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U
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G
O

N
A

L-f 75 IU
 (5.5 m

icrogram
s), pow

der and solvent for solution for injection
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U
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N

T
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T
IV
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O
M

P
O

S
IT

IO
N

O
ne vial contains 6 m

icrogram
s follitropin alfa, recom

binant hum
an follicle stim

ulating horm
one (F

S
H

) in order to deliver 5.5 m
icrogram

s,
equivalent to 75 IU

. T
he reconstituted solution contains 75 IU

/m
l. F

ollitropin alfa is produced in genetically engineered C
hinese H

am
ster

O
vary (C

H
O

) cells.

F
or excipients, see 6.1.

3.
P

H
A

R
M

A
C

E
U

T
IC

A
L F

O
R

M
P

ow
der and solvent for solution for injection.

A
ppearance of the pow

der: w
hite lyophilised pellet.

A
ppearance of the solvent: clear colourless solution.

4.
C

L
IN

IC
A

L PA
R

T
IC

U
L

A
R

S

4.1
T

h
erap

eu
tic in

d
icatio

n
s

1)
G

O
N

A
L-f follow

ed by chorionic gonadotrophin (hC
G

), is recom
m

ended for the stim
ulation of follicular developm

ent and ovulation
in w

om
en w

ith hypothalam
ic-pituitary dysfunction w

ho present w
ith either oligom

enorrhoea or am
enorrhoea . T

hese w
om

en
are classified as W

H
O

 group II patients and usually receive clom
iphene citrate as prim

ary therapy. T
hey have evidence of

endogenous oestrogen production and thus w
ill either spontaneously m

enstruate or experience w
ithdraw

al bleeding after
progestagen adm

inistration. P
olycystic ovarian disease (P

C
O

D
) is part of the W

H
O

 II classification and is present in the m
ajority

of these patients.
2)

G
O

N
A

L-f is indicated for stim
ulation of m

ultifollicular developm
ent in patients undergoing superovulation for assisted reproductive

technologies (A
R

T
) such as in vitro fertillization (IV

F
), gam

ete intra-fallopian transfer (G
IF

T
) and zygote intra-fallopian transfer

(Z
IF

T
).

3)
G

O
N

A
L-f is indicated w

ith concom
itant hum

an chorionic gonadotrophin (H
C

G
) therapy for the stim

ulation of sperm
atogenesis

in m
en w

ho have congenital or acquired hypogonadotrophic hypogonadism
.

4.2
P

o
so

lo
g

y an
d

 m
eth

o
d

 o
f ad

m
in

istratio
n

T
reatm

ent w
ith G

O
N

A
L-f should be initiated under the supervision of a physician experienced in the treatm

ent of fertility problem
s.

G
O

N
A

L-f is intended for subcutaneous and intram
uscular adm

inistration. T
he pow

der should be reconstituted im
m

ediately prior to the first
use w

ith the solvent provided. In order to avoid the injection of large volum
es, up to 3 vials of product m

ay be dissolved in 1 m
l of solvent.

T
he dosage recom

m
endations given for G

O
N

A
L-f are those in use for urinary F

S
H

. C
linical assessm

ent of G
O

N
A

L-f indicates that its daily
doses, regim

ens of adm
inistration, and treatm

ent m
onitoring procedures should not be different from

 those currently used for urinary F
S

H
-

containing preparations. H
ow

ever, w
hen these doses w

ere used in a clinical study com
paring G

O
N

A
L-f and urinary F

S
H

, G
O

N
A

L-f w
as

m
ore effective than urinary F

S
H

 in term
s of a low

er total dose and a shorter treatm
ent period needed to achieve pre-ovulatory conditions.

B
ioequivalence has been dem

onstrated betw
een equivavalent doses of the m

onodose presentation and the m
ultidose presentation of

G
O

N
A

L-f. It is advised to adhere to the recom
m

ended starting doses indicated below
.

