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EER, BEEFAR EHRIMEN. KEBMUUREWERAKERA, OBEETE
EHREHRARBEENTTLARMERME, 251, OBEE—SHERFEEXKEITFNE
BEARNARER: An0BRNREME. BXE. RETEAZD, RSTEEHHIGKE
RGBT R, EFXRREOBENUORGE . EEEENDRAUFTAER, MEESE,
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LEER RS Et5h B0 HER
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SR, EBRMEE. BEHY (pKo), LEBRTORMENEESEE., BT RARE,
R EEERRINSEENBIER, DUSRGYIIIEIRAEELET,

1.2. OBBREOEARSESERERER
MBLLEREATF, OBEFTERBZERTRNSMAMITIE. REBE. REFTH
MREREEMET, WRE. BE. KDFTE. NEMHRRBRELSFROERSERLTE

BEX, RESHPRETFaBIRSIZATE, B3 TroRE BN eRK,
* 6: OBRZOEARSE

BASHK ok
RmE BEERE  wmziE, EMEEEEIFERUNRNXESE | REEIRBRTIZRE:

RE/fMERER RETRERENEEN | BHTEHERTNEREESE |

E 3} | EMBTEE 1%E30% (w/w) ZiE, BHWER50%; MTFSRERY , FEHIISKIEBRAMSBEARRIR

KEER FEMBHIKEA1%EI0%, KO FHEBS B &N MR (e | FE ) SKEEN

EBMEOEEREASE (HPMC) . RAZSH (PEO) . RZHE (PVA) . BEZSHCUIUMNS, RNXSRILERER
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& 7. OBEZOtREENR

A OERAE. BKE | BRES, RREESEES. WERT RN

BN FUBRREERASECOD

i OEBNSIREE—RTEGHA | BUNTRBESY, BHERREORRE

SEESE BRRESIRRENIONEN0%, RASFKUSP. EPRENIBXESIRENT

O/ BESK, WENE . RORRNOBGHOMS | BWSKA 4

B REAMATSCRTEINENSL | SUASLIGNNEREESRETY |, BEAKSE

e BEIMEARS KB, RELRFREREIIER, K5, BL. BB, SXNERIMENTARET

KiR: KREHAR, REFZ, ERZZEAHRRRDH

1.3. OBRBEERERARNZMLSE

OBEEA—MFREMEXRE, EEHERNNERR, EIRRNAPERSMNE, L
HEEBH B HRABNBALER, OBRNZOMMBRERIN: ORBER: OBEERER
N (—fm 1-8cm?). FEHME (30-200um), BERENETETEXORRNE, TFIRKE
BEOIRE B (5-60s), BERBBKEL, QRMRE: OBEIEDRNRERRE,
BOEEESRTAANRE, QRSO OBREFolBRMS TROBRERK, —ER2E
LR RFRERN (BORSYELSIERIG Ec@ETFEAE, BUEAZER
HNEMERDNIR, I—IREESW|NEDFNBE, BYEFRNERENST
), MTHRYNEMFBERAE—EER. SEOBERE 22s ARERERE, £ Smin
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Al SR SEE  SEEESETE gl Lot EASEANE - ao .
EORRRERLE  ppriw o REBREHY - -
BEFHR, Bib Y e WEBBERE | BMBESEL o e
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RV FEXEOBRENE, ZNREBZURARES. HHEFLMERESAE, HAREAO
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EEFOBEIN TEARE, SRR, WREEZTWARALEOBESNAER L
RBXABZ—, 2020 F (B RAREFBIGRAERAERYY BENREHEGN
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HIFERANRZEME. BRMNRETERF, ERXIHIZ. SENYIE. BLE. B
KR, BEH . FEM AR RN EM SR IG RIS,

EAEREnODBRNERTEZRR™ N EREEBEES", ERORRBTER,
MR OBERHRALEER. TR, BER. BYVEH. 24E. IREFEKRDEFN
BER T HOERE M. EOMMRAAR, Bit, SERBOZKM. REBHE. RO, Bm
REMHEDREE,

FmOBRNFEARNEEEZANERFZ-HHINEIMERE, EFRERROBERENRESRE
RUEZSHIMERSEIH. OXAE, RERUNEREXTRALEN, AnSEntREE

2, BERRENEFAEERER, EANREARSERERALERR. XUWEME
11



hEOBEFLARERS

2, REEEARHNGMER, BIARAEEINISEMSHEEN,
£ 9. HnOBRSEFRERROBENERLR

R BEAE, BFEMBLRG BRI SERSTNERBIS, RTRRNRBBELL
IR (HSEEE) . GMP. BREM KA (RSEH) | RBEFE  (SO)

FEW 3.5% (SURTS. R 31218

BOEN B, ERAMRR |, REWWELE HIEER, BT, NERRAR, REETER
B w0 AP, BE . BRIR. A, A8 REE, TUR. WEE. SED, VRN | HREFANE
BEBE HREMEE | BERRLNE, SR, FETE BREE | BARFNSH. VRN . RLEUFBR
REREEE 5, OIS SUNEERE | BE-KE BAERERS. ERANE | DRAHSE. NERAMME
axExR .t BB . RS, ERRIERER LEEMIES | EESLARRLE. ENAUMIER
RABR TRRE LA WA, TN

OREsR BT EBRAT WEOH, TEWE

BUKER B S5 6% OTCED. BRETS o, 0. HRESER | B . BN, DEAS. BERES
PR BE (LB ZA. SHRNES. BUCLEREE. BUBES) WA (LEER. MUK . BEED 208 . BER 5

XE: SEHFAR,

EBmRIE, ERIGK, EHGREARRKRS

12



hE R LR REES
ZF 2ROBR~LLRIR

EXOBEFVERRBARRRESHABLLT BNR, B~ mHESIET I
BEsm, MEEESDTEHER. FHHE, EHIEK, AIRSIIEREESTSEE
@075, FEEME, KAEREXRMETREELENZER,

ARHBERTERUNEARER: EEFRFBLBIGRZRSTIERME, REmE
RAFE, BNMEZRAERTNERSENRY, MERATNESHTNUSHRERS
ERREMmMYN, BIMEIVSEERE, OBERUEKRRARFESRE, NN EGERE
2, HEERmEAR ODM/CDMO #u#RSSSMmiE, KEAE, £E. BAFN
MBAIARGOBRRATERHEE LG, MEFEAANRETHL@ER, HHEFES GMP
BRREE, ERXINEEENR. RE—RUEREEDFRERS, BRE, ERERE
B, OBENBHVARMAETEREEARRANE, METERPHBAEZKAFEELIR,
R A AR B ZE RUMNE.

2.1. 2RO B R GIRREE B B FE 5

REZERKX LNAREERE REASEOBRInEMER, EZZREARRRAEL
TEE, RE, B, #ZH. DERBYNOBES G EHEIE,

MNEREFEXFNEROBELn LHHERNE, OBFRLnNER EHHEE M HEA
ERMBREINERE, K" XE/ER-EWV-BRAL"02Z2%M, 2006-2010 F2KREEDHHN
BT7ANLHAS, 2011-2015 F8MIE 1114, 2016-2020 FH—FRAZE 17 4, M 2021-
2025 FNEE 29 1, BRKE, OBRIREHTNRBRE, 1T R, FIEREN
BHERE, BT EHREHTIENM, REZNREARMEXSNRBOFIBEIHE, BSHAE

13



hEOBEFLARERS

Z R R FR R ER o

B 1: 2REFEXBIEROBED R EHEE

O&: XKE/ER-EL-BRE

2006-2010 2011-2015 2016-2020 2021-2025
BIERE: BB EHEBAFRRSR
NEKFEXFNERE LHOBELRNENESTE, OBREHAR—HES BT

HYET BMOERNE, MERESTTONSHARFISERRENARER, & ATCH
KA, RS SRS, BF 39%, EESTHEMIGT S8, EENNEHRS. &
MAFILIRS, RERRARS . NRLES., RARSE, BRE, 2ROBESmLEDH
ZMEJH"LPENMESESEP. KEEMESBIRR"HIFLE,

