
PROFESSIONAL INFORMATION

SCHEDULING STATUS  S4

1 NAME OF THE MEDICINE
EASAN powder for solution for infusion

2 QUALITATIVE AND QUANTITATIVE COMPOSITION
        ot tnelaviuqe enimulgemid tnatiperpasof fo gm 3,542 sniatnoc laiv hcaE

150 mg of fosaprepitant free acid.
Contains sugar: lactose monohydrate 395 mg per vial.
For full list of excipients, see section 6.1

3 PHARMACEUTICAL FORM
Powder for solution for infusion.
White or off-white block-shaped solid or powder.

4 CLINICAL PARTICULARS
4.1  Therapeutic indications
EASAN, in combination with other anti-emetic medicines, is indicated for the 
prevention of acute (0 to 24 hours) and delayed (> 24 to 120 hours) nausea 
and vomiting associated with initial and repeat courses of: 
• highly emetogenic cancer chemotherapy (see Section 4.2). 
• moderately emetogenic cancer chemotherapy (see Section 4.2). 

4.2 Posology and method of administration 
Posology
EASAN powder for solution for infusion is a lyophilised pro-drug of aprepitant.
EASAN is administered on Day 1 as an infusion over 20 to 30 minutes 
initiated approximately 30 minutes prior to chemotherapy. EASAN should 
be administered in conjunction with a corticosteroid and a 5-HT3 antagonist 

administered 5-HT3 antagonist must be consulted prior to initiation of 
treatment with EASAN. 
Recommended dosing for the prevention of nausea and vomiting associated 
with highly emetogenic cancer chemotherapy.
Highly Emetogenic Chemotherapy Regimen

Day 1 Day 2 Day 3 Day 4
EASAN 150 mg IV None None None
Dexamethasone** 12 mg orally 8 mg 

orally
8 mg orally 
twice daily

8 mg orally 
twice daily

5-HT3 antagonist See the professional 
information for the 
selected 5-HT3 antagonist for the 
appropriate dosing 
information.

None None None

**Dexamethasone should be administered 30 minutes prior to chemotherapy 
treatment on Day 1 and in the morning on Days 2 through 4. Dexamethasone 
should also be administered in the evenings on Days 3 and 4. The dose of 
dexamethasone accounts for interactions.

Recommended dosing for the prevention of nausea and vomiting associated 
with moderately emetogenic cancer chemotherapy:

Moderately Emetogenic Chemotherapy Regimen
Day 1

EASAN 150 mg IV
Dexamethasone** 12 mg orally
5-HT3 antagonist See the professional information for the selected 5-HT3 antagonist for the appropriate dosing information.

**Dexamethasone should be administered 30 minutes prior to chemotherapy 
treatment on Day 1. The dose of dexamethasone accounts for interactions.

General information
See section 4.5 for additional information on the administration of EASAN with 
corticosteroids. Refer to the full prescribing information for co-administered 
anti-emetic medicines. No dosage adjustment is necessary for the elderly. No 
dosage adjustment is necessary based on age, gender, race or Body Mass 
Index (BMI). No dosage adjustment is necessary for patients with severe 

end stage renal disease undergoing haemodialysis. No dosage adjustment 

Pugh score 5 to 9). There are no clinical data in patients with severe hepatic 
 

Method of administration
EASAN is for intravenous administration. For single use only. Discard any 
unused portion.

Preparation of EASAN for Infusion
1. Inject 5 ml saline into the vial. Assure that saline is added to the vial 

along the vial wall in order to prevent foaming. Swirl the vial gently. Avoid 
shaking and jetting saline into the vial. After reconstitution, use only if the 
solution is a clear colourless or pale yellow to yellow solution, free from 
visible particles. 

3. Withdraw the entire volume from the vial and transfer it into an infusion 
bag containing 145 ml of saline to yield a total volume of 150 ml. Gently 
invert the bag 2 to 3 times. EASAN should be inspected visually for 
particulate matter and discolouration before administration whenever 
solution and container permit. See section 6.2 for incompatibilities and 
section 6.4 for storage conditions after reconstitution and dilution. 

4.3 Contraindications
• Hypersensitivity to aprepitant, polysorbate 80, or to any of the excipients 

(see section 6.1). 
• Co-administration with pimozide, terfenadine, astemizole or cisapride. 

Inhibition of cytochrome P450 isoenzyme 3A4 (CYP3A4) by aprepitant 
could result in elevated plasma concentrations of these medicines 
potentially causing serious or life-threatening reactions. (see Section 4.5). 

• Pregnancy and breastfeeding (see Section 4.6).

4.4 Special warnings and precautions for use 
Patients with moderate to severe hepatic impairment
There are limited data in patients with moderate hepatic impairment and no 
data in patients with severe hepatic impairment. EASAN should be used with 
caution in these patients (see Section 5.2).

should be exercised when EASAN is administered in these patients. Since 
EASAN is rapidly converted to aprepitant (a weak to moderate inhibitor 
of CYP3A4), EASAN should be used with caution in patients receiving 
concomitant medicines that are primarily metabolised through CYP3A4; 
some chemotherapy medicines are metabolised by CYP3A4 (see section 
4.5).Weak inhibition of CYP3A4 by EASAN could result in elevated 
plasma concentrations of these concomitant medicines (see section 4.5). 
Concomitant administration of EASAN with strong CYP3A4 inhibitors {e.g. 
ketoconazole, itraconazole, nefazodone, troleandomycin, clarithromycin, 

oral aprepitant on the pharmacokinetics of orally administered CYP3A4 
substrates is greater than the effect of oral aprepitant on the pharmacokinetics 
of intravenously administered CYP3A4 substrates (see section 4.5).

CYP3A4 interactions
EASAN should be used with caution in patients receiving concomitant active 
substances that are metabolised primarily through CYP3A4 and with a narrow 
therapeutic range, such as ciclosporin, tacrolimus, sirolimus, everolimus, 
alfentanil, ergot alkaloid derivatives, fentanyl, and quinidine (see Section 4.5). 
Additionally, concomitant administration with irinotecan should be approached 
with particular caution as the combination might result in increased toxicity. 

Co-administration with warfarin (a CYP2C9 substrate)
In patients on chronic warfarin therapy, the International Normalised Ratio 
(INR) should be monitored closely for 14 days, particularly at 7 to 10 days 
following the use of EASAN with each chemotherapy cycle (see section 4.5).

Co-administration with hormonal contraceptives

28 days after administration of EASAN. Alternative non-hormonal back-up 
methods of contraception should be used during treatment with EASAN and 
for 2 months following the use of EASAN (see section 4.5).

infusion of fosaprepitant (as in EASAN). These hypersensitivity reactions have 
generally responded to discontinuation of the infusion and administration of 
appropriate therapy. It is not recommended to reinitiate the infusion in patients 
who experience hypersensitivity reactions.

Administration and infusion site reactions
Infusion site reactions (ISRs) have been reported with the use of EASAN 
(see section 4.8). The majority of severe ISRs, including thrombophlebitis 
and vasculitis, were reported with concomitant vesicant (e.g., anthracycline-
based) chemotherapy administration, particularly when associated with 
extravasation. Necrosis was also reported in some patients with concomitant 
vesicant chemotherapy. Mild injection site thrombosis has been observed at 
higher doses without concomitant vesicant chemotherapy. EASAN should not 
be given as a bolus injection, but should always be diluted and given as a 
slow intravenous infusion. EASAN should not be administered intramuscularly 
or subcutaneously. If signs or symptoms of local irritation occur, the 
injection or infusion should be terminated and restarted in another vein.

Excipient warning
Contains lactose monohydrate. Patients with rare hereditary problems 

malabsorption should not receive EASAN.

4.5 Interaction with other medicines and other forms of interaction
When administered intravenously fosaprepitant is rapidly converted 
to aprepitant. EASAN, given as a single dose, is a weak inhibitor of 
CYP3A4. Fosaprepitant  (as in EASAN) does not seem to interact with the 
P-glycoprotein transporter, as demonstrated by the lack of interaction of oral 
aprepitant with digoxin. It is anticipated that fosaprepitant would cause less 
or no greater induction of CYP2C9, CYP3A4 and glucuronidation than that 
caused by the administration of oral aprepitant. Data are lacking regarding 
effects on CYP2C8 and CYP2C19. Interactions with other medicines 
following administration of intravenous fosaprepitant as in EASAN) are 
likely to occur with active substances that interact with oral aprepitant. The 
following information was derived from studies conducted with oral aprepitant 
and studies conducted with intravenous single-dose fosaprepitant co-
administered with dexamethasone, midazolam, or diltiazem.

Effect of fosaprepitant on the pharmacokinetics of other active 
substances

CYP3A4 inhibition
As a weak inhibitor of CYP3A4, the fosaprepitant (as in EASAN) 150 mg 
single dose can cause a transient increase in plasma concentrations of 
co-administered active substances that are metabolised through CYP3A4. 
The total exposure of CYP3A4 substrates may increase up to 2-fold on 
Days 1 and 2 after co-administration with a single 150 mg fosaprepitant 
dose. EASAN must not be used concurrently with pimozide, terfenadine, 
astemizole, or cisapride. Inhibition of CYP3A4 by fosaprepitant could result 
in elevated plasma concentrations of these active substances, potentially 
causing serious or life-threatening reactions. (see Section 4.3). Caution is 
advised during concomitant administration of EASAN and active substances 
that are metabolised primarily through CYP3A4 and with a narrow therapeutic 
range, such as ciclosporin, tacrolimus, sirolimus, everolimus, alfentanil, 
diergotamine, ergotamine, fentanyl, and quinidine (see Section 4.4).

Corticosteroids
Dexamethasone: The oral dexamethasone dose should be reduced by 
approximately 50 % when co-administered with fosaprepitant (see section 
4.2). Fosaprepitant 150 mg administered as a single intravenous dose on Day 
1 increased the AUC0-24hr of dexamethasone, a CYP3A4 substrate, by 100 % 
on Day 1,86 % on Day 2 and 18 % on Day 3 when dexamethasone was co-
administered as a single 8 mg oral dose on Days 1, 2, and 3.
Methylprednisolone                   fo nemiger a sa nevig nehw ,tnatiperpa larO :

methylprednisolone, a CYP3A4 substrate, by 1,3-fold on Day 1 and by 2,5-
fold on Day 3, when methylprednisolone was co-administered intravenously 
as 125 mg on Day 1 and orally as 40 mg on Days 2 and 3.

Chemotherapeutic medicines
Interaction studies with fosaprepitant 150 mg and chemotherapeutic 
medicines have not been conducted; however, based on studies with oral 
aprepitant and docetaxel and vinorelbine, EASAN is not expected to have 
a clinically relevant interaction with intravenously administered docetaxel 
and vinorelbine. An interaction with orally administered chemotherapeutic 
medicines metabolised primarily or partly by CYP3A4 (e.g., etoposide, 
vinorelbine) cannot be excluded. Caution is advised and additional monitoring 
may be appropriate in patients receiving medicines metabolised primarily or 
partly by CYP3A4 (see section 4.4). Post-marketing events of neurotoxicity, a 
potential adverse reaction of ifosfamide, have been reported after aprepitant 
and ifosfamide co-administration.

Immunosuppressants
Following a single 150 mg fosaprepitant dose, a transient moderate 
increase for two days possibly followed by a mild decrease in exposure of 
immunosuppressants metabolised by CYP3A4 (e.g. ciclosporin, tacrolimus, 
everolimus and sirolimus) is expected. Given the short duration of increased 
exposure, dose reduction of the immunosuppressant based on Therapeutic 
Dose Monitoring is not recommended on the day of and the day after 
administration of EASAN.

Midazolam
Fosaprepitant 150 mg administered as a single intravenous dose on Day 1 

Day 4 when midazolam was co-administered as a single oral dose of 2 mg on 
Days 1 and 4. Fosaprepitant 150 mg is a weak CYP3A4 inhibitor as a single 
dose on Day 1 with no evidence of inhibition or induction of CYP3A4 observed 
on Day 4. The potential effects of increased plasma concentrations of 
midazolam or other benzodiazepines metabolised via CYP3A4 (alprazolam, 
triazolam) should be considered when co-administering these medicines with 
EASAN.

