HPABUTEJILCTBO
JYTAHCKOW HAPOJTHOM PECITYBJIMKHN

INOCTAHOBJIEHUE
oT «17» nexabps 2019 roma Ne 777/19
r. JIyranck

O BHecennu usmeHenni B Ilos10:keHMe 0 JTMLIEH3MPOBAHUM
(papmaneBTHYECKOM AeATEJIbHOCTH

B cootBerctBum co crateamu 13, 23 3akona Jlyranckoi Hapomanoii
Pecniy6rmku ot 31.07.2019 Ne 77-111 «O IlpaButensctBe Jlyranckoit Hapomnoit
Pecniyommkmy», IlpaBurensctBo Jlyranckoit Haponnoit PecriyOnuku nocTaHOBIISET:

1. Baectu B IlomokeHne O  JMIEH3WPOBaHWM  (hapMalleBTUIECKOM
JeATEIbHOCTH, YTBEPIKJIEHHOE mnocTaHoBieHHMeM CoBera MunHucTpoB Jlyranckoit
Hapoano#t PecnyOmmku ot  28.12.2019 Ne 911/18 «O nuneH3upoBaHUU
bapMareBTUYeCKO AeITeIbHOCTHY CJEIYIONINE N3MEHEHMUS:

1.1. 3m0uTh MOIMYHKT «XK» moamyHkTa 1) mynkra 1.8 pa3mena | «O0mme
MIOJIOKEHUSI» B CIIEAYIOLICH PeIaKIuu:

’K) KOIMMH JOKYMEHTOB, IOJTBEPKIAIOIINX HATUIUE Yy COMCKATENS JIUIIEH3UN
Ha IIpaBe COOCTBEHHOCTH WJIM HA MTHOM 3aKOHHOM OCHOBAHUU 3/1aHUI ¥ TTIOMEIICHUIH,
HEOOXOJIMMBIX JIJIl OCYIIECTBICHUS JTUIEH3UPYEMOU JIESITEIbHOCTH U OTBEYAIOIIUX
YCTAaHOBIICHHBIM TpeOOBaHMSIM, a TaKKe€ KONMM TEXHMYECKOTO IMacropTa
Ha rnoMeireHue (MIaH-cXeMa M SKCIUIMKAIKS ), 3aBEPEHHbBIC IIOAMUCHI0 PYKOBOIUTEISA
IOpUIMYECKOT0 JIMIa WM (U3UYECKOTO JHIla — MNPEANPUHUMATENIS W TeYaTbio
(Mpu HATTUYUK);».

1.2. I310uTh TMOANMYHKT «J» moamnyHkTa 1) myHkra 1.8 pazmena | «O6mme
MOJIOKEHUS» B CJICAYIOIICH PElaKINu:

«JI) KOTIMM TPUKA30B O HA3HAYEHUH YITOJTHOMOYEHHBIX JIMII, OTBETCTBEHHBIX
3a TPOBEJECHHWE BXOJHOTO KOHTPOJII KAuyeCTBAa JICKAPCTBEHHBIX CPEICTB JIs
MEAUIIMHCKOTO  MPHUMEHEHUSI TPU  OCYIIECTBICHHH  ONTOBOM  TOPTOBIH
JICKApCTBEHHBIMH CPEICTBAMU /ISl MEAUITMHC KOTO MTPUMEHEHHUS, MX XpaHCHUSI U /WU
PO3HUYHOM TOPrOBIIM JICKAPCTBEHHBIMU  CPEJICTBAMU I MEIUIIMHCKOTO
NPUMEHEHHS, MX OTIYCKAa, XpaHCHWs W HW3TOTOBJICHHS, 3aBEPEHHBIC IOJMUCHIO
JTUPEKTOpa Ui (PU3UYECKOTO JIUIIA — MPEATPUHUMATENS U TTeYaThIo (IPU HATTMYHH ).

1.3. B a6zaune tperbem mnyHkra 2.1 pasmena Il «OGuieopranu3aimoHHbIE
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TpeOoBaHusI B cdepe OOpalleHusl JICKAPCTBEHHBIX CPEICTB MAJISI METUIIMHCKOTO
IPUMEHEHNS» UCKIIOYUTh CJIOBO «IIPOU3BOJIUTENSI.

1.4. IBnoXuTh YETBEPTHIN ab3arr MyHKTa 2.4 paznena
II «O6ueoprannzanuoHHble TpeOoBaHUA B cdepe OoOpallleHHs JIeKapCTBEHHBIX
CPEACTB JUIsl MEAULIMHCKOTO IPUMEHEHUS» B CIEAYIOLIEH PEAaKIUu:

«HAJIMYHE JIMIA, OTBETCTBEHHOTO 32 MPOBEICHNUE BXOTHOT'O KOHTPOJIS KaUueCTBa
JIEKapCTBEHHBIX MPENapaTroB JJIs1 MEAUIIUHCKOTO TPUMEHEHUS) .

1.5. Uckmounts ab3an; nepBblii myHkTa 6.18 pazmena VI «ChnenuanbHbie
TpeOOBaHUSI K  PO3HMYHON  TOpProBji€  JIEKAPCTBEHHBIMU  CPEACTBAMHU
JUISI MEULIMHCKOTO IIPUMEHEHHS .

2. HacTosimee mocTaHoOBieHHWE BCTymaeT B cwiy depes 10 mHel co mHS
ero o(UIMATLHOTO OMyOIMKOBAHUS.

IIpencenarens IlpaBurenscTBa
Jlyranckoii Haponnoii PeciyOomku C. N. Ko3nos



