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Prevention and treatment of Iron deficiency anemia.
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Method of administration
The tablets should not be sucked, chewed or kept in the mouth, but rather swallowed
whaole with water.

The tablets must be taken before or during meals depending (except with certain foods
mentioned in section 4.5) on the patiert'sgastrointestinal tolerance.

4.3. Contraindications
* Hypersensitivity to the active substance or to any of the excipients listed in section
5.1
« lron overload, in particular anaemia with normal or high iron levels, such as

thalassaemia, refractory anaemia or aplastic anagmia

4.4. Special warnings and precautions for use

Warnings
Monitoring of efficacy is only useful after 3 months from the beginning of treatment:
this should include correction of ap; 1, mean corpuscular volume

and restoration of iron stores {serum ferrmn SErUm transfernn receptor, and transferrin
saturation coefficient).

Iron deficiency associated with inflammatory syndromes does not respond to iron
treatment.
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According to the literature, brown-black pigmentationrare cases of the-gastrointestinal
mucesamelanosis (pseudomelangsis/melanosis) kashave been observed raraly—in

elderly patients whe—receive-receiving an iron supplement and whe—sufersuffering
from chronic kidney disease, diabetes and/or hypertension and treated with several
medications for these diseases. This pigmentation may interfere with gastrointestinal
surgery and thus should be taken into consideration, especially when surgery is
planned. In view of this riskTherefere, it is recommended to advise the surgeon of the

ongoing iron supplementation—censidenngsuch sk (see section 4.8).

Precautions foruse
Due to the risk of mouth ulceration and tooth disgolourafion, tablets should not be
sucked, chewed or kept in the mouth, but swallowed whole with water.

This medicinal product contains less than 1 mmol sodium (23 maq) per tablet, Le it is
essentially sodium-free.

4.5. Interaction with other medicinal products and other forms of
interaction
Inadvisable combinations
* lron (salts) (by injection)
Lipothymia, or even shock, attributed to the rapid release of iron in its complex form
and transfermnsiderophilin saturation.

Combinations to be taken into account
* Acetohydroxamic acid
Reduced gastrointestinal absorption of both medicinal products by iron chelation.

Combinations-subjectto requiring special precautions for use.
. Bict -

Two-thirds decrease in gastrointestinal absorption of higtegravir, if both products are
administered simultaneously or on an empty stomach.
Bictegrayir should be administered at least 2 hours before iron salts or taken together with food.
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« Calcium

Reduced gasimlntestmal absorption of iron saltscaused by calcium.

Do not take iron salts at meal times or with calcium.

« Zinc, Strontium

Reduced gastrointestinal absorption of zinc or strontium caused by iron.
Do not take iron salts at the same time as zinc ardor strontium (leave an interval of
more than 2 hours where possible).

+« Methyldopa, Levodopa

Reduced gqastrointestinal absorption of—dopamine—dervatives methyldopa and
levodopa.

Do not take iron salts at the same time as methyldopa and levodopa (leave an interval
of more than 2 hours where possmle}

Topical
gastrnlntestlnal mnem#p;ep&raﬂens}treauﬂents antaclds and adsorbents

Reduced gastrointestinal absorption of iron salts.

De As a precaution, do not take wror—saltstopical freatments or antacids at the same

time as gastreintestinal mineral preparations-iron salts {leave an interval of more than

2 hours where possible).

* _Integrase inhibitors

Reduced gastrointestinal absorption of integrase inhibitors.

Do not take iron salts at the same time as antiretrovirals (leave an interval of more
than 2 hours where possible).

-
Reduction in the concentrations of serum iron.
Do not take {geptine, at the same time as iron salts.

Other forms of interactions

Phytic acids (whole grains), polyphenols {tea, coffee, red wine), calcium {(milk,
dairy products), and some proteins (eggs) significantly inhibit iron absorption. An
interval of at least 2 hours should be left between taking iron salts and these foods.

4.6. Fertility, pregnancgy and lactation
Pregnancy
+Hhere-islimiedT he data avaiable-on the use of iron -supplementation during the
firstist trimester of pregnancy are limited but no malformations have been reporied.
Animal studies do not indicate any reproductive toxicity (see section 5.3). fer
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During the Asksecond and third trimester, a large quantity of-malfermation
b|b||oqraph|c data on pregnant women (more than 1000 pregnancies) is available and
does not indicate an [neonatal toxicity.

Data from clinical trials shewsshow no impact of iron supplementation during
pregnancy on birth weight, premature hirth and neonatal death.

