AEPKABHE MIAITPUEMCTBO i
«JEPKABHAY MEJUYHUHN HEHTP CEPTH®IKAII»
MIHICTEPCTBA OXOPOHH 3I0POB’A YKPAIHU

Cepmudpikam

Certificate

Ne Q1M 840 373 C1 o

CucreMa ynpaBiiHHS SIKICTIO BUPOOHUKA:

Quality management system of manufacturer

Ultradent Products Inc.

505 West 10200 South, South Jordan, Utah 84095, USA

BIAIIOBI1a€ BUMOI'aM:

meets the requirements of
JACTY EN ISO 13485:2015 -
Bupo6un Mmeanuni. CucremMu ynpasJiiHHS SAKICTIO.
Bumorwu moao pery/iroBaHHS
(EN ISO 13485:2012, IDT; ISO 13485:2003, IDT
Medical devices — Quality management systems —
Requirements for regulatory purposes)

Cdepa 3acTocyBaHHS:

Scope
IIpoexTyBaHHs, po3po0/ieHHs, BAPOOHHITBO i PO3MOBCIOIKEHHS
CTOMATOJIOTIYHOT MPOXYKIil
Design, development, production and service of
Dental products

Jis uporo cepTudikaTy NOMIUPIOETHCA HA BUPOOHHWYI ALNBHHULI, 3a3HaueHi y JloxaTky 1
The scope of this certificate covers manufacturing sites listed in Annex 1

Ceprudikar suganuit 11 « IMLIC» MO3 Ykpainu, Miclie3Hax0KEHHS: TIPOBYJIOK X0TKeBHYa [ Hara,
2A, micto Kuis, 02094, Vkpaina. Arecrat akpeautanii HAAY Bix 28 kitHs 2017 poky Ne 80044.

Certificate is issued by State enterprise "State Medical Centre of Certification” of the Ministry of Health of Ukraine: Khotkevycha Hnata Lane 24, Kyiv,
02094, Ukraine. Accreditation certificate registered on April 28, 2017 No. 80044

Pimenns Ne: 373-110 Hivicamii 3:  16.03.2018
Decision No.: Effective date:
Hara Bupaui: 16.03.2018 Hivicamii no: 15.03.2021
Issue date: Expiry date:
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CepTrikaT YHHHUI 32 YMOBHU MPOBEACHHS IOPIYHOIO HAIJISAA0BOIO ayIUTY.
YunsnicTs cepTrdikaty HeoOXinHO nepeBiputy Ha odiuiiiHomMy BeG-caitti www.dmces.com.ua abo 3a teneponom: +38(044) 296-10-11

Certificate is valid if the annual surveillance audit has been conducted
The validity of the certificate shall be checked on the official website www.dmcs.com.ua or by tel.: + 38 (044) 296-10-11
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Annex 1

1o Ceprucdikary Ne Q1M 840 373 C1
to Certificate Ne Q1M 840 373 C1

Ilepenix BUPOOHHYHX AiIbHHIb

List of manufacturing sites

Opal Orthodontics
505 West 10200 South, South Jordan, Utah 84095, USA

OraTech
10075 South Jordan Gateway, Riverton, Utah 84095, USA

A. KpyTsb

HupexTop |,
A. Krut

Director

Jlonatok 1 mitichuii npu HasBHocTi Ceprudikary Ne Q1M 840 373 Cl
Annex 1 is valid with Certificate Ne QIM 840 373 C1
Cmopinka 2 3 2



JAEPXKABHE NIAITPUEMCTBO

«IEPYKABHUI MEJAWYHUI HEHTP CEPTU®IKALII»
MIHICTEPCTBA OXOPOHH 3JIOPOB’S] YKPAITHU

Bupo6Huk:

Manufacturer

VIOBHOBaXKEHUIH

IIPEACTABHHUK!
Authorised representative

[Ipoxykiis:

Production

Binnosinae Bumoram:
Conforms with requirements of

JlonaTkoBa iHpoOpMaLlis:
Additional information

Ceprudikar BUIaHO:
Certificate is issued by

Pimenns Ne: 373-110

Decision No.:

Jara Bugaui: 16.03.2018

Issue date:
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Cepmudghbixam eionogionocmi

Certificate of Conformity

Ne R3M 840 373 B1

10188
JACTY EN ISO/IEC 17065

Ultradent Products Inc.

