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PATIENT PACKAGE INSERT IN ACCORDANCE
WITH THE PHARMACISTS' REGULATIONS
(PREPARATIONS) - 1986

The medicine is dispensed with a doctor's
prescription only

PERGOVERIS®
150 IU/75 IU

Powder and solvent for preparation of
solution for subcutaneous injection

One vial containing powder - the active ingredients:
Follitropin Alfa (r-hFSH) 150 IU (international units),
equivalent to 11 micrograms.
Lutropin  Alfa  (r-hLH) 75
3 micrograms.

One vial containing solvent: 1 ml of water for
injection.

* Inactive ingredients and
preparation - see section 6.

IU, equivalent to

allergens in  the

Read this leaflet carefully in its entirety before
using this medicine. This leaflet contains concise
information about the medicine. If you have further
questions, refer to the doctor or pharmacist. Keep
this leaflet as you may need to read it again.

This medicine has been prescribed for you. Do not
pass it on to others. It may harm them, even if it
seems to you that their medical condition is similar.
The medicine is not intended for young girls and
female adolescents below 18 years of age.

1. WHAT IS THE MEDICINE INTENDED FOR?

This medicine is intended for stimulation and
maturation of follicles in women who have very
low production levels of gonadotropin hormones
(FSH and LH).

In clinical trials, the patients were defined by blood
levels of LH (luteinizing hormone) lower than 1.2 U
per liter.

Therapeutic  group: Gonadotropin hormones
involved in the regulation of the reproductive system.
The medicine contains 2 active ingredients
called - follitropin alfa and lutropin alfa. Both
ingredients belong to a group of hormones called
gonadotropins, which are involved in regulation of
the reproductive system.

The active ingredients in the medicine are copies of
the natural hormones, FSH and LH, in the body:
FSH, Follicle stimulating hormone - stimulates
maturation of the eggs.

LH, Luteinizing hormone - stimulates the release of
the egg.

The medicine enables women with low levels of FSH
and LH to develop a follicle. Injection of an additional
hormone - human chorionic gonadotropin (hCG)
leads to release of the egg from the follicle.

This process helps achieve pregnancy.

2. BEFORE USING THE MEDICINE

You and your partner to the fertilization process
must be examined by a fertility specialist before
commencing treatment.

Do not use the medicine if:

e You are sensitive (allergic) to the active
ingredients (FSH and LH) or to or any of
the additional ingredients contained in the
medicine (for a list of the inactive ingredients,
see section 6).

® You are suffering from a brain tumor - in
the hypothalamus or in the pituitary gland
(hypophysis).

® You are suffering from enlarged ovaries or
sacs of fluids in the ovaries (ovarian cysts) of
unknown origin.

® You have unexplained vaginal bleeding.

e You have ovarian, uterine or breast cancer.

® You are suffering from a condition where
pregnancy is not possible, e.g.: primary ovarian
failure, sexual organ defect (malformation) or a
benign uterine tumor.

Do notuse this medicine if any of the above conditions
apply to you. If you are unsure, consult with a doctor
or pharmacist before using the medicine.

[I Special warnings regarding use of the medicine

Porphyria

Inform your doctor before commencing treatment if

you or any of your family members has porphyria

(a hereditary metabolic disease in which there is no

ability to metabolize porphyrins).

Tell your doctor straight away if:

® Your skin becomes fragile and easily blisters,
especially following frequent exposure to sunlight.

® You have stomach, arm or leg pain.

In such cases, your doctor may recommend to stop
treatment.

Blood clotting problems (thromboembolic events)
Consult with your doctor before using the medicine
if you or a member of your family has ever had blood
clots in the leg or in the lung, or a heart attack or
stroke. You may be at a higher risk of serious blood
clots or existing clots might become worse during
treatment with Pergoveris.

Allergic reactions

There have been isolated reports of non-serious
allergic reactions to Pergoveris. If you have ever had
such a reaction with a similar medicine, tell your
doctor before using Pergoveris.

Additional warnings:

Treatment must be done under medical supervision.

Ovarian Hyperstimulation Syndrome (OHSS)

This medicine stimulates your ovaries and increases
your risk of developing a situation called ovarian
hyperstimulation syndrome (OHSS). This is when your
follicles develop too much and become large cysts.

If you are suffering from lower abdominal pains,
rapid weight gain, nauseous feeling, vomiting or if
you have difficulty in breathing, refer to the doctor
straight away. He might tell you to stop using this
medicine (see section 4, Side Effects ).

In case you are not ovulating and if the recommended
dose and schedule of administration are adhered
to, the risk of severe OHSS is less likely. Pergoveris
treatment seldom causes severe OHSS. The risk
of having this syndrome increases when using
a medicine for final follicular maturation (which
contains human chorionic gonadotropin - hCG) - see
section 3, How Should You Use The Medicine.

If you developed OHSS, your doctor may not give
you human chorionic gonadotropin - hCG in this
treatment cycle and will ask you not to have sex or
that you use a barrier contraceptive method for at
least 4 days.

