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®enepanbubiii 3akoH ot 12 anpeins 2010 r. N 61-D3 "O06 obpaiieHnn J1eKapCcTBEHHBIX cpeacTB” (C
U3MEHEHUSIMH M JTOTIOJTHEHHUSIMH)

I'maBa 13. MoHHuTOPUHT 3PHEKTUBHOCTH U O€30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB,
HaxoAIuXcs B oopamienuu B Poccuiickoit ®enepanuu (cr.ct. 64 - 66)

Wndopmarms 06 H3MEHEHUSIX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 cmamwvsa 64 nacmoswezo Dedepanvroco
3aKOHA U3104CeHa 8 HoBoU pedakyuu, scmynaroweti 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm cmambu 8 npeovloywel peoakyuu
Crartbs 64. ®apmakoHaa30p

Undopmarms 06 H3MEHEHUSIX:

Yacmo 1 usmenena ¢ 13 aseycma 2019 . - @edepanvuwiii 3akon om 2 aseycma 2019 2. N 297-@3

Cm. npedvloyuyro pedaKyuio

1. JlekapcTBeHHBIE Ipenaparsl, HaxoasAIuecs B oOpamenun B Poccuiickoit @enepanuu, noaiexar
MOHUTOPHHTY J(QQPEKTUBHOCTH H O€30MAaCHOCTH B IENSAX BBIBICHHS BO3MOXKHBIX HETaTHBHBIX
HOCIEICTBUM MX NPUMEHEHUs, MHIMBUAYAJIbHOW HENEPEHOCUMOCTH, NPEeNyNpeKACHUs MEIUIHUHCKUX
pabOTHUKOB, CIEMUAIMCTOB B OONACTH BETEpUHAPWH, MAIMEHTOB WM BIAJENBIEB >KUBOTHBIX M HX
3aLUThI OT IPUMEHEHHsI TAKUX JICKAPCTBEHHBIX MpPENaparoB.

2. ®apMakoHA/I30p OCYIIECTBIAETCS COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM (perepanbHbIM
OpPraHOM HCIIOJHUTENIBHOW BJIAcTH B YCTAHOBJICHHOM MM IMOpSAAKE IyTEM aHallu3a IpeJoCTaBIsIeMOM
cyObeKkTaMu oOpalleHus JIEKAPCTBEHHBIX CPEJACTB MH(POPMALIUU O MOOOYHBIX AEHCTBUSIX, HEXKENIATEIbHbIX
PEaKIMSIX, CEPhE3HBIX HEXKENATelIbHbIX PEAKIMIX, HENPEIBUACHHBIX HEXeNaTelbHbIX PEaKUUIX IpU
IPUMEHEHUU JIEKAPCTBEHHBIX IpenaparoB, 00 WHIUBUIYalbHOW HEMEPEHOCUMOCTH, OTCYTCTBUU
3GPEKTUBHOCTH JIEKapCTBEHHBIX IMPENaparoB, a Takke 00 HWHBIX QakTax Hu 00CTOATENbCTBAX,
NPEICTABISIONIUX YIrpo3y OKU3HM WM 370POBbIO 4YelloBeKa JHMOO KUBOTHOTO MpU HNPUMEHEHUU
JIEKapCTBEHHBIX IPENapaToB M BBISBICHHBIX Ha BCEX 3Tamax oOpallleHHs JIEKapCTBEHHBIX IPENnaparoB B
Poccniickoit @enepannu u Jpyrux rocyapcraax.

3. CyObexThl 0OpalleHus JIEKapCTBEHHBIX CPEACTB B MOPSJIKE, YCTAHOBICHHOM YIOJIHOMOUYEHHBIM
(denepanbHbBIM OPraHOM HCIOJHUTENIBHOM BJIACTH, 00s3aHBI cOOOIIAaTh B YIIOJIHOMOUYEHHBIN (enepaabHbIi
OpraH HCIIOJHUTEIBHONH BIACTH O TOOOYHBIX JEHCTBHSAX, HEXKEIAaTeNbHBIX pEeaKIUsaX, CEepbe3HbIX
HE)KENaTeJIbHbIX  pEaKUUsX, HENpeIBUICHHBIX  HEXKEJarelabHBbIX  peakuusx Mpu  [NPUMEHEHUU
JIEKapCTBEHHBIX NpenaparoB, 00 HMHIUBUAYaJbHOW HEMEPEHOCUMOCTH, OTCYTCTBHM 3((EKTUBHOCTH
JIEKapCTBEHHBIX IpenapaToB, a Takke 00 MHBIX (akTaXx M OOCTOSTENIBbCTBAX, MPEACTABISAIOLIUX YIPO3y
XKHU3HU WINH 3]I0pOBbIO 4YeJOBeKa JHOO >KMBOTHOTO NPU IMPUMEHEHHM JIEKapCTBEHHBIX IpEnaparoB MU
BBISBJICHHBIX Ha BCEX JTamax oOpalleHus JeKapCTBEHHBIX mpemnaparoB B Poccuiickoit Penepanuu u
JIPYTUX TOCYIapCTBaXx.

