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Tramadol Once-a-day Tablets (Zytram™ XL)OI CH5}0q
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Chemistry
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Pharmacology
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g8ke] ABEAE Jepaeh S84 A3 in-
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Clinical Pharmacokinetics

Absorption and Distribution
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Metabolism and Excretion
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Fig. 1. Structure of Tramadol hydrochloride
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Clinical Experiences
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Fig. 2. Time course of plasma concentration(ng/ml) of
three drugs in human volunteers(n=22).
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Table 1. Summary of steady state pharmacokinetic para-
meters-TRAM.PKIN0020

Tramadol SR Tramadol Tramadol
tblets 150 me  SRtablets  xkzhA
J 200 mg 50 mg t.d.s.

AUCY 38410140 517222138 428212132
(ng-h/ml)

C o 2445134  3234+1.28  283.6+1.25
(ng/ml)

T,

max 50 40 30

L))

FIL 299+0.66  2.63+0.60  2.82+0.53

T, : Time to C_, expressed as median

EI : Fluctuation Index

400 mg? Diclofenac ¥} &A|l Voltaren® SR A
75 mg, 100 mg, 150 mg#e] FEAF AL viw
317] A% R, olF A, HIE, v 94 A¥
A 5 AAE QA FEAC] w3 3R} &8
Ex 5539 Zytram™ XL SR Ao| 1 oJAto R
EF i

FHHEGLE U3 5= WA FF9 55l
= 27979 #ANA Zyram™ XL SR & 150 mg,
200 mg, 300 mg, 400 mg®] FEA=} WeFd S Uub
4% Tramadol capsules 50 mg(Zydol® capsules)¥} )
Zap] 918k 729, olF WA, HYE, AldeMe
Zytram™ XL SR A7} 19 3-~43] FoJ3}:= Tramadol
ARl AEETel Wobd Sl Aastxoz
FERE AP Zywram™ XL SR A FoiZo
A o}Z 2] VAS (Visual Analogue Scale) % 2Fo]
Z7VF d9enz A% ) 2442 ASEE 3
T AT, BFeE 3 et AR Aoz
= o zhgo] A7 X&EE & = U

ZFHHY A 13499074 Zywram™ XL SR & 150
mg @ 200 mg?] FEAIL WS 19 33 Fo
Tramadol Y¥HAA] 50 mg(Zydol® capsules)? v]a}
7] $18 728, olF WA, 1A AIRE W3 A Al
T B U 9ol Al 22 BAE LR
2Ade] Sl Afel7t gl Aoz vepget. e,
Tramadol L¥FAA] 50 mgs 19 33 FoIslgdS o
B} Zytram™ XL SR A 150 mgS Fo3kdS w7}
Fag e} fEAC] YEo® Qg g o
HG2-E FAE 4 Adeh =3 A AAE ZF F
of R FAA AlFE AR AFE FAIME
Zytram™ XL SR A 150 mgo| 7 AE%=7} =2
Aoz ZAES

% FHER 53l e FAIA Zytram™ XL
SR A 150 mg, 200 mg, 300 mg, 400 mgE A7)7F



Tramadol Once-a-day Tablets(Zytram ™ XL)el| dis}e]

TForslg S o JoRds FEAS Bre] Sl
186199 Aol 1870 Fot TN AlES ke
o) AE A3 Zymam™ XL SR tablets® 7} 7)1t
Tt AR 15E VAS BF Adle|e] Felghel
WA FAEE, 7 vHEAl AR 5 2ol
HI Yok s 2R u)go] EhIL, =g %o}
717 et Fol S3FE wER] W Ak Bl gl
i A 55 EUE 43 55 24 &) o
= Ao e} w3 o] Ao FAbES B
328 2R} wlgo] oFE S A3 7zke] FR A
Ao H7t 717k FR AR AT S-S
Hed F9ic}.

Adverse Reactions
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Table 2. Incidence of common ADRs of ZytramTM XL SR
tablets

Number of Numberof — % of

reports patients  patients
Nausea 269 208 26
Constipation 232 155 19
Dizziness/Vertigo 151 129 16
Somnolence 144 111 14
Vomiting 99 91 11
Headache 106 86 11
CNS stimulation*® 110 85 11
Asthenia 46 37 5
Dyspepsia 40 29 4
Diarrhea 40 36 4
Dry mouth 39 26 3
Anorexia 31 21 3
Sweating 31 27 3
Abdominal pain 15 15 2
Micturition disorder 12 9 1
Itching 21 12 1
Cough/Bronchospasm 9 9 1

*anxiety, confusion, euphoria, depression, fatigue, hallucina-
tions, insomnia, paraesthesia, tremor, others
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Dosage and Administration
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