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Certificate of Free Sale
for Exportation of Medical Devices to Vietnam

Date of Issue: 17/10/2024 Certificate Number: MT-MDF01-AA187

The Malta Medicines Authority has issued this Certificate of Free Sale, for the products listed in the attached Annex I, to:

Name of Organisation: Advena Ltd. [] Manufacturer X] Authorised Representative
Malta Business Registry Company Number: C 76865

Organisation Registration Number: MT-AR-AA001

Manufacturer Name and Address: NRS Global Partners Sdn. Bhd.
No 30, Jalan Tasik Selatan 3,
Bandar Tasik Selatan,
57000 Kuala Lumpur,
Malaysia

Authorised Representative Name and Address: Advena Ltd.
Tower Business Centre, 2nd Floor,
Tower Street, Swatar,
BKR 4013, Malta

This is to certify that: \
Advena Ltd. has its registered place of business in Malta.

- The product/s quoted in the attached Annex I are CE marked, in accordance with the relevant European
Directives/Regulations and local legislation, as applicable hereunder:

D Active Implantable Medical Device (AIMD) [] EU Directive 90/385/EEC [ Regulation (EU) 2017/745
[JS.L. 45859

[] In-vitro Diagnostic (IVD) [ EU Directive 98/79/EC [ Regulation (EU) 2017/746
[JS.L.458.59

Other medical devices Directive 93/42/EEC [] Regulation (EU) 2017/745
X S.L. 458.59

The product/s quoted in the attached Annex I may be marketed in Malta.

- The product/s quoted in the attached Annex I may be freely marketed in all the European Union member states.
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The Malta Medicines Authority has issued this Certificate of Free Sale based on the information forwarded by the applicant.
This certificate will remain valid for three (3) years from the date of issue or until the applicable transition date listed in
Article 120(3) of Regulation (EU) 2017/745, whichever is the earlier.

Mr Julian Fearne e L,
Senior Pharmacist
Malta Medicines Authority

CHUNG NHAN/HGP PHAP HOA LANH SU
CONSULAR AUTHENTICATION

isati ifi . )
Legalisation Certificate 1 oo M——
Country Vietnam o .
For the legalisation of the signature G%g&fgﬁzﬁy
of: Julian Fearne 2. do Ong(Ba):.....Karen.-Montebello............c. ky
Has been signed by
Senior Pharmacist 3. v6i chirc danh:. . Vi8N hGC ..o
- Acting in the ca,rpacigz of 3 N
Malta Medicines Authority 4. va con déu cia:. BG Ngoai.giao va cac.van.dé.Chau Au
. : P P f Bears the seel/stamp of 3 Thuon mai Malta
Office of the Deputy Prime Minister and Ministry for Foreign ) . va Thi g me
and European Affairs and Trade, Valletta Bugc chimg nh?g:;;‘;%hap hou ladhisw
Malta Dated: 28 OCT 2024 S.tai:  ROMA 5. ngity:l). .4%./..11(“./2024
At Rome the (dd/mm/yyyy)
No: 132419 7. Co quan cp: DAI SU QUAN VIET NAM TAI ITALIA

Sea!/Stamp MZ‘W/ l;y <& ’I % Va /ZZmbassyof Vietnam in Italy
Karen Mont o N° . TL. Dai sttor the Ambassador

Legalisation Officer

According to the rules enshrined in The
Hague Convention, the Apostille /
Legalisation only certifies the authenticity of
the signature and the capacity of the person
who has signed the public document and
where appropriate, the authenticity of the
seal or stamp it bears and not the content of
the document.
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Annex I
Product Code Device Registration Number Description UDI-DI
CN53CSS-
SM14N00 N/A FIESTA MAX DOTTED LATEX CONDOM N/A
CN53PUT-
SM114N00 N/A FIESTA ULTRA THIN LATEX CONDOM N/A
CNS53PRI-
SS25R00 N/A FIESTA STRAWBERRY LATEX CONDOM N/A
CN49PSM-
SNOONOQO N/A FIESTA FORM FIT LATEX CONDOM N/A
Medicines Authority, Sir Temi Zammit Buildings, !Wanagement
Malta Life Sciences Park, San Gwann, SGN 3000, Malta Q N 9,: [m
info.medicinesauthority@gov.mt | (+356) 23 439 000 S HMA EQUALITY Cﬂ g lg
STl = e CERTIFIED 1 t

www.medicinesauthority.gov.mt

NCPE LMCCAA |

SM EN IS0 8001:2015
Reg. No. 8082


HANH HAM
Highlight




