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avtorTa sayuradRebod!

redaqciaSi statiis warmodgenisas saWiroa davicvaT Semdegi wesebi:

 1. statia unda warmoadginoT 2 calad,  rusul an inglisur enebze, dabeWdili 
standartuli furclis 1 gverdze,  3 sm siganis marcxena velisa da striqonebs 
Soris 1,5 intervalis dacviT. gamoyenebuli kompiuteruli Srifti rusul da ing-
lisurenovan teqstebSi - Times New Roman (Кириллица), xolo qarTulenovan teqstSi 
saWiroa gamoviyenoT AcadNusx. Sriftis zoma – 12. statias Tan unda axldes CD 
statiiT. 
 2. statiis moculoba ar unda Seadgendes 10 gverdze naklebs da 20 gverdze mets 
literaturis siis da reziumeebis (inglisur, rusul da qarTul enebze) CaTvliT.
 3. statiaSi saWiroa gaSuqdes: sakiTxis aqtualoba; kvlevis mizani; sakvlevi 
masala da gamoyenebuli meTodebi; miRebuli Sedegebi da maTi gansja. eqsperimen-
tuli xasiaTis statiebis warmodgenisas avtorebma unda miuTiTon saeqsperimento 
cxovelebis saxeoba da raodenoba; gautkivarebisa da daZinebis meTodebi (mwvave 
cdebis pirobebSi).
 4. statias Tan unda axldes reziume inglisur, rusul da qarTul enebze 
aranakleb naxevari gverdis moculobisa (saTauris, avtorebis, dawesebulebis 
miTiTebiT da unda Seicavdes Semdeg ganyofilebebs: mizani, masala da meTodebi, 
Sedegebi da daskvnebi; teqstualuri nawili ar unda iyos 15 striqonze naklebi) 
da sakvanZo sityvebis CamonaTvali (key words).
 5. cxrilebi saWiroa warmoadginoT nabeWdi saxiT. yvela cifruli, Sema-
jamebeli da procentuli monacemebi unda Seesabamebodes teqstSi moyvanils. 
 6. fotosuraTebi unda iyos kontrastuli; suraTebi, naxazebi, diagramebi 
- dasaTaurebuli, danomrili da saTanado adgilas Casmuli. rentgenogramebis 
fotoaslebi warmoadgineT pozitiuri gamosaxulebiT tiff formatSi. mikrofoto-
suraTebis warwerebSi saWiroa miuTiToT okularis an obieqtivis saSualebiT 
gadidebis xarisxi, anaTalebis SeRebvis an impregnaciis meTodi da aRniSnoT su-
raTis zeda da qveda nawilebi.
 7. samamulo avtorebis gvarebi statiaSi aRiniSneba inicialebis TandarTviT, 
ucxourisa – ucxouri transkripciiT.
 8. statias Tan unda axldes avtoris mier gamoyenebuli samamulo da ucxo-
uri Sromebis bibliografiuli sia (bolo 5-8 wlis siRrmiT). anbanuri wyobiT 
warmodgenil bibliografiul siaSi miuTiTeT jer samamulo, Semdeg ucxoeli 
avtorebi (gvari, inicialebi, statiis saTauri, Jurnalis dasaxeleba, gamocemis 
adgili, weli, Jurnalis #, pirveli da bolo gverdebi). monografiis SemTxvevaSi 
miuTiTeT gamocemis weli, adgili da gverdebis saerTo raodenoba. teqstSi 
kvadratul fCxilebSi unda miuTiToT avtoris Sesabamisi N literaturis siis 
mixedviT. mizanSewonilia, rom citirebuli wyaroebis umetesi nawili iyos 5-6 
wlis siRrmis.
 9. statias Tan unda axldes: a) dawesebulebis an samecniero xelmZRvane-
lis wardgineba, damowmebuli xelmoweriTa da beWdiT; b) dargis specialistis 
damowmebuli recenzia, romelSic miTiTebuli iqneba sakiTxis aqtualoba, masalis 
sakmaoba, meTodis sandooba, Sedegebis samecniero-praqtikuli mniSvneloba.
 10. statiis bolos saWiroa yvela avtoris xelmowera, romelTa raodenoba 
ar unda aRematebodes 5-s.
 11. redaqcia itovebs uflebas Seasworos statia. teqstze muSaoba da Se-
jereba xdeba saavtoro originalis mixedviT.
 12. dauSvebelia redaqciaSi iseTi statiis wardgena, romelic dasabeWdad 
wardgenili iyo sxva redaqciaSi an gamoqveynebuli iyo sxva gamocemebSi.

