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ADULTS AND ADOLESCENTS (14 years
and older)
Children

The effective and safe use of Zaldiar has not
been established in children below the age of
14 years. Treatment is therefore not
recommended in this population.
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ADULTS AND ADOLESCENTS (12 years
and older)
Children Posology and

The effective and safe use of Zaldiar has methOd Of
not been established in children below the adml nistratiOn

age of 12 years. Treatment is therefore not
recommended in this population.

In adults and adolescents 14 years and
older. The maximum dose of 8 tablets of
Zaldiar should not be exceeded. In order
to avoid inadvertent overdose, patients
should be advised not to exceed the
recommended dose and not to use any
other paracetamol (including over the
counter) or tramadol hydrochloride
containing products concurrently without
the advice of a physician.

In severe renal insufficiency (creatinine
clearance <10 ml/mm), Zaldiar is not
recommended.

In patients with severe hepatic impairment
Zaldiar should not be used ( See Section
4.3). The hazards of paracetamol
overdose are greater in patients with non-
cirrhotic alcoholic liver disease. In
moderate cases prolongation of dosage
interval should be carefully considered.

In severe respiratory insufficiency, Zaldiar
is not recommended.

Tramadol has a low dependence
potential. On long-term use, tolerance,
psychic and physical dependence may
develop. In patients with a tendency to
drug abuse or dependence, treatment
should be for short periods and under
strict medical supervision.

In adults and adolescents 12 years and
older. The maximum dose of 8 tablets of
Zaldiar should not be exceeded. In order
to avoid inadvertent overdose, patients
should be advised not to exceed the
recommended dose and not to use any
other paracetamol (including over the

countfer.) or tramadol hydrochloride‘ Special Warnings
containing products concurrently without .

the advice of a physician. and precautlons
In severe renal insufficiency (creatinine

clearance <10 ml/mm), Zaldiar is not for use

recommended.

In patients with severe hepatic ,
impairment Zaldiar should not be used ( Warn,ngs:
See Section 4.3). The hazards of
paracetamol overdose are greater in
patients with non-cirrhotic alcoholic liver
disease. In moderate cases prolongation
of dosage interval should be carefully
considered.

In severe respiratory insufficiency,
Zaldiar is not recommended.




Suicide Risk

Do not prescribe Zaldiar for patients
who are suicidal or addiction-prone.

Zaldiar should be used with caution in
opioid dependent patients, or in patients
with cranial trauma, in patients prone to
convulsive disorder, biliary tract disorders,
in a state of shock, in an altered state of
consciousness for unknown reasons, with
problems affecting the respiratory center
or the respiratory function, or with an
increased intracranial pressure.

Paracetamol in overdose may cause
hepatic toxicity in some patients.

At therapeutic doses, tramadol has the
potential to cause withdrawal symptoms.
Rarely, cases of dependence and abuse
have been reported.

Symptoms of withdrawal reactions, similar
to those occurring during opiate
withdrawal, may occur as follows:
agitation, anxiety, nervousness, insomnia,
hyperkinesia, tremor and gastrointestinal
symptoms. Other symptoms that have
very rarely been seen with tramadol
discontinuation include: panic attacks,
severe anxiety, hallucinations,
paraesthesias, tinnitus and unusual CNS
symptoms (i.e. confusion, delusions,
personalisation, derealisation, paranoia).

In one study, use of tramadol during
general anaesthesia with enflurane and
nitrous oxide was reported to enhance
intra-operative recall. Until further
information is available, use of tramadol
during light planes of anaesthesia should
be avoided.

Zaldiar should be used with caution in
opioid dependent patients, or in patients
with cranial trauma, in patients prone to
convulsive disorder, biliary tract
disorders, in a state of shock, in an
altered state of consciousness for
unknown reasons, with problems
affecting the respiratory center or the
respiratory function, or with an increased
intracranial pressure.

Paracetamol in overdose may cause
hepatic toxicity in some patients.

