
LE
0021-01

Revision date: July 2014

Pantoprazole
Sterile lyophilized powder for solution for I.V. injection or infusion

Composition 
Each vial contains: 
Active ingredient: Pantoprazole sodium sesquihydrate 
equivalent to 40 mg pantoprazole. 
Excipients: Disodium edetate and sodium hydroxide.

Indications
Duodenal ulcer.
Gastric ulcer.
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Long-term management of Zollinger Ellison syndrome 
and other pathological hypersecretory conditions.

Dosage
Intravenous administration of Luganor is generally 
recommended when oral application of proton pump 
inhibitors is not appropriate.
Luganor is for intravenous administration only and must 
not be given by any other route.
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disease:
The recommended intravenous dosage is one vial             
(40 mg pantoprazole) Luganor per day. 
Long-term management of Zollinger-Ellison syndrome and 
other pathological hypersecretory conditions: 
The starting daily dose is 80 mg. Thereafter, the dosage 
can be titrated up or down as needed using measurements 
of gastric acid secretion to guide. With doses above 80 mg 
daily, the dose should be divided and given twice daily. A 
temporary increase of the dosage above 160 mg 
pantoprazole is possible but should not be applied longer 
than required for adequate acid control. 
In case a rapid acid control is required, a starting dose of   
2 x 80 mg of Luganor����������
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of acid output into the target range (< 10 mEq/h) within one 
hour in the majority of patients.
Reconstitution and administration
The intravenous solution is prepared by injecting 10 ml of 
physiological sodium chloride solution (0.9 %) into the vial 
containing the dry substance. This solution should be 
administered intravenously by slow injection over 2 – 15 
minutes or by infusion after mixing with 100 ml 
physiological sodium chloride solution (0.9 %) or 5 % 
Glucose.
After reconstitution, the solution should be administered 
immediately.

Contraindications
Known hypersensitivity to pantoprazole and/or to any of 
the excipients.
Pantoprazole, like other proton pump inhibitors, should 
not be co-administered with atazanavir (see Interactions).

Warnings
As with other acid secretion inhibitors, pantoprazole may 
promote intragastric bacterial growth by reducing the 
volume and acidity of gastric acid.
Cross-reactivity with the other proton pump inhibitors.

Precautions for use
Children:���
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been established in children. 
Elderly patients: no dosage adjustment is necessary.
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adjustment is necessary.
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cirrhosis, the elimination half-life values increased to 
between 7 and 9 hours and the AUC values increased by 
a factor of 6 to 8, however the maximum plasma 
concentration only increased slightly by a factor of 1.5 
compared with healthy subjects. It is recommended not to 
exceed a dose of 40 mg every 2 days.
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benignity of the lesion prior to treatment.

Pregnancy and lactation
Pregnancy:� $�
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evaluate a potential teratogenic or fetotoxic effect of this 
medicine when taken during pregnancy. Therefore, as a 
precautionary measure, it is best not to use Luganor 
during pregnancy except for very limited and valid 
indications.
Lactation: There is no information on the excretion of 
pantoprazole into human breast milk. The potential risk to 
the infant cannot be completely excluded. Interruption of 
breastfeeding is recommended when treatment with 
pantoprazole is needed.

Side effects 
Pantoprazole is generally well tolerated. Only transient and 
reversible side effects have been reported. 
The following side effects, listed by body system/organ and 
��
&�
���� '������!� *� +3+;;� ���� =� +3+;>� ��������!� *�
+3+;;;�����=�+3+;;>����
!�*�+3+;�;;;�����=�+3+;;;>��
���
rare: < 1/10 000, including isolated reports), have been 
reported with the use of pantoprazole and are more or less 
similar to those associated with other proton pump 
inhibitors: 
Blood and lymphatic system disorders: Very rare: 
leucopenia, thrombocytopenia.
Gastrointestinal disorders: Common: upper abdominal 
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General disorders and administration site conditions: 
B
��� ���
!� 

