®enepanbHbii 3akoH oT 12 anpens 2010 r. N 61-D3
"O6 oOpalieHnH JEKapCTBEHHbIX CPEACTB"

C u3MeHeHHMSIMH U I0MIOJTHEHUSIMH OT:

27 uronst, 11 oktsa0ps, 29 Hosiopst 2010 r., 6 nexadbps 2011 r., 25 urons, 25 nexadps 2012 r., 2 uromst, 25 Hos0ps 2013
r., 12 mapta, 22 okTs0ps, 22 nekadbps 2014 r., 8 mapra, 29 utons, 13 urons, 14, 29 nexadpst 2015 r., 2 wroHs, 3 U0
2016 r., 29 uromns, 28 nexadbps 2017 r., 4 urons, 28 HOI0ps, 27 nexadps 2018 .

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

CM. KoMMeHTapuu K HacTosemMy DenepalbHOMY 3aKOHY

T'masa 1. O01Iue moso:KeHus

Cratss 1. [Ipenmer perynupoBanus Hactosiero denepaabHOro 3aKoHa

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akoHom om 6 Odexkaops 2011 2. N 409-@3 6 uyacmv [ cmamvu [ Hacmosweco
DedepanbHoco 3aKOHA 8HECEHbL USMEHEHUS], 6CMYNAIOWUe 8 CULY N0 UCMEYeHUU MPuoyamu OHell nocje
OHA ohuyuarbHo20 0NYOIUKOBAHUS HA36aHH020 DedepabHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. Hacrosamuii ®enepanbHblii 3aKOH pEryJupyeT OTHOIICHHS, BO3HHMKAKOIIUE B CBA3U C
oOparieHueM - pa3pabOTKOW, MOKIMHUYECKUMH HWCCICAOBAHUSAMU, KIMHUYECKUMHU HCCIICOBAHUIMU,
SKCHEPTU30M, TOCYJAAPCTBEHHOW perucrpanueid, co CTaHJapTH3alued M € KOHTPOJEM KadecTBa,
MPOU3BOACTBOM, U3rOTOBJICHUEM, XPAHEHUEM, IEPEBO3KOM, BBO30M B Pocculickyro denepaiiunio, BEIBO30M
u3 Poccuiickonn @enepaunu, pekIaMoM, OTIYCKOM, peanu3aluen, Iepenadeld, IMPUMEHEHUEM,
YHUYTOKEHHUEM JICKAPCTBEHHBIX CPE/ICTB.

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrvim sakonom om 25 uonsa 2012 2. N 93-D3 6 uacme 2 cmamou 1 nacmoswezo Pedepanvrozo
3aKOHA 8HEeCeHbl USMEHEHUs]

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. Hacrosmuii  @enepaibHblii  3aKOH  YCTaHaBIMBAE€T MPHOPUTET  TOCYIAPCTBEHHOIO
peryanpoBaHus 6€30M1aCHOCTH, KadecTBa M 3((EKTHBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPH UX OOpaIlCHUH.
TAPAHT:

CMm. koMmMeHTapuu K cTaTthe | Hacrosero deaepanbHOro 3aKOHA

Crarbs 2. Chepa npumenenus Hactosiero denepaibHOr0 3aKOHa
Hacrosmuit @enepanbHblil 3aKOH NMPUMEHSETCS] K OTHOILIEHHSIM, BO3HUKAIOIIUM IIPH 0OpalieH!H
JIEKapCTBEHHBIX CPEJICTB Ha Tepputopuu Poccuiickoit @enepannu.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaTbC 2 HaCTOAIICTO d)e;[epanbﬁoro 3aKOHa

Crartbs 3. 3aKk0HOIaTEHLCTBO 00 00paIeHNH JIEKAPCTBEHHBIX CPEICTB

1. 3akoHomarenbCTBO 00 OOpalleHUU JIEKAPCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIErO
®denepanbHOTO 3aKOHA, APYTUX (eaeparbHbIX 3aKOHOB M HWHBIX HOPMATHBHBIX IIPaBOBBIX aKTOB
Poccuiickoit @enepanuu.

Hndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 29 utons 2015 2. N 160-D3 cmamwvs 3 nacmosaweco PedepanbHo2o 3aKOHA
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oononnena uacmoio 1.1

1.1. 3akoHoaaTenbCTBO 00 OOpALIEHUH JEKAPCTBEHHBIX CPEACTB B OTHOIICHUU FOPUIUUYECKHUX JIUIL
U HMHIUBUAYAIbHBIX  IPEANPUHUMATENEH, OCYILECTBISIOUIMX  JAEATEIbHOCTh HAa  TEPPUTOPHUU
MEXIYHApOJAHOIO MEIULMHCKOrO KjacTepa, MPUMEHsIeTCS C YYeTOM OCOOEHHOCTEH, yCTaHOBJICHHBIX
@enepanbHbiM 3ak0HOM  "O  MEXIYHAPOIHOM MEIULIMHCKOM KJIACTEpe U BHECEHUMM WM3MEHEHHH B
OT/ACJIbHBIE 3aKOHOAaTeNbHbIE akThl Poccuiickoit denepanun’.

2. JeiictBue Hacrosimiero denepasbHOrO 3aKOHA  PAcHpOCTpaHsETCs Ha  oOpalleHue
HAapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB U ICHUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM
OCOOEHHOCTEH, YCTAHOBJIEHHBIX 3aKOHOJaTelbcTBOM Poccuiickoit ®exepanuu 0 HApKOTHUYECKUX
CPEICTBaX, ICUXOTPOIHBIX BEIIECTBAX M 00 UX MpPEeKypcopax.

3. HeiictBue Hacrosimero DeaepanbHOr0 3aKOHa PaCHpOCTpaHSETCS Ha  oOpalleHue
panrodapMalleBTUUECKUX  JICKAPCTBEHHBIX CPEJACTB C Y4YeTOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3aKoHOaTebcTBOM Poccuiickoit deaepanyu B obnactu odecneueHus paauaoHHON O€30MaCHOCTH.

4. Ecnu MexayHapoJHbIM J0roBopoM Poccuiickoin @enepanny yCTaHOBIICHBI HHBIE TIPABUIIA, YEM
T€, KOTOpble TMpeaycMoTpeHbl HacToAmuM DenepanbHbIM  3aKOHOM, IPUMEHSIOTCA  IpaBHiIa
MEXIYHAPOJAHOTO JI0rOBOpA.

5. B Poccniickoir denepanun B COOTBETCTBUU C MEXIYHAapOJIHBIMHU JAorosopamu Poccuiickoit
Qenepanii 1 (WIM) HAa OCHOBE MPHUHIIMIIA B3aMMHOCTH TPU3HAIOTCS PE3YJbTaThl KIMHUYECKUX
UCCJIEIOBAaHUM JIEKAPCTBEHHBIX INPENapaToB JUIsl MEAMLIHMHCKOIO IPUMEHEHMsI, IPOBEACHHBIX 3a
npeaenaMmu teppuropuun Poccuiickoit @enepanuu.

TAPAHT:

CM. KOMMEHTapuu K cTaThe 3 Hacrosiero deaepaibHOro 3aKOHa

Cratbs 4. OcHOBHBIE IOHATHS, UCTIOJIb3yeMbIE B HacTosleM deepaibHOM 3aKOHE

Jns neneit HacTosiero denepanbHOTO 3aKOHA UCTIONIB3YOTCS CIEYIOIUE OCHOBHBIE IOHATHS:

1) nexkapcTBeHHbIe CpeACTBAa - BEUIECTBA WJIM MX KOMOWHAIlMM, BCTYMAMOIIME B KOHTAaKT C
OpraHM3MOM YE€JIOBEKa WM >KMBOTHOIO, TMPOHMKAIOUIME B OpraHbl, TKAHM OpPraHHW3Ma 4eJIOBEKa WIH
KUBOTHOTO, IMpHUMEHseMble sl NPO(UIAKTUKH, JUATHOCTHKU (32 MCKIIOYEHHEM BEIECTB WU HX
KOMOUMHAIMH, HEe KOHTaKTHPYIOUIUX C OPraHU3MOM 4YellOBeKa WJIM JKUBOTHOTO), JIEYeHUs 3a00JIeBaHMUSA,
peabunuTanuu, s COXpaHEHHUs, MPEJOTBPAIICHNUs WIM IpepbhiBaHUsI OEPEeMEHHOCTH U MOJy4YEHHbIE U3
KpOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKAaHEW OpraHU3Ma 4YeJIOBEKa WM KUBOTHOTO, PACTCHUM, MUHEPAJIOB
METOJJaMH CHHTE3a WU C MPUMEHEHHEM OHOJOTMYecKHX TexHosorui. K jexkapcTBEHHBIM cpeacTBam
OTHOCATCS (hapMalleBTUYECKHE CyOCTaHIIMU U JIEKapCTBEHHbIE MIPENapaThl;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 oOexabpa 2014 2. N 429-®@3 nynkm 2 cmamou 4 Hacmoswe2o
DedepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowell ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxyuu

2) papmaneBTHUecKasi CyOCTAHIMSA - JEKAPCTBEHHOE CPEACTBO B BHUJIE OJHOIO MM HECKOJIBKUX
oOnanaromux (papMakoIOrnuecKoil akTUBHOCTBIO JEUCTBYIONINX BEIIECTB BHE 3aBUCUMOCTH OT MPUPOIbI
MPOUCXO0KICHMSI, KOTOPOE MPETHa3HAYECHO ISl TPOU3BOACTBA, U3TOTOBIICHUS JIEKAPCTBEHHBIX MPENapaToB
U orpenensieT ux 3p¢GeKTUBHOCTb;

3) BcnomorartedbHble BelIeCTBa - BEIIECTBA HEOPraHUYECKOTO WM  OPraHMYeCKOro
MPOUCXOXKICHUS, UCIIOJIb3yEeMbIE B MPOLIECCE MPOU3BOJCTBA, U3TOTOBJIEHHS JIEKAPCTBEHHBIX MpENapaToB
JUTS IPUAAHUS UM HEOOXOUMBIX (PM3UKO-XUMHUYECKUX CBOWCTB;

4) JexkapcTBeHHbIe Mpenapatbl - JIEKAPCTBEHHbIE CpPEACTBA B BHJIE JIEKAPCTBEHHBIX (POpM,
OpUMEHSeMbIE Il  NPO(HUIAKTUKH, JWArHOCTHUKU, JieueHus 3a0olieBaHUs, peadWIuUTaIlUM, s
COXpaHEHUs, TPEAOTBPAICHHUS UITH TIPEPhIBAaHUS OEPEMEHHOCTH;

5) n1exkapcTBeHHasi popMa - COCTOSTHHE JIEKapCTBEHHOTO Mpenapara, COOTBETCTBYIOIIee crioco0am
€ro BBEJICHUS U IPUMEHEHUS U 00ECIIeYNBAIOIIEE TOCTHKEHIUE HE00X0IUMOT0 JeueOHoro d(pdekra;
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Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 cmamvs 4 nacmosweco DedepanbHoco
3aKoHa oononnena nynkmom 5.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

5.1) no3upoBKa - COAEp)KaHUE OJIHOTO MJIM HECKOJbKUX JIEUCTBYIOIIUX BEIIECTB B
KOJIMYECTBEHHOM BBIPQXEHUM Ha €IWHUILY J03bl, WM €IWHUIly OO0beMa, WIM EAUHHILY MacChl B
COOTBETCTBUU C JIEKAPCTBEHHOU (HhOpMOI OO ISl HEKOTOPBIX BUIOB JIGKAPCTBEHHBIX (POPM KOJIHMYECTBO
BBICBOOOKJAEMOT0 U3 JIEKAPCTBEHHON (hOPMBI IEHCTBYIOIIETO BEUIECTBA 32 €IMHUILY BPEMEHH;

6) mepevyeHb 3KMU3HEHHO HEOOXOAMMBIX W BaKHEHIIMX JIEKAPCTBEHHBIX IMPeNnapaTroB -
exeroqHo yrBepxkaaembii IIpaBurenbctBoM Poccuiickoit ®epepaiuu  riepeyeHb  JIGKAPCTBEHHBIX
npernapaToB JUiss MEIUIIMHCKOTO TMPUMEHEHHS, OO0eCNeUYHBAOIINX TMPUOPUTETHBIE TOTPEOHOCTH
3/[paBOOXpPAHEHHS B LIENSAX NPOMUIAKTUKU U JIeYeHUs 3a00JeBaHUi, B TOM 4YHCIE Mpeo0iiaJaronmx B
CTpyKType 3aboneBaemoctu B Poccuiickoii denepanum;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 dexabps 2014 2. N 429-D3 cmamovs 4 nacmosweco DPedepanbHo2o
3aKOoHa 0ononHera nynkmom 6.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
6.1) opdannbie JiekapcTBeHHbIE MpenapaTrhbl - JEKAPCTBEHHBIE MperapaThl, MTPeIHa3HAYCHHBIC
UCKITIIOYUTENbHO JJS JUArHOCTHKU WM TAaTOT€HETHYECKOro JieYeHUs (JIeUeHUs, HAIpaBIIEHHOTO Ha
MeXaHU3M pa3BUTHS 3a00sieBaHMs ) peaKuX (oppaHHbIX) 3a00JI€BaHHMIA;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-D3 cmamvs 4 nacmosweco DedepanbHoco
3aKOHA 0onoHeHa nyHkmom 6.2, ecmynarowum 6 cuny ¢ 1 uons 2015 e.

6.2) OuosIorNUecKUe JeKapcTBeHHbIe Mpenaparhbl - JICKapCTBEHHBIC MPENapaThl, IEHCTBYIOIIEE
BEIIIECTBO KOTOPBIX MPOU3BEACHO WM BBIJACICHO M3 OWOJIOTMYECKOTO MCTOYHUKA W IS ONpEAeiIeHUs
CBOWCTB M Ka4eCTBa KOTOPBIX HEOOXOAMMA KOMOWHAITNS OMOJIOTHYECKUX U (PHU3UKO-XUMHUYECKUX METOJIOB.
K Ouonormyeckum JeKapCTBEHHBIM IIperapaTaM OTHOCSATCS HMMMYHOOHUOJIOTHYECKHUE JIeKapCTBEHHBIC
npenaparsl, JEKapCTBEHHBIE MpeTapaThl, MOJYYCHHBIE U3 KPOBH, TUIa3Mbl KPOBU YEJIOBEKA M >KUBOTHBIX
(32 HCKJIIOYEHHWEM  IEeNbHOM  KpPOBH), OHMOTEXHOJIOTMYECKHME  JIEKapCTBEHHBIC  IMpenaparsl,
T€HOTEPANEeBTUYECKHUE JICKAPCTBEHHBIE MPETapaThl;

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 o. N 429-d3 nynkm 7 cmamvu 4 Hacmosweco
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynaowell 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu

7) HMMMYHOOMOJOTHYECKHE JIEKAPCTBEHHBbIE MpenapaTbhl - JICKApCTBEHHBIC IpENaparhl,
npenHa3HayYeHHble Uit (OPMUPOBAHUS AKTHUBHOTO WIIM IMACCUBHOTO MMMYHHTETa JHOO AMArHOCTUKH
HAIAYUS ~ WUMMYHUTETa WM JUArHOCTHKU  CIENU(DUYECKOTO  MPUOOPETEHHOTO  HM3MCHEHHUS
MMMYHOJIOTHUECKOTO  OTBeTa Ha  ajuleprusupyionige BemectBa. K = UMMyHOOHOJIOTHYECKUM
JICKapCTBCHHBIM  TIpermapaTaM  OTHOCSTCS ~ BAaKIMHBI,  AHATOKCHHBI, = TOKCHHBI,  CBIBOPOTKH,
UMMYHOTTIOOYIIMHBI U aJJIepPTeHBI,

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-D3 cmamvs 4 nacmosweco DedepanbHoco
3aKoHa oononnena nynkmom 7.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

7.1) OMOTeXHOJIOTHMYECKHE JIeKAPCTBEHHbIE TMpenaparbl - JEKapCTBEHHbBIE MPENapaThl,
MIPOU3BOJICTBO KOTOPHIX OCYIIECTBIIICTCS C UCIIOJIb30BAHUEM OMOTEXHOJOTHYECKHX MTPOIIECCOB M METOIOB
(B8 Tom umncne JJTHK-pekoMOMHAHTHOW TEXHOJIOTUH, TEXHOJOTHU KOHTPOIUPYEMOU IKCIPECCHU TEHOB,
KOJMPYIOMIUX OHOJIOTHYECKH aKTHBHBIC OCIKM B TMPOKAPUOTaX W DYKAPUOTAX, BKIOYAs HM3MCHCHHBIC
KJIETKW MJIEKOITUTAIOIINX ), THOPUOMHOTO METOJIa U METO0/1a MOHOKJIOHANILHBIX aHTUTET;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akoHom om 22 odexkabps 2014 2. N 429-D3 cmamvs 4 nacmosaweco DedepanbHoco
3aKOHA 00noIHeHa nyHkmom 7.2, ecmynarouum 6 cuny ¢ 1 urons 2015 e.
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7.2) reHoTepanmeBTHYeCKHE JIeKAPCTBEHHbIe IMpenaparbl - JEKapCTBEHHbIE IMPEMaparhl,
dapmarieBTUUYECKass CYOCTaHIMSI KOTOPBIX SIBISIETCS PEKOMOMHAHTHOW HYKJIEMHOBOW KHCJIOTOM WM
BKIIIOYaeT B ce0f pPEKOMOWMHAHTHYIO HYKIECHHOBYIO KHCJIOTY, TIO3BOJISIONIYIO  OCYIIECTBIISTH
perylivpoBaHue, perapaluio, 3aMeHy, 100aBJIeHre WIH yaJeHHe FTeHeTUYECKO MOCIeI0BaTeIbHOCTH;

8) HapKOTH4YecKHe JIeKAPCTBEHHbIe CpeACTBAa -  JIGKAPCTBEHHBbIE  Ipemnaparbl U
dapmalieBTUYECKHE CYOCTaHIIMM, COJEpKallle HapKOTHUYECKHUE CPEICTBAa M BKIIOYEHHbIEe B [lepeuenn
HApPKOTUYECKUX CPEJCTB, TCUXOTPOMHBIX BEHIECTB M HMX HPEKYpCOPOB, MOJICKAUIUX KOHTPOIIO B
Poccuiickoit  ®enepaunu, B COOTBETCTBUM C 3aKOHOJaTeabCcTBOM  Poccuiickoit  ®dexpepaiuu,
MEXIAYHApOAHBIMA JoroBopamu Pocculickorr ®enepanuu, B TOM uucine EauHONM KOHBEHLMEH O
HapKOTHYeCKHX cpeactBax 1961 roaa;

9) NCUXOTPONHBIE JIEKAPCTBEHHBIE CPEACTBA - ICKAPCTBCHHBIE MPEnapaThl u (papMareBTHICCKIE
cyOCTaHIIMM, cojAepKallue ICHUXOTPOMHbIE BEIIECTBA W BKIIOUEHHBIE B [lepedueHb HApKOTHUECKHX
CPEICTB, IICUXOTPONHBIX BEIIECTB M MX IMPEKYypCOpOB, MOJJISKAMMUX KOHTpoiw B Poccuiickoit
®enepauny, B COOTBETCTBUM C 3aKOoHonAarenbcTBOM Poccuiickoit ®enepanuu, MexayHapOAHBIMU
norosopamu Poccuiickoit denepannu, B ToM yncie Konsenueil o ICUXOTpONHbIX BemecTBax 1971 rona;

10) paanodapmaneBTHYECKHE JIEKAPCTBEHHbIE CPeICTBA - JIEKAPCTBEHHBIE CPEJCTBA, KOTOPHIE
COJIEp’KaT B TOTOBOW JJIsi MCIOJB30BaHUS (popMe OAWH PaJMOHYKIHI HIU HECKOJBKO PaJIHOHYKIHIOB
(paIMOaKTHBHBIX U30TOIIOB);

Undopmarist 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 13 wuona 2015 2. N 241-D3 6 nynkm 11 cmamvu 4 nacmoswe2o
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHUs]

Cm. mexkcm nynkma 6 npeovloyujeli peoaxyuu
TAPAHT:

Jo 1 suBaps 2016 r. ans ueneit Hacrosimero denepaibHOro 3akoHa (B peaakiuu derepalbHOTO 3aKOHA
ot 13 uronst 2015 r. N 241-D3) B kauecTBe pedepeHTHOTO JICKAPCTBEHHOTO Mpenapara paccMaTpUBaeTCs
OpUTMHAJIbHBIN JIEKAPCTBEHHBIN ITperapar
11) pedepenTHBIN JeKaAPpCTBEHHBIN Mpenapar - JEKapCTBEHHBIN Mpenapar, KOTOPhIi BIEpBbIE
3apeructpupoBan B Poccuiickoit ®enepanuu, kadectBo, d(PPEeKTUBHOCTh M 0€30MaCHOCTH KOTOPOTO
JIOKa3aHbl HAa OCHOBAHMM PE3YJbTATOB JOKIMHUYECKHX MWCCIEJOBAaHUN JIEKAPCTBEHHBIX CPEICTB U
KIIMHUYECKUX HWCCJIEJOBAHUM  JIGKQPCTBEHHBIX TMPEMApaToB, TMPOBEJECHHBIX B COOTBETCTBUU C
TpeboBaHusIMU yacTeil 6 U 7 crateu 18 Hactosmero denepanbHOro 3aKO0HA B OTHOIIEHUH JIEKAPCTBEHHBIX
CPEICTB Il MEAUIIMHCKOTO MPUMEHEHHUS MO0 B COOTBETCTBUM C TPEOOBAHUSAMHU CTaThU |2 HACTOSIIETO
®denepanbHOrO 3aKOHAa B OTHOILIEHWU JIEKAPCTBEHHBIX CPEICTB [UIsl BETEPUHAPHOTO TNPUMEHEHHUsS, U
KOTOPBIA HCIOJIB3YETCSl JJIsi OIEHKU OMOPKBUBAJICHTHOCTH WJIM TEPANEBTHUYECKOM SKBHUBAJIEHTHOCTH,
Ka4yecTBa, 3((EeKTUBHOCTU U 0€30MaCHOCTU BOCHPOM3BEACHHOIO WM OMOaHanoroBoro (0mornomo0HOro)
JIEKapCTBEHHOI'0 IIpernapara;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHoM om 22 Oexabps 2014 2. N 429-®@3 nynkm 12 cmamvu 4 nacmosawezo
DedepanbHo20 3aKOHA U3NONACEH 8 HOBOU pedakyuu, ecmynatoujeti ¢ cuny ¢ 1 uronsa 2015 a.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
12) Bocmpou3BeJeHHbIN JICKAPCTBEHHBIN Ipenapar - JIEKapCTBEHHBIM IpernapaT, KOTOPBIH
MMEET TaKOW € KAYeCTBEHHBIM COCTAB W KOJIWYECTBEHHBIN COCTaB JEHMCTBYIOIIMX BEHIECTB B TAKOW K€
JIEKapCTBEHHON ¢opMme, uTo U pedepeHTHBIN JIeKapCTBEHHBIM MpernapaT, U OWO’KBUBAJICHTHOCTh HIIU
TepaneBTUYeCKasi SKBUBAJIEGHTHOCTh KOTOPOTO pehepeHTHOMY JIEKapCTBEHHOMY Mpernapary MoATBEpKIeHa
COOTBETCTBYIOLIMMH UCCIEN0BAHUIMU;

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3axonom om 22 oexabpa 2014 2. N 429-@3 cmamwvs 4 nacmoawezo @edepanvrHozo
3aKkoHa oonoanena nynkmom 12.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
12.1) TepanmeBTHYecKasi JSKBHBAJIEHTHOCTb - JOCTHXKEHHE KIUHUYECKH COIMOCTaBHMOIO
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TepaneBTHUECKOro 3¢¢eKTa Npu NPUMEHEHHH JIeKapCTBEHHBIX NpenapaToB I MEIUIIMHCKOTO
IPUMEHEHHUS U1 OJJHOM U TOM 7K€ IPYIIbI OONBHBIX M0 OJHUM U TEM )K€ IIOKAa3aHUAM K IPUMEHEHUIO;

Wndopmarius 06 M3MEHEHUSX:

Deodepanvrvim 3akonom om 22 oexkabps 2014 2. N 429-D3 cmamwvs 4 nacmosaweco DedepanbHo2o
3aKoHa oononnena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.2) OuoanayioroBblii (0MOMOMOOHBIN) JieKAPCTBeHHBI mnpenapar (0MoaHajor) -
OMOJIOTHYECKU JIEKapCTBEHHBIM NpenapaT, CXOXHH N0 TapamerpaMm KayectBa, 3(dekTuBHOCTH U
0€301acHOCTH ¢ peepEeHTHBIM OHOJIOTUYECCKUM JICKAPCTBECHHBIM IPENapaToM B TAKOH ke JIEKAPCTBCHHOM
dbopMe ¥ IMEIOIINN UACHTUYHBINA CTIOCOO BBE/ICHUS;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco DedepanbHoco
3aKoHa oononnena nynkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3amMo3aMeHsieMblil JIeKADCTBEHHbIIl Ipemapar - JIEKAapCTBEHHBIM Ipenapar c
JIOKa3aHHOM  TepameBTUYECKON HKBUBAJIEHTHOCTbIO MJIM OHMOSKBHUBAJICHTHOCTBIO B  OTHOILEHHH
pedepeHTHOTO JIEKapCTBEHHOTO Iperapara, MMEIOIUH SKBHUBAJICHTHBIE €My KadeCTBEHHBIH COCTaB H
KOJIMYECTBEHHBIA COCTaB JIEHCTBYIOIIUX BEIIECTB, COCTAB BCIIOMOIaTENIbHBIX BEILECTB, JIEKAPCTBEHHYIO
dbopMy 1 criocod BBE/ICHUS;

13) JlekapcTBEHHOE PACTHTEIbHOE ChIPbe - CBEXHE UM BBICYLICHHbIE pACTEHUS JIMOO0 UX YacCTH,
UCIIOJIb3YEMBIE Ul TPOM3BOJACTBA JIEKAPCTBEHHBIX CPEJCTB OPraHU3alMsIMH - TPOU3BOIAUTEISIMU
JIEKapCTBEHHBIX CPEACTB WJIM HM3TOTOBJICHUS JIEKAPCTBEHHBIX IIPENAapaToB alTEYHBIMU OpPraHU3aLUsIMU,
BETEPUHAPHBIMU ANTEYHBIMH OPraHU3alUsIMH, UHAUBUAYAJIbHBIMU IPEANPUHUMATENSIMU, HUMEIOIIMMU
JIMIIEH3UIO Ha (papMalleBTUUYECKYIO JIeATeIbHOCTh;

14) nexapcTBeHHBIH PACTUTENbHBIN Ipenapar - JIEKApCTBEHHBIA INpenapar, MPOU3BEIECHHBIH
WIM U3TOTOBJICHHBIM M3 OJHOIO BHUJA JIEKAPCTBEHHOI'O PACTUTENBHOIO CHIPbS WM HECKOJIBKHUX BHJOB
TaKOTO CHIPBSI M PeaTM3yeMbIii B pac()acOBaHHOM BHJI€ BO BTOPUYHOM (IOTPEOUTEIHCKON) YITAKOBKE;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-D3 nynkm 15 cmamvu 4 nacmosawezo
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynatoujeti ¢ cuny ¢ 1 urona 2015 2.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu
15) romeonaTuyeckunii JeKapcTBeHHbIN NMpenapar - JeKapCTBEHHBIH Npenapar, Iponu3BeIeHHbIN
WIA HW3TOTOBJIIEHHBIH W3 (apMalleBTUYECKOH CyOCTaHIMM WM (papMaleBTUUYECKUX CYOCTaHIMI B
COOTBETCTBUHU C TpPeOOBaHUSAMHU OOIIMX (PapMaKOMEHHBIX CTaTe K rOMEONaTHYEeCKUM JIEKapCTBEHHBIM
npenapataM MM B COOTBETCTBMM C TpeOOBaHUSAMHM (apMakoned CTpaHbl MPOM3BOIUTENS TaKOIo
JIEKapCTBEHHOI'O IIperapara;

Wndopmarys 06 H3MEeHEHHSAX:

DedepanvHuim 3akoHom om 22 Oexabpa 2014 e. N 429-@3 6 nynkm 16 cmamvu 4 nacmosue2o
DedepanvbHo2o 3aKOHA 8HeCEeHbl UsMeHeHuUs, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nyHkma 6 npeovloyujell peodaKyuu
16) MexayHapoaHOe HENATEHTOBAHHOC HAMMEHOBAHHME JICEKAPCTBEHHOIO CpeACcTBa -
HAaUMEHOBAaHME JIEUCTBYIOIIETO BellecTBa  (papMaleBTHUECKOM CYOCTaHLIMM, pPEKOMEHJI0BAaHHOE

BcemupHoii opranusanuen 31paBoOXpaHEHuUs;

Wudopmanust 00 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-®D3 6 nynkm 17 cmamovu 4 nacmosuwe2o
DeodepanvbHoeo 3aKOHA 8HEeCeHbl UsMeHeHUs, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nyHkma 6 npeovloyujell peoaKyuu
17) Topropoe HamMeHOBaHHMe JICKAPCTBEHHOI0 CPEACTBA - HAUMEHOBAHME JIEKAPCTBEHHOTO
CpeACTBa, MNPHUCBOEHHOE €ro pa3padOoT4YMKOM, JepXkKaTeleM WIN BIAJCNIbLEM PErUCTPALIOHHOTO
YZIOCTOBEPEHUS JIEKAPCTBEHHOTO NIpenapara;
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Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 cmamvs 4 nacmosweco DedepanbHoco
3aKkoHa oonoanena nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

17.1) rpynnupoBoYHOe HAUMEHOBAHHE JIEKAPCTBEHHOI0 TMpenapara - HauMEHOBaHHUE
JIEKapCTBEHHOT'O TIpemnapara, He MMEIOMIEro MEXIYHapOJIHOIO0 HEMaTeHTOBAHHOIO HAWMEHOBAHMUS, WIIH
KOMOWHAIIMK JICKAPCTBEHHBIX IPENapaToB, HCIOJIb3YyeMOE B IENAX OOBEIUHEHHS] WX B TPYIIY IO
€IMHBIM HAMMEHOBAHUEM HCXOJIS U3 OJITMHAKOBOTO COCTaBa JCHCTBYIONIUX BEIIECTB;

Wndopmarius 06 H3MEHEHUSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 nynkm 18 cmamvu 4 nacmosweco
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mekcm nyHkma 6 npeovloyujeli peoaxyuu

18) o0mas ¢papmakoneiiHasi cTaTbs - JOKYMEHT, YTBEP)KICHHBIM YIOJTHOMOYEHHBIM
denepaibHBIM OPraHOM HWCIIOTHUTEIBHOW BIACTH W COJEpIKAIIMiA IepeueHb ToKa3aTelield KadecTBa U
(1K) METOI0OB KOHTPOJISI KaueCcTBa KOHKPETHOU JIEKapCTBEHHON (POPMBI, IEKAPCTBEHHOTO PACTUTEIBHOTO
CBIPBSI, OINHCAHUS OWOJOTUYECCKHX, OMOXMMHUYCCKUX, MHKPOOMOIOTUICCKHX, (U3HKO-XUMUICCKHX,
buznYeCKuX, XUMUYECKUX U IPYTHX METOAOB aHallM3a JIEKApCTBEHHOTO CPEJICTBA, a TaKkKe TPeOOBaHUS K
UCIIOJIb3YEMBbIM B IEJISAX TPOBEACHHUS JAaHHOIO aHallu3a pPEaKTUBaM, THUTPOBAHHBIM PpPacTBOpaM,
WHJUKATOpaMm;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-®@3 6 nynkm 19 cmamovu 4 nacmoswe2o
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxyuu
19) ¢papmakoneiinas craTbsl - JOKYMEHT, YTBEP)KIACHHBIH YHNOJHOMOYEHHBIM (ereparbHbIM
OpraHOM HCIIOJIHUTEIHHON BIIACTH U COAEpIKAIMN MepeveHb MoKa3aTeliell KauecTBa U METOJ0B KOHTPOJIS
KayecTBa JIEKAPCTBEHHOT'O CPEJICTBA;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-D3 cmamvs 4 nacmosaweco DedepanbHoco
3axona oononnena nynkmom 19.1, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

19.1) cranpapTHble 00pa3ubl - BENIECTBA, TOCPEJACTBOM CPABHEHHS C KOTOPBIMHU OCYIIECTBIIACTCS
KOHTPOJIb KauecTBa HCCIEAYEMbIX JIEKapCTBEHHBIX CpPEACTB C IOMOUIbIO (PU3MKO-XMMHUYECKHX H
OHMOJIOTHYECKHX METOJIOB B LIEJSIX MOATBEPIKICHHUS COOTBETCTBHS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
HOPMAaTUBHOM JOKYMEHTAIlMM, YCTaHOBJICHHBIM IPH OCYLIECTBICHUM T'OCYAAPCTBEHHOM perucTpanuu, u
KOTOpbIE TPUMEHSIOTCS JUIsi KaTuOpPOBKH CTaHAAPTHBIX OOpa3loOB MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB, HCIOJNb3YEMBIX JUIs KOHTPOJS KauyecTBa M HHBIX Liejded Npu oOpalieHHH JIeKapCTBEHHBIX
CPEJICTB;

Wndopmarys 06 M3MEHEHHSAX:
Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-d3 cmamwvs 4 nacmosaweco DedepanbHo2o
3aKoHa oononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.2) papmakoneiinblii cTaHAAPTHBLIH o0pa3en - CTaHAAPTHBIA 0Opaszel, NMPOU3BEJIEHHBIA B
COOTBETCTBUHM € (hapMaKOIEeHHOI cTaThel;

20) HOpMATHBHASl JAOKYMEHTALMS - JIOKYMEHT, COJAEpKAllUMi NepeyeHb OINpeAeNsieMbIX IO
pe3yjibTaTaM COOTBETCTBYIOLIMX OKCIIEPTU3 IOKa3aTeNeil KadyecTBa JIEKAPCTBEHHOTO CpEACTBA IS
MEIUITTHCKOTO IPUMEHEHHSI, METOIOB KOHTPOJISI €r0 Ka4eCcTBa U YCTAHOBJICHHBIN €T0 MPOU3BOIUTEIIEM;

21) HOpPMATHUBHBIH [OKYMEHT - JOKYMEHT, COJEpXKallluii IepedeHb OIpe/eNsIeMbIX II0
pe3yabTaTaM COOTBETCTBYIOIIMX AKCIEPTH3 TOKa3aTesell KauecTBa U (MJIM) METOJIOB KOHTPOJIS KadyecTBa
JeKapCTBEHHON  (OpMBI, OMHMCAaHUS  OHMOJOTMYECKHX, OMOXUMHYECKUX, MHKPOOMOJIOTHUECKUX,
(U3UKO-XMIMHUYECKHX, PU3UUECKUX, XUMUIECKUX U APYTHUX METOJOB aHAIIN3a JICKAPCTBEHHBIX CPEJICTB JIJIS
BETEpUHAPHOIO TNPHUMEHEHHs, TpeOOBaHMS K HUCIONb3yeMbIM B LEJISIX IMPOBEACHUS NAaHHOTO aHalu3a
peaKTHBaM, TATPOBAHHBIM PAaCTBOPaM, HHIUKATOPAM U YCTAHOBJIICHHBIN €T0 MTPOU3BOIUTEIIEM;
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Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 cmamvs 4 nacmosweco DedepanbHoco
3aKkoHa oononnena nynkmom 21.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

21.1) o0mmii TeXHMYECKHIl JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTEpHUaJIOB, COCTOSIIIUNA U3
HECKOJIbKUX  pa3felioB -  JOKyMEHTalWdh  aJMHUHHUCTPATHUBHOIO  XapakTepa,  XUMHUYECKOH,
dapManeBTUYECKO U OHOJOTHYECKOW JIOKyMEHTalud, (PapMaKkoIOrHUecKol, TOKCHKOJIOTHYECKON
JTOKYMEHTAIlUU, KJIMHUYECKOW JOKYMEHTAIlMM W TMPEJCTaBISIEMbIl OJHOBPEMEHHO C 3asBJICHHEM O
TOCY/IapCTBEHHOW PErHCTPAIlUU JICKAPCTBEHHOTO Mpernapara Juisi MEAUIIMHCKOTO IPUMEHEHUs B (hopmare,
YCTaHOBJICHHOM YIIOJIHOMOUYEHHBIM (heJiepaaTbHbIM OPraHOM HCIIOJIHUTENBHOMN BIACTH;

22) Ka4yeCcTBO JIEKAPCTBEHHOI0 CpPeICTBA - COOTBETCTBUE JIEKAPCTBEHHOTO CpEACTBA
TpeOoBaHUsIM (hapmMakomneiHoN craThu MO0 B Ciy4yae ee OTCYTCTBHMSI HOPMATHUBHOM JOKYMEHTALIUU WU
HOPMATUBHOTO JJOKYMEHTA;

23) 0e30macHOCTH JIEKAPCTBEHHOI'0 CpPeICTBA - XapaKTEPUCTUKA JIEKAPCTBEHHOT'O CPEICTBA,
OCHOBaHHasi Ha CPAaBHUTEIIBHOM aHalIM3€e ero 3((HEKTUBHOCTH M PUCKA MPUINHECHHS Bpea 3I0POBhIO;

24) 3¢ (peKTUBHOCTH JIEKAPCTBEHHOI0 Mpenapara - XapakTepUCcTUKa CTENEHH MOJIOKHUTEIEHOTO
BIIMSIHUSI JICKAPCTBEHHOTO TMIpernapaTta Ha TEUYEHHUE, MPOAOIKUTEIBHOCTh 3a00JIEBaHUS WU  €r0
peoTBpalleHIe, peaduINTalNI0, Ha COXPaHEHUe, MPEA0TBpallleHHe WIN TPephIBaHNe OEPEMEHHOCTH;

25) cepus JIeKAPCTBEHHOI'0 CPeICTBA - KOJIMYECTBO JICKAPCTBEHHOTO CPE/ICTBA, POU3BEACHHOE B
pe3yNbTaTe OJJHOTO TEXHOJIOTHYECKOr0 IIUKIIA €er0 MPOU3BOAUTEIIEM;

26) perucTpaluMoHHOEe Y/AOCTOBepeHHEe JIEKAPCTBEHHOI0 TMpenapara -  JIOKYMEHT,
MOJTBEPXKIAOLINI (PaKT rocyJapCTBEHHOM perucTpaiuy JeKapcTBEHHOT0 Ipernapara;

Undopmarus 06 n3MEHEHUAX:

Deodepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-d3 cmamwvs 4 nacmosaweco DedepaibHo2o
3aKoHa oononnena nyHkmom 26.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

26.1) nepskaTeqb WM BJajesell PErdcTPAMOHHOIO YJIOCTOBEPEHUS JEeKAPCTBEHHOTO
npenapara - pa3paboTYuK JIEKAPCTBEHHOT'O CPEJICTBA, TPOU3BOIUTEIH JICKAPCTBEHHBIX CPEJICTB HIIH HHOE
IOPUIMYECKOE IIUI0, 00Najaroliee MpaBOM BJIAJCHUS PETUCTPAIMOHHBIM YAOCTOBEPEHUEM, KOTOpPHIE
HECYT OTBETCTBEHHOCTb 3a KaueCTBO, 3 (PEeKTUBHOCTH U O€30M1aCHOCTD JIEKAPCTBEHHOTO Mpernapara;

27) perucTpauMoHHbIi HOMep - KOJO0BOoe O00O3HaueHHE, MPUCBOCHHOE JIEKAPCTBEHHOMY
nperapary IpH ero ToCyIapCTBEHHON PETUCTPAIIUH;

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3axonom om 6 Oexkabpsa 2011 2. N 409-@3 6 nynkm 28 cmamvu 4 nacmosue2o
DedepanbH020 3aKOHA 8HECeHbl USMEHeHUs, GCmynaowue 8 CUIy No UCMeYyeHUuuw mpuoyamu OHel nocje
OHAL 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Cm. mexkcm nynkma 6 npedvloyujeli peoaxyuu

28) oOpameHue JIeKAPCTBEHHBIX CPEICTB - pa3paboOTKa, JOKIUHUYECKHE WCCIEIOBAHMUS,
KJIIMHAYECKHE HCCIEA0BAHUS, dKCIEPTU3a, TOCYJaPCTBEHHAs PETUCTpanus, CTAHAAPTU3AUSA U KOHTPOJIb
Kau4ecTBa, NIPOU3BOJCTBO, U3TOTOBIICEHHUE, XPAHEHUE, IIEpEBO3Ka, BBO3 B Poccuiickyro denepanuio, BbIBO3
n3 Poccuiickoinr ®Depeparuu, pekinama, OTIYCK, pealn3anus, Iepeaaya, NPUMEHEHHWE, YHHUYTOXECHHE
JIEKapCTBEHHBIX CPEJICTB;

29) cyObekThl OOpalleHMsi JeKAPCTBEHHBIX CpeACTB - (U3NYECKUE JUIa, B TOM YHCIE
VH/IUBUAYAJIbHBIE MPEANPUHUMATENIA, W IOPUAUYECKHE JIMIA, OCYIIECTBISIOIIME IEATEIIBHOCTh IIPHU
oOpallleHuH JIEKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3akoHom om 22 Odexabpa 2014 e. N 429-@3 6 nynkm 30 cmamvu 4 nacmosue2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
30) pa3padoTyMK JIEKAPCTBEHHOI0 CpeACTBA - OpraHu3amus, oOJiajgaromas IpaBaMu Ha
pe3ynbTaThl JOKJIMHUYECKUX HCCIEAOBAaHUN JIEKAPCTBEHHOI'O CPEACTBA, KIMHUYECKUX HCCIEAOBAHUI
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JIEKapCTBEHHOIO MpernapaTa v (M) Ha TEXHOJIOTUIO MPOU3BO/ICTBA JIEKAPCTBEHHOTO CPEICTBA;

31) npou3BOACTBO J1eKAPCTBEHHBIX CPEICTB - JCSATEIbHOCTh 110 MPON3BOACTBY JIEKAPCTBEHHBIX
CPE/ICTB OPraHU3aLMSIMU - IPOU3BOJIUTEIISIMHU JIEKAPCTBEHHBIX CPEJICTB HA OHOU CTA MU, HECKOJIbKUX MU
BCEX CTaJMSIX TEXHOJOTHYECKOro IMpoIecca, a TakkKe IO XPaHEHUI0 M peaju3allid MPOU3BEIACHHBIX
JIEKapCTBEHHBIX CPEJICTB;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 odexabps 2014 . N 429-D3 cmamvs 4 nacmosweco DedepanbHoco
3aKkoHa oonoanena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

31.1) nmnpou3BoAcCTBeHHAsi IJIOIIAJKA - TEPPUTOPHAIBHO  O0OCOOJCHHBIM  KOMILIEKC
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, MpPEAHA3HAUYEHHBIM [J BBINOJIHEHHs] BCEro Ipolecca
MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB WIIHM €T0 ONPEACICHHON CTaIuu;

32) npou3BoOANTE/Ib JIEKAPCTBEHHBIX CPeICTB - OPraHU3allysl, OCYIIECTBISIONIAs IPOU3BOICTBO
JICKapPCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOOBaHUSIMU HacTosero denepaabHOro 3aK0Ha;

33) ¢dapmaneBTHUecKkasi esiTeJIbHOCTb - JEATEIbHOCTh, BKJIIOYANONIAs B ce0S ONTOBYIO
TOPTOBJIIO JIEKAPCTBEHHBIMU CPEJCTBAMU, UX XPAHCHHE, TMEPEBO3KY M (WJIM) PO3HUYHYIO TOPTOBIIIO
JICKapCTBEHHBIMU TIperapaTaMH, WX OTIYCK, XpaHEHHE, NEepeBO3KY, H3TOTOBIEHHE JIEKAPCTBEHHBIX
Mpenaparos;

34) opraHu3zanusi ONTOBOIl TOProBJU JIEKAPCTBEHHBIMH CpPeACTBAMHM - OpraHM3aIlvs,
OCYIIECTBIISIIONMIAsE OINTOBYIO TOPTOBJIIO JICKAPCTBEHHBIMU CPEACTBAMH, WX XpaHEHHE, TEPEBO3KY B
COOTBETCTBUU € TpeOoBaHUsAMU HacTosero deaepaabHOro 3aK0HA;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 25 nosopa 2013 2. N 317-d3 6 nynkm 35 cmamwvu 4 nacmosweco
DedepanbHo2e0 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxyuu

35) anTeuyHass opraHu3auMs - OpraHMU3alMs, CTPYKTYpHOE IMOApa3/eIeHHEe MEIUIIMHCKON
OpraHu3aIi, OCYIIECTBIAIONINE PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU TMIpenapaTraMmu, XpaHECHHE,
NEepPEeBO3KY, M3TOTOBJICHUE M OTHYCK JIEKAPCTBEHHBIX NpPENapaTroB Il MEIUIMUHCKOTO NPUMEHEHUs B
COOTBETCTBUU C TpeOoBaHUSIMH HacTosmero denepaibHOro 3aKOHa;

36) BeTepuHapHasi amnTe4yHasi OPraHU3alMs - OPraHU3AIMs, CTPYKTYpHOE IMOJApa3/eleHue
BETEPUHAPHON OpraHU3aIlK, OCYIIECTBISIONINE POSHUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH TpENapaTamH,
XpaHEHUe, W3TOTOBIEHHE M OTHYCK JIEKAPCTBEHHBIX IPENapaTroB JIsi BETEPUHAPHOTO IMPUMEHEHHUS B
COOTBETCTBHUU C TpeOOBaHUIMH HacTosMero deaepaibHOro 3aKOHA;

37) ¢anbcuduuupoBaHHOe JIEKAPCTBEHHOE CPeACTBO - JIEKAPCTBEHHOE  CPEJNCTBO,
COTPOBOXKAAEMOE JIOKHOU MH(OpMaIen 0 ero cocTaBe v (WiIu) MPOU3BOAUTEE;
38) HenoOpokauvecTBeHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTBO, HE

COOTBETCTBYIOIIEE TpeOOBaHUIM (HapMakoIeiHoi cTaThbu JUOO0 B Cliydae €€ OTCYTCTBHS TPeOOBaHHSIM
HOPMAaTHUBHOM TOKyMEHTAllMU WJIK HOPMaTUBHOI'O TOKYMEHTA;

39) koHTpadakTHOE JIeKAPCTBEHHOE CPeACTBO - JIEKApCTBEHHOE CPEJICTBO, HAaXOJsIIEecs B
000poTe ¢ HapyIIEHUEM I'PAkIAHCKOTO 3aKOHO/IaTeIbCTBRA;

40) nokJIMHHYECKOe HCCJIeJOBaHUE JIEKAPDCTBEHHOI0 cpeAcTBa -  OWOJIOTMYECKUE,
MHUKPOOHMOJIOTHYECKHE, HNMMYHOJIOIMYECKHE, TOKCHKOJOrMyeckue, (apMakosorndeckue, (uU3N4ecKue,
XUMHYCCKUEC U JPYTUE UCCICAOBAHUA JICKAPCTBCHHOI'0 CPEACTBA MYTEM IMPUMCEHCHUSA HAYYHBIX MCTOJO0B
OLIEHOK B LIEJISIX MOJYYEHHUs J0Ka3aTesbCTB 0€30MacHOCTH, KauecTBa U 3((EKTUBHOCTH JICKAPCTBEHHOTO
CPEICTBA;

4]) kIMHHYECKOe HMCCIe0BaHHE JIEKAPCTBEHHOI0 Ipenapara - U3ydyeHUE TUAarHOCTHYECKHX,
Je4eOHbIX, NPOPUITAKTHUECKUX, (apMaKOJIOTHYECKHMX CBOWCTB JIEKAPCTBEHHOIO IpernapaTa B Ipolecce
€ro INPUMEHEHMsI y 4YEJOBEKa, JKUBOTHOIO, B TOM YHCIIE IPOLECCOB BCACHIBAHUS, pPACIpEACICHUS,
HN3MCHCHHUA W BBIBCACHUA, IIYTEM [MPHUMCEHCHUA HAYYHBIX METOJ0B OHIOCHOK B MHECIAX IMMOJYYCHHA
JI0Ka3aTe’abcTB 0€30MacHOCTH, KadecTBa U 3()(EKTUBHOCTH JIEKApCTBEHHOTO IpenapaTta, JaHHBIX O
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HE)KEJIATENbHBIX PEaKIMUAX OpraHu3Ma 4eJOBEKa, KUBOTHOTO Ha IMIPUMEHEHHE JIEKapCTBEHHOTO Mpernapara
u 00 sddexre ero B3aMMOACHCTBUS C APYrUMHU JICKAPCTBEHHBIMHU IIpenaparaMi W (WJu) MHUIICBBIMH
POAYKTaMHU, KOPMaMU;

42) MHOTOIEHTPOBOE KJIHHHYECKOEe HCCIe0BaHNe JIEKAPCTBEHHOr0 TMpenapara s
MEIULIMHCKOT0 TpHMeHeHHsl - KIMHUYECKOe HCCIIeIOBaHWE JIGKAPCTBEHHOTO Iperapara s
MEIUIIUHCKOTO MPUMEHEHUS, TIPOBOJMMOE Pa3pad0TYNKOM JICKApCTBEHHOTO Tpernapara B JIBYX H Ooiiee
MEIUIUHCKUX OpPraHM3alUsAX IO €AWHOMY MPOTOKONY KIMHUYECKOTO HCCIEIOBAaHMS JIEKAPCTBEHHOTO
npenapara,

43) MeXKIyHApOAHOe MHOTOLEHTPOBOE KJIMHMYECKOEe MCCJIe0BaHUE JIEKAPCTBEHHOIO
npenapara Jjsi MeIUIHHCKOT0 MPUMeHeHHs - KIMHHYECKOe UCCIIeIOBaHKE JICKAPCTBEHHOTO Ipernapara
JUIS. METUIIMHCKOTO MTPUMEHEHHUS, IPOBOAMMOE Pa3paboTUMKOM JIEKAPCTBEHHOTO TpenapaTa B pa3InyHbIX
CTpaHax 10 €IMHOMY MTPOTOKOIY KIIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO TIpernapara;

44) mocTperucTpaloOHHOEe KJIMHMYECKOe MCCJIeJOBaHUE JIEKAPCTBEHHOro mpemapara uis
MEIUIUHCKOTO TPHUMEHeHHs - KIMHUYECKOE KCCIICIOBAaHUE JIGKAPCTBEHHOrO Iperapara s
MEIUIIUHCKOTO MPUMEHEHHUS, TPOBOJMMOE MPOU3BOAMTEIEM JICKAPCTBEHHOTO Iperapara, rPpaJaaHCKUui
000pOT KOTOPOTO OCYIIECTBIISIETCS MOCIE TOCYJApCTBCHHON PErHCTpalvd, B LENSIX JOMOJHUTEIBHOTO
cOopa TaHHBIX O ero 0e30MacHOCTH U A(P(EKTUBHOCTH, PACIIMPEHHUS MOKA3aHUH K IPUMEHEHUIO TAHHOTO
JICKApCTBEHHOTO TMperapara, a TAK)Ke BhISIBIICHUS HeXeJIaTeIbHBIX PEaKIUi MallMeHTOB Ha ero JICHCTBHE;

Undopmarist 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexabpsa 2014 2. N 429-D3 nynkm 45 cmamovu 4 nacmoswe2o
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, escmynarowell ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxyuu

45) uccienoBaHue 0MOIKBHBAJIEHTHOCTH JIEKAPCTBEHHOI0 NMpenapara - BUI KIMHHUYECKOTO
UCCIIEIOBaHMS JICKAPCTBEHHOTO MpernapaTta, MPOBEIEHHE KOTOPOrO OCYHIECTBISIETCS JUISl ONPEACICHUs
CKOPOCTH BCAachlBaHWs W BBIBEJCHUA OJHOTO WM HECKOJBKUX oOOsajgarommx (HapMakoIOrudecKoi
AKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJIMYECTBA JICKAPCTBEHHOTO TMperapara, JJIOCTHTAIOIIEro
CHUCTEMHOI'0 KPOBOTOKA, U PE3yJIbTaThl KOTOPOTO IMO3BOJSIOT CHeNaTh BHIBOJ O OHMOIKBHBAJICHTHOCTHU
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO Tperapara B ONpeesICHHBIX JIEKAPCTBEHHOH (hopMe M JT03MPOBKE,
COOTBETCTBYIOLIMX (hOpME U JO3UPOBKE pePpepeHTHOro JIEKapCTBEHHOTO MTpernapara;

46) uccienoBaHue TepaneBTHYeCKOH IKBHBAJIEHTHOCTH JIEKAPCTBEHHbIX NMpPenapaTroB - BUJ
KJIMHUYECKOTO MCCIIEIOBaHUS JIEKApCTBEHHBIX IMPENaparoB, MPOBEJIEHHE KOTOPOTO OCYLIECTBISETCS A
BBISIBJICHHS OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENapaToB ONPENEICHHON JEKapCTBEHHON (POopMEI, a
TaKXKe HAJMYUs OJIMHAKOBBIX MOKa3aTesell 6e30macHOCTH U 3(h(h)EeKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB,
OJTMHAKOBBIX KJIMHUYECKHUX 3(D(PEKTOB MpH UX MPHUMEHEHHH;

47) NMpPOTOKOJ KJIMHHYECKOI0 HCCJIeJOBAHHS JEeKAPCTBEHHOr0 Mpemapara - JOKYMEHT, B
KOTOPOM OIPENEeNAIOTCA [enHd, (OpMBI OpraHW3alMd W METOJOJIOTHSl TPOBEACHUS KIMHHYECKOTO
UCCIIE/IOBaHMs, CTaTMCTUYECKHE METOJbl OOpaOOTKH pEe3yJbTaTOB TAaKOTO HCCIEI0BaHHMS M Mephl 110
obecrieueHn0 0€30MacHOCTH  (U3UYECKUX JIMIl, YYACTBYIONIMX B KIMHHYECKOM HCCIICIOBAaHUU
JIEKapCTBEHHOTO Mpernapara;

48) Opomopa wuccjeaoBaTeNss - CBOAHOC W3JO0KEHHE PE3yIbTaTOB JOKIMHHUYECKOTO
UCCIIEIOBaHMS JICKApPCTBEHHOI'O CPE/ICTBA M KIIMHUYECKOTO MCCIIEJOBAHNUS JIEKAPCTBEHHOTO Mpernapara s
MEIUITUTHCKOTO IPUMEHEHUST;

49) nH(opMaAUMOHHBIH JHCTOK NMALMEHTA - JIOKYMEHT, B KOTOPOM COJEep:KaTcs B JOCTYIMHOH
dopme cBeleHus, Kacalouuecs MPOBOIUMOT0 KIMHIYECKOTO MCCIIeIOBAHUS JIGKAPCTBEHHOTO Tperapara,
U B MIMCBMEHHOH (opme T00pOBOJILHOE COTIacke MalMeHTa Ha y4acTHe B KIMHHUYECKOM MCCIIEOBAHUU
JICKApCTBEHHOTO TIperapara Mocjie O3HAKOMIIGHHS C OCOOCHHOCTSIMH KJIIMHUYECKOTO WCCIIETOBAHMS,
UMEIOIMMH 3HAYCHHE JJIS1 BBIPAKEHHSI TAKOTO COTIIACHS;

50) moGouyHoe JeilicTBHe - peaklUMs OpraHU3Ma, BO3HHUKIIAS B CBS3M C MPUMEHEHUEM
JIEKapCTBEHHOTO TMIpernapara B J103aX, PEKOMEHIYEeMbIX B HHCTPYKIMH IO €ro MNPUMEHEHUIO, JUIs
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npoQUIaAKTUKH, TUATHOCTHKH, JICYCHUS 3a00JIeBaHUS WM JIJISl peaOINTaIUH;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 cmamvs 4 nacmosweco DedepanbHo2o
3axona oonoanena nynkmom 50.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

50.1) HexenaTejibHAsl peaklusl - HEMpeIHAMEPCHHAs HEONAronpHATHAs PEaKIUs OpPTraHu3Ma,
KOTOpasi MOXKET OBITh CBSI3aHA C MPUMEHEHHUEM JIEKAPCTBEHHOTO Mperapara;

51) cepbe3Hasi HekeJlaTe/IbHAsl PeaKIHsA - HEXKeJaTelbHAs PEaKIusi OpraHu3Ma, CBS3aHHAas C
MpUMEHEHUEM JICKQpCTBEHHOTO IIpenapara, MpUBEANIas K CMEpPTH, BPOXKICHHBIM aHOMAJUSAM WIH
MOPOKaM Pa3BUTHUSL JTHOO TPEIACTABISIONIAsE COOOW Yrpo3y JKW3HH, TPeOyromas TOCHUTAIU3AINUA WU
MpUBE/IIIAs K CTOMKON yTpaTe TPYA0CIIOCOOHOCTH U (MJIM) MHBAIMIHOCTH;

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexkabps 2014 2. N 429-D3 nynkm 52 cmamvu 4 nacmosuezo
DedepanbHo2o 3aKOHA U3N0JCEH 8 HOBOU pedaKkyuu, ecmynatowell ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujelt peoaxkyuu

52) HenmpenBHUIeHHAsI HeKeJIaTeJbHAsl Peaklus - HEKENaTeIbHasl PEakIis OpraHu3Ma, KOTopas
CBSi3aHA C TPUMEHEHHEM JIEKapCTBEHHOTO IIperapara B [03aX, PEKOMEHIYEMBIX B IPOTOKOJE €ro
KJIMHUYECKOTO HCCIICIOBaHUs, OpONIIOpe HCCIenoBareis, WIM C HTPUMEHCHHEM JIEKapCTBEHHOTO
mpermapara B J103aX, PEKOMEHIYEeMbIX B HMHCTPYKIIMM TI0 €ro MPUMEHCHHIO IS TPOQUITAKTHKH,
JIMarHOCTHKY, JICUCHHsI 3a00JICBaHUsl WM MEIUIIMHCKON peaOWIUTallMK TAMEHTa, U CYIIHOCTh, TSKECTh
WIA HMCXOJ] KOTOPOH HE COOTBETCTBYET MH(POPMALMU O JICKAPCTBEHHOM IIperapare, coIepiKameiics B
NPOTOKOJIE €ro KJIMHUYECKOTO HCCIICAOBaHMs, OpOILIOpe KCCIeNoBaTelsl WIA B WHCTPYKIHH TI0
MPUMEHCHUIO JICKAPCTBEHHOTO TIperapara;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco DedepanbHoco
3aKoHa oononnena nyHkmom 52.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.1) ¢apmakoHaA30p - BUJ JEATEIHHOCTH 1O MOHUTOPUHTY 3(PPEeKTUBHOCTH U OE30MaCHOCTU
JIEKapCTBEHHBIX MPENapaToB, HAIIPABJICHHBINA Ha BBISBICHUE, OIEHKY U MPEIOTBPAIICHUE HEXETaTeIIbHBIX
MOCJIE/ICTBUM MPUMEHEHHS JICKAPCTBEHHBIX MTPENapaToB;

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3akoHom om 22 Odexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco DedepanbHoco
3aKOHa 0ononneHa nyHkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.2) nyia" ynpasJieHUsl PUCKaMU - TIOJPOOHOE OMHCAaHHE MEPONPUATHH Mo (hapMaKOHAI30DY,
HaIpaBJICHHBIX Ha BBISBIICHWE, OIEHKY M TMPEAOTBpAICHUE WM MHUHUMHU3AIHMIO PUCKOB, CBS3AaHHBIX C
JIEKapCTBEHHBIMU TpernapaTaMu, BKIF04Yas OlEeHKY 3P PEeKTUBHOCTH JaHHBIX MEPOTPHUSATUNL;

Wndhopmarust 06 n3MEHEHUSX:
Ilynkm 53 usmenen c 1 sneaps 2018 e. - @edepanvusiii 3axkon om 29 utona 2017 e. N 242-D3

CMm. npedvloyuyro pedakyuio
TAPAHT:

[Tonoxxenus mynkra 53 crathu 4 (B penakmuu denepanbHoro 3akoHa oT 29 uronst 2017 r. N 242-D3) B
4acTy, Kacaroueicss (opMUpPOBaHMS U BbIJJaUM PELIETITOB Ha JIEKApPCTBEHHBIE Mpenaparhl, cojepKaline
Ha3HAUYE€HUE HAPKOTUYECKUX CPEJICTB HIIU MICUXOTPOIHBIX BEIIECTB, B (pOpMe 3JIEKTPOHHBIX JOKYMEHTOB,
npuMeHsroTcs ¢ 1 aaBaps 2019 r.

53) peuenTt Ha JieKapCTBEHHBIH Npenapar - MEIUIMHCKUNA JOKYMEHT YCTaHOBIIEHHON (hOPMBI,
CoJIepXKaIlMil Ha3HA4YC€HHE JIEKapCTBEHHOTO Ipenapara g MEAMIMHCKOIO NPUMEHEHUS, BbIIaHHBIN
MEIUIUHCKUM pPAaOOTHUKOM B LENAX OTIyCKa JIEKAPCTBEHHOI'O Ipernapara WM €ro W3TOTOBJICHUS M
OTIIyCKa Ha OyMa)XHOM HOCHTEJIE€ WJIM C COTJIacHsl MalleHTa UM €ro 3aKOHHOTO Ipe/CTaBuTeNs B popme
JJIEKTPOHHOTO JIOKYMEHTa, MOJMHCAHHOTO C HCHOJb30BAHUEM YCHJICHHOM KBAIM(UIIMPOBAHHOM
HIIEKTPOHHOM MOJIIMCH MEAUIIMHCKOTO pabOTHUKA, JTUOO0 TOKYMEHT YCTAaHOBJIEHHOM (OPMBI, CoepKaluil
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Ha3HAYCHHE JICKAPCTBEHHOI'O IIpernapara Juisi BETEPUHAPHOIO IIPUMEHEHUS, BBIIAHHBIA BETEPUHAPHBIM
pabOTHUKOM B MLENAX OTIYCKAa JIEKAPCTBEHHOTO IperapaTa WIM €ro HM3TOTOBJICHUS M OTIyCKa Ha
OyMa)KHOM HOCHUTEIIE;

54) TpeGoBaHHMe MEIMIIMHCKON OPraHM3aliud, BeTEPHHAPHOI OpPraHM3alMHu - JOKYMEHT
YCTAHOBJICHHON (hOPMBI, KOTOPBIN BBIMHMCAH MEIUIIMHCKUM WM BETEPUHAPHBIM PAaOOTHUKOM, UMEIOIINM
Ha 3TO IpaBO, M COJCPKHUT B IUCHMEHHOH (hopMe yKa3aHHWEe aNTEYHOW OpraHu3aluu 00 OTITyCKe
JICKApCTBEHHOTO IIperapara WM O €ro W3rOTOBIEHHH W 00 OTIycKe Juid oOecredyeHus JedeOHOro
nporecca B MEAUIIUHCKON OpraHu3alny, BETePHHAPHON OpraHnu3aIii;

Wndopmarius 06 H3MEHEHUX:

Dedepanvrvim s3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvs 4 nacmosawezo @edepaniviozo
3aKOHA 0ONOIHeHa nyHKmom 35, ecmynarouum 6 cuny ¢ 1 urons 2015 2.

55) KOMIUIEKCHas OIICHKA JICKQpCTBEHHOrO TIpernapara - OICHKa 3aperdCTPUPOBAHHOIO
JICKapCTBEHHOTO TperapaTa, BKIIOYAIas B ce0sl aHaM3 UHPOPMAIIUU O CPABHUTEIHLHON KIMHHUYECKOU
3¢ (GEeKTUBHOCTH U 0E30IIACHOCTH JICKAPCTBEHHOTO Tperapara, OIEHKY SKOHOMUYECKHUX TMOCIIEJICTBUI ero
MPUMEHCHUS, U3YYCHUE JOTOJTHUTEIBHBIX TIOCICICTBUI TPUMEHEHUS JICKaPCTBEHHOTO MpernapaTa B IeIsIX
HOPHHATHS PEIICHUH O BO3MOXKHOCTH BKJIIOYCHHS JICKAPCTBCHHOI'O Iperapara B IEepPeUYeHb JKU3HEHHO
HEOOXOUMBIX W BAXHECUIUX JICKAPCTBCHHBIX IPENapaToB, HOPMATHBHBIC IPABOBBIC AKThl W HHBIC
JOKYMEHTBI, ONPEACISAIONINE MOPSAOK OKa3aHHWs MEIUIIMHCKON TOMOIIM, WM HCKIIOYCHHUS €ro W3
YKa3aHHBIX MTEPEUHs, aKTOB U JOKyMEHTOB;

Wuopmarus 06 H3MEHEHHSIX:

Cmamuws 4 donoanena nynkmom 56 c¢ 1 ausapsa 2018 e. - @edepanvuuiii 3akon om 28 dexabps 2017 a.
N 425-D3
56) cucreMa MOHUTOPUHIA [IBHKEHHUS] JIEKAPCTBEHHBIX NPeNapaTroB s MeIUIHHCKOI0

npuMeHeHus - QenepanbHas ToCyJapCTBeHHas HHGOpPMAIMOHHAsS CHCTEMa MOHUTOPUHIA JBUKCHUS
JICKAPCTBEHHBIX TIPEMapaTroB JUIsi MEAUIIMHCKOTO TPUMEHEHHS OT MPOU3BOJUTENSI O KOHEYHOTO
noTpeOuTenss C HCHOJIB30BAaHMEM B OTHOIIEGHHH JIEKAPCTBEHHBIX IMPEMapaToB Ui MEIUIIMHCKOTO
MIPUMEHEHUS CPECTB UACHTU(UKAIIH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 4 HaCTOAIICTO (De,[[epaﬂbHOFO 3aKOHa

I'nasa 2. ITotHoMo4us (peaepaibHbIX OPraHOB MCIIOJHUTEIBHON BJIACTH, OPraHOB
HCIOJHUTEIbHOH BJIAaCTH cy0ObeKkTOB Poccmiickoii @enepanun npu oopamieHnH JIeKapCTBEHHbIX
CpPeACTB

Crarbs 5. IlonHomouus ¢eaepanbHbIX OpPraHOB HCIOJIHUTENBHOM BIIACTH TNpH OOpalIeHUU
JIEKapCTBEHHBIX CPE/ICTB
K nmnomHomouumsiMm  denepanbHBIX  OpraHOB — HMCIOJHUTENBHOW BJIACTH MNpH  OOpalieHuu
JIEKAPCTBEHHBIX CPE/ICTB OTHOCATCS:

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axonom om 22 Oexabps 2014 2. N 429-d3 ¢ nynkm 1 cmamvu 5 Hacmosuwe2o
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nyHkma 6 npeovioyujeli pedakyuu
1) mpoBenenue B Poccuiickoii ®Penepauuu €IWHOW TrOCyJapCTBEHHOM NOJUTUKM B 00JacTH
obecrieueHus IeKapCTBEHHBIMHU TpernapaTamMu rpaxkaad B Poccutickoit @enepanmm;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-d3 ¢ nynkm 2 cmamvu 5 Hacmosue2o
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.
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Cm. mexcm nyHkma 6 npeovioyujeil peoaxKyuu
2) yTBepkaeHHWE O0O0mmx QdapMakonerlHbIX —cTaTei, (apMakolnelHbIX CcTaTed, H3JaHue
roCy/IapCTBEHHOU (hapMaKoImen, CO3aHne U BEACHHE peecTpa papMaKoeHHbIX CTaHIAPTHBIX 00pa3IloB;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 25 uions 2012 2. N 93-D3 6 nynkm 3 cmamou 5 Hacmosiue2o PedepaibHoco
3aKOHA BHeCeHbl USMEHEH s

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu
3) ocymiecTBIICHHE TOCYAapCTBEHHOTO KOHTPOJIS (Haa30pa) B cdepe oOpalleHusl JTeKapCTBEHHBIX
CPEICTB;
4) TUIeH3MPOBAaHNE TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB M (PapMaIeBTUICCKON NEATSIILHOCTH B
COOTBETCTBUU C 3aKOHO1aTelibeTBOM Poccuiickoit denepanuy;
TAPAHT:

Cm. [lonmokeHwe O JHMIIEH3UPOBAHUM TPOHM3BOJCTBA JIGKAPCTBEHHBIX CPEICTB, YTBEPKICHHOE
nocranoBienreM [IpaButensctBa PO ot 6 urong 2012 r. N 686

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexkabps 2014 e. N 429-D3 6 nynkm 5 cmamvu 5 Hacmosue2o
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu
5) opraHM3anus 3KCIEPTU3bI JICKAPCTBEHHBIX CPEJICTB, ATHYECKOW JKCIIEPTH3bl BO3MOXKHOCTH
MPOBEJICHUS KJIMHHUYECKOTO MCCIIEAOBAHMS JICKAPCTBEHHOTO perapara JUisl MeIUIIMHCKOTO TIPUMEHEHUS,
OKCHEPTU3bl  JIOKYMEHTOB, IPEICTABICHHBIX JUIS  ONPEACICHUS BO3MOXXHOCTH  pPaccMaTpHUBATh
JICKapCTBCHHBIN TMpemnapar Uisi MEAWIIMHCKOTO MPHMEHEHUS TP TOCYAAPCTBEHHOW pPETUCTpalUd B
KadyecTBe OPPaHHOTO JICKAPCTBEHHOT'O TIpernapara;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-d3 cmamvsi 5 nacmosaweco DedepanbHo2o
3aKoHa 0onoHena nynkmom 5.1, ecmynarowum 6 cuny c¢ 1 urons 2015 a.

5.1) opraHu3zanusi TPOBEACHHUS KOMILIEKCHOM OIIEHKM JIEKQpCTBEHHOrO Mpemapara B IENIX
NPHUHSITHS PEIICHHH O BO3MOXXHOCTH BKJIIOUCHHS JICKAPCTBEHHOTO Iperapara B IEepPeYeHb JKU3HEHHO
HEOOXOMUMBIX M BAXHEWIINX JIEKaPCTBEHHBIX IpENapaToB, HOPMATHBHBIE TPABOBHIE aKThl U HHBIE
JIOKYMEHTBI, OIPEACISIONIUE MOPSIOK OKa3aHWs MEAWIIMHCKOW TIOMOINM WJIM WCKJIIOYEHUS €ro U3
YKa3aHHBIX MEPEeYHs, aKTOB U JOKYyMEHTOB;

6) BbIJIaYa pa3pelicHU Ha MPOBEICHNE KIIMHUYCCKUX UCCIICIOBAHHH JIEKAPCTBECHHBIX TPEapaToB,
BEJICHHE PeecTpa BBIIAHHBIX pa3pelieHHuil Ha MPOBEACHHE KIMHHUYECKUX HCCIEeIOBAaHUI JIEKapCTBEHHBIX
IperapaTos;

7) TocymapCTBeHHasl pEerucTpaiusi JEKapCTBEHHBIX IPernapaToB, BeJIEHHE TOCYIapCTBEHHOTO
peecTpa JICKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHvim 3axonom om 22 Oexabpsa 2014 2. N 429-d3 nynkm 8 cmamvu 5 Hacmosue2o
DedepanvHo20 3aKOHA U3N0JNCEH 8 HOBOU pedakyuu, ecmynarowell 6 cuny ¢ 1 aneapa 2016 .

Cm. mexkcm nynkma 8 npeovioyujeli peoaxyuu
8) opranmzanus U (WIM) TPOBEICHUE WHCIIEKTUPOBAHMS CYOBEKTOB OOpAIICHHS JIEKApPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE MpaBuiaM HaJJIeKallell TabopaTOpHOW MPAaKTUKH, paBuUiaM HaAIexalei
KIIMHUYECKOW TPAKTUKH, TpaBUIaM HaJJIeKalled MPaKTUKU XpPaHEHUsS M TEPEBO3KU JICKAPCTBEHHBIX
npenapaToB, MpaBUiiaM HaJJIeKaIIeH AUCTPUOBIOTOPCKOM MPaKTUKU, MpaBUIaM HaJJIexalleld anTeuHOu
MIPAKTHKH;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim s3axonom om 22 oexabpa 2014 2. N 429-@3 cmamwvs 5 nacmoawezo DedepanvHozo
3axona oonoanena nynkmom 8.1, ecmynarowum 6 cuny c¢ 1 uronsn 2015 2.
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8.1) opranuzanus u (UIH) MPOBEJCHUE HHCIIEKTUPOBAHUS CYOBEKTOB OOPAIICHHUS JIEKAPCTBEHHBIX
CPEACTB Ha COOTBETCTBHE TPEOOBAHUAM IIPaBMIJI HAAJEKaIled NPOM3BOJICTBEHHON MNpaKTHKH, Bbllada
3aKIIIOYEHUH O COOTBETCTBHUHM IPOM3BOJUTENSI JIGKAPCTBEHHBIX CPEACTB TPEOOBaHMUAM IPaBHI
HaJijIeKallel MpOU3BOJCTBEHHOM IPAKTUKH;

Wndopmarius 06 M3MEHEHHSX:

Deodepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-d3 cmamwvs 5 nHacmosawezo DedepanbHo2o
3aKoHa 0ononHena nynkmom 8.2, ecmynarouum 6 cuny ¢ 1 urons 2015 e.

8.2) ycTaHOBJICHHE MOpPSIKAa BEICHUS M BEICHHE TOCYIApCTBEHHOTO peecTpa 3aKIIYCHHH O
COOTBETCTBUU  TPOU3BOAMTENS  JICKAPCTBEHHBIX CPEICTB  TPeOOBAHWSAM  TPABUI  HAJJICKAIICH
MIPOU3BOJICTBEHHOMN MPAKTHKH;

9) rocynapcTBeHHAs PETHCTPAIHS YCTAHOBICHHBIX TIPOU3BOAUTEIISIMU JICKAPCTBEHHBIX TIPETIapaToB
MpeAeIbHBIX OTIYCKHBIX II€H Ha KU3HEHHO HEOOXOJMMBIE M Ba)KHEUIIHE JICKAPCTBEHHBIC Mpernaparhl U
BEJICHHE I'OCY/IapCTBEHHOTO peecTpa MPeAeNbHBIX OTIYCKHBIX IIEH MPOW3BOIUTENICH HA JICKAPCTBEHHBIC
npenaparbl, BKJIOYEHHBIE B IIEpPeUCHb JKM3HEHHO HEOOXOJUMBIX M BAKHEWIIHX JIEKAPCTBEHHBIX
Mpenaparos;

Wupopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3akonom om 13 uronsn 2015 o. N 241-D3 cmamoes 5 nacmosiweco PedepanbHoco 3aKOHA
oonoarnena nynkmom 9.1

9.1) coriacoBaHre TIPOSKTOB PEIICHUN OPTaHOB MCTIOJHUTEIHLHOW BIACTH CyOBEKTOB Poccuiickoi
Oenepanii 00 yCTaHOBJICHMM W (WJIM) W3MEHEHUU NPEIENIbHBIX pPa3MEPOB OINTOBBIX HAA0aBOK H
NPEIEIbHBIX Pa3MEPOB PO3HUYHBIX HAM0ABOK K (DAKTHYECKMM OTHYCKHBIM I[€HAM, YCTaHOBIICHHBIM
MIPOU3BOUTEIISIMH JICKAPCTBEHHBIX MPEMAapaToOB, Ha JICKAPCTBEHHBIE IIPenapaThl, BKIFOYCHHBIC B I1ePEUCHb
YKU3HEHHO HEOOXOIMMBIX U BKHECHUIITNX JICKAPCTBEHHBIX MIPEIapaTos.;

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akoHom om 22 oexkabps 2014 e. N 429-d3 nynkm 10 cmamvu 5 Hacmosujezo
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynatoujeti ¢ cuny ¢ 1 uronsa 2015 a.

Cm. mexcm nynkma 8 npeovioyujeil peoaxKyuu
10) ycTaHoBieHHe 0Opsi/ika BBO3a JEKaPCTBEHHBIX cpencTB B Poccuiickyro @enepaliuio 1 BbIBO3a
JIeKapCTBEHHBIX cpeacTs u3 Poccuiickonn denepannu;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-d3 cmamvs 5 nacmosaweco DedepanbHo2o
3axona oononnerna nynkmom 10.1, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

10.1) BbInaya, ycTaHOBIJIEHUE NTOPSAKA BbIAAYM U (POPMBI IOKYMEHTA, KOTOPbII MOATBEPKIAET, YTO
IPOM3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara OCYIIECTBIEHO B COOTBETCTBUU C TPeOOBaHMSAMHU IIPABUII
Ha/JIeKAIIe  TPOM3BOACTBEHHOW TPAKTUKWA, H TOUICKHT MPEICTABICHHUI0 10  TpeOOBaHUIO
YIIOJIHOMOYEHHOT'O OpraHa CTPaHbl, B KOTOPYIO BBO3UTCS JIE€KapCTBEHHBIH Mpemnapar;

TAPAHT:

CM. AJIMUHHCTpPATHBHBIN periaMeHT MO MpeAcTaBlieHnto MuHnpomToprom Poccuu rocynapcTBeHHOM
YCIIYTH T10 BbIJIade JOKYMEHTa, KOTOPBIM IMOATBEPKIAET, YTO MIPOU3BOJICTBO JIEKAPCTBEHHOTO Mperapara
JUISE METUIIMHCKOTO MMPUMEHEHHSI OCYIIIECTBICHO B COOTBETCTBUH C TPEOOBAHUSAMHU MPABUI HAAJIEKAIIEH
MTPOU3BOJICTBEHHON MPAKTUKH, W TTOJUICKUT TIPEICTABICHUIO TI0 TPEOOBAHUIO YIIOJHOMOYSHHOTO OpraHa
CTpaHbl, B KOTOPYIO BBO3HUTCS JICKQPCTBEHHBIM Mpemnapar, YTBEPKICHHBIH MprkazoM MUHIpoMTOpra
Poccum ot 31 nexadpst 2015 . N 4369

Wndopmarys 06 M3MEHEHHSAX:

Dedepanvrvim 3akoHom om 13 wona 20152 N 241-@3 ¢ nynxkm 10.2 cmamvu 5 nacmoswezo
DedepanbHo20 3aKOHA 6HeCeHbl USMEHEHUs

Cm. mexcm nynkma 8 npeovioyujell peoaxkyuu
10.2) Bblgaua, yCTaHOBJIEHUE MOPSAJIKA BbIIAYM M (OPMBI TOKYMEHTA, COAEPIKAILEro CBEIEHUS O
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CTagudgX TCXHOJOTUYCCKOro Iponecca IMPOU3BOACTBA JICKAPCTBCHHOI'O CpCACTBA Jid MCAUILIMHCKOI'O
IIPUMCEHCHU A, OCYIICCTBIIACMBIX HA TCPPUTOPHUU EBpaBHﬁCKOFO 9KOHOMHUYECKOI'O COrO3a,
APAHT:

CM. AIMUHUCTpAaTUBHBIM persiameHT Munnpomropra Poccun mo mpeaocTaBieHHIO TOCYAapCTBEHHOM
YCIYTH TIO BbIJau€ JIOKYMEHTa, COJACP KAlIero CBEACHHUS O CTaJAHMsIX TEXHOJOTHYECKOro Ipolecca
MIPOU3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA JUIsl MEOUIMHCKOrO NPUMEHEHMS, OCYLIECTBISEMBIX Ha
TeppUTOpUr EBpazniicKoro 3KOHOMUYECKOr0 COK03a, YTBEPKACHHBIN Nprkazom Munnpomropra Poccun
ot 31 nexabps 2015 r. N 4368

11) cozmanue cOBETORB MO BOMPOCAM, CBSI3aHHBIM C OOpAIlIEHUEM JIEKAPCTBEHHBIX CPECTB;

12) arrecTanus u cepTUPUKALUS CIEIIHATUCTOB;

13) yrparun cuny;

Wndopmarus 06 H3MEHEHHSX:
Cm. mexcm nynkma 13 cmamou 5

Deoepanvrvim 3akoHom om 22 oexkabps 2014 e. N 429-d3 nynkm 14 cmamvu 5 nacmosuezo
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynaowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu

14) ocymecTBiieHue GpapmMakoHaa30pa;

15) yuactue B MeX1yHaApOAHOM COTPYJHUYECTBE;

16) mosyuenue 1o 3ampocaM YHOJIHOMOYEHHOTO (e/lepajbHOro opraHa UCIOJHUTENILHONW BIAcTU
OT OpraHoB MCIOJIHHUTEIbHOM BilacTH CcyObekTOoB Poccuiickoit ®enepanuu, a TakkKe OT CYOBEKTOB
oOpalleHusl JIeKapCTBEHHBIX CPEACTB s MEAMLMHCKOrO NPUMEHEHUs HHGpOpMalUU [0 BOIpOcaM
YCTAHOBJICHHSI U TIPUMEHEHUS IICH Ha JICKapCTBEHHBIE MTPETapaThl U HaI0ABOK K HUM;

17) npuMeHeHMe Mep OTBETCTBEHHOCTH 3a HapylleHHe 3aKoHoJareiabcTBa Poccuiickoi
denepauuu;

Wuopmarus 06 H3MEHEHHSIX:

DedepanvHvim s3axonom om 22 oexabpa 2014 2. N 429-@3 cmamwvs 5 nHacmoawezo DedepanvHozo
3aKoHa dononnena nynkmom 18, ecmynarowum 6 cuny ¢ 1 urona 2015 e.

18) yTBepkneHuMEe TmpaBWJI HaJuIekalled JabopaTOpHOM MpPaKTHKH, [IpaBWil HaJJIeKallen
KJIMHUYECKOW TMPAKTUKH, TMPaBUII HAJJIeKALIEHd NPOU3BOJCTBEHHONW MNPAKTUKU, MPaBWI HaAJIeKallei
IPAKTUKU XPAHEHUS U MEPEBO3KU JIEKAPCTBEHHBIX MIPENapaToB, MPaBuil HaJJIexkKallel TUCTPUObIOTOPCKON
MPAKTUKH, [TPABIII HAJJIeKAIIeH anTeyHOW MPAKTUKH, MPaBUJ HaANEXKaleld mpakTUKu (papmakoHam3opa
JIEKapCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO IPUMEHEHUS;

Wndopmarys 06 M3MEHEHHSX:

DedepanvHvim s3axonom om 22 oexkabpa 2014 2. N 429-@3 cmamwvs 5 nHacmoawezo DedepanvrHozo
3aKona oononnena nynkmom 19, ecmynarowum 6 cuny ¢ 1 urona 2015 e.
19) ycranoBieHue Tmopsika (OPMUPOBAHUSA PETHUCTPALMOHHOTO JIOChE Ha JIEKAPCTBEHHBIN
npenapar u TpeOoBaHUH K JOKYMEHTaM B €0 COCTAaBE;

Wudopmanust 06 U3MEHEHHUAX:

Deoepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-D3 cmamvs 5 nacmosweco DedepanbHo2o
3axona oonoanena nynkmom 20, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

20) yTBepKIEHHE IpaBUJI PAllMOHATBFHOTO BhIOOpAa HAMMEHOBAHMM JIEKAPCTBEHHBIX IPEMapaToB

JUTSE MEJTUITUHCKOTO MIPUMCHCHHSI,

Wndopmarus 06 H3MEHEHUSX:
DedepanvHvim s3axonom om 22 oexabpa 2014 2. N 429-@3 cmamwvs 5 nacmoawezo @edepanvHozo
3axona oononnena nynkmom 21, ecmynarowum 6 cuny ¢ 1 uiona 20135 e.

21) yTBepkeHHUE MepeuHsi HAUMEHOBAaHUH JIEKAPCTBEHHBIX (HOpPM;

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 oexkabps 2014 2. N 429-@3 cmamvs 5 nacmoawezo Dedepanvhoco
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3aKOHA 0onoHeHa nyHkmom 22, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
22) ¢dopmupoBaHHE peecTpa THUIOBBIX HHCTPYKIMHA IO MEAMIIMHCKOMY HPUMEHEHHIO
B3aMMO3aMEHSEMBIX JICKaPCTBEHHBIX MIPEIapaToB;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-D3 cmamvs 5 nHacmosweco DedepanbHo2o
3aKoHa oononnena nynkmom 23, ecmynarouum 6 cuny ¢ 1 uons 2015 a.
23) yrBepkaeHHE TpeOOBaHUI K MHCTPYKIMHU MO MEIUIMHCKOMY HMPUMEHEHHIO JICKapCTBEHHBIX
MPEenapaToB U K MHCTPYKLIUU IO BETEPUHAPHOMY IPUMEHEHUIO JIEKapCTBEHHBIX MIPErnapaTos;

Wndopmarius 06 M3MEHEHUSX:

Deodepanvrvim 3akonom om 22 oexkabps 2014 2. N 429-d3 cmamwvs 5 nacmosawezo DedepanbHo2o
3aKOHA 00NoIHeHa nyHkmom 24, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

24) nocyneOHOE 3akpbhITHE CAWTOB, COJAEPXKANMX HHMDOPMALMIO O PO3HUYHOH IPOIaKe
JTUCTAHIIMOHHBIM CIIOCOOOM, MPENJOKEHUE O MNPUOOPETCHHH AWCTAHIIMOHHBIM CIIOCOOOM, JOCTaBKE
JTUCTaHIIMOHHBIM criocoOoM ©  (WiaM) mepenade (QU3HUECKOMY JIMIy JUCTAaHIMOHHBIM CIIOCOOOM
JICKapCTBCHHBIX  TIPENaparoB, HAPKOTUYECKUX JIGKAPCTBEHHBIX IMPEMapaTOB M  ICUXOTPOIHBIX
JICKApCTBCHHBIX IPEIapaToB, 32 UCKIYCHUEM CIIydacB, yCTaHOBICHHBIX [IpaBuTenbcTBoM Poccuiickoit
®denepauuu.

Wuopmarus 06 H3MEHEHHSIX:

Cmamuws 5 oononnena nynkmom 25 ¢ 29 nosaops 2019 2. - @edepanvhuiii 3akon om 28 nosops 2018 e. N
449-D3

Cm. 6yoywyro pedarkyuio
TAPAHT:

CM. KOMMEHTapuu K cTaThe 5 Hacrosero deaepanbHOro 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 13 urwan 2015 2. N 233-D3 nacmoswuii Dedepanvhblii 3aKOH OONOIHEH
cmamoveti 5.1
Crartbsa 5.1. Ilepenaua ocyiiecTBiaeHHs] MOJHOMOYMM (efepanbHbIX OPraHOB HMCIIOTHUTEIbHON
BJIACTU TIpU OOpAIlEHUH JIEKAPCTBEHHBIX CPEICTB OpraHaM HCIOJHUTEIbHON BIIACTH
cyonekToB Poccuiickoit denepannn
[TonHOMOUMS (enepalbHBIX OPraHOB UCHOTHUTENHHOW BIACTH MPH OOpAIIeHUH JEKapCTBEHHBIX
CpPEencTB, TMpPEeAyCMOTpeHHBbIE HacTosuuM @DenepaibHBIM  3aKOHOM, MOTYT TI€pelaBaThCs IS
OCYIIECTBIICHUS ~ OpraHaM  HUCIIOJIHUTENBbHONM  Bmactu  cyOwbekToB  Poccuiickoit ~ Denepanuu
nocranosieHusmMu lIpaBurensctBa Poccniickon denepanuu B MOpsAAKe, YCTaHOBIEHHOM DejepaibHbIM
3akoHOM OT 6 OokTa0ps 1999 roma N 184-®d3 "OO6 o0mMX TPHUHIMIIAX OPTraHU3AlMU 3aKOHOAATEIbHBIX
(IpencTaBUTENbHBIX) W MCIOJHUTEIbHBIX OPraHOB TOCYJAapCTBEHHON BiacTH cyOBekTOoB Poccuiickoit
Oenepaunn".
TAPAHT:

CMm. koMMeHTapuH K cTaTthe 5.1 HacTosmero denepalbHOrO 3aKOHA

Cratba 6. [lonHOMOYNS OpraHOB UCIIOTHUTENBHOM BiacTu cyobekTa Poccuiickoit denepaunu npu
00palIeHNnH JIEKAPCTBEHHBIX CPE/ICTB

K mnonHoMouusM oOpraHoB HCHOJHUTENbHON BiacTu cyobekra Poccuiickoit ®enepanuu npu
0OpaIIeHNN JIEKAPCTBEHHBIX CPEJICTB OTHOCATCS:

1) pa3zpaboTka U peanu3alusi peruoHaIbHBIX IpOrpaMM o0ecreYeHHs HACEIEHUS JIEKapCTBEHHBIMU
npenaparamy;

2) ycTaHOBJIEHHE IPEJEIbHBIX Pa3MEPOB ONTOBBIX HA0ABOK U MpeeIbHBIX Pa3MEPOB PO3HUUHBIX
Ha/0aBOK K (DaKTHUECKUM OTIIYCKHBIM II€HaM, YCTaHOBJEHHBIM MPOM3BOJUTEISIMH JIEKapCTBEHHBIX
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npenaparoB, Ha JICKAPCTBCHHBLIC NPCHApPaThl, BKIIIOYCHHBIC B TICPCYUCHL KU3HCHHO HGOGXOI[I/IMBIX n
BaKHEHIIINX JICKApCTBCHHBIX IIPCIIapaToB;

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 25 utonsa 2012 2. N 93-D3 6 nynkm 3 cmamou 6 Hacmosiujeco PedepaibHo2o
3aKOHA 6HEeCeHbl USMEHEeHUs

Cm. mexcm nynkma 6 npeovioyujell peoaxKyuu

3) ocyllecTBICHHE PETrHOHAIBHOTO T'OCYJApCTBEHHOTO KOHTPOJIS 3a INpPHMEHEHHEM IIeH Ha
JICKapCTBCHHBIE TIperapaThl, BKIIOUEHHBIE B II€PCUCHb JKU3HCHHO HEOOXOJUMBIX W BaKHEHIIHX
JICKApCTBCHHBIX MpPENapaToB, OPraHU3alUSIMH ONTOBOW TOPTOBJIM, AalTEYHBIMH OPTraHU3AIUSMH,
WHAUBUIYAIbHBIMH MPEANMPUHAMATEIISIMUA, UMEIOIIAMHE JTUICH3UIO Ha (apMalleBTUICCKYIO IeATEeIHHOCTh;

Wndopmarus 06 H3MEHEHHSIX:

Cmamovs 6 dononnena nywkmom 4 ¢ 1 aumeapsa 2018 2. - @eodepanvuwiti 3akon om 29 urwona 2017 e.
N 242-@3
TAPAHT:

[Tonoxxenus nynkra 4 cratbu 6 (B pemakuun PenepanpbHoro 3akoHa oT 29 utons 2017 r. N 242-D3) B
4acTu, Kacaroueicsi (JOpMUPOBAHUS U BBIJAUM PELIETITOB Ha JICKAPCTBEHHBIC MpenapaThl, COIEpKallie
Ha3HAYCHHE HAPKOTUYECKUX CPEACTB MM MCUXOTPOITHBIX BEIIECTB, B (DOPME JIEKTPOHHBIX JOKYMEHTOB,
npumensitores ¢ 1 saaps 2019 1.

4) npuHsATHE peuIeHuss 00 WCIOJB30BAHMU HA TeppuTopum cyobekra Poccuiickoii deneparnyu
HapsIly C pelenTaMu Ha JIEKapCTBeHHbIE MpernapaThl, 0QOPMICHHBIMU Ha OyMa)KHOM HOCHUTEJNE, PELEHTOB
Ha JIGKAPCTBEHHBIC IIperaparhl, CPOPMUPOBAHHBIX B (hOpPME IIICKTPOHHBIX TOKYMEHTOB.

TAPAHT:

CM. KOMMEHTapuu K cTaThe 6 Hacrosero deaepanbHOro 3aKOHA

I'naBa 3. I'ocynapcrBennas ¢papmakonest

Cratbs 7. Pa3paboTka 1 u3ganue rocyaapcTBeHHOM hapmakonen, pa3MelieHne JaHHbIX 0 He
1. Tlox rocymapcTBeHHOM (hapmakomneelt MOHUMAETCs CBOA OOmuX (hapMakONelHbIX cTaTell u
dbapmakonenHbIX CTaTei.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexabpa 2014 2. N 429-d3 6 uwacms 2 cmamovu 7 Hacmosuwe2o
DedepanbHo2o 3aKoHA 8HeceHbl UsMeHeHus,, scmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

2. Pazpabotka oOmmx QapmakonelHbIXx craTedl U ¢apMakoneWHbBIX cTaTei, B TOM YHCIE
dapmakornelHbpIX cTaTel Ha (apMakollelHble CTaHAapTHBIE O00pa3ibl, W BKIIOYEHHE WX B
rOCYJapCTBEHHYIO (hapMakomer0 OCYHIECTBISIOTCS B TOPs/IKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM
benepanbHBIM OPraHOM HCTIOIHUTEIBLHOM BIACTH.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 @ uwacme 3 cmamvu 7 Hacmosue2o
DedepanbHo20 3aKOHA 8HeCceHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
3. Pa3paboTka dapmakoneitHol cTaTbu Ha ped)epeHTHBIN JTeKapCTBEHHBIN TIpenapaT U BKIIOYCHHE
€€ B TOCYJapCTBEHHYIO (papmakomnero B TeUeHHE CpOKa JEHCTBHUS 3alUThl UCKIOYUTEIHHOTO IpaBa,
YIIOCTOBEPEHHOTO MATEHTOM Ha pe(epeHTHBIH JEKapCTBEHHBIN MperapaT, OCYIIECTBISIOTCS C COTTIAcHs
€ro pa3paboTyuKa.
4. TocynapctBeHHass QapMakomness H3JaeTcss YIOJTHOMOYEHHBIM  ()eiepalibHBIM — OPTaHOM
UCIIOJTHUTENIbHOM BJIaCTH 3a CUET CPeJCTB (efepanibHOro OI0/PKEeTa U MOJUICKUT MEepenu3JaHusIM He pexe
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YeM OJIMH pa3 B MATh JIET, B MEPHOJ MEXAY KOTOPHIMU HM3JAIOTCS MPUIOKEHUS K TOCYJapCTBEHHOM
dapmakoriee, cojepxkamue oOmme (apmakoneitnpie ctathi W (WiKM) ¢dapMaKoONelHbIE CTaTbhH,
YTBEPXKJACHHBIE TIOCIIC U3IaHUS WIH MTePEU3AaHMs TOCYIapCTBEHHON (hapMaKOTIeH.

5. YmonHOMOYeHHBIH (enepanbHbIi OpPraH HCIOJMHUTEIBHOW BIIACTH pa3MeEIacT JaHHBIE O
rOCy/IapCTBEHHOU (hapMaKoriee U MPUIOKEHUIX K Hel Ha cBoeM oduinaabHOM caiite B cet "MHTepHeT"
B YCTaHOBJICHHOM UM TOPSIJIKE.

TAPAHT:

CM. KOMMEHTapuu K cTaThe 7 HacTosero deaepanbHOro 3aKOHa

I'nasa 4. I'ocyaapcTBeHHbII KOHTPOJIb IIPH 00PALIEHUN JIEKAPCTBEHHBIX CPEACTB

Crarbs 8. JluneH3upoBaHHE NPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U (papMareBTUUYECKOM
JESATEIIBHOCTH
1. JInieH3upoBaHue MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (DapMalleBTUUECKON AESITEIbHOCTH
OCYILIECTBIISIETCS B COOTBETCTBUM € 3aKoHOaTenscTBOM Poccuiickoit denepannn.
TAPAHT:

Cm. [lonmokeHwe O JHMIIEH3UPOBAHUM TPOM3BOJCTBA JIGKAPCTBEHHBIX CPEICTB, YTBEPKICHHOE
nocranoBienueM [IpaButensctBa PO ot 6 urong 2012 r. N 686

2. OO0s3aTenbHBIM YCIOBHEM NPEAOCTABICHMS JHMIIEH3MHM Ha IPOU3BOJCTBO JICKAPCTBEHHBIX
CPEACTB SIBISIETCA NMPUJIOKECHHUE K 3asBICHUIO COMCKATENS JHIICH3UW TePEeyuHs JIEKapCTBEHHBIX (GopM u
(umu) BUAOB (papMmalleBTUYECKUX CyOCTaHLMM, KOTOpble NPOU3BOJUTENb JIEKAPCTBEHHBIX CPEJICTB
HaMepeH MPOU3BOIUTH.

3. B ciydae He0OXOAMMOCTH PaCIIMPEHHUs IPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB 3a CYET HOBBIX
JIEKapCTBEHHBIX (pOpM U BUIOB (papManeBTUIECKUX CYOCTAHIIMI MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEIICTB
JIOJKEH TOJIYYUTh HOBYIO JIMIIEH3MIO Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEJCTB.

