Y ¢
Kidpred Evoroot

Kidpred Oral Solution: Each 5 ml solution contains Prednisolone Sodium Phosphate USP
equivalent to Prednisolone 5 mg

PHARMACOLOGY:

Prednisolone is a synthetic adrenocortical drug with predominantly glucocorticoid properties
Some of these properties reproduce the physiological actions of endogenous glucocorticoids
Prednisolone directly inhibits the action of Phospholipase A2 enzyme which is responsible for the
production of different inflammatory mediators like Leukotriene, SRS — A, Prostaglandin etc.

INDICATIONS AND USES

Allergy and anaphylaxis: Bronchial asthma, drug hypersensitivity reactions, serum sickness,
angioneurotic oedema, anaphylaxis.

Respiratory disease: Allergic pneumonitis, asthma, occupational asthma, pulmonary aspergillo-
sis, pulmonary fibrosis, pulmonary alveolitis, aspiration of foreign body, aspiration of stomach
contents, pulmonary sarcoid, drug induced lung disease, adult respiratory distress syndrome,
spasmodic croup.

Rheumatic disorders: Rheumatoid arthritis, polymyalgia rheumatica, juvenile chronic arthritis,
systemic lupus erythematosus, dermatomyositis, mixed connective tissue disease.
Arteritis/collagenosis: Giant cell arteritis/polymyalgia rheumatica, mixed connective tissue
disease, polyarteritis nodosa, polymyositis.

Blood disorders: Haemolytic anaemia (autoimmune), leukaemia (acute and lymphocytic),
lymphoma, multiple myeloma, idiopathic thrombocytopenic purpura.

Cardiovascular disorders: Post myocardial infarction syndrome, rheumatic fever with severe
carditis.

Endocrine disorders: Primary and secondary adrenal insufficiency, congenital adrenal
hyperplasia.

Gastro-intestinal disorders: Crohn's disease, ulcerative colitis, persistent celiac syndrome,
autoimmune chronic active hepatitis, multisystem disease affecting liver, biliary peritonitis
Infections: Military tuberculosis, mumps orchitis (adult), tuberculous meningitis, rickettsial
disease.

Muscular disorders: Polymyositis, dermatomyositis.

Neurological disorders: Infantile spasms, ShyDrager syndrome, sub-acute demyelinating
polyneuropathy.

Ocular disease: Scleritis, posterior uveitis, retinal vasculitis, pseudo tumours of the orbit,
malignant ophthalmic Graves disease.

Renal disorders: Lupus nephritis, acute intersititial nephritis, minimal change glomerulonephritis.
Skin disorders: Pemphigus vulgaris, bullous pemphigoid, systemic lupus erythematosus,
pyoderma gangrenosum

Miscellaneous: Sarcoidosis, hyperpyrexia, Behcets disease, immunosuppression in organ
transplantation.

DOSAGE AND ADMINISTRATION

The initial dosage of Kidpred may vary from 5 mg to 60 mg daily depending on the disorder being
treated. Divided daily dosage is usually used.

The appropriate individual dose must be determined by trial and error and must be re-evaluated
regularly according to activity of the disease.

In general, initial dosage shall be maintained or adjusted until the anticipated response is
observed. The dose should be gradually reduced until the lowest dose, which will maintain an
adequate clinical response is reached.

During prolonged therapy, dosage may need to be temporarily increased during periods of stress
or during exacerbations of the disease. When the drug is to be stopped, it must be withdrawn
gradually and not abruptly.

Intermittent dosage regimen: A single dose of Kidpred in the morning on alternate days or at
longer intervals is acceptable therapy for some patients. When this regimen is practical, the
degree of pituitary-adrenal suppression can be minimized.

Specific dosage guidelines:

Allergic and skin disorders: Initial doses of 5-15 mg daily are commonly adequate.
Collagenosis: Initial doses of 20-30 mg daily are frequently effective. Those with more severe
symptoms may require higher doses.