aRniSnuli wesebis darRvevis SemTxvevaSi statiebi ar ganixileba.
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Abstract.
Assessment of quality of life (QOL) is one of the key criteria 

for evaluating the effectiveness of treatment in clinical trials. It 
is very important to pay attention to the methods of evaluation 
and analysis. Health-related quality of life is very important in 
evaluating drug efficacy. The assessment of this indicator in 
clinical trials is considered as an additional indicator of drug 
efficacy, a new tool for choosing an effective drug for clinical 
practice, etc.

To assess the quality of life of patients with chronic 
rhinosinusitis and select an effective drug such as “Gutanos” 
(anti-inflammatory, antimicrobial nasal drops of plant origin), 
we followed the recommended steps for cultural adaptation of 
SNOT-22 into Armenian, creating a tool for assessing patients 
with clinically significant sinonasal disorders. (rhinosinusitis), 
as well as for scientific research (Cronbach index = 0.81), the 
reliability of the test-retest was determined (ICC = 0.85). We 
found that SNOT-22 is reliable, easy to use, and can be used 
to facilitate daily clinical practice to highlight the impact of 
chronic rhinosinusitis on patients' quality of life.

Key words. Quality of life, questionnaires SNOT‐22, chronic 
rhinosinusitis, “Gutanos”.
Introduction.

Diseases of the upper respiratory tract, especially inflammatory 
diseases of the nasal cavity and paranasal sinuses, are highly 
common diseases evaluated in outpatient settings in recent 
years. Chronic rhinosinusitis (CRS) has a negative impact on 
the health-related quality of life (QoL) of patients and health 
care resources. Pathogenic microbes play an insignificant role 
in the etiology of CRS [2,4,6,7,8,9,10,23]. Many clinical studies 
have shown that changes in treatment affect the quality of life of 
patients [3,13,14,24,29]. Over the past decades, more research 
has focused on patients' QoL, and the use of QoL scores has 
increased [1,5,12,21,26,27].

QOL criteria have independent predictive value and can be 
used as an objective tool for treatment efficacy assessment 
[5,25].   

Chronic inflammatory diseases of the paranasal sinuses, like 
other somatic diseases, serve as an essential background for 
decreasing the quality of life and formation of psychoemotional 
disorders (PED). It was found that in chronic sinusitis there is 
moderately severe anxiety and depression, as well as a decrease in 
the quality of life of patients [16,17,18]. Some authors point to a 
close relationship between chronic sinusitis and sleep disorders, 
which are important components of PED [19]. On the other 

hand, there is evidence that increased anxiety, hypochondria 
in premorbidity can contribute to somatization, including the 
formation of chronic rhinosinusitis [20]. This indicates the 
ambiguity of the causative factors of such comorbidity. 

Adequate use of antimicrobial therapy in a chronic pathological 
process helps to prevent the subsequent development of 
moderate PED, as well as clinically pronounced depression 
requiring the appointment of antidepressants, which is typical for 
chronic forms of rhinosinusitis. There is evidence that the use of 
adequate antimicrobial therapy (including herbal treatment) can 
significantly improve the quality of life of patients with chronic 
rhinosinusitis, including its psychoemotional component [14,15, 
21,22]. However, the topic of ENT and PED comorbidity is 
rarely discussed in publications. This makes it relevant to study 
this issue, especially in Armenia, where such studies have not 
been conducted.
Materials and methods.

A randomized blinded controlled trial was conducted in 900 
patients with chronic rhinosinusitis (time period 2014-2022), 
aged 15 to 18 years who were receiving standard treatment 
adding “Gutanos” nasal drops (experimental group) and standard 
treatment only (control group). A table of random numbers was 
used for the distribution of study participants by the compered 
groups. Each of the compared groups consisted of 450 patients. 
Standard treatment included Klacid, Polideksa spray, Akvalor 
spray, Klaritin and Mig (ibuprofen).  

