€9 MSD

2020 'xMao
n/T1201 n/NoN
n/T201 n/njn
DITA? DOMN 1A' TN

Puregon Solution For Injection

Dosage Form: Solution for Injection
Composition: Follitropin Beta 8331U/1ml.
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In the female: Puregon is indicated for the treatment of female infertility in the following clinical
situations:

e Anovulation (including polycystic ovarian syndrome, PCOS) in women who have
been unresponsive to treatment with clomiphene citrate.

e Controlled ovarian hyperstimulation to induce the development of multiple follicles in
medically assisted reproduction programs [ e.g. in vitro fertilisation/embryo transfer
(IVF/ET), gamete intra-fallopian transfer (GIFT) and intracytoplasmic sperm injection
(Icsh).

In the male:
e Deficient spermatogenesis due to hypogonadotrophic hypogonadism.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Excipient(s) with known effect:

‘sodiuym-free?. This medicinal product contains 10 mg of benzyl alcohol per mL.

4.4 Special warnings and precautions for use

Traceability
In order to improve the traceability of biological medicinal products, the name and the batch
number of the administered product should be clearly recorded.

Benzyl alcohol
Benzyl alcohol may cause anaphylactoid reactions.

Large amounts of benzyl alcohol may cause metabolic acidosis. Special precautions should be
taken when prescribing Puregon to pregnant or breast-feeding women and patients with liver
or kidney disease.

Sodium
This medicinal product contains less than 1 mmol sodium (23 mg) per injection, that is to say
essentially ‘sodium-free’.
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4.8 Undesirable effects

Side effects can be reported to the Ministry of Health by using the online form for reporting
side effects in the homepage of the ministry of health website www.health.gov.il or by
entering the following link:

https://sideeffects.health.gov.il

6.3 Shelf life
3-years:The expiry date of the product is indicated on the packaging materials.

J[22XY7 17V2 D''NIAn DRDTY
JIMNDN 172 WATIN OINNY 'NINN Vo7V
.NP'NN 172 NI0N Y0INY 'MINN VOV

D"aanni oY 2.3

.DNaaNNI 0T '0ANTRHAR 1K [1A1'92 Win'vn

[1231'S 7w pfanAInan PPN yana awn yTn 2.7

210127X '7'122 790 pan'e

7'n'7 X 'ra e a"n 10 7'on Nt 'RIDN Y'won

DR NRn? nnat by 2R rma

2112 Y 271ITA NINDY 11N DIRT NI 1K TAD N7Nn )7 W DR NRNN IR 7Y X9Nn DY yviin
“metabolic —"n'"7120n n¥nn" NXYRA) 'KI7 NIWYOINY DNA7 021791 19122 120¥N7 D7D 7INR7R
.(acidosis”

210127X 7712 7w 71T DY DN DIRT.DRINA IR (NN IR OX NPNN IK 7Y X9 0V YN
metabolic “ — "n'71a0n n¥xnan" nXY7) 'NI7 NWsIN? nNa? a7l 1912 1auxn? e

.("acidosis

X7 niyoin 4

}(0'wax 100 yimn 1 1Y 7v y'owua? niwy) nixio X% 'R nysin
(nwan 77D) nTn2A D'winm v nnitn -
V22 NINR-'X X NYY 7YY -
oDNN W NN -

INI'7 DIYSIN 7V NIFTY [II7Rn 09100 NIYXARA NIXNAN TIWNY? 'RI7 DIYDIN 2V NIT? N1
JWR? nod My I www.health.gov.il nixMan Tiwn AanK 7w n'an 9T RYnv
https://sideeffects.health.gov.il

AT NYTINA 07701 DI'RI D'NINN DI'RY D'O011 DRIDTY I'N [2I¥71 XON'7 D17V
D7277 (N1 ,NIRNAN TIYA NRAY NIDNNN 1ARND DIONDY7 IN7wa [D1X7? 17wnl k9N [1I7un
.09-9533333 19702 ,MSD nhan ,niwnn 727 no T 7Y D09 TIN

Page 2 of 3


mailto:adr@MOH.HEALTH.GOV.IL
https://sideeffects.health.gov.il/

€9 MSD

1"va atian nnan My nxom PUREGON SOLUTION FOR INJECTION

,M>M12
1910 7o'
nimn nnpnN
75w MSD
References:
Israeli approved PC 8/2015, updated according to the guidelines of the Ministry of Health in
February 2020

Israeli approved PPI 10/2015, updated according to the guidelines of the Ministry of Health in
February 2020
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