PATIENT INFORMATION LEAFLET FOR HOT TODDY™ COLD & FLU SYRUP

SCHEDULING STATUS:

PROPRIETARY NAME AND DOSAGE FORM:
HOT TODDY™ COLD & FLU SYRUP syrup

Read all of this leaflet carefully because it contains important information for you.
HOT TODDY™ COLD & FLU SYRUP is available without a doctor’s prescription, for you to treat a mild illness.
Nevertheless you still need to use HOT TODDY™ COLD & FLU SYRUP carefully to get the best results from it.
o Keep this leaflet. You may need to read it again.
e Do not share HOT TODDY™ COLD & FLU SYRUP with any other person.
e Ask your pharmacist if you need more information or advice.
e You must see a doctor if your symptoms worsen or do not improve after 10 days.

1. WHAT HOT TODDY™ COLD & FLU SYRUP CONTAINS:
The active substances are:
Each 5 ml contains:

Echinacea purpurea (L.) Moench (Echinacea) ... 2,22 mg
[Arial parts, 45:1 extract providing 100 mg of dried herb equivalent]
Ascorbic acid (VItamin C) ... e 60 mg
Hedera NeliX L. (IVY) ... 10 mg
[Leaf, 5:1 extract providing 50 mg dried herb equivalent]
HOMBY o e e 50 mg
Alpha-tocopherol (VItamin E) ... e 2mg
4] o3 | 10 To g =1 = 2mg
providing ZinC (€18MENaAl) ........ooi i e 0,25 mg
Pyridoxine (Vitamin Be) ........uuiiiii e 1,5mg
Camellia sinensis (L.) Kuntze (Green tea extract) ............cocviiiiiiiiiiiiiiiii e 1mg
Cyanocobalamin (Vitamin B1z2) .......ou e 2 ug
Retinol (VIamin A) ... 375 I.U.
Cholecalciferol (Vitamin D3) ... 165 1.U.
Contains sugar (SOrbitol, SUCIOSE, RONEY) ........unei i 4 030 mg

The other ingredients are:
Colourant, flavourant, menthol, preservatives, sugar, water.

Preservatives:
Methylparaben 0,1 % m/v, Propylparaben 0,02 % m/v.

2. WHAT HOT TODDY™ COLD & FLU SYRUP IS USED FOR:
HOT TODDY™ COLD & FLU SYRUP contains ingredients that has been traditionally used to assist in relieving
cough and soothing a sore throat. It might also assist in shortening the duration of infections in the upper airways
and contains vitamins and minerals as factors in the maintenance of good health.

3. BEFORE YOU TAKE HOT TODDY™ COLD & FLU SYRUP:
Do not take HOT TODDY™ COLD & FLU SYRUP:
e If you are hypersensitive (allergic) to any of the active ingredients or any of the other ingredients of
HOT TODDY™ COLD & FLU SYRUP (see “WHAT HOT TODDY™ COLD & FLU SYRUP CONTAINS”).
e If you have any of the following serious conditions:
o tuberculosis (TB),
collagenosis (rare skin disorder),
multiple sclerosis (MS),
AIDS,
HIV infection,
o or any autoimmune disorders (disease where your immune system attacks your body).
e [f you are taking immunosuppressants (medicines that suppress your immune system). (See “TAKING
OTHER MEDICINES WITH HOT TODDY™ COLD & FLU SYRUP”).
e If you are pregnant or breastfeeding your baby (see “PREGNANCY AND BREASTFEEDING”).
e If you have any allergies to any plants in the Daisy family.
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Take special care with HOT TODDY™ COLD & FLU SYRUP:

e Consult a healthcare provider before you use HOT TODDY™ COLD & FLU SYRUP if you have a liver
disorder, or develop symptoms of liver trouble (such as abdominal pain, dark urine or jaundice).

o If you suffer from a rare hereditary condition such as fructose intolerance, glucose-galactose mal-absorption
or sucrase-isomaltase insufficiency (see “IMPORTANT INFORMATION ABOUT SOME OF THE
INGREDIENTS OF HOT TODDY™ COLD & FLU SYRUP”).

o If you suffer from a rare hereditary condition of sorbitol/maltitol/lactitol intolerance (see “IMPORTANT
INFORMATION ABOUT SOME OF THE INGREDIENTS OF HOT TODDY™ COLD & FLU SYRUP”).

e Consult a healthcare provider before you use HOT TODDY™ COLD & FLU SYRUP if you have an iron
deficiency.

e Do not take HOT TODDY™ COLD & FLU SYRUP for longer than 10 days without consulting your
healthcare provider.

