
ColtinibTM

Upadacitinib Hemihydrate INN

Composition:
ColtinibTM 15 mg Tablet: Each extended-release film coated tablet 
contains Upadacitinib Hemihydrate INN equivalent to Upadacitinib 
15 mg.

Pharmacology:
Upadacitinib is a Janus kinase (JAK) inhibitor. 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. 
Within the signaling pathway, JAKs phosphorylate and activate 
Signal Transducers and Activators of Transcription (STATs) which 
modulate intracellular activity including gene expression. 
Upadacitinib modulates the signaling pathway at the point of JAKs, 
preventing the phosphorylation and activation of STATs.

Indication:
Upadacitinib is a Janus kinase (JAK) inhibitor indicated for the 
treatment of adults with moderate to severe active rheumatoid 
arthritis, ulcerative colitis, Psoriatic Arthritis, Atopic Dermatitis, 
Ankylosing Spondylitis, Non-radiographic Axial Spondyloarthritis 
who have had an inadequate response or intolerance to one or more 
TNF blockers.

Dosage and Administration:
Avoid initiation or interrupt Upadacitinib if absolute lymphocyte count 
is less than 500 cells/mm3, absolute neutrophil count is less than 
1000 cells/mm3 or hemoglobin level is less than 8 g/dL.

Rheumatoid Arthritis, Psoriatic Arthritis, and Ankylosing Spondylitis:
The recommended dosage is 15 mg once daily. 

Atopic Dermatitis:
• Pediatric Patients 12 Years of Age and Older Weighing at 

Least 40 kg and Adults Less Than 65 Years of Age: Initiate 
treatment with 15 mg orally once daily. If an adequate 
response is not achieved, consider increasing the dosage 
to 30 mg orally once daily. 

• Adults 65 Years of Age and Older: Recommended dosage 
is 15 mg once daily.

• Severe Renal Impairment: Recommended dosage is 15 
mg once daily.

Ulcerative Colitis:
• Adults: The recommended induction dosage is 45 mg once 

daily for 8 weeks. The recommended maintenance dosage 
is 15 mg once daily. A maintenance dosage of 30 mg once 
daily may be considered for patients with refractory, severe, 
or extensive disease. Discontinue Upadacitinib if adequate 
therapeutic response is not achieved with the 30 mg 
dosage. Use the lowest effective dosage needed to 
maintain response.

Contraindication:
None.

Warning and Precaution:
• Serious Infections: Avoid use of Upadacitinib in patients 

with active, serious infection, including localized infections.

• Malignancy: Consider the risks and benefits of Upadacitinib  
treatment prior to initiating therapy in patients. with a known  
malignancy.

• Thrombosis: Consider the risks and benefits prior to 
treating patients who may be at increased risk of 
thrombosis. Promptly evaluate patients with symptoms of 
thrombosis and treat appropriately.

• Gastrointestinal Perforations: Use with caution in patients 
who may be at increased risk.

• Laboratory Monitoring: Recommended due to potential 
changes in lymphocytes, neutrophils, hemoglobin, liver 
enzymes and lipids.

• Embryo-Fetal Toxicity: Upadacitinib may cause fetal harm 
based on animal studies. Advise females of reproductive 
potential of the potential risk to a fetus and to use effective 
contraception.

• Vaccinations: Avoid use of Upadacitinib with live vaccines.

• Hepatic Impairment: Upadacitinib is not recommended in 
patients with severe hepatic impairment.

Side Effects:
Adverse reactions (greater than or equal to 1%) are: upper respiratory 
tract infections, nausea, cough, and pyrexia.

Use in Pregnancy and Lactation:
Pregnancy: The limited human data on use of Upadacitinib in 
pregnant women are not sufficient to evaluate a drug-associated risk 
for major birth defects or miscarriage.
Based on animal studies, upadacitinib has the potential to adversely 
affect a developing fetus.

Lactation: Advise not to breastfeed.

Use in Children and Adolescents: The safety and efficacy of 
Upadacitinib in children and adolescents aged 0 to 18 years have not 
yet been established. No data are available.

Drug Interactions:
Strong CYP3A4 Inhibitors: Upadacitinib exposure is increased when 
co-administered with strong CYP3A4 inhibitors (such as 
ketoconazole). Upadacitinib should be used with caution in patients 
receiving chronic treatment with strong CYP3A4 inhibitors.

Strong CYP3A4 Inducers: Upadacitinib exposure is decreased when 
co-administered with strong CYP3A4 3 inducers (such as rifampin), 
which may lead to reduced therapeutic effect of Upadacitinib. 
Coadministration of Upadacitinib with strong CYP3A4 inducers is not 
recommended.

