Ob6uwecTtBo C Ol'paHVI‘-IeHHOVI OTBETCTBEHHOCTbIO

A3A ME[
KO H CA-,-I T OIPH: 1137746433879

WNHH: 7709929540

NOATBEPXJAIO

AvpeKTop no pasButuio
000 «AMK»

POTOIMPAPNYHECKME N3OBPAXEHNA
MEANUMNHCKOIO U3AENNA
Ha6op peareHToB A7 KOIMYECTBEHHOIO ONpeAenieHnss aHTUTeN K TUPeornobyuHy B

CbIBOpPOTKE M nnasme Kposu yenoseka (Anti-TG CLIA Microparticles (Anti-TG)) Ha
aHanmsaTopax MMMYHOXEMUTIOMUHECLLEHTHbIX cepun AutoLumo

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



doTorpadmyeckoe n3obpaxeHme Habopa peareHToB, dpacoBka 50*2 TecToB
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doTorpagmnyeckoe nsobpaxeHne Habopa peareHToB, ¢hacoBka 50*2 TecTOB

@ 000 LMPMH ) INFOGCIRMIRU @ WWW GOSZDRAVNADZOR RU CTpaHuua 3m3 21



' 000 LuPMM (€7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

31§ bRo—a3ws

Anti-TG CHA Microparticles
ong  loesw g ® A6

L-|.I.IJﬂ«l' t0n

MKI*»KMU1»«5«L[««st

f<Kpro(MU<Xi«in n Ofly
MILTOLHO DACNCETICS

AR

Lo/

~ti-TG CLIA Micropartides
LLU1 20230506

2 2024-08-05
OIAONOATAC.* CO , VTO

oo

1
(4]
T

EPIOogoo OEea T8I E T 690 R TPoRs



000 LIMPMH (@] INFO@CIRMI.RU &5 WWW.GOSZDRAVNADZOR.RU
000 LPwi (2 e CtpaHunua 5uns 21



Q g° oxody =

<

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



doTorpadms Habopa peareHToB, ®acoBka 100*2 TecToB
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N aveo
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doTorpagmyeckoe nsobpaxeHne kannbpartopos: Kanubpatop A (Calibrator A) n Kanmbpartop B
(Calibrator B)

G
n 2023050~ N _ 2023050°
S 2024-08*" 2024-08'«"]

Recon.
AUTOBIOON
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doTorpadpmyeckoe n3obpaxeHne kannopartopos: Kanmbpartop A (Calibrator A) n Kannépatop B
(Calibrator B)

Aslibratof \ AMlibrator 6,
**qH |

'NAgnostics CO'
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doTorpagumyeckoe n3obpaxeHne kanmbpartopos: Kanmbpartop A (Calibrator A) n Kannépatop B
(Calibrator B)

V.
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doTorpadmueckoe n3obpaxeHne KOHTPOEn HU3KOro ypoBHsa (Quality control 1) n BbICOKOro ypOBHEi
(Quality control 2)
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doTorpacuueckoe n3obpaxeHme KOHTpPosen HM3Koro ypoBHs (Quality control 1) n BbICOKOTO YpOBHEV

(Quality control 2)

I_&I.I'Ir

AV R Anti-TG
nistilH
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y Control 2 yControl

S, o

CtpaHuua 12us 21



doTorpacumyeckoe nobpaxeHne KOHTpPosieih H1M3Koro yposHs (Quality control 1) n BbICOKOro ypOBHeli
(Quality control 2)
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doTorpacmyeckoe n3obpaxeHne kaptTpugxa
Bug c6oky
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doTorpadgmnueckoe n3obpaxeHne kapTpuoxa
BapuaHTt kapTpugxa Ne 2
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1)oTorpacuueckoe n3obpaxeHne npuMepa TPAHCNOPTHO YyNakoBKM MeAULUHCKOTO U34enus:
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Habop peBrenroa gnii KONM4acTBanHOro onpaganaHus

aHTUTEeN KTMparnobynuHy B CbIBOPOTKA U N1a3me KpoBu
yenoseka (Anti-TG CLIA Microparticles (Anti>TG))Ha
aHanmnsaropax LM~ oxeMunroMUHeCLUBUTHbIX cepum AutoLumo

BapuiaHT ncrnonHeHns: dacoska 100 TecToB
P«ructpwmonHo* yAOCTompaHn™; NiP3H 202X/ XXXXX oTXX XX XXXX
Tanbkoana MpodeccroHarIbHOrO UCMOBL30BaHKA

AHTuTenak BUY 1, 2 n supycy renatuta C u HBSAf oTCyTCTBYHOT

YNO/IHOMOUYEHHbIN NpeacTaBuTeNb NPou3Bo/urTensiHa
TeppuTopumn Poccuiickoin degepaumnu:

00O cAsznaMegKoHcanT»
109004» r. Mocisa. BH. Tep. I. MynmnuTanbHbl i OKpyr
TaraHckuii» yn. A. ComkeHuupbiHa, 4. 27. atTMom/kom 1/111/10

