O6u,ectBo c oOrpaHNYEHHON OTBETCTBEHHOCTbL IO

«A3nAMegKOHCONT»
Poccusa, 109004, Mocksa, yn. A. ConxeHunubiHa, a. 27
\smAa M EAN Ten. +7 495 988 47 44
OlPH; 1137746433879
<O HCADNT

NHH: 7709929540

NOATBEPXIAIO

eKTop No pasBUTUIO
000 «AMK»
. H.MNepuyeBa
a6psa 2024 .

POTOTPAPNYECKUVE NBOBPAXEHWA
MEOANUMNHCKOIO U3AENNA
Habop peareHToB ANS KONIMYECTBEHHOIO ONpejeslieHnss pakoBoro aHTUreHa B
CbiBOpOTKe KpoBK yenoBeka (CAL125 CLIA Microparticles (CA125)) Ha aHanusaTopax
UMMYHOXEMUTIOMUHECLEHTHbIX cepun AutoLumo

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3AEM



CA1l 25 CLIA M icro particles

gEF”~ CMB060S [LOTI 20230319 202a-03-f ~ 2024-09-1*
Microparticles Solution 1 2mL

Ertxym* conjugate S SmlLxZ

Sample Olluartt 3.07Tbx 3 ;

Calibrator A X1 cC Il a

Calibrators ml

Quality Control 1 Mt

Quality Control2 x 1

M317.M412

For profsssionsl use only
AUTOBIO DIAGNOSTICS cO LTD.

1 ®oTorpadua Habopa peareHTOB A0 BCKPbITUSA BHELWHEN ynakoBku (KOpoobka),
(pacoBka 50*2 TecToB

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

CTtpaHuya 2 us3 26



all

2. doTorpadua Habopa peareHTOB A0 BCKPbITUS BHELWHEW ynakoBku (Kopob6ka),
dacoBka 50*2 TecToB

@ 000 LMPMY (2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHwnuya 3 n3 26



Hab6op paaramToa A4/19 KONMMacTaanHoro onpoganaHus
pakoaoro amTurava acblaoporka kpoau 4yanoaaka
(CA125 CtIAM (cropart»clM (CA125)) Ha aHanu3atopax
MMMYHOXaMMJ/TlOMMHacmanTublx capum AutoLumo

BapuaHT ucnonHeHmna, ®acoska 50*2 tectoB
ParmcTpaunomMHo* ygoctoMmp«Ham: LI P3H 202X/XXXXX oTXX XX.XXXX
Tonbko AN npOCbeCCMOHaI'IbHOFO mcnonb3oBaHUA
AHTutena Kk BUY 1,2 n Bupycy renatuta C m HBSAg orcyrcraynT

YNONHOMOUYEHHbIi NpejcTaBUTeNb NPON3BOAUTENE HaA
Tepputopuun Poccuinckoidh ® egepaymum:

OO0 «A3snaMepgKoHcanT»

109004. 1 MocKBa, BH. Tep. I MYHULUMUNANbHbLIA OKPYT
TaraHckuit, yn. A. ConxeHunuyb Ha, 4. 27, 3T/noM/KOM 1/111/10

3. ®oTorpachua Habopa peareHTOB A0 BCKPbITUSA BHeELWHeENW ynakoBku (Kopobka)
dacoBka 50*2 TecTOB

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

CtpaHunuya 4 n3 26



4. doTorpadhusa Habopa peareHTOB 10 BCKPbITUSA BHELWIHEN ynakoBku (Kopobka),
(pacoBka 50*2 TecTOB

@ 000 LMPMY (=] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHnuya 5 us 26



5. ®oTorpacuma Habopa peareHTOB NOC/Ae BCKPbITUS BHELWIHEN YyNaKoBKMU,
dacoBka 50*2 TecToB

@ 000 LPMI [ INFO@CIRMI.RU @& WWW.60SZDRAVNADZOR.RU
CTtpaHnua 6 ns 26



CAl1l 25 CLIA Microparticles

[rE”~ CMBO60Or [l1ot) 20230615 2023-06-15 ¢ 2024-12-14

MicroparttciM Solution 2

Enzyma Conjuc*ta 11.0n*L»xt r
ilvD Sampta Dtluant S.Sm L-1

CaMtoratorA >1
Calibrator* -t

Quatity COM51M011 -t

H217.H412
Quality control 2

for professional use only
-t AUTOBIO DIAGNOSTICS CO.. LTD.