'APAHT:

CM. koMMeHTapuu K cTaThe 8 Hacrosiero deaepanbHOro 3aKOHA

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 25 uwna 2012 . N 93-D3 cmamwvs 9 nacmosiweco edepanvhozo 3aKOHA
U3I0JHCEHA 8 HOBOU pedaKyuu

Cm. mexkcm cmamou 8 npedvbloyuel peoaKyuu
Crartbs 9. ['ocynapcTBeHHBIN KOHTPOJIB (Ha30p) B chepe oOpalieHust IeKapCTBEHHBIX CPE/ICTB
1. TocynapcTBeHHBIN KOHTPOJIb (HaA30p) B cepe oOpalleHns TeKapCTBEHHBIX CPEJICTB BKIIOYAET
B ce0s:
1) NWIIEH3MOHHBIM KOHTPOJIh B cdepe MPOU3BOJCTBA JIGKAPCTBEHHBIX CPEICTB U B cdepe
dbapmareBTUIeCKOn AesATeTbHOCTH;
2) dhenepanpHBINA TOCYIaPCTBEHHBINA HAA30p B chepe oOpalieHus JeKapCTBEHHBIX CPEICTB;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-d3 wacme [ cmamvu 9 nacmosweco
DeodepanvbHoeo 3aKOHA 0ONOIHeHa NYHKmMom 3, ecmynarowum 6 cury ¢ 1 urons 2015 e.

3) BBIOOPOYHBII KOHTPOIh Ka4eCcTBa JIEKAPCTBEHHBIX CPEICTB.

2. JIMIeH3UOHHBIM KOHTpOJb B cdepe MNpPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
dbapMaleBTUYECKON ACSITENFHOCTH OCYIIECTBISETCS  YIIOTHOMOUYEHHBIMH  (efepatbHbIM  OpPraHOM
UCIIOJTHUTENIbHOM BIACTHM W OpraHaMu HCIOJHUTEIbHOW BiacTu cyObekToB Poccuiickoit Penepannu
COTJIACHO UX KOMIIETEHIIMH B MOPSJIKE, ycTaHOBIeHHOM (DenepanbHbiM 3ak0HOM OT 26 aexabps 2008 roga
N 294-®3 "O 3amuTe NpaB OPUIUYECKUX JHMI W WHAUBUAYAIbHBIX MpEANpUHUMATENEH mpu
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OCYILIECTBJIEHUU T'OCYJApPCTBEHHOI'O KOHTPOJSA (HAaA30pa) MU MYHUIUNAIBHOTO KOHTPOJIS', C Yy4ETOM
0COOEHHOCTEH OpraHu3aluy U MPOBEACHUS POBEPOK, YCTAHOBIEHHBIX DejiepalibHbIM 3aKOHOM OT 4 Mast
2011 roga N 99-@3 "O nuueH3upOBaHUU OTAEIBHBIX BUJIOB AESITEIbHOCTH" .

TAPAHT:

CM. AJIMUHHCTPATHBHBIM pErjaMeHT MCIOJIHEHUS MuHnpoMToproMm Poccum rocymapcTBEHHOM
(GYHKIMM TI0  OCYIIECTBICHHIO JIMIIEH3MOHHOTO KOHTPOJISA JACSATEIBHOCTH IO IPOU3BOJACTBY
JIEKAPCTBEHHBIX CPEJCTB JJISI MEIUIUMHCKOTO MPUMEHEHHS, YTBEPKIACHHBIA MpHUKazoM MUHIpoOMTOpra
Poccuu ot 4 okxTsa6ps 2013 1. N 1607

3. ®enepanbHblii TOCYJApCTBEHHBI Hag30p B cdepe oOpalieHusi JIeKapCTBEHHBIX CPEICTB
OCYIIECTBIISCTCA YIOJHOMOYCHHBIMH (eJepalbHBIMA OpraHaMHi HCIIOJHUTEIBPHOW BIAacTH (nmajee -
OpraHbl TOCYJAapCTBEHHOTO HaA30pa) COTJACHO MX KOMIIETEHIIMH B IOPSJKE, YCTaHOBJIEHHOM
IIpaButenscTBOM Poccuiickoit denepanuu.

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-d3 wacme 4 cmamvu 9 nacmosweco
DedepanbHo20 3aKOHA U3N0AHCEHA 8 HOBOL pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

4. OenepanbHBI TOCYIapCTBEHHBIM Ham30p B cdepe oOpaiieHus JIEKapCTBEHHBIX CPEICTB
BKJIIOUYAET B ceO0sl:

1) opranu3zanuio ¥ MpOBEACHUE MPOBEPOK COOIIOJICHUS CyObEKTaMU OOpAIleHHs JICKApCTBEHHBIX
CPEJICTB yCTAHOBJICHHBIX HAacTOSIIIUM DelepaibHBIM 3aKOHOM W TMPHHITHIMH B COOTBETCTBHH C HHUM
WHBIMH HOPMATHBHBIMH TIPaBOBBIMH akTamMu Poccuiickoit ®denepanuu TpeOOBaHUN K JOKIMHHUYECKUM
WCCJICIOBAHMSIM JICKAPCTBEHHBIX CPEJIICTB, KIMHUYCCKUM HCCIICIOBAHUSAM JICKAPCTBEHHBIX IIPENapaTos,
XpaHEHHIO, TIEpEeBO3Ke, BBO3Y B Poccuiickyro denepaiunio, OTIYCKY, peau3aliy JeKapCTBEHHBIX CPEICTB,
IIPUMEHEHUIO JICKAPCTBCHHBIX MPETapaTOB, YHHUTOKECHHUIO JICKAPCTBEHHBIX CPEJICTB, a TAKIKE COOTIOICHIS
YIIOJIHOMOYECHHBIMU OpraHaMH HMCIIOJIHUTEIILHOU BJIacTH cyOBbekTOB Poccuiickoii denepanuu METOAUKH
YCTAHOBJICHHSI TIPEJICITBHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK W MPEACITBHBIX Pa3MEPOB POSHUYHBIX HA0ABOK
K (haKTMUECKHUM OTIYCKHBIM I[€HaM, YCTAaHOBIECHHBIM MPOU3BOIUTENSIMHU JIEKAPCTBEHHBIX MperapaTroB, Ha
JICKapCTBCHHBIC TIPerapaThl, BKIIOYCHHBIC B IepEUYCHb JKU3HCHHO HEOOXOIUMBIX W BaKHEHIITHX
JIEKapCTBEHHBIX MpernapaToB (fanee - 00si3aTeNbHbIe TpeOOBaHU);

2) opraHu3aIuio U MPOBEICHNE MTPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEACTB, HAXOMSAIIUXCS B
rpaXkIaHCKOM 000pOTe, YCTAaHOBIEHHBIM TPEOOBAHUAM K UX KaYECTBY;

Wndhopmarust 06 n3MEHEHUSX:

Yacms 4 oononnena nynkmom 2.1 ¢ 7 aunsapsa 2019 e. - edepanvuviii 3axkon om 27 oexabpsa 2018 o. N
511-d3

2.1) npoBeJieHNE KOHTPOJIbHBIX 3aKYIOK B LEJIAX MPOBEPKH COOIIOJCHUS CyObeKTaMH OOpalleHus
JIEKapPCTBEHHBIX CPEZCTB, OCYIIECTBISIONIMMHI POZHUYHYIO TOPTOBIIIO JEKAPCTBEHHBIMH IIpenapaTaMu s
MEAMLIMHCKOTO TPUMEHEHMs, TPaBUI OTIYCKa JIEKapCTBEHHBIX IPEMapaToB s MEIUIMHCKOTO
npuMeHeHus W (wiu) 3ampera  Opojaxku — (ambCU(UIIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
He100pOKaYeCTBEHHBIX JIKAPCTBEHHBIX CPEACTB U KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPE/ICTB;

3) opranuzanuio 1 nposeieHue papMaKoHaI30pa;

4) npuMeHeHue B MOPSIIKE, YCTAHOBIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoit @enepaiu, Mep 1o
IIPECEUCHUIO BBISIBICHHBIX HapylIeHUN 00s3aTeNbHbIX TpeOOBaHUN U (WJIM) YCTpaHEHHIO MOCIEACTBHUM
TaKUX HApYLIEHWH, B TOM YHCJIE MNPHUHATHE PELICHUS O HAXOXKICHUM JIEKapCTBEHHBIX CPEICTB B
oOpallleHuH, BblAauy MpeanucaHuil 00 yCcTpaHEeHUH BBISIBJICHHBIX HapyIICHUN 00sf3aTelabHBIX TpeOOoBaHUI
Y TIPUBJICYEHHUE K OTBETCTBEHHOCTH JIML, COBEPILINBIINX TAKUE HAPYIICHHUS.

Wudopmanust 00 U3MEHEHUIX:

@Deoepanvrvim 3akonom om 22 oOekabps 2014 2. N 429-d3 wacme 5 cmamvu 9 nacmosweco
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npeovloywert pedaKyuu
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5. ®enepanbHblii TOCYJApCTBEHHBI Hag30p B cdepe oOpalieHusi JIeKapCTBEHHBIX CPEICTB
OCYIIECTBIISICTCS B MOPsKe, ycTaHOBIEHHOM DenepanbHbiM 3akoHOM OT 26 aexadps 2008 roma N 294-D3
"O 3ammMre NpaB OPUAMYECKUX JIMI U WHIMBUIYAIbHBIX MNPEANPUHUMATENECH MPU OCYUIECCTBICHUU
rOCy/IapCTBEHHOTO0 KOHTPOJS (Haa30pa) M MYHUIUMIAIBHOTO KOHTpOJA", C y4eTOM OCOOEHHOCTEH,
YCTaHOBJICHHBIX HACTOSAIIEH cTaTbel. [IpeaBapurebHOE COrIacoBaHUe ¢ OpraHaMu MPOKYpaTypbl CPOKOB
IPOBEJICHUSI BHEIUIAHOBOM MPOBEPKU CYOBEKTOB OOpalleHHs] JIEKApCTBEHHBIX CPEACTB, a TaKxke
IIPEIBAPUTEIBHOE YBEIOMIICHUE IOPUIAMYECKUX JIMI, WHIMBUIYaJIbHBIX IpEANPUHMMATENICH O Hauaie
NpOBEJCHUS JTON TNpoBepku He Tpedyercs. Opranbl MNPOKypaTypbl H3BEHIAIOTCS O MPOBEICHUU
BHEIUIAHOBOH TPOBEPKU CYyOBEKTOB OOpalleHHs JIEKAPCTBEHHBIX CPEACTB IOCPEACTBOM HAaIpaBlICHUS
COOTBETCTBYIOIIMX JOKYMEHTOB B TEYEHHE TpeX pabouyux [HEH C MOMEHTa OKOHYAaHHs MPOBEACHUS
YKa3aHHOM BHEIUIAHOBOW IIPOBEPKHU.

6. JlOJOKHOCTHBIE JIMIIA OpraHa TOCYAapCTBEHHOTO HaA30pa B IOPSAJKE, YCTaHOBJIEHHOM
3aKoHoJaresbecTBOM Poccuniickoit denepannu, UMEIOT IPaBo:

1) mony4ath Ha OCHOBAaHUM MOTHBHPOBAHHBIX MUCHBMEHHBIX 3alIPOCOB OT CYOBEKTOB OOpalleHus
JIEKApCTBEHHBIX CPEACTB, OPraHOB HCIOJHUTEIBLHON BiacTu cyObekToB Poccuiickoit ®enepauuu u
OpraHOB MECTHOTO CaMOYIpPAaBI€HUS JOKYMEHTHl W HWH(GOpMAalMI0O 1O BOIpocaM oOpalieHus
JIEKapCTBEHHBIX CPEJICTB;

2) OecHpemnaTCTBEHHO IO TPEIbSBICHUU CIY)KEOHOrO YAOCTOBEpEHUS U KOMUU MpHUKa3a
(pacniopsikeHMsI) opraHa rocy/1apCTBEHHOTO HaJ[30pa O Ha3HAUEHUU MPOBEPKU IOCEIIATh HCIOJIb3yeMble
IOPUAMYECKUMU  JIMIIAMH, WHIWBUAYaJbHBIMA MOPEINPUHUMATEISIMH, SBISIOIUMUCS CYObEKTaMH
oOpallleHusl JIEKapCTBEHHBIX CPEJICTB, MPHU OCYILIECTBICHUM CBOEH NEATEIbHOCTU TEPPUTOPUH, 3J1aHUS,
MIOMENICHUS U COOPYKEHHUS B LIEJISIX [TPOBEACHUS MEPOIIPUSATUIN 110 KOHTPOJIIO;

3) npoBoAUTH OTOOpP OOPA3IOB JIEKAPCTBEHHBIX CPEJCTB, MPEIHA3HAUCHHBIX I pealu3alud U
peann3yeMbIX CyObeKTaMu oOpallieHus JeKapCTBEHHBIX CPEACTB, sl MPOBEPKH UX KauecTBa, IPOBEICHHUS
UCCIIEIOBAaHUM, MCIBITAHUM B COOTBETCTBUM C IIpaBWJIaMd OTOOpa o0Opa3loB, YCTaHOBJIEHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM HCIIOIHUTEILHON BIACTH;

Wndhopmarrust 06 n3MEHEHUSX:

Yacms 6 oonoanena nynkmom 3.1 ¢ 7 aunsapsa 2019 e. - edepanvuviii 3akon om 27 dexabpsa 2018 o. N
511-D3

3.1) npoBOAMTH KOHTPOJIbHbIE 3aKYyNKH JICKAPCTBEHHBIX MpPENapaTtoB Ui MEIUIUHCKOIO
NPUMEHEHHS B MENAX NPOBEPKH COONIOJCHUS CYOBEKTaMH OOpalleHus JIEKapCTBEHHBIX CPEJICTB,
OCYLIECTBIISIOUIMMHA PO3HUYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMH IIperapataMu Uil MEIULUHCKOro
NPUMEHEHHS, TPABWJI OTITYCKa JIEKAPCTBEHHBIX TPENapaToB Uil MEIWIUHCKOTO TPUMEHEHUS W (WIJIH)
3ampera  OpoAaxu  (anbCcU(DUIUMPOBAHHBIX  JIGKAPCTBEHHBIX  CPEACTB,  HEJOOPOKAYEeCTBEHHBIX
JIEKapCTBEHHBIX CPEACTB U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

4) BbIIaBaTh CyOBEKTaM OOpallleHHs JIEKAPCTBEHHBIX CPEICTB MPEANHCAHUS O MpPEKpalleHUuH
HapylIeHUH 00s3aTeNbHbIX TpeOOBaHUII M 00 YCTpaHEHUHU BBISBICHHBIX HapyUICHUM 00s3aTelbHbBIX
TpeOOBaHUH;

5) HampaBisATh B YIIOJHOMOYEHHBIC OpTaHbl MaTepHalibl, CBS3aHHBIE C HApPYHICHUSIMHU
00s13aTeNIbHBIX TPeOOBAaHUM, Ul PEIICHUs BOIPOCOB O BO3OYKIEHMM YTOJOBHBIX JIeJI TO MpU3HAKaAM
MIPECTYTICHUH.

Wndopmarys 06 M3MEHEHHSAX:

Dedepanvrvim 3axonom om 22 oexabpa 2014 2. N 429-@3 cmamwvs 9 nacmoawezo @edepanvrHozo
3aKOHA OONOJHeHa Yacmvio 7, ecmynaroujeli 6 cuiy ¢ 1 uons 2015 2.

7. BIOOpOUYHBIIT KOHTPOJIb Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISETCS YITOJIHOMOYECHHBIM
denepanbHBIM OPTaHOM HCTIOTHUTEIHHON BIACTH B YCTAHOBICHHOM UM TOPSIKE M BKITFOYAET B CeOs:

1) 06paboTKy cBeneHMi, B 00S3aTETLHOM TMOPSAKE MPEJOCTABISIEMBIX CYOBEKTaMU OOpaIIeHUs
JIEKAPCTBEHHBIX CPEJACTB, O CEpUSX, MAPTHUAX JEKAPCTBEHHBIX CPEJICTB, MOCTYNAIOLIMX B TPa)XIaHCKUU
o0opot B Poccuiickoit denepannu;

2) ot6op 00pa3IoOB JIEKAPCTBEHHBIX CPEICTB y CYOBEKTOB OOpallleHuUs JIEKApCTBEHHBIX CPEJICTB B
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[ENSIX TPOBEACHHUS WCIBITAHUN HA UX COOTBETCTBUE TPEOOBAaHUSM HOPMATHBHOW JOKYMEHTAIMU WIU
HOPMATUBHBIX JIOKYyMEHTOB;

3) mpuHSATHE TIO pe3yibTaTaM MPOBEJACHHBIX HCMBITAHUN PEIICHUS O JabHEUIIeM TPaXKIaHCKOM
000pOTE COOTBETCTBYIOLIETO JICKAPCTBEHHOTO CPEJICTBA,

4) NpUHATHE YIOJHOMOYCHHBIM (efepaibHbIM OPraHOM HCIOJHUTEIBHON BIIACTH PEIICHUS O
NepEeBOJIC JICKAPCTBEHHOTO CPEACTBA HA MOCEPHIHBIN BBIOOPOYHBIN KOHTPOJIb KAa4eCTBa JICKAPCTBEHHBIX
CPEICTB B CJIy4ae ITOBTOPHOTO BBISBICHUS HECOOTBETCTBHS KAauecTBa JIGKAPCTBEHHOTO CPEACTBA
YCTAaHOBJICHHBIM TpeOOBaHUSAM © (MpU HEOOXOJMMOCTH) O TPOBEpPKE CyOBbeKTa oOOparieHus
JICKapCTBEHHBIX CPEACTB. Pacxoipl, CBA3aHHBIE C MPOBEICHUEM MOCEPUHHOTO BHIOOPOYHOTO KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEJIICTB, OIUTAYMBAIOTCS IPOU3BOJMTEIECM JICKAPCTBEHHOTO CPEICTBA JIMOO
JiepsKaTesieM MM BIAJENbIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 9 HacTosIIero (DeﬂepaJ'ILHOFO 3aKOHa

I'naBa 5. Pa3p360TKa, JAOKJIUHUYIECCKHUEC HCCIIECT0BAHUA JICKAPCTBEHHBIX CPEACTB, 4 TAKIKE
KIMHHYECCKHE UCCICT0BAHUSA JICKAPCTBCHHBIX IPeNapaToB JJifl BETECPUHAPHOI'O IPUMECHCHUSA

Cratbs 10. PazpaboTka JiekapCTBEHHBIX CPE/ICTB

1. Pa3paboTka NeKapCTBEHHBIX CPEJICTB BKJIIOYAeT B ce0si MOMCK HOBBIX (DapMaKOIOTHYECKU
aKTUBHBIX  BEIIECTB, IIOCIEAYIONIee M3yYCHHEe WX JICKApPCTBEHHBIX CBOWCTB, JIOKJIMHUYECKUE
UCCIIEIOBaHMs, Pa3pabOTKy TEXHOJOTHM IMPOU3BOJACTBA (apMalleBTUYECKUX CyOcTaHIuil, pa3paboTKy
COCTaBOB M TEXHOJIOTHIA IIPOM3BO/ICTBA JICKAPCTBEHHBIX IIPEIapaToB.

2. ®uHaHCcoOBOE o0ecreueHne pa3paboTKH JIEKaPCTBEHHBIX CPEJICTB OCYIIECTBISETCS 3a CUET:

1) cpencTB deneparbHOTO OFOKETA;

2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEICTB IPOU3BOUTENIEN JIEKapCTBEHHBIX CPEICTB npu BBITIOJTHEHUH
HAY4YHO-UCCIIEJOBATEILCKUX paboT MO JO0TOBOPY MEXAY pa3pabOTUMKOM JIEKAPCTBEHHBIX CPEJCTB U
IIPOM3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) uHBIX He 3alpelIeHHbIX 3aKOHO1aTeNbCcTBOM Poccuiickoit deneparii HCTOYHHUKOB.

3. IlpaBa  pazpaboTuMka  JIEKApCTBEHHOIO  CPEJCTBA  OXPAHAIOTCS  TPAXKIAHCKUM
3aKOHO/IATEIbCTBOM.
TAPAHT:

CwMm. xommeHTapuu Kk ctathe 10 HacTosero denepalbHOT0 3aKOHA

Crarbs 11. JIOKIMHMYECKOE HCCIEIOBAHHE JIEKAPCTBEHHOTO CPEACTBA ISl MEAMIIMHCKOTO
MPUMEHEHUS
1. JIOKJIMHUYECKOe WCCIeIoBaHUe JIEKAPCTBEHHOTO CPEJICTBA JUIS MEIHUIIMHCKOTO MPHUMEHCHHUS
MPOBOAMUTCS TYyTEM MPUMEHEHHs] HAyYHBIX METOJIOB OIICHOK B IENAX MONyYeHHUs OKa3aTelIbCTB
0e30macHOCTH, KadecTBa U 3((HEKTUBHOCTH JICKAPCTBEHHOTO CPE/ICTBA.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3akoHom om 22 Oexabpa 2014 e. N 429-@3 6 uwacme 2 cmamvu 11 nacmoswezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujel peoaxyuu
2. JIOKJIMHUYECKOE HCCIIEN0BAHUE JIEKAPCTBEHHOIO CPEACTBA JUISI MEAUIIMHCKOTO IPUMEHEHMS
IPOBOAMTCS B COOTBETCTBUHU C IpaBuiamMH Haajexaiedl 1abopaTOpHON MpakTHKH, YTBEPKIECHHBIMHU
YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM UCTIOJIHUTENIBHOM BIACTH.

Wudopmanust 00 U3MEHEHHUSX:

Deoepanvrvim 3axonom om 2 utoaa 2013 2. N 185-D3 6 uacmv 3 cmamwvu 11 nacmoswezo


http://ivo.garant.ru/document?id=10064072&sub=40070
http://ivo.garant.ru/document?id=10064072&sub=40070
http://ivo.garant.ru/document?id=70726338&sub=151
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=57403072&sub=112
http://ivo.garant.ru/document?id=71366108&sub=1000
http://ivo.garant.ru/document?id=70305818&sub=13102

DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHUs,, ecmynatouue é cuny ¢ 1 cenmsabops 2013 2.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3. Jlna opraHM3anuy M TPOBEICHUS JOKIMHMYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO CPENCTBA
JUIE  MEIUIMHCKOTO TIPUMEHEHHUs pa3pabOTYMKH JICKAPCTBEHHBIX CPEACTB MOTYT IPHUBIEKATH
HAay4YHO-HMCCIIEIOBATEeIbCKUE OpraHu3aliy, oOpa3oBaTelbHBIE OpraHMW3allMM BBICIIEr0 00pa3oBaHM,
UMEIOIME HEOOXOANMYI0 MaTepHajJbHO-TEXHHUECKYI0 0a3y W KBaJU(UIIMPOBAHHBIX CIEIHATINCTOB B
COOTBETCTBYIOLIECH 00JIaCTH HCCIICAOBAHUS.

4. JIOKIMHMYECKOE HCCIEeIOBAaHME JIEKAPCTBEHHOTO CPEACTBA Ui MEAMLIUHCKOTO MPUMEHEHHS
IPOBOAUTCS MO YTBEPKICHHOMY pa3paOOTYMKOM JIEKAPCTBEHHOTO CPEJICTBAa IUIAaHY C BEICHHUEM
IPOTOKOJIa 3TOTO HMCCIEIOBAaHHUS M COCTABJICHHEM OTYeTa, B KOTOPOM COAEPIKATCS Pe3yJbTAaThl ITOTO
WICCIIEZIOBAHMS U 3aKJIFOYEHUE O BO3MOXXHOCTH TPOBEACHUS KIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOTO
npenapara Juist MEIMIUHCKOTO IPUMEHEHHUS.

Wndopmarus 06 H3MEHEHHSX:

@Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 5 cmamou 11 nacmosweco
DedepanbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu

5. TlpoBeneHue mNPOBEPOK COONIONCHUS TPABUI HAJJICKANICH J1a0OPaTOPHOW TIPAKTUKUA H
MPABOBBIX HOPM HCHOJB30BAHUS KUBOTHBIX MPU TPOBEJACHUH JIOKIMHHUYCCKUX HCCIICTOBAHHMA
JICKaPCTBEHHBIX CPEICTB IS MEAWIMHCKOTO TIPUMEHEHUS OCYIISCTBIISCTCS  YIIOJTHOMOYECHHBIM
(denepanbHbIM OPraHOM HCIIOJIHUTEIILHOW BIIACTH.

6. Pe3ynbpTaThl JOKIMHHYECKOTO HWCCIIEAOBAHUS JIEKAPCTBEHHOTO CPEACTBA JISI MEIUIIUHCKOTO
NPUMEHEHHUST MOTYT OBITh IPEICTABICHBI B YIIOJHOMOYCHHBIH (elepaabHbId OpraH HCIOJHUTEIbHON
BJIACTH B YCTAHOBJICHHOM TIOPSIKE B IEJISIX TOCYIAPCTBEHHOMN pEerucTpaiiy JEKapCTBEHHOTO Mperapara.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 11 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Crarbs 12. JIOKIMHHYECKOE HCCIEAOBAaHUE JIEKAPCTBEHHOTO CPEACTBA U KIMHHUYECKOE
HCCIIEIOBAHME JIEKAPCTBEHHOIO Mpenapara JJisi BETEpUHAPHOTO IPUMEHEHUS

1. JIOKIIMHUYECKOE HCCIIeIOBAaHUE JIEKAPCTBEHHOIO CPEACTBA I BETEPUHAPHOTO MPUMEHEHUS
MPOBOAUTCSA IIyT€M IIPUMEHEHUsI HAy4YHBIX METOJOB OLIEHOK B LENAX MOJNYy4YeHUs J0Ka3aTelbCTB
0e30MacHOCTH, KauecTBa U 3(h(PEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA, B TOM YHCJIE OINpPENETIeHUs CpoKa
€ro BBIBEJICHMS M3 OpraHH3Ma *KHBOTHOTO, B IENAIX obecredeHust 0e30MacHOCTH MPOIYKIIMH YKUBOTHOTO
MPOUCXO0KICHUS MTOCIIE TPUMEHEHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOIO Mpenapara.

2. JIOKIMHUYECKOE HCCIEAOBAaHUE JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOE HCCIEI0BAaHUE
JIEKapCTBEHHOTO Tperapara Jisi BETEPUHAPHOTO MPUMEHEHUs, HCCIeI0BaHNEe OHOIKBUBAICHTHOCTH
YKAa3aHHOI'0 JIEKAPCTBEHHOI'O Ipemnapara IMPOBOAATCA B COOTBETCTBUM C IIPAaBUIIAMM, YTBEPKIACHHBIMU
YIIOJTHOMOYEHHBIM (e/iepaIbHbIM OPTaHOM MCTIOTHUTEIBbHON BIIACTH.

T'APAHT:

CMm. Meroanueckue ykazanusi "[IpoBeneHHE KaueCTBEHHBIX WCCIEIOBAaHUN OWOIKBUBAIECHTHOCTH
JIEKapCTBEHHBIX CpeACTB", yTBepkaAeHHble MuH3apasconpa3sutus Poccun ot 30 aBrycra 2004 r.

3. JloknuHHMYECKOEe HCCiIeI0OBaHUE JEKapCTBEHHOIO CpEACTBA M KIMHUYECKOE HCCIe0BaHNe
JIEKapCTBEHHOI'O Ipenapara JUlsli BETEPUHAPHOTO NPUMEHEHHUS MPOBOJATCS 10 YTBEPKACHHOMY
pa3paboTYMKOM JIEKAPCTBEHHOTO CpPEICTBA IJIaHY C BEJACHHEM IPOTOKOJOB 3THX HCCIENOBAaHUN U
COCTaBJIEHUEM OTYETOB, B KOTOPBIX COAEPAKATCS PE3YJIBTAThI ITUX UCCIEIOBAHUIM.

4. JIns opraHu3aluy ¥ MPOBEACHUS JOKIMHUYECKOTO HCCIIeI0BAaHUs JIEKApCTBEHHOTO CPEACTBA U
KJIMHUYECKOT'O MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpernapara Uil BETEPUHAPHOTO MPUMEHEHHs pa3paboTuuK
JEeKapCTBEHHOI'O  CpPEeACTBAa  MOXKET  IpUBJEKaTh  OpraHU3alud, HUMEIoUe  HeoOXOIUMYIo
MaTepHaIbHO-TEXHUUECKYI0 0a3y M KBaJIM(PHUIMPOBAHHBIX CIEIMAIMCTOB B COOTBETCTBYIOIIEH 001acTH
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UCCIIEJOBAHMUS.

5. Knunandeckne wmccienoBaHus JIEKAPCTBEHHBIX IPENapaToB Uil BETEPUHAPHOTO MPUMEHEHHS
IPOBOJATCS B BETEPHHAPHBIX OPTraHU3alMsIX M B OPraHU3alMiX, OCYIIECTBISIOUIMX pa3BEICHUE,
BBIPALIMBAHKE U COJICP)KAHUE KUBOTHBIX, B IIEIISIX:

1) ycTaHOBJIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MPEnapaToB 3J0POBBIMH KHUBOTHBIMHU;

2) monbopa ONTHMAIBHBIX JIO3MPOBOK JIEKAPCTBEHHBIX IIPENapaToB M Kypca JICYECHHUs Ha
KOHKPETHOM TPYIIE )KUBOTHBIX C ONPEIEIIEHHBIM 3a00JIeBaHUEM;

3) ycraHoBmeHus ~ Oe3omacHOCTH M 3(QQEKTUBHOCTH  JIGKAPCTBEHHOIO  IIperaparta,
NpPEHA3HAYCHHOTO [UIS JICYEHHUS ONpEICNCHHBIX 3a00JIeBaHUN JKUBOTHBIX, Wi 3(ddekTuBHOCTH
JIEKapCTBEHHOTO Ipenapara Juist NpopuIakTUKU 3a00I€BaHII 3JOPOBBIX KUBOTHBIX;

4) wu3ydyeHus BO3MOXXHOCTEH paCIIUpEHHUs MOKa3aHWH K NPUMEHEHHUIO 3aperHCTPHPOBAHHOTO
JIEKapCTBEHHOTO Mpernapara 1 BhISBICHUS paHee HEU3BECTHBIX MOOOYHBIX JICHCTBUIA.

6. Knuunueckoe uccieoBaHME JIEKapCTBEHHOIO Ipenapara Ui BETEPUHApHOIO IPUMEHEHHs
OCYIIECTBIISICTCS 32 CYET CPEJICTB Pa3pabOTYHKa JIEKaPCTBEHHOTO CPE/ICTBA.

7. Otuersl O pe3yabTaTax JOKIMHUYECKOTO HCCIENOBAaHHUSA JIEKAPCTBEHHOIO CPEICTBA U
KJIMHUYECKOTO  HWCCJICJOBaHMs  JISKApCTBEHHOrO Mpemnapara s BETEPHHAPHOTO  IPUMEHEHUS
COCTaBJISIIOTCS  pa3pabOTYMKOM JICKAPCTBEHHOTO CpPEACTBA C YYETOM 3aKIIOUEHHH OpraHu3alui,
NPUHUMABIIUX y4aCcTHE B OPraHU3aIlK U IPOBEICHUHN 3THX HCCIICIOBAHUI.

8. KoHTpons 3a mpoBeAcHHWEM JIOKIMHHYECKUX HCCIIEJOBAHUN JIEKAPCTBEHHBIX CPEICTB U
KJIMHUYECKMX  HWCCIECJOBAaHWH  JICKAPCTBEHHBIX IPENapaToB Uil  BETCPHUHAPHOTO  NPHUMEHEHUS
OCYIIECTBIISICTCS YIIOJTHOMOYEHHBIM (heIepabHbIM OPTaHOM UCTIOTHUTEIBHOM BIACTH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 12 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

I'maBa 6. OcyuiecTB/IeHHEe TOCYIaPCTBEHHON PerHCTPALMM JIeKAPCTBEHHbIX NPenapaTos

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 13 nacmosuwezco DedepaibHoco
3aKOHA U3I0JHCEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 urons 2015 e.

Cm. mexkcm cmamou 8 npedvloyuell peoaxKyuu
Cratsbs 13. ['ocygapcTBeHHasi peTUCTpaIs JIEKApCTBEHHBIX MPErnapaToB

Wndhopmairust 06 n3MEHEHUSX:

Deoepanvrvim  3axkonom om 13 wuiona 20152 N 241-@3 uyacme [ cmamvu 13 nacmoswezo
DedepanbH020 3aKOHA U3NONHCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. B Poccuiickoii ®@enepanun JOMYCKarOTCS MPOU3BOACTBO, U3TOTOBJICHUE, XPAHEHNUE, TIEPEBO3KA,
BBO3 B Poccuiickyro ®denepanuro, BeiBo3 u3 Poccuiickoin @enepannn, peknama, OTIYCK, peaau3aiys,
nepeaaya, MPUMEHEHHE, YHUUYTOKEHHE JIEKapCTBEHHBIX IPENapaToB, €CJIM OHHM 3apErMCTPUPOBAHBI
COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIBHOMN BIIACTH.

2. 'ocynapcTBEHHOM perucTpanuy Moiexar:

1) Bce jexapCTBEHHBIE MpernapaThl, BIEPBBIC MOJJISKAINE BBOAY B oOpamieHue B Poccuiickoii
denepaunu;

2) nexkapCTBEHHbIE IpemnapaThl, 3aperUCTPUpPOBAaHHBIE paHEe, HO MPOU3BEAEHHBIE B JIPYIHX
JIEKapCTBEHHBIX (OopMax B COOTBETCTBHH C TepedHEeM HAMMEHOBAaHUMW JIEKApCTBEHHBIX (OpM, B HOBOU
JIO3UPOBKE IPH JI0KA3aTENbCTBE €€ KIMHNUYECKON 3HAYMMOCTH 1 3()(PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMU 3aPETUCTPUPOBAHHBIX paHee JIEKapCTBEHHBIX MPEnapaToB.

3. 'ocynapcTBeHHasl perucTpalys JIEKapCTBEHHBIX IPENapaToB OCYIIECTBIISETCS MO pe3ylbTataM
9KCIIEPTHU3bl JICKAPCTBEHHBIX CPEACTB, a TOCYJApCTBEHHAs peructpanus OopQaHHBIX JIEKapCTBEHHBIX
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MpenapaToB OCYILIECTBISETCA IO pe3yJabTaTaM JKCIEPTU3bl JOKYMEHTOB, MPEACTABICHHBIX IS
ONpeleJICHUs BO3MOXXHOCTH PACcCMATpUBATh JIEKAPCTBEHHBIN MpenapaT JUisi MEIULHUHCKOTO MPUMEHEHUS
IPY OCYIIECTBICHUH TOCYAApCTBEHHOM PErucTpalnuyu B KauecTBe Op(haHHOro JIEKapCTBEHHOTO MIpernapara,
U 10 pe3yJbTaTaM 3KCIEPTU3bI JEKAPCTBEHHBIX CPEICTB.

4. I'ocynapcrBennas perucTpanus JIEKAPCTBEHHOT'O npenapara OCYILECTBIIAETCSA
COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJHUTENIBHON BIIAaCTH B CpPOK, HE
NPEBBIMIAIOIINN CTa MIECTUACCATH pabounxX MAHEH CO JHS HMPUHSATHS COOTBETCTBYIOIIETO 3asBJICHUS O
rOCyJapCTBEHHON pPErucTpaluy JIEKApCTBEHHOrO mpenapara. B yka3aHHBIM CpOK BKIIIOYAETCA BpeEMH,
HE00X0MMOe JIJIsl TOBTOPHOTO MPOBEACHUS SKCIEPTU3bI JEKAPCTBEHHOTO CPEICTBA B COOTBETCTBHU CO
crateeil 25 Hacrosimero denepanbHOro 3akoHa. Cpok rocyJapCTBEHHOM PErucTpalvM JIEKAPCTBEHHOTO
npernapara UCUUCISIETCS CO JHS MPUHSATHS COOTBETCTBYIOIINM YIIOJTHOMOUYEHHBIM (efiepaibHbIM OPraHOM
WCIIOJIHUTEJIbHOM  BJIACTH  COOTBETCTBYIOIETO  3asBJIICHUS O TOCYAApCTBEHHOW  PErucTpaluu
JICKapCTBEHHOTO TIpemapara ¢ NPWIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB 10 JEHb BbIJAud
PETrUCTPALIMOHHOTO yIOCTOBEPEHHS JIEKapCTBEHHOTO Mpemnapara. Bpemsi, HeoOxoaumoe A HampaBIeHUs
YIIOJIHOMOYEHHBIM ~ (peiepalibHBIM OPraHOM HCIIOJHUTEIBHOM BIIACTH 3ampoca O MPEJCTAaBICHUU
HEOOXOUMBIX MAaTEpUAIOB U MPECTABICHUS 3asiBUTENIEM OTBETA Ha JIAHHBIM 3apOC B COOTBETCTBUU CO
cratbsiMu 16, 19 m 23 nacrosmero deaepaibHOrO 3aKOHA, HE YYHUTHIBAETCA IMPU HCUHUCICHUU CpPOKa
roCyJapCTBEHHOM perucTpaluu JEKapCTBEHHOTO Ipernapara.

5. T'ocynapCcTBEHHOW pErucTpalny HE MOAJIEKAT:

1) nmexkapcTBeHHbIE IMpenaparbl, U3TOTOBJICHHbIE ANTEUYHBIMH OpPTaHHU3aIUsMHU, BETEPUHAPHBIMU
anTEeYHBIMH OPraHU3alUAMH, UHAUBUAYATbHBIMU TPEANPUHUMATEISIMHA, KOTOPhIE UMEIOT JHUIEH3UIO Ha
dbapMaleBTUYECKYIO JESATENbHOCTh, IO pelenTaM Ha JIeKapCTBEHHbIE MpemnapaTsl U TPeOOBaHUAM
MEUIIMHCKUX OpTraHu3aIluii, BETEpUHAPHBIX OpraHU3allnii;

2) nexapcTBEHHbIE Tperaparhl, NpuoOpeTeHHbIE (U3MUECKUMU JIUIIAMHU 3a Tpeaenamu Poccuiickoit
®denepanny U NpeJHA3HAYECHHBIE I TUYHOTO MCIIOJIb30BAHMS;

3) nekapcTBEHHBIE MpenapaThl, BBO3UMbIe B Poccuiickyto @enepanuio A OKa3aHus MEIUIIMHCKON
MOMOIIU T0 XKU3HEHHBIM TMOKa3aHUSIM KOHKPETHOTO MAallMeHTa Ha OCHOBAaHWU pa3pelieHus, BBIIAHHOTO
YIIOJTHOMOYEHHBIM ()e/iepaIbHBIM OPTaHOM MCTIOTHUTEILHOW BIACTH;

4) nexkapCTBEHHBIE CpelCcTBa, BBo3uMble B Poccuiickyro denepaliiio Ha OCHOBAaHHHM BBIJIAHHOTO
YIIOJTHOMOYEHHBIM (efepaibHbIM OpraHOM HCIIONHUTEIBHOW BIIACTH pa3pellieHHs] M TpeaHa3HAYeHHbBIE
JUIST TIPOBENIEHUS KIMHUYECKUX WCCIECOBAaHUN JICKAPCTBEHHBIX TMpenaparoB u (WiIM) MPOBEACHUS
SKCHEPTHU3bl  JIEKAPCTBEHHBIX  CPEICTB  JJIi  OCYHIECTBIEHUS  TOCYJApCTBEHHOM  perucrpanuu
JIEKapCTBEHHBIX MPENAPATOB;

5) papmaneBTHUecKkre CyOCTaHINH;

6) pamuodapmaleBTUUECKHE JIEKAPCTBEHHBIC TMpENapaThl, U3TOTOBJICHHBIE HETOCPEICTBEHHO B
MEAMIIMHCKUX OpTraHU3alugX B TIOPsIKE, YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (eaepaabHbIM OpPraHOM
VICITOJTHUTEJIBHON BIIACTH;

7) nekapCTBEHHBIE MpemapaThl, IPOU3BOJUMBIE ISl IKCIIOPTA.

6. He nomyckaercs rocygapCTBEHHAs! pEruCTpanus:

1) nexapCTBEHHBIX MpENaparoB, OTIWYAIOLIUXCSA JAPYT OT Jpyra KadeCTBEHHBIM COCTaBOM
JIEHCTBYIONIUX BEIIECTB, MTO/I OAMHAKOBBIM TOPTOBBIM HAMMEHOBAHUEM;;

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

CMm. npedbloywyro peoakyuio
2) oHOTO NIEKapCTBEHHOTO Mperapara, MpeJCTaBICHHOTO Ha TOCYJAapPCTBEHHYIO PETHCTPAIUIO B
OTHOIICHHH OJIHOTO W TOTO K€ JepXKaTelld WU BjaJeiblla PErHCTPAIMOHHOTO YIOCTOBEPCHHS
JIEKapCTBEHHOTO TMpemnapara B BUAEC ABYX MU 0Oojiee JIEKAPCTBEHHBIX MPENaparoB MO Pa3IUYHBIMU

TOPTOBBIMH HAMMEHOBAHHUSIMHU.
7. Tlo 3ampocy (B 27meKTpoHHOW (opme WM Ha OyMa)XHOM HOCHTeNe) CyObheKkTa oOpaiieHus
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JIEKapCTBEHHBIX CPEJCTB COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM UCTIOJHUTEIEHON
BJIACTH, OCYIIECTBJISIIOIIMM  TOCYAAPCTBEHHYK)  PETUCTPALMI0  JIEKapCTBEHHBIX  IIpErnapaToB, B
YCTaHOBJIEHHOM UM IOPSIKE OCYIIECTBISETCS HayYHOE KOHCYJIbTHUPOBAHUE IO BOIPOCAM, CBSI3aHHBIM C
MIPOBEICHUEM JOKJIMHUYECKUX MCCIEAOBAaHUMN, KIMHUYECKUX MCCIEA0BAHUN JIEKAPCTBEHHBIX IPENapaTos,
OKCHEPTH3bl KAueCTBA JIEKAPCTBEHHBIX CPEACTB, 3((HEKTUBHOCTH U OE30MACHOCTH, C OCYIIECTBICHHUEM
rOCYJapCTBEHHON pErucTpanuu JEKapCTBEHHBbIX IpenapaToB. KOHCYIbTHUPOBAaHHWE OCYILECTBISAETCS C
npuBJieueHHEM (eaepanbHbBIX TOCYIaPCTBEHHBIX OI0/DKETHBIX YUPEKACHUH, TOABEJOMCTBEHHBIX JAHHOMY
denepanbHOMy OpraHy HCIOJHUTEIBHOW BIIACTH W HE YYACTBYIOIIMX B OpraHU3allld TPOBEICHUs
OKCIEPTU3bl KauyecTBa JIEKAPCTBEHHBIX CPEACTB B LEIAX OCYUIECTBIEHHUS HX TIOCYAApCTBEHHOU
perucTpallud B COOTBETCTBUM CO cTaThedl 16 HacTtosimero denepajbHOrO 3aKOHA, B BHUJE OTBETA B
NUCHbMEHHOW (OpME YIIOJIHOMOYEHHOTO (peiepaJbHOr0 OpraHa HCIOJIHUTENBHOW BJIACTH Ha 3ampoc.
Pa3mep B3uMaeMoil ¢ 3asiBUTENS IJIAThl ONPEAEIISIETCS B COOTBETCTBHM C 3aKOHOAATeIbcTBOM Poccuiickoin
®Denepanun 00 OpraHU3aluy TPEAOCTaBICHHS TOCYIapCTBEHHBIX U MyHUIMNAIBHBIX yciyT. MHopmarus
00 OCYIIECTBICHUH HAYYHOTO KOHCYJIBTUPOBAHUS, B TOM YHCIIE CTaThU, 0030PbI, CIPABOYHBIC MAaTEPHAIIBI
U MHasg uHpopManys 00 OCYIIECTBICHUH HAYYHOTO KOHCYJIbTHPOBAHUS, pa3MeNIaeTcss Ha O(UIHAITBHOM
caiiTe yIMOJIHOMOYEHHOTO (eaepaabHOr0 OpraHa HCHOJHUTENbHOW Biacth B cetd "UHTepHer" c
COONIOCHUEM OrpPAaHUYEHHUH, YCTAHOBJIEHHBIX 3aKOHOJATEILCTBOM O TIEPCOHAIBHBIX JIaHHBIX,
KOMMEPUYECKOH U (W) TOCyIapCTBEHHOH TailHe.

8. I'ocynapcTBeHHass perucTpanus JEKapCTBEHHBIX IpENapaToB, KOTOpPbIE MpeAHAa3HAYEHbI IS
NPUMEHEHUS B YCIOBHSIX BOCHHBIX JIEHCTBUM, YpPE3BBIYAMHBIX CHUTyallil, NPOQUIAKTUKUA U JICUCHUS
3a00JIeBaHUN U MOPAKEHUH, MONYYEHHBIX B PE3YJIbTaTe BO3ACHCTBHUS HEOIArONMPHUATHBIX XUMHUYECKUX,
OMOJIOTUYECKHX, paJUallMOHHBIX (AKTOPOB, U pa3paboTaHbl MO 3aJaHuio0 (eaepaibHbIX OPraHoB
UCTIOJTHUTEIILHOW BJIACTH, YIOJHOMOYEHHBIX B 00JacTH OOOPOHBI CTPaHBI U OE30MAaCHOCTH TOCY/apCTBa,
OCYLIECTBIISIETCS B MOPsiAKE, ycTaHOBIeHHOM [IpaBurensctBoM Poccuiickoit denepanuu.

TAPAHT:

Cwm. kommeHTapu K ctaTthe 13 HacTosmero denepanbHOro 3aK0Ha

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-@3 cmamovs 14 nacmoswezo PedepaibHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamou 8 npeodvloyuell pedaxKyuu

Cratbs 14. [IpuHIUDBL SKCIIEPTU3BI JIEKAPCTBEHHBIX CPENICTB

1. DkcnepTr3a JeKapCTBEHHBIX CPEJCTB OCHOBBIBAECTCS Ha NMPHUHIIMIIAX 3aKOHHOCTH, COOIOACHUS
npaB M CcBOOOJ 4YeloBE€Ka U TpaXKAaHWHA, MpaB IOPUAWYECKOrO JIMIA, HE3aBUCHMOCTH JKCIEpTa,
O0BEKTMBHOCTH, BCECTOPOHHOCTH M TIOJIHOTHI HCCJIEIOBAHUN, NPOBOJUMBIX C HCHOJIb30BAHUEM
COBPEMEHHBIX JOCTM)KEHUH HAyKl M TEXHUKH, OTBETCTBEHHOCTH (ellepalbHOr0 TOCYJapCTBEHHOTO
OIO/PKETHOTO YUPEXKJEHUS MO TNPOBEACHUIO AKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB M DKCIEPTOB 3a
IIPOBEJCHUE U KAUECTBO SKCIIEPTU3BI.

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

1) skcnepTu3y NOKYMEHTOB, NMPEACTABICHHBIX Ul OINpPEAEIEHUS BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN MpenapaT Ui MEIWLHUHCKOrO MPUMEHEHHs] MpPU OCYIIECTBICHHHM TOCYJapCTBEHHOMN
perucTpamnuy B Ka4ecTBe OpPpaHHOrO JEKApCTBEHHOTO Mpernapara;

2) BKCIepTU3Y MPEATIOKEHHBIX METOJOB KOHTPOJIS KaYeCTBA JIEKAPCTBEHHOT'O CPEACTBA U KauecTBa
NPECTAaBICHHBIX 00pa3loB JIEKaPCTBEHHOI'O CPEJICTBA C HCIOJIB30BAaHUEM 3THUX METOJOB (nanee -
JKCIIepPTH3a KauecTBAa JIEKaPCTBEHHOI'O CPEICTBA);

3) oKcnepTu3y OTHOLIEHUS OXHMAAeMOM TMOJIb3bl K BO3MOKHOMY PHUCKY NPUMEHEHUs
JIEKapCTBEHHOT'0 Tpernapara.

3. DkcnepTH3a JEKapCTBEHHBIX MPENapaToB Ui BETEPHUHAPHOIO NMPUMEHEHUS BKIIOYAeT B ceOs
JKCIIEPTU3y KadyecTBa JIEKAPCTBEHHOTO CPEJICTBA U DSKCIEPTU3Y OTHOIICHMSI OKUIAeMOM IOJIb3bl K
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BO3MO>KHOMY PUCKY IPUMEHEHMS JIEKAPCTBEHHOTO IIpenapara.
TAPAHT:

Cwm. [Tonoxenune o MOpsAIKE IKCIIEPTU3BI, UCTIBITAHUS U PETUCTPAIIMH BETEPUHAPHBIX MpernapaTtoB B PO,
yTBepkIeHHOE [ JTaBHBIM rOCy1apCTBEHHBIM BETepUHAPHBIM HHCTIEKTOpOM P®D 3 okTs16ps 1995 r.

CMm. kommeHTapuu K ctatbe 14 HacTosero denepanbHOro 3aKoHa

Crarbs 15. @eznepanbHOE TOCYIapCTBEHHOE OIOHKETHOE YUPEXKJEHHUE 110 IPOBEICHUIO
AKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

DKcnepTusa JeKapCTBEHHBIX CPEJICTB MPOBOAUTCS (efepalbHbIM TOCYIaPCTBEHHBIM OIOIKETHBIM
YUPEKACHUEM COOTBETCTBYIOLIETO YHNOJHOMOYEHHOTO (heAepasbHOTO OpraHa HMCIOJHHUTEIBHON BIIACTH,
CO3MaHHBIM JUIsi OOecrevyeHHs HUCIOJHEHHUS MOJIHOMOYUI 3Toro (eaepaibHOr0 OpraHa MO BblIaye
paspelieHuil Ha MpPOBEAECHHE KIMHUYECKUX MCCIEAOBAaHUN JIEKapCTBEHHBIX IpenaparoB W (WiIu) IO
roCy/IapCTBEHHOW PETUCTPALIMU JIEKApPCTBEHHBIX MpenapaToB (Aajiee - SKCIIEPTHOE YUPEKICHHE).

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 15 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Undopmarist 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 dexabps 2014 2. N 429-®D3 naumenosanue cmamou 16 nacmosyeco
DedepanbHo2o 3aKOHA U3NOANCEHO 8 HOBOU pedakyuu, ecmynaroujell 6 cuny ¢ 1 uons 2015 a.

Cm. mekcm HAUMEHOB8aHUs 8 npedvloyulell peoaKyuu

Cratbs 16. Opranuszanus npoBeACHUS SKCIIEPTH3BI JIEKAPCTBEHHBIX CPEJICTB

1. DxkcmepTu3a JIEKapCTBEHHBIX CPEICTB MPOBOJHUTCS KOMHCCHEH OKCIEPTOB AKCIIEPTHOTO
YUPEKICHUS, HA3HAYEHHOW €ro PYKOBOJMTEJIEM, Ha OCHOBAaHHM 3aJ]aHUs HA TPOBEIACHUE SKCICPTHU3BI
JICKaPCTBEHHOTO CPEJICTBA, BBIAAHHOTO YIOJHOMOYCHHBIM (De/iepalbHbIM OPTaHOM HCIOJHUTEIIBHON
BJIacTU. PyKOBOJIUTENb IKCHEPTHOTO YUPEXKJEHHUSI OOecreunBaeT HaJIeKallee MpoBeIeHNE IKCIEPTH3BI
JICKapPCTBEHHBIX CPEJICTB B COOTBETCTBUU C 3aJIaHUEM, BBIJIAHHBIM YIIOJHOMOYEHHBIM (eaepaTbHbBIM
OpraHOM HUCTIOJHUTENHHOW BIACTH, U OPraHU3yeT MOJTOTOBKY CBOJHOTO 3aKJIIOYEHHUs 3TOW Komuccuu. B
COCTaB ATOM KOMHUCCHH IO PEIICHUI0 PYKOBOJUTENS IKCIIEPTHOTO YUPEKICHUS MOTYT OBITh BKJITFOUYCHEI B
KauyecTBE DKCIEPTOB JIMIIA, HE padoTarolMe B JAHHOM JKCIIEPTHOM YUPEKIECHUH, €CITH UX CIeIUaTbHbBIE
3HAaHUS HEOOXOIUMBI JIJISI TMPOBEICHUS OSKCIEPTU3bl W TaKWe OKCHEPTHl OTCYTCTBYIOT B JIAHHOM
9KCIIEPTHOM YUPEIKICHHUH.

2. DKCIepToM IO TPOBEACHHUIO IKCIEPTHU3BI JICKAPCTBEHHBIX CPEACTB SIBISCTCS aTTECTOBAHHBIN
pabOTHUK HKCIEPTHOTO YUYPEKICHHS, KOTOPHI HMMEeT BbICIIEe METUIIMHCKOe, (hapmalrieBTHIECKOe,
OMOJIOTHYECKOe, BETEPHHAPHOE WM XUMHUYECKOe 00pa30oBaHUE U MPOBOIMT IKCIEPTU3Y JIEKApCTBEHHBIX
CPEICTB B MOPSAKE UCTIOTHEHHS CBOUX JIOJDKHOCTHBIX 00S3aHHOCTEH (faee - SKCIepT).

3. Ilpu mpoBeneHUU SKCIEPTHU3BI JICKAPCTBEHHBIX CPEICTB IKCIEPT HE MOXKET HAXOJIUTHhCS B
KaKoW-1r00 3aBUCUMOCTH OT JIHIIA, HA3HAYMBIIETO ATy JKCHEPTHU3Y, DPa3padOTuMKa JIeKapCTBEHHOTO
CpEeJICTBA WM APYTUX 3aNHTEPECOBAHHBIX B PE3yJIbTaTaX dKCIIEPTH3BI JIUIL.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akonom om 25 mnoabps 2013 oo N317-@3 uwacms 4 cmamwvu 16 nacmoswezo
DedepanbH020 3AKOHA U3NONHCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
4. Tlpu mpoBeOEHUM OHKCIEPTHU3Bl JIEKAPCTBEHHBIX CPEJICTB HE MJOIMYCKAeTCsl UCTpeOoBaTh y
3asBUTENII JTUOO WHBIX JIMII MaTepHalibl, HEOOXOJWMBIC IS TPOBEACHHS OJKCHEpTHU3Bl. B ciydae
HEJOCTATOYHOCTH MPEICTABICHHBIX IKCIEPTY MAaTEPUAIIOB [T JaYd 3aKJIFOUEHHUS SKCIIEPT CTABUT BOMPOC
O TPEACTAaBICHUU €My HEOOXOJMMBIX MaTepHUajoB TMeped PYKOBOIUTENIEM SKCIEPTHOTO YUPEKICHUS,
KOTOpBIA 0OpaimaeTcss ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIIOJTHOMOYEHHBIH (enepanbHblii  opraH
UCTIOTHUTENIHON BJAcTH, BBIAABIIUN 33/JlaHHE HA MPOBEICHHE SKCIEPTH3BI JIEKAPCTBEHHOTO CPEACTBA.
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VYkazanHblii (enepanbHbIii OpraH MCIOMHUTEIBHON BIACTH B TEUEHHE NATH PabO4YMX JHEH co IHSA
IOCTYIUIEHUSI 3allpoca PYKOBOIUTENSI SKCIIEPTHOIO YUPEKIACHHUS HAINPaBISIET 3asBUTEIIO 3alpoc O
IPEJICTAaBICHUH HEOOXOAUMBIX MarepuaioB. [laHHBIN 3ampoc MOXET OBITh IEpeaH YIOJIHOMOYEHHOMY
IIPEICTaBUTEIIIO 3asIBUTEIIS JIMYHO I10J] PACIIUCKY, HAIIPABJICH 110 I10YTE 3aKa3HBIM [TMCbMOM HJIU IIEPEIAH B
AIIEKTPOHHON (opMe IO TEIEKOMMYHUKAIIMOHHBIM KaHalaM CBSi3U. B cilyyae HampaBiieHUS JaHHOTO
3arpoca MO IOYTE 3aKa3HBIM MHCBMOM OH CUUTAETCS IIOJYyYEHHBIM IO MCTCYEHUM LIECTH JHEH C JaThl
HaIIpaBJICHUS 3aKa3HOI0 IHChMa.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akoHom om 25 nosopa 2013 o. N 317-D@3 cmames 16 nacmosweco PedepanibHoco
3aKoHa donoanena yacmoio 4.1
4.1. 3asBuTenb 00s3aH MPEACTAaBUTH OTBET Ha 3aMpOC YIMOJIHOMOYEHHOTO (henepanpbHOro opraHa
UCIIOJIHUTENIBHOW BJIACTH B CPOK, HE IPEBBIMIAIOIIMN JEBSIHOCTA pabouyuX JHEH CO JHS ero MoJy4deHHUs.
YnonHOMOYeHHBIH (hesiepaibHblid OpraH UCIOJIHUTEIFHONW BJIACTH, BBIIABLIMKA 3aJaHHE Ha MPOBEICHUE
9KCHEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA, B TEUEHUE IATH pabounX JTHEH co THS MOCTYIUIEHUS OT 3asBUTENS
OTBETAa Ha JAHHBIM 3alpOC HAIpaBIseT TAKOW OTBET B DJKCIEPTHOE YyupexiaeHue. B ciydae
HENpE/ICTaBICHUsI 110 HCTEUCHMM JEBSHOCTAa pabouux AHEH 3asBUTENIEM OTBETa Ha JaHHbBIM 3arpoc
YIIOJIHOMOYEHHBINA (he/iepaibHbIii OpraH HMCIIOJHUTEIBHON BIIACTH, BBIAABIINK 3a/JlaHUE Ha NPOBEICHHE
9KCHEPTU3bl JIEKApCTBEHHOTO CPEJCTBA, B TEUEHHUE MATH pabouux [HEHW HampaBisieT B 3KCIEPTHOE
YUpEKIACHUE YBEAOMIICHHE O HEIIPEACTABICHUH 3asBUTEJIEM OTBETA HA 3alIpOC YKA3aHHOIO opraHa. Bpems
CO JIHA HAalpaBJIEHUS 3alpoca 3KCIEPTHOTO YUPEKACHUS B YHOJIHOMOYECHHBIN (enepaibHblii opran
VCIIOJIHUTEJIBHOM BJIACTU 1O JHS IIOJIY4EHHMS ODKCIIEPTHBIM YUYPEXKACHUEM OTBETa Ha 3alpoc WU
YBEIOMIJICHHSI O HENPEACTABJIICHUN OTBETA HA 3alIpOC HE YYUTHIBAETCS IIPU UCUUCIIEHUU CPOKA IIPOBEICHUS
DKCIIEPTU3BI JJIEKAPCTBEHHOI'O CPE/ICTBA.

Wuopmarus 06 H3MEHEHHSIX:

Cmamuvs 16 dononnena uacmoio 4.2 ¢ 15 wona 2018 e. - @eodepanvruiii 3axkon om 4 uons 2018 e. N
140-D3
4.2. Ecniu B cocTraBe perucTpaliiOHHOrO J0Ch€ Ha JEKapCTBEHHBIM Ipenapar A MEIUIIMHCKOTO
IIPUMEHEHHUS COAEPKUTCA NIPEAYCMOTPEHHAsI cTaTthel 18, yacTeio 1.1 craten 30 U craThell 34 HACTOALLETO
@denepalibHOTO 3aKOHA KOMMS PELIEHMs] YIMOJIHOMOYEHHOro (eepalbHOro opraHa HCHOJHUTEIbHOU
BJIAaCTH O IIPOBEJEHUM WHCIEKTUPOBAHUSA NPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEACTB, JKCIEPTY [0
0(QOpMIIEHHS pe3yJIbTaTOB AKCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJCTBA IPENOCTABISAETCS B IMOpPSAKE M Ha
YCIOBUSX, KOTOpBIE MPENYCMOTPEHbl uacTsaMu 4 W 4.3 HacTosIENd CTaTbd, KONUSA 3aKIIYEHHS O
COOTBETCTBUU  NPOU3BOAMTENS  JIEKAPCTBEHHBIX CPEJICTB  TpeOOBaHMSAM  IpaBUJI  HaJJexallen
IPOM3BOJICTBEHHOM MPAKTUKHU, BBIIAHHOTO YHNOJHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCHOJHHUTEIbHOMN
BJIACTH.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 16 dononnena uacmoio 4.3 ¢ 15 uonsa 2018 e. - @edepanvruiii 3axkon om 4 uona 2018 e. N
140-D3
4.3. 3asgBuTenb 0053aH MPEJCTABUTHh B YIOJHOMOYEHHBIN (peliepalibHbIi OpraH MCHOJHUTEIbHOMN
BJIACTH KOIMIO 3aKJIOYEHUS O COOTBETCTBUU IPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB TPeOOBaHUSAM
IIpaBUJI HaJJIeXkalled MPOU3BOJCTBEHHONW NPAKTHKUA B CPOK, HE MPEBBIMAIONIUNA CTa BOCHBMUIECITH
pabouux JHEH co THS MOJTYYEHHUs 3arpoca O ee MPelOCTaBICHNUU. Y IOJIHOMOYEHHBIN (eepaabHblil OpraH
MCIIOJTHUTENIbHOM BJAacTH, BbIIABIIMHN 3a/laHUE Ha MPOBEACHHE SKCIIEPTU3bI JIEKAPCTBEHHOTO CPECTBA, B
TEUYEHHUE MATH padO4YMX JHEH CO JHSA MOCTYIUIGHHS OT 3asBUTEN KOMHMM 3aKIIOYEHUS O COOTBETCTBHUM
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TpeOOBaHMSIM TMpaBUi HaJUIeKalled MpPOU3BOICTBEHHOM
IIPAKTUKH, HANpaBise€T €€ B DJKCIEPTHOE YUpeXkICHHE. B cilydae HeNpencTaBlIEHUS 3asBUTEIIEM B
YKa3aHHbI CPOK KOMHMM 3aKIIOYEHUS O COOTBETCTBHUM IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUAM MPaBUII HA/JIeKAIIEH TPOU3BOJICTBEHHOM NMPAKTUKK YIIOJTHOMOYEHHBIN (hefiepaibHbIi OpraH
WCIIOJTHUTENIbHOM BJIAacTH, BbIIABIIMHN 3a/laHUE Ha MPOBEACHHE SKCIEPTU3bI JIEKAPCTBEHHOTO CPECTBA, B
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TEYCHHE IMATH PAObOYMX THEH HampaBsSeT B HKCIEPTHOE YUPEKICHHE YBEIOMIICHHE O HENPEICTaBICHUU
3asgBUTENIEM KOMHUH 3aKJIIOYEHHUS O COOTBETCTBUU MPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJCTB TPEeOOBAHUSIM
MpaBWJI HaJJIeKallleld MPOU3BOACTBEHHON MpakTUKU. BpeMs co JHS HampaBlieHHs 3ampoca SKCIEPTHOTO
YUPEXKJIEHUSI B YINOJIHOMOYEHHBIH (heepanbHblii OpraH MCIOJHUTEIBHONW BIACTH JO JHS MOJTy4YeHUs
OKCIIEPTHBIM YUPEKICHUEM KOMHUH 3aKIFOUEHUSI O COOTBETCTBHUH MPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSIM MpaBWJI  HAAJEXKallell MPOU3BOJACTBEHHOW MPAKTUKU MM YBEAOMJICHHS O €€
HENPEJCTABICHUNA HE YUYUTHIBACTCS MPU HUCUYUCICHUU CPOKA MPOBEICHUsS JKCIEPTU3BI JEKAPCTBEHHOTO
CpeJICTBa.

5. DKcrepT npH MNPOBEACHUU MOPYYEHHOM €My PYKOBOAMTENIEM SKCHEPTHOTO YUPEKICHUS
9KCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEJICTBA 00sI3aH:

1) mpoBecTH TOTHOE WCCIEAOBAHUE TMPEACTABICHHBIX €My OOBEKTOB, MAaTepHaliOB, IaTh
000CHOBaHHOE U OOBEKTUBHOE 3aKJIIOUYEHHE I10 T[IOCTAaBJIEHHBIM TIepeJ HUM BOIpoOcaM WU
MOTHUBHUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXXHOCTHU MPOBEACHUS UM 3KCIIEPTU3BI JIEKAPCTBEHHOTO CPEJ/ICTBA,
€CJIM TIOCTABJICHHBIE BOIPOCH BBIXOAAT 3a TMpeeNibl CIEeNUaJbHBIX 3HAHUN JKCIEpTa, OOBEKTHI
WCCJICIOBAHUA W MaTepHajbl HEMPUTOIHBI MU HEIOCTATOYHBI JIJIS TPOBEACHUS HCCICIOBAHUN W JTa4d
3aKJIIOUYEHUs MO0 COBPEMEHHBIM YPOBEHb Pa3BUTHUS HAYKH HE MO3BOJIAET OTBETHTh HA MOCTABIICHHBIC
BOTIPOCHI;

2) He pa3riaiiath CBEICHHs, KOTOPbIE CTall €My H3BECTHBI B CBSI3U C MPOBEACHUEM DKCIEPTU3BI
JIEKAPCTBEHHOT'O CPEJCTBA, a TAKXKE CBEJCHHS, COCTABIAIONINE TOCYAAPCTBEHHYI0, KOMMEPUECKYIO WIIH
UHYIO OXpaHsSeMYI0 3aKOHOM TalHY;

3) obecrneunTh COXPAHHOCTH MPEACTABICHHBIX 00BEKTOB HCCIICIOBAHNN U MATEPHAIIOB.

6. DKcIepT He BIpaBe:

1) mpOBOIUTE AKCIEPTU3Y JICKAPCTBEHHOTO CPENCTBA MO OOPAIICHUIO HETMOCPEACTBEHHO K HEMY
OpraHu3aIuil UiIu GU3NIECKUX JIHII,

2) caMOCTOSITEIIEHO COOMPATh MaTePUATBI JIJIsl IPOBEICHHS SKCIICPTU3HI JIEKAPCTBEHHOTO CPEJICTBA;

3) IpOBOAUTH IKCIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HErOCYIaPCTBEHHOT'O IKCIIEPTA.

7. B cnydae HeoOXOIMMOCTH OSKCIEPT BIIpaBE€ XOAATaliCTBOBaTh Iepel] PYKOBOJUTENIEM
9KCIIEPTHOTO YUPEXKICHUS O MPUBJICUCHUHU K IPOBEICHUIO SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA APYTHUX
SKCTIEPTOB.

8. Kaxxaplit sKcrepT, BXOJALINI B COCTaB KOMUCCHUU JKCIIEPTOB, KOTOPOU MOPYYEHO MPOBEICHUE
SKCTEPTU3bl JICKAPCTBEHHOTO CPEJCTBA, HE3aBUCHMO M CaMOCTOSITEJIBHO TPOBOJUT HCCIIEIOBAHUS,
OIICHUBAET PE3yIbTAThl, MOJNYUYEHHBIE UM JMYHO U JAPYTUMHU SKCIEepTamMH, U (OPMYIHpPYET BHIBOJIBI
OTHOCHUTEIIEHO ITOCTaBJICHHBIX BOITPOCOB B MPeEeiaX CBOMX CIICIIUATbHBIX 3HAHHM.

9. Pe3ynmbTaThl 3KCHEPTU3BI JIGKAPCTBEHHOTO CpelNCcTBa O(GOPMIISIOTCA 3aKIIOUEHHEM KOMHCCHH
SKCHEPTOB. B 3aKkiIi0YeHWHM KOMHUCCHUU OKCIEPTOB YKa3bIBAIOTCS TMEpPEeUeHb WCCIEI0BaHHUM, 00beM
MPOBEJCHHBIX KaKIbIM DKCIIEPTOM HCCIIEOBAaHHM, YCTAHOBICHHbBIE KKIBIM M3 HUX (PAKThI M CACNaHHBIC
B PE3yJIbTaTe UCCIEIOBAHUN BBIBOJBI. DKCIEPT, MHEHHE KOTOPOTO HE COBIAAET C PEIICHUEM KOMHUCCHUHU
9KCIIEPTOB, BIPABE BHIPA3UTh CBOE MHEHUE B MUCHbMEHHON opMe, KOTOpOe MPUOOIIAETCS K 3aKII0UCHUIO
KOMHCCHH SKCIIEPTOB.

10. DxcmepThl, BXOASIIUE B COCTaB KOMHCCHUH, MPEIYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJaTelbcTBOM Poccuiickor Penepanuu 3a Jady 3aKIIOUYEHUs, COJEPIKAIIETO
HE0OOCHOBaHHBIE U (PallbCU(DUIIMPOBAHHBIE BBIBOBI, O YEM OHH JIAIOT MOJIHUCKY.

11. Onpenenenue ypoBHs MpodeCcCHOHATHHOM MOATOTOBKH SKCIIEPTOB U aTTECTAIUs UX HA MPaBO
MPOBEJICHUS IKCIEPTU3BI JIEKAPCTBEHHBIX CPENICTB OCYIIECTBISIFOTCS JKCHEPTHO-KBATU(UKAIMOHHBIMU
KOMHUCCHSIMH B TIOPSI/IKE, YCTAHOBJIEHHOM COOTBETCTBYIOIIUM YITOJITHOMOYEHHBIM (peiepalbHBIM OPTaHOM
WCTIOTHUTENIbHON BIACTH. YPOBEHb MPO(eCcCHOHANBHON MOATOTOBKH JKCIIEPTOB MOJJICKUT MEPECMOTPY
YKa3aHHBIMH KOMHCCHSIMH HE PEXe U4eM OJIUH pa3 B IATH JICT.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 yacme 12 cmamovu 16 nacmosweco
DedepanbH020 3aKOHA U3NOACEHA 8 HOBOU pedakyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.
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Cm. mexkcm yacmu 6 npedvloyuetl pedaKyuu
12. TlpaBuia mpoBeneHUS SKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB U OCOOCHHOCTH SKCIEPTHU3BI

OTJICTBHBIX ~ BUJIOB  JICKAPCTBEHHBIX MpemnapaTtoB (pedepeHTHBIX JIGKAPCTBEHHBIX IPEMaparos,
BOCIPOM3BEJICHHBIX  JICKAPCTBEHHBIX IIPEraparoB, OWOJIOTUYECKUX JIEKAPCTBEHHBIX IpPENnaparos,
OnoaHanoroBeix (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IMpenapaTtoB (OMOAHAIOTOB), TOMEOMATHYECKUX
JICKapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX PACTUTEIbHBIX MPEnapaToB, KOMOMHALIMN JIEKAPCTBEHHBIX
npernapaToB), (OPMBI 3aKIIOUEHUN KOMHUCCHHM OJKCIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOIIHM
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCIIOTHUTEIbHON BIIACTH.

TAPAHT:

CM. koMmMeHTapuu K cTathe 16 HacTosero denepabHOrO 3aKOHA

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 17 nacmoswezo PedepaibHoco
3aKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamou 8 npedvloyuell pedaxKyuu
Crarbs  17. Ilomaua u paccMOTpeHHE 3asBICHHMS O TOCYJAapCTBEHHOW pETUCTpaluu
JIEKapCTBEHHOIO Mpernapara Jjisi BETepUHAPHOr0 IPUMEHEHUS

1. Jns rocynapCTBEHHOM perucTpaluy JIEKapCTBEHHOrO Ipenapara JUisi BETEpUHApPHOIO
NPUMEHEHUS pa3paldOTYMK TaKOro JIEKAPCTBEHHOrO Tperapara WM YHOJIHOMOYEHHOE WM JIPYroe
IOPUIMYECKOE JIMLO (Aajee B HACTOSILENH CTaTh€ - 3asBUTENb) IPEACTABISET B YHNOJHOMOYEHHBIN
denepanbHbBIE OpraH HCHOJIHUTENBHON BJIACTHU, OCYIIECTBISIOUIMN TOCYJApCTBEHHYIO PETHUCTPALIUIO
JIEKapCTBEHHBIX IMPETapaToB Il BETEPUHAPHOTO PUMEHEHHS, B SJIEKTPOHHOMU (opMe Ui Ha OyMaKHOM
HOCHUTEJIE 3asiBJICHUE O FOCYJApPCTBEHHOI PErucTpalMy JEKapCTBEHHOI'O Ipernapara s BEeTEpUHApHOTO
NPUMEHEHHS, a TaK)Ke B TMOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (eepaabHbIM
OpPraHOM HCIIOJHHUTEIHLHON BJAcTH, B 3JEKTPOHHOU (hopMe mid Ha OyMaKHOM HOCHUTENE HEOOXOIUMBbIe
JIOKYMEHTBI, U3 KOTOpBIX (OPMHUPYETCS PErucTPalMOHHOE JI0OCh€ Ha JIEKApCTBEHHBIM Mpenapar ais
BETEPUHAPHOI'0 IIPUMEHEHHUS.

2. B 3asgBieHuMN 0 TOCYAapCTBEHHOM perucTpaluy JeKapCTBEHHOT0 Ipernapara Jijisi BeTepUHApHOTO
IIPUMEHEHUs YKa3bIBAKOTCS:

1) HauMeHOBaHKE U aJipec 3asBUTEINS, pa3padOTUMKa U IPOU3BOJUTENS JIEKApCTBEHHOT O IIpernapara
JUIsi BETEPUHAPHOTO IIPUMEHEHHS U aIpec MeCTa OCYIIECTBICHHUS IPOM3BOJCTBA JIEKAPCTBEHHOI'O
npenapara s BETEPUHAPHOTO NPHUMEHEHHUs (B clydyae HaJIM4Yus HECKOJBbKUX YYaCTHHMKOB IIpoliecca
IPOM3BOJICTBA HEOOXOAMMO YKa3aTh Ka)KJ0Tr0 U3 HUX);

2) HaMMEHOBaHUeE JIEKapCTBEHHOI'O Mpenapara Jijisl BETepUHAPHOTO0 MPUMEHEHHUs (MEXAYHapOaHOe
HENaTEeHTOBAHHOE, WIH IPYIIIMPOBOYHOE, NI XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

3) nmepedeHb IEHCTBYIOIIMX M BCIOMOTAaTEIbHBIX BEIIECTB, BXOJALIMX B COCTaB JIEKAPCTBEHHOIO
npenapara Jyisi BETEpMHapHOrO PUMEHEHHUs], C YKa3aHUEM KOJIMYECTBA KaXJA0r0 U3 HUX;

4) nexapctBeHHas (opma, JO3UPOBKA, CIOCOOBI BBEIEHHS U IMPHUMEHEHHs, CPOK T'OJHOCTH
JIEKapCTBEHHOI'O IIpernapara il BETepUHAPHOTO IPUMEHEHUS;

5) papmakoTepaneBTHUECKas TPyIIIa;

6) HEOOXOAMMOCTh TPUMEHEHUSI YCKOPEHHON MPOLEAYPbI SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB B
LEJISAX TOCYJapCTBEHHOM PErUCTpaluu JIEKapCTBEHHOTO IIpernapara;

7) KOIMH TOKYMEHTOB, MOATBEPKAAIOIINX YIIIaTy TOCYJapCTBEHHOMN MOIUIUHBIL:

a) 3a NMPOBEACHUE SKCIEPTU3bl KAuecTBa JIEKAPCTBEHHOI'O CPEACTBA M IKCIEPTH3bl OTHOILEHUS
0’KMJIa€MOM TOJIb3bI K BO3MOKHOMY PHUCKY NPUMEHEHHs JIEKApCTBEHHOTO Iperapara sl BETEpUHAPHOTO
IIPUMEHEHUs [IPU €r0 TOCYAAPCTBEHHOM PEruCTpaLvH;

0) 3a BbIIAYy PETUCTPALIMIOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOT0 Mpenapara;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 13 utons 2015 e. N 241-D3 ¢ nynkm 8 uacmu 2 cmamovu 17 Hacmosawezo
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@edepaﬂbnoeo 30KOHA 6HECEHblI USMEHEHUA

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
8) Hamuume coryacusi, MPEAYCMOTPEHHOIO 4YacThio 7 HACTOSAIICH CTaThbH, €CIM C MOMEHTa
peructpanuu pe)epeHTHOTO JICKAPCTBEHHOTO Mpenapara ik BETepPHHAPHOTO MPUMEHEHUS TIPOIILTO MEHEee
YeM MICeCTh JIET.
3. PeructpanrioHHOE J10Che B LEJSX 3KCIEPTHU3HI JIEKAPCTBEHHOTO Mpernapara JJisi BETEPHHAPHOTO
npuMeHeHHs: HOPMUPYETCsT U3 CISAYIOIIUX JOKYMEHTOB:

Wndopmarius 06 H3MEHEHUX:
Ilynkm 1 usmenen ¢ 15 urons 2018 2. - @edepanvuviti 3axkon om 4 urona 2018 e. N 140-D3

Cm. npeovloyuyio pedakyuro
1) xomMs JNMLIEH3MM HAa IMPOU3BOACTBO JICKAPCTBEHHBIX CPEJCTB, BBIIAHHOW IPOM3BOIUTEIIO
pPEruCTpUPYEMOIO JIEKAPCTBEHHOIO Ipernapara JUisi BETEPUHAPHOTO NPUMEHEHUs, i1 POCCUMCKUX
POM3BOIUTENEH;

Undopmarist 06 n3MEHEHUX:
Ilynkm 2 usmenen c 15 utonsn 2018 2. - @edepanvusiii 3axkon om 4 uions 2018 2. N 140-D3

CMm. npedbloywyro peoakyuio
2) KOmWs JUICH3UU Ha TMPOM3BOACTBO JICKAPCTBEHHBIX CPEJCTB, BBIAAHHOW MPOU3BOIUTEITIO
(apMarieBTUYECKON CYOCTaHIIMH, BXOIAIICH B COCTaB PErHCTPUPYEMOTO JICKAPCTBEHHOTO Iperapara Juist
BETEPUHAPHOTO MPUMEHECHWSI, TSI POCCUMCKHUX TIPOU3BOIUTEICH;

Wuopmarus 06 H3MEHEHHSX:

Yacmv 3 donoanena nyukmom 2.1 ¢ 15 uwna 2018 e. - @edepanvhuiii 3akon om 4 uona 2018 2. N
140-D3
2.1) xomusi NOKYMEHTa, BBIJIAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTPaHbl MPOU3BOIAUTEINS IS
KOKIOW  TIPOU3BOJACTBEHHOW  IUIOMIAAKU  PETUCTPUPYEMOro  JIEKapCTBEHHOrO  MpemapaTta IS
BETEPUHAPHOTO TPUMEHEHUS] W TIOJATBEPXKIAIOIIETO COOTBETCTBHE IMPOU3BOIUTENS JIEKAPCTBEHHOTO
npenapaTa TpeOOBaHUAM MPaBUI HAAJEXKAIEH MPOU3BOICTBEHHOW MPAKTHKHU, U €T0 TIEPEBOJ HA PYCCKHIA
S3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TIIOPSJKE, a TakKe KOMMs 3aKIIOYeHHUs O COOTBETCTBUU
MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEJICTB TpeOOBaHMSIM TMPaBUJ HaJJIeKaIIe MPOU3BOJICTBEHHOM
MPaKTUKH, BBIIAHHOTO YITOJHOMOYEHHBIM (eZIepaibHbIM OPTraHOM HCIIOJIHUTEIILHON BIIACTH IS KaXKIOM
MPOU3BOJCTBEHHON IUIOLIAAKA PETUCTPUPYEMOrO JIEKapCTBEHHOrO0 Ipernapara [Jisi BETEPUHAPHOTO
MPUMEHEHHUS, JTUOO KOMHS PEIICHHS O MPOBEICHUM WHCIIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB, MPHUHSITOTO YIOJHOMOYEHHBIM (efepaibHbIM OPTraHOM HCIIOMHUTEIBHOW BIACTH AJIA KaKIOU
MPOU3BOJICTBEHHON TUIOMIAJKA PETUCTPUPYEMOTO JIEKAapCTBEHHOrO TIperapara Jisi BETEPUHAPHOTO
MPUMEHEHHUA. YKa3aHHbIE IOKYMEHTBI MPEJICTABISAIOTCS B Cllydae, €Clu MPOU3BOACTBO JIEKAPCTBEHHOIO
rpernapara oCcyulecTBigeTcs 3a npeaenamu Poccuiickoit denepanuu;

Wndopmarys 06 M3MEHEHHSAX:

Yacms 3 donoanena nynkmom 2.2 ¢ 15 uwonsa 2018 2. - @eodepanvhuiii 3akon om 4 uona 2018 e. N
140-D3
2.2) Komus JOKYMEHTa, BBLIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOIUTEINS
(bapmarieBTHYeCKON CYOCTaHIIMH U MOATBEPKAAIONIET0 COOTBETCTBUE MPOU3BOIUTENS (hapMalleBTUIECKOM
cyOCTaHIIMM, BXOJSIIEH B COCTaB PETUCTPUPYEMOTO JIEKApPCTBEHHOIO IperapaTta Ajsi BETEPHUHAPHOTO
OpUMEHEeHHs, TpeOOBaHMAM TpaBMJl HaAJeKalleld NPOU3BOJACTBEHHOW NPAKTUKU, U €ro MepeBoJl Ha
PYCCKHMIl  SI3bIK, 3aBEpPEHHbIE B YCTAaHOBJIIEHHOM TIOpsijKe, B clydae, €clId IPOU3BOJACTBO
(dapmarieBTHYECKON CyOCTaHIIMM OCYILECTBIIsIETCS 3a npenenamu Poccuiickoit denepariuu;
3) NpOeKT HOPMATHUBHOTO JOKYMEHTa Ha JIeKapCTBEHHBIN MpemapaT Uid BETEpUHAPHOIO
IPUMEHEHUS;
4) NOKYMEHT, COJEpKAIUN CIEAYIONIyI0 WHpopMaiuioo o ¢dapMareBTHIECKON CyOCTaHIIMU WITH
(dapmareBTHYeCKHX CyOCTaHIMAX, BXOAAIIMX B COCTaB JIEKAPCTBEHHOT'O MIpenapaTa Uil BETEPHUHAPHOTO
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NPUMEHEHHUS:

a) HauMeHOBaHue (papMaleBTUYECKON CyOCTaHIINH, ee CTPYKTypa, 00Ile CBOICTBA,

0) HaMMEHOBAaHUE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHS MPOU3BOJCTBA C OMUCAHUEM CTaJWN MPOU3BOJCTBA U METOJOB KOHTPOJS Ha BCEX
CTaausIX IPOU3BOJICTBA,

r) “HGOPMAIHS O TPUMECSX;

1) crieniukanys Ha (apMaleBTHUECKYIO CyOCTaHIIHIO;

€) onucaHle MEeTOIUK KOHTPOJISl Ka4ecTBa;

) pe3yNIbTaThl aHAIHM3a CepUil (hapMalleBTUUECKOI CyOCTaHIINN;

3) epeueHb CTaHAAPTHBIX 00Pa30B WM BEIIECTB, UCIOIB3YEMBIX MPHU OCYIECTBICHUH KOHTPOJIS
KayecTBa,

1) ONUCaHNE XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MAaT€PUAIOB U YKYIOPOUHBIX CPEJICTB;

K) JaHHBIE O CTAOUIIBLHOCTH;

JI) CPOK T'OJIHOCTH, YCIIOBUSI XpaHEHHUS;

5) oruer O pe3yapTaTax JOKIMHUYECKOI'O MCCIEI0BAaHUS JIEKAPCTBEHHOI'O CpeAcTBa JJis
BETEPUHAPHOTO MPUMEHEHHS,

6) oruer O pe3yiabTaTax KIMHUYECKOIO HCCIIEIOBaHUS JIEKAPCTBEHHOrO Ipernapara s
BETEPUHAPHOTO MPUMEHEHHS Y KaXKJIOTO BHUJIA KUBOTHBIX, YKa3aHHBIX B MHCTPYKIIMH 10 BETEPUHAPHOMY
NPUMEHEHHIO;

7) TpPOEKT WHCTPYKIHMH IO BETePUHAPHOMY MPHUMEHEHHIO JIEKApCTBEHHOTO Iperapara,
coEpIKaIleH CIeAYIOIME CBEACHNUS:

a) HAaMMEHOBAHME JIEKAPCTBEHHOTO TpernapaTa Uisi BETEpPUHAPHOTO MPUMEHEHHUs (MEXIyHAPOIHOE
HETaTeHTOBAaHHOE, UJIM IPYNITUPOBOYHOE, HIIM XUMHUYECKOE M TOPTOBOE HAUMEHOBAHHS);

0) nexapcTBeHHas popma ¢ yKazaHHeM HauMEHOBAHHI U KOJMYECTBEHHOTO COCTaBa JACUCTBYIOIINX
BEIIECTB U KAYECTBEHHOT'O0 COCTaBa BCIIOMOTaTEJIbHBIX BELLIECTB;

B) OINKMCaHUE BHEIIHETO BU/A JIEKAPCTBEHHOTO MpernapaTa JijIsl BETepUHAPHOTO IPUMEHEHUS;

r) (hapMakoTeparneBTHIecKast rpyIia JEKapCTBEHHOTO Mperapara Jijisi BETEPUHAPHOTO MPHMEHEHHSI
WIM YKa3aHHE "TOMEONAaTHYECKHI JIEKapCTBEHHBIN Mpenapar';

n)  ¢dapmakoguHaMuka W (papMakOKMHETHKa (32  HUCKIIOYEHHUEM  (papMaKOKWHETUKH
TFOMEOIAaTHYECKUX JIEKAPCTBEHHBIX IPENapaToB M PACTUTENIBHBIX JIEKApPCTBEHHBIX MpPENapaToB) WM
ONKMCAaHNE UMMYHOOMOJIOIMUYECKUX CBOMCTB JIEKAPCTBEHHOT'O Mpernapara;

€) MoKa3aHus JUisl IPUMEHEHHUS;

) TPOTHBOIIOKA3aHMS [Tl IPUMEHECHHUS;

3) Mephl IPEJOCTOPOKHOCTH MTPU MPUMEHEHUH;

M) yKa3aHue BO3MOXKHOCTH M 0COOEHHOCTEH MPUMEHEHUs y OepeMEHHBIX )KUBOTHBIX, Y JKHBOTHBIX
B IIEpUO/] JIJAKTAIlMH, Y TOTOMCTBA KUBOTHBIX;

K) PEKHUM JIO3UPOBAHHS, CIIOCOO BBEJCHHS W NMPHUMEHEHHs, TIPU HEOOXOAMMOCTH BpeMs MpHeMa
JIEKapCTBEHHOTO Tpernapara Jjisi BETEpMHAPHOT0 IPUMEHEHUS, TPOAOKUTEIbHOCTD JICUEHUS;

J) BO3MOXKHBIE TIOOOYHBIE ACWCTBUS, HEXKENATENbHbBIC PEaKIIui MPH MPUMEHEHUH JIEKAPCTBEHHOTO
npernapara Jyis BEeTepUHApHOTO MTPUMEHEHHMS;

M) CHMIITOMBI TIEPETO3UPOBKH, MEPHI TI0 OKA3aHHIO ITOMOIIY TP TIEPEIO3UPOBKE;

H) B3aMMO/ICHCTBHE C IPYTMMH JIEKAPCTBEHHBIMU MpenapaTaMy U (WIM) KOpMaMu;

0) (opMBI BBITyCKa JIEKAPCTBEHHOTO MpeTapara Jjisi BETEPHHAPHOTO IIPUMEHEHUS;

n) yKkazaHue (Ipu HEeoOXOIMMOCTH) OCOOEHHOCTEeH NeHCTBHS JEeKapCTBEHHOTO IMpemnapara Jyis
BETCPUHAPHOTO IPUMEHEHUS TIPU TIEPBOM IIPUEME HJITH TIPH €r0 OTMEHE;

p) onucanue (MpH HEOOXOIUMOCTH) JIEHCTBUH BETEpUHAPHOTO Bpaya (BETEPUHAPHOTO
denpamepa), THOrO CreNHUaInuCcTa B 00JaCTH BETEpUHAPHH, BJIaJIeblia )KUBOTHOIO MPHU MPOITyCcKe IpHeMa
OJTHOM MJIM HECKOJIBKHX J103 JIEKAPCTBEHHOI'O IpenapaTta /Ui BeTepUHAPHOTO IPUMEHEHHUS;

C) CpPOK TOJHOCTM M YKa3aHHME Ha 3alpeT NpPUMEHEHHUs JIEeKapCTBEHHOro Ipernapara ais
BETEpUHAPHOI0 MPUMEHEHHUS IO UCTEYEHHUHU CPOKa FOJHOCTH;



T) YCIIOBUSI XPAHEHUS;

y) yKazaHue Ha HEOOXOJUMOCTh XpaHEHUs JIEKAPCTBEHHOrO Mpernapara sl BETEPUHAPHOIO
MPUMEHEHHUS B MECTaX, HEJIOCTYITHBIX IS JETEH;

¢) ykazanue (Mpu HEOOXOIMMOCTH) CIEHHUAIBHBIX MEp MPEAOCTOPOKHOCTH TMPH YHUUTOKECHUH
HEUCIOJIb30BaHHBIX JICKAPCTBEHHBIX MPENApaToOB JJIsi BETEPUHAPHOTO IPUMCHCHHS,

X) CPOKM BO3MOKHOT'O HCIIOJIb30BAHUS MPOAYKIIUU KUBOTHOTO MPOUCXOXKICHHUS MOCIIE BBEICHUS
YKUBOTHOMY JICKaPCTBEHHOT'O TIperapara Jisi BETEPUHAPHOTO TPUMEHEHUS;

11) YCJIOBUS OTITYCKa;

4) HAMMEHOBAHMSA W aJpeca IMPOU3BOACTBEHHBIX IUIOMIAIOK MPOU3BOJUTENS JIEKAPCTBEHHOTO
npernapara Jiisi BETepUHAPHOTO IPUMEHEHUS;

II) HaNMMEHOBAHWE, aJpec OpraHU3allUuH, YIOJIHOMOYEHHOW JepXaTeleM WIH BIaJeibleM
PErUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara Ha NPUHATHE NPETeH3UN OT NOoTpeOuTes;

8) MPOEKThl MAaKETOB TMEPBUYHOW yIMAKOBKM W BTOPUYHON YIAKOBKH JICKQPCTBEHHOTO Ipemapara
JUISL BETEPUHAPHOTO MPUMEHEHUS;

9) cnenyromue cBeIEHHs O JISKAPCTBEHHOM TIpernapare il BETEpUHAPHOTO IPUMEHEHUS:

a) OIMCaHKe U COCTaB JICKAPCTBEHHOT'O Iperapara Jyuisi BETepUHAPHOTO IPUMEHEHHUS;

0) onrcanue (hapMareBTHUECKON pa3padoTKH;

B) OIKCAHUE MpoIlecca MPOU3BOJICTBA U €T0 KOHTPOJIS;

T') OIIMCAHUE KOHTPOJISI KPUTUYSCKUX CTAMi MPOU3BOJICTBA U IIPOMEKYTOUHON TTPOYKIIHH;

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 13 uions 2015 e. N 241-D3 6 noonyukm "0" nynkma 9 vacmu 3 cmamou 17
Hacmoswe2o PedepanbHo20 3aKOHA BHECeHbl USMEHEHUS

Cm. mekcm noonynkma 8 npeovioyujeli peoaxkyuu

1) HAaNMEHOBaHHMA W anpeca pa3paboTymKa, JepKaTens WIM BJaJeNiblla PEerucTPaluOHHOTO
yJIOCTOBEpEHHs]  JIEKAPCTBEHHOI'O  Ipernapara, IMPOMU3BOJACTBEHHBIX  IUIOIIAJAO0K  [POU3BOAUTEIIS
JIEKapCTBEHHOTI'0 Ipernapara /i BETepUHAPHOTO IPUMEHEHUS;

€) (hapmarieBTHUECKasi COBMECTUMOCTB;

) MUKPOOHMOJIOTMYECKHUE XapaKTePUCTUKH;

3) MaTepHaIbHBIN OanaHc JUIsl MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONMCaHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaT€PUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JIOKyMEHTaJIbHOE OATBEPKICHHE (BaJIUAALMs) TPOLECCOB U (MIIN) UX OLICHKA,

J) TpeOOBaHUS K KauyecTBY BCIOMOIaTeJIbHBIX BEUIECTB (cepTHU(UKAT, CcHelu(UKanus Ha
BCIIOMOTaTeIbHbIE BEIIECTBA U X 0OOCHOBAHUE);

M) aHAJIUTUYECKUE METOJMKH, HCIOJIb3yeMble IPU OCYIIECTBIEHUU KOHTPOJS KauecTBa
BCIIOMOT'aTEJIbHBIX BEIIECTB;

H) JOKYMEHTaJIbHOE MOJTBEpKICHUE (BaIMJAINS) aHATMTUYECKUX METOAMK, UCIOJIb3YEMBIX MPH
OCYILIECTBIIEHUHU KOHTPOJIS Ka4YECTBA BCIIOMOTaTENbHbBIX BELLECTB;

0) uHpopmanus o0 HMCMOIb30BAaHUM BCIIOMOTATENbHBIX BEIIECTB UYEJIOBEYECKOTO M KUBOTHOIO
IIPOUCXOXKACHHUS;

) uHpopMaIus 00 NCIIOTH30BaHUH HOBBIX BCIIOMOTATEIHHBIX BEIIECTB;

p) TpeboBaHMs K KadyecTBY JIEKAPCTBEHHOrOo TpenapaTta i BETEPUHAPHOIO IPUMEHEHHS
(cepTudukar, cnenudukaiys Ha JeKapCTBEHHBIHN Mpenapar ¥ uX 000CHOBaHUE);

C) aHaJIUTHYECKUE METOJUKH, MCIOJIb3yEMbIE IIPU OCYIIECTBIECHUU KOHTPOJS KayecTBa
JIEKapCTBEHHOTI'0 Ipernapara /Ui BETepUHAPHOTO PUMEHEHUS;

T) JOKYMEHTAJIbHOE MOATBEPXKACHNE (BaIUAalNs) aHAIUTHUYECKUX METOJUK, MCIOJIb3YEMbIX IPH
OCYIIIECTBJIEHUU KOHTPOJISl KayecTBa JIEKapCTBEHHOIO MpernapaTa Jijisl BeTepUHAPHOIO MPUMEHEHNUS;

y) OKYMEHT, MOATBEPXKIAIOINN KAuyecTBO JIEKAPCTBEHHOI'O IMpenapara TPeX MPOMBIIIIECHHBIX
cepuii (MMPOTOKOJI aHAU3a WU cepTU(UKAT aHAJIM3a), O/IHA CEpHUsl KOTOPOro JOJHKHA COBMAAATh C CepHuei
00pa3ia JeKapCTBEHHOT O Mpernapara, MoAaHHOTO Ha PErUCTPaLHIo;
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&) xapakTepucTUKa MPUMECEH;

X) TepeueHb CTaHIAPTHBIX OOpa3IOB, HCIOJIB3YEMbIX MPH OCYHICCTBICHHHM KOHTPOJIS KauecTBa
JICKapCTBEHHOTO Tperapara Juisi BETePHHAPHOTO MPUMEHEHHUS;

1) JAaHHBIE 0 CTAOMIIBHOCTH JICKAPCTBEHHOTO Mperapara Jijisi BETEPUHAPHOTO MPUMEHEHUS,

10) komusi MOKyMEHTa, COAEpKamero WH(OOpPMAHUI0 O HAIMYMH WIA 00 OTCYTCTBHHM (DaKTOB
perucTpaiyu JICKapCTBEHHOTO Tpernapara Ui BEeTepUHAPHOTO MPUMEHEHHUs 3a mpejaeiaMu Poccuiickoit
®denepaunu;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 urona 2015 e. N 241-D3 6 nyukm 11 wacmu 3 cmamvu 17 nacmoswe2o
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUs

Cm. mexcm nyHkma 6 npeovloyujeli pedakyuu

11) cornacue B mucbMeHHOU (hopme, MPeayCMOTPEHHOE YacThio 7 HACTOSIIEH CTAaThU, B CIIy4ae
PETUCTPALIMKA BOCIIPOU3BEIECHHOIO JIEKaPCTBEHHOIO IIPENapara;

12) xomusi JOKyMEHTa Ha pPYCCKOM $3bIKE, 3aBEPEHHOIO B YCTAaHOBJIEHHOM IIOpSJIKE H
MOATBEP)KJIAIOLIETO NPAaBOMOYHOCTh 3asBICHUS O TOCYAAPCTBEHHOM pPETUCTPALUU JIEKAPCTBEHHOIO
npernapara Jyisi BETEpUHAPHOIO IPUMEHEHUS (JIOBEPEHHOCTb).

4. Ilpu mpoBeneHUM YCKOPEHHOH IpoLENypbl AKCIEPTHU3bl JIEKAPCTBEHHOrO IIpernapara Juis
BETEPUHAPHOTO MPUMEHEHUS B IEJIAX €ro TIOCyJapCTBEHHOM PpErucTpanuyd MOXKET IPEICTaBISIThCS
uHpOpMaLKs, NOJTyYeHHas! Py NPOBEIEHUH KIMHUYECKUX MCCIEIOBAHUH JIEKAPCTBEHHOTO Ipernapara u
OIyOJIMKOBaHHAsl B CIELUUAIM3UPOBAHHBIX IEYATHBIX H3JAHUSAX, A TAKXKE JOKYMEHTBI, COJEprKallue
pe3yibTaThl HCCIIEAOBAaHUS OWOIKBUBAJICHTHOCTU JIEKAPCTBEHHOrO Ipernapara A BeTepUHAPHOIO
IPUMEHEHHUS.