"Gutanos" was patented as anti-inflammatory, antimicrobial 
nasal drops of plant origin by the pharmaceutical company 
"Arpimed LLC". The patent for an invention No. 2753A was 
issued, and it was also approved by Intellectual Property Agency 
of RA as an invention (application No. 20130019). It can be 
used for prevention and cure of upper respiratory tract diseases.

The study was conducted in accordance with the Declaration of 
Helsinki [28] and the ICH Guideline for Good Clinical Practice 
[20]. A hospitalization did not take place. In the CRS-02 study, 
15 to 18 years of age with bilateral CRS without nasal polyps 
confirmed by endoscopy (optional computer tomography). 
Patients were randomized on day 1 (visit 1) and control visits 
were scheduled after 3 days (visit 2), 1 week (visit 3), 2 weeks 
(visit 4), 4 weeks (visit 5), 6 weeks (visit 6). The follow-up 
examination was 8 weeks after scheduled (visit 7).

At each visit, patients were evaluated by the investigator for the 
five symptoms of the Major Symptom Score (MSSINV). Total 
MSS score [11, 19] had to be 6 to 12 points and rhinorrhea and pain 
(facial pain or headache) had to be of at least moderate intensity. 
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Patients recorded symptoms in a diary at five days during the 
screening period.  The severity of each of the five symptoms 
was indicated on a 4-point rating scale of increasing severity (0 
= none; 1 = mild; 2 = moderate; 3 = severe).  

As a treatment efficacy criterion the evaluation of differences 
in the disease clinical symptoms and estimation of clinically 
significant differences in quality-of-life outcomes have been 
used. The Sino-Nasal Outcome Test-22 (SNOT-22) was used to 
evaluate the impact of rhinosinusitis symptoms on health-related 
quality of life (HRQoL). Visit assessed using a 0–5-point Likert 
scale (0 = not present / no problem; 1 = very mild problem; 2 
= mild or slight problem; 3 = moderate problem; 4 = severe 
problem; 5 = problem as bad as it can be).

Spielberger’s State-Trait Anxiety inventory has been used for 
the assessment of the anxiety degree in patients. The inventory 
consists of 40 statements divided by 2 scales. The first one 
(S-Anxiety) allows to evaluate a person’s state anxiety level, or 
anxiety about an event, whereas the second scale (T-Anxiety) 
- the personal anxiety. Each scale has a different rating scale. 
In practice, the following anxiety rating scale is applicable: 30 
points or less - mild form of anxiety, 31-44 points - moderate, 
45 and above - severe form of anxiety.

Statistical methods.
Data was processed into Microsoft Excel 16 statistical 

software. Distribution was symmetric (Kolmogorov-Smirnov 
test). Distribution of the study variables was calculated for two 
compared groups – experimental and control. For analysis of 
the main subjective symptoms and individual anxiety level in 
the compared groups (experimental and control) an independent 
t-test was used. 

For assessment of the level of change in symptoms (in score) 
before and after treatment in the experimental and control 
groups a z test was used.
Results.

Changes in major subjective and objective symptoms in the 
control and experimental groups were assessed for еаch of the 
seven visits.

During the first visit of the patient after the course of therapy, 
the doctor assessed the symptoms of chronic rhinosinusitis on 
a 5-point scale (0-4, 4: the symptoms are strong, 0 is absent).

Before and after therapy, the patient was assessed for quality 
of life using the SNOT 22 questionnaire. The severity of chronic 
rhinosinusitis symptoms was assessed using a 5-point scale 

