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POTOINPAPNYECKUE N3OBPAXEHUA
MEOVUNHCKOIO N3AENNA
Habop peareHToB A/19 KO/IMYECTBEHHOIO onpefesieHnsa aHTuTen knacca IgM kK Bupycy
KpacHyxu B CbIBOPOTKe 1 nnasme kposu yenoseka (Rubella IgM CLIA Microparticles
(Rubella IgM)) Ha aHanusatopax MMMYHOXeMU/TIOMUHECUEHTHbLIX cepun AutoLumo

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH METMLIMHCKUX U3REM



»-

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

1. ®doTorpachua Habopa peareHTOB 40 BCKPbITUS BHELWIHEW yNaKOBKY,
(pacoBka 50*2 TecTOB.

CTpoHuuo 2wu3 40



Rubella IgM CLIA Microparticles

BEFIcMKOBOS 110TI 20230318

n 2023-03-18 2024-09-17

M tcrop«rticl«s Solution 1.2mLx2
Enzyme Conjugate S.5mi.«*2

i Sample Diluent 5.5TCm2
jlvD Calibrator A «lI

Calibrator E *t
Calibrator C «lI
Calibratoro «1
Calibratore *t1
Calibrator F «1
Quality Control 1 «1 For professional use only
Quainy Control2 *1 AUTOBIO DIAGNOSTICS CO., LTD.

<j>
H317.H412

N
2. ®oTorpagusi Habopa peareHTOB A0 BCKPbITUS BHELIHel ynaKoBKu,

(pacosBka 50*2 TecTOB.
@ 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

CtpaHunya 3 1340



Ha6op peareHTOB A/151 KONIMYECTBEHHOIO ONnpeaeieHus]

aHTUTEeN Knacca 1aM K BUpYyCy KpacHyxu B CbIBOPOTKE U
nnasme kposu YesioBeka (Rubella IgM CLIA Microparticles

(Rubella IgM)) Ha aHanu3aTopax MMMYHOXEMUIFOMUHECLIEHTHbIX
cepum AutoLumo

BapwvaHT ucnosiHeHunda: ®acoBka 50*2 TecTtoB

P«rnctpaymnoHHo« ygoctoBepeHune: Me P3H 202X/ XXXXX 0 TXX. XX. XXXX
Tonbko /1A npodeccmnoHasibHOro NCnoJsib30BaHus

AHTuTena Kk BUY 1, 2 n Bupycy renatnta C n HBsAg oTCyTCTBYIOT

YNONHOMOYEHHbIV NpeacTaBUTENb NPON3BOAUTENS HA
Tepputopun Poccuiickon degepaynn:

OO0 «AansaMegKoHcanT»

109004, r MockBa, BH. Tep. I. MyHULUNabHbIA OKPYT
TaraHckuii, yn. A. ConxeHunyblHa, 4. 27, at/nom/kom 1/11/10

n
3. doTorpacma Habopa peareHTOB 40 BCKPbITUS BHELWIHEWR ynakoBKMU,

(pacoBka 50*2 TecTOB.
@ 000 LWPMH &) INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR RU

CtpaHuuyo 4 us 40



N

4. doTorpacus Habopa peareHTOB A0 BCKPbITUSA BHeLIHel ynakoBku, pacoBka 50*2 TecToB

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuya 5 u3 40



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

Microparticles Solution 2.3mLx1
Enzyme Conjugate 1.0 m tx|

Sample Diluent 11.OmLxlI
Calibrator A xi

Calibrator B x|
Calibrator C x i
Calibrator D x|
Calibrator E x 1
Calibrator F x|
Quality Control 1 xi
Quality Control 2 xi

rc

H317.H412

For professional use only

AUTOBIO DIAGNOSTICS CO.. LTD.

5. ®oTorpacus Habopa peareHTOB 40 BCKPbITUS BHELUHE YNaKoBKM,

(hacoBka 100 TecTOB.

T

CtpaHuuya 6 13 40



BapuaHT ncnonHeHunda; ®acoska 100 TecToB
ParnetpauynoHHo* ygoctoBapeHua: NeP3H 202X /T (XX XX OT X X. XX . XXXX

Tonbko O/19 npodeccmoHasibHOro Ucnosib3oBaHuA
AHTuTena Kk BUWY 1, 2 n sBupycy renatnta C u HBsSAg OoTCyTCTBYIOT

YNoNHOMOYEHHbIN npeacTaBuTeNlb NPOU3BOANTESNA HA
Tepputopun Poccuiickon depepauun;

000 «AznaMepnKoHcant»

