TOBAPUCTBO 3 OBMEXKEHOIO BIATIOBIJAJIBHICTIO «CB-JAEHTAJI»
03680, Ykpaina, M. KuiB, Byn. [TuporiBcbkuii uyisx, 6ya. 28

€JIPTIOY 40316713
Tent. (044) 503-01-61

/p 2600119691 y AT «I[TYMb» M®O 334851

e-mail: sv_dental@ukr.net

3aranbHa Ha3Ba BHPOOY:

Common name of medical device:

Ilepenik BupoGiB:
List of products:

BupooHuk:
Manufacturer:

YnoBHOBaxKeHUIH
NnpeacTaBHUK B YKpaiHi:
Authorized representative in
Ukraine:

Cdepa 3acTocyBaHHS:
Intended Use:

Knacudikauist:
Classification:

[Mpouenypa ouiHku
BiaMmoBinHoCTI:
Conformity Assessment Route:

Hexyapanist npo BinmoBiguicTs Nel

(Declaration of conformity No. 1)

Bupi6 cromarosiorianmii s isoasnii nopoxxauan pora (kodpepaam),

JarekcHuil / 6e3 Jartekcy
Sanctuary™ Dental Dam, Latex / Non Latex

Hus. Toparok 1 no uiei Jlekapauii npo BiamoBiaHicTh
See Annex I to the Declaration of conformity

SANCTUARY HEALTH SDN BHD

No. 16, Persiaran Perindustrian Kanthan 1, Kawasan Perindustrian Kanthan,
31200 Chemor, Perak, Malaysia

Tel: +60 5201 2800 Fax: +60 5201 8700

Web-site: www.sanctuary-dental.com

TOB «CB-AEHTAJI»

ByJ1. [Tuporiscbkuii misax, Oyaunok 28, m. Kuis, 03680, Ykpaina
Ten: +38 (044) 503 01 61

e-mail: sv_dental@ukr.net; € IPTIOY 40316713

“SV-DENTAL” LLC

28 Pyrohivskyi Shliakh str., 03680 Kyiv, Ukraine

Ten: +38 044 503 01 61
e-mail: sv_dental@ukr.net; Company Code: 40316713

Cromaroioris (ans i304wii 0xHOTO 260 AEKiNbKOX 3y0iB Mia Yac JiKyBaHHS).
Dentistry (to isolate one or more teeth during treatment).

Kuac I (3rizno [Tynkry 13 Jogatky 2 TeXHIYHOro periiaMeHTy MO0 MEIUYHHX BUPOOIB,
satBepkeHoro Ilocranosoro Kabinery MinictpiB Ykpainm Ne753 Bin 2 xosTHs 2013
poky)

Class 1 (according to Item 13 Annex 2 of Technical regulation on Medical devices approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013)

Monartok 8, TexHIYHOro pernameHTy MO0 MEAMYHIX BUPOOIB,
3atBepkeHoro [ocranosoro Kabinery MinicTpi Ykpainu Ne753 Bin 2
xoBTHA 2013 p.

Annex 8, of Technical regulation on Medical devices approved by Decree of 4/
Cabinet of Ministers of Ukraine Ne753 on 2 October 2013)

Tepmin aii nexkaapauii npo
BiamoBinHicTHL

Validity term of declaration of
conformity

TOB «CB-AEHTAJI», mo € ynoBHOBa»keHMM NPEACTABHHKOM B YxpaiHi Ta jgie 3a 1OpydeHHSIM BUpOOHMKA
SANCTUARY HEALTH SDN BHD, nexiiapye BUKOHAHHS OCHOBHHX BUMOT OO0 MEINIHOTO BUPOOY, 3rinHo Jonmatky |
TexHIYHOro pernameHTy W0A0 MEINYHUX BUPOGIB, 3aTBEPIKEHOr0 [10CTaHOBOK Kabinety Minictpis Ykpainu Ne 753 Bin
2 xoBTHA 2013 p.

“SV-DENTAL” LLC, which is an Authorized Representative in Ukraine and acts on behalf of the manufacturer SANCTUARY
HEALTH SDN BHD, declares the fulfillment of basic requirements for medical devices, according to Annex | of Technical regulations
on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.

