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PATIENT INFORMATION LEAFLET
SCHEDULING STATUS: [S0]

BIOGEN REVITALYTE (POWDER SACHETS)
EACH BIOGEN REVITALYTE 5 g POWDER SACHET CONTAINS:

Sodium (as chloride) 415 mg, Potassium (as chloride) 200 mg, Ascorbic acid (Vitamin C)
200 mg, Calcium (as carbonate) 150 mg, Magnesium (as oxide) 100 mg, L-cysteine (as
N-acetyl-L-cysteine) 100 mg, Pyridoxine (Vitamin B6)(as HCl) 2 mg, Manganese (as sulphate)
1 mg, Cyanocobalamin (Vitamin B12) 20,00 pg.

CONTAINS SUGAR ALCOHOL: MANNITOL 483,72 mg (SALTY PEACH),
683,72 mg (SALTY WATERMELON) PER 5 g DOSAGE.

CONTAINS SWEETENER: SUCRALOSE 35 mg PER 5 g DOSAGE.

Complementary Medicine: 34.12 Multiple Substance formulation
This unregistered medicine has not been evaluated by SAHPRA for its quality, safety or intended use. Health
supplements are intended only to complement health or supplement the diet.

Read all of this leaflet carefully k it ins important inft ion for you.
BIOGEN REVITALYTE is available without a doctor’s prescription, for you to maintain your health. Nevertheless,
you still need to use BIOGEN REVITALYTE carefully to get the best results from it.

* Keep this leaflet. You may need to read it again.
© Do not share BIOGEN REVITALYTE with any other person.
o Ask your healthcare provider or pharmacist if you need more information or advice.

What is in this leaflet
1. What BIOGEN REVITALYTE is and what it is used for
2. What you need to know before you use BIOGEN REVITALYTE
3. How to use BIOGEN REVITALYTE
4. Possible side effects
5. How to store BIOGEN REVITALYTE
6. Contents of the pack and other information

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

BIOGEN REVITALYTE, supports hydration, electrolyte balance, and recovery by replenishing essential minerals
and vitamins. Promotes energy metabolism, antioxidant protection, and overall cellular health.

2. What you need to know before you use BIOGEN REVITALYTE
Do not use BIOGEN REVITALYTE:

 |f you have a hypersensitivity to any of the ingredients or the excipients listed in 6.1.

¢ Not recommended for use in children under the age of 18 years.

* Do not use this product with other potassium-containing supplements or with potassium-containing

salt-substitutes.
Warnings and precautions
Not to be used in cases of dehydration as a substitute of an oral rehydration solution. Consult with a healthcare
p(or\:ider t;.)ll;inor to using BIOGEN REVITALYTE, especially if you have a medical condition. Use BIOGEN REVITALYTE
with caution:

o Consult a healthcare provider prior to use if you are pregnant, or breastfeeding.

* Increased sodium intake has been associated with worsening of the following conditions: osteoporosis,
multiple sclerosis, cardiovascular disease, hypernatremia, hypertension, kidney disease with proteinuria.
Patients should be advised to consume sodium in moderation.

Kidney disease affects potassium excretion and increases the risk of elevated potassium levels. Caution
should be advised for those with kidney disease (including chronic kidney disease), kidney failure or
post-kidney transplant.

The co-administration of calcium salts or thiazides may lead to developing hypercalcaemia. When
indicated, serum calcium, phosphate, alkaline phosphatase, liver function tests and magnesium should
be monitored.

Use with caution in patients with established osteoporosis.

Magnesium supplements can increase the risk of hypermagnesemia in those with reduced or impaired
kidney function.

Children and adolescents

The safety and efficacy of BIOGEN REVITALYTE in children and adolescents has not yet been established. Not
recommended for use in children under the age of 18 years.

