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Blood and lymphatic system Freguent Eosinophil counts increased
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Vascular disorders Froquent Flushing, hypoension
| Hepatobiliary disorders Frequent Elevated liver enzyme levels (AST, ALT)
Skin and subcutaneous tissue | Frequent Rash, pruritus
G-'nldmh‘l‘ Frequent Fever, chills, catheter site pain
Investigations Frequent |0|e&u:u1pouun s hlmmm
Reporting of suspected adverse reactions

W WMMGMMIWKMMMMMWM

hatance of the medicine. Healthcare suspected adverse drug

o e e e
safety of the product. '

and symploms:
In section 4.8).
e S T e e B L s s
patents and was generally wel folerated " e
m—!dm

in s not dialysable.

5. PHARMACOLOGICAL PROPERTIES

51 Pharmacadynamic properties

ngﬂuuﬂﬂcrmmmtm
Pharmacological ciassification: A 20.2.2 Antimicrobial {chemotherapeutic agents): Fungicides

MWMMLWM Mﬂdm‘lgrmlmtmwlwlofm

mn
mmmu,z}wlm W‘"

nmummmwwwm nhmbm umm mquarm
A minimal i

S e T |mmsmn-6m L1 o
mnm there is insufficient freatment

fiamanm

S
%
%

by species or regon.
Luim%vwmm %%&mmmmm The efficacy of

in acetate is active against straing of Canviida with intrinsic o
in B, or flucylosine, with their different mechanisms

dmanmmmmuwmeMImwm

uired resistance to fluconazole,
action.

Two radio-labeled inetic studies were conducted. In one study, plasma, wine and were

S o . oo S A s oot § e Ko T e

rechoactvly was ecoreeed: 41 5  Lrne and 34

Plasma concentrations of radicactivity and of caspof mdmlldm et 248 s o s,

pecate redcie e el e ol e & el e ol ganaten

°'““W" "‘“’“’ hee mﬁﬁm‘“"m@““ el
B s s & b Bop oty 015

MI-MMM

mwnrmmm mepmspmmin
m%mmywnwmnﬁz@'

mmmmm:%mﬂm‘ummmnMMnm

ﬂ Mrmmm“:'ﬁ%ly wmﬁm!m"?ummmmu

mmﬁm mmummmmuzauhdw
hchlld‘m(aouz l1ytn)miv1ngﬂm in 2t 50 daily (maximum 70
omn day ?nt ):‘m“m&m':v:‘n
dllldrunmm1 ﬂ(day mmnmmmw

;v::wwwmﬁmmm&mﬂ mm%w
Asinthe

children, these children who received 50 dally had slightly higher AUCo e values on
g %mﬂ?;‘w T "’wmmm""mw“é
e chiden 2 11 yeas 6 tai eced

Mﬁﬂ mwﬂdm R 1 s 08

by a stidy in neonates and infants

dal% the wwomnln plasma

for these %
ised that the W

2.

6.
1 List of excipients

itol
um hydronide (for pH adjustment)

e ooy e o s

m’n such diluents.

Storage of the M
Fmanwumlomw ew, the
times and md
_tur24

aulmon

dhw

m%um ﬁlwﬂ!

“Mumm&dnh

E

m‘&uwd im If not used immedi n-mmw
p!?‘;l'éwm been de

below 25 unuummnz 10 e preparation of the patients

el ﬂﬁﬁiﬂg At
ﬂz'c mw“

Mmmnhaﬂmnum(m -8°C)

mmmmm and dilution of the medicine, see section 6.3,

and of container
SOde 0N for concentrate for solufion for infusion ed in 10mL
mwﬁmmmummwmui llla»df'"‘mi i chr s el

&ﬂﬂlnmiﬂmw mlvial.
Kmlmtm!ﬂml(ﬂw%

33‘9

nmumm
s o data available on the

kaum%mn
hmmmm medichel wwmmmm particulate matter or

use.
Any unused medicine or waste material must be disposed of in accordance with local requirements.
INSTRUCTION FOR USE IN ADULTS
%’omm"“""h‘ %mm the refrigerated yial of IVECAS to room temperature and
155l sz vk e et G SN VAl iy o 3 L i i o
The mm_ummtmmm Mix gently unti a ciear soion i obtzined.
Reconslituted soltions mater or discolouration, The reconstituled solution

mlybamudfnrupmtmmg o

The reconsituted solution is clear and mwﬂallyfrulmuﬂawﬁn

2 Addition of reconstituted IVECAS fo patient infusion solution
mummsumtummmummmozzs%.oawus%mtonm or lactated

8’

Ringer’s soluion.
%m#’uf"ﬁ'n""”’ L mzwmu ﬁq m MMMlmﬁsn“
1WmLma/ nmmyfuwmgorﬁmydarymbo unmsdum:dmdwlfﬂy

%Wm&‘mﬂmm mgymzumnnmummzs'wmwmnmw

Preparation of the patient infusion solutions in adults:

DOSE* Volume of reconstituted Reduced vol
IVECAS for transfer (m:ﬂ'm Hldw(lm“:llhd
10 intravenous bag IM”EIIII.) IVECAS added to 100
or bottie concentration

70mg 1omL (mrg/mL

70mum Somavi TamL 0,28 mg/mL Not recommended

(o two 50 mg vials|™

[50mg 0 020 mginL 047 minL

m smL 0,14 mg/mL 034

%muo . mg/m mg/ml

3 7ml 0,14 mymL 034

ﬂ': — mg/mi mg/ml

ane 50 mg vial)

'10.5 mL should be used for reconstitution of all viais
70 mg vial is not available, the 70 mg dase can be prepared from two 50 mg vials

mmummmh
mmmof uuamuaﬁ MM“MMWW&MMMM‘

b /e e Kt b

3600
"Mosteller RD: Simplified Calculation of Body Surface Area. N Engl J Med 1987 Oct 22:317(17): 1098 fletier)

of the 70 >3 months of

ine the actual mwmmmmmmnwwﬂnmwsﬂwmm
u'ldﬂniulmnq ymr:
BSA (m?) X 70 mg/m* = Loading )
The maximum loading dose on day 1 not exceed 70 mg regardless of the patient's calculated dase.

’gié
-

1 room
10,5 mL of water for injection.* This reconstituted solution may be stored for up to 24 hours at or

vial.

jve a final in concentration in the vial of 7,2 Lﬂ 70
. Remove Te volume of medicinal product &n-aumw dose (Step 1) from
fransfer this volume (mlLy of reconsituted VECAS to an IV bag (or boitie) contaning 250 mL US% 0,45 % or
%%mmmmmmu ralsl ection. , the volume (mL¥ u
can be added t 2 roduced volume of 0.9 %, 0,45 5 or 0,225 5 m
| col bomdmﬂnnzums

) mmmsmm,uumdmmmm must

or below 25 ° 2
5. If the calculated dose s less e be from 2- 4 from
uuwwﬁ > 3 months 6'7 {u:aw . The
{1l caspAih COnCemTAn f e 50 g i et rECORSTLZan § 52 QML "
of the 50 MMWMNM#
1 Inemeamal mﬁn\‘.m mmwmmmmmﬁ mwm
X ance b
mmmmumtmwm regardiess of the patient’s calculated dose.
%Mﬂmlmc‘*v:ﬂm mlmmmdl'&imnmm *This reconstiuted be stored for uj UZdMumlnr
below 25°C.* This wil give a final Inmminmemoig? (ui a
4. Remove the volume of medicing equal o the caicutated daily mail Aﬁ)ﬂml
transfer this volume (mLy of reconstituted VECAS to an IV w deUS%o, S or
ﬁ%mlmmmlﬂm u'lmuﬂlnrs
ne:mdmm»advnlm:ofoaso % 0r 0225 % hmdm R?m
mmmm‘e mo/mL Ths | solution must be mlnmmn
5. If the actual (L amm“mdman%nmudnumgbemdmm 3vh|‘=h:m
2- 4 from of the 70 infusion for paediatric 3 ]
vial)" The nﬂ caspofungin g P ik ~
Notes:
2. The white fo off-white cake will dissolve completely. Mix gently until a clear solufion is obtained.
b. mmmmrﬁwmmwmmnmummdmmmwm
[ NECASBWMMMMIIMJ&(SOmna?l)mg]mwnllsMMMmmmm.
1IDLI!ROFTHECHI’I’W‘ENIEISI‘IWIII
o -
1"Hoor ramm Stee Park
wmu
%2%7077(!)0
or 0860-PHARMA (742 762)
8. REGISTRATION NUMBERS
IVECAS 50 V: A5020.2.2/1014
IVECAS 70 V: A50v20.2.2/1015
9. DATE OF FIRST AUTHORISATION
18 May 2021
10. DATE OF REVISION OF THE TEXT
26 February 2025

pharma (s)dynamics



PATIENT INFORMATION LEAFLET
SCHEDULING STATUS: [S4]

IVECAS 50 IV powder for solution for infusion
IVECAS 70 IV powder for solution for infusion

n
Contains sugar (sucrose and the sugar alcohol,

Each 50 mg vial contains sucrose 35,7 mg and
mannitol 23,8 mg

Each 70 mg vial contains sucrose 50,0 mg and
mannitol 33,3 mg

Read all of this leaflet carefully before you or your child

are given IVECAS

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

« If you have further questions, please ask your doctor,
pharmacist, nurse or other healthcare provider.

* IVECAS has been prescribed for you personally and you
should not share your medicine with other people. It
may harm them, even if their symptoms are the same as
yours.

What is in this leaflet

1. What IVECAS is and what it is used for

2. What you need to know before you use IVECAS
3. How to use IVECAS

4. Possible side effects

5. How to store IVECAS

6. Contents of the pack and other information

1. What IVECAS is and what it is used for

IVECAS is an antifungal medicine containing caspofungin
that interferes with the production of a component (glucan
polysaccharide) of the fungal cell wall that is necessary if
the fungus is to continue living and growing. Fungal cells
exposed to IVECAS have incomplete or defective cell walls,
making them fragile and unable to grow.

