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Q. S. E. of Pharmaceuticals

* Role of Pharmacopoeia




From in the era of Alchemists

Among others, quality and its assurance has

been the first priority when people talk

about drugs.
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Pharmaceuticals vs. Commodities

e On the Foodstuff, Commodities, consumer can
manage to judge whether they are good or bad
from its flavor, color or other appearance.

e On the medicines, it is not so easy to be judged
by consumer because it looks like just water or
small tablet.

e Consumer rely on the pharmacy, pharmacist and
OTC suppliers in confidence. Practically there is
no other way for people.

e Basement is the confidence on the “good
management of pharmaceutical manufacturers”.
The JP is the reliable measure of the base.



Globalization and
Japanese Pharmacopoeia

Recent bursting purchase of OTC medicines by visitors is
found in Japanese market.

OTC medicines in Japan have been lauded for their quality
and reliability, thanks to Japanese Pharmacopoeia.

-
Based on the native feature of medlcmes ’é'T/ery national

health regulatory authority assesses the Q.'S! E. of
proposed medicines.

Pharmacopoeia is the basement of quality control of
medicines. It’s not easy to establish own national
pharmacopoeia. It requires many resources.

-
-




Feature of OTC medicines

OTC medicines are acquired by consumers at the
pharmacies or drugstores without prescription

with the supports by pharmacists or other stakeholders,
and used by consumers at their decision.

OTC medicines contain the'actlve ingredient(s) of
which are well established their safety.a'rlgl_:‘fflcacy,
are produced in the dosage‘@_rm in convenience for.

-—-—

consumers, and their'u: ugages a;elwell recognized:

OTC medicines are in'good quality W|th enough

stability in home and expected tlme span of .
distribution. *




OTC medicines and Pharmacopoeia

e Consumers are NOT responsible to test or triage
the OTC medicines by themselves.

e Supporting scheme for the quality of OTC
medicines, including the recipe, stable quality,
and packaging to protect the contents.

 National standards of distinguishing measure for
the API, Excipients, and Final Preparation, and
also testing methods are defined in the
Pharmacopoeia.



National Formulary 2" Ed.

More than 100 compounded
medicines, and crude herbal
medicines are defined in 1955.

The National Formulary were
integrated into the Japanese
Pharmacopoeia.

Ingredients of OTC medicines
are mostly defined in JP.
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OTC medicines are
essentials for healthy life.
JP is a key-element for
the QA of medicines.

Thank you for
your cooperation and supports
on Self-Medication.



Thank you for your attention
Y

B SIVAL T.KUROKAWA




