Ne SAT-02 Penakuis Ne02

No: SAT-02 Revision #02
JEKJIAPALIS ITPO BIINOBIAHICTD e
1 j i 30.12.2025
Declaration of Conformity e
Mu, Carenek, e Komnani o8 AKTEOH I'pymn, We, SATELEC, A Company of ACTEON,
3HAX0AMMOCS 32 aIPECOIO: located at
17 aB. I'ycras Efipden, 31 ny Dape 17 avenue Gustave Eiffel, ZI du Phare 3
33700 Mepirnak, @paHuis 3700 Merignac, France
JEKJIapYEMO TPO HACTYITHE: herewith declare that

Meaununi BupoOu:
Medical devices

[Tepenik BUpoOiB:
List of products:

BupoGHuk:
Manufacturer:

VNOBHOBaKEHUH TMpPEJCTAaBHUK B
VkpaiHi:

Authorized representative in
Ukraine:

Knacudikauis 3rigHo ponatky 2,
TexHiYHOro  perjameHTy  LoA0
MEeANYHUX BUPOOIB!

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

BuuieBkazaHi BUpOOHU
BiJIMOBIJIAl0Tb OCHOBHUM BMMOTam
A7 MEAMYHUX BUPOOIB 3riHO:

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

OpraH 3 OLHKM Bi/IMOBIAHOCTI:
Conformity assessment body:

CromaroJioriuHi HAKOHEYHUKHU Ta MPUCTPOI U1 MOJIipyBaHHS
Dental handpieces and polishing devices

Jlus. nonatok (14 HaliMeHyBaHb)
See Annex (14 items)

Carenek, e Komnani o8 AKTEOH I'pyn

SATELEC, A Company of ACTEON

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

Email/Enextponna nowra: info@acteongroup.com

InTepuer / Internet: www.acteongroup.com

[TpuBatHe mianpuemMctBo «I ami

ByJ1. 15 KsiTHs, 6€, c. Baiikisui, TepHomninbcbkuii paito, TepHoninbcbka obnacts, 47711,
Vkpaina;

Ten.: 0 800 502 998; Enekrponna 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 Ila

Class lla

TeXHIYHOro periaMeHTy 1040 Me4HKIX BUpoOiB (3aTBepmkeHuii [ToctanoBoro KMY Bin
02 xosTHs 2013 poky Ne753) — lonarok 1. 3acTocoBaHa nporeaypa OLiHKH BiNOBiTHOCTI
srigHo Jlomarky 3: 3aGe3neueHHs (yHKLIOHYBaHHS KOMIUIEKCHOT CHCTEMH YMpPaBIliHHSA
AKICTIO (32 BUHATKOM NepeBipku 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)

TOB "Vkpaincekuii Incruryr Cranmapris", OyauHok 1, Bymuus OnexcanapiBebka, 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

TexHivyHa 10KyMeHTaLlis Ha MEMYHUI BUPIO pos3pobieHa Ta The technical documentation for the medical device has been
BIpoBa/uKeHa. Jlekiapallisi BUITOBIAHOCTI ckaaieHa Ha developed and implemented. The declaration of conformity is
niacrasi ceprudikary BianosigHocTi Ne R3M 250 293 B2 Bix made on the basis of certificate of conformity
30.12.2025 ta niz noBHY BiANOBIAAILHICTb BUPOOHHKA No. R3M 250 293 B2 dated 30.12.2025 and under the full
responsibility of the manufacturer.
Jlana sexnapattis € unnxa 10 18.08.2029 p. This declaration is valid until 18.08.2029
BinnosinanbHuii 3a ckjlagaHHs 1 BUAAHHS [TpuBatHe nianpuemctBo “Tamit”

AeKnapauii BiAnoBiAHOCTI

declaration of conformity

Tara Date 30.12.2025
Jupekrop

Director

Responsible for compiling and issuing the

Private Company “Galit”

% B 3onotuit Bonogumup IetpoBuy
'?:_z“i Zolotyi Volodymyr Petrovych
&N Cmopinka I 3 2
“.oo-% S
0‘ ™ ”



JEKJIAPALIS [TPO BIITTOBIIHICTD

Declaration of Conformity

Ne SAT-02 Penakuis Ne02
No: SAT-02 Revision #02
Jlata HabpaHHs
YHHHOCTI: 30.12.2025
Effective date:

Jlonatok 10 Aeknaparii
Annex to declaration

Ne# |KaTajorosmii Ha3sBsa MeanuHOro BUpody ykpaincbkoio | Ha3pa MeanuHoro Bupo0y aHriificbKo0 MOBOIO
HOMeEp MOBOIO Name of medical device in English
REF # Name of medical device in Ukrainian

I F10100 Hakoneunnk  AIR-N-GO  EASY 3| AIR-N-GO EASY ADAPTATEUR KAVO
ajanrepom KAVO

2 F10101 Hakoneunuk AIR-N-GO EASY 3 |AIR-N-GO EASY ADAPTATEUR SIRONA
agantepoM SIRONA

3. F10102 Hakoneunuk  AIR-N-GO  EASY 3| AIR-N-GO EASY ADAPTATEUR WH
agantepom WH

4, F10103 Hakoneunuk  AIR-N-GO  EASY 3| AIR-N-GO EASY ADAPTATEUR BIENAIR
agantepom BIENAIR

S. F10105 Hakoneunnk  AIR-N-GO  EASY 3| AIR-N-GO EASY ADAPTATEUR MIDWEST
anantepom MIDWEST

6. F10108 Hakoneunnk  AIR-N-GO EASY  3|AIR-N-GO EASY ADAPTATEUR YOSHIDA
agantepom YOSHIDA

T F10116 Hakoneunnk  AIR-N-GO  EASY 3| AIR-N-GO EASY MIDWEST SS POUDRE
agantepom MIDWEST SS POUDRE

8. F11915 Cuctrema OITYC (Bkaiouae KoHcosb, | OPUS SYSTEM (including console, dental air
HAKOHEUHHUK st ctpymeneBoro | polishing handpiece, nozzles)
ToJIipyBaHHs, HAaCaIKH)

9. F11900 OITYC (KoncoJib i nejiajib KepyBaHHs) OPUS (Console with Footswitch)

10. F11907 Cinki [en (Bkmouae nakoneunnk Cinki | SILKY PEN (including Handpiece and SILKY
Ilen i nacanky Cinki Ilen Cymnpa) PEN SUPRA NOZZLE)

Il F11908 Hacanka Cinki Ilen Cynpa SILKY PEN SUPRA NOZZLE

12, F11909 Hacanka Cinki ITen [Tepio I3i SILKY PEN PERIO EASY NOZZLE

13. F11912 Hacanka Cisniki [len [lepio SILKY PEN PERIO NOZZLE

14. F11913 Hacaaxa Cinki [1eH [Tepio MaiHTeHEHC SILKY PEN PERIO MAINTENANCE NOZZLE

BianosiganbHUii 3a CKJ1aJaHHs | BUAAHHSA
Jeknapatii BiAnoBiaHoCTi

Responsible for compiling and issuing the

declaration of conformity

Jata Date 30.12.2025

JupexTop
Director

[TpuBatHe mianpuemcTso “T'anit”
Private Company “Galit”
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