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R/15 |
" MEDICINES ACT 1968

B I . Product Llcence No. 0055~ / 0085

R

Part 1 - PARTICUI-ARS OF THE PROI)UC’I‘S TG WHICH THE LICENCE RELATES

e

‘Name' of Product' Antlhaemophlllc Factor (Huma.n) KOATE i

. Sterlle lyoph.lllzed powder i‘or
. reconstitution with sterlle wa.ter
.. for injection. ‘ S

.:Pharmaceutlca.l form' |

'-Fadtor VIII concentrate whlch becomes :
the therapeutic agent upon reconstrbu‘tn.on
with the suitable volume of ster:.le
"‘_wa.’cer for :Ln;]ectlon. T

Ac’c:-_ve constituents:

Antlhemop‘ullc ‘Factor (Human) is mdlcated
_ in the treatment of classical hemophilia
“'(hemophilia A) in which there is a ‘s
. demonstrated deflclency of Factor VIII
' act:.vrby. ] ; =

E 4. TUses:

5. Recommended dose - - .- . -The follm:mg fomulae prov:.de a gulA e
© . and dosage schedule: -:°. ~ for dosage calculations: - . - Tt

: Emected Factor VIII :z.ncrease (m % of
;. normal) = Ll . ‘ :
1 sdminigtered ¥ 2 o

bodywe:.ght (in kg) .0

U requ_lre& = bodyweight (kg) x des:.red
Factor VIII (% normal) x 0.5 - oy

RO AT efforts should be made to follow the ,
;.- course of therapy with Factor VIII level - -

. .. assays. It may be dangerous to assume .

v ! . any certain level has been reached -. -

unleéss direct evidence is obtained.

:i':‘"Contra—indica-i:ions . Contraindications e N
Precautions and Warnings: - '

There are no specific '-'bbﬁtra.nnd.lcatlons ’
to the use of An‘tlha.emc;phlllc Factor PR
(Human). _ ' LR

: Precautlons

1. Antlhaemophlllc Factor (Human), KoateH
: is intended for treatment of bleeding
disorders arising from 2 ‘deficiency
- in Factor VIII., This deficiency Van
L . should be proven prior to admmlstermg
Tt R — Xoaté, since no benefit may be
) R ) . expécted from its use in treating
— : . other causes of haemorrhage.

2. After reconstitution, administer

' promptly (within 3 hours). Do not
refrigerate after reconstitution.
NOTE: The recommendation to
edminister promptly after reconstltu—
tion is intended to avoid the 111
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MEDICINES ACT 1968
Product Licence No. 0097, / 0065

SCHEDUIE - oo _' e

- Part 1 - PARTICULARS OF THE PRODUCTS TO WHICH THE LICENCE RELATES

T 6. Contra,-«mdlca‘tlon" N . effect of any possible bacterlal.
= Precautions and Warnings: . contemination occurring during
ARV v+ i . reconstitution. Koate is fully

.- .. ~ stable, without potency loss for at - _

... ledst 24 hours at Toom :Lemperature ;

-t after reconstitution i

3. Administer only by the :Lntravenous _ LT
route. T R

4. A filter needle should be used prlor
to administering

5. Koate contains levels of 'blood group
isoagglutinins which are not : '
clinically significant when controlling
relatively minor bleeding episodes.
VWVhen large or frequently repeated
doses are required in patients of
blood groups A, B or AB, the possibi-~
lity of mtravascular haemolys1s should
be considered. . .

6. Administration equipment and any .
. reconstituted Koate not used should
‘be dlscarded .

Warning . S N
Koate concentrate is a purified dried
fraction of pooled plasma obtained from
many paid donors. The presence of hepa—
titis viruses should be assumed and the
hazard of administering Koate concentrate
should be weighed against the medical
S consequence of witholding it, particularly
RO L in persons with few previous tra.nsmsmns
EUREEIA of blood or blood products.

" Legal Category: . ' PRESCRIPTION ONLY MEDICINE

" Method of retail To haemoph:.ha centres as a prescription
- sale oxr supply: _ o~ item. .
‘9. Mamnufacturer of - Cutter Laboratories Inc
dosage form: ' A. Antihemophilic Factor (Human)
—_ ‘ - Berkeley, California, USA

- Clayton, North Carolina, USA

B, Sterile Water for injection
- Chatanooga, Tennesee, USA
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MEDICINES ACT':'.,1_‘;';'9"68‘

S
i

Product Ia.cence No. 0055/ 0055

:No 675) and the Medicmes (Standa.rd Provisions for L:Lcences a.nd
Certlflcates) Amendment (No 2) Regulations 1977 (SI 1977 o 1039)

. No 1055). Labels of medlcmal products shall comply with the Medic:.nes
‘ (Labell:.ng) Regulations 1976 (BI 1976 No 1726) as amended by the °
" Medicines (Labelling) Amendment Regulations 1977 (SI 1977 No 996).