W
om

en w
ith hypothalam

ic – pituitary dysfunction w
ho present w

ith either oligom
enorrhoea or am

enorrhoea (W
H

O
 grupe II):

T
he object of G

O
N

A
L-f therapy is to develop a single m

ature G
raafian follicle from

 w
hich the ovum

 w
ill be liberated after the adm

inistration
of hC

G
.

G
O

N
A

L-f m
ay be given as a course of daily injections. In m

enstruating patients treatm
ent should com

m
ence w

ithin the first 7 days of the
m

enstrual cycle.

T
reatm

ent should be tailored to the individual patient's response as assessed by m
easuring follicle size by ultrasound and/or oestrogen

secretion. A
 com

m
only used regim

en com
m

ences at 75-150
IU

 F
S

H
 daily and is increased preferably by 37.5 or 75

IU
 at 7 or preferably

14 day intervals if necessary, to obtain an adequate, but not excessive, response. T
he m

axim
al daily dose is usually not higher than 225

IU
 F

S
H

. If a patient fails to respond adequately after 4 w
eeks of treatm

ent, that cycle should be abandoned and the patient should recom
m

ence
treatm

ent at a higher starting dose than in the abandoned cycle.

W
hen an optim

al response is obtained, a single injection of 5 000 IU
, up to 10

000
IU

 hC
G

 should be adm
inistered 24-48 hours after the

last G
O

N
A

L-f injection. T
he patient is recom

m
ended to have coitus on the day of, and the day follow

ing, hC
G

 adm
inistration. A

lternatively
intrauterine insem

ination (IU
I) m

ay be perform
ed.

If an excessive response is obtained, treatm
ent should be stopped and hC

G
 w

ithheld (see w
arnings). T

reatm
ent should recom

m
ence in

the next cycle at a dosage low
er than that of the previous cycle.

W
om

en undergoing ovarian stim
ulation for m

ultiple follicular developm
ent prior to in vitro fertilisation or other assisted reproductive technologies:

A
 com

m
only used regim

en for superovulation involves the adm
inistration of 150-225 IU

 of G
O

N
A

L-f daily, com
m

encing on days 2 or 3 of
the cycle. Treatm

ent is continued until adequate follicular developm
ent has been achieved (as assessed by m

onitoring of serum
 oestrogen

concentrations and/or ultrasound exam
ination), w

ith the dose adjusted according to the patient's response, to usually not higher than 450
IU

 d
a

ily. In
 g

e
n

e
ra

l a
d

e
q

u
a

te
 fo

llicu
la

r d
e

ve
lo

p
m

e
n

t is a
ch

ie
ve

d
 o

n
 a

ve
ra

g
e

 b
y th

e
 te

n
th

 d
a

y o
f tre

a
tm

e
n

t (ra
n

g
e

 5
 to

 2
0

 d
a

ys).

A
 single injection of up to 10 000 IU

 hC
G

 is adm
inistered 24-48 hours after the last G

O
N

A
L-f injection to induce final follicular m

aturation.

D
ow

n-regulation w
ith a gonadotrophin-releasing horm

one (G
nR

H
) agonist is now

 com
m

only used in order to suppress the endogenous
LH

 surge and to control tonic levels of LH
. In a com

m
only used protocol, G

O
N

A
L-f is started approxim

ately 2 w
eeks after the start of agonist

treatm
ent, both being continued until adequate follicular developm

ent is achieved. F
or exam

ple, follow
ing tw

o w
eeks of treatm

ent w
ith an

agonist, 150-225 IU
 G

O
N

A
L-f are adm

inistered for the first 7 days. T
he dose is then adjusted according to the ovarian response.

O
verall experience w

ith IV
F

 indicates that in general the treatm
ent success rate rem

ains stable during the first four attem
pts and gradually

declines thereafter.

M
en w

ith hypogonadotrophic hypogonadism
.

G
O

N
A

L-f should be given at a dosage of 150 IU
 three tim

es a w
eek, concom

itantly w
ith hC

G
, for a m

inim
um

 of 4 m
onths. If after this period,

the patient has not responded, the com
bination treatm

ent m
ay be continued; current clinical experience indicates that treatm

ent for at least
18 m

onths m
ay be necessary to achieve sperm

atogenesis.

