2019%10A%ET (EB5HR)
BARZEEmM N EES 872452

EE &R A VP E 31— 7 £ — A
ARFREAFED | FRBEEME2 0 1 3 1THEHL TR

BIERERILE D EE
O— bk Ve 25mg
CORTONE Acetate Tablets 25mg
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—UNAXT A N THDHZ EITEE LT, EAMEAENGEIC S CTe- IFDOE M A Mgtd 2 Mk a5t
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LB, L, WASCE TR R A WSS, EFEA TR IS b LT 5,

QIFFEHEEHEICESEER L, FEALILIY v 7 KR CTRET 5,
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® MEHKIA ¥ Ea—7 5 —L50HEHE2013) (LLF, [IFGE#EZEFE2013) S #9) (258 0 1Bk
SNEIFE, E AR TORMEAZ AL L, LEIZIL U CHEARAE EA (PDF) 2> HI L
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@ LR UA D EE IOV T, TTFGEEZEE2013]) 12 K A ER - #REH35EH S p b o TR0,
OfEH EOEEOWET, FEAME XIIHENE R RN 2323 S A7 RE R0 N #IGAE
DPERZEN 72 S, BT RENBEDRRE LK LD G EICIFIFNSEET S5,
IFOFABIZHT=>T
[MFEHEEE2013) I2BWTIE, PDFY 7 A M K D E A TORMEZ AL LTS, [H#RE
FIRT 23K, EFEELSHIR L CRET2 Z EARAITH 5,
A EARDIFIZ OV TIE, &35 R A TS O = 38 5 PRI A 1 AR IR — A — 2 fgidlk
LTRERE SN TN D,
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B E Z, EEBSGICRE LT D ERCIFMEFRC FEE UEEO SRS I o) TR O MRS
ANDA VHE 2 —IZ LV IEKIER SRNFERESE, IFOFAEEZEDLILERD D,
F7o, MERFSGET SN AR EOEEFICEAT 2 FHICEH L T, IFPSGETISN S £ TOMIE, %%
[ S L oD BUER s ARG 2 YA SCEC R A B CEL, H 5 WVITEE N ERE S E SR E Y —
2B KA S ET 5 & L b, IFDEMAICHT- > TE, B O SCE % E 35 E
PRI BRIH AR AR — AR — Y TR T 5,
728, EIEEHSCEEEOMERO SO LR SN TV D TR < [ E24MNE TORITEIRI
BT DTS IIKRFHEICEADL Z 0 HY, TOERHRWICII OB ETRETH S,
FIAICELTOEER
IFZ A% B HEBICB O TRNT 2 ENTERWVERLERRE L UEH L TIEE 20, L
ML, EEESCEBRAERL 7 eE— g ra— FEICLAHENC LY, RUSESENEIRGIEHR &
L CRAETEZ2HAICIIATEMAND 5, IFTEFREODEEEZZ T T, YiZERL ORI
EPMERR - RIET 200 THL Z LD, Fifl - REUUTHINZZ T I 2252002 258 L T
BORTIZe 5720,
FRIEPET, IFAHL ETHIRMICEEZMTT HDHEREM THY, 5% ¥ —Xy b TORA
B LIEE 2, HEELEORERHICEMLUZ2NE YFE LERIN TS Z & 28R L CE#R%
EHT20ERD D,
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I. BEICE9 5IEH

. RO

KANL, FNTF Y CHRT AT VR HRIAGY LT D RIBRE R VE CRAITH S,
Merck & Co., Inc., Whitehouse Station, N.J., U.S. AWFEHT CHEAEED & DA AU L
R RERLVE Y « a/VF Y L OFBT AT VA EsS & T 58K TH 5,

[a— NBE) 131955 4F 9 A 1 BICEMMINE =4, 1956 4F 2 H 14 HITHTE ST,
22 WM (198446 A 1 H) IZBWCHRMENHRME S, ARFIEO B ENTT
b,

2005 4 2 H 24 HICERFEMS DT Ta— kgl D Ta— b U8E 25mg) ~IGE4
BHEDOER AT, WiexBtt LT,

