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Historical Control Data on Histological Findings in HsdRccHan™:WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 1: Study Identification

Age/ . . .

Nsutrl:i};r Nuir]?ber Recovery Data of Performance Study Type ](D;/i/sg Pifzt::it(/):g;:l)a- Body Welght:FDehvery @M Housing Diet Vehicle Il)ztg}:gt-
1 4| Juni-Juli 1998 gavage 6 5 150 (£20%) | 125 (£20%) Group Kliba 3433 Bi-distilled water IMA
2 | Juli-September 1998 gavage 6 5 150 (£20%) | 125 (+20%) Group Kliba 3433 Bi-distilled water VOO
3 4| February-April 1999 gavage 6 7 150 (£20%) | 125 (£20%) Group Kliba 3433 Bi-distilled water WEK
4 | March-April 1999 gavage 6 7 136 - 152 110 - 131 Group Kliba 3433 Bi-distilled water WEK
5 4| April-May 1999 gavage 6 7 135-151 111-134 Group Kliba 3433 Bi-distilled water KHE
6 May-June 1999 gavage 6 7 125 - 161 105 - 122 Group Kliba 3433 Bi-distilled water KHE
7 August-September 1999 gavage 6 7 132-179 104 - 134 Group Kliba 3433 Bi-distilled water KHE
8 August-September 1999 gavage 6 7 122 - 158 102 - 127 Group Kliba 3433 Bi-distilled water KHE
9 4| May-July 1998 gavage 6 7 135-172 108 - 143 Group Kliba 3433 Bi-distilled water KHE
10 | September-November 1998 gavage 6 7 129-176 122 - 147 Group Kliba 3433 Bi-distilled water KHE
11 ™ October-Novemder 1998 gavage 6 7 115- 144 94 - 127 Group Kliba 3433 Bi-distilled water WEK
12 | October-November 1998 gavage 6 7 119-142 97 -121 Group Kliba 3433 Bi-distilled water WEK
13 4| September-November 1998 gavage 6 7 130-172 113 - 130 Group Kliba 3433 Bi-distilled water WEK
14 ™ June-July 1999 gavage 6 7 150 (+20%) 125 (+20%) Group Kliba 3433 Bi-distilled water WEK
15 4| April-June 1999 gavage 6 7 150 (£20%) | 125 (£20%) Group Kliba 3433 Bi-distilled water KHE
16 October-November 1999 gavage 6 7 150 (£20%) 125 (+20%) Group Kliba 3433 Bi-distilled water WEK
17 May-June 1999 gavage 6 7 139 - 161 107 - 131 Group Kliba 3433 Polyethylene glycol (PEG) 300 KHE
18 | February-April 1999 gavage 6 7 124 - 136 116 - 125 Group Kliba 3433 PEG 300 KHE
19 May-June 1999 gavage 6 7 135-151 116 - 127 Group Kliba 3433 PEG 300 WEK
20 ™ December 1998-February gavage 6 7 135-156 117 -132 Group Kliba 3433 PEG 300 WEK

1999
21 August-September 1999 gavage 6 7 125-159 101 - 132 Group Kliba 3433 PEG 300 KHE
22 | April-June 1999 gavage 6 7 113 -145 104 - 131 Group Kliba 3433 PEG 300 KHE
23 4| August-October 1999 gavage 6 7 120 - 157 96 - 144 Group Kliba 3433 PEG 300 WEK
24 December 1999-January gavage 6 7 129 - 156 103 -133 Group Kliba 3433 PEG 300 KHE
2000
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Table 1: Study Identification. Con’t

Age/ . . .
Nsutrl:i};r Nuir]?ber Recovery Data of Performance Study Type Deli%/ery Pifzt::it(/):g;:l)a- Body Welght:FDehvery @M Housing Diet Vehicle Il)ztg}:gt-
(weeks)
25 November-December 1999 gavage 6 7 149 - 185 122 - 145 Group Kliba 3433 PEG 300 WEK
27 November 1999-January gavage 6 7 124 - 160 111-133 Group Kliba 3433 PEG 300 WEK
2000
28 April-May 1999 gavage 6 7 134 - 147 115-128 Group Kliba 3433 PEG 300 KHE
29 August-September 1998 gavage 6 7 126 - 172 109 - 135 Group Kliba 3433 PEG 300 WEK
30 February-March 1999 gavage 6 7 137 - 150 112 - 124 Group Kliba 3433 PEG 300 KHE
31 | April-May 1999 gavage 6 7 135-153 115-133 Group Kliba 3433 PEG 300 WEK
32 January-February 1999 gavage 6 7 179 - 196 118 - 129 Group Kliba 3433 PEG 300 KHE
33 | December 1998-January gavage 6 7 140 - 157 111-132 Group Kliba 3433 PEG 300 WIL
1999
34 4| September-November 1999 gavage 6 7 144 - 174 112 - 148 Group Kliba 3433 PEG 300 MIP
35 | February-April 1997 gavage 6 7 127 - 165 109 - 145 Group Kliba 343 Bi-distilled water WIL
36 4| October-November 1996 gavage 6 7 130-173 112 - 146 Group Kliba 343 PEG 400 WEK
37 December 1996-January gavage 6 7 132-173 127 - 145 Group Kliba 343 Bi-distilled water WIL
1997
38 June-July 1997 gavage 6 7 135-155 109 - 129 Group Kliba 343 PEG 400 WIL
39 | April-May 1997 gavage 6 7 133 - 151 109 - 131 Group Kliba 343 Bi-distilled water WEK
40 4| November-December 1996 gavage 6 7 127-172 110 - 146 Group Kliba 343 Bi-distilled water WEK




Historical Control Data on Histological Findings in HsdRccHan™:WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 1: Study Identification. Con't

Age/ . . .
Nit::i};r Nugl)ber Recovery Data of Performance Study Type Deligvery Pltrie;:tsit(/):(c(;:;;rzl)a— Body Welght:FDehvery @M Housing Diet Vehicle };2:;:;
(weeks)
41 4| April-May 1997 gavage 6 7 132-154 107 - 129 Group Kliba 343 0.6 % Carboxymethylcellulose IMA
(CMQ) in bi-distilled water
42 June-July 1997 gavage 6 7 133-159 107 - 130 Group Kliba 343 Sesame oil WEK
43 | March-April 1997 gavage 4 14 118 - 140 87-109 Group Kliba 343 Bi-distilled water WIL
44 4| February-April 1997 gavage 6 7 124 - 158 102 - 136 Group Kliba 343 Bi-distilled water WIL
45 July-August 1997 gavage 6 7 127 - 157 110-133 Group Kliba 343 Bi-distilled water HIC
46 April-June 1997 gavage 6 8 136 - 155 112 - 130 Group Kliba 343 0.5 % CMC in bi-distilled water WEK
47 June-July 1997 gavage 6 7 197-230 164 - 200 Group Kliba 343 Bi-distilled water HIC
48 March-April 1997 intravenous 7 7 171 -197 133 - 154 Group Kliba 343 | Physiological saline (0.9% NaCl) WIL
49 April-May 1997 gavage 6 7 137-153 106 - 130 Group Kliba 343 PEG 400 WEK
50 4| April-June 1997 gavage 6 7 133 - 154 110 - 128 Group Kliba 343 Bi-distilled water WEK
51 | April-June 1997 gavage 6 6 132-155 109 - 129 Group Kliba 343 Bi-distilled water WEK
52 4| December 1996-February gavage 6 7 135-176 103 - 143 Group Kliba 343 Bi-distilled water WIL
1997
53 | December 1996-January gavage 6 7 127 -176 98 - 130 Group Kliba 343 Bi-distilled water WIL
1997

54 4| May-June 1996 gavage 6 7 127 -170 111-142 Group Kliba 343 Bi-distilled water / PEG 400, 1: 1 WIL
55 | February-April 1996 gavage 6 7 149-173 120 - 148 Group Kliba 343 Bi-distilled water WIL
56 4| August-September 1996 gavage 6 7 113 -160 101 - 140 Group Kliba 343 Bi-distilled water WIL
57 | August-October 1996 gavage 6 7 125 - 181 98 - 129 Group Kliba 343 Bi-distilled water WIL
58 4| September-October 1996 gavage 6 7 121 - 157 111-142 Group Kliba 343 Corn oil WIL
59 | July-September 1995 gavage 6 7 136 - 246 117 - 134 Individually Kliba 343 Bi-distilled water WIL
60 4| August-October 1995 gavage 6 7 137-152 114 -126 Individually Kliba 343 Bi-distilled water WEK
61 July-August 1995 dermal 7 7 185-224 - Individually Kliba 343 No. 280225 WIL
62 June-July 1996 gavage 6 7 125 - 167 105 - 144 Groups Kliba 343 Corn oil WIL
63 ™ June-July 1996 gavage 6 7 195 - 228 151 -184 Groups Kliba 343 Corn oil WIL
64 January-March 1996 gavage 6 7 136 - 160 119 - 137 Individually Kliba 343 Bi-distilled water WEK
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Table 1: Study Identification. Con't

A X . .
Study b Recovery Data of Performance Study Type Delig\Zry PrfetesF/ Acclima- - Body Weight: Delivery (¢) M Housing Diet Vehicle Patl?o-
Number  Number tization (days) F logist
(weeks)
65 4| April-May 1996 gavage 6 7 150 - 176 106 - 127 Groups Kliba 343 Corn oil WEK
66 | May-June 1996 gavage 6 7 133-171 116 - 141 Groups Kliba 343 Bi-distilled water WEK
67 4| May-June 1996 gavage 6 7 139-174 115 - 147 Groups Kliba 343 PEG 400 WIL
68 | December1996-January 1997 gavage 6 7 126 - 172 99 - 145 Groups Kliba 343 Bi-distilled water WIL
69 October 2002 — November gavage 6 7 134-158 111-130 Groups Kliba 343 Corn oil KOD
2002
70 ™ February 2002 — April 2002 gavage 5 16 110 (£20%) | 100 (+20%) Groups NAFAG 8900 Bi-distilled water ABR
71 March — April 2000 feeding 5 6 110 (£20%) 95 (+£20%) Groups Kliba 3433 Vehicle = Diet WEK
72 ™ January — February 2002 gavage 6 6 150 (£20%) | 125 (+20%) Groups Kliba 3433 PEG 300 MIP
73 October — November 2002 inhalation 6-Oct 5 180 - 200 180 - 200 Groups Kliba 3433 NacCl, 0.9% (0.9% w/v sodium WEK
chloride solution)
74 May — June 2002 gavage 5 15 110 (£20%) 110 (+20%) Groups NAFAG 8900 | 0.5% CMC in 0.1% (w/v) aqueous | ABR
polysorbate 80
75 4| April — May 2002 gavage 6 7 150 (£20%) | 125 (+20%) Groups Kliba 3433 PEG 300 NED
76 ™ March — April 2002 gavage 6 7 150 (£20%) | 125 (+20%) Groups Kliba 3433 Bi-distilled water NED
77 December 2002 - January gavage 6 7 150 (£20%) | 125 (£20%) Groups Kliba 3433 Corn oil WEK
2003
78 July — August 2002 gavage 6 5 No males 125 (+£20%) Groups Kliba 3433 Group 01: CMC Group 02: KHE
Cremophor
79 Juni — Juli 2003 gavage 6 7 150 (£20%) | 125 (£20%) Groups Kliba 3433 Ultrapure water SPH
80 March — April 2002 inhalation [J:6-8Q: 14 180-200 180-200 Groups Kliba 3433 Air control WEK
8-10
81 4| July — August 2002 gavage 6 7 150 (£20%) | 125 (£20%) Groups Klba 3433 Hydroxyehtylcellulose zur JAG
Synthese 0,5%ig, Merck
S22341743
82 December 2002 - January gavage 6 7 150 (£20%) 125 (£20%) Groups Klba 3433 PEG 300 NED
2003
83 March - April 2002 gavage 6 7 150 (£20%) | 125 (+20%) Groups Klba 3433 PEG 300 NED
84 4| January - February 2002 gavage 6 7 150 (£20%) 125 (£20%) Groups Klba 3433 PEG 300 TOX




Historical Control Data on Histological Findings in HsdRccHan™:WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 1: Study Identification. Con't

Age/ . . .
- Body Weight: Del M o
Study b Recovery Data of Performance Study Type  Delivery PrfetesF/ Acclima A clivery (¢) Housing Diet Vehicle Patl?o
Number  Number (weeks) tization (days) F logist
85 4| October - November 2002 gavage 6 7 150 (£20%) | 125 (£20%) Groups Klba 3433 0.5% Methocel MC JAG
86 ™ July - August 2002 gavage 6 7 150 (£20%) | 125 (+20%) Groups Klba 3433 Methocel MC 0.25% in water WEK
87 4| January - February 2003 gavage 6 7 150 (£20%) | 125 (£20%) Groups Klba 3433 Bi-distilled water NED
88 ™ February - March 2002 gavage 6 6 150 (£20%) | 125 (£20%) Groups Kliba 3433 Corn oil PSC
89 July — August 2001 gavage 12 7 220 (£20%) | 250 (£20%) Groups Kliba 3433 | 4% Methocel E 15 with 2-3 drops | WEK
of Med Antifoam C/200ml
90 4| July - August 2002 gavage 6 7 150 (£20%) | 125 (£20%) Groups Kliba 3433 Bi-distilled water JAG
91 ™ October - November 2002 gavage 6 7 150 (£20%) 125 (£20%) Groups Kliba 3433 PEG 300 WEK
92 4| October - November 2002 gavage 6 7 150 (£20%) | 125 (£20%) Groups Kliba 3433 PEG 300 NED
93 ™ March - April 2002 intravenous 6 7 200 (£20%) | 150 (£20%) | Individually | Kliba 3433 Group 01: PBS buffer Group 02: NED
PC-Liposomes (B)
94 4| October - November 2002 gavage 6 7 150 (£20%) | 125 (£20%) Groups Kliba 3433 PEG 300 KOD
95 | September - Oktober 2002 gavage 6 7 150 (£20%) | 125 (+20%) Groups Kliba 3433 Bi-distilled water GKR
96 February - March 2002 gavage 6 7 150 (£20%) | 125 (20%) Groups Kliba 3433 PEG 300 GKR
97 August - September 2002 gavage 6 7 150 (£20%) 125 (+20%) Groups Kliba 3433 0.5% aqueous solution of CMC NED
98 August - September 2002 gavage 6 7 150 (£20%) | 125 (£20%) Groups Kliba 3433 1,2-propylene glycol NED
99 | March - April 2002 gavage 6 7 150 (£20%) | 125 (+20%) Groups Kliba 3433 PEG 300 GKR
100 4| April - May 2002 gavage 6 7 150 (£20%) | 125 (+20%) Groups Kliba 3433 PEG 300 NED
101 | July - August 2002 gavage 6 7 150 (£20%) | 125 (+20%) Groups Kliba 3433 PEG 300 JAG
102 4| April - May 2002 gavage 6 7 150 (£20%) | 125 (+20%) Groups Kliba 3433 PEG 300 ABR
103 ™ January - February 2002 gavage 6 7 125-158 112-132 Groups Kliba 3433 PEG 300 NED
(mean 142) (mean 121)
104 4| Feburary - March 2002 gavage 6 7 150 (£20%) | 125 (+20%) Groups Kliba 3433 PEG 300 HIC
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Table 1: Study Identification. Con't

Q:10-13

A, . . .
Study b Recovery Data of Performance Study Type Delig\Zry PrfetesF/ Acclima- - Body Weight: Delivery (¢) M Housing Diet Vehicle Patl?o-
Number  Number (weeks) tization (days) F logist
105 4| November-December 2002 gavage 6 7 150 (£20%) | 125 (£20%) Groups Kliba 3433 PEG 300 KOD
106 August - September 2002 gavage 6 7 150 (£20%) | 125 (+20%) Groups Kliba 3433 Tylose CB 30000P2 (in 0.5% MIP
aqueous solution)
107 4| October - November 2002 gavage 6 7 150 (£20%) | 125 (£20%) Groups Kliba 3433 Bi-distilled water AKR
108 January - February 2002 gavage 6 7 150 (£20%) | 125 (20%) Groups Kliba 3433 Bi-distilled water MIP
109 August - September 2002 gavage 6 7 150 (£20%) | 125 (£20%) Groups Kliba 3433 Bi-distilled water MIP
110 ™ January - February 2002 gavage 6 5 150 (£20%) | 125 (+20%) Groups Kliba 3433 Bi-distilled water GKR
111 4| Juni — Juli 2002 gavage 6 7 150 (£20%) | 125 (£20%) Groups Kliba 3433 Bi-distilled water MIP
112 ™ May — June 2002 gavage 5 13 110 (#20%) | 100 (£20%) Groups Kliba 3433 CMC 0.5% (w/v)/ polysorbate ABR
(TWEEN) 80 0.1% (w/v)
113 ™ January - February 2002 inhalation [J:6-8 @ 14 180-200 180-200 Groups Kliba 3433 Pharmatose 325 MESH 90% WEK
8-10
114 4| July - August 2002 gavage 6 7 150 (£20%) | 125 (£20%) Groups Kliba 3433 PEG 300 GKR
115 ™ April - May 2002 gavage 8 7 230 (£20%) | 170 (£20%) Groups Kliba 3433 Thixotrope LAN
116 4| December 2000 - January gavage 6 7 121-172 98 - 146 Groups Kliba 3433 Bi-distilled water WEK
2001
117 May 2001 - June 2002 dermal 6 7 91-128 89-118 Group Kliba 3433 1% LAS 33774 WEK
118 October - December 2001 gavage 6 7 119 -155 108 - 132 Group Kliba 3433 PEG 300 NED
119 September 2000 - August dermal 3:9 Q 7 193 - 209 176 - 214 Group Kliba 3433 FK117 GEL WEK
2001 114
120 4| November 2000 - Januar gavage 6 7 126 - 160 111-172 Groups Kliba 3433 Bi-distilled water WEK
121 | May- June 2000 gavage 6 6 115-161 94 - 134 Group Kliba 3433 Bi-distilled water WEK
122 M April- August 2001 inhalation 3:6-8 14 180 - 200 Group Kliba 3433 DEXBUD/HFA WEK
Q:10-12
123 June - August 2000 gavage 6 7 134 - 174 111-141 Group Kliba 3433 Bi-distilled water WEK
124 | January 1999-April 2001 inhalation d:8-11 5;14 179 - 241 179 - 211 Group Kliba 3433 HFA WEK
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Table 1: Study Identification. Con't

Age/

Nsutrl:i};r Nuir]?ber Recovery Data of Performance Study Type ](D;/Li:sg Pifzt::it(/):g;:l)a- Body Welght:FDehvery @M Housing Diet Vehicle Il)ztg}:gt-
125 April - May 2000 gavage 6 7 120 - 160 106 - 141 Group Kliba 3433 Bi-distilled water WEK
126 April - June 1999 gavage 5 6 111-134 93 -115 Group Kliba 3433 LAS 32928 WEK
127 4| October 2002 - July 2003 gavage 6 7 127 - 162 110 - 131 Group Kliba 3433 0,5% aqueous Methocel solution JAG
128 August - December 2001 inhalation 3:7-9 12 +20% of the maen Group Kliba 3433 1 dose group: riboflavin WEK
Q:10-12 weight formulation

129 June - August 2001 gavage 6 7 150 (+20%) 125 (+20%) Group Kliba 3433 peanut oil (desiccated) CMA
130 August - October 2001 gavage 6 7 132 - 157 114 - 131 Group Kliba 3433 PEG 300 KOD

Pathologist:

IMA: Dr. James M. Armstrong KHE: Dr. Katahrina Heider MIP: Dr. P. Millar

VOO: Dr. Ortwin Vogel WEK/TOX: Dr. Klaus Weber WILL:  Dr. Jeffrey Th. Wilson

NED: Dr. Dirk Nehrbass GKR: Dr. Georg Krinke SPH/PSC: Dr. Philippe Schatti

ABR: Dr. Annemarie Bréndli HIC: Dr. H.-J. Chevalier AKR: Dr. A. Krinke

JAG: Dr. Jordi Aluma LAN: Dr. Christian Landes



Table 2: Type and Number of the Non-Neoplastic Lesions of the Brain.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M

Brain

Numbers of rats examined 5

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M

Brain

Numbers of rats examined 5

Study identification 21 2 23 24 25 26 27 28 29 30
Sex M

Brain

Numbers of rats examined 5

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M

Brain

Numbers of rats examined 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M

Brain

Numbers of rats examined 0

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M

Brain

Numbers of rats examined 5

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M

Brain

Numbers of rats examined 0




Table 2: Type and Number of the Non-Neoplastic Lesions of the Brain. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 71 72 73 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F

Brain

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|M|F|[M|F|M|F|[M|F|M|F|M|F|M|F|M]|F

Brain

Numbers of rats examined 5 5 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F

Brain

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|[M|F|M|F|[M|F|M|F|M|F|M|F|M]|F

Brain

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Brain

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F[M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Brain

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 0 0 0




Table 3: Type and Number of the Non-Neoplastic Lesions of the Cerebellum

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Cerebellum

Numbers of rats examined 5 0 5

Hemorrhage 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Cerebellum

Numbers of rats examined 5 0 0

Hemorrhage 0 0 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M

Cerebellum

Numbers of rats examined 0 5 0

Hemorrhage 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Cerebellum

Numbers of rats examined 0 0 0

Hemorrhage ] 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Cerebellum

Numbers of rats examined 0 0 0

Hemorrhage 0 0 0

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M M M

Cerebellum

Numbers of rats examined 0 0 0

Hemorrhage 0 0 ]

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M

Cerebellum

Numbers of rats examined 0 0 0

Hemorrhage 0 0 0




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 3: Type and Number of the Non-Neoplastic Lesions of the Cerebellum. Con’t

Study identification 71 72 3 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F
Cerebellum

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0
Hemorrhage ofofofojojojojojofofofojojojojofjofo

Study identification 81 82 83 84 85 86 87 88 89 90
Sex MIFIM|F|M|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F
Cerebellum

Numbers of rats examined 0 0 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|(F|M|F|M|F|M|F|M|[F|[M|F|M|F|M|F|M|F
Cerebellum

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5
Hemorrhage ofofofojojojojojofofofjojojojojofjofo

Study identification 101 102 103 104 105 106 107 108 109 110
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|F|M|F|M|[F
Cerebellum

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0
Hemorrhage 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|FIM|F|M|F| M|F|M|[F|[M|F|M|F|M|F|M|F
Cerebellum

Numbers of rats examined 5 5 5 5 0 0 5 5 6 6 5 5 0 0 0 0 0 0
Hemorrhage ofofofojojojojojofofofojojojojofjofo

Study identification 121 122 123 124 125 126 127 128 129 130
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|F|M|F|M|[F
Cerebellum

Numbers of rats examined 0 0 0 0 5 5 0 0 0 0 0 0 5 5 0 0 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Table 4: Type and Number of the Non-Neoplastic Lesions of the Cerebrum

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Cerebrum

Numbers of rats examined 5 0 5

Hemorrhage 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Cerebrum

Numbers of rats examined 0 0 0

Hemorrhage 0 0 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M

Cerebrum

Numbers of rats examined 0 0 0

Hemorrhage 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Cerebrum

Numbers of rats examined 0 0 0

Hemorrhage ] 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Cerebrum

Numbers of rats examined 0 0 0

Hemorrhage 0 0 0




Table 4: Type and Number of the Non-Neoplastic Lesions of the Cerebrum. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 51 5 53 54 55 56 57 58 59 60
Sex M F M F M F M F M F M F M F M F M F

Cerebrum

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hemorrhage ofofofojojojojojofofofojojojojofjofo

Study identification 61 62 63 64 65 66 67 68 69 70
Sex MIFIM|F|M|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Cerebrum

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 71 72 73 74 75 76 77 78 79 80
Sex M|FIM|F|M|F|M|F|M|[F|[M|F|M|F|M|F|M|F

Cerebrum

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0
Hemorrhage ofofofojojojojojofofofojojojojofjofo

Study identification 81 82 83 84 85 86 87 88 89 90
Sex MIFIM|F|M|]F|M|F|M|[F|[M|F|M|]F|M|F|M|[F

Cerebrum

Numbers of rats examined 0 0 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|(F|M|F|M|F| M|F|M|[F|[M|F|M|F|M|F|M|F

Cerebrum

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5
Hemorrhage ofofof]o 1 ofojfojojojojofofofrojojojo




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 4: Type and Number of the Non-Neoplastic Lesions of the Cerebrum. Con’t

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F

Cerebrum

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0
Hemorrhage ofofofo]2 ofofojojojojofofofrojojojo

Study identification 111 112 113 114 115 116 117 118 119 120
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Cerebrum

Numbers of rats examined 5 5 5 5 0 0 5 5 6 6 5 5 0 0 0 0 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Cerebrum

Numbers of rats examined 5 5 0 0 5 5 0 0 0 0 0 0 5 5 0 0 0 0
Hemorrhage ofofofojojojojojofofofjojojojojofjofo




Table 5: Type and Number of the Non-Neoplastic Lesions of the Brain Stem

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M

Brain Stem

Numbers of rats examined 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M

Brain Stem

Numbers of rats examined 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M

Brain Stem

Numbers of rats examined 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M

Brain Stem

Numbers of rats examined 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M

Brain Stem

Numbers of rats examined 0

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M

Brain Stem

Numbers of rats examined 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M

Brain Stem

Numbers of rats examined 0




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 5: Type and Number of the Non-Neoplastic Lesions of the Brain Stem. Con’t

Study identification 71 72 73 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F

Brain Stem

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|M|F|[M|F|M|F|[M|F|M|F|M|F|M|F|M]|F

Brain Stem

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 5 5 5 5 5 5 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F

Brain Stem

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|IM|F|M|F|M|F|[M|F|M|F|M|F|M|F|M]|F

Brain Stem

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Brain Stem

Numbers of rats examined 5 5 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|[M|F|M|F|[M|[F|M|F|M|F|M|F|M]|F

Brain Stem

Numbers of rats examined 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Table 6: Type and Number of the Non-Neoplastic Lesions of the Pons.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Pons

Numbers of rats examined

Study identification

20

Sex

Pons

Numbers of rats examined

Study identification

30

Sex

Pons

Numbers of rats examined

Study identification

40

Sex

Pons

Numbers of rats examined

Study identification

50

Sex

Pons

Numbers of rats examined

Study identification

60

Sex

Pons

Numbers of rats examined

Study identification

70

Sex

Pons

Numbers of rats examined

20



Table 6: Type and Number of the Non-Neoplastic Lesions of the Pons. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 71 72 3 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F

Pons

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 81 82 83 84 85 86 87 88 89 90
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Pons

Numbers of rats examined 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F

Pons

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 101 102 103 104 105 106 107 108 109 110
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Pons

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Pons

Numbers of rats examined 0 0 0 0 0 0 0 0 6 6 5 5 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex MIFIM|F|M|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Pons

Numbers of rats examined 5 5 0 0 5 5 0 0 0 0 0 0 5 5 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 7: Type and Number of the Non-Neoplastic Lesions of the Medulla Oblongata

Study identification
Sex

Medulla oblongata

Numbers of rats examined

Study identification

20

Sex

Medulla oblongata

Numbers of rats examined

Study identification

30

Sex

Medulla oblongata

Numbers of rats examined

Study identification

40

Sex

Medulla oblongata

Numbers of rats examined

Study identification

50

Sex

Medulla oblongatz

Numbers of rats examined

Study identification

60

Sex

Medulla oblongata

Numbers of rats examined

Study identification

70

Sex

Medulla oblongata

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 7: Type and Number of the Non-Neoplastic Lesions of the Medulla Oblongata. Con’t

Study identification
Sex

71
M

F

72
M

B

3
M

B

74
M

B

75
M

B

76
M

B

77
M

B

78
M

B

79
M

B

80

B

Medulla oblongata

Numbers of rats examined

Study identification

90

Sex

Medulla oblongata

Numbers of rats examined

Study identification

100

Sex

Medulla oblongata

Numbers of rats examined

Study identification

110

Sex

Medulla oblongata

Numbers of rats examined

Study identification

120

Sex

Medulla oblongatz

Numbers of rats examined

Study identification

130

Sex

Medulla oblongata

Numbers of rats examined
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Table 8: Type and Number of the Non-Neoplastic Lesions of the Telencephalon.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M F F B B
Telencephalon