4. Jlepkatenu WIN BIaJeNbLbl PETUCTPALMOHHBIX YIOCTOBEPEHHMH JIEKApCTBEHHBIX IMpPENapaTos,
IOpUAMYECKHE JINIIA, Ha UM KOTOPBIX BBIJAHBI pa3pellieHus Ha MPOBeIeHUE KIMHUYECKUX UCCIIEOBaHUN B
Poccuiickoit ®eneparuu, 11060 yIIOIHOMOYEHHbIE MU IPYTHE I0PUIMUYECKHE JHIIAa B paMKax oOecreueHust
0€30MacHOCTH  JICKQpCTBEHHBIX  IpenapaTtoB B  IOpsJIKEe, YCTAHOBJIEHHOM  COOTBETCTBYIOIUM
YIIOJIHOMOYEHHBIM (pesiepaibHbIM OPraHOM MCIIOJHUTEIBHOM BIACTH, 00s13aHbI OCYIIECTBIIATH PUEM, YUET,
00paboTKy, aHAIM3 W XpaHEHHE MOCTYMAIOIIUX B HMX aJpec OT CYyOBEKTOB OOpalleHusl JeKapCTBEHHBIX
CPEACTB M OPraHOB TOCYAAPCTBEHHOM BJIACTH COOOIIEHWH O MOOOYHBIX JEHCTBHAX, HEKENaTeIbHBIX
peaklusx, Cepbe3HbIX HEXKENATENbHBIX U HEMPEIBUICHHBIX HEXEeIaTeIbHbIX PEeaKIUsIX MpU MPUMEHEHUN
JIEKapCTBEHHBIX NpenaparoB, 00 OCOOEHHOCTAX HX B3aUMOJCHCTBUS C JPYTMMHU JIEKapCTBEHHBIMHU
npenaparamMy, WHAMBUAYaJIbHON HENEepeHOCHMMOCTH, a Takke 00 WHBIX (hakTax H OOCTOSTENbCTBAX,
NPEACTABISIIOIUX YIPO3y JKU3HU MIIM 370POBbIO 4YEJIOBEKa JIMOO >KMBOTHOTO WM BIMSIOIIUX Ha
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W3MEHEHHE OTHOIICHUS OXKMJAEMOM TOJIb3bl K BO3MOXHOMY PHCKY NPUMEHEHHUS JIEKapCTBEHHBIX
IIpEIaparoB.

5. Ilpu BbIsABIICHMH WH(OpPMAIIMU O CEPHhE3HBIX HEXKENATEIbHBIX PEAKIUSIX W HEMPEIBUICHHBIX
HEKENaTeIbHBIX PEAKIMSIX MpPH NPUMEHEHUH JIEKaPCTBEHHBIX IMpEenaparoB, 00 OCOOCHHOCTAX UX
B3aUMOJICUCTBUS C APYTMMHU JIEKAPCTBEHHBIMU IMperaparamM, WHIAMBHAYAJIbHOW HENEPEHOCUMOCTH, a
Takke 00 MHBIX (DaKTax U 0OCTOATENHLCTBAX, BIUSAIOIINX HA U3MEHECHHUE OTHOIICHHS 0XKUIAEMOH TMOJB3bI K
BO3MOKHOMY PHCKY TIPUMEHEHHUSI JICKApCTBEHHBIX IIpEraparoB, JEpKaTeld WM  BIaJACNIbIIbI
PETUCTPALIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MpPENaparoB, OPUIAYECKUE JIMIA, HAa UMS KOTOPBIX
BBIJIaHBI pPa3peIlIeHUsT Ha TPOBEICHHE KIMHUYECKHX HCcclenoBaHuii B Poccwuiickoit deneparuu, au60
VIIOJTHOMOYCHHBIE HMMH JPyrue HOPUIMYCCKUE JIMIa O0s3aHbl TPUHATH MEpHI, HanpaBleHHBIC Ha
YCTPAHEHHE  HEraTUBHBIX  IOCIEACTBHI  NPUMEHEHUS  TaKUX  JIEKAPCTBEHHBIX  IpPEnaparos,
NpEeAynpekIeHUe MPUUMHEHUST Bpela KU3HU WIM 3/I0POBbIO YeJIOBEKa JIMOO JKMBOTHOTO, 3aIUTY MX OT
MPUMEHEHHUS TaKUX JICKAPCTBEHHBIX IIPEMapaToB, Ha IOMOJHUTEIbHBIN cOOp MaHHBIX 00 3()(EKTUBHOCTH U
0€30IaCHOCTH TaKHUX JIEKAPCTBEHHBIX MPENaparoB.

