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A Abo] ek Aol Ak at glek. AlCPA(KEDAIS £ 4
AR BT HAge o] 49 Ha4 Ao RA AYE AU Al S Rago
B ofel 9, 1 Bok HIE RAE o] WA, e 5 Avd AR B
FeBlok 8 A0 SIUALS ST, QS AHE-S Sl3te] AHYIE BRI Hgicka et
oul BAUAAELE AR Fa hg-S 154 vlek 2ot % AT AT} B TyINEE
7Hs ol QI Elobe g, dsndlo|=, HlAkn|neo], AxzsBdolE, SAME Ao
31 3ol Gl ol Kol Brloju], KB Mg F 27 Foh B 3 Holo] oAl eFS
3 A, 15U AR AHS SN 10T AL FA% A Fol Tysglt. E3) Agetd ]
B4, AL 7] B, B RLA BAEE B8 B4 $19Ao] 00 A4S A7} o]
UISE el AAE AL A% Wlol kA FER S8 Ao] FTHI AT HHALL,
o] AA|7F UntelopEo 2 Bizwlo] glo] YA PSS Anl Aol o|efat AHE 53] AP 5
HOA| g $42] 31oIF 2 FHsAC
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- KFDA, 30/APR/2010 -

& HFDAAE AGMY (EE ) IYEERY B0
hormone, GnRH) 2H4-A1E FoFsh FA A it E4 483 9y 30| S71eteAE
B7}F Zo] ok Hxsleic). o) AYAY N 8E 93 GnRH 2-4A1S Fo] W= gxjo} 1d9x
AL S-S vt 679 AFARE AES A3 GnRH 2H8A| Fofdhxof A Tinty 9l AETA
Agko] §ofo] AZ A3tk Ygof ofek Aolth L o] & 7] AIIAE A7l AT
A7 2] A7 Qo] o 2L WHAA] G AFgtott, ofof] KFDAdNA = AA71A] 9] R EA S
Soto] & AA Y] bAst AFEE ol s HEIFE A AL kA BAE dFol i ARE
A% of GnRH 28419 43 8-S AAHA Frtsfof o oY oFE AR Al Gt
A A3 i o B8 mUE 32 A uskgich

¥ WEF 22 (gonadotropin releasing
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(0 Stalevo (entacapone/carbidopa/levodopa) : Ongoing Safety Review

UFDAE AEHEE H-80k= oA APAY WAEo| wobd 4= ke Y4 AlE ARl
s Bt Folct. o] YAMAIE (Stalevo Reduction in Dyskinesia Evaluation - Parkison’s
Disease(STRIDE-PD))& AEH| KBS B-8-5}= 2Al<t1} Alvv] E(carbidopa/levodopa)sr £-8-31=
Aol A 57l 7E HE WA AR Blal- Bk AR AT B4 F oA 15k
AEHY RS E80ke ShAtolA] o W A of WAo] AR Gl Jleuf AR EE Foldh=
thE controlled clinical trialol A= AP A Wgo] AR ] oko} FDAZ} 3 AR E A4 A&
Sl Aom AA7EA|= o] ol tet &L Aot Hi7F el A A] ¢he Aot

- FDA, 31/MAR/2010 -
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%ADR : Adverse Drug Reaction
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e olek. ol 28 ok A -0 opo] F, TA), WA 0] oS Ak go] ofah Ak ok BHA 7] o] ThojBlA] g kB AT Ao 9tk
1. ASHIS LA FSHN Y51

o
RG] SI8) SPTAH] FEEL 7h4, CYPAS0 2 SUA(RAHZO] BARSL B9, CYPASO K (hArEo] MIggael 59)
oJ3] o] SRESA SAo] Wdlslel bt Ak, Tl oleldt ME Rtk GBS FHE A 9012 R SR

*Z 4 A : Ketoconazole2 AHd pHOIA & Sdhcl= 2A4RH7(Q10|, H2 ZEHILt proton pump inhibitors (PPIs)E BE6t= A2 912 pH7t &5
6101 ketoconazole?| SOHE UAALLEM LS9 545 AAAITIC,

* 2t oK : Codeine] RSz o= CYP2D62] 2 A0 28 morphine 2 CHAYE0] LIEFAT, 222 CYP2D62] HRIMIQ! quinidine codeine
0] Z-HHARMIR! morphine2 &2 CHAME= WS HAMA RSHIE UAELE

* A 2 F: CYP3A4LE MDRT(Multidrug resistance)2 rifampin, carbamazepine, phenytoindt Z2 k2, 5, IFYX SF0)| QJsf QMAL &t
&10| B7total AESUALSE0] SHECE 0[2fst AR A R& A1 EESH= 42 2-350] 2X T2 A4S AP EXE 0 3=
SOt AAELD,