Your doctor will carefully monitor the ovarian
response, based on ultrasound and blood tests
(estradiol levels) before and during the treatment cycle.

Multiple pregnancy

When using Pergoveris, there is a higher risk
of being pregnant with more than one fetus
("multiple  pregnancy”, mostly twins), when
compared to a pregnancy resulting from natural
conception. Multiple pregnancy may lead to medical
complications for you and your babies. You can
reduce the risk of multiple pregnancy by using
the right dose of Pergoveris at the right times. To
minimize the risk of multiple pregnancy, ultrasound
scans as well as blood tests are recommended.

Miscarriage
When undergoing ovarian stimulation, the risk of
miscarriage is higher than in the average population.

Ectopic pregnancy

Women who have a history of blocked or damaged
fallopian tubes (tubal disease) are at higher risk of
pregnancy in which the embryo is implanted outside
the womb (ectopic pregnancy), in both spontaneous
pregnancy and pregnancy achieved following
fertility treatments.

Tumors of sex organs

There have been reports of tumors in the ovaries
and other sex organs, both benign and malignant,
in women who underwent multi-drug treatment
regimens of infertility treatment.

Children and adolescents

Pergoveris is not intended for use in young girls and
female adolescents below 18 years old.

If you are taking, or have recently taken, other
medicines, including non-prescription medicines
and nutritional supplements, tell the doctor or
pharmacist.

In particular, inform the doctor or pharmacist if you
are taking:

Do not administer Pergoveris with other medical
preparations mixed in the same injection, except in
combination with follitropin alfa (FSH), if prescribed
by the doctor.

Pregnancy and breast-feeding

The medicine is not intended for use in pregnancy or
breastfeeding.

Driving and using machines
It is not expected that this medicine will affect your
ability to drive or operate dangerous machines.

Important information about some of the
ingredients of the medicine

Pergoveris contains less than 1 mmol sodium (23 mg)
per dose. It is essentially "sodium-free".

Pergoveris contains 30 mg sucrose per dose; this
information is for diabetic patients.

3. HOW SHOULD YOU USE THE MEDICINE?

Always use according to the doctor's instructions.
Check with the doctor or pharmacist if you are uncertain.
The dosage and treatment regimen will be determined
by the doctor only.

When the desired response is achieved, a single
injection of hCG should be added within 24-48 hours
of completion of treatment. It is recommended to
have sex on the day of and the day after the hCG
injection. Alternatively, intrauterine insemination
(IUl) may be performed. If a hyper-reaction occurs
(OHSS, see section 2, Special warnings regarding use
of the medicine), the treatment will be stopped and
administration of human chorionic gonadotropin
(hCG) should be discontinued. In this case, refer
to the doctor immediately, and in the following
treatment, your doctor will prescribe for you a lower
follitropin alfa dose.

Do not exceed the recommended dose.

Directions for use:

® Pergoveris is intended for subcutaneous
administration, i.e., injection under the skin. In
order to minimize skin irritation, select a different
injection site each day. Each vial is intended for
single use.

® The medicine comes as a powder and solvent,
which you need to mix together and then use
straight away.

e The doctor or nurse will show you how to prepare
and inject this medicine. They will supervise your
first injection. Once they confirm that you can

administer the medicine safely, you can then
prepare and inject the medicine yourself at home.
When you self-inject, carefully read and follow
the instructions in the following section - How to
prepare and use Pergoveris (powder and solvent).

How to prepare and use Pergoveris (powder and
solvent)

Before preparing the solution for injection, carefully
read the instructions first.

Inject the medicine at the same time every day.

1. Wash your hands and find a clean area:
® |t isimportant that your hands and all the items
you use be as clean as possible.

® A clean table or kitchen surface may be suitable
areas.

2. Prepare in advance everything you need on a
clean surface:

® Avial containing Pergoveris powder

e A vial containing water for injection (solvent)

Additional necessary items not provided in the

medicine pack:

® 2 alcohol swabs

® 1 empty syringe for injection

® 1 needle for suspension

e 1 fine bore needle suitable for subcutaneous
injection

® 1 sharps container for safe disposal of glass and
needles

3. Preparing the solution for injection:

® Remove the protective cap from the vial filled
with water (solvent vial).

e Attach the needle for suspension to the empty
injection syringe.

® Draw up some air into the syringe by pulling the
plunger back to the 1 ml mark.

® |nsert the needle into the solvent vial, push the
plunger to expel the air.

® Turn the vial upside down and
gently draw up all the solvent.

® Remove the syringe from the vial
and set it down carefully on a clean
surface.

® Do not touch the needle and do not allow the
needle to touch any surface.

® Remove the protective cap from the vial filled
with Pergoveris powder.

