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FDA 59198
l FDA Approved Drug Products
FDA NDA Review
458 QR 2 HE HEF HefplAr Sl ,  (Classifi-c
EL ation?
« A kinase inhibitor indicated for the
treatment of thrombocytopenia in adult RIGEL
FOSTAMATINIB TABLET; patients with chronic immune 04/17 = Type
TAVALISSE 100MG, 150MG ORAL thrombocytopenia(ITP) who have had an ::;\ll-'CARMS /2018 1 S
insufficient response to a previous
treatment..
« A fibroblast growth factor 23 (FGF23)
. blocking antibody indicated for the ULTRAGENY
BUROSUMAB-TW 04/17
CRYSVITA ZA 10MG/ML :EjEELAOBI\LIEI treatment of X-linked hypophosphatemia =~ X PHARM /2(;18
(XLH) in adult and pediatric patients 1 INC
year of age and older.
» AKYNZEO for injection is indicated in
combination with dexamethasone in
adults for the prevention of acute and
delayed nausea and vomiting
associated with initial and repeat
courses of highly emetogenic cancer
chemotherapy.
« Limitations of Use AKYNZEO for
injection has not been studied for the
FOSNETUPITANT: prevention of nausea and vomiting
AKYNZEG PALONOSETRON  INJECTABLE: assloc'a;ed r‘?"th, ;”thr:acyc't'ﬁe ol HELSINN  04/19  Type
HYDROCHLORIDE = |NJECTION ~~ <Y€'opnosphamide chemotnerapy. HLTHCARE /2018 1 Standard
235MG-0.25MG » AKYNZEO is a combination of
e palonosetron, a serotonin-3 (5-HT3)
receptor antagonist, and netupitant or
fosnetupitant, substance P/ neurokinin-1
(NK-1) receptor antagonists:
palonosetron prevents nausea and
vomiting during the acute phase and
netupitant/ fosnetupitant prevents
nausea and vomiting during both the
acute and delayed phase after cancer
chemotherapy.
LOFEXIDINE « A central alpha-2 adrenergic agonist us
LUCEMYRA HYDROCHLORIDE TABLET; |n§|cated for mitigation of Qplold WORLDME 05/16 = Type Standard
ORAL withdrawal symptoms to facilitate /2018 1
EQ 0.18MG BASE A . S DS LLC
abrupt opioid discontinuation in adults.
SODIUM
ZIRCONIUM FOR . . o
LOKELMA ~ CYCLOSILICATE  SUSPENSI0 /4 Potassium binder indicated for the éiTRAZENE ?25(/)12 P Standard
5GM/PACKET. N:ORAL reatment of hyperkalemia in adults. RS
10GM/PACKET
« A thrombopoietin receptor agonist
AVATROMBOPAG indicated for the treatment of
: 05/21 T .
DOPTELET MALEATE B;iLLET, thrombocytopenia in adult patients with ~ AKARX INC /2(;18 y1pe Priority
EQ 20MG BASE chronic liver disease who are scheduled
to undergo a procedure.
« A Janus kinase(JAK) inhibitor indicated
for the treatement of adult patients
with moderately to severely active
rheumatoid arthritis who have had an
inadequate response to one or more
BARICITINIB TABLET; TNF antagonist therapies. o Limitation  ELI LILLY 05/31  Type
OLUMIANT 506 ORAL of Use: Use of OLUMINANT in AND CO  ,2018 1  “tendard

combination with other JAK inhibitors,
biologic DMARDs, or with potent
immunosuppressants such as
azathioprine and cyclosporine is not
recommended.
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CONSENSI

