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TEST ARTICLE

SPONSOR

:+ B8610-023
TEST SYSTEM + MOUSE, CARCINOGENICITY STUDY,
¢+ BYK GULDEN, HAMBURG

PATHOL. NO.: 92003
DATE t 25-NOV-92
PATHDATA SYSTEM V3.5d

——
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NUMBER OF ANIMALS WITH NON-NEOPLASTIC LESIONS BY ORGAN/GROUF/SEX

STATUS AT NECROPSY: KO,

INCL. +

A e S o e e o e e L A R S NS S R W R R S W W W v e v e e L L e ot A e

SEX ¢

NO.ANIMALS: 50

[y ———————————— A L T L e

PAROTID GLANDS
- ROUND CELL INFILTR.

.........................................................................

SUBMANDIBULAR GLANDS
- ROUND CELL INFILTR.

CERVICAL LYMPE NODES

- LYMPHOID HYPERPLASIA
- BYPEREMIA

~ SINUSOIDAL DILATION

.......................

LACRIMAL GLANDS
- ROUND CELL INFILTR.

-----------------------

PROSTATE
- PROSTATITIS
- ATROPHY

...............................

-------------------------------------------------------------------------

SEMINAL VESICLES
- DISTENSION

- ATROPHY

- VESICULITIS

.........................................................................

TESTES
- TUBULAR ATROPHY
- TUBULAR CALCIFICAT.

.........................................................................

EPIDIDYMIDES
- ARTERITIS/PERIARTER.
- ASPERMIA

-~ SPERMATOCELE

......... T N N I A

MALE
K2 N M H
50 S50 S0 S50
S0 S0 50 SO
1
50 S0 50 50 -
32 31 40 19 o
T R E E R R E R R E N I I I I N T N T N N R B E
S0 S0 50 49 ;
2 2 3 1 F
2 1
1
49 50 S0 50
7 9 8 3
50 49 49 4B
1
2
S0 S50 S0 SO
31 3
103 1
103 2
S0 50 S0 SO
2. 4 s 3 - . - -
2
50 S0 50 50
3 -3
1 1
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SUMMARY TABLES STUDY NO. :  KM8929
TEST ARTICLE : B8610-023 PATHOL. NO.: 92003 —
TEST SYSTEM : MOUSE, CARCINOGENICITY STUDY, DATE : 25-NOV-92
SPONSOR : BYK GULDEN, HAMBURG PATHDATA SYSTEM V3.5d

NUMBER OF ANIMALS WITH NON-NEOPLASTIC LESIONS BY ORGAN/GROUP/SEX
STATUS AT NECROPSY: KO, INCL. +

SEX : MALE
DOSE GROUP: KL K2 N M -}
ORGAN /FINDING NO.ANIMALS: S0 50 50 SO 50
KIDNEYS NO.EXAM.: 50 50 S0 S0 S50
- ROUND CELL INFILTR. 21 24 20 21 19
- GLOMERULAR CYST(S) 9 7 3 5 T
- CORTICAL CALCIFICAT. 15 17 15 15 ¢ a
- TUBULAR ATROPHY i1 11 6 s 3 -
- TUBULAR DILATION 5 i
- GLOMERULONEPHROPATHY 3 1 1 2 - g
- TUBULAR PIGMENT 1 :
- ARTERITIS/PERIARTER. 1
- PROTEINACEOUS CASTS 1 1
- OSSEOUS METAPLASIA 1
- INFARCT 2 -1
- PELVIC .DILATION 2
URINARY BLADDER NO.EXAM.: 50 50 S0 50 50
- ROUND CELL INFILTR. 3 10 8 4 3
- DISTENSION 12 19 - 16 15 12
- UROTHEL. HYPERPLASIA 1 1
- CYSTITIS 1
- COLLOID PLUG 1
MESENT. LYMPH NODE NO.EXAM.: 49 4B S0 49 50 _
- EYPEREMIA 32 34 31 33 21 .
- LYMPHOID EYPERPLASIA 11 7 11 11 9
- SINUSOIDAL DILATION 2 3 - - - . - -t
- GRANULOCYTOSIS 1
ADRENAL GLANDS NO.EXAM.: 50 50 SO 50 50
- A-CELL PROLIFERATION 37 39 35 42 38
- ALTERED GELL FOCUS 15 11 10 10 8
- B-CELL PROLIFERATION 7 4 & 12 5
- MEDULLARY HYPERPLAS. 1
- NECROSIS 1

