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COMPOSITION 
Isovent® 200 Tablet: Each tablet contains Misoprostol BP 200 mcg. 
Isovent® 100 Tablet: Each tablet contains Misoprostol BP 100 mcg. 
 
 
PHARMACOLOGY  
Misoprostol is extensively absorbed, and undergoes rapid de-esterification to its free acid, 
which is responsible for its clinical activity and, unlike the parent compound, is detectable in 
plasma. Maximum plasma concentrations of Misoprostol acid are diminished when the dose 
is taken with food and total availability of Misoprostol acid is reduced by use of concomitant 
antacid. Misoprostol has both antisecretory (inhibiting gastric acid secretion) and (in animals) 
mucosal protective properties. NSAIDs inhibit prostaglandin synthesis, and a deficiency of 
prostaglandins within the gastric mucosa may lead to diminishing bicarbonate and mucus 
secretion and may contribute to the mucosal damage caused by these agents. Misoprostol 
can increase bicarbonate and mucus production, but in man this has been shown at doses 
200 mcg and above that are also antisecretory. It is therefore not possible to tell whether the 
ability of Misoprostol to reduce the risk of gastric ulcer is the result of its antisecretory effect, 
its mucosal protective effect, or both.  
 
INDICATION 
Antiulcerant Indication 
Isovent® (Misoprostol) tablet is indicated for reducing the risk of NSAID (nonsteroidal anti-
inflammatory drugs, including aspirin)–induced gastric ulcers in patients at high risk of 
complications from gastric ulcer, eg, the elderly and patients with concomitant debilitating 
disease, as well as patients at high risk of developing gastric ulceration, such as patients with 
a history of ulcer. Isovent® (Misoprostol) has not been shown to reduce the risk of duodenal 
ulcers in patients taking NSAIDs. Misoprostol should be taken for the duration of NSAID 
therapy. It had no effect, compared to placebo, on gastrointestinal pain or discomfort 
associated with NSAID use. 
 
Gynecological Indication 
 Labor induction (in unfavorable cervical conditions) 
 In the prevention & treatment of Post Partum Hemorrhage (PPH) 

 
DOSAGE & ADMINISTRATION 
 
Antiulcerant dosage & administration 
The recommended adult oral dose of Isovent® (Misoprostol) for reducing the risk of NSAID-
induced gastric ulcers is 200 mcg four times daily with food. If this dose cannot be tolerated, 
a dose of 100 mcg can be used. Isovent® (Misoprostol) should be taken for the duration of 
NSAID therapy as prescribed by the physician. Isovent® (Misoprostol) should be taken with a 
meal, and the last dose of the day should be at bedtime. 
Renal impairment: Adjustment of the dosing schedule in renally impaired patients is not 
routinely needed, but dosage can be reduced if the 200-mcg dose is not tolerated. 
 
Gynecological dosage & administration 
Induction of Labor: 25 mcg vaginally 6 hourly or, 50 mcg orally 4 hourly. 
Postpartum Hemorrhage (PPH) prophylaxis: 400 mcg to 600 mcg orally or rectally 
immediately following delivery of the child. 



Postpartum Hemorrhage (PPH) treatment: 1000 mcg rectally or, 200 mcg orally with 400 
mcg sublingually. 
 
ADVERSE EFFECT 
Gastrointestinal  
GI disorders had the highest reported incidence of adverse events for patients receiving this 
preparation. It can cause more abdominal pain, diarrhea and other GI symptoms. The 
incidence of diarrhea can be minimized by administering it with food and by avoiding 
coadministration with magnesium-containing antacids.  
Gynecological  
Gynecological disorders such as spotting, cramps, hypermenorrhea, menstrual 
disorder and dysmenorrheal have been reported. Postmenopausal vaginal bleeding may be 
related to Misoprostol administration. 
Elderly  
Overall, there were no significant differences in the safety profile in patients 65 years of age 
or older compared with younger patients.  
 
CONTRAINDICATION 
Misoprostol should not be taken by pregnant women to reduce the risk of ulcers induced by 
nonsteroidal anti-inflammatory drugs (NSAIDs). Misoprostol should not be taken by anyone 
with a history of allergy to prostaglandins. 
 
