(CE-E )]

BRB 2022.08.09-01 |

W ZHH] A =
(MleleHHERA)

[HE%EXI1RY]) B3
QBN MEBHHEMG(ET) s 800MQ
n7|EREIA) DIZYAE22A ARj0I2M0, 2TE210]06A2914822|0f

(48] 84 £ oist oMol Elelg WERTE
(85- 53] S48 wn oo ol

(84-8%)

0] 22 1% 3] AlAje} & £&slo{of Birt,

1) QMZBIRIE 2851 QU] 4= Elof Sotols FR
0] 2] HYZ7I822 0.8 LX| 169 0l0i, 0| o 1~2YS CH31 20| 2 2l
R0l 2t 0f AAre} 37 SEBtct Of #12 QMBS =Z5tm K| 8
2 SxtolA 2Yels 0] %] 27| Y2 HoiFn QCk,

1. QMZRHIS 8ot UX| 42 B4 ExiollM 27| 8

0l ol o Soigy

i
ot

ox

A

g
o
o
o
3

[iz]

55 - 7.5 mg/dL 18] 17, 12 33] AlAjet &I 28
7.5 mg/dL Ol 18] 2%, 12 33| AlMiet 81 28

2) Mitiate] HM FHIE =285k Qs #XtoA 0| A4S A Fofsts 22
Mzt gite] HrIE 285tn e SRtoA| o] %S oiF Foidt Z20l= &
o g2g Tofsich 2E 2 o fRl0) Tsl7| s HHE 8% 2Ho| W
& 4 Qlrt FAS e THYAREIE SiXjolN HE At EtAelol Ak 1
U S22 14g0|Ct,

3) Mt Eriedol HRIOIM AHZ i AR0IM HHZ HRHEH s 22
Nzt ERAL FRIo ARzl iR SOl S B82S RO{SICt SH B3 QI
SR|0f =EHo17| sl XS 82 ZHo0| URE 4 Uk,

4) MZERHE 285tD Y xtolA| 0] %S iH| Foidts 22
B £NS Hh= RIS BiX} 84S O R K70l M, Altiet At
it ZMZENHE SUSH 82(mgT CHZ mg)ofA| A 83 olo] Z4AS
LIERCE ok 3 Rtk 2872 71202 5iof AFEl= 0] %o 7|8
S HoiF1 ot
B2, RMZAHIRGIM 0] %o TR RoiE nf £ Bixte| 27| 82

ZAZERA(1EY 242 667mg ER) 0| & F0i8%

18] 13, 19 33 18] 173, 1 38
18] 2%, 1% 33] 18] 2%, 19 33
18] 3%, 19 33| 18] 3%, 19 33

5) 0 %2 28511 U= 2E HxloiM 8 2H
SHS EY ol #X|2 THE WrK| LR ZL 25710 7+
Atek 3| 0] 2| 8HS 0.804 B Ei AT

(g4l Folure)
1. Tk Sl ALt 2 4.
1) 0l ofof 242 o SaiA0] 213t &1
2 Mol ixt
3) FA Eh70] oI R BRstol R3S Yo
2,18 B0l N33 SojE 2.
SEEA S WD} Sl BR(0] 2 HE Ul BRstel ZuY, 32 33
g oz eaptoirt)
3, oluts
1) QA
UAIEIR 0h Chojat R0 AN 20| AEIOIA 2 o2t
§2 B2 2 020 QUMY LM8T JFE0R HuE 4 &
ou|, kol 0jEIg MBS M| 28 4 3T
ol ofo) otzbajol cft RS MEHOICt J21Lt of o2 Alelal e A

o
4n
]
el
w
tob
>

e
40
o
X
30
=)

Mot B ME0| SUSIER F MAMQ 04EtS ZRMAUS FARE Zo|ct,

O YHEMBIXIS O 2 510] 242 852t Fotot FA7I7H0] ST WAt
G0 Mtiaty B FR|o| ofAtSat Mzt HAtHoM 2
O[AEES0| AISIZCE BHZMSIXIE O R 5i0] 22 477t E5tn
FU71710| UUT E CH2 mR}F AHT0IA MHtn Bt AtRQ| OJAHES
I N2t FAOIN H0E 0|AHFS0| QARSI