Rheumatoid arthritis: The usual initial dose is 10-15 mg daily. The lowest daily maintenance dose
compatible with tolerate symptomatic relief is recommended

Blood disorders and lymphoma: An Initial dally dose of 15-60 mg is often necessary with
reduction after an adequate clinical or haematological response. Higher doses may be necessary
to induce remission in acute leukaemia.

Tapering: Dosage should be tapered down with 5 mg and 2 mg tablets after the treatment period.
Children: Acute asthma: Children aged 18 months to 12 years: 0.5-2 mg/kg/day (max 40 mg) once
daily for up to atotal of 3 days or longer if necessary. Kidpred should be taken in the morning after
food. No gradual decrease of the dose is required. Children aged 12-18 years: 40-50 mg once
daily for at least 5 days.

Other indications for children: Initial dosage: 0.5 mg/kg/day in three or four divided doses after
food. This dosage can be doubled or tripled if necessary. Maintenance dosage: 0.125 to 0.25
mg/kg/day.

CONTRAINDICATIONS
Systemic infections unless specific anti-infective therapy is employed. Hypersensitivity to any
ingredient. Ocular herpes simplex because of possible perforation

WARNINGS & PRECAUTION

Caution is necessary when oral corticosteroids, including Prednisolone are prescribed in patients
with the following conditions like-Tuberculosis, Hypertension, Congestive heart failure, Liver
failure, Renal insufficiency, Diabetes mellitus or in those with a family history of diabetes,
Osteoporosis, Patients with a history of severe affective disorders and particularly those with a
previous history of steroid-induced psychoses, epilepsy, peptic ulceration, previous steroid
myopathy. undesirable effects may be minimized by using the lowest effective dose for the
minimum period and by administering the daily requirement as a single morning dose on alternate
days. Frequent patient review is required to titrate the dose appropriately against disease activity

SIDE-EFFECTS
General side-effects include leucocytosis, hypersensitivity including anaphylaxis, thromboembo-
lism, nausea and malaise.

USE IN PREGNANCY AND LACTATION

Use in pregnancy: There is evidence of harmful effects on pregnancy in animals.

Use in lactation: Corticosteroids are excreted in small amounts in breast milk and infants of
mothers taking pharmacological doses of steroids should be monitored carefully for signs of
adrenal suppression.

USE IN CHILDREN
Corticosteroids cause growth retardation in infancy, childhood and adolescence, which may be
irreversible. Treatment should be administered where possible as a single dose on alternate days.

DRUG INTERACTIONS

Hepatic microsomal enzyme inducers: Drugs which can cause liver enzyme induction such as
phenobarbitone, phenytoin, rifampicin, rifabutin, carbamazepine, primidone and aminoglutethim-
ide may reduce the therapeutic efficacy of corticosteroids by increasing the rate of metabolism.
N oidal anti-i y drugs: Concomitant administration of ulcerogenic drugs such
as indomethacin during corticosteroid therapy may increase the risk of Gl ulceration.
Anticoagulants: Response to anticoagulants may be reduced or, less often, enhanced by
corticosteroids.

Vaccines: Live vaccines should not be given to individuals with impaired immune responsiveness
The antibody response to other vaccines may be diminished.

Oestrogens: Oestrogens may potentiate the effects of glucocorticoids and dosage adjustment
may be required if oestrogens are added to or withdrawn from a stable dosage regimen.

Other: The desired effects of hypoglycaemic agents (including insulin), anti-hypertensives and
diuretics are antagonised by corticosteroids and the hypokalaemic effect of acetazolamide, loop
diuretics, thiazide diuretics and carbenoxolone are enhanced

OVERDOSE

Report of acute toxicity and/or death following overdose of glucocorticoids are rare. No specific
antidote is available; treatment is supportive and symptomatic. Serum electrolytes should be
monitored.

STORAGE
Store below 30°C, in a cool and dry place. Keep away from light. Keep out of the reach of children.

HOW SUPPLIED
Kidpred Oral Solution: Each bottle contains 50 ml oral solution.

