
CkJhJjÎ

FuPnJKjm

TM
 80 KoV´J aqJmPuaÎ k´KfKa Kluì ßTJPac aqJmPuPa IJPZ SKxoJrKaKjm 

KoxJAPua IJAFjFj pJ SKxoJrKaKjm 80 KoV´J Fr xofáuqÇ

KTîKjTqJu lJoJtPTJuK\Î 

SKxoJrKaKjm yPóZ FKkcJoJtu ßV´Jg lqJÖr KrKx¡Prr TJAPj\ AjKyKmar, ßpaJ 

IkKrmftjL~nJPm pMÜ y~ KoCaqJ≤ AK\FlIJr lro (7790M, L858R FmÄ Fésj 19 
KcPuvj) Fr S~JAøaJAk ßgPT IJjMoJKjT 9 jÄ ßlJø To WjPfôÇ AjKnPasJ, 

SKxoJrKaKjm HER2, HER3, HER4, ACK1 FmÄ BLK KTîKjTqJKu xÄKväÓ xÄPväwèKur 

TJptTuJk k´KfPrJi TPrÇ

KjPhtvjJÎ

SKxoJrKaKjm FTKa TJAPj\ AjKyKmar pJ

• Fc\MPn≤ ßgrJKk KyPxPm k´J¬m~Û ßrJVLPhr KaCoJr KrPxTvPjr kPr xyJ~JT 

ßgrJKk KyxJPm láxláPxr TqJ¿Jr (NSCLC) pJr KaCoJPr FKkcJoJtu ßV´Jg lqJÖr 

KrPx¡Prr (EGFR)- Féj 19 KcPuvj IgmJ Féj 21 L858R KoCPavj IJPZ, 

pJ FDAIjMPoJKhf krLãJ ÆJrJ xjJÜ TrJ yP~PZÇ 

• k´J¬m~Û ßrJVLPhr First line KYKT&xJ KyxJPm pJPhr ßoaJˆqJKaT NSCLC  

yP~PZ FmÄ KaCoJr Fr FKkcJoJtu ßV´Jg lqJÖr (EGFR)-F Féj 19 KcPuvj 

IgmJ Féj 21 L858R KoCPavj kJS~J pJ~ fJPhr ßãP© KjPhtKvfÇ

• k´J¬m~Û ßrJVLPhr pJPhr ßoaJˆqJKaT EGFR T790M KoCPavj kK\Kan 

NSCLC yP~PZ pJ FDAIjMPoJKhf krLãJ ÆJrJ xjJÜ FmÄ pJrJ kNmtmfLt EGFR 
TKI ßgrJKk ßkP~PZ fJPhr ßãP© KjPhtKvfÇ

oJ©J S ßxmjKmKiÎ

KjPhtKvf oJ©J 80 KoV´J KhPj FTmJr pfKhj kpt∂ ßrJV mOK≠ jJ kJ~ IgmJ aKéKxKa k´TJv 

jJ kJ~Ç UJS~Jr IJPV mJ kPr ßpPTJj xo~ UJS~J pJ~Ç ßUPf náPu ßVPu ßhKr TPr UJS~J 

CKYf j~ FmÄ krmfLt ßcJ\ xo~of V´ye TrJ CKYfÇ 60 KoKu. (2 IJC¿) 

