[IIEPEKJIAJ 3 AHIJIIMCHKOI MOBU HA YKPATHCLKY MOBY]

Epembonerem-lopn 86 /Jorotumn: 5/BD

B-9320 Epemboaerem — benbris / Jlomomararouu ycim JOAM AKHTH
Erembodegem ~Dorp 86 3I0POBHM HKHTTAM/

B-9320 Erembodegem — Belgium

Ten.: +32 053 720 211 2 ceprst 2023 p.

®axc: +32 053 720 200.

CEPTUDIKAIIA

CTEPHUJIBHICTD

Yei BUpo6H, K MAPKYIOTBCSA K CTEPHIILHI Ta MPoJaroThes komMranicio Becton Dickinson and Company,
cepTH(IKOBaHI Ik CTEPHIIBHI 0 3aKIHYCHHS TCPMIHY Ail 3a3HAUCHOrO Ha YIIAKORLU 3a Y MOBH, IO Y TAKOBKA
He BikpUTa Ta HE mouIkokeHa, s Bupobis, mozHaueHux, sk "L mpoxouKe s piantm ¢
cTepuabHUM", JIHIIE TUILX MPOXOHKCHHS PIAMHU € CTCPUILHHM.

MIPOI'EHHICTD

Vi Bupobu, sKi MO3HAYEHI K HEMIPOreHH] Ta BUIYIICHI Ha npoax komnaxiero Becton Dickinson and
Company, sianosizarots Bumoram Becton Dickinsomn momo tectysanHs BUPOOIB HA MPOTCHHICTD.

Jlnst THX BHPOBIB, ki mapkoBano HarmucoM "IIIsax NMPOXOKCHHS PLAMHH € HETIPOTEHHHUMM" | JIMIIE IIUTSIX
TPOTIKAHHS PIIHHH € HEIIPOT€ HHUMH.

TOKCHYHICTD .

Bupo6H, sxi MO3HAYEHI K HETOKCHUHI Ta MpoJaroThes kommaHiero Becton Dickinson and Company
IPOTECTOBAHO N ViVO Ta in vitro Ha TOKCHYHICTH Ta/ab0 LHTOTOKCHUHICTS.

Jlst BupoGis i3 Harmeom "IIIsX mPOXOKCHHS PIMHK € HCTOKCHUYHMM", JIMIIE HUIIX MPOTIKAHHS PLAHNN €
HCTOKCHYHHM.

JAKICTDH

[poayxuis Becton Dickinson po3po6icHa 3 ypaxyBaHHSIM BIANOBIHUX TEXHIUHHX CTAHJAPTIB, & TAKOINK
BHIOTOBJISETHCS, TPOEKTY €THCA T POMOBCIOLKY €THCS 3@ OMOMOTOI0 CHCTEM, IO Bi/INOBIAAI0TH BUMOTAM
BH3HAHMX CBITOBUX CTAHAAPTIB AxocTi, Taxux sk [SO 9001, ISO 13485 ta FDA QSR (cGMP).

Homep Bupo0y| Homep naprii KinbkicTn Tepmin Ne pisarrraxenns
NPUIATHOCTI
405076 2303015 2x25 29/02/28 EXP/127197
405076 2304019 23x25 31/03/28 EXP/127197
e T T T
405253 2304014 | 3x25 31/03/28 EXP/127197
405253 2305014 3x25 30/04/28 EXP/127197
391453 3074085 1x500 28/02/28 EXP/127197
391379 3081217 1500 ' 28/02/26 EXP/127197
391451 3060233 4x500 ©28/0228 | EXP/127197
405076 2305019 3x200 30/0428 | EXP/127197
391380 3080049 O 22x500 31/03/26 EXP/127197
304000 230304 2x5000 g8 EXP/127197
391379 3081217 10x500 28/02/26 EXP/127197
391380 3080049  14x500 310326 LN P/127197
391453 3074085 10x500 28/02/28, @ PIIR7197
405256 2305027 25x200 30/04/28/s £ INBNO7
391380 3080049 2x500 . 31/03/3p* /.

Ceprudixosano Ann Ileepaepe / Ann Scheerders
Meneukep 3 sxocti, BECTON DICKINSON EUROPEAN DISTRIBUTION CENTER.
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bd.com

BexrtoH [ikiHcoH IndioxwH Tepani AB B ocobi Karapinm Pietz, meneaxepa 3 3abeanevyeHHs sIKOCTI/perynartopHol nonitukm,
nig cBOKO WPUAWYHY BiANOBIAANBHICTE ASKNApPYE BMKOHAHHA OCHOBHMX BMMOI WOAQ MegnuHoro Bupoby, srigHo Jopatky 1
TexHIYHOro pernaMeHTy Woao MeanyHux BUpobis, 3aTeepaxeHoro MNocranosoo Kabinety MiHicTpis Ykpainum N® 753 Bif 2 XOBTHA

2013p.