Other medicines and BIOGEN REVITALYTE
Always tell your healthcare practitioner if you are taking any other medicine (this includes complementary or
traditional medicines). Not all possible interactions with other medicines may be included in this leaflet. Consult a
healthcare practitioner prior to use. Always consult a healthcare provider before use, especially when taking
medications for chronic conditions.
BIOGEN REVITALYTE can interact with the following medications:

o Antihypertensive medications: High sodium intake can reduce plasma lithium levels by increasing its
excretion. Patients taking lithium should avoid large fluctuations in sodium intake.
Antibiotics and osteoporosis medications: Calcium and magnesium may reduce the absorption of
bisphosphonates, tetracyclines, quinolones, and gabapentin. Calcium carbonate may also decrease the
effectiveness of levothyroxine in hypothyroid patients and reduce the absorption of sotalol, potentially
impacting its effectiveness.
Antioxidant and neurological medications: Magnesium may reduce the bioavailability of levodopa,
affecting Parkinson’s treatment.
N-acetyl-L-cysteine may enhance the effects of nitroglycerin, possibly causing excessive vasodilation
and hypotension. Vitamin B6 may also reduce levodopa effectiveness by increasing its metabolism.
Endocrine medications: Calcium carbonate may reduce the absorption of levothyroxine, which could
impact thyroid hormone levels.
* Vitamins, minerals and nutrients obtained from other sources should be taken into account when

prescribing / suggesting BIOGEN REVITALYTE.

Pregnancy, breastfeeding and fertility

Safety in fertility, pregnancy and lactation has not been established. If you are pregnant and breastfeeding, think you
may be pregnant or planning to have baby, please consult with your doctor, pharmacist, or other healthcare provider for
advice before taking this medicine.

Driving and using machines

No studies on the effects on the ability to drive or use of machinery have been performed. Patients should
exercise caution before driving or using machinery until they are reasonably certain that BIOGEN REVITALYTE
does not adversely affect their performance.

3. How to take BIOGEN REVITALYTE
Do not share medicines prescribed to you with any other person. Do not exceed the daily recommended dosage.
Always use BIOGEN REVITALYTE exactly as described in this leaflet or as your healthcare practitioner has
instructed. Check with your healthcare provider if you are not sure.
If you take more BIOGEN REVITALYTE than you should:
In the event of an overdose, consult your doctor or pharmacist. If neither of these is available, contact the nearest
hospital or poison control center.
Take this information sheet and the container with the remaining BIOGEN REVITALYTE with you, so that the
doctor can see what you have taken.
If you forget / neglected a dose of BIOGEN REVITALYTE:
Do not take a double dose to make up for forgotten individual doses.
Adults 18 years and older:
Dissolve 1-2 sachets in 500 ml of water and drink daily, or as recommended by a healthcare professional.
Ideal for use during intense physical activity and recovery.
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4. Possible of side effects
BIOGEN REVITALYTE can have side effects.

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

If any of the following happens, stop using BIOGEN REVITALYTE and tell your doctor immediately, or go to the
casualty department at your nearest hospital:

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

 Rash or itching,
* Fainting.

These are all very serious side effects. If you have them, you may have had a serious allergic reaction to BIOGEN
REVITALYTE. You may need urgent medical attention or hospitalisation.

fTellll your doctor immediately or go to the casualty department at your nearest hospital if you notice any of the
ollowing:
e Chest pain,
© Angina,
e Changes in the way your heart beats, for example, if you notice it beating faster,
« Difficulty breathing,
* Signs of recurrent infection such as fever or sore throat,
e Less urine than is normal for you,
* Yellowing of the skin and eyes, dark urine, and tiredness which may be symptoms of liver problems.
These are all serious side effects. You may need urgent medical attention.
Tell your doctor if you notice any of the following:
Common / Frequent side effects:
* Nausea,
e Abdominal cramps or stomach pains,
* Headache,
e Dizziness,
e Tiredness.
Uncommon / Less frequent side effects:
* Dry cough,
* Muscle cramps,
 Flatulence or wind,
 Diarrhoea,
o Loss of appetite.
If you notice any side effects not mentioned in this leaflet, please inform your doctor or pharmacist.

Reporting of side effects

If you get any side effects, talk to your doctor or pharmacist. This includes any possible side effects not listed in
this leaflet. You can also report side effects to SAHPRA via the “6.04 Adverse Drug Reaction Reporting Form”,
found online under SAHPRA’s publications: https.//www.sahpra.org.za/Publications/Index/8.

