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Microbiological testing and environmental sampling (air, surfaces)
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This document is an attachment to Accreditation Certificate No. AB 1575 as of 2™ September 2015.

The accreditation status and the current scope of accreditation can be viewed at PCA website
www.pca.gov.pl -/-




Testing Laboratory

teg, ul. Japonska 1, 55-220 lelcz-Laskowice

. Type of activi
Object / product tested Tested c::racteristicst"}/ st Reference documents
Medical devices Sterility PN-EN ISO 11737-
Direct immersion method 2:2010
Presence and titre of PN-EN ISO 11737-
microorganisms 1:2007

Membrane filtration method
Pour plate method

Medical devices, substances

Bacterial endotoxins

Gel-clot method

Method A: limit test

Method B: semi-quantitative test

Ph.Eur. 9, 2017, 2.6.14,
5.1.10

FP X 2014, 2.6.14;
5.1.10

USP 40, NF 35,

2017 <85> and <161>

Environmental samples -
air

Sampling for microbiological testing
Volumetric method

Total aerobic microbial count
Range: from 1CFU/1m?
Plate method

LAB-16.12.00, rev. 02 of
01/08/2017

Environmental samples —
air

Sampling for microbiological testing
Gravimetric method

Total aerobic microbial count
Range: from 1CFU/1m’
Plate method

LAB-16.13.00, rev. 02 of
01/08/2017

Environmental samples from
production areas
- print from a surface

Sampling for microbiological testing
Contact plates method

PN ISO 18593:2005P

Total aerobic microbial count
Range: from 1CFU/25cm?
Plate method

LAB-16.10.00, rev. 02 of
01/08/2017

Environmental samples from
preduction areas
- surface swab limited by template

- surface swab not limited by template

including hands (fingerprint)

Sampling for microbiological testing
Swab method

PN ISO 18593:2005P

Total aerobic microbial count
Range: from 1CFU /100 cm?
(surface limited by template}

from 1 CFU/tested surface (surface
not limited by template)
Membrane filtration method

LAB-16.11.00, rev. 02 of
01/08/2017

Medical devices

Bacterial endotoxins
Kinetic chromogenic method
Method D: quantitative test

Ph.Eur. 9, 2017, 2.6.14,
5.1.10

FP X 2014, 2.6.14;
5.1.10

USP 40, NF 35,

2017 <85> and <161>
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List of Amendments
to Scope of Accreditation No. AB 1575

Status of amendments: original version — A-/-

[Graphic sign with the Polish national emblem]: PCA 009467-/-

[Round seal of the Polish Centre for Accreditation with the Polish national emblem in the middle *1*]-/-

The status of amendments is hereby confirmed.
Lucyna Olborska, Director; [illegible signaturel-/-
Date: 17.11.2017-/-

[Footer on each page of the 3-page document]: Edition No. 4, 17" November 2017; [page number from
1to 3)-/-
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