
Active ingredient : Pantoprazol sodium sesquihydrate

Cohposition
Active ingredient
1 Enteric coated tablet contains:
Pantoprazole sodium sesquihdrate 45.1 mg 1 coresponding to 40 mg Pantprazole )

Excioients
Sod iumcarbonatanhydrous ;mann i to l  F rospov idone;pov idon ica lc iumsteara te ;E ihano l96%;
Opadry l l  wh i tePowder ;Acry l -EZEye l lowPowder ;S imeth iconeEmuls ion .

Phaama(euti<al form and contents
Enter iccoated  tab le ts . . . . . . . . . . . . . . . .Packwi th  14  tab le ts ,packwi th l5 tab le ts ,packwi th30tab le ts

Pharmacoth€rapeutic / indi(ation group/adion me<hanism
Selective Proton oumo inhibitor , substituted benzimidazole.

Manufactur€.:Jordan River Pha.ma.euti(al Industrie! { L. L ,C )

lndi.ationr
- Incombinat;onwith two appropriate antibiotiG ( see 

" posology" ) for the eradication
ofHe l icobac ter  py lo r i inpa t ien ts  w i thp€pr ic  uace.swi th theob jec t iveo f ts r :ng  the
recurrence of duodenal and gastric ulcers cau*d by this microorganism.

' Duodenal ulcer
uas tn(  u l (e r

- Moderate and severe cates of inflammation of the esophagus i r€fis €sphaghis ) . i

Zollinger -Ellison -Syndrome and other pathologkal hyp€stdory condfions ..

ContEindietions
PantM { m9 mun not be used in combinatim fiRffit forsadsipn of Helkobcter
p),lod in Ftie;b wirh roderate to severe liver o. kidneytuKion di*'bances since arently a
m dinbl dab are a€il6!:e on the effi(acy and efety of Fnt@ 4{ mg in corntimtion :
reamr !  o ' :he*  pa len6
PantoF 4 mg shduH generaliy not be u*d in cs d k'Hm hypsmitivify to one d the ,i
coniliMs of Pantov€r 40 m9 d d the combimtion Fffi . ,

sp€clel wuings and pr*asiocioaus li
Pantover { ma is not indi(dted fior mild asuoinEsiEl cmdaiG ee Iroq nomach.in the
case of combi-nation rherapy, the pre*foing informadons ie *e respectiw drugs nu* be
obseNed. Prior to treatment whh Panbw4o mq sleps mun be Eks to sure that the ga$ric -:
ulcer is nd malignant. and tliat there is no malighant dis€e in the eopfiagu1 srnre the :

treatment would also alleviate the complainl-alEiated with malign3nt d'leases 3nd p6siB++.
d - :  . ,  : : 5  - - . r - o ' r F e d i a g n o s i r .  

. l
:  :  ?9 ' : :  -= ' l - .  esoDhag l  s  s 'oJ ld  b€  conf i rmed b ,  t r { i i i : ,  - :  k ' .=  -  - ' :  i .  H  no  I
e,(p€itr<: ,rm ve.Fenr ; crd@ In patien6 w;di Zrfga*spe* r€ other I
c?:-:\E€r iype.we::-.. .wdons requiring lsBffi ffi @ as all I
x &!6=-09 med'.i|B --f =dc the absorptioh of viBft 8: 2'@ ,.ffi. due to 5
rrye d xh%rhyde ,*.5 +E-sd b€ coneldeGd if resp€di€&it F -i - *rved . 

{

Pcgmfty and ladirn
: .:e .!--:.<€ i rca|_*: *men i5 limited . There is 6 i*.rt@ - - @tion of l
F-::gE € 

-- 
'rF b{ed milk pantover 40 mg tak iEf r? 5e € iien the L

bFFii 6 # rds b cmsidered greater than th€ GEid ri* e tsc +Fus/baby, S
Efi€cs6rreabnlybdiEiljtousemachinesorworkwithqiafrFftdEc t

aF 
-ftR 

tsE m trff fu d tfi€ ability to drive or to op€ft nrdGl:. 4.4 r-. j a fi rm i

- foothold

Posologyand method otadminiffiiia :
The following inform3ti.- :plries unles 9aa*€. {O mg ha5 been otheruise pr€s.rlbed by I
v . : .C . . tOr .pee! .  r :  t ,  ' ,a :a  - : - -J - :G : i  : - :n " : !e  . : - : i ve '  i i rC  -a r  rc thave the  :?
r -  : :  : ' t :  f ,  a _ : _  i ' r , -  . , : -  _ . : ; - o b n s  

r y i o r '  *_ : ! :€ r  d i : f f i j . c  n -69- :s r t5 - : *@d€d b t<qnt$d iF  U€:ment .  S
ryrdry fi the 6isme pailm,ti€ Iol$- I comti€dms * ffiElde<i , I