At therapeutic doses, tramadol has the
potential to cause withdrawal symptoms.
Rarely, cases of dependence and abuse
have been reported.

Symptoms of withdrawal reactions,
similar to those occurring during opiate
withdrawal, may occur as follows:
agitation, anxiety, nervousness,
insomnia, hyperkinesia, tremor and
gastrointestinal symptoms.

In one study, use of tramadol during
general anaesthesia with enflurane and
nitrous oxide was reported to enhance
intra-operative recall. Until further
information is available, use of tramadol
during light planes of anaesthesia should
be avoided.

Special warnings
and precautions
for use

Precautions for
use

e Alcohol

Alcohol increases the sedative effect of
opioid analgesics.

The effect on alertness can make driving
of vehicles and the use of machines
dangerous.

Avoid intake of alcoholic drinks and of
medicinal products containing alcohol.

e Carbamazepine and other enzyme
inducers

Risk of reduced efficacy and shorter
duration due to decreased plasma
concentrations of tramadol.

» Opioid agonists-antagonists
(buprenorphine, nalbuphine, pentazocine)
Decrease of the analgesic effect by
competitive blocking effect at the
receptors, with the risk of occurrence of
withdrawal syndrome.

In a limited number of studies, the pre- or
postoperative application of the antiemetic 5-
HT3 antagonist ondansetron increased the
requirement of tramadol in patients with
postoperative pain.

e Alcohol

Alcohol increases the sedative effect of
opioid analgesics.

The effect on alertness can make driving
of vehicles and the use of machines
dangerous.

Avoid intake of alcoholic drinks and of
medicinal products containing alcohol.

e Carbamazepine and other enzyme
inducers

Risk of reduced efficacy and shorter
duration due to decreased plasma
concentrations of tramadol.

* Opioid agonists-antagonists
(buprenorphine, nalbuphine,
pentazocine)

Decrease of the analgesic effect by
competitive blocking effect at the
receptors, with the risk of occurrence of
withdrawal syndrome.

Interactions with
other medicinal
products and
other forms of
interaction

Concomitant use
is not
recommended
with:




¢ Very common (>10 %): dizziness,
somnolence

e Common (1%-10%): headache,
trembling, fatigue

e Uncommon (0.1% - 1%): involuntary
muscular contractions, paresthesia,
tinnitus.

¢ Rare (<0.1 %): ataxia, convulsions

e Very common (>10 %): dizziness,
somnolence

e Common (1%-10%): headache,
trembling

e Uncommon (0.1% - 1%): involuntary
muscular contractions, paresthesia,
tinnitus

e Rare (<0.1 %): ataxia, convulsions.

Undesirable
effects

Central and
peripheral nervous
system disorders:

0/YP1a19N 0Y/MPYN Y 0V

v vopo

M LOPL o¥a pao

TNX 797 IX 7'von nIn7 n/wnan n/nx =
.N9NNN 179N TWK D'901N DADINAN
yTn — 6 qwol 'Ri7 Nwoin — 4 qwo nX)
(qon

0'07¢1 DI'R D'OPNNNIN'097'9X N/N7IN 10 =
/720 n/ARY 719'00 T 7Y N0

NPIMR [N UKD .

J2INDR 9w DoN Nwan 7w axna a0 e

NI9NN IX ,DAND DOWUN ,N1'W NI7I7A

.NNNX NI'9NVID'0D

.MAQO moin nn'7? "NXw D"yiawa 10

.14 717 nnnn pr172

.0mn 1> n7nnn 7210 12N DX

nmn NIMHEEERE N7'o0 'RNn N/7110 1N

.(np7/7"m 10 -7 nnnn 2'oxpP '12'9)