*MIZLH 015 AH| : 2t S2EH=

0ok

&= Clonidine0| XEEQl adrenergic neuron L0 EEdt= 22 ARM[SICH

M

2. ASHNE FINTIE ASHH Y5

oo

OFEA|A Q] A7} 71 Tot 7] -o|t}. Cimetidine, erythromycin, clarithromycin, ketoconazole, ritonavir, AH& A (grapefruit) 52
CYP3A4 14 JAAES 43 %EY HAE dAIY 5558 7M1 4= ¢l=dl, cyclosporine®] 54 3 HMG-CoA reductase
inhibitors®l lovastatin, simvastatin, atorvastatin®l 23t +&H35-2] 9194 S717F 21 oot} Quinidine, chlorpromazine, haloperidol,
fluoxetine, paroxetine 5= CYP2D6E A|sto] beta A3A| 9] 235 Z7HAIZIT Fluoxetine §H717F w9 3L, CYP2P69] AA| k7t
7 YEPHER fluoxetineo] oJeh AFEAFTAE-L 4= F7} Aol Lerd &= Qlot. Ae4alitdS Methotrexate®] Aol A2 i gl @%
S ATS ZhAAA methotrexate?] 85527t AR5tto] BAlo] 71 &= 9l

£ 59 otam @)} oS AS 8ot FA We WA e HAZIAN 289 AAdE

T/ AYRIFANSAIDs = Fkd ARG ol QIoF 88 31 S7FAIZIT}. 12| 1 KetorolacS THE NSAIDs
AT 9 A =29 RS S7HI7IE Ao® dEfA ¢lon piroxicam, celecoxib 59 NSAIDs HIEFARHA],
Al, ACE AIAIS] B2} ankE whajetct. Quinidine, sotalol, dofetilide 2] QT-A%+ k-2 thiazide, furosemide 59 AZFHZES
7%= o] A9k B4 A] torsade de pointes®] W1%=7} Z71etet. Sildenafil 52 €754 X 8AEL 4% X8 A9 nitroglycerino]H th2
AArA T ol cyclic GMPE “d5A1# dao|dais Yepfu g & oA & W&ot 4128 A deo] vebd 4= Qlek. A 29 A|(lodinated
contrast materials, parenteral)= Metforming 0] 591 Lo A AR A] ZYGA o] &Jgt AFH 02 metformin®] AlufAo] &JA|=|o] lactic
acidosis 'HAY $@ o] F7FolLE WA 2 GA| ARE- 24 Z (48417 A)HE metforming FTol= Ao HigH2|sict,

FEATAES Ao OFEE Sfo] 2713 oFF SloE Wt o] FEES BE QIR Ak QAW ATHEE 3] dost FEEL
7|oJ8flok & Zlolct.

QE o MBS 7

Proton pump inhibitor, H2-receptor blocker Decreased ketoconazole absorption Altered gastric pH

Increased concentration of
HMG-CoA reductase Inhibitors, Inhibition of CYP3A4
benzodiazepines, cyclosporine

Ketoconazole, itraconazole, erythromycin,
clarithromycin, calcium channel blockers, ritonavir

Cimetidine Increased concentration of Inhibition of
warfarin, theophylline, phenytoin multiple CYPs
. Increased concentration of Inhibition of renal
Salicylates

methotrexate tubular transport
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HAER| R} A FO kRPN (KFDA)S €eirl SFa/do g 5 F 714 oY 9okas 8 A o gt ookze] AHgo1
oh2 ofefEo] gk o} 7K F2g-0] fdolt ok ol AR QIS A5 Aufjrh f-ejEof T2 TAtoA FAlo] A =2
ZAEOA = ol El= 9JefEe] 2 S HWEHVIE Asto] TR HE-S Farstlen, 20049 1¥ 169 162712 &3] Wi
o] F A& 37 T= AAIE o] AA F 356712 87| Adwol ZF HUY] AAI AR Hg s o] H8a7| o S AH R FoE,
E7H8HA| A =5 SIel AgofoF Sk 49 2Jgha LA of okl A AM-E Aot stal Qltt.
KFDAolA] ZAJSE BHE57] oFa & AAl oA A BEEe] 371 875 = APl 3 o BEa7] A& ofefiol 7hds]
g efstsitt.
1. Alprazolam (Xanax®, Zanapam®) 2} Fluconazole (Diflucan®, Flutecan®)
© Imidazole| EXIZH0| 2/$t CYP3A4 B4 XolilZ benzodiazepinel 22| ¥F =7t S7HE £ UCH, 023 HM2 SXIFH|
SO S0 U7 LIEFE 4= UCH Midazolam £ triazolam itraconazole EE= ketoconazolelt HE27(0|Ct, Miconazole =
fluconazole2 £t AL glucuronidation2 7{Xl= CH2 benzodiazepine(%, Temazepam, lorazepam £ oxazepam)0|Lt CYP3A40]
Fets FX| Y= AXIANE HEE WS D2o0f ST, HYHE2 SIXFS0|A| TN 2E S7t 3 SE0f| CHol AHSH0{0f St

