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PROFESSIONAL INFORMATION 
 

COMPLEMENTARY MEDICINE: HEALTH SUMPLEMENT 
This unregistered medicine has not been evaluated by the SAHPRA for its quality, safety or intended use. 

 
SCHEDULING STATUS:  S0 
 
 
1 NAME OF THE MEDICINE 
 
ELEVIT® BREASTFEEDING So� Gela�ne Capsules 
 
 
2 QUALITATIVE AND QUANTITATIVE COMPOSITION 
 
Elevit Breas�eeding contains mul�vitamins in combina�on with minerals, trace elements, lutein and omega 3 faty 
acids. 
 
Each so� gela�ne capsule contains the following ac�ve ingredients: 

Ac�ve Ingredient  Quan�ty 
Vitamins   
Vitamin A (beta-carotene)  721,0 µg 
Vitamin B1 (thiamine mononitrate)  1,4 mg 
Vitamin B2 (riboflavin)  1,6 mg 
Vitamin B3 (nico�namide)  17 mg 
Vitamin B5 (calcium-D-pantothenate)  7,0 mg 
Vitamin B6 (pyridoxine hydrochloride)  2,0 mg 
Bio�n (D-bio�n) 35,0 µg 
Folic acid (pteroylmonoglutamic acid)  200,0 µg 
Vitamin B12 (cyanocobalamin)  2,0 µg 
Vitamin C (L-ascorbic acid)  60,0 mg 
Vitamin D (cholecalciferol)  5,0 µg 
Vitamin E (DL-α-tocopheryl acetate)  5,0 mg 
Mineral and Trace Elements  
Calcium (calcium phosphate) 120,0 mg 
Iodine (potassium iodate)  150,0 µg 
Iron (ferrous fumarate)  9,0 mg 
Selenium (sodium selenite)  35,0 µg 
Zinc (zinc oxide)  5, mg 
Other  
DHA (docosahexaenoic acid); 200,0 mg 
Lutein  250,0 µg 

 
Sugar free. 
 
For full list of excipients, see sec�on 6.1. 
 
 
3 PHARMACEUTICAL FORM 
 
So� Gela�ne Capsule. 
Opaque brown oblong so� gela�ne capsule containing reddish-brownish oily suspension. 
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4 CLINICAL PARTICULARS 
 
4.1 Therapeu�c indica�ons 
 
Elevit Breas�eeding is a combina�on of vitamins, minerals, lutein and omega 3 faty acids supplement formulated to 
support the increased nutri�onal needs during the period of breas�eeding. 
 
4.2 Posology and method of administra�on 
 
Posology 
 
For oral use. 
 
One so� gela�ne capsule daily to be taken as a whole with a glass of water preferably with a meal. 
 
Special popula�ons 
 
Pa�ents with hepa�c impairment 
Elevit Breas�eeding should be administered with cau�on under medical supervision in pa�ents with hepa�c 
impairment. 
 
Pa�ents with renal impairment 
Elevit Breas�eeding is contraindicated in pa�ents with severe impaired renal func�on (see sec�on 4.3). 
 
4.3 Contraindica�ons 
 

• Hypersensi�vity to any of the ac�ve substances or to any of the excipients listed in sec�on 6.1. 
• Iron and/or copper metabolism disorders 
• Exis�ng hypervitaminosis D 
• Hypercalcaemia 
• Severe hypercalciuria 
• Severe impaired renal func�on  

 
4.4 Special warnings and precau�ons for use 
 
The recommended dosage must not be exceeded. Very high doses of some ingredients, in par�cular vitamin A, 
vitamin D, iron and copper, can be harmful to health (see sec�on 4 .9 ). 
 
Pa�ents receiving other single vitamins or mul�vitamin prepara�ons, any other medica�on or those under medical 
care should consult a health care professional before taking this product (see sec�on 4.5). 
 
Elevit Breas�eeding must be taken with par�cular cau�on together with any other products, including supplements 
and /or for�fied foods /drinks containing Vitamin A, the synthe�c isomers isotre�noin and etre�nate, or beta-
carotene, since large doses of the later men�oned compounds are considered harmful to the foetus and may cause 
hypervitaminosis A. 
 
