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The aim of the research is to justify the use of innovative dosage forms in modern pharmacotherapy of inflammatory
diseases of the throat and upper respiratory tract.

Research methods and materials. To conduct the research, the following methods were used: systematic and
comparative analysis, generalization, statistical processing and synthesis to determine the predicted prospects for
the use of innovative dosage forms in modern pharmacotherapy of inflammatory diseases of the throat and upper
respiratory tract. The software and electronic resources of ATX (Anatomical-Therapeutically-Chemical), ATC
(Anatomical Therapeutically Chemical Classification System), BSC (Biopharmaceutical Classification System),
Vidal, Compendium, and the State Register of Medicinal Products of Ukraine were used to carry out the systematic
and comparative analysis.

Research results. Inflammatory diseases of the throat and upper respiratory tract are among the most common in the
modern world. The effectiveness of pharmacotherapy prevents the occurrence of complications of these diseases and the
economic costs of both the patient and health care institutions.

In medical practice, the choice of the dosage form and its use determine the functional characteristics, the speed
of development and the duration of the pharmacological effect, the spectrum of adverse reactions. The dosage
form is a structural unit of pharmacotherapy and modern pharmaceutical production. According to the results of
the study, the frequency of use of medicinal forms for the treatment of inflammatory diseases of the throat and
upper respiratory tract according to the nomenclature of the State Formulary of aerosols and sprays is more than
50%; solid dosage forms — 36%, of which tablet preparations — 24%, granules and sachets for preparing solutions —
8.5%, liquid dosage forms — suspension and emulsion type solutions, syrups — 5.5%, lozenges, lozenges — 12%.
In the segment of solid dosage forms, capsules make up 37%; tablets — 24%, granules and sachets for preparing
solutions — 8.5%, orodispersible tablets — 12.5%, lozenges — 12%; medical fees -—5.95. Experimental and clinical
studies have shown that the type of dosage form and the method of administration significantly affect the therapeutic
effectiveness, determining the degree of its absorption and concentration in biological fluids. In modern medical
practice, orodispersible tablets, as an innovative dosage form, are widely used to achieve an accelerated therapeutic
effect by releasing active pharmaceutical ingredients in the oral cavity and affecting the mucous membranes of the
oral cavity, throat and upper respiratory tract for the treatment of inflammatory processes. Orodispersible tablets are
used both for local action and general action.

Conclusions. The advantages of orodispersible tablets as a promising dosage form are: ease of use for such patients
in pediatrics, geriatrics, and psychiatry; increased bioavailability as a result of dispersion in the oral cavity and rapid
absorption; no need to drink water; pleasant taste; increased safety of use due to low risk of suffocation during medication
administration.

Regulatory requirements for the quality of pharmaceutical production of orodispersible tablets are distinguished by
the fact that the term of disintegration and release of API must be clearly defined and acceptable for the availability
of absorption in the oral cavity. From a regulatory point of view, the oral disintegration rate guidelines are currently
being reviewed by the FDA, as these limits have been found to be limited for some orodispersible tablets that are firmly
positioned in the pharmaceutical market.

It has been established that with the development of industrial pharmacy, orodispersible tablets have become a
promising pharmaceutical form for oral drug delivery systems.

Key words: pharmacotherapy, inflammatory diseases of the throat and upper respiratory tract, dosage form, therapeutic
effectiveness, innovative dosage forms, orodispersible tablets.
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KonosasioB Cepriii, Bocko6oiinikoBa I'anuna. 3actocyBanHsl iHHOBaliliHMX JikapcbKHX (opMm y
cydJacHiii (])apMaKOTeparli'l' 3anajJbHUX XBOPOO ropia i BerHix JUXAJbHUX HLJISIXiB

Mera nociiKeHHS — OGI‘pyHTyBaHHH 3aCTOCYBaHHI IHHOBaLlIHHKX JiKapcbkuxX (GopM y cydacHii dapmaxoreparrii
3anagbHAX XBOp06 ropia i BerHlX JMXaNbHUX IUISXIB.

