HEH 1. 2007 4£ 02 H 24 H
BT HB: 2012 4£ 07 H 09 H
2013 4£ 02 A 19 H
2015 4£ 09 7 06 [
2017 £ 06 H 29 H
2017 4£ 08 7 30 H
2018 4205 H 15 H
2019 4£ 09 7 05 H
2020 4 06 7 24 H
2020 4£ 09 7 09 H
2022 £ 03 B 23 H
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BHBRR: PR MeA

i mBRR: 2%

FL A FR: Pantoprazole sodium for injection
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AR EERA A PEFERIME (Pantoprazole) 415K &
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TRLEAR: MR =8, A
[H4R]

HEBSRA TR AR, rE TR ShKeEd Ak, e s
Wh RFFRROE, TR pH ¥ A RROE .

(& RAE ]
- R
- Bt

- . EERAEEER
- T iEBrE. B, SEBEERAL. S4B TmEsRN S
THATE L.

[R5 ]
40mg/Jf. B 42.3mg PEFERIMEEN (P T 40.0mg PEFEHRIME)

[FEHE]
AR (— A 7~10 X) FHTFAE ORI ESE . — BB
AT LA RZG,  WIAS ] 4k S5 FH A S5 F PR R P
(D +Zfshitz. Bt . SEERERAZ. SRS RN
Sk EVEAGIE S M : — K 40mg—80mg, HEH 12 K. IlmHEHE 10ml 0.9%5%
ARTESFHBE NG TR AN, RHA RIS 250N 0.9% S A B 5HE 100—
250ml R S AR IKIRTE, 1560 43 8h i 5E .
(2 +ZfshitE. Bitm kb, BERRETER: —K40mg, &
H 1R Wi FTATHE 10ml 0.9% AR SHEGE AR TR /ML, il B 24
T, WAZAGE 2 708t AT IE MRS B 250N 100ml 0.9% AL B S R B
5% 20 R E SR R MR S FR IR, BRI (RN R T 15 408

A E ] R Z AR BCH], BCHRE pHAE Y 9. BCHlF7E 12 /)
I A

[(FRRM]
KRY) 5% BE M Re = RAEDYA R .
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TRI T EIREIEEFER A RN, 2 DU R AESE S -
T4 E I (1100 5 FIL (1100 & <1/10) 5 fBW (>1/1,000 &
<1/100) ; FW, (>1/10,000 £ <1/1,000) ; +7rFW(<1/10,000) , KE1 (HE

Y IAT B TR VPG o

xHF BRI BT AS R, PITEIRPPAGAS RSN R ZESR, %

“RFNT B

FERFADBRAN, A RS %™ B LR HES .
R 1. HFEN MR KRB BTG 2k A R RMSR

P
R4 w0 B Z +aZFEN R0
BENR
I AT B Fanf sk = | i/ MR
ARG it fE; AN
WRE; A
1 230 i k2>
JiE
Tk RGUR SHECE (L
I3 ECFURSIPSANA
AT AR
i)
B AN S e g ILE A WUBR g T 5
BEHRAR e T = (CPK) ; ik
(CHm = BNImAE; RS
fig. HH[E IMAE; RS I
) 5 fRE FED; RBH I
AL JiE
EUELSTS MEARREAS | $0AC BT | mFERS | 2000 B
HhnERE P B CREE 5
) HEREO O |EEE, DK
A E IR n
#)
HE ARG s Sk |PRERERG ST R
Wi =
AR 35 75 P RS/ AR
71
BimEgm | Bk | EE; & B N4
SN L/ R %
(R s B E KR HEAR B AH G
) SAKAIRE EiHE]
ik 1@
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pIES

R4 I B Z +aFEN R0
BENR
s M
T3 IR
AN IE
JHE A S (R RS JH 4 45345 5
(3, HOH; A
M. y-
GT)
AR K% 2| FRE; I Stevens-Johnson
H 2R 2 & | E K ZREAE; Lyell
P CRAAE; 2B
PR, it
Jo I 2 B
I
250 e B vE
PR R 4T 38 %
A4 B PERER
(DRESS)
R IMIES Wi | ;s L BESUYLIE
a5 2R i ST | it WLREZE
BHEHET @
(=i Iy B DR
EXN 3 Gy
(mJ Re itk Bk
' % )
B R SN B K
NS BIE
—RORTER RS (=0, B [RETES
FZGEALRT | ArIfds |55 F0ANTE | A0 E K
Ee) P ik
R
A BV FEMK . Hre
LIE. JKIH
O I RSt OEE O
P
I 2 S 40 P PR 3 I
& eSS

