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INFORMATION LEAFLET
for the medicinal product

Composition:

active substance: benzydamine hydrochloride;

100 mL of solution contain benzydamine hydrochloride
0.15 g;

excipients: ethanol ~ 96%, glycerol, methyl
parahydroxybenzoate (E 218), flavor (menthol), saccharin,
sodium hydrocarbonate, Polysorbate 20, Quinoline Yellow
(E 104), Patent Blue V (E 131), purified water.

Dosage form. Oromucosal solution.
Basic physical and chemical properties: a clear green liquid
with a typical mint flavor.

Pharmacotherapeutic group. Dental preparations. Other
agents for local oral treatment.
ATC code: A01A DO02.

Pharmacological properties.

Pharmacodynamics.

Benzydamine is a non-steroidal anti-inflammatory drug

(NSAID) with analgesic and antiexudative properties.
Clinical studies have shown that benzydamine is

effective in the relief of symptoms accompanying localized

irritation conditions of the oral cavity and pharynx.

Moreover, benzydamine has anti-inflammatory and local

analgesic properties, and also exerts a local anesthetic

effect on the oral mucosa.

Pharmacokinetics.
Absorption through the oral and pharyngeal mucosa has
been proven by the presence of measurable quantities
of benzydamine in human plasma. However, they are
insufficient to produce any systemic pharmacological
effect. The excretion occurs mainly in urine, mostly as
inactive metabolites or conjugated compounds.

When applied locally, benzydamine has been shown to
cumulate in inflamed tissues in an effective concentration
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due to its ability to permeate through the mucous
membrane.

Clinical particulars.

Indications.

Symptomatic treatment of oropharyngeal irritation
and inflammation; to relieve pain caused by gingivitis,
stomatitis, pharyngitis; in dentistry after tooth extraction
or as a preventive measure.

Contraindications.

Hypersensitivity to the active substance or to any other
ingredients of the product.

Interaction with other medicinal products and other
types of interaction.
No drug interaction studies have been performed.

Warnings and precautions.

If sensitivity develops with long-term use, the treatment
should be discontinued and a doctor should be consulted
to get appropriate treatment.

In some patients, buccal/pharyngeal ulceration may
be caused by severe pathological processes. Therefore,
the patients, whose symptoms worsen or do not improve
within 3 days or who appear feverish or develop other
symptoms, should seek advice of a physician or a dentist,
as appropriate.

Benzydamine is not recommended for use in patients
hypersensitive to acetylsalicylic acid or other non-steroidal
anti-inflammatory drugs (NSAIDs).

The product can trigger bronchospasm in patients
suffering from or with a history of asthma. Such patients
should be warned of this.

For athletes: the use of medicinal products containing
ethyl alcohol might result in positive antidoping tests
considering the limits established by some sports
federations.
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Use during pregnancy or breast-feeding
No adequate data are currently available on the use of
benzydamine in pregnant and breastfeeding women.
Excretion of the product into breast milk has not been
studied. The findings of animal studies are insufficient to
make any conclusions about the effects of this product
during pregnancy and lactation.

The potential risk for humans is unknown.

TANTUM VERDE should not be used during
pregnancy or breast-feeding.

Effects on reaction time when driving or using machines
When used in recommended doses, the product does
not produce any effect on the ability to drive and operate
machinery.

Method of administration and doses.

Pour 15 mL of TANTUM VERDE solution from the
bottle into the measuring cup and gargle with undiluted
or diluted product (15 mL of the measured solution can
be diluted with 15 mL of water). Gargle 2 or 3 times daily.
Do not exceed the recommended dose.

Children.
The product should not be used in children under 12
years due to a possibility of ingestion of the solution when

gargling.

Overdosage.

No overdose has been reported with benzydamine when
used locally. However, it is known that benzydamine, when
ingested in high doses (hundreds times higher than those
possible with this dosage form), especially in children, can
cause agitation, convulsions, tremor, nausea, increased
sweating, ataxia, and vomiting. Such acute overdose requires
immediate gastric lavage, treatment of fluid/salt imbalance,
symptomatic treatment, and adequate hydration.

