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Declaration of conformity N2 DoCOOIUKR-HEL

TEKHNH@M? pemamaﬁw MO0 MeanuHKMX BUDpobis, aamapgmemmy nmﬁam}mm Haﬁmew
Mislcrpis ¥Yipainw N2753 sig 2 wosrHa 2013 p.
Technical regulations on Madical devices, 3;?5"‘"’1 ved by Decree of Cabinet of Ministers of Ukraine N8753
L e on 2 October O3 _
Moy Eﬁpﬂ-ﬁiﬁ. . (a0 aﬁwpimmxﬁﬁﬁﬁm BD Negfi{m?“ Kanwoni

BHyTpluHsoaeHH] BD Venflon™, Kanonl anyTpiwnHsozeHHl BD
W - ¥Wenfion™ Pro, Kanosl sryTpiwHbosanni I3 3axMileHoo
4 ; roakoe BD Venflon™ Pro Safety,

~- Nos'sizxw Ang dikcaull kanon BD Vecafix™, Mog'sixkm gns
| ikcayii kanoni BD Veca-C™, Kosnaukw BD, Kpauu BD
Groups of davices: Connecta™ 3 fepaMuraded NOToky 3 MemMBpariow BD Q-Syte™
Luar, Kpanyw BD Connecta™
BD Meoflon™ IV, Cannuias, BD Venfion™ 1V, Cannulas, BD Venflon™ Bro 1LV,
- Lannuias, 80 Venfion™ Pro Safetv Needls Protected 1LV, Cannula
%"‘::‘3 Vecafix™ LV, Dressing, 80 Veca-C™ LV, Dressing, Plug 8D, 8D Connecia
__ HEh B0 Q-Syte™, BD CG:‘F““F" 7o R
flepanix mMeguyHux supobis: f ﬂwﬁ& Hogarox L go yiel ,cilﬂmapau | R0 8ianoBiRRICTE
List of medical devices: ; Sea in Annex 1 fo this Declaration of conformity

SUPOGHUK: | Bexvox Qikincow IngiowH Tepant AB, Gropetraras 29C,
| bore 631, CE-251 06 Menscivrbopr, Weeuls
| Becion Bm}fmgﬁn Infusion Therapy AB, Floretigatan 2°9C, PO Box 631,
- SE-251 06 Melsingborg, Sweden
BupofHuya nnomanes: w3 ﬂagmm. 1 pns astanskol iHdopMauil
Bawron Jikincor Indiowy Tepani Cucramc Irue, CA. g6
C.B., Tlapigepika Avic Jovanao Konocio #579, Horanec,
;; Lﬁrifﬁ{ji‘ﬁ CLTHL 84048, Mekcnka
Manufacturing site! bexToH Adikincon Meaikan (C) Nre. Ata., 30 Tyac asenn 2,
Civranyp 639461, Clyranyp
3 bexrod Qikincor Inagis Nser. fita,, Nnor N1, Cexrap 3, IMT
basan, [llcrpicr Pegapl —~ 123501L, Xao'sua, IHalx
4 Avrenpc Xeackeap AD, ApHearacravas, CF-578 33 Adebi,
E Ulgayin
Hefer (o ;J.n,rer: I for detaifed information
1. Becton Dickinson Infusion Therapy Systems Inc, 5.4, de TV,
.F’EH;E: oo Lufs Donaldo Colosio #MS{, Nogales, Sonora O 5, 8«-#{?45;
Mexic
2. Becton Dickinson Medicai (5) Pre. Lid., 30 Tuas Avenue 2,
Singapore 839461, Sings ;:"D e
3. Becton F‘ir::mrf;un mdra Pet, LEd., Bfot No. B, Sector 3, IMT Bawsl,
District Rewarl, Harvana - 123501, India
4, Attends Healthcars AR, }a*nwﬁusqa art 4, SE-578 33 Anehy, Swoden
ToBapUCTEO 3 0OMeNeHO0 BignoBIiAaNLRHICTIO «KPATIH
| MEOTEXHIKA», Yipalna, M. Kuls, syn. Barrosyrieceka, Bva. 17-21,
| &-1 f1oBEpX
Authorized representative in Ukraine: | Limited Lighility Company "CRATIA MEDTEKHNIKA®, 17-21,
| Baggovutivs'ka Str., 6th floor, Kyiv
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Hactys Tgsleles 1= Floretigatan 290