505 West 10200 South, South Jordan, Utah 84095, USA
(manufacturer name)

(manufacturer address)

ToBapucTBo 3 06Mme:xkeHo0 BianosinaapHicTIo «CTAMID»
Byun.. BepaudiBcrka, 1, M. Kuis, 04116, Ykpaina

Limited liability company “STAMIL"”

Berdychivska str. 1, Kyiv, 04116, Ukraine

CromaToJioriyna npoayKuis

Dental products

[lepenik MenuuHUX BUPOOiB 3a3HavyeHuit y JlomaTky 2, MO € HeBix' €MHOI YaCTUHOI LBOTO
Ceprudikary BianoBigHocTi

The list of medical devices are indicated in Annex 2 which is the integral parts of the Certificate of Conformity

TexHIYHOTO perjJaMeHTy IIoA0 MEeOHMYHUX BUPOOiB (3arBepmkeHwmii [locranoBoro KMV Bin 02
xoBTHA 2013 poky Ne753) — Jomarok Ne 3: 3abe3nmedyeHHs (QyHKLIOHYBaHHS KOMIUTEKCHOT

CHCTEMH YNpPaBJIiHHA SAKICTIO (32 BUHATKOM MEPEBIPKU MIPOEKTY)
Technical regulation on medical devices (approved by Decrees of Cabinet of Ministers of Ukraine Ne753 dated October
02, 2013) — Annex 11I: ensuring of functioning of full quality assurance system (except for the design examination)

INepenik BUpOOHWYUX IiNbHULE 3a3HadeHui B Jlogatky 1
List of manufacturing sites are indicated in Annex |

HepxaBHe mianpueMcTBO «JlepkaBHUMM MenudHHN LeHTp cepTudikamiiy MO3 Vkpailau:
npoBynok XortkeBuua ['Hara, 2A, m. Kuis, 02094, Ykpaina. Homep npusnadenoro oprany UA.TR.067
State enterprise "State Medical Centre of Certification" of the Ministry of Health of Ukraine: Khotkevycha Hnata Lane
24, Kyiv, 02094, Ukraine. Identification number of the notified body UA.TR.067

Hiicamii 3:  16.03.2018

Effective date:

Hiticuuii no: 15.03.2023

Expiry date:
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YuHHICTh cepTHdikaTy BiAMOBIIHOCTI HEOOXiAHO MepeBipuTH Ha Www.dmces.com.ua abo 3a Tenedonom: +38(044) 296-10-11

The validity

of the Certificate of Conformity shall be checked on the official website www.dmes.com.ua or by tel.: +38 (044) 296-10-11
Cmopinka 1 35
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Jlomatok 1

Annex 1

1o Ceptudikaty BinnosigHocti Ne R3IM 840 373 B1
to Certificate of Conformity Ne R3IM 840 373 Bl

Ilepenix BUPOOHUYMX ALJIBHHIB
List of manufacturing sites

Opal Orthodontics

505 West 10200 South, South Jordan, Utah 84095, USA
OraTech

10075 South Jordan Gateway, Riverton, Utah 84095, USA

Hupekrop

Director

A. KpyTs
A. Krut

Jlonarok 1 midicauii npu HasBHocTi Ceprrdikaty BianosinHocti Ne R3M 840 373 Bl
Annex 2 is valid with Certificate of Conformity Ne R3M 840 373 B1