IVECAS is used to treat certain types of fungal infections in
adults and children 3 months to 17 years of age.

2. What you need to know before you are administered
IVECAS

IVECAS should not be administered to you

Tell your doctor or healthcare professional before being

given the injection if:

« if you are hypersensitive (allergic) to mpofmgln or any
of the other ingredients of IVECAS (see section 6)

« if you have very poor liver function.

You should not be administered IVECAS if any of the above

apply to you. if you are not sure, talk to your doctor or

pharmacist before IVECAS is administered to you.

Warnings and precautions

Tell your doctor or healthcare professional before being

given the injection:

« if you are allergic to any other medicines
if you are already taking ciclosporin (used to help prevent
organ transplant rejection or to suppress your immune
system), as your doctor may need to run exira blood tests
during your freatment

« if you have ever had liver problems, as your doctor may
want to change your dose of IVECAS

« if you have any other medical problem.

IVECAS may also cause serious skin reactions such as

Stevens-Johnson syndrome (SJS) (painful skin condition

that causes painful blister and sores of the skin and mucous

membranes, especially in the mouth) and toxic epidermal

necrolysis (TEN) (serious illness with blistering of the skin).

Children and adolescents

No information is available on the use of IVECAS in infants
under 3 months of age and it should therefore not be
administered to them.

Other medicines and IVECAS

Always tell your healthcare provider if you are taking any

other medicine. (This includes complementary or traditional

medicines.)

* ciclosporin or tacrolimus (used to help prevent organ
transplant rejection or to suppress your immune system)
as your doctor may need to run extra blood tests during
your freatment due to possible higher levels of certain
liver enzymes and lower levels of tacrolimus in your blood

« rifampicin (an antibiotic used for tuberculosis (TB) or
other infections) as the effect of IVECAS can be increased

« the following medicines as it may lower the caspofungin
levels in your blood:

4 some human immunodeficiency virus (HIV) medicines
such as efavirenz or nevirapine

* m_enytni)n or carbamazepine (used for the treatment of
seizures|

+ dexamethasone (a steroid - used for inflammation).

If you are not sure, talk to your doctor or healthcare provider

before you are given IVECAS.

Pregnancy, breastfeeding and fertility

If you are pregnant or breastfeeding your baby, think you
may be pregnant or are planning to have a baby, please
consult your doctor, pharmacist or other healthcare provider
for advice before IVECAS is administered to you.

IVECAS has not been studied in pregnant women. You
should not use IVECAS when you are pregnant.

It is not known if IVECAS is excreted in human breastmilk.
You should not breastfeed your baby whilst on treatment
with IVECAS.

Driving and using machines

IVECAS may make you feel dizzy or sleepy and may cause
blurry vision. You should not drive or use machines until you
know how freatment with IVECAS you.

Itis not always possible to predict to what extent IVECAS
may interfere with the dasly activities of a patient. Patients
should ensure that they do not engage in the above
activities until they are aware of the measure to which
IVECAS affects them.

IVECAS contains sugar

IVECAS contains sucrose (a type of sugar). If you have been
told by your doctor that you have an intolerance to some
sugars, talk to your doctor, nurse or pharmacist before you
are given IVECAS.

IVECAS contains sodium
IVECAS contains less than 1 mmol (0,023 mg) sodium per
10 mL, that is to say essentially ‘sodium free’.

3. How to use IVECAS

Do not share medicines prescribed for you or your child with
any other person.

You will not be expected to give IVECAS to yourself. It will be
given to you by a person who is qualified to do so.

IVECAS will be given once daily and will be slowly dripped
into a vein (intravenous infusion), over about an hour.

Your doctor will decide on your dose. It will depend on the
type of infection, your weight and your liver function.

Your doctor will work out the dose for your child, based on
his/her height and weight.

The dose for children and adolescents may differ from the
adult dose.

Your doctor will tell you how long your treatment with
IVECAS wiill last.

If you have the impression that the effect of IVECAS is too
strong or too weak, tell your doctor or pharmacist.

If you use more IVECAS than you should

Since a healthcare professional will administer IVECAS,
he/she will control the dosage. However, in the event of
overdosage your doctor will manage the overdose.

If you forget to use IVECAS
Since a healthcare professional will administer IVECAS, it is
unlikely that the dose will be missed.

If you stop using IVECAS

Do not stop receiving freatment before your doctor agrees;
the fungus (moalg causing the disease may become
resistant to VECAS.

4, Possible side effects

IVECAS can have side effects.

Not all side effects reported for IVECAS are included in
this leafiet. Should your general health worsen, or if you
experience any untoward effects while using IVECAS,
please consult your doctor, pharmacist or other healthcare
professional for advice.

