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Please note that wherever the name."PROTHROMPLEX" appears in 

the leaflet this will be replaced by the name!'PROTHROMPLEX TIM 4" 

in the final version. 

-
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ProthromplexR TI~4  P-o.M-
~ah(alaFr othrombm Complex (Human) 
Produ t Licen Nos. 0 000 /8 

PROTHRO EX conta~lti~~l~1coagula ' facto IX and

indi1111 

t.1AlJUFACTUl

hhEmop~H a 
ANdd COMPOST ION

'~  L _ _ of suitable' human PROTHROMPLE?( is prepared fro poolgd p Lasma 
donors antis reeze-drieiitocstability ►n forage.  _ _ 

tT1flEough~yapplgp;iate~ pugifjyation4and,councentration yof ski ~o~~ulafioll 
factors, one obtains at least a 60-fold concentratjgg ~oti'n a torzflX~ s 
compared to fresh plasma. Thus 1 milligram of protein contains at least
one unit*' of Factor IX. Despite a moderate total protein content a high 
concentration of Factor 11. and X is also reached. _ - _ 

. . To eliminate the potential risk of thrombogenic complications 
associated with Factor IX preparations PROTHROMPLEX TIM 4 
is routinely tested for the absence of activated coagulation 
factors. 
In addition, PROTHROMPLEX TIM 4 contains a small amount of 
heparin (0.1 i.u.*** heparin per unit of-Factor II). 
When using PROTHROMPLEX TIM 4 in the recommended dosage no 
activation of coagulation which way precipitate consumption 
coagulopathy or thromboembolism is to be expected. 

-~ 
To decrease the potential risk of transmission of viral I 

hepatitis and other viral infections the following steps

are take.n: 
1. Donor and Plasma Selection: 

All donations and pools of plasma used in the 
manufacture of PROTHROMPLEX TIM 4 and the final 

product were tested for HBs-antigen by Radio
Immune Assay (RIA) and found non-reactive.

2.. Thermoinactivation by Method TIM 4: 
PROTHROMPLEX TIM 4 is subjected to a model virus 

I! controlled product specific thermoinactivation. _

nOI1ED}ied'Anhhaem p1i1 ~9P'iydeon~~bd'd'ii~It ie tisrl er 
~r~°Queue 

dcelie~~dit97✓  lui~dor 

-amuanoo zaeinu oslelzinimos sd ton bl• *, Xaa9MQRIiTOR9 .(OTC)) 
(I One.tulit, F8ctor Il1X and( 15 equivaleoLto t 

e  
F~ ctor I. I pnd, acItyity, pie nt 1,q t-mi fIW of aaverage`fresh fri o}rtlal plasma:`Thb Fectbr Ix Grills ark a pressretlYn tdr`m sgof the 1st 

International Standard for Blood Coagulation Factor IX, Human. 72/32. •nfnagaH 

1 i.u. heparin according to WHO standard 
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INDICATIONS — — 
rJ Agaa 

X3JSMORHTOR9 to 9ns2ob silt,,ot nsvtp ed noo 2noitn iib l iens e ylnO 
gTrealment~fbcases~ofl hagmgph~llar Bt,ack ofgFactor„IX~j, tnsnesasb zi f 1 
~By.~administerVng, ~n approp 41ae ldose pf;FO~THROMP~LF_X, t t lis; poss be 
to~achie~e a rom t and sufft'cien(.nse  ri ni f Fa t ,IXln ther  patients plasma. r ~P e~  l  or  .,, : f 
The effectiveness of treatment can be checked by simple laboratory tests. 
The activity of Factor IX is assayed through determination of the Partial 
tlhcomboplastin-time (RTtT)3isvae to tnamtsoif erg iot ebiue eeseoa 
The most reliable results are obtained by quantitative a vityfhsa ys•'df 
FactorxIX,otos3 to yfitnsup yisaseoen snit to noifsluoiso Brit iot slumioR 

)ADMINISTRATfONni o\°r r trlgiew ybod g,l\Xl iotonR to finu enO 
Directions for Reconstitution of the Solution for. 9nJectioiitn9ifsq silt ni 

The lyophilised PROTHROMPLEX must be dissolved immediately before 
injection-usi ngthe-amount-of-solvent-provided-(1 f)-ml). 
eaob sonsn-3tnisM I ni 9sob Isitinl I yf,1soitu9gsieriT I noitstxelineM Isoiniio 
Directionsrfor. usexl 101369 aflnu 1 mumin,M bolnsw 

.a,rl (PS) Sr of S 1 vbod .nil ,sd 1cv9PXI ,01099 
1 i,Warmt.theiRROTHROMPLEX and solvent bottles to approx. 37°C. 
2. Remq°ye,the protective cap (fig. 1) and disinfect the rubber stoppers of 
—bothbottles.
3. Choose one of the two following procedures. oil t to agnibeeld 6nst,u2 (A 