@ 5277 TIRE Mtate] QAtEol Halin A 7oA, Mty it
(n=99)0fl A HnE 0yHtS2 BYUIXZ(=101)EAZE E= EMZE
SOIZ)oIM ETE At QAL Azt SAMHOR X|2 B Bixlol
5% O|A0A] 245t OIS S CH3at Zct: TE(22%), 7(20%), A
AK(19%), ABHE(16%), SE(9%), 1(8%), HH|(8%)

Mgatnz X28e & 2750 SiXigt SYHEZOR XZH 10F| &
A7t OJANEES W0 AIZOIN Z=HESIUC

@ 8-52 70| UMAIFMIM Mzt PN Xz0d SR & 7HY
S5t 0lFE A8P7|7| 01LHS(3-16%) HZ0IALH.

@ 14372| SEUZMBIRIE (Y2 5t0] 12757 TI-E Mdate] S AIF
OflAf CHELEO| OS2 HMEN SixjoiA TEE 04etSat FAIA
Ch X123 71 EIH5| LAst Sist 0[S 2 S0 UC etz
BHOIA 871 (8%), EAHNZT 2H0lIA 274 (4%)). MliztHZolM 1352 &
RH14%)2t BHYCHZ O 9O BXH20%)7t LHEE0| Ast7|7] 0lEtS
20| X 2S STOIUCH SUTMS B BiXl0| 22 S0t HHE &
Nt 58 ZA| TfstD Halsin A2 Enkst HAs S7QH0| AIBE
2 UZE FoIZA 2LIEZsHOF BHTh

2) A|n} 5 745

=¥ o8

7kst 22 OtLICh CHSol O[S MtlatmErited 3 Mzt FAtedo|
Al Z0j| S101E Zio|ch: HTIBKS, THSE, WX, 25, Lt e, Sotx| of
2 A0|AZ HHMETH HHME, FEHZ0| Tt HHIZAO| LIELIALL 7|
Z9| HH|S 0| MaiZl At 339 #ESS Lty Sloi HESH 2|
7t ERstct
Mt 2ol ANt B St 35 AT Joi A(EE, 2, HY,
AL CHEE 2 oAl Baioh 22 SHEE TE)7t E DTt (4. Yy =
o Hx),
3) U Al & A} Zt
ZUOA] Mdztn Atlo] Al & ZAP7|ZH S0H1,233S o2 MAIS
OFEY 7t Zut 0|3l WHE QlakA|et 4Rel0] 20H0IA 2474
(162%)22 EE|}on Ch3at 2o,
Ik AL & FYoly - DZAES 0.08%(1%/1,233%), DLESES 0.08%(1
3/1,233%), MZ 0.08%(1%/1,233%)
Lh 35 9 URNZEA oY : $IIB 0.16%(2%/1,233%), F5 0.08%(1
3/1,233%)
Ch Mg o4 - 1Eet 0.08%(1%/1,233%), XMt 0.08%(1%/1,233%)
2t TR O : ASEYE 0.41%(6%/1,233%), 7% 0.24%(3%/1,233%), 7
E 0.24%(38/1,233%), tH] 0.16%(28/1233%F), 2E 0.16%(2%/1,233%)
O}, I 9 S4T30l : DIEAE0,08%(1%/1,233%)
0] & A=1to| QITHAS HiRHE 4 ol O4EHSS 14HlA 1821(1.14%)2
2 LIERGICE S S17HAR0l 7 IRHlof QUX| 242 ofl4fotx| St MZR ol4fet
SO #7|5 221(0.16%), TLUBEE, AF, 1UFEE Y D2AEl0| ZH1A
(0.08%)0| En=(%lon 0|F US| TAS MR 4 2= A2 MEt
87|50 LIEIGTE B0 o[4S 5 Sris o[4S il
4, UHHY 0|
1) ENS B0 QIX| Y= THY AEFEIEH 01 Sixtoll ChSt o ofe] otRNut RF
M2 SR-|R] Ut
2) EEHE, BHMo| LIEf 2 Ao M5t HH|, XI4X0l 25, 7E 5 0y

o

6.

