0 2026410 A ST (45 3 1) AFEEER I RES
% 20264F 3 HEZET (46 2 W) 7T :}[,/j- N >ﬁ(ﬁ5ﬁ’§§] 873999
wET ST 8E

Bk R o
BHhEAR - 34 LY ™ WL

LI/ X =ns5250 mg

o 'S ™ N
Al [
t EI /X =14541000 mg
SEPHIENCE" GRANULES
%ﬁié% e Wik 250mg Wik 1000mg
ARES | 30700AMX00267000 | 30700AMX00268000
W) EE—ERSE O FEIC L VAT A L BRFERaiA 20264 3 H 20264 3 H
9.6 &EIL1B

2. BR(ROBEICIEHERE LBV E)
AFN ORI xT LS BUE DB D & 2 B

3. HERK - MK
3.1 88k
W5t 44 ¥ v APRSE250mg | & ¥ v A5 E1000mg
1@ 1
ARG R A=) I LT IF v
250mg 1000mg
A=V, Fitktrao—2ZA, D-v~v = k=)L, 71
by 1521 AANAT—=AF M) T L, FH Uy UHL, A7 TH—

AL ATTY) VEER AT A BREEK A
3.2 HAIDMER

R5E 4 £ ¥y AWk A250mg | £ ¥ > 2Bk @1000mg
PRIK - FIE A~ O Rk

4. FHEERIIFhE
7TV b URIEE

5. MEERIIHRICEAET 5EE
BHRABAE (205 2 RHI O AN OV VR ISR L T v,

6. AERUVHAE
W, EET7T 7T e LT, UToOHEZIHIEAERLITAE
FLEDIROEG T 5. 2B, DAREIRD LN VIGEA,
67 AL E2m AR CIZ1IH7.5mg/kg% T, 2L ETIX1H
20mg/kg ¥ COHFHCHEH=ET H I &,

A 1H=
04 AL E6H A Hiii 7.5mg/kg
671 H LA 1k A 15mg/kg
Lk DL b 27 A 30mg/kg
2i% LA 60mg/kg

7. BERUVHAEICEET 3FE
T L2V T T = VKBRS ORAATEEORESEIZ L - TIER
FNZXE 2 OS2 RS WA H 5o AFNCL HMH 7 =
ZVT S VIEEORTT R, W, RSG5 2~480H
RETROLNALD, H5MGH2~4EM %2 B2k 7 =
ST I ViEERRER L, KT LA AR 0KE % i
b 52&, [17.1.1, 17.1.2 ]

8. ERAEFNER

8.1 BHIIZIMA 7 2 =V 7 T = VERZAEL, Mh 7 = =)
7T YRR M ER Y A L

8.2 RFIRGIZLVRT 22T T2V IVEICEL BZNDH S
720, M T 2 =T T = 2 R E AR ORI & T 2 )
i BFPL0 8 YN ENE RIS, LEIZIGLTA
FOPRE SNBSS HWT S RET S5 2 Lo [9.1.1 BH]

9. HENEEZHIHBEHICEHT IR

9.1 AfHHE - BIEEZEDH 28F

9.1.1 BEERARRHFILLRBREFIRTROES

K7 2=V 7 7= VIMPEDFEBUEET A 2 L. [8.2 &H]
9.1.2 4707 F Y U EEBEICH UBBEDEERDH 5 BE
WHBIED TN FET L 2 &,

HIREEOREN CBAREOR T ZE L. ZFL O XL
Bk EHET S 2 b RKFO Y M REFLTANOBITIZIAHTH
A, TuTT) e HnicBERICBWT, 7RI R
Tt 77 v (BH)IFITPABATT 5 2 LA s v 5,
9.8 EiE
HBEORELZHE L 2O MEEICHREG T 52 L, — kIR
FEDMET LCTWAEZ ED%

10. HHEER
10.2 BERER (BHRICERT S L)

E ik BEARAER - H5 18 5 5 W - fafrA T
Ve FOEBRITHR M| AR OF M| SN s 0BT e Fo
e T B EEMEN D b 72| BRI R 2 ET 2
AR PLEFH—F O, MfiH7 == V7|72, Ve Fuet 7

