Indigo BNPLS
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Blo Clean CTepuiibHble HUTPUIOBbIE NMepyYaTKn

0N YNCTbIX NOMeLWeHUun
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CTepunbHble HUTPUNOBbIE NepyYaTKU AN YUNCTbIX
noMeLleHunn

CTepuinbHble HATPUIIOBbIE NepYaTKU
BioClean Indigo pns uncrbix nomMeLleHnn c
TEKCTYPUPOBAHHbLIMU MasibLamu,
ob6ecneynBalOLLMMM YNYyULLEHHbIA 3aXBar,
M He copepiKallime naTekca, Uto
UCKJIIoHaeT BO3HUMKHOBEHUE
anneprmyeckux peakuum | Tuna. NepyaTtku
BioClean Indigo, o6pa6oTaHHble ans
ob6ecneyeHUss COBMECTUMOCTU C YNCTbIMU
nomeLleHnsaMmM Knacca 4 no craHgapty ISO
n Kateropum A no EU GMP, Takxe
YCTOMUYMBDI K pAAY XMMUKATOB 1 ob6napaloT
BeJINKONENHbIMU aHTUCTAaTUUYECKNUMU
CBOMCTBaMM.

YCTOMUMBOCTDb K LULMPOKOMY CNEKTPY
XUMUKATOB

HeonyppeHHble n 6e3naTtekcHble
TeKkcTypupoBaHHas NOBEpPXHOCTb NajibLeB
ANa yNyJdlleHHOoro 3axBarta
BenukonenHble aHTUCTaTNUYeCcKue
CBOWCTBA

YnakoBka EasyTear™, He oTpensiowias
yacTtumy

OTpacnu NpoMbILLNIEHHOCTHU

¢ KoHTponvpyemble 1 Kputnuyeckme

cpegbl
e [Ipoun3BoacTBO
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IoClean

TEXHUYECKUE NACMOPTA/CNEUNDOUKALUN USOENTUNA

MHOOPMALUUA OB USOENTUUN
Indigo BNPLS
Martepuan HuTtpunoBbie
[II:Ih g DuoneToBbIN
(OlJIVEM [MepuaTKy MOXXHO HafieBaTb Ha IIOGYI0 PYKY

MaHxeTa [EOR:ELITECIY

(RfeYe)7kc]:TeYileay: TV 1 ISl Mpou3BeaeHO B COOTBETCTBUM CO CTaHAapTamu ayamta QMS Audit Standards ISO 9001 PernaMeHT
[QEGLETACEVIGCE oaa CU3 2016 425 moaynb D)

(ofeYoRi:1-3{aay:l"[(ll ASTM D6978, CE 0598, EN 374:2003, EN 420:2003 + A1:2009, EN 420:2003 + A1:2009, EN
(=1 ab R kel o LT[V T Te] o] SEIYNZIM  421:2010, EN 455 Part 2, EN ISO 374-1:2016, EN ISO 374-5:2016, KOHTaKT C NULLeBbIMU
[ar-LETREIYIM npoaykTaMu, ISO 9001:2015, KaTteropwus il

XpaHUTb B CYXOM U NpoxsiagHOM MecTe (<40°C), 3aliuLLEeHHOM OT BO3OEeNCTBUA NMPAMbIX
COJIHEYHbIX Jly4yen u chaiyopecueHTHOro ceeTa.

CtpaHa npoussoacTea [MYENEZEIE]
5-5.5, 6-6.5, 7-7.5, 8-8.5, 9.0, 10
HeonyapenHbie

BHewWwHAA NOBEepPXHOCTb
TeKCTprpOBaHHbIe nanbubl / naAOHb

MeTop cTepunmsaummn FaMMma-usnyueHue (25 kp)

T nnm unqa.:
Crepunusau 25 kI'p
MUHUMaAJIbHAA 03a

XpaHeHune

Sterility assurance level
(ypoBeHb ob6ecneyeHns [E(oRE
CTEePUJSIbHOCTH)

CoBMeCcTUMOCTb C
YUCTBLIMU NOMELLEHUMM MopxopaTt pnsa paboThl B UACTbLIX NOMeLLeHusaX Knacca 4 no ISO v kateropuun A no EU GMP

MNatb (5) neT ¢ gaTbl NPOU3BOACTBA.

