G¢ wiXdnqly

AlbuRx™ 25

CSL Behring
"B ABMEEER25%EHR

AlbuRx™ 25

FIEPEEESEE 000960 5%

EFAZERRAT - FASEISHERRLLRBABMABER -

- FBRERERPE  UERREEFERSS -

- BEITUEMAVEER - FEORIMAYRSEMNEEET -

- WWERRETSAE > BIEEMARVEREREL, I NESS IR RESRGMMA - TS
B NSHISE -

- HRIEAINE » SHEMRBAE DREHBAVRIFREE - BBEAIRAVEEENEEED

B

a. EH53

AEBHER

b. IREE

Sodium N- acetyltryptophanate 20 mmol/l
Sodium caprylate 20 mmol/l
Sodium chloride EEEMZ 27140 mmol/l
FESTAK BEEIF
BRNSEUETHIRE

BIKMERAR -

FAEREB250ARER » HHEDIS%EABAEZH -
AlbuRx 25794 FHRES ~ BB IR  SURENETAER -
AlbuRx 25S$1EE IR ESBISZERAT -

AlbuRx 25BEHBRZ B3 2= 72HIEH(140 mmol/l) °

BIEE

EEBIE - K52 - 1&5 -

B2tz
BRRIIETNEMHERBEARREN#SIIRBRENRE -
REEAEEAMFALBEER - BURRERIFRERIEAREDR -
BIE/EREN

AEERRNERRE « BIENMTERERBAERITREE -
BE

HEPEHSRHEANEL  AIENERREEURFETNERNERERKME B
BIEERIIAE SXRETCHTHREIE » MIERIKBMREEENSE ©

EFIABBERR - B)INHESAIIMRE NS » HASSESE -

- BIRMERAILEZR

« FAREFARER

- FENARIRER

- BERE

- ERE

- MEREIELL/MMATER

1\5B[% B (Paediatric population)

REMEBDEO0-18R) ZEIEMEREBEEEEZFTRAE -

AT

AlbuRx 257388 AEEY -

FERUEREMT] » HEISEAESRARETHEAS%EERES0.9%SICIN)  &@F
RRERIBEARNBSTMEIERE » BR—MREABE-28H/DiE -

MERAZ A5 80 IR IR FE A B RIS PRE ©

EMNEEENREZRUMRAHETESHBEEL FRNRER - [BEEERESE
HEE - FIal TIIRIER :

- BIEIMNE=IB

- SIME

- RiEFEARER

« fiiZKEE

« (BMM1%5RE (hemorrhagic diathesis)

- WEEM

« BITENEBRIMTREA (anuria)

2505/ A ABBREENBESEER AN MEEA4E - ALt - EMITEBENEED
Hg; DVENWMEREBEBBRERKD - BEBBEZSHENER » DL BRGNS
B e

200-25052/HHI ABEAEHARIL40-5052/ ANASHARBMEERENSRE - Sk
HERREEASENERERE - WIREEE BAESR#FERENTE -
HEHARBETELUESRKERE » AETEZENEREAM -
NRFEZRNFERA » FHERMAMIKEFRUER - DUNWNVERBE R FREMI
D ONRIIE S ~ SRR ~ M/ RFIATIIER) o
MRFRKIREBEZN S BERN A RE SN ERERR » TREREDMIE - TLHIMEB
B(UNSERE ~ IR FREE « SBEFARPEE)AVERIRIER ISR IRGT » SNEMEAHS - RRESIRE -
?%ﬁﬁi?ﬁﬂiﬂ@lﬁiﬁ? » IWETIRNE L& BB BER RS B2 EE TS HERY