5. Ha »skcneprtusy pa3iMyHbIX JIEKAPCTBEHHBIX (OPM OJHOIO M TOrO K€ JIEKapCTBEHHOI'O
npenapara s BETEPUHAPHOIO IPUMEHEHMsI 3asBUTENIb IPEACTABISET OTICNIbHbIE 3asBICHUA WU
perucTpalvoHHbIE JOChE Ha KaXy0 JeKapcTBeHHYI0 Gopmy. [Ipu ycioBuu oJHOBpeMEHHON MoJauu Ha
AKCTIEPTU3y OJHOM JIEKapCTBEHHON (OPMBI C PA3IUMYHBIMU JIO3MPOBKOW, KOHIICHTpALUEH, O0O0BEMOM
3asiBUTEIIb MPEACTABIIAET OQHO 3asBJICHUE U PETUCTPALMOHHOE 0CHE C MPUIIOKEHUEM MAKETOB YIIaKOBOK
Ha KaX1yI0 J03UPOBKY, KaK/yI0 KOHIIEHTPALMIO, K&Kl 00bEM M KaKJ10€ KOJIMYECTBO J03 B YIIaKOBKE.

6. 3asgBUTENb BIIpaBe MPEACTaBUTh IO COOCTBEHHOM WHUIIMATUBE BMECTE€ C 3asBJICHUEM O
rOCy/IapCTBEHHOW perucTpalMy JIEKapCTBEHHOTO Tpernapara JUisi BETEpPUHAPHOIO IMPUMEHEHUS
JOKYMEHTBI, TIOATBEPKAAIOUINE YIUIaTy TOCYJapCTBEHHON MOLUIMHBI M YKa3aHHbIE B IIYHKTE 7 4acTu 2
HacTosALIel crathu. B ciydae ux HempeacTaBlieHUs COOTBETCTBYIOIIUN YIIOJTHOMOYEHHBIN (perepanbHblii
OpraH HCIHOJHMUTENBbHOM BIIACTH MNpoBepseT (akT YIUIaThl 3asBUTENEM TOCYAAPCTBEHHOM MOIIIMHbBI
MOCPEACTBOM HCIIOJIb30BaHUA HHQOpManuu o0 yImiaTe rocylapCTBEHHOW IMOIUIMHBI, COAEp Kallleics B
l'ocynapctBeHHO# MH(OPMALIMOHHON CHUCTEME O TOCYJapCTBEHHBIX M MYHMIMIANBHBIX IJIaTeXkaX, Ha
OCHOBAaHMHU  TPEJACTABICHHBIX  3asBUTEIEM  KOMHUHA  JIOKYMEHTOB, MOATBEPXKAAIOIIMX  YILIATy
roCy1apCTBEHHON MOIIJINHBI.

7. He pnomyckaercss HWCHOJB30BaHHWE B KOMMEpUECKHMX LEIsIX HH(oOpManuu O pesyiabTaTax
JOKJIIMHUYECKUX HMCCIIEN0BAHUMN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCIIEIOBAaHUM JIEKAPCTBEHHBIX
[pernapaToB Jisi BETEPUHAPHOIO MPUMEHEHUS, MpPEICTaBICHHON 3asBUTENEM J/Jisi TOCYJapCTBEHHOMN
perucTpanuy JIeKapcTBEHHBIX IpenapaToB, 0e3 ero corjiacuss B TEUYEHHWE WIECTH JET C JaThl
TOCYJaPCTBEHHOM perucTparuu peepeHTHOro JIEKapCTBEHHOTO mpernapaTa B Poccuiickont @eneparum.

TAPAHT:

CM. xomMeHTapuu K cTaTthe 17 HacTosmero denepalbHOTO 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHuim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 naumenosanue cmamvu 18 nacmosawezo
DedepanbHoe0o 3aKOHA U3NOANCEHO 8 HOBOL pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 e.
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Cm. mexcm HAUMEHO8AHUS 6 NpedblOyuell peOaKyuu
Crarbsa 18. Ilomaya u paccMOTpeHHE 3asBICHHS O TOCYAApPCTBEHHOM perucrpanuu
JIEKapCTBEHHOIO Mpernapara s MEIUIUHCKOTO MPUMEHEHHS

Wndopmarus 06 H3MEHEHHSX:

@Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-@3 uwacme 1 cmamvu 18 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxyuu

1. Jns rocynapCTBEHHOW perucTpaluu JEKapCTBEHHOIO Ipernapara Uil MEAULHMHCKOIO
IPUMEHEHHs OPHINYECKOE JIUIO0, AEUCTBYIOLIEE B COOCTBEHHBIX MHTEpECAX MM YIOJHOMOUYEHHOE
IIPEACTABIIATE MHTEPECHI IPYroro IOPUIMYECKOrO JIMLA M 3asdBIIAIOLICE JICKAPCTBEHHBIM IIpenapar Ha
rOCYyJapCTBEHHYIO pPETUCTpalMio (Jlajlee B HACTOALIeW cTaThe - 3asiBUTENb), IMPEACTaBISET B
YIIOJIHOMOYEHHBIN (peepanbHblii OpraH MCHOJIHUTEIBHOW BIIACTH, OCYIIECTBISIOMINN TOCYJapCTBEHHYIO
PETUCTpaLMIO JIEKAPCTBEHHBIX MIPENapaToB A MEAUIIMHCKOTO IPUMEHEHHMs], B JJIEKTPOHHOU (opme U Ha
OyMa)XHOM HOCHUTEJIE 3asBJIECHUE O TOCYAAPCTBEHHOH PETUCTpalM JIEKApCTBEHHOIO Ipernapara i
MEIMIUHCKOTO MPUMEHEHHs, a TaKkKe B I0pPSJIKE, YCTAaHOBJIEHHOM YIIOJHOMOYEHHBIM (erepanbHbIM
OpPraHOM HCIIOJIHUTEIIFHOW BJIACTH, B DJEKTPOHHOH (opMe M Ha OyMa)KHOM HOCHTENIEe HEOOXOTUMbIE
JOKYMEHTBI, U3 KOTOPBIX (OpPMUPYETCS DPErMCTpallMOHHOE JOChe Ha JIEKapCTBEHHBIN INpemapar s
MEUILUHCKOrO IPUMEHEHHS.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oOekabps 2014 2. N 429-@3 uwacme 2 cmamvu 18 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, ecmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
2. B 3asBieHUN O TOCYAapCTBEHHOM PErHCTPAIlMK JICKAPCTBEHHOTO Tpenapara Jiuisi MeIUIIHHCKOTO
MIPUMCHCHUS YKa3bIBAIOTCS:

Wuopmarus 06 H3MEHEHHSX:
Ilynkm 1 usmenen c 1 sneaps 2018 a. - @edepanvhuiii 3axon om 28 dexabps 2017 2. N 425-D3

CMm. npedvloyuyro peoaKyuio

1) HauMmeHOBaHWE, aJpec 3asBUTENS W MPOU3BOJUTENS JIEKAPCTBEHHOTO TMpemapara s
MEJUIIMHCKOTO TPUMEHEHHS, CBEJIEHUS 00 MX PErHcTpallid B KAa4eCTBE HAJOTOIUIATEINbIMKA B CTPaHE
perucTpanuu (s POCCUNUCKHUX FOPUIUYECKHUX JIUI - WACHTU(DUKAIIMOHHBIM HOMEp HaJOroIIaTeNbIIuKa
(MHH), nist ”HOCTpaHHBIX OPUANYECKHUX JIUI] - CTpaHa PETUCTPAIUU, HANMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, perucTpalMOHHBIM HOMED, KOJ HAIOTOIUIATENbIIIUKA B CTPAHE PETUCTPAlK (MHKOPIIOPAIIUN) UK
€ro aHaJoT) U aJpec MeCTa OCYIIECTBIICHUS TIPOU3BOJICTBA JIGKAPCTBEHHOTO Tpenapara (B ciydyae HaaTudus
HECKOJIbKMX YYaCTHUKOB TIpOIlecca €ro IMPOU3BOJCTBA HEOOXOJUMO YKazaTh KaKJOTO YYacTHHUKA B
COOTBETCTBUU C OCYIIECTBISIEMOM CTaluei MPOU3BOJICTBA);

2) HaMMEHOBaHUE JICKAPCTBEHHOTO Mpemnapara s MeIUIMHCKOTO PUMEHEHUs (MEXIYHapOIHOE
HEIMaTeHTOBAHHOE, WJIA TPYIITUPOBOYHOE, MM XUMHUYECKOE M TOPIrOBOE HAUMEHOBAHMS);

3) nepeyeHb AEUCTBYIOMIMX M BCIIOMOTaTENIbHBIX BEILECTB, BXOJAIIUX B COCTAB JEKAPCTBEHHOI'O
npenapara Jijisi MeIUIIMHCKOTO MTPUMEHEHHS, C YKa3aHUEM KOJIMYECTBA KAXKIOr0 U3 HUX;

4) nexkapcTBeHHas ¢GopMa, TO03UPOBKA, CHOCOOBI BBEACHHS W TPHUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOTO TIpemnapara Jjisi MeIUIIMHCKOTO TPUMEHEHUS,

5) (bapmakoTepaneBTHIECKAS rpyImna, KOJI AHATOMO-TEPANEBTUYECKO-XUMUYECKON
KJacCU(pUKallMK, pEeKOMeHIoBaHHONW BcemupHOil opranuzanuei 34paBOOXpaHEHUs, 3asBIsEMble
MOKa3aHMs JUIsl TPUMEHEHUS JIEKApCTBEHHOIO IIpenapara sl MEAULIMHCKOrO IPUMEHECHUS;

6) OTCYTCTBHE HEOOXOAMMOCTH TIPEIOCTaBICHUS OTYeTa O pe3yiabTaTax KIWHAYECKOTO
WCCIICIOBAHMsI, WCCIIEIOBaHUS OWOAIKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Mperapara, pa3peuieHHOro s
MEIUITMHCKOTO TTpuMeHeHus B Poccuiickoit denepamnuu 6osiee NBaAlaTH JIET, C YKa3aHUEM HOPMATHBHBIX
MIPABOBBIX aKTOB, MTOATBEPKAAIOIINX TAHHBIM CPOK IPUMEHEHHUS;
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7) HEeoOXoauMocTh OQOpMIICHHUS pa3pelieHus Ha BBO3 B Poccuiickyto Deneparinio KOHKPETHOU
NapTUM  3aperuCTPUPOBAHHBIX W (WIM)  HE3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
IIPEIHA3HAYEHHBIX JUIS IIPOBEJCHMS DKCIIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B LEIAX T'OCYAAPCTBEHHOU
PETUCTPALINY;

8) HeoOXOAMMOCTb MPOBENEHUS SKCIEPTU3bl JOKYMEHTOB, MPEACTABICHHBIX IJIsi OMpEaeIICHHUS
BO3MO)KHOCTH PacCMaTpuBaTh JICKAPCTBEHHBIM Ipernapar il MEIULHUHCKOIO IPUMEHEHHUS IIpH
OCYILECTBIICHIH I'OCYJApPCTBEHHON PEruCTpaluy B KayecTBe OpPaHHOTO JIEKaPCTBEHHOTO Ipenapara;

9) HEOOXOJUMOCTb MPUMEHEHHsI YCKOPEHHOM MPOLelyphl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
LEJISX TOCYJapCTBEHHOM PErucTpanuu JEKapCTBEHHOTO IIpernapara;

10) konuK JOKYMEHTOB, TOATBEPKAAIOLIMX YIUIATy FOCY1apCTBEHHOM MOIIIMHBI:

a) 3a MPOBEJECHUE DKCIIEPTU3bl JTOKYMEHTOB, IIPEICTABICHHBIX JJIS ONPEICIICHUS BO3MOXKHOCTU
paccMaTpuBaTh JICKAPCTBEHHBIM Ipenapar MIi MEAMLIMHCKOrO IPUMEHEHHs IIPU  OCYILECTBICHHUU
rOCyJapCTBEHHOHN PErUCTpaIliK B KayecTBE OPPaHHOTO JICKAPCTBEHHOT'O Mpernapara;

0) 3a mpoBelleHHE 3KCIEPTU3bl KayecTBa JIEKAPCTBEHHOT'O CPEACTBAa U SKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOM II0JIB3bI K BO3MOKHOMY PHMCKY IIPUMEHEHMS JIEKAPCTBEHHOI'O MPEIapaTa, pa3pelieHHOro IS
MeIUMIUHCKOro npuMeHeHuss B Poccuiickoil ®enepauuu Oosiee OBaALATH JIET, IPU OCYLIECTBICHUU
roCyJapCTBEHHOM PEruCcTpaluu JICKapCTBEHHOTO IIPenapara;

B) 3a IMPOBEJCHUE IKCHEPTU3bl KAauecTBa JIEKAPCTBEHHOI'O CPEACTBA M IKCIEPTU3bl OTHOLICHHUS
0’KMJIa€MOM I0JIb3bI K BO3MOKHOMY PHUCKY IPUMEHEHMS JIEKAPCTBEHHOTO IIpenapara Uil MEIULMHCKOTO
IIPUMEHEHHUS IIPU €ro roCy1apCTBEHHON PErUCTpalluu;

I) 3a NPOBEACHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEJCTBA U 3KCIEPTU3bl OTHOLICHMS
OKMJAEMOM IO0JIb3bl K BOBMOXKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO Ipenapara A MEAULMHCKOTO
IIPUMEHEHHUsl, B OTHOLICHUMH KOTOPOIO IIPOBEACHBI MEKIYHAPOAHBIE MHOTOLICHTPOBBIE KIMHUYECKHE
UCCIIEIOBAHMsI, 4acTb W3 KOTOpbIX mpoBeneHa B Poccuiickoil ®enepanuu, Npu  OCYLLECTBICHUH
roCyJapCTBEHHOM PEruCcTpaIuy JICKapCTBEHHOTO IIPerapara;

11) nammuue corjacus HPOM3BOIUTENS JIEKAPCTBEHHOI'O Ipernapara, MPOU3BOJCTBO KOTOPOTO
ocymiecTsiusiercs 3a npegenamu  Poccuiickonn  ®enepanuu, Ha IPOBEACHHE HHCIEKTHPOBAHUS
IPOM3BOIUTENS HA COOTBETCTBUE TPEOOBAHUSAM IIPaBII HAAJIEXKaIeH TPOU3BOJICTBEHHOM NMPaKTHKH;

12) Hanuuue cornacus, IpelyCMOTPEHHOI0 YacThio 18 HacTosIIel CTaThH;

13) yka3aHue BHMJA JIEKAPCTBEHHOIO IpenapaTta, MPEACTaBIEHHOTO Ha  PErucTpaluio
(pedepeHTHBIII  JEKapCTBEHHBIM  IpemapaT,  BOCIPOMU3BEACHHBIM  JIEKApCTBEHHBIN  Ipemnapar,
OMOJIOrMYEeCKU JIEKapCTBEHHBIH NpenapaT, 01MoaHasoroBblil (6MOMOJOOHbIN) TeKapCTBEHHBIH NpenapaT
(Onoananor), romeonaTHYECKUN JE€KapCTBEHHBIH Npenapar, JIEKapCTBEHHBIH PACTUTENbHBIN Mpernapar).

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrvim 3akoHom om 22 Odexabps 2014 2. N 429-®@3 yacme 3 cmamou 18 nacmosuezo
DedepanbHoco 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu
3. PerucrpanmoHHOe J0Che Ha JICKAPCTBEHHBIH mpenapar g MEJIHIIMHCKOTO TMPHUMCHECHHUS
npenocTaBisieTcs: B popMe o0IIero TeXHUIECKOTo JOKYMEHTA.

Wudopmanust 06 U3MEHEHUIX:

@Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-@3 uyacmv 4 cmamvu 18 nacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npeovloywerl pedaKyuu
4. Paznen noKyMEHTAIMH aJMUHUCTPATUBHOTO XapaKTepa BKIIOYAeT B ceOsl:
1) 3asBIEHHE O TOCYAAPCTBEHHOW PErHCTpAIMH JIEKAPCTBEHHOTO Tpernapara Jjisi MEAUIIUHCKOTO
MPUMEHEHHUS B IEKTPOHHOU (hopMe U Ha OyMa>KHOM HOCHUTEIIE;
2) KONMHUIO JIOKYMEHTa Ha pPYCCKOM S3BIKE, 3aBEPEHHOTO B YCTAHOBJICHHOM TOPSJIKE U
MOATBEPKJAIOIIET0 MTPAaBOMOYHOCTh 3asBUTENS 10J1aBaTh 3asBJICHUE O TOCYJApPCTBEHHON pEerucTpanuu
JIEKapCTBEHHOTO TpernapaTa Jjisi MeTUIIMHCKOTO PUMEHEHHS (JIOBEPEHHOCTH);


http://ivo.garant.ru/document?id=70351198&sub=1000
http://ivo.garant.ru/document?id=70726338&sub=1104
http://ivo.garant.ru/document?id=70726338&sub=42
http://ivo.garant.ru/document?id=57403073&sub=183
http://ivo.garant.ru/document?id=70726338&sub=1104
http://ivo.garant.ru/document?id=70726338&sub=42
http://ivo.garant.ru/document?id=57403073&sub=184
http://ivo.garant.ru/document?id=10002426&sub=77

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 3 uzmenen c 15 uronsn 2018 2. - @edepanvusiii 3akon om 4 uronsn 2018 . N 140-D3

CMm. npedvbloywyro pedakyuio
3) KONUWIO JIMIICH3MHM Ha IMPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB WM KOIHIO 3aKIIOYCHUS O
COOTBETCTBUU  TPOU3BOAMTENS JICKAPCTBEHHBIX CPEJICTB  TPEOOBaHUSAM  IPAaBWI  HaJIekKalen
NPOM3BOJICTBEHHOM TMPAKTHKH, BBIIAHHBIX YIIOJIHOMOYCHHBIM (De/iepalbHbIM OPraHOM HCIIOJHUTEIHHON
BJIACTH B OTHOIICHHH MPOW3BOJCTBEHHOH IUIOMIAJIKK PETUCTPUPYEMOTO JICKAPCTBEHHOTO Mperapara, B
cilydae, eciid IPOM3BOJICTBO JIGKAPCTBEHHOTO Tperapara ocymiecTBisiercs B Poccuiickoit @enepanuuy;

Wndopmarius 06 M3MEHEHUSX:
Ilynkm 4 uzmenen c 15 utonsn 2018 2. - @edepanvuwiii 3akon om 4 uronsa 2018 . N 140-D3

Cm. npeovloyuyio pedakyuro

4) KONHWIO BBIIAHHOW YIIOJHOMOYEHHBIM OpPraHOM CTpPaHbl NPOM3BOJUTENS JIMLEH3UM Ha
IPOM3BOJICTBO JIEKApPCTBEHHOTO Nperapara U ee NepeBo/l Ha pyCCKUM A3bIK, 3aBEPEHHbIE B YCTaHOBIEHHOM
HOpsi/IKe, a TakXKe KOMHMIO 3aKIIOYEHHS O COOTBETCTBMHU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPENCTB
TpeOOBaHUAM IIpaBUJl HAJUIeKALeH NPOU3BOJCTBEHHOW MPAKTUKH, BBIJIAHHOIO YIIOJHOMOYEHHBIM
¢denepaabHBIM OpPraHOM HWCHOJHHUTEIBHOM BIIACTH B OTHOIICHWH TIPOU3BOJCTBEHHOW IUIOIIAIKU
PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O Iperapara, WM KOIMUIO PEeIIeHHs YIOJIHOMOYEHHOro (enepaabHOro
OpraHa HCIIOJHUTEIBHOW BIIACTH O MPOBEACHWU WHCIIEKTUPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHBIX
CpEACTB, B ciyd4ae, €ClIM IPOU3BOACTBO JIEKAPCTBEHHOI'O Iperapara OCYIIECTBIIAETCS 3a IpeaesiaMu
Poccuiickoit ®enepanuu;

5) OpoeKT MHCTPYKLUMH @O MEIUIMHCKOMY HPUMEHEHHMIO JIEKAapCTBEHHOro Ipernapara,
CoZEpIKaIleH CIeAYIOIIME CBEACHUS:

a) HauMMEHOBaHHE JIEKApCTBEHHOro Ipenapara (MEeXIyHapOJAHOE HENAaTeHTOBAaHHOE, WM
TPYNIIMPOBOYHOE, HJIH XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHas GopMa ¢ yKa3aHMEM HaMMEHOBAHUN M KOJMUYECTBEHHOI'O COCTaBa JAEHCTBYIOLINX
BEIIECTB M KAaUYEeCTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEIIECTB (MPH HEOOXOIMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOT'aTEJIbHBIX BEILECTB);

B) ONMCaHWE BHEITHETO BUA JIEKAPCTBEHHOTO Mperapara Jjisi MeJUIIMHCKOTO TPHUMEHEHHUS,

I') (PU3UKO-XUMHUYECKUE CBOICTBA (JUIs pasnodapMalieBTHYECKUX JIEKaPCTBEHHBIX MPENapaToB);

n) QapmakoTepaneBTHUECKash TpyIIa, KOJA JIEKapCTBEHHOTO IIperapara Ui MEAHIIMHCKOTO
IPUMEHEHHS TI0 aHaTOMO-TEPANEeBTUYECKO-XMMUYECKON KiIacCU(pUKaIMK, peKOMEHI0BaHHONH BcemupHoit
OpraHu3aIyei 3IpaBOOXPAHCHHS, HIIM YKa3aHHUE "TOMEONaTuIeCKui JIeKapCTBEHHBIN npemapar';

e) (apmakoguHamMuka M (apMakOKMHeTHKa (32  HMCKJIIOYEHHEeM  (apMaKOKUHETUKU
TOMEOIIATHYECKUX JIEKAPCTBEHHBIX MPEMapaToB M PACTUTEILHBIX JIEKAPCTBEHHBIX MTPEMIApaTOB);

) MOKa3aHMsl JUIs IPUMEHEHHUS;

3) IPOTHBONOKA3aHUS JJIsl IPUMEHEHUS;

1) MEpBbI NPEIOCTOPOKHOCTH NP PUMEHEHHH;

K) yKa3aHHE BO3MOXXHOCTH W OCOOEHHOCTEH IpHMEHEHHs JIEKapCTBEHHOTO TIIpernapara Juis
MEIUIIUHCKOTO TNPUMEHEHUS OepeMEHHbIMM JKEHIIMHAMH, OSKEHIIMHAMH B TEpHOJ TPYIHOTrO
BCKapMJIMBAHHUS, JIE€ThbMH, B3POCIBIMHU, UMEIOIINMHU XPOHUYECKHE 3a00JIeBaHIS,

J) PeKUM JTO3UPOBAHMUSA, CIIOCOOBI BBEACHUS M NMPUMEHEHHs, IPU HEOOXOIUMOCTH BpeMs Mpuema
JIEKapCTBEHHOTO TIpernapara JUisi MEAUIIMHCKOTO MPHUMEHEHHSI, TPOJODKUTEIEHOCTD JICYCHHS, B TOM YHCIIE
y JeTel 10 U Mocje OJHOTO rofia;

M) BO3MOJKHBIE HEXeNaTeNbHbIE pPEeaKIMi IMpH NPUMEHEHHWH JIEKapCTBEHHOTO Tpenapara Juis
MEIUIIUHCKOTO IPUMEHEHUS;

H) CUMIITOMBI TIEPET03UPOBKH, MEPHI TI0 OKA3aHHIO MTOMOIIN TIPU TIepET03UPOBKE;

0) B3aUMO/ICCTBUE C JPYTUMH JICKApPCTBEHHBIMHU IIpenapaTaMy U (MJIK) MUIIEBBIMU IPOTYKTaMU;

1) pOpMBI BBIITYCKa JIEKaPCTBEHHOI'O MIpernapara;

p) ykazaHue (Ipu HEOOXOAMMOCTH) OCOOEHHOCTEHW NEeMCTBHS JIEKApCTBEHHOIO NpenapaTa JUls
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MEIUIIUHCKOTO IPUMEHEHHS IPU TIEPBOM IIPHEME HITU TIPH €T0 OTMEHE;

c) omucaHue (Ipu HEOOXOAUMOCTH) JACUCTBUH Bpada (denpamepa) U (WiId) TMalUEHTA TPH
IPOMYyCKE IMpHEeMa OJHON WIM HECKOIBbKHX J103 JICKQpCTBEHHOTO IIpernapara sl MEIULUHCKOTO
PUMEHEHUS;

T) BO3MOJKHO€ BJIMSHHE JIEKAPCTBEHHOIO IpenapaTta Uil MEIUIUHCKOIO TPUMEHEHUs Ha
CIIOCOOHOCTH YIPABIIATH TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMU;

y) CpPOK TOAHOCTH M YKa3aHWE Ha 3alpeT NPUMEHEHHs JIEKapCTBEHHOIO Iperapara Juls
MEAMIIMHCKOTO MIPUMEHEHHUS 110 UCTEYEHHH CPOKa FOJIHOCTH;

&) ycioBus XpaHeHUs;

X) yKa3zaHue Ha HEOOXOAMMOCTh XpaHEHMs JIEKapCTBEHHOrO Ipemnapara Uil METUIIMHCKOTO
NPUMEHEHHS B MECTaX, HEIOCTYIHBIX IS IeTeH;

1) yka3zaHue (Ipu HE0OXOIUMOCTH) CIEUUATbHBIX MEP MPEIOCTOPONKHOCTU MPU YHHUUTOKEHUU
HEHCII0JIb30BAaHHBIX JIEKAPCTBEHHBIX MPEMAPaTOB IS MEJUIIMHCKOTO IPHMEHEHHS;

9) YCIOBUS OTITYCKa;

II) HAMMEHOBAaHUS M aJpeca IMPOU3BOJCTBEHHBIX IIOMIAOK IMPOU3BOAUTEINS JIEKAPCTBEHHOTO
npernapara;

II) HAaWMMEHOBAHWE, aJpec OpraHW3alluH, YIIOJIHOMOYECHHOW JepXKaTeleM WIH BIaJeibleM
PETUCTPALIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO TMpemnapara A MEAULIHUHCKOTO MPUMEHEHHs Ha
NPUHATHE IPETEH3UI OT MOTPEOUTEIIS;

6) MHCTPYKIIMIO 110 MEIUIIUHCKOMY MPUMEHEHHUIO WM KPaTKyI0 XapaKTePUCTHKY JIEKapCTBEHHOTO
npernapara, yTBep>KJICHHbIE B CTpaHE MTPOU3BOAUTEIIS;

7) MPOEKThl MAKETOB MEPBUYHOI YIMAKOBKM M BTOPUYHOM YMAKOBKH JIEKAPCTBEHHOI'O IMpemnapara
JUTS. METUITUHCKOTO TIPUMEHEHUS;

8) MpPOEKT HOPMATHUBHOW JOKYMEHTAIlMM WJIM HOPMAaTHBHOTO JOKYMEHTa Ha JIEKapCTBEHHBII
npenapar JUisi MEAUIIMHCKOTO MTPUMEHEHHS TH00 yKa3aHHe COOTBETCTBYIOIIEH (apMaKoNelHON CTaThH;

9) moxymeHT, coaepKamuii nHGOPMALIUI0O O HATMYUU WU 00 OTCYTCTBUHU (PAKTOB PETUCTPALIUU
JIEKapCTBEHHOI0 IIpenapara Jyisi MEIUIIMHCKOro MpuMeHeHus 3a npeaenamu Poccuiickorn denepannu;

10) komuu [TOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBIEHHOM TOpSAKE M MOATBEpKAaromuX (akTt
pEeTrUCTpaIi  JICKApCTBEHHOTO TperapaTta B HWHOCTPAHHBIX TOCYAapCTBax B KadecTBE Op(aHHOTO
JIEKapCTBEHHOTO TIpernapara;

11) mman ympaBieHHWsT pUCKaMU Ui OMOJOTMYECKHX JICKAPCTBEHHBIX IPErapaTroB  JJis
MEJAUIIMHCKOTO TPUMEHEHNUS,

12) noxkymeHT o cucreMe (¢apMaKoHaa30pa JeprKaTelis WIM BIAJeNblla PETrUCTPalOHHOIO
yJIOCTOBEpEHHs JISKapCTBEHHOT'O Mpenapara;

13) MOKyMEHT, MOATBEPKIAIOIINI KadeCTBO JIEKAPCTBEHHOTO Iperapara TPeX MpPOMBIIIICHHBIX
cepuil (MPOTOKOJ aHAM3a WIKM cepTU(UKAT aHAIN3a), OJJHA CEpHsl KOTOPOTo JOJKHA COBIAAATh C cepuei
o0Opa3ma JIeKapCTBEHHOTO TIperapara sl MEIWIMHCKOTO TPHMEHEHHs, TpPEICTaBICHHOTO Ha
rOCYJapCTBEHHYIO PErUCTPALUIO.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-@3 uwacme 5 cmamvu 18 nacmosweco
DedepanvbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npeovloywetl pedaKyuu

5. Pa3zngen xumudeckoii, GapManeBTHYECKO U OMOJOTHYECKON JOKYMEHTAIMHU BKIIOYAaeT B ceOs
JTIOKYMEHTBI, cojiepkarue nHpopMmainoo o papManeBTHIECKON CyOCTaHIINK U JICKAPCTBEHHOM Ipenapare
JUIST METMLIUHCKOTO MPUMEHEHUs, MPOILECCe €ro MPOU3BOJACTBA U METOJAX KOHTPOJIA KAayecTBa, B TOM
YHCIIe:

1) xommio JOKYMEHTa, COJAEpXKAIlero cleAywiyl uHpopmanuio o dapmareBTHIeCKON
cyOcTanmmu win (papManeBTHUIECKUX CYOCTaHITUAX, BXOSAIIUX B COCTAB JIEKAPCTBEHHOTO Mperapara:

a) HauMeHOBaHHe papMaleBTUIECKO CyOCTaHIINH, €€ CTPYKTYpa, OOIIHe CBONCTBA;
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0) HaMEHOBAHHUE U AJPEC MPOU3BOIUTEIS;

B) TEXHOJIOTHsI POU3BO/CTBA C ONMMCAHUEM CTAJIUM MPOU3BOJACTBA U METOJOB KOHTPOJI Ha BCEX
CTausX IPOU3BOJCTBA;

I') ONMCaHKE Pa3pabOTKH Mpolecca MPOU3BOACTBA;

1) OTIMCAaHNE KOHTPOJISI KPUTUUECKUX CTAAUN MPOU3BOJICTBA U MPOMEKYTOUHON MPOTYKIINH;

€) TOKYMEHTAJIbHOE TIOITBEPIKIACHUE (BaIMIAIIMSI) TPOIIECCOB M (UJTM) MX OIEHKA,

7K) CBOMCTBA U CTPYKTYpa JEHCTBYIOILUX BEILECTB;

3) XapaKTepUCTUKA IpUMeCceH;

1) cnenudukanys Ha papMaleBTHUECKYIO CyOCTaHIINIO U ee 000CHOBAHHE;

K) aHaJIWTUYECKUE METOJUKH, HCIOIb3yeMble IPH OCYILECTBIEHUM KOHTPOJS KayecTBa
(dapmarieBTHYECKON CyOCTaHINH;

J) TOKYMEHTAJIbHOE MOJATBEPXKACHUE (BaIMAALMs) AaHATUTUYECKUX METOAMK, MCIIOJIb3YEMbIX IPH
OCYILIECTBIICHIMH KOHTPOJISI KauecTBa (papMalieBTHUECKO cyOCTaHIInY;

M) pe3yJbTaThl aHaIM3a cepuil papmaneBTHUECKON cyOCTaHIINN;

H) MepPEeYCHb CTAaHAAPTHBIX 00PA3IIOB WIIM BEIIECTB, UCIOIB3yEMBIX TIPU OCYIIECTBICHHH KOHTPOJIS
Ka4yecTBa;

0) OITMCAaHHE XaPAKTEPUCTHUK U CBOMCTB YITAKOBOYHBIX MaTEPHAJIOB U YKYIIOPOUYHBIX CPEICTB;

1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKOM CyOCTaHINY;

P) CpPOK rOJIHOCTH;

2) JOKYMEHT, COJEpXKalluil cIenylolue CBEeIeHUs O JIeKapCTBEHHOM Ipemnapare Juis
MEIUITUHCKOTO IPUMEHEHUSI:

a) ONMCAHMUE U COCTaB JICKaPCTBEHHOI'O MpenapaTa /i MeIMIUHCKOTO IPUMEHEHHUS;

0) ommcanue (apMmareBTHUECKON pa3paboTku (0OOCHOBaHWE BBIOOpA COCTaBa, IMEPBUYHOU
YIaKOBKH U UHOTO);

B) TEXHOJIOTHS IPOM3BOJCTBA C ONMCAHUEM CTaJUN MPOU3BOJCTBA U METOJOB KOHTPOJIS HAa BCEX
CTausIX IPOU3BOJICTBA;

I) ONWCaHWE KOHTPOJS KPUTHUYECKHX CTaauil Ipolecca IPOU3BOJICTBA U IMPOMEKYTOUHOU
IPOJTYKLIHH;

1) HAUMEHOBAHUE U aJpec MECTa OCYILECTBIECHMs MPOU3BOICTBA JIEKAPCTBEHHOIO Ipernapara Jist
MEUIUHCKOTO MPUMEHEHHsI (B Ciy4dae HaJIM4yusl HECKOJbKUX YYAaCTHHKOB Ipoliecca MpPOU3BOJCTBA
HE0OXO0IUMO yKa3aTh KaXKJO0ro U3 HUX);

€) (hapmarieBTHUECKasi COBMECTUMOCTb;

) MUKPOOHMOJIOTMYECKHNE XapaKTePUCTUKH;

3) MaTepHaIbHBIN OanaHc JUIs MPOU3BOACTBA CEPUH FOTOBOIO MPOIYKTA;

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

K) JIOKyMEHTaJIbHOE MOATBEP)KICHHE (BaJTUAALUs) TPOLIECCOB MMPOU3BOJICTBA U (WJIM) UX OLIEHKA;

J) TpeOOBaHUS K KadyecTBY BCIOMOIaTelIbHBIX BeHIeCTB (cepTUdUKAT, crneundukanus Ha
BCIIOMOTaTeIbHbIE BEIIECTBA U X 00OCHOBAHUE);

M) aHaJIUTUYECKHE METOJMKH, HCIOJIb3yeMble IPU OCYIIECTBIEHUH KOHTPOJS KauecTBa
BCIIOMOTATEIbHBIX BELIECTB;

H) JIOKyMEHTAJIFHOE TMOJTBEPXKICHUE (BaJHIAINs) aHATUTHICCKUX METOJUK, UCIOIh3yEMBIX TPU
OCYILECTBICHUH KOHTPOJISI KAaUeCTBa BCIIOMOTaTENIbHBIX BEILECTB;

0) uHpopmanus o0 HMCMOIb30BAaHUM BCIIOMOTATENbHBIX BEIIECTB UYEIOBEYECKOTO M KUBOTHOIO
POMCXOXKACHUS;

1) uHGopmaus 06 UCIOIIb30BAHUN HOBBIX BCIIOMOTATEIbHBIX BEILIECTB;

p) TpebOBaHUS K KauyecTBY JIEKAPCTBEHHOrO IMpernapara JUisi MEIMIMHCKOTO IMPUMEHEHHS
(cepTudukar, cienudukaiys Ha JeKapCTBEHHbIN Mpenapar u uX 000CHOBaHHUE);

C) AaHATUTHYECKHE METOAMKH, HCIOJIb3yeMble MPH OCYIIECTBIEHHMH KOHTPOJS KauyecTBa
JIEKapCTBEHHOT'0 IIperapara Jyisi METUIIUHCKOTO PUMEHEHMUS;

T) JOKYMEHTAJIbHOE MOATBEP)KICHHUE (BaNIUJAlMs) aHAIUTHUYECKUX METOJIUK, UCIOIb3YyEMBIX MPH



OCYIIECTBJIICHMH KOHTPOJIS KaueCTBa JIEKAPCTBEHHOTO MpernapaTa AJisi MEIULIMHCKOTO TPUMEHEHUS;

y) pe3yJIbTaThl aHAIU30B CEPHil IEKAPCTBEHHOTO MpernapaTa Jijisi MEIUIIMHCKOTO IPUMEHEHUS;

¢) xapakTepucTHKa IpUMeceii;

X) IepeyYeHb CTaHAApPTHBIX 00pa3loB, UCHOIb3YEMBIX MPH OCYIIECTBICHHUH KOHTPOJISI KayecTBa
JIEKapCTBEHHOI'0 IIpernapara Jyuisi MEJULUHCKOTO IPUMEHEHMUS;

11) IaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIpernapara Juisi MeJUIIMHCKOTO IPUMEHEHHUSI.

Wndopmarius 06 M3MEHEHUX:

Deodepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-@3 yacme 6 cmamwvu 18 nacmoswezo
DedepanbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 saneaps 2016 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
6. Paznen dhapmakonornyeckoil, TOKCUKOJIOTUYECKONW TOKYMEHTAllMU BKIIIOYAET B ce0sl OTUETHI O
pe3ysbTarax JOKJIMHUYECKUX MCCIEA0BAHUMN JIEKAPCTBEHHOI'O CPEACTBA JUIsl MEAUIIMHCKOTO IPUMEHEHUS,
B TOM YHCIIE:
1) otder 0 hapMaKOANHAMHYECKUX UCCIICAOBAHMIX;
2) otueT 0 hapMaKOKMHETHUECKUX HCCIETOBAHUSAX;
3) OT4ET O TOKCUKOJIOTUYECKUX UCCIICTOBAHMSIX.

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo PedepaibHoco
3aKOHA 00ONoONHeHa wacmoio 7, scmynaroweil 6 cuny ¢ 1 sneaps 2016 e.
7. Paznen KIMHUYECKOM NOKYMEHTAlMU BKJIIOYAEeT B ce0sl OTYETHI O pe3yjbTaTaX KIMHUYECKHX
UCCJICIOBAaHUM JIEKAPCTBEHHOT'O IIperapara Jyuisi METUIIUHCKOTO MPUMEHEHHS], B TOM YHUCIIE:
1) oruyersl 00 wHCCHENOBAaHUAX OHOJOCTYMHOCTH M OMOIKBHUBAJICHTHOCTH, HCCJIEIOBAHUSIX,
YCTaHABIMBAIOIIUX KOPPEJISAIUIO PE3YyIbTATOB, OJYYEHHBIX B YCIOBUAX 1n Vitro u in vivo;
2) oT4eTsl 0 (papMAKOKMHETHUECKUX MCCIICTOBAHMSIX;
3) otueTsl 0 (hapMaKOAUHAMUYECKUX UCCIIEIOBAaHUSX;
4) oT4eTHl O KIMHUYECKUX HCCIIET0BaHUAX 3(PPEKTUBHOCTH U OE30M1aCHOCTH;
5) OTYET 0 MOCTPETUCTPALIMOHHOM OTIBITE MPUMEHEHHUS (TP HATHYNH ).

Wndhopmarrust 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-@3 cmamovs 18 nacmoswezo PedepaibHoco
3aKoHa donoaHeHa yacmoio 8, scmynaroweii 6 cuny ¢ 1 sneaps 2016 e.
8. TpeboBanus k 00beMy HH(POPMAIUH, TPEIOCTABISAEMON B COCTaBE PETUCTPAIIMOHHOTO JOCKE,
JUTSL OTJICTBHBIX BUJIOB JICKAPCTBEHHBIX MPENApaToB ISl MEAWIIMHCKOTO TPUMEHEHHUS YCTaHABIMBAIOTCS
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCTIOTHUTEIHFHON BIACTH.

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-@3 cmamovs 18 nacmoswezo PedepaibHoco
3aKoHa oononxena wacmoio 9, scmynaroweii 6 cuny ¢ 1 sneaps 2016 e.

9. B oTHOIIIEHWH JICKAPCTBEHHBIX MPENApaToB, PAa3peIICHHBIX JUII MEIUIIMHCKOTO MPUMEHEHUS B
Poccuiickoit denepanuu Oonee aBamuaTé JeT (32 HCKIOYEHUEM OHOJOTHMYECKUX JIEKApCTBEHHBIX
IpenapaToB), JTOMYCKAeTCs BKIIOUYEHHE B COCTaB paszzaena (hapMaKOoIOTHYECKOH, TOKCHKOJIOTHUYECKOU
JOKYMEHTAIlMU M pa3jieNia KIMHUYECKOW TOKYMEHTAIlMM BMECTO OTYeTa pa3paboTyHMKa O pe3ynbTarax
COOCTBEHHBIX JIOKJIMHHYECKUX HCCIICIOBAHWKA JICKQPCTBEHHBIX CPEACTB W KIMHWYECKUX HCCIICIOBAHHMA
JIEKapCTBEHHBIX MPEmapaToB il MEAMIIMHCKOTO MPHUMEHEHHs 0030pa Hay4yHBIX paboT O pe3yibTaTax
JTOKJIMHUYECKUX WCCIICAOBAHUN JICKAPCTBEHHBIX CPEJACTB WM KIMHHYSCKUX HCCICAOBAHUN JaHHBIX
JICKapCTBEHHBIX MPEMapaToB, B TOM YUCIIE BKIIIOUYAS OIBIT UX MOCTPETUCTPALIMOHHOTO TPHUMEHEHUS.

Wudopmanust 06 U3MEHEHHUSX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 18 nacmosweeo DedepanvHozo
3akoHna oonoanena wacmoio 10, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.

10. Ilpu rocymaapCTBEHHOW PEruCTpallMM BOCHPOU3BEACHHBIX JEKAPCTBEHHBIX IpENnapaToB AJis

MEJUIIMHCKOTO TPUMEHEHMsI JIOMYCKAeTCs BKIIOYEHHE B COCTaB paszena (apMaKoJIOTHYECKOH,
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TOKCHKOJIOTMYECKOW JIOKYyMEHTallud ¥ pas3fela KIMHUYECKON JOKYMEHTAllMd BMECTO OTYeTa
pa3paboTyrKa O pe3yibTaTax COOCTBEHHBIX JOKJIMHMYECKUX MCCIEIOBAHUN JICKAPCTBEHHBIX CPE/ICTB
0030pa Hay4HBIX PabOT O pe3y’abTaTax JIOKIMHUYECKUX HCCIICAOBAHUHN peepeHTHOro JEKAapCTBEHHOTO
npenapara M IMpeJCTaBIeHNe BMECTO KIMHMYECKUX HCCIEJOBAHUN B IIOJHOM O0BEME, YCTaHOBIEHHOM
pa3fenoM KIMHUYECKOH JOKYMEHTAllMH, OT4eTa O pe3yJbTaTax HCCICAOBAaHUH OMOIKBHUBAIEHTHOCTH
BOCIIPOM3BEJICHHOTO JIEKApCTBEHHOI'O IIpenapara Julsl MeauluHCcKoro mnpumeHeHus. He tpeGyercs
NpEeICTaBICHUE OT4YEeTa O pe3yabTaTax HCCIeJOBAHUNA OMOIKBUBAICHTHOCTH BOCIPOM3BEIEHHOTO
JIEKapCTBEHHOTO Ipenapara JUlsi MEAULIMHCKOTO IPUMEHEHHUs, €CIIM PErMCTPUPYIOTCS BOCIIPOM3BEAECHHBIE
JIeKapCTBEHHBIE MTPENapaThl Uil MEIUIIUHCKOTO IPUMEHEHUS, KOTOPBIE:

1) nmpenHasHaueHbl JJI MApEHTEPAIBHOIO (MOJKOKHOTO, BHYTPUMBILIEUHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHApHOTO) BBEACHUS U
IPEICTaBISIOT cOO0M BOAHBIE PACTBOPHI;

2) npenCcTaBISIIOT COOOH PacTBOPHI AJIsl NEPOPATILHOTO IPUMEHEHMUS;

3) npou3sBenieHb! B OpME NOPOLIKOB UM JTUO(DUIN3ATOB [yl IPUTOTOBICHUS PACTBOPOB;

4) ABNAIOTCS ra3aMu;

5) ABJSIOTCA YIIHBIMU WM TJIa3HBIMM JIEKAPCTBEHHBIMU MpenapaTaMy, IpOU3BEeHHBIMU B (hopme
BOJIHBIX PACTBOPOB;

6) npenHa3HAYEHbl [ MECTHOTO IPUMEHEHMSI U IPUTOTOBJIEHBI B (hOpME BOJHBIX PACTBOPOB;

7) mpeACTaBISIOT COOOM BOAHBIC PACTBOPHI IS UCTIOIL30BaHUS B (JOPME MHTAIALUN C TTOMOIIBIO
HeOynaiizepa WK B KaueCTBE Ha3aJbHbBIX CIPEEB, IPUMEHAEMBIX C IOMOILBIO CXO/IHBIX YCTPOUCTB.

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo DedepaibHoco
3akoHa donoanena yacmoio 11, ecmynaroweti 6 cuny c 1 ameaps 2016 e.

11. JJns cinydaeB, yka3aHHbIX B nyHktax | - 3, 5 - 7 wuactu 10 HacTosiie craThu,
BOCTIPOM3BE/ICHHBIN JICKAPCTBEHHBIM Mpenapar Jisi MEAWIIMHCKOTO MPUMEHCHHS JIOJDKEH COJICpXkKaTh
TaKHue K€ BCIIOMOTATeNbHBIE BEIIECTBA B TAKUX K€ KOJIMUYECTBAX, KaK U pedepeHTHBIN JeKapCTBEHHBIN
npenapar. Eciam cocTaBel BCIIOMOTAaTENbHBIX BEIIECTB PA3TUYAIOTCS, 3asBUTENb JODKEH MPEICTABUTH
J0Ka3aTeNbCTBA TOTO, YTO HCIOJIb3yeMbIe B JIAaHHBIX KOHIICHTPAIUSX BCIIOMOTAaTeNbHBIC BEIIECTBA HE
BIUSAIOT Ha Oe3omacHOCTh W (WwiH) 3(PEKTUBHOCTH JIEKAPCTBEHHOIO IMpernapara s METUIIMHCKOTO
npuMeHeHus. B ciydae, eciu 3asBUTENh HE MOXKET MPEACTABUTH TaKUE JOKA3aTeNbCTBA U (MJIHM) HE HMEET
JIOCTYTIa K COOTBETCTBYIOIIMM JaHHBIM, OH JOJDKEH IMPOBECTH COOTBETCTBYIOIIHME WCCICIOBAHUS IS
JOKA3aTeNbCTBA OTCYTCTBHSI BIUSHHUS Pa3HBIX BCIIOMOTATENBHBIX BEIIECTB WM BCIOMOTAaTEIbHBIX
yCTpOHCTB Ha Oe3omacHOCTh M (wiH) 3¢G(HEKTUBHOCTH JIGKAPCTBEHHOTO Tpenapara ik MEIUIIMHCKOTO
MPUMEHEHUS B TOPSAJKE, YCTAHOBJICHHOM YHNOJHOMOYEHHBIM (heepambHbIM OPraHOM HCHOIHUTEIBHOM
BJIACTH.

Wndopmarys 06 W3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosuwezo DedepaibHoco
3aKoHa oonoanena yacmoio 12, ecmynaroweti 6 cuny c 1 aneaps 2016 2.

12. TIlpm rTOCYyHapCTBEHHOW  perHUCTpalii KOMOWHAIMKA  paHee  3aperucTPUPOBAHHBIX
JIEKapCTBEHHBIX IIPENapaToB s MEJUIMHCKOrO IPUMEHEHHUs JTOMYCKAaeTCsl BKIOYEHHE B COCTAB pas3zeia
(bapMaKoIOTHYecKol, TOKCHUKOJIOTMYECKONM JTOKYMEHTAllMM U pas3jelia KIMHUYECKOW JIOKyMEHTaluu
BMECTO OTuYeTa pa3paboT4MKa O pe3ysibTaTaXx COOCTBEHHBIX JOKJIMHMYECKHX HCCIEIOBAHUMN
JIEKapCTBEHHBIX CPEACTB 0030pa HAy4yHBIX paboT O pe3ynbTartax [JOKIMHMYECKHUX HCCIeI0BaHuI
pedepeHTHBIX JICKapCTBEHHBIX IpenapaToB, BXOJAMIMX B COCTaB KOMOMHAIMU JIEKApPCTBEHHBIX
[IpenapaToB, U 00 OTCYTCTBUM UX B3aUMOJIEHCTBUS B OJTHOM JIeKapcTBEHHOMN (opMe.

Wndopmarys 06 M3MEHEHHSX:
DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 18 nacmoswezo DedepanvHozo

3aKoHa oonoanena yacmoio 13, ecmynaroweti 6 cuny c 1 aneaps 2016 e.
13. Ha skcmepTusy pasiuyHBIX JIEKAPCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKapCTBEHHOTO
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mpernapara s MEIHUIMHCKOTO MPUMEHEHUs 3asiBUTEIb IMPEIACTABISIET OTACIbHBIE 3asBICHUS U
pPErucTpalMoOHHbIE I0Che Ha KKIYI0 JeKapcTBeHHYI0 (opmy. [Ipu ycinoBum ogHOBpEeMEHHOW MOJa4Yu Ha
OKCIIEPTU3Y OJHON JIEKApPCTBEHHOW (OPMBI C Pa3IUYHBIMU JO3HPOBKOH, KOHIICHTpAIHEH, 00BEMOM
3asiBUTENb MPEACTABISAET OJHO 3asIBICHUE U PETUCTPALMOHHOE JOChE C MPUIOKEHUEM MAKETOB YIIaKOBOK
Ha KQXIYIO JJO3UPOBKY, KOKIYIO KOHIICHTPAIHIO, K&K 00beM U KaxkJI0€ KOJUIECTBO 103 B YITAKOBKE.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo PedepaibHoco
3aKoHa oononnena wacmoio 14, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.
14. Tlpu rocymapCTBEHHOW perucTpanuyd OpQpaHHOTO JIEKAPCTBEHHOTO IMpermapaTa 3asiBUTEIb
MpeACTaBIsIeT HHMOPMAITUIO, HEOOXOUMYIO JUIs (HOpMUPOBAHUS pa3jieia KIMHUYECKOW JOKYMEHTAIINH, B
o0beme, YCTAaHOBICHHOM YIIOJTHOMOYEHHBIM (peIepaIbHBIM OPTaHOM HCIIOTHUTEIBHOM BIIACTH.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo PedepaibHoco
3aKoHa 0ononxena wacmoio 15, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 2.

15. Ilpu perucrtpanuu OHOJIOTMYECKOrO JIEKAPCTBEHHOrO Ipernapara, MOJyYeHHOTO U3 KPOBH,
IUIa3Mbl KPOBH YEJIOBEKa, B COCTaBE PErMCTPAIMOHHOTO [0Ch€ Ha JICKApCTBEHHBIN MpemapaTr Jyis
MEIUIIUHCKOTO IPUMEHEHUS JTOJDKHBI OBITh IPECTABICHBI JOMIOJIHUTEIBHO!

1) B pasmene [OOKyMEHTalMM aJMUHUCTPATUBHOTO XapakTepa JOKYMEHT, COJAep Kallui
UHPOPMALIMIO 0 CyObeKTax OOpamieHHus AOHOPCKOW KPOBU M (MJIM) € KOMIOHEHTOB, O TOM, Ile Oblia
ocyllecTBlieHa JAoHanus (KpoBM H (MIM) IUIa3Mbl KPOBH), a Takke JaHHbIe 00 HH(PEKINOHHBIX
3a00JICBaHUAX, TEPENAIOUINXCS MapeHTEPAIbHBIM IIyTeM, HHpopManmus O CyObeKTax oOpameHus
JOHOPCKOM KpOBHM U (WJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHMHM KOTOPBIX OCYILIECTBISIETCS KOHTPOJIb
JIOHOPCKOM KpOBU U (M) €€ KOMIIOHEHTOB;

2) B pazzaene XUMUYECKOH, (papmarieBTHUEeCKON U OMOIOrHUeCKO TOKYMEHTAIIUN:

a) KpUTEPUHU U CIIOCOOBI 0TOOpa, TPAHCIOPTHPOBAHUS M XPAHEHUSI JOHOPCKOW KpOBH U (MIH) ee
KOMIIOHEHTOB;

0) pe3yabTaThl HCCIeI0BaHUN OTOOPaHHBIX JOHOPCKOW KPOBU M (WJIM) IJIa3Mbl KPOBU U IYJIOB Ha
Halyuyue Bo3OymuTeneidl uHGeKkuuil, BKIO4as HHPOpManMIO 00 HCIONB30BAaHHBIX  METOAMKAX
UCCIIEIOBaHUM W B Clyyae MHCCIEAOBaHUS IyJOB IIJIa3Mbl KpPOBU pE3YyNbTaThl JOKYMEHTAJIbHOTO
HOJTBEPXKIEHU (BaIUIAIIMN) UCIIOJIb30BaHHBIX METO/IUK;

B) TEXHUYECKUE XapaKTEPUCTUKHU YIIaKOBKH I OTOOpa JTOHOPCKOM KPOBU M (MJIN) IJIa3Mbl KPOBH,
BKJII04ast HHPOpMaIHIo 00 HCII0JIb30BaHHBIX PACTBOPAX aHTHKOATYJISIHTOB.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo PedepaibHoco
3aKoHa donoanena yacmoio 16, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.
16. Knuanueckue ucclieoBaHUs JIEKAPCTBEHHOTO IMpernapaTa sl MEAUIIMHCKOIO0 MPUMEHEHUS B
LHEsIX €ro TOCYJAapCTBEHHOM perucrpanuu npoBondarcss B Poccuiickon @eaepanuu B HOPSIKE,
YCTaHOBJIEHHOM cTaTbsimu 38-44 Hactosmero ®PenepanbHoro 3akoHa. OTYeT O MPOBEACHHBIX
MCCJICIOBAHMSIX BKIIFOYAETCS B COCTaB pasjieia KIIMHUYECKON JOKYMEHTAIIMH PETUCTPAIIMOHHOTO JJOChE Ha
JIEKApCTBEHHBIM TIpemnapar ajii MEIUIUHCKOTO MpUMEHeHMs. JIisi JeKapCTBEHHBIX MpenapaToB IS
MEJIUIIMHCKOTO TPUMEHEHHUS, B OTHOIICHWH KOTOPBIX B pe3yjibTaTe »OKCHEPTU3bl JTOKYMEHTOB,
MPEACTABICHHBIX JJI1 OMNpPEAENEHUs BO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM mpenapar it
MEUIIMHCKOTO MPUMEHEHUsI B KadecTBe OpQaHHOTO JICKApCTBEHHOTO Mpernapara, Takas BO3MOXHOCTH
NpU3HAHA U B OTHOIIEHMH KOTOPBIX MPOBEJACHBl KIMHUYECKHE WCCIEAOBAHMS, BBIIIOJIHEHHBIE 32
npenenamu Poccuiickoit denepaiinu B COOTBETCTBUU € ITpaBUIaMy HaAJEXKaIel 1abopaTOpHON MPaKTUKU
W TpaBUiiaMy  HaJJeXalled KIMHUYECKOM NpPakTUKH, JOMYCKAeTCs BKIIOUEHHE B COCTAaB pazjena
KJIIMHUYECKOW TJOKYMEHTAIIMH BMECTO OTUETa O pe3yIbTaTaX KIMHUYECKUX MCCIICIOBAHNN JIEKAPCTBEHHOTO
npenapara s MEIUMLUMHCKOrO NpUMEHEeHUus, npoBeneHHbIx B Poccuiickoit ®denepanuu, otuera o
pe3yapTaTax KIMHUYECKUX MCCIIEIOBAaHNM, BBINIOJHEHHBIX 3a npenenamu Poccuiickoit denepanun.
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Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo PedepaibHoco
3aKoHa oononnena wacmoio 17, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

17. 3asBurens BIpaBe MPEIACTABUTH MO COOCTBEHHOW WHUIIMATUBE BMECTE C 3asABICHHEM O
roCy/IapCTBEHHOW PETUCTPALIUU JIEKApPCTBEHHOTO Mpernapara Uil MeJUIIUHCKOTO IPUMEHEHHS IOKYMEHTHI,
MOATBEPKJIAIOIINE YIUIATy FOCYJApPCTBEHHOM MOUUIMHBI U yKa3aHHbIe B nyHkre 10 wactu 2 Hactosien
cTathbi. B cimyyae MX HempencTaBiICHHs] COOTBETCTBYIOUIMI YIMOJHOMOYEHHBIN (enepaibHblii Opra
WCTIOJTHUTENILHOM BJIaCTH MPOBEPsET (HaKT YIUTaThl TOCYIaPCTBEHHON MOIUIMHBI 3aSBUTEIEM ITOCPEICTBOM
UCIIONb30BaHUsl ~ MHpOpMaMK 00  ymjgaTe TOCyJapCTBEHHOW  TMOLUIMHBI,  COJAEpXKalleiicss B
locynapctBeHHON WHGOPMAIMOHHONW CHCTEME O TOCYAAPCTBEHHBIX M MYHUIIMIAIBHBIX IUIaTekaxX, Ha
OCHOBAaHMHU  TMPEACTABICHHBIX  3asBUTENIEM  KOMUWA  JIOKYMEHTOB, IOATBEPXAAIOIIMX  YIUIATy
rOCyIapCTBEHHOM MOILIJIMHBI.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo PedepaibHoco
3aKoHa oononnena wacmoio 18, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 2.

18. He nmomyckaercs HCIOIB30BAaHHE B KOMMEPYCCKUX NENIX HHPOpMAHH O pe3yinbTaTrax
JOKIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKHX HCCIICJOBAHMN JIEKapCTBEHHBIX
npenaparoB Il MEAUIIMHCKOTO TPUMEHEHHMs, TPEICTABICHHON 3asBUTENIEM [IJIi TOCYAapCTBEHHOM
perucTpaluu JIeKapCTBEHHOTO TMpemapara, Oe3 ero corjacus B TEYEHHE MIECTH JIeT C JIaThl
rOCYIapCTBEHHOW PETUCTpalui pedepeHTHOrOo JIEKapCTBEHHOTO Tipernapara B Poccuiickoit denepamnmm.

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo PedepaibHoco
3aKoHa oononnena wacmoio 19, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 2.

19. Jlepxatenb WM BiIaJeNiel] perucTpallMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara Ha
OMOTEXHOJIOTHYCCKUI MM OpaHHbIN JIEKapCTBEHHBIN Ipenapar o0s3aH IMPEJIOCTaBIsATh HA BO3ME3IHOM
OCHOBe 00pa3ibl peepeHTHOTO JIEKAPCTBEHHOT'O MperapaTa 3asBUTEISIM JIJIsl POBEACHUS KIMHUYECKUX
uccienopanuif. CTouMOcTh o00pasna pedepeHTHOro JIEKApCTBEHHOTO Mpemnapara, BKIOYEHHOTO B
repeveHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEUMININX JIEKAPCTBEHHBIX MPEMapaToB, HE JOJKHA MPEBBIIIATH
3apEruCTPUPOBAHHYIO TPEIEIbHYI0 OTIIYCKHYIO 1IeHY Ha pedepeHTHBIN JeKapCTBEHHBIM Mpenapar WUiu
[IEHY Ha JIEKApCTBEHHBIN Mpenapar B CTpaHe MPOU3BOIUTENS.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo PedepaibHoco
3akoHna oonoanena wacmoio 20, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 2.
20. 3asBieHME O TOCYJapCTBEHHON pErucTpanuy BOCIIPOU3BEICHHOIO JIEKAPCTBEHHOIO Iperapara
JUIST MEIUIIMHCKOTO TIPUMEHEHHUS MOXKET OBITh MOJaHO B YIOJIHOMOYEHHBIH (eaepanbHblil OpraH
WCIIOJTHUTEIIbHOW  BJIACTH, OCYHICCTBISIONIMNA TOCYJapCTBEHHYIO PETUCTPALMI0  JIEKAPCTBEHHBIX
MpernapaToB, MO HUCTEUEHUWU YETHIpeX JeT C JaThl TOCYJapCTBEHHOM perucTpanuu peQepeHTHOro
JIEKapCTBEHHOT0 Tipenapara B Poccuiickoit @enepanuu.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3akoHom om 22 Oexabpa 2014 2. N 429-D3 cmamwvs 18 nacmosweeo DedepanvHozo
3aKoHa oonoanena yacmoio 21, ecmynaroweti 6 cuny c 1 aneaps 2016 2.

21. 3asgBneHue O TOCYJAapCTBEHHOM  perucTpamuu  OmoaHamoroBoro  (6momnogo0HOTO)
JIEKapCTBEHHOTO Mpenapara (OrnoaHanora) MoxeT ObITh MMOJAAHO B YIIOJHOMOUYEHHBINH (eiepanbHbIi OpraH
UCIIOJTHUTENIbHOM  BJAacTH, OCYIIECTBISIONIMN  TOCYJapCTBEHHYIO  PErHCTpPAlUI0  JIEKapCTBEHHBIX
npenapaToB, IO HCTEUYEHUH TpexX JIeT C JaThl TOCYJapCTBEHHOM perucrpauuu pedepeHTHOro
JIEKapCTBEHHOT0 Tipenapara B Pocculickoit @enepanuu.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3akoHom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 18 nacmosweeo DedepanbHozo
3aKoHa oonoanena yacmoio 22, ecmynaroujeli 6 cuny ¢ 1 aneaps 2016 2.
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22. Jlepxarenb WU BJajeNiell PErMCTPALMOHHOTO YIOCTOBEPEHHUS! JEKApCTBEHHOIO Ipernapara
IPEJICTaBIsIeT B YHNOJHOMOYEHHBIN (efepanbHblii OpraH HCIOJHUTEIBHON BJIACTH, OCYIIECTBIISIOLIUI
(GyHKIMU IO KOHTPOJIIO M HAaa30py B chepe 31paBOOXpaHEHUs, OTYET MO pe3yibraTaM (hapmMakoHaa3opa
OJIMH pa3 B LIECTh MECALIEB B TEUEHHUE JIBYX JIET MOCJE TOCYJapCTBEHHOIN perucTpanuy JIeKapCTBEHHOTO
npenapara B Poccuiickoii denepannu, €KEroqHO B TEUCHUE MOCIECAYIOUMIUMX TPEX JIET U B JaJbHEUILIEM
OJIMH pa3 B MATb JIET.

TAPAHT:

CMm. komMeHTapuu K cTaTthe 18 HacTosero denepaibHOTO 3aKOHA

Wndopmarius 06 H3MEHEHUSX:

Dedepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-@3 cmamwvs 19 nacmosweeo Dedepanvrozo
3AKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynaroweti ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamou 6 npedvloyuell pedaxKyuu

Crarpbs 19. [Ipunsitie pemeHus o BbIJaue HKCHEPTHOMY YUPESKICHHIO 33JaHUs HA MPOBEIACHUE

9KCIIEPTHU3bI JIEKAPCTBEHHOT'O CPECTBA

1. B Teuenue necatu pabovmx JAHEH CO JHS MPUHATH 3asiBICHHUS O TOCYIapCTBEHHOW PETUCTPAINN
JIKapCTBEHHOT'O Mpenapara COOTBETCTBYIOIIMM yIIOTHOMOUYEHHBIH (efiepanbHblii OpraH UCIOJHUTEIBHON
BJIACTH INPOBOJUT MPOBEPKY MOIHOTHI, JOCTOBEPHOCTH M IMPABHIBHOCTH O(QOPMIICHHS MPEICTaBICHHBIX
JIOKYMEHTOB PEruCTPAIlMOHHOTO JI0Che Ha JIGKAPCTBEHHBIM MpenapaTr U MPUHUMAET pElIeHHEe O Bbllaye
3aJjaHus Ha TIPOBEICHHE:

1) skcmepTu3bl HOKYMEHTOB, MPEACTABICHHBIX AJI OMpPENETIeHHUs] BO3MOXKHOCTH paccMaTpUBATh
JICKapCTBEHHBIM Tpenapar s MEIUIUHCKOTO IMPHUMEHEHHs] TPU OCYIIECTBICHHH TOCYAapCTBEHHON
pEerucTpaluu B KauecTBe ophaHHOTO JIEKAPCTBEHHOTO IIperapara;

2) DSKCHepTH3bl JICKAPCTBEHHOTO CPEICTBA B YaCTH OSKCIEPTHU3Bl KadyecTBa JIEKAPCTBEHHOTO
CpPEeICTBA M OKCIEPTU3bl OTHOIICHUS OXUIAEMOW TOJb3bl K BO3MOXKHOMY PHUCKY NPUMEHEHUs
JIEKapCTBEHHOTO Tperapara JJisi METUIIMHCKOTO IIPUMEHEHUS;

3) oSKcmepTH3bl JIEKAPCTBEHHOTO CPEJACTBA B YACTH SKCIEPTU3bl KauyecTBa JIEKaApCTBEHHOTO
CpeACTBa W DKCIEPTH3Bl OTHOIICHUS OXXHAJAEMOW TOJB3bI K BO3MOXKHOMY PHCKY TNPHUMEHEHUS
JIEKapCTBEHHOTO TMpernapara A MEIUIMHCKOIO INPUMEHEHUS B MOpPAJKE YCKOPEHHOW NpoLeaypbl
JKCHEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHUHM CO cTaThell 26 Hacrosuiero @enepaabHOrO 3aK0Ha;

4) oKcnepTU3bl JIEKApCTBEHHOIO CpEACTBA B OTHOLIEHWH JIEKAPCTBEHHOIO IIpernapara Juls
BETEPUHAPHOTO IPUMEHEHUSI.

2. YHOIHOMOYEHHBIH (pefiepalibHbIi OpraH MCIOJHUTEIBHONW BIACTU YBEJOMIISIET B JIEKTPOHHOU
dopme wim Ha OyMa)XHOM HOCHTENIE 3asBHTEISI M IKCHEPTHOE YUPESKICHHE O MPHHATOM PEHICHHH O
BblJIau€ 3aJJaHUI Ha MPOBEJCHNE HKCIEPTH3, IPEAYCMOTPEHHBIX YacThi0 | HAcTOsIIEH CTaThu, U B Cllydae
HE0OXO0/IMMOCTH O Bblaue pa3pellieHus Ha BBo3 B Poccuiickyto denepario KOHKPETHOHN MapTuu, cepuu
3apETUCTPUPOBAHHBIX M (WMJIM) HE3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B
IPOBEICHUH MTPETyCMOTPEHHBIX IKCIEPTH3 C yKa3aHHEM MPUYMH TaKOTO OTKa3a.

3. B ciydae BBISBICHHS OTCYTCTBHSI WJIM HEJOCTOBEPHOCTH HH(OPMAIMH, COJEpXKAIIEHCS B
NPECTABICHHBIX 3asBUTENEM JOKYMEHTax, YIMOJHOMOUYEHHBIN (efepanbHblii OpraH HCIOJIHUTEIbHON
BJIACTH HANpPABJSIET 3asABUTENI0 3amMpoc 00 YTOYHEHWH »dOToW uHPOpMamuu (Jajgee - 3ampoc
YIIOJIHOMOYEHHOTO (hesiepabHOr0 OpraHa HCHOJHHUTENbHOM BIIACTH), KOTOPBIA MOXET OBITh NepeaaH
YIIOJITHOMOYEHHOMY TIPEJICTAaBUTEINIO 3asSBUTENS JMYHO IO/ PACIHMCKY, HANpaBJCH IO MOYTE 3aKa3HBIM
NUCbMOM WJIM TIepe/iaH B AJIEKTPOHHOH (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajlaM CBsi3u. B ciydae
HaMpaBJICHUs] 3arpoca YIMOIHOMOYEHHOTO (enepaibHOTO OpraHa HWCIOJTHHUTENBHOW BIIACTH TIO ITOYTE
3aKa3HbIM IHCBMOM OH CYHMTAETCS IMOJYYEHHBIM [0 HCTEYEHHM UIECTH JHEH ¢ JaThl HaIlpaBICHHS
3aKa3HOTO MHCHMAa.

4. 3asBuTenp 00s3aH MPEACTaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOro (erepaabHOro opraHa
UCTIOTHUTENILHOW BIIACTH B CPOK, HE TPEBBIMAOIINN IEBIHOCTA padOYMX THEW CO IHS €ro TOTy4eHHs.
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Cpok, ykazaHHbIN B yacTu | HacTosimieil cTaThbd, MPUOCTAHABIMBAETCA CO JIHS HAIIPABJICHUS 3asBUTEIIO
3arpoca YIOJIHOMOYEHHOro (hefepaibHOr0 OpraHa HUCHOJHUTENbHOM BIacTH A0 JAHS MOJyYEHUS WM
COOTBETCTBYIOILIETO OTBETA.

5. OcHoBaHMeM JUIsl OTKa3a B OpraHU3allUd JKCIEPTHU3, MPEIYCMOTPEHHBIX YacThio | HacTosIen
CTaThU, SIBJISETCS MPEICTABICHUE HEOOXOAUMBIX [UIsl MPOBEACHUS MNPEIYCMOTPEHHBIX JKCIEPTHU3
JOKYMEHTOB B HEMOJIHOM O0bEeME WM HEMpEeJCTaBJICHUE 3asIBUTENIEM B YCTAHOBJICHHBIH CPOK OTBETa Ha
3arpoc yMoJHOMOYEHHOTO (peepanbHOr0 OpraHa HCIOJHUTENPHONW BIACTH, a TaKXKe MNpPEICTaBICHHE
JIOKYMEHTOB, HE COJIEPKAIX NCUYEPIBIBAIOIIETO MepeuHss HEOOXOUMBIX CBEICHUH.

TAPAHT:

CMm. komMeHTapuu K ctathe 19 HacTosero denepabHOTO 3aKOHA

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 20 nacmoswezo PedepaibHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamou 8 npedvloyuell pedaxKyuu
Crarbs 20. Oxcrepru3a JOKYMEHTOB, IPEACTABIEHHBIX Il ONPEICIEHUS BO3MOXHOCTHU
paccMaTpuBaTh JIEKApCTBEHHBIM Ipenapar s MEAUIMHCKOr0 NPUMEHEHUs Ipu
OCYIIIECTBJICHUH I'OCYIapCTBEHHON perucTpanuy B KayecTBe op(haHHOT0 JIEKapCTBEHHOTO
npenapara

1. DkcnepTu3a JOKYMEHTOB, HPEICTABJICHHBIX JUIsl ONPEIENIEHUs BO3MOXHOCTU paccMaTpUBaTh
JIEKApCTBEHHBIA MpernapaT s MEAMIMHCKOIO NPUMEHEHWs IPU OCYLIECTBICHUU TIOCYIapCTBEHHOM
peructpanuu B KayecTBe Op(aHHOIO JIEKApCTBEHHOT'O Iperapara, COCTaBIEHHE KOMHUCCUEH HKCIEPTOB
3aKJIIOYEHUS O BO3MOXHOCTH WJIM HEBO3MOXKHOCTM paccMaTpHUBaTh JIEKAPCTBEHHBIM mpenapar i
MEIMIIMHCKOTO MIPUMEHEHUS TIPH OCYIIECTBICHUH TOCYIaPCTBCHHON PETUCTPALMU B KauecTBe OphaHHOTO
JICKapCTBEHHOI'O Tpernapara M HalpaBlIeHWE JaHHOTO 3aKIIOYEHHS B YHNOJIHOMOYEHHBINH (eaepanbHbIi
OpraH MCHOJIHUTEIbHON BJIACTU OCYLIECTBIISIOTCS B CPOK, HE MPEBBIMIAIOMINNA TPUALIATH pabOUYNX THEHN CO
THS TIONIyY4EHHUS OKCIEPTHBIM YUPEXKIECHHUEM 3aJlaHusl YIOJIHOMOYEHHOTO (helepaibHOro oOpraHa
WCIIOJTHUTEIIbHOW BJIACTH U B DJIGKTPOHHOW ¢opMe WM Ha OyMaXHBIX HOCUTEISAX HEOOXOIUMBIX
JOKYMEHTOB, YKa3aHHbIX B nyHktax 1, 2, 5, 6, 10 wactu 4 m B yactu 7 crtaThu |8 HAacTOALIErO
®denepanbHOro 3aK0Ha.

2. JIOKYMEHTBI, COJAEp aIllhecsi B PETUCTPALMOHHOM JIOChE€ Ha JIEKapCTBEHHBIM mpemnapar U
MOCTYIUBIINE Ha OYMa)KHBIX HOCUTEISIX B DKCIIEPTHOE YUPEKIACHUE JIsI OCYIIECTBICHUS UX IKCIIEPTU3BI
JUIsL  OIpeneNieHuss BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM Mpenapar Uil MEIULIHUHCKOTO
NPUMEHEHHUs B KauecTBe Op(aHHOrO JIEKAPCTBEHHOI'O Mpemnapara, MojaJiexaTr BO3BpaTy B
YIIOJTHOMOYEHHBIN (erepanbHblii OpraH HCIOJHUTENBHON BJIACTH OJHOBPEMEHHO C 3aKIIOYCHHUSIMHU
COOTBETCTBYIOIUX 3KCIIEPTHU3.

FAPAHT:

Cwm. kommeHTapu K ctathe 20 HacTosmero denepanbHOro 3aK0Ha

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 21 nacmoswezo DedepanvHozo
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynatowetl 6 cuny ¢ 1 uona 2015 e.

Cm. mexkcm cmamou 8 npedvloyuell peoaKyuu
Crarba 21. Pemenne o0 BO3MOXKHOCTM pacCMAaTpuBaTh JIEKAPCTBEHHBIM INIpenapar IpH
OCYILECTBIICHHH I'OCY/IapCTBEHHON PErUCTPAIK B KauecTBE Op(aHHOTO JIEKAPCTBEHHOTO
npenapara
1. B cpok, He npeBbILIAOMINN MATH padOYUX JTHEH CO JHS MOJY4YeHHUs 3aKII0UEHUs], YKa3aHHOTO B
gactu | crateu 20 HacTtosdmero ®denepanbHOro 3aKOHA, YINOJIHOMOYEHHBIM (eaepanbHbIi OpraH
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VCIIOJIHUTEIIBHOM BIIACTU OCYLIECTBIISICT OLICHKY IIOJIYYEHHOI'O 3aKIIOYEHUS IS OIPENCIICHUS €ro
COOTBETCTBHUS 3aJaHHUIO HA IPOBEACHHUE COOTBETCTBYIOIIEH OSKCIEPTU3bl M YBEIOMIIACT 3asBUTENSA B
JNEKTPOHHON (opMe MM Ha OyMaKHOM HOCUTENE O pe3ylbTaraXx IPOBEICHHOM SKCHEPTU3bI C
HPUIOKEHUEM KOIUHU SKCIEPTHOIO 3aKIHYEHUs (C COXpaHEeHHEM KOH(GUAECHIMAIbHOCTH MH(OpMauu o
COCTaB€ IKCHEPTHON KOMHUCCUHU) U O BOZMOXXHOCTH MJIM HEBO3MOXHOCTU pacCMaTpUBaTh JIEKAPCTBEHHbIN
npenapar Uil MEIULMHCKOTO INPUMEHEHHsS IPU OCYLIECTBICHHH TIOCYAAPCTBEHHOW PpErMCTpaluu B
Ka4yecTBe OP(aHHOIO JIEKAPCTBEHHOI'O Mpemnapara.

2. Ilpn BbIHECEHMM KOMMCCHEH DKCIIEPTOB 3aKJIIOUYEHUS O BO3MOXKHOCTH paccMaTpUBATh
JIEKApCTBEHHBIM IIpernapar sl MEAMIUHCKOIO IPUMEHEHHUS IPU OCYLIECTBICHUM T'OCYJapCTBEHHOMN
perucrpanuy B KadecTBe op(haHHOro JIEKapCTBEHHOIO Mpernapara yIoJIHOMOYEHHBIN (enepanbHblil Opran
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBILAIOUINNA NATH paboyux AHEH CO JHS TMOJYYEHHUS JaHHOTO
3aKJIIOYEHUS, NPUHUMAET pEUICHWE O BbIJA4Ye 3aJaHHsd Ha [POBEIEHUE DKCIEPTU3bl KadyecTBa
JIEKApPCTBEHHOI'O0 CPEACTBA M OKCIIEPTU3bl OTHOLICHUS OXUIAEMOM MOJIb3bI K BO3MOKHOMY PHCKY
IIPUMEHEHHUs JIEKAPCTBEHHOrO Ipenapara Uil MEAMLIMHCKOIO IPUMEHEHHUS B IOPAAKE YCKOPEHHOU
IIPOLIEAYPBl 3KCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA B COOTBETCTBUM CO CTarbeld 26 HACTOSIIETO
®denepallbHOTO 3aKOHA.

3. B ciiydae npuHATHUS pelIeHNs O HEBO3MOXXHOCTU pacCMaTpUBaTh JIEKapCTBEHHBIN Ipenapar AJs
MEIUIUHCKOTO IPUMEHEHUS ITPU FOCYIapCTBEHHON PErucTpaliy B KauecTBe Op(paHHOro JIEKapCTBEHHOIO
npernapara yHoJHOMOYECHHBIN (elepanbHblii OpraH WCHOJHHUTEIBHOM BIACTH MpPEKpaIlaeT MPOUEAypy
rOCyJapCTBEHHON perucTpalyy JIeKapCTBEHHOIO Ipernapara. 3asBUTENIb BIOpaBe OOpaTUTbCA B
PErUCTPUPYIOLIUMI OpraH C 3asBJICHHEM O I'OCYAAPCTBEHHOW PErMCTPALMM YKA3aHHOTO JIEKAPCTBEHHOI'O
Ipernapara B COOTBETCTBUHU €O craThell |8 Hacrosero @enepanbHOro 3aKoHa.

TAPAHT:

CMm. xomMeHTapuu K ctaTthe 21 HacTosero denepaibHOr0 3aKOHa

Crarbs 22. Yrpatuia cuiy ¢ 1 uronsg 2015 r.

Wndopmarys 06 M3MEHEHHSAX:
Cm. mexem cmamou 22

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 23 nacmosueco DPedepaibHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamou 68 npeodvloyuell pedaxKyuu
Crarba 23. DkcnepTh3a KadecTBa JIEKapCTBEHHOI'O CPEICTBA M HKCIEPTH3a OTHOLIEHUS
0’KHMJIa€MOM TIOJIb3BI K BOBMOXXHOMY PHCKY IMPUMEHEHHsI JIEKAPCTBEHHOTO TIpenapara Jist
MEIUIUHCKOTO PUMEHEHHS

1. DkcnepTr3a KauecTBa JIGKapCTBEHHOTO CPE/ICTBA U AKCIEPTHU3a OTHOIIECHUS OKUIAEMOU TOJIb3BI
K BO3MOXXHOMY PHUCKY NPHUMEHEHHUsS JEKapCTBEHHOIO Ipenapara sl MEIUIUHCKOrO0 IMPUMEHEHHS,
COCTABJICHME KOMHCCHSIMHU OKCIEPTOB 3aKIIOUYEHUM TIO0 pe3yabTaTaM TMPOBEICHHBIX JKCIEPTU3 U
HAIpaBlIEHUE STUX 3aKIIOUYEHUN B YIMOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENBHON BIACTH
OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMIAONTNN CTa IECATH padOUYnX JHEW CO JHS MOJYUYCHUS SKCIEPTHBIM
YUPEXKIEHUEM COOTBETCTBYIOLIETO 3aJaHHsI YIOTHOMOYEHHOTO (elepatbHOT0 OpraHa WCIONIHUTEIHHON
BJIACTU ¥ HEOOXOJMMBIX JIOKYMEHTOB B JIEKTPOHHOU (popMe MK Ha OYyMaKHBIX HOCUTEIISX.

2. B TedeHue NeBSHOCTa AHEW CO JHS TOJYYCHHUS PEUICHHs YIIOJHOMOUYEHHOTO (eaepatbHOro
opraHa HMCHOJHUTEIHFHON BJIACTH O MPOBEICHUW JKCIEPTHU3, MPETYCMOTPEHHBIX YacThio | HacTosmen
CTaThHU, 3asBUTENb MPEACTABISIET B SKCIEPTHOE YUPEXKACHHUE M MPOBEJICHUS SKCHEPTU3bl KauecTBa
JIEKapCTBEHHOTO CpelcTBa 0O0Opasibl JIEKAPCTBEHHOTO TIpernapara Uis MEAWIIMHCKOTO TMPUMEHEHHS,
MPOU3BEICHHOTO B COOTBETCTBHH C TPEOOBAHUSMHU OMBITHO-TIPOMBIIUIEHHOTO U (WJIM) MPOMBIIUIEHHOTO
pPerJIaMEeHTOB, YTBEPXKICHHBIX PYKOBOJMUTENIEM IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB, a TaKXKe B
COOTBETCTBYIOIIUX CIy4asx 00pasibl (papmMarieBTH4eCKOi CyOCTaHIIUU, TeCT-IITaMMa MUKPOOPTaHU3MOB,
KYJIbTYphI KJIETOK, 00pa3ibl BEIIECTB, MPUMEHIEMBIX ISl KOHTPOJISI KauecTBa JIGKAPCTBEHHOTO CPE/ICTBA
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IyTEM CPaBHEHUS C HUMH HCCIIEAYEMOT0O JIEKAPCTBEHHOT'O CPEJICTBA, B KOJIMYECTBAX, HEOOXOAMMBIX IS
BOCIIPOM3BEICHUS METOZ0B KOHTPOJISI KAaueCTBa.

3. Tlpu momydeHun OOpa3IOB JIGKAPCTBEHHOTO IMpemapaTa U (papMaleBTUYECKONW CyOCTaHIIUU
9KCIIEPTHOE YUPEXKJCHHUE BBIJACT 3asBUTENIO0 JOKYMEHT, MOJITBEP)KIAIOLIUN IOIy4YeHHE YKa3aHHBIX
00pasIoB, U B CPOK, HE TPEBHIIAIOIINN TpeX pabounx JHEH, YBEAOMIISET B AICKTPOHHOU (opMe WM Ha
OyMa)XHOM HOcHUTEJIE 00 3TOM YIOJHOMOYEHHbIHN (hefiepanbHbIi OpraH UCIOJHUTEIBHOMN BIACTH.

4. YKa3aHHbBIE B YaCTsIX 2 M 3 HACTOSIICH CTaTbU CPOK AJIS MIPEJICTABICHHS 3asBUTEIEM 00pa3IoB
JIEKapCTBEHHOI0 mpemnapara U (apmaleBTHUYeCKOH CYOCTaHLIMM M CPOK YBEAOMJICHHS SKCIEPTHBIM
yupexIeHueM o0 23ToM Ha OyMaXHOM HOCHTEJE YIOJHOMOYEHHOro (demepanbHOro opraHa
MCIIOJTHUTENIbHOM BJIACTH HE BKIIOYAIOTCS B CPOK MPOBEACHHUS DKCIEPTHU3, MPEAYCMOTPEHHBIX 4YaCThIO |
HACTOSILICH CTaThU.

5. JIOKyMEHTbI, TOCTYHNHUBIIME B OKCIEPTHOE YUPEKICHUE M MPOBEICHHS DJKCIEepPTHU3,
IPEIYCMOTPEHHBIX YacThiO0 | HACTOAIIEH CTAaThH, MOJICKAT BO3BPATY B YIIOJTHOMOUYEHHBIN (heaepanbHbIid
OpraH HCIIOJIHUTEIbHON BJIACTH OJHOBPEMEHHO C 3aKJIIOUEHHUSMHU, MOJIYYECHHBIMH IO pe3ylibTaTaM
COOTBETCTBYIOLINX IKCIIEPTH3.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 23 HaCTOAIICTO d)eﬂepanLHoro 3aKOHa

Crarpsa  24. SKCHepTI/ISa Ka4yeCTBa JICKAPCTBCHHOI'O CPCIACTBA MW OKCIICPTH3a OTHOIICHUSA
OX(HZ[aeMOﬁ IMOJIB3BI K BO3MOKHOMY PUCKY IIPUMCHCHUA JICKAPCTBCHHOI'O IIperiapara IJId
BCTCPUHAPHOT'O IPUMCHCHHA

Undopmarust 06 n3MEHEHUX:

@Deoepanvrvim 3akonom om 13 wuwnn 2015 2. N 241-@3 6 uacmv | cmamvu 24 nacmosweco
DedepanbHo20 3aKOHA BHEeCEeHbl U3MEHEHUs.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. DkcnepTr3a KauecTBa JIEKAPCTBEHHOI'O CPEICTBA U BKCIEPTU3a OTHOLIEHHS 0KUIAEMOM IMOJIb3bI
K BO3MOJXHOMY PHUCKY IPUMEHEHUs JIEKapCTBEHHOIO IIpernapara g BETEPUHAPHOIO INPUMEHEHMH,
COCTABJICHUE KOMUCCUSMHM SKCIIEPTOB 3aKJIFOUCHUHN 10 PE3yJIbTaTaM YKAa3aHHBIX JKCIEPTU3 U HAIlpaBJICHUE
TaKUX 3aKJIOYEHUI B YIOJTHOMOUYEHHBIN (pe/iepanbHblii OpraH HCHOJHUTENBHOM BIACTH OCYIIECTBIISIOTCS
B CPOK, HE IMPEBBIIAIONINI CcTa JeCATH padoyux JHEH CO JTHS MOJIy4EHUs SKCIEPTHBIM YUpPEKICHHEM
3aJaHusl  YIOJHOMOYEHHOTO (pelepajJbHOr0 OpraHa HCIOJHUTENBHOW BIacTH C JOKYMEHTaMH,
yYKa3aHHBIMM B 4acTu 3 ctateu |7 Hacrosuero @eaepasbHOrO 3aKOHa.

2. B TtewyeHue nsaTHagUaTH pabouyuxX JHEH CO JAHSA MOJyYEHHS pPEIIeHUs YHNOJHOMOYEHHOIO
beneparbHOTO OpraHa WCIOJHUTEIBHON BJIACTH O MPOBEJACHUU YKa3aHHBIX B YacTH | HACTOSIIEH CTaThbU
SKCIEPTU3 3asABUTEIIb IIPEACTABIIAECT B DKCIIEPTHOE YUYPEKICHUE I MPOBEACHUS DKCIEPTU3bl KauecTBa
JIEKapCTBEHHOTO CpeJICTBa 00pa3lbl JIEKAPCTBEHHOI'0 IIpernapara JUlsi BETEPUHAPHOTO IMPUMEHEHMS,
IPOU3BEIEHHOTO B COOTBETCTBUU C TPEOOBAaHUSAMH TEXHOJIOTMYECKUX PErJIaMEHTOB, YTBEP)KICHHBIX
PYKOBOJUTENEM TPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB, a Takke oOpaszer ¢dapManeBTHUECKON
CyOCTaHIIMM B KOJIMYECTBAX, HEOOXOAUMBIX ISl BOCIIPOU3BEIEHUSI METOJJOB KOHTPOJISI Ka4eCTBa.

3. Ilpu nmomyueHun oOpPa3LOB JEKAPCTBEHHOTO Npenapata M ¢apMaleBTHUECKOW cyOcTaHIIUU
JKCHEPTHOE YUYPEKJICHHE BBIAACT 3asBUTENI0 JOKYMEHT, IMOATBEPKIAIOIMIMI IOJyYEHUE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIMIAIOIINN TpexX pabouux JHEH, yBeJOMISIET B MUCBbMEHHON Gopme 00 3TOM
YIIOJTHOMOYEHHBIHN (eiepalibHbII OpraH UCIIOTHUTEIBHOM BIIACTH.

4. Cpok s TpeACTaBlIEHUS 3asBUTENEM O0paslloB  JICKApCTBEHHOIO Ipernapara M|
(dapmalieBTUYECKOM CyOCTaHIIUU U CPOK YBEJIOMIIEHHUS SKCIIEPTHBIM YUPEXKACHHEM 00 TOM B MUCbMEHHOU
¢dopMe yIOJTHOMOUEHHOTO (elepaIbHOr0 OpraHa HCIOJHUTENbHON BIIACTH, YKa3aHHBIE B 4HacTix 2 U 3
HACTOSIIIEN CTaThW, HE BKJIOYAIOTCS B CPOK MPOBEIEHHs YKa3aHHBIX B 4YacTW | HACTOSAMIEH CTaTbH
JKCIEPTHU3.

5. JIOKyMEHTBI, ITOCTYIHUBIINE B SKCIIEPTHOE YUPEKIACHUE I NMPOBEACHUS YKA3aHHBIX B yacTu |
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HACTOSIILIEH CTaThu OJKCIEPTH3, MOAJEKAT BO3BpPAaTy B YIOJHOMOUYEHHBIH (enepaabHbIi  OpraH
VICIIOJIHUTEJIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIIOUEHUSAMU 110 PE3YyIbTaTaM YKa3aHHBIX JKCIIEPTH3.
TAPAHT:

CM. koMMeHTapuu K cTaThe 24 HacTosero denepalbHOr0 3aKOHA

Wndopmarius 06 M3MEHEHUSX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 naumenosanue cmamvu 25 nHacmosiuje2o
DedepanvbHoe0 3aKOHA UBNONCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm HAUMEHOBAHUSA 8 NPeObIOYyWel pedaKyuu
CraTtbs 25. [IoBTOpHOE MPOBEACHHUE YKCIIEPTHU3HI JICKAPCTBEHHBIX CPEICTB

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 1 cmamou 25 nacmosweco
DedepanbHoco 3aKOHA 8HeCceHbl UsMeHenusl, ecmynatouue 6 cuny ¢ 1 uons 2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. B ciuydasx HeAOCTATOYHOW OOOCHOBAHHOCTH WJIM HEIOJHOTHI 3aKIIOYCHUS KOMHCCUU
JKCIEPTOB, HAIWYMSA B HEM IPOTUBOPEYMBBIX JAaHHBIX, (anbcU(DUKAUU BBIBOJOB AIKCIEPTH3BI
JICKApCTBEHHOTO CPEACTBA, COKPBHITHS OT YIMOJHOMOYEHHOTO (heepasbHOro opraHa HCIIOJHUTETBHOU
BJIACTH OCHOBAaHWH JUIS OTBOJA OJKCIEPTa BCJICICTBHE €r0 3aWHTEPECOBAHHOCTH B pe3ysbTaTax
COOTBETCTBYIOIIEH SKCIIEPTU3bI, HATMYHSI JAHHBIX O MPSMOM JIMOO KOCBEHHOM BMEIIATEIILCTBE B MPOIIECC
COOTBETCTBYIOIIEH 3KCIEPTHU3bI JIMI, HE YYaCTBYIOIIUX B €€ IPOBEICHHH, HO OKa3aBIIUX BIUSIHHE Ha
MPOIECC M PE3YNIbTAThl €€ IMPOBEICHUS, YIIOJTHOMOYCHHBIM (eIepaIbHBIM OPTaHOM HCIIOTHUTEILHOM
BJIACTH HAa3HAYACTCS TIOBTOPHASI AKCIIEPTU3a JIEKAPCTBEHHOTO CPEACTBA U (WJIM) 3TUYECKask IKCIIEPTH3a.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oekabpsa 2014 2. N 429-@3 6 uacmv 2 cmamovu 25 nacmoswe2o
DedepanbHo2o 3aKoHA 8HeceHbl UsMeHeHus, scmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm yacmu 6 npeowvloyueti pedaKyuu
2. [loBTOpHAas SKCIEpPTU3a JEKAPCTBEHHOTO CPEICTBA MPOBOIUTCS C yYETOM PE3yJIbTaTOB paHee
MPOBEJICHHOW O3KCIEPTU3bl B CPOK, YCTAHOBJICHHBIH YIIOJTHOMOUYEHHBIM (eJepaTbHBIM OpPraHOM
UCTIOTHUTENIbHOM BIIACTH U HE MPEBBIMAIONUN TPUANATH pabounX THEH cO JHS MOTYYSHHS SKCIEPTHBIM
YUpEXKICHUEM 3aIaHHsI Ha TTPOBEICHUE MIOBTOPHOM IKCIIEPTH3BI JICKAPCTBEHHOTO CPEICTRA.

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHuim 3akoHom om 22 Oexabpa 2014 e. N 429-@3 6 uwacme 3 cmamvu 25 Hacmosuje2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHenus, ecmynaiowue ¢ cuny ¢ 1 urons 2015 .

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
3. ®unaHcoBoe oOeclieyeHHe BBITIONHEHUS 3aJaHHUs Ha TPOBEACHHE MOBTOPHON HKCIEPTU3HI
JIEKapCTBEHHOTO CPEJICTBA HE OCYIIECTBISETCS.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaTbC 25 HaCTOAIICTO d)euepanbﬁoro 3aKOHa

Cratba 26. YCKOpeHHaH nponeaypa 3KCIepTrU3bl JICKAPCTBCHHBIX CPCACTB

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 13 wuwnn 2015 2. N 241-d3 6 uacms 1 cmamvu 26 nacmoswe2o
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm yacmu 6 npeodvioywell pedaxyuu
1. YckopeHHas mpoleaypa 3KCHEpTU3bl JIEKAPCTBEHHBIX CPEJICTB B LEISIX TOCYAapCTBEHHOU
perucTpany JEeKapCTBEHHbIX IpenapaToB MPUMEHsSETCSs B OTHOUIEHWHM Op(aHHBIX JIEKapCTBEHHBIX
IIPENapaToB, MEPBBIX TPEX JIEKAPCTBEHHBIX IPENapaToB, perucrpupyeMeix B Poccuiickoit @enepanuu B
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KauCCTBC BOCIPOU3BCACHHBIX JICKAPCTBCHHLIX MPCHIaparoB, OUYCPCAHOCTbL KOTOPLIX OHNPCACIACTCA B
COOTBETCTBHUM C HOMEpPOM H HaTOﬁ BXOOAIIHUX 3asgBIICHUM O l"OCY,I[ElpCTBGHHOfI perucTpanun
JICKAPCTBCHHLIX IMPCIAapaTOB B paMKaxX OAHOTO MCKAYHAPOAHOI'O HCIATCHTOBAHHOI'O HAWMMCHOBAHHA
JICKApCTBCHHOT'O IIpfliapara HWJIK TIPYHNIIMPOBOYHOIO HAWMMCHOBAHHA JICKAPCTBCHHOI'O IIp€riapara, Hu
JICKAPCTBCHHBIX npemnaparos, npeaHa3Ha4YCHHBIX HNCKIOYUTCIBbHO JUIA MMPUMCHCHU
HECOBCPHICHHOJCTHUMU I'paXKJaHaMU.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-@3 yacmes 2 cmamvu 26 nacmosuje2o
DedepanbHo20 3aKOHA U3N0ACEHA 8 HOBOU pedakyuu, ecmynaroujeil 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. YckopeHHas IMpoleaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B LESIX T[OCYAapCTBEHHOU
pEerucTpaIiy JeKapCTBEHHBIX MpenapaToB HE MPUMEHSETCS] B OTHOIICHUH:

1) 6uoanaioroBsIx (OMOMOMOOHBIX ) JIEKAPCTBEHHBIX MpenapaToB (0MOaHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX TpEnapaToB (3a HUCKIIOYEHHEM Op(haHHBIX JIEKapPCTBEHHBIX
MpenaparoB);

3) BOCHpOW3BENEHHBIX JIEKAPCTBEHHBIX TNpenapaToB (3a HCKIIOYEHHEM IMEPBBIX  Tpex
peructpupyembix B Poccuiickoit denepannu B kKadecTBe BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MIPEMapaToB
U JICKQpCTBEHHBIX  MpENapaTtoB,  MPEeJHA3HAUYCHHBIX  HMCKIIOYHTENBHO  JUII  NPUMEHEHUS
HECOBEPIIICHHOJIETHUMHU T'Pa)JIaHaMu );

4) HOBBIX KOMOMHALIMI 3apETUCTPUPOBAHHBIX PAHEE JIEKAPCTBEHHBIX MPENapaToB;

5) JexapCTBEHHBIX MpENnaparoB, 3apETUCTPUPOBAHHBIX pPaHEe, HO MPOM3BEICHHBIX B IPYTHX
JIEKapCTBEHHBIX (POpPMax B COOTBETCTBUU C INEpeyHEM HAWUMEHOBAHWH JIEKAPCTBEHHBIX (DOPM WM B HOBOM
JIO3UPOBKE.

Undopmarist 06 n3MEHEHUX:

Deodepanvrvim 3axonom om 22 Oekabps 2014 . N 429-@3 uyacme 3 cmamvu 26 Hacmosuezo
DedepanvbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3. YckopeHHass TpoIeaypa dSKCIEPTU3BI JICKAPCTBEHHBIX CPEACTB TPOBOJUTCS [0 PEIICHUIO
COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOTO (eiepallbHOrO OpraHa MCHOJHUTEIHHOW BJIACTH HA OCHOBAHHH
3asIBJICHUS 3asBHUTENS B CPOK, HE MPEBBINIAOIINNA BOCBMHICCATH padoumnx gHEl. [Ipu 3ToM sKkcrepTH3a
JIOKYMEHTOB, COJEpP>KaIINXCAd B PETUCTPALIMOHHOM JOChE€ Ha JIEKAPCTBEHHBINM Mpenapar, MPOBOAHUTCS B
CPOK, HE MPEBBIMAIONINI JecaTH pabodmx JTHEH, IKCIEepTH3a KadecTBa JIEKAPCTBEHHOTO CPEJICTBA H
9KCIIEPTH3a OTHOIIEHUS OXXUAAEMON TOJb3bl K BO3MOXXHOMY PHUCKY MPHUMEHEHHUS JEKapCTBEHHOTO
mperapara MpoBOJATCS B CPOK, HE MPEBBIMIAIOIIMN MMECTHICCATH padodnX THEH.