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

5. How to store BIOGEN REVITALYTE
 Protect from moisture and store at or below 25 °C.
o KEEP OUT OF REACH OF CHILDREN.
* Do not use after the expiry date stated on the label.
© Return all unused BIOGEN REVITALYTE to your pharmacist.
* Do not dispose of unused BIOGEN REVITALYTE in drains or sewerage systems (e.g. toilets).
6. Contents of the pack and other information
What BIOGEN REVITALYTE contains:

Each BIOGEN REVITALYTE 5 g powder sachet contains: *%NRV
Sodium chloride 1092,11 mg

Providing Sodium (elemental) 415,00 mg
Potassium chloride 384,62 mg

Providing Potassium (elemental) 200,00 mg
Ascorbic acid (Vitamin C) 200,00 mg 200 %
Calcium carbonate 375,00 mg

Providing Calcium (elemental) 150,00 mg 12%
Magnesium oxide 172,41 mg

Providing Magnesium (elemental) 100,00 mg 24 %
N-acetyl-L-cysteine 135,14 mg

Providing L-Cysteine 100,00 mg
Pyridoxine Hydrochloride 2,46 mg

Providing Vitamin B6 2,00 mg 118 %
Manganese sulphate 3,37 mg

Providing Manganese (elemental) 1,00 mg 43 %
Cyanocobalamin (Vitamin B12) 20,00 pg 833 %

*%Nutrient Reference Values (NRVs) for individuals 4 years and older (2010)

Contains sugar alcohol: Mannitol 483,72 mg (Salty Peach), 683,72 mg (Salty Watermelon) per 5 g dosage.
Contains sweetener: Sucralose 35 mg per 5 g dosage.

Other ingredients: Citric acid, flavour, mannitol, silicone dioxide, sucralose.

What BIOGEN REVITALYTE looks like and contents of the pack

5 g White powder packed into each slimline sachet.
20 sachets per carton.

Holder of Certificate of Registration
Biogen.

23 Stag Road,

Glen Austin,

South Africa.

Tel: 0860 347 243.

Email: info@biogen.co.za

Website: www.biogen.co.za

This leaflet was last revised in
Will be allocated by SAHPRA upon registration.

Registration number
Will be allocated by SAHPRA upon registration.
See www.biogen.co.za for professional information.

6216C01
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PASIENTINLIGTINGSBLAD
SKEDULERINGSTATUS:
BIOGEN REVITALYTE (POEIER SAKKIES)

ELKE BIOGEN REVITALYTE 5 g POEIER SAKKIE BEVAT:

Natrium (as chloried) 415 mg, Kalium (as chloried) 200 mg, Askorbiensuur (Vitamien C)
200 mg, Kalsium (as karbonaat) 150 mg, Magnesium (as oksied) 100 mg, L-sisteien (as
N-asetiel-L-sisteien) 100 mg, Piridoksien (Vitamien B6) (as HCI) 2 mg, Mangaan (as sulfaat)
1 mg, Sianokobalamien (Vitamien B12) 20,00 pg.

BEVAT SUIKERALKOHOL: MANNITOL 483,72 mg (SALTY PEACH),
683,72 mg (SALTY WATERMELON) PER 5 g DOSERING.

BEVAT VERSOETER: SUKRALOSE 35 mg PER 5 g DOSERING.

Komplementére Medisyne: 34.12 Meervoudige Bestanddeel Formulasie
Hierdie ongeregistreerde medisyne is nie deur SAHPRA vir gehalte, veiligheid of beoogde gebruik geévalueer nie.
Gesondheidsaanvullings dien slegs as aanvulling tot gesondheid of dieet.

Lees hierdie inligtingsblad noukeurig deur want dit bevat inligting wat belangrik is vir u.

BIOGEN REVITALYTE is beskikbaar sonder ‘n dokter se voorskrif, om jou gesondheid te handhaaf. Nietemin moet
BIOGEN REVITALYTE versigtig gebruik word ten einde die beste resultate te verkry.

* Hou hierdie inligtingsblad. Dit kan nodig wees dat jy dit weer lees.
* Moenie BIOGEN REVITALYTE met enige ander persoon deel nie.
* Vra jou gesondheidsorgverskaffer of apteker indien jy meer inligting of advies nodig het.

