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B, MEMASCLEEEOBEOEMLEHINTWD V.5 BERE < IXII. &%
B, TXITL. %) BT 2HEEZIIREEZZIT TORWERNEENDIZLB3HY . TOHDY
BN+ ETRETH D,

4. FAICEBLTOBER
IF ZHEEBIZBOWTRPT ZENTERWEEMERFE LTHEH L TWeEEwn, IF
X HIRIOEFE 25T T, Yk BN ORNENRTE X IIME IS #E o A B FENIERK - #2525, E3K
i B D72 OFEMTE R T D L ONLE-SIT 228, Fhdl « RIUTITEHK G, ERESREOM
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1.

R DRERE

Upjohn LD EIE fE AR NE L OEELITH <, 1935 FFICRIBRE =X A2 Milk L7z, [F4F, Kendall
512X > T cortisone OEEENARI) L. T L&, 1950 4£121F Mayo Clinic @ Hench 12X 1,
VU~ F BT T ATEERENEEL INTZ, cortisone, hydrocortisone IXERRH T H 1.
%< DBRFICEBRL TEX 722, T 5 corticosteroid Hl (BLTF CSHIE M) oGk iz 7%
i, @i, KB Y 7 AMfE, EHERE, BEMHEEORWERNMELE toTE e, ZhbORIE
AR LCiE, ®EEOSELZEZ LN, 2L EEIIRFIZ cortisone DFFERD AL, A DU
B, BWERAOERRILIC RN ENRNTZ, FHERBIR OMEIZ LY, prednisolone DAL
1172, FD%OBAFNIZEIL. Z ® prednisolone Z £ LT, £V —BOHRIERNEOH I &
RIWERURBUL Z 31 272 D methyl FHFEEDOMFIELITHITH T LN TE D, 1960 4, RBFFERTO
Spero 18+ 512 X - T hydrocortisone 2> b AW FIFELIEIZ L > TH R S 76 AR R E A VE
D3 Medrol T %, methyl FHFEIROMIFEIL, 1955 £ Up john WFFERTD Hogg 1+ 5 DWFZEIZIZ L E
V. Medrol IX, BEE® C-6 |2 methyl £i% 7 5 prednisolone DFFEARTH Y | FEERZEIZBWT
I% prednisolone (ZHLARFIRIEIEH OHIR & | KL OEMREOAHFLAHEHOBEI AT LIzE
REIBRERLVEHITH D,

IHIZ, VU~ TFO L) REMOIRREZET 2HEBICIISHFIEIC L 28ER 2R, BT &R
FEDOFEHN 2 RN BN 22 LoD D b DR, BEIH O BENICEER 5 TE 560X, MHiElC L D FHR)
ROHDLHEDOENEEND ZEND, ZHKKMEBMEBIENA L LTHESNZHDOR, AFLT L
K=Y a OB AT LV THHFEATF LT L R=yrny (FR: A Ra—L) Thh.

%22 PRl (A B694E 6 H 1 H) IZBW T, EWR EOLENED & 2 1@ )SIE & O G1EI2 20T
RO T, ARBFEO—HMNELII /o7, £-, WBFn 54 FIEFIEDIE LIZ I FFEEAm
WHRE SR IC k- 2 Bakm CERL 2 42 12 A 19 H) 1I2B8W T, 2heE- 2o 5 6 MiTikb 3
JiE ] IZOWTIE, IR SN EEBD GITBEIERHER TE 2o - OHIBR L=,

BB, ERFEHIERICHES & 2008 423 HIZRGEAEZ TR « A Rr—/L 20mg 6T A « A K
7 — )L KBRTE 20mg ~, T/ « A R — L 40mg 7> 5T 7R « A Ko — )LKERE 40mg IZFNENET L
7
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[1. 2#ICE89 SIEH

1. R34

(1) #4
FR « A Ra—/ LK 20mg
TR« A Ko — LKRTE 40mg

(2) *%

Depo—Medrol Sterile Aqueous Suspension 20mg * 40mg

(3) &HD R
AR L

2. —h&&

(1) e (&%)
AFNT L K=y b U EifgT A7 L (JAN)

(2) ¥4 (@diE)
Methylprednisolone Acetate (JAN)

