Stop taking PANZOL if you experience one of the conditions below and inform your doctor or
apply to the emergency department of the nearest hospltal IMMEDIATELY:

+ Very serious allergic diseases (rare): Swelling on tongue and/or throat, swallowing difficulty/
indigestion, rash (urlicaria), difficulty in breathing, allergic swelling on face (Quincke disease/
angioedema), dizziness accompanied by sweating and very fast hean beating,

* Very serious skin diseases (unknown frequency degree): Fulminant, widespread, bubbling,
painful rashes on the skin, deterioration in general health status, irritation on eyes, nose, mouth/lips and
genital organs (mild bleeding) (these may be symptoms of severe skin reactions like Stevens Johnson
Syndrome, Erythema Multiforme and Lyell Syndrome) and sensitivity to light.

Other very serious diseases (unknown frequency degree): Yellowing on tha skin or white pans
of the eyes (savere damage in livar calls, jaundice) or growth in kidneys accompanied by fever, urticaria,
painful urine and with back pain (severe nephritis).

All of these are very serious side effects,
If you have one of these, it means you have a serious allergy against PANZOL. You may need
emergency medical intervention or hospitalization.

1f you recagnize any of the belaw, tell your doctor:

+ " Uncomman (May be cbserved betwesn 1 ta 10 in 1000 patients)

Headache, dizziness, diarrhea, not feeling good, vomiting, stomach bloating and gas, constipation,

dryness of the mouth, abdominal pain, allergic reactions like erythema, itchiness and skin rash,

weakness, sleep disorders.

The risk of fracture en hips, wrists or spine increases particularly in patients who use proton pump

inhibitar like pantoprazole for langer than one year. If you have osteoporosis disease or you use
increasing the risk, tell your doctor.

~Rare (May be observed between 1 to 10 in 10000 patients)

Deterforalion or complete loss of lasting, visual disorders like blurred vision, rash (urticaria), joint pain,

muscle pains, gainingflasing weight, increase of bady tsmpsrawm high fever, swelling on hands and

feet (peripheral edema), allergic reactions, brea: tion in men i

+ Very rare (May be observed in less than 1 in 10000 panemsj

Orientation disorder.

+ Unknown (Il cannol be estimated from the available data):

‘Sesing or hearing things that do not exist espedially in disposed patients (hallucination), loss of time

and space harmony and wooziness (confusion), decrease in blood sodium level (hyponatremia). If

you are using PANZOL for more than three months, it is possible that magnesium levels in your blood

decrease. Symptoms of decrease in magnesium level (hypomagnasemia) are fatigue, involuntary

myolania, orientation disorder, spasms, dizziness and increase in the pulse. Decrease in magnesium

level may also cause decrease in potassium and calcium levels in your blood. Your doclor may require

regular tess to monitor the magnesium levels in your blood.

Side effects that can be determined by blood tests:

- Uncommon (May be observed between 1 o 10 in 1000 patients)

Increasa in liver enzymes.

+ Rare (May be observed between 1 lo 10 in 10000 patients)

Increase in bilirubin level in blood, increase in triglyceride (fat) level in blood, sudden decrease
(accompanied by high fever) in number of white blood cells (leucocyte).

+ Very rare (May be observed in less than 1 in 10000 palients)

Decrease in number of blood cells (bloed plaielets) ensuring coagulation in blood (this case may cause
mare bleeding than normal), decrease in number of white blood cells {leucocyte) (this case may cause
moara frequent infections). Abnormal decrease in all of the red blood cells (erythrocyte), white blood cells
(leucocyte) and bleod cells ensuring the coagulation (blood plalelsts) may be observed.

If you encounter any side effect that is nol included in this patiant infarmation leaflet, inform your doctor
of pharmacist.

5. How to store PANZOL
Keep PANZOL out of the sight and reach of children and in its original package.
Store at reom lemperature below 25°C in a dry place by protecting from light.

Use in line with the expiry date.
Do not use PANZOL after the expiry daie on the package.
If you natice defects in product and/or packaging, do not use PANZOL.

for BioActiveT, United Kingdom.

This patient information leaflet was approved on 07.01.2015.
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PATIENT INFORN’IATION LEAFLET

PANZOL 40 mg Enleric Coated Tablet
It is taken orally.

