BioClean

Excell BEXS

CTepunbHble HUTPUJIOBbIE NEepPUYaATKHU
DJ1S1 YUCTbIX MOMEeLLEeHUNn, noaxoasuime
ons padoTbl B UNCTbIX MOMELLEeHUAX
knacca 10 (no crtaHpapTty I1SO 4)

Nitrile

HutpunoBble NepyYaTKu AN YUCTbIX n0Meu.|,e|-mi4'|,

KoM OpTHO ob6ieraioLime pykKy u
ob6ecneumBaloLlue NPEeBOCXOAHYIO TaKTU/IbHYIO

YyBCTBUTEJNIbHOCTD

CTepuibHble HATPUIIOBbIE NepYaTKU
BioClean Excell pnga uncrbix noMelw,eHum
He copep>KaT JlaTeKca U YCTONUYUBLI K pany
XUMUKaTOB. MepyaTku, cneymanbHo
npepHasHayeHHble A1 YMeHbLUeHUS
YCTaNoCTU PYK Nnosb3oBaTens,
penbedHON (TEKCTYPUNPOBAHHOMN)
NOBEPXHOCTbIO, O6ecneymBaloLLen
XOPOLLUI 3aXBaT, @ TakXKe CoxpaHsLwme
cBOOOOYy OBWXXEHUN PYK.

YCTOMUMBOCTDb K pgy XMMUKATOB*

He copep>kaTt KaTanmMsaTopos
HeonyppeHHble 1 6e3/1aTEKCHbIe
Xopolwine aHTUCTaTUYeCcKme CBOMCTBA
(paccenBaHUe 3N1eKTPNYECKOIro 3apaaa)
Jlerko BCKpbIBaeMas yrnakoBKa
EasyTear™, He oTaensaowas 4actuy

=

OTpacnu NPoMbILLIIEHHOCTHU

¢ KoHTponvpyemble 1 Kputnyeckme

cpeasbl
lMpounsBoacTBO

JNabopatopus n ViccnegosaHus
CTepvanzaLMoHHOe oTaeNeHne
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IoClean

TEXHUYECKUE NACMOPTA/CNEUNOUKALUN NU3AENUNA
WHOOPMALUSA OB NU3OENUN

(RfeYeY7k]:TeYileay: 1Y 1 ISl Mpou3BeaeHO B COOTBETCTBUM CO CTaHAapTamu ayamuta QMS Audit Standards ISO 9001 PernaMeHT
[SELGLETACEVIG G ona CU3 2016 425 moaynb D)

Nbaiel CE 0598, EN 374:2003, EN 420:2003 + A1:2009, EN 421:2010, EN ISO 374-1:2016, EN ISO 374-

perynaTopHbIM HOpMaMm | )
W CTaHmapTam 5:2016, EN 455 Part 2, KoHTaKT ¢ nuweBbiMU NpoaykTamu, ISO 9001:2015

OpfHa napa Bo BHYTPEHHEM MOJIM3TUIIEHOBOM hyTNsipe; oauH chyTnsap B repMeTUUYHO 3aneyaTaHHoM
JIerko BCKpblBaeMoW NOSIM3TUIIEHOBOM ynakoBke EasyTear; 10 ynakoBOK B repMeTU4HO
3anevyaTaHHOM HapY>XHOM MOJIM3TUIIEHOBOM NakeTe; 20 HapY>XHbIX MAKETOB B KAPTOHHOMN KOPOOKe C
BKagbiweM (200 nap)

XpaHeHue XpaHUTb BAaM OT NPAMbIX COJIHEYHbIX Jly4en; XPaHUTb B MPOXJIaAHOM U CYXOM MecTe. XpaHuUTb
p BAAJIN OT NICTOYHUKOB O30HA U BO3ropaHus.
CTtpaHa npousBoacTea MENEEIZE]
IZIVETNTTZ Y Mo VTN 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0, 10

BHeLLHSASA NOBEPXHOCTb
TeKcTypupOBaHHble Nablbl U N1agoHb
nepuyaTtku ypup t A

Famma-uanyenve (25 kT'p)

CTepununsauus:
P u 25 klp
MWHUMaNbHaga [o3a

YnakoBka

Sterility assurance level
(ypoBeHb ob6ecneyeHns [E(oEE
CTEepPUNIbHOCTH)

CoBMeCcTUMOCTb C
YNCTBIMM NOMELLEHNSIMU MopxopaT pns paboTbl B YNCTbIX NOMeLLeHUsAX knacca 4 no I1ISO u kateropuun A no EU GMP

CpOK rogHoCTH MaTtb (5) neT ¢ paTbl NPON3BOACTBA
HenpuMMeHUMO: He COAeP>XXUT YaCTUL, HAaTYpPaJIbHOro Kaydyka
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Excell BEXS

e ™ CTepunbHble HUTPUIOBbIE NEePYATKHU
IO ean DJ1S1 UUCTbIX NMOMEeLLEeHUNn, noaxoasuime
ons padoTbl B UNCTbIX MOMELLEHUNAX
knacca 10 (no crtaHpapTty ISO 4)

