FOLIC ACID biosyn
high-dose 5 mg preparation

Two months before
conception up to end
of the first trimester

•	in Germany, almost all pregnant women
show folic acid deficiency
•	folic acid deficiency increases the risk
of neural tube defects
•	supplementation with 5 mg folic acid can reduce
the risk of a neural tube defect by approx. 85 %
•	high-dose: recommended for a number
of risk groups

we are
research

Supplementation with 5 mg folic acid
can reduce the risk of a neural tube
defect by approx. 85 %
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FOLIC ACID biosyn

FOLIC ACID biosyn
At a glance
For treating folic acid-deficiency states
Intake time period: two months before conception up to the
end of the first trimester
Dosage: 5 mg per day corresponds to one tablet
FOLIC ACID biosyn
For pregnant and nursing women

Folic acid – a vital vitamin
Folic acid (pteroylglutamic acid – PteGlu1) belongs to the group of
B vitamins. Without folic acid, the living cell cannot divide.
In the human organism, this substance is reduced to tetrahydrofolic acid
(H4PteGlu1), which acts in the intermediary metabolism as co-enzyme
for transfer reactions of one-carbon units such as methyl, formyl,
hydro-xymethyl, methenyl, methylene and formimino groups.
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Almost all pregnant women in Germany
show a folic acid deficiency
requirements for
pregnant women –
550 µg per day

The daily folic acid requirements for women are about 300 µg (German
Society for Nutrition [DGE]). For pregnant women the daily folic acid
requirement increases to 550 μg (DGE). One study examined folic acid
intake in pregnant and non-pregnant women. [1] 79.3 % of the non-pregnant women consumed less than 70 % of the recommended daily amount
of folic acid (< 210 µg / day). In pregnant women the value rose to 94.8 %. [1]
Not even half of the recommended daily amount (< 150 µg / day) was
consumed by 35.5 % of non-pregnant women. For pregnant women, this
value increased to 71.5 % (Fig. 1). [1]
As part of the Baby Care Program, in which the statutory health insurance
funds also participate, the folic acid intake of 21,433 pregnant women was
investigated. [2] According to this study, the value for almost all pregnant
women (94.1 %) is below 385 µg folic acid per day (70 % of the requirements). [2] Half of the recommended daily requirement of folic acid is not
achieved by almost 70 % of pregnant women. [2]

Insufficient folic acid supply in almost all pregnant
women in Germany
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Created according to: Kirschner W et al. Gynäkologe 2005; 38; 451-63. Ernährungs
fragen unter besonderer Berücksichtigung von Schwangerschaft und Kinderwunsch.

Fig. 1
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Folic acid deficiency increases
the risk of neural tube defects
In the worst case, neural tube defects can be a reason for the mortality of
newborns. Approximately 0.5 – 8 babies per 1,000 births are affected.
Worldwide about 300,000 newborns have neural tube defects. [3]
The risk of a neural tube defect increases at a folic acid concentration
below 700 nmol/l in the red blood corpuscles by threefold compared to
values above 900 nmol/l. [4] The folic acid concentration of 900 nmol/l in the
red blood corpuscles is regarded as an optimal value to minimize the risk
of neural tube defects.
Already since the 1960s, epidemiological studies have shown that folic
acid supplementation reduces the risk of a neural tube defect. [3] The
German guideline recommends a supplementation with 400 µg folic acid
per day for women who are pregnant or desire to be. [5]
However, a Canadian study has shown that despite enrichment of foods
with folic acid and supplementation with prenatal multivitamins, 40 % of
the women did not attain the optimal folic acid concentration of 900 nmol/l
in red blood corpuscles. [4]
400 µg folic acid per day additionally reduces the risk of a neural tube
defect by about 36 %. [4] An increase of the supplementation to 5 mg per
day even reduces the risk by approx. 85 % (Fig. 2). [4]

5 mg can reduce
the risk of neural tube
defects by 85 %
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Created according to: Wald NJ, Law MR, Morris JK et al. Lancet. 2001 Dec 15;
358(9298): 2069-73. Quantifying the effect of folic acid.

Fig. 2
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For whom is 5 mg folic acid per day
recommended?
A supplementation with 5 mg per day is recommended i. e. in the following
cases for pregnant women or women desiring to become pregnant (Fig. 3): [6]
• Women with
– neural tube defects in the family or in earlier pregnancies
– specific genotypes associated with an increased risk of neural tube
defects
– disorders with resorption problems (e. g. Morbus Crohn)
– adiposity with a BMI > 35 kg/m²
– diabetes
– inadequate compliance (therapy loyalty)
– problematic lifestyle (smoking, alcohol, drugs)
High-dose folic acid
•	Women who need to take anti-epileptic medications or folic acid
for certain risk groups
antagonists (methotrexate, sulfonamides) and who cannot switch
to another therapy

Five mg folic acid per day for diverse diagnoses
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Created according to: Kennedy D, Koren G. Can Fam Physician. 2012 Apr; 58(4): 394-7.
Identifying women who might benefit from higher doses of folic acid in pregnancy.

Fig. 3
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Over which time period are 5 mg folic acid
per day recommended?
A supplementation with 5 mg folic acid per day is recommended two
months before conception up to the end of the first trimester (Fig. 4). [5, 6]
The neural tube develops in humans between the 19th and 28th day of
pregnancy. Folic acid supplementation is therefore particularly important
in the first stage of pregnancy.

