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Presentation
Duloxen®20: Each enteric coated delayed release tablet contains Duloxetine Hydrochloride BP equivalent to Duloxetine 20 mg. m
Duloxen®30: Each enteric coated delayed release tablet contains Duloxetine Hydrochloride BP equivalent to Duloxetine 30 mg. GECHT © 20: &fSlt @aGRE @ItT rase e Gres AR Tt 3EERIes &+ O geeaoT 20 frar, «3 sTreer |
Duloxen®60: Each enteric coated delayed release tablet contains Duloxetine Hydrochloride BP equivalent to Duloxetine 60 mg. T @ wo: &ifSfs uFBR @FIHT fGregw fferer SIRTAC A0ATE AT TRGIHHITT [P A GEHGT wo A, @7 FAge |
= Description T Cvo: elfss «Bie @ItE ez [t Siwes e gy 23wz [ A geesy vo firal, 3 ey |
rm— Duloxen (Duloxetine Hydrochloride) is a selective serotonin and norepinephrine reuptake inhibitor (SSNRI) for oral __ Rt
rem— adm|n|§trat|9n. Duloxet.lne is g Iesls p(?temllnhlblltor o.fvdopamlne reuptake. Duloxetine hgs np S|gn|f|can.t affinity for ——— T (W%“ W) roin T GRY Prreebe EEBiT 9 TafHEEEy fensns 39=<ee («ﬂmﬂmﬂWﬁ)l
rem— dopaminergic, adrenergic, cholinergic, histaminergic, opioid, glutamate, and GABA receptors in vitro. Duloxetine does NOt w3 W“ a3 T AT OieRE ReeGS SRR | W 0T AT, v, e, for e
inhibi i i ini i idei iminati ine s e— R R | 5 5 5 s
|nh|.bn monoamine ox.ldase (MA.O)A Orally administered Duloxetine hydrochloride is well absorbed. Elimination of Duloxetine is G P, 1 Rrafia (1) RErDT 97 afs STSE! @F g S IR | TR SRICSS T Gt T |
mainly through hepatic metabolism. —
— e — O O GG ZIZGICPINZC STl (< 2 | Gereabey @ Foseriey i Tgpte fsiitaser Aoy 2 |
——|ndications and uses pu— ket @
I Duloxetine is a serotonin and norepinephrine reuptake inhibitor (SNRI) indicated for Major Depressive Disorder (MDD), VRS _ -
BN Generalized Anxiety Disorder (GAD), Diabetic Peripheral Neuropathic Pain (DPNP), Fibromyalgia and Chronic 1‘%‘? o FW’ 7 s fomeeE (“"“g-%-ﬁg-)’ TGRS mm\sﬁaﬁﬁ ﬁ*’{;@?fﬁ (foafe.), wrmcafoe cofirarer fewenfas
Musculoskeletal Pain. (f Pt for), wrRagramar=fEm @3 & ol T ol ST |
Dosage and administration G T e Ry
Indication Starting Dose | Target Dose Maximum Dose oy & 5
8 A, e fofee: ., I, 9
Acute: 40 mg/day (20 mg twice daily) to «x & %, ° ? o 80 fraflfr (20 far. = &
MDD 40mg/day to 60 mg/day (once daily or as 30 mg | 120mg/day QT vo WAL/ | e w3 79) 20S o frall. /e (0o el aea | S0 fal.
60mg/day twice daily); Maintenance: 60 mg/day R 2 A1) TR Tl o A/
GAD 60 mg/day 60 mg/day (once daily) 120 mg/day
DPNP 60 mg/day 60 mg/day (once daily) 60 mg/day fa.afe. vo . fm vo fir.alr. /i (ﬁTG{ GFT) S0 frar
Fibromyalgia 30 mg/day 60 mg/day (once daily) 60 mg/day fo.for.qm.for vo f.ar/faw vo il form (e «aaiw) vo fral. /=
Chronic Musculoskeletal Pain| 30 mg/day 60 mg/day (once daily) 60 mg/day
FRERESET o fir.alr. /e vo frall form (e «aarw) vo fralr. e
Somg patients mgy ber.lefit from starting at 30 mg once daily. There is no evidence that doses greater than 60 mg/day ct.Jnfers G TP o Al /w wo Tl /e (ﬁTG{ Eeaic)) vo . ffas
additional benefit, while some adverse reactions were observed to be dose-dependent. A gradual dose reduction is THEABI T3
recommended to avoid discontinuation symptoms.
