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D WEBE AR S R FE O SEEE IR R ORI LW EEE R L, o THIH R ~OBITIIM D & TH D L #EE
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&R ae B bR 17 (0.19) | M W R E F 1 (0.01)
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H B R EE 52 (0.57) | —MRBy & EE 8 (0.09)
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Capsules, USP 250 mg,
Avion Pharmaceuticals,

202144 A)

H it FLAEINA
KIE DT SCE INDICATIONS AND USAGE
(Mefenamic Acid

Carefully consider the potential benefits and risks of mefenamic acid and
other treatment options before deciding to use mefenamic acid. Use the
lowest effective dose for the shortest duration consistent with individual
patient treatment goals (see WARNINGS; Gastrointestinal Bleeding,

Ulceration, and Perforation).
Mefenamic acid is indicated:

+ For relief of mild to moderate pain in patients >14 years of age, when

therapy will not exceed one week (7 days).

+ For treatment of primary dysmenorrhea.

DOSAGE AND ADMINISTRATION

Carefully consider the potential benefits and risks of mefenamic acid and
other treatment options before deciding to use mefenamic acid. Use the
lowest effective dose for the shortest duration consistent with individual
patient treatment goals (see WARNINGS; Gastrointestinal Bleeding,

Ulceration, and Perforation).

After observing the response to initial therapy with mefenamic acid, the dose

and frequency should be adjusted to suit an individual patient's needs.

For the relief of acute pain in adults and adolescents >14 years of age, the
recommended dose is 500 mg as an initial dose followed by 250 mg every 6

hours as needed, usually not to exceed one week.

For the treatment of primary dysmenorrhea, the recommended dose is 500

mg as an initial dose followed by 250 mg every 6 hours, given orally, starting
with the onset of bleeding and associated symptoms. Clinical studies indicate
that effective treatment can be initiated with the start of menses and should

not be necessary for more than 2 to 3 days.
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@R 1A 0.2mL/kg (A 7 =) AfgE LT 6.5mgkeg) ZEMEMAE LS LCHEMAT S, 2B, Fin, ERICE
DE BT 5, 72770, RAIE LT1IH2EFETET S, £io, EEFORGITRTIEDLZENEE LU,

2. BRI DEBRIEIFHR

EARRANA
<BESAT7 =) AR (BT EAAD) ICBTDEHRIILLTOLEEY TH D,
FIRICEAT BBNER (A—RX RS U T7HEE)

Sar | ZE OB

A=A NT VT AU C (PONSTAN CAPSULES, | Drugs which, owing to their pharmacological
Pfizer Australia Pty Ltd, effects, have caused or may be suspected of
20219 H) causing, harmful effects on the human fetus

or neonate without causing malformations.
These effects may be reversible. Accompanying

texts should be consulted for further details.

0%, EIR. BIMEFICET HRH

aaliil LA
KE D fF SCE WARNINGS
(Mefenamic Acid Fetal Toxicity

Capsules, USP 250 mg,
Premature Closure of Fetal Ductus Arteriosus

Avion Pharmaceuticals,
2021 4 4 ) Avoid use of NSAIDs, including mefenamic acid, in pregnant women at about

30 weeks gestation and later. NSAIDs including mefenamic acid, increase
the risk of premature closure of the fetal ductus arteriosus at approximately

this gestational age.

Oligohydramnios/Neonatal Renal Impairment

Use of NSAIDs, including mefenamic acid, at about 20 weeks gestation or later
in pregnancy may cause fetal renal dysfunction leading to oligohydramnios
and, in some cases, neonatal renal impairment. These adverse outcomes are
seen, on average, after days to weeks of treatment, although oligohydramnios
has been infrequently reported as soon as 48 hours after NSAID initiation.
Oligohydramnios is often, but not always, reversible with treatment
discontinuation. Complications of prolonged oligohydramnios may, for
example, include limb contractures and delayed lung maturation. In some

postmarketing cases of impaired neonatal renal function, invasive procedures
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such as exchange transfusion or dialysis were required.

