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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
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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.
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Gastrointestinal disorders: rare — burning mouth, dry
mouth; unknown - oral hypesthesia, nausea, vomiting,
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Immune system disorders: rare - hypersensitivity
reaction, unknown - anaphylactic reaction.
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pruritus, urticaria.

Nervous system disorders: unknown — dizziness, headache.
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(including delayed-type reactions).

Shelf life. 4 years.

Storage conditions.
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Aziende Chimiche Riunite Angelini Francesco A.C.R.A.E
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Location of the manufacturer and its business address.
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September 26, 2018.

Information leaflet is
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SECTION BUSINESS
EDITORIAL

The Private Dental Practice in Kyiv, Ukraine:
ISO 9001:2015 Certification and Recertification
Procedures in 2022-2024

lvan V. Nagorniak**

ABSTRACT

The development and improvement of the reputation of a private dental practice (PDP) is inextricably linked
not only with the provision of dental care to the population, but also with compliance with the best interna-
tional standards. The purpose of this paper is to highlight the procedure for passing certification and recerti-
fication ISO 9001:2015 (ISO 9001) by a PDP in Kyiv, Ukraine. ISO 9001 is a globally recognized standard for
quality management developed by the International Organization for Standardization (ISO). The passing of
these certifications in Ukraine is of particular interest because they took place under the audit of the certifi-
cation body from the European Union and in the conditions of the highest complexity, namely the large-scale
war of the terrorist state (i.e., Russian Federation) against the Ukrainian state. Our PDP was registered in 2016
and has the legal form of an individual entrepreneur. Individual entrepreneur (transliteration from Ukrainian,
fizychna osoba-pidpryiemets [FOP]) can also be called as private entrepreneur, sole proprietor, and physical
person-entrepreneur. The main economic activity of the presented PDP is stomatological practice (i.e., dental
practice). Even though our PDP provides the entire range of dental procedures, its main orientation is oral
implantology. The audits and ISO 9001:2015 certifications were conducted in 2022-2024. Detailed data on
the completion of two audits is provided and analyzed. The original certificates in two languages, English and
Ukrainian, have been added to the article for clarity. The publication also provides step-by-step instructions
for checking whether an ISO 9001:2015 certificate is valid on the Internet for both PDP owners and patients.
Reflecting after the audits and certifications, I, as the owner of practice, must admit that they significantly
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improved the practice's organization and allowed it to reach a qualitatively new level. We hope that the details

presented in this article will be a guide for other PDP owners in Ukraine and abroad.

KEY WORDS

Private dental practice (PDP); private stomatological practice; the International Organization for Standardiza-
tion (ISO); ISO 9001:2015 certification; ISO 9001:2015 recertification; certificate for the management system

according to ISO 9001:2015

INTRODUCTION

Doctors and dental practitioners have no legal obligation
to put a quality system in place, but there can be no doubt
about how important is to have one to improve patient
satisfaction and heighten the overall prestige of the dental
practice.!

—Euronda SpA (joint-stock company)

Vicenza, Italy

P rivate dental practice (PDP), which is also known
in some countries (Ukraine, etc.) as a private
stomatological practice, like other forms of business,
is often a lifelong project for the founders. Developing
and managing a PDP requires numerous types
of licensing, improvements, adherence to certain
standards, and investment. Dentists aspire to reach
a standard of care that enables them to offer in their
practice a service that complies with internationally
recognised technological and hygiene requirements.'
One of the ways to get closer to international
standards is to undergo audit and ISO 9001:2015 (ISO
9001) certification. The International Organization
for Standardization (ISO) only develops the
standards, and certification and recertification are
not a requirement.” Still, service companies require a
document to present to their customers as evidence
of ISO 9001 implementation.”

Many peer-reviewed articles are devoted to
various aspects of PDP** However, the search for
English-language publications showed a lack of
described experience of obtaining ISO certification
by the PDPs.

The purpose of this article is to highlight the
procedure for passing certification and recertification
ISO 9001:2015 (ISO 9001) by a PDP in Kyiv, Ukraine.

PRACTICE AND ISO CERTIFICATIONS
Our PDP was registered on August 26, 2016, and

has the legal form of an individual entrepreneur."”
Individual entrepreneur (transliteration from

34

Ukrainian, fizychna osoba-pidpryiemets [FOP]) can
also be called as private entrepreneur, sole proprietor,
and physical person-entrepreneur.’”’” The main
economic activity of our business is stomatological
practice (i.e., dental practice).”” The dental practice
class according to 2010 Classification of types of
economic activities (CTEA) is 86.23." Despite the
fact that our PDP provides the entire range of dental
procedures, its main orientation is implant dentistry.

