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reference to the peak of forsythin.

Re ference solution Dissolve a quantity of forsythin CRS,
accurately weighed, in methanol to produce a solution
containing 0. 1 mg of forsythin per ml.

Test solution Pulverize the contents obtained under the test
of packing variation, weigh accurately about 2 g in a
stoppered conical flask, add accurately 25 ml of methanol,
stopper and weigh, ultrasonicate (power 300 W, frequency
50 kHz) for 30 minutes, allow to cool and weigh again,
replenish the loss of weight with methanol, mix well and
filter, Measure accurately 10 ml of the successive filtrate,
evaporate to dryness, dissolve the residue with 5 ml of 70%
ethanol, apply to a neutral aluminium oxide column (100-200
mesh, 2 g, 1.5 cm in diameter), elute with 80 ml of 70%
ethanol, collect the eluates, evaporate to dryness, dissol

Artemisiae Annuae H

thisFructus, Asteris Radix e

water twice, 2 hours for each time.

filter and concentrate to form a thin

density of 1. 26-1. 30 (80°C). Pulverize

to fine powder, mix thoroughly with the abov
and a quantity of sucrose, make gm\utes&y
1000 g i
Description ~ Yellowish-brown 10 d;rk b
taste, sweet. "y
Identification (1) Microscopical: I
masses colourless, dissolved gradually on m
hydrate solution; hyphae colourless or pale
Pollen gunules spheroidal, M'w in

on the exine

the residue with 50% methanol, transfer to a 5 ml volumetric
flask, dilute to volume with 50% methanol, mix well and
filter, use the successive filtrate as the test solution.

Procedure Inject accurately 10 pl of each of the reference
solution and test solution into the column, determine and
calculate the content.

It contains not less than 0. 68 mg of forsythin (Cyy Hay O ) per
pack for [ Strength (1) and (3) J, 1.36 mg of forsythin
(CyyHs Op) per pack for [ Strength (2) and (4) 1,
referred to Forsythiae Fructus.

Actions To disperse wind, release the exterior, clear heat
and remove food stagnation.

Indications Pattern of wind-heat common cold with food
stagnation, manifested as fever, cough, runny nose, runny
nose, red and swelling throat, poor appetitte, distention and
fullness in the epigastrium and abdomen, constipation or
sour fetid stool, and deep yellow urine.

Administration and Dosage Take the medicine orally after
mixing it with hot water, 1-2 g per time for children between
6 months and 1 year old; 2-3 g per time for 1 to 3 year-old
children, 3—4gperumefor4w6yenr-aldchnldtq; 45¢
per time for 7 to 9 yearold children; Ggpetumeior
children more than 10 years old. Threeumesadag
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(&) 4 g per pack (without sucrose)
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(Farfarne Flos). Stone cells of testa

surface view, anticlinal walls deep-

with distinct strations (Lycii Fructus).
(2) Pulverize 50 g of the gran

heat under mdl\mhtZ.hmsr filt
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reference drug solution,
(4) Pulverize 10 g of the
granules, add 30
hent il re{.l'-lx for 1 hour, filter, and evap:)nr:f r:et}?anol,
to dryness, dissolve the residcel e the filtrate

105C to the spots clear and examins : : .
ik ittt i e:;amrwn; I-l:n d::::ghtt. The spot in
; Iy est  solution
corresponds in  position and colour to the spot ; h
chromatogram obtained with the reference solutio;r)lo ifoer

(5) Pulverize 10 g of the granules, ultrasonicat'e in 30 ml
qf chloroform  for 2'0 minutes, filter, and evaporate the
filtrate to dryness.. dissolve the residue in 1 ml of chloroform
as the test solution. Weigh 0.5 g of Artemisiae Annuae
Herba reference drug, decoct with water for 30 minutes,
filter, and evaporate the filtrate to dryness, dissolve the
residue in 20 ‘ml of chloroform by stirring, filter, and
evaporate the filtrate to dryness, and dissolve the residue in
1 ml of chloroform as the reference drug solution. Carry out
the method for thin layer chromatography (0502, using
silica gel G as the coating substance and a mixture of
chloroform and methanol (18 : 0.5) as the mobile phase.
Apply separately 5 ul of each of the above two solutions to
the plate. After developing, remove the plate and dry in air.
Examine under ultraviolet light at 365 nm. A blue
fluorescent spot in the chromatogram obtained with the test
solution corresponds in position and colour to the blue
fluorescent spot in the chromatogram obtained with the
reference drug solution.