MOXIDECTIN

ZEMDRI

EPIDIOLEX

BRAFTOVI

MEKTOVI

AMLODIPINE
BESYLATE;
CELECOXIB
EQ 2.5MG
BASE;200MG
EQ 5MG
BASE;200MG
EQ 10MG
BASE;200MG

MOXIDECTIN
2MG

PLAZOMICIN
50MG/ML

CANNABIDIOL
100MG/ML

ENCORAFENIB
50MG, 75MG

BINIMETINIB
15MG

TABLET;
ORAL

TABLET;
ORAL

INJECTABLE;
INJECTION

SOLUTION;
ORAL

CAPSULE;
ORAL

TABLET;
ORAL

« A combination of amlodipine besylate,
a calcium channel blocker, and
celecoxib, a nonsteroidal
anti-inflammatory drug (NSAID),
indicated for patients for whom
treatment with amlodipine for
hypertension and celecoxib for
osteoarthritis are appropriate. Lowering
blood pressure reduces the risk of fatal
and nonfatal CV events, primarily
strokes and myocardial infarctions. (1.1)
« Limitations of Use: CONSENSI is only
available in a celecoxib strength of 200
mg and is only to be taken once daily.

» Moxidectin is an anthelmintic
indicated for the treatment of
onchocerciasis due to Onchocerca
volvulus in patients aged 12 years and
older.

« Limitations of Use: Moxidectin Tablets
do not kill adult O. volvulus parasites.
 The safety and efficacy of repeat
administration of Moxidectin. Tablets in
patients with O. volvulus has not been
studied.

« ZEMDRI is an aminoglycoside
antibacterial indicated for the treatment
of patients 18 years of age or older
with Complicated Urinary Tract
Infections (cUTI) including
Pyelonephritis.

« As only limited clinical safety and
efficacy data are available, reserve
ZEMDRI for use in patients who have
limited or no alternative treatment
options.

 To reduce the development of
drug-resistant bacteria and maintain
effectiveness of ZEMDRI and other
antibacterial drugs, ZEMDRI should be
used only to treat infections that are
proven or strongly suspected to be
caused by susceptible microorganisms.

» EPIDIOLEX is indicated for the
treatment of seizures associated with
Lennox-Gastaut syndrome or Dravet
syndrome in patients 2 years of age
and older.

« BRAFTOVI is a kinase inhibitor
indicated, in combination with
binimetinib, for the treatment of
patients with unresectable or metastatic
melanoma with a BRAF V600E or
V600K mutation, as detected by an
FDA-approved test.

« Limitations of Use: BRAFTOVI is not
indicated for treatment of patients with
wild-type BRAF melanoma.

« MEKTOVI is a kinase inhibitor
indicated, in combination with
encorafenib, for the treatment of
patients with unresectable or metastatic
melanoma with a BRAF V600E or
V600K mutation, as detected by an
FDA-approved test.

KITOV
PHARMS
LTD

MEDICINES
DEVELOPM
ENT FOR
GLOBAL
HEALTH

ACHAOGEN

INC

GW
RESEARCH
LTD

ARRAY
BIOPHARM
A INC

ARRAY
BIOPHARM
A INC

05/31  Type
/2018 4

06/13  Type
/2018 1

06/25 Type
/2018 1

06/25 Type
/2018 1

06/27 = Type
/2018 1, 4

06/27 Type
/2018 1, 4

Standard

Priority;
Orphan

Priority

Priority;
Orphan

Standard

Standard;
Orphan
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*NDA Chemical Types?

Number Meaning Number Meaning
1 New molecular entity (NME) 6 New indication
2 New active ingredient 7 Drug already marketed without an approved NDA
3 New dosage form 8 OTC(over-the-couter) switch
4 New combination 10 New indication submitted as distincted NDA- not consolidated
5 New formulation or new manufacturer

*Review Classification?

letter Meaning
P Priority review drug: A drug that appears to represent an advance over available therapy
S Standard review drug: A drug that appears to have therapeutic qualities similar to those of an already marketed drug
O Orphan drug
*References

http://www.accessdata.fda.gov/scripts/cder/drugsatfda/
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QHEICE O] °fut HE Al PDE-5 MolM= 77| ASEHA MY 2UE Z2HA|ZiCh
@ O| 22 sGC ASH|(Of: 2[AFS S)af HE M= 2 ECh Of ofa HE A MLELS