Diltiazem
Interaction studies with fosaprepitant 150 mg and diltiazem have not been 
conducted; however, the following study with 100 mg of fosaprepitant should 
be considered when using EASAN with diltiazem. In patients with mild to 
moderate hypertension, infusion of 100 mg of fosaprepitant over 15 minutes 
with diltiazem 120 mg 3 times daily, resulted in a 1,4-fold increase in diltiazem 
AUC and a small but clinically meaningful decrease in blood pressure, but 
did not result in a clinically meaningful change in heart rate, or PR interval.

Induction
The fosaprepitant 150 mg single dose did not induce CYP3A4 on Days 1 
and 4 in the midazolam interaction study. It is anticipated that EASAN would 
cause less or no greater induction of CYP2C9, CYP3A4, and glucuronidation 
than that caused by the administration of the 3-day oral aprepitant regimen, 

aprepitant dose has been observed. The 3-day oral aprepitant regimen 
resulted in an about 30-35 % reduction in AUC of CYP2C9 substrates and 
up to a 64 % decrease in ethinyl estradiol trough concentrations. Data are 
lacking regarding effects on CYP2C8 and CYP2C19. Caution is advised when 
warfarin, acenocoumarol, tolbutamide, phenytoin or other active substances 
that are known to be metabolised by CYP2C9 are administered with EASAN.

Warfarin
In patients on chronic warfarin therapy, the prothrombin time (INR) should 
be monitored closely during treatment with and for 14 days following the use 
of EASAN for the prevention of chemotherapy induced nausea and vomiting 
(see section 4.4).

Hormonal contraceptives

days after administration of fosaprepitant. Alternative non-hormonal back-up 
methods of contraception should be used during treatment with fosaprepitant 
and for 2 months following the use of fosaprepitant.

5-HT3 antagonists
Interaction studies with fosaprepitant 150 mg and 5-HT3 antagonists have not 
been conducted; however, in clinical interaction studies, the oral aprepitant 
regimen did not have clinically important effects on the pharmacokinetics 
of ondansetron, granisetron, or hydrodolasetron (the active metabolite of 
dolasetron). Therefore, there is no evidence of interaction with the use of 
EASAN and 5-HT3 antagonists.

Effect of other medicines on the pharmacokinetics of aprepitant 
Concomitant administration of fosaprepitant with active substances that 
inhibit CYP3A4 activity (e.g., ketoconazole, itraconazole, voriconazole, 
posaconazole, clarithromycin, telithromycin, nefazodone, and protease 
inhibitors) should be approached cautiously, as the combination is expected 
to result in several-fold increased plasma concentrations of aprepitant (see 
Section 4.4). Ketoconazole increased the terminal half-life of oral aprepitant 
about 3-fold. Concomitant administration of fosaprepitant with active 
substances that strongly induce CYP3A4 activity (e.g., rifampicin, phenytoin, 
carbamazepine, phenobarbital) should be avoided as the combination could 
result in reductions of the plasma concentrations of aprepitant that may 

herbal preparations containing St. John’s Wort (Hypericum perforatum) is 
not recommended. Rifampicin decreased the mean terminal half-life of oral 
aprepitant by 68 %.

Paediatric population
Interaction studies have only been performed in adults.

4.6 Fertility, pregnancy and lactation 
Contraception in males and females

28 days after administration of EASAN. Alternative non-hormonal back-up 
methods of contraception should be used during treatment with EASAN and 
for 2 months following the last dose of EASAN (see Sections 4.4 and 4.5).

Pregnancy
Safety in pregnancy has not been established.
EASAN should not be used during pregnancy.

Breastfeeding
Aprepitant is excreted in the milk of lactating rats after intravenous 
administration of fosaprepitant as well as after oral administration of 
aprepitant. It is not known whether aprepitant is excreted in human milk. 
Therefore, breastfeeding is not recommended during treatment with EASAN.

Fertility
The potential for effects of fosaprepitant and aprepitant on fertility has not 
been fully characterised because exposure levels above the therapeutic 
exposure in humans could not be attained in animal studies. These fertility 
studies did not indicate direct or indirect harmful effects with respect to mating 

motility.

4.7 Effects on ability to drive and use machines 
EASAN may affect the patient’s ability to drive and use machines. Dizziness 
and fatigue may occur following administration of EASAN (see section 4.8).

4.8 Undesirable effects 

Since fosaprepitant is converted to aprepitant, those adverse experiences 
associated with aprepitant are also expected to occur with EASAN.
The overall safety of fosaprepitant was evaluated in 1 143 individuals, and 
the overall safety of oral aprepitant was evaluated in approximately 6 500 
individuals.

Oral aprepitant
The most frequent adverse reactions reported at a greater incidence in adults 
treated with the aprepitant regimen than with standard therapy in patients 
receiving HEC were: hiccups (4,6 % versus 2,9 %), alanine aminotransferase 
(ALT) increased (2,8 % versus 1,1 %), dyspepsia (2,6 % versus 2,0 %), 
constipation (2,4 % versus 2,0 %), headache (2,0 % versus 1,8 %), and 
decreased appetite (2,0 % versus 0,5 %). The most frequent adverse reaction 
reported at a greater incidence in patients treated with the aprepitant regimen 
than with standard therapy in patients receiving MEC was fatigue (1,4 % 
versus 0,9 %).

b. Tabulated summary of adverse reactions - aprepitant
The following adverse reactions were observed in a pooled analysis of 
the HEC and MEC studies at a greater incidence with oral aprepitant than 
with standard therapy in patients or in post-marketing use. The frequency 
categories given in the table are based on the studies in adults; the observed 
frequencies in the paediatric studies were similar or lower, unless shown in 
the table. Some less frequent ADRs in the adult population were not observed 

and frequency unknown (cannot be estimated from the available data).
MedDRA system organ 
class

Frequency Adverse reactions

Infections and infestations Less frequent Candidiasis, staphylococcal 
infection 

Blood and lymphatic 
system disorders

Less frequent Febrile neutropenia, anaemia 

Immune system disorders Frequency 
unknown

Hypersensitivity reactions 
including anaphylactic 
reactions 

Metabolism and nutrition 
disorders

Frequent Decreased appetite 

Less frequent Polydipsia 
Psychiatric disorders Less frequent Anxiety,  disorientation, 

euphoric mood
Nervous system disorders Frequent Headache

Less frequent Dizziness, somnolence, 
cognitive disorder, lethargy, 
dysgeusia

Eye disorders Less frequent Conjunctivitis
Ear and labyrinth 
disorders

Less frequent Tinnitus

Cardiac disorders Less frequent Palpitations, bradycardia, 
cardiovascular disorder

Vascular disorders Less frequent
Respiratory, thoracic and 
mediastinal disorders

Frequent Hiccups 
Less frequent Oropharyngeal pain, sneezing, 

cough, postnasal drip, throat 
irritation 

Gastrointestinal disorders Frequent Constipation, dyspepsia
Less frequent Eructation, nausea*, vomiting*, 

disease, abdominal pain, dry 

ulcer perforation, stomatitis, 
abdominal distension, faeces 
hard, neutropenic colitis 

Skin and subcutaneous 
tissue disorders

Less frequent Rash, acne, photosensitiv-
ity reaction, hyperhidrosis, 
seborrhoea, skin lesion, rash 
pruritic, Stevens-Johnson 

necrolysis 

Frequency 
unknown

Pruritus, urticaria 

Musculoskeletal and con-
nective tissue disorders

Less frequent Muscular weakness, muscle 
spasms 

Renal and urinary 
disorders

Less frequent Dysuria, pollakiuria 

General disorders and 
administration site 
conditions

Frequent Fatigue
Less frequent Asthenia, malaise, oedema, 

chest discomfort, gait 
disturbance

Investigations Frequent Increased ALT 

Less frequent Increased AST, increased 
blood alkaline phosphatase, 
red blood cells urine positive, 
decreased blood sodium, 
decreased weight, decreased 
neutrophil count, glucose 
urine present, increased urine 
output 

chemotherapy treatment and were reported as adverse reactions only 
thereafter.

c. Description of selected adverse reactions 

MEC studies in adults for up to 6 additional cycles of chemotherapy were 
generally similar to those observed in Cycle 1.
In an additional active-controlled clinical study in 1,169 adult patients 

similar to that seen in the other HEC studies with aprepitant.
Additional adverse reactions were observed in adult patients treated with 
aprepitant for post-operative nausea and vomiting (PONV) and a greater 
incidence than with ondansetron: abdominal pain upper, bowel sounds 
abnormal, constipation*, dysarthria, dyspnoea, hypoaesthesia, insomnia, 
miosis, nausea, sensory disturbance, stomach discomfort, sub-ileus*, visual 
acuity reduced, wheezing.
*Reported in patients taking a higher dose of aprepitant.

Fosaprepitant
In an active-controlled clinical study in adult patients receiving HEC, safety 
was evaluated for 1 143 patients receiving the 1-day regimen of fosaprepitant 
150 mg compared to 1 169 patients receiving the 3-day regimen of aprepitant. 
Additionally, in a placebo-controlled clinical trial in adult patients receiving 
MEC, safety was evaluated for 504 patients receiving a single dose of 
fosaprepitant 150 mg compared to 497 patients receiving the control regimen.
In a pooled analysis of 3 active-controlled clinical studies in paediatric patients 
(aged 6 months to 17 years) receiving either HEC or MEC and a single dose 
of fosaprepitant at or above the recommended 1-day regimen dose, safety 
was evaluated for 139 patients receiving the 1-day regimen of fosaprepitant. 
In the same analysis, safety was evaluated for 199 patients receiving either 
HEC or MEC and a single dose of fosaprepitant at or above the recommended 
3-day regimen of fosaprepitant. Safety data following the administration of the 

No data are available following the administration of a 3-day IV fosaprepitant 

regimen in paediatric patients is expected to be similar to that of the 1-day 

increase the exposures on subsequent days.

generally similar to that observed with aprepitant.

Tabulated list of adverse reactions – fosaprepitant
The following are adverse reactions reported in adult patients receiving 
fosaprepitant in clinical studies or post-marketing that have not been reported 
with aprepitant as described above. The frequency categories in the table are 
based on studies in adults; the observed frequencies in the paediatric studies 
were similar or lower. Some adverse reactions that are frequently observed 
in the adult population were not observed in the paediatric studies. Infusion 
site reactions (ISRs) have been reported with the use of fosaprepitant (see 
section 4.4).
MedDRA system 
organ class

Frequency Adverse reactions

Immune system 
disorders

Frequency 
unknown

Hypersensitivity reactions including 

shock
Vascular disorders Less 

frequent
Flushing, thrombophlebitis 
(predominantly, infusion-site
thrombophlebitis) 

Skin and 
subcutaneous tissue 
disorders

Less 
frequent

 Erythema, pruritus, rash, urticaria, 
Stevens-Johnson syndrome, toxic 
epidermal necrolysis

General disorders 
and administration 
site conditions

Less 
frequent

Infusion site erythema, infusion site 
pain, infusion site pruritus, infusion site 
induration  

Frequency 
unknown

Immediate hypersensitivity reactions 

anaphylactic shock 
Investigations Less 

frequent
 Increased blood pressure 

Reporting of suspected adverse reactions 
Reporting suspected adverse reactions after authorisation of the medicine 

medicine. Healthcare providers are asked to report any suspected adverse 
reactions to SAHPRA via the “6.04 Adverse Drug Reactions Reporting Form”, 
found online under SAHPRA’s publications:

.

4.9 Overdose 
In the event of overdose, EASAN should be discontinued and general 
supportive treatment and monitoring should be provided.
Aprepitant cannot be removed by haemodialysis.