Taking HOT TODDY™ COLD & FLU SYRUP with food and drink:
e HOT TODDY™ COLD & FLU SYRUP should be taken after food.

Pregnancy and Breastfeeding:

e Do not take HOT TODDY™ COLD & FLU SYRUP if you are pregnant or breastfeeding your baby.

e [f you are pregnant or breastfeeding your baby please consult your healthcare provider for advice before
taking this medicine.

Driving and using machinery:

e Due to the nature of the product, HOT TODDY™ COLD & FLU SYRUP might affect your ability to drive or
use machinery. Do not drive or use machinery until you know how HOT TODDY™ COLD & FLU SYRUP
might affect you.

Important information about some of the ingredients of HOT TODDY™ COLD & FLU SYRUP:

¢ If you have been told by your doctor that you have an intolerance to some sugars, contact your doctor before
you take HOT TODDY™ COLD & FLU SYRUP.

e HOT TODDY™ COLD & FLU SYRUP contains sorbitol. If you have been told that you have an intolerance
to some sugars, you should not take HOT TODDY™ COLD & FLU SYRUP.

e HOT TODDY™ COLD & FLU SYRUP contains sorbitol which may increase bowel movements and loosen
stools.

e HOT TODDY™ COLD & FLU SYRUP contains sucrose and honey which may have an effect on the control
of your blood sugar if you have diabetes mellitus.

Taking other medicines with HOT TODDY™ COLD & FLU SYRUP:

¢ Always tell your healthcare provider if you are taking any other medicine. (This includes complementary or
traditional medicines).

e Since HOT TODDY™ COLD & FLU SYRUP can have a stimulatory effect on the immune system, it might
interfere with- and have an effect on the efficacy of immunosuppressant treatment. Do not use HOT
TODDY™ COLD & FLU SYRUP if you are on any immunosuppressant treatment (see “DO NOT TAKE
HOT TODDY™ COLD & FLU SYRUP”).

HOW TO TAKE HOT TODDY™ COLD & FLU SYRUP:

e Do not share medicines prescribed to you with any other person.

e Always take HOT TODDY™ COLD & FLU SYRUP exactly as your doctor has instructed you. You should
check with your doctor or pharmacist if you are unsure.

e Do not exceed the recommended dosage.

e Shake the bottle before use.

e HOT TODDY™ COLD & FLU SYRUP should be taken after food.

The usual dose is:
e PREVENTATIVE DOSE:
Children 3 - 6 years: 5 ml twice daily.
Children older than 6 years: 10 ml twice daily.
e ONSET DOSE:
Children 3 - 6 years: 5 ml three times daily.
Children older than 6 years: 10 ml three times daily.
e Consult your doctor if your symptoms worsen or do not improve after 10 days.

If you take more HOT TODDY™ COLD & FLU SYRUP than you should:
¢ Inthe event of overdosage, consult your doctor or pharmacist. If neither is available, contact the nearest
hospital or poison control centre.



10.

e The symptoms of overdosage are not known but if you take more HOT TODDY™ COLD & FLU SYRUP
than you should, you might feel very nauseous, start to vomit (throw up), get diarrhoea (runny, loose stool)
and/or stomach pains.

If you forget to take or missed a dose of HOT TODDY™ COLD & FLU SYRUP:
e Take the missed dose as soon as you remember.
¢ Do not take a double dose to make up for forgotten individual doses.

POSSIBLE SIDE EFFECTS:

e HOT TODDY™ COLD & FLU SYRUP can have side effects.

¢ Not all side effects reported for this medicine are included in this leaflet. Should your general health worsen
or if you experience any untoward effects while taking this medicine, please consult your healthcare provider
for advice.

If any of the following happens, stop taking HOT TODDY™ COLD & FLU SYRUP and tell your doctor

immediately or go to the casualty department at your nearest hospital:

o Swelling of the hands, feet, ankles, face, lips, mouth or throat, which may cause difficulty in swallowing or
breathing.

e Rash oritching.

e Fainting.

