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U 7 RS (2015 4F 4 A BLAIAIBERE ARSI RINAOF) AIGE T & L CTlRGE STz,
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K%V E T AEA R SE Smg INPI), VLT LB AR SE 10mg [NPI) ([ZZE L7,
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IV BT AN A SRR ERL & O IRIEEDS MR SN R EIL TH D,
(13 E&H)
(2) RHRE (HEB IHHIE S OB 5 IR IS PE D RHREIRERL ) C#ESE a5, (10 EZ )
(3) AL F RRAE T2 2 O FIE F S8 BB 23 I ffe & 72 2 J 4 2 580 L T 72 W, R RIER
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VIV ET A EESE 5Smg TNPIL
YL ET MEAERKESE 10mg TNPLY

(2) *4%
Zolpidem Tartrate Tablets

(3) &/FMDHEX
— x4 (T AEAERE) HAE (88 +&& (Smg, 10mg) +J=5 (INPI))
7E) NPI: IRGES4ETH 2 BRI KSR S

2. —iB%

(1) & (dfi%)
VIVET MBEATRE (JAN)

(2) F%& (8%
Zolpidem Tartrate (JAN)
Zolpidem (INN)

(3) RT L
hypnotics/sedatives,zolpidem derivatives (JER/SEFRAI. V' /L ¥ LFFEIK) : -pidem

3. MR XETiR

o /N
" N/ CHa H, OH
HaC _ _COzH
0 + HOzC g

H OH

PN

HsC CHs

4. HFRARUVOHF=
453 1 (C1oH21N30) 2 + C4aHeOs
S8 764.87

5. L& (a%&i%)
N,N,6-Trimethyl-2-(4-methylphenyl)imidazo[ 1,2-a]pyridine-3-acetamide hemi-(2R,3R)-tartrate (IUPAC)

6. BERA. A&, KBS, ES&S
Bl AR L ET L

7. CAS &} &ES
99294-93-6 (Zolpidem Tartrate)
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RRIEITIT K, =& 7 —)L (99.5) XITHEKEEEEICIEITIZ W,

0.1mol/L ¥ sl (2 1T 5,

AfRE (37C) Y

Kl

-
—

it VAR
pHI1.2 10mg/mL L |
pH4.0 10mg/mL UL E
pH6.8 4.7mg/mL
K 8.9mg/mL
iRt
BRI L
MR (DER). BR. BER

R L

ERIE HARRE T 4 Y
pKai : 2.84 (I/LRF 5
pKaz : 3.96 (B /LA F 3k
pKa : 635 (A I XV —)LE

HEFH
AR L

ZOMD E LR EE
WEYERE (o) b §9+1.8°

il 7B 1)
{ifl 7B 1)
il 7B 1)

(1g. NN-PAFAHRALLT I R,
HEWEYERE © Eem (237nm) =676, Ei (294nm) =375

2. AT DEREUHTICE T HREN

KL - ThHRAIZHEBA LD,

3. AR DHERRERE

AASER S [/ 06T MBS O

4. BRASDEE]

AASR Y [V EF MBI OERIEC LS.

20mL. 100mm)

ABREEIC L D,
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(4) pH, BBEEL. #HE. LLE. BEEOERUVRER pH 5%

L7z
2. RAIDHERK

(1) EMEn GEERD) OFE
YVET AEAREESE 5Smg INPL @ 1§89 (RJR) YAV ET ABEAEE Smg 5 FH
YVET AEAWEESE 10mg INPL - 18 (HR) Y vET AEARE 10mg 25 F

(2) &y
MR, WL —2 Fo ) a— At R YA E Fexi o krn—
AL ATTV VB IR UL e An—A vruaad—) LT BlbFE HHE=
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(3) Z0ith
BB L
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pIIPEERY
B AL AL EERLEL 2 D 72 EEAER (40°C, FXRHEEE 75%, 6 % A) OFER. YL ET Al A EREE
5mg [NPI] KON L BT A AEAESE 10mg TNPL |38 % O HSiE FIoB\W\WT 3 EMLET
HDHZERHER ST,
RAFSAE - 40C+1°C, 75%RH+5%RH
SHERFRR - PTP/ & — a3/ 405

ABRIE B KOS -
AEATH H Hiks
PR KEITENTZNTE WO R EERAY D7 4 Vv ha—TF 4V TEETH D,
Rt AR EREEIC LD RIRARZ NV ERIET H & &, HE 235~

