YMPABIHHSA, EKOHOMIKA TA 3ABESNEYEHHA AKOCTI B ®APMALLIT, Ne 4 (60) 2019

UDC 615.2:61:378.4(092)(477.44):35.078.3 https://doi.org/10.24959/uekj.19.28
O. D. Bragun, V. P. BoBruk, M. V. BALYNSKA, M. A. DUCHENKO

National Pirogov Memorial Medical University

SOME ASPECTS OF STATE QUALITY CONTROL OF MEDICINAL
PRODUCTS AT REGIONAL LEVEL

The aim of this article is the analysis of normative legal acts that characterize changes in the legislation
on the quality control of medicines, regulations and orders of the State Medical Service of Ukraine re-
garding the prohibition of the implementation of medical devices in the last 5 years and the substan-
tiation of the conclusions aimed at further improving the quality assurance medical products (m/p).

Results. It was revealed that of the 41 supplier countries in Ukraine, the predominant number
of m/p that were banned from marketing, was found in 9 countries (67.98 %). The largest number of
m/p that fell under the ban falls to Ukraine (32.25 %), India (15.98 %) and Germany (15.68 %), the
lowest number of such m/p is represented by Belgium (5.03 %) Under the prohibition on the imple-
mentation of m/p by the release forms, the most commonly burned m/p in tablet form (43.63 %).
Anti-hypertensive agents (18.23 %), antiseptic and disinfectants (15.63 %), as well as hormonal (15.63 %)
were the leaders among the m/p for the pharmacological groups that most often fell under the prohi-
bition on implementation.

Conclusions. The analysis of the orders and instructions of the State Service of Ukraine to ban
the sale of drugs in 2015-2018 indicates a significant decrease in their number in 2018, which indi-
cates the improvement of the state drug quality control system. The largest number of drugs that were
banned were found in Ukraine, India and Germany; predominant drugs in pill and liquid forms; Most
often, antihypertensive, antiseptic, disinfecting and hormonal agents were banned. The introduction
of a unified system for monitoring drug trafficking by labeling medicines with control identification
marks based on 2-D coding will allow you to track the entire supply chain of medicines from the
manufacturer to the end user and, accordingly, strengthen control over the quality of medicines, their
production and import, which will counteract the ingress to Ukraine counterfeit or counterfeit drugs.
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OKPEMI ACIIEKTH JEPKABHOI'O KOHTPOJIO AKOCTI JIIKAPCHKHUX 3ACOBIB
HA PETIOHAJIBHOMY PIBHI

MeTo10 po60TH € aHaIi3 POSMOPSPKEHD i MpUMuciB Jepxmikcmyx6u Ykpainm 1momo 3a60poHn
peanisanii nikapcpkux 3aco6is (JI3) y 2015-2018 pp., siki nipmany mif 3a6opony peanisaunii 3a kpai-
HOIO-IIOCTa4a/IbHMKOM, 32 GOopMaMy BUITYCKY Ta GapMaKoIOTi4HIMMU TPYIaMy, a TAKOXK OOIPYHTY-
BaHH: BYICHOBKIB, CIIPSIMOBaHMX Ha IIOfIa/Iblle BAOCKOHATICHHA 3a0e3IIedeHH A KOHTPOIIo AKocTi JI3.

PesynbraTi. Busisneno, mo 3 41 kpainu-nocradanbanka JI3 B Ykpainy fjomiHyoua Kinbkicts JI3,
1o 6y/1a 3abopoHeHa [0 peaisaliii, BusB/aeHa B 9 KpaiHax (67,98 %). Haiibinbura kinpkicts JI3, sxa
HOTpaInIa 1ifi 3a00poHy, npuiazae Ha Ykpainy (32,25 %), Inpio (15,98 %) ta Himewunny (15,68 %),
HayiMeHIIa KinpKicTh Takux JI3 mpencrasnena benbrierw (5,03 %). Ilig sabopony mopo peanizarnii JI13
3a (hopMaMy BUITCKY IepeBakHo nifnany JI3 y TabnetoBanint popmi (43,63 %). Jlinepamu cepen JI3
3a (hapMaKoJIOTiYHVMY TpyllaMy, AKi HalyacTille migmagamy mig 3a60pony mono peanisanii, 6ymm
aHTHUrinepreHsusHi 3acobu (18,23 %), anTncentuyHi Ta gesindikyroui sacobu (15,63 %), a TaKOX —
ropmoHanbHi (15,63 %).

