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Pemetrexed Teva 100 mg, S00mg, 1000mg
Powder for Concentrate for Solution for Infusion
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Pemetrexed Teva 100 mg: each vial contains 100 mg Pemetrexed
Pemetrexed Teva 500 mg: each vial contains 500 mg Pemetrexed
Pemetrexed Teva 1000 mg: each vial contains 1000 mg Pemetrexed
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Malignant pleural mesothelioma:

Pemetrexed Teva 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.

Non-small cell lung cancer:

Pemetrexed Teva 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.

Pemetrexed Teva 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 disease has not progressed immediately following platinum-based chemotherapy.

Pemetrexed Teva 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.
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4.2 Posology and method of administration
[...]

Method of administration

Pemetrexed Teva is for intravenous use. Pemetrexed Teva should be administered as an intravenous

infusion over 10 minutes on the first day of each 21- day cycle.




For precautions to be taken before handling or administering Pemetrexed Teva and for instructions
on reconstitution and dilution of Pemetrexed Teva before administration, see section 6.6.

[...]

4.4 Special warnings and precautions for use

[...]

Excipients:
Sodium

Pemetrexed Teva 100 mg:

This medicinal product contains less than 1 mmol sodium (approximately 11 mg) per vial, that is to say
essentially “sodium- free”.

Pemetrexed Teva 500 mg:
This medicinal product contains approximately 2.3 mmol sodium (approximately 54 mg) per vial,
equivalent to 2.7 % of the WHO recommended maximum daily intake of 2 ¢ sodium for an adult.

Pemetrexed Teva 1000 mg:
This medicinal product contains approximately 4.7 mmol sodium (approximately 109 mg) per vial,
equivalent to 5.45% of the WHO recommended maximum daily intake of 2 ¢ sodium for an adult.

[...]

4.8 Undesirable effects
[...]

Tabulated list of adverse reactions

The table 4 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, JMBD, JMEN and PARAMOUNT) and from the post marketing period.

ADRSs are listed by MedDRA body system organ class. The following convention has been used for
classification of frequency: very common: >1/10; common: >1/100 to <1/10; uncommon: >1/1,000
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), JMDB (pemetrexed and cisplatin versus
gemcitabine and cisplatin), JMCH (pemetrexed plus cisplatin versus cisplatin), JMEN and
PARAMOUNT (pemetrexed plus best supportive care versus placebo plus best supportive
care) and from post-marketing period.

System Organ | Very common | Common Uncommon Rare Very rare Not known
Class

(MedDRA)

Infections and | Infection® Sepsisb Dermo-

infestations Pharyngitis hypodermitis




System Organ | Very common | Common Uncommon |Rare Very rare Not known
Class
(MedDRA)
Blood and Neutropenia Febrile Pancytopenia | Autoimmune
lymphatic Leukopenia neutropenia haemolytic
system Haemoglobin | Platelet count anaemia
disorders decreased decreased
Immune Hyper- Anaphylactic
System sensitivity shock
disorders
Metabolism Dehydration
and nutrition
disorders
Nervous Taste Cerebro-
system disorder vascular
disorders Peripheral accident
motor Ischaemic
neuropathy | stroke
Peripheral Haemorrhage
sensory intracranial
neuropathy
Dizziness
Eye disorders Conjunctiviti
s
Dry eye
Lacrimation
increased
Kerato-
conjunctivitis
sicca
Eyelid
oedema
Ocular
surface
disease
Cardiac Cardiac Angina
disorders failure Myocardial
Arrhythmia |infarction
Coronary
artery disease
Arrhythmia
supra-
ventricular
Vascular Peripheral

disorders

ischaemia®




System Organ | Very common | Common Uncommon | Rare Very rare Not known
Class
(MedDRA)
Respiratory, Pulmonary
thoracic and embolism
mediastinal Interstitial
disorders pneumonitisbd
Gastrointestinal| Stomatitis Dyspepsia Rectal
disorders Anorexia Constipation |haemorrhage
Vomiting Abdominal | Gastro-
Diarrhea pain intestinal
Nausea haemorrhage
Intestinal
perforation
Oesophagitis
Colitis®
Hepatobiliary Alanine Hepatitis
disorders amino-
transferase
increased
Aspartate
amino-
transferase
increased
Skin and Rash Hyper- Erythema Stevens-
subcutaneous | Skin exfoliation | pigmentation Johnson
tissue disorders Pruritus smdromeb
Erythema Toxic
multiforme epidermal
Alopecia necrolysisb
Urticaria Pemphigoid
Dermatitis
bullous
Acquired
epidermolysis
bullosa
Erythematous
oedema’
Pseudocell
ulitis
Dermatitis
Eczema
Prurigo
Renal and Creatinine Renal failure Nephrogenic
urinary clearance Glomerular diabetes
disorders decreased filtration rate insipidus
Blood decreased Renal tubular
creatinine necrosis

increased®




System Organ | Very common | Common Uncommon Rare Very rare Not known
Class
(MedDRA)
General Fatigue Pyrexia
disorders and Pain
administration Oedema
site conditions Chest pain
Mucosal
inflammation
glutamyl-
transferase
increased
Injury, Radiation Recall
poisoning and oesophagitis phenomenon
procedural Radiation
complications pneumonitis

deereased
Blood-and
lymphatiosysiem | VoY Leukoeytes 53.0 49 166 0-6
Hisord common
Haemeoglobin
l l 262 42 104 60
Platefets
l l 232 54 86 00
Metabelismand .
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Leukeeytes
121 42 34.1 27.2
Haemeglobin
192 42 221 43
deereased
Gastrointestinal ;
Very Diarrhoea 12.8 04 243 25
disorders Commen —
S ..
Pharynsitis
Nausea 309 26 167 8
Commen | concuoation 57 0.0 40 6.0
Hepatobiliary Commen SGPT-ALT)
disorders elevation 9 +9 +4 0-0
SGOT-AST
| . 68 + o7 60
Skin-and Very Rash/
: 140 0.0 62 0.0
tissue-disorders Common Pruritus 68 04 8 060
Alopeeia 64 (.4 37.7 220
General-disorders | Very .
340 53 359 54
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disorders Commen Eeukoeytes 58 19 07 02
deereased
Neutrophils | &4 44 02 60
deereased
Nervoussystem | Commen Newropathy- | =4 66 50 02
diserders SERSOry
stomatitis
diserders elevation
elevation
subeutaneeous-tissue Desquamation
diserders
General-disorders | Very Fatisue 241 53 109 07
and commen
Oedema 56 00 s 00
Renal Diserders | Commen Renal +6 69 +7 60
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