755 FLFHF—}
AR L FE RE

T VB ERRL .
WG U CEH
EXOR B ZAVE TS
ZIET A &

1) ¥ (BH2) ®BHs~ DA
AR S AL B W RS
5o
INSOHEFPLET T
T ETEEE HET
5728, KK OBH2~D
R#VHESND Z &
T, BH4DE R ATPHE S
NDHU RN D 5.
BERTIC & 0 AR 7 7
a— VT I DREED
s %W 8eEd % o

FIANTFEY D
ANVT 7 A I — )b
el

A B s
ELLIEDNHDLD
T, 2O &) BAEIR
RO SN B A
BN KR el
YA L EEICK
5452k,

LR NS 55

AR Jz ONOM: 5% NS oA O | BHa: — R b 22 3 4 ki
—raryky VR 2585k S LR ORIl & L CRRES
A v U VE N (DR H 5720|5720, BRI L) —F&

PDE5H ) MLE % o B & OIRE LB R & A L 72 Sk
SNTFFT AN T\ RBE L RS EE | R & R S8 5 ek
it ST AL, Wdh b,

55T T 4 VE

1. BER
ROFEWERAEH S bND Z EDHDHDT, BEE 52TV,
BRSO NG II S F ik 5 7 &) A L AT
)Tk,

1.2 ZOOEIER

5~10%Aif§ 1~5% Al

LS T A A |, B, RREEE. R, B
L Bl BEERAELE. A
i AR, $)fE

HRAAE R Bt FEEO

—i% - AHREED L O i

L IRAE

R s

BB B & O T Ak B RNR N

BB L OIREREE bR

Rl B L U & kR

FRIRARAE M7 =)V 7 T = R )

M7 = =)V 7 5 = Y iEEEA35 1 mol/L A



14. BRHLEDEE

14.1 FEEIZHFEOEE

1441 AHAFIHESEET, FUROFFRMNTHZ &,

*%14.1.2 BEIUTORMGTEZHAT L2 &,

cAFNTEROF FRMAET. KELLIFY YTV - AN
EoPVE_Y () TV = AXIEAF TV v L) IR TR
Mz,
- RE16kg LT O EBEIE, RF250mgsr A x T 54151
WdH7299ImL. 1000mgH @z HHT 254 1X10H720
36mLDOKIIEY) T 2 — A% RKFNZI 2 TH—I12HA.
RSN EARORESHY ) v O CRVRY . AT 22k,
- RE16kg % 2 5 B L. AF250meg D E HH T 2551
18& 72 05~20mL. 1000mgraz R 256131872
D 20~80mLDAKNIEY) v TV 2 — A ZRKFNIIN 2 THA.
RS2 e KXLiFY Iy a—20fb 0z, KHl
250mgZraladh 72 ) K& U0.5~20R, A#I1000mgs 1@ d
72D REL2~MTDOFLPVEY () TV —AEA
FIT X )ICRETC, WHTA2ZLHTE D,
CARH R EERALRIE. 25T VN TIRAE L 22354136
FEH DAL, 578 (2~8T ) CTHRAE L 7235 6 13 2405 I LA LS iR HI
T2 L, BIERICIAT 2881, BERE L T oM
j—;g): ko
- RABOBEIIERT LI L,

16. EYENRE

16.1 MeiRE

16.1.1 HERS

(1) BERERRA
H AR NERERS A ARAF20, 40, 60mg/kg% EHRICHREES- Lz &0t
Y7 771) v K UBHLOIEWEFE/ ST XA —Z IZLTOLBY) THo72V,
F 720 FHEIEER BN Y 70 77 1) v 20mg/kg% BRI G- L7- & &
DBH1D Crnax GEATTFIG4H) 1280.29ng/mL. AUCase (G FIMH) 12
603.7ng - h/mL. tmax (FJLAE) 122, OFF [T, 7 28 P00 GRAT 359 4E) 1
5.3 TH o 722,

