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TEROLBY ThD, Ik, Fln, ERICI D EEHEET 5,
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D A PN TR 50~100 1~4 100~200
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8 EELREARNEER
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HITIE, AFIERE Lenwz b, £72. RFTERE TS RBEAIIE, RFTEEEITY 2 &,

8. 1.2 B E5HIFRIERHOHBLZR L, ®ICH0REEEBEEZITV, £, BEE A N L ANLRET
XL, T, FREOLAICIIHET A2 CEURMEEITY Z L,

8. 1. 3 R B E A NE HIOMME, TehGaTUTHIET 2 & & XITHE BUR. BACNME. iR /)
Wi, BEER. a3 v 7 SOBUEIRS S bbb Z ENnH 0T, FEEPIETHEAITIE. ke
(T D7 SIEEICIT) 2 &, BEBUEIRS D S b AICiE, BEHICHERSUMERE T 2 &,
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BEPLETH DL, [11.1.2 28]

8. 2. 1 A ¥ G-ANT A UTRIZ DRSS T Ui O A 2 il 45 2 &,

8.2.2 K¥E XITHRIZ OBEED 72 W BEIZIB W T, KEUIRIZE ~DREGL A MR85 < L 5 #i2+53
RS LB AT O 2 b, BENRDNDGACEE LI-GAIZIE, EDhIZs2 T 5EE L,
WE) LB AT D Z b,

8.2. 3 K UTHRIE DB R PRI A Z T -2 LN HBRE Th > Th ., AFF G PIL, A X
FRIZ & RIET D AlREME N H L O THET D Z &,

8.3 MHEZKAML EEET2HEAICE, & M VAMIEZRET L L R’H572D, AF LT
L R=yarantBo A7t N O LR EDMD AT a A REANZEESEZ D Z ENREE LV,

8. 4 HHIC KV IRETUHE, SRR, BEANEZ RT3 H 20T, EHMICHRET 52 L NEE
Ly, [9.1.1, 11.1.11 /)

8.5 UV SRIEBAATHEREICEE LESAICEEMEIERIEER D bbb Z L RH DD T, I
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BL, EMNZOZLMEEEEICRNTS 2L,
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DOREIE 7 V—BERIET DfEMEREmW & SN BFICBIT 2RI 7 U —BoRELEIZO
I, EMOBEHISED FTEMETHZ &,

8.6.2 BE L O DFIRITHT LT, AFIE 5 O MEEOHIW, AFIOFHRITIE, BHRNTER O 1R R
OB OBEFE LS, ACESNICET 2 R EEIIMA Ei L, B OERZITE G ICERIEE

ST AHEOEETLH L,

<>
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Te) 2B, FEBAREE GEREDIEGIFEM M T 7o, JEFI O K R BEFRRTEAM M OV EoiEE ok
ATERIZONT, EMZEOER BB LR, 73022 g (ROFROEHNAD 7
L=y m U8H (BRAOFIROVERFD) . AFALT L F=y o C8H (BOFROERAD) . KO
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6. BENEREHIHBEICEHT IR
(1) &EHHE - BIEEFOHLEE

9.1 GHHE - BMEEZEDOHLEE

9. 1.1 U FOBEITITIRIFE Lot 280 R SN2 5/ 2kE, BHE LRV L,

() BLGHREFOFEELLZVREE, 2E0ERENES
G HERE A I L 18 B RE AR F &5 0T, IMYYELZ B L S 2B ENNH D, [11.1.2
2]

(2) HIEES. BEXOEE
L EREMER A2 S, 7o, MBROBELZAET 20T, EREZEBLIELIBENLH
%, [11.1.5 &=HE]

(3) REHROESE
AR ERIC L 0 Bk B I 2B8EnnH 5, [11.1.9 2]

4) HERMEBEOESE
PEHERE A HI U, 15 ERIEGE AKX T S8, JER A2 B L IBEE L S 2 BZENRH DD T,
HEPREEFEEZ T2 28, [11. 1.2 28]

(5) HiEPHABERDESE
A ELEE LA BENRDH D, [11.1.2 Z]