I ssaooum boa mils 
A) a) Fit a disposable needle onto a syringe of suitable sizeiequ2 

u Insert the needle of thesyringez a9eamd1sm9sH 
intotheR/C bottle with solvent eer 1lr9 2 
and draw up the solvent into a9h, ,, oat 

the syringe; remove the needle Ist Dr ,Igmoonu 
fromfthe s rin9. e.  n ttos,t 

c) Fit the enclosed filter needle 6m m I • our levee (a 
onto the syringe and insert ' 'Id tainboM 
the needle somewhat nli , pniwollol 

eccentrically into the R /C bns ohlzsr7 
a9gsmwmean 

u oe•zrbottle ucorxtaining \ the r e9,utDml snow 
lyophilisate. The vacuum in nibselri Isid9,9O 
the i bottle draws in the aindsmosH 
solvent. rob be10311gmo0 

d) Carefully dissolve the lyophilisate by gentle agitatlon,(approx. 
2-3-min.-). 

U zePalnsert the lrovided erefIbh"f'eeille and any foa'M'Will collapse. 
Remove-the-aeration-needle_and-draw_up_the_solution-into-tt(e I 
syringe through the filter needle provided. 
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B) a) Transfer of the solvent into the bottle containing the 
bigel s sit.!srdonerwithrthel/ietprdPtheifr'ansfe'ilneedle! Foectl 
t0 noitH229.t:j t~~emo-vP~tliegoofaictadP-r:~2~nftihetirancfa'r7nabrll 

.bsisbiano;(fig.. (2-)2srl ziotost noifsiupaoo sill to etil-Plait tiorle yllsitini silt 
awod06-S xrnpnrgjrinAW XI'Ai-,?t gtil-t1Ff iv igiltnn 11• q rt 

rT~en rprf( yet e, pNR-'~vg {abet of thr4tra~'isferr nee~e! Yb r the -OR9 to no I Ir 1'i . b It entail e l p cn4lNs 15est bo tfe,.wilh4he inse ed transtel peeQle 4ps}de down and 
t0 IOltn00 t. f -N ~c• 0 . L— o~  to
eldiazaq s insertlthei rttq( rnt9 ther(.ubberyto{5p ` rof F}~ienlygphili;~ t~ t~ott)e 

'leavlfin b aYe needle rength of 1 cmGtsbice t~ie`b~ttl@ (hgi,3). snistnism ...r 
1•.on.rd

~1 t r~n
2bnuow s autl o t po .)touch thetinc die! ecauseof,.thesvacuum mthe 
sviislsgoiaaopyhitis tt~sl3ot i~l~~essg°~i~~Un~nyr(ut4enyr,~ .iy~hoo baleen send 
tent tos'b),rf lmove tbe: s .lv_eritl bOttl0 llpitbpthestransfersneedte fromftthe 
nistolq to llyophilisateilboitlal(figi44).t Gen,ttyjagitatentheclattersiril,o,dercto 
noitsluoiioaccelerate,sotu1i0h.lofcsa noiislupsoo to noifsltnsonoo dgiri 6 
bsbiovs i tnseit-tMelp~fivrde`dreeration~iieedle a'hdranyOfbamlwill!colrapse 

(fig. 5). Remove th@Fa"'siabodrneeal"e!lstitami,nbs sill dtlw nave 

d) Fit the enclosed filter needle onto the disposable syringe and 
draw up the solution into the syringe (fig. 6), 

M.0 9 ° X9BCq t6o16ito1q 
(f16ff89JH) X3~q1Pfi®3

t 

y moirllolq 0861 '1~'~
I

8\' 00:LCcp .zo4/one3U 1 b 

} 
aro zO 7 > X bit. XI lotost slues -. 'moo X3 tOAH q 

a ;" igom' ri is tnemt dl , t lot sIt4o 
NOI ie0'  NA RUT AUIIjI

remur: *eldativa 'to s  q b: f itq.. oil t 5g3't aj AHTIC1f19 
aismesly-eodwelonc t.sg.--'' 'yfilid- ebb- nse 
noitsnotr§1.;,tae is belcitt szs X3Jri9ADAHTOAfyta noitoubergg53ril lot
s zed oriw lonob ynA .nepitns-a13H to sonseds silt bits Isvel T90 lisrit lot 

