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Cepmudpikam gionogionocmi
Certificate of Conformity

Ne R3M 392 290 B1

MAHI, THK.

MANI, INC.

8-3 Kiiioxapa Innactpian napk, Yiynomis, Toriri, 321-3231, Snonis
8-3 Kiyohara Industrial Park, Utsunomiya, Tochigi 321-3231, Japan

TosapucTBo 3 odmeskenoro BianosiganbHicTio «PAPMA KOHCAJITUHI »

PHARMA CONSULTING Limited Liability Company
ByJ. JlopoxHa 25, m. Oneca, 65031, Ykpaina, kon €/IPTIOY 41209050
25, Dorozhna str., Odesa, 65031, Ukraine, code 41209050

CromaTosioriuHi eHA0AOHTHYHI iIHCTPYMEHTH, CTOMATOJIOTiYHiI 00epTOBi
iHCTpYMEHTH

Dental endodontic instruments, dental rotary instruments

Ilepenik MeanyHux BUpOOIB 3a3HaueHuii y Jlomatky 2, 1O € HEBiA'€MHOI0 YAaCTHHOIO LIbOTO
CeprudikaTy BiANoBiaHOCTI

The List of medical devices indicated in Annex 2 which is the integral parts of the Certificate of Conformity

TexHIYHOro perjameHTy LOAO0 MeAWYHHUX BUpOoOiB (3aTBepkeHuit [Toctanosoro KMV Bin 02
xoBTHA 2013 poky Ne753) — Jlomatok Ne 3: 3aGe3neueHHs (yHKUIOHYBaHHS KOMIUIEKCHOI

CUCTEMH YMpaBJiHHSA AKiCTIO (32 BUHATKOM MEPEBIPKU MPOEKTY)

Technical regulation on medical devices (approved by Regulation of the Cabinet of Ministers of Ukraine Ne753 dated
October 02, 2013) — Annex Ill: ensuring the functioning of full quality assurance system (except for the design
examination)

[Tepenik BUpOOHHY KX NiJIbHHLb 3a3HaueHui B JlonaTky |, 1110 € HEBil’€MHOIO YaCTHHOIO
p y

uboro CepTudikaty BiAMOBiAHOCTI
List of manufacturing sites are indicated in Annex | which is the integral parts of the Certificate of Conformity

TOB «YkpaiHcbkuit IHctuTyT CranpaptiBy, Micue3HaXOMkeHHs: OyauHok 1, ByJuus

Onexkcanapisebka, micto Kuis, 03062, Ykpaina. Homep npusnauexoro oprany UA.TR.137
Ukrainian Standards Institution LLC, location: building 1, Oleksandrivska street, Kyiv, 03062, Ukraine. Identification

number of the notified body UA.TR.137

Hivicumii 3:  11.06.2024
Effective date:

Jidicauii no: 10.06.2029

Expiry date:

Haranis CTEIIAHKIBCBKA
Nataliia STEPANKIVSKA

YunHicTb cepTrdikaTy BiANOBIAHOCTI HEOOXIAHO NEPeBIpHTH Ha OQiliiiHOMY

Be0-caiiTi www.usi.biz.ua a6o 3a renedporom: +38-050- 818-7-333
The validity of the Certificate of Conformity shall be checked on the official website www.usi.biz.ua or by tel.: + 38-050- 818-7-333
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Ilepesiik BUPOOHHYMX ALIBHUIb
List of manufacturing sites

MAHI, IHK.
MANI, INC.
8-3 Kiitoxapa Inmactpian mapk, Yiynomis, Toriri, 321-3231, SInonis
8-3 Kiyohara Industrial Park, Utsunomiya, Tochigi 321-3231, Japan

IMpoaykuisi: CroMaTo/IorivHi €HI0A0HTHYHI IHCTPYMEHTH, CTOMATOJIOTIYHI 00epTOBI
iHCTpYMEHTH
Production:  Dental endodontic instruments, dental rotary instruments

MAHI, THK.
MANI, INC.
Haxkaaxyuy, 743, Takanenzasa, Toriri , 329-1234, SInonis
743, Nakaakutsu, Takanezawa, Tochigi, 329-1234, Japan

[Mpoaykuis: CTomaTo/10riuHi €HI0A0HTHYHI IHCTPYMEHTH, CTOMATOJIOTIYHI 00epTOBI
iHCTpYyMeHTH
Production:  Dental endodontic instruments, dental rotary instruments

MAHI XAHOM KO ., JITJ.

MANI HANOI CO., LTD.