1. Nasal congestion, points

Groups Visits
1 2st 3nd 4rd 5th 6th 7th

Control 6,8±0,3 5,2±0,2 3,2±0,2 1,8±0,2 0,8±0,1 0,7±0,1 0,7±0,1
Experimental 6,5±0,2 4,9±0,2 3,0±0,2 1,5±0,1 0,4±0,1 0,2±0,1 0,2±0,1

t, p 0.83, p>0.05 0.83
p>0.05

0.56
p>0.05

1.3
p>0.05

2.8
p<0.01

3.5
p<0.01

3.5
p<0.01

2. Nasal discharge, points

Groups Visits
0 1st 2nd 3rd 4th 6th 7th

Control 6,5±0,2 5,8±0,2 3,7±0,3 2,9±0,2 2,0±0,08 2,0±0,08 2,0±0,08
Experimental 6,7±0,2 5,5±0,2 3,0±0,3 1,8±0,1 0,8±0,07 0,6±0,07 0,6±0,07

t, p 0.7
p>0.05

1.1
p>0.05

1.6
p>0.05

4.9
p<0.01

11.3
p<0.01

13.2
p<0.01

13.2
p<0.01

Groups 3. Facial pain, points
0 1st 2nd 3rd 4th 6th 7th

Control 4,8±0,2 3,1±0,2 2,6±0,1 1,8±0,12 0,9±0,03 0,9±0,03 0,9±0,03
Experimental 4,8±0,3 3,2±0,2 1,9±0,1 1,3±0,11 0,2±0,02 0,2±0,02 0,2±0,02

t, p 0 0.4
p>0.05

4.9
p<0.01

3.1
p<0.01

19.4
p<0.01

19.4
p<0.01

19.4
p<0.01

Groups 4. Sense of taste, points
0 1st 2nd 3rd 4th 6th 7th

Control 4,8±0,3 1,8±0,3 1,5±0,2 0,7±0,13 0,4±0,05 0,4±0,05 0,4±0,05
Experimental 3,8±0,3 2,3±0,3 1,3±0,1 0,4±0,1 0,1±0,06 0,09±0,05 0,09±0,05

t, p 2.4
p<0.05

1.2
p>0.05

0.9
p>0.05

2.1
p<0.05

3.8
p<0.01

4.4
p<0.01

4.4
p<0.01

5. The dynamics of total subjective symptoms, points 

Groups Visits
0 1st 2nd 3rd 4th 6th 7th

Control 8,8±0,2 6,0±0,2 3,4±0,2 2,7±0,2 0,9±0,16 0,9±0,16 0,9±0,16
Experimental 7,8±0,2 5,8±0,2 3,3±0,2 1,9±0,17 0,4±0,12 0,3±0,11 0,3±0,11

t, p 3.5
p<0.01

0.7
p>0.05

0.4
p>0.05

3.04
p<0.01

2.5
p<0.05

3.1
p<0.01

3.1
p<0.01

Table 1. The dynamics of the major subjective symptoms in the compared groups.
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1. Nasal Mucosal Edema, points

Groups
Visits
0 1st 2nd 3rd 4th 5th 6th 7th

Control 2,8±0,01 1,9±0,07 1,5±0,08 0,6±0,08 0,4±0,06 0,4±0,06 0,4±0,06 0,4±0,06
Experimental 2,8±0,01 1,7±0,07 1,3±0,01 0,6±0,07 0,1±0,06 0,1±0,06 0,1±0,06 0,1±0,06

t, p 0
p>0.05

2.0
p<0.05

2.5
p<0.05

0
p>0.05

3.5
p<0.01

3.5
p<0.01

3.5
p<0.01

3.5
p<0.01

2. Nasal discharge, points

Groups Visits
0 1st 2nd 3rd 4th 5th 6th 7th

Control 2,58±0,09 2,2±0,08 1,9±0,09 0,9±0,08 0,3±0,08 0,3±0,08 0,3±0,08 0,3±0,08
Experimental 2,7±0,1 2,0±0,08 1,4±0,09 0,7±0,07 0,1±0,06 0,1±0,06 0,1±0,06 0,1±0,06

t, p 0.9
p>0.05

1.8
p>0.05

3.9
p<0.01

1.9
p>0.05

2.0
p<0.05

2.0
p<0.05

2.0
p<0.05

2.0
p<0.05

Groups 3. Nasal mucosa hyperemia, points
0 1st 2nd 3rd 4th 5th 6th 7th

Control 2,8±0,07 1,8±0,09 0,9±0,09 0,4±0,07 0,2±0,03 0,2±0,03 0,2±0,03 0,2±0,03
Experimental 2,8±0,08 1,6±0,08 0,9±0,09 0,1±0,07 0,1±0,03 0,1±0,03 0,1±0,03 0,1±0,03