Becton Dickinson Infusion Therapy AB duly represented by QA/RA Manager Katarina Rietz, declares under our sole
responsibility the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical regulations on
Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013.

Micue Bupgaui: Mlenscinréopr, Weewis
Place of issue: Helsingborg, Sweden

Aarta nignucy | Nignuc ynosHoBaxeHoT ocobu
Date of signing | Signature of Autharized person

05.01.2024 % / /L_”_

NIB ynoBHoBaxXeHo! ocobu | Hasea
nocagm

Full Name of Authorized person |
Pasition

Kartapina Pietz
Katarina Rietz

Menepkep 3 3abeaneuyeHHA AKOCTI/perynaTopHol

noniTMKM
QA/RA Manager

Baclon Dickinson Infusion Therapy AB
Floreitgatan 29 C

PO Box 631

SE-251 06 Helsingborg

Sweden

T?F; e

fata: 05.01.2024
Date: 05.01.2024

Homep: N2DoCO02UKR-HEL
Number: N°DoC0O02UKR-HEL

Pepaxuin: 7 |

Version: 7 I'II
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Becton Dickinson
Infusion Therapy AB

Medication and Procedural Solution

Katarina.rietz@bd.com

PO Box 631
S - 251 06 Helsingborg
Sweden

bd.com
Aewnapauina npo signosignicte N2DoC002UKR-HEL
Declaration of conformity N°DoCO02UKR-HEL
AopaTtok 1
Annex 1
Mepenik meanuunx enpobis
List of medical devices
KatanoHuin i H:;“ﬂ::‘:':_:;';cr:“m Hazea MmeaguuHoro BUpoby Ha | XapaKTepMCTUKH Bupo6Huua
Cuorep poby iout “ vxp?‘l'ugzuii: :oai ?poﬁln m;:manna
atalogue ; it ame of medical device in evices Manufacturing site
uniber Name of rgedn‘caf device in Ukrainian charactaratics
nglish
BD Venflon™ Pro L.V. KaHiona BHYTpilUHbOBEHHA
Cannula BD Venflon™ Pro —
BD Venflon™ Pro L.V. KaHions eHyTpiwHboBEHHa BD 226G (1) 0.9 x25
ads20e Cannula Venflon™ Pro i () 2
B s S 42 mil/min (Mn/xB)
BD Venflon™ Pro L.V. KaHona BHYTpilWHLOBEeHHa BD 298 L) &l %94
233209 Cannula Venflon™ Pro STy () 2
67 mi/min (Mn/xs) -
18G (M) 1.3 x 32
393206 BD Venflon™ Pro L.V. KaHtonsa sHyTpiwHboBeHHa BD mm {(MM) 2
Cannula Venflon™ Pro 103 ml/min
(Mn/xB)
18G () 1.3 x 45
393207 BD Venflon™ Pro L.V. KaHiona BHYTpilUHbOBEHHa BD mm (MmM) 5
Cannula Venflon™ Pro 103 ml/min
(mn/xB)
17G (M) 1.5x45
393208 BD Venflon™ Pro 1.V. KaHions BHYTpilWWHbOBEHHa BD mm (MmM) 3
Cannula Venflon™ Pro 133 mi/min
(un/x8)
16G (I') 1.8 x 45
393209 BD Venflon™ Pro L.V. KaHions BHyTpimHeoBeHHa BD mm (Mm) 2
Cannula Venflon™ Pro 236 ml/min
(mn/xB)
14G () 2.0 x 45
393210 BD Venflon™ Pro L.V. KaHions BHyTpiwHsOBEHHa BD mm (MM) 2
Cannula Venflon™ Pro 270 mi/min
(mn/xB)
BD Venflon™ Pro Safety KaHiona BHyTpilUHbOBEHHA
I.V. Cannula BD Venflon™ Pro Safety
BD Venflon™ Pro Safety KaHionsa BHyTpiluHEOBEHHA BD 226G () 0.9 x 25
[ 1.V. Cannula Venflon™ Pro Safety mm (M) 2
== 42 ml/min (Mn/xs)
BD Venflon™ Pro Safety KaHiona BHyTpilWlHbOBEHHa BD 20G () 1.1 x 32
s9ad24 L.V. Cannula Venflon™ Pro Safety SN 1
s e = 67 ml/min (Mn/xe)
18G (M) 1.3 x 32
393996 BD Venflon™ Pro Safety Kanons sHyTpiluHbOBEHHa BD mm (MM) 1
L.V. Cannula Venflon™ Pro Safety 103 ml/min
(mn/xe)
18G () 1.3 x 45
393207 BD Venflon™ Pro Safety Kauions BHYTpilWHboBEHHa BD mm (MM) 1
I.V. Cannula Venflon™ Pro Safety 103 ml/min
| (Mn/xB)
17G () 1.5 x 45
393208 BD Venflon™ Pro Safety KaHiona BHYTpilWWHbOBEHHa BD mm (Mm) 1
1.V. Cannula Venflon™ Pro Safety 133 mi/min
T (mn/x8) T——
16G (') 1.8 x 45
393229 BD Venflon™ Pro Safety KaHiona BHyTpilHbOBEHHa BD mm (MM) 1
I.V. Cannula Venflon™ Pro Safety 236 ml/min
(Mn/x8)
14G () 2.0x45 |
393230 BD Venflon™ Pro Safety Kanions sHyTpiwHbOBEHHa BD mm {MM)_,_»,/-\.- x ““‘*
1.V. Cannula Venflon'™ Pro Safety 270 ml/friing"
BD Venflon™ L.V, KaHiona BHYTPilUHbOBEHHA A g e DY
Cannula BD Venflon™ A i \
Nata: 05.01.2024 Homep: N2DoCO02UKR-HEL Pepaxuina: 7 = j,!':. %‘aﬁgf&i
Date: 05.01.2024 Number: N°DoCO02UKR-HEL Version: 7 Page 3'of4l | /]y
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Becton Dickinson
Infusion Therapy AB

