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Table | Constituents of TJ-10 and their pharmaceutical actions

Buplewri Radoc
Pinelliae Tuber
Glycyrrhizae Radix
Crinzeng Radic

Scubellariae Radix
N Cfﬂﬂ-ﬂ-*immi L oFfex

Pasoniae Radix

- .E."J'.:}Ipi:f .FFHE'HJF
Zingiberis Rhizoma

TJ- 10 (normal human dose: '? 5 g/day) contains ,1, 5g of dried extracts of herbal constituents mixed in the proportions as shown in the

above Table,

lapanese name : w;irg::; n pharmaceutical action
— Saiko I B 5 l____ - - anti-_inﬂa:nma'[ir:-_n. anii-siress, antacid

Hange [ 4 anti-stress, anti-ulcer

Kanzo 2 stimulation of secretin secretion, antacid

Minjin | 2 | improvement of microcirculation, free radical scavenger
Ogon | 2 anti-inflammatory, increase in prostaglandin Ei
K.eihi ! 2 vasodilatation, amylase activity inhibition, anti-oxidant

Shakuyaka | 2 analgesic, vasodilatation, antacid
Taiso ' 2 anti-siress, anti-ulcer
ahokyo L analgesic, increase in gastric modility , antacid

Motoo Y, et al. Journal of Traditional Medicine 2003.
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Boiogito (BF2 & E %) YamakawaJ, Motoo Y, et al. eCAM 2010

eCAM 2010;7(1) 89
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* STandards Of Reporting Kampo products=STORK
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e CONSORT : CONsolidated Standards Of
Reporting Trials
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Jpn Pharmacol Ther (GEBE L I5HE) vol. 38 no.11 2010

CONSORT 20107=HA
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CONSORT 2010 Statement:
updated guidelines for reporting parallel group randomized trials

Kenneth F Schulz*', Douglas G Altman®’, David Moher™, for the CONSORT Group
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®& FUYLMUBEBRERET IRICEFNEIREERO CONSORT 2010F v 7 U X R
CONSORT 2010 checklist of information to include when reporting a randomized trial

B/ HE%ES Fxv7)XMNEE WMER
(Section/Topic) (Item No) (Checklist Item) (Reported on page No)
24 ML - 1983

(Title and Abstract)
la ZAMUITHLMEEBRERTHZ I E#EH,
Ib  &HERT Y1 > (trial design), /7% (method), #5232 (result), #55 (conclusion) D& LG} GEMIS [HEH L
UEHETOTL A LEHBROMIRICI T 5 CONSORT /AEE 2130 # £08)

(U ®IC (Introduction)

HE-H0 2a  FHPAE S L SRHL (rationale) DFRAH,
(Background and Objective) 2b 447D E#IE - 121RE% (hypothesis) o
HiE (Method)

SR TY A > (Trial Design)  3a  RERTYA 00k EITHR, BERALE), EfHTEHES S,
3b HBRFBRBEOLEELOBERLEE (EIERE eligibility criteria &) EZDEH,

£1N%# (Participant) da  BHNEDOEIEEHE (eligibility criteria) .
ab F-aPPNEINtEY T 127 (setting) 157,

9T A (Intervention) 5 BEAEEESIIGHEMLEEHONA, ZEICODEDLICEHSNEPEED,

J utcome, 6a BJRICHESNAECERINATE -EIRNO7IMILFMEE, W2EDLIIGHMShrEED,
6b HEREIBEOT I MHLOEREZDEH,

FEGIE (Sample size) Ta  EDQLSICEBERBSRDONI D,

b HTREDIBEICIE, PREMHEFLEEEDHR,
Z >4 1k (Randomization)

i DIERK 8a  E#KY) (allocation) NIEFH % {ERK (generate) LA=FE.
(Sequence generation) 8b EURWD AT HIROFM(TOy 71k, TOY ITHIIBE),
i) DS EALE 9 FLALERYIEBOXRBICAVON-EE(BSHEAELLE), SHOZFIPRT T TERYIESEY
(Allocation c)oncealment EEIhTWEPEIHOTR,
mechanism

