YKPATHCBKWIA
IHCTUTYT
CTAHAAPTIB

CepTudikar BianoBiaHocTi
II0BHA cHcTeMa 3abe3neyeHHs SKOCTi

Certificate of conformity

full quality assurance system

Ne R3M 392 290 B3

Bupobuuk: MAHI, IHK.

Manufacturer: MANI, INC.
8-3 Kiitoxapa Innactpian napk, Yuynomis, Toriri, 321-3231, Snonis
8-3 Kiyohara Industrial Park, Utsunomiya, Tochigi 321-3231, Japan

-

VYnoBHOBaXeHHU I ToBapucTBO 3 00MeKEHOI0 BiANOBIAAIBLHICTIO
npeCTaBHUK: «DAPMA KOHCAJITHHI »
Authorized PHARMA CONSULTING Limited Liability Company
representative: Byn. Jlopoxna 25, m. Oneca, 65031, Vkpaina, kon €JIPTIOY 41209050
25, Dorozhna str., Odesa, 65031, Ukraine, code 41209050
[Tpoxyxkitisi: CromaTosoriuni eH10I0HTHYHI IHCTPYMEHTH, cTOMATOJ0riYHi 00epTOBi
Production: IHCTPYMEHTH

Dental endodontic instruments, dental rotary instruments

TosapucTBo 3 obMekeHnolo Bimnosimanbhictio «YKPATHCBKMM IHCTHUTYT CTAHJIAPTIB» sk Opran 3 OUiHKH
BIIMOBIAHOCTI 3afABiAc, WO 3a3HaueHHii BUPOOHMK BIPOBAIMB CHCTEMY YMpaBiHHA AKICTIO Ha eTamax po3po0ku,
BHpPOOHMITBA i ocTaTo4Hoi nepeBipku BUpoOiB Bianosiano no Jlonatky 3 (Bukmowuaioun IlepeBipky npoekrty) TexniuHoro
peramMeHTy OoA0 MeaHYHHX BHpoOiB (3aTBepmxkennii [Toctanosoto KMY Bin 02 sxosTHa 2013 poky Ne 753).

« UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company as the Conformity Assessment Body declares, that
mentioned manufacturer has implemented a quality management system for design, manufacture and final inspection of the
products in accordance with Annex 3 (without Design Examination) of the Technical regulation on medical devices (approved
by Decrees of Cabinet of Ministers of Ukraine Ne 753 dated October 02, 2013).

Jlns po3noBciomkenHs Ha puHKY npoaykuii kaacy pusuky 111 nonatkoro obos'sskoum € Ceprudikar [Teperipky npoexTy.
For the placing on the market of products of risk class Ill, the Design Examination Certificate is additionally mandatory.

Ceprudikar Bunano Topapucteom 3 obMexkeHolo Bianosisansictio «YKPATHCBKMU IHCTHUTYT
CTAHJIAPTIB», micuesnaxomkenns: Ykpaina, 03062, m. Kuis, Byn. Onekcanzapieceka, 6ya. 1, npumitnenns 7.
Homep npuznavenoro oprany UA.TR.137.

Certificate is issued by « UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company, location: office 7, building 1,
Oleksandrivska street, Kyiv, 03062, Ukraine. Identification number of the notified body UA.TR.137.

Pimenns Ne 290.00/MD/02 [lepuie Bunanna: 11.06.2024
Decision No. First issued:
YuHHwuii 3: 17.08.2026 Yunnwuii no: 10.06.2029
Valid from: =~~~ Valid until:
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[ Aupextop. | ) ; Haranis CTEITAHKIBChKA
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|“Directorsy g | ,1 Natalia STEPANKIVSKA
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10372
Ceprudpikania npoaykuii

Yunnicms cepmug TV MOXCH BEPEi] na iy oy ael-caimi www.usi, biz.ua abo 3a meaedponon: + 38-050- 818-7-333
You can check the validity of the certificate on the official website www.usi biz.ua or by tel.: +38-050- 818-7-333
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ToBapucTBO 3 0OMEKEHOI BiANOBIAANLHICTIO «YKPATHCBKHM IHCTUTYT CTAHIAPTIB»

IcTopist ceprudikary:
Certificate history:

Vkpaina, 03062, m. Kuis, Byn. Onekcanapisceka, Oya. 1, npumimenns 7
«UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company
location: office 7, building 1, Oleksandrivska street, Kyiv, 03062, Ukraine