2010 4F 11 A 6 HICEA RS S B E TSI RS IR T A GRS AR S 7z,

2. HROBRFN - BFIFORE

(1) AANL, =2VF Y UFieE AT V2R LT 0RIEKERLVE A J{FTH S,

(2) ERZLAMER HEARE) & U THRRYYE, BIYEOHE, R MEalE R~ 42,
BER, THALPEIEDS, BER, HEehAad, © oIRig, S8, BHRE, KBRE &R O EeE
HHBERHMEE, I A v —, RNk, REANE, IREOCHRENH D,



I. AFRICEY 51EE
1. R4
(1) 4
22— U HE 25mg
(2) *4
CORTONE Acetate Tablets 25mg
(3) AFFDHEE
— %4 @ Cort is one |ZHIE
2. —&#4
(1) 14 (4K
a )TV UEEET AT L (JAN)
(2) 4 (4%
Cortisone Acetate (JAN)
(3) RTL
TU R=yu UHERUANDRIBREATRA R (2vFazxTaAf K) H: (—)cort—
3. EEXANIELRER

4. 2FRRUVSFE
7713 0 C2sHs006
71 402.48
5. L4 (F4K)
17,21-Dihydroxypregn-4-ene-3,11,20-trione 21-acetate (IUPAC)
6. {BR4, 4 KBS, E5ES
g B LT
7. CAS Biz&EE
50-04-4



M. E$As - 51EE
1. PEEENEE
(1) 58 - R
HEA ORGSR mtEOm R TH 5,
(2) Bk
AB )= NTRREFIC K, =& b (99.5) I[ZIEITFICL <, KITiF & A LT
[
(3) kB
NG R L
(4) Bl (9ER) . HR, BER
Al #9240°C (D)
(5) BIEEMRETH
MG RR L
(6) HEFRY
NG R L
(7) T0MDELREME
WX [a] ¥ : +207~+216" (##:f%, 0.1g, A% /—/, 10mL, 100mm)
2. BYWRSDOEBEFETICSTHREN
NG R L
3. B OERERE
(1) BEs
REnlZhigz Mz, LI ET S E X, HHEBEZE L, RAICHBAIZED S,
WO E RS T2 L X, RITIRFREDOE N EZHT D, ZORITKEMZS & X, BEL,
BHHERD,
(2) SRAN RIS BE I E TR
KD A B ) — NIRRT D TR AT MV ERIE L, RO AT RV LR OSSR
R MVNZaNT Y VEHET AT VAERER DAY MV E T D L X, iH DAY
MR E D & Z AIZFREEOTRE OWI 27880 5,
(3) AW A~Z FVHIEE
BAb DU 7 ABEANEIC LV RBREZIT), RED AR MLERFOSBANT ML LA
IWTF T UHER AT ABRES, DAY NV E IR D L&, WEH O AT hVILE K
DL ZAIT[AREDTREE DRI AT 5,
4. AMHSDEEE
Wik~ 777 40—
T« SRAMBOLE R R
BEME - K, 7k b=k VU IEIR



V. ®&IIZE89 %IEH

1. FlE

(1) FIORE, SMERUHER
~ . T -
e A - 27 Fimg) EfGm) ESmm) | T E

/' = _"""‘\\\I A
o — b U 8E 25mg M - FbE - A Q%y(m/t:: 1 540
305 9.6 3.3
(2) BEOMEE

( TIV - 4. WAOKFERI TICBIT 2 REME) OESH)
(3) @Ala—F
( TV - L.OAIFE ORI, ML OMEIR ] OIRESH)
(4) pH, BFEXL, E, HLE HKEOERUREY pH 5%
M EE R L
2. HFIDOMHERL
(1) F®ES (EERS) O
18 2L F Y CFEE T X7 )L 25mg A

