
jlcrrtl ;)I1 01' illis Ici)ilct c:ll.d'l~lly bcSo~.e yo11 slir17t 11sing tllis lrrctlici~lc l)err~oscit col~trriasi r ~ l l , o r - l n r ~ t  

i~lti)~-~n:~tiollfor you. 
I<ccp this leuflet. You rnny nectl lo ~'cild i l  iigiiin. 

II'you have tiny S~~rlhcr 
qilcslions, aslc yor~r tloclor or phi~rlnacist. 
'I'llis medicine has  been prescribecl for yorl. 110 1101 prrss i l  011 lo ollicrs. I t  n~nyIlil1.111lllcln, cvcn il'tlioir 
signs of illness arc the snmc as yorlrs. 

-	 IS  you get any side effects, talk to your doctor or pJ1:rrmacist. 'I'l~is incluclcs any possil~lc side cSSc cl 1101 

listed in this leaflct. See section 4 .  

Wllal is in this Icaflel: 
1 .  What Pantoprazol Combino Pharm 40 mg 11owder for solution for injection is and what it is ~ l s c d  for 
2.  What you need to know before you use Pantoprazol Combino J'harm 40 mg ~)owclel. for solution for 
i~!jection 
3 .  Ilow to use Pantol~razol Combino Pha1.m 40 11igpowder for solution for injection 
4. Possible side cffects 
5. 1-low to store Pantoprazol Combino Pharm 40 Ing powdct for solution for i~!jcctior~ 
6 .  Contents of the pack and other information 

1 .  	 WHAT Panloprazol Conlbillo Pharm 40mg l'owdcr for Solution for injeclioll IS AN11 W 13A7' 

IT IS USED FOR 


1)antopt-azole belongs to a group of medicines calletl 111.oton pulnp inhibitor, that reduces lhe production of 

stomach acid. It is indicated for treatment of duodenal ulcer, gastric ulcer, moderate and seve;re esophagitis 

and oiher iflness wilh an hypersecreto~ conditions increased, as ~dllin~er-~llison-sytldrolne. 


2. 	 WHAT YOU NEED TO KNOW BEFORE YOU USE Pantoprazol Colllbino Pham 40mg 

Powder for Solution for injection 


Do not use Pantoprazol Cornbino Pllarrn 40rng Powder for Solution for injection 

-	 if you are allergic to Pantoprazole or any of the other ingredients of this medicine (listed in section 6). 

Take special care with Pantoprazol Cornbino Pharrn 40rng Powder for Solution for injection 

if you suffer from a liver disorder or a kidney disorder, please tell your doctor who will decide 
whether your dose has to be ad-justed. 

If the above statement applies to you, please talk to your doctor 

Using other medicines 
Please tell your doctor or pharmacist if you are taking or have recently taken any other medicines, including 

inedicines obtained without a prescription. 

Pantoprazol Combino Pharm 40mg may increase or decrease the absorption of the other medicines by 

decreasing the acidity stomach, such as Ketoconazol. 

Please tell your doctor if you are taking medicines to thin your blood (oral anticoagulants) such as warfarin 

or pl~enprocoumon, so your doctor could monitored with aditional test. 


Pregnancy and breast-feeding 



I)l.i\~illg;111(l I I S I I I ~IIIIICIIIIICS 
11 hals not bc tlcscribctl cll'ccts on llle i\hiliIy to cir+ivc~ l r l t l\lac mr~cllirius, 

I~c~r~lojxazol 401ng is only adlninistcl'ctl in 'l'l~isCombi~io I'hnrni ;I Ilosl9iti11 for. 19rofcsionill hc11ltlicr11-c. 

medicine will bc ndministcrcd for intravenous use. 


YOIII-doctor. will indicate tile duration ofthe trcalrncnl will1 I'clnlol~ri~zsl Combino 1'har.m 401118. 

To treat duodenal ulcer., gastric ulcer and moderate and scvcre I . C ~ L I X  dosagocsol)l~agitis, lhe rccornr~~e~~dcd 
is 1 vial per day (40  mg). As soon as oral therapy is possible, tr.eatlllcnt with I'antoprazole i.v, should be 
discontinued. 

'1'0 treat long-term disease with increase of acid secretc~ry of lhc stomach, such as %ollinger-Ellison-
Syndrome, lhe recommended dosage is 2 vials (801ng) pel- day of Panlol~razol Combino Pharm 40111g. Your 
cloctor could increase 01,decrease the dose, after tested yo111 stonlac11 acid secretion. 

In patients wit11 liver' or kidney inipailmient, or io cltlc~~ly p;ll.ieuts:your doctor will decide the dosc 1:hi.ll 
will be administered. 

If you have the impression that the effect of I'antoprazol Combino I'harm 4-0mg is too strong or too weak, 
talk to your doctor. 

If you received more I'anloprazol Co~nbilio P l i a m  40mg Illan you should 
'This mediciile is olily aclmiilistered in a hospital by Ilealthcare l~roffesionals. It is little probably that you havc 

been given mork than you should; However, if you thinlt illat you have beell given more lhan you should tee1 

your doctor inn~editaely. 