® Pick up the syringe you have
prepared and slowly inject the
solvent into the vial of powder.

e Swirl gently without removing the
syringe. Do not shake.

e After the powder has dissolved (this usually occurs
immediately), check that the resulting solution is
clear and does not contain any particles.

e Turn the vial upside down and carefully draw the
solution into the syringe
Check the solution as previously and do not use
the solution if it is not clear.

4. Preparing for injection:

e Change the needle to the fine bore needle suitable
for subcutaneous injection.

® Expel the air bubbles: If you see
air bubbles in the syringe, hold the
syringe with the needle pointing
upwards and flick the syringe with
your finger, until all the bubbles
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collect at the top. Push the plunger until the air
bubbles are expelled.

5. The injection:

® |nject the solution immediately: Your doctor or
nurse will have already advised you on where to
inject (e.g. tummy, front of thigh); to minimize
skin irritation, choose a different injection site
every day.

e C(Clean (with a circular motion) and disinfect the
selected area with an alcohol swab.

® Firmly pinch the skin and insert the
needle at a 45°-90° angle.

® |nject under the skin, as you were
trained. Do not inject directly into
a vein.
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® Inject the solution by gently pushing on the
plunger. Take as much time as you need to inject
all the solution.

e When you have finished, withdraw the needle

and clean the skin with a new alcohol swab, using
a circular motion.

After the injection:

® Discard all items you have used. When you
have finished the injection, immediately discard
the needles and empty glass vials in the sharps
container. Discard any unused solution.

Tests and follow-up - see subsections: Ovarian
hyperstimulation syndrome (OHSS) and Multiple
pregnancy in section 2, Special warnings regarding
use of the medicine.

If you accidently took a higher dosage

The effects of an overdose of Pergoveris are
unknown, nevertheless, OHSS may occur. However,
this will only occur if human chorionic gonadotropin
(hCG) is administered (see section 2, Special warnings
regarding use of the medicine).

If you took an overdose, or if a child has accidentally
swallowed the medicine, refer immediately to a
doctor or proceed to a hospital emergency room,
and bring the package of the medicine with you.

If you forget to take the medicine

Do not take a double dose to make up for a forgotten
dose. Contact your doctor.

Adhere to the treatment regimen recommended by
the doctor.

Do not take medicines in the dark! Check the label
and the dose each time you use a medicine. Wear
glasses if you need them.

If you have further questions regarding use of the
medicine, consult the doctor, pharmacist or nurse.

4. SIDE EFFECTS

As with any medicine, use of Pergoveris may cause
side effects in some users. Do not be alarmed when
reading the list of side effects. You may not suffer
from any of them.

Most serious side effects

Contact the doctor straight away if you notice
any of the below listed side effects. The doctor
might ask you to stop using Pergoveris.

Allergic reactions

Allergic reactions such as: rash, red skin, hives,

swelling of the face with difficulty breathing, which

sometimes can be serious. This side effect is very rare.

Ovarian Hyperstimulation Syndrome (OHSS)

® Lower abdominal pain together with nausea or
vomiting, may be the symptoms of OHSS. This
may indicate a hyper-reaction of the ovaries to
the treatment and formation of fluid-filled sacs
or a large ovarian cyst (see section 2, Special
warnings regarding use of this medicine). This side
effect is common. If this effect occurs, the doctor
will need to examine you as soon as possible.

® The OHSS becomes serious when there is
significant enlargement of ovaries, decreased
urine production, weight gain, difficulty in
breathing andfor possible fluid accumulation
in the stomach or chest. This side effect is
uncommon (may affect up to 1in 100 patients).

e Complications of OHSS, e.g.: twisting of ovaries
or development of blood clots are rare (may
affect up to 1in 1,000 patients).

e Serious blood clotting complications
(thromboembolic events) usually with severe
OHSS are very rare. This complication could cause
chest pain, breathlessness, stroke or heart attack.
In rare cases, this can also happen independently
of OHSS (see Section 2, Special warnings
regarding use of the medicine).

Additional side effects

Side effects occurring very commonly (may affect
more than 1in 10 patients):

e sacs of fluid within the ovaries (cysts)

® headache

® |ocal reactions at the injection site such as: pain,
itching, bruising, swelling or irritation

Side effects occurring commonly (may affect up to 1
in 10 patients):

e diarrhea

® chest pain

® nausea and vomiting

® abdominal or pelvic pain

® abdominal cramps or bloating

Side effects occurring very rarely (may affect

up to 1in 10,000 patients):

® in patients with asthma, the condition may
deteriorate

If a side effect occurs, if one of the side effects
worsens, or if you are suffering from a side effect
not mentioned in this leaflet, consult with the doctor.

Side effects can be reported to the Ministry of
Health by clicking on the link "Reporting Side Effects
of Drug Treatment" found on the Ministry of Health
homepage (www.health.gov.il) that directs you to an
online form for reporting side effects, or by entering
the link:
https://[forms.gov.il/globaldata/getsequence/
getsequence.aspx?formType=AdversEffectMedic@

moh.gov.il

5. HOW SHOULD THE MEDICINE BE STORED?

Avoid poisoning! This medicine, and any other
medicine, must be kept in a safe place out of the
sight and reach of children and/or infants, in order
to avoid poisoning. Do not induce vomiting unless
explicitly instructed to do so by the doctor.

