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Medicines in the form of sprays are the most suitable forms for treating respiratory diseases. The intro-
duction of a clearly defined amount of the drug prevents the possibility of overdose and development
of side effects. The drug Sinuforte created on the basis of the freeze-dried juice and the aqueous extract
from fresh tubers of cyclamen is produced according to the standards of GMP, thus avoiding the bac-
teriological load. The mechanism of action of the drug is associated with activation of natural physio-
logical processes of the nasal mucosa cleaning. The high clinical efficacy and safety have been
proven by numerous clinical studies in advanced ENT clinics in more than 15 countries of the world.
As a result of the study of Sinuforte the prospects of the drug use in the current pharmacotherapy of
sinusitis have been determined; the compliance with the release specifications has been proven by
conducting the merchandising analysis of the drug package.

Chronic inflammatory diseases of paranasal sinuses
occupy a leading position in otorhinolaryngological prac-
tice [7]. Rhinosinusitis (RS) is one of the most common
diseases of ENT — organs, various forms of RS affect 15%
of the population [6].

Antritis (sinusitis of the maxillary sinus) is an acute
inflammation of the mucosa of the maxillary paranasal
sinuses. The main cause of the disease is an infection —
inflammation may be caused by bacteria or viruses that
penetrate the maxillary sinuses through the nasal cavity
or blood.

The choice of the treatment method often presents a
challenge for the otolaryngologist and despite the large
number of ways to treat acute purulent sinusitis (includ-
ing antritis) this issue remains very important [1, 2, 4, 5].

For the treatment of sinusitis the comprehensive treat-
ment should be applied:

»  use of drugs that promote elimination of the symptoms;

* local procedures aimed at strengthening the immune
system;

» surgical manipulation in the case of emergency.

All therapeutic measures should be aimed at impro-
ving the outflow of purulent secretions from the sinu-
ses. If necessary, the puncture is done for the pus re-
moval and sinus lavage. In Ukraine the maxillary sinus
puncture remains one of the most common methods of
conservative treatment. Abroad the puncture is done in-
frequently; the use of antibacterial agents is preferred
although the widespread use of antibiotics leads to a sig-
nificant increase in fungal sinusitis.

The European Cyclamen — Cyclamen europaeum, which
birthplace is considered the Mediterranean, is known as a
medicinal plant for more than 2 thousand years. The
tincture of cyclamen tubers is used in gynecological

diseases, neuralgia, headaches, liver diseases, intestinal
colic, colds. The juice is used in gynecological diseases,
hemorrhoids. The fresh juice of tubers diluted in the ratio
of 1:10 is also considered one of the best remedies to
treat sinusitis (without surgery). As the main component
the plant contains saponins, namely cyclamin, with iso-
cyclamin, methylcyclamin and other structurally related
compounds. The content of free amino acids (including
8 essential acids) and a significant amount of mono- and
polyunsaturated acids with dominance of linoleic, lino-
lenic, oleic and palmitic acids have been also determined.
In Cyclamen tubers small amounts of glycosides and
flavonoids have been found. Due to the fact that the plant
is poisonous its application requires certain caution.

The experience of cyclamen application in traditional
medicine led academic medicine to creation of the drug
that would be standardized and thus contribute to the ac-
curate and individual approach in treating different groups
of the population. Sinuforte has become such medicine;
it is based on the freeze-dried juice and the aqueous ex-
tract from fresh tubers of the European cyclamen [2, 5,
9] and is present at the Ukrainian market [1, 4, 8, 9, 10].

The aim of the work is to determine the prospects
of using Sinuforte drug in the current pharmacotherapy
of sinusitis and conduct the merchandising analysis of
its package.

Materials and Methods

The published data on the use of Sinuforte drug in
the modern drug therapy of sinusitis were analysed. The
merchandising analysis analysis was conducted on the
example of Sinuforte drug (Batch: 1249 UA1).

Results and Discussion

Acting intranasally Sinuforte drug activates the nor-
mal physiological processes to clean the mucous mem-
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Fig. The method of Sinuforte drug application: 1. Unscrew the cap from the vial with the drug and pull out the cork. 2. Open the ampoule
with the solvent and break off the top. 3 Completely pour the solvent into the vial with the drug. 4. Screw the spray dispenser

on the vial and shake it until complete dissolution of the drug. 5. Remove the cap from the spray-dispenser. 6. Make 2-3 test sprays
into the air. 7. Insert the sprayer dispenser into each nostril with the head upright and make a spray with one touch.

brane of the nose and has a constructive effect on the
mucous membrane and suppurations that accumulate in
the nasal cavity and paranasal sinuses.

Due to these properties the drug is widely used in
the modern drug therapy of ENT-organs when treating
sinusitis, otitis, acute and chronic rhinitis; postoperative
rehabilitation after endoscopic surgery [4, 5, 10].