Numbers of rats examined 0 0 0 0 0
Gliosis 0 0 0 0 0
Hydrocephalus 0 0 0 0 0
Ventricular dilation 0 0 0 0 0
Study identification 11 12 13 14 15 16 17 18 19 20
Sex M F F F F
Telencephalon

Numbers of rats examined 5 0 0 0 0
Gliosis 0 0 0 0 0
Hydrocephalus 0 0 0 0 0
Ventricular dilation 0 0 0 0 0
Study identification 21 22 23 24 25 26 27 28 29 30
Sex M F F F F
Telencephalon

Numbers of rats examined 0 5 0 0 0
Gliosis 0 0 0 0 0
Hydrocephalus 0 0 0 0 0
Ventricular dilation 0 0 0 0 0
Study identification 31 32 33 34 35 36 37 38 39 40
Sex M F F F F
Telencephalon

Numbers of rats examined 0 0 0 0 0
Gliosis 0 0 0 0 0
Hydrocephalus 0 0 0 0 0
Ventricular dilation 0 0 0 0 0
Study identification 41 42 43 44 45 46 47 48 49 50
Sex M F F F F
Telencephalon

Numbers of rats examined 0 0 0 0 0
Gliosis 0 0 0 0 0
Hydrocephalus ] 0 0 0 ]
Ventricular dilation 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 8: Type and Number of the Non-Neoplastic Lesions of the Telencephalon. Con‘t

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M F M F M F M F M F M F M F M F M F 10
Telencephalon

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Gliosis ojJofofofjfojJjojofofofojojojJofofofo]o]oO 0
Hydrocephalus 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ventricular dilation ojJofofofjojJojyofofofojojojJofofofo]o]oO 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex M|F|M|F|M|F|M|F|[M|F|M|F|M|F|M|F|M]|F F
Telencephalon

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 5
Gliosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hydrocephalus ojJofofofjfojJojofofofojojJojJofofofo]oOo]oO 1
Ventricular dilation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 73 74 75 76 77 78 79 80
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F 10
Telencephalon

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Gliosis ojJofofofjfojJjojyofofofojojojJofofofo]o]oO 0
Hydrocephalus 0 0 ] 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ventricular dilation ojJofofofjojJojyofofofojojojJofofofo]oOo]oO 0
Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|M|F|[M|F|M|F|[M|F|M|F|M|F|M|F|M]|F F
Telencephalon

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Gliosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hydrocephalus ojJofofofjfojJojofjofofojojojJofofofo]oOo]oO 0
Ventricular dilation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F 10
Telencephalon

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Gliosis ojJofofofjfojJojofjofofojojJojJofofofo]oOo]oO 0
Hydrocephalus 0 0 0 0 0 0 ] 0 0 0 0 0 0 0 0 0 [ 0 ]
Ventricular dilation ojJofofofjojJojofjofofojojojJofofofo]oOo]oO 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 8: Type and Number of the Non-Neoplastic Lesions of the Telencephalon. Con‘t

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F 10
Telencephalon

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Gliosis ojJofofofjfojJjojofofofojojojJofofofo]o]oO 0
Hydrocephalus 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ventricular dilation ojJofofofjojJojyofofofojojojJofofofo]o]oO 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|[M|F|M|F|M|F|M|F|M]|F F
Telencephalon

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Gliosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hydrocephalus ojJofofofjfojJojofofofojojJojJofofofo]oOo]oO 0
Ventricular dilation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F 17
Telencephalon

Numbers of rats examined 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Gliosis ojJofofofjfojJjojyofofofojojojJofofofo]o]oO 0
Hydrocephalus 0 0 ] 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ventricular dilation 0 1 ojofofojojojojofofojojoJofofofo 0
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Table 9: Type and Number of the Non-Neoplastic Lesions of the Spinal Cord.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Spinal Cord

Numbers of rats examined

Study identification

20

Sex

Spinal Cord

Numbers of rats examined

Study identification

30

Sex

Spinal Cord

Numbers of rats examined

Study identification

40

Sex

Spinal Cord

Numbers of rats examined

Study identification

50

Sex

Spinal Cord

Numbers of rats examined

Study identification

60

Sex

Spinal Cord

Numbers of rats examined

Study identification

70

Sex

Spinal Cord

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 9: Type and Number of the Non-Neoplastic Lesions of the Spinal Cord. Con‘t

Study identification 71 72 73 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F

Spinal Cord

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|M|F|M]|F

Spinal Cord

Numbers of rats examined 5 5 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F

Spinal Cord

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|IM|F|M|F|M|F|[M|F|M|F|M|F|M|F|M]|F

Spinal Cord

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 5 5 0 0 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|M|F|M]|F

Spinal Cord

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Spinal Cord

Numbers of rats examined 5 5 5 5 5 5 0 0 0 0 0 0 5 5 0 0 0 0

28



Table 10: Type and Number of the Non-Neoplastic Lesions of the Optic Nerve.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Optic Nerve

Numbers of rats examined

Study identification

20

Sex

Optic Nerve

Numbers of rats examined

Study identification

30

Sex

Optic Nerve

Numbers of rats examined

Study identification

31

32

33

34

35

36

37

38

39

40

Sex

Optic Nerve

Numbers of rats examined

Study identification

50

Sex

Optic Nerve

Numbers of rats examined

Study identification

60

Sex

Optic Nerve

Numbers of rats examined

Study identification

70

Sex

Optic Nerve

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 10: Type and Number of the Non-Neoplastic Lesions of the Optic Nerve. Con‘t

Study identification
Sex

71
M F

72
M F

3
M F

74
M F

75
M F

76
M F

77
M F

78
M F

79
M F

80

Optic Nerve

Numbers of rats examined

Study identification

81

82

83

84

85

86

87

88

89

90

Sex

Optic Nerve

Numbers of rats examined

Study identification

100

Sex

Optic Nerve

Numbers of rats examined

Study identification

110

Sex

Optic Nerve

Numbers of rats examined

Study identification

120

Sex

Optic Nerve

Numbers of rats examined

Study identification

130

Sex

Optic Nerve

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 11: Type and Number of the Non-Neoplastic Lesions of the Sciatic Nerve.

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M F M F M F M F M F M F M F M F M B
Sciatic Nerve

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 0 0 0 0 5 5
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 0 1 0 2 0 ] 0 0 0 0 0 [ 0 0 0 0 ]
Neuronophagia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 11 12 13 14 15 16 17 18 1 20
Sex M|F|IM|F|M|F|M|FIM|F|[M|F|M|]F|M|[F|[M F
Sciatic Nerve

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 5
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 3 0 2 0 0 0 0 0 1 0 0 0 0 0 0 0 2
Neuronophagia ] 0 0 0 0 0 0 0 0 0 0 0 [ 0 [ 0 0 0
Study identification 21 22 23 24 25 26 27 28 2! 30
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|]F|M 10
Sciatic Nerve

Numbers of rats examined 0 0 5 5 5 5 0 0 0 0 5 5 0 0 0 0 0 0
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neuronophagia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 31 32 33 34 35 36 37 38 3 40
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|]F|M 10
Sciatic Nerve

Numbers of rats examined 5 5 0 0 5 5 5 5 5 5 5 5 0 0 0 0 5 0
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 0 ] 0 1 1 0 0 0 0 ] 0 0 0 0 0 0 0
Neuronophagia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 11: Type and Number of the Non-Neoplastic Lesions of the Sciatic Nerve. Con‘t

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M F M F M F M F M F M F M F M F M F 10
Sciatic Nerve

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 5
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neuronophagia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 51 52 53 54 55 56 57 58 59 60
Sex MIFIM|F|M]|]F|M|F|M|[F|M|F|M|]F|M|F|M|F F
Sciatic Nerve

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neuronophagia ] 0 0 0 0 0 0 0 0 0 0 0 [ 0 [ 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F 10
Sciatic Nerve

Numbers of rats examined 0 0 0 0 5 5 0 0 5 5 5 5 5 5 5 5 0 0 5
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neuronophagia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 3 74 75 76 77 78 79 80
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F 15
Sciatic Nerve

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 8
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Nerve fiber degeneration 0 0 ] 0 0 0 0 0 0 0 ] 0 0 0 0 0 0 0 0
Neuronophagia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 11: Type and Number of the Non-Neoplastic Lesions of the Sciatic Nerve. Con‘t

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F M F M F M F M F M F M F M F M F 10
Sciatic Nerve

Numbers of rats examined 5 5 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0 5
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 1 0 0 0 0 0 2 0 0 0 0 1 0 0 0 0 0 0
Neuronophagia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex MIFIM|F|M]|]F|M|F|M|[F|M|F|M|]F|M|F|M|F F
Sciatic Nerve

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5 5
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 2
Neuronophagia ] 0 0 0 0 0 1 1 0 0 0 0 [ 0 [ 0 0 0 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|FIM|F|M|F|M|F|M|F|[M|F|M|F|M|F|M|F 10
Sciatic Nerve

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0 5
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 0 1 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0
Neuronophagia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|FIM|F|M|F|M|F|M|F|[M|F|M|F|M|F|M|F 10
Sciatic Nerve

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0 5
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 0 ] 0 0 0 0 0 0 0 2 0 0 0 0 0 0 0 1
Neuronophagia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex MIFIM|F|M]|]F|M|F|M|[F|[M|F|M|F|M|F|M|[F F
Sciatic Nerve

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 0 0 0 0
Ectopic neurons 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nerve fiber degeneration 0 1 0 0 0 2 2 2 0 0 0 0 0 0 0 0 0 0 0
Neuronophagia 0 0 0 0 ] 0 0 0 0 0 0 0 0 0 0 0 ] 0 0
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Table 12: Type and Number of the Non-Neoplastic Lesions of the Eyes.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Eyes

Numbers of rats examined

Retinal rosettes

Hemorrhage

Mononuclear cell foci

Inflammation

Inflammation: sclera

Conjunctivitis

Keratitis

Retinal degener.

Iridocyclitis

Lenticular degener.
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Sex
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Numbers of rats examined

Retinal rosettes

Hemorrhage

Mononuclear cell foci

Inflammation

Inflammation: sclera

Conjunctivitis
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Retinal degener.
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Lenticular degener.
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Table 12: Type and Number of the Non-Neoplastic Lesions of the Eyes. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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F
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Numbers of rats examined

Retinal rosettes
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Inflammation

Inflammation: sclera

Conjunctivitis
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Lenticular degener.
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Sex
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Numbers of rats examined

Retinal rosettes
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Lenticular degener.
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Sex

Eyes

Numbers of rats examined

Retinal rosettes

Hemorrhage

Mononuclear cell foci

Inflammation

Inflammation: sclera

Conjunctivitis

Keratitis

Retinal degener.

Iridocyclitis

Lenticular degener.
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Table 12: Type and Number of the Non-Neoplastic Lesions of the Eyes. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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M

F
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Eyes

Numbers of rats examined

Retinal rosettes

Hemorrhage

Mononuclear cell foci

Inflammation

Inflammation: sclera

Conjunctivitis

Keratitis

Retinal degener.

Iridocyclitis

Lenticular degener.
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Numbers of rats examined
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Iridocyclitis

Lenticular degener.
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Numbers of rats examined
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Table 12: Type and Number of the Non-Neoplastic Lesions of the Eyes. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification

Sex

M

91

F

M
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M
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M
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F

M
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M
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M
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M
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F
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Eyes

Numbers of rats examined

Retinal rosettes

Hemorrhage

Mononuclear cell foci

Inflammation

Inflammation: sclera

Conjunctivitis

Keratitis

Retinal degener.

Iridocyclitis

Lenticular degener.
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Sex

Eyes

Numbers of rats examined

Retinal rosettes

Hemorrhage

Mononuclear cell foci
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Inflammation: sclera
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Retinal degener.
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Lenticular degener.
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Sex

Eyes

Numbers of rats examined

Retinal rosettes

Hemorrhage

Mononuclear cell foci

Inflammation

Inflammation: sclera
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Keratitis

Retinal degener.
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Lenticular degener.
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 12: Type and Number of the Non-Neoplastic Lesions of the Eyes. Con’t

Study identification 121 122 123 124 125 126 127 128 129
Sex M F M F M F M F M F M F M F M F M F

130

Eyes

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 5 5 0 0 0 0

Retinal rosettes

Hemorrhage

Mononuclear cell foci
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Inflammation: sclera

Conjunctivitis
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Retinal degener.
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 13: Type and Number of the Non-Neoplastic Lesions of the Harderian Glands

Study identification
Sex

Harderian Glands

Numbers of rats examined

Porphyrin deposition

Hemorrhage

Atrophy, azinar

Inflammation

Inflammatoy cells
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Numbers of rats examined
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Study identification
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Sex

Harderian Glands

Numbers of rats examined

Porphyrin deposition

Hemorrhage
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 13: Type and Number of the Non-Neoplastic Lesions of the Harderian Glands. Con’t

Study identification
Sex
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Numbers of rats examined

Porphyrin deposition

Hemorrhage
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Inflammatoy cells
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 13: Type and Number of the Non-Neoplastic Lesions of the Harderian Glands. Con’t

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F M F M F M F M F M F M F M F M F M 10
Harderian Glands

Numbers of rats examined 3 5 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0
Porphyrin deposition ol3fofojojJojofofojo]l3|4fofofjo]Jolo]oOo]foO 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
Atrophy, azinar olofofojojJojofofojojojJofofojo]Jojlo]ofo 0
Inflammation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inflammatoy cells olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10
Harderian Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Porphyrin deposition 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Atrophy, azinar olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Inflammation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inflammatoy cells ojlofofojojJojofofojojojJofofojo]Jolo]ofo 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F[M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F
Harderian Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Porphyrin deposition 0 0 ] 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 ]
Hemorrhage olofofojojJojofofojojojofofojo]Jolo]ofo 0
Atrophy, azinar 0 0 0 0 0 0 ] 0 0 0 0 0 0 0 0 0 0 0 0 0
Inflammation ojlofofojojJojofofojojojJofofojo]Jo]lo]ofo 0
Inflammatoy cells 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F[M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F
Harderian Glands

Numbers of rats examined 0 0 0 0 5 5 0 0 6 6 5 5 0 0 0 0 0 0 5 2
Porphyrin deposition 0 0 ] 0 0 0 0 0 0 0 4 3 0 0 0 0 0 0 0 0
Hemorrhage oJofofojojJojJofofofo 1 1 olofofo]o]o]|4 2
Atrophy, azinar 0 0 0 0 [ 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inflammation oJofofojojJojJofofofo 1 ojojJofofojo]o]3 1
Inflammatoy cells [ 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 ] 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10
Harderian Glands

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0
Porphyrin deposition olofsf2jojojofofojojojofofojojojlofofo 0
Hemorrhage 0 0 0 2 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0
Atrophy, azinar olofofojojJojofofojojojJofofojo]Jo]lo]oOfoO 0
Inflammation 0 0 0 2 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0
Inflammatoy cells olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 14: Type and Number of the Non-Neoplastic Lesions of the Exorbital Lacrimal Glands

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M F M F M F M F M F M F M F M F M F M F

Ex. Lacrimal Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Harderian alteration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 11 12 13 14 15 16 17 18 19 20

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Ex. Lacrimal Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Harderian alteration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 21 2 23 24 25 26 27 28 29 30

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Ex. Lacrimal Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Harderian alteration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 31 32 33 34 35 36 37 38 39 40

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M 13

Ex. Lacrimal Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 5 5 5 5 0 0 0 0 5 5 0 0
Harderian alteration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 41 42 43 44 45 46 47 48 49 50

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M B

Ex. Lacrimal Glands

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0

Harderian alteration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 14: Type and Number of the Non-Neoplastic Lesions of the Exorbital Lacrimal Glands.

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M F M F M F M F M F M F M F M F M F M 10
Ex. Lacrimal Glands

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Harderian alteration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F
Ex. Lacrimal Glands

Numbers of rats examined 0 0 0 0 5 5 0 0 5 5 5 5 5 5 5 5 0 0 0 0
Harderian alteration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 73 74 75 76 77 78 79 80
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10
Ex. Lacrimal Glands

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 8 8
Harderian alteration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0
Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|M|F[M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F
Ex. Lacrimal Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0
Harderian alteration 0 0 0 0 0 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10
Ex. Lacrimal Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Harderian alteration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 14: Type and Number of the Non-Neoplastic Lesions of the Exorbital Lacrimal Glands.

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F 10
Ex. Lacrimal Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Harderian alteration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|[M|F|M|F|M|F|M|F|M]|F F
Ex. Lacrimal Glands

Numbers of rats examined 0 0 0 0 5 5 0 0 6 6 0 0 0 0 0 0 0 0 0
Harderian alteration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F 10
Ex. Lacrimal Glands

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0
Harderian alteration 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0
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Table 15: Type and Number of the Non-Neoplastic Lesions of the Aorta.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex

Aorta

Numbers of rats examined

Study identification 11 12 13 14 15 16 17 18 19 20

Sex

Aorta

Numbers of rats examined

Study identification

30

Sex

Aorta

Numbers of rats examined

Study identification

40

Sex

Aorta

Numbers of rats examined

Study identification

50

Sex

Aorta

Numbers of rats examined

Study identification

60

Sex

Aorta

Numbers of rats examined

Study identification

63

67

70

Sex

Aorta

Numbers of rats examined
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Table 15: Type and Number of the Non-Neoplastic Lesions of the Aorta. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 71 72 3 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F

Aorta

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0

Study identification 81 82 83 84 85 86 87 88 89 90
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Aorta

Numbers of rats examined 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F

Aorta

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 101 102 103 104 105 106 107 108 109 110
Sex MIFIM|F|M]|]F|M|F|M|[F|[M|F|M|]F|M|F|M|[F

Aorta

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex MIFIM|F|M|]F|M|F|M|[F|[M|F|M|F|M|F|M|[F

Aorta

Numbers of rats examined 0 0 0 0 5 5 0 0 6 6 5 5 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F 15
Aorta

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 5 5 0 0 0 0
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Table 16: Type and Number of the Non-Neoplastic Lesions of the Heart.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Heart

Numbers of rats examined
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Table 16: Type and Number of the Non-Neoplastic Lesions of the Heart. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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Table 16: Type and Number of the Non-Neoplastic Lesions of the Heart. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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Table 16: Type and Number of the Non-Neoplastic Lesions of the Heart. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M F M F M F M F M F M F M F M F M F M 10
Heart

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5 5 5
Lymphangectasis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hemorrhage 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mast cell infiltr. olofofojojJojofofojojojJofofojo]Jojlo]ofo 0
Lympbhoid cell foci 0 0 2 0 2 1 3 0 0 0 0 0 0 0 0 0 0 0 0 1
Myofibrosis/necrosis olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Myocardial necrosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 [
Focal myocarditis olofofojojJojofofojojojJofofojo]Jolo]ofoO 0
Mononuclear foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 15
Heart

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0 5 5
Lymphangectasis 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mast cell infiltr. olofofofj3jojofofojojojJofofojo]Jo]lo]ofo 0
Lympbhoid cell foci 2 0 2 1 0 0 0 0 2 2 0 0 0 0 0 0 0 0 0 0
Myofibrosis/necrosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Myocardial necrosis ] 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Focal myocarditis olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Mononuclear foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 15
Heart

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0 5 5
Lymphangectasis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mast cell infiltr. olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Lympbhoid cell foci 0 0 0 0 0 0 0 0 0 0 2 0 0 0 0 0 0 0 3 0
Myofibrosis/necrosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Myocardial necrosis ] 0 0 0 0 0 0 0 0 0 1 0 0 0 ] 0 ] 0 2 1
Focal myocarditis 1 1 ] 0 0 0 0 0 0 0 0 0 ] 0 0 0 ] 0 0 0
Mononuclear foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F
Heart

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 0 0 0 0 0
Lymphangectasis 0 0 0 0 0 0 ] 0 0 0 0 0 0 0 0 0 0 0 0 0
Hemorrhage olofofojojJojofofojojojJofofojo]Jolo]ofo 0
Mast cell infiltr. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid cell foci ol3f[0fo0 1 ojojofofofjojojofofofojo]o]o 0
Myofibrosis/necrosis ] 0 ] 0 0 0 0 0 0 0 0 0 ] 0 ] 0 0 0 0 ]
Myocardial necrosis 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Focal myocarditis [ 0 ] 0 ] 0 0 0 [ 0 0 0 0 0 0 0 0 0 0 0
Mononuclear foci 0 0 1 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0
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Table 17: Type and Number of the Non-Neoplastic Lesions of the Nasopharyngeal Duct.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M M
Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0

Goblet cell prolif. 0 0 ] 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M M
Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0

Goblet cell prolif. 0 0 0 0

Study identification 21 2 23 24 25 26 27 28 29 30
Sex M M M M
Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0

Goblet cell prolif. 0 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M M
Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0

Goblet cell prolif. 0 0 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M M
Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0

Goblet cell prolif. 0 0 0 0

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M M M M
Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0

Goblet cell prolif. 0 0 0 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M M
Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0

Goblet cell prolif. 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 17: Type and Number of the Non-Neoplastic Lesions of the Nasopharyngeal Duct. Con’t

Study identification 71 72 3 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F M F

Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8 8
Goblet cell prolif. olofofojojJojofofojojojJofofojo]Jo]lo]ofo 0
Study identification 81 82 83 84 85 86 87 88 89 90

Sex M|F|M|F[M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F

Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0
Goblet cell prolif. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Goblet cell prolif. olofofojojJojofofojojojJofofojo]Jolo]ofo 0
Study identification 101 102 103 104 105 106 107 108 109 110

Sex M|F|M|F[M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F

Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Goblet cell prolif. olofofojojJojofofojojojJofofojo]Jo]lo]ofo 0
Study identification 111 112 113 114 115 116 117 118 119 120

Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F

Nasopharyngeal Duct.

Numbers of rats examined 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Goblet cell prolif. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Nasopharyngeal Duct.

Numbers of rats examined 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Goblet cell prolif. 0o 1 1 ofofofojojojojojofofofjojrojoy]o 0




Table 18: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Nasal Cavity

Numbers of rats examined

Study identification

20

Sex

Nasal Cavity

Numbers of rats examined

Study identification

30

Sex

Nasal Cavity

Numbers of rats examined

Study identification

40

Sex

Nasal Cavity

Numbers of rats examined

Study identification

50

Sex

Nasal Cavity

Numbers of rats examined

Study identification

60

Sex

Nasal Cavity

Numbers of rats examined

Study identification

70

Sex

Nasal Cavity

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 18: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity. Con’t

Study identification

Sex

71
M

F

72
M F

3
M

F

74
M

F

75
M

F

76
M

F

77
M

F

78
M

F

79
M

F

80

Nasal Cavity

Numbers of rats examined

Study identification

90

Sex

Nasal Cavity

Numbers of rats examined

Study identification

100

Sex

Nasal Cavity

Numbers of rats examined

Study identification

101

102

103

104

105

106

107

108

109

110

Sex

Nasal Cavity

Numbers of rats examined

Study identification

120

Sex

Nasal Cavity

Numbers of rats examined

Study identification

130

Sex

Nasal Cavity

Numbers of rats examined
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Table 19: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity, Level 1

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M

Nasal Cavity, Level 1

Numbers of rats examined 0 0

Goblet cell proliferation 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M

Nasal Cavity, Level 1

Numbers of rats examined 0 0

Goblet cell proliferation 0 0

Study identification 21 2 23 24 25 26 27 28 29 30
Sex M M

Nasal Cavity, Level 1

Numbers of rats examined 0 0

Goblet cell proliferation 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M

Nasal Cavity, Level 1

Numbers of rats examined 0 0

Goblet cell proliferation 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M

Nasal Cavity, Level 1

Numbers of rats examined 0 0

Goblet cell proliferation 0 0

55



Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 19: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity, Level 1. Con’t

Study identification 51 5 53 54 55 56 57 58 59 60
Sex M F M F M F M F M F M F M F M F M F M F

Nasal Cavity, Level 1

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70

Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F

Nasal Cavity, Level 1

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 73 74 75 76 77 78 79 80

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Nasal Cavity, Level 1

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8 8
Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 81 82 83 84 85 86 87 88 89 90

Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F

Nasal Cavity, Level 1

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0
Goblet cell proliferation 0 0 ] 0 0 0 ] 0 0 0 0 0 ] 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 19

Nasal Cavity, Level |

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 19: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity, Level 1. Con’t

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F M F

Nasal Cavity, Level 1

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 17

Nasal Cavity, Level 1

Numbers of rats examined 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Goblet cell proliferation 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130

Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F

Nasal Cavity, Level 1

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0

Goblet cell proliferation 0 0 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0




Table 20: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity, Level 2

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0

Goblet cell proliferation ] 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0

Goblet cell proliferation 0 0 0

Study identification 21 2 23 24 25 26 27 28 29 30
Sex M M M

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0

Goblet cell proliferation 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0

Goblet cell proliferation 0 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0

Goblet cell proliferation 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 20: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity, Level 2. Con’t

Study identification 51 59 53 54 55 56 57 58 59 60
Sex M F M F M F M F M F M F M F M F M F M F

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 13

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Goblet cell proliferation olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Study identification 71 72 73 74 75 76 77 78 79 80

Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8 8
Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3 1
Study identification 81 82 83 84 85 86 87 88 89 90

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0
Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100

Sex M|F|M|F[M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 20: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity, Level 2. Con’t

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F M B

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 [ 0
Study identification 111 112 113 114 115 116 117 118 119 120

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Nasal Cavity, Level 2

Numbers of rats examined 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Goblet cell proliferation olofofojojJojofofojojojofofojo]Jolo]ofo 0
Study identification 121 122 123 124 125 126 127 128 129 130

Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F

Nasal Cavity, Level 2

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0

Goblet cell proliferation 0 0 2 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0




Table 21: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity, Level 3

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 21: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity, Level 3. Con’t

Study identification 51 5 53 54 55 56 57 58 59 60
Sex M F M F M F M F M F M F M F M F M F M F

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70

Sex M|F|M|F[M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 73 74 75 76 77 78 79 80

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8 8
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 81 82 83 84 85 86 87 88 89 90

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M B

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100

Sex M|F|M|F[M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 21: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity, Level 3. Con’t

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F M B

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120

Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F

Nasal Cavity, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Nasal Cavity, Level 3

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0

Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Table 22: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity, Level 4

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Nasal Cavity, Level 4

Numbers of rats examined

Study identification

20

Sex

Nasal Cavity, Level 4

Numbers of rats examined

Study identification

30

Sex

Nasal Cavity, Level 4

Numbers of rats examined

Study identification

40

Sex

Nasal Cavity, Level 4

Numbers of rats examined

Study identification

50

Sex

Nasal Cavity, Level ¢

Numbers of rats examined

Study identification

53

57

60

Sex

Nasal Cavity, Level 4

Numbers of rats examined

Study identification

70

Sex

Nasal Cavity, Level 4

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 22: Type and Number of the Non-Neoplastic Lesions of the Nasal Cavity, Level 4. Con’t

Study identification 71 72 3 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F M F

Nasal Cavity, Level 4

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8 8
Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 19

Nasal Cavity, Level 4

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F[M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F

Nasal Cavity, Level 4

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Nasal Cavity, Level 4

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F

Nasal Cavity, Level 4

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 15

Nasal Cavity, Level 4

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0




Table 23: Type and Number of the Non-Neoplastic Lesions of the Larynx.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Larynx

Numbers of rats examined

Study identification

20

Sex

Larynx

Numbers of rats examined

Study identification

30

Sex

Larynx

Numbers of rats examined

Study identification

40

Sex

Larynx

Numbers of rats examined

Study identification

50

Sex

Larynx

Numbers of rats examined

Study identification

60

Sex

Larynx

Numbers of rats examined

Study identification

70

Sex

Larynx

Numbers of rats examined
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Table 23: Type and Number of the Non-Neoplastic Lesions of the Larynx. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

