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Directive 98/7g/HC Annex lV, exclud[ng Sections 4 and 6
Full Ouality l\ssurance Systern

ln Vitro Diagnostic Medical Devices

ffiegistratiom No.: hie- 60145622 OO0 X

Heport No. : 1$O7V7 57 0 1 7

Manuf acturer: VivaChek tsiotech (h{angzhou)
Co., Ltd.
[-evel 2, tslock 2
'tr46 East Chaofeng Rd.
Yuhang Econorny Developnnent Zone
i-'langzhou
31 'l 1O0 Zhejiang
P.R. China
Ir:-vj-tro I)i agnost-ic Se.l f -Lel;L j-ng Product-s

(see at-tachrnent for pro<lr.rct-s arld addj t-iortal sit-e irrr:1uded)

ilepl;,rces; Appr:oval, Registr:artion No.: I'lL, 6013934.1 0001

Products:

Expiry Date: 202.4 - 05 -26

The Notified Body hereby declares that the requirements of Annex lV, excluding section 4 and 6 of the
directive 98/7g/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex
lV, section 5 of the aforementioned directive, For placing on tlre market of List A devices covered by
this certificate an EC design-examination certificate according to Annex lV, section 4 and a
verification of manufactured products according to section 6 is required.

Effective Date:

Date:

2024 -02-21

2020-02-27

TUV Rheinland LGA Froducts Gmbt'l - Tillystra8e 2 - 90431 tVtirnberg
fUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/7g/EC

concerning in vitro diagnostic rnedical devices with the identification number 0197.
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[-{t- 60145622 0001
15477757 All

VivaChek Biotech (l-{angzhou)
Co., [-td.
Level 2, tslock 2
146 East ChaofenE Rd.
Yuhang Economy Developrnent Zone
l"tangzhou
311100 Zhejiang
F.R. China

ruv Doc. 7/L, Rev. 0

Attachment
Certificate
Registration
Report No.:

to

No.:

Manufacturer:

Products:

Blood clucose Monito::ing Systerns (8.1.<>ocl Clucose
MeLers, 13Iood Glucose Test St_::ip-":, B.lctod Glucose
control solutions) ; Mult-i-frr,cti-on Monitori.g syst-ems(i'nclucli,g Multi - f unc:tior-r MeLers ; Brooci I(etor)e ,rest
St-rips, BIood i(et-one Cont_ro1 So1uL.ior.rs, Ur:ic Acicl Te:st.Strrps, Uric Acid Cont.rol. So.l.uLio.s, Blood Gl.ucose TestSLrips, and Iilood GIr,rcose Control Sof uL Lons)

Sit-e :-ncluded:

1./2'/3 F, Buil<ling 1, 1G East. Zhenxing ttcl ., yul-r.lng [Jcono*ry
Developrnerrt- Zorle, Flangzhou, 311_I00 Zhejia,g, Chi.a

Blood Glucose Meters, Multi-function Mete]:s

Date: 2020-a2-27
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