» Active substance: Each tabla! contains pantoprazole sodium sesquihydrate equivalent to 40 mg
pantoprazole

« Exclplents: Mannitol (E421), calcium carbonale (E170), crospovidone, vinylpyrrolidane-vinyl
acelale copolymer, sucrose stearale (E473), calclum stearate, hydraxypropyl methyl cellulose (E454),
litanium dioxide (E171), triacetin (E1518), mathacrylic acid copolymer, talc (E553b), triethyl citrate
(E1505), colloidal anhydrous silica (E551), sodium bicarbonate (E500), yellow iron dioxide (E172),
sodium lauril sulfate

Read this LEAFLET carefully before you start to use the medicine. It contalns important,
information for you.

Keep this leaflel. You may need to read it again,

If you have any further questions, consult yaur doctor or pharmacist.

« This medicine is prescribad rarynuparsnnaﬂy Do not give It to others.

During the use of this medicine, when you visit a doctor or & hospital, tell your doctor thai you
are using this medicine.

Follow the direciives in Ihis leaflet siricily. Do not uss higher or lawer doss of the madicing than

the one recommended fo you.

In this patient information leaflet:

1. Whal PANZOL is and wha It Is used for

2. What you need lo know before you take PANZOL
3. How fo take PANZOL

4. Paossible side effects

4. How to slore PANZOL

Topics are included.

1. What PANZOL is and what it is used for

+ PANZOLis putinto use in lablets (enleric coaled) coaled with a special substance that pravents the
dissolution of the drugs in stomach. Each tablet cantains 40 mg pantoprazols (as pantoprazole sodium
sesquihydrate) as active substance.

B Panmprazn\e, active substance of PANZOL, is included in a drug group named as “profon pump
inhibitor". It shows its effect by minimizing the amount of acid produced i i poug stomach. It is used for
the treaiment of diseases in the stomach and intestines related with the

- PANZOL is put on tha market in blister packages containing 14 and 28 tablets which are yellow
calored, oval, biconvex and unscored.

PANZOL is used;

In aduits and children oider than 12 years:

+ Intha treatment of reflux esophagitis (an inflammation of your esophagus (the tube which
connects your throat to your stomach) accompanied by the regurgitation of stomach acid

+ I the treatment of gastro-esophageal reflux disease (GERD)

In adults:
* In the treatment of duodenal and gastric (slomach) ulcers caused by a bacteria called
Helicobacter pylori (H.pylori), it is administered with two proper antiblotics to eradicate this bacteria and
decrease repelition of these ulcers
« In the treatment of peptic ulcer (duodenal and gastric ulcer)
In the treatment of Zollinger Ellison Syndrome (tumors in pancreas, secreting hormone
causing too much acid in slomach) and in olher conditions causing toa much acid secretian in the
stomach.

2. What you need to know before you take PANZOL

DO NOT TAKE PANZOL in following situations

I, you are allergic (hypersensitivity) to pantoprazole active substance or any of the other ingredisnts
of PANZOL, banzimidazoles (medicines used for fungal diseases), you are allergic to any of the other
drugs comalnmg proton pump inhibitar,

do not use PANZOL.

TAKE PANZOL WITH SPECIAL CARE in following situations

» If you have severe hepatic impairment, if you had a problem with your liver, report fa your doclor.
During the treatment with PANZOL, asp-:\a!ly when it is used for a long time, your doctor will check your
liver enzymes regularly. In case of an increase in liver anzymes, PANZOL usage should ba stopped.

+ If sources of B12 vitamin in your body have decreased or if you possess risk factors for vitamin
deficiency, you should be careful. Pantoprazole, like all other gastric acid inhibitors, may minimize the
absorplion of B12 vitamin.

« If you have been using PANZOL for more than 1 year, tell your doctor. In that case, probably your
doctor will keep you under reqular absarvation. If you recognize new and extraordinary symploms, you
should tell your doctor about these.

