
Good Distribution Practice For Medical Device

This is to certify I ISOLAB SDN. BHD. (428427-f)

No.5, Jdlan Anggerik Mokoro 3l /46
Kota Kemuning,
40460 Shdh Alam, Selangot Darul Ehso,,,
Mqloysid.

Certif icate Number | 6r013l

has complied with the Regulatory Requirements of GDPMD as stipulated in MDA/RR NO. l July
2013 pursuant to Appendix4 Third Schedule of Medical Device Regulations 2012

i Scope of Certification I tmport, Storqge, Worehousing, Dlstrlbution, Transportotion dnd

:l Documentqtlon aslocal Authofized Representative

(Outsourced process: Tranabortation)
Secondary Assembly Including Repacking

Exclusion:
Cl 3l-36 Secondary Assembly Includlnit Repacking
Cl28 SpeciffcRequirementsforActiveMedicalDevices
Cl 27 Speclfi cTraceability Requirementsfor lmplantable Medical Devices

List of devices dealtwith by the establishment- Refer to Annexure 1

Date of lnitial Certification I lOFebruary2OlT

l
,l

Date of lssue/Reissue

Renewal Due

I lO February 2017

| 22 November 2Ol9

Thb @lutc.to is suq.cr to lh€ cmpsy mddalnlng lG .ystqn to tho EqlrBd srind.rdsr whtch sitt bo nonitobd by KGS.
Th. E ot rhls C.dncate .nd tr'. XGS Corlifi€don Uark * subj.d to rh. R€guLtioc Apprlcabl. to tlold.B of KGS

c€rtncnbn sdn. Bhd.

KGS Certification Sdn. $[f,. rozrorz+r
Io. tq L@ng sL|| s/a, B.ndar LaguF €rbo*, 03000 Sungnl P6t nl, K€d.h D.rul Am.n, .1.y.1..

T.t60a,r4l 152,1 Fd:C0a441 06i0 Eman:kgsdflcad@(rgfta .conM.kg.c6a.om
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Good Distribution Practice For Medical Device
Annexure L- Page 01 of01

Device Category
10. Single-Use Devices
14. Biologically-Derived Devices

Certificate Number

Date of !nitial Certification

Date of lssue/Reissue

Renewal Due

61013'

10 February 2Ol7

10 February 2017

22 November 201 9

thls cattrcaL 15 subj.ct io rrE 6pdy nalnirnln! rts systdn ro rho EqdFd .l:id.rd., wnkh wltt bs mdloFd by KGs.
Tho !* of lhj. C.rl lc56 .nd thc KGS C.nifietlon flark m {bj6t to th. Roguta{o6 ApptidbL ro Hotd€6 ot '(GS

cerditc.ton Sdn Bhd,

KGS Certification Sdn. $[j. tezrosz-at
Nd It Lo6g ELil 5/4, B.nd.. L€quE tl.rboh lno00 6ung.t Pebni, Xod.h Ddnd Ana., flataFta,

T.* 604 a4l 152a Fd: 60a 4al 0610 Efr.ll: kgsrdfic.dd€gm.lt.@ 9w.kgs@n,ffi

rh. c.rdtrcar. Main6 tE FoFrry d KGS and 3hatt bo mrunEd {tFn EqElred tr rEy oty bo BF.odo@d th fts .nurdy and wtrh.ut .tEng..

itoArcAB.0l3

Device



IsOLABSDN, BHD, 610131

Good Distribution Practice For Medical Device

AnnexureX-Pagelof1

MDA/CA8413

Device

'hi3..dfi..bi'!ubl.crrob.Comp.iymlhli...q|E5y*.mr
. xosc.nlfidl@n M.* JE 3ubi.d b !h. R.qubn ns Appli..bl.

KGS Centification Sdn. f|fifl. tez.roez-at
Th. c.naticlr. lua|n. rh. pFp.n, ot KGs sd 3h!ll b. ntum.d wh.n..qu.5L.l. lr m.y only o. r.9roduod in ns .dk ly drt w'!n.{r dDng..

No.
Name of Medical
Device

Manufacturer Brand/Model

1 .
HCG One-step Pregnancy Test
St.ips

Shanghai Chemtron Biotech Co., Ltd,
China.

tso-cHEK

2 .
HCG Pre8nancy Test Cassettes
{2sMlu/Mr)

Shanghai Chemtron Biotech Co., Ltd,
China.

lso-cHEK

3 . Absorbent Gauze Roll
ShaoxingFuqing Medical Products Co.,
Ltd.

tso-cARE

4. Absorbent Gauze Swab
shaoxingFuqing Medical Products Co.,
Ltd,

tso-cARE

5. X-RAY Detectable 6auze Roll
shaoxingFuqing Medical Products co.,
t-td.

rso-cARE

X-RAY Detectable Gauze Swab
ShaoxingFuqing Medical Products co.,

Ltd.
ISO-CARE

7.
Erythrocyte Sedimentation
Rate (ESR) Analyzer

laboNE Inc.,India, labON€

8.
Vacuum Blood Collectioh
Tubes

Golden Vac-Tube

9 .
Tibilia TB Antigen Rapid Test
Device

Hangzho! 6enesis Biodetection &
glocontrol, China Technology Co., Ltd.

I  lo  la




