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ug/cm? ]
repy | S9T p
MEE[ED) 1 2 3 4 5 6 X
g/cm”
05 | 071 | 7.13 | 6.96 | 8.85 6.53 | 553 | 7.34 7.06
1.0 1.00 | 10.61]10.51 | 13.11 | 1059 | 845 | 11.21 10.75
2.0 141 | 17.17 | 1726 | 20.14 | 1820 | 15.19 | 18.49 17.74
3.0 1.73 | 23.39 [ 23.51 | 26.76 | 25.33 | 21.61 | 25.23 2430
40 | 2.00 |2943 2954 | 3354 | 3228 |27.80 | 31.68 30.71
50 | 224 [3550]3550| 4022 | 3921 |33.79 | 38.01 37.04 TG
6.0 | 245 |41.78 | 4137 | 46.71 | 45.84 |39.58 | 44.12 43.23 &
(SQRT(t
240 | 4.90 |96.08 | 9323 | 100.52 | 103.37 | 95.95 | 100.18 98.22 \
HRIEAE & 36 | 35 3.7 39 3.7 38 3.71 22.3
R2 0.967 | 0.962 | 0.956 | 0.958 | 0.970 | 0.962
. HRIEAH
SQRT(HEHZ | 218 | 21.1 | 224 237 | 222 | 227 % 0.RSD 3.8
) SQRT(t)ftH
R? 0.995 [ 0.996 | 0.996 | 0.996 | 0.994 | 0.996 3.9
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\/L/}j
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210 BB 0O BAIHLAR
. . Uy
s 5y Yowiw mg/mL sy F@ | ié“:
g
1 b bY 7L 0.351 3.510 7.020
2 | KLU T 0.140 1.400 2.800
30| KR BT T A 0.022 0222 0.444
4 | ormiTArT I 0.002 0.018 0.036
5 | fLwg 0.200 2.000 4.000
6 | g 0.100 1.000 2.000
7 | ZVkm— 0.016 0.160 0.320
8 | IRE 0.040 0.400 0.800
9 | DH)-ZLa—2 0.500 5.000 10.000
10 | pH4.5 &% CT(HCI/NaOH) QS QS QS
11| K 98.629 986.29 1972.580
&t 100.000 1000.000 2000.000
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2 XYL T A 2.00 20.00 10.00
USP
3 voruazxF s+ | 1.00 10.00 5.00
NUAZSA
4 7 = fg—kfn | 0.60 6.00 3.00
Z=mg i R 0.55 5.50 2.75
LK Fn
6 NPT a— [ 1.00 10.00 5.00
Jb
7 Fe Kk 74.35 743.50 371.75
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9 oEt 100.00 1000.00 500.00
ooooaod
F14:2%Y707xF7F R TLFANyF 178003220 20HK
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F127( 57 B)
3 A A VAN 2.00 20.00 10.00
USP
4 voronuzeFr) |2.00 20.00 10.00
NURVA
5 7 T UTE—KFE) | 0.60 6.00 3.00
6 J xR 1055 5.50 2.75
WA, & IL 7|
7 NPT a— | 1.00 10.00 5.00
V%
Rk 73.35 733.50 366.75
KRk QS 4.00 40.00 20.00
10 Al 100.00 1000.00 500.00
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. 99.4% 95.6% Indv.Imp:ND
(1% 7 a7« 105.5% & 5.0
- 95.6% Imp AFHND
%RSD 0.2%
90.4%
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97.0% 99.0% Indv.Imp:ND
Q%Y 7 v’ =) 102.6% _ 5.8
) 91.3% Imp A #1ND
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49 216,800 33,509 2,808

132 262,850 45200 544330

21.1 1,713,300 1,068,200 1,196,500

29.0 1,583,600 1,088,500 1,178,600
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44 8 1,015,300 941,560 228,600
oooooao
oooooooonn
0000000 UOooDUoUoooDUUOoOoDUUoOooOo
oo0o0o0oooooooooooooooOoaoan
oooooao
goboooouooooooobuooobooooooaon
Oo0oO0Do0o0ooDooooDUooooDUoooOooDoooooOo
goboooouoooooooboooooooooonn
0000000 UOooDUoUooOoDUUOoOoDUoUOoOOooOo
gooooooooooobooooooooooan
goboooooobooooboooooooooaoan
oo0o0oo0ooooooooob0ooooooooooan
goooooobooobod
ooooodd
Oo0oO0Do0o0ooDooooDUooooDUoooOooDoooooOo
goboooouoooooooboooooooooonn
0000000 UOooDUoUooOoDUUOoOoDUoUOoOOooOo
gooooooooooobooooooooooan
goboooooobooooboooooooooaoan
oo0o0oo0ooooooooob0ooooooooooan
oood
ooooodd
oOoo0o0o0ooDooooDUooooDUoooOooDUoooooOao
goooooooooooboooooooooon
0000000 UOooDUoUoooDUUOoOoDUUoOooOo
goooooooooooboooooooooonn
goboooooobooooboooooooooaoan
go0o0o0oooooooooboo0o0oobooooooonn
gbobooouoooooooodd
ooooodd
oCoo0Do0oooO0ooooooooooooao
gooooooooooobooooooooooan
Oo0o0DU0ooooooDoooooogao
ooooodd
oo
goboooouooooooobuooobooooooaon

