20258 H

2 ket A pR e e S0

—\ 20

L AR H T 48 -5 25 F 4R R 8 ARy 4 4 o

2. BRI SOR R A B ML AL PR, BIAE, Ea g BE R 4 E T A
5l O AR K a2 RN, A R 3R B R AR 4 .

A A T X E A I LM MR ERAEF T AEHR R
1T EFrdE £ #1254 (International Nonproprietary Names for
Pharmaceutical Substances, ## INN) 2 # [E 2§ & i il 4 # (China
Approved Drug Names, {8 #: CADN). INN, CADN % & dc#ty, HA&
a4 JR A BA AL 2 Y, PT LA S BRE R e SR (e LA
e BN . & AT F e RN £ & R A e R )
HAT 4 % o

AR R RAB GG (BEIXET XL), B
HAHEY IR L BOE T R TE T S SRR SO A TR R A e 4 B
FAUERRE w4, TFATETEM,

b. R RIBR EH LB, Bw R Y AR SR,
TREM LN —RHEBIRER N BN )G,

6. 25 F AR A T EAEE, ABT UREENFFE, #L# A
LM RBER K 4.

HRAEAT R HrE OMERR & R ®ZE), b A Kk
KEEBRE, FIBRERGH, FMEREeHheEURKy, wHT
BNFI R BIFFE CCERNFD”, AT EAARE “CEEHD”.
B TR R e ArE “CHRIRAD” &£, REHRFIS, AT O RFs
FH— TR,
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7.3 T oRFRMAK, R A JUAT FAG 1R 8 4 4 KL 5 BB CADN.

8. A4 R FEAMN “BE” FEAE L., B MM £
FHRE, MlE B FomERANERY.

9. &R B 45 dm K B 2 R SR B9 o SCAE R 8 R AR A R KB
G A X AKEM” X R RN, R E = KA.

Z\ ZREERIE R A R S AR

1. X

(1) MEEsh Ll F 24— A “XX BB, EXHEH “XXtol”,
10 7 B HEEE Brythritol, ZFHEE Maltitol.

(2) ZBEFXBRAGREMER “S B, REEFMAR, EX4
¥R ER “XX-an”, 7T FEME Chitosan., H €& = £ ¥ Pullulan,

2. T/ F K

(1) HEEBROFCRBALHN XX () LR, EXLER
A “XXylcellulose”, #n® # 4% % Methylcellulose.,

(2) BRETFEWAER, aTEH. HRAETZWL, AT
e Ame, EL4RFTREAEIL, DRARKERFTE R
Low-Substituted Hydroxypropyl Cellulose.

(3) T 242 AL EmE R, —RETRARKEEXFHE
EHA, m CHERT  WmER T % & Hypromellose,

(D) RIZETEERBHL T BT L AR “FHEE” 1
b BH T, W F L% F 4 Carboxymethylcel lulose Sodiums

(5) HFEFBFLEAL N “XXBRYY L ZF (B, EXAL N
“YYcelluloseXXate”, #nESER 44 % Cellulose Acetate, 4F# —
FREANFALEZT (CRALARFAERALERX - FRE)

Hypromellose Phthalate.,

2/15



20258 H

(6) AT EABRIY LAV FCHE A 44 “XXBRYY BR 77 S %
Be”, #X 4K “ZlcelluloseXXateYYate”, WEEEL IE IR 2 A F £F
hFE (LR 4BB®RATF A% E£IEHELE) Hypromellose Acetate
Succinate,

3. M 2

G- A R A A B U

(1D R RYERIF 44, T4 AREMW CRER”, FEX
4 4“XX starch”, 0 £ K J€ f Maize Starch. /N & J # Wheat Starch,
I A Z 4 Potato Starch. AZEJE#M Tapioca Starch.

