PATIENT INFORMATION LEAFLET
SCHEDULING STATUS:

INVEXEM™ L .

1q sterile pawder for salution far injection ar infusian
Ertapenem

Sugar free

Fead all of this leaflet carefully before you are given INVEXEM
« Heep this leaflet. You may need fo read it again
o |f you have any further questions, azk your dactos, pharmacist, nurse of ather healtheare pravider

What is in this leaflet i

1, What INVEREEM s ang what it is wsed for

2. What you need 1o krow befare you use INVEXEM
3. How to use INVEXEM

4. Possible side effects

5. Hew to stoee INVEXEM

6. Cartents of the pack and ather infarmation

1. What INVEXEM is and what it is used for

[WWEXEM contains ertapenem, which 15 an antipiobe of the beta-lactam group.

Ertapenem can kill a wide range of bacteria (germs) that cause infections in various parts of the body.

INWENEM may be given to persans 3 months of age and cldes,

Yaur gactor may heve prescribed INVEXEM to you or your child if yau have ane {or more) of the follawing types af infection:
 Infection in the abdomen

« Skin infections, including diabetic foot infections

« Infection in the lungs (preumania)

« Certain urirary infectons

+ Boute pelvic infections

2, What you need o know before you use INVEXEM

IN\I'EIEI! should not be administered to you

it vou are hypersensilive (allergic) b the actve substance (ertapenem) o any of the ather irgredients of INVEXEM

(listed in section &)

if you are allergic to other beta-lactam antiiotcs such as penicilling, cephalosparing jused to freat varous infections);

it wou have bacterial meningitis [infection ard mflammation of the membranes and fluid arcund the bezin and spinel cord);
it wou are allergic to lidecaire (lignacaine) kydrochlonide (& local anaesthetic], i INVEXEM is irjected inta the muscle,

itis dissabed in a lidecaine (ligrocaine) injection,

Wamings and precautions

Tell waur doclor or healthcare provider before INVEXEM mijecban is given if you:

+ have allergies fo other mecscires or other substances:

+ get an allergic reaction (such as swelling of the face, torgue ar theoat, traubde breathing or swallowing, skin rash) during
treatment [fell vour doctar straight away as you may need urgent medical Trestment). Sericus, semetimes fatal aBergic
reactions have been regarted with ertapenem (contained in INVEXEMYL See section &

+ have central nervous system disorders, such as localized tremors [shaking), or seizures [Mfits™);

« are taking medicines called valpraic acid or divalproes sadium (see “Other medicines and INVEXEM™ below):

+ kave advanced kidney disease and if you oe? dialysis treatment;
ane going ta Rave an aperation that may take longer than £ haurs,

I1 15 important that you el yaur doclar if yau have diarhoes befare, dunng or after yaur lreatrment with INVEXEM, This 15

because you may have a condition known as colitis {an inflammation of the bowel). Do not take any medicine toireat

diarrhoea without fiest checking with yaur doctar,

Ertapenem may sametimes cause bran problems like confusion, seizunes, or charges in consciougness (encephalopathy). If

you notice these symptoms, your doctor might stop INVEXEM. People with kidriey issues are mare likely to experience these

profalesrs, ard it rright take langer for them to get betier

INVEXEM kills certain bacieda, but other bactena and fung: may canlinue fo graw mmare than neemal and cause thrush ar
diarrhoea. This is called avergrowth, Your doctor will monitor you far overgrawth and treat you if necessary, See section 4
“Poassibie side effects’

Chifaran

Experience with INVEXEM is limited in children less than two years of age. In this age group your doctor will decide on the
potential henedit of its use.

There is no experience in childrer wder 3 manths of age. INVEXEM s therefore contraingicated in this age greup

{see "INVEXEM shaukd nol be administered™),

Gther medicines and INVEXEM

Always tell your healthcare pravider if you are takong any other medicime, This includes all complementary or traditional
medicines,

Tedl yaur doelor if vau take:

« valprow acid or divalproes sodium (medicines wsed ta treat eplepsy, bipalar disorder, migraines, or schizaphoenial
This is because INVEXEM can affect the way some ather medicines woek, Your doctor will gecide whether you should use
INVEXEM in combination with other medicines.,

Pregnancy, breastfeeding and fertili .
11 yeu are pregrant or breasteeding, think you may be pregnant, o« are plannirg 1o bave a baby, please consiull your doctor,
pharmacist ar other healthcare provider for advice befare receiving INVEXEM

Salety in pregnancy has rat been established,

INVEXEM is passed inte in human breasimilk. Safely in nursing mothers bas net been established, 11 you receive INVEXEW
you should mot breastfeed your baby as the baby may be affected.

