PROFESSIONAL INFORMATION

GLUTENBREAK (capsules)
agera

SCHEDULING STATUS: [50]
PROPRIETARY NAME AND DOSAGE FORM:

GLUTENBREAK (capsules).

COMPOSITION:
Active substances per capsule
1 billion CFU® probiotics comsisting of a blend of
200 million C
150 million CFU
Lactobacillus acidophilis La-14* 200 million CFU
Lactobacillus reniers 1E1 150 mllion CFU
Lacwobacils hamnasus L322 150 million CFU
ctobacillus salivarius Ls-3: 150 mllion CFU
Tolense' G Cisporgillis mgu-kl ived
lyl-endoprotease (AN-PEP)) 83000 PPI**

+CFU - Colony Forming Units
** Proease Picomole Infermational
Tolerase® G is a rademark of DSM.

Inactive Ingredients
Microerystalline cellulose and magnesin stearate.
Preservative, sugar, flavouring and colourant free.

CATEGORY AND CLAS!
D. 3412 Multiple Substance Formulai

Complementry Medicine. Health Supplement

PHARMACOLOGICAL ACTION:

Probiotics are _benefic mproving intestinal heal
GLUTENBREAK s 1 pmbn\n» et <p=cxﬁcnll\' formulted with & pnobnohc

o mento o e i o it s s it the
risk and susceptibility of gut infections. Probiotics can increase the levels of beneficial
Sacteri in the g, creating an nyirormen tht s unfvousbl o the growlhs of
By introducng live probiotic cuitur i, th
Yeneicl it o popultons o nercised nd tonsfory o e mllwgemc

GLUTENBREAK, you can strengthen your barrier effect to Keep you hmllhy
GLUTENBREAK contauns the enzyme prolyl-oligopeptidase, a maturally cccurring
enzyme that helps the body to break down proline-rich proteins like ghiten that are
diffel: todigest The poolsdigestd guen' ngiens oin ceuse an adverse response
iduals, resuliing in flatulence, abdominal discomfort, diarrhoea

allrgl skin condiios

ENBREAK helps the body to digest gliten and manage symptoms of gluten
sensitivity.

DNDICATIONS:

TENBREAK is specifically formulated to assist with the sympioms of gluten
iy Nhen ingested on a regular basis, probiotics should improve or nonmalise.
the microbial balance in the human itestines and thereby support the functioning of
the digestive tract

'ONTRAINDICATIONS:
GLUTENBREAK is contraindicated in persons who are lypersensitive to any of the
ingredients

'WARNINGS and SPECIAL PRECAUTIONS
« If you are taking other medicines on a .egum basis, including complementary or

for advice on wsing it with GLUTENBREAK.

« This product is intended to support the breakdown of residual ghten remaining in a
gluterrfree dict and is not inended o replace a gluten-free diel, nor prevent or treat
Celiae disease

Effects on the ability to drive and use machines:
No studies on the affet f GLUTENBREAX on the aily to drive or spemte

to drive o operate s

(ONS:

None known.

HUMAN REPRODUCTION
Pregnancy and lactation:

y ¥ ol y - pharmacist or
healtheare professional for advice, before taking GLUTENBREAK.

DOSAGE AND DIRECTIONS FOR USE:
Adul Take | capvledaly berm food, o asdiseted by yourhelateprofesionl
The sedto ls daily depending o the size of the meal, and in

case dnny pmmw o conaned & amm the meal

SIDE EFFECTS:
None known.
If any adverse reactions ocous, please see your doctor, phamiacist or healthcare.
professional

KNOWN SYMPTOMS OF OVERDOSAGE AND PARTICULARS OF ITS
TREATMENT:
There are no known symptoms of overdosage for GLUTENBREAK

IDENTIFICATION;
30 capsules packed n 8 PYDCalaminian blster

PRESENTATION:
GLUTENBREAK is an opaque white gelatine capsule filled with a white to off-white
powder

STORAGE INSTRUCTIONS:
Store at or below 25 °C.

Do not remove blster from the original packing wnil required for use.
Protect from humidity and light

Do not use after the expiry date stated on the label

KEEP OUT OF SIGHT AND REACH OF CHILDREN.

