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IHPOPMALIA AHOTAUIA
Hapgjiiwna o pepakuii / Received: The aim of the work. To carry out a comparative analysis of the range of
12.11.2019 medicines used for the treatment of epilepsy in accordance with the provisions of
Micna goonpautoBaHHs / Revised: regulatory documents in Ukraine and the United Kingdom.
23.12.2019 Materials and Methods. The study used official data on the regulatory regulation
MpuiinATo o apyky / Accepted: of epilepsy pharmacotherapy, in particular, the recommendation of the British
23.12.2019 National Form (updated April 2018), the State Medicines Form (Issue 11, Ministry
of Health, Order No. 892 of 18.04.2019), Unified Clinical protocol of primary,
KnrouoBi cnoBa: emergency, secondary (specialized) and tertiary (highly specialized) medical
epilepsy; care for epilepsy in adults "(Order of the Ministry of Health of Ukraine of April
drug; 27, 2014 No. 276). The following methods were used: logical, system-analytical,
British National Formulary; comparative analysis and generalization of information.
National Medicines Formulary; Results and Discussion. According to the results of the analysis of the data
Unified Clinical Protocol. of the British National Form, it is determined that 19 anti-epileptic drugs under

the international non-proprietary name are recommended for the treatment of
epilepsy patients. When comparing antieptic drugs with drugs that are included in
the domestic regulatory provisions governing the provision of quality medical and
pharmaceutical care to patients, a number of differences were identified. These
differences include both the absence of certain medicines under the international
non-proprietary name and different approaches to the formation of patients'
pharmacotherapy lines. According to the results of a comparative analysis of the
composition of the range of recommended anti-epileptic drugs, the British National
Form with the State Form of Medicines found that only nine drugs of international
non-proprietary name were included in the national composition. Studies of anti-
epileptic drugs, according to the State Medicines Form, give grounds for claiming
the dominance of foreign-made drugs (68 % of the total number of anti-epileptic
drugs presented). Manufacturers of anti-epileptic drugs have been analyzed,
leaders in foreign and domestic companies have been established.
Conclusions. A number of differences have been identified between the
recommendations of the British National Form and the National Medicines Form and the
standardized clinical protocol for the treatment of epilepsy patients. Thus, there are only
9 antiepileptic drugs in the National Medicines Form, out of the 19 medicines listed in
the British National Form. The national protocol of treatment includes 12 drugs under the
international non-proprietary name. Analysis of the data of the State form of medicines
for anti-epileptic drugs, showed that the total number of medicines represented was 315
trade names, taking into account the forms of issue, the main share of this range was
formed by drugs of foreign companies, the ratio was 68 % to 32 %.
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Introduction. In order to ensure the rights of citizens
to receive quality and affordable medical and
pharmaceutical assistance from the state, it is necessary
to introduce a comprehensive approach that should be
based on the implementation of international legal
standards and their adaptation to the realities of
functioning of the national health care system. The
socio-economic significance of the problem of neurology,
in particular, epilepsy, is due to the negative trend in the
prevalence of this pathology in Ukraine and around the
world.

According to WHO, the total number of officially
registered epilepsy patients in the world is around 50
million. In this case, at least one attack during the life of
5 % of the population, and 20-30 % of patients are life-
long diseases [1]. About 100,000 patients with epilepsy
are registered in Ukraine. It should be noted that experts
estimate that this figure is low because many cases are
still undiagnosed.

Epilepsy is included in the heading of nerve diseases
according to MKH-10. Important socio-economic
consequences of this disease are disability, high risk of
complications, decreased quality of life of patients,
social disadaptation of the population [2]. In the
pharmacotherapy of epilepsy, the main purpose of the
use of anti-epileptic drugs (PEPs) is to control
unexpected seizures, while minimizing the relevant side
effects resulting from treatment. In the context of the
need to raise the level of social standards in society, the
issues of organizing the provision of effective medical
and pharmaceutical care for epilepsy patients are
emerging as urgent.

