2010 = 2 A ST (eRTH 2 hi)

EELRAVAIEL—TH—L

HAJRBE AT 2 o IF e E5E 2008 (ZHEHL L CTIERL

T XL UEWR

PAV NG

AZULENE GARGLE SOLUTION 4% [KENEI]
(T AV AR T N U 7 LoKFndEAl)

il 7% | it

WA o H K 4 | s

BB & B | 1lmL A 7RV RV CEET U Y LK) 40mg G
. i 4 s 7 AL ZVRCEET Y U LK (JAN)

¥4 : Sodium Gualenate Hydrate (JAN)

P ST~
& B

BE R e KRR A B | RERFKRFEA B 2 200843 14 H

e dR | EAMAEAVENEEH B - 2008427 H 4 H
£ H B3 % HF£ H H :200042H4H

PR - RUERTe (EA) | BGEIRIETT « RSt
- iR - ke AR | 8 T ARV =3 v 7Rt

R SR L 2 2 0T e

B v A& b &

AARY =3 v 7 Rt % S EHm=E
TEL 0120-893-170 FAX 0120-893-172
IR BEARE A T AR— L=

http://www.nihon-generic.co.jp/

O

H AR AERS S 7 3 75 87226

A TF 1% 2009 4F 9 AVERR OIS SCEOFTHEHIZE S ZERR L=,
BHTOUSH CEB I, ERLEREESRERIEMER — A —
http://www.info.pmda.go.jp/ 12T ZHERL 72\,




—&<L—
I. HBZEICEd 4EA

1. ﬁ,ﬁ%‘é@ﬁﬁ{i ...................................................................................................................... 1
2. BUILDTEIEETFI « BRI ERTE < e 1
I. A#ICEY 5HRE
1. E&J’d_i% ............................................................................................................................ 2
2. *Q% ............................................................................................................................ 2
3. %iﬁiﬁﬂliﬂ?ﬁﬁ ............................................................................................................. 2
4. ﬁj\%fﬁ&()\ﬁj\%% ............................................................................................................. 2
5. ,ﬂ:'—%‘»% (,ﬁ%% (f) ............................................................................................................. 2
6. TEHA, BUA, BRI Bl g oo 92
7. CAS ﬁtﬁ%&% .................................................................................................................. 2
II. ASICEET SEE
1. %ﬁ{t%ﬁqlrig ................................................................................................................ 3
2. ﬁ;ﬁﬁkﬁj\@%$§%'f¢?a:k\“— Z)fﬁiﬂ'l\i .................................................................................. 3
3. ﬁ;ﬁﬁk%@ﬁﬁ%@%ﬁﬁﬁYi ....................................................................................................... 3
4. ﬁ@ﬁk%@ff%(i ............................................................................................................. 3
V. SFIZEY SRAE
1. %[Jﬂ:g ............................................................................................................................... 4
2. @(J%U@%Eﬁk ...................................................................................................................... 4
3. mﬁ#/ﬁﬁ@ L-’C@ﬁ\)}ﬁ—g—é@%”@g)ﬁ@/ﬁ ..................................................................................... 5
4, BEIBH] LA O A B IT I B I -+ v oo e e 5
5. %%U@%fﬁ%{tr?ﬁlﬁﬁ- éﬁﬁ‘l\i ........................................................................................ 5
6. {gﬁﬁfﬁ D fﬁ'ﬁﬂé ................................................................................................................ 5
7. ﬂﬁ%ﬂ L @@E/El\zlé,ﬂ: (%ﬁ{h?ﬁﬁ%j{h) .................................................................................. 5
8. {guu:llilé ............................................................................................................................ 5
9. E#@‘?E@%ﬁgﬁyf ................................................................................................................ 5
10. ;@%IJEPODH@JEE%ODEE%E%Q%& ........................................................................................... 5
11. @%ﬂup@ﬁgﬁ&%@ﬁ’%{f ................................................................................................. 6
12. j]ﬁﬁj ............................................................................................................................... 6
13. Yﬁij)\—é—%)ﬁfﬁlé;l‘i@&)é%%q:@ .............................................................................................. 6
14, V59 BN LB R SR IC BT A EE - 6
15. @J{%ﬂﬁ ............................................................................................................................ 6
16, Dl oo 6
V. ARICEEI SHEHE
1. @Jﬁg ﬁi@% ................................................................................................................... 7
2. Jﬂ{f))‘zo\)}ﬁ% ................................................................................................................... 7
3. ﬁﬁﬂiﬁk%ﬁ ......................................................................................................................... 7