71
M F

72
M F

3
M F

74
M F

75
M F

76
M F

77
M F

78
M F

79
M F

80

Larynx

Numbers of rats examined

Study identification

90

Sex

Larynx

Numbers of rats examined

Study identification

100

Sex

Larynx

Numbers of rats examined

Study identification

110

Sex

Larynx

Numbers of rats examined

Study identification

120

Sex

Larynx

Numbers of rats examined

Study identification

130

Sex

Larynx

Numbers of rats examined
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Table 24: Type and Number of the Non-Neoplastic Lesions of the Larynx, Level 2

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Larynx, Level 2

Numbers of rats examined

Study identification

20

Sex

Larynx, Level 2

Numbers of rats examined

Study identification

30

Sex

Larynx, Level 2

Numbers of rats examined

Study identification

40

Sex

Larynx, Level 2

Numbers of rats examined

Study identification

50

Sex

Larynx, Level 2

Numbers of rats examined

Study identification

60

Sex

Larynx, Level 2

Numbers of rats examined

Study identification

70

Sex

Larynx, Level 2

Numbers of rats examined
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Table 24: Type and Number of the Non-Neoplastic Lesions of the Larynx, Level 2. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

71
M

F

72
M

B

3
M

B

74
M

B

75
M

B

76
M

B

77
M

B

78
M

B

79
M

B

80

Larynx, Level 2

Numbers of rats examined

Study identification

90

Sex

Larynx, Level 2

Numbers of rats examined

Study identification

100

Sex

Larynx, Level 2

Numbers of rats examined

Study identification

110

Sex

Larynx, Level 2

Numbers of rats examined

Study identification

120

Sex

Larynx, Level 2

Numbers of rats examined

Study identification

130

Sex

Larynx, Level 2

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 25: Type and Number of the Non-Neoplastic Lesions of the Larynx, Level 3

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Larynx, Level 3

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Larynx, Level 3

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M

Larynx, Level 3

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Larynx, Level 3

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Larynx, Level 3

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0
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Table 25: Type and Number of the Non-Neoplastic Lesions of the Larynx, Level 3. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 51 5 53 54 55 56 57 58 59 60
Sex M F M F M F M F M F M F M F M F M F

Larynx, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Larynx, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 71 72 73 74 75 76 77 78 79 80
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Larynx, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 81 82 83 84 85 86 87 88 89 90
Sex MIFIM|F|M|]F|M|F|M|[F|[M|F|M|F|M|F|M|[F

Larynx, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Larynx, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Table 25: Type and Number of the Non-Neoplastic Lesions of the Larynx, Level 3. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F

Larynx, Level 3

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex MIFIM|F|M|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Larynx, Level 3

Numbers of rats examined 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Larynx, Level 3

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 26: Type and Number of the Non-Neoplastic Lesions of the Larynx, Level 6

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Larynx, Level 6

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Larynx, Level 6

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M

Larynx, Level 6

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Larynx, Level 6

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Larynx, Level 6

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 51 B2 53 54 55 56 57 58 59 60
Sex M M M

Larynx, Level 6

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M

Larynx, Level 6

Numbers of rats examined 0 0 0

Mononuclear cell foci 0 0 0
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Table 26: Type and Number of the Non-Neoplastic Lesions of the Larynx, Level 6. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 71 72 3 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F

Larynx, Level 6

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 81 82 83 84 85 86 87 88 89 90
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Larynx, Level 6

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Larynx, Level 6

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 101 102 103 104 105 106 107 108 109 110
Sex MIFIM|F|M|]F|M|F|M|[F|[M|F|M|]F|M|F|M|[F

Larynx, Level 6

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Larynx, Level 6

Numbers of rats examined 0 0 0 0 5 4 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex MIFIM|F|M|F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Larynx, Level 6

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

74



Table 27: Type and Number of the Non-Neoplastic Lesions of the Trachea.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Trachea

Numbers of rats examined

Glandular dilation

Mineralization

Hyaline inclusions

Mononuclear cell foci

Gland. Hypertrophy

Fibrosis

Inclusion: Cytoplasm.
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Study identification
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Sex

Trachea

Numbers of rats examined

Glandular dilation

Mineralization

Hyaline inclusions

Mononuclear cell foci

Gland. Hypertrophy

Fibrosis

Inclusion: Cytoplasm.
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Sex

Trachea

Numbers of rats examined

Glandular dilation

Mineralization

Hyaline inclusions

Mononuclear cell foci

Gland. Hypertrophy

Fibrosis

Inclusion: Cytoplasm.
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 27: Type and Number of the Non-Neoplastic Lesions of the Trachea. Con‘t

Study identification
Sex

41
M

4

43

44

45

46

47

48

49

50

Trachea

Numbers of rats examined

Glandular dilation

Mineralization

Hyaline inclusions

Mononuclear cell foci

Gland. Hypertrophy

Fibrosis

Inclusion: Cytoplasm.
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Sex

Trachea

Numbers of rats examined

Glandular dilation

Mineralization

Hyaline inclusions

Mononuclear cell foci

Gland. Hypertrophy

Fibrosis

Inclusion: Cytoplasm.
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Study identification
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Sex

Trachea

Numbers of rats examined

Glandular dilation

Mineralization

Hyaline inclusions

Mononuclear cell foci

Gland. Hypertrophy

Fibrosis

Inclusion: Cytoplasm.
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Sex

Trachea

Numbers of rats examined

Glandular dilation

Mineralization

Hyaline inclusions

Mononuclear cell foci

Gland. Hypertrophy

Fibrosis

Inclusion: Cytoplasm.
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 27: Type and Number of the Non-Neoplastic Lesions of the Trachea. Con‘t

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F M F M F M F M F M F M F M F M F M 10
Trachea

Numbers of rats examined 5 5 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0 5 5
Glandular dilation 1 21010(f0fo0 1 3131422 1 310100 fo0]2 2
Mineralization 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hyaline inclusions olofofojojJo4f3fofjojojJofofojo]Jo]Jo]oOofoO 0
Mononuclear cell foci 1 0 0 0 0 0 0 3 2 2 2 1 0 0 0 0 0 0 0 0
Gland. Hypertrophy olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Fibrosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inclusion: Cytoplasm. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|[M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F
Trachea

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5 5 5
Glandular dilation 3 212122 1 olofofojojJojofofofo]o]o]2 0
Mineralization 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hyaline inclusions olofofojojJo4f3fofjojJojJofofojo]Jo]lo]oOo]foO 0
Mononuclear cell foci 3 4 0 1 1 2 5 3 0 0 0 0 0 0 0 0 0 0 3 1
Gland. Hypertrophy olofofojojJojofofojojojJofofojo]Jo]Jo]oOofoO 0
Fibrosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inclusion: Cytoplasm. olofofojojJojofofojojojJofofojo]Jo]Jo]oOfoO 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F
Trachea

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0 5 5
Glandular dilation 3 2 0 0 4 1 0 0 1 3 0 0 0 0 0 0 0 0 0 0
Mineralization olofofojojJojofofojojojJofofojo]Jo]Jo]oOofoO 0
Hyaline inclusions 0 0 0 0 0 0 0 0 4 2 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 1 0 1 0 3 3 0 0 3 4 0 0 0 0 0 0 0 0 0 0
Gland. Hypertrophy 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0
Fibrosis olofofojojJojofofojojojJofofojo]Jo]lo]ofoO 0
Inclusion: Cytoplasm. ] 0 0 0 0 0 0 0 [ 0 ] 0 0 0 0 0 0 0 ] ]
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 15
Trachea

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0 5 5
Glandular dilation ofofofofjojojofjofofojs3jojofofofojojol]s3 3
Mineralization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hyaline inclusions olofofojojJojofofojojojJofofojo]Jo]lo]ofo 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 3 2 0 0 0 0 0 0 4 4
Gland. Hypertrophy olofofojojJojofofojojojJofofojo]Jolo]oOofoO 0
Fibrosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inclusion: Cytoplasm. ojlofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 27 Type and Number of the Non-Neoplastic Lesions of the Trachea. Con‘t

Study identification
Sex

M

121

F

M

122

B

M

123

B

M

124

B

M

125

B

M

126

B

M

127

B

M

128

B

M

129

B

130

Trachea

Numbers of rats examined

Glandular dilation

Mineralization

Hyaline inclusions

Mononuclear cell foci

Gland. Hypertrophy

Fibrosis

Inclusion: Cytoplasm.
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Table 28: Type and Number of the Non-Neoplastic Lesions of the Lungs.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Lungs

Numbers of rats examined

Osseous metaplasia

Vascular mineralization

Atelectasis

Emphysema acute

Congestion

Hemorrhage

Alveolar crystalls

Alveolar histiocytosis

Mononuclear cell foci

Perivascular cuffing

Inflammatory cell foci

Alveolitis

Inter. Inflammation

Infilt. Lymphocytic

Perivasculitis

Pleural fibrosis

Lymphoid hyperplasia

Lympbhoid foci

Perivasc. Infilt.
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Table 28: Type and Number of the Non-Neoplastic Lesions of the Lungs. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

M

21

F

M
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F

M
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F

M
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F

M
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B

M
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B

M
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B

M
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M

29

B
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Lungs

Numbers of rats examined

Osseous metaplasia

Vascular mineralization

Atelectasis

Emphysema acute

Congestion

Hemorrhage

Alveolar crystalls

Alveolar histiocytosis

Mononuclear cell foci

Perivascular cuffing

Inflammatory cell foci

Alveolitis

Inter. Inflammation

Infilt. Lymphocytic

Perivasculitis

Pleural fibrosis

Lymphoid hyperplasia

Lympbhoid foci

Perivasc. Infilt.
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Numbers of rats examined
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Table 28: Type and Number of the Non-Neoplastic Lesions of the Lungs. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

M

41

F

M

4

F

M

43

F

M

44

F

M

45

B

M

46

B

M

47

B

M

48

B

M

49

B

50

Lungs
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Table 28: Type and Number of the Non-Neoplastic Lesions of the Lungs. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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M
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B
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B
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M

B
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B

70

Lungs

Numbers of rats examined

Osseous metaplasia

Vascular mineralization

Atelectasis

Emphysema acute

Congestion

Hemorrhage

Alveolar crystalls

Alveolar histiocytosis

Mononuclear cell foci

Perivascular cuffing

Inflammatory cell foci

Alveolitis

Inter. Inflammation

Infilt. Lymphocytic

Perivasculitis

Pleural fibrosis

Lymphoid hyperplasia

Lympbhoid foci

Perivasc. Infilt.

=1 ESY B NELEI RS ES) B BS) ST RS RS RS NS RS RS RS RS

=3 =Y RSY BT RSY RS RSY S RS RS NS IS RSY RS NS S S RS RS

=1 S B NLELEL RS S B BS) B B RSl B RS RS RS RS RS

=1 =Y RSY BT RSY BSY RSY S S RS NS IS RSY RS NS S S RS BSY

SN EEEE R EEE R EEEEENE

=3 =Y RSY BT RSY BS) RS) N Y RS NS S RSY RS S S B Y SIS

=1 ESY B NI RS ES) B B) BS) RS RS RS NS NS RS RS RS

=1 =Y RSY BT RSY BSY RSY S RS RS NS IS SY RS NS S S RS S

=1 ESY ESYESTEST EST RS RS B BS) NS NS BS) RS NS NS RS BSY RS

=3 =Y RSY BT RSY RS RSY S RS RS NS IS RSY RS NS S S RS RS

=1 ESY EYESI RS EST BST A=) B BS) NS NS NS) RS NS NS RS R RS

=1 =Y RSY BT RSY RS RSY S S RS NS I RSY S NS S S B Y

=1 ES EYESI RS EST ES) BT BT BS) S NS RS) RS NS NS RS NS RS

=Y =Y RSY BT RSY RS RSY S S RS NS IS RSY RS NS S RS RS Y

SN E R EEEEEE R EEEEE IR

=3 =Y ST BT RSY BSY RS) S S RS NS IS SY RS NS (S S B Y

=1 ES BN RS EST ES) A=) BT BS) IS NS RS RS NS NS RS NS RS

=3 =Y RSY BT RSY RS RS) S S RS NS IS RSY RS NS S S RS S

=1 ESY B RS RS EST BS) A=) I BS) IS NS RS) RS R NS RS NS RS

=1 ESY ESYESTEST EST BST A=) I BS) S NS RS) RS NS 1S RS NS RS

Study identification

80

Sex

Lungs

Numbers of rats examined

Osseous metaplasia

Vascular mineralization

Atelectasis

Emphysema acute

Congestion

Hemorrhage

Alveolar crystalls

Alveolar histiocytosis

Mononuclear cell foci

Perivascular cuffing

Inflammatory cell foci

R EEE R E R

o|lo|w|w|lolo| o~ ~

Alveolitis

Inter. Inflammation

Infilt. Lymphocytic

Perivasculitis

Pleural fibrosis

Lymphoid hyperplasia

Lympbhoid foci

Perivasc. Infilt.

SRS ESY B ES) ES) BS) B=) ST RS B B RS RS RS RS NS RS NS

=1 BT BT BT RSY BSY RSY BSY BESY RSY NS S RS S RS S S) ) Y

SRS B N I RS EE) BST ES) B i RS RS RS RS NS RS NS

=1 BT RSY BT RSY BSY RSY Y BESY RSY NS S RS S RS S S ) Y

ool oo

=1 BT RSY BT RSY BSY RSY S BESY RSY NS S RS SY RS S S ) Y

SRS B N RS EE) BS) ES) B B RS RS RS RS NS RS NS

=1 BT BT BT RSY BSY RSY Y BESY RSY BSY S RS S RS S S ) Y

SRS B E L RS EE) B B B=) ST RS RS RS RS NS RS NS

=1 R=1 RSY BT RSY BSY RSY Y BESY RSY NS S RS S RS S S ) RS

SRS ESY B EE) ES) BS) ST RS B B RS RS RS RS RS RS NS

=1 BT RSY BT RSY BSY RSY BSY BESY RSY NS S RS S RS S S ) RS

SRS B NI RS EE) ST ES) B B RS RS RS RS NS RS NS

olo|o|elcocle] oo

SRS B N E L RS S B ES) B=) ST RS RS RS RS NS RS NS

=1 BT RSY BT RSY BSY RSY BSY BESY RSY NS S RS S S S S ) RS

SRS ESY BRI ST ES) BS) ST B B B RS RS RS RS NS RS S

=1 BT BSY BT RSY BSY RSY BSY B RSY NS S RS NS RS S S ) RS

(=1 E=1 RS RS RSY BS) BS) RS

(=1 E=1 RS RS RSY RS RS) e

82



Table 28: Type and Number of the Non-Neoplastic Lesions of the Lungs. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

81
M

F

82
M

F

83
M

F

84
M

F

85
M

B

M

86

B

M

87

B

88
M

B

M

89

B

90

Lungs

Numbers of rats examined

Osseous metaplasia

Vascular mineralization

Atelectasis

Emphysema acute

Congestion

Hemorrhage

Alveolar crystalls

Alveolar histiocytosis

Mononuclear cell foci

Perivascular cuffing

Inflammatory cell foci

Alveolitis

Inter. Inflammation

Infilt. Lymphocytic

Perivasculitis

Pleural fibrosis

Lymphoid hyperplasia

Lympbhoid foci

Perivasc. Infilt.

SRS I EI R EEEEE R EEEEEE R

SIEEEEEEEEEEREEEEEEE

=1 S B NLELEL RS S B BS) B B RSl B RS RS RS RS RS

=1 =Y RSY BT RSY BSY RSY S S RS NS IS RSY RS NS S S RS BSY

=1 ES B L L ES) BS) B BS) B ST RS RS RS RS RS NS RS

=3 =Y RSY BT RSY RS RSY S S RS NS IS SY RS NS S RS RS S

SIS S EE R EEEEEE EE E R E R

SN EEEEEEE RN EEEEE RS

=1 ES B NELEL RS RS B B I I RS RS RS RS RS RS RS

=3 =Y RSY BT RSY RS RS) S S RS NS NS SY S NS S oY RS

SIS EEEEEEEEEEEEEENE

=1 =Y RSY BT RSY BSY RSY S S RS NS INSY SY RS NS S S NN Sy

=1 ESY ESYESTEST RS RS BS) B BS) NS IR RS) RS NS 1S RS BN RSY

SN EEEEEEEEREEEEENE

SN E R EEEEE R EEEEEEE

=3 =Y RSY BT RSY RS RSY S RS RS NS IENY IRSY S (NS (RS S ST BSY

=1 ES BN RS EST ES) A=) BT BS) IS NS RS RS NS NS RS NS RS

=3 =Y RSY BT RSY RS RS) S S RS NS IS RSY RS NS S S RS S

SIS E R EEEEE R EEEEEE R

SRS S EI R EEEEE NN EEEEEE R

Study identification

100

Sex

Lungs

Numbers of rats examined

Osseous metaplasia

Vascular mineralization

Atelectasis

Emphysema acute

Congestion

Hemorrhage

Alveolar crystalls

ol —|~

Alveolar histiocytosis

Mononuclear cell foci

Perivascular cuffing

Inflammatory cell foci

Alveolitis

Inter. Inflammation

Perivasculitis

Microgranuloma

Pleural fibrosis

Lymphoid hyperplasia

Lympbhoid foci

Perivasc. Infilt.

SN EEEEEEEENEEE EE N E

SIEEEE R EEEEEREEEEEEE

SIEIEEEEEEEE RN EEEEE RN

olo|o|e|eleocleleoo s oo —]| e

S S N E E E E E R

SR E R EEEEE R E R EEEEEE

SR EEEEEEE RN EEEE R EE

SR EEEE R EEE R EEEEEE

ool oo

olo|o|elc|eolcleleooe| oo

SRS ESY BV EE) ES) BS) B =) RS RS IS RS RS RS NS RS S

ool oo

SRS B N RS EE) B RS BS BS) IRS) RS RS RS RS RS S

olo|o|elcolcleeooe| oo

ool oo

olo|o|eo|c|eolcleeooe| oo

SRS ESY BV ST ES) BS) B RS B RS IS RS RS RS NS RS S

olo|o|elc|eocleoooe| oo

SRR EEEEEEENEEE EE R E

SR EEEEEEEE R EEEEEE N E

83



Table 28: Type and Number of the Non-Neoplastic Lesions of the Lungs. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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Table 28: Type and Number of the Non-Neoplastic Lesions of the Lungs. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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M
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Table 29: Type and Number of the Non-Neoplastic Lesions of the Main Bronchi*.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Main Bronchi

Numbers of rats examined

*single Study only

Study identification

20

Sex

Main Bronchi

Numbers of rats examined

*single Study only

Study identification

30

Sex

Main Bronchi

Numbers of rats examined

*single Study only

Study identification

40

Sex

Main Bronchi

Numbers of rats examined

*single Study only

Study identification

50

Sex

Main Bronch

Numbers of rats examined

*single Study only

Study identification

60

Sex

Main Bronchi

Numbers of rats examined

*single Study only

Study identification

70

Sex

Main Bronchi

Numbers of rats examined

*single Study only

86



Table 29: Type and Number of the Non-Neoplastic Lesions of the Main Bronchi*. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

71
M F

72
M F

3
M F

74
M F

75
M F

76
M F

77
M F

78
M F

79
M F

80

Main Bronchi

Numbers of rats examined

*single Study only

Study identification

90

Sex

Main Bronchi

Numbers of rats examined

*single Study only

Study identification

100

Sex

Main Bronchi

Numbers of rats examined

*single Study only

Study identification

110

Sex

Main Bronchi

Numbers of rats examined

*single Study only

Study identification

120

Sex

Main Bronch

Numbers of rats examined

*single Study only

Study identification

130

Sex

Main Bronchi

Numbers of rats examined

*single Study only
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 30: Type and Number of the Non-Neoplastic Lesions of the Pituitary Gland.

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M M

Pituitary gland

Numbers of rats examined 0 0 0 0

Cysts 0 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M M

Pituitary gland

Numbers of rats examined 0 0 0 0

Cysts 0 0 0 0

Study identification 21 2 23 24 25 26 27 28 29 30
Sex M M M M

Pituitary gland

Numbers of rats examined 0 0 0 0

Cysts 0 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M M

Pituitary gland

Numbers of rats examined 0 5 5 5

Cysts 0 0 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M M

Pituitary gland

Numbers of rats examined 5 0 0 0

Cysts 0 0 0 0

Study identification 51 5 53 54 55 56 57 58 59 60
Sex M M M M

Pituitary gland

Numbers of rats examined 5 5 5 5

Cysts 0 0 0 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M M

Pituitary gland

Numbers of rats examined 0 5 5 0

Cysts 0 0 0 0
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Table 30: Type and Number of the Non-Neoplastic Lesions of the Pituitary Gland. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 71 72 73 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F

Pituitary gland

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Cysts ojJofofofjfojJjojofofofojojojJofofofo]o]oO

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|IM|F|[M|F|M|F|[M|F|M|F|M|F|M|F|M]|F

Pituitary gland

Numbers of rats examined 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0

Cysts 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Pituitary gland

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Cysts ojJofofofjfojJojofofofojojojJofofofo]oOo]oO

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|[M|F|M|F|[M|[F|M|F|M|F|M|F|M]|F

Pituitary gland

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Cysts ojJofofofjfojJojyofofofojojojJofofofo]o]oO

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|[M|F|M|F|[M|[F|M|F|M|F|M|F|M]|F

Pituitary gland

Numbers of rats examined 0 0 0 0 5 5 0 0 6 6 5 5 0 0 0 0 0 0

Cysts 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Cystic Rathke's cleft ojJofofofjfojJojyofofofojo]3jofofofo]o]oO

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|[M|F|M|F|M|F|M|F|M]|F

Pituitary gland

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 0 0 5 5 0 0 0 0

Cysts 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0

Cystic Rathke's cleft ojJofofofjojJojyofofofojojojJofofofo]o]oO
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 31: Type and Number of the Non-Neoplastic Lesions of the Adrenal Glands.

Study identification
Sex

Adrenal Glands

Numbers of rats examined

Extra Adrenal Tissue

Congestion

Vacuolation

Mononuclear cell foci
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 31: Type and Number of the Non-Neoplastic Lesions of the Adrenal Glands. Con‘t

Study identification
Sex

41
M

F

4
M

F

43
M

F

44
M

F

45
M

B

46
M

B

47
M

B

48
M

B

49
M F

50

Adrenal Glands

Numbers of rats examined

Extra Adrenal Tissue

Congestion

Vacuolation

Mononuclear cell foci
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Sex
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Numbers of rats examined
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62

63

64

65
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67

68

69

70

Sex

Adrenal Glands

Numbers of rats examined

Extra Adrenal Tissue

Congestion

Vacuolation

Mononuclear cell foci
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Study identification

80

Sex

Adrenal Glands

Numbers of rats examined

Extra Adrenal Tissue

Congestion

Vacuolation

Mononuclear cell foci
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 31: Type and Number of the Non-Neoplastic Lesions of the Adrenal Glands. Con‘t

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F M F M F M F M F M F M F M F M F M 10
Adrenal Glands

Numbers of rats examined 5 5 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0 5 5
Extra Adrenal Tissue olofofojojJojofofojojojJofofojo]Jolo]ofo 0
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Vacuolation olofofofjojJojofofofojo]Jo]oOo]|o|fs 1 [ I 0] 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10
Adrenal Glands

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5 5 5
Extra Adrenal Tissue olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Vacuolation olofofojojJojofofojojojJofofojo]Jo]lo]oOofo 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 15
Adrenal Glands

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0 5 5
Extra Adrenal Tissue oJojofojojJolofo]o 1 oJojofojojJoJof|o]o 0
Congestion olofofojojojofofojojojofofojojojlofof]o 0
'Vacuolation 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F
Adrenal Glands

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0 5 5
Extra Adrenal Tissue 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Congestion olofofojojJojofofojojojJofofojo]Jo]Jo]oOofoO 0
'Vacuolation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F
Adrenal Glands

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 0 0 0 0 0
Extra Adrenal Tissue 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Congestion ojlofofojojJojofofojojojJofofojo]Jolo]ofo 0
'Vacuolation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 31: Type and Number of the Non-Neoplastic Lesions of the Adrenal Cortex.

Study identification

Sex

Adrenal Cortex

Numbers of rats examined

Extra-adrenal tissue

Hemorrhage

Vacuolation

Vacuolation, z. glom.

Focal angiectasis

Mononuclear cell foci

Hemopoietic foci

Angiectasis

Hypertrophy

Hypertrophy, z. fasc.

Hypertrophy, z. glom.
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Study identification

20

Sex

Adrenal Cortex

Numbers of rats examined

Extra-adrenal tissue

Hemorrhage

Vacuolation

Vacuolation, z. glom.

Focal angiectasis

Mononuclear cell foci

Hemopoietic foci

Angiectasis

Hypertrophy

Hypertrophy, z. fasc.

Hypertrophy, z. glom.
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 32: Type and Number of the Non-Neoplastic Lesions of the Adrenal Cortex. Con‘t

Study identification
Sex

M

21

F

M

22

B

M

23

B

M

24

B

M

25

B

M

26

B

M

27

B

M

28

B

M

29

B

30

Adrenal Cortex

Numbers of rats examined

Extra-adrenal tissue

Hemorrhage

Vacuolation

'Vacuolation, z. glom.

Focal angiectasis

Mononuclear cell foci

Hemopoietic foci

Angiectasis

Hypertrophy

Hypertrophy, z. fasc.

Hypertrophy, z. glom.
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Study identification
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Sex

Adrenal Cortex

Numbers of rats examined

>

10

Extra-adrenal tissue

Hemorrhage

Vacuolation

Vacuolation, z. glom.

Focal angiectasis

Mononuclear cell foci

Hemopoietic foci

Angiectasis

Hypertrophy
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Hypertrophy, z. glom.
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 32: Type and Number of the Non-Neoplastic Lesions of the Adrenal Cortex. Con‘t

Study identification
Sex

M

41

F

M

4

F

M

43

F

M

44

F

M

45

F

M

46

F

M

47

F

M

48

B

M

49

B

50

Adrenal Cortex

Numbers of rats examined

>

10

>

10

Extra-adrenal tissue

Hemorrhage

Vacuolation

Vacuolation, z. glom.

Focal angiectasis

Mononuclear cell foci

Hemopoietic foci

Angiectasis

Hypertrophy

Hypertrophy, z. fasc.

Hypertrophy, z. glom.
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Sex

Adrenal Cortex

Numbers of rats examined

>
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 32: Type and Number of the Non-Neoplastic Lesions of the Adrenal Cortex. Con‘t

Study identification
Sex

61
M

F

62
M

B

63
M

B

64
M

B

65
M

B

M

66

B

M

67

B

68
M

B

M

69

B

70

Adrenal Cortex

Numbers of rats examined

>

10

Extra-adrenal tissue

Hemorrhage

Vacuolation

'Vacuolation, z. glom.

Focal angiectasis
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 32: Type and Number of the Non-Neoplastic Lesions of the Adrenal Cortex. Con‘t

Study identification
Sex

81
M

F

82
M

F

83
M

F

84
M

F
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M

B

M
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B

M

87

B
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M

B

M
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B

90

Adrenal Cortex

Numbers of rats examined

Extra-adrenal tissue

Hemorrhage

Vacuolation

'Vacuolation, z. glom.

Focal angiectasis

Mononuclear cell foci

Hemopoietic foci

Angiectasis
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Hypertrophy, z. glom.
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Sex

Adrenal Cortex

Numbers of rats examined

Extra-adrenal tissue
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Vacuolation, z. glom.
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 32: Type and Number of the Non-Neoplastic Lesions of the Adrenal Cortex. Con‘t

Study identification
Sex

M

101
F

M

102

B

M

103

B

M

104

B

M

105

B

M
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B

M
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B

M
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B

M
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B
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Adrenal Cortex

Numbers of rats examined

Extra-adrenal tissue

Hemorrhage
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'Vacuolation, z. glom.
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Hypertrophy, z. glom.
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Study identification
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Sex

Adrenal Cortex

Numbers of rats examined

Extra-adrenal tissue

Hemorrhage

'Vacuolation

Vacuolation, z. glom.
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Hemopoietic foc

Angiectasis

Hypertrophy

Hypertrophy, z. fasc.