jjTJPmJtPjPac kJKjPf kMPrJ aqJmPua èKuP~ KjP~ fJ&ãKeT VuiÎTre TrPf yPmÇ 

ßTJj nJPmA âJv, Vro mJ IJuasJxKjPTa TPr nJXJ pJPm jJÇ mqmyJPrr kPrA 120 KoKu 

ßgPT 240 KoKu kJKj ÆJrJ nJPuJTPr iMP~ KjPf yPmÇ jqJPxJVqJKÓsT KaCPm ßxmPjr ßãP© 

15 KoKu jjTJPmJtPjPac kJKjPf 15 KoKu jroJu kJKj KoKvP~ KxKrP†r oJiqPo KaCm KhP~ 

ßxmj TrPf yPmÇ

oJ©J xÄPvJijÎ

k´KfKjPhtvjJÎ 

jJAÇ

xJmiJjfJ S kNmt xfTtfJÎ

• A≤JPrKˆKv~Ju uJÄV KcK\\ (ILD)/ KjCPoJjJAKaxÎ 3.7% ßrJVLr yP~ gJPTÇ 

˙J~LnJPm SKxoJrKaKjm ßhS~J mº rJUPf yPm pJPhr (ILD)/ KjCPoJjJAKax yP~PZÇ

• QTC A≤JrnJu ßk´JuÄPVvjÎ ßU~Ju TrPf yPm APuTPasJTJKctSV´Jo FmÄ 

APuTPasJuJAa&xÇ ßpxm ßrJVLPhr Kk´KcxkK\vj yS~Jr KyKˆs IJPZ QTC 

ßk´JuÄPVvj IgmJ A≤JrnJu oJ©J TKoP~ kMjrJ~ Êr∆ TrPf yPm IgmJ ˙J~LnJPm 

SKxoJrKaKjm V´ye mº TrPf yPmÇ

• TJKctSoJP~JkqJKgTÎ 3% ßrJVLr yP~ gJPTÇ uã rJUPf yPm ßul'a ßnK≤sTáuJr 

AP\Tvj l∑JTvj (LVEF)  pJPhr ÂhPrJPVr ^áKT IJPZÇ

• FÍsJP~J KlaJu aKéKxKaÎ FuPnJKjm Ã∆Per ãKf TPrÇ pUj SKxoJrKaKjm ßxmj 

TrPm fUj oKyuJPhr CkpMÜ \jìKjPrJiT mqmyJr TrPf muJ yP~PZÇ ßvw oJ©J 

V´yPer 6 x¬Jy kPr jfáj TPr ßxmj IJr÷ TrPf yPmÇ kMr∆wPhr I∂f 4 oJx 

CkpMÜ \jìKjPrJiT mqmyJr TrPf yPm, ßvw oJ©J V´yPer kPrÇ

• TqJrJaJAKaxÎ TqJrJaJAKaPxr uãe FmÄ CkxVt ßhUJ KhPu ßrJVLPhr IKmuPÍ 

FT\j Yãá KmPvwù Fr TJPZ oNuqJ~Pjr \jq PrlJr TrPf yPmÇ

• APrgoJ oJKælot FmÄ KˆPnjx\jxj KxP¥sJoÎ SKxoJrKaKjm ßxmj mº TrPf 

yPm pKh APrgoJ oJKælott ßo\r  (EMM)   mJ KˆPnjx\jxj KxP¥sJo(SJS)  
xPªy y~ FmÄ KjKÁf yPu ˙J~LnJPm ßxmj mº TrPf yPmÇ

