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For the relief of moderate to severe pain. :n'unn
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4.4 Special warnings and precautions for use

Sleep related breathing disorders

Opioids can cause sleep-related breathing disorders including central sleep apnoea (CSA) and sleep-related
hypoxemia. Opioid use increases the risk of CSA in a dose-dependent fashion. In patients who present with
CSA, consider decreasing the total opioid dosage. Opioids may also cause worsening of pre-existing central
sleep apnoea (see section 4.8).

Repeated use of Oxycod Forte Syrup may lead to Opioid Use Disorder (OUD). A higher dose and longer
duration of opioid treatment can increase the risk of developing OUD.

Before initiating treatment with Oxycod Forte Syrup and during the treatment, treatment goals and a
discontinuation plan should be agreed with the patient. Before and during treatment the patient should also
be informed about the risks and signs of OUD. If these signs occur, patients should be advised to contact
their physician.

4.6 Fertility, pregnancy and lactation
Fertility
No human data on the effect of oxycodone on fertility are available. In rats there was no effect on mating or
fertility with oxycodone treatment (see section 5.3).

4.8 Undesirable effects

General disorders and administration site conditions:
Common: asthenia, fatigue.

Uncommon: drug-withdrawal-syrdreme, malaise, oedema, peripheral oedema, drug-tolerance, thirst, pyrexia,

chills.
Frequency not known: drug withdrawal syndrome neonatal, opioid tolerance, opioid withdrawal syndrome.
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Opioid Tolerance and Opioid Withdrawal Syndrome

The frequency of opioid tolerance and the frequency of opioid withdrawal syndrome cannot be estimated
from available evidence (e.g. clinical trials, spontaneous reporting, and the medical literature) and therefore
is classified as “not known” (see section 4.8). ‘Not known’ should not be interpreted as an indication of the
rarity of the occurrence of opioid tolerance and opioid withdrawal syndrome, but a reflection of the
limitations in the available evidence that do not support a precise estimate of frequency.

Drug dependence

The frequency above regarding drug dependence reflects the current evidence, including cumulative data
from clinical trials and additional post marketing sources, and indicates that the risk of drug dependence
with opioids is highly variable depending upon: definition of drug dependence; duration of treatment,; dose;
individual patient risk factors; and clinical settings. ‘Not known’ should not be interpreted as an indication of
the rarity of occurrence of drug dependence, but a reflection of the limitations in available evidence that do
not support a precise estimate of frequency.

Repeated use of Oxycod Forte Syrup may lead to drug dependence, even at therapeutic doses. The risk of
drug dependence may vary depending on a patient’s individual risk factors, dosage and duration of opioid
treatment (see section 4.4 for monitoring and risk reduction interventions).

49 Overdose

Toxic leukoencephalopathy has been observed with oxycodone overdose.

