For the use of a Registered Medical Practitioner or a Hospital or a Laboratory only

'— TRICORT 40MG/ML Injection
e Triamcinolone Acetonide Injectable Suspension USP
COMPOSITION

Each ml contains:
“Triamcinolone Acctonide USP 40 mg

Benzyl Alcohol NF 0.9%W/V
(As preservative)
Aqueous Base qs.

‘As this preparation contains benzyl alcohol, its use should be avoided in children under two years of age. Not to be
used in neonates.

Deseription: White, smooth, homogeneous suspension.

PHARMACOLOGICALPROPERTIES
Pharmacodyuaic Properties
id with marked

Intra-rticular jection:
Following local injection, reliefof pain and swelling and greater freedom of movement are usually obtained within a few hours.
Intramuscular jection:

Provides an extendsd duraton of theapentc ffet and fower side effts of the kind associated with ora contcoseroid
therapy, particularly
dose of 80 mg ssion occurs within 24 - 48 hours and then gradually returns to normal,
usually in approximately three weeks. T (ndmg correlates closely with the extended duration of therapeutic action of
triamcinolone acetonide.

Pharmacokinetic l’mpenles

rbed into i lation from synovial spaces. However clinically significant
ystemic evels afer intra-aricular nection are unikely to occur except perhaps allowing reaiment of lrge oits with igh
does. Systemic effects do not ordinarily occur with intra-articular injections when the proper
de s absorbed slowly, though foll. by deep
injection: active level ds (weeks to months). In common with other

corticosteroids, mamcmnlone is metabolised largely hcpaucally but also by the kidney and is excreted in urine. The main

Inview of excretion of g functional i the liver orkidney
may affect the pharmacokinetics of the drug.

INDICATIONS

INTRAMUSCULAR

Where oral therapy is not feasible or is temporarily undesirable in the judgment of the physician, TRICORT INJECTION
is indicated for intramuscular use as follows:

Endocrine disorders: Nonsuppurative thyroiditis.

Rheumatie disorders - as adjunctive therapy for short-term administration: Post-traumatic ostcoarthrits; synovitis of
‘osteoarthritis; rheumatoid arthritis; acute and subacute bursitis; cute pecifi acute gouty
arthritis; psoriatic arthriis; ankylosing spondylitis; juvenile rheumatoid bt

Collagen diseases - during an exacerbation or as maintenance therapy in selected cases: Systemic lupus
erythematosus, acute thevmatic cardiis.

Dermatologic diseases: Pemphigus; severe erythema multiforme (Stevens-Johnson syndrome); exfoliative dermatitis;
bullous dermatitis herpetiformis; severe scbortheic dermatitis; severe psoriasis

Allergic states - control of severe or incapacitating allergic conditions intractable to adequate trials of conventional

treatment: Bronchial asthma contact dermatitis: atopic dermatitis; seasonal or perennial allergic rhi
Gastrointestinal diseas

: Critical phase requiring systemic therapy in ulcerative colits, regional enteritis.
ymptomatic sarcoidosis; berylliosis; aspiration peumonitis.

iseases: Acquired (autoimmune) hemolytic anemia.

Neoplastic disorders - for palliative management: Leukemias and lymphomas in adults; acute leukemia of childhood.

INTRA-ARTICULAR
TRICORT INJECTION is indicated for intra-articular or intra bursal administration, and for injections into tendon sheaths.
as adjunctive therapy for short-term administration in the following conditions:

Synovitis of osteoarthritis
Rheumatoid arthritis
Acute and subacute bursitis
Epicondylitis

Acute non specific tenosyno

s

DOSAGE AND METHOD OF ADMINISTRATION
Route of administration: Injectable
Tricort is for Intra-articular/Intramuscular injection. The safety and efficacy of administration by other routes has yet to be
established. Strict aseptic precautions should be observed. Since the duration of effect is varizble, subsequent doses should be
iven whensymptoms recurand notatset intervals.

njection: For i
Inj:cnon may vary from Smgto 10mg (0.125-0.25ml) for
the specific disease entity being treated. Single injections in
mg. have been given withoutundue reactions.
It

or injection into tendon sheaths and bussac, the dos of Tricort

into several sites for mulnplc joint involvements.up foa otal of §0

that, when inject giveninto the sheaths of short tendons, Triamei ide 10 mg/ml should
beused.