When included in the therapy of mild and moderate
forms of acute rhinosinusitis the high efficiency (90%
or more) of monotherapy with Sinuforte compared to the
efficiency of traditional treatment has been found. Infor-
mation about cases of the drug overdose have not been
identified, but most likely its manifestations may be a

burning sensation in the nasal mucosa and mild nose
bleeds [1, 3,4, 5, 11].

To achieve the therapeutic effect 6-8 applications of the
drug are sufficient, but the decrease or complete cessation
of headaches is observed already after 3-5 applications.
The dose regimen and duration of use do not depend on the
disease nosology. After endoscopic surgery the intranasal
administration of Sinuforte is started the next day with the
aim of draining the airways and reducing rhinedema.

The drug is recommended to use in a day; if necessa-
ry, its daily use is possible. Using the drug every other
day the duration of treatment is 12-16 days, when using
daily — 6-8 days.

Table

The merchandising analysis of Sinuforte drug package

Name Characteristics
of theindicator | requirements of the release specifications sinuforte
1 2 3

Organoleptic

Visual inspection | presence or absence of defects;

- Control of the secondary package: the

The secondary package — a cardboard pack, any
possible defects are absent.

dosage form

The amount of the drug, concentration,
activity or the dose, the qualitative and

method of administration

batch number
expiration date
registration number

storage conditions; bar code

of the package |- control of the primary package; The primary package - 1 vial with the powder in
— integrity of the container, closure, tamper | set with one ampoule with the solvent and a spray
proof, etc. dispenser.
The primary package is intact, not damaged, meets all
the requirements of the release specifications.
Labeling of Country of origin, the manufacturer, its Spain; Pharma Mediterania Ltd., San Sebastia st.,
the secondary  |trademark and addresses San Giusto Desverne, 08960 Barcelona, Spain;
package

Name of the drug in Ukrainian and Latin,

guantitative composition of ingredients

CuHydopre/Sinuforte; Lyophilized powder for
intranasal application;

35 doses, 1 vial contains the powdered freeze-dried
juice and the aqueous extract from fresh tubers of
the European cyclamen (Cyclamen europaeum), the
hemolytic index 1: 6,000 - 1: 12,000;

intranasally (in accordance with the patient information
leaflet);

Batch: 1249 UA 1;
Expiry date: 12/2015;
Registration certificate NeUA/6478/01/01;

Protect from light and keep out of the reach of children
at a temperature not exceeding 25°C; 8437008498010.
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Table continuation

1 2

3

Labeling of the | When labeling ampoules, pre-filled
primary package | syringe-tubes and droppers the drug
name, concentration or activity, the

expiration date are indicated.

amount of the drug, the batch number, the

Labeling of the vial with the powder: Cunydopte/
Sinuforte; 35 doses; Pharma Mediterania; Batch: 1249;
Best before: 12/2015.

Completeness
of the finished
product

the presence or absence of the patient
information leaflet, dosing devices and
other devices.

When checking the completeness check

When analyzing the completeness it has been
identified that a cardboard pack contains one contour
cellular packaging, in which there is 1 vial with the
powder, T ampoule with the solvent and a spray
dispenser. The package also includes the patient
information leaflet.

Sinuforte is used as a spray, which provides the fol-
lowing benefits:

» the fast therapeutic effect like in intravenous intro-
duction;

» the high pharmacological activity due to dispersion
and consequently achievement of the therapeutic
effect at a lower dose;

e convenience, ease of use.

The spray has advantages of acrosol packing, at the same
time it has no disadvantages associated with the use of
containers under high pressure and the use of propellants
as a gas carrier. Moreover, spraying is stable, and there
is no danger of inhaling the particles sprayed (the parti-
cle size is always greater than 5 pm).

Fig. shows the way of application of Sinuforte drug.
The set includes a special nozzle dispenser, which when
pressing sprays a certain amount of the drug — 0.13 ml,
this amount corresponds to the required single dose
(0.0013 g of the dry extract). The supply of the drug is
conducted due to its mechanical extrusion by the piston

of the micropump, and the pressure in the vial is equal
to the atmospheric one. When the piston moves to its
original state, the cavity, from which the drug is extru-
ded, is filled with a new portion. It serves as a liquid
gate that prevents the air inside the vial, therefore, the
drug in the vial is not in contact with the external envi-
ronment, the vial is closed hermetically.

After analyzing the prospects of using Sinuforte drug
in the current pharmacotherapy of sinusitis the merchan-
dising analysis of the drug package was conducted (Table).

As a result of the merchandising analysis it has been
found that the package of the drug Sinuforte (batch:
1249 UA 1) complies with the requirements of the re-
lease specifications.