- AMYLOIDOSIS 1

e R R R R AR R RN R R L N R AL R A A A A A
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TEST SYSTEM : MOUSE, CARCINOGENICITY STODY,
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SPONSOR

STATUS AT NECROPSY: KO, INCL. +

PAGE

STUDY NO.
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H 21/ 937

EME929

PATHOL. NO.: 92003

DATE

: 25.N0V-92

PATHDATA SYSTEM V3.5d

NUMBER OF ANIMALS WITH NON-NEQPLASTIC LESIONS BY ORGAN/GROUP/SEX

o e e S W ke ek e e o ke S ke L -

SEX H
DOSE GROUP:
ORGAN/FINDING NO.ANIMALS:
PANCREAS NO.EXAM.:
- EDEMA ‘
- PANCREATITIS
- CYSTIC DUCT
- ISLET CELL HYPERPL.
SPLEEN NO.EXAM.:

- LYMPHOID BHYFERPLASIA
- INCR. HEMATOPOIESIS
- AMYLOIDOSIS

- ATROPHY

LIVER

- KUPFFER CELL PROLIF.
- SINGLE CELL NECROSIS
- ROUND CELL INFILTR.
- PATCHY NECROSIS

- BASOFHILIC FOCUS

- HEPATOC. HYPERPLASIA
- FATTY CHANGE

- INCREASED GLYCOGEN

- BEYPERTROPHY

- PIGHMENT ACCUMULAT. :
- NECROSIS, CENTRILOB. -
- GLYCOGEN FOCUS

- EOSINOPHILIC POCUS
- LOBAR NECROSIS

-~ HEMORRHAGE

- SINUSOIDAL ECTASIA
- HEMATOPOIESIS.

- INCREASED MITOSES

- CONGESTION

- INFLAMMATORY FOCI
- AMYLOIDOSIS
GA_LBLADDER

- DISTENSTION

NO.EXAM. :

K1 K2
S0 50
S0 50

2 2
50 50
2
77
1
50 50
6 o
2 6
12 11
3 3
2 1
117 8
11
3 8
3
1
1
1
3
101
4 &4
1
S0 S50
11

N

50

5

30
10
9
14
3

1

S

50
2

P Y R R A A A RN R AU B I BN BN R )

50

9
7

16

1

RN e

R T e N RN R R R R

NO.EXAM.:

50
3

MALE

50
26

8

15

HMNNF

50

5
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SUMMARY TABLES STUDY NO. KM8529

