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JIEKIAPAILIS [TPO BIAMOBIIHICTD e
Declaration OfC()nfO}"}'nlty YHHHOCTI! 03.09.2024

Effective date:

Mu, Conpo e Kamnani oB Akreon ['pyn,
3HAXOMMOCS 32 A/IPECOIO:
3etENCi Arenis [V, Asento nec XKenespiec, 13705, Jla Citora,
[lenekc, @paHuis
JEK/IAPy€EMO TIPO HACTYITHE:

We, SOPRO a Company of ACTEON Group.
located at:
ZAC Athelia IV, Avenue des Genevriers, 13705, LA CIOTAT,
CEDEX, France
herewith declare that;

MenunuHi BUpoOu:
Medical devices

[Tepenik BupoGiBs:
List of products:

Bupo6Huk:
Manufacturer:

YTOBHOBaXE€HUI MpPEACTABHUK B
VkpaiHi:

Authorized representative in
Ukraine:

Knacudikanis 3rigHo nojartky 2,
TexHIYHOro  perjamMeHTy  LI0J0
MeIUYHUX BUPOOiB:

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

BuiueBkasaHi BUpPOOH
Bi/IMOBiIalOTh OCHOBHUM BUMOTam
JUTSE MEAMYHUX BUPOOIB 3TifHO:

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

OpraH 3 OLIHKH BiAMOBIAHOCTI:
Conformity assessment body:

CHCTeMH PEHTIEHIBChbKI CTOMATOOr 4HI UH(poBi; POTONNACTHHN /18 LHPPOBHX
PEHTreHIBCbKUX CHCTEM
Digital dental X-ray systems; Imaging plates for digital x-ray systems

JluB. nonatok (13 HaliMeHyBaHb)
See Annex (13 items)

Comnpo e Kommnani oB AkreoH ['pyn
3eTEiiCi Atenis IV, Asento nec XKenespiec, 13705, Jla Ciiora, Lienekc, ®paHuis

SOPRO a Company of ACTEON Group
ZAC Athelia 1V, Avenue des Genevriers, 13705, LA CIOTAT CEDEX France

Email/EnektponHa nowra: info@acteongroup.com
[urepHer / Internet: www.acteongroup.com

[TpuBaTHe nianpuemcTBo «l'amity

ByJ1. 15 KBiTHs, 6€, c. Baiikisui, TepHoninbcbkuit paiio, TepHoninbcbka obnacts, 47711,
VYkpaina;

Ten.: 0 800 502 998; Enextponna nowra: office@galit.te.ua; intepHeT: www.galit.te.ua
Private Company «Galit»

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 Ila =

TeXHiYHOro pernamMeHTy WIOL0 MEAHYHHMX BUPOOiB (3aTBepLKeHMii [TocTanoBoo KMY Bin
02 xo0BTHs 2013 poky Ne753) — lomatok |. 3acTocoBaHa npoLe1ypa OLiHKH BiANOBIAHOCTI
srinHo Jlomatky 3: 3abe3neueHHsi GYHKLIOHYBaHHS KOMIUIEKCHOT CHCTEMH YMpaBJliHHA
AKICTIO (3@ BUHATKOM MepeBipku 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 "Ykpaiucoknii Incrutyr Cranaapris”. GyauHok 1, Bynuus Onekcanapisebka, micto Kuis,

. 03062, Ykpaina. Homep npusnaueroro oprany UA. TR.137

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

street, Kyiv, 03062,

TexHiyHa JOKYMEHTaLliss Ha MeAMUYHUI BUPiO po3pobiiena Ta
BIpOBa/uKeHa. Jlekapallist BiANOBIAHOCTI ckiaaeHa Ha
niacrasi ceprudikary BianosiaHocti Ne R3M 250 292 Bl Bin
03.09.2024 Ta nix noBHY BiANOBiAaAbHICTE BUPOOHHKA

Jlana neknapauis € ynHHa 10 02.09.2029 p.

The technical documentation for the medical device has been
developed and implemented. The declaration of conformity s
made on the basis of certificate of conformiry
No. R3M 250 292 Bl dated 03.09.2024 and under the full
responsibility of the manufacturer.

This declaration is valid until 02.09.2029

JeKapauii BiINoBiAHOCTI

declaration of conformity

&
JlupekTop &
: 83
Director NS
-
e
<
%%
w %
.7
*,
NG
»,

BianosigaibHKiA 3a CKJIaJaHHs | BUIAHHS

Responsible for compiling and issuing the
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[MpuBatHe nianpuemctso “lanit”
Private Company “Galit"
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3osiotuit Bonoaumup Netposuu
Zolotyi Volodymyr Petrovych
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JIEKJIAPALISA [TPO BIXATOBIAHICTD No: SPRA) _Revmen 2
Declaration ofCOnformity YUUHHOCTI: 03.09.2024
Effective date:

Jlonatok 10 Aeknapauii
Annex to declaration

Ne# |Kartajoroswii Hassa meauunoro Bupody ykpaincbkoto | Haspa meantiHoro BUPOOY aHIJIIHCHKOI0 MOBOIO W
HOMEP MOBOI0 Name of medical device in English
REF # Name of medical device in Ukrainian
I S 802 3010 CucTemMa pEeHTTeHiBChKa cromatojioriuna | Digital dental X-ray system SOPIX, SIZE 1 UKR
wdposa SOPIX, PO3MIP 1 UKR
2. S 802 3011 CucTeMa pEeHTreHiBCbKa cromartosoriuta | Digital dental X-ray system SOPIX, SIZE 2 UKR
undposa SOPIX, POSMIP 2 UKR
3. S 802 0014 CucrteMa pPEHTreHiBCbKa cromarosoriuna | Digital dental X-ray system SOPIX2, SIZE | UKR
ungposa SOPIX2, POSMIP 1 UKR e
4. S 802 0015 CucTemMa pPEeHTTeHIBChKa cromatosioriuna | Digital dental X-ray system SOPIX2, SIZE 2 UKR
undposa SOPIX2, PO3MIP 2 UKR
3 S 802_7002 Cuctema pPEeHTreHiBChKa cTomaronoriuna | SOPIX2 PLUG-IN SIZET UKR
undposa SOPIX2 PLUG-IN, PO3MIP |
UKR
6. S 802_7003 CucTeMa PEHTreHIBCbKa CTOMATOJIOritHA SOPIX2 PLUG-IN SIZE2 UKR
unpposa SOPIX2 PLUG-IN, PO3MIP 2
UKR
738 S 802_8002 Cuctema peHTreHiBChKa ctomaronoriuna | SOPIX PLUG-IN SIZE1 UKR ﬂ
unpposa SOPIX PLUG-IN, PO3MIP |
UKR = PoriiE sl S
8. S 802 8003 CucTeMa pPEHTreHiBChKa ctomaronoriuna | SOPIX PLUG-IN SIZE2 UKR
undposa SOPIX PLUG-IN, PO3MIP 2
UKR
9. 990264 ®oromnactiia PSPIX2 posmip 0 UKR Imaging Plate PSPIX2 Size 0 UKR
10. 990265 ®oromactuna PSPIX2 posmip 1 UKR Imaging Plate PSPIX2 Size 1 UKR
1L 990266 ®orornactuna PSPIX2 posmip 2 UKR Imaging Plate PSPIX2 Size 2 UKR T
12. 990267 ®oronnactuua PSPIX2 posmip 3"UKR Imaging Plate PSPIX2 Size 3 UKR o
13: S 802 9001 Jlok s SOPIX2 PLUG-IN UKR DOCK SOPIX2 PLUG-IN UKR J
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