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Manufactured by

Opsonin Pharma Limited

Rupatali, Barishal, Bangladesh.

® Registered Trade Mark.

Xinolax®

Duloxetine INN

Description: Duloxetine hydrochloride is a selective 
serotonin and norepinephrine reuptake inhibitor (SSNRI) 
for oral administration. It weakly inhibits dopamine 
reuptake with no significant affinity for histaminergic, 
dopaminergic, cholinergic and adrenergic receptors. It 
normalizes pain thresholds in neuropathic and 
inflammatory pain. The pain inhibitory pathway is 
believed to be a result of potentiation of descending 
inhibitory pain pathways within the central nervous 
system.

Mode of action: Although the exact mechanisms of the 
antidepressant and central pain inhibitory action of 
Duloxetine in humans are unknown, the antidepressant 
and pain inhibitory actions are believed to be related to 
its potentiation of serotonergic and noradrenergic activity 
in the CNS. Preclinical studies have shown that 
duloxetine is a potent inhibitor of neuronal serotonin and 
norepinephrine reuptake and a less potent inhibitor of 
dopamine reuptake. Duloxetine has no significant affinity 
for dopaminergic, adrenergic, cholinergic, histaminergic, 
opioid, glutamate, and GABA receptors in vitro. 
Duloxetine does not inhibit monoamine oxidase (MAO). 
Duloxetineundergoes extensive metabolism, but the 
major circulating metabolites have notbeen shown to 
contribute significantly to the pharmacologic activity of 
duloxetine.

Pharmacokinetics: Duloxetine has an elimination 
half-life of about 12 hours (range 8 to 17 hours) and its 
pharmacokinetics is dose proportional over the 
therapeutic range. Steady-state plasma concentrations 
are typically achieved after 3 days of dosing. Elimination 
of duloxetine is mainly through hepatic metabolism 
involving two P450 isozymes, CYP1A2 and CYP2D6.

Composition: Xinolax® 20 mg DR Capsule: Each 
capsule contains Delayed Release Pellets of Duloxetine 
Hydrochloride INN as Duloxetine 20 mg.
Xinolax® 30 mg DR Capsule: Each capsule contains 
Delayed Release Pellets of Duloxetine Hydrochloride INN 
as Duloxetine 30 mg.
Xinolax® 60 mg DR Capsule: Each capsule contains 
Delayed Release Pellets of Duloxetine Hydrochloride INN 
as Duloxetine 60 mg.

Indications: Major Depressive Disorder, Generalized 
Anxiety Disorder, Diabetic Peripheral Neuropathic Pain, 
Fibromyalgia, Chronic Musculoskeletal Pain.

Dosage & administration: Major Depressive Disorder: 
Duloxetine should be administered at a total dose of 40 
mg/day (given as 20 mg twice daily) to 60 mg/day (given 
either once daily or as 30 mg twice daily). For some 
patients, it may be desirable to start at 30 mg once daily 
for 1 week, to allow patients to adjust to the medication 
before increasing to 60 mg once daily. While a 120 
mg/day dose was shown to be effective, there is no 
evidence that doses greater than 60 mg/day confer any 
additional benefits. It is generally agreed that acute 
episodes of major depression require several months or 
longer of sustained pharmacologic therapy. Maintenance 
of efficacy in MDD was demonstrated with Duloxetine as 
monotherapy. Duloxetine should be administered at a 
total dose of 60 mg once daily. 
Generalised anxiety disorder: For most patients, the 
recommended starting dose for Duloxetine is 60 mg 
administered once daily. For some patients, it may be 
desirable to start at 30 mg once daily for 1 week, to allow 
patients to adjust to the medication before increasing to 
60 mg once daily. While a 120 mg once daily dose was 

shown to be effective, there is no evidence that doses 
greater than 60 mg/day confer additional benefit. 
Nevertheless, if a decision is made to increase the dose 
beyond 60 mg once daily, dose increases should be in 
increments of 30 mg once daily. Maintenance of efficacy 
in GAD was demonstrated with Duloxetine as 
monotherapy. Duloxetine should be administered in a 
dose range of 60-120 mg once daily. 
Diabetic Peripheral Neuropathic Pain: The recommended 
dose for Duloxetine is 60 mg administered once daily. 
Since diabetes is frequently complicated by renal 
disease, a lower starting dose and gradual increase in 
dose should be considered for patients with renal 
impairment. 
Fibromyalgia: The recommended dose for Duloxetine is 
60 mg administered once daily. Treatment should begin 
at 30 mg once daily for 1 week, to allow patients to adjust 
to the medication before increasing to 60 mg once daily. 
Fibromyalgia is recognized as a chronic condition. The 
efficacy of Duloxetine in the management of fibromyalgia 
has been demonstrated in placebo-controlled studies up 
to 3 months. 
Chronic Musculoskeletal Pain: The recommended dose 
for Duloxetine is 60 mg once daily. Dosing may be started 
at 30 mg for one week, to allow patients to adjust to the 
medication before increasing to 60 mg once daily.

