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.« UEBTEINEE MG 19k0
: P{z/‘oc’iuc’t Liéénce To. ?Oﬂéi/ 0011
SMHEDHLE

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

M . Neme of Procluct o ,HEMOFIL (Antlha.emophlllc Factor (Human) Method. Fou.)
2. 4Pnamaceutlcal form: @ Tae product is a sterlle, lyoprxlllse,d «repa.ra,tlon'ef ,

~ purified Antihaemophilic Factor (Human) in a 's:mglé-dose

- glass container, packaged with a suitable volume of watber
for injection USP for reconstitution into a form for : ,

~ intravenous administration. Ant;haemopmlz.c Factor (Humn) =

s identical to 'Blood Coa'gulation’Factor VIi1, -

: 3.4'* Cbmposiﬁipn; e “The actlve cons‘bltuent is a :E’rac’c:r.on of fresh huma.n ‘Plasma,

The speclflcatlon of the constltuents and cf tne flnlshec'i
~ product shall be in accordance with the information .
contained in the apphcatlon for this product licence.

= % To be manufactured only in ac-.,ordance w1th the method
: glven :m the appllcatlon for this product lloence.,

4, Uses: - _The product is :.ntended for use in ‘bne tnerapy of class:.cal
= 7 = e - haemophilia Ha.emophllla A) and correction of partial AHF

deficiencies., 1t has also proved valua’ole in paulerts 'v1uh}
- acquired Factor VIII inhi bltorw = =

: 5 Recommended dose

~ and dosage schedule; ' Tne amount of‘ AHB’ Nhlc’l a haemopn:.llac reaun.rps for noma1
; i ~ haemostasis varies with circumstances and with the pa*‘:.ent.‘

‘The amount to be supplied depends on the degree of

: »&ef‘lciency and on the AHE‘ level de31red.

6. Metaod of retail e :

~sale and supply: On Prescrlptlon through hogpltals a,nd Ha.emophllla centres

i only.

7. Manufdcturer: L ~ Hyland Laboratorles, D:Lv::.s:Lon of‘ Tra.venol I-aboratome.;
e e . International
at s ol ’ ~ P 0O Box 2214
3300 Hyland Avenue
Costa Mesa : =
~ California 9?626
~ UsA. _
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- 2 mﬁﬁg PRQViSIéNS mm e s LikithE,HAs, ,szim cRATTED

1 All the prov1smns of Part I of Schedule l of the Medlcmes
(Standard Prov:szons f‘ar Llcences and Certzflcates) Regulatzons " :

: ,1971 (s I 1971 No. 972) shall apply.

2The nmnber ofthe Llcence 4Shail épj)éar ohq‘ali ’cont’z‘tix’i’e’f's: or :
. V’pat:k’ages‘ ‘in:’which thé ’produét( / 1s/ are packed, on any paokagé
:mserts or aocompanyz.ng htera'bm'e and on a.ny data sheets 1ssued
 dn connec*b:.on wz.th the proauct(s) |
'a‘;;_‘fThe prov:.s:.ons as set out ln Regulatlon h(g), (h) and (1) of the
- Therapeu‘b.hc Substances (Manufacture and Imnertatmn) Gﬂnera’f
U' »;’Regula'blons 1963 (s:\: 1963 No 1450) «haa aoply i for ‘bhls
,"pu:@ose a.ny ref‘erenc== 1 hosn prov:Lsn.ons to 'sub:tance' shall be
. / "uaz‘cen as, ;'ef‘err-lng’ uO tne medlclnal product specified in Pa’.rt 1 .
i of‘ the Schedule to thls 11cence, any ref‘erencn to- ’llcensee' s‘wall :
be ta.:{en as refermng to the holder of th:.s hcence and any
ref‘erence to the ’llcensmg aathorlty shall be taken as referrmg i
v , 'l;’o,: the liéensing au‘bh(_)rit’y,vithir,l the medpipg of Section 6(3) of
”  the Médi&cinés:‘Aét"iLQ‘%B’oi  '
L T praauwt(s) 411 oot b resomenied B be eed for sy piroees
. pthe?{thah‘t’ho/sé sﬁecifiéd' 1nPa,rt 1ofthls Schedule as Uses .? Y
o
)
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