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U.S. Patent No. 5,969,156

Status of all Claims and Support for Amendments or New Claims:

CLAIM ' STATUS | CLAIM SUPPORT FOR AMENDMENTS
: TYPE: OR NEW CLAIMS
(ORIGINAL, -
AMENDED OR
NEW) :
Claim 1 ' Pending | Amended Original patent claim 1; Patent col.2,
lines 11-37; Figure 1
Claim 2 Pending | Amended Original patent claim 2 (correction of
‘ typographical error)
Claim 3 Pending | Original -
Claim 4 Pending | Amended Original patent claim 4 (correcu'on of
: typographical (error)
Claim 5 Pending | Amended Original patent claim 5 (comcuon of
: ' typographical (etror)
Claim 6 Pending | Original
Claim7 Pending | Original
Claim 8 Pending | Original
Claim 9 Pending | Amended Original patent claim 9 (correction of
typographical (error)
Claim 10 Pending | Original
Claim 11 Pending | Original
Claim 12 Pending | Original
Claim 13 Pending | Original
Claim 14 Pending | Original
Claim 15 Pending | Original
Claim 16 Pending | Original
Claim 17 Pending | Original
Claim 18 Pending | Original
' Claim 19 Pending | Original
Claim 20 Pending | Original
Claim 21 Pending | Original
2
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Claim 22 Pending | Original

Claim 23 Pending | Original

Claim 24 Pending | Original

Claim 25 Pending | Original

Claim 26 Pending | Original

Claim 27 Pending | Original

Claim 28 Pending | Amended Patent col. 3, lines 12-35; Original
patent claims 28, 29, 30 and 31;
Figure 2

Claim 29 Pending | Amended Patent col. 3, lines 12-35; Original
patent claims 28, 29, 30 and 31;
Figure2

Claim 30 Pending | Original

Claim 31 Pending | Amended Original patent claim 31 (correction of
typographical (error)

Claim 32 Pending | Original

Claim 33 Pending | Original

Claim 34 Pending | Original

Claim 35 Pending | Original

Claim 36 Pending | Amended Patent col. 4, lines 14-37; Original
patent claims 36, 37, 38, 39 and 40;
Figure 3

Claim 37 Pending | Original

Claim 38 Pending | Amended Patent col. 4, lines 14-37; Original
patent claims 36, 37, 38, 39 and 40;
Figure 3

Claim 39 Pending | Original -

Claim 40 Pending | Original

Claim 41 Pending | Original

Claim 42 Pending | Original

Claim 43 Pending | Original

Claim 44 Pending | Original

Claim 45 Pending | New Original patent claims 1,2, 3,4 and 5;

