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Pemetrexed is a medicine used in the treatment of cancer.

e Pemetrexed Taro in combination with cisplatin is indicated for the
treatment of patients with malignant pleural mesothelioma whose
disease is unresectable or who are otherwise not candidates for
curatible surgery.

e Pemetrexed Taro in combination with cisplatin is indicated for the first
line treatment of patients with locally advanced or metastatic non-small
cell lung cancer other than predominantly squamous cell histology.

e Pemetrexed Taro is indicated as monotherapy for the second line
treatment of patients with locally advanced or metastatic non-small cell
lung cancer other than predominantly squamous cell histology.

e Pemetrexed Taro is indicated as monotherapy for the maintenance
treatment of locally advanced or metastatic non-small cell lung cancer
other than predominantly squamous cell histology in patients whose
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disease has not progressed immediately following platinum-based

chemotherapy.
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Tabulated list of adverse reactions

Table 4 below lists the adverse drug events regardless of causality associated with
pemetrexed used either as a monotherapy treatment or in combination with cisplatin from
the pivotal registration studies (JMCH, JMEI, JIMBD, JMEN and PARAMOUNT) and from the
post marketing period.

ADRs are listed by MedDRA body system organ class. The following convention has been
used for classification of frequency: very common (= 1/10); common (2 1/100 to < 1/10);

uncommon (= 1/1000 to < 1/100); rare (= 1/10,000 to < 1/1000); very rare (< 1/10,000) and
not known (cannot be estimated from available data).

Table 4 - Frequencies of all grades adverse drug events regardless of causality from
the pivotal registration studies: JMEI (Pemetrexed vs Docetaxel), IMDB (Pemetrexed
and Cisplatin versus GEMZAR and Cisplatin, JMCH (Pemetrexed plus Cisplatin versus
Cisplatin), JIMEN and PARAMOUNT (Pemetrexed plus Best Supportive Care versus
Placebo plus Best Supportive Care) and from post-marketing period.

System Very Common Uncommo Rare Very rare Not
Organ common n known
Class

(MedDRA)
Infections Infection?® Sepsis® Dermo-
and Pharyngitis hypodermiti
infestations s
Blood and Neutropenia | Febrile Pancytopen | Autoimmun
lymphatic Leukopenia | neutropenia ia e
system Haemoglobi | Platelet count haemolytic
disorders n decreased | decreased anaemia
Immune Hypersensiti- Anaphylac-
System vity tic shock
disorders
Metabolism Dehydration
and nutrition
disorders
Nervous Taste Cerebrovas
system disorder cular
disorders Peripheral accident
motor Ischaemic
neuropathy stroke
Peripheral Haemorrha
sensory ge
neuropathy intracranial
Dizziness
Eye Conjunctivitis
disorders Dry eye
Lacrimation
increased
Keratoconjun
ctivitis sicca
Eyelid
oedema
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System Very Common Uncommo Rare Very rare Not
Organ common n known
Class
(MedDRA)
Ocular
surface
disease
Cardiac Cardiac Angina
disorders failure Myocardial
Arrhythmia infarction
Coronary
artery
disease
Arrhythmia
supraventri
cular
Vascular Peripheral
disorders ischaemia®
Respiratory, Pulmonary
thoracic and embolism
mediastinal Interstitial
disorders pneumoniti
de
Gastrointes- | Stomatitis Dyspepsia Rectal
tinal Anorexia Constipation | haemorrha
disorders Vomiting Abdominal ge
Diarrhoea pain Gastrointes
Nausea tinal
haemorrha
ge
Intestinal
perforation
Oesophagit
is
Colitis®
Hepatobiliar Alanine Hepatitis
y disorders aminotransfe
rase
increased
Aspartate
aminotransfe
rase
increased
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TARDO
System Very Common Uncommo Rare Very rare Not
Organ common n known
Class
(MedDRA)
Skin and Rash Hyperpigmen Erythema Stevens-
subcutaneo | Skin tation Johnson
us tissue exfoliation Pruritus syndrome®
disorders Erythema Toxic
multiforme epidermal
Alopecia necrolysisP
Urticaria Pemphigoid
Dermatitis
bullous
Acquired
epidermoly
sis bullosa
Erythema-
tous
oedema’
Pseudocell
u-litis
Dermatitis
Eczema
Prurigo
Renal and Creatinine Renal failure Nephroge-
urinary clearance Glomerular nic
disorders decreased filtration rate diabetes
Blood decreased insipidus
creatinine Renal
increased® tubular
necrosis
General Fatigue Pyrexia
disorders Pain
and Oedema
administratio Chest pain
n site Mucosal
conditions inflammation
Investigation Gamma-
S glutamyltrans
ferase
increased
Injury, Radiation Recall
poisoning oesophagiti | pheno-
and S menon
procedural Radiation
complication pneumoniti
s S
a with and without neutropenia
bin some cases fatal
¢ sometimes leading to extremity necrosis
d with respiratory insufficiency
¢ seen only in combination with cisplatin
fmainly of the lower limbs
77792 939PWITOIN 1IN
,14 0PN

2624761 NN X190 ,10347 1.7

04-8475700 : 5V
04-8727165 : OP9



il

:127x%7 J1'72v2 DY DRIDTY
Xi'? niyoin .4

NIN2N NIYOINNA NNXA ['N2N NNXK DX X9N'7 T'n NsY v

7¢ DINN 7210 NNX DX :(DAXNNA ,NN'DW TIRA IX NNDW QY9IN) DIN'T IX DIN =
D270 DTN 'RN 190N ' DNY'Y INKN) DMNK DIN'T 'a'on IX nyTnn ,n7uni 38°C
217v (0'090) DIN'T .(TIXA NNDY DYDIN AIT ;"IN 1901001 INIF N1 KN 7Y
DM 212107 2171 amn nirn?

,IXV] 11'RY INKR DIN'T 720 IR 19NN IX XN ,0")NNN DINTA 7210 NNX DX *
7901 D PN"YW INKN) DMIOX 'N72 0T 'DUWN 7210 ,TNTIIX DTATX [NWA |'NaN
.(FR DNDY NYODIN NIT L7070 1901nNNn NI 1IN XIN 7Y NIrovn

(0'wnnwn 100 ymn 1 Tya Ny'Limy Niysin) NINDY X7 'RII7 NIYsIN

YRIN FFo-»7 2% axp

17793 931PYWITVIN 199

16PN

2624761 19N X191 ,10347 1.7
04-8475700 : 50

04-8727165 : OPO