Mertonu i Marepiaiau JOCHiKeHHs. [l IPOBEICHHS IOCIIKSHHS! BAKOPUCTAHO TaKi METOM: CUCTEMHUH 1 IOpiB-
HSJTBHAN aHai3, y3arajibHEHHs, CTaTHCTHYHA 06p061<a 1 cuHTE3 U1 BU3HAYCHHI TPOrHO30BAHUX MEPCTIEKTHB 3aCTO-
CyBaHHs iHHOBAIIHUX JTiKapChKUX YOPM y CydacHiit (bapMaKOTepaml 3anagbHAX XBOPOO TOpIa i BEPXHIX THXATbHIX
nuIsixiB. J{yst 31 CHEHHST CHCTEMHOTO 1 TTOPIBHSUIBHOTO aHali3y BUKOPHCTAHO MPOrpaMHi Ta elxeKkTpoHHi pecypeu ATX
(Anatomical-Therapeutically-Chemical), ATC (Anatomical Therapeutically Chemical Classification System), BSC
(Biopharmaceutical Classification System), Vidal, Compendlum JepxaBHOro peectpy JKapCchKUX 3ac00iB YKpauﬂ/I

Pesynsrari JOCITiDKEHHS. 3anaibHi XBOPOOU Topia i BEPXHIX JUXaIbHHUX IUISXIB € OMHUMH 3 HaI/Il'IOH.II/IpeHlLHI/IX y
cydacHoMy cBiTi. EpexTruBHICTS (hapmakoTepanii 3armodirae BAHMKHEHHIO YCKJIQIHEHb [IUX 3aXBOPIOBaHb 1 eKOHOMIYHNX
BHUTpAT SK MAII€HTA, TaK 1 3aKIaiB OXOPOHH 310POB’sI.

VY nikyBanbpHI# npakTHii BUOIp JikapchKoi Gpopmu Ta ii 3acTocyBaHHS BU3HAYAIOTh (DYHKI[IOHATIBHI XapaKTEPHUCTHKH,
LIBHJKICTh PO3BUTKY Ta TPHBANICTH (papMakosioriyHoro edekry, crekrp nodbiynux peaxuiid. Jlikapceka gopma € cTpyk-
TYPHOIO OIMHHULIECIO (hapMaKoTeparlii Ta Cy4acHOro (hapManeBTHYHOTO BUPOOHUIITBA. 32 pe3yIbTaTaMy J{OCIIKEHHS Yac-
TOTH 3aCTOCYBaHHS JIIKapCHKUX (hOPM JIJIs JTIKyBaHHS 3aITalIbHIX XBOPOO TOpIIa i BEPXHIX AUXATBHUX MUISAXIB, BiAMOBIIHO
710 HOMeHK1atypu JlepxasHoro Gopmysasipa, aepo3odi i crpei cTanoBisATh moHan 50%; TBepai Jikapebki hopmu — 36%, 3
HUX TabJeToBaHi mpenapat — 24%, TpaHysH i camie s IPUTOTYBaHHS pO3dnHIB — 8,5%, piaki JikapchKi GopMH — pO3dH-
HH CYCIICH31I{HOTO 1 eMyJIbCIHHOTO THITY, CUPOITH — 5,5%, MaCTUIIKHU, TbOISTHUKN — 12%. YV CerMeHTI TBepInX JIIKapChbKUX
(opM Karcyiu cTaHOBISITh 37%; TabneTkn — 24%, rpaHyiH i calle JUis IPUroTyBaHHsS po3ukHiB — 8,5%, opoaucnepcHi
tabnerku — 12,5%, nactuiiku, Nb0AstHUKN — 12%; sikapcebki 300pu — 5,95. ExcniepiMeHTaIbHO-KITIHIYHI TOCITIDKEHHS
MTOKAa3ald, 0 BHI JIiIKapchkoi (hopMH i CITOCiO BBEIEGHHS CYTTEBO BIUTMBAIOTH HAa TEPATICBTUYHY ¢(hEeKTHUBHICTH, BH3HA-
Yaro4yM CTYIIHG 11 abcopOIrii Ta KOHIEHTpAaIlil B Oi0MOTiYHMX pinnHaX. Y CydacHi METUdYHIN MpaKTHIN OPOIMCIICPCHI
TaONIeTKH, SIK IHHOBAIiifHA JiKapchka Gopma, 3HAXOAATh NIUPOKE 3aCTOCYBAHHS JIJISl TOCATHEHHS TPHUIIBHIIICHOTO Tepa-
MEBTUYHOTO €(DeKTy IIUISIXOM BUBUIBHEHHS aKTUBHHMX (papMalleBTHYHUX IHTPEIIEHTIB Y POTOBIH MOPOXKHHHI 1 BIUTUBY
Ha CJIM30B1 000JIOHKH POTOBOI MOPOXKHHMHU, TOpJIa 1 BEPXHIX AMXaJIbHUX IUISAXIB IS JIIKYBaHHS 3arajbHUX MPOIECIB.
OpomucniepcHi TaOIETKH 3aCTOCOBYFOTH SIK ISl MiCIIEBOT, TaK 1 JUIst 3arajibHOI Jii.