AR MUAE A/ B AR AR MLAED . AT e S5 AREE MUAE F) R AE AT R
JILPAEZE®): A fige i 2 AL S BUR LA 22
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S8 X A il i R s A R S R ) BB

[FEEEH]
1. BB

X PEFRRL M AR IR SN AT e o 4 o B A PR R R REIR R I AT BB AE 1R 12
Wro 781 IR E AR, (BIIEARE SR AR R . E R, 75 A
Ay MR, FAMBLRELE) DLACPREEEAZALE B Bz, R e e .

WFRIHRIT G, AEIRFFEAEAE, NFEEH — PR,
2. LR R R N

PEFER M bk 4 24 F] SR U LB B RN, O SCERIRIE 2 TR AL
BE. BMERIEMEZ LA T (Stevens-Johnson) ZEA1ERI Lyell ZiA1E, FEER
EAES

LA 5] A B U N, W R . B AR N )RR 2 24 i
S, ZGEARR P EE DI, A R ISR e R PRI R O
s KV ML N FEERRERAMARAE, A7 B2 98 IR YT .
3. VRS SN

DI SR PR FE R PR AT R 5] RS AR P A K %
4. SRR AT BE

VRS PEFE R M S bR — 8 (EDTA #2) , BERBEHEEENNEES
THIZEEER, Il RS PR e T i R, BB aS 5 R A BB ) S
BAMEE . FERFIKES HE A EDTA P2 i, MR,
5. H

AN CR AR B AR WL AT 5T 3R W1 5T 1= M1 75 (PP ¥RY7 A REAE 5B
BRAAREA RIS o0 1 SO ME R 3T AR I, e R T e, R
RERGZFKM PP 6y (—FE—F L L) K& . BFNEMNETET
T 100 R B IR B A LI PPLJT AR REATRYT o A5 FB AT B O AR REAH I B 4
AR, 4% HE R SL 1R T R A 3
6. i

I RBIE 7 CR S 28 B I PE s B e B Bl T v, AE AR AL IS PR AE
PSR R ARE D, X — R PR S AN o o T B 3 3, PR

elly
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(g H &2 R 20mge 5348, VYT IR RCEEAT IR I I . dn SR FFRE =
A% IEIRTT o
7. ARBEIAE

i PPI 2270 3 AN H IS, A R A RE IR TSR IR R B8 Ik £ 2 D 9 491
W, ZEOROIEMLH 1 FEHRE. mEARFMOETSHE. OfREN
WA R AE o ARBEIE 7T A 2 T BURAS MOAE A/ BARAR ML, V8T 2 8U8 & KR
IRE CELHE 5 (R8I AH DG I IR A/ SRR ), 75 BEEEMIF, IRk
i FH PPI.

KA PPLYAYT, B PPI b~ BT SUREBL MLAE 25 CanF PR BRI
B, BRI FETEFF AR PP B A HA W il 86 7K~
8. Xof PRAG DY KRR Iy HA)

A REP= AR R AR DO SRR (THC) FIMBPE LSS (WL [ZWA0 Bk
H1) .
9. XRAEAR B

PPI A7 1 e 38 IR HMERR BRI G 1) XU
10. XF4EA & B12 U2 m

TE T BAINATT 1 -3 EE A AR A Ao B = 7 i R B v, T e
BRFR—HE, PEFEHME AT A T BN B R AREL 1B IR B Z 3G 44 3 B12 (U
A2 PRI W TR 4EAE &R B2 iR/ B, B0a KGR 4
A2 B12 MRS ARG (1 8, B SRS B R AR ARCRE AR, B RS LR T
o
11. S =R 44