(3) AT L (stem)
FLUR=Y U RO L K=Y a V#FEK : pred

3. BEARITTHER
(?hOCOCHa
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5. (k%4 (ffix) XIIAE
118,17 «, 21-trihydroxy—6 o —-methylpregna—1, 4—diene—3, 20—dione 21-acetate
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[II. A5 (CEI9 5IRE

1. YELEFHEE

(1) 448 - 1K
FE ORE b UTRE R IEO AR T, 2BV,

(2) BEEM
VAR ATRRRITROTL, AX )=, o =) KT X ) — L XT T v a L AIRRR
WHIT <, KITIFE A LT 0,

(3) BimtE

AR L
4) BA SRR . BE. BEA
215°C

(5) BUERMBEMN
LR L

(6) 7 ECiR¥
pH : 5.5~7.0

(7 ZoOhDEAHTRMEE
HiYeE () 2 @ 4+101°  (dioxane)
Absorption max (95% ethanol) :243nm (a M 14, 825)

2. RS OEEEHTIZH T 2REM
LB L

3. BYUHS ORERRARE. TEE

R BRI

(1) AdK 100mg % 2ml DA X ) — VIR L, 1 Y&A KX/ — ke Rad%o—u7 I g
5 0.5mL IR %, AREEEZ 2N A5 7 — VKb ) o 52T U iEE L, 55C 1
BEREDINENL . $IRIC CREI L, AR CEMEICT 2, 10%IELE 82 a2z 5 L6 %
275,

(2) ALK 25mg &2 A& 7 —/L 10mL ([ZIAfiE L. INHEER, 2,4-Y=Fr 7 x=—/Lt FT ¥ A
R 15mL % 5 EASALEDIWEE AT 5,
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<FRIE D FHE >

A 250. 0mg ZAEEITITANY . 250mL A A7 T AT AN, K 100mL DT L — L&A ARG

SERICEIRT HAE TR L, BEIRICTHA, REF T /) —LEMx LBEMT 5, RERO

0.5mL % 500mL. k7 7 7 A ANKFEE THAKT Y / — a2z L BT 5, AREHED 20. 0nL

Z 50nL HEffm Ly~ Y—T7F 23t b,

<FABRIE>

U X F LT L R=y o UIRIK (AR ) —L1.0nl PAF LT L R=Y 1 0. 0lmg &F) %l

L, AR 20.0nL % 50mL EHff T L Ly~ Y —T T ATl D, Wik, EERLOERIE (20mL

DK H ) —)) 122,3,5-MN) 7= VT b IV VAT A RIEK2.0mL &7 T ATFALT

VEZUAE FEF Y RER 2.0mL 212, K< hEEE, |EICT40 0RO T 5 FE THRIET D,

ISR E G, BERIREIRE LT 485my  CHEMWER L OBIROMEZ Y . koK THET

Do

<FtREFIE>
FRR W S s
FEYER DS

R

C=HEHERE 1. OmL FOREHEAF LT L F=Ya & (ng)

W= 1.OmL FDORAF LT L R=Y ua UFiE= 25 L& (ng)

C
X X1.112X100
W

II1. BRI 5 HE 6



IV. ®HAICE9 HHEA

1. Flfiz

(1) FRDXH
IRV RE R L SR

(2) HEIDHEKR O

HR5E44 TR« A R —)L/KERE 20mg TR« A R —)L/KERE 40mg
pH 3.0~7.0

ZFEIE 1 (BRI E)

67N IR R T SR

(3) #A—F
YL

(4) HFOWE
pH: 3.0~7.0
Specific Gravity : 1.001~1. 021
R - K91 (0. 9% 4B AHE/KIZRT3 2 H)

(5) £t
A L

2. HEIDHER

(1) _FAES (EHRS) OEERVFHEMHE

R5E4 TR« A R — LKIEE 20mg

TR« A R e —/L/KIEE 40mg

HEhE Sy ImL

20mg

AF LT F= v  Higo A5 )L

1mlL

40mg

WAl | #7 hLyy 0. 2mg
~ 7 12—, 4000 30mg
pH &l
ERALAl

BT R 0. 2mg
~ 7 1 d—)L 4000 29mg
pH i
FERILA

(2) EREFORE
A L

Iv.

