YKPATHCBKIN
IHCTUTYT
CTAHAAPTIB

Cepmucdhikam

Certificate

Ne Q1M 804 127 C1

Cucrema ynpaBlliHHS SKiCTIO BUPOOHHUKA!
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@i3znuna ocoba-nignpuemens Jlodanos Cranicias OuiekcanapoBuy
IE Lobanov Stanislav Oleksandrovich

0(.8, Bysn. OmenkoBa, 6yn. 16A, M. Xapkie, 61099, Ykpaina, kog €/IPTIOY 3064411598
0f.8, Oschepkova str., 164, Kharkiv, 61099, Ukraine, code 3064411598

BIJINTOBIIa€ BUMOraM:

meels the requirements of

JACTY EN ISO 13485:2018
(EN ISO 13485:2016, IDT; ISO 13485:2016, IDT)

Meauuni BupoOu. Cucrema ynpasiiHHs sikicTio. Bumorn 1o perysaioBaHus
Medical devices — Quality management systems —

Requirements for regulatory purposes

Cdepa 3acTocyBaHHS:
Scope
IIpoexTyBanHs i po3po0bJ/ieHHs, BAPOOHHUTBO i PO3NOBCIONKEHHS MaTepiaaiB
CTOMATOJIOTIYHHX NJIOMOYBaJAbHHUX TA JiKYBaJbHHX
Design and development, production and distribution of dental filling and medical materials

Ceprudixar sunanunit TOB «Ykpaincekuii [nctatyT CrannapTisy, Micle3HaX0MKeHH: 6yIuHOK 1,
Bynuns Onekcanypisebka, micto Kuis, 03062, Ykpaina.
Artecrar akpenutaiii HAAY Bix 30 yepBHs 2020 poky Ne 80141.

Certificate is issued by LLC Ukrainian Standards Institution: building 1, Oleksandrivska street, Kyiv. 03062, Ukraine.
Accreditation certificate registered on June 30, 2020 No.80141

Pimenns Ne:  127-000 Hiticuuit 3:  03.02.2023

Decision No.: Effective date:

Jarta pumaui: 03.02.2023

Issue dare:

Hiticuuii no: 02.02.2026

Expiry date:

MupexTop

Director

bymyea H.A.

Bushuieva Nataliia
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CepTHdikaT YHHHHH 32 YMOBH NPOBECHHS LOPIHHOTO HAMMAJ0BOTO ay AHTY.
80141 Yunuicte cepTudikary HeoOXiZHO nepeBipuTH Ha odillifiHoMy BeO-caiiTi
JICTY EN ISO/IEC 17021-1 www.usi.biz.ua aGo 3a Teneonom: +38-050- 818-7-333

Cerfificate ix valid 1f the annual surveillance andit has been conducted
The validity of the certificate shall be checked on the afficial website www.usi biz.na or by fel.: |« 38-030- 818-7-333

Cmapinka I 3 1
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@iznuna ocoba-nixnpuemensn Jlodanos Cranicnas OusiekcanapoBuy
[E Lobanov Stanislav Oleksandrovich

0(.8, Bysn. OmenkoBa, 6yn. 16A, M. Xapkis, 61099, Ykpaina, kog €/IPTIOY 3064411598
of.8, Oschepkova str., 164, Kharkiv, 61099, Ukraine, code 3064411598

BiJIIIOBiJa€ BUMOTaM:

meels the requirements of

JCTY EN ISO 13485:2018
(EN ISO 13485:2016, IDT; ISO 13485:2016, IDT)

Menuuni BupoOu. Cucrema ynpasiiiHHs sikicTio. Bumorn 1o perynioBaHus
Medical devices — Quality management systems —

Requirements for regulatory purposes

Cdepa 3acTocyBaHHS:
Scope
IIpoexTyBanHs i po3po0J/ieHHs, BAPOOHHUTBO i PO3MOBCIONKEHHS MaTepiaiB
CTOMATOJIOTIYHHX NJIOMOYBaJIbHHUX Ta JiKYBaJbHHX
Design and development, production and distribution of dental filling and medical materials

Ceprudixar sunannit TOB «Ykpaincekuii [nctatyt CrannapTisy, Miclie3HaX0MKeHHS: 6YIuHOK 1,
Bynuns Onekcanypisebka, micto Kuis, 03062, Ykpaina.
Arectar akpeauranii HAAY Binx 30 ueprs 2020 poky Ne 80141.