CONCLUSIONS

As aresult of the study of Sinuforte the prospects of
the drug use in the current pharmacotherapy of sinusitis
have been determined, the compliance with the release
specifications has been proven by conducting the mer-
chandising analysis of the drug package.
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BCTAHOBJIEHHA NEPCNEKTUBHOCTI BUKOPUCTAHHSA NMPENAPATY « CUHY®OPTE»

B CYYACHIN ®APMAKOTEPANII TAUMOPUTY TA NPOBEAEHHA TOBAPO3HABYOIO
AHANI3Y MO0 NAKYBAHHA

T.B.[jsa0roH, O.B.[JoposcbKuli

Knroyoei cnoea: 2atimopum,; yuknameH esponelicbKud; nnioghinizogaHuti nopowok; CuHygopme;
cripeli; moeapo3Hasyul aHarli3

Jlikapcbki 3acobu y ¢hopmi cripeig € Halibinbw onmumarnbHUMU ¢popmamu Orisl TiKy8aHHS 3aX80pro8aHb
8epXHix QuxanbHUX wrisixie. BeeOeHHs1 4imKo 8u3Ha4YeHoOI KinbKocmi likapCbKOo20 rnpernapamy 3aro-
bieae moxrnueocmi tio2o nepedo3ysaHHs i po3sumky nobidHux ecpekmis. lNpenapam « CuHygpopmey,
cmeopeHull Ha OCHOB8I 11ioghini308aHO20 COKY ma 800HO20 eKcmpaKkmy 3i C8iKux b6ynbb yuknameHy
eaporelicbKko20, 8upobrnissembcsi 32i0HO0 i3 cmaHOapmamu GMP, wo doseornisie yHUKHymu bakmepio-
J102i4HO20 HasaHmMaxxkeHHs1. Mexaniam dii mpenapamy noe’sisaHull 3 akmuesauieto npupodHUX ¢hizioso-
2iYHUX MPOUECi8 OHUUWEHHS C1U30801 060/I0HKU HOoca. Bucoka KriHiuHa egpekmusHicmb ma besrneka
0osedeHa HucreHHUMU KriHiYHumu docridxeHHamu y nepedosux JIOP kniHikax 6inbw Hix 15 kpaiH
ceimy. B pe3ynbmami gaug4yeHHs ripernapamy « CuHychopme» 8cmaHo8r1eHo rnepcrnekmugHicms o2o
8UKOpUCMaHHS y Cy4acHili gpapmakomepanii 2atiMopumy, WrisiXoM rpo8eOeHHsT Mo8ap0o3Ha84020 aHa-
Ji3y naKysaHHs 0aHO20 rnpernapamy ecmaHoesieHa 8idrnogioHicmb 8UMo2aM HOPMamueHOi OOKYMEH-
mauii.

OMPEQJENEHUE NEPCNEKTUBHOCTU UCIMNOJIb3OBAHUA NMPENAPATA « CUHY®OPTE»

B COBPEMEHHOW ®APMAKOTEPANMWUN TAUMOPUTA U NMPOBEOEHUE
TOBAPOBEOYECKOIO AHAJIM3A EINO YNAKOBKU

T.B.[jsi0roH, A.B.[Jopoeckoli

Knrodeenlie cnoea: caliMopum; yuknameH esponelickull; Tuoguiu3upo8aHHbIl MOPOLOK;
CuHydghopme; cripeli; mogsapoeedyecKkuli aHau3

JlekapcmeeHHble cpedcmea 8 ¢hopme cripees ssnsgromes Haubonee onmumarnbHbIMU hopmamu Orist
JniedeHus 3abonesaHull epxHUX ObixamerbHbIX rnymed. BeedeHue cmpozo onpedenieHHO20 KosuYe-
cmea fekapcmeeHHo20 ripernapama ycmpaHsiem 803MOXHOCMb €20 nepedo3uposKu U pa3gumus
noboyHbix aghcpbekmos. lNpenapam « CuHyghopme», co30aHHbIl Ha OCHO8e NUOUIU3UPO8aHHO20
coKa U 800HO20 3KCmpakma U3 C8exux KiiybHel yukinaMmeHa esporelicko2o, npou3sodumcs coanac-
Ho cmaHdapmoe GMP, umo rio3sonsem uzbexxames bakmepuorioaudyeckol Hagpy3ku. MexaHu3wm Oeli-
cmeus npernapama cesi3aH ¢ akmueauyuel ecrmecmeeHHbIX (hu3UOI02UHECKUX MPOUecco8 04UCMKU
cnusucmoti 0605104KU Hoca. Bbicokasi KnuHu4eckas aghgpekmusHocme U 6e3onacHoCcmb OOKa3aHbl
MHO204UCIIEHHBIMU KIUHUYECKUMU uccriedosaHusiMu 8 nepedosnix JIOP knuHukax 6onee yem 15 cmpaH
mupa. B pesynbmame u3yyeHusi npenapama « CuHygbopme» ycmaHoeneHa rnepcreKkmueHocmb e20 uc-
ror1b308aHUs 8 COBPeMEHHOU ¢hapmakomeparnuu 2atiMopuma, rnymem rnposedeHUs1 Mmo8apo8edyecKoeo
aHaru3a yrnakoeku 0aHHO20 rpernapama ycmaHoe/ieHo coomeemcmeue mpebogaHUsiM HOpMamueHOoU
OoKyMeHmauuu.