sliq S'PvcE'FtkSi'! E°f.°tUl60~tti"U'iYltd155'dnGttl~J~@I8"pni>fovotq to boodilelil
eifitsged mulse suopolomod to noieeimenslt to ,tell silt ,anoifus3alq eaerit 
Do not exceed the ntaxjmumlfn)ection.date)efbliMbkM!,2eeI ed ylno nso 
rtii~S'sb7Gtlon1 m3St bellii je6te tho"gli iltrLt4t ffeleotrm ddof 
~ecotfstf~ntlontis rgaed)tneonoo blot-(rd s fas91 Is enisido sno ,aictost 
feast is anisinoo niefolq to mslpillim r eurlT .smaslq deslt of baiegmoo
rigid s tnetnoo nistoiq (slot ets-tabom s eligeeC .X1 lotos9 to "finu eno 

beriossi owls ai X bits II lofosR to noitsltneonoo 
DOSAGE 

2N0ITA3IO11I 
Only general dire.9tions c rt be,gi a fors the dosage of PROTHROMPLE(. 
1} s deQendeal~u~orj({hp sev~Stty of `e'~~agulafibn de'fece"arRit eg')ee 

so 4Fi trau' rnatrc aft hie rrlo~rrlagic iss'3eq'da Ina ~F~ §tS st d & ae 
-f6 °i  1'r a tirre'ntrlifrl4 erRophirra' B'is given W-ih~SdBgag glg"lit2le'bbl w. 
.eleei ylotslodel slgmi2 yd b91osdo ad nso tnsmtselt to 2eonsvito0Hs BHT 
Isifis9 sill to noitsnimleteb dpuoldf beyseas ai XI lotos9 to ytivifos silT 
Dosage guide for the treatment of severeTAnd semi-seVea;eccesesdbf 

• tHee tophitia/Qs evifsfitnsup yd benistdo eta etluem 9ldsilsi faom silT 
Formula for the calculation of the necessary quantity of FactorxllX'tO1383
One unit of Factor IX/kg body weight = 1% ingreJseApfr&c.jj9M ( 
in the patient is l~t6nla,iot noitu!o2 silt to noitutilenoosR iot enoifasilO 

sloted yletsibemmi bsvloaaib ad faun X3J9MORHTOR9 bsailidgoyl silT 
.fu ll Wi f 

Clinical Manifestation 
llJlVtJiy l luyuu

Therapeutically 
— JI LIVIllO 01•. 

Initial dose in 
11100 IlwlJJ0(uIu I

Maintenance dose 
wanted Minimum units Factor IX981 anitttervaffaal!t] 

.a °SE .Xolggs of ce!tfo 
Factor IX level 
tnsvloa bits X 

er kg. body 
who3AHTOA 

610 12 (24) hrs. 
gntunrtsrFactidr If 

r k . body 
aleggota ieddul silt toxin alb bns (r .pit) ,qco ovifosfolq p h9Ams,i .S 

A) Surface bleedings of the as ubeoolq gniwc 11ot owl grit to no eaoorfO .E 
skin and mucosae 
Superfldi21 dr)dedpi2 to eg lilye a otno 91t 99n eldseogalb B tl9 (B (A 
haematoma 
Haemaolteoses .5t'f0"C'lya a If to el 5 n silt sent 7(it U 
Slight tided)ngs tnsvloa dl iw sittod 3\ Re t ofni 
following ̀ cries 
Uncompl)ct`~ Tc er

\
~t
l
al 

ofni may oa silt qu wai brio 

s ̀xtractionsa~ 91b93n 9 svomel ;epnh a silt 
1 i. .9onilvs sift molt 

al Sever m̀uacle~ t11 ma slbssn it flit bs201ors at It fig (o 
Modera blae Jn s ilsani bits 9gnhye silt otno 
following mtuiie tarworno 1 slbssn silt 
Gastric and i [es al 

haemorrhages ! t 3\R grit ofni yllsoht sons 

Bone fractures I nlnl{20i t Iffodl5-30 U 
Cerebral bleeding,.— ni muuo.ry silT .9teeili Igoyl 
Haematuria silt ni aw61b 91ttod Brit 
Complicated dental. . .tit Vloe 
extractions 

0ltf ln"orrgfglirygs 9ltneg y stsailirigoyl 9 f svloaaib yllu etsO (b 

c~UMajor ft'lttttXsot yns bits ;}t{oca3jnn~so9419 b9biv$$1( silt 1teanl5o3s u 
ii -4 pi nil, iln  r4" n hr.n n1hnn i♦c n n.1f v A 

.b9bivoiq slbssn lsflit silt riguolrit_epnily2 
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Iffod ant otni tnsvioe silt to istansiT Is (6 
fti;Initialrdgs~s~gi,be~l+hhpagnetoognsure a rapid 
RfectorrlXrthuScachievino,a.-reliable cessation of 