.3, - The product(s) shall not be recommended to be used for any pu:r."poses‘
= © other than those specified in Part 1 of this Schedule 28 Uses. "

| . 3 . v O . '&"'

'I,'he speclflcatlon of the constituent and of the flnlshed produc'b shall
be in accordance with the J_nforma.tlon contalned :\_n the appllca'blon for

;fms product licence.

'I'he product shall be ma.nufactured only in accordance with the method
glven in the application for ‘th:n.s product 1z.cence. . ;
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‘T/A. Cutter Laboratories ]Biv:.sion f ' o : '
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‘in reapect of the 'yroducts, particula.fa of which a:re set out

-a8 to the period of its va.lidity,
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K A
 MEDICINES ACT 1968
Product Licence No. 9099, / 0065

Part 1 - PARTICULARS OF THE PRODUCTS TO- WHICH THE LICENCE RELATES

1. Name of Product. ' ‘_ An‘hlhaemophlllc Factor (Human) KOATE -
2, .Pharma.ceutn.cal form: . - ' Sterile lyoph_xllzed powder for
: < IR © -+ . reconstitution with sterile water
I L ©. . i Tfor injection. i
"~ .3« 7Active constituents: ° - .Factor VIII concentrate which becomes

the therapeutic agent upon reconstltutloﬁ .
with the suitable volume of sterlle
f..wa.ter for mgectlon.‘ *

‘4. Uses: o S Antihemopiuln.c Factor (Human) is md:.cated

: P - in the treatment of classical hemoph:.l:.a. u
‘(hemophilia A) in which there is a ..+
. demonstrated deflcn.ency of Factor VIII
g a.ct:.v:Lty. e . . , ,

o - 5. ‘Recommended dose . “The 1 follom_ng formulae prov1de a gu.::.de
.- and dosage schedule: " .:". . . for dosage calculations: S
L T Expected Faci:or VIII mcrease (m % of
no:cma.l) e 7 ;
. < IT admmlsterad x 2 O :»,
S bodywe:.ght (in kg) T

~Im ‘required = bodyweight (kg) x desn:ed '
Factor VIII (/) normal) x 0.5 - |

507 A1 efforts should be made to follow the = i -
R R I S . i =~ course of therapy with Factor VIII level
o o . R assays. It may be dangerous to assume .

\ ~! - any certain level has been reached .. .:
S unless dlrect ev:x.dence is obta.lned. e
Contré.-indications o : Contra:mdlcatlons

ecautions and Warnings: - -
Pr . tlons ) s There are no specific con‘tra.mdlcatlons

to the use of Antihaemophilic Factor |

Precautions

I 1. Antlhaemophlllc Factor (Enman), KoateH

L - . 1s intended for treatment of bleeding
: ‘disorders arising from a ‘deficiency
- in Factor VIII., This deficiency

T o ‘ should be proven prior to administering
ST o L Koateé, since no benefit may be

) SR _ - expécted from its use in treating
— B . other causes of haemorrhage.

2. After reconstitution, administer
promptly (within 3 hours). Do not
refrigerate after reconstitution. -
NOTE: The recommendation to
edminister promptly after reconstitu-
tion is intended to avoid the 111
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LS -.  MEDICINES AcCT 1968
__“__* __- - Prod}lc{:.hic"e'h—;"e Yo. 0055,/ 0065 | .T.T.....__»_-.::.-..
FRO 7 Part 1 - PARTICULARS OF m_monucms TO WHICH THE LICENCE RELATES :
S "'.‘6.- ;"éoﬁtra};'n:;né;é.ai{ioﬂs ~ h ' eff.e‘ct of any possible bacterial S
- Precautions and Warnings: .. contamination occurring during U AL

7 v . reconstitution. Koate is fully .
i .y stable, without potency loss for at
..- least 24 hours at room j:emperature‘ o
*+ after reconstitution ' R

" Administer only by the intravenous R
route.’ S T
A filter needle should be used prior..
to administering - - ... e
Koate contains levels of blood group -
isoagglutinins which are not R e
clinically significant when controlling - -+ -
- relatively minor bleeding episodes., .. .. _
When large or frequently repeated - .-

doses are required in patients of
blood groups A, B or AB, the possibi- S
1ity of intravascular haemolysis should -
be considered, .. . - . .

M

Administration equipment and any ...
. reconstituted Koate not used should R
be discarded. . LT S

A S -

o Maming L L
Koate concentrate is a purified dried
" fraction of pooled plasma obtained from
..s. ~_ many paid donors. The presence of hepa~
. titis viruses should be assumed and the - -
"hazard of administering Koate concentrate .
should be weighed against the medical ;
consequence of witholding it, particularly
in persons with few previous transfusions
TR o o of blood or blood products.
Legal Category: . "~ -PRESCRIPTION ONLY MEDICINE
Method of retail ) To .haemophilia. centres as a prescription
;... sale or supply: L Uoi— item,

9. Manufacturer of o Cutter Laboratories Inc
- dosage form: ’ A. Antihemophilic Factor (Buman) - )
— . -~ Berkeley, California, USA .-

-~ Clayton, North Carolina, USA

B, BSterile Water for injection -
- Chatanooga, Tennesee, USA
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