2026 £ 9 AET (5 15 hR)
BARERRSTERS : 872399

E ¥ & 4 v 2 E 12— 27 #4# — A
HBAFREERESD IF S2EESE 2018 (2019 EFHAR) ITHEM L THER

HIEZ R B A EA
A O BTFE FESE
T RS UOFEE 10mg

Primperan® Injection

#l M | ARPETESS A

5 2 R L

BAORERS ) EE—EMHEOLTEICLVMEAT L

18H A N7 e~77 I F 10mg/2mL

mo® - F (A 7w r7ZIFELTT7.67Tmg/2mL)

]

& HEBANI oI IR

B # % £ 4 : Metoclopramide Hydrochloride

SHERFGEARESEB B | WERIEARE 20064 1 H30H
MBI, - ARFERAME | SRMAEVENE - 20064 6 4 9H
£A8 B 55 BH 45 : 1965410 A 6 H

% - BLERSE (MA) -

LERFE o« B IE TS
B - B S gt g | THENULT R THAR

EXRFERELFOERSE

HE TS BEEIR— b 2—
Ly H & E O | TEL: 0120-517-215 FAX : 076-442-8948
B 0] R — L~—  httpsi//www.nichiiko.co.jp/
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PR RS O AR R B H & LT, ERAEELRMASCE UUF, BA3E) e b, EEE
B CEERD - SEAIATE OEFEICHEE DY B 3B B BRI O B 216 H 9 BRI, iR
CEICFE SN E R A BT 2 FICHEMRERDPLE ARG ENH Y | BIKAEEO EIEFHRM Y
(LLF. MR) Z~OEHOBMGFERSERIC IV EREMHTL TETND, ORI EHR %
MREMNZAFTHOOHEH VA M LTERGLA VX Ea—T7+—5 (BUF, IFERET) BSFEA L
77

19884FE|Z 0 AJBE Al (LT, BWREE) FINE2/NZBESNIFONE T, IFGEaERR. IFFiH
HARE L, £ O%1998FIC ARSI/ NEE S, 20084, 2013412 AFEEIRIERE B S
DIFFRREFHEDO KT 217> T T,

IFRE# EaE2008 LMK, IFIZPDFEOE 7 —% & LTI 2 Z ENFHIE 2572, 2T LY,
W SCEOFERUGT N H > -G A ICSGET ORILT — # 2B L2 IFAE MRt S 2 & &
Motz BOROIFIL, ERMERERRGHEME (LUN, PMDA) OERHEERMIERRBEO—
(https!//www.pmda.go.jp/PmdaSearch/iyakuSearch/) [Z TAB X T35, HIFIKTIL, 20094
LV HFHEHKGLDOIFOBERERFTT A E LT Mo a—T7+— 2R Z2EL, Hx OIF
DA CELMTET 2 EE GRS L CHEINER - L T2,

2019F OUAT CHEFLHBEHOETIZ A D, [FLHEH2018 03 ARK S L, Ak TEEHEIE G OI)R
TGRS T DA KT A4 ) [CBET 2 IE RO =0, TOEFMEZKE L1,

IF& (X

IFiZ T SCEEOFREMTE L, B - RIS OERIEFHIZ L > TH R EBICLER, EHREL
DREELDOT DO R, WHHEEO O DR, TR O OIFHR, FEIHM O IERH D720 D
., HLENIRBE T T OO OERENERN SR ANRENOERMEHEL LT, BRENT
HEAE A R E U, KA O 72 D10 Y541 3K 0 0 BE IR 78 T ARTE I #50 B R ZEITHERR KL O fE 24K
FHL TV DGR SALERT B D,

IFICFE#s 2 H B RSN AR RE U7 IFRR s E I L L, — 5 OB A bR E AGR O FEFHN O 1F
WOFH SN D, 7277 L, BEEEEOKEEICED S b O R ORI B OGN - ik - f2ft~x
FIEEIIFOTHFEL TR O, ENHZ 5 L, SEAEN RIS IR, FIREE S35
fili - fIWr - BRREH T 5 & & bic, BERMTEEZT DD ENIFRMEFF O L AR LTW5D,
IFORRMLITE 7 — 2 2 HAR L U, ®IEAETORKITLAETITZR,
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i 2% & &bz, IFOMERIZH 7= - Tk, BT OU T SCE 2 PMDA D [ 355 [ B 2R T B R D~
— U THRT DLEND D,
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VEAE2—RHLOHFHAE R LTI FAZEE ORIFONE A REIELRELOTHDL I L&
ik L TRt by, BERMEN OB O A HEROBAIRILEZ R L, T OREIMEZ A
&, ERBFSICR T A EEM A AHET D 2 SIFERFOAE TH Y, IFZIEH L CH (B2 E
IAESH A DI L TWETE X0,
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I. BEICEYTSEE

1.

2

BOBRE

T Tk, 7T AD Delagrange £ SESIF #F42AT (Bl ¥ 7 4 Bk 4h) (B THFSE
BHZ S 472, 1953 4EIZ M.Thominet {Z & Y 5% S 4172 o-chloroprocainamide (OCPA) 735877 72 il
HAEAZA L, oflrt# & 8o o HIEERUAMI T B AR, PR R ~OERAMEE AL
RNWZ ENHBA LT, e LT p-aminobenzoic acid % UF, p-aminosalicylic acid D& &
DA RAFFEDBIAE X, B S NT240 350 FEOF /N HIILAR 7 J —= 0 F TROH I NTZONR T Y >
NIy (&4 A MIuTTINR) THD,

YR T U, FT 1964 T T T 2 A THEG L OFETE S 4L, Fod E CIIpR R TR S (3
T AT T AR S E) 28 1965 FICEER]. vy FTROVEFEZ . & BT 1967 AEIITHRIA %
L,

D%, JBAEE (Bl BAGEE) EHE 935 & [ERFLAEIET 527200 EELORRFHEEDY
WR7E4 DB T OWT) (CERR 12 429 H 19 B 125 <IRGE4 DA T AR Z 2006 4F 1 AIZH
BL., FE4E (70 T U EshE 10mg) & L=,

(7Y T SR 10mg) 17 A7 7 ARSI L - TIRFES LTV 225, 202041 A 1
HIZ B & LRSI BOE IR e &GRS &k S Tz,

A0 aRFEE

(1) KA, WA b7 07T I Re AR LT D HESHERERFIGRAITH 5.
(2) {HLatRREZ D & & DM ERIC /R LT HALaR OFERERISUS 70\ LIS IEEY R 2tz L, JED,

Wi, R, MRS ORER 2 5, (TVL 2. (1) {EHEAL - (ERRF ) OHZH)

(3) EBRAREMERELT, vavy, 7FH7 4 7% —, EMEER (Syndrome malin) . EikfEE,

et BRECAIROTRBLbNSZEnH D, (VL 8. (1) HERZREIMWER L HIHER] @
IHZHR)

SN

3. BROMHEPEE
Bl L
4. BEGAICELTEOT S5
T B b
T B
B T | 74 b, Bl
RMP 4t
BIO Y A B MEEBE LT |
MRk S LT B b
S T R o o "
(R T L 0> B B e "
5. REEHRUTE - BALOHREE

(1) RB&EH

LR

(2) #fE - EALOFHRER

LR

. RMP Ot &

A Lz




I. &£FICEYSHEE
1. R3E4
(1) M4
7Y T SR 10mg
(2) *4
Primperan Injection
(3) &AFDHRE
Fricia L

2. —i&4%

(1) M1 (MAK)
WA 777K (JAN)

(2) F4 (WAK)
Metoclopramide Hydrochloride (JAN)
metoclopramide (INN)

(3) RT L (stem)

AN Y RARPUBMHIHEE © - pride

3. EEXANETRERX

0 rCH;«
Cl~_= H/\\/N\/CH‘
H.N N 0 + 2HCI + H:0
CHs

4. PFXRUVHFE
SF3 : C14H22CIN3O2 « 2HCI + H20

SFE :390.73
5. £F4H (4K XEFE

4-Amino-5-chloro- N-(2-diethylaminoethyl)-2-methoxybenzamide dihydrochloride monohydrate
(IUPAC)

6. {ERA. jla. KBS,
1BER%E = : FK-680

5&85



M. A¥MESI<ET3EE
1. MELELENNE

(1) MR - K
A~ 8 A ORI REOB R T, IZBWIERWD, UTbTNICT I v RERH 0 | BRI
O THE,

(2) BEHE

Ky AZ =N XEIx=Z 7 —v (95) IZHETRT <, 7T M ACETIZ K, 7 e ALV LIHRD T
WTIZ K, V2 FLz—F T E A ETRIT R0,
(3) WiEtE
E & A EWRIRME A R S 20,
(4) AR (SRR, K. BER
Pl v/
<BE>ANraTT I ORI : 146~149C
(5) BRIGEBEMTEH
pKa=#7 9.1
(6) REREY
MUERR L
(7) 2O XL RIEE
KIEHE (1—10) ®pH I 1 TH D,
W E (272nm) : 9 369 (KIEIR)

2. EMRAOEMERTIZHTREM
DR L

3. AYVRSOREREERE. EEE
(1) fesdaBRiE
1) FEBEE—7 I OEMERG
A AT K OVKZ N2 TR LIRS EERF — 7 L v O EEKISE 2T 5,
2) RI—4 v R 73K L 5 TRB RS
RN R OKEMZ TN L, RT—F 2 RV 7REENZ D & &, REAOIREZA T
Do
3) EA TR VA
A DRI D EWINA T MV ZHE L R D AT MV ERMDBRART L&
W2 &E&E, MBEBDANRY MUIFA—ED L Z AIZFEEROTRE OWINZRBD 5,
(2) E&IE

AL E TR
RianZ MRS U, BOKFRRR 2N, BRI THET 5, (FErE . 7 VA2 4 F by b
i)



V. RAICEIYSIEE

1. #If
(1) FMBORSI
KRS
(2) WEOMER IR
HR5E44 7Y T UEFHE 10mg
o KT 7
AP - AR 8~ [ 701 B % B O TR 2
pH 2.5~4.5
2 E I €1 RS 5 I

(3) #Aa—F
L Lg
(4) RFEOYE

(MV. 6. BAIOEFELIETICBIT HLEM] OHEBM)
(5) £

TUTNRNICERZEZTELTWS,
2. RFIDOHRE
(1) DS GEHERSD) OESERUVHME

HR5E44 7Y T EFHE 10mg

e 1% HEBEA M2 F 10mg/2mL
Sy h . N
(A b7 B7ZIKELTT.67Tmg/2mL)

AINAl 1ED o) U v A 2mg, FiRIAL pH FAEH]

(2) EREZTORE
B R L

(3) 8=
B R L

3. BNERROHEBRRUVEE
PR/

4. Al
AL

5. BATSAREMEDHZKMEY
MM ER e L



6. HADEFEEHTICEITIREEY

(1) EWtRfGaE
HERHMAE A - 2009 4 7 H

OT Y RT EHE 10mg  RIIRAFFER

25°C [Eckealdtr

NS

e (B AT7T 7))