PO Box 631

S = 251 06 Helsingborg

Medication and Procedural Solution Sweden
- = = Katarina.rietz@bd.com wa— hael o
KaTano>xHwii Bu":;"a“:';i::?ﬁ"::ﬁﬁ Hazsa meguuHoro Bupoby Ha | XapaxrepucTukm Bupob6Huua
HOMep poby ol ykpaiHcbkii MoBi Bupobie nnowanka
Catalogue ; = L Name of medical device in Devices Manufacturing site
number Namsaf medical device i Ukrainian characteristics
English :
. 22G (M) 0.8 x
391451 BD Venflon™ L.V, Cannula | <aH1ons B BR 25mm (MM) 2
il 31 ml/min (Mn/xe)
) 20G (N 1.0x
391452 BD Venflon™ V. Cannula | KaHtend i BB 32mm (M) 2
54 ml/min (mn/x8)
- 18G (') 1.2 x
391457 BD Venflon™ V. Cannula | <@H'on o i Eo 32mm (Mm) 2
80 ml/min (Mn/x8)
) 18G (N 1.2 x
391453 BD Venflon™ V. Cannula Kanions BH\}F;D::IEI.II:]?’?BBHHa D 45mm (Mm) 2
nEe 80 ml/min (Mn/x8)
16G (N 1.7 x
KaHwonsa BHYTpiWHeOBEHHa BD 45mm (Mm)
TM
391455 BD Venflon™ LV. Cannula Venflon™ 180 ml/min 2
(Mn/xB)
14G (I 2.0 x
KaHons BHyTpilwHbOBEHHA BD 45mm (MmM)
™
391456 BD Venflon™ L.V. Cannula Venflon™ 270 mi/min 2
(mn/xB)
17G (M) 1,4x45mm
KaHions BHyTpiwHEOBeHHa BD (MM)
M
391454 BD Venflon™ LV. Cannula Venflon™ 125 mi/min 2
(mn/xB) B

Oara nignucy | Mianuc ynosHoBa)xeHoi ocobu
Date of signing | Signature of Authorized person

NIBE ynoBHoBa)XeHoi ocobu | Hasea

KarapiHa PieT3

”Heue,q:m:ep 3 3abeaneyeHHsa AKOCTI/perynaTopHoi NoniTukn

nocagmu Katarina Rietz QA/RA Manager
Full Name of Authorized person |
Position
; A4 J 5_}..],{_:(
:’J“ | 2
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Becton Dickinson PO Box 631

Infusion Therapy AB S - 251 06 Helsingborg
Medication and Procedural Solution Sweden
Katarina.rietz@bd.com hd.com
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& BD

Oexnapauisa npo pignoBigHIicTb N°DoCO002UKR-HEL
Declaration of conformity N°DoCO02UKR -HEL

