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OEKTTAPALUIA MPO BIANOBIAHICTL
DECLARATION OF CONFORMITY

(Pedakuis / Version 1)
. M. Opeca No. 1710-23 17.10.2023

Bupo6uuk: MAHI, IHK.,
8-3 Kinoxapa lugacrpian napk, YuyHsomis, Toriri, 321-3231, AinoHis,

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

NPeacTaBneHnin  yNnOBHOBaXeHMM nNpeacTaBHMKOM B Ykpaini: TOB  «®APMA
KOHCAJTTUHIM», Ykpaika, 65031, m. Oaeca, syn. [lopoxHa, 25, koa €APMNOY 41209050, Ten.
+38-048-734-34-00, 8 ocobi aupexTopa CasaHcekoro C.B., wo aie 3a gosipexictio Ne 6/H Big
21.04.2023,

represented by the authorized representative in Ukraine: PHARMA CONSULTING LLC.,

25 Dorozhna str., Odesa 65031, 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
,21 04.2023,

anBep.q)Kye. O MeauuHi BUpoOKU: CTOMaTONOriYHi @eHAONOHTUYHI IHCTPYMEHTH, HaBeeHi B
‘ Hoaatky Ne 1 ao aaxoi [leknapauii npo BiANOBIAHICTD,
f Knac |, HectepuniHi, Toprosoi mapku MANI,
SIKi BATOTOBNAOTLCH HA BUPOBHUYMX NOTYKHOCTSX:
‘conﬂrms that medical devices: Dental Endodontic Instruments indicated in Annex No.1 to this
;Declaration of Conformity, class I, non-stenile, MANI brand, produced at the following
manufactunng sites:

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

l MANI, INC., Takanezawa Factory, 743 Nakaakutsu, Takanezawa, Tochigi, 329-1234, Japan,

MANI HANOI CO., LTD., Pho Yen Factory, Vang Residential Group, Tan Huong Ward, Pho
; Yen City, Thai Nguyen Province, Vietnam,

BiANOBIAaOTL BuMOram [logatky 8 TexHiYHOro pernameHTy LWoao0 MeauyHux BupobGis,
3aTeepaxeHoro [locraHosolo KMY Ne 753 Big 02.10.2013 p., Ha eTtanax npOEKTyBaHHS,
BupoOHUUTBaA, 30epiraHHs Ta peanisauii. TexHiyHa JAOKyMeHTauis Ha MeauyHi Bupobu
pospobneHa Ta BnpoBagxeHa. BupoOGHWMK Aeknapye BWKOHAHHSA OCHOBHMX BWMMOr LWOAO0
MeanyHuX BUpoOBiB 3rigHO AoaaTtKy 1 TeXHIYHOro pernameHTy.

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, storage and sales. Technical documentation for the medical devices has
\been developed and implemented. The manufacturer declares the fulfillment of the basic
rrequirements for the medical devices according to Annex 1 of the Technical Regulation.

Tepmin aii po / Valid till 21.04.2028.

[eknapauilo cknaaeHo nij BUKMIOYHY BiANOBIAaNbHICTL BUPOGHUKA.

