UMAN ALBUMIN 200 g/l Solution for infusion -
wmm UMAN ALBUMIN 250 g/l Solution for infusion —
B05AA01 Human albumin from human plasma L
—
QUALITATIVE AND QUANTITATIVE COMPOSITION
Active substance
T 0106 i UMAN ALBUMIN | UMAN ALBUMIN
- 200 g/l 250 g/l
Solufion containing fotal plasma proteins o 20% 25%
of which human afbumin 2t least to 95% 95%
a vial of 50 ml contains hurnan albumin egual to 10g 1259
& vial of 100 mi confaing human albumin equal 1o 209
| The solution s - ypesaacofic -hyperoncolic

List of excipients
1 litre of solution for infusion contains:

UMAN ALBUMIN 200 g1

Sodium chioride 452 g

Sodium caprylate 266091 {16 mmoles’)
Acetyliryptaphan 3.940'9 (16 mmoles/)
Water for injections up to 1000 ml

Total concentration of sodium  123.5 - 1365 mmoles?
UMAN ALBUMIN 250 g/

Sodium chloride 352 qll

Sodium caprylate 3.325 ¢/l (20 mmoles)
Acetyltryptophan 4.925 g/ (20 mmoles/l}
Watar for injections Upto1000ml

Total concentration of sodium  123.5- 1385 mmoles!]

PHARMACEUTICAL FORM AND CONTENTS

Solution for infusion. .
A'clear, Sghtty viscous Tiquid; it is almost colourtess; yellow, amber or gfeen.
UMAN ALBUMIN 200 g 50 ml and 100 ml vial

UMAN ALBUMIN 250 g/t 50 mi vial

PHARMACOTHERAPEUTICAL CATEGORY
Plasma subsfitutes and plasma protein fractions: Human Albumin:

MARKETING AUTHORISATION HOLDER

Kedrion S.p.A. - Loc. Ai Conti, 55020 Castelvecchio Pascoll, Barga (Lucea) ftaly.
PRODUCED AND CONTROLLEDBY: "l

Kedrion S.p.A. - 55027 Bolognana, Gallicano (Lucca) laly.

THERAPEUTIC INDICATIONS _
Restoration and maintenance of circulating blood volume where volume deficiency has been demonstraied, and use of a colloid is appro-

prizte.
The choice of albumin rather than artificial colloid will depend on the clinical situation of the individual patient, based on officlal recommen-
dafions.

CONTRAINDICATIONS =
Hypersensfiivity to albumin preparations or to any of the excipients.
SPECIAL PRECAUTIONS FOR USE

Susplclon of allergic ar anaphylactic type reactions requires immediate discontinuation'of the Injection. In case of shock, standard medical
treatment for shock shiould be implemended.

Albumin should be used with caution in condtions where hyparvelasmia and its conseguences or haemodilufion could represent a spacial
risk for the patient, Examples of such conditions are:
- decompensated cardiac insufficiency

- arterial hypertension

- nesophageal varices

- pulmonary.cedema

- hagmorrhagic diathesis

- Severe anaemia

- renal and post-renal anuria

The colioid-osmotic efiect of human albumin 200 or 250 g1 is approximately four times that of blood plasma.
Therefore, when concenirated albumin is administered, care must be taken to assure adeguate hydration of the patient. Patients should be
monitored carefully to quard against circUtatory ovarload and hyperydration.

200 - 250 g human albumin solutins are relatively low in electrofyies compared to the 40 - 50 gl human albumin solutions. When albumin
fs given, the electrolytes stalus of the patients should be monitored (see the chapter Posalogy) 2nd appropriate steps faken 1o restora or
maintain the eleciolyle balance. f R Tyt

Albumin sclutions must nat be diluted with water for Injections as this may cause haemolysis In recipients.

If farge volumes are o be repiaced, control of coagulation and haematocrit are necessary. Care must be taken o ensure adequate subst-
tution of ather blood constituents (coagulafion factors, electrolytes, platelets and erythrooytes).

If the haematocrit drops below 30%, packed red cells shatld be given in order to maintain the oxygen transport capacity of the blood.
Hypervolaemia may occur if the dosage and rate of infusion are not adjusted 1o the patients circulalory situation: At the first clinical signs of #
cardiovastular overload (headache, dyspnoea, jugular vein congestion), or increased blood prassure, raised venous pressure and pulmo-
niary oedema, the infusion is 1o be siopped immediately.

INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF INTERACTION
Ne speciic interactions of human albumin with other medicinal products are known.

Incompatibifities

UMAN ALBUMIN must not be mixed with oiner medicinal products (except the solutions recommended in the chapter ‘Dose, method and
time of administration”), whola bload and packed red cells.




/SPECIAL WARNINGS
oo ik el tosi e bbbk o oottt
6 Wwith albumin sugges o harmful effects an the course of o on he foetus and the necnate are to be
Hnmhal mmsha\ehemwnmd m % e "
human aibumin is 2 normal conshituent of human biood.
In general, particular attention must be paid when a substitition of volume is effected in a pregnant patient.

mﬁ " ch T —
When medicines are mads from human blood or plasma, cerizin measures are put in place (o prevent infections being 1o patients.
These mafuiwtecﬁmolbimda\dplﬁmdumrstn maka sure those at rmﬁmwmngmfecﬂons are sxc‘lu&ms:r?d the testing of
each donation and pools of plasma &r signs of vius/infections. Manufaciurers of these producis also include steps in the processing of the
blood or plasria that can inactivate or remove vinuses, Despite these measures mieasures, when medicines pregared from human biood o plasma are
ﬁ‘m the possibility of passing an Infection cannot be totally excluded, Thls also applies 1o any unknown or &merging viruses or other

There are no reports of virus ransmissions with albumin manufactured to European Phamacopoeia specifications by estabiished proces-
ses.

AN ALBUMIN, the name and e bafeh number of e product are recor-

 fo maintain  record of the

Effects on the abifity to drive and use machines
Mo efiects on ability 1o drive and use machines have been observed.

TO BE KEPT OUT OF THE REACH AND SIGHT OF CHILDREN

DOSE. METHOD AND TIME OF ADMINISTRATION R
mmummm,mmmmmmbnmﬁmw =

nemmmmmmdﬂspahem the severity of trauma of ilinass mmmmwgmdandpmmmses.ueasm
of atequacy of circulating volume and not piasma albtumin levels should be used io delermine the gose required.

1 human albumin Is to be administered, haemadynamic perormance should be monilored reqularly, This may include:

- arienal blood pressure and pulse =iz

- ceniral venous pressure

momﬂrlerr Wedge pressure .
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than 200 g/l

Hufman albumin can be directly adminisiered by the intravenous route, of it can aiso be diuted in-an isotonic solution (e.g. 5% glucose or
0.9% sodium chioride).
The Infusion rate should be adiusted according to the individual eircumstances and the indication,

fnplasma exchange the infuslon-rate should be adjusted (o the rate of removal.
mmmmummmhrmmmamMmhmmm

Itiarge volume are- admimstered, the product should be warmed to-oom 0f Bogy 1eMPEralIE DEIEUSE. » s i i

Overdose
Hypervolaemia may cccur (f the dosage and rate of infusion are too high. At the first cinical signs of cardiovascular overioad (headache,
dyspnoea, vein congestion), or increased blood pressiure, raised centeal venous pressure and pulmonary oedema, the nfusion shoufd

wmmm:mwumm 's haemodynamic paramelers careftily moniiored Additionally diurecis of cardiac outpuf shourld be
increased i accordance to I severity of the clinical siuation.

UNDESIRABLE EFFECTS

_Mﬂdmmmmashush{w and nausea cocur farely. Thess re
<lowed downor the Infusion & ey raraw ‘severe raaclions such & 5
ped and an appropraie treatment should be initisled.
Furmlurrrnatmmwra!saietvsee‘ﬁpmlwmg

Any side effacts that have not been described must be communicated 10 your physiclan or pharmagist.

EXPIRY.
mmumsmmmsm in campliance with the prescribed conditions has tha expity date reported on the (abel

WARNING: do not use the product after the expiry date reported on the label.

Specialprecautons for stora0e
Do not store the product above 30°C.

the vial In the cutar carton in order to protect from light:
Do nat freeze.

The storage conditions shouid b striclly followed.
Do ! use solions which are tloudy o have deposes. This may indicate that the protein s usiabla of that ihe solution has become con-

taminated.
Once the comamas has been opensd, thie:contents should be used urmedﬂabn
Any Unused ‘ of n accordance wih focal requitemetis, .

DATEOFAPPHWALOFTHEPACK&GELEAHHBYTHEHEDIC{NESW Deceze cf the italizn Medicnes Agency of January
2007,
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