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LHE: LHAEE AE GIIHE )| 5t SSAIENX2 MUMTZ 2k YAAEHEANE
FEo0l 2 - MHESte EX S2 F& R#E. R2lUete AR YAAEE AAE 50t
HE=2t SA

* NDA (A& QIXISE, New Drug Approval)

Ol IND GIJIE 22 ASEHS2 LYAAE0 B2 M ALHO| MAIILUHM HMES 2RE
HAA, AMANE UH2E HEGIH XS AIESI HEE Z28ote U

QY RE JAAME ESH2 AIHAIIE 2 H0IMH, LAAE0 £2 ZUIt LT
o OI2 M2 HOteH =& I U00F 2I0IE JHE S U

2 & S AAdXHiE MW UMOAMZAN AMAIETNEE HES £ Us o1==)It

(EEY2XEA, St
StLESl Jl2H(H)UOA OIR0 X daAEe & 1

ndard Operating Procedure)
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= o
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tOd NDAE &&= ==22 49

lifes
ol

&

1. A"

* IRB

g9

=4
H=:

=Ll

* ICH

Hol:

0= FOAOIAIS 400010 AAOIALSO0l NDA AIOJ0I EHOIBHD, CHEH, 53 Sof o
IHE EEo HEITE PH 2. L2Uls SAAAMAS E S0 QA
Sgs ASED ol MR Ao Heldt U

=
i
HU

(LMAEAMARARS], Institutional Review Board)
AMANEZE ot SRUHM HARAHEN L= HAHEAN, IEENZRH MHESAE 2|
ol AMZEdE Z-OIL M3dHes d2E ZBESD XNSFELZ 0|8 SIS ZN LAt
A0 Z0ots HIEXS del, oF, SXE ESot)| ol AIEI2 Ul sSeEez
= MERAS
 AMAIES F2lHdE2 EXGH| /ISt OE JI280l10 E+A01 )
FASE SUS HEME CHAl AAHUAM HAIGHH LAAIE AAl o
ol W4 0l20% JI20 ASEX &S M3IXQ ZSwol, &K,
AMAE HEAO B2IX EIFES B 1-28 Z2ls 392 Ao
S e A3 IRBIF JACH, MUS2Y 2s £, U0 MHE2S
23 2le XX HHMEE RAEXNHT S &2l4 A2E 6t0 IRBL IR 5F.
A=0l= AA22 HAOILL CRO LHRS H& SHA L&A HEAME A2dizFI| |st
JIEs IRBIF QULH.

0

(LAAE SHE=SES, International Conference on Harmonization)

LICIOICH CHE AAAIE L Al I 2 HHEEZ 2ol 2AES =20 UAA
ETQSH UAAIES Br=21F A2+l EHI0 et 012 iS5 Ao & MAHESZ =L
St JIE0 2lst AU IS XIEol)| f16t0 0=, |8, =22 J|gu F22 I
0l 1990 2H XI=HQl HoE Solf HE SSE Jtol=etel. Aleke] A3 & I DHA ol
UNA =8I AMES 5 L I LAEHS HHLDI| /A6tH RE3SH, L=,
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29 AHE20 Al XSS MM HMEIIE AE S59 W&, J|=x 2FS
EEG6tL JI=d QIFAEE odts AN

S HIASl Alehol BSE JlE0l 2o 0I0IXILL, &iotE AlSkol TSt =It2te)
HE M= 20ICH &= L&AE NH=2S0l REO0ILt 0I=0A 282 AFE s

=l S&: Al YAAIE 2eJIE2 ICHY EAUEE 2= Y2z MHE.

* GLP (HIZAAIEZEIDJ|Z, Good Laboratory Practice)

O LS MEEHS FEH EIE <Ist HAHU &M A

AE ATH GHREE A A
WE: e ASE0 ol HESSS MELZR ditsd, S+5d S &Aloi0ot22
0l SdAIg2 d2dEs 256t /ot 27eld, AEAE & FHl, NSEE &

= =
JUF0 2EEE 2= AES ZAF, HAHAHSZ 2elots 7E

* GCP (YAMAIE22ID|IE, Good Clinical Practice)

ol AMAEN Eoictes LIEXS Al A4ES 256t LAAIED
EIES, Haty, AIdS 2| Ao LAAIE 2AHSHE RH(2AA
SIAF S)F =45610{0F & IR AlEE HE J|E

E: dA4AES el8u ustg2 SEGH)| fol LdAAE a
N22 I8 & 24, AMAEZUEDIA HE S0l 2ol Holl =2 JIE

