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

C u3MeHeHHMSIMH U I0MIOJTHEHUSIMH OT:

27 wurons, 11 oktsa6ps, 29 Hos0ps 2010 r., 6 gexadpst 2011 ., 25 urons, 25 aexadbps 2012 r., 2 utonst, 25 Hos0ps 2013
r., 12 mapTta, 22 okTsa0ps, 22 nekadps 2014 r., 8 mapTta, 29 urons, 13 urons, 14, 29 nexabps 2015 r., 2 uroHs, 3 HUIOIA
2016 t., 29 wroms, 28 nexadbps 2017 r., 4 urons, 28 HOsAOps, 27 mexadps 2018 ., 6 wronsA, 26 urons, 2 aBrycra, 27
nexabps 2019 r., 26 mapra, 1, 3 anpens, 13 mrons, 8, 22 nexadps 2020 r., 11 urons, 2 mrons 2021 r.

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

CwMm. KOMMCHTApHUHU K HACTOAILICMY CDeI[CpaHBHOMy 3aKOHY

T'nasa 1. O01ue moJ1oKeHus

Cratss 1. [Ipenmer perynupoBanus Hactosuiero deaepaabHOro 3aKoHa

Undopmarust 06 n3MEHEHUX:

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

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
1. Hacrosamuii ®enepanbHblii 3aKOH pEryJupyeT OTHOLICHUS, BO3HUKAIOIIME B CBSI3H C
oOparieHueM - pa3pabOTKOW, MOKIMHUYECKHUMH HCCIEAOBAHUSIMU, KIMHUYECKUMU WCCIIECIOBAaHUSIMH,
JKCIIEPTU30M, TOCYIApCTBEHHOW PETUCTpAlMEld, CO CTAaHAAPTU3alMEd M C KOHTPOJEM KaudecTBa,
MPOU3BOACTBOM, U3rOTOBJIEHUEM, XPAHEHUEM, TIEPEBO3KOM, BBO3OM B Poccuiickyro denepannio, BBIBO30M
u3 Poccuiickonn ®Penepauuu, pekIaMoM, OTIYCKOM, peajnu3auuen, Iepenadei, NPUMEHECHHUEM,
YHUYTOKEHHUEM JICKAPCTBEHHBIX CPE/ICTB.

Wndopmarys 06 M3MEHEHHSAX:

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

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
2. Hacrosmuii  @®enepanbHblii  3aKOH  YCTaHABJIMBAET MNPHOPUTET  TIOCYAAPCTBEHHOTO
peryarpoBaHus 6€30MacHOCTH, KadecTBa M 3(()EKTHBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPH UX OOpalllCHUH.
TAPAHT:

CMm. KOMMeHTapuH K cTathe 1 HacTosniero denepasbHOro 3aKOHa

Crarbs 2. Cdhepa npumeHnenns Hactosmero deaepaibHOro 3aKOHa
Hacrosmuii @enepanbHblil 3aKOH NMPUMEHSETCSI K OTHOILIEHHUSIM, BO3HUKAIOIIMM MIPH 0OpalieHuH
JIEKapCTBEHHBIX CPEJICTB Ha Tepputopuu Poccuiickont @enepannu.
TAPAHT:

Cwm. KOMMCHTApHHU K CTATbC 2 HaCTOAIICTO (I)C,Z[CpaJIBHOFO 3aKOHa

Crarbs 3. 3aKk0HOIaTENHCTBO 00 00paIleHNH JIEKAPCTBEHHBIX CPEICTB

1. 3akoHOomarenbcTBO 00 OOpalleHUH JIEKAPCTBEHHBIX CPEJICTB COCTOMT M3 HACTOSIIETO
@enepallbHOTO 3aKOHa, APYTrUX (enepaabHbIX 3aKOHOB W HMHBIX HOPMATHUBHBIX IPABOBBIX AaKTOB
Poccuiickoit ®enepanuu.

Wndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim saxonom om 29 urons 2015 2. N 160-DP3 cmamwvs 3 nacmosweco PedepaibHo2o 3aKoHA
oononnena yacmoio 1.1

1.1. 3akoHOAATENHCTBO 00 OOpAaIIEHUH JIEKAPCTBEHHBIX CPEJCTB B OTHOIICHUH IOPHINYECKUX JIHIL
U UHAUBUAYAIBHBIX  [pEAIPUHUMATENEH, OCYHUIECTBISIOIIUX  JEITEIIBHOCTh HAa  TEPPUTOPUH
MEXIYHAPOJAHOTO MEIUIIMHCKOTO KJIacTepa, MPUMEHSETCS C Y4eTOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
@enepanbupiv 3ak0oHOM  "O  MEXIYHAPOIHOM MEIULMHCKOM KJacTepe M BHECEHHM H3MEHEHHH B
OT/IeNIbHBIE 3aKOHOaTENbHBIC akThl Poccuiickoit @deneparun’.

2. [HeiictBue Hacrosimiero DenepanbHOro 3akoHa  paclpocTpaHseTcs Ha  oOpalleHue
HApPKOTUYECKUX JICKAPCTBEHHBIX CPEJACTB U ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM
O0COOCHHOCTEH, YCTAHOBJIEHHBIX 3aKOHOJATeNbCTBOM Poccuiickoit ®dexepanuu 0 HapKOTHYECKUX
CpelcTBax, MCUXOTPOITHBIX BEIIECTBAX U 00 UX MpEeKypcopax.

3. HeiictBue Hacrosimero DenepaibHOro 3aKOHA pacmpocTpaHsercs Ha oOpalleHue
panrodapMaleBTHYECKUX  JICKAPCTBEHHBIX  CPEICTB C Y4ETOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3akoHojarenscTBoM Poccuiickoit denepainu B o0nactu oOecreueHus paaualioHHONH 6€30MMaCHOCTH.

4. Ecnin MexxayHapoIHbIM AoroBopoM Poccuiickoit denepaiinn ycTaHOBIEHBI MHBIE NPAaBUiIa, YEM
T€, KOTOpblE NPEAYyCMOTpEeHbl HacTtosmmuM @DenepanbHbIM  3aKOHOM, MPUMEHSIOTCA IpaBUja
MEX1YHapOJAHOI'O 0r0OBOpA.

Wudopmarus 06 H3MEHEHHSX:

Cmamows 3 donoanena wacmoio 4.1 ¢ 8 dexaops 2020 e. - @edepanvusiii 3akon om 8 oexaops 2020 2. N
429-03

4.1. PemieHuss MEXIroCylapCTBEHHBIX OpIaHOB, IPUHATHIE HAa OCHOBAaHMM I1OJOXEHUUI
MEXIYHapOAHBIX J0roBopoB Poccuiickoir dDenepanum B HUX HUCTOJIKOBaHUM, IPOTHBOPEYALIEM
Koucrurynuu Poccuiickoit denepanuun, He moaiiexar ucrnonHeHuto B Poccuiickont @epepannn. Takoe
IPOTHBOPEYHE MOXKET OBITh YCTAHOBJIEHO B TOpSJIKE, ONPEAETICHHOM (ellepalbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

5. B Poccuiickoit denepanuu B COOTBETCTBUU C MEXKIYHApOAHBIMHU JorosopamMu Poccuiickon
Qenepanii U (WIM) Ha OCHOBE MPHUHIMIA B3aUMHOCTU NPU3HAIOTCS PE3yNbTaThl KIMHUYECKUX
UCCJIECNOBAHUM JICKAPCTBEHHBIX IIPENApaToOB I MEIMIMHCKOIO IPUMEHEHMs, IPOBEICHHBIX 34
npexaenaMu teppuropun Poccuiickont @enepannm.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 3 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Cratbs 4. OCHOBHBIE IOHATHS, UCIIOJIb3yeMbl€ B HacTosiieM DenepaabHOM 3aKOHE

s ueneit Hactosiniero denepanbHOro 3aKOHA UCTIOIB3YIOTCA CIEIYIOMINE OCHOBHBIE TOHATHS:

1) JekapcTBeHHbIE CpeACTBA - BEUIECTBA WJIM WX KOMOWHAIIMH, BCTYMAKOIIME B KOHTAKT C
OpTraHu3MOM 4YCJIOBCKa MW XHWUBOTHOI'O, INPOHHUKAIOIIWME B OpraHbl, TKAHW OpPraHu3Ma YCJIOBCKA WA
JKUBOTHOTO, TMPHUMEHsIeMble JUIsi TPO(UIAKTUKYA, TUATHOCTHKU (32 HCKIIOYEHHEM BEIIEeCTB WIU HX
KOMOWHAIINMA, HE KOHTAKTUPYIOIIMX C OPTaHWU3MOM YEJIOBEKa WJIM KHUBOTHOTO), JICUEHHUs 3a00JIeBaHMUs,
peaOuIuTaMu, Al COXPAaHEHHUs, MPEJOTBPAIICHUs WIA TPEephIBaHUS OSPEeMEHHOCTH U TMOJTYYCHHBIE W3
KpOBH, IJIa3MbI KPOBHU, U3 OPraHoOB, TKaHEeH opranni3ma 4€JIOBEKAa UJIW XUBOTHOTO, paCTeHHﬁ, MHHCPAJIOB
METOJJaMU CHHTE3a WUJU C MPUMEHEHHEM OMOJOTHYECKMX TeXHONOrwmid. K JexkapcTBEHHBIM cpeicTBam
OTHOCSITCS (papMalleBTUYECKUE CYOCTAHIIUU U JIEKApCTBEHHBIE MTPerapaThl;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabpsa 2014 2. N 429-@3 nynkm 2 cmamovu 4 Hacmosiwe2o
DedepanbHo20 3aKOHA U3N0IAHCEH 8 HOBOU pedakyuu, ecmynatoujeti 8 cuny ¢ 1 urona 2015 a.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
2) papmanieBTHYECKASI CYOCTAHIMA - JIGKAPCTBEHHOE CPEACTBO B BHUJIE OJHOTO WM HECKOJIBKUX
oOmamaromux (hapMaKkoIOTHIECKOH aKTUBHOCTBIO JIEHCTBYIOMIMX BEUICCTB BHE 3aBUCUMOCTH OT TPUPOIBI
MPOUCXOXKICHUS, KOTOPOE MPEAHAZHAUCHO JJIsi TPOU3BOJICTBA, H3TOTOBIICHUS JICKAPCTBEHHBIX MPENapaToB
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U onpezensieT ux 3h(HEeKTUBHOCTE;

3) BcmoMoratelbHbIe BeIeCTBA - BEIIECTBA HEOPTaHWYECKOTO WM  OPraHUYECKOTrO
IPOUCXOKACHUS, UCIIOJIB3YEMbIEC B MPOIIECCEe MPOU3BOJCTBA, U3TOTOBJICHHS JICKAPCTBEHHBIX MPENapaToB
JUTSL IPUAJIAHASL UM HEOOXOMMBIX (PU3UKO-XUMHUYECKIX CBOWCTB;

4) nekapcTBeHHBbIE TNpenapaTbl - JCKAPCTBEHHBIC CPEICTBA B BHUJE JICKAPCTBEHHBIX (OpM,
OpUMEHSIeMble JUIs  NPO(UIAKTHKK, JHATHOCTHKH, JIeUueHHs 3a0oJieBaHMs, peaOMIUTAIMU, IS
COXpaHEHWUsI, TIPEIOTBPALICHUS WK TPEPhIBaHUS OCPEMEHHOCTH;

5) nekapcrBenHasi popMa - COCTOSTHHUE JICKAPCTBEHHOTO TpernapaTa, COOTBETCTBYIOIIEE CIIoco0aM
€ro BBEJICHUS M MPUMEHECHHsSI 1 00eCIIeUHBAOIIEe JOCTHKEHIE HE00X0IMMOro JieueOHOoro 3 dekTa;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3aKoHa oononnera nynkmom 5.1, ecmynarowum 6 cuny ¢ 1 uons 2015 e.

5.1) nmo3upoBKa - coOAECp)KaHUE OJHOTO WM HECKOJBKUX JEHCTBYIOIIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPQXXEHUM HA EIWHUILY J03bl, WM EIWHUIly OO0beMa, WIM EIUHHILY MacChl B
COOTBETCTBUH C JIGKAPCTBEHHOU (hOPMOI OO ISl HEKOTOPBIX BUJIOB JIGKAPCTBEHHBIX (POPM KOJIHUECTBO
BBICBOOOKIAEMOT0 U3 JIEKAPCTBEHHON (hOPMBI IEHCTBYIOIIETO BEUIECTBA 32 €IMHUILY BPEMEHHU;

Undopmaris 06 n3MEHEHUAX:
Ilynkm 6 uzmenen c 13 urons 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3
CMm. npedbloywyro pedaKyuio

6) mnepeveHb KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX TMPeNnapaToB -
yrBepxkaaembiit [IpaButensctBom Poccuiickoit @enepanuu repeueHs JIEKapCTBEHHBIX IMPenapaToB s
MEIMIIMHCKOTO MPUMECHECHHSI, 00CCIICUNBAIONINX TIPHOPUTETHBIC MOTPEOHOCTH 3JPABOOXPAHCHHS B LIETISAX
npo(UIaKTUKA U JieueHus: 3a00JIeBaHU, B TOM UYHUCIE MPEoOIalaloluX B CTPYKType 3a00JI€BAEMOCTH B
Poccuiickoit ®enepanuu;

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanvriozo
3aKOHa 0onoHena nynkmom 6.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.
6.1) opdanHble JeKapcTBeHHbIE MpenapaTbl - JIEKApCTBEHHBIE Mpenaparsl, MpelHa3HauYeHHbIE
UCKITIOYUTENFHO JJS JUArHOCTUKH WM TaTOT€HETHYeCKOro JieueHHUs (JeueHusi, HalpaBIEHHOTO Ha
MEXaHMU3M pa3BUTHs 3a00s1eBaHUs) peIKUX (OphaHHBIX) 3a00JI€BaHU;

Wndopmarys 06 H3MEHEHHSX:

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

6.2) GuoJIorMYecKue JeKapCTBEeHHbIE Mpenaparthl - JIEKapCTBEHHBIE Mpenaparhl, JeicTByoIIee
BEIIECTBO KOTOPBIX MPOM3BEIEHO MM BBIJECIEHO U3 OMOJIOIMYECKOTO HWCTOYHUKA M JJI OINpeleeHUs
CBOMCTB M KauecTBa KOTOPBIX HE00X0AMMa KOMOUHAIMS OMOJIOTHYECKUX U (PU3UKO-XUMUYECKUX METOJIOB.
K Ouonormueckum jekapCTBEHHBIM IIperapaTaM OTHOCSATCS HMMYHOOMOJIOTHUYECKUE JIEKapCTBEHHbIE
npenaparsl, JEKAPCTBEHHbIE MpENapaThl, MOJYYeHHbIE U3 KPOBH, IUIa3Mbl KPOBHU YEJIOBEKA M >KUBOTHBIX
(32  HCKJIIOUYEHHWEM  I[eJNbHOM  KpOBH),  OHOTEXHOJOTMYECKHE  JIEKApCTBEHHBIE  IIpenaparsl,
FE€HOTEPANeBTUYECKHUE JICKAPCTBEHHBIE MPETapaThl;

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3akoHom om 22 Oexabpa 2014 2. N 429-D3 nynkm 7 cmamovu 4 Hacmosue2o
DeodepanvbHo20 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexem nyHKma 6 npeovioywel pedaxyuu
7) HMMMYHOOMOJOTHMYECKHEe JIEKAPCTBEHHbIe Ipenaparbl - JEKapCTBEHHbIE Ipenaparsl,
IpeJHa3HAYCHHbIE JUIsI ()OPMHUPOBAHUS AKTUBHOIO WM IACCUBHOIO HMMMYHHMTETa JIMOO IUArHOCTHUKU
HaIMYMsg  MMMYHHTETa  WJIM  JUArHOCTUKM  CHEIM(PUYECKOTO  MPHOOPETEHHOTrO0  M3MEHEHHS
UMMYHOJIOTHUECKOTO ~ OTBETa Ha  ajuieprusupyromue  BemecrBa. K MMMyHOOMOJIOrHYECKUM
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JIEKapCTBEHHBIM  TIpernaparaM  OTHOCSTCS ~ BaKIMHBI,  aHATOKCHUHBI, = TOKCHUHBI,  CBHIBOPOTKH,
UMMYHOTJIOOYJIMHBI U aJJIePTeHbl,

Wndopmarius 06 M3MEHEHUSX:

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

7.1) OuoOTexHOJIOTHMYeCKHE JIeKAPCTBeHHbIe TMpenaparbl - JIEKapCTBEHHbIE Ipenaparsl,
MIPOU3BOJICTBO KOTOPHIX OCYIIECTBIISICTCS C MCIOJIb30BAHUEM OMOTEXHOJOTUYECKHX MTPOILIECCOB M METOOB
(B8 Tom uucine JIHK-pekoMOMHAHTHOW TEXHOJIOTMH, TEXHOJOTHMH KOHTPOJIHUPYEMOM SKCIPECCHH T'€HOB,
KOAMPYIOMUX OMOJOTHYECKH aKTHBHBIC OCNKM B MPOKAPUOTAX M IYKAPHOTaX, BKIIOYAs W3MEHCHHBIC
KJIETKW MJIEKOIUTAIOINX ), THOPUOMHOTO METOJ]a U METO0/1a MOHOKJIOHAJILHBIX aHTUTET;

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 dekabpa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrozo
3aKOHA 00ONOIHeHa nyHkmom 7.2, ecmynarouum 6 cuny ¢ 1 urons 2015 e.

7.2) reHoTepameBTHYeCKHe JIeKAPCTBEHHbIe IpenapaTbl - JICKAPCTBEHHBIC IIperaparhl,
dapmarneBTHUECKass CYOCTAHIMSI KOTOPBIX SIBISICTCS PEKOMOWHAHTHOW HYKJIECHHOBOW KHCIOTOW WIIH
BKIIIOYaeT B ce01 pPEKOMOMHAHTHYIO HYKIEHHOBYIO KHCJIOTY, TIO3BOJIIONIYI0  OCYIIECTBISTH
peryaupoBaHue, pernapaiuio, 3aMeHy, 100aBJIeHHE UK y/laJeHue TEHETUYECKOM M0CIeI0BATEIbHOCTH,

8) HapkoTH4YecKHe JIeKAPCTBEHHbIe CpeACTBAa -  JICKAPCTBCHHBIC  IIpemaparbl M|
dapmaneBTHYECKUE CYOCTAHIIMH, COJEPIKaIllie HAPKOTHUYECKHUE CPEICTBA M BKIIOYCHHBIC B [lepedcHb
HAapKOTUYECKUX CPEJCTB, ICUXOTPOMHBIX BEIIECTB M HX MPEKYpCOPOB, MNOMJIEKAIIMX KOHTPOJI B
Poccniickoit  @epepaunu, B COOTBETCTBHUM C  3aKoHozarenbcTBOM  Poccmiickon — denepanum,
MEXAYHApOAHBIMU JoroBopamu Poccuiickoir ®enepauuu, B TOM uuciae EauHoll KOHBeHLMEH O
HapKOTHYEeCKUX cpeacTBax 1961 roxa;

9) ncuXOTpOMNHbBIE JIEKAPCTBEHHbIE CPEACTBA - IEKAPCTBEHHBIE MPEnapaThl U (papMarieBTHIECKIe
cyOCTaHIINM, COJEpKallhe TICUXOTPOIHBIE BEIIECTBA W BKJIIOYEHHBbIE B [lepeueHb HApKOTUYECKUX
CPEACTB, IICUXOTPONHBIX BEIIECTB M HX NPEKYPCOPOB, MOIJIEKAIIUX KOHTpPOJIO B Poccuiickoit
®enepanun, B COOTBETCTBHM C 3aKOHOJATeNbCTBOM Poccuiickoit @enepanuu, MeEXIyHAPOIHBIMHU
noroBopamu Poccuiickoit @enepannn, B ToM yncie KoneHiyel 0 ICMXOTPONHbIX BemiecTBax 1971 rona;

10) pannodapmaneBTUYECKHE JeKAPCTBEHHbIE CPeICTBA - JICKAPCTBEHHBIE CPEJICTBA, KOTOPHIE
CoJlep’KaT B TOTOBOWM MJIsi MCIMOJB30BaHUA (popMe OAMH PATUOHYKIHJ WM HECKOJIBKO PaJWOHYKIHIOB
(pamrMoaKTUBHBIX U30TOIIOB);

Wndopmarys 06 H3MEeHEHHSAX:

Cmamuws 4 dononnena nynkmom 10.1 ¢ 1 mapma 2020 2. - @edepanvhsiii 3akon om 27 dexabps 2019 .
N 475-D3
10.1) opuruHaIbHBINA JeKAPCTBEHHbIH Mpenapar - JIEKApCTBEHHBIH Mpenapar ¢ HOBBIM
JEHUCTBYIOIUM BELICCTBOM, KOTOPBIM IMEPBBIM 3aperucrpupoBaH B Poccuiickonn denepauuu Wid B
MHOCTPAHHBIX T'OCYJIapCTBAaX HAa OCHOBAHWHU PE3YJIBTATOB JOKJIMHUYECKHUX MCCIEIOBAHMM JIEKAPCTBEHHBIX
CPEACTB U KIMHUYECKUX HCCIEHOBAHUM JIEKAPCTBEHHBIX IIPENApaTOB, MOATBEPKIAAIOIIUX €r0 KAa4eCTBO,
3(PeKTUBHOCTD U O€30MTACHOCTH;

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 JieKapcTBeHHBIH Npenapar - JEKapCTBEHHBIN IMpemapaT, KOTOPBIH
UCTIONIBb3YeTCsl ISl OLEHKHM OMOPKBUBAJIEHTHOCTH MJIM TEPareBTUYECKON SKBUBAJIEHTHOCTH, KadyecTBa,
3 pexTUBHOCTH M OE30MaCHOCTH BOCIPOU3BEIACHHOTO JIEKAPCTBEHHOIO MperapaTa Wiu O0H0aHaJIOTOBOTO
(6uorog00HOT0) JIEKapCTBEHHOTO Tpenapara (OnoaHanora). B kadecTBe pedepeHTHOTO JIeKapCTBEHHOTO
npenapara s MEAMIMHCKOrO NPUMEHEHMS] HCIOJb3YEeTCS OPUTMHAIbHBIN JIEKapCTBEHHBIM Ipenapar
1100, ecIM OPUTMHAIIBHBIN JIEKAPCTBEHHBIHN IIpenapaTr He 3aperucTpUpOBaH WM HE HAXOOUTCA B 000opoTe
B Poccuiickoii @enepannu U He HAXOAUTCS B 000pOTE B MHOCTPAHHBIX TOCYAAPCTBAaX, BOCIIPOU3BEICHHBIH
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JIEKapCTBEHHBIN IMpenapar win 01oaHa’IoroBelid (OMOMOK00HKIN) JIeKapCTBEHHBIN Mpenapar (6roaHasor),
KOTOPBII TEpBBIM 3aperucTpUpoOBaH M3 4yHciaa Haxonsdmuxcs B obopore B Poccuiickoit denepanuu,
OMODKBUBAJICHTHOCTh HJIM  TEpAaleBTHYECKash JKBUBAJIEHTHOCTb, KadyecTBO, J(P(EKTUBHOCTH U
0€30I1aCHOCTh KOTOPOI'O OLIEHUBAJIUCH 110 OTHOIICHUIO K OPUIMHAIBHOMY JIEKAPCTBEHHOMY IIpernapary, a
TaKkKe KauecTBO, 3(PPEKTUBHOCTP U 0OE30MACHOCTH KOTOPOTO TOJTBEPKIAIOTCS  pe3ysibTaTaMu
(apMakoHaq30pa M IMPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOIAIMUXCA B TPAKIAHCKOM
o0opoTe, yCTaHOBIIEHHBIM TpeOOBaHMSIM K WX KadecTBY. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
npenapara Juisi BETepUHApPHOTO IPUMEHEHUS UCIIOJIb3YETCs JIEKAPCTBEHHBIN Ipernapar Ajsi BETEpPUHAPHOTO
IIPUMEHEHUs, 3aperucTpupoBaHHbli B Poccuiickoii ®denepanuu Ha OCHOBAaHMM  pE3YJIbTaTOB
JOKJIMHUYECKUX HCCII0OBAaHUM JIEKApPCTBEHHBIX CPEACTB U KIMHMYECKUX HCCIEI0BaHUN JIEKapCTBEHHBIX
IpenapaToB, HOATBEPKIAIOIINX €r0 Ka4eCcTBO, 3PPEKTUBHOCTh U OE30MIaCHOCTb;

Wuopmarus 06 H3MEHEHHSX:
Ilynxkm 12 usmenen ¢ 1 mapma 2020 e. - @edepanvuviii 3axkon om 27 dexabps 2019 2. N 475-D3

Cm. npedvloyuyro pedaKyuio

12) Bocmpou3BeleHHbIl JIeKAPCTBEHHBIH MpenmapaTr - JEKapCTBEHHBIM mpemapar Jyis
MEJHMIIMHCKOTO TPUMCHEHHS, KOTOPBI HWMEET OSKBUBAJICHTHBIH pe(epeHTHOMY JICKapCTBEHHOMY
npenapary KaueCTBEHHBIM COCTaB M KOJIMYECTBEHHBIH COCTaB JCUCTBYIOIIMX BEIIECTB B YKBUBAJICHTHOU
JIeKapCcTBeHHOU ¢opme, OO0 JIEKapCTBEHHBIM Mpenapar Jisi BETEPUHAPHOTO MPUMEHEHHS, KOTOPBIN
UMeeT Takue K€, 4YTO U pedepeHTHbI JeKapCTBEHHBIM mpernapar, KadyeCTBEHHBIM COCTaB H
KOJIMYECTBEHHBIM  COCTaB  JICWCTBYIONIMX  BEHIECTB B  TaKOW e  JICKAPCTBEHHOW  opme,
OMOSKBUBAJICHTHOCTh  WJIM  TepameBTUYEeCKas JKBUBAJECHTHOCTh  KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JICKapCTBEHHOMY IIpernapaTy MOATBEPKICHA COOTBETCTBYIOIIUMHU HUCCIICIOBAHISIMH;

Wndopmarys 06 H3MEHEHHSAX:
Ilynkm 12.1 usmenen ¢ 1 mapma 2020 2. - @edepanvhsiii 3axon om 27 dexabps 2019 2. N 475-D3

CMm. npedwloywyro pedaKyuio
12.1) TepanmeBTHYecKasi JIKBHUBAJEHTHOCTb JIEKAPCTBEHHBIX IMPeNapaToB - JOCTHUXECHHE
KJIMHUYECKH COMOCTaBUMBIX TepaneBTHUecKoro 3dekra u nokaszarenen 3¢p(HeKTUBHOCTH U 0€30MacCHOCTH
IIPY IPUMEHEHUN JIEKAPCTBEHHBIX IPENaparoB Uil MEIULIHUHCKOTO IPUMEHEHUs, HMEIOIIMX OIHO
MEXYHApOJHOE HEMaTeHTOBaHHOE (WIM XHWMHYECKOe, WM TpPYNIHUPOBOYHOE) HAMMEHOBAaHHUE, B
SKBUBAJICHTHBIX JIO3MPOBKAX MO OJHUM M TEM XK€ ITOKA3aHUSAM K INPUMEHEHHIO W IIPU OAUHAKOBOM
crioco0e BBeJIEHUs Y OAHOI U TOM ke TPyl OOJIbHBIX;

Wndhopmarust 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 4 nacmoswezo Dedepaivioco
3aKoHa oononnena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.2) OuoanajioroBblii (0HONMOIOOHBII) JeKkapcTBeHHBIN mnpenapar (0moanajior) -
OMOJIOTHYECKHM JIeKapCTBEHHBIM MIpernapar, CXOXHil Mo mnapaMerpaM KadecTBa, 3(QQEKTUBHOCTH H
0€301acHOCTH ¢ peepeHTHBIM OMOJIOTHYECKHUM JIEKApPCTBEHHBIM MpenapaToM B TAaKO ke JeKapCTBEHHON
dbopMe 1 UMEFOIITNI UICHTHYHBIN CIIOCOO BBE/ICHNUS,

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Odexabps 2014 2. N 429-@3 cmamwvs 4 nacmoswezo DedepanbHoco
3aKoHa oononnena nyHkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 20135 e.

12.3) B3amMo3aMeHsieMblil JIeKAPCTBEHHbIIl Mpemapar - JIEKapCTBEHHBIH Mpenapar c
JIOKa3aHHOM  TepameBTUYECKON HKBHUBAJICHTHOCTHIO WJIM OHMOIKBHUBAJIEHTHOCTBIO B  OTHOILICHUHU
pedepeHTHOro JEeKapCTBEHHOIO IpernapaTa, MMEIOIIMM SKBUBAJICHTHbIE €My KaueCTBEHHBIM COCTaB u
KOJIMYECTBEHHBIM COCTaB JIEHCTBYIOIIMX BEIIECTB, COCTaB BCIIOMOTATENIbHBIX BEIECTB, JIEKAPCTBEHHYIO
dbopmy U criocoO BBEICHHS;

Wndopmarus 06 H3MEHEHUSX:

Cmamus 4 oononnena nynkmom 12.4 ¢ 1 mapma 2020 2. - Pedepanvhviti 3akon om 27 dexabps 2019 e.
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N 475-D3

12.4) OMOPKBUBAJEHTHOCTH JIEKAPCTBEHHBIX MNPeNnapaToB - JIOCTH)KCHHE COIMOCTABUMBIX
I0Ka3aTeslel CKOPOCTH BCACBIBAHUS, CTEIIEHU MOCTYIJIEHUS K MECTY JIEWCTBUS U CKOPOCTHU BBIBEACHHUS
OJITHOTO MJIM HECKOJIbKMX 00Jajaromux (papMaKoIOrHYecKol aKTUBHOCTBIO NEHCTBYIOIMX BEILECTB IpU
IPUMEHEHUU JIEKApCTBEHHBIX IPENaparoB Uil MEIULMHCKOTO IPUMEHEHMS, HUMEIOUIMX OJHO
MEXYHapOJHOE HEMAaTeHTOBaHHOE (WIM XHWMHUYECKOE, WM TpPYNIHUPOBOYHOE) HAUMEHOBAaHUE, B
HKBUBAJICHTHBIX JJO3UPOBKAX M MPHU OJMHAKOBOM CIIOCOOE BBEJICHHUS;

13) JlekapcTBEHHOE PACTHTEIbHOE ChIPbe - CBEXKHE UM BBICYLICHHbIE pACTEHUS JIMOO0 UX YacTH,
UCIOJIb3YEMBIE Ul TPOM3BOACTBA JIEKAPCTBEHHBIX CPEJACTB OpraHMU3alUsAMU - IPOU3BOJUTEISAMU
JICKaPCTBEHHBIX CPEACTB WJIM M3TOTOBJICHUS JIEKAPCTBEHHBIX IIPENAapaToB alTEYHbIMU OPraHU3ALUAMH,
BETEPUHAPHBIMU ANTEYHBIMH OPraHU3ALUAMU, HHAWBUIYAJIbHBIMU IPEANPUHUMATENAMU, HUMEIOIIUMHU
JMILIEH3UIO Ha (papMalleBTUUECKYIO JIeATeIbHOCTh;

14) nexapcTBeHHBIH PACTUTENbHBIN Ipenapar - JIEKApCTBEHHBIA INpenapar, MpOU3BeICHHBIH
WIM U3TOTOBJICHHBIM M3 OJHOIO BUJA JIEKAPCTBEHHOI'O PACTUTENBHOIO ChIPbS WJIM HECKOJIBKUX BUIOB
TaKOTO CHIPBS M PEaTM3yeMbIi B pac()acOBaHHOM BHJI€ BO BTOPUYHOM (IOTPEOUTEIHCKON) YITAKOBKE;

Wudopmarus 06 H3MEHEHHSIX:

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

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu
15) romeonaTuyecknii JeKapcTBeHHbIN Mpenapar - JeKapCTBEHHBII Npenapar, Iporu3BeIeHHbIN
WIA W3TOTOBJIEHHBIH U3 (apMalleBTUYECKOH CcyOcTaHIMM Wind (papMaleBTHUYECKUX CyOCTaHLUUH B
COOTBETCTBUHM C TpeOOBaHUAMH OOIIMX (apMaKONEHHBIX CTaTe€ll K TOMEONMAaTUYECKUM JICKApCTBEHHBIM
npenapataM MM B COOTBETCTBMM C TpeOOBaHUSAMHM (apMakoned CTpaHbl MPOM3BOJUTENS TaKOIo
JIEKapCTBEHHOI'O IIperapara;

Wndopmarys 06 H3MEHEHHSAX:

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 nynkma 6 npeovioyujeli peoaxkyuu
16) MexayHapoaHoe HeNATEHTOBAHHOE HAMMEHOBAaHHE JIEeKAPCTBEHHOI0 CpeAcTBa -
HAaWMEHOBAaHME JIEHCTBYIOIIETO BeIIecTBa  (apMalleBTUYECKOW CyOCTaHIIMHM, PEKOMEHIO0BAaHHOE
BceMupHoO# opranusanuen 30paBoOXpaHeHus;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 nynkm 17 cmamvu 4 nHacmoswezo
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem nyHKkma 6 npeovioywel pedaxyuu
17) Topropoe HamMeHOBaHHMe JICKAPCTBEHHOI0 CPEACTBA - HAUMEHOBAHME JIEKAPCTBEHHOTO
CpeACTBa, MPHUCBOEHHOE €ro pa3padoT4YMKOM, JepXkKaTeleM WIN BIAJCNIbLUEM PETUCTPALIOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO NIpenapara;

Wudopmanust 06 U3MEHEHUIX:

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

17.1) rpynnupoBOYHOe HAaMMEHOBAHHE JIEKAPCTBEHHOr0 TMpenapara - HaWMEHOBAHHE
JICKapCTBEHHOTO Tpernapara, He MMEIOIIET0 MEXIYHAPOJHOTO HEMAaTeHTOBAHHOTO HAMMEHOBAHUS, WU
KOMOWHAIIMY JICKAPCTBEHHBIX MPENapaToB, UCHOIB3YeMOE B IIENAX OOBEIUHEHHS WX B TPYIIY IOA
€IMHBIM HAMMEHOBAHUEM UCXO/IS U3 OJJMHAKOBOTO COCTaBa JACHCTBYIONIUX BEIICCTR;

Wndopmarus 06 H3MEHEHUSX:

DedepanvHvim 3axkoHom om 22 oexabps 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 8 npeovioyujeli peoaxyuu

18) o0mas ¢papmakoneiiHasi cTaTbs - JOKYMEHT, YTBEP)KICHHBIM YIOJTHOMOYEHHBIM
denepaibHBIM OPTaHOM HWCIIOTHUTEIBHONW BIACTH W COJEpKAIIMiA IepeueHb TOoKa3aTelield KadecTBa U
(M1IK) METOJIOB KOHTPOJISI KaUYeCTBa KOHKPETHON JIEKapCTBEHHON (POPMBI, JIEKAPCTBEHHOT'O PACTUTEIILHOTO
CBIPBSI, OINHCAHUS OWOJOTUYECKHX, OMOXMMHUYECKUX, MHUKPOOMOIOTHYCCKHUX, (U3HKO-XUMUICCKHX,
buznyecKnx, XUMUYECKUX U JIPYTHX METOAOB aHallM3a JIEKapCTBEHHOTO CPEJICTBA, a TakKe TPeOOBaHUS K
UCIIOJIb3YEMBbIM B LEJISAX MPOBEACHHUS JaHHOTO aHaliu3a peakTHBaM, TUTPOBAHHBIM PacTBOpaM,
WHUKATOpaMm;

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 nynkm 19 cmamvu 4 nHacmoswezo
DedepanvbHo20 3aKOHA 6HECEeHbl UsMeHeHUs, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 8 npeovloyujeli peoaxyuu
19) ¢dapmakoneiinas craThsi - JIOKyMEHT, YTBEP)KIACHHBIM YINOJHOMOUYEHHBIM (eaepabHbIM
OpPTaHOM HCIIOJIHUTEIHHON BIIACTH U COACPIKAIIUN IePEUYCHb MOKa3aTeliell KaueCTBA U METOJ0B KOHTPOJIS
Ka4yecTBa JIKAPCTBEHHOTO CPEJICTBA;

Undopmaris 06 n3MEHEHUAX:

Deodepanvrvim 3axkonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrozo
3akoHa oononnena nynkmom 19.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.1) cranpapTHbie 00pa3ubl - BELIECTBA, IOCPEICTBOM CPABHEHHUS C KOTOPBIMU OCYIIECTBIISAETCS
KOHTPOJIb KAadeCcTBa WCCIICyeMbIX JICKAPCTBCHHBIX CPEJACTB C TMOMOMIBI0 (DU3HKO-XUMUYCCKUX U
OMOJIOTUYECKHX METOJOB B IIENIAX MOJATBEPKICHUS COOTBETCTBHS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
HOPMATHBHOM JTOKYMEHTAIlMU, YCTAHOBJIECHHBIM MPU OCYIIECCTBICHUU TOCYIAPCTBEHHOW PETUCTpAIlUU, U
KOTOpBIE TPUMEHSIOTCA ISl KaauOpOBKM CTAaHAAPTHBIX 0Opa3loB MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB, HCIOJB3yEeMbIX IS KOHTPOJS KauecTBa M WMHBIX IeJiel Tpu oOpalieHUuH JIeKapCTBEHHBIX
CPEJCTB;

Wndhopmarust 06 n3MEHEHUSX:
Deodepanvrvim 3axonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmoawezo Dedepanvrozo
3akoHa oononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.2) dapmakoneiinblii cTaHgapTHBIH o0pa3en - CTaHAAPTHBIA oOpaszell, MPOU3BEICHHBIA B
COOTBETCTBHUH C (papMaKoneitHON cTaThel;

20) HopMATHBHASl JAOKYMEHTALMS - JOKYMEHT, COJAEpKAIMN TEepeyeHb OIpeAeTsieMbIX II0
pe3yabTaTaM COOTBETCTBYIOIIUX OSKCIEPTH3 TOKa3aTeleld KadecTBa JIEKAPCTBEHHOTO CPEACTBA st
MEIUIIMHCKOTO MPUMEHEHHS], METOJIOB KOHTPOJISI €r0 KaueCTBa U YCTAaHOBJIEHHBIN €r0 MPOU3BOIUTEIIEM;

21) HoOpMATHMBHBIN [OKYMEHT - JOKYMEHT, COJAepXKalluii TMepedyeHb OMNpEeNeNIIeMbIX IO
pe3ynbTaTaM COOTBETCTBYIOIIMX JKCIEPTU3 MOKazareei kadecTBa W (WJIM) METOJOB KOHTPOJS KayecTBa
JEKapCTBEHHOW  (OpMBI, ONMUCaHUA  OWOJIOTHYECKUX, OWOXMMHYECKHUX, MHKPOOHOIOTHIECKHUX,
(UBUKO-XUMHUYECKUX, PU3UIECKIX, XUMUUYECKUX U IPYTUX METOJOB aHATN3a JIEKApPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TMPUMEHEHHUsI, TPeOOBaHMSI K HCIOJB3YEeMBbIM B IIEJISIX TPOBEICHUS JAaHHOTO aHaln3a
peaKTUBaM, TUTPOBAHHBIM PAaCTBOpaM, HHAUKATOPAM U YCTAHOBJICHHBIN €r0 MPOU3BOAUTEIEM;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrhozo
3aKoHa oononnena nynkmom 21.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

21.1) o0mmii TeXHUYeCKHil JOKYMEHT - KOMIUIEKT JJOKYMEHTOB M MaTEpHUajOB, COCTOSIIIHUNA U3
HECKOJIBKMX  pa3lieioB -  JOKYMEHTAllUh  aJMHHHUCTPATUBHOIO  XapakTepa,  XHUMHUYECKOM,
dapmareBTUUeCKOW W OWOJOTHYECKON JTOKyMEHTAaIuu, (HapMaKOJIOTHIECKON, TOKCHKOJIOTHYECKOM
JNOKYMEHTAllUM, KIMHUYECKOH JOKYMEHTAllUM M TPEACTaBISEMbli OJHOBPEMEHHO C 3asBICHHEM O
rOCYJapCTBEHHON pEerucTpalyy JEKapCTBEHHOTO Mpenapara Uil MEJUIIMHCKOTO TpUMEHEHHs B (hopMmarte,
YCTQHOBJICHHOM YIIOJTHOMOYEHHBIM (heZiepalbHbIM OpPraHOM UCIIOJIHUTENbHOM BIACTH;

22) Ka4vecTBO JIEKAPCTBEHHOI0 CpeICTBA - COOTBETCTBHE JIEKAPCTBEHHOT'O CpPEICTBA
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TpeGoBaHUsAM (hapMaKONEHHON CTaTh JIMOO B CIy4ae €e OTCYTCTBUS HOPMATHBHOM JOKYMEHTALUU WU
HOPMAaTUBHOT'O JOKYMEHTA;

23) 0e30MaCHOCTH JIEKAPCTBEHHOI'0 CPEACTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOTO CPEACTBA,
OCHOBaHHasi Ha CPAaBHUTEJIBHOM aHalin3e ero 3 (HEeKTUBHOCTH U PUCKA IPUYMHEHHS Bpeia 310POBbIO;

24) 3¢ (peKTUBHOCTH JIEKAPCTBEHHOI0 NMpenapara - XapakTepuCTUKa CTENEHH MOJI0KUTEIBHOTO
BJIMSHUSL JICKApCTBEHHOTO IIpernapara Ha TEYEHHE, MPOJOJDKUTENBHOCTh 3a00JIeBaHUS WM  €ro
Ipe0TBpalIeHNE, peaOuINTaINI0, HA COXPAaHEHUE, TPEJOTBPAILCHUE WX TPepbIBaHNE OEPEMEHHOCTH;

25) cepus JieKapCTBEHHOI'0 CPeICTBA - KOJIMYECTBO JIEKAPCTBEHHOT'O CPEJICTBA, IPOU3BEICHHOE B
pe3yJibTaTe OJHOr0 TEXHOJIOTUYECKOI0 [IUKJIIA €T0 IPOU3BOIUTENIEM;

26) perucTpalMOHHOE YJI0CTOBEpeHHE JIEKAPCTBEHHOr0 TMpemapara -  JIOKYMEHT,
HOATBEPKIAIOMINN (PAaKT rOCy1apCTBEHHON PErHCTPALINU JIEKAPCTBEHHOTO TpenapaTa;

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3aKoHa oononnena nynkmom 26.1, ecmynaowum 6 cuny ¢ 1 urons 2015 e.

26.1) pepskaTeqb WM BJajesell PerucTPAlMOHHOIO YJI0CTOBEPEHUS JIeKAPCTBEHHOIO
npemnapara - pa3padoTurK JICKapCTBEHHOTO CPEACTBA, IPOU3BOAUTEIb JICKAPCTBEHHBIX CPEACTB MJIM MHOE
IOpUIMYECKOE JIMIO, OOJajaroiiee MpaBOM BIAJACHUS PETHCTPALMOHHBIM YJIOCTOBEPEHHEM, KOTOPBIC
HECYT OTBETCTBEHHOCTH 32 Ka4eCTBO, 3(h(PEeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOT'O IIperapara;

27) perucTpaliMOHHbIA HOMEp - KOJAOBO€ OOO3HAUYEHHE, NPHUCBOCHHOE JIEKAPCTBEHHOMY
mpernapary IpH ero rocy1apCTBeHHON PEeTrUCTpalluu;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 6 Oexaopsa 2011 2. N 409-@3 ¢ nynkm 28 cmamvu 4 unacmoswezo
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUs, BCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHell nocie
OHsL OpuyUaIBLHO20 ONYONUKOBAHUS HA38aAHH020 DPedepalbH020 3aKOHA

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu

28) oOpameHue JeKAPCTBEHHBLIX CPeACTB - pa3paboTka, TOKIWHUYECKHUE WCCIIEIOBAHMUS,
KIIMHUYECKHE UCCIIEIOBAHMSI, IKCIEPTHU3a, TOCYJapCTBEHHAsI pErucTpalus, CTaHAapTH3alus U KOHTPOJIb
KadyecTBa, MPOU3BOACTBO, U3TOTOBIICHUE, XpAHEHUE, TTIEPEBO3Ka, BBO3 B Poccuiickyro denepannio, BHIBO3
u3 Poccuiickoit denepanuu, pekiama, OTIYCK, pealu3alvs, Nepenava, MPUMEHEHHE, YHUUYTOKEHHUE
JIEKapCTBEHHBIX CPEJICTB;

29) cy0bekTHl OOpallleHHsl JeKAPCTBEHHBIX CPeACTB - (U3NYECKHE IUIAa, B TOM YHCIE
WHIUBUIyaJIbHBIE TIPEANPUHUMATENN, W IOPUIUYECKUE JHUIA, OCYIIECTBISIONINE JEATeIbHOCTh MpU
oOpallleHuH JIEKapCTBEHHBIX CPEJICTB;

Wudopmanust 06 U3MEHEHUIX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-d3 ¢ nynxkm 30 cmamou 4 nacmosuezo
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem nyHKkma 6 npeovioywel pedaxyuu

30) pa3padoTyMK JIEKAPCTBEHHOI0 CpPeACTBA - OpraHu3amus, oOJiajgaromas TpaBaMyd Ha
pe3ynbTaThl JOKIMHUYECKUX MCCIENOBAHUN JIEKAPCTBEHHOTO CPEACTBA, KIMHUYECKUX HCCIEeTOBaHUI
JIEKapCTBEHHOTO Mperapara U (WJIM) Ha TEXHOJIOTHIO MPOU3BOCTBA JIKAPCTBEHHOTO CPEIICTBA;

31) npou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JESITEIBHOCTH MO MPOU3BOICTBY JEKapCTBEHHBIX
CPEACTB OPTaHU3ALMUSIMH - IPOU3BOIUTEISIMH JICKAPCTBEHHBIX CPEJICTB HA OJTHON CTAMH, HECKOJIBKUX WIIN
BCEX CTAJMAX TEXHOJOTHYECKOro Tpollecca, a TaKKe M0 XPAaHEHHWI0 M pPean3aluu MPOU3BEACHHBIX
JIEKapCTBEHHBIX CPEJICTB;

Wndopmarus 06 H3MEHEHUSX:
Deoepanvrvim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 cmamvs 4 nacmosaweco Dedepanvrozo
3axona oonoanena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urwona 2015 e.

31.1) npou3BOACTBEHHAsl IUIONIAAKA - TEPPUTOPHATBHO  OOOCOOJEHHBIM  KOMILIEKC

NPOM3BOJUTENS JIGKAPCTBEHHBIX CPEJACTB, TPEIHA3HAYCHHBIA Ui BBIIOJHEHHS BCEro Impoliecca
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IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB UJIU €T0 OIIPE/IECIICHHON CTa/luu;
32) npou3BoOANTE/Ib JIEKAPCTBEHHBIX CPEICTB - OPraHU3allysl, OCYIIECTBISAIONIAs IPOU3BOICTBO
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHH € TpeOOBaHMAMH HacTosero denepaibHOro 3aKoHa;

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

CMm. npedvloywyro pedaKyuio

33) ¢apmaneBTHUYeCKas AesiITEIbHOCTH - JICATEILHOCTh, BKIIOYAOMmas B CceOS OINTOBYIO
TOPTOBIIFO JIEKAPCTBCHHBIMU CPEJCTBAMH, HMX XpaHEHHE, MEPEBO3KY W (WJIM) PO3HUYHYI) TOPTOBIIO
JICKApCTBCHHBIMH TIpeniapaTaMy, B TOM 4YHCIE JTUCTAHIMOHHBIM CIIOCOOOM, WX OTIYCK, XpaHEHHE,
MIEPEBO3KY, U3TOTOBJICHHE JICKAPCTBEHHBIX MIPEapaToB;

34) opraHu3zanusi ONTOBOW TOPrOBJHM JIEKAPCTBEHHBIMH CpPeICTBAMHU - OpraHU3aIus,
OCYIIECTBIISIONIASl ONTOBYI) TOPTOBJIIO JICKAPCTBEHHBIMU CPEJCTBAMHU, HMX XpaHEHHE, IEPEBO3KY B
COOTBETCTBUH C TpeOOBaHUSAMH HacTosIero denepaibHOro 3aKoHa;

Undopmaris 06 n3MEHEHUX:
Ilynkm 35 usmenen ¢ 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedbloywyro pedaKyuio
35) anTeuyHasi OpraHM3amusi - OPraHU3aIMsl, CTPYKTYPHOE TOJpa3leiCHue MEIUIUHCKON
OpTaHM3aINH, OCYIISCTBIISIONINEC PO3ZHUYHYIO TOPTOBIIO JICKAPCTBCHHBIMH IperapaTaMy, B TOM YHCIE
JMCTaHIIMOHHBIM CITIOCOOOM, XpaHEHHE, IEPEBO3KY, U3TOTOBJICHUE U OTIYCK JICKAPCTBEHHBIX MPEIapaToB
JUTSL METUITUHCKOTO MIPUMEHEHHSI B COOTBETCTBHH C TPEOOBaHUAMH HacTosIIero deaepaibHOro 3aKOHa;

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

CMm. npedvloyuyro pedaKyuio
36) BeTepuHapHasi amnTe4YHasi OPraHU3alMs - OPTraHU3AIMs, CTPYKTYpHOE IMOJApa3/eleHne
BETEPUHAPHOW OpPraHU3aIluH, OCYIIECTRIISIONINE PO3HUIHYIO TOPTOBITIO JIEKAPCTBCHHBIMU TIPEIapaTaMH, B
TOM YHCJE JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHEe, U3TOTOBJICHHE U OTIYCK JIEKAPCTBEHHBIX MpEnapaToB
JUTSL BETEPUHAPHOTO TIPUMEHEHUS B COOTBETCTBHH € TPeOOBaHUAMU HacTosIero deaepasbHOrO 3aKOHA;

37) ¢anbcuduuupoBaHHOe JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE  CPEJNCTBO,
COTPOBOXKAAEMOE JIOKHOU MH(OpPMAIIUE 0 €ro COCTaBe U (UITH) IPOU3BOIUTEIIE;
38) HenoOpokauvecTBeHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTBO, HE

COOTBETCTBYIOIIEE TpeOOBaHUIM (HapMakoIeiHoi cTaThbi JUOO0 B Cliydae €€ OTCYTCTBHS TPeOOBaHHSIM
HOPMAaTUBHOM TOKyMEHTAllUN WJIA HOPMaTUBHOTO IOKYMEHTA;

39) xoHTpadakTHOE JIeKAPCTBEHHOE CPeACTBO - JIEKApCTBEHHOE CPEJICTBO, HAaXOJsIIEecs B
000poTe C HapyIIEHUEM I'PAk/IAHCKOT0 3aKOHO/IATEIbCTBRA;

40) noxkJIMHHYECKOe HCCJeJ0BaHUe JIEKAPCTBEHHOIO cpeAcTBa -  OWOJIOTMYECKUE,
MHUKPOOHOJIIOTHYECKHE, HUMMYHOJIOIMYECKHE, TOKCHKOJOrMYeckue, (apMakosorndeckue, (uU3N4ecKue,
XUMHYECKHE U JIPYTHe UCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA MyTEeM MPUMEHEHHs] HayYHBIX METOOB
OLIEHOK B LIEJISIX MOJYYEHHUs JO0Ka3aTesbCTB 0€30MacHOCTH, KauecTBa U AP(PEKTUBHOCTH JIEKAPCTBEHHOTO
CpEICTBA;

4]) kIMHHYECKOe HMCCIel0BAHHE JIEKAPCTBEHHOI0 Ipenapara - U3y4YeHUE TUAarHOCTHYECKHX,
Je4eOHbIX, NPOPUIAKTHYECKUX, (HapMaKOJOTHYECKHX CBOMCTB JIEKapCTBEHHOTO IpernapaTra B Ipolecce
€ro INPUMEHEHMsI y 4YEJOBEKa, JKUBOTHOIO, B TOM YHCIIE IPOLECCOB BCACHIBAHUS, DPACIpEACICHUS,
U3MEHEHUS W BbBIBEJCHHS, IyTeM MPUMEHEHHS Hay4YHbIX METOJOB OILIEHOK B IIeNIAX IOJTy4eHUs
JI0Ka3aTe’abcTB 0€30MacHOCTH, KadecTBa M 3()(HEKTUBHOCTH JIEKApCTBEHHOTO Ipernapara, JaHHBIX O
HE)KENNaTeNIbHBIX PEAKIUAX OpraHu3Ma 4eJOBeKa, dKMBOTHOIO Ha IPUMEHEHHE JIEKapCTBEHHOI'O IIpenapara
U 00 3¢dexTe ero B3aUMOJCHCTBUSA C OPYTUMH JICKApPCTBEHHBIMH IpenaparaMu U (W) MHILEBBIMU
POAYKTaMHU, KOPMAaMU;

42) MHOTOLEHTPOBOE KJIMHHMYECKOe HCCIeI0BaHHe JICKAPCTBEHHOrO0 Ipenapara UIf
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MEAUUMHCKOT0 TpPHMeHeHHsl - KIMHUYECKOe HCCIIeI0OBaHNE JIGKAPCTBEHHOTO Iperapara s
MEIUIIMHCKOTO MPUMEHEHHs, TPOBOMMOE pa3padOTUYMKOM JICKApPCTBEHHOTO Iperapara B IBYX M Ooiee
MEIUIUHCKUX OpPraHM3alUsAX IO €AWHOMY MPOTOKONY KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
npenapara;

43) MeXKIyHApOJAHOe MHOTOLEHTPOBOE KJIMHMYECKOEe MCCJIe0BaHUE JIEKAPCTBEHHOIO
npenapara s MeIUIHHCKOr0 MPHUMeHeHHs - KIMHUYECKOEe MCCIeA0BaHNE JIEKaPCTBEHHOTO TIperapara
AJId MECAUITUHCKOTO IIPUMCHCHUA, ITIPOBOANMOC pa3pa60Tq1/H<0M JICKApPCTBCHHOI'O IMpCriapaTa B Pa3IMYHbIX
CTpaHax Mo eMHOMY IIPOTOKOJTY KIMHUYECKOTO HCCIIEIOBAHMUS JICKAPCTBEHHOT'O MPEerapaTa;

44) nocTperucTpaloOHHOEe KJIMHMYECKOe MCCJIeJOBaHUE JIEKAPCTBEHHOro mpemnapara uis
MeIUIMHCKOr0 TpPHMeHeHUsl - KIMHUYECKOe HCCIeOBaHUE JIEKapCTBEHHOTO Mpernapara il
MEIUIIUHCKOTO MPUMEHEHHUs, TIPOBOJMMOE MPOU3BOAUTEIEM JIEKAPCTBEHHOTO Iperapara, rPa)kJaaHCKUuR
000pOT KOTOPOTO OCYHIECTBIISICTCS IOCJIE TOCYJapCTBEHHOM DPErucTpaluy, B IENsSX JONOJHUTEIHHOTO
cOopa aHHBIX O ero 0e30MacHOCTH U A(P(PEKTUBHOCTH, PACIIMPEHUS MMOKAa3aHUH K MPUMEHEHHIO JaHHOTO
JIEKapCTBEHHOTO Mperapara, a Takyke BBISIBIICHUS HeXKEJaTeIbHBIX PEaKIMii MallMeHTOB Ha €ro JICHCTBHE;

Undopmarus 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 nynkm 45 cmamvu 4 nacmosuezo
DedepanbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynarowell 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 8 npeovloyujeli peoaxyuu

45) ucciaenopanne 0MOIKBHBAJECHTHOCTH JIEKAPCTBEHHOI0 Mpenapara - BUJA KIMHUYECKOTO
UCCIICIOBaHMS JICKAPCTBEHHOT'O TpenapaTa, MpOBEIECHHE KOTOPOTO OCYIIECCTBIISCTCS JUIS OIpPEIeICHUS
CKOPOCTM BCAChIBaHMsS W BBIBEJCHUS OJHOI'O WM HECKOJbKUX oOOnajgaromux (apmakogoruyeckon
AKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJMYECTBA JICKAPCTBEHHOTO IMperapara, JJAOCTHTAIOIIEro
CHUCTEMHOI'0 KPOBOTOKAa, W PE3YJIbTaThl KOTOPOTO MO3BOJSIOT CAENaTh BBIBOA O OMOIKBHUBAJEHTHOCTH
BOCIIPOM3BEJICHHOTO JICKAPCTBEHHOTO Tperapara B ONpEIesICHHBIX JIEKapCTBEHHOH (hopMe U JT03UPOBKE,
COOTBETCTBYIOLIMX (hOpME U JO3UPOBKE peepeHTHOro JIEKapCTBEHHOTO MIpernapara;

46) uccienoBaHue TepaneBTHYeCKOH KBHMBAJIEHTHOCTH JIEKAPCTBEHHbIX NpenaparoB - BUJ
KJIMHUYECKOT'O MCCIIEJOBAaHUS JIEKApPCTBEHHBIX IMPENaparoB, MPOBEAEHUE KOTOPOTO OCYILECTBIISETCS s
BBISIBIICHHS OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MpPENapaToB ONPENEICHHON JEKapCTBEHHON (POpMEI, a
TaKXKe HaJM4Yus OJIMHAKOBBIX MOKa3aTeneil 6e30nacHOCTH U 3(h()EKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB,
OJTMHAKOBBIX KJIMHUYECKHX 3(PPEKTOB MpH MX TPUMEHEHUH;

47) nmpoTOKO0J KJIMHMYECKOr0 HCCJIeI0BAHHMS JIEKAPCTBEHHOIO Ipenapara - JOKYMEHT, B
KOTOPOM OIPENeNIIOTCs [end, (OpMBI OpraHU3allid M METOJOJIOTHS TPOBENCHUS KIMHHUYECKOTO
UCCIIEIOBaHMs, CTAaTHMCTUYECKHE METOAbl 0OpaOOTKH pe3ylbTaTOB TaKOTO HCCIEIOBAaHHUA M MEphl 10
oOecnieueHr0 0e30macHOCTU  (PM3MYECKUX JIML, YYacTBYIOIIMX B KIMHUYECKOM HCCIIEJOBaHUU
JIEKapCTBEHHOT O Mpenapara;

48) Opomopa wuccjeaoBaTeNss - CBOAHOC W3JO0KEHHE pE3yIbTaTOB JOKIMHHUYECKOTO
UCCIIEIOBaHMS JICKAPCTBEHHOT'O CPE/ICTBA M KIIMHUYECKOTO MCCIIEI0BAHUS JICKAPCTBEHHOTO Mpenapara asis
MEIUITUTHCKOTO IPUMEHEHUS;

49) uH(popMAUMOHHBIN JHCTOK MAIMEHTA - JJOKYMEHT, B KOTOPOM COAEP>KaTcsl B JIOCTYIHOM
dopme cBeleHUs, Kacalouuecs MPOBOIMMOT0 KIMHIYECKOTO MCCIIeIOBAHUS JIGKAPCTBEHHOTO Tperapara,
U B MMCBMEHHOH (opme 100pOBOJILHOE corjacue MalMeHTa Ha yyacTHe B KIMHUYECKOM HCCIeI0OBaHUU
JIEKapCTBEHHOTO Tperapara IMocje O3HAKOMIIEHHS C OCOOCHHOCTSMH KIMHHUYECKOTO WCCIIETOBAHHUS,
UMEIOIMMH 3HAYCHHE JJIS1 BBIPAKEHHSI TAKOTO COTIIACHS;

50) moGouyHoe [eilicTBHe - peaklMs OpraHW3Ma, BO3HHUKIIAS B CBSA3M C IPUMEHEHHEM
JIEKapCTBEHHOTO TMpernapara B J103aX, PEKOMEHIYEMBbIX B HHCTPYKIMH MO €ro MNPUMEHEHHIO, IS
NpOoQUIAKTUKH, TUATHOCTUKY, JICUEHUs 3a00JIeBaHMs WM JUI PeaOUINTaLUY;

Wndopmarus 06 H3MEHEHUSX:

DedepanvHvim 3akoHom om 22 Odexabps 2014 2. N 429-@3 cmamwvs 4 nacmoswezo DedepanbHoco
3axona oonoanena nynkmom 50.1, ecmynarowum 6 cuny ¢ 1 urwona 2015 e.
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50.1) HekenaTeNbHasl peakIusi - HEMpeJIHAMEPEHHas HeOJarompusiTHAs pPEaKiUs OpraHu3Ma,
KOTOpasi MOXKET OBbITh CBsI3aHA C IPUMECHEHHEM JICKApPCTBEHHOT'O MperapaTa;

51) cepbe3Hasi HexeJaTeJIbHasl pPeaKklusi - HEKEIATEIbHAS PEaKIUs OpraHW3Ma, CBSI3aHHAs C
NPUMEHEHHEM JICKApCTBEHHOTO Tperapara, HpUBEIIIas K CMEPTH, BPOXKIACHHBIM aHOMAIHUSIM HIIN
MOpPOKaM Pa3BUTHUSL JHOO TPEICTABISIONIAs COOOW yrpo3y JKU3HH, TPEeOyroIIas TOCIHTATU3AlUN WK
HpHUBEIIIas K CTOUKOM yTpaTe TPYI0CIOCOOHOCTH U (MITH) HHBAJIHIHOCTH;

Wndopmarius 06 H3MEHEHUSX:

Deodepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-@3 nynkm 52 cmamwvu 4 nacmoswezo
DedepanvbHo2o 3aKOHA U3N0JCEH 8 HOBOU pedaKkyuu, ecmynarowell ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 8 npeovioyujeli peoaxyuu

52) HenmpenBHUIeHHAsI HeKeJIaTeJbHAsl Peaklus - HEKENaTeIbHasl PEakIis OpraHu3Ma, KOTopas
CBSi3aHA C TPUMEHEHHEM JIEKapCTBEHHOI'O IIperapara B J03aX, PEKOMEHIYEeMBIX B IPOTOKOJIE €ro
KJIMHUYECKOTO HCCIICIOBaHUs, OpOIIIOpE HCCIIENOBaTelsd, WM C TPUMEHCHHUEM JICKapCTBEHHOTO
mpermapara B J103aX, PEKOMEHIYEeMbIX B HMHCTPYKIIMH TI0 €ro MPUMEHCHHIO IS TPOQUIAKTHKH,
JIMarHOCTHKY, JICUCHHsI 3a00JICBaHUsl WIM MEIUIIMHCKON peaOWIUTaIlluK NAIlMeHTa, U CYIIIHOCTb, TSHKECTh
WIA HMCXOJ] KOTOPOH HE COOTBETCTBYET MH(OPMALMHU O JICKAPCTBEHHOM IMIperapare, coIepiKaimeics B
NPOTOKOJIE €ro KJIMHUYECKOTO HCCIICJAOBaHMs, OpOILIOpe KCCIeIoBaTelsl WIA B WHCTPYKIHH TI0
MPUMEHEHUIO JICKaPCTBEHHOTO TIperapara;

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3aKkoHa oononnena nynkmom 52.1, ecmynaowum 6 cuny ¢ 1 urons 2015 e.
52.1) papmakoHan30p - BUA AEATEIBHOCTH 10 MOHUTOPUHTY 3(PPEKTUBHOCTH W 0€30MacHOCTH
JIEKApCTBEHHBIX MPENapaToB, HAIIPABJICHHBIA Ha BBISIBIEHUE, OLEHKY U MPEIOTBPAIICHUE HEXENATeIbHBIX
MOCJIE/ICTBUM MPUMEHEHHS JICKAPCTBEHHBIX MPENapaTos;

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanviozo
3aKOHa 0ononneHa nyHkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.2) mjiaH ynpaBJieHUsl PUCKAMU - TTOJAPOOHOE ONMHUCAHME MEPONPHUATUN TIO (hapMaKOHAI30pY,
HaIlpaBJIEHHBIX Ha BBISBICHUE, OLUEHKY M NPEIOTBpPALICHUE WM MHUHHUMHU3ALMIO PUCKOB, CBS3aHHBIX C
JIEKapCTBEHHBIMU TpenapaTamu, BKItouas oleHKY 3 (HEKTUBHOCTH JaHHBIX MEPOIIPHUATHIA;

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

CMm. npedvloywyro pedaKyuio
TAPAHT:

[Tonoxxenus mynkra 53 crateu 4 (B pegaknun OeaepanbHoro 3akoHa oT 29 mrojs 2017 r. N 242-D3) B
qacTu, Kacarouleicss (opMUPOBaHMS U BbIJAUU PELIETITOB Ha JIEKAPCTBEHHBIE MpernapaThl, COJEpIKallie
Ha3HAUYE€HUE HAPKOTUYECKUX CPEJICTB HIIU MICUXOTPOIHBIX BEIIECTB, B (pOpMe 3JIEKTPOHHBIX JOKYMEHTOB,
npuMeHsroTcs ¢ 1 aaBaps 2019 1.

53) peuenTt Ha JleKapCTBEHHBIH Npenapar - MEIUIMHCKUNA JOKYMEHT YCTaHOBIIEHHON (HhOPMBI,
CoJIepXKaIlMil Ha3HA4YC€HHE JIEKapCTBEHHOTO Ipenapara g MEAMIMHCKOIO NPUMEHEHUS, BbIIaHHBIN
MEIUIMHCKUM pPAaOOTHUKOM B LENSIX OTIyCKa JIGKAPCTBEHHOI'O Ipernapara MM ero HM3TOTOBJICHUS WU
OTIIyCKa Ha OyMa)XHOM HOCHTEJI€ WJIM C COTrJIacHsl MalUeHTa WM €ro 3aKOHHOTO MPEeICTaBUTENS B hopme
JJIEKTPOHHOTO JIOKYMEHTa, MOJMMCAHHOTO C HCHOJb30BAHUEM YCHJICHHOM KBAIM(DUIIMPOBAHHOM
AJIEKTPOHHOM MOJIINCH MEAUIIMHCKOTO pabOTHUKA, JTMOO0 JOKYMEHT YCTAaHOBIEHHOW (hOpMBbI, copepKamuit
Ha3HAYCHME JICKAPCTBEHHOI'O IIperapara Il BEeTEpUHAPHOIO IPUMEHEHMS, BBIJAHHBIN CIIELIMAINCTOM B
00J1aCTH BETEpUHAPUH B LIENIAX OTIIYCKa JEKapCTBEHHOI'O Ipenapara Wi €ro U3roTOBJIEHHs U OTIYCKa Ha
OyMa’KHOM HOCHUTEIIE;

Wndopmarus 06 H3MEHEHHSX:
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Ilynkm 54 usmenen ¢ 13 aseycma 2019 e. - @edepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
54) TpeGoBaHHMe MEIMIIMHCKOI OpPraHU3alMid, BeTePUHAPHOI OPraHU3alMU - JOKYMEHT
YCTAHOBJICHHOM (POPMBI, KOTOPBIA BBINMKMCAH MEAMLIMHCKAM PaOOTHUKOM WM CHEHUAIUCTOM B 00JacTu
BETEPUHAPUH, HUMEIOIIMMU Ha 5TO MPaBO, U COJEPKUT B NUCHbMEHHOW (opMe yKazaHuUE amnTeuHOU
OpraHu3alliy WM BETEPUHAPHOW anTEYHOH OpraHu3aluu 00 OTIYCKE JIEKApCTBEHHOTO IpenapaTta WiH O
€ro M3rOTOBJICHUH M 00 OTIIyCKe Ui oOecreueHus JeueOHoro mpoiecca B MEIULIUHCKON OpraHU3aIui,
BETEPUHAPHOW OpPraHU3aLUY;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrozo
3aKOHA 0ONOIHeHa nyHkmom 55, ecmynarowum 6 cuny ¢ 1 uons 2015 a.

55) KoMIUIeKCHasi OIlEHKAa JIGKQpCTBEHHOTO IIpemapara - OICHKa 3aperucTpUPOBAHHOTO
JIEKapCTBEHHOI'O TperapaTa, BKIIFOYaroIias B ce0s aHaiu3 WHGOpPMAIUU O CPaBHUTEIBHOW KIMHUYECKOM
3¢ (HEKTUBHOCTH B OS30MACHOCTH JISKAPCTBCHHOT'O Iperapara, OICHKY SKOHOMUYECKUX MOCIICICTBUI €ro
MPUMEHEHHUS, U3Y4YEeHUE JOTOJHUTEIbHBIX MOCIEICTBUI MPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara B LeNsIxX
NPUHATUS PEHICHUNW O BO3MOXHOCTH BKJIIOUEHHS JICKAPCTBEHHOTO Ipernapara B IepeyueHb >KU3HEHHO
HEOOXOJMMBIX W BAXXHEHINMX JICKAPCTBEHHBIX IIPENapaTroB, HOPMATHBHBIC IIPABOBBIC AaKThl M HWHBIC
JIOKYMEHTBI, OIPEICISIIONIUME MOPSAOK OKa3aHUs MEIUIIMHCKOW TIOMOIIM, WM HCKJIIOYEHUs €ro u3
YKa3aHHBIX [ePEeyHs, aKTOB U JOKyMEHTOB;

Undopmaris 06 n3MEHEHUAX:

Cmamos 4 oonoanena nynkmom 56 ¢ 1 aunsapsa 2018 e. - edepanvrviii 3axkon om 28 dexabpsa 2017 a.
N 425-D3
56) cucrteMa MOHMTOPUHIA JIBHUKEHHS JI€KAPCTBEHHBIX MPeENapaTroB AJs MeIUIMHCKOI0

npuMeHeHusi - (enepanpHas rocyaapCcTBEHHAs WHQPOPMAIMOHHAS CHCTEMa MOHUTOPWHTA JBHKCHHS
JICKAPCTBEHHBIX TMPENapaToB [UIsl MEIUIMHCKOTO TPUMEHEHHUS OT MPOU3BOAUTENS JO0 KOHEYHOTO
NOTPEOUTENsT C WCIOJB30BAHMEM B OTHOIICHUH JIEKAPCTBCHHBIX IMPEIMApaToB JUIS MEIUIIMHCKOTO
MPUMEHEHHUS CPEJICTB UACHTU(DUKAITIH.

FAPAHT:

CM. KoMMeHTapuu K cTaTthe 4 Hacrosero deaepanbHOro 3aKOHa

I'naBa 2. [TositHoMo4us (perepajibHBIX OPraHOB UCIOJHUTEIbHON BJIACTH, OPraHOB
HCIOJHUTEIbHOH BJIaCcTH cy0ObeKkTOB Poccmiickoii @enepanun npu oopamieHnH JIeKapCTBEHHbIX
CpPeACTB

Crarbs 5. IlonmHomouus ¢eaepanbHbIX OpPraHOB HCIOJIHUTENBHOM BIIACTH TNpH OOpaleHUU
JIEKapCTBEHHBIX CPE/ICTB
K nmnomHomouunsiMm  denepaabHBIX  OpPraHOB — HMCIOJHUTENBHOW BJIACTH MNpH  OOpalleHuu
JIEKAPCTBEHHBIX CPE/ICTB OTHOCATCS:

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 dekabps 2014 2. N 429-®@3 6 nynkm [ cmamvu 5 Hacmoswe2o
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.
Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu
1) mposenenue B Poccuiickoit @enepanuu €IWHON TOCYJapCTBEHHOM IOJUTUKUA B 001acTu
o0ecrieyeHus JIeKapCTBEHHBIMU IIpenapaTaMu rpaxaad B Poccuiickoit @eneparuy;
Wndopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3axonom om 22 oOexabps 2014 2. N 429-d3 6 nynkm 2 cmamvu 5 HACmMosue2o
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.
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Cm. mexkcm nynkma 8 npeovloyujeli peoaxyuu
2) yTBepkaeHHWE OO0mmx dapMakonerlHbIX —cTaTei, (apMakoNnelHbIXx cTaTed, H3JaHue
rocy/IapCcTBEHHOU (hapMaKormen, CO3aHne U BEACHHUE peecTpa papMaKoNeHHbIX CTaHIaPTHBIX 00pa3IloB;

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

CMm. npedvloywyro pedaKyuio
3) ocymecTBieHne (eaepaTbHOr0 roCyIapCTBEHHOTO KOHTpoJis (Ham3opa) B chepe oOpamieHus
JICKapPCTBEHHBIX CPEJICTB;

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

Cm. npedvloywyro pedaKyuio
4) TnUIEH3UPOBAaHWE NPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB, B TOM 4YHCIC (QeaepabHbII
TOCYJapCTBEHHBIN JIMIICH3UOHHBIH KOHTPOJb JCSITEIBHOCTH 1O MPOU3BOJCTBY JICKAPCTBEHHBIX CPEICTB,
NEPUOINIECKOE TOATBEPKICHUE COOTBETCTBHUS JIMIIEH3MATA, WMEIOIIEro JIMIEH3UI0 Ha TPOM3BOJCTBO
JICKApCTBCHHBIX CPEJACTB, U (apMaIlCBTHUECKOW JEATEIILHOCTH B COOTBETCTBHUHU C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanuu;
TAPAHT:

Cwm. IlomokeHue O JUIEH3UPOBAHUM MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB, YTBEPKICHHOE
nocranopieHueM IIpaButensctBa PD ot 6 urong 2012 r. N 686

Undopmarust 06 n3MEHEHUX:

Deodepanvrvim 3axonom om 22 oOexkabps 2014 2. N 429-d3 6 nynkm 5 cmamovu 5 Hacmoswezo
DedepanbHo20 3aKOHA 8HeceHbl UsMeHeHus, scmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nynkma 8 npedvloyujeli peoaxyuu
5) opraHuzanMs SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB, dTUYECKOW IKCHEPTU3BI BO3MOXKHOCTU
MIPOBEJICHUS KIMHHYECKOTO MCCIIEOBAHUS JICKAPCTBEHHOTO Tperapara JUIsl MeIUIIHHCKOTO TIPUMEHEHUS,
OKCIEPTH3bl  JIOKYMEHTOB, TMPEJCTaBICHHBIX JJs  OMNpEeJeNieHHusT BO3MOXHOCTH paccMaTpUBaTh
JICKapCTBCHHBIN TMpemapat Uisi MEAWIIMHCKOTO TPHMEHEHUS TIPU TOCYAApCTBEHHOW pPETUCTpAlUd B
KauecTBe OpaHHOIO JEKAPCTBEHHOTO Mpernapara;

Wndhopmarust 06 n3MEHEHHSX:

Deodepanvrvim 3axkonom om 22 Odexabpa 2014 2. N 429-dD3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKoHa 0ononnena nynkmom 5.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.

5.1) opraHu3zanusi TPOBEACHHUS KOMILIEKCHOM OIIEHKM JIEKQpCTBEHHOrO Mpemapara B IENIX
NPHUHITHS PEIICHHH O BO3MOXKHOCTH BKJIIOUCHHS JICKAPCTBECHHOI'O Iperaparta B IepeveHb JKU3HEHHO
HEOOXOMUMBIX M BAXHEWUIINX JIEKAPCTBEHHBIX IPENapaToB, HOPMATHBHBIE MPABOBHIE AaKThl U HWHBIC
JIOKYMEHTBI, OIPEACISIONIUE IMOPSIOK OKa3aHWs MEAWIIMHCKOW TIOMOINM WJIM WCKJIIOYCHUS €ro u3
YKa3aHHBIX MEePEeyHs, aKTOB U JOKyMEHTOB;

6) BbIJIaYa pa3pelieHUi Ha MPOBEICHNE KIIMHUICCKUX NCCIICIOBAaHMH JIGKAPCTBEHHBIX IIPEIIapaToB,
BEJICHHE PEeCTpa BBIIAHHBIX pa3pelieHuil Ha MPOBEACHHE KIMHHUYECKUX HCCIEeIOBAHUI JIEKapCTBEHHBIX
pernapaTos;

7) TocymapCTBEHHasl PErucTpaiusi JEKapCTBEHHBIX IMpPemapaToB, BeIEHHE TOCYIapCTBEHHOTO
peecTpa JICKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabpsa 2014 2. N 429-®@3 nynkm 8 cmamwvu 5 Hacmoswe2o
DedepanbHo20 3aKOHA U3N0AHCEH 8 HOBOLL pedakyuu, ecmynaroujell 6 cuny ¢ 1 smeapsa 2016 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
8) opranumzanusi U (WIM) MPOBEJICHUE MHCIEKTUPOBAHMUS CYOBEKTOB OOpalleHHs JEKapCTBEHHBIX
CPEACTB Ha COOTBETCTBHME IPAaBMJIAM HaAJIeKalleld J1a0opaTOpHOM IMPAKTHKM, IpaBUIaM HaJIexallen
KJIMHUYECKON MPAKTUKH, NpaBUaM HaJUIeKalled NPAaKTHUKUA XPAHEHUS M IEPEBO3KU JIEKAPCTBEHHBIX
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IpernapaToB, MpaBUIaM HAJICKANICH AUCTPUOBIOTOPCKON MPAKTUKU, MpaBUIaM HaJJIekalleld anTeuHOu
MIPaKTUKU;

Wndopmarius 06 M3MEHEHUSX:

Dedepanvrvim 3akonom om 22 Odexabps 2014 2. N 429-@3 cmamwvs 5 nacmoswezo DedepanbHoco
3aKkoHa oononnena nynkmom 8.1, ecmynarowum 6 cuny c¢ 1 urons 2015 a.

8.1) opranuzarus u (WIM) MIPOBEACHUE MHCIICKTUPOBAHUS CYOBEKTOB OOpaIIeHHs JICKapCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSM IPABUII HAJUICKAIICH MPOU3BOJCTBEHHON MPAKTUKH, BbIIaua
3aKIIIOYCHUH O COOTBETCTBHHM IIPOM3BOJMTENS JICKAPDCTBEHHBIX CpPEACTB TPeOOBAHUSM  IPABHII
Ha/JIeXKAIIEH IPOU3BOJICTBEHHON IPAKTHKHY;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovs 5 nacmosawezo Dedepanvrozo
3aKoHa oononnena nynkmom 8.2, ecmynarowum 6 cuny ¢ 1 uons 2015 e.
8.2) ycTaHOBIIEHHWE TMOpsKa BEIEHUS M BEJIEHUE TOCYIapCTBEHHOIO peecTpa 3akKIIOUYEHH o
COOTBETCTBUU  MPOU3BOAMTENS  JICKAPCTBEHHBIX CPEACTB TpeOOBaHHMSAM MpaBUI  HaJJeKallen
IIPOU3BOJCTBEHHOM NPAKTUKH;

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

Cm. npedvloywyro pedaKyuio
9) rocymapCTBEHHash PETUCTpAMS TPEICIBHBIX OTIMYCKHBIX IIEH IPOU3BOJUTEICH Ha
JICKApCTBCHHBIC TMperaparbl, BKJIIOUCHHBIE B IIE€PEUCHb JKU3HEHHO HEOOXOJMMBIX U Ba)KHEHININX
JICKapCTBCHHBIX IMPEmapaToB, W BEACHUE TOCYIAPCTBEHHOIO peecTpa MPEeAeTbHBIX OTIHYCKHBIX IICH
NPOM3BOJIUTENICH Ha JICKAPCTBEHHBIC MPENapaThl, BKIYCHHBIC B IEpPCUCHb KU3HEHHO HEOOXOIMMBIX H
BRXHEHIIINX JIGKAPCTBEHHBIX MPENapaToB;

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 13 utona 2015 e. N 241-D3 cmamoes 5 nacmosawe2o DedepanvHo2o 3aKoHa
oononnena nyHkmom 9.1
9.1) cormacoBanue MPOEKTOB PEIICHUI OPTaHOB MCIIOTHUTEIBHON BIIACTH CyOBEeKTOB Poccuiickoit
Oenepanii 00 yCTaHOBJICHMM W (UJM) W3MEHEHUU TNPEIENbHBIX Pa3MEPOB ONTOBBIX HAA0aBOK H
MpeACbHBIX PAa3MEPOB PO3HUYHBIX HAA0ABOK K (PAKTHUYECKUM OTHMYCKHBIM I[€HaM, YCTaHOBJICHHBIM
MIPOU3BOAUTENSIMU JICKAPCTBEHHBIX MPENapaToB, HA JEKAPCTBEHHbIE MTpenapaThl, BKIOYEHHBIE B [1€PEUCHb
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. npedvloywyio pedakyuro
10) Bblgaya, yYCTAHOBJIEHHME IIOpPSAJKAa BBIAAYM Ppa3pelICHMs] HAa BBO3 KOHKPETHOM IapTHH
JIEKapCTBEHHOTO cpeacTBa B Poccuiickyro denepanuio;

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

Cm. npedvloyuyio pedakyuro

10.1) BbImaya, yCTaHOBIIGHUE TTOPsI/IKA BBIAAUN U (DOPMBI JOKYMEHTA, KOTOPBIN MOATBEPHKIAET, UTO
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O TMpernapara sl MEIWIMHCKOTO TNPHUMEHEHHS OCYIIECTBICHO B
COOTBETCTBUM C TpeOOBaHMAMHU TpaBWI HaJUIekKalle MNpPOM3BOJICTBEHHON MPAaKTUKU WM YTO
JIEKapCTBEHHBIA TperapaT il BETEPUHAPHOTO MPUMEHEHHS IOMyIIeH K oOpamieHuto B Poccuiickoit
Deneparuu, ¥ MOUICKHUT MPEICTABICHUIO 110 TPEOOBAHUIO YIIOJTHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIN Ipenapar;

TAPAHT:

CM. AIMUHHCTpATUBHBINA perinamMeHT DeaepanbHON CIIyKObI 0 BETEPUHAPHOMY B (PUTOCAHUTAPHOMY
HaJ30py 10 NPEAOCTABIECHUIO TOCYJAPCTBEHHOM YCIYrM II0 BblJaye JOKYMEHTa, KOTOPBIU
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MOATBEPKJIAET, YTO JIEKAPCTBEHHBIM TMpernapaT JUisi BETEPUHAPHOIO MNPUMEHEHHUS JOMYIIEeH K
oOpamenuto B Poccuiickoit  @enepanuu, W MNOAJNEKHUT MPEACTABICHUIO MO TPEOOBAHUIO
YIOJIHOMOYEHHOTO OpraHa CTpPaHbl, B KOTOPYIO BBO3HUTCS JIEKAPCTBEHHBIN IMpernapaT, YTBEP:KICHHBIM
npuka3zom Poccenbxo3nanzopa ot 28 nexadps 2020 r. N 1402

CM. AZIMUHUCTPATUBHBIM pErJIaMeHT MO MpencTaBieHrnio Munnpomtoprom Poccun rocynapcTBeHHOM
YCIYTH TI0 BbIIa4e JOKYMEHTA, KOTOPBIH MOATBEPIKIACT, YTO MIPOM3BOJICTBO JCKAPCTBCHHOTO IpenapaTa
1L METUIIMHCKOTO MIPUMEHEHHSI OCYIIECTBICHO B COOTBETCTBHH C TPEOOBAHHMSIMH TPABHII HAICXKAIIICH
MIPOU3BOJICTBEHHOM MPAKTUKH, U TIOJIC)KHUT MPEICTABICHHIO 110 TPEOOBAHUIO YIIOJIHOMOYEHHOTO OpraHa
CTpaHbl, B KOTOPYIO BBO3UTCSI JICKAPCTBEHHBIN MpenapaT, YTBEP:KACHHbBIN Mpruka3zoM MHUHIIPOMTOpra
Poccun ot 31 mexadpst 2015 r. N 4369

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 wuronn 2015 2. N 241-@3 ¢ nynkm 10.2 cmamvu 5 Hacmosujezo
DedepanbHoc0 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu
10.2) BbIIa4a, YCTAaHOBJICHHUE TMOPSJIKA BbIAAYM M (HOPMBI JTIOKYMEHTA, COJCPIKAIIETO CBEICHHS O
CTaIUsIX TEXHOJIOTUYECKOTO TIpOIecca IMPOU3BOACTBA JIEKAPCTBEHHOTO CPEICTBA JJISI MEIUIIMHCKOTO
NPUMEHEHHUS, OCYIIECTBIISIEMBIX HA TEPPUTOPHH EBpa3niickoro SKOHOMUYECKOTO COH3a;
TAPAHT:

CMm. AnmuHucTpaTUBHBIN periaMeHT MuHnpomropra Poccuu mo npenocTaBlieHHIO TOCYJapCTBEHHOM
YCIyTH IO BBbIJAYE JIOKYMEHTA, COJEP)KAILEro CBEAEHUS O CTagusX TEXHOJOTMYECKOro Ipoliecca
MIPOU3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA JUIsI MEAUIMHCKOTO NPUMEHEHMS, OCYLIECTBISIEMBbIX Ha
TeppUTOpur EBpa3niicKoro 5KOHOMUYECKOTO COK03a, YTBEPKICHHBIN nprkazom MunnpomrTopra Poccuun
ot 31 gexabps 2015 r. N 4368

11) co3ganue COBETOB MO BOMPOCAM, CBSI3aHHBIM C OOpAIICHUEM JICKAPCTBEHHBIX CPE/ICTB;
12) arrecTanus u cepTU(PUKAIUS CIEIIHATNCTOB;
13) yrparun cuny;

Wndopmarys 06 H3MEeHEHHSAX:
Cm. mexcm nynkma 13 cmamou 5

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-d3 nynkm 14 cmamovu 5 nacmosiue2o
DedepanbHo20 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynatoujeti ¢ cuny ¢ 1 utona 2015 2.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu

14) ocymecTBieHue papmMakoHaI30pa;

15) yuactue B MEXIyHApPOJHOM COTPYIHUUYECTBE;

16) momy4yeHue 1o 3ampocaM YIOJHOMOYEHHOTO (eepaibHOTO OpraHa MCIIOTHUTEIHLHOW BIACTH
OT OpraHoB HCIOJHHUTENbHOW BIAacTU CyOBbekToB Poccuiickoit @enepaiuu, a Takke OT CYOBEKTOB
oOpaleHust JICKapCTBEHHBIX CPEACTB [JIi MEAMITMHCKOTO TpPUMEHEHHs WHGOpPMAIMu IO BOIMPOCaM
YCTaHOBJICHHS W IPUMEHEHHUS 1IeH Ha JIEKapCTBEHHBIE TperapaTsl U HaI0aBOK K HUM;

17) mnpumeHeHHMe Mep OTBETCTBEHHOCTH 3a HapylLIeHHE 3aKoHOJaTenbcTBa Poccuiickoit
denepaunu;

Hndopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3axonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovs 5 nacmosawezo Dedepanvrozo
3aKoHa dononnena nynkmom 18, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

18) yTBepkIeHHWE TpaBUJI HaJUIekKaled TabOpaTOpHOW MPAKTHUKH, [PAaBWI HAJJIeKaAIICH
KIIMHUYECKOW TMPAKTUKH, [PABWI HAJJIEkKalEd NPOU3BOJCTBEHHOW MPAKTHKU, IPABWI HaJJIekKalen
MPAKTUKK XPAHEHUS U MEePEBO3KU JIEKAPCTBEHHBIX MPEMapaToB, MPaBUI HAJICKAIICH TUCTPHUOBIOTOPCKOMA
MPaKTUKH, TIPaBUJI HAJUICKAIIEH alTeuyHON MPAKTUKH, MPaBUJI HaJUIeKAIEeH MPakKTHKUA GapMaKoHaA30pa
JIEKAPCTBEHHBIX MPENapaToB AJIsi MEIUIIMHCKOTO TPUMEHEHNS;

Wndopmarus 06 H3MEHEHHSX:
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Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 5 nacmosawezo Dedepanvrozo
3aKoHa oononnena nynkmom 19, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
19) ycranoBneHue mopsiaka (OPMUPOBAHUS PETUCTPAMMOHHOTO JIOChE Ha JIGKAPCTBEHHBIM
npenapar u TpeOOBaHUil K JTOKYMEHTaM B €r0 COCTaBE;

Wndopmarius 06 n3MEHEHUX:

Dedepanvrvim 3akoHom om 22 Odexabps 2014 2. N 429-@3 cmamwvs 5 nacmoswezo DedepanbHoco
3akoHa oonoanena nynkmom 20, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
20) yTBepXKJIEHHE IpPaBHJI PAllMOHAIBLHOTO BhIOOpA HAMMEHOBAHMH JICKAPCTBCHHBIX IIPEIapaToB
JUTSE METUITUHCKOTO TIPUMEHCHUS;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovs 5 nacmosawezo Dedepanvrozo
3aKkoHna oononuena nynkmom 21, ecmynarowum 6 cuny ¢ 1 uions 2015 a.
21) yTBepkaeHHE IIepevHs HANMEHOBaHHUN JIGKAPCTBEHHBIX (OPM;
22) yrpatun cuiy ¢ 1 mapta 2020 r. - ©enepanbubiii 3akoH oT 27 aexadps 2019 r. N 475-03

Undopmarist 06 n3MEHEHUAX:
CMm. npedbloywyro pedaKyuio

Deodepanvrvim 3axkonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmoawezo Dedepanvrozo
3aKoHa oononxena nynkmom 23, ecmynarowum 6 cuny ¢ 1 uions 2015 a.
23) ytBepkaeHue TpeOOBaHUI K WHCTPYKIMU MO MEIUIIMHCKOMY NMPUMEHEHHIO JIEKAPCTBEHHBIX
IpenapaToB U K MHCTPYKLUHU IO BETEPUHAPHOMY IPUMEHEHUIO JIEKapCTBEHHBIX MIPErapaTos;

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

Cm. npedvloyuyro pedaKyuio

24) npuHATHE PELICHUH, SBJSIONIMXCS OCHOBAHUSIMU JJISl BKIIOYEHHUS JOMEHHBIX MUMEH U (WJIH)
yKazaTeneil cTpaHul] caliToB B HMH(OPMAIMOHHO-TEIEKOMMYHUKAIMOHHON cetn "MHTepHeT", a Tarke
CETEBBIX aJIPEeCOB B EAMHYIO aBTOMATHU3MPOBAHHYIO HWH(OpMalMOHHYIO cucteMmy "EuHBIA peecTp
JIOMEHHBIX HMMEH, YKa3aresled CTpaHul] CalTOB B HH(OPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHON CeTH
"UnTepuer" u CETEBBIX aJpecoB, MTO3BOJISIOIINX UIEHTU(PUIIMPOBATH CalThI B
UH(POPMALIMOHHO-TEIEKOMMYHUKAITUOHHON CEeTH "NuTepHer", coJieprKaiye nHpOpMaIHIO,
pacrmipoctpanenue kKotopoil B Poccuiickoii ®enepanuu 3ampemieHo", B OTHOIIEHHUH HWH(OpMaIuu,
coJiepKalleil MpeIoKEHUE O PO3HUYHOW TOProBJI€ JIEKAPCTBEHHBIMU IIpeNaparaMy, B TOM YHCIE
JUCTAHIIMOHHBIM ~ CIIOCOOOM, pPO3HHMYHAs TOPIOBIS KOTOPBIMU OrpaHUMYEHa WIM 3alpenieHa B
COOTBETCTBUM ¢ HacTosmuM DeepabHbIM 3aKOHOM, M (WJIK) HH(OPMAIMH, COepKalel MpeIoKeHUe O
PO3HUYHOM TOProBIIE JIEKAPCTBEHHBIMU MpENapaTaMu, B TOM YHUCIIE JUCTAHIIMOHHBIM CIIOCOOOM, JIMIIAMH,
HE MMEIOIMMH JIMIEH3UU U Pa3pelleHMs] Ha OCYIIECTBICHUE TAKOW JEATENbHOCTH, €CIU IOIy4YEHHE
JUIEH3UU U pa3pellieHus IPeIyCMOTPEHO 3aKOHOIaTEIbCTBOM 00 00pallleHUH JIEKAPCTBEHHBIX CPEICTB;

Wndopmarys 06 M3MEHEHHSAX:

Cmamowsa 5 0onoanena nynkmom 25 ¢ 29 nosops 2019 . - @edepanvhuviii 3akon om 28 noabpsa 2018 2. N
449-D3
25) BBIZIa4a pa3peieHnid Ha BBOJ B TPAXKIAHCKU 000POT UMMYHOOHOJIOTUUECKHIX JIEKAPCTBEHHBIX
IIPENapaToB.
TAPAHT:

CM. KOMMEHTapHH K cTaThe 5 HacTtosuero eaepanbHOro 3aKkoHa

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 urona 2015 o. N 233-D3 nacmosawuii Dedepanvhulil 3aKOH OONOJHEH
cmamvet 5.1
TAPAHT:
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[Tonoxkenus crateu 5.1 pacnpocTpaHsIOTCS HA MOJTHOMOYHS (eAepalbHbIX OPraHOB MCHOIHUTEIbHOM
BJIACTH, KOTOPbIE HE MEpelaHbl JIsl OCYIIECTBICHHS OpraHaM rocy1apcTBeHHON BIacTH cyObekToB PO u
OpraHamM MeCTHOT'O CaMOYIPABJICHHUS COOTBETCTBYIOIIUMH (pe/lepalbHbBIMH 3aKOHAMHU

Crarbs 5.1. Ilepenaua ocymiecTBICHUSI MOJHOMOYUN (eaepalbHBIX OPTraHOB HMCIOJHUTEIHLHOM
BJIACTH MpH OOpaIIeHUH JIEKAPCTBEHHBIX CPEICTB OpraHaM HCIOJHHUTEIbHON BIAcTH
cyowsekToB Poccuiickoi denepanun

[TomHOMOUMS (enepanbHbIX OPraHOB HCIIOJHUTENBHOW BIIACTH MpPU OOpAIICHUH JICKAPCTBECHHBIX

CpPEeACTB, MpeAyCMOTpeHHble HacrosmuM @DenepanbHbIM  3aKOHOM, MOIYT II€pelaBaTbCsi  AJIA
OCYIIECTBIICHHSI ~ OpraHaM  HCIIOJHUTENbHOM  BiIacTu  cyObekToB  Poccuiickoit ~ depepanuu
nocranoBienussMu [IpaBurensctBa Poccuiickoit @enepanuu B nopsiake, ycTaHOBIeHHOM DejepaibHbIM
3akOHOM OT 6 OKTs0ps 1999 roga N 184-@3 "OO6 0o0muMX NPUHIMUIAX OpPraHU3aMH 3aKOHOJIATEIbHBIX
(mpencTaBUTENBHBIX) W MCIOJHUTEIBHBIX OPraHOB TOCYJApCTBEHHOHM BiacTH cyOBnekToB Poccuiickoii
Oenepanun".

TAPAHT:

CwMm. KOMMCHTApHUH K CTAThC 5.1 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Crarbs 6. [TosiHOMOYHMSI OPraHOB UCIIOJTHHUTEIBHOM BllacTh cyObekTa Poccuiickoit deneparnuu npu

00OpalleHuH JIeKapCTBEHHBIX CPEICTB

K mosHOMOUYMSM OpraHoB HCIIOJHUTEIBHONW BiacTH cyObekra Poccuiickoit ®exepanuu mpu
O6paHI€HI/II/I JICKAPCTBCHHBIX CPCACTB OTHOCATCA:

1) pa3paboTka 1 peau3aius peruoHaIbHBIX IPOrpaMM 00ECIICUCHHS HACEIICHUS JICKAPCTBCHHBIMU
npernapaTamu;

2) yCcTaHOBIIEHUE MPEEIbHBIX Pa3MEPOB ONMTOBLIX HA0ABOK U MpeeIbHBIX Pa3MEPOB POZHUUHBIX
HaI[6aBOK K q)aKTI/ILICCKI/IM OTIIYCKHBIM IL€HaM, YCTAHOBJCHHBIM MPOU3ZBOAHUTCIAMH JICKAPCTBCHHBIX
MpernapaToB, Ha JIEKAPCTBEHHBIC IpemapaThl, BKIIOUEHHBIE B TepeuyeHb >KU3HEHHO HEOOXOAUMBIX U
BAKHEUILNX JICKAPCTBEHHBIX IIPENapaToB;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 3 usmenen ¢ 1 mapma 2020 2. - @edepanvhviii 3akon om 27 dexabps 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio

3) ocymiecTBICHHE pPETHOHAIBHOTO TOCYJApCTBEHHOTO KOHTPOJS 3a IpPHMEHEHHEM IIeH Ha
JICKapCTBEHHBIE TperapaThl, BKIIOUYEHHbIE B TMEpEUYeHb JKU3HEHHO HEOOXOMUMBIX U BaKHEHIIHNX
JICKapPCTBCHHBIX TIPENapaTroB, OPTraHHU3AIMSAMH OINTOBOW TOPTOBJIM JIEKAPCTBCHHBIMU CPEJICTBAMH,
anTeUYHbIMH OPTaHHU3AIUSAMHU, WHANBUAYAIBHBIMH MPEANPUHUMATENSAMH, HWMEIOIIUMHU JHUIEH3UI0 Ha
(dapManeBTHYECKYIO JIEATEIBbHOCTh, MEIUIIMHCKUMHU OPTraHU3alUsIMH, WMCIOIIMMA JIHICH3WIO Ha
dbapMaleBTUYECKYIO0 JIEATEeIbHOCTh, M HUX O000COONEHHBIMU TOJpa3AcieHUus MU (aMOyIaTOPUSMHU,
denpamepckuMu U GenpAImepcKo-aKyepCKUMH MyHKTaMu, IIEHTpaMu (OTAENEHUsIMHU) 00IIel BpaueOHOM
(ceMeifHOM) TPaKTUKH), PACIIOIOKEHHBIMUA B CEILCKUX HACEJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHbIe OpPraHu3allnu;

Wudopmanust 06 U3MEHEHHUAX:

Cmamovs 6 oononnena nynkmom 4 c¢ 1 ameaps 2018 e. - @edepanvhuviti 3akon om 29 uiona 2017 e.
N 242-@3
TAPAHT:

[Tonoxxenus nmynkra 4 crarpu 6 (B penakmun denepanbHoro 3akona oT 29 urons 2017 r. N 242-D3) B
qacTu, Kacarouleicss (opMUPOBaHMS U BbIJAUU PELIETITOB Ha JIEKAPCTBEHHBIE MpernapaThl, COJIEpIKallie
Ha3HAYE€HUE HAPKOTUYECKUX CPEJICTB MIIM IICUXOTPOIHBIX BEIECTB, B (HOpME 3JEKTPOHHBIX JOKYMEHTOB,
npuMeHsroTcs ¢ 1 aaBaps 2019 r.

4) npuHsATHE peUIeHUss 00 HCIOJB30BAHUU Ha TeppuTopuu cyobekra Poccuiickoit deneparuu
Hapsy ¢ pelenTamMy Ha JIeKapCTBEHHbIE IpenapaTsl, 0(pOpMIECHHBIMU Ha OyMa)KHOM HOCHTEJIE, PELIENTOB
Ha JICKapCTBEHHBIE MPEnapaThl, CGOPMHUPOBAHHBIX B (POPME AIIEKTPOHHBIX JOKYMEHTOB.
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'APAHT:
CwMm. KOMMCHTApHUHU K CTAThC 6 HaCTOSIIICTO CDez[epanLHoro 3aKOHa

I'naBa 3. I'ocynapcrBennas ¢papmakonest

Cratbs 7. Pa3zpaboTka 1 n31anue rocyJapcTBEHHOH (hapMaKoIien, pa3MeIleHrne JaHHBIX O HeH
1. IMox rocymapcTBeHHOU (hapmakomeeid MOHMUMAETCS CBOJA OO0MMX (apMaKONEWHBIX CTaTel H
(dbapMaKkoIeHBIX CTaTeH.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-d3 6 uacmv 2 cmamvu 7 Hacmosue2o
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
2. Paspabotrka o0mux (apMakomnelHbIXx cTaTed W (papMaKoNeHHBIX cTaTeld, B TOM YHCIE
dapMakoreHbIX CcTaTed Ha (apMakoNeWHBIE CTaHJAPTHBIC OOpaslbl, W BKJIOYCHHEC UX B
rOCYy/IapCTBEHHYI0 (apMaKoOIlel0 OCYIIECTBISIIOTCS B TOpPSJIKEe, YCTAaHOBIEHHOM YIOJIHOMOYEHHBIM
deneparbHBIM OPTaHOM UCTIOJTHUTEIHLHOM BIIACTH.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 Oekabpsa 2014 e. N 429-d3 ¢ uacmv 3 cmamvu 7 Hacmosuezo
DedepanvbHo2o 3aKOHA 8HECEeHbL UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

3. Pa3paboTka (apmakoneiiHOl cTaTbyu Ha ped)epeHTHBIN JeKapCTBEHHBIN TIpernapaT U BKIOYEHHE
€€ B TOCYJapCTBEHHYIO (hapMakonero B TEUEHUE CpOKa JCHCTBUS 3aIlMThl MCKIIOYUTEILHOTO IpaBa,
YIOCTOBEPEHHOTO MAaTEHTOM Ha pe(epeHTHBIN JIEKapCTBEHHBIN Mpenapar, OCYIIECTBISIOTCS C COTJIAcUs
ero pa3paboTyuka.

4. TocynapctBeHHass QapMakomness H3JaeTcss YIOTHOMOYEHHBIM  ()eiepalibHBIM — OpPTaHOM
MCIIOJTHUTENIbHOM BJIACTH 3a CYET CpelCTB (hefepaibHOro OI/PKETa U MOUICKUT NEPEen3IaHUusIM HE pexe
YyeM OJIMH pa3 B MATh JIET, B NEPHOJ MEXAY KOTOPBIMU HM3JAIOTCS MPUIOKEHUS K TOCYJapCTBEHHOM
dapmakoriee, cojepxkamue oOmme (apmakoneitHpie ctathu W (WwiM) ¢dapMakonelHble CTaThH,
YTBEPKACHHBIE TIOCIE U3IaHUs WM Mepeu3AaHus TOCYIapCTBEHHON (hapMaKomeH.

5. YmonHoMOYeHHBIM (enepanbHBIi OpPraH HWCIOJMHUTEIBHOW BIACTH pa3MeEIaeT JIaHHBIE O
roCcy/IapCTBEHHOU (hapMakoriee U MPUIOKEHHUIX K Hel Ha cBoeM o(ulinaibHOM caiite B cetn "MHTepHer"
B YCTAHOBJICHHOM UM TIOPSIJIKE.

TAPAHT:

Cwm. KOMMCHTApHHU K CTAaTbC "7 HaCTOSIIErO (I)C,Z[CpaJ'ILHOFO 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:

Haumenosanue usmeneno c 1 utons 2021 2. - @edepanvuviii sakon om 11 utona 2021 2. N 170-D3
Cm. npedvloywyio pedakyuro

I'nasa 4. JInnen3supoBanue NpoM3BoOACTBA JIEKAPCTBEHHBIX CPeACTB U (hapManeBTHYECKOMI
AeSITeJIbHOCTH, TOCYIapCTBEHHbIN KOHTPOIb (HaA30p) B cepe oOpamieHus JIeKap CTBEHHbIX CPEICTB

Crarba 8. JluneHsupoBaHue NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M (hapMmarieBTHUECKON
JESATEIIBHOCTH
1. JInuen3upoBaHue MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB U (hapMaleBTHUECKON JesTEeIbHOCTH
OCYLIECTBIISIETCS B COOTBETCTBUHU € 3aKOHOAATeNbCTBOM Pocculickoit denepanuu.
2. OOs3aTenbHBIM YCIOBHEM NPEAOCTABICHUS JHMIEH3UMM Ha IPOU3BOJICTBO JIEKAapCTBEHHBIX
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CPEACTB SIBISICTCA NMPUIIOKEHHUE K 3asBJICHUIO COUCKATEINS JIMLIEH3UU TEepeyHs JIEKapCTBEHHBIX (HopM U
(unu) BUAOB (hapmalleBTUUECKUX CYOCTaHLMN, KOTOpble IPOU3BOIUTENh JIEKAPCTBEHHBIX CPEACTB
HaMEpPEH IPOU3BOIUTD.

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

Cm. npeovloyugyio peoakyuro
3. B cimy4yae HE0OXOIUMOCTU PACHUIMPEHUS IPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB 33 CUET HOBBIX
JIeKapCTBEHHbIX (pOpM U BUIOB (papMalleBTUYECKUX CYOCTAHIMM MPOU3BOAUTEINb JIEKAPCTBEHHBIX CPENICTB
JIOJDKEH 1epeoOPMUTH JTULEH3HIO Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB.

Wudopmarus 06 H3MEHEHHSIX:

Cmamows 8 donoanena uacmoto 4 ¢ 29 oexadps 2020 e. - Dedepanvuviii 3axon om 27 dexaops 2019 e. N
481-D3
4. JIuueHs3us: Ha IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKOW CYOCTaHIIMH CIIUPTA
STUJIOBOTO (3TaHOJA) BbIACTCS INPH YCIOBUU HAIWYMs y OpraHu3alud Ha IpaBe COOCTBEHHOCTH,
XO35ICTBEHHOI'O BEJICHUS WJIM ONEPATUBHOIO YIPABJICHHUS OCHOBHOI'O TEXHOJOTHYECKOTO 000pYH0BaHUs
JUIs TPOM3BOJCTBA STHJIOBOIO CIHPTA, 3apErMCTPUPOBAHHOTO B COOTBETCTBUM €O craTheil 14.1
QenepanpHOoro 3akoHa OT 22 HOsiOpst 1995 roma N 171-@3 "O rocynapcTBEHHOM peTyIUPOBAHUH
IPOM3BOJICTBA M 00OPOTa 3TWJIOBOIO CHHUPTA, AJKOTOJbHONM M CHMPTOCOAEpXKALled NpoayKuuu U o0
OrpaHMYEHUU NOTPeOIeHUs (PaCTIUTHA) AJIKOTOJIBHOM MPOIYKITHH'".
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 8 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvhulil 3axkon donoanern cmamveti 8.1 ¢ 29 oexaops 2020 2. - Dedepanvhvlili 3akon om 27
Ooexaops 2019 . N 481-D3
Crarbst  8.1. OcoOeHHOCTM JUIEH3UPOBAaHUS IPOU3BOJACTBA  JIEKAPCTBEHHBIX  CPENCTB
(papmaneBTHUECKOI CyOCTaHIIMK CIIMPTa STHIIOBOTO (3TaHOJIA)

1. [eiicTBHMe JMIEH3MM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CcpeAcTB ((apmareBTHUECKON
CyOCTaHIIMM CHOUpTa STHIOBOIO (9TaHONA) MPHOCTAHABIMBAETCS B YacTH IpaBa Ha IPOM3BOJCTBO
(dapmaleBTUYECKON CyOCTaHLIMU CHMpPTA 3TUJIOBOTO (3TAaHOJA) JIMLIEH3UPYIOIIUM OpPraHOM B Cllydasx,
onpezneneHHblx cratheil 20 denepanpHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nunensupoBaHun
OTJIENbHBIX BUIOB JAEATEIbHOCTU", a TakXe Ha CPOK IPUOCTAHOBIEHHUS JEHCTBUS JIMIIEH3UMM Ha
IPOM3BOJICTBO ATUJIOBOTO CHUPTA Ul MPOU3BOJACTBA (hapMalleBTHUECKOW CYOCTaHIIUN CIUPTA STHIOBOTO
(3TaHoNa), BBIJAHHOW B cOOTBETCTBUU ¢ DesepaibHbIM 3aK0HOM OT 22 HOs0pa 1995 rona N 171-03 "O
rOCYyJapCTBEHHOM pPEryJUpOBaHUM TMPOU3BOJACTBA M 000pOTa 3THIIOBOIO CIHPTA, AJKOTOJBHOH U
CHUpPTOCOEpKaIIeH MPOIYKIIMU U 00 OrpaHUYEeHUHU TOTPeOIeHHs (PAaCIUTH) AJIKOTOJILHOM MPOTyKIH'".

