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Certificate of Conformity

VWR Catalogue Number 114-9324

Description VWV:ITS ;Zleonroom Coverall With Hood Sterile,
Lot Number 230310

Date of Manufacture (yyyy-mm-dd) 2023-03-10

Date of Sterilization(yyyy-mm-dd) 2023-03-25

Sterilization Expiry date (yyyy-mm-dd) 2028-03-25

Country of Origin Manufactured in China

Date of Issue (yyyy-mm-dd) 2023-04-28

Quality System Compliance

Products are manufactured under the 1ISO 9001:2015 & ISO 13485:2016 standard. Products are
inspected and controlled through whole production processing in accordance with current applicable
product specifications and QC SOP.

QC Testing

Representative products samples are collected and inspected in accordance with current applicable
QC requirements. Inspected according to AQL level Il 4.0 sampling plan per MIL-STD-105E.

Test Method MD CD
Break Tensile propertities(N) ASTM D5034 137 86
Elongation rate [%] ASTM D5034 109 112
Tear prosperities ASTM D5034 106 78
Product Specifications
Material 60g SMS (Spunbonded Polypropylene fabric /Meltblown /Spunbonded

Polypropylene fabric)

Sterilization Products are Gamma irradiated as per ISO 11137:2006 and meets SAL
10" with a specified dose of 26.5 - 34.7 kGY.

ATP Assay Not Applicable.
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DNase & RNase Free

BSE/TSE

Cytotoxicity
Non-Pyrogenic Statement
Latex Statement

BPA Statement

DEHP Statement
RoHS

REACH Statement
Storage Conditions

Shelf Life
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Not Applicable.

No use of any raw material produced from or substances derived from
animal origin. The manufacturing process of the product does not use
any ingredient of animal origin and no material derived from or
exposed to animals affected by or under quarantine for transmitting
Animal Bovine Spongiform Encephalopathy/Spongiform
Encephalopathy (BSE)/(TSE).

Not Applicable.

Not Applicable.

This product is not made from natural rubber latex.

Not Applicable.

Not Applicable.
Not Applicable.
Not Applicable.
0- 50 °C, 45% - 65% humidity, Shady

5 years.
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