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SCHEDULING STATUS:
PRODUCT NAME
BIOGEN DIGESTIGAST drops
Angelica, Caraway, Ceylon cinnamon, German chamomile, Ginger, Lemon balm, Licorice, Milk thistle, Peppermint.
Sugar free.
Contains ethyl alcohol: 31 % v/
Complementary Medicine: D 33.6 Western Herbal Medicine. Discipline-Specific Traditional Claims.
Health supplements are intended only to complement health or supplement the diet.
This unregistered medicine has not been evaluated by the SAHPRA for its quality, safety or intended use.
Read all of this leaflet carefully it important inf for you.
BIOGEN DIGESTIGAST is available without a doctor’s prescription, for you to maintain your health.
Nevertheless, you still need to use BIOGEN DIGESTIGAST carefully to get the best results from it.

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

* Do not share BIOGEN DIGESTIGAST with any other person.

© Ask your healthcare provider or pharmacist if you need more information or advice.

* You must see a doctor if your symptoms worsen or do not improve.

What is in this leaflet

1. What BIOGEN DIGESTIGAST is and what is it used for.

2. What you need to know before you take BIOGEN DIGESTIGAST.

3. How to take BIOGEN DIGESTIGAST.

4. Possible side effects.

5. How to store BIOGEN DIGESTIGAST.

6. Contents of the pack and other information.

1. What BIOGEN DIGESTIGAST is and what is it used for

BIOGEN DIGESTIGAST, a herbal tincture with 9 botanical extracts for the relief of symptoms related to gastric and abdominal
discomfort like; abdominal pain & cramps, heartburn, flatulence, chronic constipation, nausea and irritable bowel syndrome
(IBS).

2. What you need to know before you take BIOGEN DIGESTIGAST

Do not take BIOGEN DIGESTIGAST:

« |f you are hypersensitive (allergic) to Angelica, Caraway, Ceylon cinnamon, German chamomile, Ginger, Lemon balm,
Licorice, Milk thistle, Peppermint, or to any of the other ingredients in BIOGEN DIGESTIGAST (listed in section 6).

* If you have hiatal hernia - Peppermint may worsen this condition.

« If you have hypokalaemia (low potassium levels) - Licorice may cause/exacerbate hypokalaemia.

« |f you have high blood pressure - Licorice may increase/worsen blood pressure levels.

« |f you have kidney disorders - Licorice may negatively affect kidney function.

« |f you have cardiovascular (heart) disorders - Licorice may worsen heart disease.

« |f you are pregnant or breastfeeding, do not use BIOGEN DIGESTIGAST.

Warnings and precautions

* Use with caution if you have hemochromatosis (iron overload) - Caraway may increase the intestinal absorption of iron.

* Use with caution if you have low blood pressure (hypotension), or if you are taking antihypertensive medication -
Ceylon cinnamon may lower blood pressure.

* Use with caution if you have low blood glucose levels (hypoglycaemia), or taking antidiabetic medication - Ceylon
cinnamon, Ginger, and Caraway may affect blood glucose levels.

* Discontinue use at least 2 weeks prior to elective surgical procedures.

* Use with caution if you have hormone sensitive conditions - German chamonmile, Licorice and Milk thistle may have
estrogenic/antiestrogenic effects.

* Use with caution if you have bleeding conditions - Ginger might increase the risk of bleeding.

 Licorice may worsen muscle overactivity (hypertonia).

* Avoid prolonged exposure to sunlight, ultraviolet therapy/ultraviolet light.

* Use with caution if you suffer from anaemia (lack of red blood cells).

* Use with caution if you have gallstones.

* Use with caution if you have thyroid disease.

Children and adolescents

Angelica, Caraway, Ceylon cinnamon, and Licorice - Insufficient reliable information.

German chamomile, Ginger, Lemon balm, Milk thistle, and Peppermint - Possibly safe when used orally and appropriately in
children, short-term.

Other medicines and BIOGEN DIGESTIGAST

Always tell your healthcare provider if you are taking other medicines, including complementary or traditional medicines.
Consult your doctor if you want to take BIOGEN DIGESTIGAST in combination with medicines or treatments such as:

* Antibiotics, as Ginger may theoretically increase the levels of metronidazole.

* Anticoagulants/antiplatelets (warfarin, phenprocoumon, etc.), as Ginger, German chamomile and Milk thistle may
theoretically increase the risk of bleeding. Licorice may theoretically decrease the effects of warfarin.

* Antidiabetics (blood glucose lowering medication), as Ceylon cinnamon Caraway, Ginger, and Milk thistle may
theoretically have additive blood glucose lowering effects.