RGNS OB E L aRERNaE, T 2S5 B HRREGYNERT RS ER
X, MREMANE AN FERMEEREEHBHER. RAME,. BEFRESFHR, B
BX"THRIOK, BRERA. HHHE. ERBRERF"NFEMERNER, FLt, XEH
YXRECELOBRHATAEFER, CESHERE. NERHY. BZHEHHHME L

14



hEOBEFVARBES
W, NX—RE, IRGGEEREHARAZRIHENBAER, MEOBEANERNRES
RirABHRTREIER,

FRIRZ5Sh, R ZAXAEEE0BRRNEZNANE, HpfEimaay 9%,
NRLSBEANRARASZT ALY 5%, WINESFRERE, ERESS., R, HEHER
RRAAFmE, HXETHSHIR, TLNEHHEEEXRASEOBRR EHFahd
BEREENVE, HEEMZEET, FeSRBREEEFERERES. KNERE EFE
¥, SMEAFRFRERFPEREASOEA, DBREESTHRIK. NOBERE, ETEH
BNZTEAHNER, EBE—EEE LXERERGERAEME, EI7emR 55
F. M SR, SEG. FERAA HEEaM EERRSF AN LHR.,

HIAMIEIRZ HLEY 8%, LROBERREARENNAT R, USAARANERNE
125, AENED, BREFEERUAEEFTERIKRENGR, EFRH 7 SREESIRE
A RFaEARE, OB REBEMKBUKNER FTRMEE, SELEREERRIER .,
B, BHAHIRAERARIIEAEFALAOBE, MEERERTNEHFREHE
7 OBREFIRMME.

EERNARA LY 6%, TEMNIHHRRIBENRLZAARTK, IIHAAA
B—EREE R, BEUREIND. KT, LIERIPFSREATREERERAEZY, O
BIREESEN. TROKNRBENMEITEREEMNS, ALESERIH. SEMXAHFR
HHTHAENR, XEFnBB T aPNIGREZARES, EREDRBH, BERRK
ERNE ROBBRMNBRRE ZENALHREBNEETM,

HBEEZT, BRERNTRSZ. IMEHEREMED . #ER D K. REREHE.
NEEGEFNEH S LERE, BESANABFERTNRREME. XEGERE, OBERHIR

RER TS M ERIGHHENE, tolaSRERE, E5xtize. sibaTiSRARBRY
15



hEOBEFLARERS

B, ENBal LHEHE, XEHDRERERIRUT oK, BES4 LnfhmOHRelvie
IERER

FEIRNZE, HEMEM ATC DENOBRBmAMNEMSGEL 16%, Xk, =
KOBRALNERLREFVENEAR , EEIEEBRMEDP LHHSE, MR ERN
WENRE F—, AYNENECERESHNEREN, =, BEFEHHOER, &
#%. RERAREMLEER,; £=, ZaEB VK LT ESBEWNERRRITHAEE
it

B 2: 2RFTEXHENEROBRENESH

W RS

B RS

| Eliespalld ies)

W =45 BNERT
imLmE

W RERE
HEERNRHSES
FEBRERMESR
HEMERGRE

W HEZANHERD, SMENES
Hih

HIERR: WER EHEBARRRAHN
BRE, EROBRYDIENESHRRE—MZONE : OBRAZBERRF.

RESOFEAN"EEH", MEERSERETRNALGHRHTHONE BRI, HaiLh
FonERERESMRE, FHEE, Bit, AP, KLE. IRRSFE, HPOBERE
EEARLEREIE. ERME, B, KNERETRFREATRNEGY., KK, OBE

16



hEOBEFVARBES
mAANERRNEZAMIHOULGI R, MUN"BEATAFTEOBR" LA, ik
ERBEMNMERBRESE. BENNAHREREENIES D,

2.2. 2REELHXEEF O

1) XEB: WRGRERMSTERE

ZEOBEFGREOUEE 2009 £, NOVARTIS H&%5F 0B NEXCEDE 3#it,
/g 2010 £ AQUESTIVE N& A aIROBEE ZUPLENZ 3k#tt, iX—MEBREEE IR
BHRRERY, FREERXCENRBYHETIENR, SRWIEDBREERRA. THIX
K, NERBHREHEBMNE.

2018 LG XEOBREMAES RO RFRBIGKZRIEE, 2018 FRE
S OBEE SYMPAZAN k4, 2019 FFIEMBAE EXSERVAN 3k#t, 2023 £X HIMAKEH
ERFFLEEIERE RIZAFILM M1ZBARF0OBE, 2024 F50 2025 F, EEELHIMAL
VB SR, E4EEI) @ OPIPZA #1#E CMG Pharm B MEZOFY; 2025 £ IBSA
HORER FE b AR IR B AR VYBRIQUE tBikitt, BT EEDOERMHIZEFNEE,
EZNEH—RREARRR, BHEQEHEE, RS, RABINEHRRSETES
iz R M mid,

XEDBENENESRIRE, ZHipEER" TN RZEHRESLIGRDER", BHEHEE
BEURTFATHERE. &, ANEARFERFEFBIFOE,; FLBAHYNIR
MERERBIRE, BRRAFTX,; NBRSEVNERIZRZHINAER DFEREREPH
SBHENER K,

17



hEOBEFLRREORS
2) BRHA: FRRFE, NATESTL

MMEOBELMEBERE, 2009 £ RANBAXY BELGIUM N.V.8 B¢ O3 R

Olanzaran k4L, 2010 LG MBRELIM B RIR, FIMF~m; 20N &, ZRIK

FHEXOBERIRA, 2012 &, KBEIE B, SRIRSTnBEl R, 2015 FXRH
RAFLBEEBER . X—MER, KBEOBEFEEDEBEHE, iR, EHUEMREL
BEOE, ARBERRIEHMRETIFIEN.

2021 FLUG MBOBEHMAET BREESmE, 20215 AcuCort BBEXRNR OB
FRIRAL; 2022 44K D3, MBS W #RFGARRE P mAB IR ; 2024 £ IBSA 8%
$H4ER D3 Frm4REEIgNn; 2025 &, Upjohn 1 ADOH B#RFE AR ik, RET
Koanaa Healthcare BRI BE OB REI K E EMA B125%#HE, BT BREEFRO
BEFRENSTE, NREGBESMNERSE, #—P7 BRIEEZIT HERRER.
nEeAEtERSEDO,

NEMIE/ATC 5HE, REHE 24 MAT-BARAE, BE 12 MNEENAS, 2 m
RFEENXE, Ho, IRZYERS, £ 71MESE, TENHRTEMIBF REHRGHE
ANEE, BRI R 3NEE, WASREFEEXm,; RHIEHHILE
X5, fifmkms, #4E% D XF-nSE—EHE,; WINEERFEBRNERS . REREE
=. HENZRZFZALGNRBIERAS

BREEhiABENES AR, OBEEZKBELABRRTRE G r U, MEFRT
BAA "REAYMAEBRAR "BIR, —HH, EhIRESERRIMESHIME. R
MESEMSREX, EaEIOBEETERRAR, »—HH, SR, il 5. AE
HEERSMEEXZY, NAREOBEESERE, KNEXENKBRALEEPHMNE,

18



bEOBE~LARBES
3) BE: EPRE, ENMESTESRERUNSRARER LR

BAROBEMLZ EX&REN™TH, 2006 F,Ham TIHRIASHIAETIRE OD
Film 3/#lt, ARAPRENOBEFmZ—, 2011 F, BAXBHKISEtE OB RIRE
SRFOBE,; 2012 F, BoRBIBRBERIASINT, BREEME S mB8%IR,
BitT ) BAEOBSERHARMERMCLERER. HERE, I, OEFEES
ENHEHIT TR,

2017 LG BAR g 0BRAnNEEERIGRINBEDREF, SFEREL, 55%E
TTRBNEKRBBLRE, 2017 £, RKRAFITROBRIRI; 2018 &, RN HEOBE
ki, 2022 &, KIEFIZEIABIE OSBRI,

MERNEE/ATC 3%%E, BAHE 9 1MAS-BRABAS, BE 9 MEEMS, aftsfh
FoEl, WREMELT 21MAE, SAIAREIIRENEREIE, EREERAR
MARZ . MERRRAR, ERESD, SEEM. SEAXRESRNE, HLEHHNE
BIETTRAE,

BAROBRNZOZEEZRUEIRSGEN T, BATIHERNE oS KBAZA,
ZEREVEFELRALEX, S, LEDHNHEZRERALNNIEREENZERER
HIR%,; I ALAFERESRZVUN N EHEEEDER. RE, TRUKNERTR,
MNEFBEMS, FRENTR SHEH. RAKMNEREEBE, DBEEBE—E
RELNERBARMNRIPERN S, BA2RAFREBEENE, BEREZFER. TEE
HERE, BRAE. RIPBEBEASHRT, DBREURESKELARTE.