��
�
���� 
�
��#� ��F
������ ���
� ������������
���3�����

������������H�
��
H�����
Hepatobiliary disorders: Very rare: severe hepatocellular 
damage and jaundice with or without hepatic failure.
Immune system disorders: Very rare: anaphylactic 
reactions including anaphylactic shock.
Investigations: Very rare: increased liver enzymes 
(transaminases, gamma-glutamyltranspeptidase), elevated 
triglycerides, increased body temperature, hyponatremia in 
the elderly.
Musculoskeletal and systemic disorders: Rare: 
����������#� �������
� ��� ��
� ��
#� ������ ��� �
��
>� B
��� ���
!�
myalgia.
Nervous system disorders:� M�����!� �
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Uncommon: dizziness, disturbances in vision (blurred 
vision).
Psychiatric disorders: Rare: mental depression, 
hallucination, disorientation and confusion, particularly in 
susceptible patients and aggravation of symptoms existing 
prior to treatment.
Renal and urinary disorders: Very rare: Interstitial 
nephritis.
Skin and subcutaneous tissue disorders: Uncommon: 
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urticaria, angioedema, severe skin reactions such as 
Steven-Johnson syndrome, erythema multiforme, Lyell 
syndrome, photosensitivity. 
Metabolism and nutrition disorders: Not known: 
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Other: Very rare: gynecomastia.
Overdosage
There are no known symptoms of overdosage in man.
Doses up to 240 mg were well tolerated. Apart from 
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recommendations can be made in case of overdose.

Interactions
Studies have shown a marked reduction in atazanavir 
exposure during concomitant proton pump inhibitor 
treatment. Pantoprazole is contraindicated during 
atazanavir treatment.
Pantoprazole may change the absorption of concomitant 
drugs whose bioavailability is pH dependent (ex. 
ketoconazole).
Pantoprazole is metabolized in the liver via the cytochrome 
P450 enzyme system. An interaction with compounds 
which are metabolized using the same enzyme system 
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interactions were observed with diazepam, warfarin, 
theophylline, phenytoin, digoxin and oral contraceptive. 
There were also no interactions with concomitantly 
administered antacids.

Pharmacodynamics
Pharmacotherapeutic group: proton pump inhibitors. 
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inhibitor of the gastric parietal cell.
Due to its mechanism of action (action on the terminal 
phase of secretion), Luganor reduces gastric acid 
secretion whatever the nature of the stimulation. 

Pharmacokinetics
Absorption and distribution: The peak serum concentration 
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Substance active: Pantoprazole sous forme de sel de 
sodium sesquihydraté équivalent à 40 mg de 
pantoprazole.
Excipients: Édétate disodique et hydroxyde de sodium.

Indications
Ulcère duodénal.
Ulcère gastrique.
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Le traitement au long cours du syndrome de Zollinger- 
Ellison et autres conditions pathologiques 
hypersécrétoires

Posologie 
L'administration par voie intraveineuse de Luganor est 
généralement recommandée lorsque l’administration par 
voie orale des inhibiteurs de la pompe à protons est 
impossible.
Luganor est destiné à une administration intraveineuse 
stricte et ne doit pas être administré par une autre voie.
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gastro-œsophagien:
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(40 mg de pantoprazole) de Luganor une fois par jour.
Le traitement au long cours du syndrome de Zollinger-Ellison 
et autres conditions pathologiques hypersécrétoires:
La posologie initiale est 80 mg par jour. Celle-ci peut être 
augmentée ou diminuée en fonction des besoins, selon les 
résultats des mesures du débit acide. Dans le cas d'une 
posologie supérieure à 80 mg par jour, la dose devra être 
divisée et donnée en 2 prises. Une augmentation 
temporaire de la posologie au-dessus de 160 mg de 
pantoprazole est possible, mais ne devrait pas excéder la 
durée nécessaire à la maîtrise de la sécrétion acide.
Lorsqu'une maîtrise rapide de l'acidité est requise, une 
dose initiale de 2 x 80 mg de Luganor�
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ramener la production d'acide dans la plage visée               
(< 10 mEq/h) en une heure chez la plupart des patients.
Reconstitution et administration 
La solution intraveineuse est préparée en injectant dans le 
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sodium à 0,9 %. La solution obtenue doit être administrée 
par voie intraveineuse en injection lente sur une période de 
2 à 15 minutes ou en perfusion après dilution dans 100 ml 
de sérum physiologique à 0,9 % ou de sérum glucosé à 5 %.
Après reconstitution, la solution doit être utilisée 
immédiatement.