AlbuRx 25BEHAREHEH3.2257HI8R(140 mmol/l) - [RINERE 2 BEEZ SIULIFIE -

ST P2 s [T

e AR MRS RMBMARVEEIR - /3T BEERIE - REEEEREEYE

BRE  SHERNBRRESMBFRERREEER  ERBUNREEFEEL/

FHRASESR (BT /AWR) S6) - it - EREMARBIMRN MR MR

o AEWRRENHIETEREAR T E R -

SERRARMNHTEIVRE N EARRE -

RIBBI SRS EENBEARRRAEIRNAS LT -

FLRBE—REBEREAIbRX 255 - ERAZBAHSREECIR TARUEZILER

EFERIRZ ERIRIN -

RE{EA

ABHEANEMER BN EFRIEEMERER - M » [BE

BEFEEGHIEY) - EENTREZEHEEHERLITE -

RERIET,

HRIRRRZEEMAIbuR 25 Ry EHRAIERARITE < 28 » RIEHEERERREE -

ERFHEEHR -« HihR WERREELEOEETENERE -

gzlb_l.\le 2SEARBEITENEDERVIATE - EimllfT - ABBERRARIIRFR—EER
e

HERIIRERMEDNEE

RBEBETHENNERRMNENETRIZE -

TRKIE

CHIFVER R BN AT ~ B2 ~ SHEMRBNRDEE - SLERBBETHTRREIS

FELEIRRVER - EEEFRHBERT » BREVBHNENENIEATIESEH

F o FEELEERP - UABLEETIRALEAAE -

BREBRITENNZEEEHN  F2R (EEREREEER) S5 -

BERE

MRBSNEIEXRBSE TEEREZMIE - —BRNEINMEBHGERE « WRE

# - TERFIRFEE) WERAE - NBIEBAHS © RREIKE DA RIMKERNER  @E

WRIIENEIEMBLARBENIIRE NS ECETSHAIER -

CIERVR - E2H

il

BRE
HEERRENARREEBENE

EREREIESE
NRETBHIBHEREUAT AL ETEEUERLIEERAE - —BEREBHIE
52 » [ERBIRIRITAVIN SRR 1SS IDNABREE -

Bt/ R

ATC {55 : BOSAAOL ©

EIFREDME - MRBARENRERDEY) -
HEEANHEHMBRRERENS0% MU L - MEVMSHTERSEEESREEIR10% -
{EFRtEHI/ WS

HEHSREENWEEDEEREHIMRNEEBNZE@IIENESR - HEHERERR
MAE - WEHE—EHE - 5 - ZYNSRNTES -

EEN B

kil

REBNERT  BETRBRERRENR4-55/B LTSS » HA40-45% BT
MEA » 55%-60%7EMENAIZER - IWNEMMELSZEENEREENEHNL - HE

BHOMEETRERETREEER T » REESEMNMIE R -

HEBR

FEEEBRT - BERMNFISERBAIOX - SRS R BN FERRIEH—EEiE
HHIERY - BIRE2EHERREE ) EER -

TERRRMZAE D » TESEEEI/EA - BFRIENENITIRERDR10% - @IS
EMEEHMBETEFEEENK - EEBENMBEESRISSOREZSF - R
i AREREET  BEASU—EFTIEANREXEMRFEINE R
EREIER

ANEBHERRABMEN—EESND - MENEREEEBEEESERRERE -
EYMERISMR R SIRRAMIT - AT ESNEEENEISWERG - HRE
FEREMNBEL - BEETHYNEREESITHEE

2SRl NBRERURNRSBIIRET - SHRENBUENTIEEN - TEEN
PREETVERIEMENMS: -

HittEg®

FHEEIE

AlbuRx 25 R BEEAEMWEEY)RE - BIESMRAMINERER -

BRRRAS I BTE TR

3% -

BEBAEAR %5520/ AlbuRx 25 - BXHEARRIIENK AN SFZEUZEN (EXP) 2% -
DFFEAIbURX 251830°C PALE © 05K o #RBIRENEH » UBRNE -
EREGEREREIERE -

EERIEIERIEE

AlbuRx 25T ESAREST -

AARABEMT - WOt RESE2ERARBEWS%EERE0.9% i) - BER
ARTEELUER KGR - REOERENEE MRS -

MRHEAESR » AEREEERIEREZERNER -
ABARBERNERTLE - SWTARSEREBNSTEY - TEENSEHET
EXNEBREZSREE - AIRTER -

—BR2EM% - REWEIENER - FARERNERSEEYRZIZREMERR
}E o

B8R

AlbuRx 25%3EE RERHI Type NIEIB/) iR (BRIZEER)

- 12,558 / S0EFH

2553 / 1002FH

SUER © CSL Behring AG

# HE : Wankdorfstrasse 10, 3014 Bern, Switzerland

Y&/ © CSL Behring LLC

# IE © Route 50 North, 1201N. Kinzie, Bradley, IL 60915, USA

E P REEENERAT

b 2HHIEREERER1E3335R1612(1612F)

& 3E ¢ (02)2757-6970

AXHMEETEHER

2017528

BfiEE : AlbuRx®2CSL Behring AGTEEFZEIRAIEMAIE -

el



CSL Behring
AlbuRx™ 25

MoHW-Biologics-Import-Reg. No. 000960

Read all of this leaflet carefully before you start using this medicine.

e Keep this leaflet. You may need to read it again.

e If you have further questions, ask your doctor or pharmacist.

® This medicine has been prescribed for you. Do not pass it on to others. It may harm
them, even if their symptoms are the same as yours.

e |f any of the side effects gets serious, or if you notice any side effects not listed in this
leaflet, please tell your doctor or pharmacist.

Composition

a. Active substance
Human albumin

b. Excipients

Sodium N-acetyltryptophanate 20 mmol/I
Sodium caprylate 20 mmol/I
Sodium chloride g.s. to a sodium content of 140 mmol/I

Water for injections g.s.toll
Pharmaceutical form and active substance content per unit
Solution for infusion for intravenous use.

