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Hazsa NPOAYKTY o Hapu i 'v‘(r:sfuifn-ti ircyninonl. crepiini OIHOPAsOBOTO BacTocysanus BD Micro-Fine TM Plus,
Lo,  THCYJIH ©-100, 3 ronxown 0,33 MM (29G) x 12,7 mm

320909
4009065 Hara Bupobuunrna : HIOT/02/2024

Homep xaranory !
Homep maprii :

Tepmin npunarnocti -
PMM npumaTHOC CIM/31/2029

HOPMATHUBHE JIOTPUMAHHS 1 CUC TEMA_ SAKOCTI

Hpopyxrn BD signosigaors HOPMATUBHAM BUMOTAM periony, B AKOMY BOHM IIPOJAHi i BUrOTOBIeH,

Iponyxtn BD, uio npoparrbes B CHIA, sigmosimaiors sumoram YUHHOIO SaKOHOJaBcIBa FDA
21CFR820. Menuyui npwiajn nepepaxosani B FDA s3a 21CFR807. Bupobunui micus
sapeecrposadi y FDA 3a 21CFR807. Bupobu saziosineusiors FDA Bumoru NPeAPUHOYHUX
noBijioMnens 3a 21CFR 807.

Iponyxtu BD nig Mapxysanusam CE Bignosigaiors Hupexrusam Memnunmx Hpucrpois 93/42/EEC i
BUPOOIAIOTLCH Ha BUpoOHMINX 00'exrax, axi Bignosigaiors MDKHApOHOMY cTaHfapry IS013485;
Cucremu axocti - Mejuni BupoGu - Bumoru ans PErynsATOPHUX 1inedn .

Bei xomnoumenmry surorosneni i OPOHLIIN BUNIPOBYBAHUA (B T.4. Ha BMICT BaKKMX MeTaniB Ta
pH) , sax Busmadeno ra BuMaraeTbcs 8537:2016.

CTEPUTIBHICTD

Bei  mpopyxrtn, axi moswaveni sk "crepunbHi' Ta BHnymeni s npogaxy  BD ceprucikopani sx
crepunbri 3a EN 556-1 Crepunisanis Memmunnx TPUAANIB 38 YMOBM SIKIIO nakysauusa abo npom6u
e Oynm BiKpuTi abo nomxojpkeni . Huxn crepuwiisanii SATBEPIDKEHO T2 KOHTPOMOEIbCH BINOBINHO
Ao cranjapris. AAMI TIR 13004 rta/abo ISO 1137 (KoGanor 60 ~Onpominenns) .

BIOCYMICHICTD

[lewt Bupi6 nposimos OLIHKY BifIOBiNHO RO crangapry ISO 10993 "Bionoriuna OlliHKA MeaUYHMX
BUPOOGIB" | BifiNIOBinae BciM Bipmosimumum pospinam .

HMPOIEHHICTD

Yci npopykru, saxi MAPKYIOTbCA K HEIIPOreHHI Ta BUMYCKAWOTHCA KOMIAHICH BD JUTA TIPOJIaXKy,
NpoRuy BUNpoOyBaHHA BiAIOBIAHO 1O ThaBu (85) ®apmakonei CIIA (USP) "Bunpobypanns Ha
Gakrepianpui CHAOTOKCHMEM " 1A BIRUOBIAAIOTL OOGMEXEHUAM , 3a3HAYCHUM y rmasi 161 "Cucremu s
HEPE/MBAHHA Ta BAMBAHHA KPOBi Ta aHamoriyni Memmuni BUpobu” .

BUIIPOBYBAHHS 1 PENISW KOHTPOJIIO SKOCTI
Tunosi BupoGuuui spasku s6upaoThes i HEPEBIPAIOTLCA BIIOBIIHO J10 YMHHUX crenudikauiin Ha

IpojlyKitiio, 1m0 3acrocoByiotbes. Ilepesipka sammcis NePeBIpAETbea Ta MAMICYETheA KBanmidikosatym
HCPCOUanoM st BUIYCKY TPOAYKTY. Bumymieni mpucrpoi Bijnosijaiors Igfgrft%'ﬁﬁ*im@&:euu(])mau;mM
HpoOAyKTY BD,

CHEOVPIKATIS TIPOIVKITIL
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Hanuit npopyir Bigmosizae HACTynHuMm  cnenndikanism: SP700120

MICITE BUPOBHUIITBA

Micne BupoGumirea BD: BD Medical - Diabetes Care
1329 West Hwy 6, Holdrege, NE €8949-0860 USA

Micue nepsunmoi Crepunizaiii: BD Medical - Diabetes Care
1329 West Hwy 6, Holdrege, NE 68949-0860 USA

Opunmynuii BUpo6HUK:  Becton Dickinson and Company
1 Becton Drive, Franklin Lakes, NJ 07417 ysa

EU Yuosuosaxenuit Ilpefcrasumk: BD Medical - Diabetes Care
Becton Dickinson France §.A.S.

11l rue Aristide Bergés - Bp4

38801 Le Pont de Claix Cedex France
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