Imrlmuu‘ularlnjemun To avoid the danger of subcutancous fat atrophy, it is important to ensure that deep intramuscular
injec T for

not
ity and Childen over 12 Years: The suggested initial dosc is 40 mg (1.0ml) injected deeply into the upper, outer quadrant
of the gluteal muscle. Subsequent dosage depends on the patient’s response and period of relief. Patients with hay fever or
pollen asthma who do not respond to conventional therapy may obiain & remission ofsymptomslasting throughout he pollen
season after:
Elderly: Treatment of elderly patients, particularly if long term, should be planned bearing in mind the more serious
consequences of the common side effects of cartcosteroids in old age. especially osteoporosis, dizbetes, hypertension.
thinning of the skin. Clo

Children from 6-12 Vearsof Age: T be

rding to the severity of sympt d the age and \mgj.mum child. Tricort 40 is not recommended for children

underslxyeals.
Gi

b i1y ob . Cauti beused

measlesorotherc

In patients who h doses of Tricort (more than one injection
during a three week period), w ihrawal should no be abrupt. The dose should be redneed and the dosage interval increased
until & dose ofnot more that 40 m and a dosage ntrval of at lcas hrce wecks havo been chioved s the dose of ystemic

Abrupt withdrawal of sh treatment ifit that the disease is unlikely
to relapse. A single dose, which is not repeated within a three-week period, is unlikely to lead to clinically relevant hpa-axis
suppression in the majority  of patients. However, in the following patient groups, gradual withdrawal of systemic

- Patients
-Wh Tricort ithin one year X years).

CONTRAINDICATIONS
Hypersensitivity to any of the ingredients.

by intravenous. intrathecal or intraocular injection.

PREGNANCY & LACTATION
Pregnancy
‘The ability of corticosteroids to cross the placenta varies between individual drugs, however triameinolone does cross the
placenta.
Admivistation of carticaseroids to pregnuntanimals an cause abnormalities of octal dovelopment including cleft plite,
intra-uterine growth retardation and effects on brain growth and There is that
in an increased incidence of congenital abnormalities, such as cleft palate / lip in man. However, when sdminiscred kw
prolonged periods or repeatedly during pregnancy. corticosteroids may increase the risk of intra-uterine growth retardation.
Hypoadrenalism may, in theory, occur in the neonate following prenatal exposure to corticosteroids but usually resolves
foll andi o important.

halld i ids should i i hild outweigh the risks. When
corticosteroids are essential, however, patients with normal pregnancies may be reated as through they were in the non- gravid
state.

Lactation
Corticosteroids may pass into breast milk. although no data are available for triameinolone. Infants of mothers taking high
sy D ‘ : vailabe f

WARNINGS AND SPECIALINSTRUCTIONS

Warnings

Adequate studies to the safety of acetonide use by i binal, i sub-tenons,
|c|mb||lbm and ||\tmucu|m G itrcal) injections have not been performed. Endophthalmitis, cye inflammation, incrased
intraoe 1 loss have been reported with intravitreal administration. Several
instances of blindncss have been reparted following injoction of corheostroid suspensions into the masal turbinates and
intralesional injection about the head.

(lntra Anltnlarln]eﬂlon)
beinjected

d. Severe joint
destruction with necrosis of bone may occur mpmad ota-aricular injections arc given over a long period of time. Care
should be taken if injections are given into tendon sheaths to avoid injection into the tendon itself. Repeated injection into

injg

(Intramuscular Injection):

During prolonged therapy a liberal protein intake is essential to counteract the tendency to gradual weight loss sometimes
associated with negative nitrogen balance and wasting of skeletal muscle.