3aBon y M. @yen: xutiosa rpyna “Baur”, paiion Tan Xyonr, M. ®yen, nposinuis TxaiHryen,
B'etnam

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

IMpoaykuis: CToMaTo/IOriYHi €HI0AOHTHYHI IHCTPYMEHTH, CTOMATOJIOTiYHI 00epTOBI
IHCTpYMEHTH

Haranis CTEITAHKIBCHLKA
Nataliia STEPANKIVSKA

Jlonatok 1 aificHuii npu HasisHocTi Ceprudikary Bianosianocti Ne R3M 392 290 Bl
Anmnex 1 is valid with Certificate of Conformity Ne R3M 392 290 B1
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Jlomatok 2

Annex 2

no Ceptudikary sinnosiaHocti Ne R3IM 392 290 B1
to Certificate of Conformity Ne R3M 392 290 Bl

Ilepesik MeanuHux BUpPOOIB
List of medical devices

HaiimenyBaHHst MeIHYHOT0 BUPOOY

HaiimenyBaHHsi MeHYHOT0 BHPOOY

Ne N .o, Knac
No. YKPaiHCHLKOI0 MOBOIO AHNIICHKOI0 MOBOIO Class
Name of medical device in Ukrainian Name of medical device in English
CromaToJioriuni ena0A0HTHYHI iHCTPYMenTH
Dental Endodontic Instruments
Jpuns6opu MAHI MANI GATES DRILLS,
1. Nel,2,3,4,5,6, 1-6, #1,#2, #3, #4, #5, #6, #1-6, lla
noBkHHOIO: 28, 32, 38 MM length: 28, 32, 38 mm
JOKI3AM ®AWJITA MAHI Hikenb-tutanosi | JIZAI MANI NiTi FILES Ila
- Ne 02504, 03004, 03504, 040 04, - #025 04, #030 04, #035 04, #040 04,
04504, 05004, 02506, 030 06, #045 04, #050 04, #025 06, #030 06,
03506, 025 14, HaBopH NOBKHHOIO #035 06, #025 14, Kits 18mm, 21 mm, 25
2 18 MM, 21 MM, 25 MM, 28 MM, 31 MM, mm, 28 mm, 31 mm length,
- nabGip-acopti: Ne 025 04, 025 06, 035 04, | - assorted kit: #025 04, #025 06, #035 04,
nopxuHowo 18, 21, 25, 28, 31 mm length 18, 21, 25,28, 31 mm
- Ne 013 04, noxuHoto 21 MM, 25 MM, - #013 04, length: 21, 25,28, 31 mm
28 MM, 31 MM
KananonanosHioBau MAHI MANI PASTE CARRIERS [la
3k Ne 25, 30, 35, 40, 25-40, #25, #30, #35, #40, 25-40,
n0BXHHOW 21, 25, 29 MM length: 21, 25,29 mm
HPT ®AWJIU MAHI tun HPT MANI NRT FILES type NRT Ila
4. Ne 20, 25, 30, 35, 40, konychictio 02, 04, 06, | #20, #25, #30, #35, #40, taper: 02, 04, 06, 08,
08, 10, 12, 14, nosxkunoto 18, 21, 25 Mm 10, 12, 14, length: 18,21, 25 mm
HPT ®AWJIU MAHI Tun I'TIP MANI NRT FILES type GPR [la
5. Ne 18, 28, 3N, 4N, 1S-4N, #18S, #2S, #3N, #4N, 1S-4N,
JIOBXKHHOIO 16 MM, 18 MM, 21 MM length: 16, 18,21 mm
[Tizopimepn MAHI MANI PEESO REAMERS, lla
6. Ne1,2,3,4,5.6, 1-6, #1, #2, #3, #4, #5, #6, #1-6,
JI0B)KHHOIO 28, 32, 38 MM length: 28, 32, 38 mm
CYTIEP ®AMJIU MAHI MANI SUPER FILES. Ila
7. Ne 10, 15, 20, 25, 30, 35, 40, 45, 50, 55, 60, #10, #15, #20, #25, #30, #35, #40, #45, #50,
15-40, nosxkunoto 18, 21, 25 mm #55, #60, #15-40, length: 18, 21, 25 mm
Y-OAWJIM MAHI MANI U-FILES, Ila
8 (YJIbTPACOHIK ®AUJIH) (ULTRASONIC FILES)
' Ne 10, 15, 20, 25, 30, 35, 40, 45, 50, 15-40, #10, #15, #20, #25, #30, #35, #40, #45, #50,
JIOBXKHMHOIO 33 MM #15-40, length 33 mm
CromaroioriuHi 06epToBi iIHCTPYMEHTH
Dental Rotary Instruments
Kap6iani 6opu MAHI MANI CARBIDE BURS, lla
Ne1/4,1/2,1,2,3,4,5,6,7, 8,33 1/2, 34, #1/4, #1/2, #1, #2, #3, #4, #5, #6, #7, #8, #33
35, 36, 37, 56, 57, 58, 169L, 170, 171, 172, 1/2, #34, #35, #36, #37, #56, #57, #58, #169L,
245,246, 330, 330P, 331, 332, 556, 557, 558, | #170, #171, #172, #245, #246, #330, #330P,
559, 560, 699, 700, 701, 701L, 701X, 702, #331, #332, #556, #557, #558, #559, #560,
703, 1156, 1157, 1158, 1159, 1557, 1558, #699, #700, #701, #701L, #701X, #702, #703,
1559, 1931, 1957, 1958, 1970, 7408, 7901, #1156, #1157, #1158, #1159, #1557, #1558,
7902, 7903, #1559, #1931, #1957, #1958, #1970, #7408,
9 M16DB, M14CF, M21DC, M23DC, MI15EZ, | #7901, #7902, #7903,