There is no irformation on the effect of INVEXEM on fertility in men and warmen,

Diriving and using machines

Dizziness ard sleepiress may be side effects of INVEXEM, which may affect your ability to ¢a tasks or actvities requanng
mental alertness such es driving, niding, flying, sailing, operating machines/feguipment.

1115 not always passible 1o predict fo what exfent INVEXEM may mnterfere with the daily activities of 2 patiert. You shauld
ensure thal you do nat engage in abave activities urlil you are aware of the measure to which INVEXEM atfects them,

INVEXEM caritains sodium (o 3 T :
INWEXEM cortaing 137 mg sodium {main componrent of coaking/table salt) in each 10 g dose. This is eguivalent to 6,84 % of
the recammended maximum Saily dietary intake of sodiom for an adull

3, How ta use INVEXEM

Do not share medicine prescnbed for you with any ather person,

You will not ke expected fo give yourself INVEXEM. It will be given to you by & person who is qualified to do so.

Yaur kealtheare provider will prepare |INVEXEM and give 1 1o you intraverausly (into a veir) ar intramusculary

(into & muscle)

The recommended dose of INVEXEM for aduits and acolescents 13 years of age and alder is 1 gram () given once a day.
The recommerded dose for children 3 months to 12 years of age is 15 mg/g given twice daly [not fo exceed 1g/day).
Your gactor will howewer prescribe & dose just suitable for you, or your child. The dose will depend on the fype of infection
you have 2nd the canditian of your Kidneys.

Yaur doctor will decide far how long to treal wou, o your chikd The duration will depend an the type of infestion and your
resgonse on the treatment,

Itis wery important that you cantinue o recene INWVEXEM for as lang as your doctor prescribes it

If you are given mare INVEXEM than you shauld

Smc: a healtheare provider will adminster INVEXEM, hedshe will control the dasage. However, in the event of overdesage
your doctor will manage the cwerdosage.

11 you are cancemed that you may have been given too much INVEXEM, contact your dactor or anather healthoane pravider
immedalely,

I yau miss a dose of INVEXEM
Since a healthcare provider will administer INVEXEM, it 15 unlikely that the dose will be missed.
|1 you are cancemed that you may have missed a dose, contact your doctor or anather healthcare provider immediately,

4, Possible side effects

INVEXEM can have side effects,

Mot all side efects reparted for INVEXEM are inclucled in this leaflet, Shauld your general bealth worsen or if you experience
any untaward effects while recesving |NVEXEM, please consult wour healthoare pravider for advice.

Hl of the falla happens, using INVEXEM and tell your dectar immediat
s"l’mu: allmum::tnmpg whemg. dﬁwlh breathing, S'I'\l'tiﬁ'lg of the hands, feet ':vrmes faze, lips, mouth or threal,
which may cause dificulty in swallowing or breathing.
"DRESSE" (drug rash with easirophilia and systemic symptoms): This is 2 serious or life-threatening allergic reaction that
iy affect your skin or ater parts of your body, swch as your lver or Blood cells, You may have fever, tender swellen
glangs in the neck, armpds and groin and a rash,

+ Gerious skin disorders, such as blistering or peeling of the skin, lesiocns on the siin and mucous membranes, an acute
medicing rash [numesous srall fuid-filled skin spats within large areas of red swallen skinl

« Severely upsel stomach (pseudomembrancus calitis), You may hase inflammation of the bowels, that coald be
life-threatering, The symptoms may include severe abdominal pain and diarrhoea, or diarrhoes tinged with blaod,
varmiting and feyer.

