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Depo-Medrol
(Methylprednisolone Acetate)
Sterile Aqueous Suspension

DESCRIPTION
Depo-Medrol® is an lnti Ianmllo lucocorticold for
nllwull.hhu wmqn‘mt mrnwzw.
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mrmm mmu
ceumsprm 3.20-dione, mnn 11,47
dihydroxy-8-methyl-,(6,118]-and the molecular

416.51.

mmnmmm in alcohol, in chioroform, and in
and slightly soluble in ether. It is practically insoluble in

THERAPEUTIC INDICATIONS

A. FOR_INTRAMUSCULAR ADMINISTRATION
When oral mm? is not feasible and the
form, and route of administration of the drug
the pi i the
intramuscular use

, the

Suspension
as follows:

acetate) is i

3 Endocrine Disorders
. Pﬂmary or ucnnunry ammnt:al insufficiency

weight is

critical period of the disease in:
Ulcerative colitis (systemic therapy)
wam[mw)

%MWM
mdmﬂy with aporopriate anti- tuberculous

L ulwuml
Loseffler's syndrome not manageable by other means
Aspiration pneumonitis
et Tabemuna] hemac

anemia
Erythroblastopenia (RBC anemia)
in adults

Secondary
Congenital ( hypoplastic anemia

0. stic Diseases: For palliative management of:
. E;% ﬁm
L4 Jeukemia of

11. Edematous States: To induce diuresis or remission of

g’.m n the nephrotic syndrome, without uremia, of.
u»oomh»cryp-nrmduolnhw-m-mm

12. Nervous
. ﬁm_,%-’dwmm.

Miscelianeous
® Tuberculous meningitis with subarachnoid block or
impending block when used concurrently with
_ppreatlll:m-uu-mhercmeus chemaotherapy.

ssssc sess

FOR INTRA-SYNOVIAL OR SOFT TISSUE
NISTRATION (including periarticular and intrab

as adpunctive therapy for shorl-tarm
(hmummmm-ﬂuﬂ-m

®  Keloids, Louiz.awrm. inflammal
lesions v

Mwmm
Necrobiosis lipodica diabeficorum

m
where Ippllclhl! in fnl-ncy‘ ineralocorticoid
supvlumonullon |n of pa icular lmpo"lnci}

Lichen Simplex :gmmlcua (nesurodermatitis)
Alopecia areata

cumsnna is the ""‘L"' choice, mlmr-tocunloo:u
y when—

Depo-Medrol® may also be useful in cystic tumars or an
of Bnaon (gaNgiRY .
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ity the result of failure to enter tha joint
o baneli follows injection into surrounding tissue. It

r when injections inlo the synovi are
‘cenain, as delermined b'ﬁupﬂmn wﬂh?mtwl
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increase in joint deterioration that will more
of the steroid

Unstable joints should hot be od Irllra-lmculir
some cases result in

injection may in
X-ray fonon -up is suggested in selectod cases 1o :mm
daterioration

Hf a local anesthatic is used priof 10 injection of Depo- A
the anesthelic package insert should ba read carefully and ail
the precautions observed

ﬁ% The area around the injection ste is red in
a sterlle way and a wheal af the site made with 1 percent
procaine hydrochloride solution. A 20 1o 24 gauge needie
w.mwnimnwmmmmmmu
. The needla is left in place and the mwm
for a small syringe containing dose.
. the needie is anda dressing applied
3 Miscellaneous. Tendinitis, litis. \n
the as s‘
care aﬂw a sullable
mmwmm skin, o inject into the
th rather the . The tendon
mh- readily pnlpated when placed on a stretch. When
conditions such as epicondyliiis, melroanlgrumsl

tmmmuoulﬁm:lmm the suspension
infiltraled into the area” For ganglia of the tendon sheaths, the

is injected directly into the cyst. Inmnnymn a
mmuus-mnmm Ihe size of the

The dose in the treatment of the varicus conditions of the
tendinous or bursal struclures listed ‘above varies with the
condiion being treated 41530 mg. In recurrent
©of chronic conditions, mpul injections may be necessary.

