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Herbal drug regulation in selected countries

Country Regulation on herbal Herbal drug National monograph Pharmacopoeia Inclusion in essential Drug type
drug (year) registration system medicine list
Bangladesh 1992 Yes No Bangladesh national formularies | Nt available Prescription and OTC
on unani and
ayurvedic medicine
Bhutan No No In development In development 103(till 1998) Prescription
Democratic People's 1999 Yes Korean herbal medicine Pharmacopoeia of the Not available Prescription and OTC
Republic of Korea monographs (1986) Democratic People's Republic of
Korea (1996)
India 1940 Yes Yes Ayurvedic pharmacopoeia of Ayurveda (2001)-315, Prescription and OTC
India and the Unani Unani (2000)-244,
Pharmacopoeia of India Siddha (2001)-98
Indonesia 1993 Yes Materia medika Indonesia Farmakope Indonesia No OTC
(246 monographs)
Maldives No No No No No OTC
Myanmar 1996 Yes Monograph of Myanmar | 1, development In development OTC
medicinal plants(2000)
Nepal 1978 Yes In development In development Not available Prescription and OTC
Sri Lanka No No Compendium of Ayurveda pharmacopoeia (1979) No Prescription and OTC
medicinal plants ( 100
monographs)
Thailand 1967 Yes Yes 21 monographs Thai herbal pharmacopoeia, 16 herbal preparation Prescription and OTC

traditional formularies of herbal
medicines (5 volumes)
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Country Regulation on herbal Herbal drug National monograph Pharmacopoeia Inclusion in essential Drug type
drug (year) registration system medicine list
Australia 1989 Yes No British pharmacopoceia is used No OoTC
China 1963 Yes Yes , 92 monographs Chinese pharmacopoeia 1242 Prescription and OTC
(1963)
Japan 1960 Approval No Japanese pharmacopoeia Not available Prescription and OTC
System
Malaysia 1984 Yes Malaysian herbal No No OTC
monograph (1999)

Philippines 1984 Yes In development In development 2000 OoTC

Republic of Korea 1986 Yes No Korea pharmacopoeia (1959) 515 oTC

Singapore 1998 No No No No OTC

Vietnam 1989 Yes Vietnam medicinal plants | Vietnam pharmacopoeia 267 Prescription and OTC

(Sahoo ttagaAmg, 2010)
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1. ASEAN Regulatory Cooperation for Herbal Medicine flﬂmzﬂi'illﬂ”liﬂua?]‘mﬂWWmeJWﬁ@u
e gu"lws (ASEAN Consultative Committee for Standards and Quality, ACCSQ)

uaa:ﬁmuz‘v‘ingﬁ'mﬁummgu"lwmazwamﬁ’mw‘ﬁﬁ?uqmmw (Traditional Medicines and Health

Supplements Product Working Group, TMHS-PWG) Yszmalnailuer m%n“l,uﬂcjuﬁ”

2. Western Pacific Regional Forum for the Harmonization of Herbal Medicines (FHH) 5zmadu
iﬁﬂmﬂuam%ﬂiuﬂtjuﬁ

3. The European Herbal Medicines Committee Uszinalue ‘Vim‘Wfﬂ‘j il

4. The Pan American National Drug Regulatory Authorities Harmonization (PANDRH)

5. The Latin American Parliament (PARLATINO)
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