These are all very sericus side effects If you have themn, you may have hadl a serious reaction ta INVEXEM. You may need

urgent mecical atiention

Tell your dactor if you netice any of the following:

Aduits T8 years of age and older:
Freguent side effects.
eadache

+ Problems with the vein into which the medicine is given (including inflammation, formation of & lump, sweling at the
injection 4ie]

« Diarhoed, nauses, vamiting

« PRash, fchirg, skin redness {jerythema)

+ Increase in vanaus [ver enzymes, Seme of the signs may be vellowing of the skin, whites of the eyes, pam or sweling in
the abdomen, neuies and vamiting, dark urire, pale-coleured stoals

« |ncreased blood platelet court, Some of the sians may be headache, numbress of hards aor feet, weakness, bleeding i
mawth or gums, bleady stoal, easy tleeding or bruising, rosebleeds

..ess frequant zide sfects:
« Wellpwing of the eyes ard sk {jauncice ar a Iver disorder)
« Infections, such as vaginal thrush, yeast and fungal infections, wouand infection after an operation, drirary bract infechon
Lalyoratary tests may show very low white cell or bload platelet courts (which may lead to maore infections o tleeding)
Anarexia (eating disoeder]
Low blead sugar
o Gleepiness, sleeplessaess
« Anxiefy
+ [Depressxn
+ Confusion
+ Seizdre, tremor
+ Dizziness
+ Altered taste senzation
« Fainting
« Changes b the white part of lhe eye
« Slow heart rate, iregular heartbeat, quick heartbeat
+ Low or high blood pressure

« Bleedirg

« Shortress of breath

« Gore theoat, hasa congestion

= Cough, abrarmal breathicg sourds, wheezing

« Mase bleeds

= Constpation

Cral thrush

Abdominal pain, inflammation of the memiorane that lines the abdomen in the pelvic area

» Azid reguegitation, indigestion

« Dy mrauth

= Difficully swallowirg

+ Faecal incortinence

« Inflammation of the lneer and/for the gallbladder

Shin inflammation

Muscle cramp, shoulder pain

« Kidney function affected. Proflems o urinete or 1o pass adeguate urire (acute renal insufficiency)

+ Abartian

= Genital bleeding

= Fabgue

« Leaking of fhud mto the tissue and skin araund the injection site

Fever, feeling unwell

Gwelling

= Chest pain

» Charges invarious laboratory Blood and wine tests, indicating for example effects on the [iver, kidreys, sugar,
blgad chemistry, ehalesterol

U.'l#nl:m fm:;uml:ﬁ' : e :
Halucinations (hearing and seeing things that do nat exist)
= Aered mental state (ircluding aggressioa, disturbarce of menlal abilites, disarientation)
= Decreased lovel of conscrousness
= Uncontralled, involunbary movement, change i walking pattern, spasmedic, perky contractions
Encephalopatay (brain prablems) {see "Warnings and Precautions”)
Ursteady waling
+ Staired teeth
Wealk muscles
I'l i molice any side effects net mentioned in this leallet, please infarm your dactes ar pharmacis?,

Children and adolescents [3 months to I7 years of agej:

Frequent siae effects;

+ Digrrhoea, vomiting

= Mappy rash, rash

« Pain at the infusion site, phlebitis fnfammation ar swelling where the infusion was giver)
« Charges in white bleod cell count, changes in liver funclion Tests

tm fraquent side eifects:
Headaihe
= Hot flush, high Blocd pressare
« Discoloured facces, black far-like fapces
5kin redriess, skin rash, tiny purple, red, ar brown spots on the skin
Burning, itching, redress and warmith at infusion site, redness at injection site
Increase in platelet court ard charges in cther bload clatting tests.

F JUBALY unknown
alucinations

« Encephalopathy (brain problerns) (ee "Warnings and Frecautions”)
« [Decregaed level of consciausness
= Urceatralled, inveluntary movement, change i walking patlem, spasmidic, perky cardractions, fremor [shakiness)
= Afered mental status (ircleding feeling aggressive, restless, confused, or disonented)

Teeth staining
« Muscular weakness
If you notice any side effects not mentioned in this leaflet, please inform your doctor or pharmacist,

Reporting of side effects

1Ty et side effects, Talk t your docton pharmacist or rurse. Yod can also reporl side efects 1o SAHPRA via the Med
Satety APP {Medsafety X SAHPRA) and eReporting platiorm [wha-ume.org) fourd on SAHPRA website,

By reporting side efiects, you can help provide more inforration on the safety of INVEXEM.,

5 How to store INVEXEM :

Store all medicinges out af the reach of children.

