DUPONT™ TAMBEK® M30KJTNH®

TEXHWYECKOE OMMUCAHUE
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Tyvek.
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PB[6]
@% LionoH™ Taneek® V30KnnH® 6axumnbl gns canor, mogenb IC 458 B WH MS. Pe3nHKa B KynMcke Ha
EN 14126 roneHu. 3aBA3KM. INACTUYHbBIE M3HKETbI LWTaHWH. Mogowsa Mpunnep™. O6TaYeHHble BHYTPEHHME
WwBbl. [por3BeAeHbl B YACTbIX MOMELLEHWNSX, CTEPUIN30BaHbI FAMMa-M3y4yeHneM. ACenTUYECKN
Option CnoxeHbl. benble.

MS
SAL
W ‘ ATPUBYTHI

Msl:if MonHbI apTURYN IC0458BWHMS
Martepuan Tyvek® IsoClean® CS
JAnsaiiH Heckonb3saume 6axunbl Ans 60TUHOK
LBbI MaTepnan npokneeH.
Liset benbii
Pa3sMepbl SM, MD, LG, XL

XAPAKTEPUCTUKU

® Opesaa XMMNYECKOW 3aLLMThl, Y3CTUYHO 3aKpbiBatoLwas Teno, Kateropus Ill, Tun PB [6-B]
® EN 14126 (6apbepHas 33WMTa OT MHGEKLMOHHBIX areHTOB)
® Clean-processed and sterilised by gamma-irradiation to SAL of 107 (ISO 11137-1)

lMonHas oTCcneXxnBaeMoCTb BCeN CTepl/IJ'IbHOVI oaexxabl CeDTVICDVIKaT CTEPUNBHOCTN B Ha/TN4YKn

MoaxoanT ANs NCNONb30BaHWA B YACTbIX MOMelleHnsax knacca A/B no ctaHaapty GMP (ISO knacc 5)

TABJTIMLIA PASMEPbI

PA3MEP MPOLYKTA HOMEP CTATbMU DOBABUTb NHOOPMALINIO

D15466072

MD D15466083

LG D15466090

XL D15466105

®W3UYECKME CBONCTBA

CBOWVICTBO METOZ, UCTIbITAHUSA TUMWUYHBIN PE3Y/ILTAT
Bo3aencrene BbICOKMX TeMNepaTyp N/A I;asl\gncecpaTypa MIaBNEHNA:
MAOTHOCTH DIN EN SO 536 45 r/m?
n 7 25 %,

OBerHOCTH(7)e CONPOTUBNEHME NPU OTHOCUTENBbHOM BN3XKHOCTN b, BHYTPEHHSS EN 11491 510 O
NOBEPXHOCTb
[pOYHOCTb H3 Pa3pbIB B NonepeyHoM HanpasaeHunw (MH) DIN EN SO 13934-1 >30 H
MpOYHOCTb HA Pa3pbiB B NPOAObHOM HanpasneHum (MpH) DIN EN ISO 13934-1 >30 H
ConpoTnBneHne NpoCaYNBIHNIO BOAbI DIN EN 20811 7 kM3

EN ISO 7854,

CTOMKOCTb K 06pa30BaHNIO TPELLMH NPY MHOTOKPATHOM CrMbBaHnn 7 Meroz B >100000 umknos

N/A

N/A

N/A


http://www2.dupont.com/cos/usrContact.do
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CBOWCTBO METOA UCMbITAHKA TUNUYHBIA PE3YSIBTAT EN
1/6

CTOMKOCTb K MPOKONY EN 863 >5H q

o 1/6

CTOMKOCTb K TpaneumesmaHomy pasampy (MH) EN ISO 9073-4 >10 H 1
1/6

CTOVKOCTb K TpaneumeBnaHoMy pasavpy (MpH) EN ISO 9073-4 >10 H q

TonwmHa DIN EN ISO 534 185 MKM N/A
1/6

YCTONUMBOCTb K NCTUPIHMUIO 7 EN 530, MeTop 2 >10 unknos q

LiBeT N/A Benbiii N/A

1B cootBeTcTBMM ¢ EN 14325 | 2 B cooTtBeTcTBUM C EN 14126 | 3 B cooTBeTcTBUM ¢ EN 1073-2 | 4 B cooTBeTcTBUM ¢ EN 14116 | 12 B cooTBeTcTBUM ¢ EN 11612 | 5 MepenHss yacTb TanBek®, cnvHHas |
6 Ha ocHoBe 1cnbITaHWt No cTaHaapTy ASTM D-572 | 7 ru- See Instructions for Use for further information, limitations and warnings | > bonee 4em | < Meree yem | N/A He npumensetcs |

