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4.4 Special warnings and precautions for use

Warnings

Specific national legal requirements.

Mifegyne and the prostaglandin analogues can only be prescribed and administered in accordance with the national
legal requirements.

(relevant section of criminal law regarding termination of pregnancy).

As a consequence, they can only be prescribed by a medical doctor and in a public or private hospital or centre
(having approval to undertake terminations of pregnancies) in accordance with the national legal requirements.
The signature of an informed consent letter by the patient would certify that she has been fully informed about the
method and its risks.

Because of its abortifacient properties, mifepristone should never be used in a woman with an ongoing pregnancy

who wants to complete it.

The age of the pregnancy must be determined from the questioning and the clinical examination of the patient.

Uterine ultrasound is recommended.

Severe cutaneous adverse reactions, including toxic epidermal necrolysis and acute generalised
exanthematous pustulosis, have been reported in association with mifepristone (see section 4.8). In
patients who experience severe cutaneous adverse reactions, treatment with mifepristone should be
immediately discontinued. Re-treatment with mifepristone is not recommended.

[...]

4.8 Undesirable effects

The frequencies of occurrence of side effects are classified as follows:
Very common (= 1/10)

Common (= 1/100 to < 1/10)

Uncommon (= 1/1,000 to < 1/100)

Rare (= 1/10.000 to < 1/1,000)

Very rare (< 1/10,000)

Not known (cannot be estimated from the available data)
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Infections and infestations

Common:

- Infection following abortion. Suspected or confirmed infections (endometritis, pelvic inflammatory disease)
have been reported in less than 5% of women.

Very rare:

- Very rare cases of serious or fatal toxic and septic shock (caused by Clostridium sordellii or Escherichia coli),
which can be with or without fever or other obvious symptoms of infection, have been reported after medical
abortion with the use of 200 mg mifepristone followed by non authorised vaginal or buccal administration of
misoprostol tablets for oral use. Clinicians should be aware of this potentially fatal complication (see section
4.4. — special warnings and special precautions for use).

Nervous system disorders
Rare:
- Headache

Vascular disorders
Uncommon:
- Hypotension (0.25%)

Gastrointestinal disorders

Very common:
- Nausea, vomiting, diarrhoea (these gastro intestinal effects related to prostaglandin use are frequently
reported).

Common:
- Cramping, light or moderate.

Skin and subcutaneous tissue disorders

Uncommon
- Hypersensitivity: skin rashes uncommon (0.2%).

Rare
- Single cases of urticaria, erythroderma, erythema nodosum, toxic epidermal necrolysis have also been
reported.

Very rare:
- Angioedema

Not known

Acute generalised exanthematous pustulosis

Revised onsMay 2022 according to MOH guidelines.
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