
NOTARIAL CERTIFICATE

TO ALL TO WHOM THESE PRESENTS SHALL COME,

I. CHU Sru LUN IVAN, Notary Public, duly admitted, authorized and sworn, practising

in Hong Kong Special Administrative Region of the People's Republic of China DO

F{EREBY CERTIFY that the following document hereunto annexed is a copy document

provided by ABON BIOPHARM (HANGZHOU) CO., LTD', namely:-

l. GMED Additional Document n" 38157 rev. 0 dated 16 };4ay 2022.

For the authenticity and the contents of the annexed document, I assume no

responsibility.
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IN TESTIMONY whereof I have

hereunto subscribed my name

and affixed my Seal of Office
this 31't day of May in the Year
Two Thousand and Twenty-two.

CHU SIU LUN IVAN
Notary Public,
Hong Kong
Special Administrative Region of
the People's Republic of China
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Document compl6mentaire GMED n'38757 rev. 0
GMED additionaldocument n' 38757 rev. 0
Dossier(s) | File(s) N' P600210 - P605735
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D6f ivr6 dr Paris le 1610512022
/ssued in Paris on 05/16/2022

Ce document compl6mentaire GMED n" 38757 rev. 0 atteste de la validit6
du certificat CE n' 19820 rev. 4 au regard des informations list6es ci-dessous.

This GMED additional document n" 38757 rev. 0 affesfs to the validity
of CE certificate n" 19820 rev. 4 with regard to the information listed below.

Fabricant I Manufacturer: ABON BIOPHARM (HANGZHOU) CO., Ltd
#198 12th, Street East, Hangzhou Economic & Technological Development Area

ZJ 310018 Hangzhou
CHINA

fdentification des dispositib I ldentification of devices

GMED I 0459
GMED - 38757 rev. 0 On behalf of the President

B6atrice LYS
Technical Director

SME0 . 5oci6t6 par Artions Simptiiide au capital t]e 300 000 C . l]rganisme Notifi6lNotitied Boity no 0419
Siegesocial:1,rueG*stonSaissier-75t]15ParisrT6l.:{Jl /"0{':i137Ut}rtrnerl_fr 

72oGIIED09014revjdu1srost2o2o

D6signation du dispositif /
Accessoires marqu6s CE

Device designation / CE marked accessories

Nom commercial du dispositif
ou code article

Device commercial name or article code

Classe du DM
MD class

Test rapide pour la d6tection des anticorps
anti-VlH1, anti-VlH2 et sous-type 0
Rapid test for the detection of antibodies to
Human lmmunodeficiency Virus (HIV) type 1,

type 2 and subtype O

ABON HMlzl0 Tri-Line Human
lmmunodeficiency Virus Rapid Test
R6f. lHl-T402 (Code GMDN 484541
ABON HIV 1/2/0 Tri-Line Human
lmmunodeficiency Virus Rapid Test
ref. lHl-7402 (GMDN Code 48454)

Annexe ll
Liste A
Annex ll

List A

Sites couverts et Activit6s / Locations and Activities

Site / Location Activit6s I Activities
ABON BTOPHARM (HANGZHOU) CO., Ltd
#19812th, Street East,
Hangzhou Economic & Technological
Development Area,
ZJ 310018 Hangzhou
CHINA

Conception - Fabrication - Contr6le Final
Design - Manufacture - Final control



ATTESTAT,ON/ CERTIFTCATE N" 19820 rev. 4
D6livr6e i Paris ]e 16 mal 2022

lssued in Paris on May 16th,2022

ATTESTATION CE / EC CERTIFICATE
Approbation du Systdme Complet d,Assurance eualit6 / Approval futt euality Assurance System

Annexe lV excluant les points 4 et 6 Directive 98/79/GE relative aux dispositifs m6dicaux de diagnostic in vitro
Annex lV excluding sections 4 & 6 Directive gSng/EC concerning in vitro diagnostic medical devices

Pour les dispositifs de la liste A lVD, un certificat CE de la conception est requis
For list A IVD devices, a EC design certificate is required

Fabricant / Manufacturer

ABON BTOPHARM (HANGZHOU) CO., LTD
#198 12th Street East Hangzhou Economic & Technological Development Area

ZJ 310018 HANGZHOU CHINA

ffi
LI'iE

Cat6gorie du(des) dispositif(sl / Device(s) category
Dispositifs m6dicaux de diagnostic in vitro couverts

Test rapide pour ra d6tection des anticorps anti-vrH1,

ln-vitro diagnostic medical devices covered by Annex il tist A :
Rapid test for the detection of antibodies to Human lmmunodeficiency Virus (HIV) type 1,

type 2 and subtype O.

Voir document compl6mentaire GMED / see GMED additional document
n" 39757

GMED atteste qu'i l'exam:n 9."" resultats figurant_dans le rapportr6f6renc6 F6oo210 - p6{xi735, le sysGme d,assurance qualit6 -pour la conception, la production et le contrOle final - des ordositie m6dicaur €num6r€s cidessus est eonforme aux exigences del'annexe lV excluant les points 4 et 6 de la Directive ggI7g/CE.

GMED ceftifies that, on fhe basls of the resufts contained in the file referenced ffi210 - p605735, the quatity sysfern - for design,manufacturing, and final inspection - of medical devices tisted here abovd amplies with the reguirements of the Directive 9a7g/EC, annexlV excluding sections 4 & 6.

La validit6 du pr6sent certificat est soumise d une v6rification periodique ou impr6vue
The validity of the certificate is subject to periodic or unexpected verification

D6but de validit6 / Effective date : May 16th, 2022 (incruded)
Vafable jusqu'au / Expiry date : May 26th, 2025 (included)

GMED 19820 rev. 4
Renouvelle le certificat 19820-3

GMED ' soci6t6 par Acrions simprif iee au capitar. de 300 000 €
sidge social: 1, rue Gaston Boissier - 25015 paris. T61.. :01 40

par I'Annexe ll liste A :

anti-VlH2 et sous-type O.

On behalf
B6atrice LyS

Technical Director

. Organisme Notifi6/Notified Body n" 04b9
43 37 6[ o gmed.fr
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