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Contents of Monograph for Herbal Drug

(continued)

ldentification Test

- Chemical tests - Foreign matter

- Chromatographic examination - Loss on drying or
| Water

- Ash

- Extractives

Table 1 hR; Values of Components in Water Extract of the Leaves of
Thunbergia lawrifolia Lindl,

Detection
Band hR; Value

Assay

Packaging and storage

Category and Dose
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Thunbergiae Laurifoliae Folivum

Blue Thunbergia Leaf

Synonym Laurel Clock Vine Leaf

Category Detoxificant; antipyretic.

Blue Thunbergia Leaf is the dried leaf of Thunbergia laurifolia Lindl; Herbarium
Specimen Number: BKF 160078; Crude Drug Number: DMSc 0688 (Family Acanthaceae).
Constituents Blue Thunbergia Leaf contains caffeic acid, Havonoids, sterols, etc.
Description of the plant (Figs. 1a, 1b) Climber to woody climber; stem terete, glabrous to
glabrescent. Leaves simple, opposite, oblong to ovate, 5 to 19 am lang, 2.5 to 9 am wide,
apex acute to acuminate, base cuneate, obtuse, runcate, or subcordate, margin entire or
slightly crenate to dentate, basal veins 3 to 5, prominent on lower surface, both surfaces

v sparsely hispiculous, dark green above,lighter green beneaty petiole

to nearly glabrous, 1
or terminal aceme, 4 10 30 con long: pedicel 15 to 3 em long; bracteoles 2, ovate-lancealate,
21045 cm long, 1 to 2 em wide, apex obtuse to acute, green with violet blotches, Flower
blue to violet, showy, 6 to 8 cm in diameter; calyx green, 3 mm long, puberulous; corolla
broadly funnelform, lobes 5, 3 to 4.5 cm long; stamens 4, didynamous, filaments puberulous;

ovary superior, 2-loculed, each with 2 axile ovules, style 1, stigma 2-lobed. Fruit capsule,

subglobose at base, about 1.5 em long, about 1.0 cm wide, with a stout beak 2 em long at the.
tip, splitting through the beak into 2 pieces. Seesi(s) 1 or 2 per locule, planc-convex, about 1

cmin diameter.

Description Odour, mild; taste, bland.
Macroseopical (Fig. 1a) A mixture of entire and broken, brown to dark brown, oblong ta
ovate leaves.
Microscopical (Figs. 2, 2b, 2¢) Transverse sections of the leaf through the midrib and the
lamina show upper epidermis, a layer of elongated rectangular cells, irregular and wavy
walled in surface view; diacytic stomata; glandhular trichomes, unicellular stalk, 2-celled

head; non-glandular trichomes, unicellular. Lower epidermis, wavy-walled in surface view;

diacytic stomata, numerous; glandular trichomes, a few. Mesophyll, 2 or 3 laers of
columnar palisade cells and several layers of irregular spongy cells. Underneath both
epidermises, few layers of collenchyma cells assaciated with vascular tissues in the midrib.
Vascular bundle, phloem in the upper part and xylem in the lower part, susrounded by
bundie sheaths. Some bundle sheaths and parenchyma cells containing acicular crystals.
Vessels, spiral, reticulate and pitted.

Blue Thunbergia Leak in powder possesses the diagnostic microscopical characters of the
unground drug,

THP I 11

1, lamina in sectional view

upper epidermis with unicellular 5.

H

Zem

Fig-1a  Thmiergin lnurifolia Lindl.

THPIV THPIV

S \".ﬁs}\\
ey

Tiem

01 mm

Transverse Section of the Lam

Transverse Section of the Midrib

Fig.2a Transverse Section of the Leal of Thunhergin lauritolia LindL.
1. unicellular trichome 7. bundle sheath
2. stoma 8. acicular crystals
slandular trichome 9. spongy cell
. upper epidermis 10. Tower epidermis
. palisade cell 1. collenchyma
vascular bundle

Fig. 16 Thunbergia laurifolia Lindl
1. and 2. flowering twig 3. fruiting twig

1. habit 2. inflorescence 3. infructescence 4, crude drug

0.1 mm

trichorne
3. lower epidermis with diacytic 6,
stomata

Fig. 2 Powdered Drug of the Leaves of Thubvrgin laurifolia Lindl,
4. palisade cells in surface view
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Storage Blue Thurbergia Leaf shall be storedd in a cool and sry place, protecied from light.

Identification
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16 TH IV THPIV ”

mm\-n,nh.«wuumwm.-; Water Extract of the Leaves of

ergia Taurifolia Lindl.

Detection o L
Band | IR, Value i s
NPIPEG TS andd UV 366
1 ) ol e
2 wis crngelt brown
3 1619 e
i B2
s W
¢ B orgelt brown
7 [
s P beght e
o 590 beghtte
w P blue
[
Losson drying Not moe than 8.0 pe cent /v ke deying a 103 o corstant weight
(Appendix 15 % %
Foreign matles Not moce than 20 per cent e (Appenix 22,
Ac soluble ash Not more than 11,0 per cent w /w {Appendix 7).
Totalash Not more thn 230 per cent v v (Appendis 7).
Ethanol-soluble extractve. Mot ies than 5.0 per et /¢ (Appendis
Water-soluble extractve Notles than 140 per et e e (Appendix 7.12)
0 o

Fig 3 Thinlayer Clisomatogeam of Water Extract of the Leaves of TTisbergir
n under UV Light (366 num) aftee Speaying with NP/PEG TS

Detec
1= colution (A)
2 = solution (B)
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o
ENYIYNIHIAINA (YAA CHONG CHUMHETTHET)
Cassia Alata Tea
Category Laxative,

Cassia Alata Tea contains an amount of powdered Cassia Alata Leaf equivalent to not
less than 90.0 per cent and not more than 110.0 per cent of the labelled content of
hydroxyanthracene derivatives, calculated as rhein-8-glucoside.

