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* 2 (EU) 2016/425 Q1F (HIEA)

o BEHsH Fe|Tel i, EtY PB[6-B]

® EN 14126 (¥« Qxtoll CHet E5)

* Z2I 3 AU SAL 10° (1ISO 11137-1) Z O B2 & 2| Sterilized by gamma-irradiation to SAL of 10 (ISO 11137-1)
® HF QIBAE Sol ZE HZ AMEE o8 FH s

® GMP class A/B (ISO Class 5) 2280 A AL 3570l Xt
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o SN, AUYZE, ERMEN 22 HdsE2 Eae Wit W ==0| 2 + /&Lict
&4 EHAE WY el Za EN
RH 25%01 Mo 2 X&', LHE7  EN 1149-1 29 Ohm N/A

r2aE N/A (598) Melting point 135°C  N/A

STXMET EN ISO 7854 Method B >100000 cycles 60f6"
= DIN EN ISO 534 185 um N/A
EEXNE EN 863 >10N 20f6"
o= &7 EN 530 Method 2 >10 cycles 10f6’
= HE XNME DIN EN 20811 7 kPa N/A
AtCtz|ZE 21Yd XE (MD) EN ISO 9073-4 >10 N 10f61
AtCHE|E 1d & (XD) EN ISO 9073-4 >10N 10f6"
A A N/A (598) White N/A
QI% Z = (MD) DIN EN ISO 13934-1 >30 N 10f6"
QI% Z = (XD) DIN EN ISO 13934-1 >30 N 10f6"
5% DIN EN ISO 536 45 g/m? N/A
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Horgt

Horet
&4 EIAE WY daxel dut EN
Air Permeability (Gurley method) ISO 5636-5 4s N/A
Air Permeability (Gurley method) ISO 5636-5 Yes N/A
Thermal Resistance, Rct EN 31092/ISO 11092 10*10-3 m2*K/W N/A
Thermal Resistance, clo value EN 31092/ISO 11092 0.065 clo N/A
Water Vapour Resistance, Ret EN 31092/ISO 11092 6.8 m2*Pa/W N/A

0jo

2EN 1412604 & 5 ™™ Tyvek® / &M > =1 < OJ2F N/A SHE AHE €7
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oHA et Ho| mEXE 255 HEHO HFe &, Bt X[+E YUY moll= ENISO 6530 AIRHYHE AFSELICH Al Zxt
Hid

| =
£ FZ HEO0[30% & X 10% TASLIESO| Cfel AT M e ds2 M3 S 2oiELIct

ElAE H ol
54 ,ﬂl ¢ m%"ﬁ o EN
OHA| Bt =MSHIEE (10%) ENISO6530 >90 % 20f31
OHR| Hhet, &4t (30%) ENISO6530 >95% 30f3"
U BT, =MELIEE (10%) ENISO6530 <5% 20f31
HA| &F, Lk (30%) ENISO6530 <1% 30of3"
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EIAE & Myl 4
-{
&N " o EN
gtEf| 2| 2 I} X|(Bacteriophage Phi-X174)E AlS¢et &AM wFo| & No No
= it ISO 16604 L e,
Sk classification classification
MEstroz 29E TR YR SR CHet &EF X{E ISO 22612 Pass 10f32
. o o s N EN ISO )
MESMoZ QUEI HAE Ao CHEE &FE XHE 29610 Pass 10f6
_ . . ISO/DIS
MEBEHOR ST o= Z0f ChE AE KiE / Pass 10f32
22611
OIX EMHE 0|SE LM Ll | Mol CHEF &IFE XM ISO 16603 Pass 30f62

2 EN 1412601 [} > =1+ <0O|gt
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R
&4 E|AE U Haxel du EN
Particle Shedding (Helmke Drum) IEST-RP-CC003.4. Category | N/A
acterial Filtration Efficiency (3 um)  ASTM F2101 984 % +09 % STDDEV  N/A

5™ Tyvek® / M > ZT0F < O|2F N/ASHE AL @12 STD DEV & HR|
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T 7Y MEdt Es 52 MEE M, £ E5 5SS Lot 2SO TG A A EE = JEXI YT i =0l Lt FE Y
Bl 3 MY S YA EFSHE AIH $HS A, Al 2t SY SIS YUY, S EE HY T HEEE 05 £
&Lich
=oiH & BT |BT |BT Cum (Time
E 24 =80 A EN PR |MDPR |
AE oL/ sHEE 0B E CAS  lact |01 |10 S8 a80 |150 |°°
. L 41575- <0.
>
Carboplatin (10 mg/ml) Liquid 94-4 240 |>240>240 |5 001 0.001
Carmustine (3.3 mg/ml, 10 % Ethanol) Liquid 154-93-8 [imm [imm |>240|5 |<0.3 |0.001
. . - 15663- <0.
Cisplatin (1 mg/ml) Liquid 971 >240 |>240 [>240 (5 001 0.001
Cyclo phosphamide (20 mg/ml) Liquid 50-18-0 [imm [>10 |>240(5 |[na 0.003
. o 25136- <0.
Doxorubicin HCI (2 mg/ml) Liquid 40-9 >240 |>240 [>240 (5 001 0.001
Etoposide (Toposar®, Teva) (20 mg/ml, 33.2 % (v | . . 33419-
L >240 |>240 |>24 <0.01 |<0.01
v) Ethanol) lquid 140 0 01>2401>2405 1<0.01 1<0.0
Fluorouracil, 5- (50 mg/ml) Liquid 51-21-8 [imm [imm [imm na 0.001
- . 95058- |
Gemcitabine (38 mg/ml) Liquid 81-4 imm [>60 [|>240(5 (<0.4 [0.005
3778-73-
Ifosfamide (50 mg/ml) Liquid 5 imm |imm |>60 (3 [na 0.003
Oxaliplatin (5 mg/ml) Liquid 231621- imm |[imm [imm na 0.001
. . . 33069-
Paclitaxel (Hospira) (6 mg/ml, 49.7 % (v/v) Ethanol) |Liquid 62-4 >240 |>240(>240(5 [<0.01 {<0.01
Thiotepa (10 mg/ml) Liquid 52-24-4 [imm |imm [imm na 0.001
BTAct MDPRO| (AA) mtI} AlZF [mins] BT0.1 0.1ug/cm¥ 22| E&SHE! mtdt AlZHmins] BT1.0 1.0ug/cm?&22| Z&35}
=l otk AlZH [mins] EN EN 143250 [[& 257 SSPR (SSPR) B3 &Ef £1 £ & [ug/cm?min] MDPR (MDPR) &7
7ts A B £ [ug/em?min]  CUM480 480 # +X £t [ug/em?  Time150 +31 £t 150ug/cm?[mins] ol £
E5tE AlZE; ISOISO 166020 [FE 2#F CASCASH#HE min2 >~ErE <~Er &2 imm FA(<108)
nm Al 20 eig sat 23 8 NA Y 18 na EMEIX| &2 GPRgrade A2 28t R Al2F AFS * WY
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2 Ztol 7|8t 8 AN b AlZh HAZE 9IS DOT55E % ¥4 DOT30 302 £ #H4 DOT60 608 5 4
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