+ Treatment with PANZOL may suppress the symptoms related with the cancer and eveniually delay
the diagnosis. Therafore, before PANZOL treatment, your doclor may run some tests to ensura that
you do not have cancar. If your symptoms continue during your treatment, further examinations may be
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« If you have osteoparosis disease, tell your doctor. Like all ather proton pump inhibitors, when
PANZOL is used in high doses and for a long time (mors than 1 year) in patients with osteoporosis, in
elder patients and in cases of other risk factors, it may increase the risk of fracture In hips, wrists and
spine. In thal case, your doclor may recommend you to use PANZOL in lower doses or for shorter time.
« If you were diagnosed with hypomagnesemia (low magnesium mineral level in your bload) befors,
tall your dactor. Like all ather proton pump inhibitors, PANZOL may cause hypomagnesemia after a
treatment for at least 3 manths (generally, more than 1 year). In that case, your doctor may decide that
you should take magnesium supplement or continue PANZOL treatment for a shorter time. In case you
feel that your heant beats abnormally fast, slow or arrhythmic during your PANZOL treatment, if you
have faligue or dizziness feeling, muscle spasm or seizure, tell your dactor. These symploms may be
related with hypomagnesemia. Furthermore, if there are any other medicines you are taking, tell them
to your doctor as well. Hypomagnesemia may cause decrease in potassium and calcium levels in the
blood. If your doctor deems necessary, the magnesium level in your blood can be manitared regularly.
+ If you are undergoing neurcendocrine tumor diagnosis lests, tell your doctor, since like all
other prolon pump inhibitars, PANZOL may effect the resulls of these fests Like all other proton
pump Inhibitors, PANZOL may increase the number of some bacleria thal normally exist in upper
gastrointestinal tract and therefore the risk of infection (Salmonelia and Campylobacten even a little.
+ Witis used lo preven! the ulcers triggerad by the non-steroidal anti-inflammatory agents (painkiller
not in the ferm of sterold, rflammalion inhiitor) (NSAI), PANZOL should be limited to the patients
requiring continuous NSAI medication with high side effact risk in gastrointestinal system (for example;
over age 85, with history of ulcer or gastric bleeding.

If you are taking anficoagulants ar blood thinners like warfarin and phenprocouman, you may naed
fa have further tests.
~ I you notice one of the following situations, consult your doctor IMMEDIATELY:
Unexpectad waight loss,
Recurrent vomiting,
- Dysphagia,
Hematemasis,
Looking pale and feeling weak (anemia)
Blood in sioo!

- Sewvere and conlinuous diarrhea
If these cautions are valid for you, even for a period in the past, consult your doctor.

Taking PANZOL with food and drinks
PANZOL should be swallowed 1 hour before meal as whole with an amount of water without chewing
or breaking.
Pregnancy
Consull your doctor or pharmacist before using the medicine.
There is ne sufficient dala on use of pantoprazole in pregnancy. If you are pregnant or you think that you
may be pregnant, but, in case your dactor thinks that estimated benefit of the medicine is more than the
risk of damaging your unborn baby, then you should use pantaprazole.
if you raalize that you are pregnant during the treatment, consult your daclor or pharmacist immediately.
Breast-feeding
Consult your dociar or pharmacist before using the medicine,
It is reported that pantoprazole passes into breast milk. It should only be used in nursing mothers in
case the benefil of the medicine 1o the mather is more than the risk of damaging the baby.
Driving and using machines
If you experience dizziness and visual disorders, do not drive and use machine.
Important information about some of the excipients of PANZOL
PANZOL contains a sugar named sucrose. If you have been tald by your doctor previeusly that you have
intolerance o seme sugars (your body shaws negalive reaction o some sugars), consult your doctor
before taking this medicinal product,
This medicinal product contains sedium less than 1 mmole (23 mg) in each tablat; so basically ‘it
does not contain sodium”.
This medicinal product contains mannital less than 10 g {28.5 mg) in each tablet; so laxative effect
is not expecled.
Taking with other medicines
- Pantoprazale may decrease the absorption and minimize the effects of medicines which are used
1o prevent fungal infections like ketoconazole, itraconazole and posaconazole, absarption of which
depends on the acid level i i
- Proton pump inhi
(AIDS) like atazanavir. Protan pump inhibitors, including pantoprazole, are not recommended to be
used with atazanavir.
« Panloprazcle s metabolized in the liver. Similarly, thers may be interaction betwaen pantoprazole
and ather medicines metabolized in the liver, In addition, special lests are made with the following drugs
and no interaction with clinical importance is observed.

