Technical Data Sheet

DuPont™ TanBek® N30KnuH® , Mogenb 9820 MS

OnvcaHue npoaykra

CAT |
OwonoH Taneek® M30KnuH® kantowwoH ¢ mackon, mogens IC 9820 WH MS.

MpounsseneHbl B YACTbIX MOMELLEHUSIX, CTEPUIN30BaAHbI FaMMa-U3ny4eHneEM.

KATKOLLOH: O6TayeHHble WwBbl. O6TauyeHHbIN NPOeM KantoLioHa. 3aBsA3KM C

netnamu. benbie. MACKA: NodprpoBaHHasi NONMITUIIEHOBOW HUTbLIO HapyXXHasi
A yactb. 17,5 cm cTepunbHas. CuHsas.

Sterilisation

i
I
44

® CW3 Kateropuu |

YnakoBka(Konuyectso npumepos)

Pasmep npoaykra Howmep ctatbu [o6aBuTb MHOpMaLmIo
00 D15466048

MonHbir apTukyn: 9820 MS
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CTEPUIbHOCTb

CBoOWNCTBO MeToa ncnbiTanua Pesynbtat
OTaeneHne TBepabIX YacTul, (MCMbiTaHne No XenbMke BO BpalyatoLemcs 6apabaHe) IEST-RP-CCO003.4. Kateropus | N/A
OdbhekTMBHOCTE chunbTpaummn Gaktepuii (3 Mkm) ASTM F2101 98.9 % £ 1.2 % STD DEV H/M

5 MNepeaHas yacTb TaiiBek®, cnuHHast > Bonee yem < Menee yem  HM He npuvensietcs  STD DEV CtaHaapTHOe OTKNOHeHWe
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Permeation Data for TariBek® N30KnuH®

HasBaHwue onacHoctu / ArperatHoe BT Act BT1.0 EN SSPR MDPR  CoBokyn. Bpemsa — ISO
XMMUKaTa COCTOSIHUE 480 150

Carboplatin (10 mg/ml) XXnpkocTtb 41575-94-4 >240 >240 >240 5 <0.001 0.001

Gemcitabine (38 mg/ml) YKunagkocTtb 95058-81-4 imm >60 >240 5 <0.4 0.005

[Hokcopy6uumnH HCI (2 mg/ml) XKnpkocTtb 25136-40-9 >240 >240 >240 5 <0.001 0.001

Wdpocdammng (50 mg/ml) XXnpkocTtb 3778-73-2 >240 >240 >240 5 <0.009 0.009

Ei’g"ﬂ’g;“” (3.3 mg/ml, 10 % KuakocTs 154-93-8 imm imm >240 5 <03 0.001

OkcanunnatuH (5 mg/ml) XKnpkocTtb 63121-00-6 imm imm imm na 0.001

EZZTTZL;C; " /o( '("vc;j;’ i;)];iol) KnarocTe 33069-62-4  >240  >240  >240 5  <0.01 <0.01

Twotena (10 mg/ml) YKunagkocTtb 52-24-4 imm imm imm na 0.001

dropypauun, 5- (560 mg/ml) XKnpkocTtb 51-21-8 imm imm imm na 0.001

Linknodocchamug (20 mg/ml) YKunagkoctb 50-18-0 >240 >240 >240 5 <0.008 0.008

Lucnnatun (1 mg/ml) XKnpkocTtb 15663-27-1 >240 >240 >240 5 <0.001 0.001

Ortonosuna (Toposar®, Teva)

(20 mg/ml, 33.2 % (v/v) >Kunakoctb 33419-42-0 >240 >240 >240 5 <0.01 <0.01

Ethanol)

BTAct (dakTnyeckoe) Bpemsi npopsisa npu MOCI [mins] BT0.1 HopmanusosaHHoe Bpems npopbisa npu 0,1 pr/cm?mMuH [mins] BT1.0 HopmanusosaHHoe Bpems npopbisa npy 1,0 pr/cm?/mMuH [mins] EN Knaccudmkaumna
no EN 14325 SSPR lMocTosHHas ckopocTk NpoHnkHoBeHust (MCI) [ug/cm?/min] MDPR MuHumanbHas onpegensiemasi CkopocTb NpoHukHoenus (MOCIT) [ug/cm?/min] CUM480 CymmapHas macca npocaunsanus 3a 480
MuH [ugicm?]  Time150 Bpems [OCTIKeHUs CyMMapHOiA Macchl npocaiusanus 150 pr/cm? [mins] I1SO Knaccudukaums no ISO 16602 ~ CAS YHusepcanbHbIii HOMep MAeHTUdMKaLMM XUMUYECKnX BeliecTs  min MuHyTa
> bonee yem < MeHee yem imm BbicTpo (< 10 MUH) nm He ucnbitao  sat HacblLeHHbIA pacTBop N/A He npumeHsieTca na Not attained GPR grade YucroTa xumukata obLiero HasHaveHns * Ncxops na
MUHUMANBHOIO €AUHUYHOTO 3HAYEHNs 8 dakTuyeckoe Bpemsi NpopblBa; HOPManu3oBaHHOE BPeMsi NPopbIBa He NPeAYCMOTPEHO. DOTS5 Degradation after 5 min DOT30 Degradation after 30 min DOT60 Degradation
after 60 min DOT240 Degradation after 240 min ~ BT1383 Normalized breakthrough time at 0.1 pg/cm?/min [mins] acc. ASTM F1383
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BaxxHoe npumevaHvie