• KTCPaKj~Jx nJÛáuJAKaxÎ KTCPaKj~Jx nJÛáuJAKax xPªy yPu FuPnJKjm ßxmj 

mº ßrPU, CkxVt Kjet~ TrPf yPm FmÄ YotPrJV KmPvwPùr krJovt KjPf yPmÇ pKh 

jJ IjqJjq uãe KYK¤f TrJ ßpPf jJ kJPr, fJyPu ˙J~LnJPm ßxmj mº TrPf yPmÇ

kJvõtk´KfKâ~JÎ 

xmt\jLj kJvõtk´KfKâ~J (≥20%) èPuJ yu, ChrJo~, láxTáKz, ÊÏ fôT, jPU KmwKâ~J 

ßˆJoJaJAKax, ImxJh FmÄ ãáiJ TPo pJ~Ç

KmPvw \jPVJÔLr Ckr k´P~JVÎ

SKxoJrKaKjm KmPvw \jPVJÔLr ßpoj m~x, Kuñ, S\j, FumMKoj oJ©J, iNokJj, KTcjL 

ßrJVL, pTí& ßrJVLPhr Ckr k´P~JPV ßTJj k´TJr KTîKjTqJu Kmr‡k k´KfKâ~J kKruKãf 

y~KjÇ 

VnJtm˙J~Î 

SKxoJrKaKjr VnJtm˙J~ ßxmPjr lPu Ã‡Per ãKf yPf kJPrÇ Vntm˙J~ oKyuJPhr 

SKxoJrKaKjm mqmyJPrr ßTJj fgq kJS~J pJ~KjÇ

˜jqhJjTJuLjÎ 

SKxoJrKaKjm ßxmPjr lPu KvÊPhr Ckr, oJP~r FmÄ oJfíhMê C&kJhPjr ßTJj k´TJr 

k´nJm kPr KTjJ F irPjr fgq kJS~J pJ~KjÇ 

VntKjPrJiTJuLjÎ

oKyuJÎ 

SKxoJrKaKjm KhP~ KYKT&xJr xo~ oKyuJPhr SKxoJrKaKjm Fr xmtPvw oJ©J ßxmPjr 6 

x¬Jy kr \jì KjPrJiT mqmyJr TrPf muJ yPóZÇ

kMr∆wÎ 

SKxoJrKaKjm KhP~ KYKT&xJr xo~ kMr∆wPhr SKxoJrKaKjr Fr xmtPvw oJ©J ßxmPjr 4 

x¬Jy kr ßgPT \jì KjPrJiT mqmyJr TrPf muJ yPóZÇ 

k´\jeTJuLjÎ 

\Lm∂ k´JeLr Ckr krLãJ TPr ßhUJ ßVPZ ßp SKxoJrKaKjm kMr∆w FmÄ oKyuJPhr \jìhJ~T

xo~ k´\jj ãKf xJij TPrÇ

KvÊPhr ßãP©Î 

KjrJk•J S TJptTJKrfJr KhT ßgPT KvÊPhr Ckr SKxoJrKaKjm mqmyJr FUj kpt∂ k´KfKÔf 

y~Kj Ç

m~Û ßrJVLPhr ßãP©Î

m~Pxr KhT ßgPT TJptTJKrfJr ßTJj xJoKV´T kJgtTq ßhUJ pJ~KjÇ ßrJV Kjet~oNuT VPmweJ 

ßhUJ ßVPZ ßp xPmtJóY oJ©Jr ßV´c3 FmÄ ßV´c4 Fr kJvõtk´KfKâ~Jr (32% mjJo 25%) 

FmÄ Wj Wj SKxoJrKaKjPmr oJ©J kKrmPftjr \jq kJvõtk´KfKâ~Jr (13.4% mjJo 9.3%) 

FmÄ WjWj SKxoJrKaKjPmr oJ©J kKrmftPjr \jq kõJvtk´KfKâ~J (13.4% mjJo 7.6%) 

ßhPU pJ~ 65 mZPrr ßmKv m~Û ßrJVLr xJPg 65 mZPrr To ßrJVLPhr xJPg fáujJ TrPuÇ

mOÑL~ ITJptTJKrfJr ßrJVLPhr ßãP©Î

ßTJj oJ©J xojõ~ TrJr krJovt TrJ y~Kj yJ‹J [Kâ~KaKjj KTî~JPrx CLcr) 60-90 
mL/min, TTâla Væ ßogc IjMpJ~L (C-G)], oJ^JKr (CLcr 15-29mL/min)  IgmJ 