ANZEA 5 HE 7

AF LTV R=V o UFiic XA T )L




3.

4.

5.

6.

1.

8.

9.

(3) &E
BARMANA

AERROMRRUVEE
AR RANA

payli
M L

BAT SAHEIED 5 5564
MR L

HHEOFTEEHTICETHREN
FIRRAF T S FERITLETH D,

AR N BERRDREN
M L

ftuFl & DEEEEIL (MEILFEHEL)
AANIARMERREIEIR T v | i E&OBREANZ LY suspension DIREERRIZAL TV D, i & D
RA LD EORELZ(CE G 25 L REIREO R, T2bbWHENENEL D, L
o THUAN & DEEE 34 E L <722y,

A
%Y LR

10. &% - 2%

(1) FENSRELGRSR - AK. SRR LES - LEICHT S1FR
GASROANA

(2) a%
(T« A FO—)LKEE 20mg)
1mLx5 23A 7 )L
(TR = A FA—)LKE:F 40mg)
1mLx5 /XA T )L
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V. BRICEII SHEE

1. EEXIFHE

4.
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ONE T 5B & R

TEIZROZ L
A *H HEOBBEOZ &

(RE - DRFGEED
O ik &

BIEMSRAERE (2]
OBR¥A

o FE (VOIFHLEZEET) . TVTIF—TR (25ERCESEARK) . £5
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O7 LIL¥—H&ERE
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Ol & &

BMEED (REEXEREEEFOREOASLO) . BIF (RMEAME. EEERER
mEOEMERE, BE) v/ \MalR) (REBMKREEL) . BHIKHAE (KEM%, i
M) | KPR (M/MREDHERUIVMRIERADH) . BESRMEAD (D)
OF i3y

iNEMER (k. BMXZEL) (EL. —RERXOZEEBEENETEEKRLA SN,
MNOMBITHRAT AL ETICEHABANSGZ L) . SRMUEILE GREREHREET) .
BEEMEHRE. BHMWEEL, NERR (CO)
O'HiLBEE

BBt S R AR . FFEE CEEE., HAMBEKEHES LD, B 5252 510) .
BIRERF 2t BRERMICERE L AL EINDHI0EET) (*D) . REMEEX. BEEXEX (¢
@D]
OFFIRRIEE

UFEAMMEMSRM % hREE) (RERmExEET) (@)
OffIRZHKE

F7A0—ERURT7O—EERE. SO LTE (4O)
OFEERPAE

BEREREE (LEEELHATD) (CD)
OFBEARHEE

BREEOREE (“O)
O DtRF I &

EHYUNE () UNAEE. MRAREE. RO R, REMEE. BIKRARAE) RUE
LEE GERER) . EEHEAMEREOLHREBORE BRI, XTIL—%&0) (*D)
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(SMRLRIED

ORIBREMAETEBEIIHNT HNHNRE, itF - ERE (EENRSSAZEEDL) (40).
REERIHKIE (®)

(ERH R EED

OREMEHLX (VUIFHEHREK) (@) . BREMEHR (VIOIFHEEMR) (T4 H
Mk (@) . BE) o< F, BEFUEHYYIF (XRFLFEEEL) (DQ) . VI<F
HEEHRE (D) | ERMEHE (REERSEoETYRDHLNDIBE) | MEREEIX,
SERRRMIBMHAE X (@) . BMEAEX CGFREMHDOLDICRD) . BEREKX ERREHD
LDIZERS) (B@B] . Bx (FREMHEDLDICRD) (BB . B#ME GEREREMDND
DIZERD) (@) . BEEX GFREMHEDNIDICRD) (B)

G R 2% L)
OmIiiRE (MOFEASEDLZES) (CO) . BEEERE (D)
CRRF} rEELD

OMER - R4#R - IRE - BFHOREMKRBORERZE (T FOEL. BIRKIER, MRDE %,
Bk, REXAMBES. RERIRMEMERS. RMHKEE) . S RIBR VARSI D XAE
HERBOMEREZCRBENATEEREF+27EI5E (REL, BEX, AERX, BERXK, 1T
EEKRAKLE) . BREZOMERE (“D)

