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MHOBITOMJIEHHSA
PO NPOAYKILiI0, kA He BiANMoBigae 3arajabHiil BUMo3i monao
Oe3nedHocTi npoayKuil

12.03.2021 Ne 134-11

(nara Ta BuxigHui#t peecTpauiiiHuii Homep)

BupoGuuk (posnosciomxyBau) Becton Dickinson Infusion Therapy AB/ bekton J[likicon Iudroxu Tepami AB/

YnoBHOBaxeHH# npencTaBHUK BUpoOHHKa B Ykpaidi TOB «Kparis MearexHika»
(moBHe HaliMeHYBaHHA)

Anpeca BupoGuHKa (po3nosciopxyBaya) Florettgatan 29C, PO. Box 631, SE-251 06 Helsingborg, Sweden/
®nopetraran 29C, [10 boke 631 CE-251 06 I'enbcinbopr6, Lseitis/
YoBHOBaXXE€HOTO NpeacTaBHUKAa BUpOOHMKA B Y KpaiHi: ByI.
BarrosyTiBcbka, 6ya.17-21, m. Kuis, 04107, Ykpaina

Kona BupoOHHKa (po3MOBCIOKYBada) Y IOBHOBAXXEHOTO NpeAcTaBHHKA BUpoOHUKa: 38670845
(srigHo 3 €JIPTIOY)

Ha3sa nponykuii KaHionig BHYTpillIHLOBEHHA i3 3axuiieHoro ronkoio BD Venflon™ Pro Safety,
22GA 0.9 mm x 25 mm, katainoxHuid HoMmep 393222,
(noBHe HaiiMeHYBaHHA, THII, BUI, MapKa, TOProBe/ibHa MapKa (TOBapHHH 3HaK)

Kona 3riguo 3 JKIIIT He 3aCTOCOBYETHCS
(ans BITUM3HAHOT MPOAYKLI|T)

Kona sriano 3 YKT3E/] BiAcyTHE JOKYMEHTaANBHE MiATBEPIKEHHSA
(3a HasBHOCTi JOKYMEHTAJIBHOTO MiATBepIKeHHs knacudikauii ToBapis 3riaHo 3 YKT3E]] nus npoaykiil iHo3eMHOro
BUPOGHHLITBA)

Micue3HaxomkeHHs: BApOOHHULITBA

Bbekton dikincon Ingroxu Tepani AB, @noperraran 29C, I10 Boke 631, CE-251 06 I'enkcinrbopr, Llsewis/
Becton Dickinson Infusion Therapy AB, Florettgatan 29C, PO Box 631, SE-251 06 Helsingborg, Sweden

Bekron dikincon Meaikai (C) IIre. JITa., 30 Tyac aBeHio 2, Cinranyp 639461, Cinranyp/ Becton Dickinson
Medical (S) Pte. Ltd., 30 Tuas Avenue 2, Singapore 639461, Singapore

Kon kpainu-BupoOHHKa SE
(3rigno 3 ICTY ISO 3166-1-2000 (ko Aneda-2)
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KinexicTh mpoaykuii, HoMep maprii JIOT: 275227 — 1000 wt.

(tineky ans napril npoaykuii)

Indopmaltis npo naHuory nocrayaxss BianosigHoi npoaykuii: TOB «<EKOME/D (koa €/IPTIOY 22922786)

He Bignosinae Bumoram 1. 42 Po3zainy Il fogatky 1 TexHiuHOro periaMeHTy mojao MeAWyHHX BUPOOiB,
sarBepmkeHoro noctaHoBoro KaGinety MinictpiB Ykpainu Big 02.10.2013 No 753
(Ha3Ba Ta BiANOBIAHI MONOXKEHHA HOPMATHBHO-TIPABOBHX aKTiB)

BoxuTi 3ax0/u i3 3a0e3nedyeHns GeaneyHoCTi MpoayKuii:

BHpOGHHK NeEpersisiHyB Ta BIPOBAJUB KOPUTYHOYi 3aX0JH 10 KjanaHy MopTy, i moaablli npoaykTH 6yayTh
crepuiizoBaHi paniauieto (E-beam) 3 HaCTyHHAM 3a3HaY€HHAM Ha yMaKOBLL:

STERILE R

Lleii MeTon crepuiizaiii BUKOPHUCTOBYBABCH Ui BHYTPIIIHBOBEHHHX KaHIOJb 3 3aXHIIEHOW rojkow BD
Venflon™ Pro Safety (VPS) no uepsus 2019 p.

Binomocri npo 6yan-siKi BXAKHTI 00MeKyBabHi (KOPHIyBaJbHi) 3aX0/IH CTOCOBHO NMPOAYKMUii:

Krientam HeMae Heo6XiAHOCTI MOBEPTATH KaH0J1i BHYTPUIIHBOBaHHI 3 3axuuleHoto rojxoto BD Venflon™ Pro
Safety (VPS). BukopucTaHHS LMX NPOAYKTIB MOXIIMBE 3 YpaxyBaHHSM, HaJJaHUX BUPOOHHKOM peKOMeH AaLii
SIKIo npoAyKLis CTAHOBUTH CEPHO3HUI PU3HK, Y MOBIIOMJIEHHI TAKOXK 3a3HAYAETHC:

ITOBHUH ONUC CEPIO3HOTO PUBHKY

iHwa indopMaLis, HeoOXiaHA A BiICTEKEHHA MOXODKEHHs MPOAYKLil Ta ii 0biry

3aX0/IH, BXHTI 3 METOIO 3al00iraHHA PH3HKaM, AKi CTAHOBHTbH MPOAYKLif OIS CMOXKHBaUiB (KOPHCTYBAUiB):

3actynnuk [lnpexropa 3 AKOCTi

TOB «KpaTtis MearexHika» A.O. Comux

(iHiuianu Ta npi3BuUIIe MOCaA0BOT 0co0H)

(nmocana)





