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Import Licence No. 0115 Product Licence No. 0215/0003 0
W

Prepared from a plasma pool of 1.000 AU/SH/HAA negative donors. ~ w To be reconstituted with 40 ml of Water for Injections, B.P. previously warmed to 37° C. 
3 

u 
The directions for reconstitution and use of the filter outlined in the enclosed circular must be t-strictly followed. 
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Do not use the preparation if a gel forms on reconstitution. ° 
b4a~ 

Enclosed: — 40 ml of Water for Injections, B P 
Jc9 

— Kit for reconstitution and injection. s ow 
o 

^ ? F 

Factor VIII activity contained in 14 365 mg of the International Standard. 
z

~ 

The reconstituted preparation contains not Approx. electrolyte concentration: Na ta5.0 m.eq'ilre  'c c y o 
more than 2.5 per cent of fibrinogen and not Ct 103.0 m.egrlilre N ;, 3 a g 

more than 3.0 per cent of total protein, Citrate'- a2.o m.eq,litre 
Stabilizer: Glycine 267.0 m. moles.'litre 

■ 
m i N. 

Store between 2" and 6° C, protected from light Contains no preservative d
3s~ N 

The solution must be administered by slow intravenous 

injection ( 10 ml in 3 mins. ) immediately after 

reconstituion. 
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Kryobutin-  500 
Dried Human Antihaemophilic Fraction B.P. 
500 IU.` of Factor VIII 
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Import _Icence No. 0115 Precuct Licence No. 0215.0003 _ 

Prepared from a plasma pool of 1 000 AU/SH1HAA negative donors. 1 y 

To be reconstituted with 100 ml of Water for Injections, B.P. previously warmed 1037° C m = 0 v 

The directions for reconstitution and use of the filter outlined In the enclosed circular must be
strictly (allowed.
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Do not use the preparation it a gel forms on reconstitution a s o
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Enclosed: —100 ml of Water for Injections, B.P. s z g¢= 
Kit for reconstitution and transfusion TLL oQ 

Facl r'JIII d.;h vi!y contacted it 14. JE5 mg al the International Standard, 
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the « mcnsbpned prcpayallcn contains not M>atox etec !roly!e concenlr au on Na-  185 Om ep litre
- CI 1030 m.eq litre W >. n} 2 i e S . more han 25 p r e can; of and not N 

store ran 3.0 per oaf protein of lo' al proteto in Citrate-  8?.0 m.eq litre 
St3L'ill7.er G yCl'1P 261 o m Moles we 0 1 

Store ,e!nee-n slid u' C p'otected from I:gh! Corlains nu preservative a 
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The solution must be administered by slow intravenous 

transfusion ( 10 ml in 3 mins. ) immediately after reconstitution. 

0 

1.5 per oen~i ol~mnnaTn na roI 

1111
11 oaow~.l.lgmwero

 

ij1
; ~Pa.. . ~<. r.

 ~ ,•
<loom eUmre

 r amery.lrc 

tA: :Pg prepar.Elrem.pl..mapodolr me AuSHr4uarragelive re Conlelne na Pre•wrellre tl

m rerrrl110 

0m {N Tn eertteml,lg:ml wrm 1000 of II elee for lrye<Ilona 6e tl

o
# C P'ov,Dualy warmac to 3]"G Balm No.. 

alitl 
Tlnen

fl
Mlonrror nullS,N0on mou.eal lnellller wlllnetl In me 

•.~ o o circular mu11o6 .Irrcrly loll0wed. 

on nm ~x meprenn~.,oa n. oe~l„r,.P ~r"• Iwum 
&onwl»em3°e00' C, prolrcletl lrom light 

ny cpmnrnea,n,. 0o o-y onn, 
XX me 0anon:isanoe 0 

051174 

GRO-C 

G RO-C 

SH PL0000071 _130_0002 



I 

Import Licence No. 0115 Product Licence No. 0215 /0003 p 

Prepared from a plasma pool of 1.000 AU/SH/HAA negative donors, 
To be reconstituted with 20 ml of Water for Injections, B.P. 
previously warmed to 370 C.
The directions for reconstitution and use of the filter outlined in the enclosed ~ tU 1 
circular must be strictly followed. a ! 
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Do not use the preparation if a gel forms on reconstitution. a m 

Enclosed: — 20 ml of Water for Injections, B.P. a or 
— Kit for reconstitution and injection. 

y _ N

Factor VIII activity contained in 14.365 mg of the International Stendard.

Approx electrolyte concentration. .5 

The reconstituted preparation contains not Na'- 185.0 m,eq, Iltre . 
N Y 

more than 2.5 per cent of fibrinogen and not CI-  103.0 m.eq; litre 
Citrate'- 82.0 rn.eq Iitrn • 

, 
a m more than 3,0 per cart of total protein. 

Stabilizer. Glycine 267.0 m.moles!I' tre 
Store between 2" and 6° C, protected from light Contains no preservative 
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The solution must be administered by slow intravenous 

injection ( 10 ml in 3 mins. ) immediately after 

reconstitution. 

• f7 rIp_ nwr° umlmaermia 
5vgalni lla

;j Ids

- Pr~vrn°P°nlo'1.d;0A1,5 'HMn°paXr ~~, v prep i tl
..prte.ee rc,ra°ervenre 

io0°ra rloaois ),1 3pml N\v, rerlo~ 'ngCions.eP 
u prcvioualy warmrw a:lr`G. gEtch NO. -Qb~ 

or Na llllaroellnoa I ts. 
m 8 5 

.ee. 
dclKasrrmalb...el ll

yllallon.O.ly~pgpW~Wly,yµr.~ 
;Anlh.11rlll -

c+T. t(001frrtp Iloniv.21 tool!

U. riot (00 1St pr'ap:;rallonila gel lornw an rucon°ril~llnn. 
Doll!' 

Store bawene r ana 4" c,proNetea 00.0119X) 

..e VIII ntllrily Ponlaln°d Into 3-P L iro 
xxx 

051174 

--- - --- ----------- -, 
GRO-C 

-.-.-.-.-.-.-.-.-.-.-..._; 

ro0 
u 

I 

N-
T-i 

0 

S H PL0000071_130_0003 


