HMexyapanis npo BignoBigHicTs Ne 05
(Declaration of conformity # 05)

3araieHa Ha3Ba BHpoOY:
Common name of medical device:

Hepenix BUpoOiB:
List of products:

Bupo6ank:
Manufacturer:

VrioBHOBAaKeHWIT MpeICTABHAK B YKpaiHi:
Authorized representative in Ukraine:

Knacudikamis:
Classification:

IIpouexypa oumiHKH BignmoBigHOCTI 10
TexXHITHOTO peraMeHTy MO0 METUIHUX
BUp06iB 3aTBepIKeHOr0 [TocTanoBo KabineTy
Minictpie Ykpainu Ne 753 Bix 2 sxoBTHS 2013
POKY:

Conformity Assessment Route according to
Technical regulation on Medical devices
approved by Resolution of Cabinet of Ministers of
Ukraine Ne753 on 2 October 2013

HomMep ceprudikaTa BigmoBinHocTi:
Certificate registration number:

IIpu3HaYeHWi opraH 3 OLiHKH BiNMoBixHOCTI
Ta ¥oro igeHTH(iKamiiiaui KoI:

Conformity assessment body with its
identification number:

HaxoneuHuku abpasueHoi nogimpaAHO-poO3nUI08WIbHOL CUCMEMY
(Oonomixchi 3acodu / Komnnekmyroui)
Dental abrasive air jet system handpiece (accessories / auxiliary)

Jus. Jonatok 1 mo wmiel exyapamii mpo BiAMORiqHICTE
See Annex I to the Declaration of conformity

HAKAHIIII IHK.

700 Limorinata, Kanywma, Towiri, 332-8666, SAmoHis
NAKANISHI INC.

700 Shimohinata, Kanuma, Tochigi, 332-8666, Japan
TOB «IKEPEJIO-YKPATHA»

01033, Vkpaina, M. Kuis,

Bymurg orta Pycrageni 33-5, H/TT 27

Kon €IPTIOY 37143261

e-mail: uarep@jerelo.nl

«JERELO-UKRAINA» LLC

33-B, Shota Rustaveli Street, Office No. 27,

Kyiv, Ukraine 01033

Code 37143261

e-mail: uarep@jerelo.nl

Knac Ila
Class 11a

HMonatox 3 TexHiYHOrO perinaMeHTy ION0 MEIHYIHHUX BHPOOIB,
3aTBepkeHoro ITocranoBoro Kabinery MiHnicTpiB Ykpainu Ne753 Bim 2
xoBTHA 2013 p.

Annex 3 of Technical regulations on Medical devices, approved by
Resolution of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

Ceprudikar BigmosimHocTi Ne PR.679-25

Certificate of conformity Ne PR.679-25

Crpok nii ceprudikara BignoBimHOCTI 10 25 TpasHs 2030
Certificate of conformity is valid until: 25 May 2030

TOB «IMITPYB MEJIMKEJI»

IMPROVE MEDICAL LLC

UA.TR.120

HAKAHIIII THK. neknmapye BHKOHaHHS OCHOBHHX BHMOI IIONO MEIWYHOTO BHpoOy, 3rimHo Homatky 1 TexHigHOTO
periaMeHTy o0 MEIWYHUX BUPOOiB, 3aTBepmkeHoro [ToctanoBoro Kadinery Minictpir Yipainu Ne753 Bin 2 xoBTHs 2013
NAKANISHI INC. declares the fulfillment of basic requirements for medical devices, according to Annex I of Technical
regulations on Medical devices, approved by Resolution of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.

Micne Bunayi: Kanyma, AAnonis
Place of issue: Kanuma, Japan

HMara mimmucy: 15 cepras 2025
Date of signing: 15 August 2025

/ Masaaki Kikuchi Corporate Vice President Quality &

Ilignmc ynmoBHOBaxkeHoT 0co6H
Signature of Authorized person
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Jexnapamnis npo simnosigaicte Ne 05
(Declaration of conformity # 05)
Jonmatox 1
Annex 1

Dental abrasive air jet system handpiece - HakoHegHnKky a6pa3nBHOI NOBITPSHO-PO3MILTIOBAILHOT CHCTEMU
(momoMickHi 3ac00H / KOMILIEKTYI0i)

