2024 £ 4 AKET (5 8 hiv)
BARERRSTERS : 872452

E X & 4 Vv %3 FE 12— 27 #4# — A
HBAFREERESD IF S2EESE 2018 (2019 EFHAR) ITHEM L THER

BIBERERILEHA
ALFIY VBRI X TILE
O— bk U§E 25mg
CORTONE?® Tablets

#l T | Fie

VUSE 48 ST

BEORWE A ) EE—EAEORTGEIC L VFENTLZ L

R OB . g E|18ETaLVF YV UEBRT 2T 25mg G4
_ " % o4& a)F Y UEFRR T AT L

£ 4 : Cortisone Acetate

HUERFSARRBEA A | WEBEAR : 20064 2 A 24 H
EMELEINE; - BRFEEAME | FAGEMEIGE - 20064 6 H 10 H
£AH B 55 BH fh - 19564F 2 A 14 B

A% - BLEARSE (BA) -

UiERRSB T - W
. R e A BOEIREIC © BB TR S

EEERIBLFDOERSE

HETHASH BEHEIR—br2—
w4 b & & O | TEL: 0120-517-215 FAX : 076-442-8948
PR AT AR — 5 —  httpsi//www.nichiiko.co.jp/

A IF (X 2024 £ 1 AHET (F 2/ ORMAXEDORBICEIESHETL,
AT O EIE, MSIATBOEN [EH G E R DA O R A R R~ — Y THEB L T2 &0,



2.

EERAVAEL—T7+r—LFADFEIZOME —BHFRHEEREFMHE—
(2020 4= 4 A &ET)

. BEERKAVFE1—T+—LERORER

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 F B A BT 2 FISEEMRERDPLE ARG ENH Y | BIRAEO EIEF R Y
(LAF. MR) Z~OEHOBMGFERSERIC IV EREMHTL TE TS, ZOBICHLE e EH %
MREMNZAFTHTOOHEH VA M LTERGLA VX Ea—T7+—5 (BUF, IFERST) BSFEA L
77

19884F|Z 0 AmBE Al (LT, BWREE) FINE2/NZBSNIFONE T, IFGEaERR. IFFiH
HARE L, £ O%1998FIC ARSI/ NE B, 20084, 2013412 AFEEIRIEHRE B S
DIFFRREFHEDO ST 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
HEGEZ R E U, KA O 72 D10 Y541 3K 0 B5E IR 78 TR TE I #50 B R ZEITHER L OMRfE 24K
FHL TV DGR SALEAT BN 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 ENIFEMEFF O L AHRE LTS,
IFORRMLITE 7 — 2 2 HAR L U, ®IEAETORKITLAETITZR,




. IFORAIZHT=->T

A EIAROIFIZ, PMDA® EH I E TG WIRR O~ — DIl sk E Sh T\ a,

RUSR S TR A 7 B a—T 4 — 2MERO T & ) 12t » TIFZMERL - #2863 528, IFOJF AL
EHEE 2 ERBGICRE LT D ERSCIFERRR RO U E RS 2 oW ISR 3 O MR
DA A E2—IZ L VFIHEAOPNEERESE, IFOFHAEEZ@O L LENDH L, T2, bR
AT EN DA EOEESICET 2 FHEICE L CiE, IFAKET SN D £ TOMIT, RERAENRIT
DUGTNEZW LN L2 CEE H 25 WSO E R D IERIBMEY — £ 2582 L 0 AR A &2
i 2% & &bz, IFOMERIZH 7= - Tk, BT OU T SCE 2 PMDA D [ 355 [ B 2R T B R D~
— U THRT DLEND D,

7eB, WIEFERASCZEMNOMARO SN LR INTWD VA, BRME < IXI. 2E5&6, IXII.
&) BT 2HBETARELZIT TOWRWEFRN G ENDLZE0NH D, ZTOY FNIZITHoREE
TRETH D,

