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Ergopreno
Oily Solution for IM injection
Ergocalciferol 600 000 LU / 1.5 m|

1. NAME OF THE Medicinal Product

Ergopreno
2 Qualitative and Quantitative € omposition
Ergocalciferol... s ar s s .. 600 000 [U in ampoule of 1.5 ml.

Lxcipients with Lnown ::flccls l’canul onl
For a full list of excipients, see section 6.1.
3. PHARMACEUTICAL H)RM

Ouly Solution for IM injeg
Clear colourless 1o slig Y, \eﬂf)u.,ml} sjuuqn \

4. Clinical Data E B A NV
: R\

4.1. Fherapeatic Indicari
Treatment and/or prophylases of vitamin DD deficiency states

4.2. Dosage and Mcthud \l Kdmidistration

\v

RESERVED FOR ADUL'L
‘I'his presentation, because of high vitamin D content. 1s not suitable for children,
Y210 1 ampoule (r.e. 300,000 10 600,000 U of vitamin D2), as a single dose, once a year.

Dosage

Method of Administration
IM route.
The ampoule can also be administered orally.

4.3, Contradictions

This medicine should not be used in the case of.
Hypersensitivity 1o peanuts or soya, or to any of the other substances listed 1n section 6.1;
« Hypercalcemia, hypercalciuria, calcium nephrolithiasis

4.4. Special Warnings and Precautions for Use

I'his medicine contins peanut oil and may cause hypersensitivily reactions (urticaria, anaphylacuc
shock).

‘This product contains a very high dose of vitamin D To avoid overdose, do not administer more
than one ampoule once a year and avoid combining it with other wreatments containing this vitlamin.
*Monitor calciuria and serum calcium and stop taking vitamin D serum calcium exceeds 105 mg'ml
(2.62 mmol/l) or it calciuria exceeds 4 my/kg/day in adults

« In case of high calcium overdose, regular monitoring of calciuria is essential,

4.5, 1nteraction with other drugs and other forms of interactions

Combinations to be taken into cunsideration
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Orlistat
Decreased absorption of vitamin D.

4.6, Fertility. Pregnancy and Breastfeeding

At a dose of 600,000 1U of vitamin D per ampoule. the concentration of vitamin D in this product is
high and does not correspond (o the usual recommended doses during pregnancy Therefore, this
product should not be administered during pregnancy or breastieeding.

4.7. Effects on ability to drive and use machines

Not applicable.

4.8. Side Effects

Skin and subcutaneous tissue disorders: Pruritus, rash. erythema, edema.

Due 1o the presence of peanut oil, there is a risk of hypersensitivity reactions (anaphylactic shock,

urticaria).

Reporting of Suspected Side Eﬂ'ects - —

Reporting of suspected side effects” ..Q}u

monitoring of the benefit/risk ratio ol thg-dr Iﬂ
side eftects via 7 LE w

Py follownpaedacyy pt goy ey -

4.9. Overdose -

Signs resulting from the administration of excessive doses-of A itamin D or its metabolites'
\ R -~

ure to thrive, nausea, vomiling,

cium  lithiasis, tissuce calcifications

(especially renal and vascular), renal impai

*Biological signs: hypercalcemia, hypercalciuria, hyperphosphatemia, hypophosphaturia

Actions 1o be taken: Stop administering vitamin D, reduce calcium dose, increase diuresis, large
quantities of drinks.

5. Pharmucological Propertics

5.1. Pharmacodynamics Properties

Pharmacotherapeutic Group: vitamin D

The essential role of vtamin D is in the intestine, which increases the ability to absorb calcium and
phosphates, and the skeleton, where it promotes mineralization (through its direct action on bone

formation and its indirect actions involving the intestine, parathyroids and already mineralized
bone).
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5.2. Pharmacokinetic Praperties

After absorption, it binds to a specific carrier protein and is transported to the liver to be converted
1o 25-hydroxyvitamin D.

The latter binds in turn to the same carrier protein and is wansported 1o the kidneys where it is
converted mio its active form, 1,25-dihydroxyvitamin D.

Its main storage sites arc adipose tissue, muscles, but also the blood 1,25-hydroxyvitamin D linked
o its carner protein is the major circulating reserve form ol vitamin D. Its hall-hite in blood is 15 to
40 days.
The elimimation of vitamin D and its metabolites is done by the taccal route, in non-transtormed or
water-soluble torm (calcitroic acid, glycuroconjugated derivatives).

6. Pharmaceutical Duta
6.1. List of excipicats
Peanut oil (Arachis oil).
6.2. lncompatibilities

Not applicable.

: et Y
6.3. Shelf life ' 4 3
F 5 — \
2 years. - C \
__ T
6.4 Special l'n-caulmus fm'\wr:t;:c s |,
- o - |
Store al a temperature not exceedmy ESCjn;L ed from light
' 4 e
g’

6.5. Nature und contentsuf the outerfiacka

Carton box contains l‘,"’_"-ag}_'amh&t ampoules type |, contaimng [.5 ml solution with (white
one point cut), kept in plastic drawer covered by aluminum foil & an insert leaflet

6.0, Special Precautions for Disposal and andling

There are no special requirements.

7. Manufacturer & License holder

Minapharm for pharmaceuticals & chemical industries
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