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TEREXAMGREEL, HiEFEBEL T o4 TR, 141
WRIRAFSE . 2 AT IR 2438, ZEf@ R R B I IR —
BB AL 4 ARl 2 mlm R s i (PK) B
7%, 3K ZEsT, | MMM EERAE, | 8
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EALE . Caco-2 BBV, CYP MIIRE ST . s v hE,
HOE AT T NAEBEZE (R M0, FidE, TR, B,
P, B 2 R, BEIRERER) MAERE
(5%, MY E L RE . R ) MR R EEE MY
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nelfinavir . zidovudine . lamivudine 8.5 & 5 Crofelemer — 2
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AR, T lamivadine %% 85 1 K 20% , {H LiRMH
YEFIASBLIG ROGTE, & 2 AEAR HE I RS2 .

WIS I B e RN 125, 250, 500 mg, FEK 21K,
FrEz 4 ), Mz FEN IR 5 535 20 JA S50
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A ARG T, R X T 28 2 A & B Y AR 0 N
— BN, IR 24 R RSB BB (125,
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2~4 JE R AT 2 KA, UL TR R AL IR B, ik
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PO PE MBI A . FDA A, IETSXS T AIDS 2™
FIVEAE R R AU, 2% 25 NDA B PR LS 1 8 R
FIVET o PRI, TRT PR 00 245 B S A ol - L 7 08 5 7 A
FLAr R FDA B, DUIA 3 25 5 g Pttt o, g
REAPNTCTER
7 WRITREE

ARICGE X Crofelemer B 25 5 H PEBTRI R B 9T, 7F
JEREAERAA B T E W25 40, #5224l T g
TS E P 2 Ry A BRALTEMY, A B TR 2GR A T
fi#t FDA XAE A 24 (T & FE TR I FDA R4 ) 24 A SR
SKIGRZEE A BT AT BB AR RS R, Hd
iKE| FDA MZR, PR 2Bk AGEM iz, 1 6 4k
PN
7.1 ASARFTAFE, GEMLMBARTR I EZER
B, SSATESRZE, AR AT RO L s (R SN AR
T opREL (TBT) BYRREI, x5 T 247l A 2k —Fh
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7.3.3 | EIRARE  AEETIR SIS, Rk
FIRESE ML 58, (HAAS R, I PR 75 18 ) 4T ] 25
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TS BEE R iR Al BRI 2 1 )m, ARG TR
et h 25 RATH & Jg, BEE (b3t rb e g5 B G T
R 2GR BRI IL) (22 i A R 5 T
Pk 25 AR BRI SE IR L) (e N RS v =
251k)  CRTENIR I B A IR BORE 2R ) 45 T WL ATE HL Y
AWroEaE, Al b G AL BOE T R AP AERG, JF Rk
2 TR P v 2 M T T s W A L U R TR AL, AT A B
Hh I 2 B Lt oy A BN R S5

SE 3Lk

[1] Food and Drug Administration. Guidance for Industry Botanical
Drug Products 2004 [ R]. http: //www. fda. gov/downloads/
drugs/ guidancecomplianceregulatoryinformation/ guidances/
ucm070491. pdf.

[2] Food and Drug Administration. Botanical Drug Development
Guidance for Industry 2015 [ R]. https: //www. fda. gov/
regulatory-information/search-fda-guidance-documents/
botanical-drug-development-guidance-industry.

[ 3] Food and Drug Administration. Drug Approval Package [ R ].

docs/nda/

http: //www. accessdata. fda. gov/drugsatfda
2012/2022920rig1s000TOC. cfm.

[ 4] Food and Drug Administration. Botanical Drug Review [ R ].
http: //www. fda. gov/ downloads/ drugs/ developmentapprovalpr
ocess/smallbusinessassistance/ucm472934. pdf.

[ 5] Food and Drug Administration. Approval Letter (s) [ R].

docs/nda/

http: //www. accessdata. fda. gov/drugsatfda
2012/2022920rigls000Approv. pdf.
[ 6] Food and Drug Administration. Printed Labeling[ R]. http: //
docs/nda/2012/

www. accessdata. fda. gov/drugsatfda
2022920rigls000Lbl. pdf.

[7] Food and Drug Administration. Summary Review[ R]. http: //
www. accessdata. fda. gov/drugsatfda _  docs/nda/2012/
2022920rigls000SumR. pdf.

[ 8] Food and Drug Administration. Officer/Employee List [ R ].
http: //www. accessdata. fda. gov/drugsatfda _ docs/nda/

2012/2022920riglsO000EList. pdf.

