YKPATHCbBKINA
IHCTUTYT
CTAHAAPTIB

Ceprudikar
Certificate

Ne Q1M 804 140 C3

Lle 3acBinuye, 1o Cucrema yOpaBILiHHS AKICTIO:
This is to certify that the Quality Management System of:

TosapucTio 3 00MexxkeHo1o BinnoBiganbHicTio «CTAJIEKC)
«STALEKS» Limited Liability Company

ByJI. Llentpanbha, OynuHok 78 , cenuiie Binblranu, XapkiBcbKka 0011.,
XapkiBchkuit p-H, 62360, Ykpaina, kog €JIPIIOY 32949840
78 Tsentralna Str., Vilshany settlement, Kharkiv District,
Kharkiv Region, 62360, Ukraine, EDRPOU code 32949840 °

BiIMOBinae BUMOTaMm:
conforms that the requirements of

JACTY EN ISO 13485:2018
(EN ISO 13485:2016, IDT; ISO 13485:2016, IDT)
Bupoon mexnuni. CucreMu ynpapJinHus sikicTio. BUuMoru moao peryioBaHHs
DSTU EN ISO 13485:2018
(EN ISO 13485:2016, IDT; ISO 13485:2016, IDT)
Medical devices — Quality management systems — Requirements for regulatory purposes

Cdepa ceprudikauir:
Scope of certification:

BupoOGHHITBO i pO3NOBCIOZKEHHS CTOMATOJIOTIYHHX IHCTPYMEHTIB Ta MaTepiaJis
Production and Distribution of Dental Instruments and Materials

Ceprudikar BupaHo TosapucTBoM 3  0OMENKEHOIO  BiJANOBiAANBHICTIO «YKPATHCBKUM [HCTHUTYT
CTAHJIAPTIB», micuesnaxomkenns: Ykpaina, 03062, m. Kuig, Byn. Onekcanapicbka, Oya. 1, npumitnenns 7.
Certificate is issued by «UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company, location: office 7,
building 1, Oleksandrivska street, Kyiv, 03062, Ukraine.

Pitenns Ne Jlata nepBHHHOI cepTHiKkauii:

Decision No. 14000z Date of initial certification: aadiinlie
Jlara Buaaui: Mi¥icHuit no:

Tsviig date: 25.03.2026 Expiry date: 23.02.2029

Haraais CTEITAHKIBCBKA

HMupexTtop , A
Director [(z%wu/ - ' Natalia STEPANKIVSKA

U

MEHEDKMEHTY UphnuicTb cepTidikaTy MOXHa nepesiputy Ha odiuiiinomy seb-caiiti www usi.biz.ua abo 3a Teneonom: +38-050- 818-7-333
You can check the validity of the certificate on the official website www.usi. biz.wa or by tel.; +38-050- 818-7-333
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Ieropist 3min:

TosapucTBO 3 0OMEKEHOIO BiAMOBiAANBHICTIO «YKPATHCHKWM IHCTUTYT CTAHJAPTIB»
Vkpaina, 03062, M. Kuis,

«UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company

location: office 7, building 1, Oleksandrivska street, Kyiv, 03062, Ukraine

By, Onekcanapiscbka, oya. 1, npumiterts 7

History of changes:
Penaxuis Onue Jlara
Editorial Description Date
Cl Tepie Bupatus / First edition 24.02.2023
Cc2 Posumpenns cepy cepThikallii, 101aBaHHs# HOBUX BHPOOHNUUYHMX AIISHOK, 12.05.2025
PO3ILIMPEHHS TEPENiKY npoaykuii/ Expanding the scope of certification, adding
new production sites, expanding the list of products
3 [ToeTopHa CEpTH(iKaLlin 25.03.2026

Re-certification

(monepenHiii LMK cepTHiKkaLi 3 24.02.2023 no 23.02.2026)

(Previous certification cycle from February 24th, 2023 to February 23rd. 2026)
3minn B chepi cepTHdikauii (po3MpeHHs nepeniky rpyn Bupobis) /

Changes in the field of certification (expansion of the list of product groups)
3Minu B nepestiky BUPOOHUUMX AiNSHOK (CKOPOUCHHA MINAHOK)

Changes in the list of production sites (sites removal)

3MiHM B Nepestiky KpHTHYHHX cyOniapaIHUKiB (PO3LINPEHHA nepesiky)
Changes to the list of critical subcontraclors (expansion of the list)
BuMpap/ieHHs HECYTTEBHX TEXHIYHUX MOMHIIOK B anpecax/

Correction of minor technical errors in the addresses

Iepeik KPUTHIHUX cyOniApsaAnNKIB:

List of critical subcontractors:
Ne Hazssa Ta agpeca JlisnbLHICTD
B Name and address Activity
Craneke Cn. 3 0.0. . ; y
Staleks S BUpOOHULITBO CTOMATONOTIHHUX IHCTPYMEHTIB
1 alexs Sp- 2 0.0. Production of Dental Instruments
| Byn. JlomaneBchKa, 39A, M. Bapwasa, 02-672, [Tonbiua "
ul. Domaniewska 394, 02-672 Warszawa, Poland
Bepaeut Cm. 3 0.0. . ; §
v, BupoGHHIITBO CTOMATONIOTIMHUX IHCTPYMEHTIR
2 erileni.S]L T Production of Dental Instruments
" | Byn. Jlonosa 138, 93-232, Jlonssk, [lonbiua " '
ul. Lodowa 138, 93-232 LodZ, Poland
Inmoki Nentan Tiooi Manss. Can, Be Tik. JIta Wi
Inci Dental Tibbi Malz. San. Ve Tic. Ltd Sti BupoGHHLTBO CTOMATOON HHHUX {HCTPYMEHTIB
3 Xacon [ Mepkesi, [ledrepaap, Otakuunap i, Ne74, Ta matepianis
" | 34050 EironcynraH / Crambyn, TypeuinHa Production of Dental Instruments and Materials
Hason Is Merkezi, Defterdar, Otakgilar Cd. No:74, 34050
Eyiipsultan/Istanbul, Turkey
Beamen Jentana Meaikan Canuaii Ko., JIta
Wellmed Dental Medical Supply Co., Ltd ; . i
: u i ; BupoGHHLTBO CTOMATOJIOTTHHUX IHCTPYMCHTIB
301 YUskyHcin Caiine enn Texnonomwki Binainr, Ne64, CinbaHb .
4. . 5 Production of Dental Instruments
2-ra Poyn, BaoaHp JlicTpUKT, Ilenpwrens, Kutai
301 Zhongxing Science and Technology Building, No.64,

Xin'an 2nd Road, Baoan District, Shenzhen, China

Jlonarkosa ingopmauis 1o Ceprudixary Ne
Supplementary information to the Certificate No.

Jupexrop
Director

Q1M 804 140 C3

Haraais CTETTAHKIBCbKA
Natalia STEPANKIVSKA

Cmopitka 2 3 2