5 PHARMACOLOGICAL PROPERTIES 
5.1 Pharmacodynamic properties 
Pharmacotherapeutic group: Antiemetics and antinauseants, ATC code: 
A04AD12

preparations 

Fosaprepitant dimeglumine is a pro-drug of aprepitant. When administered 
intravenously it is rapidly converted to aprepitant, a substance P neurokinin 1 
(NK1) receptor antagonist. Its anti-emetic effects are attributable to aprepitant.
NK1-receptor antagonists inhibit emesis induced by cytotoxic 
chemotherapeutic medicines, such as cisplatin, via central actions. Human 
Positron Emission Tomography (PET) studies with aprepitant have shown that 
it penetrates the brain and occupies brain NK1 receptors.

5.2 Pharmacokinetic properties 
Fosaprepitant, a pro-drug of aprepitant, when administered intravenously is 
rapidly converted to aprepitant. Plasma concentrations of fosaprepitant are 

Aprepitant after fosaprepitant administration
Following a single intravenous 150 mg dose of fosaprepitant administered 
as a 20-minute infusion to healthy adult volunteers, the mean AUC  of 
aprepitant was 35,0 
was 4,01 

Distribution 
Aprepitant is highly protein bound, with a mean of 97 %. The geometric mean 
volume of distribution at steady state (Vdss) of aprepitant estimated from a 
single 150 mg intravenous dose of fosaprepitant is approximately 82 L in 
humans.
Aprepitant crosses the placenta and blood brain barrier.

Biotransformation
Fosaprepitant was rapidly converted to aprepitant in in vitro incubations 
with liver preparations from humans. Furthermore, fosaprepitant underwent 
rapid and nearly complete conversion to aprepitant in S9 preparations from 
other human tissues including kidney, lung and ileum. Thus, it appears that 
the conversion of fosaprepitant to aprepitant can occur in multiple tissues. In 
humans, fosaprepitant administered intravenously was rapidly converted to 
aprepitant within 30 minutes following the end of infusion.

Aprepitant undergoes extensive metabolism. In healthy young adults, 
aprepitant accounts for approximately 19 % of the radioactivity in plasma 
over 72 hours following a single intravenous administration 100 mg dose 
of [14C]- fosaprepitant, a pro-drug for aprepitant, indicating a substantial 
presence of metabolites in the plasma. Twelve metabolites of aprepitant have 

via oxidation at the morpholine ring and its side chains and the resultant 
metabolites were only weakly active. In vitro studies using human liver 
microsomes indicate that aprepitant is metabolised primarily by CYP3A4 and 
potentially with minor contribution by CYP1A2 and CYP2C19. 

All metabolites observed in urine, faeces and plasma following an intravenous 
100 mg [14C]-fosaprepitant dose were also observed following an oral dose of 
[14C]-aprepitant. Upon conversion of 245,3 mg of fosaprepitant dimeglumine 
(equivalent to 150 mg fosaprepitant) to aprepitant, 23,9 mg of phosphoric acid 
and 95,3 mg of meglumine are liberated.

Elimination
Aprepitant is not excreted unchanged in urine. Metabolites are excreted in 
urine and via biliary excretion in faeces. Following a single intravenously 
administered 100 mg dose of [14C]- fosaprepitant to healthy subjects, 57 % of 
the radioactivity was recovered in urine and 45 % in faeces.

The pharmacokinetics of aprepitant is non-linear across the clinical dose 
range. The terminal half-life of aprepitant following a 150 mg intravenous dose 
of fosaprepitant was approximately 11 hours. The geometric mean plasma 
clearance of aprepitant following a 150 mg intravenous dose of fosaprepitant 

Pharmacokinetics in special populations
Hepatic impairment: Fosaprepitant is metabolised in various extrahepatic 
tissues; therefore hepatic impairment is not expected to alter the conversion 
of fosaprepitant to aprepitant. Mild hepatic impairment (Child-Pugh class A) 
does not affect the pharmacokinetics of aprepitant to a clinically relevant 
extent. No dose adjustment is necessary for patients with mild hepatic 

impairment (Child-Pugh class B) on aprepitant pharmacokinetics cannot be 
drawn from available data. There are no clinical or pharmacokinetic data in 
patients with severe hepatic impairment (Child-Pugh class C). 

Renal impairment: A single 240 mg dose of oral aprepitant was administered 

with end stage renal disease (ESRD) requiring haemodialysis. 
In patients with severe renal impairment, the AUC  of total aprepitant 
(unbound and protein bound) decreased by 21 % and Cmax decreased 
by 32 %, relative to healthy subjects. In patients with ESRD undergoing 
haemodialysis, the AUC of total aprepitant decreased by 42 % and Cmax decreased by 32 %. Due to modest decreases in protein binding of aprepitant 
in patients with renal disease, the AUC of pharmacologically active unbound 

compared with healthy subjects. Haemodialysis conducted 4 or 48 hours after 

than 0,2 % of the dose was recovered in the dialysate.
No dose adjustment is necessary for patients with renal impairment or for 
patients with ESRD undergoing haemodialysis.

Paediatric population
Fosaprepitant has not been evaluated in patients below 18 years of age (see 
Section 4.3).

6 PHARMACEUTICAL PARTICULARS 
6.1 List of excipients 
Edetate disodium (E386) 
Lactose monohydrate
Polysorbate 80 (E433)
Hydrochloric acid (for pH adjustment)
Sodium hydroxide (for pH adjustment)
Water for injection

6.2 Incompatibilities 
EASAN is incompatible with any solutions containing divalent cations (e.g. 
Ca2+, Mg2+), including Hartman’s and Lactated Ringer’s Solution. EASAN 
must not be reconstituted or mixed with solutions for which physical and 
chemical compatibility have not been established.

6.3 Shelf life 
36 months.

6.4 Special precautions for storage 

is stable for 24 hours at ambient room temperature (at or below 25 °C) and 
should be used within 24 hours after reconstitution. If not used immediately, 
in-use storage times should not be longer than 24 hours at 2 to 8 °C.

6.5 Nature and contents of container 
10 ml colourless transparent injection vials made of neutral borosilicate glass 
tubing, with grey rubber closure and aluminium cap.
Pack size: one vial per cardboard carton.

6.6 Special precautions for disposal and other handling 
Any unused medicine or waste material should be disposed of in accordance 
with local requirements.
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PROFESSIONAL INFORMATION 
SCHEDULING STATUS~ 
1 NAME OF THE MEDICINE 
EASAN powder for solution for infusion 
2 QUALITATIVE AND QUANTITATIVE COMPOSITION Each vial cont.ains 245,3 mg cf fosaprapitant dimaglumine equivalent to 
150 mg of fosaprepitanl free acid. 
Contains sugar: lactose monohydrate 395 iTllJ per vial 
For full list of excipients, see section 6.1 
3 PHARMACEUTICALFORM 
Powder for sclut1or for infusion. 
White or off-white block-shaped solid or powder. 
4 CLINICAL PARTICULARS 
4.1 Therapeutic indications 
EASAN, in combination with other anti-emetic medicines. is indicated fer the 
prevsntion of acute (0 to 24 hours) and delayed (;,- 24 to 120 l1ours} nausea 
and vomiting a.~sociated wtth initial and repeal courses of 
• highly emelogenic cancer chemotherapy (see Section 4.2). 
• moderately emeiogenic cancer chemotherapy (see Section 4.2). 
4.2 Posology and method of administration 
Poeology 
EAS.AN powder for solution for infusion ;s a lyotiiised pro-Orug o!aprcpitl!nt. 
EASAN is administered on Day 1 as an m usion over 20 ta 30 minutes 
initiated approximately 30 minutes prior to clmootherapy. EASAN should 
be administered in cmjunction with a corticosteroid and a 5-HT1 antagonist 
as specified In the tables below. The professional infoIT11ation fer the cc-
::~~~~r,:i111 lt~N~ntagonist must be consulted prior to initiation of 
Recommended dosi~g for t~e prevention of nausea arid vomiting associated 
with highiy emetogenic cancer ciiemotherapy. 
Hinh! Emetonenlc Chemotheranv Re lmen 

Da01 Dav2 Dav3 Dav4 
EASAN 150""' !V None Nona None 
Dexamathasone•• 12 mg orally 8mg 8 mg oraliy B mg orally 

orall t.r.ioe dailv tw,oe dailv 
5-HT1 antagonist Soo the professional 

informatio~ for the 
None None None 

selected 5-HT 
antagonist for '\J,8 
appropriate dosing 
information. 

••□examethasone should be administered 30 minutes prior to chemotherapy 
treatment on Day 1 and In the morning on Days 2 through 4. Dexamethasone 
snou!d also be administered in the evenings on Days 3 and 4. The dose of 
dexamethasone accounts for interactions. 
Recommended dosing for the prevention of nausea and vomiting associated 
with moderaffiiy emetogenic cancer chamotlwapy: 

Moderatclv Em enic Chematheraov Renimen 
Oav1 

EASAN 150mn IV 
DexamethasonP. .. 12 ma orallv 
5-HT1 a~tagonisi Soo the pro!essioPal information ior tt,e selected 5-HT3 a"'--onis1 for tt1e annronriate oosinn information. 
"Dexarnethasone should be admini8lered 30 minutes prior to chemotherapy 
treatment on Day 1. The dose of dexamelhasone accounts for inler;;.::tions. 
General informetlon See section 4.5 for ado,tional informa!,on on the administration of EASAN w,th 
corl1rosteroids. Refer to the full presr.rib;ng ;ntoITT1al1on ior co-administered 
ant;-emetic medic;~es. No dosage adjustment is recessaryforihe elderly. No 
dosage adjustmePt is necessa')' based on age, gender, race or Body Mass 
Index (BV~. No dosagP. adjustment is necessary for patients with savere 
renal insu :ciency (creatinine clearance < 30 mUmin) or for patients with 
end stage renal disease undergoing haemodiaiysis. No dosage adJustment 
is necessary for patient"S v.1th mild le moderate hepatic insufficiency (Child-
Pugh score 5 to 9). There are no clinical data in patients wiih severe hepatic 
insufficiency (Child-Pugh> 9) (see Section 4.4). 
Method of administration 
EASAN is for i!"r.ravenous administr;;tion. For single use only. Discard any 
unused portion 
Preparation of EASAN for Infusion 1. lnIect 5 ml saline into the vial. Assure that salinP. is adoed to the vial 

,. 
3. 

4.3 

along the vial wall in crdarto prevent foaming. Sw1~ the vial genUy. Avoid 
shaking and jetting saline intc the vial. After reconstitution, use only if the 
solution is a dear colou~ess or pale yellow to yellow solution, free from 
visible particles. 
Prepare an infusion bag filled with 145 ml of saline. 
Withdraw t~e entire volume Iron, the vial and transfer it into an inlusio~ 
bag rontain,ng 145 ml of saiine to yiela a total voiume of i50 ml. GenHy 
invert lhe oag 2 to 3 times. EASAN should be inspecled visuaily for 
particulate matter and discolouration betcre administration whenever 
solution and container permit. See section 6.2 for incompatibilities and 
se.::tion 6.<i for storage co~ditiOl's after rcoonstitulion and dilution. 

Contraindications 
Hypersensitivity to aprepitant, polysorbate BO, or to any of the excipients 
(see section 6.1). 
Co-administration with imozide terfenadine astemizoie or cisa ride. p ' ' p Inhibition of cytochrome P450 isoenzyme 3A4 (CYP3A4j by aprepitant 
couid result i~ elevatoo plasma roncemralions of these medicines 
pote~t,ally causing serious orlife-threaleni~g react,ons. (see Section 4.5). 
Pregnancy and breastfeeding {see Section 4.6). 
Paediatric patients, as the satety and efficacy have not been estabiished. 

