Number: TV-FRM-65833 Version: 2.0 Status: Effective Effective Date: 30 Sep 2025 (EST)

BT _ LOTC

FHR K R 2L B U BA 45
P4 S U O e PRI SRAE 25 B TIOR8

fn
18
i

[Z5 5 4%R]
HHAZR: R EAE
W44 FR: Miconazole Nitrate Cream

PUEPFS: Xiaosuan Mikangzuo Rugao

(k]
A iR TE S 1 E AN IR K REME 20 2250 . ARIAY: R 934P. = LMERE . MKIIR
B AR SRHRAIAEEIK
[#R]
ZNYSIS RSN SRR =
Q(EEESD
AN it N B S AR 2528 AR AL T3 25 245 it
(& RAE ]

1 R BERw MBS B, 48 (k) G, . RBUE. T 28t
TEPESE . SKeE. Vs, FUEE B, B BB WIEEREN:; HMR. SAHR. BT
FHAE A PURAE, T T Bh A T 51 S i 4k A MR Gt

2. MERRRE CHNEERBSE) M 22 B R R 51 A B TE IR A AN 2k A I

(34 1

B 70 S AR K BRI 20 =58 (2%)
[HiZzHE]

1R BRI G

SR, R TS ERAL, R 1K, RIS GER® 2~5 FD M4kSEHIZ 10
K, UUBIER.

248 (B H&G

REBEW, BARMRETEL, —H 1K, EWRsE (AF 2~3 &) NASHE
PR IFRA K. WITR—RET T A LA,

3B BE R

This copy of the document was generated on 09 Oct 2025 Page 1 of 7
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-65833 Version: 2.0 Status: Effective Effective Date: 30 Sep 2025 (EST)

REHBUE AT ARS8 (20630 STAPIERL, DAUESH 2 H. AZMNHERTH
#y. KRB R R
[(FR&M]

LB, K. RIS Fei . R s Al BRSO IR . BT S AR WA R
SRR BB (RS RO R M AR AR USRS« AR SRR
BR B AP G5B CRLRRZE 25 ARALAID AR IE R

2. LURBUE AN R SRR DRI A R BT 1 i vEvEAS I 240 B, HAOR S
T TR DK WA /10K FRRE A FR) A5 P AT SR AN RSO o 5 S R DK R M/ R R AR (1 X1 SRR AR AN e X2 Al
TR, T H, B IR IR AE 2 FERIE DL N EEAT (4, RIEAE I PR 70 AU 52 2 (1 — R 2l
POIIAS RS B R A AN RE B S I PRI FU A 53— RGP AS RS N SR A LA, AN BE S Rl PR
S B A RN R AR

3. IR IR B A -

XA 2 B R R AR 253t 21 MimRRIG ) 426 442 AT R AT, IR RIA
RSNA: KRB BRIORE . Bk aR B . gr 2GR 45 25 ALIak . Za 25
RIS EUTRARTE . AN CREFRRD o

XA PIE 7 REGZGH 2 MimARRTH ) 265 4 2 F BT 22 PR, RS RAEFR
THET I%MARKMNA: LMEATESEE. AERLE. SMNHREAE. K. Bae. 18
s BRI, Bl ERAERNT IBMARKNAT: FFHIE WY, BHEH M. B,
PRIBIEGE . BB HRRINAE. BIRFE
[£R]

TN K RN /A R IR AL s i L Ath i A BRI At BRI SRAT A W i B 2R
[ERFENR]

LB IREMARR (o, 8% .

2.2 R IS A

T BHREN, FRAERAIL, BUTREZUREEK.

4 RZERAL A BRIV A EROLNARES, RN, LB R EITE#H .

5T ERHERI . A SR Kk AR T T T AR AAHMRER AR, B

IEER RS,

6.0 A M BEREN, SBEREEN.

72 SRR A AR R B IR A

8. TEREA i IR ) LEE AN RE AR I 3175

9. )LE AL RN MH T -

This copy of the document was generated on 09 Oct 2025 Page 2 of 7
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-65833 Version: 2.0 Status: Effective Effective Date: 30 Sep 2025 (EST)

10 IEFERE A ZG &, AR A R BUE & BT ERZ5 T .

11. B 7EAE A ERIK ML FU 8 B Mk FRMESR SRR IG T 290, EH DB R R S AR
&, AEEREBURMAMEEAKN GER IARRBT D » HRSUREE SR,
LSRR 25 3 R b B A

12. AR BRI th 25 7 1 S VAT .

BABANRHAL, MO EHIESSEEFNE, BEERLEERFER. W
BOMORBEORE, RERAESKISHHTIE.

