
Otenox®

Oteseconazole INN 

Description: Oteseconazole is an oral azole antifungal agent which is indicated to reduce the incidence 
of recurrent vulvovaginal candidiasis (RVVC) in females with a history of RVVC.

Mode of action: Oteseconazole binds and inhibits ergosterol synthesis by inhibiting CYP450-dependent 
14-alpha sterol demethylase. The inhibition of 14-alpha sterol demethylase results in a depletion of 
ergosterol in fungal cell membrane. 

Pharmacokinetics: The time to peak plasma concentrations of Oteseconazole was approximately 5 to 
10 hours. Oteseconazole does not undergo significant metabolism. The central volume of distribution of 
oteseconazole is approximately 423 L. Oteseconazole is 99.5-99.7% bound to plasma proteins. Animal 
studies indicated that oteseconazole exposures in vaginal tissue are comparable to plasma exposures. 
The median terminal half-life of Oteseconazole is approximately 138 days.

Composition: Otenox® 150 mg Capsule: Each Capsule Contains Oteseconazole INN 150 mg

Indications: Oteseconazole is indicated to reduce the incidence of recurrent vulvovaginal candidiasis 
(RVVC) in females with a history of RVVC who are NOT of reproductive potential.

Dosage & administration: Use one of these two dosage regimens.

For the Oteseconazole-only Dosage Regimen:
On Day 1: Administer Oteseconazole 600 mg (as a single dose), then
On Day 2: Administer Oteseconazole 450 mg (as a single dose), then, 
Beginning on Day 14: Administer Oteseconazole 150 mg once a week (every 7 days) for 11 weeks 
(Weeks 2 through 12).

For the Fluconazole/Oteseconazole Dosage Regimen: 
On Day 1, Day 4, and Day 7: Administer fluconazole 150 mg orally, then
On Days 14 through 20: Administer Oteseconazole 150 mg once daily for 7 days, then
Beginning on Day 28: Administer Oteseconazole 150 mg once a week (every 7 days) for 11 weeks 
(Weeks 4 through 14). 

Contraindications: Contraindicated in females of reproductive potential, pregnant and lactating women, 
hypersensitivity to Oteseconazole etc.

Side effects: The most common side effects of Oteseconazole are headache & nausea.

Use in pregnancy & lactation: Oteseconazole is contraindicated in females of reproductive potential 
and in pregnant women. Based on animal studies, Oteseconazole may cause fetal harm when 
administered to pregnant women. Oteseconazole is contraindicated in lactating women.

Precautions: Embryo-Fetal Toxicity; based on animal studies, Oteseconazole may cause fetal harm. 

Drug interactions: Concomitant use of Oteseconazole with BCRP (Breast Cancer Resistance Protein) 
substrates may increase the exposure of drugs that are BCRP substrates, which may increase the risk of 
adverse reactions associated with these drugs. Use the lowest possible starting dose of the BCRP 
substrate or consider reducing the dose of the substrate drugs and monitor for adverse reactions. 

Over dosage: Patients experiencing an overdose are at an increased risk of severe adverse effects. In 
case of overdose, symptomatic and supportive measures are recommended.

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

Packaging: Otenox® 150 mg Capsule: Each carton contains 7X1 Capsules in Alu-PVDC blister pack.

IwUb·®

IwUwm‡KvbvRj AvBGbGb

eY©bv: IwUwm‡KvbvRj nj gy‡L †meb‡hvM¨ GKwU A¨v‡Rvj A¨vw›Udv½vj hv wiKv‡i›U fvj‡fvf¨vRvBbvj K¨vwÛwWqvwmm (Aviwfwfwm) 
Gi msµgY Kgv‡Z wb‡`©wkZ|  

Kvh©c×wZ: IwUwm‡KvbvRj 14-Avjdv †÷ij wWwg_vB‡jR GbRvB‡gi mv‡_ hy³ n‡q Gi‡Mv‡÷ij cÖ¯‘wZ eÜ K‡i †`q hvi d‡j 
QÎv‡Ki †Kv‡l Gi‡Mv‡÷ij Gi NvUwZ ˆZwi nq|

dvg©v‡KvKvB‡bwUK·: IwUwm‡KvbvR‡ji m‡e©v”P cøvRgv Nb‡Z¡i mgq wQj cÖvq 5 †_‡K 10 N›Uv| IwUwm‡KvbvRj D‡jøL‡hvM¨ nv‡i 
wecvKµxqvq Ask †bq bv| IwUwm‡KvbvR‡ji †m›U«vj fwjDg wWw÷«weDkvb n‡”Q 423 wjUvi| IwUwm‡KvbvRj-Gi cøvRgv †cÖvwU‡bi 
mv‡_ mshyw³i nvi 99.5 †_‡K 99.7 kZvsk| cÖvYxi M‡elYvq †`Lv †M‡Q †h, †hvwb wUm¨y‡Z IwUwm‡KvbvRj-Gi Dcw¯’wZ i‡³i cøvRgvq 
Dcw¯’wZi mv‡_ Zyjbxq| IwUwm‡KvbvRj-Gi wgwWqvg Uvwg©bvj nvd-jvBd cÖvq 138 w`b|   

