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acceptance

acceptance specification (

tests for acceptance , R

) acceptance criteria

conformity to JP

2 total amount of crude drugs for extraction
amount of a crude drug for extraction
R s total amount of crude
drugs for extraction, amount of a crude drug for extraction.
3 extraction (process)
decoction
R extraction solvent, extraction temperature, rate of temperature
increase, extraction time, extraction period, extraction rate,
4 separation (process)
solid-liquid separation
5 concentration (process)
vacuum concentration
6 drying (process)
spray drying lyophilization, freeze drying
7 mixing (process) , blending (process)
S excipient
additive . blending ,
8 granulation (process)
s s tableting (process),
capsulation (process)
9 ( ) sieving (process)
10 packaging (process)
filling , labelling / labeling R
( ) Kampo formulation ( ) Kampo product
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release

]

release-specification

tests for release s

( ) release criteria judgement s

12 JP standards for Kampo extracts
- ( definition), method of preparation,
description, identification, purity ( heavy metals, arsenic ), loss
on drying, total ash, assay, containers and storage.
13 | ( ) ratio of crude-drug component
> 1
( ) amount of crude-drug component(s), ( ) reason for crude-drug component
(s)
14 characteristic constituent for quality control
characteristic marker for quality control
marker constituent (compound) for quality control
characteristic marker constituent (compound) for quality control
( 60 5 31 , 120 )
, indicator ingredients
, characteristic constituent for quality control , FDA
, characteristic marker (for quality control) , , marker
compound for quality control , for quality control R
marker compound s . , marker constituent (compound)
p- ;
, characteristic marker constituent (compound)
15 microbial limits test for crude drugs
total viable aerobic count ( ) test for the detection of specified
microorganisms ( , , )
(
) , : .
s JP). , JP , microbial

limit test for crude dugs

limit
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chromatographic fingerprint

) ( ,GMP ICH ).
17 residual agricultural chemicals, residual agrochemicals
pesticide residues, residual pesticides
The Agricultural Chemicals Regulation Law R agricultural chemicals ( agrochemicals)
( ) ) , ) ,
( ) ,
(
) .
S insecticides, fungicides, herbicides,
rodenticides, plant growth regulators . , ,
agricultural chemicals fertilizers R
s pesticide ( ) , “a substance
used for destroying insects or other organisms harmful to cultivated plants” ,
rejectant s . , WHO guidelines for assessing quality of
herbal medicines with references to contaminants and residues pesticide “any substance intended for
preventing, destroying, attracting, repelling, or controlling any pest including unwanted species of plants or animals”
, pesticide residue
S BHC DDT maximum
residue limit (maximum residue level) . s ,
S . , agrochemicals R
WHO R residue ( ) S impurity . S
s , residual pesticides
18 infusions and decoctions
s s JP). decoction
19 tinctures
, (JP).
20 fluidextracts
. ml g (IP)




21 general rules for crude drugs
, , , ; ( ; ;
) (JP),
22 tests for crude drugs
, 15 <5> tests for crude drugs ,<5.01> crude drugs test,
<5.02> microbial limit test for crude drugs .<5.01>
sampling, preparation of the test sample for analysis, microscopic examination,
purity ( foreign matter BHC DDT: total BHC’s and total DDT's ), loss on
drying, total ash, acid-insoluble ash, extract content, essential oil
content
23 crude drug name
( ) title name, English name, Latin name,
( ) commonly used name
1: ( ), Ginseng ( ), GINSENG RADIX ( ), ( )
2: ( ), Swertia Herb ( ), SWERTIAE HERBA ( ), ( )
24 origin, source
. ( ) ,
s original plants, animals or minerals
) . , original plant R
original plant source of crude drug
25 scientific name

, . generic name
specific epithet author name . s subspecies,
variety, subvariety, form . , cultivar

S family name . s R

1: Panax ginseng C.A.Meyer ( Araliaceae)

2: Zizyphus jujuba Miller var. inermis Rehder ( Rhamnaceae)




26 other species of the same genus
, , , 15 ,
, 15 allied
27 medicinal part
flower, capitulum, spike, stigma, leaf, stem/twig, root, rhizome,
tuber, tuberous root, bulb, whole herb, fruit, peel, seed, aril,
kernel, bark, duramen, resin, shell, sclerotium, terrestrial part,
terrestrial stem,
taproot, ( ) branch root/lateral root, rootlet, daughter root, mother root,
28 whole crude drug
29 description (of crude drugs)
WHO description
s description . S
characteristics (of a crude drug)
s odor, taste,
N color
30 microscopic examination, microscopic identification
<5.01> microscopic examination
section S
microscopic identification
31 acrid
32 dense in texture
33 ( ) herbarium specimen
R s voucher specimen
( )




34 identification, authentification, evaluation
discrimination
morphological examination, visual inspection, macroscopic examination
sensory test, organoleptic test ,
judgement . s
identification authentification, evaluation
discrimination
35 , genuine medicinal herbs produced at the original place
WHO/WPRO “genuine medicinal herbs produced at the original place” authentic
medicinal , authentic medicinal R
, “authentic medicinal”
36 counterfeit
s , counterfeit
S out of standards
nonstandards . R counterfeit foreign matter
, counterfeit crude drug
37 alternatives to unobtainable crude drugs
, Aralia cordada Thunberg (Araliaceae) Angelica pubescens
Maximowicz
38 ( ), o :
bud picking, disbudding
( )
39 ( ) pinching, topping
40 , processing
washing/cleaning, peeling, cutting, drying, fumigation
. WHO/WPRO , , , processing of medicinals “a general term for
treating of medicinal substances by various means before their medical use” / . WHO's GACP

R processing, specific processing




41

post-harvest processing

WHO's GACP s

post-harvest processing

42 sorting, removing foreign matters
sorting S S ., S foreign matter
removing foreign matters
43 ( ) classification
44 contamination
WHO's GACP “The undesired introduction of impurities of a chemical or microbiological nature, or of foreign
matter, into or on to a starting material or intermediate during production, sampling, packaging or repackaging, storage
or transport.” . contaminants impurity
45 ( ) cutting
s . cutting cutting
> > crushing
, degree of cutting R coarse cutting, medium cutting,
fine cutting
46 pulverization, powdering
) fineness of powder ) coarse
powder, medium powder, fine powder, very fine powder
47 traceability

10




48

Convention on International Trade in Endangered Species of Wild Fauna

( and Flora (CITES)
)
. 1973 |

49

( ) Convention on Biological Diversity (CBD)

> | , 1992
50 ethnobotany
51 | borderline of pharmaceuticals to non-pharmaceuticals

| borderline of pharmaceuticals to non-pharmaceuticals . 46 6 1 476
, 21 2 20 (0220001 )

borderline of drugs to foods R
S , borderline between pharmaceuticals and non-pharmaceuticals

s R of pharmaceuticals to non-pharmaceuticals

s R ( ) nature of raw materials s medical
claims, (dosage) form, dosage and administration . ( )
( ) the list of raw materials exclusively used as pharmaceuticals
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