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Pantoprazole Enteric coated tablets
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Inactive Ingredient (excipients): Mannitol, Lactose, Povidone, Colloidal silicon dioxide, Croscarmellose sodium, Sodium carbonate, Sodium stearyl fumarate, Hydroxy-propyle-methyl cellulose , Titanium
dioxide, Talc Powder, Ferric oxide yellow, Eudragit, Triethyl citrate, Antifoam.
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Special populations:
TION: anyof
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WARNINGS ANDPRECAUTIONS Specialwarnings:
Special precautions: - In patients with severe nveumpaumemmu er quiarly during P longterm use. Inthe case of arise of the
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PREGNANCY AND LACTATION
- Pregnancy There are no adequate data from the use of pantoprazole in pregnant women. Studies in animals have shown reproductive toxicity. The potential isk for humans is unknown. Pantoprazole
- Lactation Itis unknown hether in milk. Animal studies h: in breast milk. A decision on whether to continue/discontinue breast-
feedingor
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Musculoskeletal: bone fractures.
OVERDOSE There are no known symptoms of overdose. Doses up fo 240 mg intravenous were administered over 2 minutes and were well olerated. As pantoprazole is extensively protein bound, itis not
PHARMACODYNAMICS PROPERITI Proton pump inhibitors. hich mmb\ts“‘ in the stomach by ific acti the proton
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Special populations: - In patients with severe liver impaiment the dose has to be reduced to 1 tablet (40 mg Pantoloc) every other day. Furthermore, in these pafients iver enzymes should be monitored during

1 (40mg|
y 1 foreradication of H.pylor, ly ong

week reatment.
- mustnot be used ibination treatment for pyloriin p:
afety of
-P le, e other PP
WARNIN -In impaimment the d 1tablet (40mg day. Futhermore, in

g dyspheg anaemiaor present, should
be excluded,
- I patients with Zolinger-Elison syndrome and other pathological i long-em treatment, pantoprazole, as all acid-blocking medicines, may reduce the absorption of vitamin B12

- Pantoprazole, ke all proton pump infibiors, might be expected o increase the counts of bctra nomally present e pper gttt ct. Treatment with Pantoloc may lead o a slighty ncreased rsk of

almonella, C: nd C. diffcile).
~Several that proton PPI) therapy P ractures of the hip, wrist, or spine. The risk of racture was
i dose, i , and long-term PP therapy (a year or \onger) toth
g level ftaken for longer than one

- Low serum magnesium levels can result in serious adverse events including muscle spas (tetany), imegular heartbeat (arthylhmias), and convulsions (seizures); however, patients do not always have these
symptoms

fi Adverse drug (see adverse

reactions). Under

pl

(ananti-HI PPl
o tazanir, It has boen shown that co-admunSteon of atazanav 00 mglonai 100 mg wih ameprezol (4 g o dall) o alazanevr 410 g it lansofrazole (60 mg Singie duse} 1o healthy volunteers
inthe fver i

metabozeduingte same enzyme sstam cannot b exclude. Howerer, o clcal gt eractons wee,obseved i specfcests i armber ofsuch cgs o campounds, nemel cabamazepin,
caffeine, diazepam, dlc\a!enan digoxin,ethan ol naproxen, nifedipine, phenyloin, provcam, Ithough

oral ncinica changes in INR have been reported during concomitant treatment n the post-
marketing period. Tnevevme npatont g st il coumatin ancoagUans, moioring fpolvombi ime and INR s ecommende afr o, saminanor duig 1equar s of panlprazole.Tnre
were o inferactons with concomitanly administered antacids. Human kinetc interaction siudies have been performed administering pantoprazole concomitantly ith the respecive antibifcs (claritromycin,

amoxilin)
PREGNANCY AND LACTATION
~Pregnancy
ot be used during pregnancy unless clearly necessary.

- Lactation i ir feedi to

ADVERSE REACTIONS
constipation; dry

Dizziness; headache; \d bloati
Asthenia,

shock);increased birubin; depression.
Very rare: Thrombocytopenia; leukopenia; disorientation,

Jaundi Hallucination,

p: Y failure,

of "
p
Musculoskeletal: bone fractures.

OVERDOSE There are no known symptoms of overdose. Doses up to 240 mg intravenous were administered over 2 minutes and were well tolerated. As pantoprazole is extensively protein bound, it s not readily
dialyzable.

the

+ K+ -ATP: i

Inmost patient 2

ks. As with other proton receplorinhibitors,

acetyicholine, histamine, gastrin). intravenoust

or

Iﬂ

abou bout 1 h. There werea few
s o{ subjects with delayed elimination. Because of the specific binding of pantoprazole to the proton pumps of the paneha\ :eH the elimination haif-ffe does ot correlate with the much longer duration of action

IIHI

ingle or 0to80 mg, after

pantoprazole, the rest.
muchlonger than thatof pantoprazole.
BIOAVAILABILITY |

the faeces “The half-life of 1.5h)isnot

77%. Concomitantintake of food had no infiuence on AUC, maximum

Ifeis short. Only very
byafactorof 1

ife (2-3n

) \though or patients
HILD) the half- 7 uc
JCandCm

factorof 5-7,

Following single V. doses of .8 o 1.6 mghkg 16
accordance with data from adults.
Packof 1

weight, AUC and

gastro-
-Packof
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Medical Union Pharmaceuticals,
Ismailia- Abusultan - Egypt.
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