\This Declaration is made under the sole responsibility of the manufacturer.
|
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% 53 DAk
s R Hassa meguuHoro Bupoby aHrnincLkoi Hassa meguyHoro Bupoby ykpaiHCbKOK MOBOKO/ a4
N mosoto/ Medical device description in English Medical device description in Ukrainian X7
<41 | MANI BARBED BROACHES Mynsnoekcrpakropu MAHI Bt
A # 000, 00, 0, 1, 2, 3, length 52 mm Ne 000, 00, 0, 1, 2, 3, A0BXMHOIO 52 MM NS
D2 <3
“~ 42" | MANI D FINDERS I ®AIHAEPC MAHI E\ «
:;,} Q # 08, #10, #12, #15, length: 21, 256 mm Ne 08, 10, 12, 15, poBxuHow: 21, 25 MM tj Q
. _}|'3. [ MANIFLARE FILES ®NEEP GANNN MAHI (5
LS #15, #20, #25, #30, #35, #40, #45, #50, #55, | Ne 15, 20, 25, 30, 35, 40, 45, 50, 55, 60, 15-40, D2
s #60, #15-40, length: 21, 25 mm AOBXMHOK: 21, 25 MM (o
s+> <[ 4. | MANIFLARE FILES type MEDIUM ®NEEP ®ANNN MAHI Tun MELIYM D2
RN #12, #17, #22, #27, #32, #37, #12-37, Ne 12, 17, 22, 27, 32, 37, 12-37, so
$:{4 length: 21, 25 mm AOBXUHOIW: 21, 25 MM <3
“ 4’5, | MANIFLARE FILES NiTi ®NEEP ®ANNN MAHI Hikenb-TUTaHOBI sl
DI #15, #20, #25, #30, #35, #40, #15-40, Ne 15, 20, 25, 30, 35, 40, 15-40, G
-9k~ length: 21, 25 mm AosxuHoOW 21, 25 MM -4
s+»£4| 6. | MANI FLARE SPREADERS ®NEEP CNPEAEPW MAHI s G
2 #15, #20, #25, #30, #35, #40, #15-40, Ne 15, 20, 25, 30, 35, 40, 15-40, et
&9 ,\3 length: 21, 25 mm AOBXUHOW: 21, 25 Mm T) <’
M7 | MANIH-FILES ALL-GANNW MAHI e
DL #08, #10, #15, #20, #25, #30, #35, #40, #45, | Ne 08, 10, 15, 20, 25, 30, 35, 40, 45, 50, 55, 60, 70, s G
ats #50, #55, #60, #70, #80, #90, #100, #110, 80, 90, 100, 110, 120, 130, 140, 15-40, 45-80, 90-140, | | I~ =
SN #120, #130, #140, #15-40, #45-80, #90-140, | gosxuHow: 18, 21, 25, 28, 31 MM R
LN length: 18, 21, 25, 28, 31 mm v
,,} 6 8. | MANI H-FILES Type MEDIUM ALL-®AVNN MAHI Tun MELIYM ;Q
2% #12, #17, #22, #27, #32, #37, #12-37, Ne 12, 17, 22, 27, 32, 37, 12-37, ot
S3X 74 length: 21, 25 mm AOBXUHOIO: 21, 25 MM 9 23
<48 | MANI H-FILES NiTi ALL-OANN MAHI HiKens-THTaHOBI s
o shr #15, #20, #25, #30, #35, #40, #15-40, Ne 15, 20, 25, 30, 35, 40, 15-40, N A
2 length: 21, 25 mm AOBXMHOI: 21, 25 MM 5503
sE {;' 10. | MANI K-FILES K-GANNA MAHI ,}Q
23 #08, #08, #10, #15, #20, #25, #30, #35, #40, | Ne 06, 08, 10, 15, 20, 25, 30, 35, 40, 45, 50, 55, 60, Ok
RIoh5 #45, #50, #55, #60, #70, #80, #90, #100, #110, | 70, 80, 90, 100, 110, 120, 130, 140, 15-40, 45-80, A
AR #120, #130, #140, #15-40, #45-80, #90-140, 90-140, goexuHolo: 18, 21, 25, 28, 31 MM AN
*\4 length: 18, 21, 25, 28, 31 mm - ;\4
<411, | MANI K-FILES type MEDIUM K-GAANU MAHI Twn MEAIYM O
5 #12, #17, #22, #27, #32, #37, #12-37, Ne 12, 17, 22, 27, 32, 37, 12-37, QG
eAN length: 21, 25 mm AOBXUHOIO 21, 25 MM N
-~ 71| 12| MANI K-FILES type GLIDE FINDERS K-®ANU MAHI Tun rNANAT GAIHAEPC R0
2 RN #08, #10, #12, #15, length: 21, 25 mm Ne 08, 10, 12, 15, aoBXMHOIO 21, 25 MM e
s 724/ 13 | MANIMICRO FILES TYPE F MIKPO ®AWNWA MAHI Tun ® N
AN #15, #20, #25, #30 Ne 15, 20, 25, 30 I
s+ <4 [ 14" [ MANIMICRO FILES TYPE H MIKPO ®ANNA MAHI Tun ALL 9{.
N #08, #10, #15, #20, #25, #30, #35, #40, #15-40 | Ne 08, 10, 15, 20, 25, 30, 35, 40, 15-40 ot
*} {5 15. | MANI MICRO FILES TYPE K MIKPO ®ANNW MAHI Tvn K D&
v #08, #10, #15, #20, #25, #30, #35, #40, #15-40 | Ne 08, 10, 15, 20, 25, 30, 35, 40, 15-40 fRass
T, I 4\~ L3
‘N6, | MANI PLUGGERS MNATEPU MAHI e
Q0 #15, #20, #25, #30, #35, #40, #15-40, Ne 15, 20, 25, 30, 35, 40, 15-40, e
ez d length: 21, 25 mm AOBXUHOIO: 21, 25 MM [o} &
SN v oo
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Ne Hassa meguyHoro sBupoby aHrnincoKo

mosoto/ Medical device description in English

Hassa meauuHoro supoby ykpaiHCbKo MOBOI/
Medical device description in Ukrainian
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17. | MANI REAMERS
#06, #08, #10, #15, #20, #25, #30, #35, #40,

#120, #130, #140, #15-40, #45-80, #90-140,
length: 18, 21, 25, 28, 31 mm

#45, #50, #55, #60, #70, #80, #90, #100, #110,

PIMEPU MAHI

Ne 06, 08, 10, 15, 20, 25, 30, 35, 40, 45, 50, 55, 60,
70, 80, 90, 100, 110, 120, 130, 140, 15-40, 45-80,
90-140, gosxuHoio: 18, 21, 25, 28, 31 mm

W
™

V4

o

18. | MANI REAMERS Type MEDIUM
#12, #17, #22, #27, #32, #37, #12-37,
length: 21, 25 mm

PIMEPU MAHI Tun MEQIYM
Ne 12, 17, 22, 27, 32, 37, 12-37,
AO0BXUHOW: 21, 25 Mm

W6 W8
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o

19. | MANI RT FILES

#15, #20, #25, #30, #35, #40, #45, #50, #55,
#60, #70, #80, #15-40, #45-80, length 21, 25,
28, 31 mm

PT ®AUNU MAHI
Ne 15, 20, 25, 30, 35, 40, 45, 50, 55, 60, 70, 80,

15-40, 45-80, goexuHowo 21, 25, 28, 31 Mm
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| 20. | MANI SHORT BARBED BROACHES
#1,2 3,4,5,6, 1-6, 2-4,
length 21, 30 mm

Koportki nynbnoekcrpakropu MAHI
Ne1, 2 3 4,586, 1-6, 2-4,
AosxuHow 21, 30 Mm

21. | MANI SPREADERS
#15, #20, #25, #30, #35, #40, #15-40,
length: 21, 25 mm

CMPEOEPU MAHI
Ne 15, 20, 25, 30, 35, 40, 15-40,
AOBXMHOK 21, 25 MM

22. | MANI SQUARE BROACHES
# 000, 00, 0, 1, 2, 3, length 52 mm

KsagpatHi nynsnoekcrpakropu MAHI
Ne 000, 00, 0, 1, 2, 3, goBXunHOW 52 MM
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