2. JlelicTBMEe JUIEH3MM Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CpelCTB ((hapmalieBTHUECKOI
CyOCTaHIIMM CHOUpPTa S3TUJIOBOTO (3TaHOJA) B YacTH IpaBa Ha MPOM3BOACTBO (apMaleBTUUYECKOU
CyOCTaHIIMM CHHUpTa STUIOBOTO (3TaHONA) NpPEKpalaeTcs JUIEH3UPYIOIUM OpraHoM B Clly4asX,
onpeaeneHHbIx cratbeii 20 denepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O nuieH3upoBaHun
OTJENbHBIX BUJIOB JEATENBHOCTU", a TaKK€ C JaThl NPEKpaIlCHWs WIN aHHYJIUPOBAHUS JIE€UCTBUA
JUIEH3UU Ha MPOU3BOJCTBO ATHIJIOBOTO CIHPTa Ui MPOU3BOJCTBA (papMaleBTUYECKON CyOCTaHIIUU
CIHMpTa ATUJIOBOTO (3TaHOJA), BBIIAHHOW B COOTBETCTBUU ¢ DesepasibHBIM 3aKOHOM OT 22 HOSOpS
1995 roma N 171-®3 "O rocyaapcTBEHHOM PETYJIUPOBAHUH MMPOU3BOJICTBA M 000POTA STHUIOBOTO CIUPTA,
QIKOTOJIBHOM W CIHMPTOCOAEpXkallel MNpOAYKIMH M 00 OrpaHWYeHUH MOTpedIeHus (pactuuThs)
AJIKOTOJIHOM TPOayKIuu".
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Wndopmarus 06 H3MEHEHHSX:
Cmamows 9 usmenena c 1 uronsn 2021 e. - @edepanvuviii 3axon om 11 uronsn 2021 2. N 170-D3

CMm. npedvloywyro pedaKyuio

Cratba 9. ['ocynapcTBeHHBINH KOHTPOJIb (Haa30p) B chepe oOpalieHus IeKapCTBEHHBIX CPEICTB

1. TocynmapcTBeHHBII KOHTpPONbL (Ham30p) B cdepe oOpameHUs JIEKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCSI TMOCPEACTBOM (peiepalibHOTO TOCYIapCTBEHHOIO KOHTpoJis (Ham3opa) B cdepe
oOpalieHus: JIGKApCTBEHHBIX CPEIACTB M (PelepabHOTO T'OCYJapCTBEHHOTO JHUIICH3HOHHOTO KOHTPOJIS
JESTENIbHOCTH IO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIEMBIX (efepaibHbIMU OpraHaMu
VCITOJIHUTEJILHOM BIIACTH, YIIOJIHOMOYEHHBbIMU [IpaBurtensctBom Poccuiickon @enepanuu.

2. Ilpeamerom denepaibHOTO TOCYIAPCTBEHHOTO KOHTPOJs (Ham3opa) B chepe oOpaiieHus
JIEKaPCTBEHHBIX CPE/ICTB SBIISIOTCS:

1) cobmoaeHune obOs3aTeNbHBIX TpeOOBaHMM B cepe oOpalieHus1 JEKapCTBEHHBIX CPEJICTB, B TOM
YHClIe:

a) TpeOOBaHMU K JOKIMHUYECKHM WCCIEAOBAHUSAM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
UCCJIEIOBAaHMSIM  JIEKAPCTBEHHBIX IPENapaToB, W3TOTOBJIEHUIO, XPAHEHUIO, IIEPEBO3KE, BBO3Y B
Poccuiickyro ®enepanuio, OTIYCKY, pealu3aluy, Mepenadye, NOpofake JEKapCTBEHHBIX CpPEICTB,
IPUMEHEHHUIO JIEKApCTBEHHBIX IPENapaTroB, YHUUYTOKEHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBIIEHUIO
MPOU3BOJUTENSIMUA JICKAPCTBEHHBIX IpENaparoB II€H Ha JIEKQpCTBEHHBIC Mpenaparbl, BKIIOYECHHBIC B
NepEeyYCHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHILINX JIEKAPCTBEHHBIX IIPENApaTOB;

0) TpeOOBaHMI K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEACTB, HAXOASIIUXCS B OOpalleHHH,
1oKa3aTessiM KauecTBa, 2P PEeKTHBHOCTH U 0€30IaCHOCTH, YCTAaHOBJICHHBIM B COOTBETCTBUU C HACTOSIINM
®denepallbHBIM 3aKOHOM;

B) TpeOOBaHUN K COOJIIOJIEHUIO CyOBEKTaMU OOpalleHMs JEeKapCTBEHHBIX CPEJCTB, YKa3aHHBIX B
yactu | crareu 67.1 Hacrosiuero @eaepanbHOrO 3aKOHA, OFPAaHUYEHUMN, HalaraeMbIx cratbsiMu 67.1 u
67.2 nacrosuero @eaepaibHOro 3aKOHa;

2) cobOmiofieHHe JIMIEH3UOHHBIX TpPeOOBaHMM K  OCYIIECTBJICHUIO  (apMareBTHYECKON
NeSITEIIbHOCTH;

3) cobmroieHrne TpeOOBaHUH K PEAOCTaBICHUIO CyObEeKTaMH 00pallieHus JIEKAPCTBEHHBIX CPEICTB
uH(pOpMallul O JIEKapCTBEHHBIX CPENCTBAaX W (WJIM) JIEKAPCTBEHHBIX Ipemnaparax, MpeayCMOTPEHHOU
cratbsamu 9.1, 52.1 u 64 Hactosero denepanbHOro 3akoHa.

3. Tlpu ocymectBieHnn (denepaibHOr0 TOCYAapCTBEHHOTO KOHTpoJia (Ham3opa) B cdepe
oOpallleHnsl JIeKapCTBEHHBIX CPEJCTB MPOBOAATCSA CIEAYIOUIME BHJbl KOHTPOJBHBIX (HAA30PHBIX)
MEPOIIPHUATHI:

1) nokymeHTapHas IpoOBEpKa;

2) BBIE3/IHAS TIPOBEPKA;

3) BEIOOPOYHBIM KOHTPOJIb KaUeCTBa;

4) KOHTpOJIbHAS 3aKYIKa;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOmoJeHue 3a COONMIOJICHHEM O0O0s3aTeNbHbIX TpeOoBaHUM (MOHUTOPUHI OE30MACHOCTH)
(papmaxonamzop).

4. Opranuzaiys 1 ocyliecTBiIeHue (heepaibHOrO TOCyIapCTBEHHOTO KOHTPOJIA (Haa30pa) B chepe
oOpalleHus: JEeKapCTBEHHBIX CpPeACTB peryiupyrorcs DepepanbHbiM 3akoHoM oT 31 wmions 2020 roxa
N 248-®3 "O rocynapcTBEHHOM KOHTposie (Haa30pe) M MYHUIUINAIBHOM KOHTposie B Poccuiickoit
Oenepaunn".

5. BHemnnaHOBBIA BBIOOPOYHBIN KOHTPOJIb KadecTBa IMPOBOJMTCS B TOM YHCIE Ha OCHOBAaHUH
IIPOrPaMMBbI IIPOBEPOK.

6. [TnaHOBBIN BRIOOPOYHBIN KOHTPOJIh KA4€CTBA HE TTPOBOIUTCA.

7. Ilo pe3ynbTaTaM BHIOOPOYHOTO KOHTPOJIS KayecTBA HAPSIy C PELICHUSIMH, IPEAyCMOTPEHHBIMU
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Denepanbubiv 3akoHoMm OT 31 uronst 2020 rona N 248-D3 "O rocynapCTBEHHOM KOHTposie (Haa30pe) u
MYHHITUIIATLHOM KOHTpoJie B Poccuiickoit ®enepanuu, denepaqbHbIMA OpraHaMH HCIIOIHUTEIBHOM
BJIACTH, YINOJHOMOYEHHBIMH Ha OCYIIECTBICHUE BBIOOPOYHOIO KOHTPOJISI KAadyecTBa, MPUHUMAIOTCS
CJIEIYIOIIHAE PEIICHUS:

1) o manpHellIeM TpakJIaHCKOM O0OpOTE CEpUH, MAPTUU COOTBETCTBYIOUIETO JIEKAPCTBEHHOI'O
CPEICTBa B ClIy4ae MOATBEP)KIACHMS IO Pe3yabTaTaM IPOBEICHHBIX MCIBITAHUN COOTBETCTBHS KadyeCTBA
JIEKApCTBEHHOTO CPEJICTBA YCTAHOBICHHBIM TPEOOBAHUSAM;

2) 00 M3BATHM M3 TPAXKAAHCKOTO 00OpOTa CEpUM, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O
CPEICTBA B Clyyae BBIABJICHUS IO Pe3yJbTaTaM IPOBEIEHHBIX HCIBITAHUM HECOOTBETCTBUS KadyeCTBA
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBIIEHHBIM TPEOOBaHUSAM;

3) o mepeBojlie JEKAPCTBEHHOTO CpPEICTBA HA TOCEPUHHBIA BHIOOPOUYHBIH KOHTPOJH KayecTBa
JIEKapCTBEHHBIX CPEACTB B ClIy4ae IOBTOPHOI'O BBISABICHUS HECOOTBETCTBUS KAauecCTBa JIEKAPCTBEHHOIO
CPEJCTBA YCTAHOBJICHHBIM TpeOOBaHMUSIM M (IIPM HEOOXOAMMOCTH) O IPOBEpPKE CyOBeKkTa oOpalleHus
JIEKapCTBEHHBIX CpeACTB. Pacxo/ipl, CB3aHHBIE C MPOBEJEHUEM MOCEPUHHOrO BBIOOPOYHOI'O KOHTPOJI,
OIUIAYMBAIOTCSl TIPOMU3BOJIUTENIEM JIEKAPCTBEHHOIO CpeacTBa JHMOO JepKaTelieM WIM BIaJelbleM
PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara.

8. ®enepasbHBIN TOCYJapPCTBEHHBIN JHMIIEH3UOHHBIM KOHTPOJIb JEATEIBHOCTU IO MPOU3BOACTBY
JIEKapCTBEHHBIX CPEJICTB OCYLIECTBISETCS B COOTBETCTBUM C 3aKOHOJATEIbCTBOM Poccuiickon
®denepauuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 9 HacTosIIero q)ez[epanLHoro 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

I'nasa 4 oononnena cmamvei 9.1 ¢ 1 uwnn 2021 2. - @edepanvuwiii 3akon om 11 uwona 2021 2. N
170-D3

Cratba 9.1. [Iporpamma npoBepox

1. B umensx opraHuzaiiid BBIOOPOYHOTO KOHTPOJSI KadecTBa JIEKAPCTBEHHBIX CPENICTB
dbopmupyeTcst IporpaMma IpoBEpPOK.

2. Jlna uenedt peanu3auuy NpPOrpaMMbl IIPOBEPOK MPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEICTB U
OpraHu3aliyi, OCYIIECTBIAIONIME BBO3 JIEKAPCTBEHHBIX cpelnctB B Poccuiickyro  Penepanuio,
NPEAOCTABISAIOT B OTHOLIEHWU JIEKAPCTBEHHBIX CPEACTB JUISI MEAMIIMHCKOIO IPUMEHEHUS B
YIOJIHOMOYEHHBIA (PeiepabHblii OpraH HUCHOJHUTEIBHON BIACTH, OCYIICCTBISIOMUNA (QYHKIIUU 10
KOHTPOJIIO M Haa30py B cdepe 3ApaBOOXpPAHEHHS, B OTHOILIECHUH JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TIPUMEHEHHUS B YIIOJHOMOYEHHBIH (eaepaibHbld OpraH WCIOJHUTEIFHON BJIACTH,
OCYIIECTBISIONUN (PYHKIIMH 110 KOHTPOIIO U HAI30pY B cepe oOpalleHus JIeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHUS, CBEJICHUSI O CEPHUAX, MaPTHUSIX JICKAPCTBEHHBIX CPEACTB, MOCTYMAIOIINX B
rpaxxaanckuii obopor B Poccuiickoit ®denepanuu, B MOPSAKE, COCTaBE M O0bEME, YCTAaHOBIECHHBIX
yYKa3aHHBIMH (efiepabHBIMU OpraHaMU MCIIOJIHUTEILHON BJIACTH B OTHOIICHHUH JICKAPCTBEHHBIX CPEJNICTB
JUIST MEAMIIMHCKOTO MPUMEHEHHUS W B OTHOIICHMM JIEKAPCTBEHHBIX CPEJICTB [JIsi BETEPUHAPHOTO
MPUMEHEHHUS COOTBETCTBEHHO.

3. Tlporpamma mpoBepok QopmupyeTcss Ha KaleHOapHbIM rog B cpok go 30 gexaOpst roja,
MPEAMIECTBYIOMIETO TOAY MPOBEACHUS BHIOOPOUYHOTO KOHTPOJIA.

4. B cmydyae HACTyIUIeHHS COOBITHH, yKa3aHHBIX B ToanyHkTax "0" m "B" myHkTa 2 uactu 6
HACTOSIIICH CTaThH, (eepaTbHBIM OPraHOM HCIOJIHUTEIBHON BIIACTH, OCYIIECTBISIOMNUM (PYHKIIUU TI0
KOHTPOJIIO M HaA30py B cdepe 3ApaBoOXpaHeHus, (eaepaabHbIM OPraHOM HCIIOTHHUTEIHHOUW BIACTH,
OCYIIECTBISIONUM (PYHKIIMH MO KOHTPOJIIO U HAA30py B cdepe oOpallieHus JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHUS, PU HEOOXOAMMOCTH BHOCSTCS COOTBETCTBYIONINE U3MEHEHUS B IIPOTPaMMy
IIPOBEPOK.

5. B mporpammy mpoBepOK MOTYT BKJIIOYAThCS MEPOIPUATHS C YUYETOM HAPYIICHUM, BBISIBIIEHHBIX
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B PaMKaX KOHTPOJIbHBIX (HaA30pHBIX) MEPONPUATUH 32 NPEAbIIYIIUN KaJleHIapHbIN TO.

6. IIporpamMmma npoBEpOK COACPIKUT:

1) mepeveHp JeKapCTBEHHBIX CPEICTB, OTOOpP 00Pa3lOB KOTOPHIX OYAET OCYIIECTBIATHCS B paMKax
BbIOOPOYHOIO KOHTPOJIS, (POPMHUPYEMBIH € YyUETOM PE3Y/IbTaTOB rOCY1apCTBEHHOIO0 KOHTPOJIA (Hal30pa) B
cdepe oOpaiieHus JIeKapCTBEHHBIX CPEACTB 3a KaJCHIApHBINA I'0J], MPEANIECTBYIOMUI TOAY MPOBEACHHS
BbIOOPOYHOTO KOHTPOJIS;

2) yka3zaHue Ha COOBITHE, HACTYIJIEHUE KOTOPOTO SBJISETCS OCHOBAHWUEM I OCYIIECTBIICHUS
BbIOOPOYHOI'O KOHTPOJIS:

a) TIOJY4YECHUE CBEICHUM, MPEJICTABISEMBIX B COCTaBe M 00BbEMe, YCTaHOBICHHBIX (hemeparbHbIM
OpPraHOM MCIIOJIHUTEIBHOM BIIACTH, OCYILECTBIISIOIMM (YHKIMM 10 KOHTPOJK U Haa30py B cdepe
3/IpaBOOXpaHeHHs, (eepaJbHbIM OPraHOM HCIOJHHUTEIBHON BIACTH, OCYIIECTBIISIONUM (YHKIHH IO
KOHTPOJIIO M HaA30py B cdepe oOpalleHus JIEKapCTBEHHBIX CPEICTB JJIsl BETEPUHAPHOIO NMPUMEHEHUS, O
CepUsX, MAPTHSIX JICKAPCTBEHHBIX CPEACTB, MOCTYMAIOMIMX B TpaKIaHCKUH o0opor B Poccuiickoit
@denepanyy, YyKa3aHHBIX B IIyHKTe | HACTOSIIEW YacTH, OpraHM3alUsAMH, OCYILECTBISIOIUMU
IIPOU3BOJCTBO JIEKAPCTBEHHBIX CcpeacTB B Poccuiickoii denepanuu U BBO3 JIEKAPCTBEHHBIX CPEJICTB B
Poccuiickyro ®enepanuto;

0) nosyyeHue MOCTYNAKOLIEH B MOPSAIKE, YCTAaHOBIEHHOM craTheil 64 Hactodero denepanbHOro
3aKOHa, HHPOPMALUU O MOOOYHBIX JEHCTBUSX, HEXKEIATEIbHBIX PEaKLUAX, CEPhE3HBIX HEXKEIAaTeIbHbIX
peakuusax, HeNPeIBUICHHBIX HEXENATEIbHbIX PEAKIUAX NPU NPUMEHEHUU JIEKAPCTBEHHBIX IPENapaToB,
00 MHAMBUIYAJIbHOM HENEpPEeHOCHMOCTH, OTCYTCTBMM 3()()EKTUBHOCTH JIEKAPCTBEHHBIX IpenapaToB, a
TaKkke 00 MHBIX (aKTax M OOCTOSATENHCTBAX, MPEACTABISIIOIINX YIPO3y JKU3HU WM 3I0POBBIO YeIOBEKa
au00 >KMBOTHOIO IpH IPUMEHEHHUU JIEKapCTBEHHBIX IPENapaToB M BBIABICHHBIX Ha BCEX 3Tamax
oOpallieHus JIeKapCTBEHHBIX IpenapaToB B Poccuiickoit @depepanuu 1 Ipyrux rocy1apcrBax;

B) mojy4yeHue B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHoM oT 31 utons 2020 roma N 248-03 "O
rOCyJapCTBEHHOM KOHTpoJie (Haa30pe) W MYHHUIMIAIbHOM KoHTposie B Poccuiickoit deneparun”
CBE/ICHUIl O NMPUYMHEHUHW Bpena WM o0 Yrpo3e HMPUUYMHEHUsS Bpena >KU3HHU, 3[0POBbI0 TpaKJaH WU
KUBOTHBIX.

Undhopmarrust 06 n3MEHEHUSX:

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

Crarbs 9.2. ['ocynapcTBeHHBIN KOHTPOJIb (Ha/[30p) 3a peanu3alnueil opraHaMHu HCIIOJIHUTEIbHON

BiIacTu cyOobekToB Poccuiickoii ®enepanuu nonHomounii B chepe oOpaiueHus
JIEKaPCTBEHHBIX CPENCTB I MEAUIIMHCKOTO IPUMEHEHHUS

1. TocymapcTBeHHBIN KOHTPOJIL (HAA30p) 3a pealn3alnueid OpraHaMH HMCTOJHUTEIHLHOW BIIACTH
cyobekToB Poccuiickoit @enepanun MonHOMOYMH B cdepe oOpalleHus: JEeKapCTBEHHBIX CPEICTB IS
MEIUINHCKOTO IPUMEHEHUs OCYILECTBISIETCS  yHOJHOMO4YeHHbIM [IpaButensctBom  Poccuiickoit
®denepanyii OpraHOM HUCIIOJIHUTENBHOM BIIACTH.

2. IlpemMeroM TOCYTapCTBEHHOTO KOHTpoJiss (Hag3opa) 3a peajm3anueld  OpraHaMu
UCITIOJIHUTENIbHOW BiacTH cyObekToB Poccuiickoit ®enepanuu momHoMouuii B cdepe oOparieHus
JIEKaPCTBEHHBIX CPEJCTB U MEIUIIMHCKOTO NMPUMEHEHUs SIBIsSIeTCS COOJI0JEeHHE YIOJIHOMOYEHHBIMU
OpraHaMH HCIIOJIHUTEIIbHOM BiacTH cyObekToB Poccuiickoir ®Penepaluu METOAMKH YCTaHOBIICHUS
IpelelbHbBIX pPa3MepoB ONTOBBIX HAA0AaBOK U MpEAeNbHBIX pPa3MEpOB PO3HMYHBIX HaJl0aBOK K
(aKkTHUECKUM OTHYCKHBIM II€HaM, YCTAHOBJICHHBIM INPOU3BOAMTENSIMHU JIEKAPCTBEHHBIX MpenapaToB, Ha
JIEKapCTBEHHBIE IIpenapaThl, BKIIOUYEHHbIE B IME€pPEUEHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX MIPENAapaToB.

3. Tlpu oOCyIIECTBICHUU TOCYJApCTBEHHOTO KOHTPOJs (Ham30pa) 3a peanu3aliell opraHaMu
UCTIOJIHUTENILHOW BiacTH CcyObekToB Poccuiickoit denepanuu mnoiaHOMOYMi B cdepe oOpaiieHus
JICKaPCTBEHHBIX CPEACTB I MEAULIMHCKOTO IPUMEHEHHS] IPOBOJATCS CIEAYIOIINE BUABI MEPOIIPUSTHIA:

1) nokyMeHTapHbIE IPOBEPKH;
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2) BbI€3/IHBIC TTPOBEPKH.

4. OpraHuszanys U OCYLIECTBICHHE T'OCYJapCTBEHHOIO KOHTPOJS (Haa30pa) 3a peajn3anueit
OpraHaMH UCIOJHUTEILHOW BlacT CyObekToB Poccuiickoit ®exepanuu mMoJHOMOYHH B cdepe
oOpallleHus1 JIEKApCTBEHHBIX CPEJICTB ISl MEAMIIMHCKOIO MPUMEHEHUsS perynupyrorcs DenepaibHbIM
3akoHOM OT 6 OKTA0ps 1999 roma N 184-@3 "OO6 o0muMX MPUHIMIIAX OPraHU3alUU 3aKOHOJATEIbHBIX
(peCTaBUTENbHBIX) M HCHOJIHUTENBHBIX OPraHOB TOCYJapCTBEHHOH BiacTu cyOBbeKTOB Poccuiickoit
Oepnepanun".

5. TlonoxxeHue O TOCYJapCTBEHHOM KOHTpojie (Haa30pe) 3a peanu3aluedl opraHaMu
UCTIOJIHUTENIBHOW BIacTH CyObekToB Poccuiickoit @enepanuu mnoiaHOMOYMi B cdepe oOpaiieHus
JICKapCTBEHHBIX CPEICTB [UIsl MEAULMHCKOro NpUMeHeHus yrBepxknaercs IIpaButensctBom Poccuiickoit
®denepauuu.

Undopmarus 06 n3MEHEHUX:

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

Crarbst 9.3. PeruoHanbHbIl TOCYJapCTBEHHBIN KOHTPOJIb (HAA30p) 3a MPUMEHEHHEM IIeH Ha

JICKapCTBEHHBIE MpPENapaThl, BKIIOYEHHBIE B MEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
Ba)XHEHIINX JIEKAPCTBEHHBIX MIPENapaToB

1. PernonainbHbIi rocy1apcTBEHHBIN KOHTPOJIb (Ha30p) 32 IPUMEHEHUEM 1IEH Ha JIEKapCTBEHHbIE
npenaparbl, BKIIOYEHHbIE B IE€PEYEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKApCTBEHHBIX
IPerapaToB, OCYIISCTBISICTCS OPraHOM HCIIOJIHUTEIBHONW BIIACTH cyObekTa Poccuiickoit deneparum,
YIOJIHOMOYEHHBIM BBICIIMM HCIIOJIHUTEILHBIM OPraHOM rocy/1apcTBEHHOM BilacTH cyObekTa Poccuiickoit
denepanuu.

2. IIpenMeToM pErMOHANBHOIO TOCYAAPCTBEHHOTO0 KOHTPOJIA (HaA30pa) 3a MPUMEHEHUEM IIeH Ha
JIEKapCTBEHHbIE IIpEnapaThl, BKIIOUYEHHbIE B [E€PEUEHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX
JEKapCTBEHHbIX  IpernaparoB,  sBISAETCd  COOJIOJEHME  OpraHu3alMsIMU  ONTOBOW  TOPrOBIIU
JIEKapCTBEHHBIMH CPEJICTBAMH, AlTEYHBIMUA OPTaHHW3AIMSIMHU, WHAWBHUIYAIBHBIMU TPENPUHUMATEISIMH,
UMEIOIMMHU  JIMLIEH3UI0 Ha (apMaleBTUYECKYI0 JIeSTeNbHOCTh, MEAULUUHCKUMHM OpraHU3alHsIMH,
UMEIOLIUMH JIMLEH3UI0 Ha (papMalleBTUYECKYIO AESITEIbHOCTh, U UX 000COOJEHHBIMU MOAPA3/IEICHUSIMU
(amOynaropusiMu, GenpAmEepCKUMU U (eNbAIIePCKO-aKYIIEPCKUMH TYHKTaMH, LIEHTPaMu (OTeICHUSIMHU)
oOmielt BpayeOHOU (CeMEWHOM) MPAKTUKH), PACIOJOKEHHBIMU B CEIIbCKUX HACEJICHHBIX MYHKTaX, B
KOTOPBIX OTCYTCTBYIOT amlTeuHble OpraHM3alldd, I[pHU pean3alud JIEKapCTBEHHBIX IpernapaToB
TpeOOBaHUI K MNPUMEHEHUIO 1I€H, YPOBEHb KOTOPBIX HE JOJKEH MpEeBBIIIaTh CyMMY (QakTH4eCKOn
OTIIYCKHOM LI€HBbI, YCTAHOBJICHHON IPOU3BOJUTENIEM JIEKAPCTBEHHBIX IPENaparoB, U KOTOpbIE HE
MPEBBIIAIOT 3aPETUCTPUPOBAHHBIX MPEIEIbHBIX OTIYCKHBIX 1I€H, U Pa3MEPOB ONTOBBIX HAZ0AaBOK U (MJIN)
pa3sMepoB PO3HMYHBIX HAJ0aBOK, HE IMPEBBHIAIOLINX COOTBETCTBEHHO Pa3MEPOB IMPEJEIbHBIX ONTOBBIX
Ha/10aBOK U (WJIM) pa3MepoB MpeelbHbIX PO3ZHUYHBIX HAaJI0aBOK, YCTAHOBIEHHBIX B cyObekTe Poccuiickoii
denepauuu.

3. Opranuszanusi ¥ OCYIIECTBJIEHUE PErMOHAIBHOIO TOCYJAapCTBEHHOTO KOHTPOJs (Haa3opa) 3a
PUMEHEHHUEM IIeH Ha JIEKApCTBEHHbIE NpenapaThl, BKIIOUECHHBIE B NIEpeUYeHb KU3HEHHO HEOOXOIUMBIX U
BAKHEWIINX JIEKAPCTBEHHBIX MpeEnapaToB, perynupyrorcs DenepanbHeiv 3akoHoM oT 31 urons 2020 rona
N 248-®3 "O rocynapcTBEHHOM KOHTpoOJI€ (HaA30pe) M MYHULUMIAIBHOM KOHTposie B Poccuiickoit
®Denepanun".

4. TlonoxxeHne 0 perHOHAIbHOM IOCYIapCTBEHHOM KOHTpoOJe (Ha/A30pe) 3a MPUMEHEHUEM LIeH Ha
JIEKapCTBEHHBIE IIpenapaThl, BKIIOUYEHHbIE B IME€pPEUEHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JICKapCTBEHHBIX TMpPEnapaToB, YTBEPXKIAETCs BBICIIMM HCIOJIHUTEIBHBIM OPraHOM T'OCYAAapCTBEHHOM
BlacTu cyonrekta Poccuiickoit deneparumu.

Wndopmarus 06 H3MEHEHHSX:

I'nasa 4 oononnena cmamoveii 9.4 ¢ 1 wons 2021 e. - @edepanvuuiii 3akon om 11 uonsn 2021 2. N
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170-D3
Crarbs 9.4. @enepalibHbIl TOCYIAPCTBEHHBIA JIMIICH3UOHHBIM KOHTPOJIb JEATEIBbHOCTH 10
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPE/ICTB

1. denepanbHbIi TOCYAAPCTBEHHBIA JTUIEH3MOHHBIA KOHTPOJIb JAEATEILHOCTU IO MPOU3BOICTBY
JICKapCTBEHHBIX CPEICTB OCYIIECTBISCTCS (elepalbHBIMH OpraHaMH HCIOJHHUTEIBHOM  BIIACTH,
ynonHomoueHHbIMU [IpaBuTenscTBoM Poccuiickoit denepanuu.

2. ®enepanbHbli rOCYAAPCTBEHHBIM JIMIEH3UOHHBIA KOHTPOJIb JAEATEIbHOCTU 110 IPOU3BOICTBY
JIEKapPCTBEHHBIX CPEJCTB OCYIIECTBISAECTCA B cOOTBeTcTBUU ¢ DesepanbHbiM 3akoHoM oT 4 mas 2011 rona
N 99-®3 "O nuieH3upoBaHUM OTAEIBHBIX BUJOB JeArenbHocTH" U DenepanbHeiM 3aKk0oHOM OT 31 urons
2020 roma N 248-®3 "O rocymapCTBEHHOM KOHTpoJe (HAA30pe) W MYHHIIMIAIBLHOM KOHTPOJIE B
Poccuiickoit ®enepanuun". B pamkax (denepanbHOr0 TrOCYAapCTBEHHOTO JIMIEH3MOHHOTO KOHTPOJIS
NESTENIbBHOCTH TI0 TPOM3BOJACTBY JICKAPCTBEHHBIX CPEICTB IIJIAHOBBIE KOHTPOJIbHBIE (HAA30PHBIC)
MEPONPUITHUSI HE TMPOBOJATCS, MPU ITOM IPOBOJUTCS MNEPUOANYECKOE MOATBEPKICHHE COOTBETCTBUS
JUICH3UATOB JIMIIEH3MOHHBIM TpeOOBaHUSM B COOTBETCTBUU ¢ DenepalibHBIM 3aKOHOM OT 4 Mas
2011 roga N 99-@3 "O nuueH3upOBaHUU OTAEIbHBIX BUJIOB AESITEIbHOCTH".

I'naBa 5. Pazpa®oTka, 10KJIMHUYECKHE UCCIe0BAHNUS JIEKAPCTBEHHBIX CPECTB, a TAKKe
KJIMHHYECKHEe UCCIeJ0OBAHNS JIEKAPCTBEHHBIX NPENaparoB JAJI BeTePUHAPHOI0 NPUMEHEeHUs

Cratbs 10. Pa3paboTka JTIeKapCTBEHHBIX CPEICTB

1. Pa3paboTka JEKapCTBEHHBIX CPEICTB BKIIOYAaeT B CeOs MOMCK HOBBIX (apMaKOJIOTUYECKU
AKTUBHBIX BEIIECTB, IOCIEAYyIOLIee HW3YYeHHE UX JICKAPCTBEHHBIX CBOMCTB, JOKIMHUYECKHE
UCCIIEIOBaHMSI, Pa3pabOTKy TEXHOJOTMM IMpPOU3BOJACTBA (apMaleBTUYECKUX CyOcTaHIMi, pa3paboTKy
COCTaBOB U TEXHOJIOTUN TTPOM3BO/ICTBA JIEKAPCTBEHHBIX TPENAPaTOB.

2. duHaHCOBOE 0O€ECTICUeHHUE Pa3padOTKH JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISETCS 32 CUET:

1) cpencTB ¢enepanbHOroO OOIKETA;

2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CPEICTB IIPOU3BOIUTENIEN JIEKapCTBEHHBIX CpencTB npu BBHITIOJTHEHUH
HAyYHO-UCCIIEIOBATENIbCKUX pPadOT MO JOTOBOPY MEXIy pa3pabOTUMKOM JIEKapCTBEHHBIX CPEICTB H
IIPOU3BOJUTEIIEM JIEKAPCTBEHHBIX CPEICTB;

4) MHBIX HE 3alPEIICHHBIX 3aKOHOIATENHCTBOM Poccuiickoit denepaiiuu CTOYHHKOB.

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

CMm. xommeHTapuu Kk ctarbe 10 HacTosmero denepalbHOTO 3aK0Ha

Cratbsa 11. I[OKJ'II/IHI/I‘-ICCKOC HCCJIICAOBAHUC JICKAPCTBCHHOTO CpeACTBa JIA MCAHUIHUHCKOTO
MMPUMCHCHUA
1. I[OKHMHH‘—IGCKO@ HCCIICAOBAHUC JICKAPCTBECHHOI'O CpeACTBa MJII MCAUIUHCKOTIO MPUMCHCHHA
MMPOBOAUTCA MYTEM IHNPUMCHCHHA HAYYHBIX MCTOAOB OICHOK B MHEIAX IIOJYUCHHUA J0KA3aTCIIbLCTB
6630HaCHOCTI/I, KadeCTBa U B(I)(IJCKTI/IBHOCTI/I JICKAPCTBCHHOTO CPCACTBA.

Wudopmanust 06 U3MEHEHUIX:

Deodepanvrvim 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. mexcm wacmu 6 npeovioyujeli peoaxkyuu
2. JIOKJIMHUYECKOE HCCIEN0BAHUE JIEKAPCTBEHHOIO CPEACTBA s MEAUIMHCKOTO INPUMEHEHMS
IPOBOJUTCS B COOTBETCTBMM C INpaBWJIaMHU HaJulexkalleil J1abopaToOpHOW MNPaKTHKH, YTBEpPXKIECHHBIMU
YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM UCTIOJHUTEIIBHOM BIACTH.
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Wndopmarus 06 H3MEHEHHSIX:

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 uacmu 6 npeovioyujeli peoaxkyuu

3. Jlnsg opraHu3alMd U IPOBEAEHUS NOKIMHUYECKOIO HMCCIEIOBAHUS JEKAPCTBEHHOIO CPEICTBA
JUIs  MEIUUUHCKOIO TPUMEHEHHUs pa3paOOTUMKU JIEKApCTBEHHBIX CPEACTB MOTYT IPUBICKATh
Hay4HO-HMCCIIEJI0OBAaTEIbCKUE OpraHu3aliy, oO0pa3oBaTelbHbIE OpraHMU3allMM BBICIIErO OOpa30BaHU,
UMEoIMEe HEOOXOAUMYI0 MaTepHaIbHO-TEXHUUYECKYI0 0a3y M KBaJU(UIHUPOBAHHBIX CHEIMAINCTOB B
COOTBETCTBYIOLIEH 00J1aCTU HCCIIEAOBAHNUS.

4. JIOKIMHMYECKOE HCCIEeIOBAaHHUE JIEKAPCTBEHHOIO CPEJCTBAa Ui MEAMIMHCKOIO IMPUMEHEHUs
IOPOBOJIUTCS IO YTBEPKACHHOMY pa3paOOTYMKOM JIEKAPCTBEHHOTO CpEACTBA IUIAaHY C BEJICHHUEM
IPOTOKOJIa 3TOTO0 HMCCIEIOBaHMUS U COCTABICHHEM OTYEeTa, B KOTOPOM COJAEP)KATCsl Pe3yibTaThl 3TOTrO
UCCIIEIOBaHMS U 3aKIII0YEHUE O BO3MOXKHOCTH MPOBEICHHSI KIMHUYECKOr0 UCCIIEI0BAaHUS JIEKAPCTBEHHOIO
npenapara Ui MeAULIUHCKOI0 IPUMEHEHHUS.

Undopmarris 06 n3MEHEHUAX:

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

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

5. IlpoBeneHue MPOBEPOK COONIONCHUS MPaBUI HaaJexamell mabopaTopHON NPaKTUKH U
MPABOBBIX HOPM HCIOJB30BAHUS KUBOTHBIX MPU TPOBEACHUHM JIOKIMHWUYCCKHX HCCIICTOBAHHIMA
JICKaPCTBEHHBIX CPEJCTB s MEAULMHCKOTO TPHUMEHEHUS OCYIIECTBISETCS  YIOJIHOMOYEHHBIM
denepatbHBIM OPTaHOM UCTIOJTHUTEILHOM BIACTH.

6. Pe3ynbpTaThl NOKIMHHUYECKOTO HCCIEIOBAHHS JIEKAPCTBEHHOTO CPEACTBA ISl MEIULIMHCKOTO
NPUMEHECHUST MOTYT OBITh TPEJCTABJIICHBI B YIIOJHOMOUYEHHBIA (helepanbHblii OpraH WCIOTHUTEILHOM
BJIACTH B YCTAHOBJICHHOM MOPSIKE B IENSIX TOCYIaPCTBEHHON PETUCTPAIINH JIGKAPCTBEHHOTO Mpernapara.

FAPAHT:

CMm. xommeHTapuu Kk ctathbe 11 HacTosero denepaibHOrO 3aK0HA

Crarpa  12. I[OKJII/IHI/I‘ICCKOG HCCIIEAOBAHUE JICKAPCTBECHHOI'O CpE€ACTBA M KIMHHUYCCKOC
HCCIICOOBAHUE JICKAPCTBCHHOTO IIpe€Tiapara JJIsI BETCPUHAPHOTO IIPUMCHCHU A

1. I[OKJ'II/IHI/I‘IGCKOC HCCIIEJOBAaHUE JICKAPCTBEHHOI'0 CPEACTBA I BETCPUHAPHOI'O IMPUMEHCHHA
MMPpOBOAUTCA MNYTEM HNPUMCHCHHA HAYYHBIX MCTOAOB OINCHOK B MHCX IOJYUCHHUA J0KA3aTCIILCTB
6C3OHaCHOCTI/I, KadyeCTBa U 3C13(1)€KT1/IBHOCTI/I JIEKApCTBEHHOT'O CPEJICTBA, B TOM YHCJIE OIIPEACICHHA CPOKa
€T0 BBIBCACHHA W3 OpraHu3Ma >XKMBOTHOI'O, B LEIAX obOecrieueHnst 0€30IIaCHOCTH MIpOAYKIIHNU KUBOTHOTI'O
IIPOUCXOXKIACHHUA ITOCJIC TPUMEHEHNA COOTBETCTBYIOMIECTO JIEKAPCTBEHHOI'O IIpEIiapara.

2. ,ZIOKJ'II/IHI/IIIeCKOG HCCIICAOBAHUE JICKAPCTBCHHOTO CPEACTBA MW KIMHHYECCKOEC HCCICOIOBAHUC
JICKapCTBCHHOT'O IIp€rapara s BETCPHMHAPHOI'O0 INIPHUMCHCHUA, HWCCICIOBAHUEC OHMOPKBHUBAJICHTHOCTH
YKa3aHHOr'o JICKAPCTBECHHOT'O IIpfIiapaTa MPOBOAATCA B COOTBETCTBUH C IIpaBUJIaMH, YTBCPKIACHHBIMU
YIIOJTHOMOYE€HHBIM q)ellepaJ'ILHLIM OpraHnomMm HCIIOJIHUTEILHOHN BIACTH.

TAPAHT:

Cm. Meromnueckue ykasaaus "[IpoBeleHHE KadeCTBEHHBIX HCCIICIOBAHUN OWOIKBHBAJICHTHOCTH
JIEKapCTBEHHBIX CPeaCTB", yTBepKAeHHbIe Mun3apascoipa3sutus Poccuu ot 30 aBrycra 2004 r.

3. JIOKIIMHMYECKOE HCCIEe0BAHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHUYECKOE HCCIEI0BAaHUE
JIEKapCTBEHHOrO Tpemnapata JUisi BETEPUHAPHOTO MPUMEHEHHUS MPOBOAATCA IO YTBEPKICHHOMY
pa3paboOTYMKOM JIGKAPCTBEHHOTO CpPEICTBA IUIAHY C BEACHHEM IPOTOKOJOB JTHX HCCICIOBAHUN U
COCTaBJICHMEM OTYETOB, B KOTOPBIX COJIEPIKATCS PE3YJIbTAThl ATUX UCCIIEI0OBAHUMN.

4. Jlnst opraHu3aiy ¥ NpOBEICHUS TOKIMHUYECKOTO MCCIIEAOBAHUS JICKAPCTBEHHOTO CPEJICTBA U
KJIIMHUYECKOTO MCCIIEAOBAHMS JIEKAPCTBEHHOTO Tpemnapara sl BETEpUHAPHOTO MPUMEHEHHS pa3padOTInK
JCKapCTBEHHOTO  CpPEACTBA  MOXET  MPUBJICKaTh  OpraHU3allid, HUMEIONMe  HEoOXOIUMYIO
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MaTepHaIbHO-TEXHIUUECKYI0 0a3y M KBaJTH(PHIHUPOBAHHBIX CIEIIHAIICTOB B COOTBETCTBYIOIIECH 001acTH
VICCJIC/IOBAHHSI.

5. KimmHnueckue uccieoBaHus JIEKAPCTBEHHBIX IIPENapaToB Ul BETEPUHAPHOIO IPUMEHEHMS
IPOBOJSITCS. B BETCPUHAPHBIX OpPraHM3alUsIX M B OPraHU3alUsIX, OCYIIECTBILIOIINX pPa3Be/ICHHUE,
BbIpalllUBaHUC U COACPIKAHNUC JKUBOTHLBIX, B LICJIAX:

1) ycTaHOBJICHHSI IEPEHOCHMOCTH JICKAPCTBEHHBIX MPENapaToB 310POBBIMU KUBOTHBIMH;

2) moxmbopa ONTUMAIBHBIX JO3MPOBOK JIEKAPCTBEHHBIX IpENapaToB M Kypca JIEUCHHs Ha
KOHKPETHOM TPYIIIE )KUBOTHBIX C OIPEICICHHBIM 3a00JICBaHHEM;

3) ycraHoBieHuss ~ Oe30macHOCTM U APPEKTHBHOCTH  JICKAPCTBEHHOTO  Iperapara,
IPEIHA3HAUYCHHOTO IS JICYCHWs OINPEICICHHBIX 3a00JIeBaHUH JKMBOTHBIX, HIH S(PPEKTHBHOCTH
JIEKapCTBEHHOT0 Mpenapara Juis NpopuIaKTHKU 3a00I€BaHM 3J0POBBIX KUBOTHBIX;

4) u3ydeHHsT BO3MOXKHOCTEH pacIIMpEHHsl TOKAa3aHUH K MPUMEHEHHIO 3aperucTpUPOBAHHOTO
JIEKapCTBEHHOTO MperapaTa 1 BhISIBJICHUS PaHEe HEM3BECTHBIX 1TOOOYHBIX JCHCTBUIA.

6. KimHndeckoe wHCCleOBaHUE JICKAPCTBEHHOIO Iperapara Ui BETEPHHAPHOIO MPUMEHEHHUS
OCYIIECTBIIICTCS 3a CUET CPEJICTB pa3paboTUnKa JIEKapCTBEHHOTO CPEJICTBA.

7. Ot4ersl O pe3ynabTaTax JOKJIMHHUYECKOTO WCCICJOBAaHHS JICKAPCTBEHHOTO CpEICTBA H
KJIMHUYECKOTO  HMCCJICIOBaHMs  JICKAPCTBEHHOrO mperapara Uil  BETCPHHAPHOIO  IPUMCHEHHUSI
COCTaBIISIFOTCSL  Pa3pabdOTYMKOM JICKAPCTBEHHOTO CPEICTBA C YYETOM 3aKIIOYCHHH OpraHu3alui,
IIPUHUMABIINX y4aCTUE B OpPraHU3alluU U IIPOBEICHUH 3TUX UCCIIEIOBAHUN.

8. KoHTponb 3a mmpoBeACHHEM IOKIMHUYECKUX HCCICAOBAHUI JIGKAPCTBEHHBIX CPEICTB U
KIIMHUYCCKHUX I/ICCJIGI[OBaHI/Iﬁ JICKApPCTBCHHBIX npemnaparon JIIA BCTCPHUHAPHOI'O IMPUMCHCHU
OCYILECTBIISCTCS YIIOJIHOMOYCHHBIM (peiepalibHbIM OPraHOM HCIIOJIHUTEIILHOM BIIACTH.

TAPAHT:

CMm. koMmMeHTapuu K cTathe 12 HacTosiero denepaibHOr0 3aK0Ha

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

Undhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamosa 13 nacmoswezo Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm cmamwv 8 npedvloyuell pedaxKyuu
Cratsba 13. 'ocygapcTBeHHas perucTpaius JeKapCTBEHHBIX IpernapaToB

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim  3akonom om 13 wuwons 2015 2. N 241-@3 yacms 1 cmameu 13 nacmoswezo
DedepanbH020 3AKOHA U3NONHCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

1. B Poccuiickoit @enepanun I0MYyCKAOTCS MPOU3BOJICTBO, U3TOTOBIICHUE, XPAaHEHHUE, MIEPEBO3KA,
BBO3 B Poccuiickyro ®denepanuto, BeiB03 u3 Pocculiickonn @enepanuu, peknama, OTIIYCK, peanu3alus,
nepenada, MPUMEHEHHE, YHUYTOKEHHE JIEKapCTBEHHBIX IIPENapaToB, €CIM OHM 3apErMCTPUPOBAHBI
COOTBETCTBYIOIUM YIOJIHOMOYEHHBIM (pe/iepalbHbIM OPraHOM UCIOTHUTENBHOM BIACTH.

2. T'ocynapCTBEHHOM perucTparuy moiexar:

1) Bce JekapCTBEHHBIE IMpenapathl, BIIEPBBIC MOJJIEXKAIINE BBOAY B oOpamieHue B Poccuiickoit
denepanuu;

2) NeKapCTBEHHbIE IIpenapaTrhbl, 3apETUCTPUPOBAHHBIE DPAHEE, HO IPOU3BEACHHBIE B JIPYIHX
JIEKapCTBEHHbIX (hOpMax B COOTBETCTBUU C IIE€PEYHEM HAMMEHOBAHMH JIEKapCTBEHHBIX ()OpM, B HOBOM
JIO3UPOBKE IMPH JIOKA3aTENbCTBE €€ KIMHIUUECKOW 3HAUUMOCTH U 3((HEKTUBHOCTH;

3) HOBbIE KOMOMHAIIMY 3aPETMCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX IPENapaToB.

3. 'ocynapcTBeHHasl perucTpanus JIEKapCTBEHHBIX IIPENapaToB OCYILIECTBIIAETCS MO pe3ysbTaTaM
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OKCIEPTHU3BI JIEKAPCTBEHHBIX CPENICTB, a TOCYJApCTBEHHAs pErucTpanus OpQaHHBIX JIEKaPCTBEHHBIX
IIpenapaToB OCYLIECTBISIETCA II0 pe3yibTaTaM SKCIEPTU3bl JIOKYMEHTOB, HPEICTAaBICHHBIX IS
onpeJieJIeHUsI BO3MOKHOCTA PAacCMaTpUBaTh JIEKAPCTBEHHBIN MperapaT JUisi MEIULIMHCKOTO MPUMEHEHUS
IIPU OCYILECTBICHUH TOCYJapCTBEHHON PETUCTPallii B KayecTBe Op(aHHOro JIEKapCTBEHHOIO Mpemnapara,
U IO pe3yJIbTaTaM IKCIEePTU3bI JIEKAPCTBEHHBIX CPEJICTB.

4. l'ocynapcrBenHas perucTpanms JIEKApCTBEHHOTO npenapara OCYILIECTBIISAETCA
COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (peiepaibHBIM OPraHOM HCIOJHUTEIBHON BIIACTH B CpPOK, HE
MPEBBIIIAIONINNA CTa MIECTHIECATH pabOYMX AHEW CO AHS MPUHSATHS COOTBETCTBYIOIIETO 3asiBICHUS O
roCyJapCTBEHHON perucTpanuu JIEKapCTBEHHOrO mpenapara. B ykazaHHBIM CPOK BKIIIOYAETCS BpeMms,
HEO00XO0UMOE JIsi TIOBTOPHOT'O MPOBEACHUS SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA B COOTBETCTBHH CO
crateeil 25 Hacrosimiero ®enepanbHoro 3akoHa. Cpok rocyJapCTBEHHOM pPErucTpaluu JIEKapCTBEHHOTO
npernapara UCUUCISETCS CO IHSA MPUHATUS COOTBETCTBYIOIINM YIIOJTHOMOUYEHHBIM (efiepaibHbIM OPraHOM
WCIIOJIHUTEIIbHOM  BJIACTH  COOTBETCTBYIOIIETO  3asBJICHMS O TOCYAApPCTBEHHOW  pErucTpaiuu
JIEKapCTBEHHOIO IIpermapaTa C NPUIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB MO J€Hb BbIIaYu
PETUCTPAIIMIOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Tpenapara. Bpems, HeoOXoauMoe AJisi HallpaBICHHS
YIIOJTHOMOYEHHBIM  (peiepalIbHbIM  OpPraHOM HCIIOJIHUTEIbHOW BJACTU 3ampoca O MPEACTaBICHUU
HEOOXOAMMBIX MaTEpPUAJIOB U MPEACTABICHUS 3asiBUTEJIEM OTBETA HA JIAHHBIN 3alpOC B COOTBETCTBUU CO
cratesiMu 16, 19 m 23 nHacrosmero PeaepanbHOro 3aKOHA, HE YYUTBHIBAETCS IPU HCUHUCIECHHUHU CPOKa
roCy/1apCTBEHHOW PETUCTPAaLliU JIEKApCTBEHHOTO Mpenapara.

5. l'ocygapcTBEeHHOM perucTpanyu He MOJJIeXKAT:

1) nexapcTBeHHBIE MpenapaThl, U3rOTOBJICHHBIC AlTEYHBIMU OPTaHHU3AIUAMH, BETEPUHAPHBIMU
anTEeYHbIMM OPraHU3alUAMH, UHAUBUAYATbHBIMU IPEANPUHUMATENSAMHA, KOTOPbIE UMEIOT JULEH3UI0 Ha
(dapManeBTUYECKYIO JEATSIBHOCTh, IO pelenTaM Ha JICKapCTBEHHBIC MpermapaTsl W TPEeOOBAHUIM
MEIUIMHCKUX OpPraHu3aluii, BETEpUHAPHBIX OPraHU3alni;

2) nekapCTBEHHBIE MpernapaThl, MPUOOpeTeHHbIe (M3UIECKUMU JTUIaMU 3a Tipenenamu Poccuiickoit
®denepanny U NpeHA3HAYEHHBIE J1s1 TMYHOTO UCTIOIb30BAHHUS;

3) JexapcTBEHHBIE TIpenapathl, BBO3UMbIe B Poccuiickyro depepanuio A1 OKa3aHUs MEIUIIMHCKOM
MOMOILM M0 >XKM3HEHHBIM MOKa3aHUsIM KOHKPETHOI'O MAallMeHTa Ha OCHOBAaHWU pa3pelIeHUs, BBLAAHHOTO
YIOJIHOMOYEHHBIM (DeiepaibHBIM OPTaHOM HCIIOJTHUTEIHHOM BIIACTH;

4) nexapCTBEHHBIE CpeICTBa, BBO3UMbIe B Poccuiickyro denepanuio Ha OCHOBAaHHH BBIJAHHOTO
YIOJIHOMOYEHHBIM (peepabHBIM OPTraHOM HCTIOJTHUTEIHHOM BJIACTH Pa3pelieHHs] W TMpeaHa3HauYeHHBIE
JUISE  TIPOBEJEHUS] KJIMHUYECKUX HCCIEeOBAaHUI JICKapCTBEHHBIX MpernapaTtoB W (WIM) MPOBEIEHUs
OKCHEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB  JJII  OCYIIECTBICHUS  TOCYJApPCTBEHHOM  perucTpaiuu
JIEKapCTBEHHBIX MPENAPATOB;

5) dbapmanieBTHUECKHE CyOCTaHIINM;

6) paanodapmaleBTHUECKHE JIEKAPCTBEHHBIC MpenapaThl, HW3TOTOBICHHBIE HEMOCPEICTBEHHO B
MEJUIIMHCKUX OpPTaHU3AlMAX B TIOPS/IKE, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (elepabHbIM OpPraHOM
WCIIOJIHUTEJIbHON BIIACTH;

7) nexapCTBEHHBIE TIPETapaThl, MPOU3BOAUMBIE JJISI SKCIIOPTA.

6. He nomyckaercs rocy1apcTBEHHAs! perUCTpaIIUs:

1) nexapCTBEHHBIX TMpENapaTroB, OTIWYAIOIIUXCSA JAPYr OT Jpyra KadeCTBEHHBIM COCTaBOM
JIEMCTBYIOIMX BEUIECTB, O/l OAMHAKOBBIM TOPIOBbIM HAUMEHOBAHUEM;

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

CMm. npedvloywyro pedaKyuio
2) OHOTO JIEKApCTBEHHOTO Iperapara, MpeICTaBICHHOr0 Ha TOCYAapCTBEHHYIO PETHCTPAIMIO B
OTHONIICHMH OJHOTO W TOTO K€ JepiKaTells WM BJaJeblla PErUCTPAIMOHHOTO YIOCTOBEPECHHUS
JICKApCTBEHHOTO TIpenapata B BHUAC JBYX M 0oJjiee JIGKAPCTBEHHBIX MPENapaToB TOJ pPa3TUYHBIMU
TOPTOBBIMU HAMMEHOBAHUSIMHU.
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7. Tlo 3ampocy (B 27meKTpoHHON (hopMe Wi Ha OyMaXHOM HOCHTENE) CyObeKkTa oOpalieHus
JIEKaPCTBEHHBIX CPEACTB COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (eiepabHbIM OPraHOM HCIIOJIHUTEIBHON
BJACTH, OCYILECTBISIOUIMM TOCYJAapCTBEHHYIO PETUCTPALMI0  JIEKApCTBEHHBIX IPENaparoB, B
YCTaHOBJICHHOM UM IOPSJIKE OCYLIECTBIISIETCS HAYYHOE KOHCYJIBTHPOBAHHE IO BOIPOCAM, CBSI3AHHBIM C
IIPOBEJCHUEM JOKIMHUYECKUX MCCIEAOBAHNUN, KIMHUYECKUX UCCIIEOBAHUN JIEKAPCTBEHHBIX NpPENapaTos,
9KCIIEPTU3bl KAayeCTBA JICKAPCTBEHHBIX CPEACTB, 3(PPEKTUBHOCTU M OE30MACHOCTH, C OCYIIECTBICHHUEM
rOCy/IapCTBEHHOW PETUCTPALIUU JIEKApPCTBEHHBIX IpenapaToB. KoHCynpTUpOBaHHE OCYIIECTBISETCS C
npuBIIeYeHHEM (peliepalibHbIX TOCYIaPCTBEHHBIX OIOJKETHBIX YUPEXKICHUH, OIBEJOMCTBEHHBIX JAHHOMY
denepanbHOMYy OpraHy HCHOJHHMTEIBHOM BIACTH M HE YYAaCTBYIOIIUX B OpTraHU3ALMHM IPOBEICHUS
SKCHEPTHU3bl KAyeCcTBa JIEKAPCTBEHHBIX CPEACTB B LEJIAX OCYLIECTBICHUS MX TOCYJapCTBEHHOMN
perucTpany B COOTBETCTBUU CO crarthed 16 Hactosimero denepanbHOro 3aKOHA, B BUIE OTBETA B
NUCHbMEHHOU (hopMe YIIOITHOMOUYEHHOTO (peepalbHOTO OpraHa MCHOJHUTENbHOM BIACTH Ha 3aIpoc.
Pa3zmep B3uMaemoii ¢ 3asBUTENS IUIATHI ONPENEAECTCS B COOTBETCTBUU C 3aKOHO/1aTelIbecTBOM Poccuiickoit
Oenepanyy 00 OpraHu3aluy MPEAOCTaBICHUS TOCYIAPCTBEHHBIX U MYHULIUNIATIBHBIX yCiyr. MHopmarms
00 OCYIIECTBIIEHUH HAYYHOI'O KOHCYJbTUPOBAHUS, B TOM YHUCIIE€ CTaThU, 0030pbl, CIPABOYHBIE MAaTEPHUAIIBI
U uHas uHpopMalus 00 OCYIIECTBICHUN HAyYHOTO KOHCYJIbTHPOBAHUS, pa3MellaeTcss Ha opUIMaIbHOM
caiiTe yIOJIHOMOYEHHOro (heaepaabHOro OpraHa HCIHOJHUTENbHOW Biactu B cetd "MHTepHer" cC
COONIOZICHUEM OTPaHUYEHHUI, YCTAHOBJICHHBIX 3aKOHOJATEILCTBOM O TEPCOHAIBHBIX JaHHBIX,
KOMMEPUYECKOH U (WJIM) TOCYyJapCTBEHHOM TaliHE.

Wudopmarus 06 H3MEHEHHSX:
Yacmo 8 usmenena c 1 anpens 2020 2. - @edepanvhuiii 3akon om 1 anpens 2020 2. N 98-D3

Cm. npedvloyuyro pedaKyuio
8. I'ocynapcTBeHHass pPEeruCTpanys JIEKAPCTBEHHBIX IPENapaToB, KOTOPbIE NpEAHA3HAYEHBI U

IIPUMEHEHNs B  YCIOBHUSAX BOCHHBIX JEHCTBHM, YPE3BBIYAMHBIX CUTyallud, NPEIyNpeKIACHUs
Ype3BbIUANHBIX CUTyaLUH, TPOPUIAKTUKU U JIedeHUs 3a00JIeBaHHM, MPEACTABISIONIMX OMACHOCTh IS
OKpY’KaloIlINX, 3a00JIeBaHUN U MOPAXKEHUH, MOIYYEHHBIX B pe3yibTaTe BO3ACHCTBUS HEOJArONpHUSITHBIX
XUMHUYECKHX, OMOJIOTHYECKUX, PaJUallMOHHBIX ()aKTOPOB, W KOTOpblEe pa3paboTaHbl B TOM 4YHCIE I10
3a/laHuI0  (peiepalbHBIX OPraHOB HCIIOJIHUTENBHOM BIIACTH, YIOJHOMOYEHHBIX B 00JacTH OOOpPOHBI
CTpaHbl U 0€30MaCHOCTH TOCYJapCTBa, OCYLIECTBISETCS B MOPSAKE, YCTaHOBIEHHOM IIpaBUTEnbCTBOM
Poccuiickoit @enepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 13 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wudopmanust 00 U3MEHEHUIX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 14 nacmosweeo DedepanbrHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cury ¢ 1 uronn 2015 a.

Cm. mexkcm cmamvu 8 npedbloyujel peoaKyuu

Crarbs 14. [TpyHIUIBI SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

1. OkcnepTr3a JeKapCTBEHHBIX CPEJICTB OCHOBBIBACTCS HA MPHHITUNAX 3aKOHHOCTH, COOJIIOICHUS
npaB W CBOOOJ 4YeloBEeKa M TpaKIaHWHA, MpaB IOPUAMYECKOTO JIHMIA, HE3aBHCHUMOCTH DJKCIepTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH M TIOJHOTHI HCCIEIOBAHWUN, TMPOBOAMMBIX C HCIOJIh30BAHUEM
COBPEMEHHBIX JOCTH)KEHUH HAyKd M TEXHHKH, OTBETCTBEHHOCTH (pelepaqbHOr0 TOCyAapCTBEHHOTO
OIO/KETHOTO YYPEKIEHUS IO TPOBEICHUIO SKCTIEPTU3bI JIEKAPCTBEHHBIX CPEJACTB W DKCIEPTOB 3a
MPOBECHUE U KAYECTBO SKCIEPTU3HI.

2. DKcnepTu3a JeKapCTBEHHBIX MPenapaToB sl MEAUIIMHCKOTO PUMEHEHHS BKIIIOYAeT B ceOsl:

1) sKkcriepTU3y NOKYMEHTOB, MPEACTABICHHBIX JUISl OMpPEAENICHHUs] BO3MOXKHOCTU paccMaTpuUBaTh
JICKapCTBEHHBIN IMpemnapaT i MEIWLUHCKOrO MPUMEHEHMs] HpPU OCYIIECTBICHUHM TOCYIapCTBEHHOM
perucTpaiyu B KauecTBe op(haHHOTO JIEKAPCTBEHHOTO Mpernapara;
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2) sKCHEepTU3y NPEJI0KEHHBIX METOJIOB KOHTPOJISI KAUeCTBA JICKAPCTBEHHOTO CPE/ICTBA M KaueCTBA
MPEJICTABICHHBIX O0pa3l0B JIEKAPCTBEHHOTO CpPEICTBAa C MCIOJIb30BAaHUEM OTHUX METOAOB (lanee -
IKCIIEPTH3a KaueCTBa JIEKAPCTBEHHOT'O CPECTBA);

3) oKcHepTu3y OTHOILIEHUS OXHAAeMOHl TMOJb3bl K BO3MOXKHOMY PHUCKY MpPUMEHEHUs
JIEKapCTBEHHOI'0 IIPETapara;

Wndopmarus 06 H3MEHEHHSX:

Yacmov 2 donoanena nynkmom 4 ¢ 1 mapma 2020 2. - @edepanvhsiii 3akon om 27 dexaobps 2019 e. N
475-D3

4) sKCIepTH3y PETUCTPAMOHHOTO JOChe Ha JICKAPCTBEHHBIM MpemapaT B IENAX ONpeIeICHUS
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPEIapaToB ISl MEAUIIMHCKOTO MPUMEHEHHS.

3. DkcmepTu3a JIGKApCTBEHHBIX NpENapaTroB AJsi BETEPUHAPHOTO MPUMEHEHHS BKIIIOYAET B ceOs
IKCIEPTU3Y KAdyecTBa JIGKAPCTBEHHOTO CPEJICTBA W OKCIEPTH3y OTHOIICHUS OXUIAEMOW TIOJIb3bI K
BO3MOXKHOMY PUCKY IIPUMEHEHHUS JICKAPCTBEHHOTO Mpernapara.

TAPAHT:

Cwm. IlonokeHre o MOpSAIKE SKCIEPTH3bI, HCTIBITAHUS M PETUCTPAIlMU BETEPUHAPHBIX ITpenapaTtoB B PO,
yTBEPKJICHHOE [ TaBHBIM TrOCYapCTBEHHBIM BETEPUHAPHBIM HHCIIEKTOpOM P®D 3 okTs16ps 1995 r.

CMm. komMeHTapuu K ctatbe 14 HacTosiero denepabHOr0 3aK0Ha

Crarps 15 CDeI[epaJ'IBHOC rocyarapCTBCHHOC OI0MKETHOE YUYPCKOACHUE 110 IIPOBCIACHUIO
9KCIICPTUIBI JICKAPCTBCHHBIX CPCACTB

SKCHepTHSa JICKApCTBCHHEBIX CPCACTB IIPOBOAUTCA (bez[epaanblM rocy1apCTBCHHBIM OI0IKETHBIM
YUIPECKACHUEM COOTBETCTBYIOMIECTO YIIOJTHOMOYCHHOI'O @eﬂepaﬂbHOI‘O opraHa HCIIOJIHUTCIILHOM BJIACTH,
CO3JIaHHBIM IS OOCCIICUCHHMS HCIIOJIHCHHS IIOJHOMOYHUN 3TOTO (I)C,Z[epaJ'ILHOFO OopraHa IIO BbIga4de€
paspelieHnii Ha NpOBEIECHUE KIMHUYECKUX MCCIEI0BaHUN JIEKapCTBEHHBIX IpenapaToB U (Wid) MO
FOCYHapCTBeHHOﬁ perucTpanuu JCKapCTBECHHLIX IIPEIIapaToB (,uanee - OKCIIEPTHOC yqpex(z[eHI/Ie).

FAPAHT:

CMm. koMMeHTapuu K cTathe 15 HacTosero denepaibHOr0 3aK0Ha

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 oekabps 2014 2. N 429-D3 naumenosanue cmamou 16 nacmosuezo
DedepanbHo20o 3aKOHA U3NONCEHO 8 HOBOL pedakyuu, ecmynaroujeil 6 cuny ¢ 1 uons 2015 a.

Cm. mexem naumeno8anus 8 npeovioywel pedaxkyuu

Crarbs 16. Opranuszanus NpoBeACHNs SKCIIEPTU3BI JIEKAPCTBEHHBIX CPENICTB

l. DOkcmeprHs3a JEKapCTBEHHBIX CPEACTB IPOBOJUTCA KOMHUCCHUEH JKCIEPTOB HKCIIEPTHOTO
YUPEXKJIEHUS, Ha3HAUEHHOM €ro pyKOBOJIUTENIEM, HAa OCHOBAaHUHU 33JaHHUs Ha IPOBENEHUE 3KCIEPTU3bI
JIEKapCTBEHHOI'O CPEJICTBA, BBIAAHHOTO YIOJHOMOYEHHBIM (eepaTbHbIM OPraHOM HCIHOJHUTEIbHON
BJAacTH. PyKOBOAMTENb 3KCIEPTHOTO YUPEkKACHUS 0OECleurnBaeT HaAJIeKallee MPOBEIEHUE YKCIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUU C 3a/laHUEM, BBIAAHHBIM YIOJHOMOYEHHBIM (eaepalbHbIM
OpraHOM HCIIOJHUTEIBHON BJIACTH, U OPraHU3yeT MOJArOTOBKY CBOJHOTO 3aKJIIOYEHHUs ITOH Komuccuu. B
COCTaB ATONH KOMHUCCHH IO PEIIEHUI0 PYKOBOJIUTENS SKCIIEPTHOIO YUPEKIEHUSI MOTYT ObITh BKJIIOUEHHI B
Ka4yecTBE SKCIEPTOB JIMIA, HE paboTalolIie B JaHHOM 3KCIIEPTHOM YUPEXKAECHUH, €CIIU UX CIeIHaIbHbIe
3HaHMUS HEOOXOJUMBI JJIsi TPOBENEHUS DSKCHEPTHU3bl W TaKHe OHKCHEPThl OTCYTCTBYIOT B JIaHHOM
9KCIIEPTHOM YUPEKICHHUH.

2. DKCHepToM MO MNPOBEIEHUIO DKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB SBIISIETCS ATTECTOBAHHBIN
pabOTHHUK SKCHEPTHOTO YUYPEXKIEHHs, KOTOPBI MMEeT BBICIIEE MEIUIIMHCKOE, (hapMaleBTHUECKOE,
Ouosornyeckoe, BETEpUHAPHOE WIN XMMHUYECKOe 00pa30BaHUE M MPOBOJHUT KCIEPTU3Y JIEKAPCTBEHHBIX
CPEJICTB B TIOPSAKE UCTIOTHEHUS CBOUX JIOJDKHOCTHBIX 00SI3aHHOCTEH (J1aee - SKCIepT).

3. Ilpu mpoBeneHUH SKCHEPTHU3BI JIEKAPCTBEHHBIX CPEIACTB DJKCIEPT HE MOXKET HAXOJUTHCS B
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KaKoi-mnb0 3aBHCHMOCTH OT JIMIA, HA3HAYMBILEIO 3Ty AKCHEPTH3Y, Pa3pabOTUMKa JIEKAPCTBEHHOTO
Cpe/CTBA WIN APYIUX 3aUHTEPECOBAHHBIX B PE3YJIbTATaX 3KCIEPTU3bI JIUILL.

Wndopmarius 06 M3MEHEHUSX:

DedepanvHvim 3akoHom om 25 Hosopa 2013 e. N 317-@3 wacme 4 cmamvu 16 nacmosiweco
DedepanbHo20 3aKOHA U3N0HCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

4. Tlpu TpOBENCHWUU OKCHEPTH3BI JICKAPCTBEHHBIX CPEJICTB HE JOMYCKAETCS HUCTPeOOBaTh Y
3asBUTENII JTUOO WHBIX JIMII MaTepHalibl, HEOOXOAMMBIE I TPOBEICHUS OHKCIEepTH3bl. B cimyuae
HEJIOCTaTOYHOCTH TPEICTABICHHBIX KCIIEPTY MATEPHAIIOB JUUISI Ia4H 3aKJIFOUEHHS KCIIEPT CTAaBUT BOIIPOC
O TPEACTABICHUU €My HEOOXOJMMBIX MATEPHUAaJIOB TMEped PYKOBOJIUTEIIEM SKCIEPTHOTO YUPEKICHUS,
KOTOpPBIi 00pamiaercsi ¢ COOTBETCTBYIOUIMM 3allpOCOM B YIIOJIHOMOYEHHBIH (enepanbHblii  opraH
WCTIOJTHUTEIILHOM BJIACTH, BBIAABIIAN 33/JlaHWE HA MPOBEICHUE SKCIICPTH3BI JIGKAPCTBEHHOTO CPEACTBA.
VYka3zaHHbll (eepanibHbIii OpraH HCIOJHUTEIBHON BIACTH B TEUCHHE NATH PadOYMX IHEH CO JHS
NOCTYIUICHHUSI 3alpoca PYKOBOAMTENSI HKCHEPTHOTO YUPESKICHHS HAMpaBISET 3asBUTEIIO 3arpoc O
NPE/CTaBJICHUN HEOOXOJMMBIX MaTepHuajoB. J[aHHBIN 3ampoc MOXKET ObITh MepelaH YIIOJHOMOYCHHOMY
MIPEICTABUTEITIO 3asBUTEIIS JIMYHO TI0]] PACITUCKY, HAIIPABJICH IO ITOYTE 3aKa3HBIM MMMCHMOM HITU TIEPEIaH B
JIEKTPOHHOU (hOpMe IO TEICKOMMYHHMKAIIMOHHBIM KaHajlaM CBs3H. B cilydae HampaBlieHUs JaHHOTO
3armpoca Mo MoYTe 3aKa3HBIM IMHCHMOM OH CUUTACTCS MOJYYEHHBIM IO MCTCUYCHUH IECTH JTHEH C JaThl
HaIpaBJICHUS 3aKa3HOTO MTUChMA.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 25 noaops 2013 2. N 317-@3 cmamvs 16 nacmoaweco Dedepanvrozo
3aKona 0onoinena yacmoio 4.1
4.1. 3asBuTenb 00s3aH MPEACTABUTH OTBET Ha 3alpoC YMOJIHOMOUYEHHOTO (henepaabHOro opraHa
WCTIOJTHUTEIIEHOM BJIACTH B CPOK, HE MPEBBIMIAIONINK JACBIHOCTA pabOYMX JHEH CO JTHS €ro MOJTYYCHHS.
YnonHoMoueHHBIH (efepanbHbIi OpraH MCIIONHUTENBHON BJIACTH, BBIIABIIUYN 3aJjaHHe HAa MPOBEICHUE
AKCIIEPTH3bI JICKAPCTBEHHOT'O CPEJICTBA, B TEUCHUE MATH PAOOYUX JHEU CO JIHS IMOCTYIUICHHS OT 3asBUTEIS
OTBETa Ha JIaHHBIM 3ampoc HampaBlsgeT TakKOM OTBET B OKCIEPTHOE YyupexiaeHwe. B ciydae
HETPEJICTABJIICHUS TI0 WCTCUYCHWUHW JICBSIHOCTAa pabovmx JHEW 3asBHTENIEM OTBETa HA JIAHHBIN 3ammpoc
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH MCIOTHUTENbHOM BJIACTH, BBIAABIIMK 3a/laHue Ha MPOBEICHUE
IKCIIEPTHU3bl JICKAPCTBEHHOTO CPEJCTBA, B TEUCHUE NATH pabOYMX IHEW HaIMpaBisieT B DJKCIEPTHOE
yUpeXJIeHUE YBEeIOMIIEHHE O HEeTPEACTaBICHUH 3asSBUTEIEM OTBETa Ha 3aIpOC yKa3aHHOTO opraHa. Bpems
CO JHS HAmpaBJICHHUS 3ampoca SKCIEPTHOTO YYPESKICHUS B YIIOJTHOMOYCHHBIN (enepabHbIil OpraH
UCTIOTHUTENIbHOM BIIacTH A0 MAHS TOJYYeHHs] SKCIEPTHBIM YUpPEXKIEHHEM OTBETa Ha 3alpoc WIH
YBEJIOMJICHHSI O HETIPEICTABIICHUN OTBETA Ha 3alPOC HE YUUTHIBACTCS TIPH UCUUCICHUN CPOKA ITPOBEICHHUS
9KCIIEPTHU3bI IEKAPCTBEHHOTO CPECTBA.

Wudopmanust 06 U3MEHEHUSX:

Cmamovs 16 dononnena wacmoio 4.2 ¢ 15 uronsn 2018 2. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
4.2. Eciin B cocTaBe pErnucTpaliMiOHHOrO JA0ChE Ha JIEKAapCTBEHHBIM Ipenapar A MEIUIMHCKOTO
IIPUMEHEHUS COAEPKUTCS IPEyCMOTpeHHas crathell 18, yactero 1.1 crateu 30 u crarbeit 34 HacTOAIIETO
@denepanlbHOTO 3aKOHA KOIUS PEILICHUs YIOJIHOMOYEHHOro (penepanbHOro opraHa HCIOJHUTEIbHON
BJJACTH O IIPOBEACHUM WHCHEKTHUPOBAHUS ITPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB, JKCIEPTY [0
oopmieHHs pe3yabTaTOB 3KCIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA IPEIOCTABISIETCS B MOPSAKE M Ha
YCIOBHUAX, KOTOpBIE MNPEAyCMOTpeHbl yacTsimMu 4 u 4.3 HACTOALIEW CTAaThbM, KOMUSA 3aKIIOYECHHUS O
COOTBETCTBUHM  IPOU3BOJAMTENS  JIGKAPCTBEHHBIX CPEACTB  TpeOOBaHMAM  IPAaBUI  HaJUIeKallen
MIPOU3BOJCTBEHHONW MPAaKTHUKH, BBIIAHHOTO YMOJHOMOYEHHBIM (peliepabHbIM OPraHOM HCIOJHUTEIBHON
BIIACTH.

Wndopmarus 06 H3MEHEHHSX:

Cmamows 16 oononnena yacmoio 4.3 ¢ 15 utonusn 2018 2. - @edepanvhuiii 3akon om 4 utousn 2018 2. N
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140-D3

4.3. 3asBuTenb 00s513aH MPEICTABUTh B YIOJHOMOYCHHBIH (eJiepaibHBbI OPTaH WCIIOJHUTEIbHON
BJIACTH KOIMIO 3aKIIOYECHHS O COOTBETCTBUU MPOU3BOAUTEINS JICKAPCTBEHHBIX CPEICTB TPEeOOBAHUSAM
IIpaBUJI HaJJIeXkalleld MPOU3BOJCTBEHHOW MPAKTHUKUA B CPOK, HE MPEBBIIIAIOIINUNA CTa BOCBMHIECSATH
paboumx THEH CO JTHS MOMyYeHUs 3arpoca O €€ MPeJOCTaBICHUH. Y IOJTHOMOUYEHHBIN (DeiepanbHblii Opran
MCIIOJTHUTENIbHOM BJAacTH, BBIIABIIMHN 3a/laHUE Ha MPOBEACHHUE SKCIIEPTU3bI JIGKAPCTBEHHOTO CPEACTBA, B
TE€YEHHE MATU pabouMx AHEW CO JHS MOCTYIUIEHHS OT 3asBUTENS KOIUHU 3aKJIIOYEHHUS O COOTBETCTBUU
MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSAM MpaBUJl HAJUIeKaIIe MPOU3BOICTBEHHOM
IPAKTUKM, HANpPaBiseT €€ B 3KCIEPTHOE YUpexkacHHe. B ciydae HempencTaBleHUs 3asBUTEIIEM B
YKa3aHHBII CPOK KOMHMM 3aKIIOYEHUS O COOTBETCTBUU MPOU3ZBOJIUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MPABUII HA/JISKAIIEH POU3BOJICTBEHHOM NMPAKTHKK YIIOJTHOMOYEHHBIN (hefepaibHbIiA OpraH
UCIIOJTHUTENIbHOM BJAacTH, BBIIABIIMHN 3a/laHUE Ha MPOBEIACHHUE SKCIIEPTU3bI JIGKAPCTBEHHOTO CPEACTBA, B
TE€YEHUE IATH pabouMX JHEH HampapisieT B SKCIEPTHOE YUPEKICHHE YBEJIOMIIEHUE O HENPEACTAaBICHUU
3asiBUTENIEM KOIMU 3aKJIIOUEHUSI O COOTBETCTBUM MPOU3BOAUTENS JIGKAPCTBEHHBIX CPENICTB TPEOOBaAHUSAM
IpaBWJI HaJUIeKalled MPOU3BOJCTBEHHON NMPAKTUKU. BpeMs co IHs HampaBieHMs 3alpoca 3KCIEPTHOrO
YUpEXKJIEHUSI B YIMOJIHOMOYEHHBIH (heepanbHblii OpraH HCHOJHUTENBHON BIACTH JI0 JHS TOJTYYCHHS
AKCIEPTHBIM YUPEKICHUEM KOIUH 3aKJIIOUEHHUSI O COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSM TMpaBWJI HAAJEXKallell MPOU3BOJACTBEHHOW MPAKTUKU WM YBEAOMJICHHS O €€
HENPEJCTaBICHUN HE YYUTHIBAETCS INPU HUCUYHUCIEHUU CpPOKAa IMPOBEAEHUS SKCIEPTHU3bl JIEKAPCTBEHHOTO
CpeICTBa.

5. DkcnepT npu OPOBEACHUM IOPYYEHHOH €My pPYKOBOJIWUTEIEM SKCIIEPTHOIO YUPEXKIECHUS
9KCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEJICTBA 00sI3aH:

1) mpoBecTH TMOJIHOE WCCIIEOBAaHUE TIPEACTABICHHBIX €My OOBEKTOB, MAaTepHaloB, AaTh
000CHOBaHHOE M OOBEKTUBHOE 3aKJIIOYEHHE MO0 T[IOCTAaBJICHHBIM II€pe]l HUM BOIpOCaM MU
MOTHUBHPOBAHHOE 3aKJIIOUEHNE O HEBO3MOXXHOCTHU MPOBEIEHUS UM IKCIEPTU3bI JIEKAPCTBEHHOTO CPE/ICTBA,
€CIIM TIOCTAaBJICHHBIE BOIPOCHl BBIXOJAT 3a MpeAeibl CIEeUUATbHBIX 3HAHUM JKcrepra, OOBEKTHI
UCCJIEJIOBAaHUM M MaTepuajbl HEMPUTOJIHbI WM HEIOCTATOYHBI JJISl MPOBEACHUS HCCIENOBAaHUN U Jlauu
3aKJIIOYEHHs JHMO00 COBPEMEHHBIN YpPOBEHb Pa3BUTUSI HAayKH HE IMO3BOJIAET OTBETHTh HA IOCTaBJICHHBIE
BOIIPOCHI;

2) He pa3rjamaTh CBEJEHMs, KOTOPbIE CTaJld €My M3BECTHBI B CBSA3M C MPOBEICHHEM HKCIEPTH3BI
JIEKapCTBEHHOI'O CPEJCTBA, a TAK)K€ CBEJCHHS, COCTABIISIONINE IOCYJapCTBEHHYIO, KOMMEPUECKYIO WIIH
MHYIO OXPaHsEMYIO0 3aKOHOM TaliHy;

3) obecreunTh COXPaHHOCTH MPEACTABICHHBIX OOBEKTOB UCCIEOBAaHUN U MaTEPHUAJIOB.

6. DKcnepT He BIIpaBe:

1) npoBOAUTH 3KCHEPTURY JIEKAPCTBEHHOI'O CPEJCTBA MO OOpAIEeHHIO HEMOCPEJACTBEHHO K HEMY
OpraHu3anui Wi GU3NIEeCKUx JINII,

2) caMOCTOSITENIbHO COOMPaTh MaTepualbl AJIsl IPOBEICHMSI SKCIIEPTU3bI IEKAPCTBEHHOI'O CPEJICTBA;

3) IpOBOANTH IKCIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA B KAUECTBE HETOCYJaPCTBEHHOIO IKCIIEPTA.

7. B cnyyae HeoOXOIMMOCTH OKCIEPT BIIpaBE XOAATaliCTBOBaTh Iepel] PYKOBOJUTENIEM
9KCIIEPTHOIO YUPEXKIECHUS O MPUBJIEUYEHUHN K IIPOBEACHUIO IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA APYTHUX
JKCIIEPTOB.

8. Kaxaplii sKcIepT, BXOIALIMI B COCTaB KOMUCCHUHU IKCIIEPTOB, KOTOPOM MOPYYEHO MPOBEAECHUE
9KCIIEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCMMO M CaMOCTOSITEIbHO MPOBOAUT HCCIEI0BaHUS,
OLIGHUBAET PEe3yJIbTaThl, MOJYYEHHbIE MM JIMYHO U JPYTUMH DKCHEpTaMH, U (OPMYIUPYET BBIBOABI
OTHOCHUTEIIbHO ITOCTaBJICHHBIX BOIIPOCOB B MpeesiaX CBOMX CIIeUaTbHBIX 3HAHUM.

9. Pe3ynbTaThl 3KCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA O(GOPMIISIOTCS 3aKIIOUYEHHUEM KOMHCCUHU
JKCIEPTOB. B 3aKiIlOYeHHMH KOMHCCHH SKCIEPTOB YKAa3bIBAIOTCS IEPEUYECHb HCCIENOBaHUM, 00BEM
NPOBEICHHBIX KaXIbIM dKCIIEPTOM HCCIIECIOBAHUH, YCTAHOBICHHBIC KKIbIM U3 HUX (aKTHI U CACIaHHBIC
B pe3yJbTaTe MCCIEIOBAaHUI BBIBOABI. DKCIEPT, MHEHHE KOTOPOTO HE COBMANAET C PEIIEHUEM KOMHCCHU
HKCIEPTOB, BIIPaBe BHIPA3UTh CBOE MHEHHE B MUCbMEHHOU (opMe, KOTOpoe MprUoOIIaeTcss K 3aKII0UEeHUI0

31/139


http://internet.garant.ru/document/redirect/70451198/1000

®denepanbublil 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpamieHnn JeKapcTBEeHHBIX cpencT” (¢ ...

KOMHCCHUH 3KCIIEPTOB.

10. DkcrepTbl, BXOISIIME B COCTaB KOMHCCHHU, MPEIYNPESKIAIOTCI 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3axkoHojarTenbcTBOM Poccniickon ®Penepauuu 3a gady 3akKIIOUYEHUs, COJEPKAILEro
HEOOOCHOBaHHBIC MM (paTbCU(PUIIMPOBAHHBIC BHIBOJIBI, O YEM OHHU JAIOT MOJIIHCKY.

11. Onpenenenue ypoBHs Mpo(hecCHOHATBLHOW MOATOTOBKH KCIIEPTOB U aTTECTAIMS UX HA MPABO
NPOBE/ICHUS] IKCIIEPTH3bI JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIOTCS IKCIEPTHO-KBATH(PHKAIIMOHHBIMH
KOMHCCHUSIMH B TIODSI/IKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (peepaibHbIM OpPraHOM
UCTIOJTHUTEIILHOW BJIACTH. YPOBEHb MPOPECCHOHAIBLHON MOATOTOBKU JKCIIEPTOB IMOMIJICKUT MEPECMOTPY
yKa3aHHBIMH KOMUCCHSMHU HE PEKe YeM OJMH Pa3 B IAThH JIET.

Wndopmarus 06 H3MEHEHHSX:

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

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

12. TlpaBuia mpoBeneHUS 3KCHEPTU3BI JIGKAPCTBEHHBIX CPEACTB U OCOOCHHOCTH OJKCIICPTH3BI
OTICIBHBIX BHUJOB JIGKAPCTBEHHBIX TpenapaToB (pedepeHTHBIX JIEKAPCTBEHHBIX  IPENapaTos,
BOCTIPOM3BEJICHHBIX  JICKAPCTBCHHBIX TIPENaparoB, OWOJIOTMYECKUX JICKAPCTBEHHBIX IPENaparos,
OmoaHAIOTOBBIX  (OMOMOMOOHBIX) JICKAPCTBEHHBIX IpernapaToB (OMOAHAIOTOB), TOMEONATHYCCKUX
JICKapPCTBEHHBIX IPENapaToB, JIGKAPCTBEHHBIX PACTHTEIBHBIX MPENapaToB, KOMOMHAINN JICKAPCTBEHHBIX
npenapatoB), (GOPMbI 3aKIIOYCHUH KOMHUCCHHM OSKCIEPTOB YCTAHABIMBAKOTCS COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (peIepalIbHBIM OPTaHOM HCITOJIHUTEILHOU BIIACTH.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 16 HacTosIIero q)ez[epanLHoro 3aKOHa

Undhopmarrist 06 n3MEHEHUSX:

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

Cm. mexkcm cmamou 68 npeodvioyujell peoaxKyuu
Crarba 17. llomayua u paccMOTpeHHME 3asBIIEHHS O TOCYIapCTBEHHOM pErucTpaluu
JIEKapCTBEHHOTI'0 Ipernapara /i BETepUHAPHOTO PUMEHEHUS

1. Jns rocynapcTBEHHOM pErucTpaluy JIEKapCTBEHHOIO Ipenapara Jyuisl BETEPUHApHOIO
IPUMEHEHUs pa3pabOTYMK TaKOro JIEKApCTBEHHOI'O IIpernapara WIM YHOJHOMOYEHHOE WM JpYyroe
IOpUJIMYECKOoe JIMIO (Jajee B HACTOALICH cTaThe - 3asABUTENb) IMPEACTABISAECT B YIOJIHOMOYEHHBIN
denepanbHbBIE OpraH HCIOJHUTENBHOM BJIACTH, OCYIIECTBISIOUIMN TOCYJAapCTBEHHYI PETUCTPALIUIO
JIEKapCTBEHHBIX MPENaparoB JJIs BETEPHHAPHOTO IPUMEHEHHUSI, B AJIEKTPOHHON Popme min Ha OyMakHOM
HOCUTEJIE 3asiBIIEHHE O TOCYJapCTBEHHOW pErucTpaluy JEKapCTBEHHOIO IMpenapara Jiisi BETEpUHAPHOTO
NPUMEHEHHUS, a TaKXKe B TOPSAKE, YCTAHOBICHHOM COOTBETCTBYIOIIMM YIIOJHOMOUYEHHBIM (heepanbHbIM
OpraHOM HCIIOJHHUTEIbHONW BJAacTH, B 3JEKTPOHHOHN (opme mim Ha OyMa)kHOM HOCHTENe HEOOXOAUMBbIe
JOKYMEHTBI, U3 KOTOPBIX (POPMUPYETCS PErHCTpPallMOHHOE JOChe Ha JIEKapCTBEHHBIM Mpemapar s
BETEPUHAPHOTO MPUMEHEHHUS.

2. B 3asBi€HUY 0 TOCYAAPCTBEHHOM pErMCTpaliy JIEKApCTBEHHOIO Mpenapara Juisi BETEpUHAPHOTO
MPUMEHEHHUS YKa3bIBAIOTCS:

1) HauMeHOBaHUE U aJIpeC 3asBUTEIS, pa3paboTurKa U MPOU3BOIUTENS JIEKAPCTBEHHOTO Mpernapara
JUIsL BETEPUHApPHOIO TMPUMEHEHHMs] M aJpec MecTa OCYIIECTBICHHS MPOU3BOJCTBA JIEKAPCTBEHHOTO
npenapara i BETEPUHApPHOrO0 NPUMEHEHUs: (B CiIyyae HaJu4Msl HECKOJIbKUX YYAaCTHHKOB Ipolecca
MIPOU3BOJICTBA HEOOXOAMMO YKa3aTh KaXKJ0TO U3 HUX);

2) HaMMEHOBAHUE JIEKAPCTBEHHOI'O Mpenapara Jiisi BETEpMHAPHOT0 NPUMEHEHHUS (MEXAYHApOAHOE
HENaTeHTOBAaHHOE, WM IPYIIIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHMS);

3) mepedeHb NEHCTBYIOIIMX U BCIIOMOTATENbHBIX BEIIECTB, BXOASAIIMX B COCTaB JIEKAPCTBEHHOI'O
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nperapara Jyisi BETCpUHAPHOTO IPUMEHEHUS, C YKa3aHUEeM KOJHYECTBA KaXI0TO U3 HUX;

4) nexapcrtBeHHas (opma, JO3UPOBKA, CIIOCOOBI BBEICHHS W IPUMEHEHHS, CPOK T'OJHOCTH
JICKapCTBEHHOTO TIperapara Juisi BETePUHAPHOTO MPUMEHEHUS;

5) dapmakoTepaneBTHUECKas TPYyIIIa;

6) HEOOXOIMMOCTh TPUMEHEHHUSI YCKOPECHHOW TPOIEAYPHI SKCIIEPTU3bI JIGKAPCTBEHHBIX CPEJICTB B
HEINSAX TOCYTapPCTBEHHON PETUCTPAIlK JICKAPCTBEHHOTO Mperapara;

7) KOTIUH TOKYMEHTOB, MOATBEPIKAAFOIINX YIIIATY TOCYJaPCTBCHHON MOIUTHHBIL:

a) 3a MPOBEJCHUE DKCIEPTH3bI KAUECTBA JIEKAPCTBEHHOTO CPENICTBA M AKCIEPTU3bI OTHOUICHUS
O’KHJJaeMOM TIOJIB3BI K BO3MOYKHOMY PUCKY MPUMEHEHUS JIEKAPCTBEHHOTO TperapaTa Jyisi BETEPHHAPHOTO
NPUMEHEHHS TIPU €T0 TOCYIapCTBEHHON PEeruCTpallny;

0) 3a BeIJauy PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO MIPerapara;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 uons 2015 . N 241-D3 6 nynkm 8 wacmu 2 cmamvu 17 nacmosiuezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu
8) Hanmuuue coriacus, MPEAYCMOTPEHHOrO 4YacThbio 7 HACTOAIICH CTaThbH, €CIM C MOMEHTa
peructpaiuu peepeHTHOro JEKAPCTBEHHOTO Mpernapara Jjisi BETepUHAPHOTO TPUMEHEHHS MTPOIILJIO MEHEE
YeM IIECTh JIET.

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

Cm. npedvloyuyro pedaKyuio
3. PerucrpanmoHHOE T0ChE B LEJSX IKCIEPTHU3HI JIEKAPCTBEHHOTO Tpernapara JJisi BETEPHHAPHOTO
npuMeHeHus hopMHUpYyeTCcs U3 CASAYIONINX JOKYMEHTOB U CBEJICHUI:

Undhopmarrist 06 n3MEHEHUSX:
Ilynkm 1 uzmenen c 1 aunsapsa 2021 a. - @edepanvhuiii 3axon om 27 oexaops 2019 e. N 478-D3

Cm. npedvloywyro pedaKyuio
1) cBeneHHs O JaTe MPEJOCTABICHUS M PETUCTPANMOHHOM HOMEpE JIMIICH3WH Ha TPOM3BOJICTBO
JICKapCTBEHHBIX CPEICTB, MPEIOCTABICHHOW MPOU3BOJUTENIO PETUCTPUPYEMOTO JIEKaPCTBEHHOTO
mperapara Jyisi BETepUHAPHOTO TIPUMEHEHUS, JIIST POCCHICKUX TTPOU3BOTUTEIICH;

Wndopmarys 06 H3MEeHEHHSAX:
Ilynkm 2 uzmenen c 1 aunsaps 2021 2. - @edepanvhviii 3akon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio
2) cBeneHMs O JaTe MPEIOCTaBICHUS W PETHCTPAlMOHHOM HOMEpE JIMIIEH3UM Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJICTB, IPEIOCTABICHHON MTPOU3BOAUTENIO (PapMaIleBTUIECKOM CyOCTaHIINM, BXOISAIIEH
B COCTaB PETHUCTPUPYEMOrO JIEKAPCTBEHHOI'O Ipenapara Uil BETEPUHAPHOTO NPUMEHEHMS, IS
POCCUICKHUX ITPOU3BOAUTEIEH;

Wndopmarys 06 M3MEHEHHSAX:

Yacms 3 Odononnena nynkmom 2.1 ¢ 15 uwonsa 2018 2. - @eodepanvhuiii 3axkon om 4 uwona 2018 2. N
140-D3
2.1) xomusi NIOKyMEHTa, BBIJAHHOI'O YIOJHOMOYEHHBIM OPIaHOM CTPaHbl NMPOU3BOAUTENS JUIS
KOKIOH  NPOU3BOACTBEHHOM  IUIOIIAJKA  PETUCTPUPYEMOro  JIEKAPCTBEHHOI'O  Ipernapara i
BETEPUHAPHOTO NPHUMEHEHUS M TOATBEP)KIAIOIIETO COOTBETCTBHE MPOU3ZBOIUTENS JIEKAPCTBEHHOTO
npemnapara TpeOOBaHUAM ITPABUJI HAAJIEKAIIEH MPOU3BOACTBEHHON MPAKTUKH, M €r0 MepeBOJl Ha PYCCKUM
A3bIK, 3aBEPEHHbIE B YCTAHOBJICHHOM IIOpsJKE, a TaKKe KONMS 3aKIIYEHUS O COOTBETCTBHUU
NPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBAHUSAM MpaBWJI HaJUIeKAlleH MPOM3BOACTBEHHOMN
IPAaKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (pellepabHbIM OPraHOM HCIIOJHUTENIBHONW BIACTH AJIS KaKIOH
IIPOU3BOJCTBEHHON IUIOHIAJIKM PErMCTPUPYEMOro JIEKAPCTBEHHOI'O IIpemnapaTta s BETEPUHAPHOTO
IPUMEHEHHUs, MO0 KONMsI pEIIeHUs] O IMPOBEIEHUM MHCIEKTHUPOBAHUS IMPOU3BOAUTENS JIEKAPCTBEHHBIX
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CPEICTB, MPHUHSITOTO YIIOJTHOMOYECHHBIM (DelepaqbHbIM OPraHOM HCIOJHUTEIBHOW BJIACTH JUIS KAXKIOH
MPOU3BOJCTBEHHONW IUIOUIAJIKM PErHCTPUPYEMOTO JIEKAPCTBEHHOrO TMpernapara s BETEPHUHAPHOTO
NpUMEHEHHUA. YKa3aHHbIE JIOKYMEHTBI MPEJCTABISIOTCS B Cllydae, €Clu MPOU3BOACTBO JIEKAPCTBEHHOIO
npernapara ocyuiecTBiseTcs 3a npeaenamu Poccuiickoit denepainmu;

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) KomMsA JIOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOAUTEILI
dapmarieBTHYeCKON CyOCTaHIIMHU M TIOATBEPKIAIOIIET0 COOTBETCTBUE MPOU3BOIUTENS (hapMaIieBTUIECKOM
CyOCTaHIIMM, BXOZSIIEH B COCTaB PErHCTPUPYEMOTrO JIEKAPCTBEHHOTO Ipenapara Jjisi BETEpUHAPHOIO
OpUMEHEHHS, TpeOOBaHMAM TIPaBMII HAAJEKaIleHd NPOU3BOIACTBEHHOW NPAKTHUKH, W €ro IepeBOJ Ha
pPYCCKHMI  SI3BIK, 3aBEpEHHbIE B YCTAaHOBJIECHHOM IIOpSJIKE, B CiIydae, €CIH IPOU3BOJCTBO
(dapManeBTUYECKON CyOCTaHIIMN OCYIIECTBISETCS 3a mpeenaMu Poccuiickoii Denepariui;
3) TpOeKT HOPMATHBHOIO JOKYMEHTa Ha JICKAapCTBEHHBIM IpernapaTr Uil BETEPHHAPHOTO
PUMEHEHHUS;
4) DOKyMEHT, COAEpIKaIllUi CIEAYIOIy0 HHPOPMAIHI0 O (apMaleBTUYECKOW CyOCTaHIIMH WU
(dapMarieBTHYeCKNX CyOCTaHIMAX, BXOAAIINX B COCTAaB JICKAPCTBEHHOTO MIperapara IJisi BETEPUHAPHOTO
PUMEHCHHUS:

Undopmarist 06 n3MEHEHUX:

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

CMm. npedbloyuyro pedaKyuio

a) HauMEHOBaHME (papMalleBTUUECKON cyOcTaHIMU, €€ CTPYKTypa, oOmMe cBoiicTBa (mpu
roCyJapCTBEHHON perucTpanuu UMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPENapaToB AJsl BETEpUHAPHOTO
NPUMEHEHHUS TPEICTaBISIOTCS CBEACHHS O IITaMMe, BKIIOYas €ro HaumMEHOBaHWE, HWH(OpMAIuio o
IPOMCXOXAEHUH, €r0 CBOMCTBAX, XapaKTEPUCTHKAX U MECTE JEMOHUPOBAHHUSA);

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHsI MPOU3BO/ICTBA C ONMMCAHUEM CTaJUi MPOM3BOJCTBA U METOJOB KOHTPOJIS Ha BCEX
CTaUsIX IPOM3BOJICTBA,

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

CMm. npedvloywyro pedaKyuio
r) uHpopmamus O npuMecix (HE TNPEACTaBISeTCSs TMpPU TOCYJapCTBEHHOW perucrparuu
UMMYHOOHOJIOTMYECKHUX JIEKAPCTBEHHBIX MPENapaToB AJIsl BETEPUHAPHOIO IPUMEHEHUS);

Wudopmanust 06 U3MEHEHUIX:
THoonynxkm "0" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
n) cnenudukamus Ha  ¢dapMaleBTUUECKYl0  CyOCTaHIMIO (HE  TPEACTABISIETCS  TIPH
rOCy/IapCTBEHHOU PETUCTPAIIF UMMYHOOHUOJIOTHUECKUX JIEKAPCTBEHHBIX MPEMapaToB JJisi BETEPUHAPHOTO
PUMEHEHHUS);
€) OMHUCAHNE METOJUK KOHTPOJISI KAYECTBA;

Wudopmanust 06 U3MEHEHUIX:
TIoonynxkm "sxnc" usmenen ¢ 13 aseycma 2019 2. - @edepanvuwiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
) pe3yJabTaThl aHaimu3a cepuil (papManeBTHYECKOW CyOcTaHIUM (HE MPEACTABISIOTCS TIPH
rOCy/IapCTBEHHOU PETUCTPAIIH UMMYHOOHUOJIOTHUECKUX JIEKAPCTBEHHBIX MPEMapaToB sl BETEPUHAPHOTO
MIPUMEHEHUS);
3) MepeveHb CTaHIAPTHBIX 00PA3IIOB UM BEMIECTB, UCIOJIb3YyEMbIX MPU OCYIIECTBICHUN KOHTPOJIS
Ka4yecTBa;
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1) OIIMCAHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaTEpUAJIOB U YKYIIOPOUHBIX CPEJICTB;

Wndopmarus 06 H3MEHEHHSX:
Hoonynkm "x" usmenen ¢ 13 aseycma 2019 2. - @edepanvhsiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
K) JaHHble O CTaOWIBHOCTH (HE TIPEJACTABIAIOTCA IPH TOCYAAPCTBEHHOW PETUCTpPAINH
UMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX MIPEIapaToB i BETEPHHAPHOTO MPUMEHEHUS ),
J) CPOK TOJTHOCTH, YCIIOBHSI XpaHCHHSI,

Wndopmarius 06 H3MEHEHUSX:
Ilynkm 5 uzmenen c 13 aseycma 2019 a. - @edepanvhuiii 3axon om 2 asecycma 2019 . N 297-D3

CMm. npedvloywyro pedaKyuio

5) oryer o pe3ynbTaTax JOKJIMHHYECKOTO HCCIIEAOBAHUS JIEKAPCTBEHHOIO CpeicTBa IS
BETEPUHAPHOTO0 NPUMEHEHUS, BKJIIOYAIOLIMN ONMCAHME METOOB OIPEAEICHHUS] OCTATOYHBIX KOJUYECTB
JEMCTBYIOIEr0 BeIlecTBa (JICHCTBYIOIIMX BEIIECTB), JOCTUrAIOIIEro (JOCTUTAIOIIUX) CHUCTEMHOIO
KPOBOTOKAa, B NPOAYKLIHMHU >XUBOTHOI'O IPOUCXOXKIEHHUS IOC]IE€ NPUMEHEHUS TaKOI'o JIEKapCTBEHHOTO
CpEeZCTBa, a TAaKXKe JOKYMEHTaJIbHOE MOATBEPKICHNE (BaIMIaUs) yKa3aHHBIX METOOB;

6) oruer O pe3yabTaTax KIMHUYECKOIO HCCIIEIOBaHUsS JIEKAPCTBEHHOrO Ipemnapara s
BETEPUHAPHOIO IPUMEHEHHUS y KaXJI0T0 BUJA XKUBOTHBIX, YKa3aHHBIX B MHCTPYKLUH 10 BETEPUHAPHOMY
IPUMEHEHUIO;

7) TPOEKT HHCTPYKIMM [0 BETEPUHAPHOMY NPUMEHEHHIO JIEKapCTBEHHOIO Ipernapata,
coZEpIKaIleH CIeAYIOIMEe CBEACHUS:

a) HAaMMEHOBaHUE JIEKapCTBEHHOT'O IIpernapara /i BEeTEpPUHAPHOI0 MPUMEHEHHs! (MEX1yHapoJHOe
HENaTEeHTOBAaHHOE, WM IPYNIHPOBOYHOE, MIM XUMHUUECKOE U TOPrOBOE€ HAUMEHOBAHMUS);

0) nekapcTBeHHas GopMa ¢ ykazaHHMEM HaMMEHOBAHUN M KOJMUYECTBEHHOI'O COCTaBa JAEHCTBYIOLINX
BEIIECTB U KAYECTBEHHOT'O COCTaBa BCIIOMOTaTENIbHBIX BEILIECTB;

B) ONMCAaHUE BHELIHETO BUA JEKapCTBEHHOTO Mpernapara Jjisi BETEpMHAPHOI0 IPUMEHEHUS;

r) hapmakoTepaneBTHUECKas IpyIia JEKapCTBEHHOTO Mpenapara JJi BETEpUHAPHOTO IPUMEHEHUSI
WIM YKa3aHHE "TOMEONAaTHUYECKHUI JIEKapCTBEHHBIN Mpenapar';

n)  ¢dapmakoguHaMuka W (papMakOKMHETHKa (32  HUCKIIOYEHHUEM  (papMaKOKWHETUKH
TOMEOIAaTHUECKUX JIEKAPCTBEHHBIX IMPENapaToB M PACTUTENBHBIX JIEKAPCTBEHHBIX IpPENapaToB) WIH
ONKMCAaHNE UMMYHOOMOJIOIMUYECKUX CBOMCTB JIEKAPCTBEHHOT'O Mpernapara;

€) MoKa3aHus Uil IPUMEHEHHUS;

K) IPOTUBOIIOKA3aHUs U1 IPUMEHEHUSI;

3) Mepbl IPEJOCTOPOKHOCTH MTPU MPUMEHEHUH;

1) yKa3aHUE€ BO3MOXHOCTH U OCOOEHHOCTEN NMPUMEHEHHs y OEpEeMEHHBIX KUBOTHBIX, Y )KUBOTHBIX
B IIEPUOJ JIAKTALlUH, Y IOTOMCTBA )KUBOTHBIX;

K) PE&KHUM JI03UPOBAHMS, CIIOCOO BBEJCHMS U MPUMEHEHMs, NP HEOOXOAMMOCTH BpeMs MpHeMa
JIEKapCTBEHHOI'0 Iperapara Juisi BETEpUHAPHOTO MPUMEHEHUS, POI0JKUTEIbHOCTD JIEUCHHUS,

J) BO3MOXKHbIE TOOOYHbIE AEUCTBUS, HEXKENIATENbHbIE PeaKIUi MPU NMPUMEHEHUH JIEKapCTBEHHOTO
npernapara Jijisi BETEpUHAPHOTO IPUMEHEHUS;

M) CUMIITOMBI IIEPEI03UPOBKH, MEPHI TI0 OKA3aHUIO TOMOIIHU IPH MEPEeI03UPOBKE;

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

0) ¢opMBI BBITTyCKa JEKAapCTBEHHOT'O Mpenapara AJisi BETEPUHAPHOTO IPUMEHEHUS;

1) ykazaHue (Mpu HEoOXOTUMOCTH) OCOOCHHOCTEH AeWcTBUS JIEKAPCTBEHHOIO Ipemnapara s
BETEPUHAPHOTO IPUMEHEHHUSI IIPH IEPBOM NPUEME WJIN IIPU €r0 OTMEHE;

Wudopmanust 06 U3MEHEHUSX:
Iloonynkm "p" usmenen c 13 aseycma 2019 2. - @edepanvhuiii 3axon om 2 aseycma 2019 e. N 297-D3

Cm. npeovloyuyio peoakyuro
p) onmcanue (Mpu HEOOXOAMMOCTH) ACUCTBUI ClIEUANNCTa B 00JaCTH BETEpUHAPUH, BIAJeNblia
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KUBOTHOTO TIpM TMPOIYCKE TNpUeMa OJHOW WM HECKOJBKHUX JI03 JIGKAPCTBEHHOrO Npenapara Jis
BETCPUHAPHOTO IPUMEHECHHUS;

C) CpPOK TOJHOCTH M YyKa3aHHE Ha 3ampeT NPUMEHEHHUS JIeKapCTBEHHOTO IMIpernapara Jyis
BETCPUHAPHOT'O IPUMEHEHHUS 110 UCTEYCHUHU CPOKA TOJHOCTH;

T) YCJIOBUS XpPaHEHUS;

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

¢) ykazanue (Mpu HEOOXOIUMOCTH) CICHUAIBHBIX MEP MPEAOCTOPONKHOCTH TMPH YHUUYTOKCHHUH
HEHUCIOJIb30BaHHBIX JICKAPCTBEHHBIX MPENApaToB JJIs BETEPUHAPHOTO MPUMCHCHHS,

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

I1) YCIIOBHS OTITYCKa;

4) HAaUMCHOBAHMS M aJpeca IMPOU3BOJCTBEHHBIX IUIOIMIAJAOK MPOU3BOIUTEINS JIEKAPCTBEHHOTO
npernapara Jyisi BETepUHAPHOTO TPUMEHEHHS;

II) HAaMMEHOBAaHWE, aJIpec OpraHW3alluH, YIIOJIHOMOYEHHOW JepXKaTeileM WIH BIaJeibleM
PETUCTPAIIMOHHOTO YIOCTOBEPECHUS JIGKAPCTBEHHOTO periapara Ha NPUHATUE MPETEH3UN OT MOTPEOUTENS;

8) MPOeKThl MAKETOB TEPBHYHOW YITAKOBKU M BTOPUYHOW YIAKOBKH JICKAPCTBEHHOTO Iperapara
JUISL BETCPUHAPHOTO IPUMEHCHHS;

9) cnenyromue cBeCHHs O JIEKAPCTBEHHOM TIpernapare il BETepUHAPHOTO IPUMEHEHUS:

a) OMKCaHUE U COCTAB JICKAPCTBEHHOTO TIpenapaTa Jyisi BETCpUHAPHOTO IPUMEHCHHUS,

0) onrcanue (hapMareBTHUECKON pa3padoTKH;

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

CMm. npedvloyuyro pedaKyuio
B) OIKCaHUeE TpoIecca MPOU3BOICTBA U €r0 KOHTPOJIS, MOANMCAHHOE B MOPSIJIKE, YCTAHOBICHHOM B
COOTBETCTBUM C YACThIO | HACTOAIICH CTaThU,

Wndopmarys 06 M3MEHEHHSAX:
Hoonyuxm "2" usmenen ¢ 13 asecycma 2019 2. - @edepanvusiii 3axon om 2 aszycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
I') ONHUCAHWE KOHTPOJS KPUTHYCCKHX CTaJUN TPOU3BOJCTBA M TMPOMEKYTOUHOW MPOTYKITHH,
MOJMMCAaHHOE B MOPSIKE, YCTAHOBIEHHOM B COOTBETCTBUU C YACTHIO | HACTOSIIEH CTaThU;

Undhopmarus 06 n3MEHEHHSX:

DedepanvHvim 3akoHom om 13 utona 2015 2. N 241-D3 ¢ noonynxkm "0" nynkma 9 yvacmu 3 cmamou 17
Hacmoswe2o PedepanbHo2o 3aKOHA BHECEHbl USMEHEHUS

Cm. mexkcm noonynkma 8 npeovioyujeli peoaKyuu

J) HAaUMEHOBaHMA W ajpeca pa3paboTyuKa, Jepxareis WIM BJaJeNnblia PEerucTPaluOHHOTO
yIIOCTOBEpEHHs]  JIEKAPCTBEHHOTO  Iperapara, IMPOM3BOJCTBEHHBIX  IUIOMIAJAOK  MPOWU3BOIUTEIIS
JIEKapCTBEHHOTO TpernapaTa Uil BETEPUHAPHOTO NMPUMEHEHHUS C YKa3aHHWEM CTaauil TeXHOJIOTMYEeCKOIro
mporiecca, OCYIIECTBISIEMBIX Ha MPOW3BOJICTBEHHBIX IUIOMIAKAX IPOU3BOAMTENS JIEKAPCTBEHHOTO
mpernaparta Jiisl BETepUHAPHOTO IPUMEHEHUS;

e) ¢apmareBTUIeCKasi COBMECTUMOCTb;

) MUKPOOHOJIOTMYECKHE XapaKTePUCTHUKH;

3) MaTepuaibHBIN OallaHC JJIsl MPOU3BOACTBA CEPUH FOTOBOTO MPOJIYKTa;

1) OMMCAaHUE XapaKTEPUCTHK U CBOWCTB YIAKOBOYHBIX MAaTEPHATIOB U YKYIIOPOUYHBIX CPEJICTB;

K) TOKYMEHTAJIBHOE MOATBEPKICHUE (BaTuAAIHs) TIPOIIECCOB U (MJIM) WX OILICHKA,;

J) TpeOOBaHUS K KayeCTBY BCIIOMOTATENIbHBIX BEIIECTB (cepTU(HKAT, cnenudukanus Ha
BCIIOMOTaTeNbHbIE BEIECTBA U UX OOOCHOBAHUE);

M) aHaJUTUYECKHE METOJIUKH, HCIONb3yeMble MPU OCYIIECTBICHUH KOHTPOJS KadecTBa

36/139


http://internet.garant.ru/document/redirect/72362280/2519
http://internet.garant.ru/document/redirect/77670914/17393
http://internet.garant.ru/document/redirect/72362280/25110
http://internet.garant.ru/document/redirect/77670914/17394
http://internet.garant.ru/document/redirect/71127950/1421
http://internet.garant.ru/document/redirect/57402046/17395

®denepanbublil 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpamieHnn JeKapcTBEeHHBIX cpencT” (¢ ...