If NSAID treatment is necessary between about 20 weeks and 30 weeks
gestation, limit mefenamic acid use to the lowest effective dose and shortest
duration possible. Consider ultrasound monitoring of amniotic fluid if
mefenamic acid treatment extends beyond 48 hours. Discontinue mefenamic
acid if oligohydramnios occurs and follow up according to clinical practice
[see PRECAUTIONS:; Pregnancyl.

PRECAUTIONS
Pregnancy

Risk Summary
Use of NSAIDs, including mefenamic acid, can cause premature closure of

the fetal ductus arteriosus and fetal renal dysfunction leading to

oligohydramnios and, in some cases, neonatal renal impairment. Because of
these risks, limit dose and duration of mefenamic acid use between about 20
and 30 weeks of gestation, and avoid mefenamic acid use at about 30 weeks

of gestation and later in pregnancy [see WARNINGS; Fetal Toxicityl.
Premature Closure of Fetal Ductus Arteriosus

Use of NSAIDs, including mefenamic acid, at about 30 weeks gestation
or later in pregnancy increases the risk of premature closure of the

fetal ductus arteriosus.
Oligohydramnios/Neonatal Renal Impairment

Use of NSAIDs at about 20 weeks gestation or later in pregnancy
has been associated with cases of fetal renal dysfunction leading to

oligohydramnios, and in some cases, neonatal renal impairment.

Data from observational studies regarding other potential embryofetal risks
of NSAID use in women in the first or second trimesters of pregnancy are
inconclusive. Based on animal data, prostaglandins have been shown to
have an important role in endometrial vascular permeability, blastocyst
implantation, and decidualization. In animal studies, administration of
prostaglandin synthesis inhibitors such as mefenamic acid, resulted in
increased pre- and post-implantation loss. Prostaglandins also have been
shown to have an important role in fetal kidney development. In published
animal studies, prostaglandin synthesis inhibitors have been reported to

impair kidney development when administered at clinically relevant doses.

The estimated background risk of major birth defects and miscarriage for

the indicated population(s) is unknown. All pregnancies have a background

risk of birth defect, loss, or other adverse outcomes. In the U.S. general
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population, the estimated background risk of major birth defects and
miscarriage in clinically recognized pregnancies is 2% to 4% and 15% to

20%, respectively.

Clinical Considerations

Fetal/Neonatal Adverse Reactions
Premature Closure of Fetal Ductus Arteriosus:

Avoid use of NSAIDs in women at about 30 weeks gestation and
later in pregnancy, because NSAIDs, including mefenamic acid, can

cause premature closure of the fetal ductus arteriosus (see
WARNINGS; Fetal Toxicity).

Oligohydramnios/Neonatal Renal Impairment:

If an NSAID is necessary at about 20 weeks gestation or later in
pregnancy, limit the use to the lowest effective dose and shortest
duration possible. If mefenamic acid treatment extends beyond 48
hours, consider monitoring with ultrasound for oligohydramnios. If
oligohydramnios occurs, discontinue mefenamic acid and follow up

according to clinical practice (see WARNINGS: Fetal Toxicity).

Human Data
Premature Closure of Fetal Ductus Arteriosus:

Published literature reports that the use of NSAIDs at about 30 weeks
of gestation and later in pregnancy may cause premature closure of

the fetal ductus arteriosus.
Oligohydramnios/Neonatal Renal Impairment:

Published studies and postmarketing reports describe maternal
NSAID use at about 20 weeks gestation or later in pregnancy
associated with fetal renal dysfunction leading to oligohydramnios,
and in some cases, neonatal renal impairment. These adverse
outcomes are seen, on average, after days to weeks of treatment,
although oligohydramnios has been infrequently reported as soon as
48 hours after NSAID initiation. In many cases, but not all, the
decrease in amniotic fluid was transient and reversible with cessation
of the drug. There have been a limited number of case reports of
maternal NSAID use and neonatal renal dysfunction without
oligohydramnios, some of which were irreversible. Some cases of such

as exchange transfusion or dialysis.