(6) #EANEDESE
KenAEOFB B2 2 S8, EREZESEIBENAH D, (8.4, 11.1.11 BE]

(1) ZENEOESE
RIEZ EH S, EREZELLSEIBENARH D, [8.4, 11.1. 11 BE]

(8) BMEENESE
TR T AEREIERICL Y, JEREZEL ST BENLAH D,

(9) ERRBEEEOHIEE
ERENRHICEEL 52 50T, ERZELLSELIBENARH D,

(10) MmiFEDEEHF
MiREEEREERIC LY IEREZEL X282 R’d 5, [11.1.7 2]

(1) FEFTH>-REBOFMEIDH D EHE
MO BEEZHET 20T, AlGHEREESINLLIBEARD D,

(12) 2HLHEEEZRECL-E2EF
DR ERZ L2 oRERH D, [11. 1. 13 ]

(13) DA IILREHEIR - AREE. HEREREEE. EEMBRERERVAMHLRHREEDEE(C
*9 HRF R G
EMSREZIIH L, RYYEAZ B SH DR 2 03D D, /2, AEICELEZELLDIBENNH D,
[11.1.2 ]

9.1. 2 BREEDEE (BVNERBROFEELLBVREE. EBOEREDEREZR)
JEYHEIZ T 2O AL E AT 2 L, ERERE A NI L, 5 R AN T &, R AT
b2 BEZNDRH 5L, £o, RIERKISEIHIL, #iEZE#T s8R H 5, [11.1.2%
i

9. 1.3 RRDEHE
WA RES T, F72, MDA v 2 ) T 2SR IR TS E 50T, ke Bl
SELBENRSH D, [11.1.10 BH]

9.1. 4 BHEREDESE
FIEOAKREZME L, BEEREZMET 0T, EREFLSE2 BTN 5, [11.1.4
2]

VITL. 4t (M EoEES) I3 55HA 25



9.1.5 5 >MHELFRENEE
FTRU T AEFREERICLY ., EREZE(LIEIBZEANSH D, [11.1. 14 ]

9.1.6 FIRIRHEEETOH L EE
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e SOLU-CORTEF®
PAEH H 04/27/1955
K M OVE & ACT-0-VIAL® System (Single—Dose Vial)

100 mg ACT-O-VIAL Each 2 mL contains (when mixed)

BIRE TN R

Allergic states: Control of severe or incapacitating allergic conditions
intractable to adequate trials of conventional treatment in asthma, atopic
dermatitis, contact dermatitis, drug hypersensitivity reactions, serum sickness
transfusion reactions

Dermatologic  diseases: Bullous  dermatitis  herpetiformis, exfoliative
erythroderma, mycosis fungoides, pemphigus, severe erythema multiforme (Stevens-—
Johnson syndrome).

Endocrine disorders: Primary or secondary adrenocortical insufficiency
(hydrocortisone or cortisone is the drug of choice; synthetic analogs may be
used in conjunction with mineralocorticoids where applicable; in infancy,
mineralocorticoid supplementation is of particular importance), congenital
adrenal hyperplasia, hypercalcemia associated with cancer, nonsuppurative
thyroiditis.

Gastrointestinal diseases: To tide the patient over a critical period of the
disease in regional enteritis (systemic therapy) and ulcerative colitis

Hematologic disorders: Acquired (autoimmune) hemolytic anemia, congenital
(erythroid) hypoplastic anemia (Diamond Blackfan anemia), idiopathic
thrombocytopenic  purpura in adults (intravenous administration only;
intramuscular administration is contraindicated), pure red cell aplasia, select
cases of secondary thrombocytopenia.

Miscellaneous: Trichinosis with neurologic or myocardial involvement,
tuberculous meningitis with subarachnoid block or impending block when used
concurrently with appropriate antituberculous chemotherapy
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Neoplastic diseases: For the palliative management of leukemias and lymphomas

Nervous System: Cerebral edema associated with primary or metastatic brain tumor,
or craniotomy.