3

4

5)

L=

=3

*

9)

0| &I ZR0= F0IS SKISID XHGH ARIS 510{0F it

Hdato) Yo =8t 20 Ask2et A Ax Yr At Ensidon,
22 UM 3 XS LR oI, Aotz Ho| = HRIME 0] o
9 MH| A g2 Tafsfor Birt, Qo= dsaat HoiEol, 3 4|
25 YOHEZEIR| 7L 532 2ot AUSE A, £5 BiHIS =&
3 YRS B S48 2E §), B5N YRY B TR Asp
+22 U2 X0 Cdt 0] 24of FHY - RBY2 HYLO0] A GiCt, w2t
M, of2{3t Asl7E Zto| Q= Etxiol ths 0] 2 MEE ZRE F2slol
OF Stttk

0] 942 A0 222| H2S Bestm X i B 24, FEN L Bd
AI8 230} ok HLAEZY 22 24 HIAE 280} sict

Bh AlgrEs SRfs MG QAT alo) SET0 12t KIZA HIER A,
D, E, KO| &Z £:AIS ZAAZ 4 QT 0] %0] 34 S0 SR X184 1l
EtQIFo Zel8 7K540| 9= 242 OfLICh E5t 0] o 7| R0{ 3 HM 2
Holl et 7HS 8IS HiRE 4 Qlck MEIHE FoalHM SR HIERINES
=85 QK| Y2 #ixto] B HIEII A D, E, K| HEIE F7|Xo2 Htet
Ofof BiCH 2RA| HIER BSHIE S0 NS HYBICH SYRAS @D 9l
£ BRt= AYAIZOIA 0] SRRSO et HIERI A, D, E, K| XIS SH6HR|
RYO2 XY HIErRIn Fitol Chet F£7pxel BLIE0| BFEC

by MY BiXls MZSYS0IL DUEES0| e 4 Ut o] 42 2
&2 SRGIIL UK Tt 12|02 oY 244 528 Y|Ho2 BLIET sHof
i LRA| 24 HEHS FofRict

by AYEE SRS2 HAMGAS O ZIME]7| Fot, A2t Eielo] Ay
GT0A CI2 QMG ZETIE MdatmAMEoR M Al ZEZENEN
2 SEM 3|2 MF0| syt Hueiick mRt BY SHMH #RIE F
9| 2i7| 2EsHor Bict,

£A3 e Snts SN0 Felol wat ARl S 24T o 294
SRS e SARtoA 2 AT FYS0|0] MEinME| YAl
AT A2t RoiZolA O 52 40 S91H0| SneQln, Sopey
2 B SXis S0 BHE SY1 PSS ZA| LG MAlsin HEet
FAQHY| SHI2 AI8S 8oIE 4 QIS FoZA| RUEF of Bict.
AietHEAHT EEIEMO| SA| FO01E BxiolA 2EM7ISI5HS0| of
S E2H Ens|oitt, w2t o] ofat HEISNS B =35tn Ol #RtE
Off Ciah 2 XSS 222 FojZiA| BEsfof Bict,

i

=

=2
=
=
=3

02 rjo

10) 153 Soto] UA|Elof A, Matoio] ZXof oiet F74= et 22iLt 7|

ZH1 014)2] ZZo0f Qlof dateio] £5 E= E40) K580l thatirl= &
M| HiRIE 4 elct.

