MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii iep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEHIEHUE
0 COIIACOBAHMM NPENEIBHBIX OTITYCKHBIX LIEH IPOU3BOAUTEIIECH
Ha JIEKapCTBEHHbIE MIPENaparhl, BKIOUECHHbBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMbIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX IPEMAPATOB

B coorBerctBum ¢ mnyHktoM 13 IlpaBun rocynapCTBEHHOW pErMCTpaluyd U
MEPEPETUCTPALIMM  YCTAHABIUBAEMBIX TMPOU3BOAUTEIIAMHU JIEKAPCTBEHHBIX IPENApaToB
MPEACIbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIEC MpEINapaThbl, BKIOYEHHBIE B IEPEUEHb
’KU3HEHHO HEOOXONMMBIX U BaXXHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB, YTBEP>KICHHBIX
noctanoBienreMm I[lpaButensctBa Poccuiickoit ®epepanuu ot 29.10.2010 Ne 865 (B
penakuuu, AeHCTBYIOIIeW Ha naary nomadu 3aseieHuss — 28.11.2019), denepanbHas
AaHTUMOHOIIOJIbHAS  CIIy’k0a paccMoTpenia JOKYMEHTBI, TNPEJCTaBIECHHBIE MHUCHMOM
Munzapasa Poccuum ot 09.01.2020 Ne 20-4-4121196-c, n npuHsia pemieHUe COIacoBaTh
IIPEACIBHYI0 OTIYCKHYIO II€HY, 3asABICHHYIO Ha PpETUCTPALMIO JIEPKATEIEM WU
BIAJENbLUEM  PETUCTPAMOHHOIO  YIOCTOBEPEHHMsI  JIEKAPCTBEHHOIO  Ipemnapara
3A0 «buneprus» (Poccus), npousBoactsa (Bce craaun) OKII «Kypckas Ouodabpukar
(Poccust), Ha crnenyrouuil JIeKapCTBEHHBIN Mpenapar, BKIIOYEHHbBIN B EpeYeHb KU3HEHHO
HEOOXOIMMbIX M BOXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

burpanexkc (MHH — TpaHnekcamoBasi KucioTa), pacTBOp JUIsl BHYTPHUBEHHOTO
BBeaeHUs, 50 MI/MII, 5 MJI - aMITyJIbI C TOYKOM M3JI0Ma M HACEYKOM WIIM KOJIBIIOM H3JioMa (5)
- YMaKOBKH KOHTYPHBIE IUIACTHKOBBIE (MOAMOHBI) (2) - MaukKul KApTOHHBIE, B pa3Mepe

1134,54 py®.
OpnoBpemenno PAC Poccum oOpamraer BHUMaHHE Ha TO, YTO B COOTBETCTBHH C
TpeboBanmsimu  [IpaBun  obsBarenvsHON mepepeructpammu B 2019 - 2020 romax

3apCrUCTPUPOBAHHBIX IIPCACIIbHBIX OTIIYCKHBIX ICH HpOHBBOI[HTeHeﬁ Ha JICKApCTBCHHBLIC



npenaparbl, BKIIOYEHHBIE B [EPEYEHb IKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX  MPENapaToB, YTBEPXKACHHBIX  IOcTaHoOBIeHUWEM  [IpaBuTenbcTBa
Poccuiickoit ®eneparuu ot 29.10.2010 No 865 (B pegakuuu MOCTaHOBJICHUS
[IpaButenscTBa Poccuiickon @enepannu ot 16.12.2019 Ne 1683, BcTynuBIIETO B CUILy C
17.12.2019), 3aperucTpupoBaHHbIE MPEAEIbHBIE OTITYCKHBIE LIEHbl HA BOCIPOU3BEICHHBIE,
OnoaHanoroBele (OMOMOAOOHBIE) JIEKAPCTBEHHBIE Mpenaparbl MOAJexar o00g3aTebHON
nepeperucTpanuu  0e3 TMpeACTaBlICHUs 3asBICHHS BIAJENbllaMU WU  JIepKaTeasiMu
PEruCTPaAIIMOHHBIX yIAOCTOBEPEHU I TaKHX JIEKapCTBEHHBIX npenaparoB
(YNOTHOMOUEHHBIMM MMM JIMIIAMM)  [IOCJIE€  OCYIIECTBIEHMsS  OO0s3aTeNbHOU
NEepEepPErucTpaly MpeleibHbIX OTIYCKHBIX II€H Ha COOTBETCTBYIOLIUE pedEepeHTHBIE
JIEKaPCTBEHHBIE MPEINapaThl.
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