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@ NBH: 0 =5 =2 (6) EE3Z2l2A: 0 %1 YRE0f Al E}IZ22A0 BESC 50} 80| JOOE BIZ2LAZ XS 2E ST 0 % S0 Al
(5) £517%): 25 n EZ2|PA0 B55CS BLIHYGD, BI22PA0 S0YS XBoH| X0 E}I22IPA SHS NIGHTS o0} 8L,
QIAAIBIOI A O QT IR UAROZ Q0|5 AIBAIK 24 AF 0] AFS ZIEFGI K| QOLHCH (7) mTOR 4 AIKI: mTOR SIRIKI(0, AIZ2I 22, BAIE2I22, Kt 22lRA)= CYPSAS JIZ0ICH 2L 25t CYP3A MallRI0IG, mTOR
) Q2CITO| AT 5 H DA X2 BICE BEE O ABISS (21} 20}, ATt HEEWHA %’_EEI&IOI mTOR S HIKIOfl CHE i%%_g FAIZ 2= QUCH ) B
() FA 02 HE S5 UE0 ZoHA (8) AHIAEHE: S2CIB 10 mgD AHIAEE 80 mgol [3123 YES0/S AHAEIE SSSOMS HIDGH NHABEY =58 77%
() @2 ol Sael ZIAZCH SZOITS ST ST0IA AHIAEE 12 30 S0HE2S 20 mglhKI0ICH
(3) AIZH: ISUBN, ZAWGHAL0IA, SEANZAHS, AN 014012, IH, ZHZ 0} OIESHLAEE> o ) )
(4) B0 2SR (uESuE 1) 12 HMG-CoABRBARMNZ X2 S0 BNA (0, AS2ARR), I8 REH (o, ANZ2E), HRASZ00/Y, 05
(5) ABPIIH: LS RO B3, NANE, ASSY (), A HIS, ASEA, HEY, 2E guDH 22 U¥s 820l LREN SI ¥8S0] A 2BS0 AB0I 3D 0. 01 SR ¥2 AS0] CYP-450 3A40] ChAY
(©) CiAaSH nag 2217/22 +57 2 42458 NS OIESHIAEIEIS CYP- 450 3A40) o13H CHAHEICH - »
(7) 222y BNS Q= Ds2d 2s= 2) 0 98 CYP-450 34 OHIK (NSZAEE, DIAR20IH H4H ¥ 05 STK Y HV TZHO) & S0iE 22 0f oo
(8) O U AT H: WHNAAZS HATBAAS %*‘S?%Ejf ZIHe £ U002 AZSHH S06H0{0k 3HCH OFE S HFAEHEIO TS CYP-450 3A4 ST A (0f, 2IZ I Al £= HLIEQ!) 9f HEkH
(9) HAH: 29, )| 2435} EHa}O%O%*Eﬂ._' bt gict. N - ) -
G0) 520 I8, BEoe, b 3) 0 94 CYP-450 3M4 REHSH HE SOIA (0, HIHINE, 2IBIA) OIESHAEIE| B85 ST8 24N 2 UCH 2ABIN 015
(1) IE/220|H: ©3, (151, (s I8 BM SCyJ| SATIDAZH ASRHES JIH E[H—E'O'H (CYP-450 3A4_79£E Elihepa_tocyte uptake transporter OATP]B1 o, 0}%%5}_&5}@3} cl& \@% %‘%%016%
(12) ZH2H 01 H: O A2IOF S, AI2ER O 42 %MW_—%—@@}E 210l @QE\D_#, cBIAN &0 & O)’E_EH)’&E}E‘%_;}” S0I0tH OIESHIAEIEIS _aedg_%_'n:_j_} SOI5HA _J:H\_E} b,
(19) Bln Il sl =01 Lm0l 0laz 4) 01 %0 BUAGH T BYYGHH T HASZA HLYS BB NN ANEOZ ROT O3t 4SHBLS BEET YU
(14) /LT 2%, Y, 2EAT A S0 1S S2H EDHACH, 010 (22 YESHAD B20| YT Q20| ez oz A ZE SOIS HMHAS SSES0) Hof H7 XE i _ _ . _
