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aBrycta 2024 r.

DPOTOIMPADPNYHECKNE N3OBPAXEHNA
MEAVUNHCKOIO U3AE/TNA
Habop peareHTOB ANS KO/IMYECTBEHHOIO onpefenieHna aHTUMIN1epoBa ropmoHa B
CbiBOpOTKe KpoBu yenoseka (AMH CLIA Microparticles (AMH)) Ha aHann3atopax
NMMMYHOXEMUJTIOMUHECLLEHTHbLIX cepun AutoLumo

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM UCTILITAHUF # PETHCTPALIMH MELMLIMHCKUX U3REM



doTorpacna Habopa peareHTOB 40 BCKPbITUS BHELWHEN ynakoBKu (Kopobka).
dacoBka 50*2 TecTOB

CTtpaHnya 2 un3.18
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CTtpaHuua 4 n3 18
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doTorpadus Habopa peareHTOB NOCNe BCKPbITUSA BHELIHEW ynakoBkn (Kopo6ka).
dacoska 50*2 TecToB

W

CTtpaHuya 513 18
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doTorpacuma Habopa peareHTOB MOC/ie BCKPbITUSA BHELWHeN ynakoBkn (Kopobka).
dacoska 100 TecToB

CTtpaHuua 6 n3 18
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®0TO0 KanmbpaTtopoB HM3KOIO N BbICOKOTO YPOBHEW

CTtpaHuua 713 18
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CTtpaHuya 8 ns 18
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CTtpaHuua 913 18
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®0TO KOHTPO/El HU3KOTO U BbICOKOTO YPOBHEI

%

CTtpaHuuya 1013 18
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CTtpaHuua 11um3 18
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CTtpaHunuya 1213 18
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q) AMH

1. M1cropartict«« Sotutlori 2.3mL

2-Enzyme Conjugal* I1.OmL
(b-8-C

\>-OT\ 20230819

" 2025-02-1B [Iv pl
AUTOatO DIAGNOSTICS CO., LTD.



CTtpaHuua 14 n3 18
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doTorpadpuueckoe n3obpaxeHne npuMmepa TPaHCNOPTHOW ynakoBKM
MeANLNHCKOro n3agenns

CTtpoHuua 1513 18
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MakeThbl pyCCKOFI3bILIHOI7I MapKMNpoBKHU

Ha6op pMrantoa An« KOAUYECTMUHOTO ONpeeneHus
aKTubinnNnapoaa ropMoHa a CbiBOPOTHA Bloanyanoaa>a
(AMH CLIA Mk/oparbdaa (AMH)) Ha anannaaTopax
nmary«tO(aMmiMomMmHac4yamTHbIl c«pumnAn(oluto
BapuaHT ncnonHexnus; ®acoska 100 TectosB

BarmTaaMMMAeeyMMTOMPeMM; M P3N 202WXXXXX BI XX.XX XXXX

TonbkoAns NpoeccroHaIbHOro MCNOJIb30BaHNA
Ynonnomexamusil npascTaBmMTan, nponsaojaranama
Tapputepms PoccsiickoA ®anapauss:

000 «AasgMUsaKoHcanT»
109004.N.Mocxm.am. Tap.r uyHsiuananal4blitiokpyr
Tarauckuii, yn A.ConnHsiubiHa. 4. 27. at/non/kon 1/MY10

Ha6op peareHToB A/151 KOJINYECTBEHHOTO OnNpeaesieHns
aHTWMIO/I1IepoBa rOPMOHa B CbIBOPOTKE KPOBU YenoBeka
(AMH CLIA Microparticles (AMH)) Ha aHanu3atopax
UMMYHOXEMUTIOMUHECLLEHTHBIX cepumn AutoLumo

BapuaHT ucnonHeHus; ®acoska 50*2 tectos

PernctpaynoHHoe ygoctosepeHune: NeP3H 202X/ XXXXX oT XX . XX. XXXX

Tonbkogns NMpodeccnoHaNbHOTO MUCNONbB30BAHUSA

YNONHOMOYEHHbI NpeAcTaBUTeNb NPON3BOANTENSA HA
TeppuTopumn Poccuiickoii depepaumnu;

000 «AanssMepgKoHcanT»
109(t04. r. MockBa, BH.Tep. I. MyHULMNAbHbIA OKPYT
TaraHckuit, yn. A. ConxeHuubliHa, . 27. at/nom/kom 1/111/10

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

AMH CLIA Microparticles

REF CMS0S02 LOT
AutoLumoAMH Calibrators 9X
1Y 0 I Quality Control V CIII J
Microparticles Solution
Enxynta Conjugate <t>
N11r.H412

For professional use only
AUTOBIO DIAGNOSTICS CO.. LTD.

AMH CLIA Microparticles

REP CMS0505 LOT

IVD

AutoLumoAMH Calibrotors rc
Quality Control
Microparticles Solution

Enzyme Conjugate
<P

HI17.H412
For professional use only
AUTOBIO DIAGNOSTICS CO.. LTD.

CTtpaHnuya 16 n3 18



MakeTbl MapKMpoBKN KanmbpaTopoB:
Kannbpatop Huskoro yposHsa (Calibrator A) n Kannépartop Bbicokoro yposHsa (Calibrator B)

Calibrator A Calibrator B
N
S
L AMH arc AR A
Recon. With 1.0mL Distillad W ater Y Recon. With I.OmL Distilled Water /
AUTOBIO DIAGNOSTICS CO.. LTD. 2*C4 AUTOBIO DIAGNOSTICS CO.. LTD. 2)C4

MapkeTbl MapKMPOBKN KOHTPOJIEN:
KoHTponb HM3Koro ypoBHs (Quality Control 1) n KoHTposb BbicOKOro ypoBHs (Quality Control 2)

Quality Control 1 Quality Control 2
lot]
S
AMH rc L ) AMH' o 8x
Recon. With 1.OmL Distilled W ater Recon. With 1.0mL Distillgd W ater
AUTOBIO DIAGNOSA”CS CO.. LTD. 2X 4 AUTOBIO DIAGNOSTICS CO..LTD. 2 X 4

CTtpaHunua 17 13 18
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MapKkeT MapkMpoBKM OCHOBHOrO peareHTa g/is BapuaHTa ucnonHeHuss ®acoska 50*2 tecToB

»> AMH

1. Microparticles Solution 1JtmL
2. Enzyme Conjugate S.SmL

LOT

IVD
AUTOBIO OIAGNOSNCS CO.. LTD.

MapkeT MapKMpoOBKM OCHOBHOIO peareHTta /1 BapuaHTta mucnosHeHna ®acoska 100 TecToB

AMH

1. Miaoparticles Solution 23mL
2. Enzyme Conjugate 11.OmL

lotl r
2°C
IVD

AUTOBIO DIAGNOSNnCS CO.. UD.

CTtpaHuua 18 13 18
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MPOHYMEPOBAHO, MNPOLINTO
CKPEN/EHO neyaTbio Ha

YXIPMUMjUONOU\  nucT



