JEKJAPAILS ITPO BIAIIOBIIHICTD

Declaration of Conformity

Na BIE-06 Pepakuis 02
No BIE-06 Revision 02
CraHoM Ha! 12,05.2025
Effective date:

Binnoinuo g0 nyHKTY 28 TexHIYHOTO PerIaMenTy IOA0 MEIMIHNX
BUpOGiB (3arepmkennii [locranosoro KMY Bix 02 sxostra 2013 poxy
Ne753) posainy: «OcobnmBa npolenypa Al CHCTEM MEAWYHHIX BUPOOIB i
npouenaypaux HabopiB Ta IpoLEenyp CTepunizauii,

’ Mu, bien-Eip denran CA,
3HAXOIUMOCH 32 IPEcolO:
Jlanrracce 60 CH-2504 Bins, [Isefiuapis
JICKITapY€MO PO HACTYITHE:

Hamu chOPMOBAHO KOMIUIEKTH MEINYHUX BUPOOIB 3 HAHECEHUM 3HAKOM
BiZITOBiAHOCTI TEXHIYHOMY PETNAMEHTY [IOA0 MEANYHMX BUPOOIB AJs
BBEJICHHS B OOIr, @ TaKOX 3AIMCHEHO NEePeBipKy Ha B3aEMHY CyMICHICTh
MEAMYHKX BUPOGIB BiJNOBIIHO IO {HCTPYKLUIH, HALAHO BCIO BIAMOBLAHY
iHpopMaNiio AN KOPUCTYBaAYiB, ska BKJIOYAE BIAMOBIAHI IHCTPYKLi,
nepesipeHo Bci BUpOOHMYI onepailii 3 3acTOCYBAHHSM BiANOBIIHWX
METO/IiB BHYTPIILIHBOrO KOHTPOJIO TA IHCNEKTY BAHHA.

In accordance with clause 28 of the Technical Regulation on medical
devices (approved by Resolution of the CMU dated October 2, 2013
No. 753) of the section: "Special procedure for systems of medical
devices and procedural sets and sterilization procedures”,

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

we have formed sets of medical devices with applied with a sign of
conformity with the technical regulation on medical devices for
introduction into circulation, as well as checking the mutual
compatibility of medical devices in accordance with the instructions,
providing all relevant information for users, which includes relevant
instructions, checking all production operations using appropriate
methods of internal control and inspection.

Komnuiextn MeanaHux
BUPOGIB: Karanorosuii | Ha3a aHrniicekoro MOBOIO Ha3ga ykpaiHChKOIO MOBOHO 3Hak
g £ medical HOMEDP Name in English Name in Ukrainian BIANOBIIHOCTI
ets. of medica REF #
devices: 1700707-001 | Koucoan B HaGopi Chiropro | SET Chiropro 3rd Gen CA 20:1 -
3rd Gen CA20:1 L L
1600995-001 Koncons CHIROPRO 3RD GEN Console CHIROPRO 3rd Gen
{\7 UATR.099
1601008-001 MikpoMOTOp eeKkTpHutnit MX-i MX-i LED 3rd Gen, X
LED 3rd Gen. 7 uaTR 099
1601009-00] Ka6ens MX-1 LED 3RD GEN Cable MX-i LED 3rd Gen,
q\y UATR.099
1600631-001 [Tenans kepyBaHHs FOOTCTRL
i\y UATR.099
1600692-001 Haxoneunuk kytosnii CA 20:1 L CA 20:1 L Micro-Series
Micro-Series 4\y UATR.099
1500984-005 Tpy6ku ans ipurauii (5/yn) Irrigation Line (5/pkg)
i\y UATR.099
1502329-002 Sterile protection Chiropro \
3axuct crepunbhocti Chiropro %yUA.TR.OQS
1700709-001 Koucoab B HaOopi SET Chiropro+ 3rd Gen CA
Chiropro+ 3rd Gen CA 20:1 | 20:1L -
L
1600994-001 Koncons CHIROPRO PLUS 3rd | Console CHIROPRO PLUS 3rd Gen.
Gen % UATR.099
1600755-001 MikpomoTop enextpudtnit MOT | MOT MX-i LED
MX-1 LED % UATR.099
1601069-001 Kabens MX-I LED Cable MX-i LED
q\‘/ UATR.099
1600631-001 [Mepans kepyBanHA FOOTCTRL
v UATR.099
1600692-001 Hakoneunuk kytosuit CA 20:1 L | CA 20:1 L Micro-Series
Micro-Series 4\/ UA.TR.099
1500984-005 Tpy6ku mns ipurauii (5/ym) Irrigation Line (5/pkg)
{\y UA.TR.099
1502329-002 3axuct crepuabhocti Chiropro Sterile protection Chiropro
%UA.TR.O%
BupoGHuk: bien-Eip lentan CA
Manufacturer: Bien-Air Dental SA
Aanpeca: Jlanrracce 60 CH-2504 bins, lllseitnapis
Address: Linggasse 60, CH-2504 Bienne, Switzerland
VnoBHOBaXXEHMH  TNpPEACTaBHUK B IpuBatHe {'ﬁﬂﬂpﬂeMCTBO «lanit»
Vipaini T2 anpeca: By 15 Ksiths, 6€, ¢. balikisui, TepHominschkuii patios, TepHorinseska o6nacts, 47711, Ykpaina;
Ten.: 0 800 502 998; +38 093 081 87 78; +38 050 338 10 64; e-mail: office@galit.te.ua; www.galit.te.ua
Private Company «Gality»




Ne BIE-06 Penakuia 02

JNEKJAPAIIA [IPO BIAIOBIIHICTD No BIE-06 Revision 02
. ap— . CTaHOM Ha: 12.05.2025
Declaration Of C Oﬂﬁ”’mlﬂ’ Effective date:

Authorized representative in
Ukraine and address:

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

Jaua nexnapauis € unnna fo 03.08.2028 This declaration is valid until 03.08.2028

Binmosigansauit 3a CkIaiaHHA i
BUIAHHA AeK/Iapalil BimoBiIHOCTi:
Responsible for compiling and
issuing the declaration of conformity:

Miciie i gara BUIAHHS:
Place and date issue:

Hupextop
Director

TMpuarHe nianpremcTBo «Iami™ (YTIOBHOBAXCHUH TPSACTABHUK B VkpaiHi)
Private Company «Gality (Authorized representative in Ukraine)

By 15 KBiTHS 6€,C. b;
6E, 15 Kvitnya Staj
S

113, Teproninscekuit pation, TepHominbchbka 061acte, ¥Ykpaina; 12.05.2025
Baikivisi, region Ternopil, 47711, Ukraine; 12.05.2025
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