O6UJ,eCTBO C Ol'paHVI‘-IeHHOVI OTBETCTBEHHOCTbHIO

«AsznaMepgKoHconT»
Poccuda, 109004, MockBa, yn. A. Co/mkeHuublHa, a. 27

Ten.: +7 495 988 47 44
A3 I/I ﬂ M Elﬂl g?PI—T; 1137746433879
MHH: 7709929540

KOHCAJT

MOATBEPYIAIO

NMPEeKTOopP No pa3BuUTUO
000 «AMK>»

. H. MepuesBa
nwona 2024r.

POTOIMPPAPNYHECKNE N3OBPAXXEHNA
MEANLINHCKOIO U3AE/INA
Habop peareHTOB AN18 KONUYECTBEHHOIO onpegeneHns rnobynnHa, ceA3biBalLWwero
NoJsioBble TOPMOHbI, B CbIBOPOTKEe KpoBU Yenoseka (SHBG CLIA Microparticles (SHBG))
Ha aHanm3aTopax MMMYHOXEMWUNKOMWUHECUEHTHbLIX cepun AutoLumo

MEKTPOHHAS KOMUS OGOPMAIEHA LIEHTPOM WCTILITAHII 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



1 doTorpaguma Habopa peareHTOB [0 BCKPbITUA BHeELWHel ynakoBku (Kopobka),
(pacoBka 50*2 TecTOB.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHnua 2 us 25



SHBG GLIA Klicropertictes

Twotl apaso>»o aoas-»*-»0 N rof-* t# n»

2. doTorpadus Habopa peareHTOB A0 BCKPbITUS BHELWHEN ynakoBku (Kopobka),
(hacoBka 50*2 TecTOB.

@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHuya 3 n3 25



Ha6op paaraHToB gna «onuyactaaHMoro onpaganaHaa
rno6ynuHa, caHablaaluaro nosiosbla

Kpoaun yanoaasa (SHBG CLIA Microparttclaa (SMBO))
anannasTopax UMMyMoOKaMuatoMmMHacMaHTMbl* capu
BapuaHT ncnonmaununsa: acoska 60*2 tactoB
U.ELTPAMUMO* yTH»* ITw»T»>TT: W PrM 20aa/FKX XX p>XX XX XXXX
Tonako ans npochaccromanamoro VICMNO/TAa0BaHMA
AmMmTurana * BU4Y 1 2 nanpyoy ranatuta C mn HBaApa sTByTBTBY*ar
YnannamadaHHwa NnpaaeTaamTanu npavaaasvrtana via

OO0 «AamaMaaKomaan

F0aOCM r Maaaaa awm f
Iwanewa yn

*  Canan ngé*%lan}
4

3. doTorpagus Habopa peareHTOB A0 BCKPbITUS BHELIHEN ynakoBKK (KopobkKa),
(hacoBka 50*2 TecTOB.
@ 000 LWPMI (&) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

CtpaHunuya 4 n3 25



4. doTvorpadusa Habopa peareHTOB [0 BCKPbITUA BHELWHEN ynakoBKN (KOpobka),
(hacoBka 50*2 TecTOB.

000 LIUPMH (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR RU
000 LPwi (2 ® CtpaHnua 5un3 25
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5. ®oTorpagpusa Habopa peareHTOB NOcC/ie BCKPbITUA BHELWHEN YyNaKOBKU,
hacoBka 50*2 TecTOB.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CTtpaHunua 6 u3 25



6. doTorpacus Habopa peareHTOB [0 BCKPbITUSA BHELWHEN ynakoBKM (KOpobKa),
(pacoBka 100 TecTOB.

@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHuuya 7 n3 25



HBBOp peareHToa AN KONMUYECTBEHHOrO onpegeneHuns rnoCynum»

ces»blBal LW, Bro NONOBbIE€ TOPMOHbI, B CbIBOPOTKE KPOBU YenoBekKe
ASHBG CLIA Microparticles (SHBQ)) Ha aHann3eTopex
MMMYHOXEMUNIOMMUHECMEHTHBIX cepuu AciioL-umo

BapuaHT ncnonHeHunsa: ®acoska 100 TecToB

B*rHCTpanmmnommo« yAectoemMmpamm*: Nv POH ao3XOCXXXX oT XX XX-XXXX

Tonbko AIAd npodeccMoHa/ibHOTO NCNOJ/Ib30BaHUA
KBWY 1.2 nBupycy renatuta C n He«AO oTCYyTCTBYIOT
YnonHemMmodyamMubliii npegcrtaseunTesib npoms3eognTtesia He
TeppuTopuun Poccuiickoi «aaspaynn:
*/\**"*/\*A*I\O‘(k'vm'"'»
~oeooa r Mocmaa, aH Tap . MYMUUUNANKHbIA OKpPYr

yn. A. Comkaummmuk. a 27, 9T/nom/kom 1/111/10

7. doTorpaduns Habopa peareHTOB A0 BCKPbITUSA BHELWIHEN ynaKoBKM (KOpPo6Ka),
hacoska 100 TecTOB.