. FAICKRLTORBRER

IFZ HEEBICBOVTRNT Z ENTERWEREBERIRE UTUHEH L TWeZ & 720, IFX AR
DEGEZ T T, ML R IR O RIKEIRFE X ITARTE I B 3 MMERL - #8692 PR IE S E A
TeODFIER T D & ONLEDITTEA, Foal « RBUTITIEMEIE O JRE RIS =3 5 O iR 5eE
WARMEENCET 204 FI Ay, B a— R - 47 - 7777 4 2AZ0HNE —EREZT IS
AR, IRGEIE RSBV A N7 A Tl REKGRIECAFRIN O AL ICE T 5 F @I HHz SV
T, BIEBENERULEFEENDOORDIISCTITI T EIEFELILZRNE SN TEDY, MRE~DA
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,




B
I. BEICETBIEE -veevreereerreesemseesieesnnnns 1
1. BAFE DR oo 1
2. B OIRIRZAIIFFE oo 1
3. BEORBNIZHIRE e 1
4. WIEMEHICBE L TR RN 1
5. AKGRBEMHEL OIS - EH EORIREHE ... 1
6. RMP OMBEE . ..o 1
M. BERICEIT BIEE evreeerrrerrrrerrrrrra, 3
1o BRTPA i 3
2 B e 3
3. REERSUITRMER 3
4. FFERET T E e 3
5. b4 (415 XUIARE e, 3
6. HEHA, Bl&. BBE. BEED 3
M. BEIRESIZEET BIEE - oreerrerrrrerrrnrerrina, 4
1. WL SEAOPERT oo 4
2. AR OBFEEM TR T D REME ......... 4
3. A OREGRIRBRIE, EEE e 4
IV. SEIZEET BIEE - oreereeerrrerrermn, 5
Lo BT e 5
2 BUFNDFATL voveveeieeeeeeeeeeeeee e 5
3. UMTHEFRIR DR OFE B e 5
Ay M e 6
5. BATDAHEVED & 2 MDD oo 6
6. RHOEMEEM TICBTDLEME e 6
7. FHBLE R ORI DL TEVE (e 6
8. Al & DR G WE L FRIZE) ... 6
9. TEHIME o 6
10, 2%« BEE e 7
11. BB SN DB o 7
12, Z DML oo 8
V. BEICETAIER - 9
1. BHEESUTZIIR oo, 9
2. RESUTN R BIE T DVER e 10
3. HELUHE e, 10
4. AEROMHEICBEET DR e 10
5. BEERFRAE oo 10

x

VI. ZEHEB(CEAT BIGHE v 1
1. FEHEPICEE S 2L X LA EE ... 11
2. FRIEVEF oo 11

VI EENEEICRI T BIEE - orevrererrrenrrrnrrrnnennnns 12
1. MABREDOHERS (oo, 12
2. HPPHEIEFRED/NT A= oo 12
3. FHEM (Rtalb—3a32) BT .. 12
A WL o 12
5 e A e 12
6 0 AR e 13
T BB e 13
8. NIV AR—=F—IZHT DR e 13
9. BTHEIZLEDFRET (e 13
10. BEDOEREAT DR e, 13
11, ZOM e, 13

VI. ®2t (HEARALOXES) ICEJISHEE- 14
1. BENELEZOIHE e 14
2. BEENREZOBME 14
3. RESUINRICEES D2VER &L FOHH ... 14
4. MEXOCHEICEET SR S ZOHE .. 14
5. HERERNEREZOHB (e 14
6. FFEOERAATHEEICHETLIEE. ... 15
T KHEAEF oo 17
8. BIER oo 18
9. BRMREBREICKIETEE 19
10, EEAE G, 19
11, B EDTER oo, 19
12. ZOMDTER oo 19

IX. 3'5%5555(:@?—6@@ ........................... 20
T FEPERBR oo 20
2. FEMERRBR oo 20

X. %Emglﬁlzlﬁj—érﬁg ........................... 21
1o RIS oo 21
2. AEDHIRE o 21
3. WEERAETOIFIE (e 21
4. B EOTEB A e, 21
5. BETNTEM e, 21



6. [A—R57 « TFIZIE o 21
7. FEEEFEAEA B e 21
8. BIEIRIFEAGRAEH B R OUKRE B, AL UE
IWHAEHA B, BRFZEFIAFEA H o 21

9. ZhRESUIAE, HEK OHEZ T BNE
DOFEH B EOZEDHR oo 21

10. FEARER. B RARFEA B R ORED
P ettt 21

11 FEEAEHIM e 22
12. FFHIMHIBRIZE T D1E R o 22
13 BT F e 23
14, BRIEASAT EOTER (oo 23
XI. xﬁk ................................................... 24
T BIUHSTER oo 24
2. TDOMDBE MR oo, 24
XII. §%§¥4 ............................................. 25
1. FEZRIMNETOFRTERD e 25
2. WM DERAR SR oo 27
X 1. ﬁﬁ% ................................................... 28

