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I. #
1.

EICR9 5|E

R DR
AENT AR F T I e EREEFR TH 5,

EX I VB EMHETLI10mg 1%, HETLRSHESBHRBE A EE L, HARKR OB
M OGRER T 152 0E L2 MRS 2 0 L, 1985 4F 5 J 14 HIZ/KRZ G L, 1985 4
5H 14 BIZ EliL7e, CGE¥EH 698 5 (M55 45 H 30 H) D& KRBHGE

RSP IEO7- 0, 201741 H 31 Ak z €% I B IETAELI10mgl 7°H [
7R UEACIERAYE ISR 10mg THIEE T | IZEFEOARZ1FT 201746 H 16 H Bk
FTEOENE o T,

mDARERN - HWEIEFE

AANTHARIEKFZHF 7 2 U HACIEBRIEE R CTH 5,

AFNT 1% (ImL) Fi2F7 2 bR 10meg 2563 5.
HERZREWERGEE R E LTy a vy Tnd,



I. AWMICEEI HIEE
1. BR5E4
(1) 4
FTT X ALY R AR SR 10mg TH[E T
(2) #4
Thiamine Chloride Hydrochloride
(3) AMDHEE
—4 D
2. —E&4
(1) 14 (4K
F7 I U biEREE (JAN)
(2) #*4 (ms4k)
Thiamine Chloride Hydrochloride (JAN)
(3) RT L
LR L
3. HEAXEIRHER

rgc\T/N\ NHZ(/S OH
l\J/\/ L\g_/ )
N~ N"_/ cl” * Hcl
CH,
4. FRXRUVSFE

7312 C12H17CIN4OS-HC1
& 337.27

5. {24 (ams4k)
3-(4-Amino-2-methylpyrimidin-5-ylmethyl)-5-(2-hydroxyethyl)-4-methylthiazolium
chloride monohydrochloride (IUPAC)

6. \RA4, M4, KBS KBE5ES
B4 X B, HWBTFT IV

7. CAS &S
67-03-8



. BRI HRE
1. MEEFENERE

(1) 88 - R
F O FE S THE i E DR T, I2BWIE2WD, XTbh TR RICBWW D 5,
(BRIZ W)
(2) Btk
HKIZEET0T LK, AH ) = ZeRETIc <, =& J — (O Iz vy,
(3) kiR
MR L

(4) AR (OBR) , R, BRER
@bt 0 £9245°C (45fiR)
(5) BAIEEMREER
M ERR L
(6) HEFRY
M ERR L
(7) DD XL REME
Adh 1.0g 27K 100mL (ZE L2 D pH (£ 2.7~3.4 TH D,
AREIFERZTERRO HILD,
2. AMHSGOEBEBFLHTICEITHRENE
M ERR L
3. AN OERRRE
(1) @S
AL DOKEHI KB T U v 550K, ~F Vo7 2 8D A U 7 L5 O 2- A F L
1-7m R ) = EMARVIBEHE L, B$AMRERET2 & 222 F-1-FmN ) — g
IFFROOENEIRT D, ZOENIFIEMEICT D LM, TAB VIEICRT EHOBENLD,
(2) SRS AT BRI BE I E 15
ARED AR "V ERBDBIARY NV IETF T R AR RRIEEERL DO AT K
NS 5 & &, MFEDANT FMUVIEFRI—EED & Z AIZEROREDOWIN A7 5,
(3) AN ALY VRIEVE
ARED AR "V ERBDBIARY NV IETF T L AR RRIEE L DO AT K
NS D & &, WHEDANT MVIEFR—EEO & Z AIZFERORE DI A7 %,
(4) EMERIS
A DKL D ENVE % BT D,
. MRS DOEEE
WKk v~ 757 ¢—
FRHER © SRR EEET
BEWE : 1-A 7 X ZVR T MU UL, Bifg, A% —, Tk =KUY VERK

N



V. ®#AICEY 5IEHE
1. #ik
(1) FRORF, SHREUVHER
K AKPEESHR
PR R
(2) BBERUAMEROpH, ZEEL, ¥E, HE REL pHESE
pH 2.5 ~ 4.5

R 0.9 ~ 1 (EBEREMIRIZHT 5H)

(3) ASFNOBFRPORBLEIEOERRVESR
EFR
2. WHIOMHERL
(1) F»ES (BERS) O
1% (ImL) FF7 I U EWERRE 10mg 5 AT 5,
(2) &y

WINEK wom W

FERAEA FERAEA

(3) BREDERE
TR U T LARE : 248mg/mL 0.11mEg/mL
VA=Y% - 355 : 5.92mg/mL 0.17mEq/mL
(4) BRABBEOHBRRUVBE
Y L2
(5) £t
MEERR L
3. FHFDRAEE
MEERR L
4. BER FHFOSBEICIHT HEE
Y L7



