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Review
classifi-c
ation?

LUTETIUM

DOTATATE SOLUTION;
LUTATHERA LU-177 \Y

10mCi/ml (INFUSION)

BICTEGRAVIR;
EMTRICITABINE;
TENOFOVIR TABLET;
ALAFENAMIDE ORAL
50MG;200MG;25

MG

BIKTARVY

TEZACAFTOR;
SYMDEKO IVACAFTOR
100;150MG

TABLET;
ORAL

- A radiolabeled somatostatin analog
indicated for the treatment of
somatostatin receptor-positive

gastroenteropancreatic neuroendocrine

tumors (GET-NETs), including foregut,
midgut, and hindgut neuroendocrine
tumors in adults.

- A three-drug combination of
bictegravir(BIC), a human
immunodeficiency virus type 1(HIV-1)
integrase strand transfer inhibitor
(INSTI), and emtricitabine (FTC) and
tenofovir alafenamide (TAF), both
HIV-1 nucleoside analog reverse
transcriptase inhibitors (NRTIs), and is
indicated as a complete regimen for
the treatment of HIV-1 infection in
adults who have no antiretroviral
treatment history or to replace the
current antiretroviral regimen in those
who are virologically suppressed
(HIV-1 RNA less than 50 copies per
mL) on a stable antiretroviral regimen
for at least 3 months with no history
of treatment failure and no known

substitutions associated with resistance

to the individual components of
BIKTARVY.

- A combination of tezacaftor and
ivacaftor, indicated for the treatment
of patients with cystic fibrosis (CF)
aged 12 years and older who are

homozygous for the F508del mutation

or who have at least one mutation in
the cystic fibrosis transmembrane
conductance regulator (CFTR) gene
that is responsive to tezacaftor/
ivacaftor based on in vitro data and/
or clinical evidence.

- If the patient”s genotype is

unknown, an FDA-cleared CF mutation

test should be used to detect the

presence of a CFTR mutation followed

by verification with bi-directional
sequencing when recommended by
the mutation test instructions for use.

AAA USA  01/26 Type
INC /2018 1

GILEAD
SCIENCES
INC

02/07 = Type
/2018 1, 4

VERTEX 02/12  Type
PHARMS /2018 1

Priority

Priority

Priority
; Orphan
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APALUTAMIDE TABLET;

- An androgen receptor inhibitor
indicated for the treatment of patients

JANSSEN 02/14  Type

ERLEADA jori
60MG ORAL with non-metastatic castration-resistant = BIOTECH /2018 | 1 Priority
prostate cancer.
- A combination of benzhydrocodone,
a prodrug of the opioid agonist
BENZHYDROCOD hydrocodone, and acetaminophen, and
ONEACETAMINO  TABLET; is indicated for the short-term (no KEMPHARM  02/23 = Type
APADAZ ! PRIORITY
PHEN ORAL more than 14 days) management of INC /2018 4
6.12MG;325MG acute pain severe enough to require
an opioid analgesic and for which
alternative treatments are inadequate.
- A CD4-directed post-attachment
HIV-1 inhibitor, in combination with
other antiretroviral(s), is indicated for
IBALIZUMAB-UIY the eatmen of h“.ma”t + vy TAIMED 0306
TROGARZO K INJECTABLE, mrinodeficiency virus type T (VD gioogics 00 Orphan
150MG/ML INJECTION infection in eavily . USA
treatment-experienced adults with
multidrug resistant HIV-1 infection
failing their current
antiretroviral regimen.
*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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- =X : Protein binding 30%
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- CHA}F : Limited metabolism
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EZQIZE www.druginfo.co.kr
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28c/pack
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[RLH/2l] MATHO|Y MEE 650mg,
[RIQ] Etol=0lY MEUH 650mg, 2E2HA0IY MY, 2E2HAO0IY MOl MY
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x
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~
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EDpME
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35ml/kgO|Ct. HE 1Y %t 8% 35 ml/kg2 OOt 1.8 g/kg(BARAM 0.28 g/kg), ZEET 4.5 g/kg, X1 1.33 g/kg,

o
% HT 39 keal/kg (H]-THY HZFO 2 A 31 keal/kgOl TS HIS$tCt.
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QUi (2hE) THAMCEH)” S17HM S HBX|A(SRET) &

