OEKINAPALIA NPO BIAMOBIOHICTb
BuMoram TexHi4YHOro pernameHTy LOAO MeguyHUX BUpobGis

DECLARATION OF CONFORMITY
of Technical Regulation requirements for medical devices

(Pedakujis / Version 1)
No. 2012-18 20.12.2018

Bupobxuk: MAHI, IHK., 8-3 Kilioxapa Igactpian napk, Yuysomis, Toriri, 321-3231, AnoHis,

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

NpeacTaBsfieHMid  YNOBHOBaXEHWM  MpeAcTaBHUKOM B YKpaiHi: TOB  «DAPMA
KOHCAJTTWHI », YkpaiHa, 65055, M. Opeca, Byn. [opoxHa, 25, kog EPMOY 41209050, Ten.
+38-048-734-34-00, B ocobi avpexTopa CazaHckkoro C.B., wo fie 3a AosipenicTio Ne 6/H Big
06.09.2018,

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,

nigTeep/kye, Wo MeawdHi Bupobu: CTOMAaTonoriYHi eHOOMOHTUYHI IHCTPYMEHTW, HasefeHi B
Lopnatky Ne 1 no AaHoi [eknapallii Npo sianoBioHicTb, knac |, HecTepunbHi, TOProeoi Mapku

MANI, siKi BUrOTOBMAIOTLCH Ha BUPOBHUYUX NOTYKHOCTSIX:

confirms that medical devices: Dental Endodontic Instruments indicated in Annex No.1 to this
Declaration of Conformity, class I, non-sterile, 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,

MANI HANOI CO., LTD., Song Cong Factory, Mo Che Ward, Song Cong City, Thai Nguyen
Province, Vietnam,

BignosigawTe BUMoram [ogaTky 8 TexHiYHOrO pernamMeHTy WOoAO0 MeauyHux Bupobis,
3aTBepakeHoro [loctaHosolo KMY Ne 753 Big 02.10.2013 p., Ha ervanax nNpoOeKTyBaHHs,
BUpobHMUTBa Ta peanisauii. TexHi4Ha OOKyMeHTalis Ha MeauyHi Bupobu pospobrneHa Ta
BnpoBaKeHa.

meet the requirements of Annex 8 of the Technical Regulation for medical devices approved by
the Resolution of Cabinet of Ministers of Ukraine No. 753 dtd 02.10.2013 at the stages of design,
production and realization. Technical documentation for the medical devices has been developed
and implemented.

Tepwmin gii go / Valid till 20.12.2023.

[Heknapaljto cknageHo nig BUKMNOYHY BianosigansHicTs BUpobHUKa.

C.B. CasaHcbkuit/ S.V. Sazanskyi

(3a popy4eHHsam / under Power of Attorney) g
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