6. 3a HEcooO1IeHNE WM COKPBITHE UH(OPMAIIUHU, TPETYCMOTPEHHOM YacThi0 3 HACTOAMICH CTaThH,
JIEpKATENM  WIM  BJIAQACIbIbl  PETUCTPALMOHHBIX  YAOCTOBEPEHMU  JICKAPCTBEHHBIX  IPENaparos,
IOPUINYECKHE JINIA, HA UMsI KOTOPBIX BBIIAHBI pa3pelIeHUsl Ha MPOBEICHUE KIMHUYECKUX UCCIEA0BaHUN B
Poccuiickoii @enepanuu, U000 YMIOJTHOMOYEHHBIE HWMH JIpyrue IOPUIMYECKHE JIMIA, a TaKKe
JOJDKHOCTHBIE JIMIA, KOTOPHIM 3Ta HMH(OpMAlMs CTalla HM3BECTHA MO Poay HX MNpodeCCHOHATBHOM
JIEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOAATENbCTBOM Pocculickoin denepanmm.

7. Ilpu nony4eHUH YIOJTHOMOYEHHBIM (pe/iepalbHbIM OpPraHOM MCIOJIHHUTEIBHON BIACTU B paMKax
OCYILIECTBIICHUsT UM (papMakoHaa30pa JI0KA3aTeIbCTB O HECOOTBETCTBHM JICKAPCTBEHHOTO IIperapara
YCTAaHOBJICHHBIM TPEOOBaHUSAM WM TpPHU TMOJy4eHUH HHGOPMAIMM O HECOOTBETCTBUU MJAHHBIX 00
3pPEKTUBHOCTH U O 0E30IaCHOCTH JICKApPCTBEHHOTO Tperapara JaHHBIM O JIGKAPCTBEHHOM IIperapare,
COZIEPIKAIIMMCS B MHCTPYKIIUU TI0 €r0 MPUMEHEHHIO (B TOM YKCJI€ BBISBJICHHBIX B XOI€ OCYIIECTBICHHS
bapmakoHa30pa KOHTPOJIbHO-HA30PHBIMH OpPraHaMH HWHOCTPAHHBIX TOCYIapPCTB), YITOJHOMOYCHHBIH
denepanbHbIl OpraH UCMOIHUTENBHON BIACTH B YCTAHOBIEHHOM MM IOPs/IKE PACCMAaTPUBAET BOMPOC O
MIPUOCTAHOBJICHUU MMPUMEHEHHUS TAKOTO JIEKAPCTBEHHOTO Tperapara.

TAPAHT:

CMm. Meroauueckue pexkoMeHAanuu  OpraHu3anys CIyKObl MOHUTOpPHHra  0€30MacHOCTH
JIEKapCTBEHHBIX cpecTB (hapMakoHaa30pa) B KOMIAHUSAX TPOU3BOIUTENSIX JICKAPCTBEHHBIX CPEJICTB MU
JepIKaTeNsIiX PEeruCTPAllMOHHBIX YIOCTOBEpeHUil", yTBepkIeHHble Poc3apaBHam3opoM oT 25 OKTAOps
2008 r.

Cwm. KOMMCHTApPHUHU K CTATbC 64 HaCTOAIICTO CDezLepanLHoro 3aKOHa

Wndopmarms 06 H3MEHEHHUSIX:

Deoepanvhvim 3akonom om 22 oexabps 2014 2. N 429-D3 cmamovsa 65 nacmoawezo @edepanvroco
3AKOHA U30JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 urona 2015 e.