REGISTRATION NUMBER: To be allocated upan registration
This unregsersd medicne has ot been eveluatd by the SAHPRA fo its qualiy
safety or ifs itended

NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE CERTIFICATE
OF REGISTRATION:

Agera Health (Pty) Lid

6 Boulevard Park

Tienie Meyer Drive

Belile a ge ra
Cape Town
South Africa

info@agerapharma co za

wwrw agerahealth.co za

DATE OF PUBLICATION OF THE PACKAGE INSERT:
Tune 2019 PGPION2019v1

PATIENT INFORMATION LEAFLET
“This unregistered medicine has ot been evaluated by the South African Health
Prochuets Regulators Authority (SAHPR A) for s qualiy,safty o s ifencid use
“This medicine is not intended to dingnose, treat, cure or prevent any disease.

Complementary Medicine. Health Supplement
SCHEDULING STATUS:

PROPRIETARY NAME (and dosage form):
GLUTENBREAK (capsules)

Read i
© This medicine 15 available without prescription. However. you still need to use
GLUTENBREAK as directed to get the best results from 1t
 Keep this leaflet. You may need o read it again.
Do not share this medicine with any ofher person.
 Ask your Doctor or Phamacist if you need more information or advice.

1. WHAT GLUTENBREAK CONTAINS:

Each capsule contains
The setive ingtedients usd i s product are
illion otics consisting of a blend

s s Ls- 150 million CFU
Tulem:e' G (Aspergillus mgwd.kuvcd
lylendoprotease (AN-PEF) 83000 PPI**

$CFU - Colony Forming Uits
¥ Protease Picomole International
Tolerase® G s a trademark of DSM,
The inactive ingredients are:
Microcrystalline cellulose and magnesium stearate.
eservative. sngar, flavouring and colowrant free.

2. WHAT IS GLUTENBREAK USED FOR:
Probitie, ar Vel bt cssenial for jmproving, itestial et
ENBREAK

I i nzyme i helps break down

bacteria in the gut, creating an eaviroment that i unfavourable 10 the growth of
ful bacteria. By infroducing live probiotic cultures 1o the intestinal tract, the

o bad bacieria, a1¢ not able to colonise i the intestine Bympplememfng Yous diet

with GL

GLUTENBREAK cortams the enzyme prolyloligopeptidase. a.natually

accuaring enzyine that helps the body (o break down proline-rich proteins like
diffcult o digest.

e o

diarrhoea and allergic skin condition’
GLUTENBREAK lelp

sensit
When ingested on a regular basis, probiotics should improve or normalise the
microbial balance in the human intestines and thereby support the functioning of

3. BEFORE YOU USE GLUTENBREAK:
Do not usegive GLUTENBREAK:
Iry

Iy of
‘Taking GLUTENBREAK with food and drink:
‘There are o known side effects to taking GLUTENBREAK with food and drink.

Pregnancy and Breastfeeding:
IF you are pregnant or breastfeeding your baby: please consult your doctor, phammacist
or other healticare professional for advice before taking GLUTENBREAK.

chine
No studies on the effet cn e abiliy to dive o operte machiery have been
ENBREAK y dive

performed Itis
o use machinery

Using other medics UTENBREA
Always tell your healthcare professional if you are taking other medicines on a
regular basis., including complementary or traditional medicines.




This product s intended to support the breakdown of residual gluten

nor prevent or treat Celiac disease.

way's take GLUTENBREAK excetly as per dosage instructions or as directed by
your Doctor or Phanmacist
Do not exceed the recommended dose.

The usual dose is
Aduis: Take 1 capaule daiy before food. or as direced by your henlhoare
professionl

o o ey i s o g e

If you use more GLUTENBREAK than you should

‘There are no know sde effects if you take more GLUTENBREAK than you should

Inhe evntof overdose, consult your doctor or pharmacist, IFneither i available,
ontact the nearest hospital o poison control center.

If you forget to take GLUTENBREAK:

Always take GLUTENBREAK a3 prescribed. If you miss a dose, take it before
your next meal. I you do not remernber the missed dose il the next dose is due,
ok o your regular dosing schedule (see “HOW TG
AKE GLUTENBREAK"). Do ot fake a double dose to make up for forgotten
it doss

Iy i questi 5 your doctor,
pharmacist or qualified healthcare practitioner.