(R EFRIfEED

OB - REXH (RAMED. EAMED. BHES. EMEEL. EBKES. BRBMEH
EE%., 7rE—REX. - 4 - MNRES. EF—ILEBE. TOMhOBBEEX. lBRE
EEX, £THEEARE. TOMOFIEOREL. BEH L WVIIMES. ENRUNE
BEDED - KEXR. RAERVEREEDDES - KEXRGE) (BL. EEFLNEE DR
ELANWIE) (BEIEER. BELELOELWNVMEEDHAET D) | FEE UMRER AT
A, BERBHERE. BIEEMRSZ2aT) (BL. EEMICRS. F-EEERSIEIHENE
FLW) ( RERUVEE (SEMEE (EEF) . BEEEME. sTBEMIRE. BAEME
. BEBMBIREE X, APREMS. 54 24 —EEH (BRRERNESEREZENCA) 1 (*
AD*®) . REEE (BEFICES) (O*C®) . REHZFEMHEILE. IHE (*E138
HEAIRE, AN (BL. SRBHEAHMOSESIXEEHICRS) . [cAINELX (B
FEBIZRD) . Dz —/N—V ) XF v UfF, HEREREERE (FAORUSAMNKRE. X
FIVR-DavyR, REORK. 799 RERE. A—F v MR (REKRDELEG
) .Uy T ayvyakiEMEs) . XARH (SEMXER. BENKXAERE. Senear-
Usher SEIREE. IBIEMXRARE) . Ta—) VIV EBPKEREX BXREE. HIREETEET) .
wikAEL (EEFICRD) ( BEUEERUEREE. FIERXILL—7, L1/ —F (*D) .
HEE (NTSHaftEsEET) (0] . REMEEE (@) . @EE (D) . Ak
REE (BEMRICRS) . B84y 04 FRUSAA FRLE (@)

(E SRmEF fE15)

OE&HFMEEOFHEDO®EE (DR®®QOMBM) | BIZEX - 8E (D@®Q@WMAI®)] .
ETHREES X (D@OQWOM) . MEEES) (#F) MHR%. 7LUILF—HERX, TEWE (B
BH) (O@®OQM) . HREEARY — 7 - #8 (COBMB)] . #AMONERUER (RATEET
BELEVLD) Q)
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(OISR

OnEN R FHiEOBREE (D)

T 5k
Offf P NS OJRPTR TS &I TES
OB LS @ Q@AENER
WA= X7 FA ¥ — OMEEH - XETEA
OBEFIPES @&PENTEA @ HENTEA
OMmIHEENTEA O FIENTEA

FET : AR AN TS
RO RERGAEOHRANDL Z &
* HI-ANANE AT O IRBA 5372555 2T 72 iR A B LIS 0 EHEE SN DRI OB NS Z &

2. e EHRICEEET 5FE
REEN TV

3. RERUVHAE
(1) RERUVAE DR

6. AZERUVAE
FHECBIT S, BHEEAOHE (AFLT L R=y o Ui AT/ L LT X FiDLE
DV TH D, 72, Filin, JERICEVBEERIEET 5,
M ik 1 FDOH = .

HESE - FEAERAL (mg) B
O wm AN E S 40~120 1~2 K 1 (=]
© B9 #EEWNE S 4~40 ks 2 LA L 1 (]
@ #RM RN E 5 4~40 I
@ MW ON E S 4~40 I
® Bk ENEA 4~40 I
® & AT N7 B 2~8mg 56 40mg £ T ¥ 1 [
@ W% 40~120 —_
® 7 7 A4 W — 2~10 1 H 1~31a]
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o4 DEPO-MEDROL®

AGRAHH H 195945 H 27 A

A o VG | AKMERR R SR
jE8 ImL FRAF LT L R=y o VEffET 27 )L 20mg. 40mg. 80mg

ZhEE « 25 | A, FOR INTRAMUSCULAR ADMINISTRATION

When oral therapy is not feasible and the strength, dosage form, and route
of administration of the drug reasonably lend the preparation to the
treatment of the condition, the intramuscular use of DEPO-MEDROL Sterile
Aqueous Suspension is indicated as follows:

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), 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.
Neoplastic Diseases. For palliative management of leukemias and lymphomas
Nervous System: Cerebral edema associated with primary or metastatic brain
tumor or craniotomy.