Pafagaam Trargay X3 PO 20X 631
. SE - 251 06 Helsingborg
Sweden
Knacwndpixauin arigno fogaty 2 5 Iia (ﬁ‘gﬁm 15 Jogatey 2) gns rpyn supobis:
TaxHIYHOrO PEraaMenTy Woio MeAWYHMXK i_. | K o EH‘JT;‘.’HLJHL—:GBEHH B0 Meoflon™.
2rpChis, 3aTeepameHoro NocTanoBom { ¢ Kasu sHyTRiwiHboseHH! BD yerf.ﬂ:fa”;
KasiHeTy MinicTpis Yepaluw N8753 Big 2 | »  Kauwoni sHyTpiwHsoseHHi 8D Venflon™ Pro,
#HopTHA 20130, 1 ¢  Kamioni sHYTRIWHLOBEHK] 13 3aXMILEHOK ronkos BD

Vanflon™ Pro Safety,
s  Kpanu BD Connecta™ 3 napaMuKaser NoToKy 3 MeMBpanoin
. 80D Q-Syte™ Lusr
CEIa {nyser 10 Hogsarky 2) gns rpyn supobis:
g »  Kosnasdky BD,
® Kg.,aHm BE} Conn c:a"’“

» E“EGE. A3KU 5 .q;s{f:ai.ui KaHON! BD %’fef*df,x"“,
Nos'askw ana diccaull kanoni BD Veca-COm™
- IEa (item 15 of Appendix 2) for davice grouns:

Classification according o Annex 2 of { 8D Neoflon™ LV, Cannulas, BD Venflon™ IV, Canndias, 80D
;t_t.:‘?nfa.af requlation on Medical devices | Venfion™ Pro LV, Cannuias, BD Venflon™ Pro Safety Needls
approved by Decree of Cabinet of | Protected LV. Cannula, B0 mme cfs with BD OQ~Syte™
Ministers of Ukraine NP753 on 2 October | ILa (itermn 10 of A;ﬂﬂr{ﬂx 2} for device groups:

201273

Plug BD, BD Connecta™

I, sterife ( ;f:m“? G of Appendix 2} for device groups:

BD Vecafix™ LV, Dressing, BD Vaa‘:a <PV, Dressing,

Hogaror 3 TexHiHHOrD pearnaMedTy Woald MeandHux supodis,
zateepaxescrs Mocrakosoro Kabivety MisicTpia Yipainw N8V53 sin 2
Conformity Assessmaent Route! woeTHA 2013 p.

Annex 3 of Technical regulation on Medical devices approved by Decree of

- Cabinel of Ministers of Ukraine Ne753 on 2 October 2013

P R'd 25 i b 1?

Npoueaypa oulidky signosigaocri:

e —————————— T T

Homep caprudiicars sianoriamocTi:

Certificate number;

Crpor gl cepTrdicars BIanoBIAHOCTE | | ni Ae mymasr o mrm g o
E 3 Ao vnd 0 L.l' 3 ;}.ﬁiuf 3 . :.“j":,

Validity period of Certificate of conformity! | €1.06.2017 no 20.05.202

since 21,06, 2017 untif 20.05.2022

FIPU3HAYEHWN OPraN 3 oLty E TOBAPRCTEO 3 obMesenoo signosigansrRicTio
signoBigHocTi 1a noro GYupaiHCEKMR HaYKOBHE THCTHMTYT ceprudpiayniis
igesTudikaginuni Kog Limited Liability Company "Ukrainian Research Institute of
Conformity assessment body with its | Cartification”

fdentification number: IR TR.116

Gewron [ikincon Indrowmn Tepani AB s ocobi Katapimg Plets, MeHemkepa 3 3a0e3ricUeHH:

AKOCTI/ DErYASTODHO! NoAITHKK, Mg CBOK WPUAKYHY BIANOCBIAANLRICTD ASKNIAPYE BUKOHAHHA OCHOBHUX
BUMOF WOA0 MeauruHero supeby, srigHo Joaarky 1 TexHiyHoro pernaMenTy WoAD MeanyHux Buposis,
sarsepprenore Nocradosow Kabidety Misdicrpis Yrpainy N2 753 sig 2 xosrHa 2013p.

