PELLEHWE
O COrAOCOBOHNW MPEAEAbHBIX OTMYCKHbIX LEH MPOV3BOAUTENEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

PAC Poccum npuHato pelenne ot 09.07.2020 Ne 11358123/20 o
COrAQCOBQOHUM NMPEAEABHbBIX OTMYCKHbIX LLEH MPOM3BOAUTEAS HA
AEKAPCTBEHHbIV Npenapar «[leHTaKCM» (BAKUMHA AAST MPOPUAAKTUKN
ANDTEPUN U CTOABHSIKO OACOPBOUPOBAHHAS, KOKAKOLLA ALEAAIOASIOHOSI,
MNOAMOMUNEANTA MHAKTUBUPOBAHHAS N MHOEKLUMIM, Bbl3abiBaeMon Haemophilus
influenzae t1n b KoHblorMpPoBaHHAs) (MHH — BakumHa AAST MPOOUAQKTUKIA
ANDTEPUN U CTOABHSIKA OACOPBUPOBAHHAS, KOKAKOLLA ALEAAIOASIOHASI,
MNOAMOMUNEANTA MHAKTVBUPOBAHHAS, MHOEKUMM, BbidblBaeMon Haemophilus
influenzae TMNA b KOHBIOITMPOBAHHAST) B GOPME BbIMNyCKA «AMODUAMIAT AASI
MPUrOTOBAEHWST CYCMNEH3MN AAS BHYTPUMBILLEYHOIO BBEAEHWSI,
NPEACTOBAEHHbBIX HO OBS13ATEABHYIO NEPEPErNCTRALMIO B COOTBETCTBUM C
MNparmnAaamMmn obs3aTenbHom nepepernctTpaumm B 2019-2020 roaax
30PErnMCTPUPOBAHHBIX MPEeAEAbHBIX OTMYCKHbIX LEH NPOM3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPAT, BKAIOYEHHbIM B NEepeYdeHb MXN3HEHHO HEODBXO AMMBbIX
N BODKHENLLMX AEKQPCTBEHHbBIX MPENAPATOB, YTBEPMKAEHHBIM
nocTaHoBAeHMeM lNpaBuTenbcTBa Poccumckonm Peaepaumm ot 29.10.2010
Ne 865.

COrAQCHO NYHKTY 2 NOCTAHOBAEHUS [paBUTEALCTBA POCCUINCKOW
Peaepaumm o1 16.12.2019 Ne 1683 «O BHECEHNN M3MEHEHUIN B HEKOTOPLIE
aKTbl MpautenbctBa Poccumncrkom Peapepaumm B HOCTU FOCY AQPCTBEHHOMN
perncTpaunmM 1 nepeperncTpauLmm NpeAeAbHbIX OTNYCKHbIX LeH HA
AEKAPCTBEHHbBIE NPENAPATHI, BKAIOYEHHBIE B MEPEYEHD YKM3HEHHO
HEODOXOAMMbBIX U BADKHENLLIMX AEKAPCTBEHHbBIX MPENAPATOBR» NPEAEAbHbIE
OTMNYCKHblE LUEHbI MPOUN3BOAUTEASI MOTYT BbiTb MEPEPErNCTOUNPOBOHDI B
COOTBETCTBMM C MYHKTAMU 32 1 34 [TPABUA TrOCY AQPCTBEHHOW PErncCTpaUMn U
nepeperncTpaunm NpeAeAbHbIX OTMYCKHbIX LEH NPOM3BOAUTEAEN HA
AEKAPCTBEHHbBIE NPENAPATHI, BKAIOYEHHBIE B MEPEYEHD YKM3HEHHO
HEODBXOAMMbBIX U BADKHENLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHbIX
NOCTAHOBAEHMEM [NpaBUTEABCTBA Poccumckom Peapepaumm ot 29.10.2010 Ne
865 (aanee — [NpaBnAQ).

PeAepaAbHAS AHTUMOHOMOABHAS CAY>KOQ B COOTBETCTBMM C NMYHKTAMM 13 1
34 lNpaBUA PACCMOTPEAO AOKYMEHTbI, MPEACTOBAEHHbBIE MMCbMOM
MuHaapasa Poccum o1 03.11.2020 Ne 20-4-4151361-C, 1 NPUHSIAQ peLleHne



COIrAQCOBATb MPEAEAbBHYIO OTMYCKHYIO LEHY, 3ASIBAEHHYIO HO
nepeperncTpaLmio ACPXKATEAEM UAU BAOAEABLEM PEMMCTPALNOHHOIO
YAOCTOBEPEHNS AeKAPCTBEHHOIO Npenapata CaHoou MNactep C.A.
(PpaHUMST), MPOU3BOACTBO FOTOBOW AEKAPCTBEHHOM GOPMbI 1 NEPBUYHASI
ynakoska CaHoopu MNacTtep C.A. (DpaHLMS), BTOPUYHAS YIIAKOBKA U
OPraHMN3ALMSI, OCYLLLECTBASIKOLLAS BbIMyCKAKOLLMIA KOHTPOAb KayecTsa OOO
«HaHoAek» (Poccus), HO CAEAYIOLLMN AEKAPCTBEHHbBIV MNPENAPAT, BKAKOYEHHbBIE
B NepeyeHb YKM3HEHHO HEOBXOAUMbIX 1 BODKHENLLIMX AEKAPCTBEHHbBIX
NPENAPATOB:

[eHTaKCUM (BAKLMHA AAST MPODUACKTUKA ANDTEPUN M CTOADHSIKO
OACOPBOUPOBAHHAOST, KOKAKOLLA ALEAAIOASIPHAS, MOAMOMUEANTA
MHAKTUBUPOBAHHAS 1 MHODEKLUMK, BbldbiBaeMo Haemophilus influenzae tmn b
KOHbBIOrMPOBAHHAST)

(MHH - BakumHa AAS MPODUACKTUKNA ANDTEPUN U CTOADHSIKA
AACOPOVPOBAHHASI, KOKAKOLLA ALEAAKOASIPHAS, MOAVOMUEANTO
MHAKTUBUPOBAHHAS, MHOEKUMW, BbI3abiIBaeMoW Haemophilus influenzae tmna b
KOHbBIOMMPOBAHHAST) , AMODUAMIAT AAST MPUTOTOBAEHMST CYCMEH3UNN AAS]
BHYTOUMbILLEYHOrO BBEAEHUS, 1 A03Q, T WT. - PAAKOH (1) - / B KOMMNAEKTE C
CYCMNEeH3NEN AASI BHYTPUMbILLEYHOTO BBEAEHMS (linpum) 0.5 MA - 1 WIT., UrAQ —
1 WT. / - NQ4ka KOPTOHHAS, B pa3mepe 1034,24 py6b.

T.B. Hmkeropoaues