Ophthalmic diseases: Sympathetic ophthalmia, uveitis and ocular inflammatory
conditions unresponsive to topical corticosteroids

Renal diseases: To induce diuresis or remission of proteinuria in idiopathic
nephrotic syndrome, or that due to lupus erythematosus

Respiratory diseases: Berylliosis, fulminating or disseminated pulmonary
tuberculosis when used concurrently with appropriate antituberculous
chemotherapy, idiopathic eosinophilic pneumonias, symptomatic sarcoidosis

Rheumatic disorders: As adjunctive therapy for short—term administration (to
tide the patient over an acute episode or exacerbation) in acute gouty arthritis;
acute rheumatic carditis; ankylosing spondylitis; psoriatic arthritis;
rheumatoid arthritis, including juvenile rheumatoid arthritis (selected cases
may require low—dose maintenance therapy). For the treatment of dermatomyositis,
temporal arteritis, polymyositis, and systemic lupus erythematosus

MEL O =

Therapy is initiated by administering SOLU-CORTEF Sterile Powder intravenously
over a period of 30 seconds (e.g.,100mg) to 10 minutes (e.g.,500mg or more). In
general, high dose corticosteroid therapy should be continued only until the
patient’s condition has stabilized, usually not beyond 48 hours to 72 hours.
When high dose hydrocortisone therapy must be continued beyond 48-72 hours,
hypernatremia may occur. Under such circumstances, it may be desirable to replace
SOLU-CORTEF with a corticoid such as methylprednisolone sodium succinate which
causes little or no sodium retention.

The initial dose of SOLU-CORTEF Sterile Powder is 100 mg to 500 mg, depending
on the specific disease entity being treated. However, in certain overwhelming,
acute, life-threatening situations, administration in dosages exceeding the
usual dosages may be justified and may be in multiples of the oral dosages.
This dose may be repeated at intervals of 2, 4, or 6 hours as indicated by the
patient’s response and clinical condition.

(2024 7 A)
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Each vial contains hydrocortisone sodium succinate 133.7 mg equivalent to
hydrocortisone 100 mg.

Excipient with knowne ffect:

Each vial contains 10.1 mg of sodium

For the full list of excipients, see section6. 1
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Therapeutic indications

Anti-inflammatory agent

Hydrocortisone is indicated for any condition in which rapid and intense
corticosteroid effect is required such as:

1. Endocrine disorders

Primary or secondary adrenocortical insufficiency

2. Collagen diseases

Systemic lupus erythematosus

3. Dermatological diseases

Severe erythema multiforme (Stevens—Johnson syndrome)

4. Allergic states

Bronchial asthma, anaphylactic reactions

5. Gastro—intestinal diseases

Ulcerative colitis, Crohn’s disease

6. Respiratory diseases

Aspiration of gastric contents

7. Medical emergencies

Hydrocortisone is 1indicated in the treatment of shock secondary to
adrenocortical insufficiency or shock unresponsive to conventional therapy
when adrenocortical insufficiency may be present

MEROHE

Posology and method of administration

This medicine may be administered by intravenous injection, by intravenous
infusion, or by intramuscular injection, the preferred method for initial
emergency use being intravenous injection. Following the initial emergency
period, consideration should be given to employing a longer—acting injectable
preparation or an oral preparation.

Dosage usually ranges from 100 mg to 500 mg depending on the severity of the
condition, administered by intravenous injection over a period of one to ten
minutes. This dose may be repeated at intervals of 2,4 or 6 hours as indicated
by the patient’s response and clinical condition.

Dosage requirements are variable and must be individualized on the basis of
the disease under treatment, its severity andthe response of the patient over
the entire duration of treatment. A risk/benefit decision must be made in each
individual caseon an ongoing basis

The lowest possible dose of corticosteroid should be used to control the
condition under treatment for the minimum period. The proper maintenance dosage
should be determined by decreasing the initial drug dosage in small decrements
atappropriate time intervals until the lowest dosage, which will maintain an
adequate clinical response, is reached

In general high—dose corticosteroid therapy should be continued only until the
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patient’s condition has stabilised-usually not beyond 48 to 72 hours. If
hydrocortisone therapy must be continued beyond 48 to 72 hours hypernatraemia
may occur, therefore it may be preferable to replace hydrocortisone with a
corticosteroid such a smethylprednisolone sodium succinate as little or no
sodium retention occurs. Although adverse effects associated with high dose,
short—term corticoid therapy are uncommon, peptic ulceration may occur.
Prophylactic antacid therapy may be indicated

If after long—term therapy the drug is to be stopped, it needs to be withdrawn
gradually rather than abruptly.

