OFFICE OF THE CONTROLLER EOOD AND DRUGS ADMINISTRATION
MADHYA PR _JESH

No. V/IWHO-GMP/ e\ \-\4 ;\ 0.9 \3\'3:\.3\ ) Bhopal , dated Ak\\ Otl-)ﬂ{)\ A

CERTIFICATE OF GOOD MANUFACTURING PRACTICES

This one page certificate conforms (e the formal rccommended by the World
Health Organization (General Instruction and bxplanatory notes attached)

Certificate No. 04/2006 Validup t9 3 43 1071

On the basis of the inspection carried out on dated 02.07.2019 & 03.07.2019 we
certify that the site indicated on this certificate. complies with Goeod Manufacturing
Practices for the API’s, categories and activities listed in Table 1.

1. Name and address of site: M/s Ipca Laboratories limited, P.LL Scjavia
Distt. Ratlam (M.P.) -457002. India. /;’::“-’::rﬁ-—--.."" N
o -
2. Manufacturer’s Licence number: 25/35/83 & 28/20 &3 lr/ I .
o oY
3. Table I: ";;ﬂ(\ L
"1..\:‘?.‘.
Dosage Form Catesory (ies) | Activity (iesMhN3npmn
Injectable (SVP)  As  Per (" 0OLP.P. | Production packimg “".L
. Issued Qualiy Control
' Tablets As Per  C.OPP. | Production packing &
I ssued Juality Control
| Liquid Oral As Per C.O.P.P. | Production packing &
lssued Quality Control
' API {Active | As Per C.OPP _T_-[’r—()-ailgllon packmu &
Pharmaceuticals | Issued Quality Control

Ingredient)

The responsibility for the quality of the individual batches ol the Pharmaceuticals
Products manufactured through this process lies with the manulacturer.

This certificate remains yalid until dated 2 3 JU\_ ‘m?l It becomes imvalid it the
activities and/or categories cenified herewith are changed or it the site is no longer
considered to be in compliance with GMP.
Address of certifying authority : Idgah Hills, Bhopal.
Name and function of responsible persor : Licencing Authority
Food & Drugs Administration MP
Idgah Hills, Bhopal (M.P.)
Email fda_hotmail.com, Telephone No. 0755 266058 Fax Np. 0755-2665385

Signature p ﬂ‘,}-\i

&‘HOBHIT |
Llcensmgvﬁg, hority %
Food & Drugs Admunistration
& Madhya Pradesh
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1. This model certificate for GMP is not part of the WHO Certification Schedule on
the quality of Pharmaceuticals products moving in international Commerce.

Explanatory notes:

(1) This certificate, which is in the format recommended by WHO certificate the
status of the Site listed in point 1 of the certificate.

(2) The certification number should be traceable within the regulatory authority
issuing the certificate.

(3} Where the regulatory issues a licence for the site this number should be
specified record ‘not applicable’ in case where there is no legal framework for
the issuing of a licence.

(4) Table |
List the dosage forms, starting material, categories and activities. Example give
below.
Example 1:
| Dosage Form | Category (ies) | Activity(ies)
| Injectable (SVP) | As  Per C.O.P.P. | Production packing &
: | Issued | Quality Control
‘ Tablets As Per C.0.PP.|Production packing &
Issued Quality Control
| Liquid Oral As Per C.O.P.P. | Production packing &
0y _ Issued | Quality Control
o | API (Active | As  Per  C.O.P.P. | Production packing &
Pharmaceuticals | Issued Quality Control
| Ingredient)
Example 2:

' Pharmaceutical Product(s)’ Category (ies) | Activity(ies)
Starting Material(s)3 i .
N.A _ N.A | N.A

2. Pharmaceuticals Products. Any medicine intended for human use or veterinary
product administered to food producing animals, presented in its finished dosage
for or as a starting material for use in such a dosage form, that is subject to control
by pharmaceuticals legislation in both the exporting state and the importing state.

3. Starting Materials: Any substance of a defined quality used in the production of a
pharmaceuticals product, but excluding packaging materials.



