P8 30 9y 9hbed

\
.
reast-feeding ®
orlicosteroids are excreted In small amounts in breast milk, [:nri!cuslnlmds distributed into breast mifk may -suppress growth and interfere with :nduuannus glucocorticoid PE Dso L
roduction fn nursing infants. 2
NDESIRABLE EFFECTS: P d i I i
wide range of psychiatric reactions including amclm msumers (sucn as mim:le euphoric, depressed and labile mood, and sulcidal thoughts), psychotic reactions (Including re n I SD u n e p I'E p a ral I n I'IS
iania, delusions, and irritability, anxiety, sleep disturbances, and cognitive dysfunclion including i
anfusion and amnesia b in both Inadults, the frequency of severe reactions has been estimated to be l:uMPlismuN "
6%, P have i i i isunknown. Pedsal® Tablets: ContainsL
Iilhdrawal symptoms: Padsol® Eye/Ear Drops: Cantains Sndiurn Phosphate BP0, um Chioride BP0.02%as
30 rapid a reduction of corticosteroid dosage following prolanged treatment can lead to acule adrenal insufficiency; hypotension and death, A steraid "withdrawal syndrome’ PHARMACEUTICAL FORM
semingly unrelated to adrenocortical insufficiency may also ocour following abrupt di of includes symptoms such as: anorexia, Pedsal® Tablets: i tablet plai
1usea, vomiting, lethargy, hieadache, fever, joint pain, desquamation, myalgia, arihralgla, rhinitis, conjunctivitis, painful m:hy sk\n nodules, weight loss, andior hypotansion. These Pedsal”Eye/Ear Draps: A clear colourless liquid.
i thoughtto be d sutden been reperted on GLINICAL PARTICULARS
Jrticosteroids. Therapeulicindications
verdose: All d jial asthma,
eports of acute toxicity and/or death following mrdosane of glucocoriicoids are rare. No specific antidote is available; treatment is supportive and symptematic. Serum P 4
ectrolyles should be monitored, ¥ " R
immune),
igh systemic nnscs of corticosteroids caused Dy;lﬁ;l;:l:e have been associated with adverse effects such as neuropsychiatric msumors (psychosls, depression, and Cardlovascular disarders: Post-myocardial \nrarclimsyndmme o Kb e car e
HARMACOLOGICAL PROPERTIES: Endacrine disorders: Primar. iency, congenital adrenal hyperplasia.
harmacadynamic properlies Gastro-intestinal disorders: Grohn's d ulcerative colitis, persistent coeliac syndrome (coeliac disease ive to gluten to-i & chranic active
L i  hepaiti liver, biliary peritoniti
Iy ing s tisane), which also have sa i are I states. i itami
primarily their potentanti-i ry effects in di Infections (with app ‘helminthie lions, Herxheimer reaction, infectious mononucleasis, miliary tuberculosis, mumps orchitis (adult), fuberculous.
i i Inaddition, i i todi meningitis, nckensialmsease.
nrmannmneﬂnpmnames Muscular disarders: Polymyositis, dermatomyositis.
sorption; F i after oral it reaches i al\ert-amnrs Thereis huwmr MNeurological disorders: Infantile spasms, Shy-| E)mg:rsynﬂmme suh-acuhuernyghnmnupulyneuropaw
.d!.mlmsmpedvamuon suggesting |mua|led ansnn:mon in some mdmd:n\s Plasma if-fife i less in children. but Ocular disease: Scleritis, pnstgrinrmf,ms i psa ,plam::ellamrm lignant i ‘s disease.
logical half-lif hors, makrngrtsuluuhlnralmalz-dayadmwstulmnrnu:mens 1 it it rinimal
Istribution: Prednis pieshia depands mman i \:admum i clearance. The degree of Alergic s, asthma, ional asthia. pulmenary jilosis, p y i itis, aspiratit i aspiration
firee, P of stomach contents id, drug induced i i
mmnslnl!nmiun:i’i;edr!imlnneismﬂahuliud primarily in the liver to a bi y inacti comp .n.L!':m the hall-life of i ifthe patient ! e gk 5 s, systemislup
e : 4 ; : Skin i i
ine as re together of

al rescription Only Medicine (POM).