4.4 Special warnings and precautions for use 
PaliMts with moderate to s11vere hepatic imp11frm911f 
There are limited data in patients with moderate hepatic impairme~t and no 
data in patients with se~ere hepatic impairment EASAN should be used with 
caution in these patient"S (see Section 52) 
Self91e hepatic insvfflciency 
Severe hepatic insilflicie~cy (Cl-,ild-Pugh score> 9). There arc no ciinicai or 
pharmaookinet,c data ,n patients with severe hepatic i~sufliciency. Caution 
snould be exercised when EASAN is administered in these patients. Since 
EAS.AN ;s rap;dly converted trJ aprepilant (a weak to moderate inhibitor 
of CYP3M), EASAN should be used with caution in patients receiv;ng 
OOPcomitaPl medicines that are primarily metaboiised through CYP3A4; 
some cnemotherapy medicines are metaooliseo by CYP3A4 (see section 
4.5).Weak inhibition of CYP3A4 by EASAN could result in elevated 
plasma concentrations of these concomitant medicines (see section 4.5). 
Concomitant administration of EASAN with strcrig CYP3A4 inhibitors {e.g. 
ketooJ11azoie, itraoorrnzole, nefa.wdone, troieandomycin, clarithromyGio, 
ritonavir, netfina~ir) should be approached with caution. The effuct of 
oral aprepitant on the pharmacokinetics of orally administered CYP3A4 
substrates is greater than the effect of oral aprep,tanl o~ the pharmacokinetic:s 
of intravenousiy adm,nistered CYP3A4 substrates (see section 4.5). 
CYPJA4 intsrac!ions EAS.AN shc11ld be used with caution ;n patients receiving concomitant active 
substances that are metaboii.sed primanlythrough CYP3A4 a~d with a narrow 
therapeutic range, such as ciciospolin, tacrolimus, sirolimus, evemiimus, 
alfentanil, ergot alkaloid derivatives, fentanyl, and quinidine (see Section 4.5). 
AddttIonally, concomitant administraUon with irinotecan should ba approached 
with particular caution as the combination might result in irr::reased toxicity. 
Co-admlnlstratkm with warfarfn (a CYP2C9 substrate} 
In patients on r.hronic warfllrin therapy, the International Normalised Ratio 
(INR) should be monitored closely for 14 days, particularly at 7 to 10 da)-'5 
following the use of EASAN with each chemotherapy cycle (see section 4.5). 
Co.administration with hormonal contraceptives 
The efficacy of hormoral contraceptives may ba reduced during a~d for 28 days after administration of EAS.AN. Alternative ron--hom,onal back-up 
methods of contraception should be used au ring treatment with EASAN and 
for2 mon!hs following the use of EASAN {see section 4.5) 
Hypersensitivity reactions 
Immediate hypersensitivity reactions inc:liJding flushing, er)'thema, dyspnoea, 
and anaphylaxis/anaphylactir. shack haYe octJ.i1Teci during or soon after 
i~fusion of fosaprepitant (as in EASAN). These hyperse~sHivily reactio~s have 
generally responded to disoontinuaUon of the infusion and administration of 
appropriate therapy.I1,s not recommended to rein,tiate the infusion in patients 
who expenencP. hypersensitivity reactions. 
Administration and infusi-On sit& reactions 
Infusion site reactions (ISRs) have been reported with the use of EASAN 
(sea section 4.8). The majority of severe !SRs, including thrc-mbophlebiUs 
and vasculttis, were reported with concomitant vesicant (e.g., anthracycline;. 
based) chemotherapy administration, particularly w~en associated with 
extravasation Necrosis was also reported in some patient.s with concomitant 
vesir.an! chemotherapy. Mild injection site thrombosis has been observed at 
hig~er doses without concomitant vesicant chemotherapy. EASAN should ~ot 
be given as a bolus injection, but should always be diluted and given as a 
slow intravenous infusion. EASAN should not oe administered intramuscularly 
or sulx:utanectisiy. If signs or symptoms of local ;rmation occur, the 
in]ectior or inius;on should be terminated ard restarted in arolher ve;n_ 
l:xcipient warning 
Contains lactc-se monohydrate. Patients wiln rare hers-:lital)I problems 
of galactose intolerance, totl!i lactase deficiency or giucose-galactose 
malatJsorplion should not receive EASAN. 
4.5 Interaction with other medicines and other forms of Interaction 
When administered intra\'e~ously fosaprepitant is rapiciiy converted 
lo aprepitant. EASAN, given as a single dose, is a weaK inhibitor of 
CYP3A4. Fosaprapitant {as in EASAN) does not seam to interact with the 
P-glycaprotein transporter, as demonstrated by the lad: of interaction of oral 
aprepita~t with digoxin. It is anticipated that fosaprepitant would cause less 
or no greater induction cf CYP2C9, CYP3A4 and glucuronidation than that 
r:aused by the administration of oral aprepitant. Data are lacking regarding 
effects o~ CYP2C8 a~d CYP2C19. l~teraciions with other medicines 
following administraUon of intravenous fosaprepitant as in E.l>SAN) are 
l,kely to occur with active substances that interact with oral aprcpi!ant. The 
following i11formaUon was derived from studies conducted with oral aprepitanl 
and studies corducted with intravenous single-dose fosaprapi!ant co. 
administered with dexamet'1asone, midazolam, or dilt;azem 
EffKI of fosaprepltant on the phannacoklnetlcs of other active 
substances 
CYP3A4 Jnhlbltfon 
As a weak inhibitor al CYPSA4 the fosaprepitant (as in EASAN) 150 mg 
single dose ea~ cause a transie~t increase in plasma concentrations of 
co-administered actil/8 substances it.at are metabolised through CYP3A4. 
The total exposure of CYP3A4 substrates may ina-ease up ! □ 2-fold □n 
Days 1 and 2 alter co-administration witt1 a S!ngle 1:>0 mg fosaprepitant 
dose. EASAN must not be used concurrently 111th pimozida, terfenadine, 
astemizo!e, or cisapride. Inhibition of CYP3M by fosaprepitant could rcsuli 
in elevated plasma concentrations of these active substances, potentially 
causing serious or life-threatening reactions. (sea Section 4.3). Caution is 
advised during concomitant administralicn of EASAN and active substances 
that are metabolised primaritt through CYP3A4 and with a narrow therapeutic 
range, such as ciclospolin, tacrolimus, sirolirnus, evsrolimus, alf&ntanil, 
diergotamine, ergotamine, fentanyl, and quinidine (see Section 4.4). 
Corticosteroids 
Dexamethason_e: The oral dexamethasooo dose should be _red~ced by 
approximately 50 % when co-administered with fosaprepilant (see section 
4.2). Foseprapita~t 150 mg administered asa single intravenous dose or Day 
1 i~creased the AUC<l-2"11:of dexamBihaso~e. a CYP3M substrate, by 100 % 
on Day 1,86 % on Day "L and 18 % on Day 3 when dexamelhasone was co­
administered as a single 8 mg era! dose en Days 1, 2, and 3. 
Methylprednisolone: Oral aprcpItl!nl, when given as a regimen of 
125 mg on Day 1 and 80 mg/day on Days 2 and 3, increased the AUC of 
methylpradnisolone, a CYP3A4 substrate, by 1,3-fold on Day 1 and by 2.5-
lold on Day 3, when rnetliyiprecinisolone was co-administered intravenously 
as 125 mg on Day 1 a~d orally as 40 mg o~ Days 2 and 3. 
Chemotherapeutic medicines 
Interaction studies with fosaprepitart 150 mg and cliemo1herapeuUc 
medicines ha.ve not bean co~ducted; hOl'xwer, based on studies wi!h oral aprcp;ta~t and docetaxe! and vi~orelbine, EASAN is not expected io have 
a c!inically re!evant interaction with intravenously administered doootaxel 
and vinore!bine. An interaction with orally administered chemotherapeuUc 
medicines metabolised primarily or partly "rJy CYP3A4 (e.g., etop:lside. 
v1norelbine) cannot be excluded. Caution isad¥1sed and additional monitoring 
may be appropriate in patient.s 1"9Cfliving medicines metabolised primarily or 
parity by CYP3A4 (see section 4.4). Post-marketing e~ents afneurotoxicity, a 
potential adverae reaction of ifosfamide, have been reported after aprepitant 
and ilosfamide co-administration. 
lmmunosuppressan!s 
Foliowirg a single 150 mg fosaprepitant dose, a transient moderate 
increase fer two days possibiJ fo!iov.'00 by a mild dBcrease in exposure o! 
immuncsuppressants metaool1sed by CYP3A4 {e.g. ciclosporin, ta.cro!imus, 
evarolimus and sirolimus) is expected. Givan the short duration of increased 
exposure, dose reduction of the immunosuppressant based an Therapeutic 
Dose Manttoring is not recommended on the day of and the day after 
administration of EASAN 
Midazolam 
Fosaprepitant 150 mg administered as a single intravenous dose on Day 1 
increased the AU CO-"" □! midazolam by 77 % on Day 1 and ha~ no effect □n 
Day 4 when mid?.zoiam was cc-administered as a single oral dose nf2 rng on 
Days 1 and 4. Fosaprepitant 150 mg is a weak CYP3A4 inhibitor as a single 
dose on Day 1 with no ev;dence o!inhibitio~ or induction oiCYP3A4nbserved 
on Day 4. The potential effects of increased plasma concentrations of 
midazolam or other banzodiazepines metabolised via CYP3A4 (alprazolam. 
tliazclam) st.ould be considered when ro-administeling these medicines with 
EASAN. 
Diftiazem 
Interaction studies with fosapreoitant 150 mg a~d diltiazem have not been 
oondilcted: however, the following study with 100 mg offosaprepitant should 
be considered wtrnn using EASAN with dilt,azem. In patients with mild to 
moderate hypertension, infusion of 100 mg of fooaprep1tant over 15 minutes 
w;th diltiazam 120 mg 3 times daily, resulted in a 1.4-fold ircrease in d;ltiazem 
AUC a~d a small but ciinically meanini:rful decrease in blood pressure, but 
did not result in a cl1nica!ly meaningful cfmnge in heart rate, or PR interva!. 
lnri1.1ction 
The fosaprepitant 150 mg single dose did not ind~ce CYP3A4 on Days 1 
and 4 in the midazolam interaction study. tt is anticipated that EASAN would cause less or no greater induction of CYP2C9, CYP3A4, and glucuronidation 
Iha~ that caused by tt;e administration of lne 3-day orai aprepitanl regimen, 
for which a transient induction with its maximilm effect 6-B days ater firsi ~!~it=~~ ~~S:o~i: 3~3~ %0r!~~~~nT;~0A~iaX1 c~iltli°~:~,..:;i~~J 
up to a 64 % decrease ir ethiryl estradiol trough concentrations. Data are 
lad:ing regarding effects on CYP2C5 and CYP2C19. Caution is advised wt,e~ 
warfarin, acenoooumarol, tclbutamide, phenytoin or other active substances 
that ara known to be metabolised by CYP2C9 are administered v.ith EASAN 
Warfarin 
In patients on chronic wartarin therapy,_ the prolhrambin time (INR) should 
be morntcred closely ::!,mng treatment with and for 14 days lollow;ng the use 
of EASAN for the prevention of chemotherapy induced na~sea and vomtting 
(see section 4.4). 
Honnonal contraceptwes 
The efficacy of hormonal contraceptives may be reduced during and for 28 
days aft.er administration of fosaprep1lant. Altemal!ve non-liormonal baGk-up 
methods of contraception should be used during treatment with fosaprepitant 
and for 2 months following the use offosaprepitant. 
5-HT, antagonists 
Interaction studies with fosaprepilan! 150 mg am! 5--HT1 antago~ists have not 
been cond~cted; however, in clinical i~teraction studies, the oral aprepitant 
regimen did not have clinically important affects on the pharmacokinatics 
of ondansetron. granisetron, or hydrodolasetron_ (the active metabolite of 
dola.setron). Th~refore. there is ~o ev1dence of Interact;on with the use of 
EASAN a~d 5-HT, anrago~ists 
Elm::! of other medicines on the pharma~kinetics of aprepilant 
C<lncom1tant administration of fosaprepilant with activs suOOtances that 
inhibit CYP3A4 activity (e:9·, k.etoco~azole, ilraconazole, vorironazole, 
posaconazo!e, clarithromyc1n, te!ithromyc1n, t10!azodone, and protease 
inhibitors) should be approached cautiously, as tt1e comoination is expected 
lo result i~ several-fold increased plasma conoontrat!on_s of aprepitant \see 
Section 4.4). Ketooonazole increased the teIT11inal half~;fe of oral aprepItant 
aDOJt 3-fold. Concomitant administration of fooaprepitant with active 
sJbstanres that strongly induce CYP3A4 activity (e.g.,_ rifampicin, phenytoin, 
c:arbamazepi~e. phenobarbital) should be avoided as ths comb1~at1on could 
rasult in reductions of Iha plasma oonce~traUons of aprepilant t~at may 
result in decreased efficacy. Concomitant administration offosaprepi!imt w,t!1 
herbal preparations ca!"r.amirg St. Jorm's Wort (Hyperfoum psrforatum) is 
not recommended. RH'ampic;n decreased the mean terminal half-lrfe a! oral 
aprep;tapt by 65 %. 
Paediatric populatlon 
Interaction studies have only been perlormed in adults. 
4.6 Fertlllty, pregnancy and lactation 
Contmception in males and females 
The efficacy of hormo~al co~traceptives may be reduced during and for 
28 days after administration of EASAN. Alternative ~or~OOmional back-up 
methods of contraception should be used ouring treatment with EASAN and 
for2 months loilowing the last dose of EASAN (see Seci!cns 4 4 and 4.5). 
Pregnancy 
Safety in pregnancy has not been estabiished. 
EASAN should not be used during pregnancy. 
Breastfeeding 
Aprapitant is axcratad in the milk of lactating rets alter irrtraYenoJs 
administr-.ition of fosaprepillml as well as aner oral administration of 
aprepita~t. It is ~ot known whether aprepitant is excretad i~ human milk. 
Therefore, breastfeedi~g is not racornmendad during treatment with EASAN. 
Fertility 
The potential for eflectl3 of fosaprepil:ant and aprepitant on fertil;ty has not 
been fully characterised because exposure levels above the therapeutic 
exposure in humans could not be attained In animal studies. These fert1l1ty 
studies did not inaicate director indirect harmful effects with respect to mating 
perlormance, fertility, embryonIdfoetal development, or soeIT11 count and 
motIlIty. 
4.7 Effects on ability lo drive a_nd use machines 
EASAN may affect tt,e patient's ab1l1ty to drive a~d use machines. Dizziness 
and fatigue may occur foilowing administration of EASAN (see section 4,8), 