O OooQooooao
O 0Ooo0ooooao
O 0Ooo0ooooao
OO0 oooao
O 0Ooo0ooooo
O 0Ooo0oo0oooao
O 0Ooo0oo0oooao
O 0Ooo0oo0oooao
O 0Oo0oo0oooao
OO 4dogooao
O 0OoQgogooao
O 0OoQgoooao
O OooQgoooao
O 0OoQgoooao
O 0OooQ0oooao
OO0 oooao

O 0Ooogogooo
O 0OooQgogooo
O 0OooQoooo
O 0Ooo0oogooo
O 0Ooo0oogooo

O Oogogooo
O 0OooQgoogooo
O 0Ooo0oogoo
O 0ooQgoogooo
O 0oo0oogooo
O 0oo0oogooo
O 0Ooo0oogooo
O 0oo0oogooo
O 0o0oo0ooo
OO 4dogogao
O 0o ogogoao
O Oogogoao
O Oogogooo
O Ooogoogooo
O 0Ooo0googooo
O 0Ooogoogooo

o O e O o O s A
Dooooaog
Oooooao
Oooooao
ODooooo
Dooooo
Dooooaog
Dooooao
Dooooao
Dooooao
Dooooao

JP 2024-529479 A 2024.8.6

10

20

30

40

50



O Oooooo

OOo0ooooooooooooDooooooooooooao

(57)

JP 2024-529479 A 2024.8.6

[ O |
I s [ O |
I [y O |

Ooooooogoooooooaog

Oo0oDooooooooooao

Oooooooooooooao

oood

0 T I I I I e A A 0 R 0 R R A N O N R M A
goooooooooooooao

1 I e 1 6 A 6 A N A B A O B R W A
ooooooooofooob0o0o0oob oo oooooobooOoaoan

ogoaoad
L il g

Spl.ID# A ARG < F i pH

2215-01 pH7.0 @ 50mM U > FEhREi{iT 35

2215-02 pH7.0 @ 50mM Y > [EH% i 55

2215-03 pH7.0 & 50mM U > etk 6.5

2215-04 PR i pH4.5 35

2215-05 PRI T pHA.5 6.5
a7 F DT vEALC D 90.0~110.0%

IVRT: ¥R & 3 L 1 o/ R /em?

LA m Y — e U= R A A — 7 iR

pH: ¥R R

SMBLHR TR R

gooaoad

1 I 1 1 I B A I 0 R B A e B R B R N e N N N N N N N NN
dddooooooobobbobobbboddddooUoo oo oDboDbooboboDbboouoooaa
goboodouooootbooooooobooooboooboooooooooOoon
gobooouooootbooobooobooooob oo booboooboooon
goooooooooooooo0ooooo0ooboooboooooooooOoon
I I e I 1 I I I I B A I A 6 R B A O W R
oooaoao

a

1 I 1 1 I B A I 0 R B A e B R B R N e N N N N N N N NN
dddooooooobobbobobbboddddooUoo oo oDboDbooboboDbboouoooaa
goboodouooootbooooooobooooboooboooooooooOoon
gobooouooootbooobooobooooob oo booboooboooon
goooooooooooooo0ooooo0ooboooboooooooooOoon
1 I e I I I 0 B A e O B A A B A W N e A B N A
dodooooooobobobboobobtotdoooooooobobooboboboboooooaa
1 I 1 1 I I A 6 O B A N O B B A e e O N N e N N N N N N N
dodooooooobobobbobbobbtotdooooo o oobobooooDboboooooaa
goboodouooootboooooooboooob oo bUoobooooooOoon
ddodooooooobobbobobtoddddooUooUoUooboDbooDoboDbboUouoooaa
gobooouoooofboooobooo0oobooooboooboobo0ooooooOoon
1 I e 1 6 A 6 A N A B A O B R W A
gdodooooooobobobbobbobbbotddduooooooobobobbobboboDboooooaa
1 I I 1 6 A 6 A A B A R W R
oooaoao
dododooooooobobbobobbotodooooooooooooooDboooooaa
goboodouooootbooooooobooooboooboooooooooOoon

