Insert

ABO Kit

Mifepristone USP 200 mg
Misoprostol USP 200 mcg

Composition

Each pack contains two blister strip
Mifecon strip: Each strip contains 1 tablet of Mifepristone USP 200 mg.
Misocon Strip : Each strip contains 4 tablets of Misoprostol USP 200 mcg.

Description:

ABO Kit is a combination of two medicines Mifepristone and Misoprostol for menstrual
regulation/termination of pregnancy. Menstrual regulation refers to the process of taking
medications to regulate the menstruation, rather than through surgical intervention. The most
effective and safest menstrual regulation regimen requires the use of two medications
Mifepristone & Misoprostol. Menstrual regulation/termination of pregnancy with ABO Kit is safe.
There is less risk associated with properly used modern methods of menstrual regulation
including medication and there is no long term effects on womens health or on future
pregnancies. The ABO Kit has been shown to achieve menstrual regulation in about 98 % of
cases and fewer than 1 % of women continue to have ongoing, viable pregnancies after using
the regimen.

Pharmacology:

Mifecon: It is an antiprogesterone, binds to the progesterone receptor to block the receptor, It
inhibits the activity of endogenous or exogenous progesterone . Mifecone also softens and
dilates the cervix, causes decidual necrosis (which leads to placental detachment), increases
uterine lining prostaglandin release, increases uterine contractions, and enhances uterine
sensitivity to administered prostaglandin. Misocon: It is a synthetic analogue of prostaglandin
E1 which induces contraction of smooth muscle fibres in the myometrium and relaxation of the
uterine cervix.

Indication:lt is indicated for early medical abortion upto 9 weeks (63 days) of gestation.

Dosage and Administration:

It is indicated for the medical termination of intrauterine pregnancy up to 63 days of gestation.
For purposes of this treatment, Patients requires two or three visits to a health clinic, depending
on where misoprostol administration takes place.

If a woman chooses menstrual regulation with ABO Kit, she will take Mifepristone at the first
clinic visit. After 24-48 hours, she will take Misoprostol in between cheek and gum or under the
tongue, either at home or in the clinic. 10 -14 days after taking Mifepristone, she will return to
her Doctor for confirmation.

Contraindication: Contraindicated in patients with confirmed or suspected fertilized egg has
implanted outside the uterus, chronic adrenal failure, concurrent long-term corticosteroid
therapy, history of allergy to mifepristone, misoprostol or other prostaglandin, bleeding
disorders, liver or kidney impairment; pregnancy and lactation, IUD in place, undiagnosed
uterus mass.



Side effect: Mifecon: The treatment procedure is designed to induce the vaginal bleeding and
uterine cramping necessary to produce an abortion. Commonly reported side effects were
nausea, vomiting, and diarrhea. Pelvic pain, headache, dizziness. Misocon: Gastrointestinal
side effects like diarrohea, abdominal pain, nausea, vomiting, headache, flatulence,
constipation, dizziness, pain due to uterine contractions, severe vaginal bleeding, pelvic pain.

Precaution:

The combination of Mifepristone and Misoprostol has been prescribed for the patients specific
condition, it may not be the correct treatment for another person and may be dangerous to the
other person if she is or were to become pregnant. Any intrauterine device (IUD) should be
removed before treatment with mifepristone begins. Pregnancy termination by surgery is
recommended in cases when combination of Mifepristone and Misoprostol fails to cause
termination of intrauterine pregnancy. Patients who have an ongoing pregnancy at last visit
have a risk of foetal malformation resulting from the treatment. Surgical termination is
recommended to manage medical abortion treatment failure.

Use in Pregnancy & Lactation:

Pregnancy: Mifecon: Mifepristone is indicated for use in the termination of pregnancy (through
49 days’ pregnancy) and has no other approved indication for use during pregnancy. Misocon:
Misoprostol is contraindicated to pregnant women. Lactation: Mifecon:It is not known whether
Mifepristone is excreted in human milk. Many hormones with a similar chemical structure,
however, are excreted in breast milk. Since the effects of Mifepristone on infants are unknown,
breast-feeding, women should consult with their doctor to decide if they should discard their
breast milk for a few days following administration of the medications. Misocon:It is not known
whether Misoprostol's active metabolite- misoprostol acid is excreted in human milk. Misoprostol
should not be administered to nursing mothers because the excretion of misoprostol acid could
cause diarrhea in nursing infants.

Drug Interaction:

Mifecon: Although specific drug or food interactions with Mifepristone have not been studied, on the
basis of this drug’s metabolism by CYP 3A4, it is possible that ketoconazole, itraconazole,
erythromycin, and grapefruit juice may inhibit its metabolism (increasing serum levels of mifepristone).
Misocon: Misoprostol has not been shown to interfere with the beneficial effects of aspirin on signs
and symptoms of rheumatoid arthritis. Misoprostol does not exert clinically significant effects on the
absorption, blood levels and antiplatelet effects of therapeutic doses of aspirin.

Overdosage:

Mifecon: No serious adverse reactions were reported in tolerance studies in healthy non-pregnant
female and healthy male subjects where mifepristone was administered in single doses greater than
threefold that recommended for termination of pregnancy. If a patient ingests a massive overdose,
she should be observed closely for signs of adrenal failure. Misocon: Clinical signs that may
indicate an overdose are sedation, tremor, convulsions, dyspnea, abdominal pain, diarrhoea, fever,
palpitations, hypotension, or bradycardia. Because misoprostol is metabolized like a fatty acid, it is
unlikely that dialysis would be appropriate treatment for overdosage. In cases of overdose, standard
supportive measures should be adopted as required.

Storage: Store in a cool and dry place, protected from light & keep out of reach of children.

Commercial Pack:
Each box contains | tablet of Mifecon (Mifepristone) in a blister strip and 4 tablets of Misocon
(Misoprostol) in another strip.

Manufactured by :
Globe Pharmaceuticals Ltd.
Noakhali, Bangladesh
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