4) ENEREI: 2019 FHRENE, MREGMALRETENE

BERBIYOBEDHESRE, BEKEEIR, 2019 £ ,SOHO INDUSTRI PHARMASI

19



hEOBEFVARBES
HOFEHARIESAE. ABBOTT INDONESIA WEERFOBE,. SOHO BIMttiXhiIEBE I
5 ABBOTT INDONESIA BftIA 7361 7S FEAB AR5k L

MENEE/ATC #%E, HERHIRE 18 MI-BERAGES, HPHRAIXE 131,
SRENEBN, ARnMEFEARMIXAIFRILEZS, RAEBREAKRAE 21
&, BRERIRESY . EUSNITFREAZALSSE 114EE. 5XE. KB, B8, 0
ERBTNENESHBEEED, ROHMEEEERIRS.

ERHEIART OBREFNHHIREFIAER: EMBEERREESHR. SR,
ZEEN@mEYN, BESRNESH, "2t FIRAASEFNBIHRT B, YPELVMAE,
FETmhipugEROBRELENEEXNH, BEESHiEREMRR. M, &, )L
ERY. FREFNEAFARRSHRPHN@E,

5) |ZHr: 2016 AR, ENERESED FAMARIE

HEHOBEMIFZES T 2016 £, HF Tevo HBXHRTE M APIEBEIRAL; 2017
£, CINIBUM #0 OxunnecaHTo xonauHra 18X /e ra i AR ikt ; 2022 &, IBSA
82X MR TG St AR IE B AR IR L

NERNEE/ATC 3% E, KREHHE 4 M T-BRBEE, £HETIRS, BN
BRI R, KRS OBETHENTEBRE—ENESMEA, BT RBE
i, I, BERE, BRIECT,

BEHHIENSRUUESEA"NAERMRA ", MREIIINER G HRENE.
BRAE, BEHHANSHERGDR, BESHEANOBEENTHIER, ESERER
ENERTHTMEL, KZHminEAEASEL, Zak. SHRYTR. EARNREZELTE
SRR — AR MRIEOBSENE, MARRAMEAROBEn%,

20



hEOBEFVARBES
NEKOBRBRAKERE, £ (RPEHN) OBRLEHEBTUREA: BEL, B
HHBEA, KB, XESHHBRR, EFHRBRFLT RAHOERALFHMHIAIE
ME, BN L, IRGREXEEPHAME, FHME, Hit, IEH. BRSHEER
P E R\ BliZE E, ARKES X NIGRME. EREEE. ERUERBS,
BRUHENRRASAFER. AREWHBOBE, NRIEERHDEEAEEMF0FTF
KREE, MARREFR—FRAS,

2.3. BIMURMER I S mARRA

1) ZHrOBERARKRRES

MNBHIERE, 2XGn0BEHHEBAENER, ECSLEITEEARMEN
P RMEWE=E, AQUESTIVE f IBSA #2alERT "RARFESIKL) " AF mEw
FREE "M AENARERN, tE—EBELRRT2KRAmOBRNEELRTM,

a) AQUESTIVE: PMEAREEIRMEWHOBREW

AQUESTIVE Therapeutics 22k OB EMERERRMENEIVEAFEERVZ—, H
BRORFHETEEFKRE PharmFilm®OBERAR, SEGHZGEWEOBERERFIRL
AR, AQUESTIVE BOBEEAZOWSHE, BERRFEERHLBRARE S,

MIRE LH#IEE, AQUESTIVE EXEEMHERAEEARMENOBRm:
% 10: AQUESTIVE RFRtEO AR oa

&g BRAE SRALESE) BMEE
ZUPLENZ SRR 20105 EOFIIX I
SYMPAZAN SES 20184 Lennox-Gastauttr S EE XM & 1E

KiR: 8K EDHZRBARRRESHT

Hoh, ZUPLENZ RXERE LHNOBEREFm2—, EER TR ORI BETT,
21



hEOBEFVARBES
ZFmIE T OBBRELRIOK, REFHELEONE, BEERTRORS THEUSRESR
FRANEGE, BRETIZMER, EFAIEHES R, ZUPLENZ 7E#Ez) O RR5 B
ANlEREBEAEREE—ERARMLE.,

Bz T, SYMPAZAN EgefsEl AQUESTIVE RERUARBE, Z=mBTiasr
Lennox-Gastaut GREMEEXERAE, BRBES N/ ERAFESRERE. KAERD
A, OBRBRABEAMRS THHEFNME, R TRIPESHEE, ERFSRREERN

AQUESTIVE WOBRFmE2MEAS, ERERENHNE, NELHTmXE, H
FEARBEZERUTASEET:

o MEEFREFETHERERRMNERDRBBERHE,
- REMZRARER. | ERAFRHRIERTR;
- RFADBEESHENESEISIRNE,

o KEBRARTFEREBRTOENESD,

XmEANSERAPHAGEVFEREER, AQUESTIVE HIEMEER H HI%kR
AOBER, MERHNBEABESRETREBES, URAFRHIGREANE,

b) IBSA: BEMEGASENARNKE

IBSA (Institut Biochimique SA) 2FMOBREHHRERKETENESRFBZEIVZ—,
5 AQUESTIVE R, IBSA HIEFTOBEKATE, MEBBOBRIEANRF RERR
HEERNEETR, BENRFERTaRFN,

MNBHIEE, IBSA ZES M ERIMMKHBR T OBEFR, BEBHERURERNE

22



hEOBEFVARBES
& 11: IBSA RERMEOAKE ™50

RS/ RS EAS FRALETiE LXK
VYBRIQUE R T ARE 2025 EJEs|

Xybilun R FEIARE 2017-2025% R

Xybilun R T ARE 2022%F BB

IBSA Vitamin D3 ODF HERD3 2022-2024% [

RiE: B8R ERHEEARRRON
IBSA RERRMEHNRAIZFEEMIPIENBER, IBSA MRAERMGLHEHBEX =R LH, &

H—HHRERSIHNEETH, LI, IBSA BB OBENATFHEER D3 FEFRITIRE,
RIAEARBRTRE—ETAE, MEaKOBEENNFEFARNEZFR,

M IBSA WE=RAETNEY, ENBEFLKEEHIANESEERISE:

o DEATHEMNKREAMAFLRYR,;

. MEERBEFRLEHENGSE,;

o BEAEERMMXEERIR=al &,

o BOBREAREARNERURTFNEERTR,

Hop, FEAIESRES N REIFEIRAL, AL  IBSA XH&F B NBMERKERIAT,
#ER D3 EFrrmivEl, WHE—SHPOBEAMUER TS, LU NATERIREFHE
#EMRIRHWME,

R—EANTHEAF LN PERVEETREBELESEN., FTEHAER., R
HESET, BEOBREFNEINERK, TEMNFHLRESD,

MNTFHERWHS, EFAMER, NBRTERERZWHBERHIZEN: BEeIHH
RENNEWTREZAFELGRN; HEFENFF RENEVIAREGBEE., TiEX
HPfhiRT, HEIEREOBRMEDN, MEHEHESHBREBEXRFER, HEIRKIDEEDS
PR BERINERHMNE,

23



bEOBEFVARERS

2) EFRREmARERE

SxmOBRMEN, EFRReEn (REn/TEMRR) DBRRNB VL ZERHRARE,
ZmOBEERBEME. BRMEIDEMREE, MTENR/REmOBEERFEED
=NBRER, @ERANMNENR, NiBSHiEE, BRELHNREREARENEW:
—ARHOHEENRRECY, EROBERERNTRER,; Z—XRHEMmETH
ODM/CDMO ¥k, NEFRRREIREES L. MMREFFIMELHIEREN,

