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[m] Ceftriaxone
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- FDA, 14/APR/2009 -

] Botox and Botox Cosmetic(Botulinum toxin Type A) and Myobloc(Botulinum toxin Type B)
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m) |G BZ2eto] AZAE | o] E FAA| (Cerebrolysin Inj Sml)
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- KFDA, 10/APR/2009 -
® SHAATEN S § S A1) (Vidaza Inj 100mg)
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~KFDA, 10/APR/2009 -
m S5 A4 Levovir Cap 30mg)
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ek o RH(ESHF - CK A, ©5%, T99S, 2538 5) S o4& QAAAS STl 2 Sl el B3k (F)e T AlE
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- KFDA, 24/APR/2009 -

m) Q AEln]H] 2 Sh3- A A (Tamiflu Cap 75mg)
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- ESAs (Erythropoiesis-Stimulating Agents)

- Methoxy polyethylene glycol-epoetin beta is an erythropoietin
receptor activator (slower association to and faster dissociation from
the receptor, greater activity in vivo and a longer half-life
compared to erythropoietin,) that induces erythropoiesis by
stimulating the division and diferentiation of committed erythroid
progenitor cells and induces the release of reticulocytes from the
bone marrow into the bloodstream, where they mature to erythrocytes.
— Increase in reticulocyte counts followed by a rise in hematocrit

and hemoglobin levels,
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- Treatment of symptomatic anemia associated with chronic renal
failure in adults, including patients on dialysis and not on dialysis

HEYH - S
- Patients not currently treated with an ESA
- ID : 0.6 mcg/kg as a single IV or SC Q 2 weeks dose adjustments
necessary to achieve or maintain hemoglobin levels within
the range of 10 to 12 g/dL
- MD : once monthly using dose 25+ 13] -g-32] 21}) 1V or SC
when hemoglobin is within the range of 10 to 12 g/dL; titrate
dose as necessary maintain Hgb levels
- Patients currently treated with an ESA
- ID : Estimated based on the total weekly epoetin-a or
darbepoetin- adose at the time of conversion

Previous Previous Mircera dose
weekly weekly
epoetin -a | darbepoetin Once Once every
dose -adose monthly 2weeks
(units/week) | (mcg/week) | (mcg/month) | (mcg/2weeks)
{8000 (40 120 60
8000-16000 40-80 200 100
» 16000 >80 360 180

5) Pharmacodynamic/Kinetics (on dialysis)
- Absorption : Tmax 72 hrs, BA 62%(SC)
- Distribution : Vd 5L
- Excretion : T+ 134 hrs (IV)~139 hrs (SC)
Cler 0.49 mL/hr/kg (IV)

6) Drug Interaction
- None reported

7)0laerS

+ Cardiovascular : Hypertension (13%), edema (7%), hypotension
(5~8%), myocardial infarction, stroke, congestive heart failure,
and hemodialysis vascular access thrombosis

- Gastrointestinal : Diarrhea (11%), constipation (5%), vomiting
(6%), gastrointestinal hemorrhage (1.2%),

- Respiratory : Nasopharyngitis (11%), cough (6%), upper
respiratory infection (9%),

- Neurologic : Headache (9%), cerebrovascular accident,
hypertensive encephalopathy, seizure

- Musculoskeletal : Skeletal muscle spasm (8%), backache (6%),
pain, extremity (5%),

- Hematologic : Anemia, severe arteriovenous fistula thrombosis
(5%), deep venous thrombosis (4.7%), hemorrhage (5%),
thrombotic disorder

- Renal : Urinary tract infectious disease (5%)

- Immunologic : Antibody development, pure red cell aplasia

- Other : Death, tumor progression

8 FolAfa
-=7] : Hypersensitivity to the active substance or to any of
the excipients, uncontrolled hypertension
9) Pregnancy Risk Factor : C

10) Lactation : 7512 2] of 7= el 1) efort s ek

1) &k U & : 50meg/0.3ml, 75meg/0.3ml, 100meg/0.3ml,
150mcg/0.3ml, 200mcg/0.3ml (Y73)

*Stability : 13] o] 3+a}o] 17] 47 ALolH B 715

* Z317-3 : Package Insert
ook 24} A=A
Micromedex
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@© 221 AL2 ¢! Erythropoietin M| H|m