4.3
C

o
n

train
d

icatio
n

s
G

O
N

A
L-f m

ust not be used in:
hypersensitivity to follitropin alfa, F

S
H

, or to any of the excipients
case of tum

ours of the hypothalam
us and pituitary gland

and in w
om

en:
ovarian enlargem

ent or cyst not due to polycystic ovarian disease
gynaecological haem

orrhages of unknow
n aetiology

ovarian, uterine or m
am

m
ary carcinom

a

G
O

N
A

L-f should not be used w
hen an effective response cannot be obtained, such as:

In w
om

en:
prim

ary ovarian failure
m

alform
ations of sexual organs incom

patible w
ith pregnancy

fibroid tum
ours of the uterus incom

patible w
ith pregnancy

In m
en:

prim
ary testicular insufficiency

4.4
S

p
ecial w

arn
in

g
s an

d
 sp

ecial p
recau

tio
n

s fo
r u

se
G

O
N

A
L-f is a potent gonadotrophic substance capable of causing m

ild to severe adverse reactions, and should only be used by physicians
w

ho are thoroughly fam
iliar w

ith infertility problem
s and their m

anagem
ent.

G
onadotrophin therapy requires a certain tim

e com
m

itm
ent by physicians and supportive health professionals, as w

ell as the availability
of appropriate m

onitoring facilities. In w
om

en, safe and effective use of G
O

N
A

L-f calls for m
onitoring of ovarian response w

ith ultrasound,
alone or preferably in com

bination w
ith m

easurem
ent of serum

 oestradiol levels, on a regular basis. T
here m

ay be a degree of interpatient
variability in response to F

S
H

 adm
inistration, w

ith a poor response to F
S

H
 in som

e patients. T
he low

est effective dose in relation to the
treatm

ent objective should be used in both m
en and w

om
en.

S
elf-adm

inistration of G
O

N
A

L-f should only be perform
ed by patients w

ho are w
ell m

otivated, adequately trained and w
ith access to expert

advice. D
uring training of the patient for self adm

inistration, special attention should be given to specific instructions for the use of the
m

ultidose and/or the m
onodose presentation(s).

T
he first injection of G

O
N

A
L-f should be perform

ed under direct m
edical supervision.

Treatm
ent in w

om
en

B
efore starting treatm

ent, the couple's infertility should be assessed as appropriate and putative contraindications for pregnancy evaluated.
In particular, patients should be evaluated for hypothyroidism

, adrenocortical deficiency, hyperprolactinem
ia and pituitary or hypothalam

ic
tum

ours, and appropriate specific treatm
ent given.

P
atients undergoing stim

ulation of follicular grow
th, w

hether in the fram
e of a treatm

ent for anovulatory infertility or A
R

T
 procedures, m

ay
experience ovarian enlargem

ent or develop hyperstim
ulation. A

dherence to recom
m

ended G
O

N
A

L-f dosage and regim
en of adm

inistration,
and careful m

onitoring of therapy w
ill m

inim
ise the incidence of such events. A

ccurate interpretation of the indices of follicle developm
ent

and m
aturation require a physician w

ho is experienced in the interpretation of the relevant tests.

In clinical trials, an increase of the ovarian sensitivity to G
O

N
A

L-f w
as show

n w
hen adm

inistered w
ith lutropin alfa. If an F

S
H

 dose increase
is d

e
e

m
e

d
 a

p
p

ro
p

ria
te

, d
o

se
 a

d
a

p
ta

tio
n

 sh
o

u
ld

 p
re

fe
ra

b
ly b

e
 a

t 7
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4
 d

a
y in

te
rva

ls a
n

d
 p

re
fe

ra
b

ly w
ith

 3
7

.5
-7

5
 IU

 in
cre

m
e

n
ts.

N
o direct com

parison of G
O

N
A

L-f/LH
 versus hum

an m
enopausal gonadotrophin (hM

G
) has been perform

ed. C
om

parison w
ith historical data

suggests that the ovulation rate obtained w
ith G

O
N

A
L-f/LH

 is sim
ilar to w

hat can be obtained w
ith hM

G
.

