JEKJIAPALS [TPO BUITOBIIHICTH
Declaration of Conformity

Ne BIE-03

No BIE-03

CraHom Ha
__Effective date

Penakuis 03
Revision 03
09.12.2024

Mu. bien-Eip Jlenran CA,
3HAXOJMMOCS 3a A/IPECOIO:
Jlanrracce 60 CH-2504 binn., [sefiapis
JICKJIAPYEMO T1PO HACTYITHE:

We. Bien-Air Dental SA.
located at:
Lianggasse 60, CH-2504 Bienne, Switzerland
herewith declare that:

Menununi BUpoOu:
Medical devices

Ilepernik BupoOiB:
List of products:

BupoOnuk:
Manufacturer:

Anpeca:
Address’

Y OBHOBAKEHH I

Ykpaini Ta aapeca:

Authorized representative in
Jkraine and address:

MPCACTABHUK B

Knacudirattis:
Classification:

Buieskasani BUpoOM BIANOBIAAIOTE

OCHOBHHM BMMOIam JUIsl MEIMUYHMX
BUPOGIB 3riHO:
The above products meet the

essential requirements for medical
devices according to:

Opran 3 OLIHKK BIINOBIJIHOCTI:
Conformity assessment body:

[Ipsimi Ta KyTOBI HAKOHCHHUKH
Straight and contra angle handpieces

Jlug. nonarok 1 (40 HaiimenyBaHb)
See. Annex | (40 items)

bien-Eip Jlenran CA
Bien-Air Dental SA

Jlanrracce 60 CH-2504 binn, lseituapis
Linggasse 60. CH-2504 Bienne. Switzerland

ITpusarue niganpuemcrso «lamim

Byst. 15 Ksitnsi, 6€, ¢. baikisui, Teproninbehkuit paion, Teproninbcbka obnacts, 47711, Ykpaiua;
Ten.: 0800 502 998: +38 093 081 87 78: +38 050 338 10 64: e-mail: office@galit.te.ua: www.galit.te.ua
Private Company «Galit»

6FE, 15 Kvitnva St., village Baikivisi, region Ternopil, 47711,  Ukraine;  Phone:
0800502998, +380930818778; +380503381064; E-mail: office(@galit.te.ua; www.galit.te.ua.

Kac Ha, Jloaarok 2 TeXHIYHOTO periaMeHTy 11010 MeAMYHUX BUPOOiB, 3aTBepikeHuit [TocTanoBOIO
KMV Bin 02 sosrus 2013 poxy No753

Class lla, Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on October 2nd, 2013

Jlonarky 1 TexuigHoro pernameHTy 111040 MeAMuHuX BUpoOiB, 3aTBepukenunit [locranosoio KMY Bin
02 sostHs 2013 poky Ne753. 3acrocoBana npoueaypa OLWIHKM BiAnoBiaHocTi 3riano Jlonarky 3
BUILE3raaHOr0 perjamenty: 3adesnedcHHst (yHKILOHYBaHHS KOMIUIEKCHOT CHCTEMM YIpaBiliHHS
SKICTIO (32 BUHSITKOM TYHKTIB 8-11)

Annex 1 of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of
Jkraine Ne753 on October 2nd, 2013. Conformity assessment procedure followed: Annex 3 above
mentioned technical regulation: Ensuring the functioning of a comprehensive quality management

system (excluding points 8-11)

Tosapucrso 3 o6mekeHoio Bianositanbhictio « YKPMEJICEP Ty, aapeca: 02059, m. Kwuis, By

Jlparomanosa, la, o.2; Ten. (067) 595 02 30: Homep npusnauenoro oprany NeUA.TR.099
UKRMEDCERT, Limited Liability Company, address: 02059, Kyviv, la Drahomanova street, of. 2; Tel.
(067) 595 02 30; Conformity assessment body No. U.A.TR.099

Texuiuna JokyMeHTais Ha MeandHuit BUpio pospodicta Ta
BIIpoBakeHa. Jlekaapartist BIAMNOBIAHOCTI CKaalecHa Ha nijcrasi
ceprudikary sianosianocti No UA.MD.553-23 penaxkitis 03 it

09.12.2024 ra nia nosHy BianosisaaLHicTL BUpoOHHKa. JlaHa

Jekjapatis € ynnHa g0 03.08.2028 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.553-23 revision
03 dated 09.12.2024 and under the full responsibility of the
manufacturer. This declaration is valid until 03.08.2028

BianosinanbHuii 3a ckiagaHus i
BUJIQHHS JIeK1apallii BiANOBIAHOCTI:
Responsible for compiling and
issuing the declaration of conformity:

[Mpusarne nianpuemctBo «Iami™ (YoBHOBaKEHWH PEACTaBHUK B Y KpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)
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Joaarok /1o lekaapauii [lpo Bianosianicrs
Annex to Declaration of Conformity

Ne BIE-03 Penaxuis 03
No BIE-03 Revision 03
CraHom Ha: 09.12.2024
Effective date:

