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: AEKNAPALISA NPO BIANOBIQHICTL
DECLARATION OF CONFORMITY

. M. Opeca / Odesa No. 1106-24 11.06.2024

(Pedakus / Version 1)

BupoGHuk: MAHI, IHK., 8-3 Kinoxapa Inpacrpian napk, YuyHowmis, Toriri, 321-3231, Anowis,
Manufacturer. MANI, INC., 8-3 Kiyohara Industrial Park, Utsunomiya, Tochigi, 321-3231, Japan,
NPeacTaBNeHnid  yNnoBHOBaXEeHWM NpeACTaBHMKOM B Ykpaidi: TOB  «DAPMA
KOHCANTTUHI», M. Opeca, syn. [lopoxna, 25, 65031, Ykpaina, koa €APMNOY 41209050, 8
ocobi aupekTopa Cepris Ca3aHCbKoro, skui Aie 3a gosipeHictio Ne 6/H sig 21.04.2023,
represented by the authonzed representative in Ukraine: PHARMA CONSULTING LLC.,
25 Dorozhna str, Odesa 65031, Ukraine, code EDRPOU 41209050, in the person of the Director
Mr. Serhii Sazanskyi acting under Power of Attomey No. w/o dtd 21.04.2023,

nigTBEPAXYE, WO MeauyHi BUpobu / confirms that medical devices:

CTOMAaTONOriYHi EHAOAOHTUYHI IHCTPYMEHTH Ta cTOMaTONOri4YHi 06epToBi iIHCTpYMeHTH /
Dental Endodontic Instruments, and Dental Rotary Instruments,

A DN ENAH SNAY

Y/
3

2

. /t\

N

TNAE N
NS

AL

N

A4 20 o/
PA

. HaeeaeHi B [loaatky Ne 1 go uiei [leknapauii npo BignosigHicTs / indicated in Annex No.1 to this
Declaration of Conformity
knacy lla (HecTtepuniHi), Toprosol mapku MAHI / ciass lla (non-sterile) of MANI brand

SIKi BUrOTOBNAKTLCH HA BUPOOHWUMX ManaaHumkax / produced at the following manufacturing sites:
1.| MAHI, IHK. MANI, INC.,

8-3 Kinoxapa IHgacrpian napk, YUyHOMIs, 8-3 Kiyohara Industrial Park, Utsunomiya,

Toriri, 321-3231, AnoHis Tochigi, 321-3231, Japan
2.| MAHI, IHK. MANI, INC.,

Hakaakyuy, 743, TakaHessasa, 743 Nakaakutsu, Takanezawa,

Toriri, 329-1234, AnoHrin Tochigi, 329-1234, Japan
3.| MAHI XAHOW KO., NTA. MANI HANOI CO., LTD,,

3asopa y M. Oyen: xuTnosa rpyna “Baur”, Pho Yen Factory: Vang Residential Group,

paioH TaH XyoHr, M, ®yeH, Tan Huong Ward, Pho Yen City,
npoBiHUiA TxawHryeH, B'eTHam Thai Nguyen Province, Vietnam

BiANOBIAAIOTE BUMMOram  TEexHIYHOro pernaMmeHTy WOoAO0  MeAuyHuX  Bupobis,

' 3arsepaxeHoro Mocrawosowo KMY Ne 753 Big 02.10.2013 p., Ha eranax nNpPOEKTYBaHHSA,
- BupobHuUTBa, 30epiraHHs Ta peanisauii. Mpoueaypa OUIHKM BIANOBIAHOCTI NpoBEAeHa 3riHO

|

|

3 3a3HayeHUM TexHiYHMM pernameHToM wWoao MeauyHux Bupobie, aoaatok Ne 3
3abe3neyeHHn (YHKUIOHYBAHHS KOMMMEKCHOI CACTEMMU YNPaBniHHA SKICTIO (32 BUHATKOM
nepesipku npoekTy). BupobHUK Aeknapye BUKOHAHHA OCHOBHMX BMMOT WOAO MEANHHUX
Bupobis 3riaHo aoaatky 1 TeXHIYHOro pernamenTy.

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). The manufacturer declares the fulfilment of the basic requirements for the medical devices
according to Annex 1 of the Technical Regulation.

Ceptudpikat BignosigHOCTI (Certificate of Conformity) Ne R3M 392 290 B1 BuaaHui (issved)
11.06.2024, opraHom 3 ouiHku BignosigHocTi TOB "YkpaiHcekuin IHcTuTyT CTaHaapTis”, Homep
npu3HaveHoro oprady UA.TR.137 (issued by the notified body Ukrainian Standards Institution LLC,
Identification number UA. TR.137).