EESKIERE A (CgA) ACETHE A BE T A N /- IR IR 2 . Dyl fix
FRFH, fEREAT CgA ACFRINET, FfF bPEEhimyay T 20 5 R WIARAERIG
KlJE, CegA MBWFENKPFERAMEZRSHIGH, NAEEIE PPLIRIT 14 RKGE
Ko
12, 22t BT BRI (SCLE)D

J5E S FRTE AR B0 ] h 5 R AR T 2 R R BT BEARIE (SCLED AH
Ko WRRARRAZ OUHRAERGE T HIGM KX ED PRI/, &
BT ER, LR AR B RS A
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13, PR I DL BBk 25 28, P28 A RO 7 A F 0 S 25 R, 50 53 1A

H L2 A7 M

14, FEMERRZ A b, PEFEH AN SRS 5 RN AT, X SAtA% B B0 AR ™
PSS B S 00 /NS D BRI PR BE I, 5 F o VR S (R PR R R A
AN D6 18 B2 U A T 77

15. SAAERE B r H1 CYP2C19 A BIE AR . 78— TS Xl AR 52

66 i ft 2R # 45 T FEMAR T (A7 FIE Y 300mg, BJS 75mg/ KD FEAEHIPEFE
Rl (80mg, SEUILHGTEE FIRF4524), 85 K. BHRR, KRR E ST
P -G P A 5 OBl P SOMEAR T HEAT LR, SRR T TS PRI = M P S5 T 2 T
IR 2] 14% UL 86%, 90%EAE XA 79%% 93%). 245305
SRR ] T H0H M MORERI SR (i 5 B /R ADP i55) 55Utk &
WA PR AR DG, X — R IR R S RN 2

[ ZE R E g

1. AR

FomE

UEgR B 2% (FDA MR %4590

N EE AR, KR EKER 20mg/kg/ R IRIBAREFL, N AHERE
FIER 4 %), KREBESFEN 1Smg/kg/ K RIEARFIA, AR
165, SRRA RRTER R M A TR IR LA, (ISR A TR AT
IRt Lo AT A o H R GF X BRI AT, OB AR AR FE T AN S RE TN 28
(RISE, 24 G TE PR 2 IR 5 75 B 77 R
2. W LA A L&

PEFERL PR S AR = AE K B FLHE s, E— Tt 7 b 1 — 2 I LA I
LR —R 40mg FPEFERIMES, FESLFLIT PR I BIPE R, X — R I
IR SOHANTERE, VF2 AT G NFLHE R 2P 00 il 7L 3 28 ) L n] 7= AR T AR 1) 2 EEAN
RSN 3T TE A UG S 2 4 (0 S50 PRI 7 2 B AR PR E s e P 98 7E SR 14,
ISR FH 24508 IR LR 0 L AR 3R o L S A A LR FLER & LR 2450

[LEAZ]
VES PP FE R M e ) LB R o (0 22 S PR AN 20O I R
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[ZERE]
CHERE LT RENE.

(2 EAER ]
1. HIV & H EE 57

AR VEFERI S HIV 8 ARSI Z), Ky HIV & E R0 7]
CEInBa LIRS ARSI T BR8N pH, & IR 24 BB HIV B2 E
Fi U 1) 750 ) A= P ) PR R
2. G EPUET

EATEARE R, RTINS, A FE PR [R] E F AE AR
(), LRI g R (). [ BRArE Ak L {E [international normalized ratio (INR)]
S HEMLEE R A INR O3 RE S BRI, SRS AR T
AN P BEHE AR YA YT 1R S5 L 1 00 5% 0L B ST ] INR 2 A5 18
3. FMEAE T

/N CE=w=AuT) I
4. BAT pH MO 25 25 03 /1 2 RAE (R 2454

I T PEFE R M BAT SRR A ROAIIRIE Y, BRI T e T4 LB W pH W H
IR AR R0 FE R D L e R R T LA 2 P (R A, A9 A L B R L
RSP T 2 DL R 2 in e B e . ECRTIAREE . Bk
5. PRAGEVY SRR Al BA A4