(2) BHEEMERILYHE | AL S0 ik 5 7 A RV 24T AL
B, REREMERE, LHR TR REER. BEER ™ &Rk
R F & AT, SRR RIESELN TR, ENREEK
AnFEEH RN,

O M IEM &£ —REER R/ RANFRE RN, &IERH*
TR AT &, o CHE A 4 PRI R, 3= L4 N Pregelatinized
Starch,

B P VE R #EAT TUR T AR 89, o S R 42 38 % O “ TURCH+XX +
R, EX 44N “Pregelatinized XX Starch”, XX N B E, o
TR AL 7 7 £ JE # Pregelatinized Hydroxypropyl Starch,

WRETRUEE, o230 TRAER S T2 TURNER .
RWAEEELH TR, EEREERMFEHALDTT

@V Bk A& 1 Ut 5 B AL R KR T A%

RITE B — R RS RARRB ARG, PXLEE A
XX R BTN, AR F et e B P @ 2 N XX R B It
MeEEE T, EXLA&EE T “Starch XXate”, W FIEH 4
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Sodium Starch Glycolate.,
RRERSBbERY EXER AR ATE, FXEAL N
“XX A VER, T4 AKX starch”, W 7 2 # Hydroxypropyl
Starchs,
E M B & d M S B R LT . B A4 “XX BRIEM
(B§)”, ¥ 3L 4 38 % & Starch XXate, WEE B J& B} BE , Starch acetate.
RMEENABRFXRAL N “XX BRER” e BEB T, #X
4 N 4A&BH Fim “starch XXate”, WEEER & H 44 Sodium Starch
Phosphate.
DT B RS E —KBRAFHEREY, UK TEEBEERE, ¥
i JF 4 A Pl R A, X4 A Soluble Starch.
(IDMINE R ARIE AR 77 KA/ S EAR ], - 4 4% Dextrin,
Z FMIME Maltodextrin AR PR MM, HFHMBERE RITELE, &
27 P i BRI AE Al fadex & 30 #14 Betadex 7 {f 2 3R 4148 Gammadex,
AAIRE6. T, 8 MRINH A4,
PR A R e TR & Bk AL R RORL T A o 220 26 B MIAG Tk o SO A
& XX BTEEYY FMIE”, EX AN “XX + YVdex”, m#EFEMM
A Hydroxypropyl Betadex. Bt ZEINMIAFEL F CE A L H XX
i () YY M, s T EEATAE; L4 BRETXEA L
K OXX B () I YY M e BE T, wEE T AR IR g
Betadex Sulfobutyl Ether Sodium.
4. g %
(1) hfg Ko 4B EL KR4 il CERTNRE. I8 OF
mTAEER) . B CFETHER,
(2) S fleF XCEA B H “EM” mARBEMm “H”, EXLH
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“Hydrogenated” fmskiyEh “o0il”,

(3) TR B G A4 mRIFEAL v “Ww”, T
Z %t Clove Leaf 0il. T % Clove 0il,

(4) FgRrEeE 2 o 03l & A“XX 87, 4o+ )\ B Stearyl Alcohol,

(5) REfFER X A 164 %, WFFR Caprylic Acid,

(6) EMiMREE R UL ERABRMAL AR FHEERNK, BF
AR EHNHENE, EELNBEERE, Bin—NEF, BENE
FREAE, PXREAL N XX B YY BT, XX MARRER 4 AR, YY
HREBRENH L, EXLH VY X-ate” , WHEERR FE
Isopropyl Myristate. A#F#HBL 7 W B Isopropyl Palmitate, & &
FEL A EE Propyl Gallate,

(1) RULAB A & CEA 4 A “RLAE X7, FaA
BF RN HBRES, 20 4 A AR E. 40 4 AZ 8RB, 60 4 #E g
BB . 80 A imBREE. 85 A =M B,

(8) WA BT RR B+ CE A 4 A “XX WA HE” , EXLH
“Sorbitan XX”, #m A A1l 4 ¥ Sorbitan Laurate. B4 1L ZL1E
Sorbitan Oleates

(9) B H mbe £ SRR 5o mB LT R Be, BHE
MTABRAY, PXEALH “XXBRHHEE”, EX4LA “Glyceryl
XX”, fwol 488 H B Glyceryl Behenate, ¥ & # L& BL H 85 .
Tl BB EE S = L AR H B R A