' :, I i#H#J:,ilruc@td 
t'br€t/d' b) 1 :in:1y-T^T�.-*t c@ *t/ dav. i::

+ 2. 5oo mg darftromycin/day 
+ 2*5@mgmdronid@b i &r l;
+2 '5oomgc lad thromFn, ,6  

i :
c) 2 r 1 Pantover4o mg enteilc coated tablet / dry

+2 '1000m9 amox ic i l l i n /  day
+2'500m9 metondazole / day

lfcombination therapy is not an option,e.g-if the patient has tested negarto€'y r.,icobacter

py lo r i  ,  the  fo l low ing  dosage gu ide l ines  app ly  fo r  Pantover  40  m9 - r_ i iherapy  I
fo r  duodena l  u lcer ,  gas t ' i  uke :  and reFL i :sophdg i t i s :
Genera l l y ,  l  Pantover  40  mg en:e . i .  .oa ted  :ab le t  da i l y .  In  ind iv idua l  ca5e3 - .  - :e  may be
d o u b l e d ( i n c r e a s e t o 2 P e r t o . . e ' j l - ! g a t r + r e s i s t a n t t a b l e t p e r d a y I  p a - - : j ' r r y - ' , , r h e n t h e r e
Es becn no re<porue rc

ln  pa t ren ts  wr th  se ! : ' :  , ._  - : .  - . . t  th1  dose has  to  LE . i : J :€d  a  ,  ,ub t " ,
(40m9 pantopEzo ie  a . : - .  : -  ' : .
Fur thermore , in :he ; . : . : : -=  - :  ' ,€_ : -z lmes shou ld  be  mon i to red  a l r ing  Pantover40mg
therapy . -. z- :' i -- of th€ liver enzymes Pantover fi mg
shou ld  3€  C l ! . : - : - * :

The daily dose of 40m9 Pantoprazole should not be exceeded in elderly patients or in
patients with impaired kidney function. An exception is combination th€rapyfor eradication

of Helicobacter pylori, where also elderly patientsshould receive the appropriate pantoprazole

dose ( 2 * 40 mg per day ) during the 1 -week ti€atment period .

For  the  long{erm management  o f  Zo l l inger 'E l l i son  -  Syndrom€ and o ther  pa tho log ica l

hip€rsecretory conditions the recommended daily dose atthe begihni€g of the treatment is

80mg (2 tab le ts  o f  pantover4omg) .Thereaf te r , the  dosage can be  t i t ra ted  up  or  down as

needed using measurements ofgairic acid secretion to guide. With doses above 80 mg daily
. thedoseshou ldbed iv idedandg iventu iceda i ly .A temporary increase o f thedosageabove
160 mg pantoprazole is possible but should not be applied longer than requked for

adequate acid control,

TF€ and dutation of keatment

Combination therapy for eradicatlon of Helicobacter pylori ;nfectionusually lasts Tdays and

c.n be extended to a maximum of 2 weeks. lf after this time fu(her treatment wlth Pantover40

mg is  ind ica ted to  ensure  tha t  the  u lcer  hea ls  comple te ly ,  thedose recommendat ions  fo r
gas t r i c  and duodena l  u lc€6  mun be observed.

ln  the  major i t y  o f  cases ,  a  duodena l  u lcer  hea lscomple te ly  w i th in2wee ls . l f  a two-week

treatment period is not suffcient , healing will be achieved in almost all cases within

a fqther 2 weeks.Galttic ulcers and reflq eJophrgitis usuall)4€qujEa 4-weeklco{se of -_
i_ :a fmenr  l f lh ' s  :ho ! rd : :  nadequa le  hea l ing  w i l l  in  mo i  cases  b€  a .h ieved w i th in  a

fu(ie. 4 wees .Tr€anen: luratjon in Zollinger - E ison - Syndrom€ and other patholoqical

hJpersdory conodoni i! not limt.i .nd shoulcj be adapted according to clinicalneeds

