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o EHA: 20074 02820 B

Bk EI#A: 2008 4 04 B 08 H; 2009 £ 05 A 27 H; 2010 £ 06 B 21 B;
20114E 04 H 29 H; 20134 02 B 04 H; 2013405 B 06 H;
2014 £ 01 B 15 H; 2017 £ 04 B 24 H; 2017 £ 09 B 18 H;
2019 & 12 B 26 H; 2020 £ 11 B 17 H; 2021 % 04 B 20 H;
20214 05 B 08 H; 2023 £10 A 25 H; 2025 4 02 A 20 B;
20250582780
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BRAGH: MEZIRR

BB IAKE® (X Duphaston®)
BECEM: Dydrogesterone Tablets
SUEBHE . Diquyuntong pian

TER

[R%13]

AGEBRRG FMEZEE,

LFBHR: 9B, 10a- Bz -4, 6- Z& -3, 20- A
wFEm:

H,C

o )0

SFR: CuHR0,
SFE: 31245

[#£4K]
FRABBFERA, BEBREREAS.

[3ERZEE]
%Efmﬂm?%ﬁﬂﬁﬁ&m*&ﬂﬁﬁﬁr,m
-f@%

- FERERIE

- $RMAE

- BRI

- hRERIAM FE i

- SRR ETE

- BYRRZ BRI IR R~
- BEREFRRAE
FATFHBEERARPNEEZ R

[34&]
10mg

[FAEmE]
e

[

MBEEMNESE 2 X, §H1~2K, SROBUEZE 15 (Lt
BZEEIT 10mg) o ZRAREGHT, MFBRE—R, WHIURAFIEFIGET.
FEARESE

MBERMANE S E 25 RREBENALZAMA, §H1~3R, SO
RMEZE 1 5 (UtEZET 10mg) o ZRREE, MABE—RNE.
ﬂiiﬂ% HEFURAFIEFIGETT

b
SROBMEZER 1/ (UEZT 10mg) , 88 2R, EH57 X
TPt 570 8
MBEZBBMMNENE2S X, SRARMEZE 1 H (UHEZERIT
10;;) , BH 2R

7'V\]:ﬁﬁﬂlﬁ%ﬁ?:ﬁ?h}?ﬁﬂﬁ%ﬂ?E‘.Eﬁ{’ﬁﬁﬂﬁﬁgmt MBEZERN
BNE2BX, SR 1RK 2R, SRORMERR 1K (UEZRRIT
10mg) , EFERBEFIREDBENL.

ZRIELR AT

MBEZEAMMNENE2S X, E8H2R, SROKRGERR 1R (WHE
Zffit 10mg)

BEFAN

MBEEMRNEFRFRET—RABEE 1 X, 88 1XR 2%, SFXORK
;’%Ei!ﬂ 1H (WEZERT 10mg) o I8 BHAFIAT REEVR T MAR
Sk

EEFER 1ROR 4 FMEZRER (UHEZERIT 40mg) , FEES 8/
BYPR 1 AR ZRER (UMEZRERIT 10mg) « SHZREY, R7EZHRXSHR
%, BEURKTIEFRET.

MRETHEMERIHESE R, FIgmFIE, BE 8 /\adigmi1 k.
FEREIEG, HARERRIEEL 1 F; AIUERRDTE. MRERER,
RZ3L BMERE BT B EMFIAAIT,

SRR

SHORMEZE 2%, §X1 5K (LHEZEt 10mg) EFZ 20 A,
WREZ IR RSB TR

ﬁﬁéfﬂﬁﬂﬂ?%mﬁﬁf, SAORMEZE 1A (MUHEZIT
10mg) , ATTREDFE 6 MESHNEL, BETZNENAEES
é—ﬁﬁﬁi?(ﬁ/ arT, MEMSERIMERFEAT T ENEER,
FATFHBEER RPN E A
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MESRE X Fis, SHORMEZR3I R, SR1A (BUtEZERIT
10mg) , BN HMEZEA 30mg, WNRHIAEIR, ELRAEER 12 (B
MEXSRE B 10 &) -

