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Gelaspan 40/o solution for infusion 

Composition
1(X)() ml solution contains: 
Activt substancts: 

Succinylated gelatine (= modified fluid gelatine) 
(Molecular weight, weight average: 26 SOO Dalton) 

Sodium chloride 
Sodium acctatt: trihydratt: 
Potassium chloride 
Calcium chloride dihydrate 
Magnesium chloride hexahydrate 
Electrolyte concentrations 
Sodium 
Chloride 
Potassium 
Calcium 
Magnt:sium 
Acetate 
Excipients: 
Sodium hydroxide (for pH adjustment), 
Hydrochloric acid (for pH-adjustment), 
Watt:r for injt:ctions 
Pharmaceutical form 
Sojution for infusion 
Clear, colourless or slightly yellowish solution 
Theoretical osmolarity: 284 mosmol/1 
pH: 7.4 t 0.3 
Pharmacothtrapeutic group 
Blood substitutes and plasma protein fractions 
ATC code: BOSA A06, gelatine agents. 
Indications 

40.0 g 

5.55 g 
3.27 g 
0.30 g 
0.15 g 
0.20 g 

151 mmol/1 
103 mmol/1 

4 mmoln 
1 mmol/1 
1 mmol/1 

24 mmol/1 

Gelaspan is a colloidal plasma volume substitute in an isotonic, fully balanced 
electrolyte solution for: 
• Trtatm,nt of rtfativ, or absolut, hypovolaemia and shock 
• Prophylaxis and treatment of hypotension 

o caused by relative hypovolaemia during induction of epidural or spinal 
anaesthesia 

o due to imminent significant blood loss in a surgical setting 
• Proctdurcs invofving t:xtracorporeal circulation as a component of priming 

fluid in combination with crystalloid solutions (e.g. priming of heart-lung 
machines) 

Contraindications 
• hy�rstnsitivity to activt substance or to any of tht: ucipit:nts 
• hypcrvolat:mia 
• hypcrhydration 
• acute congestivt: heart failurt: 
• �,.r, hy�matraemia 
• 5'Vtrt: hyptrchloraemia 

Spc-cial warnings and precautions for us, 
Gelaspan should be administered with caution to patients with a history of 
allergic diseases, e.g. asthma. 
Gelatint: preparations for volume replacemt:nt may rarely cause allt:rgic (ana­
phylactic/anaphylactoid) reactions of varying degrees of severity. In order to 
detect the occurrence of an allergic reaction as early as possible, the first 20 ml 
should be infused slowly and the patient should be under careful observation 
especially at the beginning of the infusion. 
Caution must be exercised in patients suffering from alpha-gal allergy (mam­
mal meat allergy). There is a higher probability that these patients are sensitive 
to gelatine solutions. 
In cast of an allergic reaction, tht: infusion must bt: stop�d immt:diately and 
appropriatt: trtatment givtn. 

Gelaspan should be administered only with caution to patients 
• at risk due to circulatory over1oad e.g. patients with right or left ventricular 

insufficit:ncy, hypt:rtcnsion, pulmonary oedema or renal insufficiency with 
oligo- or anuria. 

• with stvtrely impaired rt:nal function 
• with oedema with water/salt rdt:ntion 
• with major blood coagulation disorders 
• of advan�d age as thest: are more prone to dc:velop disorders such as car­

diac or rc:nal insufficiency. 
• stvtrt: hypcrcalcaemia 
• in cast of prt-txisting hy�ricalac:mia, caution should bt: uc:rcistd and the 

solution should only be administered if it is dear that the benefits outweigh 
the risks. 

As with all colloids, Gelaspan should only be used if hypovolaemia can not be 
sufficiently treated with crystalloids alone. In severe hypovolaemia colloids are 
usually applied in combination with crystalloids. 
Volume ovcrload due to ovtrdost or too rapid infusion must always bt: avoidc:d. 
The dosage must be adjusted carefully, particularly in patients with pulmonary 
or cardiocirculatory problems. 
Checks of serum electrolyte concentrations, acid-base balance, and water bal­
ance are necessary, in particular in patients with hypernatraemia, hyperchlo­
rac:mia or impairmt:nt of renal function. 
Electrolytes and fluids should be substituted according to individual require­
mt:nts if nectssary. 
The haemodynamic, haematological and coagulation system should be moni­
tored. 
During compensation of severe blood losses by infusions of large amounts of 
Gt:laspan, haematocrit and elc:ctrolytc:s must bt: monitored under all circum­
stances. 
likewise in those situations the dilution effect on coagulation factors should 
be observed, especially in patients with existing disorders of haemostasis. 
Because the product does not substitute lost plasma protein, it is advisable to 
check the plasma protein concc:ntrations, st:e also section 'Dosage, maximum 
dose'. 
Gelaspan must not be infused through the same in-fusion line together with 
blood or blood products (packed cells, plasma and plasma fractions). 

