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Presentation
Vonopa 10 Tablet: Each film coated tablet contains Vonoprazan 
Fumarate INN equivalent to Vonoprazan 10 mg
Vonopa 20 Tablet: Each film coated tablet contains Vonoprazan 
Fumarate INN equivalent to Vonoprazan 20 mg
Description
Vonopa contains Vonoprazan which is a potassium competitive acid 
blocker (PCAB). Chemically, Vonoprazan is 1-[5- (2-fluorophenyl)- 
1-(pyridin-3-ylsulfonyl) -1H-pyrrol-3-yl]- N- methylmethanamine 
monofumarate. Its molecular formula is C17H16FN3O2S.C4H4O4 and the 
structural formula is:

Mechanism  of Action
Vonoprazan is a potassium competitive acid blocker (P-CAB) and does 
not require activation by acid. It inhibits H+, K+-ATPase in a reversible 
and potassium-competitive manner. Vonoprazan has a strong basicity 
and resides on the acid production site of gastric parietal cells for a long 
time, thereby inhibiting gastric acid production. Vonoprazan exerts a 
strong inhibitory effect on formation of mucosal damage in upper part of 
the gastrointestinal tract. Vonoprazan does not exhibit anti-Helicobacter 
pylori activity nor inhibitory activity against Helicobacter pylori urease.
Adjunctive e�ect on eradication of Helicobacter pylori:

The role of Vonoprazan in the Helicobacter pylori eradication is 
considered to increase intragastric pH leading to the enhancement of 
antibacterial activity of amoxicillin hydrate, clarithromycin and 
metronidazole which are concomitantly administered.
Pharmacokinetics
Pharmacokinetics at consecutive administration of a daily dose of 10mg 
or 20mg of Vonoprazan in healthy adult male subjects once daily for 7 
days, AUC(0-tau)  and Cmax increase as the dose increases. The degree 
of these increases is slightly higher than the dose  ratio.  It  is  
considered  that  the  steady  state has  been  reached  by  day  3  of 
administration, since the trough level of the blood concentration of 
Vonoprazan is constant between day 3 and day 7 of administration. In 
addition, it is considered that pharmacokinetics   of   Vonoprazan  at   
consecutive   administration   may   not   be time-dependent, as the 
result of the evaluation of accumulation with regard to AUC(0-tau) and T1/2 
of Vonoprazan.

Absorption
Absolute bioavailability has not been determined. The pharmacokinetic 
parameters of Vonoprazan following single administration of 
Vonoprazan to healthy adult male subjects at 20 mg under fasting and 
fed conditions are presented in the table as follows:

Distribution
The protein binding rate is 85.2 to 88.0% when [14C] Vonoprazan in the 
range of 0.1 to 10 μg/mL is added to human plasma (in vitro).
Metabolism
Vonoprazan is metabolized mainly by hepatic drug-metabolizing 
enzyme CYP3A4 and partially by CYP2B6, CYP2C19 and CYP2D6. 
Vonoprazan is also metabolized by sulfotransferase SULT2A1 (in vitro).
Vonoprazan exhibits time-dependent inhibitory effect on CYP2B6, 
CYP2C19 and CYP3A4/5 (in vitro). In addition, Vonoprazan shows a 
slight concentration-dependent inductive effect on CYP1A2 but it shows 
little inductive effect on CYP2B6 and CYP3A4/5 (in vitro).
Elimination
When radioactive-labelled drug (15 mg as Vonoprazan) is orally 
administered to healthy adult male subjects, 98.5% of the radioactivity 
administered is excreted into urine and feces by 168 hours after 
administration: 67.4% into urine and 31.1% into feces.
Special Population
Patients with Renal Impairment
The effect of renal disorders on pharmacokinetics of Vonoprazan in 
subjects with normal renal function, patients with mild, moderate, and 
severe renal disorder and patients with end-stage renal disease (ESRD) 
when administered the drug as a single dose of Vonoprazan 20 mg 
shows that AUC∞ and Cmax were higher by 1.3 to 2.4 times and 1.2 to 
1.8  times, respectively,  in  patients  with  mild,  moderate,  and  severe  
renal  disorder compared to subjects with normal renal function, 
showing an increase with a reduction in renal function. AUC∞ and Cmax 
were higher by 1.3 times and 1.2 times, respectively, in ESRD patients 
compared to those in subjects with normal renal function.
Patients with Hepatic Impairment
The effect of hepatic disorders on pharmacokinetics in subjects with 
normal hepatic function and patients with mild, moderate and severe 
hepatic disorder when administered the drug as a single dose of 
Vonoprazan 20 mg shows that AUC∞ and Cmax were higher by 1.2 to 2.6 
times and 1.2 to 1.8 times, respectively, in patients with mild, moderate 
and severe hepatic disorder, compared to subjects with normal hepatic 
function.
Indications
Vonopa (Vonoprazan) is Indicated for:
1. Gastric ulcer, duodenal ulcer, reflux esophagitis, prevention of 
recurrence of gastric or duodenal ulcer during low-dose aspirin 
administration, prevention of recurrence of gastric or duodenal ulcer 
during non-steroidal anti-inflammatory drug (NSAID) administration.
2. Adjunct to Helicobacter pylori eradication in the following settings:
Gastric ulcer, duodenal ulcer, gastric mucosa-associated lymphatic 
tissue (MALT) lymphoma, idiopathic thrombocytopenic purpura, the 
stomach after endoscopic resection of early stage gastric cancer or 
Helicobacter pylori gastritis.
Dosage And Administration
Gastric Ulcer and Duodenal Ulcer
The usual adult dosage for oral use is 20 mg of Vonopa (Vonoprazan) 
administered orally once daily an 8 week treatment for gastric ulcer and 
a 6 week treatment for duodenal ulcer.
Reflux Esophagitis
The usual adult dose for oral use is 20 mg of Vonopa (Vonoprazan) 
administered once daily for a total of 4 weeks of treatment. If that dosing 
proves insufficient, the administration should be extended, but for no 
longer than 8 weeks of treatment.
For the maintenance therapy of reflux esophagitis showing recurrence 
and recrudescence, the dose for oral use is 10mg of Vonopa 
(Vonoprazan) once daily. However, when the efficacy is inadequate, the 
dosage may be increase up to 20 mg of Vonopa (Vonoprazan) once 
daily.
Prevention of recurrence of gastric or duodenal ulcer during low-dose 
aspirin administration:
The usual adult dosage is one tablet of 10 mg of Vonopa (Vonoprazan) 
administered orally once daily.
Prevention   of   recurrence   of  gastric   or   duodenal   ulcer   during   
non-steroidal anti-inflammatory drug (NSAID) administration:
The usual adult dosage is one tablet of 10 mg of Vonopa (Vonoprazan) 
administered orally once daily
Adjunct to Helicobacter pylori eradication
For adults, the following three-drug regimen should be administered 

