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Eurapean Directorate for the T T
Quality of Medicines & HealthCare OF BUADFT__GE LEURGF

Certification of Substances Division

Certificate of suitability
No. R1-CEP 2002-104-Rev 01

Namea of the substance.
ISOSORBIDE MONONITRATE, DILUTED

Narme of holder:

J P LABORATORIES PRIVATE LTD
A-78, Chemical Zone, M.1.D.C,

Kurkumbh
India=-413801 Daund

Site(s) of production:
J P LABORATORIES PRIVATE LTD
A-78, Chamical Zone, M.|.D.C.
Kurkumbh
India-413801 Daund

THIS CERTIFICATE SUPERSEDES THIl PREVIOUS GERTIFIGATE
R1-CEP 2002-104-REV 00

After examination of the information provided on the manufacturing mathod and
subsequent processes (Including purification) for this substance on the site(s) of

production mentioned above, we certify that the quality of the substance is suitably
gontrolled by the current version of the monograph ISOSORBIDE MOMNONITRATE,

DILUTED no. 1118 of the European Pharmacopoeia, current adition including
supplements,

Any other impurity than those mentioned in the monograph and detacted by the test
for related substances of the monograph s Individually limited to not more than

0.10%.
In the last steps of the synthesis water is used as solvent.

The holder of the certificate has declared the use of material of human or animal
arigin in the manufacture of the substance,

The submitted dossier must be updated after any significant change that may alter the
quality, safety or efficacy of the substance.
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