Cm. mexcm cmambwu 8 npedvloywel peoakyuu

Cratbs 65. [IprocTaHoBIeHNE TPUMEHEHHUS JIEKAPCTBEHHOTO TperapaTa

1. Ilpu nonmyuyeHUH UHPOPMALIMUA O HEKENATENBHBIX PEAKIUIX MPU MPUMEHEHUHU JIEKapCTBEHHOTO
mpenapara, He YyKa3aHHBIX B WHCTPYKIIMH TI0 MPHUMEHEHMIO JICKAPCTBEHHOTO IIpernapara, Cephe3HBIX
HEXENaTeIbHBIX peaklusx, 00 OCOOEHHOCTAX €ro B3aUMOJIEHCTBUS C JPYTUMHU JIEKAPCTBEHHBIMU
npenaparaMu, KOTOpble MOTYT MPEACTABIIATh YTPo3y KU3HHU WIIH 37J0POBBIO YeJIOBEKa JINOO KUBOTHOTO, a
Tak’k€ O HECOOTBETCTBUM JAaHHBIX 00 3(eKTHBHOCTH M O OE30MACHOCTH JIEKAPCTBEHHOTO Ipermapara
JIAHHBIM O JICKAPCTBEHHOM IIperapare, COAep KaluMcsl B MHCTPYKIIMH 10 €r0 IPUMEHEHHUIO, B TOM YHCIIE
OT YIOJIHOMOYEHHBIX OPraHOB WMHOCTPAHHBIX TOCYIapCTB, OOMEH KOTOPOW OCYIIECTBISETCS B
COOTBETCTBUM C COMAIICHUSIMH MEXAY YHNOJHOMOUEHHBIM (enepaabHbIM OpPraHOM HCIOTHUTEIHHON
BJACTH M YIIOJTHOMOYCHHBIMU OpraHaMu WHOCTPAHHBIX TOCYIApCTB, YIOJHOMOYEHHBIN (enepanbHbIi
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OpraH HCIIOJIHUTENIBHON BIIACTH PacCMaTpUBaeT BOIPOC O BO3MOXKHOCTU MPHOCTAHOBIIEHUS OOpalleHus
TaKOTO JICKAPCTBEHHOTO IMpemnapara B Mopsijike, YCTAHOBICHHOM YIOJHOMOYEHHBIM (pe/lepabHBIM OPraHOM
WCIIOJIHUTEJIbHOM BIIACTH.

2. Ilpy HeWCHNONHEHWW WM HEHAJUICKAIIEM WCIIOJHEHUN JACpXKATeIsIMU WM  BIaJeTbIlaMu
PErMCTPALIMOHHBIX YAOCTOBEPEHUU JIEKapCTBEHHBIX MPENApPaTOB, IOPUAUYECKUMH JULAMH, HA HUMsA
KOTOPBIX BBIJIaHbl PAa3pEUIEHUs HAa NPOBEACHUE KIMHUYECKHX UcchenoBaHuil B Poccuiickoit denepanuu,
VI YTIOJIHOMOYEHHBIMH UMHU JAPYTUMH IOPUINUYECKUMH JTUIIaMH 00S3aHHOCTEH, YCTAaHOBICHHBIX YacTsIMU
3 u 4 crareu 64 Hacrosimero denepanbHOTO 3aKOHA, JIMOO B CIyJasX MPEICTABICHUS COOTBETCTBYIOLTUM
YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOJHUTEIHHONW BJIACTU 3aKIIIOYEHHS O HEJIO0CTOBEPHOCTH
pEe3yAbTaTOB KIMHUYECKOIO MCCIEAOBAHUS JEKAPCTBEHHOIO Mpenapara Jjisi MEAUUMHCKOIO IPUMEHEHUS,
KOTOPOE€ OCHOBAaHO Ha pe3yJbTarax IPOBEPKHM MEIULMHCKON OpraHu3aluu, MPOBOJIMBILEH YKa3aHHOE
KIIMHUYECKOE HCCIIEIOBAHUE C HAPYUIEHUEM IIPaBUJI HAJICKAIIECH KIMHUYECKON MPAKTUKH, U MPUBEIIO K
MOJyYEHUIO HEOCTOBEPHBIX PE3YIbTaToOB, JMOO B Cllydyae HEBBIOIHEHUS MPEANHUCAHUS, BBIJAHHOTO
YIOJHOMOYEHHBIM  (peliepaibHbIM OPraHOM HCIOJHUTEIBHOM BIACTH IO HMTOTaM OCYIIECTBICHUS
BBIOOPOYHOTO KOHTPOJISI Ka4eCTBa JICKAPCTBEHHOTO Mpernapara, YIOJIHOMOYEHHBIN (enepanbHblii OpraH
WCIIOJHUTEJIBHOW BJIACTH B YCTAHOBJIICHHOM MM IIOPSJKE PACCMATPUBAET BOIPOC O MPHUOCTAHOBICHHH
MIPUMEHEHHU TAKOT'0 JICKapCTBEHHOTO Ipernapara.

