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Declaration of Conformity Efnugc'ri;i | 30.12.2025

Mu, Carenek, e Komnani o8 AKTEOH ['pyn,
3HAX0MMOCS 32 aJIPECoo:
17 aB. I'ycras Eiidden, 31 ny Pape
33700 MepirHak, ®paHuis
JeKJIapyEMO PO HACTYIIHE:

We, SATELEC, A Company of ACTEON,
located at
17 avenue Gustave Eiffel, ZI du Phare 3
3700 Merignac, France
herewith declare that

MeanuHi BUpoOu:
Medical devices

[lepesnik BUpoGiB:
List of products:

BupoOHuk:
Manufacturer:

VYNOBHOBa)XXEHMUI MPEICTABHUK B
VkpaiHi:

Authorized representative in
Ukraine:

Knacudikauis 3rizHo poaatky 2,
TexHiYHOrO  pernamMeHty 1100
MeIHYHUX BUPODIB:

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

BuiueskasaHi BUpOOH
Bi/INOBiZAIOTH OCHOBHHUM BHUMOTaM
1U1Sl MEAMYHKX BUPOOIB 3riHO:

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

OpraH 3 OLIHKH BiAMOBIAHOCTI:
Conformity assessment body:

HaGopu mis ipurauii crepuibHi
Sterile irrigation sets

JuB. nonatok (5 HaliMeHyBaHb)
See Annex (5 items)

Carenek, e Komnani o8 AKTEOH I'pyn

SATELEC, A Company of ACTEON

17 aB. I'ycras Eitdden, 31 ny @ape 33700 Mepirnak, ®pantiis
17 avenue Gustave Eiffel, ZI du Phare 33700 Merignac, France
Tel./Ten.: +33 (0) 556 349 266

Email/Enexrponna nowra: info@acteongroup.com

InTepHeT / Internet: www.acteongroup.com

[TpuBarHe nianpuemcTso «I amim»

ByJ1. 15 KBiTHA, 6€, c. BaiikiBui, TepHoninecbkuii paiton, TepHominbcbka 06nacts, 47711,
VkpaiHa;

Ten.: 0 800 502 998; Enexrponna nowra: office@galit.te.ua; intepHer: 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 | crepunbHuit

Class 1 sterile

TeXHiuHOro periameHTy 11010 MeANYHUX BUP0OiB (3aTBepkeHuii [ToctanoBoro KMV Bin
02 xoBTHs 2013 poky Ne753) — JlonaTtok 1. 3acTocoBaHa npoleaypa OLiHKH BiAMOBiAHOCTI
sriano Jlonatky 3: 3abe3neueHHs (yHKLIOHYBaHHS KOMIJIEKCHOT CMCTEMH YMpaBJliHHS
AKICTIO (32 BUHATKOM NEpPeBipKU NPOEKTY) Annex I 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)

TOB "VYkpaiucekuit Incruryt Cranaapris", 6ynunok 1, Bymuus OnekcanapiBebka, micto Kuis,
03062, Ykpaina. Homep npusnauenoro oprany UA.TR.137

LLC Ukrainian Standards Institution, address: building 1, Oleksandrivska street, Kyiv, 03062,
Ukraine. Identification number of the notified body UA.TR.137

Texniuna 1oxymMeHTaLis Ha MEAUYHUN BUPIO po3pobiieHa Ta
BrpoBa/ukeHa. Jlexiapaltis BiANOBiAHOCTI CKia/ieHa Ha
nizcrasi ceprudikary BianosiaHocti Ne R3M 250 293 B2 sin
30.12.2025 Ta nia noBHy BiAnoBigaibHicThL BUPOOHHKA

Jana nexnapauis € yunHa 10 18.08.2029 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. R3M 250 293 B2 dated 30.12.2025 and under the full
responsibility of the manufacturer.

This declaration is valid until 18.08.2029

BianosinanbHuii 3a CKjaaJaHHs | BUAAHHA
Aekjapauii BiANoBiAHOCTI

[TpuBaTtHe nianpuemctro “Iamit”
Private Company “Galit”

3onotuit Bonoaumup INetpoBuu
Zolotyi Volodymyr Petrovych
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JEKJAPALISA [TPO BUIIOBIIHICTH

Declaration of Conformity

Ne SAT-06 Penaxuis Ne02
No: SAT-06 Revision #02
Jlata HaGpaHHs

YHHHOCTI: 30.12.2025
Effective date:

Joparok 10 pexnaapauii
Annex to declaration

Ne #  |KaTtanoroBuii Hasa meanunoro Bupo0y ykpaincbkoio | Ha3ea MeanuHoro BupoGy aHIilicbKoo MOBOKO
HOMep MOBOI) Name of medical device in English
REF # Name of medical device in Ukrainian
1. F59905 Jlinii ana ipuranii ynisepcansii STE/10 | LIGNE IRR. UNIVERSELLE STE/10
2. F59925 Jlinii s ipurauii M+ X 5 LIGNE IRRIGATION M+ X 5
3. F59926 JliniT ang ipurauii M+ X 1 LIGNE IRRIGATION M+ X 1
4. F59935 Tpy6ku mnsa ipurauii 5 B yn. P.S|IRR TUB 5PK P.S 03.000.400.05S
03.000.400.05S
5 F59936 Tpy6bku ans ipurauii 1 B yn. P.S|IRR TUB IPK P.S 03.000.400.01S
03.000.400.01S
BinnoinanbHuii 3a ckiagaHHs | BUOaHHS [IpuBaTHe nixnpuemctso “Iamit”
Aeknapaii BiAnoBiaHoCTi Private Company “Galit”
Responsible for compiling and issuing the Pad

declaration of conformity

Hara Date 30.12.2025

3onotuit Bonoaumup IerpoBuy
Zolotyi Volodymyr Petrovych
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