10

20

30

40

50



e e e [ ) [ e e s sy [y [ |
e s [ s e e e O

e e I Iy
I
I )
I ) R ) e [ [y Iy

Oooooooooooooooao
OO0 0o ooDooggogoooao
OO0 0o ooDooggQggogoooao
OO0 0o ooDoogoggogoooao
OO0 o0 oooooggogooooo
OO0 o0 oooooogoggogogooooo
oo o0 oooooogogoooooo
oo o0 oooooogogoOoooooo
oo o0 oooooogooooooo
oo o oooooogooOoooooo
oo o0 oooooooOoooooo
oo o0oooooooOoooooo
OooooooooooOoooooao
Oooooooooooooooao
OO0 0o ooDoog4gogoooao
OO0 0o ooDooggogoooao
OO0 o0 oooDoogoggogoooao
OO0 o0 oooooggogooooo
OO0 o0 oooooogoggogogooooo
oo o0 oooooogoggogooooo
oo o0 oooooogoogoooooo
oo o0 oooooogoOoooooo
oo o0 oooooooOoooooo
oo o0 ooooooOoooooo
oo o0oooooooOoooooo
Oooooooooooooooao
OooooooooooOoooooao
OO0 0o ooDoog4Qgogoooao
OO0 0o ooDooggogoooao
OO0 o0 oooDooggogogogoooo
OO0 o0 oooooogogQgogooooo
oo o0 oooooogoggogogooooo
oo o0 oooooogogogooooo
oo o0 oooooogogooooo

I [ O |
I [ [ |
I [ O |
[ [ |
O O0Ooo0oo0odg

O
O
O
O

O
O
O
O

O
O
O
O

OooooooooOooOgod
OO0 ooDooooggogdg
OO0 ooDooooggogdg
Ooooooooggogog
Oooooooogoggogog
Oooooooogogogogoog
Oooooooogogogoog
OooooooogogogogoaoQg
OooooooogoQgogooQg
Oooooooogoogogo-g
OooooooooQgogooQg
OooooooooOoogo-g
OooooooooQogogod
OooooooooOgoogod
OO0 ooDooooggogdg
OoDooDooooggogdg
Ooooooooggogodg
Ooooooooggogog
Oooooooogogogogoog
Oooooooogoogogoo-g
OooooooogogQgogooQg

OoOoooooooogoOgod
OO0 oooDooogogdg
OO0 oooDooogogdg
OOoDoooooogogdg
Ooooooooogogdg
OoooooooogoQgg
OoooooooogoQgg
OooooooooogoQgdg
OoooooooogoQgdg
OoooooooogogoQgodg
OooooooooogogoQgdg
OoooooooogooQgodg
OooooooooogooOgodg

|

(58)

Ooooooooooao

O

|

OoocoOoooogoogao

OO0 oo oooooo

OO0 o ooooooo

OO0 Qo ooooooo

oo o0 ooooooo

oo o0 ooooooo

oo o0 ooooooo

Oooooooooog
Oooooooooodg
Ooooooooood
Ooooooooood
Ooooooooood
OoOo0ooooooood
OO0 ooooooogog
OO0 ooooooogog
OO0 ooooooogog
Oo0ooooooogog
Ooooooooogog
Ooooooooog
Oooooooooog

oo o0 oooooooo

oo o oooooooo

oo oooooooo

oo oooooooo

JP 2024-529479 A 2024.8.6

goooogbooao

Ooooooooooao

OoOoooooooao

OO0 oo oooooo

OO0 oo oooooo

OO0 Qo ooooooo

oo Qo ooooooo

oo o0 ooooooo

oo o0 ooooooo

oo o0 ooooooo

10

20

30

40

50



Oooooooo0ooooDooooooo 0o ooDoDoDooooo0oooooao

Oooooooo0ooooDoooooo0oo0oooDoooooggoQgoog

I [ B R |
I [ B R |
I [ R |
I [ R |
I [ B R |

OoOo0o0ooDoDooooo o0 oo oo oo ooooogoQgoooo
OoOoooooooooo oo oDoDooooooogogoooao

O
O O

o U0 oooooo0o0o00d0o00o00o0o0do0o0o0oOoOooOogoOogaoQ
O ddoooooo0Do0d000o0o0Do0D0D0O00o0o0o0o0DoDoOoOogao

o000 ooooo™
oUOUb0oooooo-g
o0 b0oooooo-g
o b0oooooo-g

O0Oo0oo0oo0oao
O O0Oo0Oo0ooo
O 0Oo0oooo
O 0Oo0ooogoao
O0Ooo0oooao
Oo0Oo0oooao
Oo0Ooo0oooao
O0Ooo0oooo
O0Ooo0oooo
O0Ooo0oooao

