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advena

Advena Limited

Ref: IRN/2006/06/02 Registered Addresses:
Malta Office
Bandhaye Pezeshki Iran (Public J.S. Mfg., Co.) Tower Business Centre, 2" FIr, Tower Street,
4th Floor, No.1, Kish Dead end Swatar, BKR 4013. Malta
Kish St. Registered in Malta No. C 76865
Africa (Nelson Mandela) Blvd.
Tehran UK Office

Pure Offices, Plato Close, Tachbrook Park
Warwick. CV34 6WE. United Kingdom
Registered in England & Wales No. 3517275

Iran

T: +44 1926 800153
E: info@advenamedical.com

EU Authorised Representative Mandate - Letter of Desighation

It is hereby certified that the above non-European Medical Device Manufacturer has fulfilled the
requirements and terms, including payment of fees, of this European Authorised Representative
Agreement and Mandate duly executed on 01 June 2017;

And which is now declared valid.

From: 01° June 2020 To: 31t May 2021

And the labelling marking;

Advena Ltd. Pure Offices, Plato Close,
EC REP Warwick CV34 6WE United Kingdom.

May be applied to the medical devices as described within the applicable Declaration(s) of Conformity
lodged with the Authorised Representative.

Certified by the Authorised Representative;

Anthony Kirby
Director
Advena Limited

Dated: 24 July 2020

www.advenamedical.com
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THE INTERNATIONAL CERTIFICATION NETWORK THE INTERNATIONAL CE RTlFiGATION NETWORK
has issued an IQNet recognized certificate that the organization: CISQ/IMQ has issued an IQNet recognized certificate that the organization:
BANDHAYEH PEZESHKI IRAN CO. (B.P.I) BANDHAYEH PEZESHKI IRAN CO. (B.P.I)
NO.1, KISH DEAD END, KISH ST, AFRICA BLVD. - JAHAN KOODAK CROSS, TEHRAN IRAN NO.1, KISH DEAD END, KISH ST., AFRICA BLVD. - JAHAN KOODAK CROSS, TEHRAN IRAN
TAKESTAN RINGWAY - TAKESTAN IRAN TAKESTAN RINGWAY - TAKESTAN IRAN
has impl: 1 and maintains a has impl 1 and maintains a
Quality Management System Quality Management System
Jor the following scope: for the following scope:
Production of plaster of paris bandages, plaster of paris APNﬂtl’ [fiberglass casting W Production of plaster of paris band 1o of paris splints, fiberglass casting tapes,
synthetic splint, erthopedic lastic compression synthetic splint, erthopedic undercast padding barnd, elastic
conforming bandage, conforming bandage b l'MIﬂCﬂ' gauze swabs (sterile and conforming bandage, conforming bandage (brown), medical gauze swabs (sterile and
non sterile), children’s splint, hydrophil zig zag and cotton balls white & coloured non mrll‘e}. chd.run s splint, hydmpml zig zag and cotton balls white & coloured
Further clanificatios regurding 150 : : meay o abtaimec] b
which fulfills the req of the following fard: wiuchﬁxaﬁﬂsme. qui ts of the following standard:
ISO 13485:2016 ISO 9001:2015
Issued on: 2019 - 07 - 29 Issued on: 2019 - 0T - 29
Expires on: 2022 - 07 - 18 Expires on: 2022 - 07 - 18
This attestation is direcly linked to the IQNet Partner's original certificate This attestation is direcly linked to the IQNet Partner's original certificate
and shall not be used as a stand-alone document and shall not be used as a stand-alone document
Registration Number: IT - 109013 Registration Number: 1T - 73396
= cisof=rria ciso =z
Alex Stoichitoin Ing. Claudio Provetti Alex Staichitoiu Ing. Claudio Proverti
President of IONET President of CISQ President of IONET President of CISQ
10¥es Partnen®: 10Net Partnen®:
AENOR Spoin AFNOR Centification Framer APCER Portugal COC Cyprar CI50 fraly AENOR Spein AFNOR Certification France APCER Partugal CCC Cypras
OOC Ching COM Ching CUS Coock Republic Cro Cen Croatka DOS Holding GmbH Germary FCAV Sresil OO Chvinar COM Cliier CO8 Croch R o Cert Croarta DOS Holding GrbH Gnu-n FCAV Broil
