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INSTRUCTION
for medical use of medicinal product
PICOLAХ®
Composition:
Active substance: sodium picosulfate,
1 tablet contains 5 mg or 7.5 mg of sodium picosulfate on a 100 % anhydrous substance basis;
Excipients: lactose monohydrate, corn starch, pregelatinized starch 1500, anhydrous colloidal silicon dioxide, magnesium stearate.
Pharmaceutical form 
Tablets.
Basic physical and chemical properties: White to off-white, flat-face, bevelled edge, scored tablets.
Pharmacotherapeutic group
Contact laxatives. ATC Code A06A В08.
Pharmacological properties
Pharmacodynamics 
The active substance sodium picosulfate is a locally acting laxative from the triarylmethane group. After bacterial cleavage in the colon, it stimulates the mucosa, enhances its motility and contributes to water and electrolyte accumulation in the colonic lumen. As a result bowel movement is stimulated, transit time reduces and stool softens.
Pharmacokinetics
Absorption and distribution
After oral ingestion, sodium picosulfate reaches the colon without any appreciable absorption.
Biotransformation
The active metabolite bis-(p-hydroxyphenyl)-pyridyl-2-methane (BHPM) is formed after bacterial cleavage in the colon. 
Elimination
Following conversion, only small amounts of BHPM are absorbed. After oral administration of 10 mg sodium picosulfate 10.4% of the total dose is excreted as BHPM glucuronide in urine after 48 hours. In addition, BHPM is excreted as glucuronide with bile.
Pharmacokinetic / Pharmacodynamic relationship
The onset of action of Picolax® is usually between 6-12 hours, which is determined by the release of the active substance (BHPM).  The laxative effect does not correlate with the active metabolite plasma levels.
Clinical particulars
Indications 
Constipation or cases requiring the facilitation of defecation.
Contraindications
Hypersensitivity to the active substance, other triarylmethanes or any of the drug excipients.
Intestinal obstruction
Severe painful and/or feverish acute abdominal conditions (e.g. appendicitis) potentially associated with nausea and vomiting
Acute inflammatory bowel diseases. 
Severe dehydration
Rare hereditary conditions which may result in hypersensitivity to the drug excipients, for example, possible uncertain fructose intolerance (see section “Special warnings and precautions for use”). 
Interactions with other medicinal products and other forms of interaction 

Concomitant use of large doses of Picolax® and diuretics or corticosteroids may increase the risk of electrolyte imbalance which can lead to a decrease in cardiac glycoside tolerance. 

Concomitant use with antibiotics can reduce laxative effect of the drug.
Special warnings and precautions for use 
As with all laxatives, Picolax® should not be taken on a continuous daily basis or for a long period of time without investigating the cause of constipation.
Patients with chronic constipation should be fully diagnosed and the cause of constipation should be determined.
Prolonged excessive use may lead to fluid and electrolyte imbalance and hypokalaemia.
Discontinuation of Picolax® may result in recurrence of symptoms. If Picolax® was used for chronic constipation for a long time, any recurrence of symptoms may be more severe.
Cases of dizziness and/or syncope, which coincided in time with the use of sodium picosulfate have been reported. The present information allow to admit that these cases are cases of defecation syncope (associated with Valsalva manoeuvre) or associated with a vasovagal response to abdominal pain.
As with all laxatives, Picolax® should not be taken on a continuous daily basis or for a long period of time without investigating the cause of constipation.
Picolax® should be taken under medical supervision in conditions associated with water and electrolyte imbalance (severe renal impairment).
Picolax® contains lactose, therefore this should be considered in patients with congenital lactose intolerance.
Use during pregnancy and lactation 
Adequate studies of sodium picosulfate in pregnant women have not been conducted. Considering safety, if possible, Picolax® should not be used during pregnancy.
Clinical data show that neither the active metabolite bis-(p-hydroxyphenyl)-pyridyl-2-methane (BHPM) nor its glucuronides penetrate into breast milk. Therefore Picolax® can be used during lactation.
Fertility studies have not been performed.
Effects on ability to drive and use machines
No studies have been performed on the effects on the ability to drive or use machines.
However, patients should be warned about the risk of dizziness and/or syncope due to vasovagal reactions (abdominal spasm). If abdominal spasm is experienced, driving a car or operating machinery should be avoided.
Posology and method of administration 
Adults: 5-10 mg once daily.
Children aged 4 and over (if prescribed by the doctor only): 2.5-5 mg once daily.
It is recommended to start with the lowest dose. The dose may be adjusted up to the maximum recommended dose to produce regular stools. The maximum recommended daily dose (10 mg (for adults) or 5 mg (for children aged 4 and over)) should not be exceeded.
Picolax® should be taken in the evening. Defecation occur 10-12 hours after Picolax® administration.
Picolax® should not be taken on a continuous daily basis or for a long period of time without investigating the cause of constipation.
Paediatric population 
The product can be used in children aged 4 and over only if prescribed by the doctor.
Overdose 
Overdose can cause loose stool (diarrhoea), abdominal cramps and clinically significant water, potassium and electrolyte imbalance.
In acute overdose, the consequences can be minimized or eliminated by induced vomiting or gastric lavage shortly after Picolax® administration. Fluid replacement and electrolyte balance correction may be required. Spasmolytics may be administered.
There are reports of ischemic colon mucosa with high doses of Picolax®, notably higher than usual recommended doses for constipation.
Like other laxatives, in prolong overdose Picolax® can cause chronic diarrhoea and abdominal pain, hypokalaemia, secondary hyperaldosteronism and possible development of nephrolithiasis. In prolong laxative abuse, renal tubular disorders, metabolic alkalosis and muscle weakness as a result of hypokalaemia have been reported.
Undesirable effects 

Skin and subcutaneous tissue disorders: angioedema, drug eruption, rash, pruritus. 
Immune system disorders: hypersensitivity reactions
Nervous system disorders: dizziness, syncope. Dizziness and syncope occurring appear to be consistent with a vasovagal response (for example, due to abdominal spasm, defecation) (see section “Special warnings and precautions for use”).
Gastrointestinal disorders: diarrhoea, abdominal cramps, abdominal pain, abdominal discomfort, vomiting, nausea.
Long-term and excessive use of the drug can result in the loss of water, potassium and other electrolytes. This, in turn, can lead to muscle weakness and impaired cardiac function, especially if used concomitantly with diuretics or corticosteroids.
Shelf-life
2 years. 
Do not use after expiry date stated on the carton.
Storage
Store in the original package. Store below 25 °C. 
Keep out of reach of children.
Nature and contents of container 
10 tablets in a blister
Tablets 5 mg: 1 blister per carton.
Tablets 7.5 mg: 1 or 3 blisters per carton.
Prescription status
Over-the-counter product.
Manufacturer
JSC Farmak. 
Location 
74, Frunze str., Kyiv, Ukraine, 04080
Date of the last revision
19.07.2016.