Hypertrophy, z. glom.

olo|oleololo| oo o]

olo|olelole|e|e|eo|e|e

olo|olelole|efe|o|eo| e

olo|olelole|e|e|eo|e|e

=) RS R S RS RS RS EST BT RS S

olo|olelole|efe|eo|e|e

=] BT RS ES1 EST RSY RST RS RS RS) RS

olo|oleolole|efe|eo|e|e

=] BT RS EST EST RS RST RS BS) BS) RS

olo|oleolole|efe|eo|e|e

olo|oleolo|o| oo o]

olo|oleolole|e|e|eo|e|e

olo|olelole|efe|o|eo| e

olo|oleolole|efe|eo|e|e

=] BT RS EST EST ESY RST RS RS BS) RS

olo|lolelole|efe|eo|e|e

olo|olelole|eofe|o|eo|e

olo|olelole|e|e|eo|e|e

ol of ||~

olo|olelole|efe|~|=]e
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Adrenal Cortex

Numbers of rats examined

Extra-adrenal tissue
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 33: Type and Number of the Non-Neoplastic Lesions of the Adrenal Medulla.

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M F M F M F M F M F M F M F

Adrenal medulla

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M|F|M|F|[M|F|M|F|M|[F|M]|F|M|F

Adrenal medulla

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 5 5

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F

Adrenal medulla

Numbers of rats examined 5 5 5 5 0 0 0 0 5 5 0 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F

Adrenal medulla

Numbers of rats examined 0 0 5 5 5 S|10]110] 5 5 0 0 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M|F|M|F|[M|F|M|F|M|[F|M]|F|M|F

Adrenal medulla

Numbers of rats examined 0 0 9 g [10]10] 0O 0 0 0 0 0 0 0

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F

Adrenal medulla

Numbers of rats examined wjwof1ofiofs 5 5 S|1of10f10]10]10] 9

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M|F|M|F|[M|F|M|F|M|[F|M]|F|M|F

Adrenal medulla

Numbers of rats examined 0 0 5 5 0 0 5 5 5 5 5 51101 10
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 33: Type and Number of the Non-Neoplastic Lesions of the Adrenal Medullla. Con‘t

Study identification 71 72 73 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F 10
Adrenal medulla

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 8
Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|M|F|[M|F|M|F|[M|F|M|F|M|F|M|F|M]|F F
Adrenal medulla

Numbers of rats examined 5 5 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0 5
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F B
Adrenal medulla

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5 5
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|[M]|F 15
Adrenal medulla

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0 5
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|[M|F|M|F|[M|F|M|F|M|F|M|F|M]|F F
Adrenal medulla

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F 15
Adrenal medulla

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 34: Type and Number of the Non-Neoplastic Lesions of the Thyroid Glands.

Study identification
Sex

Thyroid Glands

Numbers of rats examined

Dysplasia
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Ductal remnants
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Colloid alteration

Mononuclear cell foci
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Cyst Epidermal

Hyperplasia C-Cell

olololeloe|of -

olololeleoe| e~

olololeo| oo ofv] o

olololeleole| e~

o|leololeleoleeofe

ololo|eleole e

S I N EIE E E RS

ololole|oleo| o] e

o|lo|o|lw| oo o

o|lolo|l=|o|~|o|e| o

S I N EIE E E RS

olololeleole|e|e|

S I N EIEIE E RS

olololeleole|e|e|

S S N EIE E E RS

olololeleole|e|e|

olo|lo|lwn|o~|o|e|

o|lo|lo|l =] o

olo|ole]|olo|o|eo| o

S S O N EI E E E RS

Study identification

20

Sex

Thyroid Glands

Numbers of rats examined
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Colloid alteration

o|leo|eole

Mononuclear cell foci
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Study identification

30

Sex

Thyroid Glands

Numbers of rats examined

Dysplasia

Ductal remnants

Thymic remnants

Colloid alteration

Mononuclear cell foci

Follicular cell hypertrophy

Activation

Cyst Epidermal

Hyperplasia C-Cell
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 34: Type and Number of the Non-Neoplastic Lesions of the Thyroid Glands. Con‘t

Study identification
Sex

31
M

F

32
M

F

33
M

F

M

34

F

35
M

B

M

36

B

37
M

B

38
M

B

M

39

B

40

Thyroid Glands

Numbers of rats examined

Dysplasia

Ductal remnants

Thymic remnants

Colloid alteration

Mononuclear cell foci

Follicular cell hypertrophy

Activation

Cyst Epidermal

Hyperplasia C-Cell
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50

Sex

Thyroid Glands

Numbers of rats examined
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Ductal remnants

Thymic remnants

Colloid alteration
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Follicular cell hypertrophy
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Cyst Epidermal

Hyperplasia C-Cell
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Study identification
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Sex

Thyroid Glands

Numbers of rats examined

Dysplasia

Ductal remnants

Thymic remnants

Colloid alteration

Mononuclear cell foci

Follicular cell hypertrophy

Activation

Cyst Epidermal

Hyperplasia C-Cell
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 34: Type and Number of the Non-Neoplastic Lesions of the Thyroid Glands. Con‘t

Study identification
Sex

61
M

F

62
M

F

63
M

F

M

64

F

65
M

F

M

66

F

M

67

F

M

68

B

M

69

B

70

Thyroid Glands

Numbers of rats examined

Dysplasia

Ductal remnants

Thymic remnants

Colloid alteration

Mononuclear cell foci

Follicular cell hypertrophy

Activation

Cyst Epidermal

Hyperplasia C-Cell
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Study identification
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Sex

Thyroid Glands

Numbers of rats examined

Dysplasia

Ductal remnants

Thymic remnants

Colloid alteration

Mononuclear cell foci

Follicular cell hypertrophy
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Cyst Epidermal

Hyperplasia C-Cell

SIS N EIEIE E

ool

S N EIEI E I L

olo|lo|ele|eo|e]ele

S N EIEIE E L

ool

SIS N EIEIE E

ool

S N EIEIE E L

ool

SIS N EIEIE E

ool

SIS N EIEIE E

ool

S S N EIEI E I L

ololo|ele|eo|e]ele

SIS N EIEIEE S

olo|lo|ele|o|e]ele

SIS N EIEIE E L

SIS N EIEIE E

103



Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 34: Type and Number of the Non-Neoplastic Lesions of the Thyroid Glands. Con‘t

Study identification
Sex

81
M

F

82
M

F

83
M

F

84
M

F

85
M

B

M

86

B

M

87

B

M

88

B

M

89

B

90

Thyroid Glands

Numbers of rats examined

Dysplasia

Ductal remnants

Thymic remnants

Colloid alteration

Mononuclear cell foci

Follicular cell hypertrophy

Activation

Cyst Epidermal
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Study identification
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Sex

Thyroid Glands

Numbers of rats examined

Dysplasia

Ductal remnants

Thymic remnants

Colloid alteration

Mononuclear cell foci

Follicular cell hypertrophy

Activation

Cyst Epidermal

Hyperplasia C-Cel!
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 34: Type and Number of the Non-Neoplastic Lesions of the Thyroid Glands. Con‘t

Study identification
Sex

101

102
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Thyroid Glands

Numbers of rats examined
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Ductal remnants

Thymic remnants

Colloid alteration

Mononuclear cell foci

Follicular cell hypertrophy
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Hyperplasia C-Cell
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Study identification
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Sex

Thyroid Glands

Numbers of rats examined

Dysplasia

Ductal remnants

Thymic remnants

Colloid alteration

Mononuclear cell foci

Follicular cell hypertrophy

Activation

Cyst Epidermal

Hyperplasia C-Cell
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Study identification

130

Sex

Thyroid Glands

Numbers of rats examined

Dysplasia

Ductal remnants

Thymic remnants

Colloid alteration

Mononuclear cell foci

Follicular cell hypertrophy

Activation

Cyst Epidermal

Hyperplasia C-Cell
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Table 35: Type and Number of the Non-Neoplastic Lesions of the Parathyroid Glands.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Parathyroid Glands

Numbers of rats examined

Study identification

20

Sex

Parathyroid Glands

Numbers of rats examined

Study identification

30

Sex

Parathyroid Glands

Numbers of rats examined

Study identification

40

Sex

Parathyroid Glands

Numbers of rats examined

Study identification

50

Sex

Parathyroid Glands

Numbers of rats examined

Study identification

60

Sex

Parathyroid Glands

Numbers of rats examined

Study identification

70

Sex

Parathyroid Glands

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 35: Type and Number of the Non-Neoplastic Lesions of the Parathyroid Glands. Con‘t

Study identification
Sex

71
M

F

72
M F

3
M F

74
M F

75
M F

76
M F

77
M F

78
M F

79
M F

80

B

Parathyroid Glands

Numbers of rats examined

Study identification

90

Sex

Parathyroid Glands

Numbers of rats examined

Study identification

100

Sex

Parathyroid Glands

Numbers of rats examined

Study identification

110

Sex

Parathyroid Glands

Numbers of rats examined

Study identification

120

Sex

Parathyroid Glands

Numbers of rats examined

Study identification

130

Sex

Parathyroid Glands

Numbers of rats examined
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Table 36: Type and Number of the Non-Neoplastic Lesions of the Pancreas

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Pancreas

Numbers of rats examined 0 0 0

Exocrine atrophy 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Pancreas

Numbers of rats examined 0 0 0

Exocrine atrophy 0 0 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M

Pancreas

Numbers of rats examined 0 0 0

Exocrine atrophy 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Pancreas

Numbers of rats examined 0 5 5

Exocrine atrophy ] 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Pancreas

Numbers of rats examined 5 0 0

Exocrine atrophy 0 0 0

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M M M

Pancreas

Numbers of rats examined 5 5 5

Exocrine atrophy 0 0 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M

Pancreas

Numbers of rats examined 0 5 0

Exocrine atrophy 0 0 0
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Table 36: Type and Number of the Non-Neoplastic Lesions of the Pancreas. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 71 72 3 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F

Pancreas

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Exocrine atrophy 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 81 82 83 84 85 86 87 88 89 90
Sex MIFIM|F|M|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Pancreas

Numbers of rats examined 0 0 0 0 0 0 0 0 5 5 5 5 0 0 0 0 0 0

Exocrine atrophy 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Pancreas

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Exocrine atrophy 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 101 102 103 104 105 106 107 108 109 110
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|F|M|F|M|[F

Pancreas

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Exocrine atrophy 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex MIFIM|F|M|]F|M|F|M|[F|[M|F|M|]F|M|F|M|[F

Pancreas

Numbers of rats examined 0 0 0 0 5 5 0 0 6 6 5 5 0 0 0 0 0 0

Exocrine atrophy 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F

Pancreas

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 5 5 0 0 0 0

Exocrine atrophy 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Table 37: Type and Number of the Non-Neoplastic Lesions of the Liver.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Liver

Numbers of rats examined

Hepatodiaphragmatic herniation

Incr. Glycogen Depos.

Vacuolation

Fatty change

Hemosiderin

Pigment

Erythropoiesis

Sinusoidal dilation

Inflammatory cell foci

Single cell necrosis

Peribiliary mononuc.

Biliary inflammation

Necrosis

Focal fibrosis
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Hepatodiaphragmatic herniation
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 37: Type and Number of the Non-Neoplastic Lesions of the Liver. Con’t

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M F M F M F M F M F M F M F M F M F M 10
Liver

Numbers of rats examined 0 0 5 5 5 5 0 0 0 0 5 5 0 0 0 0 0 0 0 0

Hepatodiaphragmatic herniation

Incr. Glycogen Depos.

'Vacuolation

Fatty change

Pigment, hemosiderin

Pigment

Erythropoiesis

Sinusoidal dilation

Inflammatory cell foci

Single cell necrosis

Peribiliary mononuc.

Biliary inflammation

Necrosis

Focal fibrosis

Bile duct proliferation

Hepatocell. Hyperptr.

Hepatoc. hyperplasia

Mixed foci

Periport.: Infl.Inf.

Fibrosis
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 37: Type and Number of the Non-Neoplastic Lesions of the Liver. Con’t

Study identification 41 42 43 44 45 46 47 48
Sex M F M F M F M F M F M F M F M F
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Table 37: Type and Number of the Non-Neoplastic Lesions of the Liver. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 37: Type and Number of the Non-Neoplastic Lesions of the Liver. Con’t

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F M F M F M F M F M F M F M F M F M 10
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Table 37: Type and Number of the Non-Neoplastic Lesions of the Liver. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

101
M F

102
M F

103
M F

104
M F

105
M F

106
M F

107
M F

108
M F

109

110

Liver

Numbers of rats examined

Hepatodiaphragmatic herniation

Incr. Glycogen Depos.

Vacuolation

Fatty change

Hemosiderin

Pigment

Erythropoiesis

NEIEREEE

N ENEEERE
NEIEINEEE

Sinusoidal dilation

Inflammatory cell foci

Single cell necrosis

Peribiliary mononuc.

Biliary inflammation

Necrosis

Focal fibrosis

Bile duct proliferation

ul|lolo|=|o|o|w|e

Hepatocell. Hypertr.

Hepatoc. hyperplasia

Mixed foci

Periport.: Infl.Inf.

Fibrosis

Inflammatory Infilt.

SIS E EEE EEEE E R EERE E EE EEE

olololeololeeoe|ee|ee]~]e

SIS EEEEEEEEE N ERE EEE EE S
olo|olelole|eoe|eoeeclre] o=l

SIS S E E E E EE E R E R E R E E N R E
SIS B EEEEE E E E R E R R S I R RS

olo|lolelolo|eoe|oooooe] oo
olo|lolololo|eoc|oceeleoe] oo

olololeolole| el ]

ol —

=] BT RS RS BSY BSY BST B ESTES) BS) BS) B=) BT IS BS) IS RS RS RS RS
olo|olololo|eoe|eocecloe] oo

=] BT RS RS RS B BST B BN S ) B B B =) B BT =) RS S RS
olo|lolololo|eoe|eoceclee] oo

=] BT RS RS RS BSY BSY BV L ) ) B B B ) B BT =) S S R
olo|olololo|eoe|eoceclee] oo

=] E=1 RS RS RS B O N E R B L RS S ) B =) =) RS S RS
olo|olololo|eoleo|eoceclee] oo

=] BT RS RS RSY BSY BST B ESTES) BS) RS BS) B IS BS) RS RS RS NS RS

=] BT RS RS BSY B BSY BV RS ES) BS) B B B ) B BT =) RS S R

Study identification

111

112

113

114

115

116

117

118

119

120

Sex

Liver

Numbers of rats examined

Hepatodiaphragmatic herniation

Incr. Glycogen Depos.

Vacuolation

Fatty change

Hemosiderin

Pigment

Erythropoiesis

Sinusoidal dilation

Inflammatory cell foci

Single cell necrosis

Peribiliary mononuc.

Biliary inflammation

olololelolo|efeee]ele

Necrosis

Focal fibrosis

Bile duct proliferation

Hepatocell. Hypertr.

Hepatoc. hyperplasia

Mixed foci

Periport.: Infl.Inf.

Fibrosis

Inflammatory Infilt.

SIS EEEEEEEEEEEEE E R EEE
SRR EEEEEEEEENEEEE R

olo|loleloleo|eoe|o| oo

olo|loleleole|eo|e| -~

=] BT RS RS BSY BSY BSY B ES] ST RS EST ES) BT RS B S RS RS NS RS
olo|lolololo|eole|eo| oo

=] BT RS RS B B S N I L E E E EL R R B RS R = R
olo|lolololo|eole|eo| oo

SRR EEEEEEEE R EEEEEEEE
olo|lolololo|eoe|o| oo

SIS EEEEEEEEE R EEEEE EEE
olo|lolelole|eoe|eo| o]~

olo|oleloleo|eoe|o| oo
olo|lolololo|eoe|eo| oo

olo|oleloleo|eoe|o| oo
olo|lolololo|eole|eo| oo

olo|oleloleo|eoe|o| oo
olo|olololo|eoe|eo| ool

SRR EEEEEEEEEREEEEE EEE

=] BT RS RS RS BSY B B S ST RS A B ) ) ) S e R R s

115



Table 37: Type and Number of the Non-Neoplastic Lesions of the Liver. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M F M F M F M F M F M F M F M F M F M 10
Liver

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 0 0 0 0 0
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Table 38: Type and Number of the Non-Neoplastic Lesions of the Tongue

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M F

Tomgue

Numbers of rats examined 0 0 0
Inflammation 0 0 0

Atrophy, lingual gl. ] 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M B

Tongue

Numbers of rats examined 0 0 0
Inflammation 0 0 0

Atrophy, lingual gl. 0 [ 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M B

Tomgue

Numbers of rats examined 0 0 0
Inflammation 0 0 0

Atrophy, lingual gl. 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M B

Tongue

Numbers of rats examined 0 5 5
Inflammation 0 0 0

Atrophy, lingual gl. 0 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M F

Tomgue

Numbers of rats examined 5 0 0
Inflammation 0 0 0

Atrophy, lingual gl. 0 0 0
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Table 38: Type and Number of the Non-Neoplastic Lesions of the Tongue. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 51 59 53 54 55 56 57 58 59 60
Sex M F M F M F M F M F M F M F M F M F

Tongue

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Inflammation ofofofojojojojojofofofojojojojofjofo

Atrophy, lingual gl. ] 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Tomgue

Numbers of rats examined 0 0 0 0 5 5 0 0 5 5 5 5 5 5 5 5 0 0
Inflammation ofofofojojojojojofofofjojojojojojofo

Atrophy, lingual gl. ] 0 ] 0 0 0 0 0 0 0 [ 0 0 0 0 0 0 0

Study identification 71 72 3 74 75 76 77 78 79 80
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Tomgue

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inflammation ofofofojojojojojofofofolojojojofjofo

Atrophy, lingual gl. 0 0 ] 0 0 0 ] 0 0 0 0 0 0 0 0 0 0 0

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|M|F| M|F[M|F|M|F|M|F|M|F|M|F|M]|F

Tongue

Numbers of rats examined 0 0 0 0 0 0 0 0 5 5 5 5 0 0 0 0 0 0
Inflammation ofofofojojojojojofofofjojlojojojofjofo

Atrophy, lingual gl. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|F|M|F|M|[F

Tongue

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inflammation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Atrophy, lingual gl. ofofofojojojojojofofofojojojojofjofo
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Table 38: Type and Number of the Non-Neoplastic Lesions of the Tongue. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F B
Tongue

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inflammation ofofofojojojojojofofofojojojojofjofo

Atrophy, lingual gl. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|[M|F|M|F|M|F|M|F F
Tongue

Numbers of rats examined 0 0 0 0 5 5 0 0 6 6 0 0 0 0 0 0 0 0
Inflammation ofofofojojojojojofofofjojojojojojofo

Atrophy, lingual gl. ] 0 ] 0 0 0 0 0 0 0 [ 0 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F| M|F|M|[F|[M|F|M|F|M|F|M|F

Tongue

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 5 5 0 0 0 0
Inflammation ofofofojojojojojofofofolojojojofjofo

Atrophy, lingual gl. 0 0 ] 0 0 0 ] 0 0 0 0 0 0 0 0 0 0 0
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Table 39: Type and Number of the Non-Neoplastic Lesions of the Esophagus

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Esophagus

Numbers of rats examined

Study identification

20

Sex

Esophagus

Numbers of rats examined

Study identification

30

Sex

Esophagus

Numbers of rats examined

Study identification

31

32

33

34

35

36

37

38

39

40

Sex

Esophagus

Numbers of rats examined

Study identification

50

Sex

Esophagus

Numbers of rats examined

Study identification

60

Sex

Esophagus

Numbers of rats examined

Study identification

70

Sex

Esophagus

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 39: Type and Number of the Non-Neoplastic Lesions of the Esophagus. Con’t

Study identification
Sex

71
M F

72
M F

3
M F

74
M F

75
M F

76
M F

77
M F

78
M F

79
M F

80

Esophagus

Numbers of rats examined

Study identification

90

Sex

Esophagus

Numbers of rats examined

Study identification

100

Sex

Esophagus

Numbers of rats examined

Study identification

110

Sex

Esophagus

Numbers of rats examined

Study identification

120

Sex

Esophagus

Numbers of rats examined

Study identification

130

Sex

Esophagus

Numbers of rats examined
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Table 40: Type and Number of the Non-Neoplastic Lesions of the Stomach.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 3 7 10
Sex M F M F M F M F M F M F M F M F M F M 10
Stomach

Numbers of rats examined 5 0 5 5 5 5 5 5 5 5 0 0 0 0 0 0 5 5 5 5

Squamous cyst

Mucosal cyst

Dilated glands

Lympbhoid follicles

Congestion

Edema

Hyaline droplets

Apoptotic bodies

Mineralization

Mononuclear focus

Inflammatory cell foci

Limit. ridge vacuolation

Focal spongiosis

Cryptabscess(es)

Glandular inflammation

Forestomach inflammation

Arterial inflammation

Erosion/ulceration

Hyperkeratosis

Epith. Hyperplasia

Epithelial dysplasia

Mucosal atrophy

Incr. Inflamm. Infilt.
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Inflammation

Study identification 13 17 20
Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F
Stomach

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 0 0 5 0 0 0 5 5

Squamous cyst

Mucosal cyst

Dilated glands

Lympbhoid follicles

Congestion

Edema

Hyaline droplets

Apoptotic bodies

Mineralization

Mononuclear focus

Inflammatory cell foci

Limit. ridge vacuolation

Focal spongiosis

Cryptabscess(es)

Glandular inflammation

Forestomach inflammation

Arterial inflammation

Erosion/ulceration

Hyperkeratosis

Epith. Hyperplasia

Epithelial dysplasia

Mucosal atrophy

Incr. Inflamm. Infilt.

Inflammation

S S R L E E L R R B RS B RS RS B RS RS RS RS ESY RS RS S

ST R=1 RSY BT RS RSY RSY BSY RS RS NS RS NCY RS S RS S S RS o) ) RS RS) RS

SEEIEEEEEEEEEENEEEEEEEEE R

SEEEEE R EEEEEEEEEEEEEEEEE

S S R L E E L EL R R B R B B RS RS RS RS S ST RS RS RS )

I3 BT BT BT RS RSY RSY S RS NS NS S NCY RS S S S S RS o) ) RS RS) RS

SRS RS RS RS RS EST RS RS RS B RS By NS NS NS RS NS RS BS) BS) RS RS ) BS)

I3 R=1 BT BT RS RSY RSY BSY RS RS NS RS NSY RS S S S S RS o) ) RS RS) RS

S S R L E R E E R R R R L S EE S L E E I ST RS S

I3 R=1 RSY BT RS RSY RS) S RS NS NS RS NCY RS S S S S RS o) ) RS RS) RS

S R I E E E E R R R R R R S E E E EIE E E RS S

I3 R=1 RSY BT RSY RSY RSY BS) RS RS NS IS NSY RS S S S S RS RS) ) RS ) S

S R L E E E EL R R R R R RS S L S E I E E ST RS S

I3 R=1 RSY BT RS RSY RSY S RS NS NS S NCY RS SY S S S RS RS) ) RS RS BS

SRR EEEEEEEEE R EEEEEEEE R

SEEEEEEEEEEE RN EEEEEREEEE

S R L E E E E R R R R R R S EE EE E E E E ST RS S

I3 R=1 RSY BT RS RSY RSY BSY RS NS NS RS NCY RS S ) S S RS o) ) BS) RS) RS

S R L E E E EL R R R R R RS S EE S L E I T ST RS S

S R L E L L R R B RS R RS L B S S I L Y RS RS )

122



Table 40: Type and Number of the Non-Neoplastic Lesions of the Stomach. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

M

21

F

M

22

F

23
M

F

M

24

F

M

25

B

M

26

B

27
M

B

M

28

B

M

29

B

30

Stomach

Numbers of rats examined

Squamous cyst

Mucosal cyst

Dilated glands

Lymphoid follicles

Congestion

Edema

R EIEE]

Hyaline droplets

Apoptotic bodies

Mineralization

Mononuclear focus

Inflammatory cell foci

Limit. ridge vacuolation

Focal spongiosis

Cryptabscess(es)

Glandular inflammation

Forestomach inflammation

Arterial inflammation

Erosion/ulceration

Hyperkeratosis

Epith. Hyperplasia

Epithelial dysplasia

Mucosal atrophy

Incr. Inflamm. Infilt.

Inflammation
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Study identification

33

37

40

Sex

Stomach

Numbers of rats examined

Squamous cyst

Mucosal cyst

Dilated glands

Lympbhoid follicles

Congestion

Edema

Hyaline droplets

Apoptotic bodies

Mineralization

Mononuclear focus

Inflammatory cell foci

Limit. ridge vacuolation

Focal spongiosis

Cryptabscess(es)

olololeloleeoe|oeoeoe

Glandular inflammation

Forestomach inflammation

Arterial inflammation

Erosion/ulceration

Hyperkeratosis

Epith. Hyperplasia

Epithelial dysplasia

Mucosal atrophy

Incr. Inflamm. Infilt.

Inflammation

=] BT RS S RIESI RS SRS ES) BS) BST BT B RS RS RS RS RS RS NS RS RS RS

o|lo|o|lolo|lo|olo|o|c|o|lel =]l oo

=1 ES1 S B B ESI S RS RS ES) BE) BS) B=) B RS RS RS RS RS RS NS RS RS RS

=3 B3 RS RS RS RS RSY Y RS ) BSY RS S NS RS RS RS RS RS RS Y RS RS RS

olo|eolelole|efe|of—

o|lo|lo|lolo|lo|~|co|o|c|o|lclolcoeoooooof oo

=1 ESY RS B R L EL E R L EEL RS B S BS) BST RS RS RS RS RS RS RS RS

olo|o|olo|o|eoco|ocolcleleoeeooeoe| e

=1 BT S B B S L RS RS EE) BS) B B RS S RS RS RS RS NS i RS RS

olo|o|ololo|eoleo|oc|elcloleeeooeoe o~ 2=

=1 RSY S Y BESI RS SRS ES) BS) BS) B=) BT RS RS RS RS RS RS NS RS RS RS

o|lo|lo|lolo|lo|~|co|o|c|olel =]l oo oo

=] RSY S Y RESI RS SRS ES) BS) BS) BT B RS RS RS RS RS RS NS RS RS RS

olo|o|ololo|oo|eocelcleleoeoooeoe| e

=1 ES1 RS ESY Y ESI RS RS RS ES) BS) BS) B B RS RS RS RS RS RS NS RS RS RS

olo|o|ololo|oo|eocclcloleoeooloeoo| e

o|lo|o|ololo|olo|ofc|o|olv oo oo

=3 B3 RS RS RS S RSY Y RS ) BSY RS Y RS RS RS RS RS S RS Y RS RS S

olo|o|ololo|olo|ofe|olol =] w]oooof oo

=] RSY RS B RIEEIESIESIEST ES) BS) RS RS B RS RS NS e NS RS 0 RS RS RS

123



Table 40: Type and Number of the Non-Neoplastic Lesions of the Stomach. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

M

41

F

M

4

F

43
M

F

M

44

F

M

45

B

M

46

B

47
M F

M

48

B

M

49

B

50

Stomach

Numbers of rats examined

Squamous cyst

Mucosal cyst

Dilated glands

Lymphoid follicles

Congestion

Edema

Hyaline droplets

Apoptotic bodies

Mineralization

Mononuclear focus

Inflammatory cell foci

Limit. ridge vacuolation

Focal spongiosis

Cryptabscess(es)

Glandular inflammation

Forestomach inflammation

Arterial inflammation

Erosion/ulceration

Hyperkeratosis

Epith. Hyperplasia

Epithelial dysplasia

Mucosal atrophy

Incr. Inflamm. Infilt.

Inflammation
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Study identification

S8]

57

60

Sex

Stomach

Numbers of rats examined

Squamous cyst

Mucosal cyst

Dilated glands

Lympbhoid follicles

Congestion

Edema

Hyaline droplets

olo|lolelole|e

Apoptotic bodies

Mineralization

Mononuclear focus

Inflammatory cell foci

Limit. ridge vacuolation

Focal spongiosis

Cryptabscess(es)

Glandular inflammation

Forestomach inflammation

Arterial inflammation

Erosion/ulceration

Hyperkeratosis

Epith. Hyperplasia

Epithelial dysplasia

Mucosal atrophy

Incr. Inflamm. Infilt.