orally at the same time twice daily for seven days: 20 mg of Vonopa 
(Vonoprazan), 1000 mg of amoxicillin hydrate and 500 mg of 
clarithromycin.
If Helicobacter pylori eradication with a three-drug regimen comprising a 
proton pump inhibitor, amoxicillin hydrate and clarithromycin has been 
unsuccessful, as an alternative treatment, adults should be 
administered the following three drugs orally twice daily for seven days: 
20 mg of Vonopa (Vonoprazan), 1000 mg of amoxicillin hydrate and 500 
mg of metronidazole.
Contraindications
Vonoprazan is contraindicated in:
•  Patients with hypersensitivity to Vonoprazan or to any excipient of the  
 product.
•  Patients receiving atazanavir sulphate, nelfinavir or rilpivirine  
 hydrochloride. 
Adverse Reactions
Following adverse reactions have been reported with the use of 
Vonoprazan:
Diarrhea, constipation, drug hypersensitivity (including anaphylactic 
shock), drug eruption,  urticaria,  hepatotoxicity,  jaundice,  rash,  
nausea,  abdominal  distension, gamma-glutamyl transferase 
increased, AST increased, Liver function test abnormal, ALT  increased, 
ALP  increased,  LDH  increased,  γ-GPT  increased,  edema  and 
eosinophilia.
Precautions
General

At the treatment, the course of the disease should closely be observed 
and the minimum therapeutic necessity should be used according to the 
disease condition.
In the long-term, treatment with Vonoprazan, close observation by such 
means as endoscopy should be made.
In the maintenance of healing of reflux esophagitis, Vonoprazan should 
be administered only to the patients who repeat recurrence and 
recrudescence of the condition. Administration to the patients who do 
not necessitate maintenance of healing should be avoided.
When the healing is maintained over a long period and when there is no 
risk of recurrence, the dose reduction to a dose of 10mg from a dose 
20mg, or suspension of administration should be considered.
Impaired Renal Function

Vonoprazan should be administered with care in patients with renal 
disorders as a delay in the excretion of Vonoprazan may occur, which 
may result in an increase in the concentration of Vonoprazan in the 
blood.
Impaired Hepatic Function

Vonoprazan should be administered with care in patients with hepatic 
disorders as a delay in the metabolism and excretion of Vonoprazan 
may occur, which may result in an increase in the concentration of 
Vonoprazan in the blood. Hepatic function abnormalities including liver 
injury have been reported. Discontinuation of Vonoprazan is 
recommended in patients who have evidence of liver function 
abnormalities or if they develop signs or symptoms suggestive of liver 
dysfunction.
Elevation of intragastric pH

Administration of Vonoprazan results in elevation of intragastric pH and 
is therefore not recommended to be taken with drugs for which 
absorption is dependent on acidic intragastric pH. Symptomatic 
response to Vonoprazan does not preclude the presence of gastric 
malignancy. It is therefore, necessary to ascertain the ulcer is not of a 
malignant nature before initiating the administration of this drug.
Clostridium di�cile, serious colitis, including pseudomembranous colitis

There is an increased risk of gastrointestinal infection caused by 
Clostridium difficile. Serious colitis accompanied with bloody stools, 
such as pseudomembranous colitis, may occur  due  to amoxicillin  
hydrate  or  clarithromycin  being used for Helicobacter pylori 
eradication, in combination with Vonoprazan. If abdominal pain and 
frequent diarrhea occur, appropriate measures, such as immediate 
discontinuation of the treatment, should be taken.
Benign Gastric Polyps

