PROFESSIONAL INFORMATION

TURBOVITE® FOCUS syrup

+ Complementary Medicine

Discipling: 34.13 Health Supplemems Other

+ Health Supplements arei iplement health o supplement the diet. This unregistered medicine has not been evaluated by the SAHPRA for ts quality, safety or

inended use

SCHEDULING STATUS

(9]

1. NAME OF THE MEDICINE

TURBOVITE® FOCUS (syrup)

2, QUALITATIVE AND QUANTITATIVE COMPOSITION

The product contains:
Active ingredients Per 10 m | Permax daily dose (20 ml) | % NRV per max daily dose (20 m)
Panax ginseng root extract 5334mg 10668 mg *
Caffeine 50mg 100mg *
L Theanine 100mg 200mg *
Vitamin B1 (thiamine hydrochloride) 12mg 24mg 200%
Vitamin B2 (rboflavin) mg 4mg 308%
Vitamin B3 (nicotinamide) 9mg 18mg 3%
Vitamin BS (calcium D-pantothenate) 3mg 6mg 0%
Vitamin B6 (pyridoxine hydrochloride) 25mg 5mg 294
Vitamin B9 (flic acid) 2049 50049 5%
Vitamin B12 (Cyanocobalamin) 8yg 1649 667%
Biotin (D-biotin) 0pg 100g 3%

#Nutrient Reference Values for adults and children older than 4 years. *NRV not established.
Turbovite® Focus syrup contains sugar.

CONTAINS CAFFEINE.

Forful st of excipients, see section 6.1,

3, PHARMACEUTICAL FORM

Syup

Turbovite® Focus syrup s a yellow liguid

4, CLINICAL PARTICULARS
4.1 Therapeutic indications

Turbovite® Focus syrup s a health supplement indicated for the support of mental performance and concentration during times ofstress and for the maintenance of healthy energy levels.

4.2Posology and method of administration

The recommended daily dosage s

Adults 18 years and older:

1-2medicine measures (5-10 m) in the morning and early afternoon, after meals.

4.3 Contraindications
«Hypersensitity to any of the ingredients of Turbovite® Focussyrup [see section 6.1 List of excpients).
+Turbovite* Focus tains nicotinamide, which ficated in patients with liver disease or in patients with active peptic ulcer isease.

Turbovite* Focus syrup contains vitamin 12, which s contraindicated in patients with cobalamin or cobalt hypersensitivity.

44 Special warnings and precautions for use

+Must not be given to ptients with known hypersensitity or aHergytowards anyof the ingredients. Patients should be advised to consult their medical practtioner ifin doulbt.

+ Acute and chronic overd therisk ofside effects her vitamin or multivitamin preparations, any other medication, placed on a restricted diet, or those
with conditions such as diabetes, glaucoma or detrusor instability should consult a healthcare professional before use of he product.

+Contains 100 mg caffeine per 20 ml. A cup of instant coffee contains approximately 80 mg of affeine.

+Not suitable for children under the age of 18 years.

« Discontinue use two weeks prior to surgery.

+Use of caffeine may resultin seep deprivation.

+[fthe patient s of childbearing age, pregnant or breastfeeding (see 4.6 Fertilty, dl

Use with caution in people with diabetes or hypertension, as Panax ginseng may have an effect on blood sugar levels and blood pressure

:: rety h’e:?nol been established.

45 Interaction with other medicinal prod d other forms of interaction

Activeingredient | Medicine Description

Caffeine Products containing caffeine | Avoid taking Turbovite® Focus syrup with health supplements or foods that contain caffeine orincrease blood pressure (eg.

medication, coffee,tea, colas, cocoa, quarana, maté, bitter orange extract, synephrine, octopamine, ephedra, ephedrine).

Caffeine Lithium Patients taking lithium should use Turbovite® Focus syrup with caution as it contains caffeine which increases serum lithium
concentrations.
Vitamin B6 Levodopa Pyridoxine enhances the metabolism of levodopa, reducing ki ffects. However,thisinteraction does not

uccurwhen carbidopais used in combination with levodopa.

Vitamin B12 Chloramphenicol Chloramphenicol may delay or interrupt the reticulocyte response to vitamin B12. Therefore, blood counts need to be closely

monitored if this combination can't be avoided.