4. Injections or LocalEfect I Dematologle Cotelions.

an appropriate antisephic
a]mhol 20 to 60 mg ol the suspension is m;-chd mm m
lesion. Ll may be n-ouury to distribute

nthetic an are % mhdanﬂhdumﬂmd the
" g m \ﬂd} . AL qummmmdw niti
. mew . W’f"can :
. Ncﬂwppumhvowmuﬁs The foliowing statement refers to tha benzyl alcohol formulation
POSOLOGY AND METHOD OF ADMINISTRATION only:
e at . o medrof® - 1 spec A
term admrmlﬂon (lnmmwwanmm When vials are used, lal care 1o prevent
or exacarsaion) i acatate) shouid ot be dilted or mixed with other solutio tamination of the is tal (s66
: Synmm of osteoarthritis ;wmmwﬁg.umwnm':ﬂ ¥ 3
5 .
¢  Epicondylitis whenever drug product and container permit Administration for S Effect -
®  Acule nonspecific intr: vary with the condition being
®  Rheumatoid arthritis, i juvenile meumatoid arthrits for treated. When a prolonged effect is desired, the weekly doss
cled may therapy) not cbviatg the need for the  may be calculated by multiplying the daily oral dosa by 7 and
®  Psodatic arthritis m—lmmm Amhough this method givenasa intramuscular injection.
®  Acute gouty arthritis amehorate itis in no sense a cure
& Anl spondylitis mnmmmwmaun-”dmmmm @ammmmmmmwmuwm
*  Acute subacule bursitis Mu-ndmsporndm For infants and
= 3, The dose for intra-articular ‘have 1o be reduced, bul dosage
8 or as upon the size of the joint and vanes -mdw esevedtyol the condition rathar than
maintanance therapy in selected with 1he severity of the conditien i the palient. In the ratio indicated by age of body weight.
® - Systemic lupus erythematosus be repeated at intervals ranging
®  Systemic dermatomyositis (polymyositis) from one 1o five or more weeks upon the degree of Hormom\ho, and not a repl for,
®  Acute rheumalic carditis from the initial ingction. conventional Y- Dunnl mus! be decreased or
Gescontinued hhas been administered
4. Diseases The doses in the following table are given as a general guide: fior more than a few days. The M and e
: mm 2 dura\ln:‘:'l the mne'nm the rndvndg "&mmhhln
Sixe of Joint | Exampies are ry factors in determ a
® Severe erythema (St at Mm ﬁddwm a chronic
Johnson m} Large Knees 20-80 mg tment should be discontinued Rwﬁm Iabomory studies,
o Severe dermatitis Ankles - such as unnalysis, two-hour Iblood sugar, determi-
. emw‘.m Shoulders m»o:‘dgfeuo:gepumn vnmm-umu-my
®  Mycosis fungoides ‘Medium bows shou made al prolonged therapy.
®  Severe psoriasis EUM 1Ay l-fl!llr' o.ﬂem’leManulmmuq
5. 3 Smalt u.mw 4-10.mg o
In patients with the-gdfenogenital syndrome, a single
in: i Stemociavicuar iniramuscullar injection of g mg—!ﬂwm m.smlyghi
- Acromeodiaviosar adequate, For maintenance MW"NW
®  Drug rsansitivity reactions tha weakly intramuscular dose w[\l vary from 40 to mg.
.U g_mnummmn anatomy of the pr\l The ulu{ dosage for patients wi i
®  Contact dermatitis mnmmm benefitied by mic’ corticoid th |rawu mg of
*®  Alopic dermatitis In order to obtain the full effect, 1hhwrhfl acetate mrlmulculuny at
®  Serum sickness Mmmummn space. Employing m&munnwm acute severng
. muﬂmm mmmwuha r , & slerie due 10 poison vy, reliel may result within 8 1o 12 hours following
®  Acute non-i laryngeal edema (epinephrine is the 20 10 24 gauge neadie (on & dry §) ) Is quickly insered |nrramnucuurmmmmuonufaﬂwhdouulw1o1mm%
drug of first choice) mmww%wmswm In mnlcaommdomlnh r-pahdmbeuomdﬁw
aspiration a few drops. proves space y inlervals may be necessary. in seborrheic dermatitis, a
8. %@_mmwmﬂ# has been entered by the nesdie. il mmdwmmyummnmumm
and Tnllammalory prpcesses involving the eye, such as: that ion
Herpes zoster Following IM administration of 80 1o 120 mg 1o
P i S et Foplacar by § secont sy o bR L “"ﬁ"mﬁ"ﬁuw
3 3 % a several days 10 two. iants with allergic
T RETI T T | S e S
- L MWUWW““”"“MN be followed by relis! of |ynwn|mmﬂu: n
& Allergic conjunctivitis needle is st in the synovial space. After injection, the joint is aenlaﬂl;? for seversl days 16 three weeks.
® Diffuse posterior uveitis mﬂmmwﬁmﬂ\dhwmm mmﬂlﬂﬂhhwﬂmwm
: wmr.rlmw‘lm the The site is covered & small sterile Gressing. Ihodvnoo the mnb'rﬁ:md & rapid
- Oplic neus effect of
o Keratitis Suitable sites for intra- injection are the knee, ankie, administration of highly soluble methylprednisolone sodium
. wrist, elbow, shoulder, phalangeal, and hip . Since difficulty succinate is indicated.
7. QGastrointestinal Diseases: To lide the patient over a the hip jont,




