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ANT—4),
16.1.2 £YFHEF1EHER

7 3K i D 3 ST A\ O 7RG S I2BE LIRAT T R E BRI OB NVEIZ DWW T (BBFn 55 45 A 30 H
KR 718 B)

A7 w7 T I FEEBmE INIG) &7V T UBED &, 7 B AA—N"—{EICI D ZnEN 15[ A
F7w7Z I K3.84img (A M7 m 77 I & LT bmg) ] MEFEMRAL FICHERREIRAOKSE L
THFPRECARREZIE L, fFoh 7y 7 A —~% (AUC, Cmax) (22 THIFHFNT
EAToIofER, WA O AW FRRSESHER S Y,

N e

0! AMIOSS3I FEESme [NIG]
® ) AT S
i + FHERE, n=14

10

M (ng/ml)

0 2 4 6 & 10 12 14 16 18 2 2 M4
54O (br)

YR T A =4

&b & AUCo-24 Cmax Tmax T2

(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
A~ a7 I NiEbmg INIG) 5 120.7+13.4 22.2+4.4 1.3%=0.5 3.56+1.2
TV RTUEED 5 120.8+21.7 21.56+t4.5 1.4+0.5 3.5+1.1

CF¥) HEHERE, n=14)
MIE RN NS AUC, Cmax 500/37 A — &3 #BRE OFRIR (R DL + B 55 0 7R
R K> TERRDAREMEND D,

12



(8) shEE
MY ER e L
(4) BS - ftAROEE
(v, 7. #EEH] OESMH)

2. EMEERB/ITA—S
(1) BAHEE
MR L
(2) WUEETEH
MG R R L
(3) HREEEH
MR L
(4) YVF7S VR
MR L
(5) #HHEK
MEE R L
(6) £t
MR L

3. 8%H (REaL—>av) #H
(1) A&

B R L

(2) INSA—SEHER
B R L

4. R
B R R L

5. &%

(1) mAE-iKEAFTEBETE
MR L

(2) mAE-RAEREIMTE B
(TVIl. 6. (5) iEtm) DOHEZM)

(3) At~ iTiE
16.3.1 ELi+ 4T
IR A b7 v 7T 3 K 10mg 2% O#5 LIZ5E, BT ~OBTARD LA TS Y, [9.6
Z ]

(4) BHE~OBITHE
UERR L

(5) ZntnEB~DBITHE
EUERR L

(6) MEEAHSE
MR L

13



6. R

(1) REBERAIR SBER
RUERR L

(2) REICEETSBFE (CYPH) O5FE, F5X
EEE R L

(3) VEEBHNROERRVZORE
RUERR L

(4) REVOFHEOFERUESL., FELRE
RUERR L

7. EE#
UC FEEE A F /1T 3 F 10mg AR A#E Lz8a, W5% 24 B E TICREGBO T7.8%5, A
chra>77 3 K N7 a U BBRAAEREOREEEAGAR S L CRPICHEES N P GHEAT—4),

8. FSVARR—A—IZBHT S1EH
MR L

9. BNHEICKEKRERE
(MvIl. 10. WERE ] OHEEM)

10. BEDEEZETH8F
MR L

1. EDik
ZEER e L

14



VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE I TV

2. ERABFLEFOERA

2.BE (ROBEIZIFBELLZIN &)

2.1 AFN DA R UIBBUE OB FEIRED & 5 B

2.2 BEAMIE IR TH 7 ) =~ DRV OH 5 BE [AMRFEREEA2E TINS5, ]

2.3 WHALE IC L, ZBAIIEEMAZEO H 5 BE [AANITEE EBOTUEERN S 2720, iE
WrESELIBENLH D, ]

2.1 —RIZEF OG- TEHBEER DRI L CBEOH 2 BH BN TIE, Z0EFAEREGTLH I LI
LV EHERBESUSEEZTBThR S 5,

2.2 AANOHEEGIZ LV IEGNO T a7 IR REICEREL ., AERIELZEZ ST ZLRMbATVD
W, E72. in vitro DFEBRTH A M/ n T T I RPEEBEMIRICIER L, 17 a7 I &k
THZERBEDOLNTND W,