It is worth noting that the first ISO certification
in the history of our PDP was passed on November
30, 2022 (Fig 1), when Ukraine was repelling the
large-scale aggression of the occupying state (i.e.,
the Russian Federation). The ISO recertification was
approved on March 8, 2024 (Fig 2). A comparison of
data from the two audits is presented in Table 1.

In the received certificates, it is indicated in two
languages, in Ukrainian and in English:

1. The proof of the conforming application with the
regulation was furnished and in accordance with
the certification procedure it is certified for the
company Private Entrepreneur Nagorniak I.V.

2.This certification was conducted in accordance
with the TUV international certification (TIC)
auditing and certification procedures and is
subject to regular surveillance audits.

Specialists emphasize that, when the audit is over,
the PDP will receive its quality certification, which
is valid for three years but subject to surveillance
audits.’

Part of the certification process is the issuance
of an audit report, which can be published in two
languages, in German language and in Russian
language, and nine to ten pages.

According to the PDP audit report, the certificate
is used as follows:

« The certificate is posted on the organization's

information stand.
* A copy of the certificate is supplied to the

J DIAGN TREAT ORAL MAXILLOFAC PATHOL 2024; 8(4):33-47
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consumer upon request.

« The certificate is applied in accordance with the
requirements established in the certification
contract.

Our PDP used the services of TUV Thiiringen
Ukraine, which is the only branch of the international
company TUV Thiiringen on the territory of
Ukraine. The official website of the TUV Thiiringen
Ukraine is https://tuv-thuringen.com.ua/.”” TUV
Thiiringen e.V. (Jena, Germany) is an accreditation
body for systems and personnel. The official website
of the company is https://tuev-thueringen.de.”’

The audit report includes such sections as:

1. Summary assessment.
2. Potential for improvement of the organization's
management system.

3. Corrective actions for nonconformities from the
previous audit.

4. Nonconformities.

5. Positive aspects.

6.Information about organization.

6.1. Description of the conditions of the
organization's location: (1) brief historical
background, (2) description of the
organization type, (3) regions in which the
organization operates or is represented, (4)
products (services), and (5) consumers.

6.2. Description of the resources used.

6.3. Changes in the management system since the
last audit.

7.Scope of management system.

8. Complaints about the organization's management
system.

9. Use of TIC trademark/certificate.

TABLE 1. Update of Data from Audits of Private Dental Practice in the City of Kyiv in 2022 and 2024.

# Audit Data 2022 Audit Report 2024 Audit Report

Determining the degree Determining the degree
. of compliance with the of compliance with the

1 | Purpose of the audit . )
requirements of the requirements of the
standard(s) standard(s)

2 | Type of audit Repeated audit Certification audit 2nd level
DIN EN ISO 9001:2015 DIN EN ISO 9001:2015
(ISO 9001), TUV Thiiringen (ISO 9001), TUV Thiiringen

L certification procedure and certification procedure and

3 | Audit criteria ] ] ] ]
other applicable regulations, other applicable regulations,
organization documentation organization documentation
on the management system on the management system

4 | Application area Private dental practice Private dental practice

5 | Date of the audit September 14, 2022 January 22, 2024

6 | Date of the audit report September 21, 2022 January 29, 2024

Date of approval by the
7 . ) November 30, 2022 March 8, 2024
certification body
As a result of the achieved As a result of the achieved
. audit objectives, it can be audit objectives, it can be

8 | Audit result i ]
recommended to issue a recommended to issue a
certificate certificate

9 | Certificate registration No. 151001910583 151002411733

10 | Audit report No. 3330 2XKG DO 3330/3FYQ/A0
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A

FIGURE 1. Certificate for the management system according to IS0 9001:2015 in English (A) and Ukrainian (B). The certificate dated November 30,
2022, attesting to certification of the private dental practice. Private information is closed in dark color. (Fig 1 continued on next page.)
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B

FIGURE 1 (continued). Certificate for the management system according to 150 9001:2015 in English (A) and Ukrainian (B). The certificate dated
November 30, 2022, attesting to re-certification of the private dental practice. Private information is closed in dark color.
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A

FIGURE 2. Certificate for the management system according to 150 9001:2015 in English (A) and Ukrainian (B). The certificate dated March 8, 2024,
attesting to re-certification of the private dental practice. Private information is closed in dark color. (Fig 2 continued on next page.)
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B

FIGURE 2 (continued). Certificate for the management system according to 150 9001:2015 in English (A) and Ukrainian (B). The certificate dated
March 8, 2024, attesting to re-certification of the private dental practice. Private information is closed in dark color.
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DISCUSSION

In London, in 1946, 65 delegates from 25 countries meet to
discuss the future of international standartization. In 1947,
the International Organization for Standardization (ISO)
officially comes into existance with 67 technical committees
(groups of experts focusing on a specific subject).”
—History of ISO, an independent,

non-governmental international organization

ISO 9001 is a globally recognized standard
for quality management.”” Passing an audit and
obtaining ISO 9001:2015 certification by a private
practice is a completely voluntary procedure. But it
can significantly raise the status of your practice and
attract the attention of new clients. So, if the PDP
owner has already decided to go this route, there
are three steps necessary to obtain a quality system
certification':

1.Choosing a consulting agency and drawing up
a project plan identifying the objectives to be
achieved.