Intra-rectal Administration
Depo-Medrol® Sterile Aqueous Suspension in doses of 40 to
120 mg administered as retention enemas or by continuous
drip three to seven times weekly for periods of two or more
weda have shown 1o be a useful inthe
of some patients with ulcerative colitis. n)é patients can be
controlled with 40 mg ol Dspo -Medrol® Sterile Aqueous
administe; of water depending
the degree mctvml af the colonic mucosa.
accepted therapeutic measures should, of course, be
ituted.
CONTRAINDICATIONS
® Intrathecal administration
®  Intravenous administration
@  Systemic fungal infections
*  Known hypersensitivity to components

WARNINGS
Elther

#PCY wlation
is product is not suitable for multidose use. Following
admihist the desired dose,

imi of dose, any remaining suspension
should be dss:ardect
or

Benzyl Alcohol Formulation
This contains. alcohol which is ially toxic

acetale, per se.

an : Some animal studies have
it ee n administared to the mother

Adequate

ml’ hava not been done with Oﬁﬂicoemldda

Thamfnmmeuseofmxdmgln regnancy, nursing mothers,

or women of child bearing pot mual requirgs mal Ihe benefits

of the drug be carsfully wsh? aga\nst the potential rﬁk lo

the mother and embryo or fetus. Since th-re is inade:

eﬁ;‘m of safety in man pmgmmcy lis drug sl

u

Corticosteroids raadll‘; cross tha plmm: Infants born of
rs who have doses

®  Polassium joss
®  Hypokalemic alkalosis

" Musculoskeletal

Sieroid myopathy
Muscle weakness

rosis
P: fractures
Vertebral fractures

e compression 5

Tendon rupture, particularly of the Achilles tendon
Gll'lmlnhnlrul

product benzyl
when administered locally fo neural tissue.
Multidose use of Dupo-Madmlﬂ rmm a single vial requires

® with possible
during nancy must be caretul ubsemed and evaluated ®  Gastric hemorrhage
for sigm adrenal'j re are no known ®  Pancreatitis
of corticosteroide on labor and delivery. Comcoslemsds are .
excreted in breast milk. . ofme bowael
. ine transaminase (ALT, SGPT), aspartate
PRECAUTIONS \ransamlnase (AST, SGOT) and alkaline phosphatase
ave been rved loliewlng cuniwstarond ftreatment.
i s o clinical mnm mbh upon e g
syndrome are discontinuation.
When multidose vials are used, special care ta prevent
contamination of the contents: Is some Dlnnwm
evidence Ihal nenzalkormm chioride Is not an adequate Impaired wound healing
i of vials. ‘A Patechiae and eocnmm
Dmdﬁme—m product - Thin fragile ski
1o cleanse the mpnmrrcasp)muwufunmms (See
WARNINGS) Metabolic 2 ®
® Negative nitrogen balance due to protein zatabolism
. patients with

special care to avoid contam initially mnlu
n'r:‘ymunldneeuse ofvialemay\nd
ict aseptic Is Particular care, 5uch as

tachnique is observed.
use of dispasabld sterile syringes and needles, is necessary.
wmn crystals of adranal steroids in the dermis smpprasa

be used cautiously in
oculu herpes th for fear of comsal perforation.