Paediatric population 
There is insufficient experience with the use of Gelaspan in children. Therefore 
Gdaspan should only be administered to these patients if the expected benefits 
clearly outweigh potential risk� (See also section 'dosage') 

Influence on laboratory tests 
laboratory blood tests (blood group or irregular antigens) are possible after Ge­
laspan infusions. Nevertheless it is recommended to draw blood samples .btll!rt
the infusion of Gelaspan in order to avoid hampered interpretation of results. 
Gelaspan may have an influence on the following clinical-chemical tests, lead­
ing to falsely high values: 
- erythrocyte sedimentation rate, 
- specific gravity of urine, 
- unspecific protein assays, e.g. the biuret method. 
Interactions with other medicinal products and other forms of intt:raction 
Caution should bt: excrciSt:d in patients concurrently taking or rt:ceiving 
medicinal products that can caust: sodium rt:tc:ntio11 (e.g. corticostt:roids, non­
steroidal anti-inflammatory agents) as concomitan!I administration may lead 
to ocdc:ma. 
Potassium, sparing diuretics, ACE inhibitors, non-st1'roidal anti-inflammatory 
agents, cyclosporine, tacrolimus or suxamt:thonium can increaSt: the strum 
potassium level. The concomitant administration of potassium-containing 
solutions and these drugs may lead to severe hyperlalaemia, which in turn may 
lead to cardiac arrhythmia. 
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� Adminjstration of potassium can rtduct the thtraptutic efftct of cardiac 
= glycos1des. 
__ ACTH, corticostr.roids and loop diuretics can incrtast tht rr.nal tlimination of 
- potassium. 
-

- Pregnancy and lactation 
__ Pregnancy 
-- Tor.rt are no or limited amount of data from the use of Gelaspan in pregnant 

women. Animal studies are insufficient with respect to reproductive toxicity. 
Due to the limited data available and the possibility of severe anaphylactoid/ 
anaphylaetic reactions with eonseeutive fottal and neonatal distrr.ss. the use 
of Gelaspan solutions during pregnancy should be restricted to emergency situ­
ations. 
Breastfeeding 
There are no or limited data rr.garding the excretion of sueeinylated gr.latin 
in mothers mil� but because of its high molecular weight it is not expected 
that the milk will contain relevant amounts. Sodium and chloride art normal 
constituents of tht. human body and of food. No significant increast in the 
content of these electrolytes in mothers milk is expected following the use of 
Gelaspan. 
Ftrtility 
There are no data on the effect of Gclaspan on human or animal fertility. 
However, because of the nature of its constituents it is considered unlikely that 
Gelaspan will affect fertility. 

Dosage 
� 

Dosage and infusion rate art adjusted according to the amount of blood loss 
and to individual nerds for restoration and maintenance of a stablt: har.mody­
namic situation, respectively. The doS<: administered is initially SOO to lOCIO ml 
on average, in case of severe blood loss higher doses can be applied. 
Adults 
In adults, 500 ml is administered al an appropriate rate depending on the 
haemodynamic status of the patient In the case of more than 20 per cent 
blood loss usually blood or blood components should be given in addition to 
Gelaspan. 
Maximum dose: 

The maximum daily dose is determined by the degree of haemodilution. Care 
must be taken to avoid a decreast of haemoglobin or the haematocrit below 
critical value� 
If necessary, blood or packed red cells must be transfused additionally. 
Attention must also be paid to the dilution of plasma proteins (e.g. albumin 
and coagulation factors), which must be adequately substituted if necessary. 
Infusion rate: 