TEST ARTICLE : B8610-023 PATHOL. NO.: 92003 —

TEST SYSTEM  : MOUSE, CARCINOGENICITY STUDY, DATE : 25-NOV-92

SPONSOR + BYK GULDEN, EAMBURG . PATEDATA SYSTEM V3.5d

NUMBER OF ANIMALS WITH WON.NEOPLASTIC LESIONS BY ORGAN/GROUP/SEX

* STATUS AT NECROPSY: KO, INCL. +

SEX : MALE
DOSE GROUP: K1 K2 N M H

ORGAN/FINDING NO.ANIMALS: 50 50 S0 S0 50

ESOPHAGUS NO.EXAM.: 49 S0 50 S0 50

- INFLAMMATION 1

SKIN NO.EXAM.: 50 50 49 49 50

. - EDEMA ' 2 1 1

- INFLAMMATION 2 1

- PENIS INFLAMMATION 2 1

MAMMARY GLAND AREA NO.EXAM.: SO 50 4% 49 SO

- EDEMA 1 1

- HEMORRHAGE 1

SKELETAL MUSCLE NO.EXAM.: S0 50 S0 49 50

- ATROPHY 4 2 6 3 5

- HYALINE NECROSIS 1 1 3

- ROUND CELL INFILTR. 1 2 1 1

- SARCOSPORIDIOSIS 1

THYROID GLAND NO.EXAM.: 50 49 50 S0 50

- CYSTIC FOLLICLES 8 9 9 8 8

- AMYLOIDOSIS 1

PARATHYROID GLANDS NO.EXAM.: &B &5 45 45 42

- CYSTS 2 2 1 1

- AMYLOIDOSIS 1 : - -

TISIAL NERVE NO.EXAM.: 48 4B SO SO 43

- DEGENER. NEUROPATHY 31 30 21 22 14

TEYMU C . NO.EXAM.: &7 46 50 47 45

- INVOLUTION 26 24 33 .31 27

EYES NO.EXAM. : 50 S0 S0 50 50

- PETHISIS BULBI I | 1

- KERATITIS 1 ‘

- LENTICUL. DEGENERAT. 1
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PAGE B : 23/ 937
SUMMARY TABLES 'STUDY NO. KM8929
TEST ARTICLE : B8610-023 PATEOL. NO.: 92003 —
TEST SYSTEM : MOUSE, CARCINOGENICITY STUDY, DATE : 25-NOV.-92
SPONSOR : BYK GULDEN, HAMBURG PATHDATA SYSTEM V3.5d

NUMBER OF ANIMALS WITH NON-NEOPLASTIC LESIONS BY ORGAN/GROUP/SEX
STATUS AT NECROPSY: KO, INCL. +

SEX : MALE

DOSE GROUP: K1 K2 N M H
ORGAN/FINDING NO.ANIMALS: 50 S50 50 SO 50
BARDERIAN GLANDS NO.EXAM.: 49 50 &9 50 50
- DACRYOADENITIS 10 15 13 11 5
BRAIN NO.EXAM.: 50 50 SO SO 50 .
- CALCIFICATION 23 23 26 24 19 e
- HEMORRHAGE 2 -
- COMPRESSION 1 g
et e v aaratrraracar e, L T F 4
PITUITARY GLAND NO.EXKAM.: 49 49 46 50 49 :
- CYSTS 3 4 2 3
- CONGESTION 1 1
- HYPERPLASIA 1
HEART NO.EXAM.: S0 S0 50 50 50
- DISTENDED CHAMBERS 3 5 5 2 10
- ARTERITIS/PERIARTER. 1
- THROMBOENDOCARDITIS 2 1
- CALCIFICATION 1
LUNGS NO.EXAM.: 50 S0 50 S0 S0
- EMPHYSEMA 3 3 1 2 1
- CONGESTION 5 6 5 2 8
- LIPOPROTEINOSIS ' 2 2 1 1
- HEWMORRHAGE, ALVEOLAR 1 3 3 2 1
- ATELECTAS1S 1 1 1 L
- PERIVASCULAR CUFFING 3 ) ) :

T2
-~ INTERSTIT. PNEUMONIA 1 1
- GRANULOCYTOSIS

2
STOMACH ’ NO.EXAM. : 30 50 50 50 50
- FUNDIC HYPER.PLASIA 9 49 50
- ULCER(S) 1 2 1 2
- EROSION(S) 2 2 1
- FOCAL HYPERKERATOSIS 2 1
- GLANDULAR ECTASIA - - 7 8 4
-~ GLANDULAR HYPERPLAS. 2 2 3
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SUMMARY TABLES : STUDY NO. : KMB8929
TEST ARTICLE : B8610-023 : PATHOL. RO.: 92003 -
TEST SYSTEM : MOUSE, CARCINOGENICITY STUDY, DATE 1 25-NOV-92
SPONSOR 1 BYK GULDEN, HAMRURG PATHDATA SYSTEM V3.5d

