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Bij iMeHi Ta mij BiANOBIJAMbHICT BUPOOHHKA JEKJIAPYEMO PO HACTYITHE:

Haspa memuHOTrO BHpOOY/
Name of Medical Device:

Cromroaoriuni marpuni InterGuard®
/ InterGuard®

Kon Ta Hassa Bupo0iB BIANOBIAHO 10 HALIOHAIBHOTO
knacupikatopa HK 024:2023 «Knacuikatop meauaHux BUPOOIB»
! Code and name of products according to the national classifier
NC 024: 2023 "Classifier of medical devices"

38786 CtomaronoriuHa MaTpHLA
! Dental matrix band, single-use

[Mponyxkuis, nepenik BUpoOis/
Product name, List of products

JuBuck nonartok 1 no mexnmaparni/
See annex 1 to the Declaration

Bupobauk / Producer
Micue BupoOHHLTBA
Place of production

Aneniticoxoo mosor’ English language Yrpaincoror mosow/ Ukrainian language

Ultradent Products Inc. Vasrpanent [Ipopaxe Ink.
505 West Ultradent Drive (10200 South), 505 Bect Yawstpanent [paiis, (10200 Cayc),

South Jordan, Utah 84095, USA Cayc Mopnan, FOra 84095, CLLIA

YNOBHOBAKCHHI MPEACTABHHUK B Y KpaiHi/
Authorized representative in Ukraine

Limited liability company ToBapucrso 3 00MexeHo10
“STAMIL” BiNoBiAaIbHIcTIO «CTaMUD»

Apeca YIIOBHOBaKEHOTO TIPEACTaB-
HHKA Ta Miclie 30epiraHHs TeXHiYHOI
nokymenrauii/ Authorized repre-
sentative's address and storage location
of the technical documentation

bldg.103, korp.A, str.Sichovykh
Striltsiv, Kyiv, 04050, Ukraine
Tel. (095)33-77-353,
(067)33-77-323

e-mail: info@stamil.ua

http:// www.stamil.ua

103, kopr. A, Byn. CidoBHX
Crpinbuis, Kuis, 04050, Ykpaina.
Ten.(095)33-77-353,
(067)33-77-323

e-mail: info@stamil.ua

http:// www _stamil.ua

Knacudixawis / | Knac I (3rimso [lonarky 2 TexniuHOrO pernameHTy 1oao0 MeIM4HHX BUPOOIB, 3aTBEPIDKEHOTO
The product IMocranosoro KaGinery Minictpis Vipairu Ne753 gin 2 xosthsi 2013 poky)
relates to class I (According to Annex 2 to “The Technical Regulation for Medical Devices™ (approved
by the decision of the Cabinet of Ministers of Ukraine dated 02 October 2013 No. 753)
HaionansHi - ACTY EN ISO 13485:2018 «Meanuni Bupobu. Cuctemu ynpasniHHs axicTio. Bumorn mozo pervmosanss.» (EN
CTAHAAPTH AKi ISO 13485:2016, IDT; ISO 13485:2016, IDT)

.. - ACTY EN ISO 14971:2015 «Bupo6u meamasi. Hacranoeu mogo ynpaeninss pusukom» (EN ISO 14971:2012)
3acTocoBaHi:/ - ICTY EN ISO 15223-1:2018 «3aco6u MeaAHYHOI TeXHIKHA. YMOBHI TIO3HAKHA HA €THKETKAX 3ac00iB MeAHIHOT
Standards TEXHIKH, MapKyBaHHs Ta 0608'13k0Bi BigomocTi. Yactuna 1. 3arassni sBumormy (EN I1SO 15223-1:2016)
applied: - ICTY EN 1041:2015 «Bupo6u mcauani. [npopmanis, aky Haaae BupoGuuk» (EN 1041:2008)

BHpOOIB

- ICTY EN ISO 10993-1:2015 «Bionormne owiHooBans Meauaaux Bupobis. Yactuna 1. Ouinosanns Ta
TECTYBaHHA B paMKax npoiecy ynpasninas pusukamm (EN [SO 10993-1:2010)

- ACTY EN ISO 10993-5:2015 «bionoriune ouinioBasnsa MeqwaHuX upo0is. Yactuna 5. BunpoGysanns Ha
HETOTOKCHIHICTS 1n vitroy (EN 1SO 10993-5:2009)
-2013ACTY ISO 10993-10:2004 «Bionoriuxe OiHIOBaHHS MeAnIHUX BUpoOiB. YacTuna 10. BunpoOysanHs Ha
noApasHeHHd Ta cencubim3sawiro» (IS0 10993-10:1995, IDT) (EN ISO 10993-10)

- TexHigHMIH perIaMeHT moA0 MeauuHAHX BHpobiB (3aTeepmkeHHit [loctanosoro KMY Bia 02 xosras 2013 poky
No753) —- Jlogarok Ne 8, nvaktu 2.3.4. [lopsaaok 3aifiCHeHHS BHY TPIMIHBOTO KOHTPOIO BHPOOHUIITBA MEAUIHHX

Bumeskasani Bupodu BiqnosizawTs: HopMaruBHHUM BUMOTaM JUid MEIWYHMX BHpPOOiB 3rimHO TexwiuHoTrO
peraamMeHTy Mmoo MeJMYHHX BUpPOOiB (3aTBepwkeHoro [NoctaHoBoo KMY Bix 02 xoBtHa 2013 poky Ne753) -
Jlonarok Ne 3 3abesnevyeHHs (yHKLIOHYBAHHA KOMIUIEKCHOI CHCTEMM YIIPABIIHHA AKICTIO (32 BHHATKOM
riepesipku npoekty). - Jonarok Ne 8 TMopsanok 3miHCHEHHS BHYTPIIHBOTO KOHTPOJKO BHPOOHMUTBA MEAMYHHX

BHPOOIB NMyHKTH 2,3 4.

Tepmin aii nexaapauii: 10 03.03.2031 poxy

Micue 1 gara sagaaas: M. Kuis

VNOBHOBaXKEHHM NPEACTABHKMK B Y KpaiHi,
BIJINIOBI AAbHUIA 32 BBEJIEHH BUPOOiB B 00ir

TosapucTBo 3 06MeReHO00 BianosiganbHicTIO «CTamim

VYnosHoBaxkeHa ocoba:
Tocana, miImkc, WITAMIT:

bop3zosa .M.

) Q
b JupexTop /Ugh e
oo R

CropiHka 1




Bepcin 5

Jexnapauis npo siagnosignicres Ne ST-UL-049 Bix 03.03.2026

noaartok 1
Knac: 1
Hazsa moaudikauii mexuunoro supody Ha3zsa moaugikaunii mequunoro supoly
Ne KO0J 32 AHIIHCHKO0 MOBOIO YKPaiHCBKOK MOBOXO
3/n KATAJIOrOM
Name of medical device in English Name of medical device in Ukrainian
i | 3097 | ImerGued®: 5-40mm, - 55mm | P InterGuart®; 5 e - 4.0u04,
ST -55MMm
2 4011 InterGuard® 4.0mm; 50 Martpuus InterGuard® 4.0mm; 50 wt
3 4012 InterGuard® 5.5mm; 50 Martpuus InterGuard® 5.5mm; 50 wt
3 4 4016 InterGuard® 4.0mm; 10 Martpuus InterGuard® 4.0mm; 10 T
5 4017 InterGuard® 5.5mm; 10 Martpuis InterGuard® 5.5mmM; 10 wt

CropiHka 2

Bopsosa [.M.