[FRREL]

RIS % =3t B 2 A TS MEE R AR RN BERENRER
FRREZMAEHMN. FEHM. AEER/HE B, B, &,
kA | Ko

FREMRELEFEMTRAT, BIERFES T UERIRHTIHHE
a7 B AR RNIERIALK (n=3,483), ERBIABRPMES
A FRBAEBRAAT PEGSZSHTIEIRRIAE (h=1036) , UKk
RRFEERRENFARRE: REXETRETHAEITHE,

MedDRA +HER | BR B Fn
REREIL | =110 = 1/100, <1/10 >1/1,000, |=1/10,000,
<1100 <1/1,000
R, BEMK ZHRRHE
SENE (B BrEER (0
FEEMHSR) R
MR ERE SBmER D
i
HER OIRITER
RERGER BER R
WERGER kA / k% X8 vERE
BIAEEEEREL N N
BB FInges s
(BE. 25
EAEN )
BEMBETAR 8 R K| mE K
&R (%, 5%
. /D)
SEALMILR | FEHD | BETR (BEFE FL55 BB
wHE FHMNEM, AEE
g%, BEHER /A
2. BEMALETHN
) FLEER /U
25MREN KB
ABERR
HRiAZE FEAE

*ERREN, BERERKREIRRINFRREERKIEAN FR” , HiKiE
ig%g%ﬁﬂlm 95% BIEXEN LRABF 3/x, Htx=3,483 (IEHRIAIEZH
g8l °

B3]

- SHINARNERMS REMHED HE.

- EHEE ZHE R IEAE.

- BAISERE SRR R AT

- A BAIR FPAE .

- EEFERR, RErENTEERS, RERFIEENRREE

BE,
- SEIRARSK R AR ME R R B P E SN ERRR IR, WP EE A, FAE
MEE, RIS, INKAERERELIE,
- MBS A AT RFERERRF, WREIEATFRIERRATNERS

o
-BRETEAPRHRSZER (HERER) RANNER.

CER=m]

ERANEZRIRATIEKEEFEHMZ A, MHkReERIERE,
TERITHOSK L B RTRE R A TR AN e e i, S0 SRAESA YT — ERATIE]
ZEREFMIEH AR LM, SLIEATEMRFSEEM, BARHT
REAE, MEBE, #TFSRBRERLUERF S REEEME,
EZEAT B @IATIIEEE, ARMHIRKER. Eit, 2R
EARE B RERMEERNEENAAMESH. —BHIN™EFR
ERR AL

ﬁﬂ%E/AﬁFﬁE‘Jﬁiil—x‘FEﬂﬁ 7, SEEATREREL, BMEREL

g%
CEAIEENRE, BRERATESRERIMAER.
- MESE L7,
- BRI,
BET IR RELCIIE, BT RS, HEET
ERmREERRaMaR RSEE.

LR
EmRn pEE, SRR AR AT
REF: ETRREE, SRR, PEERE, HECEIINE,

BB AER S R E M ETINE, WRTENNBES R, HEZFAET

WIEIE,

HERBR

BHELIBAMZIE. Lapp AESRZAERWENE - FIRRKFEINT
TUEFEIEER R B E R R AR A .

YHEZMAAT EERSRNELPTINEFERNMRIEE” SN
ERRI A SRR RSB P ET.

tEZIRERR IS RMNREBNEET, EERIERT, MEPZHATE
SEUEEN /L8, RHRERBEHXNNNER, Hit, BiYES
IR (AN SRR LERAZ,

5E

AR RS — kAN

BHELIBAMIE. Lapp ILIEMRZENTNEM - FIERFEFRHER
BN RRBETNRALS.