6. ®oTorpacuma Habopa peareHTOB 40 BCKPbITUA BHELWHEN ynakoBKM (Kopobka),
hacoska 100 TecTOB

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

CTtpaHunya 7 us 26



7. ®oTorpadua Habopa peareHTOB [0 BCKPbITUA BHeELWHeN ynakoBku (Kopob6ka),
hacoska 100 TecTOB

@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHuya 8 us 26



HaGop peareHTOB AN KONMYECTAEHHOr0 ONpejeneHns pakoBoro
kpoBu yenoseka (CA125 CLIA Microparticles

("A126)) Ha aHanM3aTopax UMMYHOXEMUNKOMUHECLEHTHBI X

cepuun AutoLumo

BapunaHT ncnonHeHunsa; ®acoska 100 TecTtoB
eOOPIANONNCYAOCTOMAMAE LLP3H 202X100CXX 01 XX XX XXXX

TonbkKo ansa I'IpOCbeCCI/IOHaﬂbHOFO mcnonb3oBaHnUA
AHTntena k BWY 1. 2 n supycy renatnta C n HBsAg oTcyTcTBYHOT
Yneamemeyemuma npaACTtaentenb NponM3BOLUTENSA Ha

Tepputopumnm Adoccnaekoa ®epgepayun:
0<’{)«A0>VIFINEAKOI\/CEU'I'I'»

y>P004.r MockBa, aH Tep I MyHuUUUNaNIbHbI/ OKPYT
Taramckmna. yn. A ConxeHuubiHa, A 27. aT/nom/mom 1/111/10

8. ®oTorpadmna Habopa peareHTOB A0 BCKPbITUA BHeLWHel ynakoBku (kopobka),
(hacoBka 100 TecToB

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

CTtpaHnua 9 ns3 26



9. ®oTorpaduma Habopa peareHToOB A0 BCKPbITUA BHELWHEN ynakoBKM (Kopobka),
hacoska 100 TecTOB

@ 000 LMPMY (2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHuya 10 M3 26
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10. doTorpacdmsa Habopa peareHTOB NOC/ie BCKPbITUS BHELIHEN ynakoBKM,
thacoska 100 TecToB

@ 000 LIUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
CTtpaHunua 11 ns 26

v,



CA1l 25 CLIA Microparticles

\ME” QVBOEOB ILOTI 20230615 (wf] 2023-06-15

Microparticlat Solution 2.3mL>(2
oo *e«*ym=*Con|U9ate 11.0m Lx2
\*VD \ Sampi* Dilwant B &m Lx2
CallbratorA i
Calibrator* K|

rc
Quality Control t M1

« 4N
Quality Control2 k1

H317.H4ay2
For professional use only
AUTOBIO DIAGNOSTICS CO.. LTD.

11. doTorpacma Habopa peareHTOB A0 BCKPbITUSA BHELWHEN ynakoBkM (KOPo6Ka),
(pacoBka 100*2 TecToB

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

CTtpaHnuya 12 ns 26
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12. doTorpachmsa Habopa peareHTOB [0 BCKPbITUA BHELWHeW ynakoBku (kopobka),
dacoska 100*2 TecTOB

& 000 LIUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
CTtpaHnua 13 ns 26



Habop peareHTOB A8 KONMYECTBEHHOIO onpegeneHuns
pakoBOro aHTUreHa B CbIBOPOTKE KPOBU YesioBekKa

(CA125 CLIA Microparticles (CA125)) Ha aHanu3satopax
MMMYHOXEMUNIOMUHECLEHTHBIX cepun AutoLumo