Do not use the medicine after the expiry date
(exp. date) that appears on the package. The expiry
date refers to the last day of that month.

Do not store at a temperature above 25°C. Store in
the original packaging to protect from light.

Use this medicine immediately after reconstitution.
Do not use the preparation if you see that it has been
damaged.

Do not use if the resulting solution is not clear or
contains particles.

Do not discard medicines into the sewage drainage
system or household waste. Ask the pharmacist how
to dispose of medicines you no longer use. These
measures will help protect the environment.

6. FURTHER INFORMATION

In addition to the active ingredients, the medicine
also contains -

Sucrose, Disodium phosphate dihydrate, Sodium
dihydrogen phosphate monohydrate, Methionine,
Polysorbate 20, Phosphoric acid concentrated (for pH
adjustment), Sodium hydroxide (for pH adjustment).
Solvent: Water for injections.

Pergoveris contains less than 1 mmol (23 mg) of
sodium per dose - considered "sodium free".
Pergoveris contains 30 mg of sucrose per dose.

What the medicine looks like and the contents of
the package -

The package contains one vial containing powder
and one vial containing solvent.

The powder is white to off-white in color.

Each vial of solvent contains 1 ml of water for
injection.

Registration holder and address - Merck Serono
Ltd., 18 Hakishon St., Yavne 81220

Manufacturer and address - Merck Serono S.A.,
Aubonne, Switzerland

Registration number of the medicine in the
National Drug Registry of the Ministry of
Health - 145-07-33159-00

This leaflet was checked and approved by the
Ministry of Health in February 2016
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Sucrose, Disodium phosphate dlhydrate Sodium dihydrogen phosphate

monohydrate, Methionine, Polysorbate 20, Phosphoric acid concentrated
(for pH adjustment), Sodium hydroxide (for pH adjustment).

Solvent: Water for injections.

B " - (Sl late JS g0 o (e YY) smallin N oo 3T e s s s s 55

Sassgall e

(9 slade US55 S 3le Yo e G s 53

- dalall (s g3 9o Lo g el gall guss dus

oplall e (5 53a8 Saal s Ll 5 3 paall o (5 5303 Saaly Lo Llall 5523

(2als B5l) - oA (B panl S5l G sl

oialsle o Jle Ve ol (o B3 S (5 a3

AL A GsaSle ol coaa g e - dilgic s HLie¥) wals

ANYY -

S g (05331 SAL 535 s e - 3 g g gisall pl

_&ALA.IWJ"',"_‘J:SA}SAJH@jA‘le.;muJ’;‘3.\."‘)9.“4“;5‘,

C VEo—VoYYVod— -

Bt i b mi s pand Lol sine s 55500 038 Tagaa Taall 55135 <81

AEAR

uﬁudlmi%ww‘;w

VAAT - (O pudaiuns)

A ke Loy s ol oll 3 s

LS
IU\o:/IUVe

sl cad pladl S glas judall cule g § gae
A o sl - 3 s e (5 513 L3
Follitropin Alfa (-hFSH) Wl ¢ 55l 58
ot s S

1ot 5 Sue ¥ Julas & ya 8us g Vo Lutropin Alfa (r-hLH) Wi ¢y 555 )
oialsle Jle Y tuie le (5 53 &l

1558 o eaa el g Lealian ) Sl go s Dlaill 5é LS all*

e gl el S Lled (g3 o 8 il 5 51

Dsla) Al el =585 13] sl gall Ge 83 g0 oo glas e 8 ,m3ll 838 (5 gias
aall g bl aal,

L3153 (g0 5a3 o 5Ll e 8l sia ada]

Ol el s sl n ad i 0 53 A M Ghad Y ella Gy el gull 138 Cian s
elilla) Tl Tulall agills

D VA sae g0 Lo lialpall s o Lidll paadie it sl ull

VY Jolas &g suay Vo -

‘.‘r—ba.llua.aa&sub.)ig;}' (\
e 50 ] U sl sl Lealiails ol sl e sadl e sl sl
e ia paidte (LH = FSH) sl 55500 52
(351 &30 58) LH B Bl o Ilaiall 5 5 & el a1 6
Sl Bl a5aa s\, ¥ e 055 3l aally
Sleal mlas b ales A Sl 5 5ubisn I Slisas 52 e 1 Nl Aluail)
bt
(Follitropin Alfa) Wlf ¢y 5 il 58 - oliansd oillad iale e el gl 5 sias
.(Lutropin Alfa) i WJ)U.\,

ol Al Sl 553 50 5 Blasall s o sl e g M ol (i5la s
k.J'“"L"J‘JL@A'" y“lﬂ-‘-' =
Slas ol pall 3 il ol sl
sl 3
ol sl Ll e G paa - cosall 0aoa G seos8 FSH G se 50
ol gl 52553 e G sa - 35tall o seosell LH G 50058
o 5255 o LH = 5 FSH o Laiats cas pal 31500 slaill sl pall (s
22055 (M g5 (NCG) gt oo (955 596 52 - (L] 050058 G O
ol Jals Ge Ly sl
Jandl Jgumn e seld 5 yeall sia

