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BiAnosilHo.qo nyHKry 28 Texuiqnoro pernaMeHry uroao MerI4r{HI4x

aupo6in (sarnep4xeHr.rfi locraHoeolo KMY sia 02 NoerHs 2013 pory
,i{1753) posaily: <Oco6rzna npoue.qypa.4nt cncreM MeAaqHnx eupo6ir i

rpouerypHrrx na6opie ra rpolreAyp crepani:auii)r,

" Mu, BieH-Eip.{eHra.'r CA,
3HaXOILIMOCt 3a a.(pecolo:

llasnacce 60 CH-2504 Einr, Lllneiiuapir
AeKnapy€Mo trpo HacTynHe:

uarr.ru crpopuouauo KoMnreKTI4 MeAI4qHItx eupo6ia 3 HaHeceariM 3HaKoM

eiAnosiAHocri rexui.ruouy peuaMeHTy []oAo Me.ql4rtHvrx nupo6iu 4:u
BBe.{eHHr e o6ir, a raKox sAiftcHeHo nepenipxy Ha B3a€MHy cytricHicrr
MeAilqHr4x enpo6in eilnosi.uHo ao iucrpyr<uifi, HanaHo ecro eilnoeilny
iurpopvauiro a,rrr Kopl.rcryBavin, rxa BKJrloqa€ eilnoeiaui incrpyruii,
nepenipeuo nci arapo6Hrui onepauii 3 3acrocyBaHusN,r aianogirlrl'rx
Nreroai s aH1 rpiurH uoro I(oH fponrc ra i ucnerry aaH Hr

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:

Liinggasse 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.

Kovnaexrt MeAxqHrlx

eupo6ia:

Sets of medical

devices:

Bnpo6Hrzr:

Manufacturer.

Aapeca:

Address'

Eicu-Eip [eHr cur CA
Bien-Air Dental SA

llaHrracce 60 CH-2504 Binr, Lllneilqapir
Liinggasse 60, CH-2504 Bienne, Switzerland

ynosHoeaNeHr4f npe.ucraBHrrK " 
flpunarneuigrpreucrnocfanir>

vrpaini ra aApeca: ayl. 15 KeirHq, 6e, c. EafiKieui, TepuouinrcsrNfi paion, Tepuoni,rrcrra o6racrr, 47711,Yxpaiua;

Te,r.: 0 800 502998; +38 093 081 87 78; +38 050 338 l0 64; e-mail: office@galit.te.ua; www.galit.te.ua

Kara,roroguii
HOMep

REF #

Ha: sa aH r,'r ifi csKolo MoBolo
Name in English

Ha: oa yxpaiucrKoto r'toBoto
Name in Ukrainian

3Hatt
BIANOBIAHOCTI

1700707-001 Kouco.ns o ua6opi Chiropro
3rd Gen CA 20:1 L

SET Chiropro 3rd Gen CA 20:l
L

I 600995-00 I KoHcom CHIROPRO 3RD GEN Console CHIROPRO 3rd Gen
(V-ro.r^.onn

1601008-00 r Mirpovorop elerrpr vurfi MX-i
LED 3rd Gen

MX-i LED 3rd Gen

@'o'*'on'
I 601009-001 Ka6eru MX-I LED 3RD GEN Cable MX-i LED 3rd Gen

@'ot*'0"
I 60063 l-00 I I1e4mu repyoaHnr FOOTCTRL

@'o"'on'
l 600692-00 | Haxoneqnux ryroarii CA 20: I L

Micro-Series
CA 20:l L Micro-Series

@'o'*'0"
I 500984-00s Tpy6xa arr ipnrauii (5/yn) Irrigation Line (5/pkg)

@uo,*'on,
I s02329-002

3axrcr creprr unocri Cltiropro
Sterile protection Chi ropro

(V^ror*.0*

1700709-00r KoHco,ru B Ha6opi
Chiropro+ 3rd Gen CA 20:l
L

SET Chiropro+ 3rd Gen CA
20:l L

| 600994-001 KoHcors CHIROPRO PLUS 3rd

Gen

Console CHIROPRO PLUS 3rd Gen

9uo'*'*n
| 600755-001 Mixpouorop eneKrpucHlfi MOT

MX-i LED
MOT MX-i LED

@ror*.0*
r 601 069-001 Ka6ers MXJ LED Cable MX-i LED

@uo.,*.onn
I 60063 I -00 | lle4ur repynanH FOOTCTRL

@ro.r*.0*
I 600692-00t Harconeqnnr xyroorii CA 20:l L

Micro-Series
CA 20:1 L Micro-Series

@'o"'o'n
I 500984-005 Tpy6xr a,rr ipnrauii (5/yn) lnigation Line (5/pkg)

@ro.r*.onn
1502329-002 3axrcr crepu rnocri Chiropro Sterile protection Chiropro

@lror*.orn
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Authorize d repres e ntativ e in
Ulcraine and address:

6E, I5 Kvitnya S/., village Baikivtsi,
0800502998 ; + 3809 308 I 87 78; + i80503 38 I 064 ;

region Ternopil, 4771 1, Ulcraine; Phone:

E-mail: office@galit.te.ua; www.galit.te.ua.

.{ana 4eraapauiq e ql4H}ra Ao 03.08.2028 This declaration is valid until 03.08.2028

BianosiAanrnuil sa cxraAaHHq i

BlrIaHHjt 4ercnaparlii sianosiAuocri :

Responsible for compiling and
issuing the declaration of conformity:

Micqe i Aara BI4AaHHfl:

Place and date issue:

!upexrop
Director

flp r.raarue ni4npneucrno <f anir> (Vnoruouaxeuufi rpe.qcraanrlr r Vrpaiui)

Private Company <Galitt (Authorized representative in Ukraine)

nyr. l5 rcniru.x 6e,c. Tepuoniarcr,rufr. pafiou,Tepuoniatcxa o6lacrr, Ynpaina; 12.05.2025

6E, 15 Kvitnya , region Ternopil, 4771 1, Ul<raine; I 2.05.2025

3on oruil Bolo4raulrp flerponu'r

rfrfitTo
30938037
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