YTBEPXOAHRO
eviepanbHblii AUPEKTop
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024 .

doTorpagmyeckme n306parkeHns N3Lenns:

KomniekT aHanMTUYeCKNX Yall 1 0HOPa3oBbIX HaKOHeYHUKOB (Assay Cup/Assay Tip) ans
aBTOMATMYECKMX 3/1EKTPOXEMUTIIOMUHECLIEHTHbIX aHanmn3aTtopos ECL ans gnarHocTuKuM in vitro

«Shenzhen Lifotronic Technology Co., Ltd.»
(«LLIaHbWK3Hb J1ainhoTpoHNK TexHonomku Ko., JITa.»), Kutai

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM
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KOMMMeKT aHa/IMTUYECKHMX Yalll 1 0fHOPAa30BbIX HaKoHeUHVKOB (Assay Cup/Assay Tip) 415t aBTOMAaTUUECKMX 3/1EKTPOXEMUTIOMUHECUEHTHBIX aHanmM3aTopoB ECL A1t AMarHocTuKK in

vitro, B BapmaHTe ncronHeHnss 3780 TecToB
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LLILLIA

KoMnaekT aHanMTUyecKnx 4vaw M 04HOPa30BbiX HAKOHEUYHUKOB
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Ufotronk
Instruction For Use

[Ft4>duct Name]
Assa\ Cup Assay Tip
(Order Information] .

REF NO.
0320510001 6x6X 105
0320510002 1X6X 103

(intended Use]
Assay Cup/Assay Tip tray is intended to be used as IVD accessory for the

Lifbtronic automated ECU immunoassay analyzers.

(Storage and Stability]
Store at room temperature, valid for 36 months.

(Reagent Handling]
Refer to the operation manual of the instrument.
For further information, please refer to the appropriate operator s manual for
the analyzer concerned, the respective application sheets, the product information
and the Method Sheets of all necessaiy- components
(Applicable Instrument]
Lifotronic Automated ECL Immunoassay Analyzers: eCL9000, eCL9000i,
eCL9600, eCL9900, eCL9900i.
(Assay Procedure]
Refer to the operation manual of the instrument,
(Precaution and Warning]
105 Assay Cup and 105 Assay Tip constitute a reaction cup group, which is
disposable consumables and can not be separated.
No single Assay Cup or Assay Tip can be replaced. After every 105 tests, the whole
group can be loaded or replaced.
The maximum volume of each Assay Cup is 250uL.
(Manufacturer]
Shenzhen Lifotronic Technology Co., Ltd.
Unit A, 4th Floor, Building 15, Yijing Estate, No. 1008 Songbai Road, Nanshan
District, Shenzhen City, Guangdong Province, 518055, P.R.China
E-mail; inter-service@.lifoironKycf>m
(European Representative]
Name: Umedwings Netherlands B.V.
Address: Treubslraat 1.2288EG, Rijswijk, TTie Netherlands
Tel: +31(0) 642758955
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KOMMAeKT aHaIMTUUYECKNX Yall U 0AHOPa30BbiX HaKOHeYHUKOB (Assay Cup/Assay Tip) Ans aBTOMaTUUYECKUX 3MEKTPOXEMUTIOMUHECLEHTHbLIX aHann3atopoB ECL ans
AVArHOCTUKY in vitro, B BapuaHTe ucnonHeHus 630 TecToB
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KoMNnekKT aHanMTUYECKMUX Yall U 04HOPa30BblX HAKOHEYHUKOB
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Uotronk

Instruction For Use

[Product \»mc]
Assav C'up Assay Tip

rder intormaiioni
Package Size

REF NO.
0320510001 6X6X 105
0320510002 1X6X 105

[intended Use]
Assay Cup/Assay Tip tray is intended to be used as IVD accessory for the

Lifotronic automated ECL immunoassay analyzers.

[Storage and Stability]
Store at room temperature, valid for 36 months.

