MUWHUCTEPCTBO 3A4paBOOXPaHEHUS 2168172
Poccuitickonn depepaunm

®EAEPAJIBHASA C/TY>XBA MO HAL30PY r
B CPEPE 3[1PABOOXPAHEHWA CybbeKTbl 06paLLeHNs
(POC3APABHA/3OP) NeKapCTBEHHbIX CPeACTB
CnassHckaa nn. 4, ctp. 1, Mocksa. 109074
TenedhoH: (495) 698 45 38; (495) 698 15 74 TepputopuanbHble opraHbl
" depnepanscHoOM cnyX6bl No Haa3opy
OA N OEYV - /m/ B chepe 3paBOOXPaHeHMs
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MeanLUMHCKMe opraHnsaynm

O npekpalleHnn obpatleHns OpraHbl ynpasneHus
Cepun NeKapCcTBEHHOIO CpeacTBa 3/DaBOOXPAHEHMEM CyGbEKTOB
Poccuiickon ®efepaunn

denepanbHON CNyX60i MO HaA30pY B cdhepe 34pPaBOOXPAHEHMA MPUHATO PELLEHME O
npekpaweHnn obpalieHns eKapCTBEHHOro cpeactBa «lMMaHTOKPUH [MaHTes®, 3KCTpakT
AN nNpuema BHYTPb XuUAKWMA 50 Mn, OYyTbINKM M3 KOPUYHEBOro ctekna (1), nmayvku
KapToHHble» cepun 0020030716 npoussoactea 3A0O «3Banap» (Poccua) B cBA3M C
MH(opMaLMed O BbIBNEHUM 3KCMepTHOW opraHusauymein ®Irey «MMUIYAOCMI»
Poc3apasHagsopa (KpacHospckuii unvan) B paMkax BblGOPOYHOI0 KOHTPOJA KayecTsa
NeKapCTBEHHbIX CPeACTB HECOOTBETCTBUA MapTUM  BblleyKa3aHHOro JieKapCTBEHHOr0
cpeactea TpeboBaHMAM HOPMaTUBHOW JOKYMeEHTauuu No nokasatento «KonnyecteeHHoe
onpefeneHve», Bnajeney napTum nekapcTeseHHoro cpeactea 3A0 «3Banap».

TeppuTopnanbHblM  opraHam  Poc3apaBHaj3opa 06ecneynMTb  KOHTPO/b  3a
BbISIBNIEHWEM U N3bATUEM M3 0OpaLleHNs yKazaHHON Cepun IeKapCTBEHHOIO CpeacTBa.

O npoBefieHHOW paboTe MH(pOpMUpoBaTbL Poc3apaBHan30p.

depepancHas cnyxba no Hag3opy B cepe 34paBOOXPaHEHMA yKasblBaeT
n3rotoeutento  (npogasuy,  NuUy,  BbINOMHAKOWEMY  (QYHKUMW  WUHOCTPAHHOIO
M3roTOBUTENS) YKa3aHHOW CepuuM IeKapCTBEHHOro CcpeAcTBa Ha Heob6X0AUMOCTb
NpoBeAeHNA MeponpuAaTUiA, NpeayCcMOTPeHHbIX cTaTbeld 38 PeaepanbHOro 3akoHa OT
27.12.2002 Ne184-®3 «O TeXHUYECKOM pPerynnpoBaHum».

Poc3gpaBHaA30p npegnucbiBaeT M3roToBUTENO (Mpogasly, NLY, BbINOHAKOLWEMY
()YHKUMM WMHOCTPAHHOIO W3roTOBMTENS) B TEYEHWE AeCATU AHEW C MOMEHTA MONyYeHuUs
MH(OpMaLMmM 0 HeCOOTBETCTBUW NIEKAPCTBEHHOI0 cpefcTBa 0653aTeNlbHbIM TpeboBaHUAM
K KayecTBy pas3paboTaTb M corfacoBatb C Poc3gpaBHaf30poM nporpaMmmy MeponpuaTunia
Mo NpeAoTBPAaLLEHNIO YIPO3bl NPUYUHEHNS BPeda XXNU3HU U 300POBbI0 rpaXkaaH.
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