<ZE > EMIUEIC I T D ReA
e L | BT
HFa5 3B .
Lol £ LD 4 Lo d —
BIIR ——— B LA HEHT 4 = i ML

T L=y grid —— sk 4 —
__E:ENaﬁWHKf
T L

A

=4 R

T BT A= 4 I 4 L
Bk — Wizt HE A
i SOV A

2.3 AAIOHEALEER STHEMEMIC I 0 | L, A SUIRERPAZED & 2 BF TIHER 2 1k
SELBENRDH DD, IZHWD{?J%{#XC%O%E%Z%ZS% LR LT,

3. MEXEIHRICEET 5FTELTOER
BRE S LT 20

4. BERUVAERICEET 3B L ZTDOER
(IV. 4. AEXOHEIZBEET IEE] 22T 52L8,)

5. BEELGEXRMIE L TOER

SEELEXRNMIE

8.1 AFIOEEIZL Y, WHWKERY (FuT s F L), $#ERNABIERSORIERRS L b
NHZENRHDLOT, REIOEGIZEE L TL, AEEZetEE +oB80 > 2853752 L,
8.2 IRK., WEWRHDHLLNDZ ERH D DT, RFEL O BE I A B HOEERSE IR 2 0 O i
MOBIEICEESER2 VL ICEET D Z L,

8.3 HIMAEH A AT D7, MMOFKANIES haE, BPAZE, MMIEE%IZ X 2 IEMHAER 2 REEE(L
HIENBHHOTEET DL, [10.2 ]

15




(figsn)

8.1 AANIHUR TEIAEMZHT LN TERIKCHEL G X, 70T 7 F A IMilRF O W28
T 5, kY T aT 7 F AE0 B L. WOWERERE I K DI 0w EORITER 3 5L
T %, IR Ve R A VE > (FSH-RH) | SIRTE AR VE & Bt AR v > (LH-RH)
DHWRIIHIEND 72D, PEEMOERCHEARE AL Z END D, HHRIMNEIERIZ OV TIXHA
b D ThLZ b, HEFREREREICERLZBDOTHD, AAOHEHIZELTTEINALD
RWEHZERL., AL RN EZBE L ECHERT2ZERRETHD.

8.2 IRX., DEWEZE ZFTHANCIE T HEREFHEHTHY . 2O LD 2ENWEMIX B EBHEOEELR
O BB EICEF T 5L o TTERRFHOFIE & 722 0 e o THER; 1o &k
MOEBEZME L TWnD,

8.3 AL CTZ (Chemoreceptor Trigger Zone) %41 L COIMEAEH 267 5 7= AFIBEHRFIZIL,
TN PAZE . I % 0O B T O 2 FRik S & 2 WREME & 5 D TR T 2 2N
5,

6. HEDEREAIIBEICHTIIRE
(1) AfHE - BIEEFOHIBHE

9.1 A6tE - KIEEZEOHLIBAE
9.1.1 BiK - R BEFBRKRBEZHES FENEREOHSBE
BMEEERE (Syndrome malin) 232 Z 0 09, [11.1.2 ]

(fifan)
9.1.1 EMEEFEOBEMOIIETR & LT, BKSEERRZR EO S RIHEEIRA
A 15)O

U\

S STV

g

(2) BHREREERAE

9.2 BEHREEESRE
r I PR EE SRR 2 BTN D D,

(i)
9.2 AANTBEPEMALO A TH 5720, BHERERS ORE ~E LIcSE, M PREN R 5
BThD»H o, (VI EYEREIZETSHEE ] OBHSM)