® Ol2f3t 4= EE0| Cfet AlZt, 8 oJEY2 AFEX FUeLE £+ O|LfE HE Fols5t= A2

X =0t MY HASH KXY Cist A= =HEX| FUX|C, =24 S02E X o 8% =i
(central volume expansion) MX|& dh= Z40| MESICE(9. DHFFOAQ] HX|' & &X)

7. M SAMELMASBE(FET) AAF STIME HEXA

AL siF A= [2U/2l] =IAIOFLE30mg, 60mg
ABIALS O SAIEE MAE ol (@) el AN, ReY AdEANE ZHE o|YEE 7t HEX|A SASE
{BHALR oral

=0

4. O|&HtS
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OFZH_T X3S H A ALSt
zoamc  TEIAEN g g gy Gk
At HE A HE 2
Wm 2 F :
WIMACP1 (;j?l_}) T metoclopramide
[2LH/<) ©
£ RUSM ZM RIUEE H4 BHADO XM pFez2 7t
FEQlofE SEOIM H<E.
o clopA g i C| ol A 7H [DTMEDIAL]
DTMEDIAV | MC|OtA 7§ t 10 @ .
[RU/2] (= gy|e) | Marazone 1mg
HiCIotY Mirztioz FUHE, Y, SLdael HCjof APoz
My
ol \
DTPERP o 25 LpR7 perphenazine .
[RU/20 4mg 4mg :
()
SIMoN 2EMoz Mo HAE
DTTRES Eg AL W& | cyanocobalamin = g a
(/20 (& 1mg - _ 1 — |
2 ZMoM FeM/dFsMoz Y HEE
AL 745 herical AEY: LT WE 1cap OE Y YLH W& 1X=7cap
DTRENAM = =& | spnenca 4T cap etEtel &
[ILH/l] 1cap adortive carbon
. () 285.7mg B R
MYTHR| "cap"OllM "2 BALOf M A 12|88 122 oY
OFEM: IIZUAIY 1ml =Y ZIFAE 10mg/d
SO} E HEFS- boFol. o
DTPOCRS1 [Eﬂa* Allaﬁl chloral hydrate TS TR ml Y E: bottle(E)
[RLh/2) s 100mg/ml
- EYCeet EEALE HMHCR Qo) AFT YU XYUCY HAE
DDEMO1 L2 H O E clobetasol EXCHR: 10g/tub EXCHQ: 15g/tub
o .
&2l GSK) propionate CRH0|E &M 10g0] HASE E7 CRHI0E 1502 THES| HFE
2. ACER o=
o 23 oEd g42d |
HZALO A S
ACZEZ DTNORVO wHAS PZESA 5mg  amlodipine 5mg <CHHIoF>

SUAHHEHY o2 I AT 21
[2U/2=bkA 37 Smg BRAI pow K
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oyster shell powder 1.29g