Becton Dickinson Infusion Therapy AB duly represented by QA/RA Manager Katarina Rietz,
declares under our sole responsibility the fulfiliment of basic requirements for medical devices,
according to Annex 1 of Technical regulations on Medical devices, approved by Decree of Cabinet of

I

Ministers ﬂf‘ Ukralne N9753 on 2 October 201 3,
IR ETARE TR I S5 I LT rafbul‘"i”f:}i“gi}i“, Himetin
Place of issug: Helfsingborg, Sweden

Katarinag Rietz
QA RA Manager

1, the undersigned, Notary Pablic, in and for the city
ii%‘ Helsingbo F&jﬁm tegalize the signaturs Bbge 2 of 4

@Eﬁﬁﬁ 255 sfﬁuanww 'k if%ﬁgﬂ%wﬁgﬁd‘;{ma & "*;Q?; ; fv"#?g ';
who hag identified meiﬂ'hmeﬁf through the &

document. It has to be notified that the undewigne
Notary Public, only | %&Lﬁ& the signaturs,

Eﬁ&iﬁm@%ﬁ ﬂaﬁ H‘f ayt ﬂin ﬁfu n&g é:igzgfmi?ﬁmﬁ:g&; . )2 "
hrister Leawold
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Kawoni ssﬁwp:auﬁhﬂsmmi BD Venflon™

Pro_

T T I N L B e e ke e ok s e e

K.aHIon H BHYTD L.“rihfj:aE»m

T TN L ol o

T N

Karanowini | Hazga MagsuHOre BUDOS - 0 BHBOSY b - - BapoGia
HOMED i el i P2 ;E? LY H3383 MagNyHQre E&i;ji‘}ﬁ-? HR YROAIHCHKIY DTine sapodby NRASILIIAKS
catalogue | &;’HE aur MACHKIA MoB] o womi Product Manufacturing
number j o vaie o medif? device in Nama of medical device In Ukrainian description site
e English 1
EB ﬁannacta“‘ with BD Q- | i{paﬁﬁ BD Connecta™ 3 ﬁﬁ?ﬂﬁﬁhﬁﬁ&ﬁ s I
[ YRR | TIOTOKY 3 MemMBpancio BD Q-Syte™ Luer | .
! aaaen BD Connecta™ with BD Q- K:iaH B Connecta™ 3 nepaMuKaden noTaky 3 ) T
ey | MewBpanol BD Q-Syte™ luer B 1
: o - KpaH BD Connecta™ 3 "ii:‘ﬁEMHE{:::HE!*;E::E%E;: R T
5 ; gfi‘;"“ necta™ with BD Q- - MemSpancio BD Q-Syte™ Luer
1394502 S 5
-TTT“_%_WMJEMQTL%@@H Eﬂwﬁﬁnmataﬂ ™ - |
1234600 B Connegcta™ Kpan BD Connent: :
| 9248601 BD Connecta™ {pan B0 C-&:ﬁmﬂcﬁ*ﬁ """"""" SRR B— R Hr e —
3 ? LD Connecka™ 1 Kpau BD Connecta™ " T Wm |
L Mﬁi}j_ﬂ%_wﬁgm 30 Connacta™ T | | ™1 |
| 2ERYLD L8l Connecka™ __Kpas BD Connecta™ N B
B0 Conn ecg_j__’: _Kpas 8D Connecta™ “wmmwimmm
_________________________ Bl Connecta™ i Kpar BD Connecta™ A
_________ 1 BB Connecta™ | Kpan 8D Connecta™ T T
WMMM o} Kpas BD Connecta™ T I )
e »—J—E——mem e Kpan BD Connecta™ o UL T
Qs 0 Bolonnecta™ . Kpad BD Connacta™ g i ;
_L.BD Connpecta™ | Kpanu BD Connecia™ N 1
e | _BD Connecta™ _Kpan BD Connecta™ B T K
b BD Connacta™ - Kpa BD Connecta™ T T )