POSSIBLE SIDE-EFFECTS

There are no known side effects of GLUTENBREAK.

»

Mot all side ffects reporied for GLUTENBREAK o included in (his Jeaflet

taking ihis medicine, please consult your doctor, pharmacist or other healthcare
professional for advice

Iy leaiet, please inforn your doctor
or phamacist

6. STORING AND DISPOSING OF GLUTENBREAK:
. low 25°C.

o Store away from light
« Storeinadry place
- blisters from orig qired for use
o ot e afer i expry dte Sated on the abel
©  Retum all unused medicine or remedies to your Pharmacist.
= Dot dispose of unised medicine or remedies i dris o sewerage systes

KEEP OUT OF SIGHT AND REACH OF CHILDREN

PRESENTATION OF GLUTENBREAK:
30 capsules packed ina PVDC/aluminiun blister

=

IDENTIFICATION OF GLUTENBREAK:
GLUTENBREAK s an: cpaqe white gelatin capsile filled with a white (0 off
white powder

REGISTRATION NUMBER/REFERENCE NUMBER:
To be allocate:

10. NAME AND ADDRESS OF REGISTRATION HOLDER:
Agern Health (Pty) Ltd
6A Boulevard Pork

agera

nlo@agsraphata coza
www agerahealth.co.

DATE OF PUBLICATION:
June 2019 GBPIL052019v]

PASIﬁNTINLIGEmGSBLAD
HPR
weiligheid of die beoogde gebruik daarvan nie.

Hierdie

vir die gehalte,

Komplementére Medisyne. Gesondbeidsaanvulling
SKEDULERINGSTATUS:

EIENDOMSNAAM (en doscervorm):
GLUTENBREAK (kapsules)

Lees
u bevat.
e edisme i ekt soner v alhoeviel usteeds GLUTENBREAK
moetgebrek 3008 agewys om e st m\llme te sien.
« Hou herdie voulet. Di sz g wossda it woer most s
foens hirdie medisyne et cnige |
© Vi dokter of apteker Tdien  meer gt of advies benolig

rdic hele vouiljot noukeurig deur aangesien dit belangrike inli

ie akitewe bestanddele in hierdie prodh
bijoen KVE* probiotkn hmmu. o wmmumf van
Bifdobacteium lctis BL

Breceriom o 5105 150 million KVE
Léctobacills acttophins Lo-14° 200 million KVE
Lactobacillus reuteri 1E 150 million KVE
Lactobacillus rhammosus L1-32* 150 million KVE
Lactobacillus 3¢ 150 million KVE
Tolerase® G (Aspergillus niger-afgeleide

proliclendoprotease (AN-PEP) 83000 PPI**

*KVE - Kolonie-vommende Eenlede
*“Protease Pikomol Intemasionaa
Tolerase? G 15 ‘n handelsmerk van DSM.
Die ander bestanddele is
Mikrokistallyne sellulose en magnesium steara
Bewaamiddelvry, suikervry, gewselvry en Kleurselsy.
2. WAARVOOR WORD GLUTENBREAK GEBRUIK:
ol
GLUTENBREAK 15 “n probioticse aamvuling spesizal gefommuleer met 6 probiotiese

of siektetoestande kan milroflora betnvloed en verhoog dus die rsiko en vatbaarheid vir

vethoog, e shep ' ungeving et onginst i e ros van skadelke ik 3
Dew lewendige probiotiese i dermikanaal vry te stel, word die populasies
van vooudeige oo \‘enl\oog o oo ot g of et
b Dew
e vl o eskeende g in die ekl veterk oy st ic o
GLUTENBREAK boat 4 oliclgopetdue, 'n e vookoede
e vt i gean hlp o ol vt eesbase prolieetyk protsiene, soos gl
it treck. Die swak vrtends ghuenifogmente kan n radeige 1espos wmnmge
individue veroorsaak, wat et tot winderighetd. buk-ongemak. diarree en alleri
veltoestande
GLUTENBREAK lep die liggaam om glte t veter e simptome van ghter
sensiti
Wimioo oo greld ngencen word behoat die mkachise Llans in
nslike mgewande te nommaliseer en sodoende die furksionering van die
spysverteringskannal te ondersteun.