E20l0i0 2m H S0 AL 2 ECIHO NRT IR0l LD HOSSOL) (22 B Aok S2CETY ol HEA B &, 5) 42+ & R S RIM: 0FESHIAEIEI D 1 CHAAIS OATPIBI -89 JIZ0ICH S8, 0IESHIAEIEIS RE4EH 0 P-22| 2T 260!
(15 2N SR Srl SRoE (EASHS Tas 2320920 50990 (P-gp)| JIZ0ICH. OATPIBT 3 % P-gpiHH (0, N2 A9 HSSOIAl OIESHIAEIEIS MHOIZES SO, 28851
3) CI2 ZBWLHTHUNAMS OHEDINE, 120l 0/ABISS0| C2H B0 Y0 01S0| JIHREOR oigt 20I% o2y gt 20ifs 2o 4HSS ABES SOAIZ + G0 OIESHIAEE 10 gt NS22EE 5.2 mo/kg/daysl SES0E OIESHAEES =58
DES B 4 GUUCH DTN, SR (U ANBIY ASHS E3), S5 SIHACHAUC HI=: 8.7). -
4) JIEFCHS D 22 0AHBIS 0] 2HE G QICH. O}EEH_}ﬁE}Elé }\‘_gﬁﬁia_‘ﬂ} HESWAIOQIESHIAEIEIS S0 g2 10mg% ZUOHAME OtEICH ~
(1) AE2H: 2 EA25H, SYAHE T AT C2H 2L2H2 S0l UEL 4 AT 23I1ZHIZ % TSAEIAIZE OATPIBT, OATP1B3, P-gp % BORPS! SUHHOIDE, OIEZBIAEIEIY LES SINLL 0] & I
(2) A3D10: M2 AASE, SA, S2 ¥, 8| S0| LEre 2 ATt EBoH= BEL _ . _ _
(3) 0e: C2H m_?_%%gy BEREAF DRIA SR S0| LIEFY 2 UL 1&7 O}E_EH}ﬁE}% 20 mgﬂ% dEHZ22H|2 480 mg_E\ g2EE0= O}EEH)’&_E}EJE‘ LEE 3 H\‘%\EHA?UC s[F=N 3429). dHE2H 2=
) Jle- BO2 S22 22 el s, 49 0| e 4 90 RESEH P-gp, BORP, MRP2, OAT2 2 27| OATPIBI/IB3E ORIGHN, OISSHIAEIEY w52 B2 OHESHAEE
OIESHIAEIEINA 282 B> s0gx2 12 20 mgs =Wl = OteICH ) 3
1) OFE2HIAEIEIS ABIROR Ljors0| SO 0/AEISS (A2 20/t LAIROIACH 0 %D GBS O|ABISOR 0I5t0f YaAE 5 Sowol AU e CYPSA-X OATPIBI/IB3-0i)f SBYSNIIZE HEZH2 AIS2LZRIS FS20s UE + UL
SOIS SEH AR 2% 01210 SHX01A 2AIGHRACH OFESHIAEHEION T3t A0 HE UAAIEOIA 16,0662 21X (OIESHIARE sojz  CIEISZHIEA NSSLZRUS SSS0GHE S0 OF=2HIAEIEY AFZE 201010 )
87558 (4 919 =0 27,311%) O St 5352| J2t SO B2 =01 LYOH, A SO0l 4.0%5 OIS SHAEE S0120 5.0%04 oo WS HMB(BCRP) MM : BCRP SRIM(M, SHIAUIS, ItXIZAHIS)sh 88 SO0 Al OESHAGES 28 S%ot
SloF (Y EQUAG TN Z0I3 BN 5 OFESHIACIEI T BRI D1 S5 0|ABIS (1% 014) S CHS D 26T} 29l QS o|yYIS SHILHES SHIAHIS & I XIS 8 0i0= 32 OESHSEES €8 20196 SIHetCh. autAbs
%)};guf”ﬁaw ﬂ'ﬂ_ﬂ% gfgfgoéﬁﬁ ae 4 o (1% O14) 2 LIS 0 Ok2H0l 7= OSSO o i axmuyi2 #oNHE 0l 9 B SoEE 810 29, IE2HAEIES 82 12 20 mg2 ZHAS OHCH(3, 0 AU