Precautions:
Intra-articular injection should not be camed outin the presence of active infection in or near joints. The preparations should
not i tubercular arthritis

Undesirable effcts may be minimised using the lowest effectve dose Tor minimum period, and by administering the daily
requirement, whenever possible, as a single morning dose on alternate days. Frequent patient review is required to titrate the
dose appropriately against disease activity.
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Adrenal cortical atrophy develops during prolonged therapy and may persist for years afier stopping treatment. Withdrawal of

corticosteroids after prolonged therapy must, therefore, always be gradual to avoid acute adrenal insufficiency and should be

tapered off over weeks or months according to the dose and duration of treatment. During prolonged therapy any mlercurrem
low

illness, trauma or surgical procedure will require a temporary increase in dosage: following
need temporarily.
hich gis i to imise risk and which

f] il drug du if vmunem
i dimmune functio

clinial presentation may b offen b atypical and serious infections such as septicacmia and tubereulosis may be macked and

ay reach an advanced stage before being recoy

Chickenpox and measles are of particular concern since these normally minor illnesses may be fatal in immunosuppressed

patients.

Unless they have had chickenpox, patients recciving parenteral purposes other than should be

regarded as being at risk of severe chickenpox. Manifestations of Fulminant liness fnclude pneumonia, hepatits and
rashis feature, Passive immunisation with varicella zoster

immunoglobulin (VZ1G) i needed by exposed nonimmune patients whoar eceiving st corticsterodsor who have

used them hould be given within 3 days of exposure

and not ate than 10 days. Codtimed Lhmkenpox warrants specialist care and urgent treatment. Corticosteroids should not be

stopped and the dose may need to be increased.

Patients should be advised to avoid exposure to measles and to seek medical advice without delay if exposure occurs.

D may ben

During corticosteroid therapy antibody response will be reduced and therefore affect the patient's response to vaceines. Live

vaccines should not be administered.

Pheochromoeytoma crisis, which may be fatal, has been reported after administration of systemic c

shouldonly i aluation

Special Precautions:

Particular care is required when considering use of systemic corticosteroids in patients with the following conditions and
frequent patient monitoring is necessar

Recent intestinal anastomoses, diverticulitis, thrombophlebitis, existing or previous history of severe affective disorders
(especially previous steroid psychosis), exanthematous disease, chronic nephritis, or renal insufficiency, metastatic
carcinoma, osteoporosis (postmenopausal females are particularly at risk); in patients with an active peptic ulcer (or a
history of peptic uleer). Myasthenia gravis. Latent or healed tuberculosis; in the presence of local or systemic viral
infection, systemic fungal ‘inflctions or in active infections not controlled by antibiotics. In acute psychoses; in acute
glomerulonephritis. Hypertension: congestive heart failure; glaucoma (or a family history of glaucoma), previous steroid
myopathy or epilepsy.

Liver failure.
Coti ¢

Diabet eri d Latent diab
Melwtrual it e i ibility shoul i

All comcusl»mlds increase calcium excretion.

Usein children:
‘Tricort is not recommended for children under six years. Corticosteroids cause dose-related growth retardation in infancy,
childhood and adolescence which may be irreversible, therefore growth and development of children on prolonged

Usein Elderly:

The common adverse effects of systemic corticosteroids may be associated with more serious consequences in old age,

especially diabetes, to infection and thinning of the skin. Close
ision is i id life ing reaction:

ADVERSE REACTIONS

Where adverse reactions oceur they are usually reversible on cessation of therapy. The incidence of predictable side-cffects,
including hypothalamic-pituitary-adrenal suppression correlate with the relative potency of the drug. dosage, timing of
administration and duration of tréatment.

Absorption of triameinolone following injection by the intra-articular route is rare. However, patients should be watched
closely forthe

and e"ecl Increased and severity of infections with suppression of

Fluid and léctrolyte disturbances: sodium rtention, lid rtention, congestve heart furein susceptible patients, pofassium
loss, cardiac arrhythmias or ECG changes due to potassium deficiency, hypokalaemic alkalosis. increased calcium excretion
andhypertension.
Musculosketetal: muscle weakness, fatigue, steroid myopathy, loss of muscle mass, osteoporosis, avascular osteonecrosis,
vertebral compmssnon fractures, delay healing of fractures, aseptic necrosis of femoral and humeral heads, pathological
fractu
H) persensnmg Anaphylactic reactions, angiodema, rash, pruritus and urticaria, particularly where there is a history of drug.