BucHoBku. [TpoBenennit aHasis posnopspKens i npumnucis Jepxmikemryx6u Ykpainu moyo 3a-
6oponu peanizanii /I3 y 2015-2018 pp. cBigunTh Npo 3HAYHE 3MEHIIEHH IX KinbkocTi y 2018 p.,
IO CBifYMTH PO YIOCKOHATIEHHSA JepXKaBHOI CHCTeMy KOHTPOIo AkocTi. Haii6inpia xinpkicts JI3,
sIKa IOTpanwIa Iif 3ab60poxy, Oy/a BusBieHa B YKpaini, [uail Ta HiMewansi; mepeBakamm JI3 y Tabe-
TOBaHIN Ta pifKkiit ¢popmax; HalyacTille migmagamn g 3a60p0Hy OJ0 peajisalil aHTUrinepTeH-
3UBHI, aHTUCENTIYHI, fle3iH}iKy0ui Ta ropMOHa/IbHI 3ac06u. BIrpoBaKeHHs €ANHOI CUCTEMHU MO-
HITOpUHTY 06iry mKapchbKMx 3ac06iB MULIXOM MapKyBaHHs JI3 KOHTpONbHUMY ifeHTHUdIKAL[iTHIMY
3HaKaMM Ha OCHOBI 2-D KoJyBaHHS HaZlaCTh MOX/IMBICTD BifIC/IifKOBYBaT! BECh JTAHI[IOT OCTaYaH-
Hs1 JI3 Bi BUpOOHMKA 10 KiHIIEBOTO CITOXKMBaya Ta, BiITOBITHO, HOCUINTh KOHTPOJIb 3a SAKICTIO JTi-
KapCbKMX 3ac06iB, IX BUpOOHUIITBOM Ta BBE3€HHAM, IO IPOTUAIATUME IIOTPAIUIAHHIO B YKpalHy
¢anpcupikoBannx ab6o KoHTpadaKTHUX Hpenaparis.

Knouosi cnosa: Nepxikcmyx6a YkpaiHu; HOpMaTUBHI JOKYMEHTH; TiKapChKi 3ac061; KOHTPONb
AKOCTI
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OT,I[EJIBHI)IE ACIIEKTBI TOCYJAPCTBEHHOI'O KOHTPOJIA KAYECTBA
JIEKAPCTBEHHBIX CPEJICTB HA PETMOHAJIbHOM YPOBHE

Ilenbro paGoThI ABMIACTCS aHAMNU3 PACIOPSDKEHNIT 1 mpeanucannii focmexcmyx6bl YKpauHsl o
3aIpeTe peamusanyu gekapcTBeHHbIX cpencTB (JIC) B 2015-2018 pp., KOTOpBIe [TOMaN MOF, 3aIpeT
II0 peann3aluiy 10 CTPaHaM-IIOCTaBIIMKaM, 110 popMaM BbIITycka 1 papMaKOIOrM9eCcKyM IPYyIIIIaM,
a TaKke 060CHOBaHIIE BHIBOJIOB, HAIIPAB/IEHHBIX Ha [JA/IbHEIIIIIee COBEPIIEHCTBOBAHIE OOeCIIedeHNsT
KOHTpo/A KadecTBa JIC (JIekapCTBEHHBIX CPECTB).

Pesynbrarsl. BorasneHo, uTo 13 41 cTpanbl-niocTaiyka JIC B YkpanHe JOMUHMPYIOIee KOTNIeCTBO
JIC, xoTOpbIe 6bIIN 3aIIpelleHbl K peanusalyn, obHapy>xeHo B 9 crpaHax (67,98 %). Hanborbiuee Ko-
ymndaecTBo JIC, KOTOpble MOATIANN MO 3alpeT, IPUXOAUTCA Ha YKpauny (32,25 %), Viupuio (15,98 %)
u lepmanuio (15,68 %), HanMmeHnbiee konudectBo Takux JIC npexcrasneno benbrueit (5,03 %).
ITop sanper no peanusanny JIC no ¢popmam BbIITycka IpenMyliecTBeHHo nopnaay JIC B Tabneru-
posanHoIt popme (43,63 %). Iugepamu cpepu JIC 1o papMaKoIOrUIecKyM IPYIIIIaM, KOTOPbIE Jaile
BCEro MOAMAaIy IOf 3alpeT K peanusanyu, ObUi aHTUIUIIepTeH3uBHbIe cpencTBa (18,23 %), aH-
tucentudeckue u gesnnuumpymoue JIC (15,63 %), a Takxe — ropMmoHanbHsle (15,63 %) cpencTsa.