1 HARNERER AR Z B G Lz & EOEYFRE ST 2 — %

Jil ‘ . Crmax AUClast ‘ tmax ‘ /2
(mg/kg) (ng/mL) (ng - h/mL) (h) (h)
t¥T7 T v
2 6 2.33 11.1 4.50 _
(29.2) (39.3) [3.00, 5.00]
m 6 3.33 15.3 3.02 _
(11.4)2 (34.3)2 [2.02, 5.02]2
4.66 22.8 4.00
60 6 (33.8) (53.0) [2.00, 5.00] 346"
BH4
20 6 476 2920 5.00 6.31
(20.8) (19.2) [4.00, 5.00] (12.2)0)
40 6 552 3420 5.00 6.79
(27.5)a (23.1)a [4.05, 5.02]a) (20.8)d)
60 6 511 3280 4.00 6.66
(11.7) (7.2) [3.00, 5.00] (21.8)2)

AT (BATCV%)  tmax * L FEPH], 2BILAT 1283, — @ Sz L
a)4fl, b)1Bl, )56, d)36l

2 ZxZIvg b RIERE
T x =V b VIREREARH & RO L & & o EIFE A AR
Bo%SIARICBT 22 ET 77 v RUBHOEW B S5 2 — 5 1%
UToEsh) ThHo729,

K2 7z b VRIERFICARRN G L2 L 2 OB T X -
J(#%51HH)

i " Crmax AUC0-24n
(mg/kg) ‘ b e (ng/mL) (ng - h/mL)
w777 v
7.5 671 H A 1 1.21 -
30 1~ 2% A 5 3.33, 13.6b) -
2~ 63 Al 7 1.54(17.2)0) 2.81, 9.25b)
60 6~ 12/ | 4 2.57(103) 10.9(221)
12~18Kii | 7 2.64(74.4)0 12.1(78.1)d
187 2L 1 20 2.31(47.2) 12.9(81.2)0
BHa
7.5 671 A ki 1 207 -
15 6~127 Hogii | 1 248 2410
30 1~ 2 R 5 194(40.1) 1710(34.6)¢)
2~ 6% A 6 270(59.0)1) 2580 (54.3))
6 6~ 12k | 4 392(49.1) 3430(43.8)
12~ 185K | 7 298(88.2)d) 2260(116) )
185 LA F 20 436(40.4) 3520(44.2)

ST NE (ETCV%) . 2BILL T IR R, — @ SEa L
a) KA 15mg/ kgt G- R IZIMAE 2 E 7 77 VIR E R TIRAMTH 0 . SEWBE <
T A— 5 OHHIIRETH - 720

b) 261, ¢)3fl, 6B, e) 1961, 11761, g)4fil. h)5F)

16.1.2 RE#RE
A1 E AR B AR FHI60mg/ kg% 1 H LIS TG £ & 7 H B BUE R 4% 5 L
el E&0R YT 7)Y LUBHLOEYEIE T X -5 U ToLBEY
THo 722,

F3 HEE S A FI60me/ kg k RAEIK G- L7z L & 03y E)E/ T

A =%
S N Crmax AUCa) tmax t1/2
FEAMEE A |
S, ‘m&‘ (ng/mL) ‘ (ng - h/mL) ) ‘ )
vET T v
2.50 20.32 4.00
. b)
e ) 6 4 2.8 | oo a0 | 7Y
2.72 15.20 3.00
b)
HAE 6 @) 8.0 | 1198 400 | %
BH4
1B E 6 577.90 4538 4.00 3.76
(29.4) (27.1)¢ [4.00, 8.03] (16)
646.06 4518 4.00 3.38
i 6 (35.8) (45.8) [3.98, 4.03] (13)

FEATFIGME (BEMCV96) + tmax * FHIRAELFEFA], 2610 1A B
a) ¥ 7 77 1) YIZAUClast. BH4l21H HASAUCit, 7H HATAUCo-24n
b) 149, ¢)5%1