(1) &4l: 2242 8%)

() 29 B0l 6) L= OIESHAEIE 10 molt CIBAS 43183 HSA BHNHY ¥E [N s&= IS 2X Y0 J2il, 80 mg
(3) HARH: DRES OIESHIABIEIS (BN 43183 B8 S0l £ SFAH 2 U349 AUCH ZIICHAUC HIS: 1.15). TIZM S0 & Xo Ze
(4) ABDIN: A312Y, Do, 2LWOH(FURT), #Y|, LN, 2 2123 2LEGH010r Bl
(5) 3201 oz =2 3 e 7) RIS 200141, 2eh2l EZ0H0/Al: ALQI0] BR OLESHRAEIEID CYP 450 3A4 AKHE 2T H2IE 201014 (12 13] 500 mg) £
) BA/NAN: EE SHxE S2EZ0H04 (12 23], 12 500 mg) I Al OFESHIAEHEl B 2550t ZII6H9ACH D222 22 EZ0H0/AE S0i5Hs B RUA Ol
(7) 22ZH Y ZEZX: 2RE, DHE NNE, 2-22H 5, 250%, BEEY o 20 mg 01 &S S0iok= B2 =50 B,
SOl= HAOIAL BE K20 T TEEE APMUA: =20EIAHE L HEILHAEICSS BRoIE APMAML 0l 2o HBE0IAl =2UEIAEHE L HEILHAERCIZY
(8) ZAk: 201 ZAF0IA, S CK 5t 8 J = 2 98 < :
3) OESHIAEEl JOHTHE cjgoq@ =020 22 20 0120 LIEFLCE OFZH0l J12S QS JAS0] OlE2HIAEIE D ol iy AUCH SIIOIRACHZ 2 AUC HIg: 1.28 £ AUC HIg: 1.19). [MetM, OIESHIAEIEIZ S0Ete HA0l ZRIUM SHEEAl 0 AES
OtE2bHA o ST 2S F0} 0l S, S QE 0148 SHIAEIEID 01D 5o a0
Q= 212 oLk X . _
0) M@g}}: o 9) ZYAEIE: BYAEIED BRSO OIESHIABEY ERSTI LOHHSTHS: 0.74). 13U 0 XSS BSOR S0/5ts
(2) Q201 4: AIOF 5 LB OHESHIACIEI D BYALIZS HRS0oHs 39 LDL-BAAHS HotEIH= S6H91CH
(3) 7 2 012 0 10) RISHHL: OF 3 OIS J2iD +432R0158 BRsts 278 MUK (antacid) ST HES0IA OHESHIAELEIS AUCDH
S 2E =2 o 5 =Ry CEN ML < 2% s 310) A 2AGHACHAUC BIS: 0.66). J2iLt LDL-BAAHSO| 2A0E ZF0| AT
4) AZDI: RE, 2% 2Y, 2, ATY, SEEA, YETHLYY, 2015 SAX 014 (HH AT 2T 42), AVY, B, FYAZ, o1 k . S SRiC S5 _ )
%gég Moo E2l o S2or SUo SUE aas o AoTE A K DE =2 Ness 0|:%)§T( Py 1) 2 Tlek G22I BBE0A 27 $S DM S1e 20 ABEES SIIAIZICL INRY BLIEIZS O N 5101 37 $STHS 8Y
;éy_\‘ y — 3y ;_O ;(D; D»EOO;;;\_\:I, =l o oy [ R = =, =T = oL oo _AX_X*O:I‘:’%;E:‘Q(_)H()#@[}.
(5) BEJIH: JI2NY, HI, HE, 5522, B4, HIEE S ov _ _ .
(6) AZ71: 224014 (I201), BENZBE, ONI2, 2UVE, 52, A2E, UZLE 4824, 23205 SSaFax, Az, opoy, 1) ANEI AHECD 0 ool 45580204 45582 2oig ] 290
USEZ cox oman =ees ’ ' ' e ' 13) QEIDIR: OLESHIAEIEIR QEITIZIOl HSSE 0| FHS DINK ¥JI 20 22 CYP-450 SEEAZ FR6H0] A= SHEDS
(1) 2220 2 28ZX: I8Py, 2807, 29, 2, DY, FudY AVYY, 293, 29 £5, A7E, oK 4, ¥z S2UES OGN EED
Dlo2zuna ' S ' ' ' ' ’ ' ' 14) OLRIE 20101 41: OLE 2BEAELEL (12 131 10 mg) D OLRIER0H0141 (12 131 500 mg) O HEBS0= OLESHIAEIEIS BRSCH B&S
1 @ DIgbAa: e = NEM] =Y T s plc= " . X AUCH
8) IS ¥ IGHEE: JI2ig, ¥H, €05, ZSLNRY, IRAE, 23, 0ES, SC)), 58, N2, UL AR O \ o oo s _