/M2 72'0 YUK NDINNA 'WNYN 7R
Np'n

TAX? NIY2AY NYIT DX UNNWAT7 'R
.N9NNN AN

27U NN N7WIN2 WNNwnT 'R

IX D'2ND 'DDWUN MW NI7I7A 7IND7R
NNKX NI'D9NUVIN'0D nIvNN

MNXY D'V IX 17002 Wnnwn? |'R
.MAQO moin nny7%7

n7nnn n/7110 71'n DX YNNUNY? 'R
Y T

n7nnn 7210 )2'n DX YNNWNY? 'R
LN N'MONN 79101 J1'KI N'097'9K
227 NNNn D772 1'WON1 WNNwn? |'R
14

TNTINA 0'R¥NIN 071N wnnwnY 'R
.(nn1p)

YRNYANY PN NN
4>wana

(...0X V'wOM wnnwnY |'N)

DNAY7 7170 7MKROXID .7INKLVXID 7'ON 1'WONN

UKD ,N7RN DN Tada Yt

Ymman najnmana A1

Jowmn a9ipn? na .2

219'00 NOIPNA DMINRYR NIKpYNn DY .3

NI7'wo 7y Ny'swnn nivon nivsnn n'on - .4
TN

In'woll n'T'o NItNY M7 717y \winn win'w

s e

717V 2INX0X19 .7MKRVXI 7N 1'WONN
WK L,N7RN DMjPNa 1202 P17 DNy
Ymmon noajpmana A1
Jowimn aoipn? nn .2

D"72INRR NIKpun 0w .3
1900 noipna

Ny'oswnn NIson NivNN n'7on - .4

. TdN NI7'YO v

n'T'o NITNY DNA? 717y Jwimn win'y
Dyl
NI720% 0N 71 Wwinn vin'y

MHYIN

B et
[T T YUIE Y

NOIPN IX NIANP DNYY? IT N9NN2 WnNnwn? 'R
.92 YN 2 ndwinn

, MY NONNY? IX INWD ITn7 n/wnan 20 DX
.N9NNN N7'01 197 XONY7 -7 Y 1IN '
.07 DAND IP'WY AT 1'WON2 wnnwn? 'R

710 DX IT N9NN 700 1AW XON7 NIT? "7V
.ANTIN IR NN 1wy iy

T awwp pina AR WARYAT W

DY DT 1'WONY NARNN — 1'WONYT
v D71 |nTn

AN NI7ITA NN NI

IX NIANP D'NYY7 IT 19NN WNNWN7 |'R
.92 YVII'N? *72 NdWINN N9IpN
NONN7 IX YD IT? /v 110 ox
197 X9N7 72 W YyrTIn7 1w e
nv7'v1

.N9NNN

DAND D'WY7 1'WONL wNnwnT 'R
.0y

IT NONN 7011 11NY XON7 NIIT? Y7V
-NNTIN IX NINY 1YY TN 10 DR
D'Y'Yi 071N NN'NTA wnhwn? v!

NIyana nisvson nnnm)
(:nsl'm:x vin'va

Y29 NPV NN 7Y 12am yn'? 7w nwa my:
N'NIN 070N IX UKD
NI9NN ,0'A02 NIN IX NN2NNNYT N1 NNy