Benign gastric polyp has been observed in patient on long-term 
administration of PPIs.
Fractures
An increased risk for osteoporosis-related fractures of the hip, wrist or 
spine have been reported in patients under treatment with proton pump 
inhibitors. The risk of fracture was especially increased in the patients 
receiving high dose or long term (a year or longer) treatment.
Hypomagnesemia
Severe hypomagnesemia has been reported in patients on prolonged 
treatment with PPIs for at least three months and in most cases for a 
year.
Use in elderly
Since the physiological functions such as hepatic or renal function are 
decreased in elderly patients in general, Vonoprazan should be carefully 
administered.
Use in children less than 18 years of age
Vonoprazan has not been studied in patients under 18 years of age.
Pregnancy
Vonoprazan should be used in pregnant women or women having 
possibilities of being pregnant only if the expected therapeutic benefit is 
thought to outweigh any possible risk.
Nursing  Mothers
It is advisable to avoid the administration of Vonoprazan to nursing 
mothers. However, when the administration is indispensable, nursing 
should be discontinued.
Drug Interactions
Vonoprazan should be administered with care when co-administered 
with the following drugs:

Overdose
There is no experience of overdose with Vonoprazan. Vonoprazan is not 
removed from the circulation by hemodialysis. If overdose occurs, 
treatment should be symptomatic and supportive.
Storage
Store below 30°C and dry place, away from light and moisture. Keep out 
of the reach of children.
Packaging
Vonopa 10 Tablet: Each commercial box contains 50 Tablets in Alu-Alu 
Blister pack.
Vonopa 20 Tablet: Each commercial box contains 50 Tablets in Alu-Alu 
Blister pack.

Dose condition 10mg 20mg

Tmax (h) 1.5 (0.75, 3.0) 1.5 (0.75, 3.0)

Cmax (ng/ml) 12.0 ± 1.8 26.3 ± 6.6

T1/2 (h) 7.0 ± 1.6 6.1 ± 1.2

AUC(0-tau)(ng.h/ml) 79.5 ± 16.1 151.6 ± 40.3

Mean ± S.D. of 9 subjects [Tmax is expressed by the
median (minimum value, maximum value)]

Dose condition Under fasting After meal

Tmax (h) 1.5 (0.75, 3.0) 3.0 (1.0, 4.0)

Cmax (ng/ml) 24.3 ± 6.6 26.8 ± 9.6

T1/2 (h) 7.7 ± 1.0 7.7 ± 1.2

AUC(0-tau)(ng.h/ml) 222.1 ± 69.7 238.3 ± 71.1

Mean ± S.D. of 12 subjects [Tmax is expressed by
the median (minimum value, maximum value)]

Drugs Signs Mechanism & Risk Factors

CYP3A4 inhibitors
Clarithromycin etc.

Blood conc. of 
Vonoprazan 

may
increase.

It has been reported that 
blood conc. of Vonoprazan 
increased in concomitant 
use with clarithromycin

Digoxin,
Methyldigoxin

 Effect of
these drugs 

may be 
enhanced

Gastric antisecretory effect 
of  Vonoprazan may inhibit 

hydrolysis of digoxin, 
resulting in increase in the 

blood concentration of 
digoxin.

Itraconazole,
Tyrosine 

kinase inhibitors
Gefitinib, Nilotinib, 

Erlotinib

Effect of
these drugs 

may be 
diminished.

Gastric antisecretory effect 
of Vonoprazan may lead to 

a decrease in the blood 
concentration of these 

drugs.
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Dc¯’vcbv

f‡bvcv 10 U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q f‡bvcÖvRvb wdDgv‡iU 
AvBGbGb hv f‡bvcÖvRvb 10 wgMÖv Gi mgZyj¨|

f‡bvcv 20 U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q f‡bvcÖvRvb wdDgv‡iU 
AvBGbGb hv f‡bvcÖvRvb 20 wgMÖv Gi mgZyj¨|

weeiY

f‡bvcv‡Z i‡q‡Q f‡bvcÖvRvb hv GKwU cUvwmqvg cÖwZ‡hvMxZvg~jK A¨vwmW eøKvi 
(PCAB)| ivmvqwbKfv‡e f‡bvcªvRvb nj 1-[5-(2-fluorophenyl)- 1- 
(pyridin-3-ylsulfonyl)- 1H-pyrrol-3-yl]-N- methylmethanamine  
monofumarate Gi AvbweK ms‡KZ nj C17H16FN3O2S.C4H4O4 Ges 
MvVwbK ms‡KZ njt 

Kvh©c×wZ

f‡bvcÖvRvb GKwU cUvwmqvg Kw¤úwUwUf A¨vwmW eøKvi (PCAB) Ges hv A¨vwmW 
Øviv mwµqKi‡Yi cÖ‡qvRb nq bv| GwU H+, K+-ATPase †K GKwU wecixZgyLx 
Ges cUvwmqvg-cÖwZ‡hvwMZvg~jK c×wZ‡Z evav †`q| f‡bvcÖvRv‡b GKwU kw³kvjx 
ÿviKZ¡ i‡q‡Q Ges GwU M¨vw÷«K c¨vivBUvj  †Kv‡li A¨vwmW Drcv`‡bi RvqMvq 
`xN© mg‡qi Rb¨ _v‡K, hvi d‡j M¨vw÷«K A¨vwmW Drcv`‡b evav  †`q| f‡bvcÖvRvb 
M¨v‡÷«vBb‡U÷vBbvj U«v‡±i Dc‡ii As‡ki wgD‡Kvmv‡K ¶q nIqv †_‡K GKwU 
kw³kvjx cÖwZ‡ivag~jK cÖfve cÖ‡qvM K‡i| f‡bvcÖvRvb A¨vw›U-†nwj‡Kve¨v±i 
cvB‡jvwi Kvh©Kjvc cÖ`k©b K‡i bv ev †nwj‡Kve¨v±i cvB‡jvwi BDwi‡qR Gi 
weiæ‡× cÖwZ‡ivag~jK Kvh©Kjvc cÖ`k©b K‡i bv

