doTorpaguyeckme Hiobpaxemmnsa obu,ero Buaa
Halllpa peareHToB «TecT-cucTeMa UMMYUoOdpepMeT Mast 4N BblABAEHNS UMM\ iioi 106yANHO!
Knacca A kKam Teny CagA Helicobacter pylori»
"W & N-\enllKobak'lcp-1gA™,
C MPUHAANEXHOCTAMU, HEOOXOANMbBIMMN AN MPUMEHEHUS MEAULUHCKOTO U3NeNns HO nalwayvyeHUuk

Cepusa 01 0r2021.05.24

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM
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NPOLUHYpPOBaHO, NPOHYMePOBaHO
N CKpensieHo neyarbto
numet”h
e  umpekTop 3AO "3KOnab6"
lMaweHkKoT.10.
‘N9 N 7P T



YTNBUAIALO :
le|"bHbl N gEM)Nop 3AO «3KOnab»

B.FO. bopucos

Habop paaraHToB
[ns yuypaxpaHuini 3gpaBooxpaHeHns 3AO “3 KOJ’I a6 7 2021 roA.
T8cT<cuetema MMMYHO(DBPUMUTMS 4715 BbISAB/IEHUSA
MMMYHOI106yNMHCB Knacca A K aHTureHy Ca”A Helicobacter pylori

NdA-XennkobakTep-IgA

Habop paccuuTtaH Ha nposegeHue O npedecovoverbtoramvaves 3A 0O "3 KO 1367
Cocras Ha6~a 96 aHann308B, BK/IOYAA KOHTPO/IbHbIE A
NNy OGO PM AT 1 U NP A-Xennkobaktep-10A
Ke, NHaKTMBMPOBaHHbIN 1 gpn. (I mn)
Kenop, NHaKTUBMPOBaHHbIIi 1 2,0 mn) TY 9398-086-70423725-2021
K-, "HaKTUBMPOBaHHbIN 1dpn. (2,0 mn) PY Ne®CP 2010/08509 ot 10.05.2018
KoHbtoraT 1 (13 mn) KaTanioxHbii Ne  09.01
1¢pn.(13 M) Cepust 01 KOHTponbHbIi Ne 266
E;(F%Q 2 pn.(no 40 mn)
1pn.(1Bmn) . .05.
PPO 1cn. (16 M) [ata u3rotoBfeHus: 2021.05.24
CTon>peareHT 1dn.(12,5 mn) rogeH go: 2022.11.24
OfiHOpa30Bble HAKOHEYHVKM 4115
aBTOMAaTUYECKMX MUNETOK 16 wr.
BcnomoraTesibHblii nnaHweT gna A
npafoBpMTanbLNOTO pasoagaHusa o6pesuo! 1un.
MpPUHAANBXHOETHU:
BenowvorarenbHbla NnacTUKoebla eMKOCTH 4 WrT.
Knaiikast nnamka gns nnaHwaroe 4 wr.
KapToHa MapKMpoBKv CrpMNoB N0 MHA)aKLMSAM 1um

HBsAg, aHTuTena Kk BUY-1,2 n BI'C oTcyTCcTBYIOT

ToBapHbIi 3HaK, HaUMeHOBaHVe NPeANPUATUA-U3rOTOBUTENS, ero agpec, TenedoHbl, yCIoBms
XPaHEHUs, «TONMbKO AN in Vitro AMarHoCTMKM» yKa3aHbl HEMOCPEACTBEHHO Ha KOPOOKE.

»:9l0de6 3Ne*3(t0rad' OXKKORO 3r0mK0mes (»)3KOse6 3A0' KOnab- HP*
NdArXenvkobakrepHoA NPA-Xenukobakrep-40A PPO
KoHblorar S| e 0l 15w

VIMMYyHOOOP6EHT [
c. 0l c 01 13mn»1* rogeHae: 202405 A {lL
FooeHao: 202211 cBeHpa 2022.11 B« 19