Egi HLAA ) S912s 0ooe Bk Size Sk floDa NEZA L S cudey nad osoy owyny 15 SEOE: AUS NATK Ue AS-012 ASHSAEUA OIE2HIAEIE 80 mglt Z2CIT 10 mg FES0IAl OHESHHAEIEIY AUC
(10) HA & IR0 HEYS, NEUS NSRS ASEA ' 16) BIZHLIE: OFESHIAEIEI D HIZHLICIO HES0Al HIZHLIEI ASSEN YAZOR K010l 4810 UL
(1) RAOIA U E0{29 /Al AE, HDEE BE HAZ UISZ o HOUX MASE 17) Z2E{ OLM XM S Hl: Ot 2 HFAEHEI Dk CYP 450 3A45 Moot X 22 2ed &l T2 OFMIX Al (G, lopinavir, nelfinavir, ritonavir, saquina-
(12) SA22L Ol 0], FRAE, 2HOA, OHEE HAMA =47 HS2 0|2AA4, 02T Vi) 9Ol BSOS OIESHIAEIES BEECE 2-5H SOtAIIE 2D B0l YE AO2 UEKICH OLEESHIAEE AUCE 0] &
(13) 8O O 2T HATAAZ AN BIE ' ’ ' ‘ HES0Q HIWGH0 2/EC Z2EI0LK MM BetZul2e OFEOIN2 Z HY Z2HO0H MK 0 o0 88 S0i2 S Xot
SH B~ 5 Bl O AL Ak . N < oaE cu= SOIEYUCL {22 HY Z2EI0 MM EIZeH-bI29 2 SLHIE B8QY E= 21eC Z2E0H MK 2oty H2S S0iots
14) I2HI: HIAEAEIZ Hot, 2RI AHIIOHH &%, TSH 4%, ACTH &%, QTAHE Not, 4% RY5 < = ! = Iy O
E15§ N LE%'% B%Ngg* H=Heor SEafE Nl o SXH00 0 %0l HES IIGHOF BIC HIV Z2E0LH KA 229 2 SLHI2 BRQHO2 S0oHs SXUH 0 A4S HYE [
(16) JIEF: w24, =3, wiok FOI5H0{0F 511 JHE 2 B2 NS THO BHCH HIV ZZEIOK KM AFRILILIZ 9 2l ELIHIZ HE0%, TRUHIZS 2 ELHIZ 380,
(17) 2 A% 2 285 o THOYUYIE, T BATYUHIZY SUHI2S B8RYOZ S0/2s BT0E, 01 & S0l 20 mgS HOHE 2ED F2/5t0]
o DT Ot HOB M ABHE (12T 2O o AFEHOF BHCH.
4) 910l FAIX &S 2A0R M AT B IS D 22 0/481S0| B DS bt UL e ] _ _ o s on
(]))Tég ol ‘5‘01‘?% olA };glg ;_XJEH}% E}@ | s YL S S0/ HIV B R0IA, 0] %9 2= 40 g2 HISIED, 0l %0 R HA 80| X8 4 U HB& AT AV,
() D27 BEE HEASHE QF HIS HOUIE IAL DSHE SEX Oge OS[Y SZAYESD SHZYHIZ 800 mg, 12 3515 722 S0{5t2 62T 01 % 40 mg, 12 1315 HES0/Al 0 %2 AUCS Cradt SIHSIACHAUC HIE 2.3,
(3) AIZEH: 22T 5 O|AO+D|34 j|m;gr§‘g (Hﬂé e ' ' -°° Coax HI2 2.7). ENZYHIZE S0 E &M 0l & S0 12 40 mgE Z Wl M= OHEICH
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18) ZEIOHA: OFEZHIAELE (40 mg) 2t ZEIOHE (240 mg) S ¥8 SHAl OIESHIAEIEIS 85 550t O = LIEHRTH [MEX
19) OIEtZUE: OFESHIAELE (20-40 mg) 1t OIEHALIE (200 mg) 242 HE SO0IAl OFESHIAEIEIS AUCE IRt 2 EIQICH D282 RIZXE:
OIEE}EL}%% EN= XA 0] & 20 mg O|é!§ E0ot= %39 Z=OIH Ok 8HCH. Pfizer Manufacturing Deutschland GmbH
20) HBFA: HSFAE GHLI0IAC CYP3AE YHldte =22 &R0t UM, Ol UsFA HF 0l IUE Z=2 (612 1L 014) ; i
OIESHABED BE 8 ZY 4 A0 OISSHABEN (3 X0 HBTA (200 250 mL 88) o gae oF xogj  oswaldalee 179108 Frelourg Im Breisga, Germeny