- Patent col. 2, lines11-37; Figure 1
3
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Claim 46 Pending | New Original patent claims 36, 37, 38, 39
and 40; Patent col. 4, lines 14-37,
Figure 3 .
Claim 47 ' Pending | New Original patent claims 1, 2, 3,4 and 5;
Patent col. 2, lines11-37; Figure 1
Claim 48 o Pending | New Original patent claims 36, 37, 38, 39
: and 40; Patent col. 4, lines 14-37;
. Figure 3 '
Claim 49 Pending | New Original patent claims 36, 37, 38, 39
: and 40; Patent col. 4, lines 14-37;
Figure 3
Claim 50 : Pending | New Original patent claims 36, 37, 38, 39
and 40; Patent col. 4, lines 14-37;
: Figure 3
Claim 51 Pending | New Original patent cJaims 36, 37, 38, 39
and 40; Patent col. 4, lines 14-37,
Figure 3
Claim 52 Pending | New Original patent claims 1, 2,3, 4 and 5;
' Patent col. 2, lines11-37; Figure 1
Claim 53 Pending | New Original patent claims 1, 2, 3,4 and 5;
Patent col. 2, lines11-37; Figure 1
Claim 54 Pending | New Original patent claims 1, 2, 3,4 and 5;
Patent col. 2, lines11-37; Figure 1
Claim 55 Pending | New Original patent claims 1, 2, 3,4 and 5;
Patent col. 2, lines11-37; Figure 1
Claim 56 Pending | New Patent col. 3, lines 12-35; Original
patent claims 28, 29, 30 and 31;
Figure 2
Claim 57 Pending | New Patent col. 3, lines 12-35; Original
patent ¢laims 28, 29, 30 and 31;
Figure 2
Claim 58 Pending | New Original patent claims 36, 37, 38, 39
: and 40; Patent col. 4, lines 14-37;
. Figure 3
Claim 59 Pending | New Original patent claims 36, 37, 38, 39
and 40; Patent col. 4, lines 14-37;
Figure 3
Claim 60 Pending | New Original patent claims 36, 37, 38, 39
and 40; Patent col. 4, lines 14-37;
Figure 3
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Claim 61 Pending | New Original patent claims 1 to 9; Figures
' 1 and 4; Patent col. 2, lines 11-37; .
col. 2, line 38 to col. 3, line 9; col. 5,
: lines 53-56
Claim 62 Pending | New Original patent claims 1 to 9; Figures
1 and 4; Patent col. 2, lines 11-37;
col. 2, line 38 to col. 3, line 9; col. 5,
lines 53-56
.| Claim 63 Pending | New Onginal patent claims 1 to 9; Figures
j and 4; Patent col. 2, lines 11-37;
col. 2, line 38 to col. 3, line 9; col. 5,
lines 53-56 .
Claim 64 Pending | New Original patent claims 1 to 9; Figure
1 and 4; Patent col. 2, lines 11-37,
col. 2, line 38 to col. 3, line 9; col. 3,
lines 53-56
Claim 65 ‘ Pending | New Original patent claims 1 to 9; Figures
' 1 and 4; Patent col. 2, lines 11-37;
col. 2, Jine 38 to col. 3, line 9; col. §,
. lines 53-56
Claim 66 Pending | New Original patent claims 1 to 9; Figures
1 and 4; Patent col. 2, lines 11-37;
col. 2, line 38 to col. 3, line 9; col. 5,
‘ lines 53-56
Claim 67 Pending | New Original patent claims 1 to 9; Figures
1 and 4; Patent col. 2, lines 11-37;
col. 2, line 38 to col. 3, Jine 9; col. 5,
i lines 53-56 ,
Claim 68 .| Pending | New Original patent claims 1 to 9; Figures
1 and 4; Patent col. 2, lines 11-37;
col. 2, line 38 to col. 3, line 9; col. 5,
. , lines 53-56
Claim69 - Pending | New Original patent claims 1 to 9; Figures
1 and 4; Patent col. 2, lines 11-37;
col. 2, line 38 to col. 3, line 9; col. 5,
lines 53-56-
Claim 70 Pending | New Patent claim 10; Patent col. 11, lires
. 32-34
Claim 71 Pending | New Patent claim 10; Patent col, 11, lines
32-34
Claim72 - Pending | New Patent claim 10; Patent col. 11, lines
: 32-34
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Claim 73 Pending | New Patent claim 10; Patent col. 11, lines
Claim 74 Pending | New izzxt::t claim 10; Patent col. 11, lines
Claim 75 Pending | New 13’31;2; claim 10; Patent col. 11, lines
Claim 76 Pending | New ;i;::t claim 10; Patent col. 11, lines
Claim 77 Pending | New ;i;::t claim 10; Patent col. 11, lines
Claim 78 Pending | New - ]:ii;::t claim 10; Patent col. 11, lines
Claim 79 Pending | New ?’:;Z:t claim 10; Patent col. 11, lines
Claim 80 Pending | New ?’2;2; claim 10; Patent col. 11, lines
Claim 81 Pending | New 32;2; claim 10; Patent col. 11, lines
Claim 82 Pending | New ;i;::t claim 10; Patent col. 11, lines
élaim 83 Pending | New f’i::t claim 10; Patent col. 11, lines
Claim 84 Pending | New ?’i;zit claim 10; Patent col, 11, lines
Claim 85 Pending | New ;itZ:t claim 11; Patent col, 11, lines
Claim 86 Pending | New ;i;:’:t ¢laim 11; Patent col. 11, lines
Claim 87 Pending | New ?’itzst claim 11; Patent col. 11, lines
Claim 88 Pending | New ;ii::[ claim 11; Patent col. 11, lines
Claim 89 Pending New ;2;2:: claim 11; Patent col. 11, lines
Claim 90 Pending | New . ?’ilz:t claim 11; Patent col. 11, lines
Claim 91 Pending | New ?’i;::rt claim 11; Patent col. 11, lines
Claim 92 Pending |New %i;:t claim 11; Patent col. 11, lines
Claim 93 Pending | New Iz’i;;t claim 11; Patent col. 11, lines
. 2-34
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Claim 94