Wat is in hierdie inligtingsblad
1. Wat is BIOGEN REVITALYTE en waarvoor word dit gebruik
2. Wat jy moet weet voordat jy BIOGEN REVITALYTE gebruik
3. Hoe om BIOGEN REVITALYTE te gebruik
4. Moontlike newe-effekte
5. Hoe om BIOGEN REVITALYTE te bére
6. Inhoud van die pak en ander inligting

1. Wat is BIOGEN REVITALYTE en waarvoor word dit gebruik

BIOGEN REVITALYTE, ondersteun hidrasie, elektrolietbalans en herstel deur noodsaaklike minerale en vitamiene
aan te vul. Bevorder energiemetabolisme, antioksidantbeskerming en algehele sellulére gesondheid.

2. Wat jy moet weet voordat jy BIOGEN REVITALYTE gebruik
Moenie BIOGEN REVITALYTE neem nie:
 Indien u 'n hipersensitiwiteit het vir enige van die bestanddele of die hulpstowwe gelys in 6.1.
* Nie aanbeveel vir gebruik by kinders onder die ouderdom van 18 jaar nie.
* Moet nie BIOGEN REVITALYTE saam met ander kaliumbevattende aanvullings of kaliumbevattende
soutvervangers gebruik nie.
Waarskuwings en voorsorgmaatreéls

Moet nie gebruik word in gevalle van dehidrasie as 'n plaasvervanger van 'n mondelinge rehidrasie oplossing.
Raadpleeg ‘n gesondheidsorgpraktisyn voordat u BIOGEN REVITALYTE gebruik, veral as u ‘n mediese toestand
het. Gebruik BIOGEN REVITALYTE met omsigtigheid:

Raadpleeg 'n gesondheidsorgverskaffer voordat jy hierdie produk gebruik as jy swanger is of borsvoed.
Verhoogde natrium-inname is gekoppel aan die verergering van die volgende toestande: osteoporose,
veelvuldige sklerose, hartsiektes, hipernaatremie, hipertensie, niersiekte met proteienurie. Pasiénte moet
aangeraai word om natrium met matigheid te gebruik.

Niersiekte beinvloed kaliumuitskeiding en verhoog die risiko van verhoogde kaliumvlakke. Omsigtigheid
word aanbeveel vir diegene met niersiekte (insluitend chroniese niersiekte), nierfalen of na
niertransplantasie.

Die administrasie van kalsium soute of tiasiede kan lei tot die ontwikkeling van hiper kalsiémie. Waar
nodig, moet serumkalsium, fosfaat, iese fosfatase, lewer i en ium gemonitor
word.

Gebruik met omsigtigheid by pasiénte met gevestigde osteoporose.

Magnesium aanvullings kan die risiko van hipermagnesiémie verhoog by diegene met verminderde of
benadeelde nierfunksie.

Kinders en adolessente

Die veiligheid en doeltreffendheid van BIOGEN REVITALYTE by kinders en adolessente is nog nie vasgestel nie.
Nie aanbeveel vir gebruik by kinders onder die ouderdom van 18 jaar nie.

Die neem van BIOGEN REVITALYTE en ander medisyne

Lig altyd u gesondheidsorgpraktisyn in indien u enige ander medisyne neem (dit sluit aanvullende of tradisionele
medisyne in). Nie alle moontlike interaksies met ander medisyne word in hierdie pamflet ingesluit nie. Raadpleeg
‘n gesondheidsorgpraktisyn voor gebruik. Raadpleeg altyd 'n gesondheidsorgverskaffer voor gebruik, veral
wanneer u medikasie vir chroniese toestande neem.

BIOGEN REVITALYTE kan interaksie hé met die volgende medisyne:

o Antihipertensiewe medikasie: Hoé natrium-inname kan die plasma-litiumvlakke verminder deur sy
uitskeiding te verhoog. Indien jy litium gebruik, word dit aanbeveel om groot fluktuasies in
natrium-inname vermy.

Antibiotika en osteoporose medikasie: Kalsium en magnesium kan die absorpsie van sekere medikasie,
insluitend bisfosfonate, tetrasikliene, kinolone en gabapentin, verminder. Kalsiumkarbonaat kan ook die
effektiwiteit van levotiroksien in mense met hipotiroidisme verminder en die absorpsie van sotalol
beinvloed, wat moontlik die werking daarvan kan verlaag.

