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POTOITPADPNHECKUNE N3OBPAXEHWA
MEOVUWNHCKOTIO N3OAENNA
Habop peareHToB [ANa KayeCTBEHHOro onpegeneHns aHtuten Kk Treponema pallidum B
CbIBOPOTKe M nnasme KpoBu yenoseka (Anti-TP CLIA Microparticles (Anti-TP)) Ha aHanu3aTtopax
NUMMYHOXEMUNIOMUHECLUEHTHLIX cepun AutoLumo

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHIA/ W PETMCTPALIMI MERHLMHCKWX H3ENHIA



doTorpagmyeckoe n3obpaxeHme Habopa peareHTOB 40 BCKPbITUA BHELIHEN ynakoBKU (Kopob6ka),
thacoBka 50*2 TecToB
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doTorpadmnyeckoe n3obpaxeHne Habopa peareHToB A0 BCKPbITUSA BHELWHEN ynakoBku (Kopobka),
¢hacoBka 50*2 TecToB
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doTorpaduyeckoe n3obpaxeHne Habopa peareHTOB A0 BCKPbITUA BHeLWIHeNW ynakoBKn (Kopobka),
thacoBka 50*2 TecTOB
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doTorpaguyeckoe nsobpaxeHne Habopa peareHTOB MOC/e BCKPbITMSA BHELWHENR ynaKoBKU (Kopobka),
thacoBka 50*2 TecTOB
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doTorpagmyeckoe n3obpaxeHne Habopa peareHTOB A0 BCKPbITUS BHELWHEN ynakKoBKN (Kopobka),
dacoska 100 TecToB
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doTorpagmueckoe n3obpaxeHne Habopa peareHTOB 40 BCKPbITUS BHeELIHeli yNakoBKM (KOpo6Ka).
dacoska 100 TecToB
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doTorpagma Habopa peareHTOB 40 BCKPbITUS BHELWHEN ynaKoBKK (Kopobka). ®acoBka 100 TecToB
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doTorpadguueckoe n3obpaxeHne Habopa peareHTOB NOC/€e BCKPbITUSA BHELWHEN YyNakoBKU (KopobkKa).
dacoska 100 TecToB

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
n
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doTorpadmyeckoe n3obpaxeHne Habopa peareHTOB 40 BCKPbITUSA BHELWHEN yNnaKoBKKN (KOpo6Ka).
®dacoska 100*2 TecTOB

& 000 LIUPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
CTtpoHuyo 10 u3 36



doTorpaguyeckoe n3obpaxkeHne Habopa peareHTOB [0 BCKPbITMSA BHeLWIHeA ynakoBKN (KopobKa)
®dacoBka 100*2 TecToB
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doTorpagms Habopa peareHTOB 40 BCKPbITUSA BHELWHEN ynakoBku (Kopobka). dacoska 100*2 TecToB
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oTorpacgmnyeckoe nsobpaxeHne Habopa peareHTOB NoC/e BCKPbITUSA BHELWIHeN ynakoBku (Kopobka),
®dacoBka 100*2 TecToB

& 000 LHPMH [ INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHunuya 13 n3 36



doTorpatmsa Habopa peareHTOB 40 BCKPbITUSA BHeLWHel ynakoBku (kopobka). ®acoska 100*5 TecToB
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BypamaoraeiAa daacsaalil*s eoxas
P«rmctpanmonmno« ygoctosepeHne: NoP3H 202X/ XXXXX 0T XX XX XXXX
TouQd MEoEaOo-as-aoVg U EERHH
AHTuTena Kk BUY 1, 2 oTcyTCTBYHOT

YNOJIHOMOYEHHbIN npeancrtaBuTesib Npon3BoanNTeENIA Ha
TeppuTopun Poccuiickoii degepauun;
00O «AaneMepgKoucenTs

109004. r Mockee, eii Tep. I MyHULUMNanbHbIlA OKPYT
Tereucknin. yn A CoxeHuubiHa, 4. 27. at/nom/kom 1/111/10



doTorpadmst Habopa peareHTOB 40 BCKPbITUS BHeLWIHe ynakoBkn (Kopobka). ®acoBka 100*5 TecToB
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doTorpagumueckoe n3obpaxeHme Habopa peareHTOB NOC/le BCKPbITUS BHELWIHEN yNnaKoBKKN (KOpob6Ka)
®dacoBka 100*5 TecToB

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpoHnyo 17 u3 36



oTorpacgmnyeckoe nsobpaxeHue Kanubpatopa: Kannépatop Hu3koro yposHsa (Negative calibrator 1)

Neggti

LOT 2023002
2 2024.08
AUTOBIOI"
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doTorpadmyeckoe n3obpaxeHne Kanmbpartopa: Kannbpatop HM3koro ypoeHsa (Negative calibrator 1)
mlF
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:oTorpacgmyeckoe nsobpaxeHne kanubpartopa: Kanmbpatop Huskoro yposHsa (Negative calibrator 1)