BucHoBku. [TepeBaramu OpoAnCIIEpPCHUX TAOJIETOK, SK IIEPCIIEKTUBHOT JTIKapChKOi POPMH, € 3pYUHICTh 3aCTOCYBaHHS
JUTSA TaKWX TAIEHTIB y TIeniaTpii, repiarpii, meuxiarpii; miaBumeHa 6i0M0CTYIHICTD K pe3yasTaT AUCIIEPTYBAaHHS Y pOTO-
Bl IOPOXXHHUHI Ta MIBUJIKE BCMOKTYBaHHS; BiJICYTHICTh HEOOXiTHOCTI 3allMBaTH BOJOI0; IPUEMHUN CMaK; ITiIBUIIEHA
Oe3riexa 3aCTOCYBaHHS 32 PaXyHOK HM3bKOTO PH3HKY 33yXH IIiJ] Yac IPUIHOMY JIKiB.

PerynatopHi BUMOTH IIOJ0 SIKOCTI (hapMaleBTUYHOTO BUPOOHHIITBA OPOIMCIIEPCHUX TAOIETOK BHPIZHSIOTHCS THM,
110 TepMiH po3nananHs i BuBiabHEeHHsT ADI Mae OyTH 4iTKO BU3HAYEHUM 1 IPUHHATHUM JUISL JOCTYITHOCTI BCMOKTYBaHHS
Y pPOTOBI¥ MOPOXKHMHI. 3 PETYIATOPHOT TOUKH PEKOMEHAIIIT OO0 MIBUAKOCTI PO3MAIaHHS Y POTOBIH MMOPOXKHIHI Hapasi
nepersinaoTbes FDA, OCKiTbKY 3a3Ha4YeHI paMKH BHSABHIIMCS OOMEKCHUMH [UIA ICSKHUX TMpernapaTiB y ¢hopmi opomrc-
MePCHUX TAOJETOK, SIKi BIEBHEHO MO3HUITIOHYIOTH cebe Ha (apMaIieBTUIHOMY PHUHKY.

BcraHoBieHO, 1110 3 PO3BUTKOM MPOMHECIIOBOT (hapMarllii OpoAUCIePCHI TaOIETKU CTaIX MEPCIICKTUBHOK (apmaries-
THUYHOIO (POPMOIO JIJISl CUCTEM NEepOPaIbHOT JOCTABKH JIIKIB.

KuarouoBi cioBa: dapmakorepanis, 3anaibHi XBOpOOH Tropia i BEpXHiX JUXaJIbHUX [UISXIB, JiKapchka Gopma, Tepa-
TeBTHYHA e(heKTUBHICTD, IHHOBAIIKHI JIiIKapchbKi (opMuU, OpoaucIiepcHi TaOIeTKH.