VI. EMREICEHT SRR

1. %fﬁi[ﬁ’j&: Bg@g@ ,;Z){t/a\ff@ym:{t/a\ff@gi ............................................................................... 9
2. %@ﬁgﬁﬁ ......................................................................................................................... 9
VI. EMEEICET SEE
1. mqu)i%r@%% ] E/f ................................................................................................... 11
2. %;F@ %};uﬁﬁ /]/\7 B AR R 11
3. Iﬂl«lﬂ .............................................................................................................................. 12
4. ﬁj\ﬁ .............................................................................................................................. 12
5. fﬁ%ﬁf .............................................................................................................................. 12
6. Ehﬁ- .............................................................................................................................. 13
7. @T‘E%Ki D A g ER vt 13
I. 2£#% (FRALOZEESF) ICETSHEE
1. %?kd:[jqjgk D) B g v e e 14
2. **E‘Wﬁ&%@ﬁﬂﬂ (EEU*}RE‘%@@) ............................................................................. 14
3. )(j] ifj‘]% L%@—é‘é{ﬁﬂ%i@@gﬁ&%@ﬁm ................................................................. 14
4. )ﬂ¥£&0)ﬂ%ﬂl&ﬁ@j—é’f§)ﬂi@?}%& %@£$EE ................................................................. 14
5. ‘IEETQ@V\]E&%@@E ................................................................................................... 14
6. EEC@%KE’JE%’T Ll %@ﬁﬁﬂﬂ&(}ﬁ&ﬁjﬂﬁ .......................................................................... 14
7. *EEVEF@ ........................................................................................................................ 14
8. E'HM/EFH ........................................................................................................................... 14
9. %%%’—,\@&5 ............................................................................................................... 15
10, BB, PRI, g gl e a0 e oo eeeeemee e 15
11, 7N A D G et e ettt e 15
12. E’:uu ﬁﬁﬁfﬁt% _& ij—a&fﬂfi ................................................................................................ 15
13 ]@%&5 ........................................................................................................................ 15
14 JJ@JEHJ:@/E% .................................................................................................................. 15
15, DD ODTE TS «+vvv v eeeeemm e ee et et 15
16 %@{m ........................................................................................................................... 16
X. JEERERSERICBT HIRE
1 iﬁﬁ%ﬁ ........................................................................................................................ 17
|~ nﬁ:};\% ........................................................................................................................ 17
X EEMERICEYTSEHE
1 ;\:ﬁﬂa—” lz‘ﬁj\ ........................................................................................................................ 18
2 ﬁ;ﬁ/ﬂ;ﬁ[ﬁy@i{i)&ﬁﬂﬁgﬁ ...................................................................................................... 18
3 I L o e R PR PR ERTRRRRE: 18
A, FEFUBHRUN L ODTE TR JL «oeeeeeeerereremee e oo 18
5 7?(% %ﬁ; B 4 ettt ettt 18
6 /ﬂ% .............................................................................................................................. 18
7 ;"é?””g)j: i’g ..................................................................................................................... 18
8 ﬁ*ﬁkﬁj\ ﬁ;‘%i ............................................................................................................ 18



9. E%%%ﬂ:%fﬁﬂ o R R R RRE 18

10. @ﬁ/ﬁ&ﬁ%g@fﬁﬂ E&Uﬁ(?@x%% ....................................................................................... 19
11. %{ﬂﬁ%ﬁ@l&ﬁkﬁﬂ [ R TR TR, 19
12. ;ZjJﬁE fi;ﬁ%ﬁj}ﬂ, ﬂ%{f&@ﬂ%%%ﬁﬁﬁﬂ%@fﬁﬂ E&U\%@Wﬁ ......................................... 19
13. E%E%%’ ﬁngﬁﬁ%%{&%ﬂiﬂ H&U%@Wﬁ ................................................................. 19
14. ﬁ%ﬁ/ﬂ;ﬁﬁﬁ ..................................................................................................................... 19
15. &%/ﬂ;ﬁfﬁfﬁ”l}ﬁ@%%a:%j*étrﬁiﬁ ....................................................................................... 19
16. %*ﬁj»—- R vt 19
17. {%I@%ﬁ{#i@/}ﬁ ............................................................................................................ 19
X1. x#

1. %Iﬁﬂjﬁﬁ'@k ........................................................................................................................ 20
2. %@{m@;};%j@( ............................................................................................................ 20
XI. S&5&H