These are all very serious side effects. If you have them, you may have had a serious allergic reaction to

HOT TODDY™ COLD & FLU SYRUP. 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:

¢ Abdominal pain, dark urine or yellowing of the skin and eyes, also called jaundice (see “TAKE SPECIAL
CARE WITH HOT TODDY™ COLD & FLU SYRUP”).

These are all serious side effects. You may need urgent medical attention.

Tell your doctor if you notice any of the following:

e Frequency unknown: Tiredness.

e Frequency unknown: Nausea (feeling nauseous).

e  Frequency unknown: Diarrhoea (runny, loose stools).

e Frequency unknown: Stomach cramps.

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

STORING AND DISPOSING OF HOT TODDY™ COLD & FLU SYRUP:
STORE ALL MEDICINE OUT OF REACH OF CHILDREN.

Store at or below 25 °C.

Store in the original bottle.

Keep the bottle in the outer carton.

Protect from light and moisture.

Do not store in the bathroom.

Keep tightly closed.

Do not use after the expiry date stated on the label or carton.

Return all unused medicine to your pharmacist.

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

PRESENTATION OF HOT TODDY™ COLD & FLU SYRUP:
Red/orange syrup in a brown 200 ml plastic bottle packed inside a carton.

IDENTIFICATION OF HOT TODDY™ COLD & FLU SYRUP:
Red/orange syrup with a sweet, herbal, strawberry/menthol taste and odour.

REGISTRATION NUMBER/REFERENCE NUMBER:
To be allocated upon registration.

NAME AND ADDRESS OF REGISTRATION HOLDER:
Brunel Laboratoria (Pty) Ltd

1 Van Tonder Street

Sunderland Ridge

Centurion

0157

info@brunel.co.za



11. DATE OF PUBLICATION:
To be allocated upon registration.

12. DATE OF REGISTRATION:
To be allocated upon registration.

13. COMPLEMENTARY MEDICINE:
Complementary Medicine: Combination Product — Western Herbal Medicine.
This unregistered medicine has not been evaluated by the SAHPRA for its quality, safety or intended use.

The Professional Information for HOT TODDY™ COLD & FLU SYRUP is available on http://www.brunel.co.za/hot-
toddy-2/ or can be requested from the contact details above.
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PASIENTINLIGTINGSBLAD VIR HOT TODDY™ COLD & FLU SYRUP

SKEDULERINGSTATUS:

HANDELSNAAM EN DOSERINGSVORM:
HOT TODDY™ COLD & FLU SYRUP stroop

Lees hierdie voubiljet noukeurig en volledig deur, aangesien dit belangrike inligting bevat.

HOT TODDY™ COLD & FLU SYRUP is beskikbaar sonder 'n dokter se voorskrif sodat jy ‘n ligte siekte kan
behandel. Jy moet steeds HOT TODDY™ COLD & FLU SYRUP versigtig gebruik om die beste resultate te verkry.

e Hou hierdie voubiljet. Jy mag dit dalk weer moet lees.

e Moet nie HOT TODDY™ COLD & FLU SYRUP met enige ander persoon deel nie.
e Vrajou apteker indien jy verdere inligting of raad benodig.

¢ Raadpleeg jou dokter indien jou simptome vererger of nie verbeter na 10 dae nie.

1. WAT HOT TODDY™ COLD & FLU SYRUP BEVAT:
Die aktiewe bestanddele is:
Elke 5 ml bevat:

Echinacea purpurea (L.) Moench (Echinacea) ............cocoiiiiiiiiiiii e 2,22 mg
[Bogrondse dele, 45:1 ekstrak wat 100 mg gedroogde kruie-ekwivalent voorsien]
Askorbiensuur (VIfamien C) ... 60 mg
Hedera Relix L. (KIMOP) ... vt e et e et e et e e e e e e e aenenaans 10 mg
[Blaar, 5:1 ekstrak wat 50 mg gedroogde kruie-ekwivalent voorsien]
HEUNING e e e e 50 mg
Alfa-tokoferol (Vitamien E) ... 2mg
SINKGIUKONAAE .. ..ot e 2mg
wat Sink (elementaal) VErskaf ... 0,25 mg
Piridoksien (VIamien Be) .......c.euieiei e 1,5 mg
Camellia sinensis (L.) Kuntze (Groentee-ekstrak) .........coviiiriiiiiiiiiiee e 1mg
Sianokobalamien (Vitamien B1z2) ... 2ug
Retinol (VItamiEN A) ... 375 1.U.
Cholekalsiferol (Vitamien Da) ........oiiiiii e e 165 I.U.
Bevat suiker (sorbitol, SUKrose, heUNING) ..........c..uuenii i 4 030 mg

