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Annex to the Decision No.364194201202111 and to the Certificate of Accreditation No. 5-264 dated 04.08.2021.

The Annex is an integral part of the

C er tifi c a te of Ac cr e di t at i o n

Accreditation scope

Name of the accredited subject: CHIRANA T.Injecta, a. s.

Microbiolo gical laboratory
N6m. Dr. Alberta Schweitzera 194.916 01 Star5 Tur6

Laboratory with a fixed accreditation scope.

Test subiect Established method
Other specifications

(range, uncertainty, purpose,
modilication / validation,

opinions/interpretations, etc.)

Subject /
Matrix /

Environment

Property /
Parameter /
Indicator /

Analyte

Principle /
Kind of /

Type
Prescription

I
Medical devices

Injection and
infusion
solutions

Sterility
Cultivation method
(Oualitative test)

EuPh 2.6.1
(soP 4420)

SL

Bioburden
Cultivation method
(Ouantitative test)

EN ISO 11737-1,2
(soP 4421)

SL

a
J

Bacterial
endotoxin

Gel method
(Oualitative test)

EtPh2.6.l4
(soP 4430)

Limited test

4
Invisible
particles in fluid

Optical method
(Quantitative test)

EuPh 2.9.19
(soP 4438)

SL

5
Air in the clean
and
air-conditioned
rooms

Non-viable partical
contamination

EN ISO 14644
parl l-5,7
(soP 4441)

VSM

6
Viable partical
contamination

Cultivation method
(Quantitative test)

EN 17141
(soP 4439)

OVM

7

Prints/swabs
from surfaces
and equioments

Microbial
contamination
of surfaces

EN 17141
(soP 4439)

OVM

Abbreviations:
SL - test performed in laboratory,
VSM - test performed in place,
OVM - samples selection in place

Obiect Method

Other specifications
Subject Property Sampling place

Kind of /
Principle Prescription

I

Air

Test
performance -
item 5

Air in the clean and
air-conditioned
rooms

Point sampling

EN ISO 14644-1
(soP 4440, SOP
4441\

2.

Test
performance -
item 6

EN 17141
(soP 4439, SOP
4440)

3

Prints/swab
s from
surfaces
and
equipments

Test
performance
item 7

Prints/swabs from
surfaces and
equipments

Print/swab method
EN 17141
(soP 4439, SOP
4440)
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