BCIIOMOTaTeJIbHBIX BEIIECTB;

H) JOKYMEHTAJIbHOE MOJTBEPKICHUE (BAIMIAINS) aHAIUTUYECKUX METOAMK, UCIOIB3YEMbIX MPH
OCYIIECTBJIEHUN KOHTPOJIS KaueCTBa BCIIOMOTaTEIbHBIX BEILIECTB;

0) uHpopMalnus 00 HCMHOIH30BAHUM BCIIOMOTATENbHBIX BELIECTB UYEIOBEYECKOTO M YKUBOTHOIO
MIPOUCX 0K ICHHUS;

) yrpatuia cuiy ¢ 13 aBrycra 2019 r. - denepanbhbiii 3akon oT 2 aBrycra 2019 r. N 297-03

Wndopmarius 06 H3MEHEHUSX:

Cm. npeovloyuyio peoakyuro

p) TpeOOBaHMS K KadecTBY JIEKAPCTBEHHOrO IIpemapara JUisi BETEPUHAPHOTO MPUMEHEHHS
(cepruduxkar, cnenuduKaus Ha JeKapCTBEHHBIN MpermapaT U uX 000CHOBAHHE);

C) aHaJWTHYECKUE METOJUKH, WCIOIb3yeMbIe TMPU OCYIIESCTBICHHH KOHTPOJS KadecTBa
JIEKapCTBEHHOT'O Ipernapara /i BETepUHAPHOTO PUMEHEHHUS;

T) JOKYMEHTAIbHOE MOATBEPXKICHUEC (BATWIANNS) aHATUTHYCCKUX METOJUK, MCIOIb3YEMbBIX TPH
OCYIIIECTBIICHUU KOHTPOJISI KayecTBa JIEKAPCTBEHHOTO Mpernapara sl BETepUHAPHOTO TPUMEHEHUS;

y) IOKYMEHT, IMOATBEPXkIAMOIINNA KAdeCTBO JIEKAPCTBEHHOrO Tperapara TPeX MPOMBIIIICHHBIX
cepuii (MMPOTOKOJI aHANU3a UK cepTU(UKAT aHAIIM3a), OJHA CepHUsi KOTOPOTO JOJKHA COBIAJATh C CepHei
o0pas3iia JIeKapCTBEHHOTO Mperapara, 0IaHHOT0 Ha PETUCTPaLUIO;

¢) XapaKTepHUCTHKA TPUMECEH;

X) TIEpEYCHb CTaHJAPTHBIX 00pa3IOB, UCIOIB3YEMBIX IPH OCYIICCTBICHUU KOHTPOJISI KayecTBa
JIEKapCTBEHHOT'O Tperapara Juisi BETepUHAPHOTO PUMEHEHUS;

I1) IaHHBIC O CTA0MIIBHOCTH JICKAPCTBEHHOT'O TIPerapara Jyisi BETCPUHAPHOTO MPUMEHEHUS;

10) xomusi MOKyMEHTa, COJEpKallero MHGOpPMAalHI0 O HAIWYUH WIA 00 OTCYTCTBHM (DaKTOB
peTHCTpalyy JIEKAPCTBEHHOTO TIperapara JUisi BETePUHAPHOTO MPUMEHEHUs 3a TpeneiaMu Poccuiickoi
denepaunu;

Wndhopmarrust 06 n3MEHEHUSX:
Deoepanvrvim 3akonom om 13 uronsa 2015 2. N 241-D3 6 nynkm 11 yacmu 3 cmamou 17 nacmosiuezo
DedepanbHO20 3aKOHA 6HECEeHbl USMEHEHs]

Cm. mexkcm nyHkma 8 npedvloyujeli peoaxyuu
11) cornacue B mucbMeHHOH (hopme, MpeayCMOTPEHHOE YacThio 7 HACTOSIIEH CTaThd, B CIydae
perucTpanuy BoCIpOr3BEIEHHOTO JIEKAPCTBEHHOIO IIpernapara;
12) xomusi JOKyMEHTa Ha PYCCKOM f3bIKE, 3aBEPEHHOTO B YCTAaHOBIIEHHOM IIOPSJKE H
MOATBEPK/IAIONIETO TMPABOMOYHOCTh 3asiBJICHUS O TOCYJApPCTBEHHON pETrUCTpaluu JIEKapCTBEHHOTO
mpemnapara Jisi BETEpUHAPHOTO MPUMEHEHUS (I0BEPEHHOCTb);

Wudopmanust 06 U3MEHEHUIX:

Yacms 3 oononnena nynkmom 13 ¢ 13 aseycma 2019 . - edepanvusiii 3axon om 2 aseycma 2019 e. N
297-@3
13) cBemeHuss O TOCYAApCTBEHHOW PETUCTPALMA TE€HHO-WHXEHEPHO-MOIU(DUIIMPOBAHHBIX
OpraHM3MOB, TIPEJHA3HAUYEHHBIX [UJIS BBIMYCKa B OKPYXKAWOIIyl cpeay (MpuU TrocyAapCTBEHHOM
pEruCTpallui  JICKApCTBEHHBIX IpenapaToB JUIsi BETEPUHAPHOTO MNPUMEHEHHUs, TMOJYyYEHHBIX C
IPUMEHEHUEM TE€HHO-WUH)XEHEPHO-MOIU(MUIUPOBAHHBIX  OPraHW3MOB  WJIH  COJEpXKalluX  TaKue
OpTraHU3MBI).

Wudopmanust 06 U3MEHEHUIX:
Yacmwb 4 usmenena c 13 aseycma 2019 e. - Dedepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npedvioyuyro pedaKyuio
4. Tlpu npoBeAeHHHM YCKOPEHHOH MpoUeAyphl SKCHEPTHU3bl JIEKAPCTBEHHOIO Ipenapara Jjis
BETEPUHAPHOTO MPUMEHEHUS B LIEISAX €ro TOCYJapCTBEHHOM PErucTpaluyd BMECTO OTYETa pa3paboTuuKa o
pe3yabpTaTax JOKIMHUYECKOTO UCCIIEI0BAHMS JIEKAPCTBEHHOTO CPEACTBA JIsl BETEPUHAPHOTO TPUMEHEHUS
MOKET OBITh IMpelcTaBiIeH 0030p HAay4HbIX pPadOT O pe3yiabTaTax AOKJIMHUYECKOTO HCCIIECIOBAHUS
pedepeHTHOTO JIEKApCTBEHHOTO TMpemnapara i BETEPUHAPHOTO TPUMEHEHHs, a BMECTO OT4YeTa O
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pe3yabpTaTax KIMHUYECKOTO MCCIIEI0BAaHMs JIEKAPCTBEHHOIO Iperapara JJid BETEPUHAPHOTO IPUMEHEHUS
OTYET O pe3yJbTaTax HCCIEN0BaHUM OMOIKBHUBAJIEHTHOCTH BOCIPOU3BEICHHOIO JIEKaPCTBEHHOI'O
npenapara Jyisi BETEpMHapHOIO IPUMEHEHHS.

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

CMm. npedvloywyro pedaKyuio

5. Ha »skcnepTu3y pas3iuyHBIX JIEKApCTBEHHBIX (OPM OJHOTO U TOrO K€ JIEKapCTBEHHOI'O
npenapara s BETEPUHAPHOTO IIPUMEHEHMs 3asBUTEIb IIPEICTABISACT OTICIbHBIE 3asBICHUSA W
pPErucTpalMoOHHbIE J0Che Ha KKIYI0 JeKapcTBeHHYI0 (opmy. [Ipu ycnoBum ogHOBpEeMEHHOW MOJa4u Ha
OKCIIEPTU3Y OJHON JIEKApPCTBEHHOW (OPMBI C Pa3IUYHBIMU JO3HPOBKOM, KOHIICHTpAIHE, 00BEMOM
3asiBUTEIb TPEJCTABISAECT OAHO 3asBJICHUE M PErUCTPALMOHHOE JOChE C IPUIOKEHUEM MAaKETOB
IIEPBUYHOM YITAKOBKHM M BTOPUYHOM ynakoBKM. Ha MakeTax nmepBUYHON yIIAKOBKHM M BTOPHUYHOM YIIaKOBKH
YKa3bIBAIOTCS BCE MPOU3BOJMMBIEC JI03UPOBKHU, KOHIIEHTpAIMH, OObEMbl M KOJIUYECTBO 103 B YIaKOBKE
JIEKapCTBEHHOI'O IIperapara il BETEpUHAPHOTO IPUMEHEHUS.

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

Cm. npedvloyuyro pedaKyuio

6. B ciydyae HempeacTaBieHUs C 3asABJICHUEM O FOCYAApCTBEHHOM PETrUCTpalliu JIEKapCTBEHHOI'O
npenapara JJisi BETepUHAPHOrO NMPUMEHEHHsI JOKYMEHTOB, MOATBEPKIAIOIINUX YIUIATy TOCYAapCTBEHHOM
MOUUIMHBI U YKA3aHHBIX B IYHKTE 7 4acTW 2 HACTOSIIEH CTaTbH, CBEIICHUHN O JIMLIEH3USAX, YKa3aHHBIX B
nyHkTax | u 2 yacTu 3 HACTOAIIEH CTaTbU, a TAKXKE BBIAABAEMBIX (IIPEAOCTABISIEMbIX ) YIIOJTHOMOYEHHBIMU
denepanbHBIMI OpraHaMU HMCIOJHHUTEIBHON BIACTH JTOKYMEHTOB (CBEICHMM), YKa3aHHBIX B TyHKTE 2.1
4acTH 3 HACTOSIIEW CTaThbU, YIOJHOMOYEHHBIH (helepaiabHbli OpraH HCIOJTHUTEIHHOW BIACTH
3anpamnivBaeT yKa3aHHbIE JOKYMEHTHI (CBEJIEHHUS) B MOPSAJIKE MEKBEIOMCTBEHHOI'O HH(POPMAIMOHHOIO
B3aUMOJICUCTBUS.

7. He nomyckaercss UCHOJB30BaHME B KOMMEPUECKHMX LEIsIX HHGMOpManuu o pe3yibTaTax
JOKJIIMHUYECKUX HMCCIIENOBAHUM JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX MCCIIEIOBAHMM JIEKAPCTBEHHBIX
IIpenaparoB JUisl BETEPUHAPHOTO NPUMEHEHMS, IPEIACTaBICHHOW 3asBHUTENEM Uil TOCYAAPCTBEHHOU
perucTpalMy JIeKapCTBEHHBIX IpenapaToB, 0e3 ero coriacuss B TEYEHHWE MIeCTH JIeT C JaThl
TOCYJapCTBEHHOM perucTpaiuu peepeHTHOro JIEKapCTBEHHOTO npernapaTa B Poccuiickont @eneparuu.

Wndopmarys 06 H3MEHEHHSAX:

Cmamows 17 donoanena uacmoito 8 ¢ 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 e. N
297-D3
8. Jlep:karenb WM BiaJieNel] PEruCTPAllMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpemnapara Jjis
BETEPUHAPHOTO MPHUMEHEHHUS MPEJICTABISIET B YIOJTHOMOUYEHHBIH (helepaibHbli OpraH UCIOTHUTEIbHOM
BJIACTHU OTYET MO pe3yibTaTaM (papMakoHaA30pa OJMH pa3 B LIECTh MECSIEB B TEUEHHUE JBYX JIET MOCIe
roCyJapCTBEHHOM pEerucTpalu JIeKapCTBEHHOTo npemnapaTta B Poccuiickoit denepanuu, 3aTeM €xXeroHo
B T€UCHHUE TOCIEAYIONINX TPEX JIET U B JATBHEHIIIEM OJMH pa3 B TPH roja.
TAPAHT:

CM. koMmMeHTapuu K cTarbe 17 HacTosmero denepajbHOro 3aK0Ha

Wndopmarys 06 M3MEHEHHSAX:
DedepanvHvim 3axonom om 22 Odexabps 2014 2. N 429-D3 naumenosanue cmamou 18 Hacmosweeo
DedepanbH020 3aKOHA U3NOACEHO 8 HOBOU pedaryuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mekcm HAUMEHOBAaHUSA 8 NPedblOyuel peoaKyuu
Crarbsa 18. Ilomaya u paccMOTpeHHE 3asiBICHHSI O TOCYJApCTBEHHON perucTpanuu
JICKApPCTBCHHOTO IIpcIiapaTta JJIsd MCAUTTUHCKOI'O MPUMCHCHUSA

Wndopmarus 06 H3MEHEHHSX:
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Deodepanvrvim 3akonom om 22 oOexkabps 2014 2. N 429-D3 uwacme I cmamvu 18 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm uacmu 6 npeovioyujetri peoaxkyuu

1. Jns rocynapCTBEHHOW perucTpaluu JEKapCTBEHHOIO Ipernapara [uid MEAULHMHCKOIO
IPUMEHEHHs OpPHINYECKOE JIUIO0, JACUCTBYIOLIEE B COOCTBEHHBIX MHTEpPECAX MM YIOJHOMOUYEHHOE
IIPEACTABIIAT MHTEPECHl JIPYroro IOPUAMYECKOIrO JIMLIA M 3asBILAIOLICE JICKAPCTBEHHBIM Ipenapar Ha
rOCYyJapCTBEHHYIO pPETUCTpaluio (Jlajee B HACTOALIEM cTaThe - 3asBUTENb), NPEACTABISIET B
YIIOJIHOMOYEHHBIN (peepanbHblii OpraH MCIOJTHUTENBHOW BIIACTH, OCYHIECTBISIIOIINN TOCYJapCTBEHHYIO
PETUCTpaLMIO JIEKAPCTBEHHBIX MIPENapaToB AJIs MEAUIIMHCKOTO IPUMEHEHHUs, B JIEKTPOHHOU (GopmMe U Ha
OyMa)XHOM HOCHUTEJIE 3asBICHUE O TOCYAAPCTBEHHOH PETUCTpalMM JIEKApCTBEHHOIO IIpernapara ajs
MEIUIUHCKOrO MPUMEHEHHs, a TaKkKe B I0pPsJIKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (erepanbHbIM
OpPraHOM HCIIOJIHUTEIILHOW BJIACTH, B DJEKTPOHHOH (opMe M Ha OyMa)XHOM HOCHTENIE HEOOXOTUMbIE
JOKYMEHTBI, U3 KOTOPBIX (OpPMUpPYETCS pPErMCTpallMOHHOE JOChe Ha JIEKapCTBEHHBIN Ipemapar s
MEUILUHCKOTO IPUMEHEHHS.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 wacme 2 cmamvu 18 nacmosiwezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
2. B 3asgBiIeHHH O TOCYAAPCTBEHHOW PETUCTPAIIMU JICKAPCTBECHHOTO Mpenapara Jisi MEIHIIHHCKOTO
NPUMEHECHHUS YKa3bIBAIOTCS:

Undopmariis 06 M3MEHEHHSAX:
Ilynkm 1 uzmenen c 1 ansapsa 2018 e. - @edepanvhuiii 3axon om 28 dexabps 2017 2. N 425-D3

Cm. npedvloywyro pedaKyuio

1) HauMmeHOBaHHE, aJpec 3asBUTENS W MPOU3BOJUTENS JIEKAPCTBEHHOTO TMpemapara s
MEJUIIMHCKOTO TPUMEHEHHS, CBEJIEHUS 00 MX PErucTpallid B KAa4eCTBE HAJOTOIUIATENbIIMKA B CTPaHE
peructpanuu (s POCCUUCKHUX FOPUIUYECKHUX JIUI - UACHTU(DUKAIIMOHHBIM HOMEp HAaJOTOIUIaTeNbIUKa
(MHH), nst ”HOCTpaHHBIX FOPUIANYECKHUX JIUI] - CTpaHa PETUCTPAIUU, HAMMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, perucTpalMOHHBIM HOMED, KOJI HAIOTOIUIATE bIIIUKA B CTPAHE PETUCTPANK (MHKOPIIOPAIIUN) UK
€ro aHaJIoT) M aJIpec MecTa OCYIIECTBIECHHUS IPOU3BOICTBA JIEKAPCTBEHHOTO Mpenapara (B ciiyyae HaJIuuus
HECKOJIbKMX YYaCTHUKOB TIpOIlecca €ro IMPOU3BOJCTBA HEOOXOJUMO YKazaTh KaXJOTO YYacTHUKA B
COOTBETCTBUU C OCYIIECTBISEMOM CTaIueH MPOU3BOJICTBA);

2) HaMMEHOBaHUE JICKAPCTBEHHOTO Mpemnapara s MeIUIMHCKOTO MPUMEHEHUs (MEKTyHapOTHOE
HEMaTEeHTOBAaHHOE, WJIM TPYIITUPOBOYHOE, HJIM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMUS );

3) nepeyeHb AEUCTBYIOMIMX M BCIIOMOTaTENIbHBIX BEILECTB, BXOJAIIUX B COCTAB JEKAPCTBEHHOI'O
npenapara Jijisi MEAUITHHCKOTO PUMEHEHHUSI, C YKa3aHUEM KOJIMYECTBA KaXI0T0 U3 HUX;

4) nexapcTBeHHas ¢GopMa, TO03UPOBKA, CHOCOOBI BBEACHHS W TPUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOTO Mpernapara Jjisi MeIUIIMHCKOTO IPUMEHEHHS;

5) (bapmakoTepaneBTHIECKAS rpynmma, KOJ AHATOMO-TEPANEBTUUECKO-XUMUYECKON
KJIacCU(pUKallMK, pPEKOMEHJoBaHHOM BcemupHO!l opranuzanueil 3ApaBOOXpaHEHHUs, 3asBIsIeMble
MOKa3aHus JJisl IPUMEHEHHUs JIEKapCTBEHHOT0 MpernapaTa Al MEIUIUHCKOTO IPUMEHEHUS;

6) OTCYTCTBHE HEOOXOAMMOCTH TIPEIOCTaBICHUS OTYeTa O pe3yiabTaTax KIMHAYECKOTO
WCCIICJIOBAHMsI, WCCIIENOBaHUS OWOIKBUBAJICHTHOCTH JIEKAPCTBEHHOIO Mperapara, pa3pelieHHOTo s
MEIUITMHCKOTO TIpuMeHeHus B Poccuiickoit denepanuu Oosiee NBaALaTH JIET, C YKa3aHUEM HOPMATHBHBIX
MPaBOBBIX aKTOB, MOJATBEPKIAIOIIMX JAHHBIN CPOK TPUMEHEHUS;

7) HeobxoauMOCTh odopMIIeHUST pa3penieHuss Ha BBO3 B Poccuiickyto denmeparuio KOHKPETHOM
NapTUU  3apPETUCTPUPOBAHHBIX U (WJIM)  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
IIpPEIHA3HAYEHHBIX U1 MPOBEJCHMS HKCIIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B LEIAX T'OCYAAPCTBEHHOU
perucTpalnm;

8) HeoOXOAMMOCTh MPOBEACHUS SKCIEPTU3bl JOKYMEHTOB, MPEACTABICHHBIX AJIs ONpeAeseHUs
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BO3MOXXHOCTH pacCMaTpuBaTh JIEKApCTBEHHBIM Ipemapar il MEAWLHUHCKOIO IMPUMEHEHUS IIpU
OCYILECTBIICHUH IOCYJapCTBEHHON PErucTpaluy B KayecTBe OppaHHOI0 JIEKapCTBEHHOI'O Ipenapara;

9) HEOOXOMMOCTh MPUMEHEHHSI YCKOPEHHOM MPOIeyphbl AKCIEPTH3BI JIEKAPCTBEHHBIX CPEJICTB B
LeJISIX TOCYJapCTBEHHOM PEruCcTpalyy JIEKApCTBEHHOTO IIpernapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIOIINX YIUIATy TOCYAapCTBEHHOM MOIIMHBL:

a) 3a NPOBEJEHHE SKCIEPTU3bl JOKYMEHTOB, MPEJICTABICHHBIX JUISl ONpPEIENeHUs] BO3MOXXHOCTH
paccMmaTpuBaTrh JIEKapCTBEHHBIN mpenapar Juid MEIUIMHCKOTO IPUMEHEHUs IpPHU OCYLIECTBICHUU
roCyJapCTBEHHOHN perucTpaniy B KauecTBe OppaHHOI0 JIEKapCTBEHHOI'O Mpenapara;

0) 3a MpOBEIEHUE SKCIEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPEJCTBA U 3KCIEPTU3bl OTHOIICHHUS
O’KMJAEMOM TI0JIb3bl K BO3MOYKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOIO IIpenapara, pa3peIeHHoro s
MEIMIMHCKOro TpuMeHeHus: B Poccuiickoit ®enepanuu Oonee aBaaLATH J€T, NMPU OCYIIECTBICHUU
rOCyIapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Mpenapara;

B) 3a IPOBEJCHHE IKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTU3bl OTHOILIEHUS
OKMJAEMOH IO0JIb3bl K BOBMOKHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOIO Ipenapara il MEJULMHCKOTO
IPUMEHEHHUS [IPU €ro roCy1apCTBEHHON PETUCTpaLluu;

I') 3a IPOBEAECHUE HKCHEPTH3bl KAauecTBa JIEKAPCTBEHHOI'O CPEACTBA U SKCIEPTU3bl OTHOILEHHS
0’KMJJa€MOM MOJIb3bl K BO3MOKHOMY PUCKY MPUMEHEHUs JIEKapCTBEHHOI'O Iperapara Juisi MEIULUHCKOTO
IIPUMEHEHHUS, B OTHOLIEHHHM KOTOPOrO IPOBENEHBI MEKIYHAapOJHbIE MHOIOLICHTPOBBIE KIMHUYECKHE
UCCJIENOBAHMS, YacTb M3 KOTOpPbIX IpoBeneHa B Poccuiickon denepanuu, NOpH  OCYIIECTBICHUH
roCyIapCTBEHHON PETUCTPALUN JIEKApCTBEHHOTO IIpenapara;

11) nanmuuue corjlacus MPOU3BOJIUTENS JIEKAPCTBEHHOTO TMperapara, MPOU3BOACTBO KOTOPOTO
ocymiecTBisieTcss 3a mpenenamu Poccuiickonn  ®enepauuu, Ha OPOBENCHHE HMHCIEKTHPOBAHMS
IIPOU3BOJUTENISE HA COOTBETCTBUE TPEOOBAHUAM IIPaBUJI HA/IJIEKAIIEH IPOU3BOICTBEHHOMN NPAKTUKH;

12) Hanuyue coryiacusi, IpeIyCMOTPEHHOr0 4acThio 18 HacTosIel cTaThy;

13) ykazaHue BuJa JIEKAPCTBEHHOIO Ipenapara, MpeACTaBIEHHOTO Ha PEruCcTpPaIUio
(pedepeHTHBI  JeKapcTBEHHBbI  mpemapaT,  BOCHPOM3BEAECHHBIM  JIGKAPCTBEHHBIM  Ipemnapar,
OMOJIOTUYECKHUM JIEKapCTBEHHBIN Mpenapar, OMOaHANIOroBbli (O0MOMOA00HBIN) JIEKAapCTBEHHBIH Ipenapar
(Omoanasior), roMeonaTHYECKUi JIEKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIN pacTUTEIbHBIH Mpenapar).

Wndhopmaris 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 3 cmamvu 18 nacmoswezo
DedepanbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npedvioyuell pedaxKyuu
3. PerucrpammoHHoe 10chb€ Ha JIEKAPCTBEHHBIM Ipenapar sl MEAUIMHCKOIO IMPUMEHEHHS
Mpe0CTaBIsAeTCS B popMe 00IIeTr0 TEXHUUECKOTO IOKYMEHTA.

Wndopmarys 06 M3MEHEHHSX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacmv 4 cmamovu 18 Hacmosweeo
DedepanbHo20 3aKOHA U3NONACEHA 8 HOBOU pedakyuu, scmynarowell 6 cuiy ¢ 1 aneaps 2016 .

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
4. Paznien MOKyMEHTaIMK aIMUHHCTPATUBHOTO XapaKkTepa BKIIOYaeT B ce0s:
1) 3asBIEHUE O TOCYIAPCTBEHHON pErucTpalyy JeKapCTBEHHOTO Mpernapara s MEeIUIUHCKOTO
MIPUMEHEHHUS B JICKTPOHHOU (hopMe U Ha OyMaKHOM HOCHUTEIIE;
2) KomWIO JIOKyMEHTa Ha PYCCKOM s3bIKE, 3aBEPEHHOTO B YCTAHOBIEHHOM IMOPSJIKE U
MOJITBEPIKIAIONIETO MTPABOMOYHOCTh 3asIBUTEIIS IOJaBaTh 3asBIICHUE O TOCYIAPCTBEHHOW PETHCTPAINH
JIEKapCTBEHHOTO TIperapara Juisi MeJUIITHCKOTO MPUMEHEHHS (TOBEPEHHOCTB);

Wudopmanus 06 U3MEHEHUSX:
Ilynkm 3 usmenen c 1 aneaps 2021 2. - @edepanvusiii 3akon om 27 dekabps 2019 2. N 478-D3

Cm. npeodvloyuyio peoakyuro
3) cBeneHUsA O JaTe MPEAOCTaBICHMS U PETUCTPALIMOHHOM HOMEpE JIMLEH3UHM Ha MPOU3BOACTBO
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JICKAPCTBCHHLIX CPCACTB UJIKM CBCACHUA O JATC NPCAOCTABJICHUA U PCTUCTPALIMOHHOM HOMCPEC 3aKIIOUYCHUS
O COOTBETCTBHU IIPOU3ZBOJUTECIIA JICKAPCTBCHHLIX CPEACTB Tpe6OBaHI/IHM IIpaBuUjI Ha,Z[J'IC}KaH_[eﬁ
IPOM3BOJICTBEHHOM MPAKTHKH, BBITAHHBIX (IIPEAOCTABICHHBIX) YIOTHOMOUYEHHBIM (peiepaibHbIM OpPraHOM
WCIIOTHUTENBHON BIACTH B OTHOIIICHUH HpOHSBOHCTBeHHOﬁ IJIoIMAAKHU PETUCTPHUPYEMOI'O JICKAPCTBEHHOI'O
npenapara, B cliydae, €clid MPOU3BOJICTBO JICKAPCTBEHHOTO Mpemnapara ocyiiecTsiigercs B Poccuiickoit
denepanuu;

Wndopmarius 06 H3MEHEHUSX:

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

Cm. npeovloyuyio peoakyuro

4) KONHIO MPENIOCTABICHHON YIIOJHOMOYEHHBIM OPTaHOM CTPaHBI MPOU3BOAWTEIS JIMLIEH3UU HA
IIPOM3BOJICTBO JIEKAPCTBEHHOT'O Mpernapara u ee epeBo/l Ha pyCCKUH S3bIK, 3aBEPEHHbIE B YCTAaHOBJIEHHOM
HOpsi/IKe, a TakXKe KOMHMIO 3aKIIOYCHHS O COOTBETCTBMHU IPOW3BOAMTENS JIEKAPCTBEHHBIX CPENCTB
TpeOOBaHUAM IIpaBUJl HAJUIeKALEH NPOU3BOJCTBEHHOW MPAKTUKH, BBIIAHHOIO YIIOJHOMOYEHHBIM
¢denepanbHBIM OpPraHOM HWCIHOJHHUTENBHOM BIACTH B OTHOIIEHWH TPOW3BOICTBEHHOW IUIOIIAIAKH
PETUCTPUPYEMOTO JIEKAPCTBEHHOT'O Iperapara, WM KOIMUIO PEeIIeHHs YIOJIHOMOYEHHOro (enepaabHOro
OpraHa HCIIOJHHUTEIBHOW BIIACTH O MPOBEJACHUM WHCIEKTHPOBAHUS MPOU3BOAUTEINS JICKAPCTBEHHBIX
CpeACTB, B cilyd4ae, €CIM IPOU3BOJACTBO JIGKAPCTBEHHOrO IIpernapara OCYIIECTBIISAETCS 3a IpelelaMu
Poccuiickoit ®enepanuu;

5) OpoeKT MHCTPYKLUMH @O MEIUIMHCKOMY HPUMEHEHHMIO JIEKapCTBEHHOro Ipernapara,
CoZEpIKaIleH CIeAYIOIME CBEACHNUS:

a) HauMMEHOBaHME JIEKApPCTBEHHOIO Ipenapara (MEXIyHapOJHOE HENaTeHTOBAHHOE, WU
TPYNIIMPOBOYHOE, HIJTH XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHas opMa ¢ yKka3aHHMEM HaMMEHOBAHUN M KOJMUYECTBEHHOI'O COCTaBa JAEHCTBYIOLINX
BEIIECTB M KAaUYEeCTBEHHOTO COCTAaBa BCIIOMOTATENIBHBIX BEIIECTB (ITPH HEOOXOAMMOCTH KOJINYECTBEHHOTO
COCTaBa BCIIOMOT'aTEJIbHBIX BEILECTB);

B) ONMCAaHWE BHEITHETO BUA JIEKAPCTBEHHOTO TMperapara sl MeJUIIMHCKOTO TPHUMEHEHHUS,

I') (PU3UKO-XUMHUYECKUE CBOICTBA (JUIs pasnodapMaleBTHIeCKUX JIEKapCTBEHHBIX MTPENapaToB);

n) QapmakoTepaneBTHUECKass TpyIIa, KOJA JIEKapCTBEHHOTO IIperapara Ui MEAHIIMHCKOTO
IPUMEHEHHS TI0 aHaTOMO-TEPANEeBTUYECKO-XUMUYECKON KiIacCU(pUKAIMK, peKOMEHI0BaHHONH BcemupHoit
OpraHu3aIyei 3IpaBOOXPAHCHH S, HIIM YKa3aHHUE "TOMEONaTUIeCKHi JIeKapCTBEHHBIN mpenapar';

e) (apmakoguHamMuka M (apMakOKMHETHKa (32  HMCKJIIOYeHHEeM  (apMaKOKUHETUKU
TOMEOIIATHYECKUX JIEKAPCTBEHHBIX MPEMapaToB M PACTUTEILHBIX JIEKAPCTBEHHBIX MTPEMIApaTOB);

) OKa3aHMsl [l IPUMEHEHUS;

3) IPOTHBONOKA3aHUS JJIsl IPUMEHEHUS;

1) MEPBbI MPEIOCTOPOKHOCTH NPHU IPUMEHEHHH;

K) YKa3aHHE BO3MOXXHOCTH W OCOOEHHOCTEH IpHMEHEHHs JIEKapCTBEHHOTO TIpernapara Juis
MEIUIMHCKOTO TNPUMEHEHUS OCpeMEHHbIMM SKEHIIMHAMH, OSKEHIIMHAMH B TEpPHOJA  TPYIHOTO
BCKapMJIMBAHHUS, JI€THMH, B3POCIBIMHU, UMEIOIIMMHU XPOHUYECKUE 3a00JIeBaHS,

J) PeKUM JTO3UPOBAHUSA, CIIOCOOBI BBEACHUS M MPUMEHEHUs, IPU HEOOXOAUMOCTH BpeMs Ipuema
JIEKaApCTBEHHOTO TIpernapara Juisi MEUIINHCKOTO MTPUMEHEHHSI, TPOAOIDKUTEIHHOCTD JICYEHUS, B TOM YHUCIIE
y JeTel 10 U Mocye 0HOTO rofia;

M) BO3MOJKHBIE HEXeNaTeNbHbIE PEeaKIui MpH TPUMEHEHHWH JIEKapCTBEHHOTO Tpenapara Juis
MEIUIIUHCKOTO TPUMEHEHUS;

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

0) B3aUMO/ICCTBUE C JPYTUMH JICKApCTBEHHBIMHU IpenapaTaMy U (MJIK) MUIIEBBIMU IPOTYKTaMU;

1) GOpMBI BEITTYCKA JICKAPCTBEHHOTO TIpenapara;

p) ykazanue (Ipu HEOOXOAMMOCTH) OCOOEHHOCTEeH NEHCTBHSA JIEKapCTBEHHOTO INpemnapaTa Jyis
MEIUIUHCKOTO IPUMEHEHNUS IIPU TIEPBOM IIPUEME UIIH IIPU €r0 OTMEHE;

c) omucanue (Mpu HEOOXOAWMOCTH) NeHCTBUI Bpaua (denpamepa) u (WiKM) TaUEHTa TpU
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IPOIyCKE IpUeMa OJHOM WJIM HECKOJBKHUX JI03 JIEKAPCTBEHHOrO Ipenapara s MEIULUHCKOIO
IIPUMEHEHNUS;

T) BO3MOJXKHOE BIIMSHUE JIEKQpCTBEHHOIO Ipenapara il MEIUIMHCKOro IPUMEHEHHUs Ha
CIIOCOOHOCTH YIPABIIATH TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMU;

y) CpOK TOAHOCTM M YyKa3aHUE Ha 3alpeT NIPUMEHEHUs JIEKApCTBEHHOro IIpernapaTta Jyis
MEIUIMHCKOr0 MPUMEHEHHMS 110 UCTEYEHUHN CPOKa FOJHOCTH;

&) ycioBus XpaHeHUs;

X) yKa3aHue Ha HEOOXOAMMOCTh XpaHEHMs JIEKapCTBEHHOTO Ipemnapara Uil METUIIMHCKOTO
IPUMEHEHHUS B MECTaX, HEJOCTYIIHBIX I JETEH;

1) yka3zaHue (Ipu HEO0OXOIMMOCTH) CHEUUATbHBIX MEp MPEeIOCTOPONKHOCTH MPHU YHUUYTONKEHUHU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENAPATOB JJIs1 MEAULIMHCKOIO IPUMEHEHUS;

9) YCIIOBUS OTITYCKa;

II) HAaUMEHOBAaHUSA WU aJpeca IPOU3BOJCTBEHHBIX IUIOIIAJOK IMPOU3BOAUTENS JIEKAPCTBEHHOIO
npenapara;

) HaWMEHOBAaHHWE, aJpec OpraHu3all{, YIOJIHOMOYEHHOM JepxaTelleM WIM BIaJelblieM
PErMCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpenapara il MEIULMHCKOrO0 INPUMEHEHHsS Ha
INPUHITHE IPETEH3UM OT MOTPEOUTENS;

6) MHCTPYKIIMIO 110 MEIUIIUHCKOMY MPUMEHEHHUIO WA KPaTKyI0 XapaKTePUCTHKY JIEKapCTBEHHOTO
npernapara, yTBepXACHHbIE B CTPaHE MPOU3BOAUTENS;

7) MPOEKThl MAKETOB MEPBUYHOIN YIMAKOBKM M BTOPUYHOW YMAKOBKH JIEKApPCTBEHHOTO Ipernapara
JUISL METUIIUHCKOTO IPUMEHEHUS],;

8) MpPOEKT HOPMATHUBHOW JOKYMEHTAIlMd WJIM HOPMAaTHUBHOTO JOKYMEHTa Ha JIEKapCTBEHHBII
npenapar JUisi MEAUIIMHCKOTO MTPUMEHEHHS JTH00 yKa3aHHe COOTBETCTBYIOIIEH (papMaKoIeiHON CTaThH;

9) nOKyMEeHT, cojepKalui MHGOPMAIUI0 0 HAIMYMU MM 00 OTCYTCTBHM (DaKTOB PErHMCTPALUU
JIEKapCTBEHHOI0 IIpenapara Jyisi MEIUIIMHCKOro MpuMeHeHus 3a npeaenamu Poccuiickorn denepannu;

10) xomuM JTOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJICHHOM MOpSAKE U MOJATBEPXkAAOUIMX (hakT
perucTpalnuy JEKapcTBEHHOIO Ipernapara B HMHOCTPaHHBIX TIOCyJapcTBaX B KayecTBe Op(aHHOIO
JIEKapCTBEHHOI'O IIPETapara;

11) nnan ympaBiaeHHsT pHUCKaMH Uil OHOJOTMYECKHMX JIEKAaPCTBEHHBIX IIPENapaToB s
MEAMIMHCKOTO TPUMEHEHHS;

12) noxkymeHT o0 cucreMe (¢apMaKoHaa30pa JeprKaTels WIM BIAJeNblia PEruCTPalOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO NIpenapara;

13) nOKyMEHT, MOATBEPKIAIOUINI KayecTBO JIEKAPCTBEHHOI'O IMpenapara TPeX MPOMBIIUIEHHBIX
cepuil (MPOTOKOJ aHAIU3a WIM cepTU(UKAT aHAIN3a), OJJHA CEpHsl KOTOPOro JIOKHA COBMAJATh C cepuen
o0Opa3lia JIeKapCTBEHHOro Mpemnapara [uisi MEIUIUMHCKOTO TPUMEHEHUs, TPEJCTaBIEHHOr0 Ha
rOCY/IapCTBEHHYIO PETUCTPALIMIO.

Wudopmanust 06 U3MEHEHUIX:

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

Cm. mexkcm uacmu 6 npedvioyujel pedaKyuu
5. Pa3znen xumudeckoii, GpapManeBTHYECKO U OMOIOTHYECKON JOKYMEHTAIMHU BKIIOYAaeT B ceOs
JTIOKYMEHTHI, cojiepkaine nHpopMaiuoo o papManeBTHIECKON CyOCTaHIINK U JICKAPCTBEHHOM Ipenapare
JUIST METMLIMHCKOTO MPUMEHEHHUs, MPOLECCe €ro MPOU3BOACTBA U METOJAX KOHTPOJII KayecTBa, B TOM
YHCIIe:

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

Cm. npeovloyuyio peoakyuro
1) Komuio JOKyMEHTa, COJepXalero cieAyouyo wuHopManuio o QapMaleBTUYECKON
cyOcTaHIuM WM (apMaleBTUUECKUX CyOCTaHLUAX, BXOJAIIMX B COCTAaB JIEKAPCTBEHHOrO Ipernaparta, 3a
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ucKItoYeHreM uHpopMmammu o ¢GapMaleBTUYECKUX CYOCTAHIUSAX, BKIIOYCHHBIX B TOCYIApCTBEHHBIN
pEECTp JEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUH CO cTaThel 34 Hacrosmiero deaepaabHOTO 3aK0HA!

a) HauMeHOBaHMEe (PapMaIeBTUICCKON CyOCTaHINH, €€ CTPYKTYpa, OOIINe CBONCTBA;

0) HAMMEHOBAHUE M a/IPEC IPOU3BOAUTEIIS;

B) TEXHOJIOTHS TIPOU3BOJICTBA C OMUCAHUEM CTaJUi MPOU3BOJCTBA U METOJOB KOHTPOJISI Ha BCEX
CTaJUsX MPOU3BOJICTBA;

T') onucaHue pa3paboTKU MpoIecca MPOU3BOJICTBA;

1) OTIMCAHKME KOHTPOJIS KPUTHUCCKUX CTAJMH MPOU3BOJICTBA U MMPOMEKYTOUHON MTPOTYKIINUH;

€) IOKYMEHTaJIbHOE TIOITBEPKACHUE (BaJIMIalIMs) IPOIIECCOB U (UJTM) UX OLIEHKA,

’K) CBOMCTBA M CTPYKTYpa JACUCTBYIOIINX BEIIIECTB;

3) XapaKTepUCTHKA MPUMECEH;

n) creurdukanys Ha hapMalleBTHUECKYIO CyOCTaHIMIO U €€ 000CHOBAHME;

K) QHAIUTUYCCKHEC METOJUKH, HCIOJIb3yeMble TIPU OCYIICCTBICHHUH KOHTPOJS KadecTBa
dapmalieBTUYECKOM cyOCcTaHIINu;

J) TOKYMEHTAILHOE TIOJTBEPKICHUE (BAIMIAINS) AaHATUTUICCKIX METO/MK, UCTIONB3YEMbIX TPH
OCYIIECTBIICHUU KOHTPOJIS KayecTBa (papMarieBTUYECKON CyOCTaHIUY;

M) pe3yJIbTaThl aHAIK3a CepUil (hapMaIleBTHUECKON CYyOCTaHIINN;

H) MepevYeHb CTaHJAPTHBIX 00Pa3I0B WK BELIECTB, UCIOIb3yEMbIX MPU OCYIIECTBICHUH KOHTPOIIS
KavecTBa;

0) OMKCAaHNE XapAaKTEPUCTUK U CBOMCTB YIAKOBOUYHBIX MAaTEPHUATIOB U YKYIIOPOYHBIX CPE/ICTB;

1) JAaHHBIE O CTAOMIIBHOCTH (hapMaleBTHUECKOW CyOCTaHIINY;

P) CPOK T'OJTHOCTH;

Undopmaris 06 n3MEHEHUAX:

Yacms 5 donoanena nynkmom 1.1 ¢ 28 oexabps 2019 2. - @edepanvuviii 3axkon om 27 dexkabps 2019 e.
N 462-D3

1.1) B orHomeHWH (HapMalleBTHUECKUX CYOCTaHIIMA, BXOMASIIUX B COCTaB JIEKApPCTBEHHOTO
npernapara M BKIIIOYEHHBIX B TOCYAApPCTBEHHBI PEECTp JEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU CO
cratbeil 34 Hacrosimero dexepaqbHOr0 3aKOHA, - KONHUS JOKYMEHTa, COJAEPIKAILEro CleayIoIIyto
UH(pOpMaILIUIO:

a) HauMeHOoBaHMe (papMaleBTUIYECKON CyOCTaHINH, ee CTPYKTYypa, O0Ilre CBOICTBA,

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) pe3y/bTaThl aHaTU3a cepuii (hapmMarieBTHUECKON CyOCTaHIINM;

') CPOK F'OJTHOCTH;

2) [OKyMEHT, COJAepKallui CJIEAYIOIIMEe CBEACHHUS O JIEKapCTBEHHOM TMpemnapare Juis
MEMIIMHCKOTO TPUMCHCHUS

a) OIUCaHKe U COCTaB JIEKAPCTBEHHOTO Mpenapara Jisl METUIIUHCKOTO MPUMEHEHUS;

0) omucanue QapmareBTUIECKON pa3paboTku (0OOCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIIAKOBKU U UHOTO);

B) TEXHOJIOTHSI TMPOU3BOJICTBA C OIMCAHMEM CTaJIWi MPOHM3BOJCTBA M METOJOB KOHTPOJIS HA BCEX
CTaIUSAX TPOU3BOJICTBA;

I) ONHMCAaHWE KOHTPOJS KPUTHYECKHX CTaIui TpoIrecca MPOU3BOJACTBA M TPOMEKYTOUHOU
IPOYKLHH;

1) HANMEHOBAHHE U aJ[pec MeCTa OCYIIECTBICHHS MMPON3BO/ICTBA JIEKAPCTBEHHOTO Tperapara Jjis
MEAWIIMHCKOTO TpPUMEHEHHUs (B cilydae HaJIW4YUS HECKOIBKUX YYaCTHHMKOB TIpoIlecca MPOU3BOACTBA
HEOOXOIMMO yKa3aTh KayKI0TO U3 HUX);

e) apmarieBTHYECKasi COBMECTUMOCTD;

) MHKPOOHUOJIOTHYECKUE XapaKTEPUCTHKH,

3) MaTepuaIbHBINA OallaHC 7S IPOU3BOACTBA CEPUH TOTOBOTO MPOAYKTA;

1) OMUCaHNe XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAIOB U YKYIIOPOUHBIX CPEJICTB;

K) TOKYMEHTAJIbHOE MOATBEPKICHUE (BaTuaalusl) IPOLEeCcCOB MPOU3BOCTBA U (MJIK) UX OLIEHKA;
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J) TpeOOBaHUS K KAdyeCTBY BCIIOMOTATENIbHBIX BEIIECTB (cepTUUKAT, cnenudukamus Ha
BCIIOMOTaTeJIbHbIE BEIECTBA U X 0OOCHOBAHUE);

M) QHQJIUTUYECKUE METOJMKH, MCIOJIb3yEMbIE IIPU OCYIIECTBJIECHUM KOHTPOJS KauecTBa
BCIIOMOTaTEIbHBIX BELIECTB;

H) JOKYMEHTAJIbHOE NOJATBEPKIACHUE (BaJMJAIMs) aHATUTUYECKUX METOJMK, UCIOIb3YEMbIX MpU
OCYILECTBJICHUH KOHTPOJISl Ka4eCTBa BCIIOMOIaTe/IbHbIX BEILECTB;

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

1) nHpopmanus 00 UCTIOIIb30BaHIUH HOBBIX BCIIOMOTATENIbHBIX BEIIECTB;

p) TpebOBaHMS K KauyecTBY JIEKapCTBEHHOro IIpenapara Uil MEAMIMHCKOTO IPHUMEHEHHs
(ceptudukar, cienuduKanys Ha JSKapCTBEHHBIH Mpenapar ¥ uX 000CHOBaHUE);

C) AaHAJIUTHYECKHE METOAMKH, MCIOJIb3yeMble IIPU OCYIIECTBIEHUM KOHTPOJS KayecTBa
JIEKapCTBEHHOI'0 IIperapara Jyuisi MEJUIIUHCKOTO PUMEHEHMUS;

T) JOKYMEHTAJIbHOE MOATBEP)KICHHUE (BaIMJAlMsI) aHAIUTUYECKUX METOAUK, UCIOJIb3YEMbIX MPH
OCYIIIECTBJIEHUU KOHTPOJISI KaYeCTBa JIEKAPCTBEHHOTO MpernapaTa sl MEIULUHCKOIO IPUMEHEHUS;

y) pe3ynbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO IIpernapara JUisi MeAMLIMHCKOTO TPUMEHEHMS;

¢) XxapakTepucTUKa MPUMECEH;

X) MepeueHb CTaHJApTHBIX O0pa3LoB, MCIOJIb3YEMbIX NPH OCYLIECTBICHMM KOHTPOJIS KauecTBa
JIEKapCTBEHHOI'0 IIperapara Jyuisi MEJUIIUHCKOTO PUMEHEHMUS;

11) JaHHbIE O CTAOUJIBHOCTH JIEKAPCTBEHHOTO IIpenapara JUisi MEAULIMHCKOTO IPUMEHECHHUSL.

Undopmarist 06 n3MEHEHUX:

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

Cm. mexkcm wacmu 6 npedvioyuell pedaxKyuu
6. Paznen dhapmakomornyeckoi, TOKCUKOJIOTHYECKON TOKYMEHTAIlMU BKIIIOYAeT B ce0sl OTYETHI O
pe3yabpTaTax JOKIMHUYECKUX UCCIEOBAHUMN JICKAPCTBEHHOTO CPECTBA IJIsi MEAUIIMHCKOTO TPUMEHEHUS,
B TOM YHCIIE:
1) oTder o hapmMakOIUHAMUYECKUX UCCIEAOBAHUSX;
2) otueT 0 hapMaKOKUHETHUECKUX HCCIETOBAHUSX;
3) OT4ET O TOKCUKOJIOTUYECKUX UCCIICTOBAHMSIX.

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamos 18 nacmosweco Dedepanvroo
3aKOHA 00ONoNHeHa yacmoio 7, scmynatoweil 6 cuny ¢ 1 sneaps 2016 e.

7. Pazgen KIMHWUYECKOW MOKYMEHTAIlMU BKJIIOYAET B CEOSl OTYETHI O PE3ysIbTaTaX KIMHHYECKUX
MCCJIeI0BAHM JIEKApCTBEHHOTO Mpernapara JJisi MEIUIIMHCKOTO TPUMEHEHUS, B TOM YUCIIE:

1) oruetel 00 WHCCIENOBAHUAX OWOMAOCTYMHOCTH W OHMODKBUBAJICHTHOCTH, WCCIEIOBAHUNIX,
YCTaHABIMBAIOIIUX KOPPETIAIUIO PE3YyIbTATOB, OJYYEHHBIX B YCIOBUAX in Vitro u in vivo;

2) oTueThl 0 (papMaKOKUHETUYECKUX HCCIIETOBAHUSIX;

3) oTueTsl 0 (hapMaKOIUHAMUYECKUX UCCIIEIOBAHUSX;

4) oT4eTHI O KIMHUYECKUX HCCIIET0BaHUAX 3P PEKTUBHOCTU U OE30MaCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OTIBITE MPUMEHEHHUS (TP HATHYNH ).

Wudopmanust 06 U3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa donoaHena wacmoio 8, scmynaroweil 6 cuny ¢ 1 saneaps 2016 e.
8. TpeboBanus k 00beMy HHPOPMAIUH, TIPEIOCTABIIEMON B COCTaBE PETUCTPAIIMOHHOTO JOCKE,
JUIS OTACNBHBIX BUAOB JICKAPCTBEHHBIX IMPENapaToB UIsi MEIUIIMHCKOTO MPUMEHEHHS YCTaHABIUBAIOTCS
YIIOJTHOMOYEHHBIM (peIepaIbHBIM OPTaHOM HCIIOTHUTEIFHOU BIIACTH.

Wndopmarus 06 H3MEHEHHSX:

Yacms 9 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 dekaops 2019 2. N 475-D3
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CMm. npedvloywyro pedaKyuio

9. B oTHOIIEHUHU JIEKaPCTBEHHBIX MPENaparoB, Pa3pelICHHbIX A MEIUIMHCKOTO MPUMEHEHHUS B
Poccuiickoit ®@enepanuu Oosiee ABaIIlaTH JIET W B OTHOIICHUHM KOTOPHIX HEBO3MOXKHO IPOBEICHUE
UCCJIEIOBAaHUM X OMOPKBUBAJICHTHOCTH (32 UCKIIOYEHHEM OMOJIOIMYECKUX JIEKAPCTBEHHBIX MPEnaparoB),
JIOITyCKAeTCsl BKIIIOYEHUE B COCTaB pasjena (papMaKoJIOrHuecKor, TOKCUKOIOTUYECKON JOKYMEHTAINH U
pa3zena KIMHUYECKOW JOKYMEHTAaIlMM BMECTO OTueTa pa3paboTdyvka O pe3yiabTaTaX COOCTBEHHBIX
JOKJIMHUYECKUX UCCIIEIOBAHUM JIGKAPCTBEHHBIX CPEACTB M KIMHMUYECKUX HCCIEJOBAHUMN JIEKAPCTBEHHBIX
[penapaToB JJisi MEIULMHCKOrO NMpPUMEHEHHs 0030pa HaydyHBIX pabOT O pe3ysibTarax JOKIMHUYECKUX
UCCJICIOBAHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCICIOBAHUN JIAHHBIX JIEKAPCTBEHHBIX
[pernapaToB, B TOM YHCIIE BKIFOYAs OIBIT UX MOCTPETUCTPALIMOHHOTO IPUMEHEHUSI.

Wndopmarius 06 H3MEHEHUX:

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

10. Ilpu rocynapCTBEHHOW PETHMCTPallMd BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB IS
MEIWIIMHCKOTO TPUMEHEHHUS JIONMYCKAeTCs BKIIOUEHHUE B COCTaB pazaena (papMakoIOrHuecKow,
TOKCHUKOJIOTMUECKON JOKyMEHTallMM U pas3felia KIMHUYECKOW JOKYMEHTallud BMECTO OTueTa
pa3zpaboTurka O pe3ylbTaTaX COOCTBEHHBIX JOKIMHHYECKUX HCCIICIOBAaHUH JICKAPCTBEHHBIX CPEJICTB
0030pa Hay4HbIX pabOT O pe3yiabTaTax AOKIMHUYECKHX HCCIETOBAHHA pedEepeHTHOTO JIEKApCTBEHHOTO
mperapara W MpeACcTaBlIeHUE BMECTO KIIMHUYECKUX WCCIEIOBAHUN B IMOJIHOM OOBEME, YCTAaHOBICHHOM
pa3ziesioM KJIMHUYECKOW JOKYMEHTAI[MH, OTYeTa O pe3yibTaTax HCCIeIOBaHUN OHOIKBUBAJIEHTHOCTHU
BOCTIPOM3BEJICHHOTO JICKAPCTBEHHOTO TMpernapara JUisi MEIWIHUHCKOro TnpuMeHeHus. He tpeOyercs
NpEJCTaBICHUE OT4eTa O pe3yiabTaTax WCCIeIOBaHUI OMOAKBUBAJIEHTHOCTH BOCIHPOU3BEIECHHOTO
JICKapCTBEHHOTO TIperiapara JJisi MEJIUIIMHCKOTO IPUMEHEHUS, €CITU PETHCTPUPYIOTCS BOCTIPOU3BEICHHBIC
JIEKapCTBEHHBIE MPEnapaThl I MEIUIUHCKOTO IPUMEHEHUsI, KOTOpPbIE:

1) mpemHa3HaYeHBI JJIs MAPSHTEPATBHOTO (TIOJIKOXKHOTO, BHYTPHUMBIIICYHOTO, BHYTPHBEHHOTO,
BHYTPUTIJIA3HOTO,  BHYTPHUIIOJIOCTHOTO,  BHYTPUCYCTaBHOTO, BHYTPUKOPOHApHOTO) BBEACHUA W
MIPEJICTABIISIFOT COOO BOHBIE PACTBOPHI,

2) mpeCTaBISIIOT COO0M PacTBOPHI AJIsl MEPOPATHLHOTO MPUMEHEHHUS;

3) mpousBenieHbI B (hOpME MOPOIIKOB MIIH TUODUIN3ATOB Il IPUTOTOBIIEHUS PACTBOPOB;

4) ABNAIOTCS ra3aMu;

5) SBNSAIOTCS YITHBIMU WM TJIa3HBIMH JIEKAPCTBEHHBIMU MPETNapaTaMu, IPOU3BEICHHBIME B (hopMe
BOJ/IHBIX PaCTBOPOB;

6) peTHa3HAYCHBI JIJIT MECTHOTO IPUMEHEHUS U TIPUTOTOBJICHBI B (JOPME BOJHBIX PACTBOPOB;

7) mpeAcTaBIsAOT COOOM BOAHBIE PACTBOPHI JJI UCTIOIB30BaHUS B (JOPME MHTANSALUN C TOMOIIBIO
HeOyImai3epa WK B Ka4eCTBE Ha3aIbHBIX CIIPEEB, MPUMEHSIEMBIX C TIOMOIIBIO CXOIHBIX YCTPOUCTB.

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 11 usmenena c 22 dexabpsa 2020 e. - @edepanvuviii 3akon om 22 dexabpsa 2020 e. N 444-D3

Cm. npedvioyuyro pedakyuio

11. JJns cnydaeB, yka3aHHbIX B nyHktax | - 3, 5 - 7 wactu 10 HacTosimied craThu,
BOCITPOM3BEICHHBIN JICKAPCTBEHHBIN TMpemapar isi MEAUIIMHCKOTO MPUMEHEHHS JOJKEH COJIep)KaTh
TaKHhe K€ BCIIOMOTATENbHBIE BEIIECTBA B TAKUX K€ KOJIMYECTBAX, KaKk U pedepeHTHBIN JeKapCTBEHHBIN
npenapar. Eciam cocTaBel BCIIOMOTATENBbHBIX BEIIECTB PA3TMYAOTCS, 3asBUTENb JODKCH MPEICTABUTH
JI0OKa3aTellbcTBa TOTO, YTO HMCIOJIb3yeMbl€ B JAHHBIX KOHIEHTpAIMsAX BCIOMOTaTeJIbHbIE BELIECTBA HE
BIUSAIOT Ha Oe3omacHOCTh W (WiH) 3()PEKTUBHOCTH JIEKAPCTBEHHOTO TMpernapara s METUITMHCKOTO
npuMeHeHusd. B cinydae, ecnu 3asBUTENb HE MOXKET IPEACTABUTh TAKUE JOKA3aTEeNbCTBA U (MJIM) HE UMEET
JOCTyNa K COOTBETCTBYIOIIMM JaHHBIM, OH JOJDKEH IMPOBECTH COOTBETCTBYIOIIME HCCIEIOBAHUS s
JI0OKa3aTelibcTBa OTCYTCTBUSL BJIMSHHUS PA3HBIX BCIOMOTATEIbHBIX BEIIECTB WM BCIIOMOTaTElIbHBIX
yCTpOHCTB Ha Oe3omacHOCTh M (WiH) 3¢G(HEKTUBHOCTH JIGKAPCTBEHHOTO Ipenapara il METUIIMHCKOTO
MPUMEHEHHUS B COOTBETCTBUM C aKTaMU, COCTaBIIAIONIMMU IIPpaBo EBpa3suiickoro 5KOHOMHUYECKOTO COI03a.
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Wndopmarus 06 H3MEHEHHSIX:

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

12. Tlpu TOCYHapCTBEHHOH  perucTpauyd KOMOWHAIUi  paHee  3aperUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPEnaparoB JUIsl MEAUIIMHCKOTO MPUMEHEHUS OIYCKaeTCs BKIIOYEHHE B COCTAaB pas3zena
(bapMaKoIOTHIECKONW, TOKCHUKOJIOTHYECKOH JTOKYMEHTAIlMM U pas3jelia KIMHUYSCKOW JTOKyMEHTAIMH
BMECTO OTuYeTa pa3paboTynMka ©O pe3ylbTaTaX COOCTBEHHBIX JOKJIMHUYECKHX HCCIIECTOBaHHM
JICKapCTBEHHBIX CPEACTB 0030pa HAy4YHBIX paboOT O pe3yabTaTax JOKIMHHYECKUX WCCIeIOBaHUN
pedEepeHTHBIX JIEKAPCTBEHHBIX IPENaparoB, BXOAAIIMX B COCTaB KOMOMHALIMU JIEKAPCTBEHHBIX
npenapaToB, ¥ 00 OTCYTCTBUU MX B3aUMOJICHCTBUS B OAHOH JIEKapCTBEHHOH (opme.

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvroco
3aKoHa oononxena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 2.

13. Ha skcnepTu3dy pa3iuYHBIX JIEKAPCTBEHHBIX (OPM OJHOTO W TOTO K€ JICKAPCTBCHHOTO
npenapara JUisi MEIMIIMHCKOTO TIPUMEHEHHUs 3asBUTENb TPEJCTABISCT OTHACIbHBIC 3asBICHUS U
PETHCTPAIMOHHBIC JOChE Ha KXy JIeKapcTBeHHYI0 (hopmy. [Ipu ycioBuM OAHOBpEMEHHOW TMOJa4d Ha
JKCIIEPTH3y OAHOW JIEKaPCTBEHHON (OPMBI C pa3IWYHBIMU JO3UPOBKOHM, KOHIIEHTpaIlei, oobeMom
3asBUTEIb MPEJICTABISET OJTHO 3asBJICHUE M PETUCTPALMOHHOE JJOChE C MPUIIOKEHHUEM MAKETOB YIAKOBOK
Ha KaXIYI0 JO3UPOBKY, KOKIYIO KOHIIEHTPAIIHIO, KK/l 00beM U KaXk/10€ KOJTUYECTBO /103 B YIIAKOBKE.

Undopmariis 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa dononena yacmoio 14, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 2.
14. Tlpu rocymapCTBEHHOW perucTpauuud Op¢aHHOTO JEKApPCTBEHHOTO IMpermapaTa 3asBUTEINb
npeAcTaBiIsieT HHGOPMAITUIO, HEOOXOIUMYIO TSl (HOPMUPOBAHUS pasjierna KIMHUYECKON TOKYMEHTAIUH, B
o0Bbeme, YCTAaHOBIEHHOM YIIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPTaHOM MCTIOTHUTEIBHON BIACTH.

Wndhopmarust 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamusa 18 nacmoswezo Dedepanvrozo
3aKoHa donoanena yacmoio 15, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

15. Ilpu peructpanuu OHOJOTHYECKOTO JIEKAPCTBEHHOIO Mpernapara, MOJTYYeHHOTO W3 KPOBH,
IU1a3Mbl KPOBHM YEJIOBEKa, B COCTaBE PErMCTPALMOHHOTO JOChE€ Ha JIEKapCTBEHHBIN MpemapaTr yis
MEAUIIMHCKOTO MTPUMEHEHUS TOJIKHBI OBITh MPEICTaBICHBI JOTIOTHUTEIBHO:

1) B paznmene [OOKyMEHTAlUM aJIMUHUCTPATUBHOTO XapakTepa JIOKYMEHT, COJAep Kallui
uHpOpMaLIHI0 0 CyObeKTax oOpalleHHsl JOHOPCKOW KpPOBU M (MJIM) €e KOMIIOHEHTOB, O TOM, I7ie Oblia
OCyIIeCTBIeHA JoHaus (KpoBU H (WIM) TUIa3Mbl KPOBH), a TakkKe JJaHHbIE 00 WHQPEKIIMOHHBIX
3a00JIeBaHUAX, TEPENaoUXcs TapeHTepalbHbIM TyTeM, HHpopMmanus o CcyObekTax oOpaieHus
JIOHOPCKOW KpoBU W (WIHM) €€ KOMIIOHEHTOB, B OTHOIIEHWH KOTOPBIX OCYIIECTBIACTCS KOHTPOIh
JIOHOPCKOM KPOBU U (WJIH) €€ KOMIIOHEHTOB;

2) B pa3zzene XUMHUYECKOH, hapmarieBTHUEeCKON 1 OMOJIOTUYECKOM TOKyMEHTAllUU:

a) KPUTEPUHU U CIOCOOBI 0TOOpa, TPAHCIIOPTUPOBAHUS M XPAHEHUS JTOHOPCKOW KPOBU U (WIH) ee
KOMITOHCHTOB;

0) pe3yabTaThl UCCIeI0BaHUN OTOOpPaHHBIX JOHOPCKOW KPOBH U (WIJIH) TJIA3MbI KPOBU U IYJIOB Ha
HajmuuWe Bo30ymuTened wHOEKuH, BKIOYas HWHPOpPMANHIO 00 HCIOJB30BAHHBIX  METOJIUKAX
UCCIICIOBAaHW W B CIydyae HCCIEAOBaHUs TYyJIOB IJa3Mbl KPOBH PE3YyIbTAaThl JOKYMEHTAIBHOTO
MOITBEPIKICHUS (BT ALK ) UCTIOJE30BAHHBIX METOIHK;

B) TEXHMUYECKHE XapaKTEPUCTHKHU YIAKOBKH JII OTOOpa JTOHOPCKOM KPOBH U (MIIH) TJIa3Mbl KPOBH,
BKJItOUasi ”HGOpMaIuio 00 UCIIOIB30BaHHBIX PACTBOPAX aHTUKOATYJISTHTOB.

Wndopmarus 06 H3MEHEHUSX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamosa 18 nacmosweeo Dedepanbroco
3axona 0donoanena yacmoio 16, ecmynaroweti 6 cuny c¢ 1 sameapsa 2016 e.
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16. Knuuuueckue ucciieJoBaHMsI JIEKApCTBEHHOrO IpernapaTa AJii MEIULIUHCKOIO IIPUMEHEHMS B
LEeNsAX €ro TOCYJAapCTBEHHOM peructpanuu npoBonadarcss B Poccuiickoi @eaepanuu B HOPSIKE,
YCTaHOBJIEHHOM cTaTtbiMu 38-44 Hacrtosiero @enepanpHoro 3akoHa. OTyeT O MPOBEIEHHBIX
HCCJIEIOBAHMX BKIIFOUAETCS B COCTAaB pa3jiea KIMHUYECKOW JTOKYMEHTAlUU PETUCTPALMOHHOTIO J10ChE Ha
JIEKApCTBEHHBIA TIpemnapar JJjii MEIUIMHCKOTO MpuMeHeHus. JIJisi JeKapCTBEHHBIX MpenapaToB IS
MEIULUHCKOrO MPUMEHEHHsS, B OTHOUIEHWU KOTOPBIX B pe3yJabTaTe€ >SKCIEPTU3bl JIOKYMEHTOB,
IPEJICTaBICHHBIX U1 ONPEIENICHUs BO3MOXKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIM Ipernapar Jyis
MEJMIIMHCKOTO NPHUMEHEHHUs B KauecTBe Op¢aHHOro JIEKApCTBEHHOTO IpernapaTa, Takas BO3MOXKHOCTb
NpU3HAHA W B OTHOIICHHH KOTOPBIX TMPOBEJIEHbI KIMHUYECKHUE WCCIEIOBAaHUs, BBIMOJHEHHBIE 3a
npenenamu Poccuiickoit deneparuy B COOTBETCTBUHU € NMPaBUIIaMU HaJIeKaIel 1ab0paTOpHON MPAKTUKH
U IIpaBWaMy HaJJeXalled KIMHUYECKOW IIpaKTHKH, JOIYCKAaeTcsl BKJIIOYEHHE B COCTaB paszeia
KJIMHUYECKOW JOKYMEHTAIlMM BMECTO OTUETA O pe3yJIbTaTaX KIMHUYECKUX HCCIIEIOBAHNUN JIEKAPCTBEHHOIO
npenapara Uil MEIUMLIMHCKOIrO IPUMEHEHUs, IpoBeneHHbIX B Poccuiickoir ®enepanuu, oruera o
pe3ynbTaTax KIMHUYECKUX UCCIIEIOBaHUM, BBINIOJHEHHBIX 3a npenenamu Poccuiickoin @enepanu.

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

CMm. npedbloywyro pedakyuio

17. B cnyuyae HenpeacTaBiIeHUs C 3asBJIEHUEM O TOCYJAapCTBEHHOI perucrpaiuu JeKapcTBEHHOIO
npenapara Juisi MEAULIMHCKOIO MPUMEHEHHUs JOKYMEHTOB, IMOATBEPKAAOIINX YIUIATY TOCYAApCTBEHHOU
MOUUIMHBI M yKa3aHHbIX B IiyHkTe 10 wyactm 2 HacTOALIEW CTaTbM, a TAaKXE BbIIAaBAEMbIX
(mpenocTaBIsieMbIX ) YIIOJTHOMOYEHHBIMH (peiepaibHBIMU OpTaHaMU UCTIOTHUTENBHOM BIIACTH TOKYMEHTOB
(cBeneHui), yka3aHHBIX B IyHKTax 3 ¥ 4 yacTu 4 HacTOAILIEH CTaTbH, YIIOJHOMOYEHHBIH (enepabHbIii
OpraH WCIOJHUTENBHON BIIACTH 3alpallliBaeT YKa3aHHbIE JIOKYMEHTHl (CBEIEHUS) B TMOPSIKE
MEXBEJJOMCTBEHHOT'0 HH(POPMAITMOHHOTO B3aMOICHCTBHSI.

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamos 18 nacmoswezo Dedepanvroco
3aKoHa oononxera wacmoio 18, ecmynaroweti 6 cuny ¢ 1 smeaps 2016 2.

18. He nomyckaercs HCHONb30BaHHE B KOMMEpPYECKMX UENSIX HMH(POpMaMM O pe3yibTaTrax
JOKJIMHUYECKUX UCCIEIOBAHMM JIEKAPCTBEHHBIX CPEACTB M KIMHMUYECKUX HCCIEJOBAaHUMN JIEKAPCTBEHHBIX
IpenapaToB JUisi MEIUIMHCKOTO TNPUMEHEHHs, IPEICTaBICHHONW 3asBUTENEM JUIsl TOCYJapCTBEHHOMN
perucTpalnuu JIeKapCcTBEHHOTO TMpemapara, Oe3 ero corjacus B TEYEHHE IMIECTH JIeT C JaThl
TOCYJapCTBEHHOM perucTpaiuu peepeHTHOro JIEKapCTBEHHOTO npernapaTa B Poccuiickont @eneparuu.

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 18 nacmosweeo Dedepanbroco
3aKoHa oonoanena yacmoio 19, ecmynaroweti 6 cuny c 1 aneaps 2016 2.

19. JlepkaTenb WM Biajesiel] perUCTPAallMOHHOTO YOCTOBEPEHHSI JIEKAPCTBEHHOIO IIpernapara Ha
OMOTEXHOJOTMYECKUI MM Op(aHHbIA JIeKapCTBEHHBIN MpernapaT 00s3aH MPeloCTaBIsATh Ha BO3ME3IHOM
OCHOBe 00pa3libl pepepeHTHOro JIEKApCTBEHHOTO Mpenapara 3asBUTENSAM ISl TPOBEACHUS KIMHUYECKUX
uccnenoBanuii. CtouMocTh oOpa3na pedepeHTHOro JEKapCTBEHHOrO IIpernapara, BKIIOUEHHOTO B
nepeyeHb KU3HEHHO HEOOXOMMBIX U BaXXHEHMIINX JIEKAPCTBEHHBIX MpENaparoB, HE JOJKHA MPEBBIIATh
3apEerUCTPUPOBAHHYIO NPEACIbHYI0 OTIYCKHYIO LIEHY Ha pedepeHTHBIN JIEKapCTBEHHBIH IMpernapar WiId
LIEHY Ha JIEKapCTBEHHBIN MpernapaT B CTpaHEe MPOU3BOAUTEIIS.

Wndopmarys 06 M3MEHEHHSAX:

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

20. 3asBlIeHME O TOCYJAPCTBEHHON PETUCTPAIIMM BOCIIPOU3BEAECHHOIO JIEKAPCTBEHHOTO Mpenapara

JUISE MEIUIIMHCKOTO TPHUMEHEHHUS MOXKET OBITh MOJaHO B YIOJHOMOYEHHBIH (eaepanbHblii OpraH

UCIIOJTHUTENIbHOM  BJAacTH, OCYIIECTBISIOIIMN  TOCYIapCTBEHHYIO  PErHCTpPAlUIO0  JIEKapCTBEHHBIX

IpernapaToB, MO HUCTEUYEHWU YETHIPEX JIeT C JaThl TOCYJapCTBEHHOH peructpanuu pedepeHTHOTO
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JIEKapCTBEHHOr0 nipenapara B Pocculickoit @enepanuu.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oekaops 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvrozo
3aKoHa oononxena wacmoio 21, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.

21. 3asBneHWe O TOCYIapCTBEHHOW perucTpanmuu OuoaHajaoroBoro (OMOmog00HOTO)
JIEKapCTBEHHOTO npenapara (6roaHanora) MOXeT ObITh MOJaHO B YIIOJHOMOYEHHBIHN (heaepaibHblid opran
WCIIOJIHUTEIIbHOM  BJIACTH, OCYIICCTBIISIIOIIMNA  TOCYIapCTBEHHYIO  PETUCTPALMI0  JIEKAPCTBEHHBIX
IpernapaToB, [0 UCTEUEHUU TpeX JeT C JaThl TOCYJapCTBEHHOM perucrpauuu pedepeHTHOro
JIeKapCTBEHHOr0 npenapara B Poccuiickoit @eaepanuu.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvroco
3aKoHa 0ononxena wacmoio 22, ecmynaroujeli 8 cuny ¢ 1 ameaps 2016 2.

22. Jepxarenb WU BJaJENCll PETHMCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAapCTBEHHOIO Ipernapara
IPEJCTaBIsIeT B YHNOJHOMOYEHHBIN (efepanbHblii OpraH HCHOJHUTENIBHON BIIACTH, OCYIIECTBIISIFOIIHIA
(GYHKIIMH TI0 KOHTPOJIIO U HAA30py B cepe 3ApaBOOXpAaHCHUsS, OTYET 1O pe3yibTaTaM (apMaKOHAI30pa
OJIMH pa3 B LIECTh MECALIEB B TEUEHHUE JBYX JIET MOCIE TOCYJapCTBEHHON pEerucTpanuy JIeKapCTBEHHOTO
npemnapara B Poccuiickoit denepannu, €KErogqHO B TEUCHUE MOCIEAYIOUIMX TPEX JIET U B JaJbHEUIIEM
OJIMH pa3 B MATh JIET.

TAPAHT:

CMm. koMmMeHTapuu K cTatbe 18 HacTosero denepaibHOrO 3aKOHA

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamosa 19 nacmosweco DedepanvHoco
3aKOHA U3I0JHCEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 urons 2015 e.

Cm. mexkcm cmamou 8 npeodvioyujell peoaxKyuu
Crarbsa 19. [Ipunsartue penieHust o Bbliade SKCIEPTHOMY YUPEKACHUIO 3aJlaHUSI HA MPOBEACHUE
SKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA

1. B Teuenue necsatu pabounx JHEH co AHS MPUHATHS 3asBIEHUS O FOCY1apCTBEHHON PErUCTpaliuu
JIEKapCTBEHHOTO IpernapaTa COOTBETCTBYIOIIMI YIIOJTHOMOYEHHBIH (esiepaibHblil OpraH HCHOIHUTEIbHOM
BJIACTU MPOBOAMT MPOBEPKY MOJIHOTHI, TOCTOBEPHOCTH M MPABHIBHOCTH O(QOPMIICHUS IPEICTABICHHbBIX
JIOKYMEHTOB PErMCTPallMOHHOIO JI0ChE€ HA JIEKAPCTBEHHBIM IIpenapaT U MPUHUMAET PEIICHHE O BblIaye
3a/1aHMS Ha IIPOBEJICHUE:

1) sKcnepTu3bl TOKYMEHTOB, NPEICTABICHHBIX JIsi ONpPEAETICHUs BO3MOXKHOCTH pPaccMaTpUBAaTh
JIEKApCTBEHHBIM MpernapaTr Uil MEAMIMHCKOIO NPHUMEHEHHS IpU OCYIIECTBICHHH TOCYAapCTBEHHOMN
perucTpamnuy B Ka4ecTBe OpPpaHHOrO JEKApCTBEHHOTO Mpernapara;

2) sKcmepTH3bl JIEKAPCTBEHHOIO CpEACTBA B YacTU SKCIEPTH3bl KadyecTBa JIEKaPCTBEHHOIO
CpeacTBa M DOKCIEPTHU3bl OTHOLICHHUS OXUIAAEMOW II0Jb3bI K BO3MOXKHOMY PHUCKY IIPUMEHEHUs
JIEKapCTBEHHOTIO Ipernapara i MEJUIUHCKOTO IPUMEHEHHS;

3) oKchepTHU3bl JIEKAPCTBEHHOI'O CPEACTBA B YaCTU HKCIEPTU3bl KauecTBa JIEKAPCTBEHHOIO
CpelcTBa M OKCHEPTHU3bl OTHOLICHMS OXUIAEMOM TIOJb3bI K BO3MOKHOMY pHCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIperapara Jid MEAMIUHCKOrO IIPUMEHEHHS B IOPSAAKE YCKOPEHHOW INpOLEAYpBI
JKCHEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHUHU CO cTaThell 26 HacTosuiero denepaabHOroO 3aK0Ha;

4) osKcnepTHU3bl JIEKAPCTBEHHOIO CPEACTBA B OTHOIIEHUHU JIEKAPCTBEHHOIO IIpemnapara Juis
BETEPUHAPHOTO IPUMEHEHUSI.

2. YIOIHOMOYEHHBIH (hefiepaibHbIi OpraH MCIOJIHUTEIBHOW BIACTU YBEJOMIISIET B AJIEKTPOHHOU
¢dopme mim Ha OyMaKHOM HOCHTENIE 3asBUTENS U SKCIEPTHOE YUPEXKIEHHE O NMPUHATOM PELICHUH O
BBbIZIAY€ 3aJJaHUI HA IIPOBEIECHUE DKCIIEPTU3, IPELYCMOTPEHHBIX YaCcThO | HACTOALLEH CTaTbU, U B Cllydac
HEOOXOIMMOCTH O BbIJIaue pa3penieHus Ha BBO3 B Poccuiickyro deneparinio KOHKPETHOW MapTUH, CEPUU
3apETUCTPUPOBAHHBIX M (WMJIM) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB HIM 00 OTKa3e B
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IIPOBEJCHUH NIPEAYCMOTPEHHBIX 3KCIIEPTU3 C YKa3aHUEM IIPUYMH TAaKOI'O OTKa3a.

3. B cnyudae BBIABIEHUS OTCYTCTBHSI WJIM HEJOCTOBEPHOCTH HWH(MOpMALIUU, COepxKaliencs B
NPEJCTABICHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOYEHHBIH (herepasbHblii OpraH HCIOJIHUTEIbHON
BJIACTU HANpaBlsieT 3asBUTENIO 3alpoc 00 YTOYHEHUM OJToW wuHPopManuu (mamee - 3ampoc
YIIOJIHOMOYEHHOTO (he/iepabHOr0 OpraHa WCHOJIHHUTENBHON BIIACTH), KOTOPBIA MOXET OBITh IepeaaH
YIOJIHOMOYEHHOMY IPEJICTABUTEIIO 3asBUTENS JIMYHO IOJ PACHUCKY, HAMPAaBJIEH MO IOYTE 3aKa3HbIM
NUCHbMOM WJIM TIepe/iaH B AJIEKTPOHHOH (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajlaM CBsi3u. B ciydae
HAIpaBJIEHUsl 3ampoca YIMOJIHOMOUYEHHOro (eaepaabHOro OpraHa HMCHOJIHUTENBbHOM BJAcTU MO MOYTE
3aKa3HbIM IHCbMOM OH CUMTAETCSl IOJYYEHHBIM [0 HCTEUEHUM IIECTH JHEH C JaThl HalpaBICHUS
3aKa3HOro MHUChMa.

4. 3asBuTenp 00s3aH MPEACTABUTh OTBET HA 3alpoC YIOJIHOMOYEHHOTO (elepaabHOro opraHa
UCIIOJTHUTENIbHOM BIACTH B CPOK, HE MPEBBIIAIONINI AeBSIHOCTA pabOYMX JHEH CO THS ero MOJIyuyeHUSs.
Cpok, yka3aHHBIA B yacTu | HAcTOSIIENW CTaThU, IPUOCTAHABIMBAETCSA CO JHS HAIPaBJICHUS 3asSBUTEIIO
3ampoca yMoJIHOMOUYEHHOTO (penepanbHOro opraHa HWCHOJHUTENBHON BIACTH OO OHS IOJYYEHUS UM
COOTBETCTBYIOILIETO OTBETA.

5. OcHoBaHMeEM JUIs OTKa3a B OpraHU3allid JKCIEPTU3, NPEAYCMOTPEHHBIX 4acThbio | HacTosen
CTaTbH, SBJSIETCS NPEJCTABICHHWE HEOOXOAMWMBIX JJIsi IPOBEIEHUS MPELYCMOTPEHHBIX AKCHEPTHU3
JIOKYMEHTOB B HEMOJIHOM O0bEME WJIM HEMpeCTaBIIEHUE 3asgBUTENIEM B YCTAHOBJICHHBIH CPOK OTBETa Ha
3arpoc YMOJHOMOYEHHOrO (elAepalbHOIO OpraHa HCIOJHUTENIbHON BJAacTH, a TaKKe IpEACTaBICHUE
JIOKYMEHTOB, HE COJIEPKAINX NCUYEPIBIBAIOIIETO MEePeUHs HEOOXOUMBIX CBEICHUH.

Undopmarist 06 n3MEHEHUX:

Cmamows 19 oononanena uacmoio 6 ¢ 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 e. N
297-@3
6. Ilpu oTkase B OpraHu3aldy DKCHEPTU3BI, NPEAYCMOTPEHHON NyHKTOM 4 yacTu | Hacrosen
CTaTbH, JIOKYMEHTbI, BXOJSIIME B COCTaB PETHCTPALlMOHHOTIO JIOChE Ha JIEKAPCTBEHHBIM Mpenapar it
BETEpUHAPHOIO NPUMEHEHHUs, MOTYT OBITh BO3BpAIllEHbl 3asSBUTENI0 HA OCHOBAaHHM €ro NMHUCHBMEHHOTO
3arpoca, HalpaBJIEHHOIO B YIOJHOMOYEHHBIH (elepalibHbIil OpraH HCIOIHUTEILHOW BJIACTU B TEUEHHUE
TpUAUATH paboyuX AHEW CO JHS NMPHUHATUS YIOJHOMOYEHHBIM (efepabHbIM OPraHOM HCHOJHHUTEIbHOM
BJIACTU pElICHUs 00 OTKa3e B OpraHM3allMM TaKOW AKCIEPTHU3bl. Y IOJHOMOYEHHBIN (efepanbHblil OpraH
UCTIOJIHUTENIHOW BJIACTH BO3BpALIAET 3asBUTEIIO yKa3aHHbIE JOKYMEHTbI B TE€UEHHE JECATH pabouux
JTHEN CO JTH MOJYyYEHUsI COOTBETCTBYIOLIETO 3aIpOca 3asBUTEIIA.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 19 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 20 nacmosweco DedepanbHoco
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, ecmynarowetl 6 cuny ¢ 1 uona 2015 e.

Cm. mexkcm cmamovu 8 npedvloyuell pedaKyuu

Crarbs 20. DOkcrepru3a JOKYMEHTOB, TMPEACTABICHHBIX IS ONPEICICHUS BO3MOXHOCTH
paccMaTpuBaTh JICKApPCTBEHHBINM TIperapar Uil MEAWIIMHCKOTO TMPUMEHEHHS TIpH
OCYIIECTBIIEHUU TOCYIapCTBEHHON PETHCTPAINK B KaUueCTBE Op(HaHHOTO JEKAPCTBEHHOTO

npemnapara
1. DkcnepT3a JOKYMEHTOB, MPEICTABICHHBIX UIsI OMpEAeNieHUsT BO3MOXHOCTH paccMaTpUBaTh
JICKapCTBEHHBIN TMpemapaTr I MEIUIMHCKOTO TMPUMEHEHHS] TPH OCYIISCTBICHHH TOCYIapCTBEHHOM
peructpanuu B KadecTBe Op(aHHOTO JICKAPCTBEHHOTO Mperapara, COCTaBICEHHE KOMHCCHEH SKCIIEPTOB
3aKIIIOYCHUST O BO3MOXXKHOCTH WIJIM HEBO3MOXKHOCTH pacCMaTpWBaTh JICKAPCTBEHHBIN Iperapar s
MEIUIIMHCKOTO MPUMEHEHUS TP OCYILECTBICHUH TOCYJapCTBEHHON PETUCTpallii B KadecTBe OphaHHOTO
JICKApCTBEHHOTO Tperapara W HaIlpaBlieHHE JaHHOTO 3aKIIOYEHHs] B YIOJHOMOYEHHBIH (enepanbHbIi
OpraH UCTIOJHUTEIHHOM BIACTU OCYIIECTBIISIOTCS B CPOK, HE TIPEBBIMIAOIINNA TPUANATA padOINX THEH CO
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THS TIOJIyY4EHHUsS OKCIEPTHBIM YUPESKIECHUEM 3aJlaHUsl YIIOJTHOMOYEHHOTO (helepaibHOro opraHa
WCITOJTHUTEIIbHOW BJACTH M B DJIGKTPOHHOW ¢GopMe WM Ha OyMaXHBIX HOCHTEISIX HEO0OXOJIMMBIX
JIOKYMEHTOB, YKa3aHHbIX B nyHktax 1, 2, 5, 6, 10 wactu 4 m B wactu 7 crathu |8 HACTOALIETO
denepaabHOTO 3aKOHA.

2. JIOKyMEHTBI, COJEpXaIIhecss B PETUCTPAIMOHHOM JIOChE€ Ha JIEKApCTBEHHBIM mpemnapar u
MOCTYIUBIIHME Ha OYMa)KHBIX HOCUTEISX B DKCIIEPTHOE YUPEKIACHUE JJIsT OCYIIECTBICHUS UX IKCIIEPTU3BI
JUIsL  OIpeleNieHHuss BO3MOXKHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM TMpernapar s MEIUIIMHCKOIO
NpUMEHEHHUs B KadecTBe oOp(aHHOro JIEKapCTBEHHOrO Ipemapara, IOAJIeKaT BO3BpaTy B
YIIOJTHOMOYCHHBIN (peiepalibHbIii OpraH HCIOJHUTEIBHON BJIACTH OJHOBPEMEHHO C 3aKIIOYCHUSIMHU
COOTBETCTBYIOIINX SKCIIEPTH3.

TAPAHT:

CMm. xomMmeHTapuu K ctatbe 20 HacTosiero denepajbHOro 3aK0Ha

Undopmaris 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 Ooekabpsa 2014 2. N 429-D3 cmamosa 21 nacmoswezo Dedepanvrozo
3AKOHA U3/I0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamov 8 npedbloyuell pedaxKyuu
Crarbs 21. Pemenwe 0 BO3MOXHOCTHM pacCMaTpuBaTh JICKAPCTBEHHBIA TIpemapar mpu
OCYIIECTBIICHUH TOCYIapCTBEHHON PEruCTpaliy B KayecTBe Op(haHHOTO JIEKapCTBEHHOTO
npenapara

1. B cpok, HE mpeBBIIAIONIHNKI MATH paboduXx JHEH CO JAHS MOTyYeHUS 3aKII0YECHHS, YKa3aHHOTO B
gactu 1 crateu 20 Hactosmiero ®depepasbHOrO 3aKOHA, YIMOJHOMOYCHHBIM (elepallbHbIil  OpraH
VCIIOJIHUTEIIBHOM BIIACTH OCYIIECTBIISET OLICHKY IIOJIYYEHHOIO 3aKIIYEHUS IS OIPENEIIECHUS €ro
COOTBETCTBUS 33JaHHUI0 HA IPOBEACHUE COOTBETCTBYIOIIEH HKCIEPTU3bl M YBEIOMIISET 3asBUTENS B
JJIEKTpOHHOW (opMe uiAM Ha OyMaKHOM HOCHTEJE O pe3yiabTaTaX IHpPOBEIEHHONH SKCHEPTH3Bbl C
IPUJIOKEHUEM KOIUU IKCIEPTHOTO 3aKJIIOUEHUs (C COXpaHEHHEM KOH(PUACHINAIbHOCTU MH(pOpMaIUU O
COCTaBe HKCHEPTHONH KOMUCCHM) U O BO3MOXKHOCTH MJIM HEBO3MOXKHOCTH paccMaTpUBaTh JICKApPCTBEHHBIHN
npenapar il MEJULMHCKOTO IPUMEHEHUs NPH OCYHIECTBIECHUM TOCYJapCTBEHHOM PpErucTpalvu B
KadyecTBe Op(paHHOro JEKapCTBEHHOTO Mpernapara.

2. llpu BbIHECEHMM KOMMCCHEW SKCIEPTOB 3aKJIIOUYEHUS O BO3MOXKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBINM Ipernapar Uil MEAULUHUHCKOIO IPUMEHEHUs IPU OCYILIECTBIEHUM TIOCYIAPCTBEHHOU
perucrpanuu B Kauectse op(haHHOr0 JEKapCTBEHHOTO MpernapaTta yrnoJIHOMOYEHHbIN (eaepaabHblii Opran
UCTIOTHUTENIbHON BJIACTH B CPOK, HE MPEBBIIAIONIUN MSATH pabouyux JHEW CO JHS MOTYy4YEHHS JaHHOTO
3aKJIOYEHNs, IPUHUMAET pEHIeHHWE O BbIJAaYe 3aJaHMs Ha IIPOBEJCHUE OKCIEPTHU3bl KadecTBa
JIEKApCTBEHHOI'O0 CPEACTBA U OKCIEPTU3bl OTHOILICHUS OXKUIAAEMOM II0Jb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHHUS JIEKAPCTBEHHOI'O IIpernapara sl MEJUUHUHCKOrO IPUMEHEHHUS B IOPSAIKE YCKOPEHHOU
IPOLIEAYPbl 3KCHEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUU CO CTaTbell 26 HACTOSIIETO
®denepanbHOro 3aK0Ha.

3. B cnydae npuHATHS pelIeHUsI 0 HEBO3MOXXHOCTH pacCMaTpUBATh JIEKAPCTBEHHBIN Ipenapar AJis
MEIUIIUHCKOTO MPUMEHEHHMS TIPH T'OCYIapCTBEHHON PETUCTpAIMK B KauecTBe Op(haHHOTO JIEKapCTBEHHOTO
npernapara yHnoJHOMOYEHHBINH (enepanbHblii OpraH HCHOJIHUTENBHOM BIIACTH MpEKpallaeT Mpouexypy
TOCY/IapCTBEHHOW PETUCTPAllMKd JIKAPCTBEHHOTO TpermapaTa. 3asBUTENb BIpPaBe OOpaTUTHCS B
PETUCTPUPYIOLIMI OpraH C 3asBJICHHEM O T'OCYAApPCTBEHHOW PErMCTPAllMM YKAa3aHHOTO JIEKAPCTBEHHOTO
npernapara B COOTBETCTBUH €O craThell |8 Hacrosmero @eaepanbHOro 3aKoHa.

TAPAHT:

Cwm. koMMeHTapuu K ctathe 21 HacTosimero denepaqbHOrO 3aKOHA

Crarbs 22. Yrpatuia cuiy ¢ 1 urong 2015 r.

Wndopmarus 06 H3MEHEHHSX:
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Cm. mexem cmamou 22

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

Cm. mexecm cmambu 6 npeovloywen peoakyuu
Crarbs 23. DOkcrepTu3a KadecTBa JIEKAPCTBEHHOIO CpEACTBA M JKCHEPTH3a OTHOILIEHUS
0’KHMJIa€MOM TI0JIb3bl K BO3MOXXHOMY PHCKY IIPUMEHEHHsI JIEKAPCTBEHHOIO IIpenapara JJis
MEAMIMHCKOTO IPUMEHEHHUS

1. Dkcneprr3a KauecTBa JIEKAPCTBEHHOI'O CPEICTBA U SKCIEPTH3a OTHOLICHUS OKUIAEMOM IOJIb3bI
K BO3MOXXHOMY pPHCKY IIPUMEHEHMs JIEKApCTBEHHOI'O IIpernapaTta JUisi MEIULUHCKOTO INPUMEHEHMUS,
COCTABJICHME KOMHUCCHUSMHU OSKCIEPTOB 3aKIIOUYEHHUW MO pe3yibTaTaM IPOBEACHHBIX 3KCHEPTU3 U
HaNpaBJIeHUE ATHX 3aKIIOYCHUH B YIOJHOMOYEHHBIH (enepaabHblii OpraH HCIOJHUTEIBHON BIAcTH
OCYIIIECTBISIIOTCSA B CPOK, HE MPEBHIIAIONINN CTa JECATH pabo4YuX AHEH CO THS MOTYyYEHHS SKCIEPTHBIM
YUPEXKJIEHUEM COOTBETCTBYIOLIETO 33JaHMs YIOJHOMOYEHHOIO (efepaibHOr0 OpraHa HCIOJHUTEIbHON
BJIACTU U HEOOXOJUMBIX IOKYMEHTOB B AJIEKTPOHHOU (hopMe Wi Ha OyMaXKHBIX HOCUTEISX.

2. B Teuyenue neBSHOCTa JHEH CO THS TOJIYYCHHS PEIICHHs YHOJHOMOYEHHOTO (eaepabHOro
OopraHa HMCIHOJIHUTEIBbHON BJIACTH O MPOBEACHUU 3KCIEPTU3, MPEAYCMOTPEHHBIX 4acThi | Hacrosuien
CTaTbU, 3asBUTENIb IPEACTABISET B AKCIEPTHOE YUPEKICHHE JUISl IPOBEACHMSI SKCIEPTU3bl KadecTBa
JICKapCTBEHHOT'O CpeICTBAa 00paslibl JIEKApCTBEHHOTO IMperapaTra Al MEOUIIMHCKOTO MpUMEHEHUS,
NPOM3BEACHHOTO B COOTBETCTBUU C TPEOOBAHUSMH OIBITHO-TIPOMBINUIEHHOTO ¥ (MJIM) MPOMBIIUIEHHOTO
PErJIaMEHTOB, YTBEPXKICHHBIX PYKOBOJUTEIEM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, a TaKXKE B
COOTBETCTBYIOIIUX CIydasx o0pasibl (papManeBTUUYeCKON CYOCTAHIIUU, TECT-IITaMMa MUKPOOPTaHU3MOB,
KYJIBTYpPBI KJIETOK, 00pa3iibl BEIIEeCTB, MPUMEHSIEMbIX ISl KOHTPOJISl KayecTBa JIEKAPCTBEHHOTO CPE/ICTBA
IyTEM CpPaBHEHHSI C HUMH HMCCIEAYeMOro JIEKApCTBEHHOI'O CPE/ICTBA, B KOJIMYECTBAX, HEOOXOAUMBIX IS
BOCIIPOM3BEEHUS METOA0B KOHTPOJISI KA4eCTBa.

3. Ilpu momydeHuu 0OpPa3IOB JIEKAPCTBEHHOTO IMpemnapara W ¢apMaleBTUUeCKOl CyOCTaHIIUU
JKCIIEPTHOE YUPEXKJCHHUE BBIJACT 3asBUTENIO JOKYMEHT, IMOATBEPKAAIOINN IOJIYyYEHHE YKa3aHHBIX
00pasIioB, U B CPOK, HE MPEBBIMIAIOIINN TpEX paboYuX HEH, YBEIOMIISET B DJIEKTPOHHON (opMe MU Ha
OyMa)KHOM HOCHUTEJIEe 00 3TOM YIOJTHOMOUYEHHBIN (eiepaabHbIil OpraH HCHOIHUTEIbHOM BIACTH.

4. Yka3aHHbl€ B HacTsX 2 U 3 HACTOSIIEN CTaTbU CPOK JJISl MPEACTABIEHUS 3asBUTEIEM 00pa3loB
JIEKapCTBEHHOTO IMpemnapara M (apManeBTUYeCKOH CyOCTaHLIMM W CPOK YBEJOMJIEHHUS SKCIEPTHBIM
yapexaeHueM 00 93ToM Ha OyMaXHOM HOCHTENE YIOJHOMOYEHHOTO (enepaibHOr0 oOpraHa
VICIIOJIHUTENIBHOM BIACTH HE BKJIIOYAIOTCS B CPOK NPOBEAEHHUS 3KCIEPTU3, MPEAYCMOTPEHHBIX 4YaCTbIO |
HAaCTOSIIEN CTAThH.

5. JIOKyMEHTBI, NOCTYNHMBLIME B DOKCIIEPTHOE YUYPEKIEHUE IJIs NPOBEIACHUS DSKCIEPTHU3,
MPEelyCMOTPEHHBIX YacThio | HACTOALIEH CTaThH, MOJJIEKAT BO3BPATY B YIIOJIHOMOUYEHHBIN (eiepaibHbII
OpraH HCIIOJIHUTENBHON BJIACTU OJHOBPEMEHHO C 3aKJIIOUYEHUSMH, IOIYYEHHBIMU IO pe3yjbTaTaM
COOTBETCTBYIOIIUX 3KCIEPTHU3.

TAPAHT:

CM. koMMeHTapuu K cTaTtbe 23 HacTosmero denepalbHOrO 3aK0Ha

Crarba 24. DOkcnepTh3a KadecTBa JIEKapCTBEHHOI'O CpEICTBA M DKCIEPTH3a OTHOIIEHUS
0’KMJIa€MOH T10JIb3BbI K BO3MOXXHOMY PUCKY IIPUMEHEHHUsI JIEKAPCTBEHHOIO IIpernapara Jis
BETEPUHAPHOTO IPUMEHEHUS

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 13 urwona 2015e. N 241-D3 6 uacmv | cmamou 24 nacmoswezo
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
1. DkcnepTr3a KayecTBa JIEKAPCTBEHHOI'O CPEICTBA U DKCIEPTU3a OTHOLIEHHS 0KUIAeMOM MOJIb3bI
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K BO3MOXHOMY pPHUCKY IIPUMEHEHUs JIEKapCTBEHHOI'O IIpernapara i BETEPUHAPHOIO IPHUMEHEHMS,
COCTaBJICHUE KOMHUCCUSMH JKCIIEPTOB 3AKJIIOUYECHUN 110 PE3yJIbTaTaM YKa3aHHBIX SKCIIEPTU3 U HAIPaBICHUE
TaKUX 3aKJIIOYECHUI B YIOJTHOMOUYEHHBIN (peepanbHblii OpraH HCIOJHUTEIBHON BIACTH OCYIIECTBIISIOTCS
B CPOK, HE IPEBBIAIONIMNA CTa JeciITH padouux JHEW CO JIHS MOIYyYEHUs 3KCIEPTHBIM YUpEKACHUEM
3aJjaHusl  YIIOJIHOMOYEHHOTO (peiepallbHOTO OpraHa HCIIOJHHUTENBHONW BJIACTH C  JOKYMEHTaMH,
YKa3aHHBIMM B 4acTu 3 cTaThy 17 HacTosmero @enepalbHOrO 3aKOHa.

Wndopmarius 06 H3MEHEHUSX:
Yacms 2 usmenena c 13 aszycma 2019 2. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro

2. B Teuenue TpuAuaTH pabouyux JAHEH €O JHS IOJYYEHUS PEIICHUS YIOJHOMOYEHHOIO
(enepasbHOro opraHa UCHOJIHUTEIBHOM BIACTU O MPOBEIEHUM yKa3aHHBIX B 4acTH | HACTOALIEH CTaThu
AKCIEPTU3 3asiBUTEIIb IPEICTABISAET B SKCIIEPTHOE YUPEKICHHE JI1 IMPOBEACHMS SKCIIEPTU3bl KadecTBa
JIEKapCTBEHHOTO CpeJICTBa 00pa3lbl JIEKAPCTBEHHOIO IIpernapara JUlsi BETEPUHAPHOTO IMPUMEHEHMS,
IIPOU3BEIEHHOTO B COOTBETCTBUU C TPEOOBAHUSIMH TEXHOJOTUYECKUX PErJIaMEHTOB, YTBEPKICHHBIX
PYKOBOAMTENEM IIPOU3BOIAUTENS JIEKAPCTBEHHBIX CPEACTB, a TaKKE€ B COOTBETCTBYIOIIMX CIIydasx
TECT-IITaMMbl MUKPOOPTaHU3MOB, KYJIbTYphI KJIETOK, 00pa3iibl (hapMalleBTUUECKON CyOCTaHIIMM, 00pa31ibl
BEUIECTB, IIPUMEHsSEMbIE Ml KOHTPOJIA KadecTBa JIEKAPCTBEHHOI'O CpPEICTBA, B KOJUYECTBAX,
HEOOXOIUMBIX JIJIs1 BOCIIPOU3BEACHMSI METO/I0B KOHTPOJISL KauecTBa.

3. Ilpu nmomyueHun oOpa3LOB JIEKAPCTBEHHOrO IMpemnapara U (apMaleBTUYECKOH CyOCTaHLUU
AKCIEPTHOE YUPEXKJEHUE BbBIAAET 3afABUTEIIO JIOKYMEHT, MOJITBEP)KIAIOLIMN IOIY4YE€HHE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIIAOIINN TpeX padouux JHEH, yBeJOMISIET B TUCBbMEHHON Gopme 00 3TOM
YIIOJIHOMOYEHHBIN (heiepalibHbIi OpraH MCIIOJHUTEIBHOM BIIACTH.

4. Cpok pans TpeacTaBlIeHUs 3asBUTENEM O0pa3lloB JIEKApCTBEHHOIO Ipemapara |
(dapmaleBTUYECKOM CyOCTaHLIUU U CPOK YBEIOMIIEHHUS SKCIIEPTHBIM YUPEXKACHUEM 00 TOM B MMCbMEHHOU
¢dopMe yIOJTHOMOUEHHOTO (elepalbHOro OpraHa HCIOJHUTEIbHON BIIACTH, YKa3aHHbIE B yacTix 2 U 3
HACTOALIEH CTaTbM, HE BKJIIOYAIOTCS B CPOK IPOBEACHUS YKa3aHHBIX B 4acTW | HacTosmieidl cratbu
JKCIEPTU3.

5. JIoKkyMeHTBI, IOCTYNUBILINE B IKCIEPTHOE YUPEXKACHUE JJI MPOBEACHUS YKa3aHHbIX B dacTu |
HACTOSIIEH CTaThU OHKCIEPTH3, MOAJEKAT BO3BpPAaTy B YHNOJHOMOYEHHBIN (QeaepalbHbli  OpraH
UCIIOJTHUTENIbHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSIMU 10 Pe3yIbTaTaM YKa3aHHBIX SKCIIEPTH3.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 24 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wudopmanust 00 U3MEHEHUIX:

DedepanvHvim 3axonom om 22 Odexabps 2014 2. N 429-D3 naumenosanue cmamou 25 Hacmoswe2o
DedepanbHoeo 3aKOHA UBNONCEHO 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mekcm HAUMeHOBaHUs 8 npedvloyuel peoaKyuu
Cratps 25. [ToBTOpHOE IPOBE/IEHNUE IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

Wudopmanust 06 U3MEHEHUIX:

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

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu
1. B cnydasx HegocTaTOYHONW OOOCHOBAaHHOCTH WM HEMONHOTHl 3aKIIOYEHUS KOMHCCUU
OKCTIEPTOB, HAJWYWs B HEM MPOTHBOPCUYUBHIX JAHHBIX, (aTbCU(UKAIIUH BBIBOJOB OSKCIIEPTU3HI
JICKaPCTBEHHOTO CPEJICTBA, COKPBITUS OT YIOJHOMOYEHHOTO (elepallbHOTO OpraHa HCHOIHUTEIBHON
BJIACTM OCHOBAHMM JJs1 OTBOJA OJKCHEpTa BCIEACTBHE €ro 3aMHTEPECOBAHHOCTH B pe3yJsbTarax
COOTBETCTBYIOIIEH SKCIIEPTU3bI, HATUYHSI JAHHBIX O MPSIMOM JIMOO KOCBEHHOM BMEIIATENbCTBE B MPOLIECC
COOTBETCTBYIOIIEH SKCIEPTHU3bI JIMI, HE YYacCTBYIOUIMX B €€ IMPOBEJCHHH, HO OKa3aBIIMUX BIHMSIHHE Ha
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MPOIECC M PE3YyNIbTAaThl €€ MPOBEACHUS, YIIOTHOMOYCHHBIM (elIepaibHBIM OPraHOM HCTOTHUTEILHOM
BJIACTU HA3HAYAETCSI MOBTOPHAS IKCIEPTH3A JIEKAPCTBEHHOT'O CPEJCTBA U (UJTM) STUYECKAas SKCIIePTH3a.

Wndopmarius 06 M3MEHEHUSX:

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

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
2. TloBTOpHAasI PKCHEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA TMPOBOIMTCS C YUYETOM PE3yJbTaTOB paHee
MPOBEJICHHONW J3KCIEPTU3bl B CPOK, YCTAHOBJICHHBIN YIIOJTHOMOYEHHBIM (eAepaibHbIM OpPraHOM
UCTIOJTHUTEIILHOW BJIACTH W HE MPEBBIMIAIOIINN TPUALATH PaOOUYUX JHEH CO JHS MOTYyYSHHS YKCICPTHBIM
YUpEXKICHUEM 3aJaHHSI HAa TPOBEICHUE MIOBTOPHOM IKCIIEPTU3bI IEKAPCTBEHHOT'O CPEJICTRA.

Wndopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacms 3 cmamvu 25 nacmosiyezo
DedepanbHoeo 3aKOHA BHECEHbL UsMeHeHUs1, scmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
3. ®uHaHCOBOE OOCCIICYCHUE BBINIOJHCHUS 33JIaHUsl HA TPOBEICHHE IOBTOPHOW JKCIIEPTH3BI
JIEKapCTBEHHOTO CPEJICTBA HE OCYIIECTBIISETCA.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 25 HaCTOSIIETO q)ez[epanLHoro 3aKOHa

CraTbs 26. YckopeHHas Mpolieiypa IKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB

Undopmaris 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 13 wuions 20152, N 241-d3 6 uacmv 1 cmamvu 26 unacmosue2o
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

1. YckopeHHas mpoueaypa SKCHEpTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENSAX TOCYAapCTBEHHOU
perucTpalyy JICKapCTBEHHBIX IMpenapaToB NPHUMEHSETCS B OTHOIICHUH Op(AHHBIX JIEKAPCTBEHHBIX
MpenaparoB, NEPBBIX TPEX JIEKAPCTBEHHBIX MpEnaparoB, peructpupyeMbix B Poccuiickoit denepanuu B
KaueCcTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX TIPEMApaTOB, OYEPEIHOCTh KOTOPHIX OIpPEACNseTCs B
COOTBETCTBUM C HOMEpPOM M JIaTOM BXOJSIIMX 3asBJIEHUH O TOCYAapCTBEHHOM pEerucTpaluu
JIEKAapCTBEHHBIX TIPEMapaToB B paMKaxX OJHOTO MEXKIYHApPOIHOTO HEMAaTEeHTOBAHHOTO HAMMEHOBAHUS
JIEKapCTBEHHOI'0 TMpernapara WIM TPYNIUPOBOYHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO IIpemapara, |
JIEKapCTBEHHBIX Mpenaparos, MpeaHa3HauYeHHbIX HCKJIFOUUTEITLHO TUTSt MIPUMEHEHUS
HECOBEPILICHHOJETHUMU TpaXKJaHaMU.

Wudopmanust 060 U3MEHEHHUAX:

Deoepanvrvim 3axonom om 22 Oexabpa 2014 . N 429-®@3 uwacms 2 cmamvu 26 Hacmosujeco
DedepanbH020 3aKOHA U3NOACEHA 8 HOBOU pedakyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mexcm wacmu 6 npeovioyujeti peoaxkyuu

2. YckopeHHas IMpolieaypa 3KCHEPTU3bl JIEKApPCTBEHHBIX CPEJICTB B LENSIX TOCYAapCTBEHHOU
PETUCTPALIMU JIEKAPCTBEHHBIX IIPENAPATOB HE IPUMEHSETCS B OTHOIICHUU:

1) 6roananoroBbix (6MOMOI00HBIX) JIEKAPCTBEHHBIX IpenapaToB (61M0aHaIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX IMpenapaToB (3a HUCKIIOUEHHEM Op(aHHBIX JIEKaPCTBEHHBIX
[penapaToB);

3) BOCHIpOW3BEIEHHBIX JIEKAPCTBEHHBIX INpenapaToB (3a HMCKIIOYEHHEM IMEpBBIX  Tpex
peructpupyeMbix B Poccuiickoit @eaepanuy B Ka4€CTBE BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX MTPENapaToB
M JIGKApCTBEHHBIX  IMPENaparoB,  NPEJHA3HAYEHHBIX  HUCKIIOYMTEIBHO Uil  NPUMEHEHMUS
HECOBEPLICHHOJIETHUMHU TpaKaHaMHu ),

4) HOBBIX KOMOWHAIIMI 3apETUCTPHUPOBAHHBIX paHee JEKapCTBEHHBIX IPENapaToB;

5) JeKapCTBEHHBIX IpenapaToB, 3apErMCTPUPOBAHHBIX pPaHEe, HO NPOU3BEIEHHBIX B JPYTHX
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JIEKapCTBEHHBIX (POpPMax B COOTBETCTBUU C IE€peyHEM HAWUMEHOBAHUH JIEKAPCTBEHHBIX (JOPM M B HOBOM
JIO3UPOBKE.

