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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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ANT!HE1' O HILIC FACTOR (H ROAN) 

- r 

CUTTER 

Lyophilized Powder Code 

Dosage:. See Direction Sheet 

Store at 2° to 8°C.".(35° to 46°F.).. 
•CARTON LABEL 

CONTENTS: 

{ 
FRONT PANEL

One bottle of Koatc7m
20 ml. Sterile Water for Injection, U.S.P. For reconstitution with 
One sterile filter needle for reconstitution 10 ml Sterile Water for 

No Preservative Injection, U.S.P. 

For Intravenous Administration Only 

Sterile - Non-Pyrogenic 

U.S. Cov't. Lie. No. 3 

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

OPEN OTHER END 
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INSTRUCTIONS - }ECON3I1TUT'ION 

1. Transfer 10 ml. of diluent to the bottle of 

lyophilized 1(oiteTM. 

2. After the diluent has been added, gently 

swirl the mixture until the powder is 

completely dissolved. Avoid foaming. 

3. Withdraw the KonteT, solution through the 

filter needle which is enclosed. 

4. Do not refrigerate after- reconstitution. 

5. Administer promptly after reconstitution 

within 3 hours. 

6. See Direction Sheet for detailed instructions. 

BACK PANEL 

CARTON LABEL 

For reconstitution with 10 ml. 

Sterile Water for Injection, U.S.P. 

*To be entered after potency assay is completed. 
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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. 
anhydrous) 

WAPNI:G: Since the presence or absence•of the 

virus of hepatitis in I;olten" cannot be proven 

with,aboolute certainty, the presence of such 

virus should be assum.2d and the hazard of 

administering KonteT" should be weighed against 

the o:edical consequences of withholdir.6 the 

use of Kol te e. 

CAUTION: U.S. Federal law prohibits dispensing 

without prescription. 

SIDE PANEL 

U 
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• 
Lyophi l ized Powder 

• 
ANTIHEMOPHILIC FACTOR (HUMAN) For Intravenous 

Administration Only 

HEPATITIS DANGER 

o Koatei" SEE DIRECTION SHEET 

= 

a • L I  CUTTER Steri le - Non-pyrogenic 

No Preservative 
• • When reconstituted with 10 mi. 

Steri le Water for Injection, 

U.S.P. the solution contains 1% Dextrose.( 

U.S.P. and is sl ightly hypertonic 

Store at 20 to 8°C. 

(35° to 46°F.) 

U.S. Gov't. Lic. No. 8 CAUTION: U.S. Federal law prohibits 

4.. Q CUTTER Laboratories, Inc. 
dispensing without prescription. 

w 

Berkeley, Cal if. 94710, U.S.A. 

CONTAINER LABEL 

For Reconstitution with •1O•ml. 
Steri le Water for Injection, USP 

* To be entered after potency assay is completed. • 

BAYP0000032_045_0004 



'NDC 

ANTIHE.NOPHILIC FAC~02 (HUMAN) 

L J CUTTER 
Lyophilized Pot.der Code 

• Dosage: See Direction Sheet 

Store at 2° to 8°C. (35° to 46°F.). 

CONTENTS: . 

II :One bottle of Koate1' 
20•ml. Sterile Water for Injection, U.S.P. 
One sterile filter needle for reconstitution

No Preservative 

For Intravenous Administration Only 

Sterile - Non-Pyrogenic 

J.S. Gov't. Lic. No. 8 

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

OrEN OTPxp EN 

CARTON LABEL 

FRONT PANEL 

For reconstitution with 
20 ml Sterile Water for. 
Injection, U.S.P. 

U 
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I :ucrIoNS - H: CO:iSTIiZi TTOi4 

1. Transfer 20 =I. of diluent to the bottle of 
• lyephiliticd .{oZtc . 

2. After the diluent has been added, gently
swirl the c,i:cture until the perider is 

• completely dissolved. Avoid foaming. 

3. Withdraw the P.outeT" solution through the 
filter needle which is enclosed. 

4. Do not refrigerate after reconstitution. 

• 5. Adeinister pro ptly after reconstitution 
within 3 hours. 

i 6. See Direction Sheet for detailed instructions. 

• ~ : BACK PANEL

CARTON LABEL 

For reconstitution with 20 ml. 
Sterile Water for Injection, U.S.P. 

*To be entered after potency assay is cenpleted. 

Not returnable for credit or exchange. 

t=hcn reconstituted with 20 m_l. Sterile 
Water for Injection, ii.S.P. the colution contains 
1% Dextrose, U.S P. and is lightly hypertonic. 

(anhydrous) 
! id LTfl: Since the p:e:lence or absence of the 

virus of bcp titi:, in i:oaten` cannot be proven 
with abcolttc cc_tninty, the presence of such 
virus should be nreucd and the hazard of 
adniniaterin; ltofte Should ba weighed agzinst 
the cedicci. consequences of withholding the 
use of Z o tOT~'. 

CAUTION: U.S. Federal law prohibits dispensing 
without prescription. 

SIDE PANEL 
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Lyophi l ized Powder 

ANT l HE!•IOPH I LIC FACTOR (HUAN) Fr I rtravenous 

Administration Only 

HEPATITIS DANGER 

+ a oateTµ 
c SEE DIRECTION SHEET 

+ 

•

i 
CL CUTTER Steri le - Non-pyrogenic 

No Preservative 
• 

When reconstituted with 20 ml. 

Steri le Water for Injection, 

U.S.P. the solution contains 1% Dextrose 

• U.S.P. and is sl ightly hypertonic 

Store at 2° to 8°C. 

(35° to 46°F.) 

U.S. Gov't. Lic. No. 8 CAUTION: U.S. Federal law prohibits 

4_ CUTTER Labrratories, Inc. dispensing without prescription. 

y; Berkeley, Calif. 94710,. U.S.A. 

CONTAINER LABEL 

For Reconstitution with 20 m1. 
• Steri le Water for Injection, USP 

*Tc.be entered after potency assay is completed. 

s) 
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• DILUENT CONTAINER LAt1E L 

Fi l l: '1O ml. 

10 ml. f"• 10-1.0 Not fit Lcltiplt Dist Dlc 
~•'-' Worn n9: 6oeauis 

Stelite Water for L ohero is no o........ 
1• Inc rrr.onf, vnufad 

Ictectlae. U.S.P. 1 amount should be 
s+U diseorded immedi. 

ct e...•..~ .........r .. 
.r f.. :•....s..s efelr following «ilh• 

{r.+il.—n.n•..•.n•••.. drool of a Y nor- 
tion of cenlenit. 
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DILUENT CONTAINER LABEL 

Mu : 20 ml. 

20 m1• 20mL IISIluM.WpI,DateTSS 

worni o: teen"ee 

Sterile later fur there is ne pr.aere.. 

Injection, U.S.P I 1d b 
- l di.tntded i. edi. 

el..., 1•. r,•.r. .'•• olelT Ivllo,.ii.9 w.ilh• 
It.,). - I............. dro..el of o• Per. 

of tonlenla, 
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