(HMG CoA E&SA2 AUC ARAEE 13% SIt), SEXHCZ 2AGICE

21) RIS B OISSHALED RACHTO SSYSHBY (18 NBE SAEN BUND, 0 = A2E ¥SS0E NB 2 FAT:

RN 222802 22 530 25040] ZIAN0. 02 BNE BYEl RLEH00 51, (IE2U2EE S0E BNT22 H|OLE 2| A3 2|0k
CHBiCh HESEA 57 HEHZ 14 HIE 155

%) BIIN: HIZ OIESHAGED BIN0 GSASHEN (3 AES AUET QYN OFESHAGED 23100 HES0iN A
X0 SNUYUCH DRHM, OFE 2HIAEIEID 231419 BRECIAl Z050] S0{3ICH
23) JIEN UMM OIE2HACIEI B IEUGSE O AR (HQY FSST YNKOR SO/5 ASHE 90| BRSNS OFE 52 HBE HMBLBHO LIS DA SHOIX (htto://www.viatris.co.k)E Soh ZOI5HA 4 YBLICH>
Sx o210 FSASEEN 3 SRS ABEIT LU
04) ATD2H: AT U2 T HMG-CoA BHEA HAHES HSE0GAS [ 2YZ/AS2SHE M0l ZIH6H) HS0 RS0
T3 0F &iCH
25) 2 IS H0IEH 22 HMG-CoA BHRIEA RAHS T2 TISHO0IE HHES SAO S83IUS [ 2HE SI1840| ZIFI9ACH
26) IZEIAL IZEINT OIS 2HIAEIEIS HEE0IUS I) 222 81 QHA0 SI1E 2 U002, O[E2HAEE B2 2AS 1250}
S0t

27) IAFRHIESH HB6tH L Y&GHAl %2 SHIEFAUIZ/M2EtEY I/ EUHIZ: eIEUHI2= 2§ CYP3A AMAO0IL, MelEt=d
HIZ, elEULHIZ2, TAFRHIZE BCRP O*HIHIOW OtelEt =gt 2= OATP1B1 AMMOIEZ CHAHRHIZS H8otHL HEGHN &2
SHIEFAHIZ/TICIEIEHIZ2/2IELIHIZ S 0 &1 & Al OFESHIABEIS =22 SHAIZ + ACCZ B8 A= el

28) HEAS0| OFESHIAEEIQ AS8Hf OIXl= H8F L OFESHIAEIEI0l HEAE O A8t 0IXl= HES Oehol Bol QAGHAL
Y84Z0| OIE2HIAEIES A4S0 01Xl= S8

EEEEEELES OlESHIAEHE!
8% (mg) AUC HIg* OTED

*AI2RATR 5.2 mg/kg/day, HRRQI B [10mg 12 13|12 2822 0] 8.7 10.7

YEIZRIUHIZ 500 mg 12 231/21ELIHIZ 200 R

o 12281, 7812 £ g 10 mg 315 0f 9.4 8.6

23T HHIZ 400 mg 12 131/T1 EREFAH 2 ol 15 Joior &

120 mg 12 131, 722+ €04 10mg 1€ 18], 72t £0 8.3 22.0

#E12L T 3[H| 2 750 mg O 8AI2H0KCH 10202+ S04 | 20 mg S8l S04 7.9 10.6

*UHIABI2 50 mg 12 13/ I2I X ZHHI2 200 _

o 12 150, 1 %jﬂ s 10 mg ©+31S0f 1.95 43

S HIZHHIZ 800 mg 12 33, 722t E0f 40 mg ©3/=0] 2.3 2.7

*2TLIHI2 400 mg 12 231/2/€ L1612 100 m _

p iy E& 9120mg 12 13, 422 S04 59 47

#IAFILIBIZ 400 mg 12 231/2I€LHI2 400 _

mg 12 23], 1522 Egm 40mg 12 13], 422 €04 3.9 43

222 E2010141 500 mg 12 23], 92 a =0 [80mg 12 13, 822 S0 45 5.4

*Ch2LIHI2 300 mg 12 231/2/E LHI2 100 mg _

18128 9912) Eof 10 mg 12 131, 422+ E04 3.4 2.2

#0|E2t2LE 200 mg 12 131, 422+ E0f 40 mg SH31E04 33 1.20

HEI2 26|12 480 mg 12 131, 1022 & 20 mg 31 S04 3.29 2.17

AR L2 700 mg 12 23l/21ELHHI2 100 _

o 12 281, 1 %a; 10 mg 12 131, 422+ £ 2.5 28
ZATYUHIZ 1400 mg 12 23], 1422 S0 | 10mg 12 18], 422+ E0f 2.3 40
W LIHI2 1250 mg 12 23], 1422+ 0] 10mg 12 13], 2822+ E0f 1.74 2.2

EFEA 240 ml 12 13" 40 mg SH31S04 1.37 1.16

IEIOFR 240 mg 12 13], 2822 0 40 mg S5 S04 1.51 1.00

WZIE200/A 500 mg 12 48], 722 £0{ | 10 mg £+3150f 1.33 1.38

21T 10 mg, &3] S0f 80 mg S+3/=0] 1.18 0.91

AMIEIE! 300 mg 12 48], 232+ S04 10mg 12 13], 252t E0f 1.00 0.89

Y AEIE 10912 28], 2452 S0 40mg 12 13, 852 £0i NA 0.74"

DIEAEIA® 30 mL 12 43, 1722 0] 10 mg 12 13], 1582+ 0] 0.66 0.67

OITHEIBIX 600 mg 12 131, 1422 S04 10 mg, 322 € 0.59 1.01

EIBTA 600 mg 12 18], 7202 S0 (F8S [0 0o 1o .

o) o3| . .