Up to the first 20 of solution should be infused slowly in order to detect 
anaphylactic /anaphylactoid reactions as early as possible. See also sections 
'special warnings and precautions' and 'unde�rable effects'. 
In severe, acute situations, Gelaspan may be infused rapidly by pressure infu­
sion, 500 ml within 5- 10 min, until signs of hypovolaemia are relieved .. 
Poediatric population 
The safety and efficacy of Gelaspan in children have not yet been completely 
established. Therefore, no recommendation on a posology can be made. Ge­
laspan should only be administered to these patients if the expected benefits 
clearly outweigh potential ris� In those cases the patient's prevailing clinical 
condition should be taken into account and the therapy should be monitored 
especially carefully. (See also section 'special warnings and precautions1 
Elderly patients 
Caution should be exercised in patients suffering from further diseases like 
cardiac insufficiency or renal insufficiency that are frequently associated with 
advanced age (See also section 'special warnings and precautions'). 
Method of administrotion 
Intravenous use 
In case of pre:ssure: infusion, which might be ne:ce:ssary in vital e:me:rgr.ncit:S, all 
air must be remo�d from the: eontaintr and the infusion set before: the: solu­
tion is administered. 

Overdose 
Symptoms 
Overdose of Gelaspan may cause hype,volaemia and circulatory overload 
with a significant fall in haematocrit and plasma proteins accompanied by an 
electrolyte and acid base imbalance. This may be associated with consecutive 
impairment of heart and lung function (pulmonary oedema). 
Symptoms of circulatory overload are e.g. headache, dyspnoea, and jugular vein 
conge:stion. 

Treatment 
In case circulatory ovr.rload appears, the: infusion must be stopped and a rapid­
acting diuretic should be given. If an overdose occurs, the patient should be 
treated symptomatically with monitoring of electrolyte� 

Undesirable effects 
Undesirable effects arc listed according to their frequencies as follows:Very 
common:(? 1/10) 
Common: (?1/100 to <1/10) 
Uncommon:(? 1/1,000 to< 1/100) 
Rare:(? 1/10,000 to< 1/1,000) 
Very rare:(< 1/10,000) 
Not known: (cannot be estimates from the available data) 
As with other colloidal plasma substitutes, side effects can occur during and 
after the use of Gelaspan. These will usually involve anaphylactic/anaphylactoid 
reactions of varying severity. (Sec "Special warnings and precautions for use") 
Immune system disordtrs 
Rare: Anaphylactic/anaphylactoid reactions up to shock 
In the event of an anaphylactoid reaction, the infusion must be discontinued 
imme:diately and the: usual e:me:rge:ncytre:atment give:n. 
Blood and lymphatic system disorders 
Ve:ry common: Dccre:ase:d hae:matocrit and re:ductd concentration of plasma 
proteins. 
Common (depending on the administered dose): Relatively large doses of 
Gelofusint Gtlaspan re:sult in dilution of coagulation factors and can the:re:fort 
affect blood coagulation. Prothrombin time can be increased and activated 
partial thromboplastin time (aPTT) can be prolonged after administration of 
large doses of Gelofusine Gelaspan. See "Special warnings and precautions for 
use:•. 
Cardiac disorders 
Very rare: Tachycardia 

Vascular disorders 

Very rare: hypotension 

General disordtrs and administration site conditions 

Very rare: fever, chills 

Gastrointestinal disorders 
Unknown: nausea, vomiting, abdominal pain 
Investigations 

Unknown: oxygen saturation decreastd 

Nlllt; 

Patients should inform their doctor or pharmacist if they notice any side effect 
not mentioned in this leaflet 

Expiry date 
The product must not be used beyond the expiry date stated on the labelling. 

Instructions for storage / disposal / use/ handling 
Do not store above 30 ·c. Do not freeze. 
No spttial rr.quirr.ments for disposal 
The: product is supplitd in containe:rs for single: us, only. Unused contents of an 
opentd containtr must be discarded and not store:d for latr.r US<:. Do not re:con­
nect partially used containers. 
Only to be used if solution is clear, colourless or slightly yellowish and free of 
precipitate and the container and its closure are undamaged. 
Use immediately after connecting container to the giving set 
In the absence of compatibility studies, this medicinal product must not be 
mixed with other medicinal products. 

Last internal rt.vision: 02.2017 
Manufactured by: 
B.Braun Medical AG, 
Route de Sorge, 9 
1023 Crissier 
Switzerland 
Marketing Authorization Holder: 
B.Braun Melsungen AG 
Carl-Braun-StraBe 1 
34212 Melsungen 
Germany 
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