4.B Undesirable effects 
a. Summary of the safety profile 
Since fosaprep1tant Is converted to aprep;tant those adverse experiences 
associated with aprepitant are also expected to occurw;th EAS.AN 
The overall safety of fusaprepitant was eva!ua1ed in 1 143 individuals, and 
the overall safety of oral aprepitant was evaluated In aoproximately 6 500 
individuals. 
Oral aprepltant 
The most frequent adYersa reactions reported al a greater incidence in adults 
treated witti the aprepita~t regimen than 'fti1h standard therapy in patients 
receiving HEC wera: hiccups (4,6 % versus 2,9 %), alanine aminotransferase 
(ALT) increased (2,8 % versus 1,1 %), dy:mepsia (2,6 % v-ersus 2,0 %1, 
constipalior (2,4 % versus 2,0 %), lieadache (2,0 ¾ versus 1,8 %). and 
decreased appetite (2,0 % versus 0,5 %). The most frequent adverse reactio~ 
reJXJrled_ al a greater incidence in pat;err'.s treated with the aprcpirant regime~ 
than wltn slandaro therapy in patients receiving MEC was fatigue (1.4 % 
versus 0,9 %). 
b. Tabulated summary of adverse reactions• aprepitant Toe following adverse rsadions were observed in a pooled analysis of 
the HEC and MEC studies at a greater incidence witl1 oral aprepilant than 
with standard therapy in patients or in post-marketing use. The lreque~cy 
categories given in lhe table ara based on the studies in adults; the obseived 
frequencies in the paediatric studies were similar or lower, unless shown in 
the table. Some less frequentADR.~ in tt1e adult population were not observed 
in the paed;atric studies. Frequencies are defined as: frequent; lass frequent 
and frequency unknown (cannot be estimated from the available dat.a) 
MedDRA system 
;;lass 

organ Frequency Adverse reactions 
lniections and iniestations Less frequent Candidiasis, staphy!ococcal 

infection 
B!ooo and !ymphatic Less frequent Febrile neutropenia, anaemia 
system disorders 
Immune system disorders Frequency HypersensitiYily reactions 

unknown including anaphyiactic 
reactions 

Metabolism and nu1rition 
disorders 

Frequent Decreased appetite 

Less frequent Polydips,a 
Psych;atric disorders Less frequent jArlx1ety, dl'>Orientation, 

i euphoric mood 
Nervous system disoroers Frequent Headache 

Less frequent ! Dizziness, somnclenca, 
! cognitive disorder, lethargy, 
! dysgeusia 

Eye disorders Less frequent j C-onjunctivit!s 
Ear and labyrinth 
disorders 

Less frequent jli~~itus 
Cardiac disorders Less frequent j Palpitations, bradyoardia. 

j cardiovascular disorder 
Vascuiar disorders Less frequent !Hotflushi'flushing 
Respiratory. thoracic arid Frequent j Hiccilps 
mediast!nal disorders Less frequent I Oropnaryngeal pain, sneezing, 

! cough, postnasal drip, throat 
!irritation 

Gastro,ntestinai disorders Frequent j C-onstipation, dyspepsia 
Less frequent Eructation, nausaa•, vomiting*, 

~astroeso~ageal refiux isease, a ominai pain. dry 
mouth natulenca, duodenal 
uicer perforation, stomatitis, 
abdorn1nal distension, faeces 
hard. neutronenic colitis 

SKin and subcutaneous Less frequent Rash. acne, ph-:itosensitIv-
tissue disorders ity reaction, hyperhidrosis, 

seborrhoea, skin lesion, rash 
pruritic, Stevens-Johnson 
syndrome/toxir. epidermal 
necrolvsis 

Frequency Prurilus, urticaria 
unknown 

Muaruioskeletal and con- Less frequent Muscular weakness, muecie 
~eciive tissue disorders spasms 
Renal and urinary 
disorders 

Less frequent Dysuna. pcllakiuria 
General disorders and Frequent j Fatigue 
sdmin;stration site Less frequent IAstnenia, malaise, oedema, conditions ! chest discomfort, ga!l 

! d;sturbance 
Investigations Frequent j Increased ALT 

Less frequent lncreasedAST, ;ncreased 
blood alkaline phosphatase, 
red blood cells urine positive, 
decreased blood sooium, 
decreased weight decrease::! 
neutrophil count, glucose 
urine present, increased urine 
output 

•Nausea and vomiting ware effica-.,"'Y parameters in the first 5-aays of post­
chemotherapy treatment and were reported as adYerse reactions only 
thereafter. 
c. Description of selected adverse reactions The adverse reactions profiles in the Multiple-Cycle extension of HEC and 
MEG studies in aduits for up to 6 additional cycles of chemollierapy were 
qenerally similar to those observed in Cycle 1. 
fn an additionai active-controlled ciinical study in 1,159 adult patients 
receiving aprepitant and HEC, the adverse reactions prctile was generally 
similar to that senn in t~e cthar HEC studies with aprepitant 
Additional adverse reactions were observed in adult patients treated with 
aprepitant for post-:perative nausea and vomiting (PON\') ano a greater 
incidence than with ondansetron: abdominal pain upper, bOl'Jel sounds 
abnormal, ronstipation•, d~sarthria, dyspnoea. hypooesthesia, insomnia, 
miosis, nausea. sensory disturbance, stomach discomfort sub-ilaus*, ;1sual 
acuity redur,eci, wheezing. 
'Reported i~ patients taking a higher dose of apreoitant 
Fosaprepitant 
in an aci.ive-£ontrotled clinical study in adult patients rece;ving HEC, safety 
was evalua1ed for 1143 patients rece;ving \11a 1-day regimen oflooaprepitant 
150 mg compared io 1169 patients rece;ving the 3-dayregimen of aprepitant. 
Additionally, in a placebo-controlled clinical trial in adult patients receiving 
MEG, safety was evaluated for 504 patients receiving a single dose of 
fosaprepitant 150 mg compared In 497 patients receMng the control regimen. 
In a pooled analysiso/3 active-controlled clinical studies in paediatric patients 
(aged 6 months lo 17 years) racaiving either HEC or MEC and a single dose 
of fosaprepitant at or abo-.-s the recommended 1-day regimen dose, safety 
was e~aluated for 139 patie~ts receiving the 1-day regimen of fosaprepitant. 
in the same analysis, safely was evaluated for 199 rmtients receiving eilher 
HEC or MEC a~d a single dose of fusaprepitant at or above the recommended 
3-day regimen offosaprepita~t. Safety data following the administration of the 
3-aay IV/oral/oral regimen were also included. 
No data are available following lhe adrn1nistrat1on of a 3-day iV fosaprepilant 
regimen in paed;stric patients. The safety profile of the 3-day IV looaprepitant 
regime~ i~ rmed;atric pat;ems is expected to be similar to that of the 1-<lay 
fosaprepitant regimen as the low aaily trough levels do not sigrnficanUy 
increase the exposures on subsequent days. 
The saiety profile of fosaprepitant in adult and paediatric patients was 
generally similar to that observed with aprepitant 
Tabulated list of adverse reactions -fosaprepilant 
The following are adverse reactio~s reported in adult patisnts recei~ing 
fosaprapitant i~ cti~ical S"iudias or post-marketing lhal have not been reported 
w,t!1 aprepitant as_described aoove. Tne frequency categories in the table are 
based an studies In adults: the ob.served frequencies ir the paediatric studies wera similar or lower. Some adverse reactions that are frequenfly obsaived 
in the adult pcpulalio~ were not obse,-,'00 in iha paediatric studies. l~fusio~ 
site reactions (ISRsj have been reported with the use of fosaprepitant (see 
section 4.4). 
M&dDRA system Frequency Adverse reactions 
ornan class 
Immune system 
disorders 

Freoue~cy 
unknown 

Hypersensitivity reactions includinij 
anaphytactic reactions/ anaphylactic 
shock 

Vascular disorders less Flushing, thrombophlebiUs 
frequent (predominanllY.1 ;nfusion-site 

thromboph!eb~1sl 
Skin and Less Eryt.llerna. pruritus. rash, urticaria, 
subcutaneous Ussue frequent Stevens-Johnson syndrome, mxic 
disorders eoidermal necrol -sis 
General disorders less Infusion site erythema, infusion site 
and administration frequent pa;n, infusion site pruritus, infusion site 
site conditions induration 