Die ander bestanddele is:
Geurmiddel, kleurmiddel, mentol, preserveermiddels, suiker, water.

Preserveermiddels:
Metielparabeen 0,1 % m/v, Propielparabeen 0,02 % m/\v.

2. WAARVOOR HOT TODDY™ COLD & FLU SYRUP GEBRUIK WORD:
HOT TODDY™ COLD & FLU SYRUP bevat bestanddele wat tradisioneel gebruik is om te help

te verkort en bevat vitamiene en minerale wat help om goeie gesondheid te onderhou.

3. VOOR JY HOT TODDY™ COLD & FLU SYRUP NEEM:
Moet nie HOT TODDY™ COLD & FLU SYRUP neem nie:

om hoes te
verlig en ‘n seer keel te streel. Dit mag ook behulpsaam wees om die duur van infeksies in die boonste lugweé

e Indien jy hipersensitief (allergies) is vir enige van die aktiewe bestanddele of enige van die ander

bestanddele van HOT TODDY™ COLD & FLU SYRUP (sien “WAT HOT TODDY™ COLD
BEVAT”).
e Indien jy ly aan enige van die volgende ernstige toestande:
o tuberkulose (TB),
kollagenose (raar veltoestand),
meervoudige sklerose (MS),
VIGS,
MIV-infeksie,
o of enige outo-immuunsiekte (siekte waar jou immuunstelsel jou liggaam aanval).

O O O O

¢ Indien jy immuunonderdrukkers neem (medisyne wat jou immuunstelsel onderdruk). (Sien “NEEM VAN

ANDER MEDISYNE SAAM MET HOT TODDY™ COLD & FLU SYRUP”).
Indien jy swanger is of jou baba borsvoed (sien “SWANGERSKAP EN BORSVOEDING”).
o Indien jy allergies is vir enige plante in die Madeliefie-familie.

& FLU SYRUP



Neem spesiale voorsorg met HOT TODDY™ COLD & FLU SYRUP:

e Raadpleeg jou gesondheidsorgverskaffer voor jy HOT TODDY™ COLD & FLU SYRUP gebruik indien jy 'n
lewersiekte het, of simptome van ‘n lewersiekte ontwikkel (soos abdominale pyn, donker uriene of
geelsug).

e Indien jy ly aan ’'n raar oorerflike siekte soos fruktose-intoleransie, glukose-galaktosewanabsorpsie of
sukrase-isomaltasegebrek (sien “BELANGRIKE INLIGTING OOR SOMMIGE VAN DIE BESTANDDELE
VAN HOT TODDY™ COLD & FLU SYRUP”).

e Indien jy ly aan 'n skaars oorerflike toestand van sorbitol-/maltitol-/laktitol-onverdraagsaamheid (sien
“BELANGRIKE INLIGTING OOR SOMMIGE VAN DIE BESTANDDELE VAN HOT TODDY™ COLD &
FLU SYRUP?”).

¢ Raadpleeg jou gesondheidsorgverskaffer voor jy HOT TODDY™ COLD & FLU SYRUP gebruik indien jy ‘n
yster tekort het.

e Moet nie HOT TODDY™ COLD & FLU SYRUP vir langer as 10 dae gebruik sonder om jou
gesondheidsorgverskaffer te raadpleeg nie.

Neem van HOT TODDY™ COLD & FLU SYRUP saam met kos en drinkgoed:
e HOT TODDY™ COLD & FLU SYRUP moet na etes geneem word.

Swangerskap en Borsvoeding:
e Moet nie HOT TODDY™ COLD & FLU SYRUP gebruik indien jy swanger is of jou baba borsvoed nie.

