BHEEERES (R1) —EF

(20254104 1HEE)

PET t L 4 WiEe BEHRE FEE
o O#FRIZ. PET b LA B#ESHIMMEREV e r 6. 010Xy, A

(N

CRBR At c AR L EBECEML CFHcE 3R LT, PET L A&
Sk, BEGEERMF LT E T,

o> BE
Sm

bt 4M5E11H3OHEEHBE L VRMORY T4 7 ) R MCREES
N YENEANES Y L, 4643 H 2 8H, AERTO [RAMABREKRT
REEREOHEICHV 2 AREMEIE LT ) 34 7 Rl R 3 5 158 I
Hl > TWwE g,



(FERUEZITOWT)

L84 PET FLAGELLBEORELTT (F—La—VICFEH),
LHBERE PET FLAKMBALER#RT 3IHOa—FEESTHY., F—L—JIERHINLTET,

Y% UHEABOMAL LML Z TR THOT, BEHOLMLEST THREIN TV I T,
FERISME © WEHAS OB RTHE T, JCI &5ty 2 —Efiget v 2 — Bt o T E
¥, HL. RH¥EIZ, PET L AESOED 2HAERBEIEL Lo THET,
FDAZEERS : XEBREXSEE (Food and Drug Administration) @ NOL (No Objection Letter) O
FHERLTwET, Ak, EilaEORKS TR,

[ c : AEAIEER. 1 ARE, Q: FI)zFLviL7xL— MlE.

Z : FAEHR (cogRpEIcHERTES). a: 10 0°CUTORHTHEATE S,

r: 7ra—AEEREERCC, 100°CERRSEHFTHATES, 2ZRLTVIT,



i N <£1§?§§$Z

100300

SMXHEYHZR

PET M A HEB20H THEER~DOEEIHRD
B & i (RE)

&4 : OOOOKARSHE (BREH : AAL) ra————
REE4 : O000 Bkt xghﬁl
f£ B : 00 HAESE : RERES OO =1

%ﬂ%
PET h L/ Hilie 28 K- ST
LEOAA. FTREMOEEMIES AT 643 A 2 8 LEENMERTO (AR AEARUEBARONEI AV 52

REHE L LTO Y44 2 VHEOERICET 58 RV, 470541 130 AR EASBE LV BHORYT 4
7Y R PRSI HENEAMERICHEY TS, 2O PET L/ BRSO BETHMEREVer 6. 0ITH-T

AREBORCEATE SRRERELTOET,

‘;

L ERFEARPETERMOFESNER Y =F L7 L7 ¥ L— iR

|

e e A+ e e

| -
- pllp gl Ic—1—-Q—Zal (R1) FDARIEES NOL#AAA

4 EA afBy

HIRRSES ARBRAABOEICHEATSHBAIIFDA (NOLEAAA) BAROBBERAIHES Z L.

WE | PET ML MBSEIAMABVer. 6. ORMVEETHIL,
| .

R e WAL T IO TP AN o e



1)

SBR-LRAES 2% iR ByaE/sEns| 2nEs/ad RE
T7E3 KPET BRI EVer 6.0l EE
BRedTIEa EASRGPETASRASBES N | c-1-Q—2Zar | 00406 /|BRABESRIHATSEE
033 HYTFLYFL742L— Mg R1 2024.12.11 |ix. FDA (NOL#149, #177)
OEAROREREIC LIS L
S8R -2EES 2% iR BRI/ sERs| aeEs/aH HE
T7E3 KPET BERSILEVer6.0lES
#RXenz7Ea ERERRPETERAI>BEESNE | c-1-Q—2Zar | 00407/ |2SRBRSECERATIEA
033 HYTFLYFLT72L— Mg R1 2025.1.21 ix. FDA (NOL# 14 0)
OB OREREIC LA S =
S28% 2BES B8 SRR mpaE/suEns| anss/a RE
TRSUYAZIMPET-T B ESE#Ver6.0l1cES
BERy FUHS IV RFLIRRSH | ERERRPETESR, >BE S | ¢-1-Q—2a | 00409/ |RRABESRCHERTISE
067 RKUzFLvyFL7eL—MEE R1 2024.11.27 |ix. FDA (NOL#234)
DERFOSISREICLENSIZE
L2B%-2BAES R AR ansE/sEns| 2ess/ad BE
Y479~y FFG-3L B AR Ver 6.0l HA
WY YHLINORTFLXEREHE | EAFRRPETEE, SBES M | ¢-1-Q—2ar | 00410 /|2RABEGEEETIES
020 RYTFLYFL 72— R1 2024.10.10 |iZ. FDA(NOL#125,#1 40)
DEARFOMERSFICLENS L
S82 £BRES 2% $IAZ EYSE/HERs |esss/AM BE
pa7y25 o rVE 3 BB Ver 6,01 A
DYIYPLINORAFLREREH] | EARERPETRE M SBES I | ¢-1-Q—2Zar | 00422/ |2SABASEERETIBE
020 KYTFLvFL74L—MiE R1 2025.3.21 |i&. FDA (NOL#85,#140)
OEFROMERMFICLEDNS S