TexHiuHoOMY pe'rnauewrv 1oao Meau4HuX Bupo6is, saTBepaXeHoMy fMocraHOBOO Ka6ineTty MiHicrpis Ykpailun
N2753 Big 2 woBTHA 2013 p.
Technical requiations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013

MenwuHi BUpo6Gu: Kanions sBHyTpillHboBeHHa BD Venflon™, KaHonsa BHYTpillHbLOBEHHA BD
Venflon™ Pro, KaHiona BHYTpillHbOBEHHA BD Venflon™ Pro Safety
Medical devices: BD Venflon™ L.V. Cannula, BD Venflon™ Pro 1.V. Cannula, BD Venflon™ Pro Safety
1.V. Cannula

Nepenik MeguM4HUX upo6is: Oue. OopaTtok 1 Ao uiei Jexknapauii npo BigNOBIAHICTL

List of medical devices: See in Annex 1 to this Declaration of conformity

BupoGHMK: BekToH flikincoH Indgioxn Tepani AB, ®noperratad 29C, NO Bokc 631, CE-251
06 lenecinréopr, Weeuis

Manufacturer: Becton Dickinson Infusion Therapy AB, Florettgatan 29C, PO Box 631, SE-251
06 Helsingborg, Sweden

Bupo6Huua nnowjaaxka Aue. NoaaTtok 1 Ang aetanbHoi iHdopMauii

(cy6ninpaaHuK): 1. BekToH Jikincon Meaikan (C) Mre. Nra., 30 Tyac aeenio 2, Civranyp 639461,
Cinranyp

2. BekToH flikincoH Inaia Met. NITA., Mot N°1, Cextop 3, IMT Basan, OictpikT Pesapi
-~ 123501, Xap'aHa, IHais

Refer to Annex 1 for detailed information

Manufacturing site (subcontractor): 1. Becton Dickinson Medical (S) Pte. Ltd., 30 Tuas Avenue 2, Singapore 639461, Singapore

2. Becton Dickinson India Pvt. Ltd., Plot N1, Sector 3, IMT Bawal, District Rewari, Haryana -
123501, India

YnoBHOBaXEHU NpeACcTaBHMK B ToBapWCTBO 3 OOMEMEeHOo signosiganbHicTio «KPATIA

Vkpaiui: MEOTEXHIKA»,

Yipaina, 04107, M. Kuis, Byn. BarrosyTiscbka, 6ya.17-21

Limited Liability Company "CRATIA MEDTEKHNIKA”, 04107, Kyiv,
Authorized representative in Ukraine: Baggovutivs'ka Str., build. 17-21, Ukraine

Knacudikayin 3rigHo Joaatky 2 IIa (nyHkr 15 flopaTky 2)
TexHiYHOro pernaMmeHTy WoAaAo
MeauuHux Bupobis, 3aTBEPAKEHOrO
Mocraxosoto KabineTy MinicTpis
Yipaidu N2753 Bia 2 XOBTHA 2013p. ITa (item 15 of Annex 2)
Classification according to Annex 2 of
Technical regulation on Medical devices
approved by Decree of Cabinet of
Ministers of Ukraine N°753 on 2

October 2013

Mpoueaypa oUiHKNK eignosigHocTi: NonaTtoxk 3 (6e3 nonoXeHb M. 8-11) TexHiyHOro pernaMeHTy WoAo MeauHHUX
supobie, 3aTeepaNeHoro NocTaHoBow KabineTy MinicTpie Ykpaiin Ne753 sin 2 HOBTHA

Conformity Assessment Route: 2013 p. (WwnNAXOM BU3HAHHSA pesynbTaTie OUIHKN gianosigHoCTI)

Annex 3 (Excluding items 8-11) of Technical regulation on Medical devices approved by
Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013 (through recognition of
results of conformity assessment)

Homep cepTudikara pignosigHocTi: PR.603-18

Certificate number:

Crpok aii ceprudikaTa Mo 31.12.2028
signosigHocTi Till 31.12.2028
Validity period of Cerlificate of
conformity:
Tepwmin aii aeknapauii
g : [iiicka go 31.12.2028

Term of validity of the Declaration Valid till 31.12.2028
NpusHaueHuii OPrax 3 OUIHKN ToBapUCTEO 3 OGMENEHOID iprosinanbricio
signosiguocTi Ta Woro «YKpaiHCbKWii HayKOBMi lm:‘q? T ;ep*.--glmlii@
inenTndikauifinnin koa Limited Liability Company "Ukrainian Scientifig/Irstitute of Cerfﬁ;aﬁe@{z o
Conformity assessment body with its UA b/ Onigrps:  “N5N
identification number: )
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