Methodological limitations of these postmarketing studies and reports
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include lack of a control group; limited information regarding dose,
duration, and timing of drug exposure; and concomitant use of other
medications. These limitations preclude establishing a reliable
estimate of the risk of adverse fetal and neonatal outcomes with
maternal NSAID use. Because the published safety data on neonatal
outcomes involved mostly preterm infants, the generalizability of
certain reported risks to the full-term infant exposed to NSAIDs

through maternal use is uncertain.

Animal data
Pregnant rats administered 249 mg/kg of mefenamic acid (1.6-times
the MRHD of 1500 mg/day on a mg/m2basis) from GD 6 to GD 15 did

not result in any clear adverse developmental effects.

Pregnant rabbits given 50 mg/kg of mefenamic acid (0.6-times the
MRHD on a mg/m2basis) from GD 6 to GD 18 did not result in any
clear treatment-related adverse developmental effects. However,
incidences of resorption were greater in treated compared to control
animals. This dose was associated with some evidence of maternal

toxicity with 4 of 18 rabbits exhibiting diarrhea and weight loss.

Dietary administration of mefenamic acid at a dose of 181 mg/kg
(1.2-times the MRHD on a mg/m?2basis) to pregnant rats from GD 15 to
weaning resulted in an increased incidence of perinatal death. Treated
dams were associated with decreased weight gain and delayed parturition.
In another study, dietary administration of mefenamic acid at a dose of
155 mg/kg (equivalent to the MRHD of 1500 mg/day on a mg/m?2basis) to
females 15 days prior to mating through to weaning resulted in smaller

average litter sizes and higher incidence of perinatal death.
Labor and Delivery

In rat studies with NSAIDs, as with other drugs known to inhibit
prostaglandin synthesis, an increased incidence of dystocia, delayed
parturition, decreased pup survival occurred and increased the incidence of
stillbirth. The effects of mefenamic acid on labor and delivery in pregnant

women are unknown.
Nursing Mothers

Trace amounts of mefenamic acid may be present in breast milk and
transmitted to the nursing infant. Because of the potential for serious
adverse reactions in nursing infants from mefenamic acid, a decision should
be made whether to discontinue nursing or to discontinue the drug, taking

into account the importance of the drug to the mother.
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Infertility

Females

Based on the mechanism of action, the use of prostaglandin-mediated
NSAIDs, including mefenamic acid may delay or prevent rupture of ovarian
follicles, which has been associated with reversible infertility in some women.
Published animal studies have shown that administration of prostaglandin
synthesis inhibitors has the potential to disrupt prostaglandin in mediated
follicular rupture required for ovulation. Small studies in women treated
with NSAIDs have also shown a reversible delay in ovulation. Consider
withdrawal of NSAIDs, including mefenamic acid, in women who have

difficulties conceiving or who are undergoing investigation of infertility.
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H it FLEN A
KIE DT SCE PRECAUTIONS
(Mefenamic Acid Pediatric Use

Capsules, USP 250 mg,

Avion Pharmaceuticals, Safety and effectiveness in pediatric patients below the age of 14 have not

2021 44 H) been established.

#[E > SPC 4.Clinical Particulars
(Ponstan Capsules

250mg, Chemidex

Pharma Ltd., 2020 £ 1 A ) Paediatric population

It is recommended that children under 12 years of age should be given

4.2 Posology and method of administration

Mefenamic Acid Suspension (50mg / 5ml).
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1. BEEAHEERIE (1997 F£3XE)
(1)#RER A
TAXRYvmy 7 AV rvnay Y Fr7Ly s Avay PR, YUOT a7 K, KiE
K, oy RFPURIALvny S _xhriny S RU7rsFroiny S KI5 0vmy
7. hakfriay S L7 h—¥iuy S