ofEY Aed 24V 7IEsSE 24/2% HIZ=AH 2712
imuﬁ car - CRF : S0unitzkg/dose 5 33] SCor IV ﬁgzg
Fpokine®  Frythropoietin  6000unit ) (Max : 200unikg/dose 5 33) a 17,776
. - Cancer chemotherapy $A}-2] - Cancer chemotherapy:150unit/kg/dose ’
8000unit anemia =3 il < 22,023
10000unit T 32,843
Zomeg  RPYARA Bjel aiopyy O OmeEke T 18 WorSC 25 401
Aranesp® Darbepoetin-a  40mcg W& X2 -l FTAO_L d A5 Ad 42,000
50me 2.25mceg/kg 13 or 6,75meg p ’ 250
& 3313 SCor IV ’
2821 o5 9
" S0meg ID :0.6meg/kg Q2F SCor IV 1925 ;400
Cw Methoxy PG 09 A28} Bhaje] 2 ulE MD:EE HetA B8 4 27 434 4 9,700
Mircera®  polyethylenegl  100mcg Az il a 3 ]—‘?—01157}%% ROCHE 162,100
' 2827 2o 97
yeol epoetin - 150meg e A 2 g4 84 225,600
200meg stel 4 1812 Al Fol 7hs 264,600

\Journal Review )

Intravenous methoxy polyethylene glycol-epoetin beta for hemoglobin control in patients with
chronic kidney disease who are on dialysis: a randomised non-inferiority trial (MAXIMA)

{Introduction)

HIg e X8 3= A A3 shalof| AN &3l WA= =0 2 Erythropoiesis-stimulating agentsE 0]-83F A 5+ £
3x}o] ko] AL XA YT} Epoetind 22 conventional erythropoiesis-stimulating agents™= 8-7+7]7} z¢o} ¢F4g 2 <]
hemoglobin FE=E5 FA|517] ¢JaiA = WM FoJ7} @ F¥t}, 22U Methoxy polyethylene glycol-epoetin betai= WAL,
"] 8}FAL Al Phase T &ITo|A] 130hrse] REA7]E 7HA&= A2 Ve, o] A3+ dosing intervalS  ZA & & o= A
oJm] gt} MAXIMA (Maintenance of Hemoglobin Excels with IV Administration of C.E.R.A.) trial conventional epoetin(epoetin
alfa or beta) 22 24 Fo|d FAZAE o2 o] ok 2 or 4579 e A U] FHF-& w] Hemoglobin(Hb) &&= ¥
FFES B8] $lake] Al = Kt
(Method)

* Study participants
967l =7}l 4] stage 5 chronic kidney disease$FA}(National Kidney Foundation's Kidney Disease Outcomes Quality Initiative
71%), @ATY e BuREdS bty glon Hojx 8F o)A} epoetin alfa or betaZ F 1-33] AWMESAE vty d A}
stable chronic renal anemiaZ 7}z A<l 844} 1,115%8S Ao = 3FSict,

(Procedures)

Epoetin treatment?} methoxy polyethylene glycol-epoetin beta2] 2
7}A] intervalol] &3 Hbas =& B|w3}l7] 314, open-label,
parallel-group, non-inferiority trial 2 3} $1t}. Baseline Hhe =& =
tpontini s e ryene g AL, 45:749] run-in periodE FUTH F-2H9E AEH 223

wmo f 5 methoxy polyethylene glycol-epoetin betaZ 4] 3, 22472
' b o] ¢k 254 3, 22672 standard epoeting F+1-33] Fof ®kgk
o}, Initial dose= Fof 2 157 FoJ ¥ epoetin Hit F=of 7%

Epoetin 13

R in — 3}13L, primary end pointi= baseline®} %7} 7]7F Alo] o] Hb &% 2]
creening Baseline Final visit Eﬂzﬂ'i g]_ %’l\q_
(Results)
A A agoR MBI 6738 € 13392 A 48 $4Y, B7}7)

Wl Hbe= Ast, 48+ +4d 2o 5O8 A=At} Methoxy

;%&&%‘H*H%H,H‘}HI polyethylene glycol-epoetin beta every 2 weeks(mean change:-
L T | 1 ) 0.71g/L, 95% CI -2.20 to 0.77) or every 4 weeks(-0.25g/L, -1.79 to

Epoctin 1-3 times per week

Er

Mean haemogibin (1)
]
]

s 1.29) & A%l A= 2] Hbsx W3l epoetin(-0.75g/L, -0.26 to
- 0.75) (p€0.0001 for both comparisons)5¢] 2} H]S=8F 32 e}
Ve @ 4 8 mode o om om 3 o3k ow oo UATH
(Discussion)

