MEHEHHOW W (Wu) JOMOJHEHHOW TIPOW3BOJICTBECHHOM
IUIOIIAJIKA JIEKAPCTBEHHOTO IMpenapara, WIM CBEACHUS O JaTe MPEAOCTaBICHUS M PErUCTPALMOHHOM
HOMEpE pEeILIEeHUsl YNOJIHOMOYEHHOIo (heepaJbHOr0 OpraHa MCIOJHUTEIBHOW BIIACTH O MPOBEACHUU
WHCIIEKTUPOBAHMS  MPOU3BOAMUTENST  JICKAPCTBEHHBIX CPEACTB B  Cllydae, €CIM POU3BOACTBO
JIEKapCTBEHHOT0 IIpenapaTa OCyIIeCTBIsAETCs 3a npenenamMmu Pocculickoit denepanuu.

Wndopmarys 06 M3MEHEHHSAX:
Yacmy 1.2 usmenena c 1 sneapa 2021 2. - @edepanvuviii 3axon om 27 oexabpa 2019 2. N 478-D3
Cm. npedvioywyio pedaxyuro
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1.2. Ilpu HEOOXOMMOCTH BHECEHHUSI B JOKYMEHTHI, COJCpKAIMEeCs B PErHCTPALlMOHHOM J0ChE Ha
3aperUCTPUPOBAHHBIM  JIEKApCTBEHHbIM Mpemapar [uid MEAMLUMHCKOTO IPUMEHEHHs, W3MEHEHMH,
YKa3aHHBIX B IYHKT€ 4 4yacTu 2 HACTOSILEH CTaTbU M TPEOYIOIIMX IMPOBEIEHUS AKCIEPTU3bI KauecTBa
JIEKapCTBEHHBIX CPEJCTB, 3asBUTENb JIONOJHHUTEIbHO MPEACTABISIET B YIOJIHOMOYEHHBIH (heaepanbHbli
opra”n HCITOJTHUTEILHOM BIACTH CBCACHUA O AaTC NPCAOCTABJIICHUA U PETUCTPAIMOHHOM HOMCPC JIMICH3UU
Ha IPOM3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB MJIM CBEJEHHs O JaTe MPEJOCTABIEHHS U PETUCTPALlMOHHOM
HOMCPC 3aKIIIOYCHHA O COOTBCTCTBUU IMPOU3BOAMTCIIA JICKAPCTBCHHBIX CPCIACTB Tp€6OBaHI/ISIM ImpaBuJjI
HaJJIeKalled IPOM3BOJICTBEHHON IMPAKTUKH, BBIAAHHBIX (IPEAOCTABICHHBIX)  YIOJHOMOYEHHBIM
q)ellepa.HBHBIM OpraHomMm HWCIIOTHUTEIBHOM BJIAacTH B OTHOIICHUH HpOH3BOI[CTB€HHOﬁ IIomajiakKu
JIEKapCTBEHHOT 0 IIpernapara, B ciydae, €Clid IPOU3BOJCTBO JIEKAPCTBEHHOIO IIpenapaTa OCyIIeCTBISIETCS B
Poccuiickoit denepannu, 1100 CBEEHUS O AaT€ IIPEIOCTABICHUS U PETUCTPALIMIOHHOM HOMEpPE BbIJaHHOMN
YIOJIHOMOYEHHBIM OpPraHOM CTPaHbl IPOU3BOAMTENS JIMIIEH3MHM Ha IPOU3BOACTBO JIEKAPCTBEHHOI'O
Ipernapara u €€ NepeBoji Ha PYCCKUMN S3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOPSIKE, a TAKXKE CBEACHUS O
JlaTe NPEJOCTaBIEHUS M PETUCTPALlMOHHOM HOMEpE 3aKII0UYEHUS O COOTBETCTBUHM IPOU3BOAMTEINS
JICKAPCTBCHHBIX CPCIACTB Tpe6OBaHI/I$IM ImpaBuJI Haﬂnemameﬁ HpOI/I3BOI[CTBCHHOI>'I IMPAKTHUKH, BBIJAHHOI'O
YIOJIHOMOYEHHBIM (hefiepalIbHbIM OPraHOM HCIOJHHUTEIbHON BJIACTH B OTHOIIEHUM MPOU3BOJCTBEHHOU
IUIOLIA/IKK JIEKAPCTBEHHOT'O Ipernapara, WIM CBEIEHUS O JaTe€ NPEJOCTaBICHHUS U PETUCTPALMOHHOM
HOMEpE pelIeHHUs] YHNOJHOMOUYEHHOro (heAepalbHOrO OpraHa HCHOJHUTENbHON BIIACTH O IPOBEACHUU
UHCIIEKTUPOBAaHUS IPOU3BOAMTENS JIEKApCTBEHHOIO CpEACTBA B  Clydae, €CId IPOU3BOJCTBO
JIEKapCTBEHHOT 0 Mperapara ocylecTBiseTcs 3a npeaenamu Poccuiickoit denepanuu.

Undopmarist 06 n3MEHEHUX:

Cmamuwsa 30 donoanena wacmoto 1.3 ¢ 15 urona 2018 2. - @edepanvhuiii 3akon om 4 uonsa 2018 2. N
140-@3
1.3. IlpuHsATHE pelIeHHS O BHECCHMM M3MEHCHHMH WM 00 OTKa3e BO BHECEHHM W3MCHEHHI B
JIOKYMEHTBI, COJACpIKAIIUECs B PETUCTPAMOHHOM JIOChE HA 3apeTHCTPUPOBAHHBINA JIEKAPCTBECHHBIN
npemnapar i MEAUIMHCKOTO MPUMEHEHHS, B Clydyae He0OXOIUMOCTH TIPOBEACHUSI HKCIIEPTU3BI KaueCcTBa
JICKAPCTBEHHBIX CPEACTB W (WJIM) SKCIIEPTU3bI OTHOIICHUS OXHIaeMOU TOJB3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHHUS JIEKQpCTBEHHOTO IMpernapaTta Uil MEIUIIMHCKOTO MPUMEHEHHS OCYIIECTBISIETCS B CPOK, HE
MIPEBBINIAOIINIA JEBSIHOCTA paboYMX JHEH, a B OCTAIBHBIX CIIydasx B CPOK, HE TIPEBBIIIAOIIANA TPUIIATH
pabounx THEH cO AHS TMPUHATUS YMOIHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIIOJHUTENBHON BIACTH
3asIBJICHUS O BHCCCHUU TaKUX H3MCHCHHM.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 30 donoanena wacmoio 1.4 ¢ 1 mapma 2020 e. - Dedepanvhviii 3axon om 27 dexabps 2019 e. N
475-D3
1.4. YnonHoMoueHHBIH (enepanbHblii OpraH HCHOJHUTENIBHON BJIACTH C YYETOM pe3yJbTaToOB
(dapMakoHag30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOMSIIUXCA B TPAKAAHCKOM
000pOTe, YCTAaHOBJEHHBIM TPEOOBAHMUSM K MX KAdeCTBY B TEUEHHUE JECATH pabouyux JHEH co JHA
MOCTYIUIEHUSI COOTBETCTBYIOIIEH HH(pOpMAIMM pa3MellaeT Ha CBOeM O(UIMAIBHOM CalTe B CETH
"UuTepHer" cBeleHUs O HEOOXOAWMOCTH BHECEHHS B HHCTPYKLHIO MO MEIWLHUHCKOMY MPUMEHEHHIO
JIEKapCTBEHHOI'O Ipenapara W3MEHEHMH B OTHOLIEHMM CBEACHMM O TMOKAa3aHUAX I NPUMEHEHMS U
MPOTUBOMNOKA3aHUAX JJIsi IPUMEHEHHUsI JIEKApCTBEHHOTO Iperapara, BBISIBIECHHBIX MOOOYHBIX JEHCTBUSX,
HE)KENNATeNbHBIX PEeaKkIMAX MpHU NPUMEHEHUH JIEKapCTBEHHOrO Ipermapara M yBeAOMIIIeT 00 3TOM B
AJIEKTPOHHOU (hopMe WM MHUChbMEHHOW (opMe (Ha OyMaKHOM HOCHTENE) JEprKaTeis WIIM BIajeiblia
PETUCTPALIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOIO IIpernapaTta (WIM YIOJIHOMOYEHHOE WM JApYroe
IOPUAMYECKOE JIMILO), a TakXKe JepKaTeleil WM BIAJeNblieB PEruCTPAllMOHHBIX YIO0CTOBEPEHHM
JIEKapCTBEHHBIX MPenapaToB (WK YIOJTHOMOUYEHHBIX UMH JIPYTUX IOPUIMUYECKUX JIMIL), KOTOPBIE SIBISIOTCS
B3aMMO3aMEHSEMbIMH.

Wndopmarys 06 M3MEHEHHSAX:

Cmamowsa 30 donoanena uacmoio 1.5 ¢ 1 mapma 2020 2. - @edepanvhsiii 3akon om 27 oexkabps 2019 2. N
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475-D3

1.5. [dep>xaTenp WK BIaJeiel] PErUCTPAlMOHHOTO yIOCTOBEPEHHMsI JIEKApCTBEHHOIO Mpemnapara, a
TaKKe JIep KaTelld WIW BIIAJENbIbl PErUCTPALIMOHHBIX YOCTOBEPEHUN JIEKAPCTBEHHBIX MpenapaTroB (MiIu
YIIOJTHOMOYEHHbIE UMHU APYTUE IOPUIUYECKUE JUIa), KOTOPbIE SBJSIOTCS B3aUMO3aMEHSIEMBIMU, 00S3aHbI
MPEJICTAaBUTh B YIIOJTHOMOYCHHBIN (peiepalibHbIil OpraH MCIOJHUTEIBHON BIACTH 3asBJICHHS O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJEpKallhecs B PETUCTPALMOHHBIX JOChE€ Ha 3aperucCTPUPOBAHHBIC
JIEKapCTBEHHbIC TIpenaparbl I MEIUIMHCKOTO MPUMEHEHHUs, B OTHOIICHUHM CBEJCHHM, YKa3aHHBIX B
MHCTPYKIUHU 10 MEAUIIMHCKOMY IMPUMEHEHHUIO JIEKAPCTBEHHBIX IpenapaToB, B T€UEHHE COpoka paboumx
THEH CO JHA pa3MelIeHUS YIIOTHOMOYEHHBIM (eAepabHbIM OpPraHOM WCIIOTHUTEIBHOW BIIACTH
uH(popMalu, ykazaHHOH B yactu 1.4 Hactosuieil crateu. JlanHoe TpeboBaHUE HE pacIpOCTpaHseTcs Ha
Clly4yau BHECEHHUs B MHCTPYKLIMIO MO MEAUIMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOrO IIpenapara
M3MEHEHUH B OTHOILIIEHWU HOBBIX MMOKA3aHUU JIJIsl IPUMEHEHHUS JIEKAPCTBEHHOIO Mpernapara Ha OCHOBaHUH
Pe3yJIbTaTOB COOTBETCTBYIOLUX UCCIIEI0BAHUM.

Wuopmarus 06 N3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oOexabps 2014 2. N 429-D3 uwacme 2 cmamwvu 30 nacmosiwezo
DedepanbHoc0o 3aKOHA UBN0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu

2. DKcnepTu3a JIEKapCTBEHHBIX CPEACTB B YaCTH SKCIIEPTHU3BI KAueCTBa JIGKAPCTBEHHOTO CPEACTBA
U (WJIHM) DKCTIEPTH3bI OTHOLICHHS 0’KUIAEMOM IMOJIB3bI K BO3MOKHOMY PUCKY IMTPHUMEHEHHUS JIEKAPCTBEHHOTO
npenapara sl MEAULIUHCKOTO NMPUMEHEHUS POBOJUTCS B Clydyae BHECEHUS W3MEHEHHH B JIOKYMEHTHI,
coJepKaliecss B PErHCTPAlMOHHOM JI0ChE€ Ha 3aperMCTPUPOBAHHBIA JIGKAPCTBEHHBIM TIpenapar, B
OTHOILICHUH:

1) cBeneHMii, yKa3aHHBIX B HMHCTPYKIMM TIO0 MEIUIIMHCKOMY INPUMECHEHUIO JICKAPCTBEHHOTO
npernapara:

a) JIeKapCTBeHHAs (hopMa C yKa3aHWEM HAUMEHOBAaHUH M KOJIMYECTBEHHOTO COCTaBa JICHCTBYIOIIMX
BEIIECTB M KAaUYEeCTBEHHOTO COCTAaBa BCIIOMOTATENIBHBIX BEIIECTB (IIPH HEOOXOAMMOCTH KOJINYECTBEHHOTO
COCTaBa BCIIOMOI'aTENIbHBIX BEILECTB);

06) dapmakoguHamMuka W (apMakOKMHETHKA (32  HCKIIOYEHHEM  (apMaKOKHHETUKH
TrOMEOIAaTHYECKUX JIEKAapCTBEHHBIX MPENapaToB U paCTUTENIbHBIX JIEKAPCTBEHHBIX MTPENapaToB);

B) IMOKa3aHUs JUIsl IPAMEHEHHS,

T') IPOTUBOMOKA3aHUs JJIsl IPUMEHEHUS;

1) MEPHI MTPEIOCTOPOKHOCTH TP IPHUMEHEHHH;

€) YyKa3zaHHe BO3MOXHOCTU M OCOOCHHOCTEH NpPHUMEHEHMs JIeKapCTBEHHOIO Ipernapara s
MEIUIIUHCKOTO TPUMEHEHUS OCpeMEHHBIMH JKEHIIMHAMH, OJKCHIIMHAMH B TEPHOA  TPYIHOTO
BCKapMJIMBaHMs, 1€TbMH, B3pOCIBIMU, UMEIOIIMMU XPOHUYECKHE 3a00JI€BaHuS;

) PeXKHUM J03UPOBAaHUS, CIOCOOBI BBEACHUS M MIPUMEHEHHS, TIPH HEOOXOAUMOCTH BpeMs preMa
JIEKapCTBEHHOTO Tpernapara, MpoJ0/LKUTENbHOCT JIEYeHUs, B TOM 4HUCle y JeTed J0 M IMOocie OJHOro
roja,

3) BO3MOXHBIE TTOOOYHBIE JCHCTBUS U HEeXeNaTeIbHbIE PeaKIUK MIPH MPUMEHEHUH JIEKapCTBEHHOTO
npemnapara,

M) CUMIITOMBI TIEPEI03UPOBKHU, MEPHI IO OKA3aHUIO TOMOILHU TPH MEePeI03UPOBKE;

K) B3aUMOJICHCTBHUE C APYTUMH JICKAPCTBEHHBIMH TIpeTiapaTaMy ! (FITH) MUIIEBBIMU TPOTYKTaMU;

1) (OpMBI BBIITyCKa JIEKAPCTBEHHOT'O Npenapara;

M) ykazaHue (Ipu HEOOXOIMMOCTH) OCOOCHHOCTEM NEHCTBUS JIEKApCTBEHHOrO IpernapaTta Mpu
HEPBOM IIPHEME HJIU TIPU €T0 OTMEHE;

H) CBEJICHHs O BO3MOKHOM BIIMSTHUH JIEKAPCTBEHHOTO TIperapara Juisi MeJUIIHHCKOTO IPUMEHEHHUST
Ha CIIOCOOHOCTD YIPABISATh TPAHCIIOPTHBIMU CPEJICTBAMH, MEXaHU3MaMH;

0) CPOK TOJTHOCTH M yKa3aHWE Ha 3allpeT MPUMEHEHUS JICKapCTBEHHOTO Tperapara Mo UCTCYCHUN
CpOKa roJTHOCTH;

30.09.20211 Cuctema 'APAHT 65/139


http://internet.garant.ru/document/redirect/70826338/1222
http://internet.garant.ru/document/redirect/70826338/42
http://internet.garant.ru/document/redirect/57503073/302

®denepanbublii 3ak0H oT 12 ampenst 2010 r. N 61-D3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

I1) YCIIOBUSI XpPaHEHUS;

P) YCIIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOIO Mpenapara Jijisi MeIUIIMHCKOTO PUMEHECHHUS;

3) u3MeHeHus: MecTa MPOU3BO/ICTBA JIEKAPCTBEHHOTO Mpenapara s MEAUIIMHCKOTO IPUMEHEHHUS;

4) n3MeHeHHs MmoKa3aTelieil KauecTBa JeKapCTBEHHOTO Mpenapara it MEIUIUHCKOTO TPUMEHEHUS
U (UJTM) METO/I0B KOHTPOJIA KauecTBa JIEKAPCTBEHHOTO Mpenapara s MeIULUHCKOrO TPUMEHEHUS;

5) U3MeHeHus CpoKa rOJJHOCTH JICKApCTBEHHOTO Mperapara sl MEJUIIMHCKOTO IPUMEHEHUS;

6) cBefeHMI O HEOOXOAUMOCTH BHECEHHS WHBIX M3MEHEHUI B MHCTPYKIHIO MO MEAHIIMHCKOMY
NPUMEHEHHIO JICKapCTBEHHOTO TIpenapara, a Takke B HMHbIE JIOKYMEHTBI, COJAEpKaluecs B
PETrUCTPALlMOHHOM JO0ChE€ Ha 3aperuCTPUpPOBAHHBIN JIEKapCTBEHHBIN mpemnapar. [Ipu stom perienue o
IPOBEICHUH IKCIIEPTU3BI Ka4eCTBA JIEKAPCTBEHHBIX CPEJCTB U (MJIN) AKCIEPTH3bI OTHOIICHHS OXKHUIAeMOM
MOJIb3bl K BOBMOXKHOMY PHUCKY MPUMEHEHUS JIEKApCTBEHHOIO Mpernapara A MEIUIUHCKOTO PUMEHEHUS
NPUHUMAETCS B COOTBETCTBHM C  YTBEPXKACHHOM  YIMOJHOMOYEHHBIM  (heAepaJbHbIM  OPraHOM
UCIIOTHUTENIbHON BIAcTH Kiaccudukaieil MU3MEHEHUH, BHOCHUMBIX B JOKYMEHTHI, COJEpKalluecs B
PETUCTPAIIIOHHOM JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Tpenapar.

Wudopmarus 06 H3MEHEHHSIX:
Yacmo 3 usmenena c 1 ausaps 2021 2. - @edepanvhwiii 3akon om 27 dexkadps 2019 o. N 478-D3

Cm. npedvloywyro pedaKyuio

3. 3asiBUTENb BIIpaBe MPEACTaBUTh 110 COOCTBEHHOW MHUIIMATHBE BMECTE C 3asBIICHUEM O BHECEHUU
W3MEHEHUN B JOKYMEHTBI, COJEpKalllMecs B PErHUCTPAIMOHHOM JIOCh€ Ha 3apEerUuCTPUPOBAHHBIN
JIEKAPCTBEHHBIA Ipenapar sl MEAUIUHCKOrO MPUMEHEHHUs, KOIMHMHU JIOKYMEHTOB, MOJTBEPKIAAIOLINX
yIUIaTy TOCYAApCTBEHHOW TMOIUIMHBI 32 BHECEHHWE B JOKYMEHTBI, COJIEPKAIIMECS B PErUCTPALlMOHHOM
JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar sl MEAULIMHCKOIO MIPUMEHEHNUs, U3MEHEHU,
TpeOYIOIMUX TMPOBEACHUS OKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YacTH HKCIEPTU3bl KadecTBa
JICKapCTBEHHOT'O CpPeACTBa U (MJIHM) IKCHEPTU3bl OTHOIICHUS OXKHUAA€MOIl IMOJIb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHHUS JICKapCTBEHHOTO Tpenapara i MEAUIIMHCKOTO MPUMEHEHHUsI, TOCYIapCTBEHHON MOUUTHHBI
3a BHECEHHE B JOKYMEHTBI, COJEp’KallUMecs B PETUCTPAlMOHHOM JOChE€ Ha 3aperuCTPUpPOBAHHBIN
JIEKapCTBEHHBIA TIpemnapar i MEIUIIMHCKOTO NMPUMEHEHHS, U3MEHEHUU, He TPEOYIOIMX MPOBEICHUS
9KCIIEPTHU3bI JIEKAPCTBEHHOTO CPENICTBA, a TaKXKe BbIAaBacMble (IIPEIOCTaBIsIEMbIE) YIOIHOMOYEHHBIMU
dbenepalbHBIMUA OpraHAMU HCTIOTHUTEIBHONW BJIACTH JOKYMEHTHI (CBEIECHMsI), YKa3aHHbIE B 4dacTsx 1.1 u
1.2 Hacrosmiedt crathu. B ciydae uX HempeAcCTaBIeHUS YHNOJHOMOYEHHBIH (enepanbHbIil opran
WCTIOJTHUTEIIbHOM ~ BJIACTM ~ 3alpaliuBaeT  yKa3aHHbIE  JOKYMEHTHI  (CBEACHHSI)) B  TIOPSAIKE
MEXBEIOMCTBEHHOTO HH()OPMALIMOHHOTO B3aUMOICHCTBUSI.

4. B TeyeHue necsatv pabounx JHEH CO THS MOCTYIUICHUS YKa3aHHOTO B 4acTy | HACTOSIIEH CTaTbu
3asBJICHUS U HEOOXOJMMBIX JOKYMEHTOB VYIOJHOMOYEHHBIN (enepanbHblii OpraH HCHOTHUTENbHON
BJIACTH:

1) mpoBOAUT MPOBEPKY MOTHOTHI U IOCTOBEPHOCTH CBEICHUMN, COAEPKAIIMUKCS B MPEICTABICHHBIX
3asBUTENIEM MaTepHaiax;

2) TOpUHUMAET peuieHue O TMPOBEACHUM YKa3aHHbBIX B 4YacTU 2 HACTOALIEH CTaTbu
COOTBETCTBYIOIINX IKCIIEPTU3 JICKAPCTBEHHOTO CPEJICTBA UM 00 OTKa3e B UX MPOBEICHUU;

Wndopmarys 06 M3MEHEHHSAX:
DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ nynxkm 3 yacmu 4 cmamou 30 Hacmosiwe2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
3) yBemoMIISIET B 3JICKTPOHHOM WIIM MUCHMEHHOW (hopMe 3asiBUTEIIS O MPUHSATOM PEIICHUH WU B
clly4ae TPUHATHUS pElIeHUs 00 OTKa3e B MPOBEICHUU COOTBETCTBYIOIICH SKCIEPTH3BI C YKa3aHHEM
MPUYHH TAKOTO OTKa3a.

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvhvim 3akonom om 25 noadpa 2013 2. N 317-@3 cmamva 30 nacmosawezo Pedepanbrozo
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3aKOHA OONOoIHeHa Yacmobio 4.1

4.1. B ciyvae BBISBICHHS HEJIOCTOBEPHOCTH CBEICHHUH, COJCPKAIIMXCA B IPEICTABICHHBIX
3asIBUTENIEM MaTepuasiax, YIOJTHOMOYCHHBIN (enepalbHbIii OpraH HCIOJHUTEIHHONW BIACTH HAIPABISCT
3aABUTEII0 3alpoc 00 YTOYHCHHMHM YKAa3aHHBIX CBeJcHHM. JlaHHBIA 3ampoc MOXET OBITh TepeiaH
YIIOJTHOMOYECHHOMY TMPEJICTABUTEII0 3asBUTENS JUYHO MMOJ PACHUCKy, HANpaBleH MO IMOYTE 3aKa3HBIM
MUCBMOM WJIM TIepeJiaH B AJICKTPOHHOU (opMe MO TeJIeKOMMYHHUKAIIMOHHBIM KaHajdaM CBs3U. B ciydae
HATPABIICHUS JIAHHOTO 3arpoca Mo MOYTe 3aKa3HBIM MUCHMOM OH CUUTACTCS MOJIYYCHHBIM 10 HCTCUCHHUH
HIECTH JHEH ¢ AaThl HAIPABJICHHS 3aKa3HOTO ITUChMA.

Wndopmarius 06 H3MEHEHUX:

Deodepanvrvim 3axonom om 25 noaops 2013 e. N 317-@3 cmamwsa 30 nacmoaweco Dedepanvroz2o
3aKOHA OONOJIHeHA Yacmuio 4.2
4.2. 3asBuTenb 0053aH MPEICTABUTh OTBET HA 3allPOC YIOJHOMOYEHHOTO (elepaabHOro opraHa
UCTIOJTHUTEIILHON BIACTH B CPOK, HE MPEBBIMAIONINN JCBSHOCTA pabOYMX JHEW CO JHS TONTYYCHHS
naHHoro 3ampoca. Cpok, yka3aHHBIH B uacTu 4 HACTOSIIEH CTAaTbH, MPUOCTAHABIMBACTCS CO JHS
HATPABIICHUS 3asBUTEIIO 3aIPOca YIOJHOMOYCHHOTO (eJepaTbHOIO OpraHa UCIOJHUTEIIBHON BIIACTH 10
JIHSI TIOJYYCHHUSI UM OTBETa Ha JIaHHBIA 3allpOC U HE YYHUTHIBACTCS IMPH HCYUCICHHH CPOKA MPHHSITHUS
pelIeHUsT O BHECEHWH HW3MCHCHHUH B JIOKYMEHTHI, COJEpXKAIUeCs B PETHUCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIH MPerapar JJisi MeIUIIMHCKOTO IIPUMEHEHHSI.

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 6 uacms 5 cmamvu 30 nHacmosuezo
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
5. OcHoBaHUEM 171 OTKa3a B MPOBEACHUM YKAa3aHHBIX B YaCTH 2 HACTOSIIEH CTAaThU JKCIEPTHU3
SIBIISIETCS] TIPEJICTABJICHUE JOKYMEHTOB, ITEPCUMCIICHHBIX B YaCTsX | M 3 HACTOAIICH CTAaThH, B HEIIOJTHOM
o0beMe, HENpEACTABICHUE 3asBHTEIEM B YCTAaHOBJCHHBI CPOK OTBETa Ha yKa3aHHbIH B uactu 4.1
HACTOSIIEH CTaThU 3allpoC YIMOJHOMOYEHHOTO (heJiepalbHOro OpraHa MCIONHUTEIHHON BIACTH, a TaKKe
OTCYTCTBHE B MPEACTABIEHHBIX TOKYMEHTaX JOCTATOYHBIX CBEJICHUH, MOATBEPKIAIOIINX HEOOXOAUMOCTh
BHECCHUS M3MCHECHUM, WJIM OTCYTCTBHE HH(OPMAITUH, TIOTBEPKIAIOIICH (PaKT yIUIaThl TOCYIapCTBEHHBIX
MOIUINH, YKa3aHHBIX B YacTU 3 HACTOSIIEH CTaThH.
6. YKa3aHHBIC B YacTH 2 HACTOSIICH CTaThU SKCIIEPTH3BI IPOBOISITCS B TIOPSAKE, YCTAHOBICHHOM
craTeell 23 Hacrosuiero deaepanbHOro 3aKOHa.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacms 7 cmamvu 30 nHacmosuezo
DedepanbHoeo 3aKOHA 8HECeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npeovloyuell pedaxKyuu

7. B cpok, He TPEBBIIAONINN AeCATH paboyuX JHEW CO JHS TMOJYyUYEeHUs 3aKITFOYCHUN KOMUCCHUM
SKCHEPTOB IO pe3ylbTaTaM YKa3aHHBIX B 4YacTH 2 HACTOALIEH CTAaTbU 3KCHEPTH3, YNOJIHOMOYEHHBIN
dbenepanbHBI OpraH UCTIOJIHUTEIbHON BIACTH:

1) mnpuHMMaeT pelleHHe O BHECEHMM UW3MEHEHUH B JIOKYMEHTBI, coJepKallvecss B
PETUCTPAIlMOHHOM JIOCh€ Ha 3apeTMCTPUPOBAHHBIA JICKAPCTBEHHBINH Tpermapar IS MEIUIMHCKOTO
MPUMEHEHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHUI,

2) BHOCHT B TOCYJapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAaHWUU PEIICHUS O
BHECEHMH U3MEHEHUH B JOKYMEHTBI, COACPKALIUECS B PETUCTPALIMOHHOM JIOChE HA 3apPETUCTPUPOBAHHBIM
JIEKapCTBEHHBIN TIpemnapar JUisi MEIUIIMHCKOTO IPUMEHEHHS, HEOOXO0IMMbIE M3MEHEHHS M BO3BpAIlaeT UX
3asIBUTETIIO;

3) BbIIAeT 3asBUTEII0 HOBOE PETHMCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOrO Ipernapara B
clly4yae U3MEHEHUS CBEJECHUMN, COIepKAIINXCS B HEM.

8. OcHoOBaHHWEM i OTKa3a BO BHECEHWH W3MEHECHMA B JOKYMEHTHI, COJEp)Kalluecs B
PETHCTPALlMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemnapar i MEIUIMHCKOTO
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MMPUMCHCHU A, SIBJIACTCA 3aKIIIOYCHHUC YITOJITHOMOYCHHOI'O q)e;[epanbﬂoro opraHa HCIIOJIHUTEILHOM BJIACTH O
BO3MO>XHOCTH CHHXKCHUA 6630HaCHOCTI/I, KadeCcTBa, 3(1)(1)€KTI/IBHOCTI/I JICKAPCTBCHHOI'O CPCACTBA B ClIydac
BHECCHMS TaKUX M3MCHCHHI.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvuvim 3akonom om 22 oOexabps 2014 2. N 429-D3 uwacme 9 cmamvu 30 nacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeti peoaxkyuu

9. Jlomyckaercsi oOpallieHHe JIEKapCTBEHHBIX IPENaparoB Ui MEAWLIUHCKOrO MPUMEHEHHUS 0
UCTEUYEHUsI CPOKa T'OAHOCTH, IPOU3BEACHHBIX B TEUCHHE CTa BOCBMUAECATH JHEH MOcie AaThl NPUHATUA
YIIOJIHOMOYEHHBIM (peiepabHBIM OPraHOM HCTIOJIHUTENFHON BJIACTH PEIICHHUS O BHECEHHHM M3MEHEHUN B
JOKYMEHTBI, COJIepKAIUECs] B PETUCTPALIMOHHOM J10Ch€, B COOTBETCTBUM ¢ HH(OpMaLUEH, coeprKaliencs
B JOKYMEHTaX pErucTpalMOHHOIO JO0ChE Ha JIEKAPCTBEHHBIM IpernapaTr 0 JAaThl NPUHATHS TAaKOTO
peLIeHMSL.

TAPAHT:

CwMm. xommeHTapuu Kk ctarbe 30 HacTosero denepabHOTO 3aKOHA

Crarbsa 31. BHeceHue M3MEHEHUN B JIOKYMEHTHI, COJAEP/KALIMECS B PETHCTPALIMOHHOM JI0ChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar Juisi BETEPUHAPHOrO IIPUMEHEHHUS

Wuopmarus 06 H3MEHEHHSX:
Yacmo 1 usmenena c 1 ausaps 2021 2. - @edepanvhwiii 3akon om 27 dekabps 2019 2. N 478-D3

Cm. npedvloyuyro pedaKyuio

1. B memnsix BHeceHUS M3MEHEHHI B IOKYMEHTHI, COJEPKAIUECs] B PErHCTPAIIMIOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIM TMpenapar il BETEPUHAPHOTO NPUMEHEHUS, Jep)KaTelb WU
BJIaJIeJIel] PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOrO MperapaTa WM YHOJHOMOYEHHOE WM
Jpyroe pUIndecKoe JIMIO (Jlanee B HACTOSIIEH cTaThe - 3asiBUTENb) MPEACTABISET B YIOJIHOMOYEHHBIN
denepanbHBI OpraH HCIOJHUTENBHON BJIACTU 3asiBICHHE O BHECEHMHM TaKMX W3MEHEHUH 1o Qopme,
YCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (he/lepaibHbIM OPraHOM HCIOJHUTEILHON BJIACTHU, M TIPHJIaraeMble K
HEMY M3MEHEHHUS B YKa3aHHbBIE JOKYMEHTHI, a TakKe IOKYMEHTHI, MOATBEP)KIAI0IUE HEOOXOIUMOCTh
BHECEHMSI TaKMX M3MeHEeHUU. [Ipn HeoOX0IMMOCTH BHECEHUSI M3MEHEHHI B JIOKYMEHTHI, COJICPKAIIUECS B
PETMCTPAlUOHHOM JIOCh€ Ha 3apEerUCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mpenapar MJjisi BETEPUHAPHOTO
MPUMEHEHUS, B CIy4YasX U3MEHEHUs U (WJIM) TOTIOTHEHUS TIPOU3BOJICTBEHHOM TUTOMIAIKU JIEKAPCTBEHHOTO
CpPelICTBa, a TaKXEe M3MEHEHUs IOKa3aTelel KadecTBa JIEKAPCTBEHHOrO Ipenapara Jjisi BETEPUHAPHOTO
NpUMEHEHUs W (WJIM) METOJO0B KOHTPOJS KadecTBa JIEKQPCTBEHHOTO IMperapaTta Il BETEPHUHAPHOTO
NPUMEHEHUS 3asBUTENb JOMOIHUTENBHO TPEACTAaBIsSeT B YIOJIHOMOYEHHBINH (enepanbHblii Opra
WCIIOJTHUTEIIbHON BJIACTH CJIEIYIONTUE JOKYMEHTHI (CBEJICHUS ):

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 1 usmenen c 1 aneapsa 2021 . - @edepanvuwiii 3akon om 27 oexkabps 2019 2. N 478-D3

CMm. npedvioyuyro pedakyuio
1) cBeneHust 0 nare MPENOCTaBICHHUS M PETUCTPALIMOHHOM HOMEpE JIMLEH3UH Ha MPOU3BOACTBO
JEKapCTBEHHBIX CPEJCTB, IPEIOCTABICHHOM IPOU3BOJAUTENIO JIEKAPCTBEHHOIO Ipernapara s
BETEPUHAPHOTO IPUMEHEHHS, Il POCCUNCKUX MPOU3BOAUTENEH;

Wudopmanust 06 U3MEHEHUSX:
Ilynxkm 2 usmenen c 1 sneaps 2021 2. - @edepanvuviii 3axkon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio
2) cBeneHMs O JaTe MPEIOCTaBICHUS W PETHCTPAlMOHHOM HOMEpE JIMIIEH3UM Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJICTB, IPEIOCTABICHHON MTPOU3BOAUTENO (DapMaIleBTHUECKOM CyOCTaHIINU, BXOISAIICH
B COCTaB JIGKApCTBEHHOI'O Ipemapara il BETEPUHAPHOIO MPUMEHEHHUS, JUISI POCCUUCKHUX
IIPOU3BOUTEIIEH;
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3) KOImugd JOKYMCHTA, BBIAAHHOTO YIIOJTHOMOYCHHBIM OpTaHOM CTpaHbl MPOU3BOAUTCIIA IJIA
Ka)KIO0U MPOM3BOACTBEHHOH ILUIOIIAAKU JIEKAPCTBEHHOI'O Iperapara AJii BETepUHAPHOIO MPUMEHEHUs U
MOJITBEPKJIAIOIIETO COOTBETCTBUE IPOM3BOAMUTENS JIGKAPCTBEHHOTO TMpemnapara TPeOOBAHMSIM ITPABIII
HaJJIeXKalleld MPOU3BOJICTBEHHOW TMPAKTUKU, W €ro IepeBOJl Ha PYCCKUM S3bIK, 3aBEpEHHbIC B
YCTaHOBJICHHOM TIOPSAJIKE, a TaKXK€ KOIMHS 3aKIIOYEHUS O COOTBETCTBUM MPOU3BOAMUTENS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBaHMSAM  HpaBWJI  HaJUIeXkKalled  NMPOU3BOACTBEHHON  NPAKTHKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (eIepaTbHBIM OpPTaHOM HWCIOJHUTEIBHON BIACTH JUIS KAXKJIOM MPOU3BOACTBEHHOMN
IUTONIAJIKK JIGKAPCTBEHHOTO TIperapara il BETEPUHAPHOTO NPUMEHEHHUs, JUOO0 KOMUS peIleHUs O
MMPOBCACHNHN HWHCIICKTUPOBAHUA MPOU3BOAUTEIIA JICKAPCTBCHHLIX CPCACTB, MPUHATOr0 YIOJHOMOYCHHBIM
denepanbHbIM OpraHOM HCIOJHUTEIBHOW BIACTH S  KaXJIOW MPOM3BOACTBEHHON IUIOIIAJIKU
JICKApCTBCHHOTO IIperiapaTa AJjid BETCPUHAPHOTO MPUMCHCHU A. Yka3zanHbIe AOKYMCHTBI IPCACTABIAIOTCA B
clly4yae, €ciad IPOU3BOACTBO JIEKAPCTBEHHOIO Ipemapara Juis BETEPUHAPHOTO  MPUMEHEHHUS
OCYILECTBISIETC 3a npeaenamu Pocculickont @enepanuu;

4) Komus JOKYMEHTa, BBIJAHHOTO YIMOJHOMOYEHHBIM OPraHOM CTpPaHbl IMPOU3BOAUTENS
(dapManeBTUYECKON CYOCTAHIIMH U IMTOATBEPKAAFOIIECTO COOTBETCTBUAEC MMPOU3BOAUTEINS (hapMaIleBTUICCKOM
CcyOCTaHIIMM, BXOIALIEH B COCTaB JIEKAPCTBEHHOI'O TMperapaTa [Uisi BETEPUHAPHOTO NPUMEHEHUS,
TpeOOBaHUAM IIpaBUJI HAJUIEKAIIEH MPOU3BOJICTBEHHOW NpPAKTHUKU, U €ro MEpeBOJ Ha PYCCKUH SI3BIK,
3aBEpEHHBbIC B YCTAaHOBIEHHOM MOPSJIKE, B Cllydae, €ClId MPOU3BOJACTBO (apMalleBTUYECKON CyOCTaHIIUU
OCYILECTBISIETCS 32 npenenamu Poccuiickon denepannm.

Wuopmarus 06 H3MEHEHHSX:

Cmamuws 31 dononnena wacmoio 1.1 ¢ 15 uonsn 2018 e. - @edepanvuwiii 3akon om 4 uons 2018 e. N
140-D3
1.1. B cinyyae m3MeHeHUs: U (UJIK) JOMOJHEHUS MPOU3BOJICTBEHHOW IJIOMIAKH JIEKAPCTBEHHOTO
CpeacTBa JIOKYMEHTBI, YKa3aHHble B 4acTu | HacToOsIlEeld CTaTbU, NPEICTABISAIOTCS 3asABUTEJIEM B
OTHOLIEHUHM U3MEHSeMOW M (MJM) JONOJHSAEMOW NPOU3BOACTBEHHON IUIOMIAJKU JIEKAPCTBEHHOTO
cpencTsa. PenieHre o BHECEHMHM M3MEHEHUH B JIOKYMEHTHI, COJIEPKAILIUECS B PETMCTPALIMOHHOM JI0ChE Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIA Mpenapar Jisi BETEPUHAPHOTO MPUMEHEHUs, Wik 00 OTKa3e B HX
BHECEHUU MPUHUMAETCS B Cllyyae HEOOXOAMMOCTH MPOBEIEHHS IKCIEPTU3bI JIEKAPCTBEHHOT'O CPECTBA B
CPOK, HE IPEBBIIAIOMINN JeBSIHOCTa padOUMX JHEH, a B OCTAIbHBIX CIy4asX B CPOK, HE MPEBBIIAIOIIHIMI
TPUALIATH PaOOUMX JHEH CO JTHS MPHUHSITHUS YIOJTHOMOYEHHBIM (efepaibHbIM OPraHOM HCIOIHUTEIHHON
BJIACTH 3asIBJICHUS O BHECEHUU TaKUX U3MEHEHH.

Wndopmarys 06 n3MEHEHHSAX:

Cmamuws 31 oononnena uacmoio 1.2 ¢ 13 aseycma 2019 e. - @edepanvhwiii 3akon om 2 aseycma 2019 e.

N 297-D3
1.2. B cinydae peopraHuzauuy JeprkaTesiss WM BIaJeliblla PErUCTPALOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO IpenapaTa Jjsl BETEpUHApHOTO TPUMEHEHUs, pa3paboTyhKa WIH IPOU3BOAUTEINS
JIEKapCTBEHHOI'O IIpernapara il BETEPUHAPHOIO0 IPUMEHEHHUs B 3asBJIICHUH O BHECEHHHM W3MEHEHHUH B
JOKYMEHTBI, COJEpXKaIMeCs B PETUCTPAMOHHOM JOChE Ha 3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar JUisi BETEPUHAPHOTO TNPHUMEHEHMS, YKA3bIBAIOTCS JaHHbIE JOKYMEHTA, IOATBEP>KIAIOIIETO
BHECEHUE COOTBETCTBYIOUIMX M3MEHEHWI B EAMHBIN rocyaapCTBEHHBIH peecTp IOPUAMYECKUX JUL (11
OpraHM3alyii, 3aperucTpupoBaHHbBIX Ha Tepputropun Poccuiickoit dexepanuu), Ui UHOTO JAOKYMEHTAa,
MOJATBEPKIAIOLIETO PEOPTraHU3ALNIO0 FOPUINYECKOTO JIMLA (1711 OpraHU3alyii, He 3aperuCTPUPOBAHHBIX Ha
tepputopuu Poccuiickoit denepanun). 3asBIeHHEe 0 BHECCHUH N3MEHEHUHN B JJOKYMEHTBI, COJIEPIKAIINAECS
B PETUCTPALMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar sl BETEPUHAPHOIO
IPUMEHEHHUS, U MpHUJIaraéMble K HEMY JOKYMEHTHI MPEICTaBISIOTCS B YIOJHOMOYEHHBIN (erepanbHbIii
OpraH HCIHOJHMUTENbHOM BJIACTH HE IO3JHEE YeM uepe3 TPUALATh paboyux THEeH co JHS BHECEHHS
COOTBETCTBYIOIIMX H3MEHEHUH B EIuHBIA ToCyJapCTBEHHBIM peecTp MOpUAMYECKHX JUI (I
OpraHM3alii, 3aperucTpupoBaHHBIX Ha Tepputopun Poccuiickoii denepanuu) WM CO JHS NPUHATHA
COOTBETCTBYIOILIETO JOKYMEHTa, MOATBEPKAAIOMIETO PEOPraHU3alfio OPUIWYECKOro Jjuna (st
OpraHM3aliii, HE 3aperucTPUpPOBaHHBIX Ha Tepputopun Poccuiickoii @Penepanuu). B ciygae
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peopraHm3anuy JepXaTells WIM BIAJENblla PEruCTPAlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapara Ui BETEPUHAPHOIO IPUMEHEHUsS 3asBJI€HHE O BHECEHUUM M3MEHEHUH B JIOKYMEHTHI,
CoJiepKalliecss B PETUCTPAllMOHHOM [J0ChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar i
BETEPUHAPHOIO MPUMEHEHMsI, IOJACTCAd IOPUANYECKMM JIMIIOM, KOTOPOMY B XOJl€¢ pPEOpPraHM3aLuu
NepeJaHo MIPaBo BIAJACHUS TAKUM PETUCTPALIMOHHBIM yJIOCTOBEPEHUEM.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-@3 6 uacms 2 cmamvu 31 nacmosuezo
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu

2. B ciyyae BHeceHUs! UI3MEHEHHI B JOKYMEHTBI, COACpP KaIUECcs B PErUCTPALIMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIM TMpernapaTr [Jjisi BETEPUHAPHOTO IPUMEHEHHs, B OTHOIICHUH
CBEJICHUM, yKa3zaHHbIX B mnojmynkrax "e", "x", "k", "n", "", "c¢", "x" nynkra 7 wactu 3 crarbu 17
Hacrosimero deaepasbHOTO 3aKOHA, M3MEHEHMsI M (WIIHM) JIOMOJIHCHHS IPOW3BOJCTBEHHOHN IIIOMIAIKH
JIEKApCTBEHHOT'O CPEJCTBA, a TakXKe B CiIydyae HM3MEHEHHMs IOKa3aTejell KadecTBa JIEKapCTBEHHOIO
npenapara JUisi BETEPUHAPHOTO NPHUMEHEHHUS W (WMJIM) METOJOB KOHTPOJISI KadecTBa JIEKAPCTBEHHOTO
npenapara ajisi BETEPUHAPHOTO MPUMEHEHHS IMPOBOJUTCA JKCIEPTH3a JIEKAPCTBEHHOT'O CPENCTBA A
BETEPUHAPHOTO TMpUMeHeHUs. B cimyyae HE0OXOOUMOCTH BHECEHHUS HHBIX H3MEHEHUH B JIOKYMEHTHI,
coJiepXKalirecs: B PETUCTPAMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIM mMpenapaTr s
BETEPUHAPHOTO NMPUMEHEHHUS, IKCIIEPTU3a JICKAPCTBEHHOTO CPEACTBA Il BETCPUHAPHOTO IPUMCHEHHS HE
MIPOBOJIUTCS.

Wudopmarus 06 H3MEHEHHSX:
Yacmo 3 usmenena c 1 ausaps 2021 2. - @edepanvhwiii 3akon om 27 dexkadps 2019 . N 478-D3

CMm. npedvloywyro pedaKyuio

3. 3asBUTEINb BIIpaBe MPEJACTABUTH 10 COOCTBEHHOW WHUITMATHBE BMECTE C 3asBJICHUEM O BHECCHUU
U3MEHEHUN B JOKYMEHTBI, COJEp)KalMecs B PErMCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM
JIEKapCTBEHHBIM Mpenapar s BETEPUHAPHOTO MNPUMEHEHMS, KOMUHU JOKYMEHTOB, IOJTBEPKIAFOIIUX
yI1aTy rOCYJapCTBEHHOM MOLUIMHBI 3a BHECEHHME B JIOKYMEHTBI, COJEpIKAILMECS B PETUCTPALUOHHOM
JIOChE€ Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar sl BETEPUHAPHOTO MPUMEHEHHUS, U3MEHEHUH,
TpeOYIOMIMX MPOBENEHUSI SKCIEPTU3bl JIEKAPCTBEHHOTO CPEICTBA, WJIM HM3MEHEHHH, He TpeOyromux
MPOBEICHUS AKCIEPTU3BI JIGKAPCTBEHHOTO CpeACTBa. B cilyyae HEOOXOIUMOCTH WM3MEHEHHUs CBEIACHHH,
COZEPXKAILIMXCS B PETUCTPALMOHHOM YAOCTOBEPEHUHU JIEKAPCTBEHHOTO IIperapara sl BETEpUHAPHOIO
MIPUMEHEHUS, C 3a4BJICHUEM, YKa3aHHBIM B 4acTU | HACTOSIIEH CTaThH, 3aBUTENb BIIPABE MPEACTABUTH 10
COOCTBEHHOM MHUIIMATUBE KOMHIO JOKYMEHTA, MOATBEPIKAAIOIIEr0 yIIaTy roCy1apCTBEHHON MOIIINHBI 32
BBIJIa4y PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO Mpenapara. 3asBUTENb BIIpaBe MPEICTaBUTh
M0 COOCTBEHHOW WHUIIMATHBE CBEACHUS O JHIICH3USAX, YKa3aHHbIE B MyHKTax | u 2 gactu | HacTosmei
CTaThH, a Tak)Ke BbIJlaBaeMble YMOIHOMOYEHHBIMU (helepaabHbIMU OpraHaMH HCIOJTHHUTEIHHOW BIACTH
JIOKYMEHTBI, YKa3aHHbIE B ITyHKTe 3 yacTu | HacTosimied crtatbu. B ciiydae HempencTaBieHUs YKa3aHHBIX
JIOKYMEHTOB (CBEICHUI) YIIOJTHOMOUYEHHBIN (peiepaIbHbIN OpraH MCIOTHUTEIHHON BIIACTH 3alpalinBaeT
yKa3aHHBIC IOKYMEHTHI (CBEICHHS) B TIOPSIKE MEKBETOMCTBEHHOTO HH(OPMAIIMOHHOTO B3aUMOICHCTBUSI.

4. B cpok, He MPEBHINAIMNN AeCATH Pa0OUNX THEH CO JTHS MOCTYIUICHUS! YKa3aHHOTO B 4acTu |
HACTOSIIICH CTaThU 3asBJICHHS W HEOOXOJMMBIX JOKYMEHTOB, YIIOJHOMOYCHHBIH (enepanbHBI OpraH
HUCITOJTHUTEILHOM BIIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTU CBEJICHUMN, COJIEP)KAIUXCS B TIPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) MpUHUMAET pelIeHUe O MPOBEEHNN IKCTIEPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA JIsl BETEPUHAPHOTO
NPUMEHEHUS WK 00 0TKa3e B €€ MPOBEACHHH,

3) yBemoMIISIET B MHUChbMEHHOUN (hopMe 3asiBUTENS O MPUHATOM PEIICHUH WA B CIy4dae MPUHSATHUS
pemieHuss o0 OTKa3ze B TPOBEACHUM OKCIEPTHU3Bl JICKAPCTBEHHOTO CpEACTBA [UIsl BETEPUHAPHOTO
MPUMEHEHUS C YKa3aHUEM MPUYMH TAKOTO OTKa3a.
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Wndopmarus 06 H3MEHEHHSX:

Cmamuws 31 dononnena wacmoto 4.1 ¢ 15 uronsn 2018 2. - @edepanvuuiii 3akon om 4 uonn 2018 e. N
140-D3
4.1. B city4ae BbISIBIICHUSI HEJOCTOBEPHOCTH U (WJIM) HEAOCTATOYHOCTU CBEACHUM, COIEPKALIUXCS
B IIPEJICTABJICHHBIX 3asBUTENIEM JOKYMEHTaX, YIMOJIHOMOYEHHBIN (efepanbHbIi OpraH UCHOTHUTEIbHOM
BJIACTH HAIPABIISICT 3asBUTENIO 3aMpoc 00 YTOYHEHHWHM YKa3aHHBIX CBEICHHUI. 3ampoc MOXKET OBITh
nepesaH yrnoJIHOMOYEHHOMY MPEACTABUTENIO 3asSBUTENS MOJI PACHUCKY, HAMpaBjieH MO MOYTe 3aKa3HbIM
MUCBMOM WJIHM TIEPEJlaH B AJICKTPOHHOU (hopMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3u. B ciydae
HaIpaBJIEHUs 3arpoca 00 YTOYHEHHH YKa3aHHBIX CBEJICHUU IO MOYTE 3aKa3HBIM MHCbMOM OH CUHUTAETCS
MOJIYYCHHBIM 110 UCTEYCHUH IIECTU THEH C AaThl HAIIPABJICHUS 3aKa3HOIO MHUChMA.

Wndopmarus 06 H3MEHEHHSIX:

Cmamuws 31 dononnena wacmoio 4.2 ¢ 15 uronsn 2018 e. - @edepanvuuiii 3akon om 4 uonn 2018 e. N
140-D3
4.2. 3asBuTenb 00s3aH MPEJACTaBUTh OTBET Ha 3aMpOC YIOJIHOMOYEHHOTO (helepaaprHOro opraHa
UCIIOTHUTENIbHON BIAcTH B CPOK, HE MPEBBIMIAIONINI AeBSHOCTa pabOYMX AHEW CO JHS TOTY4YCHHUS
nanHoro 3ampoca. CpokH, yka3aHHbIe B udacTu 1.l Hacrosimiedl ctatbu, NMPUOCTAHABIUBAIOTCS CO JHS
HAIpPaBIIEHUS 3asBUTENIO 3aIIPOCa YIOJIHOMOYEHHOTO (efepaibHOr0 OpraHa MCHOJHUTENIBHOM BIACTH 10
JTHSI TIOJTYYEHUSI OTBETA HA JAHHBIM 3aIIPOC U HE YUUTHIBAIOTCS IIPU UCUUCICHUN CPOKA IPUHATUS PEIICHUS
O BHECEHMM U3MEHEHUH B JOKYMEHTBI, COJEp)Kalllhuecs B PErUCTPALMOHHOM JOCh€ Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar sl BETEPUHAPHOTO IPUMEHEHUS.

Wudopmarus 06 H3MEHEHHSX:
Yacmo 5 usmenena c 15 uons 2018 2. - @edepanvhuiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

5. OcHoBaHueM Ui OTKa3a B TPOBEACHUM OSKCHEPTU3bl JIEKAPCTBEHHOI'O CpEACTBa s
BETEPUHAPHOTO MPUMEHCHHSI SIBJIICTCS NPEJICTABICHUE IOKYMEHTOB, YKa3aHHBIX B dacTsx | W 3
HACTOSAIIEH CTaThU, B HEMOJHOM OO0BbEeMe WIIM OTCYTCTBUE B MPEICTABICHHBIX JOKYMEHTAaX JIOCTATOYHBIX
CBEJICHHIA, ITOATBEPKTAOIINX HEOOXOAMMOCTh BHECCHUS N3MEHEHUH, JINOO HEMPE/ICTABIICHHE 3asBUTEIICM
B YCTAHOBJICHHBIM CPOK OTBETa Ha YKa3aHHBIN B uacTu 4.1 HACTOSAIIEH CTAaThU 3alpOC YIOIHOMOYEHHOTO
(denepaabHOro OpraHa UCIOTHUTEIHHOM BIIACTH.

6. DKcrepTu3a JeKapCTBEHHOTO CPENCTBA JUIsl BETEPUHAPHOTO MPHUMEHEHHUsS B IENSIX BHECEHUS
U3MCHEGHUH B JIOKYMEHTBHI, COJEpXKAIlHeCs B PETHUCTPAIMOHHOM JIOChe Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpemnapar Uisi BETEPUHAPHOTO IPUMEHEHHS, OCYIIIECTBISETCS B TOPSAKE, YCTAHOBICHHOM
crarbeil 24 Hactosuero deaepaibHOro 3aKoHa.

Wndopmarys 06 H3MEHEHHSAX:
Yacmy 6.1 uzmenena c 13 aszycma 2019 2. - @eodepanvusiii 3axon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

6.1. B cpok, He TIPEBBIMIAONINN JEeCATH padOUHNX JHEH CO THS MOJYUYCHHs 3aKIIOUEHUS KOMUCCUU
SKCHEPTOB MO pe3yjibTaTaM YKa3aHHOM B 4acTy 2 HACTOSIIIEN CTaThbU 3KCIEPTHU3bI, YIOJIHOMOUYEHHBIN
dbenepanbHBI OpraH UCMIOJIHUTEIBHON BIACTH:

1) mnpuHMMaeT pelleHHe O BHECEHMHM W3MEHEHUM B JIOKYMEHTBI, COJEpKalluecs B
pETUCTPALIMOHHOM JI0OCh€ Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM TMIpenapaTr JJisi BETEPUHAPHOIO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX H3MEHEHHIA,

2) BHOCHT B TOCYAApCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEJCTB Ha OCHOBAaHWUU PEIICHUS O
BHECEHNU U3MEHEHHUI B JJOKYMEHTBI, COJIEPKAILUECS B PETUCTPALIMOHHOM J0ChE HA 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar Ijis BETepUHAPHOTO MPUMEHEHUSI, HEOOXOAMMbIC NU3MEHEHHUS W BO3BpAIIaeT 3TH
JIOKYMEHTBI 3aIBUTEIIO;

Wndopmarys 06 M3MEHEHHSAX:

Yacmy 6.1 oonoanena nynkmom 3 ¢ 13 aseycma 2019 2. - @edepanvhviii 3akon om 2 ageycma 2019 e. N
297-D3
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3) BBIOACT 3asIBUTENI0 HOBOE PErMCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOI'O Ipernapara Ajs
BETEPUHAPHOIO NPUMEHEHHs B Cily4ae HeOOXOAMMOCTH M3MEHEHUsS CBEAEHUH, COAEpIKALIUXCS B HEM, C
COXPaHEHHEM HOMEpPa PaHee BBIAAHHOIO PETUCTPALMOHHOIO yJOCTOBEPEHMs JEKApCTBEHHOI'O Ipernapara
JUIs BETEpUHAPHOI'O IPUMEHEHUS.

Wndopmarius 06 n3MEHEHUX:

Cmamus 31 donoanena uacmoio 6.2 ¢ 15 uonsa 2018 2. - @edepanvhuiti 3akon om 4 uonsa 2018 2. N
140-D3
6.2. B ciyuyae BHeceHUSI U3MEHEHHI B JOKYMEHTBI, COAEpIKAIIMECS B PErHCTPAIMIOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar Jjisi BETEPUHAPHOTO PUMEHEHUS, B YaCTH, Kacaromeics
U3MEHEHUs W (WIK) JOMOJHEHHS MPOM3BOACTBEHHON IUIOMIAAKKA JIEKapCTBEHHOTO Iperapara, MpH
MPEJICTABJICHUH 3asBUTEIEM B COOTBETCTBUHU C ITYHKTOM 3 4acTH | HACTOSAIICH CTaThbW KOMHH PEIICHUS
YIIOJTHOMOYEHHOTO (he/iepaibHOro OpraHa HCHOJHUTENIBHON BIAcTH O NPOBEACHUM HHCIIEKTHPOBAHHS
MIPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB CpPOK, YKa3aHHbIM B 4actu 6.1 HacTOSIIEH CTaThH,
MPUOCTAHABIMBACTCA CO JHS IIOJIYUYCHHUS 3aKIIOYEHHS KOMHCCHM OKCIEPTOB JO [JHS MPHHITHS
YIIOJTHOMOYEHHBIM (heJiepaTbHbIM OPTaHOM HCIIOJHUTEIIBHOM BIACTH PEIICHHS O BhIa4ye WIH 00 OTKa3e B
BbIJIaye 3aKJIIOYCHHS] O COOTBETCTBUU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHUSIM ITPABUII
Ha/IJIeXKAIIEH IPON3BOCTBCHHON MPAKTHKH, HO HE 0OJiee YeM Ha CTO BOCEMBJISCAT padOYuX JTHEH.

Wuopmarus 06 H3MEHEHHSX:
Yacmo 7 usmenena c 15 uons 2018 2. - @edepanvuuiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

7. OcHOBaHMEM JUisl OTKa3a BO BHECEHMM HW3MEHEHMH B JIOKYMEHTBI, COJep)Kalluecs B
pETUCTPALIMOHHOM JI0OCb€ Ha 3apEruCTPUPOBAHHBIA JIEKAPCTBEHHBIA IIpernapar sl BETEPUHAPHOIO
NPUMEHEHHUS, B Cllydasx, He TpeOYyIOIIUX MPOBEACHUS IKCIEPTHU3bI JIEKAPCTBEHHOTO CPEACTBA, SIBISIETCA
MPEJICTABICHUE JIOKYMEHTOB, YKa3aHHBIX B 4acTsXx | WM 3 HACTOSIIEH CTaThd, B HEMOJHOM OOBEME WIIH
OTCYTCTBHE B IMPEJICTaBICHHBIX JOKYMEHTAaX CBEICHUI, KOTOPbIE JODKHBI OBITh B HUX OTPa)XEHbI, JTHOO
HETIPEJICTABJIIEHUE 3asBUTEJIEM B YCTAHOBJIEHHBI CPOK OTBETA Ha YKa3aHHbIM B udactu 4.1 Hacrosmeu
CTaThH 3aMpPOC YIOTHOMOYEHHOTO (efepaTbHOr0 OpraHa UCIOJHUTEIBHON BIACTH.