O R R, 32 1 R 48 PEFC R AT IR TT I B3 SRR DU &
DRBRIY S ABBAME, % A A — AN B AR AL 307 VSR B UE L 1E I RR A o
6. FHZ IS

AR PP 57 RS (1300 mg) A IFFZE, S {EREL g H
GRS A TR DRI, 75 7R 20 A v R B T S IO L T, e e AR
Wi, ] BE T B R I PR R

[(ZYidE]
AR PR R I 25 W) 1 T CORTAEAR
B EAE (>240mg) BN ARAIR. £ EH KRG PR

8T/ H: 14T



R N RO ORI TR e AR R . Bk 24 s 240mg iR
g2 ok, 2 REEWNZ R BTN SEA 248G, FEASE
BT o

R 25t & HA R RAAE, BRE TXPREVRIT FSCRRAIT AL, ek
SR YT L

2 /IR, R BRI A B TR A A S PR R R 378, 230 A1 266mg/kg (AR
REEAAT, NAHEREFIEN 38, 46 1177 1%) , SR NESGHIE, Skt
BMRERAR TGS IRIE, JLUF U, TetrAkE, kMR, EMY, BRES, Bt
R AR

[ZiE s ]
234 H

PEFEHL M T A0, S B BRI HY-KTATP B R S A7 s
SN S A I B R A 0BG S IR 1% R R A I SRR REOIR A
B BRI B2, AR5 HY-KTATP BEH45 & T SBOLHT B R WA+
9224 /NIFLL L
FEHAT AT
WAL

PEFEHLIE [ IR G P S (AR AR50 [ 6 BN SN i /HGPRT 1F i) 58
AR RIS e IS BRAMURZ 50 ) — IR S5 RS OA R, TR BUEIE DNA L0 &4
RIS RAELLAWT . Ames 5. KR4I SF DNA & RGE (UDS).
AS52/GPT Wi L )W) 200 M 1 [ B DR AR 00 . /I BROAR E2 B9 L5 178'Y 4 i i fd v i
W T AR R S A P K R A Y e A R A 45 SR 3 B
AT

HEVE R R A T REFC R 500me/Ke/d  (FARRHIAYTEL, AR HER: [
MR 98 %), MEMEKBRE N4 TPEFERIME 450mg/Ke/d  (FARRTIFYTH,
NG PRAERE CUIRGRI R 88 £5) BF, A 1 L ATHAT AR WL 7

KRF K T PR 20mg/Kg/d (AR EIRIT R, il ARHEE 1 ARF &
(4 £5), KAk TR 15mg/Ke/d GERRHEAITE, MilkARHEE
IRFE 6 £5), XHAEE IR W R H . PEFERIE R HARS P a] A
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KRFI 5
Bow L

SD A SIS 24 N AL 4 TR H M 0.5~200mg /Ke/d, B B &K
FOE 1) i W s B AT PR 2 e R M R O 42 P A IR AR . 247 S0 A
200mg/Kg/d HZAAREAITE, HMifRHETE H R 10 A1 40 £ I, 77 E H
IR, B 6 R 20 7L S DR IR AT 1k R A e PREAE R PEIE T B D B B IR
g e, BLAE 50mg/Ke/d IS /R B 3R inldie, P& 200mg/Ke/d 71
W E R IR M S R . PRI 2570 R 0.5~200mg/Ke/d B, KRR
R b LA B AR A, 200mg/Kg/d 718 3 m et K B FFOR AR 8 v 4
R RN VA A s (1) R AR 3G . SD KRR 6 AN A AN 12 AN H BRI 72
L JH 0 e A

Fischer344 K B#E4E 24 D H 2 45 T BRI 5~50me/Kg/d GZ AR HIAR T
B IR RHERE IR 1~10 £5), B RT3 W8 4% e 4 i 184 A %
R PR PR A 22 P9 2 W A PR FL 1220 1 7 B e A A2 DA SRR PR AT s
TEBUR PRI 78 0 VR -

B6C3F1 /NRESE 24 A H 4 DRgs TR 5~150mg/Kg/d (FZ AR HIR
P, WG IRHER: DU 0.5~15 %), [FIAE L B R g A e A f e A ift
FRTE 150 mg/Ke/d FIEERT, TS0 AR AR AT i R B R T