LTD
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brorpapuueckoe nsobpaxeHmne kannopatopa: Kanmbpatop Bbicokoro yposHsa (Positive calibrator 1)
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doTorpaguyueckoe nsobpaxeHune kannbpartopa; Kannépartop Bbicokoro yposHsa (Positive calibrator 1)

000 LIUPMK (@] INFO@CIRMI.RU &5 WWW.GOSZDRAVNADZOR.RU
000 WiPi (<] ® CTtpaHuuye 22 n3 36



Torpagumnyeckoe n3obpaxeHune Kanmbpatopa: Kannbpatop Bbicokoro yposHs (Positive calibrator 1)

NNSco., LTD.
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hboTtorpacunueckoe nobpaxeHme KoHTponsa HU3Koro yposHsa (Quality control 1)

20230520

fi 2024-11-19

"nrtosw DIAf*
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doTorpauueckoe n3obpaxeHme KOHTPOAA HM3KOro ypoBHSA (Quality control 1)

Anti-TP ,

@Gniodiagnostic®*
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doTorpauueckoe n3obpaxeHne KOHTpPoNsa HU3Koro yposHsa (Quality control 1)
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doTorpauyeckoe n3obpaxeHne KOHTPOA BbICOKOro ypoBHei (Quality control 2)

autobiod™
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doTorpauueckoe n3obpaxeHne KOHTPONSA BbiCOKOro ypoBHel (Quality control 2)

Anti-TP
OBIO DIAGNOSTICA

& 000 LUPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU
CTpoHuyo 28 n3 36



doTorpadmyeckoe n3obpaxeHme KOHTPONS BbiCOKOro ypoBHen (Quality control 2)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CTtpaHuuya 29 ns 36



doTorpauueckoe nsobpaxeHme KapTpugxei
BapuaHT KapTpugxa Ne 1
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doTorpadumueckoe n3obpaxeHne npumepa TPAHCNOPTHON yNakoOBKM MeLULUHCKOTO U3L4ENUS:
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Habop peareHTOB /191 Ka4eCTBEHHOIO
onpepgeneHnsa aHtuTen Kk Treponema pallidum B
CbIBOPOTKE U Mn/1a3mMe KpoBU vesioBeka (Anti-TP
CLIA Microparticles (Anti-TP)) Ha aHaw3aTopax
VIMMYHOXeMUTFOMUHECLIEHTHLIX cepun AutoLumo
BapwaHT ncnosnHeHna: dacoska 100 TectoB
ParactpBLiOMno®yAOCTOB®pBHM; LLI P3H 202X/XXXXX oT XX XX XXXX
TonbKo Ans NPodIecCNOHaIbHOrO UCMO/1b30BaHUA
AHTUTEenak BUY 1.2 otcyTcTByHOT

YNO/THOMOYEHHbI NpeacTaBuTe b MPOU3BOANTENSA HA
Tepputopumn Poccuiickoii deaepaumu:

000 «AsussMagKoHcant»
109004. r. MockBa, BH. Tep. . MyHULMNasIbHbINA OKPYT
TaraHckuit, yn. A. ComkeHnupiHa, 4. 27. at/nomYkom U111/10

Habop peareHTOB AN KAYECTBEHHOIO onpeaeneHus

aHTnTen KTreponeTa pallidum B cbiIBOpOTKE U Nf1asme

KpoBu venoseka (Anti-TP CLIA Microparticles (Anti-TP)) Ha
aHanmsartopax UMMYHOXeMWUTIOMUHECLEHTHbIX cepnun AutoLumo

BpamaoraivA dsacaab0*2 eoas

PeructpaunoHHos ygoctoBepeHune: Ne P3H202X/XXXXX0T XX. XX. XXXX

TouQ/s MoEO-aH- OO U EIEHA

AHTUTeNna Kk BUY 1, 2 otcyTcTBYIOT

YNO/ITHOMOYEHHbI NpeacTaBUTENb NPOM3BOAUTENS HA
TeppuTopumn Poccuiickoii depepaymn:

OO0 «AsanaMepgKoHcanTt»
109004, r MockBa, BH. Tep. I. MyHULMNASIbHbIA OKPYT
TaraHckuid, yn. A. CommkeHuublHa, a. 27. at/nom/kom 1/111/10

ki
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Anti-TP CLIA Microparticles

REF CMJ0202 LOT

Negative Calibrator 1 k1 q)
IVD Positive Calibrator 2 xi
. H317.H412
QualityControll kl i
Quality Control 2 ki For professional use only
Y AUTOBIO DIAGNOSTICS CO, LTD.
Anti-TP CLIA Microparticles
REF CMJ0205 LOT

VD

QualityControl2 ml

rc
Microparticles Solution 2.311m1 M T

Enzyme Conjugate S.SmIKI

Microparticles Solution 1.2mL»2 &x
Enzyme Conjugate 3 OmL«(2 2"
Negative Calibrator 1 hl