TAPAHT:

O nmpemocTaBICHHMW TEPPUTOPUATIBHBIMH  YTpaBieHusMH Poc3apaBHam3opa HMHPOpPMAIUH O
HEI0OPOKaUYeCTBEHHBIX U (haTbCUPUITUPOBAHHBIX JICKAPCTBECHHBIX CPEACTBAX CM. Mpuka3 denepanbHOi
CIykO0bl O Han30py B cdepe 3ApaBOOXpaHEHUS W colHaibHOro passutus oT 8 deBpans 2006 r.
N 255-T1p/06

Wupopmarms 06 N3MEHCHUSX:

Cmamws 65 dononnena yacmoio 3 ¢ 15 uons 2018 2. - @edepanvhviii 3akon om 4 uionss 2018 2. N
140-@3

3. YnonHOMOuUeHHBIH (enepaabHBIl OpraH HMCIOJHUTEIHHON BIIACTH TIPH TIPEICTABICHUH €My
CBEJICHUI O HECOOTBETCTBHH MTPOM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHHSIM ITPABIII HAJUIeKAIIEH
NPOU3BOJICTBEHHON TPAKTHKU W (WJIK) O HapYIICHHH JIUIICH3MOHHBIX TPeOOBaHMIA, KOTOpbIC OBLIH
BBISIBJICHBl B XOZA€ TNPOBEACHHS WHCIIEKTUPOBAHHUS MPOM3BOAUTENS JICKAPCTBEHHBIX CPEICTB WIIH
OCYIIECTBIICHUS JIMIIEH3MOHHOTO KOHTPOJIA B c(epe MPOM3BOACTBA JICKAPCTBEHHBIX CPEICTB U MPUBEIN
WIM MOTYT TIPHBECTH K IPOHM3BOJICTBY JIEKAPCTBEHHBIX IMPENAparoB Il MEAWIMHCKOTO IMPUMEHEHWUS,
NPUYMHHUBIIMX WM CHOCOOHBIX MPUYMHUTD BPEJ XKU3HHU MJIH 3I0POBBIO TPaXKJIaH, paCCMaTPUBAET BOMPOC
O TIPUOCTAHOBJICHWM TPUMEHEHUS JIEKapCTBEHHBIX MpEnaparoB Ui MEIMIMHCKOTO IMPUMEHEHUS B
YCTAHOBJIICHHOM UM IOPSIJIKE B CICAYIOIIUX CIyYasX:

1) cocraB u (WiM) TEXHOJOTHsSI MPOU3BOJACTBA JICKAPCTBEHHOTO IMperapara sl MEJUIUHCKOTO
npuMeHeHus (C OmMCaHWeM CTaJuii MPOU3BOJACTBA) OTIMYAKOTCS OT 3asABICHHBIX B PETHCTPAIMOHHOM
JI0ChE;

2) JIeKapCTBEHHBIN Mpenapar JJIsi MEIUIIMHCKOTO TIPUMEHEHHs TIPOU3BENICH Ha MPOM3BOICTBEHHON
IUTONIA/IKe, HE YKa3aHHON B PETHCTPAIMOHHOM J0ChE;

3) y mpou3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB OTCYTCTBYIOT JOKYMEHTBI, MOATBEPIKIAIOIINE
COOTBETCTBHE KauecTBa JIEKapPCTBEHHOIO Tperapara Uil MEJUIMHCKOTO TPHUMEHEHHWs, BBOIUMOTO B
TPaKIAHCKUI 000pOT, TPeOOBAHUAM, YCTAHOBJICHHBIM MIPU €T0 TOCYIApPCTBEHHON PErUCTpaIlny;