Wellbeing Nutrition #1 NutraStrips aI0ER T XA E, BI&EREDSET AR
AR R REEL. HRUNEEH, BV RBOBE-VERERK, BAEWK
AR FEHISF AR

a) Wellbeing Nutrition : IhgEtt R & OBE P

Wellbeing Nutrition JET Melts @85MpeEtREOBETRERTENEEmE.
5&GaHn0BREEERRE—EENRSMBEEMEFLARE, Melts O BEEAN—FH
HEFMTRESTREAE, FTRESELER D3, #4EXB12, HEE, 2. LARR.
PR, BRFE, BERNESNERERIDR,

3. Wellbeing Nutrition I T Melts 828 =R %%

Nutrition that meltseintoyourday | &
Oral thin strips made for quick, nam‘:;" -
daily intake. om0

P

SRiR: Wellbeing Nutrition B  E ZREAARREE

M miEFEE, Melts BENRERERIRNHRUIHIE. FI0 BEIREF mXd M ERTRD
24



hEOBEFLRREORS
NRAHR,; EEXFRXNDIA. BE. @NESIRKERR, #EK D3, #E£EKB12F
FaXNBEEEFERR,; LAER. RRABERAF X N EH S HHRERE
XK, X, WREtREROSREESML RS RBEEMRI. FRHREW. &5
BRI R E R HTRERIANR S FNEITE .,

BMERE, Wellbeing Nutrition / Melts KF T et B m OB EN LI O
BEEAZONE, BEZ SKU, ZHRMBHEERE, CEREFIETNELAEEL.
EREHCNEEUNRERERE R, EENASER, ER, 68, HRRSFPEERnNE
BUFRXHGH,

b) NutraStrips: OBEFRER ODM/CDMO {558

NutraStrips 2 EEINEM R RFIER NN OB ETURR AL FRMERN ODM/CDMO &
&, NutraStrips RENKEERFRHADBENENYERI TN EE, HISRFANGME
EFEHNRATR, BEATUETEHER#TOBEN, BIll5  NutraStrips 3
AARKMNTRAR, HEEREBE 500 R, H#F#E~ 25 ZRULE, STFEFRRR
GRS , XMRHE TH A DB ERENRARMEIE, FrE A TF EEERIRE.
Fig. 210 SRNEHEIERR, FHEEERENE~R,

NutraStrips B ORENETERRE=ATE, £—, ENERARREN. OBERARRR
AR RAAR MA—KE", FEETENS R OME. EEARE. BREE. B
T, PEMME—BE.,  NutroStrips SXLRENHRAREATEBNEIEFES, &
T ORRREEMUEENEVKSE, £Z, SFEFREND. DEEERIRRENHS
BmAE, SKU EFfEEER, ~anERIETHRMEZEES, NutraStrips &g EHE 770
AiREFER, BERMAERTMMERETR LMK, XNENEESTRERR

25



hEOBRFIVARERS
mip" IMEE. £ SKU, RER"FR. £=, REFIREFRREN, OFRREREAR
BanEHZEERE, EEFaESNEF BT, ERNSERE. SENSTE, MEDEH
MEEEENEREER, ODM/CDMO fWERREBRMEENEFHR. REEER
REHNEHXERE, RESZNAREITENZ—FIBR BRI SR,

4: NutraStrips BE R

@ NUTRASTRIPS

MEN'S

PEEL HERE

MOOD

\) \ M \) n- \
a4 ¥ J Ll

BEAUTY WELLNESS IMMUNE ENERGY * WOMEN'S
At e . o o8 __HEALTH

: ‘ ‘i 4 ORAL DISSOLV DISSO! o
e - L s »

SRIE: NutroStrips 81 E ZZRBARRRER
MW EBXE, NutraStrips RREZINEEMR R OBEN"RESEE"E R "H N HER "

HXRTT, FHOSRARERESKENTNERSERE, ESmMABHFE#ELS SKU

iy, EERATVARNETSBINGE: EREME, REEEE. ERIES

E195. RSERAREERS. REII/IMERER, ERHARTRNSAZSE.
XhEMHMS, NutraStrips EXEEREEERN., ERNGEMER. RERIAE

RiREERS, ESHnEAREEROBREFENEN, RRENDBERER~ WL
26



hEOBEFVARBES
B, RUEASSTHE— CiRnMxeES MEXHETY ODM/CDMO iV RHEEFE
F5, BEHARmBESRER. 88, LEEHR. #REE. @K, PR, &, ORE
R, AREREFHRELm,

c) MERER: =5 ODM FRANPEDBEEW

RERFERENRENEMERREMES ODM BEHHR, RIERREIFNFFmEET
KighinthR, —HEFLTERAHASEFEN, Z—HTHEIHHRIRT BEHHLR,
RIEFmifL, BN, REFZEIRERRSRPOREERIERFLE, BETRINED
NARKSEFE, REEREARBRENEMEREEN ODM/CDMO W55, REMNFLKEIR
TH2REERS, BXUSZERMBREERE. KN, FRTRPRFEXRSIMIERMMEK,

ERett R COMO FH, RERRESNARE: £—, BAHFE, RETHTES
WELFAR RERRIMEEFENEHHEE, FoEMESERE (BRR B TRS).
@EFE (NHE +B RELER). ORESE RER. AT, SHEKSE). FRE
RE (Bm. A8, RZF), ILEX (Bl FEx. HEREF) FHERANFEET,
£, TZHHeENRE, RERRUBRAREEMDNEESER BINEETDR, XHRN
HAS., BRER, KESEREFTIZHTBMK, ERETNE B SERANR
EE, RABRHMSNSEBEISME, ORRMAOniEE., $=, GMP RijEEF, RIE
R GCMP REFEEENX, WEBZRAHEW, ERES. HIRTE. ol 8%
ANESHTIRERETHRR, HFREEEHEERT, RENTER. XBIZSH=HI R
MERERE, RAFREFIEONEESEE, S0, =IRRERH, RERRER
SERFNEET AL RERFENER, FRFEFSHEERE, BE "FER—EF—Ka
—& "NARREEE, MERREGEFHRBERLNTo—EE, REERDIHUER

27



hEOBEFLARERS

ITRERNEK,
5. RIEREFRIEER CDMO RSRE
ZERRFEY CDMOBRS £

iﬁﬁﬁﬁlﬁl‘-‘i Nk ﬁﬁﬂﬁjﬂﬁﬁ' EEPEF his ESTHE

NMNA# nxz  PQQARKH st LI R

HEERINER =z BEFAHABRR ek " TERK
TESEMK

+ BERERT s
GMPHRESEF

EmkiNEs sd@im RN EE IR maa

ISR jaE ISTEA - il

RZOBE zmEs IBWOEE MRS
it

JIR-1::J: + DR FEnE

EERARE R Bl &%

BENEEED — f—

DHAZH m— "

MR FhBiEHER R fEmnRE "

VERTE RIF=ERARES it

SRIR: MRIERE, EZAZRBAFRRER
HUtkE, PENEERROBETWARRAL"@E" S HNE"RIGIEE, MoserK

=EHTER: H—, 24 Wellbeing Nutrition / Melts AR XN RIREEER, ERIER.
BEE. AR T, RER. LI ZEEREFSMIR, NOBRITEERUERERZRE, B
—, 2PANutraStrips AREFHNELW ODM/CDMO 12, NEARER. ZRERERFERSE
MRRMEA A, FIREL, REEF. ERREAZFSFEN, H=, BURERRARK
R mE+HE N REE, BYEAERERRIR, BEiHL. TZMEIERADmI
WEFAAR, HHmEES CDMO WSHEKRA, HY, aMEEEEERHERR,
PMREXFEREE,; ODM/CDMO BEEXKMFZA, EHENRERR, “"mEHH
RSB AENEREFRIEN. BRRANENEFRSZEXRAR, BERREHS/FEE
&, EREAHA. RELZ. RESFHRTIHUENNEY, K OBEHE/NREIH

ERMEUNANEENE,
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2.4 BfFSERESINERR