fLms (CLcr 15-29mL/min) mOÑL~ ITJptTJKrfJr ßrJVLr ßãP© SKxoJrKaKjm Fr ßTJj 

oJ©J xMkJKrv TrJ y~KjÇ

pTíPfr ITJptTJKrfJr ßrJVLPhr ßãP©Î

fLms oJ©Jr pTíf ITJptTJKrfJ ßrJVLPhr ßãP© SKxoJrKaKjm Fr oJ©J xojõ~ TrJr krJovt 

TrJ y~KjÇ

csJV A≤JPrTvjÎ 

vKÜvJuL (CYP3A) KjPrJiTÎ 

SKxoJrKaKjm Fr xJPg vKÜvJuL (CYP3A)  mJiJ hJjTJrL SwMi kKryJr TrPf yPm, 

oqJTPrJuJAc FK≤mJP~JKaT (ßaKuPgsJoJAKxj) FK≤lJÄVJu (AasJPTJjJP\Ju), FK≤nJArJu 

(KrPaJjJKnr), ßjlJPcJP\j pJ SKxoJrKaKjm Fr käJ\oJ Wjfô mJKzP~ KhPmÇ pKh Ijq ßTJj 

KmT· jJ gJPT fJyPu SKxoJrKaKjPmr kJvõtk´KfKâ~J WKjÔnJPm kptPmãj TrPf yPmÇ

vKÜvJuL (CYP3A) k´mftTÎ 

SKxoJrKaKjm Fr xJPg vKÜvJuL (CYP3A)  k´mftT (KxjJAPaJAj, TJmJtoJK\kJAj, ßx≤ 

ß\J¿ Sra pJ SKxoJrKaKjm Fr käJ\oJ Wjfô TKoP~ ßh~Ç

Ijq SwMPir Ckr k´KfKâ~JÎ 

(CYP3A)  xJmxPasa Fr xJPg SKxoJrKaKjm ßxmj kKryJr TrPf yPm ßpoj, ßmsˆ 

TqJjxJr k´KfPrJiL ßk´JKaj (BLPR)  IgmJ (CYP1A2)  Fr xJPg xÄTLet KYKT&xJr uãe 

xoNy KT∂M xLKof nJPm ßljaJAjJAu, xJAPTîJxPkJKrj, KTCKjKcj, IJrPVJa FuTJuP~c, 

KljJAPaJAj, TJmtoJK\kJAj, SKxoJrKaKjm Fr käJ\oJ Wjfô mJzJ~ IgmJ ToJ~Ç

xÄrãeÎ 

30
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 ßxuKx~Jx fJkoJ©Jr Ckr xÄrãe TrJ  ßgPT  Kmrf  gJTáj, IJPuJ S  IJhstfJ ßgPT 

hNPr rJUMjÇ xm irPjr SwMi KvÊPhr jJVJPur mJAPr rJUMjÇ 
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lJotJKxu KuKoPac

Km-34 FmÄ F-69, KmKxT Kv· jVrL

añL, VJ\LkMr-1710, mJÄuJPhv- Fr \jq

ß\jlJr mJÄuJPhv KuKoPac

v´LkMr, VJ\LkMr, mJÄuJPhv TfOtT k´˜áfTíf

FuPnJKjm

TM

SKxoJrKaKjm KoxJAPua IJAFjFj

aJPVta Iñ   kJvõtk´KfKâ~J          oJ©J xÄPvJij

láxláx

ÂhPrJV

IjqJjq

TP†Kˆn yJat ßlAKuCr

ßV´c 3 mJ CóY k´KfTëu k´KfKâ~J

pKh 3 x¬JPyr oPiq  ßV´c 

02 ßf CjúKf y~

pKh 3 x¬JPyr oPiq ßTJj CjúKf 

jJ y~

SKxoJrKaKjm ßxmj mº TrPf yPmÇ

3 x¬Jy kpt∂ SKxoJrKaKjm ßxmj 

mº TrPf yPmÇ

kMjrJ~ 80 KoV´J mJ 40 KoV´J

Êr∆ Tr∆jÇ

SKxoJrKaKjm ßxmj mº TrPf yPmÇ

láxláPxr ßrJV/KjCPoJKj~J SKxoJrKaKjm ßxmj mº TrPf yPmÇ

I∂mtfLtTJuLj hLWtJK~f 500 

KoKu ßxPT¥ Fr ßmKv yPu 

TokPã 2 aJ IJuJhJ ECGs

\Lmj KmkjúTJrL FKrgKo~Jr 

ßãP© I∂mtfLtTJuLj mqmiJj 

hLWJtK~f TrPf yPm

I∂mtfLtTJuLj hLWJtK~f mqmiJjKa 

481 KoKu ßxPT¥ ßgPT To mJ 

ßmxuJAPj kMjr∆≠Jr jJ yS~J kpt∂ 

SKxoJrKaKjmPT mº rJUMj pKh 

ßmxuJAj QTc 481 KoKu ßxPT¥ 

Fr ßYP~ ßmKv mJ xoJj y~ fPm 

40 KoV´J ßcJ\ kMjrJ~ Êr∆ Tr∆jÇ

Km˜JKrf fPgqr \jq AÄPr\L IÄv ßhUMjÇ

TM = ßascoJTt
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Composition:
AlvonibTM  80 mg Tablet: Each film coated tablet contains Osimertinib 
Mesylate INN equivalent to Osimertinib 80 mg.