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 2. N 429-D3 uwacmv 3 cmamovu 26 Hacmosuje2o
DedepanbHo20 3aKOHA U3N0AHCEHA 8 HOBOU pedarkyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

3. YckopeHHas Mpoleaypa SKCHEPTH3bI JICKAPCTBEHHBIX CPEICTB MPOBOJUTCS IO PEHICHUIO
COOTBETCTBYIOIIETO YIIOJHOMOYEHHOIO (heJepalbHOro opraHa HMCIOJHUTEIBHON BIACTH Ha OCHOBAHUU
3asBJICHUS 3asBUTEISI B CPOK, HE MPEBBIMIAOIINNA BOCBMHIIECITH padounx nHei. [Ipu 3ToM skcnepTusa
JIOKYMEHTOB, COJEPKANINXCS B PETUCTPALMOHHOM JOChE€ HA JIGKAPCTBEHHBINM Mpenapar, MPOBOAUTCS B
CPOK, HE MPEBBIMIAIONINI IecATH pabounx IHEH, JKCIepTH3a KadecTBa JICKAPCTBEHHOTO CPEJICTBA U
OKCIIEPTH3a OTHOIICHHUS OXHJIaeMOH IOIb3bI K BO3MOXHOMY PHCKY THPHUMEHEHHUS JICKApPCTBEHHOTO
npernapara MpoBOAITCS B CPOK, HE MPEBBINIAIONINI MECTUACCATH paOOUHX THEH.

Undopmaris 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamuvsa 26 nacmosueco Dedepanvroo
3aKoHa donoanena ywacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 urona 2015 2.

3.1. B ortHomeHun op¢aHHBIX JIEKAPCTBEHHBIX MpENaparoB MOTYT OBITh MpeICTaBICHBI
pe3yNIbTaThl JOKJIMHUYCCKUX HCCIICIOBAHUIA JICKAPCTBEHHBIX CPEICTB M KIMHUYCCKUX WCCIICAOBAHUN
JIEKapCTBEHHBIX IPENapaToB I MEIUIIMHCKOTO MPUMEHEHHS, BBITOJIHEHHBIX 3a mpeaenamu Poccuiickoit
ODenepaniii B COOTBETCTBUM C TMpaBWIaMH HaJJIekKameldl 1abopaTOpHON TPAKTHKA W TIPaBHIAMU
HaJyIeKaIeld KIMHUYECKOW MTPAKTHUKH.

4. VYckopeHHas TpoIeaypa SKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB IPOBOIUTCS B TIOPSJKE,
yCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosimero denepaibHOro 3aKOHA, U HE O3HAYAET CHUKEHUS
TpeOoBaHUl K 6€3011aCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MTPEMAPATOB.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 26 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Cratbs 27. Pemenue o rocyapCTBEHHOM perucTpalify JIEKapCTBEHHOTO Mpemnapara

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmv 1 cmamou 27 Hacmosue2o
DedepanbH020 3aKOHA 8HeCeHbl U3MeHeHUs, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npedvloyuell pedaKyuu

1. B cpok, HE MpeBHIIAONINI AECATH pabOYUX JTHEW CO JHS TMOJYyYEHHUS 3aKITIOUYECHUNH KOMHCCHH
JKCIIEPTOB MO PE3YIbTATAM JKCIEPTU3bl KAUECTBA JIEKAPCTBEHHOT'O CPEJICTBA U AKCIEPTU3bl OTHOLICHUS
0’KUJAEMOM TOJIB3bl K BO3MOKHOMY PHUCKY NMPUMEHEHUS JIEKAPCTBEHHOTO Ipernapara, COOTBETCTBYIOIINM
YIIOJTHOMOYEHHBIHN (eiepalibHbIi OpraH UCTIOTHUTEIHLHOM BIACTH:

1) pa3mernaeT Ha cBoeM OPUITHATHLHOM caiiTe B ceTH "MHTepHET" COOTBETCTBYIOIINE 3aKITIOUCHUS
KOMHUCCUH DJKCIIEPTOB M OCYIIECTBISAET MX OLEHKY Ul ONPEAEIICHUS COOTBETCTBUS 3aJaHUI0 Ha
MPOBEJICHUE 3TUX IKCIIEPTHU3;

2) mpUHUMAET pEeUIeHHEe O TOCYJapCTBEHHOHN pPETHUCTpallid JIEKapCTBEHHOrO TMpernapara uiud 00
OTKa3€e B FOCYJTapCTBEHHOM PETUCTPALlMN JIEKAPCTBEHHOTO IIpenapara;

3) BHOCUT NpU NPUHATUU PEUICHUSI O TOCYAAPCTBEHHOM perucTpaluy JeKapCcTBEHHOTO Ipenapara
JAHHBIE O 3apETUCTPUPOBAHHOM JIEKAPCTBEHHOM TIpenapare, B TOM uYuciae O (papMameBTHIECKOM
CcyOCTaHIIMM, BXOJSAIIEH B COCTaB JIGKApCTBEHHOTO TIperapara, B TOCYJapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEACTB M BBIJAET 3asBUTEII0 PETUCTPALMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO
npemnapara, ¢opMa KOTOPOTO YTBEPHKIAETCS YIOIHOMOYCHHBIM ()eiepalibHBIM OpTraHOM UCTIOTHUTEIHHOM
BJIACTH, COIVIACOBAHHBIE HOPMATHBHYIO JIOKYMEHTAIMK, HOPMATHUBHBIA JOKYMEHT, WHCTPYKIUIO 10
MPUMEHEHUIO  JIEKaPCTBEHHOIO Ipemnapara W MaKEThl [EPBUYHOM YHNAKOBKM H  BTOPUYHOM
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(TTOTPEeOUTENNbCKOM) YIAKOBKU C yKa3aHUEM Ha HHUX HOMEpPa PETHCTPAIMOHHOTO YIOCTOBEPCHHS
JIEKapCTBEHHOTI'O MperapaTa U J1aThl €ro rOCyAapCTBEHHOM perucTpaliy Uid B c1ydyae NPUHATHS PeLICHUS
00 OTKa3e B rOCYJapCTBEHHON pErucTpanuu JEKapCTBEHHOI'O Ipenapara YBEIOMISET B MHUCbMEHHOU
dopme 3asBuTENsT 00 ATOM C yKa3aHWEM MPUYMH TaKOro OTKa3a. 3a BblAAYy PErUCTPALIMOHHOTO
YIOCTOBEPEHUsI JICKAPCTBEHHOTO Ipernapara B3UMAeTCsl TOCYIapCTBEHHAs MOLUIMHA B COOTBETCTBUU C
3aKoHo1aTeLcTBOM Poccuiickoit deneparuu o Hajgorax u coopax.

Wndopmarus 06 H3MEHEHHSX:
Yacms 2 usmenena c 15 uronsa 2018 2. - @edepanvuuiii 3akon om 4 utonsi 2018 2. N 140-D3

Cm. npeodvloyugyio peoakyuro
2. OcHOBaHUEM AJI OTKa3a B IOCYJapCTBEHHOM PETrUCTpalMM JIEKapCTBEHHOIO Ipernapara it
MEIUIUHCKOIO IIPUMEHEHUS SBIISIETCS 3aKIF0UE€HHE COOTBETCTBYIOIIETO YIIOJHOMOUYEHHOT O (hesiepaibHOro
OpraHa HCIIOJHUTEIBHONH BIIACTH O TOM, YTO KadecTBO W (Wwin) 3PPEKTHBHOCTh PETUCTPUPYEMOTO
JIEKapCTBEHHOT'0 IpenapaTa sl MeIUIUHCKOr0 IPUMEHEHHsI HE MOATBEPKACHBI MOTYYEHHBIMU JAHHBIMU
WIM 4TO PUCK IPUYMHEHUS BpeAa 30pPOBbI0 YEJIOBEKA BCIIEJCTBUE IPHEMA JIEKAPCTBEHHOrO Iperapara
JUI MEIMIIUHCKOTIO IPUMEHEHUS MpeBbIIaeT 3pPEeKTUBHOCTD €ro NPUMEHEHUS.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 3 cmamvu 27 nacmoswezo
DedepanvbHo20o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu
3. TloBTOpHOE mTpeACTaBICHHWE B COOTBETCTBYIOUIMH YIOJTHOMOYECHHBIN (eaepalbHbId OpraH
UCIIOTHUTENIbHOM BJIAcTH JIEKAPCTBEHHOIO IIpermapaTa, B OTHOIICHWHM KOTOPOTO TMONy4eH OTKa3 B
rOCy/IapCTBEHHOW pEerucTpalyy U KOTOPbIM BIIOCIEACTBUM HOJBEPICsS U3MEHEHHMIO B YacTU €ro COCTaBa,
paccMaTpUBAEeTCsl KaK IPEACTaBICHUE HOBOIO JIEKAPCTBEHHOIO IIpernapaTa Ha €ro rocyJapCTBEHHYIO
perucTpaluo He3aBUCUMO OT COXPAHEHHS €r0 MEPBUYHOI0 HAUMEHOBAHHUS.

Wndopmarys 06 n3MEHEHHSAX:

Cmamovs 27 donoanena yacmoto 4 ¢ 15 uona 2018 2. - @edepanvuviil 3axon om 4 uons 2018 2. N
140-D3
4. Tlpu mpeAoCTaBIICHUM 3asBUTEJIEM B COCTaBE PETUCTPAIMOHHOTO JIOChE Ha JIEKApPCTBEHHBIN
mpenapar A BETEPUHAPHOTO MPUMEHEHHs] KOMHUU PEIICHUs YIIOJIHOMOYEHHOTO (eAepaibHOro opraHa
WCITOJTHUTEJIbHON BJIACTU O MPOBEJCHUN UHCTICKTUPOBAHUS TIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB CPOK
NPUHATUS PEUIEHUSI O TOCYIApCTBEHHOW PEruCTpaldM JIEKApCTBEHHOrO Mpenapara Jyisi BETEpUHAPHOTO
MPUMEHEHHUS MPUOCTAHABIMBACTCA CO JHS TOJYYCHHUsS 3aKIIOYEHUH, YKa3aHHBIX B YacTu | HacTOsIIEH
CTaThH, IO THS MPUHATHUS YIIOJTHOMOUYEHHBIM (pe/iepabHbIM OPraHOM HCIIONIHUTEIHHON BJIACTU PEIICHUS O
BbIJIadue WJIM 00 OTKa3e B BBIJIAYE 3aKITFOYCHHUS O COOTBETCTBHH MPOU3BOAMTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM MPABUIT HAJUIeKAIIEeH TPOU3BOJCTBEHHON MPAKTUKH, HO HE 0OJiee YeM Ha CTO BOCEMbJIECST
pabouux gHEH.

Wndopmarys 06 M3MEHEHHSAX:

Cmamovs 27 donoanena yacmoio 5 ¢ 15 uona 2018 o. - Dedepanvuviii 3akon om 4 utonsi 2018 2. N
140-D3
5. OcHOBaHuEM JUIsl OTKa3a B TOCYJAapCTBEHHOM pErucTpalMM JIEKapCTBEHHOTO Mperapara ajs
BETEPUHAPHOTO TPUMEHEHHS SBISIETCS 3aKII0YEHHE YIOJHOMOYEHHOTO (eAepanbHOro opraHa
WCIIOJTHUTEIIbHOW BJIAaCTH O TOM, 4YTO KadecTBO u (win) dSPPEKTHBHOCTH PETUCTPHPYEMOTO
JIEKapCTBEHHOIO MpernapaTa AJisl BETEPUHAPHOTO PUMEHEHHS HE TIOITBEPKACHBI MOJYyYEHHBIMU JaHHBIMU
WJIM YTO PUCK MPUYUHEHUS Bpeja 3J0POBBIO KUBOTHOTO BCIIEJICTBUE IIPHEMa JIEKapCTBEHHOTO TIpernapara
JUTSL BETEPUHAPHOTO TIPUMEHEHUS MPEBBIIACT 3P PEKTUBHOCTh €r0 MPUMEHEHHUS, OTKA3 YIIOJTHOMOYEHHOTO
denepanbHOrO opraHa UCHOJHUTENBLHOM BIAcTH B BbIJAue 3aKIIOYEHHSI O COOTBETCTBUU MPOU3BOIUTEIS
JICKapPCTBEHHBIX CPEICTB TPEOOBAHMSIM ITPABIII HAUICKAIICH MPOU3BOIACTBCHHON MPAKTUKU JUIS KaKIOU
MPOU3BOJCTBEHHON IUJIOUIAIKM PErUCTPUPYEMOTO JIEKAPCTBEHHOIO TMpernapara s BETEPUHAPHOTO
MPUMEHEHHUS B cllydae, €Clid IPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara sl BET€pUHAPHOTO MTPUMEHEHUS
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OCYILECTBISICTCS 32 npeaenamu Poccuiickont @enepannu, WM OTCYTCTBUE TAKOTO 3AKIIOUYCHHUS.
T'APAHT:

CwMm. KOMMCHTApHUHU K CTAThC 27 HaCTOSIIIETO CDez[epanLHoro 3aKOHa

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

Cm. npeovloyuyio peoakyuro
TAPAHT:

YnonmHOMOYeHHBIN (eiepalIbHBIN OpraH HCIOTHUTEIbHOU BIacTu 10 1 suBaps 2021 roga ompenensier
B3aMMO3aMEHIEMOCTh JIGKAPCTBEHHBIX IIPEenapaTtoB i MEIUWIMHCKOTO NPUMEHEHHUS, KOTOphIC
3apETrUCTPUPOBAHBI JI0 AHS BCTYIUICHUS B cuiny DenepanbHOro 3akoHa oT 27 aekadpst 2019 r. N 475-D3
U B3aMMO3aMEHSAEMOCTb KOTOPBIX paHee HE Oblia OIpe/esieHa, B MOPSJIKE, YCTAaHOBIECHHOM HAaCTOSLICH
CTaThei, 32 UCKIIOYEHHEM JIEKAPCTBEHHBIX MPENapaToB, yKa3aHHBIX B 4acTu 4 ctatbu 3 DenepanbHOroO
3akoHa ot 27 nekabps 2019 r. N 475-D3

Cratbs  27.1. B3aumo3amMeHSIeMOCTh JIEKAPCTBEHHBIX MpENnaparoB i  MEIULIHUHCKOTO

IPUMCHCHUS

1. BzauMo3aMeHSEMOCTh JIEKAPCTBEHHBIX IMpEmapaToB Ui MEAUIIMHCKOTO MPUMEHEHUS
OTIpeNIeNAETCSl YIOTHOMOUYEHHBIM (eiepaJbHbIM OPraHOM HCIIOJHUTEIBHOW BJIACTH, OCYHIECTBISIOMIAM
rOCy/IapCTBEHHYIO PETUCTPALIUIO JIEKAPCTBEHHBIX MPENapaToB IJIs MEAUIIMHCKOTO MPUMEHEHHS, B paMKax
OJIHOTO MEXJIYHApOJIHOTO HENATEHTOBAHHOTO (MJIM XMMHUYECKOI'0, WJIM TPYIIIHPOBOYHOI0) HAUMEHOBAHHUS
HAa OCHOBE 3aKJIIOYCHHS KOMHCCHM DKCIEPTOB OJKCIEPTHOTO YUPEKIEHUS O B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHOTO Tperapara Uisi MeIUIIMHCKOTO MPUMEHEHUs 00 O TOM, YTO JISKapCTBEHHBIH IMperapar
JUIT  MEAMIMHCKOTO TPUMEHEHHs] He sBISIeTCs B3aumo3aMeHseMbIM. [lopsijok  ompeneneHus
B3alMO3AMEHAEMOCTH JIEKAPCTBEHHBIX MpEnaparoB s MEAMIMHCKOro MpUMEHeHus u  (opma
3aKJIFOYEHNS] KOMHMCCHH JKCIIEPTOB DKCIEPTHOIO YUPEXKIEHUS O B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX
IpenapaToB Uil MEIUIIMHCKOTO TPUMEHEHHs JUO0 O TOM, 4YTO JIEKAPCTBEHHBIM mpemapar [yl
MEIUIMHCKOTO NPUMEHEHHUs HE SBISETCA B3aMMO3aMEHSEMbIM, YycTaHaBiuBaroTca IIpaBuTenbcTBOM
Poccuiickoit @enepanuu.

2. Komuccus 3KCHEpTOB JKCIIEPTHOIO YUPEKIEHHUS NaeT 3aKIIOYEHHE O B3aUMO3aMEHSIEMOCTHU
JIEKapCTBEHHOI'0 Mpernapara A MEIULIUHCKOrO MPUMEHEHHUS TMOO0 O TOM, YTO JIEKapCTBEHHBIN Ipenapar
JUTSL MEAUITUHCKOTO IPUMEHEHHUS HE SBIISIETCS B3aMMO3aMEHAEMbIM, HA OCHOBaHUU CIIEIYIOLUIUX KPUTEPHUEB
(XapaKTepUCTHUK):

1) o»kBHBalleHTHOCTHb (IJi1 OMOAHANOTOBBIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IMPEmapaToB
(6roaHasoroB) - CONOCTaBUMOCTb) KAUECTBEHHBIX M KOJMYECTBEHHBIX XapaKTePUCTUK (apMalleBTUYECKUX
CyOCTaHIIMII MM COMOCTaBHUMOCTh QHTHTEHHOTO COCTaBa BaKIWH. VcCMonb30BaHHWE pa3IHYHBIX COJEH,
3(UpoB, KOMILJIEKCOB, U30MEPOB, KPUCTAIMYECKUX (POPM M APYrUX MPOU3BOAHBIX OAHOIO U TOTO K€
JNEHCTBYIOIIETO BEIIECTBA HE SIBISIETCA TPENATCTBUEM JUIsl  ONPEAEIEHUS B3aUMO3aMEHSIEMOCTH
JEKapCTBEHHBIX  IIpEnapaTtoB, €cId TMpU  TPOBEIECHUU  HCCIEAOBaHUS  OMOIKBUBAJIEHTHOCTHU
JIEKApCTBEHHOI'0 TMpernapara WA HCCIEAOBAHMS TEPANEeBTUUYECKON SKBHUBAJICHTHOCTU JIEKAPCTBEHHOIO
mpenaparta JI0Ka3aHO OTCYTCTBHE KJIMHUYECKH 3HAUMMbBIX pa3Indyvil  (apMaKOKMHETUKH U (WUJIHN)
s dexTuBHOCTH U 6€30MAaCHOCTH JICKAPCTBEHHOTO Mpenapara s MEAUIIMHCKOTO TPUMEHEHNUS,

2) PKBHBAJICHTHOCTD JIEKapCcTBEHHOW (hopmbl. [107 SKBHBaIEHTHBIMHU JIEKAPCTBEHHBIMU (hOpMaMH
MOHUMAIOTCSI pa3Hble JIEKapCTBEHHBbIE (OPMBI, MMEIOIIME OJIMHAKOBBIE CIIOCOO BBEAEHHMS U CIOCOO
NpPUMEHEHHUs, O00Jajalliue  COMOCTaBUMBIMM  (PapMaKOKMHETUYECKUMHU  XapaKTePUCTUKAMH U
(apMaKoIOrHIECKUM JECHCTBHEM M 00ECTIEUMBAIOIINE TAKXKE TOCTHIKEHUE HEOOXOIMMOTO KIMHUYECKOTO
s¢dexra. Paznuuus nexkapcTBEHHBIX (GOpPM HE ABIAIOTCSA TMPEMATCTBUEM U OINpeAeTeHUs
B3aMMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  MpENaparoB, €CIM MpPU  MPOBEACHUU  HUCCIEIOBAHUS
OMOSKBUBAJIEHTHOCTH  JIEKAPCTBEHHOI'O  Mpemapara WM HUCCIEJOBAHMS  TEpareBTUYECKOU
HKBUBAJIECHTHOCTH JICKAPCTBEHHOTO Mpemnapara JI0Ka3aHO OTCYTCTBUE KIMHUYECKH 3HAUYUMBIX DPa3IU4M
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dapmakokuHeTHKU U (Wiu) 3(PEGEKTUBHOCTH U OE30MAaCHOCTH JIEKAPCTBEHHOIO Ipemnapara Jyis
MEJAUIMHCKOTO TPUMEHEHHUS;

3) SKBHUBAJEHTHOCTh WJIM COMOCTABUMOCTH COCTaBa BCIIOMOTATENLHBIX BEIIECTB JIEKAPCTBEHHOTO
mpernapata  Ais  MEAMIMHCKOrO NpuMeHeHHWs. Pa3nuuus cocTaBa BCIOMOTaTelIbHBIX — BEHIECTB
JICKApCTBEHHOTO TIperapara He SBISIOTCS MNPEMATCTBHEM JUISL OIpPENEeNICHUs B3aMMO3aMEHIEMOCTH
JICKapCTBEHHBIX  IIPErapaTtoB, €cId IpPU  TNPOBEACHUU  HCCIEAOBaHUS  OMOIKBHUBAJICHTHOCTHU
JICKapCTBEHHOTO IMperapara WM HCCIEAOBAaHMS TEPAaNeBTHUECKONW SKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO
mpernapaTta JI0Ka3aHO OTCYTCTBHE KJIMHUYECKH 3HAUMMbBIX pa3luyuii (apMaKOKHMHETUKH U (UJIHN)
3 PEKTUBHOCTH M OE€30MaCHOCTH JIGKAPCTBEHHOrO Iperapara il MEAMIMHCKOro NpuMeHeHus. [lpu
HaJIMYHH KIMHAYECKU 3HAYMMBIX pa3anduii papMakoKWHETUKH U (W) () PEeKTUBHOCTH U O€30MaCHOCTH
JICKApCTBEHHOTO Iperapara s MEIUIMHCKOrO NPUMEHEHHUS B3aUMO3aMEHSEMOCTb ONpeAessieTcs C
yKa3aHHWEM Ha HCKJIIOUYEHUE OTJENbHbBIX TPYIII MallUeHTOB;

4) UOEHTUYHOCTD CcIloco0a BBEACHUSI U ClIOcO0a IPUMEHEHMS;

5) COOTBETCTBHE MPOM3BOAMTENS JICKAPCTBEHHOTO CpPEACTBa TPEOOBAaHUSAM IMpPaBWII HaJUIexkKalen
MIPOU3BOJICTBEHHON TTPAKTHKH.

3. OmpeneneHue B3aUMO3aMEHSIEMOCTH BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MpernapaToB MAJis
MEJIUIIMHCKOTO TMPUMEHEHUd, YKa3aHHbIX B ydactu |0 cratem 18 Hacrosmero ®denepanbHOr0 3aKOHA,
ocyliecTBisieTcs: 6e3 HEOOXOAUMOCTH JTI0KA3aTeNbCTBA UX OMOAKBHUBAJICHTHOCTH.

4. OcoOeHHOCTH  OIpeneieHHUs] B3aMMO3AMEHAEMOCTH  OMOJIOTMYECKUX  JIEKAPCTBEHHBIX
IpernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (coAepKallux KOMOWHAIUIO ABYX U Oojee
NEHCTBYIOIMX ~ BEMIECTB), JIGKAPCTBEHHBIX  IPErNapaTtoB  JUis  TAPEHTEPaTbHOTO  MUTAHWUS U
HEJ03UPOBAHHBIX  JIEKAPCTBEHHBIX —TMpenaparoB ycraHaBiuBaroTcsi I[IpaBurensctBoMm  Poccuiickoit
®denepauuu.

5. OmpeneneHue B3aHMMO3aMEHSIEMOCTH HE OCYIIECTBISETCS B OTHOUICHHH JIEKApCTBEHHBIX
PaCTUTENBHBIX MPEMapaToB, TOMEOIATHIECKUX JICKAPCTBEHHBIX MPEMapaToB.

6. ®opmMupoBaHUEe TIEPEYHSI B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX MPENapaToB JJIsl MEIUIIUHCKOTO
NPUMEHEHHS OCYIIECTBIISIETCS YKCIEPTHBIM YUPEKICHUEM TTOCPEACTBOM OOBETUHEHHUS JICKApCTBEHHBIX
IpernapaToB B OTAENbHBIE TPYMIbBI, B KaXJAOH M3 KOTOPBIX JIEKAPCTBEHHBIC TpeEnaparhl SBISIOTCS
B3aMMO3aMEHSIEMBIMHU.

7. B cinydae BKJIIOYEHHMS] B HHCTPYKLHIO 1O METUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOTO
npernapara Ha OCHOBAaHHH PE3YJIbTATOB COOTBETCTBYIOIIMX HCCIICOBAHUH TMOKAa3aHWH ISl MTPUMEHEHHS,
KOTOpBIE OTIUYAIOTCS OT MOKA3aHUW JAJISi MPUMEHEHHS IPYTHX JIEKAPCTBEHHBIX MPENapaTtoB U3 TPYIIIBI
B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX IIPEIapaToB, B IMEPEYHE B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX
MpenapaToB ISl METUIIMHCKOTO MMPUMEHEHHS T0JKHA ObITh YKa3aHa COOTBETCTBYIOIIAs HH(OpMAIIHSL.

8. IlepeueHsr B3aMMO3aMEHSAEMBIX JICKQPCTBEHHBIX IMPEIapaToB ISl MEIUIIMHCKOTO TPUMEHEHUS
pa3Meriaercs yrnoJHOMOUYEHHBIM (efepalbHbIM OPTaHOM HCIIOJIHUTENBHON BIIACTH, OCYIIECTBISIOMIUM
TOCYJAapCTBEHHYIO PETUCTPAIIHIO JIEKAPCTBEHHBIX MPENapaToB IS MEJUIIMHCKOTO TIPUMEHEHHS, HAa CBOEM
odurmansaom caiite B cetd "MutepHer". MHbopMalius B epeyHe B3aMMO3aMEHSEMbIX JIEKapCTBEHHBIX
IpenapaToB Ui MEIUIIMHCKOTO TPUMEHEHUS OOHOBISCTCS YKa3aHHBIM (elepabHbIM OpraHOM
WCTIOTHUTENILHOM BIACTH C YYETOM HOBBIX 3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB IS
MEMIIMHCKOTO MPUMEHECHHSI 1 BHECCHHBIX H3MEHEHHI B IOKYMEHTHI, COJICPKAIINECS B PETUCTPAIMOHHBIX
JIOChE Ha 3apPETUCTPUPOBAHHBIE JIGKAPCTBEHHBIE MIPEmapaThl A1 MEAUIIHHCKOTO IPUMEHEHHUS.

9. IMopsi0K UCTIONB30BaHUS WHPOPMAIIMK O B3aMMO3aMEHSIEMBIX JICKapCTBEHHBIX TpenapaTax Jyis
MEAWIIMHCKOTO TPUMEHEHHsI M TOPSAIOK Jayd Pa3bsICHEHHH M0 BOIMPOCaM B3aMMO3aMEHSIEMOCTH
JICKAPCTBEHHBIX IMpPernapaToB JUIS MEAWIIMHCKOTO TPUMEHECHHS YCTaHABIUBAIOTCA [IpaBUTEIHLCTBOM
Poccuiickoit denepanumn.

TAPAHT:

CMm. xommeHTapuu K ctatbe 27.1 Hacrosmero @eaepanbHOro 3aKOHa
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Cpok perucTpainuu JeKapCTBEHHOro Ipernapara, uctekaromuid B nepuoa ¢ 15 mapra 2020 r. mo 31
nexadps 2020 r., nmposyuieH Ha 12 mecsies

Cratbs 28. PeructpanioHHOe yJIOCTOBEPEHHE JIEKApCTBEHHOTO MperapaTa

1. PerucrtpanuroHHoe yj0CTOBEpeHNE JIGKAPCTBEHHOTO IperapaTa ¢ yKa3aHHeM JICKapCTBEHHBIX
dbopM U JO3MPOBOK BBIIACTCS OECCPOYHO, 3a HCKIIOYCHHEM PETHCTPAIIMOHHOTO YJIOCTOBEPCHHUS
JIEKapCTBEHHOTO MperapaTa, BbIJIaBaeMOro CO CPOKOM JICHCTBUS IISITh JIET, HA BIIEPBBIC PETUCTPUPYEMbIC B
Poccniickoit denepanuu JIeKapCTBEHHBIE IPENIAPATHI.

2. Tlo ucTeyeHMM yKa3aHHOTO B YacTW | HACTOAMIEH CTaThbM CPOKa BBIAACTCS OECCPOUYHOE
PErUCTPALIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO TMpernapaTta IpU YCJIOBHUH TMOJITBEPKACHUS €ro
rOCYJIapCTBEHHOM pEeTrUCTpaIuy.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 22 Ooekabpsa 2014 2. N 429-D3 cmamovsa 28 nacmosuwezco Dedepanvrozo
3aKOoHa donoanena yacmoio 3, scmynatoweit 6 cuny ¢ 1 urons 2015 a.

3. B ciiyuae BHeceHus B coOTBETCTBUM co cTaThsiMu 30 u 31 HacTosero denepanbHOro 3aKoHa
U3MEHEHUN B COJEpXKAllMeCs B PErMCTPALlMOHHOM JIOChE Ha 3apETHCTPUPOBAHHBIA JIEKApPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTparvBaloOIIUX CBEACHHS, OTPaXEHHbIE B PErHCTPAIMOHHOM YIOCTOBEPEHHH
JICKapCTBEHHOTO Tpernapara, YIOJTHOMOYCHHBIH (enepanbHblii OpraH HCIOTHUTEIBHOW BIACTH BBIJACT
HOBOE PETUCTPALIMOHHOE YAOCTOBEpEHHE JIEKApPCTBEHHOI'O MperapaTa, cojaepiKallee BHECEHHBIE B HETO
W3MEHEHUSI.

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 28 nacmoswezo Dedepanvroco
3aKoHa 0ononnena wacmoio 4, scmynatoweii 6 cuny ¢ 1 uons 2015 e.

4. B cimywae yTpaThl WU TOBPEKIECHUS PETHCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpemnapata MO 3asBJICHHIO B TMHCHMEHHOH ¢dopMe JepkaTels WM BIaAeNblla PErUCTPALMOHHOTO
YIOCTOBEPEHUSI JICKAPCTBEHHOTO TIpernapara Wik yIOJIHOMOYEHHOTO UMHU APYTOro FOPUIAYECKOTO JIUIA O
BbIlaye MyOIMKaTa pPEerducTPAlMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara yIOoJTHOMOYEHHBIH
denepanbHbIN OpraH UCIOJHUTENBHON BIACTU B CPOK, HE MPEBBILIAIOMINN JECITH pabodYuX JHEH co IHA
MOCTYIJICHUsI 3asiBICHUSA, BbIIAeT JyONHMKAT pPErHMCTPAIMOHHOTO YIOCTOBEPEHHs JIEKAPCTBEHHOTO
npenapara. 3a Bbady IyOfMKaTa PETrUCTPAIMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOTO IIpemapara
B3UMAETCsl TOCY/IApCTBEHHAs MOUUIMHA B COOTBETCTBUU C 3aKOHOaTelbecTBOM Poccuiickoit @eaepannu o
Hajorax u coOopax.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 28 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 29 nacmosweco DedepanbHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowe 6 cuny ¢ 1 aueaps 2017 e.

Cm. mexem cmamwu 6 npedvloyujeri peoaKyuu
TAPAHT:

Cpok perucrpanuu JIEKapCTBEHHOIro npenapara, ucrekarouuii B nepuon ¢ 15.03.2020 no 31.12.2020,
npo/jieH Ha 12 MecsieB
Crarba 29. [loaTBepx)aeHne rocy1apCTBEHHOM pErUCTPalMK JIEKAPCTBEHHOTO Mpernapara
1. IloaTBEepkAEHNE TOCYAAPCTBEHHOW pErMCTpaly JIEKAPCTBEHHOTO Mpenapara OCyLIECTBIISETCS
npu BblJaue OECCPOYHOr0 PErucTPAlMOHHOTO YJIOCTOBEPEHHS JIEKapCTBEHHOIO Ipernapara B ciyyae,
YKa3aHHOM B uactu 2 cTarbu 28 Hactosmero @denepaJbHOro 3aKoHa, B CPOK, HE IPEBBIMIAIOIMINN
HIECTUAECATH PadO4YMX JHEH CO JHS MOJY4YEHUs COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eAepanbHbIM
OpraHOM HCIIOJHUTEJIBHOM BJIACTU 3asBICHHUA O IOATBEPXKIECHUM TIOCYIapCTBEHHOH perucrpanuu
JeKapCcTBEHHOro mpemnapara. He ocymiecTBiasieTcs NOATBEPXKIAEHUE TIOCYJapCTBEHHON PErucTpanuu B
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OTHOILIEHUHU JIEKAPCTBEHHOIO TperapaTa, He HaxoauBiIerocs B oOpamnieHuu B Poccuiickoit denepanuu B
TEYeHHEe Tpex U Oosee JeT, a TakKe B OTHOUICHHM JIEKaPCTBEHHOI'O CPEACTBA, MPOU3BEIECHHOTO C
HapylIeHHEeM TpeOOBaHMs, YCTAHOBICHHOTO 4acThio 3.7 crateu 71 HacTosmero denepanbHOro 3aKOHa.

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

CMm. npedvloywyro pedaKyuio
2. 3asBICHHE O TOJTBEPXKICHUU TOCYIAPCTBEHHON PErHCTPAIMy JIGKAPCTBEHHOTO Tpernapara Jyist
MEIHMIIMHCKOTO TPUMEHEHHUS MPEICTaBISICTCS B COOTBETCTBYIOIIMIA YIIOJHOMOUYEHHBINH (enepatbHbIi
OpraH UCIIOJIHUTEIILHOW BJIACTH HE paHee YeM 3a CTO BOCEMBJECAT JHEH JI0 MCTEYCHUSI CPOKa JCHUCTBUS
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Tperapara it MeIUIIMHCKOTO IPUMEHECHHSL.

Wndopmarus 06 H3MEHEHHSIX:

Cmamows 29 oononnena yacmoto 2.1 ¢ 13 aseycma 2019 e. - @edepanvhuiil 3akon om 2 aseycma 2019 e.
N 297-@3
2.1. 3asBieHue 0 MOATBEPKICHUN TOCYAAPCTBEHHON PEruCTpaINK JICKAPCTBEHHOTO MperapaTa AJis
BETEPUHAPHOTO TMPUMEHEHHsI TMPEACTABISAETCS B COOTBETCTBYIOIIMN YIOTHOMOUYEHHBIN (enepanbHblii
OpraH WCIIOJHUTEILHOW BJIACTA HE PAaHEE YeM 3a CTO BOCEMBJECAT THEH 0 UCTEUYCHHS CpOKa JCHCTBUA
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApPCTBEHHOTO Mpernapara Uil BETEPUHAPHOTO NPUMEHEHUS U He
M037]HEE OKOHYAHUS CPOKA €ro JIeHCTBUS.
3. [loaTBepxkaeHNE TOCYAAPCTBEHHONW PErHCTpalMK JIEKAPCTBEHHOTO Mpenapara OCYIIeCTBIsETCS
M0 pe3yJibTaTaM JKCIEPTU3bl OTHOIICHHUS OXXHIAeMOW TIOJIb3bl K BO3MOXXHOMY PHUCKY NPUMEHECHHS
JICKapCTBEHHOT'O IpernapaTa Ha OCHOBAHUU PE3YJIbTaTOB MOHUTOPHUHTA 3((HEKTUBHOCTH U 0€30MaCHOCTH
JIEKapCTBEHHOI'O  IIpenapara, I[pPOBOJMMOIO JIep)KaTeleM WIM  BIAAEIbLEM PErucTPaliOHHOIO
YIOCTOBEPEHUS JIEKaPCTBEHHOTO Mpemnapara Tu00 yIoJTHOMOYEHHBIM UMH IOPUINYECKUM JIUIIOM, a TaKKe
COOTBETCTBYIOIINM YIOJTHOMOYEHHBIM (eZiepalbHBIM OPraHOM HCTIOJHUTEIHHOW BIACTH B COOTBETCTBUU
¢ TpeboBaHuAMHU cTaTh 64 HacTosmero denepalbHOrO 3aKOHA.

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

Cm. npedvloyuyro pedaKyuio

4. K 3asgBleHHUIO O MOATBEPKACHUM TOCYIAPCTBEHHOW PETHUCTPAIlUU JIEKAPCTBEHHOT'O Mperapara
JUTSL MEJTUITUHCKOTO TIPUMEHCHHSI IIPUITATaroTCS:

1) JOKYMEHTHI, cojaep)Kallue pe3yabTaTbl MOHHTOpPHHTa 3(P(GEKTUBHOCTH U 0e30MacHOCTH
JICKapCTBEHHOTO TMpemnapara JUisli MEAWIIMHCKOTO TPUMEHEHHs, IPOBEJICHHOTO JepkKareieM WIn
BJIQJICTIBIIEM PETHUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Tpemapara Jis MEIUIIMHCKOTO
NPUMEHECHUS JIMOO YIOJHOMOYCHHBIM WM FOPHIUYECKHUM JIHIIOM, 10 (GopMme, YTBEPKIACHHOU
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCIIOTHUTEIHLHON BIACTH;

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

CMm. npedvloywyro pedaKyuio

2) cBe[icHHs O JiaTe NPEIOCTaBICHUS M PETHCTPAIIMOHHOM HOMEpE JIMIICH3UHM Ha IPOU3BOJICTBO
JICKapPCTBEHHBIX CPEJICTB UM CBEACHUS O JIaTe MPEIOCTABICHUS U PETUCTPAIIMOHHOM HOMEPE 3aKITIOUCHHS
O COOTBETCTBHHM TIPOM3BOAMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHWUSAM TIPABHUJI  HaJIeXkareh
MPOU3BOJCTBEHHOW  MPAaKTUKH, MPEIOCTABIEHHBIX  YIOJHOMOYEHHBIM  (peiepallbHbIM  OpraHOM
UCTIOJTHUTEIIEHOM BJIACTH B OTHOIICHWH TPOW3BOJCTBCHHOW TUIOIIAIKK JICKAPCTBEHHOTO Iperapara Julst
MEIWIIMHCKOTO MPUMEHEHUS, TOCYJapCTBEHHAsT PETUCTPAIHsl KOTOPOTo MOATBEPKAAETCS B Cliydae, eCiu
MIPOM3BOJICTBO JICKAPCTBEHHOTO TIIperapara Uil MEIUIIMHCKOTO TPHMEHEHHsI OCYIICCTBISICTCS B
Poccuiickoit ®enepanuu;

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 3 usmenen c 1 aneaps 2021 2. - @edepanvusiii 3akon om 27 dekabps 2019 2. N 478-D3
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CMm. npedvloywyro pedaKyuio

3) xonus NpPeAOCTABIECHHON YIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTEINS JIUIEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpernapara Al MEAUIMHCKOrO NMPUMEHEHUS U €€ MEpPEBOJ Ha PYCCKHM
A3bIK, 3aBEPEHHbIE B YCTAaHOBJIEHHOM IIOpSJKE, a TakXe KOMHS 3aKIIOYeHHS O COOTBETCTBHU
IPOM3BOJUTENS JIGKAPCTBEHHBIX CPEIACTB TPEOOBAHUSAM TIPaBWII  HAAJIEKAIIEH MPOU3BOJACTBEHHOM
IPAaKTUKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM (heiepaibHbIM OPIaHOM MCIIOJHUTEIBHOMN BIACTH B OTHOILIEHUU
IIPOM3BOJCTBEHHONW IUIOMIAJKM JIEKAPCTBEHHOI'O IIpernapara JUlsli MEIULUHCKOIO IPHUMEHEHUS,
rOCyJapCTBEHHAs PErucTpalus KOTOPOIO IOATBEPXKAAeTCs, WJIM KOMNHSA PELICHUS YIOJIHOMOYEHHOI'O
(denepanbHOrO oOpraHa HCIOJHUTENFHOW BIACTH O TPOBEICHUM WHCIEKTUPOBAHUS TMPOU3BOJUTENS
JIEKapCTBEHHBIX CPEJICTB B Ciydae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOrO Mpernapara JUisi MeIUIUHCKOIO
IIPUMEHEHUs OCYILECTBIIAETC A 3a npenenamu Pocculickont denepanuu.

Wuopmarus 06 H3MEHEHHSX:

Cmamovs 29 oononnena uacmoio 4.1 ¢ 15 utonsn 2018 2. - Dedepanvhuiii 3akon om 4 uionsn 2018 2. N
140-D3
4.1. B oTHOUIEHNH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPEMAPATOB I MEIUIIUHCKOTO MPUMEHECHHS
3asIBUTENIb JOMOJHUTENBHO TMPEACTABISET pe3yNbTaThl MEPOIPHUATHH, NPEeTyCMOTPEHHBIX IUIAaHOM
VIIPaBICHUS PHUCKAMH, YTBEPXKJICHHBIM YIIOJHOMOYCHHBIM (heJepaabHbIM OPTaHOM HCIOJHUTEIBHON
BJIACTU TMPU OCYIIECTBICHUU TOCYAapCTBEHHOW pErucTpaluy JIEKapCTBEHHOro Mpenapara Jyis
MEIUIIMHCKOTO IIPUMEHECHHS.

Wuopmarus 06 H3MEHEHHSIX:
Yacmo 4.2 usmenena c 13 aseycma 2019 e. - Deoepanvuuiii 3axon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloyuyro pedaKyuio

4.2. K 3a4BIeHNIO O MOATBEPKACHUM FOCY1apCTBEHHONW PETUCTPALMK JIEKAPCTBEHHOIO IIperapara
JUIsL BETEPUHApPHOTO MPUMEHEHUS IMpHJIaratoTcsl JOKYMEHTBI, COAEpiKalllie pe3ylbTaTbl MOHMTOPHUHIA
3¢ (PeKTUBHOCTH U 0€30MacHOCTH JIEKAPCTBEHHOr0 INpenapaTta s BETEPUHAPHOTO NPUMEHEHHS,
IPOBOAMMOIO JIep>KaTeleM WIM BJIAaJEIbLEM PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKapCTBEHHOTO
npernaparta s BETEpUHAPHOTO NPUMEHEHUs JHOO0 YHNOJHOMOYEHHBIM UM IOPUIUYECKUM JIMIIOM, I10
dopMe, YTBEpXKIECHHON YIOJIHOMOUYEHHBIM (peiepaIbHbIM OpraHOM HCIIOJIHUTENbHOM BIACTH, H
JOKYMEHTHI, yKa3aHHbIe B myHKTax |, 2 - 2.2, moamynkTax "a", "0", "k", "n" mynkra 4 wactu 3 crateu 17
HacTosuero denepanbHOro 3aKkoHa. B OTHOIIEHNH MMMYHOOMOJIOTMYECKHUX JIEKAPCTBEHHBIX IMPEnapaToB
JUIsl BETEPUHAPHOTO IIPUMEHEHNUs HE MPENCTABISAIOTCS CBEIACHMS, YKa3aHHbIE B MOANYHKTe "K' myHKTa 4
gactu 3 ctateu 17 Hactosmero denepasbHOro 3aKOHA. B OTHOIIEHHMM JIEKAPCTBEHHBIX MPENApaTOB IS
BETEpUHAPHOTO TNPUMEHEHUS, MOJYYEHHBIX C NPUMEHEHHEM T'€HHO-MHXEHEPHO-MOAM(PUIINPOBAHHBIX
OpPraHU3MOB MJIU COJEPIKAIIUX TaKUE OPTaHU3MBbI, TOTIOJTHUTEIBHO MPEICTABISIOTCS CBEACHUS, YKa3aHHbIE
B nnyHkTe 13 wactu 3 crateu 17 HacTosAmero denepaqbHOTO 3aKOHA.

Wudopmanust 06 U3MEHEHUSX:
Yacmw 4.3 usmenena c 1 aunsaps 2021 e. - Dedepanvruiii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio

4.3. 3asgBuTens BIpaBe TMPEACTABUTH C 3asBICHUEM O TOATBEPKICHHH TOCYAapCTBEHHOM
peTHCTpalii  JICKQpCTBEHHOTO  IpermapaTa  KONHWIO  JIOKYMEHTa,  IMOATBEPXIAMOIIECTO  yILIaTy
TOCY/IapCTBEHHOW TONUIMHBI 33 TOATBEP)KICHHE TOCYJApPCTBEHHOW PETUCTPAlMH JIEKApCTBEHHOTO
mperapara, a TakkKe BbIJaBaeMble (ITPEIOCTABISIEMBIC) YIOJHOMOYCHHBIMU (efepaTbHBIMA OpTaHAMH
UCTIOTHUTENILHOM BJIACTH TIOKYMEHTHI (CBEJIEHUs), YKa3aHHbIE B TTYHKTAX 2 U 3 4yacTy 4 HACTOSIIEH CTaThU.
B cmydae wx HempeJCTaBIICHUS YIIOJHOMOYCHHBIH (efepalbHBIi OpraH WCIIOJTHUTEILHOW BIIACTH
3ampanimBaeT yKa3aHHBIC JOKYMEHTHI (CBEIEHHUS) B TMOPSIKE MEKBEIOMCTBEHHOTO HH(POPMAIMOHHOTO
B3aUMOJICUCTBUSL.

5. B Tteuenme pecaru pabouymx [HEH CO [JHS TPHHITHS 3asABICHHUS O TMOATBEPKICHUU
TOCYJapCTBEHHON PETUCTpAIlK JICKAPCTBEHHOTO Tpenapara W JOKYMEHTOB, COIEPKAIIUX PE3YIbTaThl
MOHHTOpHHTA 3()(HEKTHBHOCTH U 0E30MaCHOCTH JIEKAPCTBEHHOTO IMpemnapara, MPOBOANMOIO JIepiKaTeIeM
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WIN BJIAJIENIbLIEM PErHCTPAMOHHOTO YIOCTOBEPEHUS JIGKAPCTBEHHOTO IpenapaTa Ju00 yrmoJIHOMOYECHHBIM
UMH IOPUINYECKUM JIMLIOM, YIIOJTHOMOUYEHHBIH (e/iepanbHblil OpraH HCIOIHUTEIbHON BIacTH:

1) mpoBOAMT HPOBEPKY MOJHOTHI CBEACHUI, COAEPKALIUXCS B IPEACTABICHHBIX 3asSBUTEIEM
JOKYMEHTaX;

2) npUHUMAaeT peuleHHe O MPOBEACHUU MM 00 OTKa3e B MPOBEACHUHU SKCIEPTU3BI OTHOLICHHUS
OKU/IaeMOU MOJIb3bl K BO3MOXKHOMY PHCKY INPHUMEHEHHs JIEKapCTBEHHOro IpernapaTa Ha OCHOBAaHUU
pe3yabTaTOB MOHUTOPHHTA (PPEKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOT'O IMpernapara, MpoBOAUMOTO
JiepKaTeleM WINM BIIAJeNbLEM PErucTPalMOHHOIO YIAOCTOBEPEHHUs JIEKAPCTBEHHOro IIpernapara Jnbo
YIOJIHOMOYEHHBIM UMHU FOPUIMUYECKUM JIULIOM, a TaKkkKe (peepasbHbIM OPraHOM HCIIOJHUTEIHHON BIacTH
B COOTBETCTBHHM € TPEOOBAaHUAMM cTaThy 64 HacTosAlero denepaabHOro 3aK0Ha;

3) yBenoMisieT B DJIGKTPOHHOW (opMe WM TUChMEHHOW ¢GopMe 3asdBUTENS U SKCIEPTHOE
yUpEXKAECHUE O MPHUHATOM pEUIeHHH JMOO0 B Cilyyae MNPHUHATUS pelleHuss 00 OTKa3e B INPOBEICHUU
AKCIEPTU3BI YKa3bIBAE€T IPUUHUHBI TAKOTO OTKA3a.

6. B cioyyae BbIABICHMS HEJOCTOBEPHOCTM U (MJIM) HEJOCTATOYHOCTH HH(pOpMAIMH,
coJepKalieiics B TMPEICTABICHHBIX 3asBUTENEM IOKYMEHTaX, YIOJHOMOYEHHBIH (eaepalbHbIi OpraH
UCIIOJIHUTEJILHOW BJIACTH HAIPABIISET 3asBUTEIIO 3alIpOC 00 YTOUHEHUH YKa3aHHOW MH(popMaiuu. 3arnpoc
YIIOJHOMOYEHHOTO  (peiepalIbHOrO  OpraHa  MCIOJIHMTEIbHOW BJIacTH MOXET ObIThb  IepelaH
YIOJIHOMOYEHHOMY HPEJCTaBUTENIO 3asBUTENS JMYHO IOJ PACIMCKY, HalpaBleH IO IOYTe 3aKa3HbIM
NUCHbMOM WJIM TIEpEe/iaH B AIIEKTPOHHOH (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajlaM CBsi3U. B ciydae
HalpaBJIEHUs 3arpoca YIMOJIHOMOYEHHOro (elepaabHOro OpraHa MCIOJHHUTEIbHON BJIACTH MO IMOYTE
3aKa3HbIM IHCbMOM OH CUMTAETCSl IOJIYYEHHBIM [0 HCTEUEHUM IIECTH JTHEH ¢ JaTbl HalpaBiICHUS
3aKa3HOIo MHUChMa.

7. 3asBUTENb 00s3aH IPEICTAaBUTh OTBET HA 3alpOC YIOJHOMOYEHHOIO (peiepalibHOr0 OpraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBIMIAIOIINN JIEBTHOCTA PabOYMX JHEH CO JHS €ro MOoJIydeHUs.
Cpok, yka3zaHHBIH B 4acTH 5 HACTOSIIEW CTaThbU, MPUOCTAHABIMBAETCSA CO JHS HAIpaBIICHUS 3asSBUTEIIO
3arpoca yIMoJIHOMOYEHHOTo (elepaJbHOro OpraHa HCIOJHUTEIbHONM BIAcTH A0 JTHS MOJYYEHUS HM
COOTBETCTBYIOILIETO OTBETA U HE YUUTHIBAETCS IPU UCUMCIEHUH CPOKA MOATBEPK/IEHUS FOCYAapCTBEHHOM
PETUCTPALIMU JIEKAPCTBEHHOTO Mpenapara.

8. OcHoBaHMEM [UIsl OTKa3a B IPOBEJEHUHM OJKCHEPTU3bl OTHOIICHUS O0XKHMJIA€MOM TMONb3bl K
BO3MO)XHOMY PHUCKY IPHMEHEHHs JIEKAPCTBEHHOI'O Ipenapara sBJISETCS IPEICTaBICHHE TOKYMEHTOB,
CoJIepKallliX pe3yabTaTbl MOHUTOPUHTA 3(PPEKTUBHOCTU U OE30MIaCHOCTHU JIEKApCTBEHHOTO Mpernapara, u
(M) B OTHOLIEHWH OWOJIOTHYECKUX JIEKApPCTBEHHBIX IPENapaToB pPe3yJIbTAaTOB OCYIIECTBICHUS
MEPONPUITUA B COOTBETCTBUM C IUIAHOM YIIPaBJICHUS PHUCKAMH, YTBEP)KIEHHBIM YIIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIOJHUTENBHONW BIACTU HPU OCYLIECTBICHUM TI'OCYJApCTBEHHOM pErucTpaluu
JIEKapCTBEHHOI'0 Ipemnapara, B HEMOJHOM OObeMe, OTCYTCTBHE HH(pOpMaluu, MOATBEpXkAaromel (axkt
YILIaThl TOCYJApPCTBEHHOM MOIIIMHBI 3a MOATBEPKACHUE IOCYAAPCTBEHHOM PETUCTPALlUK JIEKAPCTBEHHOTO
npemnapara, 1100 HelpeICTaBICHUEe 3asBUTEIIEM B YCTAHOBJICHHBII CPOK OTBETAa Ha YKa3aHHBINA B 4acTH 6
HACTOSIIEH CTaThU 3alpOC YIMOJTHOMOUYEHHOTO (hefiepaibHOTO OpraHa MCIOJHUTEIBHON BJIACTH, a TaKXkKe
OTCYTCTBHE B YKa3aHHBIX JOKyMEHTaX MH(pOpMAaIMH, KOTOpas J0JKHA ObITh B HUX OTPa)kKeHa.

9. Okcmepru3a OTHOLIEHMS OKHMJAEMOW TIOJIB3bI K BO3MOXXHOMY PHCKY HPHUMEHEHUs
JIEKapCTBEHHOI'0 Tpemnapara B LENsAX MOATBEP)KJIEHUS TOCYyAapCTBEHHOW perucTpainuy JeKapCTBEHHOTO
npenapara MpOBOAUTCS KOMHUCCUEN JKCIIEPTOB AKCIEPTHOIO YUPEXKAECHHUS B CPOK, HE IPEBBILIAIOIIMM
COpOKa pabouyux JTHEH.

10. B cinyyae HEIOCTaTOYHOCTH NMPEACTABIEHHBIX 3KCIEPTY MATEPUAIOB JUIsl JauM 3aKIIOYEHUs
JKCIIEepPT 0Opamiaercs K pyKOBOAUTENIO SKCIEPTHOTO YUPEXKIECHUS O MPEIOCTABIEHUN €My HEOOXOIUMBIX
MaTepHajoB. PyKOBOIUTENb SKCHEPTHOTO YUYPEKICHHUS OOpaIIaeTcsi ¢ COOTBETCTBYIOIIUM 3allpocoM B
YIOJIHOMOYCHHBIA (efiepalbHbIi OpraH HCTIOJHUTEIBLHOW BIACTH, BBIJAABIINN 3a/JlaHWE Ha IMPOBEIACHHUE
DKCIEPTU3bl OTHOILIEHUS O0XXHMIAeMOM MOJb3bl K BO3MOXHOMY PHCKY IPHUMEHEHMs JIEKapCTBEHHOIO
npenapaTta Ha OCHOBAHMM JOKYMEHTA, COJEpXKALEro pe3ylbTaTbl MOHMTOPUHIA 3()()EKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOTO Mpenapara. B Teuenue nsatu pabouux AHEH co JHs MOCTYIUIEHHUS 3arpoca
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PYKOBOJIUTENSI SKCIIEPTHOTO YUPEKICHUS YKa3aHHBIM (efepaibHbld OpraH HCIOJHUTEIBFHON BIIACTH
HAIpPAaBIISET 3asBUTEIIO 3aMPOC O MPEICTaBICHUM HEOOXOJUMBIX MaTE€pHAIOB, KOTOPHIH MOXET OBITh
IIEepeaH YIOJIHOMOYEHHOMY IIPEICTABUTENIO 3asiBUTENS JIMYHO I10J PACIUCKY, HAIpaBiI€H II0 I104YTE
3aKa3HbIM MHUCHMOM HIJIM MEPEAaH B ANEKTPOHHOU GopMe MO TEIEeKOMMYHUKAIIMOHHBIM KaHaiaM cBsi3u. B
cllyyae HaIpaBIICHHs 3arpoca YIMOJIHOMOYEHHOTO (elepanibHOTO OpraHa HCIOJHUTENBHOW BJIACTH II0
IIOYTE 3aKa3HBIM MHUCbMOM OH CUMTAETCS MOJIYYEHHBIM IO UCTEUYEHHUU LIECTU JHEH C JaThl HAIPABICHUS
3aKa3HOr0 MMUChMa.

11. 3asBuTens 00s3aH MPEICTAaBUTh OTBET HAa 3allpOC YIMOJIHOMOYEHHOro (eepalibHOr0 OpraHa
UCTIOJIHUTENIHOW BJIACTU B CPOK, HE MPEBBIIAIOMINN MIECTHUACCATH pabouux AHEH CO JHS TMOJIydeHHs
YKa3aHHOTO 3ampoca. YMOJIHOMOYEHHBIN (enepaibHbli OpraH HCHOIHUTENBbHOM BIIACTH, BbIIABIIUI
3a/laHue Ha IIPOBEJCHUE IKCIIEPTU3bI OTHOLIEHHS OKUIAEMOM I10JIb3bl K BO3SMOKHOMY PUCKY IPUMEHEHUS
JIEKApCTBEHHOI'0 IIpernapara HAa OCHOBAHUM JOKYMEHTa, COJEpXKAIIero pe3yiabTaThl MOHHMTOPUHIA
3 PEeKTUBHOCTH M 0€30IMaCHOCTH JIEKAPCTBEHHOTO Tpernapara, B TEYCHHE MATH pabouux JHEH CO THS
MOCTYIJICHUSI OT 3asBUTENSI OTBETA HA 3aIPOC YIOJIHOMOUYEHHOTO (eiepaibHOro opraHa UCHOIHUTEIbHOM
BJIACTH HAIPABJISIET 3TOT OTBET B JKCIIEPTHOE ydpexkaeHHe. B ciaydae HenmpencTaBlIeHHs 110 UCTCUYECHHUH
HIECTUIECATH pabounx JHEW 3asgBUTENIEM OTBETa HAa YKA3aHHBIM 3alpoc YHOJTHOMOYEHHBIN (enepanbHbli
OpraH MCIIOJIHUTEIbHON BJIACTH, BHIJABIIMN 33/1aHUE HA [TPOBEJICHUE IKCIEPTU3bl OTHOLIEHUSI 0XKH1aeMOM
MOJIb3bl K BO3MOXXHOMY PHCKY IPUMEHEHHUs JIEKapCTBEHHOI'O Ipernapara Ha OCHOBAaHWU JOKYMEHTA,
COJIepIKAIIETO PE3yIbTaThl MOHUTOPUHTA 3(h(hEeKTHBHOCTH U 0€301MaCHOCTH JIEKAapCTBEHHOTO Ipernapara, B
TEYEHHE MATU pabOYMX JHEH HampaBisSeT B HKCIEPTHOE YUPEKICHHE YBEIOMIICHUE O HEMpEACTaBICHUU
3asBHTENIEM OTBETA Ha 3alpoC YKa3aHHOIO opraHa. Bpems co aHS HampaBiIeHMs 3ampoca 3KCIEPTHOIO
YUPEXKJIEHUSI B YHNOJIHOMOYEHHBIH (heepanbHblii OpraH WCIOJHUTENBHOW BIACTH JO JHS MOJyYeHUs
DKCIIEPTHBIM YUPEKICHUEM OTBETA HA 3aIIPOC WIIM YBEAOMIICHHUs O HEIIPEACTABICHUHM OTBETA HA 3aIIPOC HE
YUUTBHIBAECTCS TPU HCYHUCIEHUU CPOKA IPOBENEHUS DKCIIEPTU3bl OTHOLIEHUS OKUIAEMOW IIOJB3Bl K
BO3MOYKHOMY PHUCKY NPUMEHEHHsI JIEKAapCTBEHHOI'O IpernapaTta Ha OCHOBAHWM JOKYMEHTA, COJEPKAILEro
pe3ysbTaThl MOHUTOPHUHTA 3()(PEeKTUBHOCTU M G€30MaCHOCTH JIEKapCTBEHHOI'O Mpenapara.

12. B cpok, HE MPEBBIMIAIONINHN JAECITH pabOUnX JTHEW CO JHS MOTYyYEHHUs 3aKIIOUYEHUS KOMUCCUU
JKCIIEPTOB IO pE3yJIbTaTaM JKCIEPTU3bl OTHOLIEHUS O0XXHMJAeMOM IOJIb3bI K BO3MOXXKHOMY PHCKY
IPUMEHEHHUs JIEKAPCTBEHHOrO Mpernapara, COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIH (enepalibHblil opran
VCIIOJIHUTENILHOM BJIACTH:

1) ocymiecTBisieT OLIEHKY 3TOr0 3aKJIOYEHHS JJIsl ONMPEIENIEHUsI €ro COOTBETCTBHUS 3a/laHUIO0 Ha
IIPOBEJCHUE YKa3aHHON DKCIIEPTU3BI;

2) NpUHUMAET pEeUIeHHE O MOJATBEP)KIEHUU TOCYIapCTBEHHONW PETUCTPALMU JIEKAPCTBEHHOIO
npenapara Ui 00 0TKa3e B HOATBEPKIEHUH rOCyIapCTBEHHON PEerucTpaliiy JeKapCTBEHHOT'O Mpenapara;

3) BHOCHT TMpU TNPUHATUU PELIEHUS O TMOATBEPKACHUU TOCYIapCTBEHHONW pPErucTpaluu
JIEKapCTBEHHOI'0 IIpenapara CBEJIEHUS B T'OCYIAapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJICTB U BBIJAET
3asIBUTEII0 OECCPOUHOE PErHCTPAIIMIOHHOE YAOCTOBEpEHHUE JIEKAPCTBEHHOTO Mpernapara.

Wndopmarys 06 M3MEHEHHSAX:
Yacmw 13 usmenena c 15 uonsa 2018 2. - @edepanvhuiii 3axon om 4 utons 2018 2. N 140-D3

Cm. npedvioyuyro pedakyuio
13. OcHoBaHMeM AJig OTKa3a B MOATBEPKIECHUU TOCYAApPCTBEHHON perucrpanuu JeKapCTBEHHOTO
mpenaparta SBISETCS 3aKJIIOYEHHE COOTBETCTBYIOUIETO YIOJHOMOYEHHOIO (enepalbHOrO opraHa
WCIIOJIHUTENIbHOM BJIACTU O TOM, YTO PHUCK MPUYMHEHHUS Bpela 3J0pOBbIO0 YEJIOBEKAa WM >KMBOTHOTO
BCJIEZICTBHE TIPHEMA JICKAPCTBEHHOTO TIpernapara npeBbimaeT 3QGeKTHBHOCTh €T0 TPUMEHCHUS.
14. B mnepuon mnpoBeAeHHS MpOLEAYypbl MOATBEPKICHUS TOCYIApPCTBEHHOW pErucTpaluu
JIEKapCTBEHHOTO TMpernapata ero oopamierune B Poccuiickoit deaepannn He MPUOCTAaHABINBACTCA.

Wndopmarus 06 H3MEHEHUSX:

Yacmy 15 usmenena c 13 asecycma 2019 2. - @edepanvusiii 3axon om 2 aszycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro
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15. Homyckaercst oOpalieHHe JIEKapCTBEHHBIX IIPENaparoB O HCTEYCHHsS CPOKa TOJHOCTH,
IPOU3BEICHHBIX B TEYEHHWE CTa BOCBMHJICCATH KAJICHIAPHBIX JHEW TMOcie JaThl MPUHITHS
YIIOJIHOMOYEHHBIM  (peIepajIbHBIM OpPraHOM HCIOJHUTENBHOW BJIACTH PELICHUS O TOATBEPKICHUN
rOCy/IapCTBEHHOW pErucTpaluy, B COOTBETCTBHM C HH(OpMAIMEH, coaepkaleiicss B JOKyMEHTax
PEruCTPalMOHHOIO J1I0ChE Ha JIEKApCTBEHHBIN Mpernapar 10 AaThl IPUHATHUS TAKOTO PEIICHUS.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 29 HaCTOSIIETO CDez[epanLHoro 3aKOHa

Crarba 30. Buecenune n3MeHEHUM B JIOKYMEHTBI, COACPKAIIMECS B PETUCTPALIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpenapar Jyisi MEAUIIMHCKOTO IPUMEHEHUS

Wndopmarus 06 H3MEHEHHSIX:
Yacmo I usmenena c 15 uons 2018 2. - @edepanvhuiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio

1. B memsix BHeCEHUS M3MEHEHHWI B JIOKYMEHTHI, COJEPIKAIIUECS B PETHCTPAIIMIOHHOM JIOChEe Ha
3aperUCTPUPOBAHHBIN JICKAPCTBCHHBIM TNpenapar Ui MEIUIIMHCKOTO TNPUMEHEHUs, ICp)KaTeNlb WU
BJIAJIENICl] PETUCTPAIIMIOHHOTO YAOCTOBEPEHHUsS JIEKAPCTBEHHOIO Tpenapara WM 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 YIOJHOMOYEHHBIM (heiepalibHbIM OPTaHOM HCIIOJIHUTEIILHOW BJIACTH, U TPUJIaracMble K
HEMYy M3MCHEHUS B YKa3aHHBIE JOKYMEHTBI, a TaK)Ke JIOKYMEHTHI, MOJATBEPKIAIONINE HEOOXOIUMOCTh
BHECCHUS TAKMX U3MCHCHUH.

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

Cm. npedvloywyro pedaKyuio

1.1. Ilpu HEOOXOUMOCTH BHECEHUSI B JOKYMEHTBI, COJIEPKAIIHNECS B PETUCTPAITMOHHOM JIOChE HA
3apEeTUCTPUPOBAHHBIA JIGKAPCTBEHHBIM TMpemapar s MEIUIMHCKOTO IPUMEHEHHs, HW3MEHEHUH,
YKa3aHHBIX B IYHKTE 3 4YacTu 2 HACTOALIEH CTaThU U TPEOYIOMMX MPOBEACHUS SKCIEPTU3BI KauecTBa
JICKAPCTBEHHBIX CPEJCTB, 3asBUTENb JOMOJIHUTEIHHO MPEACTABISET B YIOJHOMOYEHHBIN (eaepanbHbIil
OpraH UCIIOJIHUTEIBHON BIACTH CBEJACHUSA O J1aT€ MPEAOCTABICHUS U PETUCTPAIMOHHOM HOMEPE JIMIIEH3U U
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB WM CBEJEHHUS O JaTe MPEJOCTABICHHUS U PETUCTPALMOHHOM
HOMEpPE 3aKJIIOUYECHHUS] O COOTBETCTBUU IMPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEeOOBAHUSM TMPABHUII
HaJJeXKalleld TMPOU3BOJICTBEHHOW TPAKTHKH, BBIIAHHBIX (MIPEIOCTABIECHHBIX)  YIIOJTHOMOYEHHBIM
dbenepalbHBIM OPraHOM HCIOJIHUTENBHON BJIACTU B OTHOIICHWH W3MEHEHHOW W (WJIM) JOTOJTHEHHOU
MPOU3BOJCTBEHHON IUIOIIAAKK JIEKAPCTBEHHOIO Mpemapara, B cllydyae, €clid IPOU3BOACTBO
JIEKapCTBEHHOTO TIpemapara ocyimecTBisiercss B Poccuiickoit deneparuu, 1100 CBEICHHS O JaTe
NPEAOCTABICHUS M PETUCTPALIMOHHOM HOMEPE BBIIAHHOW YIOJHOMOYEHHBIM OPraHOM CTpaHbl
MPOU3BOAUTENS JIMIIEH3UU HA MPOU3BOACTBO JIEKAPCTBEHHOTO Mpenapara u €€ MepeBo/l Ha PYCCKUM S3BIK,
3aBEpPEHHBIE B YCTAHOBIICHHOM TOPSJIKE, a TAaK)KE CBEACHUS O JaTe MPEAOCTABICHUS U PETUCTPALIMOHHOM
HOMEpPE 3aKJIIOYECHHS] O COOTBETCTBHUU IMPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM TIPABUI
Ha/JIeXKAIIeld MPOM3BOACTBEHHON MPAKTUKH, BBIIAHHOTO YIIOJHOMOYEHHBIM (elepalbHbIM OpraHOM
WCIIOJTHUTEIIbHOW BJIACTU B OTHOIICHWW W3MEHEHHOW W (Wu) JOIMOJTHEHHOW TPOW3BOJICTBEHHOM
IJIOLIAJIKA JIEKAPCTBEHHOTO IMpemnapara, WIM CBEACHHUS O JaTe MPEAOCTaBICHUS M PErHCTPALMOHHOM
HOMEpE pEeIIEeHUsl YNOJIHOMOYEHHOIo (heepaJbHOr0 OpraHa MCIOJHUTEIbHOW BIIACTH O MPOBEACHUU
WHCIIEKTUPOBAHUS  MPOU3BOJUTENS]  JIEKAPCTBEHHBIX CPEACTB B  Cily4yae, €ClId MPOU3BOACTBO
JIEKapCTBEHHOT0 IIpernapara OCyIIeCTBIAETCs 3a npeneamu Poccuiickoit denepanum.

Wndopmarus 06 H3MEHEHUSX:
Yacmy 1.2 usmenena c 1 sneapsa 2021 2. - @edepanvuviii 3axon om 27 0exabpsa 2019 2. N 478-D3
Cm. npeovloyuyio peoakyuro
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1.2. [Ipu HEOOXOAUMOCTH BHECEHUS B JIOKYMEHTHI, COJICPIKAIINECS B PETUCTPAIMOHHOM JI0ChE Ha
3aperUCTPUPOBAHHBIM  JIEKApCTBEHHBIM Mpemapar Juid MEAMLMHCKOTO IPUMEHEHHs, W3MEHEHMH,
yKa3aHHBIX B MyHKTE 4 4yacTu 2 HACTOALICH CTaTbU M TPEOYIOIIMX TNPOBEICHUS SKCIEPTU3BI KayecTBa
JIEKapCTBEHHBIX CPEICTB, 3asBUTENb JOIMOJHUTEIBHO IMPEACTABISACT B YHNOJHOMOYECHHBIN (elnepanbHbIi
opra”n HCITOJTHUTEILHOM BIACTH CBCACHUA O JAaTC NPCAOCTABJICHUA U PErUCTPAIMOHHOM HOMEPC JIMIICH3UN
Ha IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB MJIM CBEJIEHHS O JaTe MPEJOCTaBICHUS U PErUCTPAllMOHHOM
HOMCPC 3aKIIOYCHHA O COOTBCTCTBHU IMMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB Tpe6OBaHI/ISIM ImpaBuJI
Ha/uIeKalled IPOM3BOJICTBEHHON IMPAKTUKH, BBIAAHHBIX (IPEAOCTABIEHHBIX)  YHOJHOMOYEHHBIM
q)ellepa.HBHBIM OpraHomMm WCIIOTHUTEILHON BJIACTH B OTHOIICHHH HpOH?;BOI[CTBGHHOﬁ IJI0maaKu
JIEKapCTBEHHOT 0 IIpernapara, B ciydae, €Clid IPOU3BOJICTBO JIEKAPCTBEHHOIO IIpenapaTa OCyIIeCTBISIETCS B
Poccuiickoit denepannu, 1100 CBENEHUS O AATE MIPEIOCTABICHUS U PETUCTPALIMOHHOM HOMEPE BbIAAHHOMN
YIIOJIHOMOYEHHBIM OpPraHOM CTPaHbl IPOU3BOJAMUTENS JIUIEH3MM Ha MPOU3BOJACTBO JIEKAPCTBEHHOI'O
Ipernapara u ee MepeBoji Ha PYCCKUN S3bIK, 3aBEPEHHbIE B YCTAHOBJIEHHOM IOPSJKE, a TAKXKE CBEACHUS O
JaTe NpPEeJOCTaBIICHUS M PETUCTPALlMOHHOM HOMEpE 3aKIIOUEHUs] O COOTBETCTBMM IPOU3BOAUTEIIS
JICKAPCTBCHHLBIX CPCIACTB Tpe6OBaHI/I$IM ImpaBuJI Haﬂnemameﬁ HpOPI?.BOIICTBGHHOI\/JI IMPAaKTUKH, BBIJAHHOI'O
YIIOJIHOMOYEHHBIM (hefiepalIbHbIM OPraHOM HCIOJHHUTEIbHON BJIACTH B OTHOIIEHUH NPOU3BOJCTBEHHON
IUIOLIA/IKK JIEKAPCTBEHHOT'O Ipenapara, WIM CBEJIEHUS O JaTe IPEJOCTaBIECHUS U PErucTPaliOHHOM
HOMEpE pellIeHHs] YINOJHOMOUYEHHOro (eaepaJbHOrO0 OpraHa HCHOJHHUTENbHOM BIACTH O IMPOBEAECHUU
UHCIIEKTUPOBAaHUS IPOU3BOAMTENS JIEKAPCTBEHHOIO CpEACTBA B ClIydae, €cClId IPOU3BOJACTBO
JIeKapCTBEHHOT O IIpernapara ocylecTBiseTcs 3a npeaenamu Poccuiickoit @enepanuu.

Undopmarist 06 n3MEHEHUX:

Cmamows 30 dononnena wacmoio 1.3 ¢ 15 utonusn 2018 2. - @edepanvhuiii 3akon om 4 utonsn 2018 2. N
140-D3
1.3. Ilpunsitue pemieHus O BHECEHHHM W3MEHEHHWH WM 00 OTKa3e BO BHECEHHHM W3MEHEHUU B
JOKYMEHTBI, COJCpIXKAIHeCs B PETUCTPAMOHHOM JI0OChe Ha 3apeTrHCTPHUPOBAHHBIA JICKAPCTBEHHBIN
npemnapar Ui MEAUIUHCKOTO MPUMEHEHHS, B Cllydyae HeOOXOAUMOCTH TIPOBEACHHSI HKCIIEPTU3BI KaueCcTBa
JICKAPCTBEHHBIX CPEACTB W (WJIM) SKCIIEPTU3bI OTHOIICHUS OXHIaeMOU TOJB3bl K BO3MOXKHOMY PHUCKY
NPUMEHEHHUS JIEKapCTBEHHOTO IMpernaparta il MEIUIIMHCKOTO MPUMEHEHHs OCYIIECTBISETCS B CPOK, HE
MIPEBBINIAOIINIA JEBSHOCTA pabOYMX JHEH, a B OCTAIBHBIX CIIydasx B CPOK, HE MIPEBBIIAOIIANA TPUIIATH
pabounx THEN cO AHS TPUHSITHUS YIMOIHOMOYEHHBIM (peiepallbHbIM OPraHOM HCIIONHUTEIHHOU BIIACTU
3asIBJICHUS O BHCCCHUU TaKUX H3MCHCHHM.

Wndopmarys 06 n3MEHEHHSAX:

Cmamows 30 oonoanena uacmoio 1.4 ¢ 1 mapma 2020 e. - Dedepanvuvwiii 3axon om 27 dexaobps 2019 e. N
475-D3
1.4. YnonHoMoueHHBIH (enepanbHblii OpraH HCHOJHUTENIBHON BJIACTH C YYETOM pe3YNIbTaToOB
dapmakoHag30pa M MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEJICTB, HAXOISAIIUXCA B TPAKIAHCKOM
000pOTe, YCTAaHOBJEHHBIM TpPEOOBAHMUAM K HX KA4yeCTBY B TEUEHHUE JECATH pabouyux JHEH co JHA
MOCTYIUIEHUSI COOTBETCTBYIOIIEH HH(pOpMAIMM pa3MeIlaeT Ha CBOeM O(UIMAIbHOM CalTe B CETH
"UuTepHer" cBeleHUss O HEOOXOAWMOCTH BHECEHHS B HMHCTPYKLHIO 10 MEIULHUHCKOMY MPUMEHEHHIO
JIEKapCTBEHHOI'0 Ipernapara W3MEHEHMH B OTHOUIEHMM CBEACHMM O IMOKAa3aHWAX [ NPUMEHEHHS M
MPOTUBOMNOKA3aHUAX JJIsi IPUMEHEHHSI JIEKapCTBEHHOTO IperapaTa, BBISBICHHBIX MOOOYHBIX JEHCTBUSIX,
HE)KENNATeNbHBIX PEeaKkIHUAX MPHU NPUMEHEHUH JIEKapCTBEHHOrO Ipernapara M yBEAOMISIET 00 3TOM B
2JIEKTpOHHOU (hopme wimm muchbMeHHOW QopMe (Ha OyMaKHOM HOCHUTENE) JeprKaTeisl WIIM Blajenblia
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS! JIEKapCTBEHHOIO Mpernapara (MM YIOJIHOMOYEHHOE MM JApYyroe
IOPUAMYECKOE JIMILO), a TakXKe JepKaTelell WIM BIAJeNblieB PEruCTPAllMOHHBIX yIOCTOBEPEHHM
JIEKapCTBEHHBIX NPENapaToB (UM YIOJHOMOYEHHBIX UMH IPYTUX IOPUAUUYECKUX JIUL), KOTOPBIE SIBIISIFOTCS
B3aUMO3aMEHSIEMbIMH.

Wndopmarius 06 H3MEHEHUSX:

Cmambs 30 donoanena yacmoto 1.5 ¢ 1 mapma 2020 2. - @edepanvhwiil 3akon om 27 dekabpa 2019 o. N
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475-D3

1.5. [dep>xaTenp WM BlaJeliel] PErUCTPAMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Ipernapara, a
TaKKe JIepKaTesld WIW BIIAJENbIbl PErUCTPALIMOHHBIX YOCTOBEPEHUM JIEKAPCTBEHHBIX MpenaparoB (MiIu
YIIOJTHOMOYEHHbIE UMHU APYTUE IOPUIUYECKUE JUIa), KOTOPbIE SBJSIOTCS B3aUMO3aMEHSIEMBIMU, 00S3aHbI
MPEJICTABUTh B YIIOJTHOMOYCHHBIN ()eiepaibHbIN OPTaH HUCIIOJIHUTEIBHON BIACTH 3asBJICHHUS O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJIEpKallhecs B PETUCTPALMOHHBIX JOChE€ Ha 3aperucTpUpOBaHHBIC
JIEKApCTBEHHBIEC TIpenaparbl sl MEIUIIMHCKOrO MPUMEHEHHS, B OTHOIICHHHM CBEACHUM, YKa3aHHBIX B
MHCTPYKIUHU [0 MEAMIIMHCKOMY IMPUMEHEHHIO JIEKApCTBEHHBIX MpEnaparoB, B TEYCHHE COpOKa pabouux
THEH CO JHA pa3MelIeHUS YIIOJTHOMOYEHHBIM (eAepabHbIM OpPraHOM WCIIOTHUTEIBHOW BIIACTH
uH(popMalnyu, ykazaHHo! B yactu 1.4 Hacrosmieil crateu. JlanHoe TpeOoBaHUE HE pacHpOCTpaHSIETCs Ha
Clly4yau BHECEHHUs B MHCTPYKLIMIO MO MEAUIMHCKOMY IPUMEHEHHMIO JIEKApCTBEHHOrO Ipenapara
M3MEHEHUH B OTHOIIIEHWU HOBBIX MMOKa3aHUU JIJIsl MPUMEHEHHUS JIEKApCTBEHHOTO Mpernapara Ha OCHOBaHHUH
Pe3yJIbTaTOB COOTBETCTBYIOLUX UCCIIET0BAHUM.

Wuopmarus 06 H3MEHEHHSIX:

@eoepanvrvim 3akonom om 22 oOexkabps 2014 2. N 429-D3 wacme 2 cmamvu 30 nacmosiwyezo
DedepanbHoco 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm yacmu 6 npedvloyuell pedaKyuu

2. DKcnepTu3a JIEKapCTBEHHBIX CPEACTB B YaCTH DKCIIEPTHU3BI KAUeCTBA JIEKAPCTBEHHOTO CPECTBA
U (WJIM) DKCTIEPTH3bl OTHOLICHHS 0’KUIAEMOM IMOJIb3bI K BO3MOKHOMY PUCKY MPUMEHEHHSI JICKAPCTBEHHOTO
npenapara Jjisi MEAUIUHCKOTO MPUMEHEHHS MPOBOJUTCS B CIydae BHECEHUS M3MEHEHHH B JIOKYMEHTHI,
coJiepKaliecss B PErHCTPAIMOHHOM JIOCh€ Ha 3aperdCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipernapar, B
OTHOILICHUH:

1) cBeneHuid, yka3aHHBIX B MHCTPYKLHHM IO MEIUIMHCKOMY INPUMEHEHHUIO JIEKapCTBEHHOI'O
npernapara:

a) JeKapcTBeHHas (hopMa C yKa3aHWEeM HaUMEHOBAaHUI M KOJIMYECTBEHHOTO COCTaBa JEHCTBYIOLINX
BEIIECTB M KAYEeCTBEHHOTO COCTaBa BCIIOMOTATENILHBIX BEIIECTB (ITPH HEOOXOAMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOT'aTEJIbHBIX BEILECTB);

06) dapmakoguHamMuka W (apMakOKMHETHKA (32  HWCKIIOYEHHEM  (hapMaKOKHHETUKH
TrOMEOIAaTHUECKUX JEKapCTBEHHBIX MPENapaToB U paCTUTENIbHBIX JIEKAPCTBEHHBIX MIPENapaToB);

B) IMOKa3aHUs JUIsl IPAMEHEHHS,

T') IPOTUBOMOKA3aHUs JJIsl IPUMEHEHUS;

1) MEPHI MTPEIOCTOPOIKHOCTH TP MPUMEHEHHH;

€) YyKa3zaHHe BO3MOXHOCTU M OCOOCHHOCTEH NpPHUMEHEHMs JIeKapCTBEHHOIO Ipernapara s
MEIUIIUHCKOTO TPUMEHEHUS OCpeMEHHBIMH JKEHIIMHAMH, OJKCHIIMHAMH B TEPHOA  TPYIHOTO
BCKapMJIMBaHMs, I1€TbMH, B3POCIBIMHU, UMEIOIIUMHU XPOHUYECKHE 3a00JI€BaHuUS;

) PeXKHUM JO3UPOBAHUS, CIOCOOBI BBEACHUS M NMPUMEHEHHS, TIPH HEOOXOAMMOCTH BpeMs prUeMa
JIEKapCTBEHHOTO Tpernapara, MpoJO/LKUTENBHOCTD JICYEHUs, B TOM YHUCIe y JeTed J0 M IMOcie OJHOTro
roja,

3) BO3MOXHBIE TOOOYHBIE ACHCTBUS U HEXeIaTeIbHbIE pEaKkIMy IPU NPUMEHEHHH JEKapCTBEHHOTO
npernapara;

¥) CUMIITOMBI TIEPEI03UPOBKHU, MEPHI IO OKA3aHUIO TOMOILHU TPH MEePEI03UPOBKE;

K) B3aUMOJICHCTBHUE C APYTUMH JICKAPCTBEHHBIMH TTpeTiapaTaMy U (FITH) MUIIEBBIMA TPOTYKTaMU;

1) (OpMBI BBIITyCKa JIEKAPCTBEHHOT'O Mpenapara;

M) ykazaHue (Ipu HEOOXOJIHMMOCTH) OCOOEHHOCTEH NeHCTBUS JIEKQpCTBEHHOrO Ipemnapara MHpu
HEPBOM IIPHEME HJIU TIPU €T0 OTMEHE;

H) CBEJICHHsI O BOBMOXKHOM BITMSTHUH JIEKAPCTBEHHOTO Tperapara Juisi MeJUIIHHCKOTO IPUMEHECHHUS
Ha CIIOCOOHOCTD YIPABIISATh TPAHCIIOPTHBIMHU CPEICTBAMH, MEXaHU3MaMH;

0) CPOK TFOJTHOCTH U YKa3aHHE Ha 3allpeT MPUMEHEHHU JeKapCTBEHHOTO Mpenapara no MCTEYeHUU
CpOKa roJTHOCTH;
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I1) YCJIOBUSI XpaHEHUS;

P) YCIIOBHUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOIO Mpenapara Jijisi MeJUIUHCKOTO PUMEHECHHS;

3) U3MEHEHUs MecTa MPOU3BOCTBA JIKAPCTBEHHOTO MperapaTa Jisi MEAUIIMHCKOTO TPHUMEHEHHS;

4) n3MeHeHHs MmoKa3aTeliell KauecTBa JeKapCTBEHHOTO pernapaTa /i MEAULIUHCKOTO TPUMEHEHHS
U (WJIM) METOJIOB KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOTO Ipernapara JUisi MEJUIUHCKOTO TPUMEHECHHUS;

5) U3MeHeHus CpoKa rOJHOCTH JIEKApCTBEHHOTO Mperapara sl MEJUIIMHCKOTO IIPUMEHEHUS;

6) cBelIeHHMII 0 HEOOXOJAWMOCTH BHECEHUS MHBIX M3MEHECHUH B WHCTPYKIMIO 10 MEIHIIMHCKOMY
NPUMEHEHHIO JICKQpCTBEHHOTO TIpemapara, a TakkKe B HHbIE JOKYMEHTBI, COJepKaliuecss B
PETUCTPAIIMOHHOM JIOChe Ha 3aperuCTPUPOBAaHHBINA JIEKapCTBEHHBIM mpenapat. [Ipu 3Tom pemeHune o
IPOBEICHUH SKCIIEPTU3BI Ka4eCTBA JIEKAPCTBEHHBIX CPEJCTB U (MJIN) AKCIEPTH3bI OTHOIIECHUS OXKHUIAEMOI
MI0JIb3bI K BOBMOXKHOMY PHCKY ITPUMEHEHHS JICKAPCTBEHHOTO TpernapaTa Jjisi MEJIUIUHCKOTO TIPUMECHEHUS
NPUHUMAETCS B COOTBETCTBHH C  YTBEP)KICHHOH  yIOJHOMOYEHHBIM (helepalibHbBIM  OpPraHOM
UCITIOJIHUTEIILHOW BJIACTH Kiiaccu(uKalyuell M3MEHEHHWH, BHOCUMBIX B JOKYMEHTBI, COJACp)KalIHecs B
PETUCTPAIIIOHHOM JI0ChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Tpenapar.

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

Cm. npedvloywyro pedaKyuio

3. 3asiBUTEINb BIpaBe MPEJACTaBUTh 10 COOCTBEHHOW MHUIIMATHBE BMECTE C 3asBIICHUEM O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJEpKallMecs B PETHUCTPAMOHHOM JIOCb€ Ha 3aperucTPUpPOBAaHHBIN
JIEKAPCTBEHHBIM Ipenapar sl MEAULUHCKOrO MPUMEHEHHUs, KOIHUHU JIOKYMEHTOB, IMOATBEPKIAIOIINX
yILUIaTy TOCYJapCTBEHHOW MOLUIMHBI 3a BHECEHUE B JOKYMEHTBI, COJEpKAIlIUeCs B PErucTPalMOHHOM
JIOChE Ha 3apErHUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar sl MEAUIIMHCKOIO MPUMEHEHUs, U3MEHEHUH,
TpeOyIOIMX MPOBEACHUS DSKCHEPTU3bl JIEKAPCTBEHHBIX CPEIACTB B YaCTH OKCIEPTU3bl KayecTBa
JIEKapCTBEHHOTO CPEeACTBAa W (MJIHM) DKCIEPTU3bl OTHOIICHUS OXKHAAeMOH MOJIb3bI K BO3MOXKHOMY PHUCKY
IPUMEHEHHUS JIEKApCTBEHHOIO Mpenapara Uil MEIULIUHCKOTO MPUMEHEHHUs, rOCy1apCTBEHHOW MOILIUHBI
3a BHECEHHE B JIOKYMEHTBI, COJEpXallUecs B PErHCTPAllMOHHOM JIOChE€ Ha 3aperuCcTPUpPOBAHHBIN
JIEKapCTBEHHBIN IpenapaTr Uil MEIUIMHCKOTrO MPUMEHEHUs, U3MEHEHHUH, He TpeOyIOIMX MHpPOBEACHUS
9KCIIEPTHU3bI JIEKAPCTBEHHOTO CPEJICTBA, a TaKXKe BbIJaBacMble (IIPEIOCTaBIsEMbIC) YIOTHOMOYEHHBIMU
denepanbHBIMU OpraHaMH UCHOJHUTEIbHON BIAcTH JTOKYMEHTHI (CBEACHMSI), yKa3aHHbIe B yacTsax 1.1 u
1.2 Hactosmiedt crathu. B cinydae uX HempeAcTaBIeHUS YIOJHOMOYEHHBIH (QenepalbHbIil Opran
UCIIOJTHUTENIbHOM  BJIaCTWM  3ampaliuBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEIE€HHs) B  MOPSJIKE
MEKBEJJOMCTBEHHOTO MH()OPMAIIMIOHHOTO B3aUMOICHCTBUSI.

4. B Teuenue necsaTH paboyux JHEH cO JAHS MOCTYIIEHHs YKa3aHHOI'O B 4acTy | HacTosIen cTaTbu
3asBJICHUS U HEOOXOJMMBIX JOKYMEHTOB VYIOJHOMOYEHHBIN (enepanbHblii OpraH HCHOTHUTEIBHON
BJIACTHU:

1) mpoBOIUT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTH CBEJICHUM, COJIEPKAIINXCA B TIPEICTABICHHBIX
3asiBUTENIEM MaTepuanax;

2) TOpUHUMAET peuieHue O TMPOBEACHUU YKa3aHHbBIX B 4YacTU 2 HACTOALIEH CTaTbu
COOTBETCTBYIOIIMX 3KCIEPTU3 JIEKAPCTBEHHOI'O CPEJCTBA UM 00 0TKa3e B UX MPOBEICHUM;

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

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu
3) yBemoMIISIET B JICKTPOHHOM WIIM MUCBMEHHOW (popMe 3asBUTENSI O MIPHHITOM PEIICHUH WA B
Cllydae TPHUHATHS pEIIeHUs 00 OTKa3e B IMPOBEACHUU COOTBETCTBYIOUICH SKCIEPTH3BI C YKa3aHHEM
NPUYHMH TAKOTO OTKAa3a.

Wndopmarus 06 H3MEHEHUSX:

Deodepanvhvim 3akonom om 25 noaopa 2013 2. N 317-@3 cmamwva 30 nacmoswezo PedepanbHozo
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3AKOHA OONOIHeHA Yacmbvio 4.1

4.1. B ciyvae BBISBICHHS HEIOCTOBEPHOCTH CBEICHUH, COJEPKAIIMXCS B IPEACTABICHHBIX
3asIBUTENIEM MaTepUaliax, YIOJTHOMOYCHHBIN (elepalbHbIii OpraH HCIOJHUTEIHHOW BIACTH HAIPABIISCT
3aABUTEIIO0 3alpoc 00 YTOYHCHMHM YKAa3aHHBIX CBeJcHHM. JlaHHBIA 3ampoc MOXKET OBITh IepeiaH
YIIOJTHOMOYECHHOMY TMPEJICTABUTEII0 3asBUTENS JUYHO MMOJ PACHUCKy, HANpPaBleH IO IMOYTE 3aKa3HBIM
IUCBMOM WJIM TIepeJiaH B AJICKTPOHHOU (opMe MO TEeJIeKOMMYHHUKAIIMOHHBIM KaHallaM CBs3U. B ciydae
HAIPAaBIICHUS JTAHHOTO 3ampoca Mo MOYTe 3aKa3HbIM MUCHMOM OH CUUTACTCS MOJYYCHHBIM 10 HCTCUCHHUH
HIECTH JHEH ¢ JaThl HAIPABJICHHS 3aKa3HOTO ITUChMA.

Wndopmarius 06 H3MEHEHUX:

DedepanvHvim 3akoHom om 25 Hosopa 2013 e. N 317-@3 cmames 30 nacmoswezo Dedepanrbroco
3aKOHA OONOJIHeHA Yacmuio 4.2
4.2. 3asBuTenb 00s3aH MPEACTABUTH OTBET Ha 3alpoC YMOJIHOMOUYEHHOro (henepaabHOro opraHa
WCTIOJTHUTEIIEHOM BJIACTH B CPOK, HE MPEBBIMAIONINN JCBIHOCTA Pa0OYMX JHEH CO JHS TIOTYYCHHS
naHHoro 3ampoca. Cpok, yka3aHHbIH B uacTu 4 HACTOSIIEH CTAaTbM, MPUOCTAHABIMBACTCS CO JHS
HAIPaBIICHUS 3asBUTEIIO 3aIIPOCa YIOJHOMOYCHHOTO (e[epaTbHOr0 OpraHa MCIOJHUTEIBHON BIIACTH 10
JIHSI TIOJYYCHHUSI UM OTBETa Ha JIaHHBIA 3allpOC U HE YYHUTHIBACTCS NMPH HCUYUCICHHHM CPOKA MPHHSITHUS
pEelIeHUsT O BHECEHWH HW3MEHCHHUH B JIOKYMEHTHI, COJEpXKAIIHeCs B PETHUCTPAIMOHHOM JIOChe Ha
3aperuCTPUPOBAHHBIH JICKAPCTBEHHBIH Mperapar sl MEIUIIMHCKOTO IIPUMEHEHHUSL.

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-d3 6 uacms 5 cmamvu 30 nHacmosuezo
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywell pedaxKyuu
5. OcHoBaHMEM JUIsl OTKa3a B MPOBEACHUM YKA3aHHBIX B 4aCTW 2 HACTOSIIIEH CTAaTbU SKCIEPTU3
SBJISIETCS] TIPEJICTABIICHUE JTOKYMEHTOB, TIEPEUMCIECHHBIX B YacTaxX | ¥ 3 HacTosIIeH CTaThd, B HEMOJIHOM
o0bemMe, HEmpeJCTaBICHHUE 3asBUTEIEM B YCTAaHOBIEHHBIM CPOK OTBETa Ha YKa3aHHBIH B uactu 4.1
HACTOALIEH CTaTbU 3alpoC YIOJIHOMOYEHHOTO (heepaabHOrO0 OpraHa MCIOJHUTEIBHON BIIACTH, a TaKXkKe
OTCYTCTBHE B MPEACTABIEHHBIX TOKYMEHTaX JOCTATOYHBIX CBEICHHI, MOATBEPKAAOIINX HEOOX0IUMOCTh
BHECEHMS U3MEHEHUH, UM OTCYTCTBUE MH(OPMALIUU, MTOATBEPKAAIOIICH (DAKT yIUIaThl TOCY1apCTBEHHBIX
MOIUIMH, YKa3aHHBIX B YacTU 3 HACTOSIIIEH CTaThH.
6. YKkazaHHbIE B 4acTH 2 HACTOSIIEH CTaTbU HKCIIEPTU3BI TPOBOSATCSA B TOPSJIKE, 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
DeodepanbHoeo 3aKOHA 8HECEeHbL UsMeHeHuUs, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu

7. B cpok, HE TIPEBBIMIAONINN AECATH PadOYUX JTHEW CO JHS TOJYUYCHHs 3aKITFOYCHUN KOMUCCHHA
SKCHEPTOB IO pe3yibTaTaM yKa3aHHBIX B 4YacTW 2 HACTOAILIEH CTAaTbU 3KCHEPTH3, YNOJHOMOUYEHHBIN
dbenepanbHBI OpraH UCMIOJIHUTEIBHON BIACTH:

1) mnpuHMMaeT pelleHHe O BHECEHUM W3MEHEHUHW B JOKYMEHTBHI, COJAEpXKalluecs B
PETUCTPAIlMOHHOM JIOCh€ Ha 3apeTUCTPUPOBAHHBIA JICKAPCTBEHHBIH Tpemapar isi MEIUIIMHCKOTO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHUI,

2) BHOCHT B TOCYJapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEJICTB Ha OCHOBAaHWUU PEIICHUS O
BHECEHMH U3MEHEHUH B JOKYMEHTBI, COAECPKALIUECS B PETUCTPALIMOHHOM JIOChE Ha 3apPETUCTPUPOBAHHBIM
JIEKapCTBEHHBIN TIpemnapar Juisi MEIUIIMHCKOTO TIPUMEHEHHS, HEOOXOIMMbIE N3MEHEHHSI U BO3BpAIlaeT UX
3asIBUTEIIIO;

3) BbIIaeT 3asBUTEII0 HOBOE PETHMCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOrO Ipernapara B
clly4yae U3MEHEHHS CBEJCHUMN, COJIepKAIINXCS B HEM.

8. OcHoBaHMEM Mg OTKa3a BO BHECEHUM HW3MEHEHUH B JOKYMEHTHI, COJEp’Kallhecs B
PETUCTPALIMOHHOM JI0OCh€ Ha 3aperUCTPUPOBAHHBIM JIEKAPCTBEHHBIA Mpenapar Juisi MEAUIIMHCKOTO
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MMPUMCHCHUA, SABJIACTCA 3aKIIIOYCHHUEC YIIOJITHOMOYCHHOI'O q)e;[epaanoro opraHa HCIIOJIHUTEILHOM BJIACTHU O
BO3MO>XHOCTH CHHXKCHUA 6630HaCHOCTI/I, KadyeCTBa, BqJCI)CKTI/IBHOCTI/I JICKApCTBCHHOI'O CpC/CTBA B ClIy4dac
BHECCHMS TaKUX M3MCHCHHI.

Wndopmarus 06 H3MEHEHHSX:

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

Cm. mexcm uacmu 6 npeovioyujetli peoaxKyuu

9. Jlomyckaercsi oOpalleHne JIEKapCTBEHHBIX IPENapaToB JUIsi MEAMIMHCKOTO MPUMEHEHHS [0
UCTEUYEHUs CPOKa T'OAHOCTH, IPOU3BEAECHHBIX B TEUEHHE CTa BOCBMMJIECSATH THEH Mocie AaThl MPUHATUSL
YIIOJIHOMOYEHHBIM (peiepabHBIM OPraHOM HCTIOJIHUTENIFHOW BJIACTH PEIICHHS] O BHECEHHHM W3MEHEHUU B
JOKYMEHTBI, COJIepKalllMecs] B PETUCTPALMOHHOM J0ChE, B COOTBETCTBUU ¢ MH(OpMAIMe, coaepkaliencs
B JIOKYMEHTaX pEerucTpaliOHHOIO J0ChE Ha JIEKapCTBEHHBIM Ipernapar 0 JaThl MPUHSATHS TAaKOTO
peLIeHMS.

TAPAHT:

CwMm. xommeHTapuu Kk ctatbe 30 HacTosero denepabHOr0 3aKOHa

Crarbsa 31. BHeceHue M3MEHEHUN B JOKYMEHTBI, COIEPIKAIUECS B PErMCTPALMOHHOM J0ChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar uisi BETEPUHAPHOIO IPUMEHEHHUS

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

Cm. npedvloywyro pedaKyuio

1. B mensax BHeCEHHMs] U3MEHEHHMM B JIOKYMEHTBI, COJAEP)KALIMECS B PErMCTPALIMOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBINA JICKAPCTBEHHBIN TMpernapaTr il BETEPUHAPHOTO NPUMEHEHUs, AepkKaTellb WU
BIIAJI€JICL] PETMCTPALIMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOTO Mpernapara WM YIOJIHOMOYEHHOE WM
Jpyroe IpUInYecKoe JIMIO (Jlanee B HACTOSIIEeH cTaThe - 3asiBUTENb) MPEACTABISET B YIOJIHOMOYEHHBIN
denepanbHBIl OpraH HCIOJHUTENBHON BJIACTU 3asiBICHHE O BHECEHMHM TaKUX HW3MEHEHuil mo dopme,
YCTAaHOBJICHHOM YIOJTHOMOYEHHBIM (he/lepaibHBIM OPraHOM HCITOJIHUTEIILHOW BJIACTH, M MPUJIAraeMble K
HEMY M3MEHEHUS B YKa3aHHbBIE JOKYMEHTHI, a TakKe TOKYMEHTHI, MOATBEPKIAoIue HeOOX0IUMOCTh
BHECEHHMS TaKuX M3MeHEeHHH. [Ipr HeoOX0AMMOCTH BHECEHUS U3MEHEHHUH B JIOKYMEHTHI, COJIEPKAIIHECS B
PETHCTPALlMOHHOM JIOCh€ Ha 3apEerUCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mpenapar sl BETEPUHAPHOTO
MPUMEHEHUS, B CIy4YasX U3MEHEHUs U (W) TOTIOTHEHUS TTPOU3BOJICTBEHHOM TUTOMIAKU JIEKAPCTBEHHOTO
CpPeICcTBa, a TaKXe M3MEHEHUs IOKa3aTeleil KayecTBa JIEKAPCTBEHHOrO Mpernapara Jjisi BETEPUHAPHOTO
NpUMEHEHUs W (WJIM) METOJOB KOHTPOJS KadecTBa JIEKQPCTBEHHOTO IMperapaTta Jijisi BETEPHHAPHOTO
NPUMEHEHUS 3asBUTENb JOMOJHUTEIBHO TPEACTABIsET B YIOJIHOMOUYEHHBIH (enepaiabHbIi opraH
WCITOJTHUTEIILHON BJIACTH CJIEYIONTNE JOKYMEHTHI (CBEICHNUS):

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

Cm. npedvioyuyro pedakyuio
1) cBeneHust 0 gaTe MPEIOCTABICHUS U PETUCTPAIMOHHOM HOMEpE JIMIIEH3UU Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX  CPEJCTB, MPEIOCTABIECHHOM MPOM3BOAMTENIO JIEKAPCTBEHHOIO Mpernapara s
BETEPUHAPHOT0 IPUMEHEHUS, 111 POCCUMCKUX MPOU3BOIUTENEH;

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) cBefeHMs O JaTe MPEIOCTABICHUS M PErHCTPAIIMOHHOM HOMEpE JIMIICH3UMH Ha MPOU3BOJCTBO
JICKapCTBEHHBIX CPEJCTB, NMPEIOCTABICHHOW MPOU3BOAUTENIO (hapMaIleBTUIECKON CyOCTaHINH, BXOISIICH
B COCTaB JICKAPCTBEHHOTO IIpemapara s BETCPUHAPHOTO TPHUMEHEHUsS, M POCCHUUCKUX
MIPOU3BOAUTENECH;
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3) KOIKug JOKYMCHTA, BBIAAHHOTO YIIOJITHOMOYCHHBIM OpPTraHOM CTpaHbl MPOU3BOAUTCIIA JIA
Ka)KI0W MPOM3BOACTBEHHON IIOIIAAKU JIEKAPCTBEHHOI'O Mperapara JJisi BETepUHAPHOIO MPUMEHEHUS U
MOATBEPK/IAOIIET0 COOTBETCTBHE MPOU3BOAMUTENS JIEKAPCTBEHHOIO Mpernapata TPeOOBAHUSAM IpPABUII
HaJJIeXKalleld MPOU3BOJICTBEHHOW TMPAKTUKU, W €ro IepeBOJl Ha PYCCKUM S3bIK, 3aBEpEHHbIC B
YCTaHOBJICHHOM TOPSJIKE, a TaKKe KOIMHS 3aKIIOYEHUSI O COOTBETCTBUU MPOU3BOJIUTENS JICKAPCTBEHHBIX
cpeacTB  TpeOOBaHUSM  HpaBWJI  HaJUIeXkKalled  MPOM3BOACTBEHHON  NPAKTHKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (eIepaTbHBIM OpPTaHOM HWCIOJHUTEIBHON BIACTH JUISI KaXJIOM MPOU3BOACTBEHHOMN
IUTONIA/IKK JIGKAPCTBEHHOTO TIperapara JJjisi BETEPUHAPHOTO MPUMEHEHHs, JHO0 KOMHS pELIeHUs o
MMPOBCACHNHN HWHCIICKTUPOBAHUA MPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCACTB, MPUHATOr0 YIOJHOMOYCHHBIM
denepanbHbIM OpraHOM HCIOJHUTEIBHOW BIACTH JJIS  KaXKJIOW MPOM3BOACTBEHHON IUIOMIAJIKU
JIEKapCTBEHHOIO Iperapara il BETEpUHAPHOTO IPUMEHEHUA. Y Ka3aHHbIC JOKYMEHTHI IPEACTABIIAIOTCS B
cly4ae, €ecid MPOU3BOACTBO JIEKAPCTBEHHOIO IMpemapara JUiss BETEPUHAPHOTO  MPUMEHEHHUS
OCyILEeCTBIsIETCS 3a npenaenamu Poccuiickon denepanuu;

4) Komus JOKYMEHTAa, BBIJAHHOTO YMOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOAUTENS
(dbapManeBTUYECKON CYOCTAHIIMH U IMTOATBEPKAAFOIICTO COOTBETCTBHE MMPOU3BOAUTEIS (hapMalleBTUIECKOM
CyOCTaHIIMM, BXOIALICH B COCTaB JIEKAPCTBEHHOrO IIpermapaTa [Uisi BETEPUHAPHOTO NPUMEHEHUS,
TpeOOBaHUAM IpaBUJI HAJUIEKAIIEH MPOU3BOJICTBEHHOW MpPAKTHUKU, U €ro MEpeBOJ Ha PYCCKUH SI3BIK,
3aBepEHHBIC B YCTAHOBJIEHHOM IOPSJIKE, B Clydae, €Clid MPOU3BOJCTBO (papMaleBTUUECKON CyOCcTaHIIUU
OCYILECTBIISIETCS 32 npenenamu Poccuiickon denepannm.

Wuopmarus 06 H3MEHEHHSX:

Cmamovs 31 oononnena uacmoio 1.1 ¢ 15 utonsn 2018 2. - @edepanvruiii 3akon om 4 uiousn 2018 2. N
140-D3
1.1. B cinyyae u3MeHeHus U (UJIK) JOMOJHEHHS MPOU3BOJICTBEHHON TIIOMIAJIKU JICKAPCTBEHHOTO
CpencTBa JIOKYMEHTBI, YKa3aHHbIE B 4acTu | HacTOsIIEW CTaTbU, NPEICTABIAIOTCS 3asiBUTEJIEM B
OTHOIIEHMH W3MEHSeMOW M (MJIM) JONOJHSAEMOW NPOM3BOACTBEHHON IUIOUIAJIKK JIEKAPCTBEHHOTO
cpencrsa. Pemenue o BHECEHUN U3MEHEHUM B JOKYMEHTBI, COAEPKALLINECS B PETUCTPALMOHHOM J0ChE Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIM Mpenapar Jyisl BETEPUHAPHOTO MPUMEHEHUs, Ui 00 OTKa3e B HUX
BHECEHUU NMPUHUMAETCS B Cllyyae HEOOXOAMMOCTH MPOBEIEHHS SKCIEPTU3bI JIEKAPCTBEHHOT'O CPEACTBA B
CPOK, HE IPEBBIMIAIOIINN AeBIHOCTa padOUMX JHEH, a B OCTAIbHBIX CIy4asX B CPOK, HE MPEBBILIAOIIHNM
TPHUALIATH PaOOUMX JHEH CO JTHS MPHUHITHUS YHOJTHOMOYEHHBIM (hefiepaibHbIM OpraHOM HCIIOJIHUTEIBHON
BJIACTH 3asIBJICHUS O BHECEHUH TaKUX U3MEHECHHM.

Wndopmarys 06 n3MEHEHHSAX:

Cmamows 31 oononnena yacmoto 1.2 ¢ 13 aseycma 2019 e. - @edepanvhuiil 3akon om 2 aseycma 2019 e.