. Pwuhicdemngmmsml appear when corticosteroids
are used, ri

of the cellular elements lm icochemical ch in the

gl;nund substancal ol'al'r;s connective tissue. The resultant

infrequently occurring dermal and/or subdermal changes may

twasmonslnmmaxmwnpcllnn site. The degree

' mmmm iis reaction oocurs will vary with the amount of adrenal

ation is usually complete vmhin a taw

monms or after all crystals of the adrenal steroid
absorbed.

In order to minimize the incidence of dermal and

Neurological
#® Increased intracranial pressure
cerebri

at , care must be exercised not to exceed recommended
doses into the area of the
lesion should be made whenever pessible. The technique of
intra-synavial and mlramusauinr injection should include pre-

%Iamsz or leakage into the dermis. Injaction
into the delloid muscle should be avoided because of a high
incidence of subcutaneous atrophy.

Depo-Medrol® should not iministared by any route other
than those |iE‘IBd unﬂerlND\CAT‘ONS Itis mﬂcal that, during
admi Medrol®, appropriate hchnique be used
and care tahnn fo assure proper placement

by other than routes has been
associated with reports of serious medical events including:

aplegia, senaory

disturbances, bowel/bladder suncﬂg: seizures, visual

impairment including brmdness ocular and perlocnlar
inflammati at injection site.

ion,

hmmmmmwmwmmm
increased dosage of rapidly acting corticostercids before, during
and after the stressful situation is indicated.

mood si Psychic derangaments
y cl anges and severe depression to Ifa‘%’k Se?amaa ¢
@xisting emotional instabiity
or gaycholic tendencies may be aggravated by E ;
i . ®  Development of C State
® Corticosteroids should be used with in ® Supp Mary - adrenal axis
ulcerative colitis, if there is a ility of g * Dy carbohydrale tolerance
g or other pyogen . Cauti . mellitus
must also be osed in diverticulitis, fresh . for insulin or oral hypoglycemic
anastomoses, active or latent peptic glcar. renal g?‘amsmﬁal:;u
insufficie , hyps , CSIBOPOrDSIS, . ippression of growth in children
g;avis, when steroids are used as direct orna'auncﬁvs
erapy. Ophthalmic
®  Posterior subcapsular cataracts
The mm . [ pressure
corticosterolds. Intra-synovial injection of a corticosteroid ~ ® - Exophihaimos
may produce systemic as well as Incnl affects.
. A,ppmpﬂalu examination of any joint fluid present is
L. p.s;‘w 5§ locat : Masking ':l;ulociiom
. A accompanied swelling, Latent infections becoming active
further restriction of motion, fever, and malaise are . runistic infections o
suggestive of septic arthritis. If this complication occurs & Hypersensitivity rnctions including anaphylaxis
and the dia mnwﬂapaa is umﬁnnsd appropriate ®  May suppress reactions to skin tests
. Iniadhn of a steroid ma pvwvu:usly infected joint mm additional reactions are related to parenteral
Is 1o be
conhmlmwu Rare instances of blindness associated with intralesional

® The slower rate of absorption by intramuscular
administration should bé recognized.

Nlhuugh controlled clinical trials have shown corticosteroids
tobe tive in the resolution of acute i

should ol g Injected.into unstabe joints
Sterile technique Is necassary to prevent infections of

xhs around the face ar
reaction or allargic reactions
Pos! njection flare, following intra-synovial use
tion or hypopigmentat

