Ne MEC-01 Penakuis N0l
JNEKJAPALLSA ITPO BIAIIOBIJHICTD gﬂfgﬁm Revision #01
Declaration of Conformity SHHHOCTI: 28.06.2024
Effective date:

Mu, MektpoH C.n.A.,
3HAXOJMMOCS 32 aPecoro:
Bia JlopeTo, 15/A, 16042 Kapacko (Te), Itanis
JIEKJIAPYEMO TIPO HACTYITHE:

We, Mectron S.p.A.,
located at
Via Loreto, 15/4, 16042 Carasco (GE), Italy
herewith declare that

BuieskasaHi
Bi[lMOBialOTh OCHOBHWM BHUMOTIaM
ISt MEANYHUX BUPOOIB 3rilHO:

The above products meet the
essential
medical devices according to:

MenuaHi BUpoOH:
Medical devices

[epenik BUPOOIB:
List of products:

BupoOHUK:
Manufacturer:

VYNOBHOBaXEHUH TMPEACTaBHUK B
VkpaiHi:

Authorized representative in
Ukraine:

Knacugikauis 3riaHo nogatky 2.
TexHiuHOTO
MeAMYHUX BUPOOiB:

Classification according to Annex 2
of technical regulation on medical
device:

pernameHTty  LOoAO0

BHPOOH

for

requirements

OpraH 3 OLIHKH BilNOBIAHOCTI:
Conformity assessment body:

TpucTpoi Uist KICTKOBOT Xipyprii i akcecyapy 10 HUX
Devices for bone surgery and related accessories ‘

JluB. 101aTOK (5 HaliMeHyBaHb)
See Annex (5 items)

MexkTpoH C.1m.A.

Mectron S.p.A.

Bia Jlopero, 15/A, 16042 Kapacko (TE), Itanis
Via Loreto, 15/4, 16042 Carasco (GE), Italy
Tel./Ten.: +39 0185 35361

Email/EslekTpoHHa noiura: mectron@mectron.com

TMpuBaTHe nianpuemcTso «lanim

By. 15 KsiThs, 6€, c. Baiikisui, TepHoninbCbkHil paioH, TepHoninbebka 06nactb, 47711,
VYkpaiHa,

Ten.: 0 800 502 998; Enektponna nowrta: office@galit.te.ua; inTepHeT: www.galit.te.ua
Private Company «Galit»

6E, 15 Kvitnya St., village Baikivisi, region Ternopil, 47711, Ukraine;

Phone: 0800502998; Email: office@galit.te.ua; internet: www. galit.te.ua

Knac Ila

Class Ila

-

TeXHI4HOr0 PerjaMeHTy [0J10 MEAUTHUX BUpOGiB (3aTBEpIKEHNH [10CTAHOBOKO KMY Bin
02 xoBTHs 2013 poky Ne753) — Jlonatok 1. 3acTocoBana npoueaypa OLIHKH BiAMOBIAHOCTI
srigHo Jlomatky 3: 3aGesneueHHs (yHKLIOHYBaHHA KOMTIIEKCHOT CHCTEMH YIIPaBIIiHHS
SIKICTIO (32 BUHATKOM MEPEBipKy npoekty) Annex | of Technical regulation on medical devices,
approved by Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013. Conformity
assessment procedure followed: Annex 3: Ensuring the functioning of a comprehensive quality
management system (excluding project verification)

ToBapucTBO 3 0OMEKEHOIO ginnosinansHicTio « Y KPMEJICEPT»;
02059, m. Kuis, ByJ1. [lparomanosa, 1a, o. 2; Ten. +38 067 5950230
Homep npH3Ha4YeHOro opraHy NeUA.TR.099

UKRMEDCERT. Limited Liability Company:

02059, Kyiv, la Drahomanova street, of. 2: Tel. +38 067 5950230;
Conformity assessment body No. U.A.TR.099

TexHiuna 10KyMeHTallis Ha MearYHui BUpi0 pospolnena Ta
BRIpoBa/UKeHa. Jleknapatis BiAMOBIAHOCTI CKJIA/ICHA HA
nincrasi ceprudikary BianosiaHocti Ne UA.MD.559-24 Bin
28.06.2024 Ta 11ia noBHy BiANOBiAaIbHICTh BUPOOHHKKA

Jlana aeknapatlis € untua 10 27.06.2029 p.

The technical documentation for the medical device has been
developed and implemented. The declaration of conformity is
made on the basis of certificate of conformity No. UA.MD.559-
24 dated 28.06.2024 and under the full responsibility of the
manufacturer.

This declaration is valid until 27.06.2029

BianosiganbHuii 3a CKIaJaHHs i BULAHHS

jfexsapauii BiAmoBiaHOCTI

Responsible for compiling and issuing the

declaration of conformity

Tara Date 28.06.2024
Hupekrop

Director

TpuBaTHe mianpuemcTso “Tamit”
Private Company “Galit”
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Ne MEC:OI Penakuis Ne(/
JIEKJAPALS I1ro BIANOBIAHICTH gﬂ;":{f&i’m Revision Fi
Declaration of Conformity 4HHHOCTI: 28.06.2024
Effective date:

Joznatok 10 Aekaapauii
Annex to declaration

Ha3Ba Mean4HOro BUpody YKpaiHCbKOK MOBOH)

Ne # |KaTanorosuii Ha3Ba Mean4uHoro BUpody aHriiicbKoo
HOMeEp MOBOIO Name of medical device in Ukrainian
REF # Name of medical device in English
I 05120061 PIEZOSURGERY touch PIEZOSURGERY touch
2 05120063 PIEZOSURGERY white PIEZOSURGERY white
3 03120217 MANIPOLO PIEZOSURGERY® white | MANIPOLO PIEZOSURGERY® white
4. 03120134 MANIPOLO PIEZOSURGERY® touch | MANIPOLO PIEZOSURGERY® touch
5 03120236 MANIPOLO PIEZOSURGERY® | MANIPOLO  PIEZOSURGERY® 30BHILIHS.
EXTERNAL IRRIGATION ipurauis

BinnosiganbHuii 3a CKIaaHHs i BUIaHHA
neknapaiii BifnoBiAHOCTI
SeSfonSthle for comptlz-rzg and l:j:l.’ﬂgm,"
eclaration of conformity of %ﬂ\.\g "'ﬂﬂp;,;O,’
%,
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