(2)iRB& A&

1) BEHE
BRI mosis | mek |0
A ANV = B = 4t 3.0mL 4.0mL
_YTIsFrvay S o R 3| 5.0mL 4.0mL
RTI73Ivinmy” VANV 2.5mL 4.0mL
TARY vvay S H o fO3K 2.5mL 4.0mL
_Rx MY rimys = 3| 5.0mL 4.0mL
%g”’yxyﬂy7% iy g | 2200 | o,
AV IV N =2 = | 20g 4.0mL
A7V rvay” Mo # 3K 2.0mL 4.0mL
Lagf4rinays A Ak B HK | 5.0mL 4.0mL
L7 b—¥imy S A AR % | 4.5mL 4.0mL
R K 4.0mL 4.0mL
Hynoyr KRHARIE | 4.0mL 4.0mL
7KIBTK 4.0mL 4.0mL

2) ERIEH

3)

4)

SMEL. BR. IRV, pH, F &

VEB 3R U 7Bl S A B O @ 4 Bl L 72 BB NS DU T, B o ek 4 520 L 7z,

HEREH

O PRAESRME - 15CHEE T, 25 CHE T

@ MERH : BEAE%, 10 3. 7. 14 B

EERAEARE

Bl A7 1.0mL (2 A %/ —/L 9.0mL /i x CTLEMLZSDZELSEE (3,000r.p.m., 543) L, D
3% 1.0mL %5y B U INEAEEME AR (2-Acetylfluorene 50ug/mL A % /7 —/1) 9.0mL % A0 2 7€ AR
B L7z,

BZ A 7 =) LlE 32.56mg ZHEFE L A &/ —)b 10.0mL (IR L7l O, Kz A X% ) —)LTC 413, 2,
4 fEA IR L7238 1.0mL (N EREEYEM LI 9.0mL 2 0N 2 7o AR vERURE 2 1Rk L. R v RUBHE B OV E F At
Bl 5ul. Z# HPLC (21 EA L7z,

WEEEM 5T 5 A 7 = F A0 V' — 7 wifib 2 B H U, EERE O iR 2 7ER LB A A o A
7 =) MBI &R, JERO HPLC &HEXLL T O Th 5,
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[HPLC /4]

#OE  LC-10A v A7 & (MR HSERT)

717 & 0 Symmetry Cis 4.6mm 1.D. X 150mm

(AR 4 —H—X U7 v R)

BEHE : 7 b=tV K U R (55 : 45 :0.5)