MEE, B, RENZBRKRE, ZHIREOBEFENITESRBBERR, MEAAN
BBz oM. HHEREN CMP AR EE, i EEERREER: XEERFTME
2. SLHFXRZNEDERY,; BN ORRNNVZGEE XA REE KRB EH,; KENE
SRBEARE, generic/hybrid EBE¥IEE GMP £3E&=H,

EEHRBEFROBRRIHZEM, MREEAN FDA BRBEDZEHEITER HEM
USP-NF #R). FDA EBEMRARMERHTER, THIEE L, EHFEVAFTZHER
M, BRUNFREEE 505(b)(1) NDA; ELHHYMRAOBE. BHLHKEER
SH/AREERE, EEEA  505(b)(2) NDA; AHIZANE ANDA, REMRERTE, O
BEEELL USP-NF BUFAIEWRIERENEN, ERBEENEY—M., BB, &,
MEVRE. Ko, R, BEENEXEAERNS, FIFLRERETIEHRREET
2, HFRBEOBRSSHHERSFENREARNREE. £EVERERNGRERAL LHXER, &£
FriRHAT 21CFR 210/211 cGMP, BERIiRm. TR, RE. . 89—, 8%
Eapiily S S

BAXNORBEAEEBHNENX ., BARKEE Films for Oral Administration AAD
IREIFIAZR, FiE—EHHOREEMEE Orally Disintegrating Films, RIAEEOREARE
BRENER. REERE, ORENBENFESEN—MEXR, HFSBLHRARILIE
LR, NTZZKSMWET, oIRAMSSNMK. B, BAREENDERW
HEEEXET: OBFBEAMEXTHNHEHEE, CEERREFHEER. BAERES.
HRE., B [, BN R, BRNENERSE, BRRE MF R4,
AT EREHGHIETENRESERNRRHESIBZ  MF BEF TR ER; SrEFER

ERHREAEXEFRAAEREZRHER
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REREROBEREANRE2MBWNEEHRF, MBESRE LHHER, KM,
EDQM #R#ERIE, EMA/ICH #E85F1 EU GMP #EEE, IMEFEEEDRERF Zhivk
B BNERRRERER HHSINESHEEERT Directive 2001/83/EC Article
10: F#RE5SUHANEEERS . VR, SHRENFARESHTEESRS TN, TR
generic application #&; FFIE, LHREF, E, BREFIGKRERAFXERRAR
R RHBFBEN, WoJstEER hybrid application #MEHEMIEHK. IERIEME
MEER, REARAHE, KEHIT Eudralex Volume 4 EU GMP, XOBEMS, #Hif
MIREERBEEES L. RETER. S, BUTH. BREH. MEVERES.
B, PEEM. HE—BUENTEERG L,

RRkE, £EH. BANREXN OBENSEZEREA—H: ERE4IM. HHEITHE
MEFREFRRT, BR"'NERTHER. METUE. RERSE. 8XETUE. 5
SHHHNXRZEER"HITEIT, NEUME, OBBENARERARZNELH, E2HK

SR, TZEHIIGRERZENRSIER,
®12: EHROBESEEFR

ERtK EEYAEEER SR EREEFER

FDA/CDER¥E
=5 BNDA, 505(b)(2). ANDAZEEEZ@EM  LAUSP-NFEN. BAGMEICHMFDAERA SERXISEH—E. BREH. &% (B
u BREE Eiit HE | EMFRMERBEERENML,
&7F#14721 CFR 210/211 cGMP

MHLW/PMDA % & \ 5 oz = A= S R AR SR
B%  PUDAREABE . oupka. vrgmn  ADSSRPEN. MUSNOSHRESE ELOISRY . MRS HRGL
INERERIARE :
EMAS 3 REZ B3R, N \ SRR T
mE  gewes. oowes. suams KSR Fur. EDOMAE. EVAICH  ERXENES_E Wion . ws

REERF

HIEKIR: REMR, EHEREARRRST
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=8 pEOBSEFLIVARER

hEOBER”VEHRERAEESHATREPRBASHWHREMN R, 2020 FRKRE
WERFOBERA, iMSERFOBRA RN ZXRK, BE2026F 6 A, ENEHE 8
RHGERE 39 MENS, Bk 9 MEARA. 19 MV —ERBES, FREEMETR
W, HE., K. BFRREZIBITHEERRESRAOENE., MRANEREHHRARLSHTH
KREELENGE, ERFSRHEERRHERRNELENZ airHEIE SR, B
., R ZEIRFNRBBRESNFHNIMEE~nEl,; EReiSIERSD
HE, tEREOBRERKRIRESERUHEBRZRZBINER IV EIE,

ERARRERAOBRRETEFEHHBRHRINAING, HI 152, EBIREFE, OF

Il

P, JLEEFR. ENRFIVIE, BEENSESR, SOBKR"THERK, M. &
BEE"NEREAREELRY, BENEEER"SRUL"EBNE "BBERE, UREHR. ¥

EEREMBFAENEZERS, DBEFEMNEFERFTRNEZLIHES, BAMER,
OBFREGRANRRERERNE, BXFREEUESERRBREHE, BT, HRELER
HRK, £FRAMENERE, NHYOEERRTHPHEREE,

MEvEE, PEOBECSFEREH. 88, BFSRESE DiFFERBHZO
E&EHs, DL E, EFEREREWNR ODM/CDMO REBHLFIE, THER. &5
BE., HEREX, BYSSAREXFASSHNTLEAR, BREWVERERE. RES1
AERMBLTIESHTER —THE, ESmELNErTSL. BEARNERSBOERLE
ERFESNEERAZE, 2MEMS, PEOBSE~VIEGE " HnlfNRkRKEREER,
RaiRHESNADR"NRNBERAR, AREFEESRTRUVERESTIZ., RERF
. AEHRIENSESRELHUTENGSEEN,
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3.1. PEOBRHIZIE

1) PEOBESGE iR
2020 F, ERG oK EEERMERKROWE OBE LM, TEEEFDBEL R

1/,

SEIIZREE, BE 2026 & 6 B, HH 8 RALRE 39 MUENS, LHEBERBH@ 9 K,
V- ERBEMES 19 1, TEEPTRBHIE., HERFIE, REAFIAE. TR
RRQERBZRITIERRAE,

NEFREMEE, ERELHOBEFRENL" EReMSIERRMAE "BIHE, B
HE, R, BHFaTEERENRMSHAERZENRABR, B RAIGKRITRML
A I HES ; XA AR AR AR o FnL AR I s 2 it Bri 2 A IER,

FZHNEARTEEEEDH. ZRUCAHERINEARZKPHBEIMNE,
& 13: 2020 = 2026 F 6 BPEDOBE LHZ6m

F A B A A8 FEREMR g (mg) U =i ipa -3 B

2020/1 EHHW FOBE 5. 10 B E g 22 ERZ %
2021/03 FEHH REFRFROBRK 4,5 IFIR RS 2.2 ERZZE (33)
2022/01 BHRESR BRFIROBE 4.8 HUCR G 3 ERZ%
2022/01 FEH% L IARIAEN TR AR 25.5.10 HRA G 2.2 JER

2022/06 FEHH PRUIEE) 35 B 10, 15 BHE g 2.2 ERZ %
2022/06 FeRs HBRESRIOBE 5. 10 WERTIERTRE 22 ERZ%E (3H)
2023/12 pALESN 2 PR Y5 B 5. 10 FEH RS 22 ERZ%
2025/04 = BRFIROBE 4.8 HURRME 3 ERZ%
2025/04&08 FE&HI% FOBE 5. 10 FEiRE g 2.2 ERZ%
2025/04&08 FiEydr BAAROBE 4,8 HURRWME 3 ERZ %
2025/07 FERE b S 1,2 Rl E U 2.2 JER

2025M ) SREROBE 4,8 HUCR GO 3 ERZ%E
2026/01 RUEFIZS BAAROBE 4.8 HURRME 3 ERZ%
2026/03 FEHH i VB AR 0.5. 1. 2 BHE g 22 JER