PRECAUTION & WARNING 
Precaution should be taken in conditions where hypertension might precipitate severe 
complications (e.g. Cerebrovascular and cardiovascular disease).     
 
DRUG INTERACTION 
There is no evidence of clinically significant interaction between Misoprostol and cardiac, 
pulmonary and CNS drugs and NSAIDs. Bioavailability of Misoprostol is decreased with high 
doses of antacid. 
 
USE IN PREGNANCY AND LACTATION 
Because of the abortifacient property of the Misoprostol component, it is contraindicated in 
women who are pregnant. It should not be used in women of childbearing potential unless 
the patient requires nonsteroidal anti-inflammatory drug (NSAID) therapy and is at high risk 
of developing gastric or duodenal ulceration or for developing complications from gastric or 
duodenal ulcers associated with the use of the NSAID. 
In such patients, It may be prescribed if the patient:  

 has had a negative serum pregnancy test within 2 weeks prior to beginning therapy.  
 is capable of complying with effective contraceptive measures.  
 has received both oral and written warnings of the hazards of Misoprostol, the risk of 

possible contraception failure, and the danger to other women of childbearing 
potential should the drug be taken by mistake.  

 will begin it only on the second or third day of the next normal menstrual period 
Excretion of the active metabolite (Misoprostol acid) into milk is possible, but has not been 
studied. Because of the potential for serious adverse reactions in nursing infants, it is not 
recommended for use by nursing mothers. 
 
STORAGE 
Store in a cool and dry place, protected from light and moisture. Keep out of the reach of the 
children. 

 



HOW SUPPLIED 
Isovent® 200 Tablet: Box containing 3x10 tablets in blister pack. 
Isovent® 100 Tablet: Box containing 3x10 tablets in blister pack. 
 
 



B‡mv‡f›U 200 
wg‡mv‡cÖvmUj AvBGbGb 200 gvB‡µvMÖvg 

 
Dcv`vb 
B‡mv‡f›U 200 : cÖwZ U¨ve‡j‡U Av‡Q wg‡mv‡cÖvmUj AvBGbGb 200 gvB‡µvMÖvg| 
 

dvg©v‡KvjRx 
wg‡mv‡cÖvmUj D”PgvÎvq †kvwlZ nq Ges ª̀“Z wW-G÷vwiwd‡Kkb-Gi gva¨‡g gy³ Gwm‡W cwiYZ nq, hv 
Gi wK¬wbK¨vj Kvh©KvwiZvi Rb¨ `vqx| wg‡mv‡cÖvmUj Gwm‡Wi m‡e©v”P c­vRgv NbZ¡ K‡g hvq, hw` †WvRUv 
Lv‡`¨i mv‡_ MÖnY Kiv nq Ges G›Uvwm‡Wi mv‡_ MÖnY Ki‡j wg‡mv‡cÖvmUj Gwm‡Wi †gvU cÖvc¨Zv (i‡³) 
n«vm cvq| wg‡mv‡cÖvmU‡ji ¶iYwe‡ivax (M¨vw÷ªK Gwm‡Wi wbtmiY eÜ K‡i) Ges (cÖvYx‡Z) wgD‡Kvmv 
i¶vKvix f~wgKv Av‡Q| Gb,Gm,G,AvB,wW, ¸‡jv †cÖv÷vM­vwÛb ˆZix‡Z evav †`q Ges M¨vw÷ªK wgD‡Kvmvi 
†fZ‡i †cÖv÷vM­vwÛ‡bi Afve evBKv‡e©v‡bU Ges wgDKvm-Gi wbtmiY n«vm K‡i Ges wgD‡Kvmvi ¶‡q 
Ae`vb ivL‡Z cv‡i| wg‡mv‡cÖvmUj evBKv‡e©v‡bU Ges wgDKvm ˆZix e„w× K‡i, wKš‘ gvby‡li †¶‡Î GB 
wµqvwU cwijw¶Z nq wg‡mv‡cÖvmUj 100 gvB‡µvMÖvg ev Zvi †ekx †Wv‡R w`‡j hv Avevi ¶iYwe‡ivax| 
ZvB GUv ejv m¤¢e bq †h, M¨vw÷ªK Avjmvi Kgv‡Z wg‡mv‡cÖvmU‡ji †h f~wgKv Zv Gi ¶iYwe‡ivax wµqvi 
Kvi‡Y, wgDKvm i¶vKvix f~wgKvi Kvi‡Y ev Dfq Kvi‡YB|  
 

