Bepcin 4
Jlek1apanisi npo BiAnoBiAHICTH Ne ST-UL-050 Bix 03.03.2026
Mu, ToBapucTBo 3 00MexReHOI0 BiqNoBiAAAbLHICTIO «CTaMim

3HAXOHMOCh 103, xopn.A, By. Ciuosux Crpinsiis, Kuis, 04050, Ykpaina.
33 a/IPecoro Ten. (095)33-77-353, (067)33-77-323; e-mail: info@stamil.ua http:// www.stamil.ua

Bix imMeHi Ta mij BIANOBIJabHICTS BUPOOHMKA AEKJIAPYEMO PO HACTYITHE:

Hassa memuaHoro BUpody/ CromaTosiorivHa B'S3aHA HUTKA YIbTPaNaK &I PeKTpauii sacen
Name of Medical Device: [ Ultrapak® Knitted Retraction Cord

Kon Ta Ha3sa BHpo6iB BiANOBI IHO JO HALIOHATBHOIO 35861 HuTka st peTpakiiii siceH, sika He MiCTHTh
xnacudixaropa HK 024:2023 «Knacudikatop menuunux nikapcbkux 3acobis / Gingival retraction cord, non-
BupobiBy / Code and name of products according to the national | medicated

classifier NC 024: 2023 "Classifier of medical devices"

Iponyxuis, nepenik Bupobis/ Jusuck nonatox 1 no nexapauii/

Product name, List of products See annex 1 to the Declaration

Aneaiiicoxolo mogoio/ English language Vapainceroio mosor/ Ukrainian language

Bupo6uuk / Producer Ultradent Products Inc. Yabrpaagent Ilponaxce IHk.

Micue BupoOHHLTBA 505 West Ultradent Drive (10200 South), South | 505 Bect Vnerpaneut [paiis, (10200 Cayc), Cayc

Place of production Jordan, Utah 84095, USA Hopnan, FOra 84095, CIIIA

VroBHOBaskeHMH npeAcTaBHHUK B YKpaini/ | Limited liability company ToBapucTBO 3 00MeEXKEHOIO

Authorized representative in Ukraine “STAMIL” BimnosianbHicTi0 «CTamin

Anpeca yNiOBHOBAXKEHOTO TIPEACTAB- bldg. 103, korp.A, str.Sichovykh | 103, kopr.A, Byn. CiwoBux

HUKA Ta Micrie 30epiraHHs TeXHIYHOT Striltsiv, Kyiv, 04050, Ukraine Crpinsiiis, Kuis, 04050, Ykpaina.

nokymenTaii/ Authorized repre- Tel. (095)33-77-353, Ten.(095)33-77-353,

sentative's address and storage location (067)33-77-323 (067)33-77-323

of the technical documentation e-mail: info@stamil.ua e-mail: info@stamil.ua

http:// www.stamil.ua http:// www.stamil.ua

Knacudikawin/ | Knac I (3rigso Momarky 2 TexuiuHOro perraMeHTy OK0 MEAUYHHX BUPOOIB, 3aTBEPIKEHOr0

The product IMocranoBoro Kabinery Minictpis Yxpairu Ne753 Bin 2 xostHs 2013 poky)

relates to class I (According to Annex 2 to “The Technical Regulation for Medical Devices” (approved 4»
by the decision of the Cabinet of Ministers of Ukraine dated 02 October 2013 No. 753)

HawonansHi - JICTY EN ISO 13485:2018 «Meanasi Bupobu. Cuctemu ynpasmHHS skicTio. Bumoru mogo perymosanss.» (EN
CTaHAAPTH K 1SO 13485:2016, IDT: 1SO 13485:2016, IDT)

» - ACTY EN ISO 14971:2015 «Bupotu meanani. Hacranosu mozno ynpaeninns pusakom» (EN SO 14971:2012)
3?CTOCOBam' - JICTY EN ISO 15223-1:2018 «3aco6u MeAH9HOI TEXHIKH. Y MOBHI TO3HAKH HA ETHKETKAX 3acOGiB MeAHTHOT
Standards TEeXHIKH, MApKOBAHHs Ta 000B's13K0BI BinomocTi. Yactuna 1. 3araneni Bumorm» (EN ISO 15223-1:2016)
applied: - ACTY EN 1041:2015 «Bupo6u meauuni. Indopmauis, axy Hazae Bupobuux» (EN 1041:2008)

