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m Thiazolidinedione| 2zt x| Z&| 271 A2H|H| (Avandia® Tab 4mg, Actos® Tab)
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- Dear Healthcare Professional Letter, KFDA, 17/AUG/2007 -
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m Lercanidipine (Zanidip® Tab)
AAALE 213l FUlollA] o] oS 18] o] Fofuke 3k} 488477 (71D o] Fof W2 Bha} 203HS th o 2 XS Al & 2AMAT}
o duhE HHFHE2 3.2%, 3.9%2 BT AFAA7} & Ao Z AN F12 2.8%(134/4,8168), 2.5%(5/203) o]c}. QFHEZ-Z7} 7}
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Ciprobay® Inj (Ciprofloxacin)

Tritace® Tab (Ramipril)
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(1) A © Lamivudine 4] 7129 et 4ol W4 BY AR Q19 DS UG AT FDRA, Lamivudine AHE F
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Lamivudine WA WHo|E &3 A)e] YA TR nlo|gj2gz] Aalets] &t uk-3(virological and biochemical and serological
response) 2-& Z2|8H AAPY T 1), 2) 2718 54l S5 73
1) Lamivudine AH& 3 HBV-DNAQ) %8} 5|91 01},
-23] o]3 (B 370 1+ Z7) HBV-DNA(+) 0] E1E|& uho]212~E 3181 (viral breakthrough)& Ho|& 79 =&
Axjel A - 13]9] HBV-DNA(+)¢} BE7Hed ufole|2 kAl Ak E<dlo], HBV Drug Resistance Mutation [ 5] FARY mutant} W& =
= 7% (2, Lamivudine®] A|4:2Q] ARg-ol| = B-7-5}31 HBV-DNA(-)3# 3} H| A= ¢kgkont, BYZEY nlole] 2 AUl S
o], HBV Drug Resistance Mutation [ZH]5-d1 AR} mutan} & =0, o)) 2)0] 218 W53k 4-$-olli= At oA 7Fs)

RARAR % HBV-DNA(-): HBV-DNA<10(5%) copies/ml 5= detection limit7} 10(5%) copies/ml ©]/3¢1 ZiAlollM 2411 749
T 2) P71 BHAST B ALT280IU/L) S Hol A -2 vt dA 7171558 VEhiE 7%
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- A2} Qoo (Eol UXFE) A= Hepatotonics gk AH-S S/t HHEEE 311
- A Fgk A S} 2l s 79 HepatotonicsE Q9 01(EQ] ARFHEES 3
B) TRk Hd) 2960 (AFeFdS  913Y), o] 75 entecavir ATAIGET : vlEt2FEA 1.0mg, A)E FoRd $ixy) o] ko g
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0 Decreased Effect: CYP3A4 Inducers (carbamazepine,
ﬁ dexamethasone, nafcillin, phenobarbital, phenytoin), Rifamycin
6) 0| &ttitS

1) 2f2| =2 O ) 10% : Hypertension, peripheral edema, fatigue, headache,
O Sunitinib-& &J2] receptor tyrosine kinases (RTK)Z #|&{5}<] fever, dizziness, rash, hyperpigmentation, hand-foot
tumor growth, pathologic angiogenesis, metastatic progression syndrome, hyperuricemia, hypokalemia, dehydration,
< AISHY, diarrhea, nasea, mucositis/stomatitis, dyspepsia,
O Antineoplastic agent(Tyrosine kinase inhibitor), Vascular constipation, flatulence, neutropenia, lymphoma,
endothelial growth factor(VEGF) Inhibitor bleeding, AST/ALT “d<5, weakness, arthralgia, dyspnea,
creatinine <5
PIESIEES 0 1~10% : LVEF 7+4r, neuropathy, skin blistering, hypernatremia,
o Agd @ Bjepgd oz Qs wlait ojulleld 2 of Aufisk appetite disturbance, oral pain, periorbital edema,
A 71AFYF (GIST) lacrimation 7}
o ZPA] AIAESF (RCC, AolA & 13} o4t X 8) 0 (1% : Febrile neutropenia, MI, pancreatitis, seizure
3 84 82 7) oAkt
0 50mg Qd for 4 weeks followed by 2 weeks off 0 231717 o] HkEo] Yt A9 JEA] -2 AAHAE Fof
(6-week cycle) =
o MR 12, 5mg A F/7-F o o] ko] M) o= sl Fofehs gt velztetolu
0 5237 BAIgle] B8, AgTrct M 571 o] Eao] Uehd 5 93-S SatollA| drefFof gt
o 5o thek ohe JFo = vFx, vnadety, & - gk
4) Pharmacodynamic/Kinetics o] 23] = kxlo] Yehg 75 = Qo)
0 Absorption : 521&2] FF & 0 @2h= dubefolE Bl A HEAES ¥’ A4 588k
o Distibution : PB : 95% AT E H-EoFE tial oAbl A Harsl g gt
O Metabolism : Liver (extensive)
0 Half-ife elimination : 40~60 hrs 8) Pregnancy Risk Factor : D

O Excretion : Feces (61%), renal (16%)
9) Lactation : ®-f29] o8& de)x] QA kot 6314 Fe

5) Drug Interaction = 3t}
0 Increased Effect/Toxicity : CYP3A4 Inhibitors (azole antifungals,
clarithromycin, diclofenac, doxycycline, EM, imatinib, 10) &2k A MIH : 12.5mg/C, 25mg/C, 50mg/C
isoniazide, propofol, protease inhibitors, quinidine,
telithromycin, verapamil), Ketoconazole o Z 138! : Dl Handbook, 14th Ed,

