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Tramadex® OD 100, 200, 300
Prolonged release tablets
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Each prolonged release tablet contains Tramadol hydrochloride 100mg, 200mg, 300mg

respectively.

Treatment of moderate to severe pain
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4.4 Special warnings and precautions for use

CYP2D6 metabolism

((omxa

Tramadol is metabolised by the liver enzyme CYP2D6. If a patient has a deficiency or is
completely lacking this enzyme an adequate analgesic effect may not be obtained.
Estimates indicate that up to 7% of the Caucasian population may have this deficiency.
However, if the patient is an ultra-rapid metaboliser there is a risk of developing side effects

of opioid toxicity even at commonly prescribed doses.

General symptoms of opioid toxicity include confusion, somnolence, shallow breathing,
small pupils, nausea, vomiting, constipation and lack of appetite. In severe cases this may
include symptoms of circulatory and respiratory depression, which may be life threatening
and very rarely fatal. Estimates of prevalence of ultra-rapid metabolisers in different
populations are summarised below:

Population Prevalence
%
African/Ethiopian 29%
African 3.4% to
American 6.5%
Asian 1.2% to 2%
Caucasian 3.6% to
6.5%
Greek 6.0%
Hungarian 1.9%
Northern 1% to 2%
European
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Post-operative use in children

There have been reports in the published literature that tramadol given post-operatively in
children after tonsillectomy and/or adenoidectomy for obstructive sleep apnoea, led to rare,
but life threatening adverse events. Extreme caution should be exercised when tramadol is
administered to children for post-operative pain relief and should be accompanied by close
monitoring for symptoms of opioid toxicity including respiratory depression.

Children with compromised respiratory function

Tramadol is not recommended for use in children in whom respiratory function might be
compromised including neuromuscular disorders, severe cardiac or respiratory conditions,
upper respiratory or lung infections, multiple trauma or extensive surgical procedures.
These factors may worsen symptoms of opioid toxicity.

4.6 Fertility, pregnancy and lactation

Fertility:

No fertility studies have been conducted with Tramadex OD.

Pregnancy:

Tramadol should not be used during pregnancy unless clearly necessary. In humans, there
is insufficient data available to appropriately assess the safety of tramadol use in pregnant
women.

As with other opioid analgesics:

- Tramadol crosses the placental barrier.

- Chronic use of tramadol may induce — at any dosage — a withdrawal syndrome in
newborns.

- At the end of pregnancy, high dosages, even for short-term treatment, may induce
respiratory depression in the newborn.

Animal studies have not shown any teratogenic effects, but at high doses, foetotoxicity due
to maternotoxicity appeared (see section 5.3).

Breast Feeding:

Approximately 0.1% of the maternal dose of tramadol is excreted in breast milk. In the
immediate post-partum period, for maternal oral daily dosage up to 400 mg, this
corresponds to a mean amount of tramadol ingested by breast-fed infants of 3% of the
maternal weight-adjusted dosage. For this reason tramadol should not be used during
lactation or alternatively, breast-feeding should be discontinued during treatment with
tramadol. Discontinuation of breast-feeding is generally not necessary following a single
dose of tramadol. If long-term treatment after birth is necessary, breastfeeding is
contraindicated (see section 4.3).

;1...8 Undesirable effects

Psychiatric disorders
Rare: hallucinations, confusional state, sleep disturbance, nightmares, anxiety, delirium.

Eve disorders
Rare: vision blurred, miosis.

Renal and urinary disorders
Rare: micturation problems (dysuria and urinary retention).




