
Xelnib®

Tofacitinib INN

Description

Tofacitinib is a Janus Kinase (JAK) inhibitor used in 
the treatment of moderate to severe active 
rheumatoid arthritis.

Mode of action

It is an inhibitor of Janus Kinase (JAK). JAKs are 
intracellular enzymes which transmit signals arising 
from cytokine or growth factor-receptor interactions on 
the cellular membrane to influence cellular processes 
of hematopoiesis and immune cell function. Tofacitinib 
modulates the signaling pathway of cytokine at the 
point of JAKs, preventing the phosphorylation and 
activation of Signal Transducers and Activators of 
Transcription (STATs) which inhibits gene expression 
and cytokine production.

Pharmacokinetics

The absolute bioavailability of Tofacitinib is 70%. 
Clearance mechanism for Tofacitinib are 
approximately 70% hepatic metabolism and 30% 
renal excretion of the parent drug. The metabolism of 
Tofacitinib is primarily mediated by CYP3A4 with 
minor contribution from CYP2C19.

Composition

Xelnib® 5 mg Tablet: Each film coated tablet contains 
Tofacitinib Citrate INN 8.075 mg equivalent to 
Tofacitinib 5 mg.
Xelnib® 11 mg XR Tablet: Each extended release 
tablet contains Tofacitinib Citrate INN 17.765 mg 
equivalent to Tofacitinib 11 mg.
Xelnib® 100 ml Oral Solution: Each 5 ml Oral 
Solution contains Tofacitinib Citrate INN 8.075 mg 
equivalent to Tofacitinib 5 mg.

Indications

Tofacitinib is indicated for the treatment of adult 
patients with moderate to severe active rheumatoid 
arthritis who have an inadequate response or 
intolerance to Methotrexate. It may be used as 
monotherapy or in combination with Methotrexate or 
other nonbiologic disease-modifying antirheumatic 
drugs (DMARDs).

Dosage & administration

Tablet: 
• Recommended dose of Tofacitinib is 11 mg XR once 
daily or 5 mg twice daily.
• Recommended dose in patients with moderate and 
severe renal impairment and moderate hepatic 
impairment is Tofacitinib 5 mg once daily.
• Use of Tofacitinib in patients with severe hepatic 
impairment is not recommended.
Oral Solution: Can be given from 2 years of age.

Contraindications

Hypersensitibity to Tofacitinib or any other ingredients 
of this product. 

Side effects

The most commonly reported side effects are upper 
respiratory tract infections, headache, diarrhea and 
nasopharyngitis.

Use in pregnancy & lactation

There are no adequate and well-controlled studies in 
pregnant women. Tofacitinib should be used during 
pregnancy only if the potential benefit justifies the 
potential risk to the fetus.
It is not known whether Tofacitinib is excreted in 
human milk. Precaution should be taken before taking 
Tofacitinib in lactating mother.

Precautions

Tofacitinib should not be administered in patients with 
an active infection, including localized infections. The 
risks and benefits of treatment should be considered 
prior to initiating Tofacitinib in patients with previous 
history or risk of tuberculosis or serious infections. 
Tofacitinib should not be initiated in patients with a 
lymphocyte count less than 500 cells/mm3, an 
absolute neutrophil count (ANC) less than 1000 
cells/mm3 or who have hemoglobin levels less than  9 
gm/dL. Live vaccines should not be given 
concurrently with Tofacitinib.

Drug interactions

Potent inhibitors of Cytochrome P450 3A4 (CYP3A4) 
(e.g. Ketoconazole): recommended dose is Tofacitinib 
5 mg once daily; One or more concomitant 
medications that result in both moderate inhibition of 
CYP3A4 and potent inhibition of CYP2C19 (e.g. 
fluconazole): recommended dose is Tofacitinib 5 mg 
once daily; Potent CYP3A4 inducers (e.g.Rifampin): 
may result in loss of or reduced clinical response; 
Concomitant use with potent immunosuppressant 
(e.g azathioprine, cyclosporine) is not recommended.   

Overdosage

There are not enough available evidence of Tofacitinib 
overdose.

Storage

Keep out of the reach of children. Store in a dry place, 
below 25˚C temperature and protected from light.

Packaging

Xelnib® 5 mg Tablet: Each carton contains 10X1 
tablets in alu-alu blister pack.
Xelnib® 11 mg XR Tablet: Each carton contains 
10X1 tablets in alu-alu blister pack.
Xelnib® 100 ml Oral Solution: Each bottle 

contains 100 ml oral solution.