Introduction. Inflammatory diseases of the throat 12 manuals, E. Chiapinni et al., 2011), “Guidelines
and upper respiratory tract are among the most com-  for the management of acute sore throat” under
mon in the modern world. The effectiveness of phar-  the direction of P. Huovinen, (European Society
macotherapy prevents the occurrence of complica-  for Clinical Microbiology and Infectious Diseases,
tions of these diseases and the economic costs of both ~ ESMID, 2012), “Practical guide to the diagnosis
the patient and health care institutions. and treatment of acute sore throat” (Infectious Dis-

The scientists summarize the research results and ~ eases Society of America, IDSA, Stanford T. Shul-
outline the prospects for systematizing and stan-  man, 2012), “Antibiotic prescription strategies for
dardizing the tactics of treatment of acute tonsillo-  acute sore throat: a prospective observational cohort
pharyngitis. Thus, during the period 2011-2024, the  study” [1].
creation of national and international clinical rec- According to the recommendations of the Cana-
ommendations and systematic reviews was started  dian Medical Association (Alberta), viruses are the
in 2011: “Guidelines for the diagnosis and treatment ~ most common cause of acute pharyngitis, and there-
of acute pharyngitis” (Toward Optimized Practice, fore antibiotics are not indicated for treatment. Also,
Guidelines2 update), “Analysis of recommenda- in a separate point, there is a recommendation not to
tions of international guidelines for the treatment of  use such drugs as antiseptic or antibacterial pastilles,
acute pharyngitis in adults and children” (review of  sprays and antibacterial preparations for gargling,
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due to the fact that they can contribute to the growth
of resistance of the oropharyngeal flora [1].

Therefore, to prevent exacerbation of the inflam-
matory process, the use of alternative drugs and dos-
age forms is effective. According to the new recom-
mendations of the Infectious Diseases Society of
America, most infectious diseases of the throat are
caused by viruses and should not be treated with anti-
biotics [1]. Recommended for use are non-steroidal
anti-inflammatory drugs to control symptoms and
prevent the development of complications associated
with the spread of the inflammatory process.

The main goal of the recommendations published
in the journal Clinical Infectious Diseases (Septem-
ber, 2012) [1] is to limit the use of antimicrobial drugs
for the treatment of viral infections of the back of
the pharynx, as well as timely detection and adequate
treatment of pharyngitis caused by group A strep-
tococci (group A streptococci ), nonsteroidal anti-
inflammatory drugs should be used as an adjunct to
adequate antibacterial therapy for pharyngitis associ-
ated with BGSA to control pain and inflammation.

The European Society for Clinical Microbiology
and Infectious Diseases published a guide for the
diagnosis and treatment of patients with acute sore
throat in the journal Clinical microbiology and infec-
tion (2012 18 (1) April 20) [1], regarding the use of
clinical diagnostic criteria and laboratory diagnostics
to identify possible bacterial infection with acute sore
throat.

The work of scientists on the systematization
of the lists of recommended drugs and the rational
use of drugs and dosage forms for the treatment of
inflammatory diseases of the throat and upper respi-
ratory tract continues.

A balanced and justified approach to the appoint-
ment of antibacterial therapy is one of the conditions
for restraining the evolution of antibiotic resistance,
which is escalating. A sore throat in most cases is an
example that is unlikely in the absence of antibiotic
therapy. However, primary care physicians often con-
tinue to prescribe antibiotics for various conditions
associated with sore throat. Local use of flurbiprofen
in the form of lozenges and spray as an alternative,
symptomatic means of therapy prevents the unneces-
sary prescription of antibacterial agents and, accord-
ingly, reduces the burden of antibiotic resistance. If
antibacterial therapy is clinically justified, flurbipro-
fen oromucosal spray and lozenges can improve the
patient’s quality of life from the very beginning of
topical therapy and potentially shorten the duration
of antibiotic use [2].

Scientific studies confirm the effectiveness of the
use of propolis preparations in the form of aerosol

forms, pastilles and lozenges, as propolis is safe
and has an antiviral and immunomodulation effect;
however, clinical trials aim to examine its effect on
the pathological process caused by viral diseases, in
combination with or without antiviral drugs or vac-
cines [3].

As alternative means of rational therapy for
inflammatory diseases of the throat, combined prepa-
rations of dequalinium and lysozyme, as well as in
combination with bupivacaine in the form of tablets
that dissolve in the oral cavity, relieve the exacerba-
tion of the inflammatory process and have a bacteri-
cidal effect have confirmed their pharmacotherapeu-
tic effectiveness.

The aim of the research is to justify the use of
innovative dosage forms in modern pharmacother-
apy of inflammatory diseases of the throat and upper
respiratory tract.