1 | Dental abrasive air jet system handpiece ProphyMate | HakoHegHUK aOpa3uBHOI MOBITPSTHO-PO3MTIOBATBEHOT
neo PMNG-PTL-P cuctemu ProphyMate neo (ITpodi Meiit Heo) PMNG-
PTL-P
2 | Dental abrasive air jet system handpiece ProphyMate | HakoHedHHK abpa3uBHOI MOBITPSHO-PO3MTIOBAILHOT
neo PMNG-KV-P cuctemu ProphyMate neo (ITpodi MeitT Heo) PMNG-K V-
P
3 | Dental abrasive air jet system handpiece ProphyMate | HakoHedHuk abpa3sdBHOT MOBITPSIHO-PO3MIAITIOBAIBHOT
neo PMNG-SR-P cucremu ProphyMate neo (ITpodi Meiit Heo) PMNG-SR-
P
4 | Dental abrasive air jet system handpiece ProphyMate | HakoHeuHHK abpa3uBHOI MOBiTPSHO-PO3MITIOBATBEHOT
neo PMNG-WH-P cuctemu ProphyMate neo (ITpodi Metit Heo) PMNG-WH-
P
5 | Dental abrasive air jet system handpiece ProphyMate | HakoHedHUK abpa3sdBHOI MOBITPSIHO-PO3MTIOBAIBHOT
neo PMNG-BA-P cuctemu ProphyMate neo (ITpodi Meiit Heo) PMNG-BA-
P
6 | Dental abrasive air jet system handpiece ProphyMate | HaxoHeyHMK aOpa3uBHOI OBiTPSHO-PO3MMITIOBATEHOT
neo PMNG-M4-P cucremu ProphyMate neo (ITpodi Meiit Heo) PMNG-M4-
P
7 | Dental abrasive air jet system handpiece ProphyMate | HakoHegHuK abpasdBHOI OBITPSTHO-PO3MITIOBAIBHOT
neo PMNG-B2-P cuctemu ProphyMate neo (TIpodi Meiit Heo) PMNG-B2-
P
8 | Dental abrasive air jet system handpiece Perio Mate HaxoHedHuK abpa3zuBHOI MOBITPSIHO-PO3MATIOBAIBHOT
PER-PTL-P cucremu Perio Mate (ITepio Meiit) PER-PTL-P
9 | Dental abrasive air jet system handpiece Perio Mate HaxoHe4yHUK abpa3uBHOT MOBITPSIHO-PO3MUITIOBATEHOT
PER-KV-P cuctemu Perio Mate (ITepio Me#it) PER-KV-P
10 | Dental abrasive air jet system handpiece Perio Mate HakoHedHUK abpa3sHBHOI MOBITPSIHO-PO3MIITIOBAITEHOT
PER-SR-P cuctemu Perio Mate (ITepio Meiit) PER-SR-P
11 | Dental abrasive air jet system handpiece Perio Mate HaxoHeuHuK abpa3uBHOI MOBITPSIHO-PO3MITIOBATIBHOT
PER-WH-P cucremu Perio Mate (ITepio Meiit) PER-WH-P
12 | Dental abrasive air jet system handpiece Perio Mate Haxoneunuk abpa3uBHOI MOBITPSTHO-PO3MMTIOBATTEHOT
PER-BA-P cuctemu Perio Mate (ITepio Meiit) PER-BA-P
13 | Dental abrasive air jet system handpiece Perio Mate HaxoHeqHMK abpa3uBHOI HOBITPSTHO-PO3MITIOBATEHOT
PER-M4-P cuctemu Perio Mate (ITepio Meiit) PER-M4-P
14 | Dental abrasive air jet system handpiece Perio Mate HakoHedHUK abpa3sHBHOI OBITPSIHO-PO3MIITIOBAITEHOT
PER-B2-P cucremu Perio Mate (TTepio Meiit) PER-B2-P
15 | Dental abrasive air jet system Tips Pack Perio Mate HakoHeyHMK abpa3uBHOT MTOBITPSHO-PO3MITIOBAIBHOT
Nozzle Tip cucremu Pack Perio Mate Nozzle Tip (ITek ITepio Meitr
Hozzn Tim)
16 | Dental abrasive air jet system Tips Pack Habip Hacamok [y HaKOHeuHMKa abpa3uBHOI OBITPSHO-
PO3MIUTIOBATILHOI CHCTEMH
17 | Dental abrasive air Nozzle 60 ProphyMate neo Hocux 60 rpamyciB HaKOHeUHHKa abpa3uBHOT MOBITPSHO-
PO3MILTIOBATBHOIL cucTeMu ProphyMate neo (IIpodi Meiir
HEeOo)
18 | Dental abrasive air Nozzle 80 ProphyMate neo Hocux 80 rpamyciB HakOHEUHHKA 20pa3UBHOT MOBITPSHO-
po3mamoBanbHOI cucteMu ProphyMate neo (TTpodi Meiit
HEOo)
19 | Dental abrasive air Nozzle JET Perio Varios Combi Hocuk HakoHeYHUKa abpa3uBHOT OBITPSHO-
Pro posmwnoBanbHOi cucteMu JET Perio Varios Combi Pro
(TIepio Bapioc Kom6i IIpo)
20 | Dental abrasive air jet system handpiece Varios Hakoneunrk abpa3uBHOT IOBITPSHO-PO3MTIOBAIEHOT
Combi Pro crucreMHu Varios Combi Pro (Bapioc Komb6i ITpo)
21 | Dental abrasive air jet system handpiece ProphyMate | HakoHeuHuK abpa3uBHOI IOBITPSHO-PO3ITITIOBAIBHOT