NUMBER OF ANIHALS WITH NON-NEOPLASTIC LESIONS BY ORGAN/GROUP/SEX
STATUS AT NECROPSY: KO, INCL. +

SEX : MALE
DOSE GROUP: K1 K2 N M B
ORGAN/FINDING NO.ANIMALS: S0 S0 SO S0 50
SMALL INTESTINE NO.EXAM.: S0 SO 50 S0 S0
- - LYMPHOID HYPERPLASIA 1 3 3 2z 1
LA.RGE INTESTINE NO.EXAM. : 50 50 50 50 50 \d
- NEMATODES IN LUMEN 1 31 T
BONE  NO.EXAM.: S0 S0 S0 50 S0 H
- CALLUS 1 1 1 2 F
- ARTEROPATHY 2
- STERNAL DEVIATION 2 3 33 -
- CYST 1
NOSE NO.EYAM.: SO 48 49 50 49
- RHINITIS 1
QFRAL CAVITY NO.E¥AM. : 2 1
- INFLAMMATION 2 1
LYMPH NODES - NO.EXAM. : 4 5 6 6 7
- LYMPEOID HYPERPLASIA 1 2 2 1
- HYPEREMIA 1
BODY CAVITIES NO.EXAM. : 1 2 1 2 ;
- 'BEMORRHAGE 1 : :
BOKE MARROW NO.EXAM.: SO 50 50 SO 42 ‘
- BYPERCELLULAR MARROW 2 4 9 3 4
- HYPOCELLULAR MARROW 1
© PREPUTIAL GLANDS NO.EXAM, : 1
- CYSTIC CHANGE 1
- HYPERPLASIA 1
ADIPOSE TISSUE NO.EXAM. : 2 2 1 2 &
- FAT NECROSIS - - 1 2
- ANGIECTASIS . 1

R R RN IO BN I A
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SUMMARY TABLES STUDY NO. :  KMB929
1EST ARTICLE : B8610-023 PATEOL. NO.: 92003 -~
TEST SYSTEM : MOUSE, CARCINOGENICITY STUDY, DATE 1 25-NOV-92
SPONSOR s+ BYK GULDEN, HAMBURG PATHDATA SYSTEM V3.5d

A e

NUMBER OF ANIMALS WITH NON NEOPLASTIC LESIONS BY ORGAN/GROUP/SEX
STATUS AT NECROPSY: KO, INCL. +

SEX : FEMALE

DOSE GROUP: K1 K2 N M B
ORGAKR /FINDING NO.ANIMALS: S50 50 S0 50 S0
"PAROTID GLANDS NO.EXAM.: 50 50 50 50 350
- ROUND CELL INFILIR. 6 3 1 3
- ACINAR HYPERPLASIA 1 .
- INTERSTITIAL EDEMA 1 1 -
SUEMANDIBULAR GLANDS NO.EXAM.: 50 50 50 S50 30 =
- ROUND CELL INFILIR. 28 38 38 31 33 i
- STALOADENITIS 1 - r
- INTERSTITIAL EDEMA 1 1 E
CERVICAL LYMPH NODES NO.EXAM.: 50 50 48 4B 50 -
- LYMPHOID HYPERPLASIA 2 5 8 2 3
- HYPEREMIA 1 .2 1 1
LACRIMAL GLANDS NO.EXAM.: S0 50 S0 50 50
- ROUND CELL INFILTR. 14 25 23 22 16
- CYST(S) 1
- DACRYOADENITIS 2 1
- METAPL. HARDER. GLD. 1 2 1
UTERUS NO.EXAM.: 50 S0 S0 50 50
- CYSTIC GLAND.HYPERPL 41 44 43 42 34
-~ DISTERSION 3 4 6 9 10
. HEMORREAGE 1
- PYOMETRA 1 1 1
- ATROPHY 1 - - - - -
OVARIES HO.EXAM.: S0 50 S0 50 50
-~ CYST(S) 29 29 29 25_ 27
- ABSCESS T 1 1 1
- ATROPHY 1 :
- HEMORERHAGE 1 1
- ANGIOMATOUS CHANGE 1
VAGINA NO.EXaM.; S50 50 50 50 48

© . INFLAMMATION 1 1

-
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TEST ARTICLE B8610-023

1
TEST SYSTEM : MOUSE, CARCINOGENICITY STUDY,

SPONSOR

-

BYK GULDEN, HAMBURG

Wyeth-Ayerst -- Confidential

PAGE H :
STUDY NO. :

26/ 937
KM8929

PATHOL. NO.:1 92003 —
DATE : 25-NOV-92
PATEDATA SYSTEM V3.5d

e A T

NUMBER OF ANIMALS WITH NON-NEOPLASTIC LESIONS BY ORGAN /GROUP/SEX

STATUS AT NECROPSY: KO, INCL. +

SEX s

-

- - "

. FEMALE
DOSE GROUP: K1 K2 N M H
ORGAN/FINDING NO.ANIMALS: 50 50 S0 50 50
KIDNEYS NO.EXAM.: S0 50 50 50 50
- - ROUND CELL INFILTR. 33 38 28 26 35
. - GLOMERULAR CYST(S) 1 .
- CORTICAL CALCIFICAT. 2
- GLOMERULONEPHROPATHY 1 1.1 1 -
- ARTERITIS/PERIARTER. 1 Ll
- PROTEINACEQUS CASTS 11 B
- AMYLOIDOSIS 2 H
- HYAL. RESORP. BODIES 1 ;
- CELL CYLINDERS 1
- PELVIC DILATION 1 1

