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Abstract

Introduction: The main task of palliative care is to improve the quality of life of a patient, and the therapy
of chronic pain with opioids is a significant problem for palliative care patients in Ukraine. Therefore,
this study aimed to assess the opioid availability for palliative care patients in Ukraine.
Methods: Analysis of the list and consumption of opioids according to the scientific publications and
legal documents.
Results: It was found that in Ukraine as of June 2021, 12 international non-proprietary names of opioids
were registered, most of which are represented by several dosage forms, which makes it possible for
patients to receive adequate pain relief through non-invasive therapy with oral forms. It was shown
that two thirds (63.2%) of trade names of opioids registered in Ukraine were of domestic origin. Based
on a comparative analysis of the range of opioids, available in current regulatory documents, it was
established that in the State Register of Medicines of Ukraine and the Unified clinical protocol there is
an almost identical list of opioids (12 drugs). However, in the State Drug Formulary and the National
List of Essential Medicines, this list is much smaller (8 and 5 drugs, respectively). Since 2013 changes in
the regulatory documents on the medical use of opioids in Ukraine have occurred, and oral morphine
was registered for the first time, allowing access to adequate pain relief. Analysis of the morphine con-
sumption level by dosage forms has shown that before 2013, the pharmacies sold only morphine in
injections, and since 2013, the consumption of oral morphine increased.
Conclusions. Changes in regulatory documents partially simplified the complicated process of obtaining
opioids by patients. However, more than 80% of patients still do not receive adequate pain therapy due
to the hesitancy of doctors to prescribe opioids and an extremely insufficient number of pharmacies
(1.8%) that sell opioids for the population.
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Introduction

According to the Order of the Ministry of Health
of Ukraine (MHU) “On improving the organization
of palliative care in Ukraine” dated June 4, 2020, No
1308 the main task of palliative care is to improve the
quality of life of a patient with an incurable disease
and his family members, caring for him, due to early
detection, careful assessment and treatment of pain,
associated symptoms and complications, and also the
solution of patient’s physical, psychological, spiritual
and social problems [1]. In particular, the document
defines the main components of palliative care:

— physical (medical, pharmaceutical) — symptoma-
tic drug treatment therapy, non-pharmaceutical
management, prevention and effective treatment
of chronic pain;

— social (including the provision of social palliative
care services);

— spiritual;

— psychological — support of the patient and his
family, other persons caring for the patient.

The main goals of proper pain management are to
reduce pain and improve daily function while monito-
ring for adverse effects. Also, it should be noted that
there are different approaches to pain management
for all types of patients (e.g. with reduced prognosis
or not) and diseases such as malignant, acute or some
chronic non-cancer pain. An especially significant
problem is the treatment of chronic pain in patients
receiving palliative care with cancer and non-cancer
diseases [2]. However, it should be noted that there
are different approaches to pain management for all
types of diseases, such as malignant, acute or some
chronic non-cancer pain. According to the world'’s
recommendations (WHO, ESMO, EAPC) [3-5], opio-
ids are the gold standard in the treatment of severe
pain. However, inappropriate prescribing, lack of
knowledge regarding adverse events associated with
long-term use, opioid misuse, abuse and addiction,
and prescription of opioids for chronic non-cancer
pain for long-term use are factors that prove that
opioids need careful consideration and the dose
should be tailored to the individual’s need: start low
and then be adjusted (titrated up or down) according
to response [6].

Opioids are remarkable drugs that can provide
good pain relief, but also opioid use is associated with
mental and behavioural disorders, including the follo-
wing conditions or diseases according to ICD-10: acute
opioid intoxication (F11.0), opioid dependence (F11.2),
withdrawal state (F11.3) [7, 8]. That is why opioids
are included in the list of narcotic drugs and their
circulation is limited and additionally controlled [9].