TepmiH aii ao / vaiid tit 10.06.2029.

[lexnapauito cknageHo nig BUKNIOYHY BiANOBIAANLHICTL BUPOOHUKA.

Bia imeHi Ta 3a popy4YeHHsM / On behalf
[Ovpekrop TOB «®APMA KOHCANT
Cepriin CazaHcokuW/ Serhii Saza
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} _Q Roparox/ Annex Ne 1 of 11.06.2024 +} {+-:-:-
4 Ao [eknapauii npo signosighicts/ ||
EDIC to Declaration of Conformity Ne 1106-24 sis/ dtd 11.06.2024 |1 (3
~ 1| Knac/Class lla i
+f *} <+ Ne Hasea MEAU4HOro Bupoby ‘anrniﬁcbxovo MoBoto/ Hassa meanuHoro BupoBy yKpaiHChKO0 MOBOK/ *} Q 3¢
=S Medical device description in English Medical device description in Ukrainian S0
*} Q Cromaronoriyxi eHAOAOHTUYHI IHCTPYMeHTH 9 Q
L Dental Endodontic Instruments e
#5 <41 [ MANI GATES DRILLS, LipunsGopnt MAHI DAy
#1, #2, #3, #4, #5, #6, #1-6, Ne1,2 3 4,56, 186, s+
s length: 28, 32, 38 mm AOBXUHOIO: 28, 32, 38 MM DEGS
< A|| 2 | JIZAI MANI NITi FILES IDKIBAU AU MAHI Hikens-TuTaHoBI \f
AG - #025 04, #030 04, #035 04, #040 04, #045 | - Ne 025 04, 030 04, 035 04, 040 04, 045 04, | |- ¥
A 04, #050 04, #025 06, #030 06, #035 06, 050 04, 025 06, 030 06, 035 06, 025 14, \/
Y #025 14, kits 18 mm, 21 mm, 25 mm, HaBopu AOBXMHOI 18 MM, 21 MM, 25 MM, bt
o 28 mm, 31 mm length, 28 MM, 31 MM, 9
"‘*f/ N - assorted kit: #025 04, #025 06, #035 04, - Habip-acopTi: Ne 025 04, 025 06, 035 04, ‘><‘*
R length 18, 21, 25, 28, 31 mm AOBXWHOW 18, 21, 25, 28, 31 MM s
TN - #013 04, - Ne 01304, ANt
s length: 21, 25, 28, 31 mm AOBXUHOK 21 MM, 25 MM, 28 MM, 31 MM N
e + -+ 43¢
".1| 8. | MANI PASTE CARRIERS KananonanosHiosay MAHI ot 3
Qe #25, #30, #35, #40, 25-40, Ne 25, 30, 35, 40, 25-40, [
et length: 21, 25, 29 mm AOBXUHOW 21, 25, 29 MM AN
/|4 | MANINRT FILES type NRT HPT SAVNA MAHI Tvn HPT Na
N #20, #25, #30, #35, #40, Ne 20, 25, 30, 35, 40, O
A taper: 02, 04, 06, 08, 10, 12, 14, KoHycHicTio 02, 04, 06, 08, 10, 12, 14, e
e + v +4e
S length: 18, 21, 25 mm AOBXUHOW 18, 21, 25 MM <N
%1375 | MANTNRT FILES type GPR HPT ®AVNW MAHI Tvn ITIP Py Gae