O
O
O
O

O
O
O
O

O 0oo0ooo

O
O

O
OJ
[
O

O
O
O
O

|

O 0O oo
O 0O oo
O Oooo
O Oooo
O Oooo
O Oooo
O Oooo
O Oooo
O Oooo
O 0Oooo
O 0Oooo
O 0ooo
O 0oo o
O 0O oo
O Ooogo
O Oooo
O Oooo
O Oooo
O Oooo
O Oooo
O Oooo
O Oooo
O 0Oooo
O 0Oooo
O 0ooo
O 0o oo
O 0O oo
O Ooogoo
O Oooo
O Oooo
O Oooo
O Oooo
O Oooo

(59) JP 2024-529479 A 2024.8.6

O Ooo0ooOoo
O Ooo0ooOoo
O Ooo0ooOoo
O O0Oo0oo0oo
OO o0gogog
OO oOgogog
O OoOgooo
O O0Oooo
O OooOooo
O Ooooo
O Ooooo
O Ooo0ooo
O Ooo0ooo
O Ooo0ooOoo
O Ooo0ooOoo
O O0Oo0ooOoo
OO o0oo0oo
OO o0gogog
O O0OoOgoogao
O O0Oogooo
O Ooooo
O Ooooo
O Ooo0ooo
O Ooooo

O d
O d
[ |
[ |
[ |
[ |
[ |
[ |
[ |
0O O
O d
O d
O d
O d
O d
O O
[ |
[ |
[ |
[ |
[ |
[ |
[ |
O d
O d
O d

O

O

O

O

OO Ooooao
OO Ooooao
OO Ooooao
OO0OOoooao
OO0OOoooao
OO Ooooao
OO0OOoooao
OO0 Ooooao
OO0 Ooooo
o s s O s [
o o Y e O s R
o e o O s R
o e O Y o R
UOooooo
UOooooo
Uooooo
UHooooo
Hooooo
Hooooao
o s O A o I
o O o O A o R
o s O A o R
o o O A o R
o o O R o R

ooooog ooaod
oo 0ooooob Oobooboobo boooboboobobao
gogbobouoboobouoboobooobooboooboobdd
ooooooooao

10

20

30

40

50



JP 2024-529479 A 2024.8.6

gooao

(60)

gooad
gooao

o o o o
— N ™ <
[GIESRAR AV
00€ 0ST 00T 0s'1 00'1 050 000
00 (B4y) (S L1LAOS
\d 609 o0'c o0y o0oe o7 001 001
B : »
0°00T
16660 = 24 — > W S
W «m . .\\\ \_ voor B \
0009 x
$S66°0 =} AN
£€°881 - xg91E = A 0°008 m TETLER
66601 00001 ™ &~ 3 ( Ly Y
"9z 261 - X12)00s = & ~ Ao (3) LIDSAUL%T
0°00TT
AL BEY Al Ly BT x Al %1
O
O
O
O
Q) FH®
o5 5% o 56 o8 52 oz % o1 G
. o (%) w3
4 € z T 0
0
e W
oot B
&
- 00z
oY AN
p:3 o
s 00€ 8
000001 ,
o] L\
Y00y 0oy W
Af < ’
NH0YT 75L6'0=24 =
ey 00S
T1'89 - X6L'€8T = A W
009
6.\’5535 H
iy
O
O
O
O

50



JP 2024-529479 A 2024.8.6

(61)

gooad

gooad

10

(B4) W4 1AOS
009 00's 007 00'€ 00T

00T

20

000

000

\0\0\5\9\4

00°0s

8866°0=4

00°00T

Zvwo/8rd

6S¢L'Y +XT00°CE =

00°0ST

1 caZH¥ (3) LIOSAUL%E

00°00T

[

ez 000 st

[ty

N S LBBAHBAL YD T

ogooad

gooad

30

00z 0'st 00T 0's

40

8 "D

[l

7960 = .4

1

TP +X6€C'S = A

i € o L5408 L % €

000
000t
00°0%
0009
0008
00°00T
oooct
oo'ovt
00°091
00081

TvIND/ON

50



JP 2024-529479 A 2024.8.6

(62)