HRERIAH =N PRA7HAR]
< HIKS > FH5 B AR 12 » A 24 % A 36 » H
PER
<ME@~ENCHEEHO | WEO03 1A 1A WA WA
VERA 700 >
pH
P WEO03 3.4 3.4 3.4 3.4
HAFE (%) WEO03 100.0 100.1 100.9 99.5
(2) JeZzErERER
ARG R - 19857 H
@ Bt BOEDOHTFIAT AN, ERFOLT (% 500Lx)
ABRIE B =k PRA7HAR]
< HIKS > FH5 BH A 1% A 2 4 H 3% H
PEAR PI-1
< B A~EIN BB B BN PI-2 Mt VA 7007 | MEVERR 720K | VSRR R | I VR 2R
VI 7007 > PI-3
PI-1 3.3 3.3 3.2 3.3
pH PI-2 3.3 3.3 3.3 3.3
<2.5~4.5> : : : :
2.6~4.5 PI-3 3.2 3.3 3.2 3.2
a6 ¢ b2 | 101 104 Jos4 o1
<90.0~110.0% > : : : :
90.0~110.0% PI-3 104.9 104.1 104.4 104.0
PI-1
A
(BH1E) m PI-2 — Bl L et L Bk L
e~ T T — PL-3
X ERBICHTIEAR (%)
@ Bt EEOFHOLTT AT N ENEOET (K 500Lx)
ABRIE H a2y k RAFHART
< B> T BHAGHEE 1% A 2% H 35 A
Pk PI-1
< BB AEIN BB B BN PI-2 Mt VA 7007 | MEVERR 720K | VSRR ZRR | I VR 2R
VA 72 > PI-3
PI-1 3.3 3.3 3.3 3.3
pH PI-2 3.3 3.2 3.2 3.1
<2.5~4.5> : : : :
2.6~4.5 PI-3 3.2 3.2 3.1 3.2
] PI-1 105.3 104.5 104.1 103.7
a6 * PI-2 104.9 104.2 104.7 104.0
<90.0~110.0% > : : : :
PI-3 104.9 104.0 104.1 103.7
PI-1
(BE&1iH) rol N et 1 4
o PI-2 — Ziie L A7 L )
wEIm~ kT T 4= | lers e RS

X FRBEITHTEAER (%)




7. RRERVBREROREN
L

8. FlEDEEEL (MEBILEMZEL)
(IXI. 2. =ooBEEE OESK)

9. BHitk
A RAN

10. B3 - A¥
(1) FENRELESR - AF. NEIFRKRLESR - ARICHT51EH
(TViIl. 11. M EoEE)] OHEBM)
(2) A%
10 &, 50 &
(3) PHEBE
MR L
(4) BHROME
TN BT T A

1. RRBHIIhDIEHE
M ER e L

12. Z Ot
(1) 742 —RaERER 2
BRI : 1993 45 12 4 7 A ~1993 4 12 J 24 H

1) #ERJTE
I TR SR 10mg (1)
i (2> & 4340]
TR IR AFAER  2000mL (1000mL X 2)
710 AL g N~ 77 2000mL
TVE ERE v b

BERIAR

G >
Wty b s ZhER
WL KRB 4 V% — (0.22um)
iR 60 /4y (% 4mL/min) / =HER
Witz s> 7 bl @ =5
B HUE A =HiEE (7 4 VX —isilT) -

T 4 VH —i@imk <« BT AILE— (022 4t m)

1= @ T4 5—EhE
0




2) fEHR

D#gIE N > 7 ~D W 75 F2BR
EERE] (h)
i 0 0.5 1 2 4 6 24
BE (pg/mL) | 4.8~5.1 | 4.8~5.1 | 4.8~5.1 | 49~52 | 50~52 | 4.9~52 | 5.0~52
pH 6.3 6.3~6.4 6.3 6.3 6.3 6.2 5.9~6.3
OWfiig T A v ~DWE F25R
Ry T DB
il (47)
i 0 15 30 60 120 240 360
BE (pg/mL) | 5.0~5.2 | 49~52 | 4.9~5.1 | 49~51 | 49~52 | 4.9~52 | 4.9~52
pH 5.9~6.3 | 59~6.3 | 6.0~6.3 | 6.0~6.3 | 6.0~6.3 | 6.0~6.3 | 6.0~6.3
7 4 VX — @i AR
FefE (49)
A 0 17 32 62 122 242 362
B (pg/mL) | 4.9~5.3 | 49~52 | 4.9~52 | 49~52 | 49~5.1 | 4.9~5.1 | 49~5.1
pH 6.0~6.2 | 6.0~6.3 | 6.0~6.3 | 6.0~6.3 | 6.0~6.3 | 6.0~6.2 | 6.0~6.3
7 4 VA —imiE g AL
il (47)
i 0 20 35 65 125 245 365
W (ugml) | 4.8~5.0 | 49~5.0 | 49~5.0 | 49~51 | 49~51 | 49~51 | 5.0~5.1
pH 6.1~6.3 | 6.1~6.3 | 6.1~6.3 | 6.2~6.3 | 6.2~6.3 | 6.2~6.3 | 6.2~6.3




V. ARICEYSEE
1. PEXEHR
ORDIGEIZEHITZHHLBHERE (B - BH - BERFIE - EHRHER)
B B - IRGIES, IR5E - JRERER, BR, REE, FLAEEM, HKH (A - SUEmE
PURAZA « BRIAD) S G-0F, BN - KUEPIRE IR, RIS RS PRSI 2%
OX #RRERFD/\Y ) LDEBRE

2. EXEHRICEET HIE
RE STV

3. AERUVHE

(1) BERUVAEDOHES
AR 7ZIRELT, @FHKRALE7.6Tmg 2 1 B 1~2 [BIFH AN UTFHIRNICES 5,
¥, AR, ERIC X Y EEREET S,

(2) RZERUVHAEORERE - B
U ERR L

4. AERUVAERICEET IR

TRERUVARICEAET 5EE
1EH7Z ) ORABEILTFTOLEY THS.

1 A5 &

WA R 7753 FE LT 10mg, EHIE 1%

5. BRERALIE

(1) BET—aNn\wFr—o
MR L

(2) EREKZEEFER
YERR L

(3) AERGERFERR
MUERR L

(4) BEEMEER

1) AREREERER
U ERR L

2) REHHEER
MM EER L



(5) #BFE - WBHFAR
SCHR BT L VAR L7- 2,332 61 (IR0, EHREGEZET) ORBHINGFERMEIIKRO LBV TH 5D,
1711 BRRUE - +=$6EEE
B, W -+ HBERICEE O ML iE Aokt L <, B4R T 164 B 139 41 (84.8%), H -
+ T FRTE S ClE 48 Bl 44 ] (91.7%) IZEhENBH B, 85~90%IZFEZh L T\ 5,
17.1.2 BELRBERUBESR
AEEZRH, B, RIFMEICAE 9 Bl « MR LT, BRIEFR Tid 136 #it 91 il (66.9%), B4 T
1% 60 il 51 61 (85.0%) . JREHE TIL 52 Bl 41 B (78.8%) TR FED LTV D,
17.1.3 NRHEBORER
EIEPENRM:, AR, AP EEE ORI LT 132 #4109 fil (82.6%). BEKIZL D
&2k L C 54 Bl 52 B (96.3%) IZZWHEBRRD LN TS, Fo, MREREFRIRICE N TIX
44 B 29 B (65.9%) IZEWENRFTEH SN TN D,
17.1.4 RBRUFHE., FERVFHEROED, EH
PRI K OV OO FELL « @256k L 204 B 178 1] (87.3%) . BRI ONFAT14 00 Ly W@ Z %t
L 93 firf 81 451 (87.1%) IZZHEARH LTV,
17.1.5 EFBEERHOBRES
PUREZAl, BUEWE. SEAl. 1Y v~ FAIERIER & L CHEIBREE Z Vo3 WA L O LT
St Tl 390 i1 319 51l (81.8%) (B WA DT & UTIASTR D HAL TV D,
17.1.6 HILERE~DIEHA
1) BN - RERNEER
HANRLREN~RE D BT H NSO tube &4 A L 72BEO SRR i) & O ZFR# > v
T IR 7' v O+ RN ERZERB O A B E LT, PHICA T T I RE
R LUBRAEN A L—XfThhbDa A E T 25 & 151 fild 114 ] (75.5%) A TH -7,
2) X BRER/Y Y LEH
T0HNCBNT A b7 a7 T I REGREIER RO ST 7 2 H PEHRER 4 boig U 72308k < 53 4l
WZBWTA a7 I REGRTILVRETH T,
17.1.7 BSHRBATE. TOfth
SIS (203 2 BRI R I A O D - R L6 LT 211 B 177 451 (88.9%) ICH B Th T,
Fo. BEORIR, MRS OWELa e kI LT 523 filH 458 f5] (87.6%) (TR D 5
nTns,
(6) AEMER
1) SEARERE (—REAKERE. SECEARERE. CARBLERAE). RERFTERT 4R
—RRE. RERFTREBRAROAR
MR L
2) RBEHLELTERFEORNENITEREL-RHE - RBROBME
R L
(7) =0ttt
% LR



VI. EMEREICETSEE
1. EEZMICEEHSLEYMNITILEVE
benzamide &
HE  BEOH DA ORRE - DIRFIL, OB FIRLESRT L2 L,

2. XBEFER

(1) {EFAEREL - fERRF
VERIRAL = fidig O L AR
TERIBET -
bz BmRS | & &4 (CTZ) O R332 Do ZRERZIERT 2 Z L1 X0 HlHAER ZRd, T,
tu b= 5-HTs ZAMHEWREMR DRG0 5-HT Z A WHBKERC X 2 M bE Es TR &R
X CTW5 3,

(2) EDHERMITLEBRRE
18.2 JHILBEDEBRE(EA
18.2.1 BEBRICRIFTHE
A X RN NN — R K BAERT, A M7y T I NIFEESZTLESE D Z EREID LN
TW5 9 5,
REOBEFEATHHRANBLIZB T H L2 M UBBTEIZ L DRFHIB W TS K HES o
KT L7RBBIC )T U TN ZZ2h R A2 R L, OB L @ilEZ R 2 2 AL EN TV D
6)
18.2.2 WFIER - + BB DEBRICRIZTTREE
AXEHWZERT, A M urT7 I NI+ HBEBoEihZ2iET 2 9, HESREEEL AT DA
BLIZBNT, AFOEGIZED, WMPIOMBRENRSE (&%) 2kE, 2@tz mRd, FiC,
+ THRIGERES R OV ISk ARSI A LR L, T OEE A TIET D 2 L3N D 5T
WA ) 8)0
18.2.3 [ - KIBOEWICRIZTTHE
AXEHWEERT, A M7 a7 I REERGEENCR LT L RIERIIRES T, KB TIEa<
TERDFR® HAL TV 9,
18.3 fHIH¥EMA
A~ w 7T I RIIHRPEREN SRAPEREO W L TChRIMAEH 277, 4 X2 W %E
BRC, 7HRENLERXXIE T X O G 100 1D & 50X chemoreceptor trigger zone % [E#E
KA L TR Z L@ LTh 120 F/o, BBHFHOR G2 X DEEICF LTS 519 X
N7 v 7T 3 RIEH L R BEIER 2R,

