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Study to Evaluate the Efficacy and Safety of Different Doses of
Graminidin With Anesthetic, a Metered Dose Topical Spray, in the
Treatment of Acute Infectious and Inflammatory Pharyngeal Dis-
eases Compared With Drug Septolete Total, Lozenges

NCT06843018

Status RECRUITING
Phase Phase 2

Sponsor Valenta Pharm JSC
Enrollment 300 participants

Key Eligibility Criteria

Inclusion (27)
» Male or female patients aged 18 to 75 years inclusive.

» Symptom "sore throat" due to infectious-inflammatory diseases of the pharynx (acute pharyngitis, acute nasopharynagitis,
exacerbation of chronic pharyngitis) based on one or more of the following clinical manifestations:

» Unpleasant sensations/discomfort in the throat - symptoms of pharyngeal paresthesia (scratchy throat, dryness or sore
sensation ("foreign body" sensation));

» Painful sensations in the throat, including sore throat at rest, throat burning, or pain upon swallowing saliva;
* Severity of the symptom "sore throat" from 55 mm to 80 mm on the Visual Analog Scale (VAS).

... and 22 more (see full listing online)

Exclusion (11)

« Ineffectiveness of therapy. Therapy will be considered ineffective if there is no clinical improvement by Visit 2 (Day 3-4 of therapy)
- persistence or worsening of the symptom "sore throat" and catarrhal phenomena compared to baseline data. If excluded, the
patient will be assigned alternative treatment at the discretion of the investigator.

« Patient non-compliance (a patient is considered compliant if the number of applications of the study drug/comparison drug is
not less than 17 and not more than 25).

» Smoking more than 10 cigarettes per day.
» Requirement for prohibited concomitant therapy.
 The investigator determines that continued participation in the study may pose a risk to the subject's safety or well-being.

... and 6 more (see full listing online)

Locations (12 total)

State autonomous health care institution "Engels City Clinical Hospital No. 1", Engel's, Russia

State Budgetary Healthcare Institution of the Kaliningrad Region "City Hospital No. 2.", Kaliningrad, Russia
Unimed-C Jsc, Moscow, Russia

... and 9 more locations

https://clinicaltrials.gov/study/NCT06843018
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