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1  QL§/Ql  EDPA TAB 10mg, 20mg  Escitalopram 10mg, 20mg FQ 2% X2 I MEAOAAEEZERY
ChA|
LXZE 28U 7 YUREF (LA
TS5H.MOIdS =S kel
o ZehFULSZ2 20| 9% HLSN oxsl
2 2U/2]  VENORON CAP 300mg Diosmin 300mg o ¢ K=Y, 58 ey Halur o
AL
23 3.2MEBHYSY oo -
E3Y: A
ROSUZET TAB HFO| E217410/20m
3 2ALl/2| Ezetimibe/Rosuvastatin 1Xgs sto| tol < L/ g
10/5mg, 10/10mg, e et
=
100! = 37 ££ ARD 2YBIO
AcH: Aminoven 10% N N
. £7t5, 8557 HetE .
4 2l SMOFKABIVEN Inj+electrolyte SR AN Qorma: Zaa) Fresenius
= PERIPHERAL INJ 1206ml Bl: glucose H20 143g (I)_H:I|ic;~f ;IEXTHTAT.D;E ' Kabi AB
CoH: SMOF lipid 20% Inj., e ETales =
) Q|7E-3 XY Bg
soybean oil 60g
- 2lLi/9l HARMONILAN SOLN Low lactose protein, Qorm IR Nutrich
] - . utrichem
500ml Soybean hull dietary fiber e==
Micronized rivaroxaban Bayer
6 2L/l  XARELTO TAB 10mg 10ng steatg HealtﬁCare XUEH 20mg LQ|F
SODIUM BICARBONATE . . . o 1A e
odlum Dicarbonate o. o Tl =
7 U/l HUONS INJ 84% TSl B, pH ZEH CEEN s
1.68g/20me CH A
1.68g/20m!
LEUPLIN DPS INJ Leuprorelin acetate 3.75mg, MY, AtsHeS,
8 L/l P 9 24, Xatss Takeda ZU2HIZ 3.75mg CHA|
3.75mg, 11.25mg 11.25mg NSEE Y AMET| K2A.
61:":}3(_01 AFX EEIH’ %H‘o'i.?‘:l-l
IOMERON 400 INJ IR ; oo TTE
9 | AU/ omi lomeprol 816mg/me sEYT, NEED), R
" Hugexy, (T 2¥3Y
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Bazedoxifene 20mg,