11) 0] & BEORE B2ANMISSTISY| FEH0| N SEC, 2R 22N

12)
13

MISHEIS BRI S2ENEER AR(PTHE H27] 9ig ZAUEH,
125-C/3/=2 Al HEIR] D3 i 1 A 59| 280! A28 #F Lol
NgsoiRorgic,

) 2713} 7PINR DiRi S et o A8ER| o9,

) Aitelol 20| a0l RIS Sufst 2EA 4 T0) ARl(EE, B2 4
o, T, el W 2/ a9} 22 BB B8} Husor, 3B
4 90 S0l of oI BEgoRM si28 4 2. 55 94 40 44
# 8i1jol 2 0] 99| x|z RSO} B,

ysmg

Ul
g

olof AR T4 Oi8-0IE NERIS it SfmfRlal CiZA Cishet 4
oic 0] Oft S BB RS XK Ml B0l AR ThY i8-8

ARG A= MEREEA, CF, o2l of 2o HELSE H 2R

ol
1)
2)

«

4
5)
6)
7

8)

9)

10

o]
G

Chistod +ERict
S| et 4S8 A= AE b gl
0| %42 E4EX| plon Ci2 A9 HHO0IZEN FFS 01E 4 k. 0]
ot HEE0A 23 st Hals 278 4= 32, oY E= R8Y
ZH0IN PYHoZ ROI5t FRHO| LiEH 4 9082, 0] %42 R0i6l| A4
TAZE M = 3MZE S0f R0i5t0{0F 5L QA HERMAR BB
S DLEYGIES itk
Aet XIURIS o= Bt YSH AN 0] ot SUR FY=HS K|
A2 EMA2 NE2SSAN HES0A|9] H0IZES of 50% 2
AZiCh WatA 0] o2 MEZSEAMT SAlol Sofai A= o HCt.
0] o SUst FY2TS Xl M2t JMA2 CIH, ntdl, offdetmd,
HEZSE 3 H20| YH0ISEM S FX| Tk
78 X|2xt 18YS LYOZ 0] % 9,692 AlAf} & 12 15] Fofaiie
0 OIS tHal820] of5alS HatAl7|X| Gilct.
Yt XIRAH14YS YR 0] o 9692 AlAfet 37 12 13] Foiai%
I A2l 3820 AFalS HEAIT|X| GilCt,
Yyurel FHZIRS FOID = Xl AYAIZAN Heeions,
O[2fet |28 WD = Bt= 0] A4S AYE 0 Fopt BRI,
O[AEIRIOIA Adiate) Attt HEE0RE of 0|4 AR 22 Ay
0| AISZAZY, 0|FH=20|ERHE, EI322|RA0| HSSEI} Ha
SIUCL ASYBIIBS HIME 4 glon2 AIZ2AR 0|FHE0[ER
HE, Et922|RAQ00| HER0| 3 SUHSK| £ 1 BSSES 2siof it
0] o7 SUSH AYYRS JIE| MEir @M LEIENS R0t &
Kol i S27 ZYM7ISHIS0| Hugdict 0 & A=S YRt
T U= SRS sl ZYMRSS2R(TSHIS /347 2fsiof Bict.
) Al % oA, 0| ot Z2E HI isHK|(PP)S HEF0IE ExiollA of
£ S22 9 #X| S7p EnEQC),