Research methods and materials. To conduct
the research, the following methods were used: sys-
tematic and comparative analysis, generalization,
statistical processing and synthesis to determine the
predicted prospects for the use of innovative dos-
age forms in modern pharmacotherapy of inflam-
matory diseases of the throat and upper respiratory
tract. The software and electronic resources of ATX
(Anatomical-Therapeutically-Chemical), ATC (Ana-
tomical Therapeutically Chemical Classification Sys-
tem), BSC (Biopharmaceutical Classification Sys-
tem), Vidal, Compendium, and the State Register of
Medicinal Products of Ukraine were used to carry out
the systematic and comparative analysis.

Research results and their discussion. From
the point of view of biopharmaceutics, the dos-
age form and route of administration are one of the
most important pharmaceutical factors that ensure
the bioavailability of drugs. In medical practice, the
choice of the dosage form and its use determine the
functional characteristics, the speed of development
and the duration of the pharmacological effect, the
spectrum of adverse reactions. The dosage form is a
structural unit of pharmacotherapy and modern phar-
maceutical production, therefore the most important
task in the development and industrial production of
the dosage form is to ensure bioavailability, optimal
conditions for the release and subsequent absorp-
tion of the active pharmaceutical ingredient (API) to
achieve a therapeutic effect.

From the point of view of rational pharmaco-
therapy, the dosage form is considered as a means of
transporting a medicinal substance - an active phar-
maceutical ingredient into the body to ensure maxi-
mum bioavailability and therapeutic effectiveness,
taking into account the convenience of introducing
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medicinal substances in a natural way and the safety
of use.

For the treatment of infectious and inflammatory
diseases of the throat and upper respiratory tract, the
following dosage forms are used: aerosols, sprays,
sachets and granules for dissolution, lozenges, tablets.

According to the results of the study of the fre-
quency of use of medicinal forms for the treatment of
inflammatory diseases of the throat and upper respi-
ratory tract in accordance with the nomenclature of
the State Formulary, the data are shown in the dia-
grams in Fig. 1, Fig. 2.

Aerosols and sprays make up more than 50%; solid
dosage forms — 36%, of which tablet preparations —
24%, granules and sachets for preparing solutions —

8.5%, liquid dosage forms — suspension and emulsion
type solutions, syrups — 5.5%, lozenges — 12%.

In the segment of solid dosage forms, capsules
make up 37%; tablets — 24%, granules and sachets
for preparing solutions — 8.5%, orodispersible tab-
lets — 12.5%, lozenges — 12%; medical fees — 5.95.

Experimental and clinical studies have shown that
the type of dosage form and the method of administra-
tion significantly affect the therapeutic effectiveness,
determining the degree of its absorption and concen-
tration in biological fluids. That is why 70-80% of all
medicines are administered orally.

In general, practical experience shows that the
most common and convenient forms for use are tab-
lets, more than 50% of all ready-made medicines.

50%

45%

40%

O Aerosols

35%

H Tablets

30%

25%

O Granules, sachets

20%

O Syrups and liquid

15%

forms

10%

W Pastilles, lollipops

5%

0%
Medical forms

Fig. 1. Diagram of the frequency of use of medicinal forms for the treatment of inflammatory diseases of the
throat and upper respiratory tract according to the nomenclature of the State Formulary (2024)

Solid dosage forms

Medical species

Pastilles, lollipops
Orodispersion tablets
Granules, sachets
Tablets

Capsules

0% 5%

10%

15% 20% 25% 30% 35% 40%

Fig. 2. Diagram of the frequency of use of solid dosage forms for the treatment of inflammatory diseases of the
throat and upper respiratory tract according to the nomenclature on the global pharmaceutical market
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That is why the assortment and industrial produc-
tion of tablets around the world is growing annually
and is constantly being improved, thanks to the use of
innovative and computer technologies. Three-dimen-
sional (3D) printing technologies are constantly
being applied to new areas, laying the foundations
for industrial pharmacy innovation. As far as phar-
maceutical sciences are concerned, 3D-printed drugs
are becoming attractive, innovative tools in personal-
ized medicine.