JERFER Him B REB WAL T o A2, = Z R Hmbs, &
T 645 X o Bl — A g BB T (R B AR B H e R 7 & FR, SO A
G gk (R /=) XX RHEMBE”, X4 A “Glyceryl
(Mono/Di/Tri)XX”, #n B HSHL H s B Glyceryl Monostearate. —
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# G ER H B Glyceryl Distearate. = #E 52 H B Glyceryl
Tristearate. 9, A FGEL H i fo =58 IR BR H b B = H i By
HY PG 8 KT 90%; — R H B RS . — . ZHIEEAEA
M1, DL HihEE AT G A R R (40%-60%) . FE FE B H e B R 7 L A
TR AW H B A A AR H B M R, AR, . =H
HESER A, B¥. —HIE AT LIRS, AT RS R AR
R H e B fn — A MR R H ki BE #EAT X 4, B AR b OWRE B BR H O B
Glyceryl Mono-and Distearat.,

E PR R H B LA PR R B ER A 0 o0 £ MR R B, TR R A b
R L AN, NELRFERL BN EEZFE AT, o it
H il =B Medium—chain Triglycerides, ¥ EZ ¥, X8
SP e S H B LT AR M =R AW .

(10) RA N M8 Jime Be 9 3R 4 L e Au g B BR R BT A KB B o o
XL HN “BECHE XYY |, XX ARAKLHENREAE, YY 4
FEFA®R %, FEXLMA “Polyoxyl (XX) YY-ate” , W& & 7 im B
Be (¥ F 4. BmBEATEE]Polyoxyl Oleate. RAZNK (40) #
FeE B [ 8l 4. HEHRER B JZ 4 (40) BE]Polyoxyl (40) Stearate.
A7 % (35) B FRid Polyoxyl (35) Castor 0il.

(D H#. R _8 (ARALH) IR KR Y
R—KFHRWE, PXBEALHN “X BEALHE YY) HmE”
XX AR 2, YY AT, REREALHFENRGE, EXLH
“XX-oylmacrogolglycerides (YY) ”, 4n A B B4 7% (12) H B
LauroyIMacrogolglycerides (12) .

HAWARANBRLHER, wEEF E RHFRRL B

Vitamin E Polyethylene Glycol Succinate,

6/15



20258 H

(12) 7 8 RFCRA L — R RB 4, h 8 Paraffin,

b. B flg K

BIER —RAHAHRWIERNEY, REBR., HH AR,
FEPRBR BN Z 6 M8 . BB AP e T, BA BB A m B

A T A B 3R A Sk A e T B BR RE A R BB A R IR TE B TR Y ERE A

TEEESHNTAAL: b Hwmig Ko 8RNy H WK
( Phosphoglyceride ) ; i ¥ & B 44 ik o7 3 Ji8 Ak % % # g
(Sphingolipid).,

H# T, Hum A EER BB REE, AN REN%
BR B AL, o B e B IS B9 5 AR 45 A R B R R e 5 B TR AR a e B AR D (X0,
XAUMREEAKE X NI GHF LM, EREZEA: X A EHRK
7y 8 R EE FE A (Phosphatidylcholine, PC); X % Z.B% B AR 4 %% Fg BE
LB % (Phosphatidylethanolamine, PE)s X 4 22 & BR A% 4 %% 5 Bt
% & % (Phosphatidylserine, PS); X % LB #F % & g B Al B2
( Phosphatidylinositol , PI); X 3 H i # 4 & A5 Bt H
(Phosphatidylglycerol, PG).,

B R SR T A AR, RI\BFEACKEXHL
B P - A AT X A 8RB JE B AR 4 88k i (Sphingmyelin); X A%
% A BiAE A (Glycosphingolipid),

(1) RIS 4 MERBREMEALERE, oA T 5% 6 E
#, Soybean Phosphatidylcholine. *fF LA PC % & 98 5844,
% A 9P i, fn K B P8 IR Soyean Phospholipids,

(2) EfsEr XEA LN “Gh” mRBGFEALERR,
A4k A B Bk RS BE B A Hydrogenated Soybean Phosphatidylcholines

(3) B ke o G AR EACKE LKA, TFEREHHA LM P
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FEFBR AL B 5 R A, & s fe sk F 4 T H ey sn-3 i,
P A FE R 4 45 &8 sn—1 R sn2 fL. BEFAMER R4 —3, a4
RILFE AL E A g BB 09 B AR R AL VT, fm — % g B 4 R Bt E AR
Distearoyl Phosphatidylcholine (45 DSPC); # W 4 Fg fiij B2 4 T~
—2, WAFH sn-1/sn-2 fL&F N E R ETEHA, o 145
N Bt -2- b Bt - B fF Bt 2 A 1-palmitoyl-2-oleoyl-
phosphatidylcholine (%% POPC).