Adverse reactions.

Within each frequency group, the undesirable effects are

presented in order of their decreasing seriousness.
Adverse reactions are classified according to their

frequency: very common (= 1/10); common (= 1/100 to
<1/10); uncommon (= 1/1,000 to <1/100); rare (= 1/10,000
to <1/1,000); very rare (<1/10,000); frequency unknown
(cannot be estimated from the available data).

Al

Gastrointestinal disorders: rare — burning mouth, dry
mouth; unknown — oral hypesthesia, nausea, vomiting,
tongue edema and discoloration, dysgeusia.

Immune system disorders: rare - hypersensitivity
reaction, unknown - anaphylactic reaction.

Respiratory, thoracic and mediastinal disorders: very
rare —laryngospasm; unknown — bronchospasm.

Skin and subcutaneous tissue disorders: uncommon —
photosensitivity; very rare — angioedema; unknown — rash,
pruritus, urticaria.

Nervous system disorders: unknown - dizziness, headache.

TANTUM VERDE contains methyl
parahydroxybenzoate, which can cause allergic reactions
(including delayed-type reactions).

Shelf life. 4 years.

Storage conditions.
Do not store above 25°C. Keep out of reach of children.

Packaging.
120 mL of solution in a bottle with a measuring cup; 1
bottle per cardboard box.

Dispensing category.
Over-the-counter medicinal product.

Manufacturer.
Aziende Chimiche Riunite Angelini Francesco A.C.R.A.E
S.p.A., Italy.

Location of the manufacturer and its business address.
Via Vecchia del Pinocchio, 22 - 60100 Ancona (AN),
Italy.

Date of the last revision of the text.
September 26, 2018.

Information leaflet is

APPROVED by
Order of the

Ministry of Health of Ukraine
No. 636 dated 01.10.2015

Registration Certificate
No. UA/3920/01/01
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COURTESY

Journal's cover image (virtual surgical planning for a segmental mandibular reconstruction with fibula transplant) is
courtesy of Rui P. Fernandes, MD, DMD, FACS, FRCS.

Image was taken from the article: Fernandes RP, Quimby A, Salman S. Comprehensive reconstruction of mandibular
defects with free fibula flaps and endosseous implants. ] Diagn Treat Oral Maxillofac Pathol 2017;1(1):6-10.
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GUEST

Business Articles and Section in the World Leading
Jaw-Face Reconstruction Journals

Ivan V. Nagorniak®* & Nataliia M. Koba"

To be successful, you have to have your heart in your business,
and your business in your heart.
—Thomas Watson, Sr., former CEO, IBM

Private practice in the recent years became not
only an important part of the general dentistry'?
but also the plastic surgery,” facial feminization
surgery’, and oral and maxillofacial surgery
(OMS)®’. So the appearance of Business and
Practice Management articles™ indicates that
surgical communities start to understand the
importance of business direction not only from
practical appliance but also from the scholar
analysis which became extremely demanded in
prepandemic and in a current pandemic era.

In 2021, the Plastic and Reconstructive Surgery—
Global Open (PRS Global Open) journal became a
role-model publication for other journals both in
plastic surgery and in an oral-maxillofacial surgery
due to the launch of Business section. Cat Begovic,
MD from California started to lead that new cutting-
edge section in PRS Global Open as a founding
section editor.

Moreover, such a timely and extremely demanded

Kyiv, Ukraine
@ MSc, PhD, Head Physician, Private Practice.
® MSc, Former Head Physician, Private Practice—-SCIEDECE LTD.