- Carbamazepine (epilepsy and mood disorder drug)

Diazepam (used 1o prevent anxiety disarder)
- Nifedipine (used in the treatment of high blood pressure)
Glibenclamide (antidiabetic)

- Birth control pills (containing levanargesirel and ethinyl estradiol)
» If you are using a drug assisting blood clotting (iike pr
manilor the blood cloting values aftsr starting and termination of pantoprazole waamam and during mg
irregular administration.
= No interaction is cbserved with anlacids. Antacids are used to reduce the gastric acid immeadiately
and they are generally in chewing tablet or syrup form.
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I you are using a

prascribed or non-prescribed medicine currently, or have used recently, inform your
doctor or pharmacist about these.

3. How to take PANZOL

- Instructions for proper use and dose/dosing intervals:

In adults and children older than 12 years:

In the treatment of reflux esophagitis {inflammation of esophagus as a result ol escaping of foods and
acid lram the stomach lo Ewphagus) and related symploms (for exampﬂe pain and burning on chest,

Recommended dose is 1 PANZOL tablet per day, Your doctor may recommend 2 PANZOL tablets per
day. Treatment period is usually 4-8 weeks. Your doctor will inform you that how long your treatment
with PANZOL will continue.

In adults:

Inthe ireatment of duadenal and gastric (stomach) ulcers caused by a bacleria called Helicobacter pylor
{H.pylor], 1t agminisiered in combination Wih propar two antbiolics.

Recommended dosa is 1 PANZOL tablet mu-.s per day In combination with two of aniibiotics such as
amadcillin, d First tablet should be taken 1 hour befare
the breakfast and second tablet should be Iaken 1 hour before the dinner. Treatment period is usually
1-2 weeks. Follow your doclor's recammendalions and read the patient information leaflets of these
antibiotics.

In the treatment of gastric ulcer and duodenal ulcer:

Recommended dase is 1 PANZOL tablel per day. Your doclor may recommend you to take 2 PANZOL
tablets per day. Treatment period for gastric ulcer is usually 4-B weeks and for duodenal ulcer it is
usually 2-4 weeks. Your doctor will inform you that how long your treatment with PANZOL will continue,

macl

Recommended Initial dosa is usually 2 PANZOL tablets per day.

2 tablets are taken at the same time 1 hour before the dinner. Your doctor will adjust the dose later
according to acid producing of your stomach. If your doclor recommends you o take mere than 2 ablels
per day, tablets are taken as two times in a day.

It your doctor recommands you to take more than 4 tablets, your doctor will tell you when you will stop
taking this medicine.

Administration roule and method:

PANZOL should not be chewed or broken; it should be swallowed as a whale with an amount of water
1 hour before meal.

Various age groups:

Pediatric use:

It should not be administered to the children under 12 years of age.

Geriatric use:

PANZOL may be used in elder patients without dose adjustment,

‘Special administration conditions:

Renal failure
If you have kidney function disorder and severe or middle lavel of liver problems, do not take PANZOL
for H. pyilori reatment.

Liver failure:

20 mg pantoprazole dose per day should be nat exceeded in the patients with severe liver impairment.
I you have the impression that the effect of PANZOL Is efther very potent or very weak, falk (o your
dactor or pharmacist.

I you take more PANZOL than you should:

There are na known symptoms for overdase.

if you take more PANZOL than you should, talk fo a doctor or a pharmacist.

If you forget to take PANZOL:

If you forget to take your medicine, do not take double deses to make up the missed dose. Continue your
treatmant with next dose, according o the dosage regime that your doctor deemed suitable.

Do not take double doses to make up the missed dose.

Possible effects afier the of PANZOL

Your doctor will inform you that how long your treatment with PANZOL will continue. Do not stop the
treatment earfler because the symptoms of your disease may come back or gat worse.

4. Passible side effe

As with all drugs, there may be side effects in the individuals who are sensitive 1o any of the ingredients
of PANZOL.

Side effects are classified acoording to the prevalence given below.

Very commen : May be cbserved in al least 1 of 10 palienis.

Common : May be observed between 1 1o 10 in 100 patients.

Uncommon : May be cbserved between 1 to 10 in 1000 patients.

Rare : May be observed between 110 10 in 10000 patients.

Very rare < May be cbserved in less than 1 in 10000 patients.

Unknown : It cannol be estimaled from the available data.