†nwj‡Kve¨v±i cvB‡jvwi wbg©~‡j mnvqK cÖfve

†nwj‡Kve¨v±i cvB‡jvwi wbg©~‡j f‡bvcÖvRv‡bi f~wgKv n‡jv GwU B›U«vM¨vw÷«K pH 

e„w×i Rb¨ we‡ePbv Kiv nq hv A¨v‡gvw·wmwjb nvB‡W«U, K¬¨vwi‡_ªvgvBwmb Ges 
†g‡UªvwbWvR‡ji A¨vw›Ue¨vK‡Uwiqvj wµqvKjvc e„w× K‡i hv GK‡hv‡M cwiPvwjZ 
nq|

dvg©v‡KvKvB‡bwU·

f‡bvcÖvRvb 10 wgMÖv ev 20 wgMÖv cÖwZw`b GKevi K‡i 7 w`‡bi Rb¨ ¯^v¯’¨Ki 
cÖvßeq¯‹ cyiæl‡`i †`Iqv n‡j AUC(0-tau) Ges Cmax †WvR evovi mv‡_ mv‡_ 
e„w× cvq| G e„w×i gvÎv †WvR Abycv‡Zi Zyjbvq mvgvb¨ †ewk| GwU we‡ePbv Kiv 
nq ‡h †me‡bi 3q w`‡b w¯’wZkxj Ae¯’vq †cuŠ‡Q‡Q, †h‡nZz i‡³ f‡bvcÖvRv‡bi 
Nb‡Z¡i Trough Level †me‡bi 3q Ges 7g w`‡bi g‡a¨ w¯’i _v‡K| GQvovI, 
GwU we‡ePbv Kiv nq †h cici †me‡b f‡bvcÖvRv‡bi dvg©v‡KvKvB‡bwU· mgq 
wbf©i bvI n‡Z cv‡i KviY f‡bvcÖvRv‡bi AUC(0-tau) Ges T1/2 m¤úwK©Z mw¤§wjZ 
g~j¨vq‡bi djvdj|

†kvlY

m¤ú~Y© Bioavailability wbiæcb Kiv hvqwb| f‡bvcÖvRv‡bi dvg©v‡KvKvB‡bwUK 
c¨vivwgUvi¸wj Lvwj †c‡U Ges fiv †c‡U _vKv k‡Z© 20 wgwjMÖv‡g my¯’ cªvßeq¯‹ 
cyiæl‡`i Rb¨ f‡bvcÖvRv‡bi GKK †me‡bi c‡i †Uwe‡j Dc¯’vcb Kiv n‡q‡Q:

weZiY

†cÖvwUb evBwÛs nvi 85.2 †_‡K 88.0% nq hLb 0.1 †_‡K 10 gvB‡µvMªvg/wgwj 
cwim‡ii [14C] f‡bvcÖvRvb gvby‡li cøvRgvq (Bb wf‡U«v) †hvM Kiv nq|

wecvK

f‡bvcÖvRvb cÖavbZ wjfv‡ii W«vM-†gUv‡evjvBwRs GbRvBg CYP3A4 Ges 
AvswkKfv‡e CYP2B6, CYP2C19 Ges CYP2D6 Øviv wecvwKZ nq| 
f‡bvcÖvRvb mvj‡dvU«vÝ‡d‡iR SULT2A1 (Bb wf‡U«v) ØvivI wecvwKZ nq|

f‡bvcÖvRvb CYP2B6, CYP2C19 Ges CYP3A4/5 (Bb wf‡U«v) Gi Dci 
mgq-wbf©i cÖwZ‡ivaK cÖfve cÖ`k©b K‡i| GQvovI, f‡bvcÖvRvb CYP1A2 Gi 
Dci mvgvb¨ NbZ¡-wbf©i Av‡ekxq cÖfve †`Lvq wKš‘ GwU CYP2B6 Ges 
CYP3A4/5 (Bb wf‡U«v) †Z mvgvb¨ Av‡ekxq cÖfve †`Lvq|

wbg©~j

hLb †ZRw¯Œq-†j‡ejhy³ Ilya (f‡bvcÖvRvb wnmv‡e 15 wgMÖv) ¯^v¯’¨Ki cÖvßeq¯‹ 
cyiæl‡`i gy‡L †meb Kiv nq, 98.5% †ZRw¯ŒqZv †me‡bi 168 N›Uv c‡i cÖ¯ªv‡e 
Ges g‡j wbM©Z nq hv h_vµ‡g 67.8% cÖ¯ªv‡e Ges 31.1% g‡j|

