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Please note that wherever the name "PROTHROMPLEX" appears in

i the leaflet thls w1ll be replaced by the name "PROTHROMPLEX TIM 4"

“in- the flnal ver51on.
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Prothro‘n'\plexR TIRG
Partial Prothrombin Complex (Human)

Product Licencé,Nos. 0215./0006,/7 /8

[¢ 131X and X an

PROTHRO EX contz«lpnsed oagulatjumfacto

cate& fort’ r‘es&tmer:}of h e‘mop itia
ANUFACTURE AND:COMPOS! 1ON

PROTHROMPLEX is prépared from- podled plasma of suitable” hiuman
dbhors andAreeze-driedforstdbilitylinstordge. —
{Ghroughrappropriate; purifigation and,concentration @f,the
factors, r<;ne obtains at least a 60-fold concentration ng,?éggggg,!_)ﬁ,%
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 Il and X is also reached.

To eliminate the potential risk of thrombogenic complications

associated with Factor IX preparations PROTHROMPLEX TIM

4

Jcoagulation

|
o

" is routinely tested for the absence of activated coagulation

factors.

heparin (0.1 i.u.*** heparin periunit 6f-Factor II).

coagulopathy or thromboembolism is to be expected.

To decrease t

transmission of viral

he potential risk of

are taken:

1. Donor and Plasma Selection:
All donations and pools of plasma used in the
manufacture of PROTHROMPLEX TIM &4 and the final
product wer® tested for HBs-antigen by Radio
Immune Assay (RIA) and found non-reactive.

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

S aroRss Atendim o7 unger
-amu2nod eesiny p91dI2immb, I nnie X3 Q
riiiw OnesnitEactor |11 and X Is qgﬁn?é?eé&fé «Rgfac’gorﬂ\ni’qm Q)

noijeSuitable human, dgnors.as described in,th

m»i'e'd"A'h'ﬁh‘e;éﬁbpnmé’f'racuon

T .
{1 an A (AR A et T

ot*averagefresh \iotmal plisma SThe FatlorCIX tinits are’eXpressed in térmstof the st

International Standard for Blood Coagulation Factor 1X, Human, 72/32. .naneH

*x ] iy, heparin according to WHO standard ,‘

. . |

g e

I'n addition, PROTHROMPLEX TIM & contains a small amount of

When using PROTHROMPLEX TIM &4 in the recommended dosage no
activation of coagulation which may precipitate consumption

"{ hepatitis and other viral infections the following steps !

e d
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. Aled d ned 2n0itasib lssnsp vinO
clisaimentigl,cases of bagmorhila 81 32K OfEACIORIXT Y ohnagab ol 1

By, administering, 3n appropiiaic dose ghEROLHE ROMPUES RIZRR3Tble
‘to.achieve A Qro_m_pg,anqv cient Tisg of actor [Xuny ht? patient’s plasma.

‘The effectivenéss of treatfﬁent can be checked by sumple Iaboratory tests.
The activity of Factor IX is assayed through determination of the Partial
iThromboplastin-Fime (RBT rioves o tnamisert arld 10! sbiup spszol
The most reliable results are obtained by quantitative aclivityrassiyssof
FactoryX: 01557 1o ylitnsup yisezeoen st 1o noiisluslss orit 10t slurmod
JADMINISTRATIONNI o°F = trdpisw ybod pA\X! yotosd 1o tinu snO
Directions for Reconstitution of the Solution for-tnjéctiontneitsq ot ni

TTTT FDA00 T |

The lyophilised PROTHROMPLEX must be dissolved immediately before
solvent-provide P

rinjection-usingy

9z0b sansnalnisM

Directions xlor
a1 (8S) ST o1 §

rthe-amount-of-
ni e30b isitin!
USe X! yo1083 2finu
vbod_ oA 190

yisoituegsierT
muminiM beinsw
icvalr Xt 101063

d-(10-mt):

noitsteetineM 182initd

11 \Warmithe:PROTHROMRLEX and solvent bottles to approx. 37°C.