INVEXEM will e slared in the pharmacy or in the hospital wards,

Via! with poweder:

Store at or below 25 °C. Do not freeze

Do mot wse |WWVEXEM after the expiry cate which is stated on the vial and carton, The expiry date reters to the last dey of that
manth

After reconstitution

For single use anly,

Atter giluticn: Chemnical and physical in-use stability for diluted solutions has been demonstrated for & hours at or below
75 °C and far 24 hears 21 2 ta 8 °C (in a refrigeratar),

Solutions should be used within 4 kours of their removal fram the refrigerator. Do not freeze solutions of INVEXEWML

Do ot wse [MVEXEM if you notice particulabe matter and discolouration in the reconstituted solutions,

Return all unused medicine 1o your pharmacist,

Do ot dispase of unused medicing in draing or sewerage systems [e.g. tailets).

6. Conients of the pack and other information

What INVEXEM cantains
« The active substance is Ertapenem 1 g.
+ The other ingredierits are sodivm kydrogen cartonate and sodiam Rydraxide.

What INVEXEM looks like and contents of the pack aA oI

INVEXEM is 2 stexile white or almast white powder for solution far injection or infusion,

Solutions of INVEXEM range Trom cokiurless to pale yellow and is free fram wisible particles,

INVEXEM is supplied in 20 mL colaurbess clear Type | glass wials with chigrobutyl rubber stoppers and 20 mm
aluminium-plastic cap,

Supplied in packs of T or 10 vials.

Mat all pack sizes may be marketed,
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INVEXEM™

1q steriele poeier vir aplassing vir inspuiting of infusie
Ertapenem

Suikervry

Lees die hele inligtingsblad aandagtig deur voordat INVEXEM aan jou geges word
+ Hou hierdie inkgtingshlad. Jy mag dit dalk weer moel lees
« Indien jy verdere vrae hel, vra jou dokter, apieker, verpleegster of ander gesordnerdsorgwerssalfer,

Wat |5 in hierdie Inliglingsblad : :
1. Watis INVEXEM er waarvoar ward dit gebaaik

I Wil jy rraet weet vaordat |y INVEXEM gebouik
3. Hoe om INVEXEM te gebiruik

4 Moarlike rowe-eflekle

5. Hoe om INVEXEM e bewaar

B Infowd wvan die pakice en ander inligting

1. Wat is INVEXEM en waarvoar word dit gebraik :

INWEREN bevat ertapenerm, wat 'n antibatiodm var die beta-laktaarrgroep is,

Ertapenesr kan 'nowye verskeidenheid baklered oeme) wal infeksies in verskilleade dele van die liggaam veraorsaak,
doodmaak,

INWEXEM kar aan persone van 3 maande en ouer gegee word,

Jou dokter kar moantik INVESEM aan jou of jou kind vooeskeyf indien jy/ky sy een (of meer) van die valgende soorte
irfeksies het:

« Infeksio in die puik

+ Velinfeksies, inslutend diabetiese voetnfeksies

+ Infeksie in die lange (prewnanie)

+ Sekere urindre infeksie

= Aldte bekkeninfeksies

2. Wat jy moet weet voordat jy INVEXEM gebruik
IN'-I'E!EM meet nie aan jou toegedien werd nie:
< irder v hipersensibel (allergies) s vir the aklewe pestanddes| (ertapenem) of erige van die arder bestancdele van
IMWENEM [gelys in aldeling )
« irdien y ellergies is vir ander beta-laktaamantiiotiva, scas penisilliene, kefslaspodiene [gebruik vie die behandeling van
verskew infeksies);
indien jy bakteriéle meningitis het {infeksie en ontsteking van die viiese en vioeistof random die brein en regrmurgl;
irdier jy allergies is vir lidekaien (lionokaien) hidrochlaried ('n plaasike verdowingsmiddel). Indier INVEXEM in die spier
ingpespuit word, werd ditin 'n lidekaien (lignakaienl-insputing cogelas,