De endin p th i 1tiyo r4 f-lif of Fa for I~ which ̀  W ' o 12-30 hours, 9: 1 rpp  yg 9 V' , _f't 'iT ~rl a irr a.v. F77r l: 1 7 a silc'ctes fGi r~tsdl will be ach gv,„ef'd b}f• ~~pe~` hi } i' ' r g,;o of PRO 
' ' control of eT ~VI LEX~at ir)~gfvaysot 12h'u re"A $ yn Q ur r,w a ~ h H nn 

treatrtie t det Inatfon ofithe §F1ouj r 
r 

d 'a here possible, n,7 Pf,t~, ,ice ,n TT'eprn v v~ Y 41 ~(quaNfitatiye as aq~ o(`t`~8toy I~C'a8tilvl}y' T'~ Rte ~siior~ld k maintained er., n' nit• 1p.r yr `a°Ur' y~'-hr 9 h•+ y•..' 1r r r n L nr up to titre res I~tion ~i t eliWis~Sel haJr ki huge r~iurpf~ a wounds 
have healed c om pletnly,Ylius entiitri~ 

a 
cb  toperative 

ecbursef Tifieyspec dvantagdtof BROTFf1RG'MPEEX liesnin)ihe fact that 
obyeapplioatiotslofrsmalltiyoluMescofiffuidi'Andta)dlight?Amou6t of protein 

a high concentration of coagulation Factor.IXti eachedllivthe-circulation. 
9T4helcd~ngernpfo~olylnerpr~PSotginioveyl~adingvof rthef;patient i ts avoided 

even with the a rr tnistrattonAfrpi6h1' 'pses;it svomefi .( .eiT) 
brie spnhya sldsaogeib srtt Dino elbssn lstlit bseolone slit HR (b 

.(a .git) epnhye silt otni noituloe crif qu wsib 
PRECAUTIONS 

' Wi(hCepafienis6Pstiff~ring"'fro°m21rdis"serninafe' `1,19 ay cyta ~, oaguPation 
tm(DIC), PROTHROMPLEX should not be administered un(ess co lsump-
r2tloral ;oPan hg nco°agl%latlt?rta 1ac~ors ~fiasiebb;3enmp',~evoo,}f ljl~iner . with 

Heparin. .0c\sT ,nsmuH ,xI iotosl noilalugsoO boolS vol biabnala lanoitenietnl 

SIDE EFFECTS 
Side effects are rarely observed during treatment with PROTHROMPLEX 
though the following reactions may occur: 
1. Allergic Reactions 

All forms of allergic reactions from mild and temporary urticarial rashes 
to severe anaphylactic shock are possible when human derivatives are 
administered. If these occur, treatment with PROTHROMPLEX must 
be interrupted at once. Allergic reactions should be controlled with 
antihistamines and glueocorticoidsand routine shock-treatment given 
for anaphylactic shock. Careful and frequent recording of pulse rate 
and blood pressure is essential. If the pulse rate increases and /or the 
blood pressure falls, a transfusion of 5% Dextrose should be started. 

2. During every type of therapy involving blood or coagulation factor 
concentrates, the occurrence of a circulating coagulation factor anti-
body is a possibility. The time at which such an antibody is produced 
cannot be predicted and depends neither on the amount of the plas-
ma preparation administered nor on the frequency of administration. 
According to present experience the application of corticosteroids or 
immunosuppressive substances has hardly influenced the formation 
of antibodies. 

3'.Despite the measures taken to reduce the risk, the' 

transmission of viral hepatitis or other viral 

infections cannot be ruled out. 

CONTRA-INDICATIONS
Despite the precautions taken in the checking of donors, donations and 
the final product, the transmission of hepatitis cannot be entirely excluded 
following the administration of coagulation factors. This should be taken 
into account before using PROTHROMPLEX to control haemorrhage in 
non-life-saving situations in liver disease patients and those undergoing 
anticoagulant therapy. 

SHELF LIFE AND STORAGE 
2 years when stored between +2° and +6°C, protected from light. 

PACKS 
of 200 units; 500 units; or 1000 units of Factor II. IX and X in each container. 
1 R/C bottle containing lyophilized PROTHROMPLEX 
1 R/C bottle containing 10 ml Water for Injections, B.P. 
1 Kit for reconstitution and injection 

REFERENCES 
1. BIGGS R., MACFARLANE R.G. Treatmentof Haemophilia and other Coagulation Disorders. 