Certificate is issued by LLC Ukrainian Standards Institution: building 1, Oleksandrivska street, Kyiv. 03062, Ukraine.
Accreditation certificate registered on June 30, 2020 No.80141

Pimrenns Ne:  127-000 Hiticuuit 3:  03.02.2023

Decision No.: Effective date:

Jarta pumaui: 03.02.2023

Issue dare:

Hiticuuii no: 02.02.2026

Expiry date:

MupexTop % BbymyeBa H.A.
Director = \L e Bushuieva Nataliia
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CepTrdikaT YMHHHH 32 YMOBH NPOBECHHS LIOPIHHOTO HAMAJ0BOTO ayAHTY.

80141 YunnicTs ceprudikary HeoOXiaHO nepeBipuTH Ha odiliiiHOMY BeG-caiTi
JCTY EN ISO/IEC 17021-1 www.usi.biz.ua abo 3a teneonom: +38-050- 818-7-333
Cerfificate ix valid 1f the annual surveillance awdil has been conducted
The validity of the certificate shall be checked on the afficial website www.usi biz.na or by fel.: | 38-030- 815-7-333

Cmapinka I 3 1



Bupobuuk:

Manufacrurer

[poaykuis:

Production

Binnosinae BuMoram:
Conforms with requirements of

Jlonatkosa indopmariis:
{dditional information

Ceprudikar BunaHo:
Certificate is issued by

Pimenns Ne: 127-000

Decision No.:

YKPATHCbKW#A
I IHCTUTYT
CTAHAAPTIB
Cepmugpikam nepegipku npoexkniy
Design-Examination Certificate

Ne D3M 804 127 B1

®izuyHa ocoda-nmianpuemens Jobanos Cranicaa OuexcanapoBuy
IE Lobanov Stanislav Oleksandrovich

0.8, Byn. Omenkosa, Oya. 16A, M. Xapkis, 61099, Ykpaina,

xox €JIPTIOY 3064411598

of.8, Oschepkova str., 164, Kharkiv, 61099, Ukraine, code 3064411598

Marepiajan croMaToJI0Ti4Hi JI0MOYBaJIbHI Ta JiKyBaJbHI
Dental filling and medical materials

IMepenix MennyHux BUpoOiB 3a3HaueHuH y JlogaTky 2, 10 € HEBil EMHOIO YaCTHHOIO LEOTO Cf:mel)lKaTy
The list of medical devices indicated in Annex 2 which is the integral part of this Certificate

TexHi4HOTO perjiaMeHTy LIOAO0 MeAWdHHX BHpoGiB (3aTBepmieHuii Ilocranooro KMV Bim 02
#o0BTH: 2013 poky Ne753) — Honatok No 3: 3a6e3neueHns (yHKLiIOHYBaHHA KOMIUIEKCHOT CUCTEMH

YIpaBIiHHA AKICTIO (3 MEPEBiPKOIO MPOEKTY)
Technical regulation on medical devices (approved by Decrees of Cabinet of Ministers of Ukraine Ne753 dated October 02,
2013) — Annex 111 ensuring of functioning of full quality assurance system (with design examination)

IMepenik BUpoOHNYHMX AiNBHALE 3a3HaueHuii B [logaTky 1
List of manufacturing sites are indicated in Annex |

TOB «VYkpaiucekuii Incruryr CraHpgapriB», Micle3HaxopkeHHs: OyaunHok 1, BynMis

Onexcannpisceka, Micto Kuis, 03062, Vkpaina. Homep npustayenoro opramny UA.TR.137
LLC Ukrainian Standards Institution: building I, Oleksandrivska street. Kyiv, 03062, Ukraine: building 1, Oleksandrivska
street, Kyiv, 03062, Ukraine. Identification number of the notified hody UA.TR. 137