Patients subjected to severe stress following corticoid therapy should be
observed closely for signs and symptoms of adrenocortical insufficiency.

Corticosteroid therapy is an adjunct to, and not a replacement for,
conventional therapy

In patients with liver disease, there may be an increased effect and reduced
dosing may be considered

Elderly patients: Hydrocortisone is primarily used in acute short-term
conditions. There is no information to suggest that a change in dosage is
warranted in the elderly. However, treatment of elderly patients should be
planned bearing in mind the more serious consequences of the common side—
effects of corticosteroids in old age and close clinical supervision is
required

Paediatric population: While the dose may be reduced for infants and children,
it is governed more by the severity of the condition and response of the
patient than by age or body weight but should not be less than 25 mg daily

Preparation of solutions: For intravenous or intramuscular injection prepare
the solution aseptically by adding not more than 2 ml of sterile water for
injections to the contents of one vial of this medicine, shake and withdraw
for use.

For intravenous infusion, first prepare the solution by adding not more than
2 ml of sterile water for injections to the vial; this solution may then be
added to 100 ml — 1000 ml (but not less than 100 ml) of 5% dextrose in water
(or isotonic saline solution or 5% dextrose in isotonic saline solution if
patient is not on sodium restriction).

When reconstituted as directed the pH of the solution will range from 7.0 to
8. 0.

This medicine is not recommended for in trathecal or epidural use

(2025 42 A)
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Pregnancy:Teratogenic Effects
Corticosteroids have been shown to be teratogenic in many species

when given in doses equivalent to the human dose. Animal studies
in which corticosteroids have been given to pregnant mice, rats,
and rabbits have yielded an increased incidence of cleft palate
in the offspring. There are no adequate and well-controlled
studies in pregnant women. Corticosteroids should be used during
pregnancy only if the potential benefit justifies the potential
risk to the fetus. Infants born to mothers who have received

P NESPN N OB'E corticosteroids during pregnancy should be carefully observed
(2024 £ 7 A) for signs of hypoadrenalism.

Nursing Mothers:

Systemically administered corticosteroids appear in human milk
and could suppress growth, interfere with endogenous
corticosteroid production, or cause other untoward effects
Because of the potential for serious adverse reactions in nursing
infants from corticosteroids, a decision should be made whether
to continue nursing or discontinue the drug, taking into account
the importance of the drug to the mother.

C (202543 H)

<H%F  pEOME>

F—ANZ VT DI

C : Drug swhich, owing to their pharmacological effects, have

F—=ANZ VT D4
(An Australian
t isati f .
C? egorisation o ) caused or may be suspected of causing, harmful effects on the
risk of drug use in human fetus or neonate without causing malformations. These

pregnancy) effects may be reversible. Accompanying texts should be

consulted for further details
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Pediatric Use:

The efficacy and safety of corticosteroids in the pediatric
population are based on the wellestablished course of effect of
corticosteroids, which 1is similar in pediatric and adult
populations. Published studies provide evidence of efficacy and
safety in pediatric patients for the treatment of nephrotic
syndrome (>2 years of age) and aggressive lymphomas and leukemias
(>1 month of age). Other indications for pediatric use of
corticosteroids (e.g., severe asthma and wheezing) are based on
adequate and well-controlled trials conducted in adults, on the
premises that the course of the diseases and their
pathophysiology are considered to be substantially similar in

KEDIRMGE
(2024 47 )

both populations

Paediatric population: Corticosteroids cause growth retardation
in infancy, childhood and adolescence, which may be irreversible
Treatment should be limited to the minimum dosage for the
shortest possible time. The use of steroids should be restricted
to the most serious indications. Growth and development of
infants and children on prolonged corticosteroid therapy should
be carefully observed. Growth may be suppressed in children
receiving long—term, daily—divided dose glucocorticoid therapy

F[E D SPC The use of such a regimen should be restricted to the most serious
(202542 AH) indications. Infants and children on prolonged corticosteroid
therapy are at special risk from raised intracranial pressure
High doses of corticosteroids may produce pancreatitis in
children.

