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Certificate

. The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization
Innovita (Tangshan) Blologlcal

Technolo
No. 699 Juxin

Industrial Development Zone

Qian'an

064%0(_) Hebei

hina

2/3=|80

g
gtreet ngh-tech

VAL

A

TOVRheintand

has established and applies a quality management system for medical devices
for the following scope:

Design and D

and Di:

of

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

Proof has been furnished that the requirements specified in

EN 1SO 13485:2016

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

Effective Date:

Certificate Registration No.:

An audit was performed. Report No.:
This Certificate is valid until:

(( DAKKS

Deutsche
Akkreditierungsstelie
D-ZM-14169-01-02

Date 2019-08-19

TUY! Rheinland LGA Producm GmbH - TillystraBe 2 - 904:

449 221 808-1371 Fax: +49 221 808-36:

2019-09-19

X 60138531 0001
16806309 004
2022-09-18

Certification Body

e b a5 o ek

MAMT

\

1

40

oJ!|_

d
<d A{cEo.d

CFDA <
TGA EU +
T#EA9 V8

EUA Emergency Use Authority & ~ 78
t 4V Z8
Zuat { D 2

INNOVITA —

[WE]
=
<C
(=)
i
—_
(= 4
L
(=]
<
—_
<C
i
L.
—_
o
[V N]
~N
*
o
7o

Hex

7] 2
RIGA

ZERTIFIKAT @ CERTIFICATE &

AL

< oV % t 4
| £ 2,000 -

Cﬁqngo

CERTIFICATE OF NOTIFICATION

This i fo cerify that, according o the council direcive 98/79'EC, SUNGO Europe BV, performed

all notification duties and responsibilities as the European 1 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
to the 98/79/EC Directive requirements including the EC Declaration of Conformity confirming that
his In vitro diagnostic medical device. as stipulated here below, is fulfilling the applicable
requirements of the European Council Directive 98/79/EC.

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

Where the manufacturer affix’s the CE marking to the product listed they must ensure that all the
of the app EU have and continue to be met.

The notification of device has been 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 s not 2 CE mark and is anly
provided as a template for
Informational purpose.

SUNGO CONTACT INFORMATION
Website:
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Australian Government

Department of Health
Therapeutic Goods Adminisiration

Within b

Parts 1 and 2 of Schedule 1 - Essential Principles of the Therapeatic Gaods (Medical Devices) The

Regulations 2002, including;

.

the stockpile
ensuring that devices to test for COVID-19 that are included in the stockpile are provided

w©

2 Arep and customer saiably qualified persons it appropriste skll and knarwledse.
TRIM Reference: E20-57745 introduction ofthe Device(s) o marker in Australia and Worldwide. Therefore, L of the view that
(v20491851) % » he supply ofthe necessary
max Device(s) i any other regulscory fursdictions. e . g
bt 8 4. Funter analyteal and elinial evidence to support: wop, ity v S of e
o Analyticaland clinical performance of the device within.or d oth
Lo e b, Device stability (e.g, shelf-life stability, transport stability)
Anention: - Monica Badov at Important
- - performaice characteistics of the device. 1his Noticeare hecond
6. Evidenceof atthe time of Regulatonst, {he Device it i al

/ v-202

intended by the manufacturer through the use of controls.

conditions placed or imposed on the ARTG eurry.

GMDN

Covid10 Test2

Sponsor’s Reference: 2
2019-1CoV b Test (Colloidal Gold)

Device Name:

cancellation of the ARTG entry’: may be. criminal offence?; and civil penalties may apply’.

imposed on

Note:
imposed on the

ARTG Entry: o be confirmed,see next seeps belaww fim ol , -
Act 1969 aod 2002 available, The T6A will not e sendin you s hard-copy ofthis certifcate.
the purposes of
e Goods Act 1989 (the Ac) 1. Related evidence
derice 2019-nCaV Ab Test (Col In making this decision 1 have reviewed the following
y [cT772]) Class 3 decision’ . (ceivedby
Register of Therapeuric Goods (ARTG)'. o S-Cov-2 There s he TGA 6 Apri 2020), nchuding:
s the 5 Comte 150 s
Furth e At Thave SARS CoV. ¥ :
bop he Act Th s 5 the 60139531 0001, expiry 18 Sepreaber 2022),
o toiial analytical nd linics performance data avalable at thetane of n 2 v Clause 18 of Schedule 3of the
s the egulations by the mamfacrurer on 7 April 2020 for the 2019-nCoV Ab Test
ARTGmay - Supponting documentation
only supply the Device o . b 12020 and 7 Apel 2020,
. pati .
' of the virus, Relevant legislation
. medical praciionsrs who ar registered under alaw ofa Stateor Toritory; .
/ included in the ARTG.
& " oflgh . of
" carly ot notwol e d.The - the ARTG must
a or i ding tht
e an s (d) devices of that kind comply with the essential principles; and
Commoravealth Stateor Teritory departmen of health, health, whi and ather pe G} :
patient comes ino contact ith. principles, or has procedures in place, incding a vrstten agreemert vith the
[ e———— Jso be wsed
P oy prossvvs
ded i CoV-2, bos  Saction $1MX of the Act
PO Box 100 Woden ACT 2008 s 853808804  Secion VAt At
Phone: 02 6232 8444 Fax. 02620 1605 Emat Sfagion auy oy T Hoalh Sty = The dstakion
) cnder s 0ot e
Page sare
[ =

