O6LLI,eCTBO C Ol'paHVI‘-IeHHOVI OTBETCTBEHHOCTbIO

«A3naMegKoHconT»
Poccusa, 109004, Mocksa, yn. A. ConxeHuubiHa, g. 27

Ten.; +7 495 988 47 44
,Aa/Fl OrPH: 1137746433879

K WHH; 7709929540

NOATBEPXAAHO

PekTop no passuTuio
000 «AMK»

. H. NepueBa
A6pa 2024r.

POTOINPAOPNYECKUE N3OBPAXXEHWNA
MEONUMHCKOIO N3AENTNA

Habop peareHTOB ANA KONMYECTBEHHOTO onpegeneHnsa aHTuTen knacca IgG k Bupycy
KpacHyxu B CbIBOPOTKe M nna3me kposu yenoseka (Rubella IgG CLIA Microparticles
(Rubella IgG)) Ha aHann3aTopax MMMYHOXEMUTIOMUHECUEHTHbLIX cepun AutoLumo

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM



Rubella 1gG CLIA Microparticles

REF cwmkosos LOT 20230808 2023-08-08 2025-02-07
Microparticles Solution 1.2mLx2
Enzyme Conjugate 5.5m ix 2 8X

Sample Diluent 5.5mLx2
CalibratorA x| 2C

IVD Calibrator B x|
CalibratorC x| O
CahbratorD x| H317,H412
Calibrator E x| .
Calibrator F x 1 For professional use only
Quality Controll x|l AUTOBIO DIAGNOSTICS CO., LTD.

Quality Control 2 x|

1 ®oTtorpacuma Habopa peareHTOB 0 BCKPbITUA BHELLUHEN ynakoBKKU, dpacoBka 50*2 TecToB.
@ 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

CTtpaHuya 2 uns 43



=R 0% .

2. doTorpadua Habopa peareHTOB A0 BCKPbITUSA BHELLHER ynakoBku, hacoBka 50*2 TecToB.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CTtpaHuua 3 13 43



Ha6op peareHTOB A/19 KO/IMYECTBEHHOIO onpeAesieHnsa aHTUTen knacca igG
K BUPYCY KPacHYXu B CbIBOPOTKE U MJla3Mme KpoBU YesioBeKa

(Rubella IgG CLIA Mfcropartfcles (Rubella IgG)) Ha aHanu3aTtopax
MMMYHOXEMUMIOMUHECLEHTHbIX cepun AutoLumo

BapuaHT ncnonHeHua: ®acoska 50*2 TecTtoB

PerncrtpaunoHHoe ygoctoBepeHue: Ne P3H 202X/ XXXXX oT XX XX XXXX

Tonbko gnsa I'IpOC*)eCCI/IOHa]'IbHOFO MCrnosib3oBaHUA

AHTnTena Kk BUY 1, 2 n Bupycy renatuta C u HBsSAg OTCYyTCTBYIOT

YNONTHOMOYEHHbIW NpeacTaBUTENb NPOU3BOANTENS HA
Tepputopumn Poccuiickon depepaumn:

000 «AanaMepgKoHcanT»
109004, r. MockBa, BH. Tep. I MyHULMNabHbIA OKPYr
TaraHckuii, yn. A ComkeHuubiHa, 4. 27, at/nom/kom 1/111/10

3. ®oTorpadmsa Habopa peareHToB A0 BCKPbITUS BHELLUHEN ynakoBKK, hacoBka 50*2 TecToB.

@ 000 LIMPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHunya 4 n3 43



Udiio

4. doTorpadma Habopa peareHToB A0 BCKPbITUS BHELIHEN ynakoBku, dpacoBka 50*2 TecTOoB.

@ 000 LIUPMH (&) INFO@CIRMLRU & WWW.60SZDRAVNADZOR RU
CTtpaHuua 513 43



AUTOBIO DIAGNOSTICS CO., LTD.