Dcv`vb: IwUb·® 150 wgMÖv K¨vcmyj: cÖwZwU K¨vcmy‡j Av‡Q IwUwm‡KvbvRj AvBGbGb 150 wgMªv| 

wb‡`©kbv: IwUwm‡KvbvRj wiKv‡i›U fvj‡fvf¨vRvBbvj K¨vwÛwWqvwmm (Aviwfwfwm) Gi msµgY Kgv‡Z wb‡`©wkZ nq, hviv AZx‡Z 
fvj‡fvf¨vRvBbvj K¨vwÛwWqvwm‡m AvµvšÍ n‡q‡Qb| 

gvÎv I cÖ‡qvM: IwUwm‡KvbvRj-Gi `yBwU Aby‡gvw`Z †WvR †iwR‡gb i‡q‡Q: GKwU ïaygvÎ IwUwm‡KvbvRj †iwR‡gb Ges Av‡iKwU  
d¬z‡KvbvR‡ji mv‡_ †iwR‡gb| wbgœwjwLZ `ywU †WvR †iwR‡gb¸‡jvi g‡a¨ †h‡Kv‡bv GKwU e¨envi Kiæb:

IwUwm‡KvbvRj GKK †WvR c×wZ: 
1g w`b: IwUwm‡KvbvRj 600 wgMÖv (wm‡½j †WvR), Zvici 
2q w`b: IwUwm‡KvbvRj 450 wgMÖv (wm‡½j †WvR), Zvici  
14Zg w`b †_‡K ïiæ: cÖwZ mßv‡n 150 wgMÖv GKevi K‡i 11 mßvn ch©šÍ †meb Ki‡Z n‡e|  

IwUwm‡KvbvRj-Gi mv‡_ d¬z‡KvbvRj †WvR c×wZ: 
1g w`b, 2q w`b Ges 7Zg w`b: d¬z‡KvbvRj 150 wgMÖv w`‡b GKevi K‡i †meb Ki‡Z n‡e| Zvici, 
14 †_‡K 20Zg w`b: cÖwZw`b GKevi K‡i IwUwm‡KvbvRj 150 wgMÖv 7 w`b †meb Ki‡Z n‡e| Zvici, 
28Zg w`b †_‡K: mßv‡n GKevi K‡i IwUwm‡KvbvRj 150 wgMÖv 11 mßvn ch©šÍ †meb Ki‡Z n‡e| 

weiæ× e¨envi (†hme †ÿ‡Î e¨envi Kiv hv‡e bv): Mf©avi‡Yi m¤¢vebv, Mf©eZx, ¯Íb¨`vbKvix gwnjv‡`i †¶‡Î Ges IwUwm‡KvbvRj-Gi 
cÖwZ AZ¨waK ms‡e`bkxjZv i‡q‡Q Ggb †¶‡Î †`qv hv‡e bv| 

cvk¦©cÖwZwµqv: mvaviY cvk¦©cÖwZwµqv nj gv_ve¨_v Ges ewg ewg fve|

Mf©ve¯’v I ¯Íb¨`vbKv‡j e¨envi: Mf©avi‡Yi m¤¢vebvc~Y© Ges Mf©eZx gwnjv‡`i †¶‡Î IwUwm‡KvbvRj e¨envi Kiv hv‡e bv| cÖvYx‡`‡ni 
Dci M‡elYvq cÖgvwYZ n‡q‡Q, Mf©eZx gwnjv‡`i †`Iqv n‡j å~‡Yi ¶wZ n‡Z cv‡i| ¯Íb¨`vbKvix gwnjv‡`i †¶‡ÎI IwUwm‡KvbvRj 
e¨envi Kiv hv‡e bv||   

mZK©Zv: cÖvYx‡`‡ni Dci M‡elYvq cÖgvwYZ n‡q‡Q, IwUwm‡KvbvRj-Gi e¨envi å~‡Yi ¶wZ Ki‡Z cv‡i|  

Ab¨ Ily‡ai mv‡_ cÖwZwµqv: ¯Íb¨ K¨vÝvi cÖwZ‡ivax †cÖvwUb (wewmAviwc) mve‡÷«‡Ui mv‡_ IwUwm‡KvbvRj-Gi GK‡hv‡M e¨envi, 
Ily‡ai G·‡cvRvi evwo‡q w`‡Z cv‡i, hv GB Ilya¸wji mv‡_ hy³ weiƒc cÖwZwµqvi SyuwK evov‡Z cv‡i| wewmAviwc mve‡÷«‡Ui me©wb¤œœ 
m¤¢ve¨ cÖviw¤¢K †WvR e¨envi Kiv †h‡Z cv‡i ev mve‡÷«U Ily‡ai †WvR Kgv‡bvi K_v we‡ePbv Kiv †h‡Z cv‡i Ges weiƒc cÖwZwµqvi 
Rb¨ ch©‡eÿY Ki‡Z n‡e| 

gvÎvwaK¨: gvÎvwa‡K¨i m¤§yLxb †ivMx‡`i ¸iæZi cvk¦©cÖwZwµqvi m¤¢vebv †e‡o hvq| AwZwi³ gvÎvi d‡j †Kvb A¯^vfvweK j¶Y cÖKvk 
†c‡j †gwWK¨vj mv‡cvU© wb‡Z n†e| 

msi¶Y: wkï‡`i bvMv‡ji evB‡i ivLyb| Av‡jv †_‡K `~‡i, 25° †m. ZvcgvÎvi wb‡P Ges ï®‹¯’v‡b ivLyb|

Dc¯’vcbv: IwUb·® 150 wgMÖv K¨vcmyj: cÖwZwU e‡· Av‡Q 7×1wU K¨vcmy‡ji A¨vjy-wcwfwWwm weø÷vi c¨vK| 
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Manufactured by
Opsonin Pharma Limited
Rupatali, Barishal, Bangladesh.
® Registered Trade Mark.
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