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We are committed to providing a better future
in health care through cutting-edge technology
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3. DO7001 ARRFUEM BB HHZE |, 8K 2012 AdLAER
R BAIFBER

4. D07001 OfRHEMBIEKEE N EERMAIR

2012 &

1. DO7001 A ARFuEH B B ¥ 4782 2013 FREAEIH

2013 % FENEEET S SHRRRe, B

1. £E#1T2 D07001 ORNEFERFTEAEE H
BERGAR, CTRZABRIERARRRERER
o

2. OXBERREYEER(US FDARHEBERE-FZZ
B EHEERE

3. BRI 2014 BRHEREXRZBIFHFR,

2014 &

1. EXSHIEEB 2015 EFELEFHLHE

2. BEMBRFHB A FHE C08001 BERERENEER
FDA BB 505(b)(2)# % , WA M BRLRESE
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3. DO7001 ORNEF BB FEBRZER , CTRAR
AR 1 5

2015 &

1. EW5%E FDA &7 D07001 O RIEH B R 2 378
PEE-IR B =M R EIKFRE

2. ISREBSTXRFEHEY RBREEXEERITH
MEARKIIEEMEMHCERE,
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BEiMREENE

2. HEEERBGARIEERMERL T N11005
OfRREEATPEREERESNE

3. MEXAEBE Avir Pharma [E 1€ X & 4 &

( Health Canada )iRHi %% MRI R BIE £ %
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1. XERMEYEERRERRE RKBAIMRKRIEZ
EE ) AR 1% (Sapropterin Dihydrochloride) R )} 2%
F £ 2=(Drug Master File)Z Z31

2019 & 2. BRILRIFEFREEGRLFEEET C08001 HEEN

. XERMEYEERRERBR CEEE R &
D0051301 Z P& FHEZR(Drug Master File)Z 2
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1. B RFFRBEEZERAAFITEZHERFEMNER
EERRE AP #EEH

2. EUSINEKREEER ( Health Canada ) EXHEES
BH (Gadopentetate)

3. MMt R X EEREGRAAEZFEFEIAREHE
N11005 ORIREZIREMES

2020 & 4. EERXMWRE 2 B8 % A & K (Sapropterin
Dihydrochloride) [R 8l SV 1§ & B E £ B FIH E M
CIE:

5. RNBHITZBWIKEER phase1b/2 D07001 AR
EME SR ABRKRER b HARERW
B BEEZOREAWMIZHE  SEAFE _HAR
i PR 5 B LA 3R
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Q)EFREFNHER , RARR, Higt. 2858, XBET2H , R
FETR

(4)IERAIFTE  FEREES , WEEFER.

G)BEEARE SEBEREERNES HEEERERBRREKERREN

2.58: 9, EmEER

(1)

OralPASCE Y EW ALK A EBEERKANLEYWERR
(Self-microemusifying Drug Delivery System)f&i#& SMEDDS 7] FA e i
BYOREBEERUTAR, EHRNBEHILERRFL(SMEDDS)RA =M
X (Ternary phase diagram)F#RE , T E2 BB i) . FICH
(surfactant) ., EBIZL{tEl(cosurfactant or solubilizer) & BE¥IFFAEMR , LIt
REZEEREAE SMEDDS EIREKMEBERE L TEREK
Oil-in-Water (o/w) Z R 2.5 , RIALEE TS EYER SMEDDS &
FERET , BBRATEKMEZREREEF K BREAREBERRKOR
ERRE 6 ORBEKCHESBRANEZEER  TREBTI AR AEE
MBEERYN D E. B, TERBRW , EMEEEY2EBTAR,

BEHKU=ZHAZFLEHHN SMEDDS HMIA\LEHZEMFE R
Oil-in-Water (o/w) ZMABESHEHME. REFEMBEREHRAE
M, FTAA AN EHERD , LEEHRA USRS EARE Z BCS Class
Il % ClasslV E¥RU, MEAMEZ Class Il EY)REEMEREH#
MER , RitE#Hz SMEDDS RFEE LA Class Il &),