Ophthalmic Diseases.: Sympathetic ophthalmia, temporal arteritis, uveitis

and ocular inflammatory conditions unresponsive to topical
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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 pheumonias, 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, polymyositis, and systemic  lupus
erythematosus

B. FOR INTRA-ARTICULAR OR SOFT TISSUE ADMINISTRATION

(See WARNINGS)

DEPO-MEDROL is indicated as adjunctive therapy for short—term
administration (to tide the patient over an acute episode or exacerbation)
in acute gouty arthritis, acute and subacute bursitis, acute nonspecific
tenosynovitis, epicondylitis, rheumatoid arthritis, synovitis of
osteoarthritis

C. FOR INTRALESIONAL ADMINISTRATION

DEPO-MEDROL is indicated for intralesional use in alopecia areata, discoid
lupus erythematosus, keloids, localized hypertrophic, infiltrated,
inflammatory lesions of granuloma annulare, lichen planus, lichen simplex
chronicus (neurodermatitis), and psoriatic plaques, necrobiosis lipoidica
diabeticorum.

DEPO-MEDROL also may be useful in cystic tumors of an aponeurosis or tendon

(ganglia).

ML - M5

NOTE: CONTAINS BENZYL ALCOHOL (see WARNINGS and PRECAUTIONS: Pediatric
Use)

Because of possible physical incompatibilities, DEPO-MEDROL Sterile
Aqueous Suspension should not be diluted or mixed with other solutions.
The initial dosage of parenterally administered DEPO-MEDROL will vary from
4 to 120 mg depending on the specific disease entity being treated.
However, 1in 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

It Should Be Emphasized that Dosage Requirements Are Variable and Must Be
Individualized on the Basis of the Disease Under Treatment and the KResponse
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. Situations which
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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 the corticosteroid 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.

A. Administration for Local Effect

Therapy with DEPO-MEDROL does not obviate the need for the conventional
measures usually employed. Although this method of treatment will
ameliorate symptoms, it is in no sense a cure and the hormone has no effect
on the cause of the inflammation.

1. Rheumatoid Arthritis and Osteoarthritis

The dose for intra—articular administration depends upon the size of the
joint and varies with the severity of the condition in the individual
patient. In chronic cases, injections may be repeated at intervals ranging
from one to five or more weeks, depending upon the degree of relief
obtained from the initial injection. The doses in the following table are

given as a general guide:

Size of Joint Examples Range of Dosage
Knees

Large
Ankles 20 to 80 mg
Shoulders

) Elbows

Medium ] 10 to 40 mg
Wrists
Metacarpophalangeal
Interphalangeal

Small ] 4 to 10 mg
Sternoclavicular
Acromioclavicular

Procedure

It is recommended that the anatomy of the joint involved be reviewed before
attempting intra—articular injection. In order to obtain the full anti-
inflammatory effect, it is important that the injection be made into the
synovial space. Employing the same sterile technique as for a lumbar
puncture, a sterile 20 to 24 gauge needle (on a dry syringe) is quickly
inserted into the synovial cavity. Procaine infiltration is elective. The
aspiration of only a few drops of joint fluid proves the joint space has
been entered by the needle. The injection site for each joint is determined
by that location where the synovial cavity Is most superficial and most
free of large vessels and nerves. With the needle in place, the aspirating

syringe is removed and replaced by a second syringe containing the desired
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amount of DEPO-MEDROL. The plunger is then pulled outward slightly to
aspirate synovial fluid and to make sure the needle is still in the
synovial space. After injection, the joint is moved gently a few times to
aid mixing of the synovial fluid and the suspension. The site is covered
with a small sterile dressing

Suitable sites for intra—articular injection are the knee, ankle, wrist
elbow, shoulder, phalangeal, and hip joints. Since difficulty is not
infrequently encountered in entering the hip joint, precautions should be
taken to avoid any large blood vessels in the area. Joints not suitable
for injection are those that are anatomically inaccessible such as the
spinal joints and those like the sacroiliac joints that are devoid of
synovial space. Treatment failures are most frequently the result of
failure to enter the joint space. Little or no benefit follows injection
into surrounding tissue. If failures occur when injections into the
synovial spaces are certain, as determined by aspiration of fluid, repeated
injections are usually futile.