[RL/2l] Xt=H[OFE 100mg, [#2l] At+=H|OFE 50mg

=g =AU

"AlEF2 & ElI M & (= EFAM (EH)Of Cheh 2EY, REY AEZIE 2AZ S7HAME T AEde Fo

32)
NEEEPNIET EER
5. QR FOIAR: 7| SIA T S

3) £Z SAHEH: DPP-4 HMI|HIE 8 S ZAIOM YUSIS LWQE st M QAIMEE
0| 2EnE|QUCE 2+Xf§8 UM o2 DPP-4 XS H| $04§XI U FA EE HA HAAHH| *IEE 3= LAt
EXE0A o] %S B85l O $E £ AFE0| LMSIH FA| oAtoA BHust=E ajof SiCt, THek
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[SIU] AH+=HEH 50/500mg, 50/850mg, 50/1000mg, [ 2l] AH+FHE AAZ AHH 100/1000mg,

i}

"HEZZQAME AEFEE QMG FE) SEHEA) e 4HY, Red HEZIE ZAHZ A7 ME H
ofa|

- MZEof Xl o] %2 FEE MHEO] stage 3a (EI.E1|°|‘E|'.‘_ HAECC] = 45 X < 60 mL/min = AFA|
o{1+2(eGFR) 2 45 U < 60 mL/min/1.73m2) &Xt &, QAMS Q¥ —7MI;' 2t ot CHE FHE SHSIX|
%2 42 33 22 8% =HH 2siM AreE -’i‘- ACk HEZE0Io| AXEEH2 1Y 13 500 mg TE&
850 mg FO0{0|E &, 0] %02 XRE AFs{AE QHEICL HEEZT X|cf HEEF2 500 mg 1Y 29.|°|El.
MI152 3-6701" OICt Fo|Z A BESHOF StCt THF CrCl < 45 mL/min EEE eGFR < 45 mlL/min/1.73m22 2
H7|150| ALl AL 0] &2 FA| STHStojof i}

- Zt&of X} of °‘° HExE E'E'.' Y28 Qdl 77|15 Tof Extof|A FojsiA = QHEICH (AFBMeIFolAtet
2. O3 ExpoflAl= FoisX] T A & ®xX).

olul-x-l xo|

(dEh <F7t> 17) =2 FAIHER: DPP-4 MM E S8 SXte| AlE T ZAOAM UYUS HEE 3= 5
EM QAMEAO| HNE|QUC XSS YHKHOZ DPP-AXNSINH FHEX| U ZA E= MM HAAHF K|
22 25E[ACt SXIE0A o] *4S 58G= Y% == X NFREO| ‘é-’*c'!"f“' FAl oJAto|A| EnstESE
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HE2|0f| A 2o|2|sHoF BtCt.

4. "2|HFE AL

ot

YHEH) BF SI7tME HEXA(ELED) ¢

U s

[®Li/2] RtEEH 10mg, 15mg, 20mg

MBS
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5 "HIZtZRAELIER THUANICEH) S7EME HABXIAM(ELEH) QALh

AL siEetE [(HLH/2l) Ha2ted
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(EFIA Al7: 2018.01.15.01 )
<CHA| 2>
[RLh/Q] eHx
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cimicifugae trituration

S0 EES F D2 25mg,
ignatia trituration D3
a2 DTKLIMAT ) 5:2331 trituration D2
\_/ \./ 25mg’
b sanguinaria
trituration D6 25mg
SEAEE-MN A
citric acid 1002mg,
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iz AL
SIEHEHNHF
7| €
stotr | o
2 6
TEH 6
SHA| 3
0 1 2 3 4 5 6 7
=
s 52 %;
IOVERSOL 3
6 XM =K
GADOTERIDOL 3
TRAMADOL (3) 3
HeitesUs- 557 ]
6 g, e, A HEFHAZTAA
ACECLOFENAC 1
CELECOXIB 1
CAICIUM
1 Z&EH CARBONATE/CHOLECAL 1
CIFEROL
CEFAZEDONE(2)
FE2 IS,
3 oMTo| A8 CEFAZEDONE/CEFTRIAX 3
ONE/AMOXICILLIN
1 4=/ TACROLIMUS 1
1 A VALPROATE 1
HAMAEER NORTRIPTYLLINE
1 Y &, A GH /23S | ACECLOFENAC 1
UYEXM/EA 20| 2| /RANITIDINE/EPERISONE
* BET - YRS BRSO S FHAIZOSZNA o) 7IE

D 28 ME7ISEY AH L oopyn

Department of Pharmacy, Pohang SM Christianity Hospital

37816 5 EFA| 3t ZATME 351

Tel : (054) 289-1716 (AP LM WMHS 224) | Fax : (054)289-1721 | http://phgidok.com
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