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m Oral Bisphosphonates : Ongoing Safety Review of Atypical Subtrochanteric Femur Fractures

H]FDAE =dto| Ho|gkdl H| T AT Y|o|E A2} H| A HAlalioiE 2 24 (Atypical subtrochanteric femur fractures) 243
& Aol vuist At o] SRI=A] Tt 2hE A ARSIt 2008 69 H|EXXU|o|E OFF A|Z2A] 845
"o Safety signal®} 2008'd 12 Bone and Mineral Research of] 2@l = 7] ¢] #2AFE HES A3 | 53 83 S}
E&o1A] g2 AT oA Sthasel % 1AHIHA HAY AR E S o] fAKE 54 Ko, dAE ST e
H|=gk 210 2 UElEtth FDAE o|¢k ¥ e A2 HE o tis) AEH o2 HES A9l Bl

- FDA, 10/MAR/2010 -

m Clopidogrel (Plavix®)

AEAA AeAtolA AAA], B R FAF, HEF, AE A A ot AbE AE-S A7) Al AMEsE SR ARAI]

Zapa) o) Au AR o FZ vk A7} 271E =], Poor metabolizerg] $ak= AW oA G342 0 2 clopidogrelS 443 0 &
AAF]A] B3] a7t ad 4= 9lom, o] 213k kAol A CYP2C19 A5 2 #AZ o] & &olsl= A AR & Zefa] o]

S W7 v BeAlR Y HAS s U§ 55 X8 Ao gt oA, 5ok (EMA)S] CHMP(Committee for
Medicinal Products for Human Use)&= 39 17942 proton pump inhibitors(PPIs)2} clopidogrel-& B8 A] CYP2C199]] 2]k 243 o 2 o]
A8Le 72417 clopidogrel®] E37} 7HAHh= k=245 2H-8-9) 8] omeprazole =+ esomeprazole2 A £] 8+ TFE PPIs 2FE2
S 58715 o) g 2A7} PloFIokE -2 o1 ool ol Ea ik R sict

- FDA, 12/MAR/2010 -

O|oFE oMM A5t - KFDA, 3.17

m WinRho SDF (RhoD Immune Globuline)
F 2 "|FDAT= CangeneAl Al Z2FE U= | 2T o ZF(AntiD(Rho) H A2 8-/) 7} A3 7HAA 2bEgAloA d3 ) 838 2
3 9 FHFS Lo A7 Earg ol whet ofefoh 22 kA A E W8-S Eeksle vk AaE oA Alghs Bal Bk,
2O (KFDA)E 2]59] 3]7HALe) 5 ZAIALNS A 0 2 HESte] whde o oS vt
[2aZdn]
» oBE o] F Hojm 8AITE B Al oYz A| BUE RJEoF St
P o] F T71E AR 2R 3/407F S/ R UE R-E F53817] Holl H2E (dipstick) AHAARE AA|gH
> 5lElES, o3, &, WAlE AW, 8 5o ]l 8E o) ST A5l sl SAtelA| relFrolof sh o] Yeh A oF-E
RUEH sfof gt} RUEE 71711 8AIRE ¢ EH W 8F o] S35 AT HER A gerhar T o] ol Fd W £ o]
HEPEEA] o= 1 ofU Tt

> Y 88 FHH 53T AU T F Fo] YA S RZER], AW, FEZ 24, IDH, 37 Rl AFA A
At

i

AFBALO| FOIAFE

oS O

m Telmisartan/Hydrochlorothiazide S-Sh|
Zste] QJRTEoje} Fesle] ‘o] ok} o] QR QEIAIA o] A A0 7 ABeh= Fag ANl Foste A% AR
Hlo} o= AAolollA| HA] e E ARG-S Ao 4= 9l 53] A4l 27] 370 2 37] 3702 Fo o]t ko] ARS2 A, Ao}
FE B8 Ak, g, 7HEE e v7Fe Al AR 9 ATS E3et Hlo} e AlAole] £33 #do] 9t "ol Al7|E
A7t DA AL 2 FAE= FrpaFo] iy vl 9lon, FritiF 2 glofe] AR A5, FAHMEYE, #lo AT
FEAo] slet. vl Al A<, sHHEHS o] g nf Qlont, of oF =Zof oJgt ANA| o= HEEA] ghrt ulEtA
Alo] AtE 79-olli= 7kt e o] oke] FoE Fus)of sttt & Ul-8-o] /1= St
- KFDA, 9/MAR/2010 -




