JEKJIAPALUS TTPO BLUIOBIIHICTH
Declaration of Conformity

Ne BIE-05 Penakuis 03
No BIE-05 Revision 03
Cranom Ha: 09.12.2024

Effective date

Mu, bien-Eip lenran CA,
3HAXOJIMMOCS 3a AJIPECOIO:
Jlanrracce 60 CH-2504 binb, IlIseiiuapis
JIEKJIAPYEMO PO HACTYITHE:

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

Mennuni BupoOu:
Medical devices

Ilepenix BupoGis:
List of products:

Bupobuuk:
Manufacturer:

Anpeca:
Address’

YIOBHOBOKEHUIH  NPEACTABHUK B
YkpaiHi Ta aapeca:

Authorized representative in

Ukraine and address:

Knacudikaiis:
Classification:

Buieskaszani BupoOu Bianosinaors
OCHOBHWUM BHMOTaM JUlst MEIAMYHHX
BUPOOIB 3rijHO:

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

Opran 3 OLiHKK BITOBIIHOCTI:
Conformity assessment body:

Enekrpuuni koncosi Ta KOHTPOIEPH, akcecyapu
Electronic consoles and controllers, accessories

JluB. nonarok 1 (25 naiimenyBsab)
See. Annex | (25 items)

bien-Eip Jlenran CA
Bien-Air Dental SA

Jlanrracce 60 CH-2504 bise. Beiiuapis
Langgasse 60. CH-2504 Bicnne. Switzerland

[pusarne nignpuemcrso «l animy

Byt 15 Ksirhs, 6C, c. baiikisui, Teproninbebkuii paiion, Teproninbebka obnacts, 47711, Vipaiua;
Ten.: 0800502 998; +38 093 081 87 78: +38 050 338 10 64: e-mail: office@galit.te.ua; www.galit.te.ua
Private Company «Galit»

6L, 15 Kvitnya St, village Baikivtsi, region Ternopil, 47711, Ukraine;
0800502998, +380930818778: +380503381064; E-mail: office@galit.te.ua; www.galit.te.ua.
Kuac Ila, Jloaarok 2 TexHIYHOrO periaMeHTy 1010 MEAHYHIX BUPOGiB, 3aTBepkenHii [ToctanoBoio
KMY Bin 02 xosrus 2013 poky No753

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

Jlonatky 1 TexHiuHOro persiamMenTy (1040 MeJMIHUX BUpOOIB, 3aTBepkenuii IToctanosoio KMY Bin
02 »osris 2013 poky Ne753. 3acrocosana npoueiypa OUiHKK BinosianocTi srinko Jogarky 3
BMILE3ralaHoro  peramenty: 3abesnedchus (DyHKUIOHYBAHHS KOMIJICKCHOT CHCTEMM ynpaBiiHus

Phone:

AKICTIO (32 BUHSTKOM MyHKTIB 8-11)

Annex I of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of
Ukraine Ne753 on October 2nd, 201 3.
mentioned technical regulation: Ensuring the functioning of a comprehensive quality management

Conformity assessment procedure followed: Annex 3 above

system (excluding points 8-11)

Tosapucerso 3 obmeskenolo Bianosinanbhictio «YKPMEJICEPT», aapeca: 02059, m. Kwuip, By
Hparomanosa. la. og. 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

Texniuna gokyMeHTaLlis HA MEAMYHHWI BUPIO po3pobieHa Ta
BripoBapKena. Jleknaparis BiUOBIIHOCTI CKAaeHa Ha iACTaBi
ceprudixary BianosiaHocri No UA.MD.553-23 penakuis 03 Big -

09.12.2024 ra nix noBHy BifnosiaaLHiCTL BUpoOHHMia. JlaHa

Jieksapaiist € unnna 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

Binnosinanbhuii 3a ckaanamms i
BUJIaHHsl JIeKJ1apallii BUAMOBIAHOCTI:
Responsible for compiling and
issuing the declaration of conformity:

Hpusarne nijupuemcrso «laity (Ynosuosakenuii npeacrasiuk B Y kpaini)
Private Company «Galit» (Authorized representative in Ukraine)

