ANNEX 1

FORM TO LIST CLASS 1 CELL, TISSUE OR GENE THERAPY PRODUCTS
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SI/N

Product Owner

Product Name

Product Code

Name & Address of
Manufacturing Site

Country of
Manufacturer

Notification
Number
(applicable for
notified product s)

Medtronic Sofamor
Danek USA, INC

CANCELLOUS CHIPS 1.7-10MM 5CC

TOOO30INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

Medtronic Sofamor
Danek USA, INC

CANCELLOUS CHIPS 1.7-10mm 15CC

TOOO35INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

Medtronic Sofamor
Danek USA, INC

CANCELLOUS CHIPS 1.7-10MM 30CC

TOOO40INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

Medtronic Sofamor
Danek USA, INC

CANCELLOUS CHIPS 1.7-10MM 60CC

TOOO45INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

Medtronic Sofamor
Danek USA, INC

Cortical Cancellous Crushed 0.5-3mm 15cc

TOOOGOINT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

Medtronic Sofamor
Danek USA, INC

Cortical Cancellous Crushed 0.5-3mm 30cc

TOOO70INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

Medtronic Sofamor
Danek USA, INC

Cortical Cancellous Chips 4-10mm 15cc

TOOO8SINT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

Medtronic Sofamor
Danek USA, INC

Cortical Cancellous Chips 4-10mm 30cc

TOOO90INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

Medtronic Sofamor
Danek USA, INC

CANCELLOUS BLOCK 13MM X 13MM X 30MM

TOO150INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States
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Medtronic Sofamor
Danek USA, INC

CANCELLOUS BLOCK 20MM X 20MM X 30MM

TOO170INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

11

Medtronic Sofamor
Danek USA, INC

0.5cc GRAFTON DBM GEL

T41110INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

12

Medtronic Sofamor
Danek USA, INC

1cc GRAFTON DBM GEL

T41120INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

13

Medtronic Sofamor
Danek USA, INC

5cc GRAFTON DBM GEL

T41130INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

14

Medtronic Sofamor
Danek USA, INC

10cc GRAFTON DBM GEL

T41150INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

15

Medtronic Sofamor
Danek USA, INC

1.5cm x 1.5cm FLEX GRAFTON DBM

T42090INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

16

Medtronic Sofamor
Danek USA, INC

2.5cm x 10cm FLEX GRAFTON DBM

T42100INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

17

Medtronic Sofamor
Danek USA, INC

2.5cm x 5cm FLEX GRAFTON DBM

T42110INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

18

Medtronic Sofamor
Danek USA, INC

Grafton A-Flex 6 cm Dia.

T42160INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

19

Medtronic Sofamor
Danek USA, INC

2.5cm x 10cm (2 each) GRAFTON DBM MATRIX

T42200INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

20

Medtronic Sofamor
Danek USA, INC

2.5cm x 5¢cm (2 each) GRAFTON DBM MATRIX

T42210INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States
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Medtronic Sofamor
Danek USA, INC

8mmx1cmx10cm (2 each) GRAFTON DBM MATRIX

T42275INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

22

Medtronic Sofamor
Danek USA, INC

8mmx1cmx20cm (2 each) GRAFTON DBM MATRIX

T42280INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

23

Medtronic Sofamor
Danek USA, INC

Grafton DBM Matrix Plugs 8mm x 10mm

T42308INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

24

Medtronic Sofamor
Danek USA, INC

0.5cc GRAFTON DBM PUTTY

T43101INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

25

Medtronic Sofamor
Danek USA, INC

1cc GRAFTON DBM PUTTY

T43102INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

26

Medtronic Sofamor
Danek USA, INC

2.5cc GRAFTON DBM PUTTY

T43103INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

27

Medtronic Sofamor
Danek USA, INC

5cc GRAFTON DBM PUTTY

T43105INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

28

Medtronic Sofamor
Danek USA, INC

10cc GRAFTON DBM PUTTY

T43110INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

29

Medtronic Sofamor
Danek USA, INC

0.25cc GRAFTON DBM PUTTY

T43204INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

30

Medtronic Sofamor
Danek USA, INC

5cc GRAFTON DBM CRUNCH

T44105INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

31

Medtronic Sofamor
Danek USA, INC

15cc GRAFTON DBM CRUNCH

T44115INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States
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Medtronic Sofamor
Danek USA, INC

5cc ORTHOBLEND LARGE DEF GRAFTON DBM

T44125INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

33

Medtronic Sofamor
Danek USA, INC

15cc ORTHOBLEND LARGE DEF GRAFTON DBM

T44135INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

34

Medtronic Sofamor
Danek USA, INC

5cc ORTHOBLEND SMALL DEF GRAFTON DBM

T44145INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

35

Medtronic Sofamor
Danek USA, INC

10cc ORTHOBLEND SMALL DEF GRAFTON DBM

T44150INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

36

Medtronic Sofamor
Danek USA, INC

1cc PASTE GRAFTON PLUS DBM

T45001INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

37

Medtronic Sofamor
Danek USA, INC

5cc PASTE GRAFTON PLUS DBM

T45005INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

38

Medtronic Sofamor
Danek USA, INC

10cc PASTE GRAFTON PLUS DBM

T45010INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

39

Medtronic Sofamor
Danek USA, INC

GRAFTON DBM DBF (1cc)

TS50101INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

40

Medtronic Sofamor
Danek USA, INC

GRAFTON DBM DBF (3cc)

TS50103INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States

41

Medtronic Sofamor
Danek USA, INC

GRAFTON DBM DBF (6cc)

TS50106INT

OSTEOTECH, INC. 201
Industrial Way West
EATONTOWN , NJ 07724

United States