STD DEV CTaHAapTHOE OTKNIOHEHME |

3ALLUNTHBIE XAPAKTEPUCTUKN OOEXObI

CBOWCTBO METO[, UCMbITAHMSA TUNWYHBIN PE3YSIbTAT EN
MpPOYHOCTb WBa EN SO 13935-2 >30 H 1761
Twn PB 6: YacTnuHaga 33LLMTa TeNa YesI0BEKa EN 13034 MponaeH N/A

1B cootBetcTBMM € EN 14325 | 3 B cooTBetcTBUMM € EN 1073-2 | 12 B cootBetcTBmmM ¢ EN 11612 | 13 B cootBetcTBumM ¢ EN 11611 | 5 MepeaHss YacTb TaliBek®, cinHHas
6 Ha ocHoBe ncnbITaHwmit no ctaHaapty ASTM D-572 | 7 ru- See Instructions for Use for further information, limitations and warnings |

11 B cpefHeM — Ha OCHOBaHWW pe3ynbTaTos Ans 10 KOCTIOMOB, 3 onepaunii, 3 A3TYMKoB | > bonee uem | < Mexee uem | N/A He npumensiercs | * ICXOAA U3 MUHUMATIbHOTO 4YHNYHOTO 3HAYEHWS

YNOBCTBO
CBOWICTBO METOA NCMNbITAHNA TUMWUYHbI PE3YITBTAT EN
Bo3ayxonpoHunuaeMocTs (nopnctocTs no Fepnu) ISO 5636-5 45 N/A
Bo3ayxonpoHunuaeMocTsb (mopnctocTb no Fepnu) I1SO 5636-5 [a N/A
CTOMKOCTb K MPOC3YMBAHMIO BOASIHbIX MApPOB EN 31092/ISO 11092 6.8 M2*Ma/BT N/A
TepMoCTonKoCTb, Ret EN 31092/1SO 11092 10103 mZ*K/W N/A
TepMOCTOMKOCTb, KO EN 31092/IS0O 11092 0,065 kno N/A

2 B cootsetcTBIM C EN 14126 | 5 MNepeaHas YacTb Tansek®, cnuHHas | > Bonee yeM | < MeHee yem | N/A He npuMensetcs |

MPOCAYNBAHME XXNOKUX XUMUKATOB U OTTAJTKMBAIOLLIAA CMOCOBHOCTb

CBOMCTBO METOZ UCMbITAHUA TUNWYHBIN PE3YIIBTAT EN

OTTanKMBalOLLAA CMOCOBHOCTb K SKNAKOCTK, rnapokcng HaTpus (10 %) EN ISO 6530 >90 % 2/31
OTTaNKMBaKOLL3A CNOCOBHOCTb K KMUAKOCTKN, CepHasd KMcoTa (30 %) EN ISO 6530 >95 % 3/31
ConpoTnBNEHNe NPOCaIYNBAHMNIO MNAKOCTY, Tnapokcna HaTpus (10 %) EN ISO 6530 <5% 2/31
ConpoTuB/IEHNE NPOCIYNBIHMIO MNAKOCTH, CEPHAA KMCNOTa (30 %) EN ISO 6530 <1% 3/31

