®EABPA/IBHASA CNYXXBA MO HAA3OPY B COEPE 3APABOOXPAHEHNSA'
D (POc3apABHAL30D) :

PETMCTPAUVMOHHOE YAOCTOBEPEHUE

HA MEOVUWHCKOE U3OENVNE
oT 03 aBrycta 2023 roga Ne ®PC3 2009/05473

Ha meguunHckoe nsgenve
3aKpbITas cucTema BHYTPUBEHHOIO fgocTtyna BD Nexiva, ¢ NpUHaAIeXXHOCTAMM

HacTosLLee perncTpauoHHOE YA0CTOBEPEHNE BbLLAHO

n OO6LLIECTBO C OrpaHNYeHHOM 0TBETCTBEHHOCTbLHO "'BeKTOH ANKMHCOH BocToK"
(OO0 "bekToH AMKUHCOH BocTok'), Poccus,
127051, MockBa, yn. Cagoasa-CamoTé4Has, a. 24/27, atax 2, nomeld. |, kom. 18

[Mpoun3soauTens
"BeKTOH ANKNHCOH VH(bIOXH Tepann Cucteme, VIHK.", CLUA,
Becton Dickinson Infusion Therapy Systems Inc., 9450 South State Street, Sandy,

Utah 84070, USA

MecTo Npon3BoACTBa MeAMLMHCKOro N3genns
CM.MNPUN0oXXeHne

- Homep peructpaunoHHoro gocke Ne PA-56957/55430 ot 17.07.2023
Knacc noTeHLmMansHOro pucka NpuMEHEHUs MeAULIMHCKOr 0 U3fenna 2a
Kopg O6uiepoccuiickoro KnaccumkaTopa npogyKLmm no Buaam sKOHOMUYECKOW
fearensHoctn 32.50.13.110

a HacToslLiee perncTpauMoHHOe YA0CTOBEPEHME UMEET NPUOXKeHMe Ha 1 mc7e

N

npukasom PoesgpasHaasopa ot 03 asrycra 2023
[ONYLLEHO K 06paLleHnIo Ha TeppuTopun Poccu’2kpii
r PykoBoanTenb ®efepasibHOM Cy>xobl
Mo Haj3opy B chepe 34paBOOXPaHEHMA CawmoliinoBa

0072648

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AENM



“fil

®ENEPA/ILHAA CNYXBA no HAL3OPY 1 COEPE 3[IPABOOXPAHEHWA
(POC3PABHA/3OP)

MPUNOXEHNE

HAMEAVUMHCKOE U3AENVE

oT 03 aBrycrta 2023 roga Ne &®C32009/05473
Jinct 1

Ha meauumHckoe nsgenve

3akpbITas cuctema BHyTpMBeHHOro foctyna BD Nexiva, ¢ NpUHaAIEXHOCTAMM:

1 3akpbITas cuctemMa BHyTpMBEHHOMO focTyrna BD Nexiva ctaHAapTHas Bepcus:
BHYTPUBEHHbIV KaTeTep C Kpbl/blKamu 1 urna ¢ texHonorueid BD Instaflash, yannHutens,
Y-aganTep C yCTPOINCTBOM 6e3bironbHOro goctyna BD Q-Syte.

2. 3aKpbITas cucTema BHYTPMBEHHOMO AocTyna BD Nexiva co cTONopHbIM KpaHoMm Bp
Connecta (BD Nexiva with Single BD Connecta Stopcock): BHyTpUBEHHbIN KaTeTep C
KpblnbMnkKamMu 1 urna c texHonorunet BD Instaflash, yanuHuTtens, ctonopHbii kpaH BD
Connecta.

3. 3aKpblTas cucTema BHyTpmBeHHOro goctyna BD Nexiva co cTonopHbiM KpaHom BD
Connecta ¢ ycTporictBoM 6e3bLuonbHOro goctyna BD Q-Syte (BD NexiVa with BD Connecta
Q-Syte Stopcock): BHYTPMBEHHbIV KaTeTep C KpbIIbNMKamu 1 urna ¢ Texdonorvein BD
Instaflash, yanuHutens, ctonopHbiii kpaH BD Connecta ¢ ycTpoiicTBOM 6€3bN'0/IbHOr0 -
poctyna BD Q-Syte.

[MpuHaanexHocTn: .
1. CtonopHsbIin KpaHnK BD Connecta ¢ ycTpoiicTBoM 6e3bn'0nbHOM0 goctyna BD Q- Syte
(BD Connecta Stopcock with BD Q- Syte).

2. YcTpoicTBo 6e3bn'onbHOr0 goctyna BD Q-Syte.

3. YcTpolicTBO 6e3bMn0onbHOro goctyna BD Q- Syte ¢ yanmHuTenem, gnameTpbl: cTaHaapT, .\
MUKpPO, Makpo (BD Q-Syte Extension Set: Standard Bore; Micro Bore; Macro Bore).

4. Apantep ans nakoHos BD Q-Syte (BD Q- Syte Vial Access Adapter),

MecTo npoun3BoACTBa:

1. Becton Dickinson Infusion Therapy Systems Inc., 9450 South State Street, Sandy, P
Utah 8407(), USA. . \ -

2. Becton Dickinson Medical (S) Pte Ltd., 30 Tuas Avenue 2, 639461, Singapore,.

3. Becton Dickinson Infusion Therapy Systems Inc. S.A. de C.V., Periferico Luis Donaldo
Colosio #S79, Nogales, Sonora, C,P. 84048, Mexico. m, \b
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