Hypertrophic cardiomyopathy was reported after administration of
hydrocortisone to  prematurely born  infants, therefore
appropriate diagnostic evaluation and monitoring of cardiac

function and structure should be performed
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o s s A {4 — — — —
Y77 N IMRHH @ |pH 6.514 — 6. 415 6. 417 6.413

FILE BEE (%) 100. 0 — 99.6 99. 1 97.3
o . S8 A0 {4 T — — — —
YT 7 RO O |pH 6. 254 — 6. 238 6. 237 6.226

FLE HAEE (%) 100. 0 — 100. 0 99. 6 97.3

- . S48 4 (0, 5 B — — — —
777y @ |pH 6. 866 — 6. 878 6. 863 6. 814
KFEBIET Y BAFE (%) 100. 0 — 99. 6 99. 1 94. 3
- - s A {4 — — — —
777 v 7 Gl @ |pH 6. 806 — 6. 809 6. 784 6. 751
KIFERIET L, AR (%) 100. 0 — 99.6 98.7 94.7
o e o S8 A0 {4 T — — — M H
777 7 D O |pH 4. 957 — 4. 956 4. 957 —
KGRIET S, HAFE (%) 100.0 — 100.0 99. 6 -
= " S48 A {4, R — — — Hr HY
TNT T RE @ |pH 4.924 — 4.924 4.922 —
KFEBIET Y EAFE (%) 100. 0 — 99.6 99. 1 —
N o S8 A {4 — — — —
VA D @ |pH 5. 432 — 5. 431 5.431 5. 426
BILFD FRAFHE (%) 100.0 — 99.5 99.5 97.7
N o ) {4 T A — — — —
VA O |pH 6. 964 — 6.971 6. 954 6.942
BILFD HAAE (%) 100. 0 — 99.1 99. 1 95. 6
. . S8 A {4, R — — — Hr HA
AE @ |pH 4.923 — 4.922 4. 924 —
KIFGHILT Y BAFR (%) 100. 0 — 100.0 99.5 —

o S8 A {4 — — — —

7 A A5 @ |pH 5. 022 — 5. 024 5. 024 5. 025
KIFERIET L, AR (%) 100. 0 — 99.5 99.5 95.9
o . 8 A4 T — — — —
7 4 YATORi O |pH 5. 026 — 5. 026 5. 028 5. 029
KGERIET S, HAEE (%) 100. 0 — 99. 6 99. 6 96. 4
- S48 A {4, R — T 0 Ve — —
YA - _ Ll\
YV 2y 7 A @ |pH 5. 952 — 5. 952 5. 953 5.951
UR2E S S BAFE (%) 100. 0 — 99.5 99.5 95.5
- s A {4 — — — BT HY
1 1] — Ky
Y 7Y R @ |pH 4.937 — 4.935 4. 934 —
KIFERIET L, AR (%) 100.0 — 100.0 100.0 —
7 R S8 F&0. 75 — T — —
(R 25mg @ |pH 6. 932 6.928 — — —
H0 =28 BAFR (%) 100.0 100. 0 — — —
s iro S8 T 0 Ve — Th B — —
b7y S D% @ |pH 7.486 7. 466 — — —

o — =4k BArE (%) 100.0 98.8 — — —

WA ) 77 —4 s A {4 — TR — —
> —ERE20mL @ |pH 6. 726 6. 717 — — —
)Ty =T BArz (%) 100.0 99.0 — — —