Y9 NIAPYA NINN 7Y 12am yn'? Npna
N'NIN D700 IN UKD
NI7N IX DNONNNYT 001 YYD

vnRNYNY PN
9anm N9YINA




N"0A7 [12'0 W' N7X DPRAY D 7NN IX

2INDY7X IX NIDSNN/D'MOoA

399 N9YIA \WNHNY

NITAIN IX NN'WIN 72701 17'7) Nn'wl twipa
DNNX D'2XD DOWNA NIhn 7210 110 ('mn'wi Tipona :b?ﬁ’\?ﬂ ﬂbf\ﬂﬂ
.(0'0X"9IX) NIM¥INNNY 001 IR N'097'9X2 290 INFTINTA 719'0N 19Y)
IX NN'WIN 7702 1i7'7) Nn'wl "wizn 7210 110 YIn'wa ‘N7 NIYoIM 7¢ nN1von U'wd (:ox X9N"%
.('mn'wa TIpena DINX D'ON'SIN DN DOWN] IN 1'WON
DIIXIDNNY D01 IR N'097'9XN 7210 1110 DNX D'2ND 'DOYNA NITN Npna
2'WON WIN'WA 'R NIYOIN 7W nMI1VoN Nt (D'or'9IX)
.D"INX D'ON'SIX DAND DY I ,MN X7 N2'on N'r'zn NdN 7w njna
,MIN2 X7 N2on N'P'7n NNdN 7w axna n/nx 1Y)
imilY} D017 DININA N7'A 719'0 170N
IX NI'7D , 72> N7Nnnaaya-R73e- N/7110 11N N7Nnn 12y n720 IX N/7210 10 DX
.0"yn D"yn IX NI'7D , 720
D"0II DNINN N'7'AA 719'0 17nnNa NTINI D700 7210 7'0 DX
NTINI 070N 7210 10
J1'RY D2) 7MRUYNID NI7ON WK NNNK NI9INN
N7W n™Y ,7ITRNRO0 IX (XON DYWn nrnn
ARTTINRT NI'720 8 TY) nxnimn nin% Navn anny
.(om
M 197w nrwiva (k0T 719'0%7) MAO moin-
A'WONI WNNWNT? |'R" — 2 9'W0 NXKY) R'TINT
("..0x T NONA DX IX ,N9011 N9INN N/701 11'N DX
N X9N7 NIIT7 71'7¥ NINXR N9NNA 719'0N NNY
N'T2INN DAXYN NN 7V NIY'DYNN NIDNN -
NI7'W'-'X IX D1I1D'0 Y17 ' 790nn
NI9NN .[197'V NYINN IX YIVWLY? D7 NINYY
NIMSNN |2 NRRNNA 0'Wann
219107 ,n1'W7 ,nyan? N9 NI 17X .
NIN2N NIXIAPNN NIDNN 237 TN
DNIN,NIMNYR TA1 ,N'097'9X1 719107 ,]102'7192
7MNUXXID NI7'DN TWR NNNKR NI9SNN
D) D011 DARD DOYNI NINYY D' TN
IX (X910 DWN NI'NN 1'RY D)
SN (71iv'w T2 0'onroa ..
N1n7 72yn annY? X7w n" 71TRnro
D"UO7'OX D'OPNN7 DNA7 NIZID'W NIDNN -
(01 ARTIRT NI'7ao 8 Tv) nxnmn
(%27 T21 NIDNN 7W DM"ION D'AI0 XNAIT?)
. : S D2XYN NDWN 7V NIY'OUNN NI9SNN
selective serotonin re-uptake inhibitors - .
,NM'YY ,NYaIn7 NI9INN :|2d) NN
21>* 01 DM, (IxoTa 719107 ,SSRI)
"In10Nnon nNT1'0" DAY T ,N'097'9K7 103’7197
0'NINY1Y7 0'N'TIN DNIN,NIMR 1’3 mManmn
.(0"ojN1 Dard owni NN

719'07) serotoninergic nivNN

DIA'N7 712! DT DNPNA,(JIND'TA

N Mo "|iwnon nnTo”

.NYTN ,N122 0IN 0PV 'R L7127 :XNAIT?
PNN (warfarin :Xnart?) " mig NN

TRI DTN YN a7 NI7'WD 7V nyswn

nivNN n/n? A/NX DK)
owan X'77 nisNn 771> nnnx
X917 72 7V Y190 ,|ITn 'D0INnI
NX Y17 ¥ TNIMA .NNY IX
/MK DX NPNA IX X9