neo PMNG-SR-P

cuctemu ProphyMate neo (IlpodiMeiit Heo) PMNG-SR-P
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22 | Dental abrasive air jet system handpiece ProphyMate | HakoHeuHHK abpa3uBHOI OBITPSHO-PO3MIATIOBAIBHOT
neo PMN-HP cucremu ProphyMate neo (TIpodiMeiit Heo) PMN-HP
23 | Dental abrasive air jet system handpiece ProphyMate | HakoHedHVK abpa3uBHOT MOBITPSHO-PO3MATIOBATEHOT
neo PMNW-B2-P cucremu ProphyMate neo (TIpodiMeiit Heo) PMNW-B2-P
24 | Dental abrasive air jet system handpiece ProphyMate | HakoHeuHHK abpazuBHOT OBiTPSHO-PO3TITIOBATEHOT
neo PMNW-BA-P cuctemu ProphyMate neo (ITpodiMeiit Heo) PMNW-B2-P
25 | Dental abrasive air jet system handpiece ProphyMate | HakoHedHWK abpa3uBHOI MOBITPSHO-PO3MTIOBATBHOT
neo PMNW-KV-P cuctemu ProphyMate neo (TIpodiMe#it Heo) PMNW-K V-
P
26 | Dental abrasive air jet system handpiece ProphyMate | HakoHedHHK abpa3suBHOI MOBITPSHO-PO3IMITIOBAIEHOT
neo PMNW-M4-P cuctemu ProphyMate neo (ITpodiMeiit Heo) PMNW-M4-
P
27 | Dental abrasive air jet system handpiece ProphyMate | HakoHedHHK abpa3suBHOI MOBITPSHO-PO3IIUTFOBAIBHOL
neo PMNW-PTL-P cuctemu ProphyMate neo (ITpodiMeiit Heo) PMNW-
PTL-P
28 | Dental abrasive air jet system handpiece ProphyMate | HakoHedHHK abpa3uBHOI MOBITPSHO-PO3MITIOBATBEHOT
neo PMNW-SR-P cuctemu ProphyMate neo (ITpopiMeiit Heo) PMNW-SR-
P
29 | Dental abrasive air jet system handpiece ProphyMate | HakoHedHWMK abpa3uBHOI MOBITPSHO-PO3IMITFOBATBHOT
neo PMNW-WH-P cuctemu ProphyMate neo (ITpopiMeiit Heo) PMNW-WH-
P
30 | Dental abrasive air jet system handpiece Varios Haxoneunuk abpa3uBHOT MOBITPSTHO-PORIIITIOBATTEHOT
Combi Pro2 cucteMu Varios Combi Pro2 (Bapioc Kom6i ITpo2)
31 | Varios Combi Pro2 Prophy Kit2 IMpodi Habip Varios Combi Pro2 Prophy Kit2 (Bapioc
Kowm6i ITpo ITpodi Kit2)
32 | Varios Combi Pro2 Perio Kit2 ITepio Habip Varios Combi Pro2 Perio Kit2 (Bapioc Kom6i
[Tpo2 Iepio Kit2)
33 | Varios Combi Pro Prophy Kit ITpodi Habip Varios Combi Pro Prophy Kit (Bapioc Kom6i
IIpo TIpogi KiT)
34 | Varios Combi Pro Perio Kit ITepio Habip Varios Combi Pro Perio Kit (Bapioc Kom6i

ITpo Ilepio KiT)

Micue Bugaygi: Kanyma, Anonis
Place of issue: Kanuma, Japan

Mbgoseh—

JMara mignucy: 15 cepmas 2025
Date of signing: 15 August 2025

Masaaki Kikuchi Corporate Vice President Quality &

Iinmic ynoBHOBakeHOI 0co6H
Signature of Authorized person
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