7 & : ImL/min

o H o UV280nm

H T KR - 40°C
5) BoRIERBRD A X

B BRI, HARREBRE O FEICE S 10mm FREOZERE & 5% L TRIKZ ANLERE L7z, BIERICZ

ORBRE % 5 MAENL S, RNTHEBMIENL Lz, ZO#ELZ 1RE L, BEBESY—I20#T5ET

DEFEAERE LTz, 723, 50 EHEEL THHH Lo TmRIRIZ DWW TIL 50 LA EE LTe,

B BERBRIE A%, 10 7 HRRICIEM L7,

Q)FHERIER
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oL, EOEEN 2 (TAXY vy XX M) rvryY) ORESHITRO LN, 2. T
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Ynm w7 RO R OVKEKRDELEHITIL 7 H B T 50 B2, EOBEFEENLETH -7, —EoBEiis o
B BRI R <, 2T 10 [BILL FOBERECH OB LT, £, |REMFTELE L THRD &, S
DODEITIZEAEREThH o2, HOEMEIIHITL V RBO TR BRI REmME R LT, "B, A/ Vv
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o mann | mav MR USC) K | [ (250) R i
e 1H |[3H|7H|14H 1H |[3H|7H|14H
S8l B - SRR | B etEy R A2 | R | R | At - SRR A ey 542 | R A | [l
WUT pH 4.40 4.40 |4.40|4.50 | 4.40 4.40 4.40 |4.40|4.50|4.40
vays 2R Vs O O] O | O R O O] O] O
_ S i O |lo]o]|oO o O |lolOo]oO
(=38) oY — 2 - | 8| — — 2 -1 2 |-
i (%) 100.0 100.2 [101.9| 97.1 | 98.8 100.0 99.2 [101.998.0 [101.1
S8l A - BB Bty [F2 | RZ2 | RE | A6 - BRI (aeliy) [ | FL | FE
7y Fy | PH 4.30 4.20 |4.40|4.35|4.30 4.30 4.20 |4.38|4.35(4.25
sy 2B P O |lo|lO]O N O | OO | O | tEnkeg
i IS Hu O O] O | O Hw O O | O | O | k&L
(A0 Ay - 10 | — [s0<] — — 12 | — [s0<] —
& (%) 100.0 97.8 (100.5/100.2| 98.0 100.0 99.3 [100.5/97.7|97.1
%) fEae - | ety [FAE | RS | [FA (A - k| a5 42 | [E4A | EA
RT773Iv pH 4.50 4.40 |4.62|4.50|4.50 4.50 4.40 |4.65|4.52|4.45
vary7 B P oOlolo|o o O |o|lo| o |muanks
(vxyor. % Ho O [O0]0O]O Huo O O] O] O |kmtnte
757) o - 23 — |13 | — — 21 — | 25| —
aE (%) 100.0 98.2 [102.5/100.5(100.4]  100.0 97.5 [102.9/100.1/98.9
4xi) SRR 3 B S I I S ECO 717 el el Ml R e
72y v pH 4.49 4.35 | 4.58|4.45|4.40 4.49 4.32 |4.50|4.45|4.40 il
= Wz A O O] O | O ViR @) O | O| O |+ . “EylEnm
e Hu O O] O | O Hu O O| O | O (A
(M7 3%8) A B _ 0 _ 1 _ _ 0 _ 1 — | B BHR
E (%) 100.0 100.3 {100.1{102.9|1102.0,  100.0 99.2 [103.2101.17101.7 © + FE - B
b A - BRI | N * * | O - BRI | el v | v | o
SRR v pH 4.05 3.90 [4.08]4.00|4.00 4.05 3.90 [4.10/4.00[4.00 |« .~/
Ty = 57 O |l|o]o]|oO PR O ||0|]O]O REICH
IS Hu O O] O | O Hw O O| O | O |k & BHK
(=38) Ay B — 4 | = 7] - - 2 | — | 4 | — |F A6 W&k
&8 (%)  100.0 97.4 {99.7)|98.6|97.8 100.0 96.8 [100.3/102.0/ 99.8
%) PR - REE ki * * o RK G - EERAGE ¢ | x| x
77 Vv 7 A | pH 4.43 4.32 |4.40/4.40|4.38 4.43 4.30 [4.32|4.40|4.35 |+ - {f- bRy,
iy Tz W O |o|lolo]| »=® O |olo]o FiEIT
Hr bk o O olo|o| #w O OO0 |tEnrEi
(wpgsmus) | FROYEME — 20 | — [30<| — — 19 | — [so<| — |&WL
i (%) 100.0 103.1 {101.2/101.9| 99.4 100.0 101.2 {97.1/101.7/98.4
%) IRALEE- R R | FA | RA | RAE RCO6a ISR AL |RAE|RE| R
AFv k54 | PH 4.70 4.60 |5.00|4.70 | 4.65 4.70 4.60 |5.00(4.75|4.70
Ty ZB W ¥ O|lo|lO]O 5 O |lo|O]|O
IS Huw O O]l O | O Hu O O] O] O
(=38 Ty ek - o | —[o ] - - 0o | —|o |-
G (%) 100.0 101.4 {103.9|101.7|1103.8]  100.0 101.5 [103.5{100.7/102.2
4x i) A - BREIK (Baniy [ | RE | FE | A6 - BEE aasy [E | FE | R
pH 4.30 4.30 |4.30|4.284.20 4.30 4.28 |4.28(4.30|4.20
i ; i ; B B O |oJolo| ==& O |oJo|o
() e Hu O O] O | O Hu O O| O | O
T3 ek - 2 - |l10]| — - 2 — | 5| —
i (%) 100.0 100.5 {102.8|101.0| 99.3 100.0 101.3 [101.6/98.6 | 98.6