BapunaHT ucnonHeHnsa: ®acoska 100*2 TecTOoB
P«rnctp«yMoHMOo* yfocToMp«HM«: W P3H 202X/ XXXXX 0T XX.XX.XXXX
ToNnbkKO ansa I'IpOCbE‘CCI/IOHaI'IbHOFO mcnonbsoBaHUA
AHTntena Kk BUY 1. 2 neupycy renatuta C n HBBA[ oTCyTCTBYIOT

YMNOMHOMOUYEHHbIV NpeacTaBuTesib MNPOM3BOAUTENSA HA
TeppuTopum Poccuiickoii ®epgepaynmn:

OO0 «AanaMegKoHcanT»

10B004, r MockBa, eii. Tep. . MYHULUNANbHbI OKPYT
TaraHckuii, yn. A ConxeHuyblHa, 4 27, 3T/nom/kom 1/IM/10

13. doTorpaduma Habopa peareHTOB A0 BCKPbITUSA BHELWHEN ynakoBku (Kopobka),
(pacoska 100*2 TecToB

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

CTtpaHnuya 14 n3 26
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14. doTorpachmsa Habopa peareHTOB 40 BCKPbITUSA BHELWHEW ynakoBku (kopobka),
(pacoska 100*2 TecTOB

@ 000 LPMI [ INFO@CIRMIRU @& WWW.GOSZDRAVNADZOR.RU
CnnpaHuuo 15 un3 26



15. doTorpacuna Habopa peareHTOB NOC/ie BCKPbITUA BHELIHEN ynakoBKMU,
hacoska 100*2 TecTOB

@ 000 LIUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
CTtpaHunua 16 ns 26
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16. doTorpaduma kapTpugxa (BapmaHT Nel)

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHunua 17 ns 26
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17. doTorpadusa kaptpugxa (BapnaHt Ne2)

& 000 LIUPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU
CTtpaHwnya 18 us 26
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18. doTorpacgua kannbpatopos (Calibrator A, Calibrator B)

& 000 LUPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
CTtpaHnua 19 n3 26
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19. doTorpadua kannbpartopos (Calibrator A, Calibrator B)

@ 000 LMPMY (=] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHnua 20 ns 26



20. doTorpatua kanmbépatopos (Calibrator A, Calibrator B)

@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHnya 21 ns3 26



21.®oTorpadgusa koHtponei (Quality Control 1, Quality Control 2)

@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CnnpaHuua 22 n3 26
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22.®oTorpadus koHtponei (Quality Control 1, Quality Control 2)

@ 000 LMPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHnuya 23 ns 26



23. doTorpadus koHtponei (Quality Control 1, Quality Control 2)

& 000 LIUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHnua 24 ns 26



24. ®oTorpacmsa TpPaAHCNOPTHON yNnakOBKM MeAULUHCKOTO uU3aenus.
@ 000 LUPMHU [ INFO@CIRMIRU & WWW.G0SZDRAVNADZOR.RU CTtpaHunya 25 un3 26



Ha6op peareHTOB 415 KO/IMYECTBEHHOTO ONpeAesieHns
PaKkoBOro aHTUreHa B CbIBOPOTKE KPOBY YesloBeKa
(CA125 CLIA Microparticies (CA125)) Ha aHanm3aTopax
VMMYHOXEMUTIOMUHECLIEHTHBIX cepun AutoLumo

BapunaHT ncnonHeHusa: ®acoska 50*2 tectoB

P«rnctpMm4MONNO*ygocToMp«nM; HBP3H 202X/ XXXXX0TXX XX XXXX
Tonbko Ans I'IpO(*)ECCVIOHaI'IbHOFO ncnonb3oBaHUA

AHTuTena k BUY 1.2 n Bupycy renatuta C n HBsAg oTCcyTCTBYIOT

YNO/MTHOMOYEHHbI NpeacTaBuUTE b NPOU3BOAUTENS Ha
Tepputopumn Poccuiickoii Pegepaynn:

000 «A3naMepgKoHcant»
109004, r MockBa, BH. Tep. I. MyHULUNaAbHbI OKPYT
TaraHckuii, yn. A. ConxeHuubliHa, 4. 27, at/nom/kom 1/111/10

R E F|cMB0605

IVD

CA125 CLIA Microparticles

V.