 Antihypertensives (blood pressure lowering medication), such as calcium channel blockers, angiotensin Il receptor
antagonists etc., as Ceylon cinnamon and Ginger may theoretically have additive blood pressure lowering effects.
Licorice, in a dose-dependent manner, may counteract the effects of antihypertensives (increase blood pressure).

* Benzodiazepines (tranquilizers), as Licorice may theoretically decrease midazolam levels.

 Cardiac glycosides (medication increasing the force of heart contractions), as Licorice and cardiac glycoside
medication (digoxin) or herbs (uzara, quassia, etc.) may theoretically increase the risk of cardiac toxicity (damaged
heart muscle).

* Central nervous system (CNS) depressants, as Lemon balm, Caraway or German chamomile may theoretically have
additive sedative effects.

* Chemotherapy, as Licorice may theoretically reduce the therapeutic effectiveness of chemotherapy medication
(cisplatin and paclitaxel).

* Corticosteroids, such as hydrocortisone, as Licorice may theoretically increase the side effects of corticosteroids.

e Cytochrome substrates, as Caraway dose-dependently and theoretically alters the level of medicine metabolized by
cytochrome P450 1A1 (CYP1A1), and Licorice theoretically alters the level of medicine metabolized by cytochrome
P450 2C9 (CYP2C9) and cytochrome P450 3A4 (CYP3A4).

* Potassium depleting diuretics, such as chlorthalidone, chlorothiazide, furosemide, hydrochlorothiazide, etc.,
as Caraway and Licorice may increase the risk for hypokalaemia (below normal potassium levels).

* Loop diuretics might theoretically increase the mineralocorticoid effects (regulating salt and water balances) of
Licorice by inhibiting the conversion of cortisol to cortisone.

* Glucuronidated medication (medication combined with glucuronic acid to create a more water-soluble compound),
as Milk thistle may theoretically affect the metabolism/clearance of this medication.

* Hormones, as Licorice, German chamomile and Milk thistle, may theoretically influence the effects of estrogen
therapy.

* Immunosuppressants, as Ginger may theoretically decrease cyclosporine levels. Milk thistle may decrease the
clearance of the immunosuppressant, sirolimus.

* Laxatives, as Licorice misuse may theoretically increase the risk of potassium depletion.

* Methoxylated flavones (antioxidants reducing inflammation), as Licorice may theoretically reduce the plasma levels
of supplemental methoxylated flavones.

* Opioid analgesics (pain-relieving medication), as the concomitant use of Milk thistle and morphine may theoretically
affect serum morphine levels.

* Grapefruit, as it theoretically may increase the mineralocorticoid effects (salt and water balance) of Licorice.

* P-glycoprotein substrates, as Licorice theoretically may decrease the absorption of P-glycoprotein substrates.

* Protease inhibitors, as Milk thistle may theoretically affect the metabolism of indinavir, which is used to treat human
immunodeficiency virus (HIV).

* Selective estrogen receptor modulators, as Milk thistle theoretically may decrease the clearance and increase levels
of raloxifene (medication used to treat/prevent bone loss after menopause).

 Statins, as Milk thistle theoretically may decrease the movement of HMG-CoA reductase inhibitors (lipid-lowering
statins) into the liver, and also inhibits the transport of statins from the liver into the bile for excretion.

© Thyroid hormones, as Lemon balm may interfere with thyroid hormone medication/herbs, such as levothyroxine,
liothyronine and others.

Interactions with Diseases/Impairments
* Anaemia (lack of red blood cells) - Peppermint inhibits iron absorption and should be used with caution in patients
with iron-deficiency.
* Bleeding conditions - Ginger may theoretically decrease platelet aggregation and increase the risk of bleeding.
* Gallstones - Menthol present in Peppermint may stimulate the gallbladder.
* Heart conditions - Licorice can worsen congestive heart failure and increase the risk of arrhythmias
(heart rate/rhythm).
* Hemochromatosis (iron overload) - Caraway may increase the intestinal absorption of iron, and the risk or severity
of iron overload.
 Hiatal hernia (condition where a part of the stomach pushes into the chest cavity) - Menthol relaxes the sphincter,
consequently worsening hiatal hernia.
* High blood pressure (hypertension) - Licorice may increase blood pressure.
* Hormone sensitive cancers/conditions - German chamomile, Licorice and Milk thistle might have antiestrogenic/
estrogenic effects - use with caution in patients with breast cancer, ovarian cancer, uterine cancer, uterine fibroids,
endometriosis etc.
* Kidney disorders - Licorice may negatively affect kidney function.
* Low blood pressure (hypotension) - Ceylon cinnamon may lower blood pressure.
* Low blood sugar (hypoglycaemia) - Ceylon cinnamon, Ginger, and Caraway may lower blood sugar levels.
* Low potassium levels (hypokalaemia) - Licorice may exacerbate hypokalaemia by decreasing serum potassium levels.
* Muscle overactivity (hypertonia) - Licorice can lower potassium levels, consequently worsening muscle overactivity.
e Sexual dysfunction - Licorice might decrease libido and worsen erectile dysfunction.
* Surgical procedures - Lemon balm and German chamomile might cause additive CNS depression when combined
with anaesthesia. Ginger may cause excessive bleeding, whereas Ginger and Caraway may interfere with blood
glucose control. Licorice might increase blood pressure, and may as an effect, interfere with controlling blood
pressure during and after surgical procedures - Discontinue use at least 2 weeks prior to elective surgical procedures.
* Thyroid dysfunction and disease - Lemon balm may theoretically alter thyroid function, and reduce thyroid hormone levels.
BIOGEN DIGESTIGAST with food and drink