109004. r MockBa, BH. Tep. I MyHUUUMNanabHblIA OKPYT
TaraHckuii, yn. A. ConxeHuublHa, A. 27, at/nom/kom 1/111/10

doTorpacgus Habopa peareHTOB [0 BCKPbITUSI BHELIHE yNnakoBKM,

(oacoska 100 TecToB.
@ 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

CtpaHuua 713 40



n

7. ®oTorpadusa Habopa peareHToOB [0 BCKPbITUA BHELUHEN ynakoBKMU,

(hacoBka 100 TecTOB.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHnua 8 ns 40



8. doTorpadmsa Habopa peareHToB NOC/€e BCKPbITUSA BHELWHEN ynakoBKHU,

hacoBka 50*2 TecTOB.
@ 000 LWPMH &7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU CTpaHuya 9 ns3 40



*ub.H.,,MCIl.AMic,op.r,,cl«
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Rubella IgM CLIA Microparticles
LOT 20230614

~ 2024-12-13
AUTOBIO DIAGNOSTICS CO, LTD

oY
9. doTorpacua Habopa peareHTOB MOC/Ne BCKPbITUS BHELLIHENR yNnakoBKM,

(oacoBka 100 TecToB
@ 000 LMPMH [&] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU CtpaHuya 10 u3 40



10. doTorpadua kaptpugxa, gacoska 50*2 tecto (BapuaHT Neol).

@ 000 LPMI [ INFO@CIRMIRU @& WWW.GOSZDRAVNADZOR.RU
CtpaHnya 11us 40
1



11. ®doTorpadua kapTpugxa, gpacoska 50*2 tectoB (BapuaHt Ne2)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTtpaHuua 12 n3 40



12. doTorpadua kaptpugxa, gpacoska 100 TectoB (BapuaHT Neol).

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuya 13 u3 40



Rubella 1gM
1. Myxrop»rticU* Solution 2.3mL

s TR B PIE a™
\CjO”" 20230318

2 2024-09-17 TR

AUTOHO DAGNCSTICSQO. LID.

—A!

13.doTorpadma kaptpugxa, ¢acoska 100 TectoB (BapuaHT Ne2).

@ 000 LPMI (&) INFO@CIRMI.RU & WWW.60SZDRAVNADZOR.RU
CtpaHnuya 14 ns 40



14. doTorpacua kannbpatopa A (Calibrator A)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHunya 15u13 40



15. doTorpacua kanubpatopa A (Calibrator A).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuuya 16 u3 40



16. doTorpachusa kanubpatopa A (Calibrator A).

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpanuua 17 u3 40



17. ®oTorpacpua kanunbpatopa B (Calibrator B).

@ 000 LMPMH [ INFOGCIRMLRU @ WWW GOSZDRAVNADZOR RU CTpaHuia 18 s 40



CTtpoHunyo 19 uns3 40
@ 000 LMPMH (&) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU



19. doTorpadua kannépartopa B (Calibrator B).

@ 000 LWMPMH () INFO@CIRMLRU @ WWW GOSZDRAVNADZOR RU CTpanuua 20 u3 40



20. doTorpadusa kannbpatopa C (Calibrator C).

@ 000 LWUPMH () INFO@CIRMIRU @ WWWGOSZDRAVNADZOR RU CTpoHuua 21 u3 40



21. doTorpadpua kanmbpatopa C (Calibrator C)

@ 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU CTpaHuua 22 n3 40



22.®¢oTorpacua kanmépatopa C (Calibrator C).

@ 000 LUPMH () INFOGCIRMLRU @ WWW.GOSZDRAVNADZOR RU CTpanuua 23 u3 40



23. doTtorpadua kannépartopa D (Calibrator D)

& 000 LHPMH (7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuua 24 n3 40



24. doTorpadma kanubpatopa D (Calibrator D).

@ 000 LUPMI [ INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
CTtpaHuuya 25 un3 40



25.0oTorpacpua kanmbpartopa D (Calibrator D).

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CT paHuLa 26 13 40



26. doTorpadma kannépartopa E (Calibrator E).

@ 000 LPMI (27 INFO@CIRMI.RU & WWW.60SZDRAVNADZOR.RU
CtpaHnuya 27 n3 40



27.®oTorpacua kanuépatopa E (Calibrator E).

@ 000 LUPMI (&) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
CTtpaHuuya 28 ns 40



28.doTorpacpua kanunbpartopa E (Calibrator E).

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



29. doTorpacgua kanubpartopa F (Calibrator F).

@ 000 LIMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHunya 30 ns 40



30. goTorpacua kannépartopa F (Calibrator F).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuua 3113 40



31l.®oTorpadua kanmbpatopa F (Calibrator F),

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHunuya 32 ns3 40



32. doTorpaduma KoOHTposA HU3Koro yposHesa (Quality Control 1).