TORAGE CONDITION: Storeinadry place below 30°C. Protect from light. Keep all medicines out of reach of children.
AELFLIFE: As per the productiabel.

AESENTATION: Pzdsni’nhlea_ packed in 1000's in HOF i f 10x10's in

dsol” Eye/Ear wials.

ATEOFLAST REVIEW: Oclober 2017. *

ICENCE HOLDER: LABORATORY & ALLIEDLTD.

Laboratory & Allied Ltd.
() Plot No. 209/10349, Mombasa Road,
P.0. Box 42875, Nairobi, Kenya LTP002-00

Behgels disease,

Pedsol Drops for Eye and Ear is indicated for short term treatment of steroid responsive inflammatory conditions of the eye after clinical exclusion of bacterial, viral and fungal
i infected i tions of the ear. 5

Pusoiuqyandmlmnoladminlﬂmian
Tablels

the elderly:Th i ini riod in order
it m5mgt i ingle dose i i breakiast, orasa double
ith months.

Yy
being treated.
Maintenance: 2.510 15my daily, but higher doses may be needed. Cushingoid side-effects more fikely above 7. imgdawly

Eyesand EarDrops

Adults and Children (including the Elderly):

Eyes: 1 or2drops ryonear achisved, may be reduced.
Ears : 2 or 3drops instilled into the ear every two or three hours then € reduced.

Pasology for specific indications
Intermittent dosage regimen: A single dose of Prednisolone in the morning on altermate days or at longer intervals is acceplable therapy for some palients. When this regimen is
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practical, the degree of pituilary-adrenal suppression can be minimised. L Pmmnsmmmynpalﬁw .
i The following for i it are for guid; Acute or i miy require [nitial high i
do ith i i as possible. Di i exceed 5-7.5mg dally during. i F: ® ascause corlisone: has been feported rarely to increase blood ility and to precipitate i thrombosis, and
disord il 1 disorders,
I effectie. Thosa wih i doses. Anti-ir loy 1 Tnhr'lM_‘ opress i y s elon) ; and their
Rheumatoid arthrilis: The usual initfal dose is 10-15mg dally. The i reliet Reunli, THe ccs: | ; sl x ! FE o i
Biood disorders and lymphoma: An initial daily dose of 15-60mg is oft wilh reducti finical or response. Higher doses may be it infaction, 4
P tssioni Telikaomi
i ll;ﬁn it AT particular i minor illness may be fatal In immunosuppressed patients. Patients (or parents of children) without a dafinite
pauialpogilatisns L ; % histary of chicken should be advised to avoid close personal contact vilth chickenpox or herpes zusler and if exposed they should seek urgent medical attention. Passive
Emauly Treatment of elderty patients, particulariyiflong-term, shoud ba planned b tfects of . e o d e eceiving Systemic conicasteroids or o have used them il it
oldage. 2 prévious 3 months; this should be given within 10 days of expasure lo chickenpox. If 2 diagnosis of nhrdwnpox s confirmed, the liness warranls specialist care and urgent
Childs i s be i linical response as in adults, Prednisolone should be used only when treatment,
ina 108 2 Measlas: Patients taking cort jsed to |=keyn..w-. i and to seeki I i Y
Tablels for, houidbe 1o0d. Administration of live m:lnu Live vacines should not be given i igh doses of corti . due 1o impaired immune respanse. Live vaccines should be
CONTRAINDICATIONS: s at least. ticasteroid therapy.
* Systemicinfec b omployed. Ocular Effects: Prolonged use of corticosteroids may produce posterior subcapsular cataracls and nuclear cataracls (particulaly in children), exophthalmos, or increased
- 'y ofthe excipients. intraocular pressure, which may result in gl ¥ fungal and viral infections of the eye may also be enhanced
© Qeularhery i y in patients receiving glucacorticoids.
® Pafients thel ol take this medicine. Use In the elderly: Treaiment of elderly patients, pan»cu!ar!y it long term, should be planned bearing in mind the more serious mnseuuems of the common side-effects of
SPECIAL WARNINGS AND PRECAUTIONS FOR TABLETS: i 7 afthe skin, CI p
Patients and/or carers should be warned that potentially sever iatri reactions may occur Symptoms typically emerge within a few days or avoldldelhrmmmgre;glmns
sieeks ofstarting the treatment. Paediatric population: Corticosteraids cause growth retardation in infancy, childhoad and adolescence, which may be ireversible, and therefore long-lerm administrtion of
Risks may bz higher with high expasure, although dose levels d the unset tyne severity or duration of reactions. Most reactions recaver beavaided. If p y. treatment of|
after either dose reduction or withdrawal, although specific Irsal:mnl t may i shoul to seek medical advice if worrying g . The graveth. i
ap, especially il suicidal id X alert to possible psychiatric disturbances thal may ocour ither SPECIAL P 5:
during or i ids,athough i i . i never be given for an is patentially blinding, with
Partigular care is required whi ing the use of systemic i inpalienls with existing or previous history of severe affective disordsrs In them or in their first ‘prolonged without i pressure, cataract i
i uld ic-d Theusaof may red i ‘maskthe sig ion. A ti-Inf be used ifinf
Gauti mhervtsmlhlhefullowmuanmuum and !requznlpanerﬁmnnltnnnulsnma:y