1. Ef&%f@%\éi—é%{ﬂ ...................................................................................................... 21
2. {ﬁﬂﬂ:%ﬁ'éﬁ%%j{ﬁ%‘f%%& ................................................................................................ 21
XI. {#&

%0){&0)%5@%#’, .................................................................................................................. 29



otdoboooonn

1nogooo

gobooboooobooboobooobooobbooboobboobooobooboo
gobobobobobobobobobobobobboOoboboboboboboboo
gooooo
gobobobobobboboboooooooooooooooooooo0 awvO DO D
gbobobobobobobobob o3310150000 17Dh 30 310 O0bObOD
gobodbooboobboobuobboboobboboobobooboobobod
gopbooboooob 200 s0bU00bOOO0ODbDO 200 90000L0O0OD0DbDOODLOO
22020000000000000000000000000

000b0o0ooooobOooonn

giliouodgbobgoobooobboobooobobooboooboobboooboobobon

02000000000000000000000000Y0

030 0000000000000000000000000000000O0OYd

g4000000D00DOO0ODODOODODOODODODOLOODOLOODOOODLDODOODOOD
uboboooboooobooao

gs00gpobooboonobooboooobogn

UeOO0OOD0OD0ODOOODO

g7boobobooboobboobooabbooboobooan



otdoboooonn

mnoao
uinoooooboobooobooboon

020 00 0AZULENE GARGLE SOLUTION 40 0O KENEIO

g3ooooooobooooooooooobooobobooboooobooboooooboooo

20000
0100000000000 00000000000000OdJAND

02000000000 Sodium Gualenate HydrateD JANO
O30oooooo

Jpooooooaan

oooo
CHg iosNa
i h _\ - H20
HiC.. == CH4

HaGC™

A000000000
00 0O 0 CisH17NaOsSO H20
gooaoals.36

s00000O0oan
Sodium 1,4-dimethyl-7-isopropylazulene-3-sulfonate monohydrated IUPACO

el 000 OoOooOonooooon
goboodobooobooobboobooan
googooog

acAsStonono
116277-75-90 0 0 0 0O
6223-35-40 0000



oboobobooodood

goooooooooooooooooooooooooooooooooooooom

nmooooooa
oiooooono
gboboobooboboobooooobooobbooobooonbog

20000
ubboobooobobooobooboooboobooboboobooboooboonbooo
gbobobobobooboboboboobobooboboobo

g30oono
ooooboo

U40000000@MO00000
oooooo

gsoooooooo
oooooo

gedoonon
oooboo

gr7ooooooooon
pHOODOODOOO1-20000 pHO e009.00000

ooo EX

1lcm

(568nm)19.8500 20.651 0 0 0 00.02g0pH7.0 0 0 0 0 00 0 O 0100mLO

00000000000000C0O0aO0
oO0ooOoooooooo

Jpoooooooooo
gboboobooboobooooboooooooooon

A0000004ao0od
gboboboboboboboooboooooo



otdouooonn

mood
oiipmooon
ooo

d20000000000D000
oboobooboob

g O01mLO0 O0OOODOOOOCOODOODOOO 40mgOOO

0 gbobooboobobobobo

g3gooooon
oooogo

g4b0donO
ooood

Os0pHODCOO0ODOCOOOOOOO pHOO
pHO 6.50 8.5

geoooon
ooood

2000000
Diooooo@ooo)yooo
ImLO OO0O00O0OO0O0OO0O0OO00D00O0 40mgO00

20000
gobodgbobouoobboobboobboobuoobbooboooboooboboooo
ooboooooan

g3odobooonoooooo
ooood



300000 00OO00O0OOO0oOOooan

OoobOoobboOobooooboobboOoool1bD 40emg4D6e 00 0DOODODO 100mLO

gbooooboobooaoo

A000000C0O0O0O0O0bOOoOonn
ooooo

su000U0o0oooooooog ?