%M (Implementation) 10 FEDEIRVIEFEEER LA », EHFSIMEEHEAN (enrollment) 270, FEHBINE % SEICEIFFH (assign) 7,
7247127 (Blinding) 1la 774 FEENATWEEE, TALEIFHE, EPFEDQLICTIM L FhIhT WD (BIE, TAERE,

T LDFHEELE ),
1lb  BIET 3154, MADELMEDDR,
HatFHFE 12a  EZE-BIRT Y M LAOFREERICHAVS W BETFEHFE,
(Statistical method) 12b  H TN T AR O LS BB OFE,
=52 (Results)
EMEDRN 13a BFOVT, TESLEIFENEAR, BRSMARESH AR, TBT Y M LAOBHICAV S hi




=R (Results)

Z2hEDFREN 13a BEHIDOWT, FU4LEIf SN AL, ERSNEAREEZSUEAR, EE7 7 LOERICHWS N
(Participant flow) PN (OFGH
(7O-Fr—bEMAHIL)  13p  BEUCOWT, BEFREERIE T2 4 IMEE ORI % BB & & 5 ICF0N,
£ % (Recruitment) 4a NEOEEHECBHFHEEESTET 38,
14b AT £/ LR,
N=RFf 2 T—4 15 BEFEON=Z71 651185 AOMETFH (demographic), ARG FEER TR,
(Baseline data)
@S h iz A2 16 FBEFHIOWT, BFMICET22NMER (A8, BMPTOEFIFICEEZHOTHED,
(Number analyzed)
TN LEHTE 172 FE-BIROTINDLDEFNFNICONT, ZSPOBER, NADI T 7 b Y41 XDOHETFE EF DOREE (95%(F
(Outcome and estimation) EXRELE),
176 27 I RHLICDVWTE, ERI 77 b -YAXEM[I T - YA XOmEEEH T Ep RIS,
#h Bh A Ay 18 YIGI TRl a8, ERLAOBTORE, BallCiEE SN BRI XET5,
(Ancillary analysis)
=% (Harm) 19 FJBFEOIXRTOEZELE (harm) FAEERLEVWHEGEAIE [Zo 4 MMERBICEUZEOLY SV iR
CONSORT FERADILE | 28 # 8 H#) ,
#%2 (Discussion)
BRS® (Limitation) 20 HABROBRS, AIREMEDE®H B34 7 PR T ORE, BdE 3158 3OS EMORE % ol .

— AL RTEE (Generalisability)

21

ABERO— LRGN (SR M, SEAM)

##R (Interpretation) 22 REROMIR, BRMEEESEONT X, OMETIIET VX,
Z DD IEER

(Other information)

B$% (Registration) 23 EREscHERERA.

7’0o ka—Ju (Protocol) 24 WEETHIE, TEETOMI-IVOAFLE,

WMt (Funding) 25 HeREFERLMOTES EROMBELE), AeRtFEO&E,

10




HLLVRAFR (2017.12.25-)

STandards Of Reporting Kampo products=STORK

« HEXMBSMDKCONSORTTIEIKRZFIAE T, CONSORTD
118 H Tdd HinterventionL MFT > TLVE W IRIKEE D
A A

« "Stork” [F—REKFETIOAD /M) IZEKRT 5, =Rk
) /R)DELI[EOriental stork (B;¥a/K))T. &R
FEZFRIZHAELSIMBLNIELY,

« TFHRALEIEZTV/F)DBIELTEEINTLS ],

« A /M) EABNERICITERDFINSIELNDE
IMEZADHLHD T, BIMNZHLTEENAA—TITAELN,

F

11




EEDI IS DEmE
STORK

Division of Pharmacognosy, Phytochemistry and Narcotics (DPPN),
National Institute of Health Sciences (NIHS) of Japan
and
National Institutes of Biomedical Innovation, Health and Nutrition (NIBIOHN)

(ver.1.0, 10 Oct 2011) wver. 5.2, 17 Nov 2023

What is STORK ?