M15ZB, CE-4CF,

M1/4, M1/2, M1, M2, M3, M4, M5, M6, M7,
M8, M33 1/2, M34, M35, M36, M37, M57,
M58, M169L, M170, M171, M172, M245,
M330, M331, M332, M557, M558, M559,
M560, M699, M700, M701, M701L, M702,
M703, M1157, M1158, M1159, M1557,
M1558, M1559, Power 330, MP330,

M330P,M1931, M1957, M1958, M1970,

#M16DB, # MI4CF, # M21DC, #M23DC., #
MISEZ. # MI5ZB, #CE-4CF,

#M1/4, #M 172, #M 1, #M2, #M3, #M4, #MS,
#M6, #M7, #M8, #M33 1/2, #M34, #M35,
#M36, #M37, #M57, #MS8, #M169L, #M 170,
#MI171, #M 172, #M245, #M330, #M331,
#M332, #M557, #M558, #M 559, #M560.,
#M699, #M700, #M701, #M701L, #M702,
#M703, #M 1157, #M 1158, #M 1159, #M 1557,

Jlosatok 2 aifichuii npu nassroceti Ceprudikary sianosianocti Ne R3M 392 290 Bl
Amnex 2 is valid with Certificate of Conformuy N R3M 392 290 B

Cmopinka 3 3 4
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JlonaTok 2

Annex 2

no Ceprudikary ianosiaHocti Ne R3M 392 290 B1
to Certificate of Conformity Ne RIM 392 290 Bl

HaiimenyBanusi MeH4HOro BHPOOY

HaiimenyBanusi MeAH4YHOTr0 BHPOOY

Ne w ea Knac
No. YKpaiHCbKOI0 MOBOIO AHIJIICbKOI0 MOBOIO Class
Name of medical device in Ukrainian Name of medical device in English
M7408, M7901, M7902, M7903, M701X, #M 1558, #M 1559, #Power 330, #MP330,
CAl/4,CA1/2, CAl, CA2, CA3, CA4, CAS, | #M330P,#M 1931, #M 1957, #M 1958,
CA6, CA7,CAS #M 1970, #M7408, #M7901, #M7902,
#M7903, #M701X
#CA1/4, #CA1/2, #CA1, #CA2, #CA3, #CA4,
#CAS, #CAG6, #CA7, #CAS8
Kap6inni 6opu MAHI tun Xipypriuui 6opu | MANI CARBIDE BURS type Surgical Burs, Ila
10. Ne 2,330, 1557, MZB+, MZB25, MZB28, #2, #330, #1557, #MZB+, #MZB25,
JIOBXKHHOIO 25, 28 MM #MZB28, length: 25, 28 mm
Anmasni 6opu MAHI, MANI DIA-BURS, Ila
(AnmasHi 06epToBi IHCTPYMEHTH), (Diamond Rotary Instruments)
11. tunis BC, BR, CD, CE, CR, DI, DM, EA, types BC, BR, CD, CE, CR, DI, DM, EA, EX,
EX, FO, IPR, MI, MP, Pro, RS, SF, SI, SO, FO, IPR, MI, MP, Pro, RS, SF, SI, SO, SR,
SR, TC, TF, TO, TR, WF, WR TC, TF, TO, TR, WF, WR
MI Hepikasitoui 6opu MAHI MANI MI STAINLESS BURS Ila
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,

JIOBXKHHOIO 22, 28 MM;
- No 2, 6, 10BXHHOIO

length 22, 28 mm;
- #2,6, length 34 mm

JAupexTop

Director
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Jlonartok 2 aifichuit npu nassrocti Ceprudikary sianosianocti Ne R3M 392 290 Bl
Annex 2 is valid with Certificate of Conformity Ne R3M 392 290 B/

Haranis CTEIIAHKIBCBKA
Nataliia STEPANKIVSKA

Cmopinka 4 3 4