‘Waarshuwings en voorsorgmaatreels

Voordat INVEXEM-inspuiting aan jou geges worg, lig jou cokder of gesondheidsargverskatier in as Jy:

« allergied het vir arder medisyne of ander stowwe;
'n allergiese reaksie [saos swelbag in die gesig, ong of keel, asemhalings- of slukprobleme, veluitsizg) Tydens die
behandeling kry {lig dadelik jou deiler in, sangesien jy dringerde mediese behandeling kan benadigl, Ernslige, soms
ricodlottige allergiese reaksies is met ertapenem [bevat in INVEXEM) aangemeld. Sien afdeling 4

« wersteurings in die senfrale seruweestelsel, soos gelokaliseerde bewing (bewerigheid) hes, of 2arvalle {stuipe] kry;

« medisyre gensamd valprotensuur of natriumdivilaroeks neem (sien "Ancer medisyne en INVEXEM” hieronder);

= pevordende rersiekie hel en dialise behandeling ordergaar;

« ' aperasie gaan ondergaar wal dalk meer as £ war kan duar,

Dit is belangrik dat jy dit vir jou dokter 5& as iy diamee by voor, fydens of na jou benandeling met INVEXEM, Dit is cmdat v
'n toestand kan hé wat bekend staan az kolitis {'n ontsteking wan die dikderm). Moenie enige mediyme reem am die diarmes
te behande! sander om dit eers mat jou dokber te bewestig nie,

Ertapenes kan soms breinprableme soas verwarring, 2arvalle of verancerirge in bewussyn (ensefalopatie) veroorsaak,
Indier jy hierdie sirmpiosne opererk kar jou dokter INVEXEM staak. Merse met nierprobleme is meer geneig am hiesdie
prebleme te ervaar en dit Kan langer neem yir hulle om beter te wend,

INVEXEM maak sesere baktersee docd, maar ander bakteried en swamme kan meer as gewoonlik sanhou groe: en sproes of
diarree veroorseak. Ot staan bekend a3 ooagroeiing. Jou dokter sal jou moritor vie porgraeing en jou behandel indien nedig.
Sien afdeling 4 "Mooanie nepe-efeke”,

Kinders

Ervaring med INVEXEM by kinders anger twoe jaar is beperk. In hierdie cuderdomagroep sal jou dokier besluit oor die
potensiéle voardeel van die gebruik daarvan

Daar is geen anderdnding met kirders cader 3 maande nie INVEXEW is dus teeraangedul in hierde pudesdomsgroep (sien
“INVEXEM moet nie san jou toegedien ward nie”)

Ander medisyne en INVEXEM ;o i o : i

Lig altyd jou gesondheidsargeerskatier in s jy enige arder medisyre neem. Dit shit &lle komplementére of radisicnele

medisyne in,

Lig jou dokber in indien [y die volgerde neem:

« valprosersuur of natnumdivalproeks (medisyne wat gebruik wond vir die behancelirg van epilegsie, bipolére versteuring,
migraire of skisofrenie].

Ditis omdat INVESEM die manier wazrop ander medisyne werk, kan beinvdoed. Jou dokter sal besluit of jy INVEREM =

kombinasie met hiesdie medisyre kan gebruik,

Swangerskap, borsvaeding en vrugbaarheid

Indien jy swarger is of borsvoed, dink jy is dalk swanger, of beplan om 'n baba te hé, raadpleeg assedlied jou dokter, apreler
of ander geseadheidsargverskiffer voordat jy INVEXEM aritvang,

Die veiligheid tyders swangerskag & nie vasgestel nie,

INWEXEM kom in borsmelk voor Vedligheid in moeders wat borsvoed 15 nie vasgestel nie, Indien jy INVEXEM ortvarg, moet
jw mie jou babie borsveed nie, sargesien dit die baba kan belrvloed.

