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DRIED FACTOR Vill FRACTION 

(Intarnediate Specific Activity Ctolcesitrate) 

This fraction is d Concenunto of human blood coatiu• 
tatlon factor VIII utuporod frtifn (tiu pinim of voluntary blood 
dvnonl by mathod:i os described by Smith et at 119791. hosed 
Oil Rosa of Newman et al 11971) and .lames and Wicknrturueer 
119721. It Ispr oparbd on behalf at the Dop0 riment of Health 
and Social Soc~irity in laboratories at Elstnne And Oxlonl 
Ihoadouarters, Mood Products laboratory. Elstroo. Herts. 
woe 9 ). The none of the matWfaciufin5 laboratory IS stated 
on cabal. 

v,
The I,act,on is rwrmelly iable only tl0U9h llaem-

ori,riio Centres which hove the A9s4y facnrfroS noedod to 
ntoiiitor its use the voatmtrt of petlenls with deficiencies 
of rsemufeliun fectoni rgquir[ts clinical expernse and. 
s.bethos undertaken•at hospital or at hero, should always 
be diroctnd by is doelor oxperlenced in the ,itenati"m of 
hn i,orrhepicdicarders. 

Stuage: 
Tt4 label cell the instruction: "Stare in the dark et 

Inlcm 4£' C". Shout periods of alotepo at ndrrol hmbIon% 
tuni»roturo are not defeterlous. 

Potramiov:  
The label carries a smtornixit of the activity In tent of 

blood eoagulatiun !attar Vill oxpreened In Inttmmtionail Units 
flu). os established by the World Health Orpeniltetion. 

Rocorlstitutitri: 
The ooMetnet of c, wceniraM end 

choutd be Ixorrght to 20-30'C. Th 
Injections Indioatad on the product 
the ireexe'dried nletatlel. and Use 
gently until solinks, Is contilete. 
npiloaCAnt solution is usuetly ot*i 
minutes or iafs, It eI or, clot I 
utlon and Inloirn the laboratory wit 
product Should rncre than One bottle 
114.. dose the contejits of the;toeqqulr 
As tbo lacttr ie.u,tstebl0 tin tolufl 
ti rdletoly 

thd•waln for solution 
volume of Water for 

than is tiem added to 
container is agitated 
A clear w tillpphhfly 
Wed In about Itftoan 
site dlacard the sol-
te address is on the 
o ragpired to mpltes1p 
d awnlmtt are pOSf 4.i' 
n ihauld.l>M tigaf 1m~ 

Ikree: . 
T O number of units needed end dueel' xt CI trisI etll? ...,. 

deltertd on the lesion being heated. It the rise: In .the cart : 
cenllatlon of factor Vill in the pla3mp Iotfatvjnp ttdm arcs• 
hallltxt of cunl:enttate Is sxpresatd in InIer'iitlottSI...tujltti.: . .;.' 
par 100 ml placate e  lnkeg total gtvee In'ioternaIItxn0t 
trifle of facto Viii per wee t is cslculctod, "Nto 
irxpanso" Is. dallied as follOuvs'—

ReSponSe H16e in pielhd laeroc VIII f is ty.Por 100 ml . 
Dana In hl/kg body watghl 

The 'theoretiCai vales' for this ratio 12.41 is rar;ly 
tenchod. It is variable wen in the satire tktttoAl. 0 rarQrl of 
1.8 • 2.2 Is usual but values oulsido this range may be fouM1. 
A low value Wray indicate that rho petim►'s piestno contain 
en antibody to factor VIN end eppropfato taste should be 
don0. , 

the tollow[0p table Iu4'teias the epptt ximete IeV$IF of 
(actor VIII ,equited IIu Is. , C,5taOis In v511013 (IraaasmrtCOS• 

COns/uI10IIOA 01 lusts. 1rti11l1 utIc 
155101 VIII Lu,ar1 VIII aecued In 11/at'/ a1 

ba,Nuf On (iYM, IOOmn W ill OOhell 

Minor sponlprtoptm
hAemnarthrosis, and ) 16 to 20 7 to 13 
muscle hatmetaM I 

Severe tmemortivaats 
and muscle hnomotoma. 
haeo ttgitn In pOltntiel iy 20 to 4D 9 *025 
dengetrova situsttons. I 
Itoerratur,a

MOis. surgery ) Sus bolo. 

}Y. 

.tt 

ar 
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A dose of I ,u' o will give, on overage. a rise of about 
2 it/1o0 ml plaeim0. 11 the deatred 4onwnballon or ClInlcel 
raspon'-e is not achieved. snottier dose should be given the 
same day. It on Abnormally 1Cw iestionl persist'-. Curry out 
8 teal Ia specific Antibody I5 factor VIIi, The doses Iran. 
trotted Ste qtly rovgh girdos since there is C IItIorable 
varletion in re.0 nee from )tetlent to patient. It Is trcuol to 
pies the contents 01 the ot.mwt of whOls battles noareet to 

 OozeS be at 
red t tw+tten
ntuevata

maintainn the desi
peeled ee12 a 24

fcd 
hourr os eeded toy

Nation o) factor VIII. 