[Z4a R FL AR FAES]
BT, KYBA 3 F s BAARMAMBRERHTET. BAMUGIT
SHIREVEF, BIEITLH 900 HREREEN) L RETHEZE (X
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XM ENTRRBEEERAERSER, REZRHAGEREXENE) -
RBEERIRENENRS, ESHEMEZIRT AR IREIEERIIER,
R HME X MEZRERNRITRT SRR,

A, REXEN—TURAIFEMT (AZT 502 FIFRETHE) LA 1286
BIEER)L) KA, FREFAARTRFHALAZHE (TERHAH)
W%, HEBNBEREE_E | ZERETRONEEDEM2E (OR
2.2, 95% Cl }91.0-5.0) . MEENEARXREFER, ERNERAIEE
ERAERRNREGERRETREENEREAT, HEZHSRRE
TREXERIE.

B2, ATARMAGZERSENTIEXS], HEFTHHMHRREU
SEBB A SRCRAER., BB / B LRFEEREER. MABKEBERRTE,
Eﬁg?@i%ﬁﬁﬁi&%ﬁ%mﬁﬁﬂﬁﬁﬂmﬁm,Eﬁﬁ&ﬁi
7 SE=T

THELEAZ P 5+ oh it B 2 B 3 . FREHEBRIS I EL) LE AL,
BILIRFFHAE AR At EZ A
BEIERERAMERREATHETRSBRET N TR,

[JLERZH]
HEMEZRENRTABTNERRR, MERME 1218 FFLEP
HRSEMBEREIEERRS.

[BFRH]
BTFATT 65 F U LM ERHARTT R,

(Z5¥aE(FR]
FOMRRIIBR T, EZRMETEZNREY 200- —S3tEZE (DHD)
FB!LZ P 450 AAMBRRFTE CYP3A4 Rl (BZETREHR) o
FIREE I ZRRERNYE (BT NBAEIRSERMELMIEEE) 26
WT: KBHE, TR, FIAEF, KA. FIEF, SHHVE5YM
FFREBH. FFHT, KEFC, URSHERHHE (RHED) #HIFL,
FEIRARLE, 3thEZ BRI FREYHE NN AT RERE (T ROFN 238 h ARz,
WEERE R ERMAYIE

poged
HIV ZEEMEFIMIFREREERBNETINSHESABSE (B

5 HCV MEIRIMNEX S %) RRNMAZHMERN, AEERRRNMmME
REABNEE FRERLT, XETUSYEAERATIRKE N,
Fit, FEER HIV/HCV ¥R, MER~RES, UREBENEE
{ERFERIER AN,

FREZHRERENYE (EMEIF)

SEINHIRKBEEREFANIRKREX Y. FREREYK CYP3A4 IF

FIRTHEIE N Z R A MR

(5153 8]

Baik RS8R AMERR~EERENRS. WEZWASER), S8
AR, IR, PEREMZESFER. REMAGBETBHREER,
ORRtEZERE (MERABRAFER 360mg) ABRFNMZME, &
EREMMRSY, INELT. BRESHERT)LEPNEYEE.

[RRiRIE]
éﬂilt'“r“m?izs;'é (AT HBEEBE RPN E AL IFHERIE)
LOTUS | IfGFRER

teREH DHE*&E%EH 30 mg 5% B4 F A8 ARMK L & K IR E 600

mg AT AN ERZINOTN. REMMTHZENRE. THEDL FEHL.
WE. ZHLHAE (LOTUS 1)

WAL THEIEEN, ENEEOREEZ 12 BERE (ZIRE8ER
T IAEROER) IESRTIRERMI L EARKRE,

TEFRFRAEE NBER, HEZ2ERAIHA I B EIRATESR 12 ANETIRES S
73 37.6% 0 33.1%. MARFEREERH 4.7% (95% CI[-1.2, 10.6]) o
EERTED 1 RAREYEAETR 1,029 1@J'“‘1ﬂi%ﬂ']t21’:t$¥2k¢ (30N
AT RIRIREIREM TEAE (,aramalmne%asf*) BIR £ B0
ETFEREMFARKNEE ABNTYE, IURTSRE—LERHATLR
EMBEARE AR 12 BN, FTHEIRERN 35% £h.