2. Rg?r?a%.‘tﬁe protective caps (fig. 1) and disinfect the rubber stoppers of

oln

3. Choose one of the two following procedures. erit to 2paibseld soshug (A
. . 9820oUM bns nide
A) a) Fit a|disposabie needle onto a syringe of suitable size:eque
amommoaﬂ

u &) Insert the needle of the syringe;.
into the R/Cbottle withsolvent
and draw up the solvent into
the syringe; remove the needle
fromjthe syringe.

c) Fit the enclosed ﬂlter needle sm
onto| the syringe and insert
the needle somewhat
eccentrically into the R/C

U o8- a;bottle Ucontammg apthér
lyophilisate. The vacuum in
the |bottle draws| in the

zsgsm\omesﬂ
291uto61) anc8

solvent. 1ab be1soilgmod
| 2no0itos1ixe
d) Carefully dissolve the lyophlllsate DYy gentle agitation.(approx.

D_2_rhin )

Z-3-MiN:)-

.o

U egfeinsert the provided Aeration“ﬁ‘e‘edle and any foariPwill collapse.

synnget_hrough th_e fllej needle provided.

L Remove_the.aeration_needle.and.d raw-up-the.solution.into_the

SHPL0000168_025_0004



-

B) a) Transfer of the solvent into the bottle contalnmg the Iyophlhsate
bigsy 6 8isrdone rwothrthe?hetpfomhentransfer\ ‘héedie! Earithi s"purpose
o noilneesi fstjrérh“ove‘)thesp‘l’otecwe CapR6Hng transfepnebdleandingern
xasor! stintorthénrbbbersstopperiofithe Botlie\containing! the1sovent

.bs1sbiznoz(fig. 2) 25 2101081 noilslups0D 9rit Yo stil-ilsr horte vilsitini ol

2wor GE-8 xmonr?urhtdw Xhm'w:l th viv (i At na poikas
‘ORa o oS eARISIE phiBANC Y e ANR3 AR iR
To tovines SONEILBANIC It NG Reedeaiansict joedid upﬁtdedqwa@md
Sidiseag o{0ser e IR ION0 NG by siohper of We SOBRIZAIE bolle
banisnism S31dya 165 Eedlie Teniath of e dlitside tn e'bﬁq,.ﬁm."'g..
Caution.; to ich the i dﬁe'ﬁe cau seoﬂhev QUG iR the
--,n L TR I TR ) (V2157 au m qu

do
gbnuow envu e o
svitsvaqota obﬂ'—.ﬁ; ff?mt SRR Y wilt Jﬁ?“qfqmlqmoo bslssr avsn

terlt tosb)riRemove jthe o) Venﬂbottle wlthpthestranstezcneedle fromythe
nisforg to flyephilisatgilbottien(figi4) 1Gentiysagitatentheslattersiniorderto
_noitslumisacceleratessolution.otosd noilslupsoo o nodsﬂnsanoo rigm B

bebiovs i [RgEACHEIpIEVIIEE Heration 'lgédib‘a"na‘ﬁny"foam‘wnll' ColRipSe

(fig. 5). Remove th8&TatIGH MEed

gIsfeinimbs ot ntiw nove

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

@ xslgnoritord

sesronw 1onob \nA . nsgnns-eaH to sansads orlf bns lsval Tqa 'uem Yot
1esr apitns-; 8H svifizoq s 20 Igve mseansit lsomolod's to yiotei

Sy geparle éftej SyiNGE 2 ah iy el Rt fhe,g nclqge’%
orilt FSBQS need 4 (0 N3 Win u rAG Q %uvrl‘ M) :Jn’)‘ué‘ﬂ u:nl

eth’Ltﬁ".‘?B&’H%Zb@}&mﬁ’v‘i"‘»“é‘.’tﬁ s,nr?uﬂ‘aa gn ifovolg 1o boordilstil
2ititsgon muise euopolomon to noiezimansyt to Aeit or} .2noitusdetq eezerlt
Do not exceed the ma)umum:mjecnongg‘lq)oibhmwnmﬁm od vino nso