DopT

1l B N9

D'INI0N) 'MIN'VAN YT'NA NN DHIANA DATYA |77 .2020 7' RN PTIY DX J17vn
(omxa

N9NNA YIN'YY? NIYAIN NITNIM NNATX

.OD o702 719'0n 197 NN IX X9N2A yviI'n

17 W'Y IX DNNK N9NNN N'7'M2 719'02 X¥N1 ,NINK N9NN7 NNONNNN 7110 NNIX DX X9N'7 190
JNKX NIVY YWIN'wa (NNDNNN) DT IR N'W91 NITNY DNA7 n?717Y 1T N9INN .NINXK N9NN2A NITN
NNNITINA DNXP AT 7197 21 1T N9NN2 WnNnwn? ¥' NISNNY NNdNNNY N0l DY 0'7910N]
TP N'RID NNAWN

WX NT D'TIND 1Y D7 D'WIRNN 7707 .0TIX NIYXNKR 7202 (DMnin 917'n) 0771201 12y 72mno
[PN" DP'7N71,790N0 DAY X7 AXON )ID'WY DN D'WINNDN 7702 .NIRIY 0T DNV V'ownT 1D
TIX 7090 ,NINAN 'NII70 NIYOINN NNXA |'NQN ANX OX .DNIMN 'KRI7 DIYsIm NN Nk niaa 'n'o
DIIY'X ,NIMNY' 71272 ,N'N0Y IR N'O'R IN'YI NRIDT NITY N72177 TP N191 NDINNA WIN'wn
JIAN'T N0IN ,NN'YY RPN IR N7'N2 D107

D"aanNni DTy

14 22% nnnn 0T Y'mim 'R I 9NN win'wn

DMONNY [II'DN NN'W NI'YVA DY D'T72 win'y'? Y7nm 1'R 72ImNo :nn'wa Ni'va oy 0772 win'y
A9X DT N onmn nern 07t 2rmnon nvan v

NI'NSINN |'2 NN

Dwan X777 NIsNN 770 nNNX NIDSNN ,NNEY 'IYY ANX OX IX NINNKY? NN DX ,Nj71'7 ANR DX
NIZ179Y 1’7 ,NIXAN NISNNN DX NPI7 ANXR OX TNIM2 .NENYT IX X917 71 7V 190 ,nITh '90INI
:OD oj7TmV DY NI'MM9NN |'2 NAIAN NINY

(n'097'9X1 719'07 wnwn) 'OTRN2? @

(DN DRaAXd DOWN) 'XITVID L,|'911271 ,|'971N91A

21IND7X

(0'mon IX 71In1DRN N'7'NAa 719107 wnwn) 107107

DY 217'wAl D'NI2A DY1'N2 NNP72 AWKRD TNIMAL DM719'0 012'N2 D'0IDY97 DNA7 N217Y IT 9NN
N17700 NNNX NISNN

(Jlw'v NPOONa YI'0? wnwn) [I'DN91) e

.(NM'M2 719'07) |fup1on e

DN N7V 'RIT NIYODINY (10N

D"VID'09-'VIX IN [INI'T *Ta1 |1AD ,(D'0ID9 'OPNN) NIN'IY? DNAT7 NI7I7YN NIDNN 7010 NNR @
DX 17 MK k9NN N7 12 OD o7 TV 7011 NNX DX NI7YY7 WY qpnn7 [12'on .0m'ion
.7 o'knn OD oprtmv

D'2'NON NINYT "IYY NNRI 7R NISNN 0y 2207 1wy OD opTnvu .0'M'on [IXY'T 'TA1n 700 NNK e
,OPW 'X ,0"1'YD NYIN 7Y D'071UN DY 7710 ,N1MxpI NMIXY 'M72 0NN DPIXIDNDN (12D
.38°C 7un 912 MIVISNL ,0MYWA 12N NN ,DATAIA D'OPY9Y , TV ,NNAAM NYTH

NIMISI 27 L[N

J'01707 'NDN DT DX XX |IM'N2 DX OX N9NN WNNWNY? 'R

IN XOINQ 'XVI L1M7 012'07 NIDNA X (1NN NIFNY7 2IYY NRY NAYIN N0 IX [IN'N2 DX DX
.N9NN2 WIN'wn 197 NpNa

DX ,['917'N7 IX .nj7aNN 17nna nnX oyon nir OD oL 7107 'K LD 7V .OX 2707 w19 21Tnao
707 2'09n7 "7y ,NNX oyon i OD opTmIv N701 NX