IR UGB 1 B VR T A AR AR i B — R BN (HAE RS
i PR PR AH SR P AN 2

[Z5R30 7151

PEFCRIME I 2GR E (Cra) AN ZG IR E-IS AT ZE R IHIAR (AUC) 5
10mg %= 80mg i kiE 45 25 R I Ik bl . PEACHMER B B H 2 KA 24
AR HAGREN . SIS PR AN, 2R R TR, TH
BRIy —/NF, #E CYP2C19 ZED SR ACH AL B DhRE IEH i A, +
i3 A T T B A S PE AT RN 40mg (IR, IEIRE (Cra) N
5.52+1.42ug/ml, [MZ5¥RE-I (A 1 th 48 N TR 5.441.5 pg « h/ml, EJEFBRE
N 7.6~14.0L/h,
Gy
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PEFCH R R AT R FNLI N 11.0~23.6L, FEESMEMPINE . PEITHE
W) I B 45 B 3R 2 98%, EECNHEH.
R

PEFCRME I AE AT IE I i (0 K P450 (CYP) RGARE, 29t 54

#BiE (BRI 25800 ook, EEMBhREEH CYP2C19 HEFK % i Ak{l
R R, AR EHAF AR CYP3A4 Fdk, AT UEYE R I PEFC R AR U
VI B A M. CYP2C19 [RI—2e s e st 280 (i,
3% AR AFIFER SEE N BLI 17%~23% PN, BEAR P HELARAR ML T
PRI B3 A O 3.5 3 10.0 /N, (EARATRERZ5 25—k, BRURD (<
23%) .
HE

CYP2C19 =R 3R ACH BB B BV E A 1 C AR RIPRAE RN S, 2
T1% 755 MR HHEH DL R 18%38 i A HEE RS HE Y, JEPEFER I JE T A
B HEHEH
ZF

ZAEN (65 2 76 %) VELEFIKA LIS, PEFTHIMER 22 R T AR B
FWUE SEFRESZRE R B WAL, B 25, NEUCREE .
PE

FUIRGE 25, Lot T v st 208 T THIAPURI ifi, 24 e Ak P20 57 Mk T P 48
I, AR A RS 55 PR LM B BR A AR AL, DRI 38 b S af P 0 T U R 7
(EEinEH

B0 E A PR M2 AE) )1 S UG IR NS X D RE R

BFHBMACENT I EE, LFH A&
JHE

SRR ML, Child-Pugh 432t A-B A B35 08 P PEFERIE S
PEFE T e ) M 2R 35 B 2 R K 2 3-6 /N (PSR 20mg A 77D B 7-9 /N
(PEFERIME 40mg Fr AR A7) o AUC EFHE T 3-5 15 (PEFEHIME 20mg Fr
A B 57 £ GREFERIME 40mg F AR EHRD o AHECEERRERZ A, XU EH
IR KM 2GR FE Conax (BB FHi (UIRGEZ)E 1.3 15, FEHAZ)E 1.5 5
fH—xe2E, WERIRZAS) )RR TR CEM, KM
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R B RN &1 40mg/ K AT TEFF8 35 10 8 P R 5T
A HAE H

PEFERIME EFLH CYP2C19, /b CYPs3A4, 2D6 F12C9 i, %%t
CYP2C19 JKY[HPayE (CYP3A4 &Y FIZRZP: (CYP3A4 FHSF5D 1. MR
P DRz e, iR (CYP3A4 KW .« EFIE/R (CYP2D6 YD -
WESFE - 284 B ERE (CYP2CY J&Y)) FI%sh (CYPIA2 &Y , 1
{ERESZARE AT T 4 N 2P AR RIS, PRSP 0 2R 3N 7 2 1 o
HRELE.