ERHEERER A NFENESRER, AP 2 MFERT
sn—1 1 sn—2 (L8 R ER A9 K A (5 W 4 M8 R AR 85 — 3K, DU 4 D+fig By Bk
REFH), W 2 MFHRTEACKENER, & AR IR E
FEHA: RRKR, D; AR, Ly WEER, M; £HR, P; BER,
S; JWER, 0; FAER, E.

(4) *T PEG sy aet# fig, # X@AL N “HEN” WEKLE
KA, 4nsg sk B BE B fZ Phosphatidylethanolamine Pegol.

6. G AR B B kR A M K

ERBFERESTHENG LT ESBELS THFEHS L RN,
— KRR UR A AT, IS 5B G2 R oy £t ry kIR £
Lk, RXFAURAEHOAKEE 2T, Y H s
MER GG E. B 2R EA LA LS4,

ReWBELEMAEEE 2 ARy, XRYEZHEREY .

(1) HARYAZ B — M EERET R, HRIBEMG L LR
WEMG L EG G, PXRAGEE N “FXX7, X HEAK, EX4
K “PolyXX”, MEHTEME (whrFEER) NEAY, XA
Rl H 4 5 imdE R B R W A AT R, Bl

@ % % ® Polyvinyl Alcohol,
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QR Z._BoFE(T 20000 #y, FXHEA LN “RL_B7,
# X4 A “Polyethylene glycol”; ERMEMF R IFHLTE, A
200 & | 20000 % 2 F|#rE . W58 7 — ¥ 400, Polyethylene Glycol
400,

Yo FEMIT 20000 B, FXEALH “REALIE”, EXELH
Polyethylene Oxide.

@ TR 7] ik 4« R TR " Arom KR N 54, tn 4B K30,
X4 K “Povidone” #nAH AL G4, 48 PovidoneK30.

(2) £RYEE—MHULEREIREATMENRLSY. &
Fl AR A “XX-YY (—22) FEFEH”,

XX VY. 72 — T #% AR5 5 RN BRI L LR T H)RN
FERORHED, A RE S iz (5 B9 3 CE 4 89 438 4 28 R IRF HE 7
FREFSL -7 EHE,

R A “FEEH” (Copolymer), MSERKA,H “TALER”
(Random Copolymer). “#k & £ Z %" (Block Copolymer). “= % 4t
F#” (Alternating Copolymer). “#A £ T4 ” (Graft Copolymer)
%,

BRI R BB R A B B G Ar “(aibie)” ,a by e A XX, VY,
27 BB, arb:c — M & & AR A 100

OULZ 2 Be fo T A B Ay SRy R R A, & Sl 4 7 AR AE A /]
WHBIRAN “THRES LB R (aabb)”, WA KBS LB R
M (7525) (B Rl A RBEAXELRY (7525)]; EX 4 A
“  Poly(lactide—co—glycolide) (aabb) 7 n
Poly (lactide—co—glycolide) (7525), H & “aa” 1 “bb” ZH L
BF, RrHREF LA R E R
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NTUREBEEM AT, FELEARB LR RY 0
HRHR (RN UREET X/ U RAEEH AR LR
BEdE ML R, PXEARALTERRNY “AREBLRBELERY
(aabb) #H H MBS~ ; F X4 H “Poly(lactide—co-glycolide)
(aabb) glucose ester” . HF “aa” f1 “bb” EF(EkF, kTR
R EEAT LB AR E R LE A N OB R R Bk
“WEE NLEERILLHK.