Frequency Immediate hypersensitivity reactions 
unknown i~cludi~g Hushi~g. erythema, 

dyspnoea, anaphylactic reactions/ 
anaohvlactic shock 

lrivestigations Less Increased blood pressure 
freauent 

Reporting or suspecled adi/1/rse reaciions 
Reporti~g suspected adverse reactions after authorisation of the medicine 
is importaPt. It allows continued monitoring of Ins bene~lirisk balance of the 
medic,ne. Healthcare prov,ders are asked to report any s~spectea adverse 
reaclIors lo SAHPRA via the '6.04Adverse Drug Reactions Reportirig Form", 
found onlina undar SAHPRA's publications: 
https://www.sahpra.om.zalPublications/lndex/8 
4.9 Overdose 
in the _event of overdree. EASAN should be disconUnued and general 
support;ve treatment and mon;tor;ng should be provided. 
Aprepitant cannot be removed by haemodialysis. 
S PHARMACOLOGICAL PROPERTIES 5.1 Pharmacodynamlc properties 
Pharmacotherapeutic group: Antiemetics and antinauseants ATC code: 
A04.AD12 
Pharmacolo91cal classification: A.5.7.t AnU-emetics and antivertigo 
preparations 
Fosaprepitant aImeglumine is a prn-arug of aprapitant. Whan administared 
intravenously ii is rapidly c:onver'.ed to aprepitant, a substance P neurokinin 1 
(NI<,) receptor antagonist. Its anl;-emel1ceffecls are attributable to aprepItanl. 
NK,-receptor antagonists inhibit emesis _induood by cytotoxic 
chemotherapeutic medicines, such as cisplatin, via cerrtral actions. Human 
Po,;itron Emission Tomography (PET) studies with aprepitant have show~ that 
it penetrates the brain and occupies brain NK, receptors. 
5.2 Pharmacokinetic properties 
Fosaprep1tant, a pro-Crug of aprapitant when administered ;ntravsnousiy is 
rapidly coPverted to aprep_i1ant. Plasma ooncentrat;oris of fosaprepitant are 
below quantifiable levels within 30 minutes of the completion of infusion. 
Aprepilant after fosaprepitant administration 
Following a single intravenous 150 mg dose DI fosaprepitant adm1~istered as a 20-minJts infusion to healthy adult volJnteers, the mean AUC,~ of aprepitan! was 35,0 µg·lu/ml and the rnean maximal aprep;tanl concentration 
was 4,01 µgl!Til. 
Distribution 
Aprepitanl is highly protein bound, wilh a mean 0197 % The geometric mean 
volume of dis1r;butior at steady state (Vdj of aprep;tant estimated from _a 
si~gle 15[) mg intravenous dose of fosaprep,tant ,s approximately 82 L In 
humans. 
Aprepitant crosses the placenta and blood brain barrier. 
Biotramformalion 
Fosaprepitant was rapidly oonvertad to aprapt'.ant in in vitro incJbations with liver preparations from humans. Fur',hermore, f:Jsaprepitant undeiwent 
rapid and nearly complete conversion to aprepilant in S9 preparations from 
other human tissues including kidney, iung and ileum. Thus, it appears thai 
the conversion offosaprepi!lmt to aprepilant can occur in multiple tissues. In 
humans, fosaprepitant administered intravenously was rapidly converted to 
aprepitart witl1in 30 m;~utes fo!iowirg the end of infusion. 
Aprepitanl uridergoes extensive metabolism. In hea!thy young adults, 
aprepitant accounts for approximately 19 % of the radioactivity in plasma 
O'Jer 72 hours tolicwing a single intravenous administration 100 mg dose 
of [14C]- fosaprep1tanl, a pro-drug for aprepitant, indicating a substantial 
prooenca of matabclites in the plasma. Twelve metabolites of aprapitant have 
been identified in human plasma. The metabolism ofaprepitant occurs largely 
via oxidation at the morpholi~e ri~g and its side chains and lhe resultant 
metabolites ware only weakly actil/8. in vitro studies using human liver 
microsomes ,ndicate that aprepitant is metabolised primarily by CYP3M and 
pclentiaily with minor contribution by CYP1A2 and CYP2C19. 
All metabolites observed in u1ne, faeces a~d plasma followi~g an i~travenous 
100 mg [14Cj-fosaprepitant dose were also observed following an oral aose of 
[14C]-eprepitant. Upon conl/Elrsion of245,3 mg offosaprepitam dimeglumine 
(equivalent to 150 mg fosaprepitant) to aprepitant, 23,9 mg of phosphoric acid 
and 95,3 mg of meglum1ne are liberated. 
Elimination 
Aprepitanl is not excreted unchanged in urine. Metabolites are excreted i~ 
urine and Ilia biliary excretion in faeces. Following a single intravenously 
administered 100 mg dose of ['''C]- fosaprepitanl to healthy subjects. 57 % of 
the radioactivity was recovered in urine and 45 % In faeces. 
The pharmacokineiics o_f aprepitant ;5 no~-linear across the clinical dose 
range. The terminal half-I:fe of aprepitantfollow:ng a 150 mg :ntravenous dose 
of fosaprepitam was approximately 11 hours, The geometric mean plasma 
clearance of aprepItant tolinwing a 150 mg intraYenous dose al fosaprepitant 
was approx;mately 73 ml/mn. 
Phannacokinetics in special populations Hepatic impairment: Fosaprepilant ,s metabolised in various extrahspatic 
tissues; therefore hepatic impairment is not expec-ce;d to elter the conversion 
of iosaprep,tant to aprepitant. M,la nepatic impairment (Child-Pugh class A) 
does not a/fsct the pliant1acoki11etics of aprepitant lo a clinically relevant 
exte~t. No dose adjustment is neces;ary for paUents w;th mild hepatic 
impairme~t. Conclusions regarding the . influence al moderate hepatic 
impairment (Chi!d-Pugh class B) on aprep:tant pharmacokinetics cannot be 
drawn from avaIlabIe data, There are no clinical or pharmaookinetic data in 
paUents with severe hepatic impairment (Child-Pugh class C) Renal impairment A single 240 mg dose of oral aprepitant was admmstered 
to patients viith severe rsnal impai:ment (CrCI < 30 mVmin) and to patients 
with end stage renal disease (ESRD) requiring haernodialysis. 
In patients w~h severe re~al 1rnpairment, the AUCo.~ of total aprepitant 
(ilnbound and protein bcundj decreased by 21 % and C decreased 
by 32 %. relative ! □ healthy subiects. In patients with ESR'cf unaergoing 
haemodialys1s, the ALIC~~ of to1ar aprepItant decreased by_ 42 % and C 
decreased by 32 %, Due m modest decreases In protein b1ndIng of aprepitani 
in patients wi1I1 renal disease, !he AUC of pharmacologicaliy ac~ve unbound 
aprepitan! was not signiflr.an!ly affected in patients with renal ;mpaiITTlent 
compared w;th healihy subjects. !-taemodialysis conducted 4 or48 hours after 
dosing had no s;gnificant effect on the pharmarokinetics of aprepirant: less 
than 0,2 % oftl1e dose was recovered in lne dialysate 
No dose adjustment is necessary for patients wilh renal imoairment or for 
patients with ESRD undergoing haemodialysis. 
Paediatric population 
Fosaprepitant has not been evaluated in patients below 18 years of age (see 
Section 4.3). 

PHARMACEUTICAL PARTICULARS 
6.1 Llslofexclplents 
Edetate disodium (E386) 
Lactose monohydrate 
Po!ysorbate 80 (E433) 
Hydrochloric acid (for pH adjustment) 
Sodium hydroxide (for pH adjustment) 
Water for injection 
6.2 Incompatibilities 
EASAIII is incompaUbie with any solutions contai~ing divale~t cations (e.g. 
Ca", Mg'·), including Harlman's and Lactated Ringer's ScM□ n. EASAN 
must not be reconst,tuled or mixed with soiutions for wh1cn physical and 
chemical compatibility have not been established. 
6.3 Shelf lrfe 36 months. 
6.4 Special precautions for storage 
Store in a refrigP.rator (2 - 8 'C). The reconstituted Hnal medicine solution 
is stable for 24 hours al ambient room temperature 1a1 or below 25 °C) and 
should be used wijhin 24 hoo.lrs after reconst1lulion. f not used ;mmed1ately, 
in-use storage times shouid not be iongerlhan 24 hours at 2 to 8 •c. 
6.5 Nature and cont-ents of container 
10 ml colourless transpare!"lt injection vials made ot neutral boro.sii1cate glass 
tubing. with grey rubberciosure and aiumi~ium cap 
Pack size: one vial per cardboard carton. 
6.6 Special precautions for disposal and otller handling 
Ar:y unused med1c,ne or waste material should be disposed ofin accordance 
with local requirements. 
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PATIENT INFORMATION LEAFLET 
SCHEDULING STATUS 
~ 
EASAN 150 mg powder for solution for infusion 
Fosaprepit.ant 
Contains sugar: lactose monohydrate 395 mg per vial 
Read all of this leaflet carefully before you are given EASAN 

Keep this leaflet. YoiJ may need to read ii again. 
If you have further questions, please ask your doctor, 
phannacist, nurse or other healthcare provider 

What is in this leaHet 1. What EASAN 1s and what it is used for 
2. Whal you need to know before you receive EASAN 
3. How to use EASAN 
4. Possible side effects 
5. How to stora EASAN 
6. Contents of the pack and other information 
1. VI/hat EASAN is and what ii is used for 
EASAN ccntains the active substance fosaprepitant whicil is 
00Iwerted to aprepitant in your bod_y. it belongs to a group of medicines called "neurokini~ 1 {NK1) receptor antagonists·. The 
brain has a specific area t!iat controls nausea and vomiting. 
EASAN works by biocking signals to that area, thereby reducing 
nausea and vomiting. 
EASAN is used in adults in combination with other medicines to 
prevent nausea and vomiting r.aused by chemotherapy (cancer 
treatment) that is a strong or moderate trigger of nausea and 
vomiting 
2, V'i'hat you need to know before you receive EASAN 
EASAN should not be administered to you: 

If ycu are hyperoonsitive (allergic) to fosaprepitant, or any of 
the other ingredients of EASAN (listed In section 6). 
Wit~ medicinescontaini;;g pimozide (used to treat psychiatric 
illnesses), terfenadine and astemizole (used for hay fever 
and other allergic conditions), cisapride (used for treating 
digestive problems). Using these medicines \\1lh EASAN can 
cause serious or life-threatening reactions. Tell your doctor if 
you are taking these medicines since the treatment must be 
modified before you start using EASAN. 
If you are pregnant or breastfeeding. 
If you are under 18 years of age. 

Warnings and precautions 
Take special care with EASAN, 

If you have liver disease because tlie liver is important in breaking down the medicine in the body, Your doctor may 
therefore have to monitor the condition of yrur liver. 
If you _ara taking or using birth control medic;nas (see 'Other 
mediclnas and EASANJ If you are taking warfarin or other medicines to thin your blcod 
(see 'Other medicines and EASAN'). If you experience skin reactions or mitation at the injection site 
(see 'Possible side effects'). 

Children and adolescents 
EASAN should not be administered to children under 18 years of 
age. 
Other medicines and EASAN 
Atways teli your healthcare provider if you are taking any 
other medicine. (This Includes all complementary or traditional 
medicines.) 
FASAN can affect other medicines both duri~g and after treatment 
with EASAN. There are some medicines that should not be taken 
with EASAN (such as pimozide, terfenadine, astemizo!e, and 
cisapride) er lt1at require a dose adjustment (see also 'EASAN 
should not be administered to you'). 
The effects ofEASAN or other medicines mighi be influenced if you 
1aKe EASAN together with other medicines including tilase listed 
beiow. Please talk to your doctor or pharmacist if you ar.; taking 
any al the following medicines: 

birth control medicines which can include birth control pills, 
skin patci1es, implants, and certain Intrauterine devices 
(IUDs) that release hormones may not work adequately 
when taken 1ogether with EASAN. Another or additional 
non-hormonal form of birth control shouid be used during 
treatment with EASAN and for up to 2 months after using 
EASAN. ciclosporin, tacrolimus, sirolirnus, everoiirnus 
(immunosuppressanls). 
alfuntanil, funtanyl (used to treat pain) 
irinotecan, etoposioe, vinorelbine, ifasfamide (medicines 
used to treat cancer). 
quinidine (used to treat an irregular heartbeat). 
medicines containing ergot alkaloid derivatives such as 
ergotamine and diergotamine (used for treaUng migraines). 
warfann, acenecournaml (blood thinners; bleed tests may 
be required). 
rifampicin, clartthromycin, telithromycin (antibioUcs used to 
treat infections). 
phenytoin (a medicine used to treat seizures). 
carbamazepine (used to treat depression and epilepsy). 
midazolam, triazclam, phenobarbital (medicines used to 
produce calmness or help you sleep). 
St. John's Wort (a~ herbal preparation used to treai 
depression). 
protease inhibitors (used lo treat HIV infections}. 
itraconazole, vorioonazole, posaconazole (antiiungals). 
nefazodone (used to treat depression). 
diltiazem (a medicine used to treat high blood pressure). 
corticosteroids (such as dexamet~aso~e or 
methylprednisolone). 
anti-anxiety' medicines (such as alprazolam). 
tolbutamide (a medicine used to treat diabetes). 