If any of the following happens, stop using IVECAS and tell
your doctor immediately or go to the casualty department at
your nearest hospital:
* swelling of the hands, feet, ankles, face, lips, mouth
or throat, which may cause difficulty in swallowing or
breathing
 rash that gets worse or itching
 fainting.
These are all very serious side effects. If you have them, you
may have had a serious allergic reaction to IVECAS. You may
need urgent medical attention or hospitalisation.

Tell your doctor immediately or go to the casualty

department at your nearest hospital if you notice any of

the following:

* cough, serious breathing difficulties - if you are an adult
and have invasive aspergillosis (infection, usually of the
lungs) you may be experiencing a serious respiratory
problem that could result in respiratory failure

* rash, skin peeling, mucous membrane sores, hives, large
areas of peeling skin

 decreased flow of bile, enlarged liver, yellowing of the
skin and/or whites of the eyes (jaundice), liver injury, liver
disorder

« if your child or adolescent is having a faster heartbeat
than normal.

These are all serious side effects. You may need urgent

medical attention.

Tell your doctor if you notice any of the following:

Frequent side effects:

* decreased haemoglobin (decreased oxygen carrying
substance in the blood) and red blood cell count - you
may feel weak, dizzy and have a headache

« feeling tired and getting infections easily (low white blood
cell count

* decreased blood albumin (a type of protein) in your blood,
decreased potassium or low potassium levels in the blood

* headache

* inflammation of the vein (red and tender skin)

 shoriness of breath

* nausea (feeling sick), vomiting (being sick), diarrhoea
(loose bowels)

« changes in some laboratory tests (including increased
values of some liver tests)

* skin rashes, itching, redness, sweating more than usual

* joint pains

« fever, chills

« itching at the site of the injection

« catheter site pain, flushing, low blood pressure.

Less frequent side effects:

« changes in some laboratory blood tests (including
diseases of blood clotting, platelets and white blood cells)

* bruising or bleeding more easily and feeling tired. This
could be because of various blood problems. Your blood
will be tested in hospital

* loss of i

* swelling (increase in amount of body fluid), imbalance
of salts/electrolytes in the body, high sugar level in the
blood, low calcium level in the blood, increase calcium
level in the blood, low magnesium level in the blood

 confusion, feeling tired, having tremors (metabolic
ac:osis; this occurs when your body produces too much
acid)

* low blood pressure (you may feel dizzy when getting up)

« disorientation, feeling nervous, being unable to sieep

« feeling dizzy, decreased feeling or sensitivity (especially
in the skin), shaking, feeling sieepy, change in the way
things taste, tingling or numbness

* biurred vision, increase in tears, swollen eyelid, yellowing
of the whites of the eyes

* sensation of fast or irregular heartbeats, palpitations
$f:eling your heartbeat), abnormal heart rhythm, heart

ilure

« flushing, hot flush, high blood pressure, low blood
pressure, redness along a vein which is extremely tender
when touched

* tightening of the bands of muscle around the airways
resulting in wheezing or coughing, fast breathing rate,
shortness of breath that wakes you up, shortage of
oxygen in the blood, abnormal breath sounds, crackling
sounds in the lungs, wheezing, stuffy nose, cough, throat
pain

« belly pain, upper belly pain, bloating, constipation,
difficulty swallowing, dry mouth, indigestion, passing
gas, stomach discomfort, swelling due to build-up of fluid
around the belly

* abnormal skin tissue, generalised itching, hives, rash of
varying appearance, abnormal skin, red often itchy spots
on your arms and legs and sometimes on the face and
the rest of the body

. backpaln pain in an arm or leg, bone pain, muscle pain,
muscle weakness

* loss of kidney function, sudden loss of kidney function

« injection/infusion site complaints (redness, hard Iump.
pain, swelling, irritation, rash, hives, leaking of fluid from
the catheter into the tissue), inflammation of veln at
injection site, feeling hot, feeling cold

« alterations in some laboratory blood and urine tests
(including kidney electrolyte and clotting tests), increased
levels of the medicines you are taking that weaken the
immune system

« chest discomfort, chest pain, feeling of body temperature
change, generally feeling unwell, general pain, swelling of
the face, tendemess, feeling tired.

The following side effects have been reported but the

frequency for them to occur is not known:

* Stevens-Johnson syndrome (SJS) (painful skin condition
that causes painful blister and sores of the skin and
mucous membranes, especially in the mouth) and toxic
e?m":kahl'l ;1ecmlysls (TEN) (serious iliness with blistering
o X

If you notice any side effects not mentioned in this leaflet,
please inform your doctor or pharmacist.

Reporting of side effects

If you get side effects, talk to your doctor, phannaclstm
nurse. You can also report side effects to
via the Med Safety P(MedaafetyXSAHPRA)and
eReporting platform (who-umc.org) found on the SAHPRA
website. By reporting side effects, you can help provide
morenformabononmosafatyoflVECAs‘Yw can also send
an email directly to the company, pharmacovigilance@
pharmadynamics.co.za, to ensure safety of the product.