Wndhopmarris 06 n3MEHEHHSX:

Cmamus 31 dononnena wacmoto 7.1 ¢ 15 utonsa 2018 2. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
7.1. OcHOBaHMEM JUIsi OTKa3a BO BHECEHMM W3MEHEHUW B JIOKYMEHTBI, COJep)Kallhecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIM JICKAPCTBEHHBIN MpemnapaTr il BETEPUHAPHOTO
NPUMEHEHHUS, B CIydasX, TPEOYIOUIUX MPOBEACHHSI DKCIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA, SIBISETCA
3aKJIIOYEHHE YIOJIHOMOUYEHHOr0 (elepaibHOr0 OpraHa HUCHOJHUTENIBHOM BJIACTHU O BO3MOXKHOCTH
CHIDKEHHsI 0€30MacHOCTH, KauecTBa, 3(PpPEeKTUBHOCTU JIEKAPCTBEHHOTO Mperapara BCIIEICTBUE BHECEHUS
W3MEHEHUN B yKa3aHHBIC JOKYMEHTBHI, OTKa3 YIMOJHOMOYEHHOTO (eepalbHOr0 OpraHa MCIOJHUTEIHHOM
BJIACTH B BbIJaue€ 3aKIIOUEHHUS O COOTBETCTBUU MPOU3BOIMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
MpaBuJI  HAJJIeKAINIEH TPOU3BOACTBEHHON TPAKTUKM B CiIydyae HW3MEHEHHS U (WIM) TOTOJHEHUS
MPOU3BOJCTBEHHON IUIONIAJKK JIEKAapCTBEHHOIO Ipenapara, €cild MPOU3BOACTBO JIEKAPCTBEHHOTO
npenapara Jisi BETEpUHApPHOrO MPUMEHEHHs OCYIIECTBIsieTCs 3a npenenamMu Poccuiickorn deneparuu,
WJIM OTCYTCTBHUE TOTO 3aKIIFOUECHHUS.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 e. N 429-®@3 uwacmv 8§ cmamou 31 nacmoswezo
DedepanbHo20 3aKOHA U3NOACEHA 8 HOBOU pedaryuu, ecmynarowetl 6 cury ¢ 1 urons 2015 a.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
8. Jlomyckaercss oOpamieHue JEKapCTBCHHBIX IPermapaToB I BETSPUHAPHOTO TPHUMEHEHHUS JI0
UCTEUEHHUsI CPOKA TOJHOCTH, MPOU3BEACHHBIX B TEUECHUE CTa BOCBMHUJECATH JHEU MOCIE AaThl IPUHSITUS
YITOJTHOMOYEHHBIM (pe/iepaIbHBIM OPraHOM HCITOJTHATEIBHON BJIACTH PEIICHUS O BHECEHUW M3MEHCHHH B
JOKYMEHTBI, COJIEPKAINECs B PETHCTPAIIMIOHHOM JIOChE Ha JIEKApCTBEHHBIN MpemnapaT, B COOTBETCTBUU C
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uHpopManuel, coaepikaiieiics B JOKYMEHTaX PEerucTPallMOHHOTO J0ChE Ha JIEKapCTBEHHBIN Mpenapar a0
JaThl IPUHSTUS TAKOT'O PEIICHUS.
TAPAHT:

CMm. xommeHTapuu K ctatbe 31 HacTosmero denepanbHOro 3aKoHa

Cratbs 32. OTMeHa rocy1apCTBEHHOW PErruCcTpalliy JIEKApCTBEHHOIO Mpenapara

Pemennie 06 oTMeHe rocyapCTBEHHON PErMCTPALUU JIEKAPCTBEHHOI'O IMpenapaTa U HUCKIIOYEHUN
JIEKAapCTBEHHOI'O0 Tperapara M3 TOCYAapCTBEHHOTO PEEeCTpa JIEKApCTBEHHBIX CPEJCTB MPUHUMAECTCS
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B CIIydae:

1) [IPEACTABICHUS COOTBETCTBYIOLLIUM YIIOJIHOMOYEHHBIM dbenepanbHBIM OpraHom
UCIIOJTHUTENIbHOM BIACTH 3aKJIIOUEHUSI O pUCKEe WIM 00 Yrpo3e 3J0pOBbIO, XU3HU YEIOBEKa WIH
KUBOTHOTO TIPU TNPHUMEHEHUH JICKApPCTBEHHOTO IIperapara, MPEBBIMIAININX ero 3(PQEeKTUBHOCTh, IO
pe3yJibTaTaM OCYIIECTBISIEMOr0 UM MOHUTOPHUHTA 0€30MIaCHOCTH JIEKApCTBEHHOTO Mpernapara;

Undopmaris 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 oexabpsa 2014 2. N 429-d3 ¢ nynkm 2 cmamvu 32 Hacmosuie2o
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovloyujeti peoaxkyuu

2) mojgauu JAep)KarelieM WM BJIaJeNblEeM PEruCTPAallMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO
npenapata WIM YIOJIHOMOYCHHBIM MM JIPYTMM FOPUIAMYECKHM JIMIIOM 3asBJICHUS 00 OTMEHe
rOCyIapCTBEHHOW PETUCTPALIUU JICKAPCTBEHHOTO Mpernapara;

3) HEMOATBEPXKICHHUS TOCYJApPCTBEHHONW PETHUCTPAIMU JICKApCTBEHHOTO Tpernapara 1o UCTCYCHUU
CpOKa JICHCTBHS PETHCTPAIIIOHHOTO YAOCTOBEPEHUS, BBIIAHHOTO HA IATH JICT;

4) HempejacTaBICHUs 3asBUTENeM HMH(OpMAIMKM, KOTOpas MOXET IOBJIeYb 3a COOOM
HEOOXOJMMOCTh BHECCHHS M3MEHEHHH B JIOKYMEHTHI, COJEpIKalIHecs B PETUCTPAIIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIN JICKAPCTBCHHBIM TIpenapar, B TEYCHHUE TPHIUATH pabdO4YMX JTHEH Co JHS
HACTYIUICHHSI TUX U3MCHCHHUI;

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvrovim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 nynkm 5 cmamou 32 Hacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl usMeHeHust, ecmynarowue 6 cury ¢ 1 urons 2015 a.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
5) OCyIEeCTBICHHUS TOCYIAapCTBEHHOW PErHCTpaIlii JICKAPCTBEHHOTO Ipernapara Ioj] TOPTOBBIM
HAUMEHOBAHHUEM 3aperHCTPUPOBAHHOTO paHee MOJl ATUM TOPrOBBHIM HAMMEHOBAHHEM JIEKapCTBEHHOTO
rperapara, OTINYA0IIeT0Cs KaueCTBEHHBIM COCTABOM JICHCTBYIONTUX BEIECTB;

Wndopmarys 06 H3MEHEHHSAX:
Ilynxm 6 uzmenen c 15 uionsn 2018 e. - @edepanvuviii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio
6) OCYyIIECTBIICHHS TOCYJaPCTBEHHON PEruCcTpaliy OJJHOTO U TOTO ke JIEKAPCTBEHHOI0 Ipenapara
B OTHOIIEHWU OJHOTO W TOTO K€ Jep)KaTeis WM BIAJeNblla PETUCTPALUOHHOIO YIOCTOBEPEHHUS
JICKapCTBEHHOTO TMpemapara B BUAEC ABYX MU 0Oojiee JIEKAPCTBEHHBIX IMPEMapaToB MOJ Pa3TUYHBIMU
TOPTrOBBIMU HAUMEHOBAHUSMH;
7) BBIHECEHHS CyIOM peUIeHWs O HapylIeHWH TpaB MpaBooOIanaTesis OOBbEKTOB
MHTEJJIEKTYyaJIbHOM COOCTBEHHOCTH MPH 0OpaIleHUH JIEKaPCTBEHHBIX CPEJICTB;
Wndopmarys 06 M3MEHEHHSX:
DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 32 nacmosweeo DedepanbHoco
3aKOHA 00noHeHa nyHkmom 8, ecmynatowum 6 cuny ¢ 1 urons 2015 e.
8) oTCyTCTBUS JIEKapCTBEHHOTO MpemnapaTta B oOpamennu B Poccuiickoit denepanuu B TeUeHUE
Tpex u Oosee JeT;

Wudopmanust 00 U3MEHEHUSX:
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Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovsa 32 nacmosuwezo Dedepanvroo
3aKoHa 0ononnena nyHkmom 9, scmynarowum 6 cuny ¢ 1 urons 2015 e.

9) HEBBINOJHEHHS JEpXKaTeJeM WM  BIAJCNIbIEM  PETUCTPAIMOHHOTO  YAOCTOBEpPEHUS
JIEKapCTBEHHOTI'O MpernapaTa MO0 yIOJIHOMOYEHHBIM UMH JIPYTUM IOPUINYECKUM JTHIIOM MEPOIPUITHIA 110
obOecrieyeHUI0  OE30MACHOCTH  JICKAPCTBEHHBIX  IMPENaparoB, YCTAHOBJICHHBIX  YIIOJTHOMOYEHHBIM
dbeneparTbHBIM OPraHOM HCIIOTHUTEIIFHOM BIACTH B COOTBETCTBHH C YacTsIMU 3 U 4 cTaThy 64 HACTOSIIETO
®denepallbHOTO 3aKOHA, B paMKax OCYIIECTBICHHS (apMaKkoHAA30pa;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekaodps 2014 2. N 429-D3 cmamovsa 32 nacmosuwezo Dedepanvroco
3axoHna oonoanena nynkmom 10, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

10) orkaza nepkatelis WM BIAJENblla PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara 100 YHNOJHOMOYEHHOTO MMM JPYTrOro IOPHAWYECKOTO JHUIla OT BHECEHUS H3MEHEHHUH B
MHCTPYKIMIO T0 MNPUMEHEHHUIO JICKAPCTBEHHOTO TMperapara, KacarolUXCS HOBBIX IOATBEPKIECHHBIX
JaHHBIX O TOM, YTO PUCK IMPUYMHEHHUS BpeAa 3J0POBBIO UEIOBEKAa WM >KMBOTHOTO BCJEACTBUE MpHEMaA
JICKapCTBEHHOTO TIperapara npeBsimaeT 3G QEeKTHBHOCTD €ro MPUMEHEHUS.

Wupopmarus 06 H3MEHEHHSX:

Cmamuws 32 oonoanena nynkmom 11 ¢ 1 sneaps 2023 e. - @edepanvubiii 3akon om 27 oexabps 2019 e.
N 475-D3

Cm. 6yoywyro pedaxyuio
TAPAHT:

CM. koMMeHTapuu K cTatbe 32 HacTosero denepajbHOT0O 3aK0Ha

Cratbs 33. ['ocy1apCcTBEHHBIN peECTp JIEKAPCTBEHHBIX CPEJICTB
TAPAHT:

Cwm. Ilonoxenue o 'ocygapcTBEHHOM peecTpe JIEKapCTBEHHBIX CPEIICTB, YTBEPKIEHHOEe MUH3IpaBoM
P® 1 nexabps 1998 r. N 01/29-15
1. T'ocynapcTBeHHBIN peecTp JIEKapCTBEHHBIX CPEICTB COJEPKUT IEPEUYEHb JIEKAPCTBEHHBIX
[penapaToB, MPOLIENIINX TOCYyJapCTBEHHYIO PETUCTPALMIO, NepeueHb (apMalleBTUYECKUX CyOCTaHIuM,
BXOJISIIIUX B COCTaB JIEKAPCTBEHHBIX MPENAPATOB, U CIEAYIOIIYI0 HHPOPMALHUIO:
1) B OTHOIIEHNH JI€KAPCTBEHHBIX IIPETIApaTOB:

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 2. N 429-D3 6 noonynkm "a" nynkma 1 wacmu I cmamou
33 Hacmosweeo Pedepanbhoco 3aKoHA 6HeCeHbl UsMeneHUs, ecmynarouue 6 cuny ¢ 1 utoas 2015 a.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxkyuu
a) HaMMEHOBaHHWE JICKAPCTBEHHOTO Tpemnapata (MeXIyHapOJIHOE HENaTeHTOBAHHOE, WIIH
TPYIIUPOBOYHOE, UM XUMUYECKOE M TOPTOBOE HAUMEHOBAHMS);
0) nmekapcTBeHHas (hopMa C yKazaHHUEM JIO3UPOBKH JICKAPCTBEHHOTO TIpernapara U ero KOJIMYeCcTBa B
NOTPEOUTENHCKON YIIaKOBKE;

Wudopmanust 06 U3MEHEHUIX:
Ioonynxkm "6" usmenen c 1 ansaps 2018 2. - @edepanvuviii 3akon om 28 dexabpsa 2017 2. N 425-D3

CMm. npedvloyuyro pedaKyuio

B) HAUMEHOBAHHE JIepKaTeNsl WK BiaJlelblla PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara M CBEICHHS O PETUCTPAIlUH JIEpKaTelsl WM BIIAJelblla PEerHCTPAIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara Al MEIUIIMHCKOTO MPUMEHEHHUS B KaueCTBE HAIOTOIUIATENbIINKA B CTpaHe
peructpanuu (JUIl POCCHMCKUX IOPHIMYSCKUX JIHIl - UACHTH(PUKAIMOHHBI HOMEp HAJIOTOTUIATEIBIINKA
(MHH), nnst ”HOCTpaHHBIX IOPUANYECKUX JIUI[ - CTPaHa PETUCTpPAllU, HAUMEHOBAHUE PETHCTPUPYIOIIETO
OpraHa, perUCTPAIMOHHBIA HOMED, KOJT HAJIOTOIUIATE IbIIAKA B CTPAHE PETUCTPANNH (MHKOPIIOPAIINN) HITH
€ro aHasor);
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Wndopmarus 06 H3MEHEHHSX:
Iloonynxm "2" usmenen c 1 ausaps 2018 . - @edepanvuuiii 3akon om 28 dexabps 2017 2. N 425-D3

Cm. npeodvloywyro peoakyuio
I') HAMMCHOBAHKE U aJJpec MPOU3BOIUTENS JICKAPCTBEHHOTO MPerapara u CBEICHUSI O PETUCTPAIIH
NPOM3BOMUTENST  JIGKAPCTBEHHOI'O — Tpemapara Ui MEAWLIMHCKOTO TIPUMEHEHHS B KauyecTBE
HAJIOTOILIATEIIbIMKA B CTPAHE PETHUCTPANU (I POCCHMCKHUX IOPHIUYECKUX JIUI] - UICHTH(PHUKAIIMOHHBIH
HoMep Hanoromatensimuka (MHH), m1s MHOCTpaHHBIX IOPUAMYECKUX JIMII - CTpaHa PETUCTpaIiH,
HAaMMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, PErUCTPAIlIOHHBIA HOMEp, KOJI HAJIOTOIUIATEIbIINKA B CTPaHE
perucrpanuy (MHKOPIIOpaluy) WIK €ro aHajor);

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 noonynkm "0" nynkma 1 vacmu 1 cmamou
33 nacmosaweeo DedepanvbHoc0 3aKOHA U3NONCEH 8 HOBOU pedakyuu, ecmynarowel 6 cuiy ¢ 1 uwons

2015 2.

Cm. mexcm noonynkma 6 npeovioyujeil peoaxkyuu

1) (bapmakoTepaneBTH4ecKas rpymmna, KOJ JIEKapCTBEHHOI'O npenapara 1o
aHATOMO-TEPANEBTUIECKO-XUMUYECKON Kiaccu(UKaIluK, PEKOMEHI0OBaHHOW BcemupHoil opranuzammein
31paBOOXPAHEHUS;

€) MOoKa3aHMs U MPOTUBOMNOKAa3aHUs K IPUMEHEHUIO JIEKapCTBEHHOTO Mpernapara;

) 100OYHBIE JIeHCTBYS JIEKApCTBEHHOT'O Mpenapara;

3) CPOK FOJTHOCTH JIEKAPCTBEHHOT'O Mpernapara;

1) YCIIOBUS XpaHEHHUs JIEKApCTBEHHOTO IIpernapara;

K) YCJIOBHSI OTIIyCKa JIEKAPCTBEHHOI'O IIpernapara;

Ja) HoMep (apMakomelHol cTaTbM WIM B Cllydyae €€ OTCYTCTBMS HOMEp HOpPMaTHBHOM
JIOKYMEHTAIH JT100 HOPMATHBHOTO JIOKYMEHTA;

Wuopmarus 06 H3MEHEHHSX:

DedepanvHuim 3axonom om 22 oexabps 2014 2. N 429-D3 6 noonynkm "m" nynkma 1 wacmu I cmamou
33 nacmosaweeo PedepanrbHoco 3aKOHA 6HECeHbl UsMeHeHUs, ecmynarouue 6 cuiy ¢ 1 utona 2015 a.

Cm. mekcm noonynkma 8 npeovioyujeli peoaxyuu
M) JlaTa TOCYJapCTBEHHON pETHCTpAIlMU JIEKAPCTBEHHOTO Mpernapara M €ro pPerucTparmoHHbII
HOMEp, JaTa 3aMEeHbl PErHCTPAMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO Mperapara Ha OeccpoyHoe
PETUCTPAlIMOHHOE  YJOCTOBEPEHHME JIGKAPCTBEHHOTO TMpemapara, JaTa [MOoJa4yd  3asBJICHHUS O
MOJNTBEPKJICHUU  TOCYJApCTBEHHON  pErucTpalii  JIGKAPCTBEHHOTO  Ipermapara, JlaTa OTMEHBI
rOCy/IapCTBEHHOW PETUCTPALIUU JIEKApPCTBEHHOTO Mpernapara;

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmoswezo
DeoepanvHoeo 3akoHa donoanen noonyukmom "n", ecmynarowum 6 cuny ¢ 1 uronn 2015 2.
H) Ka4eCTBEHHBIH COCTAB M KOJMYECTBEHHBIH COCTAB JCUCTBYIOIIMX BEIIECTB M KaueCTBEHHBIH
COCTaB BCIIOMOTATENILHBIX BEIIECTB JICKAPCTBEHHOTO TIperapara;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 dexabps 2014 2. N 429-D3 nynkm [ vacmu I cmamou 33 Hacmosiwe2o
Deodepanvrozo 3akona donoaHen noonyukmom "o", ecmynarowum 6 cuny ¢ 1 uonsa 2015 e.
0) uHpopmarusg 000 BcexX pa3pelIeHHbIX BUAaX BTOPUUHOM (MTOTPEOUTENHCKON) YIAaKOBKH;
Wndopmarys 06 M3MEHEHHSAX:
Iloonynxkm "n" usmenen ¢ 1 mapma 2020 e. - Dedepanvhuiii 3axon om 27 dexabpsa 2019 e. N 475-D3
Cm. npedvioyuyio pedaxyuio
1) JaTa HPHUHATHS PEIIEHUS O BO3MOYKHOCTH pPaccMaTpuBaTh JIEKAPCTBEHHBIN Ipenapar mpu
roCy/1apCTBEHHOW PErucTpaluy B KauecTBE Op(PaHHOIO JIEKApCTBEHHOTO Mpernapara (/75 JIeKapCTBEHHBIX
IpenapaToB /Ui MEIUIIMHCKOTO IPUMEHEHUS);
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Wndopmarus 06 H3MEHEHHSX:
Hloonynkm "p" usmenen ¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dekabps 2019 2. N 475-D3

Cm. npeodvloywyro peoakyuio
p) HaIMuYMe JICKApCTBEHHOTO Iperapara B IepevHe >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JICKapPCTBEHHBIX MPENapaToB (IJIs IEKAPCTBEHHBIX MPEMapaToB sl METUITUHCKOTO MPUMEHEHHUS ),

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmosiwezo
DeodepanvHoeo 3akoHa donoanen noonyukmom "c", ecmynarowum 6 cuny ¢ 1 urons 2015 e.

C) HAJIMYKE B JIEKAPCTBEHHOM IIpenapaTre HapKOTUUYECKUX CPEACTB, IMCUXOTPOIHBIX BEIIECTB U HX
MIPEKYPCOPOB, MOJISKAIIMX KOHTPOIIO B Poccuiickoit denepanuiu, B COOTBETCTBUH € 3aKOHOAATEIbCTBOM
Poccuiickoit @enepannu, MeKIyHapoOAHbIMU 1oroBopamu Poccuiickon denepanuu, B TOM uncie EnnHoit
KOHBEHIIMEN O HapKOTHYecKuX cpeactBax 1961 roma m KonpeHniueil o ncuXoTponHbIX BemecTBax 1971
rona;

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabdps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmosiwe2o
DeodepanvHoeo 3aKkoHa 0onoanen noonyukmom "m", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
T) uwHpOpMAIUSA O TOM, SIBISICTCS JIM JAHHBIA JIEKAPCTBEHHBIA MpemapaT pedepeHTHBIM
JIEKapCTBEHHBIM MPENapaToM;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmoswezo
DedepanvHozo 3akoHa dononnen noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urons 2015 a.
y) CBEIEHHsI O TOjaye 3asBICHHS O BHECEHWM W3MEHCHHMH B JIOKYMEHTBI, COJICpIKAIlUecs B
PETHCTPAIIMOHHOM JIOChE Ha JICKAPCTBEHHBIN MIperapar;
&) yrpatun cuny ¢ 1 mapta 2020 r. - @enepanbublii 3akoH oT 27 nekadps 2019 r. N 475-03

Undopmarist 06 n3MEHEHUX:
Cm. npeodvloywyro peoakyuio

DedepanvHvim 3akoHom om 22 dexabps 2014 2. N 429-D3 nynkm [ vacmu I cmamou 33 Hacmoswe2o
DedepanbHo2o 3axona dononner noonyukmom "x", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
X) CPOK BBEACHHUSI JIEKAPCTBEHHOI'O IIpernapara B rpaKIaHCKUIl 000poT;
2) B OTHOUIEHUHU (hapMalleBTUYECKUX CYOCTaHIIHIA:

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexkaops 2014 2. N 429-D3 6 noonyukm "a" nynkma 2 yvacmu I cmamou
33 nacmosaweeo PedepanbHoco 3aKOHA 6HECeHbl UsMeHeHUs, ecmynarouue 6 cuiy ¢ 1 utona 2015 a.

Cm. mexcm noonyukma 6 npeovioyujeil peoaxkyuu

a) HauMEHOBaHUE (hapMaleBTUUECKOM CyOCTaHIUMM (MEXIyHapOJHOE HENaTeHTOBAHHOE, WM
IPYIIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMUS);

0) HaMMEHOBAaHHUE U aJpeC MPOU3BOAUTENS (hapMaleBTHUECKONW CyOCTaHINH;

B) CPOK TOAHOCTH (PapManieBTUIECKON CYOCTaHITNH;

I') yCJIOBHUsI XpaHEeHus papMalieBTUYECKON CyOCTaHIINH;

n) HoMmep (apMakomelHONW cTaThM WJIM B ClIyd4ae €€ OTCYTCTBUS HOMEpP HOpPMaTHUBHOM
JIOKYMEHTAIUH JT100 HOPMATUBHOTO IOKYMEHTA;

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 2 wacmu I cmamou 33 nacmosuezo
Deoepanvroeo 3akoHa dononnen noonyukmom "e", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
€) Hanuuue (hapmarieBTHYeCKON CyOCTaHIIMHM B NepeyHe HAPKOTUYECKUX CPEJICTB, TICHXOTPOIHBIX
BEIIIECTB M HX MPEKYPCOPOB, MOMJIEKAIUX KOHTpoJto B Poccuiickoi denepanuu, B COOTBETCTBHHU C
3aKoHOAaTenbCcTBOM Poccuniickoit @enepannn, MexKIyHapOoaHbIMU Aorosopamu Poccuiickonn denepanuy,

B TOM uucie EjamHol KOHBeHIMEN O HapKoTHueckux cpeactBax 1961 roma w KonBenuwmein o
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NICUXOTPONHBIX BemecTBax 1971 rona.

Wndopmarus 06 H3MEHEHHSX:

@eoepanvrvim 3akonom om 22 oOexabps 2014 2. N 429-D3 uwacme 2 cmamvu 33 nacmosiwezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxKyuu

2. dapmaneBTHYECKasi CyOCTaHIMS, TMPOU3BEACHHAS I pea3alid, MOXKET OBITh BKIIIOYCHA B
rOCY/IapCTBEHHBIH PEeCTp JIEKapCTBEHHBIX CPEACTB HA OCHOBAaHMM 3asBIICHUS pa3pabOT4YMKa HWIIU
NPOM3BOUTENS JIEKAPCTBEHHOTO CPEJICTBA JIMOO YIOJIHOMOYEHHOTO WMH IOPHIMYECKOTO JMIa TNpU
YCIIOBUU TPOBEIEHUS B OTHOUICHHMM TakKoW (hapMaleBTUUECKOl CyOCTaHIIMU SKCIEePTH3bl KadyecTBa
dapManeBTUYECKON CyOCTaHIIMM B TIOPSIKE, YCTAHOBIEHHOM crarhell 34 Hactosmero denepanbHOTO
3akoHa. B oTHomeHun (QapmaneBTHUECKUX CYOCTaHLUN, TNPOU3BEACHHBIX JUIS peaju3aluu, B
rOCYJapCTBEHHOM peecTpe JEKAPCTBEHHBIX CPEACTB COJEPKHUTCA CleAyIoUIast HH(POpMAIIHS:

1) HauMeHoBaHHe (hapMalleBTHUECKON cyOcTaHIuU (MEXIyHApOJIHOE HENaTEeHTOBAHHOE, WIIU
IPYINIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 2 usmenen c 1 sneaps 2018 e. - @edepanvhuiii 3axon om 28 oexaobps 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio

2) HauMEHOBaHHME, aJpec MPOU3BOAUTEINS (PapMaLEeBTUIECKON CyOCTaHIINH, a TAK)KE B OTHOIICHUU
JIEKAPCTBEHHBIX CPEACTB JUII MEIMULMHCKOIO NPUMEHEHHUS CBEACHHUS O PErUCTPALMHU MPOU3BOAUTEIS
(dapManieBTHYeCKO CyOCTAaHIIMM B KAdeCTBE HAJIOTOIUIATENbINNKA B CTpPaHE pErUCTpanuu (s
POCCUHCKHUX IOPUAMYECKUX JIMI - WIACHTHU(PUKAIMOHHBII HoMep Hanmoromuiarensiiuka (MHH), nns
MHOCTPAHHBIX IOPUAWYECKUX JIML[ - CTpaHa PErucTpaluy, HAaUMEHOBAHUE PETUCTPUPYIOIIEro Opraa,
PErUCTPALIMOHHBIA HOMEp, KOJI HaJOrOoIIaTeNblINKa B CTpAaHE PETUCTpalud (MHKOPIOPALMU) WU €ro
aHajor);

3) cpok rogHOCTH (hapMalleBTUYECKOM CyOCTaHIInu;

4) ycnoBus XpaHeHUs! papMarieBTUIECKON CyOCTaHIINN;

5) Homep (apmakomneiiHON craThM MO0 B ciy4yae ee OTCYTCTBUS HOMEp HOPMaTHBHOM
JIOKYMEHTAIlMU WJIM HOPMATUBHOTO JIOKYMEHTA;

6) Hanuuue (papmManeBTUYECKO cyOCTaHIIMU B TepevyHe HAPKOTUYECKUX CPEACTB, MCUXOTPOMHBIX
BEILIECTB M UX NPEKYpPCOPOB, MOMJICKAIUX KOHTPOJr0 B Poccuiickoi denepaunu, B COOTBETCTBHH C
3aKoHOAarenbCcTBOM Poccuniickoit Denepannn, MeKIyHapOoAHbIMU AoroBopamu Poccuiickonn denepanuy,
B TOM uucie Enunoil koHBeHIMeld O HapKOTHYECKHWX cpenactBax 1961 roma u Kousenmmein o
MICUXOTPONHBIX BemecTBax 1971 roaa;

7) nara BKJIIOYEHHS (papMaleBTUUYECKON CYOCTaHIIMM B TOCYJAapPCTBEHHBIN PEECTp JIEKapCTBEHHBIX
CpEe/CTB, JlaTa BHECEHHUsS U3MEHEHUH B JOKYMEHTHI (hapMalleBTHUECKOW CyOCTaHIMH, JaTa UCKIFOYEHUS
(bapMmarneBTHYECKON CYOCTAaHIIMH U3 TOCYAapCTBEHHOTO PEecTpa JIEKapCTBEHHBIX CPECTB.

3. Ilopsaok BeneHUs TOCYJApCTBEHHOTO pEecTpa JIEKApCTBEHHBIX CPENCTB JJIS MEIULHUHCKOIO
OPUMEHEHHUS U TOPS/JI0K BEAEHUS TOCYAApCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEACTB  JUIA
BETEPUHAPHOTO MPHUMEHEHUS YTBEPKIAl0TCSd COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (heepaabHbIM
OpraHOM MCIOJHUTEIBbHOU BJIACTH.

TAPAHT:

Cwm. koMMmeHTapuH K ctaTthe 33 HacTosmero denepanbHOro 3aK0Ha

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axonom om 22 Odexabps 2014 2. N 429-D3 naumenosanue cmamou 34 Hacmoswe2o
DedepanbH020 3aKOHA U3NOACEHO 8 HOBOU pedarkyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mekcm HAUMeHOBAaHUs 8 NPedblOyuel peoaKyuu
Crarbs 34. BxitoueHHE B TOCYIapCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEACTB M HCKIIFOUEHHUE U3
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TOCY/IapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB (hapMaleBTHUECKONH CYOCTAaHIIHNH,
MIPOU3BENCHHOM JUIsl peanu3aiuu

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uacmv 1 cmamvu 34 nHacmoswezo
DedepanvbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
1. Jns BriarodeHus (apmaieBTUYECKO CyOCTaHIMK, TPOM3BEACHHOW [UIS pealn3alud, B
TOCYIapCTBEHHBIN PEECTp JIEKAPCTBECHHBIX CPEICTB, TPOBOAUTCS IKCIIEPTH3a €€ KauecTRa.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 2 usmenena c 1 ausaps 2021 2. - @edepanvhwiii 3akon om 27 dekabps 2019 . N 478-D3

CMm. npedvloyuyro pedaKyuio
2. DkcmepTH3a KadecTBa YyKa3aHHOM B wacTu | Hacrosmed cratbu (hapMareBTHUECKOM
CyOCTaHIIMM, COCTABJICHHE KOMHCCHUEH JKCIIEPTOB 3aKJIIOYEHUH 1O Pe3ysbTaTaM 3TOH 3KCIEPTH3bl U HX
HaNpaBJICHUE B YIOJIHOMOYCHHBIH (hefepalbHblii OpraH HCIOJHUTEIBHON BIIACTH OCYIIECTBIISIOTCS B
CPOK, HE TPEBBIMIAONINA MIECTHASCATH paboynX JHEH CO THS MOJYYEHUS SKCHEPTHBIM YUYPEKICHUEM
COOTBETCTBYIOIIIETO 3aJlaHUsl YIIOJHOMOYEHHOTO (hefepalbHOTO OpraHa WCIOJHUTEIBHON BIIACTH U
CIICIYIOIIHX TOKYMEHTOB (CBEACHUH):

Undopmariis 06 M3MEHEHHSX:
Ilynkm 1 usmenen c 1 ansapsa 2021 a. - @edepanvhuiii 3axon om 27 dexaops 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio
1) cBeneHHst O Jare MPEJOCTABICHUS M PETUCTPANMOHHOM HOMEpE JIMIIEH3WH Ha TPOM3BOJICTBO
JICKapPCTBEHHBIX CPEJICTB UJIU CBEICHUA O J1aTe MPEIOCTaBICHHUS U PErUCTPAIMIOHHOM HOMEpE 3aKITI0YCHHUS
O COOTBETCTBHHM TIIPOW3BOJMTENS JICKAPCTBEHHBIX CPEJACTB TPEOOBAHMSAM TIPaBUJ  HaJICKAIIEH
MPOU3BOJICTBEHHON MPAKTUKH, BBITAHHBIX (MPEAOCTABICHHBIX) YIIOJHOMOUYEHHBIM (pe/lepaibHBIM OPraHOM
WCTIOJTHUTEIIEHON BJIACTH, B CIIy4ae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOTO CPEJICTBA OCYIIECTBIISICTCS B
Poccuiickoit denepanuu;

Wndhopmarrist 06 n3MEHEHUSX:
Ilynkm 2 uzmenen c 15 uronsn 2018 2. - @edepanvrviii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

2) Komusi JOKYMEHTa, BBIJAHHOIO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IMPOU3BOAUTENS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPKAAIOIIEr0 pa3pelieHue IPOU3BOCTBA JIEKAPCTBEHHOIO CPEACTBA, U
€ro MepeBoJl Ha PYCCKUI S3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM IOPSIJIKE, a TAK)KE KOMMSI 3aKJIIOUEHUS O
COOTBETCTBUM  IPOM3BOJAUTENS  JIGKAPCTBEHHBIX CPEACTB  TpeOOBaHMSM  IPaBUI  HaJUIeXallen
IPOU3BOJICTBEHHONW MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (pe/lepabHbIM OpraHOM HCIOJIHUTEIbHOU
BJIACTH, JMOO KOMHUS PELIeHHs YIOJIHOMOYEHHOro (elepalbHOr0 OpraHa HMCIOJHUTEIbHOM BIIACTH O
IPOBEJCHUN HHCIEKTUPOBAHUSI TMPOU3BOAUTENS JIEKAPCTBEHHOI'O CpPEJACTBA. YKa3aHHBIE JOKYMEHTBI
IIPEJICTABIISIFOTCS B Cllydae, €CJINM IPOU3BOJICTBO JIEKAPCTBEHHOIO CPEJICTBA OCYIIECTBIISAETCS 3a IPEIEIaMHU
Poccuiickoit ®exneparnuu;

3) TOKyMEHT, coaepKalluil cleylonue cBeJeHUs 0 (papMaleBTHIecKoil cyOcTaHIuu:

a) HauMeHOBaHue (papMaleBTUYECKON CyOCTaHINH, €€ CTPYKTYpa, OOII1e CBONCTBA;

0) HaMEHOBAaHUE U aJJPEC MPOU3BOIUTEINS;

B) TEXHOJIOTHS MPOU3BOJCTBA C ONMUCAHUEM CTaJWN MPOU3BOJICTBA U METOJIOB KOHTPOJISI Ha BCEX
CTalusAX MPOU3BOJCTBA;

I') onucaHue pa3paboTKu Mpolecca MPOU3BOICTBA;

J) ONHMCAaHWE KOHTPOJS KPUTUYECKUX CTaJuil TIpolecca IMPOU3BOACTBA U MPOMEKYTOUHOM
IPOAYKLIHH;

€) IOKYMEHTaJIbHOE TOITBEPKACHUE (BaIMIalIMsl) IPOIIECCOB U (UJIM) UX OLIEHKA;

’K) CBOMCTBA M CTPYKTYpa JIeHCTBYIOIINX BEIIECTB;
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3) XapaKTepUCTHKA MPUMECEH;

1) cnernuukanus Ha (apMaleBTHUECKYI0 CyOCTaHIIUIO M €€ 000CHOBAHME;

K) aQHAIUTUYECKHE METOJMKH, HCIOIb3yeMble TIPU OCYIICCTBICHHUH KOHTPOJS KadecTBa
dbapmaneBTUUECKON CyOCTaHIINH;

J) TOKYMEHTAILHOE TOJTBEPKICHUE (BAIMIAINS) AaHATUTUICCKIX METOAMK, UCTIONb3YEMbIX MPH
OCYIIECTBICHIH KOHTPOJISI KauecTBa (hapMalneBTHIECKO CyOCTaHIINY;

M) pe3yJIbTaThl aHAIH3a Cepuil (hapMalleBTHUECKON CYOCTaHIINH;

H) MEPEUYCHb CTAHIAPTHBIX 00PA3IIOB MM BEIIECTB, UCIOIb3yEMbIX TIPU OCYIIECTBICHHH KOHTPOJIS
Ka4yecTBa,

0) OITMCaHHE XaPAKTEPUCTUK U CBOMCTB YITAKOBOYHBIX MAaTEPHAJIOB U YKYIIOPOYHBIX CPE/ICTB;

1) IaHHBIC O CTA0WIBHOCTH (papMaIieBTUIECKON CyOCTaHITIH;

P) CPOK TOJTHOCTH;

Wndopmarius 06 M3MEHEHUAX:

Yacms 2 oonoanena nynkmom 4 ¢ 1 smeapsa 2018 2. - Deodepanvruiii 3akon om 28 dexabps 2017 e.
N 425-D3

4) TOKYMEHT, COJICp>KaIINi CBEIEHUSI O PETUCTPALIMU ITPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB IS
MEJIMIIMHCKOTO MPUMEHEHHUS B Ka4eCTBE HAIOTOIUIATEINBIINKA B CTpaHE perucTpamuu (s pOCCHICKUX
IOPUAMYECKUX JIMI - WACHTU(PUKAIMOHHBIM HOMep Hamoromnatenbiinka (MHH), nns wHOCcTpaHHBIX
IOPUIMYECKUX JIUI] - CTPaHa PETUCTPALNH, HANMEHOBAHUE PETHCTPHUPYIONIETO OpraHa, PerucTpaluOHHBINA
HOMeEp, KOJI HAJIOTOIUIaTeNbIINKA B CTPaHe PErucTpanuy (MHKOPIIOPAIlMK) UK €ro aHajor).

3. Jns mpoBedaeHHsT SKCHEPTU3bl KadecTBAa YKa3aHHOM B dacTu | HACTOALIEH CTaTbU
dbapmalieBTUYECKON CyOCTaHIIMU 3asBUTEb MPEACTABISET B YINOJIHOMOYEHHBIH (heaepanbHbli Opran
WCIIOJTHUTEJIbHOM BJIACTH:

1) 3asBreHHME O BKIIOYEHUH B TOCYAApCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB JTaHHOU
(dapManeBTUYECKON CyOCTaHIINN;

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynkm 2 wacmu 3 cmamvu 34 Hacmosiuje2o
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, escmynaowetl 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu

2) xomusl JIOKYMEHTa, TIOJTBEPKIAIONICTO YIUIATY TOCYAapCTBEHHOW TMONUIMHBI 33 BKIIOYCHHE B
rOCY/IapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEICTB (hapMalleBTHUECKON CyOCTaHINH, IPOU3BEACHHON IS
peanmu3aruu, 1100 Mo COOCTBEHHOW WHUIIMATHUBE YKa3aHHBIA JOKYMEHT. B ciydae ero HempeacTaBieHHs
3asiBUTENIEM YIOJHOMOUYEHHBIN (heiepanbHblii OpraH HCIOJHUTEIBHON BIACTH MpPOBEpseT (PakT yIUIaThbl
rOCY/IapCTBEHHOW IMONUIMHBI 3asBUTEJIEM C UCIOJIb30BaHWEM WH(MOpMANUU 00 yIuiate rocyJaapCTBEHHOMN
MOILUIMHBI, cojaepkamieiicss B ['ocymapcTBeHHON WHGOPMAIMOHHOW CHCTEME O TOCYIapCTBEHHBIX H
MYHHIIMITATBHBIX — IUIATE)KaX, HA OCHOBAaHWUHM IPEJCTABICHHOW 3asBHTENEM KOIMHWH JOKYMEHTA,
MOJITBEPIKIAIOIIETO YIIIATy TOCYJapCTBEHHOM MOIUINHBI;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ nynkm 3 uvacmu 3 cmamovu 34 nacmosiuie2o
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nyHkma 6 npeovloyujeli pedaxyuu
3) IOKyMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOSIIEH CTAaThU;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacms 3 cmamovu 34 Hacmosweeo
DedepanbHo20 3aK0Ha 0onoaHeHa nyhkmom 4, ecmynarowum 6 cuny ¢ 1 uronsa 2015 2.
4) 3asBieHHE O BblJaye pasperieHus Ha BBO3 B Poccuiickyio ®denepanuio KOHKPETHOW MapTHH
HE3apErNCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEJCTBA, NMPEJHA3HAYEHHOIO MJIs IPOBEJIEHUS YyKa3aHHOU
JKCIIEPTU3BI.

Wndopmarys 06 M3MEHEHHSAX:
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Cmamuws 34 oonoanena uacmoio 3.1 ¢ 1 sneaps 2021 2. - @edepanvrviii 3axkon om 27 dexabps 2019 e. N
478-D3
3.1. B ciyuyae HempeICTaBlIeHHs C 3asABICHUEM O BKJIIOYEHMM B TOCYIAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEICTB (hapMaleBTHUECKOM CyOCTaHIIMM JOKYMEHTOB, IOATBEPXKAAOUMX YIUIATy
rOCYJapCTBEHHOHN MONUIMHBI M YKa3aHHBIX B ITYHKTE 2 4acTH 3 HACTOAIICH CTAaThH, a TAKXKE BHIJaBACMbIX
(mpenocTaBisieMbIX) YIOJHOMOUYEHHBIMH (pe/iepaibHbIMU OpraHaMu MCIIOJHUTEIbHOMN BIACTH JOKYMEHTOB
(cBemeHumii), yka3aHHBIX B IMyHKTax | W 2 gacTu 2 HACTOSIIEH CTAaThH, YIMOJTHOMOUYEHHBIN (enepaabHbIi
OpraH MHCIIOJHUTEIbHOM BIACTU 3alpallliBaeT yKa3aHHbIE JOKYMEHTHl (CBEIEHHs) B IOpsJKe
MEKBEJOMCTBEHHOTO HH(OPMAIIMOHHOTO B3aUMO/ICHCTBUSI.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-d3 6 uacmes 4 cmamvu 34 nacmosiuezo
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu

4. B Teuenue necatu pabouux AHEW CO JHS MPUHITHS 3asBJICHUS O BKIIFOUEHUH YKa3aHHOW B 4acTu
| HacTosmed crtarbu (hapMaleBTHUECKOW CyOCTaHIMHM B T'OCYJapCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEICTB M JOKYMEHTOB, IEPEUYUCIEHHBIX B 4YacTH | M nyHKTe 2 yacTu 3 HACTOSIIEW CTaThy,
YIIOJIHOMOYEHHBIH (heiepalibHbIi OpraH UCIOJHUTEIbHOMN BIIACTH:

1) npoBOIUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JAHHBIX, COAEPKAILIMXCS B IPEICTaBICHHBIX
3asBUTEJIEM JIOKYMEHTAX;

2) mpUHMMAET pELIEHUWE O HAIpPABJIEHUU B HKCHEPTHOE YUPEXKICHUE 3aJaHUsl Ha IPOBEICHUE
9KCHEPTU3bl KAYeCTBa yKa3aHHOHN B uacTu | HacTosllel cTaTbu (apMaleBTHUECKONW CyOCTaHIIUU UM 00
OTKa3e B TAaKOM HAIlpaBJICHUH;

3) yBeOMIISIET B 3JIEKTPOHHOW WJIM MUCbMEHHOU (hopMe 3asiBUTENS O NPUHATOM PELICHUU WU B
cllydae 0TKa3a C yKa3aHHEeM IIPUYMH TaKOro OTKa3a.

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 25 nosaops 2013 2. N 317-@3 cmamvs 34 nacmosweco Dedepanvroo
3aKoHa 0onoHeHa yacmoio 4.1
4.1. B cny4ae BBIABICHHS HEIOCTOBEPHOCTH CBEJCHHH, COJEPKAIIMXCS B TMPEACTABICHHBIX
3asiBUTENIEM MaTepuaiax, YIOJHOMOYEHHBIN (enepalbHblii OpraH MCIOMHUTEIHHONW BIACTH HamNpaBIseT
3asBUTENI0 3ampoc 00 YTOYHEHHHM YKa3aHHBIX CBeJeHUMW. JlaHHBIA 3ampoc MOKET OBITh TepelaH
YIOJIHOMOYEHHOMY TPEICTABUTEINIO 3asIBUTENS JIMYHO MOJ PACMIHCKY, HAIMpPaBJIEH IO MOYTE 3aKa3HBIM
MMCbMOM WJIM TI€peJiaH B DJIEKTPOHHOW (PopMe Mo TeIEeKOMMYHHUKAIIMOHHBIM KaHallaM CBsi3u. B ciydae
HaIlpaBJIEHUsl JAaHHOTO 3ampoca MO MOYTE 3aKa3HbIM MUCbMOM OH CUMTAETCS MOJYYEHHBIM 110 UCTEUEHUH
IIECTH THEH ¢ JaThl HANpPaBJIEHUs 3aKa3HOTO MUChMa.

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3axonom om 25 nosaops 2013 2. N 317-@3 cmamvs 34 nacmosweco Dedepanvroo
3aKOHA 0ONOJHEHA Yacmoio 4.2
4.2. 3asBuTenb 00s3aH MPEACTaBUTh OTBET Ha 3allpoc YIOJIHOMOYEHHOTro (heepaabHOro opraHa
UCTIOJIHUTENIHOW BIIACTH B CPOK, HE NPEBBIMIAIOMIMN JEBSIHOCTa pabo4YMX JHEW cOo JHS MOIydeHUs
naHHoro 3ampoca. Cpok, yka3aHHbIM B uacTu 4 HAcTOSIIEW CTaThbd, MPHOCTAaHABIMBAETCA CO JHS
HalpaBJICHUS 3asBUTEIIO 3aIpoca YIOJIHOMOUYEHHOTO (peepanbHOr0 OpraHa MUCIOJIHUTENbHON BIACTH 10
JTHS TIOJTYYE€HHsSI UM OTBETa Ha JIaHHBIM 3alpoc U HE YYUTHIBAETCS NMPU MCUUCICHHUU CPOKa SKCIEPTU3bI
KadyecTBa (papMalleBTUYECKOW CYOCTaHIIMM, HEHCIIOJIb3YyeMONM TpU TMPOU3BOJCTBE JIEKAPCTBEHHBIX
IpernapaToB.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacms 5 cmamovu 34 Hacmosweeo
DedepanbHo20 3aKOHA U3NOACEHA 8 HOBOU pedaryuu, ecmynarowetl 6 cury ¢ 1 urons 2015 a.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
5. OcHOBaHUEM MJI1 OTKa3a B HAIMPABJICHHH B DKCIIEPTHOE YUPEKICHUE 3aJlaHUsl Ha MPOBEICHUE
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HKCHEPTHU3bl KaUyecTBa yKa3aHHOHM B yacTu | HacTosIIeH cTaThu (hapMaleBTHUECKONW CyOCTaHIIUU SBIISIETCS
HENpPEeJCTaBICHNE JAOKYMEHTOB, YKa3aHHBIX B 4acTH 2 HACTOSUIeH cTaThu, OTCYTCTBUE HHGOpMaIuw,
MOJATBEPXKIAIOMIEH (akT YIUIaThl TOCYJapCTBEHHOH TMONUIMHBI 33 BKIIOYEHUE (HapMaleBTUIECKOM
cyOCTaHIIMM, MPOW3BEACHHON IJs peaiu3alii, B IOCYAapCTBEHHBIA peecTp JIEKAPCTBEHHBIX CPEICTB,
HENPEJCTaBICHNUE 3asBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIM B uactu 4.1 Hacrosiuen
CTaThH 3aMpoC YIMOJIHOMOYEHHOTO (elepalbHOrO OpraHa HCIOJIHUTEIbHOW BIACTH WM IPE/ICTaBICHHE
JOKYMEHTOB, HE COACPIKAIINX HCYEPITBIBAIOIETO MEePEYHs] HEOOXOJMMBIX CBEICHUI.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-d3 6 uacms 6 cmamvu 34 nacmosuezo
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeti peoaxKyuu

6. B Teuenme nATHaAUATH pabOUYMX JOHEH €O JAHS IOJYYEHMS] DPELIEHUS YIOJIHOMOYEHHOIO
(enepasbHOro OpraHa MCIHOJIHUTEIBHOM BJIACTH O HANpaBIECHUU B HKCIEPTHOE yUPEXICHUE 3aJaHMs Ha
MIPOBEICHUE DKCIEPTU3bl KauecTBa YKa3aHHOM B dacTu | HacTosmed craTbu (papMareBTUYECKOM
CyOCTaHIIMM 3asBUTEIb MPEJICTABISAET B SKCIEPTHOE YUPESKICHHUE JUISI NPOBEIEHUS JaHHON SKCIEepTH3bI
00pa3ubl papMarieBTUYECKONH CyOCTaHIIMM B KOJMYECTBE, HEOOXOAUMOM JUIsl BOCHIPOM3BEICHUS METO/I0B
KOHTPOJISI KadecTBa. OKCIEPTHOE YUPEKICHHE MpHU IOJydeHHH oOOpa3loB yKa3aHHONH B dactu 1
HACTOALIEH cTaThbu (hapMalleBTUUECKON CyOCTaHIIMM BbIIAET 3asBUTENIO JOKYMEHT, MOATBEPKIAIOLINN
HOJIy4eHHUe 3TUX 00pa3LoB, U B CPOK, HE MPEBBILIAIOIININ TpeX pabouux AHEH, yBeAOMIISET B JIEKTPOHHOM
VI TTHCbMEHHOHN (popMe 00 3TOM YHOJTHOMOYECHHBIH (hefepabHbIid OpraH UCHOJIHUTEIBHOW BIACTH. JTH
CPOKH HE BKJIIOUAIOTCS B CPOK IIPOBEJAEHUS TaHHOM dKCIIEPTU3HI.

7. JIOKyMEHTBI, IOCTYIIHUBIIKXE B 3KCIEPTHOE YUPEKACHUE JUI IIPOBEACHUS DKCIIEPTU3bl Ka4yeCTBa
yKa3zaHHOM B uacTu | Hacrosdmed craTbM (apMmaleBTHYECKON CcyOCTaHIUM, IOJJIeKaT BO3BpaTy B
YIIOJIHOMOYEHHBIN (hesiepabHbIii OpraH HCIOJHUTEIBHON BIACTH OJHOBPEMEHHO C 3aKIIOYECHUSMH TI0
pe3yJibTaTaM POBEACHHON 3KCIIEPTU3HI.

8. B cpok, He mpeBbIIAIOIIMM MSATH pabouux AHEH CO JIHS MOJIyUYEHHUS 3aKIIIOUEHUS KOMHUCCUHU
JKCIIEPTOB M0 pe3yJbTaTaM »JKCIEPTH3bl KauecTBa YKa3aHHOM B YacTM | HacToAIEH cCTaTbu
dbapmareBTUUECKON CyOCTaHITNH, YITOJITHOMOYEHHBIN (peepaibHbIi OpraH UCIIOTHUTEIBHON BIIACTH:

1) ocymiecTBiIsIeT OLEHKY TAaKOTO 3aKJIFOUEHMs JJIsl ONpENIEeHUsl ero COOTBETCTBHS 3aJaHUI0 Ha
IIPOBE/ICHNE TAaHHON DKCIIEPTHU3HI;

2) TmnpuUHMMaeT pelleHHe O BKIIOYEHHMM YyKa3aHHOM B dyactu | HacTosmed craTbH
(dapmalieBTUYECKON CyOCTaHIIMM B FOCYAapCTBEHHBIH PEECTp JIEKApCTBEHHBIX CPEJACTB WM pelieHue o0
OTKa3€ B TAKOM BKJIIOUECHHUH,

Wndhopmarust 06 n3MEHEHUSX:
Ilynkm 3 uzmenen c 28 doexabps 2019 e. - @edepanvuwiii 3axkon om 27 dekabps 2019 2. N 462-D3

CMm. npedvloywyro pedaKyuio
3) BHOCUT NpHU MNPHUHITUM PEIICHHS O BKIIIOUEHUWM YyKa3aHHOM B wacTu | HacTosIIEH CTaTbu
(dapmarieBTHYeCKON CyOCTaHIIMN B TOCYAAPCTBEHHBIN peecTp JEKapCTBEHHBIX CPENICTB MPEAYCMOTPEHHYIO
yacTbio 2 cTtarb 33 Hacrosiero denepaJbHOrO 3akOoHa HHGPOpPMAIMIO U YBEJOMIIsieT 00 3TOM B
9JIEKTPOHHON WJIM MUCbMEHHOHN (opMe 3asBUTEIIS.
Wudopmanust 06 U3MEHEHUIX:
Yacmov 9 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utonss 2018 e. N 140-D3
Cm. npedvioyuyro pedakyuio
9. OcHoBanueMmM i OTKa3a BO BKJIIOYEHMM YKa3aHHOM B dacTu | Hacrosen
CTaThy (papMaleBTUYECKONW CyOCTaHIIMM B TOCYAApCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEICTB SIBISETCS
3aKJIFOYEHHE COOTBETCTBYIOLIETO YIMOJHOMOUYEHHOIO (he/iepalbHOTO OpraHa HCIOJHUTEIbHON BIACTH O
TOM, YTO KayecTBO (hapMalleBTUUECKON CyOCTaHIIMU HE TIOATBEPKICHO MOTy4YE€HHBIMU JaHHBIMHU.

Wndopmarys 06 M3MEHEHHSAX:
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Deoepanvrvim 3akonom om 22 Oekaops 2014 2. N 429-D3 cmamovs 34 nacmoswezo Dedepanvroo
3aKkoHa oonoanena wacmoio 10, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
10. He nmomyckaercsi BKJIIOYEHHUE B TOCYJAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPENICTB OJHOM
dapmalieBTUYECKON CyOCTaHIIMM, MPOU3BEICHHONW /Jisi pealu3alli U BBITYCKAeMOW OJHUM U TEM JKe
MIPOM3BOIUTENIEM, B BUJIC IBYX M 00Jiee peeCTPOBBIX 3aIHCEH.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 34 nacmoswezco DedepaivHoco
3aKkoHa oononnena wacmoio 11, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
11. BHecenue m3MeHEeHU B JOKYMEHTHI Ha (hapMaleBTUYECKYI0 CYOCTAHIIUIO, MMPOU3BEIACHHYIO
JUISL pean3alii U BKJIIOYEHHYIO B TOCYIapCTBEHHBIN PeecTp JIEKapCTBEHHBIX CPE/ICTB, OCYIIECTBIIAETCS B
HopsiiKe, YycTaHOBIEHHOM crartbamu 30 u 31 Hacrosimero ®denepanbHOro 3akoHa, € YIUIATON
roCyIapCTBEHHOM MONUIMHBI, MPETYCMOTPEHHON 3aKOHO1aTelIbecTBOM Poccuiickoi deaepanuu 0 Hajlorax
u coopax.

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 34 nacmosuwezco Dedepanvroco
3aKoHa oononnena wacmoio 12, ecmynaroweti 6 cuny ¢ 1 urons 2015 2.
12. JTomyckaercst oOpamnieHue (hpapManeBTUIECKUX CyOCTaHIIMMA, TIPOU3BEICHHBIX ISl pealIU3allHH,
B TE€UCHHME CTa BOCBMUIECITH JHEW N0 M TOCJE MPUHATUS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHOM
WCTIOJTHUTEIIbHON BIIACTH PEMICHUS O BHECEHWU HM3MCHCHHMH B JIOKYMEHTHI Ha (apMareBTHYCCKYIO
CyOCTaHIIMIO, TPOM3BENCHHYIO [UIsl peaju3alud M BKIIOYEHHYI0O B TOCYJapCTBEHHBINM peecTp
JIEKAPCTBEHHBIX CPEJICTB.

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Ooekaops 2014 2. N 429-D3 cmamvs 34 nacmoswezo Dedepanviozo
3aKoHa oononnena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.

13. Pemenne 00 HCKIIOYEHHWH U3 TOCYJApCTBEHHOIO pEECTpa JIEKAPCTBEHHBIX CPEICTB
(bapMmarieBTUYECKON CYOCTaHIIMM, HPOM3BEIAECHHON MAJIs pealn3allii, NPUHUMAETCS YHOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B CiIyYae:

1) npeacraBieHHs  COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepaJbHbIM  OpPraHoM
UCIIOJTHUTENIbHOM BJAacTHU 3aKJIIOYEHMs] O PUCKE MM 00 Yrpo3e »KU3HM WJIM 3JI0pPOBBIO uUeioBeKa JHO00
YKUBOTHOT'O IIPH UCIIOJIb30BaHUU JIEKAPCTBEHHOT'O CPENICTBA;

2) mojmauu pa3pabOTUMKOM JIEKAPCTBEHHOTO CPEICTBAa MWJIM IPOU3BOJIUTENIEM JIEKAPCTBEHHOTO
cpeAcTBa JUOO YMOJHOMOYEHHBIM MMHU JPYTUM IOPHUIAWYECKUM JIUIIOM 3asBIE€HHS 00 HCKIIOUYEHUH U3
rOCy/IapCTBEHHOI'O PEecTpa JIEKAPCTBEHHBIX CPEJCTB (papMaleBTUUECKOW CyOCTAaHILIMU, MPOU3BEIECHHOMN
JUIsl pealln3aluy;

3) oTcyTcTBUS (PapMalleBTUYECKON CYOCTAHIINH, IPOU3BEIACHHOM I peaau3aliu, B 00palieHuu B
Poccuiickoit @enepanuu B TeueHue Tpex U Oosee JeT.

TAPAHT:

Cwm. kommeHTapuH K ctathe 34 HacTosmero denepanbHOro 3aK0Ha

Crarbsa 35. Yrpatuia cuiy ¢ 1 urong 2015 r.