we‡kl Rb‡Mvôx

†ibvj Bw¤úqvi‡g›U †c‡k›U

mvaviY wKWwb dvskb mn, nvjKv, gvSvwi Ges ¸iæZi †ibvj wWmAW©vi mn 
†ivMx‡`i Ges †kl ch©v‡qi †ibvj wWwRR (ESRD) †ivMx‡`i †¶‡Î f‡bvcÖvRvb 
20 wgMÖv-Gi GKK †WvR wnmv‡e IlyawU cwiPvjbv Kiv nq| f‡bvcªvRvb Gi 
dvg©v‡KvKvB‡bwU· Dci †ibvj wWmAW©v‡ii cÖfve †`Lv hvq  †h AUC∞ Ges 
Cmax h_vµ‡g 1.3 ‡_‡K 2.4 ¸Y Ges 1.2 †_‡K 1.8 ¸Y †ewk wQj, nvjKv, 
gvSvwi Ges ¸iæZi †ibvj wWmAW©v‡i AvµvšÍ †ivMx‡`i ¯^vfvweK †ibvj dvskb 
mn †ivMx‡`i Zzjbvq, hv †ibvj dvskb n«v‡mi mv‡_ e„w× †`Lvq| ¯^vfvweK †ibvj 
dvskb mn †ivMx‡`i Zyjbvq ESRD ‡ivMx‡`i g‡a¨ AUC∞ Ges Cmax 
h_vµ‡g 1.3 ¸Y Ges 1.2 ¸Y †ewk wQj|

†ncvwUK Bw¤úqvi‡g›U †c‡k›U

mvaviY †ncvwUK dvskb Ges g„`y, gvSvwi Ges ¸iæZi †ncvwUK wWmAW©vi mn 
†ivMx‡`i †¶‡Î f‡bvcÖvRvb 20 wgMÖv-Gi GKK †WvR wnmv‡e IlyawU cwiPvjbv Kiv 
nq| dvg©v‡KvKvB‡bwU· Dci †ncvwUK wWmAW©v‡ii cÖfve hLb f‡bvcÖvRvb 20 
wgMªv Gi GKK †WvR wnmv‡e IlyawU cwiPvjbv Kiv nq ZLb †`Lvq †h AUC∞ 
Ges Cmax 1.2 †_‡K 2.6 ¸Y †ewk Ges 1.2 †_‡K 1.8 evi, h_vµ‡g, ¯^vfvweK 
†ncvwUK dvskb mn welq¸wji Zyjbvq nvjKv, gvSvwi Ges ¸iæZi †ncvwUK 
e¨vwahy³ †ivMx‡`i g‡a¨|

wb‡`©kbv

f‡bvcv (f‡bvcÖvRvb) Gi wb‡`©kbv

1. M¨vw÷«K Avjmvi, wWI‡Wbvj Avjmvi, wid¬v· B‡mvd¨vMvBwUm, M¨vw÷«‡Ki 
cybive„wË cÖwZ‡iv‡a ev Kg †WvR A¨vmwcwib †me‡bi mgq wWI‡Wbvj Avjmvi, 
bb-‡÷i‡qWvj A¨vw›U-Bbd¬¨v‡gUwi W«vM (NSAID) †me‡bi mgq M¨vw÷«K ev 
wWI‡Wbvj Avjmv‡ii cybive„wË cÖwZ‡iva|

2.wbgœwjwLZ web¨v‡m †nwj‡Kve¨v±i cvB‡jvwi wbg©~‡ji mv‡_ mshy³:

M¨vw÷«K Avjmvi, wWI‡Wbvj Avjmvi, M¨vw÷«K wgD‡Kvmv-m¤úwK©Z wjç¨vwUK wUm¨y 
(MALT) wj‡çvgv, BwWIc¨vw_K _ª‡¤^vmvB‡Uv‡cwbK cvicyiv, cÖv_wgK ch©v‡q 
M¨vw÷«K K¨vÝvi ev †nwj‡Kve¨v±i cvB‡jvwi M¨v÷«vBwU‡mi G‡Ûv‡¯‹vwcK 
wi‡mKk‡bi c‡i cvK¯’jx|

gvÎv I cÖ‡qvMwewa

M¨vw÷«K Avjmvi Ges wWI‡Wbvj Avjmvi

gy‡L LvIqvi Rb¨ mvaviY cÖvßeq¯‹‡`i †WvR nj 20 wgMÖv f‡bvcv (f‡bvcÖvRvb) hv 
w`‡b GKevi K‡i †`Iqv nq hv h_vµ‡g M¨vw÷«K Avjmv‡ii Rb¨ 8 mßvn Ges 
wWI‡Wbvj Avjmv‡ii Rb¨ 6 mßvn|

wid¬v· B‡mvd¨vMvBwUm

gy‡L LvIqvi Rb¨ mvaviY cÖvßeq¯‹‡`i †WvR nj 20 wgMÖv f‡bvcv (f‡bvcÖvRvb) 
†gvU 4 mßv‡ni wPwKrmvi Rb¨ cÖwZw`b GKevi †`Iqv nq| hw` †mB †WvRwU 
Ach©vß cÖgvwYZ nq, Z‡e  †me‡bi †gqv` evov‡bv DwPZ, Z‡e wPwKrmv 8 mßv‡ni 
†ewk bq|

wid¬v· B‡mvd¨vMvBwU‡mi i¶Yv‡e¶‡Yi Rb¨ †_ivwc †`qv n‡j, hvi cybive„wË Ges 
cybiæÌvb †`Lvq| G‡ÿ‡Î gy‡L e¨env‡ii Rb¨ †WvR nj 10 wgMªv f‡bvcv 
(f‡bvcÖvRvb) w`‡b GKevi| hvB‡nvK, hLb Kvh©KvwiZv Ach©vß nq, †WvR cªwZw`b 
GKevi 20 wgMªv ch©šÍ f‡bvcv (f‡bvcÖvRvb) evov‡bv †h‡Z cv‡i|