wb‡ ©̀kbv 
B‡mv‡f›U 200 U¨ve‡jU Gb,Gm,G,AvB,wW, WªvMRwbZ M¨vw÷ªK Avjmvi-Gi SuywK Kgv‡Z wb‡ ©̀wkZ, 
we‡kl K‡i M¨vw÷ªK Avjmv‡ii RwUjZvi SuywK Av‡Q Ggb †ivMx‡`i †¶‡Î, †hgb- eq ‹̄ Ges Ab¨ †Kvb 
†iv‡Mi Kvi‡Y ỳe©j †ivMx| GQvov hv‡`i Avjmv‡ii c~e© BwZnvm Av‡Q, †mme M¨vw÷ªK Avjmvi nIqvi 
D”P SuywKc~Y© †ivMx‡`i †¶‡ÎI wb‡ ©̀wkZ| Gb,Gm,G,AvB,wW, Lv‡”Q Ggb †ivMx‡`i wWI‡Wbvj Avjmv‡ii 
SuywK Kgv‡Z wg‡mv‡cÖvmU‡ji †Kvb f~wgKv †`Lv hvqwb| 
Gb,Gm,G,AvB,wW, †_ivcx PjvKvjxb mg‡q wg‡mv‡cÖvmUj †bqv DwPr| Gb,Gm,G,AvB,wW, e¨enviRwbZ 
M¨v‡÷ªvB‡›U÷vBbvj e¨_vq wg‡mv‡cÖvmU‡ji †Kvb f~wgKv †bB| 
 

gvÎv I e¨enviwewa 
cÖvß eq ‹̄‡`i †¶‡Î: Gb,Gm,G,AvB,wW, RwbZ M¨vw÷ªK Avjmv‡ii SuywK Kgv‡Z B‡mv‡f›U 200 
U¨ve‡j‡Ui wb‡ ©̀wkZ Iivj †WvR n‡”Q 200 gvB‡µvMÖvg w`‡b 4 evi Lvev‡ii mv‡_| B‡mv‡f›U 200 
U¨ve‡jU Gb,Gm,G,AvB,wW, †_ivcx PjvKvjxb mg‡qB wPwKrm‡Ki wb‡ ©̀kg‡Zv MÖnY Kiv DwPr| 
B‡mv‡f›U 200 U¨ve‡jU Lvev‡ii mv‡_ MÖnY Ki‡Z n‡e Ges w`‡bi †kl †WvRUv nIqv DwPr weQvbvq 
†kvevi mgq| 
ỳe©j e„‡°i ‡¶‡Î : ỳe©j e„‡°i †ivMx‡`i †¶‡Î gvÎv Ges cÖ‡qvMm~Px‡Z cwieZ©b Avbvi cÖ‡qvRb c‡o bv, 

Z‡e hw` mn¨ bv nq, †m‡¶‡Î †WvR Kgv‡bv †h‡Z cv‡i| 
 

¶wZKi cÖwZwµqv 
M¨v‡÷ªvB‡›U÷vBbvj: GB IlyawU †c‡U e¨_v, Wvqwiqv Ges Ab¨vb¨ M¨v‡÷ªvB‡›U÷vBbvj mgm¨v NUv‡Z 
cv‡i| Wvqwiqvi NUbv Kgv‡bvi Rb¨ B‡mv‡f›U 200 Lvev‡ii mv‡_ MÖnY Ki‡Z n‡e Ges g¨vM‡bwmqvg 
G›UvwmW GKB mv‡_ MÖnY Kiv Gov‡Z n‡e| 
 