O
varian

 H
yp

erstim
u

latio
n

 S
yn

d
ro

m
e (O

H
S

S
)

O
H

S
S

 is a m
edical event distinct from

 uncom
plicated ovarian enlargem

ent. O
H

S
S

 is a syndrom
e that can m

anifest itself w
ith increasing

degrees of severity. It com
prises m

arked ovarian enlargem
ent, high serum

 sex steroids, and an increase in vascular perm
eability w

hich
can result in an accum

ulation of fluid in the peritoneal, pleural and, rarely, in the pericardial cavities.

T
he follow

ing sym
ptom

atology m
ay be observed in severe cases of O

H
S

S
: abdom

inal pain, abdom
inal distension, severe ovarian enlargem

ent,
w

eight gain, dyspnoea, oliguria and gastrointestinal sym
ptom

s including nausea, vom
iting and diarrhoea. C

linical evaluation m
ay reveal

hypovolaem
ia, haem

oconcentration, electrolyte im
balances, ascites, haem

operitoneum
, pleural effusions, hydrothorax, acute pulm

onary
distress, and throm

boem
bolic events.

E
xcessive ovarian response to gonadotrophin treatm

ent seldom
 gives rise to O

H
S

S
 unless hC

G
 is adm

inistered to trigger ovulation. T
herefore

in cases of ovarian hyperstim
ulation it is prudent to w

ithhold hC
G

 and advise the patient to refrain from
 coitus or to use barrier m

ethods
for at least 4 days. O

H
S

S
 m

ay progress rapidly (w
ithin 24 hours to several days) to becom

e a serious m
edical event, therefore patients

should be follow
ed for at least tw

o w
eeks after hC

G
 adm

inistration.

To m
inim

ise the risk of O
H

S
S

 or of m
ultiple pregnancy, ultrasound scans as w

ell as oestradiol m
easurem

ents are recom
m

ended. In anovulation
the risk of O

H
S

S
 and m

ultiple pregnancy is increased by a serum
 oestradiol >

900 pg/m
l (3300 pm

ol/l) and m
ore than 3 follicles of 14 m

m
or m

ore in diam
eter. In A

R
T

 there is an increased risk of O
H

S
S

 w
ith a serum

 oestradiol >
 3000 pg/m

l (11000 pm
ol/l) and 20 or m

ore follicles
of 12 m

m
 or m

ore in diam
eter. W

hen the oestradiol level is >
5500 pg/m

l (20200 pm
ol/l) and w

here there are 40 or m
ore follicles in total, it

m
ay be necessary to w

ithhold hC
G

 adm
inistration.

A
dherence to recom

m
ended G

O
N

A
L-f dosage, regim

en of adm
inistration and careful m

onitoring of therapy w
ill m

inim
ise the incidence of

ovarian hyperstim
ulation and m

ultiple pregnancy (see S
ections 4.2 ‘P

osology and m
ethod of adm

inistration’ and 4.8 ‘U
ndesirable effects’).

In A
R

T, aspiration of all follicles prior to ovulation m
ay reduce the occurrence of hyperstim

ulation.

O
H

S
S

 m
ay be m

ore severe and m
ore protracted if pregnancy occurs. M

ost often, O
H

S
S

 occurs after horm
onal treatm

ent has been
discontinued and reaches its m

axim
um

 at about seven to ten days follow
ing treatm

ent. U
sually, O

H
S

S
 resolves spontaneously w

ith the
onset of m

enses.

If severe O
H

S
S

 occurs, gonadotrophin treatm
ent should be stopped if still ongoing, the patient hospitalised and specific therapy for O

H
S

S
started.
T

his syndrom
e occurs w

ith higher incidence in patients w
ith polycystic ovarian disease.

M
u

ltip
le p

reg
n

an
cy

M
ultiple pregnancy, specially high order, carries an increase risk in adverse m

aternal and perinatal outcom
es.