Ony6nmkoBaHHbIE faHHble O MPOHWKHOBEHW B BELLEECTBO NOAroTOBNEHb! ANst koMnaHun DuPont HeaaBUCUMBIMU CEPTUDNLMPOBAHHBIMI TECTOBLIMI NabopaToOpPUsMM AMS COrNAcHO akTyarbHbIX
npumeHnmbix meTtofoBs (EN ISO 6529 (metoa A n B), ASTM F739, ASTM F1383, ASTM D6978, EN369, EN 374-3)

Kak npaBuno, AaHHbIe — 3TO ycpeaHeHHble pe3ynbTaTbl NPOBEPOK Tpex 06pa3LioB MaTepuana.

Bce xumuKaTbl NpoTecTMpoBaHbl Npu KOHLEHTpaLuy Bbille 95 % (B BECOBOM COOTHOLLEHUM), €CIN HE yKa3aHOo UHOe.

Bce TecTbl nposoaunuck npu Temnepatype ot 20 °C Ao 27 °C 1 AaBneHny OKpyxXatoLLein cpeabl, eCnu He ykasaHo UHoe.

Bpewmsi npopbliBa B 3HAYMTENbHO Mepe 3aBUCHT OT TeMnepaTypbl.

WHTEHCMBHOCTbL NPOHWKHOBEHWS, Kak MPaBurio, NOBLILIAETCS C NOBbILLEHWEM TEMMNEPaTYpbI.

CBOfHble JaHHbIe O MPOHWKHOBEHWM 3MEPEHBI UMM PacCYUTaHbl HA OCHOBE YPOBHS MPOHUKHOBEHWS B YCTAHOBUBLUEMCS! COCTOSIHUN.

LiuToctaTuyeckvie npenapaTtbl NpoBEPANMCh Npy Temnepatype 27 °C, cornacHo ctangaptam ASTM D6978 unu ISO 6529, ¢ fononHuTenbHbIM Tpe6oBaHWEM YBEOMIIEHNSI O HOPMan30BaHHOM
BpeMeHW npopbliBa npu 3HaveHun 0,01 MKr/cM?/MUH.

BoeBble 0TpaBnsioLLiMe BELLECTBa (NMOWU3UT, 3apyH, 30MaH, Unput, TabyH n OB HepBHo-NapanuTuyeckoro Aeictaus VX) Bbinv npoTecTupoBaHsl Npy Temnepatype 22 °C cornacHo ctaHaapTy
MIL-STD-282, nnu npu Temnepatype 37 °C cornacHo ctaHaapty FINABEL 0.7.

[aHHble 0 NpoHuKHOBeHUN Anst Tyvek® oTHocATes ucknoumTensHo k Tyvek® 500 n Tyvek® 600 6enoro LBeTa v He NPUMEHVMbI K APYrUM TeKCTypam unu usetam Tyvek®.

[laHHble 0 NPOHWUKHOBEHWM 0GLIYHO N3MEPSIOTCS ANt €AMHNYHBLIX XMMUKATOB. 3a4acTyto XapakTepUCTVKV MPOHUKHOBEHUSI CMeCei 3HaUYUTENbHO OTIIMYAIOTCS OT MOBEeAEHUS OTAENbHBIX
XUMUKaTOB.

Ony6nukoBaHHble AaHHbIE O NPOHUKHOBEHUM B MaTepuan nepyaTtok Gbinu nosyyveHbl cornacHo ctaHgaptam ASTM F739 n ASTM F1383.

Ony6nukoBaHHbIE AaHHble 06 yXyALEeHUU kadyecTBa MaTepuana nepyaTok noslyYeHbl rpaBUMeTpUYecKUM METOAOM.

B xope TecTupoBaHus Ha yxy/LleHne kayecTsa BO3e/CTBIIO XMMUKaTa NoaBepranack 0Ha CTopoHa MaTepuarna nepyaTok B TeueHue 4-x 4acos. [poLeHTHoe N3MeHeHne Beca nocne
B3aUMOAEVCTBUS U3MEPSNOCH MO UCTEYEHUMN 4-X BpEMEHHbIX MHTepBanos: 5, 30, 60 1 240 MUHyT.