Antioksidant en neurologiese medikasie: Magnesium kan die bio-beskikbaarheid van levodopa verminder,
wat die behandeling van Parkinson beinvioed.

N-asetiel-L-sisteien kan die effekte van nitrogliserien versterk, wat moontlik oormatige vasodilasie en
hipotensie kan veroorsaak. Vitamien B6 kan ook die doeltreffendheid van levodopa verminder deur sy
metabolisme te verhoog.

Endokriene medikasie: Kalsiumkarbonaat kan die absorpsie van levotiroksien verminder, wat die
tiroiedhormoonvlakke kan beinvioed.

Vitamiene, minerale en voedingstowwe wat uit ander bronne verkry word, moet in ag geneem word
wanneer BIOGEN REVITALYTE voorgeskryf of voorgestel word.

Swangerskap, borsvoeding en vrugbaarheid

Veiligheid in vrugbaarheid, swangerskap en laktasie is nie vasgestel nie. Indien jy swanger is en borsvoed, dink jy dalk
dat jy swanger is of beplan om ‘n baba te hé, raadpleeg asseblief jou dokter, apteker, of ander
gesondheidsorgverskaffer vir advies voordat jy hierdie medisyne neem

Bestuur en die gebruik van masjinerie

Geen studies is uitgevoer oor die effekte op die vermoé om te bestuur of die gebruik van masjinerie nie. Pasiénte
moet versigtig wees voordat hulle bestuur of masjinerie gebruik, totdat hulle redelik seker is dat BIOGEN
REVITALYTE nie hul werkverrigting nadelig beinvioed nie.

3. Hoe om REVITALYTE te gebruik
Moenie medisyne wat aan u voorgeskryf is met enige ander persoon deel nie. Moenie die aanbeveelde daaglikse
dosis oorskry nie. Gebruik BIOGEN REVITALYTE presies soos aanbeveel in hierdie inligtingsblad, of soos
aanbeveel deur u gesondheidsorgpraktisyn. Raadpleeg u gesondheidsorgpraktisyn indien u nie seker is nie.
Indien u meer BIOGEN REVITALYTE neem as wat u behoort:
In die geval van ‘n oordosis, raadpleeg u dokter of apteker. Indien nie een van hulle beskikbaar is nie, kontak die
naaste hospitaal of gifsentrum.
Neem hierdie inligtingsblad en die houer met die oorblywende BIOGEN REVITALYTE saam met u, sodat die dokter
kan sien wat u geneem het.
Indien jy vergeet / nagelaat het om ‘n dosis BIOGEN REVITALYTE te neem:
Moenie ‘n dubbele dosis inneem om vergeet individuele dosisse te vergoed nie.
Volwassenes 18 jaar en ouer:
Los 1-2 sakkies op in 500 ml water en drink daagliks, of soos aanbeveel deur 'n gesondheidswerker.
Ideaal vir gebruik tydens intense fisiese aktiwiteit en herstel.
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4. Moontlike newe-effekte

BIOGEN REVITALYTE kan newe-effekte hé.

Nie alle newe-effekte wat vir BIOGEN REVITALYTE gerapporteer is, word in hierdie inligtingsblad ingesluit nie.
Indien jou algemene gesondheid verswak of indien jy enige ongunstige effekte ondervind terwyl BIOGEN
REVITALYTE geneem word, raadpleeg asseblief jou gesondheidsverskaffer.

Indien jy enige van die volgende ervaar, hou op om BIOGEN REVITALYTE te neem en sé dadelik vir jou dokter of
gaan na die ongevalle-afdeling by jou naaste hospitaal:

 Swelling van jou hande, voete, enkels, gesig, lippe en mond of keel, wat probleme kan veroorsaak met
sluk en asemhaling;

« Uitslag of gejeuk;
* Floute.