Blackwell, Oxford (1966) 
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5. LANOBECK G.: Storungen der Hamostase. in Lewin P.: Praxis der Intensivbehandlung. 
Thieme, Stuttgart (1971) 

6. LANDBECK G.: Substitutionstherapie mit Faktor VIII and IX Praparaten. In Peltenkofer H.: 
Gezielte Therapie mit Blutbestandleilen. Lehmanns Verlag, Munchen (1968) 

7. LOELIGER E.A, HENSEN A.: Substitution Therapy in Haemophilia B. Thrombos. Diathes. 
Haemorrh. 6, 391 (1961) 
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Distributed by 
IMMUNO LTD 
Arctic House, Rye Lane, Dunton Green, 
Nr. Sevenoaks, Kent TN 14 5HB 
Tel.: Sevenoaks (0732) 458101
Manufactured by 
OSTERREICHISCHES INSTITUT 
FOR HAEMODERIVATE GES.M.B.H. 
Production Division of of 
IMMUNO AG Vienna Austria 6205911EA02/57vw 

• 

0 
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S
. INNER LABEL 

y 

a

'I PROTHROMPLEXR TIM 4 200 For reconstitution observe the 
o 

CI 

o 
H 

d

n Partial Prothrombin Complex Human directions given in the circular 
l

O n 

aH H Ct a 
o < A x 

r• 

c heat-treated enclosed.
00

C;a 00 
m 

Q + The reconstituted preparation contains 
H• d W a o x m Contains 200 units* ( - 25%) of each, 
CD Hx o- 

m •0.8-1.2 per cent. w/v of total protein and 
H. 

a 1C m z Prothrombin (Factor II), Christmas 
N. 0:

n Factor (X) 
0.1 i.u. of Heparin per unit of, 

a 0 0 to o Factor (IX), and Stuart-Prower 

a as w a Factor II. 

n Fb H a O 

y 0 0 A d 
Lyophilised Product Licence no. 0215/0006 Approx. electrolyte concentration: 

H w 
O = : Prepared from a plasma pool of 1000 HB -Ag + 

Na 178 mEq/litre 0 d7 ct s 

U1 ~ 
0 

negative donors. Cl 137 mEq/litre 

m 

To be reconstituted with 10 ml of Water for 3- 
Citrate 41 mEq/litre • a Injections B.P. 

Agitate gently during reconstitution to avoid Contains no preservative 

frothing. 
Store between 2° and 6°C, 

The solution must be injected intravenously 
protected from light. 

immediately after reconstitution 

P.O.M. 

* One unit of Factor II, IX and X is equivalent 

to the Factor II, IX and X activity of 1 ml 

average fresh normal plasma. 

The Factor IX units are expressed in terms of 

• the 1st International Standard for Blood 

Coagulation Factor IX, Human, 72/32. 

Batch No.: 

Exp. Date: 
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pa  a,z;- uay 
• uewnH xaidwOO • CARTON 

uTgwOJg4OJd IcT4.zad 

e WI,L XS1dNOHH,LOHd .O0z 

PROTHROMPLEXR TIM 4 200 PROTHROMPLEXR TIM 4 200 PROTHROMPLEXR TIM 4 200 R 
PROTHROMPLEX TIM 4 200 

Partial Prothrombin Partial Prothrombin Partial Prothrombin Partial Prothrombin Complex Human p Complex Human Complex Human p Complex Human
heat-treated heat-treated heat-treated heat-treated 

Contains 200. units* (- 25%) Contains 200 units* (± 25%) 
of each, Prothrombin (Factor II), of each, Prothrombin (Factor II), 
Christmas Factor (IX), and Christmas Factor (IX), and 
Stuart-Prower Factor (X) Stuart-Prower Factor (X) 

Lyophilised 
Prepared from a plasma pool 

of 1000 HB -Ag negative 
donors. 

S 

To be reconstituted with 10 ml 

of Water for Injections B.P. 

One unit of Factor II, IX 

and X is equivalent to the 
Factor II, IX and X activity 
of 1 ml average fresh normal 

.plasma. The Factor IX units 

are expressed in terms of the 
1st International Standard for 
Blood Coagulation Factor IX, 

Human, 72/32. 

Distributed by IMMUNO LTD 
Arctic House, Rye Lane, 
Dunton Green, 

Product Licence 
no. 0215/0006 

Batch No.: 

Exp. Date: 

Agitate gently during 
reconstitution to avoid 

frothing. 

The solution must be injected 

intravenously immediately after 

reconstitution. 

The reconstituted preparation 

cdntains.O.-8-1.2 per"cent. w/v of 
total protein and 0.1 i.u. of 

Heparin per unit of Factor II. 

Approx. electrolyte 
concentration: 

Na
+ 

178 mEq/litre 
Cl 3- 137 mEq/litre 

Citrate 41 mEq/litre 

P.O.M.I
For reconstitution observe the 

Store between 2° and 6°C, directions given in the 

protected from light. circular enclosed. 