For example, solid oral dosage forms, tablets,
can be printed in a wide range of dosages, release
profiles, geometries and sizes by simple modifica-
tion of the digital model, thus providing patients
with individualized options for rational pharma-
cotherapy. Various 3D printing technologies have
been applied in pharmaceutical manufacturing to
produce solid oral dosage forms with a wide range
of properties, new approaches to 3D printed drug
development, from digital design to final prod-
uct, short- and long-term potential applications of
3D-printed drugs and their appropriate regulation,
taking into account the challenges of industrial
implementation [4].

Innovative tablet forms, such as orodispersible
tablets, are confidently positioned in the segment
of ready-made dosage forms on the world pharma-
ceutical market and have found effective use in the
treatment of inflammatory diseases of the throat and
upper respiratory tract, as well as in complex phar-
macotherapy of inflammatory diseases in otolaryngo-
logical practice.

In modern medical practice, orodispersible tablets
are widely used in order to achieve an accelerated
therapeutic effect by releasing active pharmaceuti-
cal ingredients in the oral cavity and affecting the
mucous membranes of the oral cavity, throat and
upper respiratory tract for the treatment of inflamma-
tory processes. Orodispersible tablets are used both
for local action and general action.

According to the results of clinical studies, evi-
dence-based medicine provides information that the
therapeutic effect of orodispersible tablets occurs
earlier, compared to tablets soluble in the stomach,
therefore they are acceptable for the treatment of
infectious and inflammatory processes of the oral
cavity, throat, upper respiratory tract, analgesia, if
necessary quickly achieve a therapeutic effect.

Depending on their composition, orodispersible
tablets can be absorbed faster by the enzymes of the
oral cavity due to the high dissolution rate and low
weight of the tablet.

The introduction of orodispersible tablets, by
foaming rather than dissolving, were developed for

pediatric practice to make it more pleasant for chil-
dren to take vitamin preparations.

At the current stage, the idea of developing, indus-
trially introducing and bringing to the pharmaceuti-
cal market drugs in the form of orodispersible tab-
lets has been adapted by the pharmaceutical industry
and combined with the technology of drug delivery
systems using microparticles that are released when
dissolved in the oral cavity. Dissolving has become
a more effective method than foaming as manufac-
turing processes have improved and ingredients
such as mannitol have become available to improve
binding and reduce dissolution time. The process of
developing orally dispersible tablets was initiated
by R.P. Scherer Corporation [en] (hereafter Catalent
Pharma Solutions) and Cima Labs in the US, as well
as Takeda Pharmaceutical in Japan.

The advantages of using orodispersible tablets as
a promising dosage form for the treatment of inflam-
matory diseases of the throat and upper respiratory
tract are: convenient for use in pediatric practice
and gerontology; do not require drinking water and
are suitable for travelers or busy people who do
not always have access to water; taste adjustment;
increased safety due to the low risk of suffocation
while taking medication; increased bioavailability —
rapid absorption and therapeutic action in the oral
cavity, throat and upper respiratory tract;

At the same time, there are disadvantages of this
dosage form: since these are innovative drugs, they
have a high cost due to more complex technological
production; low strength in blister packaging; limited
ability to deliver high concentrations of the active
substance.

From a regulatory point of view, orodispersible
tablets fall under the scope of the United States Phar-
macopoeia (USP) and belong to the method of disin-
tegration in the oral cavity, and must dissolve in less
than 30 seconds [5]. These guidelines are currently
being reviewed by the FDA, as these guidelines have
been found to be too strict for some types of orodis-
persible tablets that are marketed in the pharmaceuti-
cal market.

At the current stage, tablet forms that dissolve in
the oral cavity — orodispersible tablets as a dosage
form of tablets are available from a limited number
of over-the-counter and prescription drugs. Regula-
tory requirements for the quality of pharmaceutical
production of orodispersible tablets are distinguished
by the fact that the term of disintegration and release
of API must be clearly defined and acceptable for the
availability of absorption in the oral cavity.

