TRUER

—w)zw:mz U-a_-u-u_zm 1:.-%




E % ® # H B i

M



BidiES: () 0758

N7 AT

A ASEGH RPN TARER. KA 5y FORE 2500 oy HrA BN LA be £5 B A 808E A T 1 DRk
M8, &l T8E R 7 P S AU BRMEST S0k FH Meta 53 87 5 it e HIBE LA
FCE PO IR SCHR A TR . ST 5 E 2 s beeh, LESCE 1 S ity
Tk IR A SR E) Z 4L

AR 2R P 25t RO b AT KRR B/ NH IR ok 25 o BG4 45 ridi NI
REWE AL H P T, (EW L. ScRA SR A ), FHEME
At TRt R BB NG T . D E G HE .

At SO M BN TR MR TAEE . R AR. B, A
FREETHEEARESENE. Sl FEghOTHREIRML. ikl Hhifk
ULk RS AR, B TIEARRFEE S %,

BB ERSRE (CIP) IR

HEAP SR/ RN TR, - b5 bIE B 2P
tHRR#E, 2002.6

ISBN7-5067-2596-7

1. ... O.8... O.OBEMAe SR - bk
IV.R286.2

b = iR A< B 4518 CIP S48 3 (2002) 35 034563 5

Fh ] Be 25 BHE R AL AR

(e i ix. SCE R ALBE W 22 5. diB44 100088 )
ALTE 8 ENRIA PR 2> =) ENR]

2 [E & HHE B L

A A4

Ellsk 13 1/,

T 350 T¢

EN% 5000

20024E6 HE L/, 200246 HE 1 /RENRY
Efr: 66.00

(At P BAEAEEN R, i S5AHEER WiE: 010-62244260)

P o

J’ \!’ r =



7\ 99 } vwwlxz%.ﬂu



.

FU FANG DAN SHEN DI WAN

LE LY. Z LN
(o g RER)

E AOUREAN ER ool

24 uREEWH an BFR

I EFET T T PPN

REDIEEHEYBWFTIR TS
F+ 5 GAP Rt



FU FANG DAN SHEN DI WAN

RED2EARB==CHARFTRST
=4 GAP R it

-
't'GAPERENY




FU FANG DAN SHEN DI WAN

IR A B

REDAFFRRARARIRST
2RI HE GAP Bt



FU FANG DAN SHEN DI WAN

GMP J~ 5B A4



—

' FU FANG DAN SHEN DI WAN

¥ R S TR SN N e N e R g sy S i i R

J T e 'w

e Aiade B g o

RFH5FAS M A~ F )



FU FANG DAN SHEN DI WAN

R 2 B ST pR BB



FU FANG DAN SHEN DI WAN

2ESHIESFASIUNKL

Ry * - -

TEAS5IR.99



FU FANG DAN SHEN DI WAN

An IND Certificate from FDA

DEPARTMENT OF HEALTH & HUMAN SERVICES Page 2-IND 56,956

Foot o Orug Adeinayrerion
e MO 70887
fed 0 Please lorward all luture communications concerning this IND n trnplicate, identified with IND number
56,956, and addressed as follows

DR SEP 29 1938 Food and Drug Administration
Center for Drug Evaluation and Research
Division of Cardho-Renal Drug Products, HFD-110
Attention Document Control Rloom

Tiarpn Taineo Pharmaceutical Group Co  Lid
50 Waang War Rowd Hesoer Oven
Tiong 300142 Pocele 8 Rapitie ol Ehna 5600 Fishers Lane
Rockville, Maryland 20857
Dew S o Madom
Shauld you have any questions concarming this IND, pleass contact

We acknowledge rectipt of your Investigatonal new drsg appicaton
leate noly the folowng @entdyng dats Mr David Rosder

of e F atoral Food Drug and Cosmet Act
IND umber Assgned 46 955 Reguiatory Health Project Manage
(301) 5945313
Spensor Tianin Taksc maceubea Group Co LH
Sincerely yours
Name of Drog Dan Shen P 3
) ;

Oow ofSubmasion Saptermser 17, 1698 \ / ,/,

" o A .J\\, s Vi

Nataka A Morgenster

1998
Chiel. Project Management Staft
Owision of Cardio-Renal Orug Products
- Office of Drug Evaluation |
e Center for Drug Evaluation and Research

O of Recent September 2
Studies in humans may not b6 insiated untt 30 days ater the date of (ecespl shown Bbove I withn the
30 day wanting parion we denify deficiencies = your IND fhat requee

NUmBN Sudes LNt COMECtion, we wil no
15 reeslachons must be piaced on 1 I The @
e3Ct SUCh SIUBS UNMA (0U Nave Submitted
8 you that the matenal you submitted 1

cc. Covance Chinvwal and Penapproval Services inc
Attention. Catherine Michel. P

rrecsgement leflar ene

1 has nol been our pokcy 10 Object 10 8 sponsor upon receipt of this ack
obtaning supphes of the Invesiigational drug o ANDPaG 11 10 1NvEslgators ksted the IND  However 210 Camege Center
Hug & SPRCt & FTvesigators, they Bhould be remanded thal studkes may ot begin under the IND v Princeton. . 06340
30 days afler the IND recew date of Iater e IND 1 piaced on hcal hokd g .

Yo, ave reaponsible lor comphance with the F ederal Food, Drug. and Cosmetic Act and the reguiations
imalernanting that Act (Tse 21 of the Code of F edersi Regulations) These responsibibties incude
resorting any adverse experience associated with use of the drug that 1s both serous and unexpecied |
e FOA 23 3000 9% posaidle and in 10 event iater than 10 working days afier mtial fecerpt of the
koAt i reporting any unexpecied latal oc Me-ihreatening expenence e FOA by telephons no
Iater (han thtee working days after receint of the mlormation (21 CFR 312 32) a1d Submmussion of smnusi
progress (eports (21 CFR 317 33)

Approval date: Sep 29, IND No: 56956

1998 59 A 29 HXF FSFHINiAMLEXE FDA IND IKERAZ BN

AL 7SI IND HhR AN JE FDA R E25 5 8B R
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