83535l LH _ 5 FSH fuanlall o se 500l e

ol gall Jlasiuef Jus (¥

cab U8 pe gl ey U3 Gand Slialiolad Y S el dla g5 5 il bl o s

B e e T e

931 ¢ gl Jlaniial 92 Y

e aals UK 51 (LH - 5 FSH) Uil o sall (Lrswlosa ebsal) Lunliaa oS @
OB UL 2 LS el L) sl pall L siay (3 LSLAYI LS ol
S(Vsoa

Lol s (8 51 s el a3 Bl (- g Lol (g3 05 (po (pilad S @

8 b)) Gasbiall (8 Sl gall e GulST 51 Gauliall a3 a3 23S 0
Ll U seas (oolall

el e Slia 335 cbal ¢

(i gl a8 codaliall 3 ol s el ¢

(3525) 525 ¢ 5T e J2d Mo cJantl o LS Y Ul o i3 S @
ool b aan o 5 Buliall slae W 3

S 13 elile 3okt Wl oS3 Sl @Y gaa] @IS 13 ol sl Jlania) 5 oY

o gall JLasil 55 ol 5 lall 5 e8] 815 s

o gl Jlaiuuls Blais dusls ol yuaas H

gPorphyria) Loady g

30) Loy ibile w80 any 5T elal a5 13] 3l sy i3 elassls £ 90] o

H(band s sl LS @b (S Y (Ml (Sl

EN N AT

e gl 5 Sl il s Lali ey gy U s iy Litia el vl @
il

Jggluj,itb;]l“jy‘l ;,L.Jlu_éfﬁcml .

o O[PS PR B PN [ R BN TN PR

(5 alaai] 1B aleaai¥) o Sulsa) adll 535 5 JSLie

celilile 31,3Y 5 ebal 3 5e oI5 Jran 131 ¢l gall Jlaxioal i3 ool 35085 w] as

Liayae (3555 05 =51 B 5 Ll B3 51 B0 (3 1 Ja ) (3 Ly w53

«_.JIAJ\«_.f_uluu,gnu\Aﬁstl.,@uyJul)&%mAu,ﬁg

comodsas 2 gl 3558 UNA

e JULLCR )

comi 8 92 e Boabed 5ad LoiiaS Jadu gu ) & s (e Ba ke 5,85 Wlia sl a3l

Jlesios] U8 conlall (B cglies sl 5o Jlaius] sie (350l 138 i cbad Juaas 13]

) ol

Lala) ol pias

ot D] a3 3l (% O
Ovarian Hyperstimulation Syndrome auall (2 a3 b s o35
(CHSS)

O at b8 L3N (e 88l gk 85k (o g paliall el sull 13 (5 a0
M dsaTs a Loo SIST e ol sl 5k Uadl s3a 3 (OHSS) Lagall
S sl

53 Ol il )5l (G a san B9l ol il (8w VT e (ila3 S 13
8L el s o S5l m ccanlall ) sl (8 g 55 il 3 0y srm el
(Lol G2, 16 3,340 g haiT) sl yall 1 Jlaxial e

sl gl Bl all SIRally i i 5 b Lab] & paa e Jla b
Cawall a3 L8 e S Loy e sels 35 5h3 o6 celhe Yl 5Ly
Alaal JE s

L o Shn Ta30e & pan M Baeliio il 5 sad oS smn 2 Ol o
Ly ol pall Jlastoa] Jla g3 L3350 56l 35 5ha ola35 el (g a5
3,81 g kil (NCG - gty cardio 5550052 e s sladl) Sl ol sall
( "l gall JLwl La<" .Y

05539052 (om M el el Y1 5Ll (o nall G a3 by e a3 3]
5 i 28e Lol3) pae elio by 5 L Mall 35 5all 02 KOG (g s paniis
Y e oL 8 Sl Wsle Jan eSSl g Jlaxil cliz ey

Sl sall pand o slaie ¥l el Dlatwl Lay o L3150 sl saly il o 5%
Sosl) M2 5 5 (ol syl o) pll s (5 saal 315i) 45 yumll 555
Al

LYl suntie Joaodl

Jan ") aaly i o SISh Jas & puad 5ST5 5 phad Al a8 0 Jlexinn] sie
rrnall B e U Jan Il Byl (515 LW e B ¥l sata

Jols BISaLs i (saly b Lok wlieliie I 535 35 DY) saxie Jasll
853 o gmeal) sl 1ol Jlasaly B ¥ sasto Jan & 505,53
Aasaall o5 5Y1 3 alacl s