2026/03 RBIZS MR P 3t AR A A AR 25, 50 HRAGRH 3 JER

2026/03 RUBIZ T R AR 1.2 FEtR U 2.2 JER

2026/04 FRIEHIZ L EpekiE apa 25, 50 HRRB T 3 IER

2026/05 B R TS ARIE AR 50 HRAGRE 3 JER

2026/06 RUEFIZ Gzl 3pid 1,2 BHE g 2.2 JER

HIERE: NMPA, BRES, E BEBAWRRAH
MNEHHEE, BEROBESRERN T NERREIEPRENTE, 2020 F, RHH

WEEOBERERIE L, 20216, FEHAZETFNOBER, OBEAE MG
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ZOBHRREFRAEAZIE, 2022 FRERNOBR ELHHEPEMRN—F, EREDHH
SROBR. SFEHAMANIDAER. MEEE. FRESNOBESMERE, &
TEREVEZFBERS A HTHE LR~ RHE,

2023—2024 &, BROBRLHTEENKE, XNENEHVRBEBREDE
Froikitt, BN 2025 /7 OBFRAmBRANBRILMER, W= FTEHE. &
Bk MiESEWAEREm th, SHTR, B, A#EaMH—PFE, 2026
FRETX—HES, MEHZ., FTEHZ. R, EBRISFEWHIHENDSHIR.
T BN P9 St BB RS - a3k L, IRBAE R OB IREE N BT A BRI, HAS B,
Z miPIRHMER,

6: 2020 £-2026 &£ 5 AP EOBERAmRU Y E

B 4
O#&: - EEE

2020 2021 2022 2023 2024 2025 2026
HUESKIE: NMPA, EHEREARRRS
MNiafraEgnHhE, BROBRAGNEESPTRENESE. & "Bl-BR&"0

BZ4it, FensfEralSHERS, K8 81, TECEE . ME F i
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iR, X—2mS5O0FRANEMESELRR: SHHSKREERFESRENE,
FREGRMIEZE ., 6. MAFEE, OBRLTFRK, AOB. FZUHENER, GEEE
RIS N IGRAZS RS

HURRTHEE _KmREAE, TEHGHARDROBREE, BHFDHRB TG
Ly, BT RARBEXRTORLE, BEETO, RILERTHESERFSNRENEZERE,
Rt OB ERERMEFE R R R AR, ERR SN E F 8 ch T ik 7 S # it
ABAF RERH ORRRTE e E AR B ER T, R ERMERENGr AR tEESE—ERSI
A, BT, BREFNHLBTHEERABEN~oHERD, NERHREME.

7: MEE LHOBERAmENES

By 4
O&: ftW-BEE

M Eihts HERSE W RERRE EEZIRTIERE I IR

HIESRIE: NMPA, E BZBARRRA
BRE, EROBEDGR LHREELZUH=TTNR: F—, BVS5FARFEE

i, N&FHK. FESEHHREE, V¥REER. fHMC RE. R R, BEFSED

W; =, FaiAZEERSONENRRAE, FMOESEPTHE 2.2 88 3 %;
F£=, ENEEFSEERR" OBEEHRANMNME"NARREF, BEREMHEE, LM,
JLE/BARS, FREMEMNRAMEBRIRIET AN, BROBREWES M=ok 4o
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HIRER, ¥oEHL. FAERUBRMNER,

2) PEOBREGEHIZME

2021—2025 FhEOBELmmIBEI 7ELIERK, 2021 £, EROBRBmHEEMR
RAS21 AT, B LHRAME; 2022 FEE #Hr-mbFaERit,. ERANALILER
ek iEs), PEDOBRGmEESII TREEK, B 2025 FHEFAE 5.2 27T,
2021-2025 FEEGHEFIX 216.6%, BEPEDBRAG@NFLRY, PEOBES D

iR E B ERFIREEK,

8: 2021-2026 ¥ Q1 hEDOBEHmHiHHEM

B AT

16,267

5,276

i ]
2021 2022 2023 2024 2025 2026Q1

E: 2026 F Q1 BHERARREYE, & LABRLBLEBIE HARIKE
HIERR: EWER, EAEREBEARRRESHT

MNBMERE, EROBEHHEMSERBPESTAmM, 2021 F, EOBERMN
TH 63%HHER, RETFWOBERKLY 37%, HHERBBHPEINRARRES

mXxiE 2022 F, EOBENG 58%, RETRFMOBIRS 34%, REGIHREER
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N, RARMHIHESEH L Lhmipi eI L,

2023 FRG HIZEMARAERN, SRTROEBEIRRENE, 2023 FHER
BRIXE 35%, 2024 FH—PRAE 54%, MARHHHYT %O, SIEK, 55
FOBENGEM 2021 F8) 63% THEE 2024 FH9 26%, HREZHEIME TR M2
HPRESHaM EhE TENE—RPERSENSRPEERE,

3 2025 %, SRAROEBHEERNEE —KNHERMDM, Gt 47%; 0B
FRAELEY 29%,; MEERAHESROLRASE 12%; ZEAFNOBESLLY 7%; &
RESNIOBESEY 4%, XRPEROBEHHELNSERUR TR, AR,
i3 REESNFniENTmniER,

9: 2021-2026 FHEDOBESHREERTM

B A
521 5,276 18,202 47,064 52,329 16,267

32%

36%

9%

7%

1% g
Mo o %%
2021 2,022 2023 2025 202601
W SHaR0REESE M BUREORSREE | ZEIRN0BE
W T OB sRESMOBE W LREDBE

E: B 2026 F Q1 EERA /R L LAEE, SradltSEREREEEA
HIEKRIR: EWMEZD, EAERBEARRRIT
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#KE, PEOBRABRHIZIEEZAMIRN: —fHIEMENBEATRIREHANL
TR, OBREENBEHIAPHEABLUBEN R, —EHiHRNSEMNE—mih Ik
ZmitiRn), BAER. B, RR AR ARESNSFS N nMEEERTHT
Bitl, fEE 2025 FLKRESOBKRTmRM LT, KRRHBEEABRIRBE MR L@
M, MEBRTRVRESHEERESDBENENETrHRISHRMNERZ AR,

3) PEOBREFRRREHHNER

TEEFRREDTIHEEERNER IR RRETECNFLRZERIGRERE
K, RENRESONE, PEEFRREEHHIREE 2024 F 5222 {Z181KE 2029 F
720412, EG18IE 6.6%, FANMEEEDIBERFELRERR.

StEN, HREENEFARRERNFREEREREZN: FEAE RE"ERUL"T
B REREEHRETR AL SEE "daRk", BNETAENERNERMRERmIEH
THEX, PAGRFRERK, BDRRFEEMET. BREISRFLAEAODS,

EERRERRIE, OBRAELRT. RE. BISEANE, RETHEK, B
3%, EEMLE. MERMERNR, EBHUEEERBRAINNG, RASHIFTHERME, &K
NEMmBERAMNE, WTHET 5, BRFE. ORIPE., LESHR. tENRFNIE
BiEtrR, DBEFERARGERF. RE. RIZINEZCFHAE., SpifTIRLE
VELABAEEARRRaIAEBELOBERA#TENN>nhSE: HEM[RE BYHEALTH
HHRRRANE . MERRERFNFMUERNTE | BHRIELEFSOBRSHELHN
Fom.

ETFTWEEWOM, OBEEHEERaPHNARSIIRESER, B2 2030
FOBEENREERRPISERGEIRE 2% 5%KF, HHMERCEXEEIZART.
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XEETEZaTUTER: &, OBFRKKRA. BRINERNE, SERETH
REEENTEANMENZOTKR, R BERAFERFITEREN T ENZRZEN
HERRE, AT7EERMETER, BE, AZRnaMERRI Ko BENERL
ERFREmE, OBRRA—TERNEINER &R AMERnSHEMERRTIVES
ERL"ERN". "B "NREARED, DBELSSHEETENS,

M, OBFREAEREaTIARCHIRIEEZFNORE: E—, DBEEERIER
REERmET LHHE, FREBRRESREFHE (REANEMEERR DBRER
WIAZMRREHE D), AKRETOBENMA; EZ, BREBARNEEENTOBR
X—HIRNIENRE, THHENTRBESRA; H=, SEANAT. REAELL, O
BRENEFIZEAS R BEEFHAAMENRS, AEMNHZERSHEIE—ER.