16.2 BRYR

16.2.1 BREDEE
ARE RN 1AB AR AI60me/ kg & Z2 A5 5 I O BRI A4 | 2 Hi ]
RS Lz &, €7 77 ¥ OCnaxd X WAUCo-20:D 3ATF- 4 D
e GRal G BRIy /22 B5 1RE) 121 .10 5 T°1. 97, BH4®D Cinax & NAUCo-240D
SATFI4 i o b (R R AL IS /22 I ) 122, 21 ) 0°2.84TH - 724,

16.3 9%
L E7 771 v (0.1~10 umol/L) D bIi4ES 787 44 %130.0~
31.4%Td - 7z (in vitro)? o
T x =)V b VIR EEI2660 4 6 15 5 L7z S BHag B 123D <
NS RERAT DRSS BHO B2 O A B R 11356951 & 52 S 1729,

16.4 1&g
Y7 7T vk, v ET7 ) VIt R L VAR =V S
Ihryeroet 77 v (BH) ICEH S, BHAE Y b N O ZERR R ITHE
FIZX YBHAER SN DT,
AR R8BI AR D UCHERR AR 4000mg™ A R G- L7z L &, &
FIHE G- 1246 £ I, AP & L CBHs, BH2ZMMZ ., EIZVE
Faxtr b 77 vaEE S,

16.5 Bkttt
A EEL AR B A8 B A D MCHERE AR 4000mg™ & RS- L7z & & &
G-1%24005 1 £ T DR R OV U RE 0 BAREHEIEER (P2 00) 1385 5 st
FED6.71% M 1°26.2% CTdr - 729,

16.7 EWHEEER
AV ARERE B 296012 AR A 20meg/kgk 7 v 7 3~ (BCRPRHESE) 2g % HL
FPERHES- L8 &, 2 ET 77 ) ¥ K OBHiD Cnax L AU Clast D FAT
SEHEO L (PF % 55/ B 585) 12, £ 7 77 YTl ARD
1.36. BH4TId1.242U1.20CH > 720 F 72, AHI60mg/kg & T AN A
% F » (BCRPEE) 10mg % B fF G- L7z L &, HANASY F 2D
Crnax X OY AU Crast D AT P31 0 T (B Fl #5565/ HAd% 5 68) 121 13 ] O
1.02CTdH - 7210,
) ARFN O, 282 ETIEIH1F60meg/kg T 5 o

17. BRERERIE

17.1 ARV RELM (BT 25k

17.1.1 #5155 MR BRY
7 =)V b Y RIEBFELSTHI(1~615) 23R & LT, 78— FTiE, &
#17 .5mg/kg (67 H &iifi) . 15mg/kg (67 H L 1K) . 30mg/kg (17%
DI 2 AH) X1360me/kg (2@ L E) ZIFEMF CILHIMI4H ., A% E
TAXEFL L DISROES Lz, RAESHOMM 7 2=V T 9= Vi
B (#%55. 10K O°14H B OFME) OX— 25 A > (75— F 1ORKFSH
LA H K% OB GG B O F31ME) 20 5 O T ED15% L, Eo BEHoE &1
73.1%(114/15661) TH - 72,
KA GHOMA 7 2 =V T T = VREDONR— AT A 295 QTR
15% LI ECd - 722 LA E O BE D= F2IIBAT L. AR LT T 1R
ZZEBEWRT CLH1M6ER CA# o w13 5-Bia#]L. 2081320mg/kg.
3. 4181340mg/kg. 5. 631%60mg/kg). EHE T /2 EF L LB ITRHK
5-L72(7 7 2 RHE 5481, AFIHE  56B1) . 2$— b212RAT L 72 hERS N
HDH) L, = MTRAEGHOMB 7 2= VT I = ViREON—Z T
4 U H 5D TFHRNPI0%LLETh - 72 8F (77 L AR 4961, AHB:
49061) % B RED TEMNTTREN & L7z URHENICB I 5 FEFHlH
HCH /83— F2OFEHMF 7 22V T TV BEDR—AT A Y HHD
ZALREIIFAD L BY TH Y . KF O T X R 2 B HGHE S iz,