MvBwb‡KvjwRK¨vj: MvBwb‡KvjwRK¨vj mgm¨v †hgb- ¯úwUs, µv¤ú, nvBcvi‡g‡bvwiqv, gvwmKRwbZ mgm¨v 
Ges wWm‡g‡bvwiqv  wi‡cvU© Kiv n‡q‡Q|  
 

cÖwZwb‡ ©̀kbv 
Gb,Gm,G,AvB,wW, WªvMRwbZ Avjmv‡ii SuywK Kgv‡Z Mf©eZx gwnjv‡`i wg‡mv‡cÖvmUj †bqv DwPr bq| 
†cÖv÷vM­vwÛb-Gi cÖwZ GjvwR© Av‡Q Ggb Kv‡iv wg‡mv‡cÖvmUj †bqv DwPr bq| 
 

mZK©Zv 
†hme †¶‡Î D”P i³Pvc RwUjZv (†hgb- †m‡i‡eªvfvmwKDjvi Ges KvwW©IfvmwKDjvi †ivM) NUv‡Z cv‡i 
†mme †¶‡Î mZK©Zv Aej¤̂b Kiv DwPr| 
 

Ily‡ai mv‡_ wµqv  
KvwW©qvK, cvj‡gvbvix I Gb,Gm,G,AvB,wW, Wªv‡Mi mv‡_ wg‡mv‡cÖvmU‡ji wK¬wbK¨vwj Zvrch©c~Y©  
Avš—twµqvi †Kvb cÖgvY †bB| D”P †Wv‡Ri G›UvwmW wg‡mv‡cÖvmU‡ji ev‡qvG‡fBwjwewjwU n«vm K‡i| 
 

Mf©ve ’̄vq I —̄b¨`vbKv‡j e¨envi 
Mf©eZx gwnjv‡`i †¶‡Î wg‡mv‡cÖv÷j cÖwZwb‡ ©̀wkZ| Mf©eZx n‡Z cv‡i Ggb gwnjv‡`i †¶‡ÎI GUv 
e¨envi Kiv DwPr bq, hw` bv D³ †ivMxi Gb,Gm,G,AvB,wW †_ivcx cÖ‡qvRb nq Ges Abyiƒc IlyaRwbZ 
M¨vw÷ªK Avjmv‡ii D”P SuywK _v‡K| Hiƒc †ivMxi †¶‡Î wg‡mv‡cÖvmUj ZLbB †`qv hv‡e hw`- 

 ‡_ivcx ïi“i 2 mßvn Av‡M †ivMxi wmivg Mf©ve ’̄v cix¶v FYvZ¥K n‡q _v‡K| 
 ‡ivMx Kvh©Ki Mf©wb‡ivaK c×wZ MÖnY Ki‡Z cv‡i| 
 wg‡mv‡cÖvmUj e¨env‡ii mgm¨v, Gi e¨env‡i Mf©wb‡iva c×wZi m¤¢ve¨ e¨_©Zvi SuywK -Gme 

wel‡q †gŠwLK I wjwLZ Dfq cÖKvi mZK©Zv evYx †R‡b _vK‡j| 
 ‡ivMx cieZ©x ¯̂vfvweK iRtP‡µi 2q ev 3q w`b wg‡mv‡cÖvmUj †_ivcx ïi“ K‡i| 

 

wg‡mv‡cÖvmU‡ji Kvh©Ki †gUv‡evjvBU (wg‡mv‡cÖvmUj GwmW) ỳ‡ai gva¨‡g wbtm„Z nIqv m¤¢e wKbv GLbI 
M‡elYv Kiv nqwb| beRvZK‡`i †¶‡Î gvivZ¥K cÖwZwµqv NUv‡Z cv‡i e‡j bvwm©s gv‡q‡`i †¶‡Î GUv 
cÖ‡hvR¨ bq|  
 

msi¶Y 
Av‡jv I Av ª̀©Zv †_‡K ~̀‡i VvÊv I ï®‹ ’̄v‡b ivLyb| wkï‡`i bvMv‡ji evB‡i ivLyb| 
 

mieivn 
B‡mv‡f›U 200 U¨ve‡jU: cÖwZ ev‡· Av‡Q 3x10 wU U¨ve‡jU we­÷vi c¨v‡K|    
       
cȪ ‘ZKviK: 
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