FRIFRIIEAES2100.0% & LTEH L, 2P0 “«7 JIBnhoizZ L aRT,

BOA FIESEMIC OV T, phdx B R
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VL =T 7E5A100mg & FEESEF RRVIHE) OESEEHRER O)

e il [Ty AT B [Tieay [ikay [Tieay [Ty [Ty
L (A—T1—) J5ik e XS IR RIS RS 6IRF[H 1% 24 B4
o s o o Y — — — —
2 F A A 100mg @" |pH 7.073 — 7. 062 7. 052 7.011
T AT T A AT (%) 100.0 — 98.6 98.3 96. 9
e e 48 s — - VLR —
NY U STESHR20mg @ o T — e — —
T AT T A= =T A d— AR (%) 100. 0 — 94. 0 — —
. o s148 T 0 Y — — — —
TTARALT TR | o 8.891 - 8. 607 8. 421 7.824
BN BArE (%) 100. 0 — 92.0 88. 6 78.5
e 41 64 7 ] - VhR — —
RA SRR | o 6. 631 6. 633 - — —
KR BArZ (%) 100.0 99.5 — — —
o . S8 R (0TI — — T —
EERIRY A A Y >50mg @ [pH 7.342 - 6.974 - -
i =2 HAFE (%) 100. 0 — 98. 9 — —
VAP = S48 (0 75 — Th B — —
JE 1 200mg @ |pH 7. 443 7. 428 — — —
bRk 7 7 —~ BArE (%) 100. 0 99. 6 — — —
TV s R (FE6) — — — —
5 F20mg ©@? |pH — — — — —
TAT TAZAN Y~ A= (%) — — — — —
YT TR0 3)%@ R (IRea) — — — —
©” [pH — — — — —
WFnREEx Y AT (%) — — — — —
. . S48 A {4, R Y TR — — —
Frav o ES H ing @ [on 7 357 — — — —
RN BArE (%) 100.0 — — — —
Zua—L e R X RE s181 R e — I — —
10mg ® |pH 6. 717 6.718 — — —
MSD BArz (%) 100.0 100. 0 — — —
e e~ s S8 (Z R — — — —
A7 T S TEbmg ® |pH 7. 080 — 7.093 7.105 7.076
MSD HAAE (%) 100. 0 — 99. 2 99. 2 102.0
NN S48 T o VB — — TRR —
T2 STERHE300mg @ o 6 055 — N — —
77 A Y- BArE (%) 100. 0 — 100. 0 — —
o e oy s R OV I T — — —
AV N7 /E%/}Eﬁﬁlg @4) pH 6. 859 _ — — —
77 A Y- AR (%) 100. 0 — — — —
, s _ W (R B B
v 77 AT o HE g @ MR B ] )
pH 6. 965 6.914 — —
T AT T A AT (%) 100.0 99.5 — — —
e s T 0 Ve — Th B — —
Vv AL @ [pH 6. 607 6. 554 — — —
KIEE =K Az (%) 100.0 99.8 — — —
PR ARY s oV T — — —
BirEflg ©@? |pH 6.517 - — — —
i AR (%) 100. 0 — —

PAFRIIAL A EL 2100.0% & LTHEIH Lz, £72FF0

BOA FIESEMIC OV T, phdx B R

ST TBAEB R o TE T B RT,

XIIT. {5
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VL A—T 75 A100mg & FEESEF RRVEHE) SOESEIEHRER (6)