CTeneHu yxyaLeHus kayecTsa:

« E: EXCELLENT (OT/IMYHO, N3meHeHune Beca 0-10 %)

* G: GOOD (XOPOLO, NameHeHwe Beca 11-20 %)

« F: FAIR (YOOBJIETBOPUTESIbHO2, U3meHeHve Beca 21-30 %)

* P: POOR (MNOXO, NameHeHne Beca 31-50 %)

* NR: NOT RECOMMENDED (HE PEKOMEHAYETCH, /ameHeHune Beca cBbille 50 %)
« NT: NOT TESTED (HE MPOBEPAIOCb)

YxyALleH1e kayecTBa — 3TO PU3NYECKOE N3MEHEHUE MaTepuana B pesynbTaTe BO3[enCTBUst XuMukaToB. CTaHaapTHbIe Habnoaaemble adhhekTbl: HabyxaHne, U3MeHeHe opMbl, U3HOC U
paccroeHrue. Kpome Toro, BO3MOXHa NOTEPS MPOYHOCTM.

Mcnonb3ayiiTe 3TW JaHHbIE O MPOHUKHOBEHUM B pamMKax OLEHKW PUCKOB Mpy BbIGOPE 3aLLMTHOTO Matepuana, OAeXAbl, MepyaTok Ui akceccyapoB Ansi KOHKPETHOTO NPUMEHeHNs. Bpemsi npopbisa
He CoBMajaeT co BpeMeHeM 6e30nacHoro usHoca. Bpemsi npopbiBa nokasbiBaeT addekTUBHOCTb GapbepHOi yHKUMU, HO PE3ynbTaTbl MOTYT OTANYATLCS B 3aBUCKMOCTU OT nabopatopuit v
MeTO[OB TeCTUPOBaHUsl. BpeMeHy NpopbiBa HEAOCTAaTOYHO, YTOGbI OLIEHUTL CPOK MPUTOAHOCTY 3aLLMTHON OAEXKAbI B Cryyae ee 3arpsisHeHusl. besonacHoe BpeMsi U3Hoca MOXET OTIIMYaTLCs OT
BPEeMeHM NpopbiBa B 3aBUCUMOCTI OT NOBEAEHWS BELLECTB NPU NPOHUKHOBEHUM, NX TOKCUHHOCTM, paBoYMX YCMOBUIA U YCIOBUI BO3AECTBUS (HanpyuMep, TeMNepaTypbl, AaBNEHNs,
KOHL|EHTPaLMK, arperaTHoro COCTOSHUS).

MocneaHwe oGHOBNEHWS AaHHbBIX O NPOHMKHOBEHUK: 18/11/2019

HacTosas nHdopmaums cooTBeTCTBYET HaLMM 3HaHUSM MO JAHHOMY NpeaMeTy Ha MOMeHT nybnukauuy. MNpuBeaeHHbIe AaHHbIE MOTYT GbiTb MEPeCMOTPEHbI MO Mepe NOSIBIEHUS HOBbIX
3HaHWIi 1 HakomneHus onbiTa. MpeacTaBneHHas MHOPMaLWs COAEPXUT CTaHAaPTHbLIE XapakTepUCTUKM NMPOAYKLMM 1 OTHOCUTCS TOMBKO K ykadaHHbIM MaTepuanam; npusegeHHble
XapaKTepyCTUKN MOTYT HE COOTBETCTBOBATb AEACTBUTENBHOCTU B CllyYae UCMONb30BaHWS yKasaHHbIX MaTepuarnoB B COMeTaHWV ¢ ApyrimMn matepuanamu, gobaBkamm unm B kKakom-nnbo
TEXHONOrM4Yeckom NpoLiecce, eCnn 3TO He OroBOPEHO B JOKyMeHTe. [peAcTaBneHHble AaHHbIe He NpeaHasHaveHbl Ans yCTaHOBNEHUs npeerbHbIX 3HaueHnii no TY 1 He MoryT BbiTb
MCMoNb30BaHbl B KAYECTBE €ANHCTBEHHOIO OCHOBAHWS Afist pa3paboTki TEXHNYECKOro 3aAaHNs Ha NPOEKTUPOBAHWUE; OHU Taloke He NpeAHasHaueHbl s 3aMeHbl Kakux-mmbo UcrnbITaHui,
KOTOpblE MOryT NoTpe6GoBaThbCA ANs onpeAeneHus NPUroaHOCTY KOHKPETHOro MaTepuana Ans Baliux koHKpeTHbIX Leneid. Mockonbky DuPont He MoxeT NpeaBuaEeTL BCEX BApUaHTOB KOHEYHOTO
ucnonb3oBaHus matepuana, DuPont He JaeT HUKaKNUX rapaHTuii U He HeceT MaTepuanbHOM OTBETCTBEHHOCTU B OTHOLLEHWUW UCMOSb30BaHUSA AaHHON UHdopMaLmu. B HacTos el nyGnukauum He
COEPXNTCS HUYEro, YTO MOXET paccMaTpuBaThCst kak opuLmanbHoe paspelleHne Ha NpUMeHeHKe Kakux-nnbo NaTeHTHbIX NpaB U PeKOMeHJaLmUs HapyLINTb UX.