No.87 Jingbei Yi Road,National Eco &
m I Tech Development Area,Zhengzhou,
China 450016

Tel: + 86-371-67985313
Fax:+ 86-371-67985804
Webiwww.autobio.com.cn

5. ®oTorpacua Habopa peareHTOB A0 BCKPbITUA BHELUHEN ynakoBKu, thacoBka 50*2 TecTos.
& 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

CTpaHuuya 6 ns 43



6. doTorpacma Habopa peareHTOB [0 BCKPbITUS BHELLHER ynakoBku, dacoska 50*2 TecToB.

& 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHuuya 7 un3 43



Rubella 1gG CLIA Microparticles

PEplabKoer N AR-BO g AW-it-g)

Microparticles Solution 2 3milx 1

€ftzym+* Conjuoate 11 omLxI

Samtjl# I>'tuiertin OmL*1

C aiihratorA x| 1 2t; t
C«libf»tare
CalibraiofC xl

CaUhratorO x1

HI17.H41Z
Calibraiorl x1
i“altbrrtlor F  t

For professional u~eonly
Quality Contiol 1 KI

AUTOBIO DIAGNOSTICS CO.. LTD.
Quality <"ontrOl 2 1

7. ®oTorpachmna Habopa peareHTOB [0 BCKPbITUA BHELUHEW ynakoBku, thacoBka 100 TecToB.
& 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

CTtpaHuya 8 us3 43
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8. doTorpatua Habopa peareHTOB [0 BCKPbITUS BHELUHEN ynakoBku, thacoBka 100 TecTos.

& 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHuua 9 uns3 43



Ha6op peareHToB A/14 KOJ/IN4ECTBEHHOIO oripeaeneHna

aHTuTen knacca 140 K BUPYCY KpacHYXM a CbIBOPOTKE U
nna3sme kposun Yyenoseka (Rubella IgG CLIA Microparticlee

(Rubella IgG» Ha aHasIM3aTopax MMMYHOKEMUTFOMUHECLEHTHbLIK
cepun AutoLumo

BapuaHT ncnonHeHumsa: d®acoBka 100 TecToB
Peructpwmommnos yAocToeBp«nmn«; Nr P3H 202X TXXXKX 0 TXX XX XXXX

Tonbko /1A npodreccrnoHaibHOro UCMosib30BaHUS

AHTUTena Kk BUM t, 2 neupycy renatuta C n HBBAL OTCYTCTBYIOT

YNO/THOMOYEHHbIW NpeAcTaBUTeNb NPON3BOAUTENSA U*
Tepputopumn Poccuinckoii degepaynn:

000 «As3naMegKoHcant*

1090CM, 1. MockBa, BM Tep. I MyHULMN&/IbHbIA OKpYT
TaraHckuin, yn A. Co/mkeHuubiHa, A4 27. at/nom/kom 1/M110

9. doTorpadms Habopa peareHTOB A0 BCKPbITUA BHELLHEN ynakoBku, dpacoBka 100 TecToB
& 000 LIUPMH (&) INFO@CIRMIRU & WWW.G0SZDRAVNADZOR RU

CTtpaHunya 10mns 43



NKJIL-

10. ®oTorpachmss Habopa peareHToOB [0 BCKPbITUA BHELIHEN yrnakoBkn, acoska 100 TecToB.

& 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHunya 11uns 43



utoBio)

AUTOBIO DIAGNOSTICS CO., LTD.

No.87 Jingbei Yi Road,National Eco &
m I Tech Development Area,Zhengzhou,
China 450016

Tel; + 86-371-67985313
Fax: + 86-371-67985804
Web:www.autobio.com.cn

11. doTorpadcusa Habopa peareHTOB A0 BCKPbITUSA BHELLHE ynakoBku, hacoBka 100 TecToB.
@ 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

CTtpaHuuya 12 3 43



12. doTorpadma Habopa peareHTOB A0 BCKPbITUA BHELIHeW yrnakoBku, ¢pacoBka 100 TecToB.

@ 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHuya 13 u3 43
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13. doTorpaduma Habopa peareHTOB MNOCNE BCKPbITUS BHELWHEN ynakoBKH,
acoBka 50*2 TecToOB.