THEsolGtioPMust be*imfeaédnhrafgﬁcsmmb‘rur #'ditrerenit imdthangt
Facohstitiiidnis tgedyneonod blot-Uo s fesal 18 enistdo sno 210iost

feBsi 16 2nisinod nistoiq to mswpillim  2udT .smeslq fesit of bs1sqmoo :

rgid 8 tnstnoo nisto1q Istot etsisbom s etiqesQ .Xi o108 10 **tinu sno
.bartasar oels 2i X bns |1 101283 10 noitsnsonod
DOSAGE

aMOITAOIGMI
Only general directions s,can b be g"\orthe dosage of PROTHROM Mh EX.
dtis degendegt_.‘ueﬁoﬁ‘{ seve i) 8¢ agmaﬁbn‘ae{‘e&aﬁﬂ

ROt A qfén’?hag ‘%f’ssué" y qeq 3¢ gf
FOrAhe fr@émféhi’" f"H emophilia B2is gﬁ/‘é‘n |h‘ 'Nésd6§"ag utde' Bt
.2leof ynotsiodsl sigmiz yd bedosro od nso Insmisatt to easnsvﬂoeﬂe orT
Isihs9 91t Yo noitsnimistsb rdpuori baysees 2i X1 101083 Yo ytivitos sdT
Dosage guide for the treatment of severeTand senii-sévereccasesriof
iHagmophilia/Bss evitstitinsup vd benistdo s18 ztluzey sldsilsy tzom orT

Formula for the calculation of the necessary quantity of Factor{X*01os
One unit of Factor IX/kg body weight = 1% ingreaseanfr&actoralX
in the patientiseplasma-ot noitu!o2 edf to noitutitenossA 10t enoitomiQ

a10ted \(le:smsmml bovlozeib ed feum X3 IAMOAHTORS bseilingoy! odT

Yoy J‘u.vu.q TSvioq O oS 5t enmmr

Clinical Manifestation Therapeutically | Initial dose in Mamtenance dose

wanted Minimum | units Faclor 1Xsa1f avihtenals on1iQ

Factor IX leve) er kg 6 10,12 (24) hrs.

. °T€ .x01qqs ot eslitod tnevice bns X3 e-ghOHHTOH Fin3units’ Racior IX
r kg. bod

b 219qq0te Yeddut et 1astnizib bris (T .oit) bqea svitostorg pRighomaA S

. Vxlﬂnd diod

K

A) Surface bleedings of the ,261ub9001q pniwc(liot owt srit Yo 9no s2oodd .€
skin and mucosae

Superfisiat or dedpise to apfitye 8 ofno sitjesn sidseogeib|s i (5 (A -
haematoma .

Haemagtifroses sopaiye ofit Yo slhegn ot fisen) 7(sh
Slight bigedings tnavioe diiw sittod O\ A it otni
followinglinju nes ofni tnevioz arf qu wsit} bns

slbasn st svomen ;epnivye ot

Uncompllca\N tal

{Laction % “ .opnivve srt|mort

B) Seve\é\ uscté‘) ‘oma sibsan 1¢tlit bazolons sflt #i3 (0.
hezni bnls spnitye erit (otno
tsriwarnop sibaen orlf

ﬁ::,',ﬂf,ﬁ,’;‘;;s ! O\A el ofni yllsoitrisaos
Bone fractures 1836%  gninisdgegey  4IBodisao v
Cerebral bleedings ni muuopv orT .efseilifqoyl

Haematuria ot ni |ewsib slod| ent
Complicated denta}s: Inpvloz
extractions

MOVMIRSRGAgEHYRS oltnop \d ofsziliigoy! of sviozzib \(Iluhsnso (b

&Y Major pgetysot yns bns [Inoihanélkies bebividily sm 1|sanl5°‘135 u

aldt nini nnitilos adt A el hne alhaan dniteyac n-ﬂ avnmafl

.bsbivoiq sibsan vetlit sdt ripuoinit spnitye
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srsanlmqovl arit pninistnoo slttod ort oim msvloa eri! to 1s?ans1T (s (8
slbisnsyggested thajsarhighuinitial,dasagesbe,chesen deoensure a rapid
Hane .sutgc:amclncgeasexofgEac&ogdX¢nu§<agt1|evmg;edeuabl9,cessatnon of
nbleeding:s ideraisasowelhias withidhe @ubsequentymainterance therapy,
the initially short half-lite of the coagulanon factors has o berconsidered.