* Do not take BIOGEN DIGESTIGAST with alcohol as it may increase the risk of drowsiness.

 Taking BIOGEN DIGESTIGAST with iron-containing foods may increase the absorption of iron.
Pregnancy, breastfeeding and fertility
Insufficient reliable information. Not recommended for use during pregnancy and lactation.
If you are pregnant or breastfeeding, think you may be pregnant or are planning to have a baby, please consult your doctor,
pharmacist, or other healthcare provider for advice before taking this medicine.
Driving and using machinery
It is not always possible to predict to what extent of BIOGEN DIGESTIGAST may interfere with the daily activities of a patient.
It is possible that BIOGEN DIGESTIGAST may affect the ability to drive or operate machinery, as is may cause drowsiness,
sedation, blurred vision. Patients should ensure that they do not engage in the above activities until they are aware of the
measure to which BIOGEN DIGESTIGAST affects them.
3. How to take BIOGEN DIGESTIGAST
Do not share your medicines with any other person.
Always take BIOGEN DIGESTIGAST exactly as described in this leaflet or as your doctor or pharmacist has told you.
Check with your doctor or pharmacist if you are unsure.
Take BIOGEN DIGESTIGAST drops orally.
Take before or with meals, three times a day.

Adults and children over 12 years: 20 drops (1,00 mL)

Children 6 to 12 years: 15 drops (0,75 mL)
Children 3 to 5 years: 10 drops (0,50 mL)
SHAKE WELL BEFORE USE.
If you take more BIOGEN DIGESTIGAST than you should
Side effects listed in section 4 can be precipitated and/or be of increased severity.
Angelica, Caraway, German chamomile, Ginger, Lemon balm, Milk thistle - Insufficient reliable information.
Ceylon cinnamon - Large doses of Ceylon cinnamon may cause excitation of the central nervous system (CNS), tachycardia
(rapid heartbeat), and increased muscle contractions, breathing, and sweating. This may be followed by sedation.
Licorice - Due to the glycyrrhizin content in Licorice, overdosage may cause mineralocorticoid excess, or
pseudohyperaldosteronism (increased urinary potassium loss, sodium and water retention, hypokalemia, and alkalosis).
Peppermint - Due to the presence of menthol, overdosage may cause severe gastro-intestinal symptoms and CNS problems.
In the event of overdosage, consult your doctor or pharmacist. If neither is available, contact the nearest hospital or poison
control centre.
If you forget to take BIOGEN DIGESTIGAST
Always take BIOGEN DIGESTIGAST as prescribed. If you miss a dose, take it as soon as you remember. If you do not
remember the missed dose until the next dose is due, skip the missed dose and go back to your regular dosing schedule.
Do not take a double dose to make up for forgotten individual doses.
4. Possible side effects
BIOGEN DIGESTIGAST can have side effects.
Not all side effects reported for BIOGEN DIGESTIGAST are included in this leaflet. Should your general health worsen or if you
experience any untoward effects while taking BIOGEN DIGESTIGAST, please consult your healthcare provider for advice.
Side effects associated with BIOGEN DIGESTIGAST:
Frequent:
* Photosensitivity.
* Abdominal discomfort,nausea,vomiting,heartburn,indigestion, belching, dry mouth, and perianal burning.
* Drowsiness, sedation, blurred vision.
Less frequent:

* Headache.

* Wheezing.
Frequency unknown:

 Allergic reactions - hives, eczema,skin rash, anaphylaxis, dermatitis, itchy skin, and asthma.

* Altered appetite, bloating, diarrhoea, constipation, altered taste, flatulence, epigastric pain, and gastric irritation.

* Hypersensitivity reactions.