Sosha panliil el aull o gad s 15 sall § 58 oo sell pands BLIWYL po
La ¥l saaie Jaa & gaa

waley)

Gl e 5o Loa 5T 0SS Al &pun 555k O paubiall 2 a3 5538 DA
Zolall LSl el

anoll ol Janll

Sl (08 5l 8 (I a) B sall 5 5T ol o Lol gl 315 Ll
sl s (pa ol £l Jon) pa sl 7Ha o Gl 48 a5 oo & gaad GST5 slad
bzl aladle el Jasdl 5i g siall Jandl sy

Talitll eLze ¥1 3 ol

(oA DLkl slze ¥l 35 panlall 3 ol 5T & sun e Lo dllis calS
Lso¥) Boante L Mo Lalitl o 33a] Sl sl gl sl s aa (fle T 5 Sunen
,‘si.-_ll C)L._I

Slial yall g claddl

L VA e 559 Lo wlialall s olidll gl Jlaxiudl paados 5 puns8sa
m;uj.u4.-,.:1dJ.a_eLuL;,;nu,;uA‘,;,.:u.!}l.ul_\l}hu.u,u.u._uslal
Sl e Hamal gi cutall £ 30 elile A1 SBLS g dubs

ol gL S 5] Gad L Juwall 5f el 0] s

i i Ll oS (5,30 Lk o yadaT i ga s 55 s ol sl sllac] 5y ¥
(Follitropin Alfa [FSHI) Ll ¢y 553 53 ae 385 Lally lse

bl Jd e dl By s (S

L,y Jaall
el 5 Jaadl 5558 VA JlariadU Gaenia il slsall

SlSLall Jlaxio] g dSLeasll

SUSL g 5 Bl e efiud e olpull 138 55 o mdsiall i e
okl

o1 gall LS yo paas s dols cla glas

o - Bl Slaial (e YY) 4 sos e Jpanllis N ;wd—‘{lglﬂumﬁﬁf G
a s saall o Ja 7

Tl o shaall 038 (50 Jluke JS0 5 g0 e T e o Bspn s i
Gl 2

‘ Sl gl Jlanius] LS (¥

Lasls calall slaadal o o gull Jlani] cns

bl 55 3]l e ameall 5 bl o Ly el

8l 15 (e lasng 00l T e 5 315l Slaall

s Bl oo e 52022 PN Ll (B Lstsall Ll e Jpumall sie

el $A-YE JNA MGG oo Jlaninyll Lulsl

ol 1o sl 35 NOG (in gy At l30le By o

(U a1 208 Sla]slpa] ISaYL el e Lid e

S pdal ¥ 3,880 (g T anall (A a3 e 58 Lo Me) A e Lot cibias 13]

oo 55530 s elhael e 5 51 a2 Ml ) w51l JLanianly 3las Lals

0 5 coal) ] Il 5 50 e Ul 038 5 (NCG) 55 gotin

T a5l (e Liie L1 g T Tae el ol i aoll

A o gall Al gall jlalall jglas jea Y

Jlaxiaayl ool )

oAl kie LA iy alall S (e i slhae] gl bl a3 piall et s S s ¢
Saaly 5oad Jlania U Laiadio 45 IS alal) g il el o 5 JSs sl

lanionly &y laghla chle v s 3l cndo s §gamns JS5 e S35 el 5ull ¢

s

sl et e 8 5 sl sl i g el LS L paall 5f conlall ey

Ssall (i s it eli€asd Lol sl i le 5508 il e ol 5 Lovie

5 olaalatll Taslia 563 s ekl 30 (a8 Loie ol 3 ek

T (e Buame) b say Jleatal s ndal LAS - et LI 3

(i g B 9asna) (s 8 52 53 Jlaniaal g yuudal Ll
s gl (i s SEATT gl St U5 (o SLalal 315 o V51
oo S 35l

{71 NDWD 122 7V WUITIN 70 IR UXID D07 W' .

DMAID N7AR 720N [I71272 ©

(ONN) N7ATN7 DD 720N |Ij71272 ©

:NONNN NTIND D'RYNI X7 TWR WIN'W IIX7 D'O01N DMX

7INID7R NINIDD MY ©

N7AMY7 77 INR 7110 @

NONINN 112V NNX DND *

NMIY-NN D77 MNIRNNN NITY NNR 0NN *

D'ONNI NDIDT ND7WUNT NIV] IO 701 ©

N{7ITN7 NO'PNA N1 .3

D'D 70Y (17127200 [A0N N0OD NX M0 *
(0NN |1712j72)

