JEKJTAPAILUSA [TPO BIUMOBIHICTH
Declaration of Conformity

Ne BIE-04

No BIE-04
CraHom Ha:
Effective date:

Penakuis 03
Revision 03
09.12.2024

Mu, bieu-Eip Jlenran CA,
3HAXOJAMMOCS 3a AAPECOIO:
Jlanrracce 60 CH-2504 binb, lliBeituapis
JICKAAPYEMO TPO HACTYIHE:

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

Meauuni BUpoOu:
Medical devices

[Tepenik BupoOiB:
List of products:

BupoOuuk:
Manufacturer:

Anpeca:
Address’

YHOBHOB@XKEHUH  MPEACTABHUK B
YkpaiHi Ta aapeca:

Authorized representative in

Ukraine and address:

Knacudixanis:
Classification:

Buiueskaszani BUpoOM BIANOBLAAIOTH

OCHOBHWM BMMOTam JUISl MEIMUHUX
BUPOOIB 3ri/IHO:

The above products meet the
essential requirements for medical

devices according to:

Oprax 3 OLIHKK BIANOBIAHOCTI:
Conformity assessment body:

TypOinni nakoneunukn (TypOinu), akcecyapu
Turbine handpieces (Turbines). accessories

Jlus. stoarok (28 naiimenyBatHs)
See. Annex | (28 items)

bien-Eip Jlenran CA
Bien-Air Dental SA

Jlanrracce 60 CH-2504 binb, Lseiitapis
Langgasse 60, CH-2504 Bienne, Switzerland

[TpuBarue nianpuemcrso «l anit

ByJ. 15 Kaitns, 6€, c. baiikisui, Teproninbeskuit paition, TepHomninabebka 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»

6E, 15 Kvitnya St, village Baikivtsi, region Ternopil, 47711, Ukraine;
0800502998, +380930818778,; +380503381064, E-mail: office(@galit.te.ua; www.galit.te.ua.
Knac Ha. Jlorarok 2 TexHI4HOro perfiameHTy 11010 MEAMYHUX BUpoOiB, 3arBepukeHuii [TocranoBoO
KMY 8ix 02 wosrust 2013 poky Ne753

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

Jlogarky 1 TexHiuHOro persiamMeHTy o040 MeJMuHuX BUpoOiB. 3arBepukennit [locranosoio KMY Bij
02 wosrust 2013 poky No753.
BUILIE3IaIaHOI0  perjamenTy: 3abesneueHst (yHKILIOHYBaHHS KOMIUICKCHOT CMCTEMM YIIpaBIiHHS

Phone:

3actocoBaHa MpoLelypa OUiHKM BianosiaHocti 3riaHo Jdoaarky 3

SKICTIO (32 BUHATKOM MyHKTIB 8-11)

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 above
mentioned technical regulation: Ensuring the functioning of a comprehensive quality management
system (excluding points 8-11)

TosapuctBo 3 obOmexmenoto BianosigaubHictio «YKPMEICEPT», anpeca: 02059, m. Kuis, By
Jparomanosa, la, o. 2: Ten. (067) 595 02 30; Homep npusnauenoro oprany NeUA.TR.099
UKRMEDCERT, Limited Liability Company, address: 02059, Kyiv, la Drahomanova street, of. 2; Tel.
(067) 595 02 30; Conformity assessment body No. U.A.TR.099

Texuiuna J0KyMeHTALlis Ha MEAUYHKI BUPIO po3pobiieHa Ta
BripoBa/LkeHa. Jlekaapallisi BIAMOBIAHOCTI CKIaAeHa Ha NiJcTaBi
ceprudpikary Bianosianocti No UA.MD.553-23 pestakitis 03 Bin -

09.12.2024 Ta i/t noBHy BiANOBiAAALHICTL BUpoOHIKa. [lana

Jekaapattist € umnna 10 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

BianoigaibHuii 3a ckaajaHus i
BHJIAHHS JICKJapaltil BiIOBIIHOCTI:

Responsible for compiling and
issuing the declaration of conformity:

Miclie i jaTa BUJaHHs:

Place and date issue: "‘;;\\‘\E

¢
Jupexrop )
Director

'...JMJ,IS kBiTHS 6€.C. baiikisii,

[pusarue nijgipuemerso «lanit (YnoBHoBakeHMH npeAcTaBHUK B Y KpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

pHoniibebkuii paiion, TepHonisibebka odnacts, Y kpaina: 09.12.2024
weivesi, region Ternopil, 47711, Ukraine; 09.12.2024