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 26 nacmosweco PedepaibHoco
3aKoHa oonoanena wacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.

3.1. B ortHomeHnn Op¢aHHBIX JIEKAPCTBECHHBIX MPENapaToB MOTYT OBITh IPEICTABICHBI
pe3ynbTaThl JAOKIMHUYECKHX HCCIEIOBAHUN JICKAPCTBEHHBIX CPEICTB M KIMHUYECKHX HCCIEIOBaHUN
JICKApPCTBEHHBIX MPEMapaToB JUIs MEIUIIMHCKOTO MPUMEHEHHS, BBITIOJHCHHBIX 3a mpejenaMu Poccuiickoit
Odenepaniii B COOTBETCTBUU C TIpaBUIaMHU HaAJexamed 1abopaTopHOW MPaKTUKU W TIPaBUIAMU
HaJJIekKaEH KIMHUYECKOW MPAKTUKHY.

4. VYckopeHHas TpoIenypa SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB MPOBOIAUTCS B TOPSIKE,
YCTAHOBIIEHHOM cTaThsamu 17 - 20, 23 u 24 nacrosmero denepaabHOro 3aKOHA, U HE 03HAYAET CHYXKEHUS
TpeboBaHUil K 6€30MaCHOCTH, Ka4ecTBY U dPPEKTUBHOCTH JIEKAPCTBEHHBIX MTPETapaToB.

TAPAHT:

CM. KOMMEHTapuu K cTaThe 26 HacTosmero denepajbHOro 3aKOHa
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Cratbs 27. Pemienue o rocyjapcTBEHHOM perucTpaiiu JIEKapCcTBEHHOTO IIpenapara

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 1 cmamou 27 Hacmosuweco
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeli peoakyuu

1. B cpok, He MpeBbIIAONINN AECATH padoyuX JHEW CO JHS MOJYyYEHUs 3aKIIOYCHUN KOMUCCHUU
3KCHEPTOB MO pe3yjbTaTaM 3KCIEPTU3bl KaueCTBA JIEKAPCTBEHHOI'O CPEACTBA M HKCIIEPTU3bl OTHOIICHUS
0’KUJAEMOM TOJIb3bl K BO3MOKHOMY PHUCKY ITPUMEHEHUS JICKAPCTBEHHOTO Ipenapara, COOTBETCTBYIOIIUN
YIIOJTHOMOYEHHBIH (peiepalibHbIil OpraH UCIOIHUTEIbHOM BIACTH:

1) pasmemaer Ha cBoeM odunramsHOM caiite B cetd "MHTepHeT" COOTBETCTBYIOIINE 3aKITIOUCHUS
KOMHUCCHHM D3KCIEPTOB M OCYIIECTBISIET MX OLEHKY JUISl ONpPENEJCHUs COOTBETCTBUS 3aJaHUI0 Ha
MIPOBEJICHHUE 3TUX IKCIIEPTHU3;

2) nmpuHUMAET pEeUIeHHEe O TOCYJapCTBEHHOI PEerucTpaluy JIEKApCTBEHHOIO IMpemnapara Ui o0
OTKAa3€ B rOCYIapCTBEHHOW PETUCTPALINU JIEKAPCTBEHHOTO MpEnapara;

3) BHOCHUT MpH MPUHSATUH PEIICHUS O TOCYJapPCTBEHHON perucTpalyy JeKapCTBEHHOTO Mpernapara
JTaHHBIE O 3apPETHCTPUPOBAHHOM JIEKAPCTBEHHOM Ipenapare, B TOM 4HCIe O (apMameBTHUSCKON
CcyOCTaHIIMM, BXOAAIIEH B COCTaB JIGKQpCTBEHHOIO IIperapara, B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB M BBIJAET 3ASBUTEIII0 PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOTO
npemnapara, ¢popMa KOTOPOro YTBEPXKIAETCS YIOJIHOMOYEHHBIM (peiepalibHbIM OpraHOM UCTIOTHUTEIBHOM
BJIACTH, COIJIACOBAHHBIE HOPMATHBHYIO JIOKYMEHTALMI, HOPMATHUBHBIM JOKYMEHT, WHCTPYKLHIO 10
NPUMEHEHUIO JICKAPCTBEHHOTO Ipenapara M  MakeTbl [EPBUYHOM YHNAKOBKM W BTOPUYHOU
(TOTpeOUTENbCKOM) YITIAKOBKU C yKa3aHUEM Ha HUX HOMEpa PErHCTPAIOHHOTO YJIOCTOBEPCHHUS
JIEKapCTBEHHOIO MpernapaTa U JaThl €ro TOCYIapCTBEHHOW PErUCTPALMK WIH B CIIy4ae MPUHATUS pELICHUS
00 OTKa3e B rOCYJapCTBEHHON pPETHUCTpallMy JIEKApCTBEHHOTO Ipenapara YBEIOMISET B MUCbMEHHOU
dopme 3asBUTENsT 00 ATOM C yKa3aHMEM NPUYUH TaKOro OTKa3a. 3a BbLIAYy PETrUCTPALMOHHOTO
YAOCTOBEPEHHUSI JICKAPCTBEHHOTO Ipernapara B3MMAETCS TOCYJApPCTBEHHAs] MOIUIMHA B COOTBETCTBHH C
3akoHoarenscTBoM Poccuiickoit deaeparnu o Hanorax u coopax.

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

CMm. npedbloywyro pedakyuio
2. OcHOBaHHEM [UIsl OTKa3a B TOCYJAapCTBEHHOW pErucTpaliyl JEeKapCTBEHHOTO Mpemapara it
MEIMIIMHCKOTO TPUMEHECHHUS SIBIIIETCS 3aKIIFOUYSHIE COOTBETCTBYIOMIETO YITOJIHOMOYEHHOTO (heepaabHOro
OpraHa HCIIOJIHUTEIBHOM BJIACTH O TOM, 4YTO KadecTBO W (wiu) 3PQPEKTUBHOCTH PErHCTPUPYEMOTO
JICKapCTBEHHOTO Iperapara ik MEIUIINHCKOTO TPUMEHEHHS HE TIOITBEPIKIACHBI MTOJTYICHHBIMU JTaHHBIMU
WIM 4TO PHUCK MPUUYMHEHUS BpeAa 30POBBIO UEIOBEKa BCIEJACTBHE MpHEMa JIEKAPCTBEHHOTO Mperapara
JUTSE METUITUHCKOTO TIPUMEHEHHUSI TPEBBINIAET 3P PEKTUBHOCTD €ro MPUMEHEHUS.

Wndhopmarist 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 o. N 429-@3 yacme 3 cmamou 27 Hacmosue2o
DedepanbHo20 3aKOHA U3NOACEHA 8 HOBOU pedarkyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovloywett pedaKyuu
3. TloBTropHOE TmpencTaBiIeHHE B COOTBETCTBYIOLIUI YIIOJTHOMOYEHHBIN (denepanbHblii Oprax
UCIIOJIHUTENIBHOW BJIACTU JIEKAPCTBEHHOT'O Ipernapara, B OTHOLIEHHMM KOTOPOTO MOJY4YeH OTKa3 B
TOCYJApCTBEHHON PErHCTPAallMU M KOTOPBIA BITOCIEJACTBUU TIOJBEPICSI H3MEHEHUIO B YaCTH €r0 COCTaBa,
paccMaTpuBaeTCs Kak MpPeJICTaBICHHE HOBOTO JIEKAPCTBEHHOI'O Ipernapara Ha €ro rocyJapCTBEHHYIO
PETUCTPAINIO HE3aBHCUMO OT COXPAaHEHHS €ro IEPBUYHOTO HAUMEHOBAHHS.

Wndopmarys 06 M3MEHEHHSAX:

Cmamws 27 oononnena wacmoto 4 ¢ 15 uwona 2018 e. - @edepanvuviii 3akon om 4 urona 2018 e. N
140-D3
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4. Ilpn nmpenocTaBlIeHUH 3asBUTEIEM B COCTaBE PErMCTPALMOHHOIO JOChE HA JIEKApCTBEHHBIN
npernapar Jjisi BETCPHHAPHOIO MPUMCHEHHS KOIMMH PEIICHUsS YIIOJHOMOYEHHOTO (efepalbHOI0 OpraHa
HCHOHHHTCHLHOﬁ BJIaCTHU O HpOBeZ[eHI/II/I I/IHCHGKTI/IpOBaHI/IH HpOI/I3BOI[I/IT€JI$I HeKapCTBeHHBIX CpeI[CTB CpOK
INPHHITHS PEIICHUS O TOCYJapCTBEHHOM pErucTpaiyy JIKapCTBEHHOTO IMperapara Jis BETePUHAPHOTO
HpI/IMeHCHI/HI HpI/IOCTaHaBHI/IBaeTCH CO OHA HOHy‘-ICHI/DI 3aKJIIO‘ICHI/II71, yKa3aHHBIX B 4aCTHu 1 HaCTOSIH_[eﬁ
CTaThH, JIO JTHS IPHUHSATHS YIIOJTHOMOUYCHHBIM (peiepaibHbIM OPraHOM MCIIOJIHUTEILHOU BJIACTH PEIICHUS O
BbIIaye WM 00 OTKa3e B BBIJAUe 3aKIIFOUEHUS O COOTBETCTBHU MPOU3BOJUTEINS JIEKAPCTBCHHBIX CPEICTB
TpeOOBAHUAM IPABUJI HAJUICKAIICH TIPOU3BOJICTBCHHON MPAKTUKK, HO HE 0oJiee YeM Ha CTO BOCEMBJICCAT
pabouux gHEi.

Wndopmarus 06 H3MEHEHHSX:

Cmamuvs 27 Oononmnena yacmoto 5 ¢ 15 uwona 2018 e. - @eodepanvhuiii 3axon om 4 uousn 2018 2. N
140-D3
5. OcHOBaHuEM Ui OTKa3a B TOCYJapCTBEHHON PETHMCTPALMM JIEKAPCTBEHHOrO IIpernapara AJis
BETEPUHAPHOTO TPUMEHEHHS SBISIETCS 3aKII0YEHHE YIOJIHOMOYEHHOTO (¢efepanibHOro opraHa
UCTIOJTHUTEIIGHOM BJIAaCTH O TOM, 4YTO KadectBO H (Wiau) JPQPEKTUBHOCTH PETUCTPUPYEMOTO
JICKapCTBEHHOT'O Mperapara Jijisl BETepUHAPHOTO IPUMEHEHHSI HE TTOATBEPIK/ICHBI MOTYYeHHBIMU JaHHBIMU
WJIM YTO PUCK MPUYMHEHHUS BpeJa 370POBBIO KUBOTHOTO BCIIEJCTBUE IIpHEMa JIEKAPCTBEHHOIO IIpernapara
JUISL BETEPUHAPHOTO MTPUMEHEHHUS MPEBBIAeT 3P PEKTUBHOCTh €r0 MPUMEHEHUS, 0TKa3 YIIOJIHOMOUYEHHOTO
denepanbHOrO OpraHa UCTIOTHUTEILHON BJIACTH B BBIJAYC 3aKIIOYCHHUS O COOTBETCTBHU MPOHM3BOIUTEIS
JICKaPCTBEHHBIX CPEICTB TPEOOBAHMIM ITPABIII HAJJICKAIICH MPON3BOACTBEHHON MPAKTUKU JUIS KaXIOH
MPOU3BOJICTBEHHON TUIOMIAJKA PETUCTPUPYEMOTO JIEKapCTBEHHOIO TMpernapaTta JJisi BETEPUHAPHOTO
NPUMEHEHHUS B CIIy4ae, €ClId MPOU3BOJICTBO JIEKAPCTBEHHOTO MpenapaTa JJisi BETEpUHAPHOTO TPUMEHEHUS
OCYILECTBIsIETCS 32 npenenamu Poccuiickon denepannu, MM OTCYTCTBUE TAKOTO 3AKIIOUYCHUS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 27 HaCTOAIICTO d)eﬂepanLHoro 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 dexaops 2014 o. N 429-D3 nacmoswuit Pedepanvubiii 3aKOH OONOIHEH
cmamovet 27.1, scmynaroweu 6 cuny c 1 uroaa 2015 e.
Crarba 27.1. Ilopsinok ompeneneHHs B3aWMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IpErnapaToB s
MEIUIUHCKOTO IPUMEHEHHUS

1. B3anmmo3aMeHSEMOCTh JIGKAPCTBEHHBIX IMPENApaToB IS MEAWIHUHCKOTO TPUMEHEHUS
orpenensercss B ropsjke, ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit ®denepaunu, Ha OCHOBaHUU
CIIEYIOIINX MapaMeTpPOB:

1) oSKBUBaJIEHTHOCTh (471 OMOAHANOrOBBIX (OMONMOJOOHBIX) JIEKAPCTBEHHBIX IpENapaToB
(6M0aHaJIOTOB) - COMOCTABUMOCTb ) KAYECTBEHHBIX U KOJIMYECTBEHHBIX XapaKTEPUCTHK (PapMareBTUIeCKUX
cyOcTaHIMil (MCIONB30BAaHUE PA3IUYHBIX COJIeH, 3(HUPOB, KOMIUIEKCOB, M30MEPOB, KPUCTAUIMYECKUX
GopM H IpYTUX MPOU3BOIHBIX OJHOTO W TOTO XK€ JEHCTBYIOIIETO BEMIECTBA HE SIBIISIETCS MPEMSTCTBHEM
JUIS  B3aMMO3aMEHSEMOCTH JIEKApCTBEHHBIX IpErnapaTroB, €CIM TNpU TPOBEJCHUU HCCIETOBAHUSA
OMOSKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Ipenapara WM B Cllydae HEBO3MOXHOCTU IPOBEJEHUSI 3TOTO
UCCIICIOBaHUS TNPU TPOBEIEHUH HCCIEAOBAHHUS TEPaNeBTHUECKOW HSKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
mpenaparta JI0Ka3aHO OTCYTCTBHE KIMHUYECKM 3HAUMMbBIX pa3nyvii (apMaKOKMHETUKH U (WUJIHN)
6e30macHOCTH U 3(pPEeKTUBHOCTHU JIEKAPCTBEHHOTO MpernapaTa it MEAULIMHCKOTO TPUMEHEHHUS );

2) 5KBUBAJIEHTHOCTH JIEKapCTBEHHON (HOpMBI (II0JI SKBUBAJEHTHBIMHU JIEKAPCTBEHHBIMH (hOpMaMu
MOHUMAIOTCSI pa3Hble JIEKapCTBEHHbIE (OPMBI, MMEIOIIME OJIMHAKOBBIE CIIOCOO BBEAEHHMS U CIOCO0
NpUMEHEHHs, OO0JIAfafolie  COTMOCTaBUMBIMH  (DapMaKOKMHETHUSCKUMH  XapaKTEPUCTHKAMHA U
(apMaKoIOrHYeCKUM JCHCTBHEM U O00ECIIEUMBAIOIINE TAKXKE JTOCTUKEHHE HEOOXOIUMOTr0 KIMHUYECKOTO
addekra. Paznmuuns jgexkapcTBEHHBIX (OPM HE SBISIOTCS TPETSITCTBUEM UISI UX B3aUMO3aMEHSEMOCTH,
€CIIM TPU TPOBEIEHUH HCCIEI0BAaHUS OMO3KBUBAJICHTHOCTH JIEKAPCTBEHHOT'O Ipernapara WM B Cilydae
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HEBO3MOXXHOCTH TPOBEAEHUS 3TOT0 HCCIEAOBAHMS IPH IMPOBEACHUM HCCIECIOBAHUS TEPaNeBTHUYECKOU
SKBUBAJICHTHOCTU JIEKAPCTBEHHOI'O MperapaTa JI0Ka3aHO OTCYTCTBHE KIMHMYECKH 3HAYUMBIX DPa3IUYUil
dapmakokuHeTukn W (WiaM) Oe3omacHOCTH H  3((EKTUBHOCTH JIEKAPCTBEHHOIO Iperapara s
MEAMIIMHCKOTO IPUMEHEHHUS);

3) SKBHUBAJECHTHOCTh WJIHM COMOCTAaBUMOCTH COCTaBa BCIOMOTATENbHBIX BEIIECTB JICKAPCTBEHHOTO
mpernapara s MEAMIIMHCKOTO TMpUMEHEHHs (pa3iuuus CcOoCTaBa BCIOMOIAaTEJIbHBIX BEIIECTB
JICKapCTBEHHOTO TNpenaparta Ajs MEIUIUHCKOTO IMPHUMEHEHHUS He SBISIOTCSA MPENATCTBHEM UL X
B3aMMO3aMEHSEMOCTH, €CJIM TpU NPOBEACHUM HCCIIEOBAaHUS OMOSKBHUBAIEHTHOCTU JIEKAPCTBEHHOTO
npenapara Ui MEAMLIMHCKOTO MPUMEHEHHs WIM B CIIydae HEBO3MOXKHOCTH IIPOBEICHHUS ATOTO
UCCJICIOBAHMS TPU TPOBEACHUU HCCIEIOBAaHUS TEPareBTUUYECKONH AKBHUBAJIECHTHOCTH JIEKAPCTBEHHOTO
npenapara JUisi MEIUIIMHCKOTO NPUMEHEHUS JI0Ka3aHO OTCYTCTBHE KJIMHUYECKH 3HAYMMBIX pPa3IHuuit
dbapmakokuHeTHkn © (wim) Oe3omacHOocTH M A((PEKTUBHOCTH JIGKAPCTBEHHOTO IIpenapara s
MEIUIUHCKOrO NpuMeHeHus. Ilpu 3ToM pasznuuusi cocraBa BCIIOMOTATENbHBIX BELIECTB HE JIOJDKHBI
MPUBOJUTH K PUCKY BOSHUKHOBEHHSI CEPhE3HBIX HEXKENATENbHBIX PEaKIUi y OTAEIbHBIX TPYIII MMallMEHTOB
WY TIOBBIIICHHSI YAaCTOTHI NX BOSHUKHOBECHHS);

4) UOEHTUYHOCTD CIIOcO0a BBEACHUS U IPUMEHEHNUS;

5) OTCyTCTBHE KIMHHYECKH 3HAYUMBIX  pa3IWYMid T[pPH  TNPOBEACHUU  HCCIEIOBAHUS
OMOSKBUBAJICHTHOCTU JIEKAPCTBEHHOI'O Mpenapara Wi B Cllydae HEBO3MOXHOCTH IPOBEIEHUSI STOTO
UCCIICIOBAaHUST  OTCYTCTBHE KJIMHHUYECKM 3HAYMMBIX pa3IMuuil TOKas3areneld Oe30MmacHOCTH U
3¢ (peKTUBHOCTH JIEKQpCTBEHHOTO TMpenapara MpH M[POBEIECHUU HCCIEAOBAaHHUS TepaneBTUUYECKON
OKBUBAJICHTHOCTH. JlaHHBIN TapaMeTp HE MPUMEHSETCS B OTHOIICHHH BOCTIPOM3BEICHHBIX JIEKAPCTBEHHBIX
npenapaToB, yka3aHHbIX B uactu 10 crateu 18 HacTosmero ®exepanbHOro 3akoHa. B oTHomieHuun
O0noaHanoroBeIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IpernaparoB (OMOAHAIOTOB) JaHHBIE 00 OTCYTCTBHHU
KIIMHUYECKH 3HAYUMBIX pa3Iuuuii 6e30macHOCTH, YP(PEKTUBHOCTH U MMMYHOTEHHOCTHU JIEKAPCTBEHHOTO
npenapara Mo pe3yjabTaTaM IMPOBEACHUS KIMHUYECKUX HCCICIOBAHUN MPEIOCTABIAIOTCS B TOPSJIKE,
YCTaHOBJICHHOM HACTOSAIIEH YacThIO;

6) COOTBETCTBHE MPOM3BOJUTENSI JIEKAPCTBEHHOTO CpPEACTBA TPEOOBAHHSAM  HaJJIeXkKaIleH
IPOM3BOJICTBEHHOMN NMPAKTHKH.

2. CpaBHEeHHE TApaMETPOB PETUCTPUPYEMBIX JIEKAPCTBEHHBIX IPEMapaToB IS MEIUITUHCKOTO
INPUMEHEHHs OCYIIECTBIISIETCS KOMHCCHEH HKCHEPTOB 3KCIEPTHOTO YUPEXKJEHHs TNpU MPOBEACHUU
9KCHEPTU3bI TAKHUX JICKAPCTBEHHBIX MPETAapaToB B MPOIECCE UX TOCYAAPCTBEHHON perucTpanni. BeBoabI
9KCHEPTOB O B3aMMO3aMEHSEMOCTH WJIH HEB3aUMO3aMEHSEMOCTH JIEKapCTBEHHBIX IpenapaToB Jis
MEIUIIUHCKOTO TPHMEHEHHsI, CIeNlaHHbIE B pE3yJlbTaTe JTOTO CpaBHEHHs, OQOPMIIIOTCS B BHIE
NPUIOKEHUST K 3aKIIOUYEHHUIO SKCIEPTOB MO (GopMme, YTBEP’KACHHOW YIOJIHOMOYEHHBIM (enepaabHbIM
OpPTraHOM HCTIOJTHUTEIILHOW BIACTH.

3. IlonmoxeHHs HaCTOALIEH CTaTbU HE pPACIpPOCTPAHSIOTCS HAa peQepeHTHbIE JIEeKapCTBEHHbIE
npernapaThl, JIEKAPCTBEHHBIE PACTUTEIIHHBIE TPENapaThl, TOMEONaTHIECKUE JIEKAPCTBEHHBIE TIpenapaTsl U
JeKapCTBEHHbIE MpenapaThl, KOTOpbIE pa3pelleHbl I MEIUIMHCKOro mnpuMeHeHus B Poccuiickoif
Oeneparun Oosiee ABaIIATH JIET W B OTHOLICHWH KOTOPHIX HEBO3MOYKHO MPOBEACHUE UCCIEIOBAHHUS HX
OMOPKBUBAJIEHTHOCTH.

TAPAHT:

Cwm. kommeHTapui K ctaTthe 27.1 Hactosmero @eaepanbHOro 3aKkoHa

Crarbd 28. PeructpaiinioHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Mpenapara

1. PerucrpannoHHoOe y[0CTOBEpEHNE JIEKAPCTBEHHOIO IMpenapara ¢ YKa3aHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BbIIAETCS OECCPOUYHO, 3a HCKIOYEHHEM PEruCTPAllMOHHOTO YJOCTOBEPEHMUS
JIEKapCTBEHHOTI'0 IIpEnapara, BbIIaBAEMOI0 CO CPOKOM JIEHCTBUS IIATH JIET, HA BIIEPBBIE PETUCTPUPYEMBIE B
Poccniickoit denepanum neKapCcTBEHHBIE PETIAPATHI.

2. Tlo ucTeyeHMM YKa3aHHOTO B uacTW | HAcTOSAIIEH cTaThM CpOKa BbLIAaETCs OeccpouHoe
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PErUCTPALIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO TMpernapaTta IpH YCIOBHUH MOJATBEPKACHHUS €ro
roCy/1apCTBEHHON PETUCTPALIUU.

Wndopmarius 06 M3MEHEHHSX:

Dedepanvrvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 28 nacmosweco DedepanvHozo
3aK0oHa donoanena yacmoio 3, ecmynatoweit 6 cuny ¢ 1 urons 2015 2.

3. B ciiyyae BHeceHus B cOOTBETCTBUM co crarthsiMu 30 u 31 Hactosero denepanbHOro 3aKoHa
U3MEHEHUN B COJEpXKalllMeCs B PErMCTPALIMOHHOM JIOChE Ha 3apETHCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npenapar JOKYMEHTHI, 3aTParuBalOIIMX CBEACHHS, OTPAaKEHHbIE B PErUCTPALMOHHOM YJOCTOBEPEHUU
JICKapCTBEHHOTO Tpernapara, YIOJTHOMOYEHHBIN (enepanbHblii OpraH WCIOTHUTEIHHOW BIACTH BBIJACT
HOBOE PETUCTPALMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOT'O IIpenapara, COAEpPKallee BHECEHHBbIE B HETO
W3MEHEHHUSI.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 28 nacmosuweco PedepaibHoco
3aKoHa 0ononnena wacmoio 4, scmynatoweii 6 cuny ¢ 1 uons 2015 e.

4. B ciywae yTpaThl WU TOBPEKICHUS PETHCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpernapata 1O 3asBJICHHIO B IMHCBMEHHOH ¢dopMe JIepkaTels WM BIAAENbla PErucTPalMOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO TIpernapara Wik yIOoJIHOMOYEHHOTO UMHU APYTrOro IOPUIAYECKOrO JIUIA O
Bbllaye yOJIMKaTa pPEerucTPAllMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO Mperapara yIOoJTHOMOYEHHBIH
(denepanbHBIN OpraH MCIOJHUTEIBHON BIACTH B CPOK, HE MPEBBIMIAIONINN AECATH pabodnX THEH co THS
MOCTYIJICHUSI 3asiBICHUSA, BbIAAEeT JyONHMKAT pPErUCTPAMOHHOTO YIOCTOBEPEHHs JIEKAPCTBEHHOTO
npernaparta. 3a BbIJA4y JAyOJIMKaTa PETHCTPAIMOHHOTO YIAOCTOBEPEHHUS JICKAPCTBEHHOTO IIperapara
B3MMAETCs TOCYJapCTBEHHAs MOILUIMHA B COOTBETCTBHHU C 3aKOHO1aTesbeTBOM Poccuiickoit @eneparnuu o
Hajorax u coopax.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 28 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Undhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 29 nacmosuwezo PedepaibHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowel 6 cuny ¢ 1 aueaps 2017 e.

Cm. mexkcm cmamou 68 npedvloyuell pedaxKyuu

Cratbsa 29. [loaTBepxaeHe rocy1apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO TIpernapara

1. ITonTBepxkaeHNE TOCYAaApCTBEHHOW PETUCTPAaLMU JIEKAPCTBEHHOIO IperapaTa OCYyIECTBIAETCA
Opy Bblaye OECCPOYHOIO PETUCTPALMOHHOIO YIOCTOBEPEHMs JIEKapCTBEHHOIO IIpernapara B Ciydae,
YKa3aHHOM B dacTu 2 crtatbu 28 Hacrosmero denepasbHOro 3aKOHa, B CPOK, HE IPEBBINIAIOLIUN
HIECTUIECATH PadOYMX JHEH CO JHS MOJYYEHHs COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM (heliepaibHbIM
OpraHOM HCIIOJIHUTEJIBHOM BJIACTU 3asBJICHUSA O IOATBEPKICHUH TOCYJIapCTBEHHOM pPEruCTpaliu
JIEKapCTBEHHOI0 Ipemnaparta. He oOCyIecTBIseTCs NMOATBEP)KAECHUE TOCYAAPCTBEHHOW PErucTpanuu B
OTHOIIIEHUH JIEKAPCTBEHHOTO TMperapaTa, He HaxoauBiierocs B oOpamieHun B Poccuiickoit denepannu B
TEYeHUEe Tpex U Oojee JIeT, a TakkKe B OTHOIICHWH JIEKApCTBEHHOTO CPEJCTBA, NMPOU3BEIECHHOIO C
HapyIlIeHneM TpeOoBaHUsl, YCTAaHOBJIEHHOTO yacThio 3.7 ctateu 71 HacTosimero deaepanbHOro 3aKOHa.

2. 3asBJIEHHE O MOATBEPXKIECHUU TOCYJApCTBEHHOM pErucTpanuu JEKapcTBEHHOIO Ipernapara
MPEJICTaBIISIETCS. B COOTBETCTBYIOIINN YIIOJIHOMOUYEHHBIN (heepaabHblii OpraH MCHOJHUTENIBHON BIAcTH
HE paHee 4YeM 3a CTO BOCEMBIECAT JHEHM [0 HUCTEYCHUS CpOKa JCHCTBUA PETUCTPALMOHHOIO
YIOCTOBEPEHUS JIEKAPCTBEHHOIO IIperapara.

3. I[loaTBepkeHNE rOCYAapCTBEHHONW PETHCTpalMM JIEKAPCTBEHHOTO Mpenapara OCyIIECTBIISETCS
[0 PE3yJIbTaTaM JKCIEPTU3bl OTHOIICHMS O0XMIAeMOM IOJb3bl K BO3MOYKHOMY PHCKY IPUMEHEHUS
JIEKapCTBEHHOTO TpenapaTa Ha OCHOBAaHUM PE3yJbTaTOB MOHUTOPUHTA 3()()EKTUBHOCTH U OE30MaCHOCTH
JIEKApCTBEHHOI'O0  IIpernapara, I[POBOAMMOIO JIEpXKaTeleM WIH  BIAJENbLUEM PETHCTPALMOHHOTO
yJIOCTOBEPEHHsI JIEKAPCTBEHHOTO Mpenapara MO0 yIoJIHOMOYEHHBIM UMHU IOPUINYECKUM JIUIIOM, a TaKkXKe
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COOTBCTCTBYIOIIHUM YIIOJTHOMOYCHHBIM q)e;[epaanblM OopraHomM HCIOJIHUTEIbHOM BJIACTH B COOTBETCTBUU
C Tpe6OBaHI/IHMI/I craTbu 64 HaCTOAIICTO CDCI[CpaJ'IBHOFO 3aKOHa.

Wndopmarius 06 M3MEHEHUSX:
Yacmob 4 usmenena c 15 urons 2018 2. - @edepanvusiii 3akon om 4 utons 2018 . N 140-D3

Cm. npeovloyuyio pedakyuro

4. K 3asBieHHI0O O MOATBEPKACHUU I'OCYIAPCTBEHHON PETHCTpAllMyU JIEKAPCTBEHHOIO Iperapara
JUISL MEJULIUHCKOTO IIPUMEHEHMSI IIPUIIAratOTCs:

1) MOKyMEHTHI, cofepiKallhe pe3yiabTaThl MOHHMTOPUHTa 3(PQPEKTUBHOCTH U 0O€30IacHOCTU
JEKapCTBEHHOI'0 Ipenapara Juisi MEOMLIMHCKOIO IIPUMEHEHUs, IIPOBEIEHHOIO JAepXKaTelleM WIn
BIIAJCIIBIIEM PETHCTPALIMOHHOIO YAOCTOBEPEHUs JIEKapCTBEHHOIO IIpenapara il MEOULUHCKOIO
OpUMEHEHHUs 100 YHNOJHOMOYEHHBIM MM IOPUAMYECKMM JIMIOM, MO (opme, YTBEpKIACHHOM
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPTaHOM UCTIOJIHUTENIBHON BIIACTH;

2) Komus JIMLEH3MM Ha IPOU3BOJCTBO JICKAPCTBEHHBIX CPEJICTB MM KOMMS 3aKIIOYCHHS O
COOTBETCTBUM  NPOU3BOAMTENS  JIEKAPCTBEHHBIX CPEJICTB  TpeOOBaHUSAM  IIpaBUJI  HaJJIexallen
IPOM3BOJICTBEHHOM NPaKTHKH, BBIIAHHBIX YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM MCIOJHUTEIbHON
BJACTU B OTHOILUEHUM MPOM3BOJACTBEHHOH IUIOIIAJKU JIEKAPCTBEHHOIO IMpenapara i MEIUIIMHCKOrOo
IIPUMEHEHHUs, TOCYJApCTBEHHAsl PErucTpanus KOTOpOro MOATBEPKAAETCA B Cllydae, €CiIu MPOU3BOJCTBO
JIEKapCTBEHHOI0 IIpernapara Jyisi MeIULIMHCKOro MIpUMEHEeHUs ocyliecTBisieTcs B Poccuiickoit dexneparuu;

3) Komus BbIIAHHOW YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IMPOU3BOJUTENS JIMIIEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IMpernapara A MEAUIIMHCKOrOo MPUMEHEHUsSI U €€ MEPEBOJl Ha PYCCKHM
A3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM IIOPSZIKE, a TaKXe KONUS 3aKIOYEHHsT O COOTBETCTBUU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM TIPaBWII HAJIEKAIIEH IPOU3BOJICTBEHHOM
IPAaKTUKH, BBIJJAHHOTO YIIOJHOMOUYEHHBIM (eiepabHbIM OPraHOM UCIOJHUTEIbHOM BIACTH B OTHOIIEHUU
IPOM3BOJCTBEHHOW IUIOMIAJIKM  JIEKAPCTBEHHOI'O Ipernapara JUlsli MEIULIUHCKOIO IpPHUMEHEHUs,
rOCylapCTBEHHAs] pPErucTpanuss KOTOPOro IOATBEP)KIAETCS, WM KOMNMs PEIICHUS YIOJHOMOYEHHOIO
denepanbHOrO OpraHa HUCIHOJHUTENBHOM BJIacTW O MPOBEIECHUU WHCIEKTUPOBAHUS IPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEICTB B ClIydae, €CIM IMPOU3BOJCTBO JIEKAPCTBEHHOIO Mpernapara Jjasi MEJUIMHCKOTO
IIPUMEHEHNUs OCYILECTBIIAETC S 3a npenenamu Pocculickont deneparuu.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 29 oononnena uacmoio 4.1 ¢ 15 uonsn 2018 e. - @edepanvhuiii 3axkon om 4 uona 2018 e. N
140-D3
4.1. B oTHOmIEHUH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO MTPUMEHEHUS
3asBUTENb JOMOJHUTENBHO MPEACTABISIET pE3ylbTaThl MEPONPUITHH, MNPEAYCMOTPEHHBIX IJIAHOM
VIOPABJICHUS PUCKAMH, YTBEP)KICHHBIM YIOJTHOMOYEHHBIM (peiepaabHbIM OPraHOM HCIOJHUTEIBHOMN
BJIACTU TMpU OCYIIECTBICHUM TOCYJApCTBEHHOM pEerucTpaldy JIEKapCTBEHHOTO Ipenaparta Juist
MEUIIMHCKOTO MIPUMEHEHHSI.

Wndopmarys 06 M3MEHEHHSAX:

Cmamws 29 oonoanena uacmoio 4.2 ¢ 15 uonsa 2018 2. - @edepanvruiii 3axon om 4 uwona 2018 2. N
140-D3
4.2. K 3as9BI€HHIO O MOJATBEPKICHUU TOCYJAPCTBEHHON PETHCTPAIIMU JIEKAPCTBEHHOTO Mpernapara
JUIsl BETEPUHAPHOTO MPUMEHEHMS MPUIIAraloTcsl JIOKYMEHTBI, COJEpXkallue pe3yiabTaThl MOHUTOpPUHIA
¢ dexTUBHOCTH U 0E30MACHOCTH JIEKapCTBEHHOI'O Mpenapara Jajsi BETEpUHAPHOIO MPUMEHEHUs,
MPOBOJIUMOIO JEp>KaTejleM WA BIAACNbIIEM PErMCTPAlMOHHOTO YIOCTOBEPEHUSI JIEKAPCTBEHHOIO
npenapara JJis BETEPUHAPHOTO MPUMEHEHHsI JTUOO YIMOJTHOMOYEHHBIM UM IOPUIWYECKUM JIUIIOM, IIO
dbopMe, YTBEpKICHHON YIOIHOMOUYEHHBIM (eepaIbHBIM OpPraHOM HCIIOJIHUTENbHOW BIACTH, H
JIOKYMEHTHI, YKa3aHHbIC B MyHKTax |, 2 - 2.2, moamynkrax "a", "6", "k", "n" mynkra 4 gactu 3 craten 17
Hactosiiero denepaibHOTO 3aKOHA.

Wudopmanust 00 U3MEHEHUSX:

Cmamuos 29 Ooononanena yacmoio 4.3 ¢ 15 uona 2018 e. - @eodepanvhuviti 3axkon om 4 uwona 2018 e. N
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4.3. C 3asBIeHUEM O MOATBEPKACHUH I'OCYAAPCTBEHHOM PEruCTpaluy JIEKapCTBEHHOTO IIpenapara
3asiBUTEJIb IPEJICTABIISIET KOMUIO JOKYMEHTA, MOATBEPKIAIOIIEr0 yIjaaTy rocy1apCTBEHHON NOLUIMHBI 32
HOJTBEPKIEHUE TOCYIapCTBEHHOW PErucTpaliy JIEKapCTBEHHOIO IMpenapara, JM00 MOXKET MpelCTaBUTh
yKa3aHHBIN JOKYMEHT 110 COOCTBEHHOW MHMIMATHBE. B ciyyae HempencTaBieHUs] yKa3aHHOTO JJOKYMEHTa
YIOJIHOMOYEHHBIH  (efepalbHblii  OpraH  MCIOJHHUTEIbHON  BJIACTM  HpoBepsAeT  (PaKT  yIIaThl
TOCYJapCTBEHHON MOUUIMHBI 3asBUTEJEM IIOCPEACTBOM HCIIONB30BaHUS HWHpopMauuu o0 ymiare
roCyJapCTBEHHON MOLUIMHBL, cojaepikaiieiicss B locymapcTBeHHOW MH(DOPMAIMOHHONW cUCTEME O
rOCY/IapCTBEHHBIX M MYHULMNAIbHBIX IUIATE€XaX, Ha OCHOBAaHUM IPEACTABICHHOW 3asBUTEIIEM KOIUU
JOKYMEHTA, MOATBEPKAAIOIIET0 YIUIaTy OCYAAPCTBEHHOM MOIIINHBI.

5. B Teuenuwe pnecsatu pabouyumx JHEW CO JHS TNPHUHATUS 3asABICHUS O TOATBEPXKICHUU
rOCyIapCTBEHHONW PETUCTPALlMU JIEKAPCTBEHHOIO IIpernapara U JOKYMEHTOB, COICPXKAIIMX pPe3yJbTaTbl
MOHUTOPHHTA YPPEKTUBHOCTH M 0E30MaCHOCTH JICKAPCTBEHHOTO Ipernapara, IMPOBOAMMOTO AepiKaTesieM
WIN BJIaJIEJIbLIEM PErHCTPALMOHHOIO YI0CTOBEPEHH JIEKAPCTBEHHOIO IIpenapaTa Ju00 yoJIHOMOYEHHBIM
UMH IOPUINYECKIM JIMLIOM, YITOTHOMOUEHHBIN (pe/iepanbHbIil OpraH NCTIOTHUTEIBHOW BIACTH:

1) mpoBOAMT MPOBEPKY IOJHOTHI CBEACHUH, COJEpXKAalUMXCi B IPEACTaBICHHBIX 3asBUTEIEM
JIOKYMEHTax;

2) npUHUMaET peuleHHe O MPOBEACHUU WM 00 OTKa3e B MPOBEAECHUHU 3KCIEPTU3bl OTHOLICHHUS
OKMJAeMOH MOJb3bl K BO3MOYKHOMY PHUCKY IMPUMEHEHMs JIEKapCTBEHHOIO IIpernapaTa Ha OCHOBAHHUU
pe3ysabTaTOB MOHUTOPUHIA 3((PEKTUBHOCTH U O€30MACHOCTHU JEKApCTBEHHOTO Ipenapara, MpoBOAUMOro
JepKaTesieM WM BIIAJIENIbLIEM PETUCTPALMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOrO Ipenapara Ju0o
YIOJIHOMOYEHHBIM UMHU FOPUIMUYECKUM JIMLIOM, a TaKkKe (peiepabHbIM OPraHOM MCIIOJHUTEIbHON BIacTH
B COOTBETCTBUU C TpeOoBaHUAMU cTaThbyu 64 HacTosero denepajbHOTO 3aKOHA;

3) yBenomisieT B 3JEKTPOHHOW (opMe MM NUCbMEHHOW (opme 3asBUTENsT U HKCHEPTHOE
YUPEXKJEHUE O NPUHATOM pelIeHuHu JUOO0 B Cilydae HPUHITHUS pelieHuss o0 OTKa3e B IPOBEICHUU
9KCIIEPTHU3bl YKA3bIBACT IPUYMHBI TAKOTO OTKAa3a.

6. B cnyuae BbIIBIEHUS HEJOCTOBEPHOCTH U (WMJIM) HEAOCTATOYHOCTH HH(pOpManuu,
coJiepKalleiics B IMpeICTaBICHHBIX 3asBUTENEM JIOKYMEHTaX, YINOJHOMOYEHHBIH (eaepanbHbIii OopraH
WCITOJTHUTEIILHON BJIACTU HAMPABIISIET 3asIBUTEINIO 3aIPOC 00 YTOYHEHUM yKa3aHHOW MH(POPMAIIMH. 3arpoc
YIIOJIHOMOYEHHOTO  (pe/lepajbHOr0  OpraHa  HCIOJHUTEIbHOM BJIacTH MOXET ObIThb  IepenaH
YIIOJTHOMOYEHHOMY MPEICTaBUTEN0 3asBUTENS JUYHO IOJ PAaCHUCKy, HAIpaBlieH IO IOYTE 3aKa3HbIM
NUCbMOM WM TIepe/iaH B AJIEKTPOHHOH (opMe Mo TelIeKOMMYHUKAIIMOHHBIM KaHallaM CBs3M. B ciyudae
HaIpaBJIEHUsl 3ampoca YINOJIHOMOUYEHHOro (enepaabHOro opraHa HCIHOJIHUTENbHOM BJAacTU MO IMOYTE
3aKa3HbIM IIHCBMOM OH CUMTAETCsSl IOJIYYEHHBIM [0 MCTEUEHUM IIECTH JHEH € JaTbl HAalpaBJICHMS
3aKa3HOTO MHUChMA.

7. 3asgBuTenb 00s3aH IMPEJICTaBUTh OTBET Ha 3alpoC YMOJHOMOYEHHOIro (elepalbHOro OpraHa
UCIIOJTHUTENIbHOM BJIAcTU B CPOK, HE IMPEBBILIAIOIIMM AEBSHOCTA pabouMx JHEH CO JHS €ro MOJTy4eHHS.
Cpok, yKa3aHHBIA B 4acTH 5 HACTOSIIEHW CTAaTbU, IPUOCTAHABIMBACTCA CO JHS HAIIPABJICHUS 3asBUTEIIO
3arnpoca yMoOJIHOMOUYEHHOTO (peepaJbHOro opraHa HWCHOJHUTENbHON BIACTH 1O AHS IOJYYEHUS UM
COOTBETCTBYIOILIETO OTBETA U HE YUUTHIBAETCS IPU UCUNCIECHUH CPOKA MOATBEPKIEHUS FOCYAapCTBEHHOU
perucTpanuu JeKapcTBEHHOI O IIpernapara.

8. OcHoBaHMEM [UIsl OTKa3a B IIPOBEJEHUM DKCIEPTU3bl OTHOIICHHS O0XKHMJIAEMOM MOJIb3bl K
BO3MO)KHOMY PHUCKY IPHMEHEHHUs JIEKapCTBEHHOIO Ipernapara SBISETCS NpPEeICTaBI€HHE TOKYMEHTOB,
COJIepKAIIMX PE3yJIbTaThl MOHUTOPUHTA 3((PEKTUBHOCTH U O€30MaCHOCTHU JIEKAPCTBEHHOTO MpernapaTa, u
(uM) B OTHOIIEHWM OMOJOTMYECKHUX JIEKAPCTBEHHBIX IIPErapaTtoB pe3yJbTaTOB OCYILIECTBICHUS
MEPONPUIATUA B COOTBETCTBUM C IUIAHOM YIPABJIEHUS DPHUCKaMH, YTBEPKICHHBIM YIIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCHOJHUTENIBHON BJIACTU MPH OCYLIECTBICHUU TOCYAAPCTBEHHOW perucTpainuu
JIEKapCTBEHHOTO Mperapara, B HEMOJHOM o0beMe, OTCYTCTBHE HH(OpMaIuu, MOATBEepKIaromel (akrt
yILIaThl TOCYJAPCTBEHHOMN MONUIMHBI 33 MOATBEPKACHUE IOCYAAPCTBEHHON pErUCTpalluy JIeKapCTBEHHOTO
npenapara, JJu00 HerpeICTaBICHUE 3asBUTENIEM B YCTAHOBJICHHBIH CPOK OTBETA HAa YKa3aHHBIA B 4acTu 6



HACTOSIIEH CTaThU 3alpoC YIMOJHOMOUYEHHOTO (hefiepalbHOrO0 OpraHa MCIOJHUTEIBHON BIACTH, a TAKKe
OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX MH(OpMAaIMH, KOTOpas J0JKHA ObITh B HUX OTpa)kKeHa.

9. DOkcrnepru3a OTHOUIEHMSI OXKHMJAEMOW TOJb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHUS
JIEKApCTBEHHOI'0 IIpernapara B LEsAX MOATBEPKICHUS TOCYAApPCTBEHHOM pPErucTpanuu JIEKapCTBEHHOTO
npenapara IpOBOAUTCS KOMHUCCUEH SKCIIEPTOB AKCIEPTHOIO YUPEXKAECHHUS B CPOK, HE IPEBBILIAIOIIMM
COpOKa pabouyux THEH.

10. B cinyyae HEIOCTAaTOYHOCTH MPEACTABIECHHBIX 3KCIEPTY MATEPUANIOB JJIS J1a4M 3aKIHOUYECHUS
JKCIIepPT 0Opamaercs K pyKOBOAUTENIO SKCIEPTHOTO YUPEXKIACHUS O MPEIOCTaBICHUN €My HEOOXOIUMBIX
MaTepHuajoB. PyKOBOIUTENb SKCHEPTHOTO YUYPESKICHHS OOpAIIaeTcsi ¢ COOTBETCTBYIOIIUM 3alpocoM B
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH MCHOJHUTENbHON BJacTH, BBIAABIIMN 3a/laHE Ha IMPOBEJICHUE
OKCIEPTU3bl OTHOILEHUS O0XHIaeMOM IOJIb3bl K BO3MOXHOMY PHCKY IPUMEHEHHS JIEKApCTBEHHOIO
mpernapata Ha OCHOBAHUU JIOKYMEHTa, COJAEPIKAILEro pe3ylbTaTbl MOHUTOPHHra 3()QeKTUBHOCTU H
0€30I1aCHOCTH JIEKAPCTBEHHOTO MpenapaTa. B Tedenue nmsatu pabodyux THEH cO THS MOCTYIUICHHUS 3ampoca
PYKOBOAMTENSI SKCHEPTHOTO YUYPEKACHUS YKA3aHHBINH (elepalbHbIil OpraH HCHOJIHUTEIbHOM BIACTH
HaIpaBJIET 3asBUTEII0 3alPOC O IPEICTaBICHUM HEOOXOJUMBIX MAaTE€pUaJIOB, KOTOPBIH MOXKET OBITh
NepeaH YINOJIHOMOYEHHOMY MPEICTABUTENI0 3asBUTENS JUYHO IOJ PACHUCKY, HaIlpaBJ€H IO IOYTEe
3aKa3HBIM MTMCHMOM WJIH TI€peslaH B JIEKTPOHHOU (pOpME 1O TEIEKOMMYHUKAIIMOHHBIM KaHajdaM CBs3U. B
Cllydyae HalpaBJIEHUs 3arpoca YIOJIHOMOYEHHOTO (elepalbHOro OpraHa HCIOJHUTENBHON BJIACTU MO
[IOYTE 3aKa3HbIM MMHUCHMOM OH CUMTAETCS MOJYyYEHHBIM 10 UCTEUEHHUM LIECTH JHEH C JaThl HAIpaBJICHUS
3aKa3HOr0 MUChMa.

11. 3asBuTens 00s3aH MPEICTABUThL OTBET HA 3alpOC YIOJHOMOYEHHOTO (elepaibHOTO OpraHa
UCIIOTHUTENIbHOM BJACTH B CPOK, HE MPEBBIIIAIONIMKA IIECTUACCATH pabouyux AHEH CO JHS MOIYYSHHS
YKa3aHHOTO 3ampoca. YTOJTHOMOYEHHBIM (eaepalbHbli OpraH HCHOJHUTEIbHON BIACTH, BBIAABIINI
3a/1aHM€ Ha MIPOBEACHUE HKCIIEPTU3bI OTHOIICHUS OKUIAEMOH T0JIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS
JIEKapCTBEHHOI'0 IIpernapaTa Ha OCHOBAaHUM JOKYMEHTA, COJEpPIKallero pe3yJbTaTbl MOHUTOPHHIA
a¢ddexTuBHOCTH U 0€30MaCHOCTH JICKAPCTBEHHOIO IpernapaTra, B TEUEHHE MATH pabouyux AHEU co IHS
NOCTYIJIEHUS OT 3asBUTENSI OTBETA HA 3apOC YIIOJIHOMOUYEHHOTO ()eIepaIbHOr0 OpraHa UCIIOJIHUTEIbHON
BJIACTH HANPABIISIET 3TOT OTBET B 3KCIEPTHOE yupexiaeHue. B ciydae HenpeacTaBieHUS MO UCTEUCHUH
HIECTUECATH pabouMx JHEH 3asBUTENIEM OTBETa HAa yKa3aHHBIM 3apoc yIOJIHOMOYEHHBIN (enepanbHblii
OpraH UCIIOJHUTEIbHON BIIACTH, BHIJABIINHI 3a/1aHUE HA TPOBEICHHUE SKCIIEPTU3bl OTHOLLIEHUS OXKUIAEMOM
MOJIb3bl K BO3MOXXHOMY PHCKY INPHUMEHEHMs JIEKapCTBEHHOI'O IpenapaTra Ha OCHOBAaHUM JOKYMEHTa,
COJIepKaIero pe3ynbTaThl MOHUTOPUHTA 3(h(heKTUBHOCTH U 0€30MaCHOCTH JEKapCTBEHHOTO IpernapaTa, B
TE€YEHHE MATH pabouMX JHEH HampapiseT B HKCIEPTHOE YUPEKICHHE YBEIOMJIEHUE O HENpeACTaBICHUU
3asiBUTEJIEM OTBETA Ha 3alpoC yKa3aHHOro opraHa. BpeMs co IHS HampaBieHHUs 3ampoca 3KCIEPTHOTO
YUPEXKJIEHUSI B YINOJHOMOYEHHBIH (eepaabHblii OpraH HCHOJHUTEIBHON BJIacTU 10 JAHS MOJIYYEHHS
9KCIIEPTHBIM YUPEKIECHUEM OTBETA HA 3alpOC WIN YBEIOMIICHHUS O HENIPEACTABIEHUHU OTBETA Ha 3aIIpOC HE
YUUTBHIBA€TCSl MPU HCYUCIEHUU CPOKA IPOBENEHUS OSKCIEPTH3bl OTHOLIEHUS OKUJAEMOW TIONb3bl K
BO3MO>KHOMY PHUCKY NPUMEHEHUS JIEKapCTBEHHOI'O Ipenapara Ha OCHOBAaHMM JOKYMEHTA, COJAEPIKAIIEro
pe3yabTaThl MOHUTOPHUHTA Y()PEKTUBHOCTH U O€30MTACHOCTH JICKAPCTBEHHOTO TIperapara.

12. B cpok, He MpEeBBIIAIOMUI JeCITH pabOYUX THEH CO AHA MOJTYYEHUs 3aKITFOUEHUS] KOMUCCUU
9KCIIEPTOB MO pe3ysibTaTaM »HKCIEPTU3bl OTHOLIEHUS O0XHMJIa€MOM TOJb3bl K BO3MOXKHOMY PHCKY
NPUMEHEHHUs JIEKapCTBEHHOTO Tpernapara, COOTBETCTBYIOIIMIA YIOJHOMOUYEHHBIH (eaepalbHbIi OpraH
WCTIOJTHUTEJIbHOM BJIACTH:

1) ocymiecTBIsSE€T OLIEHKY 3TOr0 3aKJIIOUYEHMS AJIs ONPEIEIICHUS €ro COOTBETCTBUS 3a/laHUIO Ha
MPOBEJICHNE YKa3aHHON IKCIEPTU3BI;

2) NpUHUMAET pEUIEHHE O MOATBEP)KJIECHUU TOCYJAapCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOTO
npernapara Uil 00 0TKa3e B MOATBEPKACHUN TOCYIapCTBEHHON PETUCTPAIlMH JIEKAPCTBEHHOTO Mpernapara;

3) BHOCHUT TMpU TMPUHATHH PELUICHUS O TMOATBEPKICHUM TOCYJIapCTBEHHONW pErucTpalnuu
JIEKapCTBEHHOI'0 Tpernapara CBEJIEHUS B T'OCYIapCTBEHHBIH pPEEeCTp JIEKAPCTBEHHBIX CPEACTB M BbLIAET
3asBUTEINIO0 OECCPOYHOE PETUCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO MIperapara.



Wndopmarus 06 H3MEHEHHSX:
Yacmo 13 usmenena c 15 uronsn 2018 e. - Dedepanvuviii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvbloywyro pedakyuio

13. OcHoBaHMeM [Jig OTKa3a B MOATBEPKIAECHUU FOCYJApPCTBEHHON PErucTpaluu JIEKAPCTBEHHOTO
npenapara  SBJISIETCS 3aKJIIOYCHHE COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (elepaJbHOro opraHa
WCIIOJIHUTEJIBHOM BJIACTU O TOM, YTO PHUCK IMPUYMHEHUS Bpela 3J0pOBBI0 YEJIOBEKAa WJIM >KMBOTHOTO
BCJICJICTBHE TIpHEMa JICKAPCTBEHHOTO Tpernapara npesbiaet 3 (HEeKTHBHOCT €r0 IPUMEHEHUSI.

14. B mnepuon mnpoBeAeHHS MPOLEAYpbl IOATBEPKICHUS TOCYIApCTBEHHOW PEruCcTpaliu
JICKapCTBEHHOTO Tpernapara ero oopamenue B Poccutickoii denepanuu He TIPUOCTAHABINBACTCS.

15. lomyckaetcst oOpallieHHe JIEKapCTBEHHBIX MpPErapaToB ISl MEAMIIMHCKOTO MPUMEHEHHS A0
HMCTEUYCHUSI CPOKA TOJHOCTH, MPOU3BEICHHBIX B TEYEHHE CTAa BOCBMHUIECATH KaJEHIAPHBIX IHEN IMOCIE
IaThl TPUHSATUS YIOJIHOMOYEHHBIM (efepaibHbIM OPraHOM HCIHOJHUTENIBHON BIACTH pEIICHUS O
MOJTBEPKIICHUU TOCYJAPCTBEHHON pErucTpalfii, B COOTBETCTBUU C HH(OpMAIHEH, colepKamieiics B
JIOKYMEHTaX PEruCTPALMOHHOIO JOChE Ha JIEKApCTBEHHBIN Mpernapart 10 AaTbl IPUHATUSA TAKOTO PELICHUSI.

TAPAHT:

CMm. komMeHTapuu K ctaTtbe 29 HacTosero denepanbHOro 3aKoHa

Crarbsa 30. Buecenne nu3mMeHeHul B JOKYMEHTBI, COACPIKALMECS B PETHCTPALIMOHHOM JIOChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A MEAUIIMHCKOTO TPUMEHEHUs

Undopmarist 06 n3MEHEHUAX:
Yacmo 1 usmenena c 15 urons 2018 2. - @edepanvusiii 3akon om 4 utons 2018 . N 140-D3

CMm. npedvbloywyro peoaxyuio

1. B mensx BHECCHUsT U3MCHECHUN B JIOKYMEHTBI, COJEPKAIIUECS B PETHCTPAIIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIA JICKAPCTBEHHBIM MpemapaT sl MEIUIIMHCKOTO TMPUMEHEHUS, JepKaTelb WIIH
BJIaJIeJIel] PETUCTPAIIMOHHOTO YAOCTOBEPEHUS IJIEKAPCTBEHHOTO IMpermapaTa WU YHOJTHOMOYEHHOE HM
Jpyroe I0pHINIECKOe JIUIO (Jajee B HACTOSIICH CTaThe - 3asiBUTENb) MPEACTABISIET B YIIOJTHOMOYCHHBIH
denepanbHBIE OpraH HCIOJHUTENBHON BJIACTHU 3asBICHHE O BHECEHMM TaKUX H3MEHEHUH 1o dopme,
YCTAaHOBJICHHOW YIIOJTHOMOYEHHBIM (heiepaTbHBIM OPraHOM HCIIOJTHUTEILHOW BJIACTH, W MPHUJIaraeMbie K
HEMY M3MEHEHHUS B YKa3aHHbIE JOKYMEHTHI, a TakKe IOKYMEHTHI, MOATBEP)KIAoNue HEeOOX0JAUMOCTh
BHECCHUS TAKUX U3MCHCHUM.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 30 dononnena uacmoio 1.1 ¢ 15 uona 2018 e. - @edepanvhuiii 3axkon om 4 uona 2018 e. N
140-D3
1.1. [Ipn HE0OXOAMMOCTH BHECEHUS B JIOKYMEHTHI, COEpKAIlMECcs B PErUCTPALMOHHOM JI0ChE Ha
3aperMCTPUPOBAHHBIM  JIEKAPCTBEHHBIM IIpemapaT s MEJUIMHCKOrO IPUMEHEHUs, W3MEHEHUH,
YKa3aHHBIX B IYHKTE 3 4yacTH 2 HACTOSILIENH CTaTbU M TPEOYIOUIMX IMPOBEIEHUS AKCIEPTHU3bl KauecTBa
JIEKapCTBEHHBIX CPEJCTB, 3asBUTENb JOMOJHUTEIBHO MPEACTABIsIET B YIOJIHOMOYEHHBINH (heaepanbHbIi
OpraH UCIHOJHHUTENIbHOM BJIACTH KOIUIO JIMIEH3UU HA MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB MM KOIHIO
3aKJIIOYEHUS. O COOTBETCTBUU TPOU3BOAMTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBaHMAM IpaBUII
HaJJIeXalleld MPOU3BOJICTBEHHOW TPAKTUKU, BBIIAHHBIX YIOJHOMOYEHHBIM (heepaabHbIM OpPraHoOM
UCTIOJIHUTENIBHOW BJACTH B OTHOLICHMHM W3MEHEHHOM M (WJIM) JONOJHEHHOH NpOW3BOACTBEHHOM
IUTOIIA/IKK JIEKApCTBEHHOTO TMperapara, B CiIydae, €CiId IPOU3BOJICTBO JIEKAPCTBEHHOTO IIpernapara
ocymectBisieTcs B Poccuiickoit denepannu, 1160 KOMUIO BBIIAHHON YIOJHOMOYEHHBIM OPraHOM CTPaHbI
MPOU3BOIUTENS JIMIEH3UN Ha TIPOU3BOCTBO JIEKAPCTBEHHOIO Mperapara 1 ee nepeBoj Ha PYyCCKUN S3bIK,
3aBEPEHHBIE B YCTAHOBJIEHHOM IOPSIIKE, a TAK)KE KONMIO 3aKIHOYEHHUS O COOTBETCTBUH INPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM ITPABWJI HaJJIEKalel MPOU3BOJICTBEHHOM MPAKTHKHU, BBIJAHHOIO
YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM MCIOJHUTENIBHOW BJIACTH B OTHOUICHWH M3MEHEHHOW U (MJIM)
JIOTIOJTHEHHON TPOW3BOJCTBEHHONW IUIOIIAJKK JIEKAPCTBEHHOTO TIpernapara, WM KOIMHI0 pPEeLIeHUs
YIIOJIHOMOYEHHOTO (peiepanbHOro OopraHa HMCHOJHHUTEIbHON BJIACTH O MPOBEIECHUHM HWHCHEKTUPOBAHMS
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MPOU3BOJUTEINSI JIEKAPCTBEHHBIX CPEJCTB B CiIy4yae, €CJId MPOU3BOACTBO JIEKAPCTBEHHOIO Ipemnapara
OCYyIIeCTBIsIeTCS 32 npenenamu Poccuiickoit denepanum.

Wndopmarius 06 M3MEHEHUSX:

Cmamusa 30 oononnena yacmoio 1.2 ¢ 15 uona 2018 e. - @eodepanvhuiti 3akon om 4 uwona 2018 e. N
140-@3
1.2. Ilpu HEOOXOMMOCTH BHECEHHUSI B IOKYMEHTHI, COJICPKAIIUECS B PErHCTPAIMOHHOM J0ChE Ha
3apErHCTPUPOBAHHBIN  JIEKAPCTBEHHBIA MpemapaT JJii MEIUIIMHCKOTO NPHMEHCHUS, W3MCHCHHMH,
yKa3aHHBIX B IyHKTe 4 4yacTu 2 HACTOALICH CTaTbU W TPEOYIOIIMX MPOBEICHUS SKCIEPTU3bI KauyecTBa
JICKaPCTBEHHBIX CPEJICTB, 3aSBUTEINIb JOMOTHUTEIBHO MPEACTABISET B YIOJTHOMOYCHHBIN (eaepabHbIi
OpraH HCIOJHHUTEIBHOHN BIACTH KOIUIO JIMIICH3UU Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEIICTB MM KOIHIO
3aKJIFOYCHUST O COOTBETCTBHUH IPOU3ZBOJIUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAaHUSAM  ITPABUII
HA/IJICKAIIEH TPOM3BOJCTBCHHON TPAKTHKHM, BBIIAHHBIX YIOJHOMOYCHHBIM (elepaibHbIM OpPraHOM
WCTIOJTHUTEIIbHON BIIACTH B OTHOIICHWHM MPOW3BOJCTBEHHOW IUIOIIAJIKH JICKQPCTBEHHOTO IMpemnapara, B
cilydae, €Clid IMPOU3BOICTBO JICKAPCTBEHHOTO Mperapara ocyliecTisercss B Poccuiickoit deneparium,
100 KOIHUIO BBIJJAHHOW YIOJHOMOYCHHBIM OPraHOM CTPaHBI IPOU3BOIUTEIIS JIIIEH3UN HA TIPOU3BOJICTBO
JICKApCTBCHHOTO TIpenapaTa M €€ MepPeBOj Ha PYCCKUH S3bIK, 3aBEPECHHBIC B YCTAHOBICHHOM MOPSJIKE, a
TaK)Ke KOMHUIO 3aKJIFOUCHUS O COOTBETCTBUU MPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM
NpaBWI HAIJICKAIIEH TMPOU3BOJACTBEHHOW IPAKTHUKHU, BBIIAHHOTO YIOJHOMOYCHHBIM (efepaibHbIM
OpPraHOM WCIIOJHUTEIFHOW BIIACTH B OTHOIICHWUW TIPOM3BOJCTBCHHOHN IUIOMIAIKH JICKAPCTBEHHOTO
npernapara, Wid KOIHUIO PEIICHHs YIMOJTHOMOUYEHHOIO (ellepalbHOr0 OpraHa HMCIOJHUTEIBHON BIACTH O
MPOBEJICHUH WHCIIEKTUPOBAHUS TIPOU3BOIUTENS JICKAPCTBEHHOTO CPEJICTBA B CIIydae, €CIIHM MPOU3BOJICTBO
JICKApCTBEHHOTO Iperapara OCyIIeCTBIseTCs 3a npeaenamu Poccutickoit denepanuu.

Undopmaris 06 n3MEHEHUX:

Cmamuws 30 oononnena yacmoio 1.3 ¢ 15 uona 2018 e. - @eodepanvhuiti 3akon om 4 uwona 2018 e. N
140-@3
1.3. Ilpunsitue pemieHus O BHECEHUHM W3MEHEHHMH Wid 00 OTKa3e BO BHECEHHM W3MEHEHUU B
JOKYMEHTBI, COJCpIXKAIIHeCs B PETUCTPAMOHHOM JOChe Ha 3apeTrUCTPUPOBAHHBINA JICKAPCTBEHHBIN
npemnapar i MEAUIUHCKOTO MMPUMEHEHUs, B Cllydae HEOOXOAUMOCTH MPOBECHUS SKCIIEPTU3bI KayecTBa
JICKAPCTBEHHBIX CPEACTB W (WJIM) SKCIIEPTU3bI OTHOIICHUS OXHIaeMOU TOJB3bl K BO3MOKHOMY PHUCKY
MPUMEHEHHUS JIEKQpCTBEHHOTO MpernapaTta Il MEIUIIMHCKOTO MPUMEHEHHs OCYIIECTBISETCS B CPOK, HE
MIPEBBINIAOIINNA JEBSHOCTA pabOYMX JHEH, a B OCTAIBHBIX CIIyYasx B CPOK, HE MPEBBIIAOIINNA TPUIIATH
pabounx HEH cO AHS TMPUHATUS YMOIHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIIOJHUTEIBHON BIACTH
3asIBJICHUS O BHCCCHUH TaKUX H3MCHCHHM.

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3akoHom om 22 odexabps 2014 o. N 429-®@3 yacmes 2 cmamou 30 nacmosujezo
DedepanbHoco 3aKOHA UBN0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npeovloywett pedaKyuu

2. DKcrepTU3a JIGKAPCTBEHHBIX CPEICTB B YaCTH IKCIEPTU3BI KA4eCTBA JICKAPCTBEHHOTO CPEJICTBA
U (WJTK) SKCTIEPTU3bI OTHOIIEHUS 0’KUAaeMOM TOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHUS JIeKapCTBEHHOTO
nperapara Jiisi MeIUITMHCKOTO TTPUMEHEHHUS TPOBOJUTCS B Clydae BHECCHUS M3MEHEHHH B JIOKYMEHTHI,
CoJlepiKallrecss B PETHCTPAIlMOHHOM JIOChe Ha 3aperHCTPUPOBAHHBIA JIGKAPCTBEHHBIM MpemapaT, B
OTHOIICHHH:

1) cBemeHuii, yka3aHHBIX B HWHCTPYKUIHMHU TIO MEIUIMHCKOMY MPHUMEHEHUIO JIEKapPCTBEHHOTO
npernapara:

a) IekapcTBeHHas popMa ¢ yKazaHUEM HAaMMEHOBAHUN U KOJIMYECTBEHHOTO COCTaBa JICHCTBYIOIINX
BEIIECTB M KAYeCTBEHHOTO COCTaBa BCIIOMOTATEIIBHBIX BEIIECTB (TP HEOOXOIUMOCTH KOJHMYECTBEHHOTO
CoCTaBa BCIIOMOTATENbHBIX BEUIECTB);

06) dapmakoguHamMuka W (apMakOKMHETHKA (32  HCKIIOYEHHEM  (apMaKOKHHETUKH
TOMEOTNaTHYECKUX JICKAPCTBEHHBIX MPENapaToB U PACTUTENbHBIX JIEKapPCTBEHHBIX MPEMapaToB);
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B) MOKa3aHUs sl IPUMEHEHUS;

T') IPOTUBOIIOKA3aHUs ISl IPUMEHEHNS;

1) MEPBI MIPEIOCTOPOKHOCTH NPHU NIPHUMEHEHHH;

€) yKa3aHHEe BO3MOXXKHOCTH M OCOOCHHOCTEH NpPUMEHEHHs JEKapCTBEHHOIO Iperapara s
MEIUIUHCKOTO TPUMEHEHUS OCpEeMEHHbIMHM SKEHIIMHAMH, OSKCHIIMHAMH B TEPHOA TPYIHOTO
BCKapMJIMBAHMUS, IETbMH, B3POCIIBIMU, HMEIOIIMMHU XpOHHYECKHE 3a00JIeBaHus;

) PEXKHUM JO3UPOBaHUS, CIOCOOBI BBEACHUS M MPUMEHEHHS, TIPU HEOOXOAMMOCTH BpeMsl IIpueMa
JIEKapCTBEHHOTO Mpernapara, Mpoa0DKUTEIBHOCTD JICYEHHsI, B TOM YHCJIE y AETEH 70 M IMOCie OJHOTO
roja;

3) BO3MOYKHBIE TOOOYHBIE ACHCTBUS M HEKEJIATEIbHbBIC PEAKIIH IPU IPHMEHEHUH JIEKAPCTBEHHOTO
npenapara;

1) CUMIITOMBI TIEPEJO3UPOBKH, MEPHI TI0 OKa3aHHIO TOMOIIH IIPH MEePEI03UPOBKE;

K) B3aUMOJICHCTBUE C APYTUMH JICKAPCTBEHHBIMHU IIperapaTaMy U (MIIH) MUIIEBBIMU IPOTYKTaAMU;

1) GOPMBI BBIITyCKa JIEKAPCTBEHHOT'O TIpETapara;

M) yKa3aHue (IpH HEOOXOIMMOCTH) OCOOCHHOCTEM NEHCTBUS JIEKAPCTBEHHOrO Ipemnapara Mnpu
IIEpBOM IIPHEME UJIH IIPU €T0 OTMEHE;

H) CBEJICHHs O BOZMOKHOM BIIMSTHUH JIEKAPCTBEHHOTO TIperapara Juisi MEJUIIMHCKOTO IPUMEHEHHUS
Ha CIIOCOOHOCTH YIPaBIISATh TPAHCIIOPTHBIMU CPEICTBAMH, MEXaHU3MaMHU;

0) CPOK TOJTHOCTH M yKa3aHHE Ha 3allpeT MPUMEHEHUS JICKapCTBEHHOTO Mperapara o UCTCUCHUN
CpOKa T'O/IHOCTH;

I1) YCIIOBUSL XpaHEHUS;

p) YCJIOBHS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOIO Mpemnapara Jijisi MEIUIIMHCKOTO PUMEHECHHS;

3) U3MEHEeHUs MeCTa IPOU3BO/ICTBA JIGKAPCTBEHHOTO Mpernapara Jyuis MeIUIIMHCKOTO IIPHMEHEHNS;

4) n3MeHeHHs MMoKa3aTelNel KauecTBa JeKapCTBEHHOTO TpernapaTa Juisi MEIUIUHCKOTO TPUMEHEHHS
¥ (WJIN) METOJIOB KOHTPOJISL KaU4eCTBa JIEKAPCTBEHHOTO TIperapara /Uit MeJUIMHCKOTO IPUMEHEHUS;

5) U3MeHeHus CpoKa FOJJHOCTH JICKApCTBEHHOTO Mperapara il MeJUIIMHCKOTO IIPUMEHEHUS;

6) cBeleHUH 0 HEOOXOAWMOCTH BHECEHHUS MHBIX M3MEHEHUI B MHCTPYKIUIO 10 MEIUIMHCKOMY
NPUMEHEHHIO JICKQpCTBEHHOTO TIpenapara, a TakKe B HHBIE JOKYMEHTBI, COJepKaliuecss B
PETUCTPAIIMOHHOM JI0Che€ Ha 3aperucTpUpOBAaHHBIN JieKapcTBEHHBbIH mpenapaT. IIpu »ToMm pemienue o
IIPOBEICHUH DKCIIEPTHU3BI Ka4eCTBA JICKAPCTBEHHBIX CPEJCTB M (MIJIN) DKCTIEPTH3bI OTHOIICHUS 0’KUIaeMON
HOJIb3bl K BOBMOKHOMY PHCKY IIPUMEHEHHMs JIEKApPCTBEHHOTO MpenapaTa A MEAULUHCKOTO PUMEHEHUS
NPUHUMAETCSI B COOTBETCTBHH C YTBEP)KACHHOW YIMOJHOMOYEHHBIM (hefepaibHBIM  OPraHOM
UCITIOJIHUTENIBHOW BJIACTH Kilaccu(uKalyuell M3MEHEHWH, BHOCUMBIX B JOKYMEHTBI, COJAEp)Kallvecs B
PETUCTPAIIIOHHOM JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Tpenapar.

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-®@3 yacme 3 cmamou 30 nacmosiuezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeii 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm yacmu 6 npeovloywett pedaKyuu

3. C 3asgBneHWEeM O BHECEHHH HM3MEHEHHMH B JOKYMEHTBI, COJIEPKAIIHECS B PETHUCTPAIMOHHOM
JIOChE Ha 3apEeTUCTPUPOBAHHBINA JIEKAPCTBEHHBIM MpernapaT JUisi MEIUIUHCKOTO NMPUMEHEHUs, Hapsay C
JIOKYMEHTaMH, YKa3aHHBIMUA B 4acTy | HACTOSIIEH CTaThH, 3asBUTEINb MPEACTABIISIET KOMMUHU JIOKYMEHTOB,
MOATBEPKIAIOIINUX YIJIATy TOCYAApPCTBEHHOM MOILJIMHBI 32 BHECEHHE B JOKYMEHTHI, COJIepiKalllhecs B
PETUCTPAIlMOHHOM JIOCh€ Ha 3apeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIM TIpemapar sl MEAUITHTHCKOTO
NPUMEHEHUS, W3MEHEHHH, TpeOYyIIUX TMPOBEIEHUS DKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B YaCTH
AKCTEPTU3bI KAa4eCTBa JIEKAPCTBEHHOTO CPEJCTBA U (WJIM) SKCIIEPTU3BI OTHOMIECHUS 0KHJIAEMOU TMOJB3bI K
BO3MOKHOMY pPHUCKY MPUMEHEHHs JIEKApCTBEHHOrO IMpenapara g MEIUUUHCKOrO MNPUMEHEHHS,
TOCYJapCTBEHHOM MONUIMHBI 32 BHECEHHE B JOKYMEHTHI, COJIEPKAIIUECS B PETHCTPAIIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIA MpenapaT Uisi MEAUIUHCKOrO0 NPUMEHEHHUS, WU3MEHEHHWH, He
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TpeOYIOMMX MPOBEACHUS DJKCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, JUOO BIpaBe NPEACTaBUTH IO
COOCTBEHHOM WHUIIMATUBE yKa3aHHBIE JOKYMEHTHL. B ciydyae WX HempencTaBICHUS YIOJIHOMOYEHHBIH
denepanbHBIE OPraH HCHOJHUTEIBHON BIACTH TpPOBEpsieT (DaKT YIUIATBI TOCYJAPCTBEHHBIX MONLIHH
3asgBUTENIEM TIOCPEICTBOM HCIONb30BaHUS HHQOpMAMK 00 yIlare ToCyJapCTBEHHBIX IOIUINH,
conepkanieiicst B ['ocymapcTBeHHOM MHOOPMAIIMOHHONW CUCTEME O TOCYAAPCTBEHHBIX U MYHUIIUTIAIBHBIX
IiaTexax, Ha OCHOBAaHUM IPEJCTABICHHBIX 3asSBUTEIEM KOMHUM JOKYMEHTOB, MOATBEPKAAIOIMIUX YILIATY
rOCyIapCTBEHHOM MOLIJIMHBI.

4. B TeyeHue necaTv pabounx JHEH CO JTHS MOCTYIUICHHUs YKa3aHHOTO B YacTy | HACTOSIIEH CTaTbh
3asBJICHUS U HEOOXOJMMBIX JOKYMEHTOB VYIIOJHOMOYEHHBIN (enepanbHblii OpraH HCHOIHUTEIBHON
BJIACTU:

1) mpoBOIUT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTU CBEJICHUM, COJIEPKAIIUXCSA B IIPEICTABICHHBIX
3asgBHUTENIEM MaTepHaliax;

2) [pUHUMAET pELIEHWE O MPOBEACHWM YKAa3aHHBIX B 4acTU 2 HACTOALIEH CTaTbu
COOTBETCTBYIOIIUX IKCIEPTU3 JIEKAPCTBEHHOT'O CPEJCTBA WK 00 OTKa3e B UX MPOBEICHHH;

Undopmarus 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 6 nynkm 3 uacmu 4 cmamou 30 nacmoswe2o
DedepanvbHoeo 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxyuu
3) yBenomIIsieT B 3JIEKTPOHHOM HIJIM MUChMEHHOU (hopme 3asBUTENS O MPUHATOM PELICHUH WU B
Clly4ae TPHUHATHS DPEIICHUS 00 OTKa3e B IPOBEICHUU COOTBETCTBYIONICH OSKCIEPTH3BI C YKa3aHHEM
MPUYMH TAKOTO OTKa3a.

Undopmarust 06 n3MEHEHUX:

Deodepanvrvim 3akoHom om 25 nosopa 2013 o. N 317-@3 cmamesa 30 nacmosaweco DedepanibHo2o
3aKona 0ononeHna yacmoio 4.1
4.1. B ciydae BBISBJICHUS HEJIOCTOBEPHOCTH CBEICHUH, COACPIKANIMXCS B IPEICTaBICHHBIX
3asIBUTENIEM MaTepuaiax, YIOJTHOMOYCHHBIH (eepalbHBI OpraH WCIOJHUTEIHLHOW BIIACTH HAIPABIISCT
3asBUTENI0 3ampoc 00 YTOYHEHHHM YKa3aHHBIX CcBeldeHUi. [laHHBIA 3ampoc MoOKeT OBITh TepeaaH
YIIOJTHOMOYCHHOMY TPEJCTABUTEIIO 3asBUTENS JUYHO IMOJ PACIUCKY, HANpaBleH IO IMOYTE 3aKa3HBIM
MUCHMOM WJIHM TIEpeJaH B AJIEKTPOHHOW (opMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHajlaMm CBs3U. B ciydae
HATPaBJICHUS JIAHHOTO 3arpoca M0 MOYTe 3aKa3HbIM MUCHMOM OH CUUTACTCS MOJIYICHHBIM 10 HCTCUCHHH
HIeCTH JHEH ¢ JaThl HAMpaBJICHHs 3aKa3HOTO TUChMA.

Wndhopmarust 06 n3MEHEHUSX:

Deodepanvrvim 3akoHom om 25 nosopa 2013 o. N 317-DP3 cmamesa 30 nacmosaweco DedepanibHo2o
3aKoHa 0ONnoHeHa yacmoio 4.2
4.2. 3asBuTenb 00s3aH MPEACTAaBUTH OTBET Ha 3aMpoC YMOJIHOMOUYEHHOTO (henepaabHOro opraHa
WCTIOJTHUTEIIEHOM BJIACTH B CPOK, HE MPEBBIMIAIONIMKA JACBIHOCTA pabOYMX JHEW CO JHS IOYYICHUS
naHHoro 3ampoca. Cpok, yka3aHHBIH B uacTu 4 HACTOSIIEW CTaTbM, MPUOCTAHABIMBAETCS CO JHS
HATPaBJICHUS 3asBHUTEIIO 3aIIpOca YIOJHOMOYCHHOTO (eJepalbHOIO OpraHa WCIIOJIHUTEIBHON BIIACTH JIO
TTHSL TIOJIyYEHHUsI UM OTBETa Ha JaHHBIA 3alpOC U HE YYUTHIBACTCS MPU HCUUCICHUU CPOKA MPHHSITHS
pelIeHHsT O BHECEHWW HW3MEHEHWH B JIOKYMEHTBI, COJCpXKAIlHeCs B PETHUCTPAIMOHHOM JOChe Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar s MEAUIIMHCKOTO TPUMEHEHHUS.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axkonom om 22 odexabps 2014 2. N 429-D3 6 uwacmv 5 cmamwvu 30 nacmosweco
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeRus, ecmynarowue 6 cury ¢ 1 urons 2015 a.

Cm. mexkcm yacmu 6 npeovloywett pedaKyuu
5. OcHOBaHMEM JUIs OTKa3a B MPOBEJACHUHU YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThU JKCIIEPTHU3
SBIISICTCS MIPEJCTAaBICHUE JOKYMEHTOB, MEPEUUCICHHBIX B YacTsax | W 3 HacTosIed cTaThbH, B HETIOJIHOM
o0bemMe, HEempeJCTaBICHHUE 3asBUTEJIEM B YCTAaHOBJIEHHBIM CPOK OTBETa Ha YKa3aHHbIM B uactu 4.1
HACTOSIIEH CTaThU 3alpOC YIMOJHOMOUYEHHOTO (hefiepaibHOro OpraHa MCIOJHUTEIBHON BIACTH, a TaKKe
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OTCYTCTBUC B IPCACTABJIICHHBIX JOKYMCHTAX NOCTATOYHBIX CBeI[eHHﬁ, MNOATBCPKAAOIIUX HCOGXO,Z[I/IMOCTB
BHECEHUS U3MEHEHUM, WM OTCYTCTBHE MH(POPMAINH, MOATBEPKIAIONICH (aKT yIiaThl TOCYJapCTBEHHBIX
IMOIIJIMH, YKa3aHHbIX B 4aCTU 3 HaCTOSILLIGﬁ CTaThu.

6. YKa3zaHHbIE B 4acTy 2 HACTOSIIEH CTaThbU SKCIEPTU3bI MPOBOASTCS B MOPSAAKE, YCTAHOBICHHOM
craTeeil 23 Hacrosuiero deaepanbHOro 3aKOHa.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 7 cmamou 30 nHacmosweco
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeti peoaxkyuu

7. B cpok, HEe MPEBBIIAIONINN AECATH padOYuX JHEW CO JHS MOJYyYEHHUs 3aKIIOYCHUN KOMUCCHUM
SKCHEPTOB IO pe3ylbTaTaM yKa3aHHBIX B 4YacTW 2 HACTOALIEH CTAaTbU 3KCHEPTH3, YNOJHOMOYEHHBIN
denepanbHBIN OPraH UCTIOTHUTEIIBHOMN BIIACTH:

1) mnpuHMMaeT pelieHHEe O BHECEHMHM U3MEHEHUH B JOKYMEHTBI, COJAEp)Kalluecs B
PEruCTpPallMOHHOM [JO0Ch€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar s MEIULUHCKOIO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHIA,

2) BHOCUT B TI'OCYJIapCTBEHHBLIN pEEecTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAaHUHU PELIEHUS O
BHECEHMH U3MEHEHUH B JOKYMEHTBI, COAECPKALIUECS B PETUCTPALIMOHHOM JIOChE Ha 3apPErUCTPUPOBAHHBIM
JIEKapCTBEHHBIN Mpernapar sl MEAUIMHCKOTO IPUMEHEHHS, HEOOXOIMMbIE N3MEHEHHS U BO3BpAIACT UX
3asIBUTEIIIO;

3) BbLIAeT 3asBUTEII0 HOBOE PETMCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOrO Ipernapara B
Clly4yae U3MEHEHUS CBEICHUMN, COIePKAIINXCS B HEM.

8. OcHoBaHMEM [UIsl OTKa3a BO BHECEHMM MW3MEHEHUHl B JOKYMEHTBI, COJEpKalluecs B
PErMCTPAlMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar A MEIULUHCKOrOo
IPUMEHEHUS, SBJISETCS 3aKJII0OYEHUE YIIOJHOMOYEHHOTO (peiepalbHOTO OpraHa MCIOJHUTENIBHOM BIACTH O
BO3MOXXHOCTH CHIKEHHS 0€30MacHOCTH, KayecTBa, Y(MEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA B CIy4yae
BHECEHUS TAKUX U3MEHEHUH.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-@3 yacme 9 cmamou 30 nacmosuezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujell 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu
9. Hlomyckaetcst oOpallieHHe JIeKapCTBEHHBIX IMPEnapaToB Il MEIULHWHCKOTO MPUMEHEHHUS 0

UCTCUCHUSI CPOKA TOJTHOCTH, IMPOU3BEACHHBIX B TCUCHUE CTa BOCBMHUJCCATH JHEU IMOCIIC JaThl IPHHSITHS
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM HCIIOJTHUTEIBHON BIACTH PEIICHHUS O BHECEHHM W3MEHEHUU B
JIOKYMEHTBI, COJICPIKAIIUECS B PETUCTPAIIMOHHOM JI0ChE, B COOTBETCTBUH ¢ HH(OpPMAIIHEH, COIepKaIeicst
B JOKYMEHTaX pErucTpaliOHHOTO JOChe Ha JIEKapCTBEHHBIA Mpemapar 0 JaThl MPUHSATHS TaKOTO
peleHusl.

FAPAHT:

Cwm. xoMmeHTapuu K ctathe 30 HacTosimero denepaibHOTO 3aKOHA

Crarbsa 31. BHeceHue M3MEHEHUN B JIOKYMEHTHI, COJAEPKAIINECS B PETUCTPALIMOHHOM JI0ChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpEnapar A1 BETEPUHAPHOTO IPUMEHEHUS

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 1 usmenena c 15 urons 2018 2. - @edepanvusiii 3akon om 4 utonsi 2018 . N 140-D3

Cm. npedvloyuyio peoakyuro
1. B nensix BHecEeHUS M3MEHEHUH B JIOKYMEHTBI, COAEp KALUECS B PErHMCTPALMOHHOM JIOChE Ha
3aperuCTpUPOBAaHHBIN JIEKAPCTBEHHBIM TMpenapar A BETEpUHAPHOIO MPUMEHEHHs, Aep:KaTeiab WU
BJIQJIEJIEl] PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpernapaTa WU YIOJHOMOYEHHOE UM
Jpyroe I0OpUINYECKOE MO (Jajee B HACTOSIIECH CTaThe - 3asBUTENb) MPEACTABISIET B YIIOJTHOMOYEHHBIH
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(denepanbHBIl OpraH HMCHOJHHUTEIBHOM BIACTHU 3asBJICHME O BHECEHMM TaKUX W3MEHEHMH 1o (opme,
YCTaHOBJICHHON YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOJHUTEIBLHOM BIACTH, U MpUIIaraeMble K
HEMY W3MEHEHHs B YKa3aHHBIC JTOKYMEHTBHI, a TaKXe JOKYMEHTHI, MOATBEPKIAIOIIUEe HEOOXOAUMOCTh
BHECEHUS TaKUX M3MeHeHUU. [Ipr HeoOX0aMMOCTH BHECEHUSI U3MEHEHU B JJOKYMEHTBI, COJIep KaIluecs B
PErUCTPAllMOHHOM JIOCbE€ Ha 3apEerUCTPUPOBAHHBIM JICKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO
NPUMEHEHHUS, B CIIy4asx U3MEHEHUS U (WIH) TOTOIHEHHs POU3BOACTBEHHOM IUIOLIA/IKH JIEKAPCTBEHHOTO
CPEICTBa, a TAKXKE M3MEHEHUs II0KA3aTelIe KayecTBa JIEKAPCTBEHHOIO IIpernapara Jyuisi BETEPUHAPHOIO
NpUMEHEeHHUs U (WIM) METOJO0B KOHTPOJIA KadecTBa JICKAPCTBEHHOTO Ipemnapara [Jisi BETEpUHAPHOIO
NPUMEHEHHS 3asBUTENb JIOTIOJIHUTENIHO NPEACTABIsIeT B YHNOJHOMOYEHHBIN (herepanbHblii  opraH
VCIIOJIHUTEJIbHON BIIACTH CIIEYIOLIUE JOKYMEHTBI:

1) xomus JMLIEH3UM HA IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJCTB, BBIIAHHON MPOU3BOAMUTEIIO
JIEKapCTBEHHOIO Mpernapara Jjisi BETepUHAPHOTO IPUMEHEHUS, U1 POCCUMCKUX TPOU3BOAUTEIICH;

2) Komus JUIEH3UM Ha IMPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BBIAAHHON IPOM3BOJUTEIIO
dbapmalieBTUYECKON CyOCTaHIIMM, BXOASIIEH B COCTaB JIGKAPCTBEHHOTO Mperapara Jjisi BEeTEpPUHAPHOIO
IIPUMEHEHUS, JUIsl POCCUICKHUX ITPOU3BOAUTEIICH;

3) xomus AOKYMEHTa, BBIIAaHHOTO YHOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOJAUTENS IS
KQKJIOM NMPOU3BOJCTBEHHON IUIOIIAAKU JIEKAPCTBEHHOTO Ipernapara JJisl BETEPUHAPHOIO NPUMEHEHUS U
MOJTBEPXKJIAIOIIETO COOTBETCTBUE IMPOM3BOAMUTENS JIEKAPCTBEHHOTO Mpernapara TpeOOBaHUSM IPABUII
HaJUIe)KaIEed IPOM3BOJCTBEHHONW MPAKTUKHA, M €ro IIepeBOJ, HAa pPYCCKUM S3bIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM TOPSJIKE, a TAKXKE KOIMS 3aKIOYEHUS O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHWSM  TpaBWJI  HAAJESKAIIEH  MPOM3BOJICTBEHHOW  IMPAKTHKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIOJHUTENBHON BIACTU JUISl KaXJI0M MPOU3BOACTBEHHOMN
IUIOLIA/IKK JIEKAPCTBEHHOI0 Ipernapara Uil BETEPUHAPHOTO NPUMEHEHUs, JM00 KOMNUs pElIeHUs O
MIPOBEICHUM HMHCIIEKTUPOBAHUS MPOU3BOJUTEINS JEKAPCTBEHHBIX CPEACTB, MPUHATOTO YHOJIHOMOYEHHBIM
¢denepanbHBIM OpPraHOM HWCIOJHHUTENBHOM BIACTH Ui KaXJOH TMPOM3BOJACTBEHHOW IUIOIIAIKU
JIEKapCTBEHHOIO IIperapara /i BETEpUHAPHOIO IPUMEHEHUSA. Y Ka3aHHbIE JOKYMEHTHI MIPEICTaBIISIOTCS B
Cly4yae, €CiIu IPOU3BOJCTBO JIEKAPCTBEHHOIO Ipemapara JUisi BETEPUHAPHOTO  NPUMEHEHUs
OCyILeCTBIsAETC 3a npenenamu Poccuiickon @enepanny;

4) Komus JOKYMEHTa, BBIJAHHOTO YHNOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOAUTENS
(bapmarneBTHYECKON CYOCTaHLIMU M MOATBEPKIAIOIIEr0 COOTBETCTBUE MPOU3BOAUTENS (papMalieBTHUECKOM
cyOCTaHIIMM, BXOJALIEH B COCTaB JIEKAPCTBEHHOrO IIperapaTa JUisi BETEPUHAPHOTO NpPUMEHEHUS,
TpeOOBaHUAM TpaBUJl HaJUIeXKalled MPOM3BOJCTBEHHON MPAaKTUKH, M €ro MepeBOJ Ha PYCCKUHM S3BIK,
3aBEpEHHbIE B YCTAHOBJIEHHOM IOPSJIKE, B Clydae, €Clu MPOU3BOJCTBO (papMaleBTUUECKON CyOCTaHIIUU
OCylLeCTBIsAETC S 3a npenenamu Poccuiickon denepannu.

Wndhopmarust 06 n3MEHEHUSX:

Cmamuvs 31 donoanena uacmoto 1.1 ¢ 15 uona 2018 e. - @eodepanvhuiti 3akon om 4 urwona 2018 e. N
140-D3
1.1. B cnyyae usmeHeHust U (WJIK) JOTOJHEHHs MIPOU3BOJICTBEHHOM TUIOMIAIKH JIEKAPCTBEHHOTO
CpencTBa JTOKYMEHTBHI, YKa3aHHbIE B dYacTh | HACTOAIMIEW CTaThbW, NPEICTABIAIOTCS 3asBUTEIEM B
OTHOIICHHH W3MEHSeMOW H (MJM) JOMONHSEMOW TPOM3BOACTBEHHON IUIOMIANKH JIEKAPCTBEHHOTO
cpenctBa. Pemenne o BHECEHWH M3MEHEHHUI B JIOKYMEHTHI, COJICPKAIIUECS B PETHCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar Jjis BETEPHHAPHOTO MPUMEHEHUs, Ui 00 OTKa3e B UX
BHECEHHH MPUHUMAETCS B Clydae HEOOXOAMMOCTH MPOBEJACHUS IKCIIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA B
CPOK, HE TIPEBBINIAIOIINN AeBSIHOCTA PabOUMX JHEH, a B OCTANBHBIX CIy4asX B CPOK, HE MPEBBIMIAIONINI
TpUAIATH pabovYMX THEW CO AHS MPHUHSATHS YIOJIHOMOYECHHBIM (peepaabHbIM OPraHOM HCIOJHUTEITHLHON
BJIACTH 3asIBJICHUS] O BHECEHUU TaKUX U3MEHEHUM.

Wudopmanust 00 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 2 cmamou 31 Hacmoswe2o
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.
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Cm. mexkcm yacmu 6 npedvloyuetl pedaKyuu

2. B cnyyae BHeceHUsI U3MEHEHHI B JIOKYMEHTBI, COJEpKAIIUecs B PETUCTPALMOHHOM J0Che Ha
3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpenapar i BETEPUHAPHOTO NPUMEHEHHUS, B OTHOIICHUHU
CBEJICHUHM, yKazaHHbIX B noanyukrtax 'e", "x", "k", "n", "m", "c¢", "x" nyukra 7 uvactu 3 crarbu 17
Hactosimiero defepabHOrO 3aKOHA, MU3MEHEHUsS] W (WJIM) JIOMOJHEHHS MPOU3BOJCTBEHHOMN ILIOIIAIKU
JIEKapCTBEHHOT'O CPEACTBA, a TakKe B Cilydyae H3MEHEHHs IoKa3aTeleld KadyecTBa JIEKapCTBEHHOTO
npenapara Jyisi BETEPUHAPHOTO NPUMEHEHUS W (MJIM) METOAOB KOHTPOJIS KadecTBa JIEKApPCTBEHHOTO
npenapara s BETEPUHAPHOTO MPUMEHEHUS MPOBOAMUTCA SKCIEPTH3a JIEKAPCTBEHHOTO CPEJCTBA IS
BETEPUHAPHOTO TpUMEHEHUs. B ciydae HE0OXOIUMOCTH BHECCHHSI WHBIX W3MEHEHUH B JIOKYMEHTHI,
CoJlepiKallfecss B PErUCTPAllMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpernapaT s
BETEPUHAPHOTO NMPUMEHEHHUS, IKCIIEPTU3a JICKAPCTBEHHOTO CPEACTBA JIJIsi BETEPUHAPHOTO IPUMEHEHUS HE
MPOBOJIUTCA.

Wndopmarius 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 okmsaops 2014 2. N 313-@3 6 uacmv 3 cmamou 31 nacmosiwyeco
DedepanbHoe0 3aKOHA 8HeCeHbl UsMeHeHusl, ecmynarouue 6 cuny ¢ 1 ausaps 2015 2.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3. C 3asBNEHHEM O BHECEHHWU H3MEHEHUIl B JOKYMEHTHI, COJEp>KaIlhecs B PETUCTPALMOHHOM
JIOChE Ha 3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIM Mpernapat i BETEPHHAPHOTO MPUMEHCHHSI, HaPSIAY C
JOKYMCHTaMH, yKa3aHHBIMH B 4acTW | HACTOSIICH CTaThW, NPEICTABISIOTCS JOKYMEHTHI,
MOJITBEPKIAIOIIUE YILIATYy TOCYIapCTBCHHOW IONUIMHBI 32 BHECCHHE B JIOKYMEHTHI, COJEp)KAIUecs B
PETUCTPAIIMOHHOM JIOChE Ha 3aperHMCTPUPOBAHHBIA JICKAPCTBEHHBIN Tpenapar Jjis BETCPUHAPHOTO
NPUMCHCHUS, W3MEHEHUH, TPeOYIOIMMX TPOBEACHHUS OKCIEPTH3BI JICKAPCTBEHHOTO CPEACTBA IS
BETCPUHAPHOTO MPUMCHEHUS, WK U3MEHEHH, He TPEOYIONUX MPOBEICHHS IKCIIEPTH3BI JICKAPCTBEHHOTO
CpEeJICTBA JIJIsl BETEPUHAPHOTO MPUMCHCHHS.

4. B cpok, He MPEBBIIAIONINN JecITH pado4nX JHEH CO JHS MOCTYIUICHUS YKa3aHHOTO B YacTH |
HACTOSIICH CTAaThU 3asBIICHUS W HEOOXOIMMBIX JIOKYMEHTOB, YIOJHOMOYCHHBIH (heaepaabHbId OpraH
UCTIOTHUTENbHOM BIIACTH:

1) mpOBOUT MPOBEPKY TOTHOTHI U JIOCTOBEPHOCTH CBEJICHUH, COICPKAIIUXCS B MIPEICTABICHHBIX
3asiBUTENIEM JTOKYMEHTAX;

2) IpUHUMAET PEIIeHUE O MPOBEICHUHN YKCIIEPTU3BI JICKAPCTBEHHOTO CPEACTBA JIJISl BETCPUHAPHOTO
MPUMEHEHHUS WIH 00 0TKa3e B €€ MPOBEICHUH;

3) yBemoMsieT B MTUChbMEHHOU (popMe 3asBUTENSI O MPUHSATOM PEHICHHH WU B CIydae MPUHSATHS
pemieHuss o0 oOTKaze B TMPOBEACHUM OKCIEPTHU3Bl JIEKAPCTBEHHOTO CpEACTBA [UIsl BETEPUHAPHOTO
MIPUMEHEHHUS C yKa3aHUEM IMPUIHH TaKOTO OTKa3a.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 31 dononnena uacmoio 4.1 ¢ 15 wwona 2018 e. - @edepanvruiii 3axkon om 4 uona 2018 e. N
140-D3
4.1. B ciy4ae BbISIBICHHS] HEJOCTOBEPHOCTH U (WJIM) HEJOCTATOUHOCTU CBEACHUMN, COAEpKAIUXCS
B TPEACTABJICHHBIX 3asBUTEJEM JOKYMEHTaX, YIMOJHOMOYEHHBINH (enepaabHblii opraH UCIOJIHUTEIbHON
BJIACTU HAIPaBIISIET 3asBUTENIO 3alpoc 00 YTOYHEHMM YKa3aHHBIX CBEJCHHM. 3ampoc MOXeT ObITh
nepeJaH yInoJIHOMOYEHHOMY NPEACTABUTENIO 3asBUTENS MOJ PAaCHHUCKY, HAIPABJIEH IO MOYTE 3aKa3HBIM
MUCHbMOM WJIM TepelaH B AJIEKTPOHHOU ¢opMe MO TeeKOMMYHHMKAIIMOHHBIM KaHajaM cBsi3u. B ciyuae
HalpaBJIeHHUs 3ampoca 00 YyTOUHEHHM YKa3aHHBIX CBEJCHHUN MO MOYTe 3aKa3HbIM MHCbMOM OH CUHTAETCS
MOJIyYE€HHBIM 10 UCTEYEHHUH LIECTH JTHEH ¢ JaThl HAMpaBJIeHHs 3aKa3HOr0 MUChMa.

