YKPATHCbKWA
IHCTUTYT
CTAHAAPTIB

Ceprudikar nepeBipkH MpPoOEKTY
Design-examination Certificate

Ne D3M 804 079 B1/1

BupoGHuk: ToBapucTBO 3 00MEKEHO010 BiAMOBIAAIBHICTIO
Manufacturer: «/xenzenran- Yipaina»
LIMITED LIABILITY COMPANY "JENDENTAL- UKRAINE"
ByJ1. Bopucninbeska, 9, 6yn.61, M. Kuis, 02099, Ykpaina,
kox €JIPIIOY 30979605
Boryspilska Street, 9, building 61, Kyiv, 02099, Ukraine, code 30979605

[Tponykuis: I"esi cromaTosorivuHi

Production: Dental gg[s

Knacudikartis: 111, 3rigno gopatky 2 g0 TexHiuHOTo perjiaMeHTy 1010 MEAHYHUX BUPOOIB
Classification: 111, according to Annex 2 of the Technical Regulations on Medical Devices

ToBapucTBO 3 OOMEIKEHOIO BiAMNOBIAATbHICTIO «YKPATHCbKHUMA IHCTHUTYT CTAHJIAPTIB» sk OpraH 3
OLLIHKM BI/UIOBIZIHOCTI 3asBAsE, 1110 NEPEBIPHB NPOEKTYBaHHA HAa O3HaueHi BUpoOW BianosiaHo o Joaarky 3
(Ilepesipka npoekTy) TexHiuHOro perjiaMenTy o0 MeAHIHHX BUPOGIR (3aTBepwkenuii [Toctanosoo KMV Bin
02 sxorTHsa 2013 poky Ne 753).

«UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company as the Conformity Assessment Body declares, that
it has performed a design examination for the specified products accordingly in accordance with Annex 3 (Design
Examination) of the Technical regulation on medical devices (approved by Decrees of Cabinet of Ministers of Ukraine Ne 753
dated October 02, 2013).

JUisl pO3MOBCIOKEHHS HA PUHKY MPOAYKILT 101aTKOBO 000B'a3k0BMM € CepTudikaT BIANOBIAHOCTI.
For the placing on the market of products, the Certificate of conformity is additionally mandatory.

Ceprudikar supano Toapuctsom 3 oOMekeHow  ianosizanbhictio «YKPATHCHKWHA IHCTUTYT
CTAHJIAPTIB», micuesHaxomkenns: Ykpaina, 03062, M. Kuie, Byn. Onekcanapisebka. Oyt |, npumitieHts 7.
Homep npuznauenoro oprany UA.TR.137.

Certificate is issued by «UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company, location: office 7,
building 1, Oleksandrivska street, Kyiv, 03062, Ukraine. Identification number of the notified body UA.TR.137.

3BIT 3 niepeBipkH nMpoekTy Ne

Design-Examination Report No. LV inrom Y

Pilnenns Ne 079-000 Jara nepeunnol ceprudikauit:  12.11.2025
Decision No. Date of initial certification:
JlaTta Bupaui: 12.11.2028 JlificHmit no: 11.11.2030

Issue date: Expiry date:

Haraain CTEIIAHKIBCBKA
Natalia STEPANKIVSKA

10372
CeprHobikaitis mpoxykiti

UsiHHiCTb CepTH(HIKATY MOXKHA nepesipuTi Ha odiLiiiHomy seG-caiiTi www usi biz ua abo 3a Tenedonom: +38-050- 818-7-333
You can check the validity of the certificate on the official website www.usi.biz.ug or by tel.:  38-050- §18-7-333
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TopapuCTBO 3 0OMEKEHOK BIANOBIAANLHICTIO «YKPATHCHKHUHA IHCTHUTYT CTAHJIAPTIB»

N Ykpaina, 03062, m. Kuis, By Onekcanapiscbka, 6y 1. npumillleHHs 7
i «UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company
location: office 7, building I, Oleksandrivska street, Kyiv, 03062, Ukraine

IeTopist 3min:
History of changes:

Penakuis ] - Onne
Editorial Description
Bl Tepie pumanns / First edition

Iepenik MeIHYHHX BHpo0diB:
List of medical devices:

LlinboBe NpU3HAYEHHS 3T1IHO ImallyBanis (HCTPYMEHTY A MOJErUIeHH: poGOTH MPH iHCTPYMEHTAIBHOMY abo

IHCTPYKLLIT 3 BHKOPUCTAHHSL YJIbTPa3BYKOBOMY BUAANcHHI 3yOHOTO KaMCHIO. 3HIKEHHS UYTJIHMBOCTI M'AKHX Ta
TBEpAMX TKaHun 3yba 'y npuLIniikosiit  30H1 Nia uac npoueaypu  CKeitminry.
BUKOPHCTOBYETLCS B 9KOCTi JIyOpHKAHTA 1111 HaC HAK/IAaHHA ko peprama. [Noneruye
poBOoTY Ta 3MEHIUYE HENPUEM Hi BIAMYTTS NPH NPOLELypax 3HATTA HALTHLUIKY LIEMEHTY,
fpy yCTaHOBL KOPOHOK ‘M MOCTIB, Ktoperami abo npw NPOLELYpi 3HATTA 3yOHHX
BilKNaaeHb
Lubrication of instruments (o facilitate work during instrumental or ultrasonic removal

Intended purpose per [FU: of tartar. Reduction of sensitivity of soft and hard tooth tissues in the cervical area during
scaling. Used as a lubricant during coff erdam application. F acilitates work and reduces
discomfort during procedures o renove excess cement, when installing crowns or
bridges, curettage, or during the removal of dental deposits

e e
[ No HalimeHyBaHHA YKpaiHCbKOKO MOBOIO HaiimMeHyBaHHs aHriiCcbKOI0 MOBOIO
B Name in Ukrainian Name in English
Ixen-Penid AB ; Jen-Relief AB
eib-TyOpHKaHT ISl iHCTPYMEHTANBLHOTO BUAaneHHs 3yoHoro Lubricant Gel for instrumental removal of
1. KameHto, tartar,

wnpuit 5 ml abo daakon 30 ¢ Cwmak: Buwns, Tonynuus, [epenk | Syringe 5 ml or bottle 30 g
Flavor: Cherry, Strawberry, Peach

S e .

Jho6penigp-Ilapo " Lubrelief-Paro
Tesb-nyOpUKaHT A9 IHCTPYMCHTAIBHOTO BUAANEHHA 3yOHOTO Lubricant Gel for instrumental removal of
2. KaMeHIO, tartar

wnpui 5 ml abo dnaxon 20 g Cwmak: Buuins, Tonynuus, Mepenk | Syringe 5 ml or bottle 20 g

Flavor: Cherry, Strawberry, Peach

Hartanis CTEMMAHKIBCbKA
Natalia STEPANKIVSKA

Ju peKpo
Director

Tlonatkosa inopmauis 1o Ceprudirary nepesipki mpoekTy Ne

Supplementary information to the Design-examination Certificate No. DSMEBOR 0728111
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