- A - IREESCRR IR U R 21T 0 1I2H

T2 TCDBETEH oo 28

. EOMOBEEE 28

Wit e




I. BiEICEYTSEE

. FAROER

KFNE, FaNTF Y CERBRT ATV E RN & T DRI RERVECB/FITH D,

Merck & Co., Inc., Whitehouse Station, N.J., U.S. A WFFEFT CHHHER B DA R ALY U 7= BB E
RIVEY « A)VFY U OFET AT V& TS LT HHATH 5,

la— F8E) 1319554 9 A 1 HICEAMMINE S 4, 1956 4F 2 A 14 HIZHRTE ST,

1984 4 6 4 1 B, Falfli CEZFRHM) ORER, RIEAGRFHO —H 2 2 F 3 IUTHRIFESE 14 156
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o— b U EBE 25mg
(2) *#4
CORTONE Tablets
(3) &FMDH¥E
—#%4 Cortisone (ZH 3k

2. —f&4
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a)F Y UEEE= AT L (JAN)
(2) ¥4 (®aE)
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T R=Ya B ERUANORIBEEAT e, K (avFarTas K) FH: (—)cort—
3. EEANITTHER
b
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453 0 CosHs00s6
sy 1 402.48
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B B
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a0 | 80 r
60 60 r
a0 | 40 |
20 —e— 11— | /§F25mg 20 - —e— 33— F /FE25mg
O 1 1 Il 0
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(1) FRMIRELGER - BF. NEIFRKRLER - AEICEHATLHER
YL
(2) aE
100§ [T AF v 7AW bbb NT]
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WO T DHHRMED b DIZIRD) . I (EER, EEYEEKZ1E S o, BBt O o2 1E 9
H D)

Otnag F—rx (L, WAGRY o EEROLDOHE G2 R<) . OF AMERBEMMK (i
HESE)  CHUH RR g 2% 2 & 1)

ONififitz GERIAE L, HIEMRIZIZIRD) (BUREZA & DR %) . MR R (Bubiizal & 0P+ %)

Ok (k. FHRZET) (EL., —RMEMEDEEITHENETLERIRAZ i, 22ofth
FITRRDARA5r70 & SIS 2 &) KWL (7 N V—EGRREAZETe) . /R
JPi. BRI PR R SRR B

OHEMEY sl (U o/ )NNIERE, MMERIEE, A% 0, BEHIRELE, FEIRERE) &K OSEEIEE
(Cliy > <3:9)

O FrFE PR I BEIE

ORI fibr, B EMIE R ERFT ITXT 24 FHRBE

O*Z - IGAREE (ArEE, HAaMERZ, B2, B fgx, EiRiEs, B FEIEERE
K. T hE—RER, - % /NREBSB., ©F—LERE, ZOMOMRERER., TR ER,
ITHEFEEA RE, T OMOTFROKER. BEH 5 WITILMEE ., B kO FEORS - FEK.,
SATRE KR OB JE OIS - FER7e E) (AL, EEFIDIMImA G LisnwZ &) EiRg (18
MBI AR <) (FBEIEGNCIRD) . *Hofi e OFUE (S vz (BRG] . fetERIEI R . folMERL R
SiE . MRRERCRE . FEREVERSG R A B RIBIE . T A ¥ —EERE) . ALBEE (YR HYERLEE,
FEEIMERLEE) (AL, ZEBHYEALBEOSGIXEIEFICIR D) | M EIRAEGERE (BRSO s APk
SAEIE, ATFT A - Va YU, REANK, 7y 7 ZJERE, X—F = v ME - IRERO 7
WIEE) . U v Yy Y BRI . RIEERE (SRR BRI KIS, Senear-Usher
SEWERE, VEIEMERIE) . 7 2 — U U 7RISR E R EREIE, MRS & 5 Te) . MALRAE (~
7 THLERARE 2 B Te)

