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SETSENEREL] Pain in Chronic Pancreatitis
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1. GENERIC NAME AND BRAND NAME: PANCREATIN MINIMICROSPHERE CAPSULESCreon® 10000/ Creon® 25000/ Creon® 40000 2. QUALITATIVE AND QUANTITATIVE COMPOSITION Pancreatin minimicrospheres capsules (Creon® 10000) Each hard gelatin capsule contains: Pancreatin Minimicrospheres equivalent to Pancreatin
IP 150 mg Excipients q.s. Colours used in capsule shell: Brilliant Blue FCF, Ponceau 4R, Sunset Yellow FCF, Titanium Dioxide IP Minimicrospheres  supplied by Abbott Laboratories GmbH Germany with declared enzyme activity. Amylase 8000 (Ph.Eur.U)/U Lipase 10000 (Ph.Eur.U)/U Protease 600 (Ph.Eur.U)/U Pancreatin
minimicrospheres capsules (Creon® 25000) Each hard gelatin capsule contains: Pancreatin Minimicrospheres equivalent to Pancreatin IP 300 mg Excipients .. Colours used in capsule shell: Brilliant Blue FCF, Ponceau 4R, Sunset Yellow FCF, Titanium Dioxide IP Minimicrospheres supplied by Abbott Laboratories GmbH Germany
with declared enzyme activity. Amylase 18000 (Ph.Eur.U)/U Lipase 25000 (Ph.Eur.U)/U Protease 1000 (Ph.Eur.U)/U Pancreatin minimicrospheres capsules (Creon® 40000) Each hard gelatin capsule contains: Pancreatin Minimicrospheres equivalent to Pancreatin IP 400 mg Excipients g.5. Colours used in capsule shell: Black
Oxide of Iron, Red Oxide of Iron, Yellow Oxide of Iron, Titanium Dioxide IP Minimicrospheres supplied by Abbott Laboratories GmbH Germany with declared enzyme activity. Amylase 25000 (Ph.Eur.U)/U Lipase 40000 (Ph.Eur.U)/U Protease 1600 (Ph.Eur.U)/U 3. DOSAGE FORM AND STRENGTH: Refer section 1 and 2 4. CLINICAL
PARTICULARS: 4.1 THERAPEUTIC INDICATIONS Treatment of pancreatic exocrine insufficiency. 4.2 POSOLOGY AND METHOD OF ADMINISTRATION Dosage is based on individual needs and severity of the disease and the composition of food. It is recommended to take the enzymes during or immediately after the meals. The
capsules should be swallowed intact, without crushing or chewing, with enough fluid during or after each meal or snack. When swallowing of capsules is difficult (.g. small children or elderly patients), the capsules may be carefully opened and the pellets added to acidic soft food [pH < 5.5] that does not require chewing, or
the pellets will be taken with acidic liquid [pH < 5.5]. This could be apple sauce or yogurt or fruit juice with a pH less than 5.5, e.g. apple, orange or pineapple juice. This mixture should not be stored. Crushing and chewing of the pellets or mixing with food or fluid with a pH greater than 5.5 can disrupt the protective enteric
coating. This can result in early release of enzymes in the oral cavity and may lead to reduced efficacy and irritation of the mucous membranes. Care should be taken that no product is retained in
the mouth. It is important to ensure adequate hydration at all times, especially during periods of increased loss of fluids. Inadequate hydration may aggravate constipation. Any mixture of the

Og vt u v rC Juupv | Ju u') v Eitin un )u, u)v EilTTFr cu v G v}s pellets with food or liquids should be used immediately and should not be stored. Dosing In Paediatric and Adult Patients With Cystic Fibrosis Based upon a recommendation of the Cystic Fibrosis
Eflii t} Dilii t} Diliii Ivovn (CF) Consensus Conference, the US CF. Foundation case-control study, and the UK case-control study, the following general do@ge recommendation for pancreatic enzyme replacement therapy
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Iy € constipation, abdominal v o@grao Dosage should be adjusted according to the severity of the disease, control of steetqr(hea and maintenance of good nutritional status. * Most patients should remain below or should not exceed
A " > 10000 lipase units/kg body weight per day or 4000 lipase units/gram fat intake A via y Tube Creon® 10000, 25000 and 40000 can be administered via G-tube if medically

distention, diarrhea ~ . osing olonop t) indicated. Creon® have a pellet/sphere size with a diameter of 0.7-1.6mm. It is important that the appropriateness of the selected syringe and tube is carefully tested. For preparation and