The use of evidence-based prescribing by physicians
(including limiting the prescribed opioid to the lowest
effective dose), regular monitoring and reassessment
of the pain intensity and drug dose, increasing of
knowledge level about pain and addiction, sharing of
last world guidelines on pain management between
medical practitioners are key issues to minimize the
risks associated with long-term opioid use and improve
the treatment of chronic pain [10, 11]. Given the abo-
ve, the monitoring of opioid supply level of patients
with chronic pain is extremely important for health
care professionals who are constantly engaged in pain
relief therapy. Therefore, this study aimed to assess the
opioid availability for palliative care patients in Ukraine.

Methods

Analysis of the list and consumption of opioids
according to the scientific publications and legal do-
cuments, in particular: the State Register of Medicines
of Ukraine (further — the Register) [12], the National
List of Essential Medicines (further — the National List)
[13], the State Drug Formulary, in particular, Annex
8 “Palliative and Hospice Care Drug Formulary” since
2nd Issue in 2010 (further — the Formulary) (2—13 issu-
es) [14, 15], the Unified clinical protocol (further — the
Protocol) for palliative treatment of chronic pain [2],
the Analytical report on the use of opioids in Ukraine
(2011-2016) (further — the Report) [16]. The Register
contains information on all the opioids registered in
Ukraine, the Formulary — the list of opioids with evi-
dence-based efficacy for pain management. The Natio-
nal List provides information about opioids to meet the
priority needs of medical care in health care facilities
for treatment of patients at the expense of state and
local budgets and the Protocol — the information
on the diagnostics, assessment of pain intensity and
treatment, as well as a list of medicines for the mana-
gement of various types of pain. The Report is devoted
to a study of the state’s compliance with international
obligations to ensure the availability and accessibility
of opioids for patients, which was conducted with the
support of the International Renaissance Foundation.
Different methods, such as graphics, documentary and
marketing, were used in the study. As the study does
not constitute medical experiment involving patients
ethical approval was not required.

Results

Documents and availability of opioids

The analysis of data of the Register as of June
2021 (Table 1) has found that 12 international
non-proprietary names (INN) of opioids under 39 tra-
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de names (TN) were registered in Ukraine in particular
morphine, oxycodone, fentanyl, methadone, bupre-
norphine, butorphanol, nalbuphine, tramadol, trime-
peridine, codeine, and two combinations: morphi-
ne + noscapine + papaverine + codeine + thebaine
and morphine + noscapine + papaverine + codeine.

Sofiya Shunkina, Iryna Chukhray, The use of opioids in Ukraine

Almost all opioids, except codeine, buprenorphine and
methadone, belong to the subgroup “N02A — Opio-
ids"” according to the Anatomical Therapeutic Chemical
(ATC) Classification System. Codeine, even though it
also interacts with opiate receptors and is a central
analgesic, belongs to the subgroup “R0O5D — Cough

Table 1. Range of opioids according to the State Register of Medicines data

No. Trade name
Morphine N02AAO1

Dosage form

Manufacturer

1 Morphine sulphate

Oral tablet (5, 10 mg)

InterChem, Ukraine

2 Morphine Calcex

Solution for injection, 10 mg/ml,
20 mg/ml, 1 ml ampoule

JSC Kalceks, Latvia

3 Oramorph

Oral solution, 2 mg/ml, 100 ml

Molteni Farmaceutici, Italy
L. MOLT\ENI & C. DEI ELLI ALITTI
SOCIETA DI ESERCIZIO S.PA.

4 Morphine hydrochlo-
ride

Solution for injection 1%, 1 ml ampoule

5 Morphine-ZN

Tablets 5, 10 mg

Zdorovye Narodu, LTD, Ukraine

Oxycodone NO2AA05

1 Dolonica 10 (20, 40, Prolonged-release film—coated tablets Acino Pharma AG, Switzerland
80) mg (multiple-unit pellet system) 10, 20, 40,
80 mg
2 Oxycodone Kalceks Solution for injection 10 mg/ml, 1 ml or JSC Kalceks, Latvia