In recent years, extensive research has been
conducted by national scientists on organizational,
economic, marketing and pharmacoeconomic trends to
improve the provision of medical and pharmaceutical
care for patients with epilepsy. At the same time, the last
analysis was conducted in 2017 [3-5].

In view of the above, the aim of our study was to
analyze approaches to pharmacotherapy of epilepsy in
Ukraine and the United Kingdom.

Materials and Methods. The study used data from
the British National Formulary (BNF) (update April 2018),
the State Formulary of Medicines (Issue 11, Ministry of
Health of Ukraine from 18.04.2019 No. 892), a unified
clinical protocol of primary, emergency, secondary
(specialized) and tertiary (highly specialized) medical
care "Epilepsy in adults" (Order of the Ministry of Health
of Ukraine dated 27.04.2014, No. 276) [6-9]. During the
research, the following methods were used: logical,
system-analytical, comparative analysis and
generalization of information.

Results and Discussion. Part of the system of
standardization of medical care is the National
Formulary, whose purpose is to systematize information
on medicines and features of their clinical application.
The UK is one of the first countries in the world to

develop and implement a formulary system (since
1949) that is constantly being updated and improved.
The development of the BNF is carried out by the
British  Medical Association and the Royal
Pharmaceutical Society of Great Britain. The structure
of the BNF consists of sections that are intended for
medical specialists by specialization. Medicines are
indicated by international non-proprietary names (INN),
and specifies their clinical application. BNF included in
have clinically proven efficiency and safety. It should be
noted that in the European countries of the world, BNF
data are used as a standard to improve approaches to
the provision of medical and pharmaceutical care for
various diseases [6].

Given the above-mentioned comparative analysis of
the range of drugs for epilepsy pharmacotherapy in
Ukraine with BNF is relevant. As a result of the analysis
of the BNF content, it is determined that the
recommended form contains 19 anti-epileptic drugs
(AEDs) for INN, the use of which is aimed at blocking
attacks by individual types. The National Medicines
Formulary contains 9 anti-epileptic drugs with 19
medicaments, which are listed in the British National
Formulary. In the national state form there is no such
drugs as: oxcarbazepine, levetiracetam, piracetam,
ethosuximide, rufinamide, vigabatrin, tiagabine,
eslicarbazepine acetate, zonisamide, lacosamide.
These anti-epileptic drugs are drugs of the new
generation. Based on systematic analysis, as well as
clinical benefit, side effects, and cost-effectiveness,
NICE and the American Academy of Neurology's
updated guidance supports the onset of old-generation
AEDs [10]. It should be also noted that the provision of
pharmaceutical and medical care to patients with
different etiologies in the UK is funded by the National
Insurance Fund and the AEDs registry is much wider
than in Ukraine. In any case, in the treatment of
epilepsy, the main criterion for the choice of drugs is
the individual characteristics of the patient.

Unified clinical protocol of specialized medical care
for patients with epilepsy, where pharmacotherapy is
also ranked by type of seizures and treatment lines,
revealed a number of differences (Table 1).

The domestic Unified Clinical Protocol for Treatment
does not contain certain drugs for INN, namely:
ethosuximide,  rufinamide,  vigabatrin, tiagabine,
eslicarbazepine acetate, lacosamide, zonisamide. In our
opinion, a deeper study of the feasibility of their
application in Ukraine in providing medical and
pharmaceutical assistance is possible. It should be
noted that according to the BPF, ethosuximide is
prescribed to patients with absent attack types, both in
the first and second line of therapy. The BNF contains
sodium valproate, which is a salt of valproic acid, which
is included in the national unified clinical protocol. It
should be noted that since 2013, the FDA has considered
the above-mentioned medicines contraindicated in
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Comparative analysis of AEDs that are part of the BNF, the State Drug Formulary, the unified clinical protocol