1B cootBeTcTBUM C EN 14325 | > Bonee yeM | < MeHee yeM

BUONOIrMYECKAA 3ALLNTA
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7 METO[, 7
CBOVICTBO MCTIBITAHMS TUMWYHBIA PE3YJIbTAT EN
. ISO/DIS o 5
ConpoTuBeHNe NPoOCaYNBaHMI0 BUONOrMYECKM ONACHbIX 33p030en 2611 MpoiaeH 1/3
ConpoTnBReHMne NPOCaYMBaHMNIO FEMOKOHTAKTHbIX MATOreHOB, NCMbITaHNE ISO 16604 He nopnesxkut He nognesxut
BO3AelncTBMeM bakteprodara Phi-X174 Metop C Knaccmomkaumm KNaccmomkaumm 2
. EN ISO ) 5
ConpoTnBneHne NpoCaunBaHMIO 3arPA3HEHHbBIX KNAKOCTEN 22610 <15 min 1/6
ConpoTnBNeHne NPOCaYMBAHNIO 3arpsA3HEHHbIX TBEPAbIX YacTuL, ISO 22612 MponaeH 1/32
COﬂpOJ’MBﬂeHVle NPOC3YMBAHMIO KPOBN U DU3NONOrNYECKINX KMAKOCTEN, NCMbITaHNE 1SO 16603 35 kPa 3/62
BO3[ENCTBMEM CMHTETUYECKON KPOBU
1B cootBetcTBumM ¢ EN 14325 | > bonee ueM | < MeHee uem
UNCTOTA
CBOWNCTBO METOA NCNBITAHUA TUMNYHBIN PE3YSILTAT EN
OTpeneHve TBepablX 4acTuL, (MCnbiTaHne No XenbMKe BO BpalatowemMcs b6apabaHe) |IEST-RP-CC003.4. Kateropus | N/A
SddeKTMBHOCTD GUIBTPaLMKM bakTepuii (3 MKM) ASTM F2101 98.4 % + 0.9 % STD DEV N/A
5 MepepHsist 4acTb TaiiBek®, cnuHHas | > bonee yuem | <MeHee yem | N/A He npumensietcs | STD DEV CraHaapTHOe OTKNOHEHKe
JAHHbIE MO MPOHULLAEMOCTM DUPONT™ TAMBEK® M30K/TNH®
HA3BAHWE OMACHOCTWN / AlPETATHOE BT BT BT COBOKYIl. BPEMSA —
XUMUKATA COCTOSIHVE CAS ACT 01 10  EN SSPR MDPR zg5 150 ISO
Carboplatin (10 mg/ml) 41575- <0.
nagkocTb 044 >240 >240 >240 5 001 0.001
Gemcitabine (38 mg/ml) 95058-
YKunpkocTtb imm >60 >240 5 <04 0.005
81-4
Lokcopybuumn HCL (2 mg 25136~ <0.
/ml) YKnpokocTb 40-9 >240 >240 >240 5 001 0.001
Noocdammp (50 mg/ml) YKnaokocTb 3778-73-2  imm imm  >60 3 na 0.003
Kapmycrut (33 mg/ml, 10 SKMAKOCTb 154-93-8  imm imm >240 5 <03  0.001
% Ethanol)
OkcanunnatuH (5 mg/ml) 63121-
nakocTb imm imm imm na 0.001
00-6
Maknutakcen (Hospira) (6 33069- 0.
mg/ml, 49.7 % (v/v) XKnpkocTb >240 >240 >240 5 <0.01
62-4 01
Ethanol)
Tuotena (10 mg/ml) YKunpkocTb 52-24-4 imm  imm  imm na 0.001
?)r;prpaumn, 5-(50mg SKMAKOCTb 51-21-8 imm  imm  imm na 0.001
Unknodocdamma (20 mg
YKnpkocTb 50-18-0 imm >10 >240 5 na 0.003
/ml)
Lennatus (1 mg/mi) SKuakocTs D092 a0 240 k240 5 T2 0001
3T1ono3ng (Toposar®,
33419- <0.
Teva) (20 mg/ml, 33.2 % (v XKnpkoctb >240 >240 >240 5 <0.01
42-0 01

/v) Ethanol)

BTAct (PakTunueckoe) Bpems npopbisa npy MOCT [mins] | BTO.1 HopmanunsosaHHoe BpeMs npopbisa npw 0,1 r/cm?/mMuH [mins] |

