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Discussion on sampling method of decoction pieces used as raw materials of new
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Abstract: This paper compares Chinese Pharmacopoeia (ChP), European Pharmacopoeia (EP), British Pharmacopoeia (BP) and
United States Pharmacopoeia (USP) from the aspects of container sampling, container internal sampling and test sample preparation
of medical materials and decoction pieces (herbal drugs), and discusses the problems existing in the sampling method of decoction
pieces used as raw materials of new traditional Chinese medicine in combination with the needs of the inspection of decoction pieces.
Some suggestions are put forward as follows: (1) The relevant departments organize experts to draft the guideline or technical
requirements for the sampling of decoction pieces used as raw materials of new traditional Chinese medicine. (2) The sampling method
of EP, BP could be referred to study the decoction pieces temporarily. The effect of the sampling on the test results should be paid
attention to. (3) Appropriate treatment methods should be determined according to the characteristics of test samples. If the quality of
different parts or positions of the decoction pieces varies greatly, stratified sampling could be used to reduce sampling error. (4) The
source management of the quality of medicinal materials should be strengthened to reduce the quality difference of medicinal materials.
(5) The mixing step should be adopted to the production of decoction pieces to improve the homogeneity. (6) The following contents
should be added to the “sampling method for Chinese medicinal materials and decoction pieces” in the ChP: The batch of decoction

pieces being examined should be homogeneous; Some samples or tests may require more rigorous procedures involving more
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containers being sampled or more samples per container. In addition, the provisions on sampling location in packages need to be

revised.

Key words: Chinese medicine decoction pieces; sampling method; Chinese Pharmacopoeia; European Pharmacopoeia; British

Pharmacopoeia; United States Pharmacopoeia
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LEEEE>19, BUFEEi=10+ (N/10); (3) ChP:
AN 1~5, 24 #EREECN 5~99, FEL
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Table 1 Comparison of sampling packages in ChP with EP,

BP and USP

(ERES e R E SSiRtiE

EP. BP USSP ChP

3 3 3 3

10 4 10 5
30 6 13 5
60 9 16 5
100 11 20 5
200 15 30 10
300 18 40 15
400 21 50 20
500 23 60 25
1000 33 110 50

/NI KHIHEFE A USP. EP. BP. ChP. )\ 1 A I,
USP (A BRSO R . MR HE R 25 A 1 5L
7E 30~400 i, EP. BP [FELFEUFEE KT ChP; 24
RERERLIR 25 AR T 400 B/hF 30 B, U
ChP (B B 2 B Y .
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it HURE N 3 A2 ARG 75 . (2) ChP: WL Z 2D 2~
3 MANERPALIE o BN — I 100~500 g;
K ARI 25~50 g5 TR EZGM SR EUFE 5~10 g.
(3) EP. BP KB #:45 A4 P9 BURE )20, (H IR A
T RERE R 25 e 5 A BURE R IR AR 06 B 5 RIS,
P T AR B, SRR (FRRHtx
BAFED . AR RICR . AREIX 2 N K RATE
HEgNEAREREERE, R 2. SR as
—ER, TN E (SRR YAt e
O Ay, SEREEAERE. —BER T, B
PN R 2 22 R S A Y 25 R SR . AN
B NEUFE R, ChP A USP FIE (1AL P R &
&l 5E N 100~500 g & 750 g, T tRIE AT 2 &
MRS . 1 EP. BP 78 MU AR ARk b 254
MEE AR FEN, Rz et S
Bl TR 2. BHORE R AR
AR E S, I T A RNERER. YA
Be BRI, ChP K USP L fF N BURE B39 AR,
HURELL R B%; T EP. BP BUEEE P BURE 2R & AL
e B DT 2

MFE 1. 2 7] W, HafF N EIRT 25 kg I,
ChP. USP [N B & KT EP. BP, LG, £
PR EL R T 0.6%, B4 P EURE & B AS/D th ] 2k
KRMUEBRRIR R YRR 125 kg B,
ChP.USP Mt BUFE &5 EP.BP KEUHH 4 (ChP
PIHIFELE N 0.4%, USP 5 0.6%); 4O NEE N
500 kg K, EP. BP HJGAFHNHIFELL R 0.20%~
0.27%, i ChP. USP FIE{F N HUFEE A 500, 750
g CGHAEEL N 0.10%- 0.15%); 44254 2000
kg I, EP. BP HIELAFNHIAEEE N 0.10%, 1 ChP.
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USP [ WECRE R 500, 750 g CHRELE Y 1.4 SEWEE
0.025%- 0.037 5%). B ELA N2 RGN, ChP. ChP 5 EP. BP. USP [ R EUREE X EL I L
USP FIE N HFELL N, R R ZE AR 1 * 3.