MV vV en Ve rez ruritus, urticaria administration instructions, see section Special Precautions for Disposal <and other handling>. Dosing In Other Conditions Associated With Exocrine Pancreatic Insufficiency Dosage should be
. . P ’ individualized by patients according to the degree of maldigestion and the fat content of the meal. The required dose for a meal ranges from about 25000 to 80000 Ph. Eur.units of lipase and half
tissue disorders of the individual dose for snacks. 4.3 CONTRAINDICATIONS Hypersensitivity to active substance or to any of the excipients. 4.4 SPECIAL WARNINGS AND PRECAUTIONS FOR USE Strictures of the
Juupvys u hypersensitivity ileo-caecum and large bowel (fibrosing colonopathy) have been reported in patients with cystic fibrosis taking high doses of pancreatin preparations. As a precaution, unusual abdominal symptoms
Jekrrs (anaphylactic reactions). or changes in abdominal symptoms should be medically assessed to exclude the possibility of fibrosing colonopathy, especially if the patient s taking in excess of 10,000 units of ipase/kg/day. 4.5
USE IN SPECIAL POPULATION Fertility and pregnancy For pancreatic enzymes no clinical data on exposed pregnancies are available. Animal studies show no evidence for any absorption of porcine

pancreatic enzymes. Therefore, no reproductive or developmental toxicity is to be expected. Caution should be exercised when prescribing to pregnant women. Lactation No effects on the

suckling child are anticipated since animal studies suggest no systemic exposure of the breastfeeding woman to pancreatic enzymes. Pancreatic enzymes can be used during breastfeeding. If required during pregnancy and lactation Creon® should be used in doses
sufficient to provide adequate nutritional status. Paediatric Use The safety and efficacy of pancreatic enzyme products with different formulations consisting of the same active ingredient (lipases, proteases, and amylases) for treatment of children with exocrine pancreatic
insufficiency due to cystic fibrosis have been described in the medical literature and through clinical experience. Dosing of pediatric patients should be in accordance with recommended guidance from the Cystic Fibrosis Foundation Consensus Conferences. Doses of other
pancreatic enzyme products exceeding 6,000 lipase units/kg of body weight per meal have been associated with fibrosing colonopathy in children less than 12 years of age. Geriatric Use Clinical studies of CREON did not include sufficient numbers of subjects aged 65
and over to determine whether they respond differently from youngersuijects. Other reported clinical experience has not identified differences in responses between the elderly and younger patients. 4.7 EFFECTS ON ABILITY TO DRIVE AND USE MACHINES: Creon® has
no or negligible influence on the ability to drive and use machines. 4.8 UNDESIRABLE EFFECTS: In clinical trials, more than 1000 patients were exposed to Creon®. The most commonly reported adverse reactions were gastrointestinal disorders and were primarily mild or
moderate in severity. The following adverse reactions have been observed during clinical trials with the below indicated frequencies:

*Gastrointestinal disorders are mainly associated with the underlying disease. Similar or lower incidences compared to placebo were reported for abdominal pain and diarrhea. Strictures of the ileo-caecum and large bowel (fibrosing colonopathy) have been reported in
patients with cystic fibrosis taking high doses of pancreatin preparations (See section SPECIAL WARNINGS AND PRECAUTIONS FOR USE). Allergic reactions mainly but not exclusively limited to the skin have been observed and identified as adverse reactions during
postapproval use. Because these reactions were reported spontaneously from a population of uncertain size, it is not possible to reliably estimate their frequency. Paediatric population No specific adverse reactions were identified in the pediatric population. Frequency,
type and severity of adverse reactions were similar in children with cystic fibrosis as compared to adults.ISSUED ON: 28-09-2023
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