Contains no preservative 

Nr. Sevenoaks, Kent TN14 5HB Manufactured by OSTERREICHISCHES Production Division of 

Telephone: Sevenoaks (0732) INSTITUT FUR HAEMODERIVATE IMMUNO AG Vienna Austria 

458101 GES.M.B.11. 

PROTHROMPLEXR TIM 4 200 

Partial Prothrombin 

Complex Human 
heat-treated 
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OUTER CARTON 

eTJ4sny euuatA DV ONfMNI JO 
UOTSTATU uoTgonpoJd -H-a-W-SHO B.LVAIUHQ0N9VH 

HQA LnII.LSNI SSH3SIH3I ALSO q paIngoejnueW 

TOT29V (?CLO) s>eouanaS :euogdaTay 

HH9 VTNI uax 'sxeouanas JM 'uaaJO uo4unQ 
' aueZ aSH ' asnoH oTgoJV Q.L'I ONE WWI Aq pagngTJgsTOr 

-asngesadwag woos ge pasogs aq osie Blew 
4TX pue guanioS •aouegsgns pasTTTgdoAi aqg Biuo 

age.ia3isjas guaToT3,Insui st coeds awe.iogs pion ,II 

40TT woJJ pagoagoJd '3o9 pue ,Z ueamgaq a,zogS 
(X) Jogoeg JamoJd-TJengS 

pue '(XI) Jogoed sewgs1Jgj 

'(II Jogoe3) uLgwoaq;oJd 'uoea 
Jo (%5Z -) #94Tun 00ET. su-eguoo 

pageaJg-geag 
uewnH 

xaTdwoo uTgwoJugoJd TeTgJed 

00? V MIL HXS'Idln?OHH,L02Id 

PROTHROMPLEXR TIM 4 200 

Partial Prothrombin Complex 
Human 
heat-treated 

PROTHROMPLEXR TIM 4 200 

Partial Prothrombin Complex 
Human 

41eat-treated 

Contains 200 units* (± 25%) of 

each, Prothrombin (Factor II), 

Christmas Factor (IX), and 

Stuart-Prower Factor (X) 

W'0'd GATgeAJasaJd ou sute4uo3 

au4TT/baw TV a4eJgiO 

aJgT1/bBw LET -£ _TO 

aJ;Ti/bzw ELT +eN 
:uotgmJquaouoo ToJ4oaTa •xoaddy 

'II Jogoe3 jo gtun Jad ulJedaH 
jo 'n•T T•0 pus uTagoJd Tegog 3o A/M •guao 

Jad ?T_80 suteguoo uoTgmJedaJd pagngTgsuooa. ogs 

Lyophilised Product Licence no. 0215/0006 

Prepared from a plasma pool of 1000 HB -Ag 

negative donors.

To be reconstituted with 10 ml of Water for 
Injections B.P. 
Agitate gently during reconstitution to avoid 
frothing. 

For reconstitution observe the directions given 
in the circular enclosed 

Enclosed: 10 ml of Water for Injections B.P. 
Kit for reconstitution and injection 

The solution must be injected intravenously 
immediately after reconstitution. 

# One unit of Factor II, IX and X is equivalent to 
the Factor II,. IX and X activity of 1 ml average 
fresh normal plasma. The Factor IX units are 
expressed in terms of the 1st International 
Standard for Blood Coagulation Factor IX, 

Human, 72/32. 
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PROTHROMPLEXR TIM 4 •500 For reconstitution observe the 
c
0y  m 

•• 
H ' 

Partial Prothrombin Complex Human directions given in the circular 
o 
a y fi a m a 

Cr 
heat-treated enclosed. 

<
0 o 

Ca : a s m a + The reconstituted preparation contains 
r • a X a o m - Contains 500 units* ( 25%) of each, 
O 
< 

o i• M 
C 

m 
m 

Prothrombin (Factor II), Christmas 
2-3 per cent. w/v of total protein and 

r• 
a o 

0: 
o o 

two] 
o 

m m ~ 
Factor (IX), and Stuart-Prower Factor (X) 

0.1 i.u. of Heparin per unit of 

N c w o Z Factor II. 

S a H 
y n 

A- 
cc r 

H 
C 

Lyophilised. Product Licence no. 0215/0007 
Approx. electrolyte concentration: 

r~x 
H 

cocnc 
x 
oy 
c Prepared from a plasma pool of 1000 HB -Ag s 

+ Na 178 mEq/litre 0
t C) 
to 

0 
o 
a negative donors. Cl 137 mEq/litre 

1 To be reconstituted with 10 ml of Water for Citrate 41 mEq/litre 

0 Injections B.P. 

Agitate gently during reconstitution to avoid Contains no preservative 

frothing: 
Store between 2° and 6°C, 

The solution must be injected intravenously 
protected from light. 

immediately after reconstitution 

P.O.M. 

* One unit of Factor II, IX and X is equivalent 
to the Factor II, IX and X activity of 1 ml 

average fresh normal plasma. 
The Factor IX units are expressed in terms of 

the 1st International Standard for Blood 
Coagulation Factor IX, Human, 72/32. 