Wudopmanust 06 N3MEHEHUAX:

Cm. mexkcm cmamou 35

Cmamuws 36 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 dexaops 2019 e. N 475-D3

CMm. npedvloyuyro pedaKyuio
Crarbs 36. OOxanoBaHue pemieHus o0 OTKa3e B Bbau€ pa3pelieHHus Ha IpPOBEACHUE
KJIMHUYECKOTO MCCJIEOBAHUSl JIEKAPCTBEHHOI'O TIperapara, pemieHuss o0 OTkaze B
roCy/IapCTBEHHOW pEerucTpanuu JEKapCcTBEHHOIO Ipernapara, 3aKJIIOUeHUs KOMHCCHUU
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HKCIEPTOB AKCIEPTHOIO YUPEKACHUSI UITU 3aKITIOUEHMSI COBETA 110 ITUKE
Pemenrie cOOTBETCTBYIOMIETO YIOJHOMOYEHHOTO (heJiepaibHOro OpraHa MCIOIHUTEIbLHONW BIIACTH
00 OTKaze B BbIAU€ PA3PELICHUS Ha IPOBEAECHHUE KIMHUYECKOIO HCCIIEIO0BAaHUS JIEKAPCTBEHHOIO
mpernapara, pelleHHue YKa3aHHOro (QelepalibHOr0 OpraHa HWCIOJHUTENBHONM BiacTh 00 OTKaze B
rOCy/IapCTBEHHOW PETUCTPALUU JIEKApCTBEHHOIO Ipenapara, 3akiI0YeHHE KOMHUCCUU JKCIEPTOB
9KCIIEPTHOIO YUPEKICHUS WIM 3aKII0YEHHE COBETa IO 3TUKE MOXKET OBITh 00KajJOBaHO B MOPSIKE,
YCTaHOBJIEHHOM 3aKOHOAATenbCTBOM Poccuiickoil ®enepauuu. 3akiarO4eHHE KOMHUCCUHU 3KCIIEPTOB
SKCHEPTHOIO YYPEKIAEHUS O B3aWMO3AMEHSEMOCTH JIEKapCTBEHHBIX NPENapaTroB Il MEIULUHCKOIO
IPUMEHEHHUS JIMOO O TOM, YTO JIEKAPCTBEHHBIN Mpenapar JUisl MEAUIMHCKOTO IPUMEHEHUS HE SIBJISETCS
B3aMMO3aMEHSAEMbIM, MOXKET OBITh O00KaJOBAHO JeprKaTelieM WU BIAAENbLEM PEruCTPALMOHHOTO
YIOCTOBEPEHUS JICKAPCTBECHHOI'O Mpenapara B yIMOTHOMOYCHHBIN (efepaibHbId OpraH MCIOJTHUTEIHHON
BJIACTHU, KOTOPBIA MPUBIIEKAET K PACCMOTPEHUIO YKa3aHHOM KaJloObl MOJBEIOMCTBEHHBIE €My Hay4yHBIE
OpraHu3aly 1 00pa3oBaTeIbHbIE OPTaHU3AIMH BBICIIEr0 00pa30BaHus, OCYIIECTBISIONINE AEITEIbHOCTh
B cepe oOpaiieHus IJ€KapCTBEHHBIX CPEICTB. 3aKIIOUYEHHE KOMHUCCHUU SKCIEPTOB HKCIEPTHOTO
yupexaeHus, opopMICHHOE 110 UTOTaM IepecMOoTpa 00’KaTOBaHHOTO 3aKIIIOYCHHUS SKCIIEPTa, MOXKET OBITh
OCIIOPEHO JIepKATEJIEM WIH BIIAJIEIbLUEM PErHCTPALMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara
aM00 YINOJIHOMOYEHHBIM HMH JIMIIOM B TOpSAKE, YCTAaHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit
Oenepanun. [Ipu 00xkaloBaHUU pEIICHUS YIOJIHOMOYEHHOTO (heaepaabHOro OpraHa MCHOJHUTEIbHOU
BJIACTH, 3aKJIIOYEHUS SKCIIEPTa WM KOMHCCHUU 3KCIEPTOB IKCIIEPTHOIO YUPEKACHHUS, 3aKIIOUEHHS COBETA
0 ATHUKE JepKaTellb WU BIaJelNel] PeTUCTPALlMOHHOTO YIOCTOBEPEHHUSI JIEKApCTBEHHOTO Mpernapara oo
YIIOJTHOMOYEHHOE MMU JIMIO BIPABE MPEACTaBUTH PE3YNbTAThl AKCIEPTU3bI JEKAPCTBEHHOI'O Ipernapara,
MPOTOKOJNBI ~ TMOJYYEHHBIX  AKKPEJUTOBAHHBIMH  HCHBITATENILHBIMH  JIabopaTopusiMu  (LIEHTpaMHu)
pe3yJIbTaTOB UCCIEAOBAHUM, UCTIBITAHUMN.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 36 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Crarbsn 37. HHbopmauus, cBsA3aHHAs C OCYIIECTBIEHHEM TOCYIapCTBEHHOH perucrpaunuu
JIEKapCTBEHHBIX TpenaparoB, MH(GOpMalUs O 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
Ipernaparax 1 JIEKapCTBEHHBIX IIpelapaTax, HCKIYEHHbBIX U3 TOCYJapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEJICTB

Wndopmarys 06 H3MEHEHHSAX:
Yacmo 1 usmenena c 13 ageycma 2019 2. - @edepanvhuiil 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
1. CoOTBETCTBYIOLIMI YIOJIHOMOUYEHHBIH (enepaqbHblii OpraH HCHOJHUTENbHON BJIacTu

pa3Meriaer Ha cBoeM oduIManibHOM caiite B cetn "MHTepHer" wuH(pOpMalMio, CBA3aHHYIO C
OCYLIECTBJIEHUEM TOCYJApPCTBEHHON pErucTpaliy JIEKapCTBEHHBIX IMpenaparoB, B TOM YHCIE
IIPOBEJICHUEM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPECTB (BKIIOYAsl pE3YJIbTAThl €€ MPOBEIEHUS ), UH(POPMALIHIO
0 3aperuCTpPUPOBAHHBIX JIEKAPCTBEHHBIX IMpenaparax MU JIEKApCTBEHHBIX Ipenaparax, UCKIIOUEHHBIX W3
roCy/1apCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPENICTB, HE MO3JIHEE YeM depe3 MATh pabouux JAHEW co THS
MOJTyYeHUsI YIMOJHOMOYEHHBIM (eiepadbHbIM OpPraHOM WCIHOJHUTENBHOW BIACTH COOTBETCTBYIOIICH
uH(pOpMaLUH.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 oexabpsa 2014 2. N 429-@3 @ uyacmv 2 cmamvu 37 Hacmosue2o

DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovioyujel peoaKyuu
2. Cpokd W TOpSAIOK pa3MeIeHUs yKa3aHHOM B uacTu | HacTosield CcTaThbMl HH(OpPMAIUH
YCTaHABIWBAIOTCS YIOJHOMOYEHHBIM (peepaibHbIM OpPraHOM HCTIOJHUTEIRHON Biactu. Mubopmarus,
yKa3aHHas B 9acTu | HACTOSIIEH CTaThH, SBISETCS OTKPHITOM M OOIIETOCTYIMHOW M TPEIOCTaBISETCS
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3aNHTCPCCOBAHHBIM JIMIIaM B COOTBCTCTBUH C 3aKOHOAATCILCTBOM Poccuiickoit Gbe,uepam/m.
T'APAHT:

CwMm. KOMMCHTApHUHU K CTAThC 37 HaCTOAIICTO (Dez[epanLHoro 3aK0OHa

I'naBa 7. KinHn4eckue uccjieioBaHus JICKAPCTBCHHLIX NpenapaTroB 1Jisd MEAUIUHCKOIO
NMPpUMEHEHHUSHA, 10Ir0BOP 00 ux IIPOBEJICHUH, IIPABA MAINUCHTOB, YIACTBYHOIIUX B 3TUX UCCJICAOBAHUAX

Crarba 38. KiuHuueckue wucciaeIOBaHUS JIEKAPCTBEHHBIX IMPENapaToB I MEAUIIUHCKOIrO
MPUMEHEHUS

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmv 1 cmamou 38 nacmosweco
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
1. Knnunnueckne uccienoBanus JEKAPCTBEHHBIX MPENapaToB Uil MEIUIIMHCKOTO MPUMEHEHUs, B
TOM YHCJIE€ MEXIYHAPOJHbIE MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE, IOCTPETUCTPALIMOHHBIE, ITPOBOJATCS B
OJIHOM WJIM HECKOJBKMX MEIUIMHCKUX OpraHM3alUsIX B COOTBETCTBUHM C IpaBuUiaMU HaJJexallen
KIIMHUYECKON MPaKTUKH, YTBEPKACHHBIMH YIIOJHOMOYEHHBIM (peiepaibHbIM OpraHOM HCHOJHUTEIbHON
BJIACTH, COOTBETCTBEHHO B CIIEIYIOIIMX LEJISIX:
1) ycranoBieHue O€30MacCHOCTH JIEKAPCTBEHHBIX MPENaparoB Ui 3A0POBHIX JTOOPOBOJBIEB U
(W1M) NEepeHOCUMOCTH HX 3JI0pPOBBIMHM J1I00pOBOJIBLIAMH, 33 MCKJIIOUEHHUEM TaKHUX HCCIEIOBaHUM
JIEKapCTBEHHBIX MPENapaToB, IPOU3BEAEHHBIX 3a npeaenamu Poccuiickoit @enepannu;
2) noadop ONTUMABHBIX JO3UPOBOK JIEKAPCTBEHHOTO Iperapara U Kypca JICUeHUs s TalueHTOB
C OIpeAeneHHbIM 3a00JieBaHHEM, OINTHUMAIBHBIX JI03 M CXEM BaKIMHALUA WMMYHOOHOJIOTHYECKHUMHU
JIEKapCTBEHHBIMH TpENapaTaMH 3I0POBBIX JOOPOBOJIBIICB;
3) ycraHoBieHHE 0€30MaCHOCTH JIEKAPCTBEHHOIO IpenapaTa U ero 3 peKTuBHOCTH /17151 MallUEeHTOB
C ompeaeneHHbIM 3a0ojieBaHUEM, NPOPUIAKTHUECKON A(P(PEKTUBHOCTH HUMMYHOOMOJIOTHYECKUX
JIeKapCTBEHHBIX MpenapaToB AJs 3J0POBBIX 100POBOJIBIIEB;
4) wu3ydyeHUEe BO3MOXHOCTU pACIIMPEHUS IOKa3aHUW Il MEIUIIMHCKOTO NPUMEHEHUS W
BBISIBJICHUSI paHee HEU3BECTHBIX MOOOYHBIX JIEHCTBUIN 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPEMapaToB.
2. B oOTHOImIEHHMH BOCIPOU3BEIEHHBLIX JIEKAPCTBEHHBLIX [PENapaToB IS MEIUIIMHCKOTO
NPUMEHEHUS  TPOBOASTCA  WCCIEIOBaHWS ~ OMODKBMBAJICHTHOCTHM U (WJIKM)  TepameBTHYECKOH
SKBUBJIEHTHOCTH B  TOpSAJKE, YCTAHOBJIEHHOM  YIOJHOMOYEHHBIM  (heliepaJbHbIM  OpPraHoOM
WCIIOJIHUTENIbHON BIIACTH.
3. OpraHu3anuio MpPOBEIEHUS KIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHOrO Ipernapara s
MEAMIMHCKOTO TPUMEHEHHUS BIIPABE OCYILECTBIIATH!
1) pa3paOoTuMK JIEKapCTBEHHOTO MpernapaTa UK yIIOJIHOMOYEHHOE UM JIUIIO;
Wudopmanust 06 U3MEHEHUIX:
Deoepanvrvim 3akonom om 2 uons 2013 2. N 185-@3 nynkm 2 wacmu 3 cmamvu 38 Hacmosiwezo
DedepanbH020 3aKOHA U3TONHCEH 8 HOBOU pedakyuu, ecmynaroujeti 8 cuny ¢ 1 cenmsaopsa 2013 2.
Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
2) oOpa3oBarelnbHblE OpraHU3allMd BBICHIETO OOpPa30BaHMS, OPraHU3aALUU JIOTIOJIHUTEIHLHOTO
npodecCHOHATBLHOT0 00pa30BaHMS;
3) Hay4HO-UCCIIE0BATENbCKUE OpraHU3aIiH.
Wndopmarys 06 M3MEHEHHSAX:
DedepanvHvim 3akonom om 13 uwona 20152 N 241-D3 6 uyacmv 4 cmamvu 38 Hacmosweeo
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHs.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
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4. KnuHudeckue HCCieNOBaHMs JIEKAPCTBEHHOIO Ipenapara A MEIULUHCKOIO NPUMEHEHUS
IPOBOJATCS HA OCHOBAaHMM DPa3pelleHUs] Ha MPOBEICHUE KIMHUYECKOTO HCCIIECAOBAHUS JIEKApCTBEHHOI'O
npenapara, BBIJAHHOTO  YIOJHOMOYEHHBIM  (efepalbHbIM OpPraHOM HCIOJHUTEIBHONH  BIACTH.
VY10IHOMOYEHHBIH (hefiepalibHbli OpraH UCIOJIHUTENIBHOM BIACTH BEJET PEECTP BBIIAHHBIX pa3pelIeHUH
Ha IPOBEJCHUE KIMHUYECKUX HMCCIIEA0BAaHUN JEKApCTBEHHOI'O IIpernapara, COAep Kallluil yKa3aHue Ha UX
1eJIb W 1I€JIM, B YCTAHOBJIEHHOM 3THUM OPraHOM MOPSJIKE.

5. Vrpartuna cuny ¢ 1 utons 2015 r.

Wndopmarus 06 H3MEHEHHSX:

Cm. mexcm wacmu 5 cmamou 38

6. K opranmzamuu mnpoBeACHHUS KIMHHUYECKUX HCCIIECIOBAaHUM JICKAPCTBEHHOTO IIpemapara s
MEIUIIMHCKOTO TMPUMEHEHUsI pa3pabOTUMKOM JIEKAPCTBEHHOIO Ipernapara MOTYT —IPHUBIEKATHCS
IOpUINYECKUE JIUIIA JIFOOOH OpraHu3aIlMOHHO-TIPABOBOM ()OPMBI ITPH YCIIOBHH 00€CIIEUEHUST COOTBETCTBHS
ATUX UCCIIEJOBaHUN TpeOoBaHUAM HacTosero deaepanbHOro 3aKOHa.

7. KnuHudeckue HCClIeoBaHUS JIEKAPCTBEHHBIX IPENapaToB I MEIUIIMHCKOTO MPUMEHCHUS
OPOBOATCS B  MEIUIMHCKUX OPraHu3allisx, aKKPEIUTOBAHHBIX YIOJHOMOYCHHBIM (QeIepaibHbIM
OpraHOM HCIOJIHUTENBHON BJacTM B MOpsaKe, YycTaHoBleHHoOM [IpaButenbctBoM Poccuiickoii
®denepauuu.

TAPAHT:
C 1 suBaps 2021 r. akkpeauTanys MEAUIMHCKUX OpPraHM3alliid Ha MPaBO IMPOBEACHHS KIMHHUYECCKHX
HCCIIE0BAHMH JICKAPCTBEHHBIX MTPENApaToB Il MEAUIIMHCKOTO MPUMEHEHHSI OTMEHEHA

8. [llepeuenb MEIUIMHCKUX OpraHU3allMi, HWMEIOIIMX MpPaBO MPOBOAUTH KIUHUYECKUE
HCCJICIOBAHMS JIEKAPCTBEHHBIX IPENapaToB I MEIUIIMHCKOTO NPHUMEHEHUS, M PEECTP BBLIAHHBIX
paspelieHuid  Ha  MPOBEACHUE  KIMHUYECKUX  HCCIEJOBAaHUM  JIGKAPCTBEHHBIX  MPEMapaToB
OITYOJIMKOBBIBAIOTCS U Pa3MEIAl0TCs YIIOJTHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOJIHUTEIBHOM BIACTH
B YCTaHOBJICHHOM UM TIOpPSIKE Ha CBOeM ouunanbHOM caiite B cetu "MHTepHeT".

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 38 HaCTOAIICTO <Dez[epaﬂbHoro 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 39 nacmosuweco Dedepanvroco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 urona 2015 e.

Cm. mexkcm cmamwvu 8 npedvloyuell pedaxKyuu
Crarbs 39. Pemenne o mpoBeAeHUH KIMHUYECKOTO HCCIEIOBAHUS JICKAPCTBEHHOTO IMpemnapara
JUTSL METUITUHCKOTO TIPUMEHCHHSI

1. KnuHuueckoe wuccienoBaHUE JIEKapCTBEHHOTO TMperapara A MEAMIIMHCKOTO MpPUMEHEHUs
MIPOBOJIMTCS HAa OCHOBAHWH PA3pPEIICHHS HA MPOBEJICHUE KIMHHYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO
mpenapara, BBIIAHHOTO YIMOJHOMOYEHHBIM (elepalibHbIM OpPraHOM HCIOJHUTENBHOM BIACTH IIO
pe3ysibTataM 3KCHEPTU3bl JIOKYMEHTOB, HEOOXOIMMBIX JUIS TOJYYCHHs pa3pelleHds Ha IPOBEICHUC
KIIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOTO MIperapaTa U STHYeCKON IKCIEPTU3HIL.

2. Jlns mosydeHuUs pa3pelieHuss Ha MPOBEICHUE KIMHUYECKOTO HWCCIICOBAHMS JICKAPCTBEHHOTO
npemnaparta i MEAUIIMHCKOTO TPUMEHEHHUS 3asBUTENb MPEACTABISET B YIOJTHOMOYCHHBIN (enepanbHbIii
OpTaH UCITOJIHUTEIFHOMN BIIACTH:

1) 3asgBieHHe O BblIade pa3pelieHUs Ha MPOBEACHHE KIMHUYECKOTO HCCIIEIOBaHUS
JICKapCTBEHHOTO TIperapaTa Jisl MeTUITUHCKOTO IPUMEHEHHUS;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 2 usmenen c 1 aneapsa 2021 2. - @edepanvuwiii 3akon om 27 oexkabps 2019 2. N 478-D3

Cm. npeovloyuyio peoakyuro
2) KONUU JOKYMEHTOB, MOATBEPKIAIOIIMX YIUIATY TOCYJApPCTBEHHOM MOILIMHBI 32 MPOBEICHUE

30.09.20211 Cuctema 'APAHT 85/139


http://internet.garant.ru/document/redirect/70826338/1303
http://internet.garant.ru/document/redirect/57503072/385
http://internet.garant.ru/document/redirect/4192033/0
http://internet.garant.ru/document/redirect/5220939/0
http://internet.garant.ru/document/redirect/12178533/1000
http://internet.garant.ru/document/redirect/74262878/1000
http://internet.garant.ru/document/redirect/5220939/0
http://internet.garant.ru/document/redirect/70826338/1031
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/57503072/39
http://internet.garant.ru/document/redirect/73355371/8712
http://internet.garant.ru/document/redirect/77691569/3922

®denepanbublii 3ak0H oT 12 ampenst 2010 r. N 61-D3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

TUYECKOM HSKCHEPTU3bI, OSKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpernapaTr JUisl IOJIy4EHHUs
paspelieHuss Ha MPOBEJCHHE KIMHUYECKOrO0 HCCIEOBaHMS JICKApCTBEHHOIO Mpemnapara s
MEAMIMHCKOTO IPUMEHEHHUS, 3a BblIayy pa3pellieHus Ha IPOBEICHUE KIMHUYECKOIO HCCIEIOBAHUS
JICKapCTBEHHOT'O TperapaTa s MEAUIIMHCKOTO MPUMEHEHHUS], 32 MPOBEACHNUE IKCIIEPTU3BI IOKYMEHTOB Ha
JEKapCTBEHHBIN IpemapaT Ul [OJIYYEHUs pa3pelleHHs] Ha IPOBEIECHUE  MEKIYHapOJHOTrO
MHOTOIIEHTPOBOT'O KJIMHUYECKOTO HCCJIEeIOBAaHUS JIEKQpPCTBEHHOTO Mpenapara g MEIUIIMHCKOTO
IPUMEHEHHUS, 32 BblJauy pa3pelieHNs Ha IPOBEIECHNE MEXTYHAPOIHOIO MHOTOLIEHTPOBOT'O KIIMHUYECKOTO
HCCJIEIOBAHMSI JIEKAPCTBEHHOT'O Ipernapara Ui MEAUIIMHCKOTO MPUMEHEHUs, 3a MPOBEACHUE ITUYECKOM
AKCIEPTU3BI, SKCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar Jyisl MOJY4YEHHs pa3pelleHus Ha
MPOBEJICHUE TOCTPErUCTPALMOHHOTO KIMHUYECKOTO HCCIEAOBaHUs JIEKapCTBEHHOIO Iperapara Jis
MEAMIMHCKOTO TPUMEHEHMsI, 3a BblJA4y pa3pelieHUs Ha M[POBEACHHUE IOCTPErHCTPALMOHHOTO
KIIMHUYECKOT'0 MCCIIEIOBAHMS JIEKAPCTBEHHOIO MIpenapara Jisi METUIIUHCKOTO IPUMEHEHUS;

3) DpOTOKON KIMHUYECKOIO HCCIIEOBAHMs JIEKAPCTBEHHOIO IIpernapaTa s MEAMLIMHCKOIO
MPUMEHEHUS;

4) OpoIIOpy UCCIIEI0BATEIIS;

5) nHbOpPMAIIMOHHBIH JTUCTOK MAallUEHTA;

6) cBeneHUsT 00 OmMBITe PabOTHI WCCIEAOBATENCH 1O COOTBETCTBYIOIIMM CICIHATBLHOCTSIM M HX
OTIBITE PaOOTHI [0 MPOBEACHUIO KIMHUYECKUX UCCIIeI0OBAaHU;

7) cBeneHUs O MEOUIMHCKUX OpraHM3alMsX, B KOTOPBIX IIPEANOJAraercs IpOBEICHUE
KIIMHUYECKOT0 MCCIIeI0OBAaHUsl JICKAPCTBEHHOIO MpernapaTta JJisi METUIMHCKOTO NMPUMEHEHHUs (MOJHOE U
COKpAIlleHHOE HaMMEHOBAHWsS, OPTaHU3AIMOHHO-TpaBoBas (opMa, MECTO HaxXOXIEHUS H MECTO
OCYIIIECTBIICHUS JIeATENbHOCTH, TenedoH, Tenedakc, aapec dIEKTPOHHOMN MOYTHI KaXKI0M MEIUIIMHCKOM
OpraHu3aIum);

8) cBemeHHSs O TPENNONiaraéMbIX CpPOKaxX TMPOBENEHUS KIMHUYECKOTO  HCCIIEeOBaHUS
JIEKapCTBEHHOI'0 IIperapara Jyuisi MEJULUHCKOTO PUMEHEHMUS;

9) xomuio AOroBOpa 00s3aTENBHOIO CTPAXOBAHUS, 3aKIIOUEHHOTO B COOTBETCTBHM C THUIIOBLIMU
npaBuwiiaMy  00sA3aTEIBHOTO CTPaxOBaHUS, C YyKa3aHUEM NPEJEIbHOM YHUCICHHOCTH MAallUeHTOB,
YY4acTBYIOIIMX B KJIMHUYECKOM HCCIIEJOBAaHMM JIEKAPCTBEHHOIO Ipenapara Uil MEJULUHCKOTO
PUMEHEHUS;

10) unpopmanuio o cocTaBe JIEKapCTBEHHOTO Mpernapara JUisi MEAUIIMHCKOTO MTPUMEHEHHMS;

11) mOKyMeHT, COCTaBIEHHBIN MPOU3BOAUTEIEM JIEKAPCTBEHHOI'O Mpernapara A MEeAUIMHCKOIO
OPUMEHEHHUS U CoJlepXKallluii ToKa3aTenu (XapaKTepUCTHUKH), a TaKKe CBEIEHHUS O JIEKapCTBEHHOM
npernapare Ui MEAMIMHCKOIO MPHUMEHEHUs, IPOU3BEACHHOM JUIsl MPOBEIEHUS KIMHUYECKUX
HCCIICIOBAaHUMH;

Wndhopmarust 06 n3MEHEHUSX:
Ilynkm 12 usmenen c 1 sneaps 2021 2. - @edepanvuviii 3axkon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio
12) cBeaeHus 0 JaTe MPerOCTaBIEHUS U PErHMCTPAllMOHHOM HOMEpE JIMIIEH3UH Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB B Cllydae, €CJIM IIPOU3BOJCTBO JEKAPCTBEHHOI'O Npernapara OCYIIECTBISAETCS B
Poccniickoit ®@epepannu, WIM CBEACHUS O JaTe IPEAOCTaBICHHS M PETHCTPAlMOHHOM HOMEpE
3aKJIIOYEHHUS. O COOTBETCTBUU IPOU3BOAMTENS JIEKAPCTBEHHOI'O Ipernapara TpeOOBaHUSM IpaBHII
HaJJIeXkalleld MPOU3BOJACTBEHHOW MPAKTUKU, MPEIOCTaBIEHHOTO YIMOJHOMOYEHHBIM OpPraHOM CTpPaHbI
IIPOU3BOJUTENIS JIEKAPCTBEHHOTO Mperapara.

Wudopmanust 06 U3MEHEHUSX:

Cmamuws 39 donoanena uacmoio 2.1 ¢ 1 sneaps 2021 e. - @edepanvrviii 3axkon om 27 dexaops 2019 e. N
478-D3
2.1. B cnyuae HempenCTaBlIeHUs C 3asBICHHEM O BBbIJA4Y€ pa3pelieHuss Ha MPOBEACHUE
KIIMHUYECKOT'O HMCCIISIOBAHUS JICKAPCTBEHHOTO IperapaTa Jijisi MEAUIIMHCKOTO MPUMEHEHHUS JOKYMEHTOB
(cBenmeHuit), MOATBEPKIAIONINX YIIATy TOCYJAapPCTBEHHOMN MOINUIMHBI U YKa3aHHBIX B IMYHKTE 2 4acTH 2
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HACTOSIILIEH CTaThu, a TAaKKE BbIIABAEMBIX (MIPEIOCTABISIEMbIX) YIOJTHOMOUYEHHBIMHU (eaepaTbHbIMU
OpraHaMy HUCIIOJTHUTEIBHON BJIACTU TOKYMEHTOB (CBEJACHUH), YKa3aHHBIX B ITyHKTe 12 "yacTu 2 HacTOsIIEH
CTaThbu, YIOJHOMOYEHHBIH (penepanbHblii OpraH HMCHOJIHUTENBHOW BJIACTH 3alpalldBaeT YyKa3aHHBIE
JIOKYMEHTHI (CBEICHHS) B MOPSJIKE MEXKBEAOMCTBEHHOTO HH(POPMAIIIOHHOTO B3aUMOICHCTBUSI.

3. B cpok, He IPEeBbILAIONINIA ATH pabounx THEH co THS MPUHATHS YKa3aHHOTO B ITyHKTe | yacTu
2 HacTOAIIEH CTaThU 3asBJICHUS U HEOOXOIMMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN (pelnepanbHblii opra
WCIIOJIHUTEJIbHOM BJIACTH:

1) IpoBOAUT MPOBEPKY MOTHOTHI U JIOCTOBEPHOCTU CBEACHUMN, COACPKAIIMXCS B MPEJICTABICHHBIX
3asiBUTEJIEM JTOKYMEHTAX;

2) npyUHUMAET PELICHUE O MPOBEACHUH SKCIEPTU3bl JOKYMEHTOB JJISl TOJYYEHHS pa3pelieHus Ha
IIPOBEJCHUE KIMHUUYECKOr0 UCCIEA0BAHN JIEKAPCTBEHHOIO IIpenapaTa s MEAULMHCKOr0 IPUMEHEHUS U
STUYECKON IKCIEPTU3bI WK 00 OTKa3e B MPOBEICHUH YKAa3aHHBIX IKCIIEPTH3;

3) yBemomusieT B 3JEKTPOHHON (opMe WM Ha OyMaKHOM HOCHUTENE 3asBUTENS O MPHUHITOM
pelieHuu 1100 B ciydyae MPUHATHUS pelieHHs 00 0TKa3e TakKe C yKa3aHHeM MPUYHMH TaKOTro 0TKa3a;

4) MoOAroTaBIMBAET U HANpPABISET B 3KCIEPTHOE YUPEXKJIEHUE M COBET IO ITUKE 3aJaHUE Ha
MIPOBE/ICHUE COOTBETCTBYIOLIUX IKCIIEPTHU3.

4. B cnyyae BBISIBICHHSI HETOJTHOTHI M (MJIM) HEJOCTOBEPHOCTH WH(OpPMAILIUHU, COJEpIKAIIeics B
MPEJICTABICHHBIX 3asBHUTEIEM JOKYMEHTaX, YHMOJIHOMOYECHHBIH (QenepalbHblil OpraH HCHOJHUTEIbHOU
BJIACTU HAIIPaBIISIET 3asBUTEIIO 3aIpoc 00 YyTOUHEHUHU yKa3aHHON MHQpopMmanuu. JJaHHBIN 3ampoc MOXKET
OBITh Mepe/iaH YIOJTHOMOYEHHOMY MPEACTABUTEIIO 3asSBUTEINSI JIMYHO MO PACIUCKY, HAPaBIeH MO Mo4Te
3aKa3HBIM MTMCHMOM WJIH TI€pe/iaH B JIEKTPOHHOU (OpME MO TEIEKOMMYHUKAIIMOHHBIM KaHaiaM CBsi3U. B
Clly4yae HaIpaBJIEHUs AAHHOTO 3alpoca IO MOYTE 3aKa3HbIM INUCBMOM OH CUMUTAETCA MOJYYEHHBIM IIO
MCTEUEHUH IIECTU JHEH C JaThl HAIllpaBJICHUS 3aKa3HOTO MHUCbMa. 3asBUTENb 00s3aH NMPEACTaBUTH OTBET
HAa 3aMpoc YIOJIHOMOYEHHOT0 (eIepalIbHOrO OpraHa UCTIOJHUTEIBHOM BIACTH B CPOK, HE MPEBBILIAOIIHIA
JeBsSHOCTa pabouux AHEWH co JHS ero nonydeHus. Cpok, yKa3aHHBbIM B 4acTu 3 HACTOSIIEH CTaTbH,
MPUOCTAHABIMBAETCS CO JIHSA HAMPABJICHHS 3asBUTEIIO 3aIpOoca YIIOJTHOMOYEHHOTO (peiepaabHOro opraHa
UCIIOJTHUTENIbHOM BJIaCTU /0 JHS IOJIyY€HHS UM COOTBETCTBYIOLIEIO OTBETA W HE YUYUTHIBAETCS IpPU
UCUUCIIEHUM CpOKa TPHUHATHS YHNOJHOMOUYEHHBIM (peliepaibHbBIM OpPraHOM HCHOJHUTENBHOM BIacTH
pelIieHus O MPOBEAEHUM SKCIEePTH3bl JOKYMEHTOB JUIsl MOJIyYEHUS paspelleHHs Ha IpOBEIECHUE
KJIIMHUYECKOI0 MCCIIEOBAHMSI JIEKAPCTBEHHOIO IIpenapara Juisi MEJUIIUHCKOTO IPUMEHEHUS.

5. OcHoBaHMEM AJIs OTKa3a B MPOBEACHUU HKCIIEPTU3bI JOKYMEHTOB JUIsl MOTYYEHUs pa3pelieHus
Ha TIPOBEACHHME KIMHUYECKOTO HCCIENOBAaHUSA JIEKApCTBEHHOIO Ipenapara il MEIUIMHCKOrO
IPUMEHEHHUS U STUYECKON IKCIEPTU3BI ABIISETCS MPEACTABIEHNE JOKYMEHTOB, PEAYCMOTPEHHBIX YacThIO
2 HacTOALIEeH CTaThbH, B HEMOJIHOM 00beMe, HeTIpe/ICTaBlIeHHE 3asBUTENIEM B YCTAaHOBJICHHBIN CPOK OTBETa
Ha YKa3aHHBIH B dacTu 4 HACTOSANIEH CTaThbU 3ampoc YIOJTHOMOYEHHOTO ¢eaepalbHOrO oOpraHa
UCTIOJIHUTENIBHOW BJIACTH JTUOO OTCYTCTBUE B IPEJCTABIEHHBIX JOKYMEHTaX MCUYEPIBIBAIOIIETO MEPEeUHs
HeoOXxoaumMon uHGOpMaMK WK HWHPOpPMALUHU, KOTOpas JOJDKHA OBITh OTpakeHa B HHUX, a TaKKe
OTCYTCTBUE MH(OpMaIUK, MOATBEPKAAIONMIEH (PaKkT yIuiaThl rOCyJapCTBEHHON MOLUIMHBI 32 MPOBEACHUE
STUYECKONW HKCHEPTU3bl, 3KCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM IMpermapaTr Uil TMOIy4eHUs
paspelieHuss Ha IPOBEJCHHE KIMHUYECKOTO MCCIIENOBaHUS JIEKAPCTBEHHOIO Ipernapara A
MEAMIIMHCKOTO MPUMEHEHHUs, 3a Bblayy pa3pellieHUs Ha IpOBeIeHUE KIMHUYECKOro HCCIeIOBAHUS
JIEKapCTBEHHOTI'O IIpemnapaTa s MEAUIIMHCKOTO IPUMEHEHHS], 3a IPOBEACHNUE IKCIIEPTU3bI JOKYMEHTOB Ha
JIEKapCTBEHHBIN MpemapaT JUIsl [OJY4eHUs pa3pelieHUss Ha TMPOBEACHHE MEXIYHAPOIHOTO
MHOTOLIEHTPOBOTO  KJIMHUYECKOTO HCCJIEIOBAaHUS JIEKApCTBEHHOIO Ipemnapara i MEIUIMHCKOrO
PUMEHEHHS, 32 BblJauy pa3pelieHns Ha MPOBeIeHNE MEXTYHAPOIHOIO MHOTOIIEHTPOBOT'O KIIMHUYECKOTO
MCCJIEJOBAHMSI JIEKAPCTBEHHOI'O IpenapaTa sl MEAUIIMHCKOTO IPUMEHEHUS, 3a IPOBEACHUE 3TUYECKOU
9KCIIEPTHU3bI, IKCIEPTU3bl JOKYMEHTOB Ha JIEKApPCTBEHHBIM IpemnapaTr Ajs MOJy4deHHs pa3pelleHds Ha
IIPOBEJEHUE IOCTPErMCTPALIMOHHOTO KJIMHMYECKOTO MCCIEA0BAaHUS JIEKapCTBEHHOIO IIpenapara i
MEAMIMHCKOTO TPUMEHEHMs, 3a BbIJady pa3pelieHus Ha MPOBEACHHE MOCTPErHCTPALMOHHOTO
KJIIMHUYECKOI0 UCCIIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapara Juisi MEJUIIUHCKOTO IPUMEHEHUS.
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6. IlpoBeneHue »SKCHEpPTU3bl JOKYMEHTOB JUIsl TOJYYEHHUS pa3pelieHuss Ha IPOBEICHUE
KJIMHAYECKOr'0 MCCIENOBaHUs JEKapCTBEHHOIO Ipernapara s MEIUIHUHCKOrO IPUMEHEHUS U ATUYECKOU
HKCIIEPTHU3bI, COCTABICHHE KOMHCCHEN 3KCIEPTOB U COBETOM IO ATHUKE 3aKIIOYEHUN O BO3MOXKHOCTH WU
HEBO3MOKHOCTH TPOBEACHUS TAKOTO KIMHMYECKOTO HCCIEAOBAHUS U HAIPABJICHUE ITUX 3aKIHOYEHUH B
YIIOJIHOMOYEHHBIA  (pellepaibHbIii OpraH HCIOJHUTEIBHONM BIACTH OCYIIECTBISIIOTCA B CPOK, HE
NPEBBIIIAIOIINNA TPUALATH pabOYuX JHEH CO JHS IMOJIyYEHHUS SKCIEPTHBIM YUPEXKICHUEM 3aJaHUS
YIIOJTHOMOYEHHOTO (he/IepaTbHOT0 OpraHa HCIIOJHUTEIHHOW BIIACTH C MPHIOKEHHUEM JOKYMEHTOB,
yKa3zaHHbIX B nyHktax 3, 4, 10 m 11 yactu 2 HaAcTOsUIEH CTaThbM, U COBETOM IO 3THUKE 3aJlaHUs
YIIOJTHOMOYEHHOTO (heJIepadbHOr0 OpraHa HCIIOJHUTEIBHOW BIIACTH C MPHIOKEHHUEM JOKYMEHTOB,
YKa3aHHBIX B MyHKTax 3 - 6, 8 U 9 yacTu 2 HACTOAIIEH CTaThU.

7. B cpok, He TPEBHIMIAIMNN MATH Pab0OYUX THEH CO THS MONTYYCHHS 3aKITIOUEHUH, YKa3aHHBIX B
gacTh 6 HACTOSIIICH CTaThH, YIIOJHOMOYCHHBIN (peepaibHbIi OpraH UCIIOTHUTEILHOM BJIACTH

1) ocymiecTBisieT OIEHKY MOCTYNMBIIMX 3aKIIOUEHHUN JUIsl OMPENEICHUsT HUX COOTBETCTBHUS
3a/IaHMSIM Ha TIPOBEJIEHUE COOTBETCTBYIOIINX IKCIEPTHU3;

2) NMpUHUMAET PEIICHHE O BbIJa4e pa3pelieHUsi Ha MPOBEACHHE KIMHUYECKOTO HCCIICIOBAHMS
JICKapCTBEHHOI'0 Mpernapara Uil MEAMIIMHCKOTO MpPUMEHEHUs Ui 00 OTKa3e B BbIJaue YKa3aHHOTO
paspelnieHus;

3) BBIOACT pa3pellieHue Ha IPOBEACHIE KIMHUYECKOTO UCCIIEOBaHUS JIEKApCTBEHHOTO Mpernapara
JUTSE METUITUHCKOTO TIPUMEHEHUS WIHM PelieHrne 00 0TKa3e B BbIIaue YKa3aHHOTO Pa3pelICHUs ¢ yKa3aHueM
MIPUYMH OTKa3a.

8. OcHOBaHMEM /Ui OTKa3a B BbIJAUYE PA3pEIICHHsS Ha MPOBEACHUE KIMHUYECKOTO UCCIEIOBaHUS
JIEKapCTBEHHOI'O Mpernapara Juisi MEJULIUHCKOrO IPUMEHEHUS SIBJISICTCSl HAJIUYKME 3aKJIF0YEHUsS KOMUCCUU
OKCIIEPTOB WJIM 3aKJIIOYCHUST COBETAa [0 ATHUKE O HEBO3MOXKHOCTU TMPOBEACHUS KIMHUYECKOTO
UCCJIEIOBAHMS  JIGKAPCTBEHHOIO Mpernapara s MEIUUUMHCKOrO IPUMEHEHHsS 10 pe3yJbTaraMm
MPOBEACHHBIX IKCIIEPTU3, TPEAYCMOTPEHHBIX YACTHIO 6 HACTOAIIEH CTaThH.

9. Pemienue 06 oTka3e B MPOBEICHUH AKCIEPTU3BI TOKYMEHTOB JJISl MOJYYECHUS Pa3pelIeHHs Ha
MIPOBEICHUE KIMHUYECKOTO UCCIEA0BaHMS JIEKapCTBEHHOTO MperapaTa JAJisi MEIUIIMHCKOTO MPUMEHEHUS U
STUYECKOM HKCIEPTU3bl M B BbAaU€ pa3pelieHUss Ha MPOBEACHHE KIMHUYECKOTO MCCIEI0BAHUS
JIEKapCTBEHHOTO TIpenapara Jyisi MEIUIIMHCKOTO MPUMEHEHHS MOXKET ObITh 00’KajJoBaHO B TOPSJIKE,
YCTaHOBJICHHOM 3aKOHOAATENLCTBOM Poccuiickoit @enepanuu.

T'APAHT:

Cwm. komMmeHTapu K ctathe 39 HacTosero denepanbHOro 3aKOHA

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim saxonom om 22 dexkabpsa 2014 2. N 429-D3 nacmoswuii DedepanvHulil 3aKOH OONOIHEH
cmamuveu 39.1, scmynaroweu 6 cuny c¢ 1 uroasn 20135 e.

Crarbsa 39.1. DTnueckas 3kcnepTusa

1. DTryeckas KCIepTU3a MPOBOIUTCS COBETOM I10 ATHUKE, CO3AaHHBIM B MOPSIIKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (eIepaIbHBIM OPTaHOM HCIIOJTHHUTEIHHOM BIACTH, B LESIX BBIIAYU 3aKIIOYEHHUS 00
ATUYECKOH OOOCHOBAHHOCTH BO3MOXKHOCTH TMPOBEJCHUS KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
npenapara Jjisi MeAUIUHCKOTO IPUMEHEHHS.

2. DKcmepramMH COBETa IO JTHKE MOTYT OBITh MPEACTABUTENN MEIUIIMHCKUX OpraHu3aIlui,
HAyYHBIX OpraHu3alnii, 00pa30BaTEIbHBIX OPTaHU3AIMI BHICIIErO0 00pa30BaHUS, a TAKXKE MPEICTABUTEIH
OOIIIECTBEHHBIX OpTaHU3alMA, PETUTHO3HBIX OPTaHHW3allMid W CPEJCTB MaccoBoi MH(popManuu. [laHHBIE
9KCIIEPTHl HE JIOJDKHBI HAXOIUTHCS B KaKOH-IMOO 3aBHUCHMOCTH OT pPa3paOOTUYMKOB JIEKApCTBEHHBIX
MpenapaToB U APYTUX JIMIl, 3aMHTEPECOBAHHBIX B PE3yIbTaTaX dTHUECKOU IKCIIEPTU3HI.

3. Omnara yciIyr 53KCIEpPTOB COBETa IO 3THUKE OCYIIECTBISETCS Ha OCHOBAaHUU JOTOBODA,
3aKJTIOUYEHHOTO MEXAY YIOJTHOMOUYEHHBIM (eepaIbHbIM OPTraHOM HCIOJHUTEIBLHON BJIACTH, KOTOPHIM
CO3MaH COBET IO JTHUKE, M OKCIEPTOM COBETa IO JTHKE, 3a CYeT OIKETHBIX aCCUTHOBAaHUM,
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IPEIYCMOTPEHHBIX YIOJTHOMOYEHHOMY (elepaJIbHOMY OpraHy UCIOIHUTENBHOM BIACTH, KOTOPBIM CO3/1aH
COBET 10 3TUKE, B (eiepalbHOM OI0JI)KETEe Ha COOTBETCTBYIOIIHI IO/l Ha 00ecreueHne ero 1eATeIbHOCTH,
B pa3zMepax, ycraHoBiIeHHbIX [IpaBurensctBoM Poccutickon denepanuu.

4. DkcrepThl COBETa IO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBHM € 3aKOHO/1ATEILCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa M0 ITHKE, IOJI0KEHHE 00 3TOM COBETE, MOPSAOK €ro ASITeIbHOCTH, TPEOOBaHUS
K KBaJM(HUKAIMKA M OMBITY pabOTHl MO 3KCIEPTHOH OIEHKE HAYYHBIX, MEIUIMHCKAX U ITUYECKUX
aCIIEKTOB KJIIMHUYECKUX HCCIEJOBAaHUM JIEKAPCTBEHHBIX IPENapaToB I MEIULIMHCKOIO MPUMEHEHMS,
IPEABABISIEMBIE K JKCIIEPTaM COBETA [0 JTHUKE, I[OPSAJ0K OPraHM3aluMyd M IIPOBEICHHS ITHYECKOU
JKCIEepPTHU3bl, (hopMa 3aKIIOYCHHS] COBETA IO ATHUKE YCTAaHABIMBAIOTCS YHNOJHOMOYEHHBIM (elepabHbIM
OpPraHOM HCHOJIHUTENBHON BIAcCTU. YHCIO NPEACTAaBUTENIEM MEIMIMHCKUX OpraHu3aluid HE MOXKET
MPEBBIIIATH MTOJIOBUHY OT OOIIEro YKciia SKCIEPTOB COBETA MO ITHKE.

6. Mudopmanust 0 coctaBe COBETa MO ITHKE, IJIAaHAX €ro padOThl M TEKYIIEH AeATEIbHOCTH
pa3Meriaercs Ha OQUIIMATBHOM CalTe YIOJIHOMOYEHHOTO (heIepalIbHOTO OpraHa MUCIIOTHUTEILHON BIACTH
B ceTH "MHTepHET" B yCTAaHOBICHHOM UM IOPsI/IKE.

TAPAHT:

Cwm. xommeHTapuu k ctatbe 39.1 HacTosmero denepajbHOrO 3aKOHA

Crarps  40. HpOBeI[eHI/IC KIIMHUYCCKOI'0 HMCCJICAOBAaHUA JICKAPCTBCHHOI'O IIpfIiapara IJIA
MCIUIUHCKOI'0 MPUMCHCHUA

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms I cmamvu 40 nacmosuezo
DedepanbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu

1. PykoBoauTe b MEIMIMHCKOW OpraHW3alMy, KOTOpas MPOBOJUT KIMHUYECKOE HUCCIICIOBAHHE
JICKapCTBEHHOTO TIperapaTa JijIsl MEAUIIMHCKOTO IPUMEHEHH S, Ha3HAYaeT UCCIICIOBATENs, OTBETCTBEHHOTO
3a TMPOBENCHHWE TaKOTO HCCIEAOBAHUS U HMEIOIIETO JIEYEOHYIO CIEUATbHOCTh, COOTBETCTBYIOIIYIO
POBOJIUMOMY KJIMHHYECKOMY HCCIIEJIOBAaHUIO JICKAPCTBEHHOTO IIperapara, cO CTakeM paboThl T10
nporpaMMaM KIMHUYECKUX HCCIETOBAaHHM JeKapCTBEHHBIX MperapaToB HE MEHee YeM TPH Tofia U 1O ero
NPEIO’KEHUIO Ha3HAYaeT COMCCIIEIOBATENEeH U3 Yrcia Bpade 3TOM MEUIIMHCKOW OpraHU3aIiH.

2. UccnenoBatenb OCYIIECTBISET BBHIOOP MAIIMEHTOB, KOTOPBIE MO METUIIMHCKUM MOKa3aHUSM
MOTYT OBITh NMPHUBJICYEHBI K YYACTHUIO B KIMHUYECKOM HCCIICIOBAHWUHU JICKAPCTBEHHOTO Ipernaparta Jyis
MEAUIIMHCKOTO MTPUMEHEHHUS.

3. HccnemoBarenb W COMCCIEIOBATENM JIOJDKHBI OBITh O3HAKOMIIGHBI C  pe3ylibTaTaMu
JTOKJIMHUYECKOTO MCCIEA0BaHUS JIEKAPCTBEHHOTO CPEJICTBA, COJEPKAIIMMHUCS B OpOIIIIOpe UCCleoBaTes,
MPOEKTOM TPOTOKOJA KIMHUYECKOTO HCCIEIOBaHUs JIEKApCTBEHHOTO TMpernapara i METUIIMHCKOTO
MPUMEHEHHUS, pa3pabOTaHHBIM Pa3padOTIYNKOM JICKAPCTBEHHOTO IMperapata WIH HHBIM IOPHIHYSCKUM
JUIOM, TPHUBJICKAEMBIM K OpTaHHM3AlMHM TMPOBEACHUS KIMHUYECKOTO HCCIICOBAHMS JIEKAPCTBEHHOTO
mperapara Juisi METUITUHCKOTO IIPUMEHEHUS, U IPYTHMH MaTepHuajaMH TaKOTO UCCIICTOBaHUS.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 29 nosopa 2010 2. N 313-D3 cmamesa 40 nacmosueco DedepanibHoco
3aKkoHa donoanena wacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 aueaps 2011 e.
3.1. PykoBoauTens MEAUIIMHCKOW OpPraHU3allii B CPOK, HE MPEBHIMIAIONINN TpeX pabounx JHEH co
JTHS Hayaja MPOBEJCHUS KIMHMUYECKOTO HMCCIICIOBAHUS JIEKAPCTBEHHOTO Mpernapara s MEIUIIMHCKOTO
NPUMEHEHHUs, coolIaeT o0 3TOM B YIOJHOMOYEHHBINH (elepaabHbli OpraH HMCIONMHUTEIHHON BIIACTH,
BBIJIABIINI pa3pelieHne Ha MMPOBEACHUE TAKOTO UCCIIEIOBAHMS, 10 YCTAHOBIEHHON UM (hopMme.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrovim 3axonom om 11 oxkmsabopsa 2010e. N 271-P3 6 uacme 4 cmamovu 40 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHs.
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Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
4. OpraHu3anuy, OCYIICCTBIISIONUE OPraHU3ALMUI0 TPOBEICHUS KIMHHUYECKOTO HCCIICIOBAHHMS
JICKapCTBEHHOTO TMpemnaparta Uis MEIUIMUHCKOTO MPUMEHEHHMsT M yKa3aHHbIE B dYacTu 3 crTaThul 38
Hacrosimero denepanbHOrO 3aKOHA, B Cllydae HEOOXOJMMOCTH BHECEHHs] W3MEHEHHH B MPOTOKOII
KJIMHUYECKOT'O MCCIIC0BAHMSI JIEKAPCTBEHHOTO Mperapara Jjis MeIUIIUHCKOTO TPUMEHEHHSI COOOIIAOT 00
3TOM B YIIOJHOMOYCHHBIH (eliepanbHbIii OpraH HMCIOJHHUTEIBHON BJIACTH, BBIIABIIMN pa3pelicHHE Ha
IPOBEICHUE TAKOTO UCCIICIOBAHUS, 10 YCTAHOBICHHON UM (hopMe.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 11 oxkmsaopsa 2010 2. N 271-@3 cmamovs 40 nacmoswezo Dedepanvrozo
3aKoHa 0onoHeHa yacmoio 4.1

4.1. ®opma cooOImIeHUsI O BHECEHHHM HW3MEHEHMH B MPOTOKOJ KIMHMUYECKOTO HCCIIEIOBAHHUS
JIEKapCTBEHHOT'0 Iperapara Jyuisi MeJUIITHCKOTO MPUMEHEHHS I0JIKHA COJePKaTh CIEAYIOIINE CBEACHHUS:

1) HaumeHOBaHUe, NICHTU(UKAIIMOHHBIA HOMEP | JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHNS;

2) nata BHECEHUsl U3BMEHEHUH B MPOTOKOJ KIMHUYECKOTO UCCIIeI0BAHUS;

3) HaMMEHOBaHUE U MECTO HAXO0KJICHUS 3asBUTEJIS;

4) HauMEHOBAHHME OpTraHHU3AIMH, MPHUBJICYCHHONW Pa3pabOTYMKOM JIEKapCTBEHHOIO Mpernapara K
OpraHu3aIy MPOBEIEHUS KIMHUYECKOTO UCCIIe0BaHus (IIPU HAIUYHUN);

5) HaMMEHOBaHUS W MeCTa HAXOXJACHUS MEAUIMHCKUX OpraHHu3alliii, B KOTOPHIX MPOBOAMUTCS
KJIIMHUYECKOE UCCIIE0BAHUE;

6) mara BbIIAYM pa3pelieHUs Ha MPOBEACHHE KIMHUYECKOTO HCCIIENOBAaHUS M HOMEpP ATOrO
paspelieHus;

7) U3MEeHEeHUs, BHOCUMBIE B MPOTOKOJI KIMHUYECKOTO UCCIIEIOBAHMUS.

Undopmaris 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacms 5 cmamvu 40 nacmosuezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvioyuell pedaxyuu

5. B cpok, He npeBbIIAONMN TpUAaTH padouux JAHEH cO AHS MOJTYYEHHUs YKa3aHHOro B yacTu 4
HACTOALIEH CTaThbU COOOIICHUS, YIOJHOMOYEHHBIH (efepalbHblil OpraH HCHOJHUTEIBHON BIACTH
paccMaTpUBAeT 3TO COOOLIEHHE B YCTAHOBJICHHOM MM IOps/JKE M NPHUHUMACT pelIeHHEe O BHECEHHH
WU3MEHEHUN B IIPOTOKOJ KIMHUYECKOIO HMCCIIEI0BAHUS JIEKAPCTBEHHOIO IIperapara Uil MEIUIMHCKOTO
OpUMEHeHHs Wi 00 OTKa3e BO BHECEHMM Takux u3MeHeHMH. [Ipu paccmoTpeHuun cooOuieHus o
HEOOXOJUMOCTH BHECEHHUSI W3MEHEHHH B MPOTOKON KIMHUYECKOTO HCCIIECAOBAHMS JIEKAPCTBEHHOTO
npenapara sl MEIUIIMHCKOTO IPUMEHEHNUs B LIENIAX OLEHKH 000CHOBAHHOCTH MpPE/IaraeéMbIX U3MEHEHUH
Y OIIPEJEIICHUs] CTENEHN PUCKA JUIA MAlMEHTOB, IPUHUMAIOIINX Y4ACTHE B KIMHUYECKUX UCCIEAOBAHUAX,
YIIOJIHOMOYEHHBIM (pe/iepajbHbIM OpPraHOM HCIIOJHUTEIBHOW BJIACTH MOTYT TPHUBIEKATHCS SKCIEPTHI
COBETA 110 JTHUKE.

6. KnuHuueckoe wHccienoBaHUE JIEKAPCTBEHHOI'O Ipenapara A MEIMIMHCKOrO IPUMEHEHUs
MOET OBITh NPUOCTAHOBJIEHO WJIM MPEKpalleHO, €CIM B IMpoliecce €ro MNpoBeAeHHs] OOHapyKeHa
OIaCHOCTb ISl XKU3HHU, 30POBbs NAIIUEHTOB. B ciydyae BOSHUKHOBEHUS ONACHOCTH JUIS KU3HU, 310POBbS
MAlMEHTA, YYACTBYIOIIETO B KIMHUYECKOM MCCIIEIOBAHUH JIEKAPCTBEHHOTO IIpenapara sl MEJUIUHCKOTO
NpUMEHEeHHs, HccienoBaTenu o00s3aHbl MPOMHPOPMHUPOBATE 00 3TOM PYKOBOJIUTENS METULIMHCKON
OpraHM3all U OpPraHU3alUIo, MOJYYUBIIYIO pa3pelleHue YIMOJIHOMOYEHHOro (erepalbHOr0 OpraHa
UCIIOJIHUTENIBHOM BJIACTH HA OPraHU3ALMIO NPOBEIACHUS KIMHUYECKOIO HCCIEHOBAHUS JIEKAPCTBEHHOIO
npenapara. Pemenne o MpuoCTaHOBIIEHNH KIIMHWYECKOIO UCCIEA0BaHUS JIEKapCTBEHHOTO Mperapara s
MEAMIMHCKOTO TPUMEHEHUs MPUHUMAIOT pPYKOBOAWUTEIb MEIAUIMHCKOW OpraHu3alud W (WMin)
OpraHM3aiys, MOJIYy4YHUBIIAs pa3pelieHrue YIOJIHOMOYEHHOTO (eepaibHOro OpraHa HCHOJIHUTEIbHOU
BJIACTU HA OpraHU3aLMI0 IPOBEIACHUSA KIMHUYECKOIO HCCIEAOBAHUS JIEKAPCTBEHHOIO IIpemapara s
MEIUIMHCKOTO IPUMEHEHHMs, pEIICHHE O MPEKpPalleHUM TAKOTO HCCIENOBaHUS NPUHUMAET
YIIOJIHOMOYEHHBIA (eiepalbHbIii OpraH MCIOJHUTENPHOW BIACTM HAa OCHOBAHUU COOOILEHUS B
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NUCbMEHHOW (QopMe pPYKOBOAUTENS MEAMIIMHCKOW OpraHu3allid WM OpPTraHM3alMs, ITOTYYHBIIAs
paspelieHrue YIOJHOMOUYEHHOro (hefepalbHOro OpraHa MCIOJHUTEIbHOM BJIACTH HAa OpraHU3aluio
MMPOBCACHU A KIIMHUYCCKOI'0 UCCIICAOBAHMS JICKAPCTBCHHOT'O IIpCIriapaTta JJIsi MCAUIIUHCKOI'O MPUMCHCHUA.

7. B cpok, HE NpPEeBbILAIOIINNA MATH pabouux AHEH cO JHSA 3aBEpLICHUs, IPUOCTAHOBIEHHS WIN
IIPEKpaIleHUsl KJIMHUYECKOTO  HCCIENOBaHUSA  JIGKQPCTBEHHOIO IIpemapara g MEJULUHCKOIO
IPUMEHEHHUs, COOOLIeHHe 00 3TOM HaNpaBISIETCs OPraHU3aLUSAMM, YKAa3aHHBIMH B 4YacTW 3 cTaTbu 38
Hacrosmero denepaibHOrO 3aKOHA, B YIIOJIHOMOYEHHBIN (hefepaibHbli OpraH MCIIOJHUTEIBHON BIACTH
10 YCTAHOBJIEHHOHN UM (hopMme.

8. ®opma coOOIIEHUS O 3aBEPIICHUHM, MPUOCTAHOBIECHWU WM TPEKPAEHUN KIMHUYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapara JUisi MEIULUHCKOTO IIPUMEHEHUS TOJKHA COEPKATh!

1) I/IHq)opMaumo 0 MEIMLMHCKOW OpraHu3alvy WA MEAUUMHCKUX OPraHU3alMsaX, TPOBOJAUBIINX
JTaHHOE UCCIIEJOBAHMUE;

2) onucaHue JTaHHOTO UCCIIEIOBAHMUS;

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 11 oxmsobps 20102. N 271-@3 6 nynkm 3 uacmu 8 cmamou 40
Hacmosweco PedepanrbHo2o 3aKOHA BHeCeHbl U3MEHEHUs.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu

3) namsble UccienoBarelns (hamMwins, UMs, OTYECTBO, MECTO padOTHI, 3aHUMAaeMas JTOJDKHOCTb,
CHENUATBHOCTD, CTAX Pa0OTHI IO MPOrpaMMaM KIIMHUYECKUX MCCIICIOBAHUH JIEKAPCTBEHHBIX MPEaparoB,
NepeYeHb KIMHUYCCKUX HMCCIEAOBAHUN JIGKAPCTBEHHBIX IMPEMapaToB, B KOTOPHIX OH MPUHUMAI y4acTHE
(TIepHoIbI y4acTHs) B KAYECTBE HCCIICIOBATEIS UM COMCCIICIOBATENS);

4) pe3ynbTaTr JaHHOTO HMCCIeA0BaHus (3aBeplleHre, TPUOCTAHOBIICHUE WY MIPEKpaIeHUue JaHHOTO
UCCIICIOBaHMS C YKa3aHWEM HMX MPUYUH W BIUSHHS HA OLICHKY €r0 Pe3ysIbTaToB, OOIIYIO OIIEHKY PHCKa U
OKU/Ia€MOW  TOJIb3BI OT TPUMEHEHHUS HUCCIEAYyeMOTo JIEKApCTBEHHOTO Ipemapara, a TakkKe
nperonaraeMble JalbHEHINE IeHCTBHS).

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 13 wuwona 2015 2. N 241-P3 uyacme 8.1 cmamvu 40 nacmoswezo
DedepanbHo2o 3aKOHA U3N0HCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu

8.1. Tlpu BeisIBIeHUU (enepabHBIM OPraHOM MCIOJHUTENBFHON BIACTH, OCYIIECTBIISIOIIUM
(GYHKIMU TIO KOHTPOJI M HaJI30py B cdepe 3ApaBOOXpaHEHUs, HApYUIEHWH MpaBuil HajaJexalei
KJIMHAYECKOW NPAKTUKH IPU IMPOBEACHUM KIMHMYECKOTO HCCIEAOBAHMUS JIEKAPCTBEHHOIO IIpemnapara,
BIMSIONMX Ha MOJHOTY MU (WJIM) JOCTOBEPHOCTh JAaHHOTO KJIMHHUYECKOTO HCCIEeNOBaHMS, yKa3aHHBIN
(denepanbHbIl OpraH HUCIOJHUTEIBHON BIACTH MPHUOCTAHABIMBAET MPOBENECHUE JAHHOIO KIMHUYECKOIO
UCCJIENOBAHNUS U BBIHOCUT MEIMLIMHCKOM OpPraHM3alid, B KOTOPOM INPOBOJUTCS JAHHOE KIMHHYECKOE
UCCIIeIoBaHMe, MpeanucaHue o0 yCTpaHEHUMH BBISABIEHHBIX — HapylieHud. [lpu  HeycTpaHeHHH
MEIUINHCKOW OpraHM3alyeld BbIABICHHBIX HApPYLIEHUH B YCTAHOBJICHHBIM B IPEANMCAHUM CPOK
yKa3aHHbIH (enepanbHbIi OpraH HCHOJIHUTENBHOM BIIACTM TNPHUHUMACT pEIIEHHE O MPEeKpalleHun
MPOBEJCHHUS KIIMHUYECKOTO HCCIIEOBAHUS JIEKQpPCTBEHHOTO IpernapaTa W HarpaBisieT B (enepaibHbIi
OpraH HCHOJHMUTENIbHOM BJIACTH, OCYHIECTBIAIOMIMN (YHKIMH 10 BBIpa0OTKE M pealn3aluu
roCy/1apCTBEHHOW TMOJUTHUKHA W HOPMAaTHBHO-IIPABOBOMY DETYJIMPOBAaHHIO B cdepe 3ApaBOOXPAHEHUS,
3aKJIIOYEHUE O BBIABICHUHU IIPU MPOBEIACHUU JAHHOIO KIMHUYECKOIO MCCIIEOBAaHUs HAPYILIECHUN IIPABUII
Ha/JIeXalled KIMHUYEeCKON MPaKTUKK JIJIs MPUHATHUS pelieHs] 00 OTMEHE pa3pellieHus: Ha OpraHu3aluio
IIPOBEICHNS JAHHOIO KIMHUYECKOTO HUCCIIEIOBAHMS C JAThl IPUHATUS PELICHHUS O MPUOCTAHOBIICHUU
IIPOBEICHUS KIIMHUYECKOTO UCCIIEI0BAHMS JIEKAPCTBEHHOTO IIperapara.