Use in pediatric population: ! R @ vo WAl Tam T T TAFS I AT | Yo fal. /e T@m @ IRTE @R SoFe 6T (I e ~hewt FAf
Safety and efficacy in pediatric patients have not been established. Wﬁﬁi i eifefema 20 A | T4 TR Sfefar ST e W W0 V@l ST e |
Use in pregnancy and lactation
Pregnancy: Pregnancy Category C. There are no adequate and well-controlled studies in pregnant women; therefore, T;mu TRET ,{" -
Duloxetine should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus. T (0 il @ faterer afefye zaf |
Labor and Delivery: The effect of Duloxetine on labor and delivery in humans is unknown. Duloxetine should be used during ﬂwve BRI PR
labor and delivery only if the potential benefit justifies the potential risk to the fetus. FSITZI : CRTIRT FIOIET 57 | TSHRFIR AW o4 @ (@I A8 @2 AT ARl (73 | FEF HOF (5T NS GA (@
Laclatiqn: IF is unknown whether or not Duloxetine and/or it's metabolites are excreted into human milk, but nursing while on AN AT A GETHB TSZT IR T4 B |
2“'0"6"”‘5'5"°”e°°’“'"e"ded- TRIF @ 2P ; A (AR @ PTRA Bo QB 7 (I e WA AR AR | QA (R ¢ P ©4eE AR I §50 34
recautions e Foq (50T R SR @R = |
All patients being treated with antidepressants for any indication should be monitored appropriately and observed closely for ST - WWW a7 Ry e W T ﬁ”‘ﬁiﬂﬁ?ﬁ@m | WWWWW |
clinical worsening, suicidality and unusual changes in behavior, especially during the initial few months of a course of drug . : : o ° : :
therapy, or at times of dose changes. Blood pressure should be measured prior to initiating treatment and periodically WW@T _ . . _ ) )
measured throughout treatment. Patients should be cautioned about the risk of bleeding associated with the concomitant use REERISIEN S TP WA JRIE (@ Laes ST i@ Af7afe = @ NS S SIgel q‘ﬁﬁ, SGTTA TS T
of Duloxetine and NSAIDs, aspirin, or other drugs that affect coagulation. Duloxetine should be used cautiously in patients S R @ Afae zor Rl @ arere 03 | e swe A g3 SRR TN @IRwE Iesie e F9e 209 |
with a history of mania. Duloxetine should be prescribed with care in patients with a history of a seizure disorder. NSAID &re a52ia S3H, SR I o (@19 974 @& 76 SN 31417 efaay SAfiaes sace @ @ LR L TEACHGT
Contraindication LR (G AGEITST ST IS Z FRC CEAHL Gt 141 elfiara “faqsay wavs A | whvw, RKpfire S zeam sfegmt
Duloxetine is contraindicated in patients with a known hypersensitivity to this drug or any of the inactive ingredients. Elctrofcipies WWWWWWW\
Duloxetine is not approved for use in treating bipolar depression. Duloxetine should not be prescribed to patients with s
substantial alcohol use or evidence of chronic liver disease. In clinical trials, Duloxetine was associated with an increased risk § s P - -
asis: ; - 0 oati ; ; JRCAER T2 W @A CF@ TArHba fe 7 | I Tr=I1tae eyt Sitg 9t A e ffemt sie s cva
of mydriasis; therefore, it should be used cautiously in patients with controlled narrow-angle glaucoma. .