Vitamin B9 Vitamin B12 deficiency Patients should use Turbovite® Focus syrup with caution if they have a vitamin B12 deficiency, as vitamin B9 (Folic acid) could mask
the deficiency.
Vitamin B9 Methotrexate Folicacid supplementation may reduce the effectiveness of mett in the treatment of acute [ymphoblastic leukemia and
theoreticall,the efficacy in the treatment of other cancers.
m o

Panaxginseng | Antidepressants Patients taking medication, blood thinners or di use Turbovite® Focus syrup with caution.

4,6 Fertility, pregnancy and lactation
Pregnancy
Itisnot advnable o take Turbovite® Focus syrup during pregnancy as it contains caffeine and Panax ginseng. Caffeine crosses the placenta.
Breastfeedin

Itis not advisable to take Turbovite® Focus syrup while breastfeeding as it contains caffeine and Panax ginseng.

Fertiity

There are no known effects of Turbovite® Focus syrup on fertlty.

4,7 Effects on the ability to drive and use machines.
Based on the side effect profile, Turbovite® Focus syrup should not affect the ability to drive or operate machinery.

4.8 Undesirable effects

Patients experiencing any side effects or sensitivty to any of the ingredients, should discontinue use.
Adverse events table
System organ class Frequency Adverse Events

Immune system disorders | frequency unknown | Hypersensitivity reactions or anaphylaxis, symptoms include: difficulty breathing or swallowing, angioedem, itchy throat, rticaria,
itching

Nervous system Disorders | Frequency unknown | Anxiety, headaches or insomnia

Gastrointestinal Disorders | Frequency unknown | Dyspepsia (including upper abdominal (epigastric) discomfort and nausea), vomiting, dysphaga, heartburn or diarrhoea

Skinand subcutaneous | frequency unknown | Hypersensitivity reaction (dermatitis, erythema or urticaria)
tissue disorders

Ifsymptoms persit,orif any adverse reactions occur, advise the patient to consult a healthcare provider.

Reporting of suspected adverse reactions

Reporting of suspected adverse reactions fter authorization of the medicinal product s important, It aHows continued monitoring of the beneftrisk balance of the medicine. Health care
providers are asked to report any suspected adverse reactions to SAHPRA via the ‘6,04 Ady porting Form; found online under SAHPRA's publications:

ttps: fwww.sahpra orgza/Publications/index/8

49 0verdose

Symptoms

See 4.8 Undesirable effects

In overdose, sde effects can be precipitated and/or be of increased severity. At doses of more than 600 mg per day, cafeine may cause anxiety, tachycardia, palpitations, insomnia,
restlessness, nervousness, tremor and headache,

Treatment

There s no evidence that this product can lead to an overdose when used as recommended.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
Category and dlass: D34.13 Complg

Medicines: Health Supplemems Other
Vitamin B-Complex, other combil

ATC code: ATTEX
Theanine and caffeine
Theanine appears to support relaxation and reduce tension-anxiety. Theanine and caffeine in combination appearto influence cognitive performance by improving accuracy and
alertness during cognitive tasks.

Pana ginseng extract

Contains Panax ginseng extract which appears to impr
Vitamin B1

Thiamine is a water-soluble B vitamin that s essential for carb
Vitamin 82
R\boﬂawmsanesxenma\fortheunhsanonofenergyfromfoodAddmonaHy,lhea(‘.‘. hosphorylated forms (flavi
coenzymes in oxidation-reduction metabolic reactions.

Vitamin 83

Nicotinamide s a water-soluble B vitamin which is converted in the body to nicotinamide adenine dinucleotide (NAD) and nicotinamide adenine dinucleotide phosphate (NADP). Both
NAD and NADP are essential components of oxidation-reduction reactions, ATP synthesis and ADP-ribose transfer reactions.

Vitamin 85

Itis a component of coenzyme A which s essentialin the metabolism of carbohydrate, fat, and protein.

Vitamin 86

Pyridoxine is essential for amino acid metabolism and to  lesser extent involved in carbohydrate and fat metabolism.

Vitamin B9

Folicacidis reduced in the body to tetrahydmfo\ate whichis a coenzyme for various metabolic processes including the synthesis of purine and pyrimidine nucleotides, and hence in the
synthesis of DNA; it isalso involved in some amino acid jons, and in the formation and utilisation of formate.