2 ml ampoule

Morphine + noskapine + papaverine + codeine + thebaine

1 Omnopon-ZN

Solution for injection, 1 ml ampoule

Zdorovye Narodu, LTD, Ukraine

Morphine + noskapine + papaverine + codeine

1 Omnopon neo Solution for injection, 1 ml ampoule Zdorovye Narodu, LTD, Ukraine
Fentanyl NO2AB03
1 Fentanyl M Sandoz®  Transdermal patch Hexal AG, Germany
25, 50, 75, 100 ug/h
2 Durogesic® Transdermal patch Janssen Pharmaceutica NV, Belgium
25, 50, 75, 100 ug/h
3 Fentavera 12 (25, 50,  Transdermal patch Acino AG/Luye Pharma AG, Germany
75, 100) mcg/hour 12, 25, 50, 75, 100 ug/h
4 Fentanyl Kalceks Solution for injection, 50 ug/ml, HBM Pharma S.R.O., Slovakia, JSC
2 ml or 10 ml ampoule Grindeks, Latvia, JSC Kalceks, Latvia
5 Fenstud Solution for injection, 50 ug/ml, Rusan Pharma Ltd, India
2 ml ampoule
6 Fentanyl Solution for injection, 50 ug/ml, Zdorovye Narodu, LTD, Ukraine

2 ml ampoule

Methadone NO2AC52, NO7BC02, ROSDA06

1 Metafin®

Tablets 5, 10, 25 mg

InterChem, Ukraine

Methadone-ZN

Oral solution, 1, 5 mg/ml

Tablets 5, 10, 25, 40 mg

Zdorovye Narodu, LTD, Ukraine

2
3 Methadone-ZN
4

Methadone hydro-
chloride Molteni

Oral solution, 1, 5 mg/ml

Molteni Farmaceutici, Italy
L. MOLTENI & C. DEI FLLI ALITTI
SOCIETA DI ESERCIZIO S.P.A.
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Table 1. cont. Range of opioids according to the State Register of Medicines data

No. Trade name

Dosage form

Buprenorphine NO2A 01, NO7BCO1

Manufacturer

1 Bupren® Sublingual tablets InterChem, Ukraine
0.2;0.4; 2; 4,8 mg
2 Buprenorphine hydro-  Solution for injection, 0.3 mg/ml, Zdorovye Narodu, LTD, Ukraine
chloride 1 ml ampoule
3 Buprenorphine hydro-  Sublingual tablets 2, 4, 8 mg
chloride
Butorphanol NO2AF01
1 Butolar® Solution for injection, 2 mg/ml, PJSC SIC Borshchahivskiy CPP

1 ml ampoule

Nalbuphine N02 F02

1 Nalbuphine Farmex Solution for injection, 10 mg/ml, LLC Farmex Group / Zdorovye Narodu,
1 ml or 2 ml ampoule LTD, Ukraine

2 Nalbuphine-ZN Solution for injection, 10 mg/ml, Zdorovye Narodu, LTD, Ukraine
1 ml or 2 ml ampoule

3 Nalbuk Solution for injection, 10 mg/ml, Joint Stock Company Farmak

1 ml or 2 ml ampoule

4 Nalbuphine

Solution for injection, 10 mg/ml,
1 ml or 2 ml ampoule

LLC Yuria—Pharm, Ukraine

5 Nalbaxone Solution for injection, 10 mg/ml, Myungmoon Pharm. Co., Ltd., South
1 ml or 2 ml ampoule Korea

6 Nofa Solution for injection, 10 mg/ml, Steril-Gene Life Sciences (P) Ltd, India
1 ml or 2 ml ampoule

7 Nalbuphine injections  Solution for injection, 10,20 mg/ml, Rusan Pharma Ltd, India

10 (20) mg 1 ml ampoule
Tramadol N02AX02
1 Tramadol-ZN Solution for injection, 50 mg/ml, Zdorovye Narodu, LTD, Ukraine

1 ml or 2 ml ampoule

2 Tramadol-ZN

Capsules 50 mg

3 Tramadol Kalcex

Solution for injection, 100 mg/2 ml,
2 ml ampoule

HBM Pharma S.R.O., Slovakia, JSC
Grindeks, Latvia, JSC Kalceks, Latvia

4 Tramadol hydrochlo-
ride

Solution for injection 5%,
2 ml ampoule

JSC Farmak, Ukraine

Tramadol

Capsules 50 mg

JSC Farmak, Ukraine

6 Tramadol-M

Solution for injection, 50 mg/ml,
1 ml or 2 ml ampoule

Zdorovye Narodu, LTD, Ukraine

Trimeperidine N02

1 Promedol-ZN Solution for injection, 20 mg/ml, Zdorovye Narodu, LTD, Ukraine
1 ml ampoule
2 Promedol Kalcex Solution for injection, 20 mg/ml, HBM Pharma S.R.O., Slovakia, JSC