Over Dosage:
Upadacitinib was administered in clinical trials up to doses equivalent 
in daily AUC to 60 mg extended-release once daily. Adverse events 
were comparable to those seen at lower doses and no specific 
toxicities were identified. Approximately 90% of upadacitinib in the 
systemic circulation is eliminated within 24 hours of dosing (within the 
range of doses evaluated in clinical studies). In case of an overdose, 
it is recommended that the patient be monitored for signs and 
symptoms of adverse reactions. Patients who develop adverse 
reactions should receive appropriate treatment.

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

Packaging:
ColtinibTM 15 mg Tablet: Each box contains 10 extended-release film 
coated tablet and one packet silica gel in a HDPE container.

W=209 mm X H= 308 mm
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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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CkJhJj”

ßTJuKaKjm

TM 
15 KoV´J aqJmPua: k´KfKa FéPaP¥c KrKu\ Kluì ßTJPac aqJmPuPa rP~PZ 

CkJcJKxKaKjm ßyKoyJAPcsa @AFjFj pJ CkJcJKxKaKjm 15 KoV´J Fr xofáuqÇ

lJoJtPTJuK\”

CkJcJKxKaKjm FTKa ß\jJx TJAPj\ (\qJT) AjKyKmarÇ \qJT FT irPjr A≤JPxuMuJr 

Fj\JAo pJ xJAPaJTJAj IgmJ ßV´Jg-lqJÖr KrPxP¡JPrr xPñ ßxu ßooPmsPjr 

k´KfKâ~Jr TJrPe ‰frL yS~J xÄPTfèKuPT ßk´re TPr ßxu Fr ßyoJPaJkP~Kxx FmÄ 

AKoCj ßxu Fr ˝JnJKmT Kâ~J xŒJhj TrPf xJyJpq TPrÇ xÄPTf ßk´rPjr iJrJr oPiq 

\qJT KxVjJu asJ¿KcCxJr FmÄ FqJTKaPnar (ˆqJa) ßT lxPlJrJAPua TPr A≤sJPxuMuJr 

TJptâo FmÄ K\j FéPk´vjPT Kj~πe TPrÇ CkJcJKxKaKjm xÄPTf ßk´rPjr iJrJr oPiq 

\qJT ßT Kj~πe TPr ˆqJa Fr lxPlJrJAPuvjPT mº TrJr oJiqPo ßxKaPT KjK‘~ 

TPrÇ 

KjPhtvjJ”

CkJcJKxKaKjm FTKa ß\jJx TJAPj\ AjKyKmar pJ oJ^JKr ßgPT fLms xKâ~ KrCoJaP~c 

@gsJtAKax, @uxJPrKan ßTJuJAKax, ßxJKr~JKaT @gsJtAKax, IqJPaJKkT cJoJtaJAKax, 

FjTJAPuJK\Ä ¸¥JAuJAKax, jj-ßrKcSV´JKlT FKé~Ju ¸¥JAPuJ@gsJtAKax @âJ∂ 

k´J¬m~ÛPhr \jq KjPhtKvf, pJPhr KaFjFl mäTJr Fr Ckr IkpJt¬ xJzJ IgmJ 

IxyjL~fJ @PZÇ

oJ©J S mqmyJrKmKi”

pKh FqJmPxJKuCa KuoPlJxJAa TJC≤ 500 ßxu/KTCKmT KoKuKoaJr, FqJmPxJKuCa 

KjCPasJKlu TJC≤ 1000 ßxu/KTCKmT KoKuKoaJr IgmJ KyPoJPVäJKmj ßuPnu 8 

V´Jo/ßcKxKuaJr Fr ßYP~ To y~, fPm CkJcJKxKaKjm ßxmj ÊÀ TrJ pJPm jJ mJ mº 

rJUPf yPmÇ

KrCoJaP~c @gsJtAKax, ßxJKr~JKaT @gsJtAKax FmÄ FjTJAPuJK\Ä  ¸¥JAuJAKax”

k´˜JKmf ßcJ\ yu 15 KoV´J k´KfKhj FTmJrÇ  

FPaJKkT cJotJaJAKax”