9. VYnomHoMoueHHBIH (efepalbHBIi OpraH HCHOJHUTEIbHON BIAcTH OMYOJMKOBBIBAET U
pasMeniaer Ha cBoeM oduuuanbHOM caiite B cetd "HMHrepHer" coollieHune O 3aBepIICHUU,
IIPUOCTAHOBIICHUH WM IPEKPALICHUU KIMHUYECKOTO MCCIIEJOBAaHUs JICKAPCTBEHHOI'O IIperapara s
MEAMIMHCKOTO MPHUMEHEHUS! B CPOK, HE MPEBBIAIOMUN MSATH padouynx JHEH co JHS ero MmojiydeHus, B
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YCTaHOBJIEHHOM UM TOpPSAKE.

10. YmonHomoueHHBIN (enepalbHbId OpraH HCIOJHHUTEIBHON BJIACTH OCYIICCTBIISIET BEIICHUE
peecTpa uccienoBaresneii, NpoBOIALUINX WM MPOBOJUBUIMX KIMHUYECKHE UCCIIEI0BAHUS JIEKApCTBEHHBIX
IpenapaToB JUisi MEIULMHCKOTO MPUMEHEHHS, B COOTBETCTBUU C YTBEPKICHHBIMH MM IpaBUIAMHU U
pa3Mmeraer ero Ha cBoeM o¢puIMaTbHOM caiite B cetd "MHTepHET" B yCTAaHOBJICHHOM MM IIOPS/IKE.
VYkazaHHBIN peecTp COAEPKUT HHDOPMALIUIO, TPETYCMOTPEHHYIO [TYHKTOM 3 4acTH 8 HACTOAIIECH CTaThU.

11. Ortuer o pe3yibTarax KIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOIO Ipernapara Jis
MEJMIMHCKOTO MPUMEHEHHS COCTaBISETCsl OpraHu3aliel, yKka3aHHON B 4acTu 3 cTaTbyu 38 HACTOAIIETO
@denepalibHOTO 3aKOHA, HA OCHOBAHMM 3aKJIIOUEHUN MEIMLMHCKUX OpraHu3alui, MPOBOJMUBIIUX 3TO
UCCIJIEIOBAaHKUE, U TPEACTABIISAETCS B YMOJIHOMOYEHHBIH (pelrepalbHbIil OpraH HCIOJIHUTEIbHOW BIIACTH,
BBI/IaBILIMI Pa3pelICHUE HA MPOBEIECHUE 3TOIO MCCIEJOBAHMS, B CPOK, HE NPEBBIMIAIOLIUN TPEX MECSILEB
CO JHS €ro 3aBepuIeHHUs, NPUOCTAHOBICHUS WIM NpPEKpalleHUs, B TMOPSJKE, YCTAaHOBICHHOM
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPTaHOM HCTIOJIHUTENILHON BIIACTH.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-D3 6 uacme 12 cmamou 40 nacmoswezo
DedepanbHoeo 3aKOHA BHECeHbl U3MeHeHUs1, scmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu
12. Hapymenue mnpaBui HaaieXalled KIMHUYECKOW MPAKTUKH, (albCUPUKAIMS pPE3ylbTaTOB
KJIMHUYECKOI'O HCCIIEJOBAaHUS JIEKApCTBEHHOIO IpenapaTta A MEAMLHUHCKOrO MPUMEHEHHUs BIEKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBHHU € 3aKOHO/AaTeNbCTBOM Poccuiickoit denepanuu.

Wudopmarus 06 H3MEHEHHSX:

Deoepanvuvim 3axkonom om 22 oexabps 2014 2. N 429-D3 6 uacme 13 cmamou 40 nacmoswezo
DedepanbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu
13. Ilpu npoBeneHUM KJIMHUYECKOTO HMCCIEIOBAaHUS JIEKAPCTBEHHOIO Ipemapara s
MEJUIIMHCKOTO MPUMEHEHUs JTOMyCKAaeTCcsl 3a00p y MAalMEHTOB OMOJIOTMYECKUX MaTepuajoB (0OpasIlsl
OMOJIOTHYECKUX JKUAKOCTeH, TKaHeW, CEeKpeToB U MPOJYKTOB JKU3HEAEATEIbHOCTH YEeJIOBEKa,
(U3MONOrMYECKUX W TATOJIOTMYECKUX BbIAECNEHUH, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPIaHU3MOB,
OuoncuiiHbli MaTepuan) /Ui ux uzydenus B Poccuiickoit @enepanuu u (uian) 3a npeaenamu Poccuiickoit
denepanuu.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-D3 6 uacmo 14 cmamvu 40 nacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeHus:, ecmynarowue ¢ cury ¢ 1 urons 2015 a.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu
14. Tlopsimox BBO3a B Poccuiickyro ®deneparuio U BeiBo3a 3a mpeneisl Poccuiickoit depepanun
OMOJIOTUYECKHX  MAaTepUaNOB, TMOJTYYEHHBIX TPU  MPOBEACHHUH  KIMHUYECKOTO  HCCIEIOBAHUS
JIEKapCTBEHHOI'0 TIpemnapara [uisi MEAMIMHCKOrO TNpPUMEHEHUs, ycraHaBiauBaeTcs [IpaButenbcTBOM
Poccuiickoit denepanuu.
TAPAHT:

Cwm. kommenTapuu k ctatbe 40 HacTosmero denepanbHOro 3aK0HA

Crarba 41. JIoroBop 0 NMpPOBEICHUN KIMHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOIO Ipernapara

JUI. METULIUHCKOTO IIPUMEHEHUS
1. Kimmandgeckoe HCCIICIOBAHUC JICKAPCTBCHHOI'O IIplliapara I MCIHUIMHCKOTO INPUMCHCHUA
MPOBOJUTCA B COOTBETCTBUU C JOTOBOPOM O MPOBEAEHUU KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOTO
npemnapara M MCIUIHUHCKOI0O IMPHUMCEHCHUSA, 3aKIII0OYaCMbIM MCKIY opraHmauI/Ieﬁ, HOJ'Iy‘—IHBHIGfI
pa3pelieHue yImoJTHOMOYEHHOTO (helepaibHOro OpraHa WCIOJHUTENBHON BIACTH Ha OPTraHU3AIHIO
MPOBEJICHUS] TAKOTO MCCIEAOBAaHUS, W MEAUIMHCKOW OpraHu3alyei, OCYIIECTBISIONIEH MpPOBEICHUE
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TaKOT'0 MCCIIEIOBAHUS.
2. JloroBop O MpOBENEHUWU KIMHUYECKOTO UCCIEIOBAHMS JIEKAPCTBEHHOTO IIpernapara ajis
MEIUIIMHCKOTO MPUMEHEHHUS JI0JHKEH COJIEPKATh:
1) ycnoBHs ¥ CPOKH MPOBEACHUS JAHHOTO UCCIIEIOBAHMUS;
2) ompeneneHue OOMIEH CTOMMOCTH MPOrPaMMBI JaHHOTO HMCCIEAOBAHUS C YKA3aHUEM CYMMBI,
npeHa3Havyaronecs Uit BHIIUIAT UCCIIE0BATENSM, COMCCIIEIOBATEISAM;
3) onpenenenue GOpMBI IPEIICTABICHUS PE3YIbTATOB JAHHOTO MCCIEAOBAHUS B YIIOJTHOMOYCHHBIN
benepanbHbIi OpraH UCHIOTHUTENIBHOM BIIACTH.
TAPAHT:

CMm. xomMeHTapuu K ctarbe 41 HacTosmero denepabHOTO 3aKOHA

Cratbs 42. ®uHaHcoBOe 0OecreueHNe KIIMHUYECKOTO MUCCIICIOBAHMS JICKAPCTBEHHOTO Mpenapara
JUTSL METUITUHCKOTO TIPUMEHEHHUSI

®uHaHcoBOe oO0OecrneyeHue KIMHUYECKOTO MCCIIEI0BaHUsl JIEKQpCTBEHHOIO Ipenapara s
MEAMIIMHCKOTO MTPUMEHEHHUS OCYIIECTBISETCS 3a CUET:

1) cpencTB deneparbHOTO OFOKETA;

2) cpelncTB OpraHu3aliii, MOJYYHMBIIMX pa3pelieHHe Ha OPraHHU3aIMI0 MPOBEACHHS TaHHOTO
MCCJICIOBAHMS, B COOTBETCTBHUH C YCIOBHSIMH JOTOBOPA O €r0 MPOBEICHUH,

3) UHBIX HE 3aMpelIeHHbIX 3aKOHOAaTeIbCTBOM Poccuiickoii denepaliu HICTOYHUKOB.

TAPAHT:

CMm. komMeHTapuu K cTatbe 42 HacTosero denepanbHOro 3akoHa

Crarbs 43. HpaBa MMaluCeHTOB, YYAaCTBYIOIIHUX B KIIMHHUYCCKOM HCCICAOBAHUHU JICKAPCTBECHHOI'O
npemnapara Jji1 MCAUIUHCKOIO NPUMCHCHU A
1. VYwuacrtue MMaguCeHTOB B KIMHHUYCCKOM HCCIICJOBAHHMU JICKAPCTBCHHOI'O IIpfliapara AJiid
MCIUIIUHCKOI'O0 MPUMCHCHUA SABJIACTCA I[O6pOBOJ'II)HI)IM.
T'APAHT:

OO0 opraHuzamuy OTIEICHUN KIMHUYECKUX HCIBITAHUM JIEKAPCTBEHHBIX MpEnapaToB Ha 3I0POBBIX
no0poBobIIax cM. rpukas Munznapasa P® ot 25 aBrycra 1992 r. N 235

2. IMauuwieHT WM ero 3aKOHHBIM MPEACTaBUTENb JOKEH ObITh MH(GOPMHPOBAH B MHUCHMEHHOU
dopme:

1) o yiekapCTBEHHOM TMpernapare il MEIUIIMHCKOTO MPUMEHEHUS U CYIIHOCTH KIMHUYECKOTO
MCCJIEI0BAHMS 3TOTO JIEKAPCTBEHHOIO Mpernapara;

2) 0 0e30IacCHOCTH JIEKApPCTBEHHOTO TMpernapaTa [yl MEAUIIMHCKOTO IPUMEHEHUS, €T0 0XKUAaeMOU
3¢ (HEeKTUBHOCTHU U CTETIEHU pUCKA JUIS MAIlUEHTAa,

3) 00 ycloBHSX y4acTHs MAlUEHTA B KIMHUYECKOM HCCIIEIOBAHUHU JIEKAPCTBEHHOTO MperapaTa s
MEIUIMHCKOTO PUMEHEHHS;

4) 0 UenM WIM TENSIX W TMPOJODKUTEIBHOCTH KIMHHUYECKOTO HCCIEOBaHUS JICKAPCTBEHHOTO
npenapara Jjisi MeAUIIUHCKOTO IPUMEHEHUS;

5) o nelCTBUSX TMAalMEeHTa B Cily4yae HENpeABUICHHBIX 3(PQPEKTOB BIHMSHUS JIEKAPCTBEHHOTO
npenapara Jjisi MEAUIIUHCKOTO IPUMEHEHHUSI HA COCTOSIHUE €T0 3/I0POBbS;

6) 00 yCIIOBHSIX 0053aTEILHOTO CTPAXOBAHUS )KU3HU, 3/T0POBbS MAIUEHTA,;

7) o rapaHTUSX KOHQUICHIMATBPHOCTA YYacTHUsd TAlMeHTa B KIMHUYECKOM HCCIeIOBAaHUU
JIEKapCTBEHHOTO Tpernapara Jjisi MeTUIIMHCKOTO PUMEHEHHS.

3. JoOpoBosIbHOE coTacHe MalKueHTa Ha yJacTHe B KIMHUYECKOM HCCIIEAOBAHUN JIEKAPCTBEHHOTO
npenapara il MEIUIIMHCKOTO TIPUMEHEHHS TOATBEPXKIACTCS €ro MOANMUCHI0O WIW TOAMHUCHIO €ro
3aKOHHOTO TIPEJICTaBUTENS HA HHPOPMAIIMIOHHOM JIUCTKE MaIHeHTA.

4. TlaupeHT WM €ro 3aKOHHBIA NPEACTABUTENb HMMEET MpPaBO OTKAa3aTbCid OT Y4YacTHs B
KIIMHUYECKOM HCCIIEOBAHUU JICKAPCTBEHHOTO MperapaTta JUisi MEIUIIMHCKOTO MPUMEHEHHs Ha 000
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CTauu MPOBCACHUS TAKOI'0 UCCICAOBAaHM.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oxkmsops 2014 2. N 313-D3 6 uacmv 5 cmamou 43 nacmosiuezo
DedepanbHoe0 3aKOHA BHECEHbl UBMEHEHUs, GCMYNnarwue 8 CUuLy no ucmederuu mpuoyamu OHetl nocie
OHs 0puyuanbLHO20 0NYOIUKOBAHUS HA368AHH020 DedepanbH020 3aKOHA

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

5. IlpoBe/ieHne KIMHUYECKOTO MCCIENOBAaHUS JIEKAPCTBEHHOrO Ipenapara Uisi MEJULUHCKOTO
MPUMEHEHHUS C Y4aCTHEM B KauyeCTBE IMALMEHTOB JIETEW JIOMYCKAETCS TOJBKO C COTJIacusi B MHUCbMEHHOU
dopme ux poauteneil, ychlHOBUTENEH. [leTM MOryT paccmaTpuBaThCsi B KadecTBE MOTEHIUAIbHBIX
MAIMEHTOB TAKOTO MCCIIEIOBAHUS, TOJILKO €CIIM €0 MPOBEICHUE HEOOXOMUMO TSl YKPETUICHUS 30 POBBS
neTe win npodunakTuku MHQEKIMOHHBIX 3a00JIeBaHUN B I€TCKOM BO3pacTe JMOO €CiH IIeNIbI0 TaKOTro
MCCJICIOBAHMS SIBJISICTCSl TOJIYY€HHE JAHHBIX O HAWIy4YIleld JO3WPOBKE JICKAPCTBEHHOI'O Ipernapara AJis
JedeHus JAetel. B 3TuX ciydasx TakoMy HCCIEAOBAaHUIO JOJDKHO NPEAIIECTBOBATH KIMHUYECKOE
MCCJICIOBAHKE JICKAPCTBEHHOTO IMpenapara Jii MEIUIIMHCKOTO TMPUMEHEHHs] Ha COBEPIICHHOJIETHUX
rpakJ1aHax, 3a UCKIFOUEHUEM CIIy4aeB, €CIIM UCCIIEAYEMbIN JIEKAPCTBEHHBIN MpernapaT Juisi MEIULUHCKOTO
MPUMEHEHHUS MPeAHa3HaYeH UCKIIOUUTEIBHO JJIsl MCIIOJIHb30BAaHUS HECOBEPIIIEHHOJICTHUMH TPaXKTIaHAMM.

6. 3ampemiaercs NPOBEACHHE KIMHUYECKOTO MCCIENOBAaHUs JIEKapCTBEHHOI'O Ipenapara Jis
MEIUIIMHCKOTO MPUMEHEHHS C YJaCTHEM B KaueCTBE MallMCHTOB:

1) neTeii-CUpOT U ACTEH, OCTABIIUXCS O0€3 NONCUCHHs POAUTEIICH;

2) SKEHIIMH B TMEpUOJ OCpPEeMEHHOCTH, JKEHIIMH B IIEPHOJ TPYIHOTO BCKapMIIMBAHUS, 32
HCKIIFOUEHHEM CIIy4aeB, €CJIM MPOBOJUTCS KIMHUYECKOE HCCIEIOBaHUE JIEKAPCTBEHHOIO Ipemnapara,
MpeIHA3HAYCHHOTO JIJISl YKA3aHHBIX JKCHIUH, NPU YCIOBUHM HEOOXOAMMOCTH IOJIYUYCHUS HH(OPMAIHH
TOJIKO BO BpEMsl MPOBEACHUS COOTBETCTBYIOUIUMX KIMHUYECKUX HCCICJOBAaHUN U TPHUHIATHS BCEX
HEOOXOUMBIX MEp M0 HCKIIOYCHUIO PHCKAa HAHECCHUs BpeAa JKEHIIMHE B IEpPHOJ OCpEeMEHHOCTH,
JKEHIIMHE B IEPUOJ IPYAHOTO BCKAPMIIMBAHUSL, IIJIOy WIH PEOCHKY;

3) BOGHHOCIYXAaIIUX, 32 MCKIIOUYEHHWEM CIy4aeB TMPOBEJACHUS KIMHUYECKOTO WCCIICIOBAHUS
JICKapCTBEHHOT'O Tpernapara, ClelnuaibHO pPa3padOTaHHOTO [JIsi MPUMEHEHHMs] B YCIOBHSIX BOCHHBIX
NEHCTBUH, Ype3BBIYAWHBIX CHUTyallMil, NpOQWIAKTUKA U JIedeHHs] 3a00JeBaHUN U TOpaKeHUM,
MONyYEeHHBIX B  pe3yibTare BO3JACHCTBUS  HEONArOMPUSATHBIX  XUMHUYECKHX, OHOJOTHYECKUX,
pamuanmoHHbIX ¢akTopoB. KinMHHMYeckoe HCClIeIOBaHUE TAaKOTro JIEKAPCTBEHHOTO MpernapaTa MOXET
MIPOBOJIUTHCS C YYACTHEM B KaU€CTBE MALlMEHTOB BOCHHOCIYKAILIMX, 3@ UCKIIFOUEHHEM BOEHHOCITYKaIIUX,
MPOXO/ISIIINX BOCHHYIO CIY>KOY 1O MPU3BIBY, C COOJIIOICHHUEM TpeOOBaHUM, YCTAHOBJICHHBIX HACTOSIIIUM
®denepanbHBIM 3aKOHOM B OTHOIIEHUH I'PaXKIAHCKUX JIULL

4) cOTpYIHUKOB MTPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) nui, oTOBIBAIOIIMX HAaKa3aHWE B MECTaxX JIUIIEHHUS CBOOOMBI, a TaKXKe JIUI, HaXOMIALINXCS MO/
CTpaKei B CJIEJICTBEHHBIX H30JISITOPaX.

7. Jlomyckaercs MpoBeJeHHE KIMHUYECKOrO0 HCCIEAOBaHUs JIEKapCTBEHHOIO Ipenapara Jis
MEUIIMHCKOTO MMPUMEHEHHMS, TPEIHA3HAUYEHHOTO JIJIS JICUCHHsI TICHXWYECKUX 3a00JICBaHUH, C YIaCTHEM B
KauyeCTBE MAlMEHTOB JIUI] C TICUXMYECKUMHU 3a00JIEBAaHUSIMU, MPU3HAHHBIX HEIEECIOCOOHBIMH B TIOPSIKE,
YCTAHOBIICHHOM  3akoHojatenscTBoM  Poccmiickoit  ®Depepanuu.  KnumHuyeckoe — wccienoBaHue
JICKapCTBEHHOTO Tpernapara B 3TOM Cly4yae MPOBOJUTCS MPHU HAJWMYUU COTJIACHS B MHUCBMEHHOU (opme
3aKOHHBIX TIPEACTABUTENCH YKa3aHHBIX JIUII.

TAPAHT:

CM. koMMeHTapuu K ctatbe 43 HacTosmero denepalbHOTO 3aKOHa

Wndopmarys 06 M3MEHEHHSX:

DedepanvHvim 3akoHom om 29 nosopa 2010 2. N 313-D3 cmamesa 44 nacmoswezo DedepanbHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowe 6 cuny ¢ 1 aueaps 2011 e.
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Cm. mexkcm cmamovu 8 npedvloyuell pedaxKyuu
Crarbs 44. OO0Os3arenbHOE CTpaxOBaHUE KHU3HU, 3/I0POBbS MAlMEHTAa, Y4YacCTBYIOIIETO B
KJIMHUYECKOM  HCCJIEJOBAHMU  JIEKAPCTBEHHOTO  Mpemapara s  MEAHIHMHCKOTO
MPUMEHEHUS

1. Opranmzanus, NOMYYHMBIIAS pa3pelleHHE Ha OPraHM3alMI0 IPOBEACHUS KIMHHYECKOTO
UCCJICIOBaHMsI JIEKAPCTBEHHOTO TMpernapara JUisi MEIUWIUHCKOro MpUMEHEHHs, o0s3aHa B KayecTBe
CTpaxoBaTelsl CTpPaxoBaTb pPHCK MPHUYMHEHUS Bpeda >KU3HHU, 3J0POBBIO NAlMEHTa B pe3yjbTare
MPOBEJCHUS KIMHUYECKOTO HCCIIeI0BaHUs JIEKAPCTBEHHOIO IMpernapara Jisi MEAUIIMHCKOTO MPUMEHEHUS
3a CBOM CHUET IyTeM 3aKIJIFOYCHHS JOrOBOpa 00s3aTEILHOTO CTPaXOBaHHUS.

2. OObeKkTOM 0053aTeIbHOTO CTPAXOBAHMs SABISETCS MMYIIECTBEHHBIH MHTEpeC IMalueHTa,
CBSI3aHHBI C MPUYMHEHHWEM Bpella €ro XU3HU WK 3/I0pPOBBIO B pe3yibTaTe MPOBENCHUS KIMHUYECKOTO
HCCJIEIOBAHMS JIEKAPCTBEHHOI'O MIperapaTa Jisi METUIIUHCKOTO IPUMEHEHUS.

3. CTpaxoBbIM CIIy4aeM I10 IOTOBOPY 00s3aTEILHOIO CTPAaXOBaHUS SIBIISICTCS CMEPTH MAllUeHTa WIIN
YXYALIEHUE €ro 3J0POBbs, B TOM UHKCIE BIEKYIee 32 COO0H YCTaHOBJICHUE UHBAIUIHOCTHU, PU HATHYUU
NPUYHHHO-CICICTBEHHOW CBSI3M MEXJy HACTYIUICHHEM OJTOrO COOBITHS M YYacTHEM IallueHTa B
KIIMHUYECKOM UCCIIEJIOBAaHUH JIEKAPCTBEHHOT'O TIperapara.

4. TpeboBaHMS O BO3MEUICHWW BpEIa, NPUYMHEHHOTO >KM3HM WM 3I0pPOBBIO MAIMEHTA,
OPEeIbSABISIOTCS B TEUYEHHWE  CPOKOB  HMCKOBOM  JAaBHOCTH, YCTAHOBJIEHHBIX  I'DaKIAHCKUM
3aKOHO/JaTEIHCTBOM.

5. Pa3mep cTpaxoBoii BBIIIATHI IO JOTOBOPY 0053aTEILHOTO CTPAXOBAaHHUS COCTABIISET:

1) B ciiydae cMepTH MaiyeHTa JBa MUJUTHOHA pyOJei Ha KaXIoro MalueHTa, y4acTBOBABIIETO B
KIIMHUYECKOM UCCIIEJIOBAaHUH JIEKAPCTBEHHOT'O TIperapara;

2) npu yXyALUIEHUU 3]J0pOBbs MAlIUEHTA!

a) MOBJEKIIEM 3a CO0O0M yCTaHOBIIEHUE MHBAIMIHOCTU | TPYIIIbI, OJMH MHJUIHOH MATHCOT ThHICSIY
pyOsieii Ha KaXXIOro NAalMeHTa, YYacTBOBABUIETO B KIMHUYECKOM HCCIIECOBAHUU JIEKAPCTBEHHOTO
npemnapara;

0) moBiekmeM 3a co0oil ycTaHOBJIeHHE WHBAIUAHOCTH I rpymmbl, oguH MWIITHOH pyOsei Ha
KaX/I0T0 MaIeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM MCCIIEI0BAaHUM JIEKApCTBEHHOTO Mpernapara;

B) MOBJIEKILIEM 3a co00i ycTaHoBiieHWe MHBaIuAHOCTH III rpymnmbl, maThCOT ThICSU pyOnei Ha
KaX/I0T0 MaIeHTa, y9aCTBOBABIIETO B KIIMHUYECKOM MCCIIEI0BAaHUM JIEKApCTBEHHOTO Mperapara;

Undhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekadps 2014 2. N 429-D3 noonynkm "2" nynkma 2 wacmu 5 cmamou
44 nacmosweeo DedepanvbHoc0 3aKOHA U3NONCEH 8 HOBOU pedakyuu, ecmynarowel 6 cuiy ¢ 1 uwons
2015 2.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxkyuu
') HE MOBJIEKIIEM 3a CO00I yCTaHOBIICHUSI MHBAJIMIHOCTH, HE O0Jiee ueM TpUCTa ThIcAd pyOsel Ha
Ka)KIO0T0 MallMeHTa, yYaCTBOBABIIETO B KIIMHUYECKOM HCCIIEIOBAaHUU JIEKAPCTBEHHOTO IMpernapaTa, HCXOIs
U3 HOPMATHBOB, OTPAXKAIOIIMX XapakTep W CTEIEeHb IOBPEKJICHUS 3JI0OPOBBS, a Takke (PaKTHISCKU
MOHECEHHBIX MAIMEHTOM PAaCXO0JIOB, BBI3BAHHBIX MOBPEKICHUEM 3/I0POBbs, HA MEIUIHUHCKYIO MOMOIIb,
nproOpeTeHne JeKapCTBEHHBIX TpenapaToB.
6. Yrparuna cuny ¢ 1 utons 2015 r.

Wudopmanust 06 U3MEHEHUIX:

Cm. mexcm yacmu 6 cmamou 44
7. Cpok moroBopa 00s3aTE€ILHOTO CTPaXOBaHHUsS HE MOXKET OBITh MEHEee, YeM CPOK MPOBEICHUS
KJIMHUYECKOT'0 UCCIIEIOBaHUs JIEKapCTBEHHOIO Mpenapara.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-d3 6 uacmsv 8 cmamvu 44 nacmosuezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 8 npeovloyuell pedaxKyuu
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8. VYcnoBus noroBopa 00S3aTENBHOIO CTPaxOBaHWSA, B TOM YHCJIE CTPaXxOBble TapU(bl IO
00s13aTeNbHOMY CTPaXOBAaHUIO, INEPEUYeHb HEOOXOMUMBIX JOKYMEHTOB IJISi OCYIIECTBIICHUS CTPaXOBOK
BBIIJIATHI, MOPSAAOK YCTAHOBICHHS CTPaxoBaTelieM HHIUBUAYAIBbHOTO HWACHTU(PHUKAIIMOHHOTO KOJa
HalMeHTa, MOPSI0K MHOOPMHUPOBAHHS CTPAaXOBATEIEM CTPAaXOBIIUKA O MPUBJICYEHHBIX K KIMHUYECKOMY
UCCIICIOBAaHHUIO JICKAPCTBEHHOT'O TpenapaTta Uil MEAWLUHCKOTO MPUMEHEHMS MalUeHTaX, MOPSI0K
yIUTaThl CTPAaXOBOW MPEMUH, TOPSAOK peaTH3aliy ONpeeIeHHBIX HacTosAmuM DenepaabHbIM 3aKOHOM U
OpyrumMu  denepalbHbIMU  3aKOHAMH TIpaB U OOS3aHHOCTEH CTOPOH IO JOTOBOPY O0S3aTEIBHOTIO
CTpaxoBaHMs, a TAaK)Ke HOPMATHBBI, OTPAXKAIOUIME XapaKTep W CTEHNEHb IOBPEXICHUS 3I0POBbS,
YCTAHABJIMBAIOTCS TUIIOBBIMU MPABUIIAMH 00S3aTE€IBHOTO CTPAXOBAHUSI.

9. B cirydae npuyMHEHHS BpEAa )KU3HU MAIEHTa, YIaCTBOBABILETO B KIIMHUYECKOM HCCIICAOBAaHUN
JIEKapCTBEHHOI'0 IIpenapara, BBITOJONPUOOpETaTeNsIMU 10 JOrOBOpY 005A3aTEIBHOTO CTPaXOBAHUS
SBIISIIOTCSL TpaXKIaHe, MMEIOIIMe MPaBO Ha BO3MEIICHHE Bpena B Cilydyae CMEPTH KOPMWJIbLIA B
COOTBETCTBUH C TPAKIAHCKUM 3aKOHO/IATEILCTBOM, IPU OTCYTCTBUU TaKUX TPAXAaH - POAUTENH, CYIPYT,
JIETH YMEpILETo MalMeHTa, yYacTBOBABIIErO B KJIMHUYECKOM HCCIICI0OBAaHUH JICKAPCTBEHHOTO Ipenapara,
B ClIydae CMEPTH IAIMEHTa, y4acTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAaHUU JIEKAPCTBEHHOTO IIperapara
¥ HE HMEBILIETO0 CAMOCTOATENIFHOTO J0XO/a, - TpakJaHe, HAa WKIUBCHUU KOTOPHIX OH HAaXOJWJICS, B
OTHOIICHWHM BO3MEUICHUS PACXOJOB Ha MOTpeOCHHE TIalMeHTa, YYaCTBOBABIIETO B KIMHUYECKOM
MICCIIEIOBAaHHUH JIEKAPCTBEHHOTO Tperapara, - JUIO, TOHEeCHIee TAKUe PacXObl.

10. CrpaxoBas BblIUIaTA B CYET BO3MEUICHHS Bpela, NPUYMHEHHOTO KM3HH TAlMEHTAa,
y4acTBOBABUIETO B KIMHUYECKOM HCCIICAOBAaHUU JICKAPCTBEHHOTO Mpernapara, paclpenesisieTcs MExay
BBITOJIOTIPHOOPETATEISIMA TPOTIOPIIMOHATIFHO X KOJUYECTBY B PaBHBIX JIOJISX.

11. Tlpu HacTymJeHHMH CTPaxoBOTO Ciydas MAlMEHT, Yy4YacTBOBABUIMH B KIMHHUYECKOM
UCCIICIOBAaHHUH JICKAPCTBEHHOTO MPEeTapara, BHIr0A0Npruo0peTaTesb BIpaBe MPeabiBUTh HEITOCPEICTBEHHO
CTPaxoBIIMKY TpeOOBaHHE O BO3MELIEHUU NMPUYMHEHHOro Bpeaa. CTpaxoBas BbIILIATa OCYIIECTBIISETCS
CTPaxOBIIMKOM B TEUEHHE TPUIIATH THEH CO JHS MPEACTaBICHUS HEOOXOAUMBIX TOKyMeHTOB. [lamuent,
y4acTBOBABUIMH B KIIMHUYECKOM HCCIIEIOBAaHHUHU JICKAPCTBEHHOT'O IMpernapaTa, Wik BHITOAONPHOOpEeTaTeb
00s3aH  COOOLINTH CTPAaXOBHIMKY Ui OCYIIECTBICHUS CTPAaXOBOW BBHIIIATHl  MHIUBUIYaJTbHBIN
UCHTU(PUKAIIMOHHBIN KO/ TAalMeHTa, YCTAaHOBJIEHHBIH CTpaxoBaTelleM B COOTBETCTBMM C THUIIOBBLIMU
IpaBUIIaMU 00S3aTENEHOTO CTPAXOBAHHS.

12. Jlo monHOro ompeAeneHHs pa3Mepa MOJUIeKAIlero BO3MELIEHHI0 Bpeda CTPAXOBIIUK I10
3asBJICHHIO TAI[EHTA, YYaCTBOBABIIETO B KJIMHUYECKOM HCCIIEIOBAHNM JIEKAPCTBEHHOTO Tpenapara, Win
3asBJICHUIO BBITOJIONPUOOpETATENsl BIIpaBe OCYIIECTBUTh YaCTh CTPAXOBOM BBIIUIATHI, COOTBETCTBYIOIIYIO
(aKTHUECKH ONpeesIeHHON YaCcTH MPUIHMHEHHOTO Bpea.

13. CrpaxoBas BblIIUIaATA B COOTBETCTBUM C JIOTOBOPOM  0053aTEIBHOTO CTpaxOBaHUs
OCYIIECTBIISICTCS HE3aBUCUMO OT BBIIIJIAT, TPUIUTAIOIINAXCS IO JPYTUM BHJIAM CTPAXOBaHUSI.

14. He pomyckaercs yuyacTMe NAalMeHTa B IPOBEACHUU KIMHUYECKOTO MCCIEJOBAHUS
JIEKapCTBEHHOTO Mpernapara Ipu OTCYTCTBUH JIOTOBOpa 00513aTEIbHOTO CTPaXOBAHUSL.

15. KoHTponb 3a HCIOJHEHMEM OpraHM3alluel, MONy4YuBIIEH pa3pelleHHe Ha OpraHu3alluio
NIPOBEICHUS KIIMHUYECKOTO HUCCIIEI0OBAaHUS JIEKAPCTBEHHOTO TpenapaTa Juisi MEIUIIMHCKOTO IPUMEHEHNS,
YCTAHOBJICHHON HacTosIeill cTarbell 00f3aHHOCTH MO 00s3aTEeIbHOMY CTPAXOBAHUIO YKU3HH, 370POBBS
MaIMeHTa, YIaCTBYIOMIETO (YIaCTBOBABIIETO) B KIIMHUYECKOM HCCIICIOBAHUHN JICKAPCTBEHHOTO TIpernapara,
OCYILECTBIISICTCS  YIIOJIHOMOYEHHBIM (peiepallbHbIM OpPraHOM HCIIOJHUTENBHONW BJIACTH, BBIJABIIUM
paspenieHHe Ha TPOBEIACHHWE KIMHUYECKUX HCCICNOBAHUN  JICKAPCTBEHHBIX TpENapaToB  JUIS
MEIUIIUHCKOTO IPUMEHEHUSI.

TAPAHT:

CM. koMmMeHTapuu K cTatbe 44 HacTosmero denepalbHOTO 3aKOHa

I'naBa 8. IIpon3BoACTBO M MAPKHPOBKA JIEKAPCTBEHHBIX CPEICTB
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Cratbs 45. [Ipou3BOACTBO JEKAPCTBEHHBIX CPEICTB

Wndopmarus 06 H3MEHEHHSX:

Deodepanvuvim 3akonom om 22 oexabps 2014 2. N 429-@3 6 uacms I cmamvu 45 nacmosuezo
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeti peoaxkyuu

1. IIpowW3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB JOJKHO COOTBETCTBOBATH TPEOOBAHMSAM IIPABIII
Ha/iJIeKalled MPOU3BOACTBEHHON NPAKTUKH, YTBEP)KJICHHBIM YIOJHOMOUYEHHBIM (hefiepalbHbIM OpraHoOM
UCIIOJHUTENBbHOM BiacTu. OcoOEHHOCTH Iepexoa MPOU3BOACTBA OTAEIBHBIX JEKAPCTBEHHBIX CPEJICTB K
UX MPOU3BOJACTBY B COOTBETCTBUM C TPEOOBAaHMSAMHU IPAaBUJI HaJjleKalled MPOM3BOICTBEHHON MpPaKTUKU
ycranaBinuBaroTca [IpaBurensctBom Poccuiickon @enepauuu. Bpigada 3aKkir04eHUid O COOTBETCTBUU
IPOM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHMAM IpaBWJI HaJUIeKallell MPOU3BOJCTBEHHOU
IPAKTUKU OCYLIECTBIIIETCS 110 pe3yJibTaTaM MHCIEKTHPOBAHMS IIPOU3BOAUTENEH JIE€KAPCTBEHHBIX CPEACTB
B 1opsijike, ycraHoBileHHOM IlIpaBurenbctBom Poccuiickoin ®denepanuu. Pasmep miatel 3a Bblaaudy
3aKIIIOYEHUST O COOTBETCTBUU TPOM3BOAMTENS JIEKAPCTBEHHBIX CpPEACTB TPeOOBAaHMUSAM  IPaBHII
HaJJIeXalled MPOU3BOICTBEHHOM NIPAKTUKKU ycTaHasiuBaercs [IpasurensctBom Poccniickoit denepannn.
[Topsiiok opraHu3alMy U MPOBEIEHUS MHCIEKTUPOBAHUS MPOU3BOJUTENEH JIEKAPCTBEHHBIX CPEJICTB Ha
COOTBETCTBUE TPEOOBAHUAM MpaBWJI HaJyUleXkKalllell MPOU3BOACTBEHHONW IPAKTUKU YCTAHABIMBAETCS
[IpaBurensctBoM Poccuiickoit denepanun.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacms 2 cmamvu 45 nacmosuezco
DedepanbHoeo 3aKOHA BHECeHbl UsMeHeHus1, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu

2. Tlpou3BOACTBO JIeKapCTBEHHBIX cpeAcTB B Poccuiickoit ®denepanuu  OCYyLIECTBISETCS
IPOU3BOJUTENSAMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIMMHU JIMLIEH3UI0 Ha MPOU3BOACTBO JIEKAPCTBEHHBIX
cpenctB. IloaTBepikneHue COOTBETCTBUA JIMIIEH3MATa TMpaBUjaM HaAJeXalleld MpPOU3BOJICTBEHHOM
MPAKTUKU OCYLIECTBIISIETCS B paMKax JIMIEH3MOHHOIO KOHTPOJIL B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit @enepanuu ¢ yueToM 0COOEHHOCTEH, YKa3aHHBIX B 4acTH | HACTOALIEH CTAaThU.

3. TIpou3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS C COOJIIOJICHHEM TpeOOBaHUMA
IPOMBIIIJICHHOTO PEriiaMeHTa, KOTOPBIH YTBEp)KJIAeTcs PYKOBOJIUTENEM MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB M BKJIIOYAaeT B ce0s IMepeueHb MCHOIb3YeMbIX (apMaleBTHUeCKuX CyOCTaHIMi U
BCIIOMOTATEJIbHBIX BEIIECTB € YKa3aHUEM KOJMYECTBAa KaXJI0TO M3 HUX, JaHHBIE 00 MCIIOJIB3yEeMOM
000Opy/ZI0BaHUH, ONHMCAHME TEXHOJIOTMYECKOr0 Ipolecca M METOJOB KOHTPOJS Ha BCEeX JTamax
IPOM3BOJICTBA JIEKAPCTBEHHBIX CPECTB.

Wndhopmarust 06 n3MEHEHUSX:

Yacmwv 4 usmenena ¢ 29 oexabps 2020 . - @edepanvhuiii 3axkon om 27 oekaops 2019 e. N 481-D3

CMm. npedvloywyro pedaKyuio

4. Tlpu IPOM3BOJICTBE JIGKAPCTBEHHBIX CPEACTB HCIOJIB3YIOTCS (hapMalleBTHUCCKHE CYOCTaHIIHH,
CBEICHHSI O KOTOPBIX COJEPIKATCS B TOCYIAPCTBEHHOM PeecTpe JIEKapCTBEHHBIX CPEACTB, 32 UCKIIIOUEHUEM
(dapManeBTHYECKUX CYOCTAHIIMHA, MTPOU3BOIUMBIX TSI TIPOBEACHUS KIMHUYSCKUX HMCCICIOBAHUN W IS
skcriopta. K mporeccy mpousBojcTBa (apMaleBTUUECKON CYOCTaHIIMM OTHOCSTCS JIIOObIE CTaauu
TEXHOJOTHYECKOTO TPOIlecca, ITO3BOJISIONINE IONYYHTh TOTOBBIA IMPOIYKT, COOTBETCTBYIOUIUI
TpeOoBaHUSIM (apMaKONeWHON cTaThu, B TOM 4Hcle (epMeHTalusl, SKCTPaKIUs, OYUCTKA, BBIJCICHNUE,
MEPEeKPUCTAIUTN3AINS, BBICYIIMBAaHWE, W3MEIbUYCHHE. B ciaydae HEOOXOJWMOCTH HCITOJIb30BAHHUS
STUJIOBOTO CIHPTa, B TOM 4YHcle (apMaleBTUYECKON CyOCTaHIIMU CIHPTa STUIOBOTO (dTaHOMNA), TPH
MIPOM3BOJICTBE JICKAPCTBEHHBIX CPEJICTB B KAYECTBE JICHCTBYIOIIETO M (HMJIM) BCTIOMOTATEIbHOTO BEIIECTRA,
a Takke€ B HHBIX TEXHOJOTHYECKUX IIeNIAX JOJKHA OBITh HCIIOJNIB30BaHA TOJBKO (hapmarieBTHUeCKas
CcyOCTaHIIHS CIIUPTA STUIIOBOTO (3TAHOJI).

Wndopmarys 06 M3MEHEHHSAX:
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Deoepanvrvim 3axkonom om 14 oexabpsa 2015 2. N 374-D3 wacme 4.1 cmamvu 45 nacmosuezo
DedepanbHoeo 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexcm wacmu 6 npeovioyujeri peoaxyuu

4.1. llepeuenb JIEKapCTBEHHBIX NpPENapaTroB Uil MEIUIUHCKOTO NPUMEHEHHUS, B OTHOILEHUU
KOTOPBIX YCTaHABJIMBAIOTCSA TpeOOBaHMs K OObEMY Taphl, YIAKOBKE M KOMIUIEKTHOCTH, IEpeyYeHb
JIEKapCTBEHHBIX IPENapaToB Jjisl BETEPUHAPHOTO IPUMEHEHUS, B OTHOIIEHUU KOTOPHIX YCTaHaBIMBAKOTCS
TpeOoBaHUS K OObEMy Tapbl, a Takxke TpeOoBaHUS K OObEMYy Taphl, YNAKOBKE M KOMILJIEKTHOCTH
JICKapCTBEHHBIX IpemaparoB Ui MEIUIIMHCKOTO TPUMEHEHHUs, TpeOoBaHus K OObBEMY Tapsl
JIEKapCTBEHHBIX IpernapaTroB [yl BETEPUHAPHOIO IPUMEHEHUS ONPEAEISIOTCS COOTBETCTBYIOLIMMHU
YIIOJIHOMOYEHHBIMU () eiepabHBIMU OpTaHAMH MCIIOJHHUTEIBHON BIIACTH B MOPSJIKE, YCTAHOBICHHOM
IIpaButenscTBOM Poccuiickoit @enepanuu.

Wndopmarius 06 H3MEHEHUSX:
Yacmo 4.2 uzmenena c 29 oexadps 2020 2. - Dedepanvhuiii 3akon om 27 dekaops 2019 2. N 481-D3

CMm. npedvloyuyro pedakyuio

4.2. OpraHuzanuu, OCYIIECTBISIONINE MPOU3BOJACTBO (hapMalleBTUUECKON CyOCTaHIMU CIupTa
ATUJIOBOTO (3TaHOJIA) I MPOU3BOJACTBA CHUPTOCOACPIKAIIUX JIEKAPCTBEHHBIX MPEMapaToB, OOs3aHBI
OCYIIECTBIISITh YYET B MOPSIKE, YCTAHOBICHHOM cTaThsiMu § U 14 denepanbHOro 3akoHa OT 22 HOSOps
1995 rona N 171-®3 "O rocynapCTBEHHOM PEryJIUpPOBAHUU ITPOU3BOJICTBA U 000OPOTA ITUIIOBOTO CIHPTA,
QJIKOTOJBHOM U CIUPTOCOAEPKAIEH TMPOAYKIIMM W 00 OrpaHMYeHUH NOTpeOneHuss (paciuTus)
ankoronpHOM mpoaykiuu". [IpousBoacTBo papManeBTHUECKONW CYOCTaHIIMM CIUPTA 3TUIOBOTO (3TaHOJA)
JIOITYCKAeTCsl TOJBKO OPTaHHM3AIMCH, OCYIISCTBIISIFONICH MPOU3BOJICTBO PEKTH(PUKOBAHHOTO STUIIOBOTO
CrupTa M3 MHILIEBOTO CHIPbS HAa OCHOBAaHHWM JIMIIEH3MH Ha TMPOHM3BOJACTBO STUJIOBOTO CIHMpTA IS
MPOU3BOJICTBA (aPMAIIEBTHUECKON CYOCTaHIIMM CIHUPTA OJTUJIOBOTO (dTaHOIA) B COOTBETCTBHH C
TpeboBanusimu DesiepasibHoro 3akoHa oT 22 HosOps 1995roga N 171-@3 "O rocymapcTBeHHOM
peryJIupoBaHUU TMPOU3BOJCTBA M 000pOTa ASTUIOBOrO CIHPTA, AJKOTOJBHOW M CIHUPTOCOAEPKAIIEH
OPOAYKIMH U 00 OTpaHrYeHUH MOTpeOIeHHs (PACTIUTHS) AIKOTOJIBHON MPOAYKIIMU'", METOIOM Pa3BEACHHUS
BOJIOM OYMILEHHOW TaKOro HTUJIOBOIO CIHMPTA, MNPOU3BEACHHOIO JAaHHOW OpraHu3alMed Mo MecCTy
OCYIIIECTBIIEHUS MPOU3BOACTBA (DapMaIleBTHUECKON CyOCTaHIINH CIUPTA STUIOBOTO (3TAHOMA).

Wndhopmarrist 06 n3MEHEHUSX:

Cmamus 45 oononnena uacmoto 4.3 ¢ 1 saneaps 2018 e. - @edepanvruiii 3akon om 29 uronsa 2017 e.
N 278-d3
4.3. UnauBuayalibHble NPEANPUHUMATENN U IOPUIANYECKHUE JIUIA, OCYLIECTBIISIOIINE 3aKyNKy U
UCIMOJIb30BaHUE (DapMaleBTUUECKOW CyOCTAaHIIMM CHHMpTa STHIOBOrO (3TaHONA), a TaKXKe MPOU3BOJICTBO,
U3roToBJI€HHE U (Wiau) oO0OpOT (32 UCKIOYEHHEM pPO3HMYHOM MpOJaku) CIHUPTOCOAEpIKALIUX
JIEKapCTBEHHBIX IpernapaTtoB, O0sM3aHbl OCYIIECTBIATh MX Yy4eT M JEeKJIapupoBaHHE B HOpSJIKE,
YCTAHOBJICHHOM cTaThsiMu 8 u 14 dexepanpHoro 3akoHa or 22 Hos0ps 1995 roma N 171-®3 "O
rOCy/IapCTBEHHOM DETyJIMPOBAHUM MPOU3BOACTBA U 00OpOTa ATHJIOBOTO CHUPTA, AJIKOTOJBHOW U
CIHUPTOCOIEpKAILEH MPOIYKIIUU U 00 OrpaHUYEHUH MOTPeOIeHN (PACUTHs) aJIKOTOIBLHON MPOIyKIMU".

Wudopmanust 06 U3MEHEHUSX:

Cmamuws 45 oononnena uacmoto 4.4 ¢ 13 aseycma 2019 e. - @edepanvuwiii 3akon om 2 aseycma 2019 e.
N 297-D3
4.4. Ilpm mnpOW3BOACTBE JEKAPCTBEHHBIX INPEMAPATOB JUIsl BETEPUHAPHOTO MPHUMEHEHUS
JIOMYCKAETCSl MCIIOJIb30BaHME MPOM3BEACHHBIX JUIA peaidu3aluu  (apManeBTHYECKUX CYOCTaHIHM,
BKJIIOUEHHBIX B TOCYIApCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB YIIOJHOMOYEHHBIM (eepabHbIM
OpraHOM  HCIOJHUTENIBHOM  BJIACTH, OCYLIECTBIISIIOIIMM  BEIEHUE TOCYJAapCTBEHHOIO  peecTpa
JIEKaPCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO IPUMEHEHHUS.
5. 3ampemmaercs IpOU3BOACTBO:
1) nexapcTBEHHBIX CPEJCTB, HE BKIIFOUEHHBIX B FOCY/IapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPE/ICTB,
3a UCKJIFOYEHHEM JIEKAPCTBEHHBIX CPEACTB, IPOM3BOAUMBIX /ISl IPOBEACHUS KIMHUYECKUX HUCCIIEI0BaHNN
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U TSI SKCIIOPTA;

2) banbcupuIpoBaHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) JIeKapCTBEHHBIX CPEJCTB O€3 JUIEH3UN Ha MPOU3BOICTBO JICKAPCTBEHHBIX CPEJICTB;

4) neKkapCTBEHHBIX CPEICTB C HApYyIIEHHWEM IpPaBUJ OpPraHU3alUM MPOU3BOJCTBA W KOHTPOJISL
KauecTBa JIEKAPCTBEHHBIX CPEJICTB;

5) yrpatun cury ¢ 29 aexadps 2020 r. - @enepanbubiii 3akoH oT 27 nexadps 2019 r. N 481-D3

Wndopmarius 06 H3MEHEHUSX:
CMm. npedvloyuyro pedaKyuio

Cmamws 45 oononnena nynkmom 6 ¢ 29 dexabps 2020 2. - @edepanvhwiii 3axon om 27 dexabps 2019 e.
N 481-D3
6) CIHPTOCOJEPKAIMMX JICKAPCTBEHHBIX MPENapaToB [0 MECTY OCYIICCTBICHHS IPOU3BOICTBA
dbapManeBTUYECKON CyOCTaHIIMK CIHUPTa STHWIOBOrO (3TaHOoNa) W (WIM) MO MECTy OCYIIECTBICHHUS
IIPOM3BOJICTBA STHIIOBOTO CIIUPTA;

Undopmaris 06 n3MEHEHUX:

Cmamuws 45 oononnena nynkmom 7 ¢ 29 oexabps 2020 2. - @edepanvusiii 3akon om 27 dexaops 2019 a.
N 481-D3

7) ¢apmarieBTUYECKON CyOCTaHIIMM CHOUpPTa 3TUJIOBOTO (9TaHONA) W (MIM) CHUPTOCOIAEPKAIIMX
JICKapCTBCHHBIX IMIPEMapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOpYyIOBaHUM JUISI TPOU3BOJICTBA
STUJIOBOTO CIIUPTA, YKa3aHHOM B nyHkTe 1.1 crateu 14.1 denepanbHoro 3akona ot 22 HosOps 1995 rona
N 171-®3 "O rocygapCcTBEHHOM pPETyJIMPOBAHWHM TPOW3BOJCTBA H 000pOTa ATHIOBOTO CIHPTA,
QIKOTOJILHOM H  CIHUPTOCOAEpXKAlel NpOAYKIMM U 00 OrpaHUYeHUH MOTpedieHus (pacmuTus)

AIKOTOJILHOM MPOAYKITUH".

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uacmv 6 cmamou 45 nacmoswezo
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mekcm wacmu 6 npedvloyuell pedaxKyuu
6. Ilpu BBOJE IJEKAPCTBEHHBIX CPEACTB B TPAXKIAHCKUNA O0OOPOT YIOITHOMOUEHHOE JHIIO
MIPOU3BOUTEIIS JICKAPCTBEHHBIX CPEJCTB OCYIIECTBISICT MOATBEPIKICHUE COOTBETCTBHS JICKAPCTBEHHBIX
CPEICTB TpeOOBAaHUSAM, YCTAHOBIEHHBIM MPH WX TOCYIapCTBEHHOW pPETHCTpAIlMU, U TapaHTHPYET, UTO
JICKapCTBCHHBIE CPEJCTBA TPOU3BEJCHBI B COOTBETCTBHHM C TPEOOBAaHUSAMHU IPABWI HaJyIeKaIIeh
MIPOU3BOJICTBEHHON MPAKTHKHU.

Wndhopmarust 06 n3MEHEHUSX:

Yacms 7 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

7. YIIOTHOMOYEHHBIM JIULIOM MPOM3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB SIBJISETCS €ro pabOTHUK,
aTTeCTOBAHHBI B YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (peiepalbHbIM OPraHOM HCHOJIHUTENBHOM BIACTH
MOPSIIKE ¥ UMEIONTUI CTaX padOTHl HE MEHEEe YeM TISATh JIET B 00JaCTH MPOU3BOJCTBA U (MJTH) KOHTPOJIS
Ka4yecTBa JICKapCTBEHHBIX CPECTB, BBICIIEE 00pa30BaHWE COOTBETCTBEHHO IO OJHOM M3 CEeHaIbHOCTEH
u (WIM) OJHOMY W3 HAaNpaBiIeHWH MOATOTOBKU: OHMONOTHs, OHOTEXHOJOTHs, BETEpUHAPHS,
BETEPUHAPHO-CAHUTApHAsl JKCIEPTH3a, KIMHUYECKAass MEIMLMHA, pPAJUalOHHAsA, XUMHUYECKas W
Ouosoruyeckas 3amura, papmanus, GpyHagaMeHTalbHas MEAUIIMHA, XUMUYECKask TEXHOJIOTHSI, XUMHSL.

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 8 usmenena c 1 amsapa 2018 2. - @edepanvruiii 3akon om 29 uionsn 2017 2. N 278-D3

Cm. npedvloywyio pedakyuro
8. IIpousBoauTeNM JEKApCTBEHHBIX CPEJACTB (32 UCKIIOUYEHHEM (hapMaleBTHUECKOW CyOCTaHLIUHU
CIUpPTa STUJIOBOTO (3TaHOJIa) MOTYT OCYLIECTBIIATH MPOAAKy JIEKAPCTBEHHBIX CPENICTB WM NepeaBaTh UX
B YCTaHOBJICHHOM 3aKOHOJIaTeNIbCTBOM Poccuiickoit denepanuu nopske:
1) ApyruM npou3BOIUTENSM JIEKApPCTBEHHBIX CPEJICTB AJIsi IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;
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2) opraHM3anysaM ONTOBOW TOPIOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeyHbIM OpraHU3alUsAM, BETEPUHAPHBIM alTEYHBIM OPraHU3alMsIM, HWHIUBUIYaTbHBIM
OpeANPUHIMATENSAM, UMEIONUM JIMIEH3UI0 Ha (DapMaleBTUYECKYIO JAEATENIbHOCTh WIHM JIMIEH3UI0 Ha
MEIULNHCKYIO IESITEIbHOCTD;

4) HayYHO-MCCIIEI0BATEIbCKUM OPTaHU3aIUAM [ HAyYHO-HCCIIeI0BaTEIbCKON PabOTHI;

5) MEeIULIMHCKUM OpraHU3alUsIM U BETepUHAPHBIM OpraHHU3aIHIM;

Wndopmarius 06 H3MEHEHUSX:
Ilynkm 6 uzmenen c 13 aseycma 2019 a. - @edepanvhuiii 3akon om 2 aseycma 2019 . N 297-D3

CMm. npedvloyuyro pedaKyuio
6) opraHm3zalysM W WHANBUAYAIBHBIM TMPEANPUHAMATENSIM, OCYIICCTBISIONIUM pPa3BEICHUE,
BBIPAIIIMBAHKIE U COJIEPIKAHHUE KUBOTHBIX (32 UCKITFOUCHHEM MTPOAXKH UM (DapMaleBTHUECKUX CyOCTaHIIUN
WM UX [epeaayn).

Wndopmarus 06 H3MEHEHHSX:
Yacmwv 9 usmenena c 29 oexabps 2020 2. - @edepanvhuiii 3akon om 27 oekaops 2019 e. N 481-D3

Cm. npeovloywyro peoakyuio

9. IlpomsBomutenu (apmareBTHIECKOH CyOCTaHIIMM CIIHpPTa 3TUJIOBOTO (dTaHONA) OOS3aHBI
OCYIIECTBIISITh pealu3anuio (mepeaady B YCTAaHOBICHHOM 3aKOHOAATenbCcTBOM Poccuiickoit denepanuu
nopsike)  (GapManeBTHYECKOW  CyOCTaHIIMM  CIIUpTAa  JTWIOBOTO  (3TaHONA)  MPOU3BOAUTEISIM
JICKAPCTBEHHBIX CPEJCTB JIJIsl MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB, IPOU3BOJUTEINSAM (M3TOTOBHUTEIISIM)
MEIUIIUHCKUX M3JIEMUHN I TIPOU3BOJCTBA M M3TOTOBJICHHUS MEIUIIMHCKUX U3CTUI B eMKOCTSIX 00BEMOM
He Oonee 1 nutpa u (unu) He meHee 1000 nUTpOB, a OpraHU3aUsAM, YKa3aHHBIM B ITyHKTax 3 - 5 yactu 8
HACTOSIICH CTaThH, B Tape 00beMoM He Ooiiee 1 nutpa.