%2 EP. BP SfHEH#E
Table 2 Container internal sampling in EP and BP

PS5 feeftieRke  BAREEKe RGOS RS SMOANEERE  GHENIELL )%
1 5 1 5 4 313 3.13
2 100 5 20 6 83.3 1.67
3 500 25 20 6 166.7 0.67
4 1000 125 8 4 450.0 0.36
5 2000 25 80 10 300.0 120
6 2000 125 16 5 600.0 0.48
7 5000 25 200 16 3125 125
8 5000 125 40 8 625.0 0.50
9 5000 500 10 5 1.000.0 0.20

10 5000 1000 5 4 1250.0 0.13
11 10 000 25 400 21 381.0 1.52
12 10 000 125 80 10 800.0 0.64
13 10 000 500 20 6 13333 0.27
14 10 000 1000 10 5 1 600.0 0.16
15 20 000 2000 10 5 2000.0 0.10

a-GAFNERELE () VBN ERER /BRI R

“a-in-package sampling ratio (f;): sample volume in package/the amount of the package

#3 ChP 5 EP. BP. USP MR BN EXTLL
Table 3 Comparison of total sampling volume in ChP with EP, BP and USP

. R EP. BP UsP ChP
i R ke SRR e AR O R w I ke TR ELPP B SR ke A IR kg
1 100 5 20 6 0.5 12 9.00 5 0.5
2 500 25 20 6 1.0 12 9.00 5 1.0
3 1000 125 8 4 1.8 8 6.00 5 2.5
4 2000 25 80 10 3.0 18 13.50 5 1.0
5 2000 125 16 5 3.0 11 8.25 5 2.5
6 2000 500 4 3 3.0 4 3.00 4 2.0
7 5000 25 200 16 5.0 30 22.50 10 2.0
8 5000 125 40 8 5.0 14 10.50 5 2.5
9 5000 500 10 5 5.0 10 7.50 5 2.5
10 10 000 25 400 21 8.0 50 37.50 20 4.0
11 10 000 125 80 10 8.0 18 13.50 5 2.5
12 10 000 500 20 6 8.0 12 9.00 5 2.5
13 10 000 1000 10 4 8.0 10 7.50 5 2.5
14 10 000 2000 5 3 8.0 5 3.75 5 2.5
15 10 000 5000 2 2 8.0 2 1.50 2 1.0

b-E N ERE R LA TS WA AR N T 10kg, FEAMEMAEC100 g AR R 10~100ke, FEASEFEL 200 g B AR KT 100
kg, FMAFHEL 500 g
“b-The sample volume in the package is calculated as follows: when the amount of the package is less than 10 kg, take 100 g for each package; when the

amount of the package is 10—100 kg, take 200 g for each package; when the amount of the package is more than 100 kg, take 500 g for each package
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4, ChP AKuiif: FlE RSO RARE . FF
TRAB DL AT B IR L R E B WU R . AR LE
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BB R, AR AR .
SRR 177 N E A R, A
PRI LG ARE o B U ARERRE F S 110 kg B,
Fod 100 kg $% 0.5%HHL 0.50 kg; HHH 10 kg %
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SE R

[11 EZ# [S]. PUHE. 2020: 29.

[2]  PAEFR. 2 A TR B 2010 SFAEIT. (TLAED
4 % 79 5 ) [EB/OL]. (2011-01-17) [2022-10-01].
https://www.nmpa.gov.cn/xxgk/fgwj/bmgzh/20110117120
001434.html.

[81 HEZxZ)R, RWEMNE, BRAER, BxhES
R, RTRAT ChAMAEPREERMIE) Had
(2022 4E5 22 %5) [EB/OL]. (2022-03-17) [2022-10-01].
https://www.nmpa.gov.cn/xxgk/fgwj/xzhgfxwj/20220317
110344133.html.

[4] European Pharmacopoeia (EP). EP10.8 herbal drugs:
sampling and sample preparation [EB/OL]. (2021-11-01)
[2022-10-08]. https://pheur.edgm.eu/app/10-8/content/
default/20820E. html.

[5] British Pharmacopoeia (BP). BP2020 Appendix XI T.
Herbal drugs: Sampling and sample preparation [EB/OL].
(2022-10-8) [2022-10-09]. https://www.pharmacopoeia.
com/bp-2022/appendices/appendix-11/appendix-xi-t--
herbal-drugs--sampling-and-sample-preparation.htm1?
date=2022-07-01.

[6] United States Pharmacopeial Convention (USP). USP-NF
2022: <561> Articles of botanical origin [EB/OL]. (2021-
11-01)  [2022-10-08].
document/1 GUID-E8A1366F-9657-41FC-9EDC-C20-
F4BE473B6_6_en-US.

[71  S0HfER, RIZR, (iR, 55 EIEAMEA R ALA XL
BRGNS LR [J]. BEREE R R AR, 2012,
35(1): 48-50.

https://online.uspnf.com/uspnf/

[Friesmat AR EE]


https://pheur.edqm.eu/app/10-8/
https://online.uspnf.com/uspnf/