N\

Mteroperticl«s Solution 1.2mL-2
Enzyme Conjugate 5.SmL-2
Sample Diluent 3.0mL><2
CalibralorA >1

CaNbfatofB wy
QuaittyControM >1
QualltyControl2 >1

<J>
H317.H412
For professional use only
AUTOBIO DIAGNOSTICS CO..LTD

25.MakeT pyccKOsi3bl4HON MapKMpoBKkK, thacoBka 50*2 TecToB

Ha6op peareHToa Ans «onuyecTaeHMoroonpe/eneTs pakoaoro
amTuraHa a cblaopoTka kposu Yenoseka (CA125 CLIAMIcfopartides
(CA125)) Ha aHanun3aTopax UblIMyMOXEMUNIOUNHECLBHTHbIX

cepun AutoLumo

BapwaHT ncnosnHeHunsn: ®acoska 100 TecToB

H e fctaaifl.H .Bi »mBeTeeap— —: >aP3Hra2X/1«XXXoTXX.)0(.XXKX
Tonbko AJIA npodeccrMoHanbHOro NCNoJIb30BaHUs
AnTuTanak B4 1.2 neupycy renatuta C u HBsAg oTcyTcTByl0T

YNOoNHOMOYEHHbI npM|cTaBuTenbnpm1l3sot»1tensHa
Tepputopun Poccuiickoii segepanun:

000 «AanaMpaKoHcanTt»

109004. r. MockBa, BH. Tap. I MyHULMNasbHbIA OKpYT
TaraHckuii, yn. A ConxeHuuplHa, A. 27. aTMom/kou 1/111/10

26.

Habop peareHTOB A/1s1 KOSIMYECTBEHHOTO OnpeAeneHus
pakoBOro aHTUreHa B CbIBOPOTKE KPOBU YesioBeKa
(CA125 CLIA Microparticles (CA125)) Ha aHann3atopax
MMMYHOXEMUTIOMUHECLEHTHbIX cepun AutoLumo

BapwnaHT ucnonHeHuna: ®acoska 100*2 TecTtoB
Parnctpaynmountum ygecteBapBHIM : I* P3H 202X/XXXXX0T XX.XX.XXXX
Tonbko ansa I'IpOdJeCCI/IOHaﬂbHOFO ncnosib3oBaHusa
AHTuTena Kk BUY 1, 2 nsupycy renatnta C n HBsAg oTCyTCTBYIOT

YNO/THOMOUYEHHbI NpeAcTaBUTeNlb NPOU3BOAUTENS HA
Tepputopuun Poccuiickoii ®epepaumnu:

000 «A3naMegKoHcanT»
109004, r. MockBa, BH. Tep. I. MYHULMNaAbHbIN OKpYyr
TaraHckuit, yn. A. ConxeHuyblHa, A. 27, at/nom/kom 1/HI/10

CA125 CLIA Microparticles

N
REF cmBo602 [1ot S
MIcropArticlexSolulton 2.3mL» 1
A .
Enzyme Conjugate TI1.OmLi-l 0 0 C S \rci
Sample Diluent S.SmLxT
IVD CalibratorA -T
Calibrator B «! H317.H412

REF

vQ |

For professional use only
AUTOBIO DIAGNOSTICS CO. LTD.

QuaHty Control 1 >T
Quality Control 2 >1

MakeT pyccKosA3blHHON MapkupoBku, hacoska 100 TecToB

CA125 CLIA Microparticles

CMBO0603

[For

Microparticles Solution 2.3mL«2
Enzyme Conjugate 11.0mL><2
SampleOHuent S.5mL«2
CalibratorA »1

CalibratorB «1

QualityControl 1 «1
QuahtyControl2 «1

H317.H412

For professional useonly
AUTOBIO DIAGNOSTICS CO., LTD.

27.MakeT pyCCKOA3bIYHON MapKupoBku, pacoBka 100*2 TecToB

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

CTtpaHunuya 26 ns 26



MpoHyMepoBaHO, NpPOLL

CKpenseHo nevyartbio

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



