
1. MEDICINAL PRODUCT SPECIFICATION

1.1 Name: DOXYTREX® Capsules 500mg/cap.
1.2 Composition: Active Substance: Calcium dobesilate (as Monohydrate).
Excipients: Starch maize pregelatinized, Magnesium stearate, Crospovidone.
Composition of empty capsule: Titanium dioxide E171 CI 77891, Quinoline yellow E104 CI 47005, Sunset yellow FCF CI 15985 E110 /FD & C 
Yellow No 6 E110 CI 15985, Gelatine, Patent blue V CI 42051 E131.
1.3 Pharmaceutical Form: Capsules, hard.
1.4 Concentration in Active Substance: Each white-green hard capsule contains 500 mg calcium dobesilate (as Monohydrate).
1.5 Description-Packaging: Card box containing 30 hard capsules packaged per 10 into 3 blisters from PVC and Aluminium foil along with 
a Patient Information Lea�et.
1.6 Therapeutic Category: Vasoprotectives.
1.7 Marketing Authorization Holder: UNI-PHARMA ΚLEON ΤSETIS PHARMACEUTICAL LABORATORIES S.A., 14th Km. National Road 1, 
GR-145 64 Κi�ssia, Greece, Τel.: +30210-80 72 512, 80 72 534, Fax: +30210-80 78 907
1.8 Manufacturer: UNI-PHARMA ΚLEON ΤSETIS PHARMACEUTICAL LABORATORIES S.A., 14th Km. National Road 1, GR-145 64 Κi�ssia, 
Greece, Τel.: +30210-80 72 512, 80 72 534, Fax: +30210-80 78 907

2. WHAT YOU SHOULD KNOW ABOUT THIS MEDICINAL PRODUCT

2.1 General Information: DOXYTREX® is a vasoprotective, which is considered to reduce the permeability of blood vessels and is used in 
various peripheral circulatory disorders including diabetic retinopathy.
2.2 Indications: The use of DOXYTREX® is recommended in the following cases:
•  Diabetic retinopathy.
• Chronic venous insu�ciency, phlebostasis, vascular oedema and post-thrombotic syndrome.
2.3 Contraindications:
Medicines can help patients; however they can also cause problems when they are not administered according to the physician’s advice.
For this medication you should inform your physician in the following cases:
• If you are allergic to any of its ingredients,
• If you are pregnant (DOXYTREX® it is not administered in the �rst trimester of pregnancy).
2.4 Warnings and Precautions during administration:
2.4.1 Pregnancy: Not to be used in �rst trimester of pregnancy. During the other two trimesters, should be administered only when, after 
the physician’s judgment, the bene�t from the use for the pregnant woman outweigh the possible risks to the fetus.
2.4.2 Lactation: If you are breastfeeding, inform your doctor before taking the medication.
The administration is not recommended in nursing mothers.
2.4.3 E�ect on the ability to drive or use machinery: The administration of this medicine does not a�ect the ability to drive or use 
machinery.
2.5 Drug interactions: Before taking this medication, inform your doctor or pharmacist, for any other medicine you take.
2.6 Dosage and administration:
Diabetic retinopathy: Due to the chronic nature of the disease it is preferred that the dosage is determined individually according to each 
case.
• Initiation of therapy: 1.5–2 g per day (divided in equal doses), during meals, depending on the severity of the case.
• Maintenance therapy: 1 g per day (divided in equal doses), during meals.
Chronic venous insu�ciency, phlebostasis, vascular oedema and post-thrombotic syndrome:
1 g per day (divided in equal doses), during meals. In most cases, after a 3 week treatment, a signi�cant long lasting improvement has been 
reported. The treatment can be continued without any problem and it depends on the assessment of the attending physician. 
2.7 Overdose: In case of an accidental overdose, gastric lavage within the �rst two hours after ingestion is recommended. 
In advanced cases the management is symptomatic and oral intake of �uids is recommended to induce diuresis.
2.8 What you should know if you miss a dose: If you should take the medicine continually and you forgot to take a dose, do that as soon 
as possible. However, if the time has come for the next dose, do not take the one you missed but continue with the dosage schedule. DO 
NOT DOUBLE THE DOSES.
2.9 Adverse reactions:
Along with the desirable e�ects, each medication can cause certain adverse e�ects. Even though these adverse e�ects appear rarely, when 
they do appear, your physician should be informed, in order to give you the appropriate advice.
It is possible to occur, in rare cases, gastrointestinal disorders that include diarrhea, fever, joint pain and very rarely neutropenia.
These adverse reactions generally are reversed after the discontinuation of the medication.
2.10 Expiration Date: It is stated on the inner and outer packaging.
Do not use this product after the expiry date.
2.11 Storage: It is stored in its original packaging at temperature ≤ 25°C.
2.12 Date of Last Revision: 07/2018.
2.13 Particular Remarks: Medicinal product not subject to medical prescription.