0oooooo oooo 0o
D0000000000DO0O0OOn
400 O 750 RH O0000000000D0O0O0OOn
0000 00000000000 DOO0O0OOn
boon 60 U (Qoooooooon) |E0000000000000000
(0oooosooon) Oooooooooogoooooog
0ooQ
q00o a0 q00n D00000000000O00000
O0000000000D0O0O0OOn
00 1200 LuxO hr | QO000000000) |goooon
eooooooong ?
000 ooooooo o000 0o
oo HOOOOOOOOOOOOOOO
100000 oooo@o) | P
(0.15—100) D000000000O0DOO0O0OOn
40 (O00000) |goooooood
goooo.ooe0 OO
7000000000000000000
0000000000000 O000000 30
sooono
opoooo

onoonoOoooon
ooooo

ooooooooooopboooo

gb4000000000000000000




l1oo00o0oo0oooooboaooa
gbobodbooobodgboooobuooboon

12000
oooon

wpBoooooodooooogan
ooooood

uoooooooooooooooooao
oooo

mwoooo
oooood

leCoon
oood



otdouooonn

1nogoooo
gboogoobooboobbooboobbooboo

20000000
oobobooobbouobooooboobboOonool1b 40emg406 00 0ODOODODO 100mLO
gbooooooboooooi1ooooooooooooooooooooooooon

sooood
oioooooboonoooo
oooog

ga2o0o00on
gbooogo

g3oooobooooogooo
oooogo

g400000ooooboobood
oooogo

gsonodonn
100000000n0o0o0an
ooooboo

200000
oooogoo

3sooogno
oooobgoo

4000000000
oooobgoo



geOoOOODO
0000000000000 bobo@moooooooboooobooooooong
ogooooo

000000000000 0obooooooboOoOoboooan
oooogo



odobooooodoon

lDood0o0OoooodoboOoobooooDo
OO00oO0oO0ooboooobogoo

200000

niooooobooan
ubboobooboboooo
gboboobooboboobooobobod

U200donooonoooon
10000 carrageenin 00 000000000000 DOOO0OOOODODOOOOOODOOOO

goboooobobooobboobbuooobooooboboooboboobobooboboon
0000000000000000000000000000 90

200 0000000000000000000OO0OVY
gboboboboboboboboboboobobobobobbobOobbooDbo
gobodgboobobgooboaobobboobouobooboobobbooboooboo
gobodoboooboboobooobbooboobbooboobobooooonooo

OARETIVICH T HARBIREER

100 mean+S.D. (n=10) oooo
Oo0DO00O00OO0O0OoDooloononon
50 0000000000000 00O0
I j;;§* 000000000 0000O00O0O00

60

010 50pul/animall 00000000
gobooboooboobd 2mghiO0O 1

e
10 *
: %%ZL// 020070000000000000
0 00000000 0000000000
;g/éZZP/ - oooo

1 2 3 4 5 6 7
ek H & (R

‘ —A- R RCERLER) o= TALLINRWIEA% e — ) % iR ‘

() f&HF

*:1p<0.05,**:p<0.01 OOOOOOOO TukeyOOOOOOOOOOOOOMM
0000 @mm2)O 00 (mm)x 00 (mm)

O000000000(mmd0000000000O00O (mm?

0000000000 (mm?2) x 100

ooo@)o



300000000000 o0oUOoOoUDUoOoUoooUooOgY

goobobbbuooooobobbooooobbobouooooobbbooooooo
gobodmgogbbooboobobooboobooobooboo@mooobomao
gobooooboobbooboobooboooobboobooboboooobooooo
gboboboboboob

ORMEEHDE S RBETEETIVIC

g HHRER

mean =S.D. (n=10)

0.30

*%

|—

*%

0.25

0.20

3
3 0.15

I3
0.10 |

0.05

0.00

MRCER A T OPV A%

Moy x—

et O]

good
goboobooobooboobooobon
000 50ul/animall 00000000
gobooboooboobDO 2mgh0 0O
ooo400000000DbOO0O0O0n
gobooboooboooboooooon
goboobooobDoos%tbooooan
goboooooboooooooon
S5mol/L OO0 OOOOODOCOODOOODO
oo0o0o0ooboooooooooo
gob eoonmdOognOg

