Ffizer

Bbs20252 %, 0 0.5 %,
Xanax Tablets 0.25 mg » 0.5 mg

0.25 mg f7 % 2 8 3 5.0212345%
0.5 mg #7F % & 5 5% 0211405%

1. Mm%

XANAX

2. EEESHEN

- XANAX Tablets (A T ## A 4¢)4£0.25 mg 0.5 mgZ alprazolam o

3. EIE

4. BRIRTE

4.1 JEREAE

BRIKAE -

4.2 FHiERE

AEAMBERESER

A e Z IRl R AR ERE BRI RAGRERT  FRRGHERA > AN ZE T ALEMERE L o —f&
T BE RGBT @R RAPT TR BB LG EEZ R RSB RRIRE SRR AR R B

b ER E AT EHE TAK o B AR A R 5 R AE R T AR FARA R & 09 — AR B R A A8 XA R

#H o

Xanaxig 2 4%
GRS B AR FRE
G 0.25-0.5 mg 4 80.5-4.0 mg
o HBZR F o RBA
* 2% L a4k R B AR KA £ o
kAR
AR A » HRASFAR TORKRBERRBEEZA05mg » ALBRATIRE R EEKRERA T(5 144455
EERERIESR)
ABRAATABRATHEG MR K RAEL -

43ER

Alprazolam # Jf| 7% €, %2 #tbenzodiazepines > alprazolam » 3, #t sb#8 % & 8 &l BT 4 B 20 B A A ©

4 A RERERERIFEEE

Benzodiazepines#a 2 4 51246} #8 ZE A 4 A <T ik @ BUR 484 ~ »FoRApH] ~ Bk st o JEAFH F A8 e 0F W IR A2 PTF 69

AL ©

TG T B N R AR ARG o

4% Al benzodiazepines#a 2 4% ( #.4&alprazolam) € H 3 H 1814 10 39 4 FLAR B o 4o B BT A benzodiazepines#8 2 4% » @ & # &

o Fe AL TR G 38 o ZEADARIA 6Y BUR > A BB Ao B R SR AR IR 0 BR G Z AR o

Benzodiazepines#1 3£ 4 ( &L 45 alprazolam) P i il & R R K45 38§ 5] A BB K o B R R E 8 R KRR E %05 KA

BASIEAR R NLAJEEE » Bk > BT KI > &% KA RETHA (5 R4.2RERAE — AR -

4.5 BEREL{thZEY) 2 X E M

% benzodiazepines#i A A4 K Ay ~ BAFR ARG B T 4L E A TARAV L A LL(CNS) P #I4E 09 B Rl i &b 32 05 » &

ke e AR AT AR A AP B AR 0 BAETF R R (S RAABHREEREREESEE) -

5] B 3% 32 K 4% 2 124 mg/#E B #| ¥ $imipramine X desipramine B » 345 — #0945 T Ak RS f 4R B T35 93138 531%4220% -

12 pbAE 4 4L 09 BE R & & K Je o

Alprazolam$ -t & T 4% € 69 KFp o9 LR 0F - BB F Loy T EAE R GH A o & 395 L 245 T AT B £ (355 £

cytochrome P450111A4) &) fx, 5 » +T fic & # Zalprazolam % & » A2 € 89 7&H o dralprazolam 9 Bs R 35K ~ 82 9P 3Kk ~ Fe

H AR 7 X 28 fkalprazolam #9 22 4 Ba R SKBR 2 SR AF Fe 0 R FI A2 JE 69 3 ZLAR A A= 3Lt 22 4 alprazolam 89 T ZAE A o At

REAEM A E A RA BAF A X AT ey

« T Zkalprazolamzketoconazole - itraconazole %, & fuazole 7 A& &9 S 4 ZE 4 1 A o

« #alprazolam$Znefazodone ~ fluvoxamine ~ cimetidinef# Jf| B » &/ % & R B I1H N ©