RIZEAF MAFECH

<CHH|of>
[AU/2IA ERHZ =Y

AETE DTHEALS AAZE 7 500m
© =—= 9 (500mg as Ca) » e Ca,citrate+Vt.D 4001U
[RU/QA7HHEFAES
»d&: Ca carbonate+VtD 4001U
A} AYAFSCH
IETZE | WIHUMI2 S 0|2tF 40mg/0.8ml adalimumab 40mg/0.8ml <ChRI2F>
[&ILH/Q1FDl2t HZ 40mg/0.4ml
» A& adalimumab 40mg/0.4ml
S2EE MY YLz QB FE FR
ok
FAESZZ DTKYTR 7H0EEE 1mg granisetron 1mg <tk
[RU/Q] 22tER 2O (S3H)
» A& granisetron 1mg
OrrS | AlAE Aoz ZRAY
OFR Q%Y E & SLY=E 55 =Fe=
Q0|2 ASHA BH(A| 2k 3K QA YD
acuy [ A0l o ) S TomE B S s
(219l DTALPR25 O TarA 025 alprazolam 0.25mg 23)
= =—oo g <I:||x1|Qf>
[AU/2IA 2 0.25mg
» d&: alprazolam 0.25mg
HZAL b S
X ..
DTRHON 2= 100mg aspirin 100mg <Rt
AEER [AU/_et0] ot2mEl FEH,
DTRHONS 22738 500mg aspirin 500mg HIO|Y OfAL| 2, OtALE Z2HET
» & aspirin 100mg
ZOolAHS Z=QAME Alok Ol
DTRYTM 2| EE2 =3 150mg propafenone HCl 150mg ST sLgE U g
ALEy <CHH2F>
(&) [RLi/Ql2| ER=SR A £225mg,325mg
DTRYTM 2 EZ &7 300mg propafenone HCl 300mg » M propafenone
SEAE FAREE Al 2
<CHAI2F>
IACEE  DCAMAZ 7lorE 28 19 clotrimazol 10mg'g [&ILh/2l) E‘IEE—.'ﬁ 3 (2018 M| 2%t
fARIRE 52
»d& sertaconazol nitrate 20mg/g
purified hepatitis B K| Z=Ab M AtSCH
AEZE  WIHB2 ST ATITE 1ml surface antigen protein <CHH %>
20mcg/ml B ZEH10M[0] & 1mI(FEfAB)
3. 2018 H7| 2RETIOIFE Ha
20173 12/1 ~ 2018 5/31(670 &2h), AFERO| "5* O|2Ql oFF 74F =0 Thel 6/3~6/167HA] TA| T=hE ofH +Ho A oA
o] gle "RAU/el 1685, A2 8&="0l sl ZEZESs A2E 2|740| ZOHE (2018. H3Xt fALRZ] 2| 2)
No. SZERE orEy =50} A A8 A3t
b aEAe— b 1 =} iy (67H§?_|')
1 WIPRAX It AHIIESR XEH QL9 0 ac =2
2 WIMIACAL  OpOFZAlF50 501U/ml SCAF XA /el 0 It I
3 WIMEZACT  BjEEF 1g 7|EF B EFRIEtA S AR 2Lf/el 0 ac z=
Zz74a 0|9t i ne=o H
4 WIDANTR  EHFEEHZFE 20mg [2tH, &8 a2l og 2ILh/Q 0 ac =2
X =2 H|
5 WAHDHEG 32 A|A X[ 10L QAISHUEHEMOl 2FA AL/l 0 IE E=2
6 DTPHEND  HC|’ 35mg H|GF x| 2| 29| 0 ac =2
7 DTNAXE  SHMoZ ME7E1000mg HIAHZ0]| 2FXSH| A2 0 IE I&
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7|Et

SA|EE 250mg

DTFUCI

Kio

U
H

OITYEH 5mg

DTEFFI

Ko

Ul
m

e

OF20FFE 25mg

DTAROMC

10

Ko

Ul
m

OFE| 2 H| |

IS

(=13
S

Of2tHE 20mg

DTARAVZ2

11

Ko

ul
™

DTANDRI

12

Kio

ul
™

1

H ==
1 T o

o| 013, 713
g

Eﬂ‘i
"ol QAN

X E-K|
=
=

el
Bl

H-

DPREPA3 2

13

Kio

u
15

1

M CIof 2H| & 1g

WCDSB

14

Kio

u
15

1

L/ 2|

#

g2 =4 250mg/50ml

WILEVO1

15

Ko

ul
m

1

Li/ 2l

#

OfX|gE2l HH.