2.Quality improvement in terms of structure,
organisation, equipment and technological
systems, materials, know-how, and skills.

3.Identifying an accreditation body to audit quality
levels and issue the certification.

Among the advantages of obtaining such a
certification is that embassies of countries such as
Germany, Austria, and Switzerland can be guided
when referring patients within Ukraine to clinics
that have ISO 9001 certificates issued by certification
bodies located in German-speaking states.

The experts note, getting ISO 9001 certification
is a long process; it may take a minimum of three to
four months to complete the certification process.”
Anyway, the North American ISO consulting firms
emphasize, that ISO 9001 certification is the best and
most trusted quality system certification for dentists
office.”

Figures 3-6 demonstrate how the validity of the
PDP certificate can be checked on the German-
language website of TUV Thiringen e.V. (https://
tuev-thueringen.de).

CONCLUSIONS

Reflecting after the audits and -certifications
performed in 2022-2024, I, as the owner of small
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PDP, must admit that they significantly improved
the practice's organization and allowed it to reach
a qualitatively new level. We hope that the details
presented in this article will be a guide for other PDP
owners in Ukraine and abroad.

Private dental practices play a crucial role in
maintaining the oral and general health of the nation.®
—Catherine Rutland

Denplan, part of Simplyhealth, Andover, UK
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FIGURE 3. The validity of the PDP certificate can be checked on the German-language website of TOV Thiiringen e.V. (https://tuev-thueringen.de). The letters e.V. (i.e., eingetragener Verein) translated
from German as a registered assodiation. To check the validity of a certificate, the visitor needs to go to the Marks and Certificates section (Zeichen and Zertifikate [in German]) and select the Certificate
Validity section (Zertifikatsgiiltigkeit [in German]).

30110VYd TVINIA FLVAIYd



4

L7=€€:(7)8 FZ0Z T0HLYd J¥HOTIIXVIN W40 1¥3HL NOVIQ |

FIGURE 4. Validity of certificates (Giltigkeit von Zertifikaten [in German]). The certificates issued by the TUV Thiiringen certification bodies attest to compliance with norms and standards. In the line titled
Cgrtiﬂcate number (Zertifikathummer [in German]), you need to enter the corresponding number indicated on the Certificate and click on the Submit (Absenden [in German]) button. The website of
TUV Thiringen e V.. hitps://tuev-thueringen.de.
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FIGURE 5. Validity of certificates (Giltigkeit von Zertifikaten [in German]). Certificate status with No. 151001910583: Invalid (ungiiltig [in German]). The website of TUV Thiiringen e.V.: hitps://tuev-thueringen.de.
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FIGURE 6. Validity of certificates (Giltigkeit von Zertifikaten [in German]). Certificate status with No. 151002411733: Valid (giiltig [in German]). The website of TUV Thiiringen e.V.: https://tuev-thueringen.de.
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CEKIIIA «BISHEC»
PEJTAKLIITHA CTATTH UKRAINIAN LANGUAGE

IIpuBaTrHa cromaronoriyHa npakruka B Kuesi, YkpaiHni:
npouenypu ceprudikaiii tTa peceprudikanii ISO 9001:2015
B 2022-2024 pokax