(3) {EFARBRSME - FribmE
A X BN SV — R LD ERT, A b7 a7 T 3 REIRNE G134 20~30 B X v HiEsh %
TLHEE L, ZOERIZENEIZHIE L CHED D D05 2 EBHEND TN D 9,
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VI. EYSRRICEAT 5IEE
1. MPREOHTR
(1) AERLEMHLZODRE
MR L
(2) BRERHBRCHERESA-ObRE
EFERAICA N7 a7 F X R 20mg 2 A5 L2856, HEE L0 @0 S AU 1 Rtz
eI R (54ng/mL) (Z3EE L. M 4.7 B Cib Lz, EERAICA 7 u 7T IR
10mg # §FlRNEE G- L= 86, MM L B O EIIE 5.4 FEf CThH o 72 19 GHEAT—4),
500
i
2001

1007
® SmgiiiE (n=5. FI=EHEiE)

50- O L0mglfHE (n=5, Ty HHiE)

BEEES

(nmol/L)
201

10

(3) HhEE
BRI L
(4) BS - ftAEORE
(Tvii. 7. fRAEAEH ] OHEZH)

2. EMEERBNTA—4
(1) fBAE
GMEANT—%)
BEEERN T BN A b7 07T X R 10mg & #RNE G L2k, A FREIL 2-a 0 X— F X MET
MZHTIEFE -T2 19,
(2) BALERETEH
U ERR L
(3) HEEETEH
GMEANT—%)
0.156+0.024hrt (fEEERR A 6 I, A b7 @ ~7"F I K 10mg #fiE, = EHEFE) 16

(4) VY7353 vR
0.53+£0.187L/kg-hr (KA 6 B, A h 7 1> I K 10mg §fiE, T EIEYERFZE) 10
<%E> (BEHHE. FiER) 17
U XDOEEE I (BITREL G L T7F=0 27752 (Cer) 10mL/min RiiDHEE . 6
#) . TEE (Cer10~30mL/min, 8 fi) . M#E (Cer30~60mL/min, 10 #) @ 3 FEIZS3 1T AK] 10mg
FERE LT, £7AA] 20mg ZE L/ZIVEE (BEEERR A, 8 #1) &l L7-,
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I B I #% A IVEE
Vdss (L/kg) 3.14+0.97 3.060.94 2.65+0.58 3.62+0.60
Clr (mL/min/kg) 0.14+0.15 0.41+0.32 0.72+0.22 1.71+0.18
ties  (hr) 18.9+5.6 11.2+2.8 9.2+2.2 5.6+0.7
CF¥) £ AEER 72)
(5) HHEE
GMNEAT—%)

3.43+£1.18L/kg (fEEERKA 6 ], A v 7 177 3 K 10mg §fiE, T IEERFZ) 10
(6) Tt
MR L

3. BEM (REaL—>ay) @&
(1) A ZE
MR L
(2) RSA—2EBHER
BRI L

4. W

WRIERAL « %M ke L

W= - GRS R R L

PEITIGER « RS R L

NAFT A FTEVT 4

GrEAT—%)

fEFERA 6 Bllc A b7 7T X N 10mg Z#ARNEGR O AUC 13, 346.994.8u g/L-hr (15
HHEERZE) . RGO TR AL T A T Y F ¢ 1% T7.3524.0% (P +EHE(RE) ©
5 16,

5. 9%
(1) itk -FeiBE P& @ tE
Pl v/
<HBE> (vURX) 1
VA UCHER A N/ a7 T REROBRGUIHEL, A— T V4T T 7 ¢ —EREICE
B U7 BR IR, ik — BT & @i L. IS Lz,
(2) miE-RAEEEIFEBYE
GMEANT—%)
W EUBRATAT OISR 8B A S 7 v 75 3 F0.14+0.02mglkg % #7E L 72 B C Itk 23 32
HITNDD, FAERITKT 2 ZEITA LTV 19,
(TVIl. 6. (5) iftm) DOIHZH)
(3) Ait~oBiTiE
16.3.1 Eitsh#1T
BHIHICA M7 07T 2 R 10mg 2R 0G5 L7286, BT ~0BITRRD LTV 20, [9.6
Z ]
(TVIl. 6. (6) 3wl DHSMH)
(4) HE~DOBITHE
MG R R L

12




(5) ZofhoiBB~DRBITHE
MM ERR L
<BB> (vURA) B
VYA UCHER A N7 a7 T REROBRGIHEL, A= T V4T T 7 ¢ —E R ER
L7oiRBR I, Dfh. BB, MR OSHIME N RIS B oA LT,
(6) MBFEAKSE
MUERR L
<BE> (Tv b, 4AX, U, UHF) 2D
T AX, UVOMGEREORBAIZITAEREEIRD bW, v XOMmEEAES
FIIMMOBWFEL Y b @7,

6. i

(1) REBLEIRUCKBER
MR L

(2) REICEAE5T 58K (CYPHE) OHFE. 5=
CNEE R L

(3) PEEEMNROEERUVTOEE
HEANT—%)
NAFT AT EVT 4 L IRPOREACBRALE R SIZIIARBMER H 0 | wlEhEE OB A i %
ZIFHEEZLNTND 22,

(4) REVOFHEOERRUELL., FHELE
MBI L

7. EE#
BWCHEFR A R 777 I K 10mg 20 # 5 LizE, & 5% 24 Rl & T G520 77.8%70, A
Fra 77 I R N-ZV7 v BRGELRORBEGE S U TRPICHRES vz 29 GMEAT— %),

8. FSVARR—A—IZBHT S1EH
MR L

9. BIZICLDKBERE
HEANT—%)
X FR T A B BT 2 3~B R EM L2 & 2 A A b a7 T 3 REIRIE i B 23 ) 55%
(43~86%) (ZIKT L7223, i EDNKRE <, KrAEOHKRDE LIREISNRN- T,
AR ua7 7 FOBRRARTET T LA LR2NnEBbns 7, mEERGOLE L L TIXEN
b s 17,

10. BEODEREFTHRE
R L

1. EDik
REER e L
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VI. £t (EAELOZXESF) CEYHEE

1.

4.

EENBLEFTOER
BEEIN TR

. ERABLEDER

2SS (ROBHEICIZEELGZNIE)
2.1 KRB ORI LiBUE OB ERE D & 2 B
2.2 BOMIRES IR T TV A —<DRVOH L BE [BMRFEREERZITBZNNRS D, ]
2.3 WLEICH M, ZAXIIRENHAED & 5 EBE [(AFNIXHLEEBSOTTEE-R S 57280, IE
REEZIFDIBENAND D, ]
(fi#EsL)
21 IR OFR G TWBEUER DA FREEL LTEBEOH 2 BE BN TR, Z0E[E2 &G+ &
CEVEERMBESERL I TEENARD D,
12$ﬂ®&§_i@@%ﬂ%ﬁ729I/ﬂk%ﬁ%%b\%E%W%E:f:kﬁﬁ%ﬂfn
52, £, invitroDEBRTHA M/ a7 7 I RAEEEQMIICIERL, 1727 I %
BET D2 ERFEOHILTUVND 25,
<EBE>HEEMIAIEICI T 2 hEAR
I LA ) - LB
e T N C R R—T Ty p—
L SRR e 4

e L=V ——— My —
E Naffi § —
T LA ¢

— N —— 7'0‘::—5%}1&%1

— S

— JITlk Begr A 4 IR 4 e T
— WAL — JJﬁlf)ﬁHﬁH R d
— e AR 53k
2.3 KA O LE EE) TEEIC CIEEE I, LI ERERIBHZE D B 5 B TIRER & B

fbESELBZNRH D=0, Ek*@?ﬁ%ﬁ)t%@%ﬂﬁ%%%i: L CRi L7z,

. PDERIIHRICEET HEE L TOER

BRE S LT 20

AR UVHEICEET I8 L FTOER
(TV. 4. HIEROHEICHEET ZEE] 2208752 L,)

5. ERGEFNIE L ENER

SEELEXRNMIE

8.4 AFNIOEEIZL Y, NHWHEERY (T uF 7 F Ul EFR) ., $ERNABIERSEORIERN S 5 b
N5 EMBHBHDT, ZIK%IJOD&“EL B‘i'rbfi AL Zetha+nEZEO0 I 2\53T5Z &,
8.2 IR, HEVWRHOLDOND Z LAH DD T, AFEREHOEEITIT BB EOEERE R A )
MOBEICHEFESERNE I ICEETDHZ &,

8.3 flMAEMz A o7, MOEHITES hag, 1B, MEEEIC K SRR 2 REE 7
LT ENRHLHOTEET DI L, [10.2 2]
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8.4 [ENZEFMAIZIH W TESEMEARIENRDY, ENIMNE FAIZI N TLIRIED U 2 7 BEINARIE S

TG 26 27)

DEFER, DEHBEOEERTRTERPO LN EDRHHLOT, UTORIZIEETDHI L,

[11.1.6 ]

s BERUNROFERIZE O, REICOIZVERLEGE LN &,

BT DIEIRDSER D N TGS, WO T A LB ITEE TS L,

F BIRETIATV. BE T DIERARD DTG A ITES IR AE (DERRAES) 2179

ze,

(fi#E)

8.1 ARANITUR FEICHERZH T 5 Z &b TRIKICHBLY 52, 7 aZ 7 F ik 05w %
T2, TSIV Te T 7 FAEN B L, NOWERE SR 1C X 2 30T 0 WS O BIVE - 2338
BT 5, FURABS AT AT (FSH-RH) . #AK R LT VA LE >
(LH-RH) O3wafslsnsi=o, HEHOLHSCEARE AL ZENRH D, HEERIMEIER
WZOWTIEAH R b D THLZ b, HEFIEBREFICRL D TH D, AANOEFIZEEL
TIEINLORWERZE#RL, AL ZetsBE L ECHEAT LI ENRMNETH D,

8.2 IR, HEWA K ZTHEANILET 2EEFHTHY . 20 L9 REIEMNIX BB BEOEESfE
2 £ O BEWHRIEICIEF T 2 HIC L o TIXERZFKOIRE & 720 vkl nwo THELIEOR
WD EREAE L T D,

8.3 &AL CTZ (Chemoreceptor Trigger Zone) %41 L COMIMEIERZG T 5720, KA 5K
I, T ESO P ZE . IS O B TOMMAER A Rk S E 2 PRt o 5 D THEET D
VERD D,

8.4 PMDA M EA ERRREREEHRT —% ~X—2 (NDB) #H\\ T, A b7/ r7 7 I RIZEBIT
LEFEVEREENRD U A 7 G M 24T > 7258, EERAREIRO Y A7 BRB SN2 bR
DEENWET ST,

g, B, OFV - S50 K- BEBDSEOL, MORA, EHENRD bRZEAIC
TERLNIZR T DL ) BFICRETHZ &,

6. RENERERTIBAEICHTIER
(1) AfHE - BIEEFOHIBHE

9.1 A6tE - KIEEZEOHLIBAE
9.1.1 K - XEFBRBFLZH S FENEROHLBE
MMEEERE (Syndrome malin) 232 Z 0 09, [11.1.2 ]

(figeit)
9.1.1 EMHEGEE O BB MORIEZIN & LT, BASLRKRER R 2 EOSRREERE N HE SN T
W5 28

(2) BHeEESRE
9.2 BiEETRE

WML HPRERRR T 2B8EN1H 5,

(figw)