°c QWP (RFAAESHZE Z&2|J| =, Good Manufacturing Practice)

=
O
Il

o FEH0| 28& =245 S HM=EoH)| /st JIELZ MEAS RXLHIE HIXE
2o FY, 22, ME, T ¥ Eot0l oI2IIX2 & SF0 Za HME ¥ SE2e
ol 2tet 2AH0I MAFHY #E

2e Good
HOl: QEC REWEFHUAN ALY 40| BEE = UEZE 6| A6t Q%S Z0jAL
AE & FHS0l 26 s & I|IE

o A 44 (Phase IV, Post Marketing Clinical Study)
HOo|: Aok Al = XM= HEH UAMAIEOZA, OIIE 2XO UAAEN SSA0|L
EXNE AESTAME RSt F)| 34 = MI22 NS85 €4 AE

o PMS (AlHE S ALEA R XA, Post Market Surveillance)
It 0

o alof Al BOF = OIJIX =et FRE0IL 811 S FHOMI| flg H5 A7
SR AIE JHAIE AAUAN ZHEIEI YO XFEHQ BAZ0| U= B 018 A£5
Ohorstod =28 22 252 J|ge O 2 &4 22 += A= UM 0tA0l dts
LHE: Aler AIE SIOINEXIS LAMAEUHAUA Ml SXZ0AM HEAAES ML 254
2 FHI| AZAISY HEM, R54 HHOIZ 6HH AAE HEZ (LS E&)IH O
SS0 28t Z2E A, XIHSAL, BF2IAF £= AL 28, S8l SQZRH ¥,

got, 248

* CIB (YAMAIEXIZA, Clinical Investigator's Brochure)
ol AMAIEN AIBE e AAEQ o L HUdAa FEE AAMNAIZTI E 2 = JUEE 1O

* CRA (Clinical Research associates)
ol MADI LM LAASES MEAOI managementE ot=

o
0
>
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« CRO (YAAIEICHED| &, Contract Research Organization)

ol AMAIE 2SS X2 AR Ao 28 L= MEE Eot)| fI5tH 2A=ZIX=Z
SH AL 2ol e JjelolLt Iz

EQ24: CROSl M2 MUHIAS 4350 e M2H Lot0 S & 2338y,
AMNRMS S&t ALY Al2HS S St

fol
Mo
1
e

=W S&: IWol= M 1004012 CROJt &=Z=0ICtH.

- A2 CRO : SZ20ICIZCIAX, Al222|0F, AEFLX=22I0F, OIOHEI, C&R Research,
DreamCIS, Lifecord-westat, Apex Korea

- MUA2E CRO @ HIOIQSAH, A2

» CRF (Z=dlJI=Al, Case Report Form)

Hol: AMABUA DB AAAE +80 QS FPE J|=8 YZO| &7 X
JHOH ODIEXNEZ HEAMUAN REst 3E2E JIS5HH AZIX0H MEE >
KABIE QIM2 E= AT 2A

» GRP (R4=2/A%EZAAIIE, Good Regulatory Practice)
Hol: QoE Q5D ASE WEHOl JIEN 2o EHGHAH Mot 1 HES BIMdtes F KX

- AMAIE (Clinical trial/study)

Hol: AMAIBU AHSEIE Q%GB0 HFLD RELS ZYY SHOZ, WY AB9 %S,
of2f, oie|, YAX SIHE HOIGHD 0/4BISS TAGHD FIBH0 AZES HASZ alAl

o CHIZANMAE (Multicenter trial)
HO|: BILIS LAMAIEHE MU ek Foi J12 0lAtS

ANEI 20N =8Cs S&AE

« AAMAIEHEA (Clinical Trial Protocol)

Ol oY LMAIES BIFEOILL 82X 2{S HMB51D| ol LAMAES SH, o3 Y2,
EHSE =0, 2@ XX S0| Jle= 24

e AE (O|AFBHE, Adverse Event)

HOl: AAMAEN AIREE AES S0 2
22 S%(Sign, O @ AEHAX HAX
AUMAIEU AFSE QAED BIE A

BIREEHK 2D oSE X
pton), EHES L0, HEY
=2

» ADR (Ol&t2F28tS, Adverse Drug Reaction)
HOl: AMAEEN AISEE QFE Ao ZEFO|A LS O|AEIS