IBaH HaropHak"”*

AHOTAIIIA

PosButok i migBuieHHs penyTtauii npuBaTHoi ctomMaronoriunoi npaktuku (IICIT) HepospuBHO mOB'sI3aHe
He Ti/IbKM 3 HaJJaHHAM CTOMAaTOJIOTiYHOI JOIIOMOIY HAacCe/IeHHIO, a 1 3 JOTPMMAaHHAM HallKpalllMX CBiTOBMUX
craHfapriB. MeTolo 1iiel po60TI € BUCBIT/IIEHHA IPOLIeAypY IPOXOKeHH: cepTudikaiii Ta IOBTOpHOI cep-
tudikanii ISO 9001:2015 (ISO 9001) IICII y Kuesi, Ykpaini. ISO 9001 — me BcecBiTHbO BM3HAHMII CTaH-
HapT YIpaBJIiHHA SAKiCTIO, po3pobneHuit MikHaponHoo oprasisaniero 3i crangaprusanii (ISO - axponim
aHIVIiICbKOI0 MOBOIO). IIpoxomxenHa uux ceprudikaiit B YKpaiHi cTaHOBUTb 0COOMMBUIL iHTepec, OCKiNIbKM
BOHM IIPOXOAVIIN TIifj ayanToM cepTudikaniitHoro oprany 3 €ppomneiicbkoro Coosy Ta B yMOBax HallBUIIO]
CKJIQIHOCTI, @ caMe IMPOKOMACIITaOHOI BiliHYU TepopucTUYHOI fep>kaBu (To6To Pociiicpkoi Pepepariii) mpo-
I yKpaiHcbkoi gepxasy. Hamra IICII 3apeectpoBana B 2016 poli Ta Mae opraHisauiiiHo-IpaBoBy Gopmy
¢isnuna ocoba-mignpuemerp (POIT). Pisnyna ocoba-mignpremMerb aHIIiIICKOI MOBOI MOXe MaTu Pi3Hi
Ha3Bl, a came individual entrepreneur, private entrepreneur, sole proprietor Ta physical person-entrepreneur.
OcHOBHIM BUIOM €KOHOMIYHOI [isI/IbHOCTI ITpeficTaBieHoi B faHiit crarTi IICII € cToMaTonorivHa npakTuKa.
HesBaxatoun Ha Te, o Hau IICII Hafjae Bech CIIeKTP CTOMAaTOJIOTiYHMX IIPOLeyP, OCHOBHUM ii HAIPAMKOM
€ opanbHa iMmIanronoria. Ayautu ta ceprudikanis ISO 9001:2015 npoBogwnucs B 2022-2024 pokax. Ha-
TAHO Ta IIpOaHaNIi30BaHO E€TAJIbHI JaHi IPO MPOXOMKE€HHA JBOX ayguUTiB. /1A HAOYHOCTI B CTATTIO JOJAHO
opuriHam cepTudikariB fBOMa MOBAaMU aHIVIIIICBKOIO Ta YKpaiHCbKOI. CTAaTTA TaKOX MICTUTb TOKPOKOBi

@ Jlikap-cTomMartonor-xipypr, marictp, kaHaugat MeAuYHWX Hayk (mpupis- BepxHe 306paxeHHs NpaBopy4 CUMBONI3YE, LLO LS CTATTA MiCTUTb 3pasku
HIoEeTbCA MiHiCTEpCTBOM OCBITM | Hayku YKpaiHW AO HAyKOBOTO CTYMEHI0 ceptudikatis 1ISO 9001:2015, BuAaHMX NpMBaTHIA CTOMATOMONIYHIA Npak-
pokTopa dinocodii (PhD, Doctor of Philosophy)); avpektop, npusatHa TUUi B MicTi Knesi, YkpaiHi.
cTomatonoriyHa npaktuka (POl Harophsik 1.B.), Kuis, YkpaiHa. . .

MaHyckpunT oTpumanuii 19 kBiTHs 2024

* KopecnoHgeHuis: Byn. KasapmeHHa 6-I" (konuwHa Has3sa Byn. AHApto- MpuriHaTWiA go nybnikauii 26 keiTHS 2024

weHka 6-I), 01135, Kuis, YkpaiHa. CratTs goctynHa oHnaiiH 30 kBiTHA 2024
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iHcTpykuii mopo nepesipku aiiicHocTi cepTudikara ISO 9001:2015 B InTepreTi sik ana BaacHukis ITICII, Tak
i pna manienTis. PosmipkoByroun npo mposeneHi ayauty Ta ceptudikarii, g, AK BTaCHUK IPAKTUKY, MYIIY
BU3HATY, 110 BOHM 3HAYHO HifIBUINM/IM piBEHb OpraHisanii NpakTUKM Ta JO3BOMMIN 1M1 BUVITU Ha AKiCHO
HOBMII piBeHb. CrOfjiBa€EMOCH, 1[0 BUKJIAJIeH] B Liil CTATTi HOAPOOUIIi CTAaHYTh HOPOrOBKa30OM IS iHIINX
BracHuKiB [ICII B YkpaiHi Ta 3a KOpfjoHOM.

KIIIOYOBI CTIOBA

[TpuBatHa cToMaTo/nOriyHa IMpakTuKa; gpisuyHa ocoba-nifgnpuemens (POIT); mi>kHapopHa opraHisanis crtaH-
maprusanii (ISO - akpoHim aHrIiIcbKOI0 MOBOM0); cepTudikaris ISO 9001:2015; noBropHa cepTudikanis ISO
9001:2015; peceptudikanis ISO 9001:2015; ceprudikar BifIOBIJHOCTI cHCTeMU MEHEIXKMEHTY BUMOTaM CTaH-
mapty ISO 9001:2015
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