* Corresponding author’s address: Private Practice (certificate for
management system according to ISO 9001:2015 — Private Entrepreneur
Nagorniak 1.V.), 6-G Andruschenka Street, Office 6, Kyiv 01135, Ukraine
E-mail: ivan.nagorniak@gmail.com (lvan Nagorniak)
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section cannot be ignored by other surgical
journals, especially the publications related with
Oral and Maxillofacial Surgery. That is why it can
be so important for the Journal of Diagnostics and
Treatment of Oral and Maxillofacial Pathology to
launch the Section Business in the nearest 2021-
2022 period. The goal of which will be to review
and to publish the best manuscripts dedicated to
analysis of private OMS practice sector. And the
articles like “Practice management in oral and
maxillofacial surgery” recently presented in the Oral
and Maxillofacial Surgery Clinics of North America
journal show us how the state of the art manuscripts
should be prepared for that new section.” Analysis
of practice ownership forms, role of investors,
accounting and tax, marketing, revenue cycle and
staff management, and more others business features
should be meticulously investigated in a way which
will help others to follow their dream moving own
private OMS practice forward.

Play by the rules, but be ferocious.
—Phil Knight
Co-founder of Nike

Please cite this article as: Nagorniak IV, Koba NM. Business articles and
section in the world leading jaw-face reconstruction journals. J Diagn Treat
Oral Maxillofac Pathol 2021;5(3):33—4.

https://dx.doi.org/10.23999/j.dtomp.2021.3.1

© 2021 OMF Publishing, LLC. This is an open access article under the CC
BY license (http://creativecommons.org/licenses/by-nc/4.0/).
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Gnathology, Occlusion, Oral Surgery and Other
Sections in CRANIO® Journal
Zinaida Y. Zhehulovych®*, Maryna M. Stoliarchuk®, & Viktoriia M. Holodenko®

CRANIO®: the Journal of Craniomandibular and
Sleep Practice (further CRANIO®) is a 40-year-old
multidisciplinary peer-reviewed publication devoted
to temporoma ndibular and sleep disorders." Formerly
(from the launch in 1982 to 1985), it was named
Journal of Craniomandibular Practice.! The 2019
impact factor of the CRANIO® became 1.173. This
unique bi-monthly journal holds seventy-sixth from
141 positions in the category Dentistry (miscellaneous)
and sixty-sixth from 107 positions in the category
Otorhinolaryngology.”

As our team works deeply in the multidisciplinary
Center which includes gnathologist, orthodontist,
general dentists, and oral-maxillofacial surgeons
the articles from the sections of the CRANIO®
like “Gnathology;” “Occlusion,” “Craniofacial Pain,’
“Sleep,” and “Oral Surgery” stick our great interest and
passion.**

Looking through the CRANIO's portfolio of issues,
many head and neck practitioners, academia workers
and even other journals can absorb a lot of progressive
developments. Moreover, the profound analysis of
that beautiful publication is definitely indicated and

Kyiv, Ukraine

a2 ScD, Professor, Department of Dentistry, Institute of Postgraduate
Education, Bogomolets National Medical University

® Head, Department of Dentistry, Center of Maxillofacial Surgery and
Dentistry, Kyiv Regional Clinical Hospital.

¢ Year 1 Intern, 2-Year Internship Program, Center of Maxillofacial Surgery
and Dentistry, Kyiv Regional Clinical Hospital.

* Corresponding author’s address: Center of Maxillofacial Surgery and
Dentistry, Kyiv Regional Clinical Hospital, 1 Bahhovutivska Street, Kyiv
04107, Ukraine.

E-mail: zhegulovih@gmail.com (Zinaida Zhehulovych)
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we will apply our efforts to highlight that research
in the future issues of the Journal of Diagnostics and
Treatment of Oral and Maxillofacial Pathology.
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Multilocular Simple Bone Cyst of the Mandible:
Part 2: Histopathologic Appearance and Brief Review

of the Literature

Oleksandr A. Nozhenko™", Pavlo P. Snisarevskyi”, & Valentyna I. Zaritska

The purpose of this report is to highlight the histopathologic appearance of the mandibular simple bone
cyst (SBC) - a pathologic condition which continues to stay an enigma for a lot of colleagues. Cone-beam
computed tomography of a two-chamber SBC (ie, multilocular type) of the mandibular body in a 41-year-
old white female is analyzed. Brief literature review is also performed giving the possibility to understand all
intraoperative appearances of the SBCs and contemporary techniques of its management.

