LABELLING

We shall use the labels shown overleaf in the U.K. but
they will be overprinted with our name, Bayer U.K. Ltd.,
Pharmaceutical Division, address Haywards Heath, Sussex,
and the product licence number. '
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" ANTIHEMOPHILIC FACTOR (HUHAN)

Koare™
fi} CUTTER
lyophilized Powder Code

Dosage:. See Direction Sheet
Store at 2° to 8°C.. (35° to 46°F.)..
'CONTENTS:

One bottle of Koate™ ' _
20 ml. Sterile Water for Injection, U.S.P.
One sterile filter needle for reconstitution

No Preservative
For Intravenous Administraticn Cnly
Sterile - Non-Pyrogenic
- U.S. Gov't. Lic. No. 8

CUTIER Laboratories, Inc., Berkeley, Calif. 94710, U.S.A.

OPEN OTHER END

_CARTON LABEL

FRONT PANEL
For reconstitution with

10 ml Sterile Water for
Injection, U.S.P.

ot
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INSTRUCTIONS - RECOMSTITUTION

1. Trans*e: 10 ml. oL diluenc to the bottle of
lyophilized Xoite'

2. After the diluent has been added, gently
swirl the mixture until the powder is
completely dissolved. Avoid foaming.

3. Withdraw the Koatc™ solution through the
filter needle which is enclosed: :

4. Do not refrigerate after reconstitution.

5. Administer promptly after reconstitution
within 3 hLours.

6. See Direction Sheet for detailed instructioms.

’

' Not returnable for credit or exchange.

' When reconstituted with 10 ml. Sterile.
Water for. Injection, U.S.P. the solution contains
1% Dextrose U.S.P. and is slightly hypertonic.

i anhydrous
WARNING: nce the presence or absence.of the

virus of hepatitis in ! lodte™ cannot be proven
with absolute certainty, the presence of such
virus chould be assumed and the hazaxd of
adoinistering Koate™ should be weighed against
the madical c01scquc1ces of withholding the
use of Koate'

without prescription.

CAUTION: U.S. Federal law prohibits dispensing -

_ *To be entered after potency assay is completed.

BACK PANEL

CARTON LABEL -~ .

For reconstitution with 10 ml.
Sterile Water for Injectlon, U.s.P.

.

SIDE PANEL
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. - !.yqphi | 1zed Powder
ANTIHEMOPHILIC FACTOR (HUMAN) _ " For Intravencus é
" Administration Only . P
* * .
Lt - - HEPATITIS DANGER
T P Koate™ - R
5 % : .* - SEE DIRECTION SHEET
| % .
g o a | curmer Sterile - Non-pyrogenlc
E ' o No Preservative
| 5 .
© .. When reconstituted with 10 ml.
Sterile Water for Injection, . N
U.S.P. the solution contalns 1% Dextrese. (anbydrous)
‘; ) U.S.P. and is slightly hypertonic . !
- Store at 2° to 8°C.
~ | . (35° to 46°F.) ‘
U.S. Gov't. Lic. No. 8 | cauTion: U.S. Federal taw prohibits
- a CUTTER Laboratories, Inc. : dlspensing without prescription.
S & |8erkeley, Calif. 94710, U.S.A. - : :
CONTAINER LABEL
For Reéonsﬁfuﬂon with 10-ml.
St+erile Water for Injection, USP
* To be entered after p:otency assay is complétsd.- o
e .
s . “.’ .
A
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ANTIHEMOPHILIC FAC;OK (HUﬁAN)

Ay

‘

Koate™
=3 | currer
iyophilized Pouder - Code

Dosage: See Direction Sheet
. "Store at 2° to 8°C. (35° to 46°F.).
. CONTENTS:

. .One bottle of Ko3te™ , . A
20 .ml. Sterile Water for Injection, U.S.P.
~ Cne sterile filter needle for reconstitution .

No Preservative
For Intravenous Administration Only
Sterile - Non-Pyrogenic
U.S. Gov't. Lic. Mo, 8

.t

CUTTER Laboratories, Inc., Berkeley, Calif, 94710, U.S.A.

CARTON LABEL

e —,

FRONT PANEL

For reconstitution with
20 ml Sterile Water for.
. Injection, U.s.p. '

.
" U
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SEE DIRECTION

" IEPATITIS DANGER
SHERT

INSTRUCTIONS =~ RICOSSTITUTLION

1. Transfer 20 cl. of diluent to the bottle of
lyophilizcd KoZte™. %

2. After the dfluent has btecen zdded, gently .
" swirl the mixture until the pcwder iz
conpletely discolved. Aveid fozming.

3. Withdrav the Roate™ golution through the
filter ncedle which iz enclcesed.

Do not refrigerate after reconstitution.

f 5. Administer premptly after reconstitution -
I within 3 houxrs.

6. See Direction Sheet for detailed instructions.

Prmen o o e e 4o mamna ane

BACK PANEL

Mot returnable for credit or exchange.

¥hen reconstituted with 20 ml. Sterile

Water for Emjection, H.S5.P. the golution contains

1% Dextrose, U.S.P. and is 3light1y hypertenic.

(anhydrous
WARITIEG: OSince the presence or adsence of the
virus of hgpat

.
15 in ilolte™ cannot be preven
vith abaolute certainty, the preserce of guch
virus should bz ancused and the hazard of
administering XolGte™ ghould bo weighed ageinst
the modical consequences of withholding the

uvce of Hodte™, . '
CAUTIONH: U.S. Federal lsw prohibits dispensing
without prescription.

o
-
<

-~

i SIDE PANEL
CARTON LABEL -
For reconstitution with 20 ml. "
Sterile Water for Injection, U.S.P.
*To be cntefcd‘after potency assay is completed. \\
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o Lycphilized Pcwcer
| ANTIHEMOPHILIC FACTCR (HUMAN) For [ntravenciss 5
. ) . ) ) ot ' - :
~ Administration Only v
x' A . -
P L ; . HEPATIT!S DANGER
= @ Ko3te™ " -
5% . "SEE DIRECTION SHEET
C - : R
£ “; @ CUTTER Sterile - Non-pyrogenic
< L .
& No Preservative .
[ 98 . . .
© When reconstituted with 20 ml.
. Sterile Water for Injection, ) .
- . U.S.P. the solution contains 1% Dextrose (anhydrous)
- .. e U.S.P. and is slightly hypertonic \
L " Store at 2° to 8°C.
. , (35° to 46°F.)
_U.S. Gov't. Llc. No. 8 CAUTION: U.S. Federal law prohlblts
- a UTTER Laberatories, Inc. _dispensing without prescription.
9 -3 |serkeley, Calif. 9471C, U.S.A.
CONTAINER LABEL
For Reconstitution with 20 ml.
‘ ‘r'erile Water for Injection, USP
*To be entered after pctency assay Is completed. -
~
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DILUENT CONTAINER LABEL

Fill: 20 ml,

W

20 ml. “~% 20ml. 3 Mot far Sultiply Dase sy
¢
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tive present,® unused

emount shovld be

“§ discarded immedi.

ately foliowing with.

% drowal of ony por.
tion of contents,

$620-200

w Wotning: Becouse
Sterile Water for there is 70 proservo. -
Injection, U.S.P.
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