« JAANEUIS S AW U

Aot HES PIGHAES QMU A% TR} Hl= XSS T S0ioh e AAAIBO0 BAROICH
MO A SEABOIL S2U SO0 2RIt ASKE LOHBE US UMAIE MO AIF’

r
Ol2t SIOIGIA 'HUA AIE 012t 22 AFZBICH OHXICH E201= 4t
Sl= S2AE, ABAU(In vitro) AIBS B
RE UOD MUANS MBATO A, SBAUH S2 50

StHAN UMM aHE
f'olcte StHE M=
S=z=x=8
AN 00 UEXE LotEE L. 0IIA O 220l
ClH AAMAISEHZA(IND, Investigational New Drug) AFS MSol] AQkX I LA AEHE N
Ol CHolt =Ql ot AAAIEO0l ARSI a2 AN 14 - 24 - 34 -4 B

0z
10
Hu
HI
bl
ron
Q
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CH MO HRE =D SX|(controlled) EE= H|SA|

o

(uncontrolled) A&

Aol ZF0 et 7|2t CH7| 2HH 2 (multicenter
study)7} 29| MAEH e 2HAp == 422 S0 O
oh EebX| 2 fEtY o 2 1710009 =& 2 LiELE T2

x
= o SE A _ A Ie)
2382 oY £ Y 27} N

A SAl 2

- 20| RIEIS IO Ciot 2ot =7t HEE HT| Sl
AlEs 2HH g ZAHPMS)

- 1) S f2[HE gHef2 7] g, 2) A= AHE0| OltE,
MEE SOl OXl= 21t AES ?Ie 7I17te tin 2 =5
AT, 3) MB3LOM A2 Rtz HRtS ot F7F A 4) AT
H ASAEN HERX| 2O S &AL 20| CHet A=,
S MEE2 HST M S Al = gt

=0 BROE HItE T2 AT 7F Al = Ao

CHE YE+8S 870ts 03 HEjS| =4 E= FHAES
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5. Mu=] / HIO|2A| 22

d

=% 2|(generic)0| 2, £3{7} BIREl @2|X|\D o|oHES e Fim|et 2R
o|oFES o|njdte B, RHEL S hajsto] 1 G2 B AL
W2 FH 2 E= #H R L 2 (super-generic)0| 2t &

=H}O| 2 A| Y 2{(biosimilar)= Q2| K| HIO|QO|AZ S 7|HIO 2 OHS0fX|=
oko 2 2ROl 7t 0|L}, A ImHHO| AL B{(super-biosimilar)= 7| & H}O|
Qo|ofZo| 52 K| JH2SH ZRE JHZFALGQM Y HIO|QA|La) £
HFO| 2 Hj| E{ (biobetter)2t 11 &t

5. Mu=] / HIO|2A| 22

e[LtEkE HMUIE ZtH0| Et=7t X of AlE
of HISHH = MYx= HY

C}=2& & 2 AH(Pfizer, GSK S)o| =LY H|
HEAIEY EE71 oo
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5. Mu=] / HIO|2A| 22

FR AU I S8

2to[ Y = AN R&ADE Soff W2 e 2| F(Stillen,

SOFA|of = =
Zydena &)0|H, f 43%7t ‘é!%*ﬂ.i Aot X2 X A2
=28 £-H Y2 7|ge 2 E2=0|H Amorsartan
oto| o= (Cozaar XQ)0i| CiSt] Merck&Co.2f 20|l B! S5 A <
E 7:%
Z=(H0|F), Q1= (50| H|2tHtE), H1IE'E.*, 2l [ A|OF, Ef
CH -2 H| 2% I S2E At|A HEE2 St HYE =

GlaxoSmithKline, Boehringer Ingelhelmgf u}ELﬂ;I 7| 2k

GSK, Pfizer, Sandoz,

Actavis, Teva, Cipla =LY MU ZAIE EE0| of A

5. Mu=] / HIO|2A| 22

SdLich HI0I12A1Ed AlE

JF2{ HH O] © &5 A Xl Ht&S o}
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= =23
HHO| M| 2F 4R F-40f Ciot HE 2| HO| QA2 23 7| 8 242 5%
2t olx U Sxjy PO ECE

=L HHO|@A[i2f 3! HIO|QH|E WLAS MgojobFo| 7t 52 HO|O|, HY
2 =780t GEHY 84S Soto =M U Msteter H[80| %ol E& HY

FASESH(MAD)O| 2 & HIOIRA|  yiojoAia= o8l m =R Mt
SElEE oA el = 7h53 M2 QI20] oSl o %ol B
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