CTtpaHuuya 14 ns 43

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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14. ®oTorpachua Habopa peareHTOB NOC/Ae BCKPbITUS BHELWHE ynakoBKH,
(pacoBka 100 TecTOB.
CtpaHunua 15un3 43

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



t!

YH

0 Rubella 1gG
1-Milc/op*fttel** Solution 12ml.
2. encjrm* Conjwgato S.SmL
a.SampiaOHuen,
|U>T1 20230200

11X

2024.08-08 IVDi Te)
AUTOeiO DtAONOSTICS CO., UO, s

15. doTorpadmsa kapTpuaxa, sapmaHTt Nel.

CTtpaHuua 16 ns3 43

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



(0] 'frubeMa 1gG
V Brighe? e ng“ " 5 3m1L

3. satnpl* Diluent I.LOmL
20230209 (K« n
2XA

2024708-08

fcUiIrOBtO 014GNOST1CS CO . LTD

16. doTorpacphua kapTpuaxa, sapmaHT Ne2.

CTtpaHuya 17 us 43

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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17. doTorpachus kanuépatopa A (Calibrator A).

CTtpaHuuya 18 us 43

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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18. ®doTtorpachusa kanmbpatopa A (Calibrator A).

CtpaHuuya 19 u3 43

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



m/V: ;

19. doTorpadgua kannépartopa A (Calibrator A).

CtpaHunya 20 n3 43

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



20. ®oTorpacus kanubpartopa B (Calibrator B).

CtpaHnya 21 ns 43

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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21. ®oTorpadgua kanunbpartopa B (Calibrator B).

CtpaHuuya 22 ns3 43

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



22.®oTorpadma kannépartopa B (Calibrator B).

CtpaHuyo 23 n3 43

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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23. ®oTorpadua kanmépatopa C (Calibrator C).

CTtpaHuya 24 ns3 43

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



24. ®dotvorpadusa kannbpartopa C (Calibrator C).

CTtpaHunua 25 ns3 43

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



25.®oT1orpadguma kannbpartopa C (Calibrator C).

CTtpaHuya 26 ns 43

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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26. ®doTtorpadma kannbpartopa D (Calibrator D).

CTtpaHnuya 27 n3 43

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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27. ®oTorpacpusa kanubpartopa D (Calibrator D).

CtpaHuuya 28 ns3 43

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



28. ®doTtorpadus kannbpartopa D (Calibrator D).

CTtpaHuuya 29 ns 43

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



29. ®oTvorpachua kanubpartopa E (Calibrator E).

CTtpaHuuya 30 ns 43

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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30. doTorpadma kanubpartopa E (Calibrator E).

CTtpoHuuyo 31 us 43

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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31. doTorpachus kannbpartopa E (Calibrator E).
CtpaHnya 32 us 43

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



32. doTvorpachua kanmobpartopa F (Calibrator F).

CtpaHnya 33 ns 43

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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33. ®doTorpadma kannépartopa F(Calibrator F).

CTtpaHunua 34 ns3 43

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



34. ®doTorpadua kanunbpartopa F(Calibrator F).

CTtpaHuya 35 u3 43

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



35. doTorpadma KOHTpPOsIA BbICOKOTO ypoBHA (Quality control 2).

CtpaHunuya 36 n3 43

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



con”"™Ny

36. doTorpaduma KOHTPONA BbiCOKOro ypoBHA (Quality control 2).

CtpaHuuya 37 u3 43

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



37. ®doTorpadua KOHTPOAA BbICOKOro ypoBHA (Quality control 2).

CtpaHnya 38 n3 43

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



38. doTorpacma KOHTpoNA HU3Koro yposHa (Quality control 1).

CtpoHunyo 39 ns 43

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



P/V 7>

ANT-03 (o

A

39. doTorpadusa KOHTpoA HU3KOro ypoBHsa (Quality control 1).

CTtpaHuua 40 ns3 43

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



40. doTorpadgunsa KOHTpPoAsa HU3Koro ypoBHa (Quality control 1).

