PELLEHWE

O COrAQCOBAHUM MPEAEAbHbBIX OTMYCKHbIX LEH MPON3BOANTEAEN HA
NeKdpCTBEHHbIEe

NPEenaPAThl, BKAIOYEHHbIE B NepeyeHb YKU3HEHHO HEODBXOAMMBIX 1N BAMKHENLLINX
AEKAPCTBEHHbBIX MPEenapaToB

B cootBeTCTBUMM C NyHKTAOMK 13 1 34 [IPABUA TOCYAQPCTBEHHOM PErmCTRALMM
N nepepermcTpaunm npeAeAbHbX OTMNYCKHbIX LEeH MNPOU3BOAUTEAEN HA
AEKOPCTBEHHbIE  MPENAPATbl, BKAKOYEHHbBIE B MepeyYeHb  YKMBHEHHO
HEODXOAMMBIX U BODKHEMLLMX AEKAPCTBEHHbLIX MPENAPATOB, YTBEPYKAEHHbIX
noctaHoBAeHneM [NpaeutenbcTea Poccumckon Qeapepaumm o1 29.10.2010 Ne
865, PepepAAbHAsST OHTUMOHOMOABHAST CAY>KOQ pPACCMOTPEAD AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMaMM MuH3papaBa Poccum ot 27.10.2023 Ne 25-7-
4265129-c 1 Ne 25-7-4265130-C, © NPUVHSIAQ pPeLleEHNE COrAQCOBATb
NPeAeAbHble  OTMYCKHble  LUeHbl, 3QSIBAEHHble HA  NepeperncTpaumio
ACPXKATEAEM WA BAOAEABLEM  PErMCTPAUMOHHOIO  YAOCTOBEPEHUSI
AnekapcTeeHHoro npenapata  Canooun  Tactep C.A.  (PpaHums), Ha
CAEAYIOLLMNE AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B NepeYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

1. «lMleHTaKCUM (BAKUMHA  AAS MPODUACKTUKM  ANDTEPUM U CTOABHSIKO

AACOPAMNPOBAHHASI, KOKAOLLIQ ALEAAIOASIPHOSI, NOAMOMUNEAUNTA
NHAKTVBUPOBAHHAST 1 MHOEKUM, BbidbiBOEMbIX Haemophilus influenzae tvn b,
KOHbtOrMpPoBaAHHAs)» (MHH -  «BakumHa AAST MPODUAQKTUKM - ANDTEPUA,

CTOABHSIKA, KOKAKOLLA, MOAUOMUEANTA N MHOEKUMI, BbidbiBOEMbIX Haemophilus
influenzae TN b»), AMODUAM3AT AAST MPUTOTOBAEHUMSI CYCMNEH3UN  AAS
BHYTOUMbILLEYHOrO BBEAEHMS, 1 A03Q, 1 WT., - ®DAAKOH (1) - B KOMMNAEKTE C
CYCRNEeH3neM AASI BHYTPUMbILLEYHOIO BBEAEHUS (lnpum) 0.5 MA - T WT., UrAa - 1
LWIT. MAYKA KAPTOHHAS, MPOWM3BOACTBO [OTOBOMN AEKAPCTBEHHOWM (OPMbI,
nepenyHast ynakoska CaHoown [lactep C.A.  (PpaHUMS), BTOPUYHAS
(NnoTpebuteAbCcKas) YyMNAKOBKQA, opraHMaaumst, OCYLLECTBASIHOLL OS]
BbIMYyCKAOLWMMN KOHTPOAb KadecTea, OOO «HaHoAek» (Poccus), B pasmMepe
1079.70 py6b.

2. «[leHTaKCUM (BAKUMHO AAS MPOPUACKTUKU  AUDTEPUM U CTOABHSIKA

AACOPOUVPOBAHHASI, KOKAOLLIQ ALEAAIOASIPHOSI, NOANOMUNEAUTA
NHAKTVBUPOBAHHAST 1 MHOEKUM, BbidbiBOEMbIX Haemophilus influenzae tvn b,
KOHbtOrMpoBaHHAs)» (MHH -  «BakumHa AAST MPODUAQKTUKM  ANDTEPUA,

CTOABHSIKA, KOKAIOLLA, MOAMOMUEANTA U UHDEKLUMI, Bbl3bIBAEMbIX Haemophilus
influenzae TN b»), AMODUAM3AT AAST MPUTOTOBAEHUMST CYCMNEH3UN  AAS
BHYTPVMbBILLEYHOTrO BBeapAeHMs1 1 A03a, 1 WT., - GAAKOH (1) - B KOMMAEKTEe C
CYCMNEH3NEN AASI BHYTPUMBbILLEYHOIO BBEAEHUS (Winpud) 0.5 MA-T WT., UrAd - 1



WT. / MNO4YKA KAPTOHHAOS, MPOUM3BOACTBO TOTOBOM AEKAPCTBEHHOM QOPMbI
CaHoon TMactep C.A. (OpaHUMS), MNEPBUYHAST YMNAKOBKA, BTOPUYHAOS
(NoTpebuteAbckas) YyMNAKOBKQA, opraH1aaums, OCYLLECTBASIHOLLOS
BbIMYCKAOLWMM KOHTPOAb KadecTsa, OOO «HaHoAek» (Poccus), B pasmepe
1079.70 py6.

T.B. HmKkeropoaLes