Wudopmarus 06 H3MEHEHHSX:

Cmamuws 45 oononnena uacmoio 10 ¢ 29 dexabpsa 2020 e. - Dedepanvhviii 3axon om 27 dexkabps 2019 e.
N 481-D3
10. Peanmuzammsi (mepemaya B YCTAHOBJIEHHOM 3aKOHOJATENhCTBOM Poccuiickoit ®Depepanun
nopsiake) GapMaleBTUYECKON CyOCTaHIIMM CIHUPTa STUIOBOTO (dTaHONA) OpraHU3alUSAM ONTOBOM
TOPTOBIIY JICKAPCTBEHHBIMH CPEJICTBAMU HE JIOTYCKACTCA.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 45 oononnena uacmoio 11 ¢ 29 dexabpsa 2020 e. - Dedepanvhviii 3axon om 27 dexkabps 2019 e.
N 481-d3
11. TlepeBo3ku (hapmanieBTHUECKON CyOCTaHIIMU CIMPTA 3TUJIOBOIO (3TAHOJA) OCYIIECTBISAIOTCS C
coOuto/ieHreM TpeOOBaHUil, YCTAaHOBIEHHBIX a03alleM 4eTBepThIM NyHKTa 3 ctatbu 9 degepalibHOro
3akoHa oT 22 Hos0ps 1995 roga N 171-®3 "O rocymsapCTBEHHOM pETyJIUPOBAHHWU MPOM3BOACTBA U
0o0opoTa 3TUIIOBOrO CHHMPTA, AJIKOTOJIBHOM W CIUPTOCOAEp)Kalled NpOAYKIMM U 00 OrpaHUYeHUU
noTpedeHus (pacuTHs) aIKOTOJIBHOM MPOTyKIUu'".
TAPAHT:

CM. koMMeHTapuu K cTaTthbe 45 HacTosero denepalbHOrO 3aKOHA

CraTtbs 46. MapkupoBKa JIEKAPCTBEHHBIX CPEICTB
TAPAHT:

Cm.  IlonokeHue O  TPOBENEHHWU  DKCIEpPUMEHTAa IO  MAapKUPOBKE  KOHTPOJIbHBIMU
(uneHTU(UKAMOHHBIMU) 3HAKAMH W MOHHUTOPHUHTY 32 00OPOTOM OTIEIbHBIX BHAOB JIEKAPCTBEHHBIX
IIPENapaToB JUIsl MEAULMHCKOIO NMPUMEHEHHUS, YTBEPKACHHOE MocTaHoBiIeHreM [IpaBurenscrBa PO or
24 auBaps 2017 r. N 62

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akonom om 11 oxkmsabps 20102 N 271-P3 6 uwacme 1 cmamvu 46 Hacmoswe2o
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHs.
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Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
1. JlekapCTBEHHBIC IMpemaparhbl, 32 UCKIIOUECHHEM JICKApPCTBEHHBIX IMPENapaToB, U3rOTOBICHHBIX
anTeUYHBIMH  OPTaHU3ANMSIMH, BETCPUHAPHBIMH AaNTEUYHBIMH OPTraHU3alUSMHU, WHIAUBUIYATbHBIMU
NpEANPUHIUMATEISIMA, UMEIOIIUMU JIMIIEH3UI0 Ha (papMareBTUHUYECKYIO JeSITeIbHOCTD, JOJDKHBI TOCTYIATh
B oOpallieHue, eciu:

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ nyuxkm 1 vacmu 1 cmamovu 46 nacmosiuezo
DedepanbHoeo 3aKOHA BHECEeHbl UsMeHeHus1, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mekcm nyHkma 6 npeovioyujeli peoaxkyuu
1) Ha uX mNepBUYHON YNAKOBKE (3a HUCKIOYEHHEM IIEPBUYHOM YIIAKOBKH JIEKAPCTBEHHBIX
PACTUTENBHBIX IPENapaToB) XOPOIIO YUTAEMbIM LIPU(TOM Ha PYCCKOM s3bIKE YKa3aHbl HAaMMEHOBAHUE
JIEKapCTBEHHOTO Tperapara (Mex/1yHapoIHOe HellaTeHTOBAHHOE, HITH TPYIIIMPOBOYHOE, WIIM XUMHUECKOE,
WM TOPrOBOE HAMMEHOBAHNE), HOMEP CEpPHH, JaTa BbITycKa (JIJIsI HUMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
IpenapaToB), CPOK FOJHOCTH, JO3UPOBKA WIIM KOHIIEHTpAIHs, 00beM, aKkTUBHOCTh B €IMHULIAX JACHCTBUS
WX KOJIMYECTBO J103;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ nyukm 2 yvacmu 1 cmamovu 46 nacmosuwezo
DedepanvbHo2o 3aKOHA 8HeCEeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mekcm nynkma 6 npeovloyujeli peoaxyuu

2) Ha UX BTOPUYHOH (TMOTPEOUTENIHCKOI) YITAKOBKE XOPOIIO YUTAEMBIM HIPU(TOM Ha PYCCKOM
A3bIKE yKa3aHbl HaMMEHOBAHUE JIEKAPCTBEHHOTrO Ipernapara (MeXAyHapOoJHOE HEeNaTeHTOBAHHOE, HIIU
IPYNIUPOBOYHOE, MM XHUMHYECKOE U TOProBO€ HAMMEHOBAHHSA), HAUMEHOBAHME IPOU3BOJIUTENS
JIEKapCTBEHHOTO IpenapaTta, HOMEp Cepuu, Jara BbIlycka (s MMMYHOOMOJIOTMUECKUX JIEKAPCTBEHHBIX
[IpernapaToB), HOMEP PErUCTPALMOHHOIO YJOCTOBEPEHMS, CPOK TOJHOCTH, CIIOCOO NpHUMEHEHUs,
JI03UPOBKAa WJIM KOHLIEHTpalus, 00beM, aKTMBHOCTb B €IMHHIAX ACUCTBHUs JIMOO KOJIMYECTBO /103 B
yIaKOBKE, JIEKAPCTBEHHAs! (opMa, YCIOBUS OTITYCKa, YCIOBUS XpaHEHUsI, IPEyNPEAUTEIbHbIE HAMICH.

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 2 cmamovu 46 Hacmoswezo
DedepanbHo2co 3aKOHA 6HeCeHbl UsMeHeHus1, ecmynarowue 6 cury ¢ 1 urons 2015 a.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

2. ®apMalleBTHYECKHUE CYOCTaHIIMU OJDKHBI MOCTYIATh B OOpalieHue, eciu Ha WX MEePBUYHOU
YIIAKOBKE XOPOIIO YUTAEMBIM IIPU(TOM HA PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHUE (apMalleBTUUYECKOM
cyOcTaHnu (MEXIYHAPOJIHOE HEMATEeHTOBAHHOE, WM TPYNIHPOBOYHOE, WM XUMHUYECKOE M TOPTOBOE
HAaUMEHOBAHUS), HAMMEHOBAHUE MPOU3BOAUTENS (hapMalleBTHUECKON CyOCTaHIIMU, HOMEpP Cepur U JaTta
M3TOTOBJICHUS, KOJIMYECTBO B YINAKOBKE U €IWHHUIIBI U3MEPEHUSA KOJUYECTBA, CPOK TOJHOCTH U YCIOBHUS
XpaHEHHS.

3. JlexkapcTBEeHHBIE CpEJCTBA B KauyeCTBE CHIBOPOTOK JIOJDKHBI TOCTYNATh B OOpalieHue ¢
YKa3aHUEM KUBOTHOT'O, U3 KPOBH, IIJIa3Mbl KPOBU, OPTaHOB U TKAHEN KOTOPOTO OHHU MOJYYEHBI.

4. Ha BTOpH4HYIO (MTOTPEOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOJYUYEHHBIX U3 KPOBH,
1J1a3Mbl KPOBU, OPTaHOB U TKaHEH YelloBeKa, 0 KHA HAHOCUThCS Haanuck: "Anturena k BUY-1, BUY-2,
K BUpYycCy renaruta C 1 MOBEpXHOCTHBIM aHTUTEH BUpYca renatuta B orcyrcTByroT".

5. Ha  nmnepBuyHyr0  ymakoBKy W BTOPUYHYIO (TOTPEOUTENBCKYI0)  YIAKOBKY
paanodapMareBTHIeCKUX JeKaPCTBEHHBIX CPEJCTB JOJIKEH HAHOCUTHCS 3HAK paaualliOHHOMN OMMaCHOCTH.

6. Ha BTopuuHyro (OTpeOUTENBCKYI0) YIAKOBKY TOMEONATHYECKUX JIEKAPCTBEHHBIX PENapaToB
JIOJ>KHA HAHOCUTHCS Haanuch: "I'oMeonaTnueckmii".

7. Ha BrOopuuHyI (MOTPEOUTENHCKYIO) YIMAKOBKY JIEKApPCTBEHHBIX DPACTUTENIBHBIX IIPErnapaToB
JIOJKHA HAHOCUThCS Haanuck: "lIpoaykuus nmpouia panaiuOHHbIA KOHTPOIb' .

Wndopmarys 06 M3MEHEHHSAX:
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Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-@3 6 uacms 8 cmamvu 46 nacmosuezo
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

8. Ha mnepBuuHyr0 ymakoBKy (€ciau IJisi 3TOr0 CYIIECTBYET TEXHUYECKas BO3MOXHOCTh) H
BTOPUYHYIO (MOTPEOUTENbCKYI0) YIAKOBKY JIGKAPCTBEHHBIX IpEnapaToB, MpeIHA3HAYCHHBIX JUIS
KIIMHUYECKUX MCCIICOBAaHUMN, TOJDKHA HAHOCUTBCS HAANMUCh: " J{J1s KIIMHUYECKUX UCCIIeI0BaHUN".

9. VYmnakoBka JEKapCTBEHHBIX CpPEICTB, MNpPEJHA3HAYCHHBIX HWCKIIOYUTENIBHO [UIsl JKCIOPTa,
MapKUPYETCsI B COOTBETCTBHH C TPEOOBAHHUSIMH CTPAHBI-UMIIOPTEPA.

10. Ha TtpancnoptHytio Tapy, KOTOopas HE MpeJHa3HAueHa g MOTpeOuTeneii U B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEJCTBO, JOJDKHA HAHOCUTHCS WHGOpMAalUs O HAMMEHOBAHWUHU, CEepuu
JIEKaPCTBEHHOI'O CPEJCTBa, JaTe BBIMYCKA, KOJMYECTBE BTOPUYHBIX (MOTPEOUTENIbCKUX) YHaKOBOK
JIEKApCTBEHHOT'O0 CPEJCTBA, MPOU3BOAUTENIEC JIEKAPCTBEHHOTO CPEJICTBA C YKAa3aHWEM HAMMEHOBAHUS U
MECTOHAXO0XKICHHS IPOU3BOAUTENS JIEKAPCTBEHHOT'O CPe/ICTBa (a1pec, B TOM YHUCIIE cTpaHa U (W) MeCcTo
MIPOU3BOJICTBA JICKAPCTBEHHOTO CPEJICTBA), @ TaKXKE O CPOKE TOJHOCTH JIEKAPCTBEHHOTO CPEJCTBAa U 00
YCIIOBUSIX €T0 XpaHEHUs U MEePEBO3KH, HEOOXOIUMbIC TPEayNpPEAUTEIbHbIC HAAMUCH U MAHUITYJISITOPHbBIE
3HAKHU.

11. Ha mepBHYHYIO YMaKOBKY W BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKApCTBEHHBIX
CPEACTB Il BETEPUHAPHOTO TPUMEHEHHUs JOJKHA HAHOCUTbCS Haamuch: "Jlims BeTepuHApHOTO
npuMeHeHus".

12. Ha BropuuHyto (HOTPEOUTENBCKYIO) YIAKOBKY JEKAapCTBEHHOI'O Ipenapara HaHOCUTCS
HITPUXOBOM KOJI.

TAPAHT:

CM. koMMeHTapuu K cTatbe 46 HacTosero denepabHOTO 3aKOHA

Undopmaris 06 n3MEHEHUAX:

Deodepanvrvim 3axkonom om 6 Oexkabps 2011 e. N 409-DP3 6 naumenosanue enagvl 9 Hacmoswezo
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUe 8 CULY N0 UCMEYeHUU MPpuoyamu OHell nocie
OHA 0huYUaAIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Cm. mexcm HauMeHO8aHUsL 8 NPedbloyuell pedaKyuu

I'naBa 9. BBo3 jiekapcTBeHHBbIX cpeacTB B Poccuiickyro @eiepanuio 4 BbIBO3 JIEKAPCTBEHHbIX
cpeacts u3 Poccuiickont @exepannu

Undhopmarrist 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 6 dexabps 2011 2. N 409-D3 6 naumenosarue cmamou 47 nacmosuiezo
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUsl, GCIMYNalowue 8 CULY NO UCHeYeHUU mpuoyamu OHel nocie
OHsL oGhuyuanbHo20 onyoOIUKO8aAHUSL HA38aAHH020 DedepanbHo20 3aKOHA

Cm. mexcm HAUMEHOBAHUSL 8 NPeOblOYUel PeOaKyuu
Crarba 47. Tlopsanok BBO3a JEKapCTBEHHBIX cpenctB B Poccuiickyro denepanuio W BbIBO3a
JIEKapCTBEHHBIX cpelcTB U3 Poccuiickon denepanun

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 1 cmamvu 47 nacmoswezo
DedepanvbHoe0 3aKOHA BHECEHbl UBMEHEHUs, GCIMYNnarwue 8 Culy no ucmederuu mpuoyamu OHetl nocje
OHA ohuyuanbHo20 onyoIUKO8aAHUA HA38aHH020 DedepanbHo20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. BBo3 nekapcTBeHHBIX cpeAcTB B Poccuiickyro denepanuro OCyIMECTBISETCS B IOPSIKE,
ycraHoBlieHHOM [IpaButenscrBom Poccuiickor ®exepanuu, B COOTBETCTBUM €  TaMOMKEHHBIM
3aKoHo/aTenbcTBOM TamokeHHOro coro3a B pamkax EBpA3DC (nmanee - Tamo)keHHBIM coro3) U (Win)
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3aKoHoJaTenscTBoM Poccuniickon denepatnv 0 TaMOKEHHOM JIEIIE.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 2 usmenena c 28 oexabps 2019 e. - Dedepanvrviii 3axon om 27 dexabps 2019 2. N 462-D3

CMm. npedvloyuyro pedaKyuio
2. Bosumbie B Poccuiickyro ®enepanuio JIEKapCTBEHHbBIE CPENICTBA JIOJKHBI COAEPKAThCAd B
rocy/IapCTBEHHOM PEECTpE JIGKAPCTBEHHBIX CPE/ICTB.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uacmv 3 cmamvu 47 Hacmosuwezo
DedepanbHo20 3aKOHA 6HECEHbl USMEHEHUs, GCIMYNAalowue 6 CUILy No UCMeYeHUuU mpuoyamu OHel noce
OHs 0puyuanbLHO20 ONYOIUKOBAHUS HA38aHH020 DedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

3. Homyckaercs BB03 B Poccuiickyro @enepanuio KOHKPETHOW NMapTUM 3aperMCTPUPOBAHHBIX U
(unu)  HE3aperuCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEICTB, MPEJHA3HAUYCHHBIX [UIsI  MPOBEACHUS
KJIMHUYECKUX HCCIIEOBAaHUI JIEKapCTBEHHBIX IPENapaToB, MPOBEACHUS SKCIEPTU3bl JIEKAPCTBEHHBIX
CPEACTB JJIsi OCYILECTBIICHHUS] TOCYIAapCTBEHHOM PErHCTpalUy JIEKAPCTBEHHBIX IMIPENapaToB WIM s
OKa3aHUs MEIUIMHCKOM MOMOIIM MO KM3HEHHBIM IOKa3aHUSM KOHKPETHOTO MallMeHTa Ha OCHOBAHWUU
paspelieHus, BBIJAHHOTO YIOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIIOJIHUTENbHON BIIACTH 10
3asBJICHUSIM JIML, YKa3aHHbIX B cTaThbe 48 Hacroduero deaepalbHOrO 3aKoHa. PaccMoTpeHue Takoro
3asBJICHUS W MPUHATHE PEIIEHUs O BbIJAau€ pa3pelieHUs] Ha BBO3 KOHKPETHON MapTuu
3aperuCTpUPOBAaHHBIX U (MJIM) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MpPEAHA3HAYECHHBIX IS
MPOBEACHUS KIMHUYECKUX HCCIEAOBAHUI JIEKAPCTBEHHBIX IPENapaToB, IPOBEAEHUS SKCIEPTU3BI
JIEKapCTBEHHBIX CPEJACTB JUI1 OCYIIECTBJIEHUS TOCYJAapCTBEHHOW PETUCTPALUU  JIEKApPCTBEHHBIX
[penaparoB WIM i1 OKa3aHWs MEJUUUHCKOW IMOMOIIM [0 XU3HEHHBIM IMOKAa3aHHUSIM KOHKPETHOIO
namnueHTa 1100 00 OTKas3e B BbIaYe YKa3aHHOTO pa3pelieHHs MPOU3BOASTCS B CPOK, HE TPEBBIIIAOIINI
ATy pabouux qHeil. [1naTa 3a BelAauy yKa3aHHOTO pa3pelieHus: He B3UMaeTCsl.

Wndhopmarust 06 n3MEHEHUSX:

Cmamuws 47 oonoanena uwacmoio 3.1 ¢ 1 mapma 2020 2. - Dedepanvrviii 3axkon om 27 dexaobps 2019 e. N
475-D3

T'APAHT:

[Tonoxxenus yactu 3.1 npumensitorcs 10 31 nexadps 2023 r.

3.1. lonyckaercsa BB0O3 B Poccuiickyro denepannio KOHKPETHON NapTHUH HE3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MpPEnapaToB, COAEPKAIIUX HAPKOTUYECKHE CPEJCTBA WM TNCHUXOTPOIHBIE BEIIECTBA, B
nopsiike, ycraHoBieHHOM IlpaButensctBoMm Poccuiickon ®enepauuu, i OKa3aHUsS MEIULUHCKON
MOMOIIY IO >KU3HEHHBIM MOKA3aHUSIM KOHKPETHOI'O MAIlMEHTA WJIW TPYIIbI MAIMEHTOB B CIIy4ae, €CIU
UMEETCsl pelieHHe BpaueOHOW KOMHMCCHU MEIUIIMHCKOM OpraHu3anud o Hed()PEKTUBHOCTH UIH
HEBO3MOYXHOCTH TNPUMEHEHUS y KOHKPETHOIO NAalMEHTa HWHBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpernapaToB, B TOM YHCJE COJEpKalUX APYyrue ASHCTBYIOIINE BEHIECTBa, U O HEOOXOIMMOCTH BBO3a
ONPEACTICHHOTO HE3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara ¢ yKa3aHuEM €ro MeKyHapOIHOTO
HEMAaTeHTOBAaHHOTO (WJIM XMUMHYECKOTO, WM TPYNIHUPOBOYHOIO) HAMMEHOBaHUs, (OPMBI BBITyCKa H
konudecTtBa. [lepedeHs 3a00yieBaHUN W COCTOSIHUM M COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IpEINapaTos,
COZEPKAIIMX HAPKOTUYECKHUE CPENICTBA U IICUXOTPOIIHBIE BEUIECTBA, B LIEJISX OCYLIECTBICHUS UX BBO3a B
COOTBETCTBHU C TPEOOBAHUSMH HACTOSIIEH YacTH YTBEPKIACTCS YIOJIHOMOYECHHBIM (henepasbHbIM
OpraHOM MCIOJIHUTEIBHOMN BIIACTH.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-D3 6 uacmv 4 cmamvu 47 nacmoswezo
DedepanvbHoeo 3aKOHA BHECEHbl USMEHEHUs, GCmMynarwue 8 CUuLy no ucmedeHuu mpuoyamu OHell nocje
OHsL 0puyuanvbHo20 onyoIUKO8aAHUs HA38aHH020 DedepanlbH020 3aKOHA

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
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4. B Poccuiickyto ®enepanuio MOKHO BBO3UTh JIEKAPCTBEHHBIE CPEACTBA, KAYECTBO KOTOPBIX
HOJTBEPXKIEHO CEPTUPUKATOM MPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB, YIOCTOBEPSIOLIMM COOTBETCTBUE
BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUAM (papMakomeiHbIX cTaTel MO0 B caydae UX OTCYTCTBUS
HOPMAaTUBHOM JTOKyMEHTAllMU WJIX HOPMaTUBHOTO JOKYMEHTA.

Wndopmarius 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 5 cmamvu 47 Hacmoswezo
DedepanbHo20 3aKOHA 8HECEeHbl USMEHeHUsl, GCMYNalowue 8 CULY N0 UCHeYeHUU mpuoyamu OHell nocie
OHAL 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
5. 3anpemaercs BB03 B Poccuiickyro ®Penepaunio ¢anbCUPUIUPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HEMOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JIGKAPCTBEHHBIX CPEIICTB.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 6 cmamvu 47 Hacmoswezo
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHUsl, GCIMYNalowue 8 CULY N0 UCHeYeHUU mpuoyamu OHell nocie
OHsL OpuyuanbHo20 0nyoIUKOBaAHUsS HA38aHH020 DPedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu

6. @anbcuduuUpOBaHHBIE JEKAPCTBEHHBIE CPEICTBA, HEIOOPOKAUYEeCTBEHHBIE JIEKAPCTBEHHBIC
CPEACTBA MOUIEKAT UIBATHIO U MOCIEIYIOIEMY YHUUYTOXKEHUIO WK BbIBO3Y M3 Poccuiickoit denepannu,
KOHTpa(akTHBIE JIEKAPCTBEHHBIE CPE/ICTBA - U3BATHIO U IMOCIEAYIOIEMY YHHUUYTOKEHUIO. YHUUYTOKECHHE
wii  BeBO3 U3 Poccmiickoit  @enepanuu  GanbCUPUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEICTB,
HEJOOPOKAYECTBEHHBIX ~ JIGKAPCTBEHHBIX  CPEJICTB,  KOHTpPA(aKTHBIX  JICKAPCTBEHHBIX  CPEACTB
OCYHIECTBIISICTCA 3a CYET JMUA, OCYHIECTBHUBIIETO HUX BBO3. [lOpsoK YHHUYTOXKEHUS H3BATHIX
danbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB,
KOHTpa(aKTHHIX JICKAPCTBEHHBIX CPEACTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoii @enepanum.

Wuopmarus 06 H3MEHEHHSIX:

DedepanvHuim 3axkonom om 6 Oexabps 2011 2. N 409-DP3 6 uyacmv 7 cmamvu 47 Hacmoswe2o
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUs, GCMynaowue 8 CUIy No UCeYyeHUuU mpuoyamu OHel nocje
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Cm. mexem yacmu 6 npeovloyueti pedaKyuu
7. Jluna, ocymectBiastonie BBo3 B Poccuiickyro ®enepanuio  panbcudumpoBaHHbBIX
JIEKApCTBEHHBIX  CPEJICTB,  HEIOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB, KOHTpaaKTHBIX
JIEKAPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C TaMOKEHHBIM 3aKOHO/1aTEJIbCTBOM
TamokeHHOTO0 Ccor03a U (MJIN) 3aK0HO/1aTeTLcTBOM Poccuiickoit deaepannivi 0 TaMOKEHHOM JIeJIe.

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHuim 3akoHom om 22 oexabpsa 2014 2. N 429-@3 @ uacmv 8 cmamovu 47 Hacmosue2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
8. BriBO3 sekapcTBeHHBIX cpeacTB U3 Poccuiickoit denepanuu ocyuiecTBisieTcsa 6€3 NpuMEHEHUs
OTpaHUYEHUH, YCTAHOBJIEHHBIX TaMOKEHHBIM 3aKOHOJATEILCTBOM TaMOXEHHOTO CO3a M (MIIH)
3aKoHOAaTenbCcTBOM Poccuiickoit @enepannu O rocyJapCTBEHHOM pPETYIMPOBAHMM BHEIIHETOPTOBOM
JEATENBHOCTH.

Wudopmanust 06 U3MEHEHUSX:

Cmamuws 47 oonoanena yacmoto 9 ¢ 29 nosaopsa 2019 2. - @edepanvusiii 3akon om 28 noaops 2018 2. N
449-D3
9. BBog B rpaxkgaHCKUW OOOpOT JIEKAPCTBEHHBIX MPENapaToB s MEAUIIMHCKOTO MPUMEHEHHS,
BBe3eHHBIX B Poccuiickyro denepaiino, OCYIIECTBISETCS ¢ COONMIOACHUEM TPEOOBaHMH, YCTAaHOBIEHHBIX
crateeil 52.1 Hactosimero denepanbHOro 3aKOHA.

Wudopmanust 06 U3MEHEHUSX:
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Cmamuws 47 oononnena uacmoio 10 ¢ 1 cenmaops 2023 2. - @edepanvusiii 3axon om 2 urwoas 2021 2. N
317-D3

Cm. 6y0ywyro peoakyuto
TAPAHT:

CM. koMMeHTapuu K cTatbe 47 HacTosero denepabHOTO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 6 oexaobps 2011 2. N 409-D3 ¢ cmamvio 48 nacmoswezo Dedepanbrhozo
3AKOHA 6HECEeHbl UBMEHEHUs, GCMmynailowue 6 CULy NO UCMEeYeHUuu mpuoyamu OHell nocie OHsl
ouyuanvbHo2o onyoauxkosanus Hazearnno2o PedepaibHo20 3aKOHA

Cm. mexcm cmamwvu 8 npedvloyuell pedaKyuu
Crarba 48. HOpuanyeckue nMIa, KOTOPBIM pa3pelieH BBO3 JICKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuro

JlexapctBennbie cpeactBa B Poccuiickyro denepainio MOryT BBO3UTH:

1) mnpousBomMTENM JIEKAPCTBEHHBIX CPEACTB I Liele COOCTBEHHOIO IPOU3BOJICTBA
JICKapCTBEHHBIX CPEJICTB;

2) WHOCTpaHHBIE pPa3padOTUYUKH JIEKAPCTBEHHBIX CPEICTB M HWHOCTPAHHBIC IPOU3BOIUTEIH
JICKAPCTBEHHBIX CPEJICTB WU JAPYTUe IOPUIUYECKHE JIHIIA M0 MOPYUEHHUIO Pa3paboTUhKa JIEKapCTBEHHOTO
CpEICTBA AJIsl IMPOBEIEHUS KIMHUYECKUX HCCIIEJOBAaHUM JIEKApCTBEHHOIO IpernapaTa, OCYLIECTBICHUS
roCy/IapCTBEHHOW PErUCTpalMK JEKaPCTBEHHOTO MpernapaTa, BKIIOYeHUs (papMalieBTUYECKON cyOCTaHIIUU
B FOCYJapCTBEHHBIN PeecTp JEKapCTBEHHBIX CPEACTB, KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEACTB IPU
HAJIMYUU pa3pellieHuss YMOJHOMOYEHHOTro (enepalbHOr0 OpraHa HCHOJHUTENIBHON BIAaCTH Ha BBO3
KOHKPETHON IapTUU JIEKAPCTBEHHBIX CPE/CTB;

3) opraHuzanyy ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMH CPEJICTBAMH;

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 2 wuona 2013 2. N 185-P3 6 nynkm 4 cmamou 48 nacmoswezo
DedepanbHoeo 3aKOHA 8HeCeHbl UsMeHeHUs, scmynatouue 6 cuny ¢ 1 cenmsops 2013 a.

Cm. mexcm nynkma 6 npeovioyujelt peoaxkyuu
4) Hay4yHO-HCCJIENOBATENbCKHUE OpraHu3aluy, OoOpa3oBaTeNbHBIE OPTaHHU3AIMH  BBICIIETO
o0Opa3oBaHUs, MPOU3BOJUTEIIN JIGKAPCTBEHHBIX CPEJICTB I Pa3paOOTKH, HWCCIICIOBAHHMA, KOHTPOJIS
0e30MacHOCTH, KadecTBa, J(PGEKTUBHOCTH JICKAPCTBEHHBIX CPEICTB TMPU HATUYUU  pPa3peIIeHUS
YIIOJIHOMOYEHHOTO (heZepaibHOTO OpTraHa CIIOJHUTEIFHON BIIACTH,

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHvim 3akoHom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 nacmosue2o
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHUs.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
5) MEAUIIMHCKUE OPTaHU3allNU, UHBIE YKa3aHHBIE B MMyHKTaxX | - 4 HACTOAIIEH CTaThl OPTaHU3AlUN
JUTSL OKa3aHUsI MEIUIIMHCKOHN ITOMOIIH IT0 KU3HEHHBIM TTOKa3aHUSAM KOHKPETHOTO MaIlieHTa PH HATHIUH
paspelieHrs yImoJHOMOYEHHOTO (heepaabHOr0 OpraHa MCTOJHUTENBHOW BJIACTH Ha BBO3 KOHKPETHOMU
MapTUH JICKAPCTBEHHOTO TIperapara, BBIAHHOTO B YCTAHOBJICHHOM TOpsIKe B (opMe 3JEeKTPOHHOTO
JIOKYMEHTA, MOMMCAHHOTO YCUJIICHHON KBaTU(UIIUPOBAHHON SJIEKTPOHHOM MOAMNUCHIO;

Wudopmanust 06 U3MEHEHUIX:

Cmamows 48 oononnena nynkmom 6 ¢ 1 mapma 2020 2. - @edepanvhwiil 3akon om 27 dexabpa 2019 2. N
475-D3

T'APAHT:

[Tonoxenus myHkra 6 npumMensitores 10 31 nexadps 2023 r.
6) rocyapCTBeHHbIE YHUTApHbIE NPEANPUATHS, UMYIIECTBO KOTOPBIX HAXOAUTCS B (elepanbHOi

30.09.20211 Cuctema 'APAHT 105/139


http://internet.garant.ru/document/redirect/401421372/11
http://internet.garant.ru/document/redirect/77313130/4710
http://internet.garant.ru/document/redirect/70103052/236
http://internet.garant.ru/document/redirect/70103052/262
http://internet.garant.ru/document/redirect/70103053/0
http://internet.garant.ru/document/redirect/5761738/48
http://internet.garant.ru/document/redirect/70405818/13105
http://internet.garant.ru/document/redirect/70405818/1631
http://internet.garant.ru/document/redirect/58060338/484
http://internet.garant.ru/document/redirect/70609180/16
http://internet.garant.ru/document/redirect/57742734/485
http://internet.garant.ru/document/redirect/12184522/21
http://internet.garant.ru/document/redirect/73355325/1013
http://internet.garant.ru/document/redirect/73355325/403

®denepanbublii 3ak0H oT 12 ampenst 2010 r. N 61-D3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

cobcTBeHHOCTH, orpeensemMele [IpaBurenscTBom Poccuiickoii denepannu, B yactu BBo3a B Poccuiickyio
@enepallo  HE3apETMCTPUPOBAHHBIX  JICKAPCTBEHHBIX IIPENaparoB, COAEPKALIMX HAPKOTUYECKHE
CpeacTBa MM IICUXOTPOIHBIE BEIIECTBA, A OKa3aHUsS MEOULUHCKOM IIOMOIIM II0 YKU3HEHHBIM
IIOKA3aHUSM KOHKPETHOI'O IALMEHTa WM I'PYIIBl NALUEHTOB B COOTBETCTBHM C 4acThio 3.1 crateu 47
HacrosAmero GenepanbHOro 3aKoHa.

TAPAHT:

Cwm. koMMeHTapuu K ctaThe 48 HacTosiero denepaqbHOrO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 6 oexabps 2011 2. N 409-D3 6 naumenosanue cmamou 49 nacmosiweco
DedepanbHoeo 3aKOHA 6HECEeHbl USMEHEHUsl, BCIMYNalowue 6 CULY NO UCHeEeYeHUU mpuoyamu OHell nocie
OHSL 0PUYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DedepalbHo20 3aKOHA

Cm. mexcm HAUMEHOBAHUSL 8 NPeOdblOYUel PeOaKyuu
CraTtbs 49. JlIokyMeHTHI, IIpe/icTaBIsieMble B TaMOKE€HHbIE opraHbl Poccuiickoit denepanuu npu
BBO3€ JIEKapCTBEHHBIX cpelcTB B Poccuiickyro dexnepannio

Undopmarus 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 1 cmamvu 49 nacmoswezo
DedepanbHo20 3aKOHA BHECEHbl USMEHeHUsl, GCIMYNalowue 8 CUILY NO UCHeYeHUuU mpuoyamu OHell nocie
OHsL 0PUYUATILHO20 ONYONIUKOBAHUS HA36AHH020 DPedepanlbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. Ilpu BBO3e nexkapcTBEHHbIX cpelacTB B Poccuiickyto denepanuio B TaMOKEHHbIE OpraHbl
Poccuiickoit denepanuu Hapsay ¢ JOKyMEHTaMU, IPEICTABIEHUE KOTOPBIX MIPEAYCMOTPEHO TAMOKEHHBIM
3aKOHOJIaTeILCTBOM TaMOKeHHOTro coro3a W (Wid) 3akoHojaTenbcTBOM Poccuiickoit ®eneparuu o
TaMOXXEHHOM JIeJI€, IPEJICTABIIAOTCS CIEAYIOIINE JOKYMEHTHI:

1) ceptudurar NPOU3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA, YAOCTOBEPSIONMIUNA COOTBETCTBUE
BBO3UMOI'O JIEKAPCTBEHHOI'O CpescTBa TpeOOBaHUAM (apmakorneiHol craTby JMOO B cilIydae ee
OTCYTCTBHSI HOPMATUBHON JOKYMEHTAIMH UM HOPMATUBHOIO JOKYMEHTA;

2) paspelieHUe YHNOJIHOMOYEHHOTO (QeepalbHOr0 OpraHa MCIOJHHUTEIbHON BIIACTHM Ha BBO3
KOHKPETHOM NapTHM JIEKAPCTBEHHOI'O CPEACTBA B CIy4asX, YCTAHOBJIECHHBIX 4acTbiO 3 crateu 47
Hacrosuero PenepaabHOro 3aK0Ha.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 2 cmamvu 49 nacmoswezo
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUsl, BCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHell nocie
OHsL 0GhuyUanbHO20 ONYOIUKOBAHUSL HA38AHH020 DedepanbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. JIokyMeHTBI, yKa3aHHble B NyHKTax | W 2 yactu | HacTrosmied cTaTb, MPEJICTaBISIIOTCS B
TaMOXeHHble opranbl Poccuiickoit @enepannn npu npuOBITHH JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyto
denepanuio.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAThC 49 HaCTOAIICTO d)ez[epaJILHoro 3aKOHa

Hndopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3akonom om 29 urons 2015 2. N 160-D3 6 naumenosanue cmamvu 50 nHacmosuezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm HAUMEHOB8AHUSA 8 NPeObIOYUel pedaKyuu
Crarbs 50. BBo3 nekapcTBeHHbIX mpenaparoB B Poccuiickyro ®Penepanuio uisi JIMYHOIO
WCIIOJIb30BaHNsS. M MHBIX HEKOMMEPYECKMX IeJIeH, a TakKe JUI HCIIOJIb30BaHMs Ha
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TEPPUTOPUHU MEKTYHAPOIHOTO METULIMHCKOTO KiacTepa

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 1 cmamvu 50 nacmoswezo
DedepanbHoe0 3aKOHA BHECEHbl UBMEHEHUs, GCMYynarwue 6 CUuly no ucmedeHuu mpuoyamu OHell nocjie
OHA 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
1. JlekapcTBeHHBIE MpernapaThl MOTYT ObITh BBe3eHbI B Poccuiickyro deneparnuio 06e3 ydera
TpeOOBaHUH, MPEIYCMOTPEHHBIX YacTssmu | - 4 crateu 47, ctathsivu 48 u 49 Hacrosiero denepaibHOTO
3aKOHa, €CJIM OHU MpeIHa3HAYCeHbI IS

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 2 urona 2016 2. N 163-DP3 nynkm 1 uwacmu 1 cmamovu 50 nacmoswezo
DedepanbHo20 3aKOHA U3N0AHCEH 8 HOBOU PeOaKyuu

Cm. mexkcm nynkma 8 npeovloyujeli peoaxyuu

1) nTu4HOTO WCTMONB30BaHUS (DU3MUSCKUMHU JIUIIAMH, MPUOBIBIIMME B Poccuiickyto Denepariuio.
I[Ipu »sTtom BBO3 B Poccuiickyto denepanuio JIeKapCTBEHHBIX  IPENaparoB,  COAEpPKALIUX
CUJIBHOJCUCTBYIOIIME ¥ (WJIM) SOOBUTHIC BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B  CITHCOK
CUJIBHOJICUCTBYIOIIMX BEUIECTB JJIA LEJIEeH YrolloBHOIO 3akoHojaTesnbcTBa Poccuiickoit denepauuu u B
CIIMCOK SJOBHUTBIX BEIIECTB JUI LEJIEeM YroJIOBHOIO 3akoHonarenbcTBa Poccumiickoit ®enepanuu,
yrBepxkaeHHble [IpaButensctBoM Poccuiickoit denepanny, oCymecTBIseTCs MpU HAIMYUKA JOKYMEHTOB
(3aBepeHHBIX KOMHM JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMCOK W3 HUX), MOJITBEPKIAIOUIMX Ha3HAUYCHHE
duznyecKoMy JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX IMpenapaToB (3a UCKIIOYEHUEM JIEKapCTBEHHBIX
MpEIaparoB, 3aperucTpupoBanHbixX B Poccuiickoit @eaepanuu u otnyckaembix B Poccuiickoit denepaunu
0e3 pelernTa Ha JIeKapCTBEHHBIN mpenapaT). [loaTBepixkaaronue JOKyMEHThI (MX 3aBEpEHHbIE KOMUU WU
3aBEpPEHHBIC BBIMUCKM U3 HHUX) JOJKHBI COJEp)KaTh CBEACHHS O HAUMEHOBAHWUW U KOJUYECTBE
HA3HAYEHHOT'O JIEKAapCTBEHHOIO TMpemapara. B cimydae, ecnu MOATBEpXKIAIOMIME JOKYMEHTBI (UX
3aBEpPEHHBIC KOMHMHM WJIM 3aBEPEHHBIEC BBIMUCKA W3 HHUX) COCTABIIEHBI HAa WHOCTPAHHOM SI3bIKE, K HUM
MIPUJIAraeTCs HOTAPUAJIBHO 3aBEPEHHBIN NIEPEBO HA PYCCKUM S3BIK;

2) WUCHOJb30BaHUS PAOOTHUKAMHU  JUIJIOMATHYECKOTO KOpIyca WJIM  TPEICTaBUTEISIMHU
MEXKIYHApOAHBIX OpraHu3aluii, akKpeIuToBaHHbIX B Poccuiickon Penepauny;

3) 7nedeHHs] MACCA)KUPOB W HWICHOB HKHUMAXKEH TPAHCHOPTHBIX CPEACTB, TMOE3AHBIX Opurag u
BOJIMTENICH TPAHCTIOPTHBIX CPEACTB, MpUOBIBIIKUX B Poccuiickyto deneparuio;

4) nedeHusi y9aCTHUKOB MEXKYHAPOIHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPOIPHUATANA M YUaCTHUKOB
MEXKTYHApOAHBIX dKCIIECIULINM;

Wndhopmarust 06 n3MEHEHUSX:
Ilynkm 5 usmenen c 13 aseycma 2019 2. - @edepanvhsiii 3axon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
5) nedeHHWs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cagaxX, IHpKax, OKeaHapuymax,
nenbQUHApUAX, JIEUEHUS TUKUX S>KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACEISIONINX TEPPUTOPHIO
Poccuiickoit ®eneparnui, HaXOMAIMIUXCA B COCTOSHUM E€CTECTBEHHON CBOOOJBI M TMPUHAICKANUX K
BUJaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit ®@enepanuu U (MaM) KpacHblEe KHUTH CYOBEKTOB
Poccniickoit ®@enepanyu, a Takke KMBOTHBIX, BBO3MMBIX B Poccuiickyro denepanuro uisi yd4acTusl B
CIIOPTUBHBIX U 3PEJIMILHBIX MEPOIIPUATHSIX;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim  3akonom om 29 wuons 2015 2. N 160-@3 uacme 1 cmamou 50 nacmosiyezo
DedepanvbHoeo 3aKOHA OONOIHEHA NYHKMOM 6
6) UCIIOJIB30BAHUS HA TEPPUTOPUHU MENKTYHAPOIHOTO METUIIMHCKOTO KIIacTepa.

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uacmv 2 cmamvu 50 Hacmosuezo
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DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 8 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHA 0huyuanbHO20 ONYOIUKOBAHUS HA38aHH020 DedepanbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. B cnyuasix, IpelyCMOTPEHHBIX 4acThbio | HacTosAIIEel cTaThy, JOIYCKaeTcs BBO3 B Poccuiickyro
denepalnio JEKaApCTBEHHbBIX MIPENapaToB, HE 3aperucTpupoBaHubiXx B Poccuiickoit deneparum.

Wndopmarius 06 M3MEHEHUAX:

Deodepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 3 cmamvu 50 nacmosiueco
DedepanbHo20 3aKOHA 8HECeHbl USMEHeHUsl, GCMYNnalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHel nocie
OHA 0huyuanbHO20 ONYOIUKOBAHUS HA38aHH020 DedepanbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
3. JlekapcTBEHHbIE MpenapaTsl, IpeJHa3HAYCHHbIE I T'yMaHUTapHON OMOIIM (COACHCTBUS) WU
IIOMOIIMA IIpM 4YPE3BbIYAWHBIX CUTyalusaX, BBO3iATCA B Poccuiickyro @enepauuio B IOpPsJKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit ®enepauuu. 3anpeniaerca BBo3 B Poccuiickyro
®denepaliio He3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPENapaToB, MPEAHA3HAYEHHBIX JUIsl TyMaHUTapHOU
HOMOIIY (COJEHCTBUSA) MU IIOMOLIM IPU YPE3BbIYAMHBIX CUTYaLIUsAX.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 50 HaCTOAIICTO @enepaanoro 3aKOHa

Cratses 51. CorpynaudectBo (enepaTbHOT0 OpraHa UCIIOJHUTEIHHON BIACTH, YIOJIHOMOYCHHOTO
B 00JIacTH TaMOXEHHOTO JeJia, U JPYrHX YIOJIHOMOYEHHBIX (elepalbHbIX OpPraHoB
WCIIOJTHUTEJIbHON BIIACTH
1. VYnomnomoueHHsle ¢eaepanbHble OpPraHbl HUCHOJHUTENBHOM BIIACTH MPENOCTABIAIOT B
pacriopsbkeHre  (enepaibHOro OpraHa HCHOJHHUTEIBHON BJIACTH, YIOJHOMOYEHHOTO B O0JIACTH
TaMO>KEHHOTO JIeJia, TOCYAAapCTBEHHBI pEecTp JEeKapCTBEHHBIX CPEACTB, a Takke HH(OpMalHIio O
BBIJIAHHBIX Pa3pelIeHHsIX Ha BBO3 KOHKPETHOW TMAapTUU JICKAPCTBEHHBIX CPEACTB B  CIIyYasXx,
YCTaHOBJIEHHBIX 4acTblO 3 crartbu 47 HacTosmero denepaibHOro 3aK0Ha.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 2 cmamvu 51 nacmoswezo
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUsl, GCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHell nocie
OHsL 0GhuyuanbHO20 ONYOIUKOBAHUSL HA38AHH020 DPedepatbHO20 3aKOHA

Cm. mexcm yacmu  npeovloyweti pedaKyuu
2. @enepalbHbI OpraH HCIOJHUTENBHON BIIACTH, YIOJIHOMOYEHHBIM B 00JacTH TaMOMXEHHOIO
nena, uHQOpMHUpYeT yKa3zaHHBIE B 4acTH | HACTOSIIEH CTaThbHU YMOJIHOMOYEHHBIE (eiepalibHbIe OpraHbl
WCIIOJTHATEJIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpeAacTB B Poccuiickyro dDenepanuio U BBIBO3E
JeKapCTBEHHbIX cpelacTB U3 Poccuiickoit ®denepaunu no GopMe U B MOpsAIKE, KOTOPbIE YCTaHOBIIECHBI
IIpaButenscTBOM Poccuiickoit @enepannm.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAThC 51 HaCTOAIICTO d)ez[epaJILHoro 3aKOHa

I'naBa 10. ®apmaneBTHYeCKasi 1eATEJIbHOCTD
T'APAHT:

Cm. TocynmapctBennyro mporpammy P® "Pa3Butue QapmaneBTHYECKOH ©  MEAUIIMHCKON
npoMmsbinieHHoctn" Ha 2013 - 2020 rr., yrBepxkaeHHyto nocraHoBieHueM IlpaButensctBa P® or 15
anpeinsa 2014 . N 305

Crartbs 52. OcymiecTBiieHue (papMareBTHUECKON NesITeIbHOCTH

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akoHom om 25 wnoaops 2013 2. N 317-@3 6 uacms 1 cmamvu 52 nacmoswezo
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@edepaﬂbnoeo 30KOHA 6HECEHbl USMEHEHUA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

1. ®apmarieBTudeckas JIEATEILHOCTh OCYIIECTBIISICTCS OpraHW3alMsIMUA ONTOBOW TOPTOBIA
JICKapCTBEHHBIMU  CPEJICTBAMHU,  aNTEYHBIMH  OpPraHU3AlMsIMH,  BETCPUHAPHBIMH  ANTCYHBIMHU
OpraHu3aIUsIMH, VH/IMBUyTbHBIMHA NpeIIPUHIMATEISIMH, UMCIOIIUMHU JIMIICH3UIO Ha
(dbapManeBTUYECKYIO JIeATEIbHOCTh, MEIUIIMHCKUMHU OpraHU3alUsIMU, WMCIOIIUMU JIMICH3WIO Ha
(dapMaIieBTUYECKYIO0 JICATEIIBHOCTh, W HMX OO0OCOOJICHHBIMH MOJpPAa3JeICHUsIMH  (aMOyJIaTOPHSIMH,
denpamepckuMu U GenbaImepcKo-aKyepCKUMH ITyHKTaMU, IICHTpaMu (OTACIEHUSIMHU) 00IIel BpaueOHOM
(ceMeitHOM) TIPAKTHUKH), PACIIONIOKEHHBIMH B CEIBCKUX HACEICHHBIX IYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeuHble  OpraHW3allid, ¢ BETCPUHAPHBIMH  OpPraHU3alUsSMH, HMCIOIIMMHU JIMICH3UIO  Ha
(bapMaIeBTHYECKYIO IS TEIBHOCTD.
TAPAHT:

Cm. [lomoxxenne © JUIEH3UPOBAaHMU  (DapMaLEBTUUECKON  AEATENBHOCTH,  YTBEP)KICHHOE
nocranoBienueM [IpaButensctBa PO ot 22 nexabps 2011 r. N 1081

CM. MeTOMYeCKHe yKa3aHUs MO OCYIIECTBJICHHIO OpraHaMy TOCYAapCTBEHHOM BJIACTH CyObEKTOB PD
NepeAaHHbIX MOJHOMOUYNK P® 1o nuieH3upoBaHuio (papMaleBTUHIECKON AeTEIbHOCTH, YTBEPKICHHbIE
npukazom MunzapascoipaszButust Poccuun ot 6 utonst 2008 r. N 263n

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim  3axkonom om 27 utoas 20102, N 192-D3 wacme 2 cmamwvu 52 nacmoswezo
DedepanbHo20 3aKOHA U3NONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

2. @wuzuyeckue IUIla MOTYT OCYIIECTBIATH (hapMalleBTUUYECKYIO NEATEIbHOCTh MPHU HAIUYUHU
BBICIIIETO MJIM CPEIHEro (GapMareBTHICCKOro o0pa3oBaHus U cepTU(HUKATA CIICIIHAIUCTA, BBICIIETO WIIH
CpeIHEro BETepUHAPHOr0 O00pa3oBaHMs U cepTU(HUKATa CIEIHATUCTa, a TAaKKe BBICHIETO MIU CPEIHETO
MEJUIIMHCKOTO OoOpa3oBaHusl, cepTU(]HKaTa CIEeNUATUCTa U JIOMOJHUTEIBHOTO MPodhecCHOHATBLHOTO
0o0pa3oBaHMs B YaCTU PO3HUYHOW TOPTOBJIM JICKAPCTBEHHBIMU TperaparaMy MPU YCIOBUU UX PabOTHI B
000CO0JIEHHBIX MTOPA3ICICHUSIX METUIIMHCKUX OPraHU3aIlui, yKa3aHHbBIX B 4acTH | HACTOSIICH CTaThH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 52 HaCTOAIICTO <Dez[epaﬂbHoro 3aKOHa

Wndopmarys 06 W3MEHEHHSAX:

Deodepanvrulil 3akon donoanen cmamvetl 52.1 ¢ 29 nosaops 2019 e. - Dedepanvhviil 3akon om 28
Hos0ps 2018 2. N 449-D3
Crarbs 52.1. BBox B rpakgaHCKul O0OOpOT JEKApPCTBEHHBIX IMpENapaToB AN MEAUIIMHCKOTO
IPUMCHCHUS

1. Ilepen BBOJIOM B Tpa)KAAHCKHUI 000POT KaXIOW CepUH WM KaKIOW MapTUU MPOU3BEICHHOTO B
Poccuiickoit @enepanuu JeKapCTBEHHOrO Mpenapara sl MEJUIMHCKOTO MPUMEHEHHS, 32 UCKIIIOYEHUEM
UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENaparoB, MPOU3BOAUTEIh TAKOTO JICKAPCTBEHHOTO Tpernapara
npeiacTaBisier B (heepalbHBIA OpraH HWCIIOJIHUTEIBHONW BJIACTH, OCYIIECTBIISIONIMK (QYHKIHHA 110
KOHTPOJIIO ¥ Ha/J30py B cdepe 3ApaBOOXPAHECHUS, TOKYMEHT MPOU3BOAUTEINS JIEKAPCTBEHHOTO CPEJICTBA,
MOJITBEPIKIAIONTUI KAa4eCTBO JIGKAPCTBEHHOTO Tperaparta, W IMOATBEPIKJICHUE YIOJIHOMOYEHHOTO JIHIa
MPOU3BOJUTENSL JIEKAPCTBEHHBIX CPEICTB COOTBETCTBHS JICKAPCTBEHHOTO Tpernapara TpeOOBaHHM,
YCTaHOBJICHHBIM TIPH €TI0 TOCYIaPCTBEHHOHN perucTparim.

2. Tlepen BBOAOM B TPaXAAHCKHI O0OOPOT KAXKIOW CEpPUM WM KaXKJIOW MapTHH BBO3HUMOIO B
Poccuiickyro ®enepanuio JeKapcTBEHHOTO MpernapaTa A MeIUIIMHCKOTO PUMEHEHUs, 32 UCKIIIOUEHUEM
UMMYHOOHMOJIOTHYECKMX  JIGKAPCTBEHHBIX  IpEImapaToB, OpTaHM3AIMs, OCYIIECTBISAIONIAs  BBO3
JeKapcTBEHHOTro Tmpemnapara B Poccuiickyto ®Denepanuio, NpeAcTaBiseT B (QenepalbHbIil opraH
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UCTIOJIHUTENIFHOW ~ BJIACTH, OCYHIECTBISIOMMN (QYHKIMM 1O KOHTPOJNIO M HAA30py B cdepe
30paBOOXPAaHEHUs, CEPTU(PUKAT NPOU3BOAUTENS  JIEKAPCTBEHHOIO  CPEACTBA,  YIAOCTOBEPSIOILUI
COOTBETCTBUE BBO3MMOTO JICKAPCTBEHHOTO IMpenapara TpeOoBaHusIM (hapMaKONEHHON CTaThH, a B CIIydae
oTcyTCTBUS (papmakorneiHoN cTaThbM TPeOOBAaHUSAM HOPMATHBHON JOKyMEHTAllUM, U IOATBEP)KACHUE
IIPEACTABUTENST OpPraHU3aluy, OCYIIECTBIIOIICH BBO3 JIEKQpCTBEHHOro Ipenapara B Pocculiickyro
®denepanyio U ynoaTHOMOYEHHON HHOCTPaHHBIM IIPOU3BOJUTEINIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBHUSA
BBO3UMOI'0 JIGKAPCTBEHHOT'O IIpernapara TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPH €ro ToCyJapCTBEHHOMN
pPETUCTPALIMH.

3. Ilopsok mpencTaBiaeHUs] B COOTBETCTBUU C 4YacTAMU | M 2 HACTOALIEH CTaTbU JIOKYMEHTOB U
CBEICHUII O JIEKapCTBEHHBIX IIpenaparax, BBOJUMBIX B TIPaXKAAHCKUH 000pOT, yCTaHABIMBAETCS
[IpaBurensctBoM Pocculickoit denepanuu.

4. B oTHOWIEHMM MEPBBIX TPEX CEPUH WM MAPTUH JIEKAPCTBEHHOIO IIperapara, BIIEPBBIC
npousBeeHHoro B Poccuiickon @enepauuu Wid BOepBble BBO3UMOro B Poccuiickyro denepanuro, B
(benepanbHbI OpraH MCIOJIHUTEIBHOM BJIACTH, OCYILECTBIISIONMI (DYHKIHMU MO KOHTPOJIO U HAI30py B
cdepe 31paBOOXpaHEHUs, TOMOIHUTENBHO MIPEICTABISAETCS IPOTOKOJ UCIBITAHUN O COOTBETCTBUH CEPUU
WIM MapTUH JIEKapCTBEHHOTO Ipenapara i MEIWLUHCKOrO IPUMEHEHUS II0Ka3aTellsIM KadyecTBa,
IPEyCMOTPEHHBIM HOPMATHBHOM JIOKyMEHTaluMed (Jajee - MPOTOKOJ MCHBITaHUM), MPOBOIUMBIX
aKKpEIMTOBAHHBIMU B COOTBETCTBUU C 3aKOHOJaTeabcTBOM Poccuiickoit denepaunn 06 akkpeaUTaluu B
HAI[MOHAJbHOW  CUCTEME  aKKpeIuTaluuu  (enepaJbHbIMM  TOCYAAPCTBEHHBIMU  OHOKETHBIMU
YUPEXKACHUSAMH,  IHOJABEIOMCTBEHHbIMH  (elepanbHOMY  OpraHy  MCIOJHHUTEIbHOM  BJIACTH,
OCYWIECTBISIFONIEMY (YHKIMH TIO BBIPA0OTKE ¥ pEATM3allMd TOCYJapCTBEHHOW TOJHUTUKU U
HOPMAaTHUBHO-IIPABOBOMY PpEryJIMpOBaHUIO B cdepe 3apaBoOXpaHeHUs, U (eaepaJbHOMY OpraHy
UCIIOJIHUTENIbHOM BJIACTH, OCYILECTBISAIOUIEMY (YHKIMM 10 KOHTPOJIIO U Haa3opy B cdepe
3npaBooxpaHeHus. [lopsnok BbIAAUM YyKa3aHHBIMU (peepallbHBIMU TOCYJapCTBEHHBIMU OHOIKETHBIMU
YUPEKICHUSMH JAHHOTO IPOTOKOJIA U pa3Mep IUIaThl 3a €ro BblAady yCTaHaBIMBarOTCA lIpaBuTenscTBOM
Poccuiickoit @enepanuu.

5. ExxerogHo He no3aHee | ¢eBpains mpon3BOAUTENN JIEKAPCTBEHHBIX CPEACTB UM OpPraHU3allUu,
OCYLIECTBIAIOIINAE BBO3 JIEKAPCTBEHHBIX IIpemnaparoB B Poccuiickyro denepanuro, IPEaCTaBIAIOT B
(denepanbHbI OpraH UCHOJHUTENBHOM BIACTH, OCYIIECTBISAIOMUN (PYHKIUM 1O KOHTPOJIO M HAA30py B
cdepe 31paBOOXpaHEHUs, TPOTOKOJ UCIBITAHUIN MOCTYIMBILETO B TEYEHHE Tofla B IPaXIaHCKUN 000pOT
JIEKapCTBEHHOI'0 IpernapaTa KOHKPETHOIO MPOU3BOJAUTENS (HAa OJHY CEpUI0 KaXkJI0ro TOProBOIO
HalIMEHOBAHUS C YYETOM JIEKapCTBEHHOW (OpPMBI U JO3UPOBKH), MPOBOJUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUHM C 3akoHojarenscTBoM Poccuiickoit ®enepanuu 00 akkKpeAMTalMud B HAlMOHAJIBHOM
CHCTEME aKKPEIUTALUHU UCIIBITaTeIbHBIMU JIAOOPATOPUAMHU (LIEHTpaMH).

FAPAHT:

ITynkT 6 BcTynaer B cuity ¢ 28 Hos0ps 2018 r.

6. IlpousBomuTenu JIEKAPCTBEHHBIX CPEJICTB WM OpPraHM3allM, OCYLIECTBIISIOIINE BBO3
JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro denepanuro, He MEHEE Y€M 3a OAMH TOJ 0 IJIaHUPYEMBIX
IIPUOCTAHOBIICHHSI WM TPEKpalleHUs IPOU3BOJCTBA JIEKAPCTBEHHBIX IIPENapaToB WM HMX BBO3a B
Poccuiickyto ®enepanuio yBeIOMISIOT 00 3ToM ¢enepaabHbIi OpraH MCIOJHUTEIBHON BIIACTH,
OCYIIECTBISIONUN (PYHKIIMH MO KOHTPOJIIO U HAA30py B cdepe 31paBooXpaHeHus U (enepanbHblil opran
UCTIOJIHUTENIBHOW  BJIACTH, OCYILECTBISIOUIMM  (YHKIMM TIO  JIMHIEH3UPOBAHMIO  MPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEJICTB.

7. BBoa B rpakaaHckuii 00OpOT KaXA0H CepuM MM KaKJOW MapTUH UMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOIr'0 Ipernapara, nmpousBeaeHHoro B Poccuiickoit denepanuu unm BBo3uMoro B Poccuiickyro
@denepalio, OCYIIECTBISETCS Ha OCHOBAaHUM pa3pelleHus, BBIJAHHOTO (eaepaabHbIM OpPraHoM
UCIIOJTHUTENIbHOM  BIIACTH, OCYILECTBISIOUIMM (QYHKIMM 1O KOHTPOJIO M Haa3opy B cdepe
3/IpaBOOXPAaHEHMs, HA OCHOBAaHMM BBIJAHHOTO (efepaibHBIMU TOCYAapCTBEHHBIMU OO/KETHBIMU
YUPEKICHUSMH, YKA3aHHBIMU B 4acTH 4 HACTOSIIEW CTaTbH, 3aKIFOYEHHUS O COOTBETCTBUM CEPUU HIIU
HapTUM UMMYHOOHOJIOTHUYECKOTO JIEKAPCTBEHHOT'0 Mperapara TpeOOBAaHUSM, YCTAHOBIIEHHBIM IIPH €ro
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rocyJapcTBeHHON peructpanuu. [Topsaok BeIIauM paspelieHuss Ha BBOJA B TPAXKAAHCKUN 000pOT cepuu
WIN NapTUU UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOIO MpernapaTa, a TakKe MOpAA0K BbIIaud yKa3aHHOTO
3aKJIIOYEHUs M pasMep IulaThl 3a €ro Bblgady ycraHasiausarorcs IIpaBurtensctBom Pocculickon
denepanuu.

8. 3a HempeacTaBICHUE WIM HECBOEBPEMEHHOE IIPEJICTaBICHUE JOKYMEHTOB U CBEJICHUM,
IIPEyCMOTPEHHBIX YacTsaMu 1, 2, 4, 5 1 6 HACTOALIEH CTaTbH, IPOU3BOAUTEIH JICKAPCTBEHHBIX CPENICTB U
OpraHu3aly, OCYIIECTBISAIOIIME BBO3 JICKAPCTBEHHBIX mpenapatoB B Poccuiickyro dexnepaiuro, HECYT
OTBETCTBEHHOCTb B COOTBETCTBHH C 3aKOHOATeNbCTBOM Poccuiickon denepanui.

Wndopmarius 06 H3MEHEHUX:

Yacmo 9 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexkabps 2019 2. N 475-D3

Cm. npeovloyuyio peoakyuro

9. IlpencraBineHre NOKYMEHTOB M CBEIEHUH, IPENYCMOTPEHHBIX uacTsmu 1, 2 m 4 Hacrosuien
CTaTbd, M IIOJIy4CHHE MPEAYCMOTPEHHOIO 4YacTbl0 7 HACTOSALIEW CTAaTbU pa3pelleHus Ha BBOJ
MMMYHOOMOJIOTHYECKOr0 JICKApCTBEHHOTO IMIpenapara B TPaXZAaHCKUH o000poT He TpedyroTcs B
OTHOLICHUH JIEKAPCTBEHHBIX IPENAapaToB, IPEJHA3HAYCHHBIX Ui I[POBEIEHUS  KIMHUYECKHUX
WCCJIEIOBAHMM JIEKAPCTBEHHBIX IIPENapaTroB, IPOBEICHUs HKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB IS
OCYILIECTBIICHUSI TOCYJApCTBEHHOM PErMCTpAlUy JIEKAPCTBEHHBIX IIPENaparoB, a TAKKE€ B OTHOLICHUH
HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB, MPEJHA3HAYCHHBIX I OKa3aHWs MEAMIMHCKON
IIOMOLIY IO KU3HEHHBIM II0KAa3aHWSM KOHKPETHOIO ITallMEHTa WM TPYIIBl MAalMEHTOB, BBO3MMBIX B
Poccniickyro ®@enepanuio B COOTBETCTBHM € udacTamu 3 WU 3.1 crareu 47 Hactoswmero denepanbHOro
3aKOHA.

