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has established and applies a quality management system for medical devices

Design and D M.
In-vitro Diagnostic Test Kits used in the Detection of
Infectious Diseases, Fertility Testing and Pregnancy Testing
including Home Use In-vitro Diagnostic Medical Devices

are fulfilled. The quality management system is subject to yearly surveillance. ‘

Certificate

" The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Innovita (Tangshan) Biological
Technology Co., Ltd.

No. 699 Juxin Street, High-tech
Industrial Development Zone
Qian'an
064400 Hebei
China

for the following scope:

e and Di

TOVRheinland

of

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

Effective Date: 2019-09-19
Certificate Registration No.: SX 60139531 0001
An audit was performed. Report No.: 16806309 004
This Certificate is valid until: 2022-09-18

Certification Body

(paKks

S Akkred
D-ZM-14169-01-02

Date 2019-08-19

TUTV Rheinland LGA Prod

‘el +49 221 806-1371 Fax: +49 221 806-303!

itierungsstelle

GmbH - Tillystral
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CERTIFICATE OF NOTIFICATION

This is to certify that, according to the council directive 98/79/EC, SUNGO Europe B.V. performed

all notification dutics and resp as the European authorized of:
Applicant: Innovita (Tangshan) Biological Technology Co.. Ltd.
Address: No. 699 Juxin Street, High-tech Industrial Development

Zone, Qian'an, 064400, Hebei, China.
The Mamufacturer has provided SUNGO Europe B.V. with all the appropriate declarations according
1o the 98/79/EC Directive requirements including the EC D of C that
his In vitro diagnostic medical device. as stipulated here below. is fulfilling the applicable
requirements of the European Council Directive 98/79/EC.

Product(s): 2019-nCoV Ab Test (Colloidal Gold)
Type(s): (IgM/TgG Whole Blood/Serum/Plasma Combo)
Product Classification: ~ TVDD Other

‘Where the manufacturer affix’s the CE marking to the product listed they must ensure that all the
requirements of the appropriate EU directive(s) have and continue to be met.

The notification of aforementioned device has been completed by the European Representative in
Netherlands. The Netherlands Competent Authority is notified of the manufacturer's medical
devices and has allocated registration.

Issued: Mar. 20 2020
Cert. No.: EU208518
Expiration Date: Mar. 19 2025

-

This & not a CE mark and is anly
provided as a template for
informational purpose.

SUNGO CONTACT INFORMATION
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t of Health & Human Services

Follow FDA | EnE: rvol

U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing g
© FDAHome © Medical Devices @ Databases =

Mew Search Eack To Search Resulis

Proprietary Name: 2019-nCoV Ab Test Combo; 2019-nCoV Ab Test Triline

Classification Name: REAGENT, CORONAVIRUS SERCLOGICAL

Product Code: QKO

Device Class: Mot Classified

Regi dE i INNOWVITA (TAMGSHAM) BIOLOGICAL TECHNOLOGY

Name: Co. Lid.

Registered Establishment

Number: 3013332582

Owner/Operator: ICI:JONOI}IT'IBA (TANGSHAN) BIOLOGICAL TECHNOLOGY

Owner/Operator Number: 10059626

Establishment Operations: Manufacturer

Page Last Updated: 05/25/2020
Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | S28=57 | Tidng Viét | S-301 | Tagalog | Pycormii | - | Kreydl Ayisyen | Frangais | Polski | Portugués | Italiano | Deutsch | B#38 |~
English

Accessibility | ContactFDA | Careers FDABasics | FOIA | Mo FEAR Act Nondiscrimination Website Policies

FDA—
FDA.= ©'

| (v APmmi ®—2 — %N IgG/gML -~ % %®
L k= £8 15 ¢ - % [k <swmle -  #-—
<odgAc — | —[feza-s
n % 20g L3 V | 10g L# o
0 % oo % 8 | # M %15 °

Bt Bt BE & 3]

8-18-4 THE FORME GINZA 5F

www.brisian.co.jp



http://www.brisian.co.jp/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=654583&lpcd=QKO&from=singlemessage&isappinstalled=0

BRi=7iAN

o % -1 gG/IgML - # %38 — — 8 % 98%
° < e=™| <l geer <8 2 - PCR — 2
| 2 A< %<V % 2 L oq oy
nEREYx v b EREx v b
(INNOVITA%t) (A%t) iEREF v b iR Ex v b
(A%) || (INNOVITA%)
oy
L Py
igM igG )
Y J

INNOVITA

E
18 Lerps—S r =82 [1=— 4L o3 A9
28 15 -8 - | o3 A

8-18-4 THE FORME GINZA 5F

www.brisian.co.jp



http://www.brisian.co.jp/

J[Tr

J

J IJ I o 2

£8 2%

. Jr==i ® 2019nCoV « P Co )
40¢ 2 J /1
224,000 /2  80¢ |
-~ 4 L - 9506d434a° 4825 1,000 ¢ L
t 4 86 |/ 1,500 /1¢ e}
e — %6
106 308
-t f D 2 INNOVITA
K' on fi

Rfih™ eJ http://www.brisian.co.jp/news/INNOVITA pamphlet.pdf

|s n N o At < == —>52/3=|=|A9 o™ -

o= ™ L oozl 2%d s ace L % Sommt f 2

INNOVITA < -0 Y| (v TPui ® — <RfieFe-~
- ”__” _ n _ - o= TM§/8=1 A ° ==

%Nef @
-2 ™ fz:)(x,ITMQ

8-18-4 THE FORME GINZA 5F

www.brisian.co.jp



http://www.brisian.co.jp/
http://www.brisian.co.jp/news/INNOVITA_pamphlet.pdf

K' o= fi
8-18 4 THE FORMEINZA 5F
03-5809 3026
0D m info@brisian.co.jp

URL www.brisian.co.jp

8-18-4 THE FORME GINZA 5F

www.brisian.co.jp



http://www.brisian.co.jp/
mailto:m-info@brisian.co.jp
http://www.brisian.co.jp/