B & 3EA B & I B & B & B & Bt & B &
L (A—H—) Wopis e B 1% 1IREfH# 3IRFfHI BIRF 1% 24K 1%
T ) U S8l o VE — — Hr i —
1g @2 |pH 6. 730 — 6. 230 - -
e S BAAE (%) 100. 0 — 98.9 — —
A v~ S8l (Z R — — — —
234 T V0. bg @7 |pH 7.868 — 7.870 7.861 7.781
KHAREK BAFR (%) 100.0 — 97.1 95.2 88. 2
AR R S8 0 PR — — — —
0.5 77 A4%—) @" |pH 7. 862 — 7. 865 7.861 7.786
77 A Y- ArE (%) 100. 0 — 98. 1 95. 2 88. 1
R S8l R 0V — — Tk —
=T SHEHEAL be ©@? |pH 9.018 8.835 8. 684 — —
7 > A e BER (%) 100. 0 95.5 89.0 — —
e S8l W (F) — — — —
a7 g iEHLg @8) oH — — — — —
AP BAFR (%) — — — — -
NS 4 s148 W () — — — —
AR 100mg @" |p — — — — —
HH=7 7 A ¥ — ArE (%) — — — — —
ARy 7 A s (0 T Hr i — — —
FEHH#600mg ® |pH 4. 867 — — - -
77 AY— AR (%) 100. 0 — — — —
- s S8l (Z R — — — —
Y7 xRV k300 @ |pH 4. 682 — 4. 682 4.678 4.679
SNA T IR (%) 100. 0 — 100. 4 100. 0 102. 3
TNV H L HENR200mg ! DL — — — —
@ |[pH — — — — —
77 A Y- ArE (%) — — — — —
e S8l £ Y] — — — —
70 Y T A0 ® |pH 8. 137 — 8. 031 7. 962 7.756
77 A Y- BArz (%) 100. 0 — 98. 1 96. 2 93.0
T4 7R S8 I £ R ] — — < —
200mg EfiE @ [pH 7. 066 — 7. 056 7.049 7.034
77 AY— BAFR (%) 100.0 — 100. 2 99.8 100. 6
Ty H—R S8 £, k] — Hr — —
ST 75mg @7 |pH 7.267 7.222 — — —
T AT T A ArE (%) 100. 0 99. 1 — — —
T AE Y — A s E=R v — — — —
SRR 0 H 50mg ©@* |pH 6. 328 — 6. 320 6.317 6. 304
KAREK Az (%) 100. 0 — 100.0 100.0 99.0
A4 MUY =LY% S8l I £ R Y] — — — —
[200mg] @" [pH 7.239 — 7.186 7.153 7.074
Yot FAFHR (%) 100.0 — 99.5 98.9 102. 7

FRAFRIIEAEA A100.0% & LCHE L, £ “<7 3BN bl Z 52K T,
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[(AoA k]

BEA AN DWW T RO FIEIC LB > TRE Lz,

OUATEIRWE TEN LI YL« a—F 73 100mgl A%, BLA3HK 500mL (2002 CHEEEEF L 7=,

QIR IRIE T LTc Y v« 2 —7 Z1ES 100mg LA % | Bl&3EA 1A D 2N E1~9) IZFLHEk L2 ORI THR» L
7oA SRR AN 2. THsBIVR I L 7=,

1) VRS AK2mL

2) AEFRAMEWE10mL

3) AEHAHEIE InL

4) AEFRAYEIESmL

5) AHAHEIR20mL

6) AEFRAMEIANL

7) AR HTHR100mL

8) A4 A/K10mL

9) ST A/K19mL

a) BA 2 UESHE20mgl DN TR, FROFIEIC LN o THB L ZK LA LT,

1A 3 U EFHR20mg LA TS OREERR 2 N2 T L BRA LTz,

b) T ey REFREA200mgl OV TR, FREOFIEIZ Lo THEL L 72k L Bl A L7z,

BT RTEERHEH200mg IRICIER K 20mLZ N 2, & 5> Ui S 72K CHRI1055 Rl

(ZoM, SEhEEAKE TN LEH L, 10RFIC10~15[EFRE, M<IEVIRE D) Lizthk, KK CTRISHORIE Y RE

RRLAN L TE LN EOERRRE Vv,

c) T AE Y — AR EMSmgIZ oW TIE, FRROFIEIZ LN > TR LR EEA LT,

T A E Y — SRS 0mg IARIZ S AR 2mL 2 N2 TEBICHM L <RV IRE B — R a0ER Rk E | IkMTo 7
A NE—THB LN H5%T R BEHEFHERI100mLIZ 0 % 72,

d) 4 bU Y —EL% [200mg] 22V TIE, FRROFEIZ LN > TRE LR EBA LT,

A4 MUY —VEL% [200mg] IRZIRMAOFIRIECHIR LIZth,. O T7 V4 —THE LT,

HFN 4 & 24132011451 H BILE
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