- CONGESTION 1
URINARY BLADDER NO.EXAM.: 50
- ROUND CELL INFILTR. 3l
- DISTENSION 16
- EDEHA

R R R AN I R A L

MESENT. LYMPH NODE NO.EXAM. : 48

- AYPEREMIA 8
- LYMPHOID HYPERPLASIA 10
ADRENAL GLANDS NO.EXAM, 3 50
- A-CELL PROLIFERATION 48
- CEROID DEGENERATION 39
- ALTERED CELL FOCUS 3

-~ B-CELL PROLIFERATION

- X-2ONE DEGENERATION 4

- MEDULLARY HYPERPLAS.
- CORTICAL CYST(S)

s e e

R L T A R

..;-.o--.a..nc----..qaoq--un-ono.-.o.-.o.--

[ N I IR I R

49 49 49 50
31 23 23 22
10 11 11 11
1

50 48 47 47
7 4 10 17

6 5 7 5

aw s

T R R A I B A

49 50 49 30
49 50 47 49
44 - 49 43 44

4 1 ) i ) N -
1 1
1 1
1
1 1 3
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TEST ARTICLE : B8610-023
TEST SYSTEM  : MOUSE, CARCINOGENICITY STUDY,
SPONSOR 1 BYK GULDEN, HAMBURG

A T

KUMBER OF ANTMALS WITH NON-NEOPLASTIC LESIONS BY

Wyeth-Ayerst — Confidential

PAGE H :
STUDY NO.

27/ 937
KMB929

PATHOL. NO.: 92003 —
DATE : 25-NOV-92
PATHDATA SYSTEM V3.5d

- -

ORGAN/GROUP /SEX
_STATUS AT NECROPSY: KO, INCL. +

SEX : FEMALE

DOSE GROUP: K1 K2 N M H
ORGAN/FINDING NO.ANIMALS: S0 SO S0 S0 50
PANCREAS NO.EXAM.: S50 &9 S0 50 S0
- EDEMA 1 1 1 1
- PANCREATITIS 1
- CYSTIC DUCT 1 3 2 2 3
- EXOCRINE HYPERPLASIA 1
- ACINAR ATROPHY 2
- ISLET CELL HYPERPL. 1
SPLEEN NO.EXAM.: -50 50 S50 S0 50
- LYMPHOID HYPERPLASIA 10 12 12 11 10
- INCR. HEMATOPOIESIS 21. 10 s 13 20
- CAPSULAR FIBROSIS 1 1
LIVER NO.EXAM. : 50 50 S0 S50 SO
- KUPFFER CELL PROLIF. 13 16 g 11 22
- SINGLE CELL NECROSIS 6 - 8 -13 "-100 21
- ROUND CELL INFILTR. 26 26 24 24 24
- PATCEY NECROSIS _ 2 1. 2 4 8
- BASOPHILIC FOCUS 2 :
- HEPATOC. HYPERPLASIA 3 3 2 2 7
- FATTY CHANGE A 1 1 2 9
- INCREASED GLYCOGEN B 1- 3 1
- HYPERTROPHY Cmmmmmme s e T I 2 1
- PIGMENT ACCUMULAT. 3 5 7 2
- NECROSIS, CENTRILOB. 1 1 i
- VACUOLATED FOCUS 1
- GLYCOGEN FOCUS ) ‘ S 1
- EOSINOPEILIC FOCUS 1 1
- LOBAR NECROSIS 1
- HEMORRHAGE 2
- CALCIFICATION 1
- SINUSOIDAL ECTASIA 3 3 1 3 3
- HEMATOPOIESIS . 1 3 1 3 2
- CAPSULAR FIBROSIS 1 '
- INCREASED MITOSES - = 1
- BILIARY CYST 2 1
- CONGESTION 1 3 1 3 6
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SUMMARY TABLES _ STUDY NO. :  KMB929
TEST ARTICLE : B8610-023 PATHOL. NO.: 92003 ——
TEST SYSTEM : MOUSE, CARCINOGENICITY STUDY, DATE : 25-NOV-92
SPONSOR : BYK GULDEN, HAMBURG PATHDATA SYSTEM V3.5d
NUMBER OF ANIMALS WITH NON-NEOPLASTIC LESIONS BY ORGAN/GROUP/SEX
STATUS AT NECROPSY: KO, INCL. +
SEX . : FEMALE
| DOSE GROUP: K1 K2 N M H
ORGAN/FINDING NO.ANIMALS: SO S0 50 S0 SO
GALLBLADDER NO.EXAM.: S0 S0 SO S0 50
L - DISTENSION _ 2 &4 3 5 1
- ROUND CELL INFILTR. 1 2 __
- EPITHELIAL HYPERPL. 1 .
SKIN NO.EXAM.: 49 S0 48 SO 49 CoFTE
- EDEMA 1 1 1 ;
"~ ADNEXAL ATROPHY 1 z
- INFLAMMATION 101 4
- SQUAMOUS CYST(S) 1
- TAIL NECROSIS 1
, MAMMARY GLAND AREA NO.EXAM.: 49 50 48 50 49
- LACTEAL CYSTS 11 11 16 14 14
SKELETAL MUSCLE NO.EXAM.: SO 49 S50 S0 50
- ATROPHY 16 14 10 9 13
- HYALINE NECROSIS 2 2 3
- ROUND CELL INFILTR. s 6 1 1 2
- CALCIFICATION 1
- ARTERITIS/PERIARTER. 1
THYROID GLAND NO.EXAM.: S0 S0 SO 50 SO
- CYSTIC FOLLICLES . 21 21 18 13 17 .
- FOLLICULAR BYPERPL. _ 6 3 1 1 1 _ _ o
PARATHYROID GLANDS NO.EXAM.: &7 48 49 4B 45
- CYSTS _ 1 1
TIBIAL NERVE - -  NO.EXAM.: 49 47 48 45  b&
- DEGENER. NEUROPATEY | 30 36 38 30 30
TONGUE NO.EXAM.: S0 50 S0 S0 50
- ARTERITIS/PERIARTER. 1