MALNTBFFBETH®EZ OralPASe Y BEHAKRTR T BE#HK
SMEDDS &2 BCSclass Il ZEA % , RAETEERBERRERF
sl ENRB T L ERE. &AL BIRIFH Oral PAS /My FFEEHM , |
EARKBMR Class Il VY, FHEEYBAIBHITIEREBEF 2
BESBMEORABRKA MR, OralPAS® # 1if bk o = ik B #
SMEDDS {£#@MAM BCS Class IV &¥)2R&l| , E— S eEEAR BCS
Class Ill &Yt K RABYNEBATAR,
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OralPAS® binary HLB system
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BLEE AR 1ERS LI R0 3L 1L
RERER B SR FLER

LR FCRFLERT] A Ua
i HIRE s R R
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FRAMOEETIELSRE - B4
RS R B ER (R FE AR

AN AL HARLRELE, FERE BF, BRERTHAZH
B E/S B A,

(2) 7 m B2 AR5

1. RIFTEIT A TR EE
® D07001 GemOral Z A B8 iR PR ER B 3%

ARNTFIR 2007 FRAKMARLIBEBHRIZEEEHE , 8 2009 F
AR A RO RS LA BK Y Z Gemcitabine HCI , A B 1T
Rz OralPASCE AR T , MBRATROBRRKZNIEE R
D07001 , "ARE 2015 F 11 AEEREBERKRAR —H , 558
WERBIFMER , AE 2016 F£ 1 BEIEBHEEE-REE MR8
BERRE , R 2020 £E/K 1b HREKRERE  SRERNERD ,
BEEERERZOBRSKAMIEE , REEASE B ABERS
B, WEEAREBNEERZERFELSHKT. BREERRIITR
B ARKIBERBARTEREERE , KLATNRTNEFEMZ
BEESRARERBEECRESIA , WASER ABRKERE
R OEBEEEBRESHREE , HEEMSIRTIE,

®  N11005 OfRFRE FE 2 BIZ%

N11005 A —EBEEY , AE L FERBL OralPAS® Pro &
BB, AR SEHESE S , LBAER(n vitro)REBR
(invivo)BEREXFTARERARKES Rz ORERRKES. BAR
EAEH BRRBREKR/IR Caco-2 cell #REYMZEERZ D,
BREBRSFRAURBRERFFENDNERTFORRSREHE
EMBEREE TR, Ll OralPASe HKfiFrBR HANRE FE O RE
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5, OREHEMCHRKIFEIRACRENFAE , MERAE
BBIEIhR, B AR REEFMEL 2 RERR AR EE free insulin)
B 116 &, ANRIEETAR T ORERRSEZLEYRBENER
REBY B EREYEBERENS HEER , W WERET
A28 RERBEDIMENER, REZESEHARE , &
BEREDERBRCKEEAEENERR +78E B ORE
FEMERAZRYETEANERENRFREBR 2SN, &
2018 & 4 AURETREAERTEAENS  YHRBEALE
B3 HT(Covance)5E R 28 REN IS EHE, & KRG EE KR
Z8 , ZmER 2020 F 5 AEHBRETEILABEIFRREK
33%ZARIR) , BEEILRE, FRFEERRGHESR (EE)
ET=ZHENEH  HEEETREERRE , YR 2021 £RE
BATREMMEEMERARESR , B 2020 F 12 A E NMPA 2R 24
RSB ITRE  BBIERARKRE, i 2022 FE—FEX
HEMEAERBRNEERERR  MERRERK R