Penakuin Onue JlaTa
Revision Description Date
Bl Iepuwe sunanns / First edition 11.06.2024
B2 3minm 10 nepeniky cepridikosanoi npoaykuii 11.06.2025
Changes to the list of certified products
3miHu B nepesiky ceprudikoBaHol npoaykuii (po3inpeHHs nepemiky) 17.08.2026
B3 Changes in the list of certified products (expansion of the list)
3mina aapecu BUPOOHHUOT AiNSHKW
Changes of address for the production side

3 MoMeHTY Buaayi ceprudikara y HOBIit penakuii, nonepeans peaakLis BBaXaecTbCA TAKOI, 10 BTPATHNA YHHHICTh
From the moment the new revision of the certificate is issued, the previous revision is considered invalid.

Ilepenik BUpoGHHUNX ALIAHOK:
List of manufacturing sites:

743, Nakaakutsu, Takanezawa, Tochigi, 329-1234, Japan

No Hasga Ta anpeca JlisnbHicTh
B Name and address Activity

MAHI, [HK. IMpoektyBanns Ta pospobnenus, 30epiranHs,
MANI, INC. PO3MOBCIOIKEHHA CTOMATONOTIHHUX
8-3 Kitioxapa Iumactpian napk, YuyHomis, Toriri, 321-3231, | SHAOLOHTHYHHX IHCTPYMEHTIB, CTOMATONOrIMHMX

1. Snoxis 06epTOBHX IHCTPYMEHTIB
8-3 Kivohara Industrial Park, Utsunomiya, Tochigi 321-3231, Design and devel'-op m'em, storage, distribution of
Japan dental endodontic  instruments, dental rotary

instruments

MAHI, THK, Bupobuuureo,  30epiravHs  CTOMAaTOMOrIHHMX
MANI, INC. €HIOJOHTHYHHX [HCTPYMEHTIB, CTOMAaroJoridHUX

2. Haxkaakyuy, 743, Takanenszasa, Toriri, 329-1234, Snoxis ODEPTOBHX 1HCTPYMEHTIB

Production of dental endodontic instruments,
dental rotary instruments

L

MAHI XAHOH KO., JIT]I.

MANI HANOI CO., LTD.

*uTI0Ba rpyna Baur, paiton Ban Cyau, nposinuis Tait
Hryen, B’eTHam

Vang Residential Group, Van Xuan Ward, Thai Nguyen
Province, Vietham

Bupobuuurso, _36epira|ma‘ CTOMaTOJlOI'?lIHHX
€HIOJIOHTHYHHX IHCTPYMEHTIB, CTOMATOJIOTIHYHHX
00epTOBHX IHCTPYMEHTIB

Production,  storage of dental
instruments, dental rotary instruments

endodontic

IMpoayxkuisi, 10 OXOMTIOETLCS HHM cepTHdikaTOM:
Products covered by this Certificate:

Knacudikauis: la, 3rinno Jonatky 2 no TexHiuHOro pernameHTy o0 MeaIHYHHX BUPoOiB
Classification: lla, according to Annex 2 of the Technical Regulations on Medical Devices

No Hai'lmenyBaljlm MeAH4YHOoro BHpody Hai’meuynal.l‘!m MEAHYHOI0 BHPOOY
" YKpaiHCbKOI0 MOBOIO AHIJIICBKOK MOBOIO
No. Name of medical device in Ukrainian Name of medical device in English
CromartoJioriuni eHA0A0NTHYHI iIHCTPYMEHTH
Dental Endodontic Instruments
Jlpunsdopu MAHI MANI GATES DRILLS,
Nel,2,3,4,5,6, 1-6, #1, #2, #3, #4, #5, #6, #1-6,
L. JNIOBKHHOIO: 28, 32, 38 MM length: 28, 32, 38 mm
JUKI3AH ®AMJIM MAHI Hikenb-TuTaHOoBI JIZAI MANI NiTi FILES
p - Ne 025 04,030 04, 035 04, 040 04, 045 04, - #025 04, #030 04, #035 04, #040 04, #045 04, #050
’ 050 04, 025 06, 030 06, 035 06, KOBKHHOIO 04, #025 06, #030 06, #035 06, length 21 mm, 25 mm,
21 MM, 25 MM, 28 mm, 31 MM, 28 mm, 31 mm

Jlonarkosa indopmauia no Ceprudikary sianosianocti Ne
Supplementary information to the Certificate of Conformity Ne.