DopT

i} BN
JNYD NONNA YWIN'Y 199 NN IX KON 'XVIIN
NNNdNd vin'yil na'nl
.N9NNN N7'va |nTa AINMY 7NIAY 'NIN'V2 AT OX NIV J2'X DX NPNA IR X952 Y.UII"H

?091NA UNNWN 1D .3

N7 DMWY qiann 72mmno nwnen (75 72 %un) o'w'wp 0'7910na — (75 71 hyn) o'wrwp 0'91un
2NN 2 D'NINNN NOIRN 7Y Y70 1wy X9Nn L)% (121 0T OX . N2IvN

N91NNN N'7'01 NX 2'05N NNX DX

YUNNWN7 7'09n07 J2IX12 DX .2 7V 17 NN X9NNY 720 NIMIKNSA N9INNN DX NNPZ7 2'0907 'R
'R 7 YV 179 KON .NDINK NDIPNYT7 N9NNA NYNNWN DX TNI'MA ,X9N2 N7'NN yvIn ,N9NN]

NIY9IN NNO7 NNWOKRN NIX N'NONYT T NATNA [1'AN DTN NIYXARA NI'AY 710! 0T ,j72'0907 'Mni
.(N7'Ma amon) N7

DN ,NN0 YR Win'y 1NX? OD o TRV NNRY7 0'7'09N D'7910NNN 77N TWKRD ,NIN'TI D'N'YY

, TV IN NNAXY ,NTIN,0PY 'K NINKAN DIY9INNN 71207 0717y DN .n'7'Ma 1'nonn 07110

.DT'N7 '"WIRI NIMOERI90N

17X D'21'NON NYSINA X9N7 190 .0'M' 1901 N NINTY1 770 T2 19X NIYoIN

X117 niyoin .4

7n2'm X .D'wnnunnnm 2702 'RN7 Niwosin? nna? 717y OD op™NLa win'win ,N9NN 701 1nd
AN NNKR QXN 720N X7¥ DN RN NIYSIN NNwA Ry

STINA NN [N DNMAN NIYR NIAAN X NN NIINY 0Na7 Dfgy NisnNnNn 73

IX D191 ,D"9Y9YN NIN9INN ,NN'Y] "YUi ,NN'YI] 0'OIXDX 7U NMINND NYSINA T''n X917 N1O
(9120 72 2y nyswinn X 1'va) T IR N9 ,0"NOYN

(100 yimn o'ynnwn 1-10 2 niy'smy Niysin) NiNDY 'R Niysin
nN'yy

nyuTn

no1 war

UK 2D

RPN

nio"y

DN

:(10,000 imn o'ynnwn 1-10 2 Niy'simy niysin) NNt 'R niysin
DY NYWIIN

[IANN2 DY

TV LYIXPY NYIND IR T2 ,AYWINN 10IN

D"O'N NN'W] IN 27 X7

NN WILYWO

INY |NN2 D"

(n'7'a22 'M72 NNRYW NWINN [122) NN QXN DY
N'wNna 0"'wil (NI7'wo2a T [130) NI7'woa 0 'Y
(DT NY'MY IX NURY) NIFTN

721271

N7'7 '01'0 ,NM'Y NIVI9N



DopT

1l B N9

NIAN7X NN

NNNOX NNNN

NP7 07217V (IT N9NN2 NN IX NNdANN) N9NN2A NIN

N7'01 NX 2'09N0 NNX DX" 3 9'W01 NXD) Y'OINT 0'71>' N7'M2A '1'NON ,NIMIXNDA 719'0N N70%N]
.("nonnn

D"VO7'OKX D'OPNN

D'TTIA DM{7A 190N T '"A'TINA N7V

(o'TIm) DIWR NIXIDNN

(01M'7T) NiyTINMAa DT DY 7127

nTIN