Package Insert, 2|2F= A} ALEE

I 22 A2 =2l Tyrosine Kinase inhibitors (Antineopastics) 2!t

o}Ed 429 e S7EES /2 HZ=AL 2k 7HR)
39461/C
Sutene® Sunitinib 12.5mg/25mg/50mg GIST, RCC S0mg Qd slo)z} 78,921/C
157842/C
Nexavar®™ Sorafenib 200mg RCC 400ng Bid wlo]d 25 486/T
. 62,257/T

Tarceva® Erlotinib 100mg/150m; NSCLC 150mg Qd 247 ’
g/150mg &Q " 70,135/T
Tressa®™ Gefitinib 250mg NSCLC 250mg Qd ol~EgtA U7} 55,003/T

Glivec® Imatinib 100mg CML 400-600mg Qd =nbEl A 23 .045/T
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What is GIST?

Gastrointestinal stromal tumor(GIST)&= $17332] ZF A oA BhAS= A2 S5olt) ==0] Fdst x| T o|X|vt ehad A &
o= Bzle] s0%= APettt, H27hA] AA| E7Fsst A Hold $xle] f-Usk s A °
BEA S = 10% ol3HSAAL whehA] GISTE GO Z AR GISTE $783e] 2548 S ¥e 2559 Cajl
ul BB KIT % PDGFRA 2283 ¢] Sodwio| 2 ol whalsl KITe] A Zojuliiiiol cD117 aH|7} kAol Ao) v o)A
Z&Te] 2fo) o),

Imatinib in GIST

B2 GISTEALE N A 543 AFE 7FAT} < imatinib mesylate (Gleevec™ , Novartis)= tyrosine kinase inhibitor2A] Bar/abl (3H3
=54 M), KIT (GIST), PDGRFA (YF-GIST) o3| 3714 7130 &2 o 2 2-8-5he}, o]5 KIT/PDGRFA f-4F Thil 2 215
glol= 2/gds}eo] GISTE AYSHA| H=vl Imatinibe o] fdzke] Al 29} 840 FFS Fol F2o| 252 #+ B35 el
O 2H GISTY| 50| T4, FA et
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Imatinib resistance

1% Imatinibe] B GISTEAFS A 37k QIQA oF 15060] FAFS- WH8-2 Hol ) 49kl - Mol ik el gl
SR o) AT B 2d Folls Ude] Ehdth U Qb i o)k Wo = R 4 gk

Q3] UL Imatinib X 27] 71 ol ek, 27] ARFoIE o) A% R EA o= a0 2 thibg jolct.
o] YL KIT7} 4ol 71k 9l exonsl el7k 471 KITo| A} PDGER- @] S vlo]7} Lighdet,

oA UL A 52 AAEA Hol 7o) Ak Fol Whagahe] SR g Fe thibg e B & ok PR e
S} = AR SR o] Hol} Qofh thE BE-E Imaiinibe] oJ3 A7} EAe SRR )7} AR £ADE o] F i WS
BOlE}, o) GIST Ae] 08 Al5olm F%e] 2712 A= A vhom WAHY] Y5 S5 o)

New targeted agents

Imatinibel] thek W43 o2} MAYSol 2J3)] o] FAX| A, B s @Al 2] ASAAIE S 02 A o] FoizIct, 1)
A] Initimab X| & 23] 3 KIT 215 A3 AAE Adshis A2 AdAY F23 A dg chilF o k851 W] 4 GISTdl| 283}
EAZS A 2A} RSl

Sunitinib (Sutent® , Pfizer)- 20061d 129 Imatinib F=]4 GISTo| ARS3I =S FDAS] 4918 AT} Sunitinibe AT tyrosine
kinasr 83 A A2 eyl g3l =aA S E38E o2 kinaseoll 283}, (VEGER, PDGER, KIT, Fli3) o] ok d3hAl4Y
S AABIEA FAll A AR Foke] RIAA| EHE 71T}, Imatiniboll U/dE& 7FAIAL YAV F2}-g-o] Algt $ka} 97 ol A|
Sunitinib 50mg/day 45 FF5- 25 Frekat A} 70%0l| 717k SElolAA Foko] A =AY QFgskE|RITE, SumatinibS 3] 2 AL
QAN Fo] Fabgo] By ot Au|gon =EAE A $£57)F Ashd 34 Ases Rasict, siARt
ol &7 Algtdo|#| gFom A X5 #Hel7} 7hEsict.
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Steptokinase Varidase® Tab 1000042500 IU SK Seronase™ Tab T
+ Streptodornase
Pancreatin, Simethicone etc Grandpaze®™-F Tab - Hea A7
Hydrocortisone Cotico®™ Tab 10mg 10mg/T A% A
2 ZEHDIoHE
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Filgrastim (G-CSF) Leukokine® Inj 75ug 75ug/0.3ml/V qJ A ZAF A AFEA]
Strepiokinase Seronase® Tab 1000042500 TU o]¢l oA
+ Streptodornase
Tretinoin Tocoferil 0,25% Olcenon® Oint 15g 15g/Tube 3 A ZAF A AFEA]
Recombinant GM-CSF Leucogen® 400mcg/PFS 400mcg/PFS LG A ZA} AT
3) A — Je|TE WHHAUE
prrem otz e HEA] Hl 2
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