Hierdie is baie ernstige newe-effekte. Indien jy dit het, mag jy 'n ernstige allergiese reaksie op BIOGEN
REVITALYTE gehad het. Jy mag dringende mediese bystand of hospitalisasie benodig.
Sé so gou as moontlik vir jou dokter indien jy enige van die volgende opmerk:
* Borspyn,
© Angina,
* \leranderings in die manier waarop jou hart klop, byvoorbeeld, as jy dit vinniger klop,
* Moeilikheid met asemhaling,
 Tekens van herhaalde infeksie soos koors of seer keel,
* Minder urine as normaal vir jou,
* Vergeling van die vel en o&, donker urine, en moegheid wat simptome van lewerprobleme kan wees.
Hierdie is almal ernstige newe-effekte. Jy mag dringende mediese aandag benodig.
Vertel jou dokter as jy enige van die volgende opmerk:
Gewone / Gereelde newe-effekte:
* Naarheid,
* Abdominale kramp of maagpyn,
* Kopseer,
e Duiseligheid,
* Moegheid.
Soms / minder gereelde newe-effekte:
Drog hoes,
Spierkrampe,
o Winderigheid,
 Diarree,
 Verloor van eetlus.

Indien u enige newe-effekte opmerk wat nie in hierdie pamflet genoem word nie, stel asseblief u dokter of
apteker in kennis.

Rapportering van newe-effekte

Indien jy newe-effekte ondervind, bespreek dit met jou dokter of apteker. Jy kan ook newe-effekte aan SAHPRA
rapporteer via die “6.04 Adverse Drug Reactions Reporting Form”, wat aanlyn by SAHPRA se publikasies
beskikbaar is: http.//www.sahpra.org.za/Publications/Index/8.

Deur newe-effekte te rapporteer kan jy help om meer inligting rakende die veiligheid van BIOGEN REVITALYTE te
verskaf.

5. Hoe om BIOGEN REVITALYTE te bére
* Beskerm teen vog en berg by of onder 25 °C.
* HOU BUITE BEREIK VAN KINDERS.
* Moenie gebruik na die vervaldatum op die etiket nie.
* Neem alle ongebruikte BIOGEN REVITALYTE na u apteker terug.
* Moenie ongebruikte BIOGEN REVITALYTE in afvoerpype of rioolsisteme (bv. toilette) weggooi nie.
6. Inhoud van die verpakking en ander inligting
Wat BIOGEN REVITALYTE bevat:

ELKE 5 g POEIER SAKKIE BEVAT: *%NVW
Natriumchloried 1092,11 mg

Verskaf Natrium (elementeel) 415,00 mg
Kaliumchloried 384,62 mg

Verskaf Kalium (elementeel) 200,00 mg
Askorbiensuur (Vitamien C) 200,00 mg 200 %
Kalsiumkarbonaat 375,00 mg

Verskaf Kalsium (elementeel) 150,00 mg 12%
Magnesiumoksied 172,41 mg

Verskaf Magnesium (elementeel) 100,00 mg 24 %
N-asetiel-L-sisteien 135,14 mg

Verskaf L-Sisteien 100,00 mg
Piridoksien Hidrochloried 2,46 mg

Verskaf Vitamien B6 2,00 mg 118 %
Mangaansulfaat 3,37 mg

Verskaf Mangaan (elementeel) 1,00 mg 43 %
Sianokobalamien (Vitamien B12) 20,00 pg 833 %

*%Nutrientverwysingswaardes (NVWs) vir individue 4 jaar en ouer (2010).

Bevat suikeralkohol: Mannitol 483,72 mg (Salty Peach), 683,72 mg (Salty Watermelon) per 5 g dosering.
Bevat versoeter: Sukralose 35 mg per 5 g dosering.

Ander bestanddele: Sitroensuur, geur, mannitol, silikondioksied, sukralose.

Hoe BIOGEN REVITALYTE lyk en die inhoud van die verpakking
5 g Wit poeier verpak in elke slimline sakkie.
20 sakkies per karton.

Houer van Registrasiesertifikaat
Biogen.

Stagweg 23,

Glen Austin,

Suid-Afrika.

Tel: 0860 347 243.

Epos: info@biogen.co.za
Webwerf: www.biogen.co.za

Hierdie inligtingsblad is laas hersien in
Sal met registrasie deur SAHPRA toegeken word.

Registrasienommer
Sal met registrasie deur SAHPRA toegeken word.
Raadpleeg www.biogen.co.za vir professionele inligting.
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