COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 25.06.2025 N2 15715
(Bxopawmia M3 N24294623)

MUWHUCTEPCTBO 3[IPABOOXPAHEHWA POCCUMCKOU ®EJEPALIUU

MHCTPYKIUS
110 MEMILIMHCKOMY TTPUMEHEHMIO JIEKAPCTBEHHOT O TIPEITAPATA

HeollutoText
TOpProBoe HaUMEHOBAHHWE JICKAPCTBEHHOI'O npenapara

pactBop st uHy3ui, 10 E/mo,

nekapcTBeHHas Gopma, 103MpOBKa

Buorect Al, [ epmanus

Buorect ®apma [ 'MOX, ['epmanus

HauMEHOBaHMWE MPOU3BOAMTEIA, CTPpaHa

N3menenue Ne 3

Jlara BHeceHust I3MeHeHUs «__ » 20 L.

Crapasi peaakums

Hogasi pepakuus

Onucanue Onucanue

YKuaKoCTh OT GeclBETHOM 10 cBeTno-KenToi | [Tpo3paunblii MM c1abo onanecuupyromui,
OKpackKH, npo3pavHasi UK cnabo | OeclBETHBIN UM CBETIIO-XKENTHIH pacTBOP
ornajiecuupyomas

Ilpumenenne mnpu OepeMEHHOCTH H B
Nepuoj rPyTHOT0 BCKAPM/IMBAHHUSI
OTcyTCTBHE pHUCKa TPUMEHEHHs JIaHHOTO
nperiapata BO BpeMs O€peMEHHOCTH He
MCCIe10BalIoch B KOHTPOJIMPYEMBIX
KIMHUYECKUX HCCIIE0BAHUAX, TM0ITOMY B
nepuoj;  OepeMeHHOCTM M TpYIHOro
BCKapMJIMBAaHUA €ro CJIEIyeT UCTONIB30BaTh C
OCTOPOXKHOCTBIO.

bepemMeHHOCTD

Beina mnokasaHa CrnocoOHOCTh TMpenapaToB
UMMYHOTJI00Y/IMHA yesnoBeKa ISt
BHYTPUBEHHOTO BBEIEHMs TMPOHUKATL Yepe3
NIaLEHTY, BO3pacTarollas B TEUEHUE TPETHErO
TpUMecTpa OepeMeHHOCTH. OrnpiT
MeIULMHCKOTO NPUMEHEHNUS
WMMYHOTJIOOYJTMHOB HE TI03BOJISIET OXMAATh
HUKAKOrO BPEIHOTrO BIMSHUS Ha TeYeHHUE
OepeMEHHOCTH, a TakKKe Ha TMJIOA W
HOBOPOJXKAEHHOTO.

Ipumenenue npu OepeMEHHOCTH H B
NepHOJ IPYAHOTr0 BCKAPMJIMBAHUS
OTCyTCTBHE pUCKa NPUMEHEHUS JaHHOTO
nperaparta BO BpeMsi OepeMEHHOCTH He
HCCIIeIOBAIOCh B KOHTPOJIHUPYEMBIX
KIIMHAYECKUX HCCIEAOBaHUAX, TO3TOMY B
nepuos OepeMeHHOCTH u rpyAHOT0
BCKapMJIMBaHMA €ro CleIyeT UCTOb30BaTh €
OCTOPOXKHOCTBIO.

BepemeHHOCTD

Bbina Moka3zaHa CHocoOHOCThH [penaparoB
UMMYHOTT00y TMHa yeJIoBeKa TSt
BHYTPUBEHHOTO BBEJIE€HMs TPOHUKATh uepe3
MJIaLUEHTY, BO3pAcTalollas B TEYEHHUE TPETLETO
TpuMecTpa OepeMeHHOCTH. OnsIT
MeIMIIHHCKOTO NIpUMEHEHUS
UMMYHOTJI00YJTMHOB, JIOTIOJTHUTEIBHO
MOATBEP)KACHHBI JaHHBIMU O TNPUMEHEHUH
MMMYHOT100y1MHa yejoBeka
AHTULMTOMETAJTOBUPYCHOTO, HE TO3BOJISET
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Crapasi pexakuus

Hogas pexaxkuus

[Tepuon TPYAHOTO BCKapMJIMBaHUS
HNMMmyHOTrI00Y TMHEBI BBIJCSAIOTCS B
MaTepuHCKOe MOJIOKO. Hukakux
OTpHULATENbHBIX s dexTon Ha
HOBOPOJK/IEHHBIX/MIIAICHLIEB, HAaXOAAIIHXCS
Ha TpyaIHOM BCKapMJIUBaHUH, He
npejrnonaraercs.

DepTUIBbHOCTE

OnpiT KJIMHUYECKOTO MIPUMEHEHUS
UMMYHOTTI00YJIMHOB MOKa3kbIBaeT, 4TO

HUKaKUX HeOnaronpustHeix 5(G¢HekToB Ha
(epTUNLHOCTL He H0JKHO 0KUIATHCS.

OXXHAaTh HUKAKOTO BPEIHOr0 BJIUSHUSA Ha
TEYCHHUE 6ep€MCHHOCTH, a TaKXXE Ha IJIoa M

HOBOPOXIEHHOTO.

Ilepuon IPYJIHOIO BCKapMJIMBaHUs
HUmmyHOr06y MHEI BBIJIETIAIOTCS B
MaTepuHCKOe MOJIOKO. Hukakux
OTpULIATENbHBIX spdexron Ha
HOBOPOXJIEHHBIX/MIaICHLIEB, HAXOMAIUXCS
Ha IpyAHOM BCKapMJIMBaHNUH, HE

Tperonaraercs.
DepTUNIBLHOCTL

OnbIT KIMHUYECKOTO MPUMEHEHMUs!
MMMYHOTJIOOYJIMHOB MMOKa3bIBa€eT, 4To
HUKaKUX HeOMaronpusaTHeIX 3 deKkToB Ha
(bepTHIILHOCTD He JOMKHO 0KUAATHCS.

HpeHCTaBHTeHL KOMITaHWH




