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IlOBl)];OMJIEHIDI 
npo npo;i:yK.1.dro, HKa ue Bi;i:noBi;i:ac 1araJI1>uiii: BHM01i mo;i:o 

6e111equocTi npo;i:yKu,ii 

12.03.2021 .N!! 134-11 
(.narn Ta BHxi,nHHH peecTpauiiiHHH HOMep) 

Bupo6uuK (po311oac10,z:i:)K)'Baq) Becton Dickinson Infusion Therapy AB/ EeKTOH IliKiHCOH IHCbIOiKH Teparri AE/ 
YrroBHOBaiKemdi rrpe.ucrnBHHK aupo6ttHKa a YKpai'Hi TOB «KpaTiSI Me.IlTeXHiKa» 

(nOBHe HaHMeHyBaHHH) 

Anpeca eupo6uuKa (po311oac10.L{)Kyaaqa) Florettgatan 29C, PO. Box 631, SE-251 06 Helsingborg, Sweden/ 
<l>nopeTraTaH 29C, ITO EoKc 631 CE-251 06 r enhciH6opr6, lllseuh1/ 
YrrOBHOBa)KeHoro rrpe,nCTaBHHKa BHp06HHKa B YKpaIHi: syn. 
EarrosyTiBChKa, 6y,n.17-21, M. K11fo, 04107, YKpaYHa 

Ko.n BHpo6HHKa (p03IlOBCIO.ZJ;)KyBaqa) YnoBHOBa)KeHoro npe,nCTaBHHKa BHp06HHKa: 38670845 
(3ri.n;Ho 3 €,WTIOY) 

Ha1sa npo,!J;yK .. iiKamom1BHVIPiIIIHhOBeHHai33ax11meH010 roJIKOIO BD Venflon™ Pro Safety, 
22GA 0.9 mm x 25 mm, KaTaJIO)KHHH H0Mep 393222, 

(nOBHe HaHMeHyBaHHH, nm, BH.n;, MapKa, ToproaeJibHa MapKa (TOBapHHH 3HaK) 

Ko.n 3ri,nHo 3 ,[U(IlIT He 3aCTOCOBV€ThC.H 
(MH aiTq11JHHHoi' npo.n;yKLtii) 

Ko.n 3ri,nHo 3 YKT3E.[( ai.ucVTH€ ,uoKyMeHTaJihHe ni,uTBep.IDKeHH.H 
(3a HaHBHOCTi ,.!J;0KyMeHTaJJbH0ro ni.n;TBep~eHHH KJiacml>iKauii' TOBapiB Jri.n;Ho 3 YKT3E,D; MH npo.n;yKuii' iH03eMHOro 

BHp06HHUTBa) 

Micu,e3Haxo_n)KeHH.H BHp06HHUTBa 

lieKTOH ,ll;iKiucou lml>io*H Tepani Ali, <l>nopeTraTaH 29C, ITO EoKc 631, CE-251 06 r enhciHr6opr, lllseui.H/ 
Becton Dickinson Infusion Therapy AB, Florettgatan 29C, PO Box 631, SE-251 06 Helsingborg, Sweden 

JieKTOH ,ll;iKiucou Me,!J;iKaJI (C) IITe. JlT,!J;., 30 Tyac aseHIO 2, CiHranyp 639461, Cittranyp/ Becton Dickinson 
Medical (S) Pte. Ltd., 30 Tuas Avenue 2, Singapore 639461, Singapore 

Ko.n Kpa1H11-s11po6H11Ka SE 
(3ri.n;Ho 3 ,D;CTY ISO 3166-1-2000 (Ko.n; Arlb<l>a-2) 
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KiJihKiCTb npo)].yKI.J,i'i, H0Mep napTi'i 

ToBapHCTB0 3 o6Me)l(eHOIO Bi.D,ITOBi.D,a.JibHiCTIO "KpaTis Me.D,TexHiKa" 
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+38 044 332-42-94; +38 044 361-48-28 
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JIOT: 275227 - 1000 IIIT. 
(TiJihKH Af!S naPTi"i npo)l.yKu,i"i) 

ImpopMaQiH npo naHQIOrH nocTaqaHHH ai,n;noai,n;Hoi npo,n;yKQii: TOB «EKOMEll» (Koll €1IPilOY 22922786) 

He ai)].noai)],ae BHMoraM n. 42 Po3niny II IIonaTKV 1 TexHiqHoro pernaMeHTy mono Mem,1qHHX BHpo6is. 
3aTBepn)KeHoro nocTaH0B0IO Ka6iHeTV MiHicmis YKpa'iHH sin 02.10.2013 N.0 753 

(Ha3Ba Ta Bi.D,ITOBi)l.Hi IT0JI0)l(eHHS H0pManrnHo-npaB0BHX aKTiB) 

B~uTi 1axo)],H i3 1a6e1ne1.1euuH 6e1ne1.1uocTi npo)].y1m,ii: 

BHpo6HHK nepenrnHyB Ta snposa)],HB KopwryJOqi 3axo)],11 )],0 KJianaHy nopTy, i no)],aJibIIIi npo)].yKTM 6y)].YTh 
cTepwnhosaHi pa)].iauieIO (E-beam) 3 ttacTynHMM 3a3HaqeHHHM Ha ynaKosui: 

!sTERL~ R J 

IJ,eii MeTO)], CTepwnhaui'i BMKOpHCTOByBaBCH )],JIH BHYTPiIIIHbOBeHHMX KaHIOJib 3 3ax11II1,eHOIO roJIKOIO BD 
Venflon™ Pro Safety (VPS) )],0 qepsHH 2019 p. 

Bi)],OMOCTi npo 6y)].h-HKi B~HTi o6Me~BaJihHi (KopuryeaJibHi) 33X0)],H CT0C0BH0 npo)],yK1di: 

KnieHTaM HeMae Heo6xi)],HOCTi nosepTaTM KaHIOJii BHYTPHIIIHbOBaHHi 3 3aXMIIl,eHOIO r0JIK0IO BO Venflon™ Pro 
Safety (VPS). BMKOpHCTaHHH I.J,MX npo)].yKTiB M0)KJIMBe 3 ypaxysaHHHM, Ha)],aHMX BMp06HMKOM peKOMeH)],aI.J,iH 

~KIIIO npo)].yKI.J,iH CTaHOBMTb cepH03HMH pH3HK, y noBi)].OMJieHHi TaKO)K 3a3HaqafTbCH: 

noBHHH omic cepi1:o3Horo ptt3HKY ________________ _ 

iHIIIa impopMaI.J,iH, Heo6xi)],Ha )],JIH Bi)],CTe)KeHHH TT0X0)],)KeHHH npo)].yKI.J,i'i Ta ii o6iry 

3aXO)],H, 8)KHTi 3 MeTOIO 3ano6iraHHH PH3HKaM, HKi CTaHOBHTb npo)].yKI.J,iH )],JIH CTTO)KHBaqis (KopHcTysaqis): 

iHIIIa impopMaI.J,iH npo npo)].yKI.J,iIO, HKa>~:::.~1~ 3araJibHlH BHM03i IIl,0)1,0 6e3neqHOCTi npo)].yKI.J,i'i 
/"."1/"r~-"~2~--~ -~S:~t\-~~-.- /· "~) 

3acrynuHK ,lJ;upeKTOpa 3 HKOCTi 
TOB «KpaTiH Me)].TexuiKa» 

(noca)].a) 

A.O. COMHK 

(ittiuiam-1 Ta npi3sHme noca)],0001 ocofo1) 




