unipharm Rd. ‘ NN DARANIKR
Unnedcrp-apr.... tical Enterprises n D''0AXNIDI D'N'D D'7YON

2021 axiN2ao 77/7302 D/ i/ D1

157w Prizm Solution 2 wani Hw 891797 197%% 2119977 52 DY TI7 NWRAR 2IRDIR NN
090N DPNITY 2O LAINAMT INTAT N1W WY1 072 09O PO 2018 1T VTN
217X WATIA AT NI A0NNAY LOPY

http://www.health.gov.il 718°93/7 7920 N3 2191907 2INDI D00 DD D2ITIWIT 2oV
DT Svab 70 07 Y 220070 09375 1N

Prizm Solution nIx® 27 79w 0K 5o

70%AN ANt
(FLUOXETINE HYDROCHLORIDE 20 MG)

no'nmn NNTm™9
:A07Nn

X0n nomn anme W "' 5D
Fluoxetine (as HCI) 20 mg A"n 20 (TI72MTND) PUoRIRITD

:0'N2N D'9'Y0A D' DX |17Va DRy D2IDTYN

NONNA YIN'Y? NIYana DTN NNATX .2

:OX X917 190 ,n0'MN ANTM1A 719'0A 170N2 IX 719'0N N7NNA 9%

D'YOWIN NI'N7 DMWY UK ,0'720 'M72 0MIn'T IX NN ¢ nysin ,0'nin'Ta 12yl n710 e
"' )2'N DX IX ,N9INNN

.N0'"MN NATI9 N0 N2 NBIFNA 7NN JNX7 17 JNOK .DT7IINDIR - °

-TII72 MA'902 DTO 'X LTIVPIND7 NI720 1oINA 7210 )30 NNMA0NA MM N'MYIIN MINON e
.TRU7NNIT'R-TXIDI0 N{j?7'90 10IN IX TIVPZR7A

NMINNXY? NNP7 IX D17 DNR DX" QW0 NXY) NIMOINN -|'2 NIAIANA NXRXIND 'RI7 NIY9INN 7110 e
.("...nNNX NIDINN

Jj77 ' TIReoN 7w 0Mmivon'o7 nNa? N7ty (SSRIS/SNRIS nxiajpn) nonn nnm™i9 1nd NISDNN
.719'0Nn NPOSN INK7 1D'YNN 17X D'NIVON'O0 D'N'ION DN

NINAN NIDNNN 7Y N71Y90 1121 7V Y'9wn? n717Y no'mn anTo

NO'MN ANTA9 DY TN' 17X NIDSNNA WIN'Y .. ['OXTIZ?{Z 1ND NI'VID'OD '0IX NIDNN ... [INDT 'Tan e
.D'0IDT97 [I>'0oN NX 1aNT 71y
T2D 22121 DIN'T? N2am [12'0 NPT 712' [N 9107 1IN0 NO'AN NATAD NNRI7 IR DX ... I e

NRY /RN DX Y17 1"7W .0MIN'T 7¢ nMI0o' 17 ' OX TIN"2 ,nT70 INKR7 ¥ (AT Jwn?
07 YYU7 1951'v nan 7y no'an nnts nhon

DY TN' .NIRIDNA 7'Ww9n7 IX AIN17 D710 7V ANYT NYOWN NO'N NATNIDY — NNIDNA YIN'YI QA e
2 7V YT p'w 7y nivswin IR /1 Dm0 NsSwn NI N7y NIMOKD'09 NISINNT NNT
1197 NNIDNY WIN'Y YXAN IX /1 ANIN 78 .NRIDN YIN'YI DAl 197 NRNN IX X9NN 0Y YV'Nn
.N0'AN NATND NN'{?'70 NXXIND YaA91 1I'K ) TI9N D NIV 2NV

:N9NNN 7v pfanInan 770 7y awn yTn
DA N'VAN 1T N (diabetes mellitus) 'm1310 720 DX ...(1J10 7w 210) TINDI0 N'7'DN NO'AN ANTMD
Blaby