• 12 mZr m~xL KvÊ ßrJVL FmÄ fJr ßmKv m~xL pJPhr S\j TokPã 40 ßTK\ 

FmÄ 65 mZPrr To m~xL k´J¬m~Û ßrJVL: ßoRKUTnJPm 15 KoV´J  KhPj FTmJr 

KhP~ KYKT“xJ ÊÀ TÀjÇ pKh FTKa kpJt¬ k´KfKâ~J IK\tf jJ y~ fPm 

30KoV´J k´KfKhj FTmJr kpt∂ ßcJ\ mJzJPjJr TgJ KmPmYjJ TÀjÇ 

• k´J¬m~Û pJPhr m~x 65 mZr mJ fJr ßmKv: k´˜JKmf ßcJ\ yu 15 KoV´J 

‰hKjT FTmJrÇ 

• èÀfr ßrjJu ‰mTuq: k´˜JKmf ßcJ\ yu 15 KoV´J k´KfKhj FTmJrÇ

@uxJPrKan ßTJuJAKax” 

k´J¬m~ÛPhr: k´˜JKmf A¥JTvj ßcJ\ 45 KoV´J k´KfKhj FTmJr 8 x¬JPyr \jqÇ 

k´˜JKmf rãeJPmãPjr ßcJ\ yu k´KfKhj 15 KoV´J FTmJrÇ ImJiq, èÀfr mJ 

mqJkT ßrJPVr ßãP© ßrJVLPhr \jq k´KfKhj FTmJr 30 KoV´J rãeJPmãe ßcJ\ 

KmPmYjJ TrJ ßpPf kJPrÇ CkJcJKxKaKjm mº TÀj pKh 30 KoV´J ßcJ\ KhP~ kpJt¬ 

ßgrJKkCKaT k´KfKâ~J IK\tf jJ y~Ç k´KfKâ~J m\J~ rJUJr \jq k´P~J\jL~ xmtKjoú 

TJptTr ßcJ\ mqmyJr TÀjÇ 

k´KfKjPhtvjJ” 

ßjAÇ 

xfTtfJ”  

• fLms xÄâoe: CkJcJKxKaKjm fLms xKâ~ xÄâoe FmÄ ˙JjL~ xÄâoe gJTJTJKuj  

xoP~ ßxmj TrJ pJPm jJÇ

• oqJKuVPjK¿: oqJKuVPj≤ ßrJVLPhr ßãP© CkJcJKxKaKjm ÆJrJ KYKT“xJ @r÷  

TrJr kNPmt fJr ^áÅKT FmÄ xMKmiJèPuJ KmPmYjJ TPr KjPf yPmÇ

• rÜjJuLPf rÜ \oJa mÅJiJ: ßpxm ßrJVLPhr rÜjJuLPf rÜ \oJa yS~Jr k´mefJ  

rP~PZ, fJPhr ßãP© CkJcJKxKaKjm ÆJrJ KYKT“xJ @r÷ TrJr kNPmt ^áÅKT FmÄ  

xMKmiJèPuJ KmPmYjJ TPr KjPf yPmÇ ßpxm ßrJVLPhr ßgsJ’Kxx Fr CkxVt rP~PZ,  

fJPhr hs∆f KYK¤f TPr xKbT KYKT“xJ k´hJj TrPf yPmÇ

•  VqJPˆsJAP≤ˆJAPj KZhs: ßpxm ßrJVLPhr fLms ^áÅKT rP~PZ, fJPhr ßãP© xfTtfJ  

Imu’j TPr mqmyJr TrPf yPmÇ

•  krLãJ S kptPmãe: KuPœJxJAa, KjCPasJKlu, KyPoJPVäJKmj, pTíPfr 

Fj\JAo FmÄ KuKkc Fr oJ©J kKrmftj yS~Jr k´mefJr TJrPe krLãJ S 

kptPmãe KjPhtKvfÇ

• Ã‡eãKfTJrT kJvõtk´KfKâ~J: IjqJjq k´JeLPf YJuJPjJ VPmweJ~ ßhUJ KVP~PZ Ã‡Pe 

CkJcJKxKaKjPmr ãKfTJrT k´nJm rP~PZÇ ßp xTu ßoP~Phr k´\jj x÷mjJ 

rP~PZ, fJPhr Ã‡e ãKfTJrT kJvõtk´KfKâ~J x’Pºq ImVf TrPf yPm, FmÄ 

VntKjPrJik∫J Imu’j TrPf yPmÇ 

• nqJKéPjvj: uJAn nqJKéPjr xPñ CkJcJKxKaKjm ßxmj ßgPT Kmrf gJTPf yPmÇ

• pTíPfr ITJptTJKrfJTJPu: pTíPfr fLms ITJptTJKrfJr ßãP© CkJcJKxKaKjm 

KjPhtKvf j~Ç

kJvõtk´KfKâ~J”

kJvõtk´KfKâ~J (1% mJ fJr ßmKv): Có võJxjJuLr xÄâoe, mKonJm, TJKv FmÄ vrLPrr 

fJkoJ©J mOK≠ yS~JÇ 

VnJtm˙J~ S ˜jqhJjTJuLj xoP~ mqmyJr” 