(3) HHEEESRE
BE STV
(4) £HERREHT HE
BE STV

(5) Hhw

9.5 TR
T SOTIEIE L T B ATHEME D & B LethiciE, 1B LB RN G MZ LE 5 LB S 556
WZCOHRBETDHZ L,

(6) R¥LIF

9.6 ZELIF
B EOBRMER ORARBORRMEEZERE L, BALOMWG TP IEE2 RG22 &, BATICE
T2 EnMEEn TS, [16.3.1 ]

16



(7) INRZF

9.7 NE%

ZIEET5 2L,

HERGICRLRVEIEET S Z L MERABIER I LT, & UTBUKCIKEE,

FE BN

(fiE)
9.7 KAIDOKRERFIZIY |

FRREIEL, $H « BAEROMENE, ARERMBIESFEAE 2R & ORISR 2580 72 &

DHENRZ L HY | NREAFOPRAERISK LRV EE BT,

(8) EinE

9.8 BiNE

BITER GEAABIEIRE) ORIUTER L, HEL IR SHRE
o AANT, BE L THEBO LI SND 2, @l TIXBERENSME T LTV ZLn%<, mn
i FPREE AR D BN D D

IHEET IR EEEREIIRET S

(i)
9.8 millin# Tlx, HTFHERE -

BEREREME T LTV D72,

BIERD S o9 v, o milmd 13020

RERLEIHEZ AT D2 ENENT2D, —RIEE L TRET L2 ZEPLETH D,

7. tHE{ER

(1) tREZEEEZDEAH
BEEN TR
(2) $ftAFE L ETDER

10.2 BEREE (BERICEET S L)

IaranRsTv
rsuarya~xd

FrF LT Lk

PN EWES
mNaRY R L
FUFNT 4 T T AT aA KIEH

A4 E ERAEAR - HEE 715 P - fEbRIAF
Tx ) FT VU RIEA PO URERE S5 | BEIRSMERSEIR 23 | A K OY 2 D D FEANTHT B

LT 25,

NIUEREET D120, Hf
M Z VL RS ARH 358
<HLEDbND,

UENRLLE  [8.3 B

e s
NPT FREEH

ZLEY R

F7 7Y RE

e S UX XY AFIEFIRE O FREE & A2 [ AR OHMHAERIC L D,
vaxvv % HED - MR BACRIRIEIR 2

B LT 28 H 5,

TR

AN B OREAER (IR
Ko UL - MR, [ZETE) D5

PRLEZ LD D,

B R

7IR=S AN
7 b\ RRERE K
TFNAART I B

MAEICHELE BT 2 1EH 2
F/THIBENRH D,

AFNTHALE EB) 2 TS 5
7z, B U CHI O EE

sl e L iP5,

17




8. El{eMA

1.8/
ROBWERDB S BN ZENHLOT, BlEZ 7TV, RENRBO GGk E 2T
14 %70 EHEOI R LEZAT O 2 &,

(

—

) EXLRIER & AR

1.1 EXGEMER

111 2399, 7F7247F%9— (Wb BEEARDR)

av s, THFT7 4 7% — (MRREEE, MERE, SHR2%E) DHLbhDZERD D,
11.1.2 EMEIRE (Syndrome malin) (EE )

TEEHRER, TREE ORI, WE N RS, FAR, MEOZEE), FITENEB L, ZNICT] Sk AN
HoONDEGEX, 5 EFRILL, KBHE, KoMEE0LGEHE & bITHEU R AE AT 2 &,
AIEFRERIE, AMEROBINLIMGE CK O EARARLND Z 8%, £2, 347 vV RE
O BHREDK TRALNDL ZEND D,

B, WBNEHE L, BAkkETE, MELREE, PSRN, BARER, BMEEREEAS~CBITL, ETL
BN EHE SN TWa, [9.1.1 2]

11.1.3 BEEEE (HEARH)

11.1.4 T8 (BHEAH)

1115 ERMESIXTROT7 (BHERH)

FEHHEICLY ., OEMEORMEEN NS bbb, BETIEE LT E03H 5,

(2) ZOittDEI{EMH
1.2 ZOHOEIER

BEE AR
BEIROM IR TR, AAEEEL, SH - B ORNE, IRERERTREIE, fEMRK
NGy AR, Ft o, LWRILE
THIL2R H OB, M. TR, ER
TE B MR, SR, AR
TR T IR, PEJE, SHER, BLEE, R4
W UE W, TN
Z Dt DEV, B

) TS DIERDBIBNG AT, Pis—F 0 Y UHIOR GEEDRLEEZITO 2 &,

9. BRBREKRICRIZTRE
RE STV

10. BEES

13.6EHRE

13.1 fER

BERAMRIELR, BAfEE (BiE) Z23b0bhd 2 enb b, TAEICEWT, AFlORKERS
WCED A MBI ECVIIERD bbb L ORERDH D,

13.2 B

BT L - TRES R, JEERARIRIC L TiE, Fis—% 0 Y o RS2 8595,

18




1. HALOZIE

148RALDOEE
141 RRZXHAEHOIE

PTP tl2EDFEANT PTP o — b2V L CTIRIT 2 K 545855 2 &, PTP v — FOFAEKIC K
0. BB RIEREARIA L, BB E B 2 U CHERIAR SO BERAIHEE -T2
ZERD D,