BT1.0 Hopmanu3oBaHHoe BpeMst npopbiBa npu 1,0 r/cM?/mun [mins] | EN Knaccudwmkaums no EN 14325 | SSPR lMoctosiHHas ckopocTb npoHnkHoserus (MCM) [g/cm?/min] |
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MDPR MuHvManbHas onpeaensemMas cKopocTb npoHvikHoBeHns (MOCT) [g/cm?/min] | CUM480 CymMMapHas Macca npocaumsaHms 33 480 MuH [g/cm?] |

Time150 BpeMs AOCTUKEHMS CyMMApHOI Maccbl npocadmBanns 150 r/cm? [mins] | ISO Knaccudukaums no ISO 16602 | CAS YH1BEpCanbHbIi HOMep UAEHTUGUKALMM XUMUYECKNX BELLeCTB |
min MuHyTta | > bonee yeM | < Menee yem | imm BbicTpo (<10 MuH) | nm He ucnbitaHo | sat HacbiweHHbiid pactsop | N/A He npumensietcs | na Not attained |

GPR grade YncToTa XMMWKaTa 06LLero HasHaueHus | * Icxoas M3 MUHVUMANbHOTO eAMHNYHOTO 3H3YeHMs |

8 DakTnyeckoe BpeMs NpopbIB3; HOPMANN30BaHHOE BPeMs NPOpPbIB3 He npeaycMoTpeHo. | DOTS DOTS [erpaaauns nocne 5 MyuHyT | DOT30 DOT30 [erpasauns nocne 30 MUHYT |

DOT60 DOT60 ferpagauuns nocne 60 muHyT | DOT240 DOT240 ferpagauns nocne 240 MUHYT |

BT1383 HopMmanu3oBaHHoe BpeMs NpopbiBa npu 0.1 MKr/cM?/MuH [mins] no ctaHaapty ASTM F1383 |

Ba)kHoe npuMeyaHue

Ony6n11MKOBaHHbIE AAHHbIE O MPOHWKHOBEHMM B BELLECTBO MOArOTOBNEHbI A8 KOMN3HMK DuPont He3aBMCMMbIMK CEPTUPULNMPOBIHHBIMN TECTOBLIMK
nabopaTopmAMN 415 COrIACHO aKTyasbHbIX NprMeHnMbIx MeTodoB (EN ISO 6529 (Metoa A 1 B), ASTM F739, ASTM F1383, ASTM D6978, EN369, EN 374-3) Kak
MpaBwWIIo, AaHHblE — 3TO YCPeLHEHHbIe Pe3y/bTaThl MPOBEPOK Tpex 06pa3L0oB MaTepuana. Bce XMMIMKaTbl MPOTECTUPOBAHbI MPW KOHLLEHTPaLMK Bbilwe 95 % (B
BECOBOM COOTHOLLEHNN), eC/IN HE YKa3aHo nHoe. Bce TecTbl npoBoananch npu temnepatype ot 20 °C go 27 °C v 43aBIeHNM OKPYsKaIOLWEN Cpefbl, eCNn He
YKa33HO MHOoe. BpeMsa NpopbiBa B 3HAUMTENIbHOW Mepe 33BUCUT OT TeMMNepaTypbl. IHTEHCMBHOCTb MPOHVKHOBEHWS, K3K NMPaBUII0, MOBLILLI3ETCS C MOBbILIEHNEM
TeMnepaTypbl. CBOAHbIE AaHHbIE O MPOHVMKHOBEHWW N3MEPEHbI NI P3CCUYMTAHbI H3 OCHOBE YPOBHS NMPOHNKHOBEHWS B YCT3HOBMBLUEMCS COCTOSHUN.
LInTocTaTnyeckme npenapaTbl NPOBEPSAINCE Npy TeMnepaTtype 27 °C, cornacHo ctaHaaptTaM ASTM D6978 unun I1SO 6529, ¢ 4ononHUTENbHbIM TpeboBaHNEM
yBelOMJIEHNS1 O HOPMANNM30BaHHOM BPEMEHM NPOPbIBA MpK 3HaYeHun 0,01 MKr/cM?/MUH. BoeBble 0TpaBnsioLLMe BELLECTBA (IOM3WT, 33pVH, 30MaH, UMpUT, Taby
1 OB HepBHO-N3pannTMUeckoro aenctans VX) 6binnm NpoTecTMpoBaHbl Npu TeMnepatype 22 °C cornacHo ctaHaapTy MIL-STD-282, unu npu Temnepatype 37 °C
cornacHo ctaHaapTy FINABEL 0.7. laHHble 0 NPOHMKHOBEHWUW Ans Tyvek® oTHoCATCA ncKtoumTenbHo K Tyvek® 500 n Tyvek® 600 6enoro LgeTta 1 He
NPUMEHMMbI K APYINM TeKCTypaM unu usetam Tyvek®. [IaHHble 0 NPOHUKHOBEHMM 0ObIYHO M3MEPAIOTCA ANS e ANHUYHbBIX XUMNKATOB. 3343CTY0 XaP3KTEPUCTHKI
NPOHNKHOBEHWNS CMeCei 3HaUMTENbHO OT/INY3IOTCSA OT NOBeAEHNS OTAENbHbIX XMMNKATOB. ONybnnMKOBaHHbIe IaHHbIE O MPOHWUKHOBEHWM B MaTepuan nepyaTok
OblNIN MONYYEeHbl COMNACHO CTaHAapTaM ASTM F739 n ASTM F1383. Onyb6n1KoBaHHbIe AaHHble 06 yXyALIeHWM K3YeCcTB3 MaTepnana nepyaTok nonyyeHsbl
rpaBMMeTPUYECKNM METOAOM.