(2) &

ILBE, boxnav sy, ATTV VB IR A
(3) =D

AT & 20

3. BEAH, FOHBEICHT IER
L

4. HEOEBEHTICEITIREMSE"
AR O ZNEHEHER (40°C, 75%RH, 6 » 1) Z1TolfE%, =— N 88 26mg (@ O fi
il TIZB W T 3EMZE TH D Z &l =47z,

Oa— b dE 26mg  INEAER R aiEpE (N7 ek ]

W ETE H 7k FRAFHAR
< HiK > &5 BR A 1% A 3% A 6 % A
PEIR A _ _ _
<P - b (> 100121 A IRl e Il 22 [l 72
TerBtBR
(EPELROL, SR AT BEHIE, 100121 ke Eips [\l G

IROMBIN AT kL)
RN (%)
(H &R A=) 100121 1.0 — — 0.8
<15.0%LL F >
wHME (%)
<4574y, T0%LL >
R (%) *
<90~110%>
X BHTREIIHTLIEAE (%)

5. ARERVBRERORENE
A L7an

100121 93~97 94~97 96~99 96~97

100121 100 100 100 101




6. fhFl&EDEEELL (MELFENELL)
R LR

7. BHHY

(1) BHB®
a— hUBE 26mg i, AR HFMNESRS B 3 HICED SV 2 LT U EEDEE
HIAKICEAST 5 Z LR SN TV D,
GRERRIZ 7 7 U VTR T R U o AV (3—1000) 900mL % AV, IAEHFERIES 2 151
XV, 75rpm TRERZ1T D)

VR A
e a1 JRE R T =R
25mg 45 4y 70%L)

(2) BHHER
AR
g AAEKRS  EHRERE NRUE
[l % ORI © 75rpm (pH1.2, pH4.0, pH6.8, /K)
FRBRIRETICT U UGS Y 7 A 0.3%0)
CHE]
- pH1.2 (75rpm) TIE, 3057 LARRICFEEI85% LA B L=,
- pH4.0 (75rpm) TlE, 3047 LARRIZFEEI85%LL L L=,
- pH6.8 (75rpm) TlE, 3047 LARRIZFHI85%LL Lt L=,
- /K (75rpm) TIE, 30 ZrLAREIZ L) 85%LL FsH L7z,

o— b UBE 26mg IXAWEFERHMIC T D TR LT 2 52K 25mg) DOIEEVERIFITH 5,

(P HHER)
BHE®) pH1.2 (75rpm) BHE %) pH4.0 (75rpm)
100 S LEREEF R YUy L 0. 3% 100 S ILEREEF R UL 0. 3%%m
80 80
60 60
40 40
20 20
0 - - - . . . 0 . - -
0 15 30 45 60 75 90 0 15 30 45
B (93) B (5)
BHE %) pH6.8 (75rpm) BHE %) 7 (75rpm)
100 S LEREET YUy L 0. 3% 100 S U ILEREES UL 0. 3%Em
80 80
60 60
40 40
20 20
0 0 . : -
0 15 30 45

B (53) i (53)

(n=6)



10.

11.

12.

13.

14.

. EPFHERBRE

BB L

. BFIROBEMS OHERBHRE

Kb RE LKEMZ, 7aaRLAThild 5, RE&OEARBEE L, %EY
2o &, ARG OMERRBRIELERNT 5,
HEPOEMHSTDEEE

ERAN TR FE I E VA

FREHA e OBEMEAIR IC D&, WEEARIET D,
palli

PAROrA

BAT HAIREMED 5K MY

BRI L

AR ELRESR - NELRRLERICET S1ER
Y LW

Z 01t



V. AKRICEET 5I1EH

1. BEER IR

A5 E

1B IR SRR RE N 4 (RUETE, Bideth, Tafhth, EIRME), S0k EMER
2 (@27 U —18), RIBESEREE, SarERRIRS, ARSI 5 BIEIRER
ZRHVE, ACTH B, FFFEIEICMbEIE