QEEVBERALENMREAFEE T = REXARY, REREA
LIFMREAFIRN G TE, PXERALT RN “HEDE o
FER B =L FAE N B, g b 15 188; 3 X4 A “Poloxamer”
AuAE AL 54, 4n Poloxamer 188,

SNHFERFUAMETRATF LR 100 WA ilg T
E, EUERTRALHF BN ELRYMFHE T 2 LW+ LT,
Wn eI I8 188, RN RAAKN ST EL N 1800, RALIFH I E
B4t 41 % 80%,

(3) BIRA “cros XX” WREY, ¥ XHEHA4L A “E XX7,
R BB F 4 Y K 4 Croscarmellose Sodium, =X Bk % % B
Crospovidone.

(4 FEERERGLBFEANEANEREFXNTE, 7
R 4 I R B

O RE&LRFEFRERNN RS, PXRALH “FHE”
mEFER, EX LK “Carbomer” i FE%.

In R S8 934 B R AR & AR A T EE B R BRT R, B0 1 B E TR
[E 30,500 - 39,400 mPa. s; v # 934P | R 7 1A L 5 FE AR A 7 A B
B 2 X, 0 B W 7 A Bk 2 Bk T Ak, B 77 %6 SR 29,400 - 39,400 mPa. s;
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TR 940 B R IEIR 5 F X W B T AR S BRT R, S A B E R E
40,000 - 60,000 mPa. s; £ % 941 B R W EBR 5 2 X, 0B 4 7 2 B
LERTT K, B 7 %5 S B 4000 - 11,000 mPa. s; R #1342 REW
WEER A K g AR TR R T B B SR M 5 F K 0 B 0 T AR B AT BR T AR
1 71 %6 & 5% B 9500 - 26,500 mPa. s.

@R EFEAFERBRNR Y, TELER 2 FEE”
J5 5 fm B 6 R BV R ok B o R AT R

FE MR (Carbomer Copolymer) & 7 BL A K 5% W A 7 W
REEHNERE LS TEEAEMIBRT K. FTHEBHRY

(CarbomerHomopolymer) - & V& BR 5 % 70 B W 7 25 Bk 28 Bx 10 K o
K g 1 8 B 41 (CarbomerInterpolymer) &4 H R K ik
BREE K BL R R S R R AR T B E T F 2 4 AL B,

C o&, I XEALREA “FTHREHLRY (A B)”  FEXLH

“Carbomer Copolymer (TypeA) ”,

THEBEBHRY (AR (FHL: FTE®), I HTFELE
4,000-11,000 mPa. s; FE#HRY BA) (YL FEE), 7
71%5 % e B 25,000-45,000 mPa. s; FEHEHEY (C A (YA %:
), 317 %5 E 40,000-60,000 mPa. s.

TRy (AR, FHAFEE 4,500-13,500 mPa. s; F
B RY (B A, /%5 E G E 10,000-29, 000 mPa. s; i 3
4 (CAD, zh7%5 &% E 25,000-45,000 mPa. s,

TR Ry (AR, 4% E R E 45,000-65,000 mPa. s;
BB R (B A, 7% E % B 47,000-77,000 mPa. s; % #5 [H]
A (CA, % E % E 8,500-16,500 mPa. s,

(5) G A “thicone” ByR &4 > F 4 — Mt LA 4 7 77 3%
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BEBR 4 B, #n — ¥ & Dimethicones,

7. TR G AR K

TIOR3 R 5 26 A0 FE 4R A A 70 A B 0 A DA B R O B A R
H AR R AR AW

(1) TRHH —REL AN EEYWE RS, &+ XCEA
& fam “Tumdr (RFLRAD 7, FEX LR “pre-mixed”, HEIE
wad, wEBEARKTEY (BER), BEARTRY (e i)

4%%3

(2) £AEHHTREELNWEREEY, — B EFARHFAN U
PHBERTIAERR, AW IEEELE T REENFREELH
&

PRGN A B e LRy, AaE kTR
EELEHH P H)WTE LB ABNEF; SHS L F— e, R
EHEEXLEFHAFHF; YAPBEH A, H# R+ CEA L
K, WHE 20 TWHLS T AEL KR F RN, ENERES X
PR

F X% W H M “Co—processed " 4 & fw, L ¥ 2 A 57| H,
GANHp 2 B FESE R, &EHANLL M and HE.