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

CtpaHnuya 8 us 25



SHBG CLIA Microparticles
\RSF\CMFO&02 jLOrl 20231220 ~ ~ 2023-12-20 2 2025-06-19

AutoLumo SHBO Calibrators re
p... -1— Quality Control
\ Microparticlas Solution

Erkzyma Cor«)ugate I-B%gﬂ

Forprofessional use only
AUTOBIO DIAGNOSTICS CO.. LTD,

8. doTorpadmna Habopa peareHTOB [0 BCKPbITUSA BHELWHeEN ynakoBKM (KOpobka),
(hacoBka 100 TecTOB.

@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHuya 9 n3 25

1



9. doTorpacusa Habopa peareHTOB A0 BCKPbITUSA BHEWHEN ynakoBKM (KOpobka),
thacoBka 100 TecTOB.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuya 10 u3 25

1



SH86 CUA Microparticles

n 20231220 Quality Control
SHBGQUAMKI ufMilkin
2 20254)6-19 luifl 20231220
AUTOeiO DIAGNOSTICS CO.. LTD. 2 202S-06-19

ANan DMONCEIKS AU, U

10. doTorpadmsa Habopa peareHTOB NOCN€e BCKPbITUSA BHELWHEN yNnakKoBKMU,
(pacoska 100 TecTOB.

@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHnuya 11 n3 25



11. doTorpachua Habopa peareHTOB A0 BCKPbITUSA BHELWHeNH ynakoBku (Kopobka),
hacoBka 100*2 TecTOB.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHnua 12 u3 25



SHBG CL!A Microparticles

CMIroAOB 1[LC~ 20230*30 /wf] 202»-0*-30 ~ 202Nn-12-;

e C3B 347
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12. doTorpachua Habopa peareHTOB A0 BCKPbITUA BHeWHeW ynakoBku (Kopobka),
hacoBka 100*2 TecTOB.

@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHuuya 13 ns 25



HaGop paaramToa A4nsa «onsvyacTaaMMoro onpaganamMmus
rmoOrynmmMa. easamMaatolaro NonoamMa ropMoHbl, a eblaopoTka
«poan uanoaaka (8HSO CMA Mtcroparttolaa (AHBO» Ha
aHanuaaTopasi UMMYHOXaMUTIOMUHAOWAaMTHBIS oapuu AutoLumo

Bapuput ncnonHaHmsa' ®acoska 100*2 tacTtoa

aarmTaamaam!»»* ya—rtaaaadmar; N KaH [aSANLKXXX «= AK A0 XXXX
Tonako ana npoq)accmomanaHoro ncnonaaoaaHmAa

AmMTulona Bauny %.9T aupyoy ranatnta C mHaaAa eToyretaymr

000 «AamaMaaHoHoanT®
10P004 1 Maasaa an Taj

I MYHMUUNANAMbIN aapyr
Ta>an<mua. yn A Conaanawbivia. s 3. atr/nam/aam t

-o

13. doTorpadma Habopa peareHTOB [0 BCKPbITUSA BHeELWHel ynakoBku (Kopobka),

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

(pacoBka 100*2 TecToOB.

CtpaHunya 14 us 25



14. doTorpacua Habopa peareHTOB 40 BCKPbITUS BHELWHEN ynakoBkn (Kopobka),
(pacoBka 100*2 TecTOB.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuua 15 u3 25



SHBG CLIA Microp*rticles 20230630
w 20230630 u 2024-12-29

Q 2024'12>29

AIMIAGNOSTICS CO,, LTD

ALKIIPFODUOVOSO (U. 11D

15. doTorpacma Habopa peareHTOB NOC/ie BCKPbITUS BHELWHENR YNaKOBKMU,
(pacoBka 100*2 TecTOB.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHnuya 16 ns 25



16. doTtorpacpua kaptpugxa (BapuaHt Nel).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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18. doTorpacua kanuopartopos (Calibrator A, Calibrator B)

@ 000 LMPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHnua 19 us 25



eK/™N'ibratoi'
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19. doTorpacua kanuopartopos (Calibrator A, Calibrator B).

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHunua 20 s 25



B

20. doTvorpadmna kannobpartopos (Calibrator A, Calibrator B).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuua 21 us 25



«

21. poTorpacdusa koHTponein (Quality Control 1, Quality Control 2).

@ 000 LUPMH [&7) INFO@CIRMLRU € WWW.GOSZDRAVNADZOR RU CTpaHnua 22 u3 25
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22.dboTorpagusa koHTponeii (Quality Control 1, Quality Control 2).

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU CTpaHunua 23 13 25
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23. doTorpaduma kKoHTponeii (Quality Control 1, Quality Control 2).

