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%ADR : Adverse Drug Reaction
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HE 9 FEH(EMA)S] CHMP(Committee for Medicinal Products for Human Use)7F SCOUT(A|F-E=H] A1G 34| Aok Hhl AJE
H7h A3} 91dAdo] R4S ARttt A2 vt fEHATE)Ol HEEjES] HEE 70 o gt s A S Harskelkal Wt
e} AE O] oFE P (KFDA)RE QJoF QP £:51(2010.1.22) B A|3H2010.2.1) Watsto] A E A A3} Folg7] 5 i oFAl A
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Sibutramine-> Al A=BMD) 30kg/m? o1/ E+= the I QIRKC]: 18R}, T, TAEF)7F Sl BMI 27kg/m? o433l H]keato]
Qo] AR ao|9} T AledA(Es FA)E 293 H[ib ] 5o AMEEE 9FEE norepinephrine, serotonin, dopamine(to a lesser
extent)2] neuronal uptake Apeksto] Al&94 9l Fef ARF F7HA]7 = 28-S UEfdlTh

SCOUT(Sibutramine Cardiovascular Morbidity/Mortality Outcomes in Overweight or Obese Subjects at Risk of a Cardiovascular Event)
AT 20029 =0 AlElo] AR A ATtef tist EMo] APFoR 20109 397 HFATEIA7L AEE dgolct 20099 11€ 20
t]FDAE placebo(sugar pill) F9Ix-E ot sibutramine 1|4l cardiovascular events(heart attack, stroke, resuscitated cardiac arrest, or
death)7} & o] BA3th= 23S A E Solkal ¥i3l v l=d], £ A+-& 7hets] A706HH sibutramine + standard care® 13t 157kl
placebo + standard care® 13t AlF3Hga} vl w ol A E8A fafatEE Soletl o AIA S Hol7] Q1s) Tl Eglom dtel Xrofet
3A}= @type 2 DM only group @cardiovascular disease ZHAE = group Gtype 2 DM + cardiovascular disease #7= $l= group]
&8P A 554 o]Ake] vlukel ARFER tfEk 10,0009 0] #rofstitt. Sibutramine $o17-2 11.4%, placebo F£ol7-& 10% A=A A8
AT 7L ATk al Barskal glom, o]l oAFd ZlET) o 2 AfolE Kol sibutramine®] AE3A AEAAS &=tk AS
AIATSFAL 1.

e

Studv arou Placebo Sibutramine Hazard Ratio Pvalue
y group (% of patients) (% of patients) (95% Confidence interval)
DM Only group
Total patients(n) 1,178 77 1,207 79
Cardiovascular Events*® (6.5%) (6.5%) 1.010{0.737, 1.383) 0.951
CV Only group
Total patients(n) 793 66 75977
Cardiovascular Events* (8.3%) (10.1%) 1.274(0.915,1.774) 0.151
CV + DM group
Total patients(n) 2,901 346 2,906 403
Cardiovascular Events* (11.9%) (13.9%) 1.182(1.024,1.354) 00231t

* Defined as heart attack, stroke, resuscitated cardiac arrest, or cardiovascular death.
171 Statistically significant result.

VIEDAL: 712] sibutramine eS| AT o] ABTA o] Gl Bt o] R ARG A) 2ok Hehs hgo] thsh 3744l
AES ATle] 2010 19 219 F71 3ol ofefsh 22 HBTA Agho] = PAolARE AHFHE ¢ Hohs -8 S 208
2B, G A2k O 2] A4 AR o R A RHHES =Olehe s oo, o5l siburamine AHE $AY] Btk A
MEESE )40 % Heltto] A4H0R SR AHGE FAES S, A5 AL 6ol Aol AT 5%t HYSIA %S
A9 A5 fA7E HAolA GOr] HBA o] 2 FolZ FHOlEE Yok,
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- Contraindication
- History of coronary artery disease (e.g., heart attack, angina), history of stroke or transient ischemic attack(TIA),
history of heart arrhythmia, history of congestive heart failure, history of peripheral arterial disease,
uncontrolled hypertension(e.g., >145/90mmHg)

= Reference : Follow-up to the November 2009 Early Communication about an Ongoing Safety Review of Sibutramine,
Marketed as Meridia-FDA, 01/21/2010



4 - Case Report
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HIZEX|Z2Hl= TA AR XY 4 AN F 7tX| 2 Lz 4= AUCH A= AHH= SFLEH 0| 2H8t0 MZEH, =20
oy =, =Rl SO MAMIEHE ZHYLEM AES ANSIE ZUZAS 77| =, IO HI2tX|SHZ 517t 2ot Al
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HMZ= Lipase inhibitor®! orlistat7t ALt

MEZAHKM2 Phentermine 2 0]0] A2HQ| FAFS0f TIS™ TS 2RO SOOI Y2 AL, 11 L Jts
05k ULt 2 ZLHOIM O] HESREHHES M AL7H Y5t HE0 2 HAM KFDA= 28 Mete Sl Q&1 5! 2HXjof|
Al Ol243 Araofl To 2|1, 2= A S0|A MI X2 S RI;MES AMAHE ZLEZGIET SROIUL.

* PhentermineQ| Y% M AZQoHES - Hypertension, palpitation, primary pulmonary hypertension and/or
regurgitant cardiac valvular disease, tachycardia (frequency not defined.)
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