X7 niyoin.4


http://www.health.gov.il/

D7WA IN NO'MN NATN9] 719'0 T2 INNT NITAIX NIANINNI NINTAIXN NIAYNN 7¢ DNgn e
N7 N7 DTN NIYI9N 7w IX /I X1 NNKX IR .N91NNN N7'01 D090 INX7Y 0'NATZINN
N7'NN2 12ANNY7 N'IYY NYOINN NINTAIK NIAYNN IR /I N'YY Ny'as 7 Niawnn 0n'? 17
D'N'Y7 IR D'WIAY 2"TA) Y'Oown? AT N7 1770 NIDNNYTI INKNA L[IXD'T NITARD NISINNA 719'00N
.(Onr ax
DX ONI' NN D'N'Y7 )0 2WNY 1YY DNR
X219'00 N7'NN 1197 NIMTAIK NIAYNN IX /I N'XY nYa9 7w nawnn? 0ol )7 nn'n- e
NITAIR NIANINN NINNSBNNYT '1D'0N D AXIN DA77 DM YT'A WX AN |20 DR e
12'D [IXD'T *TA112 D'7910NN NIMUK'D'0S NIYISN 72 25 7% NNNN D'YX 0NA1AN A7
AN N2
I'UoINI?O 170IW D'YINA INXIN NINAD 'XRI7D NIYOIN
:1,000 yinn o'wnnwn 1-10 -2 niy'smw niysin (UNCOMMON) NINDWY [1'RY X117 NIYDIN
.RIND DT NINDIA IR NI'AT NIXRPZN
:10,000 yinn o'wnnwn 1-10 2 niy'om (rare) ninrT 'Xi'? nysin
NANON N NYIT'A NINN DAY NAAN ;[NA XD ;NIMTII0 NIAYNN NIMIXY M7 NIYIN ;DIv1Y Wi
M1P NpoNA DUYR ;NTMYY? N2DY /MY A¥NN 1'NN 12YNa 1NNOo NYIND (10212 |]2'V0

:(Not known) ayIT' 22'x NINDWA 'R NIYOIN
72YN1 1NN0 NYINN ,N9] N9V IR AITAT NYINN ,Yann NYINNA 2T ,11Y2 N9MY NYINNI NIMINTR

NT7N INKRY ¥R AT JUN2 N2am 7211 DIN'T 717 NPONA DY ;NTY? DY /Na'yr a¥nn n
.Y 901 yTn? "nonna win'win 197" ;2 7192 (I 9o nX1 L, (Postpartum haemorrhage)

SBUIT TR YL DIG-RDA-AeRR-ARTAS

:0'N2AD D'9'Y0A D' X9NNY JI'7VaA DM'va DRIDTYN

4. CLINICAL PARTICULARS

4.4 Special warnings and precautions for use
SSRIs/SNRIs may increase the risk of postpartum haemorrhage (see sections 4.6, 4.8).

Sexual Dysfunction:

Selective serotonin reuptake inhibitors (SSRIs)/serotonin norepinephrine reuptake inhibitors
(SNRIs) may cause symptoms of sexual dysfunction (see section 4.8). There have been
reports of long-lasting sexual dysfunction where the symptoms have continued despite
discontinuation of SSRIs/SNRI.

4.5 Interaction with other medicinal products and other forms of interaction
Combinations requiring caution

Phenytoin: Use with triptans carries the additional risk of coronary vasoconstriction and
hypertension.

Other drugs metabolised by CYP2D6: Fluoxetine is a strong inhibitor of CYP2D6 enzyme,
therefore concomitant therapy with drugs also metabolised by this enzyme system may lead
to drug interactions, notably those having a narrow therapeutic index (such as flecainide,
encainide...)

4.6 Fertility, pregnancy and lactation

Pregnancy

Observational data indicate an increased risk (less than 2-fold) of potpartum haemorrhage
following SSRI/SNRI exposure within the month prior to birth (see sections 4.4, 4.8).

4.8 Undesirable effects
b. Tabulated list of adverse reactions

Nervous system disorders
Not Known: Hypoesthesia.

Respiratory, thoracic and mediastinal disorders
Uncommon (=1/1,000 to <1/100): Dysphonia.

Skin and subcutaneous tissue disorders
Not Known: Erythromelalgia.



Reproductive system and breast disorders

Not Known: Postpartum haemorrhage'®

16 This event has been reported for the therapeutic class of SSRIs/SNRIs (see sections 4.4,
4.6).

Investigations

Uncommon (21/1,000 to <1/100): Abnormal liver function tests.

4.9 Overdose

Symptoms

Rarely features of the “serotonin syndrome” may occur. This includes alteration of mental
status’ neuromuscular hyperactivity and autonomic instability. There may be hyperpyrexia and
elevation of serum creatine kinase. Rhabdomyolysis is rare.