5. How to store IVECAS

Store all medicines out of reach of children.

Store in the original outer packaging in a refrigerator at or
between 2 - 8 °C.

Do not freeze.
Reconstituted concentrate should be used immediately.
Chemically and ically stable for 24 hours at or below

phys
25 °C or in the refrigerator at 2 - 8 °C prior to the
preparation of the infusion solution.

Your healthcare provider will check that IVECAS is not past
its expiry date stated on the label and carton before giving
you the injection.

Return all unused medicine to your pharmacist.

Do not dispose of unused medicine in drains or sewerage
systems (e.g. toilets).

6. Contents of the pack and other information

What IVECAS contains:

The active substance is caspofungin.

« each 10 mL vial of VECAS 50 IV contains caspofungin
acetate equivalent to caspofungin 50 mg

« each 10 mL vial of IVECAS 70 IV contains caspofungin
acetate equivalent to caspofungin 70 mg.

The other ingredients are glacial acetic acid, mannitol,
sodium hydroxide (for pH adjustment) and sucrose.

ml%mllhmmdhmk

Unopened

Each vial of IVECAS contains white to off-white lyophilised
powder.

Reconstituted product in vials

Clear solution essentially free from visible particles.
Diluted product for infusion

Clear solution essentially free from visible particles.
IVECAS 50 IV and 70 IV Iyophilised powder for solution

for infusion are supplied in clear glass type |, 10 mL vials,
sealed with a rubber stopper and an aluminium band with a
plastic flip-off cap.
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PASIENTINLIGTINGSBLAD
SKEDULERINGSTATUS: [S4]

IVECAS 50 IV poeier vir oplossing vir infusie
IVECAS 70 IV p('x(e;er vir oplossing vir infusie

spofungien
Bevat suiker (sukrose en die suikeralkohol, mannitol)
Elke 50 mg flessie bevat sukrose 35,7 mg en
mannitol 23,8 mg
Elke 70 mg flessie bevat sukrose 50,0 mg en
mannitol 33,3 mg

Lees hierdie hele nimmpsblld deeglik deur, voordat u,

of u kind, IVECAS toegedien

* Hou hierdie inligtingsblad. Dlt mag nodig wees vir u om
dit weer te lees.

* Indien u verdere vrae het, vra asseblief u dokter, apteker,
verpleegkundige of ander gesondheidsorgverskafer.

« [VECAS is vir u persoonlik voorgeskryf en u moet nie u
medisyne met ander mense deel nie. Dit mag skadelik
wees vir hulle, selfs al is hulle simptome dieselfde as u eie.

Inhoud van hierdie inligtingsblad

1. Wat IVECAS is en waarvoor dit gebruik word

2. Wat u nodig het om te weet, voordat IVECAS aan u
toegedien word

3. Hoe om IVECAS te gebruik

4. Moontlike newe-effekte

5. Hoe om IVECAS te bewaar

6. Verpakkingsinhoud en ander inligting

1. Wat IVECAS is en waarvoor dit gebruik word

IVECAS is 'n swamwerende medisyne, wat kaspofungien
bevat, en inmen met die produksie van 'n komponent

van die swamse! (glukanpolisakkaried). Hierdie
komponent word be lgvr(ieswmsemibe

en groei. Swamselle wat aan IVECAS blootgestel word, het
onvolledige, of defektiewe selwande, wat hul broos maak en
nie in staat stel om te groei nie.

IVECAS word gebruik om sekere tipes swaminfeksies by
volwassenes en kinders (vanaf 3 maande tot 17-jarige
ouderdom), te behandel.

2. Wat u nodig het om te weet, voordat IVECAS aan u
ien word

IVECAS moet nie aan u toegedien word

Vertel u dokter of gesondheidsorgdeskundige, voordat die

inspuiting aan u toegedien word, indien:

« u hipersensitief (allergies) is vir kaspofungien, of enige van
die ander bestanddele van IVECAS nie (sien afdeling 6)

* indien u 'n baie swak lewerfunksie het nie.

IVECAS moet nie aan u toegedien word, indien enige van

bogenoemde op u van toepassing is nie. Indien u onseker

Is, praat met u dokter of apteker, voordat IVECAS aan u

toegedien word.

Waarskuwings en voorsorgmaatreéls
Vertel u dokter of gesondheldsorgdedmndige. voordat die
Inspuiting aan u toegedien word:

« indien u allergies s vir enige ander medisyne

« indien u alreeds siklosporien neem (gebruik om te
voorkom dat 'n orgaanoorplanting verwerp word, of om
u immuunstelsel te onderdruk), aangesien dit nodig mag
wees vir u dokter om bykomende bloedtoetse tydens u
behandeling uit te voer

« indien u ooit lewerkwale gehad het, aangesien u dokter
mag besluit om u IVECAS dosis te verander

* indien u enige ander mediese kwaal het.