®U3NYECKUE CBOUCTBA

TexHunueckune XapaKTepucTnkn MeTtoza TectmpoBaHunAa

Pa3viepsi 6 ]| 65 | 7 | 75 | 8 [ 85 | 9 [ 10 |

OnviHa (Mm/ oMbl 300 /12
LnpwvHa nagoHu 77/3 83/3.3 89/35 95/3.7 102/4 108/42 14/45 121/4.7

EN 420

OTcyTCTBMe CKBO3HbIX

OTBEPCTUN EN 374-2

YpoBeHb AQL 1,5 (PyHKLIMOHaNbHbIN YPOBEHb 2)
TunnuHoe koanyecTso
yactuy, 20,5 MKM (KO- 3000

BO YacTuL,/cM2)

MuHMMabHasA TOALWMHA

oAHoro cnos B obaactu 0,12/ 4,72
nagoHn (Mm/mil)

MuHMMabHasA TOALWMHA

OJZlHOTO c/10a B 06.1aCTH 0,17 / 6,69
nasnbues (Mm/mil)

EN455-2

MuHMMabHasA TOALWMHA
OZlHOTO c/10a B 06.1aCTn 0,09/ 3,54
MaHXeTbl (MMm/mil)

Bo Bpems coctapviBaHus

Pa3pbiBHOe ycuame (H) 29H

EN 455-2

COAEP)XXAHUE NOHOB

KomuerTpaui & wir/cu? Tynyrii
AMMOHMN Not Tested 1.979
Bpomuabl Not Tested Not Tested

Kanbumn 1.250 Not Detected

Xnopup 0.168 0165
®rop 0.001 0.314
NuTiit Not Tested 0.325
MarHuit Not Detected 0.050

MHOOPMALUNA O PASMELLLIEHUUN 3AKA3A

| [ Paswep | 6 | 65 [ 7 | 75 | 8 | 85 [ 9 | 10 |
N2
MOBTOPHOI®EXS-60 BEXS-65 BEXS-70 BEXS-75 BEXS-80 BEXS-85 BEXS-90 BEXS-100
3AKA3A
CooTBeTcTBUE (DYHKLUUNOHANbHbIX

CBOMCTB perynsiTopHbIM HOPMaM U
cTaHpapTam

EN 374 EN 374
) ) 0598 @
n]’lﬂ nosnyyeHuma AoONOJIHUTEJNIbHOU MHCbOpMaI.IMVI NnoCeTuUuTe Hall CauT

www.ansell.eu nnum no3BoHUTe HaM No TenedoHy

EN 421
et

PeruvoH EBponbl, Bav»xHero Boctoka n CeBepoOaMepUKAHCKUI PermoH ABcTpanus

Adpuku (EMEA) Ansell Healthcare Products LLC Ansell Limited

Ansell Healthcare Europe NV US Ten.: +1(800)800-0444 Ten.: +61(1800)337-041 i o ol e "
Ten.: +32(0)2-528-74-00 US ®akc: +1(800)800-0445 dakc: +61(1800)803-578

dakc: +32(0)2-528-74-01 CA Ten.: +1(800)363 8340 Poccusi

A3naTcKko-TUXOOKEaHCKMIi PeruoH UK AHcenn vIRUS

Ansell Global Trading Center Ansell Nitritex Ten.:+7 (495) 258-13-16

Ten.: +603(8310)6638 Ten.+44 1638 663338

®dakc: +603(8310)6699 dakc: +44 1638 668890

CnoBo «Ansell», a Takke cumeosl ® 1 ™ nocne N1060ro Ha3BaHMA yKa3bIBaOT Ha TO, UTO AAHHOE C/IOBO MU CIOBOCOUETaHUe ABNSETCA
TOBapPHbIM 3HaKOM KoMnaHum Ansell Limited nan oaHoro us eé puananos. MNepeyeHb naTeHToB, nonyyeHHbix B CLUIA, a Takxke naTeHTOB,
HaxoAALLMXCA Ha paccmoTpeHnu B CLLIA v B apyrux cTpaHax, nepeuncieHbl Ha CTpaHuLe canta: www.ansell.com/patentmarking ©Ansell
Limited, 2020 r. Bce npaBa 3aLuuLLeHbl.

HW 3TOT AOKYMEHT, HY Kakoe-11bo 3asiBNeHMe, CAeNaHHoe B HeM KOMMNaHnen Ansell nam oT ee UMeHU, He A0/KHbI UCTONKOBbLIBATLCA B
KayecTBe rapaHTUM rOAHOCTW AN NPOAAXMN NN MPUTOAHOCTU KaKoro-HUBYAb 3aenns KomnaHum Ansell 415 Kakon-11mbo onpeseneHHon
uenv. Komnanws Ansell He HeceT OTBETCTBEHHOCTY 33 NPUTOAHOCTL MEPYATOK A/ KAaKOrO-M60 CNeLmnanbHOro NPUMeEHEHNUs Uan n S e
aAeKBaTHOCTb UX BbI6OPa KOHEUYHbIM MOJIb30BaTENIEM.
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