Please report/inform your doctor or pharmacist if you notice any side effects not mentioned in this leaflet.
Reporting of side effects

If you experience side effects, talk to your doctor or pharmacist. You can also report side effects to SAHPRA via the
w*“6.04 Adverse Drug Reactions Reporting Form”, found online under SAHPRA's publications:
http://www.sahpra.org.za/Publications/Index/8.

By reporting side effects, you can help provide more information on the safety of BIOGEN DIGESTIGAST.

5. How to store BIOGEN DIGESTIGAST

* Store in a cool, dry place at or below 25 °C.

* Do not use after expiry date.

* Keep the bottle tightly closed.

© STORE ALL MEDICINE OUT OF REACH OF CHILDREN.

Return all unused BIOGEN DIGESTIGAST to your pharmacist. Do not dispose of unused BIOGEN DIGESTIGAST in drains or
sewerage systems (e.q. toilets).
6. Contents of the pack and other information
What BIOGEN DIGESTIGAST contains:
The active ingredients per 1,00 mL (20 drops) are:
Cinnamomum verum J.Presl (Ceylon cinnamon) [bark] 100,00 mg
Matricaria chamomilla L. (German chamomile) [flower] 66,70 mg
Zingiber officinale Roscoe (Ginger) [rhizome] 66,70 mg
Angelica archangelica L. (Angelica) [root] 33,30 mg
Carum carvi L. (Caraway) [fruit] 33,30 mg
Glycyrrhiza glabra L. (Licorice) [roof] 33,30 mg
Melissa officinalis L. (Lemon balm) [leaf] 33,30 mg
Silybum marianum (L.) Gaertn. (Milk thistle) [fruit] 33,30 mg
Mentha x piperita L. (Peppermint) [leaf] 16,70 mg
The other ingredients are: Ethyl alcohol (31 % v/4) and water.
What BIOGEN DIGESTIGAST looks like and contents of the pack
50 mL brown liquid in an amber glass bottle with a slow-flow dropper and a white cap.
Holder of certificate of registration
Biogen
23 Stag Road, Glen Austin
South Africa
info@biogen.co.za
www.biogen.co.za
Tel: 0860 347243
This leaflet was last revised in
August 2022
Registration Number
Will be allocated by SAHPRA upon registration.

JOB: ges_bigesticastorops_somi | SIZE: 210mm x 625mm

STOCK: Foil Substrate: [ ] Clear Substrate: [ ] White Substrate: [] Paper:m Other:D

COLOURS: FINISHING:

Available Available Available Foil /
. K D Slot D Slot D Slot D Holographic Foil D Matte D Gloss
Available Available Available Available . "
D Slot D Slot D Slot D Slot D spory D Dorming D Embossing

PLEASE CHECK CAREEULLY ﬁ’lgl’c\ll;:g?Ev:‘egi:gea?/;:g:ppéu;fh‘?Z(:lrrgltlzlr\‘/t:ve cannot accept responsibility for errors once

BlOGen

FOR THE RESULTS YOU WANT

PASIENTINLIGTINGSBLAD
SKEDULERINGSTATUS:

PRODUKNAAM

BIOGEN DIGESTIGAST druppels

Angelica, Karwy, Ceylon kanee, Duitse kamille, Gemmer, Suurlemoenbalsem, Drop, Melkdistel, Peperment.
Suikervry.

Bevat etielalkohol: 31 % v/

Komplementére Medisyne: D 33.6 Westerse Kruie Medisyne. Dissipline-Spesifieke Tradisionele Bewerings.
Gesondheidsaanvullings dien slegs as aanvulling tot gesondheid of dieet.

DIGESTIGA

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

Lees hierdie inligtingsblad noukeurig deur want dit bevat inligting wat belangrik is vir u.
BIOGEN DIGESTIGAST is beskikbaar sonder 'n dokter se voorskrif om u gesondheid te ondersteun. U moet egter steeds BIOGEN
DIGESTIGAST versigtig gebruik om die beste resultate daarmee te verkry.

* Hou hierdie inligtingsblad. Dit kan nodig wees dat u dit weer lees.

* Moenie BIOGEN DIGESTIGAST met enige ander persoon deel nie.

« Indien u verdere inligting of advies verlang, vra asseblief u gesondheidsorgwerker of apteker.
* U moet 'n dokter raadpleeg indien u simptome vererger of nie verbeter nie.

Wat is in hierdie pamflet
1. Wat BIOGEN DIGESTIGAST is en waarvoor dit gebruik word.
2. Wat u moet weet voordat u BIOGEN DIGESTIGAST neem.
3. Hoe om BIOGEN DIGESTIGAST te neem.
4. Moontlike newe-effekte.
5. Hoe om BIOGEN DIGESTIGAST te stoor.
6. Inhoud van die verpakking en ander inligting.

