
Med�cal Product Analyses

 Ethylene Ox�de Res�due Test

 Conducted to determ�ne the amount of Ethylene
Ox�de res�due on your products after
ster�l�zat�on w�th ethylene ox�de.
 ISO 10993-7
 3 Days
 Analyses to be conducted:
 Ethylene Ox�de (EtO)
 Ethylene Chlorohydr�n (EtCH)
 Ethylene Glycol (EtG)

Clean�ng Val�dat�on Tests
(Grease, Res�due, and Detergent Res�due Test�ng)

These tests are conducted to determ�ne whether the clean�ng val�dat�on of your products has been
properly performed.
Analys�s Durat�on: 3 Days

Analys�s Methods:
                Grease Test: SM 5520B
                Detergent Res�due Test: ISO 2271

Leak Test
Th�s test �s conducted to ver�fy the seal�ng �ntegr�ty of product packag�ng.

Analys�s Method: ASTM F 1929
Analys�s Durat�on: 2 Days

Cleanroom B�o-contam�nat�on Tests

Cleanroom m�crob�olog�cal tests are conducted to ensure that the cleanrooms where your products are manufactured
comply w�th the ISO 14698 standard for m�crob�olog�cal controls.

A�r M�crob�al Count�ng: ISO 14698-1-2
Personnel Hand Hyg�ene: ISO 14698-1-2
Equ�pment Hyg�ene: ISO 14698-1-2
A�r Part�cle Count�ng: ISO 14644-1
Analys�s Durat�on: 7 Days
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Med�cal Product Analyses

B�oburden Test (B�olog�cal Load Quant�ty Test)
The B�oburden Val�dat�on �s conducted to detect the b�olog�cal bacter�al load present on your products.
Analys�s Method: ISO 11737-1
Analys�s Durat�on: 7 Days

Tests to be Conducted:
Aerob�c Mesoph�l�c Bacter�a
Anaerob�c Mesoph�l�c Bacter�a
Yeast and Mold

Ster�l�ty Test

The Ster�l�ty Test �s conducted to ver�fy the ster�l�ty
of your products.

Analys�s Method: ISO 11737-2
Analys�s Durat�on: 14 Days

Tests to be Conducted:

Aerob�c Mesoph�l�c Bacter�a / Anaerob�c
Mesoph�l�c Bacter�a
Negat�ve Control
Pos�t�ve Control

Stab�l�ty Test

The Stab�l�ty Test �s conducted to ver�fy that your
products ma�nta�n the�r stab�l�ty throughout the
des�gnated real-t�me shelf l�fe.

Analys�s Method: ASTM F 1980
Analys�s Durat�on: Var�es depend�ng on the test
temperature.
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