OWIR - flmft - IR - RA O RIEMR L ORHERE (7 RUMRE, MIREER, MkmE sk, e
e, ARERRMEMEG, ARSI b e S e e . AR BREL) | SRR B OVAIT A5 0D J i MR R oD st
JEMRTE CRIRDIANE Y I A+ 075G (IRERK. fRK, ARK, @ik, WREREAR)

O7 Lvx—MEadk, EHE (R EY
*E AHAIEHNTOIEP ARG A8 0IEHo R e LSV EHES DY
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2. MEERIEHRICEAET 5FE
RE STV

3. HERUHAE

(1) AERUVRAEDOHES
aF Y UERE T ATV E LT, WEEERA 1 H 12.5~150mg % 1~4 [B|Z/5E L CRO#F 545,
7RES, AR, ERIC XV EEET S,

(2) RZERUVHAEORERE - B
ZUERR L

4. AERUVAERICEEYT 5FE
BRE I TV

5. ERERALHE

(1) BERT—21Rvr—o
Pl v/
(2) EREREEHER
U ERR L
(3) AERERFERR
Pl v/
(4) BIEMEER
1) AREREERER
Pl v/
2) REMHR
MR L
(5) BE - WEAHEER
MUERR L
(6) ARMER
1) SEARERE (—REAKERE. HECEABREREZ. GARBELERAE). RERFTRT 4R
—RRE. RERTRBRAROAR
MR L
2) RBEHLELTERFEORNENITEREL-RHE - RBROBME
PR/
(7) =0ttt
% L7

10



VI. EMEBICEYSEE

1. REPHICEAESSLEMX T EaMEF
BB RE AT

EE  BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT D &,

2. ¥BEER

(1) {EREREL - VEFFF
KIROFEE VT a4 K, fiR7REORBEMTIZ, ¥ o\ B8R, IENiBRSfRIEtE, 7=
—AFNHOME 72 £ Mg TG4, 7V a—F v oV EAERIEE R E, 2R IEREZR
T, IRIFRICRIA SN DITE N2 iiRIEER CTh 5, FEE VT a4 RBMIRE S 25 \WITENIC
FIET D FRICHEET D &0 BNICBAIT L CTREDRE FOIEBTZibH 5 W ITRET 2, 5
DRI TAERSNDRENRZ R TFIZV RavF -1 ThHN, ZIUEHRAR Y A—F8
A ZHE L TRERMIC T a AR 7 Z VU8, bR U nAa N VER EORERY
BOEAZKRTSED, INOLSMNT bEkA RIEM 2RI 2 L MR - RIS TV D28, iRl
RLAE DA B I & SIERIR A OBEEHNIC L IRIEER 28T e E2x b5 4,

(2) ENEREMT SRR
RZMERR L

(3) {ERZRTERFME - Fixk
MUERR L
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VI. EMBEICET HRE

1. MPREOHTE
(1) ARLAMDGOPRE
MU ERR L
(2) BERERTHERESL-ODRE
RIIE AR 10 B & R 2 Bl 2 VT U EEfE = X 7L 50mg &k A% 5- L7235 .1.7910.16
IRE[HI 2\ de i L R FE 739+ T4nmol/L IZ B L 7= (AEA DT — ),
(3) i
MR L
(4) BS - BfREOREE
(TVIl. 7. FHEAEH) OHEZH)

2. EMEERN/NTA—4
(1) A&
BAEN-TE0/a8
(2) BAGEREER
AR L
(3) HAEEEH
AR L
(4) VYFSVR
BAEN-TE0/a8
(5) DHEK
AR L
(6) Tt
AR L

3. B&H (REaL—>av) #&H
(1) fBHAE

B R L

(2) NSHA—REHER
LB E R L

4. R
B R R L

5. %%

(1) Ii&-kxESFEEE

Pl v/
(2) miE-RAEEEIFEBYE
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24 Pharmacia and Upjohn Company

W7es cortisone acetate- Cortisone Acetate tablet
I - Hiks | Tablets : 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
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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

*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 VARTABLE AND MUST BE
INDIVIDUALIZED ON THE BASIS OF THE DISEASE UNDER TREATMENT AND THE RESPONSE OF
THE PATTENT.

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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F—A NZ U7 D545 (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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