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CERTIFICATE No.

YOOCTOBEPSABA, YE CUCTEMATA 3A YMPABNEHUE HA KAHECTBOTO HA
IT IS HEREBY CERTIFIED THAT THE QUALITY MANAGEMENT SYSTEM OF

AMET O0[
AMET OOD

Y. BPATA MUNAOVUHOBU 112, CO®UA 1202, BBITTAPUA
112, BRATYA MILADINOVI STR., 1202 SOFIA BULGARIA

3A CNNEQHUTE OMEPATUBHW CTPYKTYPW / IN THE FOLLOWING OPERATIONAL UNITS

DM/25/287/S

BYN. EBPOMNA 177, CO®UA 1331, BBIITAPUA
177, EVROPA BLVD., 1331 SOFIA BULGARIA

CBbOTBETCTBA HA CTAHOAPT /IS IN COMPLIANCE WITH THE STANDARD

ISO 13485:2016

CISQ is a member of

The International Certification Network

www.ignet-certification.com

3a nHdopmauus OTHOCHO
BanMAHOCTTa Ha
cepTudukaTa Moxe Aa
noceTute Www.rina.org

For information concerning
validity of the certificate, you
can visit the site
www.rina.org

UHdopmauusa 3a UsKnioyeHusTa oT
W3NCKBaHNATA Ha CTaHhapTa Moxe
na 6bae HamepeHa B HapbYHUKa
no Ka4yecTso

Reference is to be made to the
Quality Manual for details
regarding the exemptions from the
requirements of the standard

CepTuduKaThT TPAHCNOHUPa akTyanu3aumaTa Ha HOpMaTUBHUTE U3UCKBAHUS CBBP3aHN Cbe cTaHaapTa EN ISO 13485:2021, npunoxumu 8 Eponenckata

WKOHOMUYECKa 30Ha

The certificate transposes the regulatory update relating to the EN ISO 13485:2021 standard applicable in the European Economic Area

C OBNIACT HA MPUNOXEHWE / FOR THE FOLLOWING FIELD(S) OF ACTIVITIES

NPOEKTUPAHE NO 3AOAHWE HA KIMEHTA, NMPON3BOACTBO, TbPIrOBUA 1 CEPBU3 HA BUCOKOYECTOTHM

XWUPYPIMYECKN ANAPATU. NPOEKTUPAHE, MPON3BOACTBO U NMPOOAXBA HA MEXAHUYHN N ENEKTPOHHN
KOMMOHEHTW 3A MEONLUNHCKA TEXHUKA.

DEVELOPMENT BASED ON CUSTOMER REQUIREMENTS, MANUFACTURING, TRADE AND SERVICE OF
HF-SURGICAL DEVICES. DESIGN, MANUFACTURING, SALES OF MECHANICAL AND ELECTRONIC COMPONENTS
FOR MEDICAL EQUIPMENT.

BanugHoCTTa Ha TO3W CepTUMKAT 3aBUCH OT FOAULLHUTE / LUIECTMECEYHUTE OAUTM U OT LIRNOCTHUS Npernea Ha cucTemara 3a ynpaeneHune Ha BCeku TPU roang.
The validity of this certificate is dependent on an annual / six monthly audit and on a complete review, every three years, of the management system
M3nonasaHeTo 1 BanuAHOCTTa Ha CepTudmukaTa 3aBUCsT OT cna3BaHeTo Ha npasunarta Ha PUHA 3a ceptudmkauma Ha Cuctemu 3a YnpasneHue Ha KayectsoTo B
cekTopa Ha MeauumHckuTe U3genna
The use and validity of this certificate are subject to compliance with the RINA document: Rules for the certification of Quality Management Systems in the Medical
Devices sector

MbpBO M3naHne OpraHu3auusTa e cepTuduumpaHa no ropeykasaHus CTaHaapT oT:

First issue DL 0as Organization with Management System certified since: 14/07/2023
BanugHocT go
i .04,
Expiry Date 22.04.2029 Kaliii Pafiev
MocneaHa npomsiHa . R
Revision date 25.03.2026 Bulgaria Certification
. Head
MoaHoBEH Ha
Renewal decision date 25.03.2026
RINA Services S.p.A.
Via Corsica 12 - 16128 Genova ltaly
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is the Italian Federation of management system £
Certification Bodies. e



