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l. Product Description

This specificotion document opplies to NewformrM CleonsteomrM bogs.

l.l. Shelf lirre

The shelf life of the product is limited to 3 yeors ofter monufocluring dote. Unused bogs should
be stored in the closed pockoge os received from Poll of l0 - 40oC ond RH < 70%.

1.2. SferIifv

CleonsteomrM bogs con be subjected to steom sterilizotion. Steom sterilizotion processing
temperoiures should not exceed 124"C.

1.3. Dimensions

Descrlpllg¡¡ _ Vqluc
lnner width of the xxx 1 l0 mm

2. Gompliances

Tyvek loyer

- The film complies with the requirements of US Phormocopoeio USP <87>, USP <88> (USP Closs Vl) ond
usP <óól>.

- The film complies wilh lhe requiremenis of lhe Europeon Phormocopoeio 3.,l.5.
- The film complies with the requiremenis for use in contoct with food of FDA regulotion 2l CFR 177 .1520

ond 2l CFR 178.2010.
- The film complies with the compositionol requirements for use in contocl wilh food of Commission

Regulolion (EU) No lO/2O11.
- Tyvek moy contoin up to 500 ppm of o sleoric ocid solt where the steorote group moy be derived from

tollow. Processing conditions of lhe row moferiols used in monufocf uring of Tyvek meei or exceed the
recommended conditions by Commission Regulotion (EU) 722/2012, Europeon Commission 2Oll /C
73lOl or ISO 22442-1 Annex C for proiection ogoinst TSE (Tronsmissible Spongiform Encepholopothy)/BSE
(Bovine Spongiform Encepholopothy). As such, fo the best of our knowledge, Tyvek does nol contoin
substonces hoving the risks of tronsmitting TSE/BSE.

HDPE loyer

- The film complies wilh the requiremenls of the US Phormocopoeio USP <87>, USP <88> (Closs Vl) ond
usP <óól >.

- The film complies with the requiremenls of lhe Europeon Phormocopoeio 3.1.5 section "tests"
- The resin complies with lhe requirements for use in contoct with food of FDA regulolion 2l CFR 177.1520

(c) 3.1 o
- The resin complies with the composílionol requiremenfs for use in conloct with food of Commission

Regulolion (EU) No 1O/2O11.
- The moteriol is Animol Derived Componenl Free (ADCF).

lnner lenoth of the boq xxx + l0 mm
Thíckness of the Tyvek film 185 umr

80t l0umThickness of the HDPE film

ì Typicolvolue
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3. Produclion process

3.1. Generol

Monufocturing ond ossembly of CleonsteomrM bogs is performed under ISO Closs 5 of rest
cleonroom conditions (lSO 14644-l). The extrusion of the HDPE film is done in on ISO Closs I
environment (lSO 1 4644-1).

3.2. Process Sfeps

Step 1: Blow extrusion of HDPE film
Step 2: Winding of HDPE film
Step 3: Unwinding of HDPE ond Tyvek, followed by outomotic cutting ond seoling of the bogs
Step 4: Pockoging of finished bogs
Slep 5: Lobelling of pockoged bogs

3.3. ln Process Confrols

Iesl Method Frequency
Dimensions lnternol Per botch
Visuolcontrol lnternol

ASÏM-FBB
100%

Seolinq strenqth Per botch
Seol inteqrity test lnternol Per botch
Cleonliness tESï-STD-CC 1246D Per botch

Visuolcontrol
No disconformities which offect the functionolily or quolity of the bog.

