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B cthepe 3ApaBOOXpaHEHUS
Opranusanui, 0CymeCTBIISIONHS
IKCHEePTH3Y KadecTBa
JIeKapCTBEHHBIX CPENICTB

O mocTymenuy nidopMamn MenuuuHCKHe OpraHU3aIliN
O BBISIBNIEHHMH HEA0OPOKAYECTREHHBIX
HEeKapCTBEHHBIX CPEICTB Oprass! ynpaBieHHS

3/lpaBOOXpaHeHHeM CYOREKTOB
Poccutickoit Oejepanuu

@epepanbhas cnmyxba mo Hamzopy B cdepe 3MPaBOOXPAHEHMS COOOIIAET O
HOCTYIJIEHWH  MHGOPMallMM O BBIIBIEHHH JIEKAPCTBEHHBIX IPENapaToB, KadyecTBO
KOTOPBIX HE OTBEYAET YCTAHOBJICHHEIM TPeOOBAHHSIM:

1. 3abpaxosanneie I'BY3 Ceepmiosckoii obnactn «lleHTp KoHTpois KauecTBa H
CEPTHOUKAIMH JISKApCTBEHHBIX CPSIACTB»:

- Kamust xnopupa, KOHIEHTpaT Uil OPHIOTOBIEHMs pacTBopa s HHQy3wmit
40 wmr/mn 10 M, ammynasr  (10), xopoOkM KapTOHHBIE, IIPOM3BOJICTBA
OAO «Mocxumbapmmpenaparsl» uM. ILA. Cemamxo» (Poccus), HOCTaBIMK
I'VII «CO ®apmanusy», CBepanoBckas 061acTh, mokasarenb «MapKkupoBka» (JacThb
aMITyJl HMECT YaCTHYHO CTEPTYIO MApKUPOBKY) - cepuu 800812;

- ['moko3a-OckoM, pacTBop Iisi BHYTpHBEHHOro BBemeHms 400 mr/mn 10 Mo,
aMmIoynel  (5), YMakoBKU S4YeHKOBBIE KOHTYpHbie (2), [Aukd KapTOHHBIE,
npoussoacTsa OAO «Hayurno-nponsBoactsennsiii konuepn « JCKOM» (Poccus),
moctaBik OO0 «ExatepunOypr-®apm», Ceepaniosckas o0macTh, IOKA3aATENb
«YnakoBkay» (4acTh aMITyJi IIOKPhITa OeIlbIM HaneToM) - cepun 130513;

- Kanmpums Xxnopun, pacTBOp Ui BHYTpPHBEHHOTO BBeaeHuss 100 Mr/mi, amimyJibl
10 M (10), ynakoBku suelikoBbie KOHTYpHBIE (MoamoHEI)(1) co ckapupHUKATOPOM,
Ma9KH KaproHHbie, npoussonactBa «llansnyn Hlsnny ®apmackrotuxan Ko. JItm.»
(Kurait), mocraBmuk ['VII CO «®@apmarma», Ceepaiiosckas 06acTe, nokasareib
«YnakoBka» {(4acTb aMIyJi IOKpLITa OellbIM HajeToM) - cepuu 130714,

-
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TepputopuansnoMy oprany PocampaBHamsopa mno CBepaioBckoil  oGnacTd
O0ECIEYnTs KOHTPONb 33 M3BATHEM M YHMYTOXKEHHEM B YCTAHOBIEHHOM HOPSIKS
YKa3aHHBIX IAPTHH JIEKAPCTBEHHBIX CPEIOCTB MX Bhagensuamd. O pesyaprarax
HHpOpMEpoBaTh Pocsnpasranzop.

QenepaibHas coyxkba 1o Hamzopy B chepe 3PABOOXpAHEHHSA IIpeijaraeT
CyObeKTaM 0OpaIneHns JIeKapCTBEHHBIX CPENCTB, MEIUIMHCKAM OPTaHHM3aHAIM IPOBECTH
IPOBEPKY HAIMYMA HHBIX TIApTHH YKa3aHHBIX JIEKAPCTBEHHBIX CPEACTB, a TaKKe
MEPONIPUATHS, MPEAYCMOTPEHHBIE cTathelt 38 @epepansHOro 3akona ot 27.12.2002
Nel84-@3 «O TexuumyeckoM perynuposamum». O pesynbTaTax HHGOPMHPOBAThH
TEPPUTOPHANBHLIN opran Poc3aparuanzopa.

TepputopmanespiM  opraHam  PocampasHagzopa o6ecleduTs KOHTPOdb 34
HCIIOJIHEHUEM CyOheKTaMH oOpallleHus JEKapCTBEHHBIX cpelcTs DelepallbHOro 3aK0HA
oT 12.04.2010 Ne 61-®3 «O6 oOpaiieHur IeKapCTBEHHBIX CPEACTB» (CTaThs 57) B 4acTH
CODMOIEHHS 3aIPeTa Ha Peallu3al|Io Hel0OPOKAUECTBEHHBIX JIeKAPCTBEHHRBIX CPEICTB.

Qenepanmbhad  cayxba 10 Hag3opy B cdepe 30paBOOXpAHEHMs YKa3bIBAeT
M3rOTOBUTEAM  (IIPOAABILy, JIMLY, BHIMONHSIOMEMY (QYHKIMH  HHOCTPAHHOTO
U3TOTOBHUTENIA) IEPEIHCICHHBIX CEpUMl JIEKAPCTBEHHBIX CPEICTB Ha HEOOXOAMMOCTD
IIPOBE/ICHUS MEPOIIPHATHM, IPEeNyCMOTpeHHBIX cTaTheil 38 demepanpHOro 3aKoHa OT
27.12.2002 Ne184-03 «O TeXHUYECKOM PEryIHpPOBAHALY.

PocsapasHanszop npeanuceiBaeT H3rOTOBUTENSM (ITPOIABILY, JIMILY, BHIIOJHAIOMEMY
(GyHKIME MHOCTPAHHOI'O M3TOTOBHUTENS]) TPE/ICTABUTL B TeUeHHE JECATH NHEH ¢ MOMEHTa
BLIXOZla TAHHOTO NUChMa B 3JIEKTPOHHOM BHJE Ha afpec: control ls@roszdravnadzor.ru ¢
NOCHENYIOMICH TOCEUIKOH Ha OyMaKHOM HOCHTEle HHQOPMAIIHIO O IPOBEACHION padoTe,
BKIIIOYasd MIPOrpaMMy MEPOIPUATHI 110 Ipe;IOTBPALCHHIO TPHIHHEHUSA Bpeaa.

®enepalnbHas cIyk0a MO Hau30py B cdepe 31paBooxpaHeHrs o6paiaeT BHUMAHHE,
4YTO HEMPEJCTABICHUE HIM HECBOEBPEMEHHOE IIpelcTaBicHue, JMOO NpCIACTaBICHHE
3aBEIOMO HEAOCTOBEPHBIX CBefeHuM B Poc3apaBHam30p, a TakKe HEBBLINOJHEHHE B
YCTaHOBNEHHBIH  CPOK  OpeANHCaHWs,  pemenus  Poc3apaBHag3opa  BIedeT
OTBETCTBEHHOCTD, IPEAYCMOTPEHHYIO COOTBETCTBeHHO ¢T.19.7.8. 1 1.21 cT.19.5 Konexca
Poccuiickoii ®enepanny 06 aIMUHUCTPATHBHAIX [IPABOHAPYIIEHUSIX.
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