Patient package Insert
Prescription Only medicine
Carefully read the entire leaflet before starting use
SITAGLU 50 & 100 FILM COATED TABLETS

COMPOSITION:

Sitaglu 50 Film Coated Tablets: Each tablet contains 50 mg Sitagliptin (as monohydrate phosphate).

Sitaglu 100 Film Coated Tablets: Each tablet contains 100 mg Sitagliptin (as monohydrate phosphate).

THERAPEUTIC ACTIVITY: Is a DDP-4 enzyme Inhibitors (Dipeptidyl peptidase-4 enzyme inhibitors).

INDICATIONS: It is indicated as an adjunct to diet and exercise to improve glycemic control (lowers blood sugar levels) in adults' patients with
type 2 diabetes mellitus.

WHEN SHOULD THE PREPARATION NOT BE USED?

- If you have type 1 diabetes mellitus.

- If you have diabetic ketoacidosis (increased ketones in the blood or urine: diabetes complication which includes high blood sugar, rapid
weight loss, nausea or vomiting).

- If you are allergic (sensitive) to the active ingredient. Symptoms of a serious allergic reaction to Sitaglu may include: rash, raised red patches
on your skin (hives), or swelling of the face, lips, tongue, and throat that may cause difficulty in breathing or swallowing.

DO NOT USE THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN: If you have or have had in the past pancreatitis (inflammation of the
pancreas), gallstones, alcoholism or very high blood triglyceride levels. These medical conditions can increase your chance of getting
pancreatitis (see “Side Effects” section). If you have kidney problems. If you have any other medical conditions. If you are pregnant or plan to
become pregnant talk with your doctor about the best way to control your blood sugar while you are pregnant. It is not recommended to take
JANUVIA during pregnancy or if you are breast-feeding or plan to breast-feed.

WARNINGS & PRECAUTIONS: Do not use this medicine frequently or for long periods of time without consulting your doctor. If you are
sensitive to any type of food or medicine, consult your doctor prior to commencing treatment.

DRIVING AND USING MACHINE: This medicine has no known influence on the ability to drive and use machines. However, dizziness and
drowsiness could occur, which may affect your ability to drive or use machines. Taking Sitaglu in combination with medicines called
sulfonylurea or with insulin, can cause hypoglycemia, which may affect your ability to drive and use machines.

DRUG INTERACTIONS: Tell your doctor or pharmacist if you are taking, have recently taken, or might take any other medicines including non-
prescription medicines and nutritional supplements, you should inform the attending doctor or pharmacist.

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the course of taking this medicine, for
example:

Serious side effects have happened in people taking Sitaglu:

- Pancreatitis (inflammation of the pancreas) which may be severe and lead to death. Certain medical problems make you more likely to get
pancreatitis. Before you start taking Sitaglu, tell your doctor if you have ever had pancreatitis, stones in your gallbladder (gallstones), a history
of alcoholism, high blood triglyceride levels. Stop taking Sitaglu and call your doctor right away if you have pain in your stomach area
(abdomen) that is severe and will not go away. The pain may be felt going from your abdomen through to your back. The pain may happen with
or without vomiting. These may be symptoms of pancreatitis.

- Low blood sugar (hypoglycemia). If you take Sitaglu with another medicine that can cause low blood sugar, such as a sulfonylurea or insulin,
your risk of getting low blood sugar is higher. The dose of your sulfonylurea medicine or insulin may need to be lowered while you use Sitaglu.
Signs and symptoms of low blood sugar may include: headache, drowsiness, weakness, dizziness, confusion, irritability, hunger, fast
heartbeat, sweating, feeling jittery.

- Serious allergic reactions. Allergic reactions, which may be serious, including rash, hives (raised red patches on your skin), and swelling of
the face, lips, tongue and throat that may cause difficulty in breathing or swallowing. If you have any symptoms of a serious allergic reaction,
stop taking Sitaglu and call your doctor right away. Your doctor may give you a medicine for your allergic reaction and prescribe a different
medicine for your diabetes.

- Kidney problems, sometimes requiring dialysis.

- Joint pain. Some people who take medicines called DPP-4 inhibitors like Sitaglu, may develop joint pain that can be severe. Call your doctor if
you have severe joint pain.

The most common side effects include: Upper respiratory infection, Stuffy or runny nose and sore throat and headache.

Other side effects including: Stomach upset and diarrhea, Swelling of the hands or legs when Sitaglu is used with Rosiglitazone, Elevated liver
enzymes, Constipation, Joint pain, Muscle pain, Arm or leg pain, Back pain, Vomiting, Interstitial lung disease, Osteoarthritis, Dizziness,
Itching. If you experience side effects, this includes any side effects not mentioned in this leaflet, or if there is a change in your general health,
consult your doctor immediately.

RECOMMENDED DOSAGE: Sitaglu should be administered according to physician’s instructions only depending on the case of patient. Do not
exceed the recommended dose.

MISSED DOSE: If you forget to take this medicine at the specified time, take the dose as soon as you remember. If it is closed to your next dose
do not take the missed dose, just take the next dose at regular time, but never take a double dose. If you have missed several doses, inform
your doctor immediately.

DIRECTIONS FOR USE: Do not chew, crush or split the tablet! Swallow the tablet with at least one full glass of water; with or without food. Do
not exceed the recommended dosage. Your doctor may do blood tests from time to time to see how well your kidneys are working. Your doctor
may change your dose of Sitaglu based on the results of your blood tests. Your doctor may tell you to take Sitaglu along with other diabetes
medicines. Low blood sugar can happen more often when Sitaglu is taken with certain other diabetes medicines (see "SIDE EFFECTS"). This
medicine is not intended for administration to children and adolescents under 18 years of age. When your body is under some types of stress,
such as fever, trauma (such as a car accident), infection or surgery, the amount of diabetes medicine that you need may change. Tell your
doctor right away if you have any of these conditions and follow your doctor’s instructions. Check your blood sugar as your doctor tells you
to. Stay on your prescribed diet and exercise program while taking Sitaglu. Talk to your doctor about how to prevent, recognize and manage
low blood sugar (hypoglycemia), high blood sugar (hyperglycemia), and problems you have because of your diabetes. Your doctor will check
your diabetes with regular blood tests, including your blood sugar levels and your hemoglobin A1C.

OVERDOSE: In case of accidental overdose or if a child uses this medicine by accident, seek professional assistance or rush to a hospital
emergency room accompanied with the medicine’s package. You may feel sick or be sick.

HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT? Complete the full course of treatment as instructed by the doctor.

Even if there is an improvement in your health do not discontinue using this medicine without consulting your doctor.

AVOID POISONING: This medicine contains substances, which can be poisonous or fatal in large doses to children and/or infants, therefore
must be kept out of their reach. This medicine has been prescribed for the treatment of your iliness; it may harm other patients. Do not give
this medicine to your relatives, neighbors, or anybody else. Do not take medicine in the dark! Check the label and the dose each time you take
your medicine. Please note the expiry date of the medicine! In case of doubt consult the pharmacist who dispensed the medicine to you.
STORAGE: Store tablets at temperature not exceeding 25°C. Medicines do not remain valid after the expiration date even if they are kept in
their original package and were stored under the recommended storage conditions.

PRESENTATION:
Sitaglu 50 FCT: A box of two blisters of 30 film coated tablets (15 tablets / blister).
Sitaglu 100 FCT: A box of three blisters of 30 film coated tablets (10 tablets / blister).

Pharmacare PLC- Beitunia- Industrial Zone- P.O. Box 677 - Ramallah, Palestine
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