-+ 1644 - $F44% FE8H 202188 ﬁﬁ-i‘ﬁﬁti Drug Evaluation Research ~ Vol. 44 No. 8 August 2021

BXEE S VAREX B IEHF Ak E EZ XL ARSHTALE

SRRGE', BPE " WOCE, SR, SRR, AR, FSLA, m
1 RE BB A IR AR QU b 25 R X S s0%, RiE 300410
2 REAELHEHBRATIRA T P2 Sk bl HoAR F 7 Ba TSRS, R 300410

O BRNZASEER (EMA) 120074 10 HWiAi 1 (BKE 1E Angelica archangelic L. 77 5 & A B BRI 2 5 3% FH G I
PR VEAG RS ), BT 6T B2 h kI A K A0 SRR R R IR 4R B L AR B R A R P R R R A AR
YRR LI R BEAT 2 PR A . AR IRE I BN A, JFIIR T KT XA dngelica sinensis {112 Jb4E 1R, iR T E
FIIW R, R o [ 5 24 R T 2 BE N BRI T 26 TR 7R

KHEIA): KM Z AR MIEs BRI BRMEE SR KRS

HE5TES: RI51 MERFREAS: A NEHmS: 1674-6376 (2021) 08-1644-09

DOI: 10.7501/j.issn.1674-6376.2021.08.011

Introduction and consideration of EMA's reflection paper on risk associated
with furocoumarins contained in preparations of Angelica archangelica

ZHANG Fenglian', YANG Zhexuan', YANG Wenjing', ZHANG Wensheng', QI Minchao', ZHOU Mengge',
ZHOU Lihong', ZHANG Shunnan’

1. Tasly Pharmaceutical Co., Ltd., State Key Laboratory of Core Technology in Innovative Chinese Medicine, Tianjin 300410,
China

2. Tasly Pharmaceutical Co., Ltd., National & Local United Engineering Laboratory for TCM Advanced Manufacturing
Technology, Tianjin 300410, China

Abstract: The European Medicines Agency released "Reflection Paper on the Risk Associated with Furocoumarins Contained in
Preparations of Angelica archangelica L." in October 2007, which proposed risk-management strategy for furocoumarins contained
in herbal preparations. The European Union or Member States authorities often require applicants to conduct safety assessments of
relevant herbal preparations containing Angelica based on the reflection paper. This paper introduces the main contents of the
reflection paper, corrects two errors about Angelica sinensis, states the author's opinions in conclusion and discussion, and is
expected to give some enlightenment for Chinese herbal preparations containing Angelica to enter the European market.
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& T R A P XU 2001 5 % VPN RS 5 i
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£ 1 BRBIEA. archangelica FAZ V3 A. sinesis FEEER S

Table 1 Coumarin content of A. archangelica and A. sinesis

RAEEV S W& Z TR

BR 5 1
LSS R e

E1E|

HEUER

BR
PTEAE R
AL TR
IR 3R
REFH
VRN
EVEN
MIARELLH
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KEEAFTER

KA AT A 3 -3- T Bk g

AT A T

TR

TEA IS
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W ER

EEVEE

EESVEN

R4 A
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edulisin III, IV, V

edulitin

IERE

RNV 2]

japangelol A—D

W= R
TEMRIEE R

apterin

EEES

1.3%
0.08% 0.01% 0.014%

+ 0.29°mgg '(r)
0.59% 0.015% 1.81°mgg '
2.33% 0.057%

0.04% 0.011% 0.59°mgg '@
2.06’mgg ()

+ o+ o+

+

+
0.13% 0.046% 0.2 ’mgg ')
/3.8mgg (D
+ 0.35mgg (D

0.08% 0.087%
0.01%

1.75°mgg '@
0.02% +

+ o+ o+ o+ o+

+

+

A £ IR TR A B, 2R IR 2 s 2-8 1R 60% FH B4 I ; 3- KU IR 0 ER F B R 2 T 42 Y

r- root/radix ; f-fruit; 1- methanol extract, soxhlet 2 h; 2- fresh leaves extract by 60% methanol; 3- air dried material extract by ethyl acetate

52 AEMHEABRBEHMPEIERTEER
PEAL RS 2 o A T EIR SR B0 11 2
VRS il b R DL R ) 2R R A A AR
PRAt AR 3R
6 WEREESENR
2B H AR 1% VAL R 75 “5.3 References for Table 1
and Table 2”73, 24 A SCRESCBR IR A IL 1 2 AL
W, AR [0 K A, — R T TS
T IR 24 ) 70 K R e B R A
TS AR M 7 R B s R g R AR, AR

W .

B 1% 1: 55 7 s C#ik “Furo- and pyranocoumarins
from plant species Angelica silvestris and

Peucedanum austriacum” "™ &% 5 A “Furo- and

pyranocoumarins from plant species Angelica sinensis
and Peucedanum austriacum” , 1% £ 1% T 2 PP Al ik
& “5.1 Table 1: Coumarin content of Angelica
species” & 73 , Angelica silvestris 1) 7 & 2 FE 7 2L
Y B T Angelica sinensis T T o

B 1% 2: 55 11 4% SCHR “Variability in the Essential
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% 2 BRBIEA. archangelica FAZ 3 A. sinesis BITEiM X 5
Table 2 Constituents of essential oil of A. archangelica and A. sinesis
ot 4 T K [ 1/% y
R e PR 5 PN S
i 0.05~1 0.5~1.5 0.35~1.3/0.1 0.4~0.7
B-7K T M 10~30 35~65 13~28/33.8
o- 7K AN 2~20 2~14
o-JR ) 4.4~31 14~31/27 0.6~6.1
B-TE S 02~1.4 23.9 23~17
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Table 2: Constituents of essential oil of Angelica
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TEULH A B yE B AR L ) LB Al , ) R T
FHNE TR 0 TR A R HEEAREEIT 1.5 mg
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