9.2 AANIBHEMA DOIEAITH D720, BHREREDREA~EL LI25GE, @O AR E S Rk 3

LBENNHD, ([VI. EYEHEEIZET2IHE ] OHEEM)
(3) FHeeEESRE

BE I TV
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(4

(5

(6

(7

(8

) EFEREE R T 5E
BRE I TV
) bR

9.5 ITiR
T SOTIEIE L T B ATHEME D & B LetEiciE, 1B LB RN G Z LE S L HE S 556
oA EETHZ L,

) =AW

9.6 1ZELIF
B EOBRER ORARBOREMEEZERE L, BAOMKG TP IEE2HRET25 2 &, BATICE
TT5ZEnMEEN TS, [16.3.1 ]

) IMNRE

9.7 MNR%E
WERGICRLRNEIEET D&, $ERABIERDEE LT, & ITBKIRRE, BN
WITEET 52 &, [14.2.1 BR]

(i)
9.7 KRNIORERGIZIY | FHIEE, S - BETOSH, IRERBIEEREIER & O SRS EIER 27D 72
EDWMEDNLL HY . NRITAK O PARIE I LEZMER @V E B 2 b,
) BiRE

9.8 BiNE

BIVEA (BERANIEREE) ORBUCEE L., AETNICEREEBICEE T AR SEEICRET S
Lo AT, EELTEREILSHMSN DD, @il CIEBHENME T LTS ZEREL, @D
M EENE T 5B ENNH 5,

(fif)
9.8 &l TiL. AFHERE - BHERENK T L TW D20, BIEAZ S oo, Elzmimd (118
PERESLEBIHEZ AT 2 Z ENBEBWED, RIEBEL TRETLZLBLETH D,
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7. HE%HA

(1) tRARSETDER
BEIN TN

(2) tREABEEDER

10.2 HiFAEE (BFRISEET S L)

IaranRsy
rarra<d
FEFNART T
TFn Tz ) REHA
Y R— L

Lo
NI RRIRHA
ZEY R
FT 7Y REE

FUFNT 4T T aA REH

A4 ERAEAR - HEE 715 P - fEbRIA T
T ) FT YRR POTIAEERESE & . SEAROM IR AR A R OV 2 & O AN BT B

WHEBR LT 2D,

NIUEERT D70, OH
(LD PR NI AR A 58 <
bbb,

e IS
vaxw
UX bR
[8.3 ZH#]

TXZ U AAFIFATE O &
72 % Bl < i BACRIRAEIR
EARBMEET D B TN H D,

AANOHIEAEHIC L D,

TR

ANATRE L ORFER (1]
Rl B - IEM, RS B

BRI

LD I N2,
= ) Al AL E ISR T D EH &2 | AR LT EB) &2 TS 5
7 b v e R KR WET HBTh D H 5, T2, fi= U A O )
TFNAART IR iR & A%
8. ElffA
1M.5I{ER

ROBWEH DR 5OND ZENHHDT, BELTHIATV, REDHEO NG EIC3HKEG 2T
13 % 72 LG 2R ALE 21T O 2 L,

(1) EXGEHER & OHER

1.1 EXGEIERA

1111 Yavy. 772453 F 20— (WTHUHBEERH)
vavd, TF7 4 7% — (RN, WEEEE, SH5%) ZbobhdZ b b,
11.1.2 EMERE (Syndrome malin) (JHE )
MEEHRER . GRS O FORM, e IREE, SR, mEOZE), BITENAFKIB L, EUTH]E & FEEN
HONDGEIE. 52T L, KOH, KoMEEoegERLE & bITHURLELEITH Z &,
AFEFIERFIZIE, AMEROEEMLME CK O LA BRAOND Z EMEL ., o, IS4 ViRkE
PO BEDIR T RALBND Z b D,
k. MBNEHE L, BEakbEE, MRS, JEBRENL. BOKAER, SMEEREE~CBITL, SECL
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(2) Z0tbdEI{ER

10.

1.

IS S TnWs, [9.1.1 ]

11.1.3 BEHEEE (BEARH)

11.1.4 T8 (BHEAH)

1115 ERMESIXTROT7 (BHERH)

I GIcLY, OSSO RNMEEERNN D bbb, BSPIEBR LT 2 E0b 5,
11.1.6 ERELGFEIR (HEZRH)

DESH, DEMBISOEERAERND Hbhd 2 End b, RENRD LNTEEITIE, RA
Ok, RmLE, BRENISE O LB EZITH 2 L, [8.4 ]

11.2 EDHDEIER

AEE AR B
BEARSMBAEIR™ | FHRRER, M E, B - BRSO, IREREEIAE, M5
R AR, oW, MR E
THbaR HORRRE, M. T, ER
T8 Bt MmERE T, SR, AR
FEpepRcR | IRK. B, BHE, BE A%
W RUE 5, RIE
Z DA DEV, B

) OB DIERDPIBNG AT, Pis—F 0 Y UHIOR GEEDRLEEZITO 2 &,

. BRRERRICKIZTRE

BOE ST
BERE

13. 8BRS
13.1 fFER
BERAN IR . BERkEE (FIE) S03Hbbhd 2 E0nb b, EAEICBW T, AHlORKERE

XD A MNETREVIIER S DO L DWMERH D,
13.2 B

BT Lo TRRES LR, JEARSMEIEIRIT LT, fis—F o Y U257 2,

HALOZXE

148RALDOEE

14.1 EFIFRARFOIE

1411 7o FILhy FEE

T AN DIRNEBET DT, =& 7 — VRS THERT 2 ERLEE L,
14.1.2 fh¥&l & DERE

AENIT A VTR EIRE T2 EIRBELELD ZEDRHLOTHA LN &,
14.2 EXRBEROIE

14.2.1 FARESTEF

TROLICEETLZ &,

- AN IR0 A B RVGEIZO R, HEER/RIZIT Y 2 & Rl ~O KEEFIIITH 2
W b, FROMNREICITEERT A2 L, [9.7 ]

- FRRAEITIEAL AR D 2 &,
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SRR ERIA LI E & BUREZHF ALY . MIROWERE T HEIIE, B I 2 5 & #0LE 7
ATCERTDZ L,
s EFELICESR, R D ZENR DD,

12. ZOHDEE
(1) BREFERICE I HEH

15.1 ERERBERICE D 1Bk
AFNITINA & U CHRMBEZ S A LTV 5, M BEE T B L0 b HARRH 63 2 it
BIENZ <BOLND LOREDDH D,

(fi#E)
15.1 BRI I61T DMBUED U R 7 12T 2 R 2 S 3 28180 6 | iR 2 A 2hak sy X
ERINAIE L CEAT AEFEAERDLICEEH SN TWD, (EHRZH 0210 5 2 5 SF 84F 2 H
10 H)
(2) JFERERHERICE D &
BE STV
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X. EERKRERICEET 5EE
1. EBERR
(1) EDREFHER
(TVL. SERIEPICBT 2HE ] OHEBH)

(2) RE&EHUEEFR

1) MR R OV BR 2R
AR TIFIREAXKROF BN TTEFLa ) ATk A ME FEEREZB SR L7
3, RRAEPRRANC X D ME FREAERITIEI L7z 9, -y M DR Tl @R E R E O
I O JD K OSEBIRIE O RN b DR T o729,
AXERWEZERIZTA b7 a7 7 I Rk =BT FREZRD, FICRIRDB -7, £72.
WG JE I ITIE & A EBIT A BV FER OVE STt E JRIE LT 29,

2) RELHITHT DAEA 30
A L7 v7T I RIIFRELE Y MBI 57T a ) VB REE RN 2 B L 7z2s, MR
By N TTIEIHHERIZ A e oo, R XPASEEGEHAEFICBW X, 7EFral vtk
FORE B KBS SRR B DD JE 2 KT X7,

(3) TOfhDIEEFAR
MM ERR L

2. AR
(1) HEEE5EEHEHAR
HE# G309 LDso (mg/kg)

EyL7/ia ~ A 7w b
M
ROUTE L & L i
FRN % 5- 80.3 87.0 — —
N fze N 5 — — 177 158
®oHs 522 455 666 580

~ 7 AT GE, EMEREOEIZ L0 FRIERICEN R E LA RS o do, HERIOH LR
B & THBEB OB, SFAREICK T 25 5O6M, FHREEIROMK FAHR S, B & CILES)
REE, P OWHRBA LI, AR T L,
7 v F T Tomglkg DIENENE 51T K o THARIIHFER 23580 v, BEOWRIR, WHEDFED B
Too WETDHEZNOOERIFEFEILE 2V, FECHOL IXIHIREED F FBEI L=, 72k, EFH
1% 24 KERZ XA S EFIRREIC[BIFE L 7,
OG- OGE THRBROIER DB b, 7205, 500mgkg 5 THHHNHITER A 2 5 4L,
PEGILL BICHE R A b NT-, L, EFEFIT 24 BRI ICIZIEF RREICEE LTz,

(2) REBEGSEHERR
Wistar 52 7 v M2 10~600mg/kg % 3~6 » H Rk 05 L7253k 3023\ T, 100mg/kg LA T O#
SRR IR AT RITR O S - 72, 300mglkg 5Tl 5Bl aA 0N AR INHIER 8 22 5
— R EREDNELS o e M b 22 < B Uic, (REHINEI 3 » A MG CIIER, 6 » &S
TIBEDS S FRBEIC L LT Lo, L L, IMIREERY, BRI 520 K OV B 2 A0 B A C AR
R BT RIIRD b Tz,
600mg/kg % 5-Clx 3 » H OB GHIM FIZ 60~80%A 501 Lz, 3 » H WA &5~ -8R Emmmn
FEANEL, Ao m AR L, i, B, 8B ~ORED O MDA, D O RE TR
DHLDOTH Tz,
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(3) BE=EHEHR
BRI L
(4) KNARESR
MUERR L
(5) ARERESHERR
ICR 2~ AN O Wistar 527 v MMZIEHR 7 X0X 9 HH LV 10~200mg/kg % 6 HRERE OS5 LR
BR CIMEF AR IZRR D BTV 82,
(6) BFFIEHERER
MUERR L
(7) TOftoRHSH
BRI L
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X, BEMERICEYTSRE

1. RHRS
mﬁ%g%%ﬁ)
LAl T T SR 10
" TR me ) T BSOS TS b
HRksy | A omrTIIR %
¥ LA R/ RT TR 10mg UF2EDHORVUA b/ 077 FOI%UFEEHT SV A
o FHEIE R,
2. A

BEhEAR : 3 4¢
3. AEREBTOFE
SIRRTF
4. BRWLEDEER
BEEIN TR

5. BEM@ITREM
BEMERSL T AR
<FvoLsy - F
Z OO EE T ER B

6. R—H% - A%E

Fl—5y : TV oG UEER, TV T UKL 2%, U T vy 0.1%
F&h%E . Fo_Y R
7. ERFREERR
~H
8. WERFTRABEABRVEARES. EMELNTHEEAL. REMKBREAR
P A4, LS IR 5 AR e A FE B A FE B 4G
FHH FHH HFHH
R 5e 1965 4E 1965 4F 1965 4F
T T RS . 14000AZZ03094000
BH 4k 6 H 25 % 12H1H 10 H6H
R7e VAV INZA S ARET v 2006 2006 2006
i 7e 44 U LT TR gees 91800AMX 10082 £ £
R 10mg 1H30H 6 H9H 6 H9H
)~ S T BT
. T R SR , ) , 2020 4
10mg 1H1H
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9. MERIHREM, RERVAREEENFOFEABRVEDOAR