Boisoppl. [TpoBeneHHBIN aHAMN3 pacTIOpsDKeHMIT U pemcannii [ocmekcmy» 6bl YKparHsl o 3arpe-
te peamsanyy JIC B 2015-2018 IT. cBUAETENbCTBYET O 3HAYNTENBHOM YMEHBIIEHUM UX KOINYeCTBa B
2018 ., 4TO yKa3bIBaeT HAa COBEPIIEHCTBOBAHNE FOCYIaPCTBEHHOI CUCTeMbI KOHTPO/IsA KauecTsa JIC.
Hamnbonbiunee konndectso JIC, KOTOpBIe MOIAIN MOf, 3aIIpeT, ObII0 0OHAPY>KeHO B YKpauHe, Vuanm
u Tepmannn; npeobnagany JIC B TabneTHpOBaHHOI U XXUAKON GopMax; Jalie BCero IMomafamy Mok
3amperT K pean3aluyl aHTUTUIIEPTEeH3UBHbIE, aHTUCEITUYECKIE, Ie3MHPUIMPYIOIIIe ¥ TOPMOHAIb-
HbIe CpefiCTBA. BHepeHue eayHoI crcTeMbl MOHUTOPUHIA 060pOTa JIEKapCTBEHHBIX CPEICTB Iy TeM
MapkypoBKy JIC KOHTPONbHBIMMU UIeHTU(UKALVIOHHBIMI 3HAKaMJ Ha OCHOBe 2-D xopupoBaHus 110-
3BOJIUT OTCIIEKMBATH BCIO 11eN04Ky mocTaBKy JIC oT Ipon3BOfUTe LA O KOHEYHOTO IOTpeOuTeA I,
COOTBETCTBEHHO, YCUIUT KOHTPO/b 32 KAa4eCTBOM JIEKAPCTBEHHBIX CPECTB, X IIPOU3BOACTBOM I
BBO30M, 4TO OyfieT IPOTUBOMEIICTBOBATD MOMAIAaHNIO B YKpanHy (anbcu(puIPOBAHHbIX WM KOH-

TpadaKTHBIX IPEIapaToB.

Kniouesvie cnosa: Tocnexcmysx6a YkpayuHbl; HOpMaTVBHbIE JOKYMEHTbI; TeKapCTBEHHBIE CPEICTBa;

KOHTPOJIb Ka4yeCTBa

STATEMENT OF THE PROBLEM

State quality control of medicinal products is
a set of organizational and legal measures aimed
at compliance by business entities regardless of
ownership and subordination to the requirements
of the legislation on quality assurance of medicinal
products [1]. Quality control is theoretically the
first concept based on the position of uniformity of
quality of products and samples taken for control [2].
Quality control of medicines (medications) has al-
ways been in the center of attention of the state,
its organizational system has been developed and
improved with the development of Ukraine as an
independent state. For this purpose, appropriate state
institutions were established to which the functions
of quality control of medicinal products at the le-
vel of the state and territorial communities were
delegated.

The presence on the pharmaceutical market of
exclusively high quality medicinal products is an
important sign of the overall state of the state health-
care system. That is why the issue of prevention of
inflow of low-quality (substandard) and falsified
medicinal products to the domestic market is the
main task of the state system of quality assurance
of medicinal products.

ANALYSIS OF RECENT RESEARCH
AND PUBLICATIONS

At present, there are cases of detection of low-
quality medicines and falsifications, including me-
dicines of foreign origin, on the pharmaceutical
market [3].

Drug quality control is one of the subsystems
of state control, which is aimed at detecting incon-
sistencies in the drugs at different stages of their
life cycle. Absence of low-quality medicinal pro-
ducts on the pharmaceutical market is ensured by
control over compliance with license conditions for
conducting business activities in the field of circu-
lation of medicines.

Bardakova L. V. notes that in the pharmaceu-
tical market there is a need to strengthen quality
control of medicinal products from production to
sales [4]. At the same time, 85.4 % of the authori-
zed persons admit that they lack knowledge of the
provisions of the modern concept of quality assur-
ance of medicinal products [5]. Issues of training
specialists in the field of quality assurance of me-
dicinal products at the stages of wholesale and re-
tail sales in the context of implementation of good
practices (GMP/GDP/GPP) are the subject of the
work of domestic scientists A. S. Nemchenko,
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Z. M. Mnushko, V. A. Zagoria, S. M. Kovalenko,
Y. V. Podruzhnikova, V. O. Lebedintsa, A. V. Kay-
dalova, V. I. Gorodetskaya and others [6].