RN TR, PEFERIMEAS 25 5 H AR 25 Y 30 ) [0 b R 2%
Bl HOpaRE RGP, LA G | fEobk, JRE IR, EIIK
IRy THZRHLSE . RO PG, BRPE2iE . shid R, FEAE . WP BRI 1 Ak
TG e T R, M B A S PR R M A FH R, A O B AT R
B, AR BT T, Him . 8. BPIAIR. B bk, wmmEs
FERR P ] 25 b 55 TG I PR A G B AH ELAE

TEVPAL T Re 5 PR e A A BLAE F B FU kAt b, 5 A Z5006 RN,
ANTEEER R S50, TR R A, IHER . R E P, g
CREEPEAC S 2. £ TERE)  WECKR. e, 2584, o
R CBES ASFIARNR . DREEZ2 2 e R Z2 B HOE e . jE D) SEFEVE
IR THAHT . SR, AR, KM TR R, TSR

540 A P I AR JE A B

T R R B R AR SR TR PR B LE N 15T SR AR R I A
BEAEAR (L L9 EAEA Y D, HEmEEER . INR FHEH.

BIRTEIG PRI 70 RS2 2 B S 2 AH ELAE (RO R 22 IR A e 77
B PEFT M) 55 AR SURBI B, FEE M 25 AE BAE F R

N AP

—IUIm PR AR SO R B, PEFE R MR H B0 B TR 40mg 2 RIS AR e
A ICREMT : Beoils . 2. HUIRERER (T  HURERER (To) o (RHVIRER
W, FIRIRRSGEGEA. FRBREE. BEER. BeiiEs, Bx. B
M. (ROEWEER . (B IAE. HEABE R KB,
2L R 2H 5
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CYP2C19 Al —LL L FF I B 2k T K g AE a8 (Flan, 3% E At AFIEEE £
B LA 17% <~ 23% BTN A S5 AR, BRI N B X P T e AR A
B BREE NI B RIMEDN 3.5 £ 10.0 /M, {EARBHIEAZ, SRR (<
23%) , BTXT CYP2C19 S5 AL iR B, Jom T . 5 e A AR,
H CYP2C19 18R LR (CYP2C19 *2/%2) 1)L, HiEfRuAIIE (CYP2C19
*1/%1) [ LEE R P ZACHHEEDN (CYP2C19 *1/*x) LA LEL, Hodh £k T ARy
INE 78R, S54RI B 1 D IR B 2 AR AR B )+ 2 —
[ 258k
25°C DL EEGAFI
(3]
PUMIHE Cvial), 13/%
[HZ0H]
24 M H
(AT HrE ]
2] R 1X20150094

[HLAESCS ]
B2 S EMHIES . H20150524
(@ RZEIES PN
% FK: Takeda GmbH
VE M Hb 4k . Byk-Gulden-Strasse 2
D-78467 Konstanz
Germany (% [&] )
I B 2 1 = 78467
BR& 7 +49-7531-84-0
R H: +49-7531-84-2474
W1ik:  http:/www.takeda.com
(4= 4k]
N4 FK: Takeda GmbH Production site Singen
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http://www.takeda.com/

P2 ik . Robert-Bosch-Str.8
78224 Singen
Germany (f#[H)

[SREANERRNLA]
satrk: BCH (R E) E R 5 A R A
Hobk: E CR#E BB SR X PG 555 5 /%K
B % 588 545 36 2
Mm% : 200126
R 400-069-0980
fEH: 021-68279998
M E: takeda. com. cn
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	注射用泮托拉唑钠说明书
	体内研究还表明，泮托拉唑不显著影响其他药物的动力学[西沙必利、茶碱、地西泮（和其活性代谢产物、去甲基地西泮）、华法林、苯妥英、美托洛尔、硝苯地平、卡马西平、咪唑安定、克拉霉素、萘普生、吡罗昔康和口服避孕药左炔诺孕酮/炔雌醇]，当它们与泮托拉唑联合用药时，没有必要进行剂量调整。在其他体内的研究中，地高辛、乙醇、格列本脲、安替比林、咖啡因、甲硝唑、阿莫西林与泮托拉唑无临床相关的相互作用。
	在评估可能与泮托拉唑产生相互作用的研究基础上，与下列药物合用时，不需要调整剂量：茶碱、西沙必利、安替比林、咖啡因、卡马西平、地西泮（和其活性代谢产物、去甲基地西泮）、双氯灭痛、地高辛、萘普生、吡罗昔康、乙醇、格列本脲、口服避孕药（左炔诺孕酮/炔雌醇、雌二醇）、美托洛尔、硝苯地平、苯妥英、华法林、咪唑安定、克拉霉素、甲硝唑、阿莫西林。