o Tuberculosis: Those wwn a previous history of, or X-ray changes characteristic of, luberculosis. The emergence of active tuberculosis can however, be prevented by tha

Systemic effects of nasal corlicosteraids may accur, particularly at high doses prescribed for prolonged periods, These effects are much less i Ilaly to occur than with oral
corticosteraids and may vary in individual patients and between diffarent mﬂmustamh nrwar:tlons Polential systemic effects may include Cushing's syndrame, Cushingoid

prophylactic use of anti-tuberculosis therapy. features, adrenal suppression, cataract, glaucoma and mare rarely, a range of anxiety.
® Inflammatery bowel disease: Symptoms recurred in 2 Patient with Crohn's disease on changing from d tablets of This an Paediatric population
isolated oewrrenca inthe. aulnor‘s unit, and it was aduar.ated that only non- enlgllcooﬂed Prednisolone tablets shnu:d beused in Crohn's disease, and that thy lead to the risk of. . F 1fe i i i rarely a range of
formsh candit by time, i i 00 iculariyin children)
o Hypertension. 5 FERTILITY, PREGNANCY AND LACTATION:
® Congestive heart failure. Pregnancy
o Liverfallure. The ability 88 i L
© Hepatic disease: In patients with acule and active hepalitis; protein binding of the glucocorticolds will be reduced and peak ions. of admi i ini if corti jids to pregnant of foetal P including cleft palate, int effects on brain
increased. £ il i Therei hanced i fants with cirrhosis growth and There is that resultin an increased incidence nfw»aen?talahnwmaﬁtws. such as cleft palateip in man. Hawever, when
® Renalinsutficiency. administered for prolonged periods or repeala:ny y the risk of ink I retardation. The use of corticosteraids, including
® Dk inthose wi il y of di = P , during pregnancy il
. : This 5 of special lam\asmnarualpminmarnsk. Hypnadunansm may, in theory, occur in the neonate following prenatal exposure to i usually resolves following birth and is rarely clinically
. i land por vionien. important
* Patients It live di par ly it jid-induced. h inf: to mothers Ireated with long-t term prednisolone during pregnancy.
© Also, existing emoli i ies may i Asviithall grugs, b the mother and child autwelgh the isks. Whan cortcasteroids are ssenta however, patients with
® Epilepsy, andfor seizure disorders may ghthey i -gravid state.
® Pepticulcsration. it

F i 2



