EASTNVIAN

EASTMAN £F4g3ig

hll 25 N A 29 ¥R hX




FURERTERTEVAREN—2F, BRI ANATFEBRKOVERAN L AERED A A MDA,
PRZAELBRELLTAER (C-A-P) FIHAMERERIERM T (B ) T4, BESRMEEMEM SR T A8 BB 4R
(CA) MNZBL T BR4T 43RS (CAB) FIERmAMEES, MR TR HFE pH (EZLBARRAHIE,

R HERER T2 BT BT B RAFEREN AR R A LER T 2B AYRRRANF B,
BT RES R BT 2 R A PRER. B L H K,

Eastman £F4EEES

Eastman £ 4R 31T (L, AT CAand CAB. M ILE 1. 4T 4ERREMME & NBUKERERTHMN.
BBUKEEERTT (AGU) 28 3 MBI WE LR EFERENRE BB ETURRENEER D LLFIAE
(DS) &Ko

DS=3 &7~ 3 MEELEMERMES(L;DS=1 MK 3 TMEEFE 1 TMKEEL. AT DS BRI TFHE, FRUEE 1
FRERIEET AGU HIA B TEIHE ARERAT, FIReA —ERWBANBRKBAEERTA 2 78 3 TR,
BEBRT, ZBRETEE.

Eastman G REREZ5YIRERIESH LRI R A

o BFBEMAYRRRIVEELR (CA398-10 NF/EP, CA 320S NF/EP, CAB 171-15 NF)

o Z3¥)LETE (CA 398-10 NF/EP, CAB 171-15 NF)

o $B0% (CA 398-10 NF/EP, CA 320S NF/EP, CAB 171-15 NF)

« BRI EEEAEFIEERR RS (CA398-10 NF/EP, CAB 171-15 NF)
TERERI X REE

o AR BN, AIERR RARIER, REBEMEIME

o ARIFHE BB NHERE. ZHMS) ALETES ™A CAZUES CA M CAB R,

o AT KM/ B A SSI B AR ROR R



1L RS

OR OR R=H 5%
o OR o o
RO RO o OR }gj\
RO o o RO CH,
OR n-2 OR o
oR }éj\/\
X EEEST CH,

LY

X F Eastman 4R EE 5 TERNMGIE, S UE 2. BIFH =880 A M. H—EB0 KRE A BERAHRN CA,
CELTBRAHFRTE N CAB X F CA, FERIZEN = MHMFRTIHENEES E, AR T HE _MUNBE=UHFE NS,
T CAB, FRIFIB ENAIRUBFR I =ZENRNTHRES 2, BT HFRAE 4 T HKEEEETNEERTH.

B ERARTEREEEATRAPRERGE, SREFAND FER X,

2.Eastman £FERER AR AL
Eastman BEEEST4ESR Eastman ZEE TEELTLER
INE R B

398 |- 17 -
: :

FEERLTLER FHIHMESE ERERME TR HER  =FaPRYaM EIKALE
(Wt%) () THES=E ()
(Wt%)

BN EKEEERITHRIREY



LHERERIER
YRR A E R

— MRS, FEREERIYIRIE FEUR T A AR R E U RE T FEEERERENAE R 17 HNEH L EENRT A THAN A

Eastman JERZ/A M AT AR BRI YIRF L F 4 R

% 1.Eastman *:Ffﬁiﬁ“ﬂg%fi*mtﬁﬂﬁ a2

CA 320S NF/EP 320 230-250

CA 398-10 NF/EP 38.0 398 | 24 — — 35 0.6 230-250 186 40
CAB 171-15 NF 570 296 | 20 17 0.8 1.0 0.2 230-240 161 65
ARG NI E RIS Eastman FEBTEE MRS HMPOMNIREH S EXTIHAHIL,

PASTM D817 fl D1343, B,  IZRIHEBRNE (DSC) HRIETT,
eTHF ($t%F CA 398-10 NF/EP #1 CAB 171-15 NF) 1 NMP (§+%¢ CA 320S NF/EP) FHIEI99D F 2.

WE 3 FiR, SFAERBEYIRE REUR T 4R T 55 FEHMEEBEN KR W TF CA, BEZBES
M AFIENR S, CAB EIKIESTF CA.

] 3.4 S IR BRI

A ZEE

B TEE

C F4EE

1 HEENRIERS

2 B

3 BRRE

4 BBFIREHRS

5 ERMEBTIRIARERS
6 TEIERIEBFIPRARERS
7 EiRS

8 BERS

BRRB, 5 ZEERE,

—



BRE
R 25|HT Eastman fFEREEEE BAYETIRNARE,

R 2.Eastman FFEREETTEE AT PEIEREC

B T B

S[E]

PER/7K (90/10 wt%) GIpA BoeA A
7IER/7K (80/20 wt%) AR AR omEA
ZEEZ Bs (EA) EnerA A A
FHEE (IPA) A A A
AR/ FAEE (50/50 wt%) A A oHeA
AR/ 7R (60/40 wt%) AA EAS EIpA
B N ENA A
AR/ Z B (50/50 wt%) A A HeA
B2/ FE (50/50 wt%) & A A
SRk AR A A
FAE/ SR FEL (10/90 wt%) LA A EHElA

REYIRER 10wt %o PIREVIRE S Swt%o

FESIZ5 ST A L
Eastman F4ERECATSMEIANE, SR EAFEER T EEEAMBRRARFEAERME B FEERNERUREAEE
FIAFHITA .

