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Hacmoaujomo yoocmogepaea, ue CUCMeMama 3a YupasieHue Ha Ka4ecmeomo 3a
MEOUUUHCKU u30enus Ha hupma

JKABAC“ O0JT

Perucrpupan anpec: Oyi. [louxyxos 36, Codus 1000, boirapus
ITpoussoncTeen obekr: Oyi. ,,Acen Mopnanos* 14, 1592 Codus

Jlozo na ,,’Kusac* OO

E oyenena om 3EC International
H e ycmanogeno, ue coomgemcmea Ha CLeOHUss CMAHOAPM.

EN ISO 13485:2016

3a cneonus obxeam:

JM3AVH U PA3PABOTBAHE, IPOV3BOJCTBO U ITPOIAKEA HA
HEAKTUBHU, HEUMILTIAHTUPYEMHY MEJTUIITHCKU U3IEJASI,
IIPEJBUAEHU 3A JE3UHOEKINS HA MEAIIMHCKA WHCTPYMEHTM,
MEJUIAHCKHU U3IEJIAS 1 MOBHPXHOCTH B OBJIACTTA HA
MEJIUIIAHATA

Ceprudurar Ne M-0559/26 Jarta Ha usgaBane: 22 centemBpu 2020 .
Opuruna/ina gata Ha ono6penne: 10 HoemBpu 2023 1.

To3u cepruduxar e BamuaeH ot 10 Hoemepn 2026 1. 10 9 HoemBpu 2029 1. 1pu yCiioBUE, Ye
opra"u3anysaTa noaIbpxa eQEeKTUBHA CHCTEMA 32 YIIPABIEHUE Ha KAYECTBOTO HA

MEIMIMHCKATE U3AEIH. 3a IIPOBEPKA Ha BAIMIHOCTTA HA CEepTU(HKATA, MOJISI CBEPIKETE CE C
Hamus ouc Ha: +421(0) 2 5831 8343.

Hzoasaw ouc: 3EC International a.s. Hranicna 18, 821 05 bpamucnasa, Penybnuxa Cnosaxus

(noonuc — ne ce ueme)
J-p Karapuna Tomun Cprocosa
Hauanrmx Ha ceprudukanuonen opran 3EC International a.s.

0o Koucyacky omoen na MBuP - yn. “Aaexcanovp JKenooe ™ Ne6, mob. men.: 0894 773 803
oya. “Bumowa ™ No23, yo6. mea.: 0893 457 698, e-mail: office(wartedoc.com
I ) o K33977 Emiliya

apanmupame cnazen CPoK U KOHGUOeHYuAIHoCm!

3a onnaiin nopvuku na www.artedoc.com
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Cepruduxarmonet opras 3EC International a.s., ¢ akpenurupan ot SNAS 1ox
peructpannoses Homep 305/Q-054 ¢ akpeauranuoneH ceprudukar Ne Q-054 3a
ceprudunrpane Ha CHCTEMHU 32 yIIpaBleHNe Ha Ka9eCTBOTO HA METUIIMHCKUTE M3IEIINs,
noxpuru ot EA MLA u [AF MLA.

Hoonucanama, Emunus Becenunogsa Mapunuescka, y0ocmogepagam 6epHocmma Ha
U3EBPULEHUS. O MEH NPEBO0 OM AHZIUNICKU HA OBI2APCKU e3UK HA NPULONCEHUS OOKYMEHM.!
“Cepmugpuxam .

IIpesoowvm ce cocmou om 2 (08e) cmpanuyu.

Ilpegooau:
Emunus Becenunosa Mapunuescka

K33977 Emiliya
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Reg. No. 305/Q-054

CERTIFICATE

This certifies that the Quality management system for medical devices
of company

Zhivas Ltd.

Registered address: 36, Dondukov Blvd., 1000 Sofia, Bulgaria
Production site: 14, Assen Yordanov Blvd., 1592 Sofia, Bulgaria

E ZHIVAS

= est. 1990

has been assessed by 3EC International
and found to be in conformance with the following standard:

EN ISO 13485:2016

for the following scope:

DESIGN AND DEVELOPMENT, MANUFACTURING AND SALES
OF NON-ACTIVE NON-IMPLANTABLE MEDICAL DEVICES INTENDED FOR DISINFECTION
OF MEDICAL INSTRUMENTS, MEDICAL DEVICES AND SURFACES IN MEDICAL AREA

Certificate No.: M-0559/26 Date of issuance: September 22nd, 2026 Original date of approval: November 10th, 2023

This certificate is valid from November 10th, 2026 to November Sth, 2028 on condition that organization will maintain effective
Quality management system for medical devices. To verify the validity of this certificate please contact our office at: +421 (0)2 5831 8343.

{ssuing office: 3EC International a. s., Hranicna 18, 821 05 Brafislava, Slovak Republic

ead of Certification Body 3EC International a. s.

Certification body 3EC Intemational a. s. is accredited by SNAS under registration number 305/Q-054 with accreditation
certificate No. Q-054 for certification of Quality management systems for medical devices covered by EA MLA and IAF MLA.
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DTiatiaren canin KASICO, a. s. Bralslava, KC23-00251