gooaoad

gooad

10

0°0s oov 00¢ 00z 00T

LALHE % -0
LacwE%e /1

LA LGH% 1= \\

LALER%E
ARLEH%T .\ /? \\
LALEH% T —
WHON ) £ £ o L3
6 D14

0
00000T
00000t
000009
000008
000°000°T
000°002°T
000'00%'T
000°009°T
000°008‘T

seqw

20

goodaoano

gooaoan

..é “ha
1524 A

wis
Y 4—L¥

oogr

30

ESVED
ALY
BL0v°L

L90£°0
BLETD

Y22

190580

000 00'GE
3 1

SUHILNEE ooy
B0+ 3LEEV'L (24
468

rasttlig

SQHICHT
S043vRaL°

40

e 8y

{09

g HRI AN

w0

-

A b

T8 T (LA) LALLALL "L GHTLBGLERT

B

UM T AGALALL NLGAZLBGE%T

-

N

THl "TLALLALL “NLGHTLOGERT

w6 Y

(O) L
000E 00T 000 009

S.mw oc.._m 000

e
3
UBLGONS Gldd

NG AT LR GL%T

ZBIGUNS S2dd
N GA4T LR GL%T

LBIGINS Sldd
NG G4T L0 GL%T

JARLLEX

ok

JARLELL

8

(s - edu) U3

+ 00003

+ 50431

3 s0+31

ssedionosiy Jeed uojuy

L0+3%

50



JP 2024-529479 A 2024.8.6

(63)

goooaoano

goooaoano

o
—
SOeFTREG 197241
SOI6679E 98152
BEAAEPINL 5L PEC
SerELY E2a24
S REYT LEFES
By 7
frwgus
%
K it 3

Bl
e
LERZ
@z

088

20

e W o

#

R SRPe

&N A 10

#
L2 Py

THIl “TALGELALL MG 44T LD LGLE%T

N N e

HRA A Sk

Tl “TARLEALL M4 44T L0 4E%T

s oy
@i WS
b4 oy
7224 WHFE
9 G
iy o0
ok} 41
e 4 i
Y g—LX HE (V]
sy g irSEG v [ o0y
g 54 33234 @5y WS
ey 1oL a@wse? P ooy
waiig 52804 BT @i BHE
il SORGHD 45565 5% T
oy 5168 ws ot
(g} tedi ok} 41
wag 4 i 2 & %
¥ g—Lb¥ Ze K ract 19 e i
amascere
Q) LI
Wy OFTY DOF OGYC OUGE DEIE DODC OFIZ OOGD OGET OUOZ R4 DO%L 08I OOOL 064 0O0S D67 :
H : H 1 H 1 i 1 H t H H *
H H H H » ®
THPS Wad
Ap G4 L0 GG%T o
“
220NT S24d 4 DOV N_m
by b= L0 G6NT =3
=
AR S TN
H SHG Blsd m
{ ML GHTLOGLE%T ]
I S o s “Yomo »
e »
W dean 2
sl
H o3

SSBAIODTBNYY Joe UOWY

goodaoano

gooaoan

o o
™ <
994620 S0+39972 6205 0D 39
50439619 255 s
9yA¢) QUL aouy 14
YA GO+IGHEL L H00E £
e AG WG SOIEERYS Q007 z
Wy Ag SEPREI0D 2087 oo i
e fsequ} 4]
39S Pl b & H N
Y Gkt Z2| FH i1 d g [ i 2Ry
UM T (L) LAALLALL “SNLGLZLOGL%E
2YRE000 £V087 3] 00 9
9HI960G  SOIVEKSTE 10 2055 5
w2t 9032 50 a0y v
9i61 GOYIETVL (0574 O00E 3
S0+36210 f247) 99 G007 2
50439296} 8ECZY 67 00t i
{sequi} feg} 2 23]
Wi u B L 3 N
Yty £ [ract 1 E [T 2 s
THI T AGALALL “SNLG4=LB4E%E
wefAg 1615V BLYY ]
sy AG Y560 i H
e Ad 8E8Ls = ¥
g FAZEN S T w32 £
ey Ay % 55915 yasst azsL 4
el g WSO 1Y :
teg} .4
s % 13 3 N
Y LY SR E- g LS SRS
THI “TLCLLALL “CULG4TLOGLE%E
T8 WOy
(Q)) L3
oo'gr 000y  00'SC  00'0E DO'ST QOOZ O0'SE 0001 008 feiaxe]
12
TBVGING Gludd
UL 44T LOGLE%E ! g
ZRIBING GZdd 001
ML 44T LOGL%E
i .E\.::
=+ 0001
LRIGYNS 9Zdd |
SAULG£TLAGE%E
- 00001
- 50+31
- 80+3)
L0+3)

s5edUION0BLY JeRd LOJUY

(s -edun) UFW

50



(64) JP 2024-529479 A 2024.8.6

gooooboag

Internatianal a pIio::zait:i'%nzl*}uﬁ3a23l|
PCT/US
INTERNATIONAL SEARCH REPORT

Box No.

I Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

g

s [ |

This intemalional search report has not been established in respect of certain claims under Article 17(2){a} for the following reasons:

Claims Nos.:
because they relate to subject matter not required to be searched by this Authority, namely:

Claims Nos.:
because they relate 1o pars of the international application that do not comply with the prescribed requirements 1o such

an extent that no meaningful international search can be carried out, sgecifically:
see FURTHER INFORMATION sheet PCT/ISA/21

Claims Nos.:
because they are dependent claims and ars not drafted in accordanca with the second and third sentences of Rule €.4(a).

Box No.

Il Observations where unity of invention is lacking {Continuation of item 3 of first sheet)

2 [ ]

]

This Intemational Searching Authority found multiple inventions in this intemational application, as follows:

As all required additional search fees were timely paid by the applicant, this international search report covers all searchable
claims.

As all searchable claims could be searched without effort justifying an additional fees, this Authority did not invite payment of
additional fees.

As only some of the required additional search lees were timely paid by the applicant, this international search report covers

only those claims far which fees were paid, specifically claims Nos.:

No required additional search fees were timely paid by the applicant. Consequently, this international search report is
restricted to the invention first mentioned in the claims;; it is covered by claims Nos.:

Remark on Protest The additional search fees were accompanied by the applicant's protest and, where applicable, the

payment of a protest fee.
The additional search fees were accompanied by the applicant's protest but the applicable protest
fee was not paid within the time limit specified in the invitation.

D Na pratest accompanied the payment of additional search fees.

Farm PCTASA/210 (continuation of first sheet (2)) (April 2005}
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INTERNATIONAL SEARCH REPORT

International application No

PCT/US2022/038234
A, CLASSIFICATION OF SUBJECT MATTER
INV, A61K47/36 A61K47/12 A61K9/06 A61K9/00 A61K47/10
AE1K31/196 A61K31/5575 A&1P29/00 AE1P15/00

ADD,
According 1o International Patent Classification {IPC) or to both national classification and IPC

B. FIELDS SEARCHED

Minimum documentation searched (classification aystam followed by classification symbols)
A6lK AE&lP

Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched

Electronic data base consulted during the international search (name of data base and, where practicable, search terms used)

EPO-Internal

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category” | Gitation of document, with indication, where appropriate, of the relevant passages

Relevant to daim No.

X EP 2 520 279 Al (TERES S R L. [IT]; MADER S
R L [IT]) 7 November 2012 {2012-11-07})

Y claim 1
paragraph [0044]; claim 8
paragraphs [0103] - [0106]; example 10

—f—

1-16,
21-24,
26,35,
36,117,
119,
128-136,
139,
172-174,
177,179,
182-203,
208,
211-213,
215,
254-256
17-20,
25,
27-34,
118,
120-127,

g Further documents are listed in the continuation of Box C. m See patent family annex.

* Special categories of ¢ited documents :

"T" later document published after the international filing date or priority
date and not in conflict with the application but cited to understand

"A" document defining the general state of the art which is not considered the prindiple or theory Lnderlying the invention
to ba of particular relevance
"E" earier application or patent but putlished on ar after the international " gocument of particular relevance:; the claimed invention cannot be
filing date considered novel or cannat be considered to involve an inventive
"L docudmenl whié:lh ma'_)lr throl;?r doul:dsd an pl))rfior'rly '_T:\aim(s) or whi::r;1 is step when the document is laksn alone
cited ta estalish the publication date of another citation or other """ document of particular relevance;; the claimed imvention cannot be
special reason (as specified) considered to involve an inventive step when the document is
"Q" document referring to an oral disclosure, use, exhibition or other combined with one or mere other such documents, such combination
means being obvious to a person skilled in the art
"P" document putlished prior to the intarnational filing date but later than
tha priority date claimed "&" dacument member of the same patent family
Data of tha actual completion of the imernational search Date of mailing of the international ssarch raport
24 March 2023 03/04/2023
Name and mailing address of the ISA/ Authorized officer

European Patent Office, P.B. 5818 Patentlaan 2
NL - 2280 HV Rijswik
Tal. (+31-70) 340-2040,