ß\uKjm 

®

ßaJlJKxKaKjm IJAFjFj 

Kmmre
ßaJlJKxKaKjm FTKa ß\jJx TJAPjx (JAK) k´KfPrJiL pJ oJ^JKr ßgPT 
fLms xKâ~ KrCoJaP~c IJgstJAKax Fr KYKT“xJ~ mqmÂf y~Ç

TJptk≠Kf
ßaJlJKxKaKjm FTKa ß\jJx TJAPjx (JAK) k´KfPrJiLÇ JAKs yPò 
IJ∂:PTJwL~ Fj\JAo pJ ßTJwL~ khtJ~ ßV´Jg-lqJÖr KrPx¡r           
A≤JPrTvj IgmJ xJAPaJTJAj yPf C“kjú xÄPTf k´mJy TPr pJ~ 
lPu ßyoJPaJkP~Kxx Fr ßTJwL~ TJptâo FmÄ ßTJwL~ ßrJV k´KfPrJiL 
TJptâo k´nJKmf y~Ç ßaJlJKxKaKjm ß\jJx TJAPjx-F xJAPaJTJAj 
Fr KxVjJKuÄ kgPT Kj~πe TPr pJ lxPlJrJAPuvj, KxVjJu 
asJ¿KcCxJr Gi mwµqKiY Ges asJ¿Kâkvj (STATs) Fr xKâ~K 
ˆZwi mJÅiJMÖ ’̄ K‡i, djkÖæwZ‡Z K\j FéPk´vj FmÄ xJAPaJTJAj Fr 
C“kJhjPT mJÅiJ k´hJj TPrÇ

SwMPir Ckr vrLPrr Kâ~J (lJotJPTJTJAPjKaé)
ßaJlJKxKaKjm V´yPjr kr 70% rPÜ ßvJKwf y~Ç ßaJlJKxKaKjm 
pTíPfr oJiqPo 70% kKrkJT y~ FmÄ 30% oNP©r oJiqPo 
IkKrmKftf Im˙J~ vrLr ßgPT ßmr yP~ hvqÇ k´JgKoT nJPm 
ßaJlJKxKaKjm CYP3A4 Fr oJiqPo FmÄ  ¯̂· kKroJPj CYP2C19 

Fr oJiqPo kKrkJT y~Ç

CkJhJj
ß\uKjm® 5 KoV´J aqJmPua: k´KfKa Kluì ßTJPac aqJmPua-F IJPZ 
ßaJlJKxKaKjm xJAPasa IJAFjFj 8.075 KoV´J pJ ßaJlJKxKaKjm 5 KoV´J 
Fr xofáuqÇ
ß\uKjm® 11 KoV´J FéIJr aqJmPua: k´KfKa FéPajPcc KrKu\ 
aqJmPua-F IJPZ ßaJlJKxKaKjm xJAPasa IJAFjFj 17.765 KoV´J pJ 
ßaJlJKxKaKjm 11 KoV´J Fr xofáuqÇ
ß\uKjm® 100 KoKu SrJu xKuCvj: k´Kf 5 KoKuPf IJPZ 
ßaJlJKxKaKjm xJAPasa IJAFjFj 8.075 KoV´J pJ ßaJlJKxKaKjm 5 KoV´J 
Fr xofáuqÇ

KjPhtvjJ
ßaJlJKxKaKjm k´J¬m~Û ßrJVLr ßãP© fLms xKâ~ KrCoJaP~c IJg©sJAKax 
Fr KYKT“xJ~ KjPhtKvf, hv‡`i †ÿ‡Î KoPgJPasPéPar k´Kf IxyjvLufJ mJ 
xJzJ To kJS~J pJ~Ç KoPgJPasPéa mJ IjqJjq jjmJP~JuK\T KcK\\ 
oKclJAÄ FK≤KrCoJaP~c SwMi (KcFoFIJrKc) Fr xJPg FTT nJPm ev 
hyM¥fv‡e FA SwMi KjPhtKvfÇ

oJ©J S k´P~JV
U¨ve‡jU:

 KjPhtKvf oJ©J 11 KoV´J FéIJr QhKjT 1 mJr IgmJ 5 KoV´J QhKjT 2 
mJrÇ
 ßp xTu ßrJVLr oJ^JKr ßgPT fLms oN©jJuLr xoxqJ FmÄ oJ^JKr 
pTíPfr xoxqJ rP~PZ fJPhr ßãP© 5 KoV´J ‰hKjT 1 mJr KjPhtKvfÇ
 ßp xTu ßrJVLr fLms pTíPfr xoxqJ IJPZ fJPhr ßãP© KjPhtKvf j~Ç
Iivj mwjDkb: 2 mZr m~x yPf mqmyJr TrJ pJ~Ç

KmÀ≠ mqmyJr (ßpxm ßãP© mqmyJr TrJ pJPm jJ)
ßaJlJKxKaKjm IgmJ Fr ßTJj CkJhJPjr k´Kf IKfxÄPmhjvLufJr ßãP© 
k´KfKjPhtKvfÇ

kJvõtk´KfKâ~J
xJiJrjf kJvõtk´KfKâ~Jr oPiq rP~PZ võJxjJuLr xÄâoj, oJgJmqgJ, 
cJ~Kr~J FmÄ jqJPxJlqJKrj\JAKaxÇ