10 Q9| DUAVIVE TAB 0.45/20mg = Conjugated equine oAEZA THAK| Ph
arma
estrogens 0.45mg
11 Q19| ELLAONE TAB Ulipristal acetate 30mg SSmYer HRA YR oA
Daiichi
o LIXIANA TAB 30mg, o
12 49| com Edoxaban 30mg, 60mg RS anpSE= Sankyo
9 Europe
JARDIANCE TAB 10mg, . N 21 7{ 0| A
13 29| & Empagliflozin 10mg, 25mg e B e =
25mg 5t
14 99 JANUVIA TAB 50mg Sitagliptin 50mg S MSD 5= MEOf B ALS
15 29| SUGANON TAB 5mg Evogliptin 5mg Sk HA| S OO A E|
16 29| TENELIA TAB 20mg Teneligliptin 20mg St BA| ohs
17 29| TENELIA M SR TAB Tenehgl@tm 10mg/ St s=
10/750mg Metformin HCI 750mg
iAlint ol X| AH TH
18 a9 ZEMIMET SR TAB Gemlgllp'tm 50mg/ St b Exlf ot
50/500mg Metformin HCl 500mg st
1. FOE[A 2EY, fEd
FOE[A 2R
2. A o MAl ZHE REA
Hydroxychloroquine sulfate ettt T olzl&
19 @ OXKLORIN TAB 300mg - 3. &l medst JHzorE
. mopm
9 4. 2at2|0f (Pivax, P cenE
malariae, P.ovale, Zt4=d P,
falciparum)Q| X|2 % ofa
8322 Eoi2 MY
28 oEY EEL Hgs HofAF B2
ORI FHH Y, njgtd e el
o . . g 9 s Y, =
1 LY LAMINA-G SOLN 600ml  Sodium alginate 5g/100me EMACY A, Ej= LWHAIZ dAE Al ALE
Add €Al xE
Sildenafil citrate 70.23mg Ed =y )
2 | 2U/9| | VIAGRA TAB 50 X ) . Pfi LY Al B A
/<l m9 (50mg as sildenafil) HSMaEQt zer case 28 A 4 A8
HUONS HEPARIN Na INJ i . U FHE L IH=2tel
2| S22 A
3 2/ LY 1001U Heparin sodium 100IU/m¢ HEH 2| F=£
SYKE 5YrEE
ABNOBAVISCUM F INJ Viscum album (Z£F5: o, Mts Ha,
—?—L LHOI-_/‘k_ I‘L" - ©
4 ALH/2| 20mg Z2HAILY) 20mg/ne T Abnoba LHOFA B BH(1-15°C)
2HII5RS, oY BUNE
Purified inactivated A 7t of
VAQTA PREFILLED " ) StEE| A, Oftr4
5 LY/ hepatitis A antigen BHAI(1271 0| A a0F & Ao AL
YRINGE 0.5ml, 1ml YAUSEo = X
SYRINEE @267l i 25unit/0.5n2 50unit/mi Aol SIESHEE B
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FDA Review
CEE: YEB B A HES HotIAL o NDAY  classifi-
o= .
cation?
- BCL-2 inhibitor
- Indicated for the treatment of patients
Venetoclax . with chronic lymphocytic leukemia (CLL) ABBVIE 04/11/
VENCLEXTA 10mg, 50mg, 100mg TABLET,ORAL with 17p deletion, as detected by an FDA INC. 2016 P, O
approved test, who have received at least
one prior therapy.
Pimavanserin . Treatment gf halluc_inaticl)ns ‘and delusions IA;\EQEII\AAAC- 04/29/
NUPLAZID 17mg TABLET;ORAL assosatgd with Parkinson’s disease EUTICALS 2016 1 P
psychosis INC.
- Treatment of adult and pediatric patients
Defibrotide sod. with hepatic ven'o—occtlusive diseage (VOD),
DEFITELIO 200mg/2.5ml SOLUTION;IV  also known as sinusoidal obstruction GENTIUM 03/30/ 1 P
: (INFUSION) syndrome (SOS), with renal or pulmonary SPA 2016
(80mg/ml) . X L
dysfunction following hematopoietic
stem-cell transplantation (HSCT).
- Interleukin-5 antagonist monoclonal
antibody (IgG4 kappa) TEVA
CINQAIR Reslizumab INJECTABLE; - Indicated for add-on maintenance RESPIRAT- 03/23/
100mg/10ml INJECTION treatment of patients with severe asthma 2016
. ORY LLC.
aged 18 years and older, and with an
eosinophilic phenotype
- Humanized interleukin-17A antagonist
80MG/ML INJECTION . . AND CO. 2016
are candidates for systemic therapy or
phototherapy
- Monoclonal antibody directed against the
protective antigen of Bacillus anthracis.
- Indicated in adult and pediatric patients
Obiltoxaximab INJECTABLE: for treatment. of inhalat?onal anthrax due ELUSYS 03/18/
ANTHIM 600mg/6m INJECTION to B. anthracis in combination with THERAPEU- 2016
appropriate antibacterial drugs TICS INC.
- Prophylaxis of inhalational anthrax when
alternative therapies are not available or
are not appropriate.
- Alkylating drug
- Indicated for use as a high-dose
conditioning treatment prior to
. hematopoietic progenitor (stem) cell
EVOMELA Eﬂslggizn BI:E(-I:‘NiaI ng@fg,{x transplantation in patients with multiple iEiC;&gM 023612/ 5 S
myeloma.
- Palliative treatment of patients with
multiple myeloma for whom oral therapy
is not appropriate.
- Serotonin-3 (5-HT3) receptor antagonist -
Palonosetron HCI Indicated in adults for: moderately and
EQ 0.075mg highly emetogenic cancer chemotherapy
Base/1.5ml (EQ -prevention of acute and delayed nausea DR
PALONOSET = 0.05mg Base/ml), SOLUTION;IN = and vomiting associated with initial and REDDYS 03/01/ 5 S
RON HCI EQ 0.25mg Base/5ml TRAVENOUS repeat courses LABS LTD 2016
(EQ 0.05mg Base/ml) - Indicated for prevention of postoperative ’
nausea and vomiting (PONV) for up to 24
hours following surgery. Efficacy beyond 24
hours has not been demonstrated
Efm.”?'.tab'“e/ - Indicated as a complete regimen for the
Rilpivirine HCl/ . L2 )
Tenofovir alafenamide treatment of HIV-1 |nfect|op in patients 12 GILEAD
ODEFSEY fumarate TABLET.ORAL ~ Y2rs of age and older as initial therapy in gy cpg vy 4 P
those with no anti- retroviral treatment 2016
200mg/ INC.