Wndopmarys 06 M3MEHEHHSAX:

Cmamws 31 oonoanena uacmoio 4.2 ¢ 15 uonsa 2018 2. - @edepanvroiii 3axon om 4 uwona 2018 2. N
140-D3

4.2. 3asBuTenb 00s3aH MPEACTaBUTh OTBET Ha 3alpoc YMOJIHOMOUYEHHOro (henepaabHOro opraHa

UCTIOTHUTENILHON BIACTH B CPOK, HE MPEBBIMIAIONINKI AeBSHOCTA pabOYMX JHEW CO JHS TONYYEeHUS
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naHHoro 3ampoca. Cpoku, yka3zaHHble B uacTu |.] Hacrosimed cTaTb, IPUOCTAaHABIMBAIOTCS CO JHS
HalpaBJICHUs 3asBUTEIIO 3apoca YIOIHOMOUYEHHOTO (peiepasbHOro OpraHa UCIOJIHUTENIBHONW BIACTH 110
JIHS ITOJTYYEHUS OTBETA HA JAHHBINM 3aIIPOC U HE YUUTHIBAOTCS IIPU UCUUCICHUH CPOKA IIPUHATHUS PEILICHUS
O BHECEHUMM MW3MEHCHMM B JIOKYMEHTBI, COJAEpXKAIMECSs B  PETUCTPALIMOHHOM JOChE Ha
3aperuCcTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar Juisi BETEPUHAPHOIO IPUMEHEHHSL.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 5 usmenena c 15 uonsn 2018 2. - @eoepanvruiii 3axon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro pedakyuio

5. OcHoBaHWeM JUIsl OTKa3a B TIPOBEICHHH OSKCIEPTU3Bl JIGKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO TPUMEHECHHS SIBJISICTCS NPEJICTABICHHE IOKYMEHTOB, YKa3aHHBIX B dacTsix | u 3
HACTOSIIEH CTaThH, B HEMOJHOM O0BEME HIIM OTCYTCTBHE B MPEICTABICHHBIX JOKYMEHTaX JOCTATOYHBIX
CBEICHHIA, MTOATBEPKIAIOIINX HEOOXOAMMOCTh BHECEHUS M3MEHEHUH, JINOO HEMPEICTABICHHE 3asBUTEIICM
B YCTaHOBJICHHBI CPOK OTBETa Ha YKa3aHHBIA B uacTh 4.1 HACTOSIIEH CTAaThbH 3allPOC YIIOJIHOMOYEHHOTO
(denepaabHOro OpraHa UCIOJTHUTEIBHOMN BIACTH.

6. DKcrnepTu3a JIeKapCTBEHHOTO CPENCTBA JUIsl BETEPUHAPHOTO NMPHUMEHEHUsS B IIENIIX BHECEHUs
U3MCHECHUH B JIOKYMEHTBI, COJEpXKAIlMeCs B PETHUCTPAIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIN
JICKapCTBEHHBIH Mperapar JJisi BETCpUHAPHOTO TPUMEHEHHSI, OCYIECTBIISIETCS B MIOPSIKE, YCTAHOBICHHOM
crarbeil 24 Hacrosuero deaepaibHOro 3aKoHa.

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 okmsaops 2014 2. N 313-@3 cmamwes 31 nacmosweco DPedepanibHoco
3aKOHaA 00NnoaHeHa wacmvio 6.1, écmynarowei 6 cuiy no ucmeudeHuu mpuoyamu OHell Nocie OHs
ouyuanvrozo onybiukosanus HazeanHo2o PedepanbHozo 3aKOHA

6.1. B cpok, He MPEBHIMIAIIINN MSATH padOYNX THEH CO JHS MOTYyYSHHS 3aKIIOUYEHUS KOMHCCUU
AKCIEPTOB IO pe3yJibTaTaM YKa3aHHOM B 4acTHU 2 HACTOSLIEH CTaThbU SKCHEPTHU3bI, YINOJIHOMOYEHHBIN
dbenepanbHBI OpraH UCIOJHUTEIBHON BIACTH:

1) mnpuHMMaeT peleHne O BHECEHMHM UW3MEHEHHUH B JIOKYMEHTBI, COJepXkKaliuecs B
PETHCTPALIMOHHOM JIOCh€ Ha 3apEerUCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mpenapar sl BETEPUHAPHOTO
MpUMEHEHUS, WU 00 OTKa3€ BO BHECEHUH TaKUX U3MEHECHHUII;

2) BHOCHUT B TOCYJapCTBEHHBIH pEEecTp JEKapCTBEHHBIX CPEJICTB HAa OCHOBAaHUHU PEUICHHS O
BHECEHHH M3MEHEHUH B JOKYMEHTHI, COACPIKAIIUECs B PETUCTPALIMOHHOM JIOChE Ha 3apPETUCTPUPOBAHHBIM
JIEKapCTBEHHBIN Mpemnapar Jisl BETepUHAPHOTO IPUMEHEHHU S, He00X0JUMbIe N3MEHEHHUS U BO3BpAIlaeT ITH
JIOKYMEHTBI 3asIBUTEITIO.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 31 dononnena uacmoio 6.2 ¢ 15 uonsn 2018 e. - @edepanvruiii 3axkon om 4 uona 2018 e. N
140-D3
6.2. B ciiydae BHECEHUSI M3MEHEHHM B JOKYMEHTBI, COJIEPKAIINECS B PETUCTPALIMIOHHOM J0ChE Ha
3apEeTruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar Ajis BETEPUHAPHOIO0 NPUMEHEHUS, B YaCTH, KacaroIlencs
W3MEHeHusT W (WJIM) JIOMOJIHEHHS TPOU3BOACTBEHHOHN TUIOMIAJKKA JIEKAPCTBEHHOTO TMperapara, IpHu
MPEICTABICHUH 3asBUTEJIEM B COOTBETCTBUU C ITYHKTOM 3 4HacTW | HACTOSIIEH CTAaThU KOMHHU PEIICHUS
YIOJHOMOYEHHOTO (eIepaIbHOTO0 OpraHa HWCIOJHUTEIBHONW BIIACTH O TMPOBEACHUU WHCIICKTUPOBAHMS
MPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEJICTB CPOK, YKa3aHHbIH B uyactu 6.1 HacTosIlleld CTaThu,
MPUOCTAHABIMBAETCS CO JIHS TIOJYYCHHS 3aKIIOUEHUS KOMHUCCHU DKCIEPTOB [0 MJHS TPUHATHSA
YIIOJTHOMOYEHHBIM (heJiepaTbHBIM OPTaHOM HCIOJHUTENBHON BIACTH PELISHHUS O BbIJaue Ui 00 OTKa3e B
BBIJIa4€ 3aKIIOUYEHUS O COOTBETCTBHUHU IPOM3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM TIPABUII
Ha/JIeXkKaIel MPOU3BOJCTBEHHON PAKTHKH, HO HE 0O0Jiee UeM Ha CTO BOCEMbJIECAT pabouuX THEH.

Wudopmanust 00 U3MEHEHUIX:
Yacmo 7 usmenena c 15 urons 2018 2. - @edepanvusiii 3akon om 4 utons 2018 . N 140-D3

CMm. npedvloywyro pedaKyuio
7. OcHoBaHHWeM [UIsi OTKa3a BO BHECEHHHM W3MEHEHUH B JOKYMEHTBI, COJIEpKalluecss B
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PErUCTPALlMOHHOM JI0ChE€ Ha 3apEerUCTPUPOBAHHBIM JICKAPCTBEHHBIN Ipenapar Uil BETEPUHAPHOIO
IPUMEHEHHUs, B CIy4asx, He TPeOyIOIUX MPOBEICHHs 3KCIEPTU3bI JIEKAPCTBEHHOIO CPEJCTBA, SBISAETCA
NpeCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4HacTsX | M 3 HacTOAIIEW CTAaThH, B HEMOJHOM OoObeMe WU
OTCYTCTBUE B IPEACTABICHHBIX JOKYMEHTaX CBEJEHHUH, KOTOpPbIE OJDKHBI ObITh B HUX OTPaXKEHbI, JTUOO
HENPEJCTaBICHUE 3asiBUTEIIEM B YCTAHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHbIM B uacTtu 4.1 Hacrosiuen
CTaThU 3aIIPOC YIIOJIHOMOYEHHOTO (heZiepalbHOTO OPraHa UCIIOJHUTEIbHON BIACTH.

Wndopmarius 06 H3MEHEHUSX:

Cmamusa 31 oononnena wacmoio 7.1 ¢ 15 uona 2018 e. - @eodepanvhuiti 3akon om 4 uwona 2018 e. N
140-@3
7.1. OcHOBaHWEeM JUIsl OTKa3a BO BHECCHWH W3MEHCHHMH B JOKYMEHTBI, COJIEpIKAIUeCs B
PETHCTPAIIIOHHOM JO0Ch€ Ha 3apeTrUCTPUPOBAHHBINA JICKAPCTBEHHBIN IMpemapaT Ui BETEPUHAPHOTO
NPUMEHEHHS, B CIIydasX, TPEOYIOIMX IMPOBEACHUS SKCHEPTH3bI JICKAPCTBEHHOTO CPEJICTBA, SBIISCTCS
3aKJIIOYCHHE YIMOJHOMOUYEHHOTO (pelepalbHOr0 OpraHa HCIOJIHUTEILHOW BJIACTH O BO3MOXKHOCTH
CHIDKEHHSI 0€30MaCHOCTH, KadecTBa, 3()()EKTUBHOCTH JICKApPCTBEHHOTO IMperapara BCICICTBUE BHECCHUS
W3MCHCHUH B yKa3aHHBIC JOKYMEHTHI, OTKa3 YIOJHOMOYCHHOTO (heJepaabHOro OpraHa UCTIOTHUTEIbLHOM
BJIACTH B BBIJa4ye 3aKJIFOYCHHS O COOTBETCTBUU TPOM3BOJHUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBaHUSIM
MpaBWJI  HaJJIeXkKAIIed TPOU3BOJACTBEHHOW NPAKTHKU B Cllydae W3MCHEHUsS W (WJIU) JIOMOJTHCHHUS
NPOM3BOJICTBCHHOM IUIOIIAAKU JICKAPCTBEHHOTO IMperapara, eCJid IPOU3BOJCTBO JICKAPCTBEHHOTO
npernapara Uil BETEpUHApPHOrO NMPUMEHEHHs OCYILECTBIsIETCS 3a mnpenenamu Poccuiickonn denepanuu,
WJINA OTCYTCTBHE ITOTO 3aKIFOUYCHUSI.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 o. N 429-@3 uyacmv 8 cmamvu 31 nacmoswezo
DedepanvbHo2o 3aKOHA U3N0AHCEHA 8 HOBOL pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
8. Homyckaercsi oOpallleHHE JICKAPCTBEHHBIX IPENaparoB il BETEPHHAPHOTO MPHUMEHEHHsS 10

UCTCUCHUSI CPOKA TOJTHOCTH, MPOU3BEACHHBIX B TCUCHUE CTa BOCBMHUJCCATH JHEU IMOCIIC JaThl IPHHSITHS
YIIOJTHOMOYEHHBIM (pe/iepalbHbIM OPTaHOM HMCIIOJHUTEIBHON BIACTH PEIICHUS O BHECEHUHM W3MEHEHUU B
JIOKYMEHTBI, COJICPIKAINECs B PETHCTPAIIMIOHHOM JIOChE Ha JICKAPCTBEHHBIN MpemnapaT, B COOTBETCTBUU C
uH(popMalel, coiepkaiieiics B JOKyMEHTaX PETUCTPAMOHHOTO JI0ChEe Ha JIEKAPCTBEHHBIN Mpenapar 110
JAThl IPUHSTHS TAKOTO PEIICHHS.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 31 HaCTOAIICTO @ez[epanLHoro 3aKOHa

Cratbs 32. OTMeEHa TOCyIapCTBEHHOW PETHCTPAIUK JIEKAPCTBEHHOTO Mpernapara

Pemennie 00 oTMeHe ToCyJapCTBEHHON PETUCTPAlMU JIEKAPCTBEHHOTO MpernapaTa U UCKIIOYEHUN
JIEKapCTBEHHOI'0 IpernapaTa M3 TOCYJapCTBEHHOTO pEECTpa JIEKAPCTBEHHBIX CPEJICTB MPUHUMAETCS
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HCIIOIHUTEIHHON BJIACTH B CIIydae:

1) MPEACTABIICHUS COOTBETCTBYIOIIIMM  YIIOJITHOMOYEHHBIM benepanbHbIM OpraHoM
UCTIOTHUTENILHOM BIACTH 3aKJIIOUEHUST O pUCKEe WIM 00 Yrpo3e 3J0pPOBbIO, XU3HU UEIOBEKAa WIH
KUBOTHOTO TpHU MPUMEHEHUHU JIEKApCTBEHHOTO IMpernapara, MPEeBBIIAINMX €ro 3(p¢GeKTUBHOCTb, IO
pe3yJbTaTaM OCYIIECTBISIEMOT0 UM MOHUTOPHUHTA 0€30MaCHOCTH JIEKapCTBEHHOTO Mpernapara;

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-®@3 6 nynkm 2 cmamovu 32 Hacmosuwe2o
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaKyuu
2) mojauu AeprKaTelleM WIM BIAJENbLEM PETHCTPALIMOHHOTO YJOCTOBEPEHMSI JIEKAPCTBEHHOTO
npernapara  WIM YINIOJHOMOYEHHBIM UM JPYIMM IOPUAMYECKHM JIMIOM 3asBIEHHS 00 OTMeHe
roCy/IapCTBEHHOW PETUCTPALIMHU JIEKAPCTBEHHOTO MPEnapara;
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3) HENMOATBEPXKIEHUS FOCYIapCTBEHHONW pErucTpalyy JIEKAPCTBEHHOrO Mpernapara 1o UCTEYEHUU
CpOKa JIeHCTBHSI PETUCTPALIMOHHOIO YAOCTOBEPEHNUS, BBIAAHHOTO HA IISTh JIET;

4) wHempexacTaBieHUs 3asBUTENeM HMH(OpMAIMKM, KOTOpas MOXET IOBJIeYh 3a CO0OM
HEOOXO/MMOCTh BHECEHHs W3MEHEHHH B JOKYMEHTBI, COJEp)Kallhecs B PEruCTPAallMOHHOM JIOChE Ha
3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpenapaT, B TEYCHHWE TpHALUATH pPadO4YMX JHEH co JaHA
HACTYIUICHUSI 3TUX U3MEHEHUH;

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oOexabps 2014 2. N 429-®@3 6 nynkm 5 cmamwvu 32 nacmosue2o
DedepanvbHo20o 3aKOHA BHeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mekcm nyHkma 6 npeovioyujeli peoaxkyuu
5) OCyIIECTBJICHUSI TOCYIAPCTBEHHON PETUCTPAIMH JIEKAPCTBEHHOTO Iperapara Mmoj TOPTOBBIM
HAUMEHOBAHHEM 3apErHCTPUPOBAHHOTO paHee MOJ ATHUM TOPrOBBEIM HAMMEHOBAHHEM JIEKapCTBEHHOTO
npernapara, OTIMYAIONIET0Csl KAYeCTBEHHBIM COCTaBOM JICHCTBYIOIINX BEIIECTB;

Undopmaris 06 n3MEHEHUX:
Ilynkm 6 uzmenen c 15 utonsn 2018 2. - @edepanvuwiii 3axkon om 4 utonsn 2018 . N 140-D3

CMm. npedvloyuyro pedaKyuio
6) OCYILECTBIICHUS TOCYJAPCTBCHHOM PErHCTPALMU OJTHOTO M TOTO YK€ JIEKAPCTBEHHOTO Iperapara
B OTHOIICHWH OJHOTO W TOTO JK€ JepKaTels WM BIAJENIbIa PETUCTPANMOHHOTO YIOCTOBEPECHHUS
JICKApCTBCHHOTO TIperapata B BHUJIC JBYX M 0OoJiee JICKQpPCTBEHHBIX IPEIMapaToB MOJ Pa3InYHBIMH
TOPTOBBIMU HAMMECHOBAHUSIMU;
7) BBIHECEHWS CYIOM pCIICHWs O HapylmIeHWH TpaB NpaBooOiajatelis  O00OBEKTOB
WHTEIICKTYyaTbHOW COOCTBEHHOCTH TP OOPAIICHUH JICKAPCTBEHHBIX CPEJICTB;

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 32 nacmosuwezco PedepaibHoco
3aKoHa dononxeHa nynkmom 8, ecmynarowum 6 cuny ¢ 1 uronsa 2015 2.
8) oTCyTCTBHUS JIEKApPCTBEHHOTO MpernapaTta B oOpamennu B Poccuiickoit denepanuu B TeUeHUE
Tpex u Oosee JeT;

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 32 nacmosweco PedepaibHoco
3aKOoHa 0onoanena nyHkmom 9, scmynatrowum 6 cuny ¢ 1 urons 2015 e.

9) HeBBIIONHEHHUS Jep)KaTeleM WM  BIAACNbIEM PErucTPalMOHHOTO  YAOCTOBEpPEHUs
JIEKapCTBEHHOTO MperapaTa JM00 YIOJIHOMOUYEHHBIM UMH IPYTUM FOPUAMYECKUM JTHUIIOM MEPOTIPUSATHH 10
obOecrieyeHUI0  OE30MACHOCTH  JIEKApPCTBEHHBIX MPENaparoB, YCTAHOBJICHHBIX  YIIOJTHOMOYEHHBIM
dbeneparbHBIM OPraHOM HCTIOTHUTEIHHON BJIACTU B COOTBETCTBHH C YacTsiMU 3 U 4 cTaThu 64 HACTOSIIIETO
®denepallbHOTO 3aKOHA, B paMKax OCYILECTBICHHS (apMaKkoHaA30pa;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 32 nacmosuweco PedepaibHoco
3axona oonoanena nynkmom 10, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

10) oTkaza paepkaTens WM BIAJENblla PETUCTPAMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mperapara Ju00 YIOJHOMOYCHHOTO MMM JPYTroro IOPHIWYECKOTO JUIlAa OT BHECEHUS H3MEHEHWH B
MHCTPYKIIMIO TI0O TPUMEHEHHUIO0 JIEKApCTBEHHOTO IIpernapaTra, KacalolIUXCs HOBBIX TMOATBEPKIACHHBIX
JTAHHBIX O TOM, YTO PHCK NMPHYMHEHHUS Bpeaa 3J0POBBIO YEIIOBEKA WIIM JKUBOTHOTO BCJICJCTBHE MpHEMa
JIEKapCTBEHHOTO Tperapara mpeBsiaeT 3 (GEeKTUBHOCT €ro MPUMEHEHHSI.

T'APAHT:

CMm. koMMeHTapuH K ctaThe 32 HacTosmero denepanbHOro 3aK0Ha

Crarba 33. ['ocynapCTBEHHBIN peeCTp JIEKAPCTBEHHBIX CPEJICTB
TAPAHT:
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Cwm. Ilonoxenue o ['ocymapcTBEeHHOM peecTpe JCKApPCTBEHHBIX CPEICTB, YTBEPKIACHHOE MHH3IpaBOM
P® 1 nexabps 1998 r. N 01/29-15
1. TocynapcTBeHHBIN peecTp JEKApCTBEHHBIX CPEICTB COJCPKUT TMEPEYCHb JICKAPCTBEHHBIX
IpernapaToB, MPOIISANINX TOCYJIaPCTBEHHYIO PETMCTPALIHIO, MepeYeHb (apMalleBTUYCCKUX CyOCTaHIUH,
BXOJISIINX B COCTAB JICKAPCTBEHHBIX MIPETAPATOB, U CICIYIOIIYI0 HH(POPMAIIUIO:
1) B OTHOIIICHHUH JICKAPCTBEHHBIX IIPEIapaToOB:

Wndopmarius 06 H3MEHEHUSX:

Deodepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ noonynkm "a" nynkma 1 wacmu I cmamou
33 nacmosaweeo PedepanbHo2o 3aKOHA 6HeCeHbl UsMeHeHUs, ecmynarouue 6 cuny ¢ 1 utona 2015 a.

Cm. mexcm noonyHkma 6 npeovioyujell pedaxKyuu
a) HaWMCHOBAHHWE JICKAPCTBEHHOTO Tpenapara (MEeXIyHapOJIHOE HENaTeHTOBAHHOE, WIIH
TPYNIHPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HANMEHOBAHWS),
0) iekapcTBeHHas opMa ¢ yKazaHHEM J03UPOBKH JICKAPCTBEHHOTO Mperapara u ero KOJIU4ecTBa B
NOTPEOUTENHCKOM YIIaKOBKE;

Wuopmarus 06 H3MEHEHHSIX:
Iloonynxm "8" usmenen c 1 sneaps 2018 2. - @edepanvuwiii 3axon om 28 dexabps 2017 2. N 425-D3

Cm. npeowvloywyro peoakyuio

B) HAUMEHOBAHHME JICPKATEIIS WM BJaJIeiIblla PETUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara M CBEICHHUS O PETHCTPAllUU JICp)KaTellsl WM BJIAJelblla PErHCTPAMOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOTO Ipernapara il MEIUIIMHCKOTO MTPUMEHEHHSI B KQUECTBE HAJIOTOIIATEIbIINKA B CTpaHE
perucrpanuu (Ui POCCUHCKUX FOPUIUUECKUX JIUI] - UICHTU(DUKAIMOHHBIA HOMEP HAJIOTOIUIATEIbIINKA
(MHH), nnst ”HOCTpaHHBIX IOPUAMYECKHUX JIUI] - CTPaHA PETUCTPAllY, HAMMEHOBAHUE PErUCTPUPYIOMIETO
OpraHa, perucTpalMOHHBIA HOMEP, KOJ HAJIOTOIUIATENIBIINKA B CTPAHE PETUCTPAIK (MHKOPIIOPAIIUN) W
€ro aHajor);

Wuopmarus 06 H3MEHEHHSIX:
Iloonynxm "2" usmenen c 1 sneaps 2018 e. - @edepanvusiii 3axon om 28 oexabpsa 2017 2. N 425-D3

Cm. npeodvloywyro peoakyuio
I') HAUMEHOBAHHE U aJJpec MPOU3BOIUTENS JIEKAPCTBEHHOTO Mpenapara U CBEIEHUS O PErUCTpaIiU
NPOM3BOMUTENST  JIKAPCTBEHHOTO  Tpemapara Juii  MEAWIWHCKOTO TNPUMEHEHHS B  KadyecTBe
HaJIOTOIJIaTeNbIMKA B CTPaHEe PerucTpanuu (A1 POCCUHCKUX OPUIMUECKUX JIUIL - UIEHTH(PUKAIMOHHBIH
HoMep Hanoromuatensika (MHH), mist WHOCTpaHHBIX IOPHIMYECKUX JIMII - CTpaHa PETUCTPAIUH,
HalMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, PerucTPallMOHHBI HOMEp, KO/l HaJOroIuIaTeNbIIMKa B CTpaHe
peructpanuu (MHKOPIOPALUK) WK €ro aHaJior);

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 noonyuxkm "0" nynkma I uvacmu 1 cmamou 33
Hacmosweco PedepanrbHo20 3aKOHA UZNIONHCEH 8 HOBOU pedakyuu, écmynaroujeli 6 cury ¢ 1 utons 2015 a.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxKyuu

1) dbapmakoTeparneBTHICCKAs rpymmna, KOJI JIEKapCTBEHHOTO mpernapara o
aHATOMO-TEPaNeBTHUECKO-XUMUUYECKON KllacCu(UKallui, peKOMEHAOBaHHOW BcemupHOil opranuzarueit
3IIPaBOOXPAHEHHSI,

€) MOKa3aHus U MPOTUBOMOKA3aHUS K IPUMEHEHUIO JIEKapCTBEHHOTO Mpernapara;

’K) TOOOYHBIE JICHCTBYS JIEKAPCTBEHHOTO Mpernapara;

3) CPOK FOJTHOCTH JICKAPCTBEHHOTO Mpernapara;

1) YCIIOBUS XpaHEHUS JICKApCTBEHHOTO Mpernapara;

K) YCJIOBHSI OTIyCKa JIEKAPCTBEHHOT'O MIperapara;

) HOMep (apMakoleWHOW CTaThl WM B CIIy4ae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOI
JOKYMEHTAIMH JIN0O0 HOPMAaTUBHOTO IOKYMEHTA;

Wudopmanust 06 U3MEHEHHUSX:
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Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 noonynkm "m" nynkma 1 wacmu 1 cmamou
33 nacmosaweeo PedepanrbHoco 3aKOHA HECeHbl UsMeHeHUs, ecmynarouue 6 cury ¢ 1 utoas 2015 a.

Cm. mexcm noonyHkma 6 npeovioyujell peoaKyuu
M) JlaTa TOCYJapCTBEHHON pPETHUCTpAIlMU JICKAPCTBEHHOTO Mpernapara M €ro pPerucTparmoHHbIN
HOMEp, Jara 3aMEeHbl PErHCTPAMOHHOTO YIOCTOBEPEHUS JIGKAPCTBEHHOTO Iperapara Ha OeccpodyHoe
PETUCTPAIIMOHHOE ~ YIOCTOBEPEHHE JIGKAPCTBEHHOTO INpemapara, Jara [oJadd  3asBICHUS O
NOJTBEPXKIICHUM  TOCYJApCTBEHHON  pEerucTpali  JIGKAPCTBEHHOrO  Mpernapara, Jara  OTMEHBI
rOCY/IapCTBEHHOW PETUCTPALIMU JICKAPCTBEHHOTO Tpernapara;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oekadps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmosiueco
DeodepanvHoeo 3akoHa 0onoanen noonyukmom "n", ecmynarowum 6 cuny ¢ 1 uronsn 2015 a.
H) KaueCTBEHHBIM COCTAaB M KOJUYECTBEHHBIN COCTaB JEHCTBYIOIIMX BEIIECTB M Kau€CTBEHHBIM
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO MpEIapara;

Undopmaris 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 22 oekadps 2014 2. N 429-®D3 nynkm 1 wacmu 1 cmamou 33 Hacmoswe2o
Dedepanvroeo 3akoHa dononnen noonyukmom "o", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
0) uHpopmarrs 000 Bcex pa3pelIeHHbIX BUAaX BTOPUYHOM (TOTPEOUTENBCKOM) YITaKOBKY;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oekadps 2014 2. N 429-®D3 nynkm 1 wacmu 1 cmamou 33 Hacmoswe2o
DedepanbHo20 3akona dononer noonyukmom "n", ecmynarowum 6 cuny ¢ 1 urons 2015 .
M) JaTa TPUHITHS PEIICHUS O BO3MOXKHOCTH pPAacCMAaTpHBaTh JICKAPCTBCHHBIH Ipenapar mpu
roCy/IapCTBEHHOU PETUCTPAllMU B Ka4yeCTBE OPPaHHOIO JEKAPCTBEHHOTO Mpernapara;

Undopmarus 06 n3MEHEHUX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 nynkm 1 wacmu I cmamou 33 nacmosue2o
Deoepanvroeo 3akoHa donoanen noonyukmom "p", ecmynarowum 6 cuny ¢ 1 urons 2015 a.
p) HalIM4yue JEKapCTBEHHOTO Mperapara B TepeyHe >XKU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JICKapPCTBEHHBIX MPETapaToB;

Wndopmarys 06 n3MEHEHHSAX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 nynxkm 1 wacmu I cmamovu 33 nacmosue2o
DedepanbHo2o 3akona dononner noonyukmom "c", ecmynarowum 6 cuny ¢ 1 urona 2015 a.

C) HaJM4Me B JIEKApCTBEHHOM Ipenapare HapKOTUYECKUX CPENICTB, IICUXOTPOMHBIX BEIIECTB U MX
IIPEKYPCOPOB, MOIEKAINUX KOHTpoutro B Poccuiickoit denepannn, B COOTBETCTBUU € 3aKOHOAATEIBCTBOM
Poccuiickoit @enepannn, MeK1yHapOAHBIMU JToroBopamu Poccuiickont denepanyu, B ToM uucie EnnHoit
KOHBEHIMEN 0 HapKoTu4eckux cpeactsax 1961 roma m Konseniuell o NCUXOTpPONHBIX BemecTBax 1971
roja;

Wndopmarys 06 M3MEHEHHSX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-®D3 nynkm 1 wacmu I cmamovu 33 nacmosue2o
Deodepanvrozo 3akoHa 0onoaHer noonyukmom "m", ecmynarowum 6 cuny c¢ 1 urona 2015 .
T) wuHpOpPMAIMsI O TOM, SBISCTCS JIM JAaHHBIA JICKQPCTBEHHBIH mpenapaT pedepeHTHBIM
JIEKapCTBEHHBIM TIPEIIapaToM;

Hndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 Hacmosiweco
DeoepanvHoeo 3akoHa donoanen noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
y) CBEIEHMsS O MOJaye 3asBJICHUS O BHECEHUU HM3MEHEHHMH B JOKYMEHTBI, COJEp)Kalllhecs B
PErUCTPaIIMOHHOM JI0ChE Ha JIEKAPCTBEHHBIN MTpenapar;

Wudopmarus 06 H3MEHEHUSX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-®D3 nynkm 1 wacmu I cmamovu 33 nacmosuwe2o
Deodepanvrozo 3akoHa 0onoaHer noonyukmom "¢", ecmynarowum 6 cuny ¢ 1 urona 2015 e.
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&) cBeneHus 0 B3aMMO3aMEHsIEMOCTH JIEKapCTBEHHOTO IipenapaTa;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oekadps 2014 2. N 429-D3 nynukm 1 wacmu 1 cmamou 33 nacmosiweco
DeodepanvHoeo 3aKkoHa 0onoanen noonyukmom "x", ecmynarowum 6 cuny ¢ 1 urons 2015 e.

X) CPOK BBEJICHUS JIEKAPCTBEHHOTO IpernapaTa B rpaXkIaHCKHI 000poT;

2) B OTHOIICHUH (hapMaIleBTUUECKUX CyOCTaHIIHM:

Wndopmarius 06 H3MEHEHUX:

Deodepanvrvim 3akorom om 22 oexaops 2014 2. N 429-D3 6 noonynkm "a" nynkma 2 wacmu 1 cmamwu
33 nacmosaweeo PedepanbHoco 3aKOHA 6HECEHbl UsMeHeHUs, ecmynarouue 6 cuiy ¢ 1 urona 2015 a.

Cm. mekcm noonywKkma 8 npeovioyujeil peoaxkyuu

a) HauMeHoBaHME (apMaleBTUUYECKON CcyOcTaHIMM (MEXIyHApOJIHOE HEMaTeHTOBAaHHOE, WU
TPYNIIMPOBOYHOE, HJIM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) HauMEHOBAaHKE U aIpecC MPOU3BOAUTENS (hapMalleBTUYECKON cyOCcTaHIUY;

B) CPOK TOAHOCTH (hapMaleBTUYECKON CyOCTaHINY;

T) yCIIOBUS XpaHeHus papMaleBTUYECKOM CyOCTaHIINu;

o) HOoMep (apMakONeHHON CcTaThl WM B Cllydae €€ OTCYTCTBHS HOMEp HOPMAaTHBHOM
JOKYMEHTAIUH JIN00 HOPMAaTUBHOTO IOKYMEHTA;

Undopmaris 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekadps 2014 2. N 429-D3 nynkm 2 wacmu 1 cmamou 33 Hacmosiwe2o
Deodepanvroeo 3akoHa donoanen noonyukmom "e”, ecmynarowum 6 cuny ¢ 1 uons 2015 e.

e) Hamuune (hapMarieBTHIeCKON CyOCTaHIIMHU B NepeyHe HAPKOTUIECKUX CPEJICTB, TICHXOTPOITHBIX
BEIIECTB U MX MPEKypCOpOB, MOANEKAIUX KOHTpoit B Poccuiickoit denepaiinu, B COOTBETCTBUU C
3aKOHOAATeNnbCTBOM Poccuniickoint @enepannn, MexxyHapoaHbIMU goroBopamu Poccuiickonn denepanum,
B TOM uucie Ejunoll koHBeHIMeW O HapKoTHUeckux cpeactBax 1961 roma u KonBenmwueir o
NICUXOTPONHBIX BemecTBax 1971 roaa.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-®@3 yacmes 2 cmamovu 33 Hacmosue2o
DedepanbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu

2. ®apmareBTHUECKasi CyOCTaHIIMs, MTPOU3BEICHHAS ISl peaju3alii, MOXET ObITh BKIIIOUYCHA B
TOCY/IapCTBEHHBI PEECTp JIEKApCTBEHHBIX CPEACTB HA OCHOBAHHMM 3asBIICHUS pa3pabOTUMKa WU
IPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEACTBA JIMOO YHNOJHOMOYEHHOTO MMM IOPUIWYECKOrO JIMLA IpHU
YCIIOBUU TPOBENCHUS B OTHOUICHHHM TakKoW (hapMaleBTHUECKONl CyOCTaHIIMU SKCIEepPTH3bl KadecTBa
dbapmareBTUUECKOW CYOCTaHIIMM B TIOPSIIKE, YCTAaHOBIEHHOM craThell 34 Hactosmero denepajibHOTO
3aKkoHa. B oTHomieHWM QapMaieBTUYeCKUX CyOCTaHIMM, TPOU3BENEHHBIX HJS pealu3aluu, B
roCy/1apCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB COACPKHUTCS CIAeAYIoLas HHPOpMaIus:

1) HauMeHoBaHHE (hapMaleBTHUECKON cyOcTaHIMU (MEXIyHApOJHOE HEMaTeHTOBAaHHOE, WIIN
TPYIIIUPOBOYHOE, WIIH XUMUUYECKOE U TOPTOBOE HAMMEHOBAHU);

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 2 usmenen c 1 angapsa 2018 . - @edepanvuviii 3akon om 28 oexabps 2017 2. N 425-D3

Cm. npedvloywyio pedakyuro

2) HauMEeHOBaHHMeE, aJpec MPOU3BOAUTEINS (PapMalleBTUUECKOH CyOCTaHIINM, a TAK)Ke B OTHOLICHUU
JIEKAPCTBEHHBIX CPEACTB JUII MEIMIMHCKOIO NPUMEHEHHUS CBEACHHUS O PErUCTPALMH IMPOU3BOIUTEINS
¢dapmanieBTUYeCKO CyOCTAaHIIMM B KadyecTBE HAJIOTOIUIATENbIIMKAa B CTpaHE perucTpauuu (A
POCCHUHCKHMX OPUAMYECKHUX JIMI - WASHTU(PUKAIUMOHHBIH HoMmep Hanoromiarensinuka (MUHH), nns
WHOCTPAHHBIX IOPUIUYECKHUX JIUL[ - CTPAaHA PETUCTPALU¥, HAaUMEHOBAHWE DPETUCTPUPYIOLIErO OpraHa,
pEerucTpaloHHbI HOMEp, KOJ HaJOroIuIaTeNlbIIMKa B CTPaHE pPEerucTpanuu (MHKOPHOpaIuh) WU €ro
aHaJor);


http://ivo.garant.ru/document?id=70726338&sub=125115
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=70726338&sub=125121
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=57403072&sub=33122
http://ivo.garant.ru/document?id=70726338&sub=125122
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=12012176&sub=1000
http://ivo.garant.ru/document?id=2440957&sub=0
http://ivo.garant.ru/document?id=2440237&sub=0
http://ivo.garant.ru/document?id=70726338&sub=1252
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=57403072&sub=332
http://ivo.garant.ru/document?id=71746624&sub=132
http://ivo.garant.ru/document?id=57327105&sub=3322

3) cpok rogHOCTH (hapMaleBTUUECKON CyOCTaHITNY;

4) ycioBus XpaHeHHsI papMarieBTUICCKON CyOCTaHIINM;

5) Homep (apmakomneiiHONH craThbu MO0 B ClIy4ae €€ OTCYTCTBUS HOMEp HOPMAaTHBHOU
JOKYMEHTAIlMU WJIM HOPMATUBHOTO TOKYMEHTA;

6) Hannuue (papmaneBTUYECKON cyOCTaHIIMU B TiepeuHe HAPKOTHYECKUX CPEACTB, IICUXOTPOIHBIX
BEIIECTB U MX MPEKypCOpOB, MOAJEKAIIUX KOHTpodt B Poccuiickoit ®dexepanuu, B COOTBETCTBUU C
3aKoHOAATenbCcTBOM Poccniickoint @enepannn, MexxIyHapoaHbIMU gorosopamu Poccuiickont denepanuy,
B TOM uucie Ejaunoil koHBeHluel o HapkoTHueckux cpeactBax 1961 roma m KonBennwuein o
IICUXOTPONHBIX BemecTBax 1971 rona;

7) nara BKJIIOYEHHS (papMalieBTUUYECKON CYOCTaHIIMM B TOCYJApPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX
CpEeACTB, JlaTa BHECEHHS M3MEHEHHUH B JOKYMEHTHI (DapMalleBTHUECKOW CYOCTaHIMH, JaTa HUCKIIOYEHUS
dapmaleBTUYECKOM cyOCTaHIIUU U3 TOCYIaPCTBEHHOI'O PeecTpa JIEKapCTBEHHBIX CPE/ICTB.

3. Ilopsaok BeneHUs TOCYJAapCTBEHHOI'O peecTpa JEKAapCTBEHHBIX CPENCTB A MEAMLIMHCKOIO
OPUMEHEHUS U TOPS/JI0K BEOSHUS TOCYHApCTBEHHOTO peecTpa JIeKAPCTBEHHBIX CPEACTB IS
BETCPUHAPHOTO TIPUMEHEHHUS YTBEP)KIAIOTCSI COOTBETCTBYIOIIUM YIOJHOMOUYEHHBIM (herepanbHbIM
OpraHOM UCHOJTHUTENBHOM BIACTH.

TAPAHT:

CMm. koMMeHTapuu K cTaThe 33 HacTosero denepabHOr0 3aKOHA

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-®D3 naumenosanue cmamou 34 nacmosiyeco
DedepanbHo2o 3aKOHA U3NOAHCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexcm HAuUMeHO8aHUA 8 NPeObIOYUWell PeOaKyuu
CraTtbsa 34. BriaroueHue B rocyapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB U UCKIIIOUEHUE U3
rOCYJApCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPEACTB (apMalleBTUYECKOW CyOCTaHIUH,
NPOM3BEACHHON ISl pean3auu

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvrvim 3axkoHom om 22 odexabps 2014 2. N 429-®P3 6 uwacmv I cmamvu 34 nacmosweco
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeHust, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npeovloywett pedaKyuu
1. Hns BrmroueHus (apMaieBTHUYEeCKOl CyOCTaHIMK, TPOU3BEACHHOM s peanu3alud, B
TOCY/IapCTBEHHBIN PeecTp JIEKaPCTBEHHBIX CPEACTB, TPOBOAUTCS IKCIIEPTH3a €€ KauecTRa.

Wndhopmarist 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 (8 peoaxyuu Pedepanvroco 3akona om 13
urons 2015 e. N 241-®3) uacmo 2 cmamou 34 nacmosueco PedepaibHo20 3aKOHA U3NIOHCEHA 8 HOBOU
peoaxyuu, ecmynarowetl 8 cuny ¢ 1 ausaps 2016 2.

Cm. mexkcm yacmu 6 npeovloywett pedaKyuu
2. DOkcmepTh3a KauecTBa YKa3aHHOM B dyacTu | Hacrosimied cratbu (QapMaleBTUYeCKOM
CyOCTaHIIMM, COCTAaBJICHHE KOMHMCCHEH SKCIEPTOB 3aKIIOUEHHH MO pe3yiabTaTaM 3TOW 3KCIEPTU3bl U UX
HaNpaBJICHUE B YIOJIHOMOYCHHBIH (hefepalbHbIii OpTraH HMCIOJHUTEIHHON BIIACTH OCYIIECTBIISTIOTCS B
CPOK, HE IMPEBBIMIAIONINNA ECTUIECATH PaboYnX AHEH CO JIHS TMOJTYYEHHUS IKCIEPTHBIM YUPEKICHHEM
COOTBETCTBYIOIIETO 3aJaHUs YIIOJIHOMOYEHHOTO (heAepalbHOTO OpraHa HWCIIOJHUTEIBHON BIIACTH U
CJICAYIOIIUX TOKYMEHTOB:

Wudopmanust 06 U3MEHEHUIX:
Ilynxkm 1 usmenen c 15 urons 2018 e. - @edepanvuviii 3akon om 4 uronsn 2018 2. N 140-D3
CMm. npedvloyuyro pedaKyuio

1) KOIUA JIMOCH3WUW Ha IPOU3BOACTBO JICKAPCTBCHHBLIX CPCACTB WM KOIIUA 3aKIOYCHHUA O
COOTBETCTBHH IMPOU3BOAUTEIIA JICKApCTBCHHBIX CpC€aAcCTB Tpe6OBaHI/I$IM paBuUjI Hannemameﬁ
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HpOHBBO,Z[CTBCHHOfI MPAaKTUKH, BbBIAAHHBIX YIIOJIHOMOYCHHBIM q)e;[epaanblM OpraHom HUCIIOJTHUTEIHLHOU
BJIACTHU, B CJy4ae, €CJId IPOM3BOACTBO JIEKAPCTBEHHOTO CpPEIACTBA oOcyulecTBiuserca B Poccuiickoit
®denepaunu;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 2 usmenen c 15 uronsn 2018 2. - @edepanvusiii 3akon om 4 utonsn 2018 . N 140-D3

Cm. npedvbloywyro peoakyuio

2) Komus JOKYMEHTAa, BBIJIAHHOIO YIOJHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOIUTEINS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPKAAIOILEI0 pa3pellieHue IPOU3BOJICTBA JIEKAPCTBEHHOIO CPEJCTBA, U
€ro IepeBoJl Ha PYCCKHUI S3bIK, 3aBEpPEHHbIC B YCTAHOBJIECHHOM IOpPSJAKE, a TaKXKe KOMHUS 3aKIIOUCHHS O
COOTBETCTBUHM  IPOW3BOAMUTENS  JIGKAPCTBEHHBIX CPEACTB  TPeOOBaHMAM  IPAaBUI  HaJUIeKaIIeH
IPOM3BOJICTBEHHOM MPAKTUKH, BBIAAHHOTO YIOJHOMOUYEHHBIM (heZiepaibHbIM OpPraHOM HMCIOJHUTEIbHON
BJIACTH, JMOO KOMHS PELICHHS YIOJIHOMOYEHHOTO (elepalbHOTO OpraHa HCIOJHUTEIBHON BIIACTH O
IPOBEICHUN HHCIEKTUPOBAHUS IPOU3BOJMUTENS JIEKAPCTBEHHOIO CPEACTBA. YKa3aHHbIE JOKYMEHTbI
IPEJICTaBIISIFOTCS B ClIydae, €CJId IPOU3BOJICTBO JIEKAPCTBEHHOI'O CPEJICTBA OCYIIECTBIISETCS 3a IpeieaMu
Poccuiickoit ®eneparuu;

3) TOKyMEHT, COJep AU CIeIYIOIIUE CBECHHS O (papManeBTHIeCKOi cyOCcTaHINu:

a) HaUMEHOBaHMe (apMaleBTUUECKON CyOCTaHINH, €€ CTPYKTypa, oOLI1e CBOMCTRA;

0) HauMEHOBaHUE U a/1peC MPOU3BOAUTENS;

B) TEXHOJIOTHsI POU3BO/ICTBA C OMMCAHMEM CTaJUi MPOMU3BOJCTBA U METOJOB KOHTPOJIS Ha BCEX
CTausAX MPOU3BOJCTBA;

I') ONKCaHKe Pa3pabOTKH Mpolecca MPOU3BO/ICTBA;

J1) OINKCAaHUE KOHTPOJIS KPUTHUECKUX CTaAui Mpoliecca IMPOU3BOACTBA M IPOMEKYTOUHOU
IPOIYKIIMH;

€) IOKYMEHTaJIbHOE TIOITBEPKIACHUE (BAIMIAIIMsI) POIIECCOB U (UJTM) UX OIIEHKA,

) CBOWMCTBA U CTPYKTYpa JeHCTBYIOIUX BELIECTB;

3) XapaKTepUCTHUKa pUMeECe;

1) cnenudukanus Ha GpapMaleBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHUE;

K) AaHAJUTUYECKHE METOJMKH, HCHOJIb3yeMble TMpPU OCYILIECTBICHUM KOHTPOJI KadecTBa
(bapmareBTHYECKON CyOCTaHIINH;

J) NOKYMEHTAJIbHOE MOJATBEPKICHUE (BaMJAIMs) aHATUTUYECKHX METOAMK, UCIOIb3YEMbIX MPH
OCYILECTBIICHMH KOHTPOJIS KauecTBa (papMalieBTHUECKOM cyOCTaHIInY;

M) pe3yJIbTaThl aHAJIN3a CEPHl (hapMaIeBTUUECKONU CYyOCTaHIINH;

H) MepeyYeHb CTAaHAAPTHBIX 00Pa3LlOB WM BEIECTB, UCIOIb3YEMBIX IPU OCYILECTBICHUH KOHTPOJIS
Ka4yecTBa,

0) OIMCaHME XaPaKTEPUCTUK U CBOMCTB YIaKOBOYHBIX MaT€pPHAJIOB U YKYIIOPOUHBIX CPE/CTB;

1) JaHHBIE O CTA0MIIBHOCTH (papMalieBTUUECKON CyOCTaHIINH;

P) CPOK TOJTHOCTH;

Wudopmanust 06 U3MEHEHUSX:

Yacms 2 donoanena nynkmom 4 c¢ 1 ameaps 2018 o. - @eodepanvhuiii 3axon om 28 dexabpsa 2017 e.
N 425-@3

4) NOKYMEHT, CO/Iep Al CBEJIEHUS O PETUCTPAIIMU TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB TS
MEUIIMHCKOTO MPUMEHEHHsI B Ka4eCTBE HAJIOTOIUIATEIBIIMKA B CTpaHE PETUCTPAIMH (I POCCUUCKHUX
IOPUIMYECKUX JIUIl - WACHTHU(PHUKAIMOHHBIM HOMep Hamoromatenpiuka (MHH), nns wHOCTpaHHBIX
IOPUINYECKUX JIUI] - CTPaHa PETUCTPAIN, HAUMEHOBAHUE PETHUCTPUPYIOIIETO OpraHa, PerucTpaliiOHHbII
HOMeEp, KOJI HAJIOTOIUIaTeNbIINKA B CTpaHe perucTpanuu (MHKOPIIOPAIlUK) WK €r0 aHaJor).

3. Jlng mpoBeneHWs HSKCIEPTU3bl KadecTBa YKa3aHHOW B 4YacTu | HACTOSIIEH CTaTbH
dbapMalneBTUYECKON CyOCTaHIIMK 3asBUTENh TMPEACTABISET B YIMOIHOMOYEHHBINH (henepaabHbIi Opran
VCTIOJTHUTEJIbHOW BJIACTH:

1) 3asBneHME O BKIIOYEHHWHU B TOCYJAPCTBEHHBIN pPEECTp JIEKAPCTBEHHBIX CPEICTB JAaHHOMN
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dapmarieBTHYECKON CyOCTaHIINM;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oekadps 2014 2. N 429-D3 nyukm 2 uwacmu 3 cmamou 34 nacmosiwe2o
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu

2) xonus JOKyMEHTa, MOATBEP)KIAIOLIET0 YIUIaTy IOCYAApCTBEHHOW MOLUIMHBI 32 BKJIIOYEHHE B
roCyJapCTBEHHBII peecTp JeKapCTBEHHBIX CPEIACTB (apMalieBTUUECKON CyOCTaHLIMMU, IPOU3BEIEHHON IS
peanu3anuu, 1100 M0 COOCTBEHHOW MHUIIMATUBE YKAa3aHHBIA JOKYMEHT. B ciydae ero HempencTaBieHUs
3asBUTEJIEM YIOJIHOMOYEHHBIN (pefepanbHblii OpraH MCIIOJHUTEIbHOM BIIACTH HPOBEpsAET (PAKT yIIaThl
rOCyJapCTBEHHON MOUUIMHBI 3asiBUTEIEM C HUCHOJIb30BaHUEM MH(poOpManuu o0 yIjaTte rocynapcTBeHHON
NOLUINHBI, cojepxatieiics B ['ocynapcTBeHHONM HHGPOPMALMOHHON cCHCTEME O TOCYJapCTBEHHBIX H
MYHULIMNIAJbHBIX IJIATEKaX, HA OCHOBAaHUM IIPEACTABICHHOW 3asBUTEIEM KONHMU JOKYMEHTAa,
IIOATBEPKTAIOIIETO YIUIATY TOCYJapCTBEHHOM IOLUINHBI;

Undopmaris 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 6 nynkm 3 uacmu 3 cmamovu 34 nacmosiwe2o
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovloyujeti peoaxyuu
3) TOKYMEHTBI, yKa3aHHBIC B YaCTH 2 HACTOSIICH CTaThH;

Wuopmarus 06 H3MEHEHHSX:

@Deoepanvuvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uwacmv 3 cmamvu 34 nacmoswezo
DedepanvbHoeo 3aKOHA 00NONHeHA NYHKMoM 4, ecmynarowum 6 cury ¢ 1 uons 2015 e.
4) 3asBieHME O Bbljaye paspelieHusi Ha BBO3 B Poccuiickyro ®denepannio KOHKPETHOW MapTHH
HE3apEeruCTPUPOBAHHOIO JIEKAPCTBEHHOT'O CPEJCTBA, MPEJHA3HAYEHHOTO MJIs MPOBEIEHUS yKa3aHHOM
HKCIIEPTHU3BI.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacmv 4 cmamvu 34 nacmosweco
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npeovloywett pedaKyuu

4. B Teuenue aecsaTu pabovynx JHEW CO AHS MPUHATHS 3asBJICHUS O BKIIOUEHUH YKa3aHHOM B UacTu
| Hacrosmel craThbu (hapMaleBTHUECKONW CyOCTaHIIMM B TOCYIApCTBEHHBIM peecTp IeKapCTBEHHBIX
CPEACTB M JIOKYMEHTOB, NEPEYUCIEHHBIX B 4YacTh | W TyHKTe 2 YacTh 3 HACTOSIIEH CTaThH,
YIIOJTHOMOYEHHBIHN (eiepalibHbIi OpraH UCTIOTHUTEIbLHOM BIACTH:

1) TpOBOIUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COACPIKAIIUXCS B MPEACTABICHHBIX
3asBUTENIEM JOKYMEHTaX;

2) NMPUHUMAET pEIICHUE O HAMPABJICHUH B JIKCIEPTHOE YUPEKICHUE 3aJaHusl Ha TPOBEICHUE
9KCIIEPTHU3bl KauecTBa yKa3aHHOW B uacTu | HacTosmed cTatbu (papMarneBTHUYECKON cyOCTaHIIUU WK 00
OTKa3€ B TAKOM HAIPABJICHUU;

3) yBenomIIsieT B SJIEKTPOHHOM WM MUChMEHHOU (hopMe 3asiBUTEIN O MPUHATOM PEHICHHH WU B
ClIy4ae OTKa3a ¢ yKa3aHHUEM IPUYHMH TaKOro OTKa3a.

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3akonom om 25 nosops 2013 2. N 317-P3 cmamvsa 34 nacmoawezo Dedepanvroco
3aKOHA OONoJHeHa Yacmvio 4.1
4.1. B cinyyae BBISIBICHUSI HEJOCTOBEPHOCTH CBEICHHH, COJIEPXKALIUXCA B MPEICTABICHHBIX
3asiBUTENIEM MaTepuayiax, YIOJTHOMOYECHHBIN (elepalbHbIii OpraH MCIOJTHUTEIBLHONW BIACTU HANpPaBIsSET
3aBUTENIIO 3ampoc 00 YTOYHEHHWHM YKa3aHHBIX CBefeHUMW. JlaHHBIA 3ampoc MOXKeT OBITh TepeaaH
YIOJIHOMOYEHHOMY TPEJICTABUTEINIO 3asIBUTENS JIMYHO TOJ PACIHCKY, HAlpPaBJEH IO MOYTE 3aKa3HbIM
MMCbMOM WJIM TIepeJiaH B DJIEKTPOHHOW (opMe Mo TeIEeKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3u. B ciydae
HaIpaBJI€HUsl JAaHHOTO 3ampoca MO MOYTE 3aKa3HbIM MUCHMOM OH CUMTAETCSl MOJIYYEHHBIM M0 UCTEUYEHUU


http://ivo.garant.ru/document?id=70726338&sub=12641
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=57403072&sub=3432
http://ivo.garant.ru/document?id=70726338&sub=12642
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=57403072&sub=3433
http://ivo.garant.ru/document?id=70726338&sub=12643
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=70726338&sub=1265
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=57403072&sub=344
http://ivo.garant.ru/document?id=70414766&sub=5492

mECTU I[Hefl C JaThbl HAITPABJICHUS 3aKa3HOI'O MMUCbMaA.

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akoHom om 25 nosopa 2013 o. N 317-D@3 cmames 34 nacmosweco PedepanibHo2o
3aKOHA 0ONOHEeHA Yacmoio 4.2
4.2. 3asBuTeNnh 00s3aH MPEACTABUThL OTBET HA 3alpOC YIOJIHOMOUYEHHOTO (penepabHOTO opraHa
UCIIOJTHUTENIbHON BJIAcTH B CPOK, HE MPEBBIIAIONINI JeBSHOCTa pabO4YMX AHEW CO JHS TOTY4YCHHUS
nanHoro 3ampoca. Cpok, ykKa3aHHBIA B 4acTu 4 HACTOSLIEH CTAaTbHM, MPUOCTAHABIMBACTCS CO JHS
HAIpPaBJIEHUS 3asBUTENIO 3aIpOca YHOJIHOMOYEHHOIO (hefiepaibHOro OpraHa MCHOJHUTENBHOM BIACTH 10
JTHSI TIOJIYY€HHMsSI UM OTBETa Ha JIaHHBIM 3allpOC U HE YUYUTHIBACTCS MPU UCUYHUCICHUHM CPOKA DKCHEPTHU3bI
KauecTBa (papMalleBTUYECKON CyOCTaHLIMM, HEUCHOJIb3yeMONW IMPH IMPOU3BOACTBE JIEKAPCTBEHHbIX
IIPEnapaToB.

Wndopmarus 06 H3MEHEHHSX:

@Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-@3 uwacmv 5 cmamvu 34 nacmosiwezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

5. OcHOBaHMeM JUIsl OTKa3a B HANPABJICHUH B AKCIEPTHOE YUPEKJACHUE 3a7aHUs HA MPOBEICHUE
AKCIEPTU3bI KAUECTBa YKa3aHHOW B yacTu | HacTOAMICH cTaThH (papManeBTUYECKO CyOCTaHIMH SBIISICTCS
HENPEJICTABICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTH 2 HACTOSIICH CTaThH, OTCYTCTBHE WH(POpPMAIUH,
NOJTBEPXKIAIONICH (aKT yIUIaThl TOCYAapCTBEHHOW TIONUIMHBI 3a BKIIOYCHHE (hapMarieBTUICCKON
CyOCTaHITMH, MPOU3BEACHHON s peaiu3alii, B TOCYAApCTBEHHBIA peecTp JIGKAPCTBEHHBIX CPEICTB,
HETPEJ/ICTABJICHUE 3asSBUTENIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHbIM B 4actu 4.1 HacTosmeH
CTaThU 3aMpPOC YMOJHOMOUYEHHOTO (e/lepalibHOTO OpraHa MCIIOJHUTENFHON BIIACTH WM TPEACTABICHUE
JIOKYMEHTOB, HE COICPKAIMX UCUYCPITBIBAIOIIECTO MEPEUHS] HEOOXOMMBIX CBEIICHHIA.

Undopmaris 06 n3MEHEHUAX:

Deodepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-®@3 6 uacmv 6 cmamvu 34 nacmosweco
DedepanbHoco 3aKOHA 6HeCeHbl UsMeHeHus:, ecmynarowue ¢ cury ¢ 1 urons 2015 a.

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu

6. B Teuenme nATHaAgUaTH pabouyMX JAHEH €O JAHS TOJYYEHHsS] pPELIEHUS YIOJIHOMOYEHHOTO
(benepaabHOro OpraHa UCHOJIHUTENBHOM BJIACTH O HANPABJICHUHU B HKCIEPTHOE YUPEXICHUE 3aJaHMs Ha
MPOBEICHUE DKCIEPTU3bl KauecTBa YKa3aHHOW B dacTu | HacTosmied craThu (papMareBTUYECKOM
CyOCTaHIIMM 3asBUTEIb MPEJCTABISAET B SKCIEPTHOE YUPESKICHHUE JUISl MPOBEEHHS JAHHOW 3KCIIEPTU3bI
00pasipl papMalieBTHYECKON CyOCTaHIIMM B KOJIMYECTBE, HEOOXOAMMOM JJIsi BOCTIPOM3BEACHUSI METOOB
KOHTPOJISl KadecTBa. OKCIEPTHOE YUPEXKIEHHE MpHU MOJydyeHHH oOOpa3loB yKa3aHHOH B dactu 1
HacToALIEH cTaThbM (hapMalleBTUUECKON CyOCTaHIIMM BbIAET 3asBUTENIO JOKYMEHT, MOJATBEPKIAIOIIMMA
HOJIy4eHHUe 3TUX 00pa3IoB, U B CPOK, HE MPEBBIIAOIINN TpeX pabouux JHEH, yBEAOMIISET B JIEKTPOHHOM
WIM IUCbMEHHOU (opMe 00 3TOM YHNOJHOMOYEHHBIN (pe/iepalibHbIil OpraH UCIOJHUTENbHON BIACTU. OTH
CPOKH HE BKJIFOUAIOTCS B CPOK IIPOBEJEHUS TaHHOM SKCIIEPTU3BI.

7. JIOKyMEHTBI, IOCTYNHUBILKE B SKCIEPTHOE YUPEXKACHUE JJIs MIPOBEACHUS SKCIEPTU3bI KauecTBa
yKa3zaHHOM B uyactu | Hacrosmied craTbM (apMaleBTUUECKOH CyOCTaHIMM, MOJUIeXaT BO3BpaTy B
YIIOJTHOMOYEHHBIN (efepaabHblii OpraH HCIOJHUTENBHON BIACTH OJHOBPEMEHHO C 3aKJIIOUEHHUSIMHU IO
pe3yJibTaTaM MPOBEACHHON KCIIEPTU3HI.

8. B cpok, He mpeBbIIAOIIMM MSATH pabouux AHEW CO JIHS MOJIYyUYEHHUS 3aKIIIOUEHUsS KOMHUCCUU
9KCIIEPTOB M0 pe3ylbTaTaM »JKCIEPTU3bl KauecTBa YKa3aHHOW B YacTM | HAcTOALIEH cCTaTbu
dbapmareBTUUeCKOr CyOCTaHITNH, YITOJITHOMOYEHHBIN (eepaabHbIil OpraH HCTIOTHUTEIFHON BIIACTH:

1) ocymiecTBIsIET OLIEHKY TAKOTO 3aKJIIOUEHUS NIl ONPENENIEHUs €r0 COOTBETCTBUS 3aJaHMIO Ha
MPOBEJICHUE TAHHOMN DKCIIEPTU3BI;

2) T[NpUHHUMAET peHleHWe O BKJIOYEHUWHM YKa3aHHOM B dYacTu | HacTosmledl CcTaTbu
(dapmalieBTUYECKON CyOCTaHIIMM B FOCYAapCTBEHHBIA pEeCTp JIEKapCTBEHHBIX CPEJICTB WJIM pelieHue o0
OTKa3€ B TAKOM BKJIFOYEHUU;
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Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 6 nynkm 3 uacmu 8§ cmamovu 34 nacmosiueco
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 6 npeovloyujeli peoaKyuu
3) BHOCUT NpHU NPUHITUM PELIEHHS O BKJIIOUEHUM YKa3aHHOM B wacTu | HacTosLIEH CTaTbU
dapmalieBTUYECKOM CyOCTaHIIMM B TOCYJapPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB MPEAYCMOTPEHHYIO
nmyHKTOM 2 yactu | crareu 33 HacTosmiero denepalbHOTO 3aKOHA WH(OPMAIIUIO B YBEIOMIISIET 00 TOM B
IIEKTPOHHON MM MUCbMEHHOU (hopMe 3asiBUTEIIS.

Wndopmarius 06 M3MEHEHUSX:
Yacmov 9 usmenena c 15 uronsa 2018 2. - @edepanvusiii 3akon om 4 utons 2018 . N 140-D3

CMm. npedvioyuyro pedaKyuio
9. OcHoBanumeM s OTKa3a BO BKIIOYEHUM yKa3aHHOM B  yactu | HacTosIieu
CTaThu (hapMaIleBTHYECKONH CYOCTaHIIMHM B TOCYIAPCTBEHHBIH PEECTp JICKAPCTBEHHBIX CPEIICTB SIBJISACTCS
3aKJTFOYCHUE COOTBETCTBYIOIIETO YITOJHOMOYEHHOTO (eepalbHOTO OpraHa WCIIOJHUTEIHHOW BJIACTH O
TOM, YTO Ka4yeCTBO (papMaIleBTUYCCKON CYOCTAHIIMH HE IMOATBEPKICHO IMOJTyYCHHBIMHU TAHHBIMH.

Undopmaris 06 n3MEHEHUSX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 34 nacmoswezo DedepaibHoco
3axkoHna oonoanena wacmoio 10, ecmynaroweti 6 cuny ¢ 1 urons 2015 2.
10. He momyckaercss BKJIFOUEHHE B TOCYIApPCTBCHHBIH PEECTp JICKAPCTBCHHBIX CPEACTB OIHOU
dapmalieBTUYECKON CyOCTaHIIMM, MPOU3BEICHHONW AJs pealu3allii M BBITYCKAEMOW OJHUM M TEM K€
MIPOU3BOUTEIIEM, B BHJIC JBYX M 00JIee PeeCTPOBBIX 3aIHCEH.

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 34 nacmoswezo PedepaibHoco
3aKkoHa oononnena wacmoio 11, ecmynaroweti 6 cuny ¢ 1 utons 2015 a.
11. Baecenue m3MeHeHUN B JTOKYMEHTHI Ha ()apMalleBTHUECKYIO CYOCTAHIIMIO, MTPOU3BEICHHYIO
JUTSl pealii3allii U BKIIFOUEHHYIO B TOCYJApPCTBEHHBIN PeeCTp JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBISETCS B
nopsiAke, ycTaHoBIeHHOM ctaThbsamu 30 wm 31 Hactosimero ®@enepanbHOr0 3aKOHa, C YIUJIATOM
TrOCYIapCTBEHHOM IMTOLUIMHBI, IPETYCMOTPEHHOM 3aKOHO1aTelbecTBOM Poccuiickon denepanuu 0 Hajorax
u coopax.

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 34 nacmosuwezco DedepanbHoco
3aKoHa oononnena wacmoio 12, ecmynaroweti 6 cuny ¢ 1 urons 2015 2.
12. Jlomyckaercs obparmienue papMaeBTUUeCKUX CyOCTaHIIHMM, MPOU3BEICHHBIX IS peau3alluH,
B TE€YCHHE CTa BOCBMHUIECATH JHEW 10 M TOCTE MPUHATHS YIOJHOMOYEHHBIM (efepaibHbIM OpPraHOM
WCIIOJTHUTEIIbHOW BJIACTH PEIICHUS O BHECEHWHM HW3MEHEHWH B JOKYMEHTHI Ha (apMaleBTUUYECKYIO
CyOCTaHIIMIO, TPOM3BENCHHYIO [UIsl peaju3alid W BKIIOYEHHYI0O B TOCYJapCTBEHHBINM peecTp
JIEKapCTBEHHBIX CPEJICTB.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 34 nacmosweeo DedepanvHozo
3aKoHa oonoanena yacmouio 13, ecmynaroweti 6 cuny ¢ 1 utona 2015 2.

13. Pemenne 00 HCKIIOYEHWH U3 TOCYJApCTBEHHOTO pEECTpa JIEKAPCTBEHHBIX CPEJCTB
(dapmarieBTUYECKON CyOCTaHIIMM, MPOU3BEIEHHON MAJs pealn3aliy, NPUHUMAETCS YHOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B CiyYae:

1)  npencraBieHHs ~ COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepajbHBIM  OpPraHoM
MCIIOJTHUTENIbHOM BJAacTU 3aKJIIOYEHHS] O PUCKE MJIM 00 Yrpo3e »KU3HHU WM 3JI0pPOBBIO uYejoBeka JH00
YKUBOTHOT'O IIPU UCIIOJIb30BaHUU JIEKAPCTBEHHOTO CPEACTBA;

2) nojmauu pa3pabOTUMKOM JIEKAPCTBEHHOTO CPENCTBA MM IPOU3BOIUTENEM JIEKapCTBEHHOIO
cpeAcTBa JUOO YIMOJHOMOYEHHBIM MMHU JPYTUM IOPHAWYECKUM JIUIIOM 3asBICHHS 00 MCKIIOUYEHUH W3
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TOCY/IapCTBEHHOTO PEeecTpa JIEKAPCTBEHHBIX CPEICTB (apMaleBTUUECKON CyOCTaHIMH, MPOU3BEICHHON
JUISL pealln3aluy;
3) otcyTcTBUS (hapMareBTHUECKON CyOCTaHINM, POU3BEICHHOMN IS peann3aliii, B 0OpalleHuu B
Poccuiickoii denepanuu B TEUCHHE TpEX U OoJIee JIeT.
TAPAHT:

CM. koMMeHTapuu K cTaThe 34 HacTosiero denepajbHOro 3aK0Ha

Crarbsa 35. Yrpatuia cuiy ¢ 1 urong 2015 r.

Wndopmarus 06 H3MEHEHHSX:

Cm. mexkem cmamou 35

Dedepanvrvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 36 nacmosweco DedepanvHozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowet 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamou 8 npedvloyuell pedaxKyuu
Crarbst 36. OOxanoBanue pemieHus o0 OTKa3ze B BbIau€ pas3pelieHus Ha MPOBEACHUE
KJIMHUYECKOIO0 MCCIIEJIOBaHMs JIEKAPCTBEHHOI'O IIpernapara, peueHuss o0 OTKaze B
rOCYJapCTBEHHON pErucTpalyy JEKAPCTBEHHOIO IIpernapara, 3aKIIYeHHs] KOMHCCUHU
HKCIIEPTOB IKCIEPTHOIO YUPEKACHUSI UITU 3aKITIOYEHMSI COBETA 110 ITUKE
Perienrie cOOTBETCTBYIOIIETO YHOTHOMOYEHHOTO (hefepaibHOr0 OpraHa UCIOJHUTEIHHON BIacTU
00 oOTKaze B BbAAU€ PA3PELICHUS Ha IPOBEAECHHUE KIMHUYECKOIO HCCIEIOBAaHUS JIEKAPCTBEHHOTO
mpenapara, pelleHHe YyKa3aHHOro (QelepalibHOr0 OpraHa HCIOJNHUTENBHON BiacTh 00 OTKaze B
rOCy/IapCTBEHHOW PETUCTpalliy JIEKApCTBEHHOrO Ipenapara, 3akKiIlo4eHHE KOMHUCCHUHM 3KCIIEPTOB
9KCIIEPTHOTO YUPEKICHUS WIM 3aKIIOUYEHHE COBETa IO 3THUKE MOXKET OBITh 00KaloBaHO B TOPSAKE,
YCTaHOBJICHHOM 3aKOHOAATeIhCTBOM Poccuiickoit Deneparnu. 3akitoueHue 3Kcnepra, ohopmiIeHHOE 0
UTOTaM JKCIIEPTHU3bI B LIENISAX ONPEAEICHNS B3aUMO3aMEHIEMOCTH 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOIO
npernapara, MOKeT ObITh 00’KaJOBaHO JeprKaTesleM WM BIIAJENIbLIEM PErHCTPAlMOHHOTO YIO0CTOBEPEHUS
JIEKapCTBEHHOI'O IIpernapara B KOMHCCHIO JKCIIEPTOB 3KCIEPTHOTO YUPEKICHMS. 3aKJIIOUEHUE KOMHUCCHUHU
9KCIIEPTOB  JKCIIEPTHOTO YUpEeXJIEHHUs, OQOpPMIIEHHOE IO WTOraM IepecMoTpa 00KaJOBaHHOIO
3aKJIIOYEHUs] DJKCIEepTa, MOXKET OBbITh OCIOPEHO JepKaTeleM WM BIAJENbIEM PErucTPaliOHHOTO
YIIOCTOBEPEHUSI JIEKAPCTBEHHOIO0 IIpernapara JUOO YIOJIHOMOYEHHBIM HMH JIMLOM B TOpPSIKE,
YCTAHOBJICHHOM  3aKOHozaTenbcTBOM  Poccuiickoit ~ @enepauuu. Ilpm  o0kajnoBaHUM — peIIEHUS
YIIOJTHOMOYEHHOTO (eiepalbHOro OpraHa HUCIOJIHUTENbHON BIACTH, 3aKJIIOUEHUS SKCIIepTa WK KOMUCCUU
JKCIIEPTOB OKCIEPTHOTO YUPEKICHMS, 3aKIIOYEHHsS COBETa IO JTHUKE JEpKaTellb WIM BIajeier]
PEruCTPaIiOHHOTO YAOCTOBEPEHHUS JIEKaPCTBEHHOI'O IIpenapara Ju00 ynoIHOMOYEHHOE MU JIMLIO BIPaBe
IPEICTaBUTh  PE3YyJIbTaThl AKCIEPTHU3Bl  JIEKAPCTBEHHOI'O IIpenapaTra, I[POTOKOJIBI  MOJIYYEHHBIX
AKKpEIUTOBAHHBIMU HUCHBITATEIbHBIMU  J1a0opaTopusiMu  (LEHTpaMHu) pe3yibTaTOB HCCIIEI0BaHUM,
WCIIBITAHUM.
TAPAHT:

CMm. koMMeHTapuH K cTaThe 36 HacTosmero denepanbHOro 3aK0Ha

Crarba 37. UHdopmaums, cBsi3aHHasg C OCYUIECTBIIEHHEM TOCYAapCTBEHHON perucTpauuu
JIEKapCTBEHHBIX IpernaparoB, HMHGOpMAIMs O 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npernaparax M JIEKapCTBEHHBIX IpenapaTax, HICKIIOUEHHBIX U3 FOCYIapCTBEHHOTO peecTpa
JIEKaPCTBEHHBIX CPENICTB

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 1 cmamou 37 Hacmosuwe2o
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.
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Cm. mexkcm yacmu 6 npedvloyuetl pedaKyuu

1. CoOTBETCTBYIOIIMI YIOJHOMOYCHHBIA (eaepaabHblii OpraH HCIOJIHUTEIBHOW BJIACTH
pasMeniaer Ha CBoeM o¢uIuanbHOM caiite B ceTd "MHTepHer" wuH(QOpMaNMIO, CBS3aHHYIO C
OCYIIECTBIICHUEM TOCYJApCTBEHHOM pEerucTpaluy JIEKapCTBEHHBIX IIpernaparoB, B TOM UHUCIE
MPOBEJICHUEM SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB (BKIIFOYAS PE3YJILTATHI €€ TPOBEACHHUS ), MH()OPMAIIHUIO
0 3apEeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpernaparax M JIGKApCTBEHHBIX Iperaparax, UCKIYEHHBIX U3
roCy/IapCTBEHHOTO peecTpa JIGKAPCTBEHHBIX CPEICTB, HE MO3JHEE YeM uYepe3 MsATh pabouux THEH co JAHS
MOJIy4YEHUSI COOTBETCTBYIOUIMM YIIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIHOJHUTEIBHON BIACTH
3asIBJIEHUS O FOCYAApCTBEHHOM perucTpanuy JeKapcTBEHHOTO Iperapara.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 2 cmamou 37 Hacmosuwe2o
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovloywetl pedaKyuu
2. Cpoku W TIOpSIOK pa3MEMIeHUs] YKa3aHHOW B dacTu | HacTosmed cratbu HH(pOpMaIUH
YCTaHaBJIMBAIOTCS YIIOJIHOMOYEHHBIM (pesiepajbHbIM OpraHOM HUCIOJHUTENbHONW BiacTH. MHbopmarus,
yKa3aHHas B 4acTh | HACTOALICH CTaThH, SBISETCS OTKPBHITOW M OOLIETOCTYITHOW W TPEIOCTABISACTCS
3aMHTEPECOBAHHBIM JIMLIaM B COOTBETCTBUHU € 3aKOHOAATENbCTBOM Poccuiickoit Penepanum.
TAPAHT:

CM. koMMeHTapuu K cTaThe 37 HacTosero denepabHOro 3aK0Ha

I'naBa 7. KinHn4veckue uccjiea0oBaHus JICKAPCTBCHHBLIX NpenapaToB 1Jsd MEAUIUHCKOI0
NMPpUMEHECHUSA, 10I0BOP 00 ux NMpoBE€ACHUH, ITPABA NAUCHTOB, YHACTBYIOIIHUX B 3TUX UCCJICAOBAHUAX

Crarba 38. KiuHuueckue wHcciae0BaHUSI JIEKAPCTBEHHBIX IHPENapaTroB JUisl MEAULHUHCKOIO
[IPUMEHEHUs

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 1 cmamou 38 Hacmosuwe2o
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

1. Knunnueckue uccieoBaHusl JEKapCTBEHHBIX IIPEnapaTroB Uil MEIUIUHCKOTO MPUMEHEHUs, B
TOM YHCJIE€ MEXIYHAPOJHBIE MHOTOLIEHTPOBBIC, MHOTOIIEHTPOBBIE, MIOCTPETUCTPAIIMOHHBIC, TPOBOIATCS B
OJIHOM WJIM HECKOJbKMX MEAMIIMHCKUX OpraHu3alusX B COOTBETCTBUM C IpaBUJIaMU HaJUIeKallen
KJIIMHUYECKOW TPAKTUKH, YTBEPKICHHBIMU YIOJIHOMOUYEHHBIM (efiepaibHBIM OPTraHOM HCIIOTHUTEIHHOM
BJIACTH, COOTBETCTBEHHO B CIEAYIOIIUX LIEJIAX:

1) ycranoBneHue O€30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB Ui 3J0POBBIX JTOOPOBOJBIEB U
(MM) TEepeHOCMMOCTH WX 3JI0POBBIMHU JIOOPOBOJNBIIAMH, 32 HCKIIOUYEHHUEM TaKWX UCCIIEOBaHUMA
JIEKapCTBEHHBIX MPENApaTOB, MPOU3BEICHHBIX 3a npeaeiamu Poccuiickoi @enepannu;

2) noa0bop ONTHUMANIBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Mpernapara u Kypca JIeUeHHs 171 Tal[HeHTOB
C OMpeNesCHHBIM 3a00JICBAaHUEM, ONTHMAIBHBIX 703 M CXEM BaKIMHAIMH WMMYHOOHOJIOTHYECKUMHU
JIEKapCTBEHHBIMU TpernapaTaMu 3J0POBBIX JOOPOBOIBIIEB;

3) ycra"oByieHHE 0€30MMaCHOCTH JIEKAPCTBEHHOTO MpernapaTa 1 ero 3G(EeKTUBHOCTH JJIS MMAIIMCHTOB
C ompeaencHHBIM 3a0oneBaHUEM, NPOPUIAKTHYECKOH AP(PEKTUBHOCTH HMMYHOOHMOIOTUYECKUX
JIEKapCTBEHHBIX MPEMapaTOB IS 3I0POBBIX JOOPOBOJIBIIEB;

4) wu3yueHue BO3MOXKHOCTH pPACHIMPEHUs] T[OKA3aHUW JJIsI MEIULMHCKOTrO IPUMEHEHHS U
BBISIBJICHUS paHee HEM3BECTHBIX MOOOYHBIX JEHCTBUN 3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMapaToB.

2. B OTHOHIEHMH BOCIIPOM3BEJIEHHLIX JIEKAPCTBEHHBIX MPENapaToB s MEIULHUHCKOTO
MPUMEHEHUS  TMPOBOMIITCS  WCCIENOBaHMs ~ OMOIKBUBAJIEHTHOCTHM W (WJIH)  TEpameBTUYECKOM
OKBUBAJICHTHOCTH B  TIOpPSAJKE, YCTAHOBJICHHOM  YIOJHOMOYEHHBIM  (heepaqbHBIM  OpPraHOM
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WCIIOJIHUTEJIbHOU BJIACTH.

3. OpraHuzanuio MOpOBEIEHUS KIMHUYECKUX HCCIEAOBaHUN JIEKapCTBEHHOTO IIpernapara s
MEIUIIMHCKOTO MPUMEHEHHS BIIPaBE OCYIIECTBIATh:

1) pa3paboTuuk JeKapCTBEHHOTO Mpernapara Wik yIOoJIHOMOYEHHOE UM JTUIIO;

Wndopmarius 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 2 uwoaa 2013 2. N 185-@3 nynkm 2 uacmu 3 cmamoeu 38 nacmoswe2o
DedepanbHo20 3aKOHA U3NOACEH 8 HOBOU pedakyuu, ecmynaroujeti 8 cuny ¢ 1 cenmsaops 2013 e.

Cm. mekcm nyHkma 6 npeovioyujeli peoaxyuu
2) oOpa3oBaTellbHbIC OpPTaHM3AlMU BBHICHIETO OOpa30BaHUs, OPraHU3AIUH JIOTIOJHUTEILHOTO
po(hecCHOHATLHOTO 00pa30BaHUs;
3) Hay4HO-UCCIIEIOBATEIILCKUE OpPTraHU3aIIHH.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 13 wuwnn 2015 2. N 241-@3 6 uacmv 4 cmamou 38 Hacmoswe2o
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm uacmu 6 npeovloyueti peoaKyuu

4. KnuHUYeCcKHe HCCIIeOBaHUS JICKApPCTBEHHOTO IIperapara Ui MEIUIIMHCKOTO IMPHMEHEHHS
NPOBOJISTCSI HA OCHOBAHMH Pa3pEIICHUS HA MPOBEJCHUE KIMHUYECKOTO HCCIICAOBAHUS JICKAPCTBEHHOTO
npenapara, BBIJAHHOTO  YIOJHOMOYEHHBIM  ()eAepaibHBIM OpPraHOM  HCIIOJHUTEIBHONH  BIIACTH.
YnonHoMoueHHbIN (enepaibHblii OpraH HCIIOTHUTEILHONW BIACTH BEAET PEECTP BBIIAHHBIX pa3pelieHuit
Ha MPOBEJCHUE KIMHUYECKUX MCCIIEOBAHMI JICKAPCTBEHHOTO Tpernapara, CoASpXKalluil yKa3aHue Ha UX
IeJTb WM 1IeJTH, B YCTAHOBJICHHOM 3THUM OPTaHOM IOPSIIKE.

5. Vrpartuna cuny ¢ 1 utons 2015 r.

Wudopmarus 06 H3MEHEHHSX:

Cm. mexcm yacmu 5 cmamou 38

6. K opranmsanmm npoBeneHUs KIMHUYECKUX MCCIENOBAaHUN JIEKapCTBEHHOIO IIpernapara s
MEAMIIMHCKOTO TPUMEHEHUs pa3padOoTUMKOM JIEKapCTBEHHOTO IIpernapata MOTYT IPHUBJIEKaThCS
IOpUIMYECKUE JIMLA Jr000i opraHu3aliMOHHO-IPAaBOBOM (POPMBI IIPH YCIOBUM 00ECTIE€UEHUs] COOTBETCTBUS
3TUX UCCle0BaHui TpeboBaHusAM HacTosuiero denepaabHOro 3aKoHa.

7. KinmHudeckue HcCiaeoBaHUs JIEKAPCTBEHHBIX INPENaparoB I MEIULMHCKOIO MPUMEHEHHUS
IPOBOAATCS B MEIULMHCKUX OpraHU3alusiX, AaKKPEAUTOBAHHBIX YIOJHOMOYEHHBIM (helepaabHbIM
OpraHOM HCIIOJIHUTEJIIBHOM BJIAacTM B IOpsjaKe, YycraHoBieHHOM IIpaBurensctBoMm Poccuiickon
®denepanuu.

8. [llepeueHb MENMIMHCKUX OpraHU3allMi, HWMEIOIIMX MpPaBO MPOBOAUTh KIMHUYECKUE
UCCJIEIOBaHMSI JIEKApPCTBEHHBIX IpEenaparoB JUIsi MEAMIMHCKOTO NPUMEHEHHS, U PEEeCTp BbIAAHHBIX
paspelleHuii  Ha  IPOBEJEHUE  KIMHUYECKMX  MCCIENOBAaHMN  JIEKAPCTBEHHBIX  IPENaparoB
OITYOJIMKOBBIBAIOTCS ¥ Pa3MEILAI0TCs YIIOJTHOMOYEHHBIM (e/iepaIbHbIM OPTraHOM MCTIOJHUTEIBHON BIACTH
B YCTaHOBJICHHOM UM MOPSJIKE Ha CBOEM o(uIIManbHOM caiite B ceTH "MHTepHeT".

TAPAHT:

Cwm. koMMeHTapuu K ctathe 38 HacTosiniero denpepaibHOTO 3aKOHA

Wudopmanust 06 U3MEHEHUIX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 39 nacmoswezo PedepaibHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexcm cmambvu 8 npedvloywel peoakyuu
Crarbsa 39. Pemenune o npoBeAcHUM KIMHUYECKOTO MCCIENOBAaHUS JIEKAPCTBEHHOI'O Ipernapara
JUTSL METUIIUHCKOTO TIPUMEHEHHUSI
1. KnuHuueckoe wucciaenoBaHuE JIEKAPCTBEHHOIO Ipenapara A MEAMIMHCKOrO IPUMEHEHUs
MIPOBOAMTCS HAa OCHOBAHUU DPA3pELICHMs] HA MPOBENECHHE KIMHMUYECKOTO MCCIEeI0BAaHUS JIEKAPCTBEHHOTO
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mpernapara, BBIIAHHOTO YIOJHOMOYEHHBIM (efepanbHbIM OPraHOM HCIOTHUTEIBHOW BJIACTH TIO
pe3ysbTaTaM 3KCIEepPTU3bl JTIOKYMEHTOB, HEOOXOAMMBIX [UIsl IMOJIYYeHHS pa3pellieHus Ha IPOBEICHUE
KJIIMHUYECKOI0 UCCIIEIOBaHMS JIEKAPCTBEHHOTO IIpenapaTa U STHYECKON IKCIEPTU3BI.

2. Jlns mosyuyeHUsl pa3pellieHuss Ha MPOBEACHUE KIMHUYECKOTO HCCIEAOBAaHUS JIEKAPCTBEHHOIO
npenapara i MeIUIIMHCKOTO MPUMEHEHHS 3assBUTENb NMPEACTABISIET B YIOJIHOMOYCHHBIH (heepanbHbIi
OpraH HUCIIOJIHUTEIbHOMN BIIACTH:

1) 3asgBneHne o0 BblIade pa3pelleHUs Ha MPOBEACHHUE KIMHUYECKOIO MCCIEIOBAHUS
JIEKapCTBEHHOT'0 Iperapara Jyisi METUIIUHCKOTO PUMEHEHUS;

2) KONHUU JOKYMEHTOB, IOJTBEP)KIAIOUIMX YIUIATy FOCYJAapCTBEHHON NOLUIMHBI 33 IPOBEICHUE
9TUYECKOW HKCHEPTU3bl, 3KCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM IMpermapaTr Uil MOJIy4YCHHUS
paspelieHuss Ha IPOBEJIEHUE KIMHUYECKOTO HCCIIEIOBaHMUS JIEKAPCTBEHHOIO Ipenapara s
MEJMIIMHCKOTO MPUMEHEHHUS, 3a Bblayy pa3pellieHus Ha IpOBeIeHUE KIMHHUYECKOTO HCCIeIOBAHUS
JIEKapCTBEHHOTI'0 IIpernapara sl MEAULIMHCKOIO IPUMEHEHHUS, 3a IPOBEIECHNE IKCIIEPTU3bI JOKYMEHTOB Ha
JIeKapCTBEHHBIN MpemapaT s T[OJYYeHHs pa3pelleHss Ha MPOBEACHHE MEXKIyHApOIHOTO
MHOTOLIEHTPOBOI'O0  KJIMHUYECKOTO0 HCCJIEIOBAaHUS JIEKAPCTBEHHOrO Ipemnapara s MEAMLMHCKOTO
NPUMEHEHHS, 32 BbIJauy pa3pelieHus Ha MPOBeIeHNE MEXIYHAPOIHOTO MHOTOIICHTPOBOT'O KIIMHUYECKOTO
UCCJIEIOBaHMSI JIEKApPCTBEHHOT'O IpenapaTa Ui MEJAULIMHCKOrO MPUMEHEHUs, 32 MPOBEACHUE 3TUYECKOU
9KCIIEPTHU3bI, IKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM IpemapaTr A MOJy4deHHs pas3pelieHus Ha
IPOBEJCHUE IOCTPErUCTPALIMOHHOIO KIMHUYECKOIO MCCIEA0BAaHUS JIEKapCTBEHHOI'O IIperapara Jyis
MEAMIIMHCKOTO TMPUMEHEHMs, 3a BbIJAU4y pa3pelieHus Ha MPOBEACHHUE MOCTPETHCTPAIMOHHOTO
KJIMHUYECKOI'0 MCCIIEOBAHUS JIEKApCTBEHHOIO Ipernapara JUisi MEIUIUHCKOTO INPUMEHEHMs, WIH IO
COOCTBEHHOM MHMIIMATHBE yKa3aHHbIC IOKYMEHTHI. B ciyuae HempencTaBleHUs 3asBUTENIEM YKa3aHHbBIX
JIOKYMEHTOB YIIOJIHOMOYEHHBIN (ellepaabHbIii OpraH MCIOIHUTEIBHON BIACTH MpPOBEpsET (aKT YIUIaThl
rOCy/IapCTBEHHOW MOILJIMHBI C MCMHOJIb30BaHUEM HH(OpPMAIMK 00 YIUIaTe TOCyJapCTBEHHOW MOLUIHHBI,
conepskanieiicst B ['ocymapcTBeHHOM MH(DOPMAIIMOHHONW CUCTEME O TOCYJAPCTBEHHBIX W MYHHUIIUTAIBHBIX
IIaTexax, Ha OCHOBaHHH IMPE/ICTABICHHBIX 3asBUTENIEM KOMHUI TOKYMEHTOB;

3) OpOTOKON KIMHUYECKOIO MCCIIEOBaHMS JIEKAPCTBEHHOIO IMpernapara A MEAUIMHCKOIO
MIPUMEHEHUS;

4) OpoIIopy UCCIIeI0BATEIIS;

5) nHGOPMAITMOHHBIH TUCTOK MAllUEHTA;

6) cBeleHUsT 00 OMBITE PabOTHI MCCIEIOBATEICH MO COOTBETCTBYIOIIMM CIEIUATBHOCTSIM M HUX
OTIbITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX MCCIIEJOBAHUM;

7) cBeneHUS O MEAUIMHCKUX OpraHu3alMsX, B KOTOPBIX TPEIIOJaraercs MpOBEAECHUE
KIIMHUYECKOIO0 MCCIIEN0BAaHUS JIEKAPCTBEHHOIO Ipenaparta A MEIULUHCKOTO NPUMEHEHHUs (IIOJIHOE U
COKpAIIIEHHOE HAaWMEHOBAaHMs, OpTraHU3allMOHHO-NIpaBoBas (opMa, MECTO HAXOXKACHHUS U MECTO
OCYILECTBIICHUS JeITEIbHOCTH, TenedoH, Tenedakce, agpec dIEKTPOHHON MOYTHl KaXI0M MeIMIUHCKON
OpraHM3aIum);

8) cBeldeHHMs O IMpeaNoJaraéMbIX CpOKax MpPOBEAEHUS KIMHUYECKOTO  MCCIEOBAaHUS
JIEKapCTBEHHOI'0 Iperapara Jyuisi METUIIUHCKOTO PUMEHEHMUS;

9) xomui0 JOroBopa 00s3aTEIBLHOIO CTPAXOBaHMS, 3aKIOYEHHOTO B COOTBETCTBUU C TUIIOBBIMU
npaBuwiaMy  00s3aTEIBHOTO CTPaxOBaHUS, C YyKa3aHWEM NPEJENbHONM YHUCICHHOCTH IAallUeHTOB,
YYacTBYIOIIMX B KJIMHUYECKOM HCCIIEOBAaHMM JIEKAPCTBEHHOIO Ipenapara Uil MEIULUHCKOTO
MIPUMEHEHUS,

10) uadopmanuio o coctaBe JIeKapcTBEHHOI0 Ipernapara Jisi MeAULUHCKOTO TPUMEHEHHUS;

11) mOKyMeHT, COCTaBIEHHBI MPOU3BOAMUTEIEM JIEKAPCTBEHHOI'O Mpernapara A MEAUIMHCKOIO
IPUMEHEHNS M COJEpXKAIlMK IOKa3aTeau (XapaKTEPUCTHKH), a TAaKXKE CBENEHUSA O JIEKapCTBEHHOM
npenapare Ui MEAMIMHCKOIO TPUMEHEHUS, [POU3BEACHHOM [UIsl MPOBEACHUS KIMHUYECKUX
HCCIICIOBAHUM;

Wudopmanust 06 U3MEHEHHUSX:

Ilynkm 12 usmenen c 15 uronsa 2018 2. - @edepanvruiii 3akon om 4 uions 2018 2. N 140-D3
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CMm. npedvloywyro pedaKyuio

12) xonuio JMLEH3UM Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB B Cllydyae, €CiIM IPOM3BOJCTBO
JIEKapCTBEHHOI'0 Ipernapara ocyuectisiercs B Poccuiickoit denepanuu, WM KONUIO 3aKIOYECHUS O
COOTBETCTBUM IPOM3BOJAUTENS JICKAPCTBEHHOIO IIpenapara TpeOOBaHUSAM IIPaBUI  HaJjleKaluei
IIPOU3BOJCTBEHHOW IPAKTUKU, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOAUTENS
JIEKapCTBEHHOT'O Ipernapara.

3. B cpok, He mPEeBBILAIONINIA MIATH pabounx THEH co THS MPUHATHS YKa3aHHOTO B ITyHKTe | yacTtu
2 HacTOsIILEH CTaTbU 3asBJICHUS U HEOOXOIMMBIX JOKYMEHTOB, YIIOJHOMOUYEHHBIN (penepanbHblii opran
VCITOJIHUTEJILHOM BIIACTH:

1) npoBOAUT NMPOBEPKY MOJHOTHI U IOCTOBEPHOCTH CBEACHUH, COAEPKALIUXCS B IPEJCTABICHHbIX
3asiBUTEJIEM JTIOKYMEHTAX;

2) NpUHUMAET PEIIEHUE O NMPOBEJCHUM IKCIEPTH3bl JOKYMEHTOB Ul MOJYUYEHHUs Pa3pelleHus Ha
IIPOBEJCHUE KIMHUUECKOT0 UCCIIEA0BAHUS JIEKAPCTBEHHOIO MIpenapaTa s MEAUIIMHCKOIO IPUMEHEHUSI U
TUYECKON IKCIEPTU3bI WK 00 OTKa3€e B MPOBEJCHUN YKAa3aHHBIX 3KCIEPTU3;

3) yBemomuisIeT B BJEKTPOHHOW ¢dopme mwiM Ha OyMaKHOM HOCHUTENE 3asgBUTENSI O MPUHITOM
peleHny 1100 B cilyyae MPUHSITUS PELICHUs 00 0TKa3e TaKkKe C yKa3aHHMEeM IPUYMH TaKOro 0TKas3a;

4) MoOAroTaBJIMBAET W HANpPABISET B 3KCIEPTHOE YUPEXKJIEHUE M COBET IO JTUKE 3aJaHUE Ha
IIPOBEJECHUE COOTBETCTBYIOLINX IKCIIEPTH3.

4. B cnmyyae BBISIBICHHSI HENOJIHOTHI M (MJIM) HEIOCTOBEPHOCTH HMH(GOpPMAIMH, COACPIKAIICHCS B
IPEJCTABICHHBIX 3asBUTENEM JOKYMEHTaxX, YHNOJHOMOUYEHHBIH (eaepalbHblii OpraH HCIOJHUTEIbHON
BJIACTU HAIIPaBIISIET 3asBUTEIO 3apOC 00 YTOUHEHHWM YKa3aHHON MHQpopMmanuu. JJaHHBINA 3ampoc MOXKET
OBbITH TIepe/iaH YIOJIHOMOYEHHOMY MPEACTaBUTENIO 3asiBUTENSI JIMUHO IO PACIMCKY, HalpaBJIeH MO 104Te
3aKa3HBIM MMMCHMOM WJIH TEepe/iaH B AJIEKTPOHHOU (OpME MO TEIEKOMMYHUKAIIMOHHBIM KaHajdaM CBs3U. B
Clly4ae HalpaBjCHMs AAHHOIO 3alpoca IO MOYTE 3aKa3HbIM IHCbMOM OH CYMTAETCS IOJIYYEHHBIM IIO
MCTEUEHUHU LIECTU THEH C JaThl HallpaBJICHUs 3aKa3HOT'O NHUCbhbMa. 3asBUTENb 00513aH MPEICTaBUTh OTBET
Ha 3aIpoC YIOJIHOMOYEHHOT 0 (hefiepajlbHOrO OpraHa UCHOJHUTEIbHOM BIACTH B CPOK, HE MPEBbIIAOIINI
JeBsSHOCTa pabouux AHeH co JHS ero nonydeHus. Cpok, yKa3aHHBIM B 4acTW 3 HACTOSIIEH CTaTbH,
NPUOCTAHABJIMBACTCS CO JIHS HANpaBJICHUs 3asBUTENIO 3allpoca yIOJHOMOYEHHOIO (peepanbHOro opraHa
UCIIOJTHUTENIbHOM BJIaCTU /0 JHS IOJIyY€HHS UM COOTBETCTBYIOIIEIO OTBETa U HE YUYUTHIBACTCS MpPU
UCUUCIIEHUM CpOKa TPHUHATHS YHNOJHOMOUYEHHBIM (peliepaibHbBIM OpPraHOM HCHOJHUTENBHOM BIacTH
pelleHus O MPOBEAEHUM SKCIEPTH3bl JOKYMEHTOB JUIsl MOJIyYEHUS pa3pellieHHus Ha IpOBEICHUE
KJIIMHUYECKOI0 UCCIIEOBAHMSI JIEKAPCTBEHHOIO IIpenapara JUisi MEJUIUHCKOTO IPUMEHEHUS.

5. OcHoBaHMEM AJIsl OTKa3a B MPOBEACHUU IKCIIEPTU3bI JOKYMEHTOB JUIsl MOTYYEHUs pa3peleHus
Ha TIPOBEACHHME KIMHUYECKOTO HCCIENOBAaHUS JIEKapCTBEHHOIO Ipenapara il MEIUIMHCKOrO
NPUMEHEHHUS U STUYECKON IKCIEPTU3BI ABIISETCS MPEACTABICHNE JOKYMEHTOB, IPEAYCMOTPEHHBIX YacThbIO
2 HacTOALIEeH CTaThH, B HEMOJIHOM 00bEeMe, HeTpe/ICTaBIEHUE 3asBUTENIEM B YCTaHOBIICHHBIN CPOK OTBETa
Ha YKa3aHHBIH B dacTu 4 HACTOSAMIEH CTAaThbU 3ampoc YIMOJTHOMOYEHHOTO (eaepalbHOrO oOpraHa
UCTIOJIHUTENIBHOW BJIACTH JTUOO OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX HCUEPIBIBAIOLIETO MepedHs
HeoOxoauMol uHpopMauuyu Wid HWHGOpPMAalWK, KOTOpas I0JDKHA ObITh OTpakeHa B HHUX, a TaKxKe
OTCYTCTBUE MH(OpMAIUK, MOATBEPKAAIONMIEH (akT YIUIaThl rOCyJapCTBEHHON MOLUIMHBI 33 MPOBEACHUE
STHUYECKOW HKCIEPTU3bl, 3KCHEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpenapar g MOJy4yeHUus
paspelieHuss Ha IPOBEJCHHE KIMHUYECKOIO HCCIECJOBAHMs JIEKapCTBEHHOIO Ipenapara s
MEAMIIMHCKOTO MPHUMEHEHHUs, 3a Bblayy pa3pelleHus Ha IpOBeIeHUE KIMHUYECKOro HCCIeIOBAHUS
JIEKapCTBEHHOTI'O IIpernapaTa sl MEAUIIMHCKOTO IPUMEHEHHS, 3a IPOBEAECHNE DKCIIEPTU3bI TOKYMEHTOB Ha
JIeKapCTBEHHBIN MpemapaT JUIsl T[OJy4eHUs pa3pelleHus] Ha IPOBEIEeHUE  MEXKIYyHapOJIHOTO
MHOTOLIEHTPOBOI'O  KJIIMHUYECKOTO HCCJIEIOBAaHUS JIEKAPCTBEHHOrO Ipemnapara Al MEAMIMHCKOTO
PUMEHEHHS, 32 BblJauy pa3pelieHns Ha MPOBeIeHnEe MEXIYHAPOIHOTO MHOTOLIEHTPOBOTO KIIMHUYECKOTO
MCCJIEJOBAHMsI JIEKApPCTBEHHOTO IpenapaTa Uil MEAUIMHCKOTO MPUMEHEHUs, 3a IPOBEACHUE ITHUUYECKOU
9KCIIEPTHU3bI, HKCIEPTU3bl JOKYMEHTOB Ha JIEKApPCTBEHHBIM IpemnapaTr A MOJy4YeHHs pa3pelieHus Ha
IIPOBEJEHUE TOCTPErMCTPALMOHHOIO KIMHUYECKOIO HCCIEIOBAHMS JIEKAPCTBEHHOIO IpemnapaTra Ul
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MEIUIIMHCKOTO TPUMEHEHUs, 3a BbAauy pa3pelieHus Ha MPOBEACHUE MOCTPETUCTPALMOHHOTO
KJIMHUYECKOT0 UCCIIEA0BAHUS JICKAPCTBEHHOTO Mpenapara g MEAUIIMHCKOTO IPUMEHEHUS.