L?ﬁ%endm? oéw tbg,lq,vlvo qﬂf\h of F Fa tor1X whnch pppp 12 30 hours,

will ‘e’ athjeved’ ""'3 on of PRO-
sl ) n‘ta| : hYA) q
S kf.L,.E,xis@me;\ve? ek giﬁ 5 Gontrol o
‘f{ Ji"v r"h) " 1 lr)‘l/ | ‘! ) ’ 15{ '~D ‘qhere pOSSIb'e
tita o IX activi 'maintained

99" R e"%‘é‘gi' tlon 9 iS5t a mﬁ"? ”' "& e wounds
have healed coméleté\y 4 u ‘g a Co caﬂ '!'postoperauve

ocourset ¥ Theaspecmladvantagé!of PROJ' HR@MPEEX llesnimthedfact that

obyzapplicatiorslofrsmallfivoluriestof. fluidi’andsaslightzdmount of protein
a high concentration of coagulation Factor.1Xi$ reached«dnithe:circulation.

QT@e@gngernpf(goque prmsotgnmoveq[ngmgwf,éhe, patient is,avoided
even with the administration Of high; doses 1y svomsfl (@ .pil)

S ONT U

bns spniwe sldsezoqzib srit ofno elbssn 1stlil bseolone ent T (b
3 .pit) epnitye srit oini noituloz ort qu weib

PRECAUTIONS
‘*Wltﬁ‘eﬁé'h%‘ﬁi's“b‘suﬂénﬁ@"’"from"‘"d?s%’é'nﬁlnateq) ﬁ avaseqrd m,q’é%"g‘dlatlon

w{PIC), PR Q,I!iB,MPQ.E?ﬁ sho,yld’ not be dmn;\ g'r'd'u ess consump-
wtion, 1onathe'ncoad iaton, FaciorsT A8 beet Dreviodsh ‘nt,er‘n;g‘pted'J with
Heparin. SE\ 1Ny nsrruH XI 10935? nouslugsoi) booIG 10! bisbnsi2 1snoilsmesnt

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-glueecerticoids and 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.

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
1nfect10ns 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.

TN

! PACKS

. of 200 units; 500 umts or 1000 units of Factor 1, 1X and X ineach 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
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- Distributed by
IMMUNO LTD
Arctic House, Rye Lane, Dunton Green,
Nr. Sevenoaks, Kent TN14 SHB
Tel.: Sevenoaks (0732) 458101

Manufactured by .
OSTERREICHISCHES INSTITUT

' FOR HAEMODERIVATE GES.M.B.H.
Production Division of
IMMUNO AG Vienna Austria 6205911EA02 /57vw
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PROTHROMPLEXR TIM 4 200
Partial Prothrombin Complex Human

heat-treated

Contains 200 units* (% 25%) of each,
Prothrombin (Factor II), Christmas

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

Lyophilised Product Licence no. 0215/0006
Prepared from a plasma pool. of 1000 HBSng
negative donors.

To be reconstituted with 10 ml of Water for

Injections B.P.

" Agitate gently during reconstitution to avoid

frothing.

' 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.

. INNER LABEL

For reconstitufion observe the

directions given in the circular =
enclosed.: ‘

The reconstituted préparation contains
‘0.8-1.2 per cent. w/v of fbtai prateiﬁ_énd
0.1 i.u. of Heparin per unit of '

Factor II.

Approx. electrolyte concentration:

Na* 178 mEq/litre
(o) NN 137 mEq/litre
Citrate . 41 mEq/litre

Contains no preservative

' Store between 2° and 6°C,

protected from light.

Batch No.:

Exp. Date:

SHPL0000168_025_0008
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PROTHROMPLEXRVTIM 4 200

Partial Prothrombin
Complex Human
heat~treated

Contains 200 units* (I 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. o

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,

R

PROTHROMPLEX TIM 4

200

Partial Prothrombin
Complex Human

heat-treated

Product Licence»
no. 0215/0006

Batch No.:
Exp. Date:

P.0O.M.