2IZ Al o 13, 522 01 OHEX -

S a0 me 1 T8, S5 HE= 40 mg a5 0.20 0.60

AT S22 600 mg 12 23], 722 E0f 40 mg SH31S0f 1.35 1.00

H=TI 201 160 mg 12 18], 722 €01 |40 mg S8l S04 1.03 1.02

* OFE SHIAEIEl SFEE0Al CHHI OFESHIAEIEI D) BB SMAIQ HIS.

# Ol

Yad RAL2 3. 0/48tS L 5. 45 AE F1.

ﬂ%Ea MSFA A*-r|(> 750 mL—1.2 L/day)Al, OFE 2HFAELEIS] AUC(AUC HIS: 2.5)0t EJtE 0l 2 D& QUL

TS 02 8-16 Al 20l Hal MFHE AIZ 0 28 HIE
f EI‘”UI“O\ 012 4288 I8 (20 OtESHIAEE D | BLUIA S EEF0Al SAIM F0H6t= 20l 2L, ABIN F0 = 0lES
HIAEIEIS LS SO0t OIESHIAEIEIQ] E& 5 S 0F R20I5HH %i@t}.
Ol AR S0E ARILIH 29 2lELHHIZ2 mgggg %MX‘OE O\E 0| OtLICH SHHCZ NEEE= EHM A2 OtE2HIAE}