Consequently, mthe—use—ef—mwahwﬂ—w%be—eenadmd—can be used
during pregnancy when-reecessardl needed.

Breast-feeding
Iron 1s present in low quantities in breast milk. lts concentration is not related to the
mother's intake. Consequently, no effect is expected on newborns ar infants.

Tardyferon saycan be used during breast-feeding.

Fertility

Studies conducted on animals do not indicate any effect on male or female fertility.

4.7. Effects on ability to drive and use machines
Tardyferon has little or no effect on the ability to drive vehicles and use machine.

4.8. Undesirable effects
The following table presents the undesirable effects observed in seven clinical studies
comprising a total of 1,051 patients, 649 of whom were taking Tardyferon, for which a
causal relationship with the product cannot be excluded, as well as those observed
during the post-marketing experience or in the literature.

The undesirable effects are presented according to their MedDRA System Organ
Class and listed below as very common (= 1/10), common (= 1/100, = 1/10),
uncommon (= 1/1,000, < 1/100), rare (= 1/10,000, < 1/1,000), very rare (< 1/10,000) or
not known (cannot be estimated from the available data).

System organ class Common Uncemmon Mot known
(= 1100 {= 1/1,000 (cannot be estimated
<110} < 1/100) from the available data)
Immune system Hypersensitivity-
disorders ke
Respiratory, Laryngeal oedema *Pulmonary necrosis,
thoracic and *“Pulmonary
mediastinal granuloma,
disorders ‘Bronchostenosis
*2Pharyngeal
ulceration

Gastrointestinal Constipation, Abnormal B lesions
disorders dDiarrhoea, stoolsfaeces, .

aAbdominal aDyspepsia, W

; : - ulceration
distension, ¥Womiting, S
aAbdominal pain gGastritis ~*Tooth discolovration,
e : = mouth ulceration,

alteration in

steslfgeces-colour,

ahausea
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Gastrointestinal
melanosis (see
section 4.4),

* Gastric
haemorhage
(Gastric ulcer
e
dleeration
™Haemorrhagic,
qastric ulcer

*** Erosive gastntis

Skin and Pruritus, Urticaria
subcutaneous eErythematous rash

tissue disorders

*z Patients, particularly elderly patients and patients with swallowing difficulties, may
also be at risk of gespphageal lesions (pesophageal ulceration), throat ulcers

bronchial granulomas and/or bronchial necrosis, which can cause breachial
bronchostenosis, in the event of inhalation of tablets containing ferrous sulphate (see
section 4.4).

Otherspecial groups
** Tooth discolouration and mouth ulceration: due to incorrect administration. when the
tablets are chewed., sucked or kept in the mouth.

*According to the literature, brown black pigmentation serious cases of the
gashmntesﬂnal—mueeaa—ép&e&demelanemkmms—qasmc ulcer and gastric
haesmorrhage have been ebserved rarely-ineldedyreported even at therapeutic doses

|n patlents whe—%eewe—an—wen—supplemeni—and%ﬂw—suﬁe#ﬁem—eh;mm&hdﬂey
o = : interfere-treated with

gastmmiestumLsm:gew—@ae&seeherM—% iron sulphate tahlets
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5. PHARMACOLOGICAL PROPERTIES

5.1. Pharmacodynamic properties

Pharmacotherapeutic group: ANTIANAEMIC PREPARATIONS_ - IRON
PREPAEATIONS — ATC code: BO3AAO7

Ferrous iron supplementation.

Iron is an essential mineral nutrient which plays a key physiological role and is
required for many functions such as the transport of oxygen, production of ATP,
synthesis of DNA and transport of electrons.

[..]

6. PHARMACEUTICAL PARTICULARS

6.1. List of excipients
Core: Cellulose microcrystalline, maltodextrin, Sepifilm- LR 0 —ammonio methacrylate
copolymer type B, glycerol dibehenate, talc, ammanio, methacrylate copolymer type A,

Film goating.: Sepifilm LPO10, titanium dioxide, {fiethylcitrate. red iron oxide, yellow iron

oxide.
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Core: Cellulose microcrystalline, maltodextrin, sepifilm-LP010,-ammonio
methacrylate copolymer type B, glycerol dibehenate, talc, ammonio methacrylate
copolymer type A, triethylcitrate.;
Film coating: Sepifilm LP010, titanium dioxide,_triethylcitrate, red iron oxide, yellow
iron oxide.
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