FEEEAMBERR G EER
BEMAYBRRSELFERSEH I ERE P BRI, HM RSB RR 2B BOREARRUAT £ BIF R,
BT HASEBRSSEEMNMIELE, CA398-10 NF/EP RREE AT HERBRRR S FBEAME 22—, CAB 171-15 NF
SFRHEE, BRI SR S 2B S 89 CA 398-10 NF/EP #ELt, BEHEEZ . — RS, T2 EEEIEEFFER
1BEAFI FHERYZEEC A, CA 320S NF/EP BRRYZE Mt fRim, HKZE CA 398-10 NF/EP 1 CAB 171-15 NF . TERERIN AR E 75 EHE
HI R NIFE &, B CAB 171-15 NF £%38, M CA 320S NF/EP &35, B T E R EE MO FrEIEEEE M,

A LUE AL ERSIA S KRS E M. 40, CA 398-10 NF/EP ] 5 CA 320S NF/EP A&, CA 398-10 NF/EP Al 5
CAB171-15 NF A&,



FIFBEEENERE RS EAAREN~RETT, FEZRESNEE, AINREMER GAFIER.
PR FRYE ST RSB A E MR BRI T &AM

AN AKESEENABZMFEUATETRNE,

T RRESERIAVE M
EAEEMMN T &4 T, I CA 398-10 NF/EP % CAB 171-15 NF B F X EREIAD /5 BB RS R & KT a K,
4 875 CA398-10 NF/EP G KEMZEESHES,

FEREER LURTTHE LUAR S IRENSE . B0, CA 398-10 NF/EP 5 CA 320S NF/EP.CA 398-10 NF/EP 5
CAB 171-15 NF #JA]4B &, 7 CA 398-10 NF/EP 5 CA 320S NF/EP FZA &1, Bk HIFIAS:SEERES HIF

CA 320S NF/EP H A EIEINMIRS. 1 £ CA 398-10 NF/EP 5 CAB 171-15 NF FU4A & H, @ KIER BB IEREE

CA 398-10 NF/EP By 28 NMIR &I, KFNTF CA398-10 NF/EP Fl CAB 171-15 NF Z [EJHISEEIH,.

4.CA 398-10 NF/EP §1 CAB 171-15 NF G REEY & E 4T L

0.20 — CA/CAB =100/0%
018 — CA/CAB =0/100%
016

014
012
010
0.08
0.06
0.04

0.02

0 I I I I I J

0 100 200 300 400 500 600
Bia] (53%)

ok & (52)

HREFIRSZ M

IRBFERE ST HREE SR, UNEROYIELE R BEXN TR BT AREEEM S, AN 2 218N,
KR TRERE, RRE O RIHE, MRFIMEN SRS KRBT R (WVTR) BURTFRBIEEEF IR,
KBMHBEFAIRE WVTR; AT KBUIREEFIN RFFE WVTR,2



BRI RFHIRZE

T RERFIRER/ K (94/6 wt%) {EABTIRGTHIT 7 T RGBT A RERERIRATI RGP EHRK,
MAERER/AGAFRFR IR RRAEBF EMIR (SEM) B, 5 BRI/ KATRSHRMEL,
RREATRHHRERE RIS, MEE L2 NE 5. BRI ENREERS, ¥R,

M KESBBBERIE.S

5. % 5BRER LT RIRAY SEM BEIfS
FAIRERIKRERY CA FERY SEM ElfS:

BEE ' P E ' BEE T E

CA 398-10 NF/EP R S¥Ith Z Bt E S ERIRIM

CA398-10 NF/EP BR&YHMZ B R S B5EEH 39.3%-40.3%. LREMNEBEME CA REYHZHES BHADTIES.
BAE S B TLBE 1.0% £A, HaRENSEEE —ENEN, THXMEMERAIRRE FRURTE . MBS PRERIFIKE
EERSH, ZHE S BNaORENSBIERINR A

RTFRKMERN I RAH
£F 44 RERTT A T 48 F I LB R, LU R AU KT T K CA 398-10 NF/EP EFEUL TS E R R

CAB 171-15 NF a3@:d Aol B FE RN . 9125 ISR 30 = /2T 3R EE, CAB Al {E N BB B T ER A FIASSMERIER°
BNE 6,

y



6.CAB 171-15 NF F BRI 4% - B—HIFEMm#H R RED FORFMR %S

100
90
80
70
60
50
40
30
20

10
0 | | | | |
0 200 400 600 800 1,000

Bia) (53¢4)

— 8 x50

10 x 50
— 12 x50
- 14 x 50

BB (%)