Elevit Breas�eeding must be taken with par�cular cau�on together with other products, including supplements and 
/or for�fied foods /drinks containing Vitamin D, since large daily doses may cause hypervitaminosis D (see sec�on 
4.9). 
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As calcium, ascorbic acid and Vitamin D may have an effect on stone forma�on, pa�ents with nephrolithiasis or 
urolithiasis should use cau�on when using vitamin supplements. 
 
4.5 Interac�on with other medicines and other forms of interac�on 
 
When used as recommended no specific interac�ons are expected. However, poten�al interac�ons for single 
ingredients are reported in the literature, thus pa�ents receiving any other medica�on or those under medical care 
should consult a physician or healthcare professional before taking Elevit Breas�eeding. 
 
Drug interac�ons 
 
The absorp�on of iron may be decreased by concurrent administra�on with antacids, gastric acid suppressive 
medica�ons, fluoroquinolone, bisphosphonates, levodopa, levothyroxine, penicillamine, tetracycline an�bio�cs or 
trien�ne. If simultaneous use of one of these medica�ons is necessary, administra�on should be separated by 2 to 3 
hours. 
 
Products containing calcium, magnesium, iron, copper or zinc may interact with orally administered antacids, 
an�bio�cs (tetracyclines, fluoroquinolones), levodopa, bisphosphonates, penicillamine, thyroxine, trien�ne, digitalis, 
an�viral agents and thiazide diure�cs. If simultaneous use is necessary, administra�on of the two products should be 
separated by 2 hours. 
 
Food interac�ons 
 
Since oxalic acid (found in spinach and rhubarb) and phy�c acid (found in whole cereals) may inhibit calcium 
absorp�on, it is not recommended to take this product within two hours of ea�ng foods containing high oxalic acid or 
phy�c acid concentra�ons. 
 
4.6 Fer�lity, pregnancy and lacta�on 
 
Elevit Breas�eeding is indicated for use while breas�eeding; however, the recommended dosage must not be 
exceeded (see sec�on 4.9). As for every medicine, please consult your health care professional. 
 
Pregnancy  
 
Vitamin A doses of more than 10 000 IU per day may be teratogenic if administered during the first trimester of 
pregnancy. Thus, Elevit Breas�eeding must be taken with par�cular cau�on together with other medicines containing 
vitamin A, the synthe�c isomers isotre�noin and etre�nate, or beta-carotene, since large doses of the later 
men�oned compounds are considered harmful to the foetus. 
 
Chronic overdose of vitamin D might be harmful to the foetus.  
 
For pregnant women, the Ins�tute of Medicine (USA) has set the Tolerable Upper Intake Levels (UL) of vitamin D of 
100 µg (4 000 IU) per day, which is considered as safe. 
 
Breas�eeding  
 
Permanent overdose of vitamin D might be harmful to the neonate.  
 
The vitamins and minerals in Elevit Breas�eeding are excreted into breast milk. This must be taken into considera�on 
if the infant is receiving any respec�ve supplements.  
 
For lacta�ng women the Ins�tute of Medicine (USA) has set the Tolerable Upper Intake Levels (UL) of vitamin D of 
100 µg (4 000 IU) per day, which is considered as safe. 
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4.7 Effects on ability to drive and use machines 
 
The product has no or negligible influence on the ability to drive and use machines. 
 
4.8 Undesirable effects 
 
The following adverse reac�ons have been iden�fied during post-approval use of several similar Elevit prepara�ons. 
Because these reac�ons are reported voluntarily from a popula�on of uncertain size, it is not always possible to 
reliably es�mate their frequency.  
 
Gastrointes�nal Disorders  
Gastrointes�nal and abdominal pain, cons�pa�on, diarrhoea, nausea and vomi�ng may occur.  
 
Immune system disorders  
In isolated cases this product may cause allergic or anaphylac�c reac�on. Symptoms may include hives, facial 
swelling, wheezing, skin reddening, rash, blisters, and shock. If an allergic reac�on occurs, treatment must be 
stopped and a health care professional consulted. 
 