Seolstrength
The seol strength of the film/film weld is tested occording to ASTM-F88.
Seol strength film/film: > 20 N/lSmm

Seol integritv fest
No leoks detected with seol pinhole test (dye-penetrotion test with methylene blue)

Cleonliness
Cleonliness level 200 occording to IEST-SïD-CC 1246D.
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4. Pockooino & lobeling

Finished CleonsteomrM bogs ore double pocked into seoled bogs under cleonroom conditions
Eoch pock is lobelled os follows:

- Product tYPe(= item number)
- Description
- Quontity
- Botch number
- Pockoge number
- Monufocturing dote
- Expiry dote
- Worning stotements

Pocks ore pocked into cordboord boxes. Eoch box is lobelled os follows:
- Product tYPe(= item number)
- Description
- Quontity
- Botch number
- Pockoge number
- Monufocturing dote
- Expiry dote

5. Troceobilltv

There is lroceobility of row moteriols for eoch lot. There is troceobility of the product through Poll
Life Sciences processes.

6. Cedificoles

A certificote of conformity (COC) is supplied with eoch shipment stoting thot the requirements of
this specificotion hove been met.
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Cleansteam rM Technical properties

1. Twek laver (Twek 10738)1

Property Test method Unit Value

Basis weight
ASTM D3776
EN tSO 536

glm' 71.2 -78.0

Delamination ASTM D2724 N/2.54 cm 1.8 - 3.6

Gurley Hill Porosity TAPPI T460
tso 5636-5

sec/l 00 cc 8-36

M iscellaneous property Test method Unit Typicalvalue2

Microbial barrier
ASTM F1608
ASTM F2638

log reduction value (LRV)
% pMax

>5
< 0.3

Bendtsen Air Permeability tso 5636-3 mUmin 513

Moisture vapor transmission
rate

TAPPI T523 glm2l24h > 1600

Hydrostatic head
AATCC TM 127
EN 2081 1

cm HzO 159

Tensile strength, MD
ASTM D5035
EN tSO 1924-2

N/2.54 cm 221

Tensile strength, CD
ASTM D5035
EN tSO 1924-2

N/2.54 cm 219

Elongation, MD
ASTM D5035
EN tSO 1924-2

o/o 20

Elongation, CD
ASTM D5035
EN tSO 1924-2

o/o 24

Elmendorf Tear, MD
ASTM D1424
EN21974 N 3.2

Elmendorf Tear, CD
ASTM D1424
EN 21974 N 4.O

Mullen Burst ASTM D774
tso 2758

kPa 1234

Spencer puncture ASTM D342O Jlm2 10324

Opacity
TAPPI T425
tso 2471

o/o 92
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2. HDPE laver

Property Test method Unit Value

Thickness lnternal pm 70-90

Property Test method Unit Typical value2

Max Tensile strength, MD ASTM D882-02 N/mm2 41

Max Tensile strength, CD ASTM D882-02 N/mm2 37

Yield strength, MD ASTM D882-02 N/mm2 28

Yield strength, CD ASTM D882-02 N/mm2 30

Tear strength - initial max load, MD ASTM D882-02 N 13

Tear strength - initial max load, CD ASTM D882.02 N 21

Tear strength - avg force, MD ASTM D882-02 N 12

Tear strength - avg force, CD ASTM D882-02 N 20

Chord modulus at 0.5 and 1 mm, MD ASTM D882-02 MPa 840

Chord modulus at 0.5 and 1 mm, CD ASTM D882-02 MPa 930

Elongation at break, MD ASTM D882-02 % 900

Elongation at break, CD ASTM D882-02 otto 900

Puncture resistance, maximum load FTMS 1O1C N 39

Puncture resistance, deflection at maximum load FTMS 101C mm l9

Dart drop impact ASTM D1709 s 130

Oxygen transmission rate ASTM D3985 cclm2l24h 678

Water vapor transmission rate ASTM F1249 glm2l24h 0.409

Seal strength (to Tyvek layer) ASTM F88 N/15 mm >20

I Tyvek properties ore occording to Duponl Technicol reference guide for medicol ond phormoceulicol pockoging.
Miscelloneous properties ore subject to slight chonges from normol process drifl. For more informotion, consult
Dupont Technicol reference guide.
z Typicol vqlues for properlies ore colculoted from lot overoges meosured on volidotion lots. These properties ore
not subjected to process control ond should not be used os specificotions.