@ 000 LUPMI [ INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
CTtpaHunua 33 ns 40



33. doTorpadusa KoHTpona HM3Koro yposHsa (Quality Control 1)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuua 34 n3 40



34. ®oTorpadus KOHTpONsA HU3KOro yposHa (Quality Control 1).

& 000 LHPMY (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuua 35 u3 40



35. doTorpacus KOHTpPOIA BbICOKOTO ypoBHA (Quality Control 2).

000 LMPMH &) INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU
STnilech e ® CtpaHuuya 36 u3 40



36. doTorpadusa KOHTpoNA BbiCOKOTro ypoBHA (Quality Control 2).

@ 000 LWPMI (27 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
CTtpaHuuya 37 n3 40



37.doTorpachmsa KOHTpoONA BbICOKOTo yposHA (Quality Control 2).

@ 000 LMPMH [&] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHuya 38 n3s 40



38. doTorpadus TPAHCNOPTHOM YNaKOBKM.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuya 39 ns 40



Habop peareHTOB 419 KONIMYECTBEHHOIO ONpefesnieHns

aHTuTen knacca 1aM K BUpYCY KpacHYyXxu B CbIBOPOTKE 1

nnasme kposu yenoseka (Rubella IgM CLIA Microparticles
(Rubella IgM)} Ha aHanm3aTopax UMMYHOXEMUTIOMUHECLEHTHbIX
cepun AutoLumo

BapuaHT ncnonHeHusa: ®acoska 50*2 TecTtoB
PermctpayMoHH<mygocToaBpBMUB: HBP3H 202X/ XXXXX orXX. XX .XXXX

Tonbko ONA MpodeccmoHanbHOro NCNONb30BaHMA
AHTuTena k BUY 1.2 v supycy renatnta C u HBSAg oTcyTCcTBYIOT

YNO/THOMOYEHHBIN NpeAcTaBUTe b MPOU3BOAUTESS Ha
Tepputopumn Poccuiickoii ®egepaumm:

000 «A3naMegKoHcanTt»
109004. r. MockBa, BH. Tep. I. MyHULUNanbHbI OKPYT
TaraHckuid, yn. A. Co/mxeHuubiHa, 4. 27. at/nom/kom 1/111/10

39.
doacoBka

Habop peareHTOB AN KONMYECTBEHHOTO ONpeAeNeHns aHTuTenN
Knacca IgM KBMPYCY KPacHYXu B CbIBOPOTKE 1 Nia3me KpoBu
yenoseke (Rubella IgM CLIA Microparticles (Rubella IgM)) Ha
aHanusatopax MUMMYHOXeMUTIOMUHECUEHTMbIX CEpUnN AutoLumo

BapuaHT ncnonHeHus; dacoska 100 TecToB
HrucTtpayngmuo* ypoeto»*p«Hin«; Ne P3H 202XA0CXXX 0T XX. XX.XXXX

Tonbko /19 npodeccnoHasrbHOr0 UCMOIb30BaHUA
AHxTtutena Kk BUY 1, 2 n supycy renatute C u HBsAg oTcyTCTBYIOT
YNONHOMOYEHHbIV NpejcTaBUTeNb NPOU3BOANTENSA He
Tepputopun Poccuiickoit ®egepayuu:

000 «AsnaMegKoncanT»

109004. r. MockBa, BH Tep. I. MyHULMNAaNbHbI OKpYyr
TaraHckuid, yn. A. ComkeHuULbIHA, . 27. aT/nom/kom 1/111/10

40.

MakeT MapkMpoBKM ANns Habopa peareHToB

Rubella IgM CLIA Microparticles

"CMKO30b

Microparticles Solution 1.2mL><2

Enzyme Conjugate S.SmL><2 Bx:

2c|

H317. E412

For professional use only

AUTOBIO DIAGNOSTICS CO., LTD.

Sample Diluent S-5mLx2 50%2
Calibrator A «1
Calibrator B k 1

VD CalibratorC «lI
Calibrator D *1
Calibratorg «1
Calibrator F k1

Quality Control 1 x1

Quality Control 2 x 1

MakeT MmapknpoBkn ans Habopa peareHToB Rubella IgM,

50*2 TecToOB.

Rubella IgM CLIA Microparticles

REF CMKO0302 LOT

Micrepacicl*« Solution 2
tnzym*Conii9at* MOm L»1
samploOlliiani 110 tnl.*!
2X
Cxlibrainr* >1

Calibratore >1
CalibratorC >1
Calibratord >1

IVD
<I>
H317.H412
For professional use only
AUTOBIO DIAGNOSTICS CO., LTD.

Calibrators >1
Calibrator F .1

Quality Control t >1
QualilyConlrni2 x1

Rubella IgM,

hacoska 100 TecTOB.

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

CTtpaHunua 40 n3 40



MpOHYMepoBaHo, MpoLL

CKPErv1eEHO ne4arbio

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