Daar is geen inlighng oo die efek var INVEXEM o2 vrugbsarbeid by mans en vrave nie,

Bestuyr en die ?ahrulk vah mas|inete

Duizeligheid en lommerigheid kan newe-effekie van INVEXEM wees en kar jou vermaod belemmmer cor take of akiiwiteite uit ta
voer wal werstandelike wakkerneid vereis, 5005 om te bestuur, perd te ry, te vieg, te seil of masjinerie/loerusting te gebruik
Dit iz nie altyd moordlik am e waorspel tot hoe 'n mate INVEXEM die daaglikse akiiwiteile van n pasient kan beinvioed nie.
Jy et seker maak dat jy nie aan erige van die bogencemde aktiwiteits deelneem tordat jy weet in watter mate INVEXEM
jou Beindand nie.

INVEXEM bevat natrium
INWEMEM bewvat 137 mg natrium (hootkomaanent wan kook-'tafelsout] i elke 10 g dosis. Dit is gelykstaande agn .85 % van

die aanbevole maksimun daaglikse hoeveelesd natrivm in dhe voeding vir 'n volwassene

3. Hoee om INVEXEM te gebruik

Moenie medisyne wat wir jou voorgeskryl is, met ensge ander persoon deel nie.

Diaar sal nie van jou werwag word om INWVEXEM aan jouself toe e dien nie. Dit sal aan jou gegee word deur 'n persaor wat
gekwalifiseer is om dit e daen,

Jou gesandheidsargverskafier sal INVEXEM voorberel en & intravereus [in 'noaar) of intramuskulér {in 'nospeer) aan ou
toedien.

Die aanbevale dosiz van |NVEXEM vir volwassenes en adolessente 13 [aar én auer is 1.gram [g], een keer per dag toegedien.
[Die aanbevale dasis vir kinders van 3 maande 10112 jaar oud i5 18 mg/xg, wal twee keer per dag geges ward [nie meer a3 1
afdag nie.

Jou dokter sal egter ' dosis vaorskry? wat geskik is vir jou of jou kind. e dosis sal afharg van die tipe infeksie wat jy ket en
dhe toestand van jod niere

Joa dokter sal beslut hoe lank v of jou kind behandel moet word, Die duur sal athang van die tipe infeksie en jou reakisie op
die behandeling.

Dit is baie belanork dat jy aarhou em INVEXEM 1e antvang vir solark a3 wat jou dokter dit woarskeyf,

Indien jy meer INVEXEM ontvang as wat jy moes _ _ )
Aangesien 'n gesondneicsargeerskatior INVEXEM sal toedien, sal vy/sy die dasis beheer, In geval van oordosering sal jou
dokder egter die oordosering behandel

Inclien jy belarmerd is dat |y miskien te veel INVEXEM ontvang het, kortek dadelik jou delder of ander gesordheidsonguer-
skatfer

Indien jy 'n dosis INVEXEM corgesiaan het
Aangesien 't gesondneidsargverskarier |NVEXEM sel toedien, is dit crwaarskyn B cat oe dosis oorgeslaan sal word,
Inclien jy belarnmerd i+ dat |y 'n dosis aorgeslaan ket, kortak dadelik jou dokter af 'n ander gesandheidsargeerskatier

4. Moentike newe-etfekie

INVEXEM kan newe-efiekle hé.

Mie alle newe-etickie wat vir INVEXEM aargemeld is, ward in hierdie inbgtirgsblad gencem nie. Indien jou algemene
pesondheid verswak of iy enige orgurstige effekte ondervind feraryl jy INVEXEM orivang, rezdpleeg asseblief jou
gesondheidseagverskalier vie advies

hdun van die rde gebeur, hou op am INVEXEM te gebruik en lig dadelik jou dokter in:
Erniﬁq‘:paarg'ew mles hyging, rnuellulg asermhaling, iml?nq van die Eﬁnde. '.n:-e%le. enkels, gesig, ippe, mond of keel,
vt dit moeilik kan maak ar te sluk of asem e haal

« TRESS' [ medisyne-wislg mel eosinaflie en sistemiese simplome); 000 s 'n ernstige of lewensgevaarlike allergiese
reaksie wat jou vel of ander dele van jou liggaam, so0s jou lewer of bloedselle, kan aantas. ly karn koors, gevoelige
peswelkde kliere in fe nek, aksels en lies, en'nouitslag hé.