If a local anesthetic is used prior to injection of DEPO-MEDROL, the
anesthetic package insert should be read carefully and all the precautions
observed.

2. Bursitis

The area around the injection site is prepared in a sterile way and a
wheal at the site made with 1 percent procaine hydrochloride solution. A
20 to 24 gauge needle attached to a dry syringe is inserted into the bursa
and the fluid aspirated. The needle is left in place and the aspirating
syringe changed for a small syringe containing the desired dose. After
injection, the needle is withdrawn and a small dressing applied

3. Miscellaneous: Ganglion, Tendinitis, Epicondylitis

In the treatment of conditions such as tendinitis or tenosynovitis, care
should be taken following application of a suitable antiseptic to the
overlying skin to inject the suspension into the tendon sheath rather than
into the substance of the tendon. The tendon may be readily palpated when
placed on a stretch. When treating conditions such as epicondylitis, the
area of greatest tenderness should be outlined carefully and the suspension
infiltrated into the area. For ganglia of the tendon sheaths, the
suspension is injected directly into the cyst. In many cases, a single
injection causes a marked decrease in the size of the cystic tumor and
may effect disappearance. The wusual sterile precautions should be
observed, of course, with each injection.

The dose in the treatment of the various conditions of the tendinous or
bursal structures listed above varies with the condition being treated
and ranges from 4 to 30 mg. In recurrent or chronic conditions, repeated
injections may be necessary.

4. Injections for Local Effect in Dermatologic Conditions

Following cleansing with an appropriate antiseptic such as 70% alcohol,
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20 to 60 mg is injected into the lesion. It may be necessary to distribute
doses ranging from 20 to 40 mg by repeated local injections in the case
of large lesions. Care should be taken to avoid injection of sufficient
material to cause blanching since this may be followed by a small slough.
One to four injections are usually employed, the intervals between
injections varying with the type of lesion being treated and the duration
of improvement produced by the initial injection.

When multidose vials are used, special care to prevent contamination of
the contents is essential. (See WARNINGS.)

B. Administration for Systemic Effect

The intramuscular dosage will vary with the condition being treated. When
employed as a temporary substitute for oral therapy, a single injection
during each 24-hour period of a dose of the suspension equal to the total
daily oral dose of MEDROL® Tablets (methylprednisolone tablets, USP) is
usually sufficient. When a prolonged effect is desired, the weekly dose
may be calculated by multiplying the daily oral dose by 7 and given as a
single intramuscular injection.

In pediatric patients, the initial dose of methylprednisolone may vary
depending upon the specific disease entity being treated.The range of
initial doses is 0.11 to 1.6 mg/kg/day. Dosage must be individualized
according to the severity of the disease and response of the patient

In patients with the adrenogenital syndrome, a single intramuscular
injection of 40 mg every two weeks may be adequate.For maintenance of
patients with rheumatoid arthritis, the weekly intramuscular dose will
vary from 40 to 120 mg. The usual dosage for patients with dermatologic
lesions benefited by systemic corticoid therapy is 40 to 120 mg of
methylprednisolone acetate administered intramuscularly at weekly
intervals for one to four weeks. In acute severe dermatitis due to poison
ivy, relief may result within 8 to 12 hours following intramuscular
administration of a single dose of 80 to 120 mg. In chronic contact
dermatitis, repeated injections at 5 to 10 day intervals may be necessary.
In seborrheic dermatitis, a weekly dose of 80 mg may be adequate to control
the condition.