- JICTY EN ISO 10993-1:2015 «bionoridse oiHOBaHHS MeAHIHHX BHpoOie. YacTura 1. OuiHoBaHHs: Ta
TECTYBaHHS B PaMKax nporecy ynpasmiaHg pusakamip (EN 1SO 10993-1:2010)

- ICTY EN ISO 10993-5:2015 «bionoriyne OmiHIOBaHAA MeAHIHHX BHpoG6iB. YacThHa 5. BunpoOysanks Ha
IHTOTOKCHYHICTB In vitro» (EN 1ISO 10993-5:2009)

-2013ACTVY ISO 10993-10:2004 «bionoriuse ouiHOBaHH MeAMIHHX BHpoOiB. Yactuna 10, BunpoGyBanns Ha
noapasHeHHs Ta ceHeubimzanitoy (ISO 10993-10:1995, IDT) (EN ISO 10993-10)

- TexHiuHMI PErTAMEHT OA0 MeAHMYHHX BHPOGIB (3aTBepmkenuii [Toctanosoo KMY sin 02 xxostaa 2013 poky
No753) — Jlomarox Ne 8, mynkth 2,3.4. [Topaaox 34iHCHEHHS BHY TPIIIHBOTO KOHTPOJIHO BUPOOHHITBA MEAHYHHX
BHpOOiB

Bumeskaiani BHpo6u BiANOBiAaTL: HOpMAaTHBHUM BUMOraM i MeIHYHHX BHPOOIB 3riH0 TeXHIYHOrO PernaMeHTy 11o/0
menuuHuX BUpOOiB (3atBepikenoro ITocranosoro KMY Bim 02 »xoBThst 2013 poky Ne753) - Jlomatok Ne 3 3abesneuenHs
(GYHKLIOHYBaHHs KOMILUIEKCHOI CHCTEMM YMpaBNiHHS SKICTIO (32 BHHATKOM nepesipku mpoekty). - onarox Ne 8 Tlopsimok
3MiHCHEHHS] BHYTPILIHBOTO KOHTPOJIF0 BHPOOHMLITBA MEIHYHHX BHPOOIB MyHKTH 2,3,4.

Tepmin aii xexaapauii: g0 03.03.2031 poky

Micne i nara paaasas: M. Kuis

YHoBHOBa>KeHMI TIPEICTABHUK B Y KpPaiHi, TosapucTBo 3 00MexeH010 BianoBiaanbnicTIo «Cramim
BLIATIOBIIATEHUEH 34 BBEICHHA BHPOO]B B 00Ir
YrnoeHoBaxeHa ocoda:
ITocana, miamuc, ITaMIT:

bopszosa I.M.




Bepein 4

Hexnapanis npo signosigaicts Ne ST-UL-050 six 03.03.2026

nonatok 1
Knac: 1
RS Hazsa moaudixauii meananoro Hassa moaudixanii meananoro sBupofy ykpaincsikoio
Ne - BHPOOY aHTrIificbKO0I0 MOBOIO MOBOIO
s Kara-
TOTOM | Name of medical device in English Name of medical device in Ukrainian
1 131 Ultrapak® #0 96in (244cm) YneTpanak- Perpakuifina aurka Ne 0, 96 moiimis (244cm)
2 136 Ultrapak® #00 96in (244cm) VYierpanak- Perpakuiitna vutka Ne 00, 96 m0iimiB (244cm)
3 137 Ultrapak® #000 96in (244cm) Yabrpanak- Perpaxuiiina Hutka Ne 000, 96mo0iimis (244c¢m)
4 132 Ultrapak® #1 96in (244cm) Ynbtpanak- Perpakuiiina Hutka Ne 1, 96moiimis (244cm)
5 133 Ultrapak® #2 96in (244cm) VYabrpanak- Perpakuiiina Hutka Ne 2, 96moiimis (244cm)
6 134 Ultrapak® #3 96in (244cm) VYabrpanax- Perpakuiiina sutka Ne 3, 96 aroiimis (244cm)
Ultrapak® Cord Kit VYabrpanak- Habip perpakuiiHUX HUTOK
1 x #00 cord 1 wr - Ne 0, 96mtoiimin (244cm)
7 130 1 x #0 cord 1wt - Ne 00, 96nroiimis (244cm)
1 x #1 cord 1 T - Ne 1, 96mroiimis (244cm)
1 x #2 cord L - Ne2, 96mroiimis (244cm)

1 x Ultrapak organizer

1T - migcraBka

Bopszosa M.

CropiHka 232



