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CyobexTam ofpanieHuss MeINUHHCKHX H3eTHii

Hex. Ne 03/03-25 ot 04.03.2025

CPOYHOE YBE/IOMJIEHHE O BE3OITACHOCTU MEJUIIUHCKOI'O U3OEJIUA

Kacaercsi:  JloOpoBonbHBIM  OT3BIB  MemmuuHCKOro  m3genuss «HaGop  peareHTOB s
HMMYHOXPOMAaTOIpaiuecKoro BBISABIEHMS NTOBEPXHOCTHOIO aHTUIeHa Bupyca rematuta B (HBsAg) B
ChIBOPOTKE (11asme) uin nensHo# kposu (MXA-HBsAg-©@AKTOP) o TV 9398-023-51062356-2005»,
cepus 230724.
Perncrpanunonnoe yxocroepenue: Ne ©CP 2012/14075 ot 17.03.2020
IIpousBoguTenn: OO0 «Paxrop-Men ITpoxakia» (Poccus)
¥YBaxkaemble Koaern!
000 «®akrop-Men Ilpomaxmu» mHGOPMHpPYET O AOOPOBONBLHOM OT3BIBE NAPTHH MEIHIIMHCKOTO
usnenus «HabGop peareHTOB 171 HIMMYHOXpOMATOrpadMueCKOro BEIIBICHHUS TOBEPXHOCTHOIO aHTHTEHA
Bupyca renaruta B (HBsAg) B ceiBopoTke (m1a3me) win nenbHoM Kpou (MXA-HBsAg-OAKTOP)».
IIpu4MHBI 0T3BIBA
B Poc3zapasranzop nocrynuio coobmenue o HebmaronpusTHoM cobsrtuu (Ne HC-16483 ot 26.02.2025)
oT MemunuHCKOM opramsaimu OO0 «MemHUMHCKHN LIEHTP HOBBEIX TeXHONOrui «[ HIIOKpar» o
BO3MOJKHOM JIOJKHOIIOJIOKUTENBHOM pE3y/bTaTe IpH UCIOIb30BaHUU Habopa peareHToB cepuu 230724,
CornacHo MOCTYNMHUBIIEMY COOOIIEHHUIO, IPH NIPOBEACHUH KCCIISI0OBaHUS C HCIIOIE30BaHUEM YKa3aHHOTO
Habopa ObLI MOJIydeH pe3yJIbTaT, He MOATBEPKACHHBIN pedepeHTHBIME METOJAMH, YTO MOXKET YKa3bIBaTh
Ha BO3MOKHYIO HEKOPPEKTHYIO paboTy TE€CT-CHCTEMEI.
O 10o06poBoOILHOM 0T3BIBE
000 «®akrop-Men IlponakurH» HHHIMEpPYET NOOPOBONBHBINA OT3BIB cepuu 230724 MeIUIMHCKOIO
u3zienusi 0e3 ycTaHOBJEHHS NPHYHHHO-CJIEICTBEHHOH CBA3H MEXAy NPHMEHEHHEM IPOAYKIHH U
BBIBJICHHBIM HEOIAronpusTHHIM coObITHEM. B HacTosiiee BpeMs MPOBOAMTCS DPAcCIeIOBaHHE IS
OIIpENEICHHS BO3MOXXHOM CBA3M MEXy MPUMEHEHHEM U3/eus U 3aQUKCHPOBAaHHBIM HHIIUIEHTOM.
Xapakrep 0T3bIBa
JaHHOE pelleHHEe HOCHT NMPEBEHTHBHBIM XapaKTep M HampaBlIeHO Ha MpPEeJOTBPAIEHHE BO3MOYKHOTO
Bpela, CBSI3aHHOTO C HWCIIONb30BaHWEM wu3zenus. OT3bIB OCYIIECTBISIETCS B paMKaX OTBETCTBEHHOTO
oaxo/a K odecrneyeHuro 6e30nacHOCTH IPOAYKIMY U HE SBIIAETCS NpU3HAHUeM (akTa aedexra H3Ieus.
Hudopmanus o naprum, nogiexameii 0T3bIBY
o HammenoBanue MeHUHHCKOT0 H3nems: HaGop pearenTos s
IMMYHOXPOMATOrpaHYeCcKOro BhIIBICHHS TOBEPXHOCTHOTO aHTHIEHA BUpyca renarura B
(HBsAg) B ceBopoTke (m1a3me) uimy nensHoi kpou (MXA-HBsAg-OAKTOP) no TV 9398-
023-51062356-2005

o Cepusi/maprus: 230724
e Jlara npom3Boacrsa: 07.2024
e Cpoxk rogaocru: 07.2026

HeiicTBus 1Sl Cy0beKTOB 00pameHus MeIHIIHHCKOTO H31e/Hs



1. TIpexpaTuTh HCIIONB30BaHHE MEIUIIMHCKOrO u3enus u3 cepuu 230724 (npousseneno: 07.2024,
rozeH o 07.2026).

2. ObGecneynTs BO3BPAT MPOLYKIHH:
o IlpoBecTr HHBEHTAPU3ALHKIO OCTATKOB YKa3aHHOW CEPUH MEIUIIMHCKOTO U3/IEIHs
o HW3onupoBarh 0OHapyKEeHHBIC U3EIUd OT OCHOBHOIO 3araca

o 3anonHUTE GOpMY MOATBEPIKACHUS IOJYUYESHUS JaHHOIO YBEOMIICHHUS ¥ HAlIpaBUTh €€
[0 yKa3aHHBIM HHXKe KOHTaKTaM

o Opranu3oBarh BO3BpAT NPOAYKIHUH B COOTBETCTBHY C HHCTPYKIHAMH

KonTakTHas uadopmanus /s B3aUMO/IeHCTBHSA
Jlnis mosty4eHus JOTOIHUTENBHON HHPOpMAIK, HHCTPYKIMH 110 BO3BPATy NPOAYKIMH U 3aMEHE
U3JIETINA, IOy HCTa, CBSHKUTECH C HAMMU:

o KonraktHoe nmuno: I[Iymosa E.A.