Inflammation
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Table 40: Type and Number of the Non-Neoplastic Lesions of the Stomach. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

61
M

F

62
M

F

63
M

F

64
M

F

65
M

F

M

66

F

67
M F

68
M

F

M

69

F

70

Stomach

Numbers of rats examined

Squamous cyst

Mucosal cyst

Dilated glands

Lymphoid follicles

Congestion

Edema

Hyaline droplets

Apoptotic bodies

Mineralization

Mononuclear focus

Inflammatory cell foci

Limit. ridge vacuolation

Focal spongiosis

Cryptabscess(es)

Glandular inflammation

Forestomach inflammation

Arterial inflammation

Erosion/ulceration

Hyperkeratosis

Epith. Hyperplasia

Epithelial dysplasia

Mucosal atrophy

Incr. Inflamm. Infilt.

Inflammation
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73

77

80

Sex

Stomach

Numbers of rats examined

Squamous cyst

Mucosal cyst

Dilated glands

Lympbhoid follicles

Congestion

Edema

Hyaline droplets

=l

=l

Apoptotic bodies

Mineralization

Mononuclear focus

Inflammatory cell foci

Limit. ridge vacuolation

Focal spongiosis

Cryptabscess(es)

Glandular inflammation

Forestomach inflammation

Arterial inflammation

Erosion/ulceration
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Epithelial dysplasia

Mucosal atrophy
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 40: Type and Number of the Non-Neoplastic Lesions of the Stomach. Con‘t

Study identification
Sex

81
M

F

82
M

F

83
M

F

84
M F

85
M

B

86
M F

87
M

B

88
M

B

89
M F

90

Stomach

Numbers of rats examined

Squamous cyst

Mucosal cyst

Dilated glands

Lymphoid follicles

Congestion

Edema

Hyaline droplets

Apoptotic bodies

Mineralization

Mononuclear focus

Inflammatory cell foci

Limit. ridge vacuolation

Focal spongiosis

Cryptabscess(es)

Glandular inflammation

Forestomach inflammation

Arterial inflammation

Erosion/ulceration

Hyperkeratosis

Epith. Hyperplasia

Epithelial dysplasia

Mucosal atrophy
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Table 40: Type and Number of the Non-Neoplastic Lesions of the Stomach. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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M F
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M F

M
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B
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Stomach

Numbers of rats examined
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Mucosal cyst
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Lympbhoid follicles
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Hyaline droplets

Apoptotic bodies
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Table 40: Type and Number of the Non-Neoplastic Lesions of the Stomach. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M F M F M F M F M F M F M F M F M F M 10
Stomach

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 0 0 0 0 0

Squamous cyst

Mucosal cyst

Dilated glands

Lympbhoid follicles

Congestion

Edema

Hyaline droplets

Apoptotic bodies

Mineralization

Mononuclear focus

Inflammatory cell foci

Limit. ridge vacuolation

Focal spongiosis

Cryptabscess(es)

Glandular inflammation
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Table 41: Type and Number of the Non-Neoplastic Lesions of the Duodenum.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Duodenum

Numbers of rats examined 5 0 5

Dilation 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Duodenum

Numbers of rats examined 5 0 0

Dilation 0 0 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M

Duodenum

Numbers of rats examined 0 5 0

Dilation 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Duodenum

Numbers of rats examined 5 5 5

Dilation 0 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Duodenum

Numbers of rats examined 5 0 0

Dilation 0 0 0

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M M M

Duodenum

Numbers of rats examined 5 5 5

Dilation 0 0 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M

Duodenum

Numbers of rats examined 0 5 0

Dilation 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 41: Type and Number of the Non-Neoplastic Lesions of the Duodenum. Con‘t

Study identification 71 72 3 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F
Duodenum

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0

Dilation ofofofojojojojojofofofojlojojojofjofo

Study identification 81 82 83 84 85 86 87 88 89 90
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F
Duodenum

Numbers of rats examined 5 5 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0

Dilation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F
Duodenum

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5

Dilation ofofofojojojojojofofofojojojojofjofo

Study identification 101 102 103 104 105 106 107 108 109 110
Sex MIFIM|F|M|]F|M|F|M|[F|[M|F|M|F|M|F|M|[F
Duodenum

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0

Dilation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F
Duodenum

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0

Dilation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M]|F
Duodenum

Numbers of rats examined 5 5 0 0 5 5 5 5 0 0 0 0 5 5 0 0 0 0

Dilation ofofofojojojojojofofofojojojojojofo
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 42: Type and Number of the Non-Neoplastic Lesions of the Jejunum.

Study identification
Sex

Jejunum

Numbers of rats examined

Congestion

Mineralization

Lymphoid hyperplasia

Study identification

20

Sex

Jejunum

Numbers of rats examined

Congestion

Mineralization

Lymphoid hyperplasia

Study identification

30

Sex

Jejunum

Numbers of rats examined

Congestion

Mineralization

Lymphoid hyperplasia

Study identification

40

Sex

Jejunum

Numbers of rats examined

Congestion

Mineralization

Lymphoid hyperplasia
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 42: Type and Number of the Non-Neoplastic Lesions of the Jejunum. Con‘t

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M F M F M F M F M F M F M F M F M F 10
Jejunum

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 5
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mineralization ofofofojojojojojofofofojojojojojofo 0
Lymphoid hyperplasia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 51 52 53 54 55 56 57 58 59 60
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F 10
Jejunum

Numbers of rats examined 5 5 5 5 5 5 5 5 1 2 5 5 5 5 5 5 5 5 5
Congestion ofofofojoflo)]o]o 1 1 ofofofojoflo)]o]o 0
Mineralization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia ofofofojojojojojofofofojlojojojofjofo 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|F|M|F|M|[F F
Jejunum

Numbers of rats examined 0 0 0 0 5 5 0 0 5 5 5 5 5 5 5 5 0 0 5
Congestion 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
Mineralization ofofofojojojojojofofofjojlojojojofjofo 0
Lymphoid hyperplasia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 3 74 75 76 71 78 79 80
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F 15
Jejunum

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 8
Congestion ofofofojojojojojofofofojojojojofjofo 0
Mineralization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia ofofofojojojojojofofofojojojojofjofo 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 42: Type and Number of the Non-Neoplastic Lesions of the Jejunum. Con‘t

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F M F M F M F M F M F M F M F M F 10
Jejunum

Numbers of rats examined 5 5 0 0 0 0 3 4 5 5 4 5 5 4 5 5 0 0 5
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mineralization S514)10]0)0(fO0 1 oOfo]o 1 0 1 1 0 1 0o 0
Lymphoid hyperplasia 2 1 0 0 0 0 2 2 0 0 0 0 0 0 0 0 0 0 5
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|M]|F 10
Jejunum

Numbers of rats examined 2 4 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5 5
Congestion ofofofojojojojojofofofojojojojofjofo 0
Mineralization 0 0 2 1 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia 0 1 ofofofo]2 3 ofofofojlojJojJojofjofo 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex MIFIM|F|M|F|M|F|M|[F|[M|F|M|]F|M|F|M|[F F
Jejunum

Numbers of rats examined 5 5 5 5 5 5 5 5 4 4 0 0 5 5 0 0 0 0 5
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mineralization ofofofofo 1 ofofofojojojojofjofofo]o 0
Lymphoid hyperplasia 3 4 0 0 5 5 0 0 4 4 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|[M]|F 10
Jejunum

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0 5
Congestion ofofofojojojojojofofofojojojojofjofo 0
Mineralization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia ofofofojojojojojofofofojojojojofjofo 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex MIFIM|F|M]|]F|M|F|M|[F|[M|F|M|F|M|F|M|[F F
Jejunum

Numbers of rats examined 0 0 5 5 5 5 5 5 0 0 0 0 5 5 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mineralization ofofofojojojojojofofofojojojojojofo 0
Lymphoid hyperplasia 0 0 0 0 ] 0 0 1 0 0 0 0 0 0 0 0 ] 0 0
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Table 43: Type and Number of the Non-Neoplastic Lesions of the lleum.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Ileum

Numbers of rats examined

Mineralization

Goblet cell proliferation

Epith. invagination

Lymphoid hyperplasia
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Study identification
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Sex

Ileum

Numbers of rats examined

Mineralization

Goblet cell proliferation

Epith. invagination

Lymphoid hyperplasia
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Sex

Ileum

Numbers of rats examined

Mineralization

Goblet cell proliferatior
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Lymphoid hyperplasia
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Tleum

Numbers of rats examined
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Goblet cell proliferation
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Lymphoid hyperplasia
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Table 43: Type and Number of the Non-Neoplastic Lesions of the lleum. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

41
M

F

4
M

F

43
M

F

44
M F

45
M

B

46
M F

47
M

B

48
M
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Ileum

Numbers of rats examined

Mineralization

Goblet cell proliferation
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Lymphoid hyperplasia
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Study identification
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Sex

Ileum

Numbers of rats examined

Mineralization

Goblet cell proliferation

Epith. invagination

Lymphoid hyperplasia
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Sex

Ileum

Numbers of rats examined

Mineralization

Goblet cell proliferatior
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Lymphoid hyperplasia
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Sex

Tleum

Numbers of rats examined
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Table 43: Type and Number of the Non-Neoplastic Lesions of the lleum. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F M F M F M F M F M F M F M F M F M 10
Ileum

Numbers of rats examined 5 5 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0 5 5
Mineralization ojJofofofjfojJojyofofofojojojJofofofo]o]oO 1 0
Goblet cell proliferation ] 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Epith. invagination olofofojojJojofofojojojJofofojo]Jojlo]ofo 0
Lymphoid hyperplasia 5 5 0 0 0 0 3 4 0 0 2 2 0 0 0 0 0 0 5 5
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 15
Ileum

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5 5 5
Mineralization oJofofo]o]o 1 ojJojofofojojojJofofofo]o 0
Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Epith. invagination olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Lymphoid hyperplasia 2 1 0 0 0 0 5 4 0 0 0 0 0 0 ] 0 0 0 0 ]
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 15
Ileum

Numbers of rats examined 5 5 5 5 5 5 5 5 5 3 0 0 5 5 0 0 0 0 5 5
Mineralization olofofojojJojofofojojojofofojojojlofof]o 0
Epith. invagination olJofofo 1 oJjojojofojojojofofjofojojofo 0
Goblet cell proliferation 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia 4151o0fof3]5)10flofs|3]Jo0o]Jofofojo]Jo]JoOo]oO]|oO 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F
Ileum

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0 5 5
Mineralization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Epith. invagination olofofojojJojofofojojojJofofojo]Jo]Jo]oOofoO 0
Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F
Ileum

Numbers of rats examined 0 0 5 5 5 5 5 5 0 0 0 0 5 5 0 0 0 0 0 0
Mineralization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Epith. invagination ojlofofojojJojofofojojojJofofojo]Jolo]ofo 0
Goblet cell proliferation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia ojlofofojojJojof2fojojojofofojojJojlof]ofo 0
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Table 44: Type and Number of the Non-Neoplastic Lesions of the Peyer’s Patches.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M F

Peyer’s patches

Numbers of rats examined 0 5
Mineralization 0 0
Lymphoid hyperplasia 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M B

Peyer’s patches

Numbers of rats examined 0 0
Mineralization 0 0
Lymphoid hyperplasia [ 0

Study identification 21 2 23 24 25 26 27 28 29 30
Sex M F

Peyer’s patches

Numbers of rats examined 5 0
Mineralization 0 0
Lymphoid hyperplasia 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M F

Peyer’s patches

Numbers of rats examined 0 0
Mineralization 0 0
Lymphoid hyperplasia 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M F

Peyer’s patches

Numbers of rats examined 0 0
Mineralization 0 0
Lymphoid hyperplasia 0 0
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Table 44: Type and Number of the Non-Neoplastic Lesions of the Peyer’s Patches. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M F M F M F M F M F M F M F M F M F

Peyer’s patches

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mineralization ojJofofofjojJjojyofofofojojojJofofofo]o]o
Lymphoid hyperplasia ojofofofjojojyofofofojojojofofofo]o]o

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M|F|M|F|M|F|M|F|[M|F|M|F|M|F|M|F|M]|F

Peyer’s patches

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mineralization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia ojJofofofjfojojofofofojojojJofofofo]o]oO

Study identification 71 72 73 74 75 76 77 78 79 80
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Peyer’s patches

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0
Mineralization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia ojJofofofjfojJjojyofofofojojojJofofofo]o]oO

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|M|F|[M|F|M|F|[M|[F|M|F|M|F|M|F|M]|F

Peyer’s patches

Numbers of rats examined 5 5 0 0 0 0 5 5 0 0 5 5 5 5 5 5 0 0
Mineralization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia oJofofofjfojJojofofofojojJojJofofofo]oOo]oO

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|[M|F|M|F|M|F|M|F|M]|F

Peyer’s patches

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5
Mineralization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia ojJofofofjojJojofofofojojojJofofofo]o]oO
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Table 44: Type and Number of the Non-Neoplastic Lesions of the Peyer’s Patches. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F

Peyer’s patches

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0
Mineralization oJofof3fojojyofofofojojojofofofoy]jo]o

Lymphoid hyperplasia ojofofofjojojyofofofojojojofofofo]o]o

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|[M|F|M|F|[M|F|M|F|M|F|M|F|M]|F

Peyer’s patches

Numbers of rats examined 5 5 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0
Mineralization 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Lymphoid hyperplasia ojJofofofjfojojofofofojojojJofofofo]o]oO

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|[M|F|M|F|[M|[F|M|F|M|F|M|F|M]|F

Peyer’s patches

Numbers of rats examined Sk [ s*[o*|o*|5%]5%)] 0 0 0 0 0 0 0 0 0 0 0 0
Mineralization 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Lymphoid hyperplasia 5 5 0 0 5 0 0 0 0 0 0 0 0 0 0 0 0

*Jejunum and Ileum
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Table 45: Type and Number of the Non-Neoplastic Lesions of the Cecum.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Cecum

Numbers of rats examined 5 0 5

Cyst(s) 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Cecum

Numbers of rats examined 5 0 0

Cyst(s) 0 0 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M

Cecum

Numbers of rats examined 0 5 0

Cyst(s) 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Cecum

Numbers of rats examined 5 5 5

Cyst(s) 0 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Cecum

Numbers of rats examined 5 0 0

Cyst(s) 0 0 0

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M M M

Cecum

Numbers of rats examined 5 5 5

Cyst(s) 0 0 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M

Cecum

Numbers of rats examined 0 5 0

Cyst(s) 0 0 0
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Table 45: Type and Number of the Non-Neoplastic Lesions of the Cecum. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 71 72 3 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F

Cecum

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0

Cyst(s) ofofofojojojojojofofofojojojojofjofo

Study identification 81 82 83 84 85 86 87 88 89 90
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|]F|M|F|M|[F

Cecum

Numbers of rats examined 5 5 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0

Cyst(s) 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Cecum

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5

Cyst(s) ofofofojojojojojofofofjojojojojofjofo

Study identification 101 102 103 104 105 106 107 108 109 110
Sex MIFIM|F|M|]F|M|F|M|[F|[M|F|M|F|M|F|M|[F

Cecum

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0

Cyst(s) 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Cecum

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0

Cyst(s) ofofofojojojojojofofofojojojojofjofo

Study identification 121 122 123 124 125 126 127 128 129 130
Sex MIFIM|F|M|]F| M|F|M|[F|[M|F|M|F|M|F|M|[F

Cecum

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 0 0 0

Cyst(s) 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0
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Table 46: Type and Number of the Non-Neoplastic Lesions of the Colon.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M

Colon

Numbers of rats examined 5

Dilation 0

Nematodes 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M

Colon

Numbers of rats examined 0

Dilation 0

Nematodes 0

Study identification 21 2 23 24 25 26 27 28 29 30
Sex M

Colon

Numbers of rats examined 0

Dilation 0

Nematodes 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M

Colon

Numbers of rats examined 5

Dilation 0

Nematodes 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M

Colon

Numbers of rats examined 0

Dilation 0

Nematodes 0
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Table 46: Type and Number of the Non-Neoplastic Lesions of the Colon. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M F M F M F M F M F M F M F M F M F

Colon

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5

Dilation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nematodes ojJofofofjfojJojyofofofojojojJofofofo]o]oO

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M|F|M|F|[M|F|M|F|[M|[F|M|F|M|F|M|F|M]|F

Colon

Numbers of rats examined 0 0 0 0 5 5 0 0 5 5 5 5 5 5 5 5 0 0

Dilation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nematodes ojJofofofjfojojofofofojojojJofofofo]o]oO

Study identification 71 72 73 74 75 76 77 78 79 80
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Colon

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0

Dilation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nematodes ojJofofofjfojJjojyofofofojojojJofofofo]o]oO

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|M|F|[M|F|M|F|[M|[F|M|F|M|F|M|F|M]|F

Colon

Numbers of rats examined 5 5 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0

Dilation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nematodes ojJofofofjfojJojofofofojojojJofofofo]o]oO

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F[M|F|M|F|[M|F|M|F|M|F|M|F|M]|F

Colon

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5

Dilation 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nematodes ojJofofofjojJojofofofojojojJofofofo]o]oO
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Table 46: Type and Number of the Non-Neoplastic Lesions of the Colon. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F 10
Colon

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0

Dilation ojJofofofjfojJojyofofofojojojJofofofo]o]oO
Nematodes 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Colon

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0

Dilation ojJofofofjojJojyofofofojojojJofofofo]o]oO
Nematodes 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F

Colon

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 0 0 0

Dilation ojJofofofjojJojofofofojojojJofofofo]o]oO
Nematodes 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Table 47: Type and Number of the Non-Neoplastic Lesions of the Rectum.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

ool

olo|eo|e

ool —|e

olo|eo|e

ool

olo|leo|e

clole|e

olo|leo|e

clole|e

ol oo~

ool

olo|eo|e

clole|e

olo|leo|e

cololeo|e

olo|eo|e

ol oo

ol oo

(=3 RS RS

ol ool w

Study identification

20

Sex

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

clole|e

ool ~|o

clole|e

olo|eo|e

colole|e

olo|e|e

clole|e

olo|e|e

colole|e

olo|eo|e

colole|e

olo|leo|e

cololeo|e

olo|eo|e

ool

ol oo

cloleo|e

olo|e|e

clole|e

cololeo|e

Study identification

23

27

30

Sex

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

ool

olo|e|e

(=Y RS RS

ol oo~

cleole|e

olo|e|e

ool

olo|eo|e

clole|e

olo|eo|e

cleole|e

olo|eo|e

cleoleo|e

olo|eo|e

cleoleo|e

olo|eo|e

cleole|e

olo|eo|e

cleole|e

cleole|e

Study identification

40

Sex

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

clole|e

olo|leo|e

clole|e

olo|eo|e

colo|le|e

olo|eo|e

ool

olo|eo|e

clole|e

olo|e|e

ool

olo|eo|e

clole|e

olo|e|e

cloleo|e

olo|leo|e

cloleo|e

olo|eo|e

clole|e

cloleo|e
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Table 47: Type and Number of the Non-Neoplastic Lesions of the Rectum. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

41
M

F

4
M

B

43
M

B

44
M

B

45
M

B

M

46

B

47
M F

48
M

B

M

49

B

50

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

colo|le|e

ool e

colole|e

ool e

colole|e

olo|leo|e

colole|e

olo|eo|e

ool

olo|eo|e

colole|e

olo|leo|e

colole|e
olo|leo|e

colole|e

olo|eo|e

clole|e

ool e

clole|e

ool

Study identification

60

Sex

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

clole|e

olo|eo|e

clole|e

olo|eo|e

colole|e

olo|e|e

clole|e

olo|e|e

colole|e

olo|eo|e

colole|e

olo|leo|e

cololeo|e
olo|eo|e

ool

olo|eo|e

cloleo|e

olo|e|e

clole|e

cololeo|e

Study identification

63

67

70

Sex

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

ool

olo|e|e

ool

olo|e|e

cleole|e

olo|e|e

ool

olo|eo|e

clole|e

olo|eo|e

cleole|e

olo|eo|e

cleoleo|e
olo|eo|e

cleoleo|e

olo|eo|e

cleole|e

olo|eo|e

cleole|e

cleole|e

Study identification

80

Sex

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

clo|le|e

olo|e|e

clole|e

olo|e|e

colole|e

olo|eo|e

clole|e

olo|eo|e

clole|e

olo|e|e

cloleo|e

olo|e|e

clole|e
olo|eo|e

clole|e

olo|eo|e

cloleo|e

olo|e|e

colole|e

clole|e
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 47: Type and Number of the Non-Neoplastic Lesions of the Rectum. Con‘t

Study identification
Sex

81
M

F

82
M

F

M

83
F

84
M

F

M

85
B

86
M

B

M

87
B

88
M

B

M

89

B

90

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

ool

olo|eo|e

ool

olo|leo|e

ool

ool e

ool —|e

olo|leo|e

clole|e

olo|eo|e

colo|le|e

olo|eo|e

cololeo|e

ol oo~

colole|e

olo|eo|e

clole|e

olo|eo|e

ool

ool

Study identification

100

Sex

Rectum

Numbers of rats examined

w

Dilation

Nematodes

Congestion

Mononuclear cell foci

clole|e

olo|eo|e

clole|e

ol oo~

ol =l

ol oo~

clole|e

olo|e|e

colole|e

olo|eo|e

colole|e

olo|leo|e

cololeo|e

olo|eo|e

ool

olo|eo|e

cloleo|e

olo|e|e

clole|e

plo|o|o

Study identification

103

107

110

Sex

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

ool

olo|e|e

cloleo|e

olo|e|e

cloleo|e

olo|e|e

colole|e

olo|e|e

ool

olo|eo|e

ool

ool e

ool

olo|e|e

clole|e

olo|e|e

ool

olo|e|e

ool

ool

Study identification

120

Sex

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

clole|e

olo|leo|e

clole|e

olo|eo|e

colo|le|e

olo|eo|e

ool

olo|eo|e

clole|e

olo|e|e

ool

olo|eo|e

clole|e

olo|e|e

cloleo|e

olo|leo|e

cloleo|e

olo|eo|e

clole|e

cloleo|e

Study identification

123

127

130

Sex

Rectum

Numbers of rats examined

Dilation

Nematodes

Congestion

Mononuclear cell foci

ol e

o|leo| oo

o|le| oo

o|leo| oo

ol oo

ol oo

ol o

o|leo| oo

ol oo

o|leo| oo

ol oo

ol oo

ol oo

o|leo| oo

ol oo

o|leo| oo

ol oo

o|leo| oo

ol oo

ol oo
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Table 48: Type and Number of the Non-Neoplastic Lesions of the Salivary Glands.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Salivary Glands

Numbers of rats examined

Study identification

20

Sex

Salivary Glands

Numbers of rats examined

Study identification

30

Sex

Salivary Glands

Numbers of rats examined

Study identification

31

32

33

34

35

36

37

38

39

40

Sex

Salivary Glands

Numbers of rats examined

Study identification

50

Sex

Salivary Glands

Numbers of rats examined

Study identification

60

Sex

Salivary Glands

Numbers of rats examined

Study identification

70

Sex

Salivary Glands

Numbers of rats examined
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Table 48: Type and Number of the Non-Neoplastic Lesions of the Salivary Glands. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

71
M

F

72
M

B

3
M

B

74
M

B

75
M

B

76
M

B

77
M

B

78
M

B

79
M

B

80

Salivary Glands

Numbers of rats examined

Study identification

81

82

83

84

85

86

87

88

89

90

Sex

Salivary Glands

Numbers of rats examined

Study identification

91

92

93

94

95

96

97

98

99

100

Sex

Salivary Glands

Numbers of rats examined

Study identification

110

Sex

Salivary Glands

Numbers of rats examined

Study identification

120

Sex

Salivary Glands

Numbers of rats examined

Study identification

130

Sex

Salivary Glands

Numbers of rats examined

149



Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 49: Type and Number of the Non-Neoplastic Lesions of the Parotid Salivary Glands*.

Study identification 1 2 3 4 5 6 7 8 9 10
Sex I F M F
Parotid Glands

Numbers of rats examined 0 0 0 0
Ectopic submandibul. 0 0 0 0
Lipidosis 0 0 0 [
Mononuclear cell foci 0 0 0 0
*single Studies only

Study identification 11 12 13 14 15 16 17 18 19 20
Sex F F | M F
Parotid Glands

Numbers of rats examined 0 0 0 0
Ectopic submandibul. 0 0 0 0
Lipidosis 0 0 0 0
Mononuclear cell foci 0 0 0 0
*single Studies only

Study identification 21 2 23 24 25 26 27 28 29 30
Sex F F | M F
Parotid Glands

Numbers of rats examined 0 0 0 0
Ectopic submandibul. 0 0 0 0
Lipidosis 0 0 ] 0
Mononuclear cell foci 0 0 0 0
*single Studies only

Study identification 31 32 33 34 35 36 37 38 39 40
Sex F F | M F
Parotid Glands

Numbers of rats examined 0 0 0 0
Ectopic submandibul. 0 0 [ 0
Lipidosis 0 010 0
Mononuclear cell foci 0 0 0 0

*single Studies only
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 49: Type and Number of the Non-Neoplastic Lesions of the Parotid Salivary Glands.

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M F M F M F M F M F M F M F M F M F M F

Parotid Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectopic submandibul. ojlofofojojJojofofojojojJofofojo]Jolo]ofo 0
Lipidosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 51 52 53 54 55 56 57 58 59 60

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Parotid Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectopic submandibul. olofofojojJojofofojojojJofofojo]Jo]lo]oOfoO 0
Lipidosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70

Sex M|F|M|F|[M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F

Parotid Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectopic submandibul. 0 0 ] 0 0 0 ] 0 0 0 0 0 ] 0 0 0 0 0 0 0
Lipidosis olofofojojJojofofojojojJofofojo]Jolo]ofo 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 73 74 75 76 77 78 79 80

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Parotid Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectopic submandibul. ojlofofojojJojofofojojojJofofojo]Jo]lo]oOofo 0
Lipidosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 49: Type and Number of the Non-Neoplastic Lesions of the Parotid Salivary Glands.

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F M F M F M F M F M F M F M F M F M I

Parotid Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0
Ectopic submandibul. oJofofojo]Jo]Jofofo 1 oJofofojo]JojJofofo 0
Lipidosis 0 0 0 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Parotid Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectopic submandibul. olofofojojJojofofojojojJofofojo]Jo]lo]oOfoO 0
Lipidosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 101 102 103 104 105 106 107 108 109 110

Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F

Parotid Glands

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectopic submandibul. 0 0 ] 0 0 0 ] 0 0 0 0 0 ] 0 0 0 0 0 0 0
Lipidosis olofofojojJojofofojojojJofofojo]Jolo]ofo 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120

Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 15

Parotid Glands

Numbers of rats examined 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0 5 5
Ectopic submandibul. ojlofofojojJojofofojojojJofofojo]Jo]lo]oOofo 0
Lipidosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130

Sex M|F|M|F[M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F

Parotid Glands

Numbers of rats examined 0 0 5 5 5 5 0 0 0 0 0 0 5 5 0 0 0 0 0 0
Ectopic submandibul. 0 0 0 0 0 0 0 0 0 0 0 0 0 1 [ 0 ] 0 0 0
Lipidosis ojlofofojojJojofofojojojof2fojo]Jojlofofo 0

Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0




Table 50: Type and Number of the Non-Neoplastic Lesions of the Submandibular Salivary

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification

Sex

Submandibular Salivary Glands

Numbers of rats examined

Study identification

20

Sex

Submandibular Salivary Glands

Numbers of rats examined

Study identification

30

Sex

Submandibular Salivary Glands

Numbers of rats examined

Study identification

40

Sex

Submandibular Salivary Glands

Numbers of rats examined

Study identification

50

Sex

Submandibular Salivary Glands

Numbers of rats examined

Study identification

60

Sex

Submandibular Salivary Glands

Numbers of rats examined

Study identification

70

Sex

Submandibular Salivary Glands

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 50: Type and Number of the Non-Neoplastic Lesions of the Submandibular Salivary

Study identification
Sex

71
M

F

72
M F

3
M F

74
M F

75
M F

76
M F

77
M F

78
M F

79
M F

80

B

Submandibular Salivary Glands

Numbers of rats examined

Study identification

90

Sex

Submandibular Salivary Glands

Numbers of rats examined

Study identification

100

Sex

Submandibular Salivary Glands

Numbers of rats examined

Study identification

101

102

103

104

105

106

107

108

109

110

Sex

Submandibular Salivary Glands

Numbers of rats examined

Study identification

120

Sex

Submandibular Salivary Glands

Numbers of rats examined

Study identification

130

Sex

Submandibular Salivary Glands

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 51: Type and Number of the Non-Neoplastic Lesions of the Sublingual Salivary Glands.

