‘Z T2amal

S — BIO-PHARMA

2022 "anxT
,N/T201 n/njpin ,n/RkoN

'WONN 7w XOINYT 1752 DIIDTYN DX DONY'T'? R'ANT 1M1X1

OXALIPLATIN MEDAC50 MG 2"'n50 pPNTN 'V29'"70pIN
OXALIPLATIN MEDAC 100 MG 2"n100 pNTN 'v29"0pIN
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Oxaliplatin in combination with 5-fluorouracil (5-FU) and folinic acid (FA) is indicated for:
¢ Adjuvant treatment of stage Ill (Duke‘s C) colon cancer after complete resection of primary tumour
* Treatment of metastatic colorectal cancer.

Oxaliplatin in combination with leucovorin, irinotecan and 5-fluorouracil is indicated for the first-line
treatment of patients with metastatic pancreatic adenocarcinoma (based on NCCN guidelines, version
2.2014).
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4.4 Special warnings and precautions for use

[...]

Immunosuppressant Effects/Increased Susceptibility to Infections

Administration of live or live attenuated vaccines in patients immunocompromised by
chemotherapeutic agents, may results in serious or fatal infections. Vaccination with a live vaccine
should be avoided in patients receiving oxaliplatin. Killed or inactivated vaccines may be administered;
however, the response to such vaccines may be diminished.

4.5 Interaction with other medicinal products and other forms of interaction

[...]

Vaccination with live or live attenuated vaccines should be avoided in patients receiving oxaliplatin (see
section 4.4).

4.8 Undesirable effects

[...]
Hepato-biliary disorders

[.]

Post marketing experience with frequency not known

Focal nodular hyperplasia.
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