B xope TeCTMpOBaHNS HA YXYALLUEHNE K3YeCTB3 BO3AENCTBMIO XMMMKATa NOABEPranach 04H3 CTOPOHA MAaTepMana NepyaTok B TeyeHne 4-x 4acos. [poLeHTHoe
M3MEHeHWe Beca nocsie B3aNMOAENCTBMSA N3MepANoCh MO NCTeYeHN 4-X BDEMEHHbIX MHTepBanoB.: 5, 30, 60 1 240 MuHyT. CTeneHn yXyALeHNs KauecTBa:

® E: EXCELLENT (OT/IMYHO, N3meHeHne Beca 0-10 %)

® G: GOOD (XOPOLUO, N3meHeHwne Beca 11-20 %)

® F:FAIR (YOOB/ETBOPUTESIbHO2, M3MeHeHMe Beca 21-30 %)

® P: POOR (MJIOXO, N3meHeHme Beca 31-50 %)

® NR:NOT RECOMMENDED (HE PEKOMEHYETCH, V3MeHeHMe Beca cBbilwe 50 %)

® NT: NOT TESTED (HE MPOBEPSA/IOCb)

YXyaleHne Kayectsa — 370 GM3NYECKOe N3MEHEHVEe MaTepuana B pesysibTaTe BO3AENCTBNA XMMNKATOB. CTaHA3PpTHbIE HaboaaeMble 3GdeKTbl: HabyxaHune,
n3MeHeHne GopMbl, M3HOC 1 paccioeHne. KpoMe Toro, BO3MOKHa NoTeps NpoYHOCTY.

Mcnonb3yinTe 3T AaHHble 0 NMPOHNUKHOBEHWIN B PAMKaX OLIEHKM PUCKOB NPy BbI6OPE 33LLMTHONO MaTepMana, OAeX ibl, MepPYaTOK UM aKCeCCYyapoB Ang
KOHKPETHOro NpuMeHeHus. BpemMs npopbiBa He COBMaaaeT Co BpeMeHeM 6e30MacHOro M3HoCa. BpeMsa npopbiBa NokasbiBaeT 3GdEeKTUBHOCTL HapbepHO
YHKUMM, HO pe3ynbTaTbl MOTYT OTAIMYATLCS B 33BMCUMMOCTM OT S1360PaTOpUiA 1 METOAOB TECTUPOBAHWSA. BpeMeHn NpopbiB3 HEAOCTATOYHO, YTOObLI OLLEHNTbL CPOk
MPUroAHOCTM 33LLMTHON OAEXAbl B C/yYae ee 3arpasHeHns. besonacHoe BpeMsa M3HOCa MOYKET OT/IMYATHCS OT BPEMEHW NPOPbIBA B 33BMCMMOCTM OT NOBEAEHMS
BELLECTB NPy MPOHNKHOBEHWM, NX TOKCUYHOCTW, paboumx YCIOBUIA N YCIOBUIA BO3AENCTBUA (HanpMep, TeMNepaTypbl, aBAEHMSA, KOHLEHTPaLNN, arperaTtHoro
COCTOSAHNSA).