In patients undergoing ovulation induction w
ith G

O
N

A
L-f, the incidence of m

ultiple pregnancies is increased as com
pared w

ith natural
conception. T

he m
ajority of m

ultiple conceptions are tw
ins. To m

inim
ise the risk of m

ultiple pregnancy, careful m
onitoring of ovarian responses

recom
m

ended.

In patients undergoing A
R

T
 procedures the risk of m

ultiple pregnancy is related m
ainly to the num

ber of em
bryos replaced, their quality

and the patient age.

T
he patients should be advised of the potential risk of m

ultiple births before starting treatm
ent.

P
reg

n
an

cy w
astag

e
T

he incidence of pregnancy w
astage by m

iscarriage or abortion is higher in patients undergoing stim
ulation of follicular grow

th for ovulation
induction or A

R
T

 than in the norm
al population.

E
cto

p
ic p

reg
n

an
cy

W
om

en w
ith a history of tubal disease are at risk of ectopic pregnancy, w

hether the pregnancy is obtained by spontaneous conception or
w

ith fertility treatm
ents. T

he prevalence of ectopic pregnancy after IV
F

 w
as reported to be 2 to 5%

, as com
pared to 1 to 1.5%

 in the general
population.

R
ep

ro
d

u
ctive system

 n
eo

p
lasm

s
T

here have been reports of ovarian and other reproductive system
 neoplasm

s, both benign and m
alignant, in w

om
en w

ho have undergone
m

ultiple drug regim
ens for infertility treatm

ent. It is not yet established w
hether or not treatm

ent w
ith gonadotrophins increases the baseline

risk of these tum
ors in infertile w

om
en.

C
o

n
g

en
ital m

alfo
rm

atio
n

T
he prevalence of congenital m

alform
ations after A

R
T

 m
ay be slightly higher than after spontaneous conceptions. T

his is thought to be due
to

 
d

iffe
re

n
c

e
s

 
in

 
p

a
re

n
ta

l 
c

h
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ra
c

te
ris

tic
s

 
(e

.g
. 

m
a

te
rn

a
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a
g

e
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s
p

e
rm

 
c

h
a

ra
c

te
ris

tic
s

) 
a

n
d

 
m

u
ltip

le
 

p
re

g
n

a
n

c
ie

s
.

T
h

ro
m

b
o

em
b

o
lic even

ts
In w

om
en w

ith generally recognised risk factors for throm
bo-em

bolic events, such as personal or fam
ily history, treatm

ent w
ith gonadotrophins

m
ay further increase the risk. In these w

om
en, the benefits of gonadotrophin adm

inistration need to be w
eighed against the risks. It should

be noted how
ever, that pregnancy itself also carries an increased risk of throm

bo-em
bolic events.

Treatm
ent in m

en
E

levated endogenous F
S

H
 levels are indicative of prim

ary testicular failure. S
uch patients are unresponsive to G

O
N

A
L-f/hC

G
 therapy.

S
em

en analysis is recom
m

ended 4 to 6 m
onths after the beginning of treatm

ent in assessing the response.

4.5
In

teractio
n

 w
ith

 o
th

er m
ed

icin
al p

ro
d

u
cts an

d
 o

th
er fo

rm
s o

f in
teractio

n
C

oncom
itant use of G

O
N

A
L-f w

ith other agents used to stim
ulate ovulation (e.g. hC

G
, clom

iphene citrate) m
ay potentiate the follicular

response, w
hereas concurrent use of a G

nR
H

 agonist to induce pituitary desensitisation m
ay increase the dosage of G

O
N

A
L-f needed to

e
licit a

n
 a

d
e

q
u

a
te

 o
va

ria
n

 re
sp

o
n

se
. N

o
 o

th
e

r clin
ica

lly sig
n

ifica
n

t d
ru

g
 in

te
ra

ctio
n

 h
a

s b
e

e
n

 re
p

o
rte

d
 d

u
rin

g
 G

O
N

A
L

-f th
e

ra
p

y.
G

O
N

A
L-f should not be adm

inistered as m
ixture w

ith other m
edicinal products in the sam

e injection.

