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| GMP Certificate No..
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Partl -

The Naticnal Pharmaceutical Regulatory Agency, Ministry of Héalth Malaysia conﬁrms the '
following: _
The Manufacturer -

Site:Address P L -

Malaysia,

Has been Inspected In accordance to Malaysian Control of Drugs and Cosmetics Regulations r
1984 and Malaysian Drug Registration Guldance Document .(DRGD)-. ' ‘f

From the knowledue galned duting lnspectlon of thls manufacturer the latest of which was.

conducted on __ __ it is considered that it complles with the principles and
guidellnes of the. current Pharmaceutlcal Inspection Co -Operation Scheme (PIC/S) GMP
Guides. .

This certificate reflects-the status -of the manufacturing site at the time of the inspéction
noted above and should not be relied upon to reflect the compliahce status if more than
three years have elapsed since the date of that inspection, after whrch time the Issuing
duthority should be consulted

This certificate is valid only when presented with all pages and both Parts I and 1L

‘The authenticity of this certif[cate‘ may be verified with the Issuing authority.
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GMP Certificate No.
Part I1

[¥__Humén Medicinal Products

3. MANUFACTURING OPERATIONS — ACTIVE SUBSTANCES
3.1 | Manufacture of active substance by chemical syithesis
3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1,3 Salt formatlen/purification steps: Crystalllzatlon
3.5 [ General Finishing Step
: 3.5.1 Physical processing steps (Drying, blendlng & milcronlzation)
3.5.2 Primary packaging .
3.5.3 Secondary packaging
3.6 Quality Control Testing
3.6.1 Physlcal/chemical testing

Actlve Substances:
1, 15,
2, 16,
3. 17.
4, 18.
5.
6. 19.
7. 20,
B. 21.
9. 22,
10. 23,
11, 24,
12, 25.
13. 26.
14, 27, ...
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