YKPATHCBK U
IHCTUTYT
CTAHAAPTIB

Ceprudikart BiaAnmoBigHOCTI
[MOBHA cHCcTEMA 3a0e31eHEHHS AKOCTI

Certificate of conformity

full quality assurance system

Ne R3M 392 290 B2

Bupobuuk: MAHI, IHK.

Manufacturer MANI, INC.
8-3 Kiitoxapa Inmactpian napk. Yiysomis, Toriri, 321-323 1. Snonis
8-3 Kiyohara Industrial Park, Utsunomiya, Tochigi 321-3231, Japan

Y1oBHOBaKEHUH ToBapucTBO 3 00MEKEHOI0 BIANMOBIAAJIBLHICTIO
MpeACTABHUK: «DAPMA KOHCAJITHHI»
Authorised representative.  PHARMA CONSULTING Limited Liability Company
ByJ1. Jlopoxkna 25, M. Oneca, 65031, Ykpaina, xox €JIPIIOY 41209050
25, Dorozhna str., Odesa, 65031, Ukraine, code 41209050 ~ - :
[Mpoaykuis: CTomMaTo/10Ti4uHi eHI0A0HTHYHI IHCTPYMEHTH, CTOMATO/IOTi4HI
Production: 00epTORBI IHCTPYMEHTH

Dental endodontic instruments, dental rotary instruments

TOB «YIC» sk Opran 3 OUIHKH BiJMOBIAHOCTI 3asBijsi€, WO 3a3Ha4eHUH BUPOOHMK BIIPOBAAMB CHCTEMY
YIPaBJliHHA AKICTIO Ha eTanax po3pobKK, BUPOOHUIITBA | 0cTaTOUHOT NepeBipky BUPOGIB BIANOBIAHO 10 HonarTky
3 (Bukmouatouu IlepeBipky npoekty) TeXHIMHOrO PerjiamMeHTy (OO MEAHHHMX BHUPOOIB (3aTBEpPOKCHHH
[Tocranosoto KMY Bin 02 skorTHa 2013 poky Ne 753)

LLC «USl» 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)

JIns po3MOBCIOMKEHHA HA PUHKY NpoAyKLiT knacy pusuky 111 nonatkoso 06os's3kosum € CepTudikat Ilepesipkn npoekTy.
For the placing on the market of products of risk class 111, the Design Examination Certificate is additionally mandatory.

Ceprudikar Buaano ToBapucTBOM 3  OOMEKEHOIO  BiANOBIIAILHICTIO «YKPATHCbKUM THCTUTYT
CTAHJIAPTIB», micue3naxomkenus: 6yauHok |, Bynuus OnekcanapiBebka, micro Kuis, 03062, Ykpaina.
Homep npusnauenoro oprany UA. TR.137

Certificate is issued by Limited Liability Company « UKRAINIAN STANDARDS INSTITUTION»,

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

PilieHHs Ne 290-001 Jlata nepBuHHOT cepTudikauii:  11.06.2024
Decision No. - Date of initial certification:

Jlara Buaaui: 11.06.2025 ~_ JlificHuii no: 10.06.2029
Issue date: ©o SExpiry date:

Jupexrop . : /L oS S / Haranin CTEIIAHKIBCBKA
Director Sy PR Natalia STEPANKIVSKA

s

10372
Ceprudikauis npoxykuii

UiinnicTs cepTidikaty BIANOBIAHOCTI MOKHA NEPeRipHTH Ha oiuifinomy Beb-caiit www usi biz ua aGo 3a Teneonom: +38-050- 818-7-333
The validity of the Certificate of Conformity shall be checked on the official website www.usi. biz.uer or by tel.: - 38-050- 818-7-333
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TOB «YIC». micuesnaxomkenns: ovannok 1. syanus Onexcanpiseska. sicto Kuis. 03062, Vkpaina.

o

A

Icropin 3min:
History of changes:

Homep npusnadenoro oprany UATR.137

LLC «USl», location: building 1, Oleksandrivska street, Kyiv, 03062, Ukraine.