6. IlpoBenenue sKCHEpTU3bl JOKYMEHTOB JUISI TOJIYYCHHS pa3pelIeHUss Ha MPOBEICHHE
KJIMHUYECKOTO MCCJIEI0BAaHMS JIEKAPCTBEHHOIO Mpenapara JJjisi MEJIUIMHCKOTO TPUMEHEHUS U STUYECKOMN
AKCIEPTU3BI, COCTABIICHUE KOMHUCCUEN DKCIIEPTOB U COBETOM I10 ITUKE 3aKJIKOYEHUW O BO3MOKHOCTH WU
HEBO3MOYKHOCTU MPOBEJACHUSI TAKOTO KIMHUYECKOTO MCCIEIOBAHUS M HAMPABJICHUE ITUX 3aKIIOYCHUN B
YIIOJIHOMOYEHHBIA  (pe/lepaibHblii OpraH MCIOJHUTEIBHONH BIACTH OCYIIECTBIAIOTCS B CPOK, HE
MPEBBIIIAIIIMN TPUANATH paboYuX ITHEH €O JHSA TOJYYCHHs] SKCIEPTHBIM YUYPEKICHUEM 3aJlaHus
YIIOJTHOMOYEHHOTO (heJIepaTbHOT0 OpraHa HWCIOJHUTEIBHOW BIACTH C MPUIOKCHHEM JIOKYMEHTOB,
yka3zaHHbIX B nyHktax 3, 4, 10 m 11 yactu 2 HacTOsIEH CTaThbH, M COBETOM IO 3THKE 3aJaHusd
YIIOJTHOMOYEHHOTO (heJIepaqbHOr0 OpraHa HWCIOJHUTEIBHOW BIIACTH C MPHJIOKEHHEM JIOKYMEHTOB,
YKa3aHHBIX B MyHKTax 3 - 6, 8 U 9 yacTu 2 HACTOAIIEH CTaThU.

7. B cpok, He TPEBHIMIAIMINN IMSITH PA00UNX THEHW CO JHS MOTYUYCHHS 3aKITIOUYCHUMN, YKa3aHHBIX B
4acTu 6 HACTOAIIEH CTaThbU, YIIOJIHOMOUYEHHBIN (heJepaabHblid OpraH UCIIOIHUTEIBHON BIACTHU:

1) ocymiecTBisIET OIEHKY IMOCTYNHMBIIMX 3aKIIOYCHHUH JUIsi OMPENEICHUsT MX COOTBETCTBUS
3a/IaHUSIM Ha TIPOBEJIEHUE COOTBETCTBYIOLIUX SKCIEPTH3;

2) MpUHMMAET PEIICHHE O BbIJa4€ pa3pelieHUs] Ha MPOBEACHHE KIMHUYECKOTO HCCIIECTIOBAHUS
JICKapCTBEHHOI'0 Tpernapara Juisi MEAMIIMHCKOTO MpPUMEHEHUs Ui 00 OTKa3e B BbIJA4Ye YKa3aHHOTO
paspeunieHus;

3) BBIIAaCT pa3pelicHUe Ha MPOBEACHUE KIMHUYECKOTO MCCIICIOBAHUS JICKaPCTBEHHOTO IIpernapara
JUTST MEAUITMHCKOTO IIPUMEHEHHUSI WJIH pellieHre 00 0TKa3e B BbIaue YKa3aHHOTO Pa3pelieHus C yKa3aHueM
MIPUYUH OTKa3a.

8. OcHOBaHMEM /I OTKa3a B BbIJA4Ye Pa3pelIeHHs] Ha MPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS
JIEKapCTBEHHOTO Mpernapara JJjisi MEIUIIMHCKOTO MPUMEHEHHUS SBJISIETCA HAJIMYME 3aKJIIOYEHUS KOMHUCCUU
AKCIEPTOB WJIM 3aKJIIOYEHHS COBETAa II0 OATUKE O HEBO3MOXKHOCTH IPOBEICHHUS KIMHUYECKOTO
UCCJIEIOBAHMS  JIGKAPCTBEHHOrO Mpenapara g MEIUMUMHCKOrO IPUMEHEHUsT 10 pe3yibTaTaM
MIPOBEJICHHBIX AKCIEPTHU3, MPETYCMOTPEHHBIX YaCThIO 6 HACTOSIIEN CTAThH.

9. Pemenne 06 oTka3e B MPOBEICHUH AKCIEPTU3BI JOKYMEHTOB JJISl MONYYEHUS Pa3pelieHus Ha
MPOBEJICHUE KIIMHUYECKOT0 UCCIEA0BAHUS JIEKAPCTBEHHOTO TIpenapara Jijisi MEAUIUHCKOTO PUMEHEHHUS U
STUYECKOM HKCIEPTU3bl M B BbAAU€ pa3pelIeHUss Ha MPOBEACHHE KIMHUYECKOTO MCCIEI0BAHUS
JIEKapCTBEHHOTO TIpenapara Jyisli MEIUIIMHCKOTO MPUMEHEHHS MOXKET ObITh 00KajJoBaHO B TOPSIJIKE,
YCTaHOBJIECHHOM 3aKOHOAATENbCTBOM Poccuiickon denepannu.

T'APAHT:

Cwm. komMmeHTapuH K ctaTthe 39 HacTosmero denepanbHOro 3aK0Ha

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaopsa 2014 e. N 429-D3 nacmoawuii Dedepanvhblil 3aKOH OONONHEH
cmamuveu 39.1, scmynaroweu 6 cuny ¢ 1 urona 20135 e.

Cratbs 39.1. DTudeckas sKcrepTu3a

1. DTrueckas IKCIepTU3a MPOBOIUTCS COBETOM I10 ATHUKE, CO3JaHHBIM B MOPSIKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (peIepalIbHBIM OPTaHOM HCIIOMHUTEIBHONW BIACTH, B IENSIX BbIIAYM 3aKIIOYCHHS 00
ATUYECKONH OOOCHOBAHHOCTH BO3MOXKHOCTH MPOBEJCHUS KIMHUYECKOTO HCCIEIOBaHUS JIEKAPCTBEHHOTO
npenapara Jijisi MeAUIUHCKOTO IPUMEHEHHSI.

2. DKcmepramMu COBETa IO JTHKE MOTYT OBITh MPEICTABUTENIH MEIUIMHCKUAX OpraHu3alIui,
HAyYHBIX OpraHu3alnii, 00pa30BaTEIbHBIX OPraHU3AIMIA BHICIIEr0 00pa30BaHuUs, a TAKXKe MPEICTaBUTEIN
OOIIIECTBEHHBIX OpTaHW3alMMA, PEIUTHO3HBIX OPTaHM3allMd W CPEICTB MaccoBoW MHQopMmamuu. JlaHHbIE
9KCIIEPTHl HE JIOJDKHBI HAXOIUTHCS B KAKOH-IMOO 3aBHUCHMOCTH OT pPa3paOOTUYUKOB JIEKapCTBEHHBIX
MpenapaToB U APYTUX JIUIl, 3aMHTEPECOBAHHBIX B PE3YyIbTaTaX dTHUECKOU IKCTICPTU3HI.

3. Omnara yciIyr 3KCIEpPTOB COBETa IO 3THUKE OCYIIECTBJISETCS Ha OCHOBAHMM JIOTOBOPA,
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3aKJIFOYEHHOTO MEXIy YIMOJHOMOUYEHHBIM (he/iepalbHbIM OPraHOM HCIIOJHUTENBbHON BIIACTH, KOTOPBIM
CO3/laH COBET II0 ATHKE, MU SKCIEPTOM COBETa II0 O3THKE, 3a CYeT OIO/DKETHBIX aCCUTHOBaHMI,
IPEIYCMOTPEHHBIX YIOTHOMOYEHHOMY (eiepaJIbHOMY OpraHy UCHOTHUTEIBHOMN BIACTH, KOTOPBIM CO3aH
COBET I10 3THKE, B (hefiepalibHOM OFOJPKETE Ha COOTBETCTBYIOIIMM ol Ha 00eCIIeYeHUe ero AeATelIbHOCTH,
B pa3zMepax, ycraHoBiIeHHbIX [IpaBurensctBoM Pocculickont denepanuu.

4. DKcnepTsl COBETa II0 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOJATEIILCTBOM
Poccuiickoit @enepanuu.

5. CoctaB coBeTa MO ITHKE, OJI0KEHUE 00 ITOM COBETE, IOPSIOK €ro IesTeNIbHOCTH, TpeOOBaHUS
K KBaJM(HUKAIMKA M OMBITY pabOTHl MO S3KCIEPTHOH OIEHKE HAYYHBIX, MEIUIMHCKAX U JTUYECKUX
aCIIEKTOB KJIMHHMYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX IPENaparoB s MEIULMHCKOIO IPUMEHEHUS,
IPEABIBISIEMBIE K JKCIIEPTaM COBETa [0 3THKE, I[OPSAJ0K OPraHM3aluyd M IIPOBEICHHS ITHYECKOU
9KCHEPTU3bl, ()OpMa 3aKIHOYEHUS COBETA IO THUKE YCTAHABIMBAIOTCS YIOJHOMOYEHHBIM (hefepallbHbIM
OpraHoOM HCIIOJHUTENBHOU BiacTu. UucCio mnpencraBUTenedl MEIMIMHCKAX OPraHU3aluid HE MOXKET
IPEBBILIATH [TOJIOBUHY OT OOIIEro YKcia SKCIEPTOB COBETA MO ITHKE.

6. Madopmanust 0 coctaBe COBETa IO STHKE, IJIAHAX €ro padOThl W TEKYIIEeW AEATEIbHOCTH
pasmenaercs Ha OpULIHAIBHOM CaiiTe YIOJTHOMOYEHHOTO (e1epabHOIO OpraHa UCIIOJIHUTENILHON BIacTH
B ceTH "MHTepHEeT" B yCTAaHOBJIEHHOM UM IOPsI/IKE.

TAPAHT:

Cwm. kommeHTapuu k ctatbe 39.1 HacTosmero denepanbHOrO 3aKOHA

Crarps  40. HpOBeI[eHI/IC KIIMHUYCCKOI'0 HMCCJICAOBAaHUA JICKAPCTBCHHOI'O IIpfIiapara IJIA
MCIUIUHCKOI'0 MPUMCHCHUA

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 1 cmamou 40 nacmosweco
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. PykoBoauTens MEIUIIMHCKON OpraHU3alliu, KOTOpas MPOBOIUT KIMHUYECKOE HCCIEIOBaHHE
JICKapCTBEHHOTO TIperapaTa iyl MEAUIIMHCKOTO IIPUMEHEHH S, Ha3HAYaeT UCCIIeIOBATENs, OTBETCTBEHHOTO
3a TMPOBENECHHWE TAKOTO HCCIEAOBAHUS U HMEIOLIET0 JIEYEOHYIO CHEIUaIbHOCTh, COOTBETCTBYIOIIYIO
IPOBOJIUMOMY KJIMHHYECKOMY HCCIIEIOBAHHUIO JICKQPCTBEHHOTO TIpernapaTra, CO CTaXeM padOoThl O
nporpaMMaM KIMHHYECKUX HCCIETOBaHMI JeKapCTBEHHBIX MperapaToB HE MEHee YeM TPH Tojia U MO ero
NPEUIOKEHUIO Ha3HAYaeT COMCCIIEIOBATENCH U3 Yrcia Bpadyel 3TO MEAUIIMHCKOW OpraHu3aIiH.

2. UccnenoBatenb OCYIIECTBISET BBHIOOP MAIIMEHTOB, KOTOpBIE MO MEIUIIMHCKUAM MOKa3aHUAM
MOTYT OBITh NMPHUBJICYEHBI K YYACTHUIO B KIMHUYECKOM HCCJICIOBAHWUHU JICKAPCTBEHHOTO Ipernaparta Jyis
MEAUIIMHCKOTO MTPUMEHEHHUS.

3. HccnenoBatens u couccielnoBaTeNd JOJDKHBI OBITh O3HAKOMIIGHBI C  pe3ylbTaTaMu
JOKITMHIYECKOTO UCCIIEAOBAHUS JIEKAPCTBEHHOT'O CPEJICTBA, COJEPKAITUMHUCS B OPOIIIOPE HCCIEI0BATEIS,
MPOEKTOM TPOTOKOJA KIMHUYECKOTO HCCIENIOBaHUs JIEKAPCTBEHHOTO Tpernapara Uisi METUIIUHCKOTO
NPUMEHCHHUS, Pa3pabOTaHHBIM Pa3padOTYNKOM JICKAPCTBEHHOTO Tperapara HWId WHBIM FOPUIUICCKHM
JUIOM, TPHUBJICKAEMBIM K OpTaHHW3aIMHM TMPOBEACHUS KIMHUYECKOTO HCCIIECOBAHMS JIEKAPCTBEHHOTO
mperapara Juisi METUITUHCKOTO TIPUMEHEHUS, U IPYTHMH MaTepHuajaMHi TaKOTO UCCIICIOBaHUS.

Wndopmarys 06 M3MEHEHHSAX:

Dedepanvrvim 3axonom om 29 nosopa 2010 2. N 313-@3 cmamwvsa 40 nacmoswezo DedepanvHozo
3aKkoHa oonoanena wacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 aueaps 2011 e.
3.1. PykoBoauTens MEAUIIMHCKOM OPraHU3allii B CPOK, HE TPEBHIMIAIOIINN TpeX pabodnx JHEH co
JTHS Hayaja MPOBEJCHUS KIMHMUYECKOTO HMCCIIEIOBAHUS JIEKAPCTBEHHOTO Tpernapara Jjs METUIIMHCKOTO
MPUMEHEHHUs, coo0maer o0 3TOM B YIIOJHOMOYEHHBINH (eAepalbHbIi OpraH HCIOJHUTEIHHON BIACTH,
BBIJIABIINI pa3pelieHne Ha MPOBEACHUE TAKOTO UCCIIEIOBAHMS, 10 YCTAHOBIICHHON UM (hopme.

Wndopmarys 06 M3MEHEHHSAX:
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@eoepanvrvim 3axonom om 11 oxkmsaops 20102. N 271-@3 6 uacmv 4 cmamou 40 nacmosweco
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm wacmu 6 npeovioyujeri peoaxyuu
4. OpraHu3anuy, OCYIIECTBIIAIOIME OPraHU3ALUI0 IPOBEAEHUS KIMHHUYECKOIO HCCIEI0BaHUS
JICKapCTBEHHOI'0 IIpernapara Uil MEIMLHMHCKOrO INPUMEHEHMS W YKa3aHHbIE B 4YacTu 3 craTbu 38
Hacrosmero denepaqbHOrO 3aKOHA, B ClIydyae HEOOXOAMMOCTH BHECCHHS H3MEHEHUH B IPOTOKOI
KJIMHUYECKOI'O UCCIIE0BaHMSI JIEKAPCTBEHHOIO IIperapara A MeAULIUHCKOr0 IPUMEHEHHsI COOOIIA0T 00
3TOM B YIOJHOMOYEHHBIN (herepanbHblii OpraH HMCHOJHUTEIBHOW BIIACTH, BBIJABIIMN pa3pelieHHE Ha
IPOBE/IEHUE TAKOTO UCCIIE0BAaHUS, 110 YCTAaHOBIEHHON UM (hopMe.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axonom om 11 okmsaopa 2010 e. N 271-P3 cmamovs 40 nacmosuwezo PedepanbHo2o
3aKOHA 00noIHeHa Yacmoio 4.1
4.1. ®opma cooOIIeHUs] O BHECCHHHM W3MEHEHHH B TPOTOKOJ KIMHUYECKOTO HCCIICIOBAHUS
JICKapCTBEHHOTO TIperiapara Juisi MeIUIIHHCKOTO MPUMEHEHHS JIOJDKHA COACPKATh CICAYIONINE CBEICHUS:
1) HauMeHOBaHUEe, UACHTU(DUKAIIMOHHBIA HOMEP U J]aTa POTOKOJIA KIIMHUYECKOTO UCCIICOBaHUS;
2) nata BHECEHUS U3MEHEHUH B IPOTOKOJ KIIMHHYECKOTO MCCIICIOBAHNUS,
3) HAUMEHOBAaHUE U MECTO HAXOXICHUS 3asIBUTEIIS,
4) HauMEHOBAHHWE OPTAHM3AINH, MPHUBJICYCHHONW pPa3padOTYMKOM JICKAPCTBEHHOTO Tperapara K
OpraHu3aIK MIPOBEACHUS KIIMHUYECKOTO HCCIIeIOBaHUS (TIPH HAIMYHH);
5) HaMMEHOBAaHUS W MECTa HAXOXJICHHUS MEIWIIMHCKUX OpPTaHW3aIfii, B KOTOPHIX POBOJIUTCS
KJIMHUYECKOE MCCIICIOBAHNUE;
6) mara BbIIAYM pa3peIICHUS Ha TPOBEACHHE KIMHUYECKOTO HCCIICIOBAHUS W HOMEpP ATOrO
pa3pelicHus;
7) N3MEHEHUs, BHOCUMBIC B POTOKOJI KIIMHUYECKOTO UCCIICIOBAHUS.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 5 cmamwvu 40 nacmosweco
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm yacmu 6 npeovloywett pedaKyuu

5. B cpok, He nmpeBbIIaONUil TpuanaTu padounx AHEH co AHS MOJIYYEHHUs YKa3aHHOIrOo B yacTu 4
HACTOALIEH CTaThbU COOOIIEHHS, YHNOJHOMOYEHHBIH (QenepalbHbIii OpraH HUCHOJHUTENIBHON BIacTu
paccMaTpUBAeT 3TO COOOILIECHHE B YCTAHOBJICHHOM MM IOps/JKE M NPHUHUMACT pelIeHHEe O BHECEHHH
WU3MEHEHUN B IIPOTOKOJ KIMHUYECKOIO HMCCIIEI0BAHUS JIEKAPCTBEHHOIO Iperapara Uil MEIUIMHCKOTO
OpUMEHeHHs Wi o0 OTKa3e BO BHECEHMH Takux Hu3MeHeHMH. Ilpu paccMoTpeHMH cOOOLIEHHS O
HEOOXOJUMOCTH BHECEHUS W3MEHEHHW B MPOTOKOJN KIMHUYECKOTO HCCIIEOBaHMS JIEKApCTBEHHOTO
npenapara sl METUIIMHCKOTO IPUMEHEHNUs B LENIAX OLlEHKH 000CHOBAHHOCTH MPE/IaraeéMbIX U3MEHEHUH
Y ONPEIEIICHUs CTENEHU PUCKa I MALlMEHTOB, IPUHUMAOIINX yYaCTHE B KIMHUYECKUX UCCIIEOBAHMSIX,
YIIOJTHOMOYEHHBIM (pe/iepalbHbIM OpraHOM HCHOJIHUTEIbHOM BIACTHM MOTYT HPHUBIIEKATHCS HKCIEPTHI
COBETA 110 JTHUKE.

6. KimHnueckoe uCCleIOBaHME JIEKAPCTBEHHOrO Ipenapara Uil MEAUIMHCKOrO IPUMEHEHUs
MOXET OBbIThb TNPHUOCTAHOBJIECHO WJIM IPEKpaIIeHO, €CIM B IpOLEecce €ro IMpOBEACHHS OOHapyXkeHa
OMAacHOCTb JUISl ’KU3HH, 370POBbs NAIIMEHTOB. B cilyyae BO3HUKHOBEHMS ONACHOCTH JUISl KU3HHU, 30POBbS
NAIMEHTAa, YYaCTBYIOILIETO B KIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOTO NpenapaTa A MEAULIMHCKOTO
NPUMEHEHHUs, HuccienoBarenu o0sa3aHbl MPOMH(GOPMUPOBATH 00 3TOM PYKOBOJIUTENSI MEIULIUHCKOMN
OpraHu3alliil W OpraHU3alMio, MOJYYMBIIYIO pPa3pelIeHHE YIOJIHOMOYEHHOTO (eepasbHOro opraHa
VCITOJIHUTENIBHOM BJIACTH HA OPraHU3ALMIO MPOBEACHUS KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOIO
npenapara. Penienre o MpruoCTaHOBIEHUN KIMHUYECKOTO MCCIIEI0BAaHUS JIEKAPCTBEHHOTO IIpenapaTa Jis
MEAMIIMHCKOTO TPUMEHEHUS MPUHUMAIOT pPYKOBOAMUTEIb MEIUIIMHCKOW OpraHuM3auud ©  (Win)
OpraHu3aiysi, MOJIyYyUBIIAs pa3pelieHUe YHOIHOMOYEHHOTO (QelepaabHOro OpraHa MCIOJHUTEIbHON
BJIACTM HA OPraHU3ALMIO IPOBEACHUS KIMHUYECKOTO MCCIEAOBAHUs JIEKAPCTBEHHOIO Ipernapara it
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MCIULIMHCKOI'O NPHUMCHCHUA, peIICHUC (6] MMPCKpalCHU TaKoro HUCCICIOBaHUA MNpHUHUMACT
YIIOJIHOMOYEHHBIA  (eiepaibHbIil OpraH MCIOJHUTENbHON BJIACTM HAa OCHOBAHHUU COOOILEHHUS B
NUCHbMEHHOW (opMe pPYKOBOAMTENS METUIIMHCKONW OpraHM3alliil WM OpraHu3alys, IOJy4YHBIIas
paspelieHre YIOoJHOMOUYEHHOro (hefepalbHOr0 OpraHa MHCHOJHUTENbHOM BJIACTM HAa OpraHU3aLUIO
MMPOBCACHU A KIIMHUYCCKOI'O UCCIICAOBAHMS JICKAPCTBCHHOT'O IIpCIriapara JJIsI MCAUIIUHCKOI'O MPUMCHCHUA.

7. B cpok, He NpPEeBbILIAIONIMNA MATH padouux JAHEH cO JHS 3aBepIIEHUs, IPUOCTAHOBICHUS MU
IIPEKpalleHUsl KIMHUYECKOIO  HCCIEAOBAHMUSA  JIEKAPCTBEHHOIO IIpemapara il MEAULUHCKOIO
IPUMEHEHHUs, COOOLIeHHe 00 TOM HaNpaBISIETCs OPraHU3ALUAMM, YKAa3aHHBIMH B 4YacTH 3 cTaTbu 38
Hacrosero denepaibHOrO 3aKOHA, B YIIOJHOMOYEHHBIN (hesiepalibHbli OpraH MCIOJHUTEIBHON BIACTH
10 YCTAHOBJIEHHOHN UM (opme.

8. ®opma coOOIIEHUSI O 3aBEPIICHUH, MPUOCTAHOBIECHWU WM TMPEKPAEHUU KIMHUYECKOTO
MCCJIEIOBAHMsI JIEKAPCTBEHHOIO IIpenapaTa JUlsl MEIULIUHCKOTO IIPUMEHEHUS TOJKHA COLEPKaTh!

1) I/IHq)opMaumo 0 MEJIMLMHCKOW OpraHu3alvy WIA MEAULUMHCKAX OPraHU3ALMAX, TPOBOIMBIINX
JTaHHOE UCCIIEJOBAHMUE;

2) onucaHue JaHHOTO MCCIIEIOBAHNUS,

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 11 okmsaops 2010 2. N 271-D3 6 nynkm 3 uacmu 8 cmamovu 40 nacmosue2o
DedepanbHoc0 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu

3) namHbBle UccienoBarens (pamMwIds, UMs, OTYECTBO, MECTO padOThI, 3aHMMAaeMas JTOJDKHOCTb,
CHENHUATBHOCTD, CTAX Pa0OTHI IO MPOrpaMMaM KIMHUYECKUX MCCIICIOBAHUH JIEKAPCTBEHHBIX MPENapaToB,
NepeYeHb KIMHUYCCKUX HCCIEAOBAHUN JIGKAPCTBEHHBIX IMPEMapaToB, B KOTOPHIX OH MPUHUMAJ y4acTHE
(TepHo/IbI y4acTHsl) B KAYECTBE HCCIICIOBATEIS UM COMCCIICIOBATENS);

4) pe3ynbTaTr JaHHOTO UCCIeA0BaHus (3aBeplleHre, IPUOCTAHOBIICHUE WM MIPEKpaIieHue JaHHOTO
UCCIICIOBaHMS C YKa3aHWEM HMX NMPUYUH U BIUSHHS Ha OLICHKY €ro Pe3ysIbTaToB, OOIIYIO OIICHKY PHCKa U
OKU/IaeMOW  TOJIB3BI  OT TPUMEHEHHUS HCCIEAYeMOTo JIEKapCTBEHHOTO Tperapara, a Takke
mpeJnoiaraeMele TajgbHeime 1ecTBUs).

Wndhopmarust 06 n3MEHEHUSX:

@Deoepanvrvim  3axonom om 13 wuons 2015 2. N 241-D3 uyacme 8.1 cmamvu 40 nacmosweco
DedepanbHo20 3aKOHA U3N0AHCEHA 8 HOBOU PedaKyuu

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

8.1. Tlpu BwisIBIeHUU (DenepalbHBIM OPraHOM MCIOJHUTEIBLHON BJIACTH, OCYIIECTBIISIIONIUM
(GYHKIMU TIO KOHTPOJIO M HaJI30py B cdepe 3ApaBOOXpAHEHHUs, HAPYLIICHWH MpaBuil Hajaexalen
KJIMHAYECKOW NPAKTUKH IPU MPOBEACHUM KIMHMYECKOIO HCCIEAOBAHMUS JIEKAPCTBEHHOIO Ipemnapara,
BIMSIOIMX HA MOJHOTY MU (WJIM) JOCTOBEPHOCTh JAaHHOTO KJIMHUYECKOTO HCCIEIOBaHMS, yKa3aHHBIN
(benepanbHbI OpraH MCIOJHUTEIBHON BJIACTH MPHOCTAHABIMBAET NPOBEIEHHE NAHHOIO KIMHUYECKOTO
WCCJIEIOBAHNS M BBIHOCUT MEIMIMHCKOM OPraHM3alMy, B KOTOPOM IMPOBOJMUTCS JAHHOE KIMHHUYECKOE
UCCIIeIOBaHMe, TMpeanucaHue o0 yCTpaHEHWH BBISABICHHBIX — HapyiieHud. [lpm  HeycTpaHeHHH
MEJUIMHCKOW OpraHu3alyell BbIABICHHBIX HApyLIEHUH B YCTAHOBJICHHBIM B NPEANMCAHUU CPOK
yKa3aHHBIH (enepanbHbIi OpraH HCHOJHUTENBHOM BIIACTM NPUHUMAET pEHIEHHE O MPEeKpalleHun
MPOBEJCHHUS KIMHUYECKOTO HCCIIEOBAHUS JIEKQPCTBEHHOTO IpernapaTa W HampaBisieT B (enepaibHbIi
OpraH HCIHOJHHUTENIbHOM BJIACTH, OCYIIECTBISIOIIMK (YHKIMH 1O BBIpaOOTKE M pealn3aluu
roCy/1apCTBEHHOW MOJUTHKHA W HOPMAaTHBHO-IIPABOBOMY DETYJIMPOBAaHHIO B cdepe 3ApaBOOXPAHEHUS,
3aKJIFOYEHHE O BBIABICHUU IIPU MPOBEAECHUN JAHHOIO KJIMHUYECKOTO MCCIIEN0BAaHUS HApYIIEHUH NpaBUIl
HaJJIeXKalled KIMHUYECKON MPaKTUKK JUIsl IPUHATHUS pelleHusl 00 OTMEHe pa3pellieHus Ha OpraHu3aliio
IIPOBEJEHUS JTaHHOTO KJIMHUYECKOTO MCCIENOBAaHUS C JAThl NPUHATHS PEUIEHHs] O MPUOCTAHOBICHHUH
IIPOBEICHMS KIIMHUYECKOTO UCCIIEI0BAHMS JIEKAPCTBEHHOTO IIpenapara.

9. VYnonmHoMoueHHBIH (efepabHBIi OpraH HCHOJHUTENBHOM BIACTH OMYOJMKOBBIBACT U
pa3Meniaer Ha cBoeM oduuuanbHOM caiite B cetd "MHTepHer" cooOlueHHe O 3aBEpIICHUH,
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IPUOCTAHOBJICHUU WM NPEKPALIEHUH KIMHUYECKOI'O MCCIEAO0BAaHUS JIEKAPCTBEHHOrO IIpernapara i
MEAMIIMHCKOTO MPUMEHEHHUSI B CPOK, HE MPEBHIIAIOIMNN MATH pabouyux AHEHW CO JIHSA ero MOoJyuyeHus, B
YCTaHOBJIEHHOM UM IOPSIKE.

10. YmonHomoueHHBIN (enepaibHbI OpraH HCIOJHHUTEIBHONW BJIACTH OCYIISCTBIISIET BEIICHHE
peecTpa uccienoBaresuei, NpoBOIALUIMX WM MPOBOJUBUIMX KIMHUYECKHE UCCIIEI0BAHUS JIEKApPCTBEHHBIX
IpenapaToB JUisi MEIULMHCKOIO MPUMEHEHHS, B COOTBETCTBUU C YTBEPKIACHHBIMU UM TMpaBUIaMU U
pa3Mmeraer ero Ha cBoeM o¢uIMaTbHOM caiite B cetd "MHTepHeT" B yCTAaHOBJICHHOM MM IIODS/IKE.
VYkazaHHBIN peecTp COAEPKUT HHDOPMALIUIO, TPETYCMOTPEHHYIO [TYHKTOM 3 4acTH 8 HACTOAIIECH CTaThU.

11. Ortuer o pe3yibTarax KIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOIO Ipernapara JJis
MEJMIIMHCKOTO MPUMEHEHHSI COCTaBISETCsl OpraHu3aliel, yKka3aHHON B 4acTu 3 cTaTby 38 HACTOAIIETO
@denepalibHOTO 3aKOHA, HA OCHOBAHMM 3aKJIIOUEHUN MEIUMLMHCKUAX OpraHu3alui, MPOBOAUBIIMX 3TO
UCCJIEIOBAaHKE, U TPECTABIAETCS B YIOJIHOMOYEHHBIH (elepalibHblil OpraH HCIOJIHUTEIBLHOW BIIACTH,
BBIJIaBILIMI pa3pelIeHNE Ha MIPOBEJIEHUE 3TOIO UCCIIECOBAHUS, B CPOK, HE NPEBBIIAIOLINI TPEeX MECALEB
CO JHS €ro 3aBepuUIeHHUs, NPUOCTAHOBICHUS WM NPEKpalleHUs, B TMOPSJKE, YCTAaHOBICHHOM
YIIOJIHOMOYEHHBIM (heIepabHbIM OPTaHOM UCTIOTHUTEIIBHOM BIACTH.

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 6 uwacme 12 cmamou 40 nacmosiweco
DedepanvbHoeo 3aKOHA BHECeHbl U3MeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
12. Hapymenue mnpaBui HaajeXalled KIMHUYECKOW NPAKTUKH, (anbCUPUKAIM pPE3ylbTaTOB
KJIMHUYECKOI'O HCCIIEOBAHUS JIEKApCTBEHHOIO Iperapara Uil MEJUIMHCKOTO IMPUMEHEHMs BIIEKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOAATeNbCTBOM Poccuiickoit denepanun.

Wudopmarus 06 H3MEHEHHSX:

@eoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 6 uwacme 13 cmamou 40 nacmosiwyeco
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
13. Ilpu npoBeneHUM KIMHUYECKOIO MCCIEAOBAaHUS JIEKAPCTBEHHOIO IIpernapara s
MEJIUIIMHCKOTO MPUMEHEHUs JTOMyCKaeTcsi 3a00p y MAalHMEeHTOB OHOJIOTHYECKUX MaTepuaoB (0OpasIlsl
OMOJIOTHYECKUX JKUAKOCTEH, TKaHeW, CEeKpeTOoB U MPOJAYKTOB >KU3HEICSATEIbHOCTH 4YeNOBEKa,
(U3MONIOrMYECKUX W TATOJIOIMYECKHUX BbIJAECNEHUN, Ma3KoB, COCKOOOB, CMBIBOB, MHUKPOOPIaHM3MOB,
OuoncuiiHbIi MaTepuan) /Ui ux uzydeHus B Poccuiickoit denepanuu u (uian) 3a npeaenamu Poccuiickoit
®denepanuu.

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 Oekabpsa 2014 e. N 429-D3 6 uacmv 14 cmamvu 40 nacmosweco
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHeHus, ecmynarowue ¢ cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
14. TTopsinox BBO3a B Poccuiickyro deaepanuio U BbIBO3a 3a mnpenaensl Poccuiickon Denepanun
OMOJIOTUYECKNX  MAaTepUANIOB, TMOJNYYCHHBIX TIPU  TPOBEACHHH  KIMHUYECKOTO  HUCCIIEOBAHUS
JIEKapCTBEHHOTO TIpemapara JJisi METUIIMHCKOTO TPUMEHEHHsI, yCTaHaBIHMBaeTCs I[IpaBUTEIHCTBOM
Poccuiickoit @enepanuu.
T'APAHT:

Cwm. koMMmeHTapuu K ctathe 40 HacTosimero deaepaibHOTO 3aKOHA

Crarba 41. JIoroBop 0 NMpPOBEICHUU KIMHUYECKOTO MCCIEIOBaHUS JIEKAPCTBEHHOIO Mpemnapara

JUI. METULIUHCKOTO TIPUMEHEHUS
1. Kimmandgeckoe HCCIICIOBAHUC JICKAPCTBCHHOI'O IIpeliapara I MCIUIHWHCKOTO NPUMCHCHUA
MIPOBOJUTCSA B COOTBETCTBUU C JOTOBOPOM O IMPOBEAEHUH KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOI'O
npemnapara iAo MCIUIHUHCKOI0O IMPHUMCHCHUS, 3aKIII0OYaCMbIM MCKIY opraHmauI/Ieﬁ, HOJ'Iy‘-IHBHIGﬁ
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paspelieHue yrnoJIHOMOYEHHOro (peepanbHOro oOpraHa HCIOJHUTEIBHOM BJIACTH Ha OpraHU3aIUIo
IIPOBEICHUS TAaKOrO0 MCCIEIOBAaHUSA, M MEIUUMHCKOW OpraHu3aluel, OCYIIECTBISIOIIEH IPOBEICHUE
TaKOI'0 UCCIICJIOBAHHUS.

2. JloroBop O NPOBENECHHM KIWHUYECKOIO HCCIENIOBAHMS JIEKAPCTBEHHOrO IIpenapara ajis
MEAMIMHCKOTO IPUMEHEHHUS JJOJDKEH COIEPIKATh:

1) ycnoBHs ¥ CPOKH MPOBEICHUS JAHHOTO UCCIIEIOBAHMUS;

2) ompexneneHue OOLIEH CTOMMOCTH HPOTPaMMBbl JaHHOTO HMCCIEIOBAHUS C YKAa3aHUEM CYMMBI,
IIpeHa3HavaroEencs JUIsl BBIIUIAT UCCIEA0BATEIAM, COMCCIIEI0BATEISAM;

3) ompenenenue GoOpMbI IPEACTABICHUS PE3YIbTATOB JAHHOTO UCCIICAOBAHUS B YITOJTHOMOYCHHBIN
benepanbHbIi OpraH UCHIOTHUTENBHOM BIIACTH.

TAPAHT:

CMm. komMeHTapuu K ctaTthe 41 HacTosero denepabHOTO 3aKOHA

Cratbs 42. ®uHaHCOBOE OOECIICUeHUE KIIMHUYECKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO Iperapara
JUTSL METUITUHCKOTO TIPUMEHEHHUSI

®uHaHcoBOe oO0OecrneyeHue KIMHUYECKOTO MCCIIEI0BaHUsl JIEKApCTBEHHOIo Ipenapara s
MEAMIIMHCKOTO MTPUMEHEHHUS OCYIIECTBIISIETCS 3a CUET:

1) cpencTB deneparbHOTO OFOKETA;

2) cpelncTB OpraHu3alfii, MOJTYYMBIIUX pa3pelieHHe Ha OPraHU3alMI0 MPOBEACHUS TaHHOTO
MCCJIEIOBAHMS, B COOTBETCTBHH C YCIOBHUSIMHU JJOTOBOPA O €r0 MIPOBEICHUH;

3) UHBIX HE 3aMpelIeHHbIX 3aKOHOAaTeIbCTBOM Poccuiickoii denepaniui ICTOYHUKOB.

TAPAHT:

CM. koMMeHTapuu K cTaThe 42 HacTosero denepaibHOrO 3aKOHA

Crarbs 43. HpaBa MAalUCHTOB, YYaCTBYIOIIHUX B KIIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O
npemnapara Jji1 MCIUIUHCKOTI'O IPUMCHCHU A
1. VYuacrue MNanueHTOB B KJIMHHUYECKOM HUCCIICAOBAHUHN JICKAPCTBCHHOTO IIpfliapara IJIsd
MCIUIIUHCKOI'O0 MPUMCHCHUA SABJIACTCA ]106pOBOJ'IBHI>IM.
T'APAHT:

OO0 opraHw3anuu OTACICHUH KIMHUYCCKUX WCIBITAHUN JICKAPCTBCHHBIX IPEIapaToB Ha 370POBBIX
no0poBobIIax cM. rpukaz Munznapasa P® ot 25 aBrycra 1992 r. N 235

2. TlarueHT WM €ro 3aKOHHBIM IMPEJCTAaBUTENh JOJDKCH OBITh WH(OPMHUPOBAH B MUCHMEHHOU
dopme:

1) o JekapCTBEHHOM TIperapare is MEAUIIMHCKOTO MPUMEHEHHS] W CYNTHOCTH KIMHHUYECKOTO
UCCJIETOBAHMSI 9TOTO JIEKAPCTBEHHOTO Mpemnapara;

2) 0 0e30IacHOCTH JIEKApCTBEHHOTO TMperapaTa JijIsi MEJAUIIMHCKOTO IPUMEHEHUS, €T0 0OXKUAACMOM
3¢ (HEeKTUBHOCTH U CTETIEHU pUCKA IS MAllMeHTa;

3) 00 yCIoBHSX y4acTHs MAIlUeHTa B KIIMHUYSCKOM HCCIICIOBAaHUH JICKAPCTBEHHOTO Mpernapara Jis
MEAUIIMHCKOTO TPUMEHEHHUS,

4) 0 mWeMM WM TENSIX W TPOJODKUTEIBHOCTH KIMHUYECKOTO WCCICIOBAaHUS JIEKAPCTBECHHOTO
npernapara Jisi METUITUHCKOTO MPUMEHEHUS;

5) 0 JeHCTBUSAX TAIMEeHTa B ciy4dae HENpPeABUACHHBIX 3()(EKTOB BIMSHUS JIEKAPCTBEHHOTO
npernapara Jisi METUITMHCKOTO TIPUMEHEHUS Ha COCTOSIHUE €T0 37I0POBbS;

6) 00 yCIIOBHSIX 0053aTEILHOTO CTPaXOBAHUS KH3HH, 3/I0POBbsI MAIMEHTA;

7) o rapaHTUSX KOH(QUICHIMATBLHOCTA YYacTUs TAlMeHTa B KIMHUYECKOM HCCIEI0BaHUU
JICKapCTBEHHOTO TIperiapara JUIsk MeIUITHHCKOTO PUMCHECHHS.

3. 1oOpoBoOIbHOE COTacHe MalMeHTa Ha yJacTHe B KIMHUYECKOM HCCIIEI0BaHUH JIEKaPCTBEHHOTO
mperapara JUisi METUITUHCKOTO TPUMEHEHUS TOJTBEPXKIACTCS €ro TOJNMUCHI0 WM TOANMHCHIO €ro
3aKOHHOTO TIPEJICTAaBUTEINS Ha HHPOPMAITMOHHOM JIMCTKE MAI[UEHTA.
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4. ITlauyeHT WM €ro 3aKOHHBIA IPEACTABUTENb HMEET IPaBO OTKA3aTbCsi OT Yy4dyacTHs B
KJIMHUYECKOM MCCIIEJJOBAHUU JIEKApPCTBEHHOI'O Ipernapara Juis MEIUIUHCKOIO NMPUMEHEHUs Ha JH00H
CTaJUH IIPOBEICHUS TAKOTO UCCIICIOBAHUA.

Wndopmarus 06 H3MEHEHHSX:

@eoepanvrvim 3axonom om 22 okmsaops 2014 2. N 313-@3 6 uacmv 5 cmamou 43 nacmosiweco
DedepanbHoeo 3aKOHA BHECEHbl UBMEHEHUs, GCIYnarwue 6 CUuLy no ucmederuu mpuoyamu OHetl nocie
OHs 0puyuanbLHO20 0nyoOIUKO8aAHUs HA38aHH020 DedepanbH020 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

5. IlpoBeneHne KIMHUYECKOTO MCCIIENOBaHUA JICKAPCTBEHHOIO Ipernapara Jyisi MEAUIUHCKOTO
MPUMEHEHHUS C y4acTUEM B KaueCTBE MALMEHTOB JIETEW JIOMYCKAETCA TOJBKO C COTJIacusi B MHUCbMEHHOU
dbopme uX poauTenei, ycblHOBUTENEH. JleTM MOTYT paccMaTpuBaThbCs B KAdeCTBE IMOTEHIIMATBHBIX
MAIMEHTOB TaKOTO HMCCIIEIOBAHUS, TOJBKO €CIIM €0 MPOBEICHUE HEOOXOIUMO IS YKPETICHUS 3I0POBbS
JeTed uiu NpopUIaKTUKH WHOEKIIMOHHBIX 3a00JI€BaHUN B JETCKOM BO3pacTe JUOO €CIIH ICJIbI0 TaKOTro
MCCJICIOBAHMS SIBJISICTCSl TIOJIYYCHHE JAHHBIX O HAMIy4YIleld JO3UPOBKE JICKAPCTBEHHOTO Mperapara Jjis
JedyeHus: Aerel. B 3TUX cioydasgX TakOMy HCCIEAOBAHUIO JOJDKHO IIPEILIECTBOBATh KIMHUYECKOE
MCCJICIOBAHKE JICKAPCTBEHHOTO IMpenapara i MEIUIIMHCKOTO IMPUMEHEHMsI Ha COBEPIICHHOJIETHUX
rpakJiaHax, 3a UCKIIFOUEHUEM CIIY4aeB, €CIU UCCIEAYEMbIN JIEKAPCTBEHHBIN Mpenapar sl MEAULIMHCKOIO
MpUMEHEHUS MPeAHa3HaYeH UCKITFOUUTEIFHO JIJIsl MCIIOJIb30BAHUS HECOBEPIIICHHOJETHUMHU IPaK/IaHAMH.

6. 3ampemaercsi MPOBEJACHUE KIMHUYECKOTO MCCIEAOBAHMS JICKAPCTBEHHOI'O Ipernapara s
MEJUIIMHCKOTO MPUMEHEHHS C YJaCTHEM B KaueCTBE MaIlMCHTOB:

1) neTei-CUpOT U ACTEH, OCTABIIUXCS O€3 MONCUCHHS POAUTEIICH;

2) SKEHIIMH B TMEpUOJ OCpPEeMEHHOCTH, JKEHIIMH B IMEPHOJ] TPYIHOTO BCKapMIIMBAHUS, 32
HCKIIFOUEHHEM CIIy4aeB, €CJIM MPOBOJUTCS KIMHUYECKOE HCCIEIOBaHUE JIEKAPCTBEHHOIO Ipemnapara,
MpeIHA3HAYSCHHOTO JIJIsl YKa3aHHBIX JKCHIWH, TPU YCJIOBUM HEOOXOJMMOCTH TOJydeHUs HH(popMammu
TOJIBKO BO BpEMsI MPOBEACHUS COOTBETCTBYIOLIUX KIMHUYECKUX MCCICJOBAaHUN W TPHUHIATHS BCEX
HEOOXOJUMBIX MEp IO HCKIIOUEHUIO PUCKA HAHECEHHWs Bpela KEHIIMHE B Mepuoja OepeMEeHHOCTH,
JKEHIIMHE B IEPHUOJ TPYAHOTO BCKAPMITMBAHUS, IIJIOY UM PEOCHKY;

3) BOGHHOCIYXalIUX, 3a HMCKIIOUYEHHEM CIy4yaeB TMPOBEACHUS KIMHHUYECKOTO MCCIIEIOBAHUS
JICKapCTBEHHOTO Tpernapara, CIenuagbHO pPa3padOTaHHOTO Il MPUMEHEHHs] B YCIOBHSIX BOEHHBIX
NEHCTBUHM, Ype3BbIYAWHBIX CHUTyallud, NOpOQUIAKTUKA M JIedyeHUs 3a0o0jieBaHUNH U TOpakeHUM,
MONyYEHHBIX B  pe3yibTaTe BO3JCHCTBUS  HEONArOMpUSATHBIX  XUMHUYECKUX, OHMOJIOTHYECKHUX,
pamuanmoHHbIX ¢akTopoB. KiMHHMYECKoe HCClIeIOBaHUE TAaKOTro JIEKAPCTBEHHOTO TMpernapaTta MOXKET
MIPOBOJIUTHCS C YYAaCTHEM B Kau€CTBE MAllMEHTOB BOEHHOCIYKAIIMX, 32 UCKIIOYEHUEM BOCHHOCTYKAIUX,
MPOXO/ISIIIMNX BOSHHYIO CIY>KOY MO MPHU3BIBY, C COOJIIOICHHEM TpeOOBaHUM, YCTAHOBIEHHBIX HACTOSAIINM
®denepanbHBIM 3aKOHOM B OTHOIIEHUH I'PaXKIAHCKUX JIULL

4) cOTpYIHUKOB MTPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) nu1, oTOBIBAONIMX HAKa3aHUE B MECTaX JIMIIEHUS CBOOOIBI, a TAKXKE JIMI], HAXOIAITUXCS IO
CTpa)el B CIIEICTBEHHBIX U30JIATOPAX.

7. Jlomyckaercss npoBeJeHre KIMHUYECKOTO HCCIEAOBAHUS JIEKapCTBEHHOTO Mpernapara s
MEUITMHCKOTO MMPUMEHEHHMs, TPEAHA3HAUYEHHOTO JIJIs JICUCHUsI TICHXWYECKUX 3a00JICBaHUH, C yIaCTHEM B
KaueCTBE MAlMEHTOB JIUI[ C TICHXMYECKUMHU 3a00JIEBAaHUSIMU, IPU3HAHHBIX HEIEECIIOCOOHBIMU B TIOPSAKE,
YCTAHOBIIECHHOM  3akoHojatenscTBoM  Poccmiickoir  ®Depepamuu.  KimHuWyeckoe  HWccienoBaHUE
JICKapCTBEHHOTO Tpernapara B 9TOM ClIy4yae MPOBOJIUTCS MPU HATUYHUU COTJIACHsS B MHCBMEHHOU (opme
3aKOHHBIX MIPEACTABUTENCH YKa3aHHBIX JIUII.

TAPAHT:

CM. koMMeHTapuu K cTaTthe 43 HacTosmero denepalbHOTO 3aKOHA

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvnvim 3akonom om 29 nosopsa 2010e. N 313-P3 cmamvs 44 nacmosawezo Dedepanvhozo
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3aKOHA U3N0NHCEHA 8 HOBOU pedakyuu, ecmynaroweil 6 cuny ¢ 1 aneapa 2011 e.

Cm. mexkcm cmamou 8 npedvloyuell pedaKyuu
Cratbs 44. OO0Os3arenbHOE CTpPaxOBaHUE KHU3HHU, 3/I0POBbS IAlMEHTAa, Y4YacTBYIOIIETO B
KJIMHUYECKOM  HMCCJIEJOBAaHMM  JIEKAPCTBEHHOI'O  IIpernapara Uil  MEIULUHCKOIO
MPUMEHEHUS

1. Opranuzanus, NOMYYHMBINAS pa3pelleHUe HAa OPraHU3alUI0 MPOBEACHUS KIMHHYECKOTO
UCCJIEIOBAHMsI JIEKAPCTBEHHOTO TMpenapara Juisi MEIUWLIUHCKOro MpUMEHEHHUs, o0s3aHa B KayecTBe
CTpaxoBaTelsl CTpPaxoBaTh pPHUCK MPUYUHEHUS Bpeda >KU3HHU, 3/J0POBBIO TAalMEHTa B peE3yJbTaTe
MPOBEJCHUS KIMHUYECKOTO HCCIeI0BAaHUS JIEKAPCTBEHHOIO Ipernapara i MEIUIUHCKOTO MPUMEHEHUS
3a CBOM CUET IyTEeM 3aKJIIOYEHHUS JOrOBOpa 00s3aTEILHOTO CTPaXOBaHHUS.

2. OObekTOM 0053aTEeIBbHOTO0 CTPAXOBAHMs SABISETCS HMMYIIECTBEHHBI HMHTEpPEC IMalUueHTa,
CBSI3aHHBI C NMPUYMHEHUEM Bpella €ro KU3HU WM 3/I0pPOBBIO B PE3yJbTaTe MPOBEACHHUS KIMHUYECKOTO
UCCJIEIOBAHMSI JIEKAPCTBEHHOIO MIpernapaTa sl MeIULUHCKOTO IPUMEHEHUSI.

3. CTpaxoBBIM CIIy4aeM I10 IOTOBOPY 0053aTEIFHOTO CTPAXOBAHMS SBISICTCS CMEPTh MAlMEHTa WIN
YXYAILIEHUE €ro 37J0POBbs, B TOM UHKCIE BIEKYIlee 3a cO00H YCTaHOBIEHUE WHBATUAHOCTH, IPU HATUYUHU
NPUYMHHO-CICCTBEHHON CBSI3M MEXKIy HACTYIUICHHEM JTOr0 COOBITHS W YYacTHeM TalHueHTa B
KIIMHUYECKOM UCCIIEJIOBAaHUH JIEKAPCTBEHHOT'O TIperapara.

4. TpeboBaHMS O BO3MEUICHWW BpEla, NPUYMHEHHOTO >KM3HHM WJIM 370POBBIO TMAIMEHTA,
OPEeIbSBISIOTCS B TEUYEHHWE  CPOKOB  HMCKOBOM  JAaBHOCTH, YCTAHOBJIEHHBIX  I'DaKIAHCKUM
3aKOHO/JaTEIIHLCTBOM.

5. Pa3mep cTpaxoBoii BIIIATHI IO JOTOBOPY 0053aTEILHOTO CTPAXOBAaHUS COCTABIISIET:

1) B ciiydae cMepTH ManyeHTa JABa MUJUIMOHA pyOJei Ha KaKAOro MalueHTa, y4acTBOBABIIETO B
KIIMHUYECKOM UCCIIEJIOBAaHUH JICKAPCTBEHHOTO Tpernapara;

2) npu yXyALLIEHUU 3]J0pOBbs MAlIUEHTA!

a) MOBJEKIIEM 3a CO0O0M yCTaHOBIIEHUE MHBAIMIHOCTU | TPYIIIbI, OJMH MHJUIMOH MATHCOT ThHICSY
pyOieil Ha KaXI0ro malueHTa, Y4YacTBOBABIIErO0 B KIMHUYECKOM MCCIEAOBAHUU JIEKAPCTBEHHOIO
npenapara;

0) moBiekmeM 3a co0oil ycTaHOBJIeHHE WHBAMUIHOCTU Il rpymmbl, oguH MWIITHOH pyOneil Ha
KaXJI0T0 MaIMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEI0BAaHUU JIEKAPCTBEHHOTO Mpenapara;

B) MOBJIEKILIEM 3a cO00i ycTaHoBieHHe MHBanUAHOCTU III rpymmel, msaTbcOT ThiCAY pyOsiel Ha
KaXJI0T0 MaIMeHTa, y9aCTBOBABIIETO B KIMHUUECKOM MCCIIEI0BAaHUH JIEKapCTBEHHOTO Mpenapara;

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dekaops 2014 2. N 429-D3 noonynkm "2" nynkma 2 uvacmu 5 cmamou 44
Hacmosawezo PedepanrbHo2o 3aKOHA U3NI0NHCEH 8 HOBOU pedakyuu, ecmynaroujeli 6 cuiy ¢ 1 utona 2015 a.

Cm. mekcm noonyHKkma 8 npeovloyujeli peoaxyuu
T') HEe TIOBJIEKIIIEM 3a CO0O YCTaHOBIIEHUSI MHBATUAHOCTH, HE O0Jee ueM TPUCTa ThICAY pyOniel Ha
KQKJIOTO MaIMeHTa, yYaCTBOBABIIIETO B KJIMHUYECKOM HUCCIIEOBAaHUU JIEKAPCTBEHHOTO Tperapara, UCXOo/Ist
U3 HOPMATHBOB, OTPAXAIOMIMX XapakTep W CTENeHb MOBPEXKACHUS 3[0POBBS, a Takke (aKTHUeCKH
MOHECEHHBIX MAIMEHTOM PAacXOJI0B, BBI3BAHHBIX MOBPEKICHHEM 37I0POBbs, HA MEIUIIMHCKYIO TTOMOIIIb,
NpHOOpeTEeHNE IEKAPCTBEHHBIX MPENapaToB.
6. Yrparuna cuiy ¢ 1 uronst 2015 r.
Wndopmarys 06 M3MEHEHHSAX:
Cm. mexcm uacmu 6 cmamoviu 44
7. Cpok moroBopa 00s3aTEIBHOTO CTPaxOBAaHMSI HE MOXKET OBITh MEHEe, YeM CPOK IMPOBEICHUS
KJIIMHUYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOTO Mpemnapara.
Wndopmarys 06 M3MEHEHHSAX:
Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 8 cmamvu 44 nacmosweco
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.
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Cm. mexkcm yacmu 6 npedvloyuetl pedaKyuu

8. VYcnoBus n0roBopa 0053aTENBHOIO CTPaxOBaHWsA, B TOM 4YMCJIE CTPaxOBble TapuUdbl IO
0053aTEIbHOMY CTPaxOBAaHUIO, MEPEYeHb HEOOXOIMMBIX JOKYMEHTOB Ui OCYIIECTBICHUS CTPaXOBOM
BBIIJIATHI, MOPSAJOK YCTAHOBJEHMSI CTpaxoBaTelleM WHIUBUAYAJIbHOIO HACHTU(PUKALMOHHOIO KOJa
HalMeHTa, MopsAI0K UHHOPMUPOBAHUS CTPAXOBATENIEM CTPAXOBIIMKA O MPUBJICYCHHBIX K KIMHHYECKOMY
UCCIICIOBAaHUIO JICKAPCTBEHHOI'O IpenapaTta Uil MEAMLMHCKOrO IPUMEHEHMs MalUeHTax, IOPsAIoK
yILIaThl CTPAaxOBOW MPEMUH, MOPSIOK peaTu3alil ONPEACICHHBIX HAacTOAIMUM DenepaibHbIM 3aKOHOM U
Ipyrumu  ¢denepaabHbIMU  3aKOHAMHM IpaB U OO0S3aHHOCTEH CTOPOH IO JOrOBOpPY O0S3aTEIbHOrO
CTpPaxOBaHMs, a TaKXEe HOPMATHUBBI, OTPAKAIOLUIUE XapaKTep U CTENEHb IOBPEKACHUS 3/10pOBbS,
YCTaHaBJIMBAIOTCS TUIIOBBIMU IIPaBUIaMK 003aTE€IbHOIO CTPAXOBAHUS.

9. B ciny4ae npuuMHEHUs Bpeia AKU3HU NALMEHTA, yYaCTBOBABILETO B KIIMHUYECKOM UCCIIEI0BAHUU
JIEKapCTBEHHOT0 IpernapaTa, BbITOJONPUOOpETaTEeNsIMH IO JOrOBOPY OOS3aTEIBHOIO CTPAaXOBaHMS
SIBIIIOTCSL TpaXkJaHe, HMEIOLME IIpaBO Ha BO3MELICHHE Bpena B Cilydae CMEPTH KOpMUibIa B
COOTBETCTBUM C I'PAKIAHCKUM 3aKOHO/IATEILCTBOM, IPU OTCYTCTBUU TaKUX IPAXJaH - POAUTENH, CYIPYT,
JE€TH YMEPIIETO MallMEeHTa, Y4aCTBOBABILIErO B KJIMHUYECKOM MCCIIEA0BAHUU JIEKAPCTBEHHOTO Mpenapara,
B Cly4ae CMEPTH MalMEeHTa, yYaCTBOBABILIETO B KIIMHUYECKOM HCCIIEI0OBAaHUU JIEKAPCTBEHHOI'O Iperapara
U HE MMEBILIEro CaMOCTOSITEIbHOTO J10XOJAd, - TpaKJaHe, Ha M)KIMBEHUU KOTOPBIX OH HaXOJAWJCS, B
OTHOILIEHUM BO3MELICHUs pAcXOJ0B Ha MOrpe0CHHE IMalMeHTa, YYacTBOBABLIETO B KIMHUYECKOM
UCCJIEJOBAaHUM JIEKAPCTBEHHOI'O IIPETapara, - JIMLO, IOHECIIEE TAKUE PACXO/IbI.

10. CrpaxoBas BbIILUIaTa B CYET BO3MEUICHMS BpeAd, IPUYMHEHHOIO S>KM3HM IALMEHTA,
y4acTBOBABLIET0 B KJIMHMYECKOM MCCIIEIOBAHUU JIEKAPCTBEHHOrO IpernapaTa, paclpeiesercs MeEexIy
BBIFOJIONIPHOOpETATESIMA IPOIOPLMOHATIBHO UX KOJUYECTBY B PaBHBIX JI0JIAX.

11. Ilpm HacTymjaeHMM CTPaxoBOIO ciyyas IIallUEHT, Y4YacTBOBAaBLIMI B KIMHUYECKOM
UCCJIEIOBaHUH JIEKAPCTBEHHOTO MIperapara, BbIro0nproOpeTaTelib BIpaBe NpeaAbsiBUTh HEITOCPEICTBEHHO
CTPaxoBILKKY TpeOOBAaHHE O BO3MELICHUM NMPUYMHEHHOro Bpena. CTpaxoBas BbIILIATa OCYILECTBISETCS
CTPaxXOBIIMKOM B TEUEHHE TPUJLATU JTHEH CO JHA MpeAcTaBIeHUs HEOOXOAUMBIX JOKyMeHTOB. [lanueHr,
y4acTBOBABUINI B KIMHUYECKOM HCCJIEIOBAaHUM JIEKAPCTBEHHOIO IpernapaTa, Uil BhIFOJONpHOOpeTaTeb
00si3aH COOOLIUTH CTPAaXOBUIMKY Ui OCYIIECTBJIEHUS CTPaxOBOW BBIJIATHl MHJIUBUAYAJIbHBIN
UACHTU(DUKAIIMOHHBIN KOJ MalueHTa, YCTAaHOBJICHHBIN CTpaxoBaTelleM B COOTBETCTBUU C THUIIOBBIMU
IpaBuiIaMu 005S3aTEIbHOTO CTPAXOBAHMSL.

12. Jlo momHOro ompezaeneHuss pasmepa MOJUIEKALIEr0 BO3MEIIEHHIO BpeAa CTPAXOBIIMK IO
3asIBJICHUIO MAlMEHTA, y4aCTBOBABLIETO B KIIMHUYECKOM HCCIIEI0BAHUU JIEKAPCTBEHHOTO Ipernapara, Uiu
3asIBJICHUIO BBITOJONIPHOOpPETATENSI BIIPAaBE OCYIIECTBUTH YaCTh CTPAXOBOM BBIMJIATHI, COOTBETCTBYIOLIYIO
(akTHUECKH ONpeeeHHON YacTh NPUYMHEHHOTO Bpea.

13. CrpaxoBasg BbIIUIaTA B COOTBETCTBUM C JOIOBOPOM 0053aTEIbHOIO CTPaxOBaHUSA
OCYILIECTBIISIETCS HE3aBUCUMO OT BBIIIJIAT, IPUUUTAIOLUINXCA IO IPYTUM BHJIaM CTPAaXOBaHHS.

14. He pnomyckaercs ydacTue TNAlUEHTa B MPOBEACHUM KIMHUYECKOTO HCCIEI0BaHUS
JIEKapCTBEHHOT O Mpernapara nIpu OTCYTCTBHH JJOTOBOPA 00513aTEIbHOTO CTPAXOBaHMS.

15. KoHTponb 3a HMCHOJHEHMEM OpraHU3ALMEN, MOJYYMBIIEH pA3PEIICHHE Ha OPTraHHU3aLUIo
IIPOBEJCHUS KIMHUUYECKOTO MCCIEA0BAHNS JEKAPCTBEHHOIO Mpernapara Juisi MEJUILUMHCKOTO PUMEHEHMS,
YCTaHOBJIEHHOW HACTOSIIEH cTaThel 00S3aHHOCTU IO 00s3aTEIbHOMY CTPaXOBaHHUIO >KU3HH, 370POBbS
HalMeHTa, y4acTBYIOLIEro (y4acTBOBABIIET0) B KIMHUYECKOM MCCIIEJOBAHUH JIEKAPCTBEHHOTO Mpernapara,
OCYIIIECTBIISIETCSl  YIIOJIHOMOYEHHBIM (heiepaJbHbIM OpPraHOM HCIHOJHUTEIBHON BIIACTH, BBIJABLINM
pa3pellieHue Ha NPOBEIACHHME KIMHUYECKMX MCCIEAOBAHMN JIEKAPCTBEHHBIX IpPENaparoB Ul
MEAUIIMHCKOTO TPUMEHEHHUS.

TAPAHT:

Cwm. kommeHTapu K ctaThe 44 HacTosero denepanbHOro 3aK0HA

I'masa 8. IIpou3BOACTBO U MAPKHPOBKA JIEKAPCTBEHHBIX CPEACTB
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Crarba 45. [Ipon3BoACTBO JICKAPCTBEHHBIX CPEIICTB

Wndopmarius 06 M3MEHEHUSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 1 cmamvu 45 nacmosweco
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. TIpou3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB JIOJDKHO COOTBETCTBOBATh TPEOOBAHMAM ITPABHII
Ha/JIeXKAIIEH MMPOU3BOJICTBEHHON NMPAKTHKY, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (efepaTbHbIM OpPraHOM
UCIIONHUTENbHOM BiacTu. OcoOeHHOCTH Mepexoa MPOU3BOACTBA OTAEIbHBIX JEKApPCTBEHHBIX CPEJICTB K
WX TIPOM3BOJCTBY B COOTBETCTBHH C TPEOOBAHHMSIMH TPABHI HAJJICXKAIIEH MPOU3BOJICTBEHHOW MPAKTUKH
ycranaBinuBaroTca [IpaButensctBoM Poccuiickoit @enepanuu. Bpigada 3akiroyeHUd O COOTBETCTBUU
MPOU3BOJUTEINSI JICKAPCTBEHHBIX CPEJICTB TPEOOBaHHWSAM TPaBUI HAJICKAIICH MPOW3BOJACTBEHHOMN
MIPaKTUKHU OCYILIECTBISAETCS MO PE3YJIbTATAM MHCIIEKTUPOBAHUS MIPOU3BOJUTENEH JIEKapCTBEHHBIX CPENICTB
B IOpsiike, ycraHoBieHHOM IIpaButensctBom Poccuiickonn ®enepanun. Pasmep 1iatel 3a BblIaudy
3aKJIIOYEHHUS O COOTBETCTBHHM IPOU3ZBOJIUTENS JIEKAPCTBEHHBIX CpPEIACTB TpeOOBaHUSM TMPaBUI
HaJIJIeXKalen TpOU3BOJICTBEHHON MTpakTUKK ycTaHaBiuBaercs [IpaBurensctBoM Poccuiickoit @enepanuu.
[Topsiiok OopraHu3alMi U MPOBEACHUS WHCIIEKTUPOBAHUS MPOU3BOAUTENICH JIEKAPCTBEHHBIX CPEACTB Ha
COOTBETCTBUE TPEOOBAHUSM TMPABWII HAJJICKAIICH MPOU3BOJICTBEHHOW TMPAKTUKU yCTAHABINBACTCS
[IpaButenscTBOM Poccuiickoit denepanum.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oekabpsa 2014 2. N 429-D3 6 uacmv 2 cmamou 45 nacmoswe2o
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

2. Ilpou3BOoACTBO JieKapCTBEHHBIX cpeAcTB B Pocculickoit ®denepanuu  OCYyLIECTBIISAETCS
MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIMMHU JIMIEH3UI0 Ha MPOM3BOACTBO JIEKAPCTBEHHBIX
cpeactB. [loaTBepikneHune COOTBETCTBUS JIMILIEH3MATa MpaBUiaM HaJJexalleld [pPOU3BOJICTBEHHOM
MPaKTUKU OCYILIECTBIIAECTCS B PaMKaxX JIMIIEH3MOHHOTO KOHTPOJS B COOTBETCTBUU C 3aKOHOAATEIbCTBOM
Poccuiickoit deneparuu ¢ yueToMm 0COOEHHOCTEM, YKa3aHHBIX B UacTy | HACTOSIIEH CTaThU.

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIETCS C COOMIOIEHUEM TpeOOBaHUM
IPOMBIIIJIEHHOTO PETrJIaMeHTa, KOTOPbIM yTBEP)KIaeTCsl PYKOBOAMUTEIEM IMPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB M BKIIOYaeT B ce0s TMepeueHb HCIOIb3yeMbIX (apmareBTH4ecknx CyOCTaHlMii U
BCIIOMOTaTeJIbHBIX BEIECTB C YKa3aHWEM KOJMYECTBA KaXJAOr0 M3 HHX, JJaHHBIE 00 HCIIOJIb3yeMOM
000pyJIOBaHUH, OIMCAHWE TEXHOJIIOTHYECKOro Tpolecca M METOA0B KOHTPOJS Ha BCEX JTamax
IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB.

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-D3 6 uacmv 4 cmamvu 45 nacmosweco
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeHus:, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npeovloywett pedaKyuu

4. Ilpu mpoU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB HCIOJIb3YIOTCA (hapMalleBTHUECKUE CyOCTaHIINH,
BKJIIOYEHHBIE B T'OCYIaPCTBEHHBIN peecTp JeKapCTBEHHBIX CPEJICTB, 338 UCKIIOUEHUEM (apMalleBTUYECKHX
cyOcTaHIIM, TPOU3BOAUMBIX Ul MPOBEACHUS KIMHUYECKUX HccieloBaHuM U 1 akcnopra. K mpoueccy
IPOM3BOJICTBA (papMalleBTUYECKON CYOCTAHIIMM OTHOCSTCS JIIOObIE CTAIMM TEXHOJIOTHYECKOro IMpolecca,
MO3BOJIAIONINE MOTYYUTh TOTOBBIA MPOAYKT, COOTBETCTBYIOIIMM TpeOoBaHUSIM (papMaKoNeiHON cTaThu, B
TOM uuciie (epMeHTalusl, SKCTpPaKIMs, OYMUCTKA, BBIJCNICHHE, MEPEKPUCTAIUIN3ALMS, BBICYIIUBAHHE,
U3MEJIbYCHHUE.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axkonom om 14 Oexabps 2015 2. N 374-D3 uyacmv 4.1 cmamvu 45 nacmoswezo
DedepanbH020 3AKOHA U3NLONHCEHA 8 HOBOU Pe0aKyuu
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Cm. mexkcm yacmu 6 npedvloyuetl pedaKyuu

4.1. TlepeyeHb JIEKApCTBEHHBIX NpENapaTOB Ui MEIUIIMHCKOTO TPUMEHEHHUS, B OTHOIICHUH
KOTOPBIX YCTaHABIMBAIOTCS TpeOOBaHUsS K OObEMY Taphl, YHNAKOBKE M KOMIUICKTHOCTH, IepeueHb
JICKApCTBEHHBIX MPEMapaToB Ui BETEPUHAPHOTO TIPUMEHEHUS, B OTHOIICHUH KOTOPBIX YCTaHABIMBAKOTCS
TpeOoBaHUS K OOBEMYy Taphl, a Takke TpeOoBaHUS K OOBEMY Tapbl, YHNAKOBKE MU KOMILJICKTHOCTH
JICKapCTBCHHBIX IpErmapaTroB Uil MEIWIIMHCKOTO TPUMEHEHHUs, TpeOOoBaHMs K OOBEMY Taphl
JICKAapCTBEHHBIX TMPENapaToB Ui BETEPUHAPHOTO TPUMEHEHHUS ONPEACISIOTCS COOTBETCTBYIOUIMMHU
YIIOJIHOMOYEHHBIMU (heiepaIbHBIMU  OpTaHAMH HMCIIOJHUTEIBHON BJIACTH B MOPSIJIKE, YCTAHOBJICHHOM
[IpaBurensctBoM Poccuiickoit denepanun.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 3 utoasn 2016 e. N 261-D3 cmamovu 45 nacmosiweco PedepanvbHoco 3aKOHA
oononnena yacmoio 4.2, ecmynaroweti 6 cuny ¢ 1 aneaps 2017 e.

4.2. OpraHu3anuy, OCYIIECTBIISIOUINE MPOU3BOACTBO (hapMaleBTHUECKOH CyOCTaHIIMM CIUpTa
STUJIOBOTO (3TaHoda) Ui MPOU3BOJCTBA CIUPTOCOAEPIKAIIUX JICKAPCTBEHHBIX IMPErnapaToB, OOs3aHbI
OCYILECTBJIATh YYET U JEKIAPUPOBAHUE B MOPAJKE, YCTAHOBJIEHHOM cTaThbsiMu 8 u 14 DenepanbHOro
3akoHa OT 22 HOos0ps 1995 roma N 171-®3 "O rocyaapcTBEHHOM pEryJIHMpOBAHUU IMPOU3BOJCTBA U
000poTa ASTUJIOBOTO CHHUPTA, AJKOTOJBHOM M CHUPTOCOACpIXKAIICH NPOAYKIMH W 00 OrpaHUYEHUU
noTpebyeHus (pacuuTHsl) AIKOTOJIBHOM MPOIyKIUN'".

Undopmarist 06 n3MEHEHUX:

Cmamos 45 oonoanena uacmoio 4.3 ¢ 1 auneapsa 2018 2. - @eodepanvruiii 3akon om 29 uwas 2017 e.
N 278-D3

4.3. NuauBuayanbHble TPeANPUHUMATENN U IOPUAMYECKHE JIMIA, OCYIIECTBISIOUINE 3aKYNKy H
UCTIONIb30BaHUE (DapMaleBTHUECKOW CYOCTAaHIIMHM CHHPTAa STHIOBOTO (3TaHOJA), a TaKXKe IMPOH3BOJCTBO,
U3rOTOBJIEHHE M (MiaM) OO0OpOT (32 MCKIIOYEHUEM PO3HUYHOM MpPOAaXH) CIHUPTOCOJEPIKALINX
JICKapCTBEHHBIX IIPErapaToB, OO0S3aHbl OCYIIECTBIATH HMX Yy4YeT M JICKIApUPOBAaHHE B MOPSJKE,
YCTAHOBJIEHHOM cTaThsiMu 8 u 14 dexepanpHoro 3akoHa ot 22 Hos0ps 1995 roma N 171-®3 "O
rOCy/IapCTBEHHOM DETYJIMPOBAHUM MPOU3BOJACTBA M 00OpOTa ATHIOBOTO CIHUPTA, AJIKOTOJBHOW U
CIHMPTOCOIEepKaIell MPOJYKIUU U 00 OrpaHUYEeHUH NMOTpeOIeHNs (PaCUTHUs) aJIKOTOIBLHON MPOTyKIMU".

5. 3anpemiaercs MPOU3BOJICTBO:

1) TekapcTBEHHBIX CPEJICTB, HE BKIIOUEHHBIX B FOCYJJApPCTBEHHBIN peecTp JeKapCTBEHHbBIX CPEACTB,
3a UCKJIFOYEHHUEM JIEKaPCTBEHHBIX CPECTB, MPOU3BOAUMBIX JIJISl IPOBEAEHUS KIMHUYECKUX UCCIIeI0BaHUI
U JUTSL 9KCIIOPTa;

2) dhanbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB;

3) nexapcTBEHHBIX CPEACTB 0€3 JIMILEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexkapCTBEHHBIX CPEJICTB C HapyIIEHUWEM I[paBuJl OpPraHU3allMM IPOU3BOJICTBA M KOHTPOJISL
Ka4yecTBa JIEKAPCTBEHHBIX CPEJICTB;

Wndhopmarust 06 n3MEHEHUSX:

Yacmv 5 Ooononnena nynkmom 5 ¢ 1 aumeapa 2018 2. - @eodepanvhuviti 3axon om 29 utona 2017 e.
N 278-D3
5) dapmaneBTUYecKO CyOCTaHIIMM CHOUPTa OTHIOBOTO (3TaHONA) HA TEXHOJOTHYECKOM

000py/I0BaHNH, KOTOPOE HE 3apETUCTPUPOBAHO WJIM 3aKOHCEPBHUPOBAHO B COOTBETCTBUH ¢ DejiepanibHbIM
3akoHOM OT 22 HosiOpst 1995 roga N 171-®3 "O rocyaapCTBEHHOM pETryJIMPOBAHUHU MPOU3BOJICTBA U
000poTa STUJIOBOIO CHHMPTA, AJKOTOJIBHOM M CIHUPTOCOAEpKAlllel MNPOAYKIMH U 00 OrpaHUYeHHUU
noTpebieHus (pacuTHsI) ATKOTOILHON MPOTyKITUN'".

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 6 cmamou 45 nacmosweco

DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovloywert pedaKyuu
6. Ilpu BBOIE JEKAPCTBEHHBIX CPEACTB B TPAXKAAHCKHA OOOPOT YIOJTHOMOUYEHHOE JHIIO
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MIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJICTB OCYILECTBIIAET MOATBEPKICHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CPEICTB TPeOOBAHUSAM, YCTAHOBIIEHHBIM IpPH HX TOCYAAapCTBEHHOW PETHUCTpAllMU, U TapaHTUPYET, UTO
JICKapCTBEHHBIE CPEJCTBA TPOU3BEICHBI B COOTBETCTBHHM C TPEeOOBAaHUSAMHU I[PABWII HaJIeKaIIeh
MIPOU3BOJICTBEHHON MTPAKTHKH.

Wndopmarius 06 n3MEHEHUX:

Deodepanvrvim 3akoHom om 22 okmsabops 2014 2. N 313-@3 uwacme 7 cmamvu 45 nacmosuezo
DedepanbHo20 3aKOHA U3NONHCEHA 8 HOBOU pedaKyuu, 8Cmynarowell 8 Cuiry no ucmeyeHuu mpuoyamu
OHell nocie OHA OQYUYUATLHO2O ONYOIUKOBAHUS HA38AHH020 DedepallbHO20 3aKOHA

Cm. mexkcm uacmu 6 npeovloywetl pedaKyuu

7. YTIIOJTHOMOYCHHBIM JIUIIOM TPOM3BOAMTENS JICKAPCTBEHHBIX CPEJCTB SBISETCS €ro pabOTHUK,
aTTECTOBAHHBI B YCTAHOBJICHHOM YIOJHOMOYEHHBIM (pe/iepaibHBIM OPraHOM HCIOJHHUTEIBHON BIacTH
MOPsI/IKEe U UMEIOIIHNNA CTaXK pabOThl HE MEHEe YeM IATh JIET B 00JacTH MPOU3BOJICTBA U (MJIH) KOHTPOJIS
Ka4yecTBa JICKApPCTBEHHBIX CPEJCTB, BBICIIEE 00pa30BaHUE COOTBETCTBEHHO IO OJJHON M3 CHEIUATBHOCTEH
U (WIM) OTHOMY W3 HAIPABJICHHUN TOJITOTOBKU: OMOJIOTHS, OMOTEXHOJIOTHS, BETCPUHAPHS, KIMHUICCKAS
MEIUIMHA, paJualOHHAas, XUMHYECKas W OWOoJIoTMYecKas 3amuTa, (apmanus, ¢GyHIaMEeHTaIbHAS
MEIHMIMHA, XUMHYECKask TEXHOJIOTHSI, XFMHSL.

Wudopmarus 06 H3MEHEHHSIX:
Yacmo 8 usmenena c 1 aneaps 2018 2. - @edepanvhsiii 3axkon om 29 utonsn 2017 2. N 278-D3

Cm. npedvloyuyro pedaKyuio

8. IIpousBoauTeNH JEKAPCTBEHHBIX CPEJACTB (32 MCKIIOYEHUEM (hapMaleBTHYECKOW CyOCTaHIUU
CIUpPTa STUIOBOTO (3TaHOJIa) MOTYT OCYIIECTBIIATH MPOAAXKY JIGKAPCTBEHHBIX CPEJICTB UJIH NepeaBaTh UX
B YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickon denepaunu NopsaKe:

1) ApyruM mpoOU3BOIUTENSIM JIEKAPCTBEHHBIX CPEJICTB AJIsi MPOM3BOJICTBA JIEKAPCTBEHHBIX CPECTB;

2) opraHu3aIysM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMHU CPEJICTBAMH;

3) anTeuHbIM OpraHU3alUsAM, BETEPUHAPHBIM alTEYHBIM OPTraHU3alMsIM, HWHIUBUIYaTbHBIM
NpeANPUHIMATENSM, UMEIONUM JIMIEH3UI0 Ha (papMaleBTHYECKYIO JEATENbHOCTh WIHM JIMIEH3UI0 Ha
MEUIUHCKYIO JeSTeIbHOCTbD;

4) HayYHO-UCCIIEIOBATEILCKUM OPTaHU3AIUSAM JJIsl HAyYHO-MCCIIEI0BATEIhCKONU PabOTHI;

5) MEIUIIMHCKUM OPTaHU3AIUSM U BETEPUHAPHBIM OpPTaHU3AIIMSIM;

6) opraHu3anusM, OCyIIeCTBISIONINM Pa3Be/IeHIE, BRIPAIIUBAHIE U COACPIKaHUE )KUBOTHBIX.

Wndopmarys 06 H3MEHEHHSAX:

Cmamus 45 oononnena uwacmoio 9 ¢ 1 saneaps 2018 2. - @edepanvuwiii 3akon om 29 uons 2017 e.
N 278-@D3
9. TlpowmsBomutenu (apManeBTHUECKOM CyOCTaHIIUU CIHPTAa STUIOBOTO (dTaHOJA) OOS3aHBI

OCYILECTBIIATh peau3anuio (mepeaayy B YCTAaHOBJIEHHOM 3aKoHOJaTelabcTBOM Poccuiickoit denepanuu
nopsiike)  (apManeBTHUYECKOM  CyOCTaHIIMM ~ COUpPTa  ATWJIOBOrO  (3TaHONA)  MPOU3BOIAUTENISIM
JIEKapCTBEHHBIX CPEJICTB Ul MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB B €MKOCTAX 00beMOM He Ooiee 1
mutpa u (unu) He MeHee 1000 UTpOB, a OpraHu3alMsIM, YKa3aHHBIM B IMyHKTax 2 - 6 yacTu 8 HacTOsIIen
CTaThH, B Tape 00beMoM He Oonee 1 nutpa.

TAPAHT:

Cwm. koMmMeHTapuH K ctaThe 45 HacTosmero denepanbHOro 3aK0Ha

Crartbs 46. MapkupoBKa JI€KapCTBEHHBIX CPEICTB
TAPAHT:

Cm.  Ilomoxenwe O  MPOBENEHHMUM  OKCIEPUMEHTa 1O  MAapKUPOBKE  KOHTPOJIbHBIMHU
(upeHTH(UKAIMOHHBIMU) 3HAaKaMH W MOHHMTOPUHTY 32 O0OPOTOM OT/AEIbHBIX BHJIOB JEKapCTBEHHBIX
[pernapaToB JUJIsl MEAUIIMHCKOIO NMPUMEHEHHUsI, YTBEpKIeHHOe rocTaHoBieHreM [IpaBurenscrBa PO ot
24 suBaps 2017 r. N 62
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Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 11 oxkmsops 20102. N 271-P3 6 uacmv 1 cmamou 46 nacmosiwyeco
DedepanbHoe0 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm uacmu 6 npeovloywerl pedaKyuu
1. JlexapcTBeHHBIE TMpemapaThl, 3a UCKIIOYCHHEM JIEKAPCTBEHHBIX IMPENapaToB, U3TOTOBICHHBIX
anTeYHBIMH  OpraHHW3alUsSIMH, BETCPHHAPHBIMH aNTCYHBIMH OPTaHW3AlMSIMU, HHIUBUAYAIbHBIMU
IpEIPUHIMATEIIIMU, UMEIOIIMMHI JIMIICH3UI0O Ha (papMalleBTUIECKYIO JAeSTEIIbHOCTb, JOJKHBI TOCTYIATh
B OOpaleHue, ecliu:

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 6 nynkm 1 uacmu 1 cmamou 46 nacmoswe2o
DedepanvbHo2o 3aKOHA BHEeCEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mekcm nyHkma 6 npeovioyujeli peoaxyuu
1) Ha WX MEpPBUYHOW YIIAKOBKE (32 MCKIIOYCHHUEM TEPBUYHON YIAKOBKU JICKAPCTBEHHBIX
PACTHTENBHBIX TPENapaToB) XOPOIIO YUTAEMBIM MIPU()TOM HA PYCCKOM S3bIKE yKa3aHbl HAUMCHOBAHHE
JICKApCTBEHHOTO Iperapara (Mex/1yHapoIHOe HelIaTeHTOBAHHOE, HITH TPYIITMPOBOYHOE, WM XUMHUYECKOE,
WM TOPTrOBOE HAMMEHOBAHNE), HOMEP CEPHH, JaTa BBITYyCKa (IS KMMYHOOHOIOTHYECKHX JICKAPCTBEHHBIX
IpernapaToB), CPOK TOJHOCTH, JO3UPOBKA WM KOHIIEHTpAIHs, 00beM, aKTHBHOCTh B €IMHHUIAX JCHCTBUS
WIN KOJIMYECTBO JI03;

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 nynkm 2 uacmu 1 cmamvu 46 nacmosue2o
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxyuu

2) Ha UX BTOPUYHOU (MOTPEOUTENHCKON) yIMAaKOBKE XOPOLIO YUTAEMbIM HIPUPTOM Ha PYCCKOM
S3BIKE YKa3aHbl HAaWMEHOBAHHE JIEKAPCTBEHHOrO mpemnapara (MeXIYHApOJHOE HEMAaTCHTOBAHHOE, WIIH
TPYNNUPOBOYHOE, WM XHUMHYECKOE W TOProBO€ HAMMEHOBAHHS), HAWMEHOBAHHE MPOU3BOAUTENS
JICKapCTBEHHOTO Tpernapara, HOMEp CEpHH, JlaTa BBIMycKa (I MMMYHOOMOJIOTHYECKUX JIEKapCTBEHHBIX
IpernapaToB), HOMEp PETHUCTPAIMOHHOTO YyIOCTOBEPEHMsS, CPOK TOJHOCTH, CIOCO0 MPUMEHEHUs,
JO3UPOBKA WIIM KOHIIEHTpANUs, O0O0bEeM, aKTHUBHOCTh B CIWHUIAX JIEHCTBUS JTUOO KOJMYECTBO JIO3 B
yIIaKOBKe, JIeKapcTBEHHAs (opMa, YCIOBUS OTITYCKA, YCIOBHS XPaHEHHUSI, TPEIyPEAUTEIbHbBIC HAMICH.

Wndhopmarrust 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 2 cmamou 46 Hacmosuwe2o
DedepanvbHo20 3aKOHA BHECEeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. ®dapmaleBTHUECKHE CYOCTAaHIIMU JOJDKHBI MOCTYMAaTh B OOpallleHUE, ecld Ha WX MEepBUYHOU
YIaKOBKE XOPOIIIO YATAEMbIM MIPU(PTOM Ha PYCCKOM SI3BIKE YKa3aHbl HAMMEHOBAaHHE (apMarieBTUUECKON
cyOcTaHIMM (MEXIyHAPOJHOE HEMAaTeHTOBAHHOE, WM TPYIIUPOBOYHOE, WIM XUMHUYECKOE M TOPTrOBOE
HAaWMEHOBAHMs), HANMEHOBAHHUE TPOU3BOAUTENS (DapMalleBTHUYECKOW CyOCTaHIIMH, HOMEp Cepuy M JaTa
M3TOTOBJICHHS], KOJUYECTBO B YIIAKOBKE M €IUHUIIBI U3MEPEHHS] KOJIMYECTBA, CPOK TOJHOCTU U YCIIOBUSA
XpaHEeHHUS.

3. JlekapcTBEeHHBIE CpeICTBa B KayeCTBE CHIBOPOTOK JIOJDKHBI MOCTyHaTh B OOpalieHHe ¢
yKa3aHUEM KHUBOTHOTO, U3 KPOBH, TJIa3MbI KPOBH, OPTAHOB U TKaHEH KOTOPOTO OHH TOJIYICHBI.

4. Ha BTopuuHyI0 (MOTPEOUTENHCKYIO) YITAKOBKY JIGKAPCTBEHHBIX CPEJICTB, OTYYECHHBIX U3 KPOBH,
MJ1a3Mbl KPOBU, OPTaHOB U TKaHEH YeJIOBeKa, O KHA HAHOCUThCS Haanuck: "Anturena k BUU-1, BUY-2,
K BUpYycy renatuta C v MOBEepXHOCTHBIA aHTUTEH BUpYca renatuta B orcyrcTByroT".

5. Ha  nepBuuHyr0  ymakoBKy M  BTOPHYHYK  (TIOTpeOUTENBbCKYIO)  YHAKOBKY
paarnodapMaleBTHIeCKuX JIEKapCTBEHHBIX CPE/ICTB JOJKEH HAHOCUTHCS 3HAK PaHAIlHIOHHON OMAacHOCTH.

6. Ha BTOpuuHyI0 (MOTPEOUTENHCKYIO) YIAKOBKY TOMEONATHYECKUX JIEKAPCTBEHHBIX TMPENapaToB
JIOJKHA HAHOCUTHCS HaaNUCh: ""I'oMeonaTuueckuii".
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7. Ha BropuuHyro (HOTpPEeOMTEIbCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX DPACTUTEIBHBIX IPENapaToB
JIOJ>KHA HAHOCUTBCS HAaKCh: "[Ipoaykius nponuia paauaimOHHbIA KOHTPOJIb'.

Wndopmarius 06 M3MEHEHUSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 8 cmamvu 46 nacmosue2o
DedepanvbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

8. Ha mnepBuuHyi0 ymakoBKy (€cid MJisi 3TOrO CYIIECTBYET TEXHHMUYECKas BO3MOXKHOCTb) U
BTOPHUYHYIO (TIOTPEOUTENILCKYIO) YIMAKOBKY JIGKAPCTBEHHBIX MPENapaToB, IpeIHA3HAUYECHHBIX IS
KIMHUYECKUX HCCIIEIOBAaHMH, JOKHA HAHOCUTHCA HAAMNUCE: " {71 KIMHUYSCKUX UCCIIeOBaHuM".

9. VYnakoBka JEKapCTBEHHBIX CpPEICTB, MPEAHA3HAUYEHHBIX HWCKIIOYUTEIBHO [UIsI JKCIOPTA,
MapKUPYETCsl B COOTBETCTBUHU C TPEOOBAHUSIMU CTPAHbI-UMIIOPTEPA.

10. Ha tpancmopTHyl0 Tapy, KOTOpas HE NpeIHAa3HayeHa M MOTpeOuTeneld M B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEJICTBO, JIOJDKHA HAHOCUTHCS HHGOpMalus O HAMMEHOBAaHUU, Cepuu
JIEKApCTBEHHOTO CPEJCTBA, JaTe BBIIYCKA, KOJWYECTBE BTOPUYHBIX (IMOTPEOUTENHCKUX) YHAKOBOK
JIEKapCTBEHHOT'O CPEJCTBA, MPOU3BOAUTENE JIEKAPCTBEHHOTO CPEICTBA C YKa3aHHMEM HAUMEHOBaHUS U
MECTOHAXOXICHUS MPOU3BOIUTENS JIEKAPCTBEHHOT'O CPEJICTBA (aapec, B TOM YHCIIE CTpaHa U (WJIH) MECTO
MPOU3BOJICTBA JIEKAPCTBEHHOT'O CPENICTBA), & TAKKE O CPOKE TOJHOCTH JIEKAPCTBEHHOT'O CPEJCTBA M 00
YCIIOBUSIX €T0 XPAaHEHUS U MEPEBO3KU, HEOOXOJUMbIE MPEAYIPEAUTEIbHbIE HAAIUCH U MAaHUIYISTOPHBIE
3HAKH.

11. Ha nepBHYHYyIO YIAaKOBKY W BTOPUYHYIO (IOTPEOMTENBCKYIO) YIAKOBKY JIEKApPCTBEHHBIX
CPEICTB [UIsl BETEPUHAPHOTO MPHUMEHEHHUS JOJDKHA HAHOCUTHCS HaAmuch: "J[ns BeTepuHHApHOTO
npUMeHeHus".

12. Ha BropuuHyto (HOTpeOUTEIBCKYIO) VYIAKOBKY JIEKAPCTBEHHOIO IIperapara HaHOCUTCS
LITPUXOBOH KOJ.

TAPAHT:

CwMm. KOMMCHTApHHU K CTAaTbC 46 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHuim 3akoHoM om 6 Oexabps 2011 2. N 409-D3 6 nHaumeHnoganue 2nasvi 9 Hacmoauezo
DedepanbH020 3aKOHA 8HECeHbl USMEHEHUs, GCMYyNnalowue 6 CUIy no UCmeyeHuu mpuoyamu OHel nocie
OHA 0pUYUATILHO20 ONYOIUKOBAHUS HA36AHH020 DedepanlbH020 3aKOHA

Cm. mexcm HAUMEHOBAHUS 8 NPeObIOYWel PedaKyuu

I'maBa 9. BBo3 1ekapcTBeHHBIX cpeaAcTB B Poccniickyo @enepanuio 1 BbIBO3 JICKAPCTBEHHBIX
cpeacrts u3 Poccuiickoii Penepaunu

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3axkonom om 6 dexabps 2011 2. N 409-D3 ¢ naumenosanue cmamovu 47 nacmosauje2o
DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAlouue 8 CULY No UCMEeYeHUU mpuoyamu OHell nocie
OHA ohuyuanbHo2o 0nyoOIUK08aHUS HA38aHH020 DedepanbHo20 3aKOHA

Cm. mexkcm HaumMeHOB8aHUS 8 NPeOblOYWel pedaKyuu
Crarba 47. Ilopsnok BBO3a JIEKapCTBEHHBIX CpelAcTB B Poccuiickyro denepannio M BbIBO3a
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoii denepannu

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3akoHom om 6 Oexaops 2011 2. N 409-D3 ¢ uacmv [ cmamvu 47 nacmoswezo
DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAlouue 8 CULY No UCMEeYeHUU Mmpuoyamu OHell nocie
OHAL 0huYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbH020 3aKOHA

Cm. mexecm yacmu 6 npeovidywell pedakyuu
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1. BBo3 nekapcTBeHHBIX cpelncTB B Poccuiickyro ®Denepanuio OCYHIECTBISETCS B IOPSAIKE,
yctaHoBiieHHOM [IpaButensctBoM Poccuiickoit ®@enepanuu, B COOTBETCTBUHM C  TaMOMKEHHBIM
3aKoHO/1aTeNIbecTBOM TamokeHHOro corw3a B pamkax EBpA3DC (nmanee - TaMOXeHHBIM cOr03) M (WIIH)
3aKoHoJaTenLcTBOM Poccuiickoi denepaiiv 0 TaMOKEHHOM JIeIIE.

Wndopmarius 06 n3MEHEHUX:

Deodepanvrvim 3axonom om 6 Oexkabps 2011 2. N 409-@3 6 uwacmv 2 cmamvu 47 nacmosue2o
DedepanbHo20 3aKOHA 8HECEeHbl USMEHeHUsl, GCMYNnalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHel nocje
OHA 0huyuaIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. Beosumsbie B Poccuiickyto denepaliuio JeKapCTBEHHBIE CPEICTBA JOJDKHBI OBITh BKJIIOYCHBI B
roCy1apCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPENICTB.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 6 Oexkaobps 2011 2. N 409-d3 ¢ uacmv 3 cmamvu 47 nacmosweco
DedepanbHo20 3aKOHA 8HECEHbl USMEHEHUsl, BCIMYNalowue 8 CULY N0 UCHEeYeHUU mpuoyamu OHel nocie
OHsL OpuyuanbHo20 0nyoIUKOBaAHUsS HA38aHH020 DPedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3. Jlonmyckaetcs BBO3 B Poccuiickyro denepaliiiro KOHKPETHON MapTHHU 3apETUCTPUPOBAHHBIX U
(W)  HE3apeTUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEICTB, MPEIHA3HAYCHHBIX IS MPOBEICHUS
KJIMHUYECKUX WCCIICIOBAaHHUI JICKAPCTBCHHBIX MPENapaToB, MPOBEACHUS JKCIEPTH3bl JIEKAPCTBEHHBIX
CPEICTB IS OCYIICCTBIICHUS TOCYJAapPCTBEHHON pETHCTpAIlMU JICKAPCTBEHHBIX TIPENapaToB WIHA IS
OKa3aHHsI MEIUIIMHCKOM TMOMOIIM 10 YXH3HCHHBIM IMOKa3aHUSM KOHKPETHOTO IMAalMCHTa HA OCHOBAaHWUU
paspelieHus, BBIJAHHOTO YIIOJHOMOUYEHHBIM (hefiepalbHbIM OPTaHOM HCIIOJIHUTEIBHONW BJIACTH II0
3asBICHUSIM JIMI, YKa3aHHbIX B crtarthe 48 Hactosmiero denepanbHoro 3akoHa. PaccMoTpeHue Takoro
3aSBJICHUS ¥ TPHHITHE PENICHWsT O BbIJade pa3pelieHUus Ha BBO3 KOHKPETHOW TMapTUU
3apErUCTPUPOBAHHBIX U (WJIM) HE3apErHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB, MPEAHA3HAYCHHBIX IS
MPOBEJICHUS KJIMHHYECKUX HCCICIOBAaHUN JIGKAPCTBEHHBIX TIPENapaTroB, TPOBEACHUS OSKCIIEPTH3BI
JIEKapCTBEHHBIX CPEICTB JUIS OCYIIECTBICHUS TOCYIAapCTBEHHOW PETUCTPALMU  JIEKapCTBEHHBIX
IpernapaToB WM JUIS OKa3aHUS MEAWIIMHCKOW ITOMOIM MO JKU3HCHHBIM TIOKa3aHUSM KOHKPETHOTO
naiueHTa 1160 o0 oTKa3e B BbIJade YKAa3aHHOTO Pa3pelIeHHs] MPOU3BOAITCS B CPOK, HE MPEBBIIIAIOIIHIMA
ATy pabouunx qHei. [1naTa 3a BeIady yKa3aHHOTO pa3pemieHus] He B3UMAETCSI.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim s3axonom om 6 dexkabpsa 2011 2. N 409-d3 6 uacmv 4 cmamvu 47 Hacmoswe2o
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS], 6CIMYNAIOWUe 8 CULY N0 UCMEYeHUU MPUuoyamu OHell nocje
OHAL 0huYUaAILHO20 ONYOIUKOBAHUS HA38AHH020 DedepanbHO20 3aKOHA

Cm. mexcm yacmu 6 npeowvloyueti pedaKyuu
4. B Poccuiickyro ®enepainio MOKHO BBO3UTH JIEKAPCTBEHHBIE CPEACTBA, KAYECTBO KOTOPBIX
MOJITBEPKJICHO CEPTH(PUKATOM IMPOU3BOIUTEIS JIEKAPCTBECHHBIX CPECTB, YIOCTOBEPSIONIUM COOTBETCTBHE
BBO3HMMBIX JIGKAPCTBEHHBIX CPEJICTB TpeOoBaHUAM (papMaKOMeHHbIX cTaTel IN0O0 B CIydae UX OTCYTCTBUS
HOPMATHUBHOM JTOKyMEHTAITUHU WJIA HOPMATHBHOTO JOKYMEHTA.