1 ml ampoule

Grindeks, Latvia, JSC Kalceks, Latvia

Codeine RO5DA04

1 Codeine phosphate

Tablets 0.03 g

InterChem, Ukraine
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Germany 0 2,6
Switzerland B 2,6
Korea W 2,6
Belgium 0 2,6
Italy M 53
Latvia M 53
India WM 7,9
Slovakia / Latvia Wl 7,9

Ukraine IS 63,2

b) country-manufacturer

Figure 1. The structure of registered trade names of opioids in percentage, as of 2021

and cold preparations”, because the main therapeutic
effect is its antitussive effect. Methadone and bupre-
norphine have several ATC codes and belong to both
subgroups “NO2A" and “NO7BC — Drugs used in opio-
id dependence”, due to their therapeutic indications.

It should be noted that most opioids were repre-
sented by several dosage forms (DF) that allowed the
doctor to prescribe medicines in compliance with the
Protocol. The Protocol was registered as the Order of
the MHU dated April 25, 2012 No 311 and developed
based on adapted clinical guidelines “Pain Control”,
based on the principles of evidence-based medicine,
taking into account modern international recommen-
dations [2]. However, not all opioids were used to treat
chronic pain, such as methadone or buprenorphine,
which were primarily used for opioid substitution
therapy. The turning point in the formation of the
opioids range was the registration in Ukraine:

In 2013, morphine sulphate in the form of tablets
[17]1, enabled patients to receive adequate analgesia
with non-invasive dosage forms, as well as the state’s
compliance with obligations to incurable patients in
terms of providing adequate medical care.

In 2016, oxycodone (prolonged-release tablets),
was used as an alternative analgesic for patients
intolerant to morphine.

In 2017, morphine in the form of an oral solution
was the drug of choice for pain relief in children.

As of 2021, all opioids on the Ukrainian market
were represented by different DF such as parenteral
(solution for injection), oral (tablets, capsules), and

transdermal drug delivery systems (patches) (Fig. 1a).
Almost two thirds (61%) of the range were parenteral
DF, almost a third (31%) — were oral DF and the smal-
lest group (8%) — had transdermal patches.

Opioids registered in Ukraine were represented
by manufacturers of different countries. AlImost two
thirds (63.2%) of the range of medicines were of
Ukrainian origin. The rest of the opioids was produced
by Slovakia / Latvia (joint production) and India (3 or
7.9% of drugs each), Latvia and Italy (2 or 5.3% each),
Belgium, Korea, Switzerland and Germany (1 or 2.6%
each) (Fig. 1).

Among domestic producers, the dominant po-
sition (58.3% of TN) was occupied by Zdorovye Na-
rodu, LTD (Kharkiv), the other producers were, in
particular: InterChem (16.6%), JSC Farmak (12.5%),
LLC Farmex Group (4.2%), PJSC SIC Borshchahivskiy
CPP (4.2%), LLC Yuria-Pharm (4.2%) (Fig. 2).

The need to develop various applications and clini-
cal recommendations was related to the peculiarities
of therapy of some categories of patients (patients
with tuberculosis, HIV/AIDS, cancer), specific groups
of medicines used and their interactions. Due to the
growing number of patients with limited life expectan-
cy and incurable diseases, the issue of creating special
formularies and clinical protocols for palliative care
is extremely important. Specialists of the “Institute
of palliative and hospice medicine of the MHU" have
formed a list of medicines, recommended for the tre-
atment of chronic pain in palliative oncology, as well
as adjuvant drugs for symptomatic therapy. This list
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Figure 2. Rating of domestic producers by the number
of registered trade names of opioids (in percentage)

became the basis for the draft of the Drug Formulary
for Palliative and Hospice Care (2009) and was inc-
luded for the first time in the Formulary (2nd issue,
2010) in the form of Annex 8 “Palliative and Hospice
Care Drug Formulary”. As of 2021, thirteen issues of
the Formulary have been published in Ukraine, which
contains recommendations on the rational use of
medicines, considering efficacy, safety and economic
feasibility [14, 15].