[9] Food and Drug Administration. Office Director Memo [ R ].
1385



2023 4F 4 A

545 4

55 4 4]

R %

Chinese Traditional Patent Medicine

April 2023
Vol. 45 No. 4

[10]

[11]

[12]

[13]

[14]

[15]

[16]

[17]

[18]

[19]

1386

http: //www. accessdata. fda. gov/drugsatfda docs/nda/

2012/2022920rigl s0000DMemo. pdf.

Food and Drug Administration. Cross Discipline Team Leader
Review[ R]. http: //www. accessdata. fda. gov/drugsatfda_
docs/nda/2012/2022920rig1 s000CrossR. pdf.

[R].
docs/nda/

Food and Drug Administration. Medical Review (s)
http: //www. accessdata. fda. gov/drugsatfda
2012/2022920rigls000MedR. pdf.

Food and Drug Administration. Chemistry Review (s) [R].
docs/nda/

http: //www. accessdata. fda. gov/drugsatfda
2012/2022920rigl1 s000ChemR. pdf.
Food and Drug Administration. Botanicals Review (s) [R].

docs/nda/

http: //www. accessdata. fda. gov/drugsatfda

2012/2022920rig1 s000BotanicalR. pdf.

Food and Drug Administration. Enviornmental Assessment (s)
[R]. http; //www. accessdata. fda. gov/drugsatfda_ docs/
nda/2012/2022920riglsO00EA. pdf.

Food and Drug Administration. Pharmacology Review ( s)
[R]. http; //www. accessdata. fda. gov/drugsatfda_ docs/
nda/2012/2022920rigls000PharmR. pdf.

Food and Drug Administration. Statistical Review (s) [R].
http: //www. accessdata. fda. gov/drugsatfda docs/nda/
2012/2022920rigls000StatR. pdf.

Food

and Drug  Administration.  Clinical ~ Pharmacology
Biopharmaceutics Review (s) [R]. http: //www. accessdata.
fda. gov/drugsatfda does/nda/2012/2022920rigl s000Clin
PharmR. pdf.

Food and Drug Administration. Risk Assessment and Risk
Mitigation Review (s) [ R]. http; //www. accessdata. fda.
gov/drugsatfda_ docs/nda/2012/2022920rigl sO00Risk. pdf.
Food and Drug Administration. Proprietary Name Review (s)

[R]. http: //www. accessdata. fda. gov/drugsatfda_ docs/

[20]

[21]

[22]

[23]

[24]

[25]

[26]

[27]

(28]

[29]

[30]

nda/2012/2022920rigl s000NameR. pdf.
Food and Drug Administration. Other Review (s) [ R].
docs/nda/

hitp: //www. accessdata. fda. gov/drugsatfda
2012/2022920rig1s0000therR. pdf.

Food and Drug Administration. Administrative Document (s) &
Correspondence [ R ]. http: //www. accessdata. fda. gov/
drugsatfda_ docs/nda/2012/2022920rigls000 Admincorres. pdf.
Tempesta Michael S. Proanthocyanidin Polymers and Antiviral
Compositions Containing Them; US, 59689390A [ P ]. 1990-
10-12.

WEN, MRk, MOIER, 45 FDA HEMERIES 1K kil
W2 Fulyzaq 1600 K a3~ [T]. AR 5K, 2013, 28
(3): 421-423.

Castro J G, Chin-Beckford N. Crofelemer for the symptomatic
relief of non-infectious diarrhea in adult patients with HIV/AIDS
on anti-retroviral therapy [ J | . Expert Rev Clin Pharmacol,
2015, 8(6) : 683-690.

OB, B B, G FDA H A 25 EART= S s e Xt
TG AR B — BOE TR R R B E [T ], P,
2021, 52(6): 1851-1857.

WA, BRRUE, BRI, A E N AN R AR MY Y R
BURFEH[T]. HEEZG, 2009, 40(11) : 1681-1687.

The Nobel Prize. The Nobel Prize in Physiology or Medicine
2015 [ R ]. hup: //www. nobelprize. org/nobel _ prizes/
medicine/laureates/2015/tu-facts. html.

IR, AN PR RN CRAEATS) —H
FpEA RS HERRT]. AR ER (PEA B
fk), 2014, 16(10) ; 2068-2075.

o2, T RIS BEOR YR BT S BE 2 X 2 1
WL T]. TEZER, 2008, 19(15) ; 11211123,

HN . (50K IR 259 SR 00 B % ] P w2 AR AL Y
fESEE D], W TRIHZRIR, 2005.



