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,(am Ha6pannr
q nH sogri:
Effective date:

30.1 2.2025

MeaHqHi eupo6u:

Medical deyices

Ha6opu anr ipuraqii creprusui
Sterile iruigation sets

Ilepenix nupo6ie: ,{nr. aoAarox (5 uafir',reuynaHr)

List of products: See Annex (5 items)

Bnpo6Hux: Carelex, e Kounaui or AKTEOH fpyn
Manufacturer: SATELEC, A Company of ACTEON

l7 aa. lycraa EftQQer,3l ay Oape 33700 MepirHax, @panuia
l7 avenue Gustave Eiffel, ZI du Phare 33700 Merignac, France
Tel./Ten.: +33 (0) 556 349 266
Em ai l/Ere xrpo H Ha norura: info@acteon group. com
IHrepHer / lnternet: www.acteongroup.com

YnosHosaxeHr4il npeacraBHuK a flpnnarue nignpueucrno <lalir>
YrpaiHi: ayn. 15 Knirnr, 6e, c. Bafixisqi, TepuonirbcrKufi pafroH, TepHonimcrKa o6Jracrb, 47711,
Authorized representative in Yxpaina;
[Jkraine: Ten.: 0 800 502 998; E.rrexrpoHHa rourra: office@galit.te.ua; iHrepuer: www.galit.te.ua

Private C ompany < G alit >
68, I 5 Kvitnya St., village Baikivtsi, region Ternopil, 4771 I, Ul<raine;
P hone : 0800 5 02 998 ; Email : ffi ce@,galit. t e.ua ; internet : www. galit.te. ua

K;racr.rQixauir :riAHo \o\arty 2, K.nac I crepnrrHrfi
Texsiquoro peilraMeHry rqoAo Class I sterile
Mear4r{Hux anpo6in:

Classification according lo Annex 2
of technical regulation on medical
device:

BuuearasaHi nupo6n TexHi,{Horo peruIaMeHry uloAo MeAr.rqHrx oupo6ie (sarnepANeuufi flocraHosoro KMY sil
ei.[noaiaanru ocHoBHt4M Bl4MoraM 02 xosrrir 2013 porcy ]&753) - Aoaarox l. 3acrocosaHa npoue.(ypa ouiHxlr sianosirHocri
,rlm MealrqHilx aupo6ir :riAHo: srinHo .(oaarxy 3: :a6esneqeHxr SyHxuiorryBaHHrr KoMnJreKcHoi cl{creM}r ynpaalinHr
The above products meet the rxicrrc (ra auurrxoiu [epeBipKt npoerry) Annex I ofTechnical regulation on medical deyices,

essential requirements .fo, approved by Decree of Cabinet of Ministers of Ulcraine I'1b753 on October 2nd, 201 3. Conformity
medical devices according to: assessment procedure followed: Annex 3: Ensuring the functioning of a comprehewive quality

management system (exc luding project verification)
Oprau s ouisxrl siAnosiAnocri: TOB "Yxpaincrxr.rfi lucrutyr Cranaapria", 6yar.ruox l, aynnur Onercanrpincrx4 rr.ricro Knia,

Conformity assessment body: 03062, Yxpaina. Hor'.rep npll3HaqeHoro opt'aHy UA.TR.l37" LLC llkrainian Standards Institution, address: building l, Oleksandrivska street, Kyiv, 03062,

Ukraine. Identification number of the notified bodv UA.TR. 137

Mn, Carererc, e Kounani oa AKTEOH l-pyn,
3HaXOAT4MOCI 3a aApeCOrc:

l7 an. lycran EilQQel, 3l ay @ape

33700 Mepiruax, (Dpauqia

aeKnapyeMo rpo HacTy[He:

Texuivua loryN,teu'rauiq Ha uernqHufi eupi6 poapo6,reua ra
BnpoBaAxeHa. [ex,rapauir sianosiaHocri cKlrareHa Ha

niacraai ceprrz$ircary sirnoeinHocri Ne R3M 250 293 82 eit
30.12.2025 ra nia nonuy sianosiaarsHicrr anpo6uara

, ( rrHHHaao 1tt.08.2029

t/e, SATELEC, A Company of ACTEON,

located at
l7 avenue Gustuve Etffel, Z du Phare 3

3700 Merignac, France
herewith declare that

The technical documentationfor the medical device has been
developed and implemented. The declaration of conformity is

made on the basis of certificate of conformity
No. R3M 250 293 82 dated 30.12.2025 andunder thefull

resp ons ib il ity of t he manufac turer.

This declaration is valid until 18.08.2029

Bianosiaanuunfi sa cxraaaHHn i eHAaHHr

aeuapauii sianos iaHocri
Responsible for compiling and issuing the

flpuaarue niAnpHer,tcrso "f arir"
Pr ivate C ompany " G qlit "

de c I ar at io n of c onfo r m ity

\ara Date 30.12.2025

,(npexrop
Director

3ororuil Bo,loanru np flerpoauu
Zoloty i Vo lodymyr Petrorych

.3rX
o6n.,
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J\!# Kararoroeufi
HOMep
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Harsa MeA[rrHor-o er.rpo6y yrpaiucuxoro
MOBOH)

Name of medical device in Ukrainian

Ha:sa MeAr.rqHoro aupo6y asuiilcsrcorc MoBoK)
Name of medical device in English

I Fs9905 JI Hii a,rr ipuraqii yuisepcanuui STE/ l0 LIGNE IRR. UNIVERSELLE STE/10
2. F5992s JI Hii ars ipnrauii M+ X 5 LIGNE IRRIGATION M+ X 5

F59926 JI Hii ans ipHrauii M+ X 1 LIGNE TRRIGATION M+ X I
4. F59935 Tpy6xu ulfl ipurauii 5 s yr. P.S

03.000.400.0ss
IRR TUB 5PK P.S 03.OOO.4OO.O5S

5. F59936 Tpy6xu r,r'n iprar-auii I e yn. P.S
03.000.400.0 1 s

IRR TUB IPK P.S 03.OOO.4OO.O1S

,(o4aro r Ao AeKJrapaqii

Annex to declaration

Bianosiaanrnuil :a cxlaaaHHr i nnAasHr flpr,rBarHe ni4npuerrlcrno "laniT"
aexnapauii siAnoeiAHocri Private Company "Galit"
Responsible for compiling and issuing the
de c I ar a t i o n of c o nfo r m ity

fiara Date 30.12.2025

[r.rpexrop 
'0^\"Y.1VWi:t 

3olourfi Borosutuup rlerpornu
,--"]l zolotyivolodymyrFetrorych

Cmopiurca 2 s 2