Identification number of the notified body UA.TR.137

Penakuist Onue JlaTa
Editorial Description Date
Bl Ilepuie Bunanus / First edition 11.06.2024
B2 3MiHu 10 nepedtiky ceprudikoBaHol npoaykuii 11.06.2025
Changes_La-the list of certified products

IMepeik BUPOOHHYHX JAIIAHOK:
List of manufacturing sites:

MAHI, HK.

MANI, INC.

8-3 Kiitoxapa Ingactpian napk, YuyHomis, Toriri, 321-
3231, Snonis

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

MAHI, THK.
MANI, INC.
Hakaakyuy, 743, Takanensasa, Toriri . 329-1234, SInowuis
743, Nakaakutsu, Takanezawa, Tochigi, 329-1234, Japan

MAHI XAHOH KO ., IT]I.

MANI HANOI CO., LTD.

3aron y M. @yen: xuTaosa rpyna “Baur”, paiion Tan
Xyour, M. ®yeH, nposiHuis TxaiHryeu, B'eTham

Pho Yen Factory: Vang Residential Group, Tan Huong
Ward, Pho Yen City, Thai Nguyen Province, Vietnam

Iepenik meqn4HuX BHPOOIB:
List of medical devices:

IMpoekTyBatHs Ta po3pobneHHs, BAPOOHULTBO, 30epiraHHs,

PO3MOBCIOJUKEHHS  CTOMATONOTIHHNX  €HAOAOHTHYHMX

{HCTPYMEHTIB, CTOMATOJIOTMHHX 0OEPTOBUX iHCTPYMEHTIB

Design and development, production, storage, distribution

of dental endodontic instruments, dental rotary inséruments
i

BupoGuuurso CTOMATONIONHHHX OHJIOZIOHTHY HHX
iHCTPYMEHTIB, CTOMATONON YHUX 00EPTOBUX IHCTPYMEHTIB
Production of dental endodontic instruments, dental rotary
instruments

CTOMATOJIONYHUX
CTOMATONIOTIYHHX

BupoOuuurso, 30epiraHHs
€H/I0JIOHTHUHNX IHCTPYMEHTIR,
06epTOBHX IHCTPYMCHTIB
Production, storage of dental endodontic instruments,
dental rotary instruments

No HalimenyBaHHsi Me/IHYHOr0 BHPOOY HaiimenyBanusi MeIH4HOI0 BUPOOY Kﬂacﬁ
2 pralHCbKOIO MOBOK AHTJIIMCLKO0X) MOBOHO
No. Name of medical device in Ukrainian Name of medical device in English Class
CroMaToJioriuni eHI0A0HTHYHI iHCTPYMENTH
Dental Endodontic Instruments
Jpunsbopn MAHI MANI GATES DRILLS,
1. | Nel,2,3,4,5,6, 1-6, #1, H2, H3, #4, #5, #6, #1-0, Ila
NoBkKHOW: 28, 32, 38 MM length: 28, 32, 38 mm
IDKIBAFI DANIIM MAHI Hikenb-TUTaHOBI JIZA1I MANI NiTi FILES lla
- No 025 04, 030 04, 035 04, 040 04, 045 04, - #025 04, #030 04, #035 04, #040 04, #045 04,
050 04, 025 06, 030 06, 035 06, AOBKHHOIO #050 04, #025 06, #030 06, #035 06, length
21 MM, 25 MM, 28 MM, 31 MM, 21 mm, 25 mm, 28 mm, 31 mm
- 025 14, nosxunoto 18 mm, 21 mm, 25 MM, 28 mm, | - #025 14, length 18 mm, 21 mm, 25 mm,
2; 31 MM, 28 mm, 31 mm,
- nabip-acopti: Ne 025 04/ 025 06/ 035 04. - assorted kit: #025 04/ 025 06/ 035 04, length
N0BAHHONW 21, 25, 28, 31 MM, 21.25.28. 31 mm,
- Ne 013 04, nosxunoto 21 Mm, 25 mm, 28 Mm, - #013 04, length: 21 mm, 25 mm, 28 mm,
31 MM, 31 mm,
- Ne 020 04, noexuHoro 21 MM, 25 MM, 28 mm, 31 MM - #020.04, length: 21, 25,28, 31 mm
KananonanosHroeay MAHI MANI PASTE CARRIERS Ila
3. | Ne 25,30, 35, 40, 25-40, #25, #30, #35, #40, #25-40,
NOBAKHHONW 21 MM, 25 MM, 29 MM length: 21 mm, 25 mm, 29 mm
HPT ®AMIIA MAHI tun HPT MANI NRT FILES type NRT lla
4, | No20, 25,30, 35, 40, konycuictio 02, 04, 06, 08, #20, #25, #30, #35. #40. taper: 02. 04, 06, 08. 10,
10, 12, 14, nosaunoto 18, 21,25 mm 12, 14, length: 18,21, 25 mm