Metabolism and nutri�on disorders  
Hypercalciuria.  
 
Nervous system disorders  
Headache, dizziness, insomnia, nervousness may occur. 
 
A slight yellow discolora�on of urine may be no�ced. This effect is harmless and is due to the vitamin B2 contained in 
the prepara�on. 
 
The product contains iron, which may lead to a black colouring of the stool. This effect is harmless and does not have 
any clinical relevance.  
 
Repor�ng of suspected adverse reac�ons 
 
Repor�ng suspected adverse reac�ons a�er authorisa�on of the medicine is important. It allows con�nued 
monitoring of the benefit/risk balance of the medicine. Health care providers are requested to report any suspected 
adverse drug reac�ons to SAHPRA via the Med Safety APP (Medsafety X SAHPRA) and eRepor�ng pla�orm (who-
umc.org) found on SAHPRA website. Alterna�vely, you can report to Bayer SafeTrack site (htps://www.safetrack-
public.bayer.com). 
 
4.9 Overdose  
 
There is no evidence that this product can lead to an overdose when used as recommended. 
 
Most, if not all reports concerning overdoses of vitamins and minerals are associated with concomitant intake of high 
dosed single and/or mul�vitamin prepara�ons. Acute or long-term overdose can cause hypervitaminosis A and D and 
hypercalcaemia as well as iron and copper toxicity. 
 
Uncharacteris�c ini�al symptoms, such as abrupt onset of headache, confusion, and gastrointes�nal disturbances 
such as cons�pa�on, diarrhoea, nausea, and vomi�ng might be indica�ve for an acute overdose.  
 
If such symptoms occur, treatment must be stopped and a health care professional consulted. 
 
 

https://www.safetrack-public.bayer.com/
https://www.safetrack-public.bayer.com/
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5 PHARMACOLOGICAL PROPERTIES 
 
5.1 Pharmacodynamic proper�es 
 
Pharmacological classification: category D 34.12 (Mul�ple substance formula�on). 
Pharmacotherapeu�c group: Mul�vitamins and minerals / trace elements  
ATC Code: A11AA03  
 
Elevit Breas�eeding is a mul�vitamin/mul�mineral formula containing vitamins in combina�on with minerals, trace 
elements, lutein and omega 3 faty acids especially designed to ensure an adequate micronutrient supply for both 
the breas�eeding mother and child.  
 
Vitamins are essen�al nutrients. They are indispensable for the normal development and growth of the foetus and 
the infant, for the metabolism and forma�on of carbohydrates, energy, lipids, nucleic acids and proteins, as well as 
for the synthesis of amino acids, collagen and neurotransmiters.  
 
Mul�vitamins/mul�mineral prepara�ons are indicated to prevent and correct nutri�onal micronutrient deficiencies. 
Pregnancy and lacta�on represent periods with increased micronutrient requirements and, as a consequence, 
increased risks of micronutrient deficiencies for both the mother and the child. Especially during pregnancy, 
micronutrient deficiencies exhibit a more serious health risk, as they may also impair the normal development of the 
unborn child. Supplementa�on with folic acid or folic acid-containing mul�vitamins is recommended to decrease the 
risk of congenital malforma�ons including neural tube defects. Neural tube defects develop in the first weeks a�er 
concep�on, a period during which pregnancy may not have been diagnosed yet, thus supplementa�on with folic acid 
is essen�al at the stage when pregnancy is being planned. 
 