(6) Pulverize 5 g of the granules, ultrasonicate in 20 ml
of methanol for 20 minutes, filter, and evaporate the filtrate
to dryness. Dissolve the residue in 10 ml of water, add 1 ml
of hydrochloric acid, heat on water bath for 30 minutes, cool
immediately, extract with two 20-ml quantities of ether by
shaking, and combine the ether extract. Evaporate the ether
extract to dryness, and dissolve the residue in 1 ml of
chloroform as the test solution. Prepare a solution with 0.1 g
of Rhei Radix et Rhizoma reference drug in the sameanner
as the reference drug solution. Dissolve emodin CRS in
methanol to produce a solution containing 1 mg per n_:l e the
reference solution. Carry out the method for thin layer
chromatography ( 0502), using silica gel G as the coating
substance and the upper layer of a mixture of petroleum b
(30-60°C), ethyl formate and formic acid (15 ¢ 5 ¢ 1) as the

N pedy 3 ul of each of the above
mobile phase. Apply separately 3 p S E i
three solutions to the plate. After developing, remove It
plate, dry in t Em
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Czl,:b'so-n;,l Quantities of ethy| acetate by shaking, and

ne the ethyl acetate extract. Evaporate the ethyl acetate
extract to dryness, and dissolve th i

minutes, filter, and concentrate the filtrate to 1 ml as the
r;ference drug solution, Car.ry out the method for thin layer
chromatography (0502}, using silica gel GF;, as the coating
substance and a mixture of petroleum ether (60-90C) and
acetone (6 : 1) as the mobile phase. Apply separately 5 pl of
each oi: the above two solutions to the plate. After
developing, remove the plate, dry in the air. Examine under
ultraviolet light at 254 nm. The fluorescent spots in the
chr?matogram obtained with the test solution correspond in
position and colour to the fluorescent spots in the
chromatogram obtained with the reference drug solution.

(8) Weigh 1 g of Lycii Fructus reference drug, add 30 ml
of methanol, ultrasonicate for 30 minutes, filter, and
concentrate the filtrate to 1 ml as the reference drug solution.
Carry out the method for thin layer chromatography (0502) ,
using silica gel G as the coating substance and a mixture of
ethyl acetate, chloroform and formic acid (3 : 3 : 1) as the
mobile phase. Apply separately 5 pl of the test solution
obtained under Identi fication (7) and the reference drug
solution to the plate. After developing, remove the plate,
dry in the air. Examine under ultraviolet light at 365 nm.
The fluorescent spots in the chromatogram obtained with the
test solution correspond in position and colour to the
fluorescent spots in the chromatogram obtained with the
reference drug solution.

Limit test for aconitine Pulveﬁzeaqmtityofthecontainingto

fine powder, weigh36gofthepowdertoastopperedconiml

flask, moisten with 10 ml of concentrated ammonia TS, add

80 ml of chloroform, ultrasonicate for 30 minutes, filter and

the filtrate evaporated to dryness. Dissolve the residue in

30 ml 3% solution of sulfuric acid, extract the filtrate with

three 40 ml quantities of chloroform by shaking, discard the

chloroform solution, adjust pH of the water layer to 10 with

concentrated ammonia TS, and extract with five 30-ml

quantities of chloroform. Combine and recover solvent,

dissolve the residue with a quantity of chloroform, transfer
to a 2 ml volumetric flask, dilute to the volume and mix well
as the test solution. Dissolve aconitine CRS in chloroform to
produce a solution containing 1. 5 mg per ml as the reference
solution. Carry out the method for thin layer chromatography
{0502) , using silica gel G as the coating substance and a mixture
of cyclohexane, ethyl acetate and methanol (6.4 : 3.6 : 1) as
the mobile phase. Apply separately 5 ul of the test solution
and the reference solution to the plate. After developing in
the chamber pre-equilibriated for 2 hours and removal of the
plate, dry in air, spray with diluted solution of potassium
hepta-iodobismuthate TS. The spots in the chromatogram
obtained with the test solution are smaller or no in position
and colour than the spots in charomatogram obtained with
the reference solution.

Other requirements Comply with the general requirements

for granules (0104).

Assay Carry out the method for high performance liquid
chromatography (0512).

i graphic system and system suitability ~ Use
> bonded silica gel as the stationary phase and a
thanol and 5% acetic acidsolution (33 * 67) as
detector a spectrophotometer set at
theoretical plates of the column is




