Maxima BLLS

CTepunbHble NaTeKCHbIe NepYyaTKnN Ans

[ ]
Blo Clean YNCTbIX HOMeu-leHVlﬁ, noaxogsiwiune ons

paboTbl B UNCTbIX MOMELLEHUAX KJlacca

10 (no ctaHpapTy ISO 4)

Latex

CTepunbHble NlaTeKCHble NepyYaTKu AN YUNCTbIX
noMeLleHUN, 3aLlULLaloLLiue PYKU 00 YPOBHS
nney

CTepunbHble NaTeKCHbIE NepyaTKu

aHaToMunueckon cbopmMbl BioClean Maxima 4
annHon 600 MM (24 ponma)

o6ecneumBaloT 3alLUMTY PYK 0O YPOBHA 00 . ! ,
YPOBHS MNiey, a Tak)Ke oT/JM4yalTca !

KOM(OPTOM U NMMOKOCTbIO, UTO NO3BONISAET

NnoJsib30BaTbCA MMU B TEYEHUE ' ¢
LNNTenbHoro BpemeHu. MNMepuatkn , ,
HaTypaJibHOrro LBeTa C pefbedHOMn k

(TEeKCTYpPUpPOBaAHHOMN) NOBEPXHOCTbIO MOTYT
HageBaTbCA B KauecTBe BTOPOM napsbl
nep4yaTok U cHab>XeHbl MaHXXeTomn C
BAJIMKOM ANS MPOYHOCTMN.

MbKune n KoM opTHbIe

3awumTa oo YpPOBHS nney

HeonyppeHHble

MaH>XeTa ¢ Ba/IukKoM

Jlerkoe HapeBaHue NoOBepX ApPyrux
nepyaTtok

e Jlerko BCKpbliBaeMasi ynakoBka EasyTear,
He oTgensamowas yactuy,

OTpacnu NPoMbILLIIEHHOCTHU

¢ KoHTposnvpyemble 1 Kputnyeckme
cpeasbl

e [lpounsBoacTeso

e Jlabopatopus u ViccnegoBaHus

¢ CTepuiv3aumnoHHoe oTAeNeHre
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IoClean

TEXHUYECKUE NACMOPTA/CNEUNDOUKALUN USOENTUNA

MHOOPMALNA Ob U3OEJTUU
Maxima BLLS

HaTypanbHbI KayuyK
CreumcduaHO ANs PyK
C sanukom

(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, Kateropwus llI

OpHa napa BO BHYTPEHHEM MOJIM3TUNIEHOBOM dyTnape; oauH hyTnap B repMeTUUYHO 3aneyaTaHHoOMN
Vnakoska T BCKpPbIBaeMoOW NONM3TUNEHOBOW ynakoBke EasyTear; 10 ynakoBOK B repMeTUYHO
3aneyaTaHHOM Hapy>XHOM MOJNIM3TUIEHOBOM nakeTe; 10 Hapy>XHbIX MaKeTOB B KAPTOHHOM KOpo6Ke ¢

BKnagbiwem (100 nap)

XpaHeHne XpPaHUTb B CYXOM U NpoxsiagHoOM MecTe (<40°C), 3alUMLLEeHHOM OT BO3AeNCTBUS NPSAMbIX COMTHEYHbIX
p nyyen u cbnyopecueHTHOro ceeTa.

6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0, 10

BHeLLHAA NOBEPXHOCTb
TeKCTypuUpOBaHHbIE Nasblbl U N1agoHb
nepuyaTtku ypup t A

(R il e fT P VKETIIZIN [aMMa-usnyueHue (25 klp)

CTepunmnsauus:
P u 25 kp
MWHUMaNbHada [o3a

Sterility assurance level
(ypoBeHb obecneyeHns [EN(oE3
CTEpPUNIbHOCTH)

CoBMeCcTUMOCTb C
UNCTBIMU NOMELLEHUSIMM MopxopaT pnsa paboTbl B YNCTbIX NOMeLLeHUsAX knacca 4 no I1ISO n kateropuun A no EU GMP

O6Lee coaep)KaHue 3KCTparupyeMbix 6e/IKOB COCTaB/iseT He 6oniee 50 MKr/r
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Maxima BLLS

' ™ CTepunbHble NaTeKCHble NepyYaTKu ons
IO ean YUCTbIX NOMELLEeHUN, noaxoasaLime ons
pPaboTbl B UUCTbIX MOMELLEeHNaX Knacca

10 (no ctaHpapTy ISO 4)

®U3NYECKUE CBOUCTBA

TexHnueckme xa PaKTepncTnkn

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

MeTtoa Tectn poBaHuA

[nvHa (MMm/arombl) 600 / 24 EN 420
83/ 89/ 95/ 102 / 108 / 15/ 120 /
Rl e 77/3 33 35 37 4 42 45 47
OTcyTCTBME CKBO3HbIX -
oTBepCTII YpoBeHb AQL 1,5 (PyHKLIMOHaNbHbBIV YPOBEHb 2) EN 374-2
TunnyHoe KonnyecTso
yactuy 20,5 Mkm (Kosi- <1200

BO YacTuL,/cm2)

MWHMMabHasA TOALWMHA

OfHOro c/os B obaactu 0,18 / 7,09
nagoHu (Mm/mil)

MWHMMabHasA TOALWMHA

OfHOro cos B obaactu 0,20/ 7,87
nanbues (MM/mil)

MwuHManbHas ToawmHa
OfHOro cos B obaactu 012/ 4,72

MaHXeTbl (MM/mil)
Bo Bpems coctapuaHua

Pa3pbiBHOE ycuame (H) >9H

EN 455-2

EN 455-2
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TvnnyHbIN KoHueHTpauma B MKr/cm? TvnnyHbIN

Not Tested Hutpatbl 0.01

Not Detected Hutputsl 0.01
0.07 ®ocdartsbl Not Detected

0.12 Kanun 0.03

Not Detected Hatpun 0.01

Not Detected Cynbdarbl 0.01
0.02 LnHk Not Detected

KoHueHTpauus B MKr/cm2
AMMOHUN
Bpomuabl

Kanbumn
Xnopuapl
®r1op
Nntnin
Marnumn
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MHOPOPMALUA O PASMELLLIEHUUN 3AKA3A
6.5

BLLS65 BLLS70 BLLS75 BLLS80 BLLS85 BLLS90 BLLS100
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3 BE (WVHKLMNOH

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.
e S ———



