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Eaplanatory notes

L This certificate which is in the format fecommended by WHO. certifies the status

in point | of the certificate.

3. The cerlification number should be raceable within the regulatory ~ i
certiticar.
Y Where the regulaton prity dssues 2 ficenve for the site . this number sh
recand Tiot applicable” i cases where there s to feval framevwork for the Fostiing |
. Fabiv |
L ist the dosage forms, starting materials, categories and activities. Examples arg given below
i
Example -1 :
Pharmaceutical Product (s)1_| Category (ies) L Activity (ies)
Desage torm (s) 3 7
. Tablets | Cytotoxic | Packaging s
I~ = - - e}
L Hormone | Production. Packaging. Qualits
| control. . |
[ Injectables | Penicillin | Repackaging & Labelling. L 3
" Cefalosporin | Aseptic preparation. Packuaging. §
: | Labelling, N
Exampie - 2.
raventicat Product (531 | Category es) | Activily (es ) - .
1w material ()2 | ' =

Paracetamol - Analgesic | Synthests. Purification,
' | Packing. Labelling.

|
Use. whenever available. International Nonproprietary Names (INNs) or othernise nationil
nonproprielary names. 73 ’
5 The certificate remains valid until the he certificateg becomes jvalid i the
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7-5/2020/Misc/070
Government of India
Directorate General of Health Services
entral Drugs Standard Control Organisation
(International Cell)

FDA Bhawan, Kotla Road,
New Delhi- 110002.
Dated:- ] S/rene

All States/UT Drugs Controllers

Subject: Extension of validity of WHO GMP/Certificate of Pharmaceutical Product (COPP) -
Regarding

SirfMadam

% Certificate of Pharmaceutical Product (CoPP) is issued under the WHO GMP

TN d%[catlon Scheme for the purpose of international commerce, ie.. for registration of
O 2\

- 'f,:{gwgts in foreign countries. Earlier the validity of CoPP was extended from 2 2 years to 3

= __,.rszf}lde Office Memorandum No. 7-5/2018/Misc/048 dated 08.05.2018.

3, This office has received representations from stakeholders requesting to exiend

= tSj”-‘of WHO CGMP Certificate/CoPP whose validities are expiring between now and
7 ";,.=us%* 2@20 in view of COVID-19 outbreak.

'-‘:':’Tna matter has been examined in light of current situation of COVID 19 outbreak and

< @g 0 maintain the continuity of essential activities by the pharmaceutical industry, it has

kb de,c ded that validity of WHO GMP/CoPP expiring from March to August 2"20 may be

| ndedﬁﬁ 5 monmsm;o6 7,7ﬁ T c.'xpxry of ﬁerfgg?g? as per %;O GNP

ation guidelines..
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