Contre-indications .
Hypersensibilité connue au pantoprazole et/ou à l'un des 
autres composants. 
Le pantoprazole, comme les autres inhibiteurs de la 
pompe à protons, ne doit pas être administré avec 
l'atazanavir (cf Interactions). 

Mises en garde 
Comme les autres antisécrétoires gastriques, le 
pantoprazole peut favoriser le développement de 
bactéries intragastriques par diminution du volume et de 
l'acidité du suc gastrique. 
Réaction d'hypersensibilité croisée avec les autres 
inhibiteurs de la pompe à protons. 

Précautions d'emploi
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pas été étudiées chez l’enfant. 
Sujet âgé: aucun ajustement des doses n'est nécessaire. 
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d'élimination s'allonge jusqu'à 7 à 9 heures, l’aire sous la 
courbe (ASC) est multipliée par 6 à 8, mais les 
concentrations sériques maximales n'augmentent que 
légèrement (x 1,5) par rapport aux sujets sains. Il est 
conseillé de ne pas dépasser 40 mg tous les 2 jours. 
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la bénignité de la lésion avant traitement. 

Grossesse et allaitement
Grossesse: II n'existe pas actuellement de données 
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fœtotoxique de ce médicament lorsqu'il est administré 
pendant la grossesse. 
En conséquence, par mesure de précaution, à l'exception 
d'indications très restreintes et validées, il est préférable 
de ne pas utiliser Luganor pendant la grossesse. 
Allaitement: Il n'existe aucune donnée sur le passage du 
pantoprazole dans le lait humain. Des risques potentiels 
pour le nourrisson ne pouvant être totalement exclus, une 
interruption de l'allaitement doit être envisagée quand un 
traitement par le pantoprazole est nécessaire. 

Effets indésirables
Le pantoprazole est généralement bien toléré. Seul des 
effets indésirables transitoires et réversibles ont été 
rapportés.
Les effets indésirables suivants, classés par système/organe 
et par fréquence (fréquent: *�+3+;;�
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< 1/10 000, y compris cas isolés), ont été associés à l’usage 
du pantoprazole et sont plus ou moins similaires à ceux 
associés à d’autres inhibiteurs de la pompe à protons:
Affections hématologiques et du système 
lymphatique: Très rare: leucopénie, thrombopénie. 

remain constant after multiple administration. In the dose 
range of 10 mg to 80 mg, the plasma kinetics of pantoprazole 
are linear.
Metabolism and elimination: Terminal half-life is 1 hour, 
volume of distribution is 11.0-23.6 L and clearance is 
7.6-14.0 L/h. The serum protein binding of pantoprazole is 
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parietal cell, the serum elimination half-life does not 
correlate with the duration of action of the product.
Pantoprazole is almost exclusively eliminated by hepatic 
biotransformation. Renal elimination represents the major 
route of excretion (about 80%) for the metabolites of 
pantoprazole, the rest is excreted through the feces. 
The main metabolite in both the serum and urine is 
desmethylpantoprazole as a sulphate conjugate.
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Pantoprazole is poorly dialysable.

Presentation 
Luganor sterile lyophilized powder for solution for I.V. 
injection or infusion is available in packs of 1 or 10 vials 
containing 40 mg pantoprazole. 

Storage conditions
Store below 25°C. Protect from light. 
After reconstitution: immediate use is recommended.

ARWAN Pharmaceutical Industries Lebanon s.a.l., 
Jadra, Lebanon 
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THIS IS A MEDICAMENT
Medicament is a product which affects your health, and its 
consumption contrary to instructions is dangerous for you.
Follow strictly the doctor's prescription, the method of use and 
the instructions of the pharmacist who sold the medicament.
The doctor and the pharmacist are experts in medicines, 
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Do not by yourself interrupt the period of treatment 
prescribed for you.
Do not repeat the same prescription without consulting 
your doctor.
Keep all medicaments out of the reach of children.
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Council of Arab Health Ministers

Union of Arab Pharmacists

LUGANOR®

“LUGANOR” is a trade mark
128023

Pantoprazole
Poudre lyophilisée stérile pour solution pour 
injection I.V. ou perfusion

LUGANOR®
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Pantoprazole
Sterile lyophilized powder for solution for I.V. injection or infusion

Composition 
Each vial contains: 
Active ingredient: Pantoprazole sodium sesquihydrate 
equivalent to 40 mg pantoprazole. 
Excipients: Disodium edetate and sodium hydroxide.