2. ZEBRRYEHRINEERFMZEMUCR™)

C08001 /L& F %

RANTFH 2008 FRFF/REEZRFEHE C08001-0MIMEA
%, WHYS C08001 BATMBMEBEmmMmILZER , 2T RN 2015
F 8 AMm3%E] FDA 12t pre-IND B8 , #F2 C08001 ERARZh 2 R
FETERMESMHERBE) , N EXEE 505(b)(2)& B HFF
BRI EEETE , R 2019 FEREREFERZ , S C08001 £IKE
mBAREEmILER , BF 7 ARERNRTFILRMGRER , XC
KEFBHRBOERBEARE 1 T8, AREREL THBESE
HWRE, LARRERAEKRERA BE REBRHARESEER
RATFEHE) BRBHRESETRERRBLRERHF , 178
REDEERMERHE, 2020 F Q1 ERELLEEEMETRS
RiTREREES  BRRESINHHEERE. RYRETERE , B
ZHMN 2020 FERFEMANLE , EERBREYWRRBILR
WBRE  EHFABREELEED 1.5 F,

3. LTFHRBEESREEREHX

A E (LR E B Gadopentetate Dimeglumine Injection)
$L4SB B B MR Gadoterate Meglumine Injection . £l 70 &
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Gadobutrol Injection & B B ¥ ® # & (Sapropterin
Dihydrochloride) , 7 B 2018 & 2019 F A EFTAF (R BT
REZBHESN. RRESEBtERZEN , LMNEERER
2019 FEREZERRENERERFEREEER(Drug Master
File) 2 2L,

M PR JE -5 7 F & -E BR ) TR iR "% (Sapropterin Dihydrochloride)
BRRBEBEITHEZERRERE  KYHRERAE-ER
YA RN (Sapropterin Dihydrochloride) , EESEER PEISE K EH
ER , WK 2018 FERABILRFRRBFITRERFESNTRE
i, B RN (Sapropterin Dihydrochloride) EFHEN 7 2019
F£2 ANEEEEREYEERERNEIREE T 2E,
4. HEINSIE 2R HE
MEE A g-EEX
RN F R 2008 F£H HZAR Symbio 5B TIE < ABEMEDE
WENEEA , SR AT EEERER , B 2011 FEEBERE FDA
BELT , WA 2012 FEBREREEE,. REAETERKRER
HifE , BB EERAER2EACTEBRE  BAERES
RZABEBERREREF L. 2019 FREHEEERRE ,
2013~2020 FEANEWEBERR , AL FREINEEBREWRAR
B2
2.6 EER
ARz BREENCISEFEMEREN , TEAREF#ESZER
WFE A%  YEESHEABcRBLTRTE K BEsCKHEEEYE
W, BARMBIRMERT. Bt , KRR ETELERN |, BIE
Y1{&&i(Drug Delivery) U fiT A EMR | ETHEMEE MBI R FEFR , R
RESLKERTEMENEMEER , YRNALXAFMEENRKERRE
ECRKREAEZ=HRRERNNE K TAEITMNEEETRERNRE , B
RERBEBRERSIERBRITERNE  EERMRINE , RinEBRE
BERERRERARRERNEWBHNFER,
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" RABOHRARBENERETRRMER  AEEENKES.
" RIERANERSERE  BAHSREEE,
2. TEE R

RRBFRRENE, B, RARBEOT

w OEHRE  EAFREFRMNEZELRENS  URELRAFARMAR

ERMBEMEES,

hHEKE  UFEAENMBREBAEFNBEREURGESRERGHE

SIEH A D ERARETHEEEREE.

" RHUIEE  SREBSFESFERNERAETROFEL LR
FaRMAERGERBTNEYEHEMN,

28FMBNBRBHERCE
RRFEMAEEILLTRABRAEBIPLE |, FTNHELTES
AERFATEAEMMREBERARREEARTISZEE , BrAERA
BEBHNALTEELEEANTE,
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AR A RERE

BRERE
EHES
EEe
FHEMEES
= BRE
% E
32EET

ESEALNTRENTIERNs— , AREARREEREL , AR F
ESEHAUBAEERERENESR-NBYESAX , BoHMEE
TERTESER.

RRREFERE-VEIESE , 75ARCEW, BEHERFNT A
EREEXENS ARBITLARABIESREREESEME 2RE ,
BEN—FREBYE  FBLRIEBRERCBRARFRELEEANS
LR E B,

ESEHNECRERMEBET. QRAEBCAERRREZREITE
BE 6 TEENTEERE A ASELTANERELEERR.

