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EC Certificate

Full Chuglity Assumnce System
Direciive 98TEC on in Vino Diagnosic Medical Devices [VDD), Amnex 1V exduding (4, &)
{LE=t A snd B and dewvices for selff-ieafing)

No. V1 093780 0004 Rev. 00

Manufacturer: Qingdao Hightop Biotech Co., LTD
M. 359 Hedong Road, H-tech Industrial Development Zome
2665112 Chingdad, Shandomng
PEOPLE'S REPUBLIC OF CHINA

Product Category(ies): Products for determination of infection
markers

Tumor markers and products for self
testing.

The Certification Body of TUW S0D Product Sendee GmibH declares that the aforementioned
manufacherer hes implemenied a guality asswrance gystem for design, manufscire and final
imspection of the respective devices [ device familes in accordance with 1VDD Annex 1. This
quality sssurance sysiem conforms to the reguirements of this Directive and ks subject 1o periodical
mm.FHMWﬁLEHMmmMWMM{&EqMH mandatony. Al
applicable requirements of the testing and cerification reguiation of TUV SUD Geoup have 10 be
complied with. For detaills and cenliicale validity see: wovs uvsud . comipes-certfg=cerf A O83TAD
0004 Rev. O

Report mno B 21008503
Walld from: 2021-11-16
Walld wuntil: 20240526

Date, 20211112 C?l @A\/

Chwristopd Dicks
Head of Cerfification/iotified Body
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TOV S0D Product Service GmbH ks Nolified Body with idendfication no. 0123

T SO0 Produdd Series GmibH « Cafiicabon Body « Ridersiralls 85 « S0339 Munich » Genmany
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EC Certificate

Full Chuslity Assumnce System

Direciive 98TEC on in \itno Disgnosic Medical Devices [1WVDD), Amnex 1V exduding (4, &)
{Li=t A and B and dewvices for selff-ieating)

No. V1 093780 0004 Rev. 00

Model(s):

Facility(ies):

Page Zal2

Ct Chiamydia Trachomatis Antigen Rapid Test kit (Colioldal
Gold) ,One Step HOG Urine Pregnancy Rapld Teat kit
(Colloldal Gold), PSA Prosiete Specific Antigen Rapid Test Kit
(Colloidal Gold), CMY Cytomegalovins Antibody IgMigs
Rapid Test Kit (Colloldal Gold), €MV Cytomegalovirus
Antibody lgM Rapld Test Kit (Colloldal Gold), CMY
Cytomegalovirus Antibody IgG Rapid Test Kit (Collol dal
Gald), RV Rubella Antibodies IigMigG Rapid Test Kit
{Collaldal Gald), RV Rubslla Antibodies IgM Rapid Test Kit
[Colloldal Gold), RY Rubella Antlbodies IgG Rapid Test Kit
(Colloldal Gold), TOXD Toxoplasma Antibody ighigG Rapid
Test Kit [Colloidal Gold), TOXOD Toxoplasma Antibody igh
Rapid Test Kit (Colloldal Gald), TOXO Toxoplasma Antibody
IgG Rapid Test Kit (Colloidal Gold) and One Step LH Owvulation
Rapid Test Kit (Colloldal Gold).

Chimgian Hightop Biotech Co., LTD
hio. 359 Hedong Road, HHech Indusirial Development Zone,

266112 Qingdao, Shandong, PEOPLES REPUBLIC OF CHINA

TOW S0D Product Service GmbH ks Noffied Body with idendfication no. 0123

T SO0 Produd Series GmibH » Cerfiicabion Body « Ridersiralla 85 « 0339 Munich - Genmdny