10. ITpu BBIABIEHUMH B TpakJaHCKOM OOOpOTE CEpUU WIM MapTUHU JIEKApCTBEHHOrO Iperapara,
JOKYMEHTbl U CBEIEHHUS O KOTOPBIX, NPELYyCMOTpEHHble dacTaMu |, 2 ¥ 4 HacTosIed CcTaTbu, HE
npeCTaBieHbl B (eAepasibHbId OpraH WCIOJHUTEIBHONH BJIACTH, OCYHISCTBISIOMMKA (QYHKIMH 110
KOHTPOJIIO U HaA30py B cepe 3ApaBOOXpAaHEHUs, JIMOO CepUM WINM MapTUH UMMYHOOMOJIOTHYECKOIO
JIEKapCTBEHHOI'O TIpernapara, HE HWMEIOIUX pa3pelieHusl Ha BBOA B TPaXJaHCKUM  000poT,
IOPEIYCMOTPEHHOIO0 4YacThbio 7 HACTOALIeH cTaTbM, (enepaabHbIi OpraH MCIOJHUTEIBHON BIIACTH,
OCYLIECTBIIIONMM (YHKIMM 110 KOHTPOJIO M HAaA30py B cdepe 3ApaBOOXpPAHEHUs, B IOpPSIKE,
ycranosiieHHOM [IpaBurensctBom Poccuiickonn @enepanuu, NPUHUMAET pEUICHUE O MPEKPALLEHUU
IpaXXAaHCKOro 000pOTa TaKUX CEpUHU WJIM MAPTUH JI0 IPEICTABICHUS YKa3aHHbBIX JIOKYMEHTOB U CBEICHUN
100 MOTyYeHUs YKa3aHHOTO pa3peleHHts.

Wndhopmarrust 06 n3MEHEHUSX:

DeoepanvHulil 3aKk0H donoaner cmamvei 52.2. ¢ 1 cenmsaops 2023 2. - Dedepanvhbiii 3axon om 2 uiois
2021 2. N 317-®3

Cm. 6yoywyo pedaxkyuio

Cmamows 53 usmenena c 1 ausaps 2018 e. - @edepanvhuiii 3axon om 29 urons 2017 2. N 278-D3

CMm. npedvloyuyro pedaKyuio
Crarbsa 53. IIpogaxa, mepenada JEKapCTBEHHBIX CPEJACTB OpPraHU3ALMAMHU ONTOBOM TOPIOBIIA
JIEKapCTBEHHBIMU CPEJCTBAMU

Wudopmanust 06 U3MEHEHUIX:

Yacmo 1 usmenena c 29 oexabps 2020 a. - @edepanvhuiii 3axon om 27 dexaopsa 2019 e. N 481-D3

CMm. npedvloyuyro pedaKyuio
1. Opranuzaryu onToBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU MOTYT OCYHIECTBIATH MPOAAKY
JICKAPCTBCHHBIX CPEACTB WJIM IepelaBaTh HMX B YCTAHOBJICHHOM 3aKOHOJATEILCTBOM Poccuiickoit
®denepanuu nopsiake (3a UCKIYeHHEM (papMarieBTUIeCKON CyOCTaHIIMK CIIUPTA STHUIOBOTO (3TaHOMA):
1) ApyruM opraHu3aIisaM ONTOBOW TOPTOBIH JICKAPCTBEHHBIMU CPEJICTBAMU;
2) IpOU3BOIUTEISIM JIEKAPCTBEHHBIX CPEJICTB AJIS IeNIel TPOU3BOICTBA JIEKAPCTBEHHBIX CPECTB;
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3) anTeYHbIM OpPraHU3aLUAM U BETEPUHAPHBIM allTeUHbIM OpTraHU3AIUSIM;

4) Hay4yHO-HCCIIEI0BATEIbCKIUM OPraHU3aluaM Il HayYHO-UCCIIE10BATENbCKOM PaboThI;

5) UHOUBUAYaNbHBIM MPEANPUHUMATEISM, HMEIOIUM JUICH3UI0 Ha (apMaleBTUICCKYIO
JEATEIIbHOCTD WU JIMLEH3UIO HA MEJULIMHCKYIO IESITEIbHOCTD;

Wndopmarius 06 n3MEHEHUSX:
Ilynkm 6 uzmenen c 6 ageycma 2019 2. - @edepanvusiii 3akon om 26 utonsn 2019 2. N 240-D3

CMm. npedvloyuyro pedaKyuio
6) MEIMWUIMHCKUM OpraHu3alusM, B TOM UHCJIE CO3JaHHBIM U 3apErUCTPUPOBAHHBIM B
COOTBETCTBUH C 3aKOHOJATEICTBOM MHOCTPAHHOTO TOCyaapcTBa - wieHa OpraHu3anuu SKOHOMHYECKOTO
COTpYAHMYECTBA M  Pa3BUTUA  HUHOCTPAHHBIM  IOPUIAUYECKUM  JIMLAM,  WHJIUBUYyAIbHBIM
IpeIPUHUMATENSAM, SIBISIOIIUMCSA YYaCTHUKaMHU MPOEKTa B COOTBETCTBUH ¢ DejiepanbHbiM 3akoHoM "O
MEXIYHAPOJAHOM MEJIUIIMHCKOM KJIACTEPEe M BHECEHUU M3MEHEHUM B OT/AENbHbBIC 3aKOHOJIATEIbHBIE aKThI
Poccuiickoit ®enepanuu', 1 BeTepUHAPHBIM OpPraHU3AIUAM;

Undopmaris 06 n3MEHEHUX:
Ilynkm 7 usmenen c 13 aseycma 2019 a. - @edepanvhuiii 3axon om 2 aseycma 2019 e. N 297-D3

CMm. npedvloywyro pedaKyuio
7) opraHM3anMsIM ¥ WHAMBHIYAIbHBIM MPEIIPUHUMATEISIM, OCYIICCTBISIONIMM pa3BeICHHE,
BEIpANIMBAHUC W COACPKAHKE )KUBOTHBIX (32 HCKIIFOUCHUEM MPOJKU UM (DapMaIleBTHUSCKUX CYyOCTaHIIHIA
WIN UX TIepeIadn).

Undopmarris 06 n3MEHEHUAX:
Yacmw 2 usmenena c 29 dexabpsa 2020 a. - Dedepanvhuiii 3akon om 27 dexaops 2019 e. N 481-D3

CMm. npedvloyuyro pedaKyuio
2. OpraHu3aiuu ONTOBOH TOPTOBIU JICKAPCTBCHHBIMU CPEICTBAMU HE BIIPABE OCYIIECTBISTH
npogaxy (mepenadyy B YCTaHOBIICHHOM 3aKOHOJATENbCTBOM Poccuiickoir ®Denepanuu  mopsiake)
dbapmareBTUUeCKON CyOCTaHIIMN CIIUPTA STUIIOBOTO (3TAHOJIA).
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 53 HaCTOAIICTO (Deﬂepa.]leOFO 3aKOHa

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ cmamvio 54 nacmosweco Dedepanvhozo
3aKOHA 8HeceHbl usmeHnenus, ecmynarowue 6 cuny ¢ 1 urona 2015 e.

Cm. mexcm cmamwvu 8 npeovbloywell pedaKyuu

Cratbs 54. [IpaBuia onToBO# TOProBIIM JEKAPCTBEHHBIMU CPEICTBAMHU

OnroBass  TOProBJsl  JIEKAPCTBEHHBIMHU  CPEJCTBAMHU  OCYIIECTBISIETCS  [TPOM3BOIUTEISIMU
JIEKAPCTBEHHBIX CPEACTB M OpPraHU3ALMSIMU ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEJACTBAMU 11O
rpaBujIaM HaJIeKaleld TUCTPUOBIOTOPCKON MPAKTHKW W MpaBUjIaM HaJIeKaIeld TPaKTUKU XpaHEHUS U
MEPEBO3KM JIEKAPCTBEHHBIX IPENapaToB, YTBEPKACHHBIM COOTBETCTBYIOIIMMHU YHOJIHOMOYEHHBIMU
dbeneparTbHBIMUA OpTaHaMU UCTIOTHUTETHFHOM BIIACTH.

TAPAHT:

CM. koMmMeHTapuu K cTatbe 54 HacTosero denepalbHOrO 3aKOHa

Cratbsa 55. Ilopsaok po3HUYHOM TOProBiM JIEKapCTBEHHBIMU IIpenapaTaMu

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-d3 6 uacms I cmamvu 55 nacmosuezo
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexecm yacmu 6 npeovioyueli peoaKyuu
1. Po3HMuYHas TOProBis JIEKAPCTBEHHBIMU IpenapaTaMM B KOJHUYECTBAX, HEOOXOIUMBIX JUIs
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BBITIOJTHEHHST BpaueOHBIX ((enpaIepcknx) Ha3HAYCHW WM Ha3HAYEHUH CHEIHATUCTOB B 00JACTH
BETCPUHAPUH,  OCYILECTBIIACTCS  AlTEUYHBIMU  OpPTraHU3alMsIMH,  BETCPUHAPHBIMH  ANTECYHBIMU
OpTraHHU3aIUsIMH, WHWBUTYIbHBIMHU peITPUHUMATEIISIMH, UMEIOIIMH TUICH3UIO Ha
(dapMaIieBTUYECKYIO0 JIEATEIIbHOCTh, MEJAWIUHCKUMH OpTaHU3alMsIMHU, WMEIOINIMMHU JIMICH3HI0 Ha
(dapManeBTUYECKYIO JIeATEIbHOCTh, M WX O0O0OCOOJCHHBIMU TOJpA3ICICHUSIME (aMOYIaTOPHSIMH,
denpamepckumMu U (HebaIIepCeKo-aKyepCKUME TyHKTaMu, IIeHTpaMu (OTIeIeHUSIMHI) 001Iel BpaueOHOM
(ceMeliHOI) TIPAaKTHKH), PACIIONOKCHHBIMU B CEIBCKUX HACEICHHBIX MYyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHble  OpPraHM3allid, W  BETEPUHAPHBIMH  OPraHU3alMsIMH, WMEIONIMMHU  JIMICH3UIO  Ha
dapManeBTUYECKYIO JIeATENBHOCTh. Paspernena po3HWYHAsT TOPTOBIS TOJBKO JIGKAPCTBEHHBIMH
npernapatamu, 3aperucTpupoBaHHbIMU B Poccuiickoit denepanyiu WM HM3rOTOBJICHHBIMU alTEUYHBIMU
OpTraHU3aIUsIMH, BETEPUHAPHBIMH anTeUYHBIMH OpTraHu3aIUsIMHU, VHINBUAYTbHBIMU
NpEANPUHUMATEIISIMY, HMMCIOUIMMH JIMIEH3WI0 Ha (apMaleBTHUYECKYI0 JeSATeIbHOCTh. Po3HWYHAs
TOPTOBIISL JICKAPCTBEHHBIMH IperapaTaMu OCYIIECTBISICTCS [0 TpaBUJaM HAJJICKAIICH anTeYHON
NPaKTUKH, YTBEPKICHHBIM YITOJTHOMOUYEHHBIM (peliepaTbHBIM OPraHOM HCIIOJHUTEIBLHON BIIACTH.

Undopmarris 06 n3MEHEHUAX:

Cmamus 55 donoanena wacmoio 1.1 ¢ 3 anpens 2020 e. - @edepanvhuiii 3akon om 3 anpens 2020 e. N
105-D3
1.1. Po3Hu4Has TOProBisl JIEKAPCTBEHHBIMH TMpernaparaMmu JJs MEAUIIMHCKOTO MpUMeHeHus (3a
VCKJIFOYEHHEM JIEKAPCTBEHHBIX IIPENAaparoB, OTIIYCKAEMBIX II0 PELENTy Ha JIEKAPCTBEHHBIM IIpemnapar,
HAapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaTOB M ICUXOTPOMHBIX JICKAPCTBEHHBIX IPENapaToB, a TaKXKe
CIIUPTOCOJICPIKAIINX JIGKAPCTBEHHBIX IPENapaToB ¢ OOBEMHON JOJICH ATHJIOBOTO CHUpPTa CBBINIE 25
MPOILEHTOB) MOXET OCYIIECTBISTHCS — alTeYHBIMU  OpPTraHU3alUsIMH  JUCTAHIMOHHBIM  CIOCOOOM.
Po3HMYHYIO TOProOBIIIO JIEKAPCTBEHHBIMU IIpenapaTamMmu JUisl MEAULUHCKOTO IIPUMEHEHUS TUCTaHIHOHHBIM
CIIocoO0M MOTYT OCYIIECTBIISITh alTEUHbIE OPraHHU3aIMH, UMEIOLIUE JTUICH3UI0 Ha (apMaleBTUUYECKYIO
NeSITEIbHOCTh M COOTBETCTBYIOIIEE paspeuieHne QenepaibHOro OpraHa HCIOJHUTEIFHONW BIIACTH,
OCYILECTBIISIONIET0 (YHKIMU MO KOHTPOJIIO M Haa30py B chepe 3apaBooxpaHeHus. [lopsiox Bblaun
pa3peleHns Ha OCYLIECTBIECHUE PO3ZHHUYHON TOPrOBJIM JEKAPCTBEHHBIMH IpeNapaTaMy JUCTAHIIMOHHBIM
croco0oM, TpeOOBaHMs K alTeYHbIM OpraHU3alusAM, KOTOPble MOTYT OCYILIECTBISATh TaKylO0 TOPTOBIIO, U
MOPSIIOK €€ OCYILIECTBICHUs, a TakKe IpPaBWJAa JOCTaBKHM JIEKAPCTBEHHBIX IIPENApaToB TpakJaHaM
ycranaBiuBatorcsi  [IpaBurensctBom  Poccuiickoit  ®epepanmu. HMudopmamus 00  omaueHHbBIX
(OTHYILIEHHBIX) U MOJIYYEHHBIX JIEKaPCTBEHHBIX NpernapaTaXx BHOCUTCS B CUCTEMY MOHMTOPHHIA JBMKEHUS
JIEKapCTBEHHBIX IPENapaToB I MEAULMHCKOIO IPUMEHEHUs B IOPAIKE, NMPEAYCMOTPEHHOM 4YacTbiO /
cratby 67 Hactosmero deaepaibHOro 3aKOHa.

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvrovim 3akonom om 25 wnoaops 2013 2. N 317-@3 6 uacms 2 cmamvu 55 nacmosujeco
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHs.

Cm. mexkcm uacmu 6 npedvloyuel pedaKyuu

2. Bujapl anTeuHbIX OpraHU3aluil W IpaBwia OTIYCKAa JIEKAPCTBEHHBIX IIperapaTroB JUIst
MEIUIIUHCKOTO TNPUMEHEHHUs] anTeYHBIMH OpraHU3alUSAMH, WHIUBUIYaJbHBIMH MpPEINPUHUMATENISIMH,
MMEIOUIUMHU JIMIIEH3HUI0 Ha (PapMalieBTHUECKYIO JAESITeNbHOCTb, a TAKXKE ITPaBUiia OTMYCKA JIEKAPCTBEHHBIX
IpenapaToB JUIsl METUIIMHCKOTO MPUMEHEHHUS MEUIIMHCKUMH OPTaHU3aIMsIMU, HUMEIOIIMMU JIMLEH3UI0 Ha
(dapMalleBTUYECKYIO0 JI€ATEIbHOCTh, M HUX 000COOJEHHBIMU MOApA3AETICHUSIMH (aMOyIaTOpHsIMH,
GenpamepckuMu U GenbAIepCcKO-aKyIIepCKUMH TYHKTaMH, IIEHTpaMu (OTAEICHUIMH) 001ei BpaueOHOM
(ceMelHOI) MPAaKTHKK), PACTIONOKEHHBIMU B CEJIbCKHUX HACEIEHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTe4yHble OpPraHU3allMH, YTBEP)KIAIOTCS YHMOJHOMOYEHHBIM (elepaJbHbIM OpPraHOM MCIOTHUTEIbHON
BJIACTH.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim  3axkonom om 3 utona 2016 2. N 305-@3 6 uyacms 3 cmamvu 55 Hacmoswe2o
DedepanbHo20 3aKOHA BHECeHbl USMEHEHUs]
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Cm. mexkcm uacmu 6 npedvloywetl pedaKyuu
3. IlpaBuiia OTIIyCKa HApKOTUYECKUX CPEICTB U IMCUXOTPOITHBIX BEIIECTB, 3aPErHCTPUPOBAHHBIX B
KauecTBe JICKAPCTBCHHBIX IIPEMapaToB, JIEKAPCTBEHHBIX IIPEMapaToB, COACPKAIIUX HAPKOTHICCKHE
CpeACTBa W TICHXOTPOITHBIC BEIECTBA, YTBEPXKIAIOTCS YIIOJHOMOYCHHBIM (eepabHbIM OpraHOM
UCTIOTHUTEIILHON BIIACTH 10 COTJIACOBAaHHWIO C (heaepalbHBIM OpPraHOM HCIOJHUTEIBHON BIIACTH,
YIIOJIHOMOYEHHBIM B chepe BHYTPEHHHX JIEII.

Wndopmarius 06 H3MEHEHUSX:
Yacmo 4 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro
4. JlekapcTBEeHHblE Tpenaparbl Uil BETEPUHAPHOIO IPUMEHEHUS IOAJIekaT OTIIYCKY
BETEPUHAPHBIMU ANTEYHbIMU OPTraHU3ALUSAMM, BETEPUHAPHBIMH OPraHU3ALUSAMH, WHIMBUAYaJIbHBIMU
OpEANPUHUMATENSAMY, HWMCIOIIMMH  JIMIEH3UI0 Ha  (apMaleBTHUYECKYI0 JesATenbHOCTh.  OTmyck
JIEKapCTBEHHbIX IpenapaToB JUIsl BETEPUHAPHOIO IPUMEHEHUS OCYIIECTBISIETCS B COOTBETCTBUU C
IpaBuJiaMy  HaJJIeXallleld anTeyHOW MpakTUKU JIEKapCTBEHHBIX IIPErnapaTroB Uil BETEPUHAPHOTO
IPUMEHEHHUS, YTBEPKAECHHBIMU YIIOJHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJHUTEIbHOMN BIIACTH.

Undopmaris 06 n3MEHEHUAX:
Yacms 5 usmenena c 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloyuyro pedaKyuio

5. TlepeueHb MEIMIIMHCKAX OpraHMU3allMH, WMEIOIIMX JIMIICH3UI0 Ha (apMaieBTUYCCKYIO
NEeSATeIbHOCTh, H WX  O0OCOOJICHHBIX  mojpaszieneHuit  (amOymaTtopuii,  QenpaIIepckux U
GbenbaepcKko-aKyepckux MyHKTOB, EHTPOB (OTaeneHuii) oOuieil BpauyeOHOI (ceMelHO) MpaKkTHKK),
PACTIONIOKEHHBIX B CEIBCKUX HACEICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEUHBIC OpraHU3alliH, a
TaKXe TepeueHb JICKAPCTBCHHBIX MPEMapaToB, Mpojaxa KOTOPhIX MOXKET OCYIICCTBISATHCS yKa3aHHBIMH
OpraHu3aUAMHU U UX 000COOJICHHBIMH TIOIPa3ACICHUSIMH, YCTAHABIMBAIOTCS OpraHaMH UCTIOTHUTEIHHOM
BJ1acTH cyObekToB Poccuiickoit denepanuu.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 25 wnosops 2013 2. N 317-@3 uwacme 6 cmameu 55 Hacmosuezo
DedepanvbHo20 3aKOHA UNOHCEHA 8 HOBOU PeOaKyul

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu
6. AnTeuHble OpraHu3aluy, WHIUMBHIYyalbHbIE NPEINPUHUMATEIHM, WUMEIOUIME JHUIEH3UI0 Ha
(dapMalleBTUYECKYIO  JESITENbHOCTb, 00s13aHBl  OoOecreunBaTh  yTBEpXACHHbIN [IpaBuTEnsCTBOM
Poccuiickoit @enepanun U GopMuUpyeMblii B YCTAaHOBIEHHOM MM IOPsiAKE MUHUMAJIbHBIM acCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX I OKa3aHUs MEAUIIMHCKON TOMOIIIH.

Wndopmarys 06 H3MEHEHHSAX:
Yacmw 7 usmenena ¢ 3 anpens 2020 2. - @edepanvuwiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloyuyro pedaKyuio

7. AnTeuHble OpraHW3allM¥, WHIUBUIYyaJbHBIC MPEANPUHUMATETH, HWMEIOIUE IUIEH3UI0 Ha
(hapManeBTHYECKYIO JeATSIIbHOCTD, HAPSTy C JICKApCTBEHHBIMH TIperiapaTaMi UMEIOT TIPaBoO MPpUoOpeTaTh
U TpoAaBaTh, B TOM YHCJE UCTAHIIMOHHBIM CIIOCOOOM, MEIWIIMHCKUE H3JeNus, Ae3UHPUIUPYIOIIHIE
CpeICTBA, TPEIMETHI M CPEACTBA JIMYHOW TUTHEHBI, TIOCYAY I MEIUIIMHCKUAX IeJIel, MPEeIMEeThl H
CpeICTBa, MpeAHa3HAYCHHBIE AJIS yX0/a 3a OOJNIbHBIMHU, HOBOPOXJICHHBIMH H JI€TbMHU, HE JIOCTHUTIINMHU
BO3pacTa TpeX JIET, OYKOBYIO ONTHKY M CpEACTBA yXOJa 3a HeH, MHUHEpaJIbHBIC BOJMBI, MPOJYKTHI
7e4eOHOro, JIETCKOTO U JUETUYECKOrOo MUTAaHWs, OMOJOTHMYeCKH aKTHUBHBIC 100aBKH, MapproMepHbIE U
KOCMETHYECKHE CpEACTBA, MEJWIMHCKHE W CaHUTapHO-TIPOCBETUTEILHBIC TICYaTHhIC W3JIaHUS,
npeHa3HaYeHHBIE ISl IPONaraHsl 3I0pOBOT0 00pasa KU3HU.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axkonom om 13 wuions 20152, N 262-DP3 6 uacmv 8§ cmamwvu 55 nacmosuezo
DeodepanvbHoeo 3aKOHA BHECEeHbL U3MeHeHUs, scmynaowue 6 cuny ¢ 1 aueaps 2016 2.
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Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

8. lesTenbHOCTh anTe4yHbIX opraHuzanui Boopyxkennwsix Cun Poccuiickoit denepanuu, aApyrux
BOMCK, BOMHCKUX (DOPMHUPOBAHMI M OPraHoB, B KOTOPBIX 3aKOHOJATelnbcTBOM Poccuiickoit ®enepanuu
IPEelyCMOTPEHO TPOXOXKJIECHUE BOEHHOM CiyxkObl uiau QenepalbHONl TrOCYAapCTBEHHOW CIIyXOBbI,
CBA3aHHOM C IIPAaBOOXPAHUTEIBHOW JEATENbHOCTBIO, perylaMeHTupyeTcss HactosumMm denepanbHbIM
3aKOHOM U YTBEP)KJIECHHBIMH COOTBETCTBYIOIIMMH (heepaabHbIMU OpraHaMU HCIOJHUTENIBHOM BIACTH
nojoxeHusMu. KoHTpons 3a coOdrofeHuMeM yKa3aHHBIMH alTEUYHBIMH OpraHU3alMsIMU TOJTO0XKEHUH
HacTosmero @denepalbHOr0 3aKOHA OCYILIECTBISIETCS COOTBETCTBYIOIIMMH (helepaabHbIMU OpraHaMH
WCIIOJIHUTEJIbHOM BJIACTH.

9. He npumensiercs ¢ 1 suBaps 2021 r. - @enepansubiii 3akon ot 3 anpesns 2020 r. N 105-D3

Wndopmarius 06 H3MEHEHUX:

Cm. npeovloyuyio peoakyuro
TAPAHT:

CM. kKoMMeHTapuu K cTatbe 55 HacTosero denepalbHOTO 3aK0Ha

Cratbs 56. M3rotoBiieHrne U OTIYCK JIGKAPCTBEHHBIX MTPENapaToB
TAPAHT:

CMm. Enusble npaBuna oQoOpMIIeHHsS JIEKApCTB, NPUTOTOBISEMBIX B aNTEYHBIX YUPESKICHUIX
(mpeanpusATUsAX) pa3IUYHBIX (OPM COOCTBEHHOCTH, YTBEPKACHHbIE MUHUCTEPCTBOM 3/IpaBOOXPAHEHUS
P® ot 24 nrona 1997 r.

1. M3roroBiieHuEe JEKapCTBEHHBIX IMPENapaToB aNTEUYHbBIMU OpraHU3aLUSAMHU, BETEpPUHAPHBIMU
anTEeYHbIMM OpraHU3aLMAMM, HHIUBUIYaJIbHBIMH NPEANPUHUMATENISAMU, HMEIOIUMMHU JIMLEH3UI0 Ha
(apManieBTUYECKYIO NIeATENIbHOCTh, OCYIIECTBIISICTCS MO pEIENTaM Ha JIEKapCTBEHHBIE IPENaparhl, 1O
TpeOOBaHUAM MEIULMHCKUX OpraHu3aluid, BETEPUHAPHBIX OpPraHM3alUil B COOTBETCTBMU C IPaBUIIAMHU
U3TOTOBJIEHUSI U OTIYCKA JIEKAPCTBEHHBIX IPENapaTroB, YTBEP>KJIEHHBIMU  YIIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH.

2. Ilpu M3roTOBJIEHUHM JIEKAPCTBEHHBIX MPENapaToB aTe€YHbIMUA OPTaHU3ALMSIMH, BETEPUHAPHBIMU
anNTeuYHbIMM OpPraHU3alUsIMU, WHIUBUAYAIbHBIMU TpEANPUHUMATENAMHA, HMMEIOIIMMHU JIMLIEH3UI0 Ha
(apMaleBTUYECKYIO0 JAEATeNbHOCTb, MCIOJIB3YIOTCS (hapMalleBTHUECKUE CYyOCTaHLIMU, BKIIOYCHHBIE
COOTBETCTBEHHO B FOCYAApCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB Ul MEIUIIMHCKOTO IPUMEHEHUS U
rOCYIapCTBEHHBIN PEECTpP JIEKAPCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOIO MPUMEHEHHSI B YCTAHOBJIEHHOM
nopsake. He nomyckaercs W3roTOBIEHHE alTEYHBIMU OpraHU3alMsSIMH, BETEPUHAPHBIMU aANTEUHBIMU

OpraHHu3alUsIMH, VUHIVBUAYAJIbHBIMU IIpeIPUHUMATENSIMH, UMEIOIIUMU JULIEH3UI0 Ha
(dapMaleBTUYECKYIO JI€ATEIbHOCTD, JIEKAPCTBEHHBIX IPENapaTroB, 3aperucTpUpoBaHHbIX B Poccuiickoii
®denepanuu.

3. MapkupoBKka JEKapCTBEHHBIX IIPENapaToB, H3TOTOBJICHHBIX AaNTEUYHBIMHU OpTraHU3AIMIMH,
BETEPUHAPHBIMU ANTEYHBIMU OPraHU3ALUAMU, WHIAUBUIYAIbHBIMUA MPEANPUHUMATEISIMU, HWMEIOLIUMHA
JUIEH3WI0 Ha (apMarieBTUYECKYI0 JIESITeNbHOCTh, W O(OpMIIEHHE TaKuX TMPErnapaToB JOJKHBI
COOTBETCTBOBATh IIPaBUJIaM, YKa3aHHbBIM B 4acTu | HAcTOAIIEH CTaThH.

4. AnTeyHble OpraHu3alid, BETEPUHAPHBIC AaNTE€YHbIE OpraHuW3aldHd, WHIWBUAYaJIbHbIC
IpeIPUHUMATEIHN, UMEIONINE TUIICH3UI0 Ha (papMaIieBTHYECKYIO JesTeIbHOCTh, HECYT OTBETCTBEHHOCTh
3a HECOOJI0JICHWE TPAaBUJI W3TOTOBJICHHWS M OTIYCKa JIEKAPCTBEHHBIX MPEMapaToB B COOTBETCTBUU C
3akoHoaresbcTBoM Poccuniickoit denepanuu.

T'APAHT:

CMm. KoMMeHTapuH K cTathe 56 HacTosmero denepanbHOro 3aKoHa

Crarbsn  57. 3anpemenue npojaxu (anbcUPUUIUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HEZ00pOKAaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX
CpeAcCTB
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[Iponaxa banbcugUIIPOBaHHBIX JIEKAPCTBEHHBIX CpEJCTB, HEJ00POKAYECTBEHHBIX
JICKapCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPEIICTB 3aIPEIIaeTCsl.
TAPAHT:

CM. koMMeHTapuu K cTatbe 57 HacTosero denepalbHOT0O 3aKOHA

Crartbs 58. XpaHeHue JiekKapCTBEHHBIX CPE/ICTB

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oxkmsaopsa 2014 e. N 313-@3 6 uacme I cmamovu 58 nacmoswezo
DedepanbHo20 3aKOHA 6HECEHbl USMEHEHUs, GCIMYNAalowue 6 CUILy No UCMeYeHUuU mpuoyamu OHel noce
OHs 0puyuanbLHO20 ONYOIUKOBAHUS HA38aHH020 DedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

1. XpaHeHue JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISICTCS IPOU3BOJIUTEISIMHA JICKAPCTBEHHBIX
CPEIICTB, OPraHU3aIUSIMHU ONTOBOI TOPTOBJIH JIGKAPCTBEHHBIMU CPEICTBAMH, alITEYHBIMU OPTaHHU3AIUSIMH,
BETEPUHAPHBIMU AITCYHBIMH OPTaHU3ANUSIMH, WHIUBUIYATGHBIMH TPEANPUHUMATEIIIMHA, HUMEIOIIHMHU
JUIEH3UI0 Ha (apMalleBTUUECKYIO JIeATeIbHOCTh WM JUIEH3UI0 Ha MEAMIMHCKYIO JeATeIbHOCTbD,
MEIWIIMHCKIMHI ~ OPTaHMU3AIMSIMH, BETCPUHAPHBIMH OPTaHM3ANMSIMH W HWHBIMH  OpraHHW3aIUsIMHU,
OCYIIECTBISIONMMHU OOpaleHle JIEKAPCTBEHHBIX CPEJCTB. XpaHEHUE JIEKAPCTBEHHBIX CPEACTB U1
BETEPUHAPHOTO TPUMEHEHHS OPTaHM3ANMSIMH W WHIWBHIYaJbHBIMUA TMPEANPUHUMATEISIMUA B CIydasX,
€CJIM OHU HCHOJB3YIOTCS HUCKIIOYUTENIHHO TMPHU Pa3BEACHUU, BHIPAIIMBAHUU, COJCPKAHUHU M JICYCHUU
YKUBOTHBIX, MOKET OCYIIECTBIIATHCS 0€3 IMOIyICHHsI TUIICH3UU Ha (PapMaIleBTHICCKYIO I TEITHBHOCTD.

2. IlpaBuma xpaHeHUs  JICKAPCTBEHHBIX CPEACTB  YTBEPXKIAIOTCS  COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOJTHUTEILHOM BIIACTH.

3. XpaHeHHe HapKOTUYECKHX JIEKAPCTBEHHBIX CPEICTB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB,
panrodapMaleBTHYECKUX  JICKAPCTBEHHBIX  CPEJCTB  OCYIISCTBISIETCSI B COOTBETCTBHM  C
3akoHojiaTescTBoM Poccuiickoit denepaiuu.

FAPAHT:

CM. koMMeHTapuu K cTatbe 58 HacTosero denepabHOTO 3aKOHA

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akoHom om 25 Oexabps 2012 2. N 262-D3 enasa 10 nacmosuwezo Dedepanbrozo
3aKoHa dononneHa cmamoveti 38.1, ecmynarowetl 6 cuny no UCmeyeHuu cma 80CbMudecsmu OHel nocie
OHs 0puyuanbHo20 0nYoOIUKOBAHUS HA38aHH020 DedepalbH020 3aKOHA

Crarba 58.1. IlpenqmMeTHO-KOIMYECTBEHHBIH YYET JIEKAPCTBEHHBIX CPEACTB JII MEIULHUHCKOIO
MPUMEHEHUS
1. TlepedyeHbp JEKApCTBEHHBIX CPEACTB [UII MEIUIMHCKOTO TMPUMEHEHHMS, MOJIeKAIINX
MPEeIMETHO-KOJIMYECTBEHHOMY  y4YeTy, YTBEpXKJaeTcs YIOJTHOMOUYEHHBIM (pelepanbHbIM  OpraHoM
WCTIOJTHUTEJIBHOM BJIACTH.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 3 uiona 2016 2. N 305-@3 6 uwacme 2 cmamvu 58.1 Hacmosweeo
DedepanbH020 3aKOHA BHECEeHbl USMEHEH s

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

2. Tlopsiyiok BKITFOYCHHS JICKAPCTBEHHBIX CPEICTB I METUITUHCKOTO NMPHUMEHEHUS B IepeucHb
JICKapPCTBEHHBIX CPENCTB Ui MEAUIIMHCKOTO MPHUMEHEHHUS, TOJUIeKAIUX MPEeIMETHO-KOINIECTBEHHOMY
yUeTy, YCTaHABIIMBACTCS YIIOJIHOMOUYCHHBIM (elepaibHbIM OPraHOM HCIIOJTHUTEIBHOW BJIACTH 10
COTJTacOBaHUI0 C (QefepalbHBIM OpPraHOM HCIOJHUTEIHHONW BIIACTH, YIIOJHOMOYEHHBIM B cdepe
BHYTPEHHUX JICII.

3. IlpeaMeTHO-KOJIMYECTBEHHBIN Y4eT JICKQPCTBEHHBIX CPEACTB I MEAWIIMHCKOTO TMPUMEHEHUS
BEJyT MPOU3BOJUTEIH JICKAPCTBCHHBIX CPEJCTB, OPTraHU3AIMA ONTOBOH TOPTOBIHU JIEKAPCTBEHHBIMH
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CpelcTBaMu, anTe4yHble OPraHW3alW{, WHJWMBHUAyAJIbHBIE MPEAIPUHUMATENN, UMEIOIIME JUILEH3UI0 Ha
(dbapMaleBTUYECKYIO JESITeNbHOCTh WM JIUICH3UI0 HAa MEIUIMHCKYIO JEATeIbHOCTh, U MEAMIIMHCKHE
OpTraHMU3aINH, OCYIIECTBISIIONINE OOpaIeHHE JTEKAPCTBCHHBIX CPEICTB I MEAUIIMHCKOTO MPUMEHEHUS,
yTeM pPEruCTpaluu JIIOOBIX CBS3aHHBIX C MX OOpalleHHEeM OMepalui, MPU KOTOPHIX H3MEHSETCS HX
KOJIMYECTBO U (MJIM) COCTOSIHUE, B CIICIMAJIBHBIX JKypHAJIaX ydeTa Oomepalui, CBA3aHHBIX ¢ oOpalieHueM
JIEKapPCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO MPUMEHEHHUS (Jaliee - crieluaibHbIe )KyPHAIbI).

4. TlpaBwia perucTpanuu OIeparuii, CBI3aHHBIX C OOpalleHHueM JIEKAPCTBEHHBIX CPEACTB IS
MEIUIUHCKOTO IMPUMEHEHUs, BKIIOUEHHBIX B IMEPEUYEHb JICKAPCTBEHHBIX CPEJICTB I MEIULUHCKOIO
MPUMEHEHUS, MOJUICKAIIUX MPEAMETHO-KOJINYECTBEHHOMY YUYE€Ty, B CIEHHAIBHBIX KypHalIaX M IpaBuja
BEJICHUS U XPAHEHUS CIIEHUATIbHBIX KYPHAJIOB YTBEPKAAIOTCS YIIOJTHOMOUYEHHBIM (efiepaibHbIM OpraHOM
WCIIOJIHUTEJIbHOM BJIACTH.

5. Koutponp 3a coOmiofeHreM MpaBWJI PETUCTPAllMM OMepalui, CBS3aHHBIX ¢ oOpalleHueMm
JIEKAPCTBEHHBIX CPEJICTB Il MEAUIMHCKOTO MPUMEHEHHS, BKJIIOUEHHBIX B IMEPEUYCHb JIEKAPCTBEHHBIX
CpPEeACTB Uil MEIWLMHCKOTO TPUMEHEHMS, MOMJICkKAUUX MPEAMETHO-KOJIUYECTBEHHOMY Y4YeTy, B
CIeIMAaIbHBIX KYpHaJaX, a TAKXKE 3a COOII0OICHUEM MTPABUJI BEJCHUS U XPAHECHHSI CTICIIUAIBHBIX )KYPHAJIOB
BO3JIaraeTcsi Ha YIOJHOMOYEHHBIE (efepanibHble OpraHbl HCIOJHUTEIBHON BIIACTH U OPraHbI
UCTIOJTHUTEIILHON BiacTH CcyObekToB Poccuiickoii ®exepanuu, OCYIIECTBISIONINE JIMIICH3UPOBAHUE
MPOU3BOJCTBA  JICKAPCTBEHHBIX  CPEICTB, (apManeBTUUYECKOW JAEATETbHOCTH M MEIUIIMHCKOM
JeSATEIbHOCTH, U OCYILIECTBIISIETCS B paMKaX JIMIIEH3MOHHOTO KOHTPOJIS.

TAPAHT:

CM. AIMUHHCTpPAaTHUBHBIA periaMeHT ucnoigHeHus PenepanabHON CiykO00H MO Hax3opy B cdepe
3/IpAaBOOXPAHEHMs] TOCYIApCTBEHHOM (YHKIMHM 1O OCYIIECTBICHUIO JIMIEH3UOHHOIO KOHTPOJIS
(hapMaleBTUUECKON N1eATEIbHOCTH, YTBEp)KIEHHBIM mpukasom MunznpaBa Poccum ot 1 ceHtsiOps
2017 r. N 585H

CMm. kommeHTapuu K ctatbe 58.1 Hacrosmero @eaepanbHOro 3aKOHa

I'naBa 11. YHUUYTOXKeHNE JIEKAPCTBEHHBIX CPEACTB

Crarbs 59. OcHOBaHUS U NOPSAOK YHUUTOKEHUS JIEKAPCTBEHHBIX CPEJCTB

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmo 1 cmamou 59 nHacmoswezo
DedepanbHo2o 3aKOHA 8HEeCeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovloyuell pedaxKyuu
1. HenoOpokauecTBeHHBIE JIEKApPCTBEHHBIE CpEACTBa, (anbCcU(UIMPOBAHHBIE JIEKAPCTBEHHBIC
CpeICTBA TIOJUICKAT W3IBATHIO U3 OOpalleHWs W YHUYTOKEHUIO B IOPSJIKE, YCTaHOBJICHHOM
[IpaButensctBoM Poccuiickoit denepanuu. OcHOBaHHEM s YHHUUTOKEHHUS JIEKAPCTBEHHBIX CPEACTB
SIBIISIETCSL PEIICHHE BIIAJIeIbIIa JICKAPCTBEHHBIX CPEJCTB, PEIIEHHE COOTBETCTBYIOMIETO YITOTHOMOUYEHHOTO
denepanbHOTO OpraHa UCMOIHUTEIBHON BIACTH WIH PEIIeHUE CYa.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms 2 cmamvu 59 nacmosuezo
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexem uacmu 8 npeovioyujeli peoaKyuu
2. KonTpadakTHbie JIeKapCTBEHHBIE CPEICTBA MOJIEKAT U3BATHIO U3 OOPAIICHUS U YHUUYTOXKECHUIO
no pemeHuto cyna. [lopsgox yHUYTOXKEHHUS] KOHTpa(aKTHBIX JIEKApCTBEHHBIX CPEACTB yCTaHABIMBACTCS
IIpaBurensctBoM Poccuiickoit denepanun.
3. Pacxonpl, cBs3aHHBIE C YHHYTOKEHHEM KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEJNCTB,
HEeI0OPOKAYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (ambCcUPUUMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
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BO3MEILAIOTCS UX BJIAJIEIIBLIEM.

4. Bnanenen JeKapCTBEHHBIX CPEACTB JOJDKEH IMPEJICTABUTh B YIOJHOMOUYEHHBIN (erepaibHbIil
OpraH HCIIOJIHUTEJIBHOM BIJIACTU JOKYMEHT WJIM 3aBEPEHHYI0 B YCTAHOBJICHHOM IIODPSJIKE €ro KOIIMIO,
HNOATBEep K AAtoNIMe (aKT YHUUTOXKECHHSI JIEKapCTBEHHBIX CPECTB.

5. CoOOTBETCTBYIOUIMI YHNOJHOMOUYEHHBIH (enepanbHblii OpraH HCIOJHUTEIFHOW BIACTH,
NPUHSABLIMKA pelieHue o0 YHMUYTOXKEHUU JIEKapCTBEHHBIX CPEACTB, OCYILECTBJIAET KOHTPOJb 3a HX
YHUYTOXKEHUEM.

6. YHMYTOXXEHHE JIEKAPCTBEHHBIX CPEACTB IPOU3BOJUTCS OPraHU3alUsAMH, HMEIOIIUMU
COOTBETCTBYIOIIYIO JIMIIEH3UIO, Ha CIEHUAIBHO 000PYAOBAaHHBIX IUIONIA/IKAX, OJIUTOHAX U B CHEIMAIBHO
000pYyJIOBaHHBIX MOMELIEHUAX € COOJIIOAEHUEM TpeOOBaHUI B 00JIACTH OXpaHbl OKpYXarollell cpeasl B
COOTBETCTBUU C 3aKOHOaTeNILCTBOM Poccuiickon denepanum.

7. Hapkornueckue JEKapCTBEHHBIE CpEACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEICTBA,
panuodapmaneBTHYeCKue  JIEKAPCTBEHHBIE ~ CPEJCTBA  YHHYTOXKAIOTCA B COOTBETCTBUU  C
3akoHojiaTenscTBoM Poccuiickont denepaium.

TAPAHT:

CMm. koMMeHTapuu K cTatbe 59 HacTosiero denepajbHOrO 3aK0Ha

I'naBa 12. 'ocynapcTBeHHOe peryJiipoBaHue LeH Ha JIeKapCTBeHHbIE Npenaparsl s
MeIMIMHCKOr0 MPUMeHeHU sl

Crarps  60. FOCY,I[apCTBeHHOG peryjiupoBaHnue IMNE€H Ha JICKAPCTBCHHBIC IIpCraparbl JIJIsA
MCIUIUHCKOI'0 MMPUMCHCHUS

Wuopmarus 06 H3MEHEHHSIX:
Yacmo 1 usmenena ¢ 26 mapma 2020 e. - Dedepanvhuiil 3axon om 26 mapma 2020 2. N 67-D3

CMm. npedvloyuyro pedaKyuio
1. TocymapcTBeHHOE pPEryJMpOBaHHWE IICH Ha JICKAPCTBCHHBIC IMPEMapaThl IS MEIUIUHCKOTO
MPUMEHEHHUS OCYIIECTBIISETCS TOCPEACTBOM:

Wndhopmarrist 06 n3MEHEHUSX:

Ilynkm 1 usmenen c 13 urons 2020 2. - @edepanvhuiii 3axon om 13 urons 2020 2. N 206-D3

CMm. npedvloywyro pedaKyuio
1) yrBepxnaenus IIpaButensctBoM Poccuiickoit denepanuu rnepeuHs KU3HEHHO HEOOXOAMMBIX U
BO)XHEHIINX JIEKAPCTBEHHBIX IpenapaToB, KOTOPbIM (opMupyeTcs M He pexe OIHOro paza B ToJ
IIEPECMATPUBACTC B YCTAHOBIEHHOM UM IOPsJIKE HAa OCHOBE KOMIUIEKCHOM OLICHKM JIEKAPCTBEHHBIX
IpenapaToB, BKIIIOYas aHAJIU3 CBEICHUH O CPaBHUTEIbHON KIMHNYECKOH 3(h(heKTHBHOCTH U 06€30MacHOCTH
JIEKApCTBEHHOI'O CPEJCTBA, OLIEHKY SKOHOMHUYECKHX MMOCIEACTBUI TPUMEHEHNS JICKAPCTBEHHOI'O CPEACTBA
Y U3Y4YECHHE JOMOIHUTENBHBIX MOCIEACTBUN IPUMEHEHUS JIEKAPCTBEHHOIO CPENICTBA;

Wudopmanust 00 U3MEHEHUIX:
Ilynxkm 2 usmenen ¢ 7 utons 2019 e. - @edepanvuviii 3axon om 6 urons 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio
2) yTBEpXKICHUS METOIMKH pacdera TMpeaeTbHbIX OTIYCKHBIX II€H TPOM3BOJAUTENICH Ha
JICKapCTBEHHBIE TIpemapaThl, BKIIOUEHHBIE B TMEPEUEHb JKU3HEHHO HEOOXOAMMBIX U BaXHEHIIHUX
JIEKapCTBEHHBIX TIPEMApaToOB, a TAKXKE BHEIPEHUS MEXaHW3MOB (POPMHUPOBAHHUS CHUCTEMBI PePEPEHTHBIX
[CH,
Wudopmanust 06 U3MEHEHUSX:

Ilynxkm 3 usmenen ¢ 7 utons 2019 e. - @edepanvuviii 3axon om 6 urons 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio
3) TOCyIapCTBEHHOW pETUCTpAllMd TPEIENbHBIX OTHYCKHBIX II€H MPOU3BOJIUTENCH Ha
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JIeKapCTBEHHbIE TIpernaparbl, BKIIOUYEHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENAapaToB;

4) BenmeHus TOCYJapCTBEHHOIO pEeecTpa MPEeAeNbHbIX OTIYCKHBIX ILIEH IPOU3BOAMUTEIEH Ha
JIEKapCTBEHHbIE Ipernaparbl, BKIIOUEHHBbIE B II€PEUCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENApaToB;

5) yTBepXKIEHUS METOJMKU YCTAHOBJIGHUS OpraHaMu MCIIOJHUTEIbHONM BIIACTH CYOBEKTOB
Poccuiickoit denepanuu mpeaenbHbIX pa3MepOB ONTOBBIX HAJ0ABOK U MPEACTbHBIX Pa3MEPOB PO3HUYHBIX
Ha/0aBOK K (DaKTMUECKUM OTIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM IPOMU3BOJUTEISIMHU JIEKAPCTBEHHBIX
[IPENnapaToB, Ha JIEKApPCTBEHHBIE IIpernapaThl, BKIIOUEHHBIE B IE€PEUEHb >KU3HEHHO HEOOXOOUMBIX H
BXHEHILNX JIECKAPCTBEHHBIX IIPENApaTOB;

6) yCTAHOBJICHHS TIPEJICIBHBIX PA3MEpPOB ONTOBBIX HAaA0ABOK U MPEACIbHBIX pa3MEPOB POZHUYHBIX
Ha/0aBOK K (DaKTHUECKUM OTIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM NPOMU3BOJUTEISIMH JIEKAPCTBEHHBIX
IpenapaToB, Ha JICKAPCTBEHHBIC IpENaparhbl, BKIIOYCHHBIE B I[E€PEUYCHb KU3HEHHO HEOOXOAUMBIX H
BaXHEHILNX JIEKAPCTBEHHBIX IIPENAPATOB;

7) yTBEp)KIACHMS IOpsJKa BBIJAYM IIPEIIIMCAaHUI OpraHaM HCIOJIHUTEIbHOM BJIacTU CyOBEKTOB
Poccuiickoit denepaunn 0 NpUBEIECHUN B COOTBETCTBHE € 3aKOHOAATENbCTBOM Poccuiickoii @enepanuun
pemeHnit 00 YCTaHOBJIICHWHM TMIPENEIBbHBIX pPa3MEpOB ONTOBBIX HAA0ABOK M MPEIEIBHBIX Pa3MepoB
PO3HHMYHBIX HaJ0aBOK K (AKTHMYECKMM OTIYCKHbIM II€HaM, YCTaHOBJECHHBIM IPOU3BOAUTEISIMHU
JIEKapCTBEHHBIX IIpernapaToB, Ha JIEKAPCTBEHHbIEC IpENaparbl, BKIIOUYEHHbIE B IEPEUYCHb >KU3HEHHO
HEOOXOJUMBIX U BAKHEHIIMX JICKAPCTBEHHBIX IIPENaparoB, €CIM OHU MPHUHATHI C HapyLICHUEM
3akoHozaarenscTBa Poccuiickoit denepanuu, B nopsake, ycraHoBiaeHHoM [IpaBurensctBom Poccniickoit
®enepanuu;

8) HampaBJCHUs YINOJHOMOYEHHBIM (hefepaibHbIM OPTraHOM HCIIOJIHUTEIFHONW BIIACTH OpraHam
UCIIOJIHUTENIbHOW BJIacTU  cyObekToB Poccuiickoit ®Penepauuu OpeanucaHuil o MNpHUBEIEHUM B
COOTBETCTBUE C  3akoHozareabcTBOM  Poccumiickoit  denepanuu  NOPHUHATBIX € HapyLICHHEM
3akoHoJaTenbcTBa Poccuiickoit depepannn pemeHuii 00 ycTaHOBIECHUH NPeAeIbHBIX Pa3MEepPOB ONTOBBIX
HaJ0aBOK M IMpelelbHBIX pa3MEpOB PO3HMYHBIX HAA0aBOK K IIEHaM Ha JIEKapCTBEHHBIE Ipernaparsl,
BKJIIOYEHHBIE B IIepeUEHb )KU3HEHHO HEOOXOIUMBIX U BaXKHEHIIINX JIEKApCTBEHHBIX IPENapaTos.;

Undhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim  3axonom om 25 wuona 2012 2. N 93-@3 nywkm 9 cmamou 60 Hacmoswezo
DedepanbHoeo 3aKOHA U3N0NHCEH 8 HOBOU PeOaKyuu

Cm. mexkcm nyHkma 6 npedvloyujeli peoaxyuu
9) ocymectBneHus (¢eaepaIbHOr0 TOCYAapCTBEHHOro Hag3opa B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB U PETMOHAIBHOTO TOCYJApCTBEHHOIO KOHTPOJS 3a NPUMEHEHHEM IIeH Ha
JeKapCTBEHHblE  NpenapaTbl  COOTBETCTBEHHO  YIOJHOMOYEHHBIMH  (efepallbHBIMU  OpraHaMu
VCIIOJTHUTENIbHOM BIIACTHM W OpraHaMy HCIOJHUTENbHOM BiacTu cyObekToB Poccuiickoit ®enepanuun
COIIACHO MX KOMIIETEHIIMHU B 110PsIJIKe, ycTaHOBJIEHHOM [IpaBurenscrBoM Poccuiickoit @enepanuy;

Wudopmanust 06 U3MEHEHUSX:
Ilynxkm 10 uzmenen ¢ 1 mapma 2020 2. - @edepanvuwiii 3akon om 27 dekabpsa 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio
10) mnpumeHeHHs TPEAYCMOTPEHHBIX 3aKoHOAaTeabcTBOM Poccuiickoit ®dexepanuu  mep
OTBETCTBEHHOCTH 32 HapylIeHHE MOPsIKa IIEeHOO0pa30BaHMs Ha JIEKAPCTBEHHBIE MTPENapaThl, BKIOYEHHBIE
B [I€pEYEHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

Wndopmarys 06 M3MEHEHHSAX:

Cmamows 60 oononnena yacmoio 2 ¢ 26 mapma 2020 2. - Dedepanvhuiii 3akon om 26 mapma 2020 e. N
67-D3
2. B ycnoBusix upe3BblYailHON CUTyallud U (WJIU) MPU BO3HUKHOBEHUH YIPO3bl PaCIpOCTPaHEHUS
3a00JI€BaHUs, MPECTABISAIONIETO OMACHOCTh JIJIi OKPYXKAMOIIMX, a TaKKe B CiIydae, €CIM B TEUCHHUE
TPUJLATH KAJICHAAPHBIX JHEW mocie npuHAths [IpaBurensctBoMm Poccuiickoir depepanuu pelieHus o
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IIPOBEICHUY MOHMTOPUHIA PO3HUYHBIX LIEH HA JICKAPCTBEHHBIEC IPENApPaThl, HE BKIIOYEHHBIC B [1€PEUYCHb
KU3HEHHO HEOOXOJMMBIX M BaXHEWIIMX JIEKapCTBEHHBIX IIPENapaTroB, Ha TEPPUTOPUAX CYOBEKTOB
Poccniickoit denepanuu BBIABIECH POCT PO3HUYHBIX LIEH HA yKa3aHHbBIC JICKAPCTBEHHBIC IIperaparbl Ha
TpUALATh NpoLeHTOB U 6onee, [IpaBurensctBo Poccuiickoii deaepannn BnpaBe yCTaHOBUTH IIPEeIbHbIC
OTIIyCKHBIE LICHBI IIPOM3BOAMUTEIICH HA YKa3aHHBIE JIEKAPCTBEHHBIC IPENApaThl, NPENCIIbHBIE pPa3Mephl
ONTOBBIX HaJ0aBOK U Npe/eibHbIE pa3Mepbl PO3HUYHBIX HAJ0ABOK K (PAaKTMUECKUM OTIYCKHBIM LI€HaM
IIPOM3BOJUTEIICH HAa yKa3aHHBIC JICKaPCTBEHHbIE Ipenaparsl. [IlepedyeHs IeKapCTBEHHBIX IIPENapaTroB, HE
BKJIIOYEHHBIX B IE€pEUEHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKApCTBEHHBIX IPENaparoB, U
nopsi10k ero popmupoBanus onpezaenstores [IpasurenscrBom Poccuiickoit @enepannu.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 60 donoanena yacmoto 3 ¢ 26 mapma 2020 2. - @edepanvhwiii 3axon om 26 mapma 2020 2. N
67-D3
3. B TeueHue aeBsiHOCTa KaJeHAApHBIX JHEH co aAHA yrBepxaeHus [IpaButenbctBoM Poccuiickoit
ODenepalyil MepevHs, YKa3aHHOTO B YacTH 2 HACTOSIIEH CTaThU, HE JOMYCKAIOTCS peanu3aus U OTIYCK
BKJIIOUEHHBIX B HETO JIEKAPCTBEHHBIX IPENapaTroB IO LIEHaM, IPEBBIIIAIOIINM IPEAEIbHbIE OTIYCKHbIE
IIEHbl TMPOU3BOJAUTENCH Ha YyKa3aHHbIE JIEKAPCTBEHHBIC MpenapaThl, IMpeaeibHble pa3Mepbl OMTOBBIX
HaM0aBOK U TMPENeNbHBIC pa3Mepbl PO3HUYHBIX HAA0aBOK K (PAaKTHUYECKUM OTITYCKHBIM II€HAM
MPOU3BOJIUTENCH Ha YKa3aHHbIE JIEKapCTBEHHbIE IpenapaThl C YYeTOM Hajora Ha J00aBICHHYIO
CTOUMOCTb.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 60 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Wuopmarus 06 H3MEHEHHSX:
Cmamuws 61 usmenena c 7 uons 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloywyro pedaKyuio
Crarba 61. ['ocynapcTBeHHass peructpanusi U MepeperucTpanus MpeAebHbIX OTIHYCKHBIX LIEH
IIPOU3BOJUTENIEH Ha JIEKApCTBEHHBIE IIPEMAaparhl, BKIIOUEHHBIE B IIEPEYEHb KU3HEHHO
HEOOXOUMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB

1. IlpenenpHas OTIYCKHAas II€HA MPOM3BOIUTENS Ha JIEKAPCTBEHHBIM Ipenapar, BKIIOUEHHBINH B
repeyeHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHWIIMX JIEKApPCTBEHHBIX IPENaparoB, IMOMJIEKHUT
rOCYJIapCTBEHHOW PETMCTpalMy B IOpsKe, ycTaHOBIeHHOM lIpaBurensctBoM Poccuiickonn denepannu,
Ha OCHOBAaHUHU IIPEJICTAaBICHHOIO B YIOJHOMOYEHHBIH (elepalbHbIil OpraH MCIOJIHUTEIbHONW BIIACTH
3asBICHUS JACpKaTelns WU BIAAENblia PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIperapara
(YNOJTHOMOYEHHOI'O UM JIULIA).

2. 3apeructpupoBaHHas IpeAeibHas OTIYCKHAas Ii€Ha TNPOM3BOAMTENS Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOYEHHBI B IepeueHb JKU3HEHHO HEOOXOIMMBIX U BaXXHEMIINX JIEKapCTBEHHBIX
IpenapaToB, MOKET ObITh NEPEPEruCTPUPOBAHA B CTOPOHY YBEIMUEHHS OJMH pa3 B KaJeHJapHOM rojly Ha
OCHOBaHUHU NPEJCTABICHHOTO B YIOJHOMOYEHHBIN (hefepanbHblii OpraH HCIOJHUTENBHON BiacTu a0 1
OKTSIOpsl KaX/J0TO Troja 3asBIICHHUsS JepXaTeis WIM BIaJelblla PEruCTPAMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO TMpemnaparta (ynoJHOMOYEHHOTO UM JIUIIA).

3. 3aperucTpupoBaHHas IIpeleibHas OTIYCKHass Ii€Ha IPOU3BOAMUTENS Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOYEHHBI B IepeyeHb JKM3HEHHO HEOOXOMUMBIX U BaKHEMIIUX JIEKAPCTBEHHBIX
IpenapaToB, MOXKET OBITh MEepePerucTpUpoBaHa B CTOPOHY CHUKEHHMS Ha OCHOBAHMH IPEJCTABICHHOTO B
YIIOJTHOMOYEHHBIN (efiepaibHbli OpraH MCHOJHUTENBHOM BIacTU 3asBICHUS AepiKaTels WU Biajaebla
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara (ynoJIHOMOYEHHOTO UM JIUIIA).