Fax: {+31-70) 340-3016 Cetinkaya, Murat

Form PCTASA/Z10 (second sheet) (April 2005)
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International application No

PCT/US2022/038234
C{Continuation). DOCUMENTS CONSIDERED TO BE RELEVANT
Category” | Citation of document, with indication, where apprapriate, of the relevant passages Relsvant to claim No.
137,138,
140-181,
204-207,
210,214
Y CA 2 712 120 Al (FOAMIX LTD [IL]) 1-36,
23 July 2009 (2009-07-23) 117-181,
187,188,
210,214
paragraphs [0223], [0225]
paragraphs [0307], [0311], [0320]1,
[0321]; examples 12A,12C,12E,12F
Y CN 101 917 848 B (BARKAN FARMA S R L) 1-36,
12 February 2014 (2014-02-12) 117-181,
187,188,
210,214
paragraph [0148]; claim 1
Y UsS 2020/138958 Al (LATTA MARK A [US]) 1-36,
7 May 2020 (2020-05-07) 117-181,
187,188,
210,214
paragraph [0013]
paragraphs [0044], [0057]
paragraphs [0133] - [01383]; examples 1-6
b 4 US 2015/335916 ARl (SCURTESCU CRISTIAN [CA] 17-20Q,
ET AL) 26 Nowvember 2015 (2015-11-2§) 138,
140-171,
181,
204-207
paragraph [0027]
X US 2018/207275 Al (ALUR HEMANT H [US] ET 182-186,
AT) 26 July 2018 (2018-07-26) 189-203,
208,
210-213,
215,254,
256
Y paragraphs [0029] - [0030]; table 3 1-36,
paragraph [0054]; claim 1 117-181,
187,188,
204-207,
214
A US 2015/352165 Al (PISAK IBRAHIM MUSTAFA 1-36,
ISKENDER [TR] ET AL) 117-208,
10 December 2015 (2015-12-10) 210-215,
254-256
paragraphs [0007], [0038] - [0046];
example 2
-/
Form PGTASA/210 (continuation of second sheet) (Aaril 2005)
page 2 of 3
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International application No
PCT/US2022/038234
C{Continuation). DOCUMENTS CONSIDERED TO BE RELEVANT
Category” | Citation of document, with indication, whare apprapriate, of the relevant passages Ralevant to claim Mo.
A EP 1 813 277 Al (IMAGINATIVE RES 1-38,
ASSOCIATES INC [US]) 117-208,
1 August 2007 (2007-08-01) 210-215,
254-256
paragraphs [0027], [0030], [00Q501;
claims 1-5
A US 2003/206958 Al (CATTANEC MAURIZIO V 1-36,
[US] ET AL) 6 November 2003 (2003-11-06) 117-208,
210-215,
254-256
paragraphs [0066], [0096] - [0110]; claim
1
A US 9 265 726 B2 (STIEFEL RES AUSTRALIA PTY 1-38,
LTD [AU]) 23 February 2016 (2016-02-23) 117-208,
210-215,
254-256
column 18, line 29
columng 24-28; examples 1-3
Form PGTASA/210 {continuation of second sheat) (Agril 2005)
page 3 of 3
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International application No

PCT/US2022/038234
Patent document Publication Patert family Publication
cited in search report dale member(s) date
EP 2520279 Al 07-11-2012 NONE
CA 2712120 Al 23-07-2009 AU 2009205314 a1 23-07-2009
CA 2712120 Al 23-07-2003
EP 2242476 A2 27-10-2010
us 2011008266 Al 13-01-2011
WO 2009090558 A2 23-07-2009
CN 101817848 B 12-02-2014 CN 101917848 A 15-12-2010
ER 201000732 Al 28-02-2011
EP 2219447 A2 25-08-2010
IL 205535 a 30-11-2017
us 2010305210 Al 02-12-2010
WO 2009060451 A2 14-05-2008
US 2020138358 Al 07-05-2020 AU 2019375880 Al 03-06-2021
BR 112021008100 A2 03-08-2021
ChA 3118534 Al 14-05-2020
CN 113347982 A 03-09-2021
EP 3876949 A2 15-09-2021
IL 282789 A 30-06-2021
JP 2022522567 A 20-04-2022
KR 20210083174 A 15-07-2021
us 2020138958 Al 07-05-2020
us 2021290766 Al 23-09-2021
WO 2020097021 a2 14-05-2020
Us 2015335916 Al 26-11-2015 AU 2013362724 Al 09-07-2015
ChA 2895225 Rl 26-06-2014
EP 2934601 A1 28-10-2015
NZ 708209 A 27-07-2018
us 2015335916 Al 26-11-2015
WO 2014094127 Al 26-06-2014
Us 2018207275 Al 26—07-2018 CA 2993012 Al 26-01-2017
DK 3324938 T3 27-09-2021
EP 3324938 Al 30-05-2018
ES 2891754 T3 31-01-2022
HU E056401 T2 28-02-2022
LT 3324938 T 25-11-2021
PL 3324938 T3 10-01-2022
PT 3324838 T 21-09-2021
us 2018207275 Al 26-07-2018
us 2022040306 Al 10-02-2022
WO 2017015232 Al 26-01-2017
Us 2015352165 al 10-12-2015 us 2015352165 Al 10-12-2015
WO 2014042604 Al 20-03-2014
EP 1813277 al 01-08-2007 BR PIO700103 A 25-03-2008
ChA 25753985 Al 25-07-2007
EP 1813277 Al 01-08-2007
JP 2007197445 A 09-08-2007
us 2006189552 A1 24-08-2006
Us 2003206358 Al 06-11-2003 us 2003206958 Al 06-11-2003
ug 2004247632 Al 09-12-2004
Form PGTASA/Z10 (patent family annex) (Apri 2005)
page 1 of 2
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International application No