Jr

$)9KOneb6 3A0*3K0na6’ t SKOnab 3A0 «3KOna6 IKOnab 3A0'3KO a6 ST

PMPO PU CTton-peareHT .
c. 01 15mn/ col  13mnn \ c.0l t25mn f  *
lopeHpa 202405 Apvcj lopeH fo: 2024.05 lopanpgo: 202405 A |B
(»)9KOse6  DAODKOrB6*

MP(x25)
c.01 40 mn t
lopeHno: 2C24C6 (B
OcwuHekas AL,

JupekTtop nponssoactea ArT:
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Habop paaraHToB
Ansa yupexgeHunii 3apaBooxpaHeHuns 3AO “3 KO]'I 8.6"
T6eT-cnetema MMyHohepM1HTMasn Ansa BoisiBNAHKS
MMMyHOr106y/IMHOB Knacca A K aHTurany CayA Haiicobacttr pylori

NP A-Xennkobaktep-IgA

Ha6op paccunTaH Ha nposeaeHne

96 aHa/IM30B, BK/I0YaA KOHTPOSIbHbIE
CocTaB Hab<»a

VIMMYHOOOPMHT 1urr.

K¥\ NTHaKTVBUPOBaHHbII 1dn. (1,2 mn)
K/\Mop, NHaKTVBUPOBaHHbIIA 1dn. (2,0 mn)
K-, NTHAKTMBUPOBAHHbI 1dn. (2,0 mn)
KoHblorar 1cdn. (13 mn)
PA 1chn.(13 mn)
MP(x26) 2 . (no 40 v=)
PMPO 1don. (|5 mn)
PPO 1don. (16 mn)
Cron«peareHt 1dn. (12,6 mn)
OpfHOpas3oBble HaKOHEeYHVKK ANA

aBTOMETUYEEKNX MUMNETOK 1B wr.
BcnomoratesnibHblli NAOHWAT Ansa

npeaBapuTeNbHOro passeeHns 06pasLoB 1UT. | K

I'I?MHﬂ,qanMOOTM:
E MIECTIVIKOab B EVKOCTU

HBsAq, aHTuTena k BU4*1,2 n BI'C otcyTtctBytoT

r">XAARKO:
)anbHbMAAKTOP 3A0 «3KOnab»
B.FO. bopucos

2021 rog.

Jm npoceovorkanvioro mpavevvikl 3A O “9 KO /136"
NDPA-Xennkobaktep-10A

TY 9398-086-70423725-2021

PY Ne®CP 2010/08509 o1 10.05.2018 aH
KatanoxHsliit Ne  09.01

Cepus 02 KOHTPONbHbIN Ne

[aTta u3rotoBneHus: 2021.05.25

FopeH po: 2022.11.25

TOBaprIVI 3HaK, HanMeHOoBaHME NMPEANPUATUA-U3TOTOBUTENA, EM0 afpec, Te}'le(*)OHbI, ycnosus
XpaHeHuA, «TONbKO ANA in vitro ANarHOCTUKM» yKa3aHbl HEMNOCPEACTBEHHO Ha K0p06Ke.

FPe6  POI0H ¢ 3KOne6  3A0*3X0086*
VPAXervexrepl pA * UOA-XenmoGakTep-1aA
MawyHpoopbeHT - KoHbtorat &
c.02 0 i" W c.02 1L3mn 1?7 e
Fosanao 202211 58 rcepmp2C2p ft S »
YOAA0ne6  3AO*3KOnac* ($)9KOna6  3A0*IKOmaG*
PAPO p w PA- A~
C.02 15 MM yd c.02 13 L

MVFHAO 202406 A (aQ FokuHac: 2024.05

("9KOmB 3AO0*3KOna6*
MP(x25)
c.02 40mn 204

Foabl 40; 202405 LUl

JupekTop npounssogctea A:
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y3l0une6  SAO*skonio* mBa* MHObI

c 02 1&HN
lFoampo: 2024 05 Afwi|=£

~ cq omr/1s

Crton-peareHT . L

c.02 12,5mn
[<unHao.202406 A [0 =

OcuHckasa AL,
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ANpOLLHYpPOBaHO, NPOHYMEepPOBaHO
§5<®d-ChenneHo neyarbio
A meT<«n
pektop 3A0 "9KOnab"
laweHko T.HO.
2021 .
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