B 10: 2024-2029 FHEEFRRRMTIHHIME, DLEBEHT

B {2 CAGR 2024-2029E
e R 8.5%
rERm 5.1%

it 6.6% 6778 7204

5,984

5,692

2024 2025E 2026E 2027E 2028E 2029E
M heetes M EREeR
HIERIR: KIREH, EGZREBARRRST
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o E ORI R R E R
3.2. PEDOBR VS D
hE OB L EBRARMNTE. RETHE. NARMREETE, il
#fe, ERRERELWIUR ODM [ #, THUENBARARTUSHELTR (ERK
BTG, % L35 SRAE ERXRRARREMAS (B/. K THE. EXNM.
ENEERE).

B 1: PEOSE s

Qugas  #eF  @mEmua | | @EBHE (5 28 (yEAHL ERRESETHE

B

mea ] \ %

e %H P L) LT x

G amcor REE G EEW Oupuay ) pmoe

BREE (L7, G, BW) Sromas
; EARRARREMES
o A Ramicl
Fila L reme e A

R RS & THE -
g e §

ODM/OEMI” #& EXH4

IIII
Csu |

BMRSIE

FKiR: KEAR, ERIEK, EHREARRRDI

3.3. LiFRHRHMNSRORARESE

1) #E N
OBENMRMARER SIS Y/ThEEEIEM S . ARMEL B8R FEEBEGEH

REEMR/BER . IR [V, B, ERR [ (B, &R e, B
AESIZ2HM. 8RMHE.
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& 14: OBRMBER

2R REH e

BN NEEEIERS LamES. DRR SiB. WNEN . B8R pearanens

R M Mhea Da oF RACRE. BB B mommge | wesits, SURE. NEE
997 i, PEG. PR, MEHHES HEM | AABE. WA, BEETE
BRI RT TS EREFFAE | BMEAE | OEMNS  IREEEDRGOKL. HRSH
EEE B RS . DEmE | OEE BERTEANAN, BEE |, RS
UK R SqmE. EE BT | 5. GAMRS NE% . SWOADAR

W . wE | BEBS EESR | BERAESL
EFRIEA R WRALE. AR RREES BB, W . BB

R /e RER. W . pHEBHIE REBMARHE

BRSTEHH Gk, ZEE B | PETESS AT HEREE. R TRRR

aEme EEEAN . @aE . SNERG. TENS W . W . E , KIS0

KiR: REHR, EREBEARRRE
Hogz ONZREAE, RET FolEERE. HBEURORER, FEMRS

EEMR L. RIHRE. R [BriE, ORMHRNZM |, SRERaEE
EAEZRRPEA%EER (HPMC) . R2EEE (PVA) . BE&=2% (Pullulan) 1IR&EZ¥% (PEO),
HRIZ A% HPMC 1 PVA EXRRSLLHIEENK, EF-H=RikE 70%-80%, #ENRE
WALTHHE, SE=SRRFESFNOBEMEH, ESREAnTBNASTRRD,
HBR{REWEERERE MURREEVRRRDERAE, Sin PEO 4%, BRSH
ZATHNUER, REMBFmAE, ERUASEEY. TBERSFEVERBH/EHE
HEr, ERFHEHEFENHRE,

HZ #k/#&H | BRMENEIENMERNE, TE2EEHT (WrEEH
ZRERE. NiEE) . SXRRATRURFEMERERE. SRR EEHN
B EBSMA UM BEHMN,; EHNERENSHESHRBERLR, B
E—ERE LIKE ORAR™6m,

EMERYALS (APl PARE X MEBERYAIE AR TR T OB ER S RN EBE
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BEER, NTHERERENGY), BEBEAESBEHE (10 Soluplus®. PVP-VA), s
TEMEXEEE, WRERGHTHEE, UIMEELGEDNISISE, ZpiEas
NREMREN EFHERE, HONSKIEFHEHNENKRS, EREIVERR/RA I EER
PERAIURSREVARBHESDS, EEREXTRNHASFLAHE, AR
KFmBEFHER,

RiE, 8EMANTOBRRNAL, BREFRAXRE, OBFRNHRESR, ik
ERERER IS RME, TR . BE, RIEREMNSE., SsER £EO%
REEMHAEERELNETEN, AXTEUZBERAnERAE, TEARMNFEEL
fRE . HEXK | XEH F.

2) BOMRAREE
RERTECERR. BE. F5&G. 0RTE. 88 210 BRERNELHENIR
&, SEER@MNIIRSELL, DBRETRSEXNFMEE. TR, SHEXE. B
BARNSEN—MERES,
*15: DBRERR’E

% X@taE e

R/ BRI, AL, ESPEN | MRS SRIETR. DRSS, ZRRASE, B2
R DOBBHE. R, HEHH EHRRERE—

i SRARER | BTRRG BEAS. B . BARS

1] PR TRE BEERSmEN

a% RO, WOEN | LHEN B Lk W, EREEE

ELRNIPAT EAEE. SON | EASELN REBARY, 86 . SES—H

¥R KREHR, EZLEAHRRRE
551, OBBEEARECRREERLHKT, PEMENRSCEEINEHRE, EAlEX
MREL R TIREFLTE, BFrRENHIHSERIN 60-80%, EFFEOEHHERNL
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x16: OBEEM&E VS #ORSEERIAX L

2 EERE O
R LI UM BRI EES PN T

FangE AREHIITENE 2208 AREHIMBTENE  £2°CH8
EERNRS (PAT) s oA T AR R ONE R T ENRREN SRR, SRR
N ESEE  96MHLLE ESEE  720WNLE

HEMMAME 25 RIS 207 /8

IDAnES 70-90% 60-70%

XRiR: REMAR, REFZ, EREZEATARRER
YO EEARELVEEGE: EEM Harro Hofliger, ENE® Umang

Pharmatech, BZNH) GF-TECH; B RBNEMEFERR. BEh (5EHTHFIE
ERXRTIEMRDOKERL) F.

ERZGHFIEER IRARPORIHETERT/E, PHMMENEFR%KE, S
ARENANDBEN &5 888 SEAEHFSEERIEARPOSHFEFLKTHE GMP M
EEXRNEFEEARANANSERN |, REMEALR TIRHIIE, NG ERERRTT
E 70%U L, BESTITWFIIKE, MiFERxR RELATRSELO, maRESEF
MEHERXIERSSEKE, HELFIEN (ORFEBRERIRN) TWinETF 2025 F 11 B
L, MBS R T ZEEEHNRT, fIESEENELEN GRS, BalRAR KRS,
FEFNEEHO, XEKT Sl — M EEREICIXRIER,

BkE, PEOBSEKE LOHFCESE—EMHNREREM, B ARRELHKEFE. £ER
WAENERAZE, BEEFANSaIERARREDIRNTRL. mEL. MRAHRNER
N TEMER.
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3.4. i EFTHIES RS R

1) HEOBE &

NERZmOBEEXEVHEE, S-S 5EFPENTHESHE. BIFKRATE
S5 BEESSNFLER.

Hoh, 8%, KRG, ERES. BB, BHY. HrEShl, TEKT
BEDmiAA. M. EF0BVKAR, BOBREANBRGAEAR, FoEnEE
BISHRABRALSENCNEERD, XECVHABETEARMEE. IBRIIEMER.
EFREMRURLIREIEET,

RIEFZ, ARk, MBWEEWNESHRE OBRERFEES BHHASEFRE
A, BEOBERESE AR, OBBREAFLR. mIVHEAENS, ARBOEVES
CMO/CDMO g, XTIVt ARMRARSEHA . S T2, PEK,
AmP GMP £ E B BRERT , s OB RN LR EQMEHEFHNEERE

NFRERERRE, MEFBEROBEFESRE 3{2H, FERIH~EEL 112k,
ERMHETEERROE LB BRIFREAZ R IKER & T FEE.