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

Nr. Sevenoaks, Kent TN14 5HB

Telephone: Sevenoaks {(0732)
458101

R

PROTHROMPLEX  TIM 4 200

Partial Prothrombin
Complex Human
heat-treated

Contains 200 units* (X 25%)

of each, Prothrombin (Factor II),
Christmas Factor (IX), and
Stuart~Prower Factor (X)

Agitate gently during
reconstitution to avoid
frothing. \

The solution must be injected
intravenously immediately after
reconstitution.

Manufactured by OSTERREICHISCHES
INSTITUT FUR HAEMODERIVATE
GES.M.B.H.

PROTHROMPLEX® TIM 4 200
Partial Prothrombin
Complex Human

heat-treated

CARTON

R

PROTHROMPLEX™ TIM 4 200

Partial Prothrombin
Complex Human
heat-treated

The reconstituted preparation

cgntains 0.8-1.2 per?cént..w/v‘of
total protein and 0.1 i.u. of
Heparin per unit of Factor II.

Approx. electrolyte

cogcentrationi
Na_ 178 mEq/litre
Cl 137 mEg/litre

Citrate” - 41 mEg/litre

For reconstitution observe the

directions given in the
circular enclosed.

Contains no preservative

Production Division of
IMMUNO AG Vienna Austria

SHPL0000168_025_0009
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) PROTHROMPLEXR TIM 4 200

Partial Prothrombin Complex
Human
heat-treated

PROTHROMPLEXR TIM 4 200 B Lyophilised Product Licence no. 0215/0006
Partial Prdthrombin Complex Prepared from a plasma pool of 1000 HB -Ag
Human negative donors.

‘eat—tr‘eated To be reconstltuted with 10 ml of Water for

Injections B.P.
Agitate gently during reconstitution to avoid

. hi .
Contains 200 units* (t 25%) of frothing
each, Prothrombin (Factor I11), 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 1lst International
Standard for Blood Coagulation Factor IX,

Human, 72/32.

SHPL0000168_025_0010
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PROTHROMPLEXR TIM 4 ~500
Partial Prothrombin Complex Human

heat-treated

Contains 500 units* (i 25%) of each,
Prothrombin (Factor‘II), Christmas

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

Lyophilised . Product Licehce no. 0215/0007
Prepared from a plasma pool of 1000 HBS-Ag
negative donors. .

To be-reconsfituted with 10 hl of Water for
Injections B.P.

Agitate gently during reconstitution to avoid
frotﬁing. ‘

The solution must be ihjected 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.

. INNER LABEL

For reconstitution observe the
directions given in the ci;cUlar
enclosed.

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

Factor II.

Approx. electrolyte concentration:
. .

Na ' 178 mEq/litre
c1w ' 137 mEq/litre
Citrateo” . 41 mEq/litre

‘Contains no preservative

Store between 2° and 6°C,

protected from light.

Batch No.:

Exp. Date:

SHPL0000168_025_0011
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PROTHROMPLEXR TIM 4 500

Partial Prothrombin
Complex . Human
heat~treated

Contains 500 units* (¥ 25%)

_of each, Prothrombin (Factor 1I),

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

Lyophilised

Prepared from a plasma pool
of 1000 HB -Ag negative
denors. 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,

PROTHROMPLEXR TIM 4 500

Partial Prothrombin
Complex Human

heat-treated

Product Licence .
no. 0215/0007

Batch No.:

- Exp. Date:

P.0.M.

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

Nr. Sevenoaks, Kent TN14 5HB
Telephone: Sevenoaks {0732)
458101

R

PROTHROMPLEX TIM 4 500

Partial Prothrombin
Complex Human
heat-treated

Contains 500 units* (I 25%)

of each, Prothrombin (Factor II),
Christmas Factor (IX), and
Stuart-Prower Factor  (X)

‘Agitate gently during

reconstitution to avoid
frothing.

The solution must be. injected
intravenously immediately after
reconstitution.

Manufactured by OSTERREICHISCHES
INSTITUT FUR HAEMODERIVATE
GES.M.B.H.: o

PROTHROMPLEXR TIM 4 500

Partial Prothrombin
Complex Human
heat-treated

CARTON

PROTHROMPLEX" 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
c1” 137 mEq/litre
Citrate” 41 mEq/litre

For reconstitution observe the

directions given in the
circular enclosed.

Contains no preservative

Production Division of
IMMUNO: AG Vienna Austria

SHPL0000168_025_0012
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PROTHROMPLEXR TIM 4 500

Partial Prothrombin'Complex
Human .
heat-~treated

PROTHROMPLEXR TIM 4 500 _ Lyophiliéed ' _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

. ate g
Contains 500 units* (I 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 1lst International
Standard for Blood Coagulation Factor IX,

Human, 72/32.

SHPL0000168_025_ 0013
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PROTHROMPLEXR TIM 4 1000
Partial Prothrombin Complex Human

heat-treated

' Contains 1000units* (i 25%)-of each,

Prothrombin (Factor II), Christmas

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

Lyophilised
Prepared from a plasma pool of 1000 HBS—Ag
negative donors.

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

Agifate genﬁly during reconstitution to avoid
frothing. o
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 lst International Standard for Blood
Coagulation Factor IX, Human, 72/32.

Product Licence no. 0215/0008

- INNER LABEL

For reconstitution observe the
directions given in the circular
enclosed.

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 137 mEq/litre
Citratea— 41 mEq/litre

Contains no preservative

Store between 2° .and 6°C,

protected from light.

Batch No.:

- Exp. Date:

SHPL0000168_025_0014
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PROTHROMPLEXR TIM 4 1000

Partial Prothrombin
Complex Human
"heat-treated

Contains 1000units* (% 25%)

of each, Prothrombin (Factor II),
" Christmas Factor (IX), and

" Stuart-Prower Factor (X)

Lyophilised

Prepared from'a plasma pool
of 1000 HBS-Ag negative
donors.

To be reconstituted wifh;lo 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,

PROTHROMPLEX® TIM 4 1000

Partial Prothrombin
Complex Human

heat-treated

Product Licence .
no. 0215/0008

Batch No.:
Exp. Date:

P.O.M,

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

Nr. Sevenoaks, Kent TN14 5HB .

Telephone: Sevenoaks {0732)
458101

PROTHROMPLEXR TIM 4 1000

Partial Prothrombin
Complex Human
heat-treated

Contains 1000 units* (= 25%)

of each, Prothrombin (Factor II),
Christmas Factor (IX), and
Stuart-Prower Factor (X)

Agitate gently during
reconstitution to avoid
frothing.

The solution must be injected
intravenously immediately after
reconstitution.

Manufactured by 6STERREICHISCHES
INSTITUT FUR HAEMODERIVATE
GES.M.B.II.

PROTHROMPLEXR TIM 4 1oooﬂ

" Partial Prothrombin

Complex Human
heat-treated

CARTON

PROTHROMPLEXR TIM 4 1000

Partial Prothrombin
Complex Human
heat—treated

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

co?centration:
Na_ 178 mEq/litre
Cl 137 mEq/litre

Citrate” 41 mEg/litre

For reconstitution observe the

directions given in the
circular enclosed.

Contains no preservative

Production Division of.
IMMUNO AG Vienna Austria |

SHPL0000168_025_0015
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PROTHROMPLEXR TIM 4 1000

Partial Prothrombin Complex
Human :
heat-treated

PROTHROMPLEXR TIM 4 1000 ' Lyophilised Product Licence no. 0215/0008
Partial Prothrombin Complex Prepared from a plasma pool of 1000 HBS—Ag
Human . negative donors. :

heat-treated To be reconstituted with 10 ml of Water for .

Injections B.P.
Agitate. gently during reconstitution to avoid

f ing.
Contains 1000units* (I 25%) of . rothing
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 1lst International
Standard for Blood Coagulation Factor IX,

Human, 72/32.

SHPL0000168_025_0016