¢ Indien jy swanger is of jou baba borsvoed, raadpleeg asseblief jou gesondheidsorgverskaffer voor jy
hierdie medisyne gebruik.

Bestuur en die gebruik van masjinerie:

e Weens die aard van die produk mag HOT TODDY™ COLD & FLU SYRUP jou vermoé beinvioed om te
bestuur of om masjinerie te bedryf. Moet nie bestuur of masjinerie bedryf tot jy weet hoe HOT TODDY™
COLD & FLU SYRUP jou mag affekteer nie.

Belangrike inligting oor sommige van die bestanddele van HOT TODDY™ COLD & FLU SYRUP:

¢ Indien jou dokter gesé het dat jy 'n onverdraagsaamheid vir sekere suikers het, kontak jou dokter voordat jy
HOT TODDY™ COLD & FLU SYRUP neem.

e HOT TODDY™ COLD & FLU SYRUP bevat sorbitol. Indien jy ingelig is dat jy 'n onverdraagsaamheid vir
sekere suikers het, behoort jy nie HOT TODDY™ COLD & FLU SYRUP te neem nie.

e HOT TODDY™ COLD & FLU SYRUP bevat sorbitol, wat opelyf mag vermeerder en los stoelgang
veroorsaak.

¢ HOT TODDY™ COLD & FLU SYRUP bevat sukrose en heuning, wat 'n invioed op jou bloedsuikerbeheer
mag hé indien jy aan diabetes mellitus ly.

Neem van ander medisyne saam met HOT TODDY™ COLD & FLU SYRUP:

e Sé altyd vir jou gesondheidsorgverskaffer as jy besig is om ander medisyne te gebruik. (Dit sluit
komplementére of tradisionele medisyne in).

e Aangesien HOT TODDY™ COLD & FLU SYRUP 'n stimulerende uitwerking op die immuunstelsel kan hé,
mag dit inmeng met- en 'n uitwerking hé op die doeltreffendheid van immuunonderdrukkende behandeling.
Moet nie HOT TODDY™ COLD & FLU SYRUP gebruik indien jy op enige immuunonderdrukkende
behandeling is nie (sien “MOET NIE HOT TODDY™ COLD & FLU SYRUP NEEM NIE”).

HOE OM HOT TODDY™ COLD & FLU SYRUP TE NEEM:

¢ Moet nie medisyne wat vir jou voorgeskryf is met enige ander persoon deel nie.

¢ Neem altyd HOT TODDY™ COLD & FLU SYRUP presies soos jou dokter dit aan jou voorgeskryf het.
Raadpleeg jou dokter of apteker indien jy onseker is.

e Moet nie die aanbevole dosis oorskry nie.

e Skud die bottel voor gebruik.

e HOT TODDY™ COLD & FLU SYRUP moet na etes geneem word.

Die gewone dosis is:
¢ VOORKOMENDE DOSIS:
Kinders 3 - 6 jaar: 5 ml twee keer per dag.
Kinders ouer as 6 jaar: 10 ml twee keer per dag.
¢ AANVANGSDOSIS:
Kinders 3 - 6 jaar: 5 ml drie keer per dag.
Kinders ouer as 6 jaar: 10 ml drie keer per dag.
e Raadpleeg jou dokter indien jou simptome vererger of nie verbeter na 10 dae nie.



As jy meer HOT TODDY™ COLD & FLU SYRUP neem as wat jy moes:

¢ Indie geval van ‘n oordosis, raadpleeg jou dokter of apteker. Indien nie een van die twee beskikbaar is nie,
kontak jou naaste hospitaal of gifinligtingsentrum.

e Die simptome van oordosering is nie bekend nie maar indien jy meer HOT TODDY™ COLD & FLU
SYRUP neem as wat jy moet, mag jy baie naar voel, begin opbring, diarree kry (lopende, los stoelgang)
en/of maagpyn ervaar.

Indien jy vergeet om 'n dosis HOT TODDY™ COLD & FLU SYRUP te neem of dit oorslaan:
¢ Neem die dosis wat jy oorgeslaan het sodra jy onthou.
¢ Moet nie 'n dubbele dosis neem om te vergoed vir die individuele dosis wat jy oorgeslaan het nie.