Therefore, the next stage of the present study was
the analysis of the formulary range of opioids in the
dynamics, for which was selected the Formulary Annex
8 of 2-13 issues (2010-2021). The range of subgroup
“NO2A Opioids” until the 6th issue did not change
and had 10 opioids INN (Table 2). It should be noted
that for the first time in the 5" Formulary issue the
changes to the formulary chapter “Morphine” were
made (the dosage for the use of morphine sulphate
in tablets was included).

From the 6th to the 9th Issue of the Formulary, due
to the expiration of the hydromorphone registration
certificate, the range of opioids was reduced to 9 INN.
The 10th and 11th Issues of the Formulary contained
9 INN of opioids (due to the registration certificate
expiration the combination of tramadol with parace-
tamol was excluded), the 12th and 13th — 8 INN of
opioids (due to the registration certificate expiration
the combination of paracetamol, dicycloverine and
dextropropoxyphene was excluded).

The above-mentioned Protocol is important in
the proper appointment of opioids. The National
List plays a significant role in the state regulation
of drug prices, as well as in drug availability to the
population, as this list includes qualitative, safe and
cost-effective drugs needed to provide medical care
in health care facilities of all types of ownership [5].
Therefore, the next stage of the present study was
a comparative analysis of the range of opioids inc-
luded in the current regulations — the Register, the
Protocol, the Formulary (13th issue) and the National
List (Table 3).

The list of opioids registered in Ukraine was almost
identical to that in the Protocol (12 drugs). However,
in the Formulary and the National List the number of
opioids was much lower (8 and 5 drugs, respectively).
It should be noted that oxycodone was not included
in the Formulary and the National List, which was
probably due to the recent state registration, as well
as its use as a second-line drug. Hydromorphone
was listed only in the Protocol, as of 2021 it was not

Table 2. Comparative analysis of the range of formulary opioids for palliative and hospice care

International non—proprietary name

Issue of State Drug Formulary (SDF)

of opioid 2 3 4 5 10
1 Buprenorphine + + + + + + + + + + + +
2 Butorphanol + + + + + + + + + + + +
3 Hydromorphone + + + + - = = = - — _ _
4 Morphine T S S
5 Morphine + noskapine + papaverine s s ot 4 4 ot 1+ ot + + + +
+ codeine + thebaine
6 Nalbuphine + + o+ o+ o+ o+ o+ + o+ o+ o+
Paracetamol + dicycloverine + + + + +  + + + + + - -
+ dextropropoxyphene
8 Tramadol +  + +  + + + + +  + + +  +
9 Tramadol + paracetamol + + + + + + + + - = - -
10  Trimeperidine s + + + + + + + + + + 4
11 Fentanyl + + + + + + + + + + + +
Total INN M1 11 1 11 10 10 10 10 9 9 8 8
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Table 3. List of international non-proprietary names of opioids for the treatment of chronic pain in regulato-
ry documents

No. International non-proprietary State Register Unified clini-  State Drug National List
name of opioid of Medicines cal protocol Formulary of Essential
(13th issue) Medicines
1 Morphine + + +
2 Hydromorphone - - +
3 Codeine + - —
4 Oxycodone + +* - +
5 Morphine + noskapine + papaverine  + + + —
+ codeine + thebaine
6 Morphine + noskapine + papaverine  + - - -
+ codeine
7 Fentanyl + + + -
8 Methadone + +** —HkE +
9 Buprenorphine + + + +
10 Butorphanol + + + +
11 Nalbuphine + + + —
12 Tramadol + + + -
13 Trimeperidine + + + -
Total number of INN 12 12 8 5

*In the text of the clinical guidelines there is information about oxycodone, however, due to the lack of drugs on the
market at the time of the creation of the Protocol, it was not specified in the list of recommended opioids; **The text
of the Protocol and the clinical guidelines indicates the use of methadone only as an alternative, due to the difficulty of
correct dose titration when changing opioid; ***Methadone in the Formulary is listed in the section ,,Opioid receptor
agonists” as a drug primarily for the treatment of opioid dependence

registered in Ukraine, and, accordingly, could not be
included in the Formulary or the National List.