No#t Howmep 3riaHo HasBa MenuHOro BUpoOy yKpaiHChKOO HasBa MeinuHOro BUpoOy aHriichbKO0
karanory / REF moBoto / Name of medical device in moBoto / Name of medical device in English
Ukrainian

e 1600052-001 Hakoneunuk npsmuit PM 1:1, Ext Spray PM 1:1 Ext Spray

2, 1600200-001 Hakoneununk kyrosuit CA 1:1 Ext Spray CA 1:1 Ext Spray

3. 1600289-001 Hakoneunuk npsimuii PM 10:1 Prophy PM 10:1 Prophy

4. 1600290-001 Hakoneunnk kyrouit CA 15:1 Prophy CA 15:1 Prophy

3. 1600325-001 Hakoneunuk kyrouit CA 1:5 CA 1:5

6. 1600383-001 Haxoneunuk npsimuiit PM 1:1 PM 1:1

7 1600384-001 HakoHeunuk kyrosuit CA 1:1 L CALPE

8. 1600385-001 Hakoneunuk kyrosuit CA 10:1 L GCA TO:IEL

9 1600386-001 Hakoneunnk kyrosuit CA 1:5 L CALSLE

10. | 1600424-001 Hakoneunnk kytosuii CA 1:1 A CAY]

1, 1600425-001 HakoHeunuk kyrosuit CA 10:1 CA 10:1

12, 1600436-001 Hakoueunuk npsmuii PM 1:2 PM 1:2

I3, 1600598-001 Hakoneunnk kyrosuii CA 20:1 L CA 20:1 L

14. 1600603-001 Hakoneunuk kytoBuid CA 1:1 EXT SPRAY | CA 1:1 EXT SPRAY WELDED
WELDED

15. 1600632-001 Hakoneunnk kyrosuii CA 20:1 CA 20:1

16. | 1600690-001 Hakoneunuk kytoBuit CA 1:5 L Micro- | CA 1:5 L Micro-Series
Series

17. | 1600691-001 Hakoneunnk kyrosuit CA 1:1 L Micro- | CA 1:1 L Micro-Series
Series

18. | 1600692-001 Hakoneunuk kyrosuit CA 20:1 L Micro- | CA 20:1 L Micro-Series
Series ;

19. | 1600693-001 Hakoneuuuk npsmuii PM 1:1 Micro-Series PM 1:1 Micro-Series

20. | 1600785-001 Hakoneunuk kyrosuit CA 20:1 L KM CA 20:1 L KM

2k, 1600786-001 Hakoneunuk kyrouit CA 20:1 L KM Micro- | CA 20:1 L KM Micro-Series
Series ;

22, 1600873-001 Hakoneunnk kytouit CA 20:1L Micro- | CA 20:1L Micro-Series
Series ;

23. | 1600874-001 Hakoneunuk kyrosuii CA 20:1 LKM Micro- | CA 20:1 LKM Micro-Series
Series :

24. | 1600955-001 Hakoneunuk kyrosuit CA ENDO CA ENDO

25. | 1600425-001 Haxoneunuk kyrosuiit CA 10:1 CA 10:1

26. | 1600938-001 Hakoneunuk kyrosuit CA 1:1 L EVOIS | CA 1:1 L EVOIS MICRO-SERIES
MICRO-SERIES

27. 1 1600939-001 Haxoneunuk kytosuit CA 1:1 L EVO15 CA T:L LEVOLS

28. | 1600940-001 Hakoneunnk xyrosuit CA 1:5 L EVOI1S | CA 1:5 L EVO15 MICRO-SERIES
MICRO-SERIES

29. | 1600941-001 Hakoneunnk kyrosuit CA 1:5 L EVOI1S5 CA 1:5L EVOI13

30. 1601055-001 Hakoneunuk kyrosuii CA 1:2.5 L MS CA 1:225 L MS

31 1600682-001 Hakoneunuk npsmuii PM 1:1 BAJ PM 1:1 BAJ

32. | 1601136-001 Hakoneunnk kyrosuit CA NOVA 1:1L MS | CANOVA 1:1L MS

33. | 1601137-001 Hakoneunnk kyrosuit CA NOVA 1:1L CA NOVA [: 1L

34, 1601138-001 HakoHeunuk kyrosuii CA NOVA 1:5LMS | CANOVA [:5L MS

35. | 1601139-001 Hakoneutnk kytosuiit CA NOVA 1:5L CANOVA 1:5L

36. | 1601163-001 Hakomeunnk kyrosuit CA 1:2.5 L CA125L

37. | 1601164-001 Hakoneunuk kyrosuit CA 1:2.5 L MS CA 1:2.5LMS

38. 1601190-001 HakoHeunuk npsimuit PM 1:1 TWIST DRILL | PM 1:1 TWIST DRILL

39 1601253-001 HakoHeunuk ky1dBuii CA NOVA 1:1 CA NOVA I[:1

Cmopinka/ Page 2 3 3




F s 3 Ne BIE-03 Penakuis 03
HMonarox /lo lekaapauii [1po Bianosijnicrs No BIE-03 Revision 03

Annex to Declaration of Conformity SeNadh e i e
; ; Effective date

| 40. | 1601254-001 | Hakoneunn kyrosuit CA NOVA 1:5 CANOVA 1:5
BianoiaaabHUit 3a ckiajanHs i Ipusarne nizinpuemerso «lamim (Y oBHOBaXEeHUI npeacTaBHUK B Y kpaiHi)
BUAHHSI JIeK1apaitii BIANOBIAHOCTI: Private Company «Galit» (Authorized representative in Ukraine)

Responsible for compiling and
issuing the declaration of conformity:

Micue i sara BUjaHHs: i Bili, TepHoninbeskuii paiton, Teproninbebka o6acts, Ykpaina; 09.12.2024
Place and date issue: QQ \ ‘ ."é}&vitnya St, vi//a ikivtsi, region Ternopil, 47711, Ukraine; 09.12.2024

Jupexrop 3onotuit Bonoaumup [letposuy

Director Zolotyy Volodymyr Petrovych
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