Pregnancy and breastfeeding 
!f you are pregnant or breastfeeding, 1h!nk you may be pregnant 
or are planning to have a baby, please consult your doctor, 
pharmacist or other healthcare provider for advice before receiving 
this medicine. 
EASAN should not be administered during pregnancy and 
breastfeeding. 
For information regarding birth control, see 'Other medicines and 
E:ASAN. 
It is not known whether EASAN is excreted in human milk; 
therefore, breast-feeding is not recommended during treatment 
wHh EASAN. 
Driving and using machines 
it should be taken into account !hat some people get dizzy and gel 
sleepy after receiving EASAN. If you gei dizzy or gei sleepy, avoid 
driving or using machines after receiving EASAN (see 'Possible 
side effects'). 
EASAN contains lactose monohydrate 
EASAN contains lactose monohydrate. If you have been told 
that you have an intolerance to some sugars, you should ~ot use 
EASAN. 
3. How to use EASAN 
Do not share medicines prescribed for you with any other person. 
You will not be expected to give yourself EASAN. I twill be given to 
you by a person who is qualified to do so. 
The usuel oose in adults (18 years of age and older) is EASAN 
150 mg on Day 1 (day of chemotherapy). 
Your doctor may ask you to take other medicines including a corticoslero1d (suc/1 as dexamethasone) arid a '5HT3 antagonist' 
(such as ondansetron) for preventing nausea and vomiting. Check 
w~h your doctor or pharmacist if you are not sure. 
The powder is reconst1tul8d a~d diiutad before use. The sollflion 
for infusion is given to you by a healthcare professional, suci1 as a 
doctor or nurse, via an inlravanous infusion (a drip) approximately 
30 mimites before you start the chemotherapy traatmem in adults. 
Your doctor will tell ),'OU how long your treatment with EASAN will 
last If you have the impression that the effect of EASAN is too 
strong or loo weak, tel! your doctor or pharmacist 
If you receive mora EASAN than you should 
Since a heaHhcare provider will administer EASAN, he/ she will control the dosage, However, in the event of overdosage your 
doctor will manage the overdosage. 
If you missed a dose of EASAN Since a healthcare provider will administer EASAN, it is urlikely 
that the dose will be missed. 
4. Possible side effects 
EASAN can have side effects 
Not all side effects reported for EASAN are included in this leaflet. 
Should your general health worsen or if you experience any 
untoward effects while receiving EASAN, please consult your 
heatthcare provider for advice 
If any of the following happens, stop receiving EASAN and tell 
your doctor immediateiy or go to the casualty department at your 
nearest hosp;tal: 

swelling of the hands, feet, ankles. face, lips, tongue and 
mouth or throat, which may cause difficulty in swallowing or 
breathing, 
Stevens-Johnson syndmme1loxic epidermal necrolysis 
(rare severe skin reaction) 
rast, or itching, 
fainting. 

These are all very serious side effects. If you have them, you may 
have had a serioos reaction to EASAN. You may need urgent 
medical atten'Jon orhospilalisaUon. 
Tell your doctor immediaiely er go io the casualty' department at 
your nearest hospital If you notice any of the following: 

lnfusio~ site reacUcns (ISR) at or near the infusion site. 
Most severe ISR nave happened with e. certain type of 
ci1emotherapy medicine that can burn or blister your skin 
(vesicant) with side effects, including pain, sv;elling and 
redness. Death of skin tissue (necrosis) has happened in so~m people get\ing this type of chemotherapy medicine, 

These are a!I serious side effec!S. You may need urgent medical 
attention. 
Tell your doctor if you notice ary of the following: Frequent 

constipation, indigestion, 
headache, 
tiredness, 
loss of appetite, 
hiccups, 
increased amount of liver enzymes in your b!ood. 

Less frequent 
dizzinesa, sleepiness, 
acne, rash, hives 
anxiousness, 
burping, nausea, vomiting, heartburn, stomach pain, dry 
mouth, passing wind, 
increased painful or burning urination, 
weakness, generally fee!ing unwell, 
reddening of the face/skin, hot flush. 
tdi,1 or irregular heartbeats, blood pressure increased, 
fever witn increased risk of infecUon, lowering of red blood 
ce!ls 
infus'ion site pain, infusion site redness, infusio1r-Site 
itcMng, i~fusion site vein inflammation, infusion site 
duration (pain at the injection site), 
difficulty thinking, lack of energy, taste distulbance, 
sensitivity of lt1e skin to sun, excessive sweating, oily skin, 
sores on skin. 
euphoria (feeling of extreme happiness), disorientalion, 
bacterial infeciion, fungal infection, 
severe constipation, stomach ulcer, i~flammation of the 
small iniestine and colon, sores in mouth, bloating, frequent urination, passing more urine Iha~ nonnal, 
presence of sugar or blood in urine, 
dies! discomfort, sweliing, change in the manner of 
walking, 
cough, rnucus in back of throat, threat irritation, sneezing, 
sore throat, 
aye discharge and itching, 
ringing in the ear, muscle spasms, rnusc!e weakness, 
excessive thirst, 
slow heartbeat, heart and blood vessel disease, 
lowering of white blood ceils, low sodium levels in lt1e 
blood, weight loss, 
hardening of site of infusion 

!f you notice any side effects not mentioned in this ieafle~ please 
inform your doctor or pharmacist 
Reporting of side effects 
if you get side effects, talk to your doctor, pharmacist or nurse. You 
can a!so report side effects to S,ll,HPRA via via the "6.04 Adverse 
Drug Reactions Reporting Form", found online under SAHPRA:s 
publications: 
https-J/www.sahpra.org.zarPubiicalions/lndex/8 
By reporting side effects, you can heip provide more infurniation 
on the safety of EASAN. 
5, How to slora EASAN 
Store all medicines out of reach of children, 

Store in a refrigeraior at 2 -8 ·c. 
The reconstituted and diluted soluUon is stable for 24 hours 
at25 °C. 
Do not use after the expiry date stated on the label/ carton. Return all unused medicine to your pharmacist. 

Do not disposa of unused mad;cina in drains or sewerage systems 
(e.g. toilets). 
6. Contents of the pack and other infonnation 
What EASAN contains 

Each EASAN vial contains 245,3 mg of fosaprepitant 
dimeglurnine equivalent to 150 mg offusaprep;tant free acid. 
Contains sugar. lactose monohy'drate 395 mg per vial. 
The other ingredients are edetate disodi1..m (E386), lactose 
monohydraie, polysorbate 80 (E433), hydrochloric acid (for 
pH adjustrneni), sodium ~ydroxide {for pH adjustment) and 
water for injection. 

What EASAN looks like and contents of the pack 
EASAN is a white or off-white block-shaped solid or powder. 
EASAN Is packed 10 ml colourless transparent injection vials made 
of neutral borosilicate glass lubing, 'Mlh grny rubber dosure and 
aluminium cap. 
Pack size: one vial per cardboard carton. 
Holder of Certificate of Registration 
Juno Pharma SA (Ply) Ltd 
3 Gwen Lane, 4th Floor, 
Sandlan, 2031. 
Emaii: pv@lrinitypharma.co.za 
Contact number: +27 (0)10 594 5610 
This leaflet was last revised in 
N.A 
Registration number 5515. 7 ,2/0659 
Access to the corresponding Professional Information 
www.tnnil'jpharma.co.za 

PASIENTINUGTINGSTUK 
SKEDULERINGSTATIJS 

~ 
EASAN 150 mg poeier vir oplossing vir infusie 
Fosaprepitant 
Bev.at suiker: laktose monohidraat 395 mg per flessie 
Lees hierdie inligtingstuk sorgvuldig voordat EASAN vir jou 
gegeeword H01; hierdie inligtingstuk. Di! mag nodig wees dat jy di! wear 

moei iees. 
Vra asseblief jou dokter, apleker, verpleegkundige of ander 
gesondheidsorg verskaffer indien jy verdere vrae het 

Wat in hierdie inligtingstuk is 1. Wal EASAN is en waarvoor dit gebruik word 
2. Watjy behoort le weet voordatjy EASAN ontvang 
3. Hoo om EASAN ta gabruik 4. Moont!ike newe-effekte 
5. Hoe om EASAN le bewaar 
6. lnhoud van die pak en and er inligting 
1. Wet EASAN is en waarvoor dit gebruik word 
EASAN beva1 die aktiewe bestanddeel fusaprepitant wat in jcu lyf 
na aprepilant omgeskakel word. □ It behoortaan 'n groep medIsyne wat "neurokinien 1 \NK1) reseptcr antagonist.e' genoem word. 
Die brain he! 'n spesifieke area wat naarheid en braking oeheer. 
EASAN werk deur seine na oaardie area toe te blok, en sodoende 
naarheid en braking te verrninder. 
EASAN word in vclwassenes gebruik in kombinasie met 
ander medisyne om naarheid en braking te voorkorn wat deur 
chemoterapie (Kanlcer behandelirig), wat ·n sterk of matige sneller 
van naart,eid en braking is, veroorsaak word, 
2. Wat jy behoort te weet voordat jy EASAN ontvang 
EASAN behoort nie aan jou toegedien te word: 

lndien jy hipersensitief {allergies) virfusaprepitant of enige 
van die ander bestanddele van EASAN is nie (gelys in 
afcieling 6). 
Met medisyne wat pimosIed (gebruik om psigiatriese 
siek'".es le behandel), terfenadien en astemisool {gebruik 
vir hooikocrs en ander a!lergiese toestande}, sisapried 
(gebruik vir die behandeling van spysverteringsprobleme) 
bevat nie. Die gebruik van hierdie medisyne saam met 
EASAN kan emslige of lewerisge>'aarlike reaksies 
veroorsaak. Vertel JOU dokter indien jy h1erdie med1syne 
gebruik, aangesien die behandeling aangepas moet word 
voordatjy EASAN begin gebruik. 
lndien jy swanger is of borsvoed nie. lndien jy onder die ouderdom van 18 jaar is nie, 

Waarskuwings en voorsorgmaatrniils 
Spesiale sorg moat geneam word met EASAN: 

indien jy !ewersiakte het omdat die lewer belangrik is om 
die medisyne in die !iggaam af ta breek. Jou dokter sal 
daarom moontlik die toestand van jou lewer rnoat monitor. 
indien jy voorbehoedmiddels neem of gebrnik (sien 'Andar 
medisyne en EASAN'J. 
indien jy warfanen of ander medisyne neem om jou bleed 
te verdun (sien 'Ander medisyne en EASAN'). 
indien jy velraaksies al irritasie by die plek van inspuiUng ervaar (s;en 'Moontlike newe-effekte'). 