The use of opioids

In Ukraine, information on opioid consumption has
not been properly systematized for a long time, and
the first steps toward careful data collection began in
2014. Thus, the analysis of domestic statistics revealed
that the rate of morphine consumption in Ukraine in
2014 per capita was almost 8 times lower than the
world average and 16 times than in Europe [18].

In 2016-2018, specialists from the NGO “Institu-
te of Analytics and Advocacy” with the support of
the International Renaissance Foundation conducted
a study of data on opioid consumption in Ukraine
[16]. According to the data obtained for 2012-2016,
the volume of morphine use in healthcare facilities
increased slightly (in 2015) and subsequently decre-
ased in 2016 (Fig. 3).

Analysing data on the prescription dispensing of
morphine DF in pharmacies, the rapid trend of growth
was noticeable (Fig. 4).

Analysis of the morphine consumption level by
DF has shown that before 2013, the pharmacies sold
only morphine in injections, and since 2013, due to
the registration of the tablet DF, the consumption of
oral morphine began to grow rapidly (Fig. 5).

Unmet needs

Comparing the range of opioids on the Ukra-
inian market with the range in leading world recom-
mendations (WHO, IAHPC, EAPC) [5, 19, 20], it should
be noted that its content was fully consistent with the
above lists, that is all opioids indicated in the guide-
lines are registered in Ukraine (Table 4).

Despite the increase in the range of opioids, the
territorial availability, namely a small number of phar-
macies licensed to retail narcotic and psychotropic
drugs, still remains the problematic barrier to obtaining
adequate pain relief for palliative patients. Thus, accor-
ding to the State Service of Ukraine on Medicines and
Drugs Control, there are 21,294 pharmacies in Ukraine
licensed to dispense medicines, and only 378 pharma-
cies (1.8%) have a license to sell narcotic drugs [21].
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Over the last 10 years, especially since 2013, the
changes in the regulatory documents on the medi-
cal use of opioids in Ukraine have occurred [22], in
particular regarding the writing of prescriptions on

opioids for palliative care patients: the maximum
dose of dispensing on one prescription and the local
attachment of a pharmacy to health care facility
have been cancelled. The purpose of these changes
was to simplify the complicated process of obtaining
adequate pain relief for patients so that this was
a turning point in the context of opioid circulation
and prescribing.

Discussion

Analysis of the range of opioids in the pharma-
ceutical market of Ukraine showed that since 2013 in
Ukraine there have been several changes, both in
terms of registration of new drugs and in terms of
changes to regulations on opioids circulation. The-
refore, it is safe to say that there was a significant
breakthrough in the availability of opioids for patients,
as evidenced by the registration of oral morphine, as
well as the improvement of domestic legislation on
opioid circulation.

The results of the analysis have shown that 12 INN
of opioids were registered in Ukraine, and all of the-
se opioids were included in the Protocol. However,
only 8 INN (66.7%) of opioids were included in the
Formulary of the latest edition. This legal document
was characterized by a tendency to reduce opioid
quantity during 12 editions — from 11 to 8 INN.
The National List contained only 5 opioids, which is
62.5% of the amount in the Formulary. This indicates
that physical and economic accessibility to opioids
was insufficient for patients with chronic pain during
inpatient treatment at the expense of state social gu-
arantees. According to the Lancet Commission main
barriers to increased access to palliative care and pain
relief are [23]:

— The focus of existing measures of health outco-
mes on extending life and productivity with little
weight given to health interventions that alleviate
pain or increase dignity at the end of life;

— Opiophobia, which refers to prejudice and misin-
formation about the appropriate medical use of
opioids;

