Ne MEC-04 Penakitis NeO)]
JEKJIAPALIS ITPO BIATIOBIAHICTD o MR Revision W]
Declaration of Conformity 4HHHOCTI 28.06.2024
Effective date:
Mu, Mexktpon C.m.A., We, Mectron S.p.A.,

3HaX0JAMMOCH 3a aApeColO:

Bia Jlopero, 15/A, 16042

JEKJIapy€eMO TIPO HaCTYITHE:

located at
Via Loreto, 15/4, 16042 Carasco (GE), Italy
herewith declare that

Kapacko (I'e), Itanis

MenauuHi BUpoOu:
Medical devices

[Tepenix BUpoOiB:
List of products:

BupobHuk:
Manufacturer:

VIOBHOBa)XEHHII TPEICTABHUK B
VpaiHi:

Authorized representative in
Ukraine:

Knacudikauis 3riaHo aomatky 2,
TexHIYHOrO  perjamMeHTy  LIOoA0
MeIMYHUX BUPOOIB:

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

BureBkasaHi BUpPOOH
BIANOBIAIOTH OCHOBHUM BUMOTam
JUIs MEIMYHUX BUPOOIB 3rifHO:

The above products meet the
essential requirements  for
medical devices according to:

OpraH 3 OUIHKH BiIMOBiAHOCTI:
Conformity assessment body:

02059, Kyiv, la Drahomanova street, of. 2; Tel. +38 067 5950230;

Hacaaku 6aratopazoBoro 3acTocyBaHHs JUls CKalepiB
Reusable inserts for scalers

Jlus. nonatok (60 HaliMeHyBaHb)
See Annex (60 items)

Mexktpoh C.m.A.

Mectron S.p.A.

Bia Jlopeto, 15/A, 16042 Kapacko (I'E), ITanis
Via Loreto, 15/A, 16042 Carasco (GE), Italy
Tel./Ten.: +39 0185 35361

Email/EnekTpoHHa nowTa: mectron@mectron.com

[Mpusarhe mianpueMctBo «IamiT

Byn. 15 KBiths, 6€, c. Baiikisui, TepHoninbcbkuii paiton, Teproninbehka o6nacth, 47711,
VYkpaina;

Ten.: 0 800 502 998; Enektponna nowra: office@galit.te.ua; inteprer: www.galit.te.ua
Private Company «Gality

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

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

Knac I1a

Class Ila

|

TeXHIYHOrO periaMeHTy L1010 MeANYHUX BUPOOiB (3aTBepkeHnii [Toctanosoto KMV Bin
02 xoBTHs 2013 poky Ne753) — Jlonatok 1. 3actocoBana npoieaypa OLiHKH BiANOBIAHOCTI
srigHo Jlomatky 3: 3aGe3neueHHs (yHKLIOHYBaHHA KOMILIEKCHOT CHCTEMM YIpaBJiiHHs
AKICTIO (32 BUHATKOM MNEPEBIPKU MPOEKTY) 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 06MexkeHoto BinnosiaanbHicTio « YKPMEIICEPT»:

02059, m. Kuis, Bya. [lparomatoBa, la, od. 2; Ten. +38 067 5950230

Homep npuzHaueHoro oprany NeUA.TR.099

UKRMEDCERT, Limited Liability Company;

Conformity assessment body No. U.A.TR.099

TexHiuHa JOKYMEHTaLlis Ha MeAMYHUI BUPIO po3pobiieHa Ta
BNIpoBa/DKeHa. Jlekapaltis BiANoBiAHOCTI ckianeHa Ha
nijacrasi ceprudikary BianosiaHocti No UA.MD.559-24 sin
28.06.2024 Ta i noBHy BiAMOBIAILHICTH BUPOOHWKA

Jlana neknapatiis € ynHHa 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 responsibilitv of the
manufacturer.