Clinical Pharmacology:
Osimertinib is kinase inhibitor of the epidermal growth factor receptor 
(EGFR), which binds irreversibly to certain mutant forms of EGFR (T790M, 
L858R, and exon 19 deletion) at approximately 9-fold lower concentrations 
than wild-type. In vitro, Osimertinib also inhibited the activity of HER2, 
HER3, HER4, ACK1, and BLK at clinically relevant concentrations.

Indication:
Osimertinib is a kinase inhibitor that is indicated:

• as adjuvant therapy after tumor resection in adult patients with 
non-small cell lung cancer (NSCLC) whose tumors have epidermal  
growth factor receptor (EGFR) exon 19 deletions or exon 21 L858R  
mutations,  as detected  by  an FDA-approved test.

• the first-line treatment of adult patients with metastatic NSCLC whose 
tumors have EGFR exon 19 deletions or exon 21 L858R mutations, 
as detected by an FDA-approved test.

• the treatment of adult patients with metastatic EGFR T790M  
mutation-positive NSCLC, as  detected  by  an  FDA-approved  test,  
whose  disease  has progressed on or after EGFR TKI therapy.

Dosage and Administration:
The recommended dose of Osimertinib is 80 mg tablet once a day until 
disease progression or unacceptable toxicity. Osimertinib can be taken with 
or without food. If a dose of Osimertinib is missed, do not make up the 
missed dose and take the next dose as scheduled.
Disperse tablet in 60 mL (2 ounces) of non-carbonated water only. Stir until 
tablet is dispersed into small pieces (the tablet will not completely dissolve) 
and swallow immediately. Do not crush, heat, or ultrasonicate during 
preparation. Rinse the container with 120 mL to 240 mL (4 to 8 ounces) of 
water and immediately drink.
If administration via nasogastric tube is required, disperse the tablet as 
above in 15 mL of non-carbonated water, and then use an additional 15 mL 
of water to transfer any residues to the syringe.

Dose Modification:

    

Contraindication:
None

Warning and Precaution:
• Interstitial Lung Disease (ILD)/Pneumonitis: Occurred in 3.7% of 

patients. Permanently discontinue Osimertinib in patients diagnosed 
with ILD/Pneumonitis.)

• QTc Interval Prolongation: Monitor electrocardiograms and 
electrolytes in patients who have a history or predisposition for QTc 
prolongation, or those who are taking medications that are known to 
prolong the QTc interval. Withhold then restart at a reduced dose or 
permanently discontinue Osimertinib.

• Cardiomyopathy: Occurred in 3% of patients. Monitor left ventricular 
ejection fraction (LVEF)   in  patients  with cardiac risk factors.

• Embryo-Fetal Toxicity: Osimertinib can cause fetal harm. Advise 
females of potential risk to the fetus and to use effective 
contraception during treatment with Osimertinib and for 6 weeks after 
final dose. Advise males to use effective contraception for 4 months, 
after the last dose of Osimertinib.

• Keratitis: Promptly  refer  patients  with  signs  and  symptoms  of  
keratitis to an ophthalmologist for evaluation.

• Erythema  Multiforme  and  Stevens-Johnson  Syndrome: Withhold 
Osimertinib if  erythema  multiforme  major  (EMM)  or  
Stevens-Johnson syndrome  (SJS)  is  suspected and permanently 
discontinue if confirmed.

•   Cutaneous Vasculitis: Withhold Osimertinib if cutaneous vasculitis is 
suspected, evaluate for systemic involvement, and consider 
dermatology consultation. If no  other  etiology  can  be  identified,  
consider  permanent  discontinuation  based  on severity.

AlvonibTM

Manufactured for
Pharmacil Limited
B-34 & A-69, BSCIC Industrial Estate
Tongi, Gazipur-1710, Bangladesh
by Jenphar Bangladesh Limited
Sreepur, Gazipur, Bangladesh
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Side Effect:
Most common adverse reactions (≥20%) were diarrhea, rash, dry skin, nail 
toxicity, stomatitis, fatigue and decreased appetite.