Manufactured for

Everest Pharmaceuticals Ltd.

BSCIC I/A, Kanchpur, Narayanganj, Bangladesh

by Pharmasia Limited

Gojariapara, Bhawal Mirzapur, Gazipur, Bangladesh



3
retae

hegics
Reetee e AT @ffs ¢ .1, ARTETT TR (LCHETER EIeA Tt TG T e oeE ¢
firar. @z g |

wrfirereer

(AR @56 FrEle EERlaE gt e ERbaEe taHE TR | 99 FEIH AGIEE
TFFHFETEFT R FAE JTPAMT 0 | (TR T TS 93 GToReR
feares afetard s | T ffey Tvnd @fowte @Iy - Feehiaas, @ W - «, @y
To7if @ TeAMT TS T |

o @ R

I R IIFIRENE: I @rren, eqred SfevavetEeTe! f[fawm, Fam Frew, afgsfeabe
&%, aymrEREEET |

EAPIRBR feferer: wrenfera METm2 oo, QiTentr, SEor(ere GITeHT, ATMIET AR, AemE
TG, AR Goe3t, wew feq GEPIEEE, BAE Foo-A AR, AR
RFRT, Gl TG e fGferer, urs @b feorger Fmm, =Fefes g |

Sveorest

Renbe Rereriz: fExtrEe wdizf, kL faewifbar, gremea wfae gz, Fesfie gomt
FARTATAG A, GBI G, ﬁwwﬁ—ﬁmﬁs&?ﬁl
WG/ AR SIS Gl G136 Kl sefow, fige wimeie By fefas,

Wﬁﬁwm TR |

otz foenzfte wefm, Fewhm (st e fremels), feem, oo s,
ﬁwﬂwmmmww
TR fETTETR: (-11F Tafeare Twmem Frg, Targs FRfeHs 7= fenfs frem )
EITIRT FEATETR: ABAR R G TGN STAEEAT, IAGATBIT CTGAIT ZR AN |
«wfbe @ABEH, MFHBHEET el a1 frewme e at, R efsmzne |

ﬁmtﬂﬂ@wmﬁmwﬁa WW Wmﬁm A9-afFTs femafee st et |
o feferen: EARHw, (MebREE TerewET, @bTE SrEAty, was-ad FrerebuE, Wi
@ e ol |

T TETeGT: 2T (3BT, afees TBRFGHREE G, ffme du @ |

ey ReTarGTa: CoRfReoton izt et oo, BB a[oisT ZAIRCACCE I, SIS I |
ffr: SRR, 2R AR R, ([@rRso1 fofeme, S Feirs= @3 A7 SCTATITe™i |

ORA W@ s [

@ Gl oo w41 2@ o B fofe a0 feerere-ug enufies wmar i ¢ firal, @ vo firar, e s
AT | TR eTe)fZs o Nar 98 F40 & |

fafie ifea croa @ G Wa 399 srafors fFERe a0 20a U9 @I Sg[ T fofs e wmar ffire
AR S T |

FANEeTS AR Tl 5T M AN FACS A O G G (e T freq e | I A Ao A
@I % FACS TR, TS 1 T @749 ey A | Gy @ oy @ fivan, @ & e, a<ers ar
qAE

AT BT CFTa o ZI1R e T ST TR b1 I S Nl AFR O YIS TS A |
T4 ST T FACS I WA T2 AT A0 FACS 20, 2918 T T |

THRAGS WA g @M @ G o7 R el e wewr 7Y Rafere g @ fwtee
SRATA | T @ G BT AR, S PG EDIT- TG A2 AT T & |

e

G 3R T Rerareia: effsfim ¢-se fr.ar, erefi war seaers 4 |

PFITSTAIRRT: (iR @freifiis T 30-00 T, I | @A TGS THPTRA T T N@H 2T Z0S

AT |

Nt SR M@ e el T So-s¢ e, | Wi TR @RTEEE WA v f-TRAw o
faatere |

T ooTereia e FTem: 2fis Wi T@r de-vo f.al, emE armem 2o« A A e we@r
ARBTG5 - FATAT @ N | AfFTE TS Sz T TaIe LTS 20e A |
BreifeR: BfEeT oea Brieiifer @7 & @ frall. @k R e, St Taxe 91 @re =1 |

foreTi cvta:

<fRFTT GIETT: 3o TPT (ATF 52 I 74T 0.¢-2 {4/ &/ T (1w 8o fira.) ey » 9= 3t © o o
VRS R0 O (AT @ e (redr AR | e LRI R S 4w Tow | e (e I
(I LG (72 | 33 (AT Sy 24 @ 8o-¢o e, fed «F 99 307 w@w ¢ e 4% |

PR ST QICT: @refi (ere: o.¢ /@ fe/fm © (TF 8 I AR oI | ATAeT @2 (T fawe
ST T @7 N QTS A | (NETHTAA (e 0.53¢ (ATF 0.3¢ .2l i/ |

efsfRriat

ffie anfSecesibe Hiee a1 it Fesfie ST 20e = | @efeTEs afe sforgammimer
ST | TSI AT T SFeT ZCT Frearsy efefamie |

ARYST '@ ToFST

T FOEEEAET-aF Wrel FEfRRT SRR (@REIEE (eI T AR SRETH FAS
-GN, T TEHI9, FEHTT T6 (e, TR (F2eE, @b Sewerel, TRt
GRS, SBEAEIRE, GHIEe wRl B e, afEr, e s, st ehame
TR |

GF o7 2 T GFF Tl AT STR T N[ I SRS Al 750 T G (S T4
OIS TR FAC AT |

o1 effsfamr
st A efSfamr g W @ ASEIRGIE, ¥2AE G S -Gy e,
grararRifETe, I I O @I AR |

TG @ BSTWRIET G

TSTRGR: AN (@ TSIG o LSRR & AZ |

BIARIET: S FIEHTCAT NTTe 75 AT g 20 TSR T W (GHACACER FIACRICA I 1l e
FACEH ST TR QTGN IACETT TFAR FTLTOR A T F90 T |

Frorm cwta 7w
(=I5 AT QT AAFIE FHHEARACR 1 I 7S T A1 FR 7S 710 | @I 7o qHfe
o 7 @ Tl R et orear §fve |

WAy SR Y et

@A MR e IREFTRTR: @ 634 FTo GTaRae golfke I @ @ ERER,
R, fremftm, e, fifren gae afitmgdRaEe err egy SHemEsaEe-aa [ems
AR M (AHEBT Frwfre s o |

«ﬂﬁ?mzmw WQM@WW—TW«WW\

SIROPTR: (P e T BT EeAPTer §tR S SIS (e §foe 77 | Sy Syeimaa
s f5fe @1 ST @S =M |

FEBEPIR: TCBMETTE YAFOIEC TR FEFONF G AT G A TEBIeA @19t 1
ST (OIS @IGTH (TF I (TG T ST Tl ATGTIR TG & |

ST DRI GrErBIR (AN TfE), Af5-ZRARGACTETR YR TRECEDS e deffie

TS FHFEETRT a4 I I | GFERENRT, 77 TREEhER, R ECISIEEEERUE
FACACHET -9 QZCAIEE LS AT 7 |
wfewrar

JERHIET] 97 Sfowan T «fFes SRl ww/aw@r Jem wur e | @W e afSel @R )
FrommmE qae s vt fire 2@ | Fram Trmgmes s’awd w41 8he |

R
0o° BT SR fATb, J19T @ G FITT Ao T | ST (AT VO A4 | 76T G4 FRremwray et
A Y |

TERAR
freters @ AereHs eifslt Foa @rete g ¢o .6, eare AfereHe-aq Ay a6 Ao Fe |

ABOI A

qORE T GFT Fiee

fafore férg @aTI, FiEeE, TRRerTE, I

& AT FrET G

TSRS, Sl R, A&7, IR FET eFSF© |

1901000061