The solution contains 250 g/l of human plasma protein, of which at least 95% is human
albumin.

AlbuRx 25 is an almost colourless, yellow, amber, or green solution for infusion.
AlbuRx 25 is hyperoncotic to normal plasma.

AlbuRx 25 contains approximately 3.2 mg sodium per ml of solution (140 mmol/I).
Therapeutic indications

Hypoproteinemia, shock, burns.

Description

Restoration and maintenance of circulating blood volume in cases of volume deficiency
where the use of a colloid is indicated.

The choice of albumin rather than artificial colloid will depend on the clinical situation of
the individual patient, based on official recommendations.

Posology / Method of administration

The concentration of the albumin solution used, the dosage and the infusion rate should
be adjusted to the patient’s individual requirements.

Posology

The dose required depends on the size of the patient, the severity of trauma or illness
and on continuing fluid or protein losses. Measurements of the circulating blood volume,
and not just of the plasma albumin level, should be used to determine the dose required.

Human albumin should be administered under careful haemodynamic monitoring; the
parameters include:

e arterial blood pressure and heart rate
e central venous pressure

¢ pulmonary artery wedge pressure

e urine output

e electrolytes

® haematocrit / haemoglobin
Paediatric population

The posology in children and adolescents (0-18 years) should be adjusted to the
patient’s individual requirements.

Method of administration
AlbuRx 25 is administered intravenously.

The product is ready for use and can be administered either directly or it can first be
diluted with an isotonic solution (e.g. 5% glucose or 0.9% sodium chloride). The infusion
rate should be adjusted according to the individual circumstances and the indication,
but should normally not exceed 1 - 2 ml/min.

In plasma exchange the infusion rate should be adjusted to the rate of removal.

Contraindications
Patient who has hypersensitivity to albumin preparations or to any of the excipients.
Warnings and precautions for use

In the event of allergic or anaphylactic type reactions the infusion must be discontinued
immediately and appropriate treatment must be instituted. In case of anaphylactic
shock, the current medical guidelines for shock should be followed to care.

Albumin should be used with caution in all conditions where hypervolaemia and its
consequences or haemodilution could represent a special risk for the patient. Examples
of such conditions are:

e congestive cardiac failure

* hypertension

* oesophageal varices

* pulmonary oedema

* hemorrhagic diathesis

® severe anaemia

e renal or postrenal anuria

The colloid-osmotic effect of human albumin 250 g/l is approximately four times that of
blood plasma.

Therefore, when concentrated albumin is administered, care must be taken to assure
adequate hydration of the patient. Patients should be monitored carefully to guard
against circulatory overload and hyperhydration.

200 - 250 g/l human albumin solutions are relatively low in electrolytes compared to the
40 - 50 g/l albumin solutions. When albumin is given, the electrolyte status of the patient
should be monitored and appropriate steps taken to restore or maintain the electrolyte
balance.

Albumin solutions must not'be diluted with water for injections as this may cause
haemolysis inpatients.

If comparatively large volumes.are to be replaced, controls of coagulation and haemato-
crit are necessary. Care must be taken to ensure adequate substitution of other blood
constituents (coagulation factors,electrolytes, platelets and erythrocytes).
Hypervolaemia may occur if the dosage“and infusion rate are not adjusted to the
patient’s circulatory situation. At the first clinical signs of cardiovascular overload
(headache, dyspnoea, jugular vein congestion), or in the event of increased blood
pressure, raised central venous pressure or‘pulmonary oedema, the infusion must be
stopped immediately and the patient’s haemodynamic parameters must be carefully
monitored.

AlbuRx 25 contains approximately 3.2 mg sodium per ml of solution (140 mmol/l). That
should be taken into consideration for patients on a contfrolled sodium diet.

Information on safety in regard to transmissible agents

Standard measures to prevent infections resulting from the use-of medicinal products
prepared from human blood or plasma include selection .of donors, screening of
individual donations and plasma pools for specific markers of infection and the inclusion
of effective manufacturing steps for the inactivation/removal of viruses (see also section
“Properties/effects”). Despite this, when medicinal products prepared from human
blood or plasma are administered, the possibility of transmitting infective agents cannot
be totally excluded. This also applies to unknown or emerging viruses and other
pathogens.

Albumin manufactured to European Pharmacopoeia specifications is regarded as
having reliable viral safety.

It is recommended that every time AlbuRx 25 is administered to a patient, the nameand
batch number of the product should be recorded in order to create a link between the
patient and the batch of the product.

Interactions

No specific interactions between human albumin and other medicinal products are
known. However, it should be borne in mind that the effects of medicinal products that
bind strongly to albumin may be influenced by changes in the albumin level.
Pregnancy and lactation

No controlled clinical studies on the use of AlbuRx 25 in women during pregnancy are
available.