Indications
Duodenal ulcer.
Gastric ulcer.
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Long-term management of Zollinger Ellison syndrome 
and other pathological hypersecretory conditions.

Dosage
Intravenous administration of Luganor is generally 
recommended when oral application of proton pump 
inhibitors is not appropriate.
Luganor is for intravenous administration only and must 
not be given by any other route.
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disease:
The recommended intravenous dosage is one vial             
(40 mg pantoprazole) Luganor per day. 
Long-term management of Zollinger-Ellison syndrome and 
other pathological hypersecretory conditions: 
The starting daily dose is 80 mg. Thereafter, the dosage 
can be titrated up or down as needed using measurements 
of gastric acid secretion to guide. With doses above 80 mg 
daily, the dose should be divided and given twice daily. A 
temporary increase of the dosage above 160 mg 
pantoprazole is possible but should not be applied longer 
than required for adequate acid control. 
In case a rapid acid control is required, a starting dose of   
2 x 80 mg of Luganor����������
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of acid output into the target range (< 10 mEq/h) within one 
hour in the majority of patients.
Reconstitution and administration
The intravenous solution is prepared by injecting 10 ml of 
physiological sodium chloride solution (0.9 %) into the vial 
containing the dry substance. This solution should be 
administered intravenously by slow injection over 2 – 15 
minutes or by infusion after mixing with 100 ml 
physiological sodium chloride solution (0.9 %) or 5 % 
Glucose.
After reconstitution, the solution should be administered 
immediately.

Contraindications
Known hypersensitivity to pantoprazole and/or to any of 
the excipients.
Pantoprazole, like other proton pump inhibitors, should 
not be co-administered with atazanavir (see Interactions).

Warnings
As with other acid secretion inhibitors, pantoprazole may 
promote intragastric bacterial growth by reducing the 
volume and acidity of gastric acid.
Cross-reactivity with the other proton pump inhibitors.

Precautions for use
Children:���
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been established in children. 
Elderly patients: no dosage adjustment is necessary.
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adjustment is necessary.
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cirrhosis, the elimination half-life values increased to 
between 7 and 9 hours and the AUC values increased by 
a factor of 6 to 8, however the maximum plasma 
concentration only increased slightly by a factor of 1.5 
compared with healthy subjects. It is recommended not to 
exceed a dose of 40 mg every 2 days.
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benignity of the lesion prior to treatment.

Pregnancy and lactation
Pregnancy:� $�
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evaluate a potential teratogenic or fetotoxic effect of this 
medicine when taken during pregnancy. Therefore, as a 
precautionary measure, it is best not to use Luganor 
during pregnancy except for very limited and valid 
indications.
Lactation: There is no information on the excretion of 
pantoprazole into human breast milk. The potential risk to 
the infant cannot be completely excluded. Interruption of 
breastfeeding is recommended when treatment with 
pantoprazole is needed.