Hivicamii 3:  03.02.2023
Effective date:

Hara Bupaui: 03.02.2023 : Hivicamii no: 02.02.2028

Issue dare:

Expiry date:

JAupexrop bymyesa H.A.
Director Bushuieva Nataliia
Uunnicts CepTHdikaTy nepeBipku nNpoeKkTy HeoOXiaHO MepeBipHTH Ha
10372 ogiuiiiHoMy BeO-caiiti www.usi.biz.ua aGo 3a tenedonom: +38-050- 818-7-333

JCTY EN ISO/IEC 17065

The validity of the Design-t:xamination Certificate shall be checked
on the official website www.ust. biz.ua or by tel.: +38-050- 318-7-333
Cmopinka [ 33



Bupobunk:

Manufacturer

[Tpomyxiis:

Product

Binnosinae Bumoram:
Conforms with requirements of

Hooamxosa inghopmayis:

Additional information

Ceprudikar BHIaHO:
Certificate is issued by

Pimmenns No: 127-000

Decision No.:

Jara pupaui: 03.02.2023

Issue date:

JAupexTop

Director

10372
ACTY EN ISO/IEC 17065

YKPATHCbhKMIA
IHCTUTYT
CTAHAAPTIB

Cepmudhpikam gionogionocmi

Certificate of Conformity

Ne R3M 804 127 B1

®DizuuHa ocoda-minnpuemMens Jlodoanos Craniciaa OQJiekcaHaApoBUY
IE Lobanov Stanisiav Oleksandrovich

o¢.8, Byn. Omenkora, 6ya. 16A, m. Xapkis, 61099,YkpaiHa,
kox €JIPTIOY 3064411598
of.8. Oschepkova str., 164, Kharkiv, 61099, Ukraine, code 3064411598

Marepiajin cToMaTo0riYHiI IIOMOYBaABHI Ta JiKYBaJbHI

Dental filling and medical materials

ITepenix MenuuHux BHpoOiB 3a3HaueHmit y JlomaTky 2, IO € HeBif’€MHOK UYaCTHHOK IBOTO
Ceptudikaty BinnoBigHocTi

The List of medical devices indicared in Annex 2 which is the integral parts of the Certificare of Conformity

TexHiyHOro periiamMeHTy LIOJ0 MEAHYHHX BHpoOiB (3aTBepmkenuii [ToctanoBoro KMY Bix 02
#0BTHA 2013 poxy Ne753) — Jlomatok Ne 3: 3abe3medeHHs (yHKIIOHYBAHHS KOMILTEKCHOT
CHCTEMH YINpaBIiHHsA AKICTIO (3 EpeBipKOIO MPOEKTY)

Technical regulation on medical devices (approved by Regulation of the Cabinet of Ministers of Ukraine Ne733 dated
October 02, 2013) — Annex I11: ensuring the fincrioning of full quality assurance system (wirh the design examination)

I[Tepenix BUpoOHUUMX OiNBHHLE 3a3HaueHni B JomaTky 1
List of manufacniring sites are indicated in Annex 1

TOB «VYrkpaincekuit Incturyt CraHgaprtiB», Micle3HaXoMKeHHs: OyauHoK 1, ByJHLA
Onekcanapiscebka, Micto Kuis, 03062, Ykpaina, Homep npusnayenoro oprany UA.TR.137

Ukrainian Standards Institution LLC, location: building 1, Oleksandrivska street. Kyiv. 03062, Ukraine. Identification
number of the notified body UA.TR. 137

Hitticuuii 3:  03.02.2023

Effective date:

Hiticanit no:  02.02.2028

Expiry date:

yesa H.A.

R -
shuieva Nataliia

YunnicTs cepTrdikaty BianosiaHocTi Heo6XiaHo nepesiputy Ha odiuiliHomy
BeO-caiiTi \ww.usi.biz.ua abo 3a tenedorom: +38-050- 818-7-333

The validity of the Certificare of Conformity shall be checked on the official websire www.usi.hiz.wa or by rel.: ~38-050- 815-7-333
Cmopinka 1 37