ATC group AEDs

Presence AEDs

British national
formulary

State drugs formulary
(Nel1, 2019)

Unified clinical protocol

NO3AGO1 - valproate sodium +

+

NO3A X09 — lamotrigine

NO3A F01 — carbamazepine

NO3A A02 — phenobarbital

NO3A B02 — phenytoin

++ |+ |+

NO3A F02 — oxcarbazepine

NO3A X14 — levitiracetam

NO3A EO01 - clonazepam

NO6B X03 — piracetam

NO3A X12 — gabacentine

NO3A X11 — topiramate

NO3A X16 — pregabaline

1
4+ |+ [+ [+ |+ [+ ]+ +]|+]+

NO3ADO1 — ethosuximide

NO3AF03 — rufinamide

NO3AGO04 — vigabatrin

NO3AGO06 — tiagabine

NO3A F04 — eslicarbazepine acetate

NO3AX15 — zonisamide

B I e I e o e e o e I e A R o IS

NO3A X18 — lacosamide

women of childbearing age and pregnant, because of
the presence of teratogenic properties and the ability to
cause fetal defects.

Given the priority areas of treatment of patients,
namely the rational prescribing of drugs and the use of
drugs, taking into account the effectiveness, safety and
economic feasibility, it is important to conduct a detailed
analysis of the updated State form of drugs in the
direction "Medicines for the treatment of epilepsy".

Analysis of the data of the State Drugs Formulary,
shows that the major part of the pharmacotherapy of
patients with epilepsy is formed by the NO3A — anti-
epileptic drugs at ATC classification system, namely the
group NO3AA — barbiturates and their derivatives,
NO3ABO2 — anticonvulsants hydantoin, NO3AEO1 — anti-
epileptic drugs; benzodiazepine derivatives, NO3AF01
—antiepileptic drugs, carboxamide derivatives, NOSAGO1
— antiepileptic drugs, fatty acid derivatives and NO3AX
— other antiepileptic drugs.

It is established that the total number of AEDs per
INN is 9 drugs or 174 trade names of drugs. The
distribution of AEDs by ATC classification groups is
given in Table. 2. The leaders in the number of
represented drugs in the State Form are the group
NO3AX — other anti-epileptic drugs (77.14 % of the total
number of trade names).

Analysis regarding AEDs showed the following
dosage form (Fig. 1). Unconditional domination in the
state forms are solid dosage forms of drugs AEDs. Thus,
the time of the medicines in the form of capsules, tablets,
lyophilized powders for oral administration was 98.36 %,
which indicates the ease of use given the duration of
treatment.

It should be noted that a small proportion of drugs in
liquid form (solutions for injection, syrups).

According to the results of the analysis, in accordance
with the manufacturing companies, it is established
that 46 state-owned companies are represented in the
State Formulary of the AEDs, the majority of which are
foreign companies. The ratio of the share of foreign
production to domestic production is 68 % to 32 %. The
first place in the number of submitted AEDs belongs to
the domestic company LLC Pharma Start — 28 LP (or
8.9 % of the total number of submitted medicines), the
second place is occupied by a representative of foreign
manufacturers, namely the company KRKA, Slovenia
(24 LP or 7.6 %). Also, the leading manufacturers that
are included in the State Pharmaceutical Formulary
and have more than 10 AEDs offers were the companies
of Darnitsa Pharmaceutical Firm and San
Pharmaceutical Industries Ltd., India with 16 LPs,
Pfizer Deutschland GmbH, Germany with 15 sales