E A= Methoxy polyethylene glycol-epoetin betaZ 450l 3 AW E &3l 79~ Epoetin alfa or betaZ F 1-33] F
o5t A9} Hbexrt Hl3HA fAHe 2 Bt ¥Rk ol epoetin alfa or beta 5= 1-33] & 4] Methoxy
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polyethylene glycol-epoetin beta 4550 3 81 0 2 o] 7+2k A2 HAE k7o) xlo] & B W ok & ol Hb X & FA]4]
ZiTt}. Intravenous methoxy polyethylene glycol-epoetin beta®] S+ epoetind F-Ae Ao 2 Yeltor, 73 &3
F2+8 0 diarrhea, nasopharyngitis, hypertension, arteriovenous graft thrombosis, URI, headache, fluid overload, muscle
spasms 59 2 mild-to-moderated} . AF A A testol] = drugoll th3}F antibodies &2 abnormality= YEFUA] &gk}
ol Medication error 45%9] ¥ WEg WAL 3w, ofF oF 246,000 8] AFH AT 37| v
111,0003] error7} A= Ao 2 AALE 4= 9lo] 4579 3HH Fof(13dose/year)3l+= methoxy polyethylene glycol-epoetin
betax= 5 1-33] F4J3}+= conventional epoetin} H]|1 A| Hb F% f-A|d 553 3= YEl L, medication errorZ 74
A 71 F248A}o] anemia managementoll M HzlA St Wl 27 7| oshs A7 @R o= o E)

- Lancet, 2007;370:1415-21 -
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Fentanyl citrate Fentanyl® Inj 50mcg/1ml 50meg/1ml/A i o] 21 =1 2 =
Fentanyl citrate Actiq® Tab 400mcg, 600mcg, 800mcg/T o nlek kAl AR}
Tobramycin Tronamycin® Inj 80mg/2ml/V e ZEA
; ® 5 5 5meg/3] :300meg/1,2ml/60dose/Pen . Shal2=0
Exenatide Byetta Pen® Smcg/3] 10mcg/3] 10nnce/ 3 400mcg/3 il idosePen Lilly A5
Botulinum toxin Type B Myobloc® Inj 10,000unit/2ml/V =gy} A, FEF7L
Total nutrition admixture(Peripheral) OliClinomel® N4-550E 1500ml/Bag Baxter/3H& A=Y
8.5% amino acid+30% dextrose  Clinimix® Central (Z13}2 B33} 1000ml/Bag Baxter/ Q% Sl
Buspirone HCl Buspar® Tab 10mg 10mg/T 2y deo]-Au
Donepezil Donepezil® Tab 10mg 10mg/T 3l F5371
Donepezil Silvercept® Tab Smg Smg/T ol ZL>=71
Nicametate citrate Nicameta® Tab 100mg 100mg/T AZ -
Pelubiprofen Pelubi® Tab 30mg 30mg/T e Z 24
Human Papilloma virus Type 16,18 Cervarix® Inj 0, 5ml/PES 0.5ml/PFS GSK A, FEF7L
Viscum Album (Fraxini) Abnobaviscum F® Inj 0,02mg/1ml 0.02mg/ml/A ABNOBA A, F5A
Viscum Album (Fraxini) Abnobaviscum F® Inj 0,2mg/1ml 0.2mg/ml/A ABNOBA AR5, FEUA
Viscum Album (Fraxini) Abnobaviscum F® Inj 2mg/1ml 2mg/1ml/A ABNOBA A+, FZHA
Viscum Album (Fraxini) Abnobaviscum F* Inj 20mg/1ml 20mg/1ml/A ABNOBA AFY, FEUA
Tramadol HCl Tramaconti CR® Tab 100mg 100mg/T Confab/%tl HAFd, FEUA
Ticlopidine+Ginkgo biloba ext,  Yuclid® Tab 250/80mg 250+80mg/T &5 Z 24
2) FCHP|kE
=4 k=Y A A HIZ=AH H 1
o . 5 AZAL AL F
® 3]
Ascorbic acid Cantan® Inj 100mg/2ml 100mg/2ml T (o141F : Vitamin C* Inj 100mg/2m))
i ® [ni olE A=A A S
Tobramycin Mytob® Inj 80mg/2ml 80mg/2ml/V A5 (1% - Tronarmycin® I Seng 2
. . ‘ . = A AL A S
® A
Alprostadil+Phentolamine+Papaverine  Standro® Inj 0,5ml 0.5ml 15 (5319 - Standro® Inj 1ml)
Cadexomer Iodine Todosorb® Oint 10g 10g/Tube 2| 2dEvlf WA Y FHOE U N 2= )
o P o . o Az AL T
Piroxicam Skin~ Gel 50g 50g/Tube % (59 425/ Fosiden® Gel 10/ Tube A1)
. » o5 2008-47} 2FAR¢] 93] A7
Tramadol HCI Tridol retard” Tab 100mg 100mg/T et (A1F - Trarmaconti CRE Tab 100mg)
. - an SERCIE 200847} 2FARS| 3] 27
Viscum Album Abnobaviscum A” Inj 0,02mg/1ml 0.02mg/1ml/A Bl=o} H \-n} (e Abncmisum 0,2 )
2} OEA}] 9] 3] AR
Viscum Album Abnobaviscum A® Inj 20mg/1ml 20mg/1ml/A Bl=rolH n} 2008-47} °FA1 919]

(o419 Abnobaviscum F* Inj 20mg/Im)
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