Side effects 
Pantoprazole is generally well tolerated. Only transient and 
reversible side effects have been reported. 
The following side effects, listed by body system/organ and 
��
&�
���� '������!� *� +3+;;� ���� =� +3+;>� ��������!� *�
+3+;;;�����=�+3+;;>����
!�*�+3+;�;;;�����=�+3+;;;>��
���
rare: < 1/10 000, including isolated reports), have been 
reported with the use of pantoprazole and are more or less 
similar to those associated with other proton pump 
inhibitors: 
Blood and lymphatic system disorders: Very rare: 
leucopenia, thrombocytopenia.
Gastrointestinal disorders: Common: upper abdominal 
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General disorders and administration site conditions: 
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Hepatobiliary disorders: Very rare: severe hepatocellular 
damage and jaundice with or without hepatic failure.
Immune system disorders: Very rare: anaphylactic 
reactions including anaphylactic shock.
Investigations: Very rare: increased liver enzymes 
(transaminases, gamma-glutamyltranspeptidase), elevated 
triglycerides, increased body temperature, hyponatremia in 
the elderly.
Musculoskeletal and systemic disorders: Rare: 
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myalgia.
Nervous system disorders:� M�����!� �
�����
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Uncommon: dizziness, disturbances in vision (blurred 
vision).
Psychiatric disorders: Rare: mental depression, 
hallucination, disorientation and confusion, particularly in 
susceptible patients and aggravation of symptoms existing 
prior to treatment.
Renal and urinary disorders: Very rare: Interstitial 
nephritis.
Skin and subcutaneous tissue disorders: Uncommon: 
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urticaria, angioedema, severe skin reactions such as 
Steven-Johnson syndrome, erythema multiforme, Lyell 
syndrome, photosensitivity. 
Metabolism and nutrition disorders: Not known: 
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Other: Very rare: gynecomastia.
Overdosage
There are no known symptoms of overdosage in man.
Doses up to 240 mg were well tolerated. Apart from 
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recommendations can be made in case of overdose.

Interactions
Studies have shown a marked reduction in atazanavir 
exposure during concomitant proton pump inhibitor 
treatment. Pantoprazole is contraindicated during 
atazanavir treatment.
Pantoprazole may change the absorption of concomitant 
drugs whose bioavailability is pH dependent (ex. 
ketoconazole).
Pantoprazole is metabolized in the liver via the cytochrome 
P450 enzyme system. An interaction with compounds 
which are metabolized using the same enzyme system 
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interactions were observed with diazepam, warfarin, 
theophylline, phenytoin, digoxin and oral contraceptive. 
There were also no interactions with concomitantly 
administered antacids.

Pharmacodynamics
Pharmacotherapeutic group: proton pump inhibitors. 
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inhibitor of the gastric parietal cell.
Due to its mechanism of action (action on the terminal 
phase of secretion), Luganor reduces gastric acid 
secretion whatever the nature of the stimulation. 

Pharmacokinetics
Absorption and distribution: The peak serum concentration 
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Substance active: Pantoprazole sous forme de sel de 
sodium sesquihydraté équivalent à 40 mg de 
pantoprazole.
Excipients: Édétate disodique et hydroxyde de sodium.

Indications
Ulcère duodénal.
Ulcère gastrique.
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Le traitement au long cours du syndrome de Zollinger- 
Ellison et autres conditions pathologiques 
hypersécrétoires

Posologie 
L'administration par voie intraveineuse de Luganor est 
généralement recommandée lorsque l’administration par 
voie orale des inhibiteurs de la pompe à protons est 
impossible.
Luganor est destiné à une administration intraveineuse 
stricte et ne doit pas être administré par une autre voie.
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gastro-œsophagien:
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(40 mg de pantoprazole) de Luganor une fois par jour.
Le traitement au long cours du syndrome de Zollinger-Ellison 
et autres conditions pathologiques hypersécrétoires:
La posologie initiale est 80 mg par jour. Celle-ci peut être 
augmentée ou diminuée en fonction des besoins, selon les 
résultats des mesures du débit acide. Dans le cas d'une 
posologie supérieure à 80 mg par jour, la dose devra être 
divisée et donnée en 2 prises. Une augmentation 
temporaire de la posologie au-dessus de 160 mg de 
pantoprazole est possible, mais ne devrait pas excéder la 
durée nécessaire à la maîtrise de la sécrétion acide.
Lorsqu'une maîtrise rapide de l'acidité est requise, une 
dose initiale de 2 x 80 mg de Luganor�
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ramener la production d'acide dans la plage visée               
(< 10 mEq/h) en une heure chez la plupart des patients.
Reconstitution et administration 
La solution intraveineuse est préparée en injectant dans le 
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sodium à 0,9 %. La solution obtenue doit être administrée 
par voie intraveineuse en injection lente sur une période de 
2 à 15 minutes ou en perfusion après dilution dans 100 ml 
de sérum physiologique à 0,9 % ou de sérum glucosé à 5 %.
Après reconstitution, la solution doit être utilisée 
immédiatement.