Dermam\cglcal impaired wound healing, thin fragile skin, petechiac and ecchymoses, facial erythema, increased sweating,
purpura,striae, hirsutism

Gastrogatetinal dyspepei, peptic uleer with possble subsequent perfoation and haemorthage, pasereatii, sbdominal
: b ¢ uleer i

depression, insomnia convulsions, increased intracranial pressure with
papillocdema e pseudn tumour cerebri) usually s weatmen,vrtigo, eadache,neuris o prsestheias and aggrvation of

Endocrine: menstrual i ties and of the Cushingoid state; suppression of growth in
childhood and secondas ical and pituitary . particularly in times of stress (¢.g.

ry pitu
trauma, surgery or illness): decreased carbohydrate tolerance; manifestation of latent diabetes melltus and increased
requirements for insulin or oral hypoglycaemic agents in diabetes, weight gain. Negative protein and calcium balance.
Increased appeite.
Ophthalmic: posterior subcapsular cataracts, increased intraocular pressure, elaucon, exophthalmos, paplloedemna, comeal
or scleral thinning, ‘ophthalmic viral o f
Withdrawal Symptoms and Signs:
On withdrawa, fer, myalgia arbralgta, thints, conjunivts, painful chy skin nodules and weight oss many oscar: Too
rapid a redug
Intra- Amcular Injection
Reactions follcwmg inrs-anicular adinisraion have boen rae. In . few instances, transent ﬂnsl\mv and dizziness have

flare

isodes.

occurred.
Ch d lincrease in joint di oceur. Local falnrropl\y “may ccur ihe injecton s
not given i i ithina f
Intramuscular Injection:
hare
DRUG INTERACTIONS
Amphotericin B Inj i be observed for
Effects of i ma
: al: C. i potentiate or decr i action i | 2

imdcomeosterods ,houldme\ermeheuo,elymunnmed
Antidiabetics: Corticosteroids may increase blood glucose: diabetic control should be monitored, especially when
corticosteroids are initiated, discontinued. or changed in dosage. Antihypertensives. including diuretics: Corticosteroids
antagonise the effects of antihypertensive and diuretics. The hypokalaemnc effect of diuretics, including acetazolamide, is
enhanced.

CvclosponlL Monitor for evidence of!
s glyeosides: Co-administeration may enhance the possibility of digitals toxicit. Oestrogens, including oral

Hepatic Enzyme Inducers ( e.g barbi phenytoin, in, primidone,
Theremay b d metabolic cl { Tricort, Patients should b cmrcfull) observed for possible diminished effect of
id,
hormone: The growth may be inhibited.
i resulting in

Nondepolaising muscleelaxants:

ﬂammatorv agents (NSAIDS): Corticosteroids may increase the incidence and/ or severity of G

Nnnstermdal anti
bleeding and ulceration associated with NSAIDS. Also, corticosteroids can reduce serum salicylate levels and therefore

decrease their Conversely, during high-dose salicylate therapy may result in
salicylate toxicity. Aspirin should be used cautiously in conjunction with corticosteroids in patients with
hypoprothrombinaemia.

Thyroid drugs: Metabolic cl f icoids is d d in hypothyroid patients and increased in hyperthyroid
patients.

Changes in i fth I

Vaceines: Neurological complications and lack of aniibody response may oceur when patents faking cortcosteroids are
vaccinated.

Cortreatment with CYPIA nhibtors,including cobcistat contining producs, s expectd o increse the sk of systemic side-
effects

OVERDOSE

Chronic:

The symptoms of glucocorticoid overdose may include confusion, anicty, depression, gastrointestinal cramping or
bleeding, ccchymosis, moon face and hypertension.

After long-term use, rapid withdrawal can result in acute adrenal insufficiency (which also may oceur in times of stress):
Cushingoid changes can result from continued use of large doses.

Acute:

There is no specific treatment for acute overdose, but supportive therapy should be instituted and, if gastrointestinal
bleeding occurs, it should be managed.

INCOMPATIBILITIE
The injecti

mixed with other inal products.
PRESENTATION
Singleunit 1ml USPtype I flint tubular glass vial/bos.

STORAGE
Store below 30°C. light. For si Di
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