EEROBRRSRMARHNEE, FFEHLN. LEMEFR, RMBVEERARER, R
ftmip, FlegEn. miEmBNAR M, BT E—HI, BIsEROBRAHT
&, e, Bl REN=REW,

BXRE, EROBRARNATLHEREME, RROTUVEFESBN'ZEEREO
BIRIE "RO"EERASES TR, domiEmEd.  GMP £/, Bk, REEH
MBI REREN",
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& 17: PEEROBE GRAE

Adl HER Feim =i

O o momemae g TEOPE | GEIBNOBE, WKHE 5
g DNEERATREN DRMSERSOOLZ — FRESHNWE, WR. [oab . 20 I8EDE LT soun, mie 1

BHERE, ERMMEFE | LA EhHENRTEED FRIERE  EESE A

Ei%EZ ERLEEIFASY, DBREFTEESLL. BFaTSRKRIR BAIEROBE RIRETT8E
IEXRRETHSHEFIE~ CDMO £8, TR , Ef{RESH

O DHEEW%U%U#DMEEF&#@EE%, HARGEHSEERE | £ . R, O SA3E0BE ZR[E
B

SR %Eg%g—ggiﬁﬁ AEEE BE . RRENEERRE L ERRER#O ORI R EFL

NEE EEAFHIFIMRREFANEN, ZOEHEPEORELZ. SRR, & Rl AR . B AEEERL ST

ST BB EAYIERETE | DREEERARRMNERTRZ— OPIPZA 3k FDA #t# E

RUE W ERRBEGIGEHZ |, BINEERMASHF . MREHABT NDDS €4 HAIROBE. MBRIEMARIE AR Nl RIEE
R, DAEETHHREHNNERMA A aZ— R AR =
EETETARIRE A3, "RESOBE | M | fkE . AEXR. BhE BT AR SRS FEAATR gt

BHE  mmezsssn, SETHRQER. BEN. D58, TRBAS
LAREA. OSRTARRENEE, CRUBEIRAFAMERRER  pooo ow won oo™ o

REHZ GMPEF=, BaibERIMELRRER, EENZROBEAXNEROBEE  wmow : MZkIE
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3 BMadE R / OPIPZA. 2. 5, 2024 & Xiamen LP Pharm.
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AR CESIRE S AT
P& ayrau BAE REHRS s 237 RzEA
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2 HURGZTE S8R/ Setofilm 4,8mg 2010% Norgine
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3 BEZERTHE BDREEF [ Donepezil-HCI1 5. 10mg 20114 1A Pharma, HEXAL.
SR Donepezil A Pharma, Sandoz. Renantos
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Donepezil-HClI
Sandoz,
Donepezil
Renantos
4 RLEARER  OKHEE | Zolmitriptan 25,5 2012 & Renantos
S Zolmitriptan Renantos mg
5 RLEAER KPRFILBEE RIZAPORT 5. 10mg 2015% Regintel
HOE | Rizatriptan
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6 MR S TR U METEMARE [ Siler, 25, 50, 2016 &£ Alfasigma. IBSA.
Sildenafil Silandyl. 75. 100 Novatin. Farmitalia,
Citrate Xybilun, mg Upjohn. ADOH
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9 HERGHME  FE® [Riluzole Emylif 50 mg
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1 ROHE [ R8T / K7 YAR—20D 02,03
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A
BOREIE | vieT LABER
3 BHESUE  Zolpidem #BOD 744 5,.10mg
Tartrate l£F4£
o SRS ﬁ@%ﬂi / Aoz g 25,5
- OIopqtadln‘e 20D 7 1 1 L mg
Hydrochloride
BRE/FERE | AKX bor
5 HURZAE  Ondansetron  OD 7 1 v 4 2. 4mg
Hydrochloride = TGFP
HBRAGREE | Sv7 571 ViR
6 BESESE  Nalfurafine BRIEOD 7+ v 2.5ug
Hydrochloride = 4 T=7"m}
oML [ FigsE | Ve74 0D 7 25mg
RIEE Luseogliflozin =« v 4
ENE e fa I O B82S sa kit oo ff
= Jayr U BAA REEmS s
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1 MRATESHL  Sildenafil.  ERICFIL, 2019 & , Y
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3 omammm oot L clgeRi, 2019 & armest, ABBO
Tadalafil mg Indonesia. Graha
TADOX. X-GRA
Farma. Phapros
REX
RETRFH | Novell
4 IWFIREZSE  Montelukast ~ RYMONT 4 mg 2022 & Pharmaceutical
Sodium Laboratories
Novell
BAER / .
5 HURRT ONDAVELL 4.8mg 2023 f Pharmaceutical
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Laboratories
Etercon Pharma,
i SRR REEEAR | Novell
L\_ 1
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i . Pharmaceutical
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B2 OB RS IRt
B ayT S EAE REBRES g HER RzEA
1 R SEJE i, R FE I ABIE ONHAMUKO © 25, 50, 2016 & Teva, C3/1BUM. [Oxwu
[ Sildenafil OPBAPLO. WHBM 75, 100 necaxto, IBSA
Citrate na OArl, PABE mg
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BB First-Pass Effect BYEBERKG 5B RRE N\ IERACE, BUEANKE
HHSROHIAR
EARREYIR Disintegration Time
15 UMW
BHE Dissolution
RIER Film-Forming Polymer HMEROBEESHFME, IERPFHEER (
(PVA) | EE2=Z2HES
185 Plasticizer
(PEG) &
LR Flavoring Agent REOBBEORNORNF, SFHT. SRS
ERER Taste Masking BEAMBFRIFARKENZAR, @F%. KEEs. FEX
=
BRIREE Solvent Casting Method
(SC™m) Iz
RIaHT & Hot-Melt Extrusion
(HME) |
3D $TED 3D Printing / Additive B R EHIR A B S MEN OB RAF AR
Manufacturing
SEBSE Content Uniformity
HiMERE Mechanical Properties BERREEE
EEYBISHR
EE Film Thickness OBBENEE, BEEHTE 50—200 fK (um) Zia
BE B Residual HEIRIBIKDHENDT, TEHIERLBEUT
Solvent/Moisture
EYRNRE Bioavailability (BA)
EMEHE Bioequivalence (BE)
MEN
XEmEEmME  Critical Quality Attribute
(CQA)
BirF-mMER  Quality Target Product  EFIEARZERIF-REERYE, RBEH~RREBIR
R Profile (QTPP)
HREOHEAR  Process Analytical BT MNEET B RERNXRSE,

Technology (PAT)
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SCIAIE

HACCP

HREHE

505(b)(2)

ICH

CDE

BB —EE

22

CDMO

ODM

HRAER

Wk R @

RfgRm

hEOBEFVARBES

Good Manufacturing
Practice
BmErEE

Hazard Analysis Critical
Control Point

Modified New Drug /
505(b)(2)

NDA Pathway (US)

International Council for
Harmonisation

Center for Drug
Evaluation (NMPA)
Generic Drug
Consistency Evaluation
Contract Development
and Manufacturing
Organization

Original Design
Manufacturer
Medicine-Food
Homology

Functional Food

Health Food

BAREFREEENE, OBRGREFFHFS GMP EX
PEREFEWHEEN (RaEF-EIE) (
OBEEFRHFEHEXERX
BRSXBEHRER, RREFNREEEFR

SC#HS) , BRmR

MNELHR@BATHEMREFIFLNFS, DBRFMMBEZHR

XE FDA WHIRBIEREZEZ—, ASIACHESRNEEFZEN
MBI
EfRARA@EIMRAIES, HIESKEGmEMRZAER

EXFnEEERERARETPL, ABWRAKHIT

thEXE L {HIZ# T REMNT R —E MR HRFI R K

BRMEREFHER, AHHERWVREHLEILRS

RigIRITHIER, AEPREMRIT RSN —IERS

ERTEARBXRAEAREHINER, EPEEREERER

FBERREHEREFRI, EEREERNEEINE, EREREFNE
EHEFRNRG, HEPENEERETRERRE. 8RR
EBRAAERFGSEAHE SERDASHRENGE.
ERRARERENE, HEUNRELER,. THERNENNRE,
RERRAKETHEIMNER, HRE HBPBNIRE "AafeEfE
#y", "BIEF AKEIRERFRERRNEEIRS.,

E: ARERETHTVEREXREXEN. HHil, RAREFEUE, BORNEERRER TUERGANMER,
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