GRIIMAERZ 100% L L,

O : mioREBIZEE LT LR L

— : not tested
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b mpnn | meme [0 (00 I gy | FR B0 I fii s
e 1H |3H|7H|[14H 1H |[3H|7H|14H

s R E TR e B R | A | RA |PEAt- Bk n ek R4 | RZA | Rz
AasA pH 5.03 5.05 |5.15|5.05|5.00 5.03 5.05 |5.10|5.05|5.00
= 2R Vs O O] O | O R O O | O | O | kEnks

S Hu O Ol O | O Hu O O | O | O |ERE
(AR A3 Ee - 19 — |30<| — — 17 — |80<| —

i (%) 100.0 99.6 (101.4/103.1/101.5|  100.0 99.5 [100.8 97.4|99.8

S8l A - BB Bty [F2 | RZ2 | RE | A6 - BRI (aeliy) [ | FL | FE
Lo e pH 4.40 4.45 |4.55|4.384.30 4.40 4.45 |4.60(4.40|4.30
sy ZBW & O|lo]o]|oO St O |lolo]O

IS Hu O O] O | O Hw O O] O] O
(HAHFED sl - 12 | — [30<| — - 12 | — [30<| —

i (%) 100.0 98.7 (102.0/98.9|99.3 100.0 101.4 {104.1/101.0/98.7

s A - SREIK (Beiy [RZE | FE | FE | A6 - BB Ay [E | FE | FRL

pH 4.39 4.45 |4.48|4.384.30 4.39 4.45 |4.45(4.35|4.30

fapSIA &K O O]l O | O & O O | O| O | kEnks
FEROK b o ololo]o o O |o|lo]| o]|krsuk

o - 17 — |30<| — — 17 — |30<| —

aE (%) 100.0 101.0 | 98.2|98.4 | 99.8 100.0 102.2 [102.2/103.0 98.4

s A - BREIK (Beniy [ | FE | FE | A6 - BEE aasy [E | FE | A

pH 4.36 4.40 |4.58(4.30|4.30 4.36 4.40 |4.58(4.32|4.30
Himy 7 Nzgn 7 o |lolo|o P o ]Jololo
CNESES S Hu O O O O Hw O O O O