MOONTLIKE NEWE-EFFEKTE:

e HOT TODDY™ COLD & FLU SYRUP kan newe-effekte hé.

¢ Nie alle newe-effekte wat vir die medisyne aangemeld is word in hierdie voubiljet ingesluit nie. Indien jou
algemene gesondheid versleg of as jy enige ongewenste effekte ervaar terwyl jy hierdie medisyne gebruik,
raadpleeg jou gesondheidsorgverskaffer.

Indien enige van die volgende gebeur, hou op om HOT TODDY™ COLD & FLU SYRUP te neem en stel

jou dokter onmiddellik in kennis of besoek die ongevalle-afdeling by jou naaste hospitaal:

o Swelling in die hande, voete, enkels, gesig, lippe, mond of keel, wat probleme met sluk of asemhaling mag
veroorsaak.

e Uitslag of gejeuk.

¢ Flou word.

Al hierdie newe-effekte is baie ernstig van aard. Indien jy hierdie effekte ervaar, het jy dalk 'n ernstige

allergiese reaksie tot HOT TODDY™ COLD & FLU SYRUP gehad. Jy mag dringende mediese aandag of

hospitalisasie benodig.

Stel jou dokter onmiddellik in kennis of gaan na die ongevalle-afdeling van jou naaste hospitaal indien

jy enige van die volgende opmerk:

e Abdominale pyn, donker uriene of geel vel en 0&, ook geelsug genoem (sien “NEEM SPESIALE
VOORSORG MET HOT TODDY™ COLD & FLU SYRUP”).

Hierdie is almal baie ernstige newe-effekte. Jy mag dringende mediese aandag benodig.

Stel jou dokter in kennis indien jy enige van die volgende opmerk:

e Voorkoms onbekend: Moegheid.

e Voorkoms onbekend: Naarheid.

o Voorkoms onbekend: Diarree (lopende, los stoelgang).

e Voorkoms onbekend: Maagkrampe.

Indien jy enige newe-effekte waarneem wat nie in hierdie voubiljet genoem word nie, stel asseblief jou dokter of
apteker in kennis.

BERGING EN WEGGOOI VAN HOT TODDY™ COLD & FLU SYRUP:
BERE ALLE MEDISYNE BUITE BEREIK VAN KINDERS.

Bére teen of onder 25 °C.

Bére in die oorspronklike bottel.

Hou die bottel in die buitenste verpakking.

Hou weg van lig en vog.

Moet nie in die badkamer stoor nie.

Hou dig toe.

Moet nie gebruik na die vervaldatum op die etiket of karton nie.
Neem alle ongebruikte medisyne terug na jou apteker.

Moet nie ongebruikte medisyne by afvoerpype of rioolstelsels (bv. toilette) afspoel nie.

VOORKOMS VAN HOT TODDY™ COLD & FLU SYRUP:
Rooi/oranje stroop in 'n bruin 200 ml plastiekbottel in kartonverpakking.

IDENTIFIKASIE VAN HOT TODDY™ COLD & FLU SYRUP:
Rooi/oranje stroop met 'n soet, kruieagtige aarbei/mentolsmaak en -geur.

REGISTRASIENOMMER/VERWYSINGSNOMMER:
Om met registrasie toegeken te word.



10. NAAM EN ADRES VAN REGISTRASIEHOUER:
Brunel Laboratoria (Edms) Bpk
Van Tonderstraat 1
Sunderland Ridge
Centurion
0157
info@brunel.co.za

11. DATUM VAN PUBLIKASIE:
Om met registrasie toegeken te word.

12. DATUM VAN REGISTRASIE:
Om met registrasie toegeken te word.

13. KOMPLEMENTERE MEDISYNE:
Komplementére Medisyne: Kombinasieproduk — Westerse Kruiemedisyne.

Hierdie ongeregistreerde medisyne is nie deur die SAHPRA geévalueer vir sy gehalte, veiligheid of beoogde
gebruik nie.

Die Professionele Inligting vir HOT TODDY™ COLD & FLU SYRUP is beskikbaar by http://www.brunel.co.za/hot-
toddy-2/ of kan by die kontakbesonderhede hier bo aangevra word.
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