REENFARE , ReEBThREYRLEERIIE , NORARK T LRE
TRAESEREMWE CHBRE  FTEXALFAESSRERAUEE
&, ERRIRESANEBREFERLANER , HEESTSERR
SEBER , MREAARKRRANG ; EEScEERBTHNHLIARL
RERBRAY  EXE8FELEM—R, 2020 FHAEREFSSFHE

Nrd
Ao

16



i3

AR

IIHFITEEE

ANFBHEZEESEREE=VEIESE HEESNBEIESEIBE
A, BRE, RFZEREMZEAERAERATEZBESE  AE
ZEEHTZ. A ABHZEE S EE R EESRITHEE LN REHT
ERET. B, MEBRERERMBEEH LNRENHEEE. BitEEE
BEBRNEETE  MEHRR. BRREHECRERF. ABEFHHE, EX
CEESTEMEARRE. EXAECEHEESRRE. BEEHRTHER
%, EHERE REANREERSERERARZIR TR FEER AFR
BB, BRI CEME. BESIEH , UIRGH. SHBIABEREE
ZERE, ALNF 2020 FHEBHBHEESEHENR.

BAFEHMEES
RRNEMREERBAERE "HERMEES, K ERRILLFE
EREEABHERGERMBER,. HIE. REEEHE,
RRBRFHERMWESEREA=NVEVES K HEEMBUESHRIE
BEA, ARFAESEREEACEMREIHASE , DKERK, &
B, BNE K HFERMZEESEMNBRAERESERE L | HEHRM
ZEEEFEELERTR, 2020 FHERFMEEF IR,

3.5 E

FETERENEKE  AEH AR EHGEA MR TEMY , 81T
FRMEEER , RERMER K. ARFREBLFMETLRE Y AR
EREBEXARE SFREFERKITE A RBEESSER , BUAHIT , X
HATERBRBEER LELFEAR  ET LA FAERAER , BERS
BEHRexE,

KRBz ATEFFEREEREE CHS  EREATAZFET ,
ERK—EHER |, AL AEREEIE21TE,

36T ERMY
EEERRNTERAERETGHAENBE T HL R MBREIRN
N, EEERETHRAFEREERFRESNEHETRE,
RNBIEHE 'ESERERE,  MAFEESTS cHE , REES
E2HERRNBRMUERE,
IEESCEXZAE  BERMNAES cEXANBREEARKREL
AESYSRSNEBESSHERCERRE UK TEH LELTES.
ERANEBHITER. IRECEESHLZHFSESER
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1 % Y15 B 8 E P BREE | HERY
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B/ FSATE i
; HhiE-EBHES
gié M AR, | DL EPRER
2020.12.02 Same R4 H & B b 3
BHEE, B
ZEEREEE
e TN
BR4NEE
HEEARELD | BEREESE
2020.09.01 FamnE 45 3
EEHEEREA
(BB ELT
EHNES MEEARER | ARISRGHE
2020.10.13 | IFEAEBHED KBWHETS~KH 3
BREESE | RIBTHe¥
BENYERE
e
HEEAREN | BEREESE
2020.09.01 Famine - 3
FEEMR R
BERAAEI
SHEES HEEARER éiiiii%
2020.11.00 | IS BHEN | 0 g zes 3
BRRESE | o o
AT S~
O P L]
S H
MEEARER | EEEER A
EREEE 20201014 | RS BEHET | (EBL)ELA 3
BREESE | AEIEEKHE
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NERE
wE HE1E H 5 FEN FREER HEISEF &L
P ET &~
HEBBEZAD
BREMERS
mARET
EEFEHEHEZEA
(BB
BEEAFER | AEXTEEKHE
2020.10.14 | IR HFEHE™ | BT E~0E 3
ERRESE |(fBEEXES»ZE~
LEptEAD
Iy
EEHEHEZEA
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