Bl E SOHs Ol UM 2EE X 20 0 52 200/ MR2HA, 012 JI20{0F 510, 2R3 & 20| ALREI0{0} BT
OLESHIAELEIO] B8 20| %ts8toy DIXls B8
OlESHIAELE EEEEE LR
%2/8% (mg) AUC Hl 8¢ Cras HI 8%
80mg 12 13l, 1522t €01 | OHEITIZl 600 mg E+3l S0 1.03 0.89
80 mg 12 13], 1022+ S0f CI2410.25 mg 12 131, 2022+ £0f* 1.15 1.20
ATWYH 12 18], 222 0]
WOmg 12 18], 2022 €0 |- S2HEIAHE { mg 1.28 1.23
- IEILOIAERICIS 35 g 1.19 1.30
EIZ2ILIHIZ 500 mg 12 23I/2IELIHI2 200
10 mg ©+3lE o 120 281 7912t € 1.08 0.9
10 mg 12! 13], 4202+ £0f ZATHUHIZ 1400 mg 12 23], 1422 € 0.73 0.82
_ ZAZYUHIZ 700 mg 12 23l/21ELHIZ 100
ol oD} E
10mg 12 18], 422+ S04 o 18 281, 14212} S04 0.99 0.94
* O[ESHIAEIEl HEE0Al CHH| OFESHIAEIEI D) B2 EMAIY HIS.
PN Q0425 AR B
6. 2R L £=FL0 st F0f
1) 0l 0| OIESHIAEIEI 4202 Qlof UL T= YD UAS IHSH| 01480 ASS o0 YAE ISH0| U AL RES [AUS
2RBH0{0F B0 2HUABIZD O TYSEL B0 AR 0| 12 ER5H22 HMG-CoA ST &1 RI2] R THEO! /80| A4IJ|2 SO+ AEHE!
ARRLE IS SIHL0HH A0 0] %2 NS HHSH0| 2= 2 U EHOH0) HEE RTHE AIBHS L2AF 012 h 0| 080N
S0{5101, X2 TE0| LAl EAC® XA HIZES SXAIZID EHOHK Tt FABAES 22i0F BT
2) 01 19 OIE2HIAEE 8202 ol £R20] A8E 8T 0] %0l 2RS02 0FH=T0 UHA= 22AH UM $XD, FHHQ
Bl (120 2250 S0H0 OIABS0| LIEHE 4 U002, 0] 92 28ZQI (82 228 A= AE
3) AR U 2R0| (a8 AROIWO| HFAL UK YUCH VMO HE HE NSO 500 HLots B AROWS S0i6
BHCUN SOKI Y GOl LI 2t Q0 SSU ANA MASHS SHAX LUCH TBetM, Y20 st S0i= T2 & st RS0l
gi= 22 9 Ia D 20 L B0 2 SIES E 200 S0t ARECH A (3 S0f JHNH L2OT0| AR 2R Fo2
OIEICHD 2D B ACH 0] AS SOt SO 228 FH6= 200l ARED 0 A2 S0IE HCHA SEISH 0F Hat2 ST
7. 20t CHEE SO
0l %2 A0 Chet Q& A L RE40 HBTIO UK L0
8. DOl LSt =01
0l %2 DTN CI3t &M L SEA0| B UK A0 LROIWD OLESHAEE ) 220 03t BEE of2het 2Ch
1) H20IE: LBHOl 222 S0ishs 20| AHECH YROILS DX L FS 01210 ST0H HIXE 8202 S0f Al, 1LA0| S
F551LH,
2) OlE2HHA } 1: 65K 01AQ] 21248t L0I0] A2 OIESHIAEIEIS BRECE B2 MO0 HIaH O EH LIEROLE (Cra 40% ZF, AUC
30% Z1), LDL-2YAHE HEIEDE H2 HU2D AU
9. J}a*EOMI_J b3byl
0l %2 QT B OIS NBE ULt
mium U OIE2HIAEIEIO ZESIE BT HHAE (120, EASH0| L20IH/OIERHIAEIEIS BASH R25HH E282 F= 2 2X=
%k
(1) Q2OT: A3 PRS0 Al T3 SRS DSTD BT PALS BIRG UEIL2 CHS 20| BIUNKS HEHA SSCYUCH T3 HAlA
HEYO ZHIF A5t QSO XAE0f AN 012H U 430 Lol XS 200 2AHIUCD EDLACH LS
NATUH L2CIB 10 mgS S0I8t SA =2 2AI2 SIHK| AEE (activated charcoal) S SOGHAS [ L2OITO E4It R0l5h
LAGUC L2 A0 SHH0| SBE & UL 0] 60| PHENR 0I5 ANKOR AAE HHEAS MY 58)I58 IE 2UHEY
311, AXIC YIRS SHEC N SX60 EAST 22 287 U QUHS S25 £H5ls SO XIMo N0 (13t 2ERHS
292 80 BALSH ABE 2DIo= SE )} OiLiedl BAIG 9 g2 =gl Y-Sl 288 + A0
LEHYSMAHC SNE BHHASISH LE222HEY U0} SBY 4 U0 AROLS CHABS0| 1S 5002 YusHe
S80| €T YED, B20E Y0HS0] Al B-2014 HES0l S23 2USC 0/ N SUE 4 ASH(SS 24-48N2 3), 87 220t
Qs & 90}, B2 L AUEY XS 8 XJ| AM XX (HADSS &) 22 2010) € 2& UL
(2) O SYAEIE): OIESHATEl =20 HRE 4 o= S¥E HILSS A0} YU A STE VN SLHOR NEFH0! G0
QA HEQYS AIHGI0I0F S0 2015 2A L EH CKAIS S2UEYGH0{0IETH OIE2HIAEIEIR BESI5H 2RCH 2aS 5
J20l EUEHS OlESHIAEIEIN HASE 2051 AT =0

10. JIE

AN TI=Z

QAZ2CIE D OFESHIAEIEIS 80| DXHE (s AlstE HtF il

1)ggy

(1) 2018 d2C(8 0.5, 1.25, 2.5 mg/kg/dayS 24 S0 HO| £ F0ist HE L OIRAMA 2LMO SHE LIEILIA R ACH E5 0f
NEUAN E0E 082 0t2AL 20 LSS (Maximum Tolerating Dose) 01 2YOIUCH (OFRANAME mg/m? J|ECZE LA 2§
AZEHO 10 molll 2HS 2, ACSHME L4 20 2RSS 281).

T B HE 50 kg JIE

(2) OFESHIAEIE: OIESHIAEIEI2 ko& mgoé BASE HIES JIEC2 ORC 2 IEE(80 mg/day)el 631 &, & AUCo-u4E =02
8-16HH D22 AF2EH 2HC AS A LAA0| SUACH KoY Mg 2 SME HEIIZEOZ QHAIE 2 D220 2500 =2 222 S0i6
2E2t9l OIRA Al jéﬂ} DY AEZ0M ?d% HHE 85, S22 UHEL SME0| SItotGCH BALE2 AUC-2 Off JIE
6-116H =RUACEH Ol HIZQ, SISHOZ RASt BE UE Y22 01RA ¥ HEM kgE mgl 2 Ast NS JIECZ oflY AFIAT L9
12-125 HH E*EEOWM ZA2 [YoIACH