Jlonarkosa inpopmattis 1o Ceprudikary sisnosianocti No
Supplementary information to the Certificate of Conformity No.

R3M 392 290 B2
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TOB «¥Y1C». micuesnaxoiacenns: ovannok Loy anis Oackcanapiseska. micto Kuis., 03062, Ykpaina.
Hosep npusnaucnoro oprany UATR. 137

LLC «USI», location: building I, Oleksandrivska street, Kviv, 03062, Ukraine.

Identification number of the notified body UA.TR. 137

HatimenyBanHsi MeIHYHOT0 BUPOOY

HailimenyBannss MeamuHoro supo0y

Ne o b Kuac
) YKPAlHCHLKO0I0 MOBOIO AHIVIIHMCBKOK MOBOKO .
No. Name of medical device in Ukrainian Name of medical device in English Class
HPT AWMU MAHI Tun I'TIP MANI NRT FILES type GPR lla
5. | Ne IS, 25, 3N, 4N, 1S-4N, #1S, #2S, #3N, #4N, #1S-4N,
JIOBXKHHOMW 16 MM, 18 MM, 21 MM length: 16 mm, 18 mm, 21 mm
ITizopimepn MAHI MANI PEESO REAMERS, lla
6. | Nel1,2,3,4,5,06,1-6, #1, #2, #3, #4, #5, #06, #1-6,
JNOBXKHHOW 28, 32, 38K length: 28, 32, 38 mm
CVYTIEP ®AWJIA MAHI MANI SUPER FILES, lla
7. | Ne 10, 15,20, 25, 30, 35, 40, 45, 50, 15-40, #10, #15, #20, #25, #30, #35, #40, #45, #50,
aoexKHO0 18, 21, 25 MM #15-40, length: 18, 21,25 mm
V-OANJTH MAHI MANI U-FILES, lla
g (YIIbTPACOHIK ®AHJIN) (ULTRASONIC FILES)
T Ne 10, 15,20, 25, 30, 35, 40, 45, 50, 15-40, #10, #15, #20, #25, #30, #35, #40, #45, #50,
JIOBIKHHOIO 33 MM #15-40, length 33 mm
CromaTtosgoriuni odeprosi inerpymenTH
Dental Rotary Instruments
Kap0binni 6opu MAHI MANI CARBIDE BURS, i lla
Ne 1/4,1/2,1,2,3,4,5,6,7,8,33 1/2, 34, 35, 36, U4 #1271, #2,#3, #4, #5, #0, #7, #8. #33 1/2,
37,56, 57,58, 169L, 170, 171, 172,245, 246, 330, | #34, #35, #36, #37, #56, #57, #58, #169L, #]70, ,
330P, 331, 332, 556, 557, 558, 559, 560, 699, 700, | #171, #172, #245, #246. #330. #330P, #331.
701, 701L, 701X, 702, 703, 1156, 1157, 1158, #332, #5506, #557, #558, #559, #5060, #699, #700,
1159, 1557, 1558, 1559, 1931, 1957, 1958, 1970, #7010, #7011, #701X, #702, #703, #1156, #1157,
7408, 7901, 7902, 7903, #1158, #1159, #1557, #1558, #1559, #1931,