VntJm˙J S ˜jqhJjTJPu mqmyJr
VntmfL oJP~Phr Ckr F KmwP~ ßTJj xMKjKhtÓ VPmweJ TrJ y~KjÇ fJA 
VntJm˙J~ ßaJlJKxKaKjm ÊiM fUjA ßh~J pJPm pUj Fr CkTJKrfJ ^ÅMKTr 
fáujJ~ IPjT ßmvL yPmÇ
ßaJlJKxKaKjm oJfíhMPê Kj”xOf y~ KTjJ fJ \JjJ pJ~KjÇ ˜jqhJjTJrL 
oJP~Phr FA SwMi k´P~JPVr ßãP© xfTtfJ Imu’j TrJ CKYfÇ 

xfTtfJ
ßp xTu ßrJVLr  ˙JjL~ xÄâoexy xKâ~ xÄâoe IJPZ fJPhr ßãP© 
ßaJlJKxKaKjm mqmyJr TrJ CKY“ j~Ç ßp xTu ßrJVLr pãJ S oJrJfìT 
xÄâoe wQj mJ yS~Jr ^MÅKT IJPZ fJPhr ßãP© ßaJlJKxKaKjm mqmyJr 
Êr∆ TrJr kNPmt ^MÅKT S DcKvwiZvi oJ©J KmPmYjJ TrPf yPmÇ pJPhr 
KuPœJxJAa TJC≤ 500 ßTJw/KoKo3, KjCPasJKlu TJC≤ 1000 
ßTJw/KoKo3 IgmJ KyPoJPVäJKmj Fr oJ©J 9 V´Jg/PcKx KuaJr Fr To 
fJPhr ßãP© ßaJlJKxKaKjm mqmyJr TrJ CKY“ j~Ç ßaJlJKxKaKjm Fr 
xJPg xKâ~ nqJTKxj Fr pMVk“ mqmyJr CKY“ j~Ç
 
Ijq SwMPir xJPg k´KfKâ~J
xJAPaJPâJo P450 3A4 (CYP3A4) (ßpoj: KTPaJPTJjJ\u) 
FmÄ (CYP2C19) (ßpoj: lîáPTJjJ\u) Fr vKÜvJuL mJiJhJjTJrL: 
KjPhtKvf oJ©J 5 KoV´J ‰hKjT 1 mJrÇ GK ev GKvwaK gvSvix 
CYP3A4 Ges vKÜvJuL CYP2C19  (†hgb: d¬z‡KvbvRj) 
evav`vbKvix Gi †ÿ‡Î wb‡`©wkZ gvÎv 5 wgMÖv ˆ`wbK 1 evi| 
CYP3A4 Gi kw³kvjx k´nJmT (ßpoj- KrlJoKkj) Fr ßãP© 
KTîKjTJu luJlu TPo ßpPf kJPr mJ kJS~J jJ ßpPf kJPrÇ vKÜvJuL 
ßrJVk´KfPrJi ãofJPrJiL SwMi (ßpoj- F\JKgSKk´j, xJAPTîJxPkJKrj) 
Fr xJPg pMVk“ mqmyJr TrJ pJPm jJÇ

oJ©JKiTq
ßaJlJKxKaKjm Fr ßãP© oJ©JKiPTqr ßfoj ßTJj k´oJe kJS~J pJ~KjÇ

xÄrãe 
KvÊPhr jJVJPur mJAPr rJUMjÇ IJPuJ ßgPT hNPr, 25˚ßx. fJkoJ©Jr 
KjPY FmÄ ÊÏ˙JPj rJUMjÇ

Ck˙JkjJ

ß\uKjm® 5 KoVsJ aqJmPua: k´Kf TJatPj FqJuM-FqJuM weø÷vi kqJPT 
IJPZ 10*1 aqJmPuaÇ
ß\uKjm® 11 KoVsJ FéIJr aqJmPua: k´Kf TJatPj FqJuM-FqJuM 
weø÷vi kqJPT IJPZ 10*1 aqJmPuaÇ
ß\uKjm® 100 KoKu SrJu xKuCvj: k´Kf ßmJfPu rP~PZ 100 KoKu 
SrJu xKuCvjÇ
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Manufactured by

Opsonin Pharma Limited

Rupatali, Barishal, Bangladesh.

® Registered Trade Mark.

Body weight (Kg) Dose regimen

10 - 20

20 - 40

3.2 ml of oral solution twice daily

4 ml of oral solution twice daily

10-20 3.2 wgwj Iivj mwjDkb w`‡b 2 evi

4 wgwj Iivj mwjDkb w`‡b 2 evi

 IRb (†KwR) gvÎv

20-40


