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+ It is possible for the applicant to justify that the product process can be considered

standard for a particular manufacturer / site taking into account the risk to the patient

of failure of the product or process.

* Such justifications are assessed on a case-by-case basis, but the information provided

by the applicant (for each manufacturing site) should include:
- Experience with the same or essentially similar product or process
- Amount of knowledge gained during the development of the product

- History of GMP compliance of manufacturing sites for that type of process.
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Biological products

v

The manufacture of specialized pharmaceutical dose forms
» The incorporation of some new technology into a conventional process

(Highly) Specialized processes involving new technologies or an established

v

process known, or likely, to be complex and therefore to require particular care

Non-standard methods of sterilization

v
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Process validaton for listed and
complementary medicines Grouping

Tes uidance on the irterpretation of the
F ide to 2P

A grouping approach can be undertaken with process validation for listed and complementary
medicines, because of the lower risk generally associated with these medicines, Document the
scientific justification of the rationale used to establish product groupings

The whole group must be manufactured at the same plant for process validation

Base yaur justifications for grouping cn the products having the same dosage form and a similar
method of using a similar train at the same manufacturing plant.

Ref. nguameunil neswn dninamaenssunisemsuazm

[ Ref. ngusnienil nesn anfnsunacnssumsstmsuazn

tizmadninnuauenIsunmsemistazen
304 1ININITUTBAINIIATIVTOUAIINGNABIVEINIZUIUNTIHAR (Process Validation) ()
SN S : 4 YV ) S
a. uTImAveTunziisudm e mazd ot lundsunamziioudm Yueniio windew
o o é o
dzmaiiimanulinazegszviemaionan madiveyananaainnudszasdezduiiums
t A dt o a

mudssmailindanunbzaddedninnuaunssumsorvanazen

= A

<. feyanavziaanseyanaliludverieszeenmisdooyana lnsiiterluriedeuna

ATy & iy
nisimadeulwaziteunaridwila

» v
@ k%

e aauaviail Huauly

Uszma a Ui ob WeAINIEY WA, babe

s - s a
l Re’f. AZHITHENUAN NBIET TTUMNUAMENTINM T8 W ITHaze




ummannﬁmmmsmm‘nuamlﬂJwgnﬁawaemzmumwan (Process Validation)

Current process validation requirements

« In Europe, for chemical produets which use “standard” methods of

Process facture, process validati

data from the commercial scale process is
not required to be included in the dossier

1 dati h

can be submitted i

* A process d (data available on

(L]

+ Non-standard

hinlogieal<)

facture (which includ require PV data

pre-approval.

{Pilot P + However, it is possible for the applicant to justify that the process can be

PV scheme considered standard for a particular manufacturer / site taking inte

aceount the risk to the patient of failure of the product or process

P o Pr

op-support-quality_en-0.pdf
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ASEAN Guideline

Option 1
3 consecutive successfully validated
production batches

Option 2.
Pharmaceutical development + 1 Pilot PV + PV
Scheme on Production batch + M35UT03

MA with condition
MA without condition

3 consecutive successfully validated

production batches

Ref. nguameinil neaen aninnuanznssumsemsuazen

ummaﬂnﬁmwfmm-msnaaun1mgm’|’awmmzmumm3ﬂ (Process Validation)

ASEAN Guideline

Option 1 Option 2

MA nditi
MA without condifion itk conditien

Pharmaceutical development

At least 3 consecutive successfully & PV + dnfunna

validated production batches

3 P P TITERP

production batches

3 tf Fdatad

production batches (on site inspection)

Ref. ngquawepuail neaen dninauanznssunisemsuazen

lﬁl'"lNfﬂi?ﬂli1!10“ﬂﬁﬂi’HIﬁﬁllﬂ31Ngﬂﬁ,l’ﬂﬁ1lﬂﬂﬂ‘§$1nﬂﬂﬁﬂaﬂ (Process Validation)

Non-standard
 Manufacturing Process

Pharmaceutical development + 1 Pilot PV

At least 3 consecutive successfully validated o
+ AU

production batches

3¢ ve ¥ v

d production

batches (on site inspection)
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