MI16DB, M14CF, M21DC, M23DC, M15EZ, #1957, #1958, #1970, #7408, #7901, #7902,
MI15ZB, CE-4CF, #7903.
M1/4, M1/2, M1, M2, M3, M4, M5, M6, M7, M8, | #M16DB, # MI4CF, # M21DC, #M23DC,
M33 1/2, M34, M35, M36, M37, M57, M58, # M15EZ, # M15ZB, #CE-4CF,
9. | MI169L, M170, M171, M172, M245, M330, M331, | #M1/4, #M1/2, M1, #M2. #M3, #M4, #M35,
M332, M557, M558, M559, M560, M699, M700, #M6, #M7, #M8, #M33 1/2. #M34. #M35, #M36.
M701, M701L, M702, M703, M1157, M1158, #M37, #MST, #MS8, #M169L., #M 170, #M 171,
M1159, M1557, M1558, M1559, Power 330, #MI172, #M245, #M330, #M33 |, #M332, #M557,
MP330, M330P,M 1931, M1957, M 1958, M1970, #MS58, #M559, #M560, #M699, #M700, #MT01,
M7408, M7901, M7902, M7903, M701X, #MT01L, #M702, #M703, #M 1157, #M 1158,
CAl1/4, CA1/2, CAL, CA2, CA3, CA4, CAS, CAG6, | #MI159, #M1557, #M 1558, #M 1559,
CA7, CAS8 ' #Power 330, #MP330, #M330P, #M1931,
#M1957, #M1958, #M 1970, #M 7408, #MT901,
#M7902, #M7903, #MT701X
HCA1/4, HCAL2, #HCA L, #HCA2, #CA3, #C A4,
#CAS, #HCAG, #HCAT, #CASB
Kap6inni 6opu MAHI tun Xipypriuti dopu MANI CARBIDE BURS type Surgical Burs, lla
10. | Ne 2,330, 1557, MZB+, MZB25, MZB28, #2, #330, #1557, #MZB+, #MZB25, #tMZB28,
JOBKHHON 25 MM, 28 MM length: 25 mm, 28 mm
Anmazni 6opu MAHI, MANI DIA-BURS, lla
(AnmMasHi 0GepTOBI IHCTPYMEHTH), (Diamond Rotary Instruments)
I'l. | Tunis BC, BR, CD, CE, CR, DI, DM, EA, EX, FO, | types BC, BR, CD, CE, CR, DI, DM, EA, EX,
IPR, MI, MP, Pro, RS, SF, SI, SO, SR, TC, TF, TO, | FO, IPR, MI, MP, Pro. RS. SF, SI. SO, SR, TC,
TR, WF, WR TF, TO, TR, WF, WR
MI Hepaasitoui 6opn MAHI MANI MI STAINLESS BURS lla
12 - Nel/2,1,2,3,4,5,6,7,8, 1-6, z  #12,1:2,3,4,5,6,7,8, 16,

NOBKHHOK 22, 28 MM;
- Ne 2,6, 10BxKHHOIO 34 MM

. length 22, 28 mm;
= #2,6, length 34 mm

Jupexrop
Director

Jlonarkosa indopmauis 1o Ceprudrikary sianosianocti Ne
Supplementary information to the Certificate of Conformity No.

e/
/

Fd

R3M 392 290 B2

Haranin CTEIIAHKIBCBKA
Natalia STEPANKIVSKA
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