Contraindications: Hypersensitivity to the active 
ingredient of the drug, with concomitant use with 
non-selective, irreversible MAOIs, liver diseases, severe 
renal impairment, pregnancy and lactation.

Side effects: Insomnia, nausea, dry mouth, constipation, 
fatigue, anorexia, thirst, anxiety, headache, somnolence, 
tremor, nervousness, vomiting.

Use in pregnancy & lactation: Teratogenic Effects, 
Pregnancy Category C. Patients should be advised to 
notify their physician if they are breast feeding.

Precautions: Duloxetine should ordinarily not be 
prescribed to patients with substantial alcohol use. BP 
should initially prescribed prior to initiating treatment or 
periodically measured throughout the treatment.

Drug interactions: Concomitant use in patients taking 
monoamine oxidase inhibitors (MAOIs) is contraindicated 
due to the risk of serious, sometimes fatal, drug 
interactions with serotonergic drugs. These interactions 
may include hyperthermia, rigidity, myoclonus, autonomic 
instability with possible rapid fluctuations of vital signs, 
and mental status changes that include extreme agitation 
progressing to delirium and coma. These reactions have 
also been reported in patients who have recently 
discontinued serotonin reuptake inhibitors and are then 
started on an MAOI. Some cases presented with features 
resembling neuroleptic malignant syndrome.

Over dosage: In postmarketing experience, fatal 
outcomes have been reported for acute overdoses, 
primarily with mixed overdoses, but also with duloxetine 
only, at doses as low as 1000 mg. Signs and symptoms 
of overdose (duloxetine alone or with mixed drugs) 
included somnolence, coma, serotonin syndrome, 
seizures, syncope, tachycardia, hypotension, 
hypertension, and vomiting.

Storage: Store in a cool (Below 25˚ C temperature) and 
dry place protected from light.

Packaging: Xinolax® 20 mg DR Capsule: Each carton 
contains 10X3 capsules in blister pack.
Xinolax® 30 mg DR Capsule: Each carton contains 
10X2 capsules in blister pack.
Xinolax® 60 mg DR Capsule: Each carton contains 
10X2 capsules in blister pack.

K\PjJuqJé®

cáPuJPéKaj IJAFjFj

Kmmre: cáPuJPéKaj yJAPcsJPTîJrJAc KjKhtÓnJPm KjPhtKvf 
ßxPrJaKjj FmÄ jrFKlPjKl∑j kMj:V´Jx ßrJiL pJ oMPU ßxmjPpJVqÇ 
FKa ßcJkJKoj-Fr kMj:V´Jx IJÄKvTnJPm ßrJi TPr KT∂á 
KyˆJKojJK\tT, ßcJkJKojJK\tT, ßTJPujJK\tT FmÄ FPcsjJK\tT 
KrPx¡r Fr Ckr ßTJj TJpttTJKrfJ k´fL~oJj j~Ç ˚J~MKmT FmÄ 
k´hJy\Kjf mqJgJr fLms oJ©J xJiJrj Im˙J~ KjP~ IJPxÇ iJrjJ 
TrJ y~ ßp, mqgJr xÄPTf ßTªsL~ ˚J~MPf kJbJPjJ mº TrJr 
oJiqPo TJ\ TPr gJPTÇ 

TJptk≠Kf: pKhS cáPuJPéKaj-Fr xKbT TJpt k≠Kf FUj kpt∂ 
I\JjJÇ fmMS iJreJ TrJ y~ ßp, Fr KmwjúfJPrJi FmÄ ˚J~MKmT 
mqgJ ToJPjJr TJ\ ßTªsL~ ˚J~MPf ßxPrJPaJKjjJK\tT FmÄ 
jrFPcsjJK\tT TJptTJKrfJ mOK≠r oJiqPo yP~ gJPTÇ kNPmtr 
KTîKjTqJu fgq ßgPT \JjJ pJ~ ßp, cáPuJPéKaj ˚J~Mr 
ßxPrJPaJKjj FmÄ jrFKlPjKl∑j-Fr kMj:V´JxPT fLmsnJPm ßrJi 
TPr FmÄ IJÄKvTnJPm ßcJkJKojPT ßrJi TPr gJPTÇ 
cáPuJPéKaj-Fr ßcJkJKojJK\tT, FPcsjJK\tT, ßTJPujJK\tT FmÄ 
KyˆJKojJK\tT, IkP~c, VäMaJPoa FmÄ VJmJ KrPx¡r-Fr Ckr 
ßTJj IJxKÜ ßjAÇ cáPuJPéKaj oPjJFoJAj IKéPc\ (oJS) 
Fj\JAo ßT mJiJV´˜ TPr jJÇ cáPuJPéKaj ßmvL oJ©J~ KmkJT 
y~, KT∂á KmkJPTr kr Ck\JfxoNy rPÜ gJTPuS fJr ßTJj 
fJ“kptkNet TJpttTJKrfJ k´fL~oJj j~Ç 