Micuie i nata BugaHHs: ‘.Il"n"'ﬁgaol 5 kBiTHs 6C.c athgsmr Teproninbebkuii paiton, Teprorniiabcbka 06nacTs, Y kpaina; 09.12.2024
Place and date issue: .O‘é,h‘“E A cf/;d‘vi/mfu Baikivisi, region Ternopil, 47711, Ukraine; 09.12.2024
K Cr % 5
S 5% / 3onotuii Bonogumup Ietposuu

Jlmpekrop
Director

Zolotyy Volodymyr Petrovych




Jonarok Jlo lexaapauii [Ipo Bianosianicrs golfsllioosa ﬁii‘??.i‘é‘g;
Annex to Declaration of Conformity o g IS s
No# Homep 3riaHo HaszBa MennuHOro BUpody yKpaiHChKOIO Ha3spa MeAnuHOro BUpOOY aHIHChKOIO
karaiory / REF moBoto / Name of medical device in moBoto / Name of medical device in English
Ukrainian
I 1600613-001 Kowcosb Chiropro L Console Chiropro L
2 1600784-001 Koncoab iChiropro Console iChiropro
3 1600994-001 Koncosnbs CHIROPRO PLUS 3RD GEN CONSOLE CHIROPRO PLUS 3RD GEN
4. 1600995-001 Kotcosb CHIROPRO 3RD GEN CONSOLE CHIROPRO 3RD GEN
85 1600926-001 KoHcoiib iOptima Console iOptima
6. 1600715-001 Konconb OPTIMA INT CONSOLE OPTIMA INT
7; 1600959-001 Koncosb OPTIMA MCX WHITE CONSOLE OPTIMA MCX WHITE
8. 1600965-001 Koncoib ONSOLE OPTIMA MCX BLUE CONSOLE OPTIMA MCX BLUE
9. 1600966-001 Koncosnbs OPTIMA MCX ORANGE CONSOLE OPTIMA MCX ORANGE
10. | 1600967-001 Koncosns OPTIMA MCX GREEN CONSOLE OPTIMA MCX GREEN
11. | 1600968-001 Koncosnb OPTIMA MCX PINK CONSOLE OPTIMA MCX PINK
12. | 1601074-001 Koncob iOptima INT 1xMX2 Console iOptima INT 1xMX2
13. | 1601075-001 KoHcoub iOptima INT 2xMX2 Console iOptima INT 2xMX2
14. | 1601076-001 Kotcoub iOpt. INT MX2 MX-i Console iOpt. INT MX2 MX-i
15. | 1600855-001 Koncosb Chiropro L Premium Console Chiropro L. Premium
16. | 1601100-001 Koncoab MEG-ENGINE I Console MEG-ENGINE II
17. | 1601101-001 Kouconb Prolmplant 3rd Gen. Console Prolmplant 3rd Gen.
18. | 1601102-001 Koncosnb OMS Console OMS
19. | 1601147-001 Koncosb Biopower Console Biopower
20. | 1600883-001 Koncoab iChiropro Surgery Console iChiropro Surgery
21. | 1503099-005 CeHcopHuit ekpad noptpeTHuit + SD Touchscreen portrait + SD
22. | 1503105-005 CeHcopHuii ekpan neisaxuuii + SD Touchscreen paysage + SD
23. | 1500984-005 TpyOku juts ipurauii (5/ym) Irrigation Line (5/pkg)
24. | 1502329-002 3axuct crepuibhocti Chiropro | Sterile protection Chiropro
25. ] 1600631-001 [lesnans kepyBaHHs FOOTCTRL

Ipusarue nianpuemcrso «lanit» (YNOBHOBaKEHHU MPEACTaBHUK B Y KpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

BianosinansHuii 3a ckiaiaHHs i
BUJIAHHS JICKapaltil BiIIMOBIAHOCTI:

Responsible for compiling and

issuing the declaration of conformity:

Fepuoninbehbkuii paiton, TepHomninbebka oOnacts, Ykpaina; 09.12.2024
iivisi, region Ternopil, 47711, Ukraine; 09.12.2024

3osoruit Bonoaumup [lerposuy

Zolotyy Volodymyr Petrovych
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Place and date issue:

Hupexrop
Director
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