This website contains quality information of Kampo products.

Please read the following before accessing this website.

Precautions

1. The information on this website is for those who want to report the randomized
confrolled frial (RCT) and other clinical research of other type of design, using
Kampo products, and those who read the articles and other reports containing
Kampo products.

]

. The information on this website is for healthcare professionals and researchers,
but not for general public. .

3. This website contains information of Japanese Pharmacopoeia (JP) and package
inserts of Kampo extract/products. The texts of JP have been developed by the
Japanese health authority and published in both Japanese and English. The texts
of package inserts have been developed by each pharmaceutical company in
Japanese language and have been authorized by the Japanese health authority.

12
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2. The information on this website is for healthcare professionals and researchers,
but not for general public. .

3. 3. This website contains information of Japanese Pharmacopoeia (JP) and
package inserts of Kampo extract/products. The texts of JP have been developed
by the Japanese health authority and published in both Japanese and English.
The texts of package inserts have been developed by each pharmaceutical
company in Japanese language and have been authorized by the Japanese health
authority. Whereas, the English translation of the package inserts on this
website were provided by each company, but have not been authorized by the
authority

4. The information on this website is regularly updated, but it is not always the
latest one.

5. The copy, reproduction or distribution of the content of the website is
prohibited.

Do you agree with the above statement ?
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Table of the Links of Kampo Product informations
in Japanese Pharmacopoeia (JP) and/or Package Insert

(verl 0, 17 Oct 2011) ver. 5.2, 17 Nov 2023

1 anchusan 0IeTs v
2 bakumondoto M4 v 10TeTs v
3 bofutsushosan I3 BT 2 ik v 0OSanTeTs v
4 boiogito BIE &S v 100TeTs v
5 bukuryoin 1458 Is v
6 bukuryoingohangekobokuto TRAFIA - A 5 Is v
7 bushirichuto B Bt %) San v
8 byakkokaninjinto e A2 v Te Ts v
9 chikujountanto Vs i) Ts v
10 choijokito o R Is v
11 choreito bigaa 0 5an Te Ts v
12 choreitogoshimotsuto RO i Is v
13 chotosan FIET v Ts v
14 choyoto 8755 v
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Bakumondoto Extract

EMESIFR

Bakumondoto Extract contains not less than 1.2 mg
of ginesenoside Rb; (CssHgyO53: 1109.29), and not less
than 14 mg and not more than 42 mg of glycyrrhizic
acid (Cy,Hg, 0,4 822.93), per extract prepared with the
amount specified in the Method of preparation.

Method of preparation

1)
Ophiopogon Root 10g
Pinellia Tuber 5g
Brown Rice Sg
Jujube g
Ginseng 2g
Glycyrrhiza 2g

Prepare a dry extract or viscous extract as directed under
Extracts, according to the prescription 1), using the crude
drugs shown above.

Description Bakumondoto Extract occurs as a light yellow
to light brown powder or black-brown viscous extract. It has
a slight odor, and a sweet taste.

Identification (1) Shake 2.0 g of the dry extract (or 6.0 g
of the viscous extract) with 10 mL of water, add 5 mL of 1-

ple solution. Separately, dissolve 1 mg of cycloartenyl feru-
late for thin-layer chromatography in 1 mL of ethyl acetate,
and use this solution as the standard solution. Perform the
test with these solutions as directed under Thin-layer Chro-
matography <2.03>. Spot 30 gL of the sample solution and 5
uL of the standard solution on a plate of silica gel for thin-
layer chromatography. Develop the plate with a mixture of
hexane, acetone and acetic acid (100) (50:20:1) to a distance
of about 7 cm, and air-dry the plate. Examine under ultravi-
olet light (main wavelength: 363 nm): one of the several
spots obtained from the sample solution has the same color
tone and Rf value with the blue-white fluorescent spot from
the standard solution. Or examine under ultraviolet light
({main wavelength: 365 nm) after spraying evenly a mixture
of sulfuric acid and ethanol (99.5) (1:1) on the plate, and
heating the plate at 105°C for 5 minutes: one of the several
spots obtained from the sample solution has the same color
tone and Rf value with the yellow fluorescent spot from the
standard solution (Brown Rice).