2. Tacrolimus(Prograf®, Tacrobell®) 1t Amiloride(Amilo®), Spironolactone(Aldactone®)
© Tacrolimus?t 1ZEESS U £+ JOCOE ZE XY 0[xXQ] @8 E= ZE2| NAMF= 6HX| Q=Ct. E3t SXt2| Potassium level
2 X £¥ok= 40| ECt

3. 2254 ZHX(iodixanol, iohexol, iomeprol, iopromide) 2t Metformin(Glucophage®, Diabex-XR®S

© lodinated contrast materials-induced renal failure2 QI8 metformin2| A181A0] X|H =) lactic acidosis7t FEUE 4= YO Z 48A|Zt
O|L} HES Z6I=F it

4, Ketorolac(Keromin®, Tarasyn®) 1t CtZ NSAIDsH| 2= (Anaprox®, Airtal®, Mesulid®, Brufen Syr®, Pontal®, Soleton® )

of
O ATEH BB HIIEE2RE AU, 2317 |H £ Y/E= HE S0| Llg = Uk

5. Sildenafil(Viagra®) 2} Nitoglycerin, Isosorbide dinitrate(Isoket®)
© Sildenafilo] PDE 5 (HEZ2 0|2A|7|= cGMPL| EdHE EXIst= 2A)E AM[SH nitric oxideQ| ZS(HUHER)S SLAIA
HIZOIIZ0| 57HEI

6. Simvastatin(Simvastar®, Zocor®) 1} Protease 2X|X|(Atazanavir(Reyataz®)S), Clarithromycin(Klaricid XL®),
Itraconazole(Sporanox®, Newtrazole®, Itra®)

O L= 371X M& 2= CYP3A4 22 S AH|5610] Simvastatin(HMG-CoA reductase XIS CHAIE ANSICZM HESEE MEA|F
AR BB L2 2HS LY 2IR0| BIIRIT Pravastatin2 CYP3A4 EAE AR X] B R 47| AZ1 &5 AHR0| HolCh

7. Valproate(Depakine®, Orfil®) 2t Imipenem/Cilastatin(Prepenem®, Tienam®)

© Imipenem/CilastatinO]| valproic acid glucuronideZ} valproic acidZ 7t+-28i=l| ENHOZE E|= U2 AMSIH BE L7 ZALER
ZHE YELO| Xk (0] AZIC

8. Caffeine anhydrous, ergotamine tartrate(Cafergot®) 2 Sumatriptan(Imigran®)

© Sumatriptan2 methylsergideLt ergotaminedt HEEF0] ¥ I FF= HES0| ZOKAM, HXI0| M2 ZMIX] H1E X0| QAL
Triptans2t ergotamine2 LE6I7Lt B2} A HO| MKt HRE0= Z7]0|Ct. ErgotamineS E &St MHIE F0{ot T H0{= 24A|7t0] X[
20 triptanS A0 2T HHYA Triptang F043t 20fl= 6AZH0| X[ 20| ergotamines Zet3t MIKE F0{s{0f ST,

9. Rifampicin(Rifodex®) 2} Nifedipine(Adalat Oros®, Nifedipine®)
© Rifampicin0] CYP3A4 EAE REGIH nifedipine? AIE S7AH S@ESE7t AAESE ST ZAFCH MY A 2Rt HA HHS
E2E HLIEYH0} STt
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<X edlUV\e g FX|5k= A0| Z06ILC}.
&f"{f X ELES : OIOHS XHO HOfE BAME ¢ MES : OHS SH= HFS HO{a
XITO'_|_|E —||_T'_“E;TE'1 >-<|:|—|o —|—|E|_I' O'I
O MAN2 AR0NM XIZHE FRSIE +UZE AFZoHE 40| M X| g5 Moz FOE SX[ot
O|27| ¢S WEo0] Metot ZITHS W2 F| CHA|I QI AFSX| R E W= 20| S0t IR

2010 42 OOt H R X|HASHAME] U USROS HOXE 7 A 2 G w77 ekt
FEA 2, U iorg A3, W 249 30Ut FEAXZ MYHUSLCH 200 ZAEZLC

Tel (031) 219-4039 Fax (031) 219-5685 dUL | 2010.04.30
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