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™

Eltropag ™ 25: Each film coated tablet contains Eltrombopag Olamine INN equivalent to Eltrombopag 25 mg.
Eltropag™ 50: Each film coated tablet contains Eltrombopag Olamine INN equivalent to Eltrombopag 50 mg.

Description

Eltrombopag is an orally bioavailable, small-molecule TPO-receptor agonist that interacts with the transmembrane
domain of the human TPO-receptor and initiates signaling cascades that induce proliferation and differentiation
from bone marrow progenitor cells.

Indications
Eltrombopag is indicated for
« Thrombocytopenia in adult and pediatric patients 1 year and older with chronic immune (idiopathic)
thrombocytopenia (ITP) who have had an insufficient response to corticosteroids, immunoglobulins, or splenectomy.
« Thrombocytopenia in patients with chronic hepatitis-C to allow the initiation and maintenance of
interferon-based therapy.
« Patients with severe aplastic anemia who have had an insufficient response to immunosuppressive therapy.

Dosage and administration
Take on an empty stomach (1 hour before or 2 hours after a meal).

« Chronic ITP: Initial dose of Eltrombopag for most of the adult and pediatric patients of 6 years & older is 50
mg once daily. For pediatric patients aged from 1 to 5 years the initial dose should be 25 mg once daily. Adjust to
maintain platelet count greater than or equal to 50 x 10°%/L. Do not exceed 75 mg per day.

« Chronic Hepatitis C-associated Thrombocytopenia: Initiate Eltrombopag at 25 mg once daily for all patients.
Adjust to achieve target platelet count required to initiate antiviral therapy. Do not exceed a daily dose of 100 mg.

« Severe Aplastic Anemia: Initiate Eltrombopag at 50 mg once daily for most patients. Adjust to maintain platelet
count greater than or equal to 50 x 10%L. Do not exceed 150 mg per day.

Side-effects

In adult patients with ITP, the most common adverse reactions were: Nausea, diarrhea, upper respiratory tract
infection, vomiting, increased ALT, myalgia, and urinary tract infection etc.The most common adverse drug
reactions seen in children of 1 year and older is upper respiratory tract infections and nasopharyngitis.

Patients with chronic hepatitis C associated thrombocytopenia: Anemia, pyrexia, fatigue, headache, nausea,
diarrhea, alopecia and peripheral edema is very common.

Patients with severe aplastic anemia: The most common adverse effect is nausea, fatigue, cough, diarrhea,
headache etc.

Contraindications
No data regarding contraindication of Eltrombopag is available.

Precaution
Hepatotoxicity: In this case, monitor liver function before and during therapy.

Thromboembolic complication: Portal vein thrombosis has been reported in patients with chronic liver disease
receiving Eltrombopag, so platelet count should be measured carefully. .

Use in pregnancy and lactation
Pregnancy: Pregnancy Category C.

Nursing mothers: It is not known whether eltrombopag is excreted in human milk. A decision should be made
whether to discontinue nursing or to discontinue eltrombopag taking into account the importance of eltrombopag to
the mother.

Pediatric Use
The safety and efficacy of eltrombopag in pediatric patients younger than 1 year with ITP and thrombocytopenia
associated with chronic hepatitis C & severe aplastic anemia have not been established.

Drug interaction
Eltrombopag interacts with polyvalent cation-containing Antacids. .Caution should be taken when administered with
OATP1B: substrate and BCRP substrate (Rosuvastatin), Protease inhibitors (lopinavir) etc.

Overdose

In case of an overdose, consider oral administration of a metal cation-containing preparation, such as calcium,
aluminum, or magnesium preparations to chelate eltrombopag and thus limit absorption. Closely monitor platelet
counts.

Storage
Do not store above 30 °C. Keep away from light and out of the reach of children.

Commercial Pack
Eltropag™ 25: Each box contains 1 blister strip of 10 tablets.
Eltropag™ 50: Each box contains 1 blister strip of 7 tablets.

Manufactured by
~— .
Cincepm Incepta Pharmaceuticals Ltd
Savar, Dhaka, Bangladesh
™ Trademark




QTG

GEGINCAICHA SIS

BogeT
QEGITor " 3¢ AfSfB R (BT BIRTETE TR GGl G B QAT A GGRCe 3¢ fr.ar. @F ey |
@G ¢o: afefs fF (@NET BIRTETE IR GTGMTAITs SR AZGTET A GEMEIC T ¢o {21, @ FAeT |

et
GFGEC @I Y04 CRAENT AreREE, @6 w9z e ferba soafes o smamees e ferbee GreweE
(TR Afofaa T ¢ Priyifer FIPEe o S AT (A6EE TR ISR AL AT (@I (@S0 (F @F SR e o6 |
e
GFGICRIC SIS Taeer wa -
© RRAF @R S I2F A O @M T e i T 2RET (2fPenifw) ArartEE et witg s @ 3 SR,
ECCANRERM, 1 CAESHICS T @A A |
o TR @M JERAIRGIARTRIR 0 Tfe @ABEGA-1 oitg S ¢Ftd THREe (AR oF @3 SIfers IR TR I9ES
El

TR @R SR SI2es Sy ot «<e I-r 3RsEpia e @Rifirs et s 71 s (Fiae e 27 |

e e R

QI (o5 g4fs T FACS T (ST S THT ATE AT R T AT |

T e @RS dieawE ¢ fi @I AR T © 29 I O U SIE (LG GIGRTRICAT AR (e co e, v s a9
G AT RO I S (ATF ¢ IRER W4T ©Ind (Fe@ ¢ .l W S 99 | CIeaelasia AT @ox o/, @I AN Al @f* A4 Ty
GT P (TS T 400 *A | e ¢ frall, @7 oIS core o Sfoe 737 |

THE RAGIRGT-LT 575 JEAPIZGIARR: O @E @NOE &) GGNETeTE a[Es e e el 97 @@ e e )
SFEeIEAT (ARIf e STl (25rEt @ e R A et e GAGNEITe AT IS TE | M Soo Al @7 wfkE cwre orar
Tfow 77|

Sl WrACTF SR @ GREF @MW S GEGRER dRfEE e ¢o fal. @7 @ 26 B a9 cyeaswiaw ARt
@ox30®/f, @F T AT @ AL Ty (T TPAE (TS AT IS Q| e deo frar, «3 sifss cerer oram Bfow 737 |

Arfefefamr

SIS (FPT APEfSGT QST TC4T FICCH (@ (T A O Ze7: I I O, TR, WeTerad SoEd NTHT SN, A 4,
Q=S e AT, Tl @R Jaeifer sTearae &gl | > q=a A1 O (@ TETE Froma (R TTerEe S WL I QR
AETERERHT 20 A |

RAGIRIG o7 5777 QERIRBICAET @Nad (Fed: ISTEel, AIRCAH, yderel, SR [, IR T4, TR, F, 57 AT aewr s
T Qi 2@ A |

g @25 @ffEre o JfelR, vderer, T, SrafaEn @ Wer Al 20T ACE |
efsfmtmt
GG ARZEE @I AfSFrar srwiffs ey srear IR |

P2

oS!
ARG @ e et va +f ¢ et s agres el i »’irwwe 41 8w |

STAGTAITE TETOIT (Fod: el o1 @Il SGFE @I T GG Q2 I AT S (0 TSI (83 QURipT sAfetere
T | GTFE CABTACT AT ToF O AL SHIEAF F400 (A |

TSRAZIT G FAAFHICT
cerIfaT: (et FpoEE B |

G GG o Moo =a &t e afy | @wrendt frewrm oF@ Same 3% <41 e T o34 Tw T Sfos ot
e frare fice 7o |

Frew cwta aRE
> IET T I e oReE R ¢ @ABRGI-F1 e areEGelr g3 Sy witeieE syt A faem e e
I efae =7l |

gt BRI
GETGCRICA ARTSNETS IOET % SFHIFTes e THRIFHT 70 | GG oguft eaftf, Kb =gt (Fersit),
@bt 39457, ¥3sFfe @nfbre 3aff<Ge (NIfPmIfe) 3 e TR T ARLTST NRETHT FICS T |

gy
GFGICAATR TAfEFTO T (/e FIGRA w634 (N SR, SHEffar, a Wit fem om $fve are e tof w
I TS AT | (2BTABH AT TSI et a1 oo |

ST
00 ° T, T TATH T T4 TrO RS A | AT (ATF T G FRaa A=i1eea 1303 4T |

3ififErs e
QG 3¢ @lfS ATH T Sofb TrwEsT S faEa et
GG ¢o: @S At qeATR aff BrReensa ofF e e |

AFOTEP

C?@ pta ZFCT#GT FIHBTEGHIER fors
TS, BT, ]
™ @GN