SwMPir Ckr vrLPrr Kâ~J (lJotJPTJTJAPjKaé): 
cáPuJPéKaPjr IitoJ©J vrLr ßgPT 12 W≤Jr oPiq KjVtf yP~ pJ~ 
FmÄ lJotJPTJ TJAPjKaT&x Fr oJ©Jr xJPg xoJjMkJKfTÇ oJ© 3 
W≤Jr oPiq FKa rPÜ xMwo WjoJ©J IK\tf y~Ç oNuf pTOPfr Kk 
450 Fr hMKa xoC“PxYT CYP1A2 FmÄ CYP2D6 ÆJrJ KjKÙ~ 
yS~Jr oJiqPo KjVtf y~Ç

CkJhJj: K\PjJuqJé® 20 KoV´J Kc IJr TqJkxMu: k´KfKa 
KcPuAc KrKu\ KkPua F rP~PZ cáPuJPéKaj yJAPcsJPTîJrJAc 
IJAFjFj cáPuJPéKaj 20 KoV´J KyPxPmÇ  
K\PjJuqJé® 30 KoV´J Kc IJr TqJkxMu: k´KfKa KcPuAc KrKu\ 
KkPua F rP~PZ cáPuJPéKaj yJAPcsJPTîJrJAc IJAFjFj 
cáPuJPéKaj 30 KoV´J KyPxPmÇ  
K\PjJuqJé® 60 KoV´J Kc IJr TqJkxMu: k´KfKa KcPuAc KrKu\ 
KkPua F rP~PZ cáPuJPéKaj yJAPcsJPTîJrJAc IJAFjFj 
cáPuJPéKaj 60 KoV´J KyPxPmÇ  

KjPhtvjJ: KmwjúfJ, xJiJre hMKÁ∂J, cJ~JPmKax \Kjf ˚J~MKmT 
mqgJ, KlPmsJoJ~JuK\~J, fLms oJÄxPkvLr mqgJÇ

oJ©J S k´P~JV: KmweúfJPrJi: F ßãP© kNetJñoJ©J 40 KoV´J/‰hKjT 
(20 KoV´J TPr KhPj 2 mJr) ßgPT 60 KoV´J/‰hKjT (30 KoV´J TPr 
KhPj 2 ßgPT 3 mJr) KTZM ßrJVLr ßãP© 30 KoV´J KhPj FTmJr 1 
x¬Jy pJm“, TJrj krmftL oJ©J 60 KoV´J mOK≠r ßãP© IPjT 
ßãP© 120 KoV´J ‰hKjT TJptTrL y~Ç KT∂á 60 KoV´J Fr CkPr 
oJ©Jr ßãP© ßTJj IKfKrÜ luJlu k´oJKjf y~ jJÇ xJiJre oNu 
KmwjúfJ\Kjf ßrJPVr ßãP© IPjT Khj iPr SwMi YJKuP~ ßpPf 
y~Ç 
hMKÁ∂J\Kjf mqJKi: IPjT ßrJVLr ßãP© FA oJ©J 60 
KoV´J/‰hKjT ÊÀ y~ KTZM ßrJVLr ßãP© AyJ 30 KoV´J/KhPj FTmJr 
FT x¬Jy yP~ gJPTÇ 120 KoV´J ‰hKjT KjPuS èjJèj kKruKãf 
y~ KT∂á KmKnjú krLãJ k´oJj TPr 60 KoV´J ßTJj IKfKrÜ 
luJlu kJS~J pJ~ jJÇ 
cJ~JPmKax\Kjf ˚J~MKmT mqgJ: 60 KoV´J ‰hKjT FTmJr krJovt 
ßhS~J y~Ç cJ~JPmKax ßrJVLr ßãP© mOÑ\Kjf xoxqJ ßhUJ ßh~, 
ßxPãP© To oJ©J~ ÊÀ TPr kPr ßmvL oJ©J~ mOK≠ TrJ pJPmÇ 