[ Aiou University Hospital

(LT

Afinitor® Tab (OHLLIE®%) (Everolimus)

REY Ry
RN .

o

1) A

oo

DR WA e m ek o) A A

2)of2ixig
- Antineoplastic agent, mTOR Kinase inhibitor
- Antiproliferative and antiangiogenic property

- Bind to FK binding protein-12 (FKBP-12; Intracellular protein) —
Form a complex that inhibits activation of mTOR (mammalian

target of rapamycin) serine-threonine kinase activity — Reduce

protein synthesis & cell proliferation

- Inhibit vascular endothelial growth factor (VEGF) and hypoxia-

inducible factor (HIF-1) expression — Reduce angiogenesis

JINSS

- Treatment of advanced renal cell cancer (RCC), after sunitinib or

sorafenib failure

48 82
- 10mg QD
- Hepatic impairment
- Moderate hepatic impairment (Child-Pugh class B) : 5mg QD
- Severe hepatic impairment (Child-Pugh class C)

: not recommended

5mg once daily and/or temporarily interrupt treatment

- Strong CYP3A4 indlucerS} -4 18 . -4 A S9312] : 20mg QD
- P-glycoprotein(PgP) inhibitors or moderate or strong CYP3A4

inbibitoreh 13-4 918 2, -4 A 71 32 :5mg QD (71 kg 4] 9) Pregnancy Risk Factor: D

5mg QOD)

5) Pharmacodynamic/Kinetics
- Absorption : Rapid, but moderate
- Protein binding : 74%

metabolites
- Bioavailability : 30%
- Half-life elimination : 30 hours
- Time to peak, plasma : 1-2 hours

- Excretion : Feces (80%, based on solid organ transplant studies);

Urine (5%, based on solid organ transplant studies)

- 6) Drug Interaction

-Increased Effect/Toxicity @ Strong CYP3A4 or PgP inhibitor

(ketoconazole, itraconazole, voriconazole, ritonavir,
clarithromycin, telithromycin etc), moderate CYP3A4 or PgP
inhibitor (erythromycin, verapamil, cyclosporine, fluconazole,
diltiazem, amprenavir, fosamprenavir, aprepitant etc), grapefruit
juice

- Decreased Effect : Strong CYP3A4 or PgP inducer (rifampicin,
rifabutin), CYP3A4 inducer (St, John's wort, carbamazepine,

phenobarbital, phenytoin, efavirenz, nevirapine)
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- Cardiovascular : Peripheral edema (25%)
- Central nervous system : Fever (200), headache (19%), fatigue (20%6)
- Dermatologic: Rash (29%), pruritus (14%), dry skin (13%)
- Endocrine & metabolic : Hypercholesterolemia (77%), hypocalcemia (17%)
hypertriglyceridemia (73%), hyperglycemia (57%), hypophosphatemia (37%)
- Gastrointestinal : Stomatitis (44%), diarrhea (30%), nausea (26%),
anorexia (25%), vomiting (20%), mucosal inflammation (19%)

- Hematologic : Anemia (929), lymphocytopenia (5196), leukopenia (26%6),
thrombocytopenia (23%), neutropenia (14%)

- Hepatic : Alkaline phosphatase increased (37%), AST increased (25%),
ALT increased (21%)

- Neuromuscular&skeletal : Weakness (33%)

- Renal : Creatinine increased (50%)

- Respiratory : Cough (30%), dyspnea (24%), epistaxis (18%),
pneumonitis (14%)

- Miscellaneous : Infection (37%)
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- Severe/intolerable adverse reactions: Temporarily reduce dose to 8) oAl

-37] : Hypersensitivity to everolimus, other rapamycin derivatives,

or any component of the formulation

 10) Lactation

: Excretion in breast milk unknown/contraindicated

) Bt WA ST, 10mg T
- Metabolism : Extensively metabolized via CYP3A4; forms 6 weak

* 23153 : Package Insert
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Efficacy of everolimus in advanced renal cell carcinoma:
a double-blind, randomised, placebo-controlled phase || trial

