BioClean

N-Plus BNPS

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

Nitrile

YAJIMHeHHblIe HUTPUNOBbDbIE NepyYaTKHU
ob6ecneynBaloT 3alUTY OT XMMUKATOB U
o0nafaloT XOpOoLUMMU aHTUCTAaTUUECKUMH
cBOMCTBaMu (pacceumBaHue
3J1IeKTPpOCTaTUYEeCKOoro 3apsaaa)

YOJNIMHEHHbIE HUTPWUJIOBbIE NMepYaTKU
BioClean N-Plus gpnuHon 400 MM
YCTOMUUBDI K PARY XMMUKATOB U
KOMMOPTHbI A1 PYK NpPU AJIUTENbHOM
ncnonb3oBaHuu. NMepyatkm BioClean N-
Plus nopgxopaTt ona padoTbl B YUNCTbIX
nomMewieHUax Kiacca 4 no ISO u
XapaKTepusyrTca HU3KNUM ypoBHeM AQL —
0,65 — onsa MakcuMasibHOM 6GapbepHOM
3aLUUTDI.

YCTOMUMBOCTDb K pAY XUMUUYECKUX
BeLllecTB

3awumTa A0 YPOBHS JIOKTS
HeonyppeHHble n 6e3naTeKCcHble

He oTtpensaioT yactumy

Jlerko BCKpbiBaemasi yrnakoska EasyTear

OTpacnu NPpoMbILLNIEHHOCTHU

¢ KoHTposnvpyemble 1 Kputnyeckme

cpeasbl

e [Ipon3BoacTBO
e Jlabopatopus u VccnegoBaHus
¢ CTepuiv3aumnoHHoe oTAeNeHre
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IoClean

TEXHUYECKUE NACMOPTA/CNEUNDOUKALUN USOENTUNA

MHOOPMALNA Ob U3OEJTUU
N-Plus BNPS

CrieumcuaHo ANs PyK
C sanukom
MpousBeneHoO B COOTBETCTBMU CO CTaHAApPTamMu ayauta QMS Audit Standards ISO 9001 PernameHT
[QEGLETACEVIGCE oaa CU3 2016 425 moaynb D)
(ofeYoRi:1-3aay:1"[(Wl ASTM D6978, CE 0598, EN 374:2003, EN 420:2003 + A1:2009, EN 421:2010, EN 455 Part 2, EN

perynsitTopHbiM HopMaM U ISO 374-1:2016, EN ISO 374-5:2016, KOHTaKT C nuweBbIMU NpoaykTamu, ISO 9001:2015, Kateropus
CTaHpapTaMm 1l

OpHa napa Bo BHYTPEHHEM MONIM3TUIIEHOBOM hyTNsipe; oauH cyTndap B repMeTUUYHO 3aneyvyaTaHHoM
JIerko BCKpbIBaeMoOW NOSIM3TUIIEHOBOM ynakoBke EasyTear; 10 ynakoBOK B repMeTU4HO
3ane4yaTaHHOM Hapy>XHOM MOJIN3TUNIEHOBOM NakeTe; 20 HaPY>XHbIX NAaKeTOB B KAPTOHHOMN KOpPo6GKe
¢ BKnagbiwem (200 nap)

XpaHeHne XpaHUTb B CYXOM U NpoxsagHoM MecTe (<40°C), 3aLiuLLeHHOM OT BO34eNUCTBUSA NMPAMbIX
p COJIHEYUHbIX Jlyuyen u chylyopecueHTHOro ceeTa.
CrtpaHa npousBoacTea NMENEEIZE:]

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

BHeLLHAA NOBEPXHOCTb
TeKCcTypupOBaHHbIe Nasblbl U N1agoHb
nepuyaTtku ypup u A

(R iWea fT P VKETIIZIN [aMMa-usnyueHue (25 kIp)

CTepunmnsauus:
P u 25 k'p
MWHUMaNbHaga [o3a

YnakoBka

Sterility assurance level
(ypoBeHb ob6ecneyeHus [EN(oE3
CTEepPUNIbHOCTH)

BMEeCTUMOCTb
Cosmec OcCTb € MopxopaTt pnsa paboTbl B UACTbIX NOMeLLeHusaX Knacca 4 no ISO v kateropuu A no EU GMP

YUCTbIMN NOMeLLleHnaMu

Marb (5) neT ¢ gaTbl NPOU3BOACTBA.

MpoTtecTupoBaHo Ang
MUCMO/Ib30BaHUS C
XUMUOTEepaneBTUUECKMMHU
npenapatamu

Oa
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N-Plus BNPS

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

®U3NYECKUE CBOUCTBA

TexHnueckme xa PaKTepncTnkn

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

MeTtoa Tectn poBaHuA

OnviHa (Mm/ oMbl 400 /16 EN 420
75/ 82/ 89/ 95/ 102 / 107 / 15/ 121/
LLnpwvHa nagoHn 29 32 35 37 4 42 45 47
OTcyTCTBME CKBO3HbIX -
oTBEpCTHIA YpoBeHb AQL — 0,65 (PyHKLMOHa/NbHbIN YPOBEHb 3) EN 374-2
TunnyHoe KoanyecTBo
yactuy 20,5 Mkm (Kosi- < 3300

BO YacTuL,/cm2)

MWHMMabHasA TOALWMHA

OfHOro c/os B obaactu 0,17 / 6,69
nagoHu (Mm/mil)

MWHMMabHasA TOALWMHA

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

MwuHManbHas ToawmHa

OfHOro cos B obaactu 0,09 / 3,54

MaHXeTbl (MM/mil)
Bo Bpems coctapuaHua

Pa3pbiBHOE ycuame (H) >9H

EN 455-2

EN 455-2

COAOEP>XXAHUE MOHOB
KoHueHTpauus B MKr/cm2 KoHueHTpauus B MKr/cm2 TnuyHbIN

AMMOHUN 0.139 Hutpartbl 6.362
Bpomuabl Not Tested Hutputsl Not Detected
Kanbumn 1.854 ®ocdartsbl Not Detected
Xnopwugbl 0.619 Kannn 0.593
®r1op Not Detected Hatpun 0.554
Nntnin Not Tested Cynbdarbl 0.507
MarHumn 0.035 LinHk 0.153

MHOOPMALUNA O PASMELLLEHUUN 3AKA3A
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CBOMCTB perynsiTopHbIM HOPMaM U
cTaHpapTam

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