N7AMNY7 770 7217 N9NINN DN DX NN

NN NOWD T-7Y 7107 1NR 0YD TNN @
70 1 79 IN'0 TV 1INRYT

N12120 7V '¥N7 ,00NN [1712j722 ONHN DX XD @
AMIRD IR WY 1D

JIITY2 DHHNN 70 DR ARWI,N0N 197D [Ij712720 DX DO ©

NOWN 7Y NINMTA 71N DX NN (17127200 77700 IR 0N ©

N

W7D NOWNI NYA7 DNN7 VORI DNV NYAT7 |'X

D219 N72AX [I712720 [ADN NDIN NIX 110N

NX NI'ORA 7N NIDNY 710N NIX N7

N7ANN [I712727 DHON

/ V17 'R 7ITN NIRNIN K77 NIV 720y

M7 N7 770 1NT2) NODINNH N7ARNY NNN *

NINI N7I7¥ NN NINDY NO'DNNY 7T (TN

D7 770 N'7oN

TIX ARY NINTLL,NON 197D [I712j720 NIX 'DON

72700 N 7R NOONN

NIR RN DX ND'NNA 'WHNNWN 781 DTI70ND NO'MNN DX 7712

N717X

N7ITAN NRV§T7 4

T ) ND'RNDN N1TYA DNPY7 NP NXR 97NN .
JDNIY-NN D77

NIV RN 1IN DX IRD NIV IR NINY e
1972 N1IDIN VNPRNWD 771N 'TNR 71T VIR
NIYIAN 70w TY 711021 WANYNK] W7D NT7V0
NIVIAY TY 112N 7V '¥N7 .A7Y0 1970 11N
NINT7YN VRN

TN 5

NINKRA I 7Y RO :NO'HNN DR TN 7010 e

NNT72 ,|022 :XNAT7) 777 PN NIK 1NN

721 21M17 W' Y2 NN IR W7 T ,0n

ANKR N7 IR DI

QTR DX RON7I (NIAA'0 NIYIAN) NI717 W

S7INID7R NS0 DY 1N2IY

NI ONPN DX TNATNFZTIIND YA IR 101X

45°-90° 7W

A7 DIVYWY 7T 7R DOTINW 19D IV7 DINNND 70T

72 X MTNN NN 7V NITTY NXINY7 1T-79 NOMNN DX 7T

17 DIRNHDN NPT JWN7 DRNNA NOHNNN

7INID7X NS0 DY 1IYN NIX {721 DAPN DX NXINN '97W DI'0]

I NIVNN2 NYUTN

N7ITNN INNYT

12'7WUN NN DI'D TNR7 NWUNNWN DAY D'0NDN 70 DX 71T @
27 WIMN 7200 7R D70 NIDTA 17721 DONNN IR T
N1 NUNNWN X7 NDMNN DR THYUN7 W

N7NYN 7Y N’ N0 NANDN V0 MN XY - AFYNI NPT
wIN'W7 NIYainn NI NNNTXR ,2 §'Y01a Ny 11 |innl (OHSS)
.NoNN

NI D122 [12'D NIYLA N7V DX

[DNN NXRT NP7 NIYIT (IR DAND 7¢ N TN NIYOUN
N7 91X 721 .(OHSS) N7NWN 7w N' "N NAINON 7 NIWNINN
2 9o 'XY) (hCG) 'WIK IMID ['DN0IMIA N1 DX 71 WnnY
(NDNN21 WIN'W7 NIvana NITnem NNNTR

NXON7 TN 19 ,NONNN [N T7' Y721 NIYLL DX IX N NIN N701 DX
AN'R NDNNN NPIR DX RN DY7IN N 79 (1 2TNY IR

NDINNN NN 710'7 NNDW DX
MY .NNDWIYW NINN NIX DI7UN7 11D 17190 NN UNNWNT7 |'R
179 RDNN DY W7

NONN T-7Y Y70INY 19D 719101 THNNT W'

N DYD 721 NINNE NMINN DX 772 YIN NISNN 71017 'R
.DN7 N7I7T 130 DR DUOFZWN DI .NONN N701

XD VI ,NDINNA WIN'W7 YA NIDDN NI7RY 17 W' DX
JNINKA IX N7N

INI7 NIYOIN 4
77N2 X117 NIYDIN7 DNA7 717y DNANDL WIN'WN ,NOINN 721 10D
X701 DN URITZN NIYOIN NN X707 702N 78 NIWNNWHDNIN

NN NNX QxRD 720N

AN NN IRI7A NIYDIN

NIYDINN NNXA NI'NID 1N AT'HA XDONN DY W7 UX'T7 T W

YIN'YUN N {7'09n07 Wi72! XONAI DN ,[707 NI0IDDA 'RITD

.09

NIMN78 NN

D192 NIND) NTOND NIV NIPINTX ,NNMD :[12D N'AN7X NN

IT 'RII7 NYSIN .0"IN¥Y NI'NY7 D'NY7 DI71790 AW "7 DY

T TIRD

Ovarian Hyperstimulation Syndrome N'7NWn 7w N' "N NIINON

(OHSS)

|"DON NINY7 717Y NIRZN IX N7'N12 D7D MINNNN (011 XD ©
7y Y1xn7 717y N1 (OHSS) n7nwn 7w AN ' NINON 7w
D'X7N D'D'D 7W NINNONN 7Y1 NIZNYN 7¢ 719107 1N NARN
NITNID NNNTR ,2 W0 'R1) N7IT N'N7NYW NOD'Y IN 77112
NYUNINDI NTNA .ANDY IT IRI7 NYSIN (NN WIN'YY7 NIYAIN
JAYORN DT702 NIX 71727 )I0¥ XD 1T NYOIN