12. TOHDEE

(1) BEFERAICEDSCIESR
BEIN TN

(2) JFERERARRICE D 1FHR
BEIN TN

19



X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHESH
MR L

20



X EEMEHICEYSERAE

1. BERES

BOAl

A 7 w77 I F§E 5mg NIG)

L

BHihEksy | A hznm

AN

EES

MEAPA BT I FIMg AT EZEDLDOROA M/ T I7 I FOI%UTEERTLHm Y

THIEER<

. AR
3 4

. BERETORE
SIRRTF

4. BRWLEDEER

BEEIN TR

5. BERITREM
BEMERLTA R
<FvoLsy - F

AN

BARANA

21

ZOMOEBE W EM -
6. R—R% - F%hE
F—mk5 : 7V o785
7. ERR4EERR
NG|
8. HERFTABFEAARUVARREEES. EMELNFFEALD. REHAKEAR
RS AR 78 KGR . SRAG e HE U AR 7eBR A
(i3 7 BB
" W £ A b A 1A
IR 72 1972 4 1975 4 1975 4F
_ZFY 47AM) i 2607 5
B s 12850 ( ) B Tl 1848 1H4H
R5e4 ) 2006 4F 2006 4 2006 4F
RTFYUBES 21800AMX10621000
EE 77V EEbmE | e 12 A 8 H 12 A 8 A
R7es | A b;fmtif7§ K EE 2014 4 99600 AMX00735000 2015 4F 2015 4E
BT 5mg 7 /3] 6 H27H 12H11H 12H 11 H
. A a7 3 FEE , ) 2022 4 2022 4E
5mg INIG] 5H25H 5H 25 H
9. ¥EXIHREM. RAERVAERLEHEEMNEFNOEABRUVZTOAR




10. BEEER. BAERARERHARUVZTONE
<R RS SR GRS EREE) >
ANFEFEAH :1984F 6 H 1 H

AR 7e 4 G FY
NE IS O— BRI oW IR S B,

(1) AOTHDHZENHEETEDL LD
WOGEITIT DWW LR (O - IR - BRI - B K)
Hoe, B -+ iEMES. MH%E - GERR, B, REE, L RE, 3
Al (HIEEA - FUAEME - PURSEEA - BRERAD) B 5RE, BN - &8 NS I,
Jh AR PRSI BRRE AT 1
X BARAERFO XY T Ao ek
(2) AR EHET DBIWHB 720 D

TEPERE S

< FHRHIAS R (WEHERHMm >
AFEHEHH 2001410 H 3 H

534 T R
N2 CHREHEE 14 R 2TEA SOWVTRICHEZY L,
11. BEEYM

AR ANA

12. JRIEHARFIR (BT H1EH
ARANL, BEHAFIZEI T 2HIBRIZE D HIL TV,

13. &E#Ea—F

IR T By AL AL Y| EBIESRd = — K

I/-{Z:Ol\éé;‘@ﬁ
Hyﬁ%ﬁ [ HOT (947 =
I 3K 5 = N (YJ =2— F) 9 #1) &=

VAT AHa— K

724

AN uTT I NEE
2399004F1014 2399004F1286 105007305 620500705
5mg [NIG ]

14. REHRTLOIE
RANIZ IR L OB REIRNLTH 5,

22



XI. @k

1.