t, p 0
p>0.05

1.7
p>0.05

0
p>0.05

3.0
p<0.01

2.4
p<0.05

2.4
p<0.05

2.4
p<0.05

2.4
p<0.05

3. The dynamics of total objective symptoms, points

Group Visits
0 1st 2nd 3rd 4th 5th 6th 7th

Control 7,9±0,2 6,3±0,2 4,7±0,2 2,8±0,2 1,8±0,16 1,8±0,16 1,8±0,16 1,8±0,16
Experimental 7,8±0,2 5,5±0,2 3,7±0,2 2,4±0,17 0,9±0,12 0,9±0,12 0,9±0,12 0,9±0,12

t, p 0.4
p>0.05

2.8
p<0.05

3.5
p<0.01

1.4
p>0.05

4.5
p<0.01

4.5
p<0.01

4.5
p<0.01

4.5
p<0.01

Table 2. The dynamics of the main objective symptoms in the compared groups.

 Symptoms Experimental group Control group z,p
before after % before after %

1 Need to blow nose 4.3 3.1 72.1 4.2 4.1 97.6 11.4, p< 0.05
2 Nasal obstruction 4.2 3.1 73.8 4.1 3.8 92.7 7.8, p< 0.05
3 Frequent sneezing 4.4 2.7 61.4 4.4 3.7 84.1 7.9, p< 0.05
4 Runny nose 4.5 2.3 51.1 4.5 3.4 75.6 7.9, p< 0.05
5 Cough 4 2.2 55 4 3.3 82.5 9.3, p< 0.05
6 Post-nasal discharge 4.3 1.4 32.6 4.3 4.2 4.2 11.8, p< 0.05
7 Thick nasal discharge 4.2 1.5 35.7 4.1 4.1 4 13.0, p< 0.05
8 Ear fullness 3.2 2.2 68.8 3.5 3.4 4 27.3, p< 0.05
9 Dizziness 4 3 75 4.1 3.9 95.1 8.8, p< 0.05
10 Ear pain 3.9 2.3 59 3.8 3.2 84.2 8.7, p< 0.05
11 Facial pain/pressure 3 2.4 80 3.1 3 96.8 8.2, p< 0.05
12 Loss of smell or taste 4 2.8 70 4.1 4 97.6 12.1, p< 0.05
13 Difficulty falling asleep 3.8 2.2 57.9 3.9 3.8 97.4 16.2, p< 0.05
14 Waking up at night 3.9 2.1 53.8 4 3.9 97.5 1.1,p>0.05
15 Lack of a good night’s sleep 3.7 2.2 59.5 3.8 2.8 73.7 4.6, p< 0.05
16 Waking up tired 4 3 75 4.1 4 97.6 10.4, p< 0.05
17 Fatigue 4.1 3 73.2 4 3.9 97.5 10.9, p< 0.05
18 Reduced productivity 4 3.2 80 4 3.9 97.5 8.6, p< 0.05
19 Reduced concentration 3.9 2.9 74.4 4 3.2 80 2.0, p< 0.05
20 Frustrated/restless/irritable 4 3.1 77.5 4.1 3.9 95.1 7.9, p< 0.05
21 Sad 4.4 3 68.2 4.5 4.3 95.6 11.4, p< 0.05
22 Embarrassed 4.5 3 66.7 4.6 3.6 78.3 3.9, p< 0.05
 Total՝ 4.1 2.6 64.8 4.1 3.7 90.2 3.6, p< 0.05

Table 3. Frequency of the disease symptoms before and after the treatment (SNOT 22 questionnaire was  filled in before and after the treatment 
using 5points scale).
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(table 3).  There was marked improvement in the quality of 
daily activity. The quality of daily activities improved by 65.7% 
in the main group, 52.4% in the control group, and the quality 
of sleep by 79.5% և 55.4%, respectively.

Trends in the reduction of chronic rhinosinusitis symptoms 
were expressed in the main group, where Gutanos was added 
to the complex therapy. No complications or side effects were 
reported in either group. 