R3M 392 290 B3
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ToBapucTBo 3 0GMeskeH0I0 BinnosinansHicTio «YKPATHCHKHM IHCTUTYT CTAHJIAPTIB»

j erL Vkpaina, 03062, m. Kuis, Byn. Onekcanapisebka, Oya. 1, npumitmenus 7
\‘:/ «UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company
location: office 7, building 1, Oleksandrivska street, Kyiv, 03062, Ukraine
Ne HaiimenyBannst MeIH4HOI0 BHPOOY Haiimenysanusi Men4H0oro BHpody
r' YKpPalHCLKO010 MOBOIO AHTIITIHCHBKO0I0 MOBOIO
No. Name of medical device in Ukrainian Name of medical device in English
- 025 14, noswunowo 18 mm, 21 mm, 25 mm, 28 MM, | - #025 14, length 18 mm, 21 mm, 25 mm, 28 mm, 31
31 MM, mm,

- Habip-acopti: Ne 025 04/ 025 06/ 035 04, - assorted kit: #025 04/ 025 06/ 035 04, length 21, 25,
noBKHHOW 21, 25, 28, 31 MM, 28, 31 mm,

- No 013 04, noxunoio 21 MM, 25 MM, 28 MM, - #013 04, length: 21 mm, 25 mm, 28 mm, 31 mm,
31 Mm, - #020 04, length: 21, 25, 28, 31 mm

- Ne 020 04, nosxkuHoto 21 MM, 25 MM, 28 mm, 31 MM

KananonanosnioBau MAHI MANI PASTE CARRIERS

Ne 25, 30, 35, 40, 25-40, #25, #30,#35, #40, #25-40,

3. JIOBXKHHOI 21 MM, 25 MM, 29 MM length: 21 mm, 25 mm, 29 mm
HPT ®AWJIM MAHI tun HPT MANI NRT FILES type NRT

4 Ne 20, 25, 30, 35, 40, konycnictio 02, 04, 06, 08, #20, #25, #30, #35, #40, taper: 02, 04, 06, 08, 10, 12, 14,

' 10, 12, 14, nosxuxoio 18, 21, 25 Mm length: 18, 21, 25 mm
HPT ®AMJIA MAHI Tun I'TIP MANI NRT FILES type GPR
5 Ne 18, 28, 3N, 4N, 1S-4N, #18, #2S, #3N, #4N, #1S-4N,
" | noskunHoO 16 MM, 18 MM, 21 MM length: 16 mm, 18 mm, 21 mm
ITizopiMepn MAHI MANI PEESO REAMERS,
6 Ne1,2,3,4,5,6, 1-6, #1, #2, #3, #4, #5, #06, #1-6,
" | noxuHOWO 28, 32, 38 MM length: 28, 32, 38 mm
CYIIEP ®AHJIM MAHI MANI SUPER FILES,
- Ne 10, 15, 20, 25, 30, 35, 40, 45, 50, 15-40, #10, #15, #20, #25, #30, #35, #40, #45, #50,
" | noexkuHow 18, 21, 25 MM #15-40, length: 18, 21, 25 mm
V-OAWIA MAHI MANI U-FILES,
(YJILTPACOHIK ®AWJIN) (ULTRASONIC FILES)

8. | Ne 10, 15, 20, 25, 30, 35, 40, 45, 50, 15-40, #10, #15, #20, #25, #30, #35, #40, #45, #50,

JIOBKHHOIO 33 MM #15-40, length 33 mm

CromaTosqoriuni 06epToBi iHCTpyMeHTH

Dental Rotary Instruments

Kap6inni 6opu MAHI MANI CARBIDE BURS,
Ne 1/4,1/2,1,2,3,4,5,6,7, 8,33 1/2, 34, 35, 36, #1/4, #1/2, #1, #2, #3, #4, #5, #6, #7, #8, #33 1/2, #34,
37, 56, 57, 58, 169L, 170, 171, 172, 245, 246, 330, | #35, #36, #37, #56, #57, #58, #169L, #170, #171, #172,
330P, 331, 332, 556, 557, 558, 559, 560, 699, 700, | #245, #246, #330, #330P, #331, #332, #556, #557, #558,
701, 701L, 701X, 702, 703, 1156, 1157, 1158, #559, #560, #699, #700, #701, #701L, #701X, #702,
1159, 1557, 1558, 1559, 1931, 1957, 1958, 1970, #703, #1156, #1157, #1158, #1159, #1557, #1558,
7408, 7901, 7902, 7903, #1559, #1931, #1957, #1958, #1970, #7408, #7901,
MI16DB, M14CF, M21DC, M23DC, M15EZ, #7902, #7903,
MI5ZB, CE-4CF, #MI16DB, # MI4CF, # M21DC, #M23DC, # M15EZ, #
M1/4, M1/2, M1, M2, M3, M4, M5, M6, M7, M8, | MI5ZB, #CE-4CF,