ISSN 2312-0967. Pharmaceutical review. 2019. Ne 4

83



dapMaKOeKOHOMIiKa

Pharmacoeconomics
Table 2
Analysis AEDs for epilepsy according to the National Formulary of drugs (Issue 11 update 04. 2019)
Quantity trade Number of trade names for
ATC-groupe Quantity INN names Part, % | the INN (including release | Part, %
forms)
NO3AA — barbiturates and 1 3 1,72 6 1,90
their derivatives
NO3AB — hydantoin 1 4 2,30 5 1,59
derivatives
NO3AF — carboxamide 1 23 13,22 30 9,52
derivatives
NO3AE — benzodiazepine 1 1 0,57 6 1,90
derivatives
NO3AG - fatty acid 1 23 13,22 25 7,94
derivatives
NO3AX — other anti-epileptic 4 120 68,97 243 77,14
drugs
Total 9 174 100 315 100
60,00 4 3705
50,00 -
40,98
40,00 -
X
E 30,00 -
=
-
20,00 -
10,00 -
000 | _EE BN mm =
capsules tablets sol. for  suspension poweder syrup
enjection lioph..

Fig. 1. Analysis AEDs for epilepsy recommended for dosage forms.

names PLIVA Croatia, Croatia — 14 LPs, Sandoz,
Slovenia — 13 drugs, Pharmaceuticals Inc., Canada —
12 and Balkanpharma-Dupnica JSC, Bulgaria — 10
items. The analysisinthe context of AEDs manufacturers
represented by the number of AEDs in State Formulary
of drugs shown in Fig. 2.

Based on the analysis range of medicines, used to
treat patients with epilepsy can claim a significant
dominance of foreign drugs, indicating the need to
introduce additional ways to stimulate domestic
producers of AEDs.

Summarizing data from a comparative analysis of
the range of medicines included in the BNF, the
State Pharmaceutical Formulary, the Unified Clinical

Protocol for primary, emergency, specialized and
highly specialized medical care for epilepsy patients,
it is possible to state the need for improvement and
review of the pharmacist approach European
standards and evidence of clinical evidence. It
should also be noted that in the UK there is a system
of reimbursement of the value of medicines, which
increases the availability of medicines for the
population. Unfortunately, in Ukraine, the main
payer is the patient. Therefore, the introduction of
full or partial reimbursement of medical treatment
will guarantee the receipt of quality, effective and
timely pharmaceutical assistance to patients with

epilepsy.
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Pharma start, Ukraine

KRKA, Slovenia

Sun Pharmaceutical Industries Ltd., India
Pharmaceutical firm Darnitsa, Ukraine
Ptizer Deutschland GmbH., Germany
PlivaHrvatska, Croatia

Sandoz, Slovenia

Pharmascience Inc., Canada

Balkan Pharmaceuticals, Bulgaria
Interchim, Ukraine

Pharmak, Ukraine

Alkem Laboratories Ltd., India
Zdorovyenarodu, Ukraine

Torrent Pharmaceuticals, India

Teva Operations, Poland

NobelIlac Sanayii, Turkey
GlaxoSmithKline pharmaceuticals S.A., Poland
Pharma GmbH, Austria
Kusumpharm, Ukraine

Zdorovye, Ukraine

Lupin Limited, India

ZentivaSaglik Urunleri, Turkey
Gedeon Richter RUS, Russia

Borshchagovsky chemicalpharmaceutical. .

Merkle GmbH, Germany

Kiev vitamines factory, Ukraine
World Medicine, Turkey

Technolog, Ukraine

KusumHealthcare Pvt. Ltd., India
Zambon Pharma, Italy/Germany
Dexcel Ltd ., Israel

Alkaloid AD Skopje, Macedonia

Stada Arzneimittel AG, Germany
Sanofi Winthrop Industrie, Ftance
Actavis, Greece

Jansgen-Cilag S p.A., Italy/USA

uniter liquid manufacturing, France
Pharma International Company, Jordan
Asrafarm, Ukraine
Kievmedpreparat, Ukraine

Dr. Reddy's, India

Gedeon Richter Ltd., Hungary

Sanofi S.P.A., Ttaly

Novartis Pharma, Italy
Kern pharma, Spain
Chemopharma, Serbia
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Fig. 2. Analysis manufacturers of AEDs by the number of forms submitted by the State drugs formulary.

