
COMPOSITION 
ERDAFIXEN tablet: Each film coated tablet contains 
Erdafitinib INN 4 mg. 

PHARMACOLOGY
Erdafitinib is a kinase inhibitor that binds to and inhibits 
enzymatic activity of FGFR1, FGFR2, FGFR3 and FGFR4 
based on in vitro data. Erdafitinib also binds to RET, CSF1R, 
PDGFRA, PDGFRB, FLT4, KIT, and VEGFR2. Erdafitinib 
inhibits FGFR phosphorylation and signaling and decreas-
es cell viability in cell lines expressing FGFR genetic 
alterations, including point mutations, amplifications, and 
fusions. Erdafitinib demonstrates antitumor activity in 
FGFR-expressing cell lines and xenograft models derived 
from tumor types, including bladder cancer.

INDICATIONS AND USAGE
Erdafitinib is a kinase inhibitor indicated for the treatment of 
adult patients with locally advanced or metastatic urothelial 
carcinoma (mUC) that has-
• Susceptible FGFR3 or FGFR2 genetic alterations and
• Progressed during or following at least one line of prior 
platinum-containing chemotherapy including within 12 
months of neoadjuvant or adjuvant platinum-containing 
chemotherapy.

DOSAGE AND ADMINISTRATION
The recommended starting dose of Erdafitinib is 8 mg (two 
4 mg tablets) orally once daily, with a dose increase to 9 mg 
(three 3 mg tablets) once daily based on serum phosphate 
(PO4) levels and tolerability at 14 to 21 days. Treatment 
should be continued until disease progression or unaccept-
able toxicity occurs. 

If a dose of Erdafitinib is missed, it can be taken as soon as 
possible on the same day. The regular daily dose schedule 
for Erdafitinib should be resumed the next day. Extra tablets 
should not be taken to make up for the missed dose. 

CONTRAINDICATION
None.

WARNINGS AND PRECAUTIONS 
Ocular disorders: Erdafitinib can cause central serous 
retinopathy/retinal pigment epithelial detachment 
(CSR/RPED). Monthly ophthalmological examinations 
should be performed during the first four months of 
treatment, every 3 months afterwards, and at any time for 
visual symptoms. When CSR/RPED occurs, Erdafitinib 
should be withheld and permanently discontinued if it does 
not resolve within 4 weeks or if Grade 4 in severity.

Hyperphosphatemia: Hyperphosphatemia should be 
monitored and managed with dose modifications when 
required.

Embryo-fetal toxicity: Since it can cause fetal harms so 
patients of the potential risk to the fetus should be advised 
to use effective contraception. 

SIDE EFFECTS
The most common adverse reactions including laboratory 
abnormalities (≥20%) are elevated phosphate, stomatitis, 
fatigue, elevated creatinine, diarrhea, dry mouth, nail 
disorder, elevated alanine aminotransferase, elevated 
alkaline phosphatase, decrease in sodium, decrease in 
appetite, decrease in albumin, dysgeusia, decrease in 

hemoglobin, dry skin, elevated aspartate aminotransferase, 
decrease in magnesium, dry eye, alopecia, palmar-plantar 
erythrodysesthesia syndrome, constipation, decrease in 
phosphate, abdominal pain, elevated calcium, nausea, and 
musculoskeletal pain.

DRUG INTERACTIONS
Moderate CYP2C9 or strong CYP3A4 inhibitors: Alternative 
agents should be considered or adverse reactions should 
be closely monitored.

Strong CYP2C9 or CYP3A4 inducers: Concomitant use with 
Erdafitinib should be avoided.

Moderate CYP2C9 or CYP3A4 inducers: Erdafitinib dose 
should be increased up to 9 mg.

Serum phosphate level-altering agents: Concomitant use 
with agents that can alter serum phosphate levels before 
the initial dose modification period should be avoided. 

CYP3A4 substrates: Concomitant use with sensitive 
CYP3A4 substrates with narrow therapeutic indices should 
be avoided.

OCT2 substrates: Either alternative agents or reduction of 
the dose of OCT2 substrates based on tolerability should be 
considered.

P-gp substrates: Erdafitinib administration should be 
separated by at least 6 hours before or after administration 
of P-gp substrates with narrow therapeutic indices

USE IN SPECIFIC POPULATIONS
Lactation: Breastfeed should be avoided.

Pediatric Use: Safety and effectiveness of Erdafitinib in 
pediatric patients have not been established. 

Geriatric Use: No overall differences in safety or effective-
ness were observed between these patients and younger 
patients. 

Renal Impaired: No dose adjustment is recommended for 
patients with mild to moderate renal impairment. 

Hepatic Impaired: No dose adjustment is recommended for 
patients with mild (Child-Pugh A) or moderate (Child-Pugh 
B) hepatic impairment. Limited data are available in 
patients with severe (Child-Pugh C) hepatic impairment.

CYP2C9 Poor Metabolizers: CYP2C9*3/*3 Genotype: 
Erdafitinib plasma concentrations were predicted to be 
higher in patients with the CYP2C9*3/*3 genotype.Patients 
who are known or suspected to have CYP2C9*3/*3 
genotype should be monitored for increased adverse 
reactions. 

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

HOW SUPPLIED
ERDAFIXEN tablet:  Each HDPE container contains 28 film 
coated tablets, each of which contains Erdafitinib INN 4 mg.

Manufactured by
Everest Pharmaceuticals Ltd.

BSCIC I/A, Kanchpur, Narayanganj, Bangladesh
www.everestpharmabd.com
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AviWvwd‡Rb

cÖ¯‘yZKviK:

Gfv‡ió dvg©vwmDwUK¨vjm wjwg‡UW
wewmK wkí GjvKv, KvuPcyi, bvivqYMÄ, evsjv‡`k

Dcv`vb
AviWvwd‡Rb U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q AviWvwdwUwbe 

AvBGbGb 4 wg.MÖv.|

dvg©v‡KvjwR
AviWvwdwUwbe GKwU KvB‡bR BbwnweUi Ges Bb wf‡U«v WvUvi Dci wfwË 

K‡i †`Lv †M‡Q GwU GdwRGdAvi1, GdwRGdAvi2, GdwRGdAvi3 

Ges GdwRGdAvi4 Gi mv‡_ Ave× n‡q G‡`i GbRvB‡gwUK 

Kvh©Kjv‡c evav cÖ`vb K‡i _v‡K| GQvovI AviWvwdwUwbe AviBwU, 

wmGmGd1Avi, wcwWwRGdAviG, wcwWwRGdAviwe, GdGjwU4,  

†KAvBwU, Ges wfBwRGdAvi2 Gi mv‡_ I mshy³ nq| AviWvwdwUwbe 

GdwRGdAvi dm‡dvivB‡jkb Ges wmMb¨vwjs †K evav cÖ`vb K‡i _v‡K 

hv †mj jvB‡b cÖKvwkZ GdwRGdAvi Gi †R‡bwUK cwieZ©bmn c‡q›U 

wgD‡Ukb, A¨vgwcøwc‡Kkb Ges wdDk‡bi Rb¨ `vqx| AviWvwdwUwbe Gi 

A¨vw›U-wUDgvi Kvh©Kjvc GdwRGdAvi G·‡cÖwms †mj jvBb Ges 

g~Îvkq K¨vÝvi mn wewfbœ †R‡bvMÖvd&U g‡Wj¸wj‡Z †`Lv wM‡q‡Q| 

wb‡`©kbv
AviWvwdwUwbe nj GKwU KvB‡bR BbwnweUi hv †jvKvwj A¨vWfvÝW 

A_ev †gUv÷¨vwUK BD‡iv‡_wjqvj Kvwm©‡bvgvq (GgBDwm) cÖvßeq¯‹ 

†ivMx‡`i wPwKrmvi Rb¨ wb‡`©wkZ hv 

• ms‡e`bkxj GdwRGdAvi3 ev GdwRGdAvi2 Gi †R‡bwUK cwieZ©b 

Ges

• AšÍZ GKwU cøvwUbvg †K‡gv‡_ivwc wb‡q‡Qb Zv‡`i g‡a¨ 12 gv‡mi 

g‡a¨ wbIA¨vWRy‡f›U ev A¨vWRy‡f›U cøvwUbvg-†K‡gv‡_ivwc †bIqvi c‡i 

†iv‡Mi AebwZ n‡j|  

gvÎv I cÖ‡qvM
AviWvwdwUwbe Gi cÖ¯ÍvweZ cÖv_wgK gvÎv nj cÖwZw`b GKevi  

†gŠwLKfv‡e 8  wg.MÖv. (`ywU 4 wg.MÖv. U¨ve‡jU) Ges 14 †_‡K 21 w`‡bi 

g‡a¨ mnbkxjZv I wmivg dm‡dU (wcI4) †j‡e‡ji Dci wfwË K‡i 

†WvR 9 wg.MÖv. (wZbwU 3 wg.MÖv. U¨ve‡jU) ch©šÍ e„w× Kiv n‡q _v‡K| 

†iv‡Mi AMÖMwZ ev AMÖnY‡hvM¨ welwµqv bv nIqv ch©šÍ wPwKrmv Pvwj‡q 

†h‡Z n‡e|

hw` AviWvwdwUwbe Gi GKwU †WvR wgm Kiv nq, Z‡e GwU hZ ZvovZvwo 

m¤¢e GKB w`‡b †bIqv †h‡Z cv‡i| c‡ii w`b AviWvwdwUwbe Gi 

wbqwgZ †WvR GKB mgqm~Px Abyhvqx Pvwj‡q †h‡Z n‡e| †Kvb  †WvR ev` 

†M‡j Zv c~iY Ki‡Z AwZwi³ U¨ve‡jU †bIqv DwPZ n‡e bv| 

cÖwZ wb‡`©kbv
†bB|

mZK©Zv I mveavbZv
†Pv‡Li e¨vwa: AviWvwdwUwbe †m›U«vj †mivm †iwU‡bvc¨vw_/†iwUbvj 

wcM‡g›U Gwc‡_wjqvj wWUvP‡g›U (wmGmAvi/AviwcBwW) m„wó Ki‡Z 

cv‡i| wPwKrmvi cÖ_g Pvi gv‡mi cÖwZ gv‡m P¶y msµvšÍ cix¶v Ki‡Z 

n‡e, Zvici cÖwZ 3 gvm AšÍi Ges †h †Kv‡bv mgq `„wó kw³i Dcm‡M©i 

Dci wfwË K‡i| wmGmAvi/AviwcBwW NU‡j AviWvwdwUwbe ¯’wMZ 

ivL‡Z n‡e Ges ¯’vqxfv‡e eÜ Ki‡Z n‡e hw` GwU 4 mßv‡ni g‡a¨ fvj 

bv nq ev hw` †MÖW 4 gvÎvi n‡q _v‡K| 

nvBcvidm‡d‡Uwgqv: nvBcvidm‡d‡Uwgqv gwbUi Ki‡Z n‡e Ges 

cÖ‡qvR‡b †WvR cwieZ©b Ki‡Z n‡e|

å~‡Yi Dci cÖwZwµqv: †h‡nZy GwU å~‡Yi ¶wZi KviY n‡Z cv‡i ZvB 

å~‡Yi m¤¢ve¨ SyuwK cÖwZ‡iv‡a Kvh©Ki Mf©wb‡ivaK e¨envi Kiv DwPZ| 

cvk¦© cÖwZwµqv
cix¶vMv‡ii A¯^vfvweKZv (≥20%) mn me©vwaK mvaviY weiƒc 

cÖwZwµqv¸wj nj dm‡dU e„w×, †÷vgvUvBwUm, K¬vwšÍ, wµ‡qwUwbb e„w×, 

Wvqwiqv, ï®‹ gyL, b‡Li e¨vwa, A¨vjvwbb A¨vwg‡bvUªvÝdv‡iR e„w×, ¶vixq 
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AviWvwdwUwbe AvBGbGb

A¨vjKvjvBb dm‡d‡U‡Ri e„w×, †mvwWqvg n«vm, ¶yav g›`v, A¨vjeywgb 

n«vm, ¯^v`MÖnY n«vm, wn‡gv‡Møvweb n«vm, ï®‹ Z¡K, A¨vmcv‡U©U 

A¨vwg‡bvUªvÝdv‡iR e„w×, g¨vM‡bwmqvg n«vm, ï®‹ †PvL, A¨v‡jv‡cwmqv, 

cvjgvi-c¨v›Uvi Gwi‡_ªvwW‡m‡_wmqv wm‡Û«vg, †KvôKvwVb¨, dm‡dU n«vm, 

†c‡U e¨_v, K¨vjwmqvg e„w×, ewg ewg fve Ges †ckxi e¨_v|

Ab¨ Ily‡ai mv‡_ wµqv
gvSvwi wmIqvBwc2wm9 ev kw³kvjx wmIqvBwc3G4 BbwnweUim: weKí 

G‡R›U we‡ePbv Ki‡Z n‡e ev cÖwZK~j cÖwZwµqv Nwbôfv‡e ch©‡e¶Y 

Ki‡Z n‡e| 

kw³kvjx wmIqvBwc2wm9 ev wmIqvBwc3G4 BbwWDmvi: AviWvwdwUwbe 

Gi mv‡_ GKmv‡_ e¨envi cwinvi Ki‡Z n‡e|

gvSvwi wmIqvBwc2wm9 ev wmIqvBwc3G4 BbwWDmvi: AviWvwdwUwb‡ei  

†WvR 9 wgwjMÖvg ch©šÍ evov‡Z n‡e|

wmivg dm‡dU †j‡fj-cwieZ©bKvix G‡R›U: cÖv_wgK †WvR cwieZ©‡bi 

Av‡M wmivg dm‡d‡Ui gvÎv cwieZ©b Ki‡Z cv‡i Ggb G‡R›U¸wji 

mv‡_ GK‡hv‡M e¨envi Gwo‡q Pj‡Z n‡e|

wmIqvBwc3G4 mve‡÷«Um: msKxY© †_ivwcDwUK Bb‡W· mn ms‡e`bkxj 

wmIqvBwc 3G4 mve‡÷«‡Ui mv‡_ GK‡hv‡M e¨envi Gwo‡q Pj‡Z n‡e| 

AwmwU2 mve‡÷«Um: weKí G‡R›U we‡ePbv Ki‡Z n‡e ev mnbkxjZvi 

Dci wfwË K‡i AwmwU2 mve‡÷«‡Ui †WvR Kgv‡bvi K_v we‡ePbv Ki‡Z 

n‡e|

wc-wRwc mve‡÷«Um: msKxY© †_ivwcDwUK Bb‡W·mn wc-wRwc mve‡÷«U¸wj 

LvIqvi Kgc‡¶ 6 N›Uv Av‡M ev c‡i AviWvwdwUwbe †L‡Z n‡e|

we‡kl ai‡bi †ivMx‡`i †¶‡Î e¨envi 
gvZ„`y»`vbKvjxb mg‡q: ey‡Ki `ya LvIqv‡bv cwinvi Ki‡Z n‡e| 

wkï‡`i †¶‡Î: wkï‡`i Dci AviWvwdwUwbe Gi Kvh©KvwiZvi cÖwZwôZ 

nqwb|

eq¯‹‡`i †¶‡Î: eq¯‹ Ges Aí eqmx †ivMx‡`i g‡a¨ wbivcËv ev 

Kvh©KvwiZvi g‡a¨ †Kvb mvgwMÖK cv_©K¨ cwijw¶Z nqwb|

e„°xq AKvh©KvwiZvq: g„`y †_‡K gvSvwi e„°xq AKvh©Ki †ivMx‡`i Rb¨  

†Kvb †WvR mgš^‡qi mycvwik Kiv nq wb| 

hK…‡Zi AKvh©KvwiZvq: g„`y (PvBì-cvM G) ev gvSvwi (PvBì-cvM we) 

hK…‡Zi AKvh©KvwiZvhy³  †ivMx‡`i Rb¨ †KvbI †WvR mgš^‡qi cÖ‡qvRb 

†bB| ̧ iæZi (PvBì-cvM wm) hK…‡Zi †ivMx‡`i †¶‡Î mxwgZ Z_¨ cvIqv 

hvq|

wmIqvBwc2wm9 `ye©j †gUv‡evjvBRvi: wmIqvBwc 2wm9*3/*3 
wR‡bvUvBc: AviWvwdwUwb‡ei cøvRgv NbZ¡ wmIqvBwc 2wm9*3/*3 

wR‡bvUvB‡ci †ivMx‡`i g‡a¨ †ewk nIqvi m¤¢vebv i‡q‡Q| 

wmIqvBwc2wm9*3/*3 wR‡bvUvBc Av‡Q e‡j cwiwPZ ev m‡›`n Kiv 

†ivMx‡`i g‡a¨ ¸iæZi cÖwZwµqvi Rb¨ gwbUi Ki‡Z n‡e| 

 

dvg©vwmDwUK¨vj Z_¨
msi¶Y 
Av‡jv †_‡K ̀ ~‡i, ï®‹ ̄ ’v‡b I 30° †m. Gi wb‡P ivLyb| wkï‡`i bvMv‡ji 

evB‡i ivLyb|

mieivn 
AviWvwd‡Rb U¨ve‡jUt cÖwZwU GBPwWwcB K‡›UBbv‡i i‡q‡Q 28 wU wdj¥ 

†Kv‡UW U¨ve‡jU, hvi cÖwZwU‡Z i‡q‡Q AviWvwdwUwbe AvBGbGb          

4 wg.MÖv.|