239nm K O} 292~296nm (2 WU DR %759,
BH—E GE)—MERBREIT) L&, WAT D,
B 7K/900mL/ X R /LViE/f34y 50 [E#5/15 45 [61/80%LL

E & E8 : 95.0~105.0%
AR A
[V Ve AE AR SE Smg TNPL]
BRI H B AAE 1% A% 3n A% 6 » A%
PEIR 1 i 1 ]
TR BER 1 i 1 ]
K —PE T i
B Hi T ] i 1 i
TE 100.9% 100.6% 100.6% 100.4%
(1my bn=3D3 1y FDFLHE)
[V vveT NEA S SE 10mg (NP1 ]
BRI H BH A 1 » A% 34 A% 6 » Hi%
PEIR 8] ] i ]
TR R 1 ] 1 ]
K —PE T i
Vs H T i 1 i
TE 100.7% 99.3% 99.2% 98.9%

(1ay hn=3m3av kOFHH)

VLT MR SE Smg - 10mg [NPL ORFEITSRIBMAGED . FHBIRIZ3EThs, (X &
PR HEIRICB T 2THE | &2R)
TE) BEAISYEIL I ARAT

5. AEERVAREDREMN
U LA
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B EIR O EM R SRR T A KT A4 U EO—HEIZ DWW T (EIREHE 786 B TRk
1345 A 31 H) 1216V, BEERAIE O HZEEO g 217 - 72,
RER L BARKRS —ERBRE mHERE O RuiE)
BRI - 900mL  {EE : 37°C£0.5C
AERIK - pH1.2 : AASRT ST AREERER O 1K
pH3.0: ¥ 7= Mcllvaine OFEE K (0.05mol/L U »lig—/k3EF kU 7 A L 0.025mol/L
7 = RE VT pH 2 3H%E9 %)
pH6.8 : HASKG T AERBROH 2 1R
A BARIERS FERK
[BIRREL 5y 50 [Blds (=50 4 3RBRIK)
4y 100 [E#i5 (Smg $E : pH1.2, 10mg §E : pH6.8)
[V e T AEAEESE Smg TNPI ]
B FLUE
FEAERIAIA 15 Sy APNIZ Y 85%LL IR 32 « sBRIAIIT 15 3 LAINIC Y 85%LL F¥a
T 5, XL, 15 73128\ C, BREBRELA 00 L9 HH 2. TAR HE R oD S PR HI 3R = 15% D #iaPA 12

b5,
i S
TR (%)
V12 BN () \ e A B | e
e e D (%)
pH1.2/50rpm 15 100.7 101.7 +1.0
pH3.0/50rpm 15 100.2 101.5 +13
pH6.8/50rpm 15 98.0 98.7 +0.7
7K/50rpm 15 99.8 99.0 -0.8
pH1.2/100rpm 15 100.1 101.7 +1.6

AT O HERMFIZ IV TRERBLH DY 15 43 LIPIZ ) 85%LL BEsH L. AR ERGH) & 3R R
DI HEEETRETH 5 &HE ST,

120 ¢ 2
10 | st & & 8 * & °
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% n —s— LT L EDERETEme TP G — LT LB E EEne T NP
EEHE L o
el R e —o— AR, ne)
0 1 1 1 ] i i §
0 15 a0 45 1] an 45 fill
B3RS 73 B3R
pH1.2/50rpm pH3.0/50rpm



V. #ZZEid 5IER

120 120
0 | — 10 f . o
G an ok oAl
o o
£ g | Fo60 o
% % LS =
7w —e— UL T L BRERESE NP <ot o IET L BRERE S P
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“ —— LT L BRAAEE sl NPL
—o— {ZREBIENFER. Sme)
20
04 1 1 |
0 15 20 45
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[V vTF AEAEERYESE 10mg NP1 ]
) E LY
FEUERLA 23 15 43 LINIZ Y 85%LL By 35 « slBRBLANIE 15 73 LINIZ Y 85%LL Ly
T 5, XE, 15 31BN T, BRI 0 S HH = TAE HERLS) O S B PR 3R = 15% D #EpE 12

b5,
FER
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Vst At B () \ . Hiw(e;mg:ag%fg R
o DE (%)
10mg TNPI)

pH1.2/50rpm 15 99.7 102.8 +3.1
pH3.0/50rpm 15 99.9 101.4 +1.5
pH6.8/50rpm 15 94.4 100.0 +5.6

7K/50rpm 15 99.1 99.0 -0.1
pH6.8/100rpm 15 101.6 101.6 0

BT ORI TRBRA S 15 47 LIPS ) 85%LL Bis U, AR YRR & 5X5R RA
DEHZEIFRFETH D LfE S,
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1] 15 a0 45
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A RIZED DY L ET MEABEFEOFEHHRICES L TWD 2 E PR STV D,
R AARSER G R EHERERE (S Ruk)
BRI - K 900mL
[R5 < 45y 50 [Bl6R
TR RS 15 53 OB 1T 80%LL |
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