Batch No.: 

Exp. Date: 

S H PL0000168_025_0011 
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PROTHROMPLEXR TIM 4 500 

Partial Prothrombin 
Complex Human 
heat-treated 

Contains 500 units* (± 25%) 
of each, Prothrombin (Factor II), 

. Christmas Factor (IX), and 
Stuart-Prower Factor (X) 

Lyophilised 
Prepared from a plasma pool 
of 1000 HB -Ag negative 
donors.

To be reconstituted with 10 ml 
of Water for Injections B.P.

* One unit of Factor II, IX 
and X is equivalent to the 
Factor II, IX and X activity 
of 1 ml average fresh normal 
plasma. The Factor IX units 
are expressed in terms of the 
1st International Standard for 
Blood Coagulation Factor IX, 
Human, 72/32. 

Distributed by IMMUNO LTD 
Arctic House, Rye Lane, 
Dunton Green, 

IJ 

PROTHROMPLEXR TIM 4 

Partial Prothrombin 
Complex Human 

heat-treated 

Product Licence 
no. 0215/0007 

Batch No.: 

F,xp. Date: 

P.O.M. 

500 PROTHROMPLEXR TIM 4 500 

Partial Prothrombin 
Complex Human 
heat-treated 

Store between 2° and 6°C, 
protected from light. 

Nr. Sevenoaks, Kent TN14 5HB 
Telephone: Sevenoaks (0732) 

458101 

Contains 500 units* (t 25%) 
of each, Prothrombin (Factor II), 
Christmas Factor (IX), and 
Stuart-Pro.wer Factor (X) 

Agitate gently during 

reconstitution to avoid 
frothing. 

The solution must be injected 
intravenously immediately after 
reconstitution. 

CARTON 

PROTHROMPLEXR TIM 4 500 

Partial Prothrombin 
Complex Human 
heat-treated 

The reconstituted preparation 
contains 2-3 per cent. w/v of 
total protein and 0.1 i.u. of 
Heparin per unit of Factor II. 

Approx. electrolyte 
concentration: 
Na* 178 mEq/litre 
Cl 3- 137 mEq/litre 
Citrate 41 mEq/litre 

For reconstitution observe the 
directions given in the 
circular enclosed. 

Contains no preservative 

Manufactured by OSTERREICHISCHES Production Division of . 
INSTITUT FUR HAEMODERIVATE IMMUNO, AG Vienna Austria. 
GES.M.B.11. 

PROTHROMPLEXR TIM 4 500 

Partial Prothrombin 
Complex Human 
heat-treated 

S H PL0000168_025_0012 
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PROTHROMPLEXR TIM 4 500 

Partial Prothrombin Complex 
Human 
heat-treated 

PROTHROMPLEXR TIM 4 500 Lyophilised Product Licence no. 0215/0007 

Partial Prothrombin Complex Prepared from a plasma pool of 1000 HBs-Ag 

Human negative donors. 
•eat -treated 

To be reconstituted with 10 ml of Water for 
Injections B.P. 
Agitate gently during reconstitution to avoid 

Contains 500 units* (- 25%) of 
frothing. 

each, Prothrombin (Factor II), For reconstitution observe the directions given 
Christmas Factor (IX), and in the circular enclosed 
Stuart-Prower Factor (X) 

Enclosed: 10 ml of Water for Injections B.P. 
Kit for reconstitution and injection 

The solution must be injected intravenously 
immediately after reconstitution. 

* One unit of Factor II, IX and X is equivalent to 
the Factor II, IX and X activity of 1 ml average 
fresh normal plasma. The Factor IX units are. 
expressed in terms of the 1st International 
Standard for Blood Coagulation Factor IX, 
Human, 72/32. 

S H PL0000168_025_0013 
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PROTHROMPLEXR TIM 4 1'000 For reconstitution observe the 

CCo
H

Ct Cl-
Partial Prothrombin Complex Human directions given in the circular C 

r

w 

ct cci 
rn
m s c heat-treated enclosed. 

< s
C 
:(D a w m a +

•

The reconstituted preparation contains 
H- t7 0 u o ' m Contains 1000units* (- 25%) of each, 
CDH-

o x 
m 4-6 per cent. w/v of total protein and 

N• 
I<

co 77 Prothrombin (Factor II), Christmas 
r5)1 

. 3 O: 
o 

rn
s 

m 

H
Factor (X) 

0.1 i.u. of Heparin per unit of 
a o O ci Factor (IX), and Stuart-Prower 

U) 5)1 M w a Factor II. 

n M H 

N -3 0 
z N 

w 

y n 

Lyophilised Product Licence no. 0215/0008 Approx. electrolyte concentration: 

H x 
c7 

a 

Prepared from a plasma pool of 1000 HB -Ag s 
+ 

Na 178 mEq/litre 
N o W 

vi ~ negative donors. Cl- 137 mEq/litre 

s

To be reconstituted with 10 ml. of Water for 3- 
Citrate 41 mEq /litre ci 

a 

Injections B.P. 