Habop peareHTOB A/1s1 KONMYECTBEHHOTO OnpeaeneHns
aHTUTEN K TUPEr106y/IMHY B CbIBOPOTKE U N/1a3Me KpoBu
yesioBeka (Anti-TG CLIA Microparticles (Anti-TG)) Ha

aHasIM3aTopax MMMYHOXEMUTFOMUHECLIEHTHBIX cepun AutoLumo

BapuaHT ncnosnHeHua: ®acoBka 100*2 TecToB
PernctpaynoHHoe ygoctoBepeHume: NsP3H 202X/ XXXXX0T XX. XX. XXXX

ToNbKO Ana NPOYECCUOHASIBHOIO UCMNO/Ib30BaHMS

AHTnTena k BUY 1,2 n supycy renatuta C n HBSAg OoTCyTCTBYHOT

YNO/THOMOYEHHbIN NpeacTaBUTENb NPON3BOAUTENA HA
Tepputopun Poccuiickon ®epepaunn:

000 «A3nsaMegKoHcanTts
109004, r. MockBa, BH.Tep.r. MyHUUMMN&/IbHbIA OKPYT
TaraHcknii,yn. A. ComkeHuubIHa, 4. 27, at/nom/kom 1/111/10

@ 000 LWPMH (&7 INFO@CIRMIRU €5 WWW.GOSZDRAVNADZOR RU
i

IVD Quality Control

Anti-TG CLIA Microparticles

REF CMEOG02 LOT d] S

w . C®.r
# O

. H317.H412
For professional use only
AUTOBIO DIAGNOSTICS CO.. LTD.

AutoLumo Anti-TG Calibrators
Microparticles Solution

Enzyme Conjugate

Sample Diluent

Anti-TG CLIA Microparticles

CME0603 LOT dl S

AutoLumo Anti-TG Calibrators
Quality Control

Vi @

Enzyme Conjugate *

Microparticles Solution

<t

Sample Diluent H317.H412

For professional use only
AUTOBIO DIAGNOSTICS CO. LTD.
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Habop peareHToB /18 KO/IMYECTBEHHOIrO onpeaesieHnst

aHTUTEN K TUPEri100y/IMHY B CbIBOPOTKE U M/1a3Me KpoBU
yenoseka (AntUG CLIAMicroparticles (Anli-TG)) Ha
aHa/mM3aTopax MMMYHOXEMUIFOMUHECLIEHTHBIX cepun AutoLumo

BapuaHT ncnosiHeHus: dacoBka 50*2 TecTtoB
p«ru:TpaumMoHHO« yaocToBepeH n«: He P3H 202X/ XXXXX o1 XX. XX . XXXX

X0sAbKO AN NPOPEeCCUNOHaNbHOIO UCNO/MIb30BaHMA
aHTnTena k BV 1, 2 nenpycy renatuta C n HBsAg OTCyTCTBYHOT

YNO/IHOMOYEHHbIN NpeacTaBUTelb NPOU3BOAUTENS Ha
Tepputopun Poccuiickoin Pegepaunm:

q00 «A3usaMegKoHcanT»
<109004, r MockBa, BH. Tep. I MyHUUMNa/IbHbIA OKPYT
XarBuckuia. yn. A. CormxeHuubIHa, A. 27. at/nom/kom 1/111/10

@ 000 LMPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU

10)

Anti-TG CLIA Microparticles

REF CMEO605 LOT d ]

IVD

AutoLumo Anti-TG Calibrators
Quality Control

Microparticles Solution
Enzyme Conjugate

Sample Diluent H317.H412

For professional use only
AUTOBIO DIAGNOSTICS CO,, LTD.
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MakeT mapkupoBkn kannépartopa (Calibrator A n B)

Calibrator A

[17

[|_|_| Antl-TG

Recon. With 1.0mL Distilled W ater ac
AUTOBIO DIAGNOSTICS CO., LTD. nmc/»
Calibrator B
S - & ®
[LLI Anti-TG AT

Recon. With 1.0mL Distilled W ater Jk
AUTOBIO DIAGNOSTICS CO., LTD. 2X ~»

MapkeT MmapknpoBku koHTpona (Quality Control 1 1 Quality Control 2)

Quality Control 1

S

W—LI Anti-TG arc

Recon. With 1.0mL Distilled W ater 2
AUTOBIO DIAGNOSTICS CO., LTD. 2X

Quality Control 2

[1o3

S
[LU Anti-TG ac

Recon. With 1.0mL Distilled W ater
AUTOBIO DIAGNOSTICS CO., LTD. 2Xt»

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpoHMuua 20 n3 21



MapKkeT MapKMpOBKM OCHOBHOIO peareHTa 4/ BapuaHTa UcnosiHeHus: acoska 50*2

Antl-TG

1. Micropartides Solution I”™"m i
2. Enzyme Cop|u9ate 5.5mL
3. Santple Diluent 4.5mL

LOT
X J1

VD
MJTOeiO OIASHOSNCSCO.. U0

MapkeT MapKkMpoBKM OCHOBHOIO peareHTa Aisa BapuaHToB UcnoniHeHus: dpacoBka 100 n 100*2

Antl-TG

1. Micropartides Solution 23 ml
2. Enzyme Corrugate [1.OmL
3. Sample Diluent 9.0mL

-------- ' 2:C

VD
MJTOeiO OIASHOSNCSCO., UD

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHnuya 22us 21



MpOHYMepoBaHo, MPOLIMTO W

CKpenaeHo nevarbio Ha
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