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T Hbmprans iRy HICYILITOBT CTCPIIIDIT OO Pas0OBOIG sacrocysatine B Micro-Tine TR PIGs, T
Hasga IPORYKTY mi, THCYATH U240, 2 ronkoio 0,33 Mn (29G) x 12,7 M,
Homep sa xatonorom 320910
Homep naprii 0307995

Tepmin upuparnocyi 2025/11/30

Hara supo6umrsa : 2020/12/01

HOPMATUBHE JIOTPUMAHHSL 1 CUCTEMA SIKOCTI

lponykru BD BiJ{IIOBIA&I0OTE HOPMaTUBHUM BUMOTaM periony, B AKOMY BOHW mpomaui i
BUTOTOBAEH]

Hpogyku BD, wo Hpojawrnes B CIHIA, signopimanors BuMOram YUHHOTO 3aKOHOHABCTBA FDA
21CFR820. Memuuni Upuaamn epepaxopani 3 FDA 3a 21CFR807 . Bupobnnyi micis
sapeccrposani FDA 3a 21CFR8Q7. BupoGu sagosinbusiors FDA sumMoru NPenpPUHOYTHMX
HOBIOMICHL 34 21CFR 807 .

Hpopyxeu BD wig MaprypanuaM CE  Bijmosinaworn Hupexrusam Menmaunx ITpucrpoin 93 /42 /EEC
i BupobmsoThCs Ha BUPOOHMYMX 06 ' exrax, sxi sBignosinaiors MIDKHAPOJIHOMY CrasjapTy
18013485: Cucremu sixocri - Memani supo6bu ~ Bumorn s PETYIATOPHUX Hirelt .

Bel KOMIOHEHTH BHIOTOBASIOTHCS Ta HPOXOAATD BunpoGyBaniis (BKUOYAIOUI HA BaXKKI MeTany r1a
pH) , ax sBuswadeno ra BuMaractses IS0 8537: 2007.

CTEPUJIBHICTD
Bei nponyxry, sxi nosnaveni s ferepwabuift Ta pruymeni s npopaxy BD ceprudikosani s
crepwiphi sa EN 556-1 Crepunisanis Mepyunnx npunagis sa yMoBy axino HAKyBaHHsI 1ine { ne
nomkopkene larmi npoyyir crepumgyersea  Onpominennam KoGanvrom (Cobalt) 60. ILluxn
Crepuiisanii SATBCPIDKEHO Td KOHTpomoerscas AAMT TIR 13004 ta signosipio JIO JHouny
Cranyapris IS0 11137.

BIOCYMICHICTD

Tleit IPORYKT OYB oninexui BIIOBIANO 710 ISO 10993 "Bionorivna OIIHKA MEJIMIHNY
upwiagis", 1 signosigae neim BioBimmM posjiam .

HUPOTI'EHHICTH

Bei HPORYKTH, ITOsHaveni sik ne poren i ra sunyeni s IIPOJLLKY KoMIlanicio BD 6)2)111
iporecronani sa Qapmakones Cromygenux I[lratis (USP) romosa (85) - Tecr Ha Gakrepianbui
cnjorokcunn I pijonifae o6MexkeniaM, sasHaverm y vmapi 161~ Tpaucdysifini ta indysisiai
alperari Ta nonibni mepuuHi mpucrpoi,

BUIIPOBYBAHHS 1 PEI3U KOHTPOJIIO AKOCTI

Tunosi Bupo6uuyi 3pasky 30upawrecs | HEPEBIPAIOTLCA  BIIIOBINNO 1O YHIHNX 3aCTOCOBYEMUX
cuenudikanii oponyrry., llepepipka sanucin IEPEBIPAETBCS Ta MHIUCYEThCs KpastipikoBanum
IICPCOHANIOM IS BUITYCKY IIPOAYKTY . Buntymreni tipucrpoi signosimaiors BIZTOBIHIM
crenmdikanizm LpofyKkty BD.

CHEIMPIKAITIS HPOOYKIIII

Jlanui HPORYKT Biftniosinae HacrynnuM crenudikaiam BD: SP700120

MICIIE BUPOBHUIITBA

Micuie BupoGuunrsa BD:  BD Medical - Diabetes Care - 1329 West Hwy 6,
Holdrege, NE 68949-0860 USA

gggrgxpémgx[ﬂi%g Ci‘eépéqéiéagz}g:gcs%muﬁidical - Diabetes Care 1329 West Hwy 6,
Hfgﬁrrmttmmi’r m:t%m"n«mx: Becton Dickinson and Company 1 Bectong#
Lakes, NJ 7417 USA

EU VYuosuopaskennii Upencrasnux: BD Medical - Diabetes Care §&/®
Becton Dickinson France S.A.S. 11 rue Aristide Bergégyd
Pont-de-Claix Cedex # Prance
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5 o IHupui in'exniitnd incyninoni crepuyis OfiHopasovero sacrocysanis BD Micro-Fine 'T™M Plas, 1
Hassa npopyxry M, THCYJITH U-40, 3 voio10 0,33 vv (29G) % 12,7 wiat,
Homep sa xatanorom '
% o 320910
Homep naprii sabTo0s ’
Tepmin npugarnocri :
I PARIC 2025/11/30

Hara BupoGuunrra: 2020/12/01
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Adriana Martinez Castrejon
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