N7N TWRD N7 NDOIN N7NWN 7W AN N NAINON NYSIN @

J779U01 7Y MWD N DT NIZNWN 7W DIMIYRYUN 0710

INII7 NYDIN .NTNA IN |01 D771 NX7 NNWONR IR/ NN W7

(NI7910N 100 YMN 1 TV 7V VIOWUNT7 N7I7V) NNDY NN 1T

JNI7NWN 7¢ 7IN1O :]12D ,N7NWN 7W N 10 NIINON 7w DDI0

NN 1TV 7Y Y'OUN7 0'717Y) DT DN DT W7 NINNONN IX

.(N1791010 1,000

Dy 1N7 (7'79 9'NON 'WIN'R) DTN NI'YN72 DUI'YY DDIA'0

DM DI L(OHSS) N7nwn 7w ANt 1 7w MmN NJINon

Q7NN IX YAW AN N7 ,NTNA AXD7 DINA7 71D 0T 120 TIND

AN NI NINDONYT W7 K77 NN77 717y N ,0NM DNz A7

YIN'Y7 NIYAN NITNIMD NNANTR ,2 Y0 'X1) (OHSS) n7nwn 7w

(NoNNa

NISDN 'NII7 NIYOIN

7V Y1Iown7 Ni7iZv) TIXD NIAN7 DNW7 NIYIOINA X7 DIYOIN

((NI79100 10 UNP 1 =N NI’

(NIVD'Y) NI7NWA 07711 10D »

YN QXD *

IX NIN'D) ,NNIAN TN AR 1 [12D N7ITNN NN NIIZN NIARN ©
nn

1.7V 7V YIowny Nizizy) NNz DTW7 DIYIDINN X7 DIYOIN

:(NI7910P 10 ND

7IWT7Y e

7N XD ©

NIRZNI NI7'NA »

[AXQIX |02 2ND *

NIN'D IX 022 NINIPDNN ©

W 7V YIown7 NiziZy) TIXD NIVTI D7 DIVIOINA 'XII7 DIYOIN

:(NI79100 10,000 UNH 1

JA¥N2 NNNN NP7 D712 (NY}7) NPOOXR DY NI7OIVNA ©

IN ,NIMNN RI7N NIYOIND NNX DX 'RI7 NYDIN NY'OIN DX
YY'MINT 7V |17V NDTIN K7W IRI7 NYDINND N7210 IR TWRD
.XONN DY

7Y NX'N7 NIYXOX] NIXNAN TIWNT 'RI7 NIYODIN 7V NIT7 N0
971 XXDIW “MONN 7I9'0 27V 'RII7 NIYOIN 7V NIFT” TN
0OIV7 NMONN (www.health.gov.il) NIXMNIN TIWHD INR 70 NN
W77 NDND Y IR SR DIYDIN 7V N7 (1700
https://forms.gov.il/globaldata/getsequence/getsequence.aspx?f
ormType=AdversEffectMedic@moh.gov.il

2091Nn NN |DnN'7 PR 5

YIND 220 DI7NA NINYT W' NNR NOINN 701 1T NDNN IN7VN 'Wan
VIN'M D T-7Y1 NIZINCIR/L D7 79 DT AW DNYRY Y7
KON NWAIDN ARIIN R77 IR7N7 'DIAN 78 .2'7v0

7y VIoINN (exp. date) NAIDNN JIRN MNX NOINNL UNNWAT 'R
UTIN MIX 7U [INORD DI'7 DNUNN NAIDNN JIRN .ATIRD 22
NMIZNN NTIRY [DNXR .25°C 7Y D71V NNI0IDND] |DNRT 'R
JIRD N7 D

.NNONIN DY TN NDNNA WNNWN7 W

71T 1WDNNY IRIN )INW NN702 1'WONL WUNNWNT7 'R

DY IX N7I7% NIR NIXAY ND'HNAY NI7NY UPNWAT 'R
.07 77N

N NOWKR IR (211) DDOWN T17'1 NDWNT7 NISNN 17Un7 'R
QNP NYNNYN (PR DN NIDNNN DX 7077 PR D700 NIR 178
.N20N 7V A07 NTY' 178 DIYNODR

Q01 yTn .6

- D2 7P N9INA 0Y7'Y9N DNIND 7Y qon

Sucrose, Disodium phosphate dihydrate, Sodium dihydrogen

phosphate monohydrate, Methionine, Polysorbate 20, Phosphoric

acid concentrated (for pH adjustment), Sodium hydroxide (for

pH adjustment).

Solvent: Water for injections.
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