[Reagent Handling]
Refer to the operation manual of the instrument.
For further information, please refer to the appropriate operator s manual for
the analyzer concerned, the respective application sheets, the product information
and the Method Sheets of all necessary components
[Applicable Instrument]
Lifotronic Automated ECL Immunoassay Analyzers: eCL9000, eCL9000i,
eCl.9600, eCL9900, eCL9900i.
[Assay Procedure]
Refer to the operation manual of the instrument.
[Precaution and Warning]
105 Assay Cup and 105 Assay Tip constitute a reaction cup group, which is
disposable consumables and can not be separated.
No single Assay Cup or Assay Tip can be replaced. After every 105 tests, the whole
group can be loaded or replaced.
The maximum volume of each Assay Cup is 250uL.
[Manufacturer]
Shenzhen Lifotronic Technology Co., Ltd.
Unit A, 4th Floor, Building 15, Yijing Estate, No. 1008 Songbai Road, Nanshan
District. Shenzhen City, Guangdong Province, 518055, P.R.China
E-mail: inter-servicefSlifotmnif* mm
[European Representative]
Name: Umedwings Netherlands B.V.
Address; Treubstraat 1, 2288EG, Rijswvijk, The Netherlands
Tel: +31(0) 642758955
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. a 2

HadopManEIo HA CTEKepe CIHTATH NPROPHETETHON

KoMIIeKT aHANHTHYECKHX Yall H OJHOPa30BHIX HAKOHEYHHKOB (Assay Cup/Assay Tip) mm
ABTOMATHIECKHX 3/eKTPOXEMAIOMHHECIIEHTHHX aHamu3aTopoB ECL I JHATHOCTHKH in vitro

BapHaHT HCIIOJIHEHHA: .
KOMIUIEKT aHANHTHYeCKHX 4Yall H OJHOPa3OBHX HAaKOHEYHHKOB (Assay Cup/Assay Tip) ama
ABTOMATHIECKHX 3IEKTPOXEMHIIOMHHECIIEHTHHNX aHamu3aTopoB ECL miA QHArHOCTHKH in vitro, B
BapHaHTe HCnonHeHHA 630 TectoB (6*105 mT), B cocTase:

- KoMILIeKT aHATHTHYECKHX Jall H OJHOPAa30BHIX HAKOHEYHHKOB — 1 X6 MT.;

- IncTpyxias no npaMeseRnio — 1 mr.

PeracrpanHOHHOE YAOCTOBEpEHHE Ne oT

ToabKko A9 AHATHOCTHKHE ia vitro - [ng npodpecCHOHAILAEOIO NPpEMEHEHHAS

Macca HeTTO nHOTpeOHTENBCKOH YIAKOBKH: 202305002 31.05.2023
I'aGapuTHBIC pa3MepH (JIXIIIxB):

II>ubwicns Jatidorporux Texnonomia Ko., Jita. g 30.05.2026

(Shenzhen Lifotronic Technology Co., Ltd.), Karaif
Lifotronic Tower, No. 8, Qiuzhi East Road, Guancheng Community, Guanhu Street, Long-
hua, 518110Shenzhen, People's Republic of

China
OctanbAYI0 HHGOPMANEIO B CAMBOJIBI CM. HA OPHTHHA/IbHOH MAPKHpPOBKe

YnonaoMO9eHHRIH NpeACTaBHTEND MPOH3BOAHTENA B POCCHH:

000 WJIANOOTPOHIK TEXHOJIODKH PYC»

Anpec: 115230, r. Mocksa, BH.Tep.r. Myrammansueit Oxpyr HaraTHHO-Ca{OBHHKH, IIPO€3)
XneGo3aBoAcKkHH, 1. 7, CTp. 9, 3TaX 9, No-Mem./koM./odprc XV1/2/385