4) TpOW3BOAMTENIEM JIEKAPCTBEHHBIX CPEACTB B COMIACOBAHHBI C  COOTBETCTBYIOLIMM
YIIOJTHOMOUYCHHBIM (e/IepalbHbIM OPraHOM HCIOJHUTEIBHON BIACTH CPOK HE YCTPAHEHBI HapyIICHHS
TpeOOBaHUHN TIPaBUJ HAJUIEKAIIEH MPOM3BOICTBEHHON NMpPAKTHKH M (MJIH) JHIEH3MOHHBIX TpeOOBaHUH,
KOTOpbIC OBUTH BBISBICHBI B XO/I€ MIPOBECHUS HHCIICKTUPOBAHUS TIPOU3BOMTEIIS JIEKAPCTBEHHBIX CPEICTB
WM OCYIIECTBICHHUS JHMIEH3HOHHOTO KOHTPOJS B cdepe NPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB H
NPUBEITM WM MOTYT TPUBECTH K TPOU3BOJCTBY JIEKAPCTBEHHBIX MPEMAparoB Ui METUIIMHCKOTO
NPUMCHEHHS, IPUYUHUBIINX WIN CIIOCOOHBIX IPUYMHUTD BPE XKH3HU WIIH 3JOPOBBIO TPaXK/IaH.

Wndopmarms 06 N3MEHCHUSX:
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4. YnoaHOMOYEHHBIH (enepanbHbli OpraH HCIOIHUTENBHOM BIACTH NPH HAIMYUU Yy HETo
CBEJICHUI O HECOOTBETCTBHH MTPOM3BOIUTEIIS JISKAPCTBEHHBIX CPEICTB TPEOOBAHHSIM ITPABIII HAJUICKAIICH
IPOU3BOJICTBEHHONW MpPaKTUKW W (WJIM) O HapyIICHHU JMICH3UOHHBIX TpeOOBaHUil, KOTOpbIC ObLIH
BBISBJICHBI B XOJ€ TIPOBEICHHS WHCIICKTUPOBAHHUS IPOM3BOAUTENS JICKAPCTBEHHBIX CPEICTB WM
OCYIIECTBICHUS JULEH3HOHHOTO KOHTPOJI B c(epe MPOU3BOACTBA JICKAPCTBEHHBIX CPEIICTB U IPUBEIN
WIM MOTYT TPUBECTH K HPOM3BOJCTBY JICKAPCTBEHHBIX IPEMapaToB JUIsi BETCPHHAPHOTO IMPUMEHEHWUS,
NPUYMHUBIINX WJIM CHOCOOHBIX MPUYMHUTH BpEX XM3HW WIM 3JI0POBBIO JKMBOTHBIX, PacCMaTpUBacT
BOIIPOC O MPUOCTAHOBJIICHUH Peaii3allii U IPUMEHEHHUS JICKApPCTBCHHBIX MPENapaToB Ui BETCPUHAPHOTO
INPUMEHEHHS B YCTAHOBJICHHOM MM TOPS/IKE B CICTYIOMINX CITydasx:

1) coctaB u (MaM) TEXHOJOTHS MPOHM3BOICTBA JICKAPCTBEHHOT'O Iperapara JUisi BETEPUHAPHOTO
npUMeHeHHs (C OmMcaHueM CTaauil MPOM3BOJACTBA) OTIMYAIOTCS OT 3asBICHHBIX B PETrHCTPALMOHHOM
J0ChE;

2) NeKapCTBEHHBIH MMpenapar JUis BETePUHAPHOTO IPUMEHEHHS TPOM3BE/ICH Ha MPOU3BOACTBEHHOM
IUTOINAJKE, HE YKa3aHHON B PETUCTPAMOHHOM JIOCKE;

3) y NpOU3BOIUTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEPIKAAIOIINC
COOTBETCTBHE KadecTBa JICKAPCTBEHHOTO Iperapara Uil BETEPHUHAPHOTO NPHUMEHEHUsS, BBOIUMOIO B
TpaKAaHCKUH 000pOT, TPeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €T0 FOCYIapCTBEHHON PErucTpanuy,