T3 ek - 5 — |30<| — — 5 — |80<| —

E (%) 100.0 101.9 {102.6|100.5| 97.4 100.0 100.0 {102.8/103.2/101.3

S8l B - SRR | eEy R A2 | R | R | At - SRR A ey 542 | R | /A

pH 4.45 4.50 |4.50|4.38|4.35 4.45 4.50 |4.50|4.35|4.35

2R Vois O O]l O | O R O O | O | O | kErnks
USERS b o ololo]o oo O |olol]o|esmk

A3 E - 17 — |30<| — — 17 — |80<| —

i (%) 100.0 101.7 [100.5 99.8 | 98.8 100.0 102.1 |98.6{99.4|98.0

BRI AERZ 100% & LT,
O : BiDIRAEBICHE LT B L
— : not tested



XI. {5 &

2. EEILABREE (1976 F 8 AXEfE)
(1)#RER A
1) R SHRRA (2 ff)
AV rvmy 7 XX R rivmy
2) BEANZHEGEA) (3 FE)
TARYvvmay S Avaryvay TARIvay
3) Hik A I U (4 )
4) ALZFEPRIEA] (3 Fl)
O ~v7 a4 RRIAEDWE
YRRV RIA4 vy VatrvA v RI4vey
@ _=vVY %
v RIAvary S
(2B A&
1) BBENE
(K 20kg Fitg D/NEA~D 1 [EHEMEERR TR 4mL THD Z LD, RLOEAEZ 4mL & L, fil
Al RIS NRIZRT 2 1 EHELRAN S LTllGEE L,
2) BAHE
RO vy FENZHOWTIZZEDE £, FEARO vy 7H (RI4 v m v 7H) 12O TIREEREDK
M TR E L%, BB &7,
3) RFERE
23~28C&JFHI & L, BLAREIEAORIFRMITHED H D b DIT LTI -T2,
4) BIRFRRUVIER
Bl EAE KON 7T HIRICHR (B, M, moE, W) | pH 228 BIZ W THBIE L, FFEDMHA IS
DVWTIFEEBHE LT,
5) E=llEAE
AKEIFIEETHDL A7 =T LBPBRER TH S0, HEOSHHC R0 L, EFR, VAT LELLT
I NICIRR LERAMRIC K 0 T O EBA2FA T BREICHIE L7,
6) HIEE®E
PREIRE LT, BREBME, FomtE, WRERAIIHEE Lz, 28, BRICOVWTE, REEAICER S
TV REEEAISEORBIC LY | SEERTS TR T20 . SRR~ D BN 55 T2 O E R
R EN D ST, AT =7 ABBIFELS pH #iPH TIE3SE MR L2y (BlS O pH TH D 6.2 T
HIAMEEITRIE T 0.01%LAT) Z &, £HMA%RO pH 23k b E W ECA TR M O bR ELAHRIZ DV TFT
72 o TR O ERMEICEN 2N &b, BEAOFREEITI D2V EDLEZ BND,
()L ERHER
AFNIRRE AN O T, BAIZ KO KPIPEMET LIk 2 AT 2 2L b o723, BaBrEXRAFC. KRR
BT 52 LI R VES b onfEbniz,
ARBOFRIL, MRITRTEY T, 12&EF, WTho i bEAZE(ITA LN T,



XII. i

=

BLA AL DFRD BV IR TR

.

fic = * Reyre pH ;7%
o M| g "R WA g | ek el I T
A ?”ﬁwj (fé IS PR = R | 7 A% (ﬁ/i; "
) 4mL 00
AV vyvay 7| W WK = i
sk @ o | wmesm |43 2R | ggeas) | B 41| 41
WEAREFI | R MY vyvuy 7| B K WA
(= 4 | wmegy |36 ML gy | B 3T | 37
TARY ey 7| W K QI
B m) | s | 45] 20mL | ge gey | B 42 | 42
N N9 N P {g {1‘2{ =]
g% }/(i;j;)ﬂ 50 39| LomL | o0 0 | B[ 40 | 41
IR A TRER )
Z 7\11 ' ; ; (ﬁ%g) 41| 3.5mL (23%2?; ) Bl 41 4.1
Lz M) R
XY — | —
’ SO ow ow = i
o (i i/b) 7| gy | 63| 35mL | pomoe ) [ B | 44 | 44 | 1000
XY T T F | L .
. T o wm = i
ie2|Y T 7 7| ok |38] ML | gy ) | B | 41 | 41
5Ty 7 A)
- R 7 7 3 U . .
| ¥Ry B
I R {%%;“Z 62| 25mL | oo o0y | B | 43 | 43
(37 %)
VD 2V BN .
’ T o wm = i
o (; :) T iy |27] 3L | oy [ B[ 87 | 37 | 90
=) Q= SN . e WA SCERREH O
gk A \
A= (f;%i”@ 8.2 7}<i}f§4/ {iﬁ% B | 62 6.3 B L0 msE N
(K HA) B L7,
| Tatr~vAT v .
o % TETIAY g O
=i b7(1;;)/7 G | T4 ksl | oaeaw ) | | 62 | 62 | 971
[ A SR . - WA SRR O T
Fof4vmys (jﬂ;ﬁ%) 4.5 7k%3}f1% {i’i‘% Bl 42 | 41 PEAT K0 R
(CiRE)) N TR L7,