© FAMEF;WELEHHY, FXRALUFNEsH 2R E
T tn T R RS AL E Y (YR L U ETER),
Co—processed Microcrystalline Cellulose and Colloidal Silicon
Dioxide (¥ H %4: Silicified Microcrystalline Cellulose); 3L
WER 4B LAY, Co—processed Lactose and Povidone.

@ ZABREAELSUERELERER, PXERALE —ANE
KA AR, Z ERE T R 45 1E ik, 1A W BT I 48 0A & R 1A B
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Mo 4 508 M e 8 B 3k A& B 4, Coprocessed Lactose,
Microcrystalline Cellulose and Starch (£&vE: —KFLIE 70%.
WMamTHE 20%. EXRER 10%); ABXRREMIELEY,
Co—processed Lactose, Crospovidone and Povidone (& vE: —KF.
H 93%. RERRLEER 3.5%. R4 3.5%),

ff: 45 & R TR R (45 R RARE N XA )

Ao =AF AAFE | —IF
TEEE S (T ErE & i
AAFTER A e 7 F /
Wk A & e 4 A /
RERETEZN | RFA A /
ERER. AERE| |

i iy A /
TR A I A R i e /
O R R R HRIE /
RS A F A4S f 3
EheE LB HheE BE /
HEE / HHE /
= A = ZF M = M /
R 4 / R 4% g
A Bk B AT & A R /

WA JREN . A EEEE I ALy, E-NEHLBAK, £
“ANERB2AF, FEAHSR2-3ANTF; BT AR E, F—
NARB 2R, F_EF_HLR24F, FENHAS LR 1 IF,
WLREHRAE, —BBEXEF. BAHANEHREREAFAES Y
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%, BETHeREFWHAGLRRAMTETHNENL.

@YU AL B AE AR, LB KFAE BE AR B, T
[5] B E B BT A 8 A o AR L, B R ZE P B A AR AR AR A AT R R A DAE
B

8. 4kt 2k

DL JE b R = ] & B9 - B o SR R G O HE R A - BN
“CoER”, W HE A % F K4 # K Ethylcellulose Aqueous
Dispersion. Z &% & A4 #4k (BA) Ethylcellulose Aqueous
Dispersion Type B. WM 7 By- W % 7 /& BL W BE 38 41 K 4 BUIR
Ethyl Acrylate and Methyl Methacrylate Copolymer Dispersion.

9. F ALK

FAAK P B L ML I AT, wEERLY Sugar
Spheres. & 4f % % AL Mycrostalline Cellulose Spheres.

10. AR 3R 50 47 JF 48 4k R 2 ] 4 R

X ARBEN IR TR IBE R A, AR, T EELU
REA &%, mEAERN. Kig; wh NRHASRR, SAES
A ERAULAR KR, A a&a; 08 shkiRERRI,
R £ R AR A R B S DL R R RR, dn A i .

11. & &7

2 R HR A B 3 SR A 4 DL GB2760-2024 (B d %A B AT
R RAIFD) (RJRFIRA) A, HELRE, HEFEFFH
(g %7 (Color Index, C. 1. ) #iw “JE: AF €5 %55 (Color
Index) Aok, & €5 & 5|3 & 504 A wrx”

12. E8UK

(1) AHERBEREERLRGATHESRK, PXRALH “TIHER
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B Ry EMA”, # X% H: “Acrylates Copolymer Pressure
Sensitive Adhesive”. A X470y /A % B BE 22 R4 R &R,
AREECFRER, ERAGHREM “ORM L ERSE > &0 E—
WA)”, FFEALARES BA R BRE R R o FERS A,
REEFEE.

(D) B _FEHEARBROM S - FEARK AL EREME, &
ZERER F, LAME A BRI GE R R RS, R N
B JE SR 7, 35 5044 A “Silicone Pressure Sensitive Adhesive”,
AR E R EHR, AL TREEC T REE, ERALHE
A AR AL = B e — R, TR AR B R Bk
RYE R R BRI R . AR BeE. BEEER.

25 Ml A A RR e e RS S gty

AR R ARE TR 2 RN THAE R T WA 25 4R AZ 2 i 1
WAATEATI K, DEF D A RK R TR EN L.
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