FONDONORMA Menezmelis ICONTEC Colowrbiar Inspects Sertifiointi Oy Fimbad INTECO Cata Rica Feezmet IOONTEC Colomiva Enspocta Sertifiointi Oy Findaned INTECO Costa Rica
TRAM Argenting JOA Japere KFQ Korea MIRTEC Greece MSZT Hunguory Nemko AS Norway NSAL ol TRAM Arggenring JOA, Japers KFQ Korea MIRTEL Grever MSZT Hungary Nendko AS Norway NSAL freland
NYCESIGE )i-um PCBC ot Quaiy Asstia Austic R RR Recsstar S11 JmanID Staverla NYCE- Sle Leria pcm PaﬂmdQullty Austria Austria RR Russia S fanael SIQ Siovenia
SIRIM QAS | Malaysia Petersburg Rersiv VUGS Serbia SIRIM OAS Rousanin TEST 52 Petersburg Rressin TSE Tvuin:yﬂﬂq.‘- Sertiar
et i represemed in uhe USA by: AFNOR Certification, L‘ISQ DOS Hokling G and NSAL e, HONet is npu:unud in dw USA by: 'AFNOR Cortifcation, C150, IX)S Holding GenbH and NSAT lnc.
\ * The list of BNet partners s valid st the time of sue of this cenificate. tx available under e * The list of 1QNet partners is valid at the time of issoe of this certificate. Updated imformaticn is availahle under waw. iguet-cenification com
S .
{ \ {
CISQ is 8 member of CISQ s a member of
me ewr e oo P AT BT
- > Net
"o et coriNcation som
T ——
s b, e,
— v ima it AP e o it S et
CERTIFICATO M. CERTIFICATO N, e 198 s o8 e
CERTIFICATE N. 9120.A342 CERTIFICATE N. 9124.A343
51 CERTIFICA CHE Il SISTEMA I GESTIONE PER LA QUALITA' DI 51 CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY WE HEREBY GERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY
BANDHAYEH PEZESHKI IRAN CO. (B.P.I) BANDHAYEH PEZESHKI IRAN CO. (B.P.l)
NO.1, KISH DEAD END, KISH ST, AFRICA BLVD. - JAHAN KOODAK CROSS, TEHRAN IRAN NO.1, KISH DEAD END, KISH ST, AFRICA BLVD. - JAHAN KOODAK CROSS, TEHRAN IRAN
UNITA OPERATIVE / OPERATIVE LIMITS UNITA' OPERATIVE | GPERATIVE LINITS
Vedere gi Allegati per e Unith Operative {n” 2 allegati) Vadare gll Allegali per ls Unita Operative (n* 2 allegali)
View the Annexes for the Operative Linits fn* 2 annoxes) View the Anvaxes for the Oparative Units fn® 2 annexes)
E' CONFORME ALLA NORMA | 15 itV COMPLIANGE WITH THE STANDARD E' CONFORME ALLA NORMA / 15 IN COMPLIANCE WITH THE STANDARD
IS0 9001:2015 1SO 13485:2016
PER LE SEGUENTI ATTIVITA' | FOR THE FOLLOWING ACTIVITIES PERLE ATTIVITA' | FOR THE ¢
Proguction oo‘p!asw of paris namaoos plastar of paris .rp#ms. fiberglass casting lapes, Production of plaster of paris bandages, plaster of paris spiints, fiberglass casting tapes,
synthetic splint, P bandage, synthatic splint, elaslic bandage,
conforming bandage. conforming bamw .‘amm} nmurwu:a swabs (sterile and conforming bandage, conforming bandage (brown), medical gauze swabs (sterile and
non sterie), children's splint, hydrophil zig zag and cotlon balls white & coloured non sterile), childron’s splint, hydrophil zig zag and cotton balls white & coloued
requisl 50 B0 ; 13485:2018
appicabiity of IS0 DOOT. ny ]
ln!ﬁ!NTE CERTIFICATO E' SOGGETTO. IL PRESENTE CERTIFICATO E' SOGOETTO AL RESPETTO DEL
R R LA CERTIFICAZIONE El”'iﬁ.uo‘sfw L
MMWW"ECEWWFEMRAWVM THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
l[mmrsw THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS
DATE:  PRMA CERTIFICAZIGNE EMESSIONE COR oaTE: TE SCADENZA
FIRST CERTIFICATION CLFRENT IS EXPIRY FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2010-07-18 2019-07-20 2022-07-18 2010-07-19 2019-07-29 2022-07-18
M0 S pA - VIA QUINTILMANDG, 43 - 20138 MILANO ITALY M0 S pA - VIA QUINTILIAND, 43 - 201348 MILANO ITALY
Maragamant Systems Devesion - Flaves Ovdgo Management Systenm Otvsion - Flavio Omago
Ecadensa cycle 2018-07-18
MCM-’W“”IW? 12 A & snnew | Ronewal audt 20190712
nnovo | Renews' decision 70190779 k &
- \IMQ \IMQ
SGG N 005 A
sy SRS i S, 5 it
g . n- e Fraw slion of manapemers
. S \.
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