* MDSS *

Certificate of
CE-Reqgistration

This is to certify that, in accordance with the /In Vitro Diagnostic Medical
Device Directive 98/79/EC and the Medical Device Directive 93/42/EEC,
Medical Device Safety Service GmbH (MDSS) agrees to perform all
duties and responsibilities as the Authorized Representative for:

Fjord Diagnostics Sdn. Bhd.
49 Jalan Puteri 5/8, Puchong
47100 Selangor
MALAYSIA

as stipulated and demanded by the aforementioned Directive. The
European Databank on Medical Devices (EUDAMED) is established as
of May 1, 2011. The German Competent Authority is notified of the
manufacturer's in vitro diagnostic medical devices and medical devices
and has allocated registration numbers shown in:

Annex A dated Aug 21, 2019

The Manufacturer has provided MDSS with the appropriate
Declaration(s) of Conformity confirming that the in vifro diagnostic
medical devices and medical devices fulfill the applicable requirements
of Directives 98/79/EC and 93/42/EEC. In compliance with German law,
a safety officer has been appointed for Germany.

2019-08-21

Dr. Philipp Hohenbrink
Senior Consultant
MDSS GmbH

MDSS - Medical Device Safety Service * Schiffgraben 41 - 30175 Hannover, Germany



zJoT1 aded

THATY - PRI D2 51 0 (PRS0 DA IALLSOISKY

ETECEIOE #80

£00/aAI/504/0LT0/60vD/3a V/N W30, | sayio - sed1n3Q B|qeasn [eI2UBD A 6650M and 805d- odJUdIQIS] 0 oocy
£00/AAI/S04/0£10/60¥2/3a V/N 4300, | Jayyo - saoinaq s|qeasn [e5U39 AAl 6650M e 9'0'Sd - 5d34dIQ3S| 00£0-905d
£00/AAI/S04/0LT0/60¥D/3a /N W30, | Jayo - seoiaq 21qeasn (e1UsD QAI 6650M ano 7'0 Sd - #d34dIQ3S| 00€0-40Sd
£00/QAI/S04/0LT0/60Y0/3a V/N W0, | Jaypo - seoimaq aiqeasn [essus Al | 66SOM o 7'0Sd - 9d3¥dI3S| 00£0-20Sd
£00/QNAI/S04/0£10/60v2/3a V/N A0, | sayro - saomag Siqessn [e5UBS GAI 6650M "aND 1°0 5d - ¢d3¥dI03S| 00€0-T0Sd
J9jlew
200/504/0£10/60v2/30 v/N | ssep) [en3awopu3 ‘syy Suldwes 98€72 SNAWN 3pIs+3pI|s ssefd+ MIVd1S3L HY3IWS dvd| 000T-T098
ysnigolAd+e|meds
19]Iewl api|s+apl|s
700/504/0LT0/60%2/3Q v/N | sse|D [eL3awopuy ‘syy Suydwes 98€7T SNanN sse|S+gwinig NIVd1SIL ¥VIINS dVd| 000T-1088
“XIAIDD)
z00/504/0LT0/60%2/3q v/N | sse[y [eL3aWopU3 ‘st Buydwes 98€7¢ SNAIAN yonod jenpiapul saoinap Suldwes HSNYEOAD+YINLYdS| 00S0-T089
Z00/504/0£10/60v2/3Q v/N | ssepy |elzawopuy ‘syy Buldwes 98€7T SNAIN yoed yjjnq 221n3p Bulldwes oNNYE-XINYID | 000T-SZ86
200/504/0LT0/60YD/30 v/N | ssep) [erawopuy ‘suy Suidwes 98€7T SNawn yonod jenpiatput 201n3p Suljdwes o INNYE-XIANID | 00S0-T086
/ 13 RIEMGER S apl|s adoodsoud
Z00/aAI/S04/0LT0/60V2/30 v/N || I—————— YING3 plIS IN 3NIM-DHI/ ¢d3¥d-AD| 0S00-VSTE
Jani/sod/ ia e uonn|os sisA
Z00/ani/s04/0£10/60vD/3a v/N HU30, SO|QRLINSUOD + SALIOSSIIIE + BIEMPILH dS TO0T T0 82 vING3 13n|0S sISA] gd3Ud-AD| 00EZ-T889
21BEMYOS +
200/aAI/S04/0LT0/60v2/3a v/N IR0 Lo oiiilon: 4 SSioRsS080 + Sl gp| AT TOBE VYING3 Aoed S3pIIS 13314 odIUd-AD| 00E0-/889
2JBMUOS +
200/AAI/504/0L10/60vD/3a v/N IO | noriisnins » SSRDSSROR asaMpR g | 0 OF TOBE vING3 uonN|OS UOIRAIBSAl] odIHd-AD| 00£0-9889
/QNI/504/0LT0/60VD/ 5 e say de
200/aAI/S04/0L10/60%2/3a v/N AP0 | o etinguc + saposssace + arampue g | £0 07 1O ving3 3531 ded ¢d3¥d-AD| 00£0-8889
24eM}OS + 10553204d 00T-AD
200/AAI/S04/0L10/60v2/3a v/N RO | oo & Sapiossaot + Smtigue 4| O TR0 8T vING3 - ia1AS ABouS Posed BItibIT edatig-kn| PEIT IR
paijiou)
Jaquinp uopelsiay uewusn Andx3 % ‘oN ?.m.c_ao_.: uondussaqg payiloN (pynou) (p3lnou) e (paynou) 434
S 93 sse|D apo) 3IN1EB|JUBLION |euondo salweN ad1A2q

