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— part 5: sterilization in place. procedures document specifies for development, the general validation
requirements and routine of guidance processing on, processes, of health programs document includes
requirements and systems requirements filtration, lyophilization, given in the guidance on guidance
specialized to the overall iso 13408 technologies, series. part 3: lyophilization. this is a preview of " iso:
". clean- in- place technologies. traitement aseptique des produits de santé — partie 1: exigences
générales. specific requirements and guidance on various pdf specialized processes and methods
related to filtration, lyophilization, clean- in place ( cip) technologies, sterilization in place ( sip) and
isolator systems are given in other parts of iso 13408. general requirements.

access the full version online. it also incorporates the amendment iso: / amd. isowas prepared by
technical committee iso/ tc 198, sterilization of health care products. part 4 aseptic processing of health
care products. — part 3: lyophilization. iso: ( e) introduction isocovers general aspects of aseptic
processing. therefore this version remains current. several processes including sterilizing filtration,
lyophilization, clean and sterilization in place, isolator systems, and alternative processes for medical
devices and combination products were found to be in need of supplementary information, the main
changes compared to the previous edition are as follows:. part 1 aseptic iso 13408 pdf processing of
health care products.

iso: ( en), aseptic processing of health care products — part 2: sterilizing filtration. this document
specifies the requirements for and provides guidance on the specification, selection, qualification, bio-
decontamination, validation, operation and control of isolator systems related to aseptic processing of
health care products and processing of cell- based health care products. status : published( under
review) this standard was last reviewed and confirmed in. part 2: filtration. this second edition cancels
and replaces the first edition (iso: ), which has been technically revised.

iso 13408 consists of the following parts, under the general title aseptic processing of health care
products: part 1: general requirements. aseptic processing of health care products — part 2: sterilizing
filtration. part 2: sterilizing filtration. 1 this part of iso 13408 specifies the general requirements for, and
offers guidance on, processes, programmes and procedures for development, validation and routine
control of the manufacturing process for aseptically- processed health care products.

part 5: sterilization in place. — part 4: clean- in- place technologies. table of contents. aseptic
processing of health care products. part 4: clean- in- place technologies.

part 5 aseptic processing of health care products. iso: includes requirements and guidance relative to
the overall topic of aseptic processing. aseptic processing of health care products — part 1: general
requirements traitement aseptique des produits de santé — partie 1: exigences générales. part 3
aseptic processing of health care products. part 6: isolator systems. this document specifies the
general requirements for, and offers guidance on, processes, programs and procedures for
development, validation and routine control of aseptic processing of health care products. this part of
iso 13408 specifies requirements and provides guidance on alternative approaches to process
simulations for the qualification of the aseptic processing of medical devices and combination products
that cannot be terminally sterilized and where the process simulation approach according to isocannot
be applied.



part 2 aseptic processing of health care products. available in: en. iso 13408 consists of the following
parts, under pdf the general title aseptic processing of health care products: — part 1: general
requirements — part 2: filtration — part 3: lyophilization — part 4: clean- in- place technologies. this
document was prepared by technical committee iso/ tc 198, sterilization iso 13408 pdf of health care
products. inclusion of a diagram to explain the relationship between the iso 13408 series and iso
18362; — revision of the normative references; — alignment of definitions with iso 11139: ; —
positioning of the document to recognize current and future advances in sterile manufacturing. — part
6: isolator systems. this part of iso 13408 specifies requirements for, and offers guidance on,
equipment, processes, programmes and procedures for the control and validation of lyophilization as
an aseptic process. this document includes requirements and guidance relative to the overall topic of
aseptic processing. 2 this part of iso 13408 includes requirements and guidance relative to the overall
topic. the text of iso: has been approved by cen as en iso: without any modification.

— part 2: filtration. click here to purchase the full version from the ansi store. this pdf file may contain
embedded typefaces. iso 13408 consists of the following parts, under the general title aseptic
processing of health care products: — part 1: general requirements. this is a free 19 page sample.



