3aranbHa Ha3Ba BUpOOY:
Common name of medical device:
Iepenixk BupoGiB:

List of products:

BupobGuuk:
Manufacturer:

YnoBHOBaXkeHHIi NPeACTABHUK B
Ykpaiui:

Authorized representative in Ukraine:

Knacudikauis
Classification

Ilpouenypa ouiHkH BiXnmoBixHOCTiI:
Conformity Assessment Route:

Ceprudikaru:
Certificates:

IMpusnadennii oprax 3 OUiHKH
BianosiaHocTi T2 Horo
inenTHdikaniinuii Koa
Conformity assessment body with its
identification number:

Jexnapauis npo BianoeigHicTe
(Declaration of conformity)

Crepu/ibHi 0AHOPA30Bi FOIKH /sl JIeHTaILHOT aHecTe3il/
Sterile, disposable needle for dental anesthesia
IuB. Tonatok 1 no wiei Jleknapauii npo BiAnoBiAHICTh
See Annex 1 to the Declaration of conformity

Tecnofar s. p. a.

TexHodap c.m.a.

Via della Battaglia, 17-23014 Delebio (SO), Italy
Bia nenna Barrarnia, 17-23014 Jene6io (CO), Itanisa

TOB «MaiicTepaeHT»

ByJ1. €. Konosansus, 32 B, nit. A, M. Kuis, 01133, Ykpaina
Ten. (044) 334-74-34

e-mail: info@masterdent.com.ua

«Masterdent» LLC

E. Konovaltsya str., 32-B, office A, Kyiv, 01133, Ukraine
Tel. (044) 334-74-34

e-mail: infol@masterdent.com.ua

Knac Ila 3rigno IMynkry 14 Jlogatky 2 TexHiYHOro perjiaMeHTy MOIo
MeAuuHuX BupoOiB, 3aTBepiukeHoro I[locranorow Kabinery MiuicTpis
Vkpainu Ne 753 Bin 2 xostHst 2013 p.

Class lla according ltem 14 to Annex 2 of Technical regulation on Medical
devices approved by Resolution of Cabinet of Ministers of Ukraine Ne 753 on 2
October 2013

Jonarox 6 ta lomarok 8 TexHIYHOrO pernaMeHTY LIOAO MEIMYHHX
BupoOiB, 3arBepmxkeHoro I[loctanoBorwo Kabinety MiHicTpiB VYipainu

Ne753 Bin 2 xoBTHs 2013 p.
Annex 6 and Annex 8 of Technical regulation on Medical devices approved by
Resolution of Cabinet of Ministers of Ukraine Ne 753 on 2 October 2013

UA.TR.120
Ceprucikar ouinku BignosigHocti Ne PR.466-22
Certificate assessment of conformity Ne.: PR. 466-22

Crpok aif ceprudikara ouinku BignosigHocti 19.10.2027
Certificate assessment of conformity is valid until: 19.10.2027

TosapueTBO 3 00MekeHO BiANOBinanAbHICTIO
«IMITPYB MEJHUKEJI»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

Tecnofar s. p. a. reknapye BUkoHaHHs BuMor Jloaatky | 10 TeXHIYHOTO PErIaMENTy MOAO MEMHHUX BUPODiB, 3aTBepmKeHoro [10CTaHOBO

Kabinety Ykpainu Ne 753 Bin 2 sxosTHs 2013 p.

Tecnofar s. p. a. declares the fulfillment of requirements of Annex I to Technical regulations on Medical devices, approved by Resolution of
Cabinet of Ministers of Ukraine Ne 753 on 2 October 201 3.

}f % Z TECNOFAR s.p.A.
’ : Via Al Piano, 54/A
DONA (S0)

[inmuc G.F./ P.IVA: 00080560147
Signature

Jara nignucy:

Date of signing:25.10.2022

CEO/T enepanbuuii aupextop Piero Dell’Oca
Ha3ssa nocanm, ITIB

Position, Full Name

Hara: 25-10-2022

Date: 25-10-2022

Pepakuisi:

Version:2
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Jexnapauis npo BilnoBiAHiCTHL
(Declaration of conformity)
Honartok 1
Annex 1

HasBa menu4uHoro BHpo0y aHrJiificbKoI0
Ne MOBOIO
Name of medical device in English

Ha3sea Meau4yHOro BUpo0y yKpaiHCbKO010 MOBOIO
Name of medical device in Ukrainian

MASTER dental needle 30G 0,3x16 mm sterile

Cromatonoriuni ronku Master po3mip 30G 0,3x16 MM
CTEPHIbHI

MASTER dental needle 30G 0,3x25 mm sterile

Cromaronoriusi ronku Master po3mip 30G 0,3x25 mMm

2 CTepPHJIbHI

3 MASTER dental needle 27G 0,4x36 mm sterile Cromarosorivni ronku Master posmip 27G 0,4x36 MM
CTEpPUIbHI

4 MASTER dental needle 30G 0,3x12 mm sterile Cromaromnoriuni ronku Master posmip 30G 0,3x12 MM

CTEepPUIIbHI

/MA?PEﬁ) %43\ e

Mignue ~ 23020 GORDONA (S0)
Signature C.F./ P.IVA:00080560147

CEO/TI"enepanbuuii aupextop Piero Dell’Oca
Hazsea nocanu, IT16
Position, Full Name

Hara: 25-10-2022

Date: 25-10-2022

Penakuin: 2

Version:2
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