Kg †Wv‡R A¨vmwcwib †me‡bi mgq M¨vw÷«K ev wWI‡Wbvj Avjmv‡ii cybive„wË 
cÖwZ‡iv‡at

mvaviY cÖvßeq¯‹ †WvR nj 10 wgMÖv f‡bvcv (f‡bvcÖvRvb) Gi GKwU U¨ve‡jU 
cÖwZw`b GKevi gy‡Li gva¨‡g LvIqv nq|

bb-†÷i‡qWvj A¨vw›U-Bbd¬¨v‡gUwi W«vM (NSAID) †me‡bi mgq M¨vw÷«K ev 
wWI‡Wbvj Avjmv‡ii cybive„wË cÖwZ‡iv‡at

cÖvßeq¯‹‡`i mvaviY †WvR nj 10 wgMÖv f‡bvcv (f‡bvcÖvRvb) Gi GKwU U¨ve‡jU 
cÖwZw`b GKevi gy‡Li gva¨‡g LvIqv nq|

†nwj‡Kve¨v±i cvB‡jvwi wbg©~‡ji mv‡_ mshy³

cÖvßeq¯‹‡`i Rb¨, wbgœwjwLZ wÎcj †_ivwcwU mvZ w`‡bi Rb¨ cÖwZw`b `yevi GKB 
mg‡q gy‡Li gva¨‡g †meb Kiv DwPZ| 20 wgMÖv f‡bvcv (f‡bvcÖvRvb), 1000 wgMªv 
A¨v‡gvw·wmwjb nvB‡W«U Ges 500 wgMÖv K¬¨vwi‡_ªvgvBwmb|

hw` †cÖvUb cv¤ú BbwnweUi, A¨v‡gvw·wmwjb nvB‡W«U Ges K¬¨vwi‡_ªvgvBwmb wÎcj 
†_ivwci gva¨‡g †nwj‡Kve¨v±i cvB‡jvwi wbg©~j e¨_© nq, weKí wPwKrmv wnmv‡e, 
cÖvßeq¯‹‡`i mvZ w`‡bi Rb¨ cÖwZw`b `yBevi gy‡L wbgœwjwLZ wÎcj †_ivwc †`Iqv 
DwPZ: 20 wgMÖv f‡bvcv (f‡bvcÖvRvb), 1000 wgMÖv A¨v‡gvw·wmwjb nvB‡W«U Ges 
500 wgMÖv †g‡U«vwbWvRj|

cÖwZwb‡`©kbv

f‡bvcÖvRvb cÖwZwb‡`©wkZ i‡q‡Q:

•    f‡bvcÖvRvb ev GwUi †h‡Kvb Dcv`v‡bi cÖwZ †hme †ivMx‡`i AwZms‡e`bkxjZv 
i‡q‡Q|

•  †hme †ivMxiv A¨vUvRvbvwfi mvj‡dU, †bjwdbvwfi ev wijwcwfwib 
nvB‡W«v‡K¬vivBW MÖnY K‡i‡Qb Zv‡`i †ÿ‡Î f‡bvcÖvRvb e¨envi cwinvi Kiv 
DwPZ|

weiƒc cÖwZwµqv

f‡bvcÖvRvb e¨envi K‡i wbgœwjwLZ weiƒc cÖwµqv wi‡cvU© Kiv n‡q‡Q:

Wvqwiqv, †KvôKvwVb¨, Ily‡ai AwZ ms‡e`bkxjZv (A¨vbvdvBj¨vKwUK kK mn), 
Ily‡ai we‡ùviY, QÎvK, †ncv‡UvUw·wmwU, RwÛm, dzmKzwo, ewg ewg fve, 
A¨ve‡Wvwgbvj wWm‡Ubkb, Mvgv-MøyUvwgj U«vÝdv‡iR e„w×, AST e„w×, wjfv‡ii 
Kvh©KvwiZv cix¶vq A¯^vfvweKZv, ALT e„w×, ALDH e„w×, γ-GPT e„w×, BwWgv 
Ges BIwm‡bvwdwjqv|

mZK©Zv

mvaviY

wPwKrmvi mgq, †iv‡Mi ‡Kvm©wU Nwbôfv‡e ch©‡e¶Y Kiv DwPZ Ges †iv‡Mi Ae¯’v 
Abyhvqx b~b¨Zg  †_ivwcDwUK cÖ‡qvRbxqZv e¨envi Kiv DwPZ|

`xN©‡gqv‡`, f‡bvcÖvRv‡bi mv‡_ wPwKrmv, G‡Ûv‡¯‹vwci gva¨‡g wbweo ch©‡e¶Y 
Kiv DwPZ|

wid¬v· B‡mvd¨vMvBwUm wbivg‡qi i¶Yv‡e¶‡Yi Rb¨, f‡bvcÖvRvb ïaygvÎ †mB 
†ivMx‡`iB †`Iqv DwPZ hviv GB Ae¯’vi cybive„wË Ges cybtcÖKvk nq| wbivgq 
i¶Yv‡e¶‡Yi cÖ‡qvRb nq bv Ggb  †ivMx‡`i †meb Gov‡bv DwPZ|

hLb wbivgq GKwU ̀ xN© mg‡qi Rb¨ eRvq ivLv nq Ges hLb cybive„wËi †Kvb SzuwK 
_v‡K bv, ZLb  †WvR 20 wgMÖv †_‡K 10 wgMÖv -Gi †WvR Kgv‡bv ev †meb eÜ Kiv 
DwPZ|