T4 RN—=2F54 ¥ h oG 6HEN
LA

FTOFEHMAP T VT T = VD

77 L R
(4961)

AR
(19%1)

N=AF4 a 654.04+261.54 646.11+253.01

%55 T UM 563 I P35 il 637.85+259.89 236.04+174.94

N—=Z T4 ¥ oo -16.19+198.64 -410.07 =204 .44
7' kR OBEHFED) -395.87[-463.07, -328.66)
pfiti®) p<0.0001
Hifiy umol/L\ I = KRR A RS (R R T [95% 5 HHIX ]
PSR (BRSO F 72 d AF o, ROEBREOH G H k) BICllE S h:

7= LIFTICE D,

a) /S — b 2OAFN B G-BAARTH KOG H O 7 = )b 7 5 = B O Pl

wﬂ~}2@&~X§4VNWMW7LLWT§;7%EKE%iL/V‘H®N~X5
A VWD 7 2 =)V 7 T = Vi (600 « mol /LA . 600 umol/LEAL) #5457,
R R R O 2 & 5 G- BE O SS AR & BERD R BEBRSINE & 2R R & L7ZZMMRM
WX B A BN EI5%

T, FEMBITHRERICBT2EMETOMP 7 2 = VT T = Vi
DNR—=AF A ¥ b OZAbs CTPH + R &, A#I20me/ kgt 5-
B (P51 B e O 5238 B 0 SF39 ) ©-341.18 £226. 18 mol/L. AH#l
40mg/ kg G-Ik (- 5-338I; J O 5-451K: OSP34 i) T-406.88 + 199.26 1
mol/LCT&Hh -7z,

78— MBI 5 EIEH OFBIEIE1317.8% (28/1576)) TH 1) . T2 BIME

JHIE T H#I3.8% (6/157f1) . 2 tufHi2 5% (4/157f1) . WEIH:1.9% (3/15741) |
R REL . 9%(3/157%) TEL.9% (3/15761) T - 726
= 22 BT L EIER O QiﬁLiJ/‘ 37 7Jcﬂ$f11 19% (6/54%1) .
#C10.7% (6/5661) TH 1) . AHIFEC
(2/5661) Td - 720 [7. ]
17.1.2 EEHERSE DHEFERY

HWAMVE AR S BIT L2 7 2 2V b VIRERE., ROAKSEED S
L7272 =)o b VRIERE O G 22360 (0. 2~55m) 12, AH
7.5mg/kg (67 H i), 15mg/kg (64 H UL A00) . 30me/kg (15 2,
F2m o) 1d60me/kg (2 0L 1) # JEEM T CIHLEL, A3 ad
L BTG Lo RENIKT 2 FUSH % RS 2 I I2 BT
RHFEGIZ L I 7 2 =V 7 5 = EEEA360 1 mol /LA & 7% - 72

ARH
B2 E 2RI EES. 6%

Ha RO FEMTRERE L, P 7 2=V 7 7 = VBEIDR L.
BEFEPLPLOT7 2 =)V 7 7 = RN % ET (300 w mol/LA i O #4134

) L7z BEEHIHE TH o -2 T 1 /75\%&92615%3?0)&%[#
722V T 7= YRR L UM 7 2 = VT T = VREOEAL
HIIRED LB Th o7

F5 N=AF 4 LG50 KE TCORFN T 2=V 7 7 = VEE R
Gl 7 = =)V 7 5 = VigEOELE

AFEMT VT I =V EBRE | M7 2=V T T = VR
(mg/kg/H) (umol/L)
S 28.52+18.17 186.94+74.21
(11761) (11741)
63.49+40.57 355.51+234.76
1 .06
e (936) (926)
N=2AF4 7 HbOE R 36.85+36.91 170.63 = 235.20
BALR DR FT 36.84 B
(95915 X ] [31.64, 42.041b)
SEEE R~ RE