Wndopmarys 06 M3MEHEHHSAX:
DedepanvHvim 3akoHoM om 6 Oexabps 2011 2. N 409-D3 ¢ uacmv 5 cmamvu 47 Hacmosaue2o

DedepanbH020 3aKOHA BHECEeHbl USMEHeHUs, GCmynaowue 8 CUILY No UCHeYeHUU mpuoyamu OHell nocje
OHAL 0huYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexcm yacmu 6 npeodvioywel pedaxyuu
5. 3anpemaercs BB03 B Poccuiickyto ®@enepauuio ¢anbCUPUIUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, HETOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB.

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvnvim 3akoHom om 6 dekabpa 2011 2. N 409-P3 6 uacme 6 cmamvu 47 Hacmosaue2o
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DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAlwue 8 CULY No UCmeYeHuyu mpuoyamu OHel nocie
OHA 0huyuanbHO20 ONYOIUKOBAHUS HA38aHH020 DedepanbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

6. ®DanpcudunUpoBaHHBIC JEKAPCTBEHHBIC CPEICTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBECHHBIC
Cpe/CTBa MOJICKAT U3BSATHIO U MOCICAYIONEMY YHHUTOXCHHIO WM BBhIBO3Y U3 Poccuiickort dexnepanuu,
KOHTpa(aKkTHBIE JIEKAPCTBCHHBIE CPEJICTBA - U3BATHIO U TMOCIEAYIONEMY YHHUTOKEHUIO. YHUUYTOKCHHE
wii  BbiBO3 U3 Poccuiickoit ®Denmepanuu  QanbCHPHUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB,
HEOOPOKAYECTBCHHBIX ~ JICKAPCTBEHHBIX  CPEJCTB, KOHTpPAQaKTHBIX  JICKAPCTBEHHBIX  CPEICTB
OCYILIECTBIISICTCSI 32 CYET JIMIA, OCYIIECTBUBIIETO WX BBO3. [lOpsIOK YHHYTOKCHUS U3BSATHIX
danbcuGUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEICTB,
KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEJICTB ycTaHaBmuBaercs [IpaButensctBoM Poccuiickoii @enepanum.

Wndopmarius 06 H3MEHEHUSX:

Deodepanvrvim 3akonom om 6 oOexkabps 2011 2. N 409-d3 6 uwacmv 7 cmamvu 47 nacmosue2o
DedepanbHo20 3aKOHA 8HECEeHbl USMEHeHUsl, GCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHell nocie
OHsL 0PUYUATILHO20 ONYONUKOBAHUS HA36AHH020 DPedepanlbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
7. Jluma, ocymectBistomue BB03 B Poccuiickyro  ®expepannioo  panbCcuUIIMPOBAHHBIX
JICKaPCTBEHHBIX ~ CPEJICTB,  HEIOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB,  KOHTPAa(aKTHBIX
JICKapPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C TAMOKCHHBIM 3aKOHOJIATEIBCTBOM
TamokeHHOTO cOr03a U (MIIH) 3aKOHO1aTeIbCcTBOM Poccuiickoit deaepamnu 0 TAMOXESHHOM JIeTie.

Undopmarist 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oekabpsa 2014 2. N 429-D3 6 uacmv 8§ cmamovu 47 Hacmoswe2o
DedepanbHoo 3aKOHa 8HeCceHbl UsMeHenusl, ecmynatouue 6 cuny ¢ 1 uons 2015 2.

Cm. mexcm yacmu 6 npeovloyweri pedaKyuu
8. BriBO3 nekapcTBEeHHBIX cpeacTB U3 Poccuiickoil denepanuu ocymiecTisieTcs 6€3 NpuMeHEHHUs
OTPaHUYEHUH, YCTAHOBJIEHHBIX TaMOKEHHBIM 3aKOHOJATENBCTBOM TaMOXEHHOTo coro3a M (WiIn)
3aKOHOAATeNnbCTBOM Poccuniickoit @exepannu O roCyJapCTBEHHOM PETYJIMPOBAHMM BHEIIHETOPTOBOM
JESATEIBHOCTH.

Wndhopmarrist 06 n3MEHEHUSX:

Cmamuws 47 donoanena wacmoio 9 ¢ 29 noaopsa 2019 e. - @edepanvhuiii 3axon om 28 noaops 2018 e. N
449-D3

Cm. 6y0ywyro peoakyuio
TAPAHT:

Cwm. KOMMCHTApHHU K CTATbC 47 HaCTOAIICTO q)enepaanoro 3aKOHa

Wndhopmarist 06 n3MEHEHHSX:

DedepanvHuim 3axonom om 6 dexabps 2011 2. N 409-D3 6 cmamvio 48 nacmoawezo DedepanvHozo
3AKOHA GHECeHbl UBMEHeHUs, BCMYnamwue 6 Cuily No UCMedeHuu mpuoyamu Ouel nocie OHs
oguyuanvbHo2o onyoauKosanus Hazeanno2o PedepanbHo20 3aKOHA

Cm. mexcm cmamou 8 npedbloyuell pedaKyuu
Crarba 48. IOpuanyeckue nMIa, KOTOPHIM pa3pelleH BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuro

JlekapcTBeHnHsbie cpenctBa B Poccuiickyro denepannio MOryT BBO3UTh:

1) npou3BOIUTENH JIEKAPCTBEHHBIX CPEJICTB JUIs 1eJded COOCTBEHHOTO IPOU3BOCTBA
JIEKApCTBEHHBIX CPEJICTB;

2) UHOCTpaHHbIE pPa3pabOTUYUKHU JIEKAPCTBEHHBIX CPEJICTB M HWHOCTPAHHBIE IPOU3BOAUTENN
JIEKapCTBEHHBIX CPEJICTB WU JAPYTUE IOPUIUYECKHE JIUIIA M0 MOPYUEHHUIO pa3paboTUHKa JIEKapCTBEHHOIO
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CpeICTBa AJIs IPOBEIEHUS KIMHUYECKHX HCCIIEJOBAaHMM JIEKAPCTBEHHOIO IpernapaTa, OCYLIECTBICHMUS
roCy/IapCTBEHHOW PErUCTpalMK JIEKaPCTBEHHOT'O MIpernapaTa, BKIIOUeHUs (papMalieBTUUeCKON cyOcTaHIIuU
B IOCYJapCTBEHHBIN PeecTp JEKAPCTBEHHBIX CPEJCTB, KOHTPOJISI KaYeCTBA JIEKAPCTBEHHBIX CPEJCTB IpPU
HAJIMYUU pa3pellieHus] YHNOJHOMOYEHHOIro (eepalbHOr0 opraHa HCHOJHUTENBHON BIAacTH Ha BBO3
KOHKPETHON IapTUH JIEKAPCTBEHHBIX CPE/CTB;

3) opranuzanuy ONTOBOM TOPTrOBIIM JIEKAPCTBEHHBIMH CPEACTBAMU;

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 2 uiona 2013 e, N 185-D3 6 nynkm 4 cmamvu 48 nacmosweco
DedepanvbHo20 3aKOHA BHECEeHbl USMeHeHUsl, scmynalowue 6 cuny ¢ 1 cenmsaops 2013 2.

Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu
4) HaAy4YHO-HCCIICJIOBATEIIbCKAE OpraHW3alMy, O00pa3oBaTeNbHBIC OpPraHWU3allMM  BBICIIETO
o0Opa3oBaHMs, MPOU3BOIUTENIN JIGKAPCTBEHHBIX CPEJACTB I Pa3paOOTKH, HCCICIOBAHHMN, KOHTPOJIS
0e30macHOCTH, KauecTBa, S()()EKTUBHOCTH JICKAPCTBEHHBIX CPEICTB MPH HAJTUYUU  pa3pelICHUs
YIIOJIHOMOYEHHOTO (heAepabHOTO OpraHa UCIIOJHUTEIHHON BIIACTH;

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 nacmoswezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
5) MEIMIIMHCKKIE OpraHU3allui, HHbIC YKa3aHHbIC B ITYHKTaxX | - 4 HACTOSIIECH CTaThH OpraHU3aluu
JUTSL OKa3aHUsI MEIUIIMHCKOHN ITOMOIIY I10 KU3HEHHBIM TTOKa3aHUSM KOHKPETHOTO MaIlMeHTa MPH HATHIUU
pa3penieHusl YIOJIHOMOYEHHOTO (hefiepalibHOTO OpraHa HMCIIOJIHUTEIILHOW BIIACTH HAa BBO3 KOHKPETHOMU
NapTUH JICKAPCTBEHHOTO TIperapara, BBIAHHOTO B YCTAHOBJICHHOM TMOpsAKE B (hOpME IJIEKTPOHHOTO
JIOKYMEHTA, ITOANUCAHHOTO YCHIICHHON KBATU(DUIUPOBAHHOMN 3JICKTPOHHOI MOJIITUCHIO.
TAPAHT:

CM. koMMeHTapuu K cTaThe 48 HacTosero denepabHOT0 3aKOHA

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 dexkaops 2011 2. N 409-D3 6 naumenosanue cmamou 49 nacmosweco
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUsl, BCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHell nocie
OHsL 0GhuyuanbHO20 ONyOIUKOBAHUSL HA38aAHH020 DedepanbHO20 3aKOHA

Cm. mexcm HAUMEHOBAHUS 8 NPeObIOYWel Pe0aKyuu
Crarbsa 49. JlIokyMeHTHI, Ipe/ICTaBIsieMble B TaMOKE€HHbIe opranbl Poccuiickoit denepanuu npu
BBO3€ JIEKapCTBEHHBIX cpencTB B Poccuiickyro denepanuto

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim s3axkonom om 6 Odexkabpsa 2011 2. N 409-@3 6 uacmv 1 cmamvu 49 nacmosweco
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPUuoyamu OHell nocie
OHA ohuyuanbHo20 onyoIUKO8aHUA HA38aHH020 DedepanbHo20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. Ilpu BBO3€ nekapcTBEHHBIX cpelacTB B Poccuiickyto denepanuio B TaMOKEHHBIE OpraHbl
Poccniickoit denepanuy Hapsay ¢ JOKYMEHTaMU, IPEICTABIEHHE KOTOPBIX MIPEAYCMOTPEHO TAMOKEHHBIM
3aKOHO/ATeIhCTBOM TaMOXeHHOro coro3a U (WIM) 3akoHojaaTenbcTBOM Poccuiickoit denepanuu o
TaMOKEHHOM JIeJie, IPEJICTABISIOTCS CIIEAYIOIINEe JOKYMEHTHI:

1) cepTuduKar MPOU3BOAUTENS JEKAPCTBEHHOTO CPEJICTBA, YIOCTOBEPSAIOLINI COOTBETCTBHE
BBO3MMOI'O JIEKAPCTBEHHOTO CpeJcTBAa TpeboBaHMSIM (apmakoneiiHoll cratbu JuOO B ciydae ee
OTCYTCTBHSI HOPMAaTUBHON JOKYMEHTAIIMM UM HOPMATUBHOI'O JOKYMEHTA;

2) paszpellieHHE YIOJIHOMOUYEHHOro (¢eAepalbHOro oOpraHa HCIOJIHUTEIbHOW BIIACTH Ha BBO3
KOHKPETHOM NapTHM JIEKAPCTBEHHOI'O CPEACTBA B CIIy4asX, YCTAHOBJIEHHBIX 4acTbio 3 crtaTbu 47
HacTosuero denepanbHOro 3aKoHa.
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Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 6 Oexabps 2011 2. N 409-dD3 6 uacmv 2 cmamvu 49 nacmosiwyeco
DedepanbHoe0 3aKOHA BHECEHbl UBMEHEHUs, GCIMYnarwue 8 CUuLy no ucmederuu mpuoyamu OHetl nocie
OHsl 0puyuanvHo2o onyoauKosanus HazeanHo2o PedepairbHo20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. JlokymeHThl, yka3zaHHble B NyHKTax | W 2 4dactu | HACTOAILIEW CTAaThbU, MPEACTABIAIOTCA B
TaMOXEHHbIe opranbl Poccuiickoit @enepannu mpu NpuOBITHH JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro
denepanuio.
TAPAHT:

CMm. komMeHTapuu K ctaTtbhe 49 HacTosero denepabHOTO 3aKOHA

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3axonom om 29 uons 2015 2. N 160-®D3 6 naumenosanue cmamou 50 nacmosiueco
DedepanbHoe0 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mekcm HAUMEHOBAaHUs 8 npedbloyuleli peoaKyuu
Cratbs 50. BBo3 nekapcTBeHHbIX mpemnaparoB B Poccuiickyto ®enepanuio uis JIMYHOIO
WCIIOJIb30BaHUS M MHBIX HEKOMMEpPUYECKHMX LieJied, a TakkKe JUJIs HMCIIOJIb30BaHUS Ha
TEPPUTOPUHU MEXKTYHAPOJIHOTO METULIMHCKOTO KIacTepa

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 6 Oexabps 2011 2. N 409-dD3 6 uacms I cmamvu 50 nacmosiwyeco
DedepanbH020 3aKOHA 8HECeHbl USMEHeHUs, BCMynaowue 8 CUIy No UCMeYyeHUuU mpuoyamu OHel nocje
OHA 0huYUaAIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepanibHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. JlekapcTBeHHBIE mpemaparbl MOTYT ObITh BBe3eHbl B Poccuiickyro ®egepanuio 6e3 yuera
TpebOBaHM, MPEAYCMOTPEHHBIX dacTsimu | - 4 crateu 47, ctatbamu 48 u 49 Hacrosuiero denepaabHOTO
3aKOHA, €CJIM OHU NPEIHA3HAYECHBI JUIS:

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 2 uiona 2016 2. N 163-D3 nynkm 1 uacmu I cmamou 50 nacmoswezo
DedepanbHoeo 3aKOHA U3N0AHCEH 8 HOBOU PeOaKyuu

Cm. mexcm nynkma 6 npeovioyujeit peoaxkyuu

1) auyHOTO MCHONB30BaHUS (PU3MUECKUMHU JHUIAMM, NMpUObIBIIMMHU B Poccuiickyto deneparuio.
IIpu »Tom BBO3 B Poccuiickyro denepanuro JEKAPCTBEHHBIX  IIPENApPaToOB,  COJAEPIKALIUX
CUJIBHOJCUCTBYIOIIME ¢ (WJIM) STOBUTHIC BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B  CITHCOK
CUJIBHOJICUCTBYIOIIMX BELIECTB JUIA LIEJIEW YroJIOBHOTO 3aKkoHozaTesnbcTBa Poccuiickon denepanuu u B
CIMCOK SAJIOBUTBIX BEIIECTB I ILI€JIEM YrOoJOBHOTO 3akoHonarenbcTBa Poccuiickoit depeparuu,
yTBep)KaeHHbIe [IpaButenscTBom Poccuiickonn denepanuu, OCyIIECTBISIETCS NPU HAIUYUU JTOKYMEHTOB
(3aBepeHHBIX KOMUI JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMHMCOK M3 HUX), MOATBEPKIAIOIIUX HA3HAYCHHE
bu3MYecKOMy JIMITy YKa3aHHBIX JIGKQPCTBEHHBIX TMIPENapaTtoB (32 HCKIIOYCHUEM JICKAPCTBEHHBIX
IIpEIaparoB, 3aperucTpupoBaHHbIX B Poccuiickoit @enepanuu u otnyckaemoix B Pocculiickoint denepaunu
0e3 perenTa Ha JEKapCTBEHHBIN mpenapar). [loaTBepkaaromuye TOKYMEHTHI (MX 3aBEPEHHBIC KOIHH WA
3aBepEHHBIC BBIMUCKA M3 HHUX) JOJDKHBI COAEPKATh CBEICHUS O HAUMEHOBAHUU U KOJIUYECTBE
HAa3HAYCHHOTO JICKAPCTBEHHOTO TMpernapata. B ciydae, ecnu MOATBEPXKAAONINE JTOKYMEHTHI (WX
3aBepEHHBIC KOMUU WM 3aBEPCHHBIC BBIMTUCKM W3 HUX) COCTaBJICHBI HAa WHOCTPAHHOM S3BIKE, K HHUM
MPUJIAraeTCsa HOTAPUAIIBHO 3aBEPEHHBIN NEPEBOJ] HA PYCCKUM S3BIK;

2) WCMONb30BaHUA pAaOOTHUKAMU JUIIOMATHUYECKOTO KOpIyca WM  MPEICTAaBUTEISIMH
MEKTYHapOAHBIX OpraHu3aluii, akkpeaIuToBaHHbIX B Poccuiickoi denepannu;

3) nedeHHs] MAaCCAXHPOB M WICHOB JKUMAXEW TPAaHCIOPTHBIX CPEACTB, MOE3AHBIX OpHrag u
BOJIUTENICH TPAHCIOPTHBIX CPeCTB, MpUOBIBIINX B Poccuiickyto @enepanuio;
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4) neyeHUs] y4aCTHUKOB MEXAYHAPOAHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPONPUATUN U YHACTHUKOB
MEXIYHApOJHBIX dKCIIEIULUH;

5) neueHUss KOHKPETHBIX UBOTHBIX B 300IapKax, a TaK)Ke KUBOTHBIX, BBO3UMbIX B Poccuiickyro
®Denepanyio s y4acTHsl B CIIOPTUBHBIX U 3PEJIMLIHBIX MEPONPUATHUSAX;

Wndopmarius 06 n3MEHEHUX:

Deoepanvrvim  3axkoHom om 29 wuiona 2015 2. N 160-@3 uyacmv [ cmamou 50 nacmosweco
DedepanbHo2o 3aKOHA OONOIHEHA NYHKMOM 6
6) UCIOJIb30BAHUS HA TEPPUTOPUHN MEKTYHAPOIHOTO MEJIMIIMHCKOTO KiacTepa.

Wndopmarius 06 M3MEHEHUSX:

Deodepanvrvim 3axonom om 6 Oexkabps 2011 2. N 409-D3 6 uwacmv 2 cmamvu 50 nacmosiue2o
DedepanbHo20 3aKOHA 8HECeHbl USMEHeHUsl, GCMYnalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHel nocie
OHAL 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
2. B cnyuasix, IpelyCMOTPEHHBIX 4acThio 1 HacTosAlIeH cTaThH, AOIycKaeTcst BBO3 B Poccuiickyro
®denepanyio JIEKapCTBEHHBIX MPENAapaToB, HE 3aperucTpupoBaHHbIX B Poccuiickoit denepanui.

Undopmaris 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oexkaobps 2011 2. N 409-d3 ¢ uacmv 3 cmamvu 50 nacmosweco
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUe 6 CULY N0 UCMEYeHUU MPpuoyamu OHell nocie
OHA 0huYUaIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
3. JlekapcTBEeHHbIE penapaTsl, IpeJHa3HAYCHHbIE JJI1 TYMAaHUTapHON MOMOILH (COAeHCTBUSA) WIN
IIOMOIIMA IIpYM 4YPE3BbIYAWHBIX CHUTyalusax, BBO3iATCA B Poccuiickyro ®enepauuio B IOpsJIKE,
ycraHoBieHHOM [IpaBurensctBoMm Poccuiickoii ®enepanuu. 3amnpemaercs BBo3 B Pocculickyro
denepanyio He3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, IPEHA3HAYECHHBIX JJI1 TYMaHUTAPHOU
HOMOIIH (COJIEHCTBHSA) MU TIOMOIIM ITPU YPE3BbIYANHBIX CUTYaLIHsAX.
FAPAHT:

CMm. xommeHTapuu Kk ctathe 50 HacTosero denepaibHOr0 3aKOHA

Cratbs 51. CoTpyaaudecTtBo GeaepaibHOr0 OpraHa UCIOJHUTEIBHON BJIACTH, YIIOJIHOMOYEHHOTO
B 00JacTH TaMOXEHHOTO JeJia, W JPYrHX YIOJIHOMOYEHHBIX (enepalbHbIX OpPraHoB
WCIIOJTHUTEJIbHOW BIIACTH
1. VYnomnomoueHHble ¢efepanbHble OpPraHbl HCIOJHUTENBHOM BIACTH TMPEJOCTaBISIOT B
pacniopsbkeHre  (eepaJbHOr0 OpraHa HWCHOJHUTENBbHOM BIACTH, YIOJIHOMOUYEHHOro B o0nactu
TaMOKEHHOTO JIeJla, TOCYAApCTBEHHBI pPEecTp JEeKapCTBEHHBIX CPEACTB, a Takke HMH(POpPMAIHIO O
BBIJIAHHBIX Pa3pelICHUsIX Ha BBO3 KOHKPETHOM MapTUU JIEKAPCTBEHHBIX CPEACTB B  CiIydasx,
YCTaHOBJIEHHBIX 4acTbl0 3 ctarbu 47 HacTosmero denepaibHOro 3aK0Ha.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 6 Oexabps 2011 2. N 409-d3 6 uacms 2 cmamvu 51 nacmoswezo
DedepanvbHoeo 3aKOHA BHECEHbl UBMEHEHUs, GCIMYNnarwjue 8 CUuly no ucmedeHuu mpuoyamu OHeti nocie
OHA 0UYUATLHO2O0 ONYONUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
2. @enepalbHbII OpraH HCHOJHUTEIBHON BIIACTH, YIOJIHOMOYEHHBIM B 00JacTH TaMOXEHHOIO
nena, uHGopMHUpYyeT yKka3zaHHBIC B 4acTH | HACTOSIIEH CTaThbH YMOJHOMOYEHHBIC ()eiepallbHbIe OpraHbl
WCTIOJTHUTENIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro deneparuio U BBIBO3E
JIeKapCTBeHHBbIX cpelacTB U3 Poccuiickoit denepanuu no GopmMe U B MOPSAIKE, KOTOPHIE YCTaHOBIICHBI
IIpaButenscTBOM Poccuiickoi denepanuu.
TAPAHT:

Cwm. KOMMCHTApHHU K CTATbC 51 HaCTOAIICTO (I)C[[Cpa.HLHOI“O 3aKOHa
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I'naBa 10. ®apmaneBTHYecKasi 1eATEJIbHOCTD
TAPAHT:

Cm. TocymapcrtBeHnyro mnporpammy P®  "PasButnme QapmaneBTHUeCKOW W MEIUIIUHCKON
npoMblnieHHocTy" Ha 2013 - 2020 rr., yrBepxaeHHyt0 nocraHoBienueM IlpaButensctBa P® ot 15
arnpenst 2014 r. N 305

Cratbs 52. OcymectBieHue GpapMareBTUYECKON e TEIBHOCTH

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosops 2013 2. N 317-@3 6 uacmv 1 cmamvu 52 nacmosiwyeco
DedepanbHoe0 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. ®apmareBTudeckas JeATEILHOCTh OCYIIECTBIISICTCS OpraHU3alMsIMUA ONTOBOW TOPTOBIU
JICKapCTBEHHBIMU  CPEJCTBAMHU,  AaNTEYHBIMH  OpraHU3alUsIMH,  BETEPUHAPHBIMU  aNTEYHBIMU
OpTraHHU3aIUSIMH, WHIBUTYTbHBIMU peIIPUHIMATENSIMH, UMCIOIIUMHU JIMILICH3UIO Ha
dbapMaleBTUYECKYIO JI€ATEIbHOCTh, MEIUIMHCKUMHU OpraHu3alusMU, HMEIOIIUMU JIMIECH3UI0 Ha
(apMalieBTUYECKYI0 JIATEIBHOCTh, W HX O00O0COOJICHHBIMH MOJpa3lieieHus MU  (aMOyIaTopusMy,
denpamepckuMu U GenpAamepcKo-aKyuepCKUMH IMyHKTaMu, IIeHTpaMu (OTAeNeHUsIMHU) 00111el BpaueOHOM
(ceMeitHON) MPAaKTHUKH), PACIIONIOKEHHBIMH B CEIBCKUX HACEICHHBIX IYHKTAX, B KOTOPHIX OTCYTCTBYIOT
anTeyHble  OpraHU3allid, ¢  BETEPUHAPHBIMH  OpraHU3alUsMH, HMEIOIIMMU  JIMIIEH3UI0  Ha
(bapMareBTUYECKYIO IS TeIbHOCTD.
TAPAHT:

Cm. [Ilonoxenue 0  JIMUEH3UPOBAHUM  (DapMaLEBTUUECKOM  JEATENBHOCTH,  YTBEPXKIECHHOE
nocranoBienureM [IpaButenbctBa PO ot 22 nexabps 2011 r. N 1081

Cm. MeToaMYecKne yKa3aHus MO OCYHIECTBICHHIO OpraHaMH rOCyJapCTBEHHOH BIIAacTH CyOBeKTOB PO
NepeAaHHbIX nmoJHoMouuii PO no nuneH3upoBanuio papmaneBTHUECKOM 1eATeNbHOCTH, YTBEP)KICHHbIE
npukazoM Munsapasconpa3sutus Poccuu ot 6 nronst 2008 r. N 2631

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHvim  3akonom om 27 wuwons 20102. N 192-@3 uacms 2 cmamvu 52 Hacmosawezo
DedepanbH020 3aKOHA U3NONCEHA 8 HOBOU Pe0aKyuu

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. ®wusuveckue JHIa MOTYT OCYIICCTBIATH (apMAIEBTHUECKYIO JEATEIBHOCTh TPU HATWIHH

BBICIIIETO MJIU CpellHero (apMareBTHYecKoro o0pa3oBaHus U cepTU(UKaTa CIEIHMATUCTA, BBICIIETO WIH
CPEIHETO BETCPUHAPHOTO OOpa30BaHMs U CepTU(PHUKATA CICIHAIUCTA, a TAK)KE BBICIIETO MU CPEIHETO
MEAMIIMHCKOTO 00pa3zoBaHusi, cepTu(dukaTta chenuaniucra W JOMOJHUTEIBHOTO MpodheccCHOHATEHOTO
0o0pa30oBaHMUS B YaCTH PO3HUYHOW TOPTOBJIM JICKAPCTBEHHBIMH TIperiapaTaMy IPU YCIIOBHU WX PabOTHI B
000COOJICHHBIX MO/Ipa3IeIEHUIX METUIIUHCKUX OpraHU3allui, YKa3aHHBIX B 4aCTH | HACTOSAIIEH CTaThU.

TAPAHT:

CM. KOMMeHTapuH K cTaThe 52 HacTosmero denepanbHOro 3aK0Ha

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvruviii 3akon oononnen cmamoeu 52.1 ¢ 29 nosopsa 2019 . - Dedepanvhuiii 3axon om 28 HOAOPA
2018 2. N 449-D3
Crarpst 52.1. BBog B rpakmaHCKuii OOOpPOT JIEKAPCTBEHHBIX MPEMapaToB I METUIIMHCKOTO
MIPUMEHEHUS
1. [Tepen BBOAOM B TpakIaHCKUN 00OPOT KaXKIOW CEPUU WIIM KaKJIOW MapTHH MPOU3BEICHHOTO B
Poccuiickoit denepanuu ekapcTBEHHOTO Ipenapara Juisi MEAUIIMHCKOTO MPUMEHEHHUs, 32 UCKIIOUEHHEM
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MMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOIUTEIb TAKOT'O JICKAPCTBEHHOT'O IIpernapara
npeacTaBisieT B (eaepalibHbld OpraH HCIIOJHUTEIBHOW BJIACTH, OCYIISCTBISIOMUNA (DYHKIIMM 110
KOHTPOJIIO ¥ Haa30py B chepe 3ApaBOOXpAHCHUS, JOKYMEHT IIPOM3BOAUTEIIS JICKAPCTBEHHOTO CPEICTBA,
MOATBEPKIAIONIMN Ka4eCTBO JIEKAPCTBEHHOrO Mpernapara, W MOATBEPKICHHE YIMOJHOMOYEHHOIrO JIMIA
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB COOTBETCTBHSI JICKAPCTBEHHOTO TIperapara TpeOOBaHUSM,
YCTAHOBJICHHBIM IIPH €0 rOCYAapCTBEHHOW PErUCTPaLIiH.

2. Ilepen BBOAOM B Tpa)KJAaHCKHKA OOOPOT KaXKIOW CEpUM WM KaKJIOW MapTHH BBO3UMOTO B
Poccuiickyro @enepannio JEKapCTBEHHOTO Mpenapara Jjisi MEIUIIMHCKOTO MPUMEHEHHS, 3a UCKITFHOUEHUEM
HMMYHOOHMOJIOTHYECKHX  JICKAPCTBEHHBIX  IIPEIapaToB, OpraHu3alus, OCYIICCTBIISIONIAsS  BBO3
JIEKapCTBeHHOro Tmpemnapata B Poccuiickyto ®eneparuio, mpeacTtaBimsieT B ¢eaepalbHBI  opraH
UCIIOJIHUTEIIBHOM  BJIACTH, OCYIICCTBIISIIONIUMK (QYHKIMM IO KOHTPOJIIO M HaJI30py B  cdepe
3IpaBOOXpaHEHUs, CepTU(UKAT TPOUZBOAMTENS  JIEKAPCTBEHHOTO  CPEJACTBA,  yIOCTOBEPSIOUTUI
COOTBETCTBHE BBO3MMOIO JICKAPCTBEHHOI'O Ipernapara TpeOoBaHMIM (apMaKOIICHHON CTaThbH, a B ClIydac
OTCYTCTBHsI (papMaKONEHHON CTaThH TpPEOOBAaHWUSM HOPMATHUBHOW JOKYMEHTAIIMHM, W TOATBEPIKICHUE
MPEICTABUTENSI OpPraHu3al[iyi, OCYIIECTBIAIONIEH BBO3 JIEKApPCTBEHHOro mpernapara B Poccuiickyro
denepalvio U yoJHOMOYEHHOW HHOCTPAHHBIM MPOX3BOUTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUS
BBO3HMOT'O JICKQPCTBEHHOTO IIperapara TPeOOBAaHUSM, YCTAHOBJICHHBIM TIPH €r0 TOCYAapCTBEHHOM
perucTpanum.

3. [lopsimok mpeAcTaBICHHUS B COOTBETCTBUHU C YacTsIMHU | M 2 HACTOSIICH CTaThbU JTIOKYMEHTOB H
CBEICHHMI O JIEKapCTBEHHBIX Mpenaparax, BBOJUMBIX B TPaXIAHCKUH 0OOPOT, yCTaHABIMBAETCA
[IpaBurensctBoM Pocculickoit denepanun.

4. B OTHOIIEHMH TMEPBBIX TPEX CEpUM WM TAPTUNA JICKAPCTBEHHOTO IMpenapara, BIIEPBBIC
npousBefieHHOro B Poccuiickori ®denepaniuu uiad BIepBbie BBO3UMOro B Poccuiickyro ®eneparuio, B
dbenepalbHBIi OPTaH UCIOJHUTEIBLHON BJIACTH, OCYIIECTBISIONIMN (DYHKIIUU 1O KOHTPOJIIO M HAA30pPY B
chepe 3apaBOOXPaHCHUS, JOIMOJIHUTEIIBHO IIPEICTABIISICTCS MPOTOKOJ UCIBITAHUN O COOTBETCTBHHU CEPUH
WM TapTUM JICKAPCTBEHHOTO IMpenapara g MEAUIMUHCKOrO MNPUMEHEHMS IIOKa3aTesisiM KauyecTBa,
MPETYCMOTPEHHBIM HOPMATHBHOM JOKYMEHTalueu (Jajiee - TPOTOKOJ HCIBITAHUN), MPOBOJAMMBIX
AaKKPEJIUTOBAHHBIMH B COOTBETCTBUHU C 3aKOHOJaTeIbCTBOM Poccuiickoit denepanuu 00 akKpeaUTAIIUU B
HallMOHAIBHOM  CHCTEME  aKKpeauTanuu  QefepalbHBIMH  TOCYAAapCTBEHHBIMH  OIOKETHBIMU
YUPEXKTCHUAMHU, MOIBEIOMCTBEHHBIMH dbenepalbHOMY  OpraHy  HCIIOJHUTEIBHOM  BIIACTH,
OCYIIECTBISIIOMEMY (YHKIMM TIO BBIpAaOOTKE © peaju3alud TOCYJapCTBEHHOW TOJUTHUKH U
HOPMATHBHO-TIPABOBOMY PETYJIMPOBAHHMIO B cdepe 3apaBoOXpaHeHUs, U (eAepabHOMY OpraHy
WCIIOJTHUTENIbHONW  BJIACTH, OCYIIECTBISIONIEMY (GYHKIMH TI0O KOHTPOJIK U Haa30py B cdepe
31paBooXpaHeHus. [lopsok BbIIauM yKa3aHHBIMU (eaepadbHBIMH TOCYAApPCTBEHHBIMH OFOKETHBIMHU
YUPEXKACHUSMH TAHHOTO MPOTOKOJIA U pa3Mep IJIAThI 3a €ro Bbllavy ycTraHaBiauBaroTcs [IpaBurenscTBoM
Poccuiickon @enepanuu.

5. Exeronno He mo3aHee | ¢eBpasist MporU3BOAUTENN JIEKAPCTBEHHBIX CPEJCTB UM OpraHU3aIliH,
OCYIIECTBISIIOIINE BBO3 JIEKAPCTBEHHBIX TmpenaparoB B Poccuiickyto dDexaepainio, MPEICTaBISIIOT B
dbeneparbHBId OPTaH UCHOJHUTEIBHON BIIACTH, OCYIIECTBISIONINN (DYHKIIUU 1O KOHTPOJIIO M HAA30pPY B
chepe 31paBoOOXpaHEHHUs, MPOTOKOJ MCIBITAHUH MOCTYIMBIIETO0 B TEYCHUE TOJla B IPakIaHCKUH 000poT
JIEKapCTBEHHOTO TIpermapara KOHKPETHOTO TMPOM3BOAUTENSI (HAa OJHY CEpPUI0 KaXIOrO TOPTOBOTO
HAaWMEHOBAaHHS C YYETOM JICKapCTBEHHOW (DOPMBI M JO3WPOBKH), MPOBOAUMBIX AKKPEIUTOBAHHBIMH B
COOTBETCTBUU C 3aKOHOJATENhCTBOM Poccuiickort @Denepanuu 00 aKKpeIWTallMd B HAIMOHAIHHOMN
CUCTEME aKKPEIUTAI[UH UCTIBITATeTbHBIMU Ja00paTopusMu (LICHTPaMH).

TAPAHT:

ITyHkT 6 BeTymaet B cuity ¢ 28 Hos0ps 2018 r.

6. Ilpom3BomuTenu JIEKapCTBEHHBIX CPEACTB WIM OpPraHU3allud, OCYLIECTBISIOIINE BBO3
JIEKapCTBEHHBIX MpemnaparoB B Poccuiickyto denepanuio, HE MEHEE YEM 3a OJUH I'oJl 0 IUIAHUPYEMBIX
MPUOCTAHOBJICHUSI WJIM TPEKpallleHUus] MPOU3BOJICTBA JIEKAPCTBEHHBIX IpernapaToB WJIM HX BBO3a B
Poccuiickyto ®enepanuio yBeIOMISIOT 00 3ToM (¢enepaibHbIi OpraH MCIOJHUTEIBHON BIIACTH,
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OCYIIECTBIISIONINH ()YHKIIMU 10 KOHTPOJIIO M HAA30pY B chepe 3apaBOOXpaHeHUs U (enepaabHbIil opran
UCIIOJIHUTENIBHOW  BJIACTH, OCYILECTBIAIOLIMM  (YHKIMM 10  JIMIEH3UPOBAHMIO  IIPOM3BOJICTBA
JIEKApCTBEHHBIX CPEJICTB.

7. BBOA B TpaKTaHCKHK 0OOPOT KaXKIOW CEPHHM WM KaKIOH MapTHU WMMYHOOHOJOTHYECKOTO
JICKapCTBEHHOTO Mpernapara, npou3BeaeHHOro B Poccutickoin denepanuu uin BBo3umMoro B Poccuiickyro
denepanuio, OCYLIECTBISIETCS Ha OCHOBAaHMM pPas3pelIeHUs, BBIJAHHOTO (elepanbHbIM OpraHoM
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYIIECTBIIOMMM (YHKIMM 10 KOHTPOJIK U Ham3opy B cdepe
3IpaBOOXPAHEHMs, Ha OCHOBAaHMM BBIJAHHOTO (eJepalbHBIMU T'OCYAAPCTBEHHBIMU OHOJKETHBIMU
YUPEXKJEHUSAMH, yKa3aHHbIMHM B dacTy 4 HACTOALIEH CTaTbM, 3aKJIKOYEHHS] O COOTBETCTBUU CEPUM WU
HapTUM UMMYHOOHOJIOTMYECKOr0 JIEKAPCTBEHHOI0 Ipernapara TpeOOBAHUSAM, YCTAHOBIIEHHBIM IIPH €ro
rocyJapcTBEeHHON peructpanuu. [lopsaok Belgauu pa3pelieHus Ha BBOJ B TPaXIaHCKUK 000pOT cepuu
WIN NapTUU UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO MpernapaTa, a TakKe MOPSAA0K BbIJaud yKa3aHHOIO
3aKJIIOYEHUs M pasMep IulaThl 3a €ro Bblgady ycraHaBinuarorcs IlpaBurensctBoM Poccuiickoit
®enepanuu.

8. 3a HempeACTaBlieHWE WM HECBOEBPEMEHHOE NIPEJCTaBICHUE JOKYMEHTOB U CBEACHUH,
IIPEyCMOTPEHHBIX YacTsamu 1, 2, 4, 5 u 6 HaCTOALIEH CTaTbU, IPOM3BOAUTEIM JIEKAPCTBEHHBIX CPENICTB U
OpraHu3aly, OCYIIECTBISAIONIME BBO3 JIEKAPCTBEHHBIX mpenaparoB B Pocculickyto denepanuro, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOJATENbCTBOM Poccniickoit denepanuu.

9. IlpencraBieHue NOKYMEHTOB M CBEIEHUMU, MPEAYCMOTPEHHBIX dacTsmu 1, 2 u 4 Hacrosmiei
CTaTbl, M IIOJIy4EHHE MPEAYCMOTPEHHOIO 4YacTblO 7/ HACTOALIEM CTAaTbU pa3pellieHuss Ha BBOJ
UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIpenapaTa B TpaXAaHCKUH 000pOT He TpeldyroTcs B
OTHOLICHUM JIEKAPCTBEHHBIX IIPENapaToB, MPEAHA3HAYEHHBIX I IPOBEIEHUS  KIMHUYECKUX
WCCJIEIOBAHUM JIEKAPCTBEHHBIX IIPENapaTroB, IPOBEICHUs OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB MJIA
OCYILIECTBIIEHUSI TOCYJApCTBEHHOM DPErMCTPAlMy JIEKAPCTBEHHBIX IPENaparoB, a TAKKE B OTHOLICHUU
HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENaparoB, NPEJHA3HAYCHHBIX Ui OKa3aHUS MEIULMHCKOU
IIOMOUIY IO KU3HEHHBIM IOKa3aHUSAM KOHKPETHOIO INalMeHTa, BBO3UMBIX B Pocculickyro Penepanuio B
COOTBETCTBHUHU C 4aCThIO 3 craTtby 47 HacTosAmero deaepalbHOrO 3aKOHA.

10. Ilpu BBISIBIEHHH B TpakJaHCKOM 00OOpOTE CepUM WIM MapTUU JIEKApCTBEHHOTO IMpernaparta,
JOKYMEHTBl U CBEIEHUS O KOTOPBIX, NMPEAYCMOTpeHHble uacTsimMu |, 2 m 4 Hacrosued craTtbH, He
npezcTaBieHbl B (efepalibHbli OpraH MCIOJHUTEIbHON BJIACTH, OCYIIECTBISIOMINN (QYHKIMHU 110
KOHTPOJIIO U Haa30py B cdepe 3ApaBOOXpaHEHHUs, JMOO CEepUM WM MapTUH MUMMYHOOMOJIOTHYECKOTO
JEKapCTBEHHOTO IMperapara, HE UMEIOIUX pa3pelleHuss Ha BBOA B TIpaxJaHCKuUM 000poT,
IPEyCMOTPEHHOIO 4YacThio 7 HaCTOSILEH CTaTbH, (pelepalbHblii OpraH HUCHOJHUTEIbHOM BIIACTH,
OCYLIECTBISAIONIMA (YHKIMU 1O KOHTPOJIIO M Haa30py B cdepe 3ApaBOOXpPaHEHHUs, B MOPsJKe,
yctaHoBieHHOM [IpaButensctBom Poccuiickoit ®Penepanny, NPUHUMAET PELHIEHUE O NPEKpalleHUH
IpaXkJJaHCKOro 000pOTa TaKUX CEPUU WIIM MAPTUH JI0 NMPEICTaBICHUS YKa3aHHBIX JOKYMEHTOB U CBEJCHUN
A100 MOJYUYEHHs YKa3aHHOTO pa3peleHusl.

Hndopmarus 06 H3MEHEHHSX:
Cmamuws 53 usmenena c 1 aueaps 2018 e. - @edepanvruiii 3axon om 29 urons 2017 2. N 278-D3
CMm. npedvloywyro pedakyuio
Crarbsa 53. IIpomaxa, mepegada JEKapCTBEHHBIX CPEJACTB OpPraHU3ALMAMHU ONTOBOM TOPIOBIIH
JIEKApCTBEHHBIMU CPEACTBAMU
1. Opranusaiyu ornToBO TOPTrOBIIU JIEKAPCTBEHHBIMU CPEICTBAMU MOTYT OCYHIECTBIIATH MPOAAKY
JIEKAPCTBEHHBIX CPEACTB WJM TMepeJaBaTh MX B YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit
denepannu NOPSIAKE:
1) npyrum opraHu3anusM ONTOBON TOPTOBIIH JIEKAPCTBEHHBIMU CPEACTBAMU;
2) IpOU3BOIUTEIISAM JIEKAPCTBEHHBIX CPEJICTB AJIs LeJIel MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB;
3) anTeYHbIM OPraHU3aLMUsAM U BETEPUHAPHBIM allTEUHbIM OpraHU3ALMIM;
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4) Hay4YHO-HCCIIEOBATEILCKUM OPTaHU3ALUAM JUIsl HAyYHO-HCCIIeI0BATEIbCKON pabOThI;

5) UHAMBUAYAIBHBIM MpEeINPUHUMATENSIM, MMEIOUIMM JIMLIEH3UI Ha (QapMaleBTUYECKYIO
JEATEIbHOCTh WIH JIMLEH3UI0 HA MEAULUHCKYIO 1E€ATEIIbHOCTD;

6) MEOULIMHCKUM OpraHU3alysIM, BeTepUHAPHBIM OpraHU3alusIM;

7) opranu3anusM, OCyIIeCTBIISIOINM Pa3BEACHNE, BEIPAILIMBAHUE U COJIEPKAHNE KUBOTHBIX.

2. OpraHuzaluyd  ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CpEACTBAMHU  O0s3aHbI XpaHUThb
3aKyIUICHHYI0 (hapMalleBTUYECKYI0 CYOCTaHLMIO CIHpTa 3TWIOBOrO (3TAaHOJA), OCYILECTBISATH €€
peaM3alMIi0 WM Iepefady B YCTAHOBIECHHOM 3aKOHOAATensCcTBOM Poccuiickoit ®enepanuu mnopsaxe
OpraHu3alusaM, yKa3aHHBIM B IyHKTax | - 7 gactu | HacToslled cTaTthd, B Tape o0beMoM He Oonee 1
JUTpA.

TAPAHT:

CM. koMMeHTapuu K cTaThe 53 HacTosero denepalbHOTO 3aKOHA

Undopmaris 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 22 dekabpsa 2014 e. N 429-D3 ¢ cmamvio 54 nacmoswezo PedepanbHoco
3aKOHA 8HeceHbl usMeHeHus:, cmynarowue 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm cmamou 8 npedvloyuell pedaxKyuu
Cratbs 54. [IpaBuna onToBON TOProBiIM JIEKAPCTBEHHBIMU CPEJICTBAMU
OnToBasi TOProBis  JIEKAPCTBEHHBIMH  CPEICTBAMH  OCYIIECTBISICTCS  [IPOU3BOJIUTEIISIMU
JIEKAPCTBEHHBIX CPEJCTB M OpraHU3alMsIMHU ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEICTBAMH TI0
npaBuiIaM HaJJIeKaIIed JUCTPUOBIOTOPCKON MPAKTUKU M MPaBHIIAM HAJUICKAIICH MPAKTUKH XPaHECHUS U
NEPEeBO3KM JIEKAPCTBEHHBIX IMPENApaToB, YTBEP)KACHHBIM COOTBETCTBYIOIIMMH  yIIOJHOMOYEHHBIMU
(benepaabHbIMU OpraHaMy UCIIOJIHUTEIILHOW BIIACTH.
TAPAHT:

OO0 0COOCHHOCTSAX MPOJAXH JICKAPCTBEHHBIX MPEMmapaToB W HM3JASIUN MEIUIIMHCKOTO HA3HAYCHHS CM.
noctanosienue IIpasurenscrBa PO ot 19 sauBaps 1998 r. N 55

CwMm. KOMMCHTApHUHU K CTAThC 54 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Crartbs 55. [Topsi 10k poO3HUYHON TOPrOBIIH JIEKAPCTBEHHBIMU NIperapaTaMu

Wndhopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 1 cmamou 55 nacmosweco
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

1. Po3nuuHasi TOProBisl JIEKAPCTBEHHBIMU TpErapaTaMyd B KOJUYECTBAX, HEOOXOIUMBIX IS
BBITIOJTHEHHST BpaueOHBIX ((eNbaiepckux) Ha3HAYeHWH WM Ha3HAYeHWH CHEelHaluCcTOB B 00IacTH
BETEPUHAPUHU,  OCYIIECTBISCTCA  ANTEYHBIMM  OpPraHU3alMsIMH,  BETEPUHAPHBIMH  AlTEYHBIMHU
OpraHu3aIMsIMU, WHUBUTyaJIbHBIMU MpeANPUHUMATEIIAMH, MMEIOIIUMHU JULEH3UIO Ha
dbapmMareBTUUECKyl0 JIeATeIbHOCTh, MEIUIIMHCKUMH OpPTaHW3alusIMH, WMCIOINIMMHU JIMIICH3WI0 Ha
dbapMaleBTUYECKYIO0 JEATEIbHOCTh, M WX O000COOJCHHBIMU TMOApA3ACTICHUSIMH (aMOYIaTOPHIMH,
benpamepckuMu U HenbaIepCcKo-aKyIepcKUME MTyHKTaMu, IIeHTpaMu (OTIeIeHUSIMHI) 001Iel BpaueOHOM
(ceMeifHOl) MPaKTUKH), PACTIOIOKEHHBIMUA B CENbCKUX HACENECHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHble  OpTaHMW3allid, W  BETCPUHAPHBIMH  OpPraHU3ANMSIMH, UMEIOIMIUMH  JIUIEH3UI0  Ha
dbapMaleBTUYECKYIO JIeATENbHOCTh. PasperneHa po3HWYHAasT TOPTOBIS TOJNBKO JIEKAPCTBEHHBIMH
npernaparaMmu, 3aperucTpupoBaHHbIMU B Poccuiickoit denepanim M M3rOTOBICHHBIMH ANTECYHBIMU
OpraHu3aIMsIMU, BETEpUHAPHBIMHU anTEeYHbIMU OpraHu3aIusIMu, WHJUBU1yaJIbHBIMU
OpEeINpPUHUMATEISIMI, HMMEIOIIMMHU JIMICH3UI0 Ha (apMaleBTUYECKYI0 JeATeIbHOCTh. Po3HWYHas
TOPTOBJISl JICKAPCTBEHHBIMHU TIperapaTaMi OCYIIECTBISIETCS 10 TIpaBWiIaM HaJIeXalle amnTedHOon
MPAKTUKH, YTBEPKJIECHHBIM YIIOJTHOMOUYEHHBIM (he/iepabHbIM OPraHOM HCIIOJHUTEIBHOMN BIACTH.
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Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosops 2013 2. N 317-@3 6 uacmv 2 cmamvu 55 nacmosiweco
DedepanbHoe0 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm wacmu 6 npeovioyuiell peoaxyuu

2. Buapl anTeyHBIX OpraHM3alMi M TpaBWjia OTHYCKa JEKApCTBEHHBIX MPENapaToB IS
MEJMIIMHCKOTO TPUMEHEHUsl anTeYHbIMU OpTraHU3alMSIMH, HHIAWBUIYaTbHBIMH MpEANPUHUMATEISIMH,
UMEIOIMMHU JIMLEH3UIO Ha (hapMaleBTHUECKYIO ACATEIbHOCTD, a TAKXKE [TPAaBUIIa OTIYCKA JIEKApCTBEHHBIX
[penapaToB s MEAUIIMHCKOTO MPUMEHEHUS! MEUIIMHCKUMH OpraHU3alMsIMH, UMEIOIIUMHU JIMIEH3UI0 Ha
(apMalieBTUYECKYI0 JIEATENBHOCTh, W HMX O00OCOOJICHHBIMH MOJpa3ieieHussMU  (aMOyIaTopusMu,
denpamepckuMu U (HebaIepCcKo-aKymepcKUMH TyHKTaMu, IIeHTpaMu (OTIeIeHUsIMHI) 001Iel BpaueOHOM
(ceMeiHOI) TPaKTUKK), PACHIOJIOKEHHBIMH B CEIbCKUX HACEIEHHBIX MYyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpPraHU3alllM, YTBEP)KIAIOTCS YIOJHOMOYEHHBIM (elepaabHbIM OPraHOM HCHOIHUTEIbHOM
BJIACTH.

Wuopmarus 06 H3MEHEHHSX:

@eoepanvrvim  3axonom om 3 utons 2016 2. N 305-@3 6 uwacme 3 cmamwvu 55 nacmosiwyezo
DedepanbHoe0 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3. IIpaBuia oTmycKka HAPKOTHYECKUX CPEJICTB U IICUXOTPOITHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
Ka4yeCcTBE JICKAPCTBEHHBIX NPENapaToB, JICKAPCTBEHHBIX NPENapaToB, COJACPKAIIUX HAPKOTHYCCKUE
CpEICTBA W IICHXOTPOITHBIC BEHICCTBA, YTBEPKMAAOTCS YIOJHOMOYCHHBIM (eIepalIbHBIM OpPraHoOM
UCIIOJIHUTEIIFHOW BJIACTH 10 COIJIACOBAHUIO C (eJepaibHbIM OPraHOM HCIIOJIHUTEILHOW BIIACTH,
YIIOJTHOMOYEHHBIM B chepe BHYTPEHHUX JIEII.

4. JlexapcTBeHHbIE TIpenapaTbhl I BETEPUHAPHOTO TMPUMEHEHUS TIOJJICKAT  OTIIYCKY
BETEPUHAPHBIMUA ANTCYHBIMH OPraHU3alUsIMU, BETCPUHAPHBIMU OPTaHU3ANMUSIMH, WHIUBUIYaTbHBIMU
NpEANPUHUMATEISIMA, UMEIOIIMMU JIMIICH3HIO Ha (apMaleBTHUECKYIO JCATEIbHOCTh. [IpaBmiia oTmycka
JICKapCTBCHHBIX TMPEIapaToB JUIS BETEPHHAPHOTO TMPUMEHEHHSI YTBEPXKIAIOTCS  YIIOJTHOMOYCHHBIM
denepanbHBIM OPraHOM UCTIOTHUTETHHOM BIACTH.

Wndhopmarrus 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 25 nosops 2013 2. N 317-@3 6 uyacmv 5 cmamvu 55 Hacmosweco
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

5. IlepeueHp MEAMIMHCKMX OpraHM3alMi, HMEIOIUX JUIEH3UI0 Ha (apMaleBTUYECKYIO
NesITeNbHOCTb, W HMX  000COOJIGHHBIX  MoOJpa3jeneHuil  (amOynaTopuif,  Qenpamepckux U
(denbaIepcKko-aKylepcKux IMyHKTOB, LEHTPOB (OTAeIeHM) oOmieil BpaueOHON (CeMeWHOM) MpaKkTUKH),
pacIoIOXKEHHBIX B CEJIBCKMX HACEIECHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUHblE OpraHu3aluu, a
TaK)K€ IEpeyYeHb JIEKAPCTBEHHBIX MpEnaparoB (3a HUCKIOYEHHEM HApKOTUYECKUX JIEKAPCTBEHHBIX
IpenapaToB U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB), MPoJaka KOTOPbIX MOXKET OCYIIECTBIATHCS
YKa3aHHbIMH OpTraHMU3alMsIMH M MX 000COOJEHHBIMU MOJAPA3JEICHUsIMHU, YCTaHABIUBAIOTCS OpraHaMH
UCIIOJIHUTENIbHON BiacTu cyObekToB Poccuiickoit @enepanuu.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 25 wnosops 2013 2. N 317-@3 uacme 6 cmamvu 55 Hacmosweco
DedepanbHo20 3aKOHA U3NOANCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npeovloywetl pedaKyuu
6. AnTeuHble OpraHu3aluy, WHIUBUIYyalbHBIE NPEINPUHUMATENHM, UMEIONIME JHUIEH3UI0 Ha
(dapMalleBTUYECKYIO0  AESTEeNbHOCTh, 00s13aHbl  oOecreunBaTh  yTBEepXkAECHHbIN [IpaBuUTEnLCTBOM
Poccuiickoit @enepanun U GopMUpyeMblii B YCTAaHOBIEHHOM MM IOPsiKe MUHUMAJIBHBII acCOPTUMEHT
JIEKapCTBEHHBIX MPErnapaToB, HEOOXOAUMBIX I OKa3aHUs MEAUIIMHCKON MTOMOIIIH.

Wndopmarys 06 n3MEHEHHSAX:
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Deoepanvrvim 3akonom om 25 nosops 2013 2. N 317-@3 6 uacmv 7 cmamvu 55 nacmosiweco
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm wacmu 6 npeovioyujeri peoaxyuu

7. AnTeuHble OpraHu3alu¥, WHIUBUIYyalbHbIE NPEINPUHUMATENIM, UMEIOUIME JHUIEH3UI0 Ha
(apMaleBTUYECKYIO JIeATENbHOCTh, HAPSAAY C JIEKapCTBEHHBIMU IpenapaTaMu UMEOT IpaBo npuoOperaTh
U TpOAaBaTh MEAMLIMHCKUE W3JENus, AC3MHOUIUPYIOIUE CPEACTBA, MPEIMETHl W CPEACTBA JIMYHON
TUTUEHBbI, TIOCYLy s MEAMLMHCKUX LeJiel, MpeIMeThl U CpelCTBa, MpeAHa3HadeHHble Ul yXoja 3a
0O0JBHBIMU, HOBOPOXKJIEHHBIMU M JETbMH, HE JOCTUTLIMMH BO3pacTa TpPEX JET, OYKOBYIO ONTHUKY H
CpeACTBa yXoJa 3a Hel, MUHEpaJIbHbIE BOABI, IPOAYKTHI JIEYEOHOI 0, TETCKOI0 M JUETUYECKOro MUTaHUS,
OMOJIOTUYECKH aKTHBHBIC J00aBKH, Nap(IOMEpHbIE M KOCMETHYECKHE CpEACTBA, MEAWLUHCKUE U
CaHUTAPHO-IIPOCBETUTENbHbIE TIEYaTHbIE U3AaHUs, IPEJHAa3HaYeHHbIE IS IIpoIaraH/isl 310poBOro oopasa
YKU3HU.

Wndopmarus 06 H3MEHEHHSX:

@eoepanvrvim 3akonom om 13 uwona 2015 2. N 262-D3 6 uacms 8 cmamovu 55 nacmoswezo
DedepanvbHoeo 3aKOHA BHECEeHbl U3MeHeHus, scmynaowue 6 cuny ¢ 1 aueaps 2016 2.

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu
8. JesarenbHOCTh anTe4Hslx opraHusauuil BoopyxeHHbix Cun Poccuiickoit ®@enepanuu, Apyrux

BOICK, BOMHCKMX ()OPMUPOBAHUN M OPraHoOB, B KOTOPBIX 3aKOHOAATenbcTBOM Poccuiickoil denepanuun
IPEIYCMOTPEHO TPOXOXKICHHE BOEHHOW CHykObl WM (enepanbHO TOCYIapCTBEHHON CITyKOBI,
CBS3aHHOM C IIPAaBOOXPAHMTEIBHOW [EATEIBHOCTBIO, perylaMeHTupyercs HacrosmuMm denepanbHeiM
3aKOHOM M YTBEPXJACHHBIMU COOTBETCTBYIOUIMMH (elepalbHBIMM OpraHaMHM HCHOJHUTEIbHON BIIACTU
nojoxeHusMu. KoHTpons 3a coOdrofieHMeM YyKa3aHHBIMU alTEUHBIMU OpraHU3alMsIMU IOJ0XKEHUH
Hacrosimero denepasbHOrO0 3aKOHA OCYHIECTBISETCS COOTBETCTBYIOIIMMH (ellepalbHBIMA OpraHaMHU
VICIIOJIHUTEIJIHOM BJIACTH.

TAPAHT:

CM. koMMeHTapuu K cTaTthe 55 HacTosero denepaibHOroO 3aK0Ha

Cratbs 56. 3roToBieHue u OTITIYCK JICKapCTBCHHBLIX IIPCIIapaTOB
APAHT:

CMm. Enunesle mnpaBuna oQOpMIIEHHS JIEKAPCTB, IPHUTOTOBISEMBIX B AaNTEUHBIX YUPEXKICHUSAX
(mpeanpuATUAX) pa3IUYHBIX (GOPM COOCTBEHHOCTH, YTBEPKIACHHbIE MUHHUCTEPCTBOM 3pPaBOOXPAHEHUS
P® ot 24 nrons 1997 r.

1. MsroroBieHue JEKapCTBEHHBIX IMPENapaToB anTE€YHbBIMU OpraHU3aLUsMH, BETEPUHAPHBIMU
anNTEYHbIMM OpraHM3alUsAMHU, WHAWBUAYAJIBHBIMH MPEANPUHUMATENSIMH, HMMEIOIIUMHU JIMLEH3UIO Ha
(apMalleBTUYECKYIO JEATENbHOCTh, OCYIIECTBISIETCS IO PELENTaM Ha JIEKAPCTBEHHBIE Mpenaparsl, MO
TpeOOBaHUAM METUIMHCKUX OpraHU3allii, BeTepUHAPHBIX OpraHU3aluil B COOTBETCTBUM C IpaBUIAMU
U3TOTOBJIEHUSI U OTIYCKA JIGKAPCTBEHHBIX IPENaparoB, YTBEPKIECHHBIMU  YIOJIHOMOYEHHBIM
denepaabHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

2. Ilpu U3roTOBJIEHUH JIEKAPCTBEHHBIX MpENapaToB anTe€YHbIMU OPraHU3ALMSIMU, BETEPUHAPHBIMU
ANTEYHbIMM OpPraHU3aLUsIMU, WHAUBUAYAIbHBIMU IPEANPUHUMATENSAMH, HMMEIOIIMMHU JIMLIEH3UI0 Ha
(dapMaleBTUYECKYIO JEATEIbHOCTh, HCIHOJB3YIOTCS (apMaleBTUYECKUE CYOCTaHIIMM, BKJIIOUEHHBIE
COOTBETCTBEHHO B FOCYAAPCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO NPUMEHEHHUS U
rOCy/IapCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOTO MPUMEHEHHSI B YCTAaHOBJIEHHOM
nopsiake. He nomyckaercs WM3roTOBIEHHME alTEYHBIMH OPraHU3aLMsSMH, BETEPUHAPHBIMU alTEUYHBIMU
OpraHHu3alUsIMH, WHAUBUAYaJIbHBIMU MpepUHUMATEISIMH, UMEIOITIMHI JUICH3UIO Ha
(dapMalieBTUYECKYIO0 AEATENbHOCTb, JIEKAPCTBEHHBIX IPENapaToB, 3aperucTpUpOBaHHBIX B Poccuiickoit
denepanuu.

3. MapkupoBKka JI€KapCTBEHHBIX IIPENapaToB, W3TOTOBJIECHHBIX AaNTEUYHBIMU OpIraHU3ALMIMM,
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BCTCPUHAPHBIMU aANITCYHBIMH OpraHu3alvusaIMu, WHAUBUAYAJIbHBIMU MTPCANPUHUMATCIAMHA, HWMCIOIIUMU
JMLIEH3UI0 Ha (apMaleBTUYECKYIO JEATeNbHOCTh, U O(OpMIIEHHE TaKUX IpenapaToB JOJKHBI
COOTBCTCTBOBATL IMPpaBUJIaM, YKa3aHHbBIM B 4aCTU 1 HaCTOSIHIGfI CTaThbu.

4. AnTeuHble OpraHu3aliy, BETEPUHAPHBIC AalTEYHbIE OpPraHMU3ALUHU, WHIAUBHyaIbHbIE
npeaAnpruHuMaTeiii, UMCIOIUC JIMICH3UIO Ha q)apMaLleBTI/I‘-IeCKYIO ACATCIBHOCTh, HECYT OTBECTCTBCHHOCTD
3a HEeCOOJIIOJICHHE IPAaBMJ M3IOTOBJICHHUS M OTIyCKa JIEKAPCTBEHHBIX IpENapaToB B COOTBETCTBUU C
3aKoHoarenbCcTBOM Pocculickoit denepanuu.

'APAHT:

CwMm. KOMMCHTApPHUHU K CTAThC 56 HaCTOSIICTO d)ezlepanLHoro 3aKOHa

Crarbnn  57. 3anpemenue mnponaxu (anbcu(DUIUPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB,
HEOOPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
CpeiCTB
[Iponaxa banbcuPUIIPOBAHHBIX JIEKapCTBEHHBIX CPEICTB, HE00pOKaYECTBCHHBIX
JICKapCTBEHHBIX CPEACTB, KOHTPA(AKTHBIX JIECKAPCTBEHHBIX CPEIICTB 3aIPEIacTCs.
TAPAHT:

CM. koMMeHTapuu K cTaThe 57 HacTosuero denepabHOr0 3aKOHA

CraTbs 58. XpaHneHue ekapCTBEHHBIX CPEICTB

Undopmarris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 okmsaops 2014 2. N 313-@3 6 uacmv 1 cmamou 58 nacmoswyeco
DedepanbHo20 3aKOHA 8HECeHbl USMEHeHUs, GCIMYNalowue 8 CULY N0 UCHeYeHUU mpuoyamu OHel nocie
OHsL OpuyuanbHo20 0NYOIUKOBAHUS HA38aHH020 DPedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. XpaHeHHEe JIEKApCTBEHHBIX CPEJCTB OCYIIECTBISICTCS MPOU3BOJIUTEIISIMHA JICKAPCTBEHHBIX
CPEIICTB, OPraHU3aAIUSIMHU ONTOBOM TOPTOBJIH JIEKAPCTBEHHBIMU CPEICTBAMH, alITEYHBIMU OPTaHU3AIUSIMH,
BETEPUHAPHBIMU AINTCYHBIMH OPTaHU3ANUSIMH, WHIAWBUIYAIGHBIMH TPEAIPUHAMATEIISIMA, WMEIOITIMHI
JUIEH3UI0 Ha (apMaleBTUUECKYIO [eATeIbHOCTh WU JHUIEH3UI0 Ha MEAMIMHCKYIO JeATeIbHOCTbD,
MEJWIIMHCKIMHI ~ OPTaHMU3AIMSIMH, BETCPUHAPHBIMH OPTAaHM3ANMSIMH W HWHBIMH  OpraHHW3aIUsIMHU,
OCYIIECTBISIONUMHU OOpalieHre JEKapCTBEHHBIX CPEICTB. XpaHEHUE IJIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TPUMEHEHHS OPTaHM3AIMSIMH W WHIWBHIYaJIbHBIMHA TPEANPUHUMATEIISAMA B CIydasX,
€CJIM OHU HCTOJB3YIOTCS HUCKIIOYUTENHHO TMPHU PA3BEACHUU, BHIPAIIUBAHUU, COJCPKAHUU M JICYCHUU
YKUBOTHBIX, MOKET OCYIIIECTBIISITLCS 0€3 MOTYICHHSI TUIICH3UN Ha (papMaIieBTUIECKYIO e TEIIbHOCTD.

2. IlpaBuma XxpaHeHHs JEKAPCTBEHHBIX CPEACTB  YTBEPXKIAIOTCS  COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOJTHATEITLHOU BIIACTH.

3. XpaHeHHe HapKOTUYECKUX JIEKAPCTBEHHBIX CPENICTB, MCUXOTPOIMHBIX JIEKAPCTBEHHBIX CPEACTB,
panrodapMarieBTHYSCKUX  JICKAPCTBEHHBIX  CPEJICTB  OCYIIECTBISETCS B COOTBETCTBHH  C
3akoHoJarenscTBoM Poccniickon denepanuu.

T'APAHT:

O Mepax Mo yIydIIEHUIO yyeTa, XpaHEHHS, BHIIUCHIBAHUS U MCIOJIb30BaHUS HAPKOTHUUYECKUX CPENICTB U
MICUXOTPOIHBIX BEIIECTB cM. nprka3 Munszapasa PO ot 12 Hos0ps 1997 r. N 330

CM. koMMeHTapuu K cTaThe 58 HacTosmero denepalbHOTO 3aKOHa

Wudopmanust 06 U3MEHEHUIX:

DedepanvHuim 3akonom om 25 dexabdps 2012 2. N 262-D3 enasa 10 nacmosawezo DedepanbHo2o 3aKoHA
oononnena cmamveu 58.1, ecmynaroweri 6 cuny no ucmedeHuu cma 80CbMUOECAMU OHell nocie OHs
oguyuanvbHo2o onyoauKosanus Hazeanno2o PedepanrbHo20 3aKOHA

Crarbsa 58.1. IIpeaAMETHO-KOJIWYECTBEHHBIN YYET JIEKAPCTBEHHBIX CPEACTB I MEAULUHCKOIO
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[IPUMEHEHUs

1. TIlepedyeHp JIEKAPCTBEHHBIX CPEACTB JUII MEAMLIMHCKOIO IPUMEHEHUs, IOIJIEKANINX
PEIMETHO-KOJIMYECTBEHHOMY ~ YUeTy, YTBEpPXKJaeTCsl YIOJIHOMOYEHHBIM (elepaJbHbIM OpPraHoM
VICIIOJIHUTEIIBHOM BJIACTH.

Wndopmarius 06 n3MEHEHUX:

Deoepanvrvim 3axkonom om 3 utoaa 2016 2. N 305-@3 6 wacme 2 cmamovu 58.1 nacmosweco
DedepanbHo20 3aKOHA BHEeCeHbl USMEHEHUs]

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. Ilops/loK BKIIFOUEHHUSI JIEKAPCTBEHHBIX CPEIACTB Il MEIMLMHCKOTO IMPUMEHEHHUs B IEpEUYEHb
JIEKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOIO MPUMEHEHHUS, MOMJICKANIUX MPEIMETHO-KOINYECTBEHHOMY
yueTy, YCTAHABIIMBAETCS YIOJIHOMOUYEHHBIM (enepaJbHbIM OpPraHoOM HCIOJIHUTEIBHOW BIACTH IO
COTJIACOBaHUI0 C (eACpaTbHBIM OpPraHOM HCIIOJIHUTEIHHONW BIIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHUX JIE]I.

3. IIpenMeTHO-KOTUYECTBEHHBIN Y4eT JIEKapCTBEHHBIX CPEACTB IJIsi MEAUIIMHCKOTO MPUMEHEHUS
BEyT NPOU3BOAUTENN JIEKAPCTBEHHBIX CPEJCTB, OPraHU3alUdyd ONTOBOM TOPIOBIIM JIEKAPCTBEHHBIMU
CpelcTBamMu, anTe4YHbIe OPraHW3allM{, WHIWBHUAyAJIbHBIC MPEANPUHUMATEIN, UMEIOIINE JUIEH3UIO0 Ha
dbapMaleBTUYECKYIO JESITeNbHOCTh WM JIMIICH3UI0 HAa MEAMIMHCKYIO NIEATENbHOCTh, U MEAMUIIMHCKHE
OpraHu3aIiy, OCYIIECTBIISIONIME 00pallieHne JEKAPCTBEHHBIX CPEACTB I MEAMIIMHCKOTO MPUMEHEHUS,
MyTeM PETUCTpPAlMU JIIOOBIX CBS3aHHBIX C MX OOpalIeHHEeM OMepalui, MPU KOTOPHIX H3MEHSETCS HX
KOJIMYECTBO U (MJIM) COCTOSIHUE, B CIICIMAJIBHBIX JKypHAJIaxX ydeTa ONepalruii, CBI3aHHBIX C OOpalleHHeM
JICKAPCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO MPUMEHEHHUS (Haliee - crieluaibHbIe )KyPHAIbI).

4. TlpaBwia perucTpanuu Omnepaiui, CBA3aHHBIX C OOpalleHHEeM JIEKapCTBEHHBIX CPEICTB IS
MEIULUHCKOTO MPUMEHEHHUs, BKJIIOUYEHHBIX B IIE€PEUEHb JICKAPCTBEHHBIX CPEICTB ISl MEIULUHCKOIO
MPUMEHEHUS, MOJUICKAIUX MPEAMETHO-KOJINYECTBEHHOMY YUYEeTy, B CIEHHAIBHBIX KypHAIaX W IpaBuja
BEJICHUS U XPAHEHUS CIIEHUATbHBIX KYPHAIOB YTBEPKIAIOTCS YIIOJHOMOYEHHBIM (heepaabHbIM OPraHOM
WCTIOJTHUTEJIBHOM BJIACTH.

5. KouTtponp 3a coOmrofieHHeM MpaBWJI PETUCTPALMU OMepaluid, CBS3aHHBIX C oOpalleHueM
JIEKAPCTBEHHBIX CPEJICTB JJISI MEAUIIMHCKOTO MPUMEHEHMsI, BKIIOUEHHBIX B TMEpPEUYEHb JIEKapPCTBEHHBIX
CPEeACTB Uil MEIWLMHCKOTO TPUMEHEHMS, MOMJIeKAUMX MPEAMETHO-KOJIUYECTBEHHOMY Y4YeTy, B
CIeNUabHBIX KypHaJaX, a TAKXKe 3a COOII0JICHUEM MTPaBUJI BEJCHUS U XPAHEHUSI CTICIIHAIBHBIX )KYPHAJIOB
BO3JIaraeTcsi Ha YIOJIHOMOYEHHBIE (efepaibHble OpraHbl HCHOJHUTENBHON BIACTH H  OpPTaHbl
WCIIOJTHUTENIbHON BiacT CcyOBnekToB Poccuiickoit depepainiviu, OCYIIECTBISIONINE JTUIEH3UPOBAHUE
MPOU3BOJCTBA  JIEKAPCTBEHHBIX  CPENCTB, (apMaleBTUYECKOW JAESITeTbHOCTH UM METUIIMHCKOM
JIEATEIIbHOCTH, U OCYIIECTBIISECTCS B paMKaX JIMIIEH3UOHHOTO KOHTPOJIS.

TAPAHT:

CM. AJMMHHCTpaTHBHBIN persiaMeHT ucnonHeHuss PenepanbHON cinyx00if Mo Ham3opy B cdepe
3/IpAaBOOXPAaHEHMUs] TOCYIAPCTBEHHOM (YHKIMH 10 OCYIIECTBJIECHUIO JIUIIEH3HOHHOIO KOHTPOJIS
(apmaleBTUUECKON NeATeIbHOCTH, YTBEp)KIEHHBIM mnpukazom MunznpaBa Poccunm ot 1 ceHtsiOps
2017 r. N 5851

Cwm. kommeHTapu K ctaTthe 58.1 Hacrosmero PeaepanbHOro 3aK0Ha

I'naBa 11. YHUUYTOXKEHHE JIEKAPCTBEHHbBIX CPEACTB

Cratbs 59. OcHoBanus u NMOPAIOK YHUYTOXKCHUA JICKAPCTBCHHBIX CPEACTB

Wudopmanust 00 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 6 uacmv 1 cmamou 59 nacmosweco
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.
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Cm. mexkcm yacmu 6 npedvloyuetl pedaKyuu
1. HenoOpokauecTBeHHbIE JIEKapCTBEHHBIE CpEACTBa, (albCcU(UIUPOBAHHBIE JIEKAPCTBEHHBIC
CpEICTBA TIOJUICKAT M3IBATHIO U3 OOpalleHHuss W YHUYTOKEHUIO B [OPSJIKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit ®@enepanun. OCHOBaHUEM JUIsl YHUUTOXKEHHUS JIEKAPCTBEHHBIX CPEIICTB
SIBJISIETCSL PELICHUE BJIAJIENIblIA JIEKAPCTBEHHBIX CPEJICTB, PEIIEHNE COOTBETCTBYIOLIETO YIIOJHOMOYEHHOIO
denepanbHOro opraHa UCIOJHUTEIBHON BIACTH WM PEIlIEHUE Cya.

Wndopmarius 06 H3MEHEHUSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 2 cmamvu 59 nacmosue2o
DedepanvbHo20o 3aKOHA BHeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. KoutpadakTHble JIeKapcTBEHHbIE CPE/ICTBA MOJIEKAT UIBATUIO U3 OOPALICHUS U YHUUYTOKEHUIO
1o pemeHuto cyna. [lopsiiok yHUYTOXKEHUsT KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB yCTAHABIUBACTCS
IIpaButenscTBOM Poccuiickoit denepanuu.

3. Pacxonpl, CBsi3aHHBIE C YHHUYTOXXCHHEM KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEICTB,
HEJ0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (albCUPHUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MEILAIOTCS UX BJIAJIEIIBLEM.

4. Brnanenen JeKapCTBEHHBIX CPEJICTB JOJDKEH IMPEACTABUTh B YIIOJTHOMOUYEHHBIN (enepanbHblii
OpraH HCIIOJIHUTEJIBHOM BJIACTHM JOKYMEHT WM 3aBEPEHHYI0 B YCTAHOBJIEHHOM IIODPSJIKE €ro KOIIMIO,
MOJATBEpXKIAtoIe PaKT YHUUTOKESHHSI JIEKAPCTBEHHBIX CPECTB.

5. COOTBETCTBYIOUIMH YIMOJHOMOUYEHHBIH (eaepasbHblii  OpraH MCIIOJHUTENFHOW BIIACTH,
OPUHSBIIMKA pelieHre 00 YHUYTOXKCHHM JIEKApCTBEHHBIX CPEACTB, OCYIIECTBISET KOHTPOJIb 3a HX
YHUUYTOKEHUEM.

6. VYHUYTOXXEHHME JIEKAPCTBEHHBIX CPEACTB IPOU3BOJIUTCA OpPraHU3alUsIMHA, HMEIIIUMU
COOTBETCTBYIOILYIO JIMIEH3UIO, Ha CIELMAIBbHO 000pYyI0BaHHBIX ILIOLIAa/IKaX, MOJIUIOHAX U B CHEIUAIIBHO
000py/I0BaHHBIX MOMEUICHHIX C COOMI0eHNEM TpeOoBaHUI B 00JacTH OXpaHbl OKPYKAIOILIEH cpenbl B
COOTBETCTBUU C 3aKOHOIaTeILCTBOM Poccuiickon denepannm.

7. Hapkoruueckue JEKapCTBEHHBIE CPEACTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPEACTBA,
paauodapmaleBTUUECKUE  JIGKapCTBEHHbIE  CpPEACTBA  YHMUYTOXKAIOTCSI B COOTBETCTBUHU €
3akoHo arenscTBoM Poceniickon denepanuu.

FAPAHT:

CMm. koMMeHTapuu K cTaThe 59 HacTosero denepaibHOTr0 3aK0Ha

I'naBa 12. I'ocynapcTBeHHOe peryJiMpoOBaHue eH HA JIeKaAPCTBEHHbIE Npenaparhbl s
METUIIUHCKOT0 PUMEeHEeHUs!

Crarbs 60. ['ocynmapcTBeHHOE pETyIMPOBAHHME IIEH Ha JIEKApCTBEHHBbIE IIpemaparsl s
MEAMIIMHCKOTO TPUMEHEHHUS

l'ocynapcTBeHHOE peryiauMpoBaHuE LI€H Ha JIEKapCTBEHHBIE IpenapaThl i MEAMIIMHCKOIO
IMPUMEHEHHUS OCYIIECTBIISETCS TOCPEACTBOM:

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-®@3 nynxm 1 cmamovu 60 nacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nyHkma 6 npeovioyujeli pedakyuu
1) yrBepxkaenus [IpaButensctBoM Poccuiickoit denepanuu nepedns >KU3HEHHO HEOOXOAMMBIX H
BOXHEHMIIINX JIEKAPCTBEHHBIX IpPENapaToB, KOTOPbIM chopMHpoBaH B YCTAaHOBJIEHHOM UM IOpSJIKE Ha
OCHOBE KOMILUIEKCHOM OLICHKHU JIEKAPCTBEHHBIX IPENAapaTOB, BKIKOYAs aHAIN3 CBEICHUN O CPABHUTEIBHOU
KJIMHUYECKOH 3(()EeKTUBHOCTH U OE€30MACHOCTH JIEKAPCTBEHHOTO CPEACTBA, OLEHKY 3KOHOMUYECKHX
MOCJIEICTBUM IIPUMEHEHUS JIEKAPCTBEHHOI'O CPEACTBA W H3Y4YEHUE JIONOJHUTEIBHBIX IIOCIEICTBUN
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MMPUMCHCHUA JICKAPCTBCHHOT'O CPCACTBA,

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-®D3 6 nynkm 2 cmamovu 60 nacmosuweco
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nyHkma 6 npeovloyujeli pedakyuu

2) yTBEp)KIEHUS METOJMKHM YCTAHOBJIEHUS IIPOU3BOJIUTENISAMU JIEKAPCTBEHHBIX IIPENapaToB
NpEeAENIbHBIX OTIYCKHBIX IIEH Ha JIEKaPCTBEHHBbIE IIpenaparbl, BKIOYEHHbIE B IEPEYEHb >KU3HEHHO
HEOOXOJMMBIX W BAXHEWIIMX JIEKAPCTBEHHBIX NPENaparoB, a TaKKe BHEAPEHUS MEXaHH3MOB
dbopMupoBaHUs CUCTEMBI peEepEHTHBIX 1ICH;

3) rocynapCcTBEHHOHl  perucTpalMy yCTAHOBJIEHHBIX  IPOU3BOJUTENSMU  JIEKAPCTBEHHBIX
IIpenapaToB NpPeNeNbHbIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE Ipenaparbl, BKIOYEHHBIE B IIE€PEUCHb
KU3HEHHO HEOOXOMMbIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB;

4) BemeHUsA TOCYIApCTBEHHOTO peecTpa MpeAeNbHbIX OTHYCKHBIX II€H MPOU3BOAMUTENCH Ha
JICKapCTBEHHBIC TIIperaparbl, BKIIOUYEHHBIE B IIE€PEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKApCTBEHHBIX MPENAPATOB;

5) yTBepKIEHUS METOJIMKM YCTAHOBJEHHMS OpraHaMu MCIOJIHUTEIbHOW BIJIACTH CYOBEKTOB
Poccuiickoit denepannu npeaeabHbIX Pa3MepoOB ONTOBBIX HA0ABOK U MPEEIbHBIX Pa3MEPOB PO3ZHUYHBIX
Ha/0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM ITPOM3BOJHUTEISIMH JIEKAPCTBEHHBIX
IpernapaToB, Ha JIGKAPCTBEHHBIE IpenapaThl, BKIIOUEHHBIE B IEpPEUeHb KU3HEHHO HEOOXOAUMBIX U
BAKHEHILNX JICKAPCTBEHHBIX IIPENIApATOB;

6) yCTaHOBJICHHS ITPE/ICIbHBIX Pa3MEPOB ONTOBBIX HAJI0ABOK U MPEIEIbHBIX Pa3MEPOB POSHUUHBIX
Ha/0aBOK K (DaKTHUECKUM OTITYCKHBIM II€HaM, YCTAaHOBJICHHBIM NPOM3BOIUTENSIMHU JIEKapCTBEHHBIX
IpernapaToB, Ha JIGKAPCTBEHHBIC IpernapaThl, BKIIOUYEHHBIE B IepEUYCHb YKU3HEHHO HEOOXOJUMBIX U
BAKHEHILNX JICKAPCTBEHHBIX IIPENIApATOB;

7) yTBEp>KICHHS MOPsIKa BBIIAYM IIPEIIMCAHNI OpraHaM HCIOJHUTEIbHON BJIAcTU CYOBEKTOB
Poccuiickoit @enepanun 0 NPUBEICHUU B COOTBETCTBUE C 3aKOHOAATENbCTBOM Poccuiickoit Denepanun
pelieHni 00 YCTaHOBJIEHMM HpPEIENbHBIX pPa3MEpPOB OINTOBBIX HAJ0aBOK M MpPeNeNbHbIX pa3MepoB
PO3HUYHBIX HaA0aBOK K (DaKTMUECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTENSMU
JICKapCTBEHHBIX IIPENAapaToB, Ha JIEKAPCTBEHHBIE IIpenaparsl, BKIIOYEHHBIE B IIEPEYEHb KU3HEHHO
HEOOXOJUMBIX M BaKHEHIIMX JIEKApCTBEHHBIX IIPErnapaToB, €CIM OHU IHPUHATHI C HapyLIEHHEM
3akoHojarenberBa Poccniickon ®enepannu, B nopsake, ycraHoBiaeHHOM [IpaBurensctBom Poccuiickoin
denepannu;

8) HampaBJeHUs YHNOJHOMOYEHHBIM (hefiepalibHbIM OpPraHOM HCIIOJIHUTENIBHONW BIIACTH OpraHaMm
UCIIOJTHUTENIbHOM BnacTu cyO0bekToB Poccuiickoit @enepanuu mOpeanucaHUl O MPUBEIECHUU B
COOTBETCTBHE C  3akoHozarenbcTBOM  Poccuiickoii  ®enepanuu  NPUHATBIX € HapyLIEHUEM
3akoHofarenbcTBa Poccuiickoit @enepanun pemeHnil 00 yCTaHOBIECHUH MPENEIbHBIX Pa3MEPOB ONTOBBIX
Ha/0aBOK M TpEAETbHBIX Pa3MEpPOB PO3HUYHBIX HAJ0ABOK K II€HAM Ha JIEKapCTBEHHbIE NpenapaThl,
BKJIIOUEHHBIE B NIEPEUEHB )KU3HEHHO HEOOXOAUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 25 uronsa 2012 2. N 93-D3 nynkm 9 cmamou 60 nacmoswyeco PedepanbHozo
3aKOHA U3NOMNHCEH 8 HOBOU PeOaKyuu

Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu

9) ocymectBieHus (deaepalibHOTO TOCYJapCTBEHHOTO Haa3opa B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB M PETMOHAJIBHOIO TOCYJAPCTBEHHOIO KOHTPOJS 3a INPUMEHEHUEM LIEH Ha
JIEKapCTBEHHBIC  TIpemaparbl  COOTBETCTBEHHO  YIOJHOMOYEHHBIMH  (peepaibHBIMH  OpraHaMu
UCTIOTHUTENILHOM BIACTH W OpTraHaMd HCIOJTHHUTEIBHOW BiacTU CcyObekToB Poccwuiickoit Denepammu
COTJIACHO MX KOMIIETEHIIMH B 1I0psJike, ycTaHOBIeHHOM [IpaBurensctBom Poccniickoit denepanny;

10) npumeHeHUsT NPEAYCMOTPEHHBIX 3aKOHOJATENbCTBOM Poccuiickoir ®Denepauuu  mep
OTBETCTBEHHOCTH 3a HApyIICHHE TOpsJIKa IIEHOO0Pa30BaHUs HA )KM3HEHHO HEOOXOIMMbIC U BaKHEHUININE
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JIEKapCTBEHHBIE NTPENapaThbl.
TAPAHT:

Cwm. koMMmeHTapuu K ctatbe 60 HacTosiero deaepaibHOTO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 8 mapma 2015 2. N 34-DP3 naumenosanue cmamvu 61 Hacmosue2o
DedepanbHo20 3aKOHA U3N0ACEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexcm HaUMEHOBAHUS 8 NPeObIOYWel PeOaKyuu
Crarbs 61. ['ocymapcTBeHHAs! pErUCTpaIUs YCTAHABIMBACMBIX TIPOU3BOIUTEISIMH JICKAPCTBEHHBIX
MperapaToB MpeAebHBIX OTITYCKHBIX IICH Ha JIEKAPCTBEHHBIC MTPETapaThl, BKIFOUCHHBIC B
nepeveHb )KU3HEHHO HEOOXOIMMBIX U BKHEHIIINX JICKAPCTBEHHBIX MPEMapaToB

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 8 mapma 2015 2. N 34-D3 uacms 1 cmamou 61 nacmosuwezo PedepaibHoco
3AKOHA U3/10JHCEHA 8 HOBOU pedakyuu, ecmynarowet 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. YcranaBnuBaemble MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IPENapaToB MpeesIbHbIE OTIYCKHBIC
[ICHBI Ha JICKAPCTBEHHBIE MPENapaThl, BKIOYCHHBIC B IIEPEUCHb KU3HECHHO HEOOXOAMMBIX M Ba)KHEHIITNX
JICKApCTBCHHBIX TIPENapaToB, MOIJICKAT TOCYJAPCTBEHHOH PETUCTPAllMM B TIOPSJIKE, YCTAHOBICHHOM
[IpaBurensctBoM Poccniickoit denepanun.

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 8 mapma 2015 2. N 34-D3 uacms 2 cmamou 61 nacmosueco PedepaibHoco
3AKOHA UBI0JICEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. Ha ocHoBanuum mnojgaHHOro 10 | OKTAOpsS KaXJIOro roja 3asBICHHSI IMPOU3BOJUTENS
JIEKapCTBEHHbIX IpenapaToB, BKJIIOYEHHBIX B I€pPEUCHb IKU3HEHHO HEOOXOAMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IpPEnapaToB, 3aperuCTpUpOBaHHAs IpeleibHas OTIYCKHas IIeHa Ha JIeKapCTBEHHBIN
npenapaTt MOXXeT ObITh IepeperucTpUpoBaHa OJUH pa3 B KaJCHIAPHOM IOy B MOpsIKE, YCTAHOBIEHHOM
IIpaButenscTBOM Poccuiickoit denepannm.
TAPAHT:

CM. cmpaBKy O MpeleNbHBIX pa3Mepax OMNTOBBIX HAJ0aBOK M MpPECNIbHBIX pa3Mepax PO3HUYHBIX
HaJ0aBOK K II€HaM Ha JKM3HEHHO HEoOXOIMMble M BakKHeWIINe JiekapcTBeHHble npenaparsl (ZKHBJIID),
yCTaHOBJICHHbIE B CyObekTax PD

2.1. Yrparuna cuiy ¢ 1 uronst 2015 r.

Wndopmarys 06 M3MEHEHHSAX:

Cm. mexem wacmu 2.1 cmamou 61
2.2. Yrparuna cuny ¢ 1 urons 2015 r.

Wudopmanust 06 U3MEHEHUSX:
Cm. mexem yacmu 2.2 cmamou 61

Deoepanvrvim zakonom om 8 mapma 2015 2. N 34-D3 uacms 3 cmamou 61 nacmosuwezco PedepaibHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeodvioyweli pedaxyuu
3. Pacuer npenenbHBIX OTIYCKHBIX 1I€H, YKA3aHHBIX B yacTsaX | M 2 HacTOsIIEH CTaTbu, IIPU UX
FOCYJapCTBEHHOM PETUCTPALlMU WIH NEPEPETHCTPAlii OCYHIECTBISAETCS B COOTBETCTBHHM C METOJUKOM,
yrBep:xkaeHHou [IpasurensctBoM Pocculickoit denepani ¥ y4UTHIBAIOLIEN, B YACTHOCTHU:
1) cobmonenue GanaHca UHTEPECOB MOTPEOUTENEN JIEKAapCTBEHHBIX IPENapaToB, BKIOYEHHBIX B
nepeveHb JKU3HEHHO HEOOXOJMMBIX M Ba)XKHEHIIMX JIEKapCTBEHHBIX IPErnapaTtoB, W IMPOU3BOAUTENIEH
JIEKapCTBEHHBIX IMPENnapaToB, BKIIOYEHHBIX B IE€pPeUYEHb >KMU3HEHHO HEOOXOAMMBIX U BaKHEMIINX
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JIEKApCTBEHHBIX MPEMApaTOB;

2) (dakTHYEeCKyr OTIYCKHYIO IIEHY Ha JIEKapCTBEHHbIC mperapaThl B Poccuiickoit deneparumy,
LIEHY BBO3a JICKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepannio, a TaKKe LIEHb HA aHAJIOTMYHBIE
JIeKapCTBEHHBIE Mpenapathl, Haxosmecs B oopamienun B Poccuiickoit @enepanui;

3) 3aTpaThl NPOU3BOJUTENS JIEKAPCTBEHHOI'O IIperapara Ha IPOM3BOJACTBO U  peaIU3aLUI0
JIEKapCTBEHHOIO IIpernapara;

4) meHy Ha JICKapCTBEHHBIA TMpernapaT WHOCTPAHHOIO IIPOM3BOJCTBA, €r0 ILIEHY B CTpaHe
MPOU3BOJUTENS U B CTPaHaX, B KOTOPBIX Iperapar 3aperucTpupoBaH U (WIH) B KOTOPBIE MOCTaBISIETCA
WHOCTPAHHBIM MTPOU3BOIUTEIIEM.

TAPAHT:

CM. MeToauKy yCTaHOBIIEHUS POU3BOJAUTEISIMU JIEKAPCTBEHHBIX MPENapaToB MPEeAeIbHBIX OTIYCKHbBIX
IIEH Ha JIEKapCTBEHHbBIE MPEraparhl, BKJIOYCHHbIE B MEPEeYeHb KU3HEHHO HEOOXOAMMBIX U Ba)KHEUIINX
JIEKApCTBEHHBIX ~ IpPENapaTroB, YTBEPKIACHHYIO MpukazoM MMHHCTEpCTBA 3pABOOXPAHEHUS U
conabHOro pa3Butus PO u denepanpHoit ciryx0bI 1o Tapudam ot 3 HostOps 2010 r. N 9611/527-a

Undopmaris 06 n3MEHEHHSX:

Deoepanvrvim  3axonom om 3 utoag 2016 2. N 350-@3 6 uwacme 4 cmamvu 61 nacmosweco
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
4. He momyckaroTcsl peaju3aliys ¥ OTIYCK JIGKAPCTBEHHBIX MPENapaToB, BKIKOUCHHBIX B IIEPEUCHb
KU3HEHHO HEOOXOIUMBIX M BRXHCHUINUX JICKAPCTBEHHBIX TMPENapaToB, HA KOTOPBIC MPOU3BOIUTEISIMU
JICKApCTBCHHBIX IPEIapaToB HE 3aperuCTPUPOBAHA MpeeibHas OTIHYCKHAs I[IEHA, Peal3alus U OTITYCK
MPOU3BOUTEIISIMUA JICKAPCTBEHHBIX ~IPEMapaToB IO IICHAM, MPEBBIMIAIONUM 3aperUCTPUPOBAHHBIC
npeebHbIC OTIYCKHBIC IICHBI Ha JICKAPCTBEHHBIC TIpErapaThl.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 8 mapma 2015 2. N 34-D3 cmamusa 61 nacmosaweeo PedepanbHo2o 3aKOHA
odononnena yacmoio 5, scmynaiowell ¢ cuny ¢ 16 mapma 2015 e.

5. OcoOeHHOCTH TOCYJAapCTBEHHOTO PETYJUPOBAHUS TMPENCIbHBIX OTHYCKHBIX IIEH Ha
JICKapCTBCHHBIC TIperapaThl, BKIIOUYEHHBIC B II€pPCUCHb JKU3HCHHO HEOOXOJUMBIX W BaKHEHIIHX
JICKapCTBEHHBIX TPENapaTroB, B 3aBUCUMOCTH OT HKOHOMHYECKUX U (WJIM) COIHMAIBHBIX KPUTEPHEB
(M3MeHeHUe yCIIOBHH, TIOPSAKA U CTOUMOCTH IPOM3BOJICTBA JIGKAPCTBEHHBIX MPETApaTOB, UCIIOIH30BAHKE
HOBBIX (OpPM, METOJOB H CIIOCOOOB TOCYNapCTBEHHOIO PETYIUPOBAaHHS II€H Ha JEKapCTBEHHbIE
mperaparsl, B TOM YHCIIE Ha OCHOBE MeXaHW3Ma peepeHTHOTO IIEHOOOPa30BaHUS, H3MEHEHHI TOPSIKa
OKa3aHUs MEIUIIMHCKOM MOMOIIM, U UHbIE U3MEHEeHHsI) ycTaHaBnuBawTcs [IpaButensctBoM Poccuiickoii
denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 61 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Crarbsa 62. T'ocynapCTBEHHBIM peeCcTp NPEAENbHBIX OTIYCKHBIX II€H IPOU3BOIUTENEH Ha
JIeKapCTBEHHbIE IMpenapaTrhl, BKIIOUYEHHBbIE B MEPEUYEeHb >KU3HEHHO HEOOXOIUMBIX U
BAKHEUIINX JICKAPCTBEHHBIX ITPENapaToB
1. 3aperucTpupoBaHHBIE NIPEIEIbHBIE OTIYCKHBIE II€HBl Ha JIEKAPCTBEHHBIE IpPENapaThl,
BKJIIOUEHHBIE B I[I€peyueHb >KM3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
NOJJIEKAT BKIIFOYEHUIO B I'OCYAAPCTBEHHBIN PEECTp MPEAENIbHBIX OTIYCKHBIX II€H MPOU3BOAMTENECH Ha
JIEKapCTBEHHBIE IIpenapaThl, BKIIOUYEHHbIE B IME€pPEUEHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IIPENAapaToB.
2. 'ocyaapCTBEHHBIN peeCcTp MPEAeNIbHBIX OTIIYCKHBIX II€H MPOU3BOJAMTENICH Ha JIEKAPCTBEHHbIE
npenapaTthl, BKIIOYEHHBIE B IE€PEYCHb JKU3HEHHO HEOOXOIUMBIX M BaXXKHEWIIMX JEKapCTBEHHBIX
MIpenapaToB, COACPKUT B ceOE CIEYIONTYI0 HH(OPMAITHIO:

Wndopmarys 06 M3MEHEHHSAX:
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Ilynxkm 1 usmenen c 1 sneaps 2018 e. - @edepanvuviii 3axon om 28 oexabps 2017 2. N 425-D3

Cm. npeodvloywyro peoakyuio

1) HaMMEHOBaHME JIEPXKATEIS WIN BIIaJIeNblla PETUCTPAIIHOHHOTO YIOCTOBEPEHHSI JIEKAPCTBEHHOTO
npernapara, HAUMEHOBAaHUE MPOU3BOJUTENS JICKAPCTBEHHOTO IMIperapara, CBEACHUS O PETHCTPAIiH
Jiep KaTeNs WU BIIaJelblla PErUCTPAIMOHHOTO YJOCTOBEPEHHUS JICKAPCTBEHHOTO Iperapara, CBEICHHS O
perucTpaIyy MPOU3BOAUTENS JIEKAPCTBEHHOTO TpemapaTta s MEIUIMHCKOTO MPHUMEHEHUS B KauecTBE
HAJIOTOILIATEIIbINNKA B CTPAHE PETUCTPAMU (11 POCCUUCKUX FOPUIMYECKUX JIUIL - UICHTH()HUKAIIMOHHBIH
HoMmep Hanororarensimuka (MHH), ans wHOCTpaHHBIX IOPUIWYECKUX JUI[ - CTpaHa PETUCTpPAIUU,
HAaMMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, PErUCTPAIIMOHHBIA HOMEP, KOJI HaJIOTOIUIATEeIbIINKA B CTPaHE
perucrpanuu (MHKOPIOPAIMK) WM €r0 aHallor), MECTO HAXOXJICHUS IMPOU3BOJCTBEHHBIX IUIOMIAJIOK,
YUYaCTBYIOIIMX B IPOIECCE MPOU3BOJCTBA JICKAPCTBEHHOTO Tpernapara, ¢ yKa3aHHEM CTaJIiH Ipolecca
MIPOU3BO/ICTBA;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 nynkm 2 uacmu 2 cmamvu 62 Hacmosue2o
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHUs, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
2) HaWMMEHOBAaHWE JIEKAPCTBEHHOrO Tmpenapara (MeXIyHApOJHOE HEelNaTeHTOBAHHOE, HIIH
TPYIIUPOBOYHOE, UM XUMUYECKOE M TOPTOBOE HANMEHOBAHWS ),
3) HOMEp PEruCTPAIMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO Tperapara;

Wuopmarus 06 H3MEHEHHSX:

DedepanvHuim 3akoHom om 22 oexabps 2014 2. N 429-D3 ¢ nynkm 4 yacmu 2 cmamou 62 Hacmosue2o
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu
4) nexapcTBeHHas (opMa ¢ yKazaHHUEM JO3UPOBKH JIEKAPCTBEHHOI'O Mperapara U ero KoJIu4ecTBa
BO BTOPUYHOH (TTOTPEOUTENIBCKOI) YIIAKOBKE, a TAKKE KOMIIJIEKTHOCTB;
5) 3aperucTpupoBaHHasl MpeAeNbHas OTIYCKHAs IIeHa B PyOIIsIX;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oekadps 2014 2. N 429-D3 nynkm 6 wacmu 2 cmamou 62 Hacmosue2o
DeodepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowell ¢ cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 6 npeovioyujeii peoaxkyuu

6) mata U HOMEp MpHUKa3a YIOJTHOMOYEHHOTO (pelepallbHOTO OpraHa HMCIOJHUTEIHHON BJIACTH O
FOCYIApCTBEHHOW PETUCTPALMU, MEPEPETUCTPALMU TMPEACTbHON OTIYCKHOM II€Hbl Ha JIEKapCTBEHHBIN
mpenapar, BKJIIOYEHHBI B TepeueHb JKU3HEHHO HEOOXOMUMBIX U BAXHEHMIIUX JIEKapCTBEHHBIX
[penaparos;

Wndopmarys 06 H3MEeHEHHSAX:
DedepanvHvim 3akoHom om 22 Oexabpa 2014 2. N 429-@3 uyacms 2 cmamwvu 62 Hacmoauezo
DedepanvHo2o 3aKkOHA OONOIHEeHA NYHKMOM 7, ecmynarowum é cuny ¢ 1 uionsa 2015 e.