Cmopinka 2 3 5



JlomaTok 2

Annex 2

1o Ceptudikaty BinnoigHocti Ne R3IM 840 373 B1
to Certificate of Conformity Ne R3IM 840 373 Bl

Ilepenixk MequYHHUX BHPOOIB
List of medical devices

HaiimeHyBaHHSI MeIUYHOT O BHPOOY

HaiiMeHyBaHHSI MeITMYHOT 0 BHPOOY

Ne 5 Jo Kaac
No. YKPalHCHKOK MOBOK AHIJIIHCHKOI0 MOBOIO Class
Name of medical device in Ukrainian Name of medical device in English
1 EJSTL;ZEZJ;?;EHI MaTepigirnomgg Light . Cured Composite Restorative a
. i Materials

3aTBEPIKYIOTHCS CBITIIOM
Amelogen® Plus Amelogen® Plus JIE]
Composite Wetting Resin Composite Wetting Resin Ila
Peak® Universal Bond Peak® Universal Bond IIa
PermaFlo® PermaFlo® Ila
PermaFlo® Pink PermaFlo® Pink [la
PermaFlo® Purple PermaFlo® Purple lla
PermaQuick® PermaQuick® Ila
PermaSeal® PermaSeal® Ila
PermaShade™ LC PermaShade™ LC Ila
PQI® PQI® Ila
Ultra-Blend® Plus™ Ultra-Blend® Plus™ Ila
UltraSeal XT® Plus™ UltraSeal XT® Plus™ [la
UltraSeal XT® hydro™ UltraSeal XT® hydro™ Ila
ClearTemp® LC ClearTemp® LC JIE]

) _CTOMaT(j{IOFqui po3duHKM  IUIA | Dental Root Canal Irrigation Solutions s
1ppHraiili KOpeHeBUX KaHaJIlB
Consepsis® Consepsis® JIE]
Consepsis® V Consepsis® V [la
Citric Acid 20% Citric Acid 20% Ila
EDTA 18% EDTA 18% [a
File-Eze® File-Eze® Ila

3 Cromaronoriuai  Matepiamu  ais | Dental Root canal sealers la
JI0MOYBaHHS KOPEHEBUX KaHATIB
MTA Flow™ MTA Flow™ Ila
EndoREZ® EndoREZ® Ila
EndoREZ® Accelerator EndoREZ® Accelerator ITa
EndoREZ® Points EndoREZ® Points Ila
UltraCal® XS UltraCal® XS Ila

4 CTOM&}Tonorqui npotpasmoBaibHi | Dental Etching materials Ia
MaTepiain
Peak® SE Primer Peak® SE Primer IIa
PermaQuick® Bonding Primer PermaQuick® Bonding Primer IIa
Porcelain Etch Porcelain Etch IIa
Ultra-Etch® Ultra-Etch® Ila

5 Cromarosoriyni nementa ximiggoro, | Dental Cements chemical-cured, dual- IIa
MTOIBIHOTO 3aTBEPKEHHS Ta 1HIII cured and others
ExperTemp® ExperTemp® Ila
PermaFlo® DC | PermaFlo® DC Ila
UltraCem® Cement UltraCem® Cement Ila