At the level of state regulation and state control
in the field of pharmaceutical activity in Ukraine
there is a certain effective mechanism of protec-
tion against benign drugs [7].

According to N. O. Vetyutneva, [8] the main
tasks in the field of quality assurance of medici-
nes are further development and improvement of
standards of quality assurance of medicines har-
monized with international legislation, creation of a
single information network of relatively low-quality
and falsified medicines, introduction of a pharma-
covigilance system, development of instructional
and methodological materials for the creation of
quality systems at various stages of the “life” cycle
of medicines.

IDENTIFICATION OF ASPECTS OF THE
PROBLEM UNSOLVED PREVIOUSLY
Since the introduction of import licensing in

Ukraine (PKMU dd. 30.11.2016 No. 929 “On Ap-
proval of the Licensing Terms and Conditions for
conducting business activities for the production of
medicines, wholesale and retail trade in medicines,
import of medicines (except for active pharma-
ceutical ingredients)”), a system of double control
of medicinal products has emerged, as in accord-
ance with Directive 2001/83 of the EU full labo-
ratory quality control is carried out when import-
ing medicines from third countries, even if they
are members of PIC/S. That is, if it is a question
of harmonization with the relevant EU and WHO
directives and guidelines, it should be understood
that all imports, without exception, in the form of
PIC/S countries, as is the case today, are subject to
laboratory control. The procedure during whole-
sale and retail trade of medicinal products is con-
trolled by authorized persons of economic entities,
approved by the Order of the Ministry of Health
of Ukraine from 29.09.14 years Ne 677. This pro-
cedure should be brought into line with the new
requirements of the European legislation, because
it does not take into account that a business entity
may have two licenses: «for import and wholesale
trade simultaneously and such entity shall perform
input control twice.

The current system of state quality control in the
field of circulation of medicines is constantly im-
proved by harmonizing the legislation of Ukraine
with the EU legislation and improving the finan-
cial and technical support of such a process, as well
as providing human resources

OBJECTIVE STATEMENT OF THE ARTICLE
The purpose of the work is to analyze the or-
ders and instructions of the State Service on Medici-

nal Products of Ukraine regarding the ban on the
sale of medicinal products in 2015-2018, which fell
under the ban on the supplier country, by form of
production and pharmacological groups, as well as
to justify the conclusions aimed at further improv-
ing the quality control of medicinal products.

PRESENTATION OF THE MAIN
MATERIAL OF THE RESEARCH

Materials and methods. The research materials
included public information of the State Service on
Medicinal Products and Drug Control of Ukraine, as
well as reporting documents of the State Service on
Medicinal Products and Drug Control in the Vin-
nytsia region for the period 2016-2018; regulatory
documents governing the quality assurance of me-
dicinal products, scientific articles, analytical mate-
rials. The methods of comparative analysis, review,
bibliographic and graphical modelling were applied.

Results and their discussion. The primary task
of state supervision in the field of medicinal pro-
ducts’ circulation is to ensure access of citizens of
Ukraine to quality medicines, which includes state
control at their importation into the territory of Uk-
raine, control by authorized persons and control by
inspectors of State drug and medicinal inspection
of Ukraine of economic entities during scheduled
and unscheduled inspections.

In Ukraine there is a 3-level system of quality
control of medicines, which includes: state control
at their importation into the territory of Ukraine;
control by authorized persons of economic enti-
ties; control by inspectors of territorial subjects of
the State Service on Medicinal Products of Ukraine
during scheduled and unscheduled inspections of
economic entities.

The State Service on Medicinal Products is the
central executive authority that implements the state
policy in the field of quality control and safety of
medicinal products, including medical immuno-
biological preparations, medical equipment and
medical devices, as well as the turnover of narcotic
drugs, psychotropic substances and precursors and
counteraction to their illegal turnover.

In its activities, the State Service on Medicinal
Products of Ukraine shall be guided by the tasks ap-
proved by the PCMU as of August 12, 2015, No. 647
“On Approval of the Regulation of the State Ser-
vice of Ukraine on Medicinal Products and Drug
Control” as amended by the PCMU as of August
29, 2018, No. 687.

According to the Decree of the Cabinet of Mi-
nisters of Ukraine dd. 01.06.2016 No. 355 “On Es-
tablishment of Territorial Bodies of the State Ser-
vice on Medicinal Products and Drug Control”, 25
territorial bodies were established.