N 297-D3
1.2. B cimydae peopraHu3anuu AepKareias WU BJIaJENblla PErMCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TIpenapaTta s BETEepUHAPHOTO TNPUMEHEHUs, pa3paboTyMKa WM TPOU3BOAUTEINS
JIEKapCTBEHHOI'0 IIpernapara JJis BETEPUHAPHOTO IPUMEHEHHs B 3asBJIICHHM O BHECEHWHM W3MEHEHHUH B
JOKYMEHTBI, COJEpXKaIUMeCs B PETUCTPAMOHHOM JOChE Ha 3apErUCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapar Juisi BETEPUHAPHOTO NPUMEHEHMS, YKA3bIBAIOTCS JaHHbIE JOKYMEHTA, IOATBEPKIAIOIIETO
BHECEHHE COOTBETCTBYIOIIMX HM3MEHEHHH B EJMHBIN rocyaapCTBEHHBIH peecTp IOpUAMYECKUX JUI] (A7
OpraHM3alyii, 3aperucTpupoBaHHbIX Ha Teppuropun Poccuiickoit denepanuu), Ui MHOTO AOKYMEHTAa,
MOJTBEPKIAIOLIETO PEOPTaHU3ALNIO FOPUINYECKOTO JIMIA (711 OpraHU3alyii, He 3aperuCTPUPOBAHHBIX Ha
tepputopun Poccuiickoit ®enepannn). 3asBieHre O BHECEHUN U3MEHEHUI B IOKYMEHTBHI, COJEpKaIIHecs
B PETUCTPALlMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar i BETEPUHAPHOIO
NPUMEHEHHUs, U MpUJIaraéMble K HEMY JOKYMEHTHI MPEICTaBISIOTCS B YIOJHOMOYEHHBIN (erepanbHbIii
OpraH HCIHOJHMUTEIBHOM BJIACTH HE IO3JHEE YeM uepe3 TPUALATh padouyux THEH co JHS BHECEHUS
COOTBETCTBYIOIIMX HW3MEHEHWH B EAWHBIA TOCYTapCTBEHHBIM peecTp IOPUIWYECKUX JHL  (IJIs
OpraHM3aluii, 3aperucTpupoBaHHbIX Ha Tepputopun Poccuiickoii denepaunu) WM CO AHS NPUHSITHA
COOTBETCTBYIOLLIETO JOKYMEHTa, IOATBEPXKIAIOIIEr0 pPEOpraHu3aliio OpUAMYECKOro Juna (s
OpraHM3alyii, HE 3aperucTpUpOBaHHBIX Ha Tepputopun Poccuiickoii @Penepanuu). B ciayqae
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peopraHusaluy JepiKaTelss WIA BIAAEIblda PErUCTPALUOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOI'O
npenapara Ui BETEPUHAPHOIO IPUMEHEHUsS 3asBJIEHHME O BHECEHWUM M3MEHEHUH B JIOKYMEHTHI,
CoJiepKalliecss B PETUCTPALlMOHHOM [J0ChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar yis
BETEPUHAPHOIO IPUMEHEHMsI, IOJACTCAd IOPUANYECKUM JIMIIOM, KOTOPOMY B XOJle¢ PEOpraHM3aLuu
NepeJaHo MIPaBo BIAJACHUS TAKUM PETUCTPALIMOHHBIM yJIOCTOBEPEHUEM.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 odexabps 2014 2. N 429-d3 6 uacms 2 cmamvu 31 nacmosuezo
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm uacmu 6 npeovioyujeli peoaxkyuu

2. B ciyyae BHeceHHUS! U3MEHEHHUM B JIOKYMEHTHI, COACPIKAIIUECS B PErHCTPALIMOHHOM JIOChE Ha
3apEerUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpenapar il BETEPUHAPHOTO IPUMEHEHUSA, B OTHOILICHHUH
CBEJICHUM, yKa3zaHHbIX B nojanyukrax 'e", "x", "k", "n", "H", "c", "x" nyukra 7 wactu 3 crateu 17
Hacrosimero denepalbHOrO 3aKOHA, M3MEHEHMsI M (WJIHM) JIOMOJIHCHHS IPOM3BOJCTBEHHOHN ILJIOIIAIKH
JIEKapCTBEHHOI'0 CpPEJICTBA, a TAaKXKE€ B ClIydyae HW3MEHEHHUsS II0Ka3aTelied KadyecTBa JIEKapCTBEHHOTO
npenapara Juisi BETEPUHAPHOTO NPHUMEHEHUS W (MJIM) METOJOB KOHTPOJIS KadecTBa JIEKapCTBEHHOTO
npernapara JJisi BETEPUHAPHOTO MPUMEHEHUS MPOBOJAUTCS AKCIEPTU3A JIEKAPCTBEHHOrO CPEACTBA JIS
BETEPUHAPHOTO TpUMeHeHUs. B cimyyae HeEoOXOIMMOCTH BHECEHMSI MHBIX W3MEHEHUH B JIOKYMEHTHI,
COZIEpPKAIMECS B PETUCTPALMOHHOM JOChE€ HA 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN Iperapar s
BETEPUHAPHOTO MPUMEHEHHUS, IKCIIEPTH3a JICKAPCTBEHHOTO CPEJICTBA /I BETEPUHAPHOTO IPUMEHEHUS HE
MIPOBOJUTCA.

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

CMm. npedvloyuyro pedaKyuio

3. 3asBUTEINb BMpPaBE MPEICTABUTDH MO0 COOCTBEHHOM MHUIIMATUBE BMECTE C 3asBJICHUEM O BHECEHUH
U3MEHEHUN B JOKYMEHTBI, COAEpXKaIIUecs B PETUCTPALMOHHOM JIOChE HA 3apEeruCTPUPOBAHHBIN
JIEKapCTBECHHBIM Mpenapar JJjisi BETEPUHAPHOTO MNPUMEHEHHS, KOMUHU JOKYMEHTOB, IOJTBEPKIAFOIINX
yIuiaTy rOCyAapCTBEHHOM MOLUIMHBI 3a BHECEHHME B JIOKYMEHTBI, COJEpIKAILIUECS B PETUCTPALUOHHOM
JIOChE€ Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar sl BETEPUHAPHOTO MPUMEHEHHUS, U3MEHEHUH,
TpeOYIOMIMX TPOBENCHUS SKCIEPTU3bl JIEKAPCTBEHHOTO CpPEICTBA, WJIM H3MEHEHHH, He TpeOyromux
MPOBEICHUS AKCIEPTU3BI JIGKAPCTBEHHOTO CpeACTBa. B cilydyae HEOOXOIMMOCTH WM3MEHEHUs CBEACHUH,
COZEPXKAIIMXCS B PETUCTPALIMOHHOM YIOCTOBEPEHUHU JIEKAPCTBEHHOT'O IIperapara il BETEPUHAPHOIO
MIPUMEHEHUS, C 3a4BJICHUEM, YKAa3aHHBIM B 4acTU | HACTOAIIEH CTaThbH, 3aBUTEb BIPABE MPEICTABUTH 10
COOCTBEHHOM MHUIIMATUBE KOMHUIO JOKYMEHTA, MOATBEPKAAIOIIEr0 YIUIaTy TOCYJapCTBEHHOM MOIUIMHEI 32
BbIJIJaYy PETUCTPALIMOHHOTO YJIOCTOBEPEHMS JIEKAPCTBEHHOIO IMpernapara. 3asgBUTEIb BIIPABE MPEACTABUTH
0 COOCTBEHHOW WHUIIMATHBE CBEACHUS O JMIICH3USAX, YKa3aHHbIE B MyHKTax | u 2 gactu | HacTosmei
CTaThH, a Tak)Ke BbIJIaBaeMble YMOIHOMOYEHHBIMU (helepadbHbIMU OpraHaMH HCIOTHUTEIHHOW BIACTH
JIOKYMEHTBI, YKa3aHHbIE B ITyHKTe 3 yacTu | HacTosimied cTtaTtbu. B ciydae HempencTaBieHUs YKa3aHHBIX
JIOKYMEHTOB (CBEICHUI) YIIOJIHOMOUYCHHBIN (eepaNbHbIil OpraH MCIOTHUTEIHHON BIACTH 3alpalinBaeT
yKa3aHHBIC IOKYMEHTHI (CBE/ICHHS) B TIOPSIKE MEKBEIOMCTBEHHOTO HH(OPMAIIMOHHOTO B3aUMOICHCTBUSI.

4. B cpok, He MpeBHIMAININN AeCATH padounX THEH CO JIHS MOCTYIUICHUS YKa3aHHOTO B 4acTH |
HACTOSIIICH CTaThU 3asBJICHHUS W HEOOXOJMMBIX JOKYMEHTOB, YIOJHOMOYEHHBIA (penepanbHbI OpraH
HUCITOJTHUTEILHOM BIIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI U TOCTOBEPHOCTU CBEJICHUMN, COJIEPYKAIIUXCS B TIPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) MpUHUMAET pelIeHUE O MPOBEJIECHNUN IKCIIEPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA JIsl BETEPUHAPHOTO
MPUMEHEHUS WIH 00 0TKa3e B €€ MPOBEICHUH;

3) yBemoMIISIET B MHUChbMEHHOUN (hopMe 3asiBUTENS O MPUHATOM PEIICHUH WIIM B CIy4dae MPUHSATHUS
pemieHuss 00 OTKa3e B TPOBEJACHHHM OKCIEPTH3bl JIEKAPCTBEHHOTO CpPEIACTBA Il BETEPUHAPHOTO
MPUMEHEHUS C YKa3aHUEM MPUYMH TAKOTO OTKa3a.
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Wndopmarus 06 H3MEHEHHSIX:

Cmamows 31 dononnena uacmoio 4.1 ¢ 15 uronsn 2018 2. - Dedepanvrviil 3akon om 4 utons 2018 2. N
140-D3
4.1. B city4ae BbISIBIICHHS] HEIOCTOBEPHOCTH U (WJIM) HEJOCTATOYHOCTU CBEJCHUMN, COAEPIKALIUXCS
B IIPEJICTABJICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJIHOMOYEHHBIN (efepanibHbIi OpraH UCHOTHUTEIbHOM
BJIACTH HAIPABIISICT 3asBUTENIO 3alpoc 00 YTOYHCHHWHM YKA3aHHBIX CBEICHHH. 3ampoc MOXET ObITh
nepesaH yrnoJHOMOYEHHOMY MPEACTaBUTENIO 3asBUTENS MOJI PACHUCKY, HAMpaBieH MO MOYTE 3aKa3HBIM
MUCHMOM WJIM TIEpEJlaH B AJICKTPOHHOU (opMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3u. B ciydae
HaIpaBJIeHUs 3arpoca 00 YTOYHEHHM YKa3aHHBIX CBEJCHUU IO MOYTE 3aKa3HBIM MHCbMOM OH CUMTAETCS
MOJIYYSHHBIM 110 UCTEYCHUH IIECTU JTHEH C AaThl HAIIPABJICHUS 3aKa3HOIO MMHUChMA.

Wndopmarus 06 H3MEHEHHSIX:

Cmamovs 31 oononnena uacmoio 4.2 ¢ 15 utonsn 2018 2. - Dedepanvhuiii 3akon om 4 uionsn 2018 2. N
140-D3
4.2. 3asBuTenb 00s3aH MPEACTABUThL OTBET HA 3alPOC YIOJHOMOYEHHOTO (helepaibHOro opraHa
UCIIOTHUTENIbHON BIAcTH B CPOK, HE MPEBBIMIAIONINI JeBSHOCTa pabOYMX AHEW CO JHS TOTYYCHHS
nanHoro 3ampoca. CpokH, yka3aHHbIe B udacTu 1.l Hacrosimiedl ctatbu, NMPUOCTAHABIMBAIOTCS CO JHS
HAIpPaBIIEHUS 3asBUTENIO 3aIPOCa YIOIHOMOYEHHOTO (efepaibHOr0 OpraHa MCHOJHUTEIBHOM BIACTH 10
JTHSI TIOJTYYEHUST OTBETA HA JAHHBIM 3aIIPOC U HE YUUTHIBAIOTCS IPU UCUUCICHUU CPOKA IPUHATHUS PEIICHUS
O BHECEHMHM U3MEHEHMH B JOKYMEHTBI, COJEp)Kallhecsl B  PETUCTPAllMOHHOM JOChE Ha
3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar JJisi BETEPUHAPHOTO IPUMEHEHUS.

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

CMm. npedwloywyro pedaKyuio

5. OcHoBaHueM Ui OTKa3a B TPOBEIACHHHM OJKCHEPTU3Bl JIEKAPCTBEHHOTO CpEACTBA s
BETEPUHAPHOTO TMPUMEHECHHS SIBIISICTCS TPEJCTABICHHE JIOKYMEHTOB, YKa3aHHBIX B dacTsx | W 3
HACTOSAIIEH CTaThbU, B HEMOJIHOM OO0bEeMe WIIM OTCYTCTBUE B MPEICTABICHHBIX JTOKYMEHTAX JIOCTATOYHBIX
CBEJICHHIA, ITOATBEPKIAOIINX HEOOXOAMMOCTh BHECCHHS U3MECHECHUH, JTHOO HETPEICTaBIICHUE 3asBUTEIIEM
B YCTAHOBJICHHBIM CPOK OTBETa Ha YKa3aHHBIN B uacTu 4.1 HACTOSAIIEH CTAaThU 3alpPOC YIOIHOMOYEHHOTO
denepabHOTO OpraHa UCIIOJIHUTEIFHON BIIACTH.

6. DKcrepTu3a JeKapCTBEHHOTO CPENCTBA ISl BETEPUHAPHOTO MPUMEHEHHUS B IEISIX BHECEHUS
U3MCHECHUH B JIOKYMEHTBHI, COJIEpXKAIlHeCs B PETUCTPAIMOHHOM JIOChe Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpemnapar sl BETEPUHAPHOTO IPUMEHEHHSI, OCYIIECTBISETCS B OPSIKE, YCTAHOBICHHOM
crarbeil 24 Hactosuero denepaibHOro 3aKoHa.

Wndopmarys 06 M3MEHEHHSAX:
Yacmy 6.1 usmenena c 13 aszycma 2019 e. - Peodepanvuwiii 3axon om 2 ageycma 2019 2. N 297-D3

Cm. npedvioyuyro pedakyuio

6.1. B cpok, He TIPEBBIMIAONINN ECATH padOUHX JHEH CO THS MOJYUYCHHS 3aKITIOUECHUS KOMUCCUH
SKCHEPTOB MO pe3yibTaTaM YKa3aHHOM B 4acTy 2 HACTOSIIIEN CTaThbU KCIEPTHU3bI, YIOJIHOMOUYEHHBIN
dbenepanbHBI OpraH UCTIOJIHUTEIBHON BIACTH:

1) mnpuHMMaeT pelleHHe O BHECEHMM UW3MEHEHUH B JIOKYMEHTBI, CoOJepXkallvecss B
PETUCTPAIIMOHHOM JIOCh€ Ha 3apeTrHCTPUPOBAHHBIM JICKAPCTBEHHBIN MpemnapaTr il BETEPUHAPHOTO
MPUMEHEHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHUI,

2) BHOCHT B TOCYAAPCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEJACTB HAa OCHOBAaHWUU PEIICHHS O
BHECEHMH U3MEHEHUH B JOKYMEHTBI, COACPKALIUECS B PETUCTPALIMOHHOM JIOChE Ha 3apPErUCTPUPOBAHHBIM
JIEKapCTBEHHBIN Mpemnapar JJis BETEpUHAPHOTO MPUMEHEHH S, HEOOXOAMMBbIC M3MEHEHHUSI 1 BO3BpAIIIacT 3TH
JIOKYMEHTBI 3aIBUTEIIO;

Wndopmarius 06 H3MEHEHUSX:

Yacmw 6.1 oononnena nynkmom 3 ¢ 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 . N
297-@3
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3) BBIJAET 3asBUTEI0 HOBOC PETMCTPALIMOHHOE YIOCTOBEPEHHUE JICKAPCTBEHHOTO IperapaTa Jjis
BETCPUHAPHOTO MPUMEHEHUS B CiIy4ae HEOOXOIMMOCTH M3MEHEHUS CBEICHUH, COICPIKALIMXCS B HEM, C
COXpaHEHHEM HOMepa paHee BBIIAHHOTO PErHCTPAIlMOHHOTO YAOCTOBEPEHHMS JIGKAPCTBEHHOTO Iperapara
JUTSL BETCPUHAPHOTO IPUMEHCHUSI.

Wndopmarius 06 n3MEHEHUX:

Cmamosa 31 dononnena wacmoio 6.2 ¢ 15 utonusn 2018 2. - @edepanvhuiii 3akon om 4 utonusa 2018 2. N
140-D3
6.2. B ciiyyae BHECEHUSI U3MEHEHHUM B JOKYMEHTBI, COJIEpKAIINECST B PETUCTPALIMOHHOM JIOChE Ha
3apeTrUCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar Ajisi BETEPUHAPHOTO MPUMEHEHUS, B YaCTH, KacaroIIencs
U3MEHEHUs W (WIK) JOMOJHEHHsS MPOU3BOACTBEHHON IUIOMIAAKKA JIEKapCTBEHHOTO IIperapara, MpH
MPEICTABICHUH 3asBUTEJIEM B COOTBETCTBUU C ITYHKTOM 3 4acTW | HACTOSIIEH CTAaThU KOMHUU PEIICHUS
YIIOJTHOMOYEHHOTO (heqiepaibHOro OpraHa HCHOJHUTENIBHON BIACTH O NPOBEACHUHM HHCIIEKTHPOBAHHS
MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB CpPOK, YKa3aHHbIM B yactu 6.1 HacTosIed CTaThH,
MPUOCTAHABIMBAETCS CO JIHA IIOJIYYEHMS 3aKIIOUEHUsS KOMHUCCHUU SKCIEPTOB JO JAHS MPUHATUA
YIIOJTHOMOYEHHBIM (heJIepaTbHBIM OPTaHOM HCIIOJHUTEIIEHON BIACTH PEUICHUS O BbIJa4ye WIH 00 OTKas3e B
BbIJIaye 3aKJIIOYCHHS] O COOTBETCTBUU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSIM ITPABUII
HaIJIeXKAIIEH PON3BOCTBCHHON PAKTHKH, HO HE 0OJiee UeM Ha CTO BOCEMBJICCAT pabOuuX JTHEH.

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

Cm. npedvloywyro pedaKyuio

7. OcHOBaHMEM JUIsl OTKa3a BO BHECEHMM HW3MEHEHM B JIOKYMEHTBI, COJEp)Kalluecs B
pETUCTPALIMOHHOM JIOCb€ HA 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar sl BETEPUHAPHOIO
NPUMEHEHHUS, B Cllydasx, He TpeOyIOIIUX MPOBEASHUS IKCIEPTHU3bI JIEKAPCTBEHHOTO CPEACTBA, SIBISIETCS
MPEICTABJICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTsX | W 3 HAcTOsIEH CTaThbH, B HEMOJIHOM OOBEMEe WIIH
OTCYTCTBHE B MPEJCTaBICHHBIX JOKYMEHTAaX CBEICHHIl, KOTOPHIE JOJKHBI OBITh B HUX OTPAXKEHBI, JINOO
HETIPEJICTABJIIEHUE 3asgBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETA HA YKa3aHHbIM B udactu 4.1 Hacrosmeu
CTaThH 3aMpPOC YIOTHOMOYEHHOTO (efiepaibHOr0 OpraHa UCIOJIHUTEIHHON BIACTH.

Wndhopmarrust 06 n3MEHEHHSX:

Cmamovs 31 dononnena yacmoio 7.1 ¢ 15 utonusn 2018 2. - @eodepanvhuiii 3akon om 4 utonsn 2018 2. N
140-D3
7.1. OcHOBaHMEM J[UIsi OTKa3a BO BHECEHMM W3MEHEHUW B JIOKYMEHTBI, COJep)Kallhecs B
PETUCTPAIlMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIM JICKAPCTBEHHBIN MpemnapaT Il BETEPUHAPHOTO
NPUMEHEHHUS, B ClydasX, TPeOYIOUIMX MPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHOTO CPENCTBA, SBISETCS
3aKJIIOYEHHE YIOJIHOMOUYEHHOr0 (elepaibHOr0 OpraHa HCHOJHUTENBHOM BIIACTH O BO3MOXKHOCTH
CHIDKEHHsI 0€30MacHOCTH, KayecTBa, d(PpPEeKTUBHOCTH JIEKAPCTBEHHOTO Mperapara BCIEICTBUE BHECCHHUS
W3MEHEHUN B yKa3aHHBIC JIOKYMEHTHI, OTKA3 YIOJHOMOYEHHOTO (helepaibHOTO OpraHa MCIOJHUTEIHLHOMN
BJIACTH B BbIJaue€ 3aKIIOUEHUS O COOTBETCTBUU MPOU3BOIMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUIM
MpaBuJI  HaJJIeKalleld TPOU3BOJACTBEHHON TIPAKTUKH B CiIydae HU3MEHEHUs W (WIM) JIOTOJHEHHS
MPOU3BOJCTBEHHON IUIONIAJIKM JIEKAPCTBEHHOIO IIpenapara, €Cid MPOU3BOACTBO JIEKAPCTBEHHOIO
npenapara Jisi BETepHUHApHOTO NMPUMEHEHHs OCYIIECTBIsieTcs 3a npenenamMu Poccuiickorn dexneparuu,
WJIM OTCYTCTBHUE HTOTO 3aKIIFOUECHHUS.

Wudopmanust 06 U3MEHEHHUAX:

Deoepanvrovim 3axonom om 22 Oekabpa 2014 e. N 429-®@3 uwacmv 8§ cmamovu 31 nacmoswezo
DedepanbHo20 3aKOHA U3NOAHCEHA 8 HOBOU pedakyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
8. Jlomyckaercsi oOpaleHHe JEKapCTBEHHBIX MpPEnapaToB AJi BETEPUHAPHOIO NMPUMEHEHHUS 10
HCTEYEHUS! CPOKA T'OJIHOCTH, IPOU3BEICHHBIX B TEUCHHE CTa BOCBMUJECATU JTHEU IMOCJE AAThl MPUHATUS
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTU PEIIEHUS O BHECEHUU HU3MEHEHHI B
JIOKYMEHTBI, COACpPIKAIIUECs B PETUCTPALIMOHHOM JI0Ch€ Ha JIEKAPCTBEHHBIN Ipenapar, B COOTBETCTBUHU C
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uHpopManuel, coaepkaiieiics B JOKYMEHTaX PEruCTPAllMOHHOTO JI0ChE Ha JIEKapCTBEHHBIN Mpenapar a0
JaThl IPUHSTUS TAKOT'O PEIICHUS.
TAPAHT:

CMm. xomMmeHTapuu K ctatbe 31 HacTosero denepabHOrO 3aKOHA

Crartbs 32. OTMeHa roCcy1apCTBEHHOM PErucTpaliy JIEKapCTBEHHOTO MperapaTa

Pemennie 06 oTMeHe rocyapCTBEHHON PErMCTPallUU JIEKAPCTBEHHOI'O IpernapaTa U UCKIIOYEHUN
JIEKapCTBEHHOI'0 IIpernapaTa M3 TOCYJapCTBEHHOTO pEeecTpa JIEKAPCTBEHHBIX CPEICTB IPUHUMAETCS
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B CIIydae:

1) IIPEACTABIECHUS COOTBETCTBYIOILINUM YIIOJIJHOMOYEHHBIM benepanbHBIM OpraHom
UCIIOJTHUTENIbHOM BIIACTH 3aKJIIOUEHUST O PUCKE WIM 00 Yrpo3e 3J0pOBbIO, XKU3HU YEIOBEKa WIH
KUBOTHOTO TIPU TNPHUMEHEHUH JIEKapCTBEHHOTO Iperapara, MPEBHINAIONHNX €ro 3(PQPEeKTHBHOCTD, IO
pe3yJbTaTaM OCYIIECTBISIEMOr0 UM MOHUTOPHUHTA 0€30MaCHOCTH JIEKApCTBEHHOTO Mpenapara;

Undopmaris 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 oexaopsa 2014 2. N 429-d3 ¢ nynkm 2 cmamvu 32 Hacmosuezo
DedepanvbHo2o 3aKOHA 8HECEeHbL UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 8 npeovloyujeli peoaxyuu

2) mojauu Aep)KareseM WM BJaJeNbLEM pPEruCTPAallMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapata WIM YIOJIHOMOYCHHbIM MM JIPYTMM FOPUIAMYECKHM JIMIIOM 3asiBJICHUS 00 OTMEHe
rOCyIapCTBEHHOW PETUCTPALINN JICKAPCTBEHHOTO Mpernapara;

3) HEMOATBEPXKICHHS TOCYJAPCTBEHHON PErHCTPalliy JICKAPCTBEHHOTO Npenapara 1Mo UCTCUCHHH
CpOKa JICHCTBHS PETHCTPAIIMIOHHOTO YAOCTOBEPEHUS, BBIIAHHOTO HA IATH JICT;

4) HempeAcTaBIEHUS 3asBUTENEM HHPOPMAIUU, KOTOpash MOXET TMOBIeYbh 3a COO0Oi
HEOOXOJMMOCTh BHECCHHS M3MEHEHHH B JIOKYMEHTBI, COJACpXAIIUECs B PETUCTPAIMOHHOM JIOChEe Ha
3aperuCTPUPOBAHHBIM JICKAPCTBEHHBIM TMpemapar, B TeYeHHE TpUILATH pabodyux [AHEeW co JHS
HACTYIUICHHSI TUX U3MCHCHHUI;

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 nynkm 5 cmamou 32 Hacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHeHus:, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm nynkma 8 npeovioyujeli peoaxyuu
5) OCyIIECTBICHHUS TOCYIApCTBCHHON PEruCTpaIyl JICKAPCTBEHHOTO Ipernapara Ioj TOPTOBBIM
HAUMEHOBAHHUEM 3aperHCTPUPOBAHHOTO paHee MOJl ATUM TOPrOBHEIM HAMMEHOBAHHEM JIEKapCTBEHHOTO
rperapara, OTINIAr0IIeT0Cs KaueCTBEHHBIM COCTABOM JICHCTBYIONTUX BEIIECTB;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 6 usmenen ¢ 15 urons 2018 2. - Pedepanvhviii 3axon om 4 urona 2018 e. N 140-D3

Cm. npedvloyuyio pedakyuro
6) OCYIIECTBICHHS TOCYJaPCTBEHHON PErMCTpallii OJTHOTO U TOTO € JIEKAPCTBEHHOI0 Ipenapara
B OTHOIIEHWHM OJHOTO W TOTO K€ JepKaTels WM BIAJENblla PETUCTPAIMOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOTO TMpemapara B BUAEC ABYX MU 0Oojiee IJIEKAPCTBEHHBIX IMPEMapaToB MOJ Pa3TUYHBIMU
TOPTrOBBIMU HAUMEHOBAHUSMH;
7) BBIHECEHHS CyIOM peUIeHWs O HapylIeHWH T[paB MpaBooOIanaTens OOBEKTOB
WHTEJUICKTYyaJIbHON COOCTBEHHOCTH MPH 0OpaIIeHUH JICKAPCTBEHHBIX CPEJ/ICTB;
Wndopmarys 06 M3MEHEHHSAX:
DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 32 nacmosweco DedepanbHoco
3aKOHA 00NoIHeHa nyHkmom 8, scmynatowum 6 cuny ¢ 1 urons 2015 e.
8) oTCyTCTBUS JIEKapCTBEHHOTO MpernapaTa B oOpamennu B Poccuiickoit denepanuu B TeUeHUE
Tpex u boiee JeT;

Wndopmarus 06 H3MEHEHHSX:
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Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 32 nacmoswezo Dedepanvroco
3aKoHa 0ononnena nynkmom 9, scmynarowum 6 cuny ¢ 1 urons 2015 e.

9) HEBBINOJHEHHS JIepXkKaTeJeM WM  BIAJCNbIEM  PETUCTPAIMOHHOTO  YJOCTOBEPEHHUS
JIEKapCTBEHHOTO MperapaTa JM00 YIOJIHOMOYCHHBIM UMH JIPYTUM FOPHIMYESCKUM JTUIIOM MEPOIIPUSATHI 10
obOecrieyeHnI0  OE30MACHOCTH  JICKAPCTBEHHBIX  IMPENaparoB, YCTAHOBJICHHBIX  YIIOJTHOMOYEHHBIM
dbeneparbHBIM OPraHOM HCIIOTHUTEIHPHON BJIACTH B COOTBETCTBHH C YacTsIMU 3 U 4 cTaThy 64 HACTOSIIETO
®denepallbHOTO 3aKOHA, B paMKax OCYIIECTBICHHS (apMaKkoHAA30pa;

Wndopmarus 06 H3MEHEHHSX:

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

10) orka3za nepxkatelis WM BIAJelblla PETUCTPALMOHHOTO YAOCTOBEPEHHUsS JIEKApPCTBEHHOTO
npenapata Ju00 YHNOJTHOMOYEHHOTO MMM JPYTOro IOPHAWYECKOTO JHUIla OT BHECEHUs H3MEHEHUH B
WHCTPYKIIMIO 110 MPUMEHEHHUIO JICKAPCTBEHHOTO TIperapara, KacalolMXCSd HOBBIX IOATBEPKIECHHBIX
JaHHBIX O TOM, YTO PUCK NMPUYMHEHHUS BpeAa 30POBBIO YEIOBEKA HIIM KMBOTHOTO BCIIEACTBHUE MpHEMa
JICKapCTBEHHOTO TIperiapara mpeBsimaet 3Q(GEeKTHBHOCT €ro IPUMEHEHHUS.

Wupopmarus 06 H3MEHEHHSX:

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

Cm. 6yoywyro pedaxyuio
TAPAHT:

CM. koMMeHTapuu K cTaTtbe 32 HacTosero denepabHOr0 3aK0Ha

Cratbs 33. 'ocynapcTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB
TAPAHT:

Cwm. Ilonoxenue o 'ocygapCcTBEHHOM peecTpe JIEKapCTBEHHBIX CPENICTB, YTBEPKIEHHOEe MUH3IpaBoM
P® 1 nexabps 1998 r. N 01/29-15
1. T'ocynapcTBeHHBIN peecTp JIEKapCTBEHHBIX CPEICTB COJEPKUT IEPEUYEHb JIEKAPCTBEHHBIX
[penapaToB, MPOLIENUINX TOCYJapCTBEHHYIO PETUCTPALNIO, NepeueHb (apMalleBTUYECKUX CyOCTaHIUM,
BXOJISIIIUX B COCTaB JIEKAPCTBEHHBIX MPENApaTOB, U CIAEAYIOILYIO HH(OpMAIHIO:
1) B OTHOIIEHNH JI€KAPCTBEHHBIX IIPENIApaTOB:

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 e. N 429-D3 6 noonynkm "a" nynkma I wacmu I cmamou
33 Hacmosweeo Pedepanbhoco 3aKOHA BHeCeHbl UsMeHenus, ecmynarouue 6 cuny ¢ 1 uroas 2015 a.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxyuu
a) HaWMCHOBaHWE JICKAPCTBEHHOTO Tpemaparta (MeXIyHApOJIHOEe HEMaTeHTOBAaHHOe, HITH
TPYIIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HANMEHOBAHMS);
0) mekapcTBeHHas (hopMa C yKazaHHUEM JTIO3UPOBKH JIGKAPCTBEHHOTO Tpemapara U ero KOJIHN4ecTBa B
NOTPEOUTENHCKOM YIaKOBKE;

Wudopmanust 06 U3MEHEHUIX:
TIoonynxkm "6" usmenen c 1 aneaps 2018 2. - @edepanvusiii 3axkon om 28 dexabps 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio

B) HAMMEHOBAHUE JIepKaTelsd WIK BIaJelblia PETUCTPAIMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO
npenapara ¥ CBEIAEHUS O PETMCTPAlMM Jep KaTessl WIM BJaJelblla PEruCTPAllMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOIO Ipenapara Juisi MEAUUMHCKOIO IPUMEHEHUS B KaYECTBE HAJIOTOILIATENBIINKA B CTpaHe
peructpanuu (s pOCCUMCKUX IOPUINYECKUX JIUI - UACHTU(PUKAIMOHHBII HOMEpP HaJOTOIUIaTeNbIIuKa
(MHH), nnst ”HOCTpaHHBIX IOPUANYECKHUX JIUI] - CTPaHa PETUCTPAlliY, HAMMEHOBAHUE PErHCTPUPYIOIETO
OpraHa, perucTpallMOHHBIA HOMED, KO/l HAJIOTOIUIATENbIINKA B CTPaHE PETUCTPaluy (MHKOPIIOPALUN) WK
€ro aHayor);
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Wndopmarus 06 H3MEHEHHSIX:
Iloonynxm "2" usmenen c 1 ausaps 2018 . - @edepanvhuiii 3akon om 28 dexabps 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio
I') HAMMCHOBAHKE U aJJpec POU3BOIUTENS JICKAPCTBEHHOTO MPETapara u CBEICHUSI O PETUCTPAIIH
NPOM3BOIUTENST  JIGKAPCTBEHHOTO  Mpemapara Ui  MEAMLIMHCKOTO TNpPUMEHEHHS B  KadyecTBe
HAJIOTOILIATEIIbINNKA B CTPAHE PETUCTpAMU (11 POCCHUUCKUX FOPUIMYECKUX JIUIL - UICHTH()HUKAIIMOHHBIH
HoMep Hanoromatensimuka (MHH), 11 MHOCTpaHHBIX IOPUAMYECKMX JIMII - CTpaHa PETrUCTpaIiH,
HAaMMEHOBAHUE PETUCTPUPYIOIIECTO OpraHa, PEruCTPAIMOHHBIA HOMEp, KOJI HaJOTrOIUIATENIbIINKA B CTPAHE
perucrpanuu (MHKOPIIOPALUK) WIK €ro aHaJlor);

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-D3 noonynkm "0" nynkma 1 vacmu 1 cmamou
33 nacmosuweco @edepanbHoco 3aKOHA U3N0NCEH 8 HOBOU pedarkyuu, ecmynarouell 6 cuny ¢ 1 uions

2015 2.

Cm. mexkcm noonynkma 8 npedvloyujeti peoaxyuu

1) (bapmakoTepaneBTH4ecKas rpymmna, KOJ JIEKapCTBEHHOI'O npenapara 1o
aHATOMO-TEPAIEBTUIECKO-XUMUYECKON KiIaccu(UKaIuK, PEeKOMEHI0BaHHOW BcemupHOW opraHu3anmeit
31paBOOXPAHEHUS;

€) MOoKa3aHMs U MPOTUBOIOKAa3aHUS K IPUMEHEHUIO JIEKapCTBEHHOT'O Ipernapara;

) 10OOYHBIE JIEHCTBYS JIEKApCTBEHHOTO Npenapara;

3) CPOK FOJTHOCTHU JIEKaPCTBEHHOTI'O IIperapara;

1) YCIIOBUS XpaHEHHUs JIEKApCTBEHHOTO MIpernapara;

K) YCJIOBHSI OTIIyCKa JIEKApCTBEHHOIO IIpernapara;

J) HOoMep (apMakomeilHol cTaTbM WJIM B Clydyae €€ OTCYTCTBHS HOMEp HOPMaTHBHOM
JIOKYMEHTAIMH JIN00 HOPMAaTUBHOTO IOKYMEHTA;

Wndopmarys 06 M3MEHEHHSAX:

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

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxyuu
M) JlaTa TOCYJapCTBEHHON pETHUCTpAIlMU JICKAPCTBEHHOTO Mpemnapara M €ro pPervcTparmoHHbII
HOMEp, Jara 3aMeHbl PETHCTPAMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO IMperapara Ha OeccpoyHoe
PETUCTPAIIMOHHOE  YJOCTOBEPEHHME JIEKQpCTBEHHOTO TMpemapara, JaTa [OJayd  3asBJICHHUS O
MOJNTBEPKJICHUU  TOCYJApPCTBEHHOW  pErucTpaniy  JIGKApCTBEHHOTO  Ipemapara, JlaTa OTMEHBI
rOCy/IapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Mpernapara;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 nynkm 1 wacmu I cmamou 33 nacmoswezo
Deodepanvroeo 3akoHa donoanen noonyukmom "n", ecmynarowum 6 cuny ¢ 1 urons 2015 a.
H) KaueCTBEHHBIM COCTAaB M KOJUYECTBEHHBIN COCTaB JEHCTBYIOIIMX BEIIECTB M Kau€CTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO Mperapara;

Wndopmarys 06 M3MEHEHHSAX:
DedepanvHvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynkm [ vacmu 1 cmamou 33 Hacmosiwe2o
Deodepanvrozo 3akona donoaHen noonynkmom "o", ecmynarowum 6 cuny ¢ 1 uronsa 2015 e.
0) uHpopmarrs 000 BceX pa3pelIeHHbIX BUAaX BTOPUUHOM (TOTPEOUTENBCKOM) YITaKOBKU;
Wndopmarys 06 M3MEHEHHSAX:

Iloonynxkm "n" usmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 oexabps 2019 2. N 475-D3

Cm. npeovloyuyio peoakyuro
1) JaTa HPUHATHS PEIIEHUS O BO3MOMKHOCTH PAacCMaTpUBaTh JIEKAPCTBEHHBIM Ipenapar IpH
roCyJapCTBEHHON PErucTpalyy B KauecTBe Op(paHHOIO JEKapCTBEHHOTO Ipemnapata (A7 JeKapCTBEHHbIX
IpenapaToB il MEIUIIMHCKOTO IIPUMEHEHUS);
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Wndopmarus 06 H3MEHEHHSIX:
Hoonynkm "p" usmenen ¢ 1 mapma 2020 e. - @edepanvhwiii 3akon om 27 dekadps 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio
p) HamMuMe JICKApCTBEHHOTO IIperapara B IepevyHe >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JICKapPCTBEHHBIX MPENapaToB (I ICKAPCTBEHHBIX MPETApaTOB ISl MEIUIIMHCKOTO TIPUMEHEHUS );

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmosiwe2o
Deodepanvroeo 3akoHa donoanen noonyukmom "c", ecmynarowum 6 cuny ¢ 1 urons 2015 e.

C) HAJINYKE B JIEKAPCTBEHHOM IIpenapare HapKOTUYECKHX CPEACTB, IMCUXOTPOIHBIX BEIIECTB U UX
MIPEKYPCOPOB, MOJISKAIIMX KOHTPOTIO B Poccuiickoit denepanyiu, B COOTBETCTBUHU C 3aKOHOAATEIbCTBOM
Poccuiickoit @enepaunu, MeX1yHapoAHbIMU JToroBopamu Poccuiickont denepanuu, B TOM yucie Ennnoit
KOHBEHIIMEH O HapKOTHYecKuX cpeAactBax 1961 roma m KonpeHiueil o ncuXoTponHbIX BemecTBax 1971
rona;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmosiwezo
DeodepanvHoeo 3akoHa donoanen noonyukmom "m", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
T) uHpOpMAIMSI O TOM, SBISICTCS JIM JAHHBIA JIEKAPCTBEHHBIA MpemapaT peepeHTHBIM
JIEKapCTBEHHBIM MPENapaToMm;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 nynkm 1 wacmu I cmamou 33 nacmoswezo
DedepanvHozo 3akoHa dononnen noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
y) CBEIEHHsI O MOjaye 3asBICHHS O BHECEHWM W3MEHCHHMH B JIOKYMEHTBI, COJIEpIKalluecs B
PETHCTPAIIMOHHOM JIOChE Ha JICKAPCTBEHHBIN MIperapar;
&) yrpatun cuiy ¢ 1 mapta 2020 r. - @enepanbhblii 3akon ot 27 nekabps 2019 r. N 475-03

Wndhopmarrist 06 n3MEHEHUSX:
Cm. npedvloyuyro pedaKyuio

DedepanvHvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 Hacmoswe2o
DedepanbHo2o 3axona dononer noonyukmom "x", ecmynarowum 6 cuny ¢ 1 uronsa 2015 a.
X) CPOK BBEACHHUSI JIEKAPCTBEHHOI'O IIperapaTa B rpaKJaHCKui 000poT;
2) B OTHOULIEHUHU (hapMalleBTUYECKUX CYOCTaHIIHIMA:

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexkaops 2014 2. N 429-D3 6 noonyuxkm "a" nynkma 2 uwacmu 1 cmamou
33 nacmosaweeo PedepanbHoco 3aKOHA 6HECeHbl UsMeHeHUs, ecmynarouue 6 cuiy ¢ 1 utona 2015 a.

Cm. mexcm noOnyHKma 6 npeovloyujell peoaKyuu

a) HauMEeHOBaHUE (hapMaleBTHUECKOW CyOCTaHIMM (MEXIyHApOAHOE HEMaTeHTOBAaHHOE, WIIU
TPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

0) HaMMEHOBaHUE U aJ]pec MPOU3BOAMUTENS (hapMaleBTHUECKONW CyOCTaHINH;

B) CPOK TOAHOCTH (papMaIrieBTUIECKON CYOCTaHITNY;

I') yCJIOBHUS XpaHEeHus (hapMalieBTUYECKON CyOCTaHIINH;

n) HoMmep (¢apMakomelHONW cTaThM WJIM B ClIy4ae €€ OTCYTCTBUS HOMEpP HOpPMaTHUBHOM
JIOKYMEHTAIUH JTM100 HOPMATUBHOTO JIOKYMEHTA;

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 nynkm 2 wacmu I cmamou 33 nacmosue2o
DeoepanvHoeo 3akoHa donoanen noonyukmom "e", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
€) Hamuune (hapMmarieBTUYeCKON CyOCTaHIIMHM B NepeyHe HAPKOTUYECKUX CPENICTB, TICHXOTPOITHBIX
BEILIECTB M HX NPEKYpPCOPOB, MOMJICKAMMUX KOHTpoJto B Poccuiickoii denepanuu, B COOTBETCTBUU C
3aKoHOAaTenbCcTBOM Poccuniickoit denepannn, MexxIyHapoaHbIMU fgorosopamu Poccuiickonn denepanuy,

B TOM uucie EjmHoil KoHBeHIMeW O HapkoTHueckux cpeactBax 1961 roma w KonBenuwmein o
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IICUXOTPONHBIX BemecTBax 1971 roaa.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvuvim 3akonom om 22 oOexabps 2014 2. N 429-D3 uwacme 2 cmamvu 33 nacmosiuezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm uacmu 6 npeovioyujeri peoaxKyuu

2. dapmaneBTHUECKasi CyOCTaHIMS, MPOU3BEACHHAS I pean3alii, MOXKET OBITh BKIIIOYCHA B
rOCYy/IapCTBEHHBIH PEeCTp JIEKApCTBEHHBIX CPEACTB HA OCHOBAaHHMM 3asBIICHUS pa3pabOTUMKaA HWIIU
NPOM3BOJUTENS JIEKAPCTBEHHOTO CPEICTBA JIMOO YIIOJIHOMOYEHHOTO HMMH IOPUAWYECKOrO JIMLA MpU
YCIIOBUU TPOBEIEHUS B OTHOUICHHMM TakKo (hapMaleBTUUECKOl CyOCTaHIIMU SKCIEePTH3bl KayecTBa
dapManeBTUYECKON CyOCTaHIIMM B TOPSIKE, YCTAHOBIEHHOM crarhell 34 Hactosmero denepanbHOTO
3akoHa. B oTHomeHun ¢QapmaneBTHUECKHX CYOCTaHLIM, NPOM3BEACHHBIX [UIsl pealu3alud, B
rOCYJapCTBEHHOM pEEeCTpe JICKAPCTBEHHBIX CPEACTB COJEPKHUTCS CIECAYIONIast WH(OpMAIIHS:

1) HauMeHoBaHHe (hapMalleBTHUECKON cyOcTaHIMU (MEXIyHApOJIHOE HEMaTEeHTOBAHHOE, WIIU
IPYHIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 2 usmenen c 1 sneaps 2018 e. - @edepanvhuiii 3axon om 28 oexaops 2017 e. N 425-D3

Cm. npedvloyuyro pedaKyuio

2) HauMEHOBaHHMeE, aJPec MPOU3BOAUTEINS (PapMaIEeBTUIECKON CyOCTaHIINM, a TAK)KE B OTHOLICHUU
JIEKAPCTBEHHBIX CPEACTB Il MEIMIMHCKOIO NPUMEHEHUS CBEACHHUS O PErUCTPALMH MPOU3BOIUTEINS
(dapManieBTHYeCKOl CyOCTaHIIMM B KAdeCTBE HAJIOTOIUIATENBIIMKA B CTpPaHE perucrpauuu (s
POCCUHCKHUX IOPUAMYECKUX JIMI - WIACHTHU(PHUKAUMOHHBI HoMep Hanoromnarensinuka (MHH), mns
MHOCTPAHHBIX IOPUAWYECKUX JIMILl - CTpaHa pPErucTpaluy, HAaUMEHOBAHUE PETUCTPUPYIOIIEro OpraHa,
pEerucCTpallMOHHbI HOMEp, KOJ HaJOroIulaTesbLIMKa B CTPaHE PErucTpaluu (MHKOPIOpPALUH) WIH €ro
aHajor);

3) cpok rogHOCTH (hapMalleBTUUECKOM CyOCTaHIINN;

4) ycnoBus XpaHeHUs! papMarieBTUIECKOM CyOCTaHIINM;

5) Homep (apmakomneiiHOM craThbu JMOO B cCily4yae €€ OTCYTCTBUSI HOMEpP HOPMaTHBHOMN
JIOKYMEHTAIlMU I HOPMaTUBHOTO TOKYMEHTA;

6) Hanuuue (papmaneBTUYECKO cyOCTaHIIMU B NepevyHe HAPKOTHUYECKUX CPEACTB, MCUXOTPOIHBIX
BEIIECTB M UX NPEKYpPCOPOB, MOMJICKAIUX KOHTpoJr0 B Poccuiickon denepannu, B COOTBETCTBHHU C
3aKoHOAaTenbCcTBOM Poccuniickoint denepannn, MeKIyHapOoaHbIMU gorosopamu Poccuiickon denepanuu,
B TOM uyuciae Enunoil koHBeHIMeld O HapKOTHYECKUX cpenactBax 1961 roma u Kousenmmeir o
MICUXOTPONHBIX BemecTBax 1971 roaa;

7) nara BKIIOYEHHS (papMalieBTUUYECKON CYOCTaHIIMM B TOCYJAapPCTBEHHBIN PEECTp JIEKapCTBEHHBIX
CPE/CTB, JlaTa BHECEHHS MU3MEHEHHUH B JOKYMEHTHI (hapMaleBTHUECKOM CyOCTaHIMH, JaTa UCKIIOYEHHS
dapmarieBTHYECKON CYOCTAHIINH U3 TOCYAapCTBEHHOTO peecTpa JEKapCTBEHHBIX CPECTB.

3. Ilopsiaok BeneHUst TOCYJApCTBEHHOTO peecTpa JEKapCTBEHHBIX CPENCTB A MEAUIIMHCKOIO
OPUMEHEHHUS U TOPS/JI0K BEAEHUS TOCYAApCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEACTB UL
BETEPUHAPHOTO MPUMEHEHUS YTBEPKAAIOTCI COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eepalbHbIM
OpraHOM MCIOJHUTEIBHOM BJIACTH.

TAPAHT:

Cwm. kommeHTapu K ctaTthe 33 HacTosmero denepanbHOro 3aK0Ha

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 naumenosanue cmamou 34 Hacmoswe2o
DedepanbHo20 3aKOHA UNONHCEHO 8 HOBOU pedarkyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mekcm HAUMEHOBaHUs 8 NPedbloyuell pedaKyuu
Crarba 34. BitoueHne B roCyIapCTBEHHBIA PEECTp JICKAPCTBEHHBIX CPEACTB U MCKIIIOYEHUE W3
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TOCY/IapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB (hapMarieBTHUECKONW CYOCTAHIIHH,
MIPOU3BENCHHOM JUIsl peanu3aiuu

Wndopmarius 06 M3MEHEHUSX:

Deodepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 1 cmamvu 34 nHacmoswezo
DedepanvbHo2o 3aKOHA 8HEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
1. Jns BxiarodeHus (apmaieBTUYECKO CyOCTaHIMM, TPOM3BEACHHOW [UIS pealu3alud, B
rOCYIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, IPOBOIUTCS IKCIIEPTH3a €€ KaueCTBa.

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

Cm. npedvloywyro pedaKyuio
2. DkcmepTh3a KadecTBa YyKa3aHHOH B wacTu | HacTosmed cratbu (hapManeBTHIECKOM
CyOCTaHIIMM, COCTABJICHHE KOMHCCHUEH JKCIIEPTOB 3aKJIIOYEHUH 10 Pe3ysIbTaTaM 3TOH 3KCIEPTU3bl M MX
HaNpaBJICHUE B YIOJIHOMOYCHHBIH (hefepalbHblii OpraH HMCIOJHUTEIBHON BIIACTH OCYILECTBIISIOTCS B
CPOK, HE TPEBBIMAONINA MIECTHASCATH paboyuXx JHEH CO THS MOJYYEHUS SKCHEPTHBIM YUYPEKICHUEM
COOTBETCTBYIOIIIETO 3aJaHUsl YIIOJIHOMOYEHHOTO (heAepaibHOTO OpraHa HCIOJHUTEIBHOW BIACTH W
CIICIYIOIIHX TOKYMEHTOB (CBEACHUH):

Undopmaris 06 n3MEHEHUSX:
Ilynkm 1 uzmenen c 1 aunsapsa 2021 a. - @edepanvhuiii 3axon om 27 oexaobps 2019 2. N 478-D3

CMm. npedbloywyro pedakyuio
1) cBeneHust 0 Jate MPEOCTABICHHUS W PETHCTPALIMOHHOM HOMEpPE JIMIIEH3WH Ha TPOHM3BOJCTBO
JIEKapCTBEHHBIX CPEICTB UM CBEJCHHUS O JaTe MPEJOCTaBICHUS U PETUCTPALIMIOHHOM HOMEpE 3aKIII0YEeHUs
O COOTBETCTBHM TPOM3BOIUTEINS JIGKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TIPaBWII  HaJJIEKaIIen
IPOM3BOJICTBEHHOM NMPAKTUKH, BBIIAHHBIX (PEAOCTABICHHBIX) YIOTHOMOUYEHHBIM (pesiepanibHbIM OpraHOM
UCTIOJTHUTENILHOW BJIACTH, B CIy4ae, €CIM IPOM3BOJCTBO JIGKAPCTBEHHOTO CPEJCTBA OCYIIECTBISIETCS B
Poccuiickoii denepanuy;

Wndhopmarrist 06 n3MEHEHUSX:
Ilynkm 2 uzmenen c 15 uronsn 2018 e. - @edepanvuviii 3axon om 4 urons 2018 2. N 140-D3

Cm. npedvloywyro pedaKyuio

2) Komus JOKYMEHTa, BBIJAHHOIO YIOJHOMOYEHHBIM OPraHOM CTpaHbl [POU3BOJIUTEINS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPKAAIOILErO pa3peIIeHNne TPONU3BOJICTBA JIEKAPCTBEHHOIO CPENICTBA, U
€ro MepeBoJl Ha PYCCKUI S3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM IOPSIJIKE, a TAK)KE KOMMSI 3aKJIIOUEHUS O
COOTBETCTBUU  TPOU3BOAMTENS  JICKAPCTBEHHBIX CPEJICTB  TpeOOBaHUSAM  TPaBUI  HaJJexKaren
MPOU3BOJCTBEHHON MPAKTHUKH, BBIIAHHOTO YMOJHOMOYEHHBIM (pe/lepabHbIM OpraHOM HCIOTHHUTEIbHOU
BJIACTH, JTMOO KOMHUS PELICHHUs YIOJIHOMOYEHHOTO (elepalbHOr0 OpraHa HMCIOJHUTEIbHOM BIIACTH O
IPOBEJCHUN MHCIEKTUPOBAHUS TPOU3BOAUTENS JIEKAPCTBEHHOI'O CPEIACTBA. YKa3aHHbIE JOKYMEHTHI
IIPEJICTABIISIFOTCS B Cllydae, €CJIM IPOU3BOJICTBO JIEKAPCTBEHHOIO CPEJICTBA OCYIIECTBISAETCS 3a IIPEIeIaMU
Poccuiickoit ®exneparnuu;

3) TOKyMEHT, coaepKalluil cleylomue cBeJeHHs 0 (papMaleBTH4ecKoil cyOcTaHIuu:

a) HauMeHOBaHue (papMaleBTUYECKON CyOCTaHIUH, €€ CTPYKTYpa, OOII1e CBONCTBA;

0) HaMEHOBAaHHUE U AJIPEC MPOU3BOIUTEINS;

B) TEXHOJIOTHS MPOM3BO/ICTBA C ONMUCAHUEM CTaJIUi MPOU3BOJCTBA U METOJOB KOHTPOJIS HAa BCEX
CTaJUsX MPOU3BOJICTBA;

I) onucaHue pa3paboTKu Mpolecca MPoU3BOJICTBA;

J) OINHCAaHUE KOHTPOJS KPUTHMUECKUX CTaguil Ipolecca MPOM3BOACTBA M IPOMEXKYTOUHOM
MPOAYKIIHH;

€) IOKYMEHTaJIbHOE TTOITBEPXKACHUE (BaIMIalIMsl) MPOIIECCOB U (UJTM) UX OLIEHKA,

) CBOMCTBA M CTPYKTYpa JICHCTBYIOIINX BEIIECTB;
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3) XapaKTepUCTHKA IIPUMECEH;

1) cnenudukanus Ha GapMaIleBTUISCKYI0 CYOCTaHIIHUIO H €€ 000CHOBAHME;

K) aQHAIUTUYECKHE METOJUKH, UCIOJIb3yeMble TIPU OCYIICCTBICHHUH KOHTPOJS KadecTBa
dbapmareBTUUECKON CyOCTaHIINM;

J) TOKYMEHTAILHOE TIOJTBEPKACHUE (BAIMIAINS) AaHATUTUICCKIX METOAMK, UCTIONb3YEMbIX MPH
OCYIIECTBICHIH KOHTPOJISI KauecTBa (papMareBTH4ecKoil cyOCcTaHIIuM;

M) pe3yJIbTaThl aHATH3a Cepuil (hapMalleBTHUECKON CyOCTaHIINN;

H) MEPEUYCHb CTAHIAPTHBIX 00PA3IIOB WIIM BEIIECTB, UCMOIb3yEMbIX TIPU OCYILECTBICHHH KOHTPOJIS
Ka4yecTBa,

0) OITMCaHHE XAPAKTEPUCTUK U CBOMCTB YITAKOBOYHBIX MAaTEPHAJIOB U YKYIIOPOYHBIX CPE/ICTB;

1) IaHHBIC O CTA0MIBHOCTH (papMarieBTUIECKON CyOCTaHITNH;

P) CPOK TOJTHOCTH;

Undopmarus 06 n3MEHEHUX:

Yacms 2 oononnena nynkmom 4 ¢ 1 smeapsa 2018 2. - Deodepanvruiii 3akon om 28 dexaobps 2017 e.
N 425-D3

4) TOKYMEHT, COJIEp>KaIINi CBEIEHUSI O PETUCTPALIMH TPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB IS
MEJIMIIMHCKOTO MPUMEHEHHUS B Ka4eCTBE HAIOTOIUIATEINBIINKA B CTpaHE perucrpamud (s pOCCHHCKUX
IOPUAMYECKUX JIMI - WACHTHU(QHUKAIMOHHBIM HoMep Hamoromuatenbiiuka (MHH), nns mHOCTpaHHBIX
IOPUIMYECKUX JIUI] - CTPaHa PETUCTPALNY, HANMEHOBAHUE PETUCTPHUPYIOMIETO OpPraHa, PeruCTPAIlMOHHBII
HOMeEp, KOJI HAJIOTOIUIaTeNbIIKUKA B CTpaHe perucTpanuy (MHKOPIIOpalliy) WK €ro aHajor).

3. Jns mpoBedaeHHsT SKCHEPTU3bl KadecTBAa YKa3aHHOM B dacTu | HACTOAIIEH CTaTbH
dbapmalieBTUYECKON CyOCTaHIIMU 3asBUTEb TMPEACTABISET B YIMOJIHOMOYEHHBIH (enepaibHbli Opran
WCTIOJTHUTEIIbHOW BIACTH:

1) 3asBreHHME O BKIIOYEHHUH B TOCYAApCTBEHHBIM peecTp IEKAPCTBEHHBIX CPEACTB TaHHOU
(dbapManeBTUYECKON CyOCTaHIINN;

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 nynkm 2 wacmu 3 cmamvu 34 Hacmosiujezo
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynaowetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu

2) xomusl JIOKYMEHTa, TIOJATBEPKIAIONICTO YIUIATy TOCYAAPCTBEHHOW TMONUIMHBI 33 BKIIOYCHUE B
rOCY/IapCTBEHHBIN pEECTp JEKAPCTBEHHBIX CPEJCTB (hapMalleBTHUECKON CyOCTaHIINH, IPOU3BEICHHON JIIIs
peaym3anyu, 00 MO0 COOCTBEHHOW MHUIMATHBE YKa3aHHBIA JOKYMEHT. B ciydae ero HempeacTaBlIeHUs
3asiBUTENIEM YIOJHOMOUYEHHBIM (peiepanbHblii OpraH MCIONHUTEIBHONW BIACTU MpoBepseT (akT yIaaThl
rOCY/IapCTBEHHOW IMONUIMHBI 3asBHTEJIEM C UCIOJIb30BaHWEM MH(OpMANHUK 00 yIiaTe rocyaapCTBEHHON
MOLUIMHBI, cojaepkamieiics B ['ocymapcTBeHHON WH(MOPMAIMOHHOW CHCTEME O TOCYIApCTBEHHBIX H
MYHHIIMITAJIBHBIX — IUIATE)KaX, HAa OCHOBAaHUHM IPEJCTABICHHOW 3asBHTEJIEM KOMHMH JOKYMEHTa,
MOJITBEPIKIAIOIIETO YIIIATY TOCYJapCTBEHHOM MOIUINHEI;

Wudopmanust 06 U3MEHEHUIX:

Deodepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 ¢ nynkm 3 uacmu 3 cmamovu 34 nacmosiue2o
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nyHkma 8 npeovloyujeli pedaKyuu
3) IOKyMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOAIICH CTAThU;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacms 3 cmamovu 34 Hacmoswe2o
DedepanbHo20 3aKoHa 00NOAHeHA NyHKmoMm 4, ecmynarowum 6 cuny ¢ 1 uronsa 2015 a.
4) 3asBJICHHE O BBIJadye pa3pemieHus Ha BBO3 B Poccuiickyro denepaiivio KOHKPETHON MapTHH
HE3apEeTrUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CpPEJICTBA, MPEIHA3HAUYEHHOrO [JIsi MPOBEACHUS YKa3aHHOU
JKCIIEPTU3BI.

Wndopmarus 06 H3MEHEHUSX:
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Cmamuws 34 oonoanena uacmoio 3.1 ¢ 1 ansaps 2021 e. - @edepanvusiii 3akon om 27 oekabps 2019 e. N
478-D3
3.1. B cnyyae HempeAaCcTaBICHHs C 3asBIEHHEM O BKIIOYCHWU B TOCYJApCTBEHHBIN peecTp
JICKApCTBEHHBIX CPEICTB (hapMaleBTHUECKOW CYOCTaHIIMH JIOKYMEHTOB, MOJTBEPKAAIONINX VYILIATY
rOCyJapCTBEHHOH MONUIMHBI M YKa3aHHBIX B ITYHKTE 2 4acTH 3 HACTOAIICH CTaThH, a TAKXKE BHIIaBACMbIX
(MpemocTaBIseMbIX) YIIOJTHOMOUYCHHBIMH (e/lepalbHBIMH OpraHaMHU HCIIOJHUTEILHON BIACTH TOKYMEHTOB
(cBemeHuid), yKa3aHHBIX B MyHKTax | ¥ 2 yacTu 2 HACTOSIIEH CTaThH, YIOJIHOMOYEHHBIN (hemepanbHbIld
OpraH HCIIOJHHUTEIBHON BIACTU 3alpalliiBacT yKa3aHHbIC JIOKYMEHTHI (CBEICHHs) B IOPSIKE
MEKBEJOMCTBEHHOTO HH(OPMAIIMOHHOTO B3aUMO/ICHCTBUSI.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms 4 cmamvu 34 nacmosiuezo
DedepanbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

4. B Teuenue gecaty pabovnx JHEH CO JHS MPUHSITHS 3asBJICHHS O BKIIFOUCHUH YKa3aHHOW B YacTU
| Hactosimied crtatbu (hapMalEeBTHUECKOW CYOCTaHIIMM B TOCYJApCTBEHHBIH DPEECTp JIEKAPCTBEHHBIX
CPEICTB W JOKYMEHTOB, NEPEUYUCICHHBIX B 4YacTH | W TyHKTe 2 YacTW 3 HACTOSIICH CTaThH,
YIIOJIHOMOYCHHBIN (heiepalibHbI OPraH UCIOTHUTEIBHOMN BIIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COACPIKAIIMXCS B MPEICTABICHHBIX
3asiBUTEJIEM JIOKYMEHTAX;

2) MpUHHMAET PEIICHUE O HANpPABIICHUU B DKCIEPTHOE YYPEKICHUE 3aJaHUS Ha IPOBEICHUC
AKCIEPTU3bl KAYECTBA YKA3aHHON B YacTH | HacTOsAIICH CTaTbu (hapMaleBTHUECKOW CyOCTaHIIUU MK 00
OTKa3¢ B TAKOM HAIPaBJICHHH,

3) yBemomIIsieT B 3JEKTPOHHOM WM MUChbMEHHOU (hopMe 3asiBUTENS O MPUHATOM PEUICHHH WU B
cllydae OTKa3a C yKa3aHHEeM MPUYHH TaKOTO OTKa3a.

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3axonom om 25 nosaops 2013 2. N 317-@3 cmamvs 34 nacmosweeo Dedepanvroo
3aKoHa 0onoHeHa yacmoio 4.1
4.1. B ciny4ae BBIABICHHS HEIOCTOBEPHOCTH CBEACHHUH, COACPIKAIIUXCS B TMPEACTABICHHBIX
3asiBUTENIEM MaTepuaiax, YIOJHOMOYEHHBIN (enepalbHblii OpraH MCIONMHUTEIBHOW BIACTH HAIpPaBIseT
3asBUTENI0 3ampoc 00 YTOUYHEHHHM YKa3aHHBIX CBeAeHUHN. J[aHHBIA 3ampoc MOXKET OBbITh TepeaaH
YIOJIHOMOYEHHOMY TPEICTABUTENI0 3asiBUTENS JIMYHO MOJ PACHHUCKY, HAMpPaBIEH IO MOYTE 3aKa3HbIM
MMCbMOM WJIM TIepeJiaH B DJEKTPOHHOW (opMe Mo TeIeKOMMYHHUKAIIMOHHBIM KaHajlaMm CBsi3u. B ciydae
HallpaBJIE€HUsl JAaHHOTO 3ampoca MO MOYTE 3aKa3HbIM MUCHbMOM OH CUMTAETCS MOJIYYEHHBIM IO UCTEUYEHUH
IIECTH THEH C JaThl HAMPaBJIEHUS 3aKa3HOTO MUChMa.

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3akonom om 25 noabpa 2013 e. N 317-@3 cmamva 34 nacmosawezo Pedepanbrozo
3aKOHA 0ONOJHEHA Yacmuio 4.2
4.2. 3asBuTenb 00s3aH MPEACTaBUTh OTBET Ha 3alpoc YMOJIHOMOUYEHHOro (henepaabHOro opraHa
UCTIOJIHUTENILHOW BJIACTH B CPOK, HE MPEBBIIAIOIIMN JEBIHOCTA PabOYMX JHEH CcO JHS MOJIY4YeHUs
naHHoro 3ampoca. Cpok, yka3aHHbIM B uacTu 4 HacTOsIIeH CTaTbM, MPUOCTAHABIMBACTCS CO JHS
HalpaBJICHUS 3asBUTEIIO 3aIpoca YIOJTHOMOUYEHHOTO (peepanibHOro OpraHa UCIOJHUTENbHON BIACTH 10
JTHS TIOJTYYEeHHsI UM OTBETa Ha JAHHBIN 3alpoCc U HE YYUTHIBAECTCS MPU MCUHUCICHHHM CPOKA IKCHEPTU3BI
KadyecTBa (apMaleBTUYECKOH CyOCTaHIIMHM, HEHCIIONb3yeMOll TMpH MPOU3BOJACTBE JIEKAPCTBEHHBIX
IpernapaToB.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-3 uyacme 5 cmamvu 34 Hacmoswe2o
DedepanbHo20 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
5. OcHOBaHUEM MJI OTKa3a B HAIPABJICHHH B DKCIIEPTHOE YUPEKICHUE 3aJlaHUsl HA MPOBEICHUE
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HKCHEPTH3bI KAYeCTBA YKa3aHHOM B 4acTu | HACTOSAIIEH CTaTbu (hapMaleBTHUECKOW CyOCTaHIIUN SBISIETCS
HENpe/ICTaBIEHUE JOKYMEHTOB, YKa3aHHBIX B 4acTu 2 HAcTOSILEH CTaThbH, OTCYTCTBUE HH(pOpPMAIUH,
MOJATBEPXKIAIOMIEH (akT YIUIaThl TOCYJapCTBEHHON TMONUIMHBI 33 BKIOYEHHE (apMaleBTHYECKOM
cyOCTaHIIMM, MPOU3BEACHHOM Ul peanu3aluu, B IOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB,
HENPEJCTaBICHNUE 3asiBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha YKa3aHHBIM B dactu 4.1 Hacrosiuen
CTaThbU 3apOC YIOJHOMOUYEHHOIO (e/lepalbHOr0 OpraHa MCIIOJIHUTEIBbHOW BIACTH WJIM IPENCTAaBICHUE
JIOKYMEHTOB, HE COACPIKAIINX HCUEPITBIBAIOIIECTO MEPEUHs] HEOOXOAMMBIX CBEIICHHM.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms 6 cmamvu 34 nacmosuezo
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm uacmu 6 npeovioyujeli peoaxkyuu

6. B Teuenue nATHaguaTH pabouyuMxX JAHEH €O JAHS IOJYYEHHsS] PELIEHUS YIOJIHOMOYEHHOTO
(benepaabHOro OpraHa MCIOJHUTEIBHOW BJIACTU O HANpaBJIEHUM B HKCIEPTHOE YUpEexkJEHHE 3a/aHus Ha
MPOBEJICHUE OSKCIEPTU3bl KAavyecTBa YKa3aHHOHW B dYacTh | HACTOAIIeH craTthu (hapMareBTHICCKON
CyOCTaHIIMM 3asBUTEIIb MPEJCTABISAET B SKCIEPTHOE YUPEKICHHUE JUIsl IPOBEIEHUS JAHHOW 3KCIIEPTU3bI
00pa3ubl papMareBTUYECKONH CyOCTaHIIMM B KOJMYECTBE, HEOOXOAUMOM JUIsl BOCHIPOHU3BEACHUS METO/I0B
KOHTPOJISI KadecTBa. OKCIEPTHOE YUpPEXKICHHE IpH IOJydeHHMM 0O0pa3loB yKa3zaHHOH B dyactu 1
HacTOALIEH cTaTbu (papMalleBTUUECKON CyOCTaHIIMM BbIJAET 3asBUTENIO JOKYMEHT, MOJATBEPKIAIOIIHMA
HOJIy4eHHUe 3TUX 00pa3LoB, U B CPOK, HE MPEBBILIAIOIININ TpeX pabouux AHEH, yBEAOMIISET B JIEKTPOHHOM
WINA TTHCbMEHHON (opMe 00 3TOM YIMOJTHOMOYEHHBIH (hefiepaibHbli OpraH UCIOJHUTEIBHON BIacTu. DTH
CPOKH HE BKJIIOUAIOTCS B CPOK IIPOBEJECHUS TaHHOM SKCIIEPTU3BL.

7. JOKyMEHTBI, IIOCTYIIHUBIIKE B 3KCIEPTHOE YUPEKACHUE JUISA IIPOBEACHUS DKCIIEPTU3bl Ka4eCTBa
yKa3zaHHOM B wacTu | HacTtosmied craTbM (apMaleBTUUECKOH CyOCTaHIMM, MOJUIeXkaT BO3BpaTy B
YIIOJTHOMOYEHHBIN (efepaabHblii OpraH HCHOJHUTENBHON BIACTH OJHOBPEMEHHO C 3aKJIIOUEHUSIMHU I10
pe3ynbTaTaM IPOBEIEHHON YKCIIEPTU3BI.

8. B cpok, He mpeBbIIAIOMIMKM NMATH pabouux JHEW CO JHS MOJIyYEHUsS 3aKII0YEHHUsS KOMHUCCUU
JKCIIEPTOB IO pe3yNbTaTaM »JKCIEPTU3bl KauecTBa YKAa3aHHOW B 4acTM | HAcTOAIIEH CTaTbu
dbapmareBTUUECKON CyOCTaHITNH, YITOJITHOMOYCHHBIN (peepanbHbIi OpraH UCTIOTHUTEIHHON BIIACTH:

1) ocymiecTBiIsIET OLEHKY TAKOTO 3aKJIIOUEHMs JJsl ONpEeAETIeHHUs ero COOTBETCTBHS 33aJaHMUI0 Ha
IIPOBE/ICHNE TAaHHON DKCIIEPTHU3HI;

2) mnpuUHMMaeT pelleHHe O BKIIOYEHHMM YyKa3aHHOM B uyactu | HacTosmed craTbH
(dapmalieBTUYECKON CyOCTaHIIMKM B FOCYAapCTBEHHBIH pEECTp JIEKapCTBEHHBIX CPEJICTB WM pelieHue oo
OTKa3€ B TAKOM BKJIIOUECHHUH,

Wndhopmarust 06 n3MEHEHUSX:
Ilynxkm 3 usmenen ¢ 28 oexaops 2019 2. - @edepanvuviii 3akon om 27 dexkabpsa 2019 . N 462-D3

CMm. npedvloywyro pedaKyuio
3) BHOCHT TpH TPUHITHH DPEIICHHUS O BKIIOUYCHWHM YKa3aHHOW B YacTh | HACTOSIIEW CTaThbu
(dapmarieBTHYECKON CyOCTaHIIMU B TOCYAAPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB MPETYCMOTPEHHYIO
yacTbio 2 cTtatb 33 Hacrosiero @denepaJbHOrO 3akoHa HHGPOpPMAIMIO U YBEJOMIIsieT 00 3TOM B
9JIEKTPOHHON WJIM MUCbMEHHOHN (opMe 3asBUTEIIS.

Wudopmanust 06 U3MEHEHUIX:
Yacmov 9 usmenena c 15 urons 2018 2. - @edepanvuuiii 3akon om 4 utonsi 2018 2. N 140-D3

Cm. npedvioyuyro pedakyuio
9. OcHoBanumeM [Jis OTKa3a BO BKIIOYEHUM YyKa3aHHOM B yactu |  HacTosieu
CTaThU (papMaleBTUUECKONW CyOCTaHIIMM B TOCYAApCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB SIBISIETCA
3aKJTFOYEHHUE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (eepallbHOTO OpraHa WCTOJHUTEIBHOW BJIACTH O
TOM, YTO KayecTBO (hapMalleBTUUECKON CYOCTaHIIMM HE TIOJTBEPKAECHO MOJY4YEHHBIMU TaHHBIMH.

Wndopmarus 06 H3MEHEHUSX:
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Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovsa 34 nacmoswezo Dedepanvroco
3axoHna oonoanena wacmoio 10, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
10. He nmomyckaercsi BKJIIOYEHHE B TOCYIApPCTBEHHBIM pPEECTp JEKAPCTBEHHBIX CPEICTB OIHOM
dbapmareBTUUeCKOd CyOCTaHIIMKM, TPOU3BEACHHOW IS peajr3allid U BBITYCKAEMOW OJHHM U TEM Ke
MIPOM3BOUTENIEM, B BUJIC IBYX U O0JIee PEeCTPOBBIX 3aIICEH.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 34 nacmoswezo Dedepanvroco
3aKkoHa oononxena wacmoio 11, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
11. BHecenue m3MeHEeHU B JOKYMEHTHI Ha (hapMalleBTHYECKYIO0 CYOCTaHIIMIO, MPOU3BEICHHYIO
JUISL pean3aliii U BKIIOYEHHYIO B TOCYIapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJCTB, OCYILIECTBISETCS B
HopsiKke, YycTaHoBI€HHOM crartbamu 30 u 31 Hacrosimero ®denepanbHOro 3akoHa, € YIUIATOM
roCcy/IapCTBEHHOW MOLUIMHBI, TPEyCMOTPEHHOH 3aKoHo1aTebeTBOM Poccuiickoit @enepaii 0 Hajnorax
u coopax.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamovs 34 nacmosuwezco DedepanvHoco
3aKoHa oononnena wacmoio 12, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
12. JTomyckaercst oOpamnieHue (hpapManeBTUICCKUX CyOCTaHIIMMA, TIPOU3BEICHHBIX ISl pealU3allHH,
B TE€YCHHE CTa BOCBMHUIECITH JHEW 10 M MOCIE NMPUHATUS YHNOJHOMOYEHHBIM (helepaabHbIM OpPraHOM
UCTIOJTHUTEIIGHON BIIACTH PEMICHUS O BHECCHWW M3MCHCHHMI B JIOKYMEHTHI Ha (apMareBTHYCCKYIO
CyOCTaHIMIO, TPOM3BENCHHYIO [UIsl peaju3alud UM BKIIOYEHHYI0O B TOCYJapCTBEHHBIM peecTp
JIEKAPCTBEHHBIX CPEJICTB.

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 34 nacmosuweco Dedepanvroco
3aKoHa oonoanena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 urons 2015 2.

13. Pemenne 00 WHCKIIOYEHWH U3 TOCYJApCTBEHHOTO pEECTpa JIEKAPCTBEHHBIX CPEJCTB
(dapMmarieBTUYECKON CYOCTaHIIMM, NPOM3BEAECHHOW MJIs pealn3allii, NPUHUMAETCS YHOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B CIyYae:

1) npeacTaBieHHs  COOTBETCTBYIOIIUM  YIOJHOMOYEHHBIM  (eiepajbHBIM  OpPraHoM
UCIIOJTHUTENIbHOM BJAacTU 3aKJIIOYEHMsS] O PUCKE MM 00 Yrpo3e »KU3HHU MJIM 3JI0pPOBBIO uYejoBeKa JH00
YKUBOTHOT'O IIPH UCIIOJIb30BaHUU JIEKAPCTBEHHOT'O CPENICTBA;

2) mojmauu pa3pabOTUMKOM JIEKAPCTBEHHOTO CPEACTBA WJIM IPOU3BOJIUTENIEM JIEKAPCTBEHHOTO
cpeAcTBa JUOO YIMOJHOMOYEHHBIM MMHU JPYTUM IOPHUAWYECKUM JIUIIOM 3asBlIE€HHS 00 HCKIIOUYEHUH U3
rOCy/IapCTBEHHOI'O PEecTpa JIEKAPCTBEHHBIX CPENICTB (papMaleBTUUYECKOW CYOCTaHLIMU, MPOU3BEAECHHOMN
JUISl pealln3aluy;

3) oTcyTcTBUs (papMaIieBTUYECKON CYOCTAHITNH, IPOU3BEACHHON I peaau3ainy, B 00palieHu B
Poccuiickoit @enepanuu B TeUeHUE Tpex U Oojiee JeT.

TAPAHT:

Cwm. kommeHTapu K ctathe 34 HacTosero denepanbHOro 3aK0Ha

Crarbsa 35. Yrpatuia cuiy ¢ 1 urong 2015 r.

Wudopmanust 06 U3MEHEHUIX:

Cm. mexcm cmamou 35

Cmamows 36 uzmenena c 1 mapma 2020 e. - Dedepanvruiii 3axon om 27 oexaobps 2019 e. N 475-D3

CMm. npedvloyuyro pedaKyuio
Crarbs 36. OOxamoBaHue pemieHHs 00 OTKa3e B BbIJa4e pas3pelieHdss Ha IPOBEICHHE
KIIMHUYECKOTO UCCIICOBAHMs JICKAPCTBEHHOTO TIperapara, pemieHuss 00 OTKaze B
rOCy/IapCTBEHHOW pErucTpanuu JEKapCTBEHHOIO Ipemnapara, 3aKII0UeHUs KOMHCCHUU
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HKCIEPTOB IKCIEPTHOIO YUPEKACHUSI UITU 3aKIIOYEHMSI COBETA 110 ITUKE
Pemienrie cOOTBETCTBYIOIIETO YHOJTHOMOYEHHOTO (hefiepaibHOro opraHa MUCHOJIHUTEIbHOW BIACTH
00 OTKaze B BbIAU€ PA3PELICHUS Ha IPOBEAECHHUE KIMHUYECKOIO HCCIIEIO0BAaHUS JIEKAPCTBEHHOIO
mpernapara, pelleHHue YyKa3aHHOro (QelepalibHOro OpraHa HCIOJHUTENBHON BiacTh 00 OTKa3e B
rOCy/IapCTBEHHOW PETUCTPALlUM JIEKApCTBEHHOIO Ipenapara, 3akJIIOYeHHE KOMMCCHM HKCIIEpPTOB
9KCIIEPTHOIO YUPEKICHUS WIM 3aKII0YEHHE COBETa IO 3THUKE MOXKET OBbIThb 00KajJOBaHO B MOPSIKE,
YCTaHOBJIEHHOM 3aKOHOAATenbCTBOM Poccuiickoii ®enepauuu. 3akiIrO4eHHE KOMHUCCUU JKCIIEPTOB
SKCHEPTHOIO YYPEKIAEHUS O B3aWMO3AMEHSEMOCTH JIEKapCTBEHHBIX NPENapaTroB I MEIHIIMHCKOIO
IPUMEHEHHU JIMOO O TOM, YTO JIEKAPCTBEHHBIN Npenapar JUisi MEAMIIMHCKOrO MPUMEHEHUS HE SIBISIETCA
B3aMMO3aMEHSAEMbIM, MOXKET OBITh O00KaJOBaHO Jep>KaTelieM WU BIAACNbLEM PEruCTPALMOHHOTO
YIOCTOBEpPEHUS JICKAPCTBEHHOIO Mpernapara B YIOJTHOMOYCHHBIN (heepanbHblii OpraH MCIOTHUTEIBLHOU
BJIACTHU, KOTOPBIA MPUBIIEKAET K PACCMOTPEHUIO YKa3aHHOM KaJloObl MOJBEAOMCTBEHHBIE €My HAy4YHBIE
OpraHu3ai 1 00pa3oBaTeIbHbIE OPTaHU3AIMH BBICIIEr0 00pa30BaHusl, OCYIIECTBISIONINE IEITEILHOCTh
B cepe oOpaiieHus IJE€KapCTBEHHBIX CPEICTB. 3aKIIOUYEHHE KOMHCCHU 3KCIEPTOB HKCIEPTHOTO
yupexaeHus, opopMICHHOE 110 UTOTaM IepecMOoTpa 00’KaTOBaHHOTO 3aKIIFOYCHHUS IKCIIEPTa, MOXKET OBITh
OCIIOPEHO JIepXKATEJIEM WIH BJIAJIEIbLUEM PErHCTPALMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara
aM00 YIOJIHOMOYEHHBIM HMH JIMIIOM B TOpSAKE, YCTaHOBJIEHHOM 3aKOHOJATeNbCcTBOM Poccuiickoit
Oenepanuu. [Ipu 00xkaloBaHUU pEIICHUS YIIOJIHOMOYEHHOTO (heepaabHOro OpraHa MCHOJHUTEIbHOM
BJIACTH, 3aKJIIOYEHUS SKCIIEPTa WK KOMHCCUU 3KCIEPTOB AKCIIEPTHOIO YUPEKACHHUS, 3aKIIOUCHHS COBETA
0 ATHUKE JepKaTellb WU BIaJelNel] peTUCTPAllMOHHOTO yI0OCTOBEPEHHUS JIEKAPCTBEHHOTO Mpenapara oo
YIIOJTHOMOYEHHOE MMU JIMIO BIPABE MPEACTaBUTH PE3YNbTAThl AKCIEPTU3BI JIEKAPCTBEHHOI'O IMpenapara,
MNPOTOKOJNIBI  TOJYYEHHBIX  AKKPEJUTOBAHHBIMH  HCHBITATENIbHBIMH  JIabopaTopusiMu  (LIEHTpaMHu)
pe3yJIbTaTOB UCCIEOBAHUM, UCIIBITAHHI.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 36 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Crarbs 37. UHdopmanms, cBsi3aHHas C OCYIIECTBIEHHEM TOCYAApCTBEHHOW pETUCTpalun
JIEKApCTBEHHBIX TMpenaparoB, WHGOpPMAIUs O 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparax M JeKapCTBEHHbIX Mpenaparax, UCKIOUEHHBIX U3 TOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB

Wndopmarys 06 H3MEHEHHSAX:
Yacmo 1 usmenena c 13 agzycma 2019 2. - @edepanvruiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

1. CoOoTBEeTCTBYIOLIMI YyIOJTHOMOUYEHHBIH (enepaibHbIii OpraH HCHOJHUTENBHON BJacTu
pa3melniaer Ha CcBoeM oduuuanbHOM caiite B cetu "MHTepHer" HWHQOpPMALUIO, CBA3AHHYIO C
OCYILIECTBICHUEM TOCYJAapCTBEHHOM PpEruCTpaluy JIEKapCTBEHHBIX IIpenaparoB, B TOM 4YHUCIE
IIPOBEJICHUEM KCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB (BKIIOYAs PE3yJIbTaThl €€ MPOBEACHHUS ), HH()OPMALIHIO
0 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIpenaparax M JICKapCTBEHHBIX IIpenaparax, MUCKIIOYEHHBIX M3
roCy/1apCTBEHHOTO peecTpa JEKapCTBEHHBIX CPEJICTB, HE MO3HEE YeM depe3 MATh pabouux JHEW co THS
MOJyYEeHUsI YNOJHOMOYEHHBIM (peiepanbHbIM OpPraHOM HCIOJHUTEIBHOW BJIACTH COOTBETCTBYIOILEH
uH(pOpMaLINH.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 oOexabpsa 2014 2. N 429-@3 @ uacmv 2 cmamovu 37 Hacmosue2o
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu
2. Cpokd W TOpPSIOK pa3MeIIeHUs YKa3aHHOW B wacTu | Hacrosmed cratbu HH(pOpMaIUH
YCTaHaBJIMBAIOTCS YIOJIHOMOYEHHBIM (pe/lepaibHbIM OpPraHOM HCIOJHUTENbHON BiacTu. WHpopmanus,
yKa3zaHHasg B 4acTh | HAcCTOALICH CTaTbhH, SBISAETCS OTKPBHITOW M OOLIETOCTYNHOM M MpEIOoCTaBISAETCS
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3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoi Denepannm.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 37 HacTOSIICrO CDez[epanLHoro 3aKOHa

I'naBa 7. KinHn4eckue uccjieioBaHus JICKAPCTBCHHLIX NpenapaTroB 1Jisd MEAUIUHCKOIO
NMPpUMEHEHHUSHA, 10Ir0BOP 00 ux IIPOBEICHUH, IIPABA MANUCHTOB, YHACTBYIOIIHUX B 3TUX UCCJICAOBAHUAX

Crarbs 38. KiuHuueckue HCCIEI0BaHUS JIEKAPCTBEHHBIX IIPENapaTroB JUIsl MEAMIMHCKOIO
IPUMEHEHUS

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 6 uacms | cmamvu 38 nHacmosuezo
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

1. Knuanueckue uccieioBanms JEKapCTBEHHBIX MPENapaToB UIi METUIMHCKOTO NPUMEHEHUs, B
TOM YHCJIE MEXIyHAPOJIHbIC MHOTOLIEHTPOBBIC, MHOTOLICHTPOBBIE, MOCTPETUCTPAIIMOHHBIC, TPOBOISATCS B
OJTHOW WJIM HECKOJBKHX MEIWIUHCKUX OpPraHM3alUsAX B COOTBETCTBHHM C IIPABUIAMU HaJJIKaIIeH
KJIMHUYECKON MPAKTHKH, YTBEPXKIACHHBIMU YIIOJHOMOYCHHBIM ()efepaibHbIM OPraHOM HCIOJHUTEIBHON
BJIACTH, COOTBETCTBEHHO B CIEAYIOMIUX IETISX:

1) ycraHOBIeHHE OC30MACHOCTH JICKAPCTBEHHBIX IPEMapaToB ISl 3J0POBBIX JI0OPOBOJIBIICB U
(WM) TEepeHOCHMMOCTH WX 3J0POBBIMH  JOOpPOBOJBIIAMH, 32 HCKIIOUYCHHEM TaKUX HCCIIEeOBaHUI
JICKapCTBEHHBIX TpenapaToB, MPOU3BEICHHBIX 3a Npeaenamu Poccuiickoit denepanuu;

2) moadop ONTUMATBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Tperapara U Kypca JICUeHUs /IS TTallueHTOB
C OmpeleNeHHbIM 3a00JIeBaHHEM, ONTHUMAJbHBIX 03 M CXEM BaKIMHALUM HMMYHOOHOJIOTHYECKUMHU
JIEKapCTBEHHBIMH ITpeTiapaTaMy 3I0pPOBBIX TOOPOBOJIBIICB;

3) ycraHoBieHHe 0€30MacCHOCTH JIEKAPCTBEHHOTO Ipernapara 1 ero 3ppeKTuBHOCTH IS MallUEeHTOB
C ompeaeneHHbIM 3a0ojieBaHUEM, NPOPUIAKTHUECKON A(PPEKTUBHOCTH HUMMYHOOMOJIOTUYECKUX
JIeKapCTBEHHBIX MPEnapaToB AJIs 37J0POBBIX 100POBOJIBIIEB;

4) wu3ydyeHHWE BO3MOXXHOCTH pACHIMPEHUs TIOKA3aHUH JJIsI MEIUIIMHCKOTO TPUMEHEHUS |
BBISIBJICHHSI paHEee HEU3BECTHBIX MOOOYHBIX AEHCTBHM 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX NPENapaTos.

2. B OTHOWmEHWH BOCIPOM3BEIEHHBIX JICKAPCTBEHHBIX IMPENApaToB JUISi MEIHIIMHCKOTO
OPUMEHEHHUsS  MPOBOAATCA  MCCIIEIOBAaHMS  OMOIKBMUBAJIEHTHOCTH U (WIM)  TepaneBTHYECKOU
SKBUBAJCHTHOCTH B  TIOPSIKE, YCTAHOBJICHHOM  YIOJHOMOYEHHBIM  (elepaTbHbIM  OpPraHOM
UCTIOJIHUTEJILHOW BJIAaCTH.

3. OpraHm3anuio TPOBENCHHUS KIMHUYECKAX WCCICIOBAHNN JICKApCTBEHHOTO TpenapaTa s
MEIUIIUHCKOTO IPUMEHEHHUS BIIPABE OCYIECTBIIATh!

1) pa3paOoTUHK JIEKapCTBEHHOTO MpernapaTa UK YIIOJIHOMOYEHHOE UM JIUIIO;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 2 urons 2013 2. N 185-D3 nynkm 2 uacmu 3 cmamvu 38 Hacmoswe2o
DedepanbH020 3aKOHA U3NONACEH 8 HOBOU pedakyuu, ecmynaroujeti 8 cuny ¢ 1 cenmsaopsa 2013 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
2) oOpa3oBarelbHBIC OpraHW3allMd BBICIIETO0 OOpPa30BaHUsS, OpPTaHU3aAIlMU JOMOJHUTEIHHOTO
po(hecCHOHATBFHOTO 00pa30BaHUS;
3) Hay4YHO-UCCIIEIOBATEIbCKUE OPTaHU3AIIUH.
Wndopmarus 06 H3MEHEHUSX:
@eoepanvrvim 3akonom om 13 uwona 20152 N 241-d3 ¢ uacmv 4 cmamvu 38 Hacmoswezo
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexcm uacmu 6 npedvloywetl pedaKyuu
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4. KnuHudeckue uccieqoBaHMs JIEKapCTBEHHOI'O Ipenapara i MEIULIUHCKOIO INPUMEHEHMS
IPOBOJATCS HA OCHOBAaHMM DPAa3pelleHUs] HA MPOBEICHUE KIMHUYECKOTO HCCIIEAOBAHUS JIEKApCTBEHHOI'O
npenapara, BBIJAHHOTO  YIOJHOMOYEHHBIM  (eAepaJbHBIM OpPraHOM  HCIOJHUTEIBHONW  BIIACTH.
VYnonHoMO4YeHHbIH (hefepalibHbl OpraH UCIOJHUTENIBHONW BIACTH BEAET PEECTP BbIJAHHBIX pa3pelIeHui
Ha IPOBEJCHUE KIMHUYECKUX HMCCIEA0BAaHUN JEKApCTBEHHOIO IIpernapara, COAEp Kallluil yKa3aHue Ha UX
1eJIb W 1I€JIM, B YCTAHOBJIEHHOM 3THUM OPraHOM MOPSJIKE.

5. Vrpartuna cuny ¢ 1 urons 2015 r.

Wndopmarus 06 H3MEHEHHSX:

Cm. mexem uacmu 5 cmamou 38

6. K opranmzamuu mnpoBeACHHUS KIMHHUYECKHX HCCIICIOBAaHUM JICKAPCTBEHHOTO Ipenapara ajis
MEIUIIMHCKOTO TMPUMEHEHUsI pa3pabOTUMKOM JIEKAPCTBEHHOIO Ipernapara MOTYT —IPHUBIEKATHCS
IOpUAMYECKUE JTUIa JIF000i OpraHU3aIllMOHHO-TIPABOBOM (POPMBI MPU YCIIOBUU 00ECIIEYSHHS] COOTBETCTBHS
ITHX UCCIICIOBaHMI TpeOOBaHUSAM HacTosmero deaepanbHOro 3aKOHa.

7. KnuHudeckue HCClIeoBaHUS JICKAPCTBEHHBIX IPENapaTtoB JJis MEIUIIMHCKOTO NMPUMEHCHUS
OPOBOATCS B  MEIUIMHCKUX OPraHu3alisx, aKKPEIUTOBAHHBIX YIOJHOMOYCHHBIM (QeaepaibHbIM
OpraHOM HCIIOJIHUTENBHON BJacTM B MOpsake, YycTaHoBleHHoOM [IpaButenbctBoM Poccuiickoii
®denepauuu.

TAPAHT:

C 1 suBaps 2021 r. akkpeauTanys MEAUIMHCKUX OPraHU3alliid Ha MPaBO MPOBEACHHS KIMHUYCCKHX
MCCIIEA0BAHUH JICKAPCTBEHHBIX MTPENApaToB Il MEAUIIMHCKOTO MPUMEHEHHSI OTMEHEHA
8. [llepeduenb MENMIIMHCKUX OpraHU3alMM, HWMEIONIMX MPaBO MPOBOAUTh KIMHUYECKUE

HCCJICIOBAHMS JIEKAPCTBEHHBIX IMpPENapaToB Uil MEIUIIMHCKOTO IPHUMEHEHHS, W PEeCTp BbIJaHHBIX
paspenieHUid  Ha ~ TPOBEACHUE  KIMHUYECKHUX  HCCIEJOBAHWU  JIGKAPCTBEHHBIX  IIPEmaparoB
OITYOJIMKOBBIBAIOTCS ¥ Pa3MEIAI0TCs YIIOJTHOMOYEHHBIM (e/iepalbHBIM OPTaHOM HCTIOTHUTEIHLHON BIACTH
B YCTAHOBJICHHOM MM IOPsIJIKE Ha CBOEM o¢ulinanbHOM caiite B cetu "UHTepHer".

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 38 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 39 nacmosuweco Dedepanvroco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm cmamwv 8 npedvloyuell pedaxKyuu
Crarbsa 39. Peumienne o mpoBeIeHHM KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOIO Ipernapara
JUTST MEUITUHCKOTO TIPUMEHEHUS

1. KnuHuueckoe uccieloBaHHE JEKAPCTBEHHOrO IMpernapara il MEAUIMHCKOrOo MPUMEHEHHUS
MPOBOJIUTCS HA OCHOBAHWH pa3pelieHus Ha MPOBEJACHUE KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpenapara, BBIIAHHOTO YIMOJHOMOYEHHBIM (eAepaibHbIM OpPraHOM HCIOJTHUTENBHOW BIACTH IIO
pe3yabpTaTaM AKCIEePTU3bl JOKYMEHTOB, HEOOXOIWMBIX JIsi TIOJYYCHHS Da3pelieHHs] Ha TMPOBEICHUE
KJIMHUYECKOT'0 UCCIIEOBaHUs JIEKaPCTBEHHOTO MIpenapara U 3THYECKON IKCIIEPTUBI.

2. Jlna mosydeHusl pa3pelieHus] Ha TMPOBEICHUE KIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO
npernapara Ui MEAUIIMHCKOTO TPUMEHEHHUS 3asBUTENb MPEACTABISET B YIOJTHOMOYCHHBIN (enepalbHbIi
OpraH UCIIOJIHUTEILHOMN BIACTH:

1) 3asBieHMEe O BblIau€ pa3pelieHuss Ha MNPOBEACHHE KIMHUYECKOTO HCCIIEIOBAaHUS
JIEKapCTBEHHOTO Mpernapara Jjisi MeTUIIMHCKOTO IPUMEHEHUS;

Wndopmarus 06 H3MEHEHUSX:

Ilynkm 2 usmenen c 1 ansapsa 2021 . - @edepanvuwiii 3akon om 27 oexkabps 2019 2. N 478-D3

Cm. npeovloyuyio peoakyuro
2) KONHMU JOKYMEHTOB, NOJATBEP)KIAIOUIMX YIUIATy FOCYJAapCTBEHHOH NOLUIMHBI 32 IPOBEACHUE
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TUYECKOM 5SKCHEPTU3bl, OSKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpernapar Uil IOJIy4EeHHUs
paspelieHuss Ha MPOBEJCHHE KIMHUYECKOrO0 HCCIEJOBaHUS JIEKApCTBEHHOIO IMperapara s
MEAMIMHCKOTO IPUMEHEHHUS, 3a BblIayy pa3pellieHus Ha IPOBEICHUE KIMHUYECKOIO HCCIEIOBAHUS
JICKapCTBEHHOTI'O IpernapaTa A MEAUIIMHCKOTO MIPUMEHEHHUS], 32 MPOBEACHNUE IKCIIEPTU3BI IOKYMEHTOB Ha
JEKapCTBEHHBI IpemapaT Uil IOJIYYEHUs pa3pelleHuss Ha IPOBEACHHE  MEXKIYHAPOIHOIO
MHOTOIIEHTPOBOT'O KJIIMHUYECKOTO HCCJIEeIOBAaHUS JIGKAPCTBEHHOrO TMpemnapara s MEAUIIMHCKOTO
IPUMEHEHHUS, 32 BblJauy pa3pelieHNs Ha IPOBEIECHNE MEXIYHAPOIHOIO MHOTOLIEHTPOBOT'O KIIMHUYECKOTO
HCCJIEIOBAHMSI JICKAPCTBEHHOTO IpernapaTa Uil MEIULIUHCKOTO0 MPUMEHEHUs, 3a IPOBEICHHE ITHUYECKOM
AKCIEPTU3BI, SKCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar Jyuisl MOJY4YEHHs pa3pelleHus Ha
MPOBEJICHUE TOCTPErUCTPAIMOHHOTO KIMHUYECKOTO MCCIEAOBAaHUS JIEKapCTBEHHOIO IIperapara Jyis
MEAMIMHCKOTO IPUMEHEHMs, 3a BblJauy pa3pellieHus Ha IMPOBEACHHUE IOCTPErHMCTPALMOHHOTO
KIIMHUYECKOT'0 UCCIIEIOBAHMS JIEKAPCTBEHHOTO MIpenapaTa Jisi METUIIUHCKOTO PUMEHEHUS;

3) OpOTOKON KIMHUYECKOIO HCCIIEJOBaHMs JIEKAPCTBEHHOIO Ipernapara s MEAUIMHCKOIO
MPUMEHEHUS;

4) OpoIIopy UCCIIeI0BATEIIS;

5) uHbOpPMAIIMOHHBIH JIMCTOK MAIUEHTA;

6) cBeneHUs 00 OmbITe PabOTHI MCCIEAOBATENICH 1O COOTBETCTBYIOIIMM CIICIIHATBLHOCTSAM H HX
OTIBITE PaOOTHI 10 MPOBEACHUIO KIMHUYECKUX UCCIIeI0OBAaHU;

7) cBeneHUs O MEOUIMHCKUX OpraHM3alMsX, B KOTOPBIX IPEANOJaraercs IpOBEICHUE
KIIMHUYECKOT0 HCCIEeIOBAaHUSl JIEKAPCTBEHHOIO Ipernaparta A MEIUIIMHCKOTO NMPUMEHEHHUs (MOJHOE U
COKpAIlleHHOE HaMMEHOBAHWsS, OPTaHU3AIMOHHO-TPaBOBas (opMa, MECTO HaXOXAECHUS € MECTO
OCYIIIECTBIICHUS JIeATeNbHOCTH, TenedoH, Tenedakc, aapec dMEeKTPOHHON MOYTHI KaXKI0M METUIIMHCKOM
OpraHu3aIum);

8) cBemeHHMs O IMpeaNojaraéMbIX CpOKax MpPOBEAEHUS KJIMHUYECKOTO  MCCIEOBAHUS
JIEKapCTBEHHOI'0 Iperapara Jyuisi MEJUIIUHCKOTO PUMEHEHMUS;

9) xomui0 A0roBopa 00s3aTEIBLHOIO CTPAaXOBaHMS, 3aKJIFOYEHHOTO B COOTBETCTBUM C TUIIOBBLIMU
npaBuwiiaMy  00s3aTEIBHOTO CTPaxOBaHUS, C YyKa3aHWEM NPEJeNbHOM YHCICHHOCTH MAallUeHTOB,
YY4acTBYIOIIMX B KJIMHHYECKOM HCCIIEOBAaHUM JIEKAPCTBEHHOIO Ipemnapara Uil MEIULUHCKOTO
PUMEHEHUS;

10) unpopmanmio o coctaBe JIEKapCTBEHHOTO Ipernapara Juisi MeAMIIMHCKOr0 IPUMEHEHUS,

11) mOKyMeHT, COCTaBIEHHbIN MPOU3BOAMUTEIEM JIEKAPCTBEHHOI'O Mpernapara A MEAUIIMHCKOIO
OPUMEHEHHUS W CoJiepXKallluii TOoKa3aTenu (XapaKTepUCTHUKH), a TaKKe CBEIEHUS O JIEKapCTBEHHOM
npenapare Ui MEAMIMHCKOIO TPUMEHEHUs, IPOMU3BEACHHOM JUIsl MPOBENEHUS KIMHHUYECKHUX
HCCIICIOBAaHUMH;

Wudopmanust 06 U3MEHEHUIX:
Ilynxkm 12 usmenen c 1 ansaps 2021 2. - @edepanvuwiii 3akon om 27 dexabpsa 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio
12) cBepeHHs O JlaTe MPEIOCTABIICHUS W PETHCTPAIIHOHHOM HOMEpPE JIMIICH3WH Ha MPOU3BOCTBO
JICKapCTBEHHBIX CPENICTB B Cllydae, €Clid MPOU3BOACTBO JICKAPCTBEHHOTO IMpernapara OCYIIECTBISETCS B
Poccuiickoit ®enepanmu, WM CBEJACHHUS O Jare MPEAOCTABICHHS M PETHCTPAIMOHHOM HOMeEpe
3aKJTIOYEHUS O COOTBETCTBHHM MPOU3BOJIUTENS JIEKAPCTBEHHOTO IMpernapata TpeOOBaHUSM TMPaBUI
Ha/JIeXKAIIeH TPOU3BOJCTBEHHOW MPAKTHUKH, MPEJOCTABICHHOIO YIOJTHOMOYECHHBIM OPIaHOM CTpaHBI
MIPOU3BOIUTENIS JIEKAPCTBEHHOTO TIperapara.

Wudopmanust 06 U3MEHEHUSX:

Cmamows 39 oonoanena uacmoio 2.1 ¢ 1 aneaps 2021 e. - @edepanvuviii 3akon om 27 dexaobps 2019 e. N
478-D3
2.1. B cnyuae HempenCTaBleHWsT C 3asBICHHEM O BbIJade pa3pelieHUs Ha TPOBEACHHE
KJIMHAYECKOTO MCCIICAOBAHMS JIEKAPCTBEHHOTO Iperapara Jjisi MEIUIIMHCKOTO MPUMEHEHHS TOKYMEHTOB
(cBenmeHuit), MOATBEPKIAIONINX YIIATy TOCYJAapPCTBEHHON MONUIMHBI U YKa3aHHBIX B IYHKTE 2 4acTH 2
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HACTOSIIEH CTAaTbW, a TAaKKe BBIABAEMBIX (TPEIOCTABISIEMbIX) YIIOJIHOMOYEHHBIMU (hefepaibHbIMU
OopraHaMy HCIIOJTHUTEIBHON BJIACTH TOKYMEHTOB (CBEJCHUH), YKa3aHHBIX B ITyHKTe 12 "yacTu 2 HacTOsIIEH
CTaThbU, YIOJHOMOYEHHBIH (eaepanbHblii OpraH HCHOJHHUTEIBHOM BIIACTH 3alpalluBacT yKa3aHHbIC
JOKYMEHTBI (CBE/IEHUS ) B OPSAAKE MEXKBEIOMCTBEHHOIO HH(POPMALIMOHHOTO B3aUMO/ICHCTBHSL.

3. B cpok, He mPEeBBIAIONINIA IATH pabounx THEH co THS MPUHATHS YKa3aHHOTO B ITyHKTe | yacTtu
2 HacTOsIIEH CTaTbU 3asBJICHUS U HEOOXOIUMBIX JOKYMEHTOB, YIIOJHOMOYEHHBIN (peaepanbHblii opran
VCIIOJIHUTEJILHOM BIIACTH:

1) mpoBOAUT NMPOBEPKY MOJIHOTHI U IOCTOBEPHOCTH CBEACHUH, COAEPKALIUXCS B IPEICTABICHHbIX
3asiBUTEJIEM JTOKYMEHTAX;

2) NpUHUMAET pPEIIEHUE O MPOBEJCHUU HKCIEPTH3bl JOKYMEHTOB Ul NOJYYEHUs pa3pelleHus Ha
IIPOBEJICHUE KIMHUYECKOr0 UCCIIEA0BAaHN JIEKaPCTBEHHOIO IIpenapaTa s MEAUIIMHCKOIO IPUMEHEHUS U
THYECKON IKCIEPTU3bI WM 00 OTKa3e B MPOBEJCHUN YKAa3aHHBIX 3KCIEPTU3;

3) yBemomuisIeT B BJEKTPOHHOW ¢dopMme mwiM Ha OyMa)KHOM HOCHUTENE 3asgBUTENSI O MPUHITOM
peleHuy 100 B cilyyae MPUHSITUS PELIeHUs 00 0TKa3e TaKkKe C yKa3aHHMEeM IPUYMH TaKOro 0TKas3a;

4) MoOAroTaBIIMBAET W HANpPABISET B 3KCIEPTHOE YUPEXKJIEHUE M COBET IO ITUKE 3aJaHUE Ha
IIPOBEJECHUE COOTBETCTBYIOLINX IKCIIEPTH3.

4. B cny4ae BBISBICHMS HEMOJHOTHI U (WJIM) HEIOCTOBEPHOCTH MH(POPMAIMH, COJAEpKALICICs B
IPEJCTABICHHBIX 3asBUTENEM JOKYMEHTaxX, YINOJHOMOUYEHHBIH (eaepalbHblii OpraH HMCIOJHUTEIbHON
BJIACTU HAIIPaBIISIET 3asBUTEIO 3apOC 00 YTOUHEHHUM YKa3aHHON MHQpopMmanuu. JJaHHBINA 3ampoc MOXKET
OBbITh TIepe/iaH YIOJIHOMOYEHHOMY MPEACTABUTENIO 3asiBUTENS JIMYHO O] PACIUCKY, HAPaBJIEH 10 1oYTe
3aKa3HBIM MTMCHMOM WJIH TI€pesiaH B JIEKTPOHHOU (POpME MO TEIEKOMMYHUKAIIMOHHBIM KaHalaM CBs3U. B
Clly4ae HalpaBjCHMs AAHHOIO 3alpoca IO MOYTE 3aKa3HbIM IHCbMOM OH CYMTAETCS IOJIYYEHHBIM IIO
MCTEUEHUH IIECTU THEH C JaThl HaIllpaBJIICHMs 3aKa3HOI'O MUCbMA. 3asBUTEIb O0SA3aH MPEACTAaBUTH OTBET
Ha 3aIpoc YIOJIHOMOYEHHOTO (hefiepalbHOrO OpraHa HUCIOJHUTEIbHOM BIACTH B CPOK, HE MPEBBIIAOIINI
JeBsHOCTa pabouux AHeH co JHS ero nonydeHus. Cpok, yKa3aHHBIM B 4acTW 3 HACTOSIIEH CTaThH,
IPUOCTAHABJIMBACTCS CO JIHS HAIpaBJICHUs 3asBUTENIO 3allpoca yIOJHOMOYEHHOIO (peiepanbHOro opraHa
UCIIOJTHUTENIbHOM BJIaCTU /0 JHS IOJIyY€HHS UM COOTBETCTBYIOIIEIO OTBETA W HE YUYUTHIBACTCS MpPU
UCUUCIIEHUN CpOKa TPUHATHUS YINOJHOMOUYEHHBIM (peepanbHbIM OpPraHOM HCIHOJIHUTEIBHON BIacTh
pelleHus O MPOBEAEHUM SKCIEePTH3bl JOKYMEHTOB JUIsl MOJIyYEHUS pa3pellieHHus Ha IpOBEICHUE
KJIIMHUYECKOI0 MCCIIEOBAHMSI JIEKAPCTBEHHOIO IIpenapara JUisi MEJUIUHCKOTO IPUMEHEHUS.