> #1S, #2S, #3N, #4N, 1S-4N, Ne 1S, 28, 3N, 4N, 1S-4N, o
ek*}Q length: 16, 18, 21 mm BOBXUHOK 16 MM, 18 MM, 21 MM o Gae
“=1'6. | MANI PEESO REAMERS Mizopimepy MAHI N
BEL #1,#2, #3 #4 #5 #6, #1-6, Ne1 2 3 4, 5 6, 16, +\<.;.;5.
2R length: 28, 32, 38 mm AOBXUHOK 28, 32, 38 MM L
<~ 74| 7. | MANI SUPER FILES CYMEP ®AWNU MAHI X %3¢
Rt #10, #15, #20, #25, #30, #35, #40, #45, #50, | Ne 10, 15, 20, 25, 30, 35, 40, 45, 50, 55,60, ||}~
SN #55, #60, #15-40, length: 18, 21, 25 mm 15-40, posxuHoto 18, 21, 25 mm N2
<87 [ MANIU-FILES, V-GAUNA MAHI, N
SN2 (ULTRASONIC FILES) (YNbTPACOHIK ®AUNN) N 7320
"R #10, #15, #20, #25, #30, #35, #40, #45,#50, | Ne 10, 15, 20, 25, 30, 35, 40, 45, 50, 1540, |}~
S #15-40, length 33 mm AROBXMHOK 33 MM N 733
goatey Cromaronoriyxi 06epTosi iIHCTPYMEHTH /\
SN Dental Rotary Instruments N A2,
/AN TANIS*
~ 1| 9. | MANI CARBIDE BURS Kap6iaHi 6opn MAHI e
'3:'_9 <4 # NQ '} <":~
\/ 1/4,1/12,1,2,3,4,5,6,7, 8 33 1/2, 34, 35, 36, 37, 56, 57, 58, 169L, 170, 171, 172, 245, \/
S 246, 330, 330P, 331, 332, 556, 557, 558, 559, 560, 699, 700, 701, 701L, 701X, 702, 703, ey
Sk 1156, 1157, 1158, 1159, 1557, 1558, 1559, 1931, 1957, 1958, 1970, 7408, 7901, 7902, 7903, I3
AR M16DB, M14CF, M21DC, M23DC, M15EZ, M15ZB, CE-4CF, M1/4, M1/2, M1, M2, M3, Sty
9{. M4, M5, M6, M7, M8, M33 1/2, M34, M35, M36, M37, M57, M58, M169L, M170, M171, .}Q_.;;_

) M172, M245, M330, M331, M332, M557, M558, M559, M560, M699, M700, M701, M701L, \/
DAl M702, M703, M1157, M1158, M1159, M1557, M1558, M1559, Power 330, MP330, M330P, ||| (s
36 M1931, M1957, M1958, M1970, M7408, M7901, M7902, M7903, M701X, ’\/“
S+:<4 L
AR CA1/4, CA1/2, CA1, CA2, CA3, CA4, CAS5, CAB, CA7, CA8 St
e N\ 2%
D LUA 453——4.‘./--\*"
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NS ’ Ne Ha3sa meguuroro BUPOBY aHrNINCLKOIO MOBOIO/ Hassa m i 3
%3 eAnuHOro Bupoby yKpaiHCLKO MOBOIK/ Wy
'/_ : Medical device description in English Medical device description in Ukrainian F ::\
#1310 | MANI CARBIDE BURS type Surgical Burs KapBiaHi Gopu MAHI Tvin XipypridHi 6opu > Gae
oS #2, #330, #1557, #MZB+, #MZB25, #MZB28, | Ne 2, 330, 1557, MZB+, MZB25, MZB28, s
DL length: 25, 28 mm AOBKUHOIO 25, 28 MM G
|| 11 | MANI MI STAINLESS BURS MI CrankHi 6opu MAHI -
DI -#1/2,1,2,3,4,5,6,7, 8,16, -Ne1/2,1,2,3,4,56,7,8, 1, DEGS
WL length 22, 28 mm; AOBXUHOK 22, 28 MM:; (3
DL -#2, 6, length 34 mm - N2 2, 6, JOBKUHOKO 34 MM b F2e
| 12 | MANIDIA-BURS, AnmasHi Gopu MAHI '
EDIC (Diamond Rotary Instruments) (AnmasHi 06epToBi IHCTPYMEHTH) [ {33e
ot types: BC, BR, CD, CE, CR, DI, DM, EA, EX, | Tunis: BC, BR, CD, CE, CR, DI, DM, EA EX. |/} =
w5 FO, IPR, MI, MP, Pro, RS, SF, SI, SO, SR, | FO, IPR, MI, MP, Pro, RS, SF, SI, SO, SR, | | {3
- TC. TF, TO, TR, WF, WR: TC, TF, TO, TR, WF, WR: oo
DA - BC-31, BC-31C, BC-32, BC-42, BC-42C, BC-542, BC-S42C, BC-43, BC43C, BC-S43, o
N - BR-31, BR-31C, BR-31SC, BR-32C, BR-32EF, BR-33, BR-34, BR-40, BR-40C, BR-40EF, ||| /2
L BR-40SC, BR-41, BR-41C, BR-41SC, BR-42, BR-43, BR-44, BR-45, BR45C, BR-45CA, it
N BR-45SC, BR-S45, BR-46, BR-46C, BR-46CA, BR-46SC, BR-S46, BR-S46C, BR-48F, | R
RN BR-49, BR-49C, BR-49CA, BR-89CA, BR-90CA, BR-141CA, BR-154, ey
XA BR-301, BR-301F, BR-301EF R
LI P ¢/_ \.'[.
s - CD-50F, CD-51F, CD-8S51, CD-52F, CD-53F, CD-54F, CD-55F, CD-56F, CD-57F, s
w CD-58, CD-58F, CD-59F, CD-60F, CD-61F, CD-62F G
e - CE-10EF, CE-10F, CE-11EF, CE-11F, CE-12, CE-12EF, CE-12F, CE-13, CE-13EF, S
<Y CE-13F, CE-15EF CE-15F, CE-16, CE-16F, CE-16EF, CE-17, CE-17EF, CE-17F, tr 33
Po¥e - CR-11EF, CR-11F, CR-12EF, CR-12F, CR-21F, CR-22F B G
ol - DI-41, DI41C, DI-S41, DI-SS41, DI-42, DI-42C, | 52
a2l - DM-103, DM-105, DM-303, DM-305 LN
DI - EA-10, EA-L10, EA-13, EA-40, 5
L - EX-11, EX-11C, EX-11EF, EX-11SC, EX-12, EX-12C, EX-13, EX-SS13EF, EX-SS13, 2
AL EX-14, EX-SS14, EX-SS14EF, EX-15, EX-17, EX-18CA, EX-18F, EX-19F, aliy
= EX-20, EX-20C, EX-21, EX-21C, EX-21EF, EX-21F, EX-21SC, EX-22C, EX-24, EX-24C, o
D2 EX-26, EX-26C, EX-26SC, EX-27EF, EX-28, EX-29, EX-29EF, EX-31, EX-31C, EX-31F, i 43e
s EX-32, EX-33, EX-SS33, EX-SS33EF, EX-34, EX-35, EX-36EF, EX-37EF, s
£ <3 EX-38, EX-38EF, EX-SS38, EX-SS38EF, EX-39, EX-39EF, EX-40, EX-40EF, EX-40F, Dy
o EX-S$S40, EX-41, EX-41C, EX-42, EX-43, EX-58 oo
SN 24 Nt
S - FO-11, FO-11C, FO-12, FO-13, FO-14, FO-20EF, FO-21, FO-21C, FO-21EF, FO-21F, ANy
R FO-21SC, FO-821, FO-S21C, FO-SS21F, FO-22, FO-22C, FO-22EF, FO-22F, FO-22SC, ||}
S FO-23, FO-23EF, FO-23F, FO-24, FO-24F, FO-25, FO-25C, FO-25CA, FO-25EF, i3
i FO-27, FO-27C, FO-27SC, FO-30EF, FO-30F, FO-31, FO-32, FO-32C, FO-32EF, s
43 FO-32SC, FO-33, FO-33EF, FO-33F, FO-40EF, FO-41EF, FO-42EF, FO-54C, {43