As of today, control over medicinal products
imported into the territory of Ukraine is carried
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Fig. 1 Order to ban the sale of medicines in 2015-2018

out in accordance with the PKMU dd. 14.09.2005
No. 902 “On Approval of the Procedure for State
Quality Control over medicinal products import-
ed into the territory of Ukraine” with amendments
approved by the PKMU dd. 7.10.2015 No. 804.

The priority direction of work of the State Ser-
vice on Medicinal Products of Ukraine is to strengthen
quality control of medicinal products. These services
indicate the presence of falsified and substandard
medicinal products in the country’s market. Infor-
mation about the detected and prohibited medicinal
products is regularly posted on the official website
of the State Service on Medicinal Products and com-
municated to the authorized persons of pharma-
cies for immediate decision-making.

Our analysis of orders and instructions regard-
ing the prohibition of the sale of medicinal prod-
ucts in 2015-2018 has shown that the State Service
on Medicinal Products issued in 2015. 327 prescrip-
tions prohibiting the sale (trade), storage and use
of medicinal products in 2016 - 234, in 2017 - 298,
in 2018 — 97. The share of temporary bans in 2015 and
2016 was almost the same, at 42.20 % and 49.15 %, re-
spectively; in 2017, they dropped sharply to 11.07 %
and jumped to 73.20 % in 2018.

Accordingly, the share of permanent bans in
2015 and 2016 was slightly higher than the share
of temporary bans and was almost the same over
the years (56.57 % and 49.57 %, respectively); in
2017, the share of permanent bans was predominant
(88.93 %); in 2018, it was only 26.80 %. That is, the
ratio of temporary and permanent bans in 2017 and
2018 was the opposite.

Among the suspicious temporary bans in 2015
and 2016, 22.46 % and 35.65 % were suspected of fal-
sification of medication, compared to only 6.06 %
in 2017; in 2018, there was an increase to 15.49 %,
but it did not reach 2015.

The share of newsletters was insignificant —
1.22 % in 2015 and 1.28 % in 2016. No newsletters
were issued in subsequent years (Fig. 1).

In the Ukrainian pharmaceutical market dur-
ing 2016-2018, 41 countries were suppliers of for-
eign medicinal products.

The overwhelming majority of medicinal pro-
ducts prohibited for sale were found in 9 countries
(67.98 %), while other countries accounted for 32.02 %
of medicinal products. As Figure 2 shows, among
the 9 supplier countries, the largest number of me-
dicinal products that were banned was found in Uk-
raine (32.25 %), a significant number of medicinal
products were provided by India (15.98 %) and Ger-
many (15.68 %), the smallest number of such pro-
ducts was provided by Belgium (5.03 %) (Fig. 2).

As Figure 3 shows, of all the medicinal forms
prohibited for sale, 43.63 % were tableted, 31.16 %
were liquid, 17.56 % were powdered, and 7.65 were
capsules. Other forms accounted for 27.96 %.

The leaders among medicinal products by phar-
macological groups that were most frequently pro-
hibited were antihypertensives (18.23 %), antiseptics
and disinfectants (15.63 %), and hormones (15.63 %).
The smallest share is accounted for vasodilators, an-
tidiabetic and local anesthesial — 1.04 % each (Fig. 4).
Others are not shown in Fig. 4, medicinal products
falling under the ban make up 20.17 %.

Further improvement of the drug supply sys-
tem is connected with the adoption by the Govern-
ment of amendments to the legislation of Ukraine,
which are aimed at improving the efficiency of quali-
ty control of medicinal products:

1. The Cabinet of Ministers of Ukraine adopts
Order No. 301-r dated April 3, 2019 “On Approval of
the Concept of Implementation of the State Policy on
Prevention of Falsification of Medicinal Products and
Approval of the Action Plan for its Implementation”.
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The Government’s concept of implementation
of the state policy on prevention of falsification of
medicines defines the following mechanisms to pre-
vent falsification of medicines
o Gradual implementation of marking with con-

trol (identification) signs on the basis of 2D-

coding of packages of medicines according to
the list defined by the Ministry of Healthcare;

o Creation of a unified system for monitoring the
circulation of medicines (hereinafter referred
to as the Unified System), which will store in-
formation on all2D codes applied to pharma-
ceutical packaging;

o Ensuring that the end user checks the accuracy
of information about the medicinal product.
Concept is planned to be implemented in

2019-2023r. In three stages.