5 A HE

1) fENERF MR

2) tENEEL : R

3) HH\SIE AASE R G RHE BEIEE 2021 ; C5728-C5731

4) wEE o AR ERMES. 1966 5 2 (1) @ 15-21

5) REH M fih : FAAFIE. 1968 5 39 (2) : 44-61

6) Jacoby H. 1., et al. : Gastroenterology. 1967 ; 52 (4) : 676-684 [PMID : 4960492]

7) Justin-Besancon L., et al. : C. R. Soc. Biol. Paris. 1964 ; 158 (4) : 723-727 [PMID : 14186927]

8)
9)

Laville C. : Path. et Biol. 1964 ; 12 (9-10) : 577-578 [PMID : 14180959]

Graffner C., et al. : Brit. J. Clin. Pharmacol. 1979 ; 8 (5) : 469-474 [PMID : 508553]
FENEE - AR R R

Kauppila A., et al. : Eur. J. Clin. Pharmacol. 1983 ; 25 (6) : 819-823 [PMID : 6662181
Teng L., et al. : J. Pharm. Sci. 1977 ; 66 (11) : 1615-1618 [PMID : 915740

RRHEED il HARWREGS R ERMES. 1994 ; 85 (5) : 862

Kaahi— o AARNDWARHERE. 1983 5 59 (10) : 1608-1619

REPR— M BRARREIEES. 1989 ; 18 (4) @ 465-471

. TOHDSETH

B R L

23



XI. &84

1. ELESHETORFTRE
AINCEB T 2EEUIR, HEAOCHBIZUTO LY THY | SETORBIRDL L 138D,

ZhRE I3 2h 5 FHVE M OV &
OWDGEITE T DI bas#e BE (Bl - mt - B8CRIE - | A b7 e 77 I FE LT, BEkAL
P A ) H7.67~23.04mg% 2~3[EZ /& L |

BR, H -+ RS, H3E - LERE, TR, REBE. | BRENCRARET 5,

FL MR FEA] (DA - FUAEE - FURSEZA - BRIEAD | Zeds. i, SERIC XV EEEERT 5,

B, /N - KUENIRE RS, BOR SRR R, BRAEN
OX BRRATF D /N Y 7 A D dis e e

<DailyMed (USA), 2022 4 8 H 5 >

EH 4 K[

Stt4 ANI Pharmaceuticals, Inc.

Hk7E4 Metoclopramide Tablets USP 5mg - 10mg
Tablets :

+ Each 5 mg tablet contains 5 mg metoclopramide (equivalent to 5.91 mg of
HI - Bits metoclopramide hydrochloride USP).
- Each 10 mg tablet contains 10 mg metoclopramide (equivalent to 11.82 mg

metoclopramide hydrochloride USP).

INDICATIONS AND USAGE
Metoclopramide tablets are indicated for the :
+ Treatment for 4 to 12 weeks of symptomatic, documented gastroesophageal reflux in adults who
fail to respond to conventional therapy.
+ Relief of symptoms in adults with acute and recurrent diabetic gastroparesis.

Limitations of Use :

Metoclopramide tablets are not recommended for use in pediatric patients due to the risk of
developing tardive dyskinesia (TD) and other extrapyramidal symptoms as well as the risk of
methemoglobinemia in neonates.

DOSAGE AND ADMINISTRATION

Important Administration Instructions

Avoid treatment with metoclopramide tablets for longer than 12 weeks because of the increased risk
of developing TD with longer-term use.

Dosage for Gastroesophageal Reflux

Metoclopramide tablets may be administered continuously or intermittently in patients with
symptomatic gastroesophageal reflux who fail to respond to conventional therapy :

Continuous Dosing
The recommended adult dosage of metoclopramide tablets is 10 to 15 mg four times daily for 4 to 12
weeks. The treatment duration is determined by endoscopic response. Administer the dosage thirty

minutes before each meal and at bedtime. The maximum recommended daily dosage is 60 mg.
Table 1 displays the recommended daily dosage and maximum daily dosage for adults and dosage
adjustments for patients with moderate or severe hepatic impairment (Child-Pugh B or C), in
patients with creatinine clearance less than 60 mL/minute, in cytochrome P450 2D6 (CYP2D6) poor
metabolizers, and with concomitant use with strong CYP2D6 inhibitors.