(3) Shake 2.0 g of the dry extract (or 6.0 g of the viscous
extract) with 10 mL of sodium hydroxide TS, add 5 mL of 1-
butanol, shake, centrifuge, and use the 1-butanol layer as the
sample solution. Separately, dissolve 1 mg of Ginsenoside
Rb; RS or ginsenoside Rb, for thin-layer chromatography in
1 mL of methanol, and use this solution as the standard so-
lution. Perform the test with these solutions as directed
under Thin-layer Chromatography <2.03>. Spot 10 uL of the
sample solution and 2 yL of the standard solution on a plate
of silica gel for thin-layer chromatography. Develop the
plate with a mixture of ethyl acetate, 1-propanol, water and
acetic acid (100) (7:5:4:1) to a distance of about 7 cm, and
air-dry the plate. Spray evenly vanillin-sulfuric acid-ethanol
TS for spraying on the plate, heat the plate at 105°C for 5
minutes, and allow to cool: one of the several spots obtained
from the sample solution has the same color tone and Rf
value with the blue-purple spot from the standard solution
(Ginseng).

(4) Shake 1.0 g of the dry extract (or 3.0 g of the viscous
extract) with 10 mL of water, add 10mL of I-butanol,
shake, centrifuge, and use the 1-butanol layer as the sample
solution. Separately, dissolve | mg of liquiritin for thin-layer
chromatography in 1 mL of methanol, and use this solution
as the standard solution. Perform the test with these solu-
tions as directed under Thin-layer Chromatography <2.03>.
Spot 1 L each of the sample solution and standard solution
on a nlate af silica eel for thin-laver chromatasranhv. De-
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Revised: May 2007 (6th version)

Standard Commodity Classification No. of Japan

- Kampo-preparation-

TSUMURA Bakumondoto Extract Granules for Ethical Use

<bakumondoto=

Storage

Store in light-resistant, air-tight con-

tainers.

Expiration date

Use before the expiration date indi-
cated on the container and the outer

package.

Approval No. (61AM)3269

Date of listing in the NHI reimbursement price October 1986

October 1986

Date of imitial marketing in Japan

DESCRIPTION

mixed crude drugs.

JP Ophiopogon Tuber ... . 100g
JPBrownRice ... 30g
JP Pinellia Tuber ... 30g
Composition | JP Jujube ... 30¢g
JP Glycyrrhiza 20g
JP Ginseng 20g

9.0 g of TSUMUEA Bakumondoto extract granules
contains 6.0 g of a dried extract of the following

(JP: The Japanese Pharmacopoeia)

Inactive ingredients

JP Magnesium Stearate
JP Lactose Hydrate
Sucrose Esters of Fatty Acids

Dosage form

Granules

Color Light grayish brown
Description | Smell Characteristic smell
Taste Sweet
ID code TSUMURA/29
INDICATIONS

Bakumondoto iz indicated for the relief of the following

symptoms:

Coughing with a hard, obstructive sputum, bronchitis, and

bronchial asthma

(2) Since this product contains Glyeyrrhiza, careful atten-
tion should be paid to the serum potassium level, blood
pressure, etc., and if any abnormality is observed, ad-
ministration should be discontinued.

(3) When this product is coadministered with other Kam-
po-preparations (Japanese traditional herbal medi-
cines), etc., attention should be paid to the duplication
of the contained crude drugs.