® LleneBoe ucrnonb3oBaHve akceccyapos TaiiBek® V30KnuH®, He umetowmx ceptudpmkamm CE nnm ceptudpmkauyumn CU3 kateropum 1, He BkItoyaeT B cebst crocoBbl UCMONb30BaHWS,
KOTOpbl€ MOryT NPUBECTU K CEPbE3HbIM NMOCNEACTBUAM, TAaKUM KaK HaHeCeHue Heoﬁpammoro Bpeda 340pOBbt0 UK CMEePTb. Monb3oBatenb AOIMKEH NPpOBECTU OLUEHKY puUCKa Ana
onpeaeneHust Heo6xoANUMON 3aLLUThI.

® Hacrosias uHhopMaLWsi COOTBETCTBYET HALLMM 3HAHWAM MO JaHHOMY NpeAMETY Ha MOMEHT ny6nukaumu. MpuseeHHbIE AaHHbIE MOTYT BbITb NEPECMOTPEHBI MO MEPEe MOSIBNEHNS HOBbIX
3HaHWI 1 HAKOMMEHWs onbITa. npe,ﬂCTaBﬂeHHaﬂ w—id)opmau,m COAEePXUT CTaHAapPTHbIE XapakTepUCTUKN NPOAYKLMN N OTHOCUTCS TOJMbKO K yKa3daHHbIM MaTepuanam; npmeeeHHbole
XapaKkTepucTUKn MoryT He COOTBETCTBOBaTb ,D,EIZCTBVITeﬂbHOCTVI B Criy4yae 1Ccnonb3oBaHUA yKasaHHbIX MatepuanoB B COMETaHUN C APYrMMN maTtepuanamu, ,D,OﬁaBKaMM Wnu B kakom-nnbo
TEexXHONorM4yeckom npouecce, ecrnum 3T1o He OroBOPEHO B JOKYMEHTE. npeﬂCTaBJ" HHble JaHHble He NpeAHa3Ha4YeHbl A8 yCTaHOBNeHUA npeaefibHbIX 3HayeHui no TY u He moryT 6bITb
WCMosib30BaHbl B Ka4ecTBe €ANHCTBEHHOIo OCHOBAHUA ANs paapa6on<w TEXHMYEeCKOro 3afaHunsa Ha NPpOeKTUpoBaHMe; OHM Takke He nNnpeaHa3Ha4YeHbl A5 3aMeHbl Kakmx-nmbo VICI'IbITaHVIVI,
KOTOpble MoryT nmpeﬁosaTbcn Ana onpegeneHnsa NpuroAHOCTU KOHKPEeTHOro matepuana ansa Bawmx KOHKPETHbIX Lleﬂel‘/‘h ﬂOCKOJ'Ibe DuPont He moxeT npeaBnaeTb BCEX BApUaHTOB
KOHEeYHOro ucnosnb3oBaHUAa matepuana, DuPont He AaeT HUKaKnx rapaHTmﬁ W He HeceT MaTepV]al‘IbHOVI OTBETCTBEHHOCTU B OTHOLLUEHUX UCNONb30BaHUA [ZlaHHOIZ I/IHd)OpMaLLI/IIA. B HaCTOFILLLeIZ
nyGnuKkaLmmn He COAEPXKUTCS HUYETO, YTO MOXET paccMaTpmBaThCs Kak ouLmanbHOe pa3peLleHre Ha NPUMEHEHNE KakuxX-NMbo NaTeHTHbIX NpaB Uny pekoMeHAaLUus HapyLUnTb KX.
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For further product information, literature and as well as assistance in locating a local DuPont Personal Protection

supplier, please visit: DuPont de Nemours (Luxembourg) S.ar.l.
L-2984 Luxembourg
Tel.: +800 3666 6666 (international toll-free)
Fax: +352 3666 5071

www.safespec.dupont.co.uk E-mail: personal.protection@lux.dupont.com

The footnotes can be found on the SafeSPEC&trade; website.
Copyright © 2019 DuPont de Nemours Inc. All rights reserved. The DuPont Oval Logo, DuPont™, and all products
denoted with ® or ™ are trademarks or registered trademarks of DuPont or its affiliates.
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