Intermittent Dosing
If symptoms only occur intermittently or at specific times of the day, administer metoclopramide

tablets in single dose up to 20 mg prior to the provoking situation. Consider dosage reductions for

the populations and situations in Table 1.
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Table 1. Recommended Metoclopramide Tablet Dosage in Patients with
Gastroesophageal Reflux

Maximum
Recommended Recommended
Dosage Daily Dosage
Adult patients 10 to 15 mg four times daily
Mild hepatic impairment (Child-Pugh A) (thirty minutes before each
meal and at bedtime) 60
5mg!’ four times daily me
Elderly patients (thirty minutes before each
meal and at bedtime)
Moderate or severe hepatic impairment
(Child-Pugh B or C)
CYP2D6 poor metabolizers . . .
Concomitant use with strong CYP2D6 5 me four times daily (thirty
oy e L. . minutes before each meal
inhibitors (e.g., quinidine, bupropion, . 30mg
) . and at  bedtime), or 10 mg
fluoxetine, and paroxetine) . .
- : taken three times daily
Moderate or severe renal impairment
(creatinine clearance less than or equal to 60
mL/minute)
Patients with End-Stage Renal Disease (ESRD) > me four times daily (thirty
i . . . . minutes before each meal
including those treated with hemodialysis and . 20mg
) . . . and at bedtime) or 10 mg
continuous ambulatory peritoneal dialysis . .
twice daily

1) Elderly patients may be more sensitive to the therapeutic or adverse effects of metoclopramide;
therefore, consider a lower starting dosage of 5 mg four times daily with titration to the
recommended adult dosage of 10 to 15 mg four times daily based upon response and tolerability.

Dosage for Acute and Recurrent Diabetic Gastroparesis
The recommended adult dosage for the treatment of acute and recurrent diabetic gastroparesis is 10
mg four times daily for 2 to 8 weeks, depending on symptomatic response. Avoid metoclopramide
treatment for greater than 12 weeks. Administer the dosage thirty minutes before each meal and at
bedtime. The maximum recommended daily dosage is 40 mg.
Table 2 displays the recommended daily dosage and maximum daily dosage for adults and dosage
adjustments for patients with moderate or severe hepatic impairment (Child-Pugh B or C), in
patients with creatinine clearance less than 60 mL/minute, in cytochrome P450 2D6 (CYP2D6) poor
metabolizers, and with concomitant use with strong CYP2D6 inhibitors.
Table 1 displays the recommended daily dosage and maximum daily dosage for adults and dosage
adjustments for patients with moderate or severe hepatic impairment (Child-Pugh B or C), in
patients with creatinine clearance less than 60 mL/minute, in cytochrome P450 2D6 (CYP2D6) poor
metabolizers, and with concomitant use with strong CYP2D6 inhibitors.
If patients with diabetic gastroparesis have severe nausea or vomiting and are unable to take oral
metoclopramide tablets, consider starting therapy with metoclopramide injection given
intramuscularly or intravenously for up to 10 days (see the prescribing information for
metoclopramide injection). After patients are able to take oral therapy, switch to metoclopramide
tablets.
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Table 2. Recommended Metoclopramide Tablet Dosage in Patients with
Acute and Recurrent Diabetic Gastroparesis
Recommended Maximum
Dosage Rechmended
Daily Dosage

Adult patients 10 mg four times daily (30
Mild hepatic impairment (Child-Pugh A) minutes before each meal

and at bedtime)

5mg!’ four times daily (30 40mg
Elderly patients minutes before each meal

and at bedtime)
Moderate or severe hepatic impairment
(Child-Pugh B or C)
CYP2D6 poor metabolizers
Concomitant use with strong CYP2D6 5 mg four times daily (30
inhibitors (e.g., quinidine, bupropion, minutes before each meal 20mg
fluoxetine, and paroxetine) and at  bedtime)
Moderate or severe renal impairment
(creatinine clearance less than or equal to 60
mIL/minute)
Patients with End-Stage Renal Disease (ESRD)
including those treated with hemodialysis and 5 mg twice daily 10mg
continuous ambulatory peritoneal dialysis

1) Elderly patients may be more sensitive to the therapeutic or adverse effects of metoclopramide;
therefore, consider a lower starting dosage of 5 mg four times daily with titration to the
recommended adult dosage of 10 to 15 mg four times daily based upon response and tolerability.

2.

BT SRR IREH
ERICEY SiBsMER (AR LS UT7HE)

AFCB T HHEH EOEBEOEOTHEH EA—A TV THE L I3RS,
( TVIl. 6. B EOERAEAFTHEFICHETLERE] OHEEMR)

Drug Name

Category

A=A KT VT DO5FE

metoclopramide

A

25 SO

(2022 4% 8 A #R)

F—A NZ U7 D4%E (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.
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