Pending

New.

Patent claim 11; Patent col. 11, lines
32-34

Claim 95

Pending

New

Patent claim 11; Patent col. 11, lines
32-34 '

Claim %6

Pending

New

Patent claim 11; Patent col. 11, lines
32-34

Claim 97

Pending

New

Patent claim 11; Patent col. 11, lines
32-34

Claim 98

Pending

New

Patent claim 11; Patent col. 11, lines
32-34

Claim 99

Pending

New

Patent claim 11; Patent col, 11, lines
32-34

Claim 100

Pending

New

Patent col. 3, line 12 to col. 4, line 12;
col. 5, lines 53-56; Original patent
claims 28 to 35; Figures 2 and 5

Claim 101

Pending

New

Patent col. 3, line 12 to col. 4, line 12;
col. 5, lines 53-56; Original patent
claims 28 to 35; Figures 2 and 5

Claim 102

Pending

New

Patent col. 3, line 12 to col. 4, line 12;
col. 3, lines 53-56; Original patent
claims 28 to 35; Figures 2 and 5

Claim 103

Pending

New

Patent col. 3, line 12 to col: 4, line 12;
col. 5, lines 53-56; Original patent
claims 28 to 35; Figures 2 and 5

Claim 104

Pending

New

Patent col. 3, line 12 to col. 4, line 12;
col. S, lines 53-56; Original patent
claims 28 to 35; Figures 2 and 3

Claim 105

Pending

New

Patent col. 3, line 12 to col. 4, line 12;
col. 5, lines 53-56; Original patent
claims 28 to 35; Figures 2 and 5

Claim 106

Pending

New

Original patent claims 36 to 44; Patent
col. 4, line 14 to col. 5, line 9; col. 5,
lines 53-56; Figures 3 and 6

Claim 107

Pending

New

Original patent claims 36 to 44; Patent
col. 4, line 14 to col. 5, line 9; col. 5,
lines 53-56; Figures 3 and 6

Claim 108

Pending

New

Original patent claims 36 to 44; Patent
col. 4, line 14 to col. 5, line 9: col. 5,
lines 53-56; Figures 3 and 6

Claim 109

Pending

New .

Original patent claims 36 to 44; Patent
col. 4, line 14 to col. 5, line 9; col. 5,
lines 53-56; Figures 3 and 6
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Claim 110 _ Pending | New Original patent claims ] to 9; Figures
: 1 and 4: Patent col. 2, lines 11-37;

col. 2, line 38 to col. 3, line 9; col. 5,
lines 53-56
Claim 111 Pending - | New ' Original patent claim 10; Patent col.
. 11, lines 32-34
Claim 112 Pending | New Original patent claim 11; Patent col.
L - 11, liries 32-34
Claim 113 Pending | New Patent col. 3, line 1210 col. 4, line 12;