Vitamin 812

Vitamin B12,in the form cyanocobalamin, can be converted to coenzyme B12, which s an essential component for the conversion of methylmalonate to succinate and for the synthesis of
methionine from homocysteine. Add\l\onaHy, vitamin B12isa requirement for nucleoprotein and myelin synthesis, cell reproduction, normal growth, normal erythropoiesis and i also
involved in maintaining suffhydryl groups in the reduced form that s required by enzymes involved in both fat and carbohydrate metabolism as well as protein synthess.

Biotin

Itis an essential coenzyme in fat metabolism and in other carboxylation reactions.

tve ability in middle-aged people.

bt baficm in ite dink

leotide and flavine adenine dinucleotide)

5.2 Pharmacokinetic properties

Panaxginseng

Absorptlon Ora\dosesofPgmsengaretyp\caHyabsovbedmthemtestmes However this absorption s imited by factors ike extensive metabolism in th intestinal tract, poor
and low solubility of produc 3

Distbuton:Afeorl ngest ioland p i

Metabolsn: It hasbeen proven that metabolism o ginsenosi

microorganisms, intestinal enzy

having alower bioavailabilty .

Excretion: While the excretion of P ginseng has not been extensively studied, it is believed that trace amounts of the ginsenosides are excreted in the urine.

Caffeine

Absorption: Caffeine i absorbed read\\yafter oral administration and is widely distributed throughout the body

Distribution: Caffei dily into the central y.:mandthesahva low concentrations are also present in breast milk. Caffeine crosses the placenta.

Metaboim: Caffie is metabolised amost completely in the liver via oxidation, demethylation and acetylation. The metabolism of caffeine is dose-dependent with dlearance decreasing

asthe dose i increased.

Excretion: Caffeine s excreted in the urine as 1-methyluric acid, 1-methylkanthine, 7-methylxanthine, 1,7-dimethylxanthi S-acetylamino-6-formylamino-3-methylurail

(AFMU),and other metabolites with only about 1 % unchanged. The plasma halfife of caffeine s decreased by smoking and by exercise and is increased by liver disease such as cirthosis

and viral hepatits, and in pregnancy.

Theanine

Absorption: Oral administration of theanine is absorbed through the intestines tract. Theanine levels typically peak approximately 50 minutes after consumption.

Distribution: After absorption, theanine s distributed to the plasma and erythrocytes. Additionally, theanine has the capacity to cross the blood-brain barrier in a dose-dependent

manner,

Metabolism: n the intestines theanine is hydrolysed nto ethylamine and glutamic acid,

Excretion: Theanine and its metabolites are excreted n the urine, with only a small fraction remaining stored in the erythrocytes. Eimination typically occurs between 3.and 24 hours after

consumption. Majority ofthe th reted as ethylamine and glutamic acid, while only 24 %t 3,1 % of theanine is excreted unchanged.

Vitamins and mineals

The combination of vitamins and minerals i typical of the normal diet. Therefore, the pharmacological metabolism and fate of Turbovite® Focus syrup i anticipated to be similar.

ides can be detected in the blood plasma.
wsviad gradation processes that are aready taking place in the gastrointestinal tract as a result of gut
fiol saponins are known to degrade ata faster rate than protopanaxatriol saponins, thus resulting in them

qastc i Adionaly

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Flavour

(itric acid

Water

Xanthan gum

Turbovite* Focus syrup contains sugar: sucrose (24 g per 10m).
Turbovite* Focus syrup contains sweetener: sucralose (7,8 mg per 10 m) and sodium saccharin (2,6 mg per 10ml).
Turbovite* Focus syrup contains preservatives: sodium benzoate (0,1% mAv) and potassium sorbate (0,08% m#v).

6.2 Incompatibilities
None known

63 Shelflife
2%months

6.4 Special precautions for storage

+Storen a cool, dry place at or below 25 °C.
«Protect from light and moisture.

+Keepin original packaging until required for use.

6.5 Nature and contents of container

Turbovite* Focus syrup s a yellow liquid with a passion fruit flavour.

Turbovite* Focus syrup s available in  round amber glass bottle. It contains 200 ml or 500 ml of syrup and includes a patient information leafletina printed unit carton.
Turbovite* Focus syrup s available in 10 ml sachets and includes a patient information leaflet in a printed unit carton.

6.6 Special precautions for disposal and other handling
Nospecial requirements.

7.HOLDER OF CERTIFICATE OF REGISTRATION
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