5.2 Pharmacokine�c proper�es 
 
Human health and well-being is naturally dependent on the con�nuous uptake and management of vitamins and 
minerals and their absorp�on, distribu�on, metabolism and elimina�on are maintained by specific physiological 
mechanisms.  
The ac�ve ingredients of this prepara�on, vitamins, minerals and trace elements, are essen�al micronutrients, which 
are widely distributed in the human body. The discrimina�on between the physiological nutrient concentra�on in the 
plasma and its changes a�er addi�onal intake of corresponding pharmaceu�cal prepara�ons is, on the one hand, 
difficult to assess and conveys, on the other hand, litle or no informa�on on the biological ac�vity of the individual 
nutrient in the target �ssue. The plasma and �ssue levels of micronutrients are homeosta�cally regulated and 
affected by various factors such as diurnal fluctua�ons, nutri�onal status, growth, and pregnancy and lacta�on No 
pharmacokine�c data are available on the ac�ve ingredients of this prepara�on, but the pharmacokine�c proper�es 
of the individual components have been extensively documented.  
 
Absorp�on 
The absorp�on of Vitamin C is through the oropharynx, stomach and the en�re length of the small intes�ne. The 
absorp�on of Vitamins A, B2, B3 and B6 are primarily through upper small intes�ne. The absorp�on of Vitamins B1, 
D, E, folate, bio�n and the minerals/trace elements copper, iron, magnesium, potassium, selenium, zinc and 
manganese are through the en�re length of the small intes�ne. The absorp�on of calcium pantothenate, calcium and 
iodine are through the en�re length of the small intes�ne and the colon. 
 
Distribu�on 
Primarily all vitamins and minerals are required for cellular func�ons and are distributed throughout the body. Water 
soluble vitamins are stored only to a minor extent, while fat soluble can be stored in liver and adipose �ssue.  
 
Metabolism/Biotransforma�on 
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Folate and Vitamin A are metabolised by the intes�nal cells. Liver is the primary organ for 
metabolism/biotransforma�on of Vitamins A, B6, B12, C, D, E and calcium pantothenate. Copper, iron and selenium 
are incorporated into plasma proteins in the liver. Vitamin D is further metabolised by the kidney. 
 
Excre�on/Elimina�on 
Folate and Vitamin A enter enterohepa�c circula�on, and are eliminated by the faeces and kidneys. The major route 
of elimina�on for iron is through �ssue and blood loss. All the other vitamins, minerals and trace elements are 
eliminated through kidneys. In addi�on, Vitamins D, E, B12, copper, potassium, selenium, zinc and manganese can be 
eliminated though faeces.  

 
5.3 Preclinical safety data 
 
There is no specific study with this product but the preclinical safety of the individual components has been 
extensively documented. 
 
 
6 PHARMACEUTICAL PARTICULARS 
 
6.1 List of excipients 
 
Soy lecithin 
Beeswax yellow 
Gela�n 
Glycerol 
Iron oxide black 
Iron oxide red 
 
6.2 Incompa�bili�es 
 
Not applicable. 
 
6.3 Shelf life 
 
36 months 
 
6.4 Special precau�ons for storage 
 
Store at or below 25 °C. 
 
Nature and contents of container 
 
Elevit Breas�eeding is packed in PVC/PCTFE/Alu blisters. Blister strips are packed inside folding box. 
The product is available in packs of 30, 60, 90 or 100 capsules. 
Not all pack sizes may be available.  
 
Special precau�ons for disposal 
 
No special requirements. 
 
 
7 HOLDER OF CERTIFICATE OF REGISTRATION 
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Bayer (Pty) Ltd  
Collabora�on Hub 
1st Floor, Waterfall Circle 
9 Country Estate Drive 
Waterfall City 
Midrand, 2090  
South Africa 
Co Reg. no.: 1968/011192/07 
Tel: +27 11 921 5000 
 
 
8 REGISTRATION NUMBER(S) 
 
To be confirmed upon registra�on.  
 
 
9 DATE OF FIRST AUTHORISATION/ RENEWAL OF THE AUTHORISATION 
 
To be confirmed upon registra�on. 
 
 
10 DATE OF REVISION OF TEXT 
 
TBC 
 
 
11 DATE OF FIRST AUTHORISATION/ RENEWAL OF THE AUTHORISATION 
 
To be confirmed upon registra�on. 
 

Manufacturer: 
BERLIMED, S.A. 
C/ Francisco Alonso n° 7, Polfgono Industrial 
Santa Rosa, Alcala de Henares, 28806 
Madrid, Spain 
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