o Tenedon: +7 (499) 322-46-49

o E-mail: fmprod@inbox.ru

Ycnosus o0MeHa/BO3BpaTa

Besi peanu3oBaHHast, HO HEHCIIOIb30BaHHAs KOHEYHBIMHU MMOTPEOUTEIAMHU CEPUsi MEUITMHCKOrO U3 /IENTHS,
IOJUIE)KUT BO3BPATY /WM 0OMEHY Ha aHAJIOTHYHBIE U3ENUS JPYTOi CepuH.

B crygyae oOHapyXeHHs JaHHBIX METHINHCKUX H3JIeIUi BO3BpaT U/uiIyd oOMeH He0OX0UMO IIPOM3BECTH
Yyepe3 OpraHu3alrio, peanr30BaBinyio BaM qanHyo cepuro Habopa peareHToB.

Jannas mEQOpMamus OyZeT AOBeNeHA N0 CBEJCHHS BCEX KIMHUYECKHX YYPEKAEHHH, B KOTOpHIE
MOCTaBIIIIMCEH M3/1ENUS, SBIISIOMKECS IPeMeTOM 0T3bIBa. Ha Tekyimuii MOMEeHT HHGOpMaIMK O CITydasx
IPUYMHEHHUS Bpeia 3/0POBBIO ALUEHTaM, CBSI3aHHBIX C HCIIOIb30BaHUEM YKa3aHHOM CEpUH H3/IeNus, He
noctynano. OT3BIB He IPOU3BOIUTCS B CBS3U C IIPHYMHEHHEM BpeZla 3M0POBBIO.

HonomuurtensHas nndopmanus

00O "®axkrop-Mexn ITpomakuH" mpoAODKAaeT pacciefoBaHHEe NIPUYHH HEONAronpHATHOrO COOBITHA B
COOTBETCTBHH C YTBEPKAEHHBIM IUTaHOM. MBI IIpUIaraeM Bce yCuaus Ajs obecreueHus 6€301acHOCTH U
Ka4decTBa Hallel MpOoayKLHH.

Or3pB cepun 230724 (npowmssemeno: 07.2024, romen no 07.2026) He HMpengTCTBYET NALHEHIIEMY
WCIIONB30BAHUIO JPYTHX TNapTH# MEIULIMHCKOTO H3JENus, KOTOphlE COOTBETCTBYIOT BCEM
YCTaHOBJICHHBIM TPEOOBAHUSAM.

Msp1 GiaromapuM Bac 3a NMOHHMAHHWE W COTPYAHHYECTBO B BOIpocax obecmedeHuss 0€30IaCHOCTH
MEIUIMHCKUX HU3IENHIi.




®OPMA IIOATBEPKJAEHUA ITIOJYYEHUSA YBEAOMJIEHUS O BE3OITACHOCTHU
[TpocuM 3am0HKUTE JaHHYIO (GOPMY U HAIpPaBUTh Ha aapec >IeKTpoHHOM nmouTsl: fmprod@inbox.ru
HaumeHoBaHUE OpraHu3aluu:
[TonTBeprkmaro moy4eHue yBeIOMIICHHS O 0€30IMacHOCTH MeTUIIMHCKOTo H3aenus «Habop pearenToB
U IMMYHOXPOMaTOrpa(uIecKoro BEIIBICHHS IOBEPXHOCTHOIO aHTUIeHAa BUpYyca renarura B
(HBsAg) B ceiBopotke (mnasme) i nensaoi kposu (MXA-HBsAg-®AKTOP) no TV 9398-023-
51062356-2005», cepust 230724.

0 B Hamel opranu3anuyu OTCYTCTBYIOT yKa3aHHBIC MEUIIMHCKHE H3AEIUs

O B Hameli opraHu3anui UMEIOTCs yKa3aHHBIE METUIIMHCKHE H3AEIHs B KOJIIMUECTBE IIT.

0 MBI HCIONB30BATH BCE NOTYUSHHBIE H3AETUS 10 OMYYEeHUS JAaHHOTO YBEIOMIICHHUS

0 MBI npeKpaTUIH HCIIONB30BaHHE U3AETHi U H30IHPOBAIX UX OT OCHOBHOIO 3ariaca

0 Mel HanpaBuM U37AEIHsA 00paTHO MOCTABIIMKY B COOTBETCTBUM C HHCTPYKIHEH

®HO oTBETCTBEHHOTO JTHIIA:
JI0OmKHOCTE:
KoHnTakTHBI TenedhoH:
E-mail:

Jlata: IMoanucs:




