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.7 Ji FREE SALE CERTIFICATE
| 4 Medical devices (MD)

N® of Ceitificate: 000 0 .
0O0005020-11- 19
Exporting (certifying) country: Belgium

Importing (requesting) country:[ﬁiaysia |

SECTION TO BE COMPLETED BY THE APPLICANT OF THE CERTIFICATE

1. Name and form of product;
For class 1, system and procedure pack anc custom made MD, please provide the natification number

==

:fl_ﬁlease refer to Annex te EC Declaration of Conform by

1.1. Grouping according to Directive 93/42/EC: 1 Cls/Im  CI=<1Is/im C1la @IIbh  (CIII
(" System and procedure pack (™ Custom made

1.2. Qualitative and quantitative composition or description {according to the Lype of the device):
The gqualitative and quantitative compositions are indispensable if the device is in the form of & soiution,
cream, gel ...

Please refer to Annex to EC Declaration of Confarmity

1.3. Does the product contain animal substances? Mo

If yes, which animal subslance?L

=i
1.4. Does the product contain medicinal substances? [s]
If yes, which medicinal substanice?]

1.5. Does the product contain radioactive substances? Mo ]
|

If yes, which radioisotope and how much Becquerel?

1.6, Is this product authorized to be placed on the market for use In the exporting country? Yes
1.7. Is this product actually on the market in the exporting counlry? No
1.8. Does the exported product carry the CE mark accarding to Directive S93/42/EC? Yes

2. Information regarding the manufacturer:
2.1. Manufacturer (according to the definition of Directive 93f42/ECY: name and addrece:

Greens Surgicals Pvt. Ltd. Plot No. 5C8 - 512, Savll Industrial Estate, GIDC Manjusar, Vadodara - 361 775, Gujarat, India

2.2, Applicant for certificate;

[EC REF) Obelis s.a. B General Wahis 53, 1030 Brussels, Belgium |

2.3. Name and number of the Motified Body (If Epplfcable}:!DNV GL Presafe A5 n. 2460 |
2.4. Has the manufacturer been certified to be in compliance with [SO 9000/ EN 13485 standards? Eeg

If yes state the name of the arganisation thal delivered the certificate: N GL Presafe AS T w74

If no, please explain: P SE—
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the applicable provisions of Council Directive
exporting country,

AGEMNCY FoRr MEDICINES AND HEALTH PRODUCTE
ROSTATION II, Victer Hortaplein 40 bus 4n,
Telephane n°; +37 2 528.40.00

—
1060 BRUSSELS (BELGIUM)

Mame oFf duthorized persan:
Xavier De Cuyper

DS J Chief Exe ive Officer i
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LEGALJISATIE - LEGALISATION - LEGALISATION

fiezicn vaor de legufisatie van de handtekening van ;

Wi pour léanbization de sigtianre de :

Cesalaen zur Legnlisation der Unterscheift von -

Malonne Hugues

(Dedar M/ Sous e 0% nier Nr, - 198 180095380

TeiAln - Brossel BruvellesBefissel  OpiLaiam | 20112000

ttcmpul-"SO&aw’Stcﬂ?pﬂli

i } ﬂhdtr_tdﬂni:_lgf'ﬁigﬁmﬂﬂwmchﬂﬁr

HHNOD 4 $ :
Fry g _~ Veldoman Munine -
!'Jauumchlfr.‘k:cmmnnm.l-cumcnt .?Mﬁrﬁﬂtuﬁdrmwwimﬁrmckdnfgu A

Prifs/Prie Preiz: 29 EllR - /'d_‘
Alion

: NS mimsm] L' J‘g\ B
I8 is to certify that the signature appearing on this dacumen‘t irs a true D 3= T sl
d genuine signature of Ms. Veldeman Martine of the Ministry of
reign Affairs, Belgium. -

e R s e e PR

ted December 4" 2019 at the Embassy of Malaysia in Brussels,

—
FOAD ISMAIL Fee Paid: EUR 5.00
Consular Officer Receipt no. WR000395
Embassy of Malaysia
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