Positive Calibrator 2

Quality Control 1 H317.H412

For professional use only
AUTOBIO DIAGNOSTICS CO.. LTD.
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Habop peareHTOB ANa Ka4eCTBEHHOI0 onpejenieHus

aHTuTen kTreponema pallidum B cbiIBOpOTKE M nnasme

Kposu Yyenoseka (Anti-TP CLIA Microparticles (Anti-TP)) Ha
aHanMsaTopax UMMYHOXEMUIKMUHECLEHTHBIX cepumn AutoLumo

BapuaHT ncnonHeHunsa,; ®acoeka 100*2 tecTtoB
P«ructpaynoHHo«ypgoctoBepeHune: MBP3H 202XYXXXXXOTXX. XX . XXXX

ToNbKO 4nA NpodeccmMoHaNIbHOro UCMNosib30BaHUA
AHTuTena KBNY 1. 2 oTcyTCTBYIOT

YNONHOMOYEHHbIVi NpeacTaBUTeNb NPOM3BOANTENSA HA
TeppuTOopun Poccuiickoin depgepaumnu;

000 «AsnaMepKoHcant»
109004. r MocKBa, BH. TEpP. I MYHMLMNAaNbHbI OKPYT
TaraHckuit, yn. A. ComkeHunubiHa, 4. 27. at/mom/kom 1/111/10

Habop peareHTOB A/19 KAYEeCTBEHHOIO OonpeAesieHUs aHTUTen
K Treponema pallidum B CbIBOPOTKe 1 nsia3me KpoBU Yenoseka
(Anti-TP CLIA Microparticles (Anti-TP)) Ha aHanun3aTtopax
MMMYHOXEMUIOMUHECLEHTHbIX cepumn AutoLumo

BapunaHT ncnonHeHusa; ®acoska 100*5 TectoB
PernctpaumoHHoe yaoctoBepeHune: Ne P3H 202X/ XXXXX oT XX XX. XXXX

TonbKo 4719 NPOgPEeCCMOHAIbHOTO MCNO/Ib30BaHUS

AHTnTena Kk BUY 1,2 otcytcTByroT

YNONHOMOYEHHbIN NpeacTaBUTeNb NPOM3BOAUTENS HA
Tepputopun Poccuiickoii degepauynu;

000 «AsnaMegKoHcant»
109004. r MockBa, BH Tep T. MyHULMN&asIbHbIA OKPYT
TaraHckuit, yn. A ComkeHuublHa, 4. 27. at/nom/kom 1/111/10

&
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REF

IVD

Anti-TP CLIA Microparticles

CMJ0203 LOT

_ _ _ V 8X
Microparticles Solution 2.3T11k2
EnzymeConjugate 5.SmL»2 00*2 2X
NegativeCalibrator 1
Positive Calibrator 2 ym
Quality Control 1 «I H317,H412
QualityControl2 x1 For professional use only

AUTOBIO DIAGNOSTICS CO., LTD.

Anti-TP CLIA Microparticles

REF cmi0204 lot]

Microparticles Solution 2.3mLxS

EnzymeConjugate S.SmLxS 2C
|VD NegativeCalibrator 1 »1

Positive Calibrator2 >1

Quality Control 1 xi H317.H412

Quality Control2.x 1 .
For professional use only

AUTOBIO DIAGNOSTICS CO.. LTD



3KeTbl MapKNpoBKKN KannbpaTtopos (Kannbpatop HM3Koro yposHa (Negative calibrator 1) n Kannépatop
BblCOKOTo ypoBHSA (Positive calibrator 1))

Negative Calibrator 1

Voh 1.O0mL
(@)
8-C
Ant»-TP
AUTOMO OIAGNOSTtCS CO.. LTD. N
Positive Calibrator 1
Vol: 1.OmL
<@g >
8-C

Antl-TP
JINTOOKO DIACNOSNCS CO.. LTD. 2T,

MapkeTbl MapkMpoBKku KoHTponei (Quality Control 1 un Quality Control 2)

Quality Control 1

Vol: 1.0mL

8*C
Antl-TP o~
AUTOMO DIAGNOSTICS CO.. LTD.
Quality Control 2
Vol: 1.0mL
8-C

Antl-TP
AUTOBIO DIAGNOSTICS CO.. LTD.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
CtpaHunua 35 ns 36



MapKeT MapKWPOBKM OCHOBHOIO peareHTa AN BapumaHTa WCNONHEHUS: pacoBka 50*2

O Antl-TP

1. Micropartides Solution 2.3mL
2. Enzyme Conjugate 5.5mL

(rc

LOT
»c4

IV D

AUTOeiO DIACNOSNCSCO.. UO.

MapkeT MapKnpoBKM OCHOBHOIO peareHTa Afs BapnaHTOB McnosiHeHusA: thacoBka 100 TecTos, 100*2

TectoB, 100*5 TecToB

0O Antu P

1.Mkropartides Solution 1.2mL
2. Enzyme Conjugate 3.01C

8*C

LOT
4

IVD

AUTOeiO n AGNOSTICS CO.. OD.
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