5. OcHOBaHMEM AJIsl OTKa3a B MPOBEACHUU AKCIEPTU3BI JOKYMEHTOB JUISl MOIYUYEHUS pa3peleHus
Ha TIPOBEACHHME KIMHUYECKOTO HCCIENOBAaHUSA JIEKapCTBEHHOIO Ipenapara il MEIUIMHCKOrO
IPUMEHEHHUS U STUYECKON IKCIEPTU3BI ABIISETCS MPEACTABIEHNE JOKYMEHTOB, IPEAYCMOTPEHHBIX YaCThbIO
2 HacTOALIEeH CTaThbH, B HEMOJIHOM 00bEeMe, HeMpPEICTaBIEHUE 3asBUTENIEM B YCTAHOBJIIEHHBI CPOK OTBETa
Ha YyKa3aHHBIH B dacTu 4 HACTOSAIIEH CTaThW 3ampoc YIOJTHOMOYEHHOTO ¢eaepalbHOr0 oOpraHa
UCTIOJIHUTENIHOW BJIACTH JTUOO OTCYTCTBUE B IPEJICTABICHHBIX JOKYMEHTAaX HCYEPHBIBAIOIIETO MEepeyHs
HeoOxoaumol uHpopMmauuu Wid HHOpManuu, KOTOpas AOJDKHA ObITh OTpakeHa B HHUX, a TaKxke
OTCYTCTBUE MH(OpMAIUK, MOATBEPKAAIONMIEH (akT YIUIaThl rOCyJapCTBEHHON MOLUIMHBI 33 MPOBEACHUE
STHUYECKOM HKCHEPTU3bl, SKCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM IMpermapaTr Uil TMOJTy4eHHUS
paspelieHuss Ha IPOBEJEHUE KIMHUYECKOTO HCCIEJOBaHMsS JIEKAPCTBEHHOIO Ipenapara s
MEAMIIMHCKOTO MPUMEHEHHUs, 3a Bblayy pa3pellieHUs Ha IpOBeIeHUE KIMHUYECKOro HCCIeIOBAHUS
JIEKapCTBEHHOTI'0 IIpemnapaTa sl MEAULIIMHCKOIO IPUMEHEHHS, 3a IPOBEIECHNE IKCIIEPTU3BI JOKYMEHTOB Ha
JIeKapCTBEHHBIN MpemapaT sl TMOJYYEeHHsS pa3peuleHusi Ha MPOBEACHHE MEXKIYHApPOJIHOTO
MHOTOLIEHTPOBOI'O  KJIIMHUYECKOTO HCCJIEIOBAaHUS JIEKAPCTBEHHOIO Ipemnapara A MEAMIMHCKOTO
PUMEHEHHS, 32 BblJauy pa3pelieHns Ha MPOBeIeHNE MEXIYHAPOIHOIO MHOTOIIEHTPOBOT'O KIIMHUYECKOTO
MCCJIEJOBAHMSI JIEKAPCTBEHHOT'O IpenapaTa Uil MEAUIMHCKOIO MPUMEHEHUS, 32 MPOBEACHUE 3TUYECKOU
JKCIIEPTU3bl, DKCIEPTU3bl JOKYMEHTOB Ha JICKApPCTBEHHBIM Ipernapar Ajs IOJy4YeHHs pa3pelleHHs Ha
IIPOBEJEHUE IOCTPErMCTPALIMOHHOTO KJIMHMYECKOIO MCCIEA0BAaHUS JIEKApCTBEHHOI'O IIpenapara Jyis
MEIMIMHCKOTO TPUMEHEHMs, 3a BBIJA4y paspelleHuss Ha MPOBEACHHE IOCTPErHMCTPALMOHHOTO
KJIIMHUYECKOI0 UCCIIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapara Juisi MEJUILMHCKOTO IPUMEHEHUS.
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6. IlpoBeneHue SKCHEPTU3bl JOKYMEHTOB JUIsl TOJIYYEHHUS pa3pelieHuss Ha IPOBEICHUE
KJIMHUYECKOT0 MCCJIEA0BAaHMS JICKAPCTBEHHOIO Mpenapara JJisi MEIUIMHCKOrO TPUMEHEHUSI U ATUYECKOM
AKCIEPTU3BI, COCTABIICHUE KOMHUCCUEN DKCIIEPTOB U COBETOM I10 ITUKE 3AKJIIOYEHUU O BO3MOKHOCTH WU
HEBO3MOYKHOCTU MPOBEJACHUS TAKOTO KJIMHHUYECKOI'O MCCICIOBAHUS M HAMPABJICHUE ITUX 3aKIIOYCHUH B
YIIOJIHOMOYEHHBIA  (e/lepalbHbIii OpraH HCIOJHUTEIBHONH BIACTH OCYIIECTBISIOTCA B CPOK, HE
MPEBBIIIAIOIIMN  TPUANATH pabOYuX ITHEH €O JHSA TOJYYCHHsS] SKCIEPTHBIM YUYPEKICHUEM 3aJlaHus
YIIOJTHOMOYEHHOTO (he/IepaqbHOTr0 OpraHa HCIOJHUTEIBHOW BIIACTH C MPHIOKEHHUEM JOKYMEHTOB,
yKka3zaHHbIX B nyHktax 3, 4, 10 m 11 yactu 2 HacTOsIEd CTaThbH, M COBETOM IIO JTHKE 3aJaHusd
YIIOJTHOMOYEHHOTO (he/iepaqbHOr0 OpraHa HWCIOJHUTEIBHOW BIIACTH C MPHJIOKECHHEM JIOKYMEHTOB,
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
4acTu 6 HACTOAIIEH CTaThbU, YIIOJIHOMOUYEHHBIN (heqepaabHblid OpraH UCIIOJHUTEIbHON BIACTHU:

1) ocymiecTBisiET OIEHKY IOCTYNHMBIIMX 3aKIIOYCHUH JUIsi OMPENEICHUsT MX COOTBETCTBUS
3a/IaHUSIM Ha TIPOBEJIEHUE COOTBETCTBYIOUIUX 3KCIEPTH3;

2) NMpUHMMAET PEIICHHE O BbIJa4€ pa3pelieHUsi Ha MPOBEIACHUE KIMHUYECKOTO HCCIICIOBAHMS
JICKapCTBEHHOI'0 Tpernapara Juisi MEAMIIMHCKOTO MpPUMEHEHUs Ui 00 OTKa3e B BbIJa4Y€ YKa3aHHOTO
paspeunieHus;

3) BbIIaET pa3pelicHre Ha MPOBEACHUE KIMHUYECKOTO MCCIICIOBAHUS JICKAPCTBEHHOTO IIpernapara
JUTSE METUITUHCKOTO TIPUMEHEHUS WIIH pPelieHre 00 0TKa3e B BbIIaue YKa3aHHOTO Pa3pelIeHUs ¢ yKa3aHueM
MIPUYUH OTKa3a.

8. OcHOBaHMEM /Ui OTKa3a B BbIJAUYE PA3pEIICHHsS Ha MPOBEACHUE KIMHUYECKOTO UCCIEIOBaHUS
JIEKapCTBEHHOTO Mpernapara JJjisi MEIUIIMHCKOTO MPUMEHEHHUS SBJISETCA HAJIMYME 3aKJIIOYEHUS KOMHUCCUU
DKCIEPTOB WJIM 3aKJIIOYEHHS COBETa II0 OSTUKE O HEBO3MOXXHOCTH MPOBEICHUS KIMHUYECKOTO
WCCJIEIOBAHMS  JIGKQPCTBEHHOIO Mpenapara s MEIUIMHCKOrO TPUMEHEHHs 10 pe3yJbTaraMm
MPOBEJICHHBIX AKCIEPTHU3, MPETYCMOTPEHHBIX YaCThIO 6 HACTOSIIEN CTAThHU.

9. Pemenne 06 oTka3ze B MPOBEACHUH AKCIEPTHU3BI JOKYMEHTOB JJISl MOMYYSHHs pa3pelieHus Ha
MPOBEJICHUE KIIMHUYECKOI0 UCCIEA0BAHUS JIEKAPCTBEHHOIO Mpenapara Jyisi MEIUIIMHCKOTO TPUMEHEHUS 1
STUYECKOM HKCIEPTU3bl M B BbAaU€ pa3pelieHUss Ha MPOBEACHHE KIMHUYECKOTO MCCIEI0BAHUS
JIEKAapCTBEHHOT'O TIpenapara Juisi MEIUIIMHCKOTO MPUMEHEHHS MOXKET ObITh 00KajJoBaHO B TOPSIIKE,
YCTaHOBJICHHOM 3aKOHOAATENLCTBOM Poccuiickont denepanuu.

T'APAHT:

Cwm. kommeHTapu K ctaTthe 39 HacTosero denepanbHOro 3aKOHA

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim saxonom om 22 dexkabps 2014 2. N 429-D3 nacmoswuii DedepanvHulil 3aKOH OONOIHEH
cmamveu 39.1, scmynaroweu 6 cuny ¢ 1 urona 20135 e.

Cratbs 39.1. DTudeckas sKcrepTusa

1. DTryeckas dKCIepTU3a MPOBOIUTCS COBETOM I10 STHUKE, CO3AaHHBIM B MOPSAKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (peIepalibHBIM OpPTaHOM HCIIOJMHUTEIBHONW BIACTH, B IENSIX BbIIAYM 3aKIIOYCHHS 00
ATUYECKONH OOOCHOBAHHOCTH BO3MOXXHOCTU TMPOBEJEHHUS KIWHUYECKOTO HCCIICOBAHUS JICKAPCTBEHHOTO
npenapara Jijisi MeAUIUHCKOTO PUMEHEHHS.

2. DKcmepramMH COBETa IO JTHKE MOTYT OBITh MPEACTABUTENH MEIUIMHCKUX OpraHu3alIui,
HAyYHBIX OpraHu3alnii, 00pa30BaTENIbHBIX OPraHU3AIMIA BHICIIEr0 00pa30BaHuUs, a TAKXKe MPEICTaBUTEIH
OOIIIECTBEHHBIX OpPTaHU3AIMKA, PETUTUO3HBIX OPTaHHW3alliid W CPEJCTB MaccoBo mHGpopManuu. [laHHBIC
9KCIIEPTHl HE JIOJDKHBI HAXOJUTHCS B KAKOH-IMOO 3aBUCHMOCTH OT pPa3paOOTUYUKOB JIEKapCTBEHHBIX
IIpenapaToB U APYrux JIML, 3aMHTEPECOBAHHBIX B PE3YyJIbTaTaX 3THUYECKOU IKCIIEPTU3BI.

3. Omuara yciyr 3KCIEpPTOB COBETa IO 3THUKE OCYHIECTBJISETCS Ha OCHOBAaHUU JOTOBOpA,
3aKJIFOUEHHOTO MEXAY YHNOJHOMOYEHHBIM (eepalbHbIM OPraHOM HCIOJHUTEIBHON BIIACTH, KOTOPBHIM
CO3MaH COBET IO JTHUKE, M OKCIEPTOM COBETa IO JTHKE, 3a CYET OIDKETHBIX ACCUTHOBAHUH,
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IPEIYCMOTPEHHBIX YIOTHOMOYEHHOMY (eiepaIbHOMY OpraHy UCHOJHUTEIBHOM BIACTH, KOTOPHIM CO3/1aH
COBET 10 3TUKE, B (eiepallbHOM 0I0/KETe Ha COOTBETCTBYIOIIMM To/l Ha 00eCieueHue ero JesTeNbHOCTH,
B pa3zMepax, ycraHoBlIeHHbIX [IpaBurensctBoM Pocculickoit denepanuu.

4. DkcrepThl COBETa IO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHO/IATEILCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa I0 3THKE, IOJI0KEHHE 00 3TOM COBETE, MOPSAOK €ro AesITeIbHOCTH, TPeOOBaHUs
K KBaJM(HUKAIMKA M OMBITY pabOTHl MO S3KCIEPTHOH OIEHKE HAYYHBIX, MEIUIMHCKAX U JTUYECKUX
aCIIEKTOB KJIIMHUYECKUX MCCIEJOBAaHUN JIEKAPCTBEHHBIX IPENapaToB Il MEJULIUHCKOIO MPUMEHEHMS,
IPEABABISIEMBIE K JKCIIEPTaM COBETAa IO 3THKE, [OPSAJ0K OPraHM3aluyd WM IIPOBEICHHS ITHYECKOU
9KCIEePTHU3bl, (hopMa 3aKIIOYEHHS] COBETa IO STUKE YCTAHABIMBAIOTCS YIMOJHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIOJIHUTENbHOM BIacTU. YUHWCIO NpeNCcTaBUTENCHd MEIUIMHCKUX OpraHu3aliid HE MOXKET
MPEBBIIIATH MTOJIOBUHY OT OOIIEro YKCIia SKCIEPTOB COBETA MO ITUKE.

6. Madopmanust 0 coctaBe COBETa MO ITHKE, IJIAHAX €ro padOThl M TEKYIIEH AEATEIbHOCTH
pa3Meriaercs Ha OQUIMATBHOM CalTe YIOJIHOMOYEHHOTO (heIepaIbHOTO OpraHa UCIIOTHUTEILHON BIACTH
B ceTH "MHTepHET" B yCTAaHOBJIEHHOM UM IOPsI/IKE.

TAPAHT:

Cwm. xommeHTapuu k ctatbe 39.1 HacTosmero denepanibHOr0O 3aKOHA

Crarps  40. HpOBeI[eHI/IC KIIMHUYCCKOI'0 HMCCJICAOBAHUA JICKAPCTBCHHOI'O IIpfIiapara AJId
MCIUIUHCKOI'0 MPUMCHCHUA

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms I cmamvu 40 nacmosuezo
DedepanbHoeo 3aKOHA BHECEeHbl U3MeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npedvloyuell pedaKyuu

1. PykoBoauTens MEIUIIMHCKON OpraHU3alliu, KOTOpas MPOBOAUT KIMHUYECKOE HCCIETOBAHHE
JICKapCTBEHHOTO TIperapaTa Jijisl MEAUIIMHCKOTO IPUMEHEHH S, Ha3HAYaeT UCCIIeIOBATENs, OTBETCTBEHHOTO
3a TMPOBENEHHWE TAKOTO HCCIEAOBAHUS U HMEIOLIET0 JIEYEOHYIO CHEIUaIbHOCTh, COOTBETCTBYIOIIYIO
IPOBOJIUMOMY KJIMHHYECKOMY WCCIIEJIOBAHHUIO JIEKaPCTBEHHOTO TIpernapara, CO CTaXeM padOoThl MO
nporpaMMaM KIMHUYECKUX HCCIEOBAaHMM JeKapCTBEHHBIX MperapaToB HE MEHEee YeM TPH Tojia U MO ero
NPEUIO’KEHUIO Ha3HaYaeT COMCCIIEIOBATENeH U3 Yrcia Bpadel 3TO MEAUIIMHCKOW OpTraHu3aIiH.

2. UccnenoBatenb OCYIIECTBISET BBHIOOP MAIIMEHTOB, KOTOpBIE MO MEIUIIMHCKAM MOKa3aHUAM
MOTYT OBITh NMPHUBJICYEHBI K YYACTHUIO B KIMHUYECKOM HCCJICIOBAHWUHU JICKAPCTBEHHOTO Ipernaparta Jyis
MEAUIIMHCKOTO MTPUMEHEHHUS.

3. HccnemoBarenb W COMCCIEIOBATENN JOJDKHBI OBITh O3HAKOMIIEHBI C  pe3yJbTaTaMu
JTOKJIMHUYECKOTO MCCIEA0BAHUS JIEKAPCTBEHHOT'O CPEJICTBA, COJIEPKAIIIMICS B OPOIIIOpE UCCIIeIOBATEIS,
MPOEKTOM TIPOTOKOJA KIMHUYECKOTO HCCIEIOBaHUs JIEKAPCTBEHHOTO Tpernapara Uisi METUIITHCKOTO
NPUMEHCHHUS, pa3pabOTaHHBIM Pa3padOTYUKOM JICKAPCTBEHHOTO Tperapara HWId WHBIM FOPUIAICCKHM
JUIOM, TPHUBJICKAEMBbIM K OpTaHHM3aIllMH TPOBEACHUS KIMHHUYECKOTO HCCIIECIOBAaHUS JIEKApCTBEHHOTO
mperapara Juisi MEIUITUHCKOTO TIPUMEHEHUS, U IPYTHMH MaTepHuajaMHi TaKOTO UCCIICTOBaHUS.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 29 nosopa 2010 2. N 313-D3 cmamesa 40 nacmoswezo DedepanbHoco
3aKkoHa donoanena wacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 aneaps 2011 e.
3.1. PykoBoauTens MEAUIIMHCKOW OpPraHU3alliy B CPOK, HE TPEBHIMIAIOIINN TpeX pabouux JHEH co
JTHS Hayaja MPOBEJACHUS KIMHMUYECKOTO HMCCIICIOBAHUS JIEKAPCTBEHHOTO Tpernapara s METUIIMHCKOTO
MPUMEHEHHUs, coo0maer o0 3TOM B YIIOJHOMOYEHHBINH (eAepalibHBI OpraH HCIOJHUTEIBHON BIACTH,
BBIJIaBILIUH pa3pelieHne Ha IPOBEAeHNE TaAKOrO UCCIIEIOBAHMS, [0 YCTAaHOBIEHHOW UM (opMe.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrovim 3axonom om 11 oxkmsaopa 2010e. N 271-P3 6 uacme 4 cmamovu 40 nacmoswezo
DedepanbHo20 3aKOHA 6HeCeHbl U3MEHEHUs

89/139


http://internet.garant.ru/document/redirect/12181165/1
http://internet.garant.ru/document/redirect/12125267/1926
http://internet.garant.ru/document/redirect/12178437/1000
http://internet.garant.ru/document/redirect/12178437/2000
http://internet.garant.ru/document/redirect/71806572/1000
http://internet.garant.ru/document/redirect/71952238/1000
http://internet.garant.ru/document/redirect/57344188/3901
http://internet.garant.ru/document/redirect/70826338/1331
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/57503072/401
http://internet.garant.ru/document/redirect/12180682/138
http://internet.garant.ru/document/redirect/12180682/1701
http://internet.garant.ru/document/redirect/12179335/171

®denepanbublil 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpamieHnn JeKapcTBEeHHBIX cpencT” (¢ ...

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
4. OpraHuzaluu, OCYIIECTBISIOIIUE OPraHU3alMI0 IMPOBEICHUS KIMHHUYECKOTO HCCIeAOBAHUS
JIEKApCTBEHHOI'0 Tpenapara isg MEAUIMHCKOIO NPUMEHEHUS M YKa3aHHble B dYacTu 3 crartbu 38
Hactosuero denepanbHOro 3aKOHA, B Cilydyae HEOOXOIUMOCTH BHECEHHsS] W3MEHEHHUH B IPOTOKOJ
KJIIMHUYECKOI0 UCCIIEI0BAaHUS JIEKAPCTBEHHOT'O IIpenapara s MEAUIIMHCKOT0 IPUMEHEHUs co00IarT 00
9TOM B YIOJHOMOYEHHBIH (efepanbHbIi OpraH HMCIOJIHUTEIbHON BIIACTH, BBIAABIIMNA pa3pelIeHHE Ha
IPOBEICHUE TAKOTO UCCIIEOBAHUS, 10 YCTAHOBICHHON UM (hopMme.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 11 oxkmsaops 2010 2. N 271-@3 cmamovs 40 nacmoswezo Dedepanvrozo
3aKoHa 0onoHeHa yacmoio 4.1

4.1. ®opma cooOIIeHUS O BHECEHHHM HW3MEHEHMH B MPOTOKOJ KIMHMYECKOTO HCCIIETOBAHMUS
JIEKapCTBEHHOT'0 Tperapara Juisi MeJUIIMHCKOTO MPUMEHEHHS IOJDKHA COAEePkKATh CISAYIOUINE CBEICHUS:

1) HanmeHOBaHUe, WICHTU(UKAIIMOHHBIA HOMEP | JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHMS;

2) nata BHeCEHUsl U3BMEHEHUH B IPOTOKOJ KIMHUYECKOTO UCCIIeI0BAHUS;

3) HaMMEHOBaHUE U MECTO HAXOKJICHUS 3asBUTEIIS;

4) HauMEHOBAaHHME OpTraHM3AIMH, MPHUBJICYCHHONW pPa3paOOTUYMKOM JIEKapCTBEHHOrO MperapaTra K
OpraHu3aIy MPOBEIEHUS KIMHUYECKOTO UCCIIe0BaHus (IIPU HAIUYHUN);

5) HaMMEHOBAaHUS W MeCTa HAXOXJACHUS MEIUIMHCKUX OpraHu3aliii, B KOTOPHIX MPOBOAUTCS
KJIIMHUYECKOE UCCIIE0BAHUE;

6) mara BbIIAa4M pa3pelieHUs Ha MPOBEACHHE KIMHUYECKOIO HCCIENOBAaHHS M HOMEpP STOrO
paspelieHus;

7) U3MEeHEeHUs, BHOCUMBIE B POTOKOJI KIIMHUYECKOTO UCCIIEIOBAHUS.

Wndhopmarust 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms 5 cmamvu 40 nHacmosuiezo
DedepanbHo20 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

5. B cpok, He npeBbIIAONMN TpUAaTH padouux AHEH co AHS MOJTYYEHHUs YKa3aHHOro B yacTu 4
HACTOALIEH CTaThbU COOOIIEHHS, YIOJHOMOYEHHBIH (QenepalibHblii OpraH HUCIHOJHUTENIBHOM BIacTH
paccMaTpUBAeT 3TO COOOILICHHE B YCTAHOBJICHHOM MM IOps/JKE M NPHUHUMACT pelIeHHEe O BHECEHHH
WU3MEHEHUN B IIPOTOKOJ KIMHUYECKOIO HMCCIIEI0BAHUS JIEKAPCTBEHHOIO Iperapara Uil MEIUIMHCKOTO
OpUMEHeHHs WM o0 OTKa3e BO BHECEHMM Takux u3MeHeHuid. [Ipu paccMmoTpeHuuM cooOuieHus o
HEOOXOJUMOCTH BHECEHUS W3MEHEHHH B MPOTOKON KIMHUYECKOTO HCCIIEJOBaHMs JIEKApCTBEHHOTO
npenapara sl METUIIMHCKOTO IPUMEHEHNUs B LENIAX OLlEHKH 000CHOBAHHOCTH MpPE/IaraeéMbIX U3MEHEHUH
Y OIIPEJEIICHUs] CTENEHN PUCKA Ul NAMEHTOB, IPUHUMAIOIIMX YYaCTHE B KIIMHUYECKHUX MCCIIEOBAHUSAX,
YIIOJIHOMOYEHHBIM (pe/lepajbHbIM OpPraHOM HCIIOJHUTENBHOM BJIACTH MOTYT IPHUBIIEKATHCS IKCHEPTHI
COBETA 110 JTHUKE.

6. KnuHuueckoe wuccienoBaHUE JIEKAPCTBEHHOI'O Ipenapara A MEAMIMHCKOrO IPUMEHEHUs
MOET OBITh HPHUOCTAHOBIEHO WJIM MPEKpaIIeHO, €CM B Ipollecce ero MNpoBeAeHHs OOHapyxkKeHa
OIACHOCTb ISl XKU3HHU, 370POBbs NAIIUEHTOB. B cilyyae BO3HUKHOBEHMS ONACHOCTH ULl XKU3HHU, 3J0POBbs
MAlMEHTa, YYACTBYIOIIETO B KIMHUYECKOM MCCIIEI0BAHUH JIEKAPCTBEHHOT'O IIpenapara Jiyisi MEIULIUHCKOTO
NpUMEHEeHHs, HccienoBaTenu o00s3aHbl MPOMH(POPMHUPOBATE 00 3TOM PYKOBOJIUTENS MEIUIIMHCKON
OpraHM3alMl U OPraHHU3aIUI0, MOJYYHMBIIYIO pa3pelieHHe YHNOJHOMOYEHHOro (eaepaibHOro opraHa
WCIIOJIHUTEJILHOM BJIACTH HA OPraHU3ALMIO NPOBEIACHUS KIMHUYECKOIO HCCIENOBAHUS JIEKAPCTBEHHOIO
npenapara. Pemenne o MpuoOCTaHOBIIEHUH KIIMHWYECKOTO UCCIEA0BaHUS JICKAPCTBEHHOTO Ipenapara Jis
MEIUIUHCKOTO IMPUMEHEHHUs] TNPUHUMAIOT PYKOBOJUTEIb MEIUIMHCKONM OpraHu3anuu | (WiH)
OpraHu3aiysi, IMOJIyYUBIIas DPA3pEIICHUE YHNOJHOMOUYEHHOIo (elepaJbHOr0 OpraHa MCIOJHUTEIbHOM
BJIACTU HA OPraHU3aLMIO IPOBEIACHUS KIMHUYECKOIO HCCIEAOBAHUS JIEKAPCTBEHHOIO IIpemapara s
MEIMIMHCKOTO INPUMEHEHUs, PEIIEHHWE O TMPEKPAllCHUWH TAKOrO0  MCCIEAOBAaHUSA IPUHUMACT
YIIOJIHOMOYEHHBIA  (eiepalbHbIii OpraH MCIOJHUTENPHOW BIACTH HAa OCHOBAHUU COOOILEHUS B
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NUCbMEHHOW (QopMe PYKOBOAWUTENS MEAWIIMHCKOW OpraHu3allid WM OpTraHM3allus, MOTyYHBIIAs
paspelieHrue YIoJHOMOUYEHHOro (hefepalbHOr0 OpraHa HCHOJHUTENbHOM BJIACTM HAa OpraHU3aLUIo
MMPOBCACHU A KIIMHUYCCKOI'O UCCIICAOBAHMS JICKAPCTBCHHOT'O IIpCriaparta JJIsi MCAUIIUHCKOI'O0 MPUMCHCHUA.

7. B cpok, HE NpPEeBbILAIOIINNA MATH pabouux AHEH CO JHSA 3aBEpLICHUs, IPUOCTAHOBICHHS WIN
IIPEKpaIleHUs]  KIMHUYECKOIO HCCIEAOBAHUSA  JIEKAPCTBEHHOIO IIpemapara il  MEAULUHCKOIO
IPUMEHEHHUs, COOOLIeHHe 00 3TOM HaNpaBISIETCs OPraHU3ALUSAMM, YKAa3aHHBIMH B 4YacTH 3 cTaTbu 38
Hacrosero denepaibHOrO 3aKOHA, B YIIOJHOMOYEHHBIN (hefiepalibHbli OpraH MCIOJHUTEIBHON BIACTH
II0 YCTAHOBJIEHHOHN UM (opMme.

8. ®opma coOOIEHUS O 3aBEPIICHUH, MPUOCTAHOBIECHWU WM TMPEKPAEHUU KIMHUYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapaTa JUlsl MEIULIUHCKOTO IIPUMEHEHUS TOJKHA COEPKaTh!

1) I/IHq)opMaumo 0 MEJIMLMHCKOW OpraHu3alvy WIA MEAULUMHCKAX OPraHU3ALMAX, MPOBOIMBIINX
JTaHHOE UCCIIEJOBAHMUE;

2) onMcaHue JaHHOTO MCCIIEIOBAHNUS,

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axkonom om 11 oxmsops 20102. N 271-@3 6 nynkm 3 uwacmu 8 cmamou 40
Hacmosweco PedepanrbHo2o 3aKOHA BHeCeHbl U3MEHEHUs.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu

3) namHbBle UccienoBarens (pamMwIds, UMs, OTYECTBO, MECTO padOThI, 3aHMMAaeMas JTOJDKHOCTb,
CHEIUATBHOCTD, CTAXK PA0OTHI IO MPOTrpaMMaM KIMHUYECKUX MCCIICIOBAHUH JIGKAPCTBEHHBIX IPENapaTos,
NepeYeHb KIMHUYCCKUX HMCCIEAOBAHUN JIGKAPCTBEHHBIX IMPEMApaToB, B KOTOPHIX OH MPUHUMAI y4acTHE
(TepHo/IbI y4acTHsl) B KAYECTBE MCCIICIOBATEIS UM COMCCIICIOBATES);

4) pe3ynbTaT JaHHOTO HUCCIeA0BaHUs (3aBepilleHHE, TPUOCTAHOBIICHUE WM MPEKPaIIEHUE JAaHHOTO
UCCIICIOBAHMSI C YKa3aHHEM UX MPUYWH U BIMSHHS HA OIEHKY €ro pe3yibTaToB, OOIIYIO OIEHKY PUCKa U
OKU/IaeMOW  TOJIB3BI  OT TPUMEHEHHUS HCCIEAYeMOTo JIEKapCTBEHHOTO Tperapara, a Takke
mpeJrnoiaraeMble JaabHeHIme qeicTBHS).

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 13 wuwona 2015 2. N 241-P3 uyacme 8.1 cmamvu 40 nacmosuezo
DedepanbHo2o 3aKOHA U3N0HCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm wacmu 6 npedvioyuell pedaxKyuu

8.1. Tlpu BwisIBIeHUU (denepalbHBIM OPTaHOM MCIOJHUTEIBPHON BJIACTH, OCYIIECTBIISIIONIIUM
(GYHKIMU TIO KOHTPOJIO M HaJI30py B cdepe 3ApaBOOXpaHEHHUs, HApYUIEHWH TMpaBuil HajaJexalei
KJINHAYECKOW NPAKTUKH IPU MPOBEACHUM KIMHMYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOIO Ipemnapara,
BIMSIOIMX HA MOJHOTY M (WJIM) JOCTOBEPHOCTh JAHHOTO KJIMHUYECKOTO HCCIENOBaHMS, yKa3aHHBIN
denepanbHbI OpraH MCIOJHUTEIBHON BJIACTH MPHOCTAHABIMBAET MPOBEIECHUE JAHHOTO KIMHUYECKOIO
UCCJIENOBAHNUS W BBIHOCUT MEIMLIMHCKOM OpPraHM3alid, B KOTOPOM INPOBOJUTCS JAHHOE KIMHUYECKOE
UCCIIeIOBaHMe, MpeanucaHue o0 yCTpaHEHWH BBISABICHHBIX — HapyiieHud. [lpm  HeycTpaHeHHH
MEIUIMHCKOW OpraHu3alyell BbIABICHHBIX HApYILIEHUH B YCTAaHOBJIICHHBIM B NPEANHMCAHMHM CPOK
yKa3aHHbIH (enepanbHbIi OpraH HCHOJHUTENBHOM BIIACTH TNPUHUMAET pEIIEHHE O MpEeKpalieHun
MPOBEJCHHUS KIMHUYECKOTO HCCIIEOBAHUS JIEKQpPCTBEHHOTO IpernapaTa W HampaBisieT B (enepaibHbIi
OpraH HCHOJHHUTEIbHOM BIACTH, OCYHIECTBISIOMMUN (YHKIMH 1O BBIpaOOTKE M pean3aluu
roCy/1IapCTBEHHOW MOJUTHUKHA W HOPMAaTHBHO-IIPABOBOMY DETYJIMPOBAaHHIO B cdepe 3ApaBOOXPAHEHUS,
3aKJIIOYEHUE O BBIABICHUHU IIPU MPOBEIACHUU JAHHOIO KIMHUYECKOIO MCCIIEOBAaHUs HAPYILIECHUN IIPABUII
HaJJIeXalled KIMHUYEeCKON MPaKTUKH JUIsl PUHATHS pelleHusl 00 OTMEHe pa3pellieHusl Ha OpraHu3aluio
IIPOBEICHNS JAHHOIO KIMHUYECKOTO HUCCIIEIOBAHMS C JAThl IPUHATUS PELICHHUS O MPUOCTAHOBIICHUU
IIPOBEICHUS KIIMHUYECKOTO UCCIIEI0BAHMS JIEKAPCTBEHHOTO IIpenapara.

9. VYnomHoMoueHHBIH (efepalbHBIi OpraH HCIOJHUTEIBHON BIAcTH OMYOJMKOBBIBACT U
pasmemiaer Ha cBoeM oduimanpbHOM caiite B cetw "HHTepHEeT" cCOOOImIEHME O 3aBepIICHUH,
IIPUOCTAHOBIICHUH WM IPEKPALICHUU KIMHUYECKOTO MCCIIECJOBAaHUs JICKAPCTBEHHOI'O IIperapara s
MEAMIIMHCKOTO MPHUMEHEHUS! B CPOK, HE MPEBBIAIOMUN MSITH pabounx JHEH Co JHS ero MmojiydeHus, B
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YCTaHOBJIEHHOM UM IOpPSAKE.

10. YmonHomoueHHBIN (enepaibHbIA OpraH HCIOJHHUTEIBHONW BJIACTH OCYIICCTBIISIET BEIICHHE
peecTpa uccienoBaresnei, NpoBOIALUIMX WM MPOBOJUBUIMX KIMHUYECKHE UCCIIEI0BAHUS JIEKApPCTBEHHBIX
IpenapaToB JUisi MEIULMUHCKOTO MPUMEHEHHS, B COOTBETCTBUU C YTBEPKICHHBIMH MM MpaBUIAMH U
pa3Mmeraer ero Ha cBoeM o¢uIuanbHOM caiite B cetd "MHTepHeT" B yCTAaHOBJICHHOM MM IIODS/IKE.
VYkazaHHBIN peecTp COAEPKUT HHDOPMALIHIO, TPETYCMOTPEHHYIO [TYHKTOM 3 4acTH 8 HACTOAIIECH CTaThU.

11. Ortuer o0 pe3yibTarax KIMHUYECKOTO UCCIEIOBAHMS JIEKAPCTBEHHOIO Ipernapara Jyis
MEJMIMHCKOTO MPUMEHEHHSI COCTaBISETCsl OpraHu3aliel, yKka3aHHON B 4acTu 3 cTaTby 38 HACTOALIETO
@denepalibHOTO 3aKOHA, HA OCHOBAHMM 3aKJIIOUEHUN MEIMLUHCKUX OpraHu3alui, MPOBOJUBIIUX 3TO
UCCJIEIOBAaHKE, U TPECTABISAETCS B YIOJIHOMOYEHHBIH (elepalibHblil OpraH HCIOJIHUTEIBLHOW BIIACTH,
BBI/IaBILIMI pa3pelIeHHE Ha MIPOBEIECHUE 3TOIO UCCIIECJOBAHUS, B CPOK, HE MPEBBIIAIONIUN TPEX MECSLEB
CO JHS €ro 3aBepuUIeHHs, IPUOCTAHOBICHUS WM NPEKpalleHUs, B TMOPSJKE, YCTAaHOBICHHOM
YIIOJIHOMOYEHHBIM (heIepabHBIM OPTaHOM UCTIOTHUTEIIBHOM BIACTH.

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 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 yacmu 6 npedvloyuell pedaKyuu
12. Hapymenue mnpaBui HaaieXalled KIMHUYECKOW MPAKTUKH, (albCUPUKAIMS pPE3ylbTaTOB
KJIMHUYECKOI'O HCCIIEOBAHUS JIEKApCTBEHHOIO Ipenaparta s MEAMLIMHCKOTO NPUMEHEHHs BIIEKYT 3a
co00i1 OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOAATENbCTBOM Poccuiickoit denepanun.

Wudopmarus 06 H3MEHEHHSX:

@eoepanvuvim 3axkonom om 22 oexabps 2014 2. N 429-D3 6 uacme 13 cmamou 40 nacmoswezo
DedepanbHoeo 3aKOHA BHECEeHbl U3MeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npedvloyuell pedaKyuu
13. Ilpy npoBeneHUM KIMHUYECKOIO MCCIEAOBaHUSA JIEKAPCTBEHHOIO IIpernapara s
MEUIIMHCKOTO MPUMEHEHUs JTOMyCKaeTcsi 3a00p y MAalMEeHTOB OMOJIOTMYECKUX MaTepuaoB (0OpasIlsl
OMOJIOTHYECKUX JKUAKOCTEH, TKaHeW, CEeKpeTOB U MPOJYKTOB JKHU3HEAEATEIbHOCTH YEJIOBEKa,
(U3MONOrMYECKUX W TATOJIOIMYECKUX BbIAECNEHUH, Ma3KoB, COCKOOOB, CMBIBOB, MHUKPOOPIaHM3MOB,
OuoncuiiHblii MaTepuan) /Ui ux uzydeHus B Poccuiickoit denepanuu u (im) 3a npeaenamu Poccuiickoit
denepanuu.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 6 uacmo 14 cmamvu 40 nacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeHus:, ecmynarowue ¢ cury ¢ 1 urons 2015 a.

Cm. mexkcm yacmu 6 npedvloyuell pedaKyuu
14. TTopsinox BBO3a B Poccuiickyro dexneparuio u BbiBo3a 3a npenensl Poccuiickoit deneparuun
OMOJIOTUYECKNX  MAaTepUANIOB, TMONYYCHHBIX TIpU  TPOBEACHUH  KIMHUYECKOTO  HUCCIIEOBAHUS
JIEKapCTBEHHOI'0 Ipemnapara Juisi MEAMIMHCKOrO TpUMEHEHHs, ycraHaBiauBaeTcs I[IpaBurenbcTBOM
Poccuiickoit denepanuu.
TAPAHT:

Cwm. kommenTapu K ctathe 40 HacTosmero denepanbHOro 3aKOHA

Crarba 41. JIoroBop 0 NMpPOBENCHUN KIMHUYECKOTO MCCIENOBaHUS JIEKAPCTBEHHOIO Mpemnapara

JUI. METULIUHCKOTO IIPUMEHEHUS
1. Kimmandgeckoe HCCIICIOBAHUEC JICKAPCTBCHHOI'O IIperiapara il MCAUIHUHCKOIO IPUMCHCHUA
MMPOBOAUTCA B COOTBECTCTBUU C AOTOBOPOM O HNPOBCACHUU KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOI'O
npenapara s MEIWLIHMHCKOTO IPUMEHEHHs, 3aKII0YaeMbIM MEXKIy OpraHu3aluel, MOJy4YrBIIECH
paspelieHrne yIOJTHOMOYEHHOTO (enepalbHOTO OpraHa WCIOJTHUTENBHOM BIIACTH HA OpraHU3aIUIo
IIPOBEICHUS TAaKOrO0 MCCIEIOBAaHUSA, M MEIUUUHCKOW OpraHM3alued, OCYIIECTBISIONIEH IPOBEICHUE
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TaKOI'0 UCCIICJJOBAHHUS.

2. JloroBop O MpoOBENEHUWU KIMHUYECKOTO UCCIEAOBAHMS JIEKAPCTBEHHOTO IIpernapara Aiis
MEIUIIMHCKOTO MPUMEHEHUS JOHKEH COJIePKATh:

1) ycnoBHs ¥ CPOKH MPOBEACHUS JAHHOTO UCCIIEIOBAHMUS;

2) ompenenceHue OOMIEH CTOMMOCTH MPOTPaMMBI JAaHHOTO HMCCIEAOBAHUS C YKAa3aHUEM CYMMBI,
npeHa3HavYaroecs Uit BHIIUIAT UCCIIE0BATENSIM, COUCCIIEIOBATEIISAM;

3) ompenenenue GOpMbI IPEACTABICHUS PE3YIbTATOB JAHHOTO UCCIICAOBAHUS B YITOJTHOMOYCHHBIN
benepanbHbIi OPraH UCHIOTHUTENBHOM BIIACTH.

TAPAHT:

CMm. komMeHTapuu K ctatbe 41 HacTosero denepabHOr0 3aKOHA

Cratbs 42. ®uHaHcoBOE 0OecCIeUeHUE KIIMHUYISCKOTO MUCCIICIOBAHMS JICKAPCTBEHHOTO Mpernapara
JUTSL METUITUHCKOTO TIPUMEHEHHUSI

®uHaHcoBOe oO0OecrneyeHue KIMHUYECKOTO MCCIIEI0BaHUsl JIEKapCTBEHHOIo Ipenapara s
MEAMIIMHCKOTO MTPUMEHEHHUS OCYIIECTBISIETCS 3a CUET:

1) cpencTB denepabHOTO OFOKETA;

2) cpelncTB OpraHu3aliii, MOJYYHMBIIMX pa3pelieHHe Ha OPraHU3alMI0 TMPOBEACHUS TaHHOTO
MCCJIEIOBAHMS, B COOTBETCTBHH C YCIOBHUSIMHU JJOTOBOPA O €r0 MIPOBEICHUH;

3) UHBIX HE 3aMpelIeHHbIX 3aKOHOAaTeIbCTBOM Poccuiickoii denepaniui HICTOYHUKOB.

TAPAHT:

CM. koMMeHTapuu K cTaTtbe 42 HacTosero denepabHOr0 3aKOHa

Crarbs 43. HpaBa MalUCHTOB, YYAaCTBYHOIINX B KIIMHUYCCKOM HCCICOOBAHHUU JICKAPCTBCHHOI'O
npemnapara Jji1 MCIUIUHCKOTI'O IPUMCHCHHA A
1. VYwuyactue MNanueHTOB B KJIMHHUYECKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O IIp€rapara I
MCIUIIUHCKOI'O0 MPUMCHCHUA SABJIACTCA ]106pOBOJ'IBHI>IM.
T'APAHT:

OO0 opraHuzanuu OTACICHUN KIMHHYECKUX HCIBITAHWN JICKQPCTBEHHBIX IPEMapaToB Ha 370POBBIX
no0poBobIIax cM. rpukas Munznapasa P® ot 25 aBrycra 1992 r. N 235

2. TlarueHT WM €ro 3aKOHHBIM IMPEJACTaBUTEIh JOJKEH OBITh WH()OPMHUPOBAH B MHUCHMEHHOMN
dopme:

1) o JekapCTBEHHOM TIperapare is MEAUIIMHCKOTO MPUMEHEHHS] W CYNTHOCTH KIMHHUYECKOTO
MCCJIETOBAHMSI 3TOTO JIEKAPCTBEHHOTO Mpernapara;

2) 0 6e30IacHOCTH JICKApPCTBEHHOTO IMperapaTa JijIsi MEIUIIMHCKOTO IPUMEHEHHS, €T0 0XKUAACMOU
3¢ (HEeKTUBHOCTH U CTETIEHU PUCKA IS MAIUEHTA;

3) 00 ycioBHSX y4acTHs MAIUEHTA B KIIMHUYECKOM MCCIICIOBAHUN JIEKAPCTBEHHOTO MperapaTa JJis
MEAUIIMHCKOTO TPUMEHEHHUS,

4) 0 UenM WM TENSIX W TMPOJODKUTEIHHOCTH KIMHHYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOTO
npernapara Jisi METUITUHCKOTO MPUMEHEHUS;

5) 0 JeHCTBUSAX TAIMEHTa B ciydae HENpPEABUACHHBIX 3(P(PEKTOB BIMSHHUS JIEKAPCTBECHHOTO
npernapara Jisi METUITUHCKOTO TIPUMEHEHUS Ha COCTOSIHUE €T0 37I0POBbS;

6) 00 yCIIOBHSIX 0053aTEILHOTO CTPaXOBAHUS KU3HH, 3/I0POBbsI MAIMEHTA;

7) o rapaHTUSX KOHOQUICHIIMATHLHOCTH YYacTHs TAlMeHTa B KIWHUYECKOM HCCIEIOBaHUU
JICKapCTBEHHOTO TIperiapara Uitk MeIUITMHCKOTO TPUMCHECHHS.

3. 1oOpoBOJIbHOE COTJIacHe MAlMeHTa Ha yJacTHe B KIIMHUYECKOM HCCIIEOBAaHUH JICKAPCTBEHHOTO
npenaparta JUisi MEIUIUHCKOTO TPUMEHEHUS MOATBEP)KIAeTCS €ro MOMANUCHI0O WM TMOAMHCHIO €ro
3aKOHHOTO TIPEJICTABUTEIS HA MHPOPMAITMOHHOM JIMCTKE MAIUCHTA.

4. TlanueHT WM €ro 3aKOHHBIA MPEACTABUTEh HMMEET NpaBO OTKa3aThbCd OT Y4acTus B
KIIMHUYECKOM HCCIIEIOBAHUU JICKAPCTBEHHOTO MpemapaTta JUisi MEIUIIMHCKOTO MPUMEHEHHs Ha 000
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CTaauu MPOBCACHUA TAKOI'0 UCCICAOBAHM.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oxkmsops 2014 2. N 313-D3 6 uacmv 5 cmamovu 43 nacmosiuezo
DedepanbHoe0 3aKOHA BHECEHbl UBMEHEHUs, GCMYnarwjue 8 CUuLy no ucmedeHuu mpuoyamu OHetl nocie
OHs 0puyuanbLHO20 0NYOIUKOBAHUS HA368AHH020 DedepanbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

5. IlpoBeneHne KIMHUYECKOTO MCCIIENOBaHUA JIEKAPCTBEHHOIO Ipernapara Jyisi MEAUIUHCKOTO
MPUMEHEHHUS C y4acTUEM B KauyeCTBE IMAIMEHTOB JETEH JOIMYCKAeTCs TOJIBKO C COIJIacus B MHUCbMEHHOMN
dbopMme uX poauTenei, ychlHOBUTENEH. JleTH MOTYT paccMaTpuBaThbCs B KAdeCTBE IMOTEHIIMATBHBIX
MAIMEHTOB TAKOTO MCCIIEIOBaHUS, TOJIBKO €CIIU €T0 MPOBEICHNUE HEOOXOIUMO IS YKPETIJICHUS 3I0POBbS
JeTed Win NpopUIaKTUKH WH(OEKITMOHHBIX 3a007€BaHUN B JETCKOM BO3pacTe JIMOO €CIIM IIENIbI0 TaKOTo
MCCJICIOBAHMS SIBJISICTCSl TIOJIYYCHHE JAHHBIX O HAWIYYIIeW JO3WPOBKE JICKAPCTBEHHOTO Ipernapara IJis
JedyeHuss JAetel. B 3TUX cioydasgX TakOMy HCCIEAOBAHUIO JOJDKHO IIPEILIECTBOBATH KIMHUYECKOE
MCCJICIOBAHME JICKAPCTBEHHOTO IMpenapara i MEAMIIMHCKOrO TNPUMEHEHHS Ha COBEPIICHHOJIETHUX
rpakJ1aHax, 3a UCKIFOUEHUEM CIIy4aeB, €CJIM UCCIIEAYEMbIN JIEKAPCTBEHHBIN MpenapaT Juisi MEIULUHCKOTO
MPUMEHEHHUS MPeAHa3HaYeH UCKIIOUUTEIBFHO JIJIsl CIIOJIb30BAHUS HECOBEPIIICHHOIETHUMHU IPasK/IaHAMH.

6. 3ampemaercs MPOBEJACHUE KIMHUYECKOTO HCCIEAOBAHMS JICKAPCTBEHHOI'O Ipernapara s
MEIUIIMHCKOTO MPUMEHEHHS C YJaCTHEM B KaueCTBE MAIIMCHTOB:

1) neTei-CUpOT U ACTEH, OCTABIIUXCS O€3 MONCUCHHS POAUTEIICH;

2) SKEHIIMH B TMEpUOJ OCpPEeMEHHOCTH, JKEHIIMH B TEPHOJ TPYIHOTO BCKApMIIUBaHUs, 34
HCKIIFOUEHHEM CIIy4aeB, €CJIM MPOBOJUTCS KIMHUYECKOE HCCIEHOBaHUE JIEKAPCTBEHHOI'O Ipemnapara,
MpeIHA3HAYCHHOTO JIJISl YKA3aHHBIX JKCHIUH, NPU YCIOBUHM HEOOXOAMMOCTH IOJIYYCHUS HH(POPMAIHH
TOJILKO BO BpEMsl MPOBEICHUS COOTBETCTBYIOLIUMX KIMHUYECKUX MCCIECIOBAHUM M TPUHATUS BCEX
HEOOXOJUMBIX MEp IO HCKIIOUEHUIO PHUCKA HAHECEHHWs Bpela KEHIIMHE B Mepuoja OepeMEeHHOCTH,
JKEHIIMHE B IEPUO TPYAHOTO BCKAPMIIMBAHUSL, MIJIOy UM PEOCHKY;

3) BOGHHOCIYXalIUX, 3a HMCKIIOUYEHHWEM CIy4yaeB TMPOBEACHUS KIMHHUYECKOTO WCCIEIOBAHUS
JIEKapCTBEHHOTO Tperapara, CIeNHaabHO pPa3paOOTaHHOTO [Js MPUMEHEHHS B YCIOBUSX BOEHHBIX
NEHCTBUM, Ype3BBIYAWHBIX CHUTyallMil, NpOQUIAKTUKA U JIedeHHs] 3a00JieBaHUN U TOpaKeHUM,
MONyYEHHBIX B  pe3yibTare BO3JCHCTBUS  HEONArOMpUSATHBIX  XUMHYECKUX, OMOJIOTHYECKHUX,
pamuanmoHHBIX (¢akTopoB. KimHHMUYeckoe HCCleIOBaHME TAaKOTro JICKAPCTBEHHOTO TMperapaTa MOXET
MIPOBOJIUTHCS C YYACTHEM B Kau€CTBE MALlMEHTOB BOCHHOCIYKAILIMX, 3@ UCKIIFOUEHHUEM BOECHHOCTYKaIUX,
MPOXO/ISIIINX BOSHHYIO CIY>KOY MO MPHU3BIBY, C COOJIIOICHHEM TpeOOBaHUM, YCTAHOBIEHHBIX HACTOSAIINM
®denepanbHBIM 3aKOHOM B OTHOIIEHUH T'PaXKIAHCKHUX JIULI,

4) cOTpYIHUKOB ITPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) nu1, oTOBIBAOIIMX HAaKa3aHUE B MECTaX JIMIIEHUS CBOOOIBI, a TAKXKE JIMI], HAXOIAIUXCS IO
CTpa)el B CIIEICTBEHHBIX U30JIATOPAX.

7. Jlomyckaercss NpoBejeHre KIMHUYECKOrO0 HCCIEAOBAHUS JIEKapCTBEHHOTO Mpernapara s
MEIUIIMHCKOTO MMPUMEHEHHMS, TPEIHA3HAUYEHHOTO JIJIS JICUCHUsI TICUXWYECKUX 3a00JICBaHUH, C YIaCTHEM B
KauyeCTBE MAlMEHTOB JIUI] C TICHXMYECKUMHU 3a00JICBAaHUSMU, PU3HAHHBIX HEIEECTIOCOOHBIMH B TIOPSIKE,
YCTAHOBIICHHOM  3akoHojatenscTBoM  Poccmiickoir  ®Depepamuu.  KimHuyeckoe — WccienoBaHUE
JIEKapCTBEHHOTO TMpernapara B 3TOM Cly4yae MPOBOJUTCS MPHU HAJTUYUU COTJIACHS B MHCBMEHHOUN (dopMme
3aKOHHBIX MIPEACTABUTENCH YKa3aHHBIX JIUII.

TAPAHT:

CM. koMMeHTapuu K cTaTtbe 43 HacTosero denepalbHOrO 3aKOHa

Wndopmarus 06 H3MEHEHUSX:

Dedepanvrvim 3akonom om 29 nosopa 2010 2. N 313-D3 cmamesa 44 nacmosiwezo DedepanbHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowet 8 cuny ¢ 1 aueaps 2011 e.
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Cm. mexkcm cmamovu 8 npedbloyuyell pedaKyuu
Crarbs 44. OO0Os3arenbHOE CTpPaxOBaHUE KHU3HHU, 3/I0POBbS MAlMEHTAa, Y4YacCTBYIOIIETO B
KJIMHUYECKOM  HCCJIEJOBAHMU  JIEKAPCTBEHHOTO  Mpemapara s — MEIHIIMHCKOTO
MPUMEHEHUS

1. Opranmzanus, NOMYYHMBIIAS pa3pelIeHHE Ha OPraHMU3ALMIO0 TPOBEACHUS KIMHHYECKOTO
HCCJICIOBaHMsI JIEKAPCTBEHHOTO TMpernapara Juisi MEIUWIUHCKOro MpUMEHEHHs, o0s3aHa B KayecTBe
CTpaxoBaTelsl CTpPaxoBaTh pPHUCK MPUYMHEHUS Bpeda >KU3HHU, 3/J0POBBIO TAlMEHTa B pPE3YJIbTaTe
MPOBEJCHHUS KIMHUYECKOTO HCCIeI0BAaHUs JIEKAPCTBEHHOIO IMpemnapara Ui MeIUIMHCKOTO MPUMEHEHUS
3a CBOM CUET IIyTEM 3aKJIFOUEHUS J0r0OBOPa 00s3aTEIbHOTO CTPAXOBAHUS.

2. OObBeKkTOM 0053aTEeIBbHOTO CTPAXOBAHMs SABISETCS HMMYIIECTBEHHBIH HMHTEpPEC IMalUueHTa,
CBSI3aHHBI C MPUYMHEHHUEM BpeJlla €ro XKU3HU WIN 3/I0pPOBBIO B PE3yJbTaTe MPOBEICHHUS KIMHUYECKOTO
HCCJICIOBAHMSI IEKAPCTBEHHOIO MIpernapaTa Jijisi MEIUIIUHCKOTO PUMEHEHUSI.

3. CTpaxoBbIM CIIydaeM I10 IOTOBOPY 0053aTEIFHOTO CTPAXOBAHMS SBIISICTCS CMEPTh MAlMEHTa WIN
YXYALIEHUE €ro 37J0POBbs, B TOM UHKCIE BIEKYIlee 3a COO0N YCTaHOBIEHUE WHBATUAHOCTH, IPU HATUYUHU
NPUYHHHO-CICICTBEHHON CBSI3M MEXKJy HACTYIUICHHEM JTOrO COOBITHS M YYacTHeM IalHueHTa B
KIIMHUYECKOM UCCIIEJIOBAaHUH JIEKAPCTBEHHOT'O TIperapara.

4. TpeboBaHMS O BO3MEUICHWW BpEla, NPUYMHEHHOTO JKM3HHM WJIM 370POBBIO TMAIMEHTA,
OPEeIbSBISIOTCS B TEUYEHHWE  CPOKOB  HMCKOBOM  JAaBHOCTH, YCTAHOBIEHHBIX  I'PaKIAHCKUM
3aKOHO/JaTEJIHCTBOM.

5. Pa3mep cTpaxoBoii BIILIATHI IO JOTOBOPY 0053aTEILHOTO CTPAXOBAHUS COCTABIISIET:

1) B ciiydae cMepTH MaIyieHTa JABa MUJUTHOHA pyOJel Ha KaXIOro ManueHTa, y4acTBOBABIIETO B
KIIMHUYECKOM UCCIIEJIOBAaHUH JICKAPCTBEHHOTO Tpernapara;

2) npu yXyALLIEHUU 3]J0pOBbs MAlIUEHTA!

a) MOBJIEKIIEM 3a cO0O0M yCTaHOBIIEHHE WHBAIMIHOCTH | Tpynmbl, OJUH MUJUTMOH MSATHCOT ThHICSY
pyOsieii Ha KaXIOro NAalHMeHTa, YYacTBOBABIIETO B KIMHUYECKOM HCCIIEJOBAaHUN JIEKAPCTBEHHOTO
npenapara;

0) moBiekmeM 3a co0oil ycTaHOBJIeHHE WHBAIUIHOCTU I rpymmbl, oguH MWIITHOH pyOsieil Ha
KaXJI0T0 MaIMeHTa, y9aCTBOBABIIETO B KIMHMYECKOM HCCIIEI0BAaHUH JIEKapCTBEHHOTO Mpernapara;

B) MOBJIEKILIEM 3a cO0O0W ycTaHoBieHHEe MHBanuaHOcTU III rpymnmbl, maThCOT ThICSU pyOnei Ha
KaX/I0T0 MaIMeHTa, y9aCTBOBABIIETO B KIIMHUYECKOM HCCIIEI0BAaHUH JIEKapCTBEHHOTO Mpenapara;

Undhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3axkonom 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 cury ¢ 1 uwons
2015 2.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxkyuu
') HE MOBJIEKIIIEM 3a CO00M yCTaHOBIICHUSI MHBAJIMIHOCTH, HE O0Jiee UeM TpUCTa ThICAY pyOJiel Ha
KQ)XJIOTO MAalMEeHTa, YYaCTBOBABILIETO B KIMHUYECKOM HCCIEAOBAHUH JIEKAPCTBEHHOIO MpernapaTa, uCXos
W3 HOPMATHUBOB, OTPAXAIOIIWX XapaKTep W CTENeHb MOBPEKICHUS 3/0POBBS, a Takke (PaKTUUECKH
MOHECEHHBIX MAallMEHTOM PacXOJI0B, BBI3BAHHBIX MOBPEXKIACHHEM 30POBbsl, HA MEAMIIMHCKYIO MOMOIIb,
IpUOOpeTeHNE JIEKapCTBEHHBIX MPENapaToB.
6. Yrpartuna cuny ¢ 1 urons 2015 r.

Wudopmanust 06 U3MEHEHUIX:

Cm. mexcm yacmu 6 cmamou 44
7. Cpok moroBopa 00s3aTEIBLHOTO CTPaXOBaHMsS HE MOXKET OBITh MEHEEe, YeM CPOK IPOBEICHUS
KJIMHUYECKOT'0 UCCIIEIOBAaHUs JIEKAPCTBEHHOIO Mpenapara.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-@3 6 uacms 8 cmamvu 44 nacmosuezo
DedepanbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu
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8. VYcmoBus 10roBopa 00s3aTETBLHOTO CTPAXOBaHHUS, B TOM YHCIE CTPaxoBble Tapudbl IO
00s13aTeILHOMY CTPaXxOBAaHMIO, TMEPECYCHb HEOOXOJMMBIX JTOKYMEHTOB IS OCYIICCTBICHUS CTPaxXOBOM
BBHITJIATBI, TOPSJIOK YCTAHOBJICHHS CTpPaxoOBaTeieM WHIUBUIAYATHHOTO HICHTU(PUKAMOHHOTO KOja
HaIUeHTa, MOPSIOK HHOOPMHUPOBAHHS CTPAXOBATEIEM CTPAXOBIIHKA O MPUBJICYCHHBIX K KIMHHYCCKOMY
WCCJICIOBAHHUIO JICKAPCTBEHHOTO Tpernapara Juisi MEIUIIMHCKOTO TPHMEHEHHUs MalUeHTaX, MOPSI0K
YILIAThI CTPAXOBOW MPEMHUH, IMOPSIOK peaTr3aliyl ONpPeIeICHHBIX HACTOSAIMM DeepaibHbIM 3aKOHOM |
apyrumu - GefepatbHbIMA  3aKOHAMH TIpaB W O0S3aHHOCTEH CTOPOH IO JIOTOBOPY 0OS3aTEIEHOTO
CTPaxOBaHMs, a TaKXKEe HOPMATHBBI, OTPAKAIOUIUE XapaKTep W CTENCHb IOBPESKICHHUS 3I0POBbBS,
YCTaHABIMBAIOTCS TUIIOBBIMU MTPABUIIAMU 0053aTETLHOTO CTPaXOBaAHUSI.

9. B ciiyyae npu4YMHEHUS BPe/Ia dKU3HU MAIMCHTa, y4aCTBOBABIIIETO B KIIMHUYSCKOM HUCCIICIOBAHUT
JICKapCTBEHHOTO TMpernapara, BBIFOJONPHOOpETATENIIMA 110 JOTOBOPY O0S3aTEIBHOTO CTPaXOBaHUS
SBIISIIOTCSI TPaKIaHe, WMCIOIIME MPaBO Ha BO3MCIICHUE Bpelda B CiIyd4ae CMEPTH KOPMWIJIbIIA B
COOTBETCTBHUU C I'PAXKIAHCKIM 3aKOHOJIATEIIHLCTBOM, IMMPU OTCYTCTBHH TaKUX TPaKIAH - POJTUTEIN, CYIIPYT,
JIETH YMEPIIEro MalleHTa, y4aCTBOBABIIECTO B KJIMHUYECKOM HMCCIICIOBAHUHU JIEKAPCTBEHHOTO TIperapara,
B Cllydae CMEPTH MAaIlUEHTa, YIaCTBOBABIIEIO B KIIMHUYECKOM HCCIICIOBAHHH JICKAPCTBEHHOTO IperapaTa
U HE HMMEBIIEr0 CaMOCTOSTEIBLHOIO J0XO/a, - FPakKIaHe, Ha FMOXKIMBEHHH KOTOPBIX OH HAaXOJIWJICSH, B
OTHOIICHHH BO3MEIICHHUS PACXOJI0OB HAa MOTpeOCHHE TAlMEeHTa, YYacTBOBABIIETO B KIMHHYECKOM
WCCJICIOBAaHMH JICKAPCTBEHHOI'O IIperapara, - JIIO, MOHECIIee TAKUE PACXO/IbI.

10. CrpaxoBas BbIIUIaTa B CYET BO3MEIICHHUS BpeAa, NPUYMHEHHOTO >KW3HHU MAlMEeHTA,
Y4aCTBOBABIICTO B KIMHUYECKOM HCCIICIOBAHUHU JIEKAPCTBEHHOI'O IperapaTa, pacupeieseTcss MExXIy
BBITOIONTPHOOPETATEIISIMA MTPOITOPIUOHAIEHO X KOJIMYECTBY B PABHBIX JIOJISX.

11. Tlpm HaCTyIUIGHUH CTpPaxoBOTO Cllyyas TMAIlMeHT, Yy4YacTBOBABIIMA B KIMHHUYECKOM
WCCJICIOBAHHUH JICKAPCTBEHHOTO TIPerapaTa, BEITOA0NPHOOPETaTebh BIPABE MIPEIbIBUTH HEMOCPEICTBCHHO
CTPaxoOBIIKKY TpeOOBaHHE O BO3MEUICHUH MPUYMHEHHOTO Bpena. CTpaxoBas BBIMIATa OCYIIECTBISETCS
CTPaxOBIIUKOM B TCUCHHE TPHUJLATH JTHEH CO JIHS MPEJCTABICHUS HEOOXOIMMBIX TOKyMEHTOB. [lanueHT,
y4aCTBOBABIINI B KIMHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOTO Ipernapara, WK BhITOJA0NPHOOpeTaTeNhb
00s3aH COOOIIUTH CTPAXOBIIUKY JUISI OCYIICCTBICHHS CTPAaxOBOW BBITUIATHl  WHIWBHIYaJbHBIHN
UACHTU(DUKAIIMOHHBIN KOJ TMAaIMeHTa, YCTAHOBIIEHHBIM CTpaxoBaTeleM B COOTBETCTBHUU C THUIIOBBIMU
IpaBuJIaMu 00s3aTEITLHOTO CTPAXOBAHUS.

12. Jlo momHOrO oOmpeAeNeHus pa3Mmepa MOJJISKAIIEr0 BO3MEIICHHUI0 Bpela CTPAXOBIIMK IO
3aSIBJICHUIO TMAIMEHTa, YIaCTBOBABIIETO B KIIMHUYECKOM HCCIICIOBAHUU JICKAPCTBEHHOTO Tperapara, Wiu
3asIBJICHUIO BBITOJONPHOOPETATENSI BIIPAaBE OCYIIECTBUTh YacTh CTPAXOBOW BBIMIIATHI, COOTBETCTBYIOIIYIO
(aKTUYECKU OIpeIeTICHHON YacTH MPUYUHESHHOTO Bpe/ia.

13. CrpaxoBasg BbIILIATA B COOTBETCTBUU C JOTOBOPOM O0S3aTEIHHOTO CTPaXxOBAHUSA
OCYIIECTBIISCTCS HE3aBUCUMO OT BBITIIAT, TPUYUTAIONINXCS IO IPYTHM BHJIaM CTPaXOBaHHMS.

14. He pomyckaercs ydacTMe TAIMEHTa B TMPOBEACHUM KIMHUYECKOTO HCCIEIOBaHUS
JICKapCTBEHHOTO TIperiapara Mpu OTCYTCTBUU JOTOBOPa 00sI13aTEIIBHOTO CTPAXOBAHHUS.

15. KonTponb 3a HCHONHEHHUEM OpraHHW3aIMel, MONYYHUBIIEH pa3pelieHne Ha OpraHU3aIUio
MPOBEJICHUS KIMHHYECKOTO MCCIICIOBAHMS JIEKAPCTBEHHOTO TIperapaTa JUIsl MEIUIIMHCKOTO IPUMEHEHUS,
YCTaHOBJICHHOW HACTOSIIEH cTaThel 00SI3aHHOCTH IO 00s3aTEIbHOMY CTPaXOBaHUIO KU3HH, 370POBbS
MaIMeHTa, YIaCTBYIONIETo (YIaCTBOBABIIETI0) B KIIMHUYSCKOM HCCIIEIOBAHNH JISKAPCTBEHHOTO Mperapara,
OCYIIIECTBIISIETCS  YIIOJIHOMOUYEHHBIM (heflepalbHBIM OpPraHOM HWCIHOJHUTENBHON BJIACTH, BBIIABIINM
paspelieHne Ha TPOBEJCHUE KIMHWYSCKUX HUCCIICJOBAHMHA  JICKAPCTBEHHBIX IPErapaToB  JUIs
MEAUIIMHCKOTO MTPUMEHEHHUS.

[APAHT:

CM. koMmMeHTapuu K cTaTtbe 44 HacTosero denepalbHOr0 3aKOHA

I'naBa 8. HpOI/I3B0)ICTBO U MApKHUPOBKA JIEKAPCTBEHHBIX CPEACTB
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Cratbs 45. [Ipou3BOACTBO JEKAPCTBEHHBIX CPEJCTB

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 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 uacmu 6 npeovioyujeri peoaxKyuu

1. IIpou3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB JOJKHO COOTBETCTBOBATH TPEOOBAHMUSAM IIPABIII
HaJiJIeKalled IPOU3BOICTBEHHOM MPAKTUKH, YTBEP)KICHHBIM YIIOJHOMOYEHHBIM (peliepanibHbIM OPraHOM
UCIIOJTHUTENbHOM BiacTu. OCOOEHHOCTH NEepexo/a MPOU3BOJICTBA OTAEIbHBIX JIEKAPCTBEHHBIX CPEICTB K
UX MPOU3BOJACTBY B COOTBETCTBUM C TPEOOBAHMSIMHU INpaBHUJI HajJeKalleld POU3BOJACTBEHHON MPaKTUKU
ycranaBinuBaroTca IIpaBurensctBoM Poccuiickoin @enepanuu. Bbigaya 3akiatO4€HHl O COOTBETCTBUHU
IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBaHUSAM MpaBWJI HaJUIeXKallell MPOU3BOACTBEHHOMN
IIPAKTUKHU OCYILIECTBIACTCS 110 PE3YJIbTATAM MHCIIEKTUPOBAHUS IIPOU3BOJUTENEH JIEKAPCTBEHHBIX CPEJICTB
B nopsjke, ycraHoBileHHOM lIpaBurensctBom Poccuiickoit ®enepanuu. Pasmep 1uiarel 3a Bblaady
3aKJIIOYEHUS O COOTBETCTBUM IPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEIACTB TPEOOBAHUSM IpaBHII
HaJJIeXalled MPOU3BOICTBEHHOM NPAKTUKKU ycTaHasiuBaercs [IpaBurenscrsoM Poccuiickoit @enepanuu.
[Topsiok opraHu3alMM U MPOBEIEHUS MHCIEKTUPOBAHUS IPOU3BOJUTENEH JIEKAPCTBEHHBIX CPEJICTB Ha
COOTBETCTBUE TPEeOOBAHUAM MpaBWJI HaJyUIeXkKallell MPOU3BOACTBEHHON MPAKTUKU YCTaHABIMBAETCS
[IpaBurensctBoM Poccniickoit denepanun.

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 6 uacms 2 cmamvu 45 nacmosuezo
DedepanbHoeo 3aKOHA BHECeHbl UsMeHeHus1, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

2. Ilpou3BoACTBO JIeKapCTBEHHBIX cpenctB B Poccuiickoir @Penepannu  OCYIIECTBISAETCA
IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIMMHU JIMLIEH3UI0 Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX
cpenctB. IloaTBepkeHHE COOTBETCTBUSL JIMIIEH3WAaTa NpaBWiIaM HaJJIeXalled MpOU3BOACTBEHHOMN
IPAKTHUKU OCYILIECTBISIETCS B paMKax JIMIEH3MOHHOI'O KOHTPOJII B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit @enepanuu ¢ yueToM 0COOEHHOCTEH, YKa3aHHBIX B 4aCTH | HACTOALIEH CTaTbU.

3. IIpou3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB OCYIICCTBISIETCS C COOJNIIOJICHHEM TpeOOBaHMIA
MPOMBILIUIEHHOTO PErjaMeHTa, KOTOPbI YTBEPKAAETCS PYKOBOJIUTEIEM MPOU3BOIUTEINS JIEKAPCTBEHHBIX
CPEICTB M BKJIIOYaeT B ce0s IMepeueHb MCMHOIb3YeMbIX (apMaleBTHUecKuX CyOcTaHIMi U
BCIIOMOTATENIbHBIX BEIIECTB C YKa3aHWEM KOJNMYECTBA KaXJAOr0 M3 HHX, JaHHBbIE 00 HCHOJIB3YeMOM
000py/I0BaHUH, OMNHMCAHME TEXHOJOTHYECKOro IIpolecca M METOJOB KOHTPOJS Ha BCEX JTamax
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/CTB.

Wudopmanust 00 U3MEHEHUAX:

Yacmwb 4 usmenena c 29 oexabps 2020 2. - Dedepanvhuviii 3axon om 27 dexabps 2019 2. N 481-D3

CMm. npedvloyuyro pedaKyuio

4. Tlpu POM3BOJICTBE JIGKAPCTBEHHBIX CPEACTB HCIOJIB3YIOTCS (hapMarleBTHYCCKHE CyOCTaHITHH,
CBEICHHSI O KOTOPBIX COJEPIkKATCS B TOCYIAPCTBEHHOM PeecTpe IEKapCTBEHHBIX CPECTB, 32 HCKIIIOUEHUEM
(dapManeBTHYECKUX CYOCTAHIIMMA, MMPOU3BOJUMBIX JUIS MPOBEACHUS KIMHUYCCKUX HMCCICIOBAHUN W IS
skcriopta. K mporeccy mpousBojcTBa (apMaleBTHUECKON CYOCTaHIIMM OTHOCSTCS JIIOOBIE CTaauu
TEXHOJOTUYECKOTO IPOIlecca, IMO3BOJISIONINE IOJIYYWTh TOTOBBIM IMPOJYKT, COOTBETCTBYFOIIUI
TpeOoBaHUSAM (apMaKONEeWHON CcTaThu, B TOM 4HCle (hepMEHTAlUs, YKCTPAKIUS, OYMCTKA, BBIICIICHUE,
MEPEeKPUCTAIUTN3AINS, BBICYIIMBAaHWE, W3MeENbYCHHE. B ciaydae HEOOXOJWMOCTH HCITOJIb30BAHUS
STUJIOBOTO CMHPTA, B TOM 4YHcle (apMaleBTUUECKON CyOCTaHIIMM CHHpTa STUIOBOTO (dTaHOMNA), MPH
NIPOM3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB B KAYECTBE JCHCTBYIOMIETO U (HMJIM) BCIOMOTATEILHOTO BEUIECTBA,
a TakKe B HHBIX TEXHOJOTHYECKUX IIeNIAX JOJDKHA OBITh HCIIOJNIb30BaHA TOJBKO (hapMmarieBTHYeCKas
CcyOCTaHIMS CIIUPTA STUIIOBOTO (3TAHOI).

Wndopmarus 06 H3MEHEHUSX:
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Deoepanvrvim 3axkonom om 14 oexabps 2015 2. N 374-D3 wacme 4.1 cmamvu 45 nacmosuezo
DedepanbHoeo 3aKOHA U3N0ANCEHA 8 HOBOU PedaKyuu

Cm. mexcm uacmu 6 npeovioyujeti peoaxkyuu

4.1. llepeuenb JI€eKapCTBEHHBIX MPENApaToB i MEAMIMHCKOIO INPUMEHEHHS, B OTHOLUIEHUU
KOTOPBIX YCTaHABJIMBAIOTCS TpeOOBaHMs K OObEMY Taphl, YINAaKOBKE M KOMILIEKTHOCTH, IEepEUYEHb
JIEKapCTBEHHBIX IPENapaToB Jjisl BETEPUHAPHOIO IPUMEHEHUS, B OTHOILIEHUU KOTOPBbIX YCTaHABIMBAIOTCS
TpeOoBaHUS K OObEMy Tapbl, a Takxke TpeOoBaHUS K OObEMYy Taphl, YMAKOBKE M KOMILJIEKTHOCTH
JICKapCTBEHHBIX IpermaparoB I MEIMIIMHCKOTO TPUMEHEHHUs, TpeOoBaHus K OOBEMY Tapsl
JIEKapCTBEHHBIX IpPEernapaTroB [Uld BETEPUHAPHOIO MPUMEHEHHUS ONPEAEISIOTCS COOTBETCTBYIOLIUMHU
YIIOJIHOMOYEHHBIMU (eiepabHBIMU OpTaHAMH MCIIOJHHUTEIBHON BJIACTH B MOPSJIKE, YCTAHOBICHHOM
IIpaButenscTBOM Poccuiickoit denepanuu.

Undopmarust 06 n3MEHEHUX:
Yacmw 4.2 usmenena c 29 oexabps 2020 e. - Dedepanvuviii 3axkon om 27 oexabps 2019 2. N 481-D3

CMm. npedbloywyro pedaKyuio

4.2. OpraHu3anuy, OCYILECTBIISAIOLINE MPOMU3BOJACTBO (DapMaleBTUUECKON CyOCTaHIMM CHHUpTa
STHJIOBOTO (3TaHOJNA) JJISI MPOW3BOJACTBA CIUPTOCOACPIKANIMX JICKAPCTBEHHBIX MPENapaToB, OO0sM3aHBI
OCYIIECTBIISITH YU€T B MOPSIKE, YCTAHOBICHHOM cTaThsiMu & U 14 denepanbHOro 3akoHa OT 22 HOSOps
1995 rona N 171-®3 "O rocynapcTBEHHOM PEryJIMpPOBAHUU MTPOU3BOJICTBA U 00OPOTA ITUIIOBOTO CIIUPTA,
QJIKOTOJIbHOM M CIIUPTOCOJAEpKALed NPOAYKIMM UM 00 OrpaHWYeHMM TMOTpebsieHus (pacnutus)
asikorosbHOM npoaykuuu". ITponsBoacTBo dapmarieBTHUECKON CyOCTaHIIMK CIIUPTA 3TUIIOBOTO (3TaHOIA)
JIOITyCKAETCSl TOJBKO OPTraHU3alUeH, OCYIIECTBIISIONIEH MPOU3BOACTBO PEKTU(PUKOBAHHOTO STHIIOBOTO
CIMpTa U3 MHIIEBOIO ChIpbS HAa OCHOBAHUM JIMLEH3UU HA IPOU3BOJICTBO 3TUJIOBOrO CHHpTA MAJIs
IPOU3BOJCTBA (hapMalleBTUUECKON CyOCTaHIIMM CIHUpPTa STUJIOBOIO (3TaHOJAa) B COOTBETCTBHM C
tpeboBanusimMu DenepanbHoro 3akoHa or 22 HosOpa 1995 roma N 171-®@3 "O rocymapcTBeHHOM
perylIupoBaHUM MTPOU3BOJACTBA M 000pPOTa STUIIOBOTO CIHUPTA, AJIKOTOJIBHOW M CHHpPTOCOAEpI alen
IPOAYKIMH U 00 OrpaHMYEHUH NOTPeOIeHUs (PacuTHs) JIKOrOJIbHOM MPOAYKIIUH'", METOJIOM pPa3BeIECHUS
BOJIOM OYMILEHHONW TaKOro JTHJIOBOIO CIHPTA, MPOU3BEACHHOTO JAHHOW OpraHu3aluel Mo MecCTy
OCYILIECTBIICHHSI TPOU3BOICTBA (hapMalleBTUYECKON CyOCTaHIIMK CIIMPTA STHJIOBOTO (3TaHOIA).

Wndhopmarrist 06 n3MEHEHUSX:

Cmamovs 45 oononnena yacmoio 4.3 ¢ 1 aueaps 2018 2. - @edepanvuviii 3akon om 29 uwons 2017 a.
N 278-d3
4.3. NHauBuayaapHbIE TPEANPUHUMATENN W FOPUAMYECKHE JIMIA, OCYIIECTBISIONINE 3aKYNKy H
UCIOJIb30BaHUE (hapMaleBTHUECKOW CyOCTAaHIIMM CHHMpTa THIOBOTO (3TaHOJA), a TaKkKe HMPOHM3BOJCTBO,
U3rOoTOBJIEHHE U (Wiau) O0OOpOT (3a HCKIIOYEHHEM PO3HHYHOM MpOoJaku) CHHPTOCOAEpPKAIIUX
JIEKapCTBEHHBIX IpernapaTroB, O0sM3aHbl OCYIIECTBIATh MX Yy4eT M JEKJIapupoBaHHE B TMOPSJKE,
YCTAHOBJICHHOM cTaThsiMu 8 u 14 dexepanpHoro 3akoHa or 22 Hos6pa 1995 roma N 171-®3 "O
TOCYJApCTBEHHOM pPETYJIUPOBAaHUH TIPOM3BOJACTBA M 000pOTa HSTHIIOBOTO CIIHPTA, AaJKOTOIBHOW W
CIHMPTOCOIEpKAILEH MPOIYKIIUU U 00 OTpaHUYECHUH NMOTPeOIeHHS (PACTTUTHS) ATKOTOJIBHONW MPOAYKIIUH'".

Wudopmanust 06 U3MEHEHUSX:

Cmamows 45 oononnena yacmoio 4.4 ¢ 13 aseycma 2019 e. - @edepanvhuiil 3akon om 2 ageycma 2019 e.
N 297-D3
4.4. Ilpm mpOU3BOACTBE JEKAPCTBEHHBIX NPEMAPATOB JUIsl BETEPUHAPHOTO NPUMEHEHUS
JIOMYCKAETCsl MCIONb30BaHME NPOM3BEACHHBIX [UIA peanu3anuu (apMaleBTUYECKHX CYOCTaHIIHH,
BKJIIOUEHHBIX B TOCYIApCTBEHHBIM pPEecTp JIEKApCTBEHHBIX CPEACTB YIIOJIHOMOYEHHBIM (eepalbHbIM
OpraHOM  HCIIOJHUTENIBHOM  BJIACTH, OCYILECTBISIOUIMM  BEAECHHE TOCYIapCTBEHHOIO  peecTpa
JIEKAPCTBEHHBIX CPEJICTB ISl MEAULMHCKOIO IPUMEHEHHS.
5. 3anpemiaercs MpoU3BOJICTBO:
1) nexapcTBEHHBIX CPEJCTB, HE BKIIIOUEHHBIX B FOCY/IapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPE/ICTB,
3a UCKJIFOUEHUEM JIEKAPCTBEHHBIX CPEICTB, IPOU3BOAUMBIX AJIs IPOBENEHNUS KIMHUYECKUX UCCIEA0BaHUN
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U TSI 9KCIIOPTA;

2) banbcupupoBaHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) JIeKapCTBEHHBIX CPEJCTB 0€3 JUIEH3UN Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB;

4) 5eKkapCTBEHHBIX CPEACTB C HApYyIICHHWEM IpPaBUJl OpPraHU3alMM MPOU3BOJCTBA W KOHTPOJISL
KauecTBa JIEKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuiy ¢ 29 aexadps 2020 r. - @enepanbubiii 3akoH oT 27 nexadps 2019 r. N 481-D3

Wndopmarius 06 H3MEHEHUSX:
CMm. npedvloywyro pedaKyuio

Cmamus 45 oononnena nynkmom 6 ¢ 29 dexaops 2020 2. - @edepanvhwiii 3axon om 27 dexabps 2019 e.
N 481-D3
6) CIHPTOCOJEPKAIUX JICKAPCTBEHHBIX MPENapaToB IO MECTY OCYIICCTBICHHS IMPOU3BOJICTBA
(dapManeBTUYECKON CyOCTaHIIMU CIHUPTA STHJIOBOTO (3TaHONA) W (WIM) MO MECTy OCYIISCTBICHUS
MPOM3BOJICTBA STUIIOBOTO CITHPTA;

Undopmaris 06 n3MEHEHUX:

Cmamows 45 oononanena nynkmom 7 ¢ 29 doexabps 2020 e. - @edepanvhuiii 3akon om 27 dekaops 2019 a.
N 481-D3

7) dapmarieBTHYECKOM CyOCTaHIIMHM CHOUPTa 3TUIOBOTO (3TaHONA) U (MIU) CHUPTOCOIEPKAIINX
JICKapCTBCHHBIX IMPEMapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOpYIOBAaHWUHU JUIsI TPOM3BOJCTBA
STUJIOBOTO CIUPTA, YKa3aHHOM B nyHkTe 1.1 crateu 14.1 denepanpHoro 3akoHa ot 22 HosOps 1995 rona
N 171-®3 "O rocygapCTBEHHOM pETyJIMPOBAaHHHM TPOU3BOJCTBA W 000OpOTa ITHIOBOTO CIHPTA,
QIKOTOJILHOM H  CIUPTOCOAEpXKAIlell NpOAYKIMM U 00 OrpaHUYeHUH MOTpedieHus (pacmuTus)

AIKOTOJILHOM MPOAYKITUH".

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uacmv 6 cmamou 45 nHacmoswezo
DedepanbHo20 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
6. Ilpu BBOIE IJEKAPCTBEHHBIX CPEACTB B TPAXKIAHCKUA OOOPOT YIOIHOMOYEHHOE JIHIIO
MIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISACT MOATBEPKICHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CPEICTB TpeOOBAHUAM, YCTAHOBIEHHBIM TMPH WX TOCYAApCTBEHHOW PETHUCTpAIlMU, U TapaHTHPYET, UTO
JIEKapCTBEHHBIE CPEACTBA IMPOM3BEICHBI B COOTBETCTBUM C TpPEeOOBAHUSIMH TIPABUJT  HaJJIeKaIIEH
MIPOU3BOJCTBEHHOMN MPAKTUKH.

Wndhopmarust 06 n3MEHEHUSX:
Yacms 7 usmenena c 13 aszycma 2019 2. - edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

7. YIIOTHOMOYEHHBIM JIULIOM MPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB SIBJISETCS €ro pabOTHUK,
aTTeCTOBAHHBIH B YCTAHOBJIEHHOM YIOJHOMOUYEHHBIM (e/lepajbHbIM OpPraHOM MCIOJHUTEIbHON BIacTh
NOPSKE U UMEIOIIUNA CTak pabOThl HE MEHEee YeM IIATh JIET B 00JacTU MPOU3BOJCTBA U (MJIM) KOHTPOJIS
Ka4yecTBa JICKapCTBEHHBIX CPECTB, BBICIIEE 0Opa30BaHWE COOTBETCTBEHHO IO OJHOM M3 CHElHaTbHOCTEN
u (W) OJHOMY W3 HalpaBJIeHWH TOATOTOBKW: OHOJIOTHS, OWOTEXHOJOTHS, BETEpUHAPHUS,
BETEPUHAPHO-CAHUTApHAsl OKCIEPTH3a, KIMHUYECKas MEIULMHA, paJualMOHHAas, XUMHYeCKas H
Ouosoruyeckas 3amura, papmanus, GpyHaaMeHTalbHas MEAUIIMHA, XUMUYECKask TEXHOJIOTHSI, XUMHSL.

Wndopmarys 06 M3MEHEHHSAX:
Yacmyo 8 usmenena c 1 ansapa 2018 2. - @edepanvruiil 3akon om 29 uionsn 2017 2. N 278-D3

Cm. npeovloyuyio peoakyuro
8. IIpousBoauTeNH JEKAPCTBEHHBIX CPEACTB (32 MCKIIOUYEHHEM (DapMaleBTHUECKON CyOCTaHLIUU
CIUpTa 3TUJIOBOTO (3TaHOJIa) MOTYT OCYIIECTBIIATH MIPOAAXKY JIEKAPCTBEHHBIX CPEJICTB WU NepeaBaTh UX
B YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickon denepaunu nopsaKe:
1) ApyrumM mpou3BOIUTENSIM JIEKAPCTBEHHBIX CPECTB AJIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB;
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2) opraHM3anysaM ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTe4yHbIM OpraHU3alUsAM, BETEPUHAPHBIM aANTEYHBIM OpraHU3alysIM, WHIWBUAYAIbHBIM
npeanpuHuMareiiM, UMCIOINIUM JIMICH3UIO Ha (bapMaI_[eBTI/I‘-IeCKYIO JACATCIIBHOCT WM JIMICH3HUKO Ha
MEIUIIUHCKYIO JCeSITEIbHOCTD;

4) HayYHO-UCCIIEIOBATEILCKUM OPTraHU3aIUsAM JIJIs1 HAyYHO-UCCIIEI0BATEIbCKONU PabOThI;

5) MEIUIIMHCKUM OPTaHU3AIMsIM U BETCPUHAPHBIM OpraHU3aIHsIM;

Wndopmarius 06 H3MEHEHUSX:
Ilynkm 6 uzmenen c 13 aseycma 2019 a. - @eodepanvhuiii 3axon om 2 aseycma 2019 . N 297-D3

CMm. npedvloywyro pedaKyuio
6) opraHm3zalysM W WHANBUAYAIBHBIM TPEANPUHUMATENSIM, OCYIIECTBISIONIUM pPa3BEICHUE,
BBIPAIIIMBAHKE U COJIEPIKAHHUE KUBOTHBIX (32 UCKIIFOUCHHEM MPOJIaXH UM (hapMaleBTHUECKUX CyOCTaHIIUI
WJIN UX TIepeaayn).

Wuopmarus 06 H3MEHEHHSX:
Yacmo 9 usmenena c 29 oexabps 2020 e. - Dedepanvhuiii 3axon om 27 oexabps 2019 e. N 481-D3

Cm. npedvloyuyro pedaKyuio

9. IlpomsBomurenu (apMarieBTHUIECKOH CyOCTaHIIMM CIHpPTa JTHIOBOTO (dTaHOIA) OOS3aHBI
OCYIIECTBIISITh peanu3aluio (mepeaadyy B YCTAaHOBJICHHOM 3aKOHOHAaTenbcTBOM Poccuiickoit denepanmu
nopsiike)  (GapManeBTHYECKOW  CyOCTaHIIMM  CIIUPTa  JTWIOBOTO  (3TaHONA)  MPOU3BOAUTEISIM
JICKAPCTBEHHBIX CPENICTB JJIsl MPOU3BOICTBA JIEKAPCTBEHHBIX CPEICTB, MPOU3BOAUTENSIM (M3TOTOBUTEIISIM)
MEIUIIUHCKUX W3JIEUN I TIPOU3BOJICTBA M M3TOTOBJICHUS MEIUIIMHCKUX U3ACTHI B eMKOCTIX 00BEMOM
He Oonee 1 mutpa u (unu) He meHee 1000 nuTpoB, a OpraHU3aIUsAM, YKa3aHHBIM B ITyHKTax 3 - 5 yacTtu 8
HACTOSIICH cTaThu, B Tape 00beMoM He Oosiee 1 muTpa.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 45 oononnena uacmoio 10 ¢ 29 dexabps 2020 e. - Dedepanvviii 3axon om 27 dexkabps 2019 e.
N 481-D3
10. Peanmuzamms (mepemaya B YCTAHOBJIEHHOM 3aKOHOJATEIhCTBOM Poccuiickont ®denepannu
nopsinke) GapMaleBTUYECKON CyOCTaHIIMM CHOUPTa STUJIIOBOTO (3TaHOJA) OpraHM3aIMsaM OINTOBOM
TOPTOBIN JICKAPCTBEHHBIMH CPEJICTBAMU HE JIOITyCKACTCS.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 45 oononnena yacmoio 11 ¢ 29 dexabps 2020 e. - Dedepanvhuiil 3axon om 27 dexkabps 2019 e.
N 481-d3
11. TlepeBo3ku (hapmanieBTHUECKON CyOCTaHIIMU CIIMPTA 3TUJIOBOTO (3TAHOJA) OCYIIECTBISIOTCS C
coOuto/ieHreM TpeOOBaHUM, YCTAHOBIEHHBIX a03alleM 4eTBepThIM INyHKTa 3 ctathu 9 demepaibHOro
3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O rocyaapCcTBEHHOM pETyJIMpPOBAHUM MPOU3BOJICTBA U
0o0opoTa S3TUJIOBOTO CIHMPTA, AJIKOTOJIBHOM M CIUPTOCOAEpXKAIled NPOAYKIMM U 00 OrpaHU4YeHUH
noTpebeHus (pacuTHs) aIKOTOJIbHOM MPOTyKIUu'".
TAPAHT:

CM. koMMeHTapuu K cTaTtbe 45 HacTosmero denepalbHOrO 3aKOHA

CraTtbs 46. MapkupoBKa JIEKAPCTBEHHBIX CPEICTB
TAPAHT:

Cm. Ilonmokenue O  MPOBEAEHHWHM  DKCHEpPUMEHTa IO  MapKUPOBKE  KOHTPOJHHBIMU
(uneHTU(UKAIMOHHBIMU) 3HAKAMH W MOHHUTOPHUHTY 3a 00OPOTOM OTIEIbHBIX BHUIOB JIEKAPCTBEHHBIX
IIPENapaToB Il MEAULMHCKOIO NIPUMEHEHHUSI, YTBEPKACHHOE NocTaHoBiIeHreM [IpaBurenscrBa PO ot
24 auBaps 2017 r. N 62

Wndopmarus 06 H3MEHEHUSX:

Dedepanvrvim 3akonom om 11 oxkmsabps 20102 N 271-®P3 6 uwacme 1 cmamvu 46 Hacmosweeo
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS
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Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
1. JlekapcTBEHHBIC TMpemaparhbl, 3a UCKIIOUCHHEM JICKApCTBEHHBIX NpPENapaToB, W3TOTOBICHHBIX
anTeYHBIMU  OPTaHM3ANMSIMH, BETCPUHAPHBIMH AaNTEYHBIMA OpPTaHU3AIUSMH, WHIUBHIYATbHBIMH
NpEANPUHIMATEISIMA, UMEIOIIUMU JIMIIEH3UI0O Ha (papMareBTUIYECKYIO JeSTeIbHOCTD, JOJDKHBI TOCTYIATh
B oOpallieHue, eciu:

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 6 nyukm 1 yvacmu 1 cmamovu 46 nacmosiuezo
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu
1) Ha uX mNEepBUYHON YMNAKOBKE (3a HUCKIOYEHMEM IMEPBUYHOM YINAKOBKHM JIEKApPCTBEHHBIX
pPACTUTENBHBIX MPENapaToB) XOPOIIO YUTAEMBbIM IIPU(YTOM Ha PYCCKOM SA3BIKE YKa3aHbl HaUMEHOBaHME
JIEKapCTBEHHOTO IMperapara (Mex/1yHapoIHOe HellaTeHTOBAHHOE, HITH TPYIIIMPOBOYHOE, WIIM XUMHUYECKOE,
WIN TOPrOBOE HAMMEHOBAHNE), HOMEP CEpHUH, J1aTa BhITYCKa (JUIsI UIMMYHOOHOJIOTHYECKUX JIEKApCTBEHHBIX
IpenapaToB), CPOK TOJHOCTH, JO3UPOBKA WIIM KOHIEHTpAIMs, 00beM, aKTHBHOCTh B €MHHUIAX JCHCTBUS
WIN KOJIMYECTBO J103;

Undopmaris 06 n3MEHEHUAX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ nynkm 2 yvacmu 1 cmamovu 46 nacmosuezo
DedepanvbHo2o 3aKOHA 8HeCEeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 8 npeovloyujeli peoaxyuu

2) Ha UX BTOPUYHOH (MOTPEOUTENIHCKOI) YITAKOBKE XOPOIIO YUTAEMBIM HIPU(PTOM HA PYCCKOM
A3bIKE yKa3aHbl HaMMEHOBAHUE JIEKAPCTBEHHOro Ipenapara (MeXIyHapOJHOE HENaTeHTOBAHHOE, WM
IPYNIUPOBOYHOE, WM XHUMHYECKOE U TOProBO€ HAMMEHOBAHWSA), HAUMEHOBAHME IPOU3BOJIUTENS
JIEKapCTBEHHOTO IpenapaTa, HOMEp CepuH, Jara BbIlycka (11 MMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX
[IpernapaToB), HOMEp PErUCTPAMOHHOTIO YJOCTOBEPEHMsS, CPOK TOJHOCTH, CIIOCOO MpUMEHEHUS,
JIO3MPOBKAa MM KOHLIEHTpaIus, 00beM, aKTMBHOCTb B €IMHMIAX AECUCTBHs JIMOO KOJMYECTBO 1103 B
yIIaKOBKE, JIEKApCTBEHHAs (opMa, YCIOBUS OTITYCKA, YCIOBUS XpaHEHHUsI, IPEIyPEAUTEIbHbIE HAIUCH.

Wndopmarys 06 H3MEeHEHHSAX:

Deodepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 2 cmamovu 46 Hacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHeHus:, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

2. ®apMalleBTHYECKHUE CYOCTAHIIMU JOJDKHBI TOCTYIATh B OOpalieHue, ecii Ha WX MEePBUYHOU
YIIAKOBKE XOPOIIO YUTAEMbIM IIPU(PTOM Ha PYCCKOM SI3bIKE yKa3aHbl HAUMEHOBaHUE (hapMalleBTUUECKOM
cyOcTaHnu (MEXIYHApPOJIHOE HEMATeHTOBAHHOE, WM TPYNIHUPOBOYHOE, WM XHMHUUYECKOE M TOPTOBOE
HAaUMEHOBAHUS), HAUMEHOBaHUE MPOU3BOIUTENS (apMalleBTUUECKON CyOCTaHIIMU, HOMEpP Cepuy U JaTa
M3TOTOBJICHHS, KOJTUYECTBO B YIIAKOBKE M €IUHUIIBI U3MEPECHHS KOJUYECTBA, CPOK TOJHOCTH M YCIOBHUS
XpaHEeHHUs.

3. JlexapcTBeHHBIE CpEJCTBA B KAaueCTBE CHIBOPOTOK JIOJDKHBI TOCTYNAaTh B OOpalleHHe C
yYKa3aHUEM KUBOTHOTO, U3 KPOBH, IJIa3Mbl KPOBHU, OPTAaHOB U TKaHEH KOTOPOTr0 OHU MOJIYYEHBI.

4. Ha BTOpruHyI0 (MMOTPEOUTETHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPEICTB, MOTYIYCHHBIX U3 KPOBH,
MJ1a3Mbl KPOBU, OPTaHOB U TKaHEH YellOBeKa, J0JKHA HAHOCUThCS Haanuck: "Anturena k BUU-1, BUY-2,
K BUpycy renatuta C ¥ MOBEpXHOCTHBIN aHTUTEH BUpYyca renatuta B orcyrerBytor".

5. Ha  mnepBuuHyr0  ymakoBKy W  BTOPHYHYIO  (TIOTPEOUTENHCKYIO)  YHAKOBKY
paanodapMareBTHIeCKUX JeKaPCTBEHHBIX CPEJCTB JOJIKEH HAHOCUTHCS 3HAK palalliOHHOMN OMMaCHOCTH.

6. Ha BTopuuHymo (IOTpeOUTENBCKYIO) YIIAKOBKY TOMEONATHYECKUX JIEKAPCTBEHHBIX MPENapaToB
NOJDKHA HAHOCUTHCS Haamuck: "T'omeonaTnueckuii".

7. Ha BropuuHyro (HOTpPEeOMTEIbCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX DPACTUTEIBHBIX IPENapaToB
JIOJ>KHA HAHOCUTHCS HAaanuch: "[Ipoaykius npomuia paaiualiOHHbIA KOHTPOJIb'.

Wndopmarus 06 H3MEHEHUSX:
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Deodepanvrvim 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. mexkcm uacmu 6 npedvioyuel pedaKyuu

8. Ha mnepBuuHyro ymakoBKy (€ciM Jyisi 3TOrO CYIIECTBYET TEXHUYECKas BO3MOXHOCTh) U
BTOPUYHYIO (MOTPEOUTENbCKYI0) YIAKOBKY JIGKAPCTBEHHBIX IpEnapaToB, MpeIHA3HAYCHHBIX JUIS
KIIMHUYECKUX MCCIICIOBAaHUMN, TOJDKHA HAHOCUTBCS HAANMUCh: " J{J1s KIIMHUYECKUX HCCIIeI0BaHuN".

9. VYmnakoBka JEKapCTBEHHBIX CPEICTB, MNpPEAHA3HAYCHHBIX HWCKIIOYUTEIBHO JJs JKCIOpTa,
MapKUPYETCsI B COOTBETCTBHH C TPEOOBAHHSIMY CTPAHBI-UMIIOPTEPA.

10. Ha TtpancmoptHyio Tapy, KOTOopas HE MpeJHa3HauyeHa Jid MOTpeduTeneii u B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEICTBO, JOJDKHA HAHOCUTHCS WHGPOpMAIUs O HAWMMEHOBAaHUH, CEepuu
JIEKaPCTBEHHOI'O CPEJCTBa, JaTe BBINYCKa, KOJIMYECTBE BTOPUUYHBIX (MOTPEOUTENBCKUX) YHAKOBOK
JIEKAPCTBEHHOT'O CPEJICTBA, MPOU3BOAUTENIEC JIEKAPCTBEHHOI'O CPEICTBA C yKa3aHMEM HAWMEHOBAHHS M
MECTOHAXOXKICHHS IPOU3BOAUTENS JICKAPCTBEHHOTO Cpe/ICTBA (aApec, B TOM YUCIE CTpaHa U (WJIM) MECTO
MIPOM3BOJICTBA JIEKAPCTBEHHOT'O CPEJICTBA), & TAKKE O CPOKE TOJHOCTH JICKAPCTBEHHOT'O CPEICTBA M 00
YCIIOBUSIX €T0 XpaHEHUs U MEePEeBO3KU, HEOOXOIUMbIE MpeaylpeauTeIbHbIe HAAMUCH U MAHUITYJIATOPHbIE
3HAKHU.

11. Ha nmepBuYHYIO YMaKOBKY M BTOPHYHYIO (TOTPEOUTENHCKYIO) YHMAKOBKY JIE€KapCTBEHHBIX
CPEACTB Il BETEPUHAPHOTO TMPUMEHEHHUs JOJKHA HAHOCUTBCS Haamuch: "l BeTepuHApHOTO
NpUMeHeHus".

12. Ha BropuuHyto (HOTpEeOUTENBCKYIO) YIAKOBKY JEKAapCTBEHHOI'O IIperapara HaHOCUTCS
HITPUXOBOM KOJI.

TAPAHT:

CM. KoMMeHTapuu K cTaTthe 46 HacTosiero denepabHOr0 3aKOHA

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrovim 3axkonom om 6 Oexkabps 2011 e. N 409-D3 6 naumenosanue 2nagvl 9 Hacmosuje2o
DedepanbHoco 3aKOHA HECEHbl USMEHEHUS], 6CIMYNAIOWUE 8 CULY N0 UCMEYeHUU MPUuoyamu OHell nocie
OHA 0huYUaAILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepabHO20 3aKOHA

Cm. mekcm HAUMEHOBaHUs 8 NPedblOyujeli peoaKkyuu

I'naBa 9. BBo3 jiekapcTBeHHBIX cpeacTB B Poccuiickyro @enepanuio u BbIBO3 JIEKAPCTBEHHBIX
cpeacts u3 Poccuiickon @exepaunu

Wudopmanust 06 N3MEHEHUAX:

Deodepanvrvim 3axonom om 6 oexabps 2011 2. N 409-D3 6 naumenosanue cmamou 47 nacmosue2o
DedepanvbHoeo 3aKOHA BHECEHbl UBMEHEHUs, GCIMYNnarwue 6 Culy no ucmederuu mpuoyamu OHeti nocje
OHA ohuyuanbHO20 ONYyOIUKO8AHUA HA38aHH020 DedepanbHo20 3aKOHA

Cm. mekcm HAUMEHOBAHUS 8 NPedblOyujel peoaKyuu
Crarba 47. Tlopsanok BBO3a JEKapCTBEHHBIX cpenctB B Poccuiickyro denepanuio W BbIBO3a
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoit denepanmnu

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 1 cmamvu 47 nacmoswezo
DedepanvbHoe0 3aKOHA BHECEHbl UBMEHEHUs, 6CIMYnarwue 8 CUuly no ucmederuu mpuoyamu OHeti nocje
OHA ohuyuanbHo20 onyoIUKO8aAHUA HA38aHH020 DedepanbHo20 3aKOHA

Cm. mexkcm uacmu 6 npeovloywett pedaKyuu
1. BBo3 nekapctBeHHBIX cpeAcTB B Poccuiickyro Denepanuio OCYIIECTBISAECTCS B MOPAIKE,
ycraHoBiieHHOM [IpaButensctBom Poccuiickoir ®Depepaiud, B COOTBETCTBUM C  TaMOMKEHHBIM
3aKO0HO/1aTeTLCTBOM TaMoxeHHOTO coro3a B pamkax EBpA3DC (manee - TaMOKeHHBIM COI03) U (WIIN)
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3aKoHoJaTenbLcTBOM Poccuniickoi denepatinv 0 TaMOKEHHOM JIEIIE.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 2 usmenena c 28 oexabps 2019 e. - Dedepanvhuiii 3axon om 27 oexabps 2019 e. N 462-D3

CMm. npedvloywyro pedaKyuio
2. Brosumbie B Poccuiickyro denepaiuio JIeKapCTBEHHbIE CPEACTBA JIOJKHBI COJACPKATHCS B
rocy/1apCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPE/ICTB.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvruvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uacmv 3 cmamvu 47 Hacmosuezo
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHUs, GCIMYNAlowue 6 CULY N0 UCMeYeHUU mpuoyamu OHeu nocie
OHs 0puyuanbLHO20 ONYOIUKOBAHUS HA38aHH020 DedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

3. Homyckaetrcs BBo3 B Poccuiickyto @enepanuio KOHKPETHOW MapTUM 3aperMCTPUPOBAHHBIX U
(unu)  HE3aperuCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEACTB, MPEJHA3HAYEHHBIX U1l  MPOBEACHUS
KJIIMHAYECKUX MCCIECJOBAaHUN JIEKAPCTBEHHBIX IIPENapaTroB, MPOBEICHUS 3KCIEPTU3bl JIEKAPCTBEHHBIX
CPEACTB Il OCYIIECTBJICHHS TOCYIApCTBEHHOW PEruCTPalUM JIEKAPCTBEHHBIX NpPENaparoB WU Jid
OKa3aHUs MEIMIHMHCKOM IOMOIIM IO >KM3HEHHBIM ITOKA3aHUSAM KOHKPETHOI'O MAalMeHTa Ha OCHOBAaHUH
paspelieHus, BBIJAHHOTO YIOJHOMOYEHHBIM (peepalbHBIM OPraHOM HCIOJHUTENBHON BIACTH IIO
3asBJICHUSAM JIMI, YKa3aHHBIX B cTathe 48 Hacrosuero denepanbHOro 3akoHa. PaccmorpeHne Takoro
3asBJICHUST W [PUHATHE PEIICHHs O BblJAay€ pa3pelieHuss Ha BBO3 KOHKPETHOW NapTHH
3aperuCTPUPOBAaHHBIX U (MJIM) HE3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NMpPEAHA3HAYEHHBIX AJIs
MPOBEACHUS KIMHUYECKUX HCCIEAOBAHUI JIEKAPCTBEHHBIX IPENapaToB, IPOBEAEHUS SKCIEPTU3BI
JIEKAPCTBEHHBIX CPEICTB I  OCYIIECTBIECHHsS TOCYIAapCTBEHHONM PETMCTPAllMM  JIEKAPCTBEHHBIX
[IpEenapaToB WIA i1 OKa3aHWs MEJULUHCKONW IOMOIIM I10 >XU3HEHHBIM II0Ka3aHHWSAM KOHKPETHOIO
nanueHTa Jub0 o0 oTKa3e B BbIJIay€ YKAa3aHHOTO Pa3pelIeHHs] MPOU3BOASTCS B CPOK, HE MPEBBILIAIOIINMA
nsaTH pabouux AHel. [Inara 3a Belgauy yKa3aHHOTO pa3pelieHus! He B3UMaeTcs.

Wndhopmarust 06 n3MEHEHUSX:

Cmamows 47 oonoanena yacmoio 3.1 ¢ 1 mapma 2020 e. - Dedepanvubiii 3axkon om 27 dexabps 2019 e. N
475-D3

T'APAHT:

[Tonoxxenus yactu 3.1 npumensitorcs 10 31 nexadps 2023 r.

3.1. lonyckaercs BBO3 B Poccuiickyro denepannio KOHKPETHON MapTHUU HE3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MpPEnapaToB, COAEPKAIIUX HAPKOTUYECKHE CPEJCTBA WJIM TNCHUXOTPOIHBIE BEIIECTBA, B
nopsiike, ycraHoieHHOM IlpaButensctBom Poccuiickorn denepauuu, s OKa3aHUs MEAULMHCKON
MOMOIIY IO >KM3HEHHBIM MOKA3aHUSIM KOHKPETHOIO MAIlMEHTA WJIW TPYIIbI MAIMEHTOB B ClIy4ae, €CIIu
UMeeTCsl pelIeHHe BpaueOHOW KOMHCCUM METUIIMHCKOW OpraHu3aiuid O HedPHEKTHBHOCTH WIH
HEBO3MOYKHOCTA TMPUMEHEHUS y KOHKPETHOTO MAIIMEHTa HWHBIX 3apEerHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernapaToB, B TOM YHCJE COJEPKaIUX APYrue IASHCTBYIONINE BEHIECTBa, U O HEOOXOIMMOCTH BBO3a
ONPEACTICHHOTO HE3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara ¢ yKka3aHHeM €ro MEXIyHapOIHOTO
HEMATeHTOBAaHHOTO (MM XUMHUYECKOro, WJIH TPYNIHUPOBOYHOI0) HAMMEHOBAaHUSA, (OPMBI BBITyCKa H
konudecTtBa. [lepeueHp 3a00ieBaHUN M COCTOSIHUH M COOTBETCTBYIOIIUX JIEKAPCTBEHHBIX IMPENapaToB,
COZEPKAIIMX HAPKOTUYECKUE CPEICTBA U IICUXOTPOIHBIE BEIIECTBA, B LIEJISIX OCYIIECTBICHHUS UX BBO3a B
COOTBETCTBUU C TPEOOBAaHUSMH HACTOSIIEH YacTU YTBEPXKIAETCS YIOJHOMOYEHHBIM (heneparbHbIM
OPraHOM MCIOJIHUTEIBHOM BIIACTH.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-D3 6 uacmv 4 cmamvu 47 nacmoswezo
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUsl, BCIMYNAlowue 6 CULY N0 UCEeYeHUU mpuoyamu OHell nocie
OHsL 0puyuanvbHo20 0NYOIUKOBAHUS HA38aHH020 DedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
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4. B Poccuiickyto ®enepaiuio MOKHO BBO3UTh JIEKAPCTBEHHBIE CPEACTBA, KAYECTBO KOTOPBIX
HOJTBEPXKIEHO CEPTUPUKATOM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB, YIOCTOBEPSIOLUINM COOTBETCTBUE
BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUAM (papMaKoIeiHbIX cTaTel MO0 B ciaydae UX OTCYTCTBHSA
HOPMAaTUBHOM TOKYMEHTAllMU WJIX HOPMAaTUBHOT'O JOKYMEHTA.

Wndopmarius 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 5 cmamvu 47 Hacmoswezo
DedepanbH020 3aKOHA 8HECEHbl USMEHeHUsl, GCMYNnalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHel nocje
OHA ohuyuanrbHo20 onyoIUK0B8AHUS HA38aHH020 DedepalbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuel pedaKyuu
5. 3anpemaercs BB03 B Poccuiickyto ®Penepaunio ¢anbCUPUIUPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/CTB, HEMOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.

Undopmarist 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 6 cmamvu 47 Hacmoswezo
DedepanbHo20 3aKOHA 8HECEeHbl USMEHEHUsl, BCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHell nocie
OHsL OpuyuanbHo20 0nyoOIUKOBaAHUS HA38aHH020 DPedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

6. ®@anpcuduuUpoBaHHBIE JEKAPCTBEHHBIE CPEICTBA, HEIOOPOKAUYECTBEHHBIE JIEKAPCTBEHHBIC
CPEACTBA MOIEKAT UIBATHIO U MOCIEIYIOIIEMY YHUUYTOKEHUIO WA BbIBO3Y M3 Poccuiickon dexnepanuu,
KOHTpa(aKkTHBIE JIEKAPCTBEHHBIE CPEJICTBA - U3BATHIO U IMOCIEAYIOIEMY YHHUUYTOKEHUIO. YHUUYTOXKEHHE
wii  BeBO3 U3 Poccmiickoii  @eneparmun  panbcupUIMpOBaHHBIX — JIEKAPCTBEHHBIX  CPEJICTB,
HEJIOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEJICTB, KOHTPA(aKTHBIX  JICKAPCTBEHHBIX  CPEICTB
OCYHIECTBIISICTCA 3a CYET JMIA, OCYHIECTBHUBIIEr0O UX BBO3. [lOpsoK YHHUYTOXKEHUS H3BATBIX
(banbCUUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, HEJOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpeACTB ycTaHaBnuBaercs [lpasurensctBom Poccuiickoit denepanun.

Wndopmarys 06 n3MEHEHHSAX:

DedepanvHuim 3axkonom om 6 Oexabpsa 2011 2. N 409-®P3 6 uacmv 7 cmamvu 47 Hacmoswe2o
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUs, BCmynaowue 8 CUIy No UCMeYyeHUuu mpuoyamu OHel nocje
OHAL 0huUYUATILHO2O ONYOIUKOBAHUS HA38AHH020 DedepanbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvioyuell pedaxKyuu
7. Jluma, ocymectBastonie BBo3 B Poccuiickyto ®enepanuio  panbcudumpoBaHHbBIX
JIEKApCTBEHHBIX  CPEJICTB, HEIOOPOKAUYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB, KOHTpadaKTHBIX
JIEKAPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C TaMOKEHHBIM 3aKOHO/1aTEILCTBOM
TamokeHHOTO0 cor03a U (MJIN) 3aK0HO/1aTeThcTBOM Poccuiickoit deepanivi 0 TaMOKEHHOM JIeJIe.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 oexabpsa 2014 2. N 429-@3 6 uacmv 8 cmamovu 47 Hacmosue2o
DedepanvHo2o 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm uacmu 6 npedvloyuell pedaKyuu
8. BriB03 nekapcTBeHHBIX cpeacTB U3 Poccuiickoit denepanuu ocymiecTBisieTcs 6€3 NpuMeHEHHUs
OTpaHUYEHUM, YCTAHOBJIEHHBIX TAaMOXXEHHBIM 3aKOHOJATEILCTBOM TaMOMKEHHOro corw3a M (Win)
3aKOHOAATeNbCTBOM Poccuiickoit @enepannu O roCyJapCTBEHHOM PETYJIMPOBAHMM BHEIIHETOPTOBOM
JEATEIBHOCTH.

Wudopmanust 06 U3MEHEHUSX:

Cmamuws 47 oonoanena yacmoiro 9 ¢ 29 nosaopsa 2019 e. - @edepanvusiii 3akon om 28 noaops 2018 2. N
449-D3
9. BBog B rpaxkgaHCKUW O00OpOT JIEKAPCTBEHHBIX MPENapaToB JAJs MEAUIIMHCKOTO MPHUMEHEHUS,
BBe3eHHBIX B Poccuiickyro denepainio, OCYIIECTBISETCS ¢ COONMOCHUEM TPeOOBaHUH, YCTAHOBIICHHBIX
crateeil 52.1 Hactosimero denepanbHOro 3aKoHA.

Wndopmarus 06 H3MEHEHHSX:
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Cmamuws 47 oonoanena uacmoio 10 ¢ 1 cenmsaops 2023 2. - @edepanvusiii 3axon om 2 uroaa 2021 e. N
317-D3

Cm. 6yoywyro pedarkyuio
TAPAHT:

CM. koMMeHTapuu K cTaTtbe 47 HacTosero denepalbHOr0 3aKOHa

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 6 oexaops 2011 2. N 409-D3 ¢ cmamvio 48 nacmosiwezo Dedepanvrozo
3AKOHA 6HECEeHbl UBMEHEHUs, GCMmynaowue 6 CULy NO UCMEeYeHUuu mpuoyamu OHell Nnocie OHsl
ouyuanvbHo2o onyoauxkosanus Hazearnno2o PedepaibHo20 3aKOHA

Cm. mexkcm cmamovu 8 npedvloyuell pedaKyuu
Crarba 48. IOpununueckue iMma, KOTOPBIM pa3peuieH BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuro

JlexapctBennsble cpenctBa B Poccuiickyro denepainio MOryT BBO3UTH:

1) mnpousBomMTENH JIEKAPCTBEHHBIX CPEACTB s LeJde COOCTBEHHOIO IPOM3BOJCTBA
JICKapCTBEHHBIX CPEJICTB;

2) WHOCTpaHHBIE pPa3padOTUYUKH JIEKAPCTBEHHBIX CPEACTB M HWHOCTPAHHBIC TPOM3BOJUTEIH
JICKAPCTBEHHBIX CPEJICTB WU JAPYTUE IOPUIUYECKHE JIHIIA M0 MOPYUYEHHUIO Pa3padoTYMKa JIEKapCTBEHHOTO
CpEICTBA JJI IMPOBEIEHUS KIMHUYECKUX HCCIIEJOBAaHUM JIEKApCTBEHHOIO IpernapaTa, OCYLIECTBICHMUS
roCy/IapCTBEHHOW PErUCTpalMK JIEKapCTBEHHOTO Mpenapara, BKIOYeHHs (papMalleBTUYeCcKoi cyOCcTaHIIuN
B FOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX CPEACTB IPU
HAJIMYUM pa3pellieHus YIOJIHOMOYEHHOro (elepaJbHOro OpraHa HCHOJHHUTENbHON BIIACTH Ha BBO3
KOHKPETHOMN MapTUH JIEKAPCTBEHHBIX CPEJICTB;

3) opraHuzanyy ONTOBON TOPTOBIIM JEKAPCTBEHHBIMH CPEACTBAMH;

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3axkonom om 2 wuona 2013 2. N 185-@3 6 nynkm 4 cmamou 48 nacmoswezo
DedepanbHoeo 3aKOHA 8HeCeHbl UsMeHeHUs, scmynatouue 6 cuny ¢ 1 cenmsops 2013 a.

Cm. mexkcm nyHkma 8 npeovloyujeti peoaxyuu
4) Hay4yHO-HCCJIENOBAaTENbCKHUE OpraHu3alid, o0pa3oBaTelIbHbIE OpPraHU3AIMH  BBICIIETO
00pa3zoBaHus, MPOU3BOJUTEIN JIEKAPCTBEHHBIX CPEICTB JUIsl pa3paOOTKU, HUCCIIEIOBAHUM, KOHTPOJIA
0e30MmacHOCTH, KadecTBa, J(P(GEKTUBHOCTH JEKAPCTBEHHBIX CPEJICTB TPH HAIUYUM pa3pelieHus
YIIOJHOMOYEHHOTO (eIepalbHOr0 OpraHa NCHOJHUTEIBHOMN BIACTH;

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHvim 3akoHom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 Hacmoswe2o
DedepanbHo2o 3aKOHA 6HeCeHbl USMEHEHUS

Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu
5) MEeAUIIMHCKUE OPTaHU3allNY, UHBIE YKa3aHHBIE B MMyHKTaxX | - 4 HACTOAIIEH CTaThl OPTaHU3aAlUN
JUTSL OKa3aHUsI MEIUIIMHCKOHN ITOMOIIH IT0 KU3HEHHBIM TOKa3aHUSAM KOHKPETHOTO MaIlieHTa MPH HATHIUH
paspelieHrs yImoJIHOMOYEHHOTO (heepaabHOr0 OpraHa MCTOJHUTENLHOW BJIACTH HAa BBO3 KOHKPETHOU
MapTUH JICKAPCTBEHHOTO TIperapara, BBIAHHOTO B YCTAHOBJICHHOM TOpsIKe B (opMe 3JIEeKTPOHHOTO
JIOKYMEHTA, MOAMMCAHHOTO YCUJICHHON KBaTU(UIIUPOBAHHON 2JIEKTPOHHOM MMOAMNUCHIO;

Wudopmanust 06 U3MEHEHUIX:

Cmamowsa 48 oononnena nynkmom 6 ¢ 1 mapma 2020 2. - @edepanvhwiil 3akon om 27 dexabpa 2019 2. N
475-D3
TAPAHT:

[Tonoxenus myHkra 6 mpumMensitores 10 31 nekadps 2023 r.
6) rocyapCTBEHHBIC YHUTApHBIC MPEANPUATHS, UMYIIECTBO KOTOPBIX HAXOAUTCS B (eneparbHOR
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cobctBeHHOCTH, onpeensemble [IpaBurenscTBom Poccuiickoii @enepannu, B 4actu BBo3a B Poccuiickyro
@Denepalio  HE3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX —IIPENAapaTtoB, COAEPKAIUX HAPKOTUYECKUE
CpencTBa MM IICUXOTPOIHBIE BEIIECTBA, JJIA OKAa3aHUsS MEAULUHCKONM IIOMOIIM II0 YKU3HEHHBIM
IIOKa3aHUSM KOHKPETHOI'O IALIMEHTA WJIU I'PYIIBl NAUEHTOB B COOTBETCTBMM C 4acThio 3.1 crateu 47
Hacrosamero denepanbHOro 3aKoHa.

TAPAHT:

Cwm. koMMeHTapuu K ctathe 48 HacTosiero denepasbHOr0O 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 6 dexabps 2011 2. N 409-D3 6 naumenosanue cmamou 49 nacmosueco
DedepanbHo20 3aKOHA 6HECEHbL USMEHEHUS, 6CIMYNAIOWUe 8 CULY N0 UCMEYeHUU Mpuoyamu OHell nocie
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DPedepabHO20 3aKOHA

CMm. mekcm HAUMeHOBaHUs 8 NPedbloyujeli peoaKyuu
Crarbs 49. JlIokyMeHTBI, IIpe/icTaBIsieMble B TaMOKeHHbIE opraHbl Poccuiickoit denepaunu npu
BBO3€ JIEKapCTBEHHBIX cpelcTB B Poccuiickyro dexepannio

Undopmarus 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 1 cmamvu 49 nacmoswezo
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUsl, BCIMYNalowue 8 CULY N0 UCHeYeHUU mpuoyamu OHel nocie
OHsL 0PUYUATILHO20 ONYONUKOBAHUS HA36AHH020 DPedepanlbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

1. Ilpu BBO3e nexkapcTBEHHbIX cpelacTB B Poccuiickyto denepannio B TaMOKEHHbIE OpraHbl
Poccuiickoit denepanum HapsALy ¢ JOKYMEHTaMU, IIPEICTABIEHNE KOTOPBIX IPEYCMOTPEHO TAMOKEHHBIM
3aKOHO/IaTeTLCTBOM TaMOXKEHHOTO coro3a W (Wid) 3akoHojaTenbcTBOM Poccuiickoit ®eneparuu o
TaMOKEHHOM JIeJIe, IPEICTaBIISIOTCS CIEAYIOINE JOKYMEHTBI:

1) cepruduxaT NPOU3BOAMUTENS JEKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIOUINI COOTBETCTBHE
BBO3UMOI'O JIEKAPCTBEHHOI'O cpescTBa TpeOOoBaHUAM (apmakorneiHol craTby JMOO B cilydae ee
OTCYTCTBHSI HOPMAaTUBHON JOKYMEHTAIIMHM UM HOPMATUBHOI'O JOKYMEHTA;

2) paspelieHUe YHNOJIHOMOYEHHOTO (QellepalbHOr0 OpraHa MCIOJHHUTEIbHON BIIACTHM Ha BBO3
KOHKPETHOM NapTHM JIEKAPCTBEHHOI'O CPEACTBA B CIIy4asX, YCTAHOBJIECHHBIX 4acTbi0 3 crateu 47
Hacrosuiero PenepaabHOroO 3aK0Ha.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-D3 6 uacmv 2 cmamvu 49 nacmoswezo
DedepanbHoe0 3aKOHA 6HECEeHbl USMEHEHUsl, BCIMYNalowue 8 CULY N0 UCIEeYeHUU mpuoyamu OHell nocie
OHA ohuyuanbHo20 onyoIUKO8aHUA HA38aHH020 DedepanbHo20 3aKOHA

Cm. mexkcm yacmu 6 npedvloyuell pedaKyuu
2. JIOKyMeHTBI, yKa3aHHble B NyHKTax | M 2 yactu | HaAcTOsIIEW CTaThbU, MPEICTABISIOTCS B
TaMOXeHHble opranbl Poccuiickoit @enepanuu mpu NpuOBITHM JIEKApCTBEHHBIX CpeAcTB B Poccuiickyro
denepanuio.
TAPAHT:

Cwm. KOMMCHTApHHU K CTATbC 49 HaCTOAIICTO (I)C,Z[CpaHLHOFO 3aKOHa

Hndopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3axkonom om 29 utons 2015 2. N 160-D3 6 naumenosanue cmamvu 50 nHacmosuezo
DedepanbHoe0 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm HaumeHOo8aHUs 6 NpeoblOyulell peoaKyuu
Crarbs 50. BBo3 nekapcTBeHHbIX mpenaparoB B Poccuiickyto ®Penepanuio Uil JMYHOIO
UCMOJIb30BaHUSI M HHBIX HEKOMMEpPYECKHMX MLeJed, a Takke JUIsl HCHOJIb30BaHMSA Ha
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TEPPUTOPUHU MEXKTYHAPOIHOTO MEIULIMHCKOTO KIacTepa

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 1 cmamvu 50 nacmoswezo
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUsl, GCmynalowue 8 CUIy no UCMeYyeHuu mpuoyamu OHell nocie
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
1. JlekapcTBeHHBIE MpernapaThl MOTYT ObITh BBe3eHbl B Poccuiickyro deneparnuio 6e3 ydera
TpeOOBaHU, IPENYCMOTPEHHBIX yacTaMu | - 4 crateu 47, ctatbsimu 48 u 49 Hacrosmero denepanbHOro
3aKOHa, €CJIM OHU MpeIHA3HAYCHBI JJIS:

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 2 uwona 2016 2. N 163-DP3 nynkm 1 uwacmu 1 cmamovu 50 nacmoswezo
DedepanbHo20 3aKOHA U3N0INHCEH 8 HOBOU PEeOaKYUU

Cm. mexkcm nynkma 8 npedvloyujeli peoaxyuu

1) nu4HOTO WCTHONB30BaHUS (DU3MUSCKUMHU JIUIIAMH, MPUOBIBIIMME B Poccuiickyto Deneparuio.
I[Ipu »sTtom BBO3 B Poccuiickyto Denepanuio JIeKapCTBEHHBIX  IPENaparoB,  COJAEPKALIUX
CUJIBHOJCUCTBYIOIIME ¥ (WJIM) SJOBUTHIC BEIICCTBA, BKIIOYCHHBIE COOTBETCTBEHHO B  CIIHMCOK
CUJIBHOJICUCTBYIOIIMX BEUIECTB JJIA LEJIEH YroJloBHOIO 3akoHojaTesnbcTBa Poccuiickoin denepauuu u B
CIIMCOK SJOBHUTBIX BEIIECTB JUIA LEJIE€M YroJIOBHOrO 3akoHonarenscTBa Poccuiickoin denepanum,
yrBepxkaeHHble [IpaButensctBoM Poccuiickoit denepanuu, OCylIeCTBISETCS NPU HATUYUU JOKYMEHTOB
(3aBepeHHBIX KOMHM JOKYMEHTOB WJIM 3aBEPEHHBIX BBITHMCOK W3 HUX), MOJITBEPKIAIOUIMX Ha3HAUYCHHE
dbuznyecKkoMy JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX IMpEnapaToB (3a HUCKIIOYEHHEM JIEKapPCTBEHHBIX
MpEIaparoB, 3aperucTpupoBaHHbiX B Poccuiickoit @enepannu u oTiyckaeMbix B Poccuiickon denepannun
0e3 peliernta Ha JIEKapCTBEHHBIN mpemnapat). [loaTBepxkaaronine JOKyMEHTHI (MX 3aBEpEHHbIE KOTHUU WU
3aBEpPEHHBIC BBIMUCKM U3 HHUX) JOJDKHBI COJCpPXKAaTh CBEICHHUS O HAUMEHOBAHHUM M KOJHYECTBE
HA3HAYEHHOTO JIEKapCTBEHHOro TMpemapara. B ciydae, eciau NOATBEpKIAIOUINE JOKYMEHTHI (UX
3aBEpPEHHBIC KOMHWHM WJIM 3aBEPEHHBIE BBIMUCKM W3 HHUX) COCTABJICHBI HAa HMHOCTPAHHOM S3BIKE, K HHUM
MIPUJIAraeTCs HOTAPUAIBHO 3aBEPEHHBIN NIEPEBOJ HA PYCCKUM S3BIK;

2) WUCHOJb30BaHUS pAOOTHUKAMU JIUIJIOMATHYECKOTO KOpIlyca WU  MPEACTaBUTEISIMU
MEXKITYHApOAHBIX OpraHu3aluii, aKKpeIuToBaHHbIX B Poccuiickon denepauny;

3) 7nedeHHs] MACCAKUPOB W WICHOB HKHUIAXKEH TPAHCHOPTHBIX CPEICTB, TMOE3AHBIX Opurag u
BOJMTENICH TPAaHCTIOPTHBIX CPENICTB, MpUOKIBIIKX B Poccuiickyro denepanuro;

4) nedeHusl y9aCTHUKOB MEXKIYHAPOIHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPONPUATUA U YIACTHHUKOB
MEXKTYHApOAHBIX dKCIIECIULINM;

Wudopmanust 00 U3MEHEHUIX:
Ilynkm 5 usmenen ¢ 13 asecycma 2019 2. - @edepanvuwiii 3akon om 2 aszycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
5) 7edeHHWs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajax, IMpKaxX, OKeaHapuymax,
nenbQUHApUAX, JICUEHUS TUKUX S>KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACENSIONIUX TEPPUTOPHUIO
Poccuiickoit ®eneparnuy, HaXOMAIMIUXCA B COCTOSHUM E€CTECTBEHHON CBOOOABI M TMPUHAICKANUX K
BUJaM, 3aHeceHHBIM B KpacHyto kuury Poccuiickoit ®@enepanuu v (WaM) KpacHble KHUTH CYOBEKTOB
Poccniickoit @enepanuu, a Takke JKABOTHBIX, BBO3UMBIX B Poccuiickyro Penepanuro ais ydacTus B
CIIOPTUBHBIX U 3PEJIMILHBIX MEPOIIPUATHSIX;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim  3akonom om 29 wuons 2015 2. N 160-d3 uacme 1 cmamovu 50 nacmosuezo
DeodepanvbHoeo 3aKOHA OONOIHEHA NYHKMOM 6
6) UCIIOJIB30BAHUS HA TEPPUTOPUU MEKTYHAPOIHOTO MEIUIIMHCKOTO KIIacTepa.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrovim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uacmv 2 cmamvu 50 Hacmosuwezo
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DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlouue 8 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHA 0huyuanbHO20 ONYOIUKOBAHUS HA38aHH020 DedepanbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu
2. B cnyuasix, IpelyCMOTPEHHBIX 4acThio | HacToALIEH cTaThy, AOIycKaeTcsl BBO3 B Pocculickyro
denepalnio JEKapCTBEHHBIX MIPENapaToB, HE 3aperucTpupoBaHubix B Poccuiickoit deneparum.

Wndopmarius 06 M3MEHEHUAX:

Deodepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 3 cmamvu 50 nacmosiueco
DedepanbHo20 3aKOHA 8HECEeHbl USMEHeHUsl, GCMYNnalowue 8 CUILY No UCMeYeHUuU mpuoyamu OHel nocie
OHA 0huyuanbHO20 ONYOIUKOBAHUS HA38aHH020 DedepanbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu
3. JlekapcTBEHHbIE NpenapaTsl, IpeAHa3HAYCHHbIE 17151 TyMaHUTAapHON oMoy (COAeHCTBUA) TN
IIOMOIIMA IIpM 4YPE3BbIYAWHBIX CUTyaluusaX, BBO3iATCA B Poccuiickyro @enepanuio B IOPSJKE,
ycraHoBieHHOM [IpaBurensctBoMm Poccuiickoit ®enepannun. 3anpeniaercs BBo3 B Poccuiickyro
denepannio He3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, IPEHA3HAYECHHBIX JJI1 TYMaHUTAPHOU
HOMOIIM (COJIEHCTBHSA) MU IIOMOLIM IIPU YPE3BbIYAHBIX CUTYaLUsAX.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 50 HacrosIero q)ez[epanLHoro 3aKOHa

Crates 51. CorpynandectBo (enepabHOTO OpraHa HCIIOJIHUTEIHHON BIACTH, YIIOJIHOMOYCHHOTO
B 00JacTH TaMOXEHHOTO JeJia, U JPYrHX YIOJIHOMOYEHHBIX (erepalbHbIX OpPraHoB
HACIIOTHUTEIbHOM BIACTH
1. VYnomnomoueHHble (¢efepanbHble OpPraHbl HUCHOTHUTENBLHOM BIIACTH TMPEJOCTABIAIOT B
pacnopsbkeHre (efepaJbHOr0 OpraHa HUCHOJHUTENbHOM BIAcTH, YIOJIHOMOUYEHHOro B o0iactu
TaMO>KEHHOTO JIeJla, TOCYAApCTBEHHBI pPEecTp JEKapCTBEHHBIX CPEACTB, a Takke HMH(POpPMAIHIO O
BBIJAHHBIX PAa3spCIICHHUAX Ha BBO3 KOHKpGTHOfI mapTu JICKApCTBCHHBIX CPEACTB B CliydasX,
YCTaHOBJIEHHBIX 4acTblo 3 ctartbu 47 HacTosmero denepaibHOro 3aK0Ha.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 2 cmamwvu 51 nacmoswezo
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUsl, BCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHell nocje
OHsL 0GhuyUanbHO20 ONYOIUKOBAHUSL HA38AHH020 DedepanbHO20 3aKOHA

Cm. mexkcm yuacmu 6 npedvloyuell pedaKyuu
2. @enepalbHbI OpraH HCHOJHUTEIBHON BIIACTH, YIOJIHOMOYEHHBIM B 00JacTH TaMOMXEHHOIO
nena, uHGOpMHUpYeT yKa3zaHHBIE B 4acTH | HACTOSIIEH CTaThbH YMOJHOMOYEHHBIC ()eiepalibHbIe OpraHbl
WCTIOJTHUTENIBHOW BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpeacTB B Poccuiickyro denepaiuio U BBIBO3E
JeKapCTBeHHbIX cpelacTB u3 Poccuiickoit denepanuu no GopMe U B MOPSAIKE, KOTOPHIE YCTAHOBJIEHBI
IIpaBuTenscTBOM Poccuiickoit denepannm.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaTbC 51 HaCTOAIICTO (I)C,Z[CpaHLHOFO 3aKOHa

I'naBa 10. ®apmaneBTHYeCKasi 1eATEJIbHOCTD
T'APAHT:

Cm. TocymapctBennyro mporpammy P® "Pa3Butue QapmaneBTHYECKOH ©  MEAUIIMHCKON
npoMmsbinieHHocTH" Ha 2013 - 2020 rr., yrBepxkaeHHyto nocraHosieHueM IIpaBurensctBa PO ot 15
ampenst 2014 r. N 305

Crartbs 52. OcymiecTBiieHue (papManeBTUHIECKOMN NesITeTbHOCTH

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 25 wnoaops 2013 2. N 317-@3 6 uacms I cmamvu 52 nacmosuezo
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@edepaﬂbnoeo 30KOHA 6HECEHbl USMEHEHUA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

1. ®apmarieBTudeckas JeATEILHOCTh OCYIIECTBIISICTCS OpraHU3alMsIMUA ONTOBOW TOPTOBIIH
JICKapCTBCHHBIMU  CPEJICTBAMH,  ANTEYHBIMA  OPTaHU3ANMSIMH,  BETCPUHAPHBIMU  ANTEYHBIMHU
OpraHu3aIUsIMH, VH/IMBUyTbHBIMHA NpeIIPUHIMATESIMH, UMCIOIIUMHU JIMIICH3UIO Ha
(dbapManeBTUYECKYIO JIeATEIbHOCTh, MEIUIIMHCKUMHU OpTraHU3alUsIMH, WMCIOIIUMU JIMICH3WIO Ha
(dapMaIeBTUUECKYI0 JIeITeIbHOCTh, W WX OO0OCOOJICHHBIMH IOJpa3ACICHUSIMU (aMOyIaTOpUSIMH,
denpamepckuMu U GerpaImepcKo-aKyepCKUMH ITyHKTaMU, IICHTpaMu (OTACICHUSIMHU) 00IIel BpaueOHOM
(ceMeitHOM) TIPAKTHUKH), PACIIONIOKEHHBIMH B CEIBCKUX HACEICHHBIX IYHKTAaX, B KOTOPHIX OTCYTCTBYIOT
anTeuHble  OpraHW3allid, © BETCPUHAPHBIMH  OpPraHU3alUsSMH, HUMCIONIMMH  JUICH3UIO Ha
(bapMaIieBTHYECKYIO IS TEIBHOCTD.
TAPAHT:

Cm. llonoxxeHume O  JIMLEH3UPOBaHUM  (HapMalleBTUUECKOM  JI€ATEIbHOCTH,  YTBEP)KICHHOE
nocranoBienueM [IpaButensctBa PO ot 22 nexadbps 2011 r. N 1081

CM. METOMYECKHEe yKa3aHHUs MO OCYIIECTBICHHIO OpraHaMy TOCYAapCTBEHHOM BJIaCTH CyOBbekTOB PD
NepeAaHHbIX MOJHOMOUNN P® 10 nuieH3upoBaHuio (papMalieBTUYECKON NeATEeIbHOCTH, YTBEPKICHHbIE
npukazom Munzapascoipa3zButus Poccuu ot 6 utonst 2008 r. N 2631

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim  3akonom om 27 uwoas 20102 N 192-D3 wacme 2 cmamwvu 52 wnacmoswezo
DedepanbHo20 3aKOHA U3NONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npedvloywell pedaxKyuu

2. ®wuzuyeckue JHUIa MOTYT OCYIIECTBIATH (hapMalleBTUYECKYIO NEATEIbHOCTh MPU HATUYUU
BBICIIETO WJIM CpPeHEro ¢apmarieBTUYECKOro o0pa3oBaHus U cepTU(dUKATa CIEIUATUCTA, BBICIIETO N
CpEIHEro BETepUHAPHOrO 00pa3oBaHMs U cepTU(UKATa CIEIHATUCTA, & TAK)KE BBICIIErO WM CPETHETO
MEIUIIMHCKOTO Oo0pa3oBaHus, cepTU(]HKaTa CIEeNUaTuCTa U JOTMOJHUTEIBHOTO MPOQPECCHOHAIBHOTO
0o0pa3oBaHMs B YaCTU PO3HUYHON TOPTOBJIM JICKAPCTBEHHBIMH MperaparaMy MpU YCIOBUU UX PabOTHI B
000CO0JIEHHBIX MTOPA3ICICHUSIX METUIIMHCKUX OPraHU3alliid, YKa3aHHBIX B 4acTH | HACTOSIICH CTaThH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 52 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndopmarys 06 W3MEHEHHSAX:

DedepanvHulil 3ak0H Oonoanern cmamvel 52.1 ¢ 29 noabpsa 2019 e. - @edepanvhviii 3axon om 28
Hos0ps 2018 2. N 449-D3
Crarbs 52.1. BBox B rpaxkJIaHCKUil 00OpOT JEKapCTBEHHBIX NpenapaToB Il MEIUIIMHCKOTO
PUMEHEHUS

1. Ilepen BBOJOM B Ipa)kIaHCKUH 000POT Ka)I0M Cepuu WM KaXI0W MapTHH MPOU3BEJCHHOTO B
Poccuiickoit @epepanum JeKapCTBEHHOrO Mpenapara JJisi MEJUIMHCKOTO MPUMEHEHHS, 32 UCKIIOUYECHHEM
UMMYHOOHOJIOTMYECKUX JIEKApCTBEHHBIX MPENapaToB, MPOU3BOANUTENb TAKOTO JIEKAPCTBEHHOIO Ipenapara
npeacTaBimsieT B (eaepaibHbIA OpraH HWCIOJTHUTEIBHOW BIIACTH, OCYIIECTBISIOMMN (QYHKIIUNA 10
KOHTPOJIIO ¥ HaJI30py B cdepe 3ApaBOOXpaHEHUs, JOKYMEHT MPOU3BOAUTENS JIEKAPCTBEHHOTO CPECTBa,
MOATBEPKJAOIINNA KaueCTBO JIEKAPCTBEHHOI'O IperapaTa, M MOJATBEPKACHUE YIIOJIHOMOYEHHOTO JIMIA
NPOM3BOJUTENS JICKAPCTBEHHBIX CPEACTB COOTBETCTBHUS JIEKAPCTBEHHOIO Ipernapara TpeOOBaHMSM,
YCTaHOBJICHHBIM IIPH €r0 TOCYJapCTBEHHON PEruCcTpanuy.

2. Ilepen BBOAOM B Tpa)XIAaHCKUIl 00OpOT KaXJOH cepur WM KaXIOW MapTHH BBO3UMOIO B
Poccniickyro @enepannio J€KapCTBEHHOIO Ipenapara il MEIULUHCKOTO IPUMEHEHHs, 38 UCKIIIOYEHUEM
UMMYHOOHOJIOTMYECKUX  JIEKApCTBEHHBIX  IIPENaparoB, OpraHu3alus, OCYILECTBIIAIOLIas  BBO3
JeKapcTBEeHHOTo Tpernapara B Poccuiickyio @enepanuio, MpeacTaBasieT B QenepalbHbIl  OpraH
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UCTIOJIHUTENIHOW  BJIACTH, OCYHICCTBISIOMMN (QYHKIMM TIO KOHTPOJNIO M HAA30py B cdepe
30paBOOXPAaHEHUs, CEepPTU(PUKAT MPOU3BOIUTENS  JIEKAPCTBEHHOTO  CPEICTBA,  yJOCTOBEPSIOIIMNA
COOTBETCTBUE BBO3MMOTO JICKAPCTBEHHOTO Ipernapara TpeOoBaHUsIM (hapMaKONEHHON cTaThH, a B CIIydae
oTCyTCTBUS (papmakoIneiiHOM cTaTbM TpeOOBAaHUSM HOPMATHBHOM JOKYMEHTAl[MM, M IOJITBEPXkKAECHUE
IIPEACTABUTENST OPraHU3aluy, OCYILECTBILIIOLICH BBO3 JIEKapCTBEHHOrO Ipenapara B Pocculickyro
®denepanyio U ymoaTHOMOYEHHON HHOCTPAHHBIM IIPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBHUS
BBO3UMOI'O JIGKAPCTBEHHOT'O IIpernapara TpeOOBaHUSAM, YCTAHOBICHHBIM IIPH €ro ToCyJapCTBEHHOMN
PETUCTPALIMH.

3. Ilopsok mpencraBiaeHUs] B COOTBETCTBUU € yacTAMU | M 2 HACTOALIEH CTaTbU JIOKYMEHTOB U
CBEICHUII O JIEKapCTBEHHBIX IIpenaparax, BBOJUMBIX B TIPAXKAAHCKUH OOOPOT, YyCTaHABIMBACTCS
[IpaBurensctBoM Poccuiickoit denepanun.

4. B oTHOLIEHMM MEPBBIX TPEX CEpUN WIM NAPTUH JIEKAPCTBEHHOIO IIpernapara, BIIEPBBIC
npousBegeHHoro B Poccuiickor @enepannu Wid BOepBble BBo3uMoOro B Poccuiickyro denepanuro, B
(benepanbHbI OpraH MCHOIHUTENBHOM BJIACTH, OCYIIECTBIIAIONUI (YHKLIHMU MO KOHTPOJIIO U HAA30py B
cdepe 31paBOOXpaHEHUs], TOMOIHUTEIBHO MIPEICTABISETCS IPOTOKOJI UCIBITAHUN O COOTBETCTBUM CEPUU
WIM MapTUH JIEKapCTBEHHOTO Ipenapara s MEIWLHUHCKOIO IPUMEHEHHUs II0Ka3aTellIM KadecTBa,
IPEyCMOTPEHHBIM HOPMATHBHOM JIOKyMEHTaluMed (Jajee - MPOTOKOJ MCHbITaHUM), MPOBOJUMBIX
aKKpEIUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOaTeabcTBOM Poccuiickoit denepaunn 06 akkpeaUTauu B
HAIlMOHAJIbHOW  CHUCTEME  aKKpenuTanuu  QelepalbHBIMH  TOCYAApCTBEHHBIMH  OFOJUKETHBIMHU
YUPEXKACHUSAMH,  HOJABEIOMCTBEHHBIMH  (eleparbHOMY  OpraHy  MCIOJHHUTEIbHOM  BIJIACTH,
OCYWIECTBIISIFONIEMY (YHKIMH TIO BBIPA0OOTKE H peaIM3allid TOCYJApCTBEHHON TMOJUTHKH U
HOPMAaTHUBHO-IIPABOBOMY PpEryJIMpOBaHUI0 B cdepe 3ApaBoOXpaHeHus, M (enepajbHOMY Oprasy
UCIIOJIHUTENIbHOM  BJIACTH, OCYILIECTBISIOLIEMY (YHKIMM 10 KOHTPOJIO U Haa3opy B cdepe
3npaBooxpaHeHus. [lopsnok BbIAAYM yKa3aHHBIMH (peepalbHBIMU TOCYJApPCTBEHHBIMU OIOJKETHBIMU
YUPEKICHUSMH JAHHOTO IPOTOKOJIA M pa3Mep IUIaThl 3a €ro BbAady ycTaHaBiMBaroTcs [IpaBurenscTBOM
Poccuiickoit @enepanuu.

5. ExxerogHo He no3aHee | ¢eBpains mponM3BOAUTENN JIEKAPCTBEHHBIX CPEACTB WM OpPTraHU3allUH,
OCYLIECTBIAIOIIME BBO3 JIEKAPCTBEHHBIX IIpenaparoB B Pocculiickyro @enepanuro, NPEACTABIAIOT B
(denepanbHbIl OpraH UCHOJHUTENBHON BIACTH, OCYHIECTBISIOMNNA (YHKIMH O KOHTPOJIO U Haa30py B
cdepe 31paBOOXpaHEHUs, IPOTOKOJ UCIBITAHUI MOCTYNHBILETO B TEYEHHE rofla B TPaXJIaHCKUH 000pOT
JIEKapCTBEHHOI'0 IpernapaTa KOHKPETHOTO MPOU3BOJUTENS (HAa OJHY CEpUI0 KaXJIO0ro TOProBOTO
HalMEHOBAHUS C Y4Y€TOM JIEKapCTBEHHOW (OpMBI M JO3UPOBKH), MPOBOJUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUHU C 3akoHozarenscTBoM Poccuiickoit ®enepanuu 00 akkKpeAMTalMUd B HalMOHAJIBHOMN
CHCTEME aKKPEIUTALMU UCIIBITaTeIbHBIMU JIAOOPATOPUAMHU (LIEHTPaMH).

TAPAHT:

ITynkT 6 BecTynaer B cuity ¢ 28 Hos0psa 2018 1.

6. IlpomsBoauTenu JIEKapCTBEHHBIX CPEIACTB WJIM OPraHU3AlMM, OCYIIECTBIISIIOIIME BBO3
JIEKapCTBEHHBIX IpenaparoB B Pocculickyro @enepannio, He MEHEE YEM 3a OAMH I'OJ 10 IUIAHUPYEMBIX
IIPUOCTAHOBIICHHUSI WM TPEKpAlEHUsT NPOU3BOJCTBA JIEKAPCTBEHHBIX IIPENapaTOB WM HMX BBO3a B
Poccuiickyto ®enepanuio yBeIOMISIOT 00 3ToM ¢enepadbHbli OpraH MCIOJHUTEIBHON BIIACTH,
OCYIIECTBISIONMN (PYHKIIMM MO KOHTPOJIIO U HAA30py B cepe 31paBoOXpaHeHus U (enepanbHblil opran
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYILECTBISIONMM  (QYHKIMM 1O  JIMLIEH3UPOBAHHMIO  IPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEJICTB.

7. BBoa B rpakaaHckuii 00OpOT KaXA0H CepuM MM KaKJOW MapTUH UMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOIr'0 Tpemnapara, npousBeqaeHHoro B Poccuiickoit denepanuu uiam BBo3uMoro B Poccuiickyro
@denepanuio, OCYIIECTBISETCS Ha OCHOBAaHMHM pPa3pelICHHUs, BBIJAHHOTO (elepalbHbIM OPraHOM
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYIIECTBIAIOMMM (YHKIMM 10 KOHTPOJIK UM Haa3opy B cdepe
3paBOOXPAaHEHMs, HA OCHOBAaHMM BBIJAHHOTO (heaepanbHbBIMU TOCYAAPCTBEHHBIMU OIOJKETHBIMU
YUPEKICHUSAMH, YKa3aHHBIMH B 4acTy 4 HACTOAIIEH CTaTbH, 3aKIKOYECHHS O COOTBETCTBUU CEPUM WIIU
NapTUM UMMYHOOHOJIOTHUYECKOTO JIEKAPCTBEHHOTO Mperapara TpeOOBAHUSM, YCTaHOBIICHHBIM IIPH €Tro
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rocy/1apcTBEHHON perucrpauuu. ITopsaok BblAauu paspelieHus Ha BBOJA B IPakJaHCKUN 000pOT cepuu
WIM TApTUU UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO Mpernapara, a TakKe MOPsI0K BbIIaYd YKa3aHHOTO
3aKJIIOYEHUs M pasMep IulaThl 3a €ro Bblgady ycraHasinusarorcs IIpaBurensctBom Poccuiickoin
denepanuu.

8. 3a HempeacTaBICHUE WIM HECBOEBPEMEHHOE IIPEJICTaBICHUE JOKYMEHTOB U CBEJICHUM,
IPEAYCMOTPEHHBIX yacTsiMu 1, 2, 4, 5 n 6 HACTOAILEH CTaThbU, TPOU3BOAUTEIIN JIEKAPCTBEHHBIX CPEACTB U
OpraHu3aliy, OCYIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX mpenaparoB B Pocculickyro denepanuro, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOJIATEILCTBOM Poccuiickoit @enepanuu.

Wndopmarius 06 H3MEHEHUX:
Yacmo 9 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexkabps 2019 2. N 475-D3

Cm. npeovloyugyio peoakyuro

9. IlpencraBieHue NOKYMEHTOB M CBEIEHUM, IPENYyCMOTPEHHBbIX uacTsmu 1, 2 u 4 Hacrosuien
CTaTbW, M IIOJIy4EHHE MPEAYCMOTPEHHOIO 4YacTblO 7 HACTOALIEM CTAaTbU pa3pellieHuss Ha BBOJ
MMMYHOOMOJIOTHYECKOr0 JICKApCTBEHHOTO IIpemapara B TPaXJAaHCKHH o000poT He TpedyroTcs B
OTHOLICHUH JIEKAPCTBEHHBIX IMPENApaToB, IMPEJHA3HAYCHHBIX I  IPOBEIEHUS  KIMHUYECKHUX
WCCJIEIOBAHMM JIEKAPCTBEHHBIX IIPENapaTroB, IPOBEICHHs DKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB MJIA
OCYILIECTBIIEHUSI TOCYJAapPCTBEHHOM DPErMCTPAlMU JIEKAPCTBEHHBIX IIPENaparoB, a TAKKE B OTHOLICHUU
HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB, MPEJHA3HAYCHHBIX I OKa3aHHs MEIMIMHCKON
IIOMOLIY IO KU3HEHHBIM II0OKAa3aHMSM KOHKPETHOIO ITallMEHTa WJIM TPYIIBl MAalMEHTOB, BBO3MMBIX B
Poccniickyro ®@enepanuio B COOTBETCTBHM € udacTaMu 3 M 3.1 crareu 47 Hactoswmero denepanbHOro
3aKOHA.

10. Ilpu BBIABIIEHUMU B Ipa’kJaHCKOM OOOpOTE CEpUU WIM MapTUHU JIEKApCTBEHHOrO Iperapara,
JOKYMEHTBl U CBEIEHUS O KOTOPBIX, MPELYyCMOTpEHHble dacTaMu |, 2 M 4 HacToslEed CTaTbu, HE
IpEJCTaBICHbl B (efepalbHbIi OpraH HCHOJHUTENIBHON BIACTH, OCYLIECTBISIIOIIMA (QYHKIUH IO
KOHTPOJIIO U Ha/a30py B cdepe 3ApaBOOXpaHEeHus, JUOO cepuM WIM MapTUH UMMYHOOMOJIOTMYECKOTO
JIEKapCTBEHHOI'O Tpernapara, HE HMEIOLUX pa3pellieHduss Ha BBOJ B TpaXXIaHCKUH 000poT,
IPEIYCMOTPEHHOTO0 4YacTbio 7 HAcToALleW cTaTbM, (enepajabHbIi OpraH MCIOJHUTEIbHON BIACTH,
OCYLIECTBIIIONMM (YHKIMU 10 KOHTPOJIIO M HAaA30py B cdepe 3ApaBOOXpPAHEHUs, B IOpPSIKE,
ycranosiieHHoM IIpaBurensctBoMm Poccuiickonn @enepanuy, NPUHUMAET pEUICHUE O MPEKPALLECHUU
Ipa)XAaHCKOro 000pOTa TaKUX CEPUU WJIM MApTUH /10 IPEICTABICHUS YKa3aHHbBIX JTOKYMEHTOB U CBEJIECHUI
100 MOTyYeHUs YKa3aHHOTO pa3peleHHts.

Wndhopmarrust 06 n3MEHEHUSX:

DeoepanvHulil 3aKk0H donoaner cmamvel 52.2. ¢ 1 cenmsaops 2023 2. - Dedepanvhbiii 3axKon om 2 uioist
2021 2. N 317-®3

Cm. 6yoywyro pedarkyuio

Cmamows 53 uzmenena c 1 smeaps 2018 e. - @edepanvhuiil 3axon om 29 urons 2017 2. N 278-D3

CMm. npedvloywyro pedaKyuio
Crarbsa 53. IIpomaxa, mepegada JEKapCTBEHHBIX CPEJACTB OpPraHU3ALMAMHU ONTOBOM TOPIOBIIH
JIEKapCTBEHHBIMU CPEACTBAMU

Wudopmanust 06 U3MEHEHUIX:
Yacms 1 uszmenena c 29 dexabps 2020 2. - @edepanvhuiii 3akon om 27 dekaops 2019 . N 481-D3

CMm. npedvloywyro pedaKyuio
1. Opranuzanyu OnToBOM TOPTOBIIN JIEKAPCTBEHHBIMU CPEJACTBAMU MOTYT OCYHIECTBIISATH MPOAAKY
JICKApCTBCHHBIX CPEICTB WM TIepelaBaTh WX B YCTaHOBIIEHHOM 3aKOHOJATEIHCTBOM Poccuiickoi
ODenepanuu mopsiake (3a UCKITIOYCHUEM (papMaIieBTUIECKON CyOCTaHIIMK CIIUPTA STUIOBOTO (3TAHOMA):
1) ipyrumM opraHu3anusM ONTOBOW TOPTOBIIH JICKAPCTBEHHBIMH CPEICTBAMU;
2) IPOU3BOIUTEIISIM JICKAPCTBEHHBIX CPEIICTB AJIS IEJIel MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB;
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3) anTeYHbIM OpPraHU3aLUsAM U BETEPUHAPHBIM allTEUHBIM OpraHU3AIMIM;

4) Hay4yHO-HCCIIEI0BATEIbCKUM OPraHU3alUaM Il HayYHO-UCCIIEI0BaTENbCKOM paboThI;

5) UHOUBUAYaNbHBIM MPEANPUHUMATEISIM, HMMCIOIUM JHUIEH3UI0 Ha (apMaleBTUYCCKYIO
JEATEIIbHOCTD WJIU JTULEH3UIO HA MEJULIMHCKYIO IESITEIbHOCTD;

Wndopmarius 06 n3MEHEHUX:
Ilynkm 6 uzmenen c 6 agzycma 2019 2. - @edepanvusiii 3akon om 26 utonsn 2019 2. N 240-D3

CMm. npedvloywyro pedaKyuio
6) MEIMUIMHCKUM OpraHu3alusM, B TOM UHCIE CO3JaHHBIM U 3apErUCTPUPOBAHHBIM B
COOTBETCTBUH C 3aKOHOJATEILCTBOM MHOCTPAHHOTO rocynapcTna - wieHa OpraHu3anuu SKOHOMHYECKOTO
COTpYAHMYECTBA M  Pa3BUTUA  MHOCTPAHHBIM  IOPUAUYECKHM  JIMLAM,  WHJIWBHUYyaJIbHBIM
IpeIPUHUMATENSAM, SBISIOMIKUMCS yYaCTHUKaMU MPOEKTa B COOTBETCTBUM ¢ DesiepanbHbiM 3akoHOM "O
MEXIYHAPOJIHOM MEIUIIMHCKOM KJIACTEPEe M BHECEHWU M3MEHEHUHN B OTACIbHBIE 3aKOHOJIATEIbHBIC aKThI
Poccuiickoit @enepanuu”, 1 BeTepUHAPHBIM OpraHU3aLUIM;

Undopmaris 06 n3MEHEHUX:
Ilynkm 7 uzmenen c 13 aseycma 2019 a. - @edepanvhuiii 3axon om 2 aseycma 2019 . N 297-D3

CMm. npedbloywyro pedaKyuio
7) opraHM3anMsIM ¥ WHAMBHIYAIbHBIM TPEANPUHUMATENSM, OCYIIECTBISIONIMM pPa3BelCHHE,
BEIpANIMBAHUC W COACPKAHKE )KUBOTHBIX (32 HCKIIFOUCHUEM MPOJKU UM (DapMaIleBTHUSCKUX CYyOCTaHIIHIA
WIN UX TIepeIadn).

Undopmarris 06 n3MEHEHUAX:
Yacms 2 usmenena c 29 dexabps 2020 2. - @edepanvhuiii 3akon om 27 dekaopsa 2019 2. N 481-D3

Cm. npedvloywyro pedaKyuio
2. OpraHu3aiuu ONTOBON TOPTOBIM JICKAPCTBEHHBIMU CPEJCTBAMH HE BIIPABE OCYIICCTBIIATH
npofaxy (mepemady B YCTAHOBIIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoit ®Dexepanuu  mopsake)
dbapmareBTUUECKON CyOCTaHIIMU CIIUPTA STUIIOBOTO (9TAHOA).
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 53 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ cmamuvio 54 nacmosweco Dedepanvhozo
3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamwvu 8 npedvloyuell pedaxKyuu

Cratbs 54. [IpaBuna onToBol TOPrOBIH JIGKAPCTBEHHBIMU CPEICTBAMU

OnToBasi  TOPTOBJS  JICKQPCTBEHHBIMH  CPEJCTBAMH  OCYIIECTBISICTCS  IPOM3BOIUTEIISIMU
JIEKAPCTBEHHBIX CPEJCTB W OpraHU3alMsSMU ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CpPEICTBAMHU IIO
IpaBwiaM HaJJIeXkared JUCTPUOBIOTOPCKOM MPAKTUKK W MPaBUJIAM HaJUIeXkKalleld MPaKTUKA XpaHeHUS U
MEPEeBO3KU JIEKAPCTBEHHBIX MPENapaTroB, YTBEPKIECHHBIM COOTBETCTBYIOIIUMHU YIIOTHOMOYEHHBIMH
(benepaTbHBIMU OPTaHaAMHU UCTIOTHUTEILHOM BIIACTH.

TAPAHT:

CM. xoMmMeHTapuu K ctatbe 54 HacTosmero denepalbHOTO 3aKOHa

Cratbsa 55. [lopsaok po3HUYHOI TOProBiM JEKapCTBEHHBIMU NpenapaTaMu

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-@3 6 uacms I cmamvu 55 nacmosuezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu
1. Po3HuuHas TOProBis JIEKAPCTBEHHBIMU NpenapaTaMd B KOJIMYECTBAX, HEOOXOTUMBIX IS
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BBITIOJIHEHUST BpadeOHBIX ((penpAlmepcKknx) Ha3HAUYEHUH WM Ha3HAuUCHHWH CIIEIUAUCTOB B 00JacTu
BETCPUHAPUH,  OCYILECTBIIACTCS  AlTEYHBIMU  OpPTraHU3alMsIMH,  BETCPUHAPHBIMH  aNTECYHBIMU
OpTraHHU3aIUsIMH, WH/IMBUIYAJIbHBIMU peINPUHIMATEISIMH, UMEIOIIUMHU JIMILIEH3UIO Ha
(bapMaIieBTUYECKYIO0 JIEATEIIbHOCTh, MEJAWIUHCKUMH OpTaHU3aIMsIMH, WMEIONIMMHU JIUICH3HI0 Ha
(apMalieBTUYECKYI0 JIEATENBHOCTh, W HMX 00OCOOJICHHBIMH MOJpa3JeieHussMu  (aMOyIaTopusMu,
benpamepckumMu U (HebaIIepCeKo-aKymepCKUMH TyHKTaMH, IIEHTpaMu (OTIEICHUsIMHK ) 00IIe BpaueOHOM
(ceMeiHOM) NPaKTUKK), PACMIOJIOKEHHBIMH B CEIbCKUX HACEIEHHBIX MYHKTAaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHble  OpPraHM3allMd, W  BETEPUHAPHBIMH  OPraHU3alMsIMH, HMCIONIMMHU  JIMICH3UIO  Ha
(dapManeBTUYECKYyI0 JIeSTENbHOCTh. PaspelneHa po3HWYHAs TOPTOBIS TOJNBKO JIEKAPCTBEHHBIMHU
npernapaTamMu, 3aperucTpupoBaHHbIMU B Poccuiickoii denepanuy WM W3rOTOBICHHBIMU aNTCUYHBIMHU
OpraHu3aLUSIMH, BETEpUHAPHBIMU aNTEYHBIMU OpTraHu3aIUsIMH, VHINBUTYaIbHBIMU
NPEANPUHUMATEIISIMY, HMMCIONIMMHU JIMIEH3UI Ha (apMaleBTHUECKYIO JeSITeIbHOCTh. Po3HMYHAsS
TOPTOBJIS JICKAPCTBEHHBIMH IIperapaTaMH OCYIIECTBISETCS IO NpaBWIaM HaJUIekKalled anTedHon
NPaKTUKH, YTBEPKICHHBIM YITOJTHOMOUEHHBIM (elIepaIbHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH.

Undopmarus 06 n3MEHEHUX:

Cmamovs 55 oononnena wacmoito 1.1 ¢ 3 anpens 2020 2. - @edepanvhuiii 3akon om 3 anpens 2020 e. N
105-D3
1.1. Po3Hu4Has TOProBiisl JIGKAPCTBEHHBIMU MpernaparaMy JUIsi MEAMIIMHCKOTO MpUMEHEeHHus (3a
HCKIIFOYEHHEM JIEKAPCTBEHHBIX IIPENApaToB, OTIIYCKAEMBIX IIO PELENTy Ha JIEKAPCTBEHHBIN IIperapar,
HAapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaTOB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB, a TaKXKe
CIIUPTOCOJEPKAIIUX JIEKAPCTBEHHBIX MPEMapaToB C OOBEMHOM [0JIEM STUIIOBOTO CIHMpPTA CBBIIMIE 25
MPOILEHTOB) MOET OCYIIECTBIISITHCS — alTeYHBIMU  OPTraHU3alUsIMH  JUCTAHIMOHHBIM  CIIOCOOOM.
Po3HMYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMU IIpenapaTamMu JUisl MEAUIUHCKOTO IPUMEHEHUS TUCTaHIHOHHBIM
CHocOo0OM MOT'YT OCYIIECTBJIATH aNTEeYHbIE OpraHMU3allid, UMEIOIINE JIUIEH3UI0 Ha (papMaleBTHUECKYIO
JESTeIbHOCTh WU COOTBETCTBYIOIEE paspelieHne (eepaibHOro opraHa HCHOJHUTENBHON BIIACTH,
OCYILECTBIISAIONIET0 (YHKIMU MO KOHTPOJIIO M Haa30py B chepe 3apaBooxpaHeHus. [lopsiox Bblaun
paspemeHns Ha OCYIIECTBIEHNE PO3HHUYHON TOPrOBJIM JIEKAPCTBEHHBIMU IperapaTaMy JTACTAaHIIMOHHBIM
croco0oM, TpeOOBaHMs K alTeYHbIM OpraHU3alUsAM, KOTOPbIe MOTYT OCYIIECTBIATh TaKyl0 TOPrOBIIO, U
MOPSIIOK €€ OCYHIECTBICHUSA, a TaKXe IpaBHia JOCTABKHM JIEKAPCTBEHHBIX IPENApPAaTOB TI'PaKIaHaM
ycraHaBnuBatotcsi  [IpaButensctBoM — Poccuiickoit  ®epepaumu. Mudopmamus 00  omaueHHbBIX
(OTHYIIEHHBIX) U MOJYYEHHBIX JIEKAPCTBEHHBIX NpenapaTax BHOCUTCS B CUCTEMY MOHUTOPHUHIA ABHXKEHUS
JIEKapCTBEHHBIX IMPENapaToB I MEAULMHCKOIO IIPUMEHEHUs B IOPSAIKE, NMPEAYCMOTPEHHOM 4YacTbiO /
cratby 67 Hactosmero deaepaibHOro 3aKOHa.

Wndopmarys 06 H3MEeHEHHSAX:

DedepanvHvim 3akoHoM om 25 Hosabpa 2013 2. N 317-@3 6 uwacms 2 cmamvu 55 Hacmoswe2o
DedepanbH020 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm yacmu 6 npedvloyuell pedaKyuu

2. Bujapl anTeuHbIX OpraHW3aluil W IpaBwia OTIYCKAa JIEKAPCTBEHHBIX IIPErapaTroB JUIs
MEAMIIMHCKOTO NPUMEHEHUS aNTEeYHbIMH OpTraHU3alMsIMM, WHAWBHIYAJIbHBIMH HpPEIIPUHUMATEISIMH,
MMEIOUIUMH JIMIIEH3UI0 Ha (papMaleBTUUYECKYIO JAESITEIbHOCTD, a TAK)KE MTPaBUiia OTIHYCKA JIEKAPCTBEHHBIX
IIPENapaToB s MEAUIIMHCKOTO IPUMEHEHUS MEJUIIMHCKUMH OpraHU3alsIMH, UMEIOIIMMHU JIMLEH3UIO Ha
(dapMalleBTUYECKYIO JI€ATEIbHOCTh, M HUX 000COOJEHHBIMU MOJpa3AeiICHUsIMH (aMOyIaTOPUsIMU,
GenpamepckuMu U GenpAIepCcKO-aKyIIePCKUMH MYHKTaMH, IIEHTpaMu (OTAEICHUsIMH) 001eil BpaueOHOM
(ceMelHOI) MPaKTHKKU), PACTIONOKEHHBIMU B CEIbCKHUX HACEIEHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeyHble OPraHU3alMH, YTBEP)KIAIOTCS YIMOJHOMOUYEHHBIM (efepalbHbIM OPraHOM HCIOJTHUTEIBHOM
BJIACTH.

Wndopmarus 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 3 utoaa 2016 2. N 305-D3 6 uacmv 3 cmamovu 55 Hacmoswezo
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS
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Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
3. IlpaBuiia OTIyCKa HAPKOTUYECKUX CPEICTB U ICUXOTPOITHBIX BEUIECTB, 3aPETUCTPUPOBAHHBIX B
KauecTBe JICKAPCTBEHHBIX IMPEMapaToB, JEKAPCTBEHHBIX NIPEMapaToB, COJCPKAIIUX HAPKOTHYICCKHE
CpeACTBa W TICHXOTPOITHBIC BEIECTBA, YTBEPXKAAIOTCS YIOJIHOMOYCHHBIM (eepaibHbIM OpraHOM
WCTIOJTHUTEIILHON BIIACTH 10 COTJIACOBaHHWIO C (enepalbHBIM OpraHOM WCIHOJHUTEIBHON BIIACTH,
YIIOJITHOMOYEHHBIM B chepe BHYTPEHHHX JIEII.

Wndopmarius 06 H3MEHEHUSX:
Yacms 4 usmenena c 13 aszycma 2019 2. - @edepanvuwiii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro
4. JlekapcTBeHHblE Tpenaparbl Ul BETEPUHAPHOIO IMPUMEHEHHUS MOAJEXKAT OTIYCKY
BETEpUHAPHBIMU ANTEYHBIMU OPTraHU3alMsIMU, BETEPUHAPHBIMM OpIraHU3ALMAMM, HHIUBUIYAJIbHBIMU
OpEANPUHUMATENSAMY, HWMCIOIUMH  JIMIEH3WI0 Ha  (apMaleBTHUECKYI0 JeATeNbHOCTh.  OTIycK
JIEKapCTBEHHBIX IpenapaToB JUIsl BETEPUHAPHOIO IPUMEHEHHUS OCYIIECTBISIETCS B COOTBETCTBUU C
IpaBuJiaMy  HaJJIeXallleldl anTeyHOW MpaKTUKU JIEKApCTBEHHBIX IIPENapaToB [UIsl BETEPUHAPHOTO
IPUMEHEHHUS, YTBEPKAEHHBIMU YIOJTHOMOYEHHBIM (peiepanbHbIM OPIraHOM UCIOJHUTEIbHOM BIACTH.

Undopmaris 06 n3MEHEHUAX:
Yacms 5 usmenena c 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedbloywyro pedaKyuio

5. IlepeueHb MEAMIMHCKHX OpTraHMU3AIMi, WMEIOIUX JHUIEH3UI0 Ha (apMaleBTUYECKYIO
NesITeIbHOCTh, W HMX  00O0COOJIGHHBIX  Monpa3ieneHuid  (amOymaropuii,  (enpamIepcKux |
GbenbanepcKko-aKyepckux MyHKTOB, IEHTPOB (OTHeieHuit) olmieil BpauyeOHOI (ceMelHO) MpaKkTHKK),
PacIIOIOKEHHBIX B CEJBCKMX HACEJICHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTE€UHBbIC OPraHU3aIUH, a
TaKXe IepeueHb JIEKapCTBEHHBIX MpenapaToB, MPoJaka KOTOPBIX MOXET OCYLIECTBIATHCS yKa3aHHBIMU
OpraHu3aIsIMH 1 UX 000COOJICHHBIMH TTOAPA3ACICHUSMH, YCTAaHABIUBAIOTCS OPTaHAMH HCITOTHUTEIHHON
BiacTH cyobekToB Poccuiickoit @enepanuu.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axoHom om 25 wnosops 2013 2. N 317-@3 uwacme 6 cmameu 55 Hacmosuezo
DedepanbHo20 3aKOHA U3NOHCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npedvioyuell pedaxKyuu
6. AnTeuHble OpraHu3aluy, WHIUBUIYyalbHbIE NPEANPUHUMATENH, WMEIOLIME JHUIEH3UI0 Ha
(dapMalleBTUYECKYIO  JESITENbHOCTh, 00s13aHBl ~ oOecreunBaTh  yTBEpXkACHHbIN [IpaBUTEnHCTBOM
Poccuiickoit @enepanun u GopMupyemblii B YCTAaHOBIEHHOM MM IOPsiKe MUHUMAJIbHBI acCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX Ui OKa3aHUs MEAUIIMHCKONW MOMOIIIH.

Wndopmarys 06 M3MEHEHHSAX:
Yacmyo 7 usmenena c 3 anpensa 2020 2. - @edepanvruiii 3akon om 3 anpena 2020 2. N 105-D3

Cm. npedvloyuyio peoakyuro

7. AnreuHble OpraHu3allMM, WHAWBUIYAJIbHBIE NPEANPUHUMATENN, HWMEIOIINE JIMIEH3UI0 Ha
(apMarieBTHYECKYIO e TEFHOCTh, HAPSAY C JIEKApCTBEHHBIMH TIperapaTaMyd UMEIOT IPaBo MpruoOpeTaTh
U TpoJiaBaTh, B TOM YHCJIE AMCTAHIIMOHHBIM CIIOCOOOM, MEAMIMHCKUE W3JAeNHs, Ae3HMH(pUIUpyromue
CpeACTBa, MPEAMEThI M CPEICTBA JIMYHON TWUTHEHBI, MOCYMY s MEIUIMHCKHX IIeNiel, MpenaMeTsl U
CpeZCTBa, MpeAHa3HAaYCHHbIE U1 yXoJa 3a OOJIbHBIMU, HOBOPOXKJICHHBIMU U JETbMH, HE JOCTHUTIIUMHU
BO3pacTa TpeX JIET, OYKOBYIO OITHKY W CpEACTBa yXoJa 3a HEW, MHHEpAIbHBIC BOJIBI, TPOIYKTHI
71e4eOHOro, JIeTCKOr0 M JMeTHUYECKOTo NMHUTaHHs, OMOJOTMYECKH aKTUBHBIE J00aBKH, Map(pIOMEpHbIE U
KOCMETHYECKHE CpEICTBAa, MEIAWIWHCKAE W CAHUTApPHO-TIPOCBETUTEIbHBIC TICUATHBIE W3aHMUSA,
npeHa3HauYeHHbIE I MPOMaraH bl 3[0pOBOr0 00pa3a KHU3HH.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 13 wuions 20152, N 262-DP3 6 uacmv 8§ cmamwvu 55 nacmosuezo
DedepanvbHoeo 3aKOHA BHeCEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 aueaps 2016 2.
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Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

8. lesTenbHOCTh anTe4yHbIX opraHuzanui Boopyxkennwsix Cun Poccuiickoit denepaiuu, Apyrux
BOMCK, BOMHCKUX (DOPMUPOBAHMI M OPraHoB, B KOTOPBIX 3aKOHOJATENbCTBOM Poccuiickoit dexepanuu
IPElyCMOTPEHO TPOXOXKJIECHUE BOEHHOM CiyxkObl WU QenepalbHONl TrOCYAapCTBEHHOW CIIyXOBbI,
CBA3aHHOM C IIPAaBOOXPAHMUTEIBHOW JEATEIBHOCTBIO, perylaMeHTupyercss HacrosmuMm denepanbHbiM
3aKOHOM U YTBEP)KIECHHBIMH COOTBETCTBYIOIIMMH (peepaJbHBIMU OpraHaMH HCIOJHUTENBHON BIIACTH
nojoxeHusMu. KoHTponb 3a coOdrofeHMEM yKa3aHHBIMH alTEUYHBIMU OpraHU3alMsIMU TOJI0KEHUH
HacTosuero denepaqbHOr0 3aKOHA OCYILECTBISIETCS COOTBETCTBYIOIIMMH (hefepaabHbIMU OpraHaMu
WCIIOJIHUTEJIBHOM BJIACTH.

9. He npumensiercs ¢ 1 suBaps 2021 r. - @enepanbubiii 3akon ot 3 anpens 2020 r. N 105-03

Wndopmarius 06 H3MEHEHUX:

CMm. npedbloywyro pedaKyuio
TAPAHT:

CM. koMMeHTapuu K cTatbe 55 HacTosero denepajbHOr0 3aK0Ha

Cratbs 56. M3rotoBiieHne U OTIYCK JICKAPCTBEHHBIX MPENapaToB
TAPAHT:

CMm. Enunbie npaBuna oQOpMIIEHMS JIEKapCTB, IPUTOTOBISEMBIX B alTEUYHBIX YUPEXKICHHUIX
(mpeanpuATUsAX) pa3IMYHBIX (GOPM COOCTBEHHOCTH, YTBEPXkACHHbIE MUHUCTEPCTBOM 3paBOOXPaHEHMUS
P® ot 24 nrona 1997 r.

1. M3roroBiieHuEe JEKAapCTBEHHBIX IPENapaToB alTEYHbBIMU OpraHU3aLUsAMHU, BETEPUHAPHBIMU
anTEeYHbIMH OpraHU3aLMsAMM, WHIUBUIYaJIbHBIMH NPEANPUHUMATENSIMH, HMEIOIIMMHU JIMLEH3UI0 Ha
(dapMaleBTUYECKYIO JIEATENbHOCTh, OCYIIECTBISETCS IO PELENTaM Ha JIEKAPCTBEHHBIE IMpenaparsl, Mo
TpeOOBaHUSAM METUIMHCKUX OpraHU3aluii, BeTepUHAPHBIX OpraHMU3allMi B COOTBETCTBHM C MpPaBUIAMU
U3TOTOBJIEHUSI U OTIYCKa JIGKAPCTBEHHBIX IPENapaTroB, YTBEP)KJIEHHBIMU  YIIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTENEHON BIIACTH.

2. Ilpu M3roTOBJIEHUHM JIEKAPCTBEHHBIX MpPENapaToB anTe€YHbIMU OPraHU3ALMSIMU, BETEPUHAPHBIMU
anNTeUYHbIMM OpPraHU3alUsSIMU, WHIUBUAYAIbHBIMU MpEANPUHUMATENSIMU, HMMEIOIIMMHU JIMIEH3UI0 Ha
(apMalieBTUYECKYIO0 JAEATeNbHOCTb, MCIOJIB3YIOTCS (hapMaleBTUUECKUE CYOCTaHIMM, BKIIOUYEHHBIE
COOTBETCTBEHHO B FOCYAApCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB JUIsl MEAUIIMHCKOTO IPUMEHEHUS U
rOCYIapCTBEHHBIN PEECTpP JIEKApPCTBEHHBIX CPEJICTB JJIsl BETEPUHAPHOIO NPUMEHEHUS B YCTaHOBJICHHOM
nopsake. He nomyckaercs W3roTOBIEHHE alTEYHBIMH OPraHU3alMSIMU, BETEPUHAPHBIMU AaNTEYHBIMU

OpraHu3aIMsIMu, VHJUBU1yaJIbHBIMU MpeANPUHUMATEIIIMH, MMEIOIIUMHU JULEH3HI0 Ha
(dapmareBTUUECKyI0 NIEeITeIbHOCTh, JICKAPCTBEHHBIX IPENapaToB, 3aperucTpUpoBaHHBIX B Poccuiickoit
denepauuu.

3. MapkupoBKa JIEKapCTBEHHBIX MPEenapaToB, HW3rOTOBJIECHHBIX AaNTE€YHBIMU OpPraHU3ALMUSIMH,
BETEPUHAPHBIMU ANTEYHBIMU OPraHU3ALMAMU, WHAUBUIYAJIBHBIMUA MPEANPUHUMATEIAMH, HWMEIOLIUMU
JUIEH3WI0 Ha (apMareBTUUECKYI0 JCSITeNbHOCTh, W O(QOpMIIEHHWE TaKUX NPEmapaTroB IOJDKHBI
COOTBETCTBOBATh IIpaBUiIaM, YKa3aHHBIM B 4acTH | HACTOSAIIEH CTaThU.

4. AnTeyHble OpraHu3alid, BETEPUHAPHBIC AaNTEYHbIE OpraHu3allid, WHIWBUAYaJIbHbIC
IpeIPUHUMATEIHN, UMEIOIINE TUICH3UI0 Ha (PapMaleBTUYECKYIO0 IeSTEIbHOCTh, HECYT OTBETCTBEHHOCTh
3a HECOOJI0JICHWE TPAaBUJI W3TOTOBJICHHWS W OTIYCKa JIEKAPCTBEHHBIX IPEMapaToB B COOTBETCTBUU C
3aKkoHoaresbecTBOM Poccuniickoit denepanuu.

T'APAHT:

Cwm. KOMMeHTapuu K ctathe 56 HacTosiero denepaqbHOroO 3aKOHA

Crarbsn  57. 3anpemenue mnpojgaxu (anbcU(DUIUPOBAHHBIX JIEKAPCTBEHHBIX  CPEACTB,
HEJ0OpOKAaYEeCTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTpPa(aKTHBIX JIEKApPCTBEHHBIX
CpEICTB
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[Iponaxa banbcugUIIPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HET00pOKaYECTBEHHBIX
JICKApCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPEJICTB 3aIPEIIACTCS.
TAPAHT:

CM. koMMeHTapuu K cTarbe 57 HacTosero denepabHOrO 3aKOHA

Crartbs 58. XpaHeHue JieKapCTBEHHBIX CPE/ICTB

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrovim 3axonom om 22 oxkmsaopsa 2014 e. N 313-@3 6 uacme I cmamovu 58 nacmoswezo
DedepanbHo20 3aKOHA 6HECEHbl USMEHEHUs, GCIMYNalowue 6 CUIy no UCmeYeHuu mpuoyamu OHel nocue
OHs 0puyuanbLHO20 ONYOIUKOBAHUS HA38aHH020 DedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

1. XpaHeHue JEKapCTBEHHBIX CPEJCTB OCYIIECTBISCTCS MPOU3BOJUTEISIMUA JICKAPCTBEHHBIX
CPENCTB, OPraHU3aLMsIMU ONTOBOM TOPIOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMH, alITEYHBIMU OpraHU3aLUIMU,
BETEPUHAPHBIMHU aNTEYHBIMUA OPTraHU3AIUSIMU, WHIUBUIYAIbHBIMU TPEANPUHUMATEISIMU, HUMEIOIUMHU
JUIEH3UI0 Ha (apMalleBTUUECKYIO JIEATeIbHOCTh WM JUIEH3UI0 Ha MEAMIMHCKYIO JeATeIbHOCTbD,
MEIUIIMHCKUMHU ~ OpPTaHM3allMsIMHU, BETEPUHAPHBIMU OpPraHU3allUsIMH W HWHBIMU  OpraHU3aLUSIMHU,
OCYIIECTBISIOIIUMHU OOpalleHre JIeKapCTBEHHBIX CPEICTB. XpaHEHUE JIEKapCTBEHHBIX CPEACTB I
BETEPUHAPHOTO MPUMEHEHUs OPraHu3alUsIMH ¥ WHIUBUIYAIbHBIMU MPEINPUHUMATEISIMUA B CIIydasx,
€CIM OHM HCHOJIB3YIOTCSl HCKIIIOUUTENIBHO IPU Pa3BEICHHUM, BBIPAUIMBAHUM, COJACPKAHUM M JICUCHUU
YKUBOTHBIX, MOJKET OCYIIECTBISTLCS 0€3 MOTYICHHSI IUIICH3UU Ha (PapMaIieBTUICCKYIO e TEIIHbHOCTD.

2. llpaBuna XpaHEHHs  JIEKAPCTBEHHBIX CPEICTB  YTBEPKOAIOTCA  COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOJTHUTEILHOM BIIACTH.

3. XpaHeHHe HApKOTHYECKUX JEKAPCTBEHHBIX CPENICTB, IMCUXOTPOIHBIX JEKAPCTBEHHBIX CPEJICTB,
pamuodapMarieBTUYECKUX  JIEKAPCTBEHHBIX  CPEACTB  OCYIIECTBISETCA B COOTBETCTBUM  C
3akoHo arenscTBoM Poccniickon denepanumu.

FAPAHT:

CM. koMMeHTapuu K cTaTthe 58 HacTosero denepaibHOr0 3aKOHa

Wndhopmarrist 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 25 oexabps 2012 2. N 262-D3 anasa 10 nacmosuwezo Dedepanbrozo
3aKoHa dononneHa cmamveti 38.1, ecmynarowetl 6 cuny no UCMeyeHuu cma 80CbMudecsmu OHel nocie
OHs 0puyuanbHo20 0nYoOIUKOBAHUS HA38aHH020 DedepalbH020 3aKOHA

Crarbsa 58.1. IIpeaAMETHO-KOJWYECTBEHHBIN YYET JIEKAPCTBEHHBIX CPEACTB I MEAUIUHCKOTO
MPUMEHEHUS
1. TlepedyeHp JEKApCTBEHHBIX CPEACTB [UII MEIUIIMHCKOTO TPUMEHEHHS, MOJICKAINX
MPEIMETHO-KOJIMYECTBEHHOMY  y4YeTy, VYTBEpXKJaeTCs YIOJTHOMOUYEHHBIM (pelepalbHbIM  OpPraHOM
WCTIOJTHUTEJIbHOM BJIACTH.

Wndopmarys 06 M3MEHEHHSAX:

Dedepanvrvim 3akonom om 3 uiona 2016 2. N 305-@3 6 uwacme 2 cmamvu 58.1 Hacmosweeo
DedepanbH020 3aKOHA BHECEeHbl USMEHEH s

Cm. mexcm uacmu 6 npedvloyuell pedaKyuu

2. Tlopsiiok BKITFOYCHHS JICKAPCTBEHHBIX CPEJCTB IS MEIUIIMHCKOTO NMPHMEHEHHUS B IepeucHb
JIEKAPCTBEHHBIX CPENCTB I MEAUIIMHCKOTO MPUMEHEHHS], MOAIEKANTNX MPEeIMETHO-KOIUIECTBEHHOMY
y4eTy, YCTaHaBJIHMBACTCS YIOJHOMOYEHHBIM (eepaibHbIM OpPraHOM HCIOJHHUTEIBHON BIIACTH TIO
COTJTacOBaHUI0 C (QeAepalbHBIM OpPraHOM HCIIOJIHUTEIHHONW BIIACTH, YIIOJHOMOYEHHBIM B cdepe
BHYTPECHHUX JICIT.

3. IlpeaMeTHO-KOJIMYECTBEHHBIN YYeT JICKAPCTBEHHBIX CPEACTB I MEAHIIMHCKOTO TMPUMEHEHUS
BEAYT TMPOU3BOJUTEIH JICKAPCTBEHHBIX CPEICTB, OPraHHM3ald{ OINTOBOH TOPTOBIU JIEKAPCTBEHHBIMHU
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CpelcTBamMu, anTe4yHbIe OpPraHU3ald{, WHJMBHUAyaJIbHBIC MPEINPUHUMATEIN, UMEIOIIME JHUIEH3UIO0 Ha
(dbapMaleBTUYECKYIO JESITENbHOCTh WM JIMIEH3UI0 HAa MEAMIMHCKYIO JEATeIbHOCTh, U MEAMIIUHCKHE
OpTraHMU3aINH, OCYIIECTBISIFOIINE OOpaIeHHE JTEKAPCTBEHHBIX CPECTB I MEAUIIMHCKOTO MPUMEHEHUS,
IyTeM pPEruCTpaluu JIIOOBIX CBS3aHHBIX C MX OOpalleHHEeM Omepalui, MPU KOTOPHIX H3MEHSETCS HX
KOJIMYECTBO U (MJIM) COCTOSIHUE, B CIICIMAJILHBIX JKypHAJIaX ydeTa ONepaluil, CBI3aHHBIX C OOpalleHHueM
JIEKaPCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO MPUMEHEHUS (Jaliee - crieluaibHbIe )KyPHAIbI).

4. TlpaBuia perucTpaluy OImepaluii, CBSI3aHHBIX ¢ OOpalleHHeM JIEKAPCTBEHHBIX CPEACTB IS
MEIUIMUHCKOTO IMPUMEHEHUs, BKIIOUEHHBIX B IMEPEUYEHb JIEKAPCTBEHHBIX CPEICTB I MEIULUHCKOTO
MPUMEHEHUS, MOJUICKAIUX MPEAMETHO-KOJINYECTBEHHOMY YUYE€Ty, B CIEHHAIbHBIX KypHalIaX M IpaBuia
BEJICHUS U XPAHEHUs CIIEHUATbHBIX )KYPHAJIOB YTBEPKAAIOTCS YIIOJTHOMOUYEHHBIM (efiepaibHbIM OpraHOM
WCIIOJIHUTEJIBHOM BJIACTH.

5. Koutponb 3a coOmrofeHHeM MpaBWJI PErucTpalvy ONEepaluid, CBA3aHHBIX C OOpalieHueM
JIEKAPCTBEHHBIX CPEJICTB [JISI MEAUIIMHCKOTO MPUMEHEHHMS, BKIIOUEHHBIX B MEPEUEHb JICKAPCTBEHHBIX
CpPEeACTB Uil MEIWLMHCKOTO TPUMEHEHMS, MOMJICKAUUX MPEAMETHO-KOJIUYECTBEHHOMY YYeTy, B
CIEIMANTBHBIX KYpHAJIaX, a TAKXKE 3a COOJIIOICHUEM TIPAaBHJI BEJICHUS U XPaHEHUS CIICIIHATBHBIX )KYPHAJIOB
BO3JIaraeTcsi Ha YIOJHOMOYEHHBbIE (efepanbHble OpraHbl HUCHOJHUTENBHOM BIACTH W OpraHsbl
WCTIOJTHUTEIILHON BJacTH CcyObeKToB Poccuiickoit ®Deneparnuu, OCYIIECTBISIIONINE JIMIICH3UPOBAHHE
MPOU3BOJCTBA JICKAPCTBEHHBIX  CPENCTB, (hapMalleBTUYECKOM  JESATENIbHOCTH W MEIUIUHCKOM
NeSTETbHOCTH, U OCYILIECTBIIICTCS B paMKaX JIMIIEH3NOHHOTO KOHTPOJIS.

TAPAHT:

CM. AIMUHHCTpPAaTUBHBIA peryiaMeHT ucnoigHeHus PenepanbHOM cinyx00il mo Ham3opy B cdepe
3IPAaBOOXPAHEHHs] TOCYIAPCTBEHHOM (QYHKLUMH 10 OCYIIECTBJIECHUIO JIUIEH3MOHHOIO KOHTPOJISA
(apmaleBTUUECKON NeATeIbHOCTH, YTBEp)KIEHHBIM mnpukazom MunznpaBa Poccum ot 1 ceHtsiOps
2017 r. N 585H

CMm. kommeHTapuu K ctaTthe 58.1 Hacrosmero deaepanbHOro 3aKOHa

I'naBa 11. YHUUYTOXKeHNE JIEKAPCTBEHHbIX CPEACTB

Crarbs 59. OcHOBaHUS U NOPSAOK YHUUTOKEHHUS JIEKApPCTBEHHBIX CPEJICTB

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. mexcm wacmu 6 npeovioyujeli peoaxkyuu
1. HenoOpokayecTBEHHbIE JIEKAPCTBEHHBIE CPEACTBA, (albCUPHUIIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeICTBAa TOJUIeKAaT M3IBATHI0O U3 OOpallleHuss W YHUYTOXKEHUIO B I[OPSAJKE, YCTAaHOBJIEHHOM
[IpaButensctBoM Poccuiickoit denepannn. OcHOBaHMEM JJIsi YHMUTOXKEHUS JIEKAPCTBEHHBIX CPEACTB
ABIISIETCS PEIICHUE BIIAJIEIIbLA JIEKAPCTBEHHBIX CPEJCTB, PEIIEHUE COOTBETCTBYIOLIETO YIOJIHOMOYEHHOIO
(enepaabHOro opraHa UCHOJHUTEIBHOM BIACTH WM PEIICHUE Cya.

Wudopmanust 00 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. mexcm wacmu 6 npeovioyujeli peoaxkyuu
2. KonTpadakTHbie JIeKapCTBEHHBIE CPEICTBA TMOJIEKAT U3BATHIO U3 O0pALIEHNS U YHUUYTOXKECHUIO
1o pemeHuto cyna. [lopsiiok yHHUTOXKEHUsT KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB YCTAaHABIMBAETCS
IIpaBurensctBoM Poccuiickoit denepanuu.
3. Pacxonpl, CBsi3aHHBIE C YHHUYTOXXCHMEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpEICTB,
HEe10OpPOKAaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (pambCHPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
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BO3MEILAIOTCS UX BJIAJIEIIBLEM.

4. Bnanenen JeKapCTBEHHBIX CPEACTB JOJDKEH INPEICTABUTh B YIOJHOMOUYEHHBIN (elepanbHbIi
OpraH HCIIOJIHUTEJIBHOM BJIACTU JOKYMEHT WJIM 3aBEPEHHYI0 B YCTAHOBJICHHOM IIODPSJIKE €ro KOIIMIO,
HNOATBEep K AAtoIIMe (aKT YHUUTOXKEHHSI JIEKapCTBEHHBIX CPECTB.

5. CoOOTBETCTBYIOUIMHA YIMOJHOMOUYEHHBIH (emepanbHblii OpraH MCIIOJHUTENFHOW BIIACTH,
NPUHSABLIMKA pelieHue o0 YHHUYTOXKEHUHM JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBISAET KOHTPOJb 33 HX
YHUYTOKEHUEM.

6. YHMUYTOXXEHHE JIEKAPCTBEHHBIX CPEACTB IPOU3BOJUTCS OpraHU3alUsMU, HMEIOIIUMU
COOTBETCTBYIOILYIO JIMLEH3UIO, HA CIELMATIBLHO 000pYyI0BaHHBIX IIIOLIa/IKaX, IOJIUIOHAX U B CHELUAIBHO
000pYyJIOBaHHBIX MOMELIEHUAX € COOJIOAEHUEM TpeOOBaHUI B 00JIACTH OXpaHbl OKpYXarolled cpelbl B
COOTBETCTBUU C 3aKOHOaTeILCTBOM Poccuiickon denepanum.

7. HapkoTruueckue JEKapCTBEHHBIE CpEACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEICTBA,
pannodapmaneBTHYeCKue  JIEKAPCTBEHHBIE ~ CPEICTBA  YHHYTOXKAIOTCS B COOTBETCTBHH  C
3akoHojiaTebcTBoM Poccuiickont denepaium.

TAPAHT:

CMm. koMMeHTapuu K cTaTtbe 59 HacTosero denepajbHOr0 3aKOHa

I'naBa 12. 'ocynapcTBeHHOe peryJiipoBaHue LeH Ha JIeKapCTBeHHbIE Mpenaparhl AJs
MeIMIMHCKOr0 MPUMeHeHU sl

Crarps  60. FOCY,I[apCTBCHHOC peryjivpoBaHnue NOC€H Ha JICKAPCTBCHHBIC IIpCraparbl IJIsd
MCIUIUHCKOI'0 MPUMCHCHUA

Wndopmarys 06 W3MEHEHHSAX:
Yacmw 1 usmenena ¢ 26 mapma 2020 2. - @edepanvhuiii 3akon om 26 mapma 2020 2. N 67-D3

Cm. npedvloyuyro pedaKyuio
1. TocymapcTBeHHOE pEryJMpOBaHHWE IICH Ha JICKAPCTBCHHBIC IMPENapaThl I MEIUIMHCKOTO
MPUMEHEHHUS OCYIIECTBIISETCS TOCPEACTBOM:

Wndhopmarrist 06 n3MEHEHUSX:
Ilynkm 1 usmenen ¢ 13 utona 2020 2. - Dedepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

Cm. npedvloywyro pedaKyuio
1) yrBepxnaenus IIpaButenscrBoM Poccuiickoit denepanuu rnepeurs KU3HEHHO HEOOXOAMMBIX U
BaXHEHMIIINX JIEKQPCTBEHHBIX IIPEMapaToB, KOTOPHIH (opMHpyeTCs U HE pexe OJHOTO pa3a B TOf
IIEpECMATPUBAETC B YCTAHOBIEHHOM KM IOpPsJIKE HAa OCHOBE KOMIUIEKCHOM OLICHKU JIEKAPCTBEHHBIX
MpenapaToB, BKIIIOYAs aHAINU3 CBEICHUN O CPAaBHUTEIIBHON KIMHIUYECKON A(P(HEKTUBHOCTH M 0€30MaCHOCTH
JIEKAPCTBEHHOI'O CPEJICTBA, OLIEHKY SKOHOMHUYECKHUX MOCIEACTBUI IPUMEHEHHUS JIEKAPCTBEHHOTO CPEICTBA
Y W3YyYEHUE JOMOJHUTENBHBIX MMOCIEACTBUN TPUMEHEHUS JIEKAPCTBEHHOT'O CPEJICTBA;
Wudopmanust 00 U3MEHEHUIX:
Ilynxkm 2 usmenen ¢ 7 utons 2019 e. - @edepanvuviii 3axon om 6 urons 2019 2. N 134-D3
CMm. npedvloyuyro pedaKyuio
2) yTBEpXKIEHUS METOIMKH pacdeTra TMpeaeiabHbIX OTIYCKHBIX II€H TPOM3BOJAUTENICH Ha
JICKapCTBEHHBIE TIpemapaThl, BKIIOUEHHBIE B TMEpPEUeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIHUX
JIEKAapCTBEHHBIX TIPEMApaTOB, a TAKXKE BHEIPECHHUS MEXaHW3MOB (POPMUPOBAHUS CHUCTEMBI pedepEeHTHBIX
0OCH,
Wudopmanust 06 n3MEHEHUSX:

Ilynkm 3 usmenen ¢ 7 utonsn 2019 e. - @edepanvuwiii 3axkon om 6 urons 2019 . N 134-D3

CMm. npedvloyuyro pedaKyuio
3) TOCymapCTBEHHOW pETUCTpAlldd TPEIEIbHBIX OTHYCKHBIX II€H MPOU3BOIUTENCH Ha
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JICKapCTBEHHbIC Tperaparbl, BKIIOUYEHHBIE B TMEPEYCHb IKMU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JICKapCTBEHHBIX IIPENAapaToB;

4) BeneHus TOCYJapCTBEHHOIO pEecTpa MPEAENIbHbIX OTIYCKHBIX ILIEH NPOU3BOAMUTENECH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKIIOYEHHbIE B I[I€PEUYCHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX IPEIAPaTOB;

5) yTBepXKIEHUS METOJMKU YCTAHOBJIGHUS OpraHaMU MCIIOJHUTEIbHOM BIIACTH CYOBEKTOB
Poccuiickoit denepannu npeaeabHbIX pa3MEPOB ONTOBBIX HAI0aBOK U MPENEIbHBIX PAa3MEPOB PO3ZHUYHBIX
Ha/0aBOK K (DaKTHUECKUM OTIYCKHBIM L€HaM, YCTAHOBJIEHHBIM IPOMU3BOJUTEISIMH JIEKAPCTBEHHBIX
IIPENapaToB, Ha JIEKApPCTBEHHBIE IIpernapaThl, BKIIOUEHHBIE B IE€PEUEHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHILNX JIEKAPCTBEHHBIX IIPENIApaTOB;

6) yCTaHOBJICHHS TIPEJICIBHBIX PA3MEpPOB ONTOBBIX HAaA0ABOK M MPEACTbHBIX pa3MEPOB POSHUYHBIX
Ha/0aBOK K (DaKTHUECKUM OTIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM IPOMU3BOJUTEISIMHU JIEKAPCTBEHHBIX
npenapaToB, Ha JICKAPCTBEHHBIC IpENaparhl, BKIIOYCHHBIE B I1E€PEUYCHb KU3HEHHO HEOOXOAWMBIX H
BaXHEHILNX JIECKAPCTBEHHBIX IIPENApaTOB;

7) yTBEp)KIACHMS IOpsAJIKA BBIJAYM IIPEIIIMCAHUI OpraHaM HCIOJIHUTEIbHOM BJIacTU CYOBEKTOB
Poccuiickoit denepaunn 0 NpUBEIECHUN B COOTBETCTBUE € 3aKOHOJATENbCTBOM Poccuiickoin denepanuun
peiieHui 00 YCTAHOBJIIEHWU HPEIENbHBIX pa3MEpPOB ONTOBBIX HAA0aBOK U NPEICIbHBIX pPa3MepoB
PO3HHMYHBIX HaJ0aBOK K (AKTHMYECKHMM OTIYCKHbIM II€HaM, YCTaHOBJECHHBIM IPOU3BOAUTEISIMU
JIEKApCTBEHHBIX IIPENApaToOB, Ha JIEKAPCTBEHHBIC IIpenaparsl, BKIIOYEHHBIE B IIEPEYCHb KU3HEHHO
HEOOXOJUMBIX U BAKHEHIIMX JICKApPCTBEHHBIX IPENapaToB, €CIM OHU MPHUHATHI C HapyLICHHEM
3akoHozaarenscTBa Poccuiickoit denepanuu, B nopsake, ycraHosiaeHHoOM [IpaButensctBom Poccuiickoit
®enepanuu;

8) HampaBJEeHUs YINOJHOMOYEHHBIM (hefepaibHbIM OPTraHOM HCIIOJIHUTEIFHONW BIIACTH OpraHam
UCTIOJIHUTENIbHOW BiacTU cyObekToB Poccuiickoit ®exepauuu mnpeanucaHuil o TNPUBEAECHUM B
COOTBETCTBHE C  3akoHoaarenbcTBOM  Poccumiickoit  ®enepanuu  NPUHATBIX € HapyLIEHUEM
3akoHozaTenbcTBa Poccuiickoit dexepannn pemeHnii 00 ycTaHOBIEHUH HPEAEIbHBIX Pa3MEpPOB ONTOBBIX
HaJ0aBOK M IMpelelbHBIX pa3MEpOB PO3HUYHBIX HAJA0aBOK K II€HAaM Ha JIEKapCTBEHHbIE Ipenaparsl,
BKJIIOYEHHBIE B [IepEUEHb )KU3HEHHO HEOOXOIUMBIX U BAXKHEHIIINX JIEKApCTBEHHBIX IPENnapaTos;

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 8 npeovloyujeli peoaxyuu
9) ocymectBneHus (¢eaeparbHOr0 TOCYAapCTBEHHOro Haa3opa B cdepe oOparieHus
JIEKaPCTBEHHBIX CPEACTB M PETMOHAJIBHOTO TOCYJAapPCTBEHHOIO KOHTPOJS 3a INPUMEHEHHEM IIeH Ha
JeKapCTBEHHbIE  IpenapaTbl  COOTBETCTBEHHO  YIOJHOMOYEHHBIMH  (efiepalibHBIMU  OpraHaMu
UCIIOJTHUTENIbHOM BIACTHM W OpraHaMu HCIOJHUTEIbHOW BiacTu cyObekToB Poccuiickoit Penepanuu
COIIACHO MX KOMIIETEHIIMHU B 110Psi/IKe, ycTaHOBJIEHHOM [IpaBurenscrtBoM Poccuiickoit @enepanuuy;

Wudopmanust 06 U3MEHEHUSX:
Ilynxkm 10 usmenen ¢ 1 mapma 2020 2. - @edepanvuwiii 3akon om 27 dekabpsa 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio
10) mnpumeHeHHs TPEAYCMOTPEHHBIX 3aKoHoAaTenbcTBOM Poccuiickoit  ®enepanuu  Mep
OTBETCTBEHHOCTH 32 HapylIeHHEe MOopsAKa [IeHO00pa30BaHUs Ha JIEKapCTBEHHbBIE NpenapaThl, BKIIOUEHHbIE
B [I€pEYEHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

Wndopmarys 06 M3MEHEHHSX:

Cmamus 60 dononnena wacmoto 2 ¢ 26 mapma 2020 e. - Pedepanvhuiii 3akon om 26 mapma 2020 2. N
67-D3
2. B ycnoBusax 4pe3BblYaiiHON CUTyaluu U (UJIM) NPU BO3HUKHOBEHUU YIPO3bl pacIpOCTPAHEHUS
3a00J1eBaHUs, MPEACTABIAIONIEr0 ONAaCHOCTh Ul OKPYKAIOLIMX, a TaKXkKe B Cilydae, €clM B TE4YEHHUE
TPUALATH KaJIEHAApHbIX AHEH nociie npuHAthus lIpaBurenscrtBom Pocculickoin denepanuu pelieHus o
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IIPOBEICHUM MOHMTOPUHIA PO3HUYHBIX LIEH HA JICKAPCTBEHHBIE IPENApPaThl, HE BKIIOUYEHHBIC B II€PEUYCHb
KU3HEHHO HEOOXOJMMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX IIPENaparoB, HAa TEPPUTOPHSIX CYyOBEKTOB
Poccniickoii denepanuu BBIABIECH POCT PO3HUYHBIX LIEH HA yKa3aHHbBIC JICKAPCTBEHHBIC IIpemaparbl Ha
TpUALATh NpoLeHTOoB U O6onee, [IpaBurensctBo Poccuiickoit denepanyn BrpaBe yCTaHOBUTH MpeE/IbHbIE
OTIIyCKHBIE LIEHBI IIPOM3BOAUTEIICH HA YKa3aHHBIC JICKAPCTBEHHBIC IIpENaparThl, MPEACIbHBIE Pa3Mephl
ONTOBBIX HAJ0aBOK U Npe/esbHbIE pa3Mepbl PO3HUYHBIX HAJ0ABOK K (PAKTMUECKUM OTIIYCKHBIM II€HaM
IIPOM3BOJUTENICH HAa yKa3aHHBIEC JICKAPCTBEHHbIE IIpenaparsl. I[lepedyeHs JIeKapCTBEHHBIX IIPENapaToB, HE
BKJIIOYEHHBIX B IE€pPEUEHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHMIIMX JIEKAapCTBEHHBIX IpenapaToB, U
nopsi10k ero popmupoBanus onpezaenstorcs [IpasurenscrBom Poccuiickoit enepannu.

Wndopmarus 06 H3MEHEHHSX:

Cmamws 60 oonoanena yacmoro 3 ¢ 26 mapma 2020 2. - @edepanvhuiii 3akon om 26 mapma 2020 2. N
67-D3
3. B TedeHue aeBsiHOCTa KaJeHAApHBIX JHEH co AHs yrBepxaeHus [IpaBurtenbctBoM Poccuiickoit
Oenepalyil MepevHs, YKa3aHHOTO B YacTH 2 HACTOSIIEH CTaThH, HE JOMYCKAIOTCS peanu3aus U OTIYCK
BKJIIOUEHHBIX B HETO JIEKAPCTBEHHBIX MPENapaToB IO II€HAM, MPEBBILIAIOIINM IPEAEIbHbIE OTIIyCKHbIE
IIEHbl TMPOU3BOJAUTENCH Ha YKa3aHHbIE JIEKAPCTBEHHBIC MpenapaThl, MpeaeibHble pa3Mepbl OMTOBBIX
HaM0aBOK U TMPENeNbHBIC pa3Mepbl PO3HUYHBIX HAA0aBOK K (PAaKTHUYECKUM OTITYCKHBIM II€HAM
NPOU3BOJIUTENICH Ha YKa3aHHbIE JIEKapCTBEHHbIE Ipenaparbl C Y4eTOM Hajora Ha J100aBIEHHYIO
CTOUMOCTb.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 60 HacrosIero q)ez[epanLHoro 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:
Cmamos 61 usmenena c 7 uons 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

Cm. npedvloyuyro pedaKyuio
Crarba 61. ['ocynapcTBeHHass peructpanusi U MepeperucTpanus MpeAesbHbIX OTIYCKHBIX LIEH
MIPOU3BOJUTENECH Ha JIEKApCTBEHHBIE MMpenaparbl, BKIIOUYEHHbIE B MEPEYEHb >KM3HEHHO
HEOOXOIMMBIX U BAKHEUIITUX JIEKAPCTBECHHBIX IIPENapaToB

1. IlpenenpHas OTIYCKHAas II€HA MPOM3BOIUTENS Ha JIEKAPCTBEHHBIM Ipenapar, BKIIOUEHHBIN B
repeyeHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHWIIMX JIEKApPCTBEHHBIX IPENaparoB, IMOAJIEKHUT
rOCYJIapCTBEHHOW PETMCTpalMU B IOps/Ke, ycTaHOBIeHHOM lIpaBurensctBoM Poccuiickonn ®denepannu,
Ha OCHOBAaHUU IIPEJICTAaBICHHOIO B YIOJHOMOYEHHBIH (erepalbHblii OpraH HCIOJHUTENbHON BIACTH
3asBJIEHUS JAeprKaTelsl WM BJaJeblia PETUCTPAlMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOTO Iperapara
(YIOJTHOMOYEHHOT'O UM JIULIA).

2. 3aperucTpupoBaHHas MNpeJeiabHAs OTIHYCKHAas IeHa MPOU3BOAMUTENA Ha JIEKAPCTBEHHBIN
mpenapar, BKJIIOYEHHBIH B TIiepeueHb JKMU3HEHHO HEOOXOJMMBIX W BAXKHEHMIINX JIEKAPCTBEHHBIX
MpenapaToB, MOXKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEITUYCHUS OJMH pa3 B KaJeHAapHOM roJly Ha
OCHOBaHUHU NPEJCTABICHHOTO B YIOJHOMOYEHHBIH (henepaibHbli OpraH HCIOJHUTENbHON BiacTu A0 1
OKTSIOpS KaXIOro ToJa 3asBJICHHs JIepKaTelss WM BIAJENblla PETUCTPAIMOHHOTO YIO0CTOBEPECHHS
JIEKapCTBEHHOTO Mpemnaparta (ynoJIHOMOYEHHOTO MM JINIIA).

3. 3apeructpupoBaHHas TMpeJeNibHas OTMYCKHAs II€Ha NPOU3BOJAMUTENSL HA JIEKApPCTBEHHBIN
mpenapar, BKJIIOYEHHBIH B TIiepeueHb JKM3HEHHO HEOOXOJMMBIX W BAXKHEHWIINX JIEKAPCTBEHHBIX
MpernapaToB, MOXKET OBITH MEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHHUSI HA OCHOBAHHH IPEJICTABICHHOTO B
YIIOJTHOMOYEHHBIHN (efiepaibHbli OpraH MCHOJHUTENbHOM BIacTU 3asBICHUS AeprKaTels WU Biajesbla
PErUCTPaLMOHHOIO YAOCTOBEPEHNUS JIEKapCTBEHHOTO Mpemnapara (YyIoJHOMOUYEHHOTO UM JIUIA).

4. Jlepxkatenp WM BIAAENCll PETHCTPALMOHHOIO YJIOCTOBEPEHHMs JIEKapCTBEHHOIO Ipernapara
(YNOTHOMOYEHHOE UM JIMIIO) 00si3aH TPEJCTaBUTh B YIOJHOMOYECHHBIH (henepanbHbIi  OpraH
WCTIOJTHUTEJIBHOW BJIACTH 3asBJICHUE O MEPEPErHCTpaliyd 3aperuCTPUPOBAHHON MPEIETbHOW OTITYCKHOM
IIEHBI TPOU3BOIUTEIIS HA JICKAPCTBEHHBIN Mpenapar, BKIIOYSHHBIN B I1epeueHb KU3HEHHO HEOOXOIUMBIX U
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BAKHEUIIUX JICKAPCTBEHHBIX IIPENIAPATOB, B CTOPOHY CHUKECHUS B CIEAYIOIINX CIIydasx:

1) cHMKeHME LIeHbl B MHOCTPAHHOM BaJIIOTE HA JIGKAPCTBEHHBII MpernapaT B CTpaHe MPOU3BOIUTEIS
U (WIM) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIM IpenapaT 3aperucTpupoBaH U (WIM) B KOTOpHIE
MOCTABJISETCS IPOU3BOAUTEIIEM;

2) cHW)KEHHUE IIeH Ha pedepeHTHbIC JIEKaPCTBEHHBIC IMpPENaparbl B COOTBETCTBUH C ITYHKTOM |
HAcTOSIIe dYacTh (I COOTBETCTBYIOIIMX BOCIPOM3BEICHHBIX, OMOAHAJIOTOBBIX (OHMOMOIOOHBIX)
JIEKapCTBEHHBIX [IPENApPaTOB);

3) mpeBbIllIeHUE MPEETIbHON OTIYCKHOM IIEHBI Ha TIEPBBIM BOCIPOM3BEICHHBIN, OMOaHAIOTOBBINA
(Omoro100HBIN) JEKApCTBEHHBIN IMpernapaT MHOCTPAHHOTO IMPOW3BOJACTBA HAJ IMPEICIbHOM OTITYCKHOM
[IEHON MPOW3BOAUTENSI HA BTOPON BOCIPOW3BEACHHBIN, OMOaHAIOTOBBIN (OMOIMOJ00HBIN) JIeKapCTBEHHBIN
Ipenapar, pacCUYMTaHHOM B COOTBETCTBMM C METOJIMKOMW, yTBep:KIeHHOU IIpaBurensctBoM Pocculiickoi
®enepanuu;

4) npeBbllIEHNE MPEAEIbHON OTIIYCKHOM LI€Hbl Ha NEPBbI BOCIPOU3BEIECHHBIN, OMOaHAIOrOBbII
(Onomo00HBIM) JIEKApCTBEHHBIM MpemapaT MPOU3BOJAUTENS TOCylapcTBa - wieHa EBpasuiickoro
DKOHOMHYECKOTO  COK3a HAJ IPENEIbHOM  OTIIYCKHOM ILIEHOM IIPOU3BOAMTENL HAa  BTOPOHU
BOCTIPOM3BEJICHHBIN, OHOAHANOrOBbI (OMOMOJOOHBIN) JEKAapCTBEHHBIN Mpenapar MPOU3BOAUTENS
rocygapcrea - uieHa EBpa3HiiCKOrO HSKOHOMHYECKOTO COK3a, PACCYUTAHHOM B COOTBETCTBUHU C
METOAMKOM, yTBepxkAeHHOM [IpaButenbctBom Poccuiickoit @enepanuu.

5. llopanmox  nepeperucrpaluy  3aperUCTPUPOBAHHBIX  NPEIECIBbHBIX  OTIIYCKHBIX  IIEH
MIPOU3BOIUTENICH Ha JICKAPCTBEHHBIE MpEnaparhbl, BKIIOUYEHHBIE B IEpeucHb )XKMU3HEHHO HEOOXOAMMBIX U
BAKHEHIINX JICKAPCTBEHHBIX IPENapaToB, B CIydasx, HMPEAYCMOTPEHHBIX 4acTsMH 2 - 4 HacTosller
craThu, ycraHaBnuBaetcs [IpaBurensctBoM Poccuiickoit denepanuu.

6. DKOHOMMYECKMI aHalIMu3 MpeAesbHON OTHYCKHOM II€Hbl IPOM3BOAMTENS Ha JIEKAPCTBEHHbBIN
npenapar, BKJIIOYEHHBIM B IepeueHb JKU3HEHHO HEOOXOMUMBIX U BaXKHEHIIHMX JIEKapCTBEHHBIX
IIpenaparoB, IpU €€ TOCYJapCTBEHHOM pPETUCTpaluy WIM IEPEePETHCTPALUHA  OCYIIECTBISAETCS
¢denepaabHBIM  OpPraHOM HCHOJHHUTENIbHOM BIACTH, OCYIIECTBISIIOIIMM (QYHKIUH 1O HPUHATHIO
HOPMAaTUBHBIX IPABOBBIX AaKTOB M KOHTPOJIO 3a COOJIIOJIGHMEM 3aKOHOJAATeIbCTBA B  cdepe
rOCyJapCTBEHHOT'O PEryJIMpOBaHus 1ieH (TapudoB) Ha TOBaphI (YCIYTH).

7. Pacder nmpenenbHbIX OTIYCKHBIX II€H, YKa3aHHBIX B 4acTsaX | M 2 HACTOAIIEH CTAaTbU, IPU UX
rOCYJapCTBEHHON PErUCTpAalMi WIHA IEPEPETUCTPALUU OCYILIECTBISAECTCS B COOTBETCTBUM C METOAUKOU,
yTBepx)kaeHHOM [IpaBurenbcTBoM Poccuiickoit denepaniu M yUUTHIBAIOIIEH B TOM YUCIIE:

1) cobGmoenne GangaHca WHTEPECOB MOTpeOUTENEN JeKapCTBEHHBIX NMPENnapaToB, BKIOUYEHHBIX B
nepeyeHb JKU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IpENapaToB, W IMPOU3BOAUTEIEH
JIEKapCTBEHHBIX IpenapaToB, BKJIIOYEHHBIX B IMEPEYEHb >KU3HEHHO HEOOXOIUMBIX M BaXKHEUIIMX
JIEKApCTBEHHBIX MPENAPATOB;

2) (axkTHyecKkyl0 OTHYCKHYIO IIeHY Ha JieKapCTBEHHble mpemnapatel B Poccuiickoit @eneparum,
IIEHY BBO3a JICKAPCTBEHHBIX MpemnapaTtoB B Poccuiickyro denepanuio, a TakKe IEHbl HA aHAJIOTMYHBIE
JeKapCTBEHHbIE MTpernapaThl, HaxoasImecs B oopamenun B Poccuiickoit @eneparuy;

3) 3aTpaThl NPOU3BOJUTENS JIEKAPCTBEHHOIO IIperapara Ha IMPOU3BOJICTBO U pPeaTU3aLHUI0
JIEKapCTBEHHOI'O IIPENapara;

4) 1eHy Ha JeKapCTBEHHBII Ipernapar, ero 1eHy B cTpaHe MPOU3BOAUTENS U B CTpaHax, B KOTOPBIX
JIeKapCTBEHHBIH Mpenapar 3aperucTpUpoBaH U (WIK) B KOTOPBIE MOCTABISAETCS TPOU3BOAUTENIEM.

8. He momyckatrorcs peannsanus U OTIYCK JICKAPCTBEHHBIX IPENAapaToB, BKIOUEHHBIX B [1€PEUYEHb
KHU3HEHHO HEOOXOJMMBIX M BAXHEHMIIHMX JICKApPCTBEHHBIX NpEnapaToB, HA KOTOPbIE MPOU3BOAUTEIISIMU
JIEKApCTBEHHBIX IPENaparoB HE 3apeTrMCTPUPOBAHA INPENENIbHAs OTIYCKHas [eHa, pealn3anus
IIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IIPENApaTOB I10 ILI€HAM, MPEBBIMIAIOIIUM 3apErUCTPUPOBAHHBIE WIIH
NEPEPETUCTPUPOBAHHBIC MTPEACIIbHBIE OTIYCKHBIE IIEHBI HA JIEKAPCTBEHHBIE MTPENaparsl ¢ y4eTOM HaJora
Ha 100aBIIEHHYIO CTOMMOCTb.

9.  OcobeHHOCTHM  TOCYHAapCTBEHHOTO  PETryJIHpPOBaHUS  MPEAENbHBIX  OTIYCKHBIX  II€H
IPOM3BOUTENECH Ha JICKApPCTBEHHBIC IMPENaparhl, BKIOYEHHBIE B IEepeucHb KU3HEHHO HEOOXOIMMBIX H
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BOKHEUIINX JIEKAPCTBEHHBIX MPENApaToOB, B 3aBUCUMOCTH OT 3KOHOMHMYECKUX U (WJIM) COLMAIbHBIX
KpUTepueB (M3MEHEHHE YCIIOBHM, MOPSAIKAa M CTOMMOCTH IPOHM3BOJICTBA JICKAPCTBEHHBIX IpENapaTos,
UCTIONIb30BaHUE HOBBIX (OpPM, METOJOB H CIOCOOOB TOCYAapCTBEHHOTO PETYIWPOBAHHUS IIEH Ha
JICKapCTBEHHBIC TIpernaparbl, B TOM YHCJIE Ha OCHOBE MeXaHH3Ma pPedepeHTHOro IEHOOOpa30BaHUS,
W3MEHEHUN TOpsAIKa OKa3aHUs MEAMIIMHCKOM TOMOIIM, M HWHBIE H3MEHEHHUS) YCTaHABJIMBAIOTCA
IIpaButenscTBOM Poccuiickoit @enepanuu.

TAPAHT:

CMm. xomMeHTapuu K cTatbe 61 HacTosero denepabHOrO 3aKOHA

Crarbst 62. T'ocynapcTBEHHBIH peecTp IMpEAETIbHBIX OTIYCKHBIX II€H IPOU3BOJAUTENIEH Ha
JIEKapCTBEHHbIE IIpenaparhbl, BKIIOUYEHHbIE B IEPEYEHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHILINX JIEKAPCTBEHHBIX NPENapaToB

Wuopmarus 06 H3MEHEHHSX:
Yacmo [ usmenena ¢ 7 urons 2019 2. - @edepanvhwiii 3akon om 6 uionsn 2019 2. N 134-D3

Cm. npedvloyuyro pedaKyuio

1. 3aperucTpupoBaHHBIE WJIH TICPEPETUCTPUPOBAHHBIC TMPEICIbHBIC OTITYCKHBIC  IICHBI
NPOM3BOJIUTEIICH Ha JICKAPCTBEHHBIC IMPENaparhl, BKIYCHHBIC B IEPCUCHb KU3HEHHO HEOOXOIMMBIX H
BOXHCHUIINX JIGKAPCTBEHHBIX TIPENapaTroB, TOUICKAT BKIIOYCHUIO B TOCYJAPCTBEHHBIA peecTp
IpeeIbHBIX OTITYCKHBIX 1IEH IMPOU3BOJMTENICH Ha JICKAPCTBEHHBIC MPENaparhl, BKIOYCHHBIC B TIEPEUYCHb
YKU3HEHHO HEOOXOIMMBIX U BKHEHUINNX JICKAPCTBEHHBIX MTPEIIapaToB.