IVECAS mag ook emstige velreaksies, soos Stevens-

Johnson-sindroom (SJS) (pynlike veltoestand wat seer blase

en sere van die vel en slymviiesmembrane, veral in die

mond, veroorsaak) en toksiese epidermale nekrolise (TEN)

(emstige siekte, met blaasvorming op die vel), veroorsaak.

Kinders en adolessente

Geen Inligting Is beskikbaar aangaande die gebrulk van
IVECAS by babas jonger as 3 maande nie en moet dus nie

aan hulle toegedien word nie.

Ander medisyne en IVECAS

Vertel altyd u gesondheidsorgdeskundige indien u enige

ander medisyne neem (Hierdie sluit aanvuliende of

tradisionele medisyne in).

« siklosporien of takrolimus (gebruik om te verhoed dat 'n
orgaanoorplanting verwerp word, of om u immuunstelsel
te onderdruk), aangesien dit nodig mag wees vir u dokter
om bykomende bloedtoetse tydens u behandeling uit te
voer, weens die moontiikheid vir hoér viakke van sekere
lewerensieme en laer viakke van takrolimus in u bloed

« rifampisien, ('n antibiotikum wat gebrulk word vir
tuberkulose (TB), of ander Infeksles), aangesien dit die
werking van [VECAS mag verste

« die volgende medisyne, aangeclen dit die
kaspofungienviakke in u bloed mag verlaag:

4 sekere menslike immuniteitsgebreksvirus (MIV)
medisyne, soos efavirens, of nevirapien

+ fenitoien, of karbamaseplen (gebruik vir die
behandeling van aanvalle)

4 deksametasoon ('n sterofed — gebruik vir inflammasie).

Indien u nie seker Is nie, praat met u dokter of

%smﬁe&dsmuwerﬂmﬂer, voordat IVECAS aan u toegedien

Swangerskap, borsvoeding en fertiliteit
Indlenuswanoerls of u baba borsvoed, vermoed dat u
swanger is, of 'n baba beplan, raadpleeg asseblief u dokter,
apteker, er gesondheidsorgverskaffer vir advies,
voordat IVECAS aan u toegedien word.

IVECAS is nie nagevors onder swanger vroue nie. U moet
dus nie IVECAS toegedien word tydens swangerskap nie.
Dit is onbekend of IVECAS in menslike borsmelk uitgeskei
word. U moet dus nie borsvoed terwyl u met IVECAS
behandel word nie.

Bestuur en die hantering van masjiene

IVECAS mag u duiselig, of slaperig laat voel en versteurde visie
veroorsaak. U moet nie bestuur of masjiene gebruik, totdat u
weet hoe die behandeling met IVECAS u beinvioed nie.

Dit is nie altyd moontlik om te voorspel tot watter mate
IVECAS met die daaglikse aktiwiteite van 'n pasiént inmeng
nie. Pasiénte moet verseker dat hulle nie by bogenoemde
aktiwiteite betrokke raak, totdat hulle bewus is tot watter
mate [VECAS hulle aantas nie.

IVECAS bevat suiker

IVECAS bevat sukrose ('n tipe suiker). Indien u dokter u
ingelig het dat u 'n onverdraagsaamheid teenoor sekere
sulkers toon, praat met u dokter, verpleegkundige of
apteker, voordat IVECAS aan u toegedien word.

EB130  2827753-3

IVECAS bevat natrium
IVECAS bevat minder as 1 mmol (0,023 mg) natrium per
10 mL, dit wil s& wesenlik ‘natriumvry’.

3. Hoe om IVECAS te gebruik

Moet nie medisyne wat vir u, of u kind voorgeskryf is, met
enige ander persoon deel nie.

Daar sal nnevanuvew(:‘?womom IVECAS aan uself toe
te dien nie. Dit sal toegedien word, deur 'n gekwalifiseerde
persoon.

IVECAS sal een keer daagliks toegedien word en sal stadig-
druppend in 'n aar gevoer word (intraveneuse infusie),

oor 'n tydperk van ongeveer een uur. U dokter sal u dosis
bepaal. Dit sal afhang van die tipe infeksie, u gewig en u
lewerfunksie.

U dokter sal die dosis vir u kind, gebaseer op sy/haar lengte

en gewig, bepaal.
Die dosis vir kinders en adolessente mag verskil van die
volwasse dosis.

wzkter sal u vertel vir hoe lank u behandeling met IVECAS
uur.

Indien u onder die indruk is, dat die uitwerking van IVECAS
té sterk, of té swak is, vertel u dokter of apteker.

Indien u meer IVECAS ontvang as wat u behoort
Aangesien ’'n gesondheidsorgdeskundige [VECAS sal
toedien, sal hy/sy die dosis beheer. In die geval van 'n
oordosering, sal u dokter egter die oordosering hanteer.

Indien u vergeet om IVECAS te gebruik
Aangesien ’'n gesondheidsorgdeskundige VECAS sal
Mm is dit onwaarskynlik dat die dosis oorgeslaan sal

Indien u die toediening van IVECAS staak

Moet nie ophou om behandeling te ontvang, voordat u
dokter dit bevestig het nie; die swam (gis), wat die siekte
veroorsaak, mag weerstandig raak teenoor IVECAS.