4.6
P

reg
n

an
cy an

d
 lactatio

n
U

se during pregnancy
T

here is no indication for use of G
O

N
A

L-f during pregnancy. N
o teratogenic risk has been reported, follow

ing controlled ovarian hyperstim
ulation,

in clinical use w
ith gonadotrophins. In case of exposure during pregnancy, clinical data are not sufficient to exclude a teratogenic effect of

recom
binant hF

S
H

. H
ow

ever, to date, no particular m
alform

ative effect has been reported. N
o teratogenic effect has been observed in anim

al
studies.

U
se during lactation

G
O

N
A

L-f is not indicated during lactation. D
uring lactation, the secretion of prolactin can entail a poor prognosis to ovarian stim

ulation.

4.7
E

ffects o
n

 ab
ility to

 d
rive an

d
 u

se m
ach

in
es

N
o studies on the effects on ability to drive and use m

achines have been perform
ed.

4.8
U

n
d

esirab
le effects

Treatm
en

t in
 w

o
m

en

V
ery C

o
m

m
o

n
 (> 1/10)

O
varian cysts;

M
ild to severe injection site reaction (pain, redness, bruising, sw

elling and/or irritation at the site of injection);
H

eadache.

C
o

m
m

o
n

 (1/100 – 1/10)
M

ild to m
oderate O

H
S

S
 (see section 4.4);

A
bdom

inal pain and gastrointestinal sym
ptom

s such as nausea, vom
iting, diarrhoea, abdom

inal cram
ps and bloating.

U
n

co
m

m
o

n
 (1/1000 – 1/100)

S
evere O

H
S

S
 (see section 4.4).



C
M

Y
C

M
M

Y
C

Y
C

M
Y

K

R
are (1/10 000 – 1/1000)

O
varian torsion, a com

plication of O
H

S
S

V
ery rare (< 1/10 000)

T
hrom

boem
bolism

, usually associated w
ith severe O

H
S

S
;

M
ild system

ic allergic reactions (erythem
a, rash or facial sw

elling).

Treatm
en

t in
 m

en

C
o

m
m

o
n

 (1/100 – 1/10)
G

ynecom
astia, acne and w

eight gain.

4.9
O

verd
o

se
T

he effects of an overdose of G
O

N
A

L-f are unknow
n, nevertheless one could expect ovarian hyperstim

ulation syndrom
e to occur, w

hich
is further described in S

pecial W
arnings and S

pecial P
recautions for U

se.

5.
P

H
A

R
M

A
C

O
L

O
G

IC
A

L P
R

O
P

E
R

T
IE

S

5.1
P

h
arm

aco
d

yn
am

ic p
ro

p
erties

P
harm

acotherapeutic group: gonadotrophins, A
T

C
 code: G

03G
A

05.
G

O
N

A
L-f is a preparation of follicle stim

ulating horm
one produced by genetically engineered C

hinese H
am

ster O
vary (C

H
O

) cells.

In w
om

en, the m
ost im

portant effect resulting from
 parenteral adm

inistration of F
S

H
 is the developm

ent of m
ature G

raafian follicles.

In clinical trials, patients w
ith severe F

S
H

 and LH
 deficiency w

ere defined by an endogenous serum
 LH

 level <
1.2 IU

/l as m
easured in a

central laboratory. H
ow

ever, it should be taken into account that there are variations betw
een LH

 m
easurem

ents perform
ed in different

laboratories.

In
 m

e
n

 d
e

ficie
n

t in
 F

S
H

, G
O

N
A

L
-f a

d
m

in
iste

re
d

 co
n

co
m

ita
n

tly w
ith

 h
C

G
 fo
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5.2
P

h
arm

aco
kin

etic p
ro

p
erties

F
ollow

ing intravenous adm
inistration, G

O
N

A
L-f is distributed to the extracellular fluid space w

ith an initial half-life of around 2 hours and
elim

inated from
 the body w

ith a term
inal half-life of about one day. T

he steady state volum
e of distribution and total clearance are 10 l and

0.6 l/h, respectively. O
ne-eighth of the G

O
N

A
L-f dose is excreted in the urine.