1. Wat BIOGEN DIGESTIGAST is en waarvoor dit gebruik word

BIOGEN DIGESTIGAST, ‘n kruietinktuur met 9 botaniese ekstrakte vir die verligting van simptome wat verband hou met maag en
abdominale ongemak soos; abdominale pyn en krampe, sooibrand, winderigheid, kroniese hardlywigheid, naarheid en prikkelbare
dermsindroom (IBS).

2. Wat u moet weet voordat u BIOGEN DIGESTIGAST neem
Moet nie BIOGEN DIGESTIGAST neem nie:
« Indien u hipersensitief (allergies) is vir Angelica, Ceylon kaneel, Karwy, Drop, Duitse kamille, Gemmer, Melkdistel,
Peperment, Suurlemoenbalsem, of enige van die ander bestanddele in BIOGEN DIGESTIGAST (gelys in afdeling 6).
« Indien u ‘n hiatale breuk het - Peperment kan hierdie toestand vererger.
« Indien u hipokalemie (lae ) het - Drop kan hip: ie veroorsaak/vererger.
« Indien u hoé bloeddruk het - Drop kan bloeddrukvlakke verhoog/vererger.
* Indien u nierafwykings het - Drop kan nierfunksie negatief beinvioed.
e Indien u kardiovaskulére (hart) afwykings het - Drop kan hartsiektes vererger.
« Indien u swanger is of borsvoed, moenie BIOGEN DIGESTIGAST neem nie.

Waarskuwings en voorsorgmaatreéls

o Gek;]ruik versigtig indien u ly aan hemochromatose (ysteroorlading) - Karwy kan die dermabsorpsie van yster
verhoog.

* Gebruik versigtig indien u lae bloeddruk (hipotensie) het, of indien u antihipertensiewe medikasie neem - Ceylon
kaneel kan bloeddruk verlaag.

* Gebruik versigtig indien u lae bloedglukosevlakke (hipoglisemie) het, of
kaneel,Gemmer, en Karwy kan bloedglukoseviakke beinvloed.

 Staak gebruik ten minste 2 weke voor elektiewe chirurgiese prosedures.

 Gebruik versigtig indien u ly aan hormoon sensitiewe toestande - Duitse kamille, Drop en Melkdistel kan
estrogeniese/anti-estrogeniese effekte hé.

 Gebruik versigtig indien u bloedingstoestande het - Gemmer kan die risiko van bloeding verhoog.

* Drop kan spierooraktiwiteit (hipertonie) vererger.

* Vermy langdurige blootstelling aan sonlig, ultravioletterapie/ultravioletlig.

© Gebruik versigtig indien u aan bloedarmoede ly (tekort aan rooibloedselle).

* Gebruik versigitig indien u galstene het.

* Gebruik versigitig indien u skildklier probleme het.

medikasie neem - Ceylon

Kinders en adolessente
Angelica, Karwy, Ceylon kaneel, en Drop - Onvoldoende betroubare inligting.

Duitse kamille, Gemmer, Suurlemoenbalsem, Melkdistel, en Peperment - Moontlik veilig wanneer dit mondelings en toepaslik in
kinders gebruik word, korttermyn.

Ander medikasie en BIOGEN DIGESTIGAST
Lig altyd u gesondheidspraktisyn in wanneer u medisyne op 'n gereelde basis neem, insluitend komplementére of tradisionele
medisyne.

Raadpleeg u dokter as u BIOGEN DIGESTIGAST in kombinasie met die volgende medisyne wil gebruik:

 Antibiotika, omrede Gemmer teoreties die viakke van metronidasool kan verhoog.

* Antistolmiddels/antiplaatjies (warfarin, fenprokoumon, ens.), omrede Gemmer, Duitse kamille en Melkdistel teoreties
die risiko van bloeding kan verhoog. Drop kan teoreties die effekte van warfarin verminder.

 Bloedglukose verlagende medikasie, soos Ceylon kaneel, Karwy, Gemmer, en Melkdistel kan teoreties bykomende
bloedglukose verlagende effekte hé.

 Antihipertensiewe middels (bloeddrukverlagende medikasie), soos kalsiumkanaalblokkeerders, angiotensien
lI-reseptorantagoniste ens., omrede Ceylon kaneel en Gemmer teoreties bykomende bloeddrukverlagende effekte
kan hé. Drop, op ‘n dosis-afhanklike wyse, kan die effekte van antihipertensiewe middels teenwerk.

* Bensodiasepiene (kalmeringsmiddels), omrede Drop teoreties midazolamvlakke kan verlaag.