SHO: The term “SHO™ refers to a particular pathological
status of a patient evaluated by the Kampo diagnosis, and is
patterned according to the patient’s constitution, symp-
toms, ete. Kampo-preparations (Japanese traditional her-
bal medicines) should be used after confirmation that it is
suitable for the identified “SHO™ of the patient.

Drug Interactions

Precautions for coadministration (Bakumondoto should
be administered with care when coadministered with
the following drugs.)

Signs, Symptoms, Mechanism and

Drugs

and Treatment

Risk Factors

(1) Preparations contain-
ing Glycyrrhiza

(2) Preparations contain-
ing glyeyrrhizinic acid

Pseudoaldosteronism
is likely to occur.
Besides, myopathy is
likely to occur as a

Since  glyeyrrhizinic
acid has an accelerat-
ing action on the po-
tassium excretion at

17
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I = R J [Kampo Formulations for Prescription 2014- Information in Package Inserts of 148 Formulations -
- .~ ,ﬁ Joma Committes on Kampe Formulations for Prescription Japan Kempe Medicines Manufac-urers Association
002 Bakumondoto
Compenent Ratio
S[F|F &z |88
Approval No. ElE | 2| |3
. L E H & 4} ]
Date of Making or Exsiictiay ]3;;; et L15:ng i Dose for CExtm.(t‘,t D ID Code Daily Dosage and E ; f - =
Revision of Package . bursement | e Day s m Inactive Ingredients saze (Ttern Numaber, [ Indications | Administration Packaging B & 2l L
Tnsert Manufacturer Price One Day Form n Adult 2 &
E Distributor Date of Initial © | posegm e it g
Marketing in Japan -
L . JPS Bakumondoto Exu;achranules for Ethical S1AML4T08 - ‘ before or between | 3002
Revised: Jun 2011 Use - . - Magnesium Stearate, Sucrose Esters S . Ten ann - -
1 o Oct 1987 13 58 s N Granules J-29) A mesals, T30g g % 300 packets) | 10.0 | 3.0 j0 30 20 20
(Gth version) - of Fatty Acids, Lactose Hydrate N P
PS Pharmaceutical Co.. Ltd. Oct 1987 Qoritimes |105g (2.5g x 42 packets)
JPS Bakumondoto Extract Granules for Ethical
. Use (61ANDATIR Lactose Hydrate, Magnesium before or between | _
2 R;;‘l“?d-.m Al Oct 1087 75 58 |Stearate, Sucrose Estere ofFatty | Gramules |  (SG-29) A b iﬁ’i’g 5220 ety | 100 | 30| 50| 30 [ 20| 20
(Gth versiom) IPS Pharmaceutical Co., Ltd. Qct 1987 Acids Jordtmes | o0g (3Igx 204 packets)
Ohsugi Pharmacentical Co., Ltd.
JUNKOU Bakumondoto FC Extract Fine
Revised: Oct 2003 Granules for Ethical Use (S2ANTH0287 Fine befare or between
3 (3rd ;‘Ner-‘lon‘ - Tul 1988 13 6.0  [Com Starch, Lactose Hydrate 2ranuie= FC29 A meals, 420g (2.5gx 168 packets) | 10.0 | 3.0 | 30 | 30 [ 20 | 20
- Y Kehwayakutun Inc. Tul 1983 = N 2ot 3 times
Chzugi Pharmaceutical Co., Ltd.
Bevised: Auz 2011 Kotaro Bakumondoto Extract Fine Granules (61AM)3831 MMagnesium Stearate, Com Starch, Fi before or between |500g
4 ';1“_5 - “)g Oct 1986 15.0 90 |Lactose Hydrate, Pullulan, an“:j N29 B meals, 2.5g x 189 packets 1005050302020
Version, Kotaro Pharmaceutical Co., Ltd. Oct 1986 Magnesium Aliminometasilicate Eramules Dor3times [(4725g)
Revised: Oct 2005 Matsuura Bakumondoto Extract Granules (61ANDA044 viscous |Hypromellose, Magnesium Stearate, befare or betwesn | 500g
5 (dh ;'erl;icvn‘- - Oct 1986 13 extract |Lactose Hydrate, Dextrin, Com Granules 29, Matsuura A mesals, 2.5g = 84 packets 100 | 3.0 j0 30 20 20
" Matsuura Vakugyo Co., Ltd. Oct 1986 1007 |Starch 2or3times |235g = 300 packets
o B e 5 Dt (B (61404044 viscous | P Hypromellose, IP Magnesium before or between |500g
6 i ';‘l’f; ;\imp; Ve T @ Fi Oct 1986 13 extract |Stearate, JP Lactose Hydrats, IP Granules (EK-29) A meals, 1 5g x 42 packets 100 50 | 50 | 30 | 20 | 20
: VKracie Pharmafiuﬁcal: Ltdr Oct 1986 10.0° |Dextrin, JP Com Starch Jor3times |2.35gx294 packets
TEIKOKU Bakumondoto Extract Granules P o
7 Revized: Qct 2011 "58:\'1[3:;789 00 44 Lactose Hydrate, Microcrystalline Cramul TEIKOKD 18 N Lefore meals, 3",."2 42 packet 100 | 50 5.0 30 10 10
(Sth version) Teikelu Kampo Seiyaku Co., Ltd. 0; thlT . N Cellulose, Magnesium Stearate ramies |4 - - 3 times 3-:_! x 7;}35: ii : - - - -
Nichi-iko Pharmaceutical Co  Ltd e 2 HE X 202 packels
. IR B"“"‘;:_“:;“{_JE““’“ Granulesfor| ) anpy3069 P Maznesiwn Stearate, IP Lactose before or betwezn igog(m o
g [Sevsed Aay SUTS eal Use Oct 1986 2.0 60  |Hydrate, Sucrose Esters of Fatty Granules | TSUMURA/29 A meals, JrELEx 1005050302020
(6th version) Oct 1986 Avid 2 or 3 tm 3.0z x 42 packets
Tsumura & Co. i or e 3.0g x 185 packets
*: correspond to 3.0g of dry extract
Table of Indications
A Coughing with a hard, obstructive sputum, bronchitiz, and bronchial asthma
The following symptoms of those patients with hard coughing accompanied by redness of
B face, a small amount of vizcous sputum, difficulty of expectoration, cccasional bloody
sputum or thirst due to hot flush and sensation of foreign body mn larymx:
Bronchitis, bronchial asthma, and cough in chest disease