4. Jlepkatenp WM BIAAENEll PETHCTPALMOHHOTO YJIOCTOBEPEHMS JIEKapCTBEHHOIO IIpernapara
(YIMOJTHOMOYEHHOE UM JUI0) 00s3aH NpPEJCTaBUTh B  YIOJIHOMOYEHHBIM (efepabHbli  OpraH
VICIIOJIHUTENIBHON BJIACTH 3asIBICHUE O MEPEPETHCTPALN 3apETrUCTPUPOBAHHON IPEAEIBHOM OTIIYCKHOU
LICHBI IIPOU3BOIUTENS HA JIEKAPCTBEHHBIN MpernapaT, BKIIOUEHHBIH B IepeueHb )KU3HEHHO HEOOXOIUMBIX U
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BaXHEHILINX JIEKAPCTBEHHBIX IIPENApaToOB, B CTOPOHY CHUKEHMS B CIEAYIOLIUX CIydasx:

1) cHMKEeHME LIeHBl B MHOCTPAHHOM BaJlIOTE HA JIGKAPCTBEHHBIN MpernapaT B CTpaHEe MPOU3BOAUTENS
u (W1M) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIN IIpenapaT 3aperucTpupoBaH U (WIM) B KOTOpHIE
MOCTABJISAETCS IPOU3BOAUTEIIEM;

2) cHW)KEHHUE IIeH Ha pedepeHTHbIC JIEKapCTBEHHBIC MpPENaparbl B COOTBETCTBUH C ITYHKTOM |
HacTOsIe dacTh (I COOTBETCTBYIOIIMX BOCIPOM3BEICHHBIX, OMOAHAJIOTOBBIX (OHMOMOIOOHBIX)
JIEKapCTBEHHBIX [IPENAapaToB);

3) mpeBbIllIeHHUE MPEETbHON OTIYCKHOM IIEHBI Ha TEPBBIM BOCIPOM3BEICHHBIN, OMOaHATIOTOBBIM
(6moro100HBIN) JIEKApCTBEHHBIM IMpernapaT MHOCTPAHHOTO IMPOU3BOJACTBA HAJ MPEICbHOW OTIYCKHOM
[IEHON MPOW3BOAMTENS HA BTOPOH BOCIPOM3BEACHHBIN, OMOaHAIOTOBBINA (OMOMOI00HBIN) JIeKapCTBECHHBIN
Ipenapar, pacCUYMTaHHOM B COOTBETCTBMM C METOJIMKOHW, yTBEp:KIeHHOM IIpaBurenscrBoM Poccuiickon
denepanuu;

4) mpeBbIlIEHNE TPEETbHON OTIMYCKHOW IIEHBI HA MEPBBIA BOCIPOU3BEACHHBIN, OMOAaHATOTOBBIN
(OnomoO0HBIM) JIEKApCTBEHHBIM MpemapaT MPOU3BOJAUTENS TOCylapcTBa - wieHa EBpasuiickoro
DKOHOMHYECKOTO COK3a HAJ IPENEIbHOM  OTIIYCKHOM ILIEHOM IIPOU3BOAMTEN HAa  BTOPOHU
BOCTIPOM3BEJICHHBIN, OHOAHANOTrOBbI (OMOMOOOHBIN) JEKAapCTBEHHBIM mpenapar MNpPOU3BOAUTENS
rocyzgapcrea - ujeHa EBpa3HiCKOrO HSKOHOMHYECKOTO COK3a, PACCYUTAHHOM B COOTBETCTBUHM C
MEeTOAMKOM, yTBepxkaeHHoM [IpaButenbctBoM Poccuiickoit denepanumn.

5. llopsanmox  mepeperucrpanuy  3apeTHCTPUPOBAHHBIX  NPEIEIbHBIX  OTIIYCKHBIX  IIEH
MPOU3BOIUTENICH Ha JICKAPCTBEHHBIE MpenapaThl, BKIIOUEHHBIE B IE€pPEeUcHb )KMU3HEHHO HEOOXOAMMBIX U
BAKHEHIINX JICKAPCTBEHHBIX IPENapaToB, B CIydasx, HMPEAYCMOTPEHHBIX 4acTsMM 2 - 4 HacTosulen
craThu, ycraHaBnuBaetcs [IpaBurensctBoM Pocculickoit deneparum.

6. DKOHOMMYECKMI aHalIMU3 MpeAebHON OTHYCKHOM II€Hbl IPOM3BOAMTENS Ha JICKAPCTBEHHbBIN
mpenapar, BKJIIOYEHHBIM B IepeueHb IHKU3HEHHO HEOOXOMUMBIX U BAKHEHMIIUX JIEKAPCTBEHHBIX
IIpenaparoB, IpU €€ TOCYJapCTBEHHOM pETUCTpaluy WIM IIEPEPETHCTPALUA  OCYIIECTBISACTCA
dbenepanbHBIM OPraHOM HCIIOJTHHUTEIBHOW BIACTH, OCYIIECTBISIOMUM (GYHKIHMU TIO MPHUHSITUHIO
HOPMAaTUBHBIX IPAaBOBBIX AaKTOB M KOHTPOJIO 3a COOJIIOJIGHHEM 3aKOHOAATENbCTBA B  cdepe
roCyJapCTBEHHOTO PEryJIMpOBaHUs 1ieH (Tapu(doB) Ha TOBapHhI (YCIYTH).

7. Pacuer nmpeAenbHbIX OTIYCKHBIX IIE€H, YKa3aHHBIX B 4acTAX | W 2 HACTOAILIEW CTaTbH, MPU UX
TrOCYJapCTBEHHOM PErUCTpalui WIHA NEPEPETUCTPALUU OCYLIECTBIAETCS B COOTBETCTBUM C METOLUKOM,
yrBepkieHHoU [IpaBurenscTBoM Pocculickoit denepanyiv ¥ y4UTHIBAIOIIEH B TOM YHCIIE:

1) cobGmonenne GanaHca MHTEPECOB MOTpeOUTENEH JTEKapCTBEHHBIX MPENapaTroB, BKIIOUYEHHBIX B
repeyeHb JKU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IpEenapaToB, W IMPOU3BOAUTEIEH
JIEKapCTBEHHBIX IpenapaToB, BKJIIOYEHHBIX B IE€pPEYCHb KU3HEHHO HEOOXOAWMBIX U BaKHEHIINX
JIEKapCTBEHHBIX MPENAPATOB;

2) (axkTHyecKyl0 OTIYCKHYIO IIeHYy Ha JeKapcTBeHHble npenapaThl B Poccuiickoit denepanmu,
LIEHY BBO3a JICKAPCTBEHHBIX MpemnapatoB B Poccuiickyro denepannio, a TakKe IIEHbl HA AHAIOTUYHBIE
JeKapCTBEHHbIE MTpenapaThl, Haxosmumecs B oopaiienun B Poccuiickoit @eneparuy;

3) 3aTpaThl NPOU3BOJUTENS JIEKAPCTBEHHOTO IIpernapaTa Ha MPOU3BOJACTBO U  peaTH3alHI0
JIEKapCTBEHHOI'O IIpEnapara;

4) ueHy Ha JEeKapCTBEHHBII Ipernapar, ero IeHy B CTpaHe IPOU3BOIUTEINS U B CTPaHaX, B KOTOPBIX
JIeKapCTBEHHBIH Mpernapar 3aperucTpUpOBaH U (WJIHM) B KOTOPBIE TIOCTABIISETCS IPOU3BOAUTEIIEM.

8. He momyckatorcs peannsanus U OTIYCK JIEKAPCTBEHHBIX MPENApaTOB, BKIOYEHHBIX B [1EPEUYEHb
KHU3HEHHO HEOOXOJMMBIX M BaKHEHMIIMX JIEKAPCTBEHHBIX IpenapaToB, Ha KOTOpbIE NMPOU3BOAUTEISIMHU
JIEKApCTBEHHBIX IPENapaToB HE 3aperucTPUPOBAHA NpeaeibHas OTIYCKHAas LEHa, pealu3anus
IIPOU3BOJUTENSAIMU JIEKAPCTBEHHBIX IPENApaTOB IO ILI€HAM, MPEBBIMIAIOIIUM 3apErUCTPUPOBAHHBIE WM
[IEPEPETUCTPUPOBAHHBIE MTPEEIIBHBIE OTIYCKHBIE IIEHBI HA JIEKAPCTBEHHBIE MTpENaparsl ¢ y4eTOM Hajora
Ha 00aBJIEHHYIO CTOUMOCTb.

9.  OcobeHHOCTHM  TrOCYHapCTBEHHOTO  PEryJIMpPOBaHHUS  MPEAETbHBIX  OTHYCKHBIX  LIEH
NPOM3BOJIUTENECH Ha JICKApPCTBEHHBIE IMpENaparhl, BKIOUYEHHBIE B IepeueHb KU3HEHHO HEOOXOIUMBIX U
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BAKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, B 3aBUCHUMOCTH OT SKOHOMHUYECKMX M (WMJIM) COLHMAIbHBIX
KpuTepueB (M3MEHEHHE YCIIOBHH, TOpsAIKAa M CTOMMOCTH TMPOW3BOJCTBA JICKAPCTBEHHBIX MpEIapaToB,
UCTIONIb30BaHUE HOBBIX (OpPM, METOJOB H CIOCOOOB TOCYAapCTBEHHOTO PETYIMPOBAHHUS II€H Ha
JIEKapCTBEHHBIC TIpemaparbl, B TOM YHCJIE HAa OCHOBE MeXaHHW3Ma pe(epeHTHOro IeHO0Opa3oBaHMS,
W3MEHEHUN TOpsAIKa OKa3aHUs MEAMIIMHCKOM TOMOIIM, WU UWHbIE HW3MEHEHHUs) YCTaHaBJIMBAIOTCSA
IIpaButenscTBOM Poccuiickoit @enepanuu.

TAPAHT:

CMm. xomMeHTapuu K ctatbe 61 HacTosero denepalbHOTO 3aKOHA

Crarbst 62. T'ocynapcTBEHHBI peecTp IpEAEIbHBIX OTIYCKHBIX II€H IPOM3BOJUTENEH Ha
JIEKapCTBEHHbIE IIPEnapaTrhl, BKIIOUYEHHbIE B IEPEYEHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHILINX JIEKAPCTBEHHBIX IIPENApaTOB

Wndopmarus 06 H3MEHEHHSX:
Yacmo [ usmenena c 7 urons 2019 2. - @edepanvhwiii 3akon om 6 uionsn 2019 2. N 134-D3

CMm. npedvloywyro pedaKyuio

1. 3aperucTpupoBaHHBIE WJIH TICPEPETUCTPUPOBAHHBIE TMPEICIbHBIC OTITYCKHBIC  IICHBI
NPOM3BOJIUTENICH Ha JICKAPCTBEHHBIC IMPENaparhbl, BKIOYCHHBIC B IepeUcHb KU3HEHHO HEOOXOIMMBIX H
BOXHCHUININX JICKAPCTBEHHBIX TIPENapaTroB, TOUICKAT BKIIOYCHUIO B TOCYJAPCTBEHHBIA peecTp
IpeCIbHBIX OTITYCKHBIX IIEH IMPOU3BOJMTENICH Ha JICKAPCTBEHHBIC MPENaparhl, BKIOYCHHBIC B MIEPEUYCHb
YKU3HEHHO HEOOXOIMMBIX U BKHEHUINNX JICKAPCTBCHHBIX MTPEIIapaToB.

2. T'ocynapcTBEHHBI pEecTp MPeACIbHBIX OTIYCKHBIX IICH MPOU3BOAUTEINCH Ha JIEKapPCTBEHHbBIC
nperaparsl, BKIIOUYEHHBIC B TIEPEUCHb KU3HCHHO HEOOXOJWMBIX M BAXKHEUIINX JIEKAPCTBCHHBIX
IpenapaToB, COACPKUT B ceOe CISIYIONIYI0 HH(OPMAIIHIO:

Undopmarist 06 n3MEHEHUX:
Ilynkm 1 usmenen c 1 aunsapsa 2018 e. - @edepanvhuiii 3axon om 28 dexaops 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio

1) HanMeHOBaHUE JIepKATEIs WIH BJaJIeiIbIla PETUCTPAIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mpenapaTa, HaUMEHOBAaHUE MPOU3BOJUTENS JIEKAPCTBEHHOIO IMIpernapaTra, CBEACHUS O PErUCTpaluu
Jiep KaTeNss WU BIIaJelblla PErHCTPAlMOHHOTO YJOCTOBEPEHHUS JICKAPCTBEHHOTO Iperapara, CBeICHHS O
pPErucTpaluy MPOU3BOIUTENS JIEKAPCTBEHHOTO Tperapara JUisi MEIUIIMHCKOTO MPUMEHEHUs B KauecTBe
HAJIOTOIUIATEIBIIMKA B CTPAHE PETHCTPAIUK (11 POCCUHCKUX IOPUINYSCKUX JIUIL - HICHTU(DUKAITMOHHBIN
HoMmep Hanororuarensiuka (MHH), ans wHOCTpaHHBIX IOPUIMYECKUX IHUI[ - CTpaHa PETUCTpPALUH,
HAaUMEHOBAHHE PETHCTPUPYIONIETO OpraHa, PerUCTPAMOHHBIA HOMED, KOJI HAJIOTOIUIATEIbIINKA B CTpaHe
peructpanuu (MHKOPIOPALMKA) WM €r0 aHajlor), MECTO HaXO)KJIEHHWs IMPOU3BOJCTBEHHBIX IUIOMIAJIOK,
YYaCTBYIOIIMX B TPOIECCE MPOM3BOJACTBA JIEKAPCTBEHHOTO Tpernapara, ¢ yKa3zaHHEeM CTaJuu Ipoliecca
MIPOU3BO/ICTBA;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ nyukm 2 yvacmu 2 cmamovu 62 Hacmosiue2o
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nyHkma 6 npeovioyujeli pedakyuu
2) HaMMEHOBAaHWE JIEKAPCTBEHHOrO Impemapara (MeXIyHApOJHOE HeNaTeHTOBAHHOE, WIIH
IPYINIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMS);
3) HOMEp perucTpaloOHHOTO YAOCTOBEPEHNUS JIEKApCTBEHHOTO Mpenapara;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ nyukm 4 vacmu 2 cmamovu 62 Hacmosiue2o
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem nyHKkma 6 npeovioywel pedaxyuu
4) nexkapcTBeHHas GopMa C yKazaHUEM JO3MPOBKH JIEKAPCTBEHHOI'O IIpernapara U ero KoJIu4ecTBa
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BO BTOPUYHOMH (MMOTPEOUTENHCKOI) YITIAaKOBKE, a TAK)KE KOMILJICKTHOCTB;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 5 usmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 475-D3

Cm. npeovloywyro peoakyuio
5) 3apeructpupoBaHHasl MpeJieNIbHAs OTIYCKHAs IICHA Ha JICKAPCTBEHHBIN Mpenapat B pyoJIsix;

Wndopmarius 06 M3MEHEHUSX:
Ilynkm 6 uzmenen c 7 uronsa 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

Cm. npeodvloywyro peoakyuio
6) nata U HOMEp MpHUKa3a YIOJIHOMOUYEHHOTO (pelepaibHOTO OpraHa HUCIOJHUTEIBHON BJIACTH O
rOCYIapCTBEHHOW PETMCTPAlMU WJIM NEPEPETUCTPALIMU TPEAECIBHON OTIIYCKHOM LEHBI Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOYEHHBIM B IepeueHb JKU3HEHHO HEOOXOIUMBIX U BaKHEHMIIUX JIEKAPCTBEHHBIX
IIPEIaparos;
Wuopmarus 06 H3MEHEHHSIX:

Yacms 2 Ooonoanena nynkmom 6.1 c¢ 7 uionusn 2019 e. - Dedepanvuviii 3akon om 6 uious 2019 e.
N 134-@3
6.1) mata BCTYyIJICHUS B CHJTy MPUKa3a YIOJIHOMOYEHHOTO (peiepalibHOTO OpraHa HCIIOJTHUTEIHHON
BJIACTM O TOCYAApCTBEHHOW pErucTpaluyl WIM T[EePEeperucTpaluu MpeneabHOW OTHYCKHOM IIeHBI
MPOU3BOJUTEINSI Ha JICKAPCTBEHHBIM MperapaTr, BKIIOYEHHBIM B IEpeueHb >KH3HEHHO HEOOXOJMMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPENAPaTOB;

Undopmarust 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 oOexkabps 2014 2. N 429-D3 uwacme 2 cmamvu 62 nacmoswezo
DedepanvbHo2o 3aKOHA OONONHEeHA NYHKMOM 7, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
7) WTPUXOBOM KOJ, HAHECEHHBII Ha BTOPUYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JIEKapCTBEHHOTO
npernapara;
Wuopmarus 06 H3MEHEHHSX:
DedepanvHvim 3axkoHom om 22 Oexabps 2014 2. N 429-@3 uyacms 2 cmamvu 62 Hacmoswe2o
DedepanbHo20 3axona 0onoaneHa nynkmom 8, ecmynarowum 6 cuny ¢ 1 uronsa 2015 2.
8) KOJ JEeKapCTBEHHOIO Ipemnapara MO0 aHATOMO-TEpaneBTUYECKO-XMMHUECKON KilacCU(UKALINU,
PEKOMEHI0BaHHOM BeceMupHON opraHu3anueil 34paBoOXpaHeHHUs.

Wndhopmarrist 06 n3MEHEHUSX:
Yacmo 3 usmenena c 7 utons 2019 e. - Dedepanvuwiii 3axkon om 6 uronsa 2019 2. N 134-D3

Cm. npeodvloywyro peoakyuio
3. TocymapcTBeHHass perHCTpamys WIA TEpeperucTpamnusi MPEAeTbHBIX OTITYCKHBIX IIeH Ha

JICKapCTBEHHBIE TpenapaThl, BKIIOUYEHHBIE B T[E€pPEUYCHb JKU3HEHHO HEOOXOMUMBIX U BaKHEHIIHNX
JICKapPCTBEHHBIX IMPEIapaToB, BEJACHHE TOCYJAPCTBEHHOTO peecTpa NPEISIbHBIX OTITYCKHBIX IIeH
MPOU3BOUTENCH Ha JIEKAPCTBEHHBIE MpenapaThl, BKIIOUEHHBIC B MEPEYCHb KU3HEHHO HEOOXOAMMBIX U
BaXHEHININX JICKAPCTBEHHBIX MPENAPaTOB, OCYIIECTBIISIOTCS B TTOPSIKE, YCTAHOBJICHHOM [IpaBUTEILCTBOM
Poccuiickoit @enepanuu.

TAPAHT:

CMm. AnmuHucTpaTtuBHBIM pernameHT MuH3apaBa Poccuu mo mperoCTaBiIEHUIO TOCYIapCTBEHHOM
YCIIyTU 10 TOCYJapCTBEHHOMN PETUCTPALlMU IPEIEIbHBIX OTIYCKHBIX IIEH HA JIEKAPCTBEHHBIE IIPETIapaThl,
BKJIIOUEHHBIE B IME€pPEUeHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IIPENaparos,
YTBEPXKAECHHBIN Npuka3oM MuHuctepcersa 3apaBooxpanenust oT 24 urong 2012 r. N 421

CMm. koMMeHTapuH K cTaTthe 62 HacTosmero denepanbHOro 3aK0Ha

Wudopmanust 00 U3MEHEHUSX:

Haumenosanue usmenerno ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oexabps 2019 2. N 475-D3
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CMm. npedvloywyro pedaKyuio
Crarbsi 63. VYCTaHOBIIGHME OpraHaMH HCIOJIHUTEIBHONH BIACTH CYOBEKTOB Poccuiickoit
Oenepaniil  MPEACTBHBIX PAa3MEPOB ONTOBBIX HAA0ABOK U TMPEACIBHBIX Pa3MEpPOB
PO3HMYHBIX HaA0aBOK K (AKTUYECKHMM  OTIIYCKHBIM LI€HaM, YCTaHOBJIEHHBIM
MPOU3BOJAUTENSIMU  JIGKAPCTBEHHBIX MPEMapaToB, HA JICKAPCTBEHHBIE MPENapaThl,
BKJIIOUEHHBIE B IMEPEUCHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHMIIMX JEKapCTBEHHBIX
npenaparoB

Wndopmarus 06 H3MEHEHHSX:
Yacmo 1 usmenena ¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dekabps 2019 . N 475-D3

CMm. npedvloyuyro pedaKyuio

1. Opranbl HMCHOJHUTEIBLHON BIacTu cyObekToB Poccuiickoii ®enepanuu ycTaHABIMBAIOT
npeenbHbIe pa3Mepbl ONTOBBIX HAJA0AaBOK U IpeAeibHbIC pa3Mephbl PO3HUYHBIX Ha0ABOK K (PaKTHUECKUM
OTIIYCKHBIM LieHaM (0e3 yuyeTa Hajora Ha JOOaBICHHYIO CTOUMOCTbH), YCTAHOBJIEHHBIM NPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IIpernapaToB, Ha JIEKAPCTBEHHbIE IpPENaparbl, BKIIOUEHHbIE B IEPEUYCHb >KU3HEHHO
HEOOXOUMBIX U BKHEHIINUX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C YTBEPXKIACHHOU B MOPSIKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickoii dPenepannu, METOAMKON YCTAHOBJIEHUS OpraHaMu
UCIIOTHUTENIbHOM BIacTH cyObekToB Poccuiickoit denepanuu npeaenbHbIX pa3MepoB ONTOBBIX HAI0aBOK
U TIPENENbHBIX Pa3MEepOB PO3HUYHBIX HAJ0AaBOK K (DaKTWYECKMM OTHYCKHBIM II€HaM, YCTaHOBIICHHBIM
MIPOU3BOJUTEIISIMU JICKAPCTBEHHBIX MPENAPATOB, HA JIEKAPCTBEHHbIE ITpenaparhl, BKIOYEHHBIE B [1I€PEUCHb
KU3HEHHO HEOOXOJMMBIX W BAXHEHIIMX JIEKapCTBEHHBIX IpernaparoB. [IpOeKThl pemieHuid opraHoB
UCIIONTHUTENIbHON BiacTu cyObekToB Poccuiickoit @enepanuu 00 YCTaHOBIEHUU M (UJIM) U3MEHEHHUH
IpeJeNbHBIX PAa3MEPOB OINTOBBIX HAM0ABOK M MPEEIBHBIX pPa3MEpOB PO3HUYHBIX HAJ0aBOK K
(aKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM IPOU3BOJUTENSIMU JIEKApCTBEHHBIX IpenapaToB, Ha
JICKapCTBEHHBIC TIperaparbl, BKIIOUEHHBIE B IE€PEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JICKapPCTBEHHBIX MPEMapaToB, MOJUIeKAT COTJACOBAHHMIO C YIIOJHOMOYEHHBIM (efepaibHbIM OpPraHOM
MCIIOJTHUTENIbHOM BJIAacTH, OCYHIECTBIISIOMNM (PYHKIIMU 1O MPHUHITUIO HOPMATHBHBIX NPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOAATENbCTBA B Cdepe TroCylapCTBEHHOTO pErylIHpOBaHUS LIE€H
(TapudoB) Ha TOBapHI (YCcIayTH), B OpsAJKe, ycraHOBIeHHOM [IpaBurensctBoM Poccuiickoii @eneparuu.

Wndopmarys 06 H3MEHEHHSAX:
Yacms 2 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio

2. OpraHM3anyy ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEICTBAMH, aNTEUHbIE OpPTaHU3aIHH,
UHIUBU/YyallbHBIE MpeIIpUHUMATENN, HMEIOIIMe JMIEH3MI0 Ha (apMaleBTHUECKYI0 JAeATebHOCTb,
MEIUIIUHCKUE OpraHu3aluy, HWMEIOIINE JHIEH3UI Ha (apMaIeBTHYECKYIO NeSTeIbHOCTh, M WX
00ocobseHHble mojpa3zeneHus (amOynaropuu, Qenpamepckue U (enabIepcKo-aKymepckue MyHKTHI,
HeHTpbl (oTAeneHusi) oOmel BpadeOHOU (ceMelHOI) TMpaKTUKH), pPACIOIIOKEHHBIE B CEIbCKUX
HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT aIllT€UHBbIC OPTaHHU3AIMH, OCYIIECTBISIOT peaTu3aIliio
JIEKapCTBEHHBIX IpEenapaToB, BKIIOYEHHBIX B [E€pPEUCHb KU3HEHHO HEOOXOAMMBIX W BaKHEHIINX
JICKapCTBEHHBIX TIpenapaToB, IO IIEHaM, KOTOpbIE (QOPMHPYIOTCS B COOTBETCTBHU C IOPSIKOM,
ycraHoBieHHbIM [IpaButensctBoM Poccuiickoit @enepaniuu, U ypoBeHb KOTOpBIX (0e3 ydera Hajora Ha
NO0aBIIEHHYIO CTOMMOCTh) HE JOJDKEH TIPEBBINIATh CYMMY (aKTHYECKOH OTITYCKHOW IICHBI,
YCTQHOBJICHHOM MPOM3BOAUTENIEM JICKAPCTBEHHOI'O Iperapara, He MPEBBIAIONIeH 3aperucTpUpOBaHHON
WIA TIEPEPETUCTPUPOBAHHON TIPENCTbHON OTITYCKHOW IIEHBI MPOU3BOMMTENS (HAa JaTy pean3anuu
JIEKapCTBEHHOTO IIpernapara IPOU3BOAMTENEM), M pa3Mepa ONTOBOM HambaBKu M (MIHM) pazMepa
PO3HHYHON HAI0aBKH, HE MPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa IMpEelebHON ONTOBOW Hal0aBKU H
(unm) pa3Mepa mpeaesibHOM PO3ZHUYHOM Haa0aBKH, YCTaHOBIEHHBIX B cyObekTe Poccuiickoit denepanuu.

Wudopmanust 00 U3MEHEHUIX:

Yacmo 3 usmenena ¢ 1 mapma 2020 e. - Dedepanvusiii 3axkon om 27 oexaops 2019 2. N 475-D3
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CMm. npedvloywyro pedaKyuio

3. Opranbsl WCHOJHUTEIHLHON BiacTH cyObekTOoB Poccuiickoit denepanuu pasMemarT B CETH
"UaTepHer" MHPOPMALIUIO O 3apETUCTPUPOBAHHBIX MPENEIbHBIX OTITYCKHBIX IIEHAX MPOM3BOIUTENCH Ha
JICKapCTBEHHBIE IIperapaThl, BKIIOUYEHHbIE B IE€pEUYCHb JKU3HEHHO HEOOXOIUMBIX U BaKHEHIINX
JICKapCTBEHHBIX IIpermapaToB, 00 yCTaHOBJICHHBIX B cyOBekTe Poccuiickort Deneparuu MpeneabHbIX
pa3Mepax OINTOBBIX HaA0ABOK U (WJIM) MpEeAeTbHBIX pa3Mepax PO3HUYHBIX HaJ0AaBOK K YCTaHOBJIEHHBIM
IPOM3BOIUTENSIMHU JIEKAPCTBEHHBIX MpEnapaToB (PaKTUYECKHM OTIIYCKHBIM II€HaM Ha JICKapCTBEHHBIC
npenaparbl, BKIIOUEHHbIE B TIEPEYCHb JKMU3HEHHO HEOOXOJMMBIX U BaKHEHIIMX JIEKapCTBEHHBIX
IIPENapaToB, a TAKXKE O CYMME 3apETrUCTPUPOBAHHBIX MPEEIIbHBIX OTIYCKHBIX LIEH MPOU3BOJIUTENIECH Ha
JICKapCTBEHHbIC IIpenapaThl, BKIIOUYEHHBIE B IMEPEUEHb JKUZHEHHO HEOOXOAMMBIX U BaKHEHIINX
JICKapCTBEHHBIX TIPENapaTtoB, YCTAHOBJICHHBIX B cyObekre Poccuiickoii ®enepanuu mnpeaeabHbIX
pa3MepoB OINTOBBIX HaJ0ABOK U MPEeNIbHBIX pa3MEePOB POZHUYHBIX HAJ0ABOK M HAJIOra Ha J100aBICHHYIO
croumoctb. HWHbpopmanus, npenycMOTpEeHHas HACTOSIIEH 4YacThio, IOJKHA HAaXOIUTBhCS TaKXkKe B
anTeYHbIX OPTaHU3AlMSIX B JOCTYITHON JIJISl BCEX 3aMHTEPECOBAHHBIX JHIl (hOopMe U OOHOBIISITHCS MO MEpPe
ee pa3MEeIlIeHHUs OpraHaMu HCIIOJIHUTEIbHONM BiacTH cyO0bekToB Poccuiickoit ®denepauuu B cetu
"Untepnert".

4. Yrparuna cuy ¢ 1 mapta 2020 r. - @enepaibubiii 3akoH ot 27 gekadps 2019 r. N 475-03

Wudopmarus 06 H3MEHEHHSX:

Cm. npedvloywyro pedaKyuio
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 63 HaCTOAIICTO (DeﬂepaJIBHOFO 3aKOHa

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 ¢ naumenosanue enasvl 13 Hacmosweco
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm HaUMeHO8aHUs 8 npedbloyujeli pedaxKyuu

I'naBa 13. MounTopuHr 3¢ pekTHBHOCTH M 0€30MACHOCTH JIeKAPCTBEHHBIX NPenaparos,
HaxoAsimuxcsi B oopamenun B Poccuiickoii @enepaunu

Wndhopmarist 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Ooekaopsa 2014 o. N 429-D3 cmamovsa 64 nacmoswezo Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 urona 2015 e.

Cm. mexkcm cmamwvu 8 npedvloyuell pedaxKyuu
Crarbsa 64. apmakoHaa3op

Wndhopmarrist 06 n3MEHEHUSX:

Yacmo 1 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

1. JlekapcTBeHHBIE TIpeTIapaThl, HaXosIIHeCs B oOpamieHnu B Poccuiickoit deaepann, moajiexar
MOHHUTOPHUHTY J((EKTUBHOCTH U OE30MACHOCTH B IIENSAX BBIABICHUS BO3MOXKHBIX HETaTHBHBIX
MOCJEACTBUM HMX MPUMEHEHUS, WHIAUBUIYAIbHON HENEPEHOCUMOCTH, MPEAYNPEKIACHUS MEIUIIMHCKUX
pabOTHUKOB, CHEIHAIMCTOB B O0JACTH BETEPUHAPUU, TMALNKUEHTOB WM BJIAJIEIbIEB JKUBOTHBIX U HUX
3alIUThI OT MPUMEHEHHUS TAaKUX JIEKAPCTBEHHBIX MPENAPATOB.

2. ®dapmakoHaA30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (eaepatbHbIM
OpPraHOM HCIIOJHUTEIBHOW BJIACTH B YCTAHOBJICHHOM UM MOpPSJAKE IMYTEM aHajiu3a MPeJoCTaBIIeMOM
cyOBbeKTaMu oOpalleHus JEKapCTBEHHBIX CPEACTB UH(POPMAIIUU O TOOOYHBIX IEHCTBUAX, HEKETATEIHHBIX
pEAKIHUIX, CEPhE3HBIX HEXKEIATEIbHBIX PEAKIMAX, HENPEIBUACHHBIX HEXKEIATEIbHbIX PEAKIUAX IpHU
NPUMEHEHUN JIEKapCTBEHHBIX IMpermapaToB, OO0 WHIUBUIYaTbHOW HEMEPEHOCUMOCTH, OTCYTCTBHH
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3 PEKTUBHOCTH JIEKAPCTBEHHBIX IpenapaToB, a Takke 00 HHBIX (akTax U 0OCTOATENbCTBAX,
NPEACTABISIOIUX YIPO3y JKU3HUM WIM 370pPOBBIO 4YeJOBEeKa JHMOO KMBOTHOI'O IpU MPUMEHEHUU
JICKApCTBEHHBIX IPENapaToB U BBIBICHHBIX HA BCEX ATalax OOpalleHHUs JEKapCTBEHHBIX IMPENapaToB B
Poccuiickoiit denepanyu u Apyrux rocyaapcrnax.

3. CyObexThl 0OpalieHus JeKapCTBEHHBIX CPEJCTB B TOPSI/IKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM
(enepaabHbIM OPraHOM MCIIOJIHUTEIBHON BJIACTH, 0053aHbl COOOIIATh B YIOJHOMOUYEHHBIH (eepanbHblit
OpraH HCIIOJHHUTEIBHONH BJIACTH O TOOOYHBIX JEHCTBUAX, HEKENATEIBHBIX PEAKIMAX, CEPhE3HBIX
HEXKENNATeNIbHBIX  PEaKLHUAX, HENPEIBUICHHBIX  HEXeNaTeJIbHbIX  peakUusX MNOpU  [PUMEHEHUU
JIEKapCTBEHHBIX MpPENnapaToB, 00 HHIWBUAYAIbHOW HEMEPEHOCUMOCTH, OTCYTCTBHH 3()()EKTHBHOCTH
JIEKapCTBEHHBIX IPENapaToB, a TakkKe 00 MHBIX (akTax U OOCTOATEIbCTBAX, MPEICTABISAIONIUX YIPO3Y
KU3HU WM 3[0POBBI0 YEJIOBEKa JIMOO XMBOTHOTO IPH NPUMEHEHHU JIEKAPCTBEHHBIX MPENapaToB H
BBISBJICHHBIX Ha BCEX JTamax oOpallleHHs JeKapCTBEHHbIX mnpenapatoB B Poccuiickoii denepauuu u
JPYTUX TOCyIapCTBax.

4. Jlepxatesid WM BIAAEIbIbl PErMCTPALMOHHBIX YAOCTOBEPEHUH JIEKapCTBEHHBIX IPENaparos,
IOPUAMYECKUE JIMLA, Ha UMsI KOTOPBIX BBIJAHBI pa3pelIeHUs HA MIPOBEICHUE KIMHUYECKUX MCCIIETOBaHUM
B Poccuiickoii ®enepaunu, 1ubO YyINOJIHOMOUYEHHBIE UMM Jpyrue IOPUJIMYECKHE JIHMLIA B pPaMKax
oOecrnieueHns 0€30MACHOCTH JIEKAPCTBEHHBIX IPENapaToB B IOPsKE, YCTAHOBIEHHOM COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (eiepalbHbIM OpPraHOM HCIOJHUTENBHOM BIAcTH, O0s3aHbl OCYILECTBIISATH IPUEM,
yueT, o0paboOTKy, aHalu3 H XpaHCHHE IOCTYMAIOMUX B WX aJpec OT CYOBEKTOB OOpaIicHHs
JIEKapCTBEHHBIX CPEJICTB U OPraHOB TI'OCYJapCTBEHHOM BIACTH COOOIIEHHH O MOOOYHBIX JEHCTBUSX,
HE)KEJIaTEeJIbHbIX PEAKIUAX, CEPbE3HBIX HEXKEJIaTEIbHbIX U HENPEIBUICHHBIX HEXKEJIATEJIbHBIX PEaKLMIX
OpU MPUMEHEHUM JICKapCTBEHHBIX IpenaparoB, 00 OCOOEHHOCTAX MX B3aUMOJEHCTBHUS C JPYTHMHU
JIEKapCTBEHHBIMHU IIperapataMy, WHAMBUAYaJbHON HENEPEHOCHMOCTH, a Takke o0 HHBIX (akrax U
00CTOATENBCTBAX, MPEICTABISAIONIMX YIpO3y KH3HM WIM 3/10pOBbIO YesoBeKa JIMOO >KMBOTHOIO WM
BIMSIOUIMX Ha HW3MEHEHHWE OTHOLIEHUS OXHJaeMOM IOJIb3bl K BO3MOXHOMY PHCKY IPHUMEHEHHUS
JIeKapCTBEHHBIX IpenapaToB.

5. Tlpu BbIsiBIEHMM MHGPOpPMAIMU O CEPHE3HBIX HEXKENATEeNIbHbIX PEaKIUAX U HENpPEeABUIECHHBIX
HEXKENNATeNbHBIX peakIUsIX IMpd MPUMEHEHHM JIEKapCTBEHHBIX IpenapatoB, 00 OCOOEHHOCTSIX UX
B3aMMOJEHCTBUS C JPYIMMM JIEKApCTBEHHBIMM IpenaparaMy, WHIUBUIYalIbHOW HENEPEHOCHMOCTH, a
Takke 00 MHBIX (paKkTax U 00CTOATENbCTBAX, BIUAIOMINX HA U3MEHEHHE OTHOIICHUS 0’KUAaeMOMN MOJIB3bI K
BO3MOXKHOMY pPHUCKY TIPUMEHEHHUS JIEKAPCTBEHHBIX IpEenaparoB, JepXaTelud WM  BIIAJEINbLIbI
PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB, IOPUANYECKUE JIMLA, HA UM KOTOPBIX
BbIIaHbl pa3pelleHus] Ha IMpOBEJIEHUE KIMHUUYECKUX uccienoBaHuil B Poccuiickoit denepauuu, 11bo
YIIOJIHOMOYEHHBIE HMH Jpyrue IOpUIUYECKUe JHIa o00s3aHbl NPUHATH MEphl, HaANpaBICHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  IOCJIEICTBUH  NPUMEHEHHUS  TaKUX  JIEKAPCTBEHHBIX  IMPENaparos,
peaynpex/ieHue NPUYMHEHUs Bpeaa KU3HU WM 370pPOBBIO YellOBeKa JIMOO KUBOTHOTO, 3aLIUTY UX OT
IPUMEHEHHUS TaKuX JIEKaPCTBEHHBIX MPENapaToB, HA JOIMOJHUTENbHBINA cOOp AaHHBIX 00 3((HEKTUBHOCTH
1 0€30MacCHOCTH TaKMUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HeCOOOIIEHNE WU COKPBITHE MHPOPMAIINH, TPEAYCMOTPEHHON YacThiO 3 HACTOSIIECH CTaThH,
JEpKaTeIl WM  BJIAQJENbLBI  PErMCTPAllMOHHBIX  YIOCTOBEPEHMH  JIEKAPCTBEHHBIX IPENaparos,
IOpUAMYECKUE JINIA, HA UMsI KOTOPBIX BBIJAHBI pa3pelieHns Ha MPOBEIEHUE KIIMHUYECKUX UCCIIEJOBaHUM
B Poccuiickoii ®eneparuu, OO yYIOJIHOMOYEHHBIE HMMH Jpyrue IOpHAMYECKHE JIHIA, a TaKxkKe
JOJKHOCTHBIE JIUIA, KOTOPBIM 3Ta HMHGpOpMaIus CTaja H3BECTHA MO POy HX MpodeccroHaIbHON
JESATENIBHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHO1ATENbCTBOM Poccuiickoit denepanui.

7. Ilpu nony4eHur YHOJTHOMOYEHHBIM (pe/iepabHbIM OPraHOM HMCIIOJHUTEIBHON BIACTH B paMKax
OCYILECTBIICHUSI UM (apMaKOHaJ30pa J0Ka3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOTO IIperapara
YCTaHOBJIEHHBIM TpPEeOOBAaHMUSIM WM TMpPU TOJy4YeHUH HHQOpPMAIMK O HECOOTBETCTBUU MHaHHBIX 00
3¢ (PEeKTUBHOCTH U O OE30MaCHOCTH JICKAPCTBEHHOTO Ipernapara JaHHBIM O JIEKapCTBEHHOM Ipemnapate,
CoJIepKalIMCsl B MHCTPYKIIMH 10 €ro IPUMEHEHHUIO (B TOM YHUCIIE BBISIBIEHHBIX B XOJ€ OCYLIECTBICHUS
(dapmakoHa 30pa KOHTPOJIBHO-HAI30PHBIMH OpraHaMHd HMHOCTPAHHBIX TOCYAApCTB), YIMOJHOMOYEHHBIH
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(denepanbHBIN OpraH MCIOJIHUTEIBHOM BJIACTH B YCTAHOBICHHOM UM IIODPS/IKE pacCMaTPHUBAET BOIPOC O
IIPUOCTAHOBIIEHUH IIPUMEHEHHUS TaKOI'0 JIEKAPCTBEHHOTO IIpenapara.
TAPAHT:

CMm. Metoanueckne pexomennanuu "OpraHm3anus  CIy>KObI MOHUTOPHHTa  O€30MaCHOCTH
JIEKapCTBEHHBIX CPEACTB ((hapMaKoHAI30pa) B KOMIAHUSAX MPOU3BOAMUTEISNX JIEKAPCTBEHHBIX CPEIICTB
WIN JepXKaTelsiX pPEeruCTPalMOHHBIX YJIOCTOBEpeHMii", yTBepxkaeHHble Poc3apaBHagzopom ot 25
okTs10ps 2008 T.

CwMm. KOMMCHTApHUHU K CTAThC 64 HacTOAIICTO (DeI[epaJ'IbHOFO 3aKOHa

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 65 nacmoswezo Dedepanvroco
3AKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamwvu 8 npedvloyuell pedaxKyuu

Cratps 65. [IprocTaHoBIEHNE TPUMEHEHUS JIEKAPCTBEHHOIO MpernapaTa

1. Ilpu momyueHnn MHGOPMALIUU O HEXKENATEIBHBIX PEAKIUAX MPU IPUMEHEHUH JICKApPCTBEHHOTO
npenapara, He YKa3aHHbIX B MHCTPYKLHMHM [0 NPUMEHEHHUIO JIEKAPCTBEHHOI'O Ipernapara, Cepbe3HbIX
HE)KENIaTeJIbHbIX PpEeaKlUsX, 00 OCOOEHHOCTSX €ro B3aUMOAEWUCTBUS C JPYIMMM JIEKapCTBEHHBIMU
npenapaTamMu, KOTOpble MOTYT MIPEJICTABIATh YTPO3y >KU3HH WK 3J0POBbIO YellOBEKa TMOO KUBOTHOTO, a
TaKXKe O HECOOTBETCTBUHU HAaHHBIX 00 3((eKTHBHOCTH M O OE30MACHOCTH JIEKAPCTBEHHOTO Iperapara
JJAHHBIM O JIEKapCTBEHHOM IIpenapare, CoAepkKaluMcsi B UHCTPYKLIMH 110 €ro MPUMEHEHHIO, B TOM YHCIIe
OT YIOJHOMOYEHHBIX OPTraHOB HMHOCTPAHHBIX TOCYIapCTB, OOMEH KOTOPOW OCYILECTBISETCS B
COOTBETCTBUHM C COTJIAIICHUSAMHU MEXIY YIMOJIHOMOUYEHHBIM (elepalbHbIM OPraHOM HCHOJIHUTEIbHOU
BJIACTH M YIOJHOMOYEHHBIMH OpraHaMHd WHOCTPAaHHBIX TOCYNApCTB, YIIOJTHOMOYEHHBIH (henepanbHbIi
OpraH HCIOJIHUTENIBHON BIIACTH pacCMaTpPUBAET BOMPOC O BO3MOXHOCTU MPUOCTAHOBIICHHS OOpaIieHUs
TAaKOro JIEKApCTBEHHOI'O Mpenapara B I[OpsJIKEe, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (eaepanbHbIM
OpPraHOM MCIIOJHUTEIBHOM BIACTH.

2. Ilpm HeWCNONHEHHWH WIM HEHAJJEeXallleM HCHOJHEHUM Jep)KaTelsiMU WM BiaJeIblaMu
PErUCTPALlMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX IPENaparoB, HOPUAUYECKUMHU JIMLIAMU, HA UM
KOTOPBIX BBIJAHBI Pa3pelICHHs] Ha MPOBEACHUE KIMHUYECKUX ucciienoBanuil B Poccuiickonn denepanuu,
VI YIIOJIHOMOYEHHBIMU UMH JAPYTUMU IOPUIMUYECKUMHE JIMIIAMU 0053aHHOCTEH, YCTAHOBJICHHBIX YaCTsIMU
3 u 4 crateun 64 Hactosmero denepalbHOTO 3aKOHA, JINOO B CIydasX MpPEJCTaBICHHUS COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (e/lepajbHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH 3aKJIIOYEHUS O HEAOCTOBEPHOCTHU
Pe3yabTaTOB KIMHUYECKOTO MCCIIEIOBAHU JIEKAPCTBEHHOIO IIpenapara Juisi MEAUIMHCKOTO IPUMEHEHUS,
KOTOpPO€ OCHOBAaHO Ha pe3ylbTaTax IPOBEPKU MEAUIUHCKONW OpraHu3alliy, MPOBOJMBILEH YKa3aHHOE
KJIIMHAYECKOE MCCIIEN0BAHUE C HAPYIICHUEM IIPABUII HAJIEKAIEH KIMHUYECKON MPAKTUKH, U IIPUBEIO K
MOJYYEHUIO HEIOCTOBEPHBIX pe3yjbTaToB, JUOO B Cllyyae HEBBINOJHEHMs IPEINUCAHUS, BBIJAHHOTO
YIIOJTHOMOYEHHBIM (eZiepalbHbIM OPraHOM HCIIOJHUTEIBHOW BJIACTH IO MTOTaM OCYLIECTBJICHUS
BBIOOPOYHOTO KOHTPOJISI KayecTBa JIGKAPCTBEHHOT'O Mperapara, YIOJIHOMOYEHHBIH (eaepanbHblii opran
VCITOJIHUTENIBHOM BJIACTH B YCTaHOBJIEHHOM UM IIOPSJIKE PACCMATPUBAET BOIPOC O MPHUOCTAHOBICHUH
IIPUMEHEHHUs TaKOT'0 JIEKAPCTBEHHOIO IIperapara.

TAPAHT:

O nmnpenocTaBiIeHWH TEPPUTOPHAIBHBIMU  YTpaBieHusMUA Poc3mpaBHagzopa wuHGOpMAMHA O
HEZ00pOKaYeCTBEHHBIX U (haTbCU(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTBaX CM. npukasz degepanbHON
CIy’)KObI TIO HaJ30py B cdepe 3ApaBOOXPAaHEHHs] M COLMAIbHOrO pa3BUTHS OT 8 QeBpays 2006 r.
N 255-I1p/06

Wndopmarys 06 M3MEHEHHSAX:

Cmamovs 65 Oonoanena uacmoro 3 ¢ 15 uona 2018 2. - @edepanvuviil 3akon om 4 uwonsa 2018 2. N
140-D3
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3. YnonHOMOUYEHHBIH (eaepanbHblii OpraH HCIOJHUTENFHOW BJIACTH IPU NPEICTABICHUU €My
CBE/ICHUI 0 HECOOTBETCTBUU ITPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM IIPaBIII HAAJIEXKallel
NPOM3BOJICTBEHHON TNPAKTUKKM W (WJIM) O HApyLIICHUM JUICH3HMOHHBIX TpeOOBaHMN, KOTOpHIE OBbLTH
BBISIBIICHBI B XOJE IPOBEICHUS WHCIEKTUPOBAHUS IIPOU3BOIJUTEINS JIEKAPCTBEHHBIX CPEICTB WM
OCYILIECTBIICHHSI JIMIIEH3MOHHOTO KOHTPOJSI B cpepe MpOM3BOACTBA JICKAPCTBEHHBIX CPEICTB U MPHUBEIU
WIM MOTYT IIPUBECTH K IIPOM3BOJCTBY JICKAPCTBEHHBIX IPENaparoB s MEIULUHCKOTO NPUMEHEHMS,
IPUYMHUBLINX WM CIIOCOOHBIX IPUUMHUTH BpEJ KM3HU WM 30POBBIO IPAXKIaH, paCCMaTPUBAET BOIIPOC
O IPHUOCTAaHOBJICHUU IPUMEHEHMs JICKAPCTBEHHBIX IIPENapaToB I MEIULUHCKOIO IPUMEHEHHUS B
YCTaHOBJICHHOM MM IOPS/IKE B CIEAYIOIIMX CIydasx:

1) cocraB u (MJIM) TEXHOJOTHs MPOM3BOJCTBA JEKAPCTBEHHOIO Ipenapara Uil MEIULMHCKOIo
IPUMEHEHUs (C ONMCAHMEM CTaIui MPOU3BOACTBA) OTIMYAIOTCA OT 3asBJIEHHBIX B PETUCTPALIMOHHOM
JI0ChE;

2) neKkapCTBEHHBIN Mpenapar s MEAUIIMHCKOr0 IPUMEHEHNUs IPOU3BEIEH Ha IPOU3BOJCTBEHHON
IUIONIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOCHE;

3) y npou3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JIOKYMEHTBI, MOATBEPHKAAIOIINE
COOTBETCTBUE KauyecTBa JIEKAPCTBEHHOIO IIpernapara i MEIWLHUHCKOIO IPUMEHEHUs, BBOJHMMOIO B
rpaXXAaHCKUI 000poT, TpeOOBAHUSM, YCTAHOBJIEHHBIM IPU €r0 TOCYJapCTBEHHOMN perucTpanumy;

4) npou3BOOUTENEM JIEKAPCTBEHHBIX CPEJICTB B COINIACOBAaHHBIH C COOTBETCTBYIOLIMM
YIIOJIHOMOYEHHBIM (eIepaJbHBIM OPraHOM HCIIOJHUTENBFHONW BJIACTH CPOK HE YCTpaHEHBI HApYIICHUS
TpeOOBaHUH IpaBUJI HAJUIeKALIEH NMPOU3BOJACTBEHHOW MPAKTUKM U (MJIM) JIMLEH3UOHHBIX TpeOOBaHMIA,
KOTOpbI€ ObUIM BBISBICHBI B XOJI€ NPOBEACHHUS HWHCIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHbIX
CPEACTB WJIN OCYIIECTBICHHUS JIMIEH3MOHHOIO KOHTPOJIA B chepe MpOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB
U IPHUBEIM WM MOTYT IIPUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX IMPENApPATOB I MEAULUHCKOIO
PUMEHEHUS, TPUUYUHUBIINX UM CHOCOOHBIX MPUUUHUTD BPEJl )KU3HU HIIH 370POBBIO TPAKIAH.

Undopmarus 06 n3MEHEHUX:

Cmamus 65 oonoanena uacmoto 4 ¢ 15 uwona 2018 2. - @eodepanvhuiii 3axon om 4 urona 2018 . N
140-D3

4. YnonHoMoueHHBIH (enepanbHblii OpraH HCHOJIHUTENBHOM BIACTH NpPU HAJIMYUM y HETrO
CBEJICHUI 0 HECOOTBETCTBUH MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TIPaBUJT HaAJIeKaIel
NPOM3BOJICTBEHHON NPAaKTUKKM W (MJIM) O HapyLIEHUM JUIEH3UOHHBIX TpeOOBaHMUH, KOTOpbIE ObLIH
BBISIBJIEHBI B XOJ€ IPOBEIEHUS WHCIEKTUPOBAHUS MPOU3ZBOIUTENS JIEKAPCTBEHHBIX CPEACTB WIIU
OCYILECTBIICHHS! JIMIIEH3MOHHOTO KOHTPOJS B cepe MPOM3BOJCTBA JEKAPCTBEHHBIX CPEJICTB U NPHUBEIU
WIM MOTYT NPUBECTU K IPOU3BOJCTBY JIEKAPCTBEHHBIX IMPEMapaToB Jii BETEPUHAPHOIO NMPUMEHEHMUS,
OPUYMHUBIIMX WIM CIIOCOOHBIX NPUYUHHUTH BpEJA JKU3HU WIM 370POBBIO >KHBOTHBIX, PacCMaTpUBAET
BOIPOC O MPUOCTAHOBJICHUH peaIU3alliy U MPUMEHEHUS JIeKapCTBEHHBIX MTPEnapaToB AJisl BETEPUHAPHOTO
IIPUMEHEHHUS B YCTAHOBJIIEHHOM UM TIOPSIKE B CIEAYIOIUX CIydasx:

1) coctaB M (WiIM) TEXHOJIOTHS MPOM3BOJACTBA JIEKAPCTBEHHOrO Ipernapara AJisi BETEPUHAPHOIO
OpUMEHEeHHs (C ONMUCAHHWEM CTaJAui MPOU3BOJCTBA) OTIMYAIOTCSA OT 3asBICHHBIX B PETUCTPALIOHHOM
JI0CBE;

2) nexapCTBEHHBIN IIpenapar sl BETEpPUHAPHOTO PUMEHEHHS IPOU3BEIEH HA IPOU3BOJCTBEHHON
IUIONIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOChE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, MOATBEPKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O Mpernapara il BETEPUHAPHOTO MPUMEHEHHs, BBOJMMOTO B
rpaXkJIaHCKUI 0060poT, TpeOOBAHHIM, YCTAHOBJICHHBIM IIPU €0 roCy1apCTBEHHON PEruCTpalluy;

4) TpOW3BOIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COIJIACOBAHHBIH C COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (peiepaIbHBIM OPraHOM MCIIOJHUTEIBHON BJIACTH CPOK HE YCTPAaHEHbI HapyIIEHUS
TpeOOBaHUI IpaBWl HaJUIekKalled MPOU3BOACTBEHHON MPAaKTHKU U (WJIM) JHUIIEH3UOHHBIX TpeOOBaHUM,
KOTOpble ObUIM BBISBJICHBI B XOJ€ IPOBEACHHUS HHCIEKTUPOBAHHUS MPOM3BOJIUTENS JIEKapPCTBEHHBIX
CPEJCTB WM OCYILIECTBICHHS JTUIIEH3NOHHOTO KOHTPOJIS B chepe MpOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB
U TPUBEIM WIA MOTYT NPHUBECTH K INPOM3BOJACTBY JIEKAPCTBEHHBIX IIPENapaTroB ISl BETEPUHAPHOTO

30.09.20211 Cuctema 'APAHT 128/139


http://internet.garant.ru/document/redirect/70451198/1000
http://internet.garant.ru/document/redirect/72185806/1000
http://internet.garant.ru/document/redirect/70451198/1000
http://internet.garant.ru/document/redirect/71958560/12
http://internet.garant.ru/document/redirect/70451198/1000
http://internet.garant.ru/document/redirect/400786860/1000
http://internet.garant.ru/document/redirect/70451198/1000

®denepanbublii 3ak0H oT 12 ampenst 2010 r. N 61-D3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

MMPUMCHCHU A, IPUIUNHUBIINX UJIN CIIOCOOHBIX MNPUYIUHUTL BPCA KU3HU HUIIU 3JOPOBBIO JKUBOTHBIX.

Wndopmarus 06 H3MEHEHHSX:

Cmamovs 65 oonoaunena wacmamu 5 u 6 ¢ 1 aumeapsa 2023 2. - @edepanvhubiii 3akon om 27 O0ekabps
2019 2. N 475-D3

Cm. 6y0ywyro peoakyuio

Cmamus 65 oononnena yacmoio 7 ¢ 1 cenmadpsa 2023 2. - @edepanvusiii 3akon om 2 utona 2021 2. N
317-D3

Cm. 6y0ywyro peoakyuio
TAPAHT:

CM. koMMeHTapuu K cTarbe 65 HacTosero denepabHOTO 3aKOHA

Wndopmarius 06 H3MEHEHUAX:
Cmamuws 66 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dekaopsa 2019 2. N 475-D3

Cm. npeodvloywyro peoakyuio

CraTbs 66. npopmarus o pesynabTaTax hapMakoHaa3opa

YIOJIHOMOYEHHBIH  ()eICpAIbHBI  OpraH  WCIOJHHUTEIBHOW  BJIACTH,  OCYIICCTBISIONIUI
dbapmakoHaa30p, MO €ro pe3yibTaTaM pa3MellaeT Ha cBoeM oduIimManbHOM caiite B cetu "MHTepHeT"
UH(POPMALIUIO O:

1) BBIABICHUU HOBBIX MOATBEPXKICHHBIX JAHHBIX O MOOOYHBIX JEHUCTBUAX, HEXeIaTelbHBIX
peaKIMsaX, CEPbE3HBIX HEXKENATCIbHBIX PEaKIUAX, HEMPEIBUICHHBIX HEXKEIATEIbHBIX PEaKIUsIX MpU
MIPUMEHEHUH JIEKaPCTBEHHOTO MperapaTa, B TOM YHCJIE BIUSIOMIKUX HAa OTHOLIEHUE 05KMIaeMOM MOJIb3bl K
BO3MOXKHOMY PUCKY ITPUMEHEHHUS JAHHOTO JICKapCTBEHHOTO MIpernapara;

2) NPUHATHIX PELICHUSIX O BHECEHUU U3MEHEHUN B HHCTPYKIIUIO 110 MIPUMEHEHHUIO JIEKAPCTBEHHOTO
npernapara, 0 IPHOCTAHOBICHUH TPUMEHEHUS JICKAPCTBEHHOTO Tpernapara, 00 M3bITHU W3 OOpaIlcHHS
JIEKapCTBEHHOTO TIperapara Wik 0 BO300HOBICHUN TPUMEHEHHUS JIEKapCTBEHHOTO Tpernapara.

FAPAHT:

Cwm. KOMMCHTApHHU K CTAThC 66 HaCTOAMICTO q)enepaanoro 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:
Haumenosanue uzmeneno c 1 sneaps 2018 e. - @edepanvuwiii 3axkon om 28 oexaops 2017 2. N 425-D3

Cm. npeodvloywyro peoakyuio

I'naBa 14. Undopmanus o JiekapcTBeHHBIX npenaparax. CucreMa MOHUTOPHHIA IBHKECHHSA
JIEKApPCTBEHHBIX MPeNnapaToB I MeIMIMHCKOr0 MPUMeHEeHH s

Wndopmarys 06 M3MEHEHHSAX:
Haumenosanue usmeneno c 1 ansaps 2018 2. - @edepanvhuiii 3axon om 28 oexadps 2017 2. N 425-D3
Cm. npedvioyuyio pedaxyuio
Crarba 67. Undopmanus o nekapcTBeHHBIX mpenapaTtax. CucTeMa MOHUTOPUHIA JIBHKEHUS
JIEKapCTBEHHBIX NIPENApPaTOB JUIsl MEIAULIMHCKOTO IPUMEHEHUS
Wudopmanust 00 U3MEHEHUIX:
Yacmo 1 usmenena c 13 aszycma 2019 e. - edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3
Cm. npeodvloywyro peoakyuio
1. Nudopmarnus o JieKapCTBEHHBIX Ipenaparax, OTHYCKaeMbIX IO DELENTy Ha JIEKapCTBEHHBIH

npenapar, AOJKHA COJEPXKaTbCsl TOJBKO B CHEUUATU3UPOBAHHBIX W3AAHMSIX, MPEAHA3HAYEHHBIX MJIs
MEIUIIMHCKIUX, (hapMaIeBTUUECKNX PabOTHUKOB, CIIEIMATMCTOB B 00sacTu BeTepuHapun. MHbopmanms o
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JICKapCTBEHHBIX Tperaparax sl CHEIHATIMCTOB B 00JIACTH OOpAaIIeHUs JIGKAPCTBEHHBIX CPEICTB MOXKET
collep)KaThCsi B MOHOrpadusX, CIpPaBOUYHMKAX, HAYYHBIX CTaThsAX, B JIOKJaJax Ha KOHIpeccax,
KOH(EPCHIUSX, CHUMIIO3MYMaX, HAydHbIX COBETaX, a TaKkKe B WHCTPYKIUSAX IO MPUMEHEHHUIO
JIEKapCTBEHHBIX MpPenapaToB.

2. Nudopmanus o JeKapCTBEHHBIX Mpenaparax, OTIHYCKaeMbIXx 0e3 pelenTa Ha JIeKapCTBEHHBIN
npenapar, MOXET COJep)KaThbCsi B MyOJIMKausAX U OOBABICHUSX CPEICTB MaccOBOW HHQOpMAINH,
CICIUAIM3UPOBAHHBIX W OOIIMX TMEYATHBIX W3JAHMSIX, WHCTPYKIHSIX IO TMPUMEHEHHUIO JIEKAPCTBEHHBIX
[pernapaToB, UHBIX M3aHUIX CYObEKTOB OOpallleHus JIEKapCTBEHHBIX CpeACTB. PexiiaMHble MaTepuasl o
JICKapCTBEHHOM TIperapare, OTHyckaeMoM 0e3 perenta Ha JIEKapCTBEHHBIH Ipenapar, JOJDKHBI
COOTBETCTBOBATh MHCTPYKIIMHU 10 IPUMEHEHHIO JIEKAPCTBEHHOTO Mpenapara.

