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MWHNCTEPCTBO 3[1paBOOXPaHEHUS
Poccuiickoin depepaunn

PELEPANIBHASA CNYXXBA MO HAA3OPY
B COEPE 3[JPABOOXPAHEHSA Cy6beKTbl 06palleHns

(POC3OPABHALS3OP) NEKapPCTBEHHbLIX CPeaCcTB

CnaBsiHcKas nn. 4, ctp. 1, Mocksa, 109074
TenedioH; (495) 698 45 38; (495) 698 15 74 TeppuTopmnanbHbie opraHbl

depfepanbHOM CNyXo6bl N0 HaA30py B
chepe 34paBoOOXpPaHEHMNS

Ha No oT
MeanymHCcKme opraHusaLum
O npekpalyeHnmn obpalyeHns OpraHbl ynpasneHus
Cepnn nNeKapcTBEHHOro cpefcTsa 3[1paBOOXpPaHEHNEM CyOHLEKTOB

Poccuinckon degepaumn

denepanbHOM Cny>XX60M Mo HaA30py B chepe 34paBOOXPAHEHMS NPUHATO PELLEHME O
npekpaweHn obpalleHUs NeKapCTBEHHOro cpeacTsa «XMOPrekKCUAuH, pacTBop A
MECTHOI0 N Hapy>HOro npumeHeHus 0,05% 100 mn, dpiakoHbI-KanenbHULbI NOSIMMEPHbIE
B KOMM/EKTE C KPbIWKON HaBMHYMBAEMO W npobKoin-kanenbHuuen (1), nayvyku
KapToHHble» cepun 170818 npowmssoactea OAO «KemepoBckas apmaLieBTunyeckas
(habpuka» (Poccus), B CBA3N C MH(OPMaLMein O BbISIBIEHMM B pamKax BblGOPOYHOrO
KOHTPO/IA KayecTBa  JIEKAPCTBEHHbIX cpencTs 3KCMEPTHOM  opraHusaLlmen
orey «MMUIYAOCMI» Poc3gpaBHags3opa  (MockoBcKas naboparopus)
HEeCOOTBETCTBMSA  KauyecTBa MapTUM  BbllleyKa3aHHOro JIeKapCTBEHHOro  CpeAcTsa
TpeboBaHNAM HOPMATMBHOW [OKYMeHTauMu Mo rnokasatento «MuKpobuonormyeckas
4YnCTOTa», BNagesney, nNaptTmm nekapcreeHHoro cpeacrtesa OO0 «JlecTa-Papm» (r. Mockaa,
Baplasckoe wocce, 4. 81, kopn, 1).

TepputopuanbHoMy opraHy Poc3gpaBHagsopa no r. MockBe M MOCKOBCKOW
061acTM 06eCcneYnTb KOHTPO/b 3a U3BbATUEM M3 TPaXKAAHCKOro 060poTa U YHUUTOXEHMEM
B YCTaHOB/NIEHHOM MOpPsAAKe YKa3aHHOW MapTUK HeA06pOKayeCcTBEHHOrO N1EKapCTBEHHOIO
cpefcTsa.

Cyb6bektam obpaleHus JfleKapCTBEHHbIX CpPeAcTB, BK/Yas  MeLUUMHCKME
opraHusauun, HagneXxxuT MNPUHATbL Mepbl, HanpasfieHHble Ha co6nogeHne TpeboBaHWI
n. 30 [paBun Hagnexawlen nNPakTUKN XpaHEHUA W MepeBO3KM NIeKapCTBEHHbIX
npenaparos A1A MeAULUMUHCKOro MPUMEHEHUs, YTBEPXAEHHbIX npukaoMm MwuH3gpasa
Poccum oT1 31.08.2016 Ne 646H. O pesynbTaTax MpoBeAeHHON paboTbl cneayet
MH(OPMUpPOBaThL TEPPUTOPUASIbHBIE OpraHbl Poc3apasHajsopa.

TepputopuanbHbiM — opraHam  Poc3gpaBHagsopa 00ecnevynTb  KOHTPO/Nb 32
BbISIBIEHVEM U U3bATMEM U3 06paLLeHMs YKa3aHHOW Cepuun /IeKapCTBEHHOro rpernapara.
O npoBefeHHOW paboTe MH(pOpMUpPOBaTL Poc3gpaBHaA30p.

depnepanbHaa cnyxba Mo Hagsopy B cdepe 34paBOOXPaHEHUA  yKasblBaeT
N3rotoBuTento  (NMpogasuy,  uyy,  BbIMOJHAKOWEMY  (YHKUMM  WMHOCTPaAHHOIO
N3roTOBUTENSA) AAHHOW CepuKn NeKapCTBEHHOrO CpeAcTBa Ha HEOOXOAMMOCTL MPOoBeAeHUS
MeponpuATUA, MNPeayCMOTPEHHbIX cTaTbeir 38 ®deaepanbHOro 3akoHa oT 27.12.2002
No 184-d3 «O TeXHUYECKOM PerynmpoBaHuny.



Poc3apaBHaA30p NpeAnncbiBaeT U3roToBuTeNto (MpoaasLy, 1Ly, BbIMOMHAOLIEMY
(YHKLUMN MHOCTPAHHOIrO W3rOTOBUTENS) B TEUEHME [AECATU AHeli ¢ MOMEHTa MOosyyYeHus
MHopMaLMM O HECOOTBETCTBMU JIEKAPCTBEHHOIO CpeacTBa 06s3aTe/lbHbIM TPe6oBaHMAM
K KauyecTBy paspa6oTaTb WM coryiacoeatb ¢ Poc3apaBHaA30poM MporpamMmy MeponpuaTuii
Mo NpeAoTBPaLLEeHMI0 YTPOo3bl NMPUUMHEHWUS BPeAa XXU3HW 1 3[0P0BbI0 FpaXKaaH.

Bpuo pykosoauTtens [.1O. MNasnokos

C.A. Tapacosa
84995780127



