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S / DEPARTMENT OF HEALTH & HUMAN SERVICES  Food and Drug Agmnistation

> Center for Biologics Evatualion and Research
. Rockville Pik
"'m ;;c;vme, WD 20852.1448

Certificate No. CT1008-2

CERTIFICATE TO FOREIGN GOYERNMENT

In order to aliow the imponation of United States products into foreign countries, the U.S. Food
and Drug Administration (FDA) certifies the following information concemning the product(s) to .
be exported listed below:

Bayer Corporation, Pharmaceutical Division located at 800 Dwight Way, P.O. Box 1986,
Berkeley, CA 94701-1986 manufactured the following product(s)

Kogenate® FS
Antihemophilic Factor (Recombinant), Formulated with Sucrose-250 U

Country destination: Japan

The product(s) described above and the plani(s) where it is produced are subject to the
Jjurisdiction of the FDA under the Federal Food, Drug and Cosmetic Act.

1t is certified that the above listed product(s) may be marketed in, and legally exported from, the
United States of America at this time. The manufacturing plani(s) in which the produci(s) is
produced is subject to periodic inspections. The last such inspection showed that the plant(s}), at
that time, appeared to be in substantial compliance with eurrent good manufacturing practice
requirements for the product(s) listed above.

Signature M

Mary Malarkey 7

Director

Division of Case Management

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

(This Certificate expires 24 months from the date notarized)

Siate of Maryland

County of j-; f/_ﬁp@:x A
-

Subscribed and swom before me this /7*day of ézz%g’l.
& .

Notary Puhncﬁw_@g A el

My Commission Expireswj\; {é! é , 7_/ _{2@% e
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/ DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration

Center for Biologics Evalualion and Research
(,""w 1401 Rockville Pike
‘a0 Rockvilie, MD 20852-1448

%
2

Certificate No. CT1009-2
CERTIFICATE TO FOREIGN GOVERNMENT

In order 10 allow the importation of United States products into foreign countries, the U.S. Food
and Drug Administration (FDA) centifies the following informalion conceming the product(s) to

be exported listed below:

Bayer Corporation, Pharmaceutical Division focated at 800 Dwight Way, P.0. Box 1986,
Berkeley, CA 94701-1986 manulactured the following product(s)

Kngenate® FS
Antihemophilic Factor (Recombinant), Formulated with Sucrose-500 JU

Country destination: Japan

The product(s) described above and the plant(s) where it is produced are subject to the
jurisdiction of the FDA under the Federal Food, Drug and Cosmetic Act.

It is certified 1hat the above listed product(s) may be marketed in, and legally exponted from, the
United States ol America at this time. The manufacturing plani(s) in which the product(s) is
produced is subject 1o periodic inspections. The last such inspection showed that the plant(s), at
that 1ime, appeared to be in substantial compliance with current good manufacturing practice

requirements for the product(s) listed above.

Signature
Mary Malarkey
Director
Division of Case Management
Office of Compliance and Biclogics Quality
Center for Biologics Evaluation and Research

{This Certificate expires 24 months from the date notarized)
State of Maryland

County Of‘_%&?m%; .
Subscribed and sworn before me this gi‘ /'{day of 4#—»7&4 FZel

4 ’

Notary Public S

My Commission Expires_ %L&M e
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DEPARTMENT OF HEALTH & HUMAN SERVICES Food 3nd Drug Administration
Cenier for Biologics Evatuatlon and Research
s 1401 Rockville Pike
Mievara Rockvilie, MD 20852- 1448

Cerntificate No. CT1010-2

CERTIFICATE TO FOREIGN GOYERNMENT

In order to allow the importation of United States producls into foreign countries, the U.S. Food
and Drug Administration (FDA) certifies the following information concerning the product(s) 1o
be exported listed below:

Bayer Corporation, Pharmaceuntical Division located at 800 Dwight Way, P.O. Box 1986,
Berkeley, CA 94701-1986 manufactured the following product(s)

Kogenate® FS
Antihemophilic Factor (Recombinant), Formulated with Sucrose-1000 I'U

Country destination: Japan

The produci(s) described above and the plant(s) where it is prbduced are subject to the
jurisdiction of the FDA under the Federal Food, Drug and Cosmetic Act.

It is certified that the above listed product(s) may be marketed in, and legally exported from, the
United States of America at this time. The manufacturing plant(s) in which the product(s) is
produced is subject to periodic inspections. The last such inspection showed that the plant(s), at
that time, appcarcd to be in substantial compliance with current good manufacturing practice
requirements for the product(s) listed above.

7757
s
Signature ,/<

Mary Malarkey

Director

Division of Case Management

Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

(This Certificate expires 24 months from the date notarized)

State of Maryland

County of _ ;’ 22@%

Subscribed and sworp_pefore me this/2 ’day of é_,g o i)

Notary Public ~ wééa ,
My Commission Expires f 2, ,t: ./ égﬁﬁ
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: / DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration

4 .
= Center for Biologics Evaluation ant Research
. ‘ﬁ 1401 Rockville Pike
*0vara Rockville, MD 20862-1448

Certificate No. CT 1832-5

CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries, the U.S. Food
and Drug Administration (FDA) centifies the following information concerning the product(s) to
be exported listed below:

Bayer HealthCare LLC, located at 860 Dwight Way, Berkeley, CA 94701 manufactured
the following product(s)

Kogenate® - FS
Antihemophilic Factor (Recombinant), Formulated with Suerose
Sizes: 250 1U, 500 1U, 1000 1U

Country destination: Japan

The product(s) described above and the plani(s) where it is produced are subject to the
Jjurisdiction of the FDA under the Federzl Food, Drug and Cosmetic Act.

It is centified that the above listed product(s) may be marketed in, and legally exported from, the
United States of America at this time. The manufacturing plani(s) in which the produci(s) is
produced is subject to periodic inspections. The last such inspection showed that the plant(s), at
thal time, appeared to be in substantial compliance with current good manufacturing practice
requirements for the produci(s) listed above,

Signature_ rer.
Robert A. Sausville
Director
Division of Case Management
Office of Compliance and Biologics Quality
Center for Biologics Evaluation and Research

(This Certificate expires 24 menths from the date notarized)

State of Maryland
County of Montgomery R

Subscribed and swoyn before mg this 20 day of %&LZ’OOS
Notary Public é?ﬁi A é% malTd bars
My Commission Expires Mav 14, 2007
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