e„‡°i AmgKvh©KvwiZvq

f‡bvcÖvRvb wKWwb †iv‡M AvµvšÍ †ivMx‡`i hZœ mnKv‡i cwiPvjbv Kiv DwPZ KviY 
f‡bvcÖvRvb wbM©g‡b wej¤^ NU‡Z cv‡i, hvi d‡j i‡³ f‡bvcÖvRv‡bi NbZ¡ e„w× 
‡c‡Z cv‡i|

hK…‡Zi AmgKvh©KvwiZvq

f‡bvcÖvRvb †ncvwUK e¨vwahy³ †ivMx‡`i hZœ mnKv‡i cwiPvjbv Kiv DwPZ KviY 
f‡bvcÖvRv‡bi wecvK Ges wbM©g‡b wej¤^ NU‡Z cv‡i, hvi d‡j i‡³ f‡bvcÖvRv‡bi 
NbZ¡ e„w× †c‡Z cv‡i| wjfv‡ii AvNvZ mn †ncvwUK dvskb A¯^vfvweKZv wi‡cvU© 
Kiv n‡q‡Q| ‡h mg¯Í †ivMx‡`i wjfv‡ii Kvh©KvwiZv A¯^vfvweKZvi cÖgvY i‡q‡Q 
ev hw` Zviv wjfv‡ii Kg©nxbZvi Bw½Z †`q Ggb j¶Y ev DcmM© †`Lv  †`q 
Zv‡`i †¶‡Î f‡bvcÖvRvb eÜ Kivi civgk© †`Iqv nq|

B›U«vM¨vw÷«K pH e„w×

f‡bvcÖvRvb LvIqvi d‡j BbU«vM¨vw÷«K wcGBP e„w× cvq Ges ZvB Ily‡ai mv‡_ 
MÖnY Kivi civgk©  †`Iqv nq bv hvi †kvlY A¨vwmwWK B›U«vM¨vw÷«K pH Gi Dci 
wbf©i K‡i| f‡bvcÖvRv‡bi j¶YMZ cÖwZwµqv M¨vw÷«K g¨vwjMb¨vwÝi Dcw¯’wZ †iva 
K‡i bv| ZvB, GB Ily‡ai e¨envi ïiæ Kivi Av‡M AvjmviwU gvivZ¥K cÖK…wZi bq 
Zv wbwðZ Kiv cÖ‡qvRb|

†K¬vw÷«wWqvg wWwdwmj, wmD‡Wv‡gg‡eªbvm †KvjvBwUm mn ¸iæZi †KvjvBwUm

†K¬vw÷«wWqvg wWwdwm‡ji Kvi‡Y M¨v‡÷«vBb‡U÷vBbvj msµg‡Yi SyuwK †e‡o hvq| 
i³v³ gj mn ¸iæZi †KvjvBwUm, †hgbt wmD‡Wv‡gg‡eªbvm †KvjvBwUm, 
A¨v‡gvw·wmwjb nvB‡W«U ev K¬¨vwi‡_ªvgvBwmb  †nwj‡Kve¨v±i cvB‡jvwi wbg©~‡ji Rb¨ 
f‡bvcÖvRv‡bi mswgkª‡Y e¨eüZ nIqvi Kvi‡Y NU‡Z cv‡i| hw`  †c‡U e¨_v nq 
Ges Nb Nb Wvqwiqv nq Z‡e h_vh_ e¨e¯’v MÖnY Kiv DwPZ, †hgbt wPwKrmv  
Awej‡¤^ eÜ Kiv|

webvBb (Benign) M¨vw÷«K cwjc

`xN©‡gqv`x wcwcAvB e¨env‡i †ivMx‡`i g‡a¨ webvBb M¨vw÷«K cwjc †`Lv †M‡Q|

f½yiZv

†cÖvUb cv¤ú BbwnweUi w`‡q wPwKrmvaxb †ivMx‡`i wbZ¤^, Kwâ ev †giæ`‡Ûi  
Aw÷I‡cv‡ivwmm-m¤úwK©Z d«¨vKPv‡ii SzuwK †e‡o hvIqvi K_v Rvbv †M‡Q| we‡kl 
K‡i D”P gvÎvq ev `xN©‡gqv`x (GK eQi ev Zvi ‡ewk) wPwKrmv MÖnYKvix †ivMx‡`i 
†¶‡Î d«¨vKPv‡ii SyuwK †e‡o hvq|

nvB‡cvg¨vM‡bwmwgqv

Kgc‡¶ wZb gvm Ges †ewkifvM †¶‡Î GK eQi a‡i PPI-Gi mv‡_ `xN©vwqZ 
wPwKrmv †ivMx‡`i g‡a¨ ¸iæZi nvB‡cvg¨vM‡b‡mwgqv wi‡cvU© Kiv n‡q‡Q|

eq¯‹‡`i †ÿ‡Î

†h‡nZy eq¯‹ †ivMx‡`i g‡a¨ †ncvwUK ev †ibvj dvsk‡bi g‡Zv kvixie„Ëxq 
Kvh©KvwiZv n«vm cvq, ZvB f‡bvcÖvRvb mveav‡b cwiPvjbv Kiv DwPZ|