2 FiEESR

BEiV v~F, BEEEE ) v~F (AFARzeEty), Vu~FE (Ju<FHi
Kz@mir)

B R

TV T = h—=T A (EHMEROEMEMR)

BRE

A7 u—BROFR 7 v —PIEfEREE

FLILX—
=8

RIS, A EOMOILFMEIC LD 7T L — - hiE K, mERBEET),
1L {75575

I & &5

SR (i A 1 K ONfn MRGEICAD M), AR BRI, A (S B i,
&M BENE B M oSt k, 18YEY o MERI) (B B s 2 S Te), ik
2l (GREME TR T O b D b D), FERIEREAME ORREME, feseih)

HIERED

EGERIGR, REMEEE, HEHEREOEGREOUE (BARW, 27 1—
i)

&S

MEPEF (FEEVRY, SRR, EVE S W) (BL, —MXADTRIRICRGE 3
REDHE LWRE e T 2 HHAMED b DITIR D), AT (HEVR, HEHATEIEK 2
SbD, TS oMEfED b D)

fiiR 2B

Yovaf F— 2 (EL, WA Y o GEROZOSE ZER), OVEAMERE
PER 2 OWfRRAEAE)  CHUH BRI S 2 & )

EREREE

HUERGUE ((BFRRE L P 5)

Atk E

i kE AL, BUERGZICIRD) (PUREEAI & O %), RErEsilER (i
AlE P )

MRS

sk (g, FHixzEte) (HL, —RMEMEDOGEITIHENILETTELER D 2
S, MOMEITRHRN A7 L SIZEHBMWD Z L), RIErRER (F7 1
V—ERRE A T ), BUEARRE R, R

BHES

PR oS (U N RREE, MREREE, &Y%, BUOSMIMELE, BEIRERE)
M OHPHRE GIBKE)

HERR

RIE BRI AUE R REAS 2B E I T D4 R R R B

RERES

IS - RJEREE (BERE, WAMRS, BYERE, $EilER, g2, B
FRAEMERZ %, 7 ME—RJE%, - %h - /WNEWE, © X — L5, F OOk
g%, NRINMER G2, EATHEREARIE, TOMOFROEER, BHdH 50X
ALFRE, HA KOS EEOWS - KGR, SiER ONSEELOWmS « RIgK
L) (BL, BEIEFILSMIMIIFRE LW L), B (BRI 2 ) (EREMNIC
[R2), *Bofe M OEAE (SR PEcHE (EER)), BISVEMERRE, MBI ROE, 1A
PERERE, FERAVERIRRZ G2, SRS, 74 ¥ —EWERt), FBE (Y2 EisH
PEALEE, FEEMEALEE) (AL, ZEBHMENROEAITEEMNICIRS), kL IR
JEWERE (BIDESONS AMESNIE, AF TR -V a vy Uk, KEOWE, 7 v 7 A
JEERE, X—F v Mi (RIEROZRWEES), Uy 7 v ay Y 2EREMES), K
KOIERE (SE R, IR KHEIE, Senear-Usher SEMERE, HEFEM:IEE), 7
2— U U BN SR CERIEE, WIRMEESZ 2 &), MEE (7 ZH it
Wz & & ie)

RS

PIRR - HAREE - IR - IRFS O RIEMEAR B OHERIE (7 F VIR, MR, iR
A 5%, BIARREAR, HREERVECAIESS, WRERIR Qo aiE (e, HRARFRE) , SMIRES &
ONHTARFR D SAEMEIR B O SHER L TRIRS A Y SUIARH o706 (IR, #iK
%, AR, RIER, WD BHRER)