Use In Special Population:
Pregnancy:
Osimertinib can cause fetal harm when administered to a pregnant woman. 
There are no available data on Osimertinib use in pregnant women.
Lactation:
There are no data on the presence of Osimertinib in human milk, the effects 
of Osimertinib on the breastfed infant or on milk production.
Contraception:
Females: 
Advise females of reproductive potential to use effective contraception 
during treatment with Osimertinib and for 6 weeks after the final dose.
Males: 
Advise male patients with female partners of reproductive potential to use 
effective contraception during and for 4 months following the final dose of 
Osimertinib.
Infertility:
Based on animal studies, Osimertinib may impair fertility in females and 
males of reproductive potential. The effects on female fertility showed a 
trend toward reversibility. It is not known whether the effects on male fertility 
are reversible. 
Pediatric Use:
The safety and effectiveness of Osimertinib in pediatric patients have not 
been established.
Geriatric Use:
No overall differences in effectiveness were observed based on age. 
Exploratory analysis suggest a higher incidence of Grade 3 and 4 adverse 
reactions (32% versus 25%) and more frequent dose modifications for 
adverse reactions (13.4% versus 9.3%) and more frequent dose 
modifications for adverse reactions (13.4% versus 7.6%) in patients 65 
years or older as compared to those younger than 65 years. 
Renal impairment:
No dose adjustment is recommended in patients with mild, [creatinine 
clearance (CLcr) 60-89 mL/min, as estimated by the Cockcroft Gault 
method (C-G)], moderate, (CLcr 30-59 mL/min) or severe (CLcr 15- 29 
mL/min) renal impairment. There is no recommended dose of Osimertinib 
for patients with end-stage renal disease.
Hepatic Impairment:
There is no recommended dose for Osimertinib for patients with severe 
hepatic impairment.

Drug Interaction:
Strong CYP3A Inhibitors:
Avoid concomitant administration of Osimertinib with strong CYP3A 
inhibitors, including macrolide antibiotics (e.g., Telithromycin), antifungals 
(e.g., Itraconazole), antivirals (e.g., Ritonavir), Nefazodone, as concomitant 
use of strong CYP3A inhibitors may increase Osimertinib plasma 
concentrations. If no other alternative exists, monitor patients more closely for 
adverse reactions of Osimertinib.
Strong CYP3A Inducers:
Avoid concomitant administration of Osimertinib with strong CYP3A inducers 
(e.g., Phenytoin, Rifampicin,  Carbamazepine,  St.  John's  Wort)  as  strong  
CYP3A  inducers  may  decrease  Osimertinib plasma concentrations.
Effect on other drugs:
Avoid concomitant administration of Osimertinib with drugs that are sensitive 
substrates of CYP3A, breast cancer resistance protein (BCRP), or CYP1A2 
with narrow therapeutic indices, including but not limited to Fentanyl, 
Cyclosporine, Quinidine, Ergot Alkaloids, Phenytoin, Carbamazepine, as 
Osimertinib may increase or decrease plasma concentrations of these drugs.

Overdose:
No information provided.

Storage:
Do not store above 30o C, protect from light & moisture. Keep out of the reach 
of children.

Packaging:
AlvonibTM  80 mg Tablet: Each box contains 10 Film Coated Tablets and one 
packet silica gel in a HDPE container.

Osimertinib Mesylate INN

Target
Organ

Pulmonary

Cardiac

Other

   Adverse Reaction                 Dose Modification

Interstitial lung disease 
(ILD) / Pneumonitis

Permanently discontinue 
Osimertinib.

QTc interval greater than
500 msec on at least 2 
separate ECGs

QTc interval prolongation 
with signs/symptoms of life 
threatening arrhythmia

Symptomatic congestive 
heart failure

Grade 3 or higher adverse 
reaction

If improvement to Grade 
0-2 within 3 weeks
If no improvement within 3 
weeks

Withhold Osimertinib until 
QTc interval is less than 481 
msec or recovery to baseline 
if baseline QTc is greater 
than or equal to 481 msec, 
then resume at 40 mg dose.

Permanently discontinue 
Osimertinib.

Withhold Osimertinib for up to 
3 weeks.

Resume at 80 mg or 40 mg 
daily.
Permanently discontinue 
Osimertinib.
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