E: .ep t fq  pa t ie rE i f rh  Z . :nger -E i ' s r -Syn i rome andot ie r  pa tho log ica l  hypereecre tory

csditiffi. +e du€lio. .' neahe.t ?,'ith the adive 'rgredient pantoprazole should nor

daeed 8 Rts 6 eresience with lo.! lerm tieatfients i9 limited.

fw6*s tcr e ,bafi&rg

Fr t f f i40r !  sskd€d Eb ls  mu l  .o t  beoewedor  c rushedand mustb€  swa l lowed

i:* # *@ : hbdd€ breakfa*.ld @biration theraovfor eradication of Heiicobader

lytr i-fudic. tE sdd Fntoverztomgbblet should be taken beforethe evening meal-

lG e.ido,€.d@g€

ItEe ft rc f,Dvn smyptoms of ovlrdoSge in man ; in any case , the doqor must be

dfied . ln the ese of oerflo*ag$ wllh clinical signs of intoxi<ation , the usal ruli*-of
' _ i o x i c a t i o n a o p r t : . v c ! h a v e t a k e n t o o : i i t t T e p a n t o v e r 4 0 m g o r h a v e f o r g o t t e n t o t a k e i t d o

_: :  i . k€  : ' .  r ; -< :  : : :  3u i  aont inue Wi th  the  nex i  f€gu la r  dose on  your  dos ing  schedu le  ,
-i. 

.. t-.. &d i ifl want to iittmpt o. orematurely discontinue tr€atment with

c---.9 4: -€

-hirL.tc

5* =ate 5dd^

f _e +rc ay si{re effectJ notmendoaEd io i: .:-= a+as: .';'- jo-' doctof or
p.aTs

aF

f a- nik #ience side effes , notifiy )oor d6or s d€t h€ can d<ide what
t.€-€:;€ R nEessary,

lfier..tloiJ : 5- ddb6 aird shetf lif€
i'l+i@; zE-an"6-f%?TwE

r .  d  k F r . . . n : / ^ l p  '

i [ i " r " " . i ! ' i n i : i ] r - l i  r r " r -a ro-  ; . jo  : :L  : j  .  : . -c -  . , . -  - .  vou  mi th t  he .g  <e l t tv .  
tT  5 : r r  : r - :  : -  - -s  p .  L  i s  p r ia ted  on  Ihe  conta iner  and or  the  fo ld ing  bo ]  .

T h e a c t i v e i n g r e d i e n t o f  P a r t o r € ' { a g : s - : : : : : r : * i n t h e i k r v i a r h € r y t o d l m r a j o :  t E a a e r : E : i : ' : h e € x D l r y d a t e l
enzyhe system . An httrjon wiLh (]* fugs cr sbffi metebol;z€d by tfE !:me ; le - 

'd 
?r:g !fe:*

enzyme sy$em canrcth rul{ h:. €
Holiever.'in hrget€d frdi.t _sFg a ?r.98 cC such drugs and substaKs rc drelly i ^ -- .-
significant inteEdio"s we'e ot6sEd i.6€5 \tr been canied out on crbatlwre . E -- 

_ '- 
.

. " in "n i ,a i - ip " . ,  o ia*c ,cac i :  e .saml ,  g l ibenc lamide, - " topoto i ,  n+*" " ,  S  
e : : :T - -=*o f  6 i ld€x :

nifedipine , pahenprftffi FuiGm . thsphylline . warfadn , ard m oral 5
contraceptive.Therewereatsfriffi:r,-! #ith c$comitantlyadmif,inered antdig.No *
clinically relevant interadions w &rd *nt! the respetiv; antibiotics ( clarith@nry(,n, 

* tabl: Undeifablg gffeCtS
met ron idazo le ,  amox ic i l l i n  ) .

---

This is a midicmnt:
- A medimnt is a pdud frlt sfrd you health. ard i6 cbffiFh mmry b ffidotrs is dagerous for you.

--+ouow sictly the doctor's prescription, th!mcrr r; EsdEB ir.hcdons of the phmacist who sold th€ mcdicament.
- The doltoi rnC dre phmackl ile erFfts in meirch€, ih hFir 

-.1 dsks
-Do not bI !ou.!cli rnremp( the p€dod ofreaE..t prescibed fe. :l

Do nol rcFa; hre s:r3 :.esciption siho!i : r.luhing your dF:i
-Keepout ; f redr .a i : i l d . . r '  

' '  
Cou i lc i la fArabHea l thMin is te rs

Union of Arab Pharnacists

Jordan Ris Phamaceu{€l IndustriG {LLC} Amman - Jordan
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