njo

5 3 20 oft Sof
e

@ 0] %Az} RAR SUK AYYZS T1T Miizto] HUH2 MG HE U
0l XIS HIEHY DY &4 AAR Qlsf 7|2 Y7|o| Efole] 2RS4
ANZHOM, 7123719| AMGH E710) 01 Aol Hngo| F |
SN 27| B2 242 STUIZCL
@ Yl oS Yo o XHt A7t glonz R EE Yhistd 9l
2 7F580| 9l RRI0AE R|2Y0| 4ol Efolol Chet AZYE Y3
SITHT THE|= ZL02 S0f3H0F BiCt,
© Aloi] QUofA| BEH & CHE JYAQ| 2517+ BTBICL
@ R0fl QA01A BIEF I Ch2 SYA ThEt 0] 22| Sat= ATE(R] UL
2) 425
Ni2toit Mgel REC2 2H|E=A| U2 bt gt A2toio] HiS+Y
2 M2ty RECR HHE JE540| 79| §1S A2 AlzE £/ K|
£/5H1} 0] of X|20l T3t X|&/STol i3t HEH2 77+ 225t {otet o]
o A2E B 010l Tt 0|22 15t & AFE/0fof Tt
7. 20t0] tht £0f
18M] D2to] Aof0f ChSt 0] ofof QMY RE 2 SFE(X| ATt
8. Xt Chst =of
TFRI|A F0{E 1 SEt 124S a0} BiCks 7= gloLt DFXIS tYe
2 58t 20| YYAZ0| 2HE(X| YUCOZ THKIS (Y2 S 2
o = UKo S SR AlZ5to] ZFlHor Bt
9. T SOlAl HA|
0] ofo] 22f S0l et B giCh, 0] O} SR FYHES Al MdaiH
HUHS 24 X2l 827 YU 1499 S FOBIHOL OS2 ¢l
ATk £ Hm Qli= Oty MRS SR o 0] 20| Hh 1Y Y2 14.4g
olgict.
10. HE4o| Fo|
1) QM BRSO 0f 22 AlMet &7 2Z5I=E Y2iFn o] 22 Aol A
ol HRAIZH0F STk
2) Stitel= 21242 0| %t Zo| =Zatx| Y2 KIAaHOF Bict, 0] %zt Ci2
BTUHE 20| 28A| 280t A4=0| YHOIZE0| HAH F2 MY 22
FEYO thot AYHoR ROIEH HYO| US 4 It LK o= XIS 4
U= BE A4S0 CiEt 82X HE= Yol 0] 4 EZ HA AR M E
£ 3AIZH 20| T2 A=S =ZaH0F STt 7HSSITHH, 0f ot ChE Z7o4H|
2ol A YEHZ0| UA=X| Helsly| stof 285t o= 85 5=
£ BLIEE stofof ottt
3) 0] 22 JrhZ 7o} o, ALY, WAL B 2202 H4X| =S

I
o

0 1]

5}010F BiCt,
4) &715 T3 2Hol 87|10 BB
11. 7|E

1) 0] %t SUsH SYMES TH Adio] BUAS SSUH0M AR 21
7 SOf(13g)2 24H0] S0 HEC| W 0 Mz RFFQ Lo £
TeQlon, Aol A1 Z7 Fof| 3ol oM 1Al BY s
9| B717} LEILIX] 49kC.

2) HALS 23tAIZ1 In vitro Q2 MERTEE AlofAl Mfatoigitee &
AR| T 0149] 0| SABHOR ROlY Ql= SIS EC

3) Mltiatn] A2 Hefalot S SAHOIAZ0IA HOIHAS LIEFIR] Btk

4) Mzt Ml Uzl E= 270 HEQ| MAITSHE Uo7 |X| ofotrt

5) HEO l01M, 1.5 % 45 g/ko/day(mg/kg7|E MEh £ 80| %15 %! 45
)0l SN MiAHINA XY el DO E4 AL GZoR 7
= Bjor 20| AT E= SR 2EE Lozitt E7I0 oI Mg
2tof FAA2 1 g/kg/day(ma/kg 71 Al 3 8] of 108H)2] SoflA
27| &4 242 S7IF17| tE0] Aol RIAES 22t B7MAIZIC

[MEd] 71287, 42(1-30T)=#
[Ak871Z] MEY=RH 3674
[ZRctel] 1807/, 303/

[MZXF] CHERIOHE) (B71= Sl e MIoET 1224)

4 2 MZ2 A5 24HEE DBt MEUU 2 MES FUN RE7I Ee
AH87[510] ZTE|rALE HA - Ml E= QEEIRS FR0= T A=
Sot0f weksl =L

4 0| MM WYUKt 2022 088 09Y 0|5 HAE LIEL SHO|XI(www,
pharmgenscience.com) E= AH|XFAIEHAI080-080—4211)0IlA Q18 4 QI
Lok

& 9JOFEOHHLEEKhitps://nedrug.mids.go.kr) JFE HEE HZRSHIAIR,

4 238 B0 U mjsier| Ay« SR UEorHHal A (1644-6223, 14-3330)

QIALE QfAQ] KIAjOf r2t ARZSHEAIR.

o ESSIEDS
PUAORIA
www.pharmgenscience.com

47| SHYAl SEE MIokBERU50
(AHIXMERA) 080-080-4211