Z)E tﬁO|A‘|

(1) g=0m %‘&WJOI M?:*OM 0l ¥2 QTN =2 HMT +=XI0 &2 0IXIX LACH

(2) OFEZHIAEIEL 459 A2 A L 159 MU AENAM 0 °*° A SOl K20 2 glol SCIBi0] JtsSS 201X LUCH

159

OtESHIAEIEIZ Salmonel\atyphlmurlum 2 Escherichia coliE 0128 Ames test & Chinese®AE HAILE 0|8 Alg2 H HGPRT forward
mutation assay MM SAO0IACH OLESHIAEIEI2 AIE2W Chinese BAE HAZASZNA SAF OW% FAGHH SOHAIIIX L%,
MIILY OFRA AHAFHHM SSOIUCH
3) MAIs 014
(1) Z2CIE: 10 mg/kg/dayS MK 2l 2 C1E (mg/m?| =22 O'Ao* E 1D ATEEO 10mgol 8H") 22 Mgt HE (WDIHH =2
SO L3214 SO HRNUA MA S0 ISt S&2 LIEFLIX &AL
*EX ME 50 kg JIE
2) OtESHIAELEL: OtE2HEA
g2 dAs0 C’KWO' %é‘% AACE Ol B2 kg¥ mg 2 &Hitst ‘&'H 2 2 DABEL 100 4OHH SZ0IACH +31 A0 st

100

rlo

642

EIEIS %10 175 mg/kg/dayDtXl S 048t 2 HE S2 /1) 225 mg/kg/day DXl S0I8E 2 HEWM B
A

S 34 =) | oS o

MASHMENA 1 ma/kg/day & 01 AN 3T 24, 3T2sE 22 L FT0IA0] SItE AL 10 mg/kg, 40 mg/kg, 120 mg/kg
29 O}EEHME} ZHJF ol S0 Al B3 22 ZH THet0lH, ACM J|#e TR 2FERO %@8 AUCH

4) ESVNP: Yy =N

OFEZHIAEIEL O] HZQ S5 NOZ FALSH %S (AUMIUNF 01222 2 300H) Ol HEE = LSS SO HUHM ES AZTOZ AN HY

(gersy 520l goioty) S Ru A

f
(1) 12 mg/kg/day (O|IIJEH‘501 t9\ o 16HH) = 3042 2t T8 L3 HOIM S0l 2E QAT 280 mg/kg/day Al S SIHAIA
SOt 23 HoA 1 =0 ;Iza Y AIE SEEH0| L*"*E\C’*E}
(2) 242t A& 23 H (20t21: 10 mg/kg/day, 120 mg/kg/day) Ol Al 45 ZAS @10l 2E & ACH
() sF0ZH 2oty (B2 %%, SE L HAFQ ZAUAMY SHHE HE) 01 0l HEO CHE AES0 FO0IE HUAME 2ZELL
1. 22 & 3549 FAAE
1) Of&l0l2 £0] €XI Sz R0 S2EHC
2) THE 101 BHROf €= 242 AFDRQI0] EHL SERNSUA HIZ AN 282 015 FAE T
[ZZES]

5mg/10 mg: 308 /4
5mg/20 mg: 30&/4
5 mg/40 mg: 308 /4
10 mg/20 mg: 30& /4

(R3]
12871, 15C-30C A22 T,

AL HE B SO*EIHL} NE OJE2 ARNEN, AUE BRI SOt wWEGHo E2l2U

[JIE}]

COfR10/9) 201 2T 2= RO BB
> TR IS AIIS0 29510 AZIIB0l AV o2 AN YEE B,
3.01 %2 MY - H E= A3 Hol 3RS

| HEAS ED LI PR AE : S=oAZ oM 2l | (1644-6223). LI Al 48 && : (14-3330)

HEMIEEAZ Y 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg),

2012.05.31 (10/20 mg)

HUNHHERY: 2025.02.11 o
KI2502 @

VIATRIS

3637606
PAA232133

& ViaTRIS
pescription [T A HEEP et il Date: 30 Oct 24 Time: 07:30
Component Type L1 PAA232133 No. of colours i 20f2
Affiliate Item Code 3637606 :%gg%gg’ﬁgggg;gg’ Colours m
Superseded Afiate Hem Code 35221 06 | 120949747/0020
TrackiWise/GLAMS Job No. 3637606 1 No&,‘:ﬂ?st m
YT 17,18, 19,20 | South Korea Equate CMIYK
Supplier SAP No. [N N/A with
] PAA232133 N/A T Gulim, Malgun 7.5 pt
SRR RN ] PAA227094 _ DIINENEOIEE 299 x 704 mm 7.5 pt

[EEOPEIDINTEE Pfizer Manufacturing Freiburg (Freiburg - DE) 003000009474 _2_299x704_head to head
Sign-offs
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