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU .
CtpaHnuya 24 n3 2i



Habop peareHTOB /151 KO/IMHECTBEHHOTO ONpejefieHns
rno6ynnHa, CBsi3biBalOLLLET0 MNOOBbIe TOPMOHbI, B CbIBOPOTKE
kpoBu Yyenoseka (SHBG CLIA Microparticles (BHBC))Ha
aHanmsaTopax UMMYHOXEMUTIOMUHECLEHTHbIX CepunAntO 1nto

BapuaHT ncnosiHeHuna: ®acoska 50*2 TectoB

P«ructpaMmmounmno« ygoctoMmp*Mu«: Nb P3H 202X/ XXXXXoT XX.XX.XXXX
Tonbko ANA MpodeccMoHanbHOro MCNONb30BaHUSA

AHTUTena KBWY 1. 2 n Bupycy renatuta C u HBSAg oTCcyTCTBYIOT

YNOMHOMOYEHHbIV NpeAcTaBUTe b NPOU3BOAUTENS HA
Tepputopun Poccuiickoii Pefepauunm:

000 «AsnaMepKoHcanTt»
109004. r MockBa, BH. Tep. I. MyHULMNanbHbI OKPYT
TaraHckuid, yn. A. ComkeHuubliHa, 4. 27.37/nom/kom 1/111/10

24. MakeT pyCcCKOA3blYHOM

Hab6op peareHTOB ANA «ONUYBCTaavHoroonpbaenemmi Tobynuma.
canablearolero NonoemeropuoT. aCbIBOPOTKE Kpoaw yeroeeke
(SHBGCLIA MicToparticles (SHBG)) Ha amanumTopax
UNbIYMOKaUUMOHMHACMaHTHLIX cepiMAiIXoLumo

BapwvaHT ncnonHenums; ®acoska 100 TecTtoB
abl«craaHHenne«l«MTM*poiMM;1ePIH2<CX/X XXX XOTX X X X. XX XX
TonbKo AN NPOdecCMoHasIbHOrO UCMO/Ib30BaHNA
AHTuTEna k BUY 1.2 na»e>ycy ranatutaC n HBsAg otcyTcTByOT
YsionvebloYaHHbIli NpalcTaaMTena npovsaoaunTenana
rappirropMM Poccuiickoii eeAspaiiM):

000 mAanaMeoKomcanta
10B004. r MockBa, BH. Tap. . MyHUMUNabHbIAOKPYT
TaraHckuid, yn. A. ConxaunubiHB. 4. 27. aT/Tiobl/kon 1/111/10

REF CMF0805

IVD

SHBG CLIA Microparticles

LOT

AutoLumo SHBG Calibrators 88X
QualityControl
Microparticles Solution
Enzyme Conjugate N O
H117.H412

f or professional use only
AUTOBIO 01ACMOS$/IC$ CO., LTD.

MapKupoBkM Ana dpacoBkn 50*2 TecTOB.

SHBG CLIA Microparticles

IVO

REF CMF0802 LOT
AutoLumo SHBG Calibrators P
QualityControl Il D a.-r
Microparticles Solution
H3I7.H412

Enzyme Conjugate
For professional use only
AUTOBIO DIAGNOSNnCS CO, LTD.

25.MakeT pyccKoA3bl4YHOI MapKMpoBKKM Aanst gpacoskn 100 TecToB.

Habop peareHTOB 418 KOINYECTBEHHOTO ONpeAeneHuns
rnobynnHa, cBA3bIBAIOLWEro NOMOBbIe TOPMOHbI, B CbIBOPOTKE
kpoBu yenoseka (SHBG CLIA Microparticles (SHBG)) Ha
aHanmsaTtopax MMMYHOXeMWUIIOMUHECLEHTHbIX cepun AutoLumo

BapwnaHT ucnosiHeHuna: ®acoska 100*2 TecToB
Pernctpaynounnoe ygqoctosepenmne: NsP3H 202XYXXXXX0T XX. XX. XXXX
Tonbko ansa npOCbeCCI/IOHaI]bHOFO ncnosib3oBaHUMA
AHTuTena kBWY 1.2 neupycy renatuta C nHBSAQ oTcyTCTBYIOT

YNo/IHOMOUEHHBIV NpeAcTaBuTeNlb NPOM3BOAMTENS 1a
TeppuTopumn Poccuiickoii ®enepaunu:

000 «AsnaMepnKoHcant»
109004. r. MockBa, BH. Tep. I. MYHULMNANbHbIA OKPYr
TaraHckuii, yn. A. ConxeHuublHa, . 27, at/nom/kom 1/111/10

REF CMF0803

IVD

SHBG CLIA Microparticles

LOT

AutoLumo SHBG Celibretors rc
Quality Control

Microparticles Solution
Enzyme Conjugate A O

H317.H4t2

For professional use only
AUTOBIO DIAGNOSTICS CO., LTD.

26. MakeT pycCcKOsA3blYHOW MapKnpoBKKM ansa dgacosku 100*2 TecTOB.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

CtpaHunua 25 un3 25



NpoHymepoBaHo,
CKpenneHo neva

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