Following intramuscular administration of 80 to 120 mg to asthmatic
patients, relief may result within 6 to 48 hours and persist for several
days to two weeks

If signs of stress are associated with the condition being treated, the
dosage of the suspension should be increased. If a rapid hormonal effect
of maximum intensity is required, the intravenous administration of highly

soluble methylprednisolone sodium succinate is indicated
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For the purpose of comparison, the following is the equivalent milligram

dose of the various glucocorticoids:

Cortisone, 25 Triamcinolone, 4
Hydrocortisone, 20 Paramethasone, 2
Prednisolone, 5 Betamethasone, 0. 75
Prednisone, 5 Dexamethasone, 0. 75
Methylprednisolone, 4

These dose relationships apply only to oral or intravenous administration
of these compounds. When these substances or their derivatives are injected
intramuscularly or into joint spaces, their relative properties may be

greatly altered
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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 corticosteroids during

pregnancy should be carefully observed for signs of hypoadrenalism.

This product contains benzyl alcohol as a preservative

Benzyl alcohol can cross the placenta. See PRECAUTIONS: Pediatric

use.

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.

YA

i

F—A N7 VT DR
(An Australian categorisation of risk

of drug use in pregnancy)

C
(A=A RT U T OHRACE:20214F1 )

<ZE . HEOME>
FA—AFZ VT DO5¥E : (An Australian categorisation of risk of drug use in pregnancy)

C : Drugs which, owing to their pharmacological effects, have caused or may be

suspected of 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.
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Pediatric Use

This product contains benzyl alcohol as a preservative. Benzyl
alcohol, a component of this product, has been associated with
serious adverse events and death, particularly in pediatric patients

The ”“gasping syndrome” (characterized by central nervous system
depression, metabolic acidosis, gasping respirations, and high
levels of benzyl alcohol and its metabolites found in the blood and
urine) has been associated with benzyl alcohol dosages >99 mg/kg/day
in neonates and low-birth-weight neonates. Additional symptoms may
include gradual neurological deterioration, seizures, intracranial
hemorrhage, hematologic abnormalities, skin breakdown, hepatic and
renal failure, hypotension, bradycardia, and cardiovascular
collapse. Although normal therapeutic doses of this product
ordinarily delivers amounts of benzyl alcohol that are substantially
lower than those reported in association with the “gasping syndrome”,
the minimum amount of benzyl alcohol at which toxicity may occur is

not known. The risk of benzyl alcohol toxicity depends on the

KE DA ICE

uantity administered and the hepatic capacity to detoxify the
(2021E6H) q y p p y y

chemical. Premature and low-birth-weight infants, as well as patients
receiving high dosages, may be more likely to develop toxicity.
Practitioners administering this and other medications containing
benzyl alcohol should consider the combined daily metabolic load of

benzyl alcohol from all sources

The efficacy and safety of corticosteroids in the pediatric
population are based on the well-established course of effect of
corticosteroids, which is similar in pediatric and adult populations

Published studies provide evidence of efficacy and safety in
pediatric patients for the treatment of nephritic syndrome (patients
>2 years of age) and aggressive lymphomas and leukemias (patients >1
month of age). Other indications for pediatric use of corticosteroids
(e.g., severe asthma and wheezing) are based on adequate and well-
controlled clinical trials conducted in adults, on the premises that

the course of the diseases and their pathophysiology are considered

to be substantially similar in both populations
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The adverse effects of corticosteroids in pediatric patients are
similar to those in adults (see ADVERSE REACTIONS). Like adults,
pediatric patients should be carefully observed with frequent
measurements of blood pressure, weight, height, intraocular
pressure, and clinical evaluation for the presence of infection
psychosocial disturbances, thromboembolism, peptic ulcers,
cataracts, and osteoporosis. Pediatric patients who are treated with
corticosteroids by any route, including systemically administered
corticosteroids, may experience a decrease in their growth velocity
This negative impact of corticosteroids on growth has been observed
at low systemic doses and in the absence of laboratory evidence of
HPA axis suppression (i.e., cosyntropin stimulation and basal
cortisol plasma levels). Growth velocity may therefore be a more
sensitive indicator of systemic corticosteroid exposure in pediatric
patients than some commonly used tests of HPA axis function. The
linear growth of pediatric patients treated with corticosteroids
should be monitored, and the potential growth effects of prolonged
treatment should be weighed against clinical benefits obtained and
the availability of treatment alternatives. In order to minimize the
potential growth effects of corticosteroids, pediatric patients
should be titrated to the lowest effective dose.
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