!-t"_

Kamons SHYTD

| Biﬁ Feni"iﬂﬂ""‘ Fro 1.V, ﬁ
I S 0. %1 11111 - T _—
5 " BD Venflon™ 2ro 1LV,
| 393202 -} Cannula
B Venflon™ Pro LV
393204 Cannuia )
- BD Venflon™ Pro 1.V ;
393206 | Canoula_
3 | BD Venflon™ Pro Ly, ]
| 3832047 ) Cennula
BD Venflon™ Pro 1.V,
333208 1 Lannule e -
I‘m " BD Venflon™ Bro LV.
1 393209 L Larmnula L
- BD Venflon™ Pro 1LV,
L 393210 | Cannula

AL AP . L e . e e gy TR

;
k
=

M

—— — —— — L L

----------- g

Kauons EH‘;‘TTQELLJHbGE“HHB BD "u‘enf cas‘*““" R

T e e e NN A B e v

A H A S BHw;}stbaaﬁHwa R Venfion ™ Pro

BD Venflon™ fro | 220409 x35 T3
____________________________ |
ZOGA 1,1 x 32 2
e .___._.; mm__ -
| i18GA 13x3zx 2
e lmmo L
18GA 1.3 x 45 | 2
NUHhOBEHHA BD Venflon™ Pro 45 1o T
5 nm N
15GA i E ¥ 45 P
_________ N raiasi ]
Pro | L4GA 2.0x45 | 2
Page 3 of 4
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BD Veanflan™ LY. C

ATIMUA

i NCRCNCNCLE §E LY

[T LY T g

O Ao, o, ol T R 0 N O O e

T e

EB H&nfmn Pra Safet‘f T Kawoni aﬁwpsm&mﬁﬁﬂﬁm [ aaxﬁmnﬁmm i

B ¥ Caninula _m__,h_, |_ronrowe BD Venfion™ Pro Safety _

B0 Venflon™ Pro Safety LV. | KBHIOAR BHYTDILARCBENHE 13 3axwiienorn 1 36A 88 % 13

393244 Cannwe _roenkol BD Venflon™ Pro Safety { 25mm ,

B Venflon™ Pro Safety Ly, | oB005 BHYT :’EJ*H?E‘*H’“S 3 3AXMUEHDIC <UGA 1.1 x | 4 i

393224 P Cannula | roskow BD Ventlon™ Pro Safety 32mim

- BD Venflon™ Pro Safety 1,V LaHIoN s BHYTPILHEOBEHHE (2 3EXMILEHDIO 186GA 1.3 % T T

_ 353426 a Cannula ronkow BD Venflon™ Pro Safety 32mm

y P SD v TF[GHW F’Fu ‘%dfei‘v K aH s d?1}pr!LHh-ﬁﬂEHm$ k 33"{&1&@:15}{3 18GA 1.3 ¥ ,.E “““““““““““““““““ ""

393247 i m‘=u=a — L _______'-.__-E“G:TL__I;{GIFG BD Venflon™ Pro Safaty | 45mm |

| BD Venflon™ Pro Safaty LV, | Karons AHYTRILHLOBEHRE 13 38X WU SHOK 17GA 1.5 N

1 . '

393248 Cannus a ronko BD Venflon™ Pro Safety 45mm 5

B0 Venflon™ Pro Satety 1.V CBHIONS  SHYTDIMHE0BEHAE I3 3aXMLEROK0 | 160GA 1.8 x 12

|.3583249 Cannuia roakow BD Venflon™ Pro Safety 1 45mim

B0 Venflon™ Pro Safety 1LV, LBHIONR  BHYTPUUHBOBSHHR 13 32XMLEHDIO | 14GA 2.0 x 2 _ ”'4

- Cannula | P roaxoe B0 Venflon™ Pro Safety [ 45mm

- BIX Venfion™ 1.V,

o BTN R . i

| 391451 .