 Hartglikosiede (medikasie wat die krag van hartkontraksies verhoog), omrede die gesamentlike gebruik van Drop en
hartglikosiedmedikasie (digoksien) of kruie (uzara, quassia, ens.) teoreties die risiko van kardiale toksisiteit
(beskadigde hartspier) kan verhoog.

 Sentrale senuweestelsel (SNS) depressante, omrede Suurlemoenbalsem, Karwy of Duitse kamille teoreties
bykomende kalmerende effekte kan hé.

* Chemoterapie, omrede Drop teoreties die terapeutiese effektiwiteit van chemoterapiemedikasie (cisplatien en
paclitaxel) kan verminder.

 Kortikosteroiede, soos hidrokortisoon, omrede Drop teoreties die newe-effekte van kortikosteroiede kan verhoog.

 Sitochroomsubstrate, omrede Karwy dosisafhanklik en teoreties die viak van medisyne wat deur sitochroom P450
1A1 (CYP1A1) gemetaboliseer word, kan verander. Drop kan teoreties die viak van medisyne wat deur sitochroom
P450 2C9 (CYP2C9) en sitochroom P450 3A4 (CYP3A4-dikasie) gemetaboliseer word, verander.

* Kaliumafbrekende diuretika, soos chloortalidoon, chloortiasied, furosemied, hidrochloortiasied, ens., omrede Karwy
en Drop die risiko vir hipokalemie (onder normale kaliumvlakke) kan verhoog.

 Lusdiuretika kan teoreties die mineralokortikoied-effekte (regulasie van sout- en waterbalans) van Drop verhoog
deur die omskakeling van kortisol na kortisoon te inhibeer.

 Glukuronideerde medikasie (medikasie gekombineer met glukuroonsuur om ‘n meer wateroplosbare verbinding te
skep), omrede Melkdistel teoreties die metabolisme/opklaring van hierdie medikasie kan beinvioed.

* Hormone, soos Drop, Duitse kamille en Melkdistel kan teoreties die effekte van estrogeenterapie beinvioed.

* Immuunonderdrukkers, omrede Gemmer teoreties siklosporienviakke kan verlaag. Melkdistel kan die opklaring van
die immuunonderdrukker, sirolimus, verminder.

 Lakseermiddels, omrede die misbruik van Drop teoreties die risiko van kaliumuitputting kan verhoog.

* Gemetoksileerde flavone idante wat inflammasie verminder), omrede Drop teoreties die plasmavlakke van
aanvullende gemetoksileerde flavone kan verlaag.

 Opioied-pynstillers, omrede die gesamentlike gebruik van Melkdistel en morfien teoreties serummorfienviakke kan
beinvioed.

* Pomelo, omrede dit teoreties die mineralokortikoied-effekte (sout- en waterbalans) van Drop kan verhoog.
 P-glikoproteien substrate, omrede Drop teoreties die absorpsie van P-glikoproteien substrate kan verminder.

* Protease-inhibeerders, omrede Melkdistel teoreties die metabolisme van indinavir, wat gebruik word om menslike
immuniteitsgebrekvirus (MIV) te behandel, kan beinvioed.

* Selektiewe estrogeenreseptormoduleerders, omrede Melkdistel teoreties die opklaring en vlakke van raloksifeen kan
verlaag (medikasie wat gebruik word om beenverlies na menopouse te behandel/voorkom).

 Statiene, omrede Melkdistel teoreties die beweging van HMG-CoA-reduktase-inhibeerders (lipiedverlagende statiene)
in die lewer kan verlaag, en ook die vervoer van statiene vanaf die lewer na die gal vir uitskeiding kan inhibeer.

 Skildklierhormone, omrede Suurlemoenbalsem kan inmeng met skildklierhormoonmedikasie/kruie, soos
levotiroksien, liotironien en ander.

Interaksies met siektes
* Bloedarmoede (gebrek aan rooibloedselle) - Peperment inhibeer ysterabsorpsie en moet versigtig gebruik word in
pasiénte met ystertekort.
 Bloedtoestande - Gemmer kan teoreties bloedplaatjie-aggregasie verminder en die risiko van bloeding verhoog.
 Galstene - Menthol teenwoordig in Peperment kan die galblaas stimuleer.
* Harttoestande - Drop kan kongestiewe hartversaking vererger en die risiko van aritmieé (hartklop/ritme) verhoog.

* Hemochromatose (ysteroorlading) - Karwy kan die dermabsorpsie van yster verhoog, asook die risiko/erns van
ysteroorlading.

 Hiatale breuk (toestand waar ‘n deel van die maag in die borsholte indruk) - Menthol ontspan die sfinkter, wat
gevolglik ‘n hiatale breuk kan vererger.