7KERIRF 1 1965 4F 6 H 25 A

BRE TSN AR

LA O E

TARABI MR (RFRR - Bl - L - 1
A, - A - T - I - A Lo < D)
(1) PRk L O fefibk -

WEEA1E1~2% (1 H 1~2%) 2% EE7- 13 L
F9, AT 1A 1~2 E2FE, SRITE LAPIZER
OOENFET, EERGIT IR 1IEE 1 H 1I~28HEL

B2 - BT EAE - HIAEE - 58K - IAdE - JRIET | 3, 2720, B8, ERIOG CEEMEE L TS Lonx
A AFR U —  BEGR - PRIIE - 1S PEBER - 355K (RER] - | H 0 /A, /NRICHTHIHE (1 HE) ITTEREZEREL
PUAEWH - PUdEAD) #50 « BNKE NEE I LTSN,
(2) /MR 0~3 #H|3~6 % A [6~12 » A| 1~25% | 2~10 %
BARCHENERE - SHEPEIEL: - B 5 PHIE - HB% 1/4~1/3 e e e "
(3) SR - BREELEN - i 1/3 & 2/3 & 5/6 & 18
R SO = 5 (0.5~
(4) HehHaR s - 0.7mL) (0.7mL) | (1.3mL) | (1.7mL) | (2mL)
TG HRIBHTIE - X BRRAE RN U & A5
ZhRE I BN - 1967 4F 10 A
TRRBRF O LAERER T (BFCRIE « L - M - 18
IR - B - AR - N - B - L o< D)
1. RS X Ol -
B - 5 TIE - HIBHEE - IR3Ek - IGIE - LGS
A AXRT— B - RFIE - BIERESE - FEA (Rl A -
PUEE - PUREEEA)D) B5R - HNRE NIRERE - HSEE
Y14 P22
2. /IR - AL
EHEVENRM: - AR - AR REE - B - R
BRI
3. SR - ERIRL RN
JRERFS & VBRI RIS & OV Pl
4. MR
BRI - X AR N Y w7 A EH
ShRE ST AE N, FVE R OV EZE 5 1968 4
TRUEBRE O LAFHERE R T (BRI, Bl EM, 18| (A
R, AR, AR, M R L o< D) WE 1A 1EA 1 H 1~2 [ AN E 2 TR I T
1. NBHR L O ek - LT,
B, B THE, FHmRE. ERMEMoE - + 18| [hE]
. MH3Ek, BAE, JHLET « A% U—, B, R| F45, KR, ERIOEC, 1A 18 1/4~1 BE2HANE
FEAE, 1BMERESE, HEH (FIEAl PUEWE. PUREEAD | 72EBIRMICES L E T,

FebiE, HRUE IR, BRAEADMA M pAE

2. /NER R

FEEERL, fhEEEER:, B PEAE, BHAR. Rk
RIEAR

3. HABh REERL R

BRI FS K OVRINE, Rt X ONFAiv R

4. JROFRRELREIS

TR, X ARRA N U 7 LS

* 6y HUEOHAED 1 A&

6~12 % H 1~3 i 3~6 % FE
1/4 & 1/4~1/3 % | 1/13~1/2 % | 1/2~2/3 &
(0.5mL) (0.5~ (0.7~ (1.0~
0.7mL) 1.0mL) 1.3mL)
0.2~
0.3mg/kg | 0.25mg/kg 0.25mgfke 0.2mg/kg

P LHAROSGAICE, 1A /8 & (0.25mL,
0.4mg/kg). 6 #» HARMIZ 1 [ 1/6~1/5 & (0.3~
0.4mL, 0.3~0.4mg/kg) Z=HHNIZEH LET,
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HAELOHEZE : 19714 11 A

B ESIE S FEKR OV &
YN
WE, 1E1EA 1A 1B E 7 EEIRNICESR U
7
U]
WEL1H 1E 1/4~1 B Z2 RN E T EFIRNICES L
F9, 2L B RE, ERICE CEEHE L T,
/NRO 1 BIEIXTRICHE CCTRETIUIERI T,
AEfin (AT 31 6 % 12 /1 H
ERL B 1/8 1/6 % 15 %
LR 0 osmD) | (03mL) | (0.4mL)
0.4mg/kg 0.4mg/kg | 0.35mg/kg
2 i 5 ik 10 7% 15 ik
1/4 % 1/3 % 1/2 % 3/4 %
(0.5mL) (0.7mL) (1.0mL) (1.5mL)
0.3mg/kg | 0.25mg/kg 0.2mg/kg 0.2mg/kg
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OX MRARED Y w7 L Omim e

AbrzarIIRELT, BFARALE7.6Tmg (HEEE A
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S CEL -
&
-
Al

H WL« BEARAIR « B HBAZ i)
%o BRIFAE, FLEhVTMER:, FEA] (R - 51
KUEPIRE R, TR BRI IR 1%
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<EMC (UK). 2022 4 6 H s >

4 e[
4 ADVANYZ Pharma
Ar7e 44 METOCLOPRAMIDE 5mg/ml Solution for Injection

Solution for injection.

Clear, colourless, sterile solution.

Each 2ml contains 5.27mg (0.527% w/v) Metoclopramide Hydrochloride BP
equivalent to 10mg Anhydrous Metoclopramide Hydrochloride.

AT - Mk

Therapeutic indications
Adult population
Metoclopramide 5mg/ml Solution for Injection is indicated in adults for:

- Prevention of post operative nausea and vomiting (PONV)

+ Symptomatic treatment of nausea and vomiting, including acute migraine induced nausea and
vomiting

« Prevention of radiotherapy induced nausea and vomiting (RINV).

Paediatric population
Metoclopramide 5mg/ml Solution for Injection is indicated in children (aged 1-18 years) for:

+ Prevention of delayed chemotherapy induced nausea and vomiting (CINV) as a second line option
+ Treatment of established post operative nausea and vomiting (PONV) as a second line option

Posology and method of administration
Posology
The solution can be administered intravenously or intramuscularly.
Intravenous doses should be administered as a slow bolus (at least over 3 minutes).

All indications (adult population)

For prevention of PONV a single dose of 10mg is recommended.

For the symptomatic treatment of nausea and vomiting, including acute migraine induced nausea
and vomiting and for the prevention of radiotherapy induced nausea and vomiting (RINV): the
recommended single dose is 10 mg, repeated up to three times daily.

The maximum recommended daily dose is 30 mg or 0.5mg/kg body weight.

The injectable treatment duration should be as short as possible and transfer to oral or rectal
treatment should be made as soon as possible.

All indications (paediatric population aged 1-18 years)

The recommended dose is 0.1 to 0.15 mg/kg body weight, repeated up to three times daily by

intravenous route. The maximum dose in 24 hours is 0.5 mg/kg body weight.
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Dosing table

Age Body Weight Dose Frequency

1-3 years 10-14kg 1mg Up to 3 times daily
3-5 years 15-19kg 2mg Up to 3 times daily
5-9 years 20-29kg 2.5mg Up to 3 times daily
9-18 years 30-60kg 5mg Up to 3 times daily
15-18 years Over 60kg 10mg Up to 3 times daily

The maximum treatment duration is 48 hours for treatment of established post operative nausea
and vomiting (PONV).

The maximum treatment duration is 5 days for prevention of delayed chemotherapy induced
nausea and vomiting (CINV).

Special population

FElderly
In elderly patients a dose reduction should be considered, based on renal and hepatic function and
overall frailty.

Renal impairment:
In patients with end stage renal disease (Creatinine clearance < 15 ml/min), the daily dose should
be reduced by 75%.
In patients with moderate to severe renal impairment (Creatinine clearance 15-60 ml/min), the
dose should be reduced by 50%.

Hepatic impairment:
In patients with severe hepatic impairment, the dose should be reduced by 50%.

Paediatric population
Metoclopramide is contraindicated in children aged less than 1 year.
Method of administration:
A minimal interval of 6 hours between two administrations is to be respected, even in case of
vomiting or rejection of the dose.

https://www.medicines.org.uk/emc/product/6283/smpc
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2. BB SBKZIRESR
(1) WERICEHT HBIMER (A—RX 35U T7528)
AINZBT HHEH EOFTEBEOHDOFTHE E A—A T U T HEE TR D,
(IVIl. 6. FsEOEFAEBTHEEICEHTHEE] OHEEHR)

Drug Name Category
F—A N U T DR Metoclopramide A
(2022 4 6 H )

2% BROME
F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)
Category A :
Drugs which have been taken by a large number of pregnant women and women of
childbearing age without any proven increase in the frequency of malformations or other

direct or indirect harmful effects on the fetus having been observed.

(2) MNREICET HECHE
KINZ BT M EOEBEOHORLH & RE D SPC (IRFI3CE) L3RR D,
( TV 6. FrEDW R AT HBEITHETLER] OHSMR)

i RN

4.2 Posology and method of administration

Paediatric population

Metoclopramide is contraindicated in children aged less than 1 year.

JE o SPC
4.3 Contraindications
- Use in children less than 1 year of age due to an increased risk of

extrapyramidal disorders

https://www.medicines.org.uk/emc/product/6283/smpc
(2022 4 6 H#R)
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XI. {F&E

1. BRHE - REXZZRICERL CHREKHERZTSICH->TOSERR
(1) ¥
R L
(2) HiR - BEAMRUBERETF a1 —TEBERR
MY LA L
2. FTOOBEEEH
AEOHERICET 58
ARIEL, ABRNOYELFELZEMEICETAHERTHY . thFIEEE L THER LZBEoFME - 22

WZOW T OFEMIE M L TRV, £/, BA L7athF o b 2L @I W TR L T e
VW, A Z A & BLA L CERT ABRICIL, SEAORM SCELMR L, T o2 &,

(1) pH ZE#hkER 39

I v 0.1mol/L, HC1(A)mL B | BH N 2B
k) - BIFR |
pH 0.1mol/L NaOH(B)mL pH sk )
T T RS 350 (A) 10.0 1.10 | 2.40 | Zfb72 L )

10mg ' (B) 0.45 8.30 | 4.80 | M1
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
1.10 3.50 8.30
D0.1 mol/L HC1 4% & 10.0mL ©0.1 mol/L, NaOH 4% & 0.45mL

(2) BlEZA bR 39
A« ) T SN 10mg
TRAFSAE « ARHK L BLASEAY ZEE Lok, S|IEHOL FICTRTE LT,
1) BAFER O S THBE RO Z G L TV ET,

VAR W Sal. : EFRfHIR Gul. : 7 F ok
D.W. : PERJEA Sol : VRHEAARIE
FAY 4 TN TR K :hUva | ca wrswa | Na iFRUwL
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7 T TR

10mg Dl & DELAZE B (1)