3

.
o
i

S0l we Ty
ol
ol

oF M

HAEtAZHE 10mg

DTKETAS

16

Ko

ul
™

1

L/ 2l

&

NEEYS|

=13
<]

271848 50mg

DTALKYT

17

Kio

U
T

1

L/ 2|

#

Mot

Z2|Z X O|C|e
0.69/7H

DLIPOG

18

Kio

u
g

2

L/ 2|

#

ZVEAHEF 50/1000mg

DTGALVM2

19

Ko

u
I

2

L/l

=

ZeA0f0[M T 3ml

WIHUACD

20

Ko

ul
™

3

Li/ 2l

#

=

<k

1:2 S/D 500ml

WISD125

21

Ko
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™

3

L/ 2l

&

H |

4

T

-
=

o4
|

ir

k=3

AN-EZTF 161U

WIGENO1

22
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3

L/ 2l

&

H

A2
= o

~
E]

t

[=13
<]

2|2 I ClE 4mg

DTREQP2

23

Kio

u
I8

4

L/l

=

Of & Atk H| 21 5=

30mg/ml

WIPAPAV1

24

4. 2018 2/427| HM H|X|o|%E, E-KIT 9

CHE 42 ANEE 22| FA|7| HHELICE (1861)

5. OfH|F o AKX

Rr

YArEw
2018. 4. 23

ARXL

onl
o+

ol

=04

oK

2018. 7. 2

2 ol

>

> XA/ 1316, 1716

©
[ce)
ok
31
Kl
T
S~
_|_l
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Hio
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A
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o 7
R
KO Ki
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= o
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D EY MYIISEY AN L oloHr

Department of Pharmacy, Pohang SM Christianity Hospital
37816 A8 T3 G EZAFAGE 351
Tel = (054) 289-1716 (UFHEA LYMHHS 224) | Fax :

(054)289-1721 | http://phgidok.com

6) £xg fel o HAMLE
=
5 74 252 orzE o =y
T
i S AE 2K TRAMADOL 13
TRMADOL/ACETAMINOPHEN 1
GADOTERIDOL 1
2 XM =
IODIXANOL 1
7|Etel stEtaBA/F2
ory SMZO| s 3 LEVOFLOXACIN/CEFTAZIDIME 1
3 F2 OZYM, 2470 X8  CEFAZEDONE 1
7|Ete| =teta WA CIPROFLOXACIN 1
EPERISONE/ACETAMINPHEN/ ]
TRAMADOL
2 =4 20| &t/ g, 2l S A H|
EPERISONE/MELOXICAM/NOR ;
TRIPTYLINE
2 ZZ 20| 2tA| EPERISONE 2
SADO|AN/MNEYTEES
1 EPERISONE/DULOXETINE 1
2 SONE/DULO
) AN ASH AMITRIPTYLINE/VENLAFAXINE 5
DULOXETINE
g, TE, 2YA/ATHEHY
1 R;I ° IS ACECLOFENAC/RANITIDINE 1
o
1 g, TS, AGH/SE LA CELECOXIB/GABAPENTIN 1
7|Ete| ZEIMEO| K2 Y &
2 :|+ el ERA =S NE ADALIMUMAB 2
FE2 IS, 3470 =g
: S 7RI 2 R 7el CEFTRIAXONE/PROPACETAM ,
of Bl AIAIZ| O BtEgor OL/TAMSULOSIN
AHAZHAHH EO0|E HALX
1 _t' RS0 AN LEFLUNOMIDE 1
o))
] HAUSIH/SH A2 /7IEF  CARVEDILOL/CLOPIDOGREL/C ]
o oK gl xWgor ILOSTAZOLE/GINKGOBA EXT
1 Si=H, 4= /EM XK= PENICILLAMINE 1
1 ohgopes PETHIDINE 1
_ IBUPROFEN/CODEINE/ACETA
1 OFHUYZZO|EA XK 1
raga=ol=A HA MINOPHEN
*Eew - QUES ESESO ot A AEQUYEHA o) 7=

uEe poE

C5) Mz7|=gel opjs
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