Jomatok 2 aiiicauii npu HasBHOCTi Ceprrdikaty Bimmosiaxocti Ne R3M 840 373 Bl

Annex 2 is valid with Certificate of Conformity Ne R3M 840 373 Bl

Cmopinka 3 35
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JlomaTok 2

Annex 2

1o Ceptudikary Binnosigaocti Ne R3IM 840 373 B1

to Certificate of Conformity Ne R3IM 840 373 Bl

UltraTemp® UltraTemp® [la
UltraTemp® Rez UltraTemp® Rez la
6 Marepianmu  cromarosoriyni  juisg | Dental Restoration Materials, Kits la
pecraBpaiiii 3y0iB, HabopHu
Porcelain Repair Kit Porcelain Repair Kit Ila
Porcelain Etch & Silane Porcelain Etch & Silane Ila
Amelogen® Plus Amelogen® Plus Ila
- Marepiamn ~ cromarosoriyni. i | Dental Restoration Materials lla
pecraBpauii 3y0iB
Consepsis® Scrub Consepsis® Scrub lla
Opalescence® Endo Opalescence® Endo JIE]
Sable™ Seek® Sable™ Seek® Ila
Seek® Seek® Ila
Silane Silane Ila
Universal Dentin Sealant Universal Dentin Sealant Ila
Marepiamu cromarosoriygi | Dental hemostatic materials, solutions,
8 reMOCTaTH4HI, pO3uMHHM Ta remi, Ta | gels and others IIa
JIONIOMiKHI MaTepiann
Astringedent® Astringedent® JIE]
Astringedent® X Astringedent® X JIE]
Astringedent® Spot Remover Astringedent® Spot Remover JUE:]
ViscoStat® ViscoStat® Ila
ViscoStat® Clear ViscoStat® Clear [la
9 Marepiamn ~ cromarosoriyei  uis | Materials for dental care la
JOTJIS Ty 3a 3y0amu
Enamelast® Enamelast® ITa
UltraEZ® UltraEZ® [la
10 | Cucremu BinbOimoBaHHS 3y0iB Tooth Whitening systems Ila
Opalescence® Opalescence® Ila
Opalescence® 10% Opalescence® 10% Ila
Opalescence® Boost PF 40% Opalescence® Boost PF 40% Ila
Opalescence Go® Opalescence Go® JIE]
Opalescence Go® 6% Hydrogen Opalescence Go® 6% Hydrogen Peroxide ITa
Peroxide
Opalescence Go® 10% Hydrogen Opalescence Go® 10% Hydrogen Ila
Peroxide, Peroxide,
Opalescence Go® 15% Hydrogen Opalescence Go® 15% Hydrogen Ila
Peroxide Peroxide
Opalescence® PF 10% Opalescence® PF 10% Ila
Opalescence® PF 15% Opalescence® PF 15% Ila
Opalescence® PF 20% Opalescence® PF 20% la
Opalescence® PF 35 % Opalescence® PF 35 % [la
Opalescence® Quick 45% PF Opalescence® Quick 45% PF Ila
1 IHCprMeHTg . T npuiamy | Dental devices and instruments iia
CTOMATOJIOIT4H1
Endo-Eze® Flex Files Endo-Eze® Flex Files ITa
Endo-Eze® H-files Endo-Eze® H-files IIa
Endo-Eze® NiTi K-File Endo-Eze® NiTi K-File Ila
Endo-Eze® Files SS Hand K-File Endo-Eze® Files SS Hand K-File lla
Endo-Eze® TiLOS® NiTi and Stainless | Endo-Eze® TiLOS® NiTi and Stainless JIE:]

Jloparok 2 aidicHuii npu HasBHOCTi CepTudikaty BimnosiaHocti Ne R3M 840 373 Bl

Annex 2 is valid with Certificate of Conformity Ne R3M 840 373 Bl

Cmopinka 4 3 5
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JlomaTok 2
Annex 2
% . 1o Ceprudikary BianoeizHocti Ne R3M 840 373 Bl
03 Yepalt to Certificate of Conformity Ne R3M 840 373 Bl
Steel, Apical, hand, shaping files, Steel, Apical, hand, shaping files,
RediPack, Apical Finishing Pack RediPack, Apical Finishing Pack
Jiffy® Polishing System Jiffy® Polishing System Ila
JAupexTop A. KpyTs
Director _ A. Krut
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Jlomarok 2 aidicauii npu HasBHocTi Ceprudikaty BianosiaHocti Ne R3M 840 373 Bl
Annex 2 is valid with Certificate of Conformity Ne R3M 840 373 Bl

Cmopinka 5 35