However, clinical experience with albumin has not yet given rise to any evidence of
harmful effects on the course of pregnancy, to the fetus, or to the neonate. No animal
reproduction studies have been conducted with AlbuRx 25. However, human albumin is
a normal constituent of human blood.

Effect on the ability to drive and use machines
There is no evidence of adverse effects affecting the ability to drive or use machines.
Undesirable effects

Mild reactions such as flush, urticaria, fever and nausea occur rarely. These reactions
normally disappear rapidly when the infusion rate is slowed down or the infusion is
stopped. In very rare cases, severe allergic reactions such as anaphylactic shock can
occur. In these cases, the infusion must be stopped and an appropriate treatment must
be initiated.

For safety information with respect to transmissible agents, see section “Warnings and
precautions for use”.

Overdose

Hypervolaemia may occur if the dosage and infusion rate are too high. At the first clinical
signs of cardiovascular overload (headache, dyspnoea, jugular vein congestion), or in
the event of increased blood pressure, raised central venous pressure or pulmonary
oedema, the infusion must be stopped immediately and the patient’s haemodynamic
parameters must be carefully monitored.

Properties / effects
ATC code: BO5AA01.
Pharmacotherapeutic group: Plasma substitutes and plasma protein fractions.

Albumin accounts quantitatively for more than 50% of the total protein in the plasma
and represents about 10% of the protein synthesis activity of the liver.

Mechanism of action / Pharmacodynamics

The most important physiological functions of albumin results from its contribution to
oncotic pressure of the blood and its transport function. Albumin stabilizes circulating
blood volume and is a carrier of hormones, enzymes, drugs, and toxins.
Pharmacokinetics

Distribution

Under normal conditions, the total exchangeable albumin pool is 4 - 5 g/kg body weight,
of which 40 - 45% is present intravascularly and 55 - 60% in the extravascular space.
Increased capillary permeability alters albumin kinetics. Abnormal distribution can occur
under pathological conditions, e.g. after severe burns and in septic shock.

Elimination

Under normal conditions, the average half-life of albumin is about 19 days. The balance
between synthesis and breakdown is normally achieved by a feedback mechanism.
Elimination is predominantly intracellular and due to lysosomal proteases.

In healthy subjects, less than 10% of infused albumin leaves the intravascular
compartment during the first 2 hours following infusion. There is considerable individual
variation in the effect on plasma volume. In some patients the plasma volume remains
increased for several hours. However, in critically ill patients, albumin can leak out of the
vascular system in substantial amounts at an unpredictable rate.

Preclinical data

Human albumin is a normal constituent of human plasma and its action does not differ
from that of physiological albumin.

Single dose toxicity testing in animals is of little relevance and does not permit the
evaluation of toxic or lethal doses or of a dose-effect relationship. It is not possible to
carry out repeated dose toxicity testing in animals due to the development of antibodies
to heterologous proteins.

To date, human albumin has not been reported to be associated with embryo-fetal
toxicity, mutagenic, or carcinogenic potential. No signs of acute toxicity have been
described in animal models.

Other information

Incompatibilities

AlbuRx 25 must not be mixed with other medicinal products, including whole blood and
packed red cells.

Shelf life and special storage conditions

3 years.

Do not use AlbuRx 25 after the expiry date which is stated on the outer carton and the
vial label after "EXP". Do not store AlbuRx 25 above 30°C. Do not freeze. Keep the vial
in the outer carton in order to protect from light. Keep out of the reach of children.
Instructions for use and handling

AlbuRx 25 is administered intravenously. The solution can be administered either
directly or can first be diluted with an isotonic solution (e.g. 5% glucose or 0.9% sodium
chloride): Albumin solutions must not be diluted with water for injections as this may
cause haemolysis in patients.

If large volumes are administered, the product should be warmed to room or body
temperature before use.

The solution is clear and slightly viscous. Do not use infusion solutions that are cloudy
or have deposits. This may indicate that the protein is unstable or that the solution has
become contaminated.

Once the container has been opened, the contents should be used immediately. Any
unused product or waste material should be disposed of in accordance with local
regulations.

Packs

®12.59/50 ml

® 259/ 100 ml

Manufacturer: CSL Behring AG

Address: Wankdorfstrasse 10, 3014 Bern, Switzerland

Manufacturer: CSL Behring LLC

Address: Route 50 North, 1201N. Kinzie, Bradley, IL 60915, USA

Pharmaceutical company: CSL Behring Ltd.

Address: Rm. 1612, 16F., No.333, Sec. 1, Keelung Rd., Xinyi Dist., Taipei City 110, Taiwan
(R.O.C)

Telephone number: (02) 2757-6970

Date of revision of the text

February 2017

Note: AlbuRx® is a registered trademark of CSL Behring AG in many countries.
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