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Collection and Reporting Pharmaceutical Safty Information

WHO international pharmaceutical
monitoring system
- Foreign regulatory authorrties,

such as FDA
Information exchange
- Medical assoc Information I Pharmaceutical
« Dental assoc ° Munistry of Aquiries Affairs and Food
 Pharmaceutical | * | Health, Labour, | <~ g:matllon
assoc Dissemmation | and Welfare Replies (PAul!-“;lC)
(MHLW)
J - ADR & infection report
Pharmaceutical saf Prefectural » Periodic safety reports
Information repo: authorities + Reexamination
- Reevaluation
Information Information
Hosprtals collection - Japavese exchange
+ Clinicals companies «—— o | Foreign
- Dental chinical - Japanese . ADR companies
- Pharmacies Dissemmation | representatives - PSUR
* Regulatory information
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R | SORTASAR | B, B R, Rt Bed, AFHL

2, 2FHEROAARHRAERAKRE

# L RHRABVIREKRE, BGHHOFIRBRER

ARFAR#M | KRAK BK KP4l

NA, 48, BRKGHAEBRBARE

e W2t M, £%

—Ar4k Al K, pool water, =¥ MK, sewage, MK, T

RaEpH RN ELRERR R

AR mE, ki

REBom RN ERREZERR

METRE |¥MEK EER

B REAAMEETENE

PN ARRHERBRE

General Planning Group ( 7 Pharmacists, 5 Staffs )

1 Promotion of the pharmaceutical industry

2 Promotion of blood donation

3 Licenses and others provided for in the Bleeding and Blood Supply Supply Control
Law.

4 Registration of poisonous and deleterious substances sellers.

5. Matters relating to the Examination for persons in charge of “poisonous or deleterious
substances” andthe andthe “Banmat 'E-class drug sellers”.

6 Matters relating to councils such as Pharmaceutical Affairs Council.

7. Matters relating to Rational use of drugs

8. Matters relating to administrative investigation

9.Services relevant to the Good Post Marketing Surveillance Practice(GPMSP)

Pharmaceutical Distribution Group (8 Pharmacists, 1 Staffs )

1. On-site inspection of the facilities of the pharmacists and distributors to which the
Pharmaceutical Affairs Law, and the Pharmacist Law are applied.

2. Disposition of violators concerning facilities referred in 1.

3. Disposition of adulterated drugs, etc. Concerning facilities referred 1n 1.

4. Licenses for establishing pharmacies

5 Licenses for drug sellers.

6 Notification by medical device sellers.

7. Matters relating to the GMP mspection for approvals/hcenses

8 Guidance of pharmaceutical inspectors.

9. Concerning the promotion of separation of dispensing from medical practice

Pharmaceutical Production Group ( 10 Pharmacists )

1 On-site inspection of the facilities of the manufactures and importers/distributors to
which the Pharmaceutical Affairs Law 1s applied.
2 Dasposition of violators concerning facilities referred mn 1
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3 Disposition of adulterated drugs, etc Concerning facilities referred 1n 1

4 Operations related to the manufacturmg and importing approval for pharmaceutical
products

5 Concerning the promotion of separation of dispensing from medical practice

6 Inspection to 1ssues the GMP certificates

7 Matters relating to the “Assay” of drugs

8 Taking-out and examinations of drugs

9 Services relevant to extravagant advertisement of drugs

10 Re-evaluation of drugs

11 Re-examination of drugs

12 Concerning guidehines and mspection of so-called health food.

13 Services relevant to international exchange of technologies

Medical Devices Group (9 Pharmacists )

1 On-site nspection of the facilities of the manufactures and importers/distributors of
medical devices, quasi-drugs and cosmetic products to which the Pharmaceutical Affairs
Law 1s apphed

2 Disposition of violators concerning facilities referred n 1

3 Disposition of adulterated medical devices, adulterated quasi-drugs and adulterated
cosmetic products Concerning facilities referred n 1

4 Operations related to the manufacturing and importing approval for medical devices,
quasi-drugs and cosmetic products

5 Matters relating to the GMP mspection for approvals/licenses

6 Inspection to issues the GMP certificates

7 Operations related to the acceptance/shipment mspection of medical devices,
quast-drugs and cosmetic products

8 Control of the exaggerated advertisement of medical devices, quasi-drugs and cosmetic
products

Narcotics and Poisonous and Deleterious Substances Group ( 8 Pharmacists )

1 On-site inspection of the facilities of the manufactures and importers/distnbutors to
which the Poisonous and Deleterious Substances Control Law, the Narcotics and
Psychotropics Control Law, the Stimulant Control Law, the Opum Control Law, the
Cannabis Control Law are applies

2 Dasposttion of violators concerning facilities referred in 1.

3. Operations related to the accidents or other incidents which occur n the facilities
specified in 1 above.

4. Matters relating to registration to manufacture/import poisonous and deleterious
substances

5 Licenses and others provided for 11 Narcotics and Psychotropics Control Law,
Stimulant Control Law, Oprum Control Law and Cannabis Control Law

6 Prevention of drugs abuse such as stimulants, etc
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B & A
Outline of Pharmaceutical Law and regulations

(Application stage)

Reexamination and Reevaluation system

—— GPMSP 7/
y
Reexamination . :
(A~6 years) Reevaluation
b . i A'
Obligation to collect,
Evaluate and report
Adverse reaction
Adverse drug reaction and

Infectious disease report g

Post-marketing Measures

Reexamination: Reexamine the efficacy and safety of a new
drug

Reevaluation: Recheck their efficacy, safety, and quality in

accordance with progress in medical and
pharmaceutical sciences

Good Post-marketing Surveillance Practice (GPMSP)
OTo ensure the proper implementation and the reliability of the
post-marketing surveillance

OStandards of organization and operation/management
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