-ike arthropath:
injoction site nfections following non sterile technique
Sub and atrophy

muitiple they do not show that corticosteroids affect
Corticosteroids may mask some signs of infection, and new the ultimate outcome of n; nnalhkluryolmdm The
may appear during their use. Thsnemy  decreased studies do show that relatively high doses of corticosteroids
and inability to localize infection whx to demonstrate a ficant effect. (See sectin
are used. | with any al, bacteriel,  DOSAGE AND ADMINISTRATION]
, infections, in any location in the
be associated with the use of alone Since of with ids are
inwmbmaﬂanmmmhanmmumemprsaswe that mmmmmdmmmwﬁxm
aﬁeetmhlar ust be made in each indivi

nm"mhemld but can atvemaml-tNmn
lntal With increasing doses of corticosteroids, the m
occurrence of infactious complications increases. Do not
intra-synovially, intrabursally or m—tsmﬂmus admimmhon
for local in the presence of acute

Prolonged usa of corticosteroids may produce posterior
subcapsular cataracts, glaucoma with damage
optic mevaa and may the of secondary
ocular infections due to fungi or viruses.
Pedlatric use: This product contains benzyl alcohol, Benzyl
10 be associated with a fatal gasping
syndrome in premature infants.
Growm may be suppressed in children receiving long-tefm,
dally-divided dose glucocorticoid therapy. Theusaunmha
should be resmed 1o those most serious indications.
Adm\nislrallon of live or Ilva attenuated vaccines is
patients receivi

nomwﬂerma‘s Killed or maclwnlod vaccines mly be
administered to patients recoMng mmncsuppresslvs
response to

‘methylprednisolone dose to achieve the

i individual case
uln dose and dumtion nvlmavmnl.ulo whether daily or
intermittant therapy should be

Kaposi's sarcoma h|n bmnrr\epnned to occur in patients *

may result in clinical remission,

sssssse

Sterile abscess

OVERDOSAGE
There is no clinical syndrome of acute over dosage with
Depo-Medrof® Sterile Aqueous Suspension (mnl)vock%.m

acetate).

Repeated frequent doses mmuma«m}m
a protracted period may mm a Cushingoid state.
Depn—Medroﬂ should not be used beyond the expiry date.

Depo-Med: I.E'D liable in the followi ck sl
Irol® is_avaiiable in the following package sizes:
. L Aqueous Suspension

et oo o 2re Carciogent. R f"‘““"”"mwh.qm.sw,m-
mutagenic or impal ferth 80 mg/ 2mL vial
mu;ummmemmm listed below are potent EGE "

Mutual hibition of metabolism oceurs "“""’"”’“‘“"”'m“'
SECITURERRNS mem
mﬁ% J’,‘"J..i":“nu Ao mamfez‘;:hﬁ: K“" ol of the reach of chikiren.

may require increase in

of corticasterolds; however, the such vaccines may
be dJm‘mshud Indicated

may be
Dfeomeomm

The use of Depo-Medrol® in active tuberculosis should be

restricted to those cases of fulminating or disseminated

luberculosis in which the corticosteroid is used for the
1 with

ving

respon
Drugs such as troleas and ki may inhibit
¢ metabolism of mathylprednisolone and thus decrease i

dose of methylprednisolone should

be titrated 1o avoid sterold toxicity. Methylprednisolone may

clearance i aspi s could

leadmadecfusein salicylate serum lavels or increase the

of salicylate toxicity when

Asuidn should be used cautiously in conjunction

with cof
in patients. auﬂemg from hypuymmnur:mh 1'he

management of the disease in
antituberculosis regimen

If corticosteroids are indicated in paﬁunummlam

. or tuberculin reactivity, closa observation is necessary as
reactivation of the disease may occur. During prolonged
certicosteroid therapy, these pauants should receive

Because
reactions hava occurred in patients receiving parenteral

therapy,
should be taken prior 1o administration. especially when Ihe
patient has a hmmyulalbcrgyta any drug.
Allergic skin reactions have been reporied
mkm the formulation (see DESC
mﬂdmeeﬁng a reaction to i

.lsllled
. Rarely

Thsmarsmpnmdannumd nswr:‘%s annt:mmduneds ni
armcongu it when phmn concurrel with corticosteroids.
shwld maintain

monitored to
Iheduslred lnhooewhm

CAUTION

To be sold on the prescription of a registered medical
practitioner only. :
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Fluid -nd Eleciroml Disturbances
2 g Packed by:
. CGn esl e Heart Fails tible patient:
. gestive Heart Failure in suscep! palients oy Pakistan Ltd.
®  Fluid retention
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