Study identification
Sex

10

B

Sublingual Salivary Glands

Numbers of rats examined

Study identification

20

Sex

Sublingual Salivary Glands

Numbers of rats examined

Study identification

30

Sex

Sublingual Salivary Glands

Numbers of rats examined

Study identification

31

32

33

34

35

36

37

38

39

40

Sex

Sublingual Salivary Glands

Numbers of rats examined

Study identification

50

Sex

Sublingual Salivary Glands

Numbers of rats examined

Study identification

60

Sex

Sublingual Salivary Glands

Numbers of rats examined

Study identification

70

Sex

Sublingual Salivary Glands

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 51: Type and Number of the Non-Neoplastic Lesions of the Sublingual Salivary Gland.

Study identification
Sex

71
M

F

72
M F

3
M

B

74
M F

75
M

B

76
M F

77
M F

78
M

B

79
M F

80

B

Sublingual Salivary Glands

Numbers of rats examined

Study identification

81

82

83

84

85

86

87

88

89

90

Sex

Sublingual Salivary Glands

Numbers of rats examined

Study identification

91

92

93

94

95

96

97

98

99

100

Sex

Sublingual Salivary Glands

Numbers of rats examined

Study identification

110

Sex

Sublingual Salivary Glands

Numbers of rats examined

Study identification

120

Sex

Sublingual Salivary Glands

Numbers of rats examined

Study identification

130

Sex

Sublingual Salivary Glands

Numbers of rats examined
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Table 52: Type and Number of the Non-Neoplastic Lesions of the Kidneys.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 3 7 10
Sex M F M F M F M F M F M F M F M F M F M 10
Kidneys

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 0 0 0 0 5 5 5 5

Contents fluid

Tubular Cysts

Pelvic dilation

Hydronephrosis

Congestion

Hemorrhage

Hyaline droplets

Lipofuscin pigment

Corticomed. mineralization

Pelvic mineralization

Papillary mineralization

Tubular dilation

Tubular basophilia

Tubular degeneration

Tubular casts

Mononuclear cell foci

Inflammatory cell infiltr.

Pyelitis

Interstitial inflammation

Fibrosis

Urothelial hyperplasia

Cyst(s)

Lipofuscin deposit

Tubular Vacuolation
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Study identification 13 17 20
Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F
Kidneys

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 0 5 5

Contents fluid

Tubular Cysts

Pelvic dilation

Hydronephrosis

Congestion

Hemorrhage

Hyaline droplets

Lipofuscin pigment

Corticomed. mineralization

Pelvic mineralization

Papillary mineralization

Tubular dilation

Tubular basophilia

Tubular degeneration

Tubular casts

Mononuclear cell foci

Inflammatory cell infiltr.

Pyelitis

Interstitial inflammation

Fibrosis

Urothelial hyperplasia

Cyst(s)

Lipofuscin deposit

Tubular Vacuolation

SR EEEEE R EE N EEEEEEEEEE R

SEEEEEE R EE R EE R EEEEEEEE

SRR EEEEEEEE R EEEEEEEEEEE R

SEEEEE R EEEE R EE RN EEEEEEEE

SRR EEEEEEEEEEEEEEEEE R R

SEEEEEEEEEE R EE R EEEEEEEE

SRS ESYESI RS RS EST RS BT RS B I RS NS RS RS RS NS RS BS) BS) BS) RS ) RS

SEEEEEEENEE R EE R EEEEEEEE

SN EEEEE R EE R EEEEENEE R EE

SEEEEEEEE RN EE RN EEEEENEE

S R I E E E E R R R R R R S E E E EIE E E RS S

I3 R=1 RSY BT RSY RSY RSY BS) RS RS NS IS NSY RS S S S S RS RS) ) RS ) S

S R L E E E EL R R R R R RS S L S E I E E ST RS S

I3 R=1 RSY BT RS RSY RSY S RS NS NS S NCY RS SY S S S RS RS) ) RS RS BS

SRR EEEEEEEE R EEEEENEE R R

SEEEEEEEEEEEEE R EEEEEEEE

S R L E E E E R R R R R R S EE EE E E E E ST RS S

I3 R=1 RSY BT RS RSY RSY BSY RS NS NS RS NCY RS S ) S S RS o) ) BS) RS) RS

SRR EEEEE R EE R EEEEEEEEEE R

SRR EEEEE R EE R EE R EEEEEE R

157



Table 52: Type and Number of the Non-Neoplastic Lesions of the Kidneys. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

M

21

F

M

22

F

23
M

F

M

24

F

M

25

B

M

26

B

27
M F

M

28

B

M

29

B

30

Kidneys

Numbers of rats examined

Contents fluid

Tubular Cysts

Pelvic dilation

Hydronephrosis

Congestion

Hemorrhage

Hyaline droplets

Lipofuscin pigment

Corticomed. mineralization

Pelvic mineralization

Papillary mineralization

Tubular dilation

Tubular basophilia

Tubular degeneration

Tubular casts

B E E EE E N E R E R

SR EEEEE R EEEE R

Mononuclear cell foci

Inflammatory cell infiltr.

Pyelitis

Interstitial inflammation

Fibrosis

Urothelial hyperplasia

Cyst(s)

Lipofuscin deposit

Tubular Vacuolation
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Study identification

33

37

40

Sex

Kidneys

Numbers of rats examined

o

Contents fluid

Tubular Cysts

Pelvic dilation

Hydronephrosis

Congestion

Hemorrhage
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Hyaline droplets

=

Lipofuscin pigment

oo~

Corticomed. mineralization

o

Pelvic mineralization

Papillary mineralization

Tubular dilation

Tubular basophilia

Tubular degeneration

Tubular casts

Mononuclear cell foci

Inflammatory cell infiltr.

Pyelitis

Interstitial inflammation

Fibrosis

Urothelial hyperplasia

Cyst(s)

Lipofuscin deposit

Tubular Vacuolation
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Table 52: Type and Number of the Non-Neoplastic Lesions of the Kidneys. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

M

41

F

M

4

F

43
M

F

M

44

F

M

45

B

M

46

B

47
M

B

M

48

B

M

49

B

50

Kidneys

Numbers of rats examined

10

10

10

10

Contents fluid

Tubular Cysts

Pelvic dilation

Hydronephrosis

Congestion

Hemorrhage
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Hyaline droplets

S

=

Lipofuscin pigment

Corticomed. mineralization

Pelvic mineralization

Papillary mineralization

Tubular dilation

Tubular basophilia

Tubular degeneration

Tubular casts

SIS N S E E E R R E R E N EEE

Mononuclear cell foci

Inflammatory cell infiltr.

Pyelitis

Interstitial inflammation

Fibrosis

Urothelial hyperplasia

Cyst(s)

Lipofuscin deposit

Tubular Vacuolation

SRR EEEEEEEEEEEEEEEEEEEE R

ST R=1 RSY BT RSY BT RSY SY B RS B IS NSY I (S NS S RS RS o) Y e RS S

S R E E E E EL R R R RS R RS S RS RS RS S ST RS EET RS S

ST RS1 RSY BT RSY RSY RS) BS) RS NS NS IS NSY RS S S S S RS o) ) BS) RS) S

SR EEEEEENEREENE R

IS1 R=1 RSY BT RS ST RSY RSY RS NS NS NS RCY RS RS IR S RS RS B Y BS) RS) S

=1 BT BSY ST EST I BS) RS B RS RS I RS RS I RS S

SEEEE R EEEEE R EE R EEEEEEEE

S R L E E E EL R R R R R RS S RS S RS I L ST RS RS S

IS R=1 RSY BT RS RSY RS BS) RS NS NS RS NSY RS S RS S S RS o) o) RS RS S

S R L E EL R RS R S RS B S S B RS RS RS RS ESY RS RS S

ST R=1 RSY BT RS BT RS BSY RS NS NS IS NCY RS S S S S RS o) oY RS RS) S

S R L E E L EL R R B RS R RS S B RS RS RS RS ESY BT RS S

IS1 R=1 RSY BT RSY RSY RSY BS) RS NS NS S NCY NS S S S S RS o) o) =) RS) BS

S R L E E E E R R R R R RS I S S EE I E Y RS RS S

IS1 R=1 BSY BT RS RSY RSY BSY RS NS NS IS NSY RS S S S S RS RS) ) BS) RS) S

SIE IR RS RS ES) ) RS RS RS RS RS RS RS RS BS) BS) BS) RS ) BS)

IS1 R=1 RSY BT RS RSY RSY BS) RS NS NS S NSY RS S S S S RS o) ) BS) RS) S

SIS SN IE E S

SR EEEEENEE R EE R EEEEEE R

Study identification

53

57

60

Sex

Kidneys

Numbers of rats examined

10

10

10

o

10

Contents fluid

Tubular Cysts

Pelvic dilation

Hydronephrosis

Congestion

Hemorrhage
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Hyaline droplets
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>

Lipofuscin pigment
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Tubular dilation
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Tubular degeneration
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Tubular casts
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Inflammatory cell infiltr.
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Interstitial inflammation
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Table 52: Type and Number of the Non-Neoplastic Lesions of the Kidneys. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

61
M

F

62
M

F

63
M

F

64
M

F

65
M

B

M

66

B

67
M F

68
M

B

M

69

B

70

Kidneys

Numbers of rats examined

10

Contents fluid

Tubular Cysts

Pelvic dilation

Hydronephrosis

Congestion

Hemorrhage

ol el

Hyaline droplets

>

Lipofuscin pigment

Corticomed. mineralization

Pelvic mineralization

Papillary mineralization

ool

Tubular dilation

Tubular basophilia

Tubular degeneration

Tubular casts

Mononuclear cell foci

Inflammatory cell infiltr.

Pyelitis

Interstitial inflammation

Fibrosis

Urothelial hyperplasia

Cyst(s)

Lipofuscin deposit

Tubular Vacuolation
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Study identification

73

77

80

Sex

Kidneys

Numbers of rats examined

Contents fluid

Tubular Cysts

Pelvic dilation

Hydronephrosis

Congestion

Hemorrhage

Hyaline droplets

Lipofuscin pigment

Corticomed. mineralization

Pelvic mineralization

Papillary mineralization

Tubular dilation

Tubular basophilia

Tubular degeneration

Tubular casts

Mononuclear cell foci
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Table 52: Type and Number of the Non-Neoplastic Lesions of the Kidneys. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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Tubular dilation

Tubular basophilia

Tubular degeneration

Tubular casts
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Table 52: Type and Number of the Non-Neoplastic Lesions of the Kidneys. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F M 10
Kidneys

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0 5 5
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Tubular Cysts

Pelvic dilation

Hydronephrosis

Congestion

Hemorrhage

Hyaline droplets

Lipofuscin pigment

Corticomed. mineralization

Pelvic mineralization

Papillary mineralization

Tubular dilation

Tubular basophilia

Tubular degeneration

Tubular casts

Mononuclear cell foci

Inflammatory cell infiltr.

Pyelitis

Interstitial inflammation

Fibrosis

Urothelial hyperplasia

Cyst(s)

Lipofuscin deposit

Tubular Vacuolation
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Table 52: Type and Number of the Non-Neoplastic Lesions of the Kidneys. Con’t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M F M F M F M F M F M F M F M F M F M 10
Kidneys

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 0 0 0 0 0

Contents fluid

Tubular Cysts

Pelvic dilation

Hydronephrosis

Congestion

Hemorrhage

Hyaline droplets

Lipofuscin pigment

Corticomed. mineralization

Pelvic mineralization

Papillary mineralization

Tubular dilation

Tubular basophilia

Tubular degeneration

Tubular casts

Mononuclear cell foci

Inflammatory cell infiltr.

Pyelitis

Interstitial inflammation

Fibrosis

Urothelial hyperplasia

Cyst(s)

Lipofuscin deposit

Tubular Vacuolation
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 53: Type and Number of the Non-Neoplastic Lesions of the Urinary Bladder.

Study identification
Sex

Urinary Bladder

Numbers of rats examined

Mononuclear cell foci

Ectasia

Congestion

Luminar blood
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 53: Type and Number of the Non-Neoplastic Lesions of the Urinary Bladder. Con‘t

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M F M F M F M F M F M F M F M F M F M 10
Urinary Bladder

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 5 5
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectasia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Congestion olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Luminar blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 51 52 53 54 55 56 57 58 59 60
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10
Urinary Bladder

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectasia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Congestion olofofojojJojofofojojojJofofojo]Jo]lo]oOofo 0
Luminar blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10
Urinary Bladder

Numbers of rats examined 0 0 0 0 5 5 0 0 5 5 5 5 5 5 5 5 0 0 5 5
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectasia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Congestion olofofojojJojofofojojojJofofojo]Jo]lo]oOfoO 0
Luminar blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 73 74 75 76 77 78 79 80
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10
Urinary Bladder

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 8 8
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectasia ojlofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Luminar blood olofofojojJojofofojojojJofofojo]Jolo]ofo 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 53: Type and Number of the Non-Neoplastic Lesions of the Urinary Bladder. Con‘t

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F M F M F M F M F M F M F M F M F M 10
Urinary Bladder

Numbers of rats examined 5 5 0 0 0 0 5 5 4 5 5 5 5 5 5 5 0 0 5 5
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0
Ectasia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Congestion olofofojojJojofofojojojJofofojo]Jojlo]ofo 0
Luminar blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 15
Urinary Bladder

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5 5 5
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectasia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Congestion olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Luminar blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10
Urinary Bladder

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0 5 5
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectasia 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Congestion olofofojojJojofofojojojJofofojo]Jo]lo]oOfoO 0
Luminar blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10
Urinary Bladder

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0 5 5
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 [ 0
Ectasia olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Luminar blood olofofojojJojofofojojojJofofojo]JoJo]oOofoO 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|[M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F
Urinary Bladder

Numbers of rats examined 5 5 5 5 5 5 5 5 0 0 0 0 4 5 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0
Ectasia olofofojojJojofofojojojJofofojo]Jolo]ofo 0
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Luminar blood olofofojojJojofofojojojJofofojo]Jolo]ofo 0
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Table 54: Type and Number of the Non-Neoplastic Lesions of the Skin.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex F M F F
Skin

Numbers of rats examined 0 0 0 0
Edema 0 0 0 0
Folliculitis 010 0 0
Inflammation 0 0 0 0
Study identification 11 12 13 14 15 16 17 18 19 20
Sex F | M F F
Skin

Numbers of rats examined 0 0 0 0
Edema 0 0 0 0
Folliculitis 0 0 0 0
Inflammation 0 0 0 0
Study identification 21 2 23 24 25 26 27 28 29 30
Sex F | M F F
Skin

Numbers of rats examined 0 0 0 0
Edema 0 0 0 0
Folliculitis 010 0 0
Inflammation 0 0 0 0
Study identification 31 32 33 34 35 36 37 38 39 40
Sex F | M F F
Skin

Numbers of rats examined 5 0 5 0
Edema 0 0 0 0
Folliculitis 0 0 0 0
Inflammation 0 0 0 0
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Table 54: Type and Number of the Non-Neoplastic Lesions of the Skin. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M F M F M F M F M F M F M F M F M F 10
Skin

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 5
Edema ojJofofofjojJjojyofofofojojojJofofofo]o]o 0
Folliculitis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inflammation ojJofofofjfojJojyofofofojojojJofofofo]o]oO 0
Study identification 51 52 53 54 55 56 57 58 59 60
Sex M|F|M|F|M|F|M|F|[M|F|M|F|M|F|M|F|M]|F F
Skin

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Edema 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Folliculitis ojJofofofjfojJojyofofofojojojJofofofo]oOo]oO 0
Inflammation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|]F|M]|F 10
Skin

Numbers of rats examined 0 0 0 0 5 5 0 0 5 5 5 5 5 5 5 5 0 0 0
Edema ojJofofofjfojJjojyofofofojojojJofofofo]o]oO 0
Folliculitis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inflammation ojJofofofjfojJojyofofofojojojJofofofo]o]oO 0
Study identification 71 72 73 74 75 76 77 78 79 80
Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|M|F|M]|F F
Skin

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8
Edema 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Folliculitis ojJofofofjfojJojofjofofojojojJofofofo]oOo]oO 1
Inflammation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
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Table 54: Type and Number of the Non-Neoplastic Lesions of the Skin. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F M F M F M F M F M F M F M F M F F
Skin

Numbers of rats examined 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0
Edema 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Folliculitis ojJofofofjojJojyofofofojojojJofofofo]o]oO 0
Inflammation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F|[M]|F 10
Skin

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Edema ojJofofofjojJojyofofofojojojJofofofo]o]oO 0
Folliculitis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inflammation ojJofofofjfojJojyofofofojojojJofofofo]oOo]oO 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|[M|F|M|F|[M|[F|M|F|M|F|M|F|M]|F F
Skin

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Edema 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Folliculitis ojJofofofjfojJojyofofofojojojJofofofo]o]oO 0
Inflammation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|[M]|F 10
Skin

Numbers of rats examined 0 0 0 0 5 5 0 0 6 6 5 5 0 0 0 0 0 0 5
Edema ojJofofofjfojJjojyofofofojojojJofofofo]o]oO 0
Folliculitis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inflammation ojJofofofjojJojyofofofojojojJofofofo]o]oO 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|IM|F|[M|F|M|F|[M|[F|M|F|M|F|M|F|M]|F F
Skin

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 5 5 0 0 0 0 0
Edema 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Folliculitis ojJofofofjojJojyofofofojojojJofofofo]o]oO 0
Inflammation ojJofofofjojJojofofofojojojJofofofo]o]oO 0
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Table 55: Type and Number of the Non-Neoplastic Lesions of the Testes.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M M M M M M M M
Testes

Numbers of rats examined 5 5 5 5 5 0 0 0 5 5
Tubular vacuolation 0 0 0 0 0 0 0 0 0 0
Tubular degeneration 0 0 ] 0 1 0 0 0 1 0
Giant spermatids 0 0 0 0 0 0 0 0 0 0
Capsular fibrosis 0 0 ] 0 0 ] 0 [ ] 0
Cellular debris 0 0 0 0 0 0 0 0 0 0
Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M M M M M M M M
Testes

Numbers of rats examined 5 5 5 5 5 0 0 5 0 5
Tubular vacuolation 0 0 0 0 0 0 0 0 0 0
Tubular degeneration 0 0 0 0 0 0 0 0 0 0
Giant spermatids 0 0 0 0 0 0 0 0 0 0
Capsular fibrosis 0 0 1 0 0 0 0 0 0 0
Cellular debris 0 0 0 0 0 0 0 0 0 0
Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M M M M M M M M
Testes

Numbers of rats examined 0 5 5 0 0 5 0 0 0 0
Tubular vacuolation 0 0 0 0 0 0 0 0 0 0
Tubular degeneration 0 0 0 0 0 0 0 0 (] 0
Giant spermatids 0 0 0 0 0 0 0 0 0 0
Capsular fibrosis 0 0 0 0 0 0 0 0 0 0
Cellular debris 0 0 0 0 0 0 0 0 0 0
Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M M M M M M M M
Testes

Numbers of rats examined 5 0 5 5 10 5 0 0 5 0
Tubular vacuolation 0 0 0 0 0 0 0 0 0 0
Tubular degeneration 0 0 0 0 0 1 0 0 0 0
Giant spermatids 0 0 0 0 0 0 0 0 0 0
Capsular fibrosis 0 0 0 0 0 0 0 0 0 0
Cellular debris 0 0 0 0 1 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 55: Type and Number of the Non-Neoplastic Lesions of the Testes. Con‘t

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M M M M M M M M
Testes

Numbers of rats examined 5 0 10 10 0 0 0 0 0 5

Tubular vacuolation 0 0 0 0 0 0 0 0 0 0

Tubular degeneration 0 0 1 0 0 0 0 0 0 1

Giant spermatids 0 0 0 0 0 0 0 0 0 0

Capsular fibrosis 0 0 0 0 0 0 0 0 0 0

Cellular debris 0 0 1 0 0 0 0 0 0 0

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M M M M M M M M M M
Testes

Numbers of rats examined 5 10 10 5 5 10 10 10 5 5

Tubular vacuolation 0 0 0 0 0 0 0 0 0 0

Tubular degeneration 1 0 0 0 0 0 0 0 0 0

Giant spermatids 0 0 0 0 0 0 0 0 0 0

Capsular fibrosis 0 0 0 0 0 0 0 0 0 0

Cellular debris 0 2 1 1 2 0 1 0 0 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M M M M M M M M
Testes

Numbers of rats examined 0 0 1 0 5 5 5 10 0 5

Tubular vacuolation 0 0 0 0 0 0 0 0 0 0

Tubular degeneration 0 0 0 0 0 0 0 0 0 0

Giant spermatids 0 0 0 0 0 0 0 0 0 0

Capsular fibrosis 0 0 0 0 0 0 0 0 0 0

Cellular debris 0 0 1 0 0 0 0 2 0 0

Study identification 71 72 73 74 75 76 77 78 79 80
Sex M M M M M M M M M M
Testes

Numbers of rats examined 0 5 0 5 0 0 0 0 0 8

Tubular vacuolation 0 0 0 0 0 0 0 0 0 0

Tubular degeneration 0 0 0 0 0 0 0 0 0 0

Giant spermatids 0 0 0 0 0 0 0 0 0 0

Capsular fibrosis 0 0 0 0 0 0 0 0 0 0

Cellular debris 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 55: Type and Number of the Non-Neoplastic Lesions of the Testes. Con‘t

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M M M M M M M M M
Testes

Numbers of rats examined 5 0 0 5 5 5 5 5 0 5
Tubular vacuolation 0 0 0 0 0 0 2 0 0 0
Tubular degeneration 0 0 0 0 0 0 0 0 0 0
Giant spermatids 0 0 0 0 0 0 0 0 0 0
Capsular fibrosis 0 0 0 0 0 0 0 0 0 0
Cellular debris 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M M M M M M M M M M
Testes

Numbers of rats examined 5 5 3 5 5 0 0 0 5 5
Tubular vacuolation 0 1 1 1 0 0 0 0 0 3
Tubular degeneration 0 0 1 0 0 0 0 0 0 0
Giant spermatids 0 0 1 0 0 0 0 0 0 0
Capsular fibrosis 0 0 0 0 0 0 0 0 0 0
Cellular debris 0 0 0 0 0 0 0 0 0 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M M M M M M M M M M
Testes

Numbers of rats examined 5 5 5 5 5 0 5 0 0 5
Tubular vacuolation 0 0 3 0 0 0 0 0 0 0
Tubular degeneration 0 1 0 0 1 0 0 0 0 0
Giant spermatids 0 0 0 0 0 0 0 0 0 0
Capsular fibrosis 0 0 0 0 0 0 0 0 0 0
Cellular debris 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M M M M M M M M M M
Testes

Numbers of rats examined 5 5 5 5 6 5 0 0 0 5
Tubular vacuolation 0 0 0 0 0 0 0 0 0 0
Tubular degeneration 1 0 0 0 0 0 0 0 0 0
Giant spermatids 0 0 0 0 0 0 0 0 0 0
Capsular fibrosis 0 0 0 0 0 0 0 0 0 0
Cellular debris 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M M M M M M M M M M
Testes

Numbers of rats examined 5 5 5 5 0 0 5 0 0 0
Tubular vacuolation 0 0 0 0 0 0 0 0 0 0
Tubular degeneration 0 0 0 0 0 0 0 0 0 0
Giant spermatids 0 0 ] 0 0 0 0 0 0 ]
Capsular fibrosis 0 0 0 0 0 0 0 0 0 0
Cellular debris 0 0 0 0 0 0 0 0 0 0
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Table 56: Type and Number of the Non-Neoplastic Lesions of the Epididymides.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M M M M M M M M
Epididymides

Numbers of rats examined 5 5 5 5 5 0 0 0 5 5
Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 1 0 0 0 0 0 0 0 0
Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M M M M M M M M
Epididymides

Numbers of rats examined 5 5 5 5 5 0 0 5 0 5
Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M M M M M M M M
Epididymides

Numbers of rats examined 0 5 5 0 0 5 0 0 0 0
Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M M M M M M M M
Epididymides

Numbers of rats examined 5 0 5 5 5 5 0 0 5 0
Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M M M M M M M M
Epididymides

Numbers of rats examined 0 0 0 5 0 0 0 0 0 5
'Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 56: Type and Number of the Non-Neoplastic Lesions of the Epididymides. Con‘t
Study identification 51 52 53 54 55 56 57 58 59 60
Sex M M M M M M M M M
Epididymides

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5
Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M M M M M M M M
Epididymides

Numbers of rats examined 0 0 5 0 5 5 5 5 0 5
Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 73 74 75 76 77 78 79 80
Sex M M M M M M M M M M
Epididymides

Numbers of rats examined 0 5 0 5 0 0 0 0 0 8
Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 1
Study identification 81 82 83 84 85 86 87 88 89 90
Sex M M M M M M M M M M
Epididymides

Numbers of rats examined 5 0 0 5 5 5 5 5 0 5
Vacuolation 0 0 0 1 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M M M M M M M M M M
Epididymides

Numbers of rats examined 5 5 3 5 5 0 0 0 5 5
'Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 1 2 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 56: Type and Number of the Non-Neoplastic Lesions of the Epididymides. Con‘t

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M M M M M M M M M M
Epididymides
Numbers of rats examined 5 5 5 5 5 0 5 0 0 5
Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 1 0 1 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M M M M M M M M M M
Epididymides
Numbers of rats examined 5 5 5 5 6 0 0 0 0 5
Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M M M M M M M M M M
Epididymides
Numbers of rats examined 5 5 5 5 0 0 5 0 0 0
Vacuolation 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
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Table 57: Type and Number of the Non-Neoplastic Lesions of the Prostate.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 5 5 5 5 5 0 0 0 5 5

Mononuclear cell foci 0 1 0 0 0 0 0 0 0 0
Inflammatory cell foci 0 0 ] 0 0 0 0 0 0 0
Inflammation 0 0 0 0 0 0 0 0 0 1

Sperm granuloma 0 1 0 0 0 0 0 0 0 0
Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 5 5 5 5 5 0 0 5 0 5

Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Inflammatory cell foci 0 0 0 0 0 0 0 0 0 0
Inflammation 0 0 0 2 0 0 0 0 0 0
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 0 5 5 0 0 5 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Inflammatory cell foc 0 0 0 0 0 0 0 0 0 0
Inflammation 0 0 1 0 0 1 0 0 0 0
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 0 0 5 5 5 5 0 0 5 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Inflammatory cell foci 0 0 0 3 0 0 0 0 0 0
Inflammation 0 0 0 0 0 0 0 0 0 0
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 57: Type and Number of the Non-Neoplastic Lesions of the Prostate. Con‘t

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 0 0 0 5 0 0 0 0 0 5
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Inflammatory cell foci 0 0 0 0 0 0 0 0 0 0
Inflammation 0 0 0 0 0 0 0 0 0 0
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
Study identification 51 57 53 54 55 56 57 58 59 60
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Inflammatory cell foci 0 0 0 0 0 0 0 0 0 0
Inflammation 0 0 0 0 0 0 0 0 0 0
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 0 0 5 0 5 5 5 5 0 5
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Inflammatory cell foci 0 0 0 0 0 0 0 0 0 0
Inflammation 0 0 0 0 0 0 0 0 0 3
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 73 74 75 76 77 78 79 80
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 0 5 0 5 0 0 0 0 0 8
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Inflammatory cell foci 0 0 0 0 0 0 0 0 0 0
Inflammation 0 0 0 0 0 0 0 0 0 2
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 57: Type and Number of the Non-Neoplastic Lesions of the Prostate. Con‘t

