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OpraH 3 ouiHku BianosigHocTi
AepixasHe nianpuemctso "Ykpaincbkuit MegudHmii LeHTp cepTudikauii™
MiHictepcTBa oxopoHu 3gopos's Ykpainu

UMCC
CEPTU®IKAT BIANOBIOHOCTI

3abe3neveHHs (pyHKLiIOHYBAHHA KOMNMEKCHOT CUCTEMM

ynpaeniHHA SKiCTIO
(TexHiYHMIA pernaMeHT WoAo MeaNYHUX BUPOGiB, [loaaTok 3, BUKNIOYaloYn NyHKTH 8-11)

Ne UA.TR.039.626

BupoGHuk: THE YOSHIDA DENTAL MFG. CO., LTD.,
1-3-6 Kotobashi, Sumida-ku, Tokyo, 130-8516, Japan

Bupobuuua pinavka: MD Instruments Mfg, Co, Ltd.
Ami Factory, 3262-3 Aza-Kamata, Ooaza-Yoshiwara, Ami-
machi, Inashiki-gun, Ibaraki 300-1155, Japan

Mpoaykuis: Po3pobka Ta BUrOTOBNEHHSA AiarHOCTUYHUX LUndpoBux
TOMOrpadi4H1X CTOMATONOMYHUX PEHTTEHIBCLKUX CUCTEM Ta
HaKOHEYHUKIB CTOMAaTONOMYHUX

knac lla, lb, 3rigHo [loaatky 2 TexHiuHoro pernameHTy
Loao MeAnyHUX Bupobis

OpraH 3 ouiHku BignosigHocti AN "YMLC" 3assnse, 1o 3a3Hauexuii BUPOBHMK BNpoBaaus
CUCTEMY ynpaeniHHA FAKICTIO Ha eTanax po3pobku, BUPOOHULTBA | OCTAaTOYHO| nepesipku
BUPOGIB BIANOBIAHO A0 [loAaTky 3, BUKMIOUAOUN nyHKTUA 8-11, TexHiuHoro pernameHTy oA
MeAUYHUX BUPOBIB, KU 3aTBEPAKEHO NOCTAHOBOI KabineTy MinicTpie Ykpainu Big
02.10.2013 p. Ne 753. Cuctema ynpaeniHHs SKicTIO BUPOOHMKa MOBHICTIO Bignosinae
BIAMNOBIAHAM TMOJMOXKEHHSIM L{bOr0  TeXHIYHOro pernameHTy Ta nignarae nepioanyHoMy
Harnaay.

Ans posnoBclomKkeHHs Ha pUHKY BUPOGiB knacy pusuky Il pogatkoeo obos'szkoBuM €
CepTtudcikaT nepesipku npoexTy.

3BIT: Ne 1389/0/0 Big 07.09.2020 p.
Mepuwe BuAaHHA: 11.04.2018 p.
Hara Buaaui: 11.09.2020 p.
Hincuun po: 26.05.2024 p.
¢
.JI'_" "15'&" {0, )
5#8?% WKa OpraHy 3 oUiHKu
¥ A anu?ML'sE"' %«_\\ BignoBigHocCTI
Ay A
ALY * 7 MapTtuHenko IN.A.

2
“nHHieTE GGPTAhiKaTa MoHa NEpesipuT B 0a3i 4aHNX OpraHa 9 oLjiHK ’E’&JﬂWmc&.Ofg,ua)
Opran 3 ouiHku signosigHocrTi HOepxaere nignpuemcTao "YKpaiHCbKuii MESUYHN ikayii" (4N "yYmLUcC")
1op. agpeca: 02160, Ykpaida, m. Kuis, npocn. Boas'eananus, 7-a; thakT. agpeca: 01042, m. Kuis, Byn. Yuropina, 18
Ten. (044) 285 83 83
Mpu3aHaveHnin Ha nposeseHHs poBiT 3 ouiHku BiANOBIAHOCTI BUMOram TeXHIYHUX pernameHTis
(Haka3 Big 29.08.2014 Ne 1044 MiHekoHOMPO3BUTKY YKpaiHu, HOMEp NpuU3HaYeHoro oprady UA.TR.039)
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Conformity assessment authority State Enterprise
"Ukrainian Medical Center of Certification"
Ministry of Health of Ukraine

UMCC
CERTIFICATE OF CONFORMITY

Full Quality Assurance System
(Technical regulations on medical devices, Annex 3, excluding items 8-11)

UA.TR.039.626
Manufacturer: THE YOSHIDA DENTAL MFG. CO., LTD.,
1-3-6 Kotobashi, Sumida-ku, Tokyo, 130-8516, Japan
Manufacturing: MD Instruments Mfg, Co, Ltd.

Ami Factory, 3262-3 Aza-Kamata, Ooaza-Yoshiwara, Ami-
machi, Inashiki-gun, Ibaraki 300-1155, Japan

Products: Design and manufacture of diagnostic digital tomographic
dental x-ray systems and dental handpieces

class lla, llb, according to Annex 2 of the Technical
Regulations on Medical Devices

Notified Body SE "UMCC" declares that aforementioned manufacturer has implemented a
quality assurance system for design, manufacture and final inspection of the products in
accordance with Annex 3, excluding items 8-11, of the Technical Regulations of Medical
Devices, approved by the Resolution of the Cabinet of Ministers of Ukraine dated 02.10.2013
No. 753. The quality management system conforms to the relevant provisions of this
Technical regulations and is subject to periodical surveillance.

For marketing products with risk class Iil, additionally a Design Examination Certificate is
mandatory.

Report: No. 1389/0/0 dated 07.09.2020
First edition: 11.04.2018
Date of issue: 11.09.2020
Valid Until: 26.05.2024

Notified Body State Enterprise "Ukrainian Medical Center of Certification” ( MCC")
legal address: 02160, Ukraine, Kyiv, avenue of Vozziednannya, 7-a; actual address: 01042, Kyiv, Chyhorina Str., 18
tel. (044) 285 B3 83
SE "UMCC" is notified for carrying out the conformity assessment for compliance with technical regulations
{Order of Ministry of Economic Development dated 29.08.2014 No. 1044, the number of the notified body UA.TR.039)