4. Moontlike newe-effekte

IVECAS mag newe-effekie ha.

Nie alle newe-effekte wat aangemeld word vir IVECAS,
word in hierdie inligtingsblad ingesluit nie. Sou u algemene
gesondheid versleg, of indien u enige ongunstige effekte
ervaar terwyl u IVECAS ontvang, raadpleeg asseblief u
dokter, apteker, of ander gesondheidsorgdeskundige vir

Indien enige van die volgende gebeur, staak die gebruik

van IVECAS en vertel u dokter onmiddellik, of gaan na die

ongevalle-afdeling by u naaste hospitaal:

 swelling van u hande, voete, enkels, gesig, lippe en mond
of keel, wat sluk en awnhaling mag bemoeilik,

* veluitslae wat vererger, of 'n gejeuk

* floute.

Hierdie is alles baie emstige newe-effekte. Indien u dit het,

kon u 'n emstige reaksie teenoor IVECAS ondervind het. U

mag dringende mediese aandag of hospitalisasie benodig.

Vertel u dokter onmiddellik, of gaan na die ongevalle-
afdeling by u naaste hospitaal, indien u enige van die
volgende opmerk:

* hoes, emnstige asemhalingsprobleme - indien u 'n
volwassene is en indringende aspergullm (infeksie,
gewoonlik van die longe) het, mag u 'n emstige
asemhalingsprobleem ervaar, wat respiratoriese
ineenstorting tot gevolg mag hé

uitslag, velafskilfering, mukusmembraansere, urtikarie,
groot opperviakies van afskilferende vel

vermindering in galvioei, vergrote lewer, vergeling van die
vel en/ofwlit gedeelte van die oé (geelsug), lewerskade,

indien u kind of adolessent 'n vinniger hartklop as wat
normaal is, ondervind.

Hierdie is alles baie emstige newe-effekte. U mag dringende
mediese aandag benodig.

Vertel u dokter indien u enige van die volgende opmerk:

Algemene newe-effekie:

« afname in hemoglobien (afname in suurstofdraende
substans in die bloed) en rooibloedsetelling - u mag
swak en duiselig voel en 'n hoofpyn ervaar

* voel moeg en Id:;)n maklik infeksies op (lae

i

« afname in bloedalbumien ('n tipe proteien) in u bloed,
afname in kalium, of lae kaliumviakke in die bloed

* hoofpyn

* inflammasie van die aar (rooi en gevoelige vel)

* asemnood

« naarheid (voel naar), braking (gooi op), diarree (los

an,

 veranderinge in sommige laboratoriumtoetse (insluitend
verhoogde viakke van sommige lewertoetse)
* veluitslae, gejeuk, rooiheid, sweet meer as wat normaal is

* gewrigspyne

* koors, koue rillings

* gejeuk by die inspuitingsplek

* pyn in die omgewing van die kateter, blosvorming, lae
bloeddruk.

Minder algemene newe-effekte:

* veranderinge in sommige faboratoriumbloedtoetse
(insluitend bloedstollings-, plaatjie- en witbloedselsiekies)

* kneusing of bloei makliker en voel moeg. Dit kan voorkom

weens 'n verskeidenheid van bloedprobleme. U bloed sal

in die hospitaal getoets word

aptytverlies

swelling (toename in die hoeveelheid liggaamsvloeistof),

wanbalans van soute/elekiroliete in die liggaam, hoé

bloedsuikerviakke, lae kalsiumvlakke in die bloed,

verhoogde kalsiumviak in die bloed, lae magnesiumviak

in die bloed

verwarring, voel moeg, bewing (metaboliese asidose; dit

kom voor wanneer u liggaam te veel suur vervaardig)

lae bloeddruk (u mag duiselig voel wanneer u opstaan)

disoriéntasie, voel senuweeagtig, nie in staat om te siaap

nie

voel duiselig, afname in gevoel, of sensitiwiteit (veral die

vel), bewing, voel slaperig, smaaksteurnis, tinteling, of

gevoelloosheid

sigsteurnis, meer trane, geswelde ooglid, vergeling van

die wit gedeeltes van die 0é

sensasie van 'n vinnige, of onreéImatige hartkiop,

palpitasies (voel u hartklop) abnormale hartritme,
artversaking

blosvorming, warm gloed, hoé bloeddruk, lae bloeddruk,
rooiheid langs 'n aar, wat uiters gevoelig is vir aanraking
vernouing van die spierbande rondom die lugwee, wat lei
tot gehyg, of hoes, vinnige asemhaling, asemnood wat u
wakker maak, tekort aan suurstof in die bloed, abnormale
asemhalingsgeluide, krakende geluid in die longe, gehyg,
toe neus, hoes, keelpyn