14 FARBIT 18 % LT JLEME DFHES LA A R REEME i E.

15. RN ERH ABRRZAE (BB FBETURS™ & R & PRI BB 2™ i I Th 3K,
PR A i A L 5 L P e 2 s B LA R R TR W S Y oy A i 1 R AR T P R A o
B, tpLE AR SR ARE. BAEEIR R,

16. 4 RMEHRARBIRD (EMRARENT 1%) , HIEIEFRERHAKRBAES Y+
A RERR R 1, SEYRIIIE L 2 I RAAE B V6T T SR B E KUy . B A
PTERE N EIRBCAE R, EEGERIT =, REZEASAMREERS KT T REKIR,

Ryt 75 AT P A B o
17 )RR LS 25 B RABOBAR D, FF B R AR K MR B 2 A FLit HE . LI
LS L I2ER N VAT Y1
(2 EAEA]

1. s HA 2 [FI A P T RE 2 R AR ZIIAH LA, PRI 1 W W BRI B2 )T

2. CLRITK EEME(R 4 B 45 25057 nl 405 CYP3A4 Al CYP2C9. % T A G BERLA 2514 5 W
WeATBR, R A8 2 UG R 25 AR EAE . CORBUER (e 0 IR R, JF
AR = A

3. WK FEME 2 24 55 FLAth 24 Gt 10 R e IR 245 BRSS9 [ I A, ) B o AR 25 ) 4
BRI, AR o
[ZE/ER]

AR ESUE Y], HAE UGS A R0 G a, DL AR R, X R
JRIBREE . PR SA BURAIE ], S 2 B RR B A — 89T 2L
[5E0]

HERAT
[E%]

ERRE, 15w/, 20 w/sE
[BR]

This copy of the document was generated on 09 Oct 2025 Page 3 of 7
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-65833 Version: 2.0 Status: Effective Effective Date: 30 Sep 2025 (EST)

60 > H
[HUTHR ]
(P EZG8L) 2025 FERR 5
[t 5]
[l 257 7 H61020001
[GiEHBT H#E]
2025 4£ 09 A 30 H
[Z5m EHdFTRAE A
YR PR 2R A W
FEAM L Bk AR T 22 i v X R R Y B UK 19 5, BRVE A 1 T T X
BT LG 4 S IC I E B 17F
(4= ]
MV ZFR: VL AR5 PR A
A B AR P 22 T R X R R L B Bk U PR 19
M Sfid: 710304
HLi% 5 i9: 400 888 9988
fEH 515: (029) 82576616

M1k http://www.xian-janssen.com.cn

W0 1A AR AT S AR A VR R

[H: JFEEERITE ]

. . -—
- _a.\l‘%f_:\éA Fal
\r\‘-‘ % : x
J/z/"’_r" .1"‘1‘\'{//

4

-

PN, R, HARSKISERE SR BT, MR S, BRI 5 E

BSBIENER
A4 B

AEJBE, ABRFRIR, RSB RIS, EEEIROY: BB M S AR
ISR E AR ?

This copy of the document was generated on 09 Oct 2025 Page 4 of 7
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-65833 Version: 2.0 Status: Effective Effective Date: 30 Sep 2025 (EST)

AEHRZ T IR BCEEAR AN E S A T R A KBS, A A <. A B ri s 2
P AL LTS G R A SR . PRI . T, A SR AR A G
*R S A RS ?

D EZEER: s WK—8. SA/NTBE, ATHBA. B2, WAERK.

2) R KRR, R AT B HRE T, WEURRBER . 2 R R
PRy RBESAESE, ZRFK.

3) KM WALT LB AL, BEERBEURI /N, HEAJERE, JHA S, R
JEMERZ, &I R i, .

4) B (fg) EBERER: H5HEEEEEASA R, WA 2T, REVE, RZRILH
= DUptiEl, HEAMEARERTCER, RELR.
* AT FRBT RS ?

-ERAAMRA, B, CREF AR A

- ANEMASEH BN R 18P

- ol 138t Yo AL B o AE 7R Dy R B 305, A3t kit

- WA LR, BRI T S ERYIR D

- NEFFIGEEAE, UGk G2 F 0 SR A

- T RO TR AT A A RO RO OO TR, T RERR, TR R R

*+*END OF DOCUMENT***

This copy of the document was generated on 09 Oct 2025 Page 5 of 7
Confidential - FOIA Exemptions Apply in U.S.