Kyiv, Ukraine

@ Physician-Surgeon-Dentist, Center of Maxillofacial Surgery, Kyiv Regional
Clinical Hospital.

® Head, Department of Pathomorphology, Kyiv Regional Clinical Hospital.

° PhD, Associate Professor, Department of Pathology, Shupyk National
University of Healthcare of Ukraine.

* Corresponding author’s address: Center of Maxillofacial Surgery, Kyiv
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imple bone cyst (SBC) is an intraosseous
pseudocyst (ie, nonepithelial-lined bone cavity)
which may be uni- or multilocular.” Rudolf
was a first one who recognized the SBCs in the long
bones and published the report “About the formation
of bone cysts” in 1876.” Such type of cysts located in
a jaw bone was first discussed by Carl in the
report of Theodor in 1929 where traumatic
injury was determined as causative factor.

The SBC belongs to one of four types of jaws’

pseudocysts’:

1. Aneurismal (haemorrhagic-aneurismal)’ bone
cysts.

2. Traumatic (ie, simple) bone cysts.

3. Static bone cysts (ie, Stafne’s bone defects).

4. Focal osteoporotic bone marrow defect.

SBC is named in the literature as hemorrhagic
bone cyst,”" traumatic cyst,’ extravasation cyst,
progressive bone cavity,'' solitary bone cyst,
idiopathic bone cavity,"” and single-chamber bone
cyst'. terms such type of cyst as a
sheathless (ie, capsuleless) cyst (synonym: post-
traumatic cyst).

According to et al SBCs involve extra-
maxillofacial bones in the next distribution:
proximal humerus (in 50 percent), proximal femur
(in 25 percent), and proximal tibia.'* That statistics
proves the fact that in 90 percent the SBCs involves
metaphysis of the long bones.

In the first part of our work” we presented the data
of a 41-year-old white female with a multilocular
type of mandibular SBC. Consecutive cone-beam
computed tomography (CBCT) scans and surgical
technique were analyzed.

The purpose of this report is to highlight the
histopathologic appearance of the mandibular SBC
- a pathologic condition which continues to stay an
enigma for a lot of colleagues.

A 41-year-old white female with a two-chamber
SBC (ie, multilocular type) of the mandibular body
(ie, corpus) was treated in the Center of Maxillofacial
Surgery.” The preliminary diagnosis was confirmed
by anamnesis, CBCT data ( ), vitality of the
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involved teeth, and asymptomatic course.

Firstly, a biopsy was performed in the area of
anterior bony chamber of the cystic lesion and a 1.0
ml of serous fluid was obtained after trepanation
of buccal cortical plate. Specimen was received by
curettage of the bone walls of the intraosseous cavity.
Histology showed blood clots in the huge areas of
fibrous tissue and collagen.” A 5-month follow-up
CBCT demonstrated complete fulfillment of the
anterior chamber by a new bone tissue ( ).

Second surgery included curettage of the
posterior chamber of the cyst (where a small
sponge bone particles were obtained) ( ) and
bone grafting with xenograft (BIO-GEN® MIX
[cancellous-cortical] Bioteck S.p.A., Vicenza,
Italy). Histopathological examination revealed the
appearance similar to the appearance presented in
the study of et al (reported a 25-year-
old white female with a SBC of the ramus),"* and
showed the parts of vascular connective tissue and
bone spicules ( ).

SBC:s is a rare clinical entity reaching only 1.05
percent among all jaw cysts."” Multilocular type of
SBCs is even more rare and counts from 6.38 to
26.92 percent of total number of SBCs.

