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®EAEPAABHAA CAVKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHWA
(POCSAPABHAASOP)

PEFHCTPAHHOHHOE Y,GOCTOBEPEHHE
HA MEAULUHCROE H3AEJIME
ot 31 nexabGps 2015 rona Ne ®C3 2009/05473

Ha meguumHCKOe H3/ienue
3akpsiTas cucremMa BHyTpuBeHHOro foctyna BD Nexiva, ¢ npuHajieknocTsMu

Hacrosiiiee perucTpallioHHOE YIOCTOBEPEHHE BBIAHO

"Bekron Juxknucon Uudoroxn Tepanun Cucremc, Huk.", CHIA,
{ Becton Dickinson Infusion Therapy Systems Inc., 9450 South State Street, Sandy,
| Utah 84070, USA

¥ TIpomssomuTens
"Bekron Auknncon Hudswxu Tepamn Cucreme, Uuk.", CIIIA,

1 Becton Dickinson Infusion Therapy Systems Inc., 9450 South State Street, Sandy,
| Utah 84070, USA

MecTo npoH3BOACTBA MEJUIIMHCKOTO H3/ICIUA
| eM.mpHiIOKeHue

Howmep perucrpauuonsoro jocse Ne P/1-9698/63699 or 22.12.2015
"Il Bux meaunuuckoro uzaenas 275710
{ Kiacc HOTEHIMAIBHONO PUCKa IPUMEHEHHS MEIUITHHCKOTO H3/Ie/Hs 22
Kon O6mepoccuiickoro Kiaccudukaropa IpoAyKIuH VIS MeAMIHHCKoro u3zenus 94 3630

HacTosiiee perucTpaioOHHOE YI0CTOBEPEHHE HMEET NPUIIOKEHHE Ha | mcTe

JIOITYIIEHO K 0OpAIICHHIO Ha TEPPHTE DﬁH : cor
Pykosoaureas PeepaiabHoil ;' |




®EAEPAABHASL CAVKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

il MPUJIOYKEHUE
F K PETUCTPALIMOHHOMY Y10 CTOBEPEHHMIO

HA MEAULIMHCKOE U3EJIUE (¢

; or 31 nexabps 2015 rona  Ne ®C3 2009/05473
Jluer 1

Ha meunuaCcKOE H3/IEHE

3akpbiTas cucrema BHyTpHBeHHOro gocryna BD Nexiva, ¢ npanajiexH0cTAMHA:

1. 3akpeitas cucrema BHyTpuBeHHOro foctyna BD Nexiva craniaprHas Bepeus.
BHYTPMBEHHBIH KaTeTep ¢ KphUIbIIIKaMH U uria ¢ Texuonorueit BD Instaflash, yumuaurens,
Y-ananTep ¢ ycrpoiictBoM 6e3bronsHoro gocryna BD Q-Syte.

2. 3akpbITas cucTeMa BHyTpHBeHHOT0 Aoctyna BD Nexiva co cronoprsm kpasom BD
Connecta (BD Nexiva with Single BD Connecta Stopcock): BHyTpHBeHHEIH KaTeTep ¢
KpbUIbIIIKaMK 1 uriia ¢ Texnosiorueit BD Instaflash, yjuraanTens, cronopusiit kpan BD
Connecta.

3. BakpeiTas cucrema BHyTpHBeHHOTO0 foctyna BD Nexiva co cronopaemv kpanom BD
Connecta ¢ ycrpoiicteom 6e3pronsroro gocryna BD Q-Syte (BD Nexiva with BD Connecta
Q-Syte Stopcock): BHyTpHBEHHBIIH KaTeTep ¢ KPHUIBIIKAMH U HIJIa ¢ TexHojorued BD
Instaflash, yamunurens, cronoprsiit kpad BD Connecta ¢ ycTpoitcTBoM Ge36IrobHOr0
nocryna BD Q-Syte.

[TpunaiexHocTH:

1. Cronopusiii kpanrk BD Connecta ¢ ycrpoiictBom Gessironsroro nocryna BD Q- Syte
(BD Connecta Stopcock with BD Q- Syte).

2. Yerpoiictso 6esbironsaoro pocryna BD Q-Syte.

3. YerpoiictBo Ge3sironsroro gocryna BD Q-Syte ¢ yummanTeNEM, JHAMETPEI: CTAHAAPT,
MuKpo, makpo (BD Q-Syte Extension Set: Standard Bore; Micro Bore; Macro Bore).

4. Anantep juis ¢pakonos BD Q-Syte (BD Q-Syte Vial Access Adapter).

MecTto npou3Bo/ICTBa:

1. Becton Dickinson Infusion Therapy Systems Inc. S.A. de C.V., Periferico Luis Donaldo
Colosio#579, Nogales, Sonora, C.P. 84048, Mexico.

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

3. Becton Dickinson Infusion Therapy Systems Inc., 9450 South State Street, Sandy, Utah,
84070, USA.
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