Orodispersible tablets (ODTs) emerged at the cur-
rent stage of the development of pharmaceutical sci-
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ence as an improved oral drug delivery system and
can be considered one of the most significant inven-
tions among all new drug delivery systems. Their
implementation significantly improves patient com-
pliance, ease of use, bioavailability and accelerates
the onset of action [5].

So, as a medicinal form, orodispersible tablets
combine practicality and convenience of use, they
quickly dissolve in the oral cavity, the API is quickly
released, which accelerates the therapeutic effect.

Because orodispersible tablets have an earlier
therapeutic effect than gastro-dissolving tablets, they
are an alternative form of medication for patients who
suffer from dysphagia, for patients who may refuse to
take medication, and for patients who require medi-
cation in this form is more convenient.

With the development of industrial pharmacy,
orodispersible tablets have become a promising phar-
maceutical form for oral drug delivery systems.

Orodispersible tablets ensure the dissolution and
release of active pharmaceutical ingredients (APIs)
in the oral cavity and achieve a therapeutic effect by
affecting the mucous membranes of the oral cavity
and upper respiratory tract with local action, as well as
general action (analgesic, anti-inflammatory drugs).

The disintegration test of many orodispersible
tablet preparations shows satisfactory results up to
1-2 minutes.

At the same time, APIs in the form of orodispersible
tablets must be bioavailable, so they must be released
into biological fluids and fermented by oral cavity
enzymes, or absorbed through the mucous membranes
of the oral cavity and upper respiratory tract to achieve
a therapeutic effect. Therefore, the form of orodispers-
ible tablets is biopharmaceutically acceptable for API
classes I-III of the biopharmaceutical classification
system. AFI of the first class of BSK and with high
solubility and a high degree of penetration; BSK Class
III API with high solubility and low penetration.

APIs with high biopharmaceutical solubility
are substances whose highest dose recommended
by WHO dissolves in 250 ml or less of an aqueous
medium in the pH range of 1.2 — 6.8. All other sub-
stances are considered to have low solubility.

Modern manufacturers use the following meth-
ods of obtaining orodispersible tablets: the method
of direct pressing, direct pressing using prelimi-
nary granulation; formation method; lyophilization
method. Innovative approaches are distinguished by

the introduction of new technological techniques,
engineering and excipients.

The method of obtaining orodispersible tablets
with a combination of forming and pressing methods
and the introduction of water-insoluble and soluble
excipients into the composition (Ziplets-technology,
P. Bornago, Eurand, Italy).

Innovative approaches include the method of
obtaining orodispersible tablets by pressing a mix-
ture of microspheres and granules (G. Venkatesh et
al. US 20050232988 A1); microcapsule pressing and
film coating, AdvaTab tablets (Kyowa Hakko Kogyo,
Japan), formation of nanocrystal emulsions (Nano-
crystal-technology) followed by lyophilization (Elan
Corporation).

The method of obtaining orodispersible tablets by
pressing granules using the technology of granulation
of excipients that differ in compression (WowTab-
technology, Yamanouchi Ph. Techn. Inc. Japan).

The method of obtaining orodispersible tablets
by cryoscopy lyophilization with the formation of
matrix tablets (Zydis-technology, R. P. Scherer, Inc.).

Conclusions. The advantages of orodispersible
tablets as a promising dosage form are: ease of use for
such patients in pediatrics, geriatrics, and psychiatry;
increased bioavailability as a result of dispersion in
the oral cavity and rapid absorption; no need to drink
water; pleasant taste; increased safety of use due to low
risk of suffocation during medication administration.

Regulatory requirements for the quality of
pharmaceutical  production of orodispersible
tablets are distinguished by the fact that the term
of disintegration and release of API must be
clearly defined and acceptable for the availability
of absorption in the oral cavity. From a regulatory
point of view, the oral disintegration rate guidelines
are currently being reviewed by the FDA, as these
limits have been found to be limited for some
orodispersible tablets that are firmly positioned in the
pharmaceutical market.

It has been established that with the development
of industrial pharmacy, orodispersible tablets have
become a promising pharmaceutical form for oral
drug delivery systems.

Prospects for further research are the substantiation
of the formulation of pharmaceutical compositions
of anti-inflammatory effect of orodispersible tablets
for inflammatory diseases of the throat and upper
respiratory tract.
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