CTpoHuuyo 41 n3 43

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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41. ®oTorpadms TpaHCNOPTHOW YNakoBKM MeAULUHCKOTo uU3genus.
@ 000 LUPMH (&) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

CnnpoHuuo 42 n3 43



Haﬁop peareHToB ANS KO/IMYECTBEHHOIO ONpBABNEHMSA aHTUTE1 Knacca |gG 1 1

K BUPYCY KpaCHyX1 B CbIBOPOTKE U Naa3Me KpOBU Yenoseka Rubella Ig G CLIA Micro pa rticles
(Rubella IgG CLIAMicroparticles (Rubella IgG)) Ha aHanusatopax

MMMYHOXEMUIIOMUMECUEHTHbIX cepun AutoLumo

BapuaHT ncnosnHeHna: ®acoska 50*2 TecTtoB ACMKOSOS [lot cO

PernctpaynoHHoe ygoctoBepeHue: H» P3H 202X/ XXXXX oT XX. XX . XXXX

TonbKo gn4 I'IpO(peCCI/IOHa}'IbHOFO ncnonb3oBaHUA M icroparticles Solution T.ZmL
|[IVD EnrymecConjugate S.5mLa2

AHTUTena k BUY 1. 2 u Bupycy renatuta C u HBSAg oTcyTCTBYiOT
Sample Diluent S.5fnL>2

YNONMHOMOYEHHbI NpeAcTaBUTeNb NPON3BOAUTENSA Ha Calibrator A »1
Tepputopun Poccuiickon ®egepaymnu; Calibrator B «1
000 «AansMegKoHcanT» canraere H317.H412
- Calibrator D « 1
109004. r. MockBa, BH. Tep. I. MyHULMUNANbHbI OKPYT Calibrator e -1 For professional use only
TaraHckuii, yn. A. ConmxeHuubiHa, 4. 27. at/mom/kom 1/111/10
Calibrator F -1 AUTOBIO DIAGNOSNnCS CO.. LTD.

QualityControl 1 k1

QualityControl2 «1

42. MakeT pYCCKOSA3bIYHOW MapKupoBKku Ans pacoBkn 50*2 TecToB.

Ha6op peareHTOB AN KOTYECTBEHHOTO ONpeAeneHns Ru b e | | al g G CLIA M iC ro p art | c | es
aHTuTen knacca IgG K BUPYCY KPACHYXU B CbIBOPOTKEN

nna3sme kposu yenoseka (Rubella IgG CLIA Microparticles

(Rubella IgG)) Ha aHanu3aTopax MMbIYHOXEMUIIOMUHECUBHIUbIX

cepuu in (oL unto REF CMK0802 LOT

BapuaHT ucnonHeHuns; ®acoska 100 TecToB
MxropaxicivT &oiullan 2 !

Vierncrpannennoe yBocTempakm; MrPIH 202XIXXXXX 0T XX XX.XXXX Iniym «Confurts 1f Offit
TonNbKo AN NPOEecCUOHaNbHOIO UCMONb30BAHNA Sampl» Dilwpnl 11 Om1 + 1
AnTuTena k BUY 1. 2 n Bupycy renatuta C n HBsAg oTcyTcTBylOT Calb>>arcr« "1
YNonnomMo4yeMunblii NpeAcTaBuTeNb NPOU3BOAUTENS HA I\D CHibralrxk
Tepputopuun Poccuiickoit (beagepauunn; Chibfatoro 1
000 «AsusMepgKoHcanT» CHIP Mo 1
109004. 1 MoOCKBa, aH. Tep. . MyHULUNaNbHbI OKPYr cUbnT . 1 H317.H412
TaraHckniti.yn A ConxeHunubera. g. 27. at/rom/kom 1/111/10 Sy C n("oll . For professional use only
« « .
QuH.lyCemrel? .1 AUTOBIO DIAGNOSTICS CO., LTD.

43. MakeT pyCcCKOSAA3bIMHONW MapKMpoBKW Ans dgacoBkn 100 TecToB.

CTtpaHuua 43 ns3 43

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



["poHyMepoBaHo, MPOLLMTO U

CKpPErnieHo neyarbo Ha

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