This declaration is valid until 27.06.2029

nekiapaii BiAmOBiAHOCTI

Responsible for compiling and issui
declaration of conformity

Ilata Date 28.06.2024
Jupekrop

Director

BinnosinanbHul 3a cKIagaHHs 1 BUAAHHA

P WE
“Qv;‘“

[pusare nianpuemctso “lanit”
Private Company “Galit"

o,
por LI

3osotuit Bonoanmup [etposny
Zolotyi Volodymyr Petrovych

00.'
Ceppsna®t

Cmopinka | 3 3




JEKJAPALS TTPO BIAOBIIHICTD

Declaration of Conformity

Penakiin N0/
Revision #01

Ne MEC-04
No: MEC-04

Jlata HaOpaHHs
UHHHOCTI:
Effective date:

28.06.2024

.

|

Jlonatok 10 aeknaapauii
Annex to declaration

Ne # |Karanorosmii Ha3zsa MeanuHoro Bupody anrJiiicobkoto | Haspa meauyHoro BHPOOY YKPAiHCHLKOI MOBOIO
HOMEp MOBOIO Name of medical device in Ukrainian
REF # Name of medical device in English
i 02960001 Sl Sl
2 02960009 S1-S S1-S
34 02960002 S2 S2
4. 02960003 S3 S3
5t 02960004 S4 S4
6. 02960005 S35 S5
7k 02960006 S6 S6
8. 02970001 Pl Pl
9. 02970002 P2 B2
10. 02970003 P3 B3
Ll 02970004 P4 P4
12, 03080001 P10 P10
13: 03080002 R Pl
14, 03080003 P12 P12
15. 03080004 P13 P13
16. 03080005 P14 P14
78 03080006 P15 P15
18. 03080007 P16R P16R
19 03080008 P16L PI6L
20, 02350001 El 2]
21 02350002 E2 B2
22 03450001 ERI i ERI
23. 03450002 ER2 ER2
24. 03450003 ER3 ERS
25, 03450004 ER4 ER4
26. 03450005 ERS ERS
VA 03050001 R1 R1
28. 03050002 R2 R2
29. 03050003 R3 R3
30. 03050004 R4 R4
3. 03050005 RS RS
32. 03050006 RD3 RD3
33 03050007 RD4 RD4
34. 03050008 RDS RDS
33, 03130001 MEI ME|
36. 03130002 ME?2 ME?2
37 03130003 ME3 ME3
38. 02190003 CMI CMI
39, 02190004 CM2 CM2
40. 02190001 CM3 CM3
41. 02190002 CM4 CM4
42. 02990001 Dl DI
43. 02990002 D2 D2
44. 02990003 D3 D3
45. 02990004 D4 D4
46. 03570004 ICS ICS
47. 02900112 ICI 1C1]
48. 03570001 DBI DBI
49. 03590001 TA12D60 TA12D60

Cmopinka 2 3 3



Ne MEC-04 Pcuz}ngum Ne()] "
JEKJAPAILS [TPO BIAIOBIAHICTH oL MEC 04— Reviston ot
Declaration of Conformity t/mﬂgnocﬂ-i 28.06.2024 ‘
“[fective date:

50. 03590004 TA12D90 TA12D90
Sl 03590002 TA14D60 TA14D60
52, 03590005 TA14D90 TA14D90
33. 03590007 TA14D120 TA14D120
54. 03590003 TA16D60 TA16D60
5. 03590006 TA16D90 TA16D90
56. 03590008 TA16D120 TA16D120
87, 03590010 TF12D60 TF12D60
58. 03590012 TF12D90 TF12D90
39, 03590011 TF16D60 TF16D60
60. 03590013 TF16D90 TF16D90

BianoBinaabHUit 3a CKIaJaHHs | BUAAHHSA
nekJapaii BiANOBiAHOCTI

sEESg,
Responsible for compiling and issui@g‘ﬁq'gg mﬂf'l/:"o,
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[Mpusare nianpuemctso “Tanit”
Private Company “Galit”

3onotuit Bonoaumup INetposuy

Cmopinka 3 3 3