BERFELSFREBERY (2)

REFRREES ma B A BERSE/ oS ERES/A0 RE
Y4799 7L-JFG B EHHEEVer6.01088
w2 YL IV RFLAINGASH | FAFRRPETASRIOBESLE | c-1—Q—Zar 00423/ |BRARRGRICERTIHRS
020 FYIFLYFLT7 4L — S R1 2025.3.21 . FDA (NOL#144)
DORTTRFOIERMEFICLEHS
8% -2E8ES e R ERSE/aEDS| E8&S/86 WHE
Y477~y FSC—31M BB R Ver.6.0108E
By I YL IV RFLXGARH | EHEFERPETER»OBEShE | ¢c-1—Q—Zar 00424,/ |AREREGRICERTIHS
020 RUZTFLYFL7aL— MitE R1 2025.3.21 . FDA (NOL#159)
OERBFOBERMFICLEDNSI L
SEH-2EES ma #ins ERNNE/oETS| B8ES/AH HE
Y45y s~LY FSC—31H B EEHIEEVer6.0108A
By I YHL NV RTFLAXGRSH | EFHEERPETARGOBES | c-1—Q—2Zar 00425/ |BSARRARICERTIHS
020 RYTFLYFL72L— bR R1 2025.3.21 . FDA (NOL#159)
ORARORERMEICLENI L
£BH-LEES ma 24 ok BEUSE/ 4TRSS FRES/AE BE
CPT-RP-101 BEREEEVer6.01088
BRaY—Fa215~xy b ERAESPETERrSBE SN | c-1-Q—Za(r)| 00411/ |BRSABRAEKIHEATIRS
066 HYIFLYFL72L— MiEE R1 2024.12.2 . FDA (NOL#1 4 0)
DOTEAIBOREREFICLENSI L
SKBH-2EES mE x4 k] ERSE/9ERE| BRES/AE BE
CPT-AP-201 HERHEEVer6.0108S
¥RapY—Fa5—~xy b ERAASRPETRE,SBESM: | c-1—Q —Za(r)| 00463/ |BRSARRGRIFEATIRSG
066 BUTFLYFL72L— b R1 2025.7.9 Ix. FDA(NOL#140)

OEARFOBERMFIC LA L




HERFIREEREFTERN (3)

SE%-2BES ¥ #% BN/ SERES| #RES/AR e
CB-602R)J B E RS Ver 6,010 BA
EHEAFESY — Ry MR |[EHAFRERPETRR,r>BE S | c-1-Q—2Za | 00412/ |BRREBREGRCERATIHS
062 HYTFLYyFL7L2L— MEE 2025.1.21 |i*. FDA (NOL#21 3)
DOEATFORGEEGICLENS
L84 -28ES %2 21 E BN/ sEES| 2aEs/aM WE
CB-602RJ-SE BRI E%EVer6.01ES
BHEARSY —v Ry MRS |EHFARPETRBI SBES M | c-1-Q—2a | 00413/ |BRASESRCHERATIES
062 FYUTFLYFLT7LL— S 2025.1.21 |i3. FDA (NOL#21 3)
OBARBORERMEIC LD Z
SB4%-2BES 24 A% B/ sEES| BEs/a0 WE
CB-603R)J B RS EEVer6.010EE
BEERESY - Ry Ftei |EREARPETERIOBESWE | c-1—Q—2Za | 00414/ |BESARLGRICERATIRE
062 HYIFLYFL72L—bBiE 2025.1.21 |i3. FDA (NOL# 21 3)
ORTNBOSERFIC LRI
£B% -2BES 2% AL BRsE/SERsS| Eags/a0 WE
CB-66 2R J BRI EVer6.010 58S
EHERERSY —v ARy MR |EEEERPETRER I >BE S | c-1-Q0—Za | 00415/ |&ASBREARCEATIES
062 BYTFLFLZ2L— MEEE 2025.1.21 |ix. FDA (NOL#14 0)
ORABOEERGICLENI L
LER-2EES ¥ AR B E/SEES| ERES/80 BE
CB-663RJ B ERHIEEVer6.01CHA
EERERSY -y MRS |EREERPETERISBESKE | c-1-Q—Za | 00418/ |RRARESRIERTIES
062 HYTFLYFL742L— MEE 2025.1.21 |i&. FDA(NOL# 14 0)