Contre-indications .
Hypersensibilité connue au pantoprazole et/ou à l'un des 
autres composants. 
Le pantoprazole, comme les autres inhibiteurs de la 
pompe à protons, ne doit pas être administré avec 
l'atazanavir (cf Interactions). 

Mises en garde 
Comme les autres antisécrétoires gastriques, le 
pantoprazole peut favoriser le développement de 
bactéries intragastriques par diminution du volume et de 
l'acidité du suc gastrique. 
Réaction d'hypersensibilité croisée avec les autres 
inhibiteurs de la pompe à protons. 

Précautions d'emploi
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pas été étudiées chez l’enfant. 
Sujet âgé: aucun ajustement des doses n'est nécessaire. 
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doses n'est nécessaire. 
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d'élimination s'allonge jusqu'à 7 à 9 heures, l’aire sous la 
courbe (ASC) est multipliée par 6 à 8, mais les 
concentrations sériques maximales n'augmentent que 
légèrement (x 1,5) par rapport aux sujets sains. Il est 
conseillé de ne pas dépasser 40 mg tous les 2 jours. 
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la bénignité de la lésion avant traitement. 

Grossesse et allaitement
Grossesse: II n'existe pas actuellement de données 
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fœtotoxique de ce médicament lorsqu'il est administré 
pendant la grossesse. 
En conséquence, par mesure de précaution, à l'exception 
d'indications très restreintes et validées, il est préférable 
de ne pas utiliser Luganor pendant la grossesse. 
Allaitement: Il n'existe aucune donnée sur le passage du 
pantoprazole dans le lait humain. Des risques potentiels 
pour le nourrisson ne pouvant être totalement exclus, une 
interruption de l'allaitement doit être envisagée quand un 
traitement par le pantoprazole est nécessaire. 

Effets indésirables
Le pantoprazole est généralement bien toléré. Seul des 
effets indésirables transitoires et réversibles ont été 
rapportés.
Les effets indésirables suivants, classés par système/organe 
et par fréquence (fréquent: *�+3+;;�
��=�+3+;>�
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< 1/10 000, y compris cas isolés), ont été associés à l’usage 
du pantoprazole et sont plus ou moins similaires à ceux 
associés à d’autres inhibiteurs de la pompe à protons:
Affections hématologiques et du système 
lymphatique: Très rare: leucopénie, thrombopénie. 

remain constant after multiple administration. In the dose 
range of 10 mg to 80 mg, the plasma kinetics of pantoprazole 
are linear.
Metabolism and elimination: Terminal half-life is 1 hour, 
volume of distribution is 11.0-23.6 L and clearance is 
7.6-14.0 L/h. The serum protein binding of pantoprazole is 
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parietal cell, the serum elimination half-life does not 
correlate with the duration of action of the product.
Pantoprazole is almost exclusively eliminated by hepatic 
biotransformation. Renal elimination represents the major 
route of excretion (about 80%) for the metabolites of 
pantoprazole, the rest is excreted through the feces. 
The main metabolite in both the serum and urine is 
desmethylpantoprazole as a sulphate conjugate.
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Pantoprazole is poorly dialysable.

Presentation 
Luganor sterile lyophilized powder for solution for I.V. 
injection or infusion is available in packs of 1 or 10 vials 
containing 40 mg pantoprazole. 

Storage conditions
Store below 25°C. Protect from light. 
After reconstitution: immediate use is recommended.

ARWAN Pharmaceutical Industries Lebanon s.a.l., 
Jadra, Lebanon 
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THIS IS A MEDICAMENT
Medicament is a product which affects your health, and its 
consumption contrary to instructions is dangerous for you.
Follow strictly the doctor's prescription, the method of use and 
the instructions of the pharmacist who sold the medicament.
The doctor and the pharmacist are experts in medicines, 
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Do not by yourself interrupt the period of treatment 
prescribed for you.
Do not repeat the same prescription without consulting 
your doctor.
Keep all medicaments out of the reach of children.
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Council of Arab Health Ministers

Union of Arab Pharmacists

LUGANOR®

“LUGANOR” is a trade mark
128023

Pantoprazole
Poudre lyophilisée stérile pour solution pour 
injection I.V. ou perfusion

LUGANOR®


