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1// ARTICLE

e Texte (fichier Word) de 2500 a 4000 mots (de 3 a 5 pages) p——
comprenantuntitre, unchapeaude quelqueslignes(introduction) Maitrise dela qualité

. des gaz pharmaceutiques
et une conclusion
* Glossaire des abreviations et des acronymes e
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Editorial requirement related to the
publication of an article in the magazine ///

The proposed article must have a scientific or technical
Warning: the interest for the readers.
whitepaper/informercial ' For instance: experience feedback, study result, product or
won’t be able to published technology presentation with substantiated results.

as an article. Refer to (]
the reservation form of
advertising insertion. Articles already published in other magazines without

updates or evolution will not be accepted.

The article will be submitted to the editorial board, which will decide whether or not it will be
published in a future edition.

—Your proposition must contain —

Each proposition must be written in English and French. The original language version will be
published in the paper release and the other on on the web release (www.a3p.org).
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e  Appendix : PDF of the formatted article if necessary aquickoverview.

&

Maitrise de la qualité
des gaz pharmaceutiques

2 // PHOTOS & ILLUSTRATIONS

e [Fach photo and illustration must be in high quality and in an
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Il facilities and
equipment used for
the manufacture o

sterile injectable products
are coming under increasing
scrutiny by Health Authorities.
The expectations of Health |
Authorities are increasing.
Interestingly, it is difficult to
determineifHealth Authorities
have raised the bar as a
result  of  technological
advancements.  Or, have
Health Authorities adjusted
standards for compliance
upward as an incentive for
improved manufacturing F
tools?
Regardless, regulations and technologies are evolving together and, therefore, they are factors that must be
considered when investing in new or renovated sterile manufacturing facilities.

: = Introduction

Generic Image

These factors are true for all sterile injectables, but the emphasis for this article will be on biologicals
and vaccines that are dependent on contemporary microbiological methods for each step of the
manufacturing process. This article discusses elements of a microbial control strategy in support of
manufacture of sterile injectable productsand aspects of control strategies to prevent contamination

Article

1. Historical Context

There are several pharmaceutical or biological products that must be sterile. These include a range
of products that are introduced into patients through routes of administration that include intra-
muscular, intra cutaneous, or intravenous. Medications for ophthalmic use must also be sterile. The
rationale is that products designed for injection must not introduce contaminating microorganisms.
This is because these prophylactic products are injected into healthy individuals and adverse
events from contamination are unacceptable. Likewise, therapeutic products must not exacerbate
the condition for which these products are intended to treat. Only those products containing
attenuated microorganisms as an antigen or as a therapeutic vector can circumvent the requirement
for sterility. In this instance, if the attenuated microorganism were not present, the product must
be sterile. Regardless of whether the product is prophylactic (e.g., vaccines) or therapeutic (e.g.,
antibiotics, biopharmaceuticals etc.), public acceptance and trust is fully dependent on an injectable

medications safety profile.
g
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