* Hoé bloeddruk (hipertensie) - Drop kan bloeddruk verhoog.

* Hormoon sensitiewe kankers/toestande - Duitse kamille, drop en Melkdistel kan anti-estrogeniese/estrogeniese
effekte hé - gebruik versigtig in pasiénte met borskanker, eierstokkanker, baarmoederkanker, uteriene fibroiede,
endometriose ens.

* Nierafwykings - Drop kan nierfunksie negatief beinvioed.

 Lae bloeddruk (hipotensie) - Ceylon kaneel kan bloeddruk verlaag.

 Lae bloedsuiker (hipoglisemie) - Ceylon kaneel, Gemmer, en Karwy kan bloedsuikerviakke verlaag.

 Lae kaliumvlakke (hif - Drop kan hipc ie vererger deur serumkaliumvlakke te verlaag.

 Spierooraktiwiteit (hipertonie) - Drop kan kaliumvlakke verlaag, wat gevolglik spierooraktiwiteit kan vererger.

* Seksuele disfunksie - Drop kan libido verminder en erektiele disfunksie vererger.

 Chirurgiese prosedures - Suurlemoenbalsem en Duitse kamille kan addisionele SSS-depressie veroorsaak wanneer
dit gekombineer word met narkose. Gemmer kan oormatige bloeding veroorsaak. Gemmer en Karwy kan beide met
bloedglukosebeheer inmeng. Drop kan bloeddruk verhoog, en gevolglik inmeng met die beheer van bloeddruk tydens
en na chirurgiese prosedures - Staak gebruik ten minste 2 weke voor elektiewe chirurgiese prosedures.

o Skildklierdisfunksie en siekte - Suurlemoenbalsem kan teoreties skildklierfunksie beinvioed, en
tiroiedhormoonvlakke verminder.

BIOGEN DIGESTIGAST met kos en drinkgoed
* Moenie BIOGEN DIGESTIGAST saam met alkohol neem nie omrede dit die risiko van lomerigheid kan verhoog.
 Die gesamentlike inname van ysterbevattende voedsel kan die opname van yster verhoog.

Swangerskap en borsvoeding

Onvoldoende betroubare inligting. Nie aanbeveel vir gebruik tydens swangerskap en laktasie nie.

Indien u swanger is of u baba borsvoed, dink dat u swanger is, of van plan is om ‘n baba te hé, raadpleeg u dokter, apteker
of gesondheidsorgwerker voordat u hierdie medisyne gebruik.

Bestuur en die gebruik van masjinerie

Dit is nie altyd moontlik om te voorspel tot watter mate BIOGEN DIGESTIGAST die daaglikse aktiwiteite van ‘n pasiént kan beinvioed
nie. Dit is moontlik dat BIOGEN DIGESTIGAST die vermoé om te bestuur of masjinerie te gebruik kan beinvioed, omrede dit
lomerigheid, sedasie, en dowwe visie' kan veroorsaak. Pasiénte moet seker maak dat hulle nie aan bogenoemde aktiwiteite
deelneem totdat hulle nie bewus is van hoe BIOGEN DIGESTIGAST hulle beinvioed nie.

3. Hoe om BIOGEN DIGESTIGAST te neem
Moenie medisyne wat vir u voorgeskryf is, met enige ander persoon deel nie.

Neem BIOGEN DIGESTIGAST soos voorgeskryf in hierdie voubiljet of soos u dokter of apteker u aanbeveel het.
Maak asseblief seker by u dokter of apteker wat die aanbevole dosis is indien u onseker is.

Neem BIOGEN DIGESTIGAST druppels oraal.

Neem voor of saam met maaltye, driekeer ‘n dag.
Volwassenes en kinders ouer as 12 jaar: 20 druppels (1,00 mL)
Kinders 6 tot 12 jaar: 15 druppels (0,75 mL)
Kinders 3 tot 5 jaar: 10 druppels (0,50 mL)

SKUD GOED VOOR GEBRUIK.

Indien u meer BIOGEN DIGESTIGAST geneem het as wat u moes
Die newe-effekte wat in afdeling 4 gelys word, kan ontstaan en/of die graad daarvan kan toeneem.

Angelica, Karwy, Duitse kamille, Gemmer, Suurlemoenbalsem, Melkdistel - Onvoldoende betroubare inligting.

Ceylon kaneel - Groot dosisse Ceylon kaneel kan opwekking van die sentrale senuweestelsel (SSS), tagikardie (vinnige
hartklop) asook verhoogde spiersametrekkings, asemhaling en sweet veroorsaak. Dit kan gevolg word deur sedasie.