TINNA D1V DIN'T NITR Y'OINY DTIYY (:ninip?
L .(ecchimosis) y7?
nYown NN (warfarin :Xxnart?) [nip NN -
D"yiawa (IX>'12 719'07) MAO moin
V'9IN7 WY TRI DTN NP a7 Ni7we v
. 2'WONN NN 19y
: .(N'09'7'9x 'opNNa 719'07) |'9TRNINf?
N{7T *TA D'WON ,0T YN T2 NIDNN -
(n17'n2 T21) ITONIT IX TRRIDI7ION
D'T'RNUVO DI'RY
7¥ NA'90N NX 7'TAN7 NiNwy
2INKVXKD
[N DTN IRTIRT 7W NYOWNA NTA PNN
; 7NV0Y71> AN 719'0Y7) "MIRI'VO71D
MIX2N NIDNNN DY TN NINE7A
NA'90 NN |'VPNY? N'IWY (DT
.(N'097'9X 'opNNA 719'07) 'OTRNINT -
. RO abhl
nalbuphine, :m>)Dm™on naxd YownN -
. ; a1 DN'YON ,0T NWN TA1 NIDINN
.( buprenorphine, pentazocine
D'T'RNVO DI'RY NP7 T
.(n17'n2a 719'07) |NVOITIX -
NIYY (NI7'N2 TA1) [ITI9NIT IX TNRI9I77I0N
S2mKRox19 7w Navon N 7' Tan?
N'wy (DT 7NV07D N1 719'07) 'MIKT'VOYTID
2INXLVXT9N NA'DO NIX ['OFNY
'y ,07 YyNn72 N'72W 270 2¥pa e
10117 TIFONA AT NN 'a¥na INNY MYOIN
91T ,019'Y2 NINYL? DNA7 N7172WN »
JQIN'Y L71272 0 NIYI9n 1NN mMONPN MYNTH
NIV NN (M) 0T yn?a Ty NN
219'0n 09N (TRN M) (7IV) D71
21 x9N Mol
DNAY? 717V AIRTINT WIN'WD 09NN 727 1nd |nT2 ,N9NNN 7W NI NI7'YO7 qona
/702N X .D'UNNUNNn 2701 'RI7 NIYoINY? 120 'R17 NSO V'9IN7 NI7I7Y win'wn
/2120N K71 PN RI7N NIWYDIN NN KjN7 ,N7'N2 ,MIININO ,NN'YY ,N91 war
.[nn NNX XN NYAIN UK XD ,NYTN DR , DM
Ian nink 1 ' et INND MIYOIN

DX X9N7 TN N7 v
NIXLINN NA7XK NN ) .NONN7 7R N

.nwlIn
|IX1,N2'{P2 NI INININ NIND NIYSIN
NI7'0 X7 NIYINN ,11Ya DRRN X707

D"YR N'O'R NN, TV L (T YIXPY ,TINR)




,NY'721 Wi WI70 ,[I¥70 ,0190 NINSINNA
(jw) 0701 (hn'wia 'wip ,Q1va nnnoe

D212'N NN'R'72 D71 [12'0N) NINYIYA n/wn N
17 x9N7 /mo1 719'0n NX /poon (D'

“NI9ON 'XI? NIWOIN

[ERESIRIRES ,ni'na nang DY
,D11N1 MDY N9 WAI' ,NNININO
,AVTNLLWKY ND ,NWYIN YA

FURSESENRSEESE i oYY
|I97Y NYINN ,2'NN 7917 ,270 ¥
.N2'Y' IX NTY 2¥N2 12'Va 0T YN NI

ESSSERNIRSES n ) oy

DNA7 717w 2'0AIR TIPONA AT L0777 010
JaRma Y, ,019'WA NI'YYY
NIYION 5

917,07 YN'72 N7V ,0'R1 NIYVION NI TIRIP
, DY N'Y L'O'R
(N1 yixpy ,TN) nizan
DIIY'R NANN

DUI'Y L [IANN 'Y, INY VIV, NY D700
LT LN '01'0 ,N1'WA NIvI9n Ni7woa
NTNA D'AND ,DIN 72 ,NIMT ANIX NIYI9N

177 "7V .X9NN NIKIN '97 wnnwn? w' Tnn
.NILA 'K DX NPINN IR KON DY
NOnN Nnin? NN D'RNNY7 W'