2. Resolution of the Cabinet of Ministers of
Ukraine dd. 24.07.2019 No. 653 introduces a pilot
project on labelling with control (identification)
marks and monitoring of medicinal products’ cir-
culation throughout Ukraine. The Resolution also
approves the Procedure for implementation of this
pilot project, which will be implemented in the pe-
riod from September 1, 2019, to December 31, 2020.
Procedure for introduction of the pilot project on
labelling with control (identification) marks and
monitoring of drug circulation. This Procedure de-
termines the mechanism of introduction of the pilot
project on labelling with control (identification)
marks and monitoring of drug circulation (herein-
after — the pilot project)

The objectives of the pilot project are:

1) development of rules on introduction of sa-
fety means for medicines;

2) determination of the effective characteristics
and technical conditions of the control (identifica-
tion) mark, the mechanism for checking the safety
means for medicines;

3) definition of terms of reference for the crea-
tion of a unified state system of monitoring the cir-
culation of medicinal products;

4) creation of a unified state system for moni-
toring the circulation of medicines and ensuring
interaction between pilot project participants at the
stages of its use;

5) determination of efficiency and effectiveness
of the unified state system of monitoring of medi-
cine circulation at all stages of medicine circulation
from the manufacturer to the end consumer in the
context of prevention of falsification of medicines.

3. The Draft Law of Ukraine was published,
which proposes to amend Article 2 of the Law of
Ukraine dd. 5.04.2007 No. 877 “On Basic Princi-
ples of State Supervision (Control) in the Sphere of

Economic Activity” (hereinafter - Law No. 877).
Thus, the draft document proposes to exclude from
the scope of the Law No. 877 the state quality con-
trol of medicinal products.

The argument in favor of the adoption of this
draft law is the need to obtain objective results of
inspections in the implementation of state quality
control of medicines. Since Law No. 877 provides
for the need to notify economic entities 10 days
in advance of the beginning of the inspection, the
regulator believes that this makes it difficult to ob-
tain objective results of the inspection.

4. The Draft Order of the Ministry of Health-
care of Ukraine “On Approval of Amendments to
the Procedure for Confirmation of Conformity
of Manufacturing Conditions of Medicinal Prod-
ucts to the Requirements of Good Manufacturing
Practice” (hereinafter — the Draft Order) has been
developed in order to ensure proper state control
over the quality of medicinal products in the state,
as well as harmonization of Ukrainian legislation
with EU legislation.

These legislative changes cover: development of
the system of quality assurance and management at
all stages of medicine circulation through further
implementation of the provisions of the interna-
tional standards of the system of quality assurance
of products and services: good manufacturing prac-
tice, good clinical practice, good laboratory practice,
good distribution practice, good pharmacy prac-
tice, good pharmacovigilance practice, etc.; com-
pliance with the requirements of the international
standards of the system of quality assurance of pro-
ducts and services at all stages of medicine circula-
tion; compliance with the requirements of the in-
ternational standards of the quality assurance sys-
tem: good manufacturing practice, good clinical
practice, good laboratory practice, good distribu-
tion practice, good pharmacovigilance practice, good
pharmacovigilance practice, etc.

CONCLUSIONS AND PROSPECTS
FOR FURTHER RESEARCH

1. The results of the analysis of orders and in-
structions of the State Service on Medicinal Pro-
ducts of Ukraine regarding the ban on the sale of
medicinal products in 2015-2018 indicate a sig-
nificant decrease in their number in 2018. The re-
duction of the number of orders and prescriptions
of the State Medical Service of Ukraine on the
prohibition of the sale of medicines in 2018 was
due to the removal of the moratorium on inspec-
tions.

2. The largest number of medicinal products
that fell under the ban was found in Ukraine in
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India and Germany; tableted and liquid formula-
tions prevailed; antihypertensive, antiseptic, disin-
fectant and hormonal agents were most often pro-
hibited.

3. Dissemination of information about the qua-
lity and safety of medicinal products among phar-
maceutical industry employees, as well as continu-
ous improvement of qualifications of authorized
persons of economic entities, will ensure the sup-
ply of quality medicinal products to the pharmacy
network.

In our opinion, the introduction of a unified
system of monitoring of drug circulation by means
of marking drugs with control identification marks
based on 2-D code is promising, which will enable
to monitor the entire supply chain of drugs from the
manufacturer to the end consumer and, accordingly,
will strengthen control over the quality of drugs, their
production and import, which will prevent the pene-
tration of counterfeit or counterfeit drugs in Ukraine.
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