* huikpyn, boonste buikpyn, opgeblaasdheid,
hardlywigheid, sluk moeilik, droé mond, indigestie,
winderigheid, maagm%r:ak, swelling weens die opbou
van vioeistof in die buikomgewing
abnormale velweefsel, algemene gejeuk, urtikarie, uitstag
met 'n verskeidenheid van voorkoms, abnormale vel, rooi,
dikwels jeukerige kolle op u arms en bene en somtyds in
die gesig en op die res van die liggaam
rugpyn, pyn in 'n arm of been, beenpyn, spierpyn,
spierswakheid
verlies van nierfunksie, skielike verlies van nierfunksie
inspuitings/infusieplek klagtes (rooiheid, harde knop, pyn,
swelling, irritasie, uitslag, urtikarie, lekkasie van vioeistof
vanuit die kateter in die weefsel), inflammasie van 'n aar
by die inspuitingtoedieningsarea, voel warm, voel koud
. inge in sommige bloed- en

(insluitend nie iet en stollmgstoetse),
verhoogde vlakke van die medisyne wat u neem, wat die
immuunstelsel verswak
borsongemak, borspyn, gevoel van liggaamstemperatuur
wiat verander, algemene gevoel van ongesteldheid,
algemene pyn, swelling van die gesig, gevoeligheid, voel
moeg.

Die volgende newe-effekte is aangemeld, maar die
van is onbekend

s

* Stevens-Johnson-sindroom (SJS) (pynlike veltoestand, wat
seer blase en sere op die vel en slymvliesmembrane, veral
in die mond, veroorsaak) en toksiese epidermale nekrolise
(TEN) (emstige siekte met blaasvorming op die vel).

Indien u enige newe-effekte opmerk, wat nie in hierdie
Inllgﬂkggwlad genoem word nie, lig asseblief u dokter of
apteker in.

Aanmelding van newe-effekte

Indien u newe-effekte ervaar, praat met u dokter, apteker

of verpleegkundige. U kan 00K newe-effekte aan

by SAHPRA via die Med Safety toepassing (Medsafe(y

X' SAHPRA) en eReporting platform (who-umc.org), wat

op SAHPRA se webtuiste gevind kan word. Deur die

aanmelding van newe-effekte, kan u help om meer inligting

aangaande die veiligheid van IVECAS in te win. U kan ook ‘n

epos direk aan die maatskappy stuur, pharmacovigilance@

%Manlt(y;amics.eo.za, om die veiligheid van die produk
verseker.

5. Hoe om IVECAS te bewaar

Bewaar alle medisyne buite die bereik van kinders.
Bewaar in die corspronklike buitenste verpakking, in 'n
yskas, teen of tussen 2 - 8 °C.

Moet nie vries nie.

Hersaamgestelde konsentraat, moet onmiddellik gebruik
word. Chemies en fisies stabiel vir 24 uur, teen of benede
25 °C, of in die yskas teen 2 - 8 °C voor die voorbereiding
van die infusie-oplossing.

U gesondheidsorgverskaffer sal seker maak dat IVECAS

se vervaldatum wat op die etiket en kartonhouer aangedui

m, nie oorskry is, voordat die inspuiting aan u toegedien
nie.

Neem alle ongebruikie medisyne na u apteker tes

Moet nie ongebruikte medisyne in afvoerpype of noolmlws

(bv. toilette), weggooi nie.

6. Verpakkingsinhoud en die ander inligting
Wat IVECAS bevat:

Die aktiewe bestanddeel is kaspofungien.
« elke 10 mL flessie IVECAS 50 IV bevat
5kfn]spufungianaaatnat gelykstaande aan kaspofungien

mg
« elke 10 mL flessie IVECAS 70 IV bevat
%spofungianmm gelykstaande aan kaspofungien
mg.

Die ander bestanddele is mannitol, natriumhidroksied (vir pH
aanpassing), sukrose en ysasynsuur.

Hoe IVECAS lyk en die verpakkingsinhoud

Geslote
Elke_ flessie IVECAS bevat wit, tot naaswit geliofiliseerde
poeier.

Hersaamgestelde produkfiessies

Helder oplossing, feitlik vry van sigbare deeltjies.

Verdunde produk vir infusie

Helder oplossing, feitlik vry van sigbare deeltjies.

IVECAS 50 IV en 70 IV geliofiliseerde poeier vir oplossing vir
infusie word voorsien in helder glas tipe I, 10 mL flessies,
geseél met 'n rubberstopper en 'n aluminiumring met 'n
plastiese opskietdoppie.

Eienaar van die Registrasiesertifikaat

Pharma Dynamics (Edms.) Bpk.

1% Vioer Grapevine House, Steenberg Office Park
Silverwood Close

Westiake, 7945

Kaapstad, Suid-Afrika

Tel: + 27 21 707 7000

of 0860-PHARMA (742 762)

Hierdie inligtingsblad was voorheen hersien
26 Februarie 2025

Registrasi

ienommers
IVECAS 50 IV: A50/20.2.2/1014
IVECAS 70 IV: A50/20.2.2/1015

pharma (8)dynamics