i FO-S54, FO-100C, FO-101C, FO-100F, FO-501F, FO-501EF, FO-601F, FO-601EF | S8
LN - IPR-01EF N
DL - MI-45F, MI-53F, MI-61F, MI-62F, MI-S45 P e
Lo - MP-1, MP-1F, MP-2, MP-3, MP-3F, MP-4, MP-4F, MP-4EF, MP-5, MP-5F, MP-5EF, 0
S MP-6, MP-7, MP-7F, MP-8, MP-8F, MP-9, MP-SF, MP-10, MP-10F, MP-10EF, AL
S MP-11, MP-11F, MP-11EF, MP-12F 253
LN - PRO-1, PRO-1EF, PRO-1F, PRO-2, PRO-2EF, PRO-2F, PRO-3F, PRO-S3, PRO-4F, N
2 .> ‘f‘ PRO'sF -,> /¢ P
DI :
- RS-11, R$-11C, RS-21, RS-21C, RS-21EF, RS-31, RS-31C, RS-31EF, RS-SS31, O
DI RS-SS31EF, RS-32, RS-32F, RS-45, RS-45EF, RS-45F D G
I No 164 S
o A8 NG AT AT A8 ST AN BN AT% e % AT oA AT A AT A 2 A0 A5 W02 M)
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PSS Medical device description in English Medical device description in Ukrainian \/
eI\ >
D2l - SF-11, SF-11C, SF-11SC, SF-12, SF-12C, SF-12SC, SF-13, SF-13C, SF-13SC, N
L SF-21, SF-21C, SF-21CA, SF-21SC, SF-22, SF-24C, SF-24CA, SF-31, SF-31C, SF-31SC, [/l
£ SF-32, SF-40, SF-41, SF-41C, SF-41CA, SF-41SC, SF-S41, SF-42, SF43, e
5 SF-79, SF-79C, SF-80, SF-80C,SF-81, SF-83CA, SF-401, SF-402, SF-501, G
D SF-502, SF-503 b dae
SN - SI-045, SI-33, SI-34, SI-37, SI-41, SI-42, SI-43, SI-44, SI-45, SI-46, SI-46C, SI-46CA, N2
LN SI-46SC, SI-8486, SI-47, SI-47C, SI-47SC, SI-48, SI-48C, SI-48SC, SI-S48, SI-49CA, R
‘><‘ SI-61, SI-147CA ><‘..
o5 - S0-11, S0-12, SO-13, SO-14, SO-20, SO-20C, SO-20CA, SO-520, SO-S20C, $0-8520, |/}
oL S0-21, S0-21C, SO-21CA, S0-21SC, SO-22C, S0-23, SO-23C, SO-67 e
¢ - SR-11, SR-11C, SR-11SC, SR-12, SR-12C, SR-128C, SR-13, SR-13C, SR-135C, SR-54, |/} -
DG SR-55, SR-57 o
A - TC-11, TC-11C, TC-11CA, TC-11EF, TC-11F, TC-11SC, TC-12, TC-13, N Y2
*UN TC-14, TC-14EF, TC-14F, TC-15, TC-16, TC-21, TC-21C, TC-21EF, TC-21F, TC-S21, Saats
Raor- TC-S21C, TC-§S21, TC-SS21F, TC-23, TC-23F, TC-24, TC-26, TC-26C, TC-28, | N
e\ TC-72, TC-72C, TC-73F, TC-74C, TC-601EF AN
e - TF-11, TF-11C, TF-11CA, TF-11SC, TF-12, TF-12C, TF-12EF, TF-12F, TF-12SC, TF-812, | |5 G
< TF-13, TF-13C, TF-13SC, TF-14, TF-14C, TF-15, TF-20, TF-20C, TF-S20, TF-S20C, b
R TF-21, TF-21C, TF-21EF, TF-21F, TF-S21, TF-S21C, TF-22, TF-22C, TF-22SC, TF-S22, e
R TF-23, TF-23C, TF-S23, TF-31, TF-31C, TF-31SC, TF-S31, TF-SS31, TF-33, LN
ey TF-41, TF-41C, TF-41CA, TF-841, TF-42, TF-42C, TF-43, TF-43C, TF-138CA, TF-165CA | /[
D PN e
e - TO-58C L%
Ses R
AN - TR-11, TR-11C, TR-11EF, TR-11F, TR-12, TR-12C, TR-12EF, TR-12F, TR-12SC, N
R TR-13, TR-13C, TR-13EF, TR-13F, TR-13SC, TR-S13, TR-S13C, TR-14, TR-14C, R
A TR-14SC, TR-S14, TR-S14EF, TR-15, TR-15C, TR-15SC, TR-17C, aley
L TR-19, TR-19C, TR-19SC, TR-20, TR-20C, TR-21, TR-21C, TR-21EF, TR-21F, TR21SC, |/}
£ <H TR-821, TR-S21C, TR-8S21, TR-§S21C, TR-22, TR-23, TR-24, TR-24C, by e
>la < TR-25, TR-25C, TR-25EF, TR-25F, TR-26, TR-26C, TR-26EF, TR-26F, TR-27, .
DK TR-28, TR-28C, TR-29, TR-29C, TR-29F, TR62C, TR-224, TR-224C, TR-256C, b33
s TR-257C, TR-258C, TR-258SC, TR-259C, TR-601, TR-602 Yes
ST PN L33
N - WF-30 N
£ - WR-12, WR-13, WR-13C, WR-13CA, WR-14, WR-31F, WR-13SC, WR-S31F }Q
SN NG
“Z 1| Bip imeHiTa 3a Aopy4eHHam / On behalf of MANI, INC */Q d
=~ DOupextop TOB «®APMA KOHCAITTUHI» / «:‘1‘\" YH 4 %, R
/1 Director of PHARMA CONSULTING LLC /fj;}w;* ;{;x : o
AT : ~ i g d 2.%,
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