5. HADEEEFHTICETEIREN

(1) hnEREAER "
Kl O EINEERER (40°C, 6 » ) Z1To2fiR, F7 I IR ESHK 10mg TH
ETL 3EHE OfSE FIZR W T 3ERLETH D Z & RHEI S vz,

OF 7 I AAERRE TSR 10mg THEL] e [REaiLpe

. =R PRATHIM
I TE
HEHA H BHIaRT 17 A 35 1 6 5 1
PEgR GC2501
. . GC3001 1A [F A2 [F) A2 Bk
EAEHORKR TH D HC2401
s GC2501
ﬁ';js%_ GC3001 SRy - SRy A4
HULBG HC2401
H GC2501 3.16 3.23 3.26 3.19
P 9 545 GC3001 3.15 3.21 3.26 3.31
: : HC2401 3.18 3.23 3.27 3.19
BFEER EESERICET S | gC2501 0.98 1.0 1.0 0.9
) GC3001 0.99 1.0 1.0 1.0
0.9~1 HC2401 0.96 1.0 1.0 0.9
) N .
5mL LL (5 il DA E) HC2401 5.33
- GC2501
NN E:
Tﬁ%%z%@ GC3001 A A GES R
B HC2401
N GC2501
Tﬁ%ﬁg@ GC3001 A A GES R
" HC2401
GC2501
TR R GC3001 WA — — BEREy
HC2401
- GC2501
T
T GC3001 A - - A
=Hit ¥
H e e AL e HC2401
aB (%) % GC2501 109.6 102.8 104.2 105.4
95.0~115.0 GC3001 106.5 103.2 105.1 104.8
: : HC2401 102.3 104.6 104.5 105.3

X FRBIIHT2EAER (%)

(2) REREHER"
OF 7 I UHEACERAE ISR 10mg THIE L) EHIRAFRER 25°C - 60%RH [ A& oliEeE]

- = b PRAFHAE
e H o
&5 BH A 12 » A 24 5 f 36 » A
PR — - - -
€5 VB B D HN0801 G 7 e A /2 B
pH
9 545 HN0801 3.28 3.23 3.15 3.20
S (%)
95.0~ 115.0% HN0801 104.4 103.9 99.7 102.0

% RARCHT B ERE (%)




(3) AREMSER"
RIS AOEITT (89 1000Lx) , 5 H (120 FERE) RRE, 25°C

- BRI

S8, pH, EEDIEIZ OV TRlR & i

@ : 0.1mol/L HC1l 10.0mL

20.1mol/LL NaOH 0.5mL

<FRBRfE L >
BR hA 1H 2 H 3 H 4 f 5 H
A8 40 £0 P A 40 £0 P A 40 £0 P A 40 £ B A 40 £ PB A (5 ek B
pH 3.2 3.2 3.2 3.2 3.2 3.2
a8(%) 104.4 104.6 104.9 105.4 104.8 105.9
FATH (%) (100) (100.2) (100.5) (101.0) (100.4) (101.4)
6. BREORTEN
BA=RANA
7. #FIEDEEEILL (WEEEFENEL)
(1) pH ZEEERER?
0.1mol/L
e =k} HCI(A)mL ook B 21
Gl pH 0.1moyL, | i PH 1 G
NaOH(B)mL
(A)10.0 1.12 2.08 L
10mg/mL 3.20
(B)0.5 9.05 5.85 BZE-RE
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
—D @— BRZ-iRE
1.12 3.20 9.05



(2) REELHK"
Al K OV e

i 1 200C~24C

AL 22%~36%RH =NHOL T

F7 I AR RS 10mg TR ET] (ImL) & Ak ORCA 2 iR

Bl Am (K& BT Bic & 7% Ot F

(Rl 40 %] T LRRENIER G 4 W5 8 W] 24 FEE] 48 FFH]

M ER AL (500mL) P45 M | e | meEs | EaEs] | mEaEy
[ 5 i) pH 4.86 4.85 4.85 4.90 4.90
FEA73(%) 100.0 100.4 100.2 99.6 99.9

5%~ K8 (500mL) P4s ) MR | M | EEEE | EaEl | R
[ | o ] ‘ pH 4.27 4.28 4.27 4.30 4.33
A7 (%) 100.0 100.0 100.6 99.3 97.6

VY 4T3 B (500mL) P45 M | e | meEs | EaEl] | oy
(i3] ‘ pH 5.10 5.11 5.11 5.11 5.11
FEA73(%) 100.0 100.1 99.4 98.6 97.9

UL 2 3A (500mL) P4x ) MR | M | EEEE | Bl | o
ratem ‘ pH 5.78 5.82 5.83 5.84 5.84
FEA73(%) 100.0 99.9 99.1 98.2 97.1

KN i 3B (500mL) P45 M | MEEE] | meEs | EaEl] | mEaEy
(43 16] ‘ pH 5.33 5.34 5.35 5.35 5.36
A7 % (%) 100.0 99.5 98.9 98.4 97.0