2K LOTUS | ABH IR MAGHYSEIR= A 35.4%,

AGTE LOTUS | REFRRRIHYSZIAE )79 13.1%,

LOTUS Il £3KIEFKRERFE

Lb#E B O AR3tE 2280 30 m mg 5 58 H4F 8% HAEFELRR 90 mg AT

RVEREREZIFHTH. REMAMMZHNREN. FRE. XE. 2+
DFAFE (LOTUS 1)

RAREMTHEEEMN, ENELOMRMEDER 12 AiTRE (KBPEESKE
EMIAEIOEE) JFSH TR B AERAE R,

R Z AR AN AL 14 B (A B PR 8 R BA T 4B 2 12 AIEIRE S 515 36.7%
#034.7%, FARIEHIREERH 2% (95% Cl: [-4.0, 8.0])
EESTED 1 RARAYN 1,030 BIBRENZRUHES, FHrAT
{HiEl R IREH TEAE B9& £ R,

ETFEREMARNEE ABNEE, UMt RE—LEREHATR
EHEARELERS 12 A, FtHEIRER 35% £,

28K LOTUS || ABEIEIRERGHYIEIRE S 36.8%,

AGIE LOTUS || REFRRMMZIAELLHIA 6.0%,

Bt 239 BIRERIREIEZAT (& LOTUS || B 23.1%) : Hebith

EZERAI RN 10 3 (A BR PR 8 AR A A YT A 53 B8 19 FIFD 120 BIRidE, 7E

RERFRA, HEZERRR SRR RS REAT ARTRES N

53.5% #1 50.0%,

b E SRR UKL b 3 (R BR PR B R A 7T 4R 18 38 12 AR M 2R R

3.3%, 95% CI # [-9.6, 16.3],

FRERF O EIEIRATE MRSEIREE S 56.8%,

ARTE LOTUS || REFAARLER R R FHIFIAE L 16.0%.

BEINTRREAMEHM. FIHEES EAE S 8.

£ ERBBUGEMSR (LOTUS FAZE) FMBRIMNR MRS HERIA
SATT LAt B AR A BEAE RLER B M AVRHE— B

(k5 FRZ5IE]
HREHFE
1o

LOTUS Il B9 E TR IR 7
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MEZEEERR ORALE, TER K.

IR RIS 25 R ELE M7= 20a- — S3t/E 2R (DHD) TE4425/5 0.5
#11.5 /0B Z BRI MZGUEIREE, SFIL9H 3.2 ng/ml 1 57 ng/mlo REIZ
MISRES (AUC) 5814 9.1 ng.hr/ml Fl 218 ng.hr/ml, /@2 EREIL T
EYFBE (20 mg OARFIBIILL 7.8 mg FERKIEFIE) 2 28%.
BRGEHE, BYEHEZRNMEREAENEERY 1 /6, EiE
ZEMZEREREL 20%, TAXIEZERMN DHD MR ERE.
MFE 5 Y FE RIS E PRI AR EN R MR RIEREX . Hit,
ERE5HFSRYRERIT.

2%
WEZMORATHERMAHERBA, £22000 L, HEZFIA DHD
BIM R 45 A AR 90%.

9! iH

ORABARE, HEZERTEAH A DHD, EEFMHABRF DHD Mz
REEIAIEBY (8] 5 3 fE Z2ERAR M

DHD W3k kK FEERFREA L, DHD SHIEZEA AUCHI C,, thiE
538179 25 1 20, MEZEHF] DHD MFIILFHIRFREAHLH 15 BY,
RIEMFAE RSN LRI RRE LAY 4,6- —)F -3- E
BEZ 17a- BEAFY, RittERRATHRRMERRIER.

SHBR:

OERIFICHE RIS, T 63% WFIEERKHN. tEZRENMmIE
RMSEHRERS, £920 L/mino

72 NS RFER HE A5, DHD TR A ERERE SN REETR

&,

FIE A BT ialaE

COURARFIETE 2.5-20 mg 28], BRMSRABHNHKBDHFE LM, Bk
MSRAHHHFHBRET, MEZE DHD WARBNFEHREER
HHMRET L. —MRIEATT 3 XEXETRS.

[F5I25IE]

HIE(FA

HEZREE—MHORTRBSRZRER, TEFESABRENDEBH, K

ﬁﬁ[ﬁﬁiﬂ&%&?%%ﬂ@?”‘mﬁiﬁiﬂ/ﬁﬁ FHE MBI R, tEZERR
BUERER, MR, ARANTRESRER,

iﬂ@ﬁﬂﬂ*?ﬂlﬂﬁwﬂ FﬁLXEﬁ%‘ﬁtTiﬁﬂiiﬂ@ﬁﬂﬂﬁiﬂfhﬂﬁﬁ‘ﬁzio

HEREFENEZELZED, MARERMSRFSHIRGEMERLIEM.

Eg;gimﬂmz—sﬁ%mmo

&
BESM: HERZE Ames {30, REMKEERIHNEMERE L5178Y i
I8, DRGNS RIS A A,

FHESY: AREE - RIFRESERRSP, KREOS Zﬁo‘ 1. 100
100mg/kg b.i.d., 100mg/kg b.i.d. j*i}ﬁ?ﬂ?ﬁﬁ%«aﬁ, 58187
HiE— I ERERONKEIESEX, RATBHBUNESHINKEA
BHZ, INNEERERRRRRKE, FRibZ5, MIERMBRFSHTR
. SRBRES - BAFRBMRS, RENOLH 0. 30, 90 fl150mg/kgb.i.d.,
> 30mg/kg b.id. FIIREREIBASYE, HMRIKERE, BREMIKK
Lo 150mefke ABAIFAIRGEE BAALLIIRAABRIE, B/ \BaIF. SR
TR B ?B%ﬁﬁ%é&ﬂ%, 27 B B B R EEMGIME 13 BB R
£EAT, XLELIRBASESIENRFEERREX, IATREE
HEIEE, R - IMFRESHHRKRNFRREAE (NOAEL) K
90mg/kg b.i.d, EFIBTFHEZRIREHANABNETEEE (AUC)
B3 18, Ry _SitEZE (OHD) LEAKREE (AUC) RS 15,
ABREFRSMEIRET, 100mg/kg b.i.d. B IIERE ) 414 HH 2 M IR
HRRER, MBIABSEEFAHRNAXMRETRETRE, WEHE
NOAEL 3 10mg/kg b.i.d., F1 XK & H 1 NOAEL %3 10mg/kg b.id.,
ETHEZAKEEHHNABNETREEN 87 13, DHD RAAGRE

B 1.3 15,
EEtE: M NREZOSE 1. 6 7 36mg/kg, EHUAZI 80 ), AR
ZMO4%5 0.6, 758 30mg/|< g, ELRALE 90 A, RFEEBBIEIERE, )
R 36mg/kg FIETHEZARER (AUC) YANBRIETRERNSO
&, DHD LEARRTEEAK 6.3 18, AR 30mg/kg B THERARE R

(AUC) YN ABFIETREEN 196 5, DHD BT ANGRBEEMN 7.4 15,
[I8&] 15~30° C FIgRTE.
(8] REZHE (PVC) BEMBMEEEE, 20K /&
[E%H8] 60 ™A,
[BUTIRAE] #OZREMITAE: JX20130024
OgEXS] HREXS: BHEF HI20170221
[EHFaTHE Al
B  #R: AbbottB.V.
SEfHBAE: Wegalaan 9, 2132 JD Hoofddorp, The Netherlands fif=
[ErF=idk]
AL ZFR: Abbott Biologicals B.V.
L. Veerweg 12, 8121 AA OLST, the Netherlands 72
BRA=REA]
& W EERERBERAR
4k EEHERKETHANAR 1288 5

HPER4RED: 201422
BXRAT: 021-23204200 / 021-57160516
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