Conclusions. 1. The results of the BNF analysis
showed that the recommendations for the treatment of
epilepsy included 19 AEDs for INN, the effect of which is
aimed at blocking seizures by individual. Medicines for
INN. Ithas been proved that oxcarbazepine, levetiracetam,
piracetam, etosuximide, rufinamide, vigabatrin, tiagabine,
eslicarbazepine acetate, zonisamide, lacosamide are not
available in the State Drugs Form. Analysis BNF
comparison of antiepileptic drugs with drugs that are
national uniform clinical protocol also made it possible to
establish that AEDs such as ethosuximide, rufinamide,

vigabatrin, tiagibine, eslicarbazepine acetate, lacosamide,
zonisamide available.

2. Analysis of AEDs that are recommended by the
State Drugs Formulary shows that the bulk of patients
with epilepsy pharmacotherapy form the medicines
group NO3A — antiepileptic drugs. The total number of
drugs per group was 315 trade names. Leaders in the
number of proposals are NO3AX — other anti-epileptic
drugs (243 medicines).

3. An analysis of the dosage forms of anti-epileptic
drugs recommended by the State Drug Formulary

ISSN 2312-0967. Pharmaceutical review. 2019. Ne 4

85



dapMaKOeKOHOMIiKa
Pharmacoeconomics

showed that the bulk of the preparations is in solid forms  of which are foreign companies. The ratio of the share of
(capsules, tablets, lyophilized powders) — 98.36 %, foreign production to domestic production is 68 % to
which indicates the convenience in the application with 32 %.
regard to the duration of treatment. KoHnikT iHTepeciB: BigCyTHIA.

4. The analysis is relatively manufacturers Conflicts of interest: authors have no conflict of
demonstrated that AEDs are 46 manufacturers, the bulk interest to declare.

NOPIBHANBHWIA AHAMI3 MIAXOAIB A0 ®APMAKOTEPANI NIKYBAHHS ENINIENCIT B YKPAIHI TA
BE/IMKOBPUTAHII

A. B. Bonkosa, 0. B. Kopx, H. B. OneiiHikoBa, 0. /1. 3aiiueBa, /1. B. TepeweHko

HauyioHanbHUl chapmayesmuyHuli yHisepcumem, XapkKis
socpharm@nuph.edu.ua

Meta poGoTu. NpoBefeHHS MOPIBHAMIBLHOIO aHasliy acopTMMEHTY fiKapCbkux npenapariB, SKi 3acTOCOBYHOTb /15
NiKyBaHHS eninencii BignoBigHO 40 NOOXEHb HOPMATUBHMX AOKYMEHTIB B YKpaiHi Ta y Benukilii Bputaii.

Martepiann i metoau. [ig yac [OCMIIKEHHS BUKOPUCTAHO OCILifiHI AaHi HOPMAaTVBHO-MPAaBOBOrO PeryoBaHHA
hapmakoTepanii eninencii, 30kpema, pekoMmeHgauii bputaHcbkoro HauioHasibHoro ®opmynapy (OHOB/IEHHS KBiTeHb 2018 p.),
[epxaBHoro chopmynspy nikapcbkux 3acobis (Bunyck 11, Hakaz MO3 Ykpainu Big 18.04.2019 p. Ne 892), YHichikoBaHOro
KNiHIYHOrO NPOTOKONY MEepPBUHHOI, EKCTPeHOi, BTOPMHHOI (creujiasiizoBaHol) Ta TPEeTUMHHOI (BMCOKOCMeLiasii3oBaHoT)
MeamM4yHoT gonomoru eninencii y gopocnux (Hakaz MO3 Ykpainu Big 17.04.2014 p. Ne 276). Bynu BukopuctaHi MetToau:
NOTIYHWIA, CUCTEMHO-aHaNITUYHