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DRIED FACTOR VIl FRACTION
{Iniemmediate Specific Activity Concentrats}

This iraction 7o & tohcenuhle of human blood cimpe
tasfon factor Vit gfeparad from the plaema of voluntary bivod
donors by methodd Bs daseribed by Smith et al {1979), basad
oo thuse of Newman ot a) 11571} and James and Wickerhauger
118728, 1t §s peepared on behall of the D%permmt af Honlth
arxl Socinl s:au;w in lsboratories at Elstme and Owford
i uarters, Glood Froducts Laborsiviy, Elstrao, Herts,
WDE 38X). The namo of the manulactuting foboraivly is siated
ors tabel.
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Yhe {1action 15 normally available oaly though Haem.
opiuils Centres whith have the amssy facilities noaded o
awhiror 15 uee. The Uestnent of palets with defleenties
of cosguisilun factors rpquires chinical exparhye ond,
whetber undertaken -al hospital or 4t home, should always
bo direcied o doclor experisnced w tha management of
haemorrhagic disdrders.

dic 5 LT '
The jabal carries the instruction: “Store in the dark &t
balow 446° C'', Short periods of stoisge st nomml amblont
tempainture are not deloverfous.

N

Pobrany;

‘the Jabel corries B stotement of the sctivity in temrs of
blood coaguiation fatioe VEI sxpraseed in Internstions] Units
Hiu), ps cotablishad by the World Heolth Omanizstion.

Re Jeutigw:

cordalost of congentate and vuiwaler for solution
should b trought to 2P~ 0% C. The volume of Worer for
injoctivns indlonted on the product fabel is ten added to
the freste-drisd matevis), and the ctsitaing if apzfm»d
gently umil solution is complets, A wlemt or slightly
apslencant solution is usurlly obtained in absut fifteen
minutes o lega, If & ﬂrbﬁ clot formé discard tha sol-
giion and Inform the inboratery whowe sddess ia on the

product, Should more than ons hottle bereguired to make u
th dose.” tho, poatonts’ of uc}urra‘;i‘guqm: m_‘mlef
As a{&g?o{acta’ nskabl golitjon sbod) od |
oo
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T manboe of wits nesded dad duritg
depend on the Iasion baing vamied. i the
cettration of facior VI h the piagma loliow
waiton, of condentals s paxprsaspd v ijlembuiond] unite
por 100 m1 plagma ond the total dose miven i intemaiionat
wiitd of factor VI par kg body weight 15 cslculsiod, “the
seaponss’t 15 delined as foliowe’ ~

Hasponsy = . Bi54.In playrw fatter VIl bis w pid 100 wnl}
- Dose in 1u/kg bocy waight

The 'theoraticol walon' Joc this ratie (2.4} s rarely
ranehixl, J¥ 38 vauable even in thiy same patient. b maga of
1.6 » 2.2 % usual but yelues outgids this renge mby ba found.
A o valus fmy Indicate that the petient’s plesion contains
an antibody to fantor Vi and apwopriare sty should be

.
1

The fallowyng tabte indicates the apprnpmeie levals of
tacios VI requirsd for haembsiasis in varicus elrnmstances.

Concaniaingn of bsiod  Imfsl dose
Lasion \ni’} .!u.‘.’:“?n Veni'y ul; 192 Vil

bidad ravadiaiay allsd  (urie iy

wanalysion {agr 10OmA wsghtl

Minor gpoMiiemE
haemarthrosis, and
suscle haanstons

}
; 1% 1o 20 ERTRE
Beveré haemonivns s
andd moscle hadmbioma,
haematgma i potantially
dangarous situations: i
hasmatula i
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A dose ol 1 u/kg will give, on ovevage. & rise of aboul
2 /100 ml plasma. 1 the daslred cmcontraticn or alinlcal
fagponse 15 nol achraved, snother dose should bo given the
samw day. M sn aboormally low (osponsd pamsisis, catry Oul
a e8! lor specihc entibody 10 lacter VIIE The doges mene
noned are only topgh mndes sinca thars s coratidomble
votintion in iesponse om pabient (o pausnt, N I8 ususl to
giva e contents of tha nuber of whole bottlas rearast to
e chkuiated dose. Ooses may be tppasted at mtawpu_nf
B, 12 of 28 hows 85 naodsd 1o mdintam the desifed tiatan:
tratian of factor VIiL