Irforrnation for your doctor: 111 the casc of overdosage wit;h clinical signs of intoxication, 1:he usual rules of 

intoxication therapy apply. 


4. POSSIBLE SIDE EFFECTS 

Like all medicines, Pantoprazol Combino Pharin 401ng call cause side effects, although not everybody gets 

them. 


The assessment of side effects is based on the following frequencies: 

Very Common (affects at least 1 in 10 people) 

Common (affects at least 1 in 100, but less than 1 in 10 people) 

Unco~nmon(affects at least 1 in 1000, but less than I in 100 people) 

Rare (affects at least 1 in 10.000, but less than 1 in 1000 people) 

Very rare (affects less than I in 10.000, included isolated cases) 


Blood and lymphatic system disorders: 

Very rare: decrease of white blood cells (leukopenia) and/or blood patelets (throinbocytopenia). 


Gastrointestinal disorders: 

Common: uper abdominal pai, diarrhoea, constipation, flatulence. 

Uncommon: nausea and/or vomiting. 

Rare: dry mouth 




I I 1~) l~ i j j i~c i ~ i ~  ~y-tlis~QI.(!c~~: 
Vcry lqill.c: i~~crci~setl (;'I*), scvclhc liver tl:1111:1ltc cnLymcs ol' tllc liviv* (lr~irnsnl~i~~nso~, sliowctl hy ,js\a~~diwa: 
(ycllo\v color o n  llie slcin) will1 (71,willlo~~llivcr l i ~ i l ~ ~ ~ ~ c .  

Inimlrnc s j~1cm disordcrs: ,m-.,*""- .-"---
Very rare: anapliylactic rcaclions inclr~dillg nnnj,hylt~ciic shoclc. 

Melabolism disorde~.~: 
--..~s-.*----


Very rare: increased serum lipids. 

-Musculosltelet;~l,_con~~ectivctisslre disorde~.~: 
liarc: Pain in joint. 
Very rare: muscular pain t hat dessapear whcn t'inisl~ed 1hc treatment. 

Nervous system disorders: 

Common: I~cadache. 

Uncommon: dizziness, visual disturbances (blu~.~*ed
vision). 

l'sycliiatric disorders: 

Very rare: depression that dcssapcar when finished the traetment. 


Renal and urinary disorders: 

Very rare: interstitial nephritis. 


Sltin and subcutaneous tissue disorders: 

Uncom~non: anapl~ylactic reaction such as itching and skin redness. 

Very rare: skin injury (urticaria) and swelling face (angioedema), and severe reactions of Ihe skin with 

el-ytl~emamultifor~n~,
Stevens-Johnson syndronl,e, Lye11 syndrome allid ]~hotose~~sitivity. 

If any of the side effects gets serious, or if you notice any side effects not: listed in this Icaflet, please tell your 
doctor or pharmacist. 

5. HOW TO STORE Pantoprazol Conlbino Phar~n 40mg Powder for Solution for illjection 

Keep out of the reach and sight of children. 

Do not store above 30°C. Keep the container in the original package. 

Do not use Pantoprazol Combino Pharm 401ng after the expiry date whicl] is stated on the package. The 
expily date refers to the last day of that month. 

6. FURTHER INF'ORMATION 

What Pantoprazol Cornbino Pharm 40mg contains 

- The active substance is Pantoprazole. Each vial contains 40mg of pantoprazol (as pantoprazole sodium 
sesquihydrate). 

- The other ingredients are none. 

What Pantoprazol Combino Pharm 40mg looks like and contents of the pack 

Powder for Solution for Infusion 
White powder. 
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AIlcr ~ I I ' C J I I I I . N ~ ~ ~ I ~  11111~1 11 111i~1'1~hiologi~i1l \ / ~ c \ Y ,tllc s o l l ~ l i o ~ ~  110 11scil \villlill 12 IIOLII'S,L I J I I I O I I ~ I I  l i 'o~~l poi11101' 
lllc ~)r*oducl sllol~ltlbc ~rsctl in~n~ctlii~lcly, sto~ngc lirlrcs nnd co~ltlilions psio14 IS nol llsecl irnn~oclialsly, i n - I I ~ C  
to rlse arc ihc r~esl~onsibiliiy of tllc I I S ~ I .  11(~1*111illly t l ~ n n12 l1o111.s 1101 nror.l-: lllr111ant1 wo~~l( l  1101 Ilc l o ~ ~ j ~ c ~ '  
25°C. 

I't~ntopraol Combino J9harnl IOnlg slloul(l 1101 bc mo~lr~lhctr~r-ctI ll~oscor' nlixcd will1 salvcnls oilier* ihnn 
sttltcd. 'l'he medicinal prodtrcl shoul(l be ad~~~inis lc~*cd ovcl*2-1 5 ~ n i n ~ ~ l e s ,inl~~ilvc~~or~sly 

Any product that has rcnlilinetl i l l  1hc conlaincr nr Ihc visl~al np1,cnrancc of wllicl~ has changed (c,gdil '  
cloutliness or ~x*ecipilalion is obse~.vod) 118s lo be discarded. 

'I'lic contcnts of the vial is for single use only. 