Agitate gently during reconstitution to avoid Contains no preservative 

frothing. 
Store between 2° and 6°C, 

The solution must be injected intravenously 
protected from light. 

immediately after reconstitution 

* One unit of Factor II, IX and X is equivalent 
to the Factor II, IX and X activity of 1 ml -

average .fresh normal plasma. 

The Factor IX units are expressed in terms of 

the 1st International Standard for Blood 

Coagulation Factor IX; Human, 72/32. 

P.0.M. 

Batch No.: 

Exp. Date: 
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PROTHROMPLEXR TIM 4 1000 PROTHROMPLEXR TIM 4 1000 PROTHROMPLEXR TIM 4 1000 PROTHROMPLEXR TIM 4 1000 

Partial Prothrombin Partial Prothrombin Partial Prothrombin Partial Prothrombin 
Complex Human Complex Human Complex Human Complex Human 
heat-treated heat-treated heat-treated heat-treated 

Contains 1000 units* (± 25%) Contains 1000 units* •(- + 25%) 

of each, Prothrombin (Factor II), of each, Prothrombin (Factor II), 

Christmas Factor (IX), and Christmas Factor (IX), and 

Stuart-Prower Factor (X) Stuart-Prower Factor (X) 

Lyophilised 

Prepared from'a plasma pool 

of 1000 MBs-Ag negative 

donors. 

To be reconstituted with 10 ml 

of Water for Injections B.P. 

* One unit of Factor II, IX 

and X is equivalent to the 

Factor II, IX and X activity 

of 1 ml average fresh normal 

,plasma. The Factor IX units 

are expressed in terms of the 

1st International Standard for 

Blood Coagulation Factor IX, 

Human, 72/32. 

Distributed by IMMUNO LTD 

Arctic House, Rye Lane, 

Dunton Green, 

Product Licence 

no. 0215/0008 

Batch No.: 

Exp. Date: 

P.O.M. 

Store between 20 and 6°C, 

protected from light. 

Nr. Sevenoaks, Kent TN14 5HB 

Telephone: Sevenoaks (0732) 

456].01 

Agitate gently during 

reconstitution to avoid 

frothing. 

The solution must be injected 

intravenously immediately after 

reconstitution. 

The reconstituted preparation 

contains 4-6 per cent. w/v of 

total protein and 0.1 i.u. of 

Heparin per unit of Factor II. 

Approx. electrolyte 

concentration: 

Na' 178 mEq/litre 

Cl 3- 137 mEq/litre 

Citrate 41 mEq/litre 

For reconstitution observe the 

directions given in the 

circular enclosed. 

Contains no preservative 

Manufactured by OSTERREICHISCHES Production Division of 

INSTITUT FUR HAEMODERIVATE IMMUNO AG Vienna Austria

GES.M.B.II. 

PROTHROMPLEXR TIM 4 1000 

Partial Prothrombin 

Complex Human 

heat-treated 

S H PL0000168_025_0015 
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PROTHROMPLEXR TIM 4 1000 

Partial Prothrombin Complex 
Human 
heat-treated 

PROTHROMPLEXR TIM 4 1000 

Partial Prothrombin Complex 
Human 
heat-treated 

Contains 1000units* (+ 25%) of 
each, Prothrombin (Factor II), 

Christmas Factor (TX), and 

Stuart-Prower Factor (X) 

aATg5AJasa.zd ou suieguo3 

aj4TT/bgw Tb _£age,zgt3 
9J4TT/bBu LET _13 
aJTTT/baw 8LT +eN 

uoTge,zguaouoo agJCToJq-oaTa xo zddy 

• II ,zogoe3 jo gzun .zad uTJsd 
,To • n • T T • 0 pue utago,zd Tegoq Jo A/M • q.ua 

.zad 9-17 suzeguoo. uotgeasda.zd pagn4T4suooa,z aq 

Lyophilised Product Licence no. 0215/0008 

Prepared from a plasma pool of 1000 HBs-Ag 

negative donors. 

To be reconstituted with 10 ml df Water for 
Injections B.P_ 
Agitate gently during reconstitution to avoid 

frothing. 

For reconstitution observe the directions given 

in the circular enclosed 

Enclosed: 10 ml of Water for Injections B.P. 
Kit for reconstitution and injection 

The solution must be injected intravenously 
immediately after reconstitution. 

# One unit of Factor II, IX and X is equivalent to 
the Factor II, IX and X activity of 1 ml average 
fresh normal plasma. The Factor IX units are 
expressed in terms of the 1st International 
Standard for Blood Coagulation Factor IX, 

Human, 72/32. 
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