‘ col. 5, lines 53-56; Original patent
claims 28 to 35; Figures 2 and 5
Claim 114 Pending | New Original patent claims 36 to 44; Patent
col. 4, line 14 to col. 5, line 9; col. 3,
. lines 53-56; Figures 3 and 6
Claim 115 ' Pending | New Original patent claims 1, 2,3, 4 and 5;
: Patent ¢o). 2, lines11-37; Figure 1
Claim 116 Pending | New Patent col. 3, lines 12-35; Original

‘ patent claims 28, 29, 30 and 31;

, Figure 2 '
Claim 117 Pending | New Original patent claims 36, 37, 38,39
and 40; Patent col. 4, lines 14-37;
Figure 3
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Amendments to the Claims

Please amend the claims of the ‘156 patent as follows:

1, (Amended) A crystalline Form I atorvastatin hydrate having an X-ray powder diffraction
containing [at least one of] the following 26 [Values] value measured using CuKy radiation:

[119 0] 220.

2, ‘ (Amended) A crystalline Form I atorvastatin hydrate having an X-ray powder diffraction
containing the following 20 values measured using [Cuky ] CuK, radiation: 11.9, 21.6 and 22.0.

4, (Amended) A crystalline Form I atorvastatin hydrate having an X-ray powder diffraction
containing the following 26 values measured using [Cukq ] CuKy radiation: 9.2,9.5, 10.3, 10.6,
11.9,12.2, 17.1, 19.5, 21.6, 22.0,22.7, 23.3, 23.7, 24.4, 28.9 and 29.2. '

5.  (Amended) A crystalline Form I atorvastatin hydrate having an X-ray powder diffraction
containing the following 28 values measured using [Cuk, ] CuKy radiation: 9.150, 9.470,

10.266, 10.560, 11.853, 12.195, 17.075, 19.485, 21.626, 21.960, 22,748, 23.335, 23.734, 24.438,
28.915 and 29.234.

9. (Amended) A crystalline Form I atorvastatin hydrate characterized by solid-state B
nuclear magnetic resonance having the following chemical shifts expressed in parts per million:
21.3[],25.2, 26.4,40.2,41.9,474, 64.9, 68.1,70.5, 73.1, 113.8, 118.2,120.9, 123.5, 127 .6,
129.5, 131.1, 134.9, 137.0, 159.3, 166.7 (broad), 178.4 and 182.8.

28.  (Amended) Crystalline Form Il atorvastatin or a hydrate thereof having an X-ray powder

diffraction containing the following 20 values measured using CuKq radiation: 9.0 [and] , 20.5

and at least one value selected from the group congisting of 5.6,7.4.8.5,15.8 (broad) and 25.7
(broad). '

"9
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29,  (Amended) Crystalline Form JI atorvastatin or a hydrate thereof having an X-ray powder
diffraction containing the following 26 values measured using CuKg radiation: 8.5 (and] , 9.0

and at least one value selected from the group congisting of 7.4. 12.4 (broad), 15.8 (broad), 17.1-
17.4 (broad), 19:5,20.5, 22.7-23.2 (broad) and 25.7 (broad).

31.  (Amended) Crystalline Form II atorvastatin or a hydrate thereof having an X-ray powder
diffraction containing the following 26 values measured using [Cukg ] CuKy radiation: 5.582,

7.384, 8.533, 9.040, 12.440 (broad), 15.771 (broad), 17.120-17.360 (broad), 19.490, 20.502,
22.706-23.159 (broad), 25.697 (broad) and 29.504.