Component Ratio

® [ 2 £ |3 | 212 |28 |E
= o 3 @, = = 5 =
o = & = = < g 5 g
g - 2 g = 3 &
. E = =y ~ [=]
Packaging = E— f_(_‘g %U =1 g
2 = S
[¢"]
500g 9
300 packets (2.5g/packet) 6.0 4.0 1.5 3.0 3.0 3.0 2.0 2.0
500g 5
210 packets (2.5g/packet) 6.0 4.0 1.5 3.0 3.0 3.0 2.0 2.0
500g
2.5g X 294 packets 6.0 4.0 1.5 3.0 3.0 3.0 2.0 2.0
2.5g x 42 packets
500g
750g (2.5g x 300 packets) 6.0 4.0 1.0 3.0 3.0 3.0 2.0 1.0
105g (2.5g x 42 packets)
336g(2.0g x 168 packets) 6.0 3.0 1.0 3.0 3.0 3.0 2.0 1.0
500g
3.0g x 168 packets (504g) 6.0 4.0 1.0 3.0 3.0 3.0 2.0 2.0
3.0g x 42 packets (126g)
3.00 x 28 packets
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bakumondoto, see http://mpdb.nibiohn.go.jp/stork

I TED,

« ERICEREFKENFOH TSTORK (KCONSORT)%E
SIAAL=(F=-LEERIFZE) .

Takata T, Motoo Y, Tomosugi N. J Integr Med. 2014

Nov;12(6):495-503.
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