FEzh Fid 5 FE A AF | BBR Al A% D FRGE IR
%8 Woes (5r4) Bl A& AR HE | BEAER% 3 FEH 6 FEH 24 R
KIGHERR 5% SMEL | MEEEE] | OB | RARE | R
(7 Kok 200mL 1A | pH 4.3 4.3 4.3 4.3
FlFEE*| 100.0 98.8 99.6 100.4
RGHERR 20% S | B | REeEY | BaEy | EaEy
(7 K oHE) 20mL 1A pH 4.0 3.9 3.9 3.9
FEAER* 100.0 99.6 99.3 97.4
RGHERR 50% S | B | REeEY | BaEy | EaEy
(7 Rok 20mL 1A | pH 3.3 3.2 3.2 3.2
FEAER* 100.0 97.5 96.4 85.7
7 U =v ME 20% SMEL | MEEEE] | ROAED | RARE | R
(FU F—) 20mL 1A | pH 4.2 4.2 4.1 4.1
FlFEE*| 100.0 99.4 99.9 99.9
AV =2 i SMEL | MEEEE] | OB | RARE | R
\ (W U — Wi R AR 200mL 1A | pH 4.6 4.6 4.6 4.5
g (4-1)) FEAFER*| 100.0 99.1 97.6 94.4
ﬁ/lJ r UL 2 B S| EVET | WERE] | mEET | meEH
(&= U —iigis A FE AR 200mL 1A | pH 4.5 4.5 4.5 4.5
(4-2)) FEER*|  100.0 99.9 98.8 93.8
NATY v 7Rl S| REVET | WERE] | mEET | mEEH
(E e Y —GiR F AR 200mL 1A | pH 4.5 4.5 4.5 4.5
(5-1)) FeA7* 100.0 98.0 96.5 89.8
NATY T2 SMEL | MEEEE] | ROAED | RARE | EAaE
(e Y — iR A AR 200mL 1A | pH 4.4 4.4 4.4 4.4
(5-2)) BAFHE* 100.0 98.1 96.0 87.0
NATY I3 B SMEL | MEEEE] | OB | RARE | R
(e Y —aiR A AR 200mL 1A | pH 4.0 4.0 4.0 4.0
(5-3)) FlFE*| 100.0 94.6 89.4 67.1
A KBV v 7 RF iR S | B | REeEY | BaEy | EaEy
(&= U —iigis A FEAR 200mL 1A | pH 4.5 4.5 4.5 4.5
R (5-7)) FEER*|  100.0 97.8 95.5 87.1
TN SMEL | WEE | REeEY | BaBy | EaEy
(FFARERT 2/ B 200mL 1A | pH 5.9 6.0 6.0 6.0
(1)) FeA7E* 100.0 100.6 98.8 101.1
FuF 712 K SMEL | MEEEE] | OB | RARE | R
| (Bho ) —EiEmRe 200mL 1A | pH 6.1 6.1 6.1 6.1
B 7 o mE (1) BAFE* 100.0 98.1 97.7 98.6
T =y i s | ey | meny | ey | Eep
; (Fh e U —ikAReT 200mL 1A | pH 7.2 7.2 7.2 7.1
w27 Al (3)) EFER*|  100.0 98.8 98.7 99.4
g |7 Iy S| mEEY | REeEY | BaB | EaEy
# (& m ) —iRARE T 200mL 1A | pH 7.0 7.0 7.0 6.9
I EERA (1) FeA7* 100.0 100.3 100.0 101.1
T AT I ik S | B | REeEY | BaEy | EaEy
(&7 X /7 BiK (7K 200mL 1A | pH 4.6 4.6 4.6 4.5
o BN ) FeA7* 100.0 98.7 98.6 94.7
* (%)
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&7 T UTERNE 10mg DR & OECEZ R (2)

FEzh Fi & S A AF | BBR Al A% D FRGE IR
%8 Woes (5r4) Bl A& AR HE | BEAER% 3 FEH 6 FEH 24 R
72/ MUS 1 SRR SMEL | MEEEE] | OB | RARE | EAaE
(7 /8- b - EfRE 200mL*1 1A | pH 5.6 5.6 5.6 5.5
(2-1)) EFER*|  100.0 98.9 98.6 99.5
727 RS2 BilEE SMEL | mEE | REeEY | BaEy | EaEy
(7 /- b5 - BfRE 200mL*1 1A | pH 5.6 5.6 5.6 5.5
(2-2)) FEER*|  100.0 99.5 98.9 99.3
72 7V — Nl SMEL | mEEE | RN | BaEy | EaEy
(72 /- b - ERE 200mL*1 1A | pH 6.7 6.7 6.6 6.6
(2-3)) FeA7* 100.0 99.3 99.0 100.2
VA L SOVERR SMEL | MEEEE] | OB | RARE | EaE
(7 /8- b - EfRE 200mL*1 1A | pH 6.7 6.7 6.7 6.6
(2-3)) FlFEE*| 100.0 99.6 99.2 100.3
B XY A -1 BHR SMEL | MEEEE] | OB | RARE | EAaE
(7 /8- b - EfRE 200mL*2 1A | pH 5.0 5.0 5.0 5.0
(3-1)) EFER*|  100.0 99.9 99.3 97.2
E—T XY A -2 B SMEL | mEEY | REeEY | BaE | EaEy
(T /8- ¥ - BfRE 200mL*2 1A | pH 5.1 5.1 5.1 5.1
(3-2)) FEER*|  100.0 99.8 99.4 97.2
E—T XY A -3 B SMEL | B | REeEY | BaEy | EaEy
R (72 /- 0 - ERE 200mL*2 1A | pH 5.2 5.2 5.2 5.2
H (8-3)) FeA7* 100.0 101.4 100.9 97.6
T [2=0 002 Lk B | meisyl | mepy) | meny) | sen)
; (7 W ¥ - EBfRE 1,000mL 1A | pH 4.3 4.3 4.3 4.3
" (4-1)) FEAEFR* 100.0 97.9 96.5 88.6
g |==H U v 7 N#iK SMEL | MEfEE] | OB | RARE | EAaE
% (7 /8- b - EfRE 1,000mL 1A | pH 4.4 4.4 4.4 4.4
(4-2)) ErER*|  100.0 96.8 96.3 86.2
INHY v 1% K= (700mL) * SN | MR EATEN | R AT | IR AV | M AR
(7 X /W% - b - EME - | = (200mL) +| 1A | pH 5.1 5.1 5.1 5.1
vy (1-1) /hEE (3mL) FEER*|  100.0 99.3 94.5 93.2
INHY v 2% K= (700mL) * SN | ETEN | R AT | IR AV | M AR
(7 X /W% - b - EME - | == (300mL) +| 1A | pH 5.4 5.3 5.3 5.3
EX 3y (1-2) /N2 (3mL) FeA7E* 100.0 97.0 97.1 92.6
INHY v 3E K= (700mL) - SMEL | IR OTEN | BREE TR | BGR CE | eE t TE
(7 /B 05 - EME - | = (400mL) -| 1A | pH 5.5 5.5 5.5 5.5
vX 3y (1-3) /NE (3mL) FEAfFE* 100.0 99.1 96.6 92.3
E S AV K= (300mL) SMEL | PR TE I | BREE TR | BCR CE | E t TE
(72 /- b - ERE - /= (3mL) 1A | pH 5.7 5.7 5.7 5.7
EX Iy (2-1)) T= (696mL) FeAfr3E* 100.0 101.0 100.0 99.4
E S A= K= (300mL) * SN | R TR | R AT | IR AV | M AR
(72 /- b5 ERE - /= (4mL) 1A | pH 5.5 5.5 5.5 5.5
EX Iy (2-2)) T= (696mL) FeA7* 100.0 101.3 100.9 100.2
TILF AN 1 B SN | R TR | R AT | IR AV | M AR
(72 /- b - BIRE - 200mL*3 1A | pH 5.1 5.2 5.2 5.1
v 3y (2-3) FEAER* 100.0 99.2 99.8 96.8

X1 L% - TEZRG LGOS HER O A&

%31 BE - /NE - TEARSG LIEROBRLEEAORLE &

#2: 18 - HEZIRG L2 oREHER O &
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&7V T UTERNE 10mg DR & OECEZ iR (3)

FEzh Fi & S A N 414 D s R R
%8 Woes (5r4) Bl A& AR HE | BEAER% 3 FEH 6 FEH 24 R
TV AR 2 SR SMEL | PR TE N | BREE TR | BGR CE | eE t TE
B (72 Wk B B - 200mL*3 1A | pH 5.3 5.3 5.3 5.3
Ao lex 3y (2:4) FAEE* 100.0 99.5 99.0 96.5
T [e—7 v — R S| ey | memy | meEy | meEn
; (72 /W - Bl - EIRE - 2mlI*4 1A | pH 6.4 6.5 6.5 6.4
s v2 Iy (4) FEER*|  100.0 101.0 102.1 102.7
g | =7 U — PR SMEL | B | REeEY | BaEy | EaEy
i (72 - b - BIRE - 20mL*4 1A | pH 6.8 6.7 6.7 6.7
vy (4) FEAER* 100.0 101.0 100.0 102.3
KGR 10% SMEL | MEEEE] | OB | RARE | EAaE
(%1t Na) 20mL 1A | pH 4.0 3.7 3.7 3.6
FlFEE*| 100.0 100.1 100.3 100.5
KGARTE SMEL | MEEBE] | ROED | RARE | EAaE
(1 Na (AEEAHEIR)) 200mL 1A | pH 5.5 5.1 5.1 4.9
FlFEE*| 100.0 100.2 99.6 100.4
VY & -T1 Bk S| B | REeEY | BaBy | EaEy
(Bt (1) /HEfk Na- 7 200mL 1A pH 5.1 5.1 5.1 5.1
R oAl FEER*|  100.0 100.4 102.3 101.3
VLT b1 iR S| B | REeEY | BaEy | EaEy
(Bithk (1) /¥ift Na - 7 200mL 1A pH 6.0 6.0 6.1 6.0
[N 721 FeA7* 100.0 99.4 100.5 99.9
KN1 =ik SMEL | MEEEE] | ROAED | RARE | EAaE
(BHaaHE (2) /HEfk Na - 7 200mL 1A | pH 4.6 4.7 4.7 4.7
[N 721 FeArEE* 100.0 99.4 100.5 100.4
VIVTF I 3A Wi SMEL | MEEEE] | ROAED | RARE | EAaE
5@ (EFrik (3) /%LE2 Na - 1 200mL 1A | pH 6.1 6.1 6.1 6.1
?fé HEHDI - ) Bl 100.0 100.3 101.3 100.0
i VLT I BAG K S | B | REeEY | BaEy | EaEy
# (HEFFIR (4) /#LE2 Na - 200mL 1A pH 5.9 5.9 5.9 5.9
SR YRR - BEEAD) FEER*|  100.0 98.9 99.0 99.2
VAP NEY 13 SMEL | B | REeEY | BaEy | EaEy
(HEFFIR (6) /FLE2 Na - 200mL 1A pH 6.1 6.1 6.1 6.2
SERS SR - Bl FEEER*|  100.0 99.6 100.0 99.4
KN3 =ik SMEL | MEEEE] | OB | RARE | R
(MEFFIE (6) /9LF% Na - 1% 200mL 1A | pH 5.6 5.6 5.6 5.6
FEHESE - BEERA) FRAEE* 100.0 100.1 99.6 99.4
T4 VF Y — )V 3 Bk SMEL | MEEEE] | OB | RARE | EaE
(eFrik (9) /%LE2 Na - 200mL 1A | pH 4.6 4.6 4.6 4.6
e 3 R  =Pell)) FEAEHR* 100.1 100.3 98.3 97.5
VY & -T4 B S| mEEY | REeEY | BaB | EaEy
(fitgleigiR (2) /3 200mL 1A | pH 5.4 5.4 5.4 5.4
Na - SEREIEER - LA FEEER*|  100.0 100.4 99.2 100.9
74— Fik S | B | REeEY | BaEy | EaEy
(KRR U > 7 VAR) 200mL 1A | pH 6.8 6.7 6.7 6.7
FEAER* 100.0 100.2 100.3 101.2
#3 . k= - /NE - TEEARAG L% OB S A O G &
¥4 FEWE - TEREZES LR OEAEA O A &
* (%)
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&7V T UTERNE 10mg DR & OECEZ AR (4)