36.  (Amended) Crystall_iné Form IV atorvastatin or a hydrate thereof baving an X-ray powder

diffraction containing [at least one of] the following 26 values measured using CuKg radiation:

8.0 [or] , 9.7 and at least one value selected from the group consisting of 4.9, 5.4, 10.4, 12.4,
18.4, 192, 21.7, 23.0 and 24.1. '

38.  (Amended) Crystalline Form IV atorvastatin or a hydrate thereof having an X-ray powder

diffraction containing the following 20 values measured using CuKy radiation: 8.0, 9.7 [and) ,

19.6 and at least one value selected from the group consisting of 4.9, 54. 10.4, 124, 184, 19.2,
21.7,23.0and 24.1. ‘

10
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Please add the following new claims to the ‘156 patent:

45.  Acrystalline Form I atorvastatin hydrate having an X-ray powder diffraction containing
the following 20 values measured using CuK, radiation: 11.9 and 220.

46.  Crystalline Form IV atorvastatin or a hydrate thereof having an X-ray powder diffraction
containing the 'follow‘mg 26 values measured using Culg,,__radiatiom 8.0 and at Jeast one value

selected from the proup consisting of 4.9, 5.4, 104, 12.4, 184, 19.2. 21.7, 230 and 24.1.

47. A crystalline Form I atorvastatin hydrate having an X-ray powder diffraction containing
the following 20 values measured using CuK,, radiation: 17.1,19.5, 21.6 and at least onc value

selected from the group consisting of 9.2, 10.3, 11.9, 12.2, 220,22.7.23.7,24.4, 28.9 and 29.2.

48.  Crystalline Form IV atorvastatin or a hydrate thereof having an X-ray powder diffraction
containing the following 20 values measured using CuK, radiation: 8.0 and 12.4,

49,  Crystalline Form IV atorvastatin or a hydrate thereof having an X-ray powder diffraction
containing the following 26 values measured using Cu&,_radiation: 8.0,9.7and 12.4.

50,  Crystalline Form IV atorvastatin or a hydrate thereof having an X-ray powder diffraction
containing the following 26 values measured using CuK,, radiation: 4.9.8.0.9.7 and at least one

value selected from the group consisting of 5.4, 5.9, 10.4,12.4, 17.7, 19.6 and 23.7.

51, Crystalline Form [V atorvastatin or 2 hydrate thereof having an X-ray powder diffraction

containing the following 26 values measured using CuK, radiation: 8.0.9.7, 19.6 and at least
one value selected from the group consisting of 4.9, 12.4 and 21.7.

11
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52, A crystalline Form | atorvastatin hydrate having an X-ray powder diffraction containing
the following 26 values measured using Cuﬂa__radiation: 9.2, 9.5, 10.3, 10.6 and 22.0.

53, A crystalline Form I atorvastatin hydrate having an X-ray powder diffraction containing
the following 26 values measured using CuKy radiation: 9.2, 9.3, 10.3,106 and 11.9.

54.  Acrystalline Form I atorvastatin hydrate having an X-ray powder diffmctio_n containing
the followinp 20 values measured using Cuﬁ___,z radjation: 9.2, 9.5, 10.3, 10.6,11.9, 21.6 and 22.0.

s5.  Acrystalline Form I atorvastatin hydrate having an X-ray powder diffraction containing
1he following 28 values measured using CuK, radiation: 9.2, 9.5,10.3,10.6.17.1, 19.5 and 21.6.

56.  Crystalline Form IJ atorvastatin ‘or a hydrate thereof having an X-rav powder diffraction
containing the following 26 values measured using CukK, radiation: 5.6, 8.5, 9.0, 12.4 (broad),
17.1-17.4 (broad) and 20.5.

57.  Crystalline Form I) atorvastatin or a hydrate thercof having an X-ray powder diffraction
containing the following 26 values measured using CukK, radiation: 5.6, 8.5, 9.0, 12.4 (broad)
and 17.1-17.4 (broad).

58,  Crystalline Form IV atorvastatin or a hvdrate thereof having an X-ray powder diffraction
containing the following 26 values measﬁred using CuK, radiation: 49 8.0.9.7 and 12.4.