Pantoprazole Sodium Enteric Coated Tablets

W5 30K
/ﬁya JF &0

PATEOLOGY REPORT 42/92

Wyeth-Ayerst -- Confidential
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SUMMARY TABLES STUDY NO., KM8929
TEST ARTICLE : BS610-023 PATHOL. NO.: 92003 —
TEST SYSTEM 1 MOUSE, CARCINOGENICITY STUDY, DATE 3 25-NQV-92
SPONSOR :+ BYK GULDEN, HAMBURG PATHDATA SYSTEM V3.5d
NUMBER OF ANIMALS WITH NON-NEOPLASTIC LESIONS BY ORGAN/GROUF/SEX
STATUS AT NECROPSY: KO, INCL. +
SEX t FEMALE
DOSE GROUP: F1 K2 N M B
ORGAN/FINDING NO.ANIMALS: S0 S0 50 S0 S0
THYMUS NO.EXAM.: 4B 49 49 &6 47
- INVOLUTION 15 18 22 19 20 —
- BEMORRHAGE 1 2 1 .
L L R R R R I R R R Crsessars ettt aaan fangup
EYES NO.EXAM. : S0 50 S0 50 50 -
- PHTEISIS BULBI 1 E
- LENTICUL. DEGENERAT. 1 F4
HARDERIAN GLANDS NO.EXAM.: S0 50 S50 50 S0
- DACRYOADENITIS 20 26 20 17 18
BRAIN NO.EXAM.: 49 50 50 50 SO
-~ CALCIFICATION 13 20 16 17 10
- HEMORRHAGE 1
- COMPRESSION 1 2
PITUITARY GLAND NO.EXAM.: 49 50 49 50 50
- CYSTS ) 2 1 1
- CONGESTION _ 1 1
- ANGIECTASIS 1 2 2 A
- HYPERPLASTIA ' 2 2 3 2 1
HEART NO.EXAM.: SO S0 50 50 S0
- DISTENDED CHAMBERS. 4 3 4 10 ] ) o
- ARTERITIS/PERIARTER. 1 2
- FIBROSIS 1
- EPICARDITIS ) 1l
- THROMBOENDOCARDITIS 3 1 2
- CALCIFICATION - 1
- ROUND CELL INFILTR. 1
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SUMMARY TABLES STUDY NO. : EM8929
TEST ARTICLE : B8610-023 PATHOL. NKO.: 92003 ~
TEST SYSTEM : MOUSE, CARCINOGENICITY STUDY, DATE : 25-NOV-92
SPONSOR :+ BYK GULDEN, HAMBURG PATHDATA SYSTEM V3.5d