« % alprazolam3f fluoxetine ~ propoxyphene ~ o JIR i 22 22 ~ diltiazem X, E 38 #8414 % » 4] 4werythromycinfetroleandomycin »
BER B HERE SR
STHIV & & B449 %) & (] 4oritonavir)Fralprazolam 4 M 69 & ZAF M 35 & 7.4 » ELdanspiAa i o 4K 7 Eritonavirig s, #alprazolam
Bk R4 09 F45 0 33 RalprazolamBEFp ¥ F 0 0 B R LA9E € A fheik o K 0 [ritonavirsk a3 e » CYP3A
o SAF RAR G A0 s Ap RIAE R o LK ZAE A % Zalprazolam g fil & 38 # RAFZE o

o W A 3R 2535 IR alprazolam 7 3% Aedigoxinafe IR 891 0 4% 3] A AL E AGEBF(>655R) o B st # 4 f Ralprazolam sz digoxin
#y g A > & B Rl digoxind-tAn M 69 8L R s K o

4.6 £ - BE2HRI

wZ

# Bl benzodiazepinei4 i 4 S f6 M Ao th A 1 B F Av AT B 69 AT R — 3L o 4 B benzodiazepine#a 3 At B2 4 64 3L 2 - 3K B

W BRTENREENTRMIERETAH o % 4t benzodiazepine$a 2 4 X5k A IR AT 52 1 2 AL o S AR M

AR 3B F R 9485 A benzodiazepines 7 69 L 5 » 2 IARNLIR J7 B ST AR B R AT A L ABTEARBE A9 R R ) o ZAMER M
4% Falprazolam » 3% A#>% F alprazolam ¥ Bl 22 » J& 2 Fo i AR & $H05 52, 69 78 72 R ©
e
#.%alprazolam 2 A 89benzodiazepines#a Z 4 74371 F 44k o A » 4% A benzodiazepines i 7 & H 3L o
4.7 R ERWIRERE N2 E
J& 25 4% M alprazolamym A > T JF Ak o IR K S0 5 1 & B B4k nd S 38 BRAE » 5 Bl b 77 3R AF M By 2 8 SR AT R TR
%o
48 FRRFE
EHAT RRE > — AR R I G R ke 0 > LI F AN R BE B SRR S K o
JE S-S H BB RAT R 6 9m AP o Foik alprazolamig A B 69 R R R JEA R LT R R REH 4T ¢

TRRESR
REGREER EEER ®ER TER ZER FEEER BHESERAEE
>1/10 21/100F | 21/1000ZF | 21/10000%F |<1/10000| (LB BEEG
<1/10 <1/100 <1/1000 ERHEE)
A o R Bk FUM e *
Rl ¥z & AR AR
i E & BIRAE ~ | BRE AR (B IR~ AT A
w7 s ~ b | LS4 4 S EER S AR R
BRI BR | HEERER ~ A AN IE By E
S RER - BRK|EEEE) -
~ PEBRIG B | LS S AR
S
VIR Gk B S~ MR~ | FHTIESR | RIE B TAVE R G RHF
EEHRE | ARF 2R WUIR I R &%
T AR S B s kg
FEME wix| >~ Kk A
~ H
R3n k& RS
By id sk S =L A T B iE R E
A HE % & FER* S IR e F*
S FE
R ST Wk & B R d P AE* ~ AR
M RE*

WL B 9L 48 G kR & LA £ )
B S IR & Bk KE* S B *
N EE N EW T T P hE A | 6 TR B¢
S PR BT B AR AT I R AR S SR EETY &

wE A R RSB *
F

* B AR T RE o

F 5 AATRET RATEER RG] T o Bm AR B R b 4R b 42 R GAE B B4y Ao (SO B BA M 7 @t o A A
Hlut ~ BEGHBRNITEHRBGAT AR LAA » AABERERNEY LR ATRA BARFINERN LR - AIEKFN
[ 40 AN M alprazolam B § A 53k 546 ~ & a4 R A F 8IME MR o