Ten.: +7 920 012-44-63, E-mail: russia@lifotronic.com
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P ®
HadopManEIo HA CTHKEpe CIHNTATh IPROPETETROM
KoMIiexT aHAIHTHYECKHX Yall H OJHOPa3OBHX HaKOHeYHHKOB (Assay Cup/Assay Tip) mm
aBTOMATHICCKHX 3IEKTPOXEMEIIOMHHECIICHTHHX aHAMH3aTOpoB ECL U1 AHATHOCTHKH in Vitro
BapHaHT HCHOJHCHHA: .
KOMIVIEKT AHANHTHYECKHX 4Yall H OJHOPa3OBHX HAKOHEUHHKOB (Assay Cup/Assay Tip) mmi
aBTOMATHYECKHX 3ICKTPOXCMHMOMHHECHEHTHHX aHammu3aropoB ECL yid QHATHOCTHKH in Vitro, B
BapnaHTe HcnoyHeHAA 3780 TectoB (6*6*105 mT), B cocTaBe:
- KOMIUTEXT aHATHTHYECKHX 9all H OJHOPa30BHX HAKOHEYHHKOB — 66 ImT.;
- UHCTpYKIHA IO DPHMEHEHHIO — 1 mT.

PerucTpalfHoHHOE YAOCTOBEpEHHE Ne OT

ToabKo /19 AHATHOCTHKHE in vitro - /19 npodeCCHOEANBHOIO IPEMEHCHES

Macca HETTO NOTPeGHTENBCKOH YIIAKOBKH: 202305002 31.05.2023
I'aGapuTaBle paiMepn (IXIIIXB):

I>asoxons Jlalidporponnk Texnonomku Ko., Jita. g 30.05.2026

(Shenzhen Lifotronic Technology Co., Ltd.), Karait
Lifotronic Tower, No. 8, Qiuzhi East Road, Guancheng Community, Guanhu Street,
Longhua, 518110Shenzhen, People's Republic of
China
Octaapayio REGOPMANEIO H CHAMBOJIN CM. HA OPHITHEAJILHOH MADKHPOBKeE
YnoIHOMO4YC¢HHBIHA NPEACTaBHTENb POH3BOARTENA B PoccHn:
000 WJIA®OTPOHVK TEXHOJIOIDK PYCx»
Anpec: 115230, r. Mocksa, BH.Tep.r. MyRHEIHnanbas Oxpyr HaraTHHO-CaZJJOBHHKH, IPOE3
XneGozaBoackmit, a. 7, c1p. 9, 3Tax 9, no-Mem./xoM./odrc XV1/2/385
Ten.: +7 920012-44-63, E-mail: russia@lifotronic.com

MakeT cTHKepa Ha pyCCKOM S3BIKE MOTPeOHTENbCKOMN YIaKOBKH (TPaHCIIOPTHOMH Tapbl) H3JEIHS
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Bcero npowwmTo, MpoHy" 1epoBaHo CKpenieHo

neyaTbi 1 NOAMUCHHO: -0B)
"eHepasibHbIN AVPEKTOp TPOHUK
TEXHONOMKN PYC JOKYH
AHBO

M.IM.
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B ®eacpanvhyio cayxOy no wamopy B chepe
3APABOOXPAHEHHS
109012, r. Mocksa, CnasaHckas o, a. 4, c1p. |

. A B. CamoiinoBo#

ConposoanTe/ibnoe MHCHMO
Yeaxaeman Aaas Baagamuposua!

Komnanua OO0 «JIAUGOTPOHHUK TEXHOJIOIDKH PYC» coobmaeT, uYTo perHCTPAIMOHHBIC
ynocroepenus Ne P3H 2024/23283 or 02.08.2024, Ne P3H 2024/23301 ot 07.08.2024, Ne P3H
2024/23315 or 07.08.2024, Ne P3H 2024/23540 ot 04.09.2024 ne Obum MONy4eHH, B CBA3H C
HCTedenueM cpoka ackicreas ISO 13485.

B o6HoRnEHHOM ISO 13485 cMennnca agpec MpOH3BOAUTENA, NOITOMY TpeOyeTca BHECTH H3MEHEHHS B
PETHCTPALIHOHHbLIE YAOCTOBEPEHHS JUIA HX NOMYYCHHS.

IenepanbHbiil AUpeKTOp _ / YKYH SHBO
000 "JIAH®OTPOHHUK M
TEXHOJIO/DKH PYC"
2024
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