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Poccuiickoii Penepanun

PEJEPAJILHAY CJHVIKBA IO HAN3O0PY I'_
B COEPE 3[IPABOOXPAHEHUS Cy6BexTsr ofpamen T
(POC3IIPABHAI30P) PalCHUA
PYKOBOIMTEIE JIEKApCTBEHHBIX CPECTB
Crasstckas . 4, ctp. 1, Mocksa, 109074
Tenegon: (499) 578 02 30; (495) 698 15 74 ® TePPHT?'PHaHBIg_He OpraHsl
1647 2076 N O%C/-,Z,éé’@//é eIepaNbHOM CITy>KObI 110 HAI30pY B
N 7 cdepe 31paBOOXpaHEHUS
Q oT
[ ] MenuiEHCKIE OpTraHu3aIin
O npexk H
PCKPAIICHHH O0pammeny s OpraHb! yIIpaBlIeHHs

CE€PHH JICKapCTBCHHOI'O CPpEACTBA
3paBOOXpaHEHUEM CyOHEKTOB

Poccuiickoli Oeneparun

Denepaneroit cmyx6oi#t o Haxzopy B chepe 3ApaBOOXpaHEHHS IPHHATO PEIICHHE O
OpeKpaleHuy ofpalieHus JISKapCTBEHHOro cpenctBa «JlexcaMeTasoH, pacTBOp JUiA
HHBEKIMA 4 Mr/miu, 1 M, ammoynsr (25), suencTsle KapTOHHBIE peineTkd (1), madkm
kapToHHbIe» cepun DX-218 mpoussoacrBa «Dmbda JlabGoparopms» (MHmus) B CBSI3H C
HHpOpMaLHell O BBIABICHUH B paMKax BEIGOPOYHOrO KOHTPOJS KA4ecTBA JIEKAPCTBEHHBIX
CPEeIICTB  SKCIEpTHOH opranmsamuedt @OIBY «MUMI[DYAOCMII» PocsapasHaazopa
(Cambepononbekuit  ¢uiman) HECOOTBETCTBHS KadecTBa IAPTHH  BHINIEYKA3aHHOIO
JEKapCTBEHHOr0  cpefcTBa  TpeOOBaHWSM  HOPMATHUBHOM  JOKyMEHTALMH IO
ITOKa3aTelto «KomraectBeHHOE oIlpenieNieHre (MeTHIMaparuApoKCcHOEH304aT,
IpONWINaparuapoKcuben3oar)»,  BIAAeNell  ITapTHH  JIEKAPCTBEHHOTO  CpeNCTBa
I'BY3C «I'opozckas 6onbrrma Ne2y (yi. Bakyfienayka, 1. 9, I.¢.3. CeBacTonods).

TeppuTopuaiibHOMYy opraHy -PoczgpaBHam3opa no Pecnybimmke KpemM m ropoxmy
¢enepanbHOro 3Ha4YCHUS CeBacTONOMIO 00ECIeUNTh KOHTPOIh 32 H3BATHEM U3 IPKIAHCKOTO
ofopoTa M  YHHYTOXEHHEM B  YCTAHOBICHHOM IOpANKEe  yKa3aHHOX  MapTHH
HeToOpOKa4eCTBEHHOT'O JIEKApPCTBEHHOI'O CPENICTBA.,

TeppuropransHeIM opranaM Poc3gpaBHam3opa 06eceYdTs KOHTPOIIb 32 BBIABICHHEM
U U3BATHEM U3 O0OpallleHus YKa3aHHOM CEpUH JIEKapCTBEHHOTO CPEJICTBA.

O npoBeneHHO# pabote HHPOpMHUpPOBaTh Poc3apaBHaa30p.

QepepabHast  cimyxba o Hamzopy B cdepe 3ApaBOOXPaHEHMs  YKa3hIBAaeT
H3rOTOBUTENO (TIPOAABILY, JIHILY, -BLITONHAOIIEMY (GYHKIIMA WHOCTPAHHOTO M3TOTOBHUTEIS)
yKa3aHHON CEepHH JIEKAPCTBEHHOI'O CPEACTBA Ha HEOOXOAUMOCTh IIPOBEICHHS MEPOIIPUSITHH,
IpexycMOTpeHHBIX cTatheit 38 ®enmepampHOro 3akoHa ot 27.12.2002 Nel84-03 «O
TEXHUIECKOM PETyIHPOBaHUM.

Poc3paBHAN30p NPENNMCHBAET H3TOTOBUTEMO (IPONABIY, JIMIY, BEINOJHSIOLIEMY
(QyHKIME WHOCTPaHHOrO HM3TOTOBWTEILST) B TCUEHME NeCATH OHeH ¢ MOMEHTa MOJNydJeHHS
HHGOPMALFH O HECOOTBETCTBHH JIEKAPCTBEHHOIO CpelcTBa 00s3aTeNIbHBIM TpeOOBaHUAM K
KadecTBY pa3paboraTh M corylacoBaTh ¢ Poc3apaBHaa30poM MpoipamMMmy MEpOIPHATHH IO
IPENOTBPALCHHIO YTPO3bI IPHIMHEHNS Bpea )XU3HU U 30POBBIO IPaXK/IaH.

M.A. Mypamxo
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