EQ 25mg Base/
EQ 25mg Base

history with HIV-1 RNA less than or equal
to 100,000 copies per mL
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- Indicated as adjunctive therapy in the

Brivaracetam treatment of partial-onset seizures in 02/18/
BRIVIACT 10mg,25mg,50mg, TABLET;ORAL ) P . UCB INC.
patients 16 years of age and older with 2016
75mg,100mg epilepsy

- Fixed-dose combination product
containing elbasvir, a hepatitis C virus

. . (HCV) NS5A inhibitor, and grazoprevir, an MERCK
ZEPATIER Eg’;s‘?r/loGorrizo’"eV" TABLET:ORAL  HCV NS3/4A protease - SHARP 02152/
9 9 Indicated with or without ribavirin for DOHME

treatment of chronic HCV genotypes 1 or
4 infection in adults

*NDA Chemical Types?

Number Meaning Number Meaning
1 New molecular entity (NME) 6 New indication
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/
Mop A7 T .
l New Drug Information I SILY A 2F[WILEUP, WILEUP1]

LEUPLIN DPS INJ® 3.75mg, 11.25mg

2 HHe MEHE Leuprorelin acetate, A= LEUPLIN DPS INJ®(EZZIC|I|0|AF® 3.75mg, 11.25mg)0|H, K ZAt= Takeda

o™ o 1 o&@o
Pharmaceutical Company Limited2, EtOHS|ALZE WA O[EAA 0 T 22FF 0|0k LM MHS Z= OHo|2 =4 £

FRYE0 OEAE oot E322MN raivt 23S XSKECh O[22 &(HE 20meg)el MM =2 0[8E ZZ w42 UM
2 E Sl FO| =D OX|Fo= EivtAe 20| £|0 M2 B EICh Zt2si7t MM Tl 7] W20 2ot f=20

=0 AU 7Y 2T HU=Z 2N 207t XSEL dHAI22E ZEH(GnRH Agonist)Ql O FAHE kSteH[Of Z-83f
BHENS2 20| BHS YLAH N S220 HAEAHE £& AERA MHES Ny HEo| HYMYOIL HBUHUS

o=
NEXMZ MBE= 2EE YHFOICE o2fs 0|fFZ Z[Z0= 2td M L& dZ%T0| AF8E7|E ot

42/
- Leuprorelin acetate 3.75mg, 11.25mg
Mol RUSE UZHATZI & 2LE 2 FAEYot
o] £ KE THEO| FAEO|
2

el
TEZZHEA|ZIX] FAY

e
1L X34z

2 ity GHEE, 28 X YUY S8 SUE AI2BOA P EIRE

2E8o| 54 9 40| HMO| MHE HF0| 2AHL B, + GnRH agonist

X2E007F D29 SHXfo| shsh Gonadotropin &H| X3} ; testosterone ()1t estrogen

(Ol4)2 ZAZ LH U FSH} Ztasioi, mat Ha %
DA AEZOIE B o
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» 29 g8t - 0§ 4O|Lt 20t A leuprolide implant &0

S
- AU EE ¢ 4F 13| SC(3E.75mg) 12%F 13| SC(11.25mg), - YR E= AUt AZ Ttsdol A= od ® F=RE
HEF7| 1~52W =3|F0 CABUEE, A3EE - ’EHe H =90l Ue At
- XFE23E 43 13| SC(3.75mg) 123 13| SC(11.25mg), (M Asto| JI5A)
HEF7| 152 =3|F0 CREE H[QIEY MEMY At
- MEMY, HAW fYY 0 4F 13| SC(3.75mg) - YE A8 HEHeE2 W2 =, o] &of Qs o ol
127 13| SC(11.25mg) HAEAHEO UAZ 7|04 £ Q= X}
ZIChE L|Ste=X| ME 2HAt
r 2E58
- 30% O|4 : otH=ZE X, H4E8HE, H7s &H e gl =RE
- 10-29% : K| ZA|% 2-3F E() §F 57t YR £ 37| (FDA X)
8 &5 22T U= Y 23 Y FAFL HEOM REEL Ol B, =/% F0l577|
=HZ, SYAHE =X 571 © 24| 57t
aof, & % ME, Hie 2 & LEFE Al QZTIo|A > &/, 20t
o4 A 20f : A0t0f CHzt IS HiME = Q3
- F20H0] CiE O - FDA 52 H35 8%
» f=FEY 1) 534 AE7| 22T
- "EZE7) 342t - &7| 50 mcg/kg/day mSGtFAL ASH= HHEO| LIEILEX| Q=
CHHAIZE D AEMY, TS FAF 12F 4% 10 mcg/kg/day = F0f
- XHESsE SEHAZE 22 FAF 34412 - 27| 300 mcg/kg(ZX|A 7.5 mg) 430tCt depot form 13| &=
- MHOIBE : 47 5 2= FAL HbE F0= 4F0iCH 375 mg £0
- EHHADLE 1 43-49% 2) MofeAt #H &
vd 27 L 430 13| 30 mcg/kge LSt FAL S0 w2t 90 meg/kgZtX|
Hi&l : A HiA 5% e
= - |
22X, gonadotropin releasing hormone (GnRH), GnRH analogs UER7|, A(1~30°C)& 2t
qHolE BRt
*References
1. MICROMEDEX® Healthcare Series(2008), Thomson Healthcare Inc.
2. Drug information handbook 15th edit(2008), Lexi-Comp Inc.
3. MIZS|Ab HBELEA
AlOE A
teF 741 l New Drug Information I FDA &9l9F