7) WTPUXOBOM KOJl, HAHECEHHBII Ha BTOPUYHYIO (MOTPEOUTENHCKYIO0) YIAKOBKY JIEKAPCTBEHHOIO

npenapara;
Wudopmanust 06 U3MEHEHUIX:
Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-@3 uwacme 2 cmamvu 62 nacmoswe2o
DeodepanvbHoeo 3aKkoHa 00noaHeHa nynkmom 8, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

8) KOJ JEeKapCTBEHHOTO Mpemnapara Mo aHATOMO-TepaneBTUYECKO-XMMHUECKON KIacCU(pUKALINH,
PEKOMEH1I0BaHHON BceMupHOW opranusamnueit 34paBooX paHeHusI.

3. I'ocynapcTBeHHast peructpaiusi IpeielbHbIX OTHYCKHBIX LIEH Ha JICKapCTBEHHBIE IMpenaparhl,
BKJIFOYCHHBIC B TI€PEUCHB KU3HEHHO HEOOXOIUMBIX M BaXHEHIIINX JIEKAPCTBEHHBIX MpENapaToB, BEICHNUE
rOCYJapCTBEHHOTO peecTpa TMpeAeNbHbIX OTIYCKHBIX II€H MPOU3BOJAUTENEH Ha JIEKAPCTBEHHBIE
mpenaparbl, BKJIIOYEHHBIE B TEPEUEHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHUIIUX JIEKaPCTBEHHBIX
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MIPEINapaToB, OCYLIECTBISAIOTCSA B OPSAKE, yCTaHOBIEHHOM [IpaBurensctBoM Pocculickoit @enepanuu.
TAPAHT:

CM. AQMUHHCTpATHUBHBIM periaMeHT MuHn3zapaBa Poccun mo mpeaocTaBiICHHIO TOCYIapCTBEHHOM
YCIIYTH IO TOCYAAPCTBEHHOM PEruCTpallMi IPEAEIbHbIX OTITYCKHBIX LIEH Ha JIEKapCTBEHHbIE ITpenaparsl,
BKIIFOUEHHBIC B IME€PEUCHb JKM3HEHHO HEOOXOIMMBIX M BAXHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
YTBEPKJICHHBIN TprkazoM MunucrepcTsa 3apaBooxpanenus ot 24 urons 2012 r. N 42u

CM. koMMeHTapuu K cTaTtbhe 62 HacToslero denepanbHOro 3aKoHa

Crarbsi 63. VYCTaHOBIICHME OpraHaMH WCIOJHUTEIBHONW BIACTH CyOBeKTOB Poccuiickoit
Oenepaniii  MPEACTBHBIX PAa3MEPOB ONTOBBIX HAA0ABOK U TPEACIBHBIX Pa3MEpPOB
PO3HMYHBIX HaA0aBOK K (AKTUUYECKHMM  OTIIYCKHBIM LI€HaM, YCTaHOBJIECHHBIM
MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IpPENapaToB, Ha JIEKAPCTBEHHbBIC MpENapaThl IJis
MEAMIIMHCKOTO MTPUMEHEHHUS

Undopmaris 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 13 wons 2015 e. N 241-P3 6 uwacmv 1 cmamovu 63 Hacmosuezo
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. Opranbl HCHONHUTEIBHOW BHAcTH cyObekToB Poccuiickoit ®enepanuu ycTaHABIMBAIOT
npeJiebHbIE pa3Mepbl ONTOBBIX Ha/J0aBOK U MPEENbHbIE pa3Mepbl POZHUYHBIX HAJA0aBOK K (PAKTHUECKUM
OTIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM MPOU3BOJMUTENSAMH JIEKAPCTBEHHBIX IPENapaToB, HA JIEKAPCTBEHHBIE
npenaparbl, BKJIIOUEHHBIE B IIEPEYEHb JKU3HEHHO HEOOXOJMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX
IIpenapaTroB, B COOTBETCTBUU C YTBEPKAECHHOU B nopsake, yctaHoBieHHOM lIpaButensctBoM Poccuiickoii
®denepannn, METOIMKON YCTAHOBJIEHHUS OpPraHaMH HCIOJHHUTEIBHOM BIACTH CYOBEeKTOB Poccuiickoii
Oenepanyy mpeeabHbBIX Pa3MEPOB OMTOBBIX HAJ0ABOK U MPEAENbHBIX pa3MEPOB POSHUUHBIX HAJI0ABOK K
(aKTUYECKUM OTIYCKHBIM 1I€HaM, YCTAHOBJIEHHBIM IPOU3BOJIUTENIIMU JIEKAPCTBEHHBIX IpEnaparoB, Ha
JIEKapCTBEHHBIE TpemapaThl, BKIIOUYEHHBIE B TMepeUYeHb JKU3HEHHO HEOOXOIUMBIX U BaKHEHIIHNX
JIEKapCTBEHHBIX TpernapartoB. [IpoekTbl pelieHud OpraHoB MCIOJIHUTEIBHOW BJIACTH CYOBEKTOB
Poccuiickoit ®enepaunu 00 yCTaHOBICHMM W (WIM) HM3MEHEHUHU IPENENIbHBIX Pa3MEpoOB OINTOBBIX
HaJ0aBOK U TMpeleibHBIX pPa3MEPOB PO3HUYHBIX HaA0aBOK K (PAKTHUYECKMM OTIYCKHBIM LI€HaM,
YCTAaHOBJICHHBIM TPOU3BOJUTENSIMU JICKAPCTBEHHBIX IpenapaToB, Ha JIEKAPCTBEHHbIE Npemnaparsl,
BKJIIOUEHHBIE B IIE€PEUYCHb JKU3HEHHO HEOOXOAMMBIX U BaXXHEMIIMX JIEKapCTBEHHBIX IpEnapaTos,
HOJUIeXKAT COIJIACOBAHUIO C (pefepaibHbIM OPraHOM MCIOJIHUTENBHONH BJIACTH, YHNOJHOMOUYEHHBIM
OCYIIECTBIISITH MIPAaBOBOE PETYINPOBAHUE B Cepe rocyAapCTBEHHOTO peryiupoBaHus lieH (Tapu¢oB) Ha
TOBaphl (YCIIyru), B opsijike, ycraHoBieHHOM [IpaBurensctBom Poccuiickoit denepannu.
FAPAHT:

Cwm. [lpaBuna ycTaHOBIEHHUS TPEAETbHBIX Pa3MEpPOB OINTOBBIX U MPEAETBHBIX Pa3MEpPOB PO3HUYHBIX
Hag0aBOK K (PaKTHUYECKUM OTIYCKHBIM II€HaM MPOW3BOIUTENICH Ha JIEKApCTBEHHBIC IIpemaparthl,
BKIIFOUEHHBIE B MEPEUCHb >KMU3HEHHO HEOOXOIMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX TMPENaparoB, B
cyowsektax P®D, yreepxkaennsie noctanosienrem [IpasutensctBa PO ot 29 oktsiops 2010 1. N 865
2. OpraHu3aiiy OMNTOBOW TOProBAM U (WIIM) anTeuHble OpTaHU3AINH, WHIWBUIYyaTbHBIC
MpEANPUHUMATENIA, WMEIOIINE JIUIEH3WI0 Ha (apMaleBTUUECKYl0 JeATEIbHOCTh, OCYIIECTBISIOT
peanu3anuio JIeKapCTBEHHBIX TIPENapaTroB, BKIIOYEHHBIX B TIEPEYCHb IKU3HEHHO HEOOXOTUMBIX U
BOKHEUININX JICKAPCTBEHHBIX TMpENapaToB, IO II€HAM, YypPOBEHb KOTOPBIX HE TMPEBBIIIAET CyMMY
(baKkTUYECKOW OTIYCKHOW IIEHBI, YCTAaHOBJICHHON MPOW3BOJUTENIEM JIEKAPCTBEHHBIX NpErapatoB U HE
MIPEBBIMIAIONICH 3apPETUCTPUPOBAHHON TMPEIETHbHOM OTIYCKHOM II€HBI, U pa3Mep ONTOBOW HaI0aBKH M
(unn) pazmep pO3HUYHON HaA0aBKH, HE MPEBBIMAOIINE COOTBETCTBEHHO pa3Mepa MpeAelbHON OMTOBOM
Han0aBKH U (MJIM) pa3Mepa MpeeTbHOM PO3HUYHOW Ha/l0aBKH, YCTAHOBIEHHBIX B CyObekTe Poccuiickoii
denepauuu.
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3. Oprasbl HCIIOTHUTENBHON BiacTH cyObekToB Poccuiickoit dexepanuu pasmemiaroT B CETH
"UHTepHeT" MM omyOIMKOBBIBAIOT MH(OPMAITUIO O 3aPETUCTPUPOBAHHOM MPEACIbHON OTIYCKHOM IieHe
Ha JICKapCTBEHHBIE IpernapaThl, BKIIOUCHHBIC B IEPEUCHb >KU3HEHHO HEOOXOIUMBIX M BaXKHEUIIHMX
JICKapCTBEHHBIX MpenaparoB, o0 YCTaHOBJIEHHBIX B cyOwnekre Poccuiickoit @enepauuu pazmepe
npeeTbHON ONTOBOM HAn0aBKU U (WJIHM) pa3Mepe MpeneiabHOW pPO3HUYHON HAJ0AaBKU K yCTAHOBJICHHBIM
MPOU3BOIUTENISIMUA JIEKAPCTBEHHBIX MpPEnapaToB (PaKTUYECKHUM OTIYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
npenaparthl, BKIIOYEHHBIE B IEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BAXKHEHIINX JIEKapCTBEHHBIX
npenapaToB, U 00 yka3zaHHOH B uacTu 2 Hacrosule cratbu cymme. Mubopmanus, npeaycMoTpeHHas
HACTOSALIEH 4acThlo, JOJKHA pa3MEIaThCsl TAK)KE B AlITEUHBIX OPraHU3alUaX B JOCTYIHOM JJIsl CBEJIEHUS
BCEX 3aMHTEPECOBAHHBIX JUI] OpPME U OOHOBIATHCS 110 Mepe €€ OMyOIMKOBAHUS.

4. IlpunsaThle C HapylleHUEM 3aKoHojaTesnbcTBa Poccuiickoi Penepanu pelleHHs OpPraHoOB
UCIIOJTHUTENIbHOM BiacTu cyObekTa Poccuiickoit @enepanuu 00 yCTaHOBJICHHH TMPEACIbHBIX Pa3MEepOB
OTITOBBIX HAJ0ABOK U MPEJEIbHBIX Pa3MEPOB PO3HUUYHBIX HA/I0ABOK K 3apETUCTPUPOBAHHBIM IPEACIHHBIM
OTITYCKHBIM II€HaM Ha JIEKapCTBEHHBIE MpenapaThl, BKIOUYEHHbIE B IIEPEeUCHb )KU3HEHHO HEOOXOAUMBIX U
BaXHEHILINX JIEKAPCTBEHHBIX NPENAPATOB, MOAJIEKAT OTMEHE B CY1€0HOM IMOPSIJIKE.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 63 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Wuopmarus 06 H3MEHEHHSX:

@eoepanvuvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 naumenosanue 2nasvl 13 nacmosiwyezo
DedepanbHoeo 3aKOHA BHECeHbl UsMeHeHus1, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mekcm HAUMEHOBAaHUs 8 npedbloyuleli peoaKyuu

I'naBa 13. MoHUTOPUHT 3()(P)eKTUBHOCTU U 0€30MIACHOCTH JIEKAPCTBEHHBIX NPenapaTos,
HaxoAsimuxcsi B oopamenun B Poccuiickoin @enepaunu

Wndhopmarust 06 n3MEHEHUSX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 64 nacmosweco PedepaibHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 urona 2015 e.

Cm. mexkcm cmamou 8 npeodvloyuell pedaxKyuu

Crarbsa 64. apmakoHaa30p

1. JlekapcTBeHHBIEC TpemapaThl, HaXo sIMecs: B oOpamieHnu B Poccuiickoit deaepannn, moaiexar
MOHHUTOPUHTY J((EKTHBHOCTH U OE30MACHOCTH B IIENAX BBISBICHUS BO3MOXKHBIX HETATHBHBIX
NOCNEACTBUM UX NPUMEHEHUS, WHIUBUAYAIbHONW HENEPEHOCUMOCTH, MPEAYNPEKACHUS MEIUIIMHCKUX
pabOTHUKOB, BETEPUHAPHBIX CIEIUAINCTOB, MAI[UEHTOB WM BIAACNbIEB >KUBOTHBIX W HUX 3aIUTHl OT
IPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX MTPENapaToB.

2. ®apMakoOHaI30p OCYIIECTBIIAETCS COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (heaepanbHbIM
OpraHOM HCIOJIHUTENIbHOM BJIACTH B YCTAHOBJIEHHOM UM MOpSAJKE IMyTeM aHaliu3a IPeIoCTaBIiseMOM
cyObeKTaMu 0OpalleHUs JeKapCTBEHHBIX CPEJICTB MHPOPMALIUU O MOOOYHBIX AEUCTBUSX, HEXKeEIaTeIbHBIX
peaKkUusax, CEphe3HbIX HEXKENATENbHbIX PEaKUUsAX, HENPEABUACHHBIX HEXeNaTeNbHbIX peakuusx Mpu
NPUMEHEHUN JICKApCTBEHHBIX IpernaparoB, 00 WHAMBUIYAIbHOM HENEPEeHOCUMOCTH, OTCYTCTBUHU
3 PEeKTUBHOCTH JIEKAPCTBEHHBIX TIpPENapaTroB, a Takke 00 WHBIX (QakTax U O0OCTOSTENbCTBAX,
NPEACTABISIOMNX YIPO3y JKM3HU WM 370POBBIO 4YeJOBEeKa JHMOO KUBOTHOTO TNpPU NPUMEHEHUHU
JIEKapCTBEHHBIX MpPENapaToB M BBISBIECHHBIX Ha BCEX 3Tamax oOpallleHHUs JeKapCTBEHHBIX MpPEnapaTroB B
Poccuiickoit denepanuu U Ipyrux rocyaapcrBax.

3. CyOBeKThl oOpalleHus JIEKapCTBEHHBIX CPEJCTB B MOPSAJIKE, YCTAHOBICHHOM YIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENBLHON BIIACTH, 0053aHbI COOOIIATh B YIOJTHOMOUYEHHBIH (eepaabHbIit
OpraH HCIIOJIHUTENBHON BJIACTH O TOOOYHBIX JIEHCTBUSAX, HEXKENATENbHBIX PEAKIUAX, CEePbE3HbIX
HEXENATeNbHbIX  PEeaKlMsAX, HENPEeABUACHHBIX HEXKENATeNbHBIX  pEaKIUsAX MpU  [PUMEHEHUU
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JIEKapCTBEHHBIX MpPENnapaToB, 00 HHIWBUAYAJIbHOW HEMEPEHOCUMOCTH, OTCYTCTBUHM 3()()EKTHBHOCTH
JIEKapCTBEHHBIX IPENapaToB, a Takke 00 MHBIX (aKkTax U OOCTOATEIbCTBAX, MPEJICTABISAIOLUIMX YIPO3Y
KHU3HU WM 30POBBIO YEJIOBEKAa JIMOO YXMBOTHOTO TNPH NPUMEHEHUH JIEKapCTBEHHBIX NpenapaToB U
BBISBJICHHBIX Ha BCEX JTalax oOpalleHus JeKapCcTBEHHbIX mpenapatoB B Poccuiickoii denepauuu u
JpYTUX TOCyIapCTBax.

4. JlepxaTesd WIM BIIAAEIbIbl PErHCTPALMOHHBIX YAOCTOBEPEHUH JIEKapCTBEHHBIX IMPENaparos,
IOPUAMYECKUE JINLA, HA UMsI KOTOPBIX BbIJaHbl pa3pelIeHUs Ha MIPOBEJICHUE KIIMHUYECKUX UCCIIEOBAaHUN
B Poccuiickoii ®enepauuu, 1nbO YINOJIHOMOYEHHBIE UMM Jpyrue IOPUIMYECKHE JIHMLIA B PaMKax
oOecrieyeHns 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENApaTOB B MOPSIKE, YCTAHOBIEHHOM COOTBETCTBYIOLIMM
YIIOJIHOMOYEHHBIM (peiepalbHbIM OpPraHOM HCIOJIHUTENBHOM BIAcTH, 00s3aHbl OCYLIECTBIATH MPHUEM,
ydeT, 00paboTKy, aHalu3 W XpaHEHHWE INOCTYNAIOIIMX B HUX aJpec OT CYObEKTOB OOpalieHus
JIEKapCTBEHHBIX CPEJICTB U OPraHOB TIOCYJAapCTBEHHOW BJACTH COOOIIEHUH O NOOOYHBIX AEHCTBMSIX,
HE)KEJIATEJIbHbIX PEAKIUAX, CEPbE3HBIX HEXKENIATENbHbIX U HEMPEABUIACHHBIX HEXKEJATEIbHBIX PEAKIUAX
OpU MPUMEHEHUM JICKapCTBEHHBIX IpenapaTroB, 00 OCOOEHHOCTAX MX B3aUMOJEHCTBHUS C JIPYTHMMHU
JICKapCTBEHHBIMH TIpETapaTaMy, WHAWBHIYAIbHOM HEMEPEHOCHMOCTH, a TakXke 00 HHBIX (aKTax H
00CTOATENLCTBAX, MPEACTABISIONIMX YIPO3y KM3HM WM 3I0pPOBbIO YEJIOBEKAa JIMOO >KUBOTHOTO WIIU
BIMSIOUIMX Ha HW3MEHEHHUE OTHOLIEHUS OXHJaeMOM IOJIb3bl K BO3MOXHOMY PHCKY IPUMEHEHUS
JIeKapCTBEHHBIX IpenapaToB.

5. Ilpu BbIsiBIECHMM UH(POPMALMU O CEPbE3HBIX HEXKENATEJIbHbIX PEaKLUUAX U HENPEABHIECHHBIX
HEXKENNATeNIbHBIX PpeakUUsX IMpd I[PUMEHEHHM JIEKAPCTBEHHBIX IpernaparoB, 00 OCOOEHHOCTIX HX
B3aMMOJEHCTBUS C JPYIMMM JIEKQPCTBEHHBIMM IIperaparaMy, WHIUBUIYalbHOW HENEPEHOCHMOCTH, a
Takxke 00 MHBIX (pakTax U 00CTOATENbCTBAX, BIUSAIOIIMX HA U3MEHEHUE OTHOLICHUS 0’KUAAEMOMN 0JIb3bI K
BO3MOXKHOMY pPHUCKY TIPUMEHEHHUS JIEKAPCTBEHHBIX IIpeNapaToB, JAEp)KAaTe€Id WM  BIIAJAEIbIb
PETUCTPallMOHHBIX YJOCTOBEPEHMH JIEKAPCTBEHHBIX IPENapaTroB, IOPUANYECKUE JIMLA, HA UM KOTOPBIX
BBIJIaHBI pa3pelieHus] Ha NpOBeIeHHE KIMHUYECKUX wuccienoBanuii B Poccuiickoit denepanmu, 1m60
YIIOJIHOMOYEHHBIE HMH JpYyrue IOpUIUYECKUEe JHLa 00sd3aHbl NPUHATH MEphl, HAIpPaBICHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  IOCJIEICTBUM  INPUMEHEHHUS  TaKUX  JIEKAPCTBEHHBIX  IPENaparos,
npeaynpexieHue IpUYMHEHUs Bpeaa *KU3HU WM 37J0pOBbIO YelOoBeKa JMOO0 >KMBOTHOTO, 3aIUTy UX OT
NPUMEHEHHUS TaKuX JIEKapCTBEHHBIX MPENapaToB, HA JIOMOJHUTENbHBIN cOOp NaHHBIX 00 3(PEKTUBHOCTH
1 0€30MacCHOCTH TaKMX JIEKAPCTBEHHBIX MPETapaToB.

6. 3a HeCcOOOIIEHNE WU COKPBITHE MHPOPMALIUH, TTPEAYCMOTPEHHOM YacThiO 3 HACTOSIICH CTaThH,
JEpKaTeId WM  BJIAQJENBLBI  PErMCTPAllMOHHBIX  YIOCTOBEPEHHMH  JIEKAPCTBEHHBIX IPENaparos,
IOpUAMYECKUE JINIA, HA UMsI KOTOPBIX BBIJAaHBl pa3pelIeHNs Ha MPOBE/IEHUE KIIMHUYECKUX MCCIIEJOBaHUM
B Poccuiickoii ®enepanuu, 50O YIOJIHOMOYEHHbIE HMMH JIpyTHe IOpUAMYECKHE JUIa, a Takke
JOJKHOCTHBIE JIMIA, KOTOPBIM 3Ta HMHGpOpMalus CTaja H3BECTHa MO POy HX MNpodeccHOHAIbHON
JESATEIBHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH € 3aKOHOAATENBCTBOM Poccuiickoi Penepanuu.

7. Ilpu nony4eHnr ynoJHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTENBHON BJIACTH B paMKax
OCYILECTBIICHUsI UM (papMaKOHaJ30pa JI0Ka3aTeIbCTB O HECOOTBETCTBUM JIEKApPCTBEHHOTO IIperapara
YCTaHOBJICHHBIM TpPEOOBAaHUSM WM TpPU TOJYy4YEHHH HHPOpPMAIMM O HECOOTBETCTBUM JaHHBIX 00
3¢ (PEeKTUBHOCTH U O OE30MaCHOCTH JIEKaPCTBEHHOIO MpernapaTa JaHHbIM O JISKapCTBEHHOM IIpernapare,
CoJIepKallMCsl B MHCTPYKIMH 10 €ro IPUMEHEHHUIO (B TOM YHUCIIE BBISBIEHHBIX B XOJ€ OCYLIECTBICHUS
(dapmakoHa 30pa KOHTPOJIBHO-HAA30PHBIMU OpraHaMH HHOCTPAHHBIX TOCYAApPCTB), YMOJHOMOYEHHBIH
denepanbHbI OpraH UCHOJHUTENIBHOM BJIACTU B YCTAHOBJIEHHOM UM TOPSJIKE pacCMaTPUBAET BOIPOC O
IIPUOCTAaHOBJIEHUHU NIPUMEHEHUS TAKOTO JIEKAPCTBEHHOI'O IIpernapara.

TAPAHT:

CMm. Meroanueckue pekoMeHmanuu  "OpraHuzamuss CIy>KObl MOHHUTOPUHTA  OE€30MacCHOCTH
JIEKapCTBEHHBIX CPEACTB ((apMakoHaa30pa) B KOMIAHUSAX MPOM3BOAMTENSX JIEKAPCTBEHHBIX CPENICTB
WIN JAepXKaTelsiX pPETrUCTPAlMOHHBIX YIOCTOBEpPEHMI", yTBepxkaeHHble Poc3apaBHam3opoM oT 25
okTs10ps 2008 T.
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Cwm. koMMeHTapuu K ctatbe 64 HacTosinero denepanbHOroO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 65 nacmosueco DPedepanbHoco
3AKOHA U3I0JICEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 urons 2015 e.

Cm. mexcm cmambvu 8 npeovloywel peoakyuu

Cratss 65. [IprocTaHOBIEHIE TPUMEHEHHS JIEKaPCTBEHHOTO TIperapara

1. Ilpu monyyeHn#n MHGOPMALUU O HEXKENATEIbHBIX PEAKLUAX MPU IPUMEHEHUH JICKapCTBEHHOTO
npenapara, HE YKa3aHHbIX B HMHCTPYKIMH IO INPUMEHEHHUIO JIEKapCTBEHHOTO IIperapaTta, Cepbe3HBIX
HEXKENNATENbHBIX PEaKIHAX, 00 OCOOEHHOCTSX €ro B3aMMOJCHCTBHS C JAPYTUMH JIEKapCTBEHHBIMHU
npernaparamMi, KOTOpble MOTYT HPEACTABIATh YIPO3Y )KU3HU WM 3[JOPOBBIO YEIOBEKa JIMOO )KUBOTHOTO, &
TaKXKe O HECOOTBETCTBUHU IAaHHBIX 00 3((eKkTHBHOCTH M O OE30MACHOCTH JIEKAPCTBEHHOTO Iperapara
JIAHHBIM O JIEKapCTBEHHOM ITIperiapaTe, CoJAep KaluMcsi B MHCTPYKIMH 110 €r0 PUMEHEHHUIO, B TOM YHUCIIe
OT YIOJIHOMOYEHHBIX OPTaHOB HMHOCTPAHHBIX TOCYIapCTB, OOMEH KOTOPOW OCYIIECTBIISETCS B
COOTBETCTBUH C COTJIANICHMSIMH MEXKAY YIMOJHOMOYEHHBIM (eaepaqbHbIM OpPraHOM HCHOJTHUTEIBHOM
BJIACTH M YNOJHOMOYCHHBIMH OpraHaMH WHOCTPAaHHBIX TOCYAApCTB, YIOJHOMOYEHHBIN (heaeparbHbIid
OpraH HCIIOJHUTEIHFHON BIIACTH PACCMATPUBAECT BOIPOC O BO3MOKHOCTH IPHOCTAHOBJIICHUSI OOpaICHUS
TAKOTO JIEKAPCTBEHHOTO IIperapara B TIOpPsIKe, YCTAaHOBIECHHOM YIIOJHOMOYEHHBIM (herepanbHbIM
OpPraHOM HCTIOJTHUTEIIHOW BIACTH.

2. Ilpy HeWCHONHEHMHM WM HEHAQJIC)KAIIeM WCIOMHEHUH JEpKaTelsiMA WM  BIafebliaMu
PETUCTPAIIOHHBIX YJOCTOBEPEHUH JIEKAPCTBEHHBIX IPEMapaToB, IOPUAMYECKUMH JUIIAMHA, HA WM
KOTOPBIX BBIIAHBI pa3pelIeHus] Ha MPOBEACHUE KIMHUYECKUX uccienoBanuii B Poccuiickoit @enepanuu,
WIN YTIOJTHOMOYEHHBIMHA UMHU IPYTUMH IOPHINYECKUMU JIUIIAMU OOS3aHHOCTEH, YCTAHOBICHHBIX YaCTSIMU
3 u 4 crareu 64 Hacrosmero PeneparbHOrO 3aKOHA, THOO0 B CITy4asX MPEICTABICHUS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (e/IepaIbHBIM OPTaHOM HMCIIOJHUTEIBHOW BIIACTH 3aKIIOYEHUS O HEAOCTOBEPHOCTH
pe3yIbTaTOB KIMHUYECKOT'O MCCIEOBAHNUS JIEKAPCTBEHHOIO Mpenapara A MEAUIIMHCKOTO IPUMEHEHHUS,
KOTOpPO€ OCHOBAaHO Ha pe3yJbTaTax IMPOBEPKH MEIUIIMHCKON OpraHHW3alyH, MPOBOAMBIIECH yKa3zaHHOE
KJIMHUYECKOE MCCIIEeIOBAHNE C HapyILIEHUEM IPaBUJI HaJuIeXkallel KIMHUYECKOW MPaKTUKU, U MPUBEIO K
MOJYYCHUIO HEIOCTOBEPHBIX PE3yJbTAaTOB, JTMOO B Cilydae HEBBITOJHEHHS IPENNUCAHUS, BBIIAHHOTO
YIOJIHOMOYEHHBIM  (heZlepalibHbIM OpraHOM  HCIIOJIHUTENbHONM BJIACTH 1O HWTOTaM OCYIIECTBIIECHUS
BBIOOPOYHOTO KOHTPOJSI KayecTBa JIKAPCTBEHHOTO Tperapara, YIOJTHOMOYECHHBIH (efepanbHbId OpraH
UCTIOJIHUTENIBHOW BJIACTH B YCTAHOBJIEHHOM MM TIOpPSIJIKE PAacCMaTpUBAeT BOIPOC O MPUOCTAHOBICHUU
PUMEHEHHS TAKOTO JIEKAPCTBEHHOTO Tperapara.

TAPAHT:

O TmpenocTaBICHHM TEPPUTOPUATBHBIMEA  YTpaBieHUsMU Poc3npaBHaz3opa UWHPOpPMAUU O
HEI0OPOKAYECTBEHHBIX U (habCU(UITMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTBAaX CM. Tpuka3 denepaabHON
CIIyX0bl TIO HAA30py B cepe 3apaBOOXpaHEHHS M COLMAIbHOro pa3Butus ot 8 despans 2006 r.
N 255-I1p/06

Wudopmanust 06 U3MEHEHUSX:

Cmamus 65 Oononnena yacmoio 3 ¢ 15 uona 2018 e. - Dedepanvrviii 3axon om 4 uonsn 2018 2. N
140-D3
3. YnonHOMOYEHHBIN (enepalbHblii OpraH HCIOJIHUTEIbHOW BIACTH NPHU NPEJCTABICHUU €My
CBE/IEHUI1 0 HECOOTBETCTBUU MTPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM TPaBIII HAAJEXKAIIeH
MPOU3BOJCTBEHHOW MPAaKTUKU M (WIKM) O HApyIIEHWU JUIEH3UOHHBIX TpPeOOBAaHMM, KOTOpbIE ObUIH
BBISIBJIEHBI B XOJE IPOBEIEHUS WHCIEKTUPOBAHUS IPOU3ZBOIUTEINS JIEKAPCTBEHHBIX CPEICTB WM
OCYIIIECTBIICHUS JIMIIEH3MOHHOIO KOHTPOJIA B cpepe MPOMU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIU
WIM MOTYT IPHUBECTH K IPOM3BOJCTBY JIEKAPCTBEHHBIX IPENapaTroB s MEIULUHCKOIO NPUMEHEHUS,
MPUYMHUBILINX WU CIIOCOOHBIX MPUUYMHUTH BpeJ )KM3HU WM 3[J0POBBIO TPaKIaH, pacCMaTpUBAET BOIPOC
O IPHUOCTAHOBJIEHUU IPUMEHEHMsI JIEKAPCTBEHHBIX IPENaparoB s MEIULIUHCKOrO IPUMEHEHUs B
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YCTAHOBJIEHHOM UM IIOPs/IKE B CIECAYIOLUX CIydasiX:

1) coctaB u (WiIM) TEXHOJIOTHSA IPOU3BOJCTBA JIEKAPCTBEHHOIO IMpernapara Ajas MeIULHUHCKOIro
IPUMEHEHUS (C ONMCAHHWEM CTaJui NPOU3BOJCTBA) OTIUYAIOTCS OT 3aSBICHHBIX B PErMCTPALUOHHOM
JIOCBE;

2) neKapCTBEHHBIN Mpenapar JUisi MEAULMHCKOrO IPUMEHEHUS IPOU3BEAECH Ha IPOU3BOJCTBEHHON
IJIOLIAJIKE, HE YKA3aHHOW B PErMCTPALIMOHHOM JI0ChE;

3) y npou3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBHI, MOATBEPKAAIOIINE
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOI'O Ipenapara il MEAUIMHCKOrO IMPUMEHEHHUs, BBOJIHMMOIO B
TpaXXIaHCKUI 000pOT, TpeOOBAHMIM, YCTAHOBJICHHBIM IIPU €0 TOCYIapCTBEHHON PEruCTpalluy;

4) TpOW3BOIUTENIEM JIEKAPCTBEHHBIX CPEICTB B COIVIACOBAaHHBIH C  COOTBETCTBYIOIINM
YIIOJIHOMOYEHHBIM (eiepaJbHBIM OPraHOM HCIOJHUTEIBHON BJIACTH CPOK HE YCTPAHEHBI HAPYIICHUS
TpeOOBaHUI IMpaBWl HaJUIekKaIIeW MPOU3BOACTBEHHON NPAKTHUKU U (WJIM) JTUIEH3UOHHBIX TPEeOOBAHUI,
KOTOpble OBUIM BBISBJICHBI B XOJ€ IPOBEICHHUS HHCIEKTUPOBAHUS MPOM3BOJUTENS JIEKAPCTBEHHBIX
CPEJICTB WM OCYILECTBICHHS JTUIICH3UOHHOTO KOHTPOJS B cpepe MpOU3BOICTBA JIEKAPCTBEHHBIX CPEICTB
U TPUBEIM WIM MOTYT IPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IPENapaTroB s MEIULUHCKOTO
MPUMEHEHUS, IPUYUHUBIINX WIA CIOCOOHBIX MPUYUHUTE BPEJl KU3HU WM 3J0POBBIO IPaXk/IaH.

Undopmaris 06 n3MEHEHUAX:

Cmamus 65 Ooononnena yacmoio 4 ¢ 15 uona 2018 e. - Dedepanvrviii 3axon om 4 uonsa 2018 2. N
140-D3

4. YnonHoMOYeHHBIH (enepanbHblii OpraH HCHOJIHUTENBHOM BJIACTH NpPU HAJIMYUM y HETro
CBEJICHUI 0 HECOOTBETCTBUU MPOU3BOAUTES JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IIpaBUJI HaAJIeKaIel
IPOM3BOJCTBEHHON NPAaKTUKU W (WIM) O HApyLIEHUM JIMIEH3UMOHHBIX TpeOOBaHUH, KOTOpbIE ObLIN
BBISIBJIEHBI B XOJ€ IPOBEIEHUS WHCIEKTUPOBAHUS IPOU3ZBOIUTENS JIEKAPCTBEHHBIX CPEJICTB WM
OCYILECTBIJICHHSI JIMLIEH3MOHHOTO KOHTPOJS B cepe MPOU3BOJICTBA JEKAPCTBEHHBIX CPEJICTB U NPHUBEIU
WIM MOTYT NPUBECTU K IPOU3BOJCTBY JIEKAPCTBEHHBIX IPENapaToB Uil BETEPUHAPHOIO MPUMEHEHUS,
OPUYMHUBIIMX WM CIIOCOOHBIX NMPUYMHHUTH BpEA JKU3HU WIM 3/0POBBIO0 KMUBOTHBIX, PAacCMaTpPHUBAET
BOIPOC O MPUOCTAHOBJICHUH peaU3aliy U MPUMEHEHHS JIeKapCTBEHHBIX MTPENapaToB JJIsl BETEPUHAPHOTO
IIPUMEHEHHUS B YCTAHOBJICHHOM UM IMOPSIKE B CIEAYIOLUX CIydasiX:

1) coctaB M (WiIM) TEXHOJIOTHUS MPOU3BOJACTBA JIEKAPCTBEHHOrO IpernapaTa JJis BETEpUHAPHOIO
OpUMEHEeHHs (C ONMHCAHHWEM CTaJAul MPOU3BOJCTBA) OTIMYAIOTCA OT 3aSABICHHBIX B PETUCTPALIOHHOM
JI0ChE;

2) nexapCTBEHHBIN Mpenapar Juis BETEpUHAPHOT0 MPUMEHEHUS POU3BE/IEH Ha MPOU3BOJICTBEHHON
IUIONIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOChHE;

3) y mpou3BOAUTENs JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, HOJATBEp:KJAroIIne
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O Ipernapara Jjsi BETEPUHAPHOTO MPUMEHEHMs, BBOJAWMOIO B
rpaXkJJaHCKUI 000poT, TpeOOBaHHM, YCTAHOBJIEHHBIM IIPU €r0 roCy1apCTBEHHON pEerucTpaluy;

4) TpoOW3BOJIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COIVIACOBAaHHBIH C  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM MCIIOJHUTEIBHON BJIACTU CPOK HE YCTPAHEHbI HapyIIECHUS
TpeOOBaHUI IpaBWl HaJUIeKalled MPOU3BOACTBEHHON MPAKTHUKU W (WIM) JULEH3MOHHBIX TPeOOBaHUM,
KOTOpble ObUIM BBISBICHBI B XOJ€ IPOBEICHHUS HHCIEKTUPOBAHUS MPOMU3BOIUTENS JIEKApCTBEHHBIX
CPEJICTB WJIM OCYILECTBICHHS JTUIIEH3UOHHOTO KOHTPOJIS B chepe MpOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB
U TpPUBEIM WM MOTYT NPHUBECTH K IPOU3BOJICTBY JIGKAPCTBEHHBIX MpPENapaToB JJs BETEPUHAPHOIO
NPUMEHEHHS, TIPUINHUBIINAX WA CIOCOOHBIX MPHYUHHUTD BPEIl )KU3HU WU 3I0POBBIO )KHUBOTHBIX.

TAPAHT:

CM. koMMEHTapuu K cTaThe 65 HacTosmero denepalbHOTO 3aKOHA

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 dexabps 2014 2. N 429-d3 ¢ cmamvio 66 nacmosuwezo DedepanvHozo
3aKOHA 8HeCceHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urona 2015 a.
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Cm. mexkcm cmamou 8 npeodvioyujell peoaxKyuu
Cratbs 66. ludopmarus o pesyiabTaTax GpapMakoHaa3opa
YonHOMOYEHHBIH  ()eiepalIbHBIl  OpraH  HCIOJHUTEIBHOW  BJIACTH,  OCYIIECTBIISIFOIIHIA
dapmakoHag3op, Haxonsdmmxcs B oOpamenun B Poccuiickoit ®Depepanuu, Mo pe3yiabTaTam
dapmakoHag30pa pasMemaeT Ha cBoeM odummansHOM caiite B cetu "MHTepHer" wuHMOpManuio o
INPUHATBIX PELICHUSAX O BHECEHWH HU3MEHEHMS B HHCTPYKLUUIO I10 IMPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara, 0 IPUOCTAHOBICHUHM MPUMEHEHUS JICKQpCTBEHHOTO Tpernapara, 00 M3bITUU U3 OOpaIlcHHS
JIEKapCTBEHHOT'0 Iperapara Wik 0 BO300HOBJICHUN TPUMEHEHUS JIEKapCTBEHHOTO Mpernapara.
TAPAHT:

CM. KOMMEHTapuu K cTaTbe 66 HacTosero denepabHOrO 3aKOHA

Wndopmarius 06 H3MEHEHUX:
Haumenosanue uzmeneno c 1 sneaps 2018 e. - @edepanvrviii 3axon om 28 oexabps 2017 2. N 425-D3
CMm. npedbloywyro peoakyuio

I'naBa 14. Undopmanus o JiekapcTBeHHBIX npenaparax. CucreMa MOHUTOPUHIA IBHKEHUSA
JIEKAPCTBEHHBIX NMPeNnapaTos VISl MeJULMHCKOI0 IPUMeHEeHHUs!

Undopmarus 06 n3MEHEHUAX:
Haumenosanue uzmeneno c 1 sneaps 2018 e. - @edepanvrviii 3axon om 28 oexabps 2017 2. N 425-D3

CMm. npedbloywyro peoakyuio
Crarbsn 67. MHdopmanusi 0 JeKapcTBEHHBIX npenapaTax. CucTeMa MOHHTOPWHIA IBU)KCHUS
JIEKapCTBEHHBIX NIPENApaTOB ISl MEAULUHCKOIO IPUMEHEHUS

1. ndopmanus o JieKapCTBEHHBIX Ipenaparax, OTIHYCKaeMbIX IO DPELENTy Ha JIEKapCTBEHHBIH
npenapar, AOJDKHA COJEP/KaThCsA TOJNBKO B CHEUAIM3UPOBAHHBIX H3JAHMAX, NPEAHA3HAUYEHHBIX IS
MEIMIMHCKUX, (apMaleBTUYECKUX, BETEPUHAPHBIX paOOTHUKOB. MHopmaius o JeKapCTBEHHBIX
npernapartax s CHeIMaIMCTOB B 00JIACTH OOpAaIeHMs JIEKAPCTBEHHBIX CPEJICTB MOXKET COJIEpXKaThbcs B
MOHOrpausax, CIpaBOUYHMKAX, HAY4YHBIX CTaThsX, B [JOKJIaJaX Ha KOHIpeccaX, KOH(pEepeHIUsIX,
CHUMIIO3MyMax, HayYHBIX COBETAX, a TAK)KE B MHCTPYKLUAX 110 IPUMEHEHUIO JIEKapCTBEHHBIX IIPENapaToB.

2. Undopmanus o JekapCcTBEHHBIX IpenapaTax, OTIYCKaeMbIX Oe3 pelenTta Ha JIEKapCTBEHHBIN
npernapar, MOXeT COJAEp)KaTbCsl B MyONMKALMAX U OOBSBIEHUSAX CPEJICTB MaccoBOW HH(pOpMAaIHH,
CHEIUAIM3UPOBAHHBIX U OOIIMX MEYAaTHBIX HM3JAHMSIX, UHCTPYKLUHUAX IO NMPUMEHEHHIO JIEKapCTBEHHBIX
IpenapaToB, MHBIX U3AAHUAX CYOBEKTOB OOpallleHus JIEKapCTBEHHBIX CPEACTB. PexiaMHble MaTepuaisl O
JIEKapCTBEHHOM IIpenapare, OTIyCcKaeMOM 0e3 pelenta Ha JIeKapCTBEHHBINM Ipemnapar, JOJIKHbI
COOTBETCTBOBATh MHCTPYKIUU 110 IPUMEHEHHUIO JIEKAPCTBEHHOIO IIperapara.

3. JlomyckaeTcsi HCIIOJIb30BAaHHME JIOOBIX MaTepHalbHBIX HOCHUTENEH, MO3BOJIAIOIIMX XPaHUTb,
nepeaaBaTh M UCHOJIb30BaTh HHPOPMALIMIO O JEKapCTBEHHBIX MpenapaTax 0e3 ee HCKaXeHHU .

Wudopmanust 00 U3MEHEHUIX:

Cmamus 67 oonoanena uacmoto 4 ¢ 1 aueapa 2020 e. - @edepanvusiii 3axon om 28 dexabpsa 2017 e.
N 425-@3
4. Jlna nenel WACHTH(PUKAIIMK YIAKOBOK JICKAPCTBEHHBIX IIPEMapaToB JIIs MEIUIIMHCKOTO
MPUMEHEHUS TPOU3BOAUTENN JICKAPCTBEHHBIX CPEACTB B TMOPSAKE, YCTaHOBIEHHOM IIpaBHTENbCTBOM
Poccuiickoit denepaliuy, HAHOCIT HA MEPBUYHYIO YMAKOBKY (B OTHOIIEHUM JICKAPCTBEHHBIX MpenapaToB
JUTS. METUITMHCKOTO TIPUMEHEHUS, TSl KOTOPBIX HE MPEIyCMOTPEHAa BTOPUYHAS YIAKOBKA) U BTOPUYHYIO
(mMOTpeOUTENBCKYIO) YIAKOBKY JICKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO MPUMEHEHHUS CpPEeJCTBa
UIeHTU(UKAIIMN, 32 HWCKIIOYCHHEM JICKapCTBEHHBIX MPENapaTroB Ui MEAWIIMHCKOTO MPUMEHEHHS,
MPOU3BOAUMBIX JUJISi MPOBEACHUS KIMHUYECKUX HCCIEIOBAHMM, DKCIOPTA, JEKAPCTBEHHBIX MpernapaToB
JUIT METUIIMHCKOTO TMPUMEHEHMS, YKa3aHHbIX B dacTsix 5 W § crtateu |3 Hactosimero ®enepaibHOro
3aKOHA.
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Wndopmarus 06 H3MEHEHHSX:

Cmamuws 67 oonoanena uacmoro 5 ¢ 1 ausapsa 2018 2. - @edepanvhusiii 3axon om 28 dexabpsa 2017 e.
N 425-D3
5. XapakTepuCTHKH CpelICcTBa HIACHTU(UKALWHU, MOPSAAOK €ro HaHEeCEeHHs M TpeOOBaHUS K
CTpyKType U (opmaTy WHGPOpPMAIHMU, KOTOPYIO COACPIKUT CPEACTBO HACHTH(MHKAIMU, OIPEICIISIOTCS
[IpaBurensctBoM Pocculickoit denepanun.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 67 oonoanena uacmoto 6 ¢ 1 ausapsa 2018 2. - @edepanvusiii 3axon om 28 dexabpsa 2017 e.
N 425-D3
6. Ilopsimok co3maHusi, pa3BUTHs, BBOJAA B OKCIUTyaTalyio, JKCIUTyaTalli W BBIBOJA U3
9KCIUTyaTallid CHUCTEMbl MOHHTOPWHTA JBIDKEHHS JICKQPCTBEHHBIX MPENapaToB Ui MEIUITUHCKOTO
NPUMEHEHUS, TIOPSJI0K MPEIOCTaBICHUS WHPOPMAIMK, COJEpKalleiics B CHCTEME MOHHTOPHUHTA
JIBI)KECHUS JICKAPCTBEHHBIX NPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHUS, M TIOPSIOK B3aMMOJICHCTBHS
YKa3aHHOM  CHUCTEeMBl C HHBIMH  TOCYIapCTBCHHBIMH  WH()OPMAIMOHHBIMA  CHUCTEMaMH U
UH(POPMAIMOHHBIMHA CHCTEMAaMHU FOPUIAMYECKUX JIUI] U UHAMBUYATbHBIX MPEAPUHAMATEIICH, YKa3aHHBIX
B yactax 7 wm 10 HacTosimied crtaTbH, yctaHaBiuBaroTcsa [IpaButensctBoMm Poccuiickont Penepanuu.
OneparopaMyd CHUCTEMbl MOHUTOPUHTA [IBWXKEHHS JIEKQPCTBEHHBIX IMIPEMapaToB MJs MEAUIIMHCKOTO
NPUMCHCHUS SBJISIOTCS  (elepalibHbI  OpraH HWCIOJHUTEIBHON BIACTH W (MJIM) OpraHu3aius,
ynosiHomoueHHbIe [IpaButenscTBoM Poccutickoii deneparum.

Undopmarius 06 n3MEHEHUSX:

Cmamus 67 oononnena wacmoto 7 ¢ 1 aueapa 2020 2. - @edepanvusiii 3axkon om 28 dexabpsa 2017 e.
N 425-D3
7. FOpunuueckue nua U UHAUBUIYaTbHBIC TPEIIPUHUMATENH, OCYIIECTBISIONINE TPOU3BOJICTBO,
XpaHeHue, BBO3 B Poccmwiickyro @emepanuio, OTHYCK, peanu3alyio, TIepeaady, NPUMEHCHHE W
YHUUYTOKEHHUE JICKAPCTBEHHBIX MPENapaToB Jisi MEAUIIMHCKOTO MPUMEHEHHS], 00ECIIEUNBAIOT B MOPSIKE U
B cCOCTaBe, KoTopble ycraHosieHbl [IpaBurenbctBoM Poccuiickoit @Penepanuu C yd4eToM BHJA
OCYIIIECTBIISIEMON HMMH JI€ATEIbHOCTH, BHECEHHE HWH(OpMalMM O JEKapCTBEHHBIX IMpemapaTax [is
MEJMIIMHCKOTO TIPUMEHEHHUST B CHUCTEMY MOHHTOPWHTA JBYIKCHHS JICKQPCTBEHHBIX IIPENaparoB IS
MEAUIIMHCKOTO MTPUMEHEHHUS.

Wndhopmarust 06 n3MEHEHUSX:

Cmamuws 67 oononnena uacmoto 7.1 ¢ 29 noaops 2019 . - @edepanvusiii 3axkon om 28 nosaopsa 2018 2. N
449-D3

Cm. 6yoywyro pedarkyuio

Cmamuws 67 oonoanena wacmoio 8 ¢ 1 ausapsa 2018 2. - @edepanvhsiii 3axon om 28 dexabpsa 2017 e.
N 425-D3
8. Opranmzanuss WHGOPMAIMOHHOTO B3aUMOJICHUCTBUS CHCTEMbl MOHHUTOPHHIA JIBHXKEHUS
JICKapCTBCHHBIX  TpENaparoB Ui MEIUIIMHCKOTO TPHMEHEHHS C WHBIMH TOCYJapCTBEHHBIMU
WH(GOPMAIIMOHHBIMU  CHCTEeMaMu OOecredynBaeTcss B TOM YHCIE TOCPEICTBOM HH(PPACTPYKTYPHI,
oOecrieunBaronield MWH(OOPMAMMOHHO-TEXHOJIOTHUECKOE B3aUMOJICHCTBAEe HWH()OPMAIMOHHBIX CHCTEM,
UCTIONB3YEMBIX I TPEAOCTABICHUS TOCYJAPCTBEHHBIX W MYHHUIUIAIBHBIX YCIYT U HCIOJTHEHUS
TOCYIapCTBECHHBIX ¥ MYHHUITUIAIBHBIX (DYHKITUI B 3JICKTPOHHOM (popme.

Wndopmarys 06 M3MEHEHHSAX:

Cmamus 67 oonoanena uacmoro 9 ¢ 1 ausapsa 2018 2. - @edepanvusiii 3axon om 28 dexabpsa 2017 e.
N 425-@3
9. OO6menoctyrnHass uWHpOpMAIUS, COIEpKAIIascsi B CHUCTEME MOHHUTOPWHTA JBHKEHUS
JIEKAPCTBEHHBIX npenaparoB JUTSt MEJIULIUHCKOTO MIPUMEHEHNS, pa3mMeraercs B
MH(}OPMaLMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu "MHTepHeT" (B TOM uncie B popMe OTKPHITHIX JTaHHBIX)
B Iopsijike, ycraHoBiaeHHOM [IpaButensctBom Poccuiickont denepanuu.

Wudopmanust 06 U3MEHEHUSX:
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Cmamuws 67 oonoanena wacmoto 10 ¢ 1 aneaps 2018 e. - @edepanvhuiii 3akon om 28 dexabps 2017 e.
N 425-D3
10. ITpousBoauTENN JIEKAPCTBEHHBIX CPEJICTB MOTYIAIOT COACPIKAILIYIOCS B CHCTEME MOHUTOPUHTA
JBUKEHHS JICKAPCTBEHHBIX MPENapaToB A MEAULMHCKOrO MpUMEHEHHs HMH(OpMAalMIO O CepHusix u
NapTUSX JICKAPCTBEHHBIX NPENapaTroB, MPOU3BOJAUMBIX UMM M HAXOJSIIMXCS B TPAXIaHCKOM 000pOTe B
Poccuiickoii ®enepamnyu, 6€3B03ME3/IHO.

Wndopmarius 06 H3MEHEHUSX:

Cmamws 67 oonoanena wacmoto 11 ¢ 1 aneaps 2020 2. - Pedepanvhuiii 3axon om 28 dexabps 2017 2.
N 425-D3
11. 3a npou3BOACTBO MJIM MPOAAXKY JIEKAPCTBEHHBIX IPENapaToB AJii MEIULIMHCKOTO IPUMEHEHUS
0e3 HaHeCceHUs CPEICTB HACHTH(HKAINU, C HAapyIICHHEM YCTAaHOBJIEHHOTO TOpPsAKA MX HAHECEHUs, a
TaKXe 3a HECBOEBPEMEHHOE BHECEHHME [IaHHBIX B CHCTEMY MOHHMTOPUHIA JIBUXKECHUS JIEKApCTBEHHBIX
IpenapaToB Il MEAUIIMHCKOTO MIPUMEHEHUS HJIM BHECEHUE B HEE HEJJOCTOBEPHBIX TAHHBIX IOPUANYECKUE
JMIa ¥ WHAMBUIYAJbHbIC NpPEANPUHUMATENN, YKa3aHHbIE B 4acTAx 4 M 7 HACTOSIIEH CTaTbH, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickoit denepanum.

Wupopmarus 06 H3MEHEHHSX:

Cmamuws 67 oonoanena wacmoio 12 ¢ 1 aneaps 2018 e. - @edepanvhuiii 3akon om 28 dexaops 2017 e.
N 425-D3

12. IIpaBurensctBo Poccuiickoii ®exepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHEIPEHUS
CUCTEeMbl MOHUTOPWHTA JBM)KCHMS JICKAPCTBEHHBIX IIPEraparoB s MEIUIUHCKOTO MpPUMEHEHHUS,
BKJIIOYasi CPOKM €€ BHEJIPEHHUs, B OTHOLICHUM JIEKAPCTBEHHBIX IpPEnapaTroB s MEIUIIMHCKOTO
NPUMEHEHHUS, BKJIIOYEHHBIX B IIEpEYCHb >KM3HEHHO HEOOXOIMMBIX W BaKHEHIIMX JIE€KapCTBEHHBIX
IpenapaToB, JIEKAPCTBEHHBIX MPEMapaToB, NPEAHA3HAYCHHBIX Ui OOeCHeueHusl JIL, OOJIbHBIX
remMounueii, MyKOBHCIIMJ030M, TUNO(HU3apHBIM HaHU3MOM, Oolie3HblO [ome, 3JI0KaYeCTBEHHBIMU
HOBOOOPa30BaHUAMH JTHUM(OUTHOM, KPOBETBOPHON M POJCTBEHHBIX MM TKaHEH, PACCESIHHBIM CKIIEPO30M,
JMIl TOCJTE TPAHCIUIAaHTAllMd OpraHoB M (MJM) TKaHeW, MHBIX JIEKapCTBEHHBIX IPEnapaToB Jis
MEAMIMHCKOTO TPUMEHEHHUS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 67 HaCTOAIICTO d)e;[epaanoro 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 25 nosops 2013 e. N 317-@D3 nacmosiyuii Dedepanvhulil 3aKOH OONOJHEH
enasou 14.1

I'naBa 14.1. Orpanuyenusi, HajaraeMble Ha OPraHU3aNUM, OCYIIECTBJIAIOIIME AeITeJIbHOCTD 110
00panIeHHIo JIEKAPCTBEHHBIX CPEICTB

Cratbs 67.1. OrpannueHusi, HajJjaraeMble MpU OCYIIECTBICHUH JIEATEIbHOCTH B cpepe oOpaleHus
JIEKapCTBEHHBIX CPECTB

1. Opranuzanuu, 3aHUMarolIMecs pa3pabOTKOW, MPOU3BOJACTBOM M (WJIM) peanu3aluen
JIEKapCTBEHHBIX INpEnapaTroB Uil MEIUIIMHCKOIO MPUMEHEHMs, OpraHu3annyu, o0nagaromuye mpaBaMu Ha
UCTIOJIB30BaHUE TOPTOBOTO HAaMMEHOBAHMSI JICKAPCTBEHHOTO TpenapaTa Ui MEJIUIIMHCKOTO TPUMEHEHHS,
OpraHu3allii OINTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CpPEJCTBAMM, allTeuHble OpraHu3anuud (ux
MPEJICTaBUTENIN, MHbIE (U3NYECKHE U IOPUAMYECKHE JIMIA, OCYIIECTBISIOUINE CBOIO AESITENBHOCTH OT
UMEHU 3THX OpraHu3aliil) B OTHOIIEHUH METUIIMHCKUX PAaOOTHHKOB M PYKOBOJIUTENEH METUIIMHCKHUX
OpraHu3alii He BIpaBe:

1) Bpy4aTh moJapku, BbIIUIAYMBATh JEHEKHbIE CPEJCTBA (3a UCKIOYEHHEM BO3HArpaXkJIeHUM 110
JIOTOBOpaM  NpU  MPOBEACHUM KIMHMUYECKHX HCCIEAOBAHMM JIEKapCTBEHHBIX IpenapaToB IJis
MEIUIIUHCKOTO TIPUMEHEHUS, BO3HATPAXKICHWW, CBS3aHHBIX C OCYIIECTBICHHEM MEIUIINHCKUM
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pabOTHHUKOM Tearornyeckor u (WJIM) HaydYHOW NESTeIHbHOCTH), B TOM YHCIE OIJIauuBaTh Pa3BIICUCHUS,
OT/IBIX, IPOE3/T K MECTy OT/bIXa, a TAKXKe MPUBIEKAaTh K YY4aCTHIO B Pa3BIIEKATENIbHBIX MEPONPUATHUSIX,
IPOBOAMMBIX 3a CUET CBOUX CPECTB;

2) 3aKiroyaTh COIJIAIICHMS O HA3HAYEHUU WM PEKOMEHJALMU IalMeHTaM JIEKapCTBEHHBIX
[IPENapaToB Uil MEJULMHCKOrO MPUMEHEHMS (32 UCKIIIOUEHUEM JIOTOBOPOB O IPOBEACHUM KIMHUYECKUX
UCCIIEI0BaHUM JIEKAPCTBEHHBIX MPENapaToB A MEJULIMHCKOTO IPUMEHEHHS);

3) mpenocTaBiATh 00pa3ibl JIEKAPCTBEHHBIX MPENApaTOB JUIsl MEIUIIMHCKOTO IPUMEHEHHUS B LIETISX
BpPYYEHHUs TNalMeHTaM (3a MCKIIOYEHHEM CIIy4yaeB, CBSA3aHHBIX C IPOBEACHUEM KIMHUYECKHUX
MCCJIEJOBAaHUM JIEKAPCTBEHHBIX MIPENApPATOB ISl MEAULIMHCKOTO IPUMEHEHUS);

4) mnpenocTaBiATh HEJOCTOBEPHYO M (WIM) HENOJHYH MH(OpManUio O JIEKapCTBEHHBIX
npenaparax il MEAUIMHCKOTO IPUMEHEHMS],

5) nocemars ux B paboyee BpeMs Ha pabO4YMX MeCTax, 3a UCKIIOUEHHEM CIy4aeB, CBA3AHHBIX C
IIPOBEJCHUEM KIMHUYECKUX UCCIIET0BAHUM JIEKAPCTBEHHBIX IIPENapaToB ISl MEAULIMHCKOTO IPUMEHEHUS,
C yyaCTHEM B IOpsJKE, YCTaHOBJIEHHOM pPYKOBOJIUTEIEM MEIUIMHCKONW OpraHu3aluu, B COOpaHUAX
MEAMIMHCKMX pAaOOTHUKOB W  HHBIX  MEPOINPHUATHSAX, HANpPaBJICHHBIX HA  I[OBBIIIEHUE  UX
npoeCCHOHATIBHOIO YPOBHS WIM Ha NPEAOCTaBICeHHE HH(MOpPMALUH, CBS3aHHOH C OCYIIECTBICHHEM
MOHMTOpPHHTa 0€3011aCHOCTH JIEKAPCTBEHHBIX IIPENApaTOB;

6) noOyXIaTh K BBINMHMCHIBAHUIO JIEKAPCTBEHHBIX MpENapaToB s MEJUIMHCKOTO NMPUMEHEHUs Ha
OsaHKax, cojepxaluxXx HH(OPMAIMIO PEKIAMHOIO XapakTepa, a TaKKe Ha PELENTYypHBIX OJlaHKaX, Ha
KOTOPbIX 3apaHee HaleyaTaHO HaMMEHOBAaHHE JIEKApCTBEHHOrO IIpenapara Uil MEIUIMHCKOIro
IPUMEHEHHUS.

2. Opranu3anuy, ykazaHHble B a03alie repBoM 4acTh | HacTOAIIEH CTaTbU, U UX NPEACTAaBUTENU B
OTHOIIEHNH (hapMaIeBTHUECKUX PAOOTHUKOB M PYKOBOIUTEIICH aNTeUHBIX OpraHU3alil HE BIIPABeE:

1) BpydaTh noJapKH, BBIIUIAYMBATH JICHEXKHBIE CPE/ICTBA, B TOM YHCIIE OIUIAYMBATh Pa3BICUCHHUS,
OTIBIX, IMPOE3J K MECTy OTAblXa, W MPUBIEKATh K YYAacTHUIO B PAa3BJIEKATENIbHBIX MEPONPUSITHUSIX,
IIPOBOJIUMBIX 33 CUET CBOUX CPEJICTB;

2) mpenocTaBisATh 00pasilbl JIEKAPCTBEHHBIX IMPENapaToB Uil MEAUIMHCKOTO NMPUMEHEHHUs AJis
BPYUYEHHS HACEIICHUIO;

3) 3aKkmouaTh COIVIALICHHMS O MPEUIOKEHUU HACEIICHUIO OIPEIENCHHBIX JIEKapCTBEHHBIX
IIPENapaToB Ul MEJUILIUHCKOTO IIPUMEHEHUS;

4) npenocTaBiATh HEJOCTOBEPHYIO M (WIM) HEMOJHYI0 HMHPOpPMAIUI0 O JIEKapCTBEHHBIX
npenaparax Uil MEIULIUHCKOTO IPHMEHEHHUs, B TOM YHCIIE HMMEKOIIHUX OJMHAKOBOE MEKIYHapOJHOE
HENaTeHTOBaHHOE HaUMEHOBAHMUE.

TAPAHT:

CM. KoMMeHTapuH K cTaThe 67.1 HacTosmero deaepaabHOro 3aK0Ha

Crarbsi 67.2. TpeOoBaHMs K OpraHu3allMd M MPOBEIECHUIO HAyYHBIX MEPONPUATHHA, HHBIX
MEPONpPUATHI,  HaNpaBiICHHBIX HA  MOBBILIEHHE  MPO(PECCHOHATLHOTO  YPOBHSA
MEIUIUHCKMX paOOTHUKOB WJIM Ha NpPeJOoCTaBleHHe HH()OpPMaIUM, CBSI3aHHON C
OCYIIIECTBJIEHUEM MOHUTOPUHTA 0€30IaCHOCTH JIEKAPCTBEHHBIX MPENapaToB
1. Ilpu npoBeeHNN Hay4YHBIX MEPONPUATHNA, HHBIX MEPONPUATUI, HAIIPABJICHHBIX HA MOBBIIICHNE
Mpo(eCCHOHAIBHOTO YPOBHS MEIUIIMHCKAX pAaOOTHUKOB WJIM Ha TPEJAOCTaBIEHHWE CBS3aHHOU C
OCYILECTBIIEHEM MOHUTOPUHTA 6€30MaCHOCTH JIEKapCTBEHHBIX MpenapaToB HHPOPMAILIUU, OPraHU3yEeMBbIX
OpraHM3alysaIMH, yKazaHHBIMU B a03aiie nepsom yactu | craten 67.1 Hactosimero denepaibHOro 3aKOHa,
UX MPEICTaBUTENAMU U (W) GUHAHCUPYEMBIX 33 CUET CPECTB ITHUX OPraHU3aIUi U UX MpeCTaBUTENEH,
3anpeuacTCd MPEMATCTBOBATH YYACTHIO B YKA3aHHBIX MCPOIPUATHUAX HWHBIX opraﬁmaunﬁ, KOTOPBIC
IIPOU3BOJAT WIM PEATU3YIOT JIEKAPCTBEHHBIE INpEnaparhl JJi MEIULUHCKOTO MPUMEHEHHS CO CXOXKUM
MEXaHU3MOM (papMaKOJIOTHIECKOTO AEHCTBHUSA, TNOO CO3/1aBaTh JUCKPUMUHAIIMOHHBIE YCIOBUS JIJIST OJHUX
YYaCTHUKOB I10 CPaBHEHUIO C IPYTMMH Y4aCTHUKAMHM, & UMEHHO:


http://ivo.garant.ru/document?id=57244188&sub=6701

1) mpenocTaBiIATh pa3aIMYHOE KOJIMYECTBO BPEMEHU AJIsl BHICTYIIJIEHUI YYACTHUKOB, PA3JIUYHbIE T10
pasMepy 3aHMMaeMOM IUIOIAAM MeCTa JUIsl IE€MOHCTpAlMM OOpa3lloB JIEKAPCTBEHHBIX MpenapaToB i
MEAMIMHCKOTO TPUMEHEHUS WIM pPEKJIaMHBIX MAaTepUajoB O JIEKAPCTBEHHBIX IIpenaparax Jyis
MEAMLIMHCKOTO NPUMEHEHHS Ha 3KCIO3ULMAX, CTCHIAX, 38 MCKIIOUYEHUEM CIIy4aeB, €CIU TaKUE YCIOBHS
3aKpeIuIeHbl B COTJIALICHHUAX STHX OpPraHM3alldi, WX NIpeAcTaBuTeNeil 0 (MHAHCHPOBAHMH YKAa3aHHBIX
MEpONPHUATHIA U 00YCIIOBJIEHBI PA3IMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OpraHU3ALUIO;

2) ycTaHaBIMBATh pa3Mep B3HOCA ISl YUACTHUKOB MEPOIPHATHHN, YKa3aHHBIX B a03ale mepBoM
HACTOALIEH 4acTH, NPEBBIIAIONINN CyMMY 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPONPUATHN U BEAYIIHN
K HEOOOCHOBAHHOMY OTPaHMUYCHHIO YHCIIA UX YIaCTHHKOB.

2. Opranuzanuu, yka3aHHbele B a0O3are rnepsoM udactu | crateu 67.1 Hacrosmero denepaibHOro
3aKOHA, WX TPEICTABUTEIH, OCYIIECTBISIONINE OPraHM3auuio U (Win) GUHAHCUPOBAHHE MEPONPHUSTHIA,
yKa3aHHbBIX B 4acTH | HacTosIed cTaTbu, 00s3aHbl 00eCeunBaTh 10CTYN K HHPOpPMAIMU O JaTe, MECTE U
BPEMEHM IIPOBEJICHUS YKa3aHHBIX MEpONPUATUH, IUIaHAX, IporpaMMax IPOBEACHUS YKa3aHHbIX
MEPONPUIATUHA U TeMax, IJIAHUPYEMbIX AJII PACCMOTPEHMS, COCTaBE€ UX YYAaCTHUKOB IIyTEM DPAa3MEIICHHUS
COOTBETCTBYIOIIEH MH(POpPMAIMU Ha CBOMX O(PHUIMAIBHBIX caiitTax B ceTu "MHTepHeT" HE MO3JHEE IBYX
MECSLEB 10 Hayaja IIPOBEACHUS YKa3aHHBIX MEPOIPUATHH.

3. Uadopmarust 0 mpoBeIeHNH MEPONPUATHI, YKa3aHHBIX B 4acTy | HACTOSIIEH CTaThH, B CPOK,
YCTAQHOBJICHHBII 4acTbiO0 2 HAcTOsILEH CTaTbu, JOJDKHA ObITh HampaBiieHa B (efepalibHbli Oprat
UCTIOJIHUTEIIHOW ~ BJIACTH, OCYHICCTBISIOIIMK (QYHKIMM TIO KOHTPONIO M HAa30py B cdepe
3/IpaBOOXPAHEHMs, Ul IMOCIEAYIOIEro pa3MelleHus ee Ha O(UIMaIbHOM caiiTe 3TOro opra€a B CEeTH
"UnTepuer".

TAPAHT:

CM. KOMMEHTapHH K cTaThe 67.2 HacTosmero deaepaibHOro 3aK0Ha

I'naBa 15. OTBeTCTBEHHOCTH 32 HApPYLIeHUe 3aKOHoAaTeIbcTBA Poceniickoil Penepaunu npu
o0paleHNN JIEKAPCTBEHHBIX CPEICTB M BO3MELICHHE Bpela, NPUYNHEHHOI0 310POBbI0 IPaKIaH
BCJICACTBHE PUMEHEHH JIEKAPCTBEHHBIX NPenapaTroB

Wndopmarys 06 H3MEHEHHSAX:

Deodepanvrvim 3axonom om 22 dexkabps 2014 2. N 429-D3 ¢ cmamvio 68 nacmosueco PedepaibHoco
3aKOHA 8HeCceHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 a.

Cm. mexkcm cmamou 8 npedvloyuell peoaKyuu
Cratbsi 68. OTBETCTBEHHOCTh 3a HapylIeHHe 3aKoHoAaTenbcTBa Poccuiickoit denepanuu mpu
oOpallleHUH JTeKapCTBEHHBIX CPEICTB
1. Hapymenne 3akononatensctBa Poccuiickoii ®Dexnepanuu mpu oOpallleHWd JIeKapCTBEHHBIX
CPEICTB BIIEYET 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATENbCTBOM Poccuiickoii
denepanuu.

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 2 usmenena c 15 urons 2018 2. - @edepanvusiii 3akon om 4 utonsi 2018 . N 140-D3

CMm. npedvloywyro peoakyuio
2. 3a HempeAcTaBIeHUE WM HECBOEBPEMEHHOE INpe/icTaBiIeHre HHPOpMaluu U (W) T0KYMEHTOB
100 Mpe/ICTaBICHHE HEJOCTOBEPHBIX MHPOPMAIUH U (WIK) JOKYMEHTOB, IPEyCMOTPEHHBIX HACTOSIIIUM
®denepanbHBIM 3aKOHOM, CYOBEKTHI OOpallleHus JIEKapCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickon denepannu.
T'APAHT:

CMm. koMMeHTapuH K cTaThe 68 HacTosero denepanbHOro 3aK0HA
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Crarba 69. Bo3melienue Bpena, NPUUUHEHHOTO 3I0POBBIO TPaXKJIaH BCIEACTBHE NPUMEHEHUS
JICKapPCTBEHHBIX NIPENAapaToB

1. [TpousBouTENH JIEKAPCTBEHHOTO TIpenapaTa 00s3aH BO3MECTUTD BPE, IPUYHMHEHHBIN 3/J0POBBIO
IPaXXJaH BCIEACTBHE IPUMEHEHHS JICKaPCTBEHHOIO IIpenapara, eciii JOKa3aHo, YTo:

1) nexapcTBEHHBII mpenapar NPUMEHSUICS 110 HA3HAYEHHMIO B COOTBETCTBUHM C MHCTPYKIHUEH MO
IPUMEHEHHIO JIEKapCTBEHHOI'O Ipernapara M IPUYMHOM Bpelda SBWICA BBOJ B IPaXTaHCKHM 000pOT
HEZ00pOKaYeCTBEHHOI'O JIEKAPCTBEHHOTO Mpenapara;

2) Bped 310pOBbI0 INPHUYMHEH BCIEJACTBHE HEIOCTOBEpHOW HH(OpMaluu, cojepxaiieiics B
MHCTPYKLMHU 10 IPUMEHEHUIO JIEKAPCTBEHHOI'O IpernapaTa, U3JaHHON MPOU3BOJUTENEM JIEKAPCTBEHHOTO
npernapara.

Wndopmarius 06 M3MEHEHHSX:

Deodepanvrvim 3akonom om 25 nosopa 2013 2. N 317-@3 6 uacme 2 cmamvu 69 nacmosawe2o
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

2. B ciyyae, ecnu Bpea 30pOBbIO IpaXKAaH MPUUMHEH BCIEACTBUE MPUMEHEHHS JIEKapCTBEHHOIO
npernapara, IPUIISIIIEr0 B HErOJAHOCTh B pe3yJibTaTe HAapyIICHHS NpPaBUJI XPAaHEHHS JIEKAPCTBEHHBIX
CPEICTB, MPaBUI ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU MperapaTaMmu, MPaBWJI OTIYCKa JIEKAPCTBEHHBIX
npenapaToB, TNPABWJI M3TOTOBJICHHUS M OTIYCKAa JIEKAPCTBEHHBIX IPEMapaToB, BO3MEIIEHHE Bpena
OCYIIIECTBIISIETCS COOTBETCTBEHHO OpraHM3allleil ONTOBOM TOPTOBJIHM JIEKAPCTBEHHBIMU CpEICTBAMH,
anTeYHOM OpraHu3alyeld, WHIMBUAYAJILHBIM NOpPEANpPUHUMATENEM, HMCIONMMHA JIMIICH3UI0 Ha
dbapMaleBTUYECKYIO JEATEIbHOCTh WIHM JIHMIEH3UI0 HAa MEAUIMHCKYIO JESTENbHOCTh, MEIUIIMHCKOM
OpraHu3aiiei, HMEIMEeH JHIeH3MI0 Ha (apMaleBTUYECKYIO JeSTeNbHOCTh (ee 000CO0IeHHBIM
nonpaszaenenueM (amOymnaropueid, (enpAmepckuM U (HeTpAlIepCKO-aKyIIepCKUM ITYHKTaMHU, HEHTPOM
(oTnenenuem) obmiel BpayeOHOHN (CeMEMHOM) NPaKTHKH), PACHOJIOKEHHBIM B CEJIbCKOM HACEJIEHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET alT€YHasi OpraHu3aius), JOMYCTUBIIMMHU MPOJAXy WIH OTHYCK TaKOTO
JIEKapCTBEHHOTO TIperiapara.

3. BosmemieHwe Bpena, NPUUYUHEHHOTO 370POBBIO TpaXJaH BCIEACTBUE TMPUMEHEHUs
JIEKapCTBEHHBIX NpPENapaToB WM COBEPIIEHHS IPOTHUBOIPABHBIX ACUCTBHI CyOBeKkTamu oOparieHus
JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBISETCS B COOTBETCTBMM C 3aKOHOJaTelbcTBOM Poccuiickoit
denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 69 HaCTOAIICTO CDCI[epaJ'IbHOFO 3aKOHa

I'maBa 16. 3akiaouuTe/bHbIE MOJ0KEHU

Crarbs 70. O npu3HaHUM YTPATUBLIMMM CHITy OTJEJIbHBIX 3aKOHOJATENbHBIX aKTOB (MOJ0XKEHUH

3aKOHOJAATeNbHBIX akTOB) Poccuiickoii denepanumn

[Tpu3HaTh yTpaTUBIIUMU CHUITY:

1) ®enepanpupiii 3akon ot 22 wuroHA 1998 roma N 86-®3 "O nexapcTBeHHBIX cpencTBax"
(Cobpanue 3akoHonarenscTBa Poccuiickoit denepanuu, 1998, N 26, cr. 3006);

2) ®enepanbubiil 3akoH oT 2 ssHBapst 2000 roga N 5-@3 "O BHeceHNHM U3MEHEHUS U JOTIOJHEHUN B
Oenepanbubiii 3akoH "O sekapcTBeHHbIX cpeactBax" (CoOpanue 3akoHojaaTenbcTBa Poccuiickoit
®enepannn, 2000, N 2, cT. 126);

3) crarsio 40 @enepanbHoro 3akoHa oT 10 suBaps 2003 roga N 15-®3 "O BHeceHUN U3MEHEHUH U
JIONIOJTHEHW B HEKOTOPBIE 3aKOHOJATeNbHbIE aKkThl Poccuiickoi denepanuu B CBSA3UM C NPUHATHEM
QenepanbHoro 3akoHa "O  JTUIEH3UMPOBAaHWU  OTAENBHBIX BHIOB jestensHocTH'  (CoOpanue
3akoHozarenscTBa Poccuiickoit @enepauun, 2003, N 2, ct. 167);

4) crareio 31 denepanbHoro 3akoHa ot 30 utona 2003 roga N 86-D3 "O BHeceHMH U3MEHEHUN U
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JIOTIOJIHEHUM B HEKOTOpPBIE 3aKOHOJATeIbHbIE akThl Poccuiickon denepanuu, NpU3HAHUM yTPATUBLIUMU
CHIIy OTJAENbHBIX 3aKOHOJATeNbHbIX akToB Poccuiickoir denepanuu, NpPeAOCTaBICHUHU OTICIbHBIX
rapaHTUd COTPYJHUKAM OPraHOB BHYTPEHHHX JI€]I, OPTaHOB MO KOHTPOIIIO 32 00OPOTOM HAPKOTHUYECKUX
CPEJCTB U NCUXOTPOIHBIX BEIIECTB U YIpa3IHAEMbIX (pelepabHbIX OPraHOB HAJIOTOBOM MOJIUILIKUU B CBS3U
C OCYILIECTBICHMEM MEp IO COBEPLICHCTBOBAHMIO 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 Poccuiickoit @Denepanuu ¥ NPUSHAHUM YTPATUBIIUMU CHITY
HEKOTOPBIX 3aKOHOJATENbHBIX akToB Poccuiickoil Penepauuu B CBA3M C MPHHATHEM (hereparbHBIX
3ak0oHOB "O BHECEHMM W3MEHEHUW W jaomnoyHeHui B DenepaybHblii 3akoH "OO 00mMMX TPUHITUIAX
OpraHu3alMy 3aKOHOJATEIbHBIX (TPEICTABUTENIbHBIX) U HCIOJHUTEIBHBIX OPraHOB TOCYAapCTBEHHOM
BlacTu cyObekToB Poccuiickoit ®eneparuu” u "OO oO0mMX NpPUHIUIAX OpPraHU3aIllMd MECTHOTO
camoynpasnenusi B Poccuiickoit denepanun" (Cobpanue 3akoHonarensctBa Poccuiickoit denepanumu,
2004, N 35, ct. 3607);

6) crateio 28 denepanbHoro 3akoHa ot 18 gexadbpst 2006 rona N 231-03 "O BBefeHUU B IeHCTBHE
yacTu derBeprod I'paxkmanckoro komekca Poccuiickoii ®enepanmu" (CoOpaHume 3aKOHOAATEIIBCTBA
Poccuiickoit deneparuu, 2006, N 52, ct. 5497).

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 70 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Cratses 71. Berymienue B cuity Hactosimero denepaibHOro 3akoHa

1. Hactosaumit denepanbHeblii 3aK0oH BeTynaer B cuity ¢ 1 centsiops 2010 roga.

2. JlekapcTBEHHBIE CpPEICTBA, 3apETUCTPUPOBAHHBIC IO ITHS BCTYIUICHUS B CHIYy HACTOSIIETO
denepanbHOTO 3aKOHA, MOJUIEKAT BKIIOYEHHIO B TOCYIAPCTBEHHBIC PEECTPHI JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHBIX B dactu | crathu 33 Hacrosimero demepaibHOT0 3aKOHA CBEIACHUI 00 3THX
JIEKapCTBEHHBIX CpEACTBaX 0€3 TPOXOXKACHUS BHOBb NPOIEIYpPHl TOCYAAPCTBEHHOW pPETHUCTPAIUU
JIeKapCTBEHHBIX IpenapaToB.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 11 oxkmsaops 20102. N 271-@3 6 uacmv 3 cmamou 71 nacmosweco
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUs

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
3. TocymapcTBeHHas! perucTpalys JeKapCTBEHHBIX MPENapaToB, 3a UCKIIOYCHHEM JICKAPCTBEHHBIX
npenapaToB Ui MEAWIIMHCKOTO MPUMEHEHHUs, MPEJCTABIEHHBIX HAa YKA3aHHYIO PErHCTpalio A0 JHA
BCTYIUICHUS! B CHITy HacTosero denepanrbHOro 3aK0Ha, OCYHIECTBISIETCS B COOTBETCTBUH C HACTOSIIIAM
®denepallbHBIM 3aKOHOM Ha OCHOBAaHUU JIOKYMEHTOB U JIaHHBIX, MPEJICTABICHHBIX J0 JTHS BCTYIUICHUS B
cuiny Hacrosiero deaepaabHOTO 3aKOHA.

Wndhopmarist 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 29 mnosaops 2010e. N 313-@3 yacme 3.1 cmamwvu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIONCEHA 8 HOBOU pedakyuu, ecmynarowel 8 CUly co OHA OQUYUATLHO20
onybnukoeanus HaszeanHo2o DedepanvbHo20 3aKOHA U PACNPOCMPAHAIOWENUCs HA NPABOOMHOUIEHUS,
gozHuxuue ¢ 1 cenmsaopsa 2010 e.

Cm. mexkcm yacmu 6 npeovloywett pedaKyuu
3.1. 'ocynapcTBeHHas perucTpanus JeKapCTBEHHBIX TPenapaToB Jisl MEIUIIMHCKOTO TPUMEHEHUS,
MPEACTABICHHBIX HA TOCYJAapCTBEHHYIO PETUCTPALMIO JO JHS BCTYIUIGHMST B CHUJIy HAacCTOSILETO
®denepanbHOTO 3aKOHA, U TOCYJAPCTBEHHASI PETUCTPAIIHS JIEKAPCTBEHHBIX MPEMapaToB ISl MEIUITUHCKOTO
MPUMEHEHHUS, MPEJCTaBICHHBIX Ha 3KCHEPTHU3Y JIEKAPCTBEHHBIX CPEACTB 10 JAHS BCTYIUIEHUS B CHILY
HacTosmero @enepalbHOrO 3aKOHAa B LENSX HX MOCIEAYIOUIEH TroCyJapcTBEHHON perucrpanuu,
OCYLIECTBIISIIOTCSI HA OCHOBAHUM JOKYMEHTOB M JAHHBIX, MPEACTABICHHBIX /0 JHS BCTYIUJICHUS B CUITY
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HacTosimero defepallbHOrO 3aKOHA, a TaKXe 3asaBICHUS O TOCYJAPCTBEHHOM perucTpauuu
JIEKApCTBEHHOI'0 TMperapara, IPeACTABICHHOIO0 MPOU3BOJUTENEM JIEKAPCTBEHHBIX NIPENapaTtoB WIU
YIOJIHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHUH C HAacTOSIIMM DenepaibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIHN
dbenepanbHBIi OpraH HUCHOJHHUTENbHOH Biactu a0 1 wmapra 2011 roma, 6e3 TpeOOBaHUS YILIATHI
rOCYIapCTBEHHOW MOUUIMHBI, MPETYCMOTPEHHON 3aKOHO1aTelIbcTBOM Poccuiickon denepanuu 0 Hajlorax
U cOopax.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axonom om 29 wnosopsa 2010e. N 313-@3 uwacme 3.2 cmamou 71 nacmosweco
DedepanvHoco 3aKOHA U3NONCEHA 8 HOBOU pedakyuu, Cmynarowel 8 culy co OHSA OQUYUATLHO2O
onyonukoeanust HazeanHo2o DedepanvHo2o 3aKOHA U PACHPOCMPAHIIOWENCS HA NPABOOMHOUEHUS],
gozHuxuue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3.2. IloarBepkJIeHHE TrOCYJapCTBEHHOM pPErHCTPAalUM JIEKAPCTBEHHBIX IIpENnapaToB Ui
MEIUIIMHCKOTO MPUMEHEHHUs], TIPEACTABICHHBIX JIs MOATBEPXKICHUS TOCYAAPCTBEHHOM PErMCTpalluu 10
JHS BCTYIUIEHHs B CUIly HacTtosimero denepaJibHOr0 3aKOHA, M IOJATBEPKIACHUE TOCYAapCTBEHHOM
perucTpalnyy JIEKQpCTBEHHBIX MPEnapaTroB JUisi MEAMIIMHCKOTO TPUMEHEHHUs, MPEACTABICHHBIX Ha
SKCHEPTU3Y JEKAPCTBEHHBIX CPEACTB /10 JHS BCTYIUIEHUS B CHIy HacTosero denepajbHOro 3aKkOHa B
HEeISX TOCIEIYIONIErO TOJATBEPKACHUS WX TOCYAapCTBEHHOM pPETruCTpaluu, OCYIIECTBISIOTCS Ha
OCHOBaHUM JIOKYMEHTOB W JAaHHBIX, IPEJICTABICHHBbIX 1O [JHSA BCTYIUIEHHS B CHIIy HACTOSILIErO
®denepanbHOrO 3aKOHA, a TaKKe 3asBIICHUS O TOATBEPXKICHUU TOCYAApPCTBEHHOM pErucTpaiuu
JIEKApCTBEHHOI'0 MperapaTra, IPeICTaBICHHOIO IPOU3BOJUTEIEM JIEKaPCTBEHHBIX IMIPEMapaToB WU
YIOJIHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHH C HAcTOSIINM DenepabHbIM 3aKOHOM B YIIOJTHOMOYEHHBIHN
denepanbHbIi OpraH UCHOMHUTENbHOM Biactu 10 1 wmapra 2011 roma, 6e3 TpeOoBaHUS YILUIATHI
rOCyIapCTBEHHOW MOUUIMHBI, MPEYCMOTPEHHOM 3aKOHO1aTelIbcTBOM Poccuiickoi denepanuu 0 Hajlorax
U cOopax.

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 29 mnosops 2010e. N 313-@3 uwacme 3.3 cmamou 71 nacmosweco
DedepanvHo2o 3aKOHA U3N0JHCEHA 6 HOB0U pedaxkyuu, SCmynarnowel 8 Culy co OHA OQUUUATbHO2O
onyonuKo8arus HAa38anHo20 PedepanbHo2o 3aKOHA U PACNPOCMPAHIOWENCS HA NPaB0OMHOULEHUS,
sosHuxwuue ¢ 1 cenmaops 2010 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
3.3. IlpunstHe pemieHus O BHECEHWH W3MEHEHUW B JIOKYMEHTHI, COJACpIKalluecs B

PETHCTPALIMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpernapar il MEIUIMHCKOTO
MPUMEHEHUS W TPEJCTaBIEHHBIE JO0 JHA BCTYIUICHWs] B CUJTy HacTosmero denepaibHOTO 3aKOHA, U
MPUHATUE PELIEHUsI O BHECEHUU U3MEHEHHUM B JJOKYMEHTHI, COACPKAIIUECS B PETUCTPALIMOHHOM JIOChE HA
3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Juisi MEAUIIMHCKOTO MTPUMEHEHUSI U TIPE/ICTABICHHbIE Ha
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEICTB 10 JHS BCTYIUICHHS B CHJy HacTosuiero @eaepajlbHOTO 3aKOHA,
OCYLIECTBIISIIOTCSI HA OCHOBAHUU JOKYMEHTOB M JAHHBIX, MPEACTABICHHBIX /10 JHS BCTYIUJICHUS B CUITY
Hactosmero denepasbHOrO 3aKOHA, a TAaKXE 3asABJICHUS O BHECEHWHM HM3MEHEHHUM B JIOKYMEHTHI,
cojepxalirecss B PETUCTPALlMOHHOM JIOChE€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapaTr A
MEIUIIMHCKOTO TPUMEHEHHUS, TPEICTABICHHOTO TPOWU3BOJAUTENIEM JICKAPCTBEHHBIX TNPEMapaToB WIN
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH ¢ HacTosiuM DenepalibHbIM 3aKOHOM B YIIOJTHOMOUYEHHBIN
denepanbHbIl OpraH HUCHOJIHUTENbHOM Biacth 1o 1 wmapra 2011 roma, 6e3 TpeOoBaHUS YIUIATHI
TrOCYIapCTBEHHOW IMTOUUIMHBI, PETYCMOTPEHHOM 3aKOHO1aTelbecTBOM Poccuiickon denepanuu 0 Hajlorax
u cOopax.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 29 wnoaopa 20102 N 313-@3 uacms 3.4 cmameu 71 nacmosawezo

DedepanbHo20 3aKOHA U3NIOHCEHA 6 HOBOU peoaKyuu, Cmynarowell 8 CUumry co OHA O0QUYUATTLHO20
onyonukoganus HazeanHo2o DedepanvHozo0 3aKOHA U PACHPOCMPAHAIOWENCs HA NPABOOMHOUEHUS,
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gosnukuue ¢ 1 cenmabpsa 2010 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3.4. Bplgaya paspelieHuid Ha MOPOBEACHHUE KIMHUYECKUX HCCIEJOBAHMM  JIEKApCTBEHHBIX
MpenaparoB Al MEAUIMHCKOTO NMPUMEHEHHS MO 3asBJICHUSM, MOJAHHBIM JI0 JHS BCTYIUICHUS B CUITY
HacTosuero denepanbHOro 3aK0Ha, a TakKXKe IO 3asiBICHUSAM, MOJAHHBIM IOCNIE AHS BCTYIJICHUS B CHIY
Hacrosiiero denepanbHOTO 3aKOHA HA OCHOBAHUHU IKCIIEPTU3, MPOBEACHHBIX 1O JIHS BCTYIUICHUS B CHUITY
Hactosuero denepanbHOro 3aKO0Ha, OCYIIECTBISETCS B COOTBETCTBMM ¢ HactosumMm denepaibHbIM
3aKOHOM Ha OCHOBAaHUU JJOKYMEHTOB U JIAHHBIX, MPEJCTABICHHBIX WX MOTYYEHHBIX JI0 JHS BCTYIUICHUS B
cuiny Hacrosimiero deaepaabHOrO 3aKOHA, a TAK)KE HA OCHOBAHUU KOMHH IPEABAPUTEIHHOIO JOrOBOpPA
00s13aTEILHOTO CTPAaXOBAHUS KU3HH, 3OPOBbs MAIMEHTOB, YYaCTBYIOIIMX B KIIMHUYECKOM HCCIIEIOBAHUU
JICKapCTBEHHOI'0 IMperapara JUisi MEIUWLUUHCKOrO NPUMEHEHHUs, WM KOIHUU JOroBopa 00s3aTelbHOI0
CTpaxOBaHMsI JKWU3HHM, 3JI0POBbSl MAIlMEHTOB, YYAaCTBYIOIIMX B  KIMHUYECKOM  MCCIIEIOBAHUU
JICKapCTBEHHOI'0 Ipernapara il MEIULIUHCKOrO MPUMEHEHHUs, JTUOO MpelICTaBIeHHONW KOMWU JOTroBOpa
00s13aTEIbHOTO CTPAaXOBAHMS, 3AKIIOYEHHOTO B COOTBETCTBUHM C THUIIOBBIMU MPABWJIAMH 00S3aTEIHHOTO
CTpaxOBaHMsI, C YKa3aHUEM IMPEAETbHOM YHCIEHHOCTH MAIMEHTOB, YYacCTBYIOIIUX B KIMHUYECKOM
WCCJICIOBAHUH JICKAPCTBEHHOTO TIperapara JJIs MEIUIUHCKOTO MPUMEHEHHs, 0e3 TpeOOBaHUS YIUIATHI
roCcy/IapCTBEHHOU MOLUIMHBI, TPEyCMOTPEHHOH 3aKoHo1aTebeTBOM Poccuiickoit @epepaii 0 Hanorax
u coopax.

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 11 okmsaopa 2010 2. N 271-DP3 cmamovs 71 nacmosuwezo PedepaibHoco
3aKOHA 0ONOJHEHA Yacmouio 3.5
3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BAJIOTE JO JHS BCTYIUICHUS B CHJIY HACTOSIIIETO
®DenepallbHOTO 3aKOHA MPeeIbHbIE OTIYCKHbBIE IEHbI MHOCTPAHHBIX MTPOU3BOIUTENCH Ha JIEKAPCTBEHHbIE
npenaparbl, BKJIIOYEHHBIE B TMEPEUEHb JKMU3HEHHO HEOOXOAMMBIX M BaXXHEHUIIUX JIEKAPCTBEHHBIX
IpenapaToB, MOAJNEXKAT mepecueTy B pyonu no kypcy Llentpanbaoro 6anka Poccuiickoit denepanuu Ha
naty, ycraHoBieHHyw I[IpaButensctBoM Poccuiickoit ®enepanmu, 0e3 MpeACTaBICHUS 3asBICHUS O
nepecyere LEHbl ¢ BHECEHHEM COOTBETCTBYIOLIMX M3MEHEHUW B TOCYAAPCTBEHHBIA PEeCTp MpeleibHbIX
OTMYCKHBIX II€H MPOU3BOJIUTENCH Ha JICKAPCTBEHHBIE IMpemnaparhbl, BKIIOUYECHHBIE B MEPEUEHb KU3HEHHO
HEOOXOUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPErapaToB.

Wndhopmarrust 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 11 okmsaopa 2010 e. N 271-DP3 cmamovs 71 nacmosuwezo PedepaibHoco
3aKona dononnena yacmoio 3.6
3.6. 3apeructpupoBaHHBIE JO JAHS BCTYIUIEHHsS B cuily HacTosmero denepaqbHOro 3aKoHa
npe/ielbHble OTIHYCKHbIE IIEHBl POCCUHWCKMX IPOM3BOAMTENECH Ha JIEKAapCTBEHHBIE Ipenaparsl,
BKIIIOUEHHBIE B TEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BaXHEHIIHMX JIEKAPCTBEHHBIX IIPENaparos,
nojaiexxar uHjaekcauuu ¢ 1 Hos6pst 2010 roma ucxons M3 MPOTHO3UPYEMOTO YpPOBHS HHGOIALIUWU,
yctaHoBieHHOTo DenepanbHbiM 3akoHOM OT 2 nekadps 2009 roga N 308-D3 "O denepansHoM OromKere
Ha 2010 rox n Ha mnanoselii neprox 2011 n 2012 ronos" Ha 2011 rox.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3akoHoM om 6 Oexabpa 2011 2. N 409-DP3 6 uacms 3.7 cmamvu 71 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHeHUs, GCMynaowue 8 CUIY No UCHeYeHUuU mpuoyamu OHell nocje
OHAL 0huYUATILHO2O ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexkcm uacmu 6 npeovloywert pedaKyuu
3.7. Ilocne 1 mapra 2011 roga He JOMyCKarOTCA TPOU3BOACTBO U BBO3 B Poccuiickyro denepanuio
JIEKapCTBEHHBIX MPENapaToB B YIIaKOBKAaX ¢ MApKUPOBKOH, KOTOpasi Obljla HAHECeHA JI0 JTHS BCTYIUICHUS B
cuny Hacrosimero ®eaepanbHoro 3akoHa. [lo mcTeueHuM yka3aHHOrO CpoKa JaHHBIE JIEKapCTBEHHBIE
IpenapaTsl MOTYT OTIIYCKAaThCsl, PEaIM30BbIBATHCS, IEPENABATHCSA U IPUMEHATHCS O UCTEYEHUSI UX CPOKa
TOJTHOCTH.
4. Co nmHA BcTymiieHus B cuiy Hactosuero ®enepanbHoro 3akoHa u no 30 ampens 2011 roga
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BKJIFOUUTENIBHO JIOMYCKAETCSl MPOBEICHNE SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB IKCIIEPTAMU SKCIEPTHOTO
YUPEXKJEHUS 1O TMPOXOKIEHUS HMHU aTTeCTalldd B TMOPSJIKEe, YCTAHOBJIEHHOM YIIOJHOMOYEHHBIM
denepantbHBIM OPTaHOM UCTIOTHUTEIHHOU BIACTH.

5. Co mHs BCTyIUieHHs B cuiy Hacrtosmero deaepanbHoro 3akoHa u mo 31 mexadbps 2013 roga
BKJIFOUUTENIBHO OCYILIECTBIISIETCSI TIEPEX0]] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUU C
IpaBUJIaMU OpraHU3allMU MPOU3BOJICTBA U KOHTPOJI KA4eCTBA JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIMU B
gactu | crateu 45 wHacrosmero denepanbHOro 3akoHa, B TodHOM oObeMe. Cpoku mepexoaa
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K HX MPOU3BOJACTBY B COOTBETCTBUM C KOHKPETHBIMH
TpeOOBAHUSMU JJAHHBIX MPABUII, BKJIIOYAsi CPOKU aTTECTAIlMU YIIOJHOMOUYECHHBIX JIUI], YKa3aHHBIX B YaCTsX
6 u 7 cratbu 45 Hacrosuero denepaibHOTO 3aKOHA, ycTaHaBiauBaroTca IIpaBurenbctBoM Poccuiickoit
®denepauuu.

6. JluieH3un Ha MPOM3BOJACTBO JIEKAPCTBEHHBIX CPENCTB, BblAaHHble 10 | siHBaps 2014 roxa,
neiictByrot nociie 1 siHBapa 2014 rona A0 MCTEUEHUs CpPOKAa UX JAEUCTBUS IPHU YCIOBUU COOTBETCTBHS
JUIEH3UaTa MpaBuiaM OpraHU3allid TPOU3BOJACTBA U KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX CPEJCTB,
yKa3aHHBIM B "yacTu | ctateu 45 Hacrosmero @enepanbHOro 3aKkoHa.

Wudopmarus 06 H3MEHEHHSIX:

@eoepanvrvim 3akonom om 29 nosops 2010 2. N 313-D3 cmamvs 71 nacmoswezo DedepanibHoco

3aKOHA OONONIHEeHA Yacmvlo 7, 6cmynarouell 8 cuiy co OHA 0QuyualbHo20 ONyOIUKOBAHUS HAZBAHHO2O

DedepanvbHoeo 3aKOHA

7. dopmupoBaHHE TOCYJAPCTBEHHOTO 3aJaHMsl Ha MPOBEJIEHUE SKCIEPTH3bl JIEKApCTBEHHBIX

cpencTB ¢eaepaTbHOMy TOCYIAapCTBEHHOMY OIO/DKETHOMY YYPEXKICHUIO 0 TPOBEIACHHUIO KCIEPTHU3HI
JICKapCTBEHHBIX CPEACTB M (PUHAHCOBOE OOecreueHHE BBIMOJHEHUS STOTO 3aJaHUS OCYLIECTBISIOTCS B
nopsiike, yctaHoBieHHOM DejiepanbubiM 3akoHOM oT 12 stuBaps 1996 roma N 7-03 "O HekOMMepUYECKUX
opranu3anusx".

TAPAHT:

CMm. komMeHTapuu Kk ctaTthe 71 HacTosero denepaibHOT0 3aKOHA

[Ipesunent Poccuniickoit @denepanuun . Mensenes

Mocksa, Kpemib
12 anpens 2010 .
N 61-03
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