S | BO Venflon™ TV. Cannula _+

P Kanions smyTpileoseraa BD Venflan™ 25@3 1.0 X RER

| 391452 i 32mm 5

CARIGAS BHYTDIWHBOBEHHA BD Venfion ™ i8GA1.2x | 3

(WEER Y I 32mm 3 - o

R o F‘{arﬂmﬁq EHyrmm%ﬂamwa B0 uen un’” J‘ag;; oy T
391453  BD Venflon™ LV, Cannula g
1n‘Hr“‘I“£I ——— L P Y y

LS31450 JBE Venflon™ 1V. Cannula ,
Kanians BHYTRILIHLoEEHHA BD
391454 1 80 Vepflon™ LY. Cannula o
—— manaans BQ‘__E_@E};E?_@ﬁ_T“ E IU Gﬁﬁﬁuﬂia E{EFE{H’!* ﬁH‘s’TFEmeﬁEEHHi EE} Nﬂ@ﬁﬂﬁrw F E
---------- S — A
191349 Neoflon™ LV, Cannula Kaﬂiﬂﬂﬂ BHYTDIUHLOBEYHA A0 Neofion™ L 26GA 0.6 ¥ 2
: B R e _ L tamm ,a
L | KAHIONE aHy TRy flan™ E A R —
o BD Neoflon™ 1V, Cannula | yIpiwEesenna BD Neofion | 24GA 0.7 % | 2 ;
J91450 19mm i
I o | - N - — . i | o
IR i ___ & E_Eﬁﬂﬁfm‘” I.V. Dresmng Now’ ﬂsm Ann ::im{s:*n.ua xaHioni BD Vacafix™ ;
"i * Ton'a3ka AR Slrcauil karoni BD Verafh™ T T
352015 BD Vecafix™ LV, Dressing Ans glccaulf kaniost BD Vecafix :
1 4 BD Veqa___ﬂ“"’ 1. 1.** E}resgmg _flos’ HBHH ans aﬁs:mg_gﬁ_i@}mﬂz ED "'Jee:afm"“‘* al _
Vo Mos'aaka org Gikcaull Kamon BD \ N ' T
A U g frt S5 '-: R T T A .""'q '-f, -..__ . vy
_DPate of ”fﬁf"f- 1 Signatura of f‘?i-_{_if{?__f?_{ﬁu dperson
RN R ' SI. £l 4347

Ji Name of Authorized person |
Fasition
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1. Country: Sweden. ___
This public document of August 15% 2017,
. has been signed by Mr. Christer I_awld

acting in capacity of Notary Public of Helsingbore
. bears the seal/stamp of the Notary Public of Helsingborg.

RN ES M

) I

5 Certified

£

5. at Landskrona, Sweden, 6. the 23" of August, 2017,
7. by Stig Brunnstrém Notary Public of Landskrona.

9, Seal/stamp:

ot

Signature:

; nnstrom
Notarius Publicus 1 Landskrona
Notaire de 1a ville Landskrona
Notary Public of the clty of Landskronsa
MNotario Pablico en L-&ndakmnﬂ

T o e e A

NB: An Apostille certificate only confirms that the signature, seal or stamp on the document is genuine.
it caoes not mean that the contents of the document are correct or that the Notary Public who has issued
the Apostille approves of the contents.

u{ ~eTH H’l e i‘”ﬁf ﬁfff"'“’&ﬁf; ?{eivf{ﬂ' iif“-"f}’

D T Rk e e e iy, i il -
T R R e o gy | e 3 A - — .
LT, TR A R,
_—— s anTrns —— e L - “:

o

Viazel/Bkonomt Eva F*u‘mam e 8240 i}{J Addvokat AB Citadelled
ia if‘f’“{ At R-240( ﬁE Norra Lanupman 24
Not | u""aiff‘uh ofcat Stig Brunnstrinm L8240 63 REPI I RS i}mm rona
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