Drop - Weens die glisirrisien inhoud in Drop, kan oordosering mineralokortikoied oormaat, of pseudohiperaldosteronisme
(verhoogde urinére kalium verlies, natrium en water retensie, hipokalemie en alkalose), veroorsaak.

Peperment - Weens die teenwoordigheid van menthol, kan oordosering ernstige spysverteringsimptome en SSS-probleme
veroorsaak.

In die geval van 'n oordosis, raadpleeg u dokter of apteker. Indien nie een van hulle beskikbaar is nie, kontak die naaste hospitaal of
gifbeheersentrum.

Indien u vergeet om BIOGEN DIGESTIGAST te neem

Neem BIOGEN DIGESTIGAST altyd soos voorgeskryf. Indien u 'n dosis vergeet het, neem dit so gou as wat u onthou. Indien u egter
nie van die vergete dosis onthou voordat dit tyd is vir die volgende dosis nie, slaan die vergete dosis oor en keer terug na u gewone
doseringskedule. Moenie 'n dubbele dosis neem om te vergoed vir die oorgeslane individuele dosis nie.

4. Moontlike newe-effekte
BIOGEN DIGESTIGAST kan newe-effekte he.
Nie alle newe-effekte wat aangemeld is vir BIOGEN DIGESTIGAST is in hierdie voubiljet ingesluit nie. Indien u algemene gesondheid
vzre_rger, of as u ongewenste gevolge ervaar tydens die gebruik van BIOGEN DIGESTIGAST, raadpleeg u gesondheidsorgwerker vir
advies.
Newe-effekte geassosieer met BIOGEN DIGESTIGAST:
Algemeen:
* Fotosensitiwiteit.
* Abdominale ongemak, naarheid, braking, sooibrand, slegte spysvertering, winde, droé mond, en perianale brand.
* Lomerigheid, sedasie, en dowwe visie.
Minder algemeen:
© Hoofpyn.
© Hyg.
Frekwensie onbekend:
o Allergiese reaksies - verhewe velbulte, ekseem, veluitslag, anafilakse, dermatitis, jeukerige vel, en asma.
o\ eetlus, opgebl id, diarree, hardlywigheid, veranderde smaak, winderigheid, epigastriese pyn,
en maagirritasie.
* Hipersensitiwiteitsreaksies.

Lig asseblief u dokter of apteker in indien u enige newe-effekte opmerk wat nie in hierdie inligtingstuk genoem word nie.

Rapportering van newe-effekte

Praat met u dokter of apteker as u newe-effekte kry. U kan ook newe-effekte by SAHPRA aanmeld via die
“6.04 Adverse Drug Reactions Reporting Form”, wat aanlyn gevind kan word onder SAHPRA se publikasies:
htip.//www.sahpra.org.za/Publications/Index/8.

Deur newe-effekte aan te meld, kan u help om meer inligting rakende die veiligheid van BIOGEN DIGESTIGAST te verskaf.
5.Hoe om BIOGEN DIGESTIGAST te stoor
* Bewaar in ‘n koel, droé plek by of benede 25 °C.
* Moet nie na die vervaldatum gebruik nie.
* Hou die bottel dig toe.
* HOU ALLE MEDISYNE BUITE DIE BEREIK VAN KINDERS.
Neem alle ongebruikte BIOGEN DIGESTIGAST na u apteker terug. Moenie ongebruikte BIOGEN DIGESTIGAST in afvoerpype of
rioolsisteme (byvoorbeeld toilette) weggooi nie.
6. Inhoud van die pak en ander inligting
Wat BIOGEN DIGESTIGAST bevat:
Die aktiewe bestanddele per 1,00 mL (20 druppels) is:

Cinnamomum verum J.Pres| (Ceylon kaneel bas) 100,00 mg
Matricaria chamomilla L. (Duitse kamille blom) 66,70 mg
Zingiber officinale Roscoe (Gemmer risoom) 66,70 mg
Angelica archangelica L. (Angelica wortel) 33,30 mg
Carum carvi L. (Karwy vrug) 33,30 mg
Glycyrrhiza glabra L. (Drop wortel) 33,30 mg
Melissa officinalis L. (Suurlemoenbalsem blaar) 33,30 mg
Silybum marianum (L.) Gaertn. (Melkdistel vrug) 33,30 mg
Mentha x piperita L. (Peperment blaar) 16,70 mg

Die ander bestanddele is: Etielalkohol (31 % v//) en water.

Hoe BIOGEN DIGESTIGAST lyk en inhoud van die verpakking
50 mL bruin vloeistof in ‘n amber glasbottel met ‘n stadigvloeiende drupper en ‘n wit doppie.
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