Already published multichamber variants of
SBCs showed that the single-chamber bone cyst term
cannot be applied to all SBCs as the published data
and our case are proving the existence of two types
of SBCs - uni- and multilocular.

et al in 2017 analyzed 30 idiopathic bone
cavities (ie, SBCs); and their study revealed next
distribution of 30 idiopathic bone cavities in 27
patients:'’ in 13 cases the cysts localized in the right
posterior mandible, in 11 cases - in the left posterior
mandible, in 5 cases - in symphyseal area, and only
in one case the cyst was found at the left lateral
maxilla.”” Thus, our case proves the majority cases
data of You et al, in which SBCs were localized in the
right posterior mandible.

Pseudocystic histological features of the SBCs
have been proved by numerous publications.
Discussion of twenty-two cases and treated by
curettage in the study of et al had shown
next histopathological findings: loose connective
tissue (n = 3 [13.6 percent]), empty (n = 16 [61.5
percent]), fluid content (n = 4 [18.1 percent]), and
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FIGURE 1. Axial (A) and coronal (B) CBCT scans of a 41-year-old white female with a multilocular SBC of the right mandible. The bone septa (arrowhead)
divides the pseudocyst into anterior (arrow) and posterior (curved arrow) camera (ie, chamber). Printed with permission and copyrights retained by 0.AN.
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FIGURE 2. A, a pre-biopsy coronal (BCT scan showed anterior chamber of mandibular SBC (arrow). B, a 5-month follow-up coronal CBCT scan demonstrates
fulfillment of the anterior chamber by a new bone tissue (waved arrow). Printed with permission and copyrights retained by 0.AN.

FIGURE 3. Specimen (small sponge bone particles) received by curettage of the intraosseous cavity. Printed with permission and copyrights retained
by O.AN.
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FIGURE 4. A 41-year-old white female with a multilocular type of SBC of the right mandible. Histological appearance, similar to the appearance presented
in the study of Xanthinaki et al (reported a 25-year-old white female with a SBC of the ramus), " showed the parts of vascular connective tissue (arrow) and
bone spicules (arrowhead) (hematoxylin and eosin stain, original magnification x 10). Printed with permission and copyrights retained by V.I.Z. and P.P.S.
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osseous-like tissue (n = 3 [13.6 percent]).

Bimaxillary SBC case (two - intramandibular
cysts and one - intramaxillary cyst) of
et al macroscopically revealed samples of liquid
content, bone tissue and cavity membranes, and
microscopically - fibro-cellular wall with highly
vascularized areas, multi-nucleated giant cells mainly
in areas of hemorrhage.

et al inside the cavity of the
intramandibular SBC have found only extremely thin
layer of connecting tissue and only in some places.

SBC in the paper of et al which showed
the cystic evolution (growth after first surgery)
contained mild haematogenous liquid and
histologically presented vital lamellar bone tissue
and recent hemorrhage areas.

Despite the report of et al presents the
floating inferior alveolar neurovascular bundle in a
large SBC involved mandibular body, in our case the
bundle was just displaced inferiorly.

The article by et al should be a warning
to physicians who have cases of SBCs because the
mandibles weakened by such asymptomatic cysts
may become more prone to fractures.

Treatment options for SBCs are perfectly
described in a recent orthopedic and oral-
maxillofacial surgery works.””’ Three management
strategies for jaws' SBCs became the most popular:
1) bone perforation and stimulation of blood
clot formation, 2) curettage of the cavity and flap
repositioning and suture, 3) decompression and
warm saline solution irrigation.

In our case we combined two surgical techniques
in two separated chambers of the SBC. Both
techniques showed efficacy in fulfillment of the
cystic cavities and can be recommended for the
usage in similar cases giving preference to the
surgical exploration and gentle curettage.

The simple bone cyst as an asymptomatic
intraosseous pseudocystic entity is proved to be
effectively managed applying different strategies,
giving minimally invasive techniques a clear
priority. Histopathological findings of the simple
bone cysts' specimens are well-documented and
leave no space for possible malignization of such
types of cyst due to the absence of true cystic lining.
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