PCT/US2022/038234
Patent document Publication Patert family Publication
cited in search report dale member(s) date
Us 9265726 B2 23-02-2016 AR 060234 Al 04-06-2008
AU 2007273935 Al 17-01-2008
BR PIO703674 A2 06-12-2011
CA 2647127 Al 17-01-2008
EP 2010133 A2 07-01-2009
EP 2206424 Al 14-07-2010
ES 2560540 T3 19-02-201¢6
ES 2582654 T3 14-09-201¢
KR 20090005102 A 12-01-2009
PL 2010133 T3 31-08-2017
PL 2206494 T3 30-06-2016
TW 200744667 A 16-12-2007
us 2007237724 Al 11-10-2007
us 2011318278 Al 29-12-2011
us 2013280309 Al 24-10-2013
us 2014248220 Al 04-09-2014
WO 2008007224 A2 17-01-2008
Form PGTASA/Z10 (patent family annex) (Apri 2005)
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International Application Na. PCT/us2022 j038234

FURTHER INFORMATION CONTINUED FROM PCT/ISA/ 210

Continuation of Box II.2

Claims Nos.: 37-116, 209, 216-253(completely); 1-21, 24-36, 118-130,
132-186, 188-208, 210-215, 254-256 (partially)

The subject-matter of the present application relates to polymeric
compositions (independent claims 1,66,74,93,158,165,186-188,211), a
methed of preparing such compositions (independent claims
46,59,140,152,226,238,244) and medical uses of such compositions
(independent claims 37,82,130,172,182,209,210,216,250,251).

An

overwhelmingly large number of independent claims and embodiments are
disclosed, wherein the scope of salid claims do not converge in one
particular direction, rendering the scope of the overall application,
hence the scope of the search, unclear (Article 6 PCT).

The applicant

was therefore invited to file a statement indicating the subject-matter
to be searched within the time limit indicated in the present
communication (see Guidelines for Search and Examinatiocn at the EPO as
PCT Authority B-VIII,3.3; GL/ISPE 9.34,9.35).

S8ince the applicant has

not replied within the set time limit to the invitation for informal
clarification (see Guidelines for Search and Examinaticon at the EPO as
PCT Authority B-VIII,3.4.1), the scope of the search is limited to the
compositions comprising a poloxamer, a stabilization polymer and
diclocfenac as an active ingredient for treating dysmencrrhea, wherein the
composition has a visceosity at room temperature of at least 1.5 million
cP. The scope of the geargch further encompasses such compesitions for use
in the treatment of dysmencsrrhea. Any further compositions and medical
uses falling outside the above mentiocned scope are therefore not
searched.

The applicant's attention is drawn to the fact that claims relating to
inventions in respect of which no international search report has been
astablished nead not be the subject of an international preliminary
examination (Rule 66.1(e) PCT). The applicant is advised that the EPO
policy when acting as an Internaticnal Preliminary Examining Authority is
normally not to carry out a preliminary examination on matter which has
not been searched. This is the case irrespactive of whather or neot the
claims are amended following receipt of the search report or during any
Chapter II procedure. If the application proceads into the raegional phasa
before the EPC, the applicant is reminded that a search may be carried
out during examination bafore tha EPO (seae EPO Guidelines C-IV, 7.2),
should the problems which led to the Article 17(2) PCT declaration be
ovarcome.
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