F
ollow

ing subcutaneous adm
inistration, the absolute bioavailability is about 70%

. F
ollow

ing repeated adm
inistration, G

O
N

A
L-f accum

ulates
3-fold achieving a steady-state w

ithin 3-4 days. In w
om

en w
hose endogenous gonadotrophin secretion is suppressed, G

O
N

A
L-f has

n
e

ve
rth

e
le

ss b
e

e
n

 sh
o

w
n

 to
 e

ffe
ctive

ly stim
u

la
te

 fo
llicu
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5.3
P

reclin
ical safety d

ata
In an extensive range of toxicological, m

utagenicity and anim
al studies (dogs, rats, m

onkeys), acute and chronic (up to 13 w
eeks and 52

w
eeks), no significant findings w

ere observed.
Im

paired fertility has been reported in rats exposed to pharm
acological doses of follitropin alfa (≥

40
IU

/kg/day) for extended periods, through
reduced fecundity.

G
iven in high doses (≥5 IU

/kg/day) follitropin alfa caused a decrease in the num
ber of viable foetuses w

ithout being a teratogen, and dystocia
sim

ilar to that observed w
ith urinary hM

G
. H

ow
ever, since G

O
N

A
L-f is not indicated in pregnancy, these data are of lim

ited clinical relevance.

6.
P

H
A

R
M

A
C

E
U

T
IC

A
L PA
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T

IC
U

L
A

R
S

6.1
L

ist o
f excip

ien
ts

P
ow

der:
S

ucrose
S

odium
 dihydrogen phosphate m

onohydrate
D

isodium
 phosphate dihydrate

M
ethionine

P
olysorbate 20

P
hosphoric acid, concentrated

S
odium

 hydroxide

S
olvent:

W
ater for Injections

6.2
In

co
m

p
atib

ilities
T

his m
edicinal product m

ust not be m
ixed w

ith other m
edicinal products except those m

entioned in 6.6.

6.3
S

h
elf life

2 years.

F
or im

m
ediate and single use follow

ing first opening and reconstitution.

6.4
S

p
ecial p

recau
tio

n
s fo

r sto
rag

e
D

o not store above 25°C
.

S
tore in the original package.

6.5
N

atu
re an

d
 co

n
ten

ts o
f co

n
tain

er
G

O
N

A
L-f is presented as a pow

der and solvent for injection.  T
he pow

der is presented in 3 m
l vials (Type I glass), w

ith stopper (brom
obutyl

rubber) and alum
inium

 flip-off cap.  T
he solvent for reconstitution is presented in either 2 m

l vials (Type I glass) w
ith stopper (teflon-coated

rubber) or in 1 m
l pre-filled syringes (Type I glass) w

ith a rubber stopper.

T
he product is supplied in packs of 1, 5 or 10 vials w

ith the corresponding num
ber of solvent pre-filled syringes. N

ot all pack sizes m
ay be

m
arketed.

6.6
In

stru
ctio

n
s fo

r u
se, h

an
d

lin
g

 an
d

 d
isp

o
sal

F
or single use only.

G
O

N
A

L-f m
ust be reconstituted w

ith the solvent before use.

G
O

N
A

L-f m
ay be co-reconstituted w

ith lutropin alfa and co-adm
inistered as a single injection. In this case lutropin alfa should be reconstituted

first and then used to reconstitute G
O

N
A

L-f pow
der.

T
he reconstituted solution should not be adm

inistered if it contains particles or is not clear.

A
ny unused product or w

aste m
aterial should be disposed of in accordance w

ith local requirem
ents.

M
an

u
factu

rer: 
S

erono laboratories, A
ubonne, S

w
itzerland

or: Industria F
arm

aceutica S
erono S

pA
, Italy.

Im
p

o
rter: S

erono Israel Ltd., 50 B
azel S

t., H
erzelia P

ituach 46646.

T
he M

inistry of health had determ
ined the form

at of this leaflet and its content had been exam
ined and approved.                                7/04
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