ERBERER

T VR —ERS, fERE (REEEY

<TERR > H GEISDAETE)
*XEIDOM TV ARSI R LT, SAEFIZ DTS IENR R85 5 W IE+S 722 i s
W LERWEHESNAEAICOBRHANEZ L SN D521,




2. BERUVHEE
)T UFEET ATV E LT, AN 1 B 12.5~150mg (KAl 0.5~6 ££) % 1~4 [A]
B TROBEET 5,
7%, AR, ERIC X 0 EEIEET S,
3. EREKRTE
(1) BET—421\v45—o
M ERR L
(2) EBERME
M ERR L
(3) ERERFEIRAER
M EE R L
(4) BREBOHR
M ERR L
(5) BRI
1) BEALETHERGHER
M EE R L
2) HEEGEAER
M EE R L
3) REMERER
M ERR L
4) BE - REANHR
M EE R L
(6) AEIEER
1) SEAMERE - BEEARERE RIEGRE) - REHRTREBKREER (TIRERERKHER)
M ERR L
2) RBEHLLTEEFEOHNERIIENE L -REBROBE
YL



VI. EHNEECEY HIEH
1. EEPHICEEEDHSHILEMXITLEME
tRaarsFyy, TxH ALY, S R=vynay, REAEZ U AFLTL =
[N
2. EBEER
(1) {eFR%ERGL - fEFRFF

RIROBEE 2 NTF a4 B, FiW7e EORMMB T, Z2 " 7 BORAL, %%@@ﬁ{

ya— 2 FROREIR S, FRCIERL, 70 a—r, 5o Ba R
YAlER AR, BFICRR SB O RFRIEIER b 5,

(2) EMEEHTHEBRAM
BB L

(3) fERSBUB - FEHBSR
G L

[ESGER
%



VI. EWMERBICEEY $1HE
1. MAPREDHER - JIEE
(1) AERLBENGODRE
M EE R L
(2) BRELPRERERERRE
GMEADT—%) ¥
B A2BE 10 6] & R A 2 FlICHEE 2L F > > 50mg ZNAR L7254, 1.79+£0.16
IRF B4 (2 i i L 2 B 739+ 7T4nmol/L (2 L7,
(3) BEERTHEESIA-OLDRE
MEE R L
(4) Bz
M EE R L
(5) BE - fHHAEDEE
( VIl -7. HHELEH] OHEZR)
(6) BEH (REaL—>3y) BRICKVHBALE-EMERNDEEEER
M EE R L
2. ¥EMEER/NTA—4
(1) BHAE
M ERR L
(2) BIPLEETEH
M ERR L
(3) "AFATFRLFEYT«
M EE R L
(4) HEREEEH
M ERR L
(56) VU7 VR
M ERR L
(6) HMEHE
M EE R L
(7) MREAHEIE
M ERR L
3. R
M ERR L

10



4. 5
(1) mi&-KEIFE@EE
ZMEE R L
(2) mi&k-RadERIrMEE M
( TVIl - 10. %Fhm, PEMS, RIHE~OEEG | OHESM)
(3) it~
( IVIl - 10. #Fhw, pEfm, RARF~OEG ] OHESH)
(4) EBEA~NORITHE
M ERR L
(5) oo~ DiZITHE
MEERR L
5.
(1) KRB R UK ERERE
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=t Pharmacia and Upjohn Company

R 7E44 CORTISONE ACETATE- cortisone acetate tablet

FIE - Bk Cortisone Acetate Tablets are available in 2 strengths: 5 mg or 10 mg.

INDICATIONS AND USAGE

1. Endocrine Disorders

*Primary or secondary adrenocortical insufficiency (hydrocortisone or cortisone is the first 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

2. Rheumatic Disorders

As adjunctive therapy for short-term administration (to tide the patient over an acute episode or exacerbation) in:

*Psoriatic arthritis

*Rheumatoid arthritis, including juvenile rheumatoid arthritis (selected cases may require low-dose
maintenance therapy)

*Ankylosing spondylitis

*Post-traumatic osteoarthritis

=Acute and subacute bursitis

=Synovitis of osteoarthritis

= Acute nonspecific tenosynovitis

*Epicondylitis

=Acute gouty arthritis

3. Collagen Diseases

During an exacerbation or as maintenance therapy in selected cases of:

*Systemic lupus erythematosus

=Acute rheumatic carditis

= Systemic dermatomyositis (polymyositis)

4, Dermatologic Diseases

*Pemphigus

=Exfoliative dermatitis

*Bullous dermatitis herpetiformis

*Mycosis fungoides

*Severe erythema multiforme (Stevens-Johnson syndrome)

=Severe psoriasis

*Severe seborrheic dermatitis

5.Allergic States

=Control of severe or incapacitating allergic conditions intractable to adequate trials of conventional treatment.
*Seasonal or perennial allergic rhinitis

=Contact dermatitis

= Atopic dermatitis

*Serum sickness

*Drug hypersensitivity reactions

*Bronchial asthma

6. Ophthalmic Diseases

Severe acute and chronic allergic and inflammatory processes involving the eye and its adnexa such as:
= Allergic conjunctivitis

= Anterior segment inflammation

=Keratitis

=Allergic corneal marginal ulcers

=Diffuse posterior uveitis and choroiditis

*Herpes zoster ophthalmicus
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=Iritis and iridocyclitis

*Optic neuritis

=Chorioretinitis

*Sympathetic ophthalmia

7.Respiratory Diseases

*Symptomatic sarcoidosis

= Loeffler's syndrome not manageable by other means

*Fulminating or disseminated pulmonary tuberculosis when used concurrently with appropriate antituberculous
chemotherapy

*Berylliosis

= Aspiration pneumonitis

8. Hematologic Disorders

=Idiopathic thrombocytopenic purpura in adults

* Acquired (autoimmune) hemolytic anemia

=Secondary thrombocytopenia in adults

* Erythroblastopenia (RBC anemia)

*Congenital (erythroid) hypoplastic anemia

9. Neoplastic Diseases

For palliative management of:

*Leukemias and lymphomas in adults

*Acute leukemia of childhood

10. Edematous States

*To induce a diuresis or remission of proteinuria in the nephrotic syndrome, without uremia, of the idiopathic
type or that due to lupus erythematosus

11. Gastrointestinal Diseases

To tide the patient over a critical period of the disease in:

= Ulcerative colitis

=Regional enteritis

12. Mis cellaneous

*Tuberculous meningitis with subarachnoid block or impending block when used concurrently with appropriate
antituberculous chemotherapy

*Trichinosis with neurologic or myocardial involvement

DOSAGE AND ADMINISTRATION

The initial dosage of cortisone acetate may vary from 25 to 300 mg per day depending on the specific disease
entity being treated. In situations of less severity, lower doses will generally suffice; while in selected patients
higher initial doses may be required. The initial dosage should be maintained or adjusted until a satisfactory
response is noted. If after a reasonable period of time there is a lack of satisfactory clinical response, cortisone
acetate should be discontinued and the patient transferred to other appropriate therapy.

IT SHOULD BE EMPHASIZED THAT DOSAGE REQUIREMENTS ARE VARIABLE AND MUST BE
INDIVIDUALIZED ON THE BASIS OF THE DISEASE UNDER TREATMENT AND THE RESPONSE OF
THE PATIENT.

After a favorable response is noted, the proper maintenance dosage should be determined by decreasing the
initial drug dosage in small decrements at appropriate time intervals until the lowest dosage which will
maintain an adequate clinical response is reached. It should be kept in mind that constant monitoring is needed
in regard to drug dosage. Included in the situations which may make dosage adjustments necessary are changes
in clinical status secondary to remissions or exacerbations in the disease process, the patient's individual drug
responsiveness, and the effect of patient exposure to stressful situations not directly related to the disease entity
under treatment; in this latter situation it may be necessary to increase the dosage of cortisone acetate for a
period of time consistent with the patient's condition. If after long-term therapy the drug is to be stopped, it is
recommended that it be withdrawn gradually rather than abruptly.
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