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Osloda“ 500

Capecitabine F.C. Tablet
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CATEGORY:
Anti neoplastic

INDICATION: Osloda 500 is indicated for:
Carcinoma, breast (treatment)
Carcinoma, colorectal (treatment)

MECHANISM OF ACTION:

Osloda 500 is relatively noncytotoxic invitro ; its activity occurs after
invivo convertion to 5-florouracil . which in turn is converted to two
active metabolites (FAUMP & FUTP). The cytotoxic effect is produced
by two different mechanisms. First inhibiting thymidylate formation
which is the precursor of thymidine triphosphate that is essential for
DNA synthesis; deficiency of this precursor leads to inhibition of cell
division. Second , nuclear transcriptional enzymes can incorporate
FUTP instead of uridine triphosphate during RNA synthesis . resulting
in a metabolic error that interferes with RNA processing and protein
synthesis.

Drug interaction:

There maybe occur some interactions between Osloda 500 and:
Anticoagulants (cumarin -derivative), bone marrow depressants,
radiation therapy, vaccine (live virus)

Medical considerations / contraindications :

Except under special circumstances, this medication should not be
used when the following medical problem exists:

« Dihydropyrimidine dehydrogenase (DPD) deficiency

« Hypersensitivity to capecitabine

« Hypersensitivity to 5-fluorouracil

« Renal function impairment, severe
Risk. benefit should be considered when the following medical

problems exist:
bone marrow depression, chickenpox(existing or recent), Herpes zoster
,Hepatic function impairment, Infection , renal function impairment(moderate)

Side / Adverse Effects:

« Those indicating need for medical attention:

Abdominal or stomach pain, anemia (unusual tiredness or
weakness), diarrhea, hand-and-food syndrome(blistering, peeling,
redness), hyperbilirubinemia(yellow eyes or skin), lymphopenia(fever or
chills, cough or hoarseness,lower back or side pain,painfull or difficult
urination) ,stomatitis(pain,redness,swelling or sores or ulcers in
mouth and on lips)

« Those indicating need for medical attention:

Constipation (mild or moderate);dermatitis ;diarrhea (mild) ;loss on
appetite ;nausea ;unusual tiredness ;vomiting

Over dose:

For more information contact a poison control center

Clinical effects of over dose:

bone marrow depression(black ,tarry stools, blood in urine or stools
, cough or hoarseness , fever or chills ,lower back or side pain,
painful! or difficult urination), diarrhea,gasterointestinal tract toxicity.
nausea, vomiting

Patient consultation:

Before using this medication :

Condition affecting medication :

« Sensivity to capecitabine or 5-florouracil

« Pregnancy: Avoiding pregnancy during treatment

« Breast - feeding: Not recommended because of risk of serious side
effects

~other medication , specially Anticoagulants ,bone marrow depressants,
radiation therapy, vaccine (live virus)

. « use in the elderly : Higher risk of gastrointestinal adverse effects

Precautions while using th!s medication:

« Importance of close monitoring by the physician

« Importance of monitoring prothrombin time or INR in patients on
coumarin-denved anticoagulants

« Notifying physician immediately if fever of 38°C or higher occurs.

- stoppng treatment and Notifying physician immediately if diarrhea,
hand-and-foot syndrome ,nausea, vomiting , or stomatitis occurs

« Avoiding immunization unless approved by physician; other persons
in patient's household should avoid immunization with oral polio-virus
vaccine;avoiding other persons who have taken oral polio-virus
vaccine or wearing a protective mask that covers mouth and nose

Caution if bone marrow depression occurs:

- avoiding exposure to person with infections

« Checking with physician immediately if unusual bleeding or
bruising;black tarry stools;blood in urine or stools;or pinpoint red
spots on skin occurs

« Avoid accidental cuts or contact sports

« Not touching eyes or inside of nose unless hands washed
immediately before

« Proper use and general dosing information

Capecitabine as monotherapyoral ,2500 mg per square meter
(mg/m?) of body surface per day, in two divided doses.

« take tablets within 30 minutes after the end of a meal and swallowed
with water

Storage:
« store below 30°C and protect form light and moisture.
« Keep out of the reach of children.

Strength and packaging available :
500 mg tablets
3 blisters pack of 10 tablets with a brochure in a cardboard box.

Refrence:
USPDI for health care professional, 2007.

AN: Osloda - 201

OSVE Pharmaceutical Co.
You are kindly requested to contact us in case of
any comments or advices.
PO Box: 13185-1554
Email: info@osvahpharma.com
www.osvahpharma.com
Tehran-Iran
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OSLODA BRO | 170x120 mm
OSVE Pharmaceutical Co.
Date: 96/1/23

Print description: Pantone No.: 7416 C [ll | Black

0 N O 1AW N =

1
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33