18 eQ‡ii Kg eqmx wkï‡`i †ÿ‡Î

f‡bvcÖvRvb 18 eQ‡ii Kg eqmx wkï‡`i †ÿ‡Î e¨env‡ii †Kvb wb‡`©kbv cÖwZwôZ 
nqwb|

Mf©ve¯’vq e¨envi

f‡bvcÖvRvb Mf©eZx gwnjv‡`i ev Mf©eZx nIqvi m¤¢vebv i‡q‡Q Ggb gwnjv‡`i 
†¶‡Î e¨envi Kiv DwPZ hw`I cÖZ¨vwkZ †_ivwcDwUK myweav †h †KvbI m¤¢ve¨ 
SzuwKi †P‡q †ewk e‡j g‡b Kiv nq|

¯Íb¨`vbKv‡j e¨envi 

¯Íb¨`vbKvix gv‡q‡`i Rb¨ f‡bvcÖvRv‡bi †meb Gov‡bvi civgk© †`Iqv nq| 
hvB‡nvK, hLb †meb Acwinvh© ZLb ¯Íb¨`vb eÜ Kiv DwPZ|

Ab¨vb¨ Ily‡ai mv‡_ wµqv

gvÎvwaK¨ 

f‡bvcÖvRvb Gi mv‡_ AwZgvÎvi †Kvb AwfÁZv †bB| f‡bvcÖvRvb 
†n‡gvWvqvjvBwmm Øviv i³ mÂvjb †_‡K miv‡bv hvq bv| Ifvi‡WvR NU‡j, 
wPwKrmv  j¶Yxq Ges mnvqK nIqv DwPZ|

msiÿb

Av‡jv I Av`ª©Zv †_‡K `~‡i, 300 †mjwmqvm Gi wb‡P ïK‡bv ¯’v‡b ivLyb| mKj 
Ilya wkï‡`i bvMv‡ji evB‡i ivLyb|

†gvoK mvgMÖx

f‡bvcv 10 U¨ve‡jUt cÖwZwU evwYwR¨K †gvo‡K Av‡Q 50 wU U¨ve‡jU A¨vjy-A¨vjy 
weø÷vi c¨v‡K|

f‡bvcv 20 U¨ve‡jUt cÖwZwU evwYwR¨K †gvo‡K Av‡Q 50 wU U¨ve‡jU A¨vjy-A¨vjy 
weø÷vi c¨v‡K|

†WvR 10 wgMÖv 20 wgMÖv

Tmax (h) 1.5(0.75,3.0) 1.5(0.75,3.0)

Cmax (ng/ml) 12.0±1.8 26.3±6.6

T1/2 (h) 7.0±1.6 6.1±1.2

AUC(0-tau)(ng.h/ml) 79.5±16.1 151.6±40.3

Tmax (h) Mo ± S.D. 9 wU wel‡qi g‡a¨ [Tmax ga¨gv Øviv cÖKvk Kiv
nq (me©wbgœ gvb, m‡e©v”P gvb)]

†Wv‡Ri kZ© LvIqvi Av‡M LvIqvi c‡i

Tmax (h) 1.5 (0.75, 3.0) 3.0 (1.0, 4.0)

Cmax (ng/ml) 24.3 ± 6.6 26.8 ± 9.6

T1/2 (h) 7.7 ± 1.0 7.7 ± 1.2

AUC(0-tau)(ng.h/ml) 222.1 ± 69.7 238.3 ± 71.1

Tmax (h) Mo ± S.D. 12 wU wel‡qi g‡a¨ [Tmax ga¨gv Øviv cªKvk Kiv
nq (me©wbgœ gvb, m‡e©v”P gvb)]

f‡bvcÖvRvb wdDgv‡iU

W«vM wPý †gKvwbRg Ges wi¯‹ d¨v±i

CYP3A4 BbwnweUi,
K¬¨vwi‡_ªvgvBwmb BZ¨vw`

i‡³ f‡bvcÖvRv‡bi
cwigvY e„w× †c‡Z 

cv‡i

Rvbv †M‡Q  
K¬¨vwi‡_ªvgvBwm‡bi mv‡_
GK‡hv‡M e¨env‡ii d‡j 

i‡³  f‡bvcÖvRv‡bi cwigvb 
e„w× †c‡q‡Q|

wWRw·b,
†gw_wjwWRw·b

Gme Jl‡ai cÖfve
e„w× †c‡Z cv‡i

f‡bvcÖvRv‡bi M¨vw÷«K 
A¨vw›Uwm‡µUwi cÖfve 

wWRw·‡bi nvB‡W«vjvBwmm‡K
evav w`‡Z cv‡i, hvi d‡j
i‡³ wWRw·‡bi NbZ¡ e„w× 

cvq|

BUªv‡KvbvRj, UvB‡ivwmb 
KvB‡bR BbwnweUim&, 

†RwdwUwbe, wb‡jvwUwbe, 
Avi‡jvwUwbe

Gme Jl‡ai cÖfve
n«vm †c‡Z cv‡i

f‡bvcÖvRv‡bi M¨vw÷«K 
A¨vw›Uwm‡µUwi cÖfve i‡³ 
Gme Jl‡ai  NbZ¡ Kwg‡q 

w`‡Z cv‡i|

f‡bvcv
f‡bvcÖvRvb wdDgv‡iU AvBGbGb

cÖ¯‘ZKviK
exKb dvg©vwmDwUK¨vjm& wcGjwm
fvjyKv, gqgbwmsn, evsjv‡`k