pyg ups sansouseiq plofy :1a1njoejnuep
610C ‘T1Z 3ny :y Xauuy




zjozaded

)

£00/GAI/S04/0£10/60¥0/3Q v/N 0. | Jauao 5013 5GBS [B13USD GAI 6650M oD b7 Sd- edauaiqas| O0E0OYTd
£00/QAI/S04/0£T0/60v2/3a V/N 340, | sayr0 - 9013 BIqEBS [815U55 QA 6650M N> 75 S~ edaudiazs] 00E002Ed
£00/QAI1/S04/0£10/60v2/3a /N 4300, | sayyo - saomaq s)qessn [ersua Al 6650M gy 07 Sd - aqauaiazs| O0EO00TS
£00/QA1/504/0£T0/60v3/3a V/N SN0, | ssigio - so0maq S1qERS( 1EIOUSS QA 6650M “aNg o8- odidicas] OPE008SE
£00/QA1/S04/0£T0/60¥2/3a v/N 30, | say10- S391ADQ 31qE3SN [215USD QA 6650M and 0'S Sd - ¢d3¥dI03S| 00£0-05Sd
£00/GAI/504/0£T0/60vD/3Q V/N W0, | Jayro - 590150 B1qEASN [12USH QA 6650M "N 0°€ Sd - ¢d3UdI3S| 00£0-0€Sd
£00/QAI/S04/0£10/60v2/30 V/N 430, | Jayio - s30maq S|qessN |BISUSD QAI 6650M “aNo 07 Sd - ¢d3¥dI03S| 00£0-0ZSd
£00/QAI/504/0LT0/60vD/3a v/N 3430, | sayro - seoinaq sqessn [eisUsD GAl | 6650M ‘o 0'T'Sd - od3WdIQIS| o ey

a1}110u
Jaquiny uonensiSay uewlso E_ﬂx,w.u“m .Mz _v“m%mws uondissag payioN EMWWME Ehﬂw”uuaﬂfz c_.._.____mu_q.”“__._uwawc_ meMu_“Mﬂmc 43y
21821113 3

pyg ups sannsouseiq piol4 :ia1nejnuep
6102 ‘TZ 3ny 1V xauuy