DORAROBERMFIC LD Z




BERBIEESRFEFERY (4)

£8% 2885 R SIS BN/ SERe| egEs/aE HE
CB-697R)J B RS EVer.6.0/0EE
BEARSU —vRy FMERSH | FRAFASPETRE,»LBEShE | c-1-Q—Zar | 00419/ |&SABESRICERTSEA
062 FHYTFLyFL72L— Ml R1 2025.1.21 IZ. FDA (NOL# 21 3)
DR OREREMEI LK
LB%-2REE ¥ SRR BRaE/pERS | 2EEs/AH HE
CB-708R B EHHE%EVer.6.018&
BHEFRSY —vRy MRed | EERRSPETRSIO>BEENE | e-1-Q—2Za | 00421/ |ASABSSRIERTSES
062 HFYITFLFL72L— g R1 2025.1.21 . FDA (NOL# 2 13)
OEFAROEEREFICLENF L
o Y-PAr-3-F: 3= (¥ 3 T A ERSE/sERe| 2RES/AM HE
NF~Lvy b 52 #EVer.6.01582
BAERY FEMLUSL oABRSH | EREARPETEE, SBEIME | c-1-Q—2a | 00426/ |ESERSaRIERTSHE
055 FYTFLFL72L-—- g R1 2025.5.21 {. FDA(NOL# 188)
DETEOEERMEICLENS
S£BE%-2RES R4 s ERaE/pERS| 2RES/AH e
NF~LyFB B ERHIEEVer6.010EE
BEERY FFE AU HA o0BREY | ERFARPETESIOBEShE | c-1-Q—2a | 00461/ |ASEEEaRIERTSEE
055 FYUITFLYFL72L— VS R1 2025.7.30 iz. FDA (NOL# 14 0)
OEABOBEEMFIILENI L
£8%-288S =¥ $EIm ERSE/pERS| 2RES/AE HE
MR-PET (NA-BT) B R EHEVer.6.01BE
BaREEkt e EREAESPETRR I SEESNE | c-1—-Q —zZa()| 00427/ |ARABESRERTEE
056 HYTFLyYyFL74L—EE R1 2025.5.30 {&. FDA (NOL# 14 0)

DRABORERHEFICLELS S




BIAMELERERERY (5)

S&ER-2EES 2% $AmL B/ HERS| 2RES/A0 WE
MR-PET (NA-SH) B RSIREVer.6.0108E
BREEntat ERFAEPETRE M SBEINT | c-1—Q —Za()| 00428/ |ERABRABICEATIHS
056 RUTFLYFL72L— bEE R1 2025.5.30 i. FDA(NOL# 14 0)
DETHOREREIC LI=H S5 T
SER-2BES [P $iR% B/ HERS| 2REs/ar HE
MR-PET (NA-BT-B) BRI EEVer.6.0/0EE
BREEE ST EAEERPETRR, OBEShE | c-1—Q —=Za(n| 00460/ |ARARRARICERNTZHS
056 FUVITFLYFL 74— Mg R1 2025.6.10 I&. FDA(NOL# 14 0)
DEABOMESEEIC LN S L
SER-LEES [P #imL BUSE/HERS| 2RES/AM HE
SER-LRES 2% SImE BUSE/HERS| BRES/AR BE
SER-LBES RB% SR BINE/HERE| aREs/ar HE