MpoTecTupoBaHo Ansa
UCMOJIb30BaHUSA C
XUMUoTepaneBTUYEeCKNMHU

Oa

npenaparamm

HenprMeHNMO: He COOEePXUT YacTUL, HaTypPasibHOro Kayuyka
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Indigo BNPLS

CTepunbHble HUTPUNOBbIE NepYaTKu
ONS YUCTbIX MOMELLEeHUmn

IoClean

®U3NYECKUE CBOUCTBA

TexHnueckune xapakTepucTMkn
Pasveps o | 555 | 665 | 775 | 885 [ 9o
OnviHa (Mm/ oMbl 300 /12 EN 420
LLinpuHa nagoHm 19/4.7 75/2.9 83/3.3 95/3.7 106/4.2 14/4.5
OTCyTCTBME CKBO3HbIX .
oTBEpCTHIA YpoBeHb AQL — 0,65 (PpyHKLMOHaNbHbIN YPOBEHb 3) EN 374-2
TvnnyHOEe KoANYecTBO
yactuy, 20,5 MKM (Kon- <3500 (= 0,5 MKM (YacTuL/cm2))
BO YacTuL,/cMm2)

MuHUManbHas ToALMHa
OfHOro cnos B obnactu 0,13 /5,12 EN 455-2

nagoHn (Mm/mil)
MuHUManbHas ToALMHA
OfHOro cnos B obnactu 0,20/ 7,87

nasnbues (Mm/mil)
MuHUManbHas ToALMHA
OZlHOTO c/10a B 06.1aCTH 0,10 / 3,94

MaHXeTbl (MM/mil)

. Boepewscocrapmeamus | |

PaspbiBHOe ycuame (H) >9H EN 455-2

COAEP)XXAHUE NOHOB

0.038 1553
0.0147 Not Detected
0.585 Not Detected
0187 0217
Not Detected 0.095
Not Detected 0206
Not Detected Not Detected

WHOOPMALIMS O PASMELLEHUM 3AKA3A

N2
MOBTOPHOIO] BNPLS1010
3AKA3A

5-5.5 6-6.5 7-7.5 -8.5

BNPLS5055

BNPLS6065

BNPLS7075 BNPLS8085 BNPLS9090

CooTBeTcTBUE (DYHKLUUNOHANbHbIX
CBOMCTB pPerynsiTopHbiM HOPMaM U
CTaHpapTaMm

EN 374  EN 374
C €= ()

Ona nonyyeHUa AONOJIHUTENbHOM UH(OPMaLIMU NOCETUTE HALl CaUT
www.ansell.eu nnum no3BoHUTe HaM No TenedoHy

PeruvoH EBponbl, Bav»xHero Boctoka n
Adpuku (EMEA)

Ansell Healthcare Europe NV

Ten.: +32(0)2-528-74-00

Pakc: +32(0)2-528-74-01

A31aTcKO-TUXOOKEaHCKUI PErMOH

Ansell Global Trading Center
Ten.: +603(8310)6688
Pakc: +603(8310)6699

CeBepoaMepUKaHCKMii peruoH

Ansell Healthcare Products LLC
US Ten.: +1(800)800-0444
US dakc: +1(800)800-0445
CA Ten.: +1(800)363 8340

UK

Ansell Nitritex
Ten.+44 1638 663338
Pakc: +44 1638 668890

ABcTpanus

Ansell Limited

Ten.: +61(1800)337-041 ENISQ 3720 BN 150 374 82016 "
dakc: +61(1800)803-578

Poccus Q H
AHC VIRUS

enn
Ten.:+7 (495) 258-13-16

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
aAeKBaTHOCTb UX BbI6OPa KOHEUYHbIM MOJIb30BaTENIEM.
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