42— R (500mL) S8l M | e | meEs | EaEl] | mEaEy
[en bor M ELER ) 1] pH 4.86 4.88 4.88 4.88 4.89
FEA73(%) 100.0 99.6 99.2 98.6 98.0

% r—v DIk (500mL) P4s ) MR | M | EEEs | EaEs | R
A e pH 5.39 5.40 5.41 5.41 5.41
" A7 % (%) 100.0 99.5 99.6 98.4 97.7

8. £MEMHBE
AL LR

9. RFIPOAYAS OHERBHARE

5, AN

AR OKEIEIZ AR LT Y 7 28K, ~F 327 2 8MDEED U o L3RG RN 2- A F L
1R = EMZEVIRERE L, SAMRERET 5L 22T -1-T e — L8
THFHRODOENEIET D, ZORNITIBIEICT D EHZ, TA0 VMEICET SO S,

10. HEPOFMESDEEE
Rk~ 7o 7 14—
Fr AR« SN EEET
B8 : 1-A 7 2 ZVR T N UL, Bilg, A% —), Tk bh=hUVEIK



11.

12.

13.

14.

balil

A% L7

BEAT DARETE D & 5 R

AR L
ERMSDEGRS - SRR CRRICEY S1ER
BN

T Ot



V. ARICET HIEH
1. REERIIFIR
(1) B4 2 Bi RZIED TR ONE
(2) BX Iy BiOFEENHEKAL, BFENOOEBIDAH0R2BEOM (HREMEREE, HFARIR
BERETUMENE, ALpENs, 3L, 130 LW RIRS @R &)
(3) W x)l=v Kk
(4) ML
(5) FRUEAEDHI L, BX IV BiORZ UIRBEIEENE ST 5 EHES NI HE
PRI, AP, BAETE, ARRYARRK - KRR, ORI E
(5) DOESITH LT, ZERNBBODIZARICOIZ > TEREMBHTRE TR,
2. AERUVHE=E
F7 2 Ut bRt & U C, lmE AN 1 H 1~50mg & 2T, AN SUTERIRN EST9 5,
7E, S IERIC L 0 E TR 5,
3. ERERRE
(1) BET—2NRwH5—=
NG R L
(2) EBRERZHE
MG R L
(3) EapREEHRER
M ER e L
(4) HFRMIFER
MG R L
(5) HRETHIEAER
1) BELALELETHERGHEER
MG R L
2) LB
MG R L
3) REHHR
M ER e L
4) BE - WEARER
NG R L
(6) AEMMER
1) EABERE - REMARERE FHIHAE) - RERFTREKREER (MRRERKGER
NG R L
2) RBEHLLTERETENDABIIRME L -HBROBE
YL



VI. EXEEICRET 5IEE

1. EBEZENICEEDHHELEMRITILEHE
B4 I Bl

2. ¥E{EA

(1) EREREL - FERBE
F7 2 1% ATP 7#7E FIZ thiamine diphosphate (2 # L, AB{EH A H b3, BE, 7=
AMEVE, BREREC, F72, TCA A 7 VO E L CTEERMELZ DD ELE VO
Wi ERER S TCA VA Z VIND o -7 s 7V VRO BURBESSIZE S L Tnbd, 72, b
TR T —EBOMiEER & UTHRNEY VREIE T O RHCEZR A L5 LT
%

(2) EDEEMFTLERAE
NG R L

(3) {ERRBRRE - FrbbmE
MR L

10



VI. ¥MEhreicBis 5I8H

1. mAREOHT - BlEE

(1) AREEDGIDRE
MBI L

(2) BRELPRETZERR
M ER e L

(3) BRABRTHRASI N -IHRE
MBI L

(4) s
MBI L

(5) BE - tAEOEE
M ER e L

(6) BEHE (REaL—Y3V) BIICKVHEALELENEABSIRESER
MBI L

2. EMEERN/NTA—4

(1) BHAE
MBI L

(2) RIGEEEH
MBI L

(3) "AFATFRLFEYT«
M ER e L

(4) HEREETEH
MBI L

(5) VU7 VR
MBI L

(6) HMEHE
M ER e L

(7) hEEAHKEE
MBI L

3. RN
MBI L

4. S

(1) mik-fxEEFEi&E
MBI L

(2) mik-RaEERIMEEME
M ER e L

(3) Air~DBITH
MBI L

(4) BBERAOBITE
MBI L

(5) ZDhOEB~DBITHE
M ER e L

11



5. K&

(1) HKHEELR UK EER
M ER L

(2) KEICEEET 5B% (CYP450 %) D4 FiE
M EE R L

(3) MEEBNROEERVTDEIE
M EE R L

(4) KEPOFEOEH/RRULE
M ER L

(5) FEHRHMORERN/SA—4
M EE R L

6. itk

(1) HEtEREI R UHERS
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