FEzh Fi & S A AF | BBR Al A% D FRGE IR
SR Woes (5r4) Bl A& AR HE | BEAER% 3 FEH 6 FEH 24 WA
v4—rDH SMEL | MEEEE] | ROED | RARE | R
(WEBE ) > 7F il (7 R o 200mL 1A | pH 5.5 5.5 5.5 5.5
BE)) FlFEE*| 100.0 98.7 99.1 98.0
7 4 P 140 Wik S | B | ReEY | BaEy | EaEy
(Fefe Y > 7 Viik (7 Fo 250mL 1A pH 6.0 6.0 6.0 6.0
bE) (2-2)) FEER*|  100.0 99.7 99.2 99.1
VYN Y S | B | REeEY | BaEy | EaEy
(ALEBY > 7 ViR) 200mL 1A pH 6.3 6.3 6.3 6.3
FEAER* 100.0 99.6 99.9 99.3
TI0T v I SMEL | MEEEE] | ROAED | RARE | R
(FLEEY v 7 iR) 500mL 1A | pH 6.6 6.6 6.6 6.6
FlFEE*| 100.0 100.2 98.9 101.8
77 v 7 Gk SMEL | MEEEE] | OB | RARE | R
(ALY > 7 ik (Ve 200mL 1A | pH 6.3 6.3 6.3 6.3
o L h—rm) FlFEE*| 100.0 99.0 99.4 100.6
W | 777 > DR S| B | REeEY | BaBy | EaEy
R (ALEeY > 7V (7 Ry 200mL 1A pH 4.9 4.9 4.9 4.9
A REm) FeA7* 100.0 101.0 99.6 99.8
A5 2 K TMR i SEL | meaRY | By | EeEy | EaR
(ALY i (= b 250mL 1A pH 6.1 6.1 6.1 6.1
—2H)) FEAER* 100.0 99.7 99.9 99.6
A X a—)L Rk SMEL | MEEEE] | ROAED | RARE | EAaE
(AR Y > 7 (v b 250mL 1A | pH 5.0 5.0 5.0 5.0
—2Z)) FeArEE* 100.0 101.4 101.1 102.4
7 4 T4 35 i SMEL | MEEEE] | OB | RARE | EAaE
(HERH (77 Ko N (2) 200mL 1A | pH 5.0 5.0 5.0 5.0
/MR ALD FlFE*| 100.0 99.3 99.4 97.6
v — 3GiE S | B | REeEY | BaEy | EaEy
(BEEEHMERRR (7 R ogE 200mL 1A pH 5.4 5.4 5.4 5.4
oy /A A FEER*|  100.0 99.3 99.4 98.7
7 F v ME SMEL | B | REeEY | BaEy | EaEy
(BefskERrR (1) /Mg 200mL 1A pH 5.5 5.5 5.5 5.5
FHFAD) FeA7E* 100.0 99.5 99.3 99.1
* (%)
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&7V T UTERNE 10mg Ot & OECEZ iR (1)

-0 Bl A S A A | RBR Bl A 1% OB
3R WRFe4 (Kn4) Bl A BlAHE| HEB | BMAEE 3 6 IERH 24 W#RY
;)f gﬁﬁ RV 2 AVESHE 10mg S| e | mEEy | e | e
2. g| (3FVTH) 10mg/2mL | 1A | pH 3.4 3.4 3.4 3.4
¥ o
i FRAFR* 100.0 100.2 99.1 97.3
| v A EE 50mg i =FEN) =REX) HEO | #BloiHEao
B | OrreTer=rTF some/smL | 1A FLEIK FLI K LBl |7 V—3v7
g |EFL) mefom pH 48 46 46 4.3
I FRAEER*| 100.0 98.2 99.4 97.2
W | /4o hoey 3.6 HAr SME | EEE | EEEN | EOEN | EAEH
R | (vrv=7vA L A8 | 3.6 ¥7/3mL | 1A | pH 5.6 5.5 5.3 4.8
A | 2 Je e e 8 e ) Rl 100.0 99.7 99.9 100.3
p | 7T T T =V A Y SME | EEE | EOEY | EOEN | EAEH
A 25mg/2mL
wo [25mg +Sal.950mL, 1A | pH 5.5 5.7 5.5 5.6
h (v 7T 3 ) ‘ FEFE* 100.0 100.9 99.8 99.9
% | 'L R—A7 bmg SV | TEEEE] | ST | RESRATHY | AT
A ey R 5mg/1mL 1A | pH 3.8 3.8 3.8 3.8
Al FEAEER*| 100.0 — — —
% 7 2 ST S| Y] | EeEY] | many] | many
" (FFNAaRT I B | 20mg/lmL 1A | pH 3.5 3.5 3.5 3.6
# | FAEE*|  100.0 100.4 99.3 99.6
Gi X/ — Z EHE 10mg e o BN AR AR
i VY — T ESHR 10 SMBL | MEEER] | MR | MEEE | EaE
i (YY) 10mg/10mL | 1A | pH 3.6 3.6 3.6 3.6
#l PRI 100.0 100.0 99.3 96.8
R |7 ¥ v A 20mg 1A | M | mEERy | MR (8] s T H
TR (Z7rt3IR) 20mg/2mL | +Sal.| pH 5.8 5.7 5.6 5.3
%l 6mL |FEFR*|  100.0 99.7 — —
" JL;ﬁEl ALV L ERTE 10mg OB | R T | R T | o B | s e TR
%F (= H LD ) 10mg/10mL | 1A | pH 3.5 3.5 3.5 3.5
Zall FEAFEE*| 100.0 100.2 100.0 100.7
)ﬂ fj_ﬁ ;c) 7V A — A S| SEGIET | EAET | EABY | EAEY
;%E%E{ﬂ Jer VB - p) 200mL 1A | pH 3.9 3.9 3.9 3.9
=4%) FRAEER*| 100.0 100.1 99.7 99.5
i*f BV LR UK SME | EEE | EEEN | EOEN | EAEH
o (71 A~ ) 4mg/2mL 1A | pH 2.9 3.0 3.0 3.0
Al FRAFEHE*| 100.0 99.5 98.8 96.6
" }E W A5 — 1R 20mg SABL | MGG | RG] | RGBT | IRaEY]
;;5 M| O7EFYY) 20mg/2mL | 1A | pH 5.8 5.8 5.8 5.8
Al FRAFEHE*|  100.0 99.8 100.1 100.2
W7 U EER 500mg — S | mEUERT | AR | mEEE | R
| (EFEaATTaAs | lngg L |1 pH 7.2 7.2 7.2 7.1
" _ ol.om N
g BT A7 L Na) FRAFR* 100.0 100.1 100.0 100.0
A | T Fa o ERR SV | mEEVERT | AR | MEEH | R
v (FRYRAZ ) Ui | 6.6mg™2/2mL | 1A pH 7.0 6.9 6.8 6.6
£ |27/ Na) FRAEER*| 100.0 99.8 99.5 99.2
< | U arE 100mg (2%) OBl | AV | EEED | EEEN | EeED
Al (RE ALY BT A | 100mg®3/5mL | 1A | pH 7.2 7.2 7.2 7.1
)L Na) FEIFR*|  100.0 100.2 99.7 99.7
%1: b Feanrsdy & LT500mg K2 THY ALY L LT 6.6mg
¥3: NZ A E YL LT 100mg * 1 (%) — : BRI

35




&7V T UTERNE 10mg O & OECEZ iR (2)
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iR il AFH | B Al A% D FRGE IR
Wres (o 4) Fid A AR HE | BEAER% 3 k5 6 R 24 KR
KERPET L K= 50mg . SMEL | EEAEE | EAED] | BeEl | SaE
I S . 50mg™4
(FLv R=yuransg DW SmL 1A | pH 6.6 6.6 6.6 6.5
T 25 )L Na) Y FEAFEE*| 100.0 100.8 100.2 99.2
Yov e AR — Ve SMBL | MEEIED] | EEEY | EOEY | EaE
1000mg 1000mg*5
(AFNLT L F=Ynrra /Sol.16mL 14 pH 4 4 T4 73
NI R AT L Na) FRAFEE* Bl A SRR DRI & 0 JEA ]
bt =—< U R 100 Bif7 SMEL | IR EIE) &) =S¥
/mL 1000 Hr
(E hA >RV v (BIET /10mL 1A | pH 6.4 64 64 64
K 2)) FRAFH* 100.0 — — —
7V F 3 F10 i SMEL | EAEE | EAED | BeEY | SaE
(ZNANVFT I VHEEE)| 10mg/2mL 1A | pH 3.4 5.2 5.3 5.2
FEAERY  ofmsko v —2s CEARHIZDBIEART
7V F 2 F50 i SMEL | EAEE | EAED] | BeEl | &aE
(ZNVANTT I )| 50mg/20mL 1A | pH 3.5 4.1 4.3 4.3
FEAERY  ofmsko v —2s CEAR L IZDBIEART
Ry b U 5% SMEL | ey | RaEy | BeE | EaE
(R TFV) 100mg/2mL. | 1A | pH 4.7 4.7 4.7 4.7
FeA7E*|  100.0 100.1 99.7 99.6
|78 B /LRSI 500mg SMEL | MEEEH] | MG | IRGEE | RGBT
N R ) 500mg/2mL | 1A | pH 5.0 5.0 5.0 5.0
f FeA7E*|  100.0 99.9 99.2 99.4
; AF AR —LEFHE 500 1 g SMEL | REEBE | REAED | REEN | REaB
#1 (AanRFIy) %6 500ng/1mL 1A | pH 3.2 3.0 2.9 2.5
FAFEE*| 100.0 99.7 99.4 99.2
EH AU ER L SMEL | AR GBI | R TR | R AT | R G
(VU BF T Iy ANT IDW.20mL. 1A | pH 4.6 4.7 4.7 4.6
4 K+ Bs * B il &#0) Y FEFES 100.0 99.3 100.7 99.8
FAT I e LF VTR L8 S| REEE | REaRY | BeRl | RaET
(A a V) —miRiRe e DW.3mL, 1A | pH 5.0 5.0 5.0 5.0
&I UHl (4)) o F1ESR*|  100.0 100.1 100.2 99.6
XY/ MEFX Y b At (5ml) - SV | REED | RERY] | BeRl | RaE
(Bhnm ) —ERAkRE e B i (5mL) 1A | pH 4.9 4.9 4.9 4.8
28 (7)) FeA7E*|  100.0 100.2 100.2 100.0
HNTF 2 — VLS SMEL | EAEE | R | BeEl | KaE
8.5%10mL 850mg/10mL 1A pH 5.9 6.0 6.0 6.0
(7' N = g Ca KFn¥) FAFEE*| 100.0 100.3 100.3 100.0
7 = ¥ U ERE 40mg AN 2t Bt BBt BBt
(EhER bER) 40mg/2mL 1A | pH 8.3 8.3 8.3 8.2
4 FRAFE*|100.0 99.5 99.1 98.7
B | T ARTHY T AE SMEL | ey | RaEy | meE | EaE
'  |10mEq 1.712g/10mL | 1A | pH 6.9 6.9 6.9 6.8
p (L-7 A7 X K) FeA7E*|  100.0 100.3 100.4 99.4
Al R.C.L. A 15% S| sl | ey | Rery | Heny
(LK (VB RTZ 15% 20mL 1A | pH 3.5 3.1 3.1 3.1
ERIN) FA7E*|  100.0 99.8 98.4 96.0
%4 L R=ynror &L T50mg %5 AF LT F=Yr bt LT 1000mg
X6 OGRS * 0 (%) — Bk S