A0 13 xoBTHs1 2022 poky
till October 13, 2022

M. Kuis
Kyiv city

Micue Bumadi:
Place of issue:

«13» cepmst 2019p.
“13” August 2019
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Hoaatok 1 xo Iexaapamit 5)0 BigmoBigHicTe Nel
nnex I to the Declaration of conformity No.1

IlepeJix BupoGiB
List of devices

Ha3spa mean4Horo Bupody aHriicLKoi0 Hassa meaqu4Horo Bupody ykpainchbkoio
Ne MOBOIO MOBOK)
Name of medical device in English Name of medical device in Ukrainian

Dental Dam, latex, Thin/ Medium/ Heavy, Kodepnam narexcuuit, Toukuit/ Cepenniit/
1 | sizes: 152 x 152mm (6 inch x 6 inch), green | ToBcTuit, po3mip: 152 x 152mm (6 qroitmis x 6
mint JIOWMIB), 3€JICHHU# 3 apOMAaTOM M’ STH

Dental Dam, latex, Thin/ Medium/ Heavy, Kodbepnam narexcuuit, Toukuit/ Cepemniii/
2 | sizes: 127 x 127mm (S inch x 5 inch), green | ToscTwii, posmip: 127 x 127mm (5 mroiimiB x 5
mint JIOWMIB), 3eJICHHIT 3 apOMaTOM M’ SITH

Dental Dam, latex, Thin/ Medium/ Heavy, Kodepnam narexcuuit, Toukuit/ Cepenniit/
3| sizes: 152 x 152mm (6 inch x 6 inch), blue | ToscTmii, posmip: 152 x 152mm (6 moumiB x 6
plain (non flavoured) JIONMIB), OIaKMTHUH 3BUYaiHNUH (6e3 3amaxy)

Dental Dam, latex, Thin/ Medium/ Heavy, | Kodbepmam narexcuuit, Tonkmii/ Cepenniit/
4 | sizes: 127 x 127mm (5 inch x 5 inch), blue | ToBcruit, po3mip: 127 x 127mm (5 moimMiB X 5
plain (non flavoured) JIOUMIB), OJIaKMTHUH 3BHYaHKH (Ge3 3amaxy)

Dental Dam, latex, Thin/ Medium/ Heavy, | Kodepnam natexcuuii, ToHkmi/ Cepenniii/
5 | sizes: 152 x 152mm (6 inch x 6 inch), black | Toscruii, po3mip: 152 x 152mm (6 mroiimiB x 6

mint JIOMMIB), YOPHHM 3 apDOMATOM M’SITH
Dental Dam, latex, Thin/ Medium/ Heavy, Kodepnam narexcuuii, Tonkuit/ Cepenniit/

6 | sizes: 127 x 127mm (5 inch x 5 inch), Toscruit, po3mip: 127 x 127mm (5 mrodimis x 5
black mint JFOWMIB), YOPHUIT 3 apOMaTOM M’ STH

Dental Dam, latex, Thin/ Medium/ Heavy, | Kodepmam natexcuuit, Torkuii/ Cepenniii/
7 | sizes: 152 x 152mm (6 inch x 6 inch), silk Toscruit, po3mip: 152 x 152mmM (6 mroiimis x 6
blue mint AFOWMIB), OJJAKHTHHIT IIOBK 3 apOMATOM M’ STH

Dental Dam, latex, Thin/ Medium/ Heavy, Kodepnam natexcuuit, Touxuii/ Cepenniit/
8 | sizes: 127 x 127mm (5 inch x 5 inch), silk Toscruit, posmip: 127 x 127mM (5 mroiimis x 5

blue mint JIOWMIB), OTAKMTHHUI IOBK 3 apOMaTOM M’ SITH
Non Latex Dental Dam, Medium, sizes: 152 | Kopepnam 6e3 narekcy, CepemHiit, posmip: 152
9 | x 152mm (6 inch x 6 inch), purple mint * 152mm (6 mokiMiB < 6 roiimiB), mypIypHEil 3

apoMaroM M’SITH

Non Latex Dental Dam, Medium, sizes: 127 | Kopepaam 6e3 narekcy, CepenHiii, posmip: 127
10 | x 127mm (5 inch x 5 inch), purple mint x 127mm (5 moimiB * 5 mroiimis), myprnypHuii 3
apoMaToM M ATH

Micue Bumgadi: M. KuiB - Ta nianucy «13» ceprins 2019p.
Place of issue: Kyiv city e of signing: Y137 August 2019
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