AEKNAPALIA NPO BIANOBIAHICTL
BUMOram TexHiYHOro pernameHTy LWOA0 MeaAUYHUX Bupobis

DECLARATION OF CONFORMITY
of Technical Regulation requirements for medical devices
(Pedakuyis / Version 1)

No. 1006-19 10.06.2019
Bupobuuk: MAHI, IHK., 8-3 Kitoxapa | ian napk, YuyHowmis, Toriri, 321-3231, Sinouis

Manufacturer: MANI, INC., 8-3 Kiyohara Industrial Park, Utsunomiya, Tochigi, 321-3231,

Japan,

NPEACTAB/IGHMA  YNIOBHOBAXOHWM  NpPeACTABHMKOM B  Ykpaiwi: TOB  «dAPMA

KOHCAJTTUHI », Ykpaina, 65055, M. Opeca, Byn. OopoxHa, 25, kog €APMNOY 41209050, Ten.

82%-348-1734-34-00 B ocobi gupextopa CasaHcekoro C.B., wo gie 3a pAosipeHicTio Ne 6/H Big
.09.2018,

represented by the authorized representative in Ukraine: PHARMA CONSULTING LLC.,

25 Dorozhna str., Odesa 65055, Ukraine, Code EDRPOU 41209050, tel. +38-048-734-34-00, in the

person of the Director Mr. S.V. Sazanskyi acting under Power of Attorney No. w/o dtd 06.09.2018,

nigTeepaxye, Wo MeauyHi BMpobu: cTOMAaTonoriyHi ©HOOOHTUYHI IHCTPYMEHTH, CTOMaTOonOoriYHi
oBepToBi iHCTpYyMeHTU Ta 6opy, cTOMaToNoriyHi LWoBHI marepianu, HasefeHi B [lonatky Ne 1 go
iel [leknapauii npo eianosigHicTb, knacis lla (HectepunbHi) Ta llb (CTepunbHi), TOProBoi Mapku

MANI, siki BUrOTOBNAIOTLCA Ha BUPOBHMHMX NOTYKHOCTSIX:
confirms that medical devices: Dental Endodontic instruments, Dental Rotary Instruments and Burs,
Dental Sutures indicated in Annex No.1 to this Declaration of Conformity, classes lla (non-sterile) and
lIb (sterile) of MANI brand, produced at the following manufacturing sites:

MANI, INC., 8-3 Kiyohara Industrial Park, Utsunomiya, Tochigi, 321-3231, Japan,

MANI, INC., Takanezawa Factory, 743 Nakaakutsu, Takanezawa, Tochigi, 329-1234, Japan,

MANI HANOI CO., LTD., Pho Yen Factory, Tan Huong Commune, Pho Yen Town, Thai Nguyen

Province, Vietnam,
BiAnoBigatoTh BUMoram TexHIYHOTO pernameHTy LWOAO MeauuHUX Bupobis, 3aTBepmKEHOro
MocraHosolo KMY Ne 753 Big 02.10.2013 p., Ha eTanax NpoeKTyBaHHsA, pPo3pobku,
Bupo6HuUTBa, 30epiraHHs Ta peanisaujii. Mpoueaypa ouiHkM BignosiaHOCTi NpoBeaeHa 3rigHo
3 3asHayeHUM TexHiYHUM pernameHTOM WoOAO MeawdHuX Bupobis, aogatok Ne 3
3abesneyeHHs (yHKUIOHYBAHHA KOMMMEKCHOI CMCTeMM ynpasBniHHA SIKICTIO (38 BUHSTKOM
nepesipkn npoekTy).! meet the requirements of the Technical Regulation on medical devices
approved by Resolution of CMU No. 753 dtd 02.10.2013 at the design and development, production,
storage and distribution stages. Conformity assessment procedure has been conducted according to
the mentioned Technical Regulation on medical devices under Annex N 3 application of the full quality
assurance system (except for the design examination).
Ceptudikar signosiaHocti Ne UA.TR.101-397.497-2019 sig 10.06.2019, BuaaHuii opraHoM 3 OLIHKM
signosigHocti [IYO "Monitexmen" (Ne UA.TR.101, arecrar akpeautauii HAAY 10174./ Certificate of
Conformity No. UA.TR.101-397.497-2019 of 10.06.2019 issued by the notified body Ukrainian State
Association "Politechmed” (Ne UA.TR.101, NAAU accreditation certificate N 10174).

Tepwmin gii ao / Valid till 09.06.2024.

under the sole responsibility of the manufacturer.

C.B. CasaHcbkuit/ S.V. Sazanskyi

(3a popydeHHsaM / under Power of Attorney)
Oupektop TOB «®APMA KOHCANTUHI »
Director of PHARMA CONSULTING LLC

UA