* 0 BRBIEICEI, TERER D DILTZRE Th > T h Bk BRAF 2 3ERIIATIC & 72

B, ZOMICARNZOWTITR T S OWE 39, S5 OWE 3, FEROME 0035 5,




MIF13L011A

XEERE - HABFHREHEAVEDLER

77 A PR EE WEERE Y —
T151-8589  HABILA KR~ &K 3-22-7
FIER A A YL 0120-664-467
FAX 03-3379-3053

SERT

P i - % a1
T151-8589 A AABHEA XA K 3-22-7

@ Pfizer



	表紙
	目次
	I. 概要に関する項目
	1. 開発の経緯
	2. 製品の治療学的･製剤学的特性

	II. 名称に関する項目
	1. 販売名
	2. 一般名
	3. 構造式又は示性式
	4. 分子式及び分子量
	5. 化学名（命名法）
	6. 慣用名、別名、略号、記号番号
	7. CAS 登録番号

	III. 有効成分に関する項目
	1. 物理化学的性質
	2. 有効成分の各種条件下における安定性
	3. 有効成分の確認試験法
	4. 有効成分の定量法

	IV. 製剤に関する項目
	1. 剤 形
	2. 製剤の組成
	3. 懸濁剤、乳剤の分散性に対する注意
	4. 製剤の各種条件下における安定性
	5. 調製法及び溶解後の安定性
	6. 他剤との配合変化（物理化学的変化）
	7. 溶出性
	8. 生物学的試験法
	9. 製剤中の有効成分の確認試験法
	10. 製剤中の有効成分の定量法
	11. 力 価
	12. 混入する可能性のある夾雑物
	13. 注意が必要な容器・外観が特殊な容器に関する情報
	14. その他

	V. 治療に関する項目
	1. 効能又は効果
	2. 用法及び用量
	3. 臨床成績

	VI. 薬効薬理に関する項目
	1. 薬理学的に関連ある化合物又は化合物群
	2. 薬理作用

	VII. 薬物動態に関する項目
	1. 血中濃度の推移・測定法
	2. 薬物速度論的パラメータ
	3. 吸 収
	4. 分 布
	5. 代 謝
	6. 排 泄
	7. トランスポーターに関する情報
	8. 透析等による除去率

	VIII. 安全性（使用上の注意等）に関する項目
	1. 警告内容とその理由
	2. 禁忌内容とその理由（原則禁忌を含む）
	3. 効能又は効果に関連する使用上の注意とその理由
	4. 用法及び用量に関連する使用上の注意とその理由
	5. 慎重投与内容とその理由
	6. 重要な基本的注意とその理由及び処置方法
	7. 相互作用
	8. 副作用
	9. 高齢者への投与
	10.妊婦、産婦、授乳婦等への投与
	11.小児等への投与
	12. 臨床検査結果に及ぼす影響
	13. 過量投与
	14. 適用上の注意
	15.その他の注意
	16. その他

	IX. 非臨床試験に関する項目
	1. 薬理試験
	2. 毒性試験

	X. 管理的事項に関する項目
	1. 規制区分
	2. 有効期間又は使用期限
	3. 貯法・保存条件
	4. 薬剤取扱い上の注意点
	5. 承認条件等
	6. 包 装
	7. 容器の材質
	8. 同一成分・同効薬
	9. 国際誕生年月日
	10. 製造販売承認年月日及び承認番号
	11. 薬価基準収載年月日
	12. 効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	13. 再審査結果、再評価結果公表年月日及びその内容
	14. 再審査期間
	15.投薬期間制限医薬品に関する情報
	16.各種コード
	17.保険給付上の注意

	XI. 文 献
	1. 引用文献
	2. その他の参考文献

	XII. 参考資料
	1. 主な外国での発売状況
	2. 海外における臨床支援情報

	XIII. 備 考
	その他の関連資料

	裏表紙

