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BAERA Japanese Pharmacopoeia
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General rules, general provisions concerning preparations,
general test procedures, and articles
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June 1886:468

items included in Japanese Pharmacopoeia

(15t edition)
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April 2016:1962 items included in Japanese Pharmacopoeia
(171 edition)
Chemicals: 1638 items (570 preparations)

Crude drugs and others: 324 items



BAERAERDOHEBIEDEIL
Change of the establishment process of the Japanese
Pharmacopoeia Articles
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Academic experts formulated the initial pharmacopoeia
- Prepared quality standards for pharmaceutical products
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The system for approval of pharmaceutical products
changed, leading pharmaceutical companies to provide
the company’s drafts

- Unified standards for pharmaceutical products
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Advancement of Analytical Methods
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Acid-base titration
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Absorption photometry
| leading to:
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Chromatography
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Enhancing the accuracy and precision of differentiation
from analogs and degradation products
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Expectations for Japanese Pharmacopoeia

ZERIEAD XTI

Correspondence to diversification
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Unified specification — Being specified separately
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Expectations for Japanese Pharmacopoeia
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Policies for Inclusion of Articles in Japanese Pharmacopoeia
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A|m to include important pharmaceutical products Iin
terms of healthcare as soon as possible after marketing,
referring to the necessity, the frequency of use, and the
experience of using the products as a guide.

—The incentive “administrative strategy or action” to
encourage pharmaceutical companies to list the important
pharmaceutical products may be expected.
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Expectations for Japanese Pharmacopoeia

JAa—NIUiBISERLT-. EREA O ERREREF
International Harmonization of Pharmacopoeia to
adapt to globalized distribution

T

REBSEEE-TRIFAYERE
The management of residual solvents is shifted to
that of elemental impuirities.
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Expectations for Japanese Pharmacopoeia

B HFR ARV —BGEREBECSERRF
General rules, general provisions concerning
preparations, general test procedures, reference

information,
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and others
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—These s

nould operate as a reference for the

rules of all pharmaceutical products.

It Is desirabl

e to swiftly include the latest

management techniques.
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Thank you for your attention.
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