4) TPOW3BOAMTENIEM JIGKAPCTBCHHBIX CPEACTB B  COIVIACOBAHHBI C  COOTBETCTBYIOLIMM
YIIOJTHOMOUYCHHBIM (pe/IepaIbHbIM OPraHOM HCIIOJHUTENIBHOM BIACTH CPOK HE YCTPAHEHBI HapyIICHHS
TpeOOBaHUHN TIPaBUII HAIUICKAIICH MPOM3BOICTBEHHON NpPAKTHKU M (MJIM) JHMIEH3MOHHBIX TPEeOOBaHUH,
KOTOpBIEe OBUTH BBISBICHBI B X0/I€ IPOBEACHUS HHCIICKTUPOBAHUS TIPON3BOAMTEIIS JIEKAPCTBEHHBIX CPEACTB
WIA OCYIIECTBJICHHUS JIMIEH3MOHHOTO KOHTPOJIS B cepe MpoM3BOACTBA JIEKAPCTBEHHBIX CPEICTB H
NpUBENN WIA MOTYT TIPUBECTH K IPOM3BOJACTBY JIEKAPCTBEHHBIX IPENaparoB i BETEPUHAPHOTO
NPUMEHEHHS, TPUYUHUBIINX WIN CIIOCOOHBIX MPUYMHUTD BPE XKU3HU WIH 3/J0POBBIO JKUBOTHBIX.

Wndopmaryst 06 n3MEHEHMIX:

Cmamws 65 oononnena wacmsamu 5 u 6 ¢ 1 sneaps 2023 2. - @edepanvuwiii 3axon om 27 dexabpsi
2019 2. N 475-@3

Cm. 6yoywyro pedaxyuio
T'APAHT:

Cwm. KOMMCHTApPHUHU K CTATbC 65 HaCTOAIICTO CDezLepanLHoro 3aKOHa

Wndopmarms 06 H3MEHEHHUSIX:
Cmamuws 66 usmenena ¢ 1 mapma 2020 2. - @edepanvhuiii saxon om 27 dexaops 2019 2. N 475-D3

Cm. npedvloyuyro pedaKyuio

Crarbs 66. MHdopmarus o pezynprarax GpapmMakoHaazopa

VYrnonHOMOUEHHBIH  (enepadbHbIi  OpraH  HMCIOTHUTEIBHOW  BJIACTH,  OCYIIECTBIISIOIINA
dapmakoHa30p, MO €ro pesyiabraraM pa3MellaeT Ha cBoeM o¢uIMaibHOM caiite B cetu "MHTepher"
UH(GOPMAIHIO O:

1) BBISBICHHHM HOBBIX ITONTBEPIKIACHHBIX JaHHBIX O MOOOYHBIX JEHCTBHUSX, HEXKENIATEIbHBIX
peaKIusIX, Cephe3HBIX HEKENATeIbHBIX PEaKIUsIX, HENPENBUICHHBIX HEKENATeIbHBIX PEaKIUsIX Mph
NPUMEHEHUH JIEKapCTBEHHOIO Mpernapara, B TOM YMCIIE BIUSAIONMX Ha OTHOLICHHE OXHMJAeMOM IMOJB3bI K
BO3MO)XHOMY PHCKY IPUMEHEHHs JAHHOTO JIGKapCTBEHHOTO TIpernapara,

2) IPUHATHIX PEIICHHUSX O BHECEHUM M3MEHEHHUH B MHCTPYKIIMIO 11O IIPHMEHEHUIO JIEKapCTBEHHOTO
npernapara, 0 MPUOCTAHOBJICHHH MPHUMEHEHHs JIEKAPCTBEHHOTO TIpernapara, 00 U3BSITHH W3 OOpamieHHs
JIEKapCTBEHHOTO MpernapaTa Wik 0 BO300HOBIEHUH IPUMEHEHHUS JIEKapCTBEHHOTO Ipenapara.

TAPAHT:
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Depepanbhbiii 3akoH oT 12 anpens 2010 r. N 61-®3 "O6 obpateHin ieKkapcTBeHHbIX cpencts” (c ...

Cwm. KOMMCHTAapHH K CTaTbC 66 HaCTOALICTO qDCI[CpaJ'IBHOFO 3aKOHa

Wndopmarms 06 H3MEHEHUSIX:
Haumenosarnue uzmeneno c 1 snsaps 2018 e. - @edepanvuwiii 3axon om 28 oexaops 2017 2. N 425-D3

Cm. npeodwvloywyro peoakyuio
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