3. Jlomyckaercss HMCIONIb30BaHUE JIOOBIX MaTe€pHajbHBIX HOCUTENECH, MO3BOJSIOMIMX XPaHHUTH,
nepeaaBaTh U MCIOJIb30BaTh HH(POPMALIHIO O JIEKAPCTBEHHBIX Mpenaparax 0e3 ee HCKaKEeHHUs.

Wndopmarius 06 M3MEHEHUAX:

Cmamus 67 donoanena wacmoio 4 ¢ 1 urwonsa 2020 o. - Dedepanvubiii 3akon om 28 dexabps 2017 a.
N 425-D3 (8 pedakyuu Dedepanvrozo 3axona om 27 dexabps 2019 2. N 462-D3)

Cm. npedvloyuyro pedaKyuio

4. Insa uenel uneHTU(PUKALMU YINAKOBOK JIEKAPCTBEHHBIX MPENapaTtoB s MEIUIIMHCKOTO
MPUMEHEHUS TMPOU3BOAUTENMN JIEKAPCTBEHHBIX CPEICTB B IOPSi/IKE, YCTaHOBICHHOM IIpaBuTtenbcTBOM
Poccuiickoit @eneparuu, HAHOCAT HA MEPBUYHYIO YIIAKOBKY (B OTHOIICHHH JIEKAPCTBEHHBIX MPENapaToB
JUTST METUIIMHCKOTO TIPUMEHEHUS, JUIsl KOTOPBIX HE MPEAyCMOTPEHAa BTOPUYHAS YIAKOBKA) U BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHBIX MPENaparoB Ui MEIUIMHCKOTO MPUMEHEHUS CPEeACTBa
uAcHTH(DHUKAIMK, 32 HWCKIIOYCHHEM JIGKAPCTBEHHBIX MPEMApaToB Il MEAUIIMHCKOTO TPUMEHEHUS,
MPOU3BOAUMBIX JUIsl MPOBEACHUS KIMHUYECKUX HCCIEIOBAHMM, SKCIOPTA, JEKAPCTBEHHBIX MpEnapaToB
I MEIULIMHCKOrO NPUMEHEHMS, YKa3aHHbIX B udacTsax 5 W § crtateu |3 Hactosimero denepanbHOro
3aKOHa, paauodapMareBTUYSCKUX JIGKAPCTBEHHBIX IpernapaToB, IHSBOK MEIWIMHCKUX W Ta3oB
MEIUITUHCKHUX.

Wndopmarys 06 M3MEHEHHSAX:

Cmamus 67 oonoanena yacmoto 5 ¢ 1 saneaps 2018 . - @edepanvusiii 3akon om 28 dexabpsa 2017 e.
N 425-D3
5. XapakTepUCTUKH CPEJICTBA HWIACHTH()HUKAIIUU, TOPSIJOK €ro HaHeCEHUS W TpeOOBaHHS K
CTpykType U (dopmary uH(bOpMALNUU, KOTOPYIO COJAEPKUT CPEICTBO HACHTU(DUKAIMH, OIPEIESIOTCS
IIpaButenscTBOM Poccuiickoit @enepannm.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 67 oonoanena yacmoto 6 ¢ 1 saneaps 2018 . - @edepanvusiii 3axkon om 28 dexabps 2017 e.
N 425-@3
6. Ilopsok co3naHusi, pa3BUTHs, BBOJA B OKCIUTyaTalUio, JKCIUTyaTalliM W BbIBOJA U3
JKCIUTyaTalldd CUCTEMbl MOHMTOPHMHIA JBMKEHMUS JIEKAPCTBEHHBIX MpEnaparoB Uil MEIMIUHCKOT O
MPUMEHEHHUS, TIOPS/IOK MPEAOCTaBICHUs] HWH(POPMAIMK, COJACPIKAIIEHCs B CHUCTEME MOHUTOPHHTA
JBU)KEHUS JIEKAPCTBEHHBIX MPENApaTOB Uil MEAULMHCKOIO NPUMEHEHUS, U TOPsJI0K B3aUMOJECHCTBUS
YKa3aHHOM  CHCTeMBl C  HWHBIMH  TOCYJAapCTBEHHBIMH  HH(GOPMAIIMOHHBIMA  CHUCTEMaMH |
WH(GOPMAIMOHHBIMU CHCTEMAMH IOPUINYECKUX JIUI] U MHAUBUIYaTbHBIX MPEANPUHUMATENEH, YKa3aHHBIX
B yactax 7 m 10 HacTosmied crtaTbH, yctaHaBauBaroTcsa IIpaButensctBoMm Poccuiickoit denepanum.
OnepaTopaMd CHCTEMbl MOHHMTOPUHIA JBUYKEHHUS JIEKAPCTBEHHBIX IMpEnapaToB sl MEAUIUHCKOTO
MPUMEHEHUS SBIAIOTCSA (QeaepalbHBIi  OpraH MCHOJHUTENBbHON BiacTM W (WIM) OpraHu3arus,
ynosiHoMoueHHble [IpaBurenscTBoM Pocculickoit denepanum.

Wudopmanust 00 U3MEHEHUIX:

Cmamuvs 67 dononnena wacmoto 7 ¢ 1 uwnsa 2020 . - Dedepanvubiii 3akon om 28 dexabps 2017 e.
N 425-@3 (8 pedaxyuu Pedepanvroco 3akona om 27 dexkabpsa 2019 2. N 462-D3)
7. FOpunuyeckue auia ¥ MHAUBUAYAIbHbBIE TIPENPHHUMATENH, OCYIIECTBISIONINE TPOU3BOICTBO,
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xpa"HeHue, BBO3 B Poccuiickyro ®enepanuio, OTIYCK, pealu3aluio, Iepenady, IPUMEHEHUE U
YHUYTOKEHUE JIEKAPCTBEHHBIX MIPENapaToB sl MEIULUHCKOIO IPUMEHEHHsI, 00E€CIICUNBAIOT B MOPSAIKE U
B COCTaBe, KOTopble ycraHoslieHbl IIpaBurensctBoM Poccuiickoit @Penepauuu € yd4eToM BHUJA
OCYILLECTBIIIEMOH UMM JI€STEIbHOCTH, BHECEHME HH(POPMALUU O JEKAPCTBEHHBIX IpenapaTax Majs
MEJULUHCKOIO IPUMEHEHHs B CHUCTEMY MOHHUTOPUHIA JBHKCHUS JICKAPCTBEHHBIX IIPENApaToB IS
MEAMLIMHCKOTO TPUMEHEHHS.

Wndopmarius 06 H3MEHEHUSX:
Yacmo 7.1 usmenena c 13 urona 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

Jleticmeue nonoscenuti wacmu 7.1 (8 pedakyuu @edepanvroco 3axona om 13 uwna 2020 2. N 206-D3)
pacnpocmpansemcs Ha npagoomuouienus, gosHuxwue ¢ 1 uiona 2020 a.

CMm. npedvloyuyro pedaKyuio

7.1. JlexapcTBEHHbIE Ipenaparbl Ui MEIUIUHCKOTO IPUMEHEHMs, IpeIHAa3HAYEHHbIE IS
oOecrieyeHus JHL, OOJIHBIX TreMopuiIned, MYKOBHCLUIO030M, TI'MIIO(PHU3apPHBIM HAHU3MOM, OOJE3HBbIO
lomre, 370KaYecTBEHHBIMH HOBOOOpPA30BaHHUSIMU JTHM(OUIHON, KPOBETBOPHOW W POACTBEHHBIX WM
TKaHel, pacCcessHHbIM CKJIEPO30M, JIML[ I10CJI€ TPAHCIJIAHTALMU OpPraHoB U (WJIM) TKaHEH, IPOU3BECHHbIC
1o 31 nexabpsa 2019 ropa, a Taxke MHBIE JEKAPCTBEHHbIE IMpernapaThl ISl MEAULIMHCKOTO IMPUMEHEHUS,
npousBeneHHble 10 1 wurons 2020 roga, mojuiexarT XpaHEHHIO, HEPEeBO3KE, OTIYCKY, pealu3alluH,
nepenaye, MPUMEHEHUIO 0e3 HAaHECEHUsl CPEICTB WACHTHU(HUKAIMHU 10 MCTEYCHHUS CPOKa WX TOMHOCTH.
[IpaButenbctBo Poccuiickoii denepanuu BlipaBe yCTAaHOBUTh OCOOEHHOCTH BBOJIAa B IPaskJaHCKUN 000pOT
JIEKapCTBEHHBIX MPENapaToB JUIsl MEIUIMHCKOIO NPUMEHEHUs, NMPOU3BEICHHBIX B Mepuoa ¢ 1 urons
2020 roma mo 1 oxtsi6pst 2020 roga. B mensx BBoga B rpaaaHCKUN 000POT JIEKapCTBEHHBIE TpErapaThl
JUI. MEIULIMHCKOTO MPUMEHEHHUs, 32 UCKIIOUEHHEM JIEKapCTBEHHBIX IpPEenapaToB, NpeJHa3HAUYCHHbIX IS
oOecrieyeHuss JHI, OOJBHBIX TeMO(WINEH, MYKOBHCUUIO030M, THIO(PHU3APHBIM HAHH3MOM, OOJE3HBIO
l'omre, 3710KayecTBEHHBIMH HOBOOOpPA30BaHUSMU JIUM(OUAHON, KPOBETBOPHOW U POACTBEHHBIX WM
TKaHEH, pacCesHHBIM CKIJIEPO30M, JIMII MTOCJI€ TPAHCIJIAaHTAI[MU OPraHOB M (WJIM) TKaHEW, IPOU3BEICHHBIC
3a mpenenamu teppuropun Poccuiickoit ®enepanuu 10 1 okts10pst 2020 roga, MoryT ObITh BBE3EHBI B
Poccuiickyto @enepanto g0 1 smBaps 2021 roma B mopsjke, ycTaHOBIeHHOM IIpaBuTenbcTBOM
Poccuiickoit @enepannu, 6€3 HaHECEHHsI CPECTB UICHTU(UKALIUH.

Wndhopmarrist 06 n3MEHEHUSX:

Cmamus 67 donoanena yacmoto 8 ¢ 1 aneaps 2018 . - @edepanvusiii 3akon om 28 dexabpsa 2017 e.
N 425-D3
8. Opranm3anusi WHPOPMAIMOHHOTO B3aUMOJICHCTBUS CHCTEMbl MOHHUTOPHHTA JIBHIKEHUS
JICKapCTBEHHBIX TpEnaparoB Ui MEIUIMHCKOTO TPHUMEHEHHS C WHBIMH TOCYJapCTBEHHBIMU
WH(POPMAITMOHHBIMU  CHCTEMaMH O00eCIeYrBacTCss B TOM YHCJIE IOCPEICTBOM HH(PPACTPYKTYPHI,
obOecnieunBaromield MH()OPMALMOHHO-TEXHOJIOTHUECKOE B3aUMOJCUCTBUE WH(GOPMALMOHHBIX CHCTEM,
UCTIONB3YEMBIX Il TMPEAOCTaBICHUS TOCYJAPCTBEHHBIX M MYHUIUMNAIBHBIX YCIYT WM HCIIOTHEHHUS
TOCYIapCTBEHHBIX M MYHHUITUTIAIBLHBIX (DYHKITUI B 3JICKTPOHHOM popme.

Wndopmarys 06 M3MEHEHHSX:

Cmamovs 67 oononnena uacmoio 9 c 1 ausapsa 2018 . - @edepanvhuiii 3akon om 28 dexabpsa 2017 a.
N 425-D3
9. OOmenocrtynHass uH(pOpMAIMs, COJEpXKAIAsCI B CHCTEME MOHUTOPHHIA JBHXKEHHS
JIeKapCTBEHHBIX MpenapaToB TUIS MEUIIMTHCKOTO MIPUMEHEHUS, pa3Meniaercs B
UH(POPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTn "MHTepHeT" (B TOM uncie B (OpMe OTKPBITHIX JTAHHBIX)
B I10psi/IKe, ycTaHOBIIEHHOM [IpaBuTtenscTtBoM Pocculickon @enepanuu.

Wndopmarys 06 M3MEHEHHSAX:

Cmamus 67 oonoanena yacmoto 10 ¢ 1 sneaps 2018 e. - @edepanvuuiii 3axon om 28 dexabps 2017 e.
N 425-D3

10. TIpon3BoauTEnN JEKAPCTBEHHBIX CPEACTB MOIYYAIOT COJEPHKAILYIOCS B CUCTEME MOHUTOPUHTA

JIBIDKEHUS JICKApPCTBEHHBIX IpENnapaTroB Ui MEIUIMHCKOrO MPHUMEHEHHs HHPOPMALUI0 O CEepUsix U
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NapTUSX JICKAPCTBEHHBIX MPENapaTroB, MPOU3BOJUMBIX UMH M HAXOSIIUXCS B TPaXKIAHCKOM 00OpoOTE B
Poccuiickoii @enepanyu, 6€3B03ME3/IHO.

Wndopmarius 06 M3MEHEHUSX:

Cmamus 67 donoanena yacmoio 11 ¢ 1 utona 2020 e. - @edepanvuviii 3akon om 28 dexabps 2017 e.
N 425-D3 (8 pedakyuu Dedepanvrozo 3axona om 27 dexabps 2019 2. N 462-D3)
11. 3a mpou3BOACTBO WM MPOJAXKY JICKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO TTPHUMEHEHHSI
0e3 HaHeceHUs CPEICTB HACHTH(HKAINK, C HAPYIICHHEM YCTAaHOBJICHHOTO TOpPsIKAa MX HAHECEHUs, a
TaK)Ke 3a HECBOCBPEMEHHOC BHECCHHE JIaHHBIX B CHCTEMY MOHHTOPWHTA JBM)KCHUS JICKAPCTBEHHBIX
IpenapaToB I MEAUIIMHCKOTO MIPUMEHEHUS HJIM BHECEHUE B HEE€ HEJAOCTOBEPHBIX JTaHHBIX IOPUANYECKHE
JWIa ¥ WHAWBUIYAIbHbIC TPEANPUHUMATENN, YKa3aHHbIE B 4acTsx 4 M 7 HACTOSINEH CTaThbH, HECYT
OTBETCTBEHHOCTH B COOTBETCTBUU € 3aKOHOJATeNbCTBOM Poccuiickoin denepannm.

Wndopmarus 06 H3MEHEHHSX:

Cmamus 67 oonoanena yacmoto 12 ¢ 1 aneaps 2018 2. - @edepanvuuiii 3axon om 28 dexabps 2017 e.
N 425-D3
12. IIpaBurensctBo Poccuiickoii ®exepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHEIPEHHUS

CHUCTEMbl MOHHUTOPHMHIA JIBHDKCHHS JIGKAPCTBEHHBIX IMPENapaToB I MEIAMIIMHCKOTO TPUMCHEHUS,
BKIIIOYass CPOKM €€ BHEAPEHHsS, B OTHOIICHHH JICKAPCTBEHHBIX NPENapaToB Ui MEIUIIUHCKOTO
NPUMEHECHHS, BKIIOYCHHBIX B TIEPEYCHb KU3HCHHO HEOOXOJMMBIX W BaKHEUIIMX JIEKAPCTBEHHBIX
IpenapaToB, JICKAPCTBEHHBIX TMPENapaToB, TNPEAHA3HAYCHHBIX Ui OOecreueHust UL, OOJIbHBIX
reMopwined, MYKOBUCIIMJIO30M, THUMO(U3APHBIM HAHU3MOM, OoJe3Hb0 ['omne, 3JI0Ka4eCTBEHHBIMU
HOBOOOPa30BaHUAMH JTHUM(OUIHOM, KPOBETBOPHON M POJCTBEHHBIX UM TKAHEH, PACCESIHHBIM CKIIEPO30M,
JMII TIOCJE€ TPAHCIUIAHTAIlMU OpPraHOB M (WJIM) TKAHEW, HHBIX JIEKAPCTBEHHBIX MPENapaToB s
MEIUIUHCKOTO TPUMEHEHHSI.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 67 HaCTOSIICrO q)ez[epanLHoro 3aKOHa

Undhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosops 2013 2. N 317-D3 nacmoswuii PedepaivHulil 3aKOH OONOIHEH
enasou 14.1

I'naBa 14.1. Orpanunyenusi, HajaraeMble Ha OPraHU3aALUM, OCYIIECTBJIAIOLIME AeITEJbHOCTD 110
00panieHHIo JIEKAPCTBEHHBIX CPEICTB

Cratbs 67.1. OrpannueHusi, HajJjaraeMble NpU OCYIIECTBICHUH JIEATEIbHOCTH B cpepe oOpaleHus
JIEKaPCTBEHHBIX CPENICTB

1. Opranuzanuu, 3aHUMarONIMecs pa3paOOTKON, MPOM3BOACTBOM U (WJIM) peanu3arueit
JIEKapCTBEHHBIX IpenaparoB Uil MEIUIMHCKOTO MPUMEHEHMs, OpraHu3aluy, oOlajarolue mpaBaMu Ha
HCIIOJIb30BaHNE TOPTOBOr0 HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpernapara Ui METUIUHCKOTO MpUMEHEHUS,
OpraHM3alMM ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMM CpPEJICTBAMH, alTE4HbIE OpraHu3auuu (Ux
IPEJICTaBUTENIN, MHbIE (U3NYECKUE U IOPUAMYECKHE JIMIA, OCYIIECTBISIOUINE CBOIO ACSITEIBHOCTH OT
UMEHH STHX OpraHu3aliil) B OTHOIIEHUH METUIMHCKUX PAOOTHHKOB M PYKOBOJIUTENECH METUIIMHCKHUX
OpraHu3alyil He BIPABE:

1) BpyuyaTh MOJapKH, BHIIJIAYWBATh JICHEKHBIE CPEICTBA (32 MCKIIOYEHHEM BO3HArpakICHWUH I10
JOTOBOpaM  IPU  NPOBEJCHUM KIMHUYECKHX HCCIEOBAHUN  JIEKAPCTBEHHBIX IIpErapaTroB  JUIs
MEAMIMHCKOTO IMPUMEHEHHs, BO3HAarpaXJECHUH, CBSA3aHHBIX C OCYIIECTBIEHUEM MEIULNUHCKUM
pabOTHUKOM TENarorn4eckoil M (M) HayyHOW AEATEIbHOCTH), B TOM YHCJE OIUIaYMBaTh pa3BICUCHMS,
OTJIbIX, MPOE3] K MECTy OT/bIXa, a TakKe MPUBJEKaTh K yYaCTHIO B pa3BJIEKaTEIbHBIX MEpONPUATHUSX,
IIPOBOAMMBIX 3a CUET CBOUX CPEACTB;

2) 3aKiIoyaTh COIVIALIEHUS O HA3HAYeHUM WM PEKOMEHJALMK NalMeHTaM JIeKapCTBEHHBIX
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IIPENapaToB Uil MEJUIMHCKOrO NMPUMEHEHHS (32 UCKIIIOUEHUEM JIOTOBOPOB O IIPOBEACHUM KIMHUYECKUX
UCCIIEI0BaHUM JIEKAPCTBEHHBIX MPENapaToB A MEJULIMHCKOTO IPUMEHEHHUS);

3) npenocTaBiATh 00pa3Ibl JIEKAPCTBEHHBIX MPENapaToB I MEJUIIMHCKOTO IPUMEHEHUS B LIEIAX
BpPYYEHHUS TNalMeHTaM (3a MCKIIOYEHHEM CIIy4yaeB, CBSA3aHHBIX C IPOBEACHUEM KIMHUYECKUX
MCCJIEJOBAaHUM JIEKAPCTBEHHBIX MIPENApPATOB JUIsl MEAULIMHCKOTO IPUMEHEHUS);

4) mnpenocTaBiATh HEJOCTOBEPHYIO M (WIM) HENOJHYI HMH(MOpMAIMIO O JIEKaPCTBEHHBIX
npenaparax JJis MEAUIMHCKOTO IPUMEHEHMUS,

5) nocemats ux B paboyee BpeMs Ha pabO4YMX MeCTax, 3a UCKJIIOUEHHEM CIy4aeB, CBA3AHHBIX C
IIPOBEJCHUEM KIMHUYECKUX UCCIIEI0BAaHUM JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIULMHCKOTO IPUMEHEHUS,
C ydyaCTHEM B IOpSJKE, YCTAaHOBJIIEHHOM pPYKOBOJAUTENIEM MEAMLUHCKOW OpraHu3ally, B COOpaHMSX
MEIUIUHCKUX  PAaOOTHUKOB M  HWHBIX  MEPONPUATUSAX, HANpaBICHHBIX Ha  MOBBIINIEHHE  HX
Ipo(eCCHOHATIBHOIO YPOBHS WJIM Ha NPEAOCTAaBICHME HH()OPMAIMM, CBSI3aHHOW C OCYLIECTBICHHEM
MOHHUTOPHHTA 0€30MMaCHOCTH JICKAPCTBEHHBIX MPENapaToB;

6) noOyXaTh K BBINHMCHIBAHUIO JIEKAPCTBEHHBIX MpENapaToB A MEJUIIMHCKOTO NMPUMEHEHHs Ha
OsaHKax, cojepXaluxX MH(OPMAIMIO PEKIAMHOIO XapakTepa, a TaKKe Ha PELEeNTypHBIX OJIaHKax, Ha
KOTOPBIX 3apaHee HaleyaTaHO HauMEHOBaHHE JIEKAPCTBEHHOro mpenaparta Uil MEIULMHCKOIo
IPUMEHEHHUS.

2. Opranu3anuy, ykazaHHble B a03ale repBoM 4acTu | HacTOAIIEH CTaTbU, U UX NPEACTAaBUTENHU B
OTHOIIEHNH (hapMaeBTHUECKUX PAOOTHUKOB U PYKOBOJHMTENCH alTEYHBIX OPTaHU3aINil HE BIIpaBe:

1) BpydaTh noJapk, BIIUIAYMBATh JCHEKHBIE CPE/ICTBA, B TOM YHUCIIE OIJIAYUBATh Pa3BICUCHMS,
OTIbIX, IMpOE3J K MECTy OTIbIXa, W IPUBJIEKATh K YYacTUIO B PAa3BJICKATEIbHBIX MEPONPUSITHUSIX,
IPOBOJUMBIX 33 CUET CBOUX CPEJCTB;

2) npenocTaBisATh 00paslibl JIEKAPCTBEHHBIX IMPENapaToB Uil MEAUIMHCKOTO NPUMEHEHHUs AJis
BPYYEHUS HACEJICHUIO;

3) 3akarouaTh COIVIALUEHHMS O MPEUIOKEHUU HACEIECHUIO OIPECIICHHBIX JIEKapCTBEHHBIX
IpenapaToB /Uil MEIUIUHCKOIO IPUMEHEHNUS;

4) npenocTaBiATh HEJOCTOBEPHYIO M (WJIM) HENOJHYH0 HMHPOpPMAIUI0 O JIEKapCTBEHHbIX
npenaparax Uil MEIULUHCKOTO IPHUMEHEHUs, B TOM YHUCJIE MMEIOIIUX OJMHAKOBOE MEXIYHAPOIHOE
HENaTeHTOBaHHOE HaUMEHOBAHMUE.

TAPAHT:

CMm. koMMeHTapuH K cTaTthe 67.1 HacTosmero deaepaibHOro 3aK0Ha

Crarbs 67.2. TpeOoBaHuMs K OpraHu3allud M HPOBEIECHUIO HAYYHBIX MEpPONPUSATHHA, HHBIX
MEPONPUITHIA, HANpaBICHHBIX HA  MOBBILIEHHE MNPO(ECCHOHATBHOTO  YPOBHS
MEIUIUHCKMX paOOTHUKOB WJIM Ha IMpeJoCTaBlIeHHuE WHPOpPMALUHU, CBSI3aHHOH C
OCYIIIECTBJIEHUEM MOHUTOPUHIA 0€30IIaCHOCTH JIEKAPCTBEHHBIX MPENapaToB

1. Ilpn npoBeneHNN Hay4YHBIX MEPONPUATHN, HHBIX MEPONPUATUI, HAIIPABJICHHBIX HA MOBBIIICHUE
MpOoECCHOHAIBHOTO YPOBHS MEIUIIMHCKAX pAOOTHUKOB WM Ha TMPEJOCTABICHUE CBSI3aHHOW C
OCYILIECTBIIEHEM MOHUTOPUHTa 6€30MaCHOCTH JIEKAPCTBEHHBIX MpenapaToB HHPOPMAIIUU, OPraHU3YEeMBbIX
OpraHM3alusaIMH, yKa3aHHBIMU B a03aiie nepom vyactu | crateu 67.1 Hactosimero denepaibHOro 3aKOHa,
UX MPEICTaBUTENAMU U (W) GUHAHCUPYEMBIX 33 CUET CPEICTB ITHUX OPraHU3alUM U UX MPEICTaBUTENEH,
3anpeuacTCd MPENATCTBOBATH YYACTHIO B YKA3aHHBIX MCPOIPUATHAX HWHBIX OpFaHI/I3aHI/II>'I, KOTOPBIC
IPOU3BOJAT WM PEANTHU3YIOT JIEKAPCTBEHHBIE Mpenaparbl A MEIUIUHCKOTO INPUMEHEHHUS CO CXOXKHM
MEXaHU3MOM q)apMalconomquKoro )IeflCTBHSI, 1160 CO3aaBaTb JUCKPUMHWHAIIMOHHBIC YCIIOBUA NJIA OAHHUX
YYaCTHUKOB I10 CPaBHEHUIO C IPYTMMH Y4aCTHUKAMHU, & UMEHHO:

1) MMPEaAOCTABIATE PA3JIMYHOC KOJIMYECTBO BPEMEHU JJIA BI)ICTyl'IJ'IeHI/Iﬁ Y4aCTHUKOB, Pa3JIMYHBIC 110
pasmMepy 3aHMMaeMOH IUIOIAAM MeCTa JUIsl JIEMOHCTpPAIMM OOpa3lloB JIEKAPCTBEHHBIX MpenapaToB s
MCIUIUHCKOI0 TMPUMCHCHHA WM PCKIAMHBIX MAaTCpHajloB O JICKAPCTBCHHBLIX IIp€riaparax A
MEAMIMHCKOTO NMPUMEHEHHS HA DKCIO3ULMAX, CTEHAAX, 32 UCKIIOUEHUEM CIIy4aeB, €CIIM TAKUE YCIOBHS
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3aKpeIuIeHbl B COMIALICHUAX JTHX OpraHM3alui, WX NpeAcTaBuTeNeil 0 (MHAHCHPOBAHMM YKa3aHHBIX
MEpONPUATHIA U 00YCIIOBJIEHBI PA3IMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OPraHU3ALUIO;

2) ycTaHaBIMBAaTh pa3Mep B3HOCA IS YYACTHUKOB MEPONpPUATHH, yKa3aHHBIX B a03ale MepBOM
HACTOALIEH 4acTH, NPEBBIIAIOIINN CyMMY 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPOIPUITHNA U BEAYLIUN
K HEOOOCHOBAHHOMY OTPAaHMUYCHHIO YHCIIA UX YIaCTHHKOB.

2. Opranuzanuu, yka3aHHble B a0O3are rnepsoM udactu | crateu 67.1 Hactosmero denepaibHOTO
3aKOHA, WX TPEICTABUTENH, OCYIIECTBISIONINE OPraHM3auuio U (Win) GUHAHCUPOBAHHE MEPONPHUSATHIA,
yKa3aHHbBIX B 4acTH | HacTOsIIEH CTaTbu, 00s13aHbl 00eCeunBaTh JOCTYNl K HHPOPMALIMH O JaTe, MecTe U
BPEMEHM IIPOBEICHUS YKa3aHHBIX MEpONPUATUH, I[UIaHAX, IporpaMMax MPOBEACHUS YKa3aHHbIX
MEPOIPUATHHA U TeMax, IJIAaHUPYEMbIX Ui PACCMOTPEHMS, COCTaBE MX YYACTHUKOB IIyTEM Pa3MELICHUS
COOTBETCTBYIOILIEH MH(POPMALMU HAa CBOMX O(PHUIMANBHBIX caiiTax B ceTd "MHTepHET" HEe Mmo3aHee ABYX
MECSLEB 10 Hayaja IPOBENCHUS yKa3aHHbBIX MEPOIPUATHH.

3. Uadopmanust 0 mpoBeIeHUH MEPONPUATHI, YKa3aHHBIX B YacTy | HACTOSIIEH CTAaThH, B CPOK,
YCTAQHOBJICHHBII 4acTbl0 2 HAcTOsIEH CTaTbu, JOJDKHA ObITh HampaBiieHa B (eaepalibHbli Oprat
UCTIOJIHUTENIHOW ~ BJIACTH, OCYHIECTBISIOMMK (QYHKIMM TIO KOHTPONIO M HAA30py B cdepe
3/IpaBOOXPAaHEHMs, Ul MOCIEAYIOIEro pa3MelleHus ee Ha O(UIMAIbHOM caiiTe 3TOro opra€a B CEeTH
"UnTepuer".

TAPAHT:

CwMm. KOMMCHTApUH K CTAThC 67.2 HaCTOAIICTO (DeI[CpaJ'ILHOFO 3aK0OHa

I'naBa 15. OTBeTCTBEHHOCTH 32 HApPYLIeHUe 3aKOHoAaTeIbcTBA Poceniickoil Penepannu npu
o0paleHnN JeKapCTBEHHBIX CPEeICTB M BO3MELIECHHE Bpela, IPUYNHEHHOI0 310POBbI0 IPAKIaH
BCJIC/CTBHE IPUMEHEHH JIeKAPCTBEHHBIX NPenaparoB

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ cmamuvio 68 nacmosuweco Dedepanviozo
3aKOHA 8HeCceHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm cmamovu 8 npedbloyuell peoaKyuu
Crarbsi 68. OTBETCTBEHHOCTh 3a HapylIeHHE 3aKOHOAaTenbcTBa Poccuiickoit denepanuu mpu
oOpalleHuH JIeKapCTBEHHBIX CPEICTB
1. Hapymenne 3akoHonatensctBa Poccuiickoii ®Dexepainuu mpu oOpallleHUH JeKapCTBEHHBIX
CpPEeICTB BIIeUET 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBHMM C 3aKOHOAATENbCTBOM Poccuiickoii
denepanuu.

Wndhopmarust 06 n3MEHEHUSX:
Yacmw 2 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio
2. 3a HempeAcTaBIeHUE WM HECBOEBPEMEHHOE TMpe/icTaBiIeHre HHPOpMaluu U (W) T0KYMEHTOB
7100 Tpe/ICTaBICHHE HEJOCTOBEPHBIX MHPOPMAIUH U (M) JOKYMEHTOB, MPEAYCMOTPEHHBIX HACTOSIIIM
®denepanbHBIM 3aKOHOM, CYOBEKTHI OOpalleHus JIEKapCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickon denepannu.
T'APAHT:

CMm. koMMeHTapuH K cTaThe 68 HacTosmero denepanbHOro 3aK0HA

Crarbsa 69. Bo3menienue Bpena, NPUYMHEHHOTO 370POBBIO I'PAXKJIAH BCIIEJICTBHE IPUMEHEHUS
JIEKapCTBEHHBIX NIPENApaTOB
1. [Tpon3BoauTENb JEKAPCTBEHHOTO Tpernapara 00s:3aH BOSMECTUTD Bpel, TPUUMHEHHBIN 3/I0POBBIO
IpaX<JaH BCIEACTBUE MPUMEHEHHUS JIEKAPCTBEHHOI'O IIpernapara, €Clid JoKa3aHo, 4To:
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1) nexapcTBEHHBII mpenapar NPUMEHSUICA 110 Ha3HAYEHWIO B COOTBETCTBUM C MHCTPYKLMEHW I10
INPUMEHEHHUIO JIEKApCTBEHHOr0 Mperapara M NPUYUMHONW Bpelda SBWICS BBOJ B TpakIaHCKU 000pOT
HEZ00pOKaYECTBEHHOI'O JIEKAPCTBEHHOT'O Mpenapara;

2) Bpen 3I0pOBbIO MPHUYMHEH BCIEICTBUE HEIOCTOBEPHOW HHGOpMaIMU, coepKallencs B
MHCTPYKLMHU 110 IPUMEHEHUIO JIEKAPCTBEHHOIO Mpenapara, U3JaHHOW MPOU3BOAUTENIEM JIEKAPCTBEHHOTO
npenapara.

Wndopmarius 06 M3MEHEHUX:

DedepanvHvim 3akoHom om 25 nosaops 2013 2. N 317-®@3 6 uwacms 2 cmamvu 69 nHacmosweeo
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

2. B ciygae, ecnu Bpea 310pOBbIO Ipa)KAaH MPUUMHEH BCJIEACTBUE MPUMEHEHHS JIEKapCTBEHHOIO
npernapara, IPUIISIIIEr0 B HErOJAHOCTh B pE3yJibTaTe HapyLICHHUS NpPaBUI XPAaHEHUS JIEKAPCTBEHHBIX
CPEICTB, MPaBUJI ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMHU MperaparaMu, MPaBHJ OTIIYCKa JEKapCTBEHHBIX
IpenapaToB, TMPABWJI M3TOTOBICHHS M OTIYCKAa JIGKAPCTBEHHBIX IIPEIapaToB, BO3MEIIEHHE Bpena
OCYIIIECTBIISIETCS COOTBETCTBEHHO OpraHMU3allleil OMTOBOM TOPrOBIM JICKAPCTBEHHBIMH CpEACTBaMH,
anTeYHOM OpraHu3anueld, WHIUBUAYAIbHBIM NpPEANPUHUMATEIIEM, WMCIOUIMMH JIMIEH3UI0 Ha
dbapMaleBTUYECKYIO JEATEIbHOCTh WM JIMIEH3UI0 HAa MEAMIMHCKYIO JeSTENbHOCTh, MEIUIIMHCKOM
OpraHu3aieil, HMEINEeH JHIEeH3UI0 Ha (apMaleBTUYECKYIO JeSTeNbHOCTh (€€ 000CO0IeHHBIM
nonpaszenenueM (amOymnaropueid, (eapAmepckuM U (eabAlIepcKO-aKylIepCKUM ITYHKTaMHU, HEHTPOM
(oTnenenuem) obmiel BpayeOHOHN (ceMeWHOM) MPaKTUKH), PAcHOJOKEHHBIM B CEJIBCKOM HACEJICHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET allTeYHasi OpraHu3alus), AOMYyCTUBIIMMHU MPOJAXy WIH OTHYCK TaKOTro
JIEKapCTBEHHOTO Iperapara.

3. Bosmemenue Bpena, MNPUYMHEHHOTO 3[0POBBI0 TpaKAaH BCIEACTBHUE IPUMEHEHUs
JICKapCTBEHHBIX NpPENapaToB WM COBEPIIEHHS IMPOTHUBOIPABHBIX ACUCTBHI CyOBeKkTamu oOparieHus
JIEKAPCTBEHHBIX ~CPEJCTB, OCYHIECTBISETCS B COOTBETCTBUM C 3aKOHOJATEILCTBOM Poccuiickoi
denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAaTbC 69 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

I'maBa 16. 3akia0uuTe/IbHbIE MOJ0KEHUS

Cratbsa 70. O npu3HaHUU YTPATUBIIUMH CUITYy OTJEIbHBIX 3aKOHOJATEJIbHBIX aKTOB (I1OJIOKEHUN

3aKOHOJATENbHBIX akTOB) Poccuiickoit deneparuu

[Tpu3HaTh yTpaTUBIIUMU CUITY:

1) denepanpubiii 3akon ot 22 wuroHA 1998 roma N 86-®3 "O nexapcTBEHHBIX CcpencTBax'
(Cobpanue 3axkonogarenscTBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);

2) ®enepanbhbiii 3akon oT 2 saBaps 2000 roga N 5-O3 "O BHeceHUH U3MEHEHHUSI U JTOTIOJTHEHUH B
@enepanbublii 3akoH "O sexapcTBeHHbIX cpencTtBax” (CoOpanue 3akoHomarenbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crarbio 40 @enepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-®3 "O BHeceHUN U3MEHEHUH U
JIONIOJTHEHW B HEKOTOPBIE 3aKOHOJATeNbHbIE aKkThl Poccuiickoi denepanud B CBS3UM C NPUHATHEM
@enepanbHoro 3akoHa "O  JTUIEH3UPOBAaHMM  OTHENBHBIX BUAOB jaearenbHocTH"  (CobOpanue
3akoHoaarenbcTBa Poccniickoit deneparuu, 2003, N 2, ct. 167);

4) crareio 31 denepanbHoro 3akoHa ot 30 utona 2003 roga N 86-D3 "O BHeceHMM U3MEHEHUN U
JIOTIOJIHEHN B HEKOTOpBIE 3aKOHOJATENbHbIE akThl Poccuiickont denepanuu, NpU3HAHUM YTPATHBIIUMU
CHIIy OTJAEIbHBIX 3aKOHOJATENIbHbIX akToB Poccuiickoil dDenepanuu, NPeJOCTAaBICHUM OTIEIbHBIX
rapaHTUil COTPYJHUKAaM OpraHOB BHYTPEHHHX JI€JI, OPIaHOB MO KOHTPOJIIO 32 000POTOM HApKOTUYECKUX
CPEZCTB U MCUXOTPOITHBIX BEIIECTB U YNpa3AHIEMBIX (eepabHbIX OPraHOB HAJIOTOBOM MOJIHMILIUYU B CBSI3U
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C OCYIIECTBIEHHEM MeEp II0 COBEpIICHCTBOBAHUIO rocynapcrBeHHoro ymnpasienusa" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateto 101 PenepanbHoro 3akoHa ot 22 asrycra 2004 roma N 122-®3 "O BHeceHuu
W3MEHEHUN B 3aKOHOJATeNbHbIE akThl Poccuiickoii denepanuu W NPU3HAHUU YTPATHBIIUMHU CHITY
HEKOTOPBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit Penepauuu B CBA3M C MPHHATHEM (ereparbHbIX
3ak0oHOB "O BHECEHMM HW3MEHEHWH W nonoyiHeHMi B DenepanbHplii 3akoH "OO 00mMMX NPHHIMIIAX
OpraHu3aly 3aKOHOJATEIbHBIX (TIPEICTABUTENIbHBIX) W HMCIOJHUTEIBHBIX OpPraHOB TrOCYIapCTBEHHOMN
BIacTu cyObekToB Poccuiickoit ®enepanun”" u "OO oOmUMX MNPUHIMIIAX OPTraHU3AIMd MECTHOTO
camoynpasnenusi B Poccuiickoit @enepanun" (Cobpanue 3akoHomarenscTBa Poccuiickoit denepanum,
2004, N 35, ct. 3607);

6) cratsio 28 deaepanbHoro 3akoHa ot 18 gexadbpst 2006 rona N 231-03 "O BBezeHUU B JIEHCTBHE
yacTu derBeprod I'paxkmanckoro koaekca Poccuiickorr ®enepanuu" (CoOpaHue 3aKOHOIATENHCTBA
Poccuiickoit denepanuu, 2006, N 52, ct. 5497).

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 70 HaCTOAIICTO (DeﬂepaJIBHOFO 3aKOHa

Cratsbs 71. Berymienue B cuity Hactosiero denepanbHOro 3aKoHa

1. Hactosammuit ®enepanbHblii 3aK0H BeTynaer B cuity ¢ 1 centsiops 2010 rona.

2. JlekapCcTBEHHBIE CpPEICTBA, 3apETUCTPUPOBAHHBIC IO IHS BCTYIUIGHUS B CHIY HACTOSIIETO
denepanbHOTO 3aKOHA, MOJUIEKAT BKIIOUYEHHIO B TOCYIAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHBIX B dactu | crathu 33 Hacrosimero demepalbHOT0 3aKOHA CBEICHUI 00 3THX
JIEKapCTBEHHBIX CpEACTBaX 0€3 TMPOXOXKICHHUS BHOBb MPOLEAYpPHl TOCYIApCTBEHHOH pETUCTpAINH
JIEKapCTBEHHBIX MPENapaToB.

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 11 oxmsabps 20102. N 271-D3 6 uacmv 3 cmamou 71 nacmosuezo
DedepanbHoe0 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexkcm uacmu 6 npedvioyuell pedaxKyuu
3. I'ocynapcTBeHHasl perucTpaiusl JEKapCTBEHHBIX MTPENapaToB, 32 UCKIIOUEHUEM JICKAPCTBEHHBIX
NpenaparoB JUisi MEAMIIMHCKOIO MPUMEHEHHUs, MPEACTABICHHBIX Ha YKA3aHHYIO PETUCTPALUI0 10 JIHS
BCTYIUIEHUS B cHily Hactosiuero denepaibHOro 3aKOHa, OCYIIECTBIISETCS B COOTBETCTBUU C HACTOSIIUM
®denepanbHbIM 3aKOHOM Ha OCHOBAHMM JOKYMEHTOB M JJAHHBIX, MPEJCTABICHHBIX A0 JHS BCTYIUICHUS B
cuity Hacrosiero deaepaabHOro 3aKOHA.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 29 nosopa 2010e. N 313-@3 yacms 3.1 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIONCEHA 8 HOBOU pedakyuu, ecmynarowell 8 CUuiry co OHA OQUUUATLHO20
onyonukoeanus HaszeanHo2o DedepanvbHozo0 3aKOHA U PACHPOCMPAHAIOWENUCs HA NPAGOOMHOUEHUS,
sosHuxwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

3.1. 'ocynapcTBeHHas perucTpanus JeKapCTBEHHbBIX MPENapaToB JJIsl MEIUIIMHCKOTO TPUMEHEHUS,
IPEJICTaBICHHBIX Ha TOCYJapCTBEHHYIO PpErHCTpaluio A0 [JHS BCTYIUIEHMS B CHIIy HACTOSLIETO
®denepalibHOTO 3aKOHA, U TOCYIapCTBEHHAsI perUCTpalus JeKapCTBEHHBIX MPENapaToB A MEIUIIMTHCKOTO
IPUMEHEHHUS, NPEJICTaBICHHBIX HA JKCIIEPTU3Y JIEKAPCTBEHHBIX CPEIACTB A0 JHS BCTYIJIEHUS B CHUILY
HacTosAmero @enepalbHOrO 3aKOHAa B LENAX HX TMOCIEAYIOUIEH TroCyJapCcTBEHHON perucrpanuu,
OCYILIECTBIISIIOTCS HAa OCHOBaHMM JOKYMEHTOB M JAHHBIX, IIPEICTABICHHBIX 1O JHS BCTYIUIEHHS B CHILY
HacTtosAmero @enepaibHOTO 3aKOHA, a TaKXKe 3asdBI€HHMs] O TOCYJAapCTBEHHOW perucTpalnuu
JIEKapCTBEHHOI'O IIpernapara, IPeICTaBICHHOIO IPOU3BOJUTENIEM JIEKapCTBEHHBIX IIPENapaToB HIIU
YIIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM C HacTosuM DeepanbHbIM 3aKOHOM B YITOJIHOMOYEHHBIN
denepanbHBIl OpraH HUcHonHUTENbHOW BiacTh A0 1 wmapta 2011 roma, Oe3 TpeGoBaHUs yIIATHI
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roCyJapCTBEHHOM MOLUIMHBI, IPEIYCMOTPEHHON 3akoHoaaTesibeTBOM Poceniickoit denepanuu 0 Hajmorax
U cOopax.

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3axonom om 29 mosopsa 20102 N 313-@3 yacme 3.2 cmamwvu 71 nacmosiuweco
DedepanvHoco 3aKOHA U3NONCEHA 8 HOBOU pedakyuu, Cmynarowel 8 culy co OHS OQUYUATILHO2O
onyonukosanust HazeanHo2o DedepanvbHo2o 3aKOHA U PACHPOCMPAHAIOWEUCS HA NPABOOMHOUEHUS],
sozHukwuue ¢ 1 cenmabdpsa 2010 a.

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

3.2. IloarBepkJIeHHE TrOCYJapCTBEHHOM pErHCTpAalUM JIEKAPCTBEHHBIX IpENnapaToB JJis
MEIUIIMHCKOTO MPUMEHEHHUs], MPEACTaBICHHBIX JJI MOATBEPKJICHUS TOCYJapCTBEHHOW PErucTpanuu 10
JHS BCTYIUIEHHUs B CUIly HacTtosmero denepaJbHOr0 3aKOHA, M IOATBEPKIACHUE TOCYAAapCTBEHHOM
perucTpanuu JIEKQpCTBEHHBIX MpenaparoB JUisi MEAUIIMHCKOrO MPUMEHEHHUs, MPEACTABICHHBIX Ha
SKCHEPTU3Y JEKAPCTBEHHBIX CPEACTB 10 JIHS BCTYIUIEHUS B CHILy Hactosmero denepaqbHOro 3aKOoHa B
HEeIAX TOCIEIYIONIEr0 TMOATBEPKACHUS WX TOCYAapCTBEHHOM pPEruCTpaluu, OCYIIECTBISIOTCS Ha
OCHOBaHUHU JIOKYMEHTOB W JAaHHBIX, IPEJICTABICHHBIX 1O JHSA BCTYIUIEHHS B CHIIy HACTOSILErO
®denepanbHOTO 3aKOHA, a TaK)Ke 3asiBJICHUS O TOATBEPXKICHUU TOCYAAPCTBEHHOW pPErHCTpalluu
JIEKAPCTBEHHOI'0 MperapaTra, IPeACTaBICHHOIO IPOU3BOJUTEIEM JIEKapCTBEHHBIX IIPENapaToB WU
YIOJIHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHH C HACTOSIINM DeepabHbIM 3aKOHOM B YITOJTHOMOYEHHBIHN
denepanbHbl OpraH UCHOIHUTENbHOW Biactu g0 1 wmapra 2011 roma, 6e3 TpeOOBaHUS YILIATHI
rOCYIapCTBEHHOW MOUUIMHBI, MPETYCMOTPEHHOM 3aKOHO1aTelIbecTBOM Poccuiickoi denepanuu 0 Hajlorax
U cOopax.

Undopmarust 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 29 mosaops 2010e. N 313-@3 uwacme 3.3 cmamovu 71 nacmoswezo
DedepanvHo2o 3aKOHA U3N0JHCEHA 6 HOB0U PedaKyuu, scmynarowel 8 CUuly co OHA OQDUYUATbHO2O
onyonuKo8arus Ha38anHo2o PedepanbHo2o 3aKOHA U PACNPOCMPAHIAIOWENCS HA NPaB0OMHOULEHUS,
sozHuxwue ¢ 1 cenmsaopsa 2010 e.

Cm. mexkcm uacmu 6 npedvioyuell pedaxKyuu
3.3. IlpunsTHe pemieHus O BHECEHWM W3MEHEHUM B JIOKYMEHTBI, COJEp)Kalluecs B

PETMCTPAlMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar i MEIULUHCKOIro
MPUMEHEHUS W TPEJCTaBIEHHBIE JO0 JHA BCTYIUICHWs B CUJly HacTosmero denepaibHOTO 3aKOHA, U
MPUHATUE PEUIEHUsI O BHECEHUU U3MEHEHHUM B JOKYMEHTHI, COEPKAUIUECS B PETUCTPALIMOHHOM JIOChE HA
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Tpemapar s MEIUIIMHCKOTO TPUMEHEHHS U MPEICTaBIIEHHbIE Ha
SKCHEPTU3Y JIEKAPCTBEHHBIX CPEJICTB /10 JIHA BCTYIUIEHHS B CUJIy Hacrodmero denepaibHOrO 3aKOHA,
OCYIIECTBIISIOTCSI HA OCHOBAHUM JOKYMEHTOB M JAHHBIX, MPEACTABIICHHBIX JI0 JHS BCTYIUICHUS B CUITY
HacTosimero defepaqbHOrO 3aKOHA, a TaKXKe 3asBJICHUS O BHECEHMM HW3MEHEHHM B JOKYMEHTHI,
cozepXkalifecs: B PErHCTPALlMOHHOM JIOCb€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBINM Npernapar Iis
MEJUIIMHCKOTO TPUMEHEHHUS, TPEACTABICHHOTO MPOU3BOAMUTENIEM JIEKAPCTBEHHBIX MPENapaToB WIH
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM C HACTOSIIMM DeepanbHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
denepanbHbIl OpraH UCHOJIHUTENbHOM Biactu 10 | wmapra 2011 ronma, 6e3 TpeOoBaHUS YIUIATHI
TrOCYIapCTBEHHOW IMOUUIMHBI, PEYCMOTPEHHOM 3aKOHO1aTelbecTBOM Poccuiickon denepanuu 0 Hajlorax
u cOopax.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akonom om 29 nosops 20102 N 313-P3 uwacme 3.4 cmamovu 71 Hacmoswe2o

DedepanbH020 3aKOHA U3NIONHCEHA 6 HOBOU peodaKyuu, Cmynarowel 8 CUumry co OHA OQUUUATTLHO20

onyonukoganus HazeanHo2o DedepanvHo20 3aKOHA U PACHPOCMPAHAIOWENCs HA NPABOOMHOUEHUS,

soznuxwue ¢ 1 cenmsaopsa 2010 a.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu
3.4. Bplgaua paspemieHMi Ha TPOBEAECHHE KIMHUYECKMX MCCIENOBAHUN JIEKapCTBEHHBIX
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npemnaparoB Ajid MCAUIUHCKOI'O NMPUMCHCHUA IO 3adABJICHUAM, NMOAAHHBIM OO0 OHA BCTYIUICHUSA B CUITY
Hacrosiiero MeepasbHOrO 3aKOHA, a TAKXKE MO 3asABJICHUSM, MOJAAHHBIM IOCIE JHS BCTYIUICHUS B CUITY
Hacrosuero denepanbHOro 3aKOHa HA OCHOBAHUU JKCIIEPTU3, POBEIACHHBIX 1O IHS BCTYIUICHUS B CUILY
Hacrosiiero denepasbHOrO 3aKOHA, OCYIIECTBISACTCA B COOTBETCTBUH C HactosinM DemepaabHbIM
3daKOHOM Ha OCHOBAHHMU NOKYMCHTOB U JAHHBIX, IPCACTABICHHBIX WJIM ITOJYUCHHBIX N0 OAHA BCTYIUJICHUSA B
cuity Hactosiero denepanbHOrO 3aKOHA, a TAK)KE€ Ha OCHOBAHMU KOIUM MPEJABAPUTEIHLHOIO JOrOBOpa
00s13aTeIbHOTO CTpaxoOBaHHUA KU3HHU, 300POBb MAIUCHTOB, YHACTBYIOIINX B KIIMHUYCCKOM HCCICIOBAHHNU
JIEKapCTBEHHOTO TIperapara Ui MEIUIIMHCKOrO MPUMEHEHHUS, WM KOIHUH JO0TrOBOpa 00s3aTelIbHOrO
CTpaxoOBaHUA KH3HU, 300POBbiA INannucCHTOB, Y4aCTBYIOIIUX B KIIMHNYECKOM HCCIIC10BAHUN
JIEKapCTBEHHOTO TMperapaTa Uil MEIUIIMHCKOrO MPUMEHEHHS, MO0 MPEICTaBICHHONH KOMUHU JOTrOBOpa
00513aTeJIbHOTO CTPaxOBaHUs, 3aKJIFOUYEHHOIO B COOTBETCTBUM C THUIIOBBIMH IpaBHJIAMHU 00S3aTEIBLHOTO
CTpaxOBaHMsl, C YKa3aHHEM MPEICIbHON YHUCICHHOCTH TMAI[MEHTOB, YYAacTBYIOUIMX B KIMHHYECKOM
UCCJICIOBAaHUH JICKAPCTBEHHOT'O Iperapara Ui MEIUIIMHCKOTO MPUMEHCHHUs, 0e3 TpeOOBaHUS YILIAThI
rOCY/IapCTBEHHOM MOILTHHBI, IPEAYCMOTPEHHOMN 3aK0HO1aTesibcTBOM Poccuiickoit deaepaliuu 0 Haorax
u coopax.

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 11 oxkmsaopsa 2010 2. N 271-D3 cmamos 71 nacmoswezo Dedepanvriozo
3aKOHA 0ONOJHEHA Yacmouio 3.5
3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BAJIOTE JO AHS BCTYIUICHUS B CHJIY HACTOSIIETO
@DenepallbHOTO 3aKOHA MPEIeIbHbIE OTIYCKHbBIE IEHBI MHOCTPAHHBIX MMPOU3BOIUTENICH HA JIEKApCTBEHHBIE
npenaparbl, BKJIIOYEHHBIE B TMEPEUEHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHUIIUX JIEKAPCTBEHHBIX
IpenapaToB, MOAJNEXKAT nepecueTy B pyonu no kypcy LlentpanbHoro 6anka Poccuiickoit denepanuu Ha
naty, ycraHoBieHHyw I[IpaButensctBoM Poccuiickoit ®enepanuu, 0€3 NpenCTaBICHUS 3asBICHUS O
nepecyeTe IeHbl C BHECEHUEM COOTBETCTBYIOUIMX M3MEHEHUH B TOCYJapCTBEHHBIA PEecTp MpeaesIbHbBIX
OTMYCKHBIX LIEH MPOU3BOJIUTENCH Ha JICKAPCTBEHHBIE Mpemnaparhl, BKIIOUCHHBIE B MEPEUEHb KU3HEHHO
HEOOXOUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MIPErapaToB.

Undhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 11 okmsabpsa 2010 2. N 271-D3 cmamovs 71 nacmoswezo Dedepanvrozo
3aKona dononnena yacmoio 3.6
3.6. 3apeructpupoBaHHBIE A0 JAHS BCTYIUIEHWsS B Ccuily HacTosmero ®denepaJbHOro 3aKoHa
MpeiebHbIE OTIYCKHBIE II€Hbl POCCHUHCKHX TMPOMU3BOAMUTENICH Ha JICKAPCTBEHHBIE TMperaparhl,
BKIIIOUEHHBIE B TIEPEUCHb JKU3HEHHO HEOOXOAMMBIX W BaXXHEUIIWX JE€KapCTBEHHBIX IPENapaTos,
nojaiexxar uHjaekcauuu ¢ 1 Hos6ps 2010 roma ucxons M3 NPOTHOZUPYEMOrO YpPOBHS HHGOIALUWU,
ycraHoBieHHOro DenepanbHbiM 3akoHOM OT 2 nekadps 2009 roga N 308-D3 "O denepansHoM Oromkere
Ha 2010 rox u Ha mmanoBsIit mepuoa 2011 u 2012 roxos" Ha 2011 rog.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrovim 3axonom om 6 Oexaops 2011 2. N 409-D3 6 uwacmv 3.7 cmamovu 71 nacmosuwezo
DedepanbH020 3aKOHA BHECEeHbl USMEHeHUs, GCmynaowue 8 CUILy No UCHeYeHUuU mpuoyamu OHel nocie
OHAL 0huUYUATILHO2O ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexkcm uwacmu 6 npeovioyuel peoaKyuu

3.7. Ilocne 1 mapra 2011 roga He gomycKaroTcs MPOU3BOACTBO U BBO3 B Poccuiickyro ®enepanuo
JIEKapCTBEHHBIX MPENapaToB B YIAKOBKaX ¢ MAPKUPOBKOM, KOTOpasi ObUIa HaHeCeHa J0 JTHS BCTYIUICHUS B
cuity Hacrosimero ®enepanbHoro 3akoHa. Ilo mcTeueHum yka3aHHOrO CpoKa JaHHBIE JIEKapCTBEHHBIE
IpenapaTbl MOTYT OTITYCKaThCsl, PEaIN30BbIBATHCS, IEPEIABATHCA U MPUMEHSATHCS JJ0 UCTEUEHMSI UX CpOKa
TOJTHOCTH.

4. Co nHs BCTyIUIeHMs B cuily Hacrosmero ®enepanpHoro 3akoHa u nmo 30 ampens 2011 roga
BKJIFOUUTENIBHO JIOITYCKAETCsl IPOBEAEHUE IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB IKCIEPTAMHU IKCIIEPTHOTO
YUPEXKJEHUS 1O TMPOXOXKIEHUS HUMH aTTeCTallid B TMOPSJIKe, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM
denepaabHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH.
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5. Co mHs BecTyruieHus B cuity Hactosimero ®exepanpHoro 3akoHa u mo 31 mexabps 2013 roma
BKJIIOUUTEJIBHO OCYIIECTBISIETCS MEPEX0Jl K MPOU3BOJACTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHUH C
MpaBUJaMU OpPraHU3alMU MPOU3BOJACTBA U KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMHU B
yactu | crateum 45 wHacrosmero denepaabHOro 3akoHa, B mHoilHOM oObeMe. Cpoku mepexoaa
MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB K HX MPOU3BOACTBY B COOTBETCTBUM C KOHKPETHBIMU
TpeOOBaHUSMU JAHHBIX MPABUJI, BKJIIOYAsi CPOKU aTTECTAllMU YIIOJTHOMOUYEHHBIX JIUI], YKa3aHHBIX B YaCTsIX
6 m 7 crateu 45 Hacrosuero ®enepanbHOro 3aKoHa, ycTaHaBnuBaroTcs IIpaBurenscrBoM Poccuiickoit
denepanyu.

6. JluueHsun Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB, BbIAaHHbIE 10 1 siHBaps 2014 rona,
nenuctBytoT nociie 1 auBaps 2014 roga 10 ucTeYeHUs] CPOKa UX JEUCTBUSA MPHU YCIOBUM COOTBETCTBUS
JUIEH3NaTa MpaBuiiaM OPTraHU3alMUd MPOU3BOJCTBA M KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX CPEACTB,
yYKa3aHHBIM B uacTtu | ctatbu 45 Hacrosiero @enepabHOrO 3aKOHa.

Wndopmarius 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 29 nosaops 2010 2. N 313-@3 cmames 71 nacmosweco Dedepanvhozo
3aKOHA OONONIHEeHA Yacmvlo 7, 6Cmynaroueli 8 culy co OHsA 0QuyuarbHoO20 onyOIUKOBAHUS HA3BAHHO2O
DedepanbHo20 3aKOHA

7. ®opMuUpOBaHHE TOCYIAPCTBEHHOI'O 3a/laHMsi Ha TIPOBEJACHHE SKCIEPTU3BI JIEKAPCTBEHHBIX
cpencTB ¢eaepaibHOMy TOCYIapCTBEHHOMY OIODKETHOMY YUPEXKIEHHUIO MO MPOBEACHUIO SKCIEPTHU3BI
JICKapPCTBEHHBIX CPEACTB M (PMHAHCOBOE OOECIICUCHHUE BBIMOJIHCHUS ATOTO 3aJaHUS OCYIICCTBIISIOTCS B
nopsiike, yctaHoBieHHOM DejiepanbubiM 3akoHOM 0T 12 ssHBaps 1996 rona N 7-®3 "O HekoMMepUecKux
opraHuzanusx".

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 71 HaCTOAIICTO (DeﬂepaJIBHOFO 3aKOHa

[Ipesunent Poccuiickoit deneparuu J1. MenBenen
Mocksa, Kpemib

12 anpens 2010 .
N 61-®3
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