3oaotuit Bomoaumup Ilerposuy
Zolotyy Volodymyr Petrovych

“lmlk;/:fﬁ.)imya St., villag
o,




Jlonarok Jlo exaapauii [Ipo Bixnosianicrs N 0.4 gﬁ:.i?g;
Annex to Declaration of Conformity i e
‘ffective date:
No# Howmep 3riano HasBa MeanuHoro BupoOy yKpaiHCbKOIO Hazsa meinyHOro BUpoOy aHriiichkoto
katajory / REF mosoto / Name of medical device in moBoto / Name of medical device in English
Ukrainian

o 1600039-001 Hakoneunnk TypOinunit TUR Black Pearl | TUR Black Pearl ECO 3H
ECO 3H

2 1600040-001 Hakoneunnk typ6inumit TUR Black Pearl | TUR Black Pearl ECO 4H
ECO 4H

3. 1600641-001 Hakoneunuk Typ6inunii TUR PRESTIGE L | TUR PRESTIGE L

4. 1600373-001 Hakoneunuk TypOinnnii TUR Boralina TUR Boralina

3. 1600380-001 Hakoneunuk TypOinnnit TUR PRESTIGE L | TUR PRESTIGE L

6. 1600382-001 Hakoneunuk typ6innnii TUR Bora L TUR Bora L

T 1600471-001 Hakoneunuk  typOinunii  TU  BORA | TU BORA L 101947
L 101947

8. 1600734-001 Hakoneunuk typOinnnit TUR Prestige LK TUR Prestige LK

9. 1600907-001 Hakoneunuk TypGinnnit TUR TORNADO | TUR TORNADO LK
LK

10. | 1600908-001 Hakoneunuk TypOinnnit TUR TORNADO | TUR TORNADO LED
LED

1. | 1601085-001 Hakoneunuk yp6innmit TUR TORNADO X | TUR TORNADO X LED
LED

12. | 1601086-001 Hakoneutuk typOinnnit TUR TORNADO X | TUR TORNADO X LK
LK

Y 1601152-001 Hakoneunuk typOinnnii TU Bora 2 LED TU Bora 2 LED

14. | 1601153-001 Hakoneunuk TypGinHuii TU Bora 2 LK TU Bora 2 LK

15. | 1600379-001 Hakoneunnk TypOinunit TUR PRESTIGE TUR PRESTIGE

16. 1600381-001 Hakoneunnk typOinHuii BORA TUR BORA

17. | 1600382-001 Hakoneunnk TypOinnnii BORA L TUR BORA L

18. | 1600638-001 Hakoneunuk typoinnuii BORA L TUR BORA L

19. | 1600732-001 Hakoneunnk TypOinunii BORA LK TUR BORA LK

20. | 1600932-001 Hakoneunuk typOinnnii Tornado S LK TU Tornado S LK

21. | 1600933-001 Hakoneunuk TypOinnnit Tornado S L TU Tornado S L

22. | 1600081-001 [lIBuako3nimua  3’enHyBasiibHa  my¢ra | COUPLING UNIFIX 3H
COUPLING UNIFIX 3H

23. | 1600082-001 [lIBuako3HiMHAa  3’€aHYBaJibHA my¢ta | COUPLING UNIFIX 4H
COUPLING UNIFIX 4H

24. | 1600086-001 LLIBnaKO3HIMHA 3’eanyBanbHa  mygra | COUPLING UNIFIX 4H L. WATER ADJ
COUPLING UNIFIX 4H 1 WATER AD) |

25 1600363-001 LLIBMAKO3HIMHA 37€/IHyBalIbHA my¢ra | Coupling Unifix 4H L
Coupling Unifix 4H L

26. | 1600902-001 LLIBHAKO3HIMHA 3’€JIHyBaJlbHa mydta | Coupling LK 4H L
Coupling LK 4H L

27, 1600866-001 llIBuako3HiMHa  3’€/IHYBaJsIbHA mydpta | COUPLING LK 4HL WATER ADJ
COUPLING LK 4HL WATER ADJ

28. | 1600089-001 Anantep 4H-3H Adapter 4H-3H

BianosiganbHui 3a CKIagaHHs i
BUJIaHHS JIeKJ1apallii BUIMOBIAHOCTI:

Responsible for compiling and
issuing the declaration of conformity:
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Place and date issue: Q‘Q“g’ 3 A Pnva St xilla8
~0 & AN ; /
& 3 00‘
Jupekrop $§‘c ,' 7
Director §F g
oy SEm Sl
i
3 o
“ﬁ%f? o \b(.':"l* ”0
.‘0 O, Teprot ,O‘

[Tpusathe nianpuemcrso «lanit» (Y noBHOBaXKEHWH NPeACTaBHUK B Y KpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

iBi1i. Teproninbebiuit paiton. Teprorninbebka oOnacts, Ykpaita; 09.12.2024
Baikivisi, region Ternopil, 47711, Ukraine; 09.12.2024

Bosoruii Bosnoaumup Tletposuy
Zolotyy Volodymyr Petrovych
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