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ERMEFERTS (6.0, 2008518 )YDIRTE

9.1 GENERAL TEXTS ON MICROBIOLGY
9.1.1. METHODS OF PREPARATION OF STERILE PRODUCTS
MTHODS AND CONDITIONS OF STERILISATION

TERMINAL STERILISATION

Steam sterilisation (Heating in an autoclave)

« « + For this method of terminal sterilisation the reference
conditions for aqueous preparations are heating at 121 °C for

FILTRATION

ASEPTIC PREPARATION

15 min. Other combinations of time and temperature may be
used provided that it has been satisfactorily demonstrated that
the process chosen delivers an adequate * * ¢

R (5FE)

v RRBEOIOAEIT. KEEOR SIS
JTHEEZEIL. 121°CTI5DHEDOMETH S,
OEMEEEDHEEL. TOREIRLE-TO®
ADNBEIEL - H#E5ZB5ZENFTERITILIFSNTLY
BIELIE FRTEHIIENHESLTHAD,
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REERTZ TOREFRGHE

<1211> STERILIZATION AND STERILITY ASSURANCE
OF COMPENDIAL ARTICLE

Steam Sterilization
The process of thermal sterilization employing saturated steam under
pressure is carried out in a chamber called an autoclave. It IS probably

the most widely employed sterilization process.” The basic
principle of operation is that the air in the sterilizing chamber is * ¢

2 An autoclave cycle, where specified in the compendia
for media or reagents is a period of 15 minutes at 121°
unless otherwise indicated.

FRIE BB IUREICEHLTCORETHY . ERDOBESFEIC
Bl CEERMGEHERE LR, 121°C T 155 EEEECLTL
HERHND, USPIL, Folt 2 DB RAZEERAL TLS,
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Note for Guidance on Manufacture of The Finished Dosage Form
(CPMP/QWP/486/95, Re—issued April 1996)
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USPERMETOD<I116> EFIE
EEIZK AR ERBOFIEHIEE=
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“Contamination Incident
(Recovery) Rate” ELVS, [EH#

TR EOHIRHEE TR
DEEDRRZERDI1ENDIE
AANE, BAERTT R EAE
ELTEEHSNS,

James Akers, Ph.D., Chair, USP Microbiology and Sterility Assurance Expert Committee

Microbiology - Overview of Current Initiatives Revisions to <1116> Microbiological Control and
Monitoring of Aseptic Processing Environments

http://www.usp.org/pdf/EN/meetings/ASM2008 /presentations/session1track3c.pdf
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Zams: BIEMEMEROREEIIFRZEKRITHLDETDOH
m Recommended Contamination Recovery Rate Targets

ISO Class Active air il [Pl Contact Plate Glove or
(9 cm) 4 hr

(Grade; In Ope.) sample or Swab Garment
exposure

Isolatore or
Closed RABS <0.1% <0.1% <0.1% <0.1%
(ISO 5 or better)

ISO5 GradeA <1% <1% <1% <1%

ISO 6 <3% <3% <3% <3%

ISO 7 Grade B <5% <5% <5% <5%

ISO8 Grade C <10 % <10 % <10 % <10 %

James Akers, Ph.D., Chair, USP Microbiology and Sterility Assurance Expert Committee ﬁ?ﬁﬂﬁiﬁ?ﬂ

Microbiology - Overview of Current Initiatives Revisions to <1116> Microbiological Control and Monitoring of Aseptic
Processing Environments http:/ /www.usp.org/pdf/EN/meetings/ASM2008 /presentations/session1track3c.pdf
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monocytogenes D EXEIEME, Scanning electron micrograph of Listeria

Professor Amy Wong.2i20 & monocytogenes forming a biofilm in soy on a
=(ZLB stainless steel chip.
Courtesy of Professor Amy Wong.
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8&q="Tom+Burkett“+"Aseptic+Processing* &WIEH
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Rodney M. Donlan,
“Biofilms: Microbial Life on
Surfaces,” Emerging
Infectious Diseases, Vol. 8,

No. 9, pp.881-890, September
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