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Capping Plate to Plunger Distance (20)

1. Applied compression force
2. Compression zone
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2016 USP 1207.1: glass or plastic ampules closed by heat fusion are customarily subjected to 100% nondestructive leak testing. Products sealed under vacuum
require appropriate package assembly validation supplemented by testing over time to ensure that the vacuum is retained. Similarly, integrity assurance of packages
that require a specific, non-reactive, inert gas headspace is based on appropriate package assembly validation along with testing for rise in reactive gas or water
vapor content over time.

2022 EU GMP : Where final containers are closed by fusion, e.g. Blow-Fill-Seal (BFS), Form-Fill-Seal (FFS), Small and Large Volume Parenteral (SVP & LVP) bags, glass or
plastic ampoules, the critical parameters and variables that affect seal integrity should be evaluated, determined, effectively controlled and monitored during operations.Glass
ampoules, BFS units and small volume containers (<100 ml) closed by fusion should be subject to 100% integrity testing using validated methods. For large volume containers
(>100 ml) closed by fusion, reduced sampling may be acceptable where scientifically justified and based on data demonstrating the consistency of the existing process, and a
high level of process control. It should be noted that visual inspection is not considered as an acceptable integrity test method.

2022 EU GMP : 8.24 Containers sealed under vacuum should be tested for maintenance of vacuum after an appropriate
pre-determined period prior to certification/release and during shelf life.
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2022 EU GMP : 8.25 The container closure integrity validation should take into consideration any transportation or shipping
requirements that may negatively impact the integrity of the container (e.g. by decompression or extreme
temperatures).
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High Voltage Leak Detection Head space Gas Analysis Pressure Decay Leak Detection



¢) TRUKING

.| SR SEEIBE® (HVLD) MUANETHELEEEE

SES st e
(HVLD)

High Voltage Leak Detection
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Seen from the side

HMFFEME Laser specifications
HoesRRE Laser type:
K Wavelength:
fmithZ  Output power:
BHER Laser class:

DFB diode laser

760 nm

<2.5 mW

Laser Class 1, according to IEC 60825-1

LASER
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Pressure Decay Leak Detection
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200 nm EHT =10.00 kv Signal A = InLens
L — WD = 8.1 mm Mag= 30.00 KX

Date :23 Jan 2018

s 100 um EHT = 10.00 kV Signal A =TV Date :23 Jan 2018
Polaroid 545 Nano Centeri —

WD = 8.0 mm Mag= 100X Polaroid 545 Nano Center
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