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S|E3: DOI: 10.13329/j.cnki.zyyjk.2005.10.193 S|83: DOI:10.1097/MOL.0000000000000508
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Analytes to measure: Unconjugated Ursodiol and total Ursodiol (unconjugated plus glycine and
taurine-conjugated) in plasma.

For both the fasting and the fed studies. please measure baseline ursodiol levels at -48, -42, -36.
-30. -24. -18, -12, -6, and 0 hours before dosing. For the fed study only, a standard breakfast
should be administered to the subjects 30 minutes prior to the -48, -24 and 0 hour sample
collection time points. If the baseline is stable. you may choose to do baseline correction for 24
hours rather than 48 hours. Subjects should continue to receive standard meals at regular
intervals post-dose. The mean of the pre-dose ursodiol levels should be used for the baseline
adjustment of the post-dose levels. Baseline concentrations should be determined for each dosing
period, and baseline corrections should be period specific. If a negative plasma concentration
value results after baseline correction, this should be set to 0 prior to calculating the baseline-
corrected AUC.

Bioequivalence based on (90% CI): Baseline corrected and uncorrected (1) unconjugated
ursodiol and (11) total (conjugated and unconjugated) ursodiol.
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(~700 mg/x) (1300-1700 mg/X)
ZERBERFN AR EIRESE
(~700 mg/x)

*FFIMBR

B8 Champe PC, Harvey RA. In Biochemistry. 2nd ed. Philadelphia: Lippincott Raven, 1994;
Glew RH. In Textbook of Biochemistry with Clinical Correlations. 5th ed. New York: Wiley-Liss,
2002:728-777; Ginsberg HN, Goldberg lJ. In Harrison’ s Principles of Internal Medicine. 14th
ed. New York: McGraw-Hill, 1998:2138-2149; Shepherd J Eur Heart J Supp/ 2001;3(suppl E):E2—
E5; Hopfer U. In Textbook of Biochemistry with Clinical Correlations. 5th ed. New York: Wiley-
Liss, 2002:1082-1150; Bays H Expert Opin Investig Drugs 2002;11:1587-1604.
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Form/Route: Tablets/Oral
éj\ﬂg fﬁéﬂ%%ﬂ%’é ﬁ%Bﬁj\i&t’ﬁ I I_S‘I-:lz ﬁiﬁgﬁig@;ﬁﬁ%& Recommended studies: 2 studies

/HE\ E%Hﬂ\ %_%HH\ i%HEHH$D%:J§JHHEBﬂE§o 8. Type of study: Fasting

Design: Single-dose, two-way, crossover in-vivo
Strength: 10 mg

Active ingredient: Ezetimibe

@%gﬂ&gﬁ%ﬁﬁl h |j\:| (HEFI% E?EE PK_[m_di_fr;'?:E Subjects: Normal healthy males and females, general population
Additional Comments:
RreElEERHITRE) KIEZ5/50.25h, 0.5h,
2. Type of study: Fed
0.75 h\ 1 h\ 1.5 h\ 2 h\ 2.5 h\ 3 h\ 3.5 h\ 4 h\ 4.5 Design: Single-dose, two-way, crossover in-vivo
Strength: 10 mg
h., 5h, 555h, 6h, 7h, 8h, 9h, 10h_ 12 h, 14 h, Subjects: Normal healthy males and females, general population

Additional comments:

24 h, 36h, 48h, 72 hF19ehiH{TIMICHERRE (3
Analytes to measure: Ezetimibe (unconjugated) and total ezetimibe (ezetimibe + ezetimibe

2 6/|\§Té_m1 ,r\l—‘__l ) ® glucuronide) in plasma

Bioequivalence based on (90% CI): Ezetimibe (unconjugated) and total ezetimibe (ezetimibe +

ezetimibe glucuronide).

It RN BEEARNEBR/AT / Beijing Scinovo Laboratories Ltd.




O

SCINOVO

AAAAAAAAAAAA

PARII0S3

LHRGNE

== RGE=

I REANEBEEARITER/AT) / Beijing Scinovo Laboratories Ltd.




O

SCINOVO

LABORATORIES

PRS0

BEHRES

It RN BEEARNEBR/AT / Beijing Scinovo Laboratories Ltd.




O zgnzs

SCINOVO

AAAAAAAAAAAA

S —MGTRIFN, REAERN, #iEERFMESTItIEREESRRENT=,

< (FH B RIS —HIEE;

7 PR Z EIHATBRER,

< WMRFNRISRT 7 IPRNER, RBINENE, oGS, ARAMRRIIERHISHEIKHE
it — P RIRIGIFFRi IS RIK Y ;

< ApElaRECE, KHEX;

I REANEBEEARITER/AT) / Beijing Scinovo Laboratories Ltd.




O =

SCINOVO

LABORATORIES

PR EEELRERIR AR R

EEREARBTHENEE RSP, tRIANEEELRIERE
BRABIROETA, F2016511 BiFMaksz, iEMEE£200057T. AELF
RS |IAA IR TONEEFTIERYE, AREFEXEEEE—H]
118005 TiRIR 1 1002 KAV MISEIN =, LI EMNIRITHIIKIEIE IR
HRAERRMRE, EEENIRERAZEEFDAHEZFABLATIRIAPI 4000,
4500, 5500BYRIEN, FHEcE rEfr@ARNWatson LIMSSIGEEER
%, MERNIERATEAENSE KRN EF, T20175698XE
IS _HAIR 150075, 1EIMYEES AZ MBI,

PRt T MRS ISN, LW=ESSFREAHIZ—E
MEEN /M ERE R T/ SR 2 BRI PRI A D AT 55, K3
Efr— AU EEUARSRRIAZ G, B EESSRENARES
AEWAIERARTINGES THEEERR, BT TERFESPENER
INERFRBE N SRATELNT, AEEKHIZS. EVRALUKRET 25
EWERRENESRIL. FAREIMZUNEAU—AMYEie =AML
iR

I REANEBEEARITER/AT) / Beijing Scinovo Laboratories Ltd.




RS R RS !

F 1 S: 18810342641
™ 15 S: hgtlovejltt
EBF R4 hgt@bjscinovo.com

T < . e o AumuEEEsREERAE

s

s i