=« Ernstige vefoestance soos blase of afskilienng van die vel, letsels var e vel en slymvliese, akule geneesmiddeluitslag
(talle kieir, vioeistoigevilde velkolle binre groot areas van rooi, geswalle vel).

« Erg amgelrapie maag (pieudamernbraneuse kodtis) iy kan antsielong van die dermkanaal hé, wat lewenshedreigend
kien wees, Die simptome kan erge builoyn en dizmee, of dizree met bloed, brakirg en kooes insluit,

Hierdie newe-efiekie is almal baie emmstig, Indien jy erige daarvan ervaar, kan jy maontlik 'n ernstice reaksie op INVEXEW
b, Iy kar crmgende mediese aandag benodig.

Lig jou dokier in as jy enige van die velgende waarneem:

Volwassenes 18 jadr en ousr:

Gm_e"u'e rewe-affekte,
= Hoofpyn

« Problere met die aar waarin die medisyne gegee waord (irsluiterd antsteloing, vorming ven 'n krnop, swelling by die
ireguitalex)

« Diarres, raarhed, braking

Llitslag, jeuls, velrooiheid {erteem)

Toename in werskeie lewerensieme. Sommige van die tekens kan wees dat die vel en oocgwitte geel verkleur, pyn of

swelling in die buik, nasreid en brakirg, donker unere, ligkleurige ontlasting

« Werhoagoe bloedpaatjieteling, Sommige van die tekens kan wees hoafpyn, gevoellonsheid van hande of yoete, swakheid,
blseding in die mand of tandvieis, tlasdenge stoslgang, maklike bloeding of kneusirg, neusbloeding

M-.ud'er erifihe - affakie:
Geel veridewring van die oé en vel [geelsug of T lewerazandoening)
o rifeksies, soas vagnabe sprael, gis- en swarninfeksies, wandinfeksie na 'n operasie, urienweginfeksie
o Labreatarumioetse kan 'm baie lae aantal withloedselle of Bloedalaatjies taon [wat tat meer infeksies of bloeding kan lei)
= Anoreksie [eobversteuring)
= Lae bloedsuiker
« Glaperigheid, slapelooskeid
- ANDE
« [epressie
= Nerwarnmg
= farnvalle, bewirg
« Duiselighed
« Werandering in smaaksensasie
« Flaute
« Werandering in die wit deel van die aog
- Stadige hartklog, ongereelde hartidap, vinnige hartkiop
« Lae af hae blaeddrni
= Bloeding
= Kortasermigheid
Geer keel verstopte rews
Hoes, abncemale asemgeluide, hivging
« Meushlzegngs
« Hardlywigheid
- Spraes in die mond
+ Buikpyn, anlsiekng van die membrazn wat die buik in die bekkenarea uilvaer
= Suurrefluks, degle spysvertering
Diroe mond
Sluk moeilik
» Fekale inkontinercie
« |riflammasie var die lewer enfof die galblaas
« Welontsteking
« Spierkrampe, ssaverpyn
« Mierfunksie aargetas. Prableme om te wnneer of voldoende uriene e vorm (akute verswakie nierfurksie)
Alorsie
Genitale bloeding
Moegheid
« Lek van vleeistof in die weefsel er vel rordam die inspuiplek
+ Koo, voel gngesteld
= Sweling
= Barspyn
Veranderinge in verskeie bloed- en urientoetse in laboratorams, wal byvaorbeeld effekle op die lewer, niere, suiker,
blaedchemie en cholesteral aardui.

rreimms.we snbekend:
Halldsirasios thoar en sien dnge wat ree bestaan e}
= Veranderde geestestorstand (inshuiterd aggressie, versteuring van verslandelike vermaens, disonentasie)
= Nermincerde viak van bewussyn
Ongekontroleerde, onwillekearipe bewegirgs, verandernnge i loopstyl, spasmodiese, rukkerige sametrekkings
Erzefalopatie {breinprableme) {sien “Waarshuwings en vaorsoromaatredls”)
« Wankelrige lnopstyl
« Geviekie lande
= Ewak spane,

Incien jy enige newe-efiekie cndervind wat mie in hierdie insgtingsblad gencem word rie, lig asseblief jou dakier of
apteker in,

Kinders en adolessente (3 maande tof 17 faar oud):

Gereelde newe-offekie;

= Diarres, brakirg

= Luieraitsiag, uitslag

« Pyn by die infusieplek, flebitis jinflammasie of swelling waar die infusie toegedien 15)
« Weranderinge in withloedseltellings, veranderinge in lewerfunksiewaardes.