major torpery 
Miles StNI,ffl4y should be isdarteken only wtwe (hers 
tawhlies' factor VIII so that the r are ,fa assaying Get 

response can be ores ssed. The pntlant's piarfma stns d be
tooted (to antibody to factor Viii balora cp,rlticn. I1 enb• 
1aey doaa of 15 to 50 it pr is not peseril. a praapetativa 
kp is olven to raise the dlasnw hew VIII concoi+trtUofl to 
80% or mote of swage roorr$I, outing the first law days 
after operation the preen factor VIII c000entratlon Is non-
itaed and the dose repeated Bfiourty of B•hbtnly As needed, 
So then the owtoentialttxh does not loll below 30-511% of ev• 
eratla nOrm t, Allot the first few days the frequency of the 
teas nuy be reduced. The cotstre of troatmenf is ugaoIly. 
contitbed for tan days or longer. 

As indicated fxevrousty. it the. plasma factor Vitt non-
Cenbetitin docil r.q t reedit the exported favor. or falls off 
with to i ced tnil'Iire lless than hrslve hours), the pOa-
ence of en antibody to factor Vill Would be owpocted and 
the apptoprleta loboretory tests dui», The treetmenl of pet' 
tents with antibodies to factor VIII is outside die SCOW cl 
those twres. 

Adatnistratftfnt 
The f:olutlon should he drs,vn from the vie) Into a plastic 

dlspotehla tvringe through the filter poodle supplied with 
the pooduct. for edminl imlian, a No. 21 "butterfly" n ed10 
la cowenlent. Although this meuriel 114515 C4+» $3.
.}fats. the doss, especially the firal doss. should be gitren 
slowly lapfstuItnecaly 3 ml per minuet). life solution must 
not M t:torwJ etc! Infusion should be cof eted within town 
hot!$ of rscexruituuon. It should not be given by "twrttin-
uoua lnfusium" over merry hgWta, and it ritual not be added 
to any othm fluid given, Including r1 one blood. 

\.,.... .. ......, i .:.,, ' 
it 

Worn ng ? tt i ' :1 t 
it ?Zhs:'tSipNrl*I routine blood group.n.01ib0~ . do.';

rig fl~f►w Qw-blenin mf f plet in emarnia hlg'w f 14$ lnxtg:.. ~• 
milldam in tors i,auilrf trMcntent of heemerthrosae and 
muScie haetllottbeg0• If vtry high deluge Iii nw-xi"ely In 
poutrne with blood grasps A. l er Ali, tic pollont ,outdl ' 

hosonolyifs be monitored for signs p1 intrayasattar . 
. (a :¢s'

.r, 

1 l21 All dorolloni of blond front wAldr pli~sma I 
rived fix the pprrsaperation of Lector VIIi ens *orijanod lot,ihd ,l 
presence of (t88Ag by radroimmunoassay'ar rovorsed Tors. ...... 
alvo )tmlmagglutinsti0n and, In addition, each hntclh oil 
factor Vill con oentreto is Ioetrxd by radioinmunoaiseny. 
Nover1hel850 to moat aaneHlve lands cannot sltrninate the 
pi slbllity that the fraction may be infective. llretefixo the 
tfsk of rransmrtting hepotitin cannot be disregarded. 

(31 Patients conpanIlally delicisnt in 18ct8r Vill may dotroh 
op antibodies to factor VIII iolforving tueabrAnt. This nosh 
does not appear to be increased try the usn of ufrwentreta 
f5 go, 1974) but patients should bei matured from tlmtt 10 
limo, especially if Were is any doubt about the dlrni l 
effect,vbness or C done of factor VIIi. 

RItIfUwesr 
8.pps R. 11 741 Jadmdres and antibOdips directed age1"t 

fdetei VU! and I In ppef/ents treated for ttaanophltle or 
Chuifunate disease In Os United Kingdom. llridsh Journal 
of Haprotology, 20, 313.329. 

Newtratn, J , , e M rrton. A. J. Kartetitin, M. H. Z Ptcakin. 
S. (1971) Methods for the prsprnlion of clinically elfncilve 
intNmediatt— and high putrsty factor VIII Concoritrete3, 
British Journal of Hadnstot0Qy. 21, 1.20. 

ibmos. H. L. & Wickechetaser, M. (1Vi21 aavalbanent of 
Mrpa•sule fractionation molhodS III Preparation of a facia 
Vtlll toncenlrate ci mtermediele•puilly. Vox Sanyulnls 23, 
402012. 

JoMson, A J.. Korpatk,n, M H. 6 Newman, J. (1071) 
Chmcel Invem.gatraf of infetn56d101a— and high ppttx1ttty onto-
h.atQmbM111c Iacta (factor VII►] conccntiotes. fkitlQi JousMl 
of Heynatology. 21. 21-41. 

Smith, J. K.. Evans. b. R., Store. V. to Stupor. T. J, 
11979) A todor Vill concentrate of Intarrnbdiste purity std 
higher potency. Trait fusion. t, 299306. 

Sisal f•fbdiolo Lhe,eli.ry, (Louse, lfrns, Woe OUt, 

fyoduct Llm.ce Nos, 0134/0007-0 April 10111 

.C• ref, ;o", 

21 

.y °

' 

WITN1425002_0003 