t of Health & Human Services

Follow FDA | En Espaiiol

SEARCH

U.S. FOOD & DRUG

ADMINISTRATION

Devices | R Animal & Veterinary | Cosmetice | Tobacco Products

Home | Food | Drugs mitting Products | Vaccines, Blood & Biologics

Establishment Registration & Device Listing

© FDAHome © Medical Devices @ Databases

& O

Mew Search Eack To Search Resulis

2019-nCoV Ab Test Combo; 2018-nCaoVf Ab Test Triline
REAGENT, CORONAVIRUS SEROLOGICAL
QKD

Proprietary Name:
Classification Name:
Product Code:

Device Class: Mot Classified

Regi E i INNOWVITA (TANGSHAN) BIOLOGICAL TECHHMOLOGY
Name: Co. Lid.

Registered Establishment

Number: 30133325862

Owner/Operator: gJONOI}#BA (TANGSHAN) BIOLOGICAL TECHHNOLOGY
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: Espaiiol | SF88T | Tiéng Viét | 2501 | Tagalog | Pycomii | =2 | Kreyal Ayisyen | Francais | Polski | Portugués | Haliano | Deutsch | S48 | o~

| English

FOIA | MNoFEARAct | MNondiscriminafion | Website Policies

FDA Basics |

Accessibility | ContactFDA | Careers |

FDA-
FDA.» @

# %8
Y

-

£ —

o— 2 # Ne| 19gG/IgvL
% 41 swle
—feradqac
10g L# o
| FM%15 °

| Co JI P mml

L #£8 15 #

1340
n 20g L3 V |
o # 8

IA
D

1 —

MAMT {14 40 A O 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

B

> IgG/igM 4 - # %8 — — 8 % - 0 4. 0
i ® n 100% °©
-t D — =M= qd el mee— %ooLiq=
™ A 92! - PCR — 2 | 2 A< 2 =V %
# (. Jr=ai ®IgG L oq oV

https://ameblo.jp/ginza - miyako/entry - 12598960126.html

iFREx v b nHEREF v b
(INNOVITA%) (A#t) TAREF v b miREx v b

\ ; (A%t) (INNOVITA%)
¢ | ‘}
S

% < SB& T =V CPJ | -t gD
INNOVITA —L_—_zA

TRIEE & @masason - 5814H v
R TSEDHUAET X FOERZDFRRBIEOSBHNE TRE LUz, BlE
EREDEHERIBELUTHRELET,

IgGH\BRRE(CB 1%,

IgM(FEB> T 5THI%,

ES3—DDFATDBEDEEE R (Ctweet UE T,

Q 139 T 867 Q 4975

>

& mmt 2D |

MAMT {14 40 A O 8-18-4 THE FORME GINZA 5F

www.brisian.co.jp



http://www.brisian.co.jp/
https://ameblo.jp/ginza-miyako/entry-12598960126.html

BRiiAN
121

@ TRIEE @& @masason - 58148 v
a9y EIRT. EO—DODEHITYT,

IgMHSE T 5 EB14,

IgG (X,

CHOFABEITONZEMOHIEIT. PCREMHAL. BEVLE. RRER
E. FERRETHE/DRREE /A RENDS EBONET,

QO 144 1 624 Q 3,706

E —
# | ® 1gGn Igve ™e Ys = ™ yd cg3A°nfiki S -
L v 815 -~ & <3 A% pumi ®PCR % | o ™—%5
— ;_ll. TM,_Q=|=|Z=|: =| — ,—Q=|=|z+ 358

— ™ SQ=|=|A9

Bt BE

MAM {14 40 A O 8-18-4 THE FORME GINZA 5F

www.brisian.co.jp



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

B =
<

B>
TM\/

I—llfj/g'_B 9
4 k4 3 A %2 100
CF -

% O 8

75?
(=4
L ==
C C 5 _
-

www.brisian.co.jp

IgM % o 28 196 Ly . —
(v JPmmi O- 4:,52/3=|8
£hof s 4 Hqa
IgG dL o= TM_” %N9=|=|A9
IgM % o 28 190G s . —
C. P emi O P $N9‘”
< s qa
AogL?® o= TM_" %N9=| qA0
IgM %s o £819G Yo . —
r C. JJPemi O- -"'#‘NQ-"S
4 ka0
rid
~ 8 IgG £ ¢J|| v 3/8NQ=| 3
A °
IgM Yes o 28 1gG L, . —
- (v TPuai O] ~=%|ne
moms 4 g8
LNef 5 4
Vo |eaz- v T Pmm ©— Lif =
-0 ™< ™e | <# | Nef g Y&
- Yoo ™V ks (v T Pmmi OF o=
| @< 3% ™y ks A £ A O
40 A D  8-18-4 THE FORME GINZA 5F


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