NUMBER OF ANIMALS WITH NON-NEOPLASTIC LESIONS BY ORGAN/GROUP/SEX
STATUS AT NECROPSY: KO, INCL. +

SEX : FEMALE
DOSE GROUP: K1 X2 N M H
ORGAN /FINDING NO.ANIMALS: S0 50 50 50 S0
LUNGS _ NO.EXAM.: S0 S0 50 50 S0
. - GRANULOMA(S) 1 2
- EMPHYSEMA 1 2 5 2 T
- CONGESTION 8 4 1 £ 1 -
- LIPOPROTEINOSIS 3 o
- HEMORRHAGE, ALVEOLAR 6 4 3 4 4 B
-~ ATELECTASIS 1 z 1 - g
- PERIVASCULAR CUFFING 4 3 1 2 1
- GRANULOCYTOSIS 1
STOMACH NO.EXAM.: 50 S0 S0 50 S0
- FUNDIC EYPERPLASIA 24 50 S0
- ULCER(S) 4 1 3
- ROUND CELL INFILTR. 2
- EROSION(S) 2
- FOCAL EYPERKERATOSIS [ 2 4
- GLANDULAR ECTASIA 2 6 5
- INFLAMMATION 1
- GLANDULAR HYPERPLAS. 4 3 5 1
SMALL INTESTINE NO.EXAM.: S0 S0 S0 S0 S0
- LYMPEOID BYPERPLASIA 1 1 4 4 2
- DIVERTICULUM 1
LARGE INTESTINE NO.EXAM.: 50 50 S0 50 50 : . - -
- ULCER(S) 1
EONE NO.EXAM.: SO S50 50 S50 50
- CALLUS . 1 1
- ARTHROPATHY 1
- STERNAL DEVIATION 1
- HEMORRHAGE . 1
- SCAR ’ 1
: NOSE NO.EXAM.: 49 S0 SO 50 50
. - RHEINITIS _ ' 3
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SUMMARY TABLES

TEST ARTICLE : B8610-023
TEST SYSTEM :+ MOUSE, CARCINOGENICITY STOUDY,
SPONSOR : BYK GULDEN, HAMEURG

g e e e W

Wyeth-Ayerst - Confidential

PAGE H : 31/ 937 -

STODY NO. FMBQ29

- A

PATHOL. NO.: 92003 —
DATE t 25-NOV-82
PATHDATA SYSTEM V3.5d

A e e

NUMBER OF ANIMALS WITH NON-NEOPLASTIC LESIONS BY ORGAN/GROUP/SEX

STATUS AT NECROPSY: KO, INCL. +

i e e e e e e e o e

SEX :

DOSE GROUP: K1 K2 N
ORGAN/FINDING NO.ANIMALS: 50 50 50
SPINAL CORD NO.EXAM, 50 50 50

_ . - ROUND CELL INFILTR. 1
LYMPH NODES NO.EXAM.: 10 6 9
~ LYMPHOID BYPERPLASIA 1 2

- HYPEREMIA 1
BONE MARROW NO.EXAM.: 50 50 49
- FIBRO-OSSEOUS LESION ) 20 26 24
- HYPERCELLULAR MARROW 4 2 6
- HYPOCELLULAR MARROW ' 1 "1

- GRANULOCYT.HYPERPL. 2
ADIPOSE TISSUE NO.EXAM. : 4 1 4
- FAT NECROSIS 3 1 3

- ANGIECTASBSIS

APPEARS THIS WAY
ON ORIGINAL

L et b LT S ypp——

: FEMALE
M H
50 50
50 50
16 10
2 2
1 2
50 30
21 18
5 5
2
2
2 2
1 1
3

ey

—a~
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Page 363

APPENDIX 2A

Sprague Dawley Rat Carcinogenicity Study
Histopathology - Tumor Data.

Pages 363-379 . .
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