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GENERAL PROVISIONS

1. The official name of this standard is HAN3J5 )74 38814% 2022, and the abbreviation is J&# M
#2022,

2. The English name of this standard is The Japanese standards for non-Pharmacopoeial crude drugs
2022, and may be abbreviated as Non-JP crude drug standards 2022 or Non-JPS 2022.

3.  Among drugs, the non-Pharmacopoeial crude drugs are those specified in the monographs. The title
names and the commonly used names adopted in the monographs should be used as official names.
In the drug monographs, in addition to English name, Latin names can be mentioned in the titles,
as appropriate.

4. These standards have been established for determination of the nature, method of preparation,
description, quality and storage of drugs specified in the monographs, and, unless otherwise specified
in General Provisions and/or the monographs, the provisions of General Notices, General Rules for
Crude Drugs, General Rules for Preparations and General Tests in the latest version of the Japanese
Pharmacopoeia shall be applied.

5. Drugs are to be tested according to the provisions given in General Provisions and the monographs,
and those in General Notices, General Rules for Crude Drugs, General Rules for Preparations, and
General Tests in the latest version of the Japanese Pharmacopoeia for their conformity to these
standards.

6. When and if any discrepancy arises between the Japanese Pharmacopoeia and non-JP crude drug
standards 2022 according to the revision of the Japanese Pharmacopoeia, the former is authentic.

7. The term “JP” or “Non-JPS” stated in the monographs indicates the latest version of the Japanese

Pharmacopoeia or The Japanese standards for non-Pharmacopoeial crude drugs, respectively.

—Abbreviations—
RS: Reference Standard
TS: Test Solution
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Arnica Flower

ARNICAE FLOS

A Arnica montana Linné (Compositae) O

L TH 5.

A3 H R BRI R 8 70 &I 5 2 B o A4

ICHWS Z DT 5,

EEOMIR AMIEEE 15~30 mm, 15 S 15~20 mm

DIAET, SEOER, TRIER R 5% Y,

& X102 20~30 mm DAFE LS L BIRAL R O EIRAEIE

WO~ AE 235, BEIR 25ORE 5 %

D, WEFIZOEHET, MEBICEDLN, Kkt~ K

Wiz BT 2, @, EE'EES 2 RE2RD 5,

Z 9 RFBEIHIE T, BEX5~8 mm TH 5.
ENTIRUEE Srd h oAy

EEREREE AR (2) T sURHATE % SURHAT

ET 5, BlicHE a7 —M7ausr

1 mg# X% /—n10mLIc¥#ED LREHEEIE &

T3, INHLDMWUCOE, WE 7w~ TT77 4 —

2,031 & N RBR & AT ) . SURHA T OB AE VA 20

pL3o%WE 7o~ 77274 =M ) 275 %

T 23z AR Y P35, KRICHBT

FO/K/ KB/ A8 7 —)ViRHE (8 2 11 :1) %

JREBHVERE & LT 10 cm JEBH L 72 %%, AR 2 8z

T 5. 21U NP Rl # %5, PEG iz

BJSEIC SR L, AT 5, S AR (R 365

nm) #MET 2 & X, HEHEW D S8 72 BUR O 2

Ky bD) b 1D ZAF Y FF, HEHEEED 51572

2Ry b AR R AESEE L W,

(1) Ry 50D ARRIZERLKZOMO Ry %
5.0% L&,

(2) Heterotheca JBNEH DIEAE AREDOIER1 g
2, #% 7 —)v20mL Znz CT#EKE LT 3459
M 5. g, ABL, Az kAR E T
b, COWICOE, W rue T 74—
2.012 & ) B 24T . ARHANEL 20 uL % V)Y
7a= 7774 —HI) AT NERCTHEL
2RI ARy P 5, KICHRBZF L/ K/ X
B/ x5 ) —)ViRHE (8 1 2 11 0 1) % JRBavAiE
ELTH 10 em BRI 724, W2 i d 5.
ZHUT NP 3 & %502 w55, PEG 2 2 3%
W L, T 5. ZHUSESMR (I 365
nm) T2 L E, RAK 0.4 HTIC# o 2

Arnica Flower

Arnicae Flos

Arnica Flower is the capitulum of Arnica montana
Linné (Compositae).

Arnica Flower is restricted to the use for the Prepara-
tions for Cutaneous Application under General Rules
for Preparations in JP.

Description Capitulum, 15 - 30 mm in diameter, 15 -
20 mm in height; consists of tubular florets, ligulate
florets, and involucre; sometimes having peduncle 20
- 30 mm in length; tubular florets and ligulate florets
yellow to vivid yellow; involucre consisting of 2
rows of involucral scales; involucral scale, lan-
ceolate, covered with short hairs, gray-green to dark
brown; achenes with pappus are usually mixed;
achenes, narrow obovate, 5 -~ 8 mm in height.

Odor, characteristically aromatic.