ADEFUT VT T = VERE 17 B ORFES I
7 L ZVT T = ERGE (mg/kg/ H) O3
M7 = =V 7 5 = VR 1 H OARFIFES- 11
BOFHMP 7 2 =V T T = Vil

b)N=RAT A YD T 2 =V T T = EUR ROE L B E R GERSINE % 2R %R
& L7ZMMRMIC X ) i

BIFS1H®72) O ik

B 2 AH% 55, 100 RU14H

20252 HAH O F— % v bt 7 TORNEH OB E 41326.9%
(60/223%1) TH 0 . FREIERIETHIT.2% (16/22361) . ZEtuffi7.2%
(16/223%1) . HEIE6.7% (15/22361) . WEH:2.2% (5/223%1) . HF2.2%
(5/223061) . EEIK2.2%(5/22361) Tdh - 720 [7. B:HE]

18. EERhIEIE

18.1 fEFAHA
L7 77 vk, BHiOWREREMATH 5.
tE7 77 g, MEATBHACER S, 7 =)V T T = VKERE
oML LCENT 5, $72, k€777 Y RUBH4E, 7
ST T = YR E OIS Y v oy E LTHEHL, 722
VT T = VKBV OREE BN S & 2 R H %,

18.2 ®Hhz BT 2 HER
KK 72 =) b VRREETFILR Y ARG LA, 722
VT T = KBALBER DA LA L, i 7 = =V 7 7 = Vi EAYK
TL7

19. AR CET 2EBIEZHFEA
—fi%% : Y7 75 ~ (Sepiapterin)
b4 2- Amino-6-[(25)-2-hydroxypropanoyl]-7 , 8-dihydropteridin-
4(3H)-one
CoH11N503
HE~FEOMETH D

AFRX
H oK

11) *hAgH

T2 EER
H
N N NH,
HO H | Y
y N NH
HsC N
0] O
B s 223.3C
. FRERERM
Ti VA 7 EHE 2 HE O b EICERT A k.
22. B
(EEI > XFERISE250mg)
30
(EEI > XFEHRISE1000mg)
30
23. EEXW

1) FEPIER  851AHPTCI23-MD-007-HV R (KE24EH H ¢ 20254E128
22H. CTD2.7.2.2)

2) A EF © B 1IMPKU-00180 8k GRFBAEAH -
CTD2.7.2. 2)

3) HEH  H3HPTCI23-MD-004-PKUEKER GKZR4E H H © 20254£12
H22H. CTDZ 7.2.2,2.7.3.2802.7.4.2)

4) R S THIPTCI23-MD-005-HVikER GRFE4E A H © 2025412 H
22H. CTD2.7.2.2)

5) #EPI%EH} ¢ In vitro PTC923-2021-0135%8k (FKFE4EH 0« 20254E12A
22H. CTD2.7.2.2)

6) FLEEL ¢ B4 S B RE AT P TC923-2024- 11558 5%
20254E12H22H, CTD2.7.2.3)

7) AEPVER  ERREEE GREEAEA B ¢ 20254E12H 22H . CTD2.5.3. 1)

8) AN AL ¢ e b e R R AT P T C923-2022-041 3Bk (K FR4E
H : 20254:12H22H. CTD2.7.2.2)

9) AR © M= 2N T » APTC923-MD-008-HV ik (A& 24E H
H 1 20254:12H22H. CTD2.7.2.2)

20254121 22H

KB4 H

10) #EAEORE @ 55 LAY AR BAE FIPTC923-DDI-101-HV itk (A F24E H

H @ 20254£12/J22H., CTD2.7.2.2)
553 PTC923-MD-003-PK U R (FKFE4E H H : 20254F12
H22H. CTD2.7.3.2)%02.7.4.2)

24, XBFKRERVHEVEDESE

PTCtIEa—7 47 A%R&H a—- vty s—
T103-0023 FHABH JE[X H AAG AN 4-12-20
TEL : 0120-502-382

#25. fRIRIGN EDER

AANIFEIR R CTH 5720, EAEFWEEREL075 CPRI8HE3 A6 HAF)
WCHEO X, 202743 AKH T BREERXLMI4H D2 RE L ENTW 5,

26. WERGTEREE
26.1 SEERRET

PTCtSE1—T1ORA#%A %
SRRE P RE AAEAE 4-12-20