1720 2 Ty MPNNN nm XN 72pnn nmnn
ni'7a0 8 nim'ojpzn Ty ,NIvoN NI'Yav NN N1
9% ,011 (7mrox19 a"n 2600 ,7m1v a"n 300)
N9 N¥7nn

.NY7 NNX NN "2 NIYY W NINS7 NidN7 w'
2maon nwnon (75 71 7yn) nnann nroiixa
oy YV'Nn7 v' 7 ,N'0'R NINY7 1YY 9iann
IMN |2 0'NINN N7TAN7 Yana konn
—2'wdN7 NI7207 DMA7 717V Y\winn win'w
NN IX W' D71 TA DY DT 1'WONT7 NARNN
AN N7

.0m NN DY NNIN7WA NONNN DX YI71Y
lWInd7 IX NIXN7 ,0W77 'R

|n T7' Y72 NIV DX IX MN* NN D701 DX

/KA1 ,0™IN-N1 7Y I 1TNY TR /N9 ,nonnn
AN 9NN DTN

IN9INN NWNI9N NRIIN K77 NIRRT DAY 'R

2ANDN NININY DXNNA D710 757 DRI AN
197 |1 .N9NN7 171NN N2IAN? DXNNAL
.T2%2 x9N NIKIN

-X9NNN NINK XN 1TYNA 7217 |nm
N0 NNE7 N, N0 2 v Mnnn [nin
'9% ,011 NI'7av0 8 nm'opn TV ,NIvoN
.X9NN N¥7n

TINX NN |2 NIYY WY NIND7 NdNY7 w!
.NYh

NONNN NX Y1727 lWind7 IX nixn7 ,0w77 'k
.0'n M DY Nninwa

51913 Y2991 19999
N9 HINK ANNN

( noNNa Yunnwn Txn)




2107 'K ,WNTN [ATA IT N9NN 7107 NNOYW DX
21270 T2 AXaN NN DX /NP .19 NN
.N9M2 YyInI

NIWSIN M"NN X7 719'0 NFOON7 ,"7'75 [9IX2
17910W TXN D'0YN D™7910N 78K ,07IK 'K

NI NMIXND 17'09NYWI ,NDNKX |AT NDIZN YN
INI7 NIYSIN V'9IN? NINYWY NOINNN N'7'0)
DTN 'WIR ,NNAXY ,NTIN ,0jPY 'K 1A NIN'ion
197NN 11ON' DT DN .0'Al DAY NIYA IR
,YIXPY D ) NI7'a0 X7 NIYINNIE,NITA N7 IRD
N2WN2 NIAN NWOIN .(NNITI D™MTIN] WY
NN 'D NINO1 JENE 7117] 10D D'axyn
N7RN 'NI70 NIYSINA NNR NY'9IN DX NIk
9NN DY YY''NnY? X1 — 719'0N Nj7090 INX7
v

NIYSIN NN X7 719'0n Noon7 N'77d
17910W D'M'ION D'7910N 7¥X ,07IX .'NII7
V9107 NIMYY ,NdNKX |AT N9IPN Jwna
,NTIN ,0PY 'X 1|12 NINYION 'NII7 NIYSIN
NI720 X7 NIYINN  NITA,NP'IRD 9NN
,N2XY 0TI WY LTI YIXY ,TNR)
DX .D"YNI DAY NIYA IR TV ,0TI0NY7 'WIip
ANKY N7RN 'RI7D NIYSINA NNX NY'DIn
7w X9 DY YY'NNY K1 — 719'0 NjP0ON

n'7'01 NX 17'095n NNX DX
noInnn

EEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEESR
.UTNN VNIEN 'O 7Y "N9INM Ywnnwn TxD" TI91 9o 1y — 1
.YUTNN UNAIDN ' 7Y 'RI7 NWDIN 9'VO N7'NNY '1'w DY Ny — 2