VnJtm˙J~: VntmfL oKyuJPhr ßãP© CkJcJKxKaKjm mqmyJPrr oJjm cJaJ xLKof yS~J~, 

VntmfL oKyuJPhr VntkJf IgmJ  mz \jìVf ©∆Ka \Kjf ^áÅKT oNuqJ~Pjr \jq AyJ kpJt¬ 

j~Ç k´JjL IiqJ~Pjr ßãP© ßhUJ ßVPZ ßp, CkJcJKxKaKjm KmTJvoJj Ã‡Per Ckr Kmr‡k 

k´nJm ßluPf kJPrÇ

˜jqhJjTJuLj xoP~: ˜jqhJj ßgPT Kmrf gJTPf muJ yP~PZÇ

KvÊ S KTPvJrPhr ßãP© mqmyJr: 0 ßgPT 18 mZPrr Ik´J¬m~ÛPhr ßãP© 

CkJcJKxKaKjm Fr KjrJk•J FmÄ TJptTJKrfJ k´oJKef y~KjÇ

IjqJjq HwPir xJPg k´KfKâ~J”

fLms CYP3A4 AjKyKmar : fLms CYP3A4 AjKyKmar (ßpoj- KTPaJPTJjJ\u) Fr 

xPñ CkJcJKxKaKjm ßpRgnJPm ßxmj TrPu CkJcJKxKaKjPmr oJ©J ßmPz pJ~Ç ßp xm 

ßrJVLrJ fLms CYP3A4 AjKyKmar k´KfKj~f ßxmj TPr gJPTj, fJPhr ßãP© 

CkJcJKxKaKjm xfTtfJr xJPg ßxmj TrPf yPmÇ

fLms CYP3A4 AK¥CxJr: fLms CYP3A4 AK¥CxJr (ßpoj- KrlJKŒj) Fr xPñ 

CkJcJKxKaKjm ßpRgnJPm ßxmj TrPu CkJcJKxKaKjPmr oJ©J TPo pJ~, pJr lPu 

CkJcJKxKaKjm Fr TJptTJKrfJ TPo pJ~Ç CkJcJKxKaKjm Fr xJPg fLms CYP3A4 

AK¥CxJr ßxmj TrJ ßgPT Kmrf gJTájÇ

oJ©JKiTq  k´P~JV”

KTîKjTJu asJ~JuèPuJPf CkJcJKxKaKjm FéPaP¥c-KrKu\ aqJmPua ‰hKjT FACKx ßf 

60 KoV´J FTmJr TPr k´hJj TrJ yP~KZuÇ To oJ©J~ k´hJPjr lPu kJvõtk´KfKâ~J 

WajJèPuJ fáujL~ KZu FmÄ ßTJPjJ KjKhtÓ KmwJÜfJ xjJÜ TrJ pJ~KjÇ xÄmyjfPπr k´J~ 

90 vfJÄv CkJcJKxKaKjm, ßcJ\ ßhS~Jr 24 W≤Jr (KTîKjTJu ˆJKcPf oNuqJ~Pjr 

kKroJPer oPiq) oPiq KjÏJKvf y~Ç IKfKrÜ oJ©Jr ßãP©, ßrJVLr Kmr‡k k´KfKâ~Jr 

uãe S uãeèKur \jq kptPmãe TrJ mJüjL~Ç Kmr‡k k´KfKâ~J ßhUJ ßh~ Foj 

ßrJVLPhr CkpMÜ KYKT“xJ ßjS~J CKYfÇ

xÄrãe”

30° ßxuKx~Jx fJkoJ©Jr CkPr xÄrãe TrJ ßgPT Kmrf gJTáj, @PuJ S IJhstfJ ßgPT 

hNPr rJUMjÇ xm irPjr SwMi KvÊPhr jJVJPur mJAPr rJUMjÇ

xrmrJy”

ßTJuKaKjm

TM 
15 KoV´J aqJmPua: k´KfKa mJPé @PZ 10Ka FéPaP¥c KrKu\ Kluì 

ßTJPac aqJmPua FmÄ FT kqJPTa KxKuTJ ß\u xy FTKa FAYKcKkA TP≤AjJrÇ

W=209 mm X H= 308 mm

TM = ßascoJTt

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 TftOT k´˜áfTíf
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CkJcJKxKaKjm ßyKoyJAPcsa @AFjFj

Km˜JKrf fPgqr \jq AÄPr\L IÄv ßhUMj