Strength available 3 g (powder), supplied in a sachet.

Dose One or two sachets, prepared as an infusion by soaking each with 120 ml of boiling
water for 10 minutes, once a day at bedtime.

Warning It should be used with caution in children under 12 years of age.

Packaging and storage Cassia Alata Tea should be kept in well-closed containers, protected
from light.

Labelling The label on the container states (1) the equivalent amount of hydroxyanthracene
derivatives, calculated as rhein-8-glucoside; (2) expiration date.

Identification

1. The tea contents exhibit diagnostic structures of the powdered drug described under
Chumihetthet.

2. The tea contents comply with the tests for Identification A and B described under
Chumhetthet.

Loss on drying Of the tea contents, not more than 11.0 per cent w /w after drying at 105° for
5 hours (Appendix 4.15).

Microbial limit Complies with the requirements for Category 5 in the “Limits for Microbial
Contamination™ (Appendix 10.5)

Assay Grind the contents of not less than 20 sachets of Cassia Alata Tea to fine powder.
Transfer about 150 mg, accurately weighed, to a 100-ml round-bottomed flask. Add 30.0 ml
of water, mix, weigh, and place in a water-bath. Heat under a reflux condenser for

15 minutes. Allow to cool, weigh and adjust to the original weight with water. Centrifuge
and transfer 20.0 ml of the supernatant liquid to a 150-ml separator. Add 0.1 ml of 2M
hydrochloric acid and shake with three 15-ml portions of chloroform. Allow to separate and
discard each chloroform layer. Add 100 mg of sodium hydrogencarbonate and shake for

3 minutes. Centrifuge and transfer 10.0 ml of the supernatant liquid to a 100-m! round-
bottomed flask. Add 20 ml of a 10.5 per cent w/v solution of fron(i1) chiloride and mix. Heat
for 20 minutes under a reflux condenser in a water-bath with its water level above that of the
liquid in the flask, add 1 ml of hydrochloric acid and heat for a further 20 minutes with
frequent shaking, to dissolve the precipitate. Cool, transfer the mixture to a separator and
shake with three 25-ml portions of ether previously used to rinse the flask. Combine the
ether layers and wash with two 15-ml portions of water. Transfer the ether layers to a 100-ml
volumetric flask and dilute with ether to volume. Evaporate 25.0 ml carefully to dryness at a

preparation

28
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low temperature and dissolve the residue in 10.0 ml of a 0.5 per cent w/v solution of
magnesiun acetate in methanol. Measure the absorbance of this solution at the maximum at

about 515 nm (Appendix 2.2), using the magnesium acetate solution as the blank. Calculate

the quantity, in mg, of rhein-8-glucoside in the sample taken by the formula:

(446.37/284.22) (1200A/440),

in which 446.37 and 284.22 are the molecular weights of rhein-8-glucoside and rhein,
respectively, A is the absorbance of the solution at 515 nm and 440 is the specific absorbance.

Other requirements Complies with the requirements described under “Herbal Teas”

(Appendix 1.16H).

kornvika charupant, Ph.D.
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Comparison: USP Dietary supplement and THP

1. Organization

2. Staff

3. Processes

3.1 Monograph

20

USP, non-profit
organization

(about 1,000 staff)

Director, Scientific
Liaisons (6), Project
Manager (1) and Admin
(1)

-Botanicals, Non
botanicals, Vitamins,
Dosage forms, Specific
General Chapters

Thai Pharmacopoeia
Section, BDN (150
staff), Government

pharmacists, 5

-Herbal drugs and
Herbal drug
preparations, General

Chapters kornvika charupant, Ph.D.



Comparison: USP Dietary supplement and THP

3. Process
3.2 Process for
standard
3.2.1 Information

for setting standard

3.2.2 Draft of

monograph

21

-Manufacturers
(sponsor),
Pharmacopoeiae,
books, scientific articles,
USP laboratory

-By USP staff

-Submitted to PF and
approved by expert
committee (26)

-BDN, Medicinal Plant
Research Institute,
Universities (The budget
IS supported by DMSc),
Pharmacopoeiae,
books, scientific articles

-By TP staff

-Submitted to
subcommittees (55) for

consideration
kornvika charupant, Ph.D.



Comparison: USP Dietary supplement and THP

3. Process
3.2 Process for
Standard
3.2.2 Draft of

monograph

3.2.3 Communication

22

-Expert Committee
makes monographs
official

-Email, teleconference,
face-to-face meetings

-Final draft is approved by
the Thai Pharmacopoeia
Committee (23)

-Face- to-face meetings

kornvika charupant, Ph.D.
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Comparison: USP Dietary supplement and THP

3. Process
3.2 Process for
standard

3.2.4 Compensation

4. Reference standard
5. Published
Monograph

-Volunteer

-Provided
-USP/NF (annually)

-DSC (a three-year
interval)

-Committee meeting
allowance

-Not provided
-THP (not specified)

kornvika charupant, Ph.D.
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