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s / DEPARTMENT OF HEALTH & HUMAN SERVICES  Food and Diug Acrminisiation
E
H
= Center 1or Biblogics Evaluation and Research
«%‘w 1401 Rockville Pike
. Rockville, MD 20852-1448

Centificate No. CT1008-2

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) certifies the following information conceming the product(s) to .

be exported listed below:

Bayer Corporation, Pharmaceutical Division located at 300 Dwight Way, P.O. Box 1986,
Berkeley, CA 94701-1986 manufactured the following product(s)

Kogenate® F8
Antihemophilic Factor (Recombinant), Formulated with Suerese-250 1U

Country destination: Japan

The product(s) described above and the plant(s) where it is produced are subject 1o the
jurisdiction of the FDA under the Federal Food, Drug and Cosmetic Act.

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

Signature /4,%/6/ /

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)

S1ate of Maryland

County of w{//ﬁ.%/; i : .

Subscribed and swom before me this /& day of @_z%ﬁﬂ

Notary Public ;1,42 ﬁé 522%2%/2&‘ —

My Commission Expires Q,;,_,é ,//' ,Qgﬁ;g/




>

RTL N
e Py

/ DEPARTMENT OF HEALTH & HUMAN SERVICES Fooa and Drug Administration

Cenler for Bivlogics Evatualion and Research
'ﬁ 1201 Rockviie ke
$rvaze Rockville, MD 20852-1445

Certificate No. CT1009-2

CERTIFICATE TO FOREIGN GOVERNMENT

In order 1¢ allow the importation of United States products into forgign countries, the L1.S. Food
and Drug Administration (FDA) cenifies the following information concerning the product(s) to
be exporied listed below:

Bayer Corporation, Pharmaceutical Division located at 800 Dwight Way, P.0O. Box 1986,
Berkeley, CA 94701-1986 manufactured the fotlowing product(s)

Kogenate® FS
Antibemophilic Factor (Recombinant), Farmulated with Sucrose-500 U

Country destination: Japan

The product(s) deseribed 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 markeled in, and legally exported from, the
United States of America at this ime. The manufacturing plant(s) in which the product(s) is
produced is subject 1o perodic inspections. The last such inspection showed that the plant{s), at
that time, appeared 1o be in substantial compliance with current good manufacturing practice
requirements for the product(s) listed above.
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&9
Signature &2

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 Zﬁm% R
Subscribed and swom pefore me this 4'igday of 4 i;mfl/; A

Notary Public Z ) j{x] {ﬁ%fjf/f,c;‘.

My Conunission Expires




(2

L
& ALA "“*

iy 1

ey,
> / DEPARTMENT OF HEALTII & HUMAN SERVICES Food and Drug Adminislration

Cenler for Bislogics Evaluation and Research
1401 Rockville Pike
Rockville, MD 20852-1448

Certificate No. CT1010-2

CERTIFICATE TO FOREIGN GOYERNMENT

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

Bayer Corporation, Pharmaceutical Division Jocated at 300 Dwight Way, P.O, Box 1986,
Berkeley, CA 94701-1986 manufactured the following produci(s)

Kopenate® FS
Antikemophilic Factor {Recombinant), Formulated with Sncrose-1000 1U

Country destination: Japan

The produci(s) described above and the plani(s) where it is produced 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 exporicd from, the
United States of America at this ttme. The manufacturing plant(s) in which the product(s) is
produced is subject to periodic inspections. The last such jnspection showed that the plant(s), at
that time, appeared 1o be in substantial compliance with current good manufacturing practice
requirements for the product(s) listed above.

77
Signature ({%%

Mary Malarkey

Dircctor

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

Subseribed and sworn_pefore me (his/Z day of éc.»— A

Notary Pubncﬁ;@v /] %OWLZ/

My Commission Expires (7//4_,.? / 2oL
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: / DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Brug Administration

o WAL

Center for Biologics Evalualion antd Research
"mﬁ 1401 Rockville Fike
“ivaza Rockville, MD 20852.1448

Certificate No. CT 1832-5

CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into forcign countries, the U.S. Food
and Drug Administration (FDA) cerifies the following information concerning the praduct(s) to
he exported listed below:

Bayer HealthCare LLC, locatcd at 800 Dwight Way, Berkeley, CA 94701 manufactured
the following product(s)

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

Country destination: Japan

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

It is centified that the above listed produci(s) may be marketed in, and legally exporied 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 Jast such inspection showed that the plani(s), at
that time, appeared to be in substantial compliance with cuirent good manufacturing practice
requirements for the product(s) listed above.

Signature_ P
Robert A. Sausville
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 Montgomery

Subscribed and sworn hcfore 0 lhlSQU day of %MQOOS
Notary Public, [éi J"T" ha

My Commission F)\pues May 14, ”007
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