BFERBHSH

BB ERERIRECH 7B, CA F1 CAB RIB{EHE ], R—RBEFENESRK. 5 CA398-10 NF/EP R FIAELL,

£/ CAB 171-15 NF Egll B9 & 7 R I HIR BRI ORE B E 7,
7.3RBAE pH 1.2 BB R P AR %

100 — KistECA
90 — HPMC
80 CA 398-10 NF/EP
X 70 — CAB171-15 NF
§ 60 — CAB381-20 BP
& 50
g 40
X 30
20
10
0 ] ] ] ] ] ] ] ]

0 200 400 600 800 1,000 1,200 1,400 1,600
Befia] (53%)

EREEN RE FI VLT 4R ES 1T AT LUS HEE R R TR HE 2%



HERNR

Eastman BEEELTLESRFN CAB IR INIT BT EF=MSE (CGMP) HE A . BEEA£T 43 CA 398-10 NF/EP #1 CA 320S NF/EP
FEEEERLFE (NF) MBGHZHE (EP) PRI EBIE K. CAB 171-15 NF fF& NF E3K, Z ™= mIEEEZH (USP)

R A Cellaburate (SFEEETES) o

255
Eastman {F4EREEUA AR ENTE, FEREERIGAVNIIE E ERNEBHO. XERBNEHF I LHENEEE
DGEKHAMR F AR TIRIMR R ER, T AN S HEESEREY, UFIERREH KD S5

fTE b g

B X IBFETF Eastman N ELEEFMEN R TFEZ2EIER, 0J7E eastman.com EF, 1M B X L= 5 2 7,
W R FEIREH IR X L N T,

5| FAZER
1Jinghua Yuan, Doug Dunn, Nancy Clipse, Ray Newton, “Permeability Study on the Coating Film Consisting of CA-398-10

NF/EP and CA- 320S NF/EP (CA-398-10 NF/EP 1 CA-320S NF/EP B E2:E M ZE)", Drug Development & Delivery,
March (2011),

2Jinghua Yuan, Peter Shang, Stephen Wu, “Effects of Polyethylene Glycol on Morphology, Thermomechanical Properties,
and Water Vapor Permeability of Cellulose Acetate-Free Films (RZ —Ee W TEEES AT 4 R BRAITZS.
A RER KR SBBEMRISZIN)”, Pharmaceutical Technology, Vol. (25), No. (10), 62-74 (2001).

3Jinghua Yuan, Doug Dunn, Nancy Clipse, Ray Newton, “Formulation Effects on the Thermomechanical Properties and
Permeability of Free Films and Coating Films: Characterization of Cellulose Acetate Films

(Be A b B R 2 KRB AN M REFN 2 B 4 0320 | BRER AT A RARRIFRAE)", Pharmaceutical Technology, Vol. (33), No.( 3),
88-100 (2009),

4Jinghua Yuan, Andy Singleton, “Cellulose Acetate Butyrate for Sustained Release via Direct Compression

(AT BIERERIEERRINIERTRA4RE)" BIRTE AAPS (REAYHZERNER) 2010 FF2 LBT.

5Jinghua Yuan, Stephen Wu, “Sustained-Release Tablets via Direct Compression: A Feasibility Study Using Cellulose Acetate

and Cellulose Acetate Butyrate (N FIESEEAT AR B T R A RBEAVA 1TI4HRAZT),” Pharmaceutical Technology, Vol. (24),
No. (10), (2000),



HitZ=2

WNZEFRENE X PR Eastman fIAN A= MmN ELE R GRS AZIFIRNEEN M, 151518 eastman.com/pharma
S EXRIEHY Eastman AR IIEAN Eastman £ 5HE,

EASTMAN BIRAE X HPERIE SRR T IMER M, B8 &Eastman Chemical Company ("Eastman”)REF A B H e B4 oM A EEME BRI EX N B THEEN FE&
WEA B FRP ENR TR SUIENERS ZLMEAMENTEYE. AP ESNERRBY R EREEMS R RE SRS EMEFRRAE S FriR HEERIY
, H AN R ERER R RRILE AL AR AR RIS T AEAR R L 3 FE B3 BFeRN = ST MEAX TSN EATRERE BB ME I RIA
NEERIERARRIE, H EAXFHEARNBS Y FERFEANERHER .

AS— 37|
EastmanZA ]2 2B EEAHRIR, AT E A RERALE T AR AR 107 ST RE T AR 2 TR A 2 2 BB  FEA BRI R 2 B, BN B A AR R 2 (5 8. IR R
P.O.Box 431 BRI SRR T007= 52, T RS EL S A AR A58 4 Tl DA AN 2 2 TS,

Kingsport, TN 37662-5280 U.S.A.

© 2023 Eastman, "X H 5| FAfYEastman kS R EastmanZ H 72 8 2 — W EIRSARIBIRAE A, A 5| AriEEastmanmE R HE B G ERENET.
EEFMEAR, 800-EASTMAN (800-327-8626)
HI F, + (1) 423-229-2000

eastman.com/locations

CC-CHS-PHMA-15637  3/23