Side effects TG IR T4 SR 7 | R GRIE o ¢itg et MRGRE F90e AT ©fR AR Sicete (AN S G @A
The most commonly observed adverse events in Duloxetine Hydrochloride treated patients were nausea, dizziness, dry (TG TSN AL RIS T 0T |
mouth, constipation, decreased appetite, fatigue, somnolence, increased sweating, hyperhidrosis and asthenia. It may slightly ot efSferat
increase blood pressure. No clinically significant differences were observed for QT, PR, and QRS intervals between GG FIGIFIIRT a e @i e @ e oinf effefer orar wr ot Zer < 9 o, wwmRel, U T4, (S,
Duloxetine -treated and placebo-treated patients. I, péerel, g, wfefie wm, 23sm 2R@he g ferl | afs Sy ST sestet fa wace @i | 3fifere e,
Overdosage foretiar @3 feSerasT @7 fafeq i@ GEraba U (ArTER Tt (@i AfRWE AT ordt arRf |
There is limited clinical experience with Duloxetine overdose in humans. There is no specific antidote to Duloxetine. In case of &
acute overdose, treatment should consist of those general measures employed in the management of overdose with any
drug. An adequate airway, oxygenation, and ventilation should be assured, and cardiac rhythm and vital signs should be T (P QA T i}aﬁﬁ I oA ~NeTt T TR | THHH e afere 721 SF T o @ ey
monitored. Induction of emesis is not recommended. Gastric lavage with a large-bore orogastric tube with appropriate airway e et s | s Tor, wfrare TR @R e e w Bhe | T ¢ ewrgeld aween afe
protection, if needed, may be indicated if performed soon after ingestion or in symptomatic patients. Activated charcoal may 1 o | I FAER 081 T Tfow T | YT e fEs T w0 e B mEE Avew 39 @S Y| | «IHree
be useful in limiting absorption of Duloxetine from the gastrointestinal tract. SR AT ARATe (AT GECRABER CIET FAAT ([T A |
[B’ruf?(i)r:(t;:aAc;iond CYP2D6 i ible for Dul i boli When Dul i dmini d with =
ﬂot i an o CYP;SAozzy_mr?z_tare r;]sp?jlc ecor uox;utne mfet[c’)i |0|sr:r?. en Dul oxehn: wg‘shco-g m|n|§:e|;e_ rv]vgt FreaRfay qar FemaPfoy SIRET GTEIRT TOrEE GatT @ R e TR | 94 Gt grers, < e
uvoxamine, a potent 2 inhibitor, the / ,Cmax and t, of Duloxetine was increased. Other drugs that inhibi Fremafisay 3RREDT, aammwwwwﬁwammwewmzﬁm\ T et FenEhisas @7
CYP1A2 metabolism include cimetidine and quinolone antimicrobials such as ciprofloxacin and enoxacin would be expected
i o . o ; . ) ot At 7 @ FffeT w3 FEEER afSmRrERarE @ St 3 qErEhE 7 @I 4O ¥R G 9FE AT
to have similar effects and these combinations should be avoided. Because CYP2D6 is involved in Duloxetine metabolism, , & . & i i
concomitant use of Duloxetine with potent inhibitors of CYP2D6 may result in higher concentrations of Duloxetine. T TTT T Tf5 | ¢ Ry FremRPRiby g T @ @ Tfg, TR €I A ¥ o 9 e STRIIRIGY &R o E
Storage CEREIOR S facs P |
Do not store above 30 ©C. Keep away from light and out of the reach of children. TR
Commercial Packaging: 0o © T, T ToITT T T Zr 70 ARF | AT (ATF 07 3 FIea Teiieea 1R g |
Duloxen® 20: Each box contains 3 blister strips of 10 enteric coated delayed release tablets. Blcicied G
Duloxen® 30: Each box contains 3 blister strips of 10 enteric coated delayed release tablets. TG @20 afsfb AT TR Sofb WFhiT @hT Gt fifee GrReea © & Gom G
Duloxen® 60: Each box contains 3 blister strips of 10 enteric coated delayed release tablets. ® : - i S ) )
T Cwo: effelt I TR S0l WTBRE @Ihe btz fifere Srxeaies o B b G |
T Cwo: afefl s TR Sofb WTBie @bT frze &ifere Srtena © 5 &5 G
Manufactured by s JECTT
) . z — <
Cncepfa Incepta Pharmaceuticals Ltd g Cincepm BACTBT TIPS BF= fors
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