**:p<0.01 00000000 TukeyOOOOOOOOODOOOOMM

g3ooooooooooon
gooobgo

10



odobooooodoon

lnogoooobooooo
oioooooboonoooo
goood

0200000000000
ooood

g3oooobonoobooboono
ooooo

4000
ooooo

gsooooobooodn
goood

gebodooooooobOoOoboboOoboOooboOooooOoboOoboooon
ooood

2000000000000
gioooooooooooon
ooooo

o20oooooo
ooood

g3aoooooooooon
ooood

040000000
ooood

gsoodoooon
ooood

11



gecoOnOnO
ooood

grooooooon
ooood

300d
googn

4000
nimoo—a0oooan
ooooo

D2000—-0000000
ooood

g3ooooooo
ooooo

o4ooooooono
ooooo

gsooooooooooon
ooood

5000
gioodooooogoon
ooood

D200d00oO0oooooceyp4s00 00000
goood

o3nbodobooooooboooooo
ooood

U40000obonooboooon
ooooo

12



osooooobooooooboonoaon
ooood

6000
gipodoooood
ooood

gz2000d0
oooogd

g3nooon
ooooo

mooooooooao
oooon

13



obotdoauobooboobooboboonon

oooooocoood
oooDoo

000000oooOoboobooDooo
goood

su0dnoonoonoooonoooobooonoonoon
oooon

i000DO0DOoDOooobDooobooooooon
oooon

sooooooooooon
oooon

elb0oOoooooobooobooooooo
oooon

mogod
giioooobooaon
ooood

020000000000
ooooo

sooon
oimoooooo

goboodboogoooogbooooooaobobgoboooboogogooganon

020000000000D00
ooood

14



g300O000cOooon

oood
o od gbooooooooooooon

4ooboobobobobobobonoonoon
goooo

osofodooboooboobDOobobDOobOobDOobO0obOOoboOonoononon
oooobgo

gedbooobooooboobonoobonad
oooogo

oupnooooono
oooo

ooooooooooobooooo
oooo

l1oooooooo
ooogd

20000000000000
oooon

wBOOoooo
oooon

Hoo0oaoao

gobobogobboobobobooobobooobbooobbooobbooobboooboo
gooooon

lwooooooo
ooog

15



0000
oood

16



odobobodoododdd

oogoa
iooobooboomobooooboooooooooon

20oooooooo
gooobgo

o3moooooon
oooobgo

4000000000
oooogo

200000
oimooooboood
000000000000000LDso” ™0 mg/kgO 5

oo oooo LDso

_________ 00105

ooo | 00 o 1540
RN 145

_________ 00|10

ooo | 00|88
RN 520

U0 LDso 500000

g200doooood
gooogo

o3apoooooood
gooobgo

n400000n0oooad
oooobgo

17



odobobodoododdd

oogoa
ogo

200000000000
goooos3ouoooooooooooog

sgOoooooon
gboobogoobooabood

iA00000D00D000O0
mioooooboooooooo
oooo

m20o0ddpboooboo0obooooboooboooooon
gboboboboob

suoooan
oood

60 0 O
5mLx 100 10mLx 10

mmoooaon

RN HRN gooooood

5mLx 10 gooooon ooooood

go0oOO0OoOOoOood
gboobobooboobboobooboobbooboooobooboo
goboobogobboooo4bonn O
goooooooooooooooogoooogooooooooobooog o

onnooonoon
0o

18



ooo0000O00oO00D0OoO0ooO
gboobogobgdabozoo80 30 140
0000 0O22000AMX01392000

1npoodoogooan
20080 70 40

oooooooooOooDoOooooOooOooDooooooDOoOoDo
oooon

poodobooooooboooboooooooooo
oooon

14000000
oooon

oo0oooooooooooooo
gboooobooboboobooboboobooooboo

leuoooon
oooobooonbg
RN HOTO9OOOO goooooooo
goooobgooboo
5mLx 10 118763201 2260700F1102 620008235

wvooooooood
gboboabboobuodgboobobgad

19




ooon

oogoa

() 00D0000O0O0 000000000000 0000000000000000000
ugoo

(22 00000000 00000000000 000MO0000MO00000o0ooon

(3 00 00 0O0ODO000000000D000000000000OCAKGOOOOOOO
goboobognD 190 300 19601 2020 19930

(4 00 OO0 ODOO0OO0OOO0OOOOOO0O0O0O0O00O0 O000000000000000
250 1017 10 60 19830

(5) REGISTRY of TOXIC EFFECTS of CHEMICAL SUBSTANCESISTNI 2009.12 0 O [T

2000000000
ubooooboaoobg 2002000002002
gbobobobobobobOobobd2ooed

20



oootuon

ooooooonoooon
oooood

2000000000D0C0O0
gooooo

21



ooon

ooooooono

22



	Ⅰ．概要に関する項目
	Ⅱ．名称に関する項目
	Ⅲ．有効成分に関する項目
	Ⅳ．製剤に関する項目
	Ⅴ．治療に関する項目
	Ⅵ．薬効薬理に関する項目
	Ⅶ．薬物動態に関する項目
	Ⅷ．安全性（使用上の注意等）に関する項目
	Ⅸ．非臨床試験に関する項目
	Ⅹ．管理的事項に関する項目
	ⅩⅠ．文献
	ⅩⅡ．参考資料
	ⅩⅢ．備考