Mo mapary

Magor & stoyld be wadariken only whars therp

ac {zeshities foo assaying facior VI so that ﬁnamwhi‘ﬁ
T can ‘be shsEssed. The patent's pleens id ha
weind {or aonhody to factoe VIN belore tion. 1 antss
5 0l presenl, o pro-oporalive dogg o 35 to 50 i par
:3‘5 given 10 rusa the ol fsare VHI concentmatiog to

o moe of svaisge oommal, Duting the lest lew dove
alter operation the plasme {agtor ViH concanirstion is s
sored andd the dose repested §-houmfy o BMIB Bs rxvedadd,
80 that the poncentiation doas ndt fall bolow 30-50% af av-
ernpe normal, Aflee the fitgt few diys the freuonay of the
dasa'm b réducsd. Tha couwss of wastment §s usuatly
cont) for wn days o Johpa,

As indieated pravicusly, if the, plesma (aclor VIl Con-
cenbation dogd noy (ench tho pxpected (wvmf, of iails off
with o recuced hallife {less then twolve howrel, the pres.
enca of an antibody to factyr Vill shedid be suspecied and
tho appropsists lobosatory leata dohe, The treatmenl of (et
1ents with antibodies o fagtor Vil is outside the soms of
thess nores.

Administration! )

The gotution should be deén from ehnufa] into 8 plastic
disposshle syrings theough the filer jo gupplied with
the poduct, For adninlpontit. a Mo, 21 "buttedly e
i convenl

1, Although the menial taraly copise gida
atlects, tha dogs, sepaciaily the fiyat dose, ghould ba given
owly Lspproximassly 3 mi pey mincis), The golution must

4
zmhxmwimemum!mg&g!qmm

e Eaitine
bo addad

houris of ool ) i ned bo g
L dnd 1 mimd oY
whaola blood,

vous Infusion” over tlny DY,
10 any other luld glvon, inclixifng

HWoming: i
A Juelnl 3
i Aoy thd-Rlaring plagme in amountsiwil

niih;!;‘m mm thes ““"ﬁj Utament ol hegmartwoses
masscla hasmierhoon. ¥ dons PRGSEER
ﬁtiems with blood ;ywpsu;\. i o Ab.nfla pationt ghoutd)

monitoved for slgns ol invavastuler haamalyais.: o

2} Al donatlons of blond from whlch plosma ia
rived do¢ ﬂ?méa&m gil?cm Vil afi ﬁ:&ﬁ:’mv
pregante o radivimmunoaasay or (eversed Spags:
slve haerrmpglatingtion and, in addition, each hntchmg!
focter VI concenitate i6 tented by radipimminoasesy.
Navenihisless s moat spnshiva terts canntt gliminales the
posalbility thot the fraction may ba wfestive, Tikielors v
112K of transmstting hepotitis sannor bo digrepsrdad,

{3) Patloots eangeniiaily defioisnt in facior VIl mby devels
op Antiboties to facior VI hlhm'rgwﬁeatmm. Thg ngh
dogs pal dppear 1o b uss of convuntote
tHigiys. 1974} but puients should b moriltared from tive
i, nrsmml!y W thare 15 sny doubt about the ¢lumigal
affativeness of o dose of Daotad VI

?3

Relotanten:

81, B. {15731 Jaundice snd sntibodhos durettord n?ulw
feto VHT and W o potisnts Wasdbed for haemophilia o
Chisumag chseass n Unites! Kangedom. Botish Journal
of Hagmitology, 28, 313-320.

Keweran, J | Johaden, A, J., Kbtk M. H, & Puszian,
5, (1871} Molhwxis e the prepomstion of chimenily elfective
mtermdate— pod Mighgrity  facte VI condantsted.
Brilizh Joawnat of Heweatology, 21, 120,

Jemes. H. L. & Wickerhouser, 8t {1972 Dovelogmant of
lanuvs-:aiu fractiomttion mothads 111 Propamiin of & fndter
y&z‘m ihrate of disleepanlly. Vox Sanguinls 23,

Jobevson, A 5., Kmipethan, M M. R Newman, J. [187Y)
Chinical ovesugation of inletmbcintin- and b f“"r afile
baambphy B acie {factor VIHT coneentintes. fitizh o
of Hasmatology, 29, Zi-41.

Snah, Jo K, Fvans, Do 0L, Sone. V. B Sops, T, 4
{1879} A fagter Vil concentpie ol Inteembdiale Pty and
highr poteity. Transtusion, 19, 259306,

Blodd Peosducts ubarn(nw,v ihuw. lil}:(i'. WEU ﬂa, )
Product Linence Nos, 0124/0007-9 Aeil 1881

WITN1425002_0003