Recommend time period for intake:
two months before conception
up to the end of the first trimester
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Created according to:
Kennedy D, Koren G. Can Fam Physician. 2012 Apr; 58(4): 394-7. Identifying women
who might benefit from higher doses of folic acid in pregnancy.
The German Nutrition Society (DGE): Erste einheitliche Handlungsempfehlungen zur
Ernährung in der Schwangerschaft aktualisiert und erweitert. DGEinfo (12/2018), 183-9.

Fig. 4
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Is there a risk of pernicious anemia
with a high-dose folic acid supplementation?
It was previously recommended that a vitamin B12 deficiency is excluded
before the intake of high-dose folic acid, since pernicious anemia could
be masked by folic acid supplementation. However, studies could not
demonstrate this. [7]
Therefore, according to the recommendation of the Canadian guideline of
2015, it is not necessary to test for a vitamin B12 deficiency before starting
folic acid supplementation. [7]
It remains to be seen whether this recommendation will also prevail in
Germany.
Currently, the following applies: due to the risk of irreversible neurological
disorders, it must be ensured before treating megaloblastic anemia that it
is not based on a vitamin B12 deficiency. The cause of megaloblastic
anemia must be clarified before starting therapy. [8]
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FOLIC ACID biosyn, 5 mg per tablet

50 tablets for consumption, pharmacy-only. Also available as package with 100 tablets

5.0 mg per tablet
Indications: Folic acid deficiency that cannot be offset from food sources.
Composition: 1 tablet contains 5.0 mg folic acid. Excipients: Lactose monohydrate, talc, cellulose powder, colloidal
anhydrous silica, magnesium stearate (Ph. Eur.).
Contra-indications: Hypersensitivity to the active substance or to any of the excipients. The increase in
reticulocytes caused by folic acid can mask vitamin B12 deficiency. In case of megaloblastic anemia it must be
ensured that it is not caused by vitamin B12 deficiency, as otherwise irreversible neurological disorders may occur.
Side effects: In isolated cases, allergic reactions with e.g. erythema, itching, difficult breathing, nausea or
anaphylactic shock. After high-dose administration rarely gastrointestinal disorders, sleep disturbance, excitation
or depressions.
Form of administration, size of packages: 20 tablets (N1), 50 tablets (N2), 100 tablets (N3).
Subject to sale in pharmacies
05/19 e
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Information on biosyn Arzneimittel GmbH
Brochures

Further information

We gladly offer you extensive information on the
topic “Pregnant and Healthy” and other topics:
selenium, thyroid, vitamin D3 etc.

If you have specific questions on this topic,
please call us at: + 49 (0) 711 575 32 - 00

Order by e-mail at: information@biosyn.de
(please specify the desired topics)

For further information and reference
literature, contact information@biosyn.de
and see biosynpharma.com.

Newsletter
Subscribe to our online newsletter “biosynNews
international” to obtain current information.
Order by e-mail at: information@biosyn.de
(key word “biosynNews international”)

Folder for medical experts

Pregnant and Healthy

Selenium is essential

Selenium
and the thyroid gland

Updated
version

• Selenium supplementation reduces the risk
of pre-eclampsia and protects against postpartum
depression

Selenium

• Selenium reduces the risk of postpartum thyroid gland
inflammation

• protects against oxidative stress

• Selenium is important for the thyroid gland, especially
for pregnant women

• keeps the immune system in balance

• A selenium deficiency impairs the thyroid gland
• A selenium deficiency increases the prevalence
of thyroiditis (inflammation of the thyroid)

• is important for the thyroid

• Supplementation with 5 mg folic acid would reduce
the risk of a neural tube defect by 85 percent

• Selenium requirements in patients with chronic
thyroiditis are increased

• Supplementation with vitamin D3 during pregnancy
lowers the risk of a premature birth

• Germany is a selenium-deficient country
• Selenium and iodine are an essential duo for the
thyroid gland
we are
research

Pregnant and Healthy
Folder for medical experts
Size: A4, 50 pages
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Selenium is essential
Folder for medical experts
Size: A4, 68 pages
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Selenium and the thyroid gland
Folder for medical experts
Size: A4, 132 pages
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biosyn Arzneimittel GmbH

World market leader for high-dose
selenium injections
biosyn Arzneimittel GmbH is a pharmaceutical and biotech company
based in Fellbach, Germany. It specializes in trace elements, is a world
market leader for high-dose selenium injections, developer and operator
of two unique GMP manufacturing operations for producing active ingredients, and in the biotech sector, is actively involved in the production of
glycoprotein isolated from the Megathura crenulata, a sea snail found in
California. 70 percent of our sales turnover is realized outside of Germany – in 27 countries all around the world.
With products geared to the areas of intensive care, oncology and endocrinology, biosyn is a partner to hospitals and physicians in private practice, as well as to naturopathic physicians and holistic health practitioners.
We pursue research and development and evaluate the current medical-
scientific literature as well as engage in modern online marketing. Our
mid-sized family enterprise places great value on an open, engaged and
customer-oriented corporate culture.

GMP production of sodium selenite at biosyn:
Vacuum drying facility for the selective crystallization
of metal salts with defined hydrate percentages
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FOLIC ACID biosyn
high-dose 5 mg preparation

biosyn Arzneimittel GmbH
Schorndorfer Straße 32
70734 Fellbach, Germany
information@biosyn.de
biosynpharma.com
biosyncorp.com
www.biosyn.de
More information about us on
Facebook, YouTube, Pinterest
and Twitter
Managing Director: Dr. Thomas Stiefel and Ortwin Kottwitz
Commercial Register: County Court Stuttgart HRB 262712
Place of performance: Fellbach, Legal venue Stuttgart
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