Identification Use the sample solution obtained in
the Purity (2) as the sample solution. Separately,
dissolve 1 mg of chlorogenic acid for thin-layer
chromatography in 10 mL of methanol, and use this
solution as the standard solution. Perform the test
with these solutions as directed under Thin-layer
Chromatography <2.03>. Spot 20 uL each of the
sample solution and standard solution on a plate of
silica gel for thin-layer chromatography. Develop the
plate with a mixture of ethyl acetate, water, formic
acid and methanol (8:2:1:1) to a distance of about 10
cm, and air-dry the plate. Spray evenly NP TS on the
plate, air-dry and then spray PEG TS. Examine
under ultraviolet light (main wavelength: 365 nm):
one spot among several spots obtained from the
sample solution and a spot obtained from the stan-
dard solution show the same color tone and the same
R; value.

Purity (1) Foreign matter <5.0/>—The stem and
other foreign matter contained in Arnica Flower do
not exceed 5.0%.

(2) Capitulum of Heterotheca species—To 1 g of

Arnica Flower add 20 mL of methanol, warm on a

boiling water bath for 3 minutes. After cooling, filter

and use the filtrate as sample solution. Perform the
test with the sample solution as directed under

Thin-layer Chromatography <2.03>. Spot 20 L of the

sample solution on a plate of silica gel for thin-layer

chromatography. Develop the plate with a mixture of
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Ko b 2EDTN (LF).
BIERE 50D 11.0% LT (2 BRH).
R % <5.01> 10.0% LT
IXREE GOD HT¥/ —NIXZ 15.0%
VI k.
B & A EEASE.

CTxZIR)VEE2-72/TFI C,H,BNO
F O~ O, a0 ImET, 2%
=TT, =7 2 —)L (99.5) 120X

T3 <, KITIFEAEHET v, Bl DA 193°C.

FERDRRBR  Adhic D&, FRIMRI A7 [ OVHIER
2.25> DEALA ) 7 AGERIEIC LD BIET S & ?
WFr 3290 cm~t, 1611 cm™ P UF 1062 ecm (IS
% 5.

NPE&E Y 7x2=LR)YB2-TI/ZF)10.5

BRARY ) —NVICHEDPL, 50mL &3 5.
PEG::Mz Hg~=7a 3—14000 5g% %
/=) (99.5) 2#H» L, 100mL &3 5.

ethyl acetate, water, formic acid and methanol (8:2:1:
1) to a distance of about 10 cm, and air-dry the plate.
Spray evenly NP TS on the plate, air-dry and then
spray PEG TS. Examine under ultraviolet light
(main wavelength: 365 nm): a yellow-orange fluo-
rescent spot at an R; value of about 0.4 does not
appear (rutin).

Loss on drying <5.0/> Not more than 11.0% (2 hours).

Total ash <5.0/> Not more than 10.0%.

Extract content <5.0> Dilute ethanol-soluble extract:
not less than 15.0%.

Containers and storage Containers—Well-closed

containers.

2-Aminoethyl diphenylborinate C,,H,;BNO A white
to brown crystal, crystalline powder or powder.
Freely soluble in methanol, soluble in ethanol (99.5),
and very slightly soluble in water. Melting point:
about 193°C.
Identification Determine the infrared absorption
spectrum of 2-aminoethyl diphenylborinate as direct-
ed in the potassium bromide disk method under
Infrared Spectrophotometry <2.25>: it exhibits
absorptions at the wave numbers of about 3290 cm™1,
1611 cm™, 1062 cm~1.

NP TS Dissolve 0.5 g of 2-aminoethyl diphenylbor-
inate in methanol to make 100 mL.

PEG TS Dissolve 5 g of macrogol 4000 in JP in
ethanol (99.5) to make 100 mL.
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H(BE1) | BRI T V=7 (Arnica montana), 1tk
= 13 4 X > T Iv=7 (Heterotheca J&) T
—-J }) %)'
—
,-“_—“'

(A0 JEAEEEFREEAELJ R R
8

LEGHH F

Y A
ey i) 2B Al

EZUlES

= ().0] mm



TLC &

OB iR
CEEMR I FOV/OK/XER/ A 2 — ViR (8 1211 1)

%
ARy PE!
BE K10 cm
wmHFE
BIZRRyY b

i)

295

BE1 7TiL=7
Arnica Flower

IEXRIRRRRE AL

1 2 3 4 5 6 7 8 9 10 11 12 13 14

Lanel: 7uvwv”7 > (1 mg/l0mL #% /—/v (20 L))
Lanes 2-4,6,9,11: 7 )v=% (L—==T}E)

Lanes 5,10 : 7v=% (7774 FjE)

Lanes 7,8 . TIL=% (A4 »JE)

Lanes12,13: A X A>T I=7

Lanel4 : vF> (2 mg/5 mL #% /—) (5 ul))

) A 60
20 uL
NP il % )51 7515, PEG s & HSF 1o i L, agts, SN (F00% 365 nm) AT

vaur i (MELRE)
R0 4ot 2Ry b OvF > R RERQ2)
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BEE]1 T7TiL=%
(N——==TjE)

E(EE2) Ay b oro bR E (W) & b
B E (Bepuss) g, TEETHE GE
) ETH D,

H(BE3) @ a2 v¥ A wo FRIZHE @) g, TEIZPE
BEHE3 avHA s (W (BHFE4) PETH 5.