2. T'ocymapCTBEHHBIN peecTp MpeAeTbHBIX OTIYCKHBIX II€H MPOU3BOJMTENCH Ha JICKApCTBCHHBIC
nperaparsl, BKIIOUYEHHBIC B TIEPCUCHb IKMU3HCHHO HEOOXOJMMBIX M BAKHEUIIMX JIEKAPCTBCHHBIX
MpenapaToB, COJIEPKUT B ceOe CIeYIONIYI0 HH(OPMAIIUIO:

Undhopmarrist 06 n3MEHEHUSX:
Ilynkm 1 usmenen c 1 aunsapsa 2018 e. - @eodepanvhuiii 3axon om 28 dexaobps 2017 2. N 425-D3

Cm. npedvloywyro pedaKyuio

1) HanMeHOBaHME JePKATEIS WU BIIaJIeIbI[a PETUCTPANIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mpenapaTa, HAaUMEHOBAaHUE MPOU3BOJUTENS JIEKAPCTBEHHOIO IMIpernapara, CBEACHUS O PEruCTpaluu
Jiep KaTeNst WU BIIaJelblla PErHCTPAlMOHHOTO yJOCTOBEPEHHUS JICKApPCTBEHHOTO Iperapara, CBeIECHHS O
pPErucTpaluy MPOU3BOIUTENS JIEKAPCTBEHHOTO Tperapara Jisi MEIUIIMHCKOTO MPUMEHEHUS B KauecTBe
HAJIOTOIUIATEIBINMKA B CTPAHE PETHCTPAIUH (11 POCCUHUCKUX IOPUINYCSCKUX JIUIL - WICHTU(DUKAITMOHHBIN
HoMmep Hanororuarensiuka (MHH), ans wHOCTpaHHBIX IOPUIWYECKUX IHUI[ - CTpaHa PETUCTpPALUU,
HAaUMEHOBAHHE PETHCTPUPYIOIETO OpraHa, PeruCTPallMOHHBIA HOMEp, KO/ HAJIOTOIUIATEIbIINKA B CTpaHE
peructpanuu (MHKOPIOPALMKA) WM €r0 aHaJllor), MECTO HaXOXKJICHHWs IMPOU3BOJCTBEHHBIX IUIOMIAJIOK,
YYaCTBYIOIIMX B TPOIECCE MPOM3BOJACTBA JIEKAPCTBEHHOTO TpernapaTa, ¢ yKa3aHHEeM CTaJid Ipolecca
MIPOU3BOJICTBA;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 ¢ nynkm 2 yvacmu 2 cmamvu 62 Hacmosiue2o
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem nyHKkma 6 npeovioywel pedaxyuu
2) HaMMEHOBAaHUE JIEKAPCTBEHHOrO mpemapara (MEeXIyHapOJIHOE HENaTeHTOBAHHOE, WM
IPYIIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HANMEHOBAHMS);
3) HOMEp perucTpalOHHOTO YAOCTOBEPEHNUS JIEKapCTBEHHOTO MpEIapara;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 6 nyukm 4 vacmu 2 cmamou 62 Hacmosiue2o
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nyHKkma 6 npeovloyujeli pedaxyuu
4) nexkapcTBeHHas (opMa C yKazaHUEM JO3MPOBKH JIEKAPCTBEHHOr'O Mperapara U ero KoJIu4yecTBa
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BO BTOPUYHOH (IMMOTPEOUTETHCKON) YITAKOBKE, & TAKKE KOMILJICKTHOCTB;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 5 usmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 475-D3

CMm. npedvloywyro pedaKyuio
5) 3aperucTpupoBaHHas MMpeebHast OTIYCKHAs IICHA Ha JICKApCTBEHHBIH Mperapar B pyoJisix;

Wndopmarius 06 M3MEHEHUSX:
Ilynkm 6 uzmenen c 7 uronsa 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloywyro pedaKyuio
6) nata U HOMEp MpHUKa3a YIOJIHOMOUYEHHOTO (peiepaibHOTO OpraHa HMCIOJHUTEIBHON BJIACTH O
rOCYIapCTBEHHOW PETMCTPALMH WJIM NIEPEPErUCTPALMU MTPEAEIBHON OTIYCKHOW LEHBI HA JIEKAPCTBEHHBIN
mpenapar, BKJIIOYEHHBIM B IepeueHb IKU3HEHHO HEOOXOMUMBIX U BAKHEHMIIUX JIEKAPCTBEHHBIX
MpEenaparos;
Wudopmarus 06 H3MEHEHHSX:

Yacms 2 Ooonoanena nynkmom 6.1 c¢ 7 uonsn 2019 . - Dedepanvuviii 3akon om 6 uious 2019 e.
N 134-@3
6.1) mata BCTYIJICHUS B CHUJIY MPUKa3a YIOJIHOMOYEHHOTO (peiepalibHOTO OpraHa HCIIOJTHUTEThHOM
BJIACTU O TOCYAApCTBEHHOM pErucTpaluyl WIA T[EePEeperucTpaluu MpeleIbHOH OTHYCKHON IEHBI
MIPOU3BOJUTEINSI Ha JICKAPCTBEHHBIM MpenapaTr, BKIIOYEHHBIM B IEpeueHb >KH3HEHHO HEOOXOJMMBIX U
BaXHEHIIIMX JIEKAPCTBEHHBIX MPENapaToB;

Undopmarust 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-@3 uacmes 2 cmamvu 62 nacmoswezo
DedepanvbHoeo 3aKOHA OONOIHEeHA NYHKMOM 7, ecmynarouum 6 cuny ¢ 1 urons 2015 a.
7) WTPUXOBOM KOJ, HAHECEHHBII Ha BTOPUYHYIO (MOTPEOUTENHCKYIO) YIAaKOBKY JEKapCTBEHHOTO
npemnapara;
Wuopmarus 06 H3MEHEHHSX:
DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacms 2 cmamvu 62 Hacmoswe2o
DedepanbHo2o 3axona 0onoanena nynkmom 8, ecmynarowum 6 cuny ¢ 1 uronsa 2015 2.
8) KOJ JEeKapCTBEHHOIO Ipemnapara M0 aHAaTOMO-TepaneBTUYECKO-XMMHUECKON KilacCU(UKALIUU,
PEKOMEHI0BaHHOM BeceMupHON opraHu3anueil 34paBoOXpaHeHHUs.

Wndhopmarrist 06 n3MEHEHUSX:
Yacmwb 3 usmenena c 7 utons 2019 e. - @edepanvuwiii 3axkon om 6 uronsa 2019 2. N 134-D3

Cm. npedvloywyro pedaKyuio

3. TocymapcTBeHHass perHCTpalys WIA TEpPeperucTpamnus TMPEAebHBIX OTITYCKHBIX IIeH Ha
JICKapCTBEHHBIE TIperapaThl, BKIIOUEHHBIE B I€pEUeHb >KU3HEHHO HEOOXOJUMBIX U BaKHEHIINX
JICKAPCTBEHHBIX IPEIapaToB, BEJCHHE TOCYIAPCTBCHHOTO peecTpa NpPEIeIbHBIX OTITYCKHBIX IIeH
MPOU3BOIUTENCH Ha JIEKAPCTBEHHBIE Mpenaparhl, BKIIOUEHHBIE B NIEPEYCHb JKU3HEHHO HEOOXOAUMBIX U
BaXHEHIIINX JICKAPCTBEHHBIX MPENApaToOB, OCYIIECTBISIOTCS B MOPSIKE, YCTAHOBICHHOM [IpaBUTEILCTBOM
Poccuiickoit @enepanuu.

TAPAHT:

CMm. AnmuHucTpaTtuBHBIM pernameHT MuH3apaBa Poccuu 1o NIperoCTaBIEHUIO TOCYIapCTBEHHOU
YCIIyTU 1O TOCYJAapCTBEHHON PErMCTPallMU NIPEAEIbHBIX OTIYCKHBIX IIEH Ha JIEKapCTBEHHbIE IIPENaparsl,
BKJIIOUEHHBIE B IM€pEeUeHb >KM3HEHHO HEOOXOJUMBIX M BAaXKHEHIIMX JIEKAPCTBEHHBIX IIPENaparos,
YTBEPXKACHHBIN Npuka3oM MuHucTepcTBa 3apaBooxpanenus ot 24 urond 2012 r. N 421

Cwm. kKoMMeHTapuu K ctathe 62 HacTosiero denepasbHOrO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

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 HCIOJHUTEIBHONH BIAacTH CyObekTOoB Poccuiickoi
Oenepaniii  MPEACTBHBIX PAa3MEPOB ONTOBBIX HAA0ABOK U TPEACIBHBIX Pa3MEpPOB
PO3HUYHBIX HaA0aBOK K (AKTUUYECKHMM  OTIIYCKHBIM  LI€HaM, YCTaHOBJIECHHBIM
MPOU3BOJUTEISIMU  JIGKAPCTBEHHBIX TMPEMapaTroB, Ha JIEKAPCTBEHHbIC IIpernaparsl,
BKJIIOUEHHBIE B IMEPEYCHb >KU3HEHHO HEOOXOIUMBIX M BAXKHEHUIIUX JIEKAPCTBEHHBIX
MpenaparoB

Wndopmarus 06 H3MEHEHHSX:
Yacmo 1 usmenena ¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dexkabpsa 2019 e. N 475-D3

CMm. npedvloywyro pedaKyuio

1. Opranbl WCHOJHUTEIBLHON BlacTu cyOobekTOoB Poccuiickoii ®enepanuu yCcTaHABIMBAIOT
npeenbHbIe pa3Mephl ONTOBBIX HAA0AaBOK U IpEAeIbHbIC pa3Mephbl PO3HUYHBIX HA/I0aBOK K (haKTHYECKUM
OTIIYCKHBIM IieHaM (0e3 yueTa Hajora Ha JOOaBICHHYIO CTOUMOCTb), YCTAHOBJICHHBIM MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIpernapaToB, Ha JIEKAPCTBEHHbIE IpENaparbl, BKIIOUYEHHbIE B IEPEUYCHb >KU3HEHHO
HEOOXOJUMBIX U BaXHEHIINUX JIEKAPCTBEHHBIX MPEMapaToB, B COOTBETCTBUU C YTBEP)KICHHOW B MOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickorn ®Penepannu, METOJAMKON YCTAHOBIEHUS OpraHaMu
UCIIOTHUTENbHOM BIacTH cyObekToB Poccuiickoit denepaiuu npeaenbHbIX pa3MepoB ONTOBBIX HAI0aBOK
U TIPENENbHBIX Pa3MEepOB PO3HUYHBIX HAJ0AaBOK K (DaKTWYECKMM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
MIPOU3BOJUTENSIMU JICKAPCTBEHHBIX MPENAPATOB, HA JIEKAPCTBEHHBIE ITPENapaThl, BKIFOYEHHBIE B [1€PEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IpenapaToB. lIpoekThl perieHuil opraHos
UCIIOTHUTENIbHON BiacTu cyObekToB Poccuiickoit @enepanuui 00 YCTAaHOBIEGHUU U (UJIU) U3MEHEHHH
IpelelbHbBIX pPa3MEpoB ONTOBbIX HAA0AaBOK M MPEAENbHBIX pPa3MEPOB PO3HUYHBIX Hal0aBOK K
(aKkTHYECKUM OTHYCKHBIM II€HaM, YCTAHOBJIEHHBIM INPOU3BOAMTENSIMHU JIEKAPCTBEHHBIX MpenapaToB, Ha
JIEKapCTBEHHbIE IIPEnapaThl, BKIIOUYEHHbIE B II€PEUYEHb JKU3HEHHO HEOOXOIUMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IpenapaTroB, MOJUIEkKAT COIJIACOBAHUIO C YIMOJHOMOUYEHHBIM (heepalbHbIM OpPraHoM
MCIIOJTHUTENIbHOM BJIAacTH, OCYIIECTBISIOMNM (DYHKINMU 110 IPUHSTHIO HOPMATUBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOJAATENbCTBA B cdepe TroCylapCTBEHHOIO PpEeryJlupoBaHUs LEH
(TapudoB) Ha TOBapHI (ycayru), B Mopske, ycraHoBieHHOM [IpaBurensctBoM Poccuiickoii @enepanuu.

Wndopmarys 06 H3MEHEHHSAX:
Yacms 2 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 475-D3

Cm. npedvloywyro pedaKyuio

2. OpraHM3anyy OINTOBON TOPTOBIHM JIEKAPCTBEHHBIMH CPEICTBAMH, aNTeUHbIE OPTaHU3aIHH,
UHIUBUYalIbHBIE MpEeIIpUHUMATENN, HMEIOIINEe JMIEH3UI0 Ha (apMaleBTUUYECKYIO JAEATelIbHOCTD,
MEIUIIUHCKUE OpraHu3aluy, HWMCEIOIINE JHIEH3UI0 Ha (apMaIeBTHYECKYIO JeSTeTbHOCTh, M HX
000co0seHHble Mojpa3ieneHust (amOymnaropuu, (enpamepckue U (enbaepcKo-aKymepckue MyHKTHI,
HeHTpbl (oTAeneHus) oOmedl BpadeOHOW (ceMeHHON) MNpakTHKH), pPACHOJIOKEHHBIE B CEIbCKUX
HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT aIllT€UHbIC OPraHHW3aIM{, OCYIIECTBIISIOT pPEaTU3aIlUio
JIEKapCTBEHHBIX IpenapaToB, BKIIOYEHHBIX B I€PEUCHb KM3HEHHO HEOOXOJMMBIX W BaKHEHIIMX
JICKapCTBEHHBIX TIpenapaToB, IO IIEHaM, KOTOpbIE (OPMHPYIOTCS B COOTBETCTBHH C TIOPSIKOM,
ycraHoBieHHbIM [IpaButensctBoM Poccuiickoit @enepaninu, U ypoBeHb KOTOpBIX (0€3 ydera Hajiora Ha
NO0aBIIEHHYI0 CTOMMOCTh) HE JOJDKEH TMPEBBINIATH CYyMMY (aKTHYECKOW OTITYCKHOM IIEHBI,
YCTQHOBJICHHON MPOU3BOAUTENIEM JICKAPCTBEHHOI'O Iperapara, He MPEeBBIAIONIeH 3aperucTpUpOBaHHON
WIA TIEPEPETHCTPUPOBAHHON TIPENCTHbHON OTITYCKHOW IIEHBI MPOW3BOMUTENS (HAa JaTy pealn3anuu
JIEKapCTBEHHOTO IIperapara IPOU3BOAMTENEM), M pa3Mepa ONTOBOM HaabaBKu M (MIM) pazMepa
PO3HHYHON HAI0aBKH, HE MPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa IMpEleNbHON ONTOBOW HAI0aBKU H
(unm) pa3Mepa mpeaesbHON PO3ZHUYHOM Ha0aBKU, YCTaHOBIIEHHBIX B cyObekTe Poccuiickoit @enepanuu.

Wndopmarus 06 H3MEHEHHSIX:

Yacms 3 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oexaobps 2019 2. N 475-D3
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CMm. npedvloywyro pedaKyuio

3. Opranbsl MCHOJHUTEIHLHON BIacTH cyObekTOoB Poccuiickoit denepaniu pa3sMemiaroT B CETH
"UaTepHer" MHPOPMALUIO O 3apETUCTPUPOBAHHBIX MPEAETbHBIX OTITYCKHBIX IIEHAX MPOM3BOIUTENCH Ha
JICKapCTBEHHbIC IIpenapaThl, BKIIOUEHHBIE B II€peueHb >KU3HEHHO HEOOXOJUMBIX U BaKHEHIIMX
JICKapCTBEHHBIX IIpemapaToB, 00 YCTaHOBJICHHBIX B cyObekTe Poccuiickoii Denepanuu MpeneabHbIX
pa3Mepax OINTOBBIX HaA0ABOK W (MJIM) IMpenebHBIX pa3Mepax PO3HUYHBIX HAJ0aBOK K yCTAaHOBJIEHHBIM
IPOM3BOJIUTENSIMU JIEKAPCTBEHHBIX NpPENapaToB (PaKTHUYECKHMM OTMYCKHBIM IIEHaM Ha JIEKAPCTBEHHBIC
mpenaparbl, BKIIOUEHHbIE B TIEPEYCHb JKU3HEHHO HEOOXOJMMBIX U BaKHEHUIIMX JIEKapCTBEHHBIX
IIPENapaToB, a TAKXKXE O CYMME 3apErMCTPUPOBAHHBIX MPEIEIbHBIX OTIYCKHBIX LIEH MPOU3BOJIUTENIEH Ha
JICKapCTBEHHbIC MIperapaThl, BKIIOUEHHBIE B IMEPEYEHb IKU3HEHHO HEOOXOAUMBIX W BaKHEHIIMX
JICKapCTBEHHBIX TIPENapaTtoB, YCTAHOBICHHBIX B cyObekre Poccuiickoii ®enepanuu mnpeaenbHbIX
pa3MepoB OINTOBBIX HaJ0ABOK U MpEAENbHBIX Pa3MEPOB POZHUYHBIX HAaJ0ABOK U HAJora Ha J100aBIECHHYIO
croumMocTh. HHpopmanus, npenycMOTpeHHas HACTOSIIEH YacThio, JOJDKHA HAXOAWUTHCS TakKXKe B
anTeYHbIX OPTaHMU3AlMIX B JOCTYITHOW JIJIsl BCEX 3aMHTEPECOBAHHBIX JHII (hopMe U OOHOBIISITHCS MO MEpe
ee pa3MEIlIeHHUs OpraHaMu HCIIOJIHUTENbHONM BiacTu cyObekToB Poccuiickoit denepaunu B cetu
"UntepHert".

4. Yrparuna cury ¢ 1 mapta 2020 r. - ©enepaibubiii 3akoH ot 27 gekadps 2019 r. N 475-03

Wudopmarus 06 H3MEHEHHSX:

Cm. npedvloyuyro pedaKyuio
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 63 HaCTOAIICTO dDez[epanLHoro 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 ¢ naumenosarnue enasvl 13 nacmosweco
DedepanvbHo2o 3aKOHA 8HeCEeHbl UsMeHeHUs, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mekcm HAUMeHOBaHUs 8 NPedblOyujel peoaKyuu

I'naBa 13. MOHUTOPHUHT 3(PPEKTHBHOCTH U 0€30IIACHOCTH JIEKAPCTBEHHbIX NPeNnaparos,
HaxoAsimuxcs B oopamenun B Poccuiickoii @enepaunu

Wndhopmarist 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamuvsa 64 nacmoswezco Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 urona 2015 a.

Cm. mexem cmamvu 8 npedvloyujeri peoaKyuu
Crarbs 64. apmakoHaa3op

Wudopmanust 06 U3MEHEHUIX:
Yacms 1 usmenena c 13 asecycma 2019 e. - Dedepanvuwiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

1. JlekapcTBeHHBIEC TpeTIapaThl, HaXo sIMecs: B oOpameHnu B Poccuiickoit deaepannm, moaiexar
MOHUTOPUHTY 3(QQEKTUBHOCTH U O€30HaCHOCTH B IENAX BBISBIEHUS BO3MOXKHBIX HETaTHBHBIX
MOCJIECTBUIA WX TNPUMEHEHUs, WHIMBUIYaIbHONH HENEPEHOCUMOCTH, MPEIYNPEKICHUS METUIIMHCKHX
paOOTHUKOB, CIELUANTUCTOB B O0JACTH BETEPUHAPUH, MALMEHTOB WJIM BIAJENBIEB XUBOTHBIX M HUX
3alIUTHI OT MPAUMEHEHHS TAKUX JICKAPCTBEHHBIX TpenapaToB.

2. ®apMakoOHaI30p OCYIIECTBISAETCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (heepanbHbIM
OpraHOM HCIOJIHUTENIHOM BJIACTH B YCTAHOBJICHHOM UM MOPSAIKE IMyTEM aHaiu3a IPeIoCTaBIseMOi
cyObeKTaMu OOpalleHus JeKApCTBEHHBIX CPEACTB MHPOPMALIUHU O MOOOUHBIX JAEHCTBHIX, HEXKEIATEIBHBIX
peaKkuusax, CEphe3HbIX HEXKeNaTEeNbHBIX peaKklusiX, HEMpPEeABUACHHBIX HEXKeNaTeNbHbIX peakUuusx Mpu
NPUMEHEHUN JICKApCTBEHHBIX IpernapaTroB, 00 WHAWBUIYAIbHOM HENEPEeHOCUMOCTH, OTCYTCTBUHU
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3¢ (HEeKTUBHOCTH JIGKAPCTBEHHBIX TpPENaparoB, a Takke 00 WHBIX (akTax M OOCTOSATENbCTBAX,
IPEJCTABISIIOIIMX yIrPpO3y JKU3HU WIM 3J0POBbIO uejloBeKa JHMOO 3>KMBOTHOTO MPH HPUMEHEHUU
JICKapCTBEHHBIX IPENapaToB U BBISBICHHBIX HA BCEX ATarax OOpaIleHUs JEKapCTBEHHBIX IMPENapaToB B
Poccuiickoiit denepanyu u Apyrux rocyaapcrnax.

3. CyObexThl 0OpalieHus JeKapCTBEHHBIX CPEJICTB B TOPSI/IKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM
denepanbHBIM OPraHOM HCIOJIHUTEIBHOM BIaCTH, 00s13aHBI COOOIIATh B YIIOJIHOMOYEHHBIN (pesiepalbHbIi
OpraH HCIIOJHHUTEIBHONH BIACTH O TMOOOYHBIX JEHCTBUAX, HEKENATEIBHBIX PEAKIHAX, CEPbE3HBIX
HE)KENaTeNIbHbIX  pPeaKklUMsX, HENPEeIBUICHHBIX  HEXKEJIaTeNbHbIX peakuusX Npu NPUMEHEHHH
JICKapCTBEHHBIX MpPEnapaToB, 00 HWHIWBUAYAJbHOW HEMEPEHOCUMOCTH, OTCYTCTBUH 3()(EeKTHBHOCTH
JICKapCTBEHHBIX IpEnapaToB, a Takke 00 MHBIX (hakTax M OOCTOATENbCTBAX, MPEACTABISIONIUX YIPO3Y
KHU3HU WM 370POBBIO YEJIOBEKAa JIMOO YXMBOTHOTO TNPH NPUMEHEHUH JIEKapCTBEHHBIX NpenapaToB U
BBISIBJICHHBIX Ha BCEX JTamax oOpallleHusi JeKapCTBEHHBIX MpemapaToB B Poccuiickoit Dexnepanuu u
JIPYTUX TOCyIapCTBax.

4. JepxaTenu WM BIAJENbLbl PErHCTPAIIMOHHBIX yJOCTOBEPEHHM JIEKAPCTBEHHBIX MPENaparos,
IOPUAMYECKUE JINLA, HA UMsI KOTOPBIX BBIJaHbl pa3pelIeHUs Ha MIPOBEJICHUE KIIMHUYECKUX UCCIIEJOBaHUN
B Poccuiickoit ®enepaunu, nuO0 YIOTHOMOUYEHHBIE HMH JAPYrHe IOpUAMYECKHE JHIa B paMKax
oOecrnieueHrs 0€30MACHOCTH JIEKAPCTBEHHBIX IPENapaToB B IOPsIKE, YCTAHOBIEHHOM COOTBETCTBYIOLIUM
YIIOJTHOMOYEHHBIM (pe/IepaibHbIM OpPraHOM HCIOJHUTENBHON BIIACTH, OO0S3aHBI OCYLIECTBISATH MPHUEM,
yueT, o0pabOTKy, aHamu3 H XpaHCHHE IOCTYMAIOMUX B WX aJpeC OT CYOBEKTOB OOpaIieHHs
JICKapCTBEHHBIX CPEJICTB U OPraHOB TOCYAApCTBEHHOH BIACTH COOOIIEHUN O MOOOYHBIX AEHCTBUSX,
HE)KEJIaTEeJIbHbIX PEAKIUAX, CEPbE3HBIX HEXKENIATENbHbIX U HENPEIBUIACHHBIX HEXKEJATEIbHbIX PEAKIUIX
Opy TPUMEHEHUU JIeKApCTBEHHBIX IpenaparoB, 00 OCOOCHHOCTSIX HMX B3aUMOJEHCTBUS C JPYTHUMH
JICKApCTBEHHBIMH TIpETapaTaMy, WHAWBHIYAIbHON HENMEPEHOCHMOCTH, a Takke 00 WHBIX (akTax u
0OCTOATENLCTBAX, MPEACTABISIONIMX YIPO3y KM3HM WM 3I0pPOBbIO YEJIOBEKAa JIMOO >XUBOTHOTO WIIU
BIMSIOUIMX HAa HW3MEHEHHWE OTHOLIEHUS OXHJaeMOM IOJIb3bl K BO3MOXHOMY PHCKY IPHUMEHEHHUS
JIeKapCTBEHHBIX IpenapaToB.

5. Tlpu BbIsiBIEHMM MHGPOpPMAIMU O CEPHE3HBIX HEXKENATEeNIbHbIX PEaKIUIX W HENpEeABHACHHBIX
HEXKENNATeNbHBIX peakIUsIX IMpd IMPUMEHEHHM JIEKAPCTBEHHBIX IpernaparoB, 00 OCOOEHHOCTIX HX
B3aMMOJEMCTBUSl C JOPYIMMM JIEKQpCTBEHHBIMM IMpenapataMy, WHIUBUAYalIbHOW HENEPEHOCHUMOCTH, a
Takke 00 MHBIX (pakTax U 00CTOATENbCTBAX, BIUSAIOMIMX HA U3MEHEHUE OTHOUICHUS 0’KUAAEMON MOJIb3bI K
BO3MOXKHOMY pPHUCKY TIPUMEHEHHUs JIEKAPCTBEHHBIX IIpenapaToB, JAepKaTead WM  BIAJAEIbIbI
PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENaparoB, IOPUANYECKUE JIMIA, HA UM KOTOPBIX
BbIIaHbl pa3pelleHus] Ha IMpOBEJIEHUE KIMHUUYECKUX uccienoBaHuil B Poccuiickoit denepauuu, 11bo
YIIOJIHOMOYEHHBIE HMH Jpyrue IOpUIUYECKUEe JHIa 00sf3aHbl NPUHATH MEphl, HAINpaBICHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  IOCJIEICTBUN  NPUMEHEHHUS  TaKUX  JIEKAPCTBEHHBIX  IPENaparos,
npeaynpexaeHue IpUYMHEHUs Bpeaa KU3HU WM 370pPOBBIO YelIOBeKa JIMOO KUBOTHOTO, 3aLIUTY UX OT
NPUMEHEHHUS TaKuX JIEKaPCTBEHHBIX MPENapaToB, HA JOMOJHUTENbHBIN cO0p NaHHBIX 00 3(HEKTUBHOCTH
1 0€30MaCHOCTH TaKMX JIEKAPCTBEHHBIX MPETapaToB.

6. 3a HeCcOOOIIEHNE WU COKPBITHE HH(POPMAIIHH, PETyCMOTPEHHOMN YacThiO 3 HACTOSIICH CTaThH,
JEpKaTeId WM  BJIAQJENIbLBI  PErMCTPAllMOHHBIX  YIOCTOBEPEHHMH  JIEKAPCTBEHHBIX IPENaparos,
IOpUAMYECKUE JINIA, HA UMsI KOTOPBIX BBIJAHBI pa3pelieHns Ha MPOBEIEHUE KIMHUYECKUX UCCIIEJOBaHUM
B Poccuiickoit ®@enepanuu, JmOO YIOJIHOMOYEHHbIE HMMHU JIpyTH€ IOpUAMYECKHE JUIa, a TakKke
JOJKHOCTHBIE JIUIA, KOTOPBIM 3Ta HMHGOpMalus CcTaja H3BECTHa MO POy HX MNpodeccHoHAIbHON
JESATENIBHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUHU € 3aKOHO/ATENbCTBOM Poccuiickoii Penepanu.

7. Ilpu nony4eHUr YIoJHOMOYEHHBIM (pe/iepaibHbIM OpraHOM HCIIOJIHUTEIBHON BJIACTH B paMKax
OCYILECTBIICHUsI UM (papMaKOHaJ30pa JI0Ka3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOTO IIperapara
YCTaHOBJICHHBIM TpPEOOBAHUSM WM TpU TOJy4YEHUH HHPOpPMAIMHM O HECOOTBETCTBUM JaHHBIX 00
3 PEKTUBHOCTH U O OE30MACHOCTH JICKApCTBEHHOTO Iperapara JaHHBIM O JIEKApCTBEHHOM IIperapare,
CoJIepKallMCsl B MHCTPYKIIMH 1O €ro IPUMEHEHHUIO (B TOM YHCIIE BBISIBICHHBIX B XOJE OCYLIECTBICHUS
(dapmakoHaq30pa KOHTPOJIBHO-HAA30PHBIMH OpraHaMyd HMHOCTPAHHBIX TOCYAApCTB), YIMOJTHOMOYEHHBIN

126/139


http://internet.garant.ru/document/redirect/400319444/1000
http://internet.garant.ru/document/redirect/72946514/1000

®denepanbublil 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpamieHnn JeKapcTBEeHHBIX cpencT” (¢ ...

(denepanbHBI OpraH MCIOJIHUTEIBHOM BJIACTH B YCTAHOBJICHHOM MM IIOPS/IKE pacCCMaTPHUBAET BOIPOC O
IIPUOCTAHOBIICHUH IIPUMEHEHHU TAKOr'0 JIEKAPCTBEHHOIO IIperapara.
TAPAHT:

CMm. Metoanueckne pexomennanuu "OpraHm3anmus  CIy>KObI MOHUTOPHHTa O€30MaCHOCTH
JIEKapCTBEHHBIX CPEACTB ((hapMakoHAI30pa) B KOMIAHUSAX MPOU3BOAMTENSNX JIGKAPCTBEHHBIX CPEIICTB
WIN JepKaTensiX pPEerucTPallMOHHBIX YIOCTOBEpeHU", yTBepxkaeHHble Poc3apaBHagzopom oT 25
okTs10pst 2008 T.

CwMm. KOMMCHTApHUHU K CTATbC 64 HacTOSIICrO CDez[epanLHoro 3aKOHa

Wndopmarius 06 H3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 65 nacmosuwezo Dedepanvroco
3AKOHA U3/I0JCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 uronsa 2015 a.

Cm. mexkcm cmamovu 8 npedbloyuell pedaxKyuu

Cratps 65. [IpruocraHoBIE€HNE TPUMEHEHUS JIEKAPCTBEHHOIO IIpenapara

1. Ilpu momyueHnn MHGOPMALIUU O HEXKENATEIBHBIX PEAKIUAX MPU MPUMEHEHUH JICKApCTBEHHOTO
npenapara, He YyKa3aHHbIX B HMHCTPYKLHMHM [0 HPUMEHEHUIO JIEKapCTBEHHOI'O IIpEerapara, CEepbe3HBIX
HE)KENIaTEeJIbHbIX pEeaklUsX, 00 OCOOEHHOCTSIX €ro B3aUMOAECUCTBUS C JPYTMMH JIEKApCTBEHHBIMU
npenapaTamMu, KOTOpble MOTYT MIPEJICTaBIATh YTPO3y >KU3HH WX 3J0POBbIO YeNIOBEKa JTMOO KUBOTHOTO, a
TaK)Ke O HECOOTBETCTBMHU HAHHBIX 00 3((eKTHBHOCTH M O OE30MACHOCTH JIEKAPCTBEHHOTO Mpenapara
JAHHBIM O JIEKQpCTBEHHOM IIpenapare, CoAepkKalluMcsi B UHCTPYKLIUH 10 €r0 MPUMEHEHHUI0, B TOM YHUCIIE
OT YIOJIHOMOYEHHBIX OPTraHOB MHOCTPAHHBIX TOCYIapCTB, OOMEH KOTOPOW OCYILIECTBISETCS B
COOTBETCTBUHM C COIJIAIICHUSIMH MEXIY YIOJTHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIIOJHUTEIBHON
BJACTU M YIOJHOMOYEHHBIMH OpraHaMHM HHOCTPAaHHBIX TIOCYAApCTB, YIOJIHOMOYEHHBIH (enepabHbIi
OpraH MCIIOJHUTEIbHON BJIACTH PAacCMAaTPUBAET BOIPOC O BO3MOXKHOCTU NMPUOCTAHOBJIEHUS OOpaIleHUs
TAKOro JIEKApCTBEHHOI'O Mpenapara B I[IOpsJIKEe, YCTAHOBJIEHHOM YIOJIHOMOUYEHHBIM (eaepatbHbIM
OpraHOM HCIIOJHUTEIBHOM BJIACTH.

2. Ilpm HeWCNONHEHWH WIM HEHAAJIEeKAIEeM HCIOJHEHUHM JepKaTesIMU WM  BIaJelIbllaMu
PETUCTPALIMOHHBIX YIOCTOBEPEHMM JIEKAPCTBEHHBIX IIPEMNApPATOB, HOPUAMYECKHMMM JIMLAMH, Ha UM
KOTOPBIX BBIJAHBI Pa3pelICHHs] HA MPOBEACHUE KIMHUYECKUX ucciienoBannil B Poccuiickonn deneparnuu,
WIN YIOJHOMOYEHHBIMU UMHU IPYTUMH IOPUIMYECKUMU JIMIIAMU 00S3aHHOCTEH, YCTAaHOBJIEHHBIX YacTsIMU
3 u 4 crateu 64 Hactosero denepalbHOTO 3aKOHA, JIMOO B CIIydasix MPeICTaBICHHUS] COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (e/lepajbHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH 3aKIIOYEHUS O HEAOCTOBEPHOCTHU
Pe3yJIbTaTOB KIMHUYECKOTO HUCCIIEeI0OBAaHUS JIEKAPCTBEHHOTO Ipernapara sl MEAUIUHCKOTO IPUMEHEHMS,
KOTOPOE€ OCHOBAHO Ha pe3yJbTaTax MPOBEPKH MEIMLMHCKON OpraHu3aliy, IPOBOAMBILEH yKa3aHHOE
KJIIMHUYECKOE MCCIIEIOBAHUE C HApYILIEHUEM ITPaBUJI HaJuiexalleld KIMHUYECKON MPAaKTUKHU, U MPUBEIIO K
MOJYYEHUIO HEIOCTOBEPHBIX PE3yJbTaToB, JUOO B Cilyuyae HEBBIOJHEHUS MPEINUCAHUS, BBIJAHHOTO
YIIOJTHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJHUTEIbHOW BIJIACTH IO MTOTaM OCYILECTBICHHS
BBIOOPOYHOTIO KOHTPOJISI KayecTBa JIEKAPCTBEHHOT'O Mperapara, YIOJIHOMOYEHHbIN (enepanbHblii opraxn
UCIIOJTHUTENIbHOM BJIACTH B YCTAHOBJIIEHHOM UM IIOPS/JIKE PacCMaTpUBAET BOMPOC O MPHOCTAHOBIECHUU
IPUMEHEHHUS TaKOT0 JIEKAPCTBEHHOTO IIpenapara.

TAPAHT:

O nmnpenocTaBieHWH TEPPUTOPHAIBHBIMUA  YTpaBieHUs MU Poc3npaBHagzopa wuHGOpMAUK O
He0O0pOKAaYECTBEHHBIX U (PaTbCHU(PUITMPOBAHHBIX JICKAPCTBEHHBIX CPEACTBAX CM. npuka3 deaepanbHON
CIy’)kObl TI0O HaI30py B cdepe 3apaBOOXpaHEHHs] M COIMAIBLHOTO pa3BuTusi oT 8 denpans 2006 r.
N 255-I1p/06

Wndopmarus 06 H3MEHEHUSX:

Cmamus 65 Odonoanena wacmoto 3 ¢ 15 uwona 2018 e. - Dedepanvuviii 3axon om 4 urwona 2018 2. N
140-@3
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3. YnomHOMOYEHHBIH (enepanbHblii OpraH UCIOJHUTEIBHOW BJIACTH IMPH MPEICTABICHUU EMY
CBEJICHHUI 0 HECOOTBETCTBUH IMPOU3BOAUTEIS JIEGKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM TIPaBUIT HaAJEKAaIIEH
NPOM3BOJICTBEHHON NPAKTUKKM W (WJIM) O HApyLIICHUM JUICH3MOHHBIX TpeOOBaHUN, KOTOpbIE OBLTH
BBISIBJIEHBI B XOJI€ IPOBEACHUS WHCIIEKTUPOBAHMS IPOU3BOAMUTEINSA JIEKAPCTBEHHBIX CPEACTB WIH
OCYILIECTBIICHHSI JIMIIEH3MOHHOTO KOHTPOJS B cepe MPOM3BOJICTBA JCKAPCTBEHHBIX CPEICTB U MPHUBEIU
WM MOTYT IPUBECTU K IMPOMU3BOJCTBY JIEKAPCTBEHHBIX IpPENaparoB M1 MEIULHUHCKOTO MPUMEHEHMS,
IPUYMHUBLINX WM CIIOCOOHBIX IPUUMHUTH BPE )KM3HU WM 3J0POBBIO IPAXKIaH, pacCMaTpUBAET BOIIPOC
O MPUOCTAHOBJICHUM IPUMEHEHHUs JIEKAPCTBEHHBIX MPENApaTOB i1 MEIULUUHCKOIO IMPUMEHEHHUS B
YCTaHOBJICHHOM MM IOPS/IKE B CIEAYIOIIMX CIydasx:

1) coctaB u (WiIM) TEXHOJIOTHSA IPOU3BOJCTBA JIEKAPCTBEHHOIO Mpernapara Ajs MeIULHUHCKOTro
IPUMEHEHUs (C ONMCAHMEM CTaJui NPOM3BOACTBA) OTIMYAIOTCA OT 3asBJICHHBIX B PETUCTPALMOHHOM
JIOChE;

2) nexkapCTBEHHBIN Mpenapar JUisi MEAULIMHCKOrO0 IPUMEHEHUs IPOU3BEIAEH Ha IPOU3BOJCTBEHHON
IJIOLIAJIKE, HE YKA3aHHOW B PErUCTPALIMOHHOM JI0ChHE;

3) y npou3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTBHI, MOATBEPKAAIOIINE
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOI'O IMpemnapara sl MEAUIMHCKOIO IMPUMEHEHHUs, BBOJUMOIO B
rpaXxAaHCKUI 000poT, TpeOOBAHUSM, YCTAHOBJIEHHBIM IPU €r0 TOCYJapCTBEHHOMN perucTpanuy;

4) TpOW3BOIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COTJIACOBAHHBIH C  COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (eIepaJbHBIM OpPraHOM HCIIOJHUTEIBFHON BJIACTH CPOK HE YCTpaHEHBI HAPYIICHUS
TpeOOBaHUI IpaBWl HAJUIekKAIIEeW MPOU3BOACTBEHHON MPAKTHKU U (WJIM) JUIICH3UOHHBIX TpeOOBaHUM,
KOTOpbI€ ObUIM BBISBICHBI B XOJ€ NPOBEACHMSI WHCIEKTUPOBAHUSA MPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEIICTB WM OCYILECTBICHHS JTUIICH3UOHHOTO KOHTPOJISl B cpepe MpOU3BOICTBA JIEKAPCTBEHHBIX CPECTB
U TPHUBEJIM WM MOTYT IIPUBECTH K IPOM3BOJICTBY JIEKAPCTBEHHBIX IPENApPaTOB I MEAULUHCKOIO
IPUMEHEHUS, TPUUUHUBIINX UM CIIOCOOHBIX MPUYUHUTD BPEJl ’KU3HU WM 3[JOPOBBIO I'PaXKIaH.

Wndopmarust 06 n3MEHEHUSX:

Cmamovs 65 donoanena yacmoio 4 ¢ 15 uona 2018 e. - @edepanvuviii 3akon om 4 utons 2018 e. N
140-D3

4. YnomHoMOYeHHbIH (enepanbHblii OpraH HWCHOTHUTENHbHON BIACTH MPH HAIMYUU Y HETO
CBEJICHUI 0 HECOOTBETCTBUH MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSIM TIPaBUII HaAJIexKaIel
MPOU3BOJCTBEHHOW MPAKTUKU M (WJIKM) O HApPYIIEHWW IUIEH3MOHHBIX TpPeOOBaHMIA, KOTOpbIE ObUIH
BBISIBJIEHBI B XOJ€ MPOBEIEHUS WHCIEKTUPOBAHUS MPOU3ZBOJIUTENSI JIEKAPCTBEHHBIX CPEJICTB WM
OCYILIECTBIICHHS! JIMIIEH3MOHHOTO KOHTPOJS B cepe MPOU3BOJCTBA JEKAPCTBEHHBIX CPEJICTB U NPHUBEIU
WIM MOTYT NPUBECTH K IPOU3BOJICTBY JIEKAPCTBEHHBIX IpENapaToB Ui BETEPUHAPHOIO MPUMEHEHUS,
MPUYMHUBIINX WU CIOCOOHBIX MPHUYMHUTH BpEA KU3HU WM 3[0POBBIO JKUBOTHBIX, PacCMaTpHBAaET
BOIPOC O MPUOCTAHOBJICHUH peaU3alliy U MPUMEHEHHS JeKapCTBEHHBIX MPEenapaToB AJisi BETEPHHAPHOTO
MPUMEHEHHUS B YCTAHOBICHHOM UM TIOPSIIKE B CICAYIONMIUX CIydasK:

1) coctaB M (WiIM) TEXHOJIOTHUS TMPOU3BOJACTBA JIEKAPCTBEHHOrO MperapaTa IJil BETepUHAPHOIO
NpPUMEHEHUs (C OMHCAaHWEM CTaJui TMPOM3BOACTBA) OTIMYAIOTCS OT 3asBICHHBIX B PETHUCTPAIMOHHOM
JI0ChE;

2) nekapCcTBEHHBIN MpenaparT Jyisi BETEpUHAPHOTO MPUMEHEHUS MPOU3BE/IEH Ha MPOU3BOICTBEHHOM
IUIONIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOChHE;

3) y npou3BOAMTENS JIEKAPCTBEHHBIX CPENCTB OTCYTCTBYIOT JOKYMEHTBHI, MOATBEPKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O Iperapara Jjs BETEPUHAPHOTO MPUMEHEHMs, BBOJAWMOIO B
rpaXkJIaHCKUI 000pOT, TpeOOBAHMIM, YCTAHOBJICHHBIM IIPU €0 roCy1apCTBEHHON PEeruCcTpalluy;

4) TpOW3BOJIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COIJIACOBAaHHBIH C  COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (pe/iepallbHBIM OPraHOM HCIIOJIHUTEIBHONW BJIACTH CPOK HE YCTPaHEHBI HapYIICHHS
TpeOOBaHMUI TPaBUI HAJJICKAIIEH MPOU3BOJCTBEHHOM MPAKTUKH W (WIJIHM) JIMIICH3WOHHBIX TPEOOBaHUH,
KOTOpBhIC OBUTM BBHISBICHBI B XOJ€ NPOBEACHHUS WHCIEKTUPOBAHUS TPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEJICTB WM OCYILECTBICHHS JTUIIEH3UOHHOTO KOHTPOJIS B cpepe MpOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB
U TPUBEIM WM MOTYT MPHUBECTH K IMPOHU3BOJCTBY JICKAPCTBEHHBIX TPENaparoB [isi BETEPUHAPHOTO
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MMPUMCHCHU A, IPUIUHUBIINX WA CIIOCOOHBIX MNPUYIUHUTL BPCA )KU3HU UJIU 3JOPOBBIO JKUBOTHBIX.

Wndopmarus 06 H3MEHEHHSX:

Cmamuvs 65 oonoanena wacmamu 5 u 6 ¢ 1 aumeapsa 2023 e. - @edepanvubiii 3akon om 27 O0ekabps
2019 2. N 475-D3

Cm. 6yoywyro pedarkyuio

Cmamus 65 oononnena uacmoio 7 ¢ 1 cenmabpsa 2023 2. - @edepanvusiii 3akon om 2 utoan 2021 o. N
317-D3

Cm. 6yoywyro pedarkyuio
TAPAHT:

CM. koMMeHTapuu K cTatbe 65 HacTosero denepalbHOr0 3aKOHA

Undopmarrus 06 n3MEHEHUX:
Cmamuws 66 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexaopsa 2019 . N 475-D3

CMm. npedvloywyro pedaKyuio

CraTbs 66. npopmanus o pesynabTaTax hapmMakoHaI30pa

YIOJIHOMOYEHHBIH  ()eIepaIbHBIl  OpraH  HCIIOJIHUTEIBHOW  BJIACTH,  OCYIISCTBIISIFOIIHIA
dbapmakoHaa30p, MO €ro pesyibTaTaM pa3MellaeT Ha cBoeM oduiManbHOM caiite B cetu "HHTepHet"
UH(POPMALIUIO O:

1) BBIABICHUU HOBBIX MOATBEPKICHHBIX JAHHBIX O MOOOUYHBIX JEHUCTBUSAX, HEXKETaTeIbHbBIX
peaKIMsIX, CEPbE3HBIX HEXKEIATCIbHBIX PEaKIUAX, HENPEABUICHHBIX HEXKEIaTeNbHBIX PEaKIUsIX Ipu
MIPUMEHEHUH JIEKaPCTBEHHOTO MpEerapaTa, B TOM YHCIIE BIUSIOIIUX HAa OTHOLIEHHUE 0KMIAeMOM MOJIb3bl K
BO3MOXKHOMY PUCKY TPUMEHEHHUS JAaHHOTO JIEKapCTBEHHOTO TIpernapara;

2) NPUHATHIX PELICHUSX O BHECEHUH U3MEHEHUN B HHCTPYKIIUIO MO MPUMEHEHUIO JIEKapCTBEHHOTO
npenapara, 0 MPUOCTAHOBICHUM MPUMEHEHHS JICKapCTBEHHOTO Tpemnapara, 00 U3bITHH U3 0OpalleHus
JIEKapCTBEHHOTO Tperapara Uik 0 BO300HOBICHUH TPUMEHEHHs JIEKapCTBEHHOTO Mpernapara.

FAPAHT:

CwMm. KOMMCHTApHHU K CTATbC 66 HACTOSIIETO q)enepanLHoro 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:
Haumenosanue uzmeneno c 1 sneaps 2018 e. - @edepanvuwiii 3axkon om 28 oexaops 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio

I'naBa 14. Undopmanus o JiekapcTBeHHBIX npenaparax. CucreMa MOHUTOPHHIA IBHKECHHSA
JIEKAPCTBCHHLIX NpenapaTroB 1Jsd MEAUIMHCKOT0 IMIPUMEHCHU A

Wndopmarys 06 M3MEHEHHSAX:
Haumenosanue uzmeneno c 1 amsaps 2018 2. - @edepanvhuiii 3axon om 28 oexabps 2017 2. N 425-D3
Cm. npedvloyuyio pedakyuro
Crarba 67. Undopmanus o nekapcTBeHHBIX mpenapaTtax. CUcTeMa MOHUTOpPUHIA JBH)KEHUS
JIEKapCTBEHHBIX NIPENAPATOB JUIsl MEIAULIMHCKOTO IIPUMEHEHUS
Wudopmanust 00 U3MEHEHUIX:

Yacms 1 usmenena c 13 asecycma 2019 e. - edepanvuwiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
1. Nudopmanms o JIEKapCTBEHHBIX Iperaparax, OTIIYCKaeMbIX IO PELEnTy Ha JIEKAPCTBEHHBIH
npernapar, AOJDKHA COJEP’KaThCS TONBKO B CHEIUAIM3HPOBAHHBIX W3JIAHUSAX, MPEIHA3HAYCHHBIX IS
MEJUIIMHCKIX, (hapMaIleBTUUECKUX PaOOTHUKOB, CIIEIIMAIMCTOB B 0bsacTu BetepuHapuu. Hopmarus o
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JIEKapCTBEHHBIX IIperaparax JUlsl CHELUaJMCTOB B 00JIaCTU OOpallleHUsl JIEKAPCTBEHHBIX CPEACTB MOKET
collepkaThCsi B MOHOrpadusX, CIpPaBOUYHMKAX, HAYYHBIX CTaThAX, B JIOKJaJax Ha KOHIpeccax,
KOH(EPEHIUSIX, CHUMIIO3MyMaX, HAy4HbIX COBETaX, a TaKXKe B UWHCTPYKIUSAX 1O MNPUMCHEHUIO
JIEKapCTBEHHBIX MpPenapaToB.

2. Nudopmanus o JeKapCTBEHHBIX Mperaparax, OTIHYCKaeMbIx 0e3 pelenTa Ha JIEKapCTBEHHBIN
npenapar, MOXET COJep)KaTbCsid B MyOJIMKalusAX U OOBABICHUSX CPEICTB MacCOBOW HHQpOpMAINH,
CICIUAIM3UPOBAHHBIX W OOIIMX IMEYATHBIX W3JAHWSIX, HHCTPYKIHSIX 10 MPUMEHEHHUIO JIEKapCTBEHHBIX
[pernapaToB, UHBIX U3aHUIX CYOBEKTOB OOpallleHus JIeKapCTBEHHBIX CpeACTB. PekiiaMHble MaTepHansl O
JICKapCTBEHHOM IMIperapare, OTIyckaeMoM 0e3 pelnenta Ha JIEKapCTBEHHBIH Ipenapar, JOJDKHBI
COOTBETCTBOBATh MHCTPYKIIMH 10 MPUMEHEHHIO JIEKAPCTBEHHOTO Mpernapara.

3. Jlomyckaercss HMCIOJNIb30BaHUE JIOOBIX MaTe€pHaJIbHBIX HOCUTENECH, MO3BOJSIOMIMX XPaHHUTD,
nepeaaBaTh U UCIOJIb30BaTh HH(POPMAIIMIO O JIEKAPCTBEHHBIX Mpernaparax 0e3 ee HCKaKEeHHUs.

Undopmarus 06 n3MEHEHUX:

Cmamovs 67 donoanena yacmoio 4 ¢ 1 uronsa 2020 . - Dedepanvusiii 3akon om 28 dexkabpsa 2017 a.
N 425-D3 (8 pedakyuu Dedepanvrozo 3axona om 27 dexaops 2019 2. N 462-D3)

Cm. npedvloyuyro pedaKyuio

4. Jnsa uenedl uneHTU(PUKALMU YIAKOBOK JIEKAPCTBEHHBIX MPEMapaToB s MEAULHUHCKOIO
MPUMEHEHUS TMPOU3BOAUTENN JIEKAPCTBEHHBIX CPEJICTB B IOPS/IKE, YCTaHOBICHHOM IIpaBuTesnbcTBOM
Poccuiickoit @enepaiuu, HAHOCAT HA MEPBUYHYIO YIIAKOBKY (B OTHOIICHHH JIEKAPCTBEHHBIX MPENapaToB
JUTS MEJTUIIMHCKOTO TIPUMEHEHUS, JIJIi KOTOPBIX HE MPEeAyCMOTPEeHa BTOPHYHAS YIAaKOBKA) U BTOPUUYHYIO
(moTpeOUTEeNbCKYI0) YIAKOBKY JEKAapCTBEHHBIX MpEnapaToB AJI MEIUIIMHCKOTO MPUMEHEHHUs CpeICTBa
uACHTH()HUKAIIMK, 32 HWCKIIOYCHHEM JIGKAPCTBEHHBIX IMPEIMapaToB Il MEAUIIMHCKOTO TPUMEHEHUS,
MPOU3BOAUMBIX JUISl MPOBEACHUS KIMHUYECKUX HCCIEAOBAHMM, DKCIIOPTA, JIEKAPCTBEHHBIX MpenapaToB
I MEIULIMHCKOTO MPUMEHEHMS, YKa3aHHbIX B dacTsix 5 W § crtateu |3 Hactosimero denepasbHOro
3aKOHa, paano(dapMaleBTHUECKUX JICKAPCTBEHHBIX TMpENaparoB, MHUSBOK MEIUIMWHCKUX W Ta30B
MEIUITUHCKHUX.

Wndopmarys 06 M3MEHEHHSAX:

Cmamovs 67 oononnena wacmoio 5 ¢ 1 ausapsa 2018 e. - @edepanvuwiii 3akon om 28 oexabps 2017 e.
N 425-D3
5. XapakTepuCTHKH CpelICcTBa HIACHTU(UKAIMHU, TOPSAIOK €ro HaHeCEHHWs W TpeOOBaHUS K
CTpykType u (opmary uH(bOpMALUU, KOTOPYIO COIAEPKUT CPEICTBO HACHTU(DUKAIMH, OINPEIesSIoTCs
[IpaBurensctBOoM Poccuiickoit denepanum.

Wndopmarys 06 H3MEHEHHSAX:

Cmambs 67 oononnena wacmvio 6 ¢ 1 aunsapsa 2018 e. - @edepanvuviii 3akon om 28 dexabpsa 2017 e.
N 425-D3
6. Ilopsnok co3maHus, pa3sBUTHs, BBOJA B OSKCIUIyaTallMIO, SKCIUIyaTalMM M BBIBOJA U3
JKCIUIyaTallud CHUCTEMbl MOHHUTOPHHIA JBUKEHUs JIEKAPCTBEHHBIX IIPENapaTroB Uil MEIULIMHCKOrO
NPUMEHEHHUS, TIOPSJA0K MPEeIOCTaBlIeHUus HHPOpMAIMK, CoJepKalleiics B CHCTEME MOHMTOPHHIA
JBUKECHHUS JICKAPCTBEHHBIX IPENAPATOB Il MEIULMHCKOTO NMPUMEHEHHUs, U IOPSAJA0K B3aUMOACUCTBUS
YKa3aHHOM  CHUCTEMBl C  HHBIMH  TOCYJAapCTBEHHBIMH  HH(OPMAllMOHHBIMU  CHUCTEMaMH U
UH(POPMALIMOHHBIMUA CUCTEMAaMHU IOPUAMYECKUX JIUI] U UHAMBUIYAIbHBIX MpeapUHUMATENeH, YKa3aHHBIX
B yactax 7 wm 10 HacTosimed crtaTbH, ycTaHaBiauBaroTca [IpaButenbctBom Poccuiickon denepanuu.
OmneparopaMu CHUCTEMBI MOHUTOPUHIA JIBUKEHHS JIEKAPCTBEHHBIX IIPENapaToB IJsl MEAMIMHCKOTO
NPUMEHEHUS SBJSIOTCS (elepalibHbIil OpraH HCHOJHUTENBHONM BIACTH W (MJIM) OpraHu3aius,
ynosiHoMoueHHble [IpaBurensctBoM Pocculickont denepanum.

Wndopmarus 06 H3MEHEHHSX:

Cmamovs 67 oonoanena yacmoio 7 ¢ 1 urons 2020 . - @edepanvusiii 3akon om 28 oexabps 2017 a.
N 425-D3 (8 peoaxyuu Pedepanvroeo 3akona om 27 oexabps 2019 2. N 462-D3)
7. FOpunudeckue numa M MHAUBUAYAIbHBIC TIPESITPHHUMATEH, OCYIIECTBISIONINE TPOU3BOICTBO,
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XxpaHeHue, BBO3 B Poccuiickyro @Penepanuio, OTHYCK, peEaIU3alUI0, Iepenadyy, NOPUMEHEHUE U
YHUUTOKEHHUE JICKAPCTBEHHBIX MPENapaToB [Jisl MEAULIMHCKOTO IPUMEHEHHS], 00ECIIeUNBAIOT B MOPSJIKE U
B COCTaBe, KOTopble ycraHosiieHbl IIpaBurenbctBoMm Poccuiickoit @enepauuu C yd4eToM BHUJA
OCYIIECTBIISIEMON HMMH JI€ATEIbHOCTH, BHECEHHE HH(OpMalMM O JEKapCTBEHHBIX IIpernapaTax [is
MEJIUIIMHCKOTO TPUMEHEHUS B CHUCTEMY MOHHMTOPHUHIA JBH)KEHUS JIEKAPCTBEHHBIX MpenapaToB IJIst
MEIULUHCKOrO PUMEHEHHS.

Wndopmarius 06 H3MEHEHUSX:
Yacms 7.1 usmenena c 13 urona 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

Jleticmeue nonosicenuii wacmu 7.1 (8 pedakyuu @edepanvrozo 3axona om 13 uwna 2020 2. N 206-D3)
pacnpocmpansemcs Ha npagoomuouienus, gosHuxwue ¢ 1 uiona 2020 a.

CMm. npedvloywyro pedaKyuio

7.1. JlexkapcTBEHHbIE Ipenaparbl JUisi MEIUIUHCKOTrO IPUMEHEHMs, IpeJHa3HAYeHHbIe s
oOecrieyeHus JHL, OOJIHBIX TreMopuiIned, MYKOBHCLUIO030M, TI'MIIO(PHU3apPHBIM HAHU3MOM, OOJE3HBbIO
l'omre, 370KaYecTBEHHBIMH HOBOOOPA30BAaHMSIMU JTHM(OUIHON, KPOBETBOPHOM M POJCTBEHHBIX MM
TKaHel, pacCcessHHbIM CKJIEPO30M, JIML[ I10CJIe TPAHCIJIAaHTALMK OpraHoB M (MJIM) TKaHel, Ipou3BeIeHHbIE
1o 31 nexabpsa 2019 ropa, a Taxke MHBIE JIEKAPCTBEHHbIE MpenapaThl IS MEAUIMHCKOTO NPUMEHEHUS,
npousBeneHHble a0 1 wurons 2020 roga, mojuiexar XpaHEHMIO, NEPEBO3KE, OTIYCKY, pealu3aliH,
nepenaye, MPUMEHEHUIO 0e3 HAaHECEHUsS CPEACTB HACHTH(HMKAIWU 1O HMCTEUYEHHS CPOKa MX TOIHOCTH.
[IpaBurenscTBO Poccuiickoit denepaun BlipaBe YCTAHOBUTH OCOOCHHOCTH BBOJIA B TPAYKAAHCKUAN 000pOT
JIEKapCTBEHHBIX IPENnapaToB JUIsl MEIUIMHCKOIO NPUMEHEHHs, NPOM3BEIEHHBIX B Mepuoj ¢ 1 urond
2020 roma mo 1 oxtsi6pst 2020 roga. B mensx BBoga B rpaaaHCKUN 00OPOT JIEKapCTBEHHBIE TpErapaThl
JUI. MEIMLIMHCKOTO MPUMEHEHHUs, 32 UCKIIOUEHHEM JIEKapCTBEHHBIX IpPEenapaToB, MpeJHa3HAUYCHHbIX IS
oOecnieueHus JHI, OOJIbHBIX TreMo(uiIueil, MyKOBUCUUAO030M, THINO(PU3APHBIM HAHU3MOM, OOJIE€3HBIO
lNomre, 3710KayecTBEHHBIMH HOBOOOpPA30BaHMSIMU JIUM(OUAHON, KPOBETBOPHOW U POACTBEHHBIX UM
TKaHEH, pacCesHHBIM CKJIEPO30M, JIUII MOCJI€ TPAHCIJIAHTAIMU OPTraHOB M (UJIM) TKaHEW, MPOU3BEIECHHBIE
3a mpenenamu teppuropun Poccuiickoit ®enepanuu 10 1 okTs0pst 2020 roga, MoryT ObITh BBE3EHBI B
Poccuiickyto @enepanuto g0 1 smBaps 2021 roga B mopsjke, ycTaHOBIeHHOM IIpaBuTenbcTBOM
Poccuiickoit @enepannu, 6€3 HaHECEHUsI CPEICTB UICHTU(DUKALIUH.

Wndhopmarrist 06 n3MEHEHUSX:

Cmamovs 67 oononnena uacmoro 8 ¢ 1 aunsapsa 2018 e. - @edepanvuuiii 3akon om 28 dexabps 2017 a.
N 425-D3
8. Opranmszanus WHGOPMAITMOHHOTO B3aWMOJCWCTBHS CHUCTEMBl MOHUTOPWHTA JIBFDKCHUS
JICKapCTBEHHBIX MpEnaparoB i MEIUIMHCKOTO TPUMEHEHHS C WHBIMH TOCYJapCTBEHHBIMU
WH(GOPMAITMOHHBIMU  CHCTEMaMH O00eCIeYrBaeTCss B TOM YHCJIE IOCPEJICTBOM HH(PPACTPYKTYPHI,
obOecnieunBaromel MH(OOPMALMOHHO-TEXHOJIOTHUECKOE B3aWMOJCHCTBUE HWH()OPMAIMOHHBIX CHCTEM,
UCTIONB3YEMBIX I TPEAOCTABICHUS TOCYJAPCTBEHHBIX W MYHHUIUIAIBHBIX YCIYT U HCIOJTHEHUS
TOCYIapCTBECHHBIX ¥ MYHHUITUIAIBHBIX (DYHKITUI B 3JICKTPOHHOM (popme.

Wndopmarys 06 M3MEHEHHSX:

Cmambs 67 oononnena wacmvio 9 c¢ 1 aunsapsa 2018 e. - @edepanvusiii 3akon om 28 dexabpsa 2017 e.
N 425-D3
9. OOmenoctynHass uHGpOpMalMs, CoOJepXKalasics B CHCTEME MOHUTOPHMHIA JIBUKECHUS
JIeKapCTBEHHBIX MpernapaToB JUIS METUIITHCKOTO MIPUMEHEHUS, pa3mMenaeTcs B
UH(POPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTu "MHTepHeT" (B TOM uncie B (opMe OTKPHITHIX JTaHHBIX)
B I10psi/IKe, ycTaHOBIIEHHOM [IpaBuTtenscTtBoM Pocculickoit denepanun.

Undopmarus 06 H3MEHEHUSX:

Cmamows 67 donoanena uacmoiro 10 ¢ 1 ansaps 2018 2. - @edepanvruiii 3axkon om 28 dexabps 2017 a.
N 425-D3

10. TIpon3BOUTENH JIEKAPCTBEHHBIX CPEACTB MOIYYAIOT COMEPIKAIIYIOCS B CHCTEME MOHUTOPUHTA

JBUKCHHS JICKAPCTBEHHBIX MPENapaToB IS MEAUIUHCKOTO TpPUMEHEHHS HH(OpPMAIHMIO O CepHsix u
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NapTUSX JICKAPCTBEHHBIX MPENapaTroB, MPOU3BOJAUMBIX UMM M HAXOJSIIMXCS B TPAXKIAHCKOM 000pOTE B
Poccuiickoii @enepanyu, 6€3B03ME3/IHO.

Wndopmarius 06 M3MEHEHUSX:

Cmamus 67 oonoanena yacmoio 11 ¢ 1 utona 2020 2. - Pedepanvhuviii 3akon om 28 dexabps 2017 2.
N 425-D3 (8 pedakyuu Dedepanvrozo 3axona om 27 dexabps 2019 2. N 462-D3)
11. 3a mpou3BOACTBO WM MPOJIAXKY JIEKAPCTBEHHBIX MPENapaToB i MEIUIIMHCKOTO IPUMEHEHHUS
0e3 HaHeCceHUs CPEICTB HACHTH(HKAINU, C HApYIICHHEM YCTAaHOBJICHHOTO TOpPsIKAa MX HAaHECEHUs, a
TaKXKe 3a HECBOCBPEMEHHOC BHECCHHE JIaHHBIX B CHCTEMY MOHUTOPHHIA JIBHXKCHHS JICKAPCTBEHHBIX
IpenapaToB Ik MEAUIIMHCKOTO MPUMEHEHUS TN BHECEHUE B HE€ HEOCTOBEPHBIX JAHHBIX IOPHINYECKUE
JWIa ¥ WHAWBUIYAIbHbIC TPEANPUHUMATENN, YKa3aHHbIE B 4acTsx 4 W 7 HACTOSIIEH CTaThbH, HECYT
OTBETCTBEHHOCTH B COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickoin denepannu.

Wudopmarus 06 H3MEHEHHSX:

Cmamows 67 donoanena wacmoio 12 ¢ 1 ausaps 2018 2. - @edepanvhuiii 3axon om 28 dexabps 2017 a.

N 425-D3
12. IIpaBurenbctBo Poccuiickoii ®enepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHEIPEHMUS

CUCTEeMbl MOHUTOPWHTA JBUKECHHS JICKAPCTBEHHBIX IIPENapaToB M MEIULHUHCKOTO MpPUMEHEHHS,
BKJIIOYasi CPOKM €€ BHEJIPEHHUS, B OTHOLICHUM JIEKAPCTBEHHBIX IpPEnapaTroB s MEIUIIMHCKOTO
NPUMEHEHHUS, BKJIIOYEHHBIX B TEPEYCHb >KU3HEHHO HEOOXOIUMBIX W BaKHEHIIMX JIEKAPCTBEHHBIX
IpenapaToB, JIEKApPCTBEHHBIX IpEMapaToB, NpPEAHA3HAYCHHBIX [UIs 0O0ecneueHus] JMI, OOJBHBIX
remMounueii, MyKOBHCIIMI030M, TUNO(HU3apHBIM HaHU3MOM, Oolle3Hbl0 [olle, 3JI0KaYeCTBEHHBIMU
HOBOOOPa30BaHUAMH JTHUM(OUIHOM, KPOBETBOPHON M POJCTBEHHBIX MM TKAaHEH, PACCESIHHBIM CKIIEPO30M,
JUI] TIOCJE TpPAaHCIUIAaHTAllUM OPraHOB W (WJIM) TKaHEW, WHBIX JIEKAPCTBEHHBIX MpEnapaToB st
MEAMIIMHCKOTO TPUMEHEHHUS.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 67 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Undhopmarrist 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 25 nosopsa 2013 2. N 317-D3 nacmoswuii PedepaivHulil 3aKOH OONOIHEH
enasou 14.1

I'naBa 14.1. Orpanunyenusi, HajaraeMble HA OPraHU3ALUM, OCYIIECTBJIAIIINE 1eATeJIbHOCTD 110
00panieHHIo JIEKAPCTBEHHBIX CPEICTB

Cratbs 67.1. OrpannueHusi, HaJaraeMble IMPU OCYIECTBICHUH JIEATEIBHOCTH B cpepe oOpalieHus
JIEKapCTBEHHBIX CPENICTB

1. Opranuzanuu, 3aHUMaroIIMecs pPa3pabOTKOW, MPOU3BOJACTBOM M (WIM) pealu3anuent
JIEKapCTBEHHBIX MpEnapaTroB Uil MEIUIIMHCKOIO MPUMEHEHMs, OpraHu3anuy, o0nagaromuye mpaBaMu Ha
HCIIOJIb30BaHNE TOPIOBOr0 HAMMEHOBAHUS JEKApCTBEHHOT'O Mperapara JUisi MEIUIIMHCKOTO pUMEHEHUs,
OpraHu3alliil  OINTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CpPEJCTBAMH, AaNTEYHbIE OpraHu3auuu (Mx
MPEJICTaBUTENIN, MHbIE (U3NYECKUE U IOPUAMYECKHE JIMIA, OCYIIECTBISIOUINE CBOIO AESITENBHOCTH OT
UMEHU 3THX OpraHM3aluil) B OTHOIIEHWH MEIUIMHCKUX PaOOTHHUKOB M PYKOBOJIUTENEH METUIIMHCKHX
OpraHu3alyil He BIPABE:

1) Bpy4aTh mojgapku, BbIIUIAYMBAaTh JEHEKHBIE CPEICTBA (32 UCKIOYEHHEM BO3HArpakIECHUH I10
JIOTOBOpaM  IPU  NPOBEJCHUHM KIMHUYECKHX HCCIEOBAaHUN JIEKapCTBEHHBIX IpenapaTroB s
MEAMIMHCKOTO IMPUMEHEHHs, BO3HAarpaXJCHUH, CBSA3aHHBIX C OCYIIECTBIEHHUEM MEINLHUHCKUM
pabOTHHUKOM Tearornyeckoi M (WiM) HaydyHOU JEsTEeIbHOCTH), B TOM YHCJE OIUIaYMBaTh Pa3BICUCHMUS,
OTIBIX, MPOE3 K MECTy OTHAbIXA, a TAK)KE IPUBIEKATh K y4aCTHIO B Pa3BJICKATEIBHBIX MEPOINPHUATHIX,
IPOBOAMMBIX 3a CUET CBOUX CPEACTB;

2) 3aKiroyaTh COIJIAICHHMS O HA3HAYEHUM WIM DPEKOMEHJAIUM MalMeHTaM JeKapCTBEHHbIX
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IIPENnapaToB Ui MEJULMHCKOrO NMPUMEHEHMS (32 UCKIIIOUEHUEM JIOTOBOPOB O IPOBEACHUM KIMHUYECKUX
UCCIIEI0BaHUM JIEKAPCTBEHHBIX MPenapaToB A MEIULMHCKOIO IPUMEHEHUS);

3) npenocTaBiATh 00pa3ibl JIEKAPCTBEHHBIX MPENapaToB Il MEJUIIMHCKOTO IPUMEHEHUS B LIEIAX
BpPYYEHHUS TNalMeHTaM (3a MCKIIOYEHHEM CIy4yaeB, CBSA3aHHBIX C IPOBEACHUEM KIMHUYECKHUX
UCCJIEJOBAaHUM JIEKAPCTBEHHBIX MIPENApaTOB JJIsl MEAULUHCKOIO IPUMEHEHUS );

4) mnpenocTaBiATh HENOCTOBEPHYIO M (MJIM) HENOJHYH0 MHGMOpMAalMI0 O JIEKapCTBEHHBIX
npenaparax i MEAUIMHCKOTO IPUMEHEHMS],

5) nocemars ux B paboyee BpeMs Ha pabO4YMX MeECTax, 3a UCKIIOUEHHEM CIy4aeB, CBA3AHHBIX C
IIPOBEJCHUEM KIMHUYECKUX UCCIIEI0BAaHUM JIEKAPCTBEHHBIX IIPENApPATOB JUIsl MEIULIMHCKOTO IPUMEHEHUS,
C ydyaCTHEM B IOpsJIKE, YCTAaHOBJIIEHHOM pPYKOBOJIUTENIEM MEAMLMHCKOW OpraHu3alMy, B COOpaHMSIX
MEIUIUHCKUX  PAaOOTHUKOB M  HWHBIX  MEPONPUATUSAX, HANpaBICHHBIX Ha  MOBBIINIEHHE  HX
npoeCCHOHATIBHOIO YPOBHS WJIM Ha NPEAOCTaBICHHE HH()OPMAIMM, CBA3aHHOW C OCYLIECTBICHHEM
MOHMTOpPHHTa 0€30I1aCHOCTH JIEKAPCTBEHHBIX IIPENApaToB;

6) noOyXaTh K BBINMCHIBAHUIO JIEKAPCTBEHHBIX MpENapaToB A MEJUIMHCKOTO NMPUMEHEHUs Ha
OsaHKax, cojepaluxXx HH(OPMAIMIO PEKIAMHOIO XapakTepa, a TakKe Ha PELENTYypHBbIX OJlaHKaX, Ha
KOTOPbIX 3apaHee HaleyaTaHO HaMMEHOBaHHE JIEKAPCTBEHHOro Ipenapara [Uii MEIULMHCKOIo
IPUMEHEHHUS.

2. Opranu3anuy, ykazaHHble B a03alie repBoM 4acTh | HacTOAIIEH CTaTbU, U UX NPEACTAaBUTENU B
OTHOIIEHHUH (hapMaeBTHUECKIX PAOOTHIUKOB U PYKOBOIMTEICH aNTeUHBIX OPraHu3aliii He BIpaBe:

1) BpydaTh HOJapKH, BBIIUIAYMBATH JCHEXKHBIE CPEJICTBA, B TOM YHCIE OIUIAYMBATh Pa3BICUCHHUS,
OTIBIX, IMpOE3J K MECTy OTAblXa, W IMPHUBIEKATh K YYAacTUIO B PAa3BJIEKATENIbHbIX MEPONPUSITHUSIX,
IPOBOJUMBIX 33 CUET CBOUX CPE/CTB;

2) mpenocTaBiATh 00pa3lbl JEKAPCTBEHHBIX IMPETapaToB Ui MEIUIMHCKOTO NPUMEHEHUS IS
BPYUYEHHS HACEIICHMUIO;

3) 3akaouyaTh COIVIALICHHMS O MPEUIOKEHUU HACEIICHUIO OIPEIENCHHBIX JIEKapCTBEHHBIX
IIPENapaToB sl MEJULIUHCKOTO IIPUMEHEHMS;

4) npenocTaBiATh HEJOCTOBEPHYIO M (WJIM) HENOJHYH0 HMHQOPMALUI0 O JIEKAPCTBEHHBIX
npenaparax Uil MEIULIUHCKOTO IPHMEHEHHUs, B TOM YHCIIE MMEKOIIHUX OJMHAKOBOE MEKIYHAapOJHOE
HENaTeHTOBaHHOE HaUMEHOBAHHUE.

TAPAHT:

CMm. koMMeHTapuH K cTaTthe 67.1 HacTosmero deaepaabHOro 3aK0Ha

Crarbsn 67.2. TpeOoBaHMs K OpraHu3allMd M MPOBEIECHUIO HAyYHBIX MEPONPUATHHA, HHBIX
MEPONpPUITUI, HANpaBICHHbBIX HA  MOBBILIEHHME MNPO(ECCHOHATBLHOTO  YPOBHS
MEIUIUHCKMX paOOTHUKOB WJIM Ha NpPeJOoCTaBleHHe HH(OpMaIUM, CBSI3aHHON C
OCYIIIECTBJIEHUEM MOHUTOPUHTA 0€30aCHOCTH JIEKAPCTBEHHBIX MPENapaToB

1. Ilpu npoBeneHNN Hay4YHBIX MEPONPUATHN, HHBIX MEPONPUATUH, HAIIPABJICHHBIX HA MOBBIIICHNE
MpoECCHOHAIBHOTO YPOBHS MEIUIIMHCKUX pAaOOTHUKOB WJIM Ha TPEAOCTABICHUE CBS3aHHOW C
OCYILECTBIIEHEM MOHUTOPUHTA O€30MaCHOCTH JIEKApCTBEHHBIX MPENapaToB HH(OPMAIH, OPraHU3yeMbIX
OpraHM3alusaIMH, yKazaHHBIMU B a03aiie nepom yactu | craten 67.1 Hactosimero denepaibHOro 3aKOHa,
UX MPEJCTABUTENAMU U (W) GUHAHCUPYEMBIX 3a CUET CPEICTB STHUX OPraHU3aUI U UX MpeJICTaBUTENEH,
3anpeuacTCd MPENATCTBOBATH YYACTHIO B YKA3aHHBIX MCPOIPUATHUAX HWHBIX opraﬁmaunﬁ, KOTOPBIC
IPOU3BOJAT WIHM PEANTMU3YIOT JIEKAPCTBEHHBIE INpEnapaTsl I MEOUIMHCKOTO MPUMEHEHUS CO CXO0XKHM
MEXaHU3MOM (hapMaKOJIOTHIECKOTO JEHCTBUS, TNOO CO3AaBaTh TUCKPUMHHAIIMOHHBIC YCIOBUS ISl OJTHUX
YYaCTHUKOB 10 CPaBHEHUIO C IPYTMMH Y4aCTHUKAMHM, & UMEHHO:

1) npeaocTaBIATh pa3IMdHOE KOJIMYECTBO BPEMEHH /ISl BBICTYIUIEHUH Y4aCTHUKOB, pa3IMYHbIC 110
pa3mepy 3aHMMaeMOW IUIOMIAJM MecTa JJs JAEMOHCTpAalUu OO0pa3loB JIEKAPCTBEHHBIX MpPENapaToB IS
MEIUIUHCKOrO0 MPUMEHEHMs] MM pEeKJIaMHBIX MAaTepHajJoB O JIEKAPCTBEHHBIX IpenapaTax s
MCIUIIUHCKOI'0 MPUMCHCHUS HA 3KCIO3UIHAX, CTCHAAX, 3a UCKIIOUCHHUCM CJIy4acB, CCJIIM TAKUC YCIIOBUA
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3aKpeIuIeHbl B COMJIALICHHUAX STHX OpPraHM3alldi, WX NpeAcTaBuTeNeil 0 (MHAHCHPOBAHMH YKa3aHHBIX
MEpONPHUATHIA U 00YCIIOBJIEHBI PA3JIMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OpraHU3aLHUIO;

2) ycTaHaBIMBATh pa3Mep B3HOCA JUIS YYACTHUKOB MEPOIPHUATHH, yKa3aHHBIX B a03ale mepBoM
HACTOALIEH 4acTH, MPEBBIIAIONINN CyMMY 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPONPUATHN U BEAYIIHN
K HEOOOCHOBAHHOMY OTPaHMUYCHHIO YHMCIIAa UX YIaCTHHKOB.

2. Opranuzanuu, yka3aHHbele B a0O3are rnepsoM udactu | crareu 67.1 Hactosmero denepaibHOTO
3aKOHA, WX TPEICTABUTEIH, OCYIIECTBISIONINE OPraHM3auuio U (Win) GUHAHCUPOBAHHE MEPONPHUSTHIA,
yKa3aHHbIX B 4acTH | HacTosIIEH CTaTbu, 00s3aHbl 00eCeuynBaTh JJOCTYIl K HH(POPMALIMU O J1aTe, MeCTe U
BPEMEHM IIPOBEJICHUS YKa3aHHBIX MEpONPUATUH, IUIaHAX, IporpaMMax IpPOBEACHUS YKa3aHHbIX
MEPONPUATHHA U TeMax, IJIAaHUPYEMbIX HJI1 PACCMOTPEHMS, COCTaBE UX YYaCTHHKOB IIyTE€M pa3MELICHUS
COOTBETCTBYIOIIEH MH(POPMALMU HAa CBOMX O(PHUIMANBHBIX caiiTax B cetd "MHTepHeT" HE Mmo3aHEE IBYX
MECSLEB /10 Hayaja IIPOBENCHUS yKa3aHHBIX MEPOIPUATHH.

3. Uadopmanust 0 mpoBeIeHUH MEPONPUATHI, YKa3aHHBIX B 4acTh | HACTOSIIEH CTAaThH, B CPOK,
YCTAQHOBJICHHBII 4YacTblO0 2 HAcTOsILEH CTaTbu, JOJDKHA ObITh HampaBiieHa B (pefepalibHbl OpraH
UCTIOJIHUTEIIHOW ~ BJIACTH, OCYHICCTBISIOIIMKA (QYHKIMM TIO KOHTPONIO M HAm30py B  cdepe
3/IpaBOOXPAHEHMs, Ul MOCIEAYIOIEro pa3MelleHus ee Ha O(UUIUaJIbHOM CalTe 3TOro OpraHa B CeTH
"UnTepuer".

TAPAHT:

CwMm. KOMMCHTApUH K CTAThC 67.2 HaCTOAIICTO (DellepaﬂbHOFO 3aKOHa

I'naBa 15. OTBeTCTBEHHOCTH 32 HApPYLIeHUe 3aKoHoAaTeIbcTBa Poccuiickoii ®@exepanum npu
o0paleHnN JeKapCTBEHHBIX CPEeICTB M BO3MELIECHHE Bpela, IPUYNHEHHOI0 310POBbI0 IPAKIaH
BCJICACTBHE PUMEHEHH JIEKAPCTBEHHBIX NPenaparoB

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ cmamuvio 68 nacmosweco Dedepanrvhozo
3aKOHA 8HeCceHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 urona 20135 a.

Cm. mexcm cmamwvu 8 npedbloyuell pedaKyuu
Crarbsi 68. OTBETCTBEHHOCTh 3a HapylIeHHE 3aKoHoAaTenbcTBa Poccuiickoit denepanuu npu
oOpallieHUH JIeKapCTBEHHBIX CPEICTB
1. Hapymenne 3akonomatensctBa Poccuiickoii ®Dexnepaiuu mpu oOpallleHuu JIeKapCTBEHHBIX
CpPEeICTB BIIeYeT 3a COOON OTBETCTBEHHOCTh B COOTBETCTBMU C 3aKOHOAATENbCTBOM Poccuiickoii
®denepauuu.

Wudopmanust 00 U3MEHEHUIX:
Yacmy 2 usmenena c 15 uonsa 2018 2. - Dedepanvruiii 3akon om 4 uions 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio
2. 3a HempeAcTaBIeHUE WM HECBOEBPEMEHHOE INpe/icTaBiIeHe HHPOpMaluu U (W) T0KYMEHTOB
100 Mpe/ICTaBICHHE HEJOCTOBEPHBIX MHPOPMAIUU U (W) JTOKYMEHTOB, MPEIyCMOTPEHHBIX HACTOSIIIUM
®denepanbHBIM 3aKOHOM, CYOBEKTHI OOpallieHus JIEKApCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTh B
COOTBETCTBHUU C 3aKOHOJATeNbCTBOM Poccuiickon denepannu.
T'APAHT:

CMm. koMMeHTapuH K cTathe 68 HacTosmero denepanbHOro 3aK0Ha

Crarba 69. Bo3menienue Bpena, NPUYMHEHHOTO 3J0POBbIO0 TPAXKJAH BCIEICTBUE MPUMEHEHUS
JIEKapCTBEHHBIX MPEMapaToB
1. [TponsBoauTeENb JEKaPCTBEHHOTO Tpernapara 00s3aH BOSMECTUTD Bpel, TPUUNHEHHBIN 3I0POBBIO
rpakJiaH BCIEACTBUE MIPUMEHEHHUS JIEKApCTBEHHOI O Mpernapara, €clid JOKa3aHo, 4To:
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1) nexapcTBEHHBIN mpenapar NPUMEHSUICS 110 Ha3HAYEHMIO B COOTBETCTBUHM C MHCTPYKLHUEH MO
INPUMEHEHHUIO JIEKApCTBEHHOrO Nperapara ¥ NPUYUMHOW Bpelda SBHWICS BBOJ B TPa)KIaHCKU 000pOT
HEZ00pOKaYeCTBEHHOIO JIEKapCTBEHHOT'O TIperapara;

2) Bpen 3I0pOBbIO MPHUYMHEH BCIEICTBUE HEIOCTOBEPHOW HH(pOpMAIMU, cojepKallencs B
MHCTPYKLMHU 10 IPUMEHEHUIO JIEKAPCTBEHHOI'O IpernapaTa, U3JaHHOW MPOU3BOJUTENEM JIEKAPCTBEHHOTO
npernapara.

Wndopmarius 06 H3MEHEHUSX:

DedepanvHvim 3akoHom om 25 nosaopsa 2013 2. N 317-@3 6 uwacms 2 cmamvu 69 nHacmosweco
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

2. B ciyyae, ecnu Bpea 30pOBbIO IpaXKAaH MPUUMHEH BCJICACTBUE MPUMEHEHHS JIEKAPCTBEHHOIO
npernapara, IPUIICIIIEr0 B HErOJAHOCTh B pE3yJIbTaTe HAapyIICHHWS NpPaBUJI XPAaHEHHS JIEKAPCTBEHHBIX
CPEICTB, MPaBUI ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMHU IperapaTamu, MPaBUJI OTIYCKa JIEKaPCTBEHHBIX
IpenapaToB, TMPABWJI M3TOTOBJICHHUS M OTIYCKAa JIEKAPCTBEHHBIX IPEMapaToB, BO3MEIIEHHE Bpena
OCYIIIECTBIISIETCS COOTBETCTBEHHO OpraHM3allleil ONTOBOM TOPTOBJIHM JIEKAPCTBEHHBIMU CpEICTBAMH,
anTeYHOH OpraHu3alyeld, WHIWBUAYAIBHBIM NOpPEANpPUHUMATEICM, HWMCIOIIUMH  JIMICH3UIO Ha
dbapMaleBTUYECKYIO JEATEIbHOCTh WIHM JIMIEH3UI0 HAa MEAUIMHCKYIO JESTENbHOCTh, MEIUIIMHCKOM
OpraHu3aiiei, HMEINEeH JHIEeH3UI0 Ha (apMaleBTUYECKYIO JeSTeNbHOCTh (€€ 000CO0IeHHBIM
nonpaszaenenueM (amOymnaropueid, dempAmepckuM U (HeabAlIepCKO-aKyIIepCKUM MYHKTaMHU, LEHTPOM
(oTnenenuem) obmiel BpayeOHON (CeMeMHOM) NPaKTHKH), PACHOJIOKEHHBIM B CEJIbCKOM HACEJIECHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET alTeYHasi OpraHu3anus), JOMYCTUBIIMMHU MPOJAXy WIH OTHYCK TaKOTO
JIEKapCTBEHHOTO TIperapara.

3. BosmemieHwe Bpena, NPUYMHEHHOTO 3[0POBBIO TpaxJaH BCIEACTBUE IPUMEHEHHUs
JIEKapCTBEHHBIX NpPENapaToB WM COBEPIIEHHS IPOTHUBOIPABHBIX ACUCTBHI CyOBhekTamu oOparieHus
JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBISETCS B COOTBETCTBUH C 3aKOHOJaTelbcTBOM  Poccuiickoit
denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 69 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

I'maBa 16. 3akia0uuTe/IbHbIE MOJ0KEHUS

Cratbs 70. O npu3HaHUU YTPATUBIIMMHU CUJTYy OTACIBHBIX 3aKOHOAATEIIbHBIX aKTOB (ITOJIOKEHHI

3aKOHOJATENBHBIX aKTOB) Poccuiickoit deneparumn

[Ipu3HaTh yTpaTHUBIIUMU CHITY:

1) ®enepanbubiii 3akon oT 22 wutoHa 1998 roma N 86-®3 "O nexapcTBEHHBIX cpeacTBax'
(Cobpanue 3akoHomarenscTBa Poccuiickoit @enepammu, 1998, N 26, ct. 3006);

2) ®enepanbubiil 3akoH oT 2 ssHBapst 2000 roga N 5-O3 "O BHeceHMHN U3MEHEHUS U JOMOJIHEHUH B
Oenepanbubiii 3akoH "O sekapcTBeHHbIX cpezacTBax” (CoOpanue 3akoHonarenbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crarbio 40 @enepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-®3 "O BHeceHNH U3MEHEHUH U
JIONIOJTHEHW B HEKOTOPBIE 3aKOHOJATeNIbHble akThl Poccuiickoin denepani B CBSI3U C MPUHITHEM
QenepanbHoro 3akoHa "O  JTUIIEH3UPOBAaHWU  OTAENBHBIX BHIOB jestensHocTH'  (CoOpaHue
3akoHozarenscTBa Poccuiickoit @enepanuu, 2003, N 2, cT. 167);

4) crareio 31 denepanbHoro 3akoHa ot 30 utona 2003 roga N 86-D3 "O BHeceHMU U3MEHEHUN U
JIONIOJTHEHNW B HEKOTOpBIE 3aKOHOJATeNbHbIE akThl Poccuiickoil denepanniv, NpU3HAHUM YTPATUBIIMMU
CUJly OTHEIbHBIX 3aKOHOAATENbHBIX akTOB Poccuiickoii denepauuu, NOpeNOCTABIECHUUA OTAEIbHBIX
rapaHTUil COTpyJHUKAaM OpraHOB BHYTPEHHMX JI€JI, OPIaHOB MO KOHTPOJIIO 32 000POTOM HApPKOTUYECKUX
CPEJICTB U TICUXOTPOIHBIX BEIIECTB U YIPa3IHIEMbIX (DeepaTbHBIX OPraHOB HATOTOBOM MOJUIUH B CBSI3H
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C OCYILIECTBIEHMEM MEp II0 COBEPILICHCTBOBAaHMIO rocyaapcTBeHHoro ympasieHus" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateto 101 PenepanbHoro 3akoHa ot 22 asrycra 2004 roma N 122-®@3 "O BHeceHuu
U3MEHEHUH B 3aKoHOJaTelbHbIE akThl Poccuiickoii ®exepani W MNPU3HAHUU YTPATUBIIMMH CHILY
HEKOTOPBIX 3aKOHOJATEeNbHBIX akTOB Poccuiickoit Penepauuu B CBA3M C MPHHATHEM (hereparbHBIX
3ak0oHOB "O BHECEHMM HW3MEHEHWH W nonoyiHeHMi B DenepanbHplii 3akoH "OO 00mMMX NPHHIMIIAX
OpraHu3aly 3aKOHOJATEIbHBIX (TIPEICTABUTENIbHBIX) W HMCIOJHUTEIBHBIX OPraHOB TOCYAapCTBEHHOM
BlacTu cyoObekToB Poccuiickoit ®eneparuu” u "OO oO0mMX NpUHIUIAX OpPraHU3aIllMd MECTHOTO
camoynpasnenusi B Poccuiickoit @enepanun" (Cobpanue 3akoHomarenscTBa Poccuiickoit deneparuw,
2004, N 35, ct. 3607);

6) crarsio 28 @enepanpHoro 3akoHa ot 18 nexadbps 2006 rona N 231-®3 "O BBeeHUU B A€HCTBHE
yacTu derBeprod I'paxkmanckoro komaekca Poccuiickoii ®enepanmu" (CoOpaHume 3aKOHOAATEIIBCTBA
Poccuiickoit denepanuu, 2006, N 52, ct. 5497).

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 70 HacTOSIICTO q)ez[epanLHoro 3aKOHa

Cratses 71. Berymienue B cuity HacTosiero ®enepanbHOro 3aKoHa

1. Hactosaumit denepanbHeblii 3aK0oH BeTynaer B cuity ¢ 1 centsiops 2010 roga.

2. JlekapcTBEHHBIE CpPEICTBA, 3apETMCTPHPOBAHHBIC 1O JHS BCTYIUICHHS B CHIIy HACTOSILETO
denepanbHOTO 3aKOHA, MOJIEKAT BKIIOYEHHIO B TOCYIAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHBIX B 4actu | crateu 33 Hacrosimero demepalbHOT0 3aKOHA CBEIACHUI 00 3THX
JICKapCTBEHHBIX CpEACTBaX 0€3 TPOXOXKACHUS BHOBb NPOIEIYypPHl TOCYAAPCTBEHHOW pPETHUCTPAIUU
JIeKapCTBEHHBIX IpenapaToB.

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 11 oxmsabps 20102. N 271-D3 6 uacmv 3 cmamou 71 nacmosuezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm wacmu 6 npedvioyuell pedaxyuu
3. I'ocynapcTBeHHas perucTpalus JeKapCTBEHHBIX MPENapaToB, 32 UCKIIOUYEHUEM JIEKapCTBEHHBIX
NpenaparoB JUisi MEAMIIMHCKOIO MPUMEHEHUs, NMPEICTAaBICHHBIX HAa YKa3aHHYIO PETUCTPAIUI0 1O JHS
BCTYIUJIEHUS B cHily Hactosiiero denepaibHOro 3aK0Ha, OCYIIECTBIISETCS B COOTBETCTBUU C HACTOSIIUM
®denepanbHBIM 3aKOHOM Ha OCHOBAaHMM JOKYMEHTOB M JAHHBIX, MPEICTABJICHHBIX 0 AHS BCTYIUICHUS B
cuity Hacrosiero deaepaabHOro 3aKOHA.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrovim 3axonom om 29 nosopsa 2010e. N 313-P3 yacme 3.1 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIONCEHA 8 HOBOU pedaKyuu, ecmynarowel 8 CUly co OHA OQUYUATLHO2O0
onybnukoeanus HaseanHo2o DedepanvbHo20 3aKOHA U PACNPOCMPAHAIOWENUCS HA NPABOOMHOUIEHUS,
sozHuxuue ¢ 1 cenmsaopsa 2010 e.

Cm. mexcm uacmu 6 npedvloywetl pedaKyuu

3.1. 'ocynapcTBeHHas perucTpanus JeKapCTBEHHBIX TPenapaToB sl MEIUIIMHCKOTO TPUMEHEHUS,
NPEJCTAaBICHHBIX Ha TOCYJapCTBEHHYIO pErMCTpalldi0 10 JHA BCTYIUIGHHS B CHIy HACTOSILIEro
denepantbHOTO 3aKOHA, U TOCYIAPCTBEHHASI PETUCTPAIIHS JIEKAPCTBEHHBIX MPETapaToB ISl MEIUIIMHCKOTO
NPUMEHEHHS, TPEACTABICHHBIX Ha SKCHEPTU3Y JEKApCTBEHHBIX CPEIACTB JIO THS BCTYIUICHUS B CHITY
Hacrosimero @enepanbHOrO 3aKkOoHAa B IENAX WX MOCIEAYIOMIEH TOCYZapCTBEHHOW pETUCTPAIIHH,
OCYILECTBIISIIOTCS Ha OCHOBAHUU JIOKYMEHTOB M JAaHHBIX, MPEJICTABICHHBIX 10 JHSA BCTYIUICHHUS B CHITY
HacTosmiero @enepalibHOTO 3aKOHA, a TaKXKe 3asdBICHHs] O TOCYJAapCTBEHHOW perucTpalnuu
JIEKapCTBEHHOTO IIperapara, IPeICTaBIEHHOI0 MPOU3BOIUTENEM JICKApCTBEHHBIX MPENapaToB WIH
YIIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUH ¢ HacToAmmM deaepanbHbIM 3aKOHOM B YITOJIHOMOYEHHBIN
denepanbHBIl OpraH uUcmonHUTENbHOW Bracth A0 1 wmapta 2011 roma, Oe3 TpeGoBaHWS yIIATHI
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rOCYIapCTBEHHOW MOUUIMHBI, PETYCMOTPEHHOM 3aKOHO1aTelIbcTBOM Poccuiickon denepanuu 0 Hajlorax
U cOopax.

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3axonom om 29 mosopsa 20102 N 313-D3 yacme 3.2 cmamwvu 71 nacmosiweco
DedepanvHoco 3aKOHA U3NONCEHA 8 HOBOU peoaKyuu, Cmynarowel 8 culy co OHSA OQUUUATLHO2O
onyonuko8anust HazeanHo2o PDedepanvbHo2o 3aKOHA U PACHPOCMPAHIOWENCS HA NPABOOMHOUEHUS],
gozHuxuue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

3.2. IloarBepkaeHrne TrOCYJapCTBEHHOM PErHCTPAllMHd JIEKAPCTBEHHBIX IpenaparoB AJis
MEJIUIIMHCKOTO MPUMEHEHHUs], MPEACTABICHHBIX JJIs MOATBEPXKICHUS TOCYAApCTBEHHOM PErucTpaluu 10
JHS BCTYIUIEHWsS B CUJly HacTtosimero ®enepaJbHOro0 3aKOHA, M MOATBEPKACHUE TOCYAapCTBEHHOM
perucTpaly JIEKQpCTBEHHBIX MPENapaTroB JUisi MEAMIIMHCKOTO TPUMEHEHHUs, MPEACTABICHHBIX Ha
3KCHEPTU3Y JEKAPCTBEHHBIX CPEACTB /10 JHS BCTYIUIEHUS B CHILy Hactosuero denepaqbHOro 3aKoHa B
HEeISX TOCIEIYIONIETO TOATBEPKACHUSI WX TOCYAapCTBEHHOM pETUCTpalldd, OCYIIECTBISIOTCS Ha
OCHOBaHUHU JIOKYMEHTOB W JAaHHBIX, IPEICTABICHHBIX 1O [JHSA BCTYIUIEHHS B CHIIy HACTOSILErO
®denepanbHOTO 3aKOHA, a TaKkKe 3asiBJICHUS O TOATBEPXKICHUU TOCYAAPCTBEHHOW PErHCTpalluu
JIEKApCTBEHHOI'0 MperapaTra, IPeICTaBICHHOIO IPOU3BOJUTEIEM JIEKaPCTBEHHBIX IMIPENapaToB WU
YIOJIHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHH C HAacTOSIINM DenepaibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIHN
denepanbHbl OpraH UCHOJIHUTENbHOW Biacth 10 1 wmaprta 2011 roma, 6e3 TpeOoBaHUS YILIATHI
rOCYIapCTBEHHOW MOUUIMHBI, MPEYCMOTPEHHOM 3aKOHO1aTelIbcTBOM Poccuiickoi denepanuu 0 Hajlorax
U cOopax.

Undopmarust 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 29 nosops 20102. N 313-@3 uwacme 3.3 cmamovu 71 nacmosuezo
DedepanvHo2o 3aKOHA U3N0JHCEHA 6 HOB0U pedaxkyuu, SCmynarmowel 8 Culy co OHA OQUYUATbHO2O
onyonuKo8arus HAa38anHo20 PedepanbHo2o 3aKOHA U PACNPOCMPAHIOWENCS HA NPaB0OMHOULEHUS,
sosHuxwue ¢ 1 cenmsaops 2010 a.

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu
3.3. IlpunsTHe pemieHus O BHECEHWH W3MEHEHUW B JOKYMEHTHI, COJACpIKalluecs B

PETMCTPAlMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Al MEIULUHCKOTrOo
MPUMEHEHUST M TPEACTABICHHBIE OO AHSA BCTYIUIEHUS B CUJIy HacTosiuero denaepajibHOrO 3aKoHa, U
MPUHATUE PELIEHUsI O BHECEHUU U3MEHEHHUM B JOKYMEHTHI, COACPKAIIUECS B PETUCTPALIMOHHOM JIOChE HA
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemnapar sk MEIUIIMHCKOTO TPUMEHEHHS U TPE/ICTaBIIEHHbIE HA
SKCHEPTU3Y JIEKAPCTBEHHBIX CPEJICTB A0 JHS BCTYIUIEHHS B CHIIy Hacrodilero denepaibHOro 3aKOHa,
OCYILIECTBJISIFOTCA Ha OCHOBAaHWU JOKYMEHTOB M JAHHBIX, MPEICTABICHHBIX 10 AHSA BCTYIUICHHS B CUIY
HacTosimero denepaqbHOrO0 3aKOHA, a TaKXKe 3asBICHUS O BHECEHMM HW3MEHEHHH B JOKYMEHTHI,
cojepXxalirecss B PETUCTPALlMOHHOM JOChE€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npemnapar s
MEJIUIIMHCKOTO TPUMEHEHHS, MPEACTaBIECHHOIO MPOU3BOJUTEIEM JIEKAPCTBEHHBIX MpenapaToB WIH
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HAacTOSIIMM DenepabHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
denepanbHbIl OpraH HUCHOJIHUTENbHOM Biactu 10 | wmapra 2011 roma, 6e3 TpeOoBaHUS YIUIAThI
TrOCYIapCTBEHHOW MOUUIMHBI, MPETYCMOTPEHHOM 3aKOHO1aTebecTBOM Poccuiickon denepanuu 0 Hajlorax
u cOopax.

Wndopmarys 06 M3MEHEHHSX:

DedepanvHvim 3akoHom om 29 nosops 20102 N 313-@3 uwacme 3.4 cmamovu 71 Hacmosweeo

DedepanbH020 3aKOHA U3NIONHCEHA 6 HOBOU peodaKyuu, Cmynarowel 8 CUumry co OHA OQUUUATTLHO20

onyoauKkoganus HazeéanHozo PDedepanbHo20 3aKOHA U PACHAPOCMPAHAIOWENCS HA NPABOOMHOUIEHUS,
sosnuxwue ¢ 1 cenmsaops 2010 e.

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu
3.4. Bblmaua paspelieHuil Ha MPOBEACHUE KIMHUYECKUX MCCIEIOBAaHUM JIEKAPCTBEHHBIX
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npenaparoB Ajid MCAUIUMHCKOIO0 IMPUMCHCHUA IO 3adABJIICHHUAM, IIOAAHHBIM OO0 AHA BCTYIUICHUA B CUITY
Hacrosiiiero deepansbHOrO 3aKOHA, a TAKXKE MO 3asABJICHUSIM, MOJAaHHBIM OCIIE JHSA BCTYIUICHUS B CHITY
Hacrosuero denepanbHOrO 3aKOHa HA OCHOBAHUHU JKCIIEPTU3, IPOBEICHHBIX 10 JHS BCTYILICHUS B CHILY
Hacrosiiero denepasbHOrO 3aKOHA, OCYIIECTBISACTCS B COOTBETCTBUH C HactosinuMm DeaepaabHbIM
3aKOHOM Ha OCHOBAHHU NOKYMCHTOB U JAHHBIX, IPCACTABICHHBIX HWJIN ITOJYUCHHBIX OO0 JHS BCTYILJICHUA B
cuity Hactosiero denepanibHOrO 3aKOHA, a TAK)KEe Ha OCHOBAHHM KOIMHUH IPEIBAPUTEILHOTO JOTOBOpa
00s13aTeIBLHOTO CTpaxOBaHHA KU3HHU, 300POBbS MAIUCHTOB, YHACTBYIOIINX B KIIMHUYCCKOM HCCICAOBAHNU
JIEKapCTBEHHOTO Mperapara Uis MEIUIIMHCKOrO MPUMEHEHHWS, WM KOIHH JOTOBOpa 00s3aTesIbHOrO
CTpaxoOBaHUA KH3HU, 300POBbs IIaITMCHTOB, Y4aCTBYIOIIUX B KIIMHNYCECKOM HUCCIICA0BaHUU
JIEKapCTBEHHOTO TMperapaTa il MEIUIIMHCKOrO MPUMEHEHHs, JIMOO MPEICTaBICHHONH KOMUHU JI0r0OBOpa
00s13aTeIBLHOTO CTpaxoBaHUd, 3aKJIOYCHHOI'O B COOTBCTCTBUH C TUIIOBBIMHU ITPpaBUJIAMU O65133TGHBHOFO
CTpaxOBaHHsl, C YKa3aHHEM IMPEICIbHON YHCICHHOCTH MAIMEHTOB, YYacTBYIOUIMX B KIWMHHYECKOM
UCCJICIOBAaHUH JICKAPCTBEHHOI'O Iperapara JUisi MEIUIIMHCKOIO MPUMEHCHHs, 0e3 TpeOOBaHUS YILIAThI
rOCY/IapCTBEHHOM MOIUTHHBI, IPEAYCMOTPEHHOMN 3aK0HO1aTesibcTBOM Poccuiickoit deaepaliuu 0 Haorax
u coopax.

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 11 oxkmsaops 2010 2. N 271-D3 cmamovs 71 nacmoswezo Dedepanvriozo
3aKOHA 0ONOIHEHA Yacmoio 3.5
3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BaJIOTE JO JAHS BCTYIUICHUS B CHJIY HACTOSIIIETO
@DenepallbHOTO 3aKOHA MPEIeIbHbIE OTIYCKHBIC IEHBI MHOCTPAHHBIX MMPOU3BOIUTENEH HA JIEKapCTBEHHBIE
npenaparbl, BKJIIOYEHHBIE B TEPEUCHb JKM3HEHHO HEOOXOIUMBIX M BAKHEWIIHX JIEKAPCTBEHHBIX
IpenapaToB, MOAJNEXKAT nepecueTy B pyonu no kypcy Llentpanbaoro 6anka Poccuiickoit denepanuu Ha
naty, ycraHoBieHHyw I[IpaButensctBoM Poccuiickoit ®enepamuu, 0€3 NpenCTaBICHUS 3asBICHUS O
nepecyere LEHbl ¢ BHECEHHEM COOTBETCTBYIOLIMX M3MEHEHUW B TOCYAAPCTBEHHBIA PEEeCTp MpenelbHbIX
OTMYCKHBIX II€H MPOU3BOJUTENECH Ha JIEKApCTBEHHBIE Mpernaparhl, BKIIOUYEHHBIE B MEPEUEHb KU3HEHHO
HEOOXOUMBIX M BaKHEHIIIHNX JIEKAPCTBEHHBIX MPErapaToB.

Undhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 11 okmsabopsa 2010 2. N 271-D3 cmamos 71 nacmoswezo Dedepanvrozo
3aKona dononnena yacmoio 3.6
3.6. 3apeructpupoBaHHBIE JO JAHS BCTYIUIEHHsS B cuily HacTosmero deneparbHOro 3aKoHa
MpeAebHbIe OTIYCKHBIE II€Hbl POCCHUHCKHX TMPOMU3BOAUTENICH Ha JIEKAPCTBEHHBIE TMperaparsl,
BKIIIOUEHHBIE B TIEPEUCHb JKU3HEHHO HEOOXOAMMBIX W BaXXHEHIIWX JEKapCTBEHHBIX IPEMapaToB,
nojiexxar uHiaekcauuu ¢ 1 Hos6ps 2010 roma ucxoas M3 NPOTHO3UPYEMOTO YpPOBHS HHGOIALUWU,
yctaHoBiIeHHOTo DenepanbHbiM 3akoHOM OT 2 nekadps 2009 roga N 308-D3 "O denepansHoM OromKere
Ha 2010 rox u Ha ianoBeid iepuox 2011 u 2012 ronos" Ha 2011 roa.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 6 Oexabps 2011 2. N 409-D3 6 uacms 3.7 cmamwvu 71 Hacmoswe2o
DedepanbH020 3aKOHA BHECEeHbl USMEHeHUs, GCmynaowue 8 CUILY No UCHeYeHUuU mpuoyamu OHell nocie
OHAL 0huUYUATILHO2O ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu

3.7. Ilocne 1 mapra 2011 roga He gomyckaroTcs MPOU3BOACTBO U BBO3 B Poccuiickyro ®eneparuio
JIEKapCTBEHHBIX MPENapaToB B YIAKOBKaX ¢ MAPKUPOBKOM, KOTOpasi ObUIa HAHECEHA JI0 JHSI BCTYIUJICHUS B
cuity Hacrosimero ®enepanbHoro 3akoHa. Ilo mcTeueHum yka3aHHOrO CpoKa JaHHBIE JIEKApCTBEHHBIE
npenapaTbl MOTYT OTITYCKaThCsl, PEaIM30BbIBATHCS, MIEPEAABATHCS U MPUMEHATHCS 1O UCTEUEHHS UX CpOKa
TOJTHOCTH.

4. Co gHs BCTymuieHUs B cuily Hacrosmero ®denepanbHoro 3akoHa v nmo 30 ampens 2011 roga
BKJIIOUUTENBHO JOITYCKAETCsl IPOBEAEHUE IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB AKCIEPTAMU IKCIEPTHOTO
YUPEXKJEHUS 1O TMPOXOKICHUS HUMH aTTeCTalldd B TMOPSJIKE, YCTAHOBJICHHOM YHOJHOMOYEHHBIM
¢denepaabHBIM OPraHOM HCIIOJIHUTENLHON BIIACTH.
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®denepanbublil 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpamieHnn JeKapcTBEeHHBIX cpencT” (¢ ...

5. Co mHs BCTyruieHus B cwily Hacrosimero ®exepanpHoro 3akoHa u mo 31 mekabps 2013 roma
BKJIIOUUTEJIBHO OCYIIECTBISICTCS MEPEXO0]l K MPOM3BOACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHH C
npaBUjIaMu OpPTaHM3allMU MPOU3BOJCTBA U KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIMH B
yactu | crateum 45 wHacrosmero denepaibHOro 3akoHa, B mHoidHOM oObeMe. Cpoku mepexoaa
MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB K HX IPOU3BOACTBY B COOTBETCTBUM C KOHKPETHBIMU
TpeOOBaHUSMU JAHHBIX NMPABUJI, BKJIIOYAsi CPOKU aTTECTAllMU YIIOJTHOMOUYEHHBIX JIUI], YKa3aHHBIX B 4aCTsIX
6 m 7 crateu 45 Hacrosuero ®enepanbHOro 3aKoHa, ycTaHaBnuBaroTcs IIpaBurenscrBoM Poccuiickoii
denepanyu.

6. JluneHsun Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX CPENCTB, BbIAaHHbIE 10 | stHBaps 2014 rona,
nenctBytoT nociie 1 guBaps 2014 roga 10 UCTEUEHUs] CPOKa UX JIEUCTBUSA MPHU YCIOBUM COOTBETCTBUS
JUIEH3UaTa MpaBuiiaM OpPTraHU3aldUd MPOU3BOJCTBA M KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX CPEICTB,
YKa3aHHBIM B uacTtu | ctathu 45 HacTosero @enepalbHOTO 3aKOHA.

Undopmarus 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 29 nosopsa 2010 2. N 313-@3 cmames 71 nacmosweco Dedepanvhozo
3aKOHA OONONIHEeHA Yacmvlo 7, 6Cmynaroueli 8 culy co OHsA 0QuyuarbHoO20 onyOIUKOBAHUS HA38AHHO2O
DedepanbHo20 3aKOHA

7. ®opMUpOBaHHE TOCYIAPCTBEHHOT'O 3a/JlaHMsl Ha MPOBEACHHE SKCIEPTU3BI JIEKAPCTBEHHBIX
cpencTB ¢eaepalbHOMy TOCYIAapCTBEHHOMY OIO/DKETHOMY YUPEXKIEHHUIO IO MPOBEACHUIO SKCIEPTHU3BI
JICKapPCTBEHHBIX CPEACTB M (PMHAHCOBOE OOCCIICUCHHUE BBIMOJHCHUS JTOTO 3aJaHUS OCYIISCTBIISIOTCS B
nopsiike, yctaHoBieHHOM DejepanbubiM 3akoHOM 0T 12 sHBaps 1996 rona N 7-®3 "O HekoMMepUecKux
opraHuzanusx".

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 71 HaCTOAIICTO (DCI[epaJ'IBHOFO 3aKOHa

IIpesunent Poccuiickoit ®enepanuun . Mensenes
Mocksa, Kpemiib

12 anpens 2010 .
N 61-®3
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