MocnenHne 06HOBNEHMSA A3HHbIX O MPOHNUKHOBEHMM: 5/5/2020

HacToawas nHdopMaumsa COOTBETCTBYET HALIMM 3HIHMAM NO AIHHOMY MPeaMeTY Ha MOMEHT Nybnnkaunn. MprBeneHHble 43HHbIE MOTYT 6biTb NEPeCMOTPEHbI
No Mepe MOSIB/IEHNS HOBbIX 3H3HWI 1 HAKOMNEHMS OnbITa. [peacTaBneHHas MHGOPMALMSA COAEPXKNT CTIHAIPTHbLIE XaPIKTEPUCTUKIN NPOAYKLMMN 1 OTHOCUTCS
TOJIbKO K YK333aHHbIM MATEPUANaM; NPUBEAEHHbIE X3PAKTEPUCTHKM MOTYT He COOTBETCTBOBATb AEVWCTBUTENIBHOCTM B C/1y43€ MCMOMb30BAHNS YKA33HHbIX
MaTepUanoB B COYETIHMM C APYrMMU MATEPNANAMU, AOBIBKIMU MM B KAKOM-NTMBO TEXHONOTMYECKOM MPOLLECCe, eC/iv 3TO HE OrOBOPEHO B IOKYMEHTE.
MpencTaBneHHble AaHHbIE He NPeiH33HaYeHbl A9 YCTAHOBEHNS NpeAesbHbIX 3HaYeHN No TY 1 He MoryT BbiTb MCMOMIb30BaHbI B KAYECTBE eAMHCTBEHHOIO
OCHOBAHMA ANA Pa3paboTKM TEXHNYECKOrO 33[43HMSA Ha MPOEKTUPOBAHME; OHM TaKXKe He MpeaHa3HaYeHbl 415 3aMeHbl KaKNX-NTMB0 NCMbITaHNI, KOTOpble MOTyT
noTpeboBaTbCs ANS onpeaeneHns NpUrogHOCTN KOHKPETHOMO MaTepurana Ans Bawmx KOHKpeTHbIX Lenel. MNockonbky DuPont He MOsKeT npeaBMAaeTb BCEX
B3PMAHTOB KOHEYHOIO NCMOJIb30BaHMA MaTepurana, DuPont He AaeT HUKAKMX FapaHTUA N He HeceT MaTepuasibHOW OTBETCTBEHHOCTM B OTHOLIEHNN
MCMNONb30BaHNA AaHHOM MHPOPMaLMK. B HacToALWen Ny6IMKaUMW He COAEPSKMUTCA HNUYEro, YTO MOSKET PaCCMATPMBATLCA Kak 0bULUMANbHOE pa3pelleHme Ha
NPUMEHEHNE KAKNX-TMBO NMATEHTHbIX NMPAaB UM PEKOMEHAAUMNSA HAPYLLNTb UX.

DuPont™ SafeSPEC™ - Hawwa uenb — noMorathb J1l0aaM «OUPONT | MEEE
Haw oHnanH cepBuC NOMOXeT
BaM nonobpatb
COOTBETCTBYIOLLYIO OAEKAY
[onoH ANng 33WmThl OT
XNUMUKATOB, pa6OTbI B YNCTbIX
CPeAaXx, 33LuTbl OT
TepMnNYeCKnX N MexaHn4yecknx
PVICKOB.

LionoH NHanBmnAyanbHasa 3aWmTa

safespec.dupont.ru
dpp.dupont.com

m*DuPont Personal Protection

y @DuPontPPE
safespec.dupont.ru
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