Everolimuse= AIE AL, 74, S, AAERE A 55 2dske AlFd 2ls F=9] 744942 mTOR(mammalian target of
rapamycin)& HASR= HEolt}, gabrfol Al F =412 Everolimuse AW T291 FKBP-129} 23+38}+¢] mTOR serine-threonine
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A AA|EH(clear-cell renal carcinoma)2] ¥ Q1S hypoxia-inducible factor 1(HIF-1)2] 23} @) u] A<l xK(vascular
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W] HA7F 9O B, VEGF recepior tyrosine kinase inhibitors S 01§ 014 x| o] Ao gajoll o] ofebzlel 4|2 877} 35Tk
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- Patients -
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{ Results )

2 87)74e] U Bverolimust= 952(12~315), 910k 572(21~2372)0| ] 0.1, AT 24 cutoff AA7HA] A 85 2|43 Sal=
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{ Discussion )

B ofqtof| 4] & VEGF receptor tyrosine kinse inhibitors(sunitinib, sorafenib), VEGF ligand antibodies(bevacizumab) 5-2] VEGF
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- Robert | Motzer, Bernard Escudier, et al, Lancet 2008;372:449-56 -

(Pharmacy News Brief )

o ] <UEBBAE> (3/2 ~ 3/26)

NAaE
HEE % &3 ECELE
Leucine + Isoleucine oD 1904 + 952 AEalo STm=] gl
b Ascite® Gran 4,1g/PAK + 11ddmg/PAK ) E g]-& ZEZ7} vFe
Etodolac micronized Lodine™ SR Tab 600mg 600mg/T d =
Dexibuprofen Maxibupen® ER Tab 300mg 300mg/T iasl AP F7}, dnkek
. ) 600my .
Gabapentin Gabapentin® Tab %Omg o} Shek7)
. 37.5mg/C = = c
Venlafaxine HCl Venexor® XR Cap 75mg§é FLE/3HY FE A
. oo D) Smg/T . PP
Everolimus Afinitor® Tab Novartis A, vlsEo], v Al AL
10mg/T
Topotecan HCL Hycamtin® Cap Olzrir;/gc/c GSK AT, ARF7L R
S 25mg/C
® o| A Ak =9
Pilsicainide HCI Sunrythm® Cap S0mg/C tlo]#| Ak A+
Oxycodone HCl Oxycontin® CR Tab 80mg 80mg/T Hojaha} ujek ek}
Epinastine HCl Relestat® Eye Drop 0.05% 5ml ~ 2,5mg/5ml/Bot Azt AT, FE50A
Leuprolide acetate Lorelin® Tnj 14mg/2.8ml 14mg/2 8ml/V ol L=}
0.5mg/C
Tacrolimus hydrate Advagraf® PR Cap 1mg/C of ezl KA FY, FEL T}
Smg/C
N(2)-L-Alanyl-L-Glutamine Dipeptiven® Inj 20g/100ml 20g/100ml/Bot ~ Z#|A|H-$-2= 7] Al
. . 50mg/5ml/A - o
® =] &=
Flecainide acetate Fulcard® Inj 150mg/15m/A 3hut ARBF7}
Fluorometholone Fumelon® Eye Drop 0.6ml 0.1% 0.6ml/EA 3k EE5A|
Lidocaine + Prilocaine EMLA® Cr (X %]-&) 5% (5g) 5% 5g/Tube ot~ E A H| 7} AT -8k
Teicoplanin Tapocin® Inj 400mg 400mg/V CJ shek7)
Calcium chloride Cal.Chloride® Inj 3% (6g/20ml) 3%, 6g/20ml/A =9 =2 A
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Biperiden HCI Biperin® Tab 2mg (£12]) 2mg/T | A ZAF AT
. 37.5mg/C 200942} SFAH] 3] 23
® olE
Venlafaxine HCI Efexor® XR Cap 75mg/C A5 (@A : Venexor® XR Cap)
Alprostadil Befar™ Cr 0.4% 100mg(¢9]) 0.4%100mg/Tube 79 AU} LA S=4FTho]] 2Jet YA F=)7]
. } GSK/ 2ok ol A Asle] ZA A AL
® (A _ 17 o =t A= h
Vacc, Rotavirus RotaRix"™ (H7-&) =27 22 A0 B2 oA ZE]7]
37} OEALC] 2] 5 3l
Caroverine HCI Spamon® Tab 20mg 20mg/T 3+ 2000-37 2fARe] 23] A7

(A : Menoctyl® Tab 40mg)