Ml'nn'nrlpcrrsl'dr newe-effekte:
+ Hoofpyn
« Warm gliesde, haé bloeddrg

« Verkleurde feses, swart teeraghige feses

« Rooivel, veluitslag, Kein pers, reai, of bruin kalletjies op die vel

« Branderigheid, jeuk, rooibeid en warmte by infusieplel, rooibeid by die inspuitplek
« Werhoogoe plaatjieteling en veranderinge in ancer bloedstolingstoetse.

Fre#wens.f gnbekend:
Hallagirasies

= Erselzkopatio (breinprableme} {sien “Waarskuwings en voarssrgmaatresls’)

= Werminerde viak van bowussyn

« Ongekontroleerde, onwillekeurige bewegings, verandernge in loopstyl, spasmodiese, rukkerige sametrekkings,
tremor (bewerigheid)

« Weranderde geestestoestand (insluitend aogressie, riatelooshedd, verwardbeid of disarigntazie)

= Tande verdeur

« Spierswakherd

Incien jy enige newe-offckie ondervind watl nie in hierdie inkgtingsblad gencem waord ree, lig assetlief jou dakter of apleker
in

Aanmelding van newe-eifekte

Incien jy netwe-offekte ervaar, bespreek oot met jou dokler, apteker of verpleegiouncsge. Iy kan sok newe-effekte zan
SAHPRA rapporteer deur middel van de Med Safety AFP (Medsafety X SAHPRA] en die eReporting-platdorm
[whe-urreorg) ap die SAHPRA welwer,

Deur neswe-eliekle aan te mekd, kar jv help om meer inligling rakende die veiligheid van INVEXEM te verskal,

5. Hoe am INVEXEM te bewaar

Bewaar alle medisynes ouite bereik van kinders,

INVEXEM sal in die apteek of hospitaslsaal bewsar ward

Flagsie mat pasier

Bewaar by of benede 25 °C. aenie vries nie,

Moenie na die vervaldatum wat op die llessie en kartoapakkie verskyn gebeuik nie, Die vervaldalum verwys na die laste dag
van daardie mazand.

Na herzamesteling: :

Slegs wir eenmalige gebik,

MNa verdunnirg: Chemiese en fisiese stabilten van verdunde aplessings tyders gebedik 5 aangetzan vir 6 war by af tenege
25 °C enovir 24 uwr by 2 1ot 8 °C (i noyskas), Cplossings moet binre vier uar nadat dit uit die yskas gehaal is, gebruik word,
Moenie aplessings van INVEXEM vries mie

toenie INVEXEM gebruik as jy ceelfiies en veskleuring in die hersaamaestelde aplossings opmers nae

Meem alle orgetauikie medsyne lerug na ou apteker.

Moenie angebruikie medisyre in afvoerpype of rioslistelsels (by. todetie) gooi nie.

& Inhoud van die pakkie en ander inligting

Wat INVEXEM bevat

o Die aktiews bestandoeel i Ertaperem 1 g,

= Die ander bestancdele 15 natrierdikarbonaal en ratiumbidraksied,

Hoe INVEXEM lyk en inhoud van die pakkie
INWEXENM is ' steriele wit of byna wit poeier vir oplossing wir inspuiing of infusie.

Oplossings van INVEXEM kar wissel van kleurloas 101 ligoeel en is sonder sighase deeltjies

INVEXEM word verskal in 20 ml kleurlose deursigtige tipe | glasllessies met chlaorubielruabeproppe en 20 mm
aluminium-plastickdoppe.

Verskef in paldos van 1.af 10 flessies.

Nie alle verpakkingsgroottes ward raocdwendig bemark nie.
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