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6. YAHAIEN 28 Xz
6.1. A&AIEXIZE (Clinical Data Package, CDP)
6.1.1. MK
« AMAEHNIIZ
- oY =E==2(Ze440)0l Oiold LAMANEXNEST= SHE AAMAIE 22H, SHIX S HF 4A,
PSUR 124 HI=
- HEE LHAIEN Ust Iz ==
AMAERIS I S0
RN ol A
B (5 RaZ) CI X+ CHAat& &t 2 (N) SHEE o 21
Main study(placebo- and reference— controlled studies)
Chl2t 1215,
(e]3 I
5351  |od® DSM-lI1-R0i 20ma VAC BT B ®A}
1 3¢ olsdd = 178 native dry 3 cycle | g o ool= o
(1999)* oxe E PMS PIotiHl st 20
o extract
MEEA Ze440
Choj2
U= 12 14,
o | gu 5351 |oEY DSM-1-R0l| 0 |(Ze440 8m, 2;0&”& |§’9EH”S|
= |(2009) 29 e PMS 20mg, ot ;W
FSEIES 30ma) TES =4
SYLE
Study Reports of Uncontrolled Clinical studies
1. safety
and 291
tolerability |55, DSM-111-R0f Ze440
1 (Max zeller Hgml me pms |0 1x20mg 3 cycle
sohne AG |~
2006)
2. safety SN e |69 1. 25 3492 VAS
2| land e oo okAIor 2240 3 cycle a4 24
efficacy(Zeri |HIt| = ol) g 0. OAEII EHEO




2 |A0E Za &
a =t
Pharmaceuti (&2 3. wen s
2010)’ S 64.2%, 80.6%, =&
91.0%
3. safety
and = s =
. , g = 5 100H0 &
3 efﬂceg:y(Wld [D[}SM_FJ:\;_SRW 2;34248 A9 WM MA mR
mer R. = x20mg o
2005) | =3(p<0.0001)
Publication
MEZn 2L 80%
:hsafety 22 75%, LYY
. 75%, 2 74%, =
4 efficacy(Wra PMS zed40 60%, SE 60%, 9%
Ich BS. 1x20mg =l 5 o TIHO
2003) ZE 55%, UREAH
Publication 0%, A2S 0% =
7 53% W&
6.1.2. ZEAA
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g It els
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6.1.2. TEA
c A AFEE2 US| XN=EBF HROt H1, UEA A2H0| RE A HUDO, Itz
HESH(ILARz2 W &)t EBHEE

cl, 2Jtelot, S, A8 S |8 =IH0A oIt

oY
HM
He
0Q
%
10
12
O
on
1o
Jn
0x
2
3}

h
>
HU

8. [ILI=FAIHS 42 Hluw

« 2 RANS 8ls