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M M M M M M M M M
Prostate

Numbers of rats examined 5 0 0 5 5 5 5 5 0 5
Mononuclear cell foci 0 0 0 0 0 0 0 2 0 0
Inflammatory cell foci 0 0 0 0 0 0 0 0 0 0
Inflammation 3 0 0 1 0 0 0 0 0 1
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 5 5 3 5 5 0 0 0 5 5
Mononuclear cell foci 0 0 1 0 0 0 0 0 0 1
Inflammatory cell foci 0 0 0 0 0 0 0 0 0 0
Inflammation 0 0 0 0 0 0 0 0 0 0
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 5 5 5 5 5 0 5 0 0 5
Mononuclear cell foci 0 0 2 0 1 0 0 0 0 0
Inflammatory cell foci 0 0 0 0 0 0 0 0 0 0
Inflammation 0 4 0 0 0 0 0 0 0 0
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 5 5 5 5 [3 5 0 0 0 5
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Inflammatory cell foci 3 0 0 0 0 0 0 0 0 0
Inflammation 0 0 0 0 0 0 0 0 0 0
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M M M M M M M M M M
Prostate

Numbers of rats examined 5 5 5 5 0 0 5 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Inflammatory cell foci 0 0 0 0 0 0 0 0 0 0
Inflammation 0 0 0 0 0 0 0 0 0 0
Sperm granuloma 0 0 0 0 0 0 0 0 0 0
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Table 58: Type and Number of the Non-Neoplastic Lesions of the Seminal Vesicles.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M M M M M M M M
Seminal Vesicles

Numbers of rats examined 5 5 5 5 5 0 0 0 5 5
Congestion 0 0 0 0 0 0 0 0 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0
Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M M M M M M M M
Seminal Vesicles

Numbers of rats examined 5 5 5 5 5 0 0 5 0 5
Congestion 0 1 0 0 0 0 0 0 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0
Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M M M M M M M M
Seminal Vesicles

Numbers of rats examined 0 5 5 0 0 5 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0
Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M M M M M M M M
Seminal Vesicles

Numbers of rats examined 5 0 5 5 5 3 0 0 5 2
Congestion 0 0 0 0 0 3 0 0 0 2
Hemorrhage 0 0 0 0 0 0 0 0 0 0
Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M M M M M M M M
Seminal Vesicles

Numbers of rats examined 0 0 0 5 0 0 0 0 0 5
Congestion 0 0 0 0 0 0 0 0 0 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 58: Type and Number of the Non-Neoplastic Lesions of the Seminal Vesicles. Con‘t

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M M M M M M M M M
Seminal Vesicles

Numbers of rats examined 5 3 5 1 5 3 5 5 3 3

Congestion 0 3 0 1 0 3 0 0 3 3

Hemorrhage 0 0 0 0 0 0 0 0 0 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M M M M M M M M
Seminal Vesicles

Numbers of rats examined 0 0 5 0 5 5 5 5 0 5

Congestion 0 0 0 0 0 0 0 0 0 0

Hemorrhage 0 0 0 0 0 0 0 0 0 0

Study identification 71 72 73 74 75 76 77 78 79 80
Sex M M M M M M M M M M
Seminal Vesicles

Numbers of rats examined 0 5 0 5 0 0 0 0 0 8

Congestion 0 0 0 0 0 0 0 0 0 0

Hemorrhage 0 0 0 0 0 0 0 0 0 0

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M M M M M M M M M M
Seminal Vesicles

Numbers of rats examined 5 0 0 5 5 5 5 5 0 5

Congestion 0 0 0 0 0 1 0 0 0 0

Hemorrhage 0 0 0 0 0 0 0 0 0 0

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M M M M M M M M M M

Seminal Vesicles

Numbers of rats examined 5 5 3 5 5 0 0 0 5 5

Congestion 0 0 0 0 0 0 0 0 0 0

Hemorrhage 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 58: Type and Number of the Non-Neoplastic Lesions of the Seminal Vesicles. Con‘t

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M M M M M M M M M M
Seminal Vesicles
Numbers of rats examined 5 5 5 5 5 0 5 0 0 5
Congestion 0 0 1 0 0 0 0 0 0 0
Hemorrhage 0 0 1 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex M M M M M M M M M M
Seminal Vesicles
Numbers of rats examined 5 5 5 5 6 0 0 0 0 5
Congestion 0 0 0 0 0 0 0 0 0 1
Hemorrhage 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M M M M M M M M M M
Seminal Vesicles
Numbers of rats examined 5 5 5 5 0 0 5 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemorrhage 0 0 1 0 0 0 0 0 0 0

181



Table 59: Type and Number of the Non-Neoplastic Lesions of the Mammary Gland Area.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Mammary Gland Area

Numbers of rats examined

Study identification

20

Sex

Mammary Gland Area

Numbers of rats examined

Study identification

30

Sex

Mammary Gland Area

Numbers of rats examined

Study identification

40

Sex

Mammary Gland Area

Numbers of rats examined

Study identification

50

Sex

Mammary Gland Area

Numbers of rats examined

Study identification

60

Sex

Mammary Gland Area

Numbers of rats examined

Study identification

70

Sex

Mammary Gland Area

Numbers of rats examined
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Table 59: Type and Number of the Non-Neoplastic Lesions of the Mammary Gland Area.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

71
M

F

72
M F

3
M F

74
M F

75
M F

76
M F

77
M F

78
M F

79
M F

80

Mammary Gland Area

Numbers of rats examined

Study identification

90

Sex

Mammary Gland Area

Numbers of rats examined

Study identification

100

Sex

Mammary Gland Area

Numbers of rats examined

Study identification

110

Sex

Mammary Gland Area

Numbers of rats examined

Study identification

120

Sex

Mammary Gland Area

Numbers of rats examined

Study identification

130

Sex

Mammary Gland Area

Numbers of rats examined
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Table 60: Type and Number of the Non-Neoplastic Lesions of the Ovaries.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex F F F F F F F F F F
Ovaries

Numbers of rats examined 5 5 5 5 5 0 0 0 5 5
Follicular cyst 0 0 0 0 0 0 0 0 0 0
Tubular structure(s) 0 1 ] 0 0 0 0 0 0 0
Congestion 0 0 0 1 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
Study identification 11 12 13 14 15 16 17 18 19 20
Sex F F F F F F F F F F
Ovaries

Numbers of rats examined 5 5 5 5 5 0 0 5 0 5
Follicular cyst 0 0 0 0 0 0 0 0 0 0
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
Study identification 21 22 23 24 25 26 27 28 29 30
Sex F F F F F F F F F F
Ovaries

Numbers of rats examined 0 5 5 0 0 5 0 0 0 0
Follicular cyst 0 0 0 0 0 0 0 0 0 0
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
Study identification 31 32 33 34 35 36 37 38 39 40
Sex F F F F F F F F F F
Ovaries

Numbers of rats examined 5 0 5 5 5 5 0 0 5 0
Follicular cyst 0 0 0 0 0 0 0 0 0 0
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
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Table 60: Type and Number of the Non-Neoplastic Lesions of the Ovaries. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 41 42 43 44 45 46 47 48 49 50
Sex F F F F F F F F E F
Ovaries

Numbers of rats examined 5 0 5 5 0 0 0 0 0 5
Follicular cyst 0 0 0 0 0 0 0 0 0 0
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
Study identification 51 52 53 54 55 56 57 58 59 60
Sex F F F F F F F F F F
Ovaries

Numbers of rats examined 5 1 5 1 5 5 5 5 5 5
Follicular cyst 0 0 0 0 0 0 0 0 0 0
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 0 1 0 1 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex F F F F F F F F F F
Ovaries

Numbers of rats examined 0 0 5 0 5 5 5 5 0 5
Follicular cyst 0 0 0 0 0 0 0 0 0 0
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 73 74 75 76 77 78 79 80
Sex F F F F F F F B B B
Ovaries

Numbers of rats examined 0 5 0 5 0 0 0 0 0 8
Follicular cyst 0 ] 0 ] 0 0 ] 0 0 0
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 60: Type and Number of the Non-Neoplastic Lesions of the Ovaries. Con‘t

Study identification 81 82 83 84 85 86 87 88 89 90
Sex F F F F F F F F E F
Ovaries

Numbers of rats examined 5 0 0 5 5 5 5 5 0 5
Follicular cyst 0 0 0 0 0 0 0 0 0 0
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|F|M|F[M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M
Ovaries

Numbers of rats examined 5 5 3 5 5 0 0 0 5 5
Follicular cyst 0 0 0 1 0 0 0 0 0 0
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex F F F F F F F F F F
Ovaries

Numbers of rats examined 5 5 5 5 5 0 5 0 0 5
Follicular cyst 0 0 0 0 0 0 0 0 0 0
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 1 0 0 0 0 0 0 0 0 0
Hemosiderin 0 0 0 0 1 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex B B B B B B B B B B
Ovaries

Numbers of rats examined 5 5 5 5 6 5 0 0 0 5
Follicular cyst 0 0 0 0 0 ] [ 0 0 ]
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex F F F F F F F F F F
Ovaries

Numbers of rats examined 5 5 5 5 0 0 5 0 0 0
Follicular cyst 0 0 0 0 0 0 0 0 0 0
Tubular structure(s) 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0
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Table 61: Type and Number of the Non-Neoplastic Lesions of the Uterus.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Uterus

Numbers of rats examined

Congestion

Dilatation glandular

Cornual dilation

Hydrometra

Estrus/proestrus

Metestrus

Edema, interstitial

Diestrus
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Cornual dilation
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Sex

Uterus

Numbers of rats examined

Congestion

Dilatation glandular

Cornual dilation

Hydrometra

Estrus/proestrus

Metestrus

Edema, interstitial

Diestrus
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Table 61: Type and Number of the Non-Neoplastic Lesions of the Uterus.

Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

31

32

33

34

35

36
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Uterus

Numbers of rats examined

Congestion

Dilatation glandular

Cornual dilation

Hydrometra

Estrus/proestrus

Metestrus

Edema, interstitial

Diestrus
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Table 61: Type and Number of the Non-Neoplastic Lesions of the Uterus.

Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

61
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69

70

Uterus

Numbers of rats examined

Congestion

Dilatation glandular

Cornual dilation
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Edema, interstitial
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Sex
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Cornual dilation
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 61: Type and Number of the Non-Neoplastic Lesions of the Uterus. Con‘t

Study identification 91 92 93 94 95 96 97 98 99 100
Sex F F F F F F F F F F
Uterus

Numbers of rats examined 5 5 3 5 5 0 0 0 5 5
Congestion 0 0 0 0 0 0 0 0 0 0
Dilatation glandular 0 0 0 0 0 0 0 0 0 0
Cornual dilation 0 2 2 1 0 0 0 0 0 2
Hydrometra 0 0 0 0 0 0 0 0 0 0
Estrus/proestrus 0 0 2 0 0 0 0 0 0 0
Metestrus 0 0 1 0 0 0 0 0 0 0
Edema, interstitial 0 0 0 0 0 0 0 0 0 1
Diestrus 0 0 0 0 0 0 0 0 0 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex F F F F F F F F F F
Uterus

Numbers of rats examined 5 5 5 5 5 0 5 0 0 5
Congestion 0 0 0 0 0 0 0 0 0 0
Dilatation glandular ] 0 0 0 0 0 0 ] 0 ]
Cornual dilation 0 0 0 0 0 0 0 0 0 0
Hydrometra 0 0 0 0 0 0 0 0 0 0
Estrus/proestrus 0 0 0 0 0 0 0 0 0 0
Metestrus 0 0 0 0 0 0 0 0 0 0
Edema, interstitial 0 0 0 0 1 0 0 0 0 0
Diestrus 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex F F F F F F F F F F
Uterus

Numbers of rats examined 5 5 5 0 6 5 0 0 0 5
Congestion 0 ] [ 0 0 0 0 0 0 0
Dilatation glandular 0 0 0 0 0 0 0 0 0 0
Cornual dilation 1 0 0 0 0 0 0 0 0 1
Hydrometra 0 0 0 0 0 0 0 0 0 0
Estrus/proestrus 0 0 0 1 0 3 0 0 0 0
Metestrus 0 0 0 0 0 1 0 0 0 0
Edema, interstitial 0 0 0 0 0 0 0 0 0 0
Diestrus 0 0 0 0 0 1 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex F F F F F F F F F F
Uterus

Numbers of rats examined 5 5 5 5 0 0 5 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0
Dilatation glandular 0 0 0 0 0 0 0 0 0 0
Cornual dilation 0 1 0 0 0 0 0 0 0 0
Hydrometra 0 0 0 0 0 0 0 0 0 0
Estrus/proestrus 0 0 0 0 0 0 0 0 0 0
Metestrus 0 0 0 0 0 0 0 0 0 0
Edema, interstitial 0 0 0 0 0 0 0 0 0 0
Diestrus 0 0 0 0 0 0 0 0 0 0




Table 62: Type and Number of the Non-Neoplastic Lesions of the Vagina.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Vagina

Numbers of rats examined

Luminal plug

Mononuclear cell foci

Estrus

Proestrus

Metestrus

Diestrus
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Table 62: Type and Number of the Non-Neoplastic Lesions of the Vagina. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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Table 62: Type and Number of the Non-Neoplastic Lesions of the Vagina. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 62: Type and Number of the Non-Neoplastic Lesions of the Vagina. Con‘t

Study identification 91 92 93 94 95 96 97 98 99 100
Sex F F F F F F F F E F
Vagina

Numbers of rats examined 5 5 3 5 5 0 0 0 5 5
Luminal plug 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Estrus 2 1 0 0 1 0 0 0 0 0
Proestrus 1 2 0 1 0 0 0 0 4 2
Metestrus 1 1 0 2 2 0 0 0 0 1
Diestrus 1 0 0 2 2 0 0 0 1 2
Study identification 101 102 103 104 105 106 107 108 109 110
Sex F F F F F F F F F F
Vagina

Numbers of rats examined 5 5 5 5 5 0 5 0 0 5
Luminal plug 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Estrus 0 0 0 0 1 0 0 1
Proestrus 2 0 2 0 0 0 1 0 0 1
Metestrus 1 1 1 0 0 0 1 0 0 0
Diestrus 1 4 1 0 0 0 2 0 0 1
Study identification 111 112 113 114 115 116 117 118 119 120
Sex F F F F F F F F F F
Vagina

Numbers of rats examined 5 5 5 5 6 0 0 0 0 5
Luminal plug 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Estrus 4 0 0 1 0 0 0 0 0 3
Proestrus 1 2 0 0 0 0 0 0 0 2
Metestrus 0 2 0 3 0 0 0 0 0 0
Diestrus 0 1 0 1 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex F F F F F F F F F F
Vagina

Numbers of rats examined 5 5 5 5 0 0 5 0 0 0
Luminal plug 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0
Estrus 1 1 1 1 0 0 3 0 0 0
Proestrus 1 1 0 1 0 0 1 0 0 0
Metestrus 3 1 3 2 0 0 0 0 0 0
Diestrus 0 2 1 1 0 0 1 0 0 0




Table 63: Type and Number of the Non-Neoplastic Lesions of the Bone Marrow.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex F M F F
Bone Marrow

Numbers of rats examined 0 0 5 5
Fatty replacement 0 0 0 0
Incr. Myelopoiesis 0 0 0 0
Red. Erythropoiesis 0 ] 0 0
Study identification 11 12 13 14 15 16 17 18 19 20
Sex F | M F F
Bone Marrow

Numbers of rats examined 0 0 0 5
Fatty replacement 0 0 0 0
Incr. Myelopoiesis 0 0 0 0
Red. Erythropoiesis 0 0 0 0
Study identification 21 2 23 24 25 26 27 28 29 30
Sex F | M F B
Bone Marrow

Numbers of rats examined 5 0 0 0
Fatty replacement 0 ] 0 0
Incr. Myelopoiesis 0 0 0 0
Red. Erythropoiesis 0 0 0 0
Study identification 31 32 33 34 35 36 37 38 39 40
Sex F | M F F
Bone Marrow

Numbers of rats examined 5 0 5 0
Fatty replacement 0 0 0 0
Incr. Myelopoiesis 0 0 0 0
Red. Erythropoiesis 0 0 0 0
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Table 63: Type and Number of the Non-Neoplastic Lesions of the Bone Marrow. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M F M F M F M F M F M F M F M F M F B
Bone Marrow

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 5
Fatty replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Incr. Myelopoiesis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Red. Erythropoiesis ofofofojojojojojofofofojojojojofjofo 0
Study identification 51 52 53 54 55 56 57 58 59 60
Sex MIFIM|F|M|]F|M|F|M|[F|M|F|M|]F|M|F|M|F F
Bone Marrow

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Fatty replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Incr. Myelopoiesis 0 0 0 0 ] 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Red. Erythropoiesis ofofofojojojojojofofofojojojojojofo 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex MIFIM|F|M]|]F| M|F|M|[F|[M|F|M|F|M|F|M|[F F
Bone Marrow

Numbers of rats examined 0 0 0 0 5 5 0 0 5 5 5 5 5 5 5 5 0 0 5
Fatty replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Incr. Myelopoiesis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Red. Erythropoiesis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 3 74 75 76 77 78 79 80
Sex M|F|M|F|M|F|M|F|M|[F|[M|F|M|F|M|F|M|F F
Bone Marrow

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 8
Fatty replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Incr. Myelopoiesis 0 0 ] 0 0 0 0 0 0 0 ] 0 0 0 0 0 0 0 0
Red. Erythropoiesis ofofofojojojojojofofofojojojojofjofo 0
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Table 63: Type and Number of the Non-Neoplastic Lesions of the Bone Marrow. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F M F M F M F M F M F M F M F M F F
Bone Marrow

Numbers of rats examined 5 5 0 0 0 0 5 5 0 0 5 5 5 5 5 5 0 0 5
Fatty replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3 1 0 0 0
Incr. Myelopoiesis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Red. Erythropoiesis ] 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 ] 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex M|(F|M|F|M|F| M|F|M|[F|[M|F|M|F|M|F|M|F F
Bone Marrow

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5 5
Fatty replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Incr. Myelopoiesis 0 0 0 0 1 0 ] 0 0 0 0 0 0 0 0 0 0 0 0
Red. Erythropoiesis ofofof]o 1 1 ofofofojojojojofjofofo]o 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex MIFIM|F|M]|]F|M|F|M|[F|[M|F|M|]F|M|F|M|[F F
Bone Marrow

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0 5
Fatty replacement 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Incr. Myelopoiesis 0 0 0 0 1 1 ] 0 0 0 0 0 ] 0 0 0 0 0 0
Red. Erythropoiesis ofofjof]o 1 ofojfofjojojojofjfofojojojojo 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex MIFIM|F|M|]F| M|F|M|[F|[M|F|M|F|M|F|M|[F B
Bone Marrow

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 5 5 0 0 0 0 0 0 0
Fatty replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Incr. Myelopoiesis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Red. Erythropoiesis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|FIM|F|M|F|M|F|M|[F|[M|F|M|F|M|F|M|F F
Bone Marrow

Numbers of rats examined 0 0 5 5 5 5 5 5 0 0 0 0 0 0 0 0 0 0 0
Fatty replacement 0 0 4 5 0 0 1 2 0 0 0 0 0 0 0 0 0 0 0
Incr. Myelopoiesis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Red. Erythropoiesis ofofofojojojojojofofofojojojojofjofo 0
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Table 64: Type and Number of the Non-Neoplastic Lesions of the Sternum (Bone marrow)

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Sternum (Bone marrow

Numbers of rats examined 5 5 0

Chondromuch. degener. 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Sternum (Bone marrow)

Numbers of rats examined 5 0 0

Chondromuch. degener. 0 0 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M

Sternum (Bone marrow’

Numbers of rats examined 0 0 0

Chondromuch. degener. 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Sternum (Bone marrow)

Numbers of rats examined 0 0 5

Chondromuch. degener. 0 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Sternum (Bone marrow)

Numbers of rats examined 0 5 0

Chondromuch. degener. 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 64: Type and Number of the Non-Neoplastic Lesions of the Sternum (Bone marrow).

Study identification 51 5 53 54 55 56 57 58 59 60
Sex M F M F M F M F M F M F M F M F M F M B
Sternum (Bone marrow)

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Chondromuch. degener. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex MIFIM|F|M]F| M|F|M|[F|[M|F|M|F|M|F|M|[F|[M F
Sternum (Bone marrow)

Numbers of rats examined 0 0 0 0 5 5 0 0 5 5 5 5 5 5 5 5 0 0 0 0
Chondromuch. degener. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 73 74 75 76 77 78 79 80
Sex MIF[M|F|M]F|M|F|M|[F|[M|F|M|F|M|F|M|[F|[M B
Sternum (Bone marrow)

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8 8
Chondromuch. degener. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3 6
Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|(FIM|F|M|F|M|F|M|[F|[M|F|M|F|M|F|M|F|[M F
Sternum (Bone marrow)

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0
Chondromuch. degener. 0 0 0 0 0 0 0 0 0 0 3 4 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex MIFIM|F|M]F|M|F|M|[F|[M|F|M|F|M|F|M|[F|[M F
Sternum (Bone marrow)

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Chondromuch. degener. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 64: Type and Number of the Non-Neoplastic Lesions of the Sternum (Bone marrow).

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M F M F M F M F M F M F M F M F M F M 10
Sternum (Bone marrow’

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Chondromuch. degener. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120
Sex MIFIM|F|M]F| M|F|M|[F|[M|F|M|F|M|F|M|[F|[M F
Sternum (Bone marrow)

Numbers of rats examined 0 0 0 0 5 5 0 0 6 6 0 0 0 0 0 0 0 0 0 0
Chondromuch. degener. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex MIFIM|F|M]F|M|F|M|[F|[M|F|M|F|M|F|M|[F|[M F
Sternum (Bone marrow)

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Chondromuch. degener. 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Table 65: Type and Number of the Non-Neoplastic Lesions of the Femur (Bone marrow)

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Femur (Bone marrow

Numbers of rats examined 0 0 5

Fatty Replacement 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Femur (Bone marrow

Numbers of rats examined 5 0 0

Fatty Replacement 0 0 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M

Femur (Bone marrow

Numbers of rats examined 0 5 0

Fatty Replacement 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Femur (Bone marrow

Numbers of rats examined 5 5 5

Fatty Replacement ] 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Femur (Bone marrow

Numbers of rats examined 5 0 0

Fatty Replacement 0 0 0

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M M M

Femur (Bone marrow

Numbers of rats examined 5 5 5

Fatty Replacement 0 0 0

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M M M

Femur (Bone marrow

Numbers of rats examined 0 5 0

Fatty Replacement 0 0 0

201



Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 65: Type and Number of the Non-Neoplastic Lesions of the Femur (Bone marrow). Con’t

Study identification 71 72 3 74 75 76 77 78 79 80
Sex M F M F M F M F M F M F M F M F M F M F

Femur (Bone marrow

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 0 0 0 0 0 0 8 8
Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 81 82 83 84 85 86 87 88 89 90

Sex M|F|M|F[M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F

Femur (Bone marrow

Numbers of rats examined 5 5 0 0 0 0 5 5 5 5 5 5 5 5 5 5 0 0 5 5
Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100

Sex M|(FIM|F|M|F|M|F|M|[F|[M|F|M|F|M|F|M|F|[M F

Femur (Bone marrow

Numbers of rats examined 5 5 5 5 3 3 5 5 5 5 0 0 0 0 0 0 5 5 5 5
Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 101 102 103 104 105 106 107 108 109 110

Sex M|F|M|F[M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F

Femur (Bone marrow

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 0 0 5 5 0 0 0 0 5 5
Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 111 112 113 114 115 116 117 118 119 120

Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F

Femur (Bone marrow

Numbers of rats examined 5 5 5 5 5 5 5 5 6 6 0 0 0 0 0 0 0 0 0 0
Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130

Sex M|(FIM|F|M|F|M|F|M|[F|[M|F|M|F|M|F|M|F|[M F

Femur (Bone marrow

Numbers of rats examined 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Table 66: Type and Number of the Non-Neoplastic Lesions of the Mesentric Lymph Node.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Mesentric Lymph Nodes

Numbers of rats examined

Sinus dilation

Hemorrhage

Histiocytosis
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Plasmacytosis

Infilt. Inflam. Cell

Lymphoid hyperplasia

Congestion

Pigment

S N EIEIE I L

ool

ol o|wn| oo o|vw]~|w

SR EIEEIRIEIES

=Y ESY BN EEIESI ST ES) =) RS

oo~

SN EIEE R R

ol el

SIS ENEI R EI R

SR EE R EE

S N EIEIE E R

ool

S N EIE E E L

ool

SIS N EIEIE E L

ool

olo|lo|ole|o|v]eole

SR EEEREE

SIS N EIEE E

ool

Study identification

20

Sex

Mesentric Lymph Nodes

Numbers of rats examined
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Sinus dilation
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Lymphoid hyperplasia
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 66: Type and Number of the Non-Neoplastic Lesions of the Mesentric Lymph Node.

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M F M F M F M F M F M F M F M F M F M 10
Mesentric Lymph Nodes

Numbers of rats examined 5 5 0 0 5 5 5 5 5 5 5 5 0 0 0 0 5 5 0 0
Sinus dilation olofofojojJojofofojojojJofofojo]Jolo]ofo 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Histiocytosis olofofojojJojofofojojojJofofojo]Jojlo]ofo 0
Mastocytosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Plasmacytosis olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Infilt. Inflam. Cell 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia 213(fo0ofojojJojofofofjojojJofofofjo]Jo]JoOo]oO]f|oO 0
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Pigment olofofojojJojofofojojojJofofojo]Jo]lo]oOfoO 0
Study identification 41 42 43 44 45 46 47 48 49 50
Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F
Mesentric Lymph Nodes

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0
Sinus dilation olofofojojJojofofojojojJofofojo]Jolo]ofo 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Histiocytosis olofofojojJojofofojojojJofofojo]Jo]Jo]oOofoO 0
Mastocytosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Plasmacytosis olofofojojJojofofojojojJofofojo]Jo]Jo]oOofoO 0
Infilt. Inflam. Cell 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia olofofojojJojofofojojojofofojo]Jolo]ofo 0
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Pigment olofofojojJojofofojojojofofojojojlofof]o 0
Study identification 51 52 53 54 55 56 57 58 59 60
Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F
Mesentric Lymph Nodes

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Sinus dilation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hemorrhage olofofojojJojofofojojojJofofojo]Jo]lo]oOfoO 0
Histiocytosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mastocytosis olofofojojJojofofojojojJofofojo]Jolo]ofo 0
Plasmacytosis ] 0 [ 0 0 0 0 0 0 0 0 0 0 0 ] 0 ] 0 0 0
Infilt. Inflam. Cell olofofojojJojofofojojojJofofojo]Jo]Jo]oOofoO 0
Lymphoid hyperplasia ojlofofojojJojofofojojojJofofojo]Jolo]ofo 0
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Pigment ojlofofojojJojofofojojojJofofojo]Jolo]ofo 0
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Table 66: Type and Number of the Non-Neoplastic Lesions of the Mesentric Lymph Node.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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M
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Numbers of rats examined

Sinus dilation

Hemorrhage
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Table 66: Type and Number of the Non-Neoplastic Lesions of the Mesentric Lymph Node.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

M
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Numbers of rats examined
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Sex

Mesentric Lymph Nodes

Numbers of rats examined
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 66: Type and Number of the Non-Neoplastic Lesions of the Mesentric Lymph Node.

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M F M F M F M F M F M F M F M F M F M 10
Mesentric Lymph Nodes

Numbers of rats examined 5 5 5 5 5 S5 5 0 0 0 0 5 5 0 0 0 0 0 0
Sinus dilation ojlofofojojJojofofojojojJofofojo]Jo]lo]ofoO 0
Hemorrhage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Histiocytosis olofofojojJoys|fsfojojojJofofojo]Jo]Jo]oOofoO 0
Mastocytosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Plasmacytosis olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Infilt. Inflam. Cell 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia 3 4 4 5 4 1 5 4 0 0 0 0 5 5 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0
Pigment oJofofo]o]o 1 ojojofofojojojJofofofo]o 0

* lymph nodes



Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 67: Type and Number of the Non-Neoplastic Lesions of the Mandibular Lymph Node.