39, Crystalline Form IV atorvastatin or a hydratc thereof having an X-ray powder diffraction

containing the following 26 values measured using CuK_(x radiation: 4.9, 8.0. 9.7, 12.4 and at

Jeast one value selected from the group consisting of 5.4, 5.9, 10.4, 17.7, 184, 19.2,19.6, 21.7,

23.0,237and 24.].
12
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60.  Crystalline Form IV atorvastatin or a hydrate thereof having an X-ray powder diffraction

containing the following 26 values measured using CuK, rédiation: 4.9,8.0,9.7.124 and 19.6.

61. A crysalline Form ] atorvastatin hydrate having an X-ray powder diffraction containing
the following 20 value measured using CuK, radiation: 11.9; and further characterized by solid

state °C nuclear magnetic resonance having the following chemical shift differences between the

Jowest ppm resonance and other resonances: 3.9.5.1.43.6,46.8,49.2 and 51.8.

62. A crystalling Form ] atorvastatin hydrate having an X-ray powder diffraction containing

the following 26 value measured using, CuKLradiation: 22.0; and further characterized by solid
state °C nuclear magnetic resonance having a chemical shift difference between the Jowest ppm

resonance and another resonance of 3.1,

63. A crystallie Form I atorvastatin hydrate having an X-ray powder diffraction containing
the following 20 value measured using CuK__[Jl radiation: 22.0; and further characierized by solid
state '3C puclear magnetic resonance having a chemical shift difference between the Jowest ppm

resonance and another resonance of 51.8.

64.  Acrystalline Form I atorvastatin hydrate having an X-ray powder diffraction containing
the following 26 value measured using Cqu_radiation: 22.0; and further characterized by solid

state "°C nuclear magnetic resonance having the following chemical shift differcnces between the

lowest ppm resonance and other resonances: 3.9, 5.1, 43.6,46.8,49.2 and 51.8,

13
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65. A gysfalline Form [ atorvastatin hydrate having an X—ray'gowder diffraction containing

the following 20 values measured using CuKg ' radiation: 9.2 and 11.9: and further characterized

'by solid state **C puclear magnetic resonance having the following chemical shift expressed in
parts per million; 182.8. '

66. A crystalline Form I atorvastatin hydrate having an X-rav powder diffraction containing
the following 26 values measured using CuKy radiation: 9.2 and 22.0; and further characterized

by solid state e puclear magnetic resonance havine the following chemical shift expressed in
parts per million: 182 8. '

67. A crystalline Form I atorvastatin hydrate having an X-ray powder diffraction containing
the following 26 value measured using CuK, radiation: 11.9; and further characterized by solid

state °C nuclear magnetic resonance having the following chemical shifts expressed in parts per
illion: 21.3.25.2.26.4.40.2, 41.9.47.4, 64.9. 68.]. 70.5,73.1,113.8,118.2, 120.9, 123.5,

m s Ll L)Ly

127.6,129.5.131.1, 134.9, 137.0, 159.3, 166.7 (broad), 178.4 and 182, 8.

E-E—RAA- LT

68. A crystalline Form I atorvastatin hvdrate having an X-ray powder diffraction containing
the following 20 value measured using CuKQ_ radiation: 22.0: and further characterized by solid
~ state °C nuclear magnetic resonance having the following chemical shifts expressed in parts per

127.6,129.5, 131.1, 134.9, 137.0. 159.3, 166.7 (broad), 1784 and 182.8.

& A crystalline Form ] atorvastatin hydrate having an X-ray powder diffraction containing

the following 28 values measured using CuK,, radiation: 11.9 and 22.0; and further characterized
by solid state 3¢ puclear magnetic resonance having the following chemical shifts expressed in
parts per million; 21.3, 25.2, 26.4, 40.2, 41,9, 47.4. 64.9, 68.1,70.5, 73.1, 113.8.118.2, 120.9,
123.5, 127.6. 129.5, 1311, 134.9, 137.0, 159.3, 166.7 (broad), 1784 and 182.8. ;

14
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