VOOR U GLUTENBREAK NEEM/GEE:
Moenie GLUTENBREAK neem/gee: w
. s vir enige van die

w

GLUTENBREAK met kos en drinkgoed:
Deir is geen bokende newe-cfickie om GLUTENBREAK saam met kos en
drinkgoed te neem e

Swangerskap en borsyoedin
A% u Sanger 1 of  beba bersvosd, moet u asseblie vir u dokter, apteker of
‘gesondeidspraktisyn om advies vra, voor u GLUTENBI

Bestuur en die gebruik van masjinerie:

Geen navorsingstudies is uitgevoer oor die eff ie vermoé om te bestur of
masjinerie te hanteer nie. Dit 15 b o BLUTENBRIAR e vomoe
Gt bestar of masjieri te gobruik sa bevloed

Gebruik van GLUTENBREAK met ander medisyne:

5 u ander medisyne op in gercelde busis gebruk, inshitend annvullende of
(racisionele medisyhe, rascplecg n dokter, apaker of ander gesondheicapratisy
om advies.

Hierdie produk is bedoel om die afbreck van residucle gluten te ondersteun
wat oorblywend is in ‘n glutenvrye dicet. it is nie bedoel om ‘n glutenvrye
dicét te vervang of coeliakie te verhoed of te behandel ni

4. HOE OM GLUTENBREAK TE NEEM:
Vir orale gebrik alleenlik
GLUTENBREAK moet altyd presies gebruk word soos per doseringsinstiuksies
aangedui, of 3005 deur u dokier of apteker aanbeveel
Moeitie die aanbevole dosis oorskay mie.
ie pewone dosia i
Volwassenes: Drink | kapsule daagliks voor voedsel, of soos deur u gesondheids-
Die dosis nd

die grootte van die ete, en in die geval waar suiwelprodukte tydens die cte
geniet word

Tndien u meer GLUTENDREAK gencem betas wat u o,

Geen ligtng i ket cendo o v CLUTE nie.

In die geval oy st e o ptehr e e s v e
beskikbaar is e, konialk dié naaste hospilaal of gifbcheersentrum.

Indien u vergeet om GLUTENBREAK fe neem:

Neem GLUTENBREAK altyd s00s voorgeskryf. Indien u " dosis vergeet het, neem
dit voort volgende raall. e  eges e vandie Ysgetedose oo Soordt
e volgende dosis nie, slaan di

u gewone doseringsket ok oM GLUTENBREAR 17 CRPRUTC

apteker of gekwalifiscerde gesondheidsprakt

MOONTLIKE NEWE-EFFEKTE:
Daar is geen newe-ctfeke aangemeld vir GLUTENBREAK nie

»

Nie lls nowe-flte aangemeld v GLUTENBREAK i ingeshit in bierie
voubilet . Idien  sgemee gesoncheid vetegerof u audes edelge reisies

TS He N e et el i i
asseblief gernadpleeg word.

Lig asseblief u dokter of apteker in indien u enige newe-eflekte opmerk wat nie in
e iashok e v e

6. STOOR, BEWARING EN BESKIKKING VAN GLUTENBREAK:
Stoor by ol ander 25°C
an lig

Stoor
Noctie. die stopverpakiings it die oorspronklike verpakking verweider
ctdn it o v gebri e " e

Moenie gebrutk na die vervaldatum getoon op die etiket nie.
org alle ongebruik: picker.

Moenie ongebruikte medisyne of middels weggooi in dreine of rioolstelsels
(b toilette) nie.

HOU BUITE S1G EN BEREIK VAN KINDERS.

AANBIEDING VAN GLUTENBRE.
30 kapsules in PVDC/aluminium dol}w eunkkug

8 IDENTIFIKASIE VAN GLUTENBREA]
Ondeursigtige wit gelatienkapsules gevul met 'n wit ot afivit poeier

9. REGIST
Sal toegeken word

10. NAAM EN BESIGHEIDSADRES VAN DIE HOUER VAN DIE
REGISTRASTESERTIFTK AT
Health (Tdms) Bpk
Boulevardpark 6A
enie Meyenylaan
ellville 7530

gy a ge ra
Swd Afrika
ft

DATUM VAN PUBLIKASIE: GBPILOS2019v1
Tunie 2019 Pio-Punt