There is a reliable connection between the situational and 
individual anxieties and the symptomatic manifestation of 
chronic rhinosinusitis (r=+0,8; p=0,01). Depending on the 
situational anxiety level the patients were divided into 3 groups. 
It has   turned out that after 1month treatment in the main group 
a high level of situational anxiety was recorded in 19,2% cases, 
when the index in the control group was 48,0%, whereas low 
level situational anxiety was 8.8% in the main group and 28,0% 
(table 4).
Discussion.

The dynamics of the major subjective symptoms in the 
compared groups showed that in the symptoms of nasal 
congestion, nasal discharge, facial pain and sense of taste, a 
stable significant difference was found between the experimental 
and control groups already during the 4-5th visit.

What appears to be the dynamics of the main objective 
symptoms (Nasal Mucosal Edema, Nasal mucosa hyperemia) 
in the compared groups, statistically significant differences 
between the experimental and control groups emerged at 3-4 
visits to the doctor.

The analysis of the disease symptoms after the treatment 
(SNOT 22 questionnaire was filled in before and after the 
treatment using 5points scale) showed that in the experimental 
group, the percentage of symptoms of the disease is significantly 
less than in control group.

Comparative characteristics of the average levels of situational 
anxiety in comparable groups showed that situational anxiety 
was significantly and predominantly lower in the experimental 
group. The fact that the treatment of rhinosinusitis has a positive 
effect on the psycho-emotional state of the patient is confirmed 
by the studies of other authors[16,17,18].
Conclusion.

SNOT-22 was adapted into Armenian, creating a tool for 
assessing patients with clinically significant sinonasal disorders 
and for scientific research (Cronbach index = 0.89 and ICC test-

retest reliability = 0.87). SNOT-22 was found to be reliable and 
easy to use.

It can be used to facilitate daily clinical practice to highlight 
the impact of chronic rhinosinusitis on a patient's quality of 
life. The use of the herbal preparation "Gutanos" in complex 
therapy makes it possible to increase the effectiveness of the 
therapeutic effect and reduce the clinical severity of the disease, 
anxiety, improve the quality of life of patients compared with 
the results obtained with the standard treatment regimen for 
chronic rhinosinusitis.
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НОВЫЕ ПОДХОДЫ К ОЦЕНКЕ ЭФФЕКТИВНОСТИ 
РАСТИТЕЛЬНЫХ ПРЕПАРАТОВ, ИСПОЛЬЗУЕМЫХ 
В СХЕМЕ ЛЕЧЕНИЯ ХРОНИЧЕСКИХ 
РИНОСИНУСИТОВ, НА ОСНОВЕ ИЗМЕНЕНИЙ 
ПАРАМЕТРОВ КАЧЕСТВА ЖИЗНИ

Абстракт
Оценка качества жизни является одним из важнейших 

критериев оценки эффективности лечения в клинических 
исследованиях. Очень важным при этом является 
правильный выбор методов оценки и анализа. Оценка 
качества жизни, связанного со здоровьем, очень важна 
для оценки эффективности медицинских препаратов. 
Указанный показатель рассматривается в качестве 
дополнительного способа  оценки эффективности 
медицинского препарата в клинических исследованиях, 
нового инструмента для правильного выбора лечения.

Для оценки воздействия препарата «Гутанос» 
(противовоспалительные, антимикробные назальные капли 
растительного происхождения) на качество жизни пациентов 
с  хроническим риносинуситом в качестве статистического 
инструмента нами был использован  опросник «SNOT-
22». Английская версия опросника «SNOT-22», с учетом 
рекомендованных этапов, была переведена на армянский 
язык и адаптирована. Разработанный опросник показал 
высокую валидность и надежность (Cronbach index = 0.81, 
ICC = 0.85) и может использоваться как для оценки качества 
жизни пациентов с клинически значимыми формами 
патологии синоназальных путей (риносинуситами), так и 
в клинических исследованиях. Результаты исследования 
свидетельствуют о надежности опросника «SNOT-22», 
его простоте в применении и возможности использования 
с целью упрощения оценки влияния хронических 
риносинуситов на качество жизни пациентов в клинической 
практике. 

Ключевые слова: качество жизни, опросник SNOT‐22, 
хронические риносинуситы, «Гутанос».
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