Study identification
Sex

M

10
B

Mandibular Lymph Nodes

Numbers of rats examined

Congestion

Erythrophagocytosis

Hemosiderin

Sinus dilation
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Lymphoid hyperplasia

Lymphoid atrophy
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 67: Type and Number of the Non-Neoplastic Lesions of the Mandibular Lymph Node.

Study identification

Sex
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F
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 67: Type and Number of the Non-Neoplastic Lesions of the Mandibular Lymph Node.

Study identification
Sex

M

41

F

M

4

F

M

43

F

M

44

F

M

45

B

M

46

B

M

47

B

M

48

B

M

49

B

50
B

Mandibular Lymph Nodes

Numbers of rats examined

Congestion

Erythrophagocytosis

Hemosiderin

Sinus dilation

Plasmacytosis

Histiocytosis

Mastocytosis

Lymphoid hyperplasia

Lymphoid atrophy
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Study identification

60

Sex

Mandibular Lymph Nodes

Numbers of rats examined

Congestion

Erythrophagocytosis

Hemosiderin

Sinus dilation

o|lo|eole

Plasmacytosis

Histiocytosis

Mastocytosis

Lymphoid hyperplasia

Lympbhoid atrophy
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 67: Type and Number of the Non-Neoplastic Lesions of the Mandibular Lymph Node.

Study identification
Sex

61
M

F

62
M

F

63
M

F

64
M

F

65
M

B

M

66

B

M

67

B

68
M

B

M

69

B

M

70
B

Mandibular Lymph Nodes

Numbers of rats examined

Congestion

Erythrophagocytosis

Hemosiderin

Sinus dilation

Plasmacytosis

Histiocytosis

Mastocytosis

Lymphoid hyperplasia

Lymphoid atrophy
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Study identification

80

Sex

Mandibular Lymph Nodes

Numbers of rats examined

Congestion

Erythrophagocytosis

Hemosiderin

Sinus dilation

Plasmacytosis

Histiocytosis

Mastocytosis

Lymphoid hyperplasia

Lymphoid atrophy
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 67: Type and Number of the Non-Neoplastic Lesions of the Mandibular Lymph Node.

Study identification
Sex

81
M

F

82
M

F

83
M

F

M

84

F

85
M

B

M

86

B

87
M

B

88
M

B

M

89

B

M

90
B

Mandibular Lymph Nodes

Numbers of rats examined

Congestion

Erythrophagocytosis

Hemosiderin

Sinus dilation

Plasmacytosis

Histiocytosis

Mastocytosis

Lymphoid hyperplasia

Lymphoid atrophy
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Study identification
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Sex

Mandibular Lymph Nodes

Numbers of rats examined

Congestion

Erythrophagocytosis

Hemosiderin

Sinus dilation

Plasmacytosis

Histiocytosis

Mastocytosis

Lymphoid hyperplasia

Lymphoid atrophy
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 67: Type and Number of the Non-Neoplastic Lesions of the Mandibular Lymph Node.

Study identification
Sex

M

101

F

M

102

F

M

103

F

M

104

F

M

105

F

M

106

F

M

107

F

M

108

B

M

109

B

M

110
B

Mandibular Lymph Nodes

Numbers of rats examined

Congestion

Erythrophagocytosis

Hemosiderin

Sinus dilation

Plasmacytosis

Histiocytosis

Mastocytosis

Lymphoid hyperplasia

Lymphoid atrophy
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Study identification

120

Sex

Mandibular Lymph Nodes

Numbers of rats examined
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Erythrophagocytosis

Hemosiderin

Sinus dilation

Plasmacytosis

Histiocytosis

Mastocytosis

Lymphoid hyperplasia

Lymphoid atrophy
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Study identification

130

Sex

Mandibular Lymph Nodes

Numbers of rats examined

Congestion

Erythrophagocytosis

Hemosiderin

Sinus dilation

Plasmacytosis

Histiocytosis

Mastocytosis

Lymphoid hyperplasia

Lympbhoid atrophy
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 68: Type and Number of the Non-Neoplastic Lesions of the Mediastinal Lymph Nodes*

Study identification
Sex

M

10
F

Mediastinal Lymph Nodes

Numbers of rats examined

Congestion

Hemosiderin

Plasmacytosis

Lymphoid hyperplasia

Pigment

Lymhoid atrophy
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*single Studies only

Study identification

20

Sex

Mediastinal Lymph Nodes

Numbers of rats examined

Congestion

Hemosiderin

Plasmacytosis

Lymphoid hyperplasia

Pigment

Lymbhoid atrophy
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Study identification

30

Sex

Mediastinal Lymph Nodes

Numbers of rats examined

Congestion

Hemosiderin

Plasmacytosis

Lymphoid hyperplasia

Pigment

Lymbhoid atrophy
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 68: Type and Number of the Non-Neoplastic Lesions of the Mediastinal Lymph Nodes*.

Study identification
Sex

31
M

F

32
M

F

33
M

F

M

34

F

35
M

B

M

36

B

M

37

B

38
M

B

M

39

B

M

40
F

Mediastinal Lymph Nodes

Numbers of rats examined

Congestion

Hemosiderin

Plasmacytosis

Lymphoid hyperplasia

Pigment

Lymbhoid atrophy
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Study identification

50

Sex

Mediastinal Lymph Nodes

Numbers of rats examined

Congestion

Hemosiderin

Plasmacytosis

Lymphoid hyperplasia

Pigment

Lymbhoid atrophy
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Study identification

60

Sex

Mediastinal Lymph Nodes

Numbers of rats examined

Congestion

Hemosiderin

Plasmacytosis

Lymphoid hyperplasia

Pigment

Lymbhoid atrophy
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 68: Type and Number of the Non-Neoplastic Lesions of the Mediastinal Lymph Nodes*.

Study identification
Sex

61
M

F

62
M

B

63
M

B

M

64

B

M

65

B

M

66

B

M

67

B

M

68

B

M

69

B

M

70
B

Mediastinal Lymph Nodes

Numbers of rats examined

Congestion

Hemosiderin

Plasmacytosis

Lymphoid hyperplasia

Pigment

Lymbhoid atrophy
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Study identification
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Sex

Mediastinal Lymph Nodes

Numbers of rats examined

Congestion

Hemosiderin

Plasmacytosis

Lymphoid hyperplasia

Pigment

Lymbhoid atrophy
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Study identification

90

Sex

Mediastinal Lymph Nodes

Numbers of rats examined

Congestion

Hemosiderin

Plasmacytosis

Lymphoid hyperplasia

Pigment

Lymbhoid atrophy
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 68: Type and Number of the Non-Neoplastic Lesions of the Mediastinal Lymph Nodes*.

Study identification 91 92 93 94 95 96 97 98 99 100
Sex M F M F M F M F M F M F M F M F M F M 10
Mediastinal Lymph Nodes

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Congestion ojlofofojojJojofofojojojJofofojo]Jolo]ofo 0
Hemosiderin 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Plasmacytosis olofofojojJojofofojojojJofofojo]Jolo]ofo 0
Lymphoid hyperplasia ] 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Pigment 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymhoid atrophy ojlofofojojJojofofojojojofofojo]Jolo]ofo 0
*single Studies only

Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|M|F|M|F|[M|[F|M|F|M|F|[M|F|M|F|M F
Mediastinal Lymph Nodes

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hemosiderin olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
Plasmacytosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia olofofojojJojofofojojojofofojo]Jolo]ofo 0
Pigment 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymhoid atrophy olofofojojJojofofojojojJofofojo]Jo]lo]oOofoO 0
*single Studies only

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F
Mediastinal Lymph Nodes

Numbers of rats examined 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hemosiderin olofofojojJojofofojojojofofojo]Jolo]ofo 0
Plasmacytosis 0 0 0 0 0 0 0 0 ] 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia ojlofofojojJojofofojojojJofofojo]Jolo]ofo 0
Pigment 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymhoid atrophy olofofojojJojofofojojojJofofojo]Jo]Jo]oOofoO 0
*single Studies only

Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|[F|M|F|M|F|[M|F|M|F|M F
Mediastinal Lymph Nodes

Numbers of rats examined 0 0 5 4 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0
Congestion 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0
Hemosiderin olof2f4jojJojofofojojojofofojo]Jolo]ofo 0
Plasmacytosis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lymphoid hyperplasia 01012 1 oJof4f4f]o]JojJoJofofojo]JoOo]Oo]oO]|oO 0
Pigment 0 0 0 0 0 0 1 5 0 0 0 0 0 0 0 0 0 0 0 0
Lymhoid atrophy olofofojo]Jo]o 1 oJofofofjojJojofofofo]o 0

*single Studies only



Table 69: Type and Number of the Non-Neoplastic Lesions of the Thymus.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Thymus

Numbers of rats examined

Cyst(s)

Congestion

Hemorrhage

Histiocytosis

Atrophy

Epithelial hyperplasia

Hemosiderin Deposits

No Histol. Correlate
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Sex

Thymus

Numbers of rats examined

Cyst(s)
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Hemorrhage

Histiocytosis
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Sex

Thymus

Numbers of rats examined

Cyst(s)

Congestion

Hemorrhage

Histiocytosis

Atrophy

Epithelial hyperplasia

Hemosiderin Deposits

No Histol. Correlate
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 69: Type and Number of the Non-Neoplastic Lesions of the Thymus. Con‘t

Study identification
Sex

31
M

F

32
M

F

33
M

F

34
M F

35
M

B

36
M F

37
M F

38
M

B

39
M F

40

Thymus

Numbers of rats examined

Cyst(s)

Congestion

Hemorrhage

Histiocytosis

Atrophy

Epithelial hyperplasia

Hemosiderin Deposits

No Histol. Correlate
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 69: Type and Number of the Non-Neoplastic Lesions of the Thymus. Con‘t

Study identification
Sex
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 69: Type and Number of the Non-Neoplastic Lesions of the Thymus. Con‘t

Study identification
Sex
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Table 70: Type and Number of the Non-Neoplastic Lesions of the Spleen.

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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Numbers of rats examined

Malformation
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Hemopoiesis
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Table 70: Type and Number of the Non-Neoplastic Lesions of the Spleen. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex
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Table 70: Type and Number of the Non-Neoplastic Lesions of the Spleen. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 71: Type and Number of the Non-Neoplastic Lesions of the Bone (Femur and Sternum)

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M F M F M F M F M F M F M F M F M F M F

Bone (Femur and Sternum

Numbers of rats examined 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 5 5

Chondromucinous degeneration | 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 11 12 13 14 15 16 17 18 19 20
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 15

Bone (Femur and Sternum

Numbers of rats examined 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Chondromucinous degeneration | 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 21 22 23 24 25 26 27 28 29 30
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M B

Bone (Femur and Sternum

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Chondromucinous degeneration | 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 31 32 33 34 35 36 37 38 39 40
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M B

Bone (Femur and Sternum

Numbers of rats examined 0 0 0 0 0 0 0 0 5 5 5 5 0 0 0 0 5 5 0 0

Chondromucinous degeneration | 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 41 42 43 44 45 46 47 48 49 50
Sex MIFIM|F|M]F| M|F|M|[F[M|F|M|F|M|F|M|[F|[M F

Bone (Femur and Sternum

Numbers of rats examined 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 5 5

Chondromucinous degeneration | 0 0 0 0 0 0 0 0 ] 0 0 0 0 0 [ 0 0 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 51 52 53 54 55 56 57 58 59 60
Sex M|F[M|F|M]F|M|F|M|[F|[M|F|M|F|M|F|M|[F|[M F

Bone (Femur and Sternum

Numbers of rats examined 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5

Chondromucinous degeneration | 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 ] 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 71: Type and Number of the Non-Neoplastic Lesions of the Bone (Femur and Sternum).

Study identification 61 62 63 64 65 66 67 68 69 70
Sex M F M F M F M F M F M F M F M F M F M I

Bone (Femur and Sternum

Numbers of rats examined 0 0 0 0 5 5 0 0 5 5 5 5 5 5 5 5 0 0 0 0

Chondromucinous degeneration | 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 71 72 73 74 75 76 77 78 79 80
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Bone (Femur and Sternum

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Chondromucinous degeneration | 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 81 82 83 84 85 86 87 88 89 90
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M 10

Bone (Femur and Sternum

Numbers of rats examined 0 0 0 0 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0

Chondromucinous degeneration | 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 91 92 93 94 95 96 97 98 99 100
Sex MIFIM|F|M]F|M|F|M|[F|[M|F|M|F|M|F|M|[F|[M F

Bone (Femur and Sternum

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Chondromucinous degeneration | 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 101 102 103 104 105 106 107 108 109 110
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|]F|M|F|M B

Bone (Femur and Sternum

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Chondromucinous degeneration | 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 71: Type and Number of the Non-Neoplastic Lesions of the Bone (Femur and Sternum).

Study identification 111 112 113 114 115 116 117 118 119 120
Sex M F M F M F M F M F M F M F M F M F 10
Bone (Femur and Sternum

Numbers of rats examined 0 0 0 0 0 0 0 0 6 6 5 5 0 0 0 0 0 0 5
Chondromucinous degeneration | 0 0 0 0 0 0 0 0 0 0 4 5 0 0 0 0 0 0 0
Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Study identification 121 122 123 124 125 126 127 128 129 130
Sex M|F|M|F|M|F|M|F|M|F|M|F|M|F|M|F|M]|F B
Bone (Femur and Sternum

Numbers of rats examined 0 0 5 5 5 5 0 0 0 0 0 0 5 5 0 0 0 0 0
Chondromucinous degeneration | 0 0 4 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Fatty Replacement 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Table 72: Type and Number of the Non-Neoplastic Lesions of the Adipose Tissue

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

Adipose Tissue

Numbers of rats examined

Study identification

20

Sex

Adipose Tissue

Numbers of rats examined

Study identification

30

Sex

Adipose Tissue

Numbers of rats examined

Study identification

40

Sex

Adipose Tissue

Numbers of rats examined

Study identification

50

Sex

Adipose Tissue

Numbers of rats examined

Study identification

60

Sex

Adipose Tissue

Numbers of rats examined

Study identification

70

Sex

Adipose Tissue

Numbers of rats examined
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Table 72: Type and Number of the Non-Neoplastic Lesions of the Adipose Tissue. Con‘t

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification
Sex

71
M F

72
M F

3
M F

74
M F

75
M F

76
M F

77
M F

78
M F

79
M F

80

Adipose Tissue

Numbers of rats examined

Study identification

90

Sex

Adipose Tissue

Numbers of rats examined

Study identification

100

Sex

Adipose Tissue

Numbers of rats examined

Study identification

110

Sex

Adipose Tissue

Numbers of rats examined

Study identification

120

Sex

Adipose Tissue

Numbers of rats examined

Study identification

130

Sex

Adipose Tissue

Numbers of rats examined
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Table 73: Type and Number of the Non-Neoplastic Lesions of the Tibio Femoral Joint

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Study identification 1 2 3 4 5 6 7 8 9 10
Sex M M M

Tibio femoral joint

Numbers of rats examined 0 0 0

Synovitis 0 0 0

Study identification 11 12 13 14 15 16 17 18 19 20
Sex M M M

Tibio femoral joint

Numbers of rats examined 0 0 0

Synovitis 0 0 0

Study identification 21 22 23 24 25 26 27 28 29 30
Sex M M M

Tibio femoral joint

Numbers of rats examined 0 0 0

Synovitis 0 0 0

Study identification 31 32 33 34 35 36 37 38 39 40
Sex M M M

Tibio femoral joint

Numbers of rats examined 0 5 5

Synovitis ] 0 0

Study identification 41 42 43 44 45 46 47 48 49 50
Sex M M M

Tibio femoral joint

Numbers of rats examined 5 0 0

Synovitis ] 0 0




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 73: Type and Number of the Non-Neoplastic Lesions of the Tibio Femoral Joint. Con’t

Study identification 51 52 53 54 55 56 57 58 59 60
Sex M F
Tibio femoral joint

Numbers of rats examined 5 5
Synovitis 0 0
Study identification 61 62 63 64 65 66 67 68 69 70
Sex M F
Tibio femoral joint

Numbers of rats examined 0 0
Synovitis 0 0
Study identification 71 72 73 74 75 76 77 78 79 80
Sex M F
Tibio femoral joint

Numbers of rats examined 0 8
Synovitis 0 0
Study identification 81 82 83 84 85 86 87 88 89 90
Sex M F
Tibio femoral joint

Numbers of rats examined 0 0
Synovitis 0 0
Tibio femoral joint

Numbers of rats examined 0 0
Synovitis 0 0
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Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Table 73: Type and Number of the Non-Neoplastic Lesions of the Tibio Femoral Joint. Con’t

Tibio femoral joint

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Synovitis ofofofojojojojofjofofofojojojojofofofo

Tibio femoral joint

Numbers of rats examined 0 0 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0

Synovitis ofofofojojojojofjofofofojojojojofofof]o

Tibio femoral joint

Numbers of rats examined 0 0 5 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Synovitis 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Table 74: Type and Number of the Non-Neoplastic Lesions of the Skeletal Muscles. Con’t

Skeletal Muscle

Numbers of rats examined 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Myofiber degeneration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Skeletal Muscle

Numbers of rats examined 0 0 0 0 5 5 0 0 6 6 5 5 0 0 0 0 0 0 5
Myofiber degeneration 0 0 ] 0 0 0 0 0 ] 0 0 0 ] 0 0 0 0 0 ]
Mononuclear cell foci 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Skeletal Muscle

Numbers of rats examined 0 0 5 5 0 0 5 5 0 0 0 0 5 5 0 0 0 0 0

Myofiber degeneration 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 ] 0 0

Mononuclear cell foci 0 0 2 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0




Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Synonyms used in Pathology Reports

Adrenal Cortex:
Extra-adrenal tissue
Mononuclear cell foci
Vacuolation

Bone Marrow:
Fatty replacement

Colon:
Nematodes

Epididymides:

Mononuclear cell foci

Evyes:
Inflammation

Keratosis
Myofibrosis/necrosis

Heart:
Lymphoid cell foci

lleum:
Lymphoid hyperplasia

Jejunum:
Mineralization

Extracapsular tissue

Lymphoid foci

Change fatty cortical, Diffuse cortical coarse vacuolation, Diffuse fatty change,
Fatty infiltration, Vacuolation fasciculata

Atrophy fatty

. Nematodes in Lumen, Parasites

Lymphoid cell foci, Lymphoid cell infiltration, Lymphoid infiltration, Mononuclear
cell infiltration, Mononuclear cells, Round cell infiltration

Inflammation orbital
Keratitis sicca
Inflammation with fibrosis

Inflammatory focus, Infiltration inflammatory cell, Inflammation mononuclear,
Lymphoid cell infiltration, Lymphoid infiltration, Mononuclear cells, Round cell
infiltration

Follicular hyperplasia

Follicular mineralization, Mineral lymph follicles
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Kidneys:
Tubular basophilia

Corticomedullary mineralization

Fibrosis
Hemorrhage
Hyaline droplets

Hydronephrosis
Mononuclear cell foci

Papillary mineralization
Pelvic dilation

Pelvic mineralization
Pyelitis

Tubular degeneration
Tubular casts

Tubular dilation
Urothelial hyperplasia

Liver:
Bile duct proliferation
Erythropoiesis

Fatty change

Hepatocellular hypertrophy
Hepatodiaphragmatic herniation

Inflammatory cell foci

Necrosis

Pigment
Single cell necrosis
Vacuolation

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Basophilia tubular

Calcification, Cortical mineralization, Corticomedullary calcification, Mineral
deposits:inner & outer medulla stripes, Mineralization, Nephrocalcinosis, Tubular
mineralization

Fibrotic foci, Interstitial fibrosis

Hematoma

Change hyaline tubular, Hyaline inclusion, Hyaline resorption bodies, Tubular
hyaline droplets

Bilateral hydronephrosis, Unilateral hydronephrosis
Inflammation mononuclear, Lymphoid cell infiltration, Lymphoid foci,
Mononuclear cell infiltration, Mononuclear cells, Round cell infiltration

Medullary calcification, Medullary mineralization

Dilated pelvis, Dilation, Pelvic dilatation

Urothelial mineralization

Pyelitis chronic, Suppurative pyelitis, Urothelial inflammation

Tubular atrophy

Proteinaceous cast, Proteinaceous tubular casts, Tubular hyaline droplets

Cystic dilatation, Cystic dilation, Dilated tubules, Tubular dilation
Focal urothelial hyperplasia, Pelvic epithelial hyperplasia, Transitional cell
hyperplasia, Transitional cell proliferation, Urothelial proliferation

Bile duct hyperplasia
Extramedullary haematopoiesis, Extramedullary hemopoiesis, Granulopoiesis,
Hematopoiesis, Hemopoiesis, Hemopoietic cells, Hemopoietic foci

Change fatty, Diffuse fat vacuolation, Periportal fat vacuolation, fatty vacuoles

Centriolobular hypertrophy, Hypertrophy

Lobar hernia

Infiltration, inflammatory cells, Infiltration Lymhpohistocytic, Inflammatory foci,
Inflammatory polymorphous, Lymphoid cell infiltration, Microfoci of
inflammation, Microgranuloma(s), Mixed inflammation infiltration, Mononuclear
cells, Mononuclear cell infiltration, Round cell infiltration

Centriolobular necrosis, Coagulative necrosis, Focal necrosis, Hepatocellular
necrosis, Infarct, Infarction, Infarction lobar, Lobar necrosis, Multicellular necrosis,
Necrosis/bridging, Patchy necrosis

Pigment hepatocytes, Brownish Pigment

Necrosis individual cells, Unicellular necrosis

Centriolobular vacuolation, Diffuse vacuolation, Hepatocellular vacuolation,
Midzonal vacuolation, Patchy vacuolation, Portal vacuolation
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Lungs:
Alveolar histiocytosis

Alveolitis

Vascular mineralization
Congestion
Hemorrhage
Inflammatory cell foci

Lymphoid hyperplasia
Mononuclear cell foci
Osseous metaplasia

Perivascular cuffing

Perivascular inflammation

Mandibular Lymph Nodes:

Congestion
Histiocytosis
Lymphoid hyperplasia
Plasmacytosis

Sinus dilation

Mesentric Lymph Nodes:
Hemorrhage
Histiocytosis

Lymphoid hyperplasia
Sinus dilation

Prostate:
Inflammation

Inflammatory cell foci
Mononuclear cell foci

Rectum:
Dilation
Nematodes

Sciatic Nerve:
Nerve Fiber Degeneration

Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Alveolar macrophages, Foam cell aggregates, Foam cells, Histiocytosis, Intra-
alveolar histiocytosis, Macrophage accumulation

Alveolar inflammation

Arterial mineralization, Medial calcification, Vascular calcification
Congestion acute

Alveolar hemorrhage

Infiltration inflammatory cells, Inflammatory cell foci, Lymphoid infiltrate

Lymphoid infiltration peribronchial, Peribronchial lymphoid hyperplasia
Infiltration lymphocytic

Alveolar bone, Alveolar bony metaplasia, Intra-alveolar bone, Ossification,
Pneumoliths

Lymphoid cuffing, Lymphoid infiltration perivascular, Perivascular lymphoid

Perivasculitis

Hyperemia

Sinus histiocytosis

Hyperplasia, Hyperplasia reaction chronic, Reactive hyperplasia

Plasma cell hyperplasia

Cystic degeneration, Cystic sinus dilation, Cystic sinusoid, Sinosoidal cysts, Sinus
ectasia, Sinusoidal dilation, Sinusoidal ectasia

Hematoma
Hystiocytic congolmation, Macrophage accumulation, Sinus histiocytosi:

Hyperplasia, Reactive hyperplasia
Cystic degeneration, Cystic sinus dilation, Cystic sinusoids, Lymphangiectasis,
Sinosoidal cysts, Sinusoidal dilation, Sinus ectasia, Sinusoidal ectasia

Chronic prostatitis, Inflammation chronic, Inflammation mononuclear,
Inflammation polymorpheous, Non-purulant inflammation, Non-suppurative
inflammation, Prostatitis, Purulent inflammation, Purulent prostatitis, Suppurative
inflammation

Interstitial inflammatory cell
Infiltrate lymphocytic, Lymphoid cell foci, Lymphoid cell infiltrate, Mononuclear
cell infiltration, Mononuclear cells, Mononuclear foci, Round cell infiltration

Luminal dilation
Nematodes in lumen, Parasite(s)

Axonal Degeneration, Axonal swelling, Degeneratial neuropathy, Degeneration,
Degenerative myelinopathy, Demyelination, Digestion chambers, Myelin
fragmentation, Neuropathy, Single fiber degeneration, Wallerian Degeneration
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Spleen:
Congestion

Hemopoiesis

Hemosiderin
Lymphoid hyperplasia

Stomach:
Dilated Glands

Edema

Erosion/ulceration

Hyaline droplets
Inflammatory cell foci

Limited ridge vacuolation
Mineralization
Mononuclear cell foci

Testes:
Tubular degeneration

Thymus:
Atrophy

Congestion
Cyst(s)

Histiocytosis

Thyroid Glands:
Actvation

Ductal remnants

Follicular cell hypertrophy
Mononuclear cell foci
Thymic remnants

Trachea:
Glandular dilation
Mononuclear cell foci
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Hyperemia
Extramedullary haematoma, Extramedullary Hematopoiesis, Extramedullary
hemopoiesis, Hemopoiesis, Increased hematopoiesis, Hematopoiesis

Hemosiderosis
Follicular hyperplasia, Hyperplasia, Lymphoid cell proliferation, Reactive
hyperplasia

Dilation of crypts, Glandular dilatation, Glandular dilation, Glandular ectasia

Forestomach edema, Edema inflammatory, Submucosal edema, Submucosal
oedema (Forestomach), Submucosal oedema (Glandular stomach

Erosions, Erosions/ fundus, Glandular erosions, Glandular stomach erosions,
Hemorrhagic erosions, Mucosal erosions, Mucosal ulceration (Forestomach),
Mucosal ulceration (Glandular stomach), Necrosis, Ulceration, Ulcer(s)

Eosinophilic inclusion, Hyaline inclusions
Eosinophilic inflammatory infiltration, Increased inflammatory cells, Inflammatory
cell(s), Inflammatory foci

Vacuolation
Calcification
Infiltration lymhpocytic

Bilateral degeneration of the germinal epithelium, Seminiferous degeneration,
Tubular degeneration

Advanced atrophy, Cortical Atrophy, Increased lymphocytolysis, Involution,
Lymphoid atrophy, Lymphoid depletion, Thymic atrophy, Thymic involution

Hyperemia
Cyst, Cystic change, Epithelial cysts, Medullary cyst(s), Multiloculated cysts

Starry sky cells

Activated
Cyst(s), Cyst developmental, Cyst(s) ultimobranchial, Persistent thyroglossal duct,
Thyroglossal cyst/ducts, Ultimobranchial cyst

Hypertrophy follicular
Infiltrate lymphocytic, Lymphoid foci
Ectopic thymus

Cystic glands, Dilated glands, Distended glands

Infiltration inflammatory cells, Lymphoid cell foci, Lymphoid cell infiltration,
Lymphoid foci, Mononuclear cells, Mononuclear foci, Mononuclear infiltrate,
Round cell infiltration, Lymphoid foci

239



Historical Control Data on Histological Findings in HsdRccHan™: WIST, Wistar Hannover Rats from 28-days Studies, Recovery

Urinary Bladder:
Mononuclear cell foci

Uterus:
Cornual dilation

Estrus/proestrus
Edema, interstitial

Lymphoid cell foci, Lymphoid cell infiltration, Mononuclear cell infiltration,
Mononuclear cells, Round cell infiltration

Cyclical dilation present, Dilatation, Dilated horns, Dilated lumen, Distended
lumen, Distension, Luminal dilatation

Change physiological

Stromal edema
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