KlPmsJoJ~JuK\~J: 60 KoV´J ‰hKjT 1 mJr krJovtt ßh~ y~Ç 
FPãP© ÊÀ TrJ y~ 30 KoV´J ‰hKjT 1 mJr 1 x¬Jy pJm“Ç
pJPf krmftLPf fJ 60 KoV´J kpt∂ mOOK≠ TrJ pJ~Ç Kl∑
PmsJoJ~JuK\~JPT hLWt˙J~L Im˙J KyPxPm KYK€f TrJ y~Ç k´J~ 
hLWt 3 oJx kpt∂ KlPmsJoJ~JuK\~Jr ßãP© cáPuJPéKaj-Fr 
TJptTJKrfJ krLuKãf y~Ç 
fLms oJÄxPkvLr mqgJ: krJovtoJ©J 60 KoV´J ‰hKjTÇ FPãP© ÊÀ 
TrPf y~ 30 KoV´J ‰hKjT FT x¬Jy pJm“, krmftLPf ßrJVLPT 
60 KoV´J ‰hKjT mKitf oJ©J~ xyjvLu TrPf y~Ç

KmÀ≠ mqmyJr (ßpxm ßãP© mqmyJr TrJ pJPm jJ) : FA SwMPir 
ßTJj CkJhJPjr k´Kf IKfxÄPmhjvLufJ, IKjKhtÓ Ik´fqJVJoL 
oJS Fj\JAo, pTíf xoxqJ, fLms KTcKj xoxqJ, VntTJuLj S 
˜jqhJjTJuLj hMê\Jf oJP~Phr ßãP©Ç

kJvõt k´KfKâ~J: IKjhsJ, mKo-mKo nJm, oMU ÊKTP~ pJ~, ImxJh, 
ãáhJoªJ, fíÌJ, oJgJ mqgJ, KUYMKj, mKoÇ 

VntJm˙J S ˜jqhJjTJPu mqmyJr: VntJm˙J~ Kx ßvseLnëÜÇ 
˜jqhJjTJuLj  ßrJVLPhr ßãP© KYKT“xTPT ImKyf TrJ \ÀrLÇ 

xfTtfJ: FuPTJyu ßxmjTJuLj Im˙J~ cáPuJPéKaj ßhS~J 
CKYf j~Ç

Ijq SwMPir xJPg k´KfKâ~J: oPjJFoJAjIKéPc\ 
AjKyKmar-Fr xJPg Fr IJ∂:Kâ~J IfqKiT pJr lPu ßrJVLr 
Im˙J oJrJfôT IJTJr iJre TrPf kJPrÇ FZJzJS 
ßxPrJPaJjJK\tT SwMPir xJPgS ßpxm xoxqJ ßhUJ pJ~ ßpoj 
fJkoJ©J ßmPz pJS~J, ßkvLr hO|fJ, oJjKxT Im˙J IfqKiT 
YrPo YPu pJS~J FojKT oOOfáq yPf kJPrÇ FA uãexoNy G 
ßrJVLr ßãP©S ßhUJ pJ~ pJrJ KTZMKhj kNPmt ßxPrJaKjj kNj:V´Jx 
ßrJiL SwMi mº TPr oJS AjKyKmar ÊÀ TPr gJPTÇ 

oJ©JKiTq: IKfKrÜ oJ©Jr ßãP© ßrJVLr Im˙J oJrJfôT IJTJr 
iJre TrPf kJPrÇ IKfoJ©J~ mqmyJPrr ßãP© ßp xTu 
xoxqJ/uãe ßhUJ pJ~ fJ yPuJ - KjÕrÜYJk, mKo, aqJKTTJKct~J 
AfqJKhÇ

xÄrãe: IJPuJ ßgPT hNPr bJ¥J (25˚ßx. Fr KjPY) S ÊÏ˙JPj 
rJUMjÇ

Ck˙JkjJ: K\PjJuqJé® 20 KoV´J KcIJr TqJkxMu: k´Kf TJatPj 
rP~PZ 10*3 TqJkxMPur KmäÓJr kqJTÇ 
K\PjJuqJé® 30 KoV´J KcIJr TqJkxMu: k´Kf TJatPj rP~PZ 
10*2 TqJkxMPur KmäÓJr kqJTÇ 
K\PjJuqJé® 60 KoV´J KcIJr TqJkxMu: k´Kf TJatPj rP~PZ 
10*2 TqJkxMPur KmäÓJr kqJTÇ