&7 T UTERNE 10mg Ot & OECEZ iR (3)

FEzh Fil & S A AFH | B Al A% D FRGE IR
SR Wres (o 4) Bl & AR HE | BEAER% 3 IR 6 W[ 24 KR
w | VAV I SMEL | TRBEEN | REEEY | B EEBY | REaEH
(b~ v - TRERTHEN 2mL 1A | pH 4.4 3.7 3.5 3.5
’[:i; KFnEEaHl (1) FEAFEE*| 100.0 100.9 100.5 100.6
wo | SFTUMIE SMBL | AR TR | R B | IR G B | IR G B
I (Hfb~ > v - FRERTEN 2mL 1A | pH 4.5 3.8 3.7 3.6
KFnEaHl (1) FeA7H*|  100.0 99.0 99.5 100.7
7 RE (FRIRA)  100mg SMEL | AV | B AE | R A | A
(IR 7 KALERY | 100mg/20mL | 1A | pH 5.7 5.7 5.7 5.7
& Na /KFn#) FeA7H*|  100.0 99.3 99.9 100.0
| P IEES% SMEL | EAEE | EAED] | BeEl | SaE
il (b7 R%H L) 250mg/5mL 1A pH 6.5 6.4 6.4 6.3
#l FEAFE*| 100.0 99.7 100.3 99.5
hZ U U 10% SMEL | IEAERE] | IEGER] | Al | e
(b7 29 A8) 1g/10mL 1A pH 7.0 7.0 6.9 6.9
FEAFEE*| 100.0 99.9 99.2 99.2
M |~V AEL T SV | AR | mawy] | REED | maE
ff{‘é HAL/10mL [BRODFE | 1 7 HA7/10mL | 1A pH 5.2 5.2 5.1 5.0
(~RY v Ca) FeA7E*|  100.0 99.8 99.6 99.8
| Y L T EAL SMEL | ey | RaEy | meE | EaE
= |[/10mL 1 HH{z/10mL | 1A | pH 5.6 5.6 5.6 5.6
# (~XY v Ca) FeA7E*|  100.0 100.5 100.7 100.2
WONAXAI ) T 7= SMBL | Y | EEEY | EAEY | AR
F | — 20mL SomL, A o ;
{1@ (FUFAYFo e S m 1 p 6.4 6.4 6.4 6.
fg Ve VAT A UESFHD) FRAFHE* 100.0 99.6 99.9 100.4
‘;H‘ AT 7 —4 L #riE 20mL SMBL | MEIEN] | MEEEY | AN | EaED
#1 (ZIVFNLYFY - TY v 20mL 1A pH 7.1 7.1 7.1 7.1
Voo VAT A VELEAD FAFER*| 100.0 99.8 99.6 99.4
X F S A 200mg 200mg SMEL | IEATRE | MR | AR | e
(INEFH) 1A | pH 5.5 5.5 5.6 5.8
/D.W.3mL -
FeA7E*|  100.0 100.3 100.3 100.2
A A v R 7% SV | AR | el | REED | mavE
. (fRWE7K 3% Na) 20mL 1A | pH 8.0 8.0 8.1 8.2
i* BEAFES 100.0 99.2 99.6 99.2
o | A HRE 8.4% sl | ey | mepy | mapy | mapy
(fRWE7K % Na) 20mL 1A | pH 7.9 8.2 8.2 8.4
FAFEE*| 100.0 100.3 99.2 100.7
TA YR SR X SMEL | EAEE | EAED] | BeEl | SaE
400mg (16 )
25mg\ 1Sl 400mL 1A | pH 6.8 6.7 6.7 6.6
(LARKVF— 1 Ca) FAFEE*| 100.0 101.5 101.1 100.0
\ ﬂjl 7 7R A-L a— U 20mg SMEL | AT | REEATH | REERATH | RESAETH
E 2;\ (TFI)vv=Y B 20mg/2mL 1A | pH 8.6 8.6 8.6 8.4
#e kg | Na KFn4) FRAEE* 100.0 - — —
B S st 79 50 SV | MEEE | WEEY | REBY | EEE
Zij 2 (F77ERS y F AT /5%(}51101??)011114 1A | pH 3.8 3.8 3.8 3.8
AE0) ' FIESR*|  100.0 99.3 99.1 98.3
* 1 (%) — Bk S
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&7V T UTERNE 10mg OfhF & OECEZ iR (4)

Hh Bl A 35551 A | RBR Bl A 1% OB
3R W5E4 (B 4) Bl A Blaml HE | BMAEE 3 6 IERH 24 FfH
" 1;1 5-FU & 250 3 fn OB | MECIEE | EEED | SR | ST
55'1 (ZrFuams i) 250mg/5mL | 1A | pH 8.5 8.5 8.5 8.5
Al FRAEER* 100.0 99.7 99.7 99.6
H'Z v S EFHE 600mg S | mEVERT | AR | MEEH | R
e <~ gn | 600mg/4mL
AT AV +Sal 100mL, 1A | pH 6.6 6.6 6.6 6.6
— al. m
T AT )V) FAER*| 100.0 99.7 99.7 98.8
T AV o EHA 1g 1 SV | mEEUERT | AP | MEVEE | R
(%75 V'V > Na Afi#) & 1A H 5.1 5.1 5.1 5.4
- A /Sal.100mL P
A BIESR* 100.0 100.6 99.9 99.7
A |PEZA CERE 1g ) S | TR | EEAVED | OB | GBI
(7 F U 7% Nazk & 1A | pH 6.3 6.3 6.4 6.6
/Sal.100mL -
) FEAEER*| 100.0 99.5 99.2 99.2
RAI TV SEHEH 2g 5 SMEL | EEER] | MEAEEE] | MEEE | EEE
(R A&~ A 2> Na) & 1A | pH 7.4 7.4 7.4 7.4
/Sal.100mL -
FAFEHE*|  100.0 99.3 99.2 98.8
g 77 A — R 75mg - AL | TR | AR | AR | MG
> > = m
= | (377 oEL Na) & 1A | pH 45 45 45 4.4
] /Sal.10mL o
Zal FEAEE*| 100.0 100.4 100.6 99.8
* 1 (%) — : BB
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@7 ) T UERIE 10mg DA LEER (2005 4 3 A LLRIIZ 5EE)

B3] Fil & S A AFH | B Bl A% D FRGE IR
53%8 Wres (o 4) Fid A B HE |FAE%| 1R | 3K | 6 R | 24 R
W\ 755y 7 2P R SMEL | AT | MR | R | A | A
g ;ﬁ (25mg/mL) 25mg/1mL 1A | pH 4.4 4.2 4.2 4.1 3.8
& | (v Raxv U U EmE) FfrER*| 100.0 | 100.5 | 100.9 | 101.0 | 100.1
T/ T4V U0E SMBL | Ifa P | f R B | (e R B | G fe B | AV
e v 250mg/10mL | 1A | pH 9.2 9.2 9.2 9.2 9.2
(727 74V K FA7#*| 100.0 — — 99.8 98.8
mo | Fa—7 40 25% SMEL | S R | M CAVE B | OO A | A TR | M CAYE R
i (T2 74V oK) 250mg/10mL | 1A pH 9.2 9.2 9.2 9.2 9.2
Al A7 100.0 — — 99.8 99.8
A7 4V SMEL | AR | MR | MR | A | s
(727 74V K 250mg/10mL | 1A pH 9.2 9.2 9.2 9.2 9.2
FA7E*| 100.0 — — 99.5 99.4
HERALATEY 7 A 500meg SMEL | AR | MR | MR | A | s
(7% 73 FNa) 1A | pH 9.3 9.2 9.2 9.3 9.2
/D.W.5mL -
F FEAfFE*| 100.0 — — 100.0 99.0
ol e g || peoee| O e
20mgf2ZmL | BA TRl | 622 | 69151 | 649 _
BAFE|  — — — — —
o B2 A R ESHE 200mg | 400mg/4mL SMBL | GV | 0 £ ) | MGV | S0 B |
g:i % (T AFDL) (2A) 5A | pH 5.7 5.7 5.7 5.7 5.7
i +Sal.100mL FA7H*| 100.0 — — 99.6 100.0
a1 ; v CHE T7Y—) SMVEL | I E] | ] | MR | ] | MR
< |500mg 500mg/2mL | 1A | pH 6.46 6.47 6.49 6.51 6.57
v | (TAINE R FeA73*| 100.0 — — 101.0 | 101.2
R APPEE Sl |SEEEm | — | fmE B |
% B e (3) rLmF R 500mL 1A | pH 5.2 — — 5.2 5.2
#I U L - MEREHERR - BRI FEIFER*| 100.0 — — 100.0 99.2
MRy s S K 10mg SVBL | e (TR | S0 Lo R | S0 £ R | S0 £ R | S0 €0 5
E 2; (TF =Y om 10mg/2mL 1A | pH 7.8 7.8 7.8 7.9 8.0
PE kg |Na KFn#) FAr3*| 100.0 — — 99.6 99.6
B3 hy s S MK 20mg SV | GV | | GV T | O | A
ij 2 (TFI)vv=Y B 20mg/2mL 1A | pH 7.8 7.8 7.9 8.0 8.2
v | Na 7kFdh) FA7#*| 100.0 — — 99.4 98.8
ﬁﬁg’ﬂg A 7 F U EHHER SMEL | AR | MR | MR | A | s
iﬂﬁ% | 17 ¥) 400mg/20mL | 1A | pH 7.3 7.3 7.3 7.3 7.3
% O FEAFE*| 100.0 — — 100.3 | 100.0
K1 Bl AHRBGRRER ; 2 R * (%) — : ARABRAR FE
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