49iBE

4o 7] - Hubenzodiazepines#8 40k 0 A A AL M BB F R THBIRE  sbIh > RAED(E1E KR F B 5L F
A AR R > AR AR B RE F I B B A R A EMRRE c MER S ARA L EEEIER L > 48
BeBging ~ TEER N HE KA Bk AT RApH o bR LA o () BN 0 TRIRERBRERFRL o MEBFH
BB 7 NER B LA FRA s o DA o fiRIEAT B Fe 2% R L o Flumazenil o 15 5 F 2238 & A48 B 09 °F R Ao 0 o B 2 4
"B EY o

5. ZEIR4E

5.15EEA L EE

K47 4 A triazolobenzodiazepine » benzodiazepine#a 4y LA & W 7 @A T ¢ ARREJE ~ EERALHF ~ MU R - ARk
BEFEN 2R T 7 ERPRAEE A GHLEH TR 0GR MEHY o

B AT —A% Fl & A48 ZE 49 18 M 1% A 3% 7% gamma-aminobutyric acid (GABA)XE A~ 69 4 4 4 ] 45 A & % o

5.2 BEENRIE

O IR AL B RS SR A B — £ = 1B > alprazolam 35 ¥ M A 12-15 8 o

Alprazolam#y £ Z-KH#4E M & Afb » 2K HE 4 Balpha-hydroxy-alprazolamA= —4# d alprazolam#7 4 # 43 69 benzophenone »

RE A4 89 fo BB EARAK 5 alpha-hydroxy-alprazolam # 4 4% 7 1 4 A alprazolamZ_ ¥ » 3 ¥ 3% 240 - Lalprazolam Z_ #& % 48
% : benzophenoneR 3t & 4 K 7 & & 1+ o Alprazolam#e 3L X # & 4 £ LBk 7k ik o 3XE X5 P alprazolam 14 A4 o 7
B G 5 A(80%) =

5.3 [RARAINZZ &R

BES - BEY - HEBTOURRBHNEE

3 I Ames KBk 1) & £ 8 » alprazolam 3 R ALK FEMH o UK KT BT SR MBI ET > ARHEI0EF/AFH
A A T o alprazolam it R g5 B4 e % £ > WA TR II0E L/ B AR & H B ERA F 3 15004 -

FESH KRBT RS E30E /A T/ B A F(Ha #4102 50/ B AR &4 B ZRA T 191504%) - AESH DAL T RS
HI10E 5/ F/BZHE(AaEA10E 5/ B Z A& &4 8 &35 H E6504%) 6925 alprazolam & W 041 51 £ M » 38 KR
FEAT B8 R B A BB PR B9 T BB HE ©

ERBESE /AT B HEBRE ET o alprazolamE R €HER KRG A F - A FREAI0E /D XAHARSH DR
7 69254 o




R FRE2HE ORI T3 ~ 10430 J/A /B XA B(H &0 4/ B XA &4 B HRA B 69155 1504%) #alprazolam
B N R)RAR TN AN EARARHN T ARG iy tAe o BLRELAREIEAAIZL TR -
6. BEEIERYFYE
6.1 Bz A
- XANAX Tablets 0.25 mg
BREA
Microcrystalline cellulose — Lactose — Starch — Docusate sodium (85%) + sodium benzoate (15%) — Colloidal silicon dioxide —
Magnesium stearate
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Microcrystalline cellulose — Lactose — Starch — Docusate sodium (85%) + sodium benzoate (15%) — Colloidal silicon dioxide —
Magnesium stearate — Erythrosine sodium aluminum lake.
6.2 %77
B A25°CATF
A F KA R0)AE 7 7 B E(EXP=A B R) o
6.3 @&
XANAX Tablets 0.25 mg#=0.5 mg & 10042 % o

#E A 1 CDS 20170531-2

BUERT © Pfizer Italia S.r.l.

Localita Marino del Tronto, 63100, Ascoli Piceno, Italy
O AT KRR A R
o b H73L KR PR RIS =BT