121¥7 )19

Q9N WIn'wn 1947 .2

nNnpnal nin ,ni7rao
NN'T 'WYAK 72 01717 W' .ANK DTRY 9N'0N DR NN 'R .0Y17 Win'y7 9RY1019 7292 00w, (FTRIFDIR 2'07n) [ITIR'O7IR 791 1n'on .
X7910n0 'R DTR7 NDNNN Nan yim'? nin 7y
Ini7n7? oMa? 719 winn vin'y .
.N9IN7 NI720 NIN'SI NIZAINN 27V ,NONNN N7V NX TIN7 717V D' TXI'OINA QIdN IX ITIN WIN'Y .
DX .D0"N [200 N [11'27 DNA7 7179 12T .NYI7 Win'wi nNonnn L NIPNY DA n717 ,)NK T 7197 TN, Niyapa it 9NN n'7'01 .
NN ,N9NNA 7I9'0N (YN 7V X9NNN 1200 N72PY KTIE.7W X9NN DY YV NNY 21IWN ,N9NN2 17N 1907 7170 nnRw wwn 17 v
.NNVA NRT NIYYY7 TXDI NN7'01 DX 7'09107 D'RNN
19NN NX 7107 1Y YAIN7 1YY NNX .N70¢ 191NN NINYTNAI NN N0'7Y 10IN 7¢ AWINNT7 DINA7 0717V NIN2ANN IX NI7TN .
LANDN NNAXIVA N7[707 W7 X77 12'0 DX7UN2 )Y IX NP 20 (AT qwn?
DX NIN2ANAINIZN NN97 NI NI2a [12'0 17 Wi DN .0TX7 DTXA NINWA NINJAND IX NI7N NN9Y7 [12'01 .
.0'0 IX NI9INN ,ZINID7X7 112V NI7N NN'O IX NYI7 WANWAW INNOYAN INY'A IX MNX O
Juyn nnxXx o
NINX NI'Y91 NIYYA7 Q0K'D09 1"V N7910 DX .(NI'W'X NIYI9N ,NTIN ,[IXD'T) 17¢ '"w911 1¥N2 NI'V1 122 17 "N DX o
LYY N1 YR LNNNN 01N 71727 0'70' 272 10N .N9NNN N7'01 NIK 2'091 NNK TWKD N7'2 1'NoNY7 0Na7 2710 NNdNNN .
ANX DX .QVTN ,NNIMINAY , TV L|ARN TR 07179 NIKEN ,NI7'Na,0TN YR'72 A'72p L, (NIrY0!''79) 27 Nip'oT NWan ,nTIN 0w 'R
7'0917 J'XI 'NN 7Y NI'NIN N'727 771> ,7112Y NII2IN 719'0N NIYMYOX2 (IT7 122 X9 DOV YY'NNY 21wN 1777 0'11'0N1A TNXA ['NAN
PAFTFA-FIHAT PN TFFHN-AAIY-NOPR- B MWIRARZ- Y- ADARA-AZOSA-357 N11TN2A [1'AN NTUNI 719'0N N709N2 NIXA 7I19'0N NX
TIX 7'090 NNXR OX' 3 §'V021 DA XY .N71Y N7'N2 10N NIINNY [12'0N TX 2 NIMIKN9 NONNN NX 710'7 7'0917 X7 AWN—H3AaA-AX
SnNonnn n'7'm
QXRI IN' NINY? 72217 0717 N7 YIn'yl Nt vin'y . NNdNNN NN9Y [1>'0n X NIyn DATRIIR 7¢ NI9N IX NINRA NN N7'01 .
nin?
.219'00 NITIX NIXYINN? X917 NII97 )'72V AT 17702 .AXD7 NI WA NIF7 17 DINA7 D717V N9INNA [1'a X7V ,NIN'TI 0N .

nI9oN NINNTX
,IT N9NN 701 NNRY X91N7 1907 W' ,NNTINA 12NN N71Y9 72 IR (7017 7712) NINY 11AY7 TAly ANK DX IX NINNXK? NNA DX
.X9NN NIKIIN 'O W1 NN INKT? NIYY 24-7 Ty DN NN WANYNT W' (120 DAXNN WIATN D DN INXA

?n9Nn2 wnnwn 1D .3

D'7IN N1 7Y |I' A TNY IX XON7 TM NN97 W' ANK DTXR 72 IR T7' NONNN NX Y72 NIyL2 DX IX MNI' D122 [11' NIYLVA 1701 DX
NTA NN ,NNININO NIXZN/NI?'NA 112> DY1'MONY DNAY DI AW TIRN NIFYT 17 DNA7 717V N [11'0 .A9NNN NTIR IR XanY71
N'wl "YU NI NE¥A YoINT 0717 P md L ("0'R 27 2xp) n'Mi'Ta L (N11019'N) DNMYn NN AT, DAIYR NNXN DT YN
N'Nin AYI9n7 DNA7 7170 9x AN* [12'a .DINT QX1 NNTIN/NT0N [TAIR? DAY DY719YY NN21701-M M N0 ,('Mn'wl 1T * 1D TV)

D'7WIN 405

TOta"y e o o ¢ ° o ° ° c
Committed ° ® ) ® WWwraFa




oNOM

DN DA ND'Y JNIX D2I0NN Yiza? XY .0™7IN 122 N9INT N'RIDY NITY D'WOIT n7R Dmon ( Toxic leukoencephalopathy)
.7¥X D'W'OM DN DX 27 'Y N7R DIMon

X117 niyoin .4

(Mvaj71 DI (NINDYY NIWSIN) AVIT NI'X [NINDYY 'XII7 NIYOIN
nnn nnz7 7y (2 7192 'nnonnini nizn niziao" nx1) n'7na non ('mindnnn 7w ayn pfarn 'R’ -n7vn nRY) NNdANNIENITN
.............. ;(N91MN7 Ni7'20) Dax> N77n 7w NN NNIK 1'WN7 T2 N9INNN 7¢ NI7TAI NId7IN

ATNYUTING TINX2 D'M019AN D17V "7 W N7nn VTnY
NIVXNNA DN7Y D9TIN PNYN 2207 [N . NINNIAN TIYN 72 NI9NNN AN 170119 01217VUN
. RA@rafa.co.il 2"N1T namaa i 02-5893939 201 n''va X971 NITAVN NNANY N'Ma

,2A1 TIA22

N9 NITAUN

Totally . e . L .. ovenaosan
Committed o o . ®
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