Pimavanserin ( Nuplazid® )

2 MA= d&2Y Pimavanserin, &Z% Nuplazid®0| ZHZiO|Lt U & 52 &
49 209 O|ZAE0|GR(FDA)Q S90S WYL Nuplazid®E O|Z0IA THZI2I B2 YATE NBN2 SQUE A% %22
29l Pimavanserin 0O|= X|2FA} OFZ}C|OF LtOF4E|ZE A (Acardia Pharmaceuticals)Of| A 72 E| @S
Al At(breakthough therapy designation)2 X|™El Ht QCh m7l& 2t HAMS(psychosis)- 2h2t Sl WhM-2 FA| oi7ls 2=
O #4EFC0%ED)0AM k= Aoz AN Uon mzlex Hut 2 E 2h2p 8 Ay2 0| 215 HO|ojM gt}

2ot HES XNRE BX Rt ATt HXE A0 X of7|X] xot ZutZ 0|0jF £ RUCE [M2tM FDA 2%

AEE[=0 M= Nuplazid®E LZI=| 2HXS0AH 2%t X22=E2| StLtZ of|2|F A5t {UCH
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- Pimavanserin 17mg Il I

—

- white to off-white, round, coated tablet,
- Letter : one side "P" / the reverse side "17"

Susies NDCEIO0TDE
-

NUPLAZID.
> &l%% L . (imavansers) abits H
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X|(e.g., ziprasidone, chlorpromazine, thioridazine)/

Class 1A antiarrhythmics/ Class C antiarrhythmics/
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www.accessdata.fda.gov/drugsatfda_docs/label/2016/207318Ibl.pdf
Special Issue

www.kormedi.com/news/article/1218772_2892
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R NE7|SEE AdA o oy
5. L ZEZAA H|
=3 M AZE o= 4 u|A2}0|E 4t ool
BA:1Z (5.3 1% 5517
ARN|:1E(56.4029) i ,( g_) < 1E 16.37g 14177ml) =
Ascorbic acid = PEG 3350 52.5g .
PEG-3350 50g Sod. Picosulfate-H20 10mg Sod. Sulfate 17.5g
Ne 2.35g NaHCO3 0.715g i )
NaCl 1.3455g . light MaO 3.5g Potassium sulfate 3.13g
Sod. Ascorbic  NaCl 14g : X
KCI 0.5075g . Citrate 12g Magnesium sulfate 1.6g
acid 2.95g KCl 0.185g
AX| + BN + Z500ml o — = o AT o
=H| ES 1z 2% + Z500ml D F20|E A 1E + 2150ml 2@ 18(177ml) + £296ml
- 5 %= Q5 x= 23 %= 73
=8 EYS =3 EAYS =2 EYS
WAS T 244)7F O|Lf AFR S 8% =N Z 33| =H| & 23| =H|
@ HAHA
SHAEE
QA - BelER =
® oxaN L TETe 1) @35 6A]: 150mix1
SHAMEY 2F TAL9A| K|
@ SN2 22 250mix128(10£0fCh 2) & 250mbxSEE0R AR
74)&}7;3 QZEEZATFOAWW FaPNR=L]] ‘_gX-IL;Al 3) 2% 9AL: 150mix1H @ LTFAA
- = STres e 4) 2 250mix3H (302 0tCh ==
1) 250mix4H (102 0tCH+2500ml 1) AR AKX 22 S AR
2) 250mIx2E (102 0tCH+2500ml. | 2) 250mIx4E (10200} ses= 1) 23 5A|: 473mix1H
A - @A 54| D SA 2) £ 473mlx2H (302 0CH
e = - o N N 2) 2 250mix3H (302 0}Ch = s
1) ZIANHA 58 @ 2T - HEE 58 -HAE Y
2) 250mIx28 (102 0tCH+2500ml.  -ZAIEHY 9 6A|-9A|7HX| B 1) @A 5A|: 473mix1H
(=}
o 1) 250mIx8H(10£ 04T} 7*Ar;1_:’ 2) 2 473mlIx2 (302 0tCH)
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