— The focus, in medicine, on the cure and extending
life and concomitant neglect of caregiving and
quality of life near death;

— Limitations on patient advocacy due to the serio-
usness of illnesses;

— The focus on preventing non-medical use of inter-
nationally controlled substances (such as opioids)
without balancing the human right to access
medicines to relieve pain, unbalanced laws and
excessive regulation.
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Table 4. List of international non—proprietary names of opioids in the State Register of Medicines of Ukraine
and leading world recommendations (WHO, IAPHC and Essential Package of palliative care)

The international non—proprietary
name of opioid

State Register
of Medicines
of Ukraine

WHO's Essen-  Essential IAHPC list

tial Medicines  Package of of essential

List palliative care  medicines for
and pain relief palliative care

health services

1 Morphine + + + +
2 Hydromorphone - + - -
3 Codeine + a _ +
4 Oxycodone + + - +
5 Morphine + noskapine + papaverine + — — —
+ codeine + thebaine
6 Morphine + noskapine + papaverine + - - -
+ codeine
7 Fentanyl + + - +
8 Methadone + + = +
9 Buprenorphine + - - -
10 Butorphanol + - - -
11 Nalbuphine + — — —
12 Tramadol + - - +
13 Trimeperidine + - - -
Total number of INN 12 6 1 6

An Essential Package of palliative care and pain
relief health services, developed by the Lancet Com-
mission, contains the inputs for safe and effective
provision of essential palliative care and pain relief,
including lists of medicines (based on WHO's Essential
Medicines List), equipment and human resources. One
of the authors’ most important recommendations is
that immediate-release morphine is made available
in both oral and injectable formulations in the ap-
propriate and necessary dose for any patient with
moderate-to-severe pain or dyspnoea that cannot
be relieved adequately by other means. However, it
should be noted that only in 2013, the oral morphine
was registered in Ukraine for the first time, allowing
access to adequate pain relief.

As the morphine of immediate-release (injections
and tablets since 2013) is present in the pharmaceu-
tical market of Ukraine, it can be considered that re-
commendations of the Lancet Commission developed
in the Essential Package of palliative care and pain
relief health services were followed. Thus, it can be
concluded that the liberalization of the legislation has
improved the supply of opioids to patients, as well as
the increased prescription dispensing of morphine
tablets in pharmacies. However, due to the extremely
insufficient number of pharmacies licensed to sell

opioids (1.8%) and the lack of pain management me-
dical experts, more than 80% of patients still suffer
from pain and are often unable to obtain medicines.

Conclusions

In Ukraine as of June 2021, 12 international
non-proprietary names of opioids under 38 trade
names were registered, most of which were repre-
sented by several dosage forms that made it possible
for patients to receive adequate pain relief through
non-invasive therapy with oral forms. It was shown
that two-thirds (63.2%) of trade names of opioids
registered in Ukraine were of domestic origin.

The dynamics of the range of subgroup “N02A
Opioids” from the 2nd to the 13th issue of the For-
mulary was characterized by a decrease (from 11 to
8 international non-proprietary names) due to the
exclusion from the 6th issue of hydromorphone, from
the 10th issue — a combination of tramadol with
paracetamol, from the 12th issue — a combination of
paracetamol, dicycloverine and dextropropoxyphene.

In the Register and the Protocol, there was an al-
most identical list of opioids (12 drugs). However,
in the Formulary and the National list, this list was
much smaller (8 and 5 drugs, respectively). This indi-
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cates that physical and economic access to effective
opioids was insufficient for patients with chronic pain
during inpatient treatment at the expense of state
social guarantees.

Over the last 10 years, changes in the regulatory
documents on the medical use of opioids in Ukraine
have occurred, and this simplified the complicated
process of obtaining adequate pain relief by patients
and increased the prescription dispensing of morphine
tablets in pharmacies. However, according to the Mi-
nistry of Health of Ukraine statistics, more than 80%
of patients did not have access to analgesia due to the
legislation over-regulation, the hesitancy of doctors
to prescribe opioids and fear of criminal liability and
extremely insufficient number of pharmacies (1.8%)
that sell opioids for the population.
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