Klnders en adolessente 
EASAN moet nie aan kinders onder die ouderdom van 18 jaar 
toegedien word nie. 
Ander medisyne en EASAN 
Vertel altyd vir jou gesondheidsorg verskaffer indien jy enlge ander 
medisyne neem. (Dit siuit alle komplementere of tradisioncle 
medisyne in.) 
EASAN kan ander medisyne beinvloed be1de lydens en na 
behandeling met EASAN. 
Daa; is sommige rnedisyne wat nie saam met EASAN geneem 
moet word nie (soos pimosied, terfenadien, astemisool, en 
s!sapried) of wat 'n dosisaanpassing bencdig (sien ook 'EASAN 
behoort nie aan jou toegedien te word'). 
Die effekte van EASAN of ander medisyne kan be"irv!oed word 
indien jy EASAN saam met and er rnedisyne gebruik, insluitend die 
wat hierondergelys word. Praatassebliefmetjou dokterofapleker 
indien jy enige van die volgende rnedisyne neem: voorbehoedmiddels, wat hormone vrystel, wat 

voorbehoedpil!e, velpiakkers, inplantings, en sekere lntra-uteriene toestelle (IUT) kan 1nsluit, werk moonH1k 
nie voldoende indien d~ saam met EASAN geneam word nie. 'n Ander en addisionele nie-hormonale vorm van 
voorbahoeding moat gebruik word tvdens behandeling mat 
EASAN en vir tot 2 maanda nadat l:ASAN gebruik is. 
siklosporien, takrolimus, sirolimus, everolimus 
(immuunonderdrukke_rs). 
atfentaniel, fentaniel ;gebruik vir die behendeling van pyn) 
irinotekan, etoposied. vinoralbien, ifosfamied (medisyne 
gebruik vir die behandeling van kanker}. kinidien (gebr1.Jik om •~ onreiilmatige hartklop te behandel). 
medisyne wat ergot elKeloied derivate soos ergotamien en 
dii:\rgotamien (gebn.ik vir behandeling van skeeihoofpyn) 
bevat. 
warfar1en, ase~okurnarcl (bloedverdunners; bloedtoetse 
mag benodt;J word). 
rifarnpisien, klaritromisien, telitromisien (entibiotika gebn;ik 
om infeksies te behandel). 
fenitoi'en ('n medisyne gebruik cm aanvalle se behandei). 
KartJamasepien (gebruik om depressIe en epilepsie le 
behandel). 
midasolam, triasoiam, fenobarbital (medisyne wat gebru1k 
word om jou kalm le maak of om te he!p slaap). 
Johanneskruid ('n l<ruie medisyne wat gebruik word om 
depressie te behandel) 
protease inhibeerders (gebruik om MIV infeksies te 
behandel). 
1trakonasool, vorikonasool, posakonasool 
(swamtee~rniddels). 
nefasodoon (gebruik om depressie te behandel). 
diltiasem ('n med1syne wat gebruik word om ho8 bioeddruk 
ta behandelJ. 
kortikostero1ede (soos deksamat.asoon of 
me!ielprednisoloon). 
rnedisyne teer angs (soos aiprasolam). 
tolbutamiea ('n medisyne georuik vir die behanael van 
diabetes). 

Swangerskap, borsvoedlng en fertllttelt 
lndIen jy swanger is of jou baba oorsvoed, dinK aa1 jy moontlik 
swanger kan wees ofbeplan om 'n baba te hi!, raadpleeg asseblief 
jou dckler, apteker of ander gesondheidsorg ¥erskaffer vir advies 
voordatjy h;erdie medisyne ontvarig. 
EASAN moet nie tydens swangersksp en borsvoeding toegedien 
word nle 
Vir inligting rakende voorbehoeding, sien 'Ander medisyne en 
EASAN'. 
Dit is nie bekend of EASAN in menslike rnelk uitgesKei word nie, 
daamm word borsvoeding nie tydens behandeling met EASAN 
aanbeveel nie. 
Bestuur en gebruik van masjinerie 
Dit moel in ag geneem word dat party mense duiselig en slaperig 
kan word nadat hulle EASAN ontvang het. lnd1en jy duisel1g of 
slaperig woid, vermy om le bestuur of masjinerie te gebruik nadat 
jy EASAN ontvang he! (sien 'Moont!ik.e newe-effekle'). 
EASAN bevat laktose monohidraat; 
EASAN bevat iaktose monohidraat. lndien daar vir jou gese is dat jy 'n onverdraagsaamheid leenoor sommige suikers het, moet jy 
nie EASAN gebruik nie. 
3. Hoe om EASAN te neem 
Moat nie medisyne wat vir jou voorgeskryf is met enige ander 
parsoon deel nie. 
Daar sal nie ¥an jou \.'erwag word om EASAN vir jouself le gee 
nie. Dit sal aan jou gegee word deur 1emand wat gekwalifiseerd 
is om dit le doen. 
Die gewone dosis in volwassenes (18 jaar en ouer) is EASAN 
150 mg op Dag 1 (dag van chemoterapie). 
Jou dokter kan jcu vrn orn ander medisyne te neern, insluitend 'n 
kortikosteroied (soos deksametason) en 'n '5HT3-antagonis' (sooo 
ondansetron) om _naarheid en braking te voorkom. Raadpleeg jou 
dokter of aptekar indien jy onsakar Is 
Die poeier word harsaamgestel en vardun voor gebrnik. Dia 
oplossing vir infusie word aan jou 90900 deur 'n 2.9sondheidsorg verskaffer, soos ·n dokter of verpleegsier, via n intraveneuse 
i~fus1e ("n drup) e~geveer 30 m;nute voordat jy met die 
cnemoterapie behandeIing in volwassenes begin. 
Jou dokter sal vir jou ~ hoe lankjou behandeling met EASAN sal 
duur. lndien jy order die indruk is datdie effekvan EASAN le sterk 
of te swaK is, s@ vir jou dokler of apteKer. 
lndlen Jy meer EASAN ontvang as watjy behoort te ontvang 
Aangesien 'n gesordhe1dsorg verskaffer EASAN vir jou gaan 
toedien, sal hy/sy die dosering kontrolleer. In die geval van 
oordosering, sal jou dokter egter die oordosis besluur. 
lndien jy 'n dosis EASAN oorgeslaan het 
Aangesien 'n gesondheidsorg verskaffer EASAN sal toed1en, is di! 
onwaarskynlik dat die dosis oorgeslaan sal word. 
4. Moontlike newe-effekte 
EASAN kan newe-effekle he. 
Nie alle newe-efflcte wat vir EASAN gerapporteer is, is in hierdie 
inligtingstuk 1ngesluit nie. Sou jou algemene gesondheid versleg 
oi jy en!ge onaangename gevolge cndervind terw,1 jy EASAN 
ontwmg, kontak jou gesondheidsorg verskaff'er vir ad vies. 
!nd1en enige van die voigende gebeur, hou op om EASAN le 
onNang en se vir jou dckter onmiddelik of gaan na die ongevalle 
afdeling van jou naaste hosp1taal: 

swelling van die hande, voete, enkels, gesig, iippe, long en 
rnond of keel, wat dil moeiiik kan maak om asem le haal of le 
sluk; Slevens-Johnson-sindmomltcksiese epidermale nekrolise 
fseldsame emstige ¥elreaksie) 
Llrtslag of geJeuk. 
floute. 

Hierdie is almal baia emslige newe-effkte. Indian jy dit hat, mag 
jy ·n amstige allergiese reaksie teen EASAN gehad het. Jy mag 
dringende mediese aandag of hospila!isering rodig h~. 
Vertel jou dokter onmiddeilik of gaan na die ongevalle afdeling van 
jou naast.e hospitaa! indien j,f een van die voigende opmerk: 

lnfusie piek reaksies {IPRs) by of raby die infusie plek. 
Die emstIgste IPR het gebeur met 'n selcere soort 
chemoterapie medisyne wat jou vel kan verbrand of blase 
maak (vesikant) met newe-effekte, insluitend pyn, swelling 
er rooiheid. Die afsterwe van velweefsel (nekrose) het 
gebeur by sommige mense wat hiel'die tIpe chemoterapie 
medisyne gekry het. 

Hierdie is almal ernstige newe-effekte. Jy mag dringende me<iiese 
aandag nodig hC. 
Se vir jou dokter indien jy enige van die volgende waameem: 
Gereeld 

konstipasie, slegte spysvertering, 
hoofpyn, 
moegheid, 
verl1es van eetlus, 
hik, 
vertloogde hoeveelheid lewerensieme in jou bloed. 

Minder gereeid 
duiseligheid, slaperigheid, 
aknee, uilslag, netelroos 
angsligheid, 
winde opbring, ~aarheid, brdking, sooibrand, rnaagpyn, droii 
mond, winde iaal. verhoogde pynl1ke of brandende urinering, 
swakheid, voel oor die algemeen s!eg, 
rooiha1d van die gooigivei, warrn ~loed, 
vinnige of onreSlmatige hanklopp:ngs, verhocg:la bloeddruk, 
koors met verhoogda risiko van infeksie, ver1aging van 
rooibloedselie. 
pyn by die p!ek van 1n!usie, rooiheid by die plek van infusie, 
gejeuk by die pleK van infusie, inflammasievan die aarby die 
plek van infusie, verharding by die plek van infusie (pyn by 
die p!ek van inspuitirig), sukkel om te dink, verlies van energie, srnaakvarsteur;ngs, 
sensiUwitett van die vel virson, oonnatige sweet, olierige vel, 
sere opve:, 
euforie (gevoel van utterste geluk), disorientasie, 
bakleflile infeksie, swarninfeksie, 
ernstige konstipasie, maag ulkus. infiammasie van die 
dunderm en dikderm, sere in die mond, opgeblasenheid, 
gereelde uririering, skei meer 1Jriene uit as gewoo~lik, 
teenwoord1gheid van suiker of bloed in urine. 
borskas ongemak, swelling, verander in die manier van loop, 
hoes, slym agter in die keel, keel irritasie, mes, seer keel, 
oog afskeiding en gejeuk, 
!ui geluid in die oor, 
spierspasmas, spierswakheid, 
oormatige dors. 
stadige hartklop, hart- en bloedvatsiekte 
ver1aging van witb!oedselie, iae na\riumv!aldrn in die bloed, 
gewigsver1ies, 
verharding van plek van infusie. 

Lig asseblief jou dokter of apteKer in ;nd1en jy enige newa-effek 
ervaar wat nie in hierdia inligtingstuk genoam word nie. 
Aanmelding van newe-effekte 
!nd1en jy newe-effekte lay praat met jou doKter, apteker of 
verpleegkundige. Jy kan ook newe-ef!ekte aan SAHPRA rapportear 
via die "6.04 Adverse Drug Reaction Reporting Form", wat 
aanlyn gevind kan word onder SAHPRA se publikasies: https:/i 
www.sahpra.org.za/Public:atiors/lndex/8. 
Deur newe-effekte aan le meld kan jy help om meer iniigUng 
beskikbaarte stel aangaande die veiligheid van EASAN. 
5. Hoe om EASAN te bewaar 
Bewaar alle medisyne buile bereik van kinders 

Bewaar in 'n yskas by 2 -8 °C. 
Die hersaamgesteide en verdunde oplcssing is stabiel vir 
24 ure by 25 "C. 
Moel nie na die vervaldatum op die etiketnra.rton gebru1k 
nie. 

Neem alle ongebruikte medisyne terug na jou apteker. 
Moel nie ongebruikte medisyne in afvoerpype of riooisie!sels (bv. 
toilette) gooi nie. 
6. lnhoud van die pak en ander inligting 
Wat EASAN bevat 

Elke EASAN flessIe bevat 245,3 mg van fosaprepitant 
dimeglurnien gelykstaande aan 150 mg fosaprepitant vrye 
$UUI. 
Bevat suiker: laklose monohidraai 395 mg per fiessie. 
Die ander bestanddele is d1natriumedetaat {E386), laktcse 
rnonohidraat, polisortiaal 80 (E433), soutsuur (om die pH 
aan le pas), ratriurnhidroks1ed (om die pH aan te pas) er, 
watervir inspuiting, 

Hoe EASAN lyk en intioud van die pak EASAN is 'n wit of ~aaswit blokvormige vaste stof of poeIer. 
EASAN is varpak in 10 m! klaulose deursigte inspuitingsfiessioo wat van neutrala bomsilikaat glasbuis gamaak word, mat grys 
rubbarstopper en aliminium prop pie. 
Pakgrootte: een flessie per kartonhouer. 
Houervan die Registrnsiesertifikaat 
Juno Pharma SA (Edms) Bpk 
3 GV,'13n Laan, 4de vioer 
Sanaton, 2031. 
E-pos: pv@trinitypharma.co.z.a 
Kcntak nommer: +27 (0)10 594 5610 
Hierdie inligtingstuk was hersien in 
N.A 
Registrasienommer 
55/5.7.210659 
Toegang tot die ocreenstemmende Professionele lnligting 
v.ww.tr!nitypharma.oo.za 
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