9. | M33 1/2, M34, M35, M36, M37, M57, M58, #M1/4, #M1/2, #M1, #M2, #M3, #M4, #M35, #M6, #M7,
MI169L, M170, M171, M172, M245, M330, M331, | #M8, #M33 1/2, #M34, #M335, #M36, #M37, #M57,
M332, M557, M558, M559, M560, M699, M700, #M358, #M169L, #M 170, #M171, #M 172, #M245,
M701, M701L, M702, M703, M1157, M1158, #M330, #M331, #M332, #MS557, #M558, #M559,
M1159, M1557, M1558, M1559, Power 330, #M560, #M699, #M700, #M701, #MTOIL, #M702,
MP330, M330P,M1931, M1957, M1958, M1970, #M703, #M1157, #M 1158, #M 1159, #M 1557, #M 1558,
M7408, M7901, M7902, M7903, M701X, #M1559, #Power 330, #MP330, #M330P, #M 1931,
CAl/4, CA1/2, CAl, CA2, CA3, CA4, CAS, CA6, | #M1957, #M 1958, #M 1970, #M 7408, #M7901,
CA7,CAS8 #M7902, #M7903, #M701X

#CA1/4, #CA1/2, #CAL, #CA2, #CA3, #CA4, #CAS,
#CAG, #CAT, #CAS8

Jlonarkosa indopmautia a0 Ceprudikary sianosianocti Ne
Supplementary information to the Certificate of Conformity No.

R3M 392 290 B3
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ToBapucTBO 3 00MexkeH0I0 BinnosizanbhicTio « YKPATHCBKUMA IHCTUTYT CTAHJIAPTIB»

i erL Vkpaina, 03062, m. Kuis, Byn. Onekcannpiscbka, Oya. |, npumitenns 7
3 \‘} _ «UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company
R location: office 7, building 1, Oleksandrivska street, Kyiv, 03062, Ukraine
N HajimenyBanust Mequ4unoro sBupooy HaiimenyBanns meanunoro supody
- YKpaAlHCbKO0I0 MOBOIO AHNTIHCBKOI0O MOBOIO
No. Name of medical device in Ukrainian Name of medical device in English
Kap6inni 6opu MAHI Tun Xipypriuui 6opn MANI CARBIDE BURS type Surgical Burs,
10 Ne 2,330, 1557, MZB+, MZB25, MZB28, 1559L, | #2, #330, #1557, #iMZB+, #MZB25, #MZB28, #1559L,
* | noBkuHOIO 25 MM, 28 MM length: 25 mm, 28 mm
Anmasni 6opn MAHI, MANI DIA-BURS,
(Anmassi 0GepToBi IHCTPYMEHTH), (Diamond Rotary Instruments)
1 munie BC, BR, CD, CE, CR, DI, DM, EA, EX, FO, | types BC, BR, CD, CE, CR, DI, DM, EA, EX, FO, IPR,
" | IPR, MI, MP, Pro, RS, SF, SI, SO, SR, TC, TF, TO, | MI, MP, Pro, RS, SF, SI, SO, SR, TC, TF, TO, TR, WF,
TR, WF, WR WR
MI Hepxkasitoui Gopu MAHI MANI MI STAINLESS BURS
12 - Ne1/2,1,2,3,4,5,6,7,8, 1-6, - #1/2,1,2,3,4,5,6,7,8, 1-6,
’ NOBKHHOK 22, 28 MM; length 22, 28 mm;
- Ne 2, 6, noBxkHHOW0 34 MM - #2, 6, length 34 mm

Haranin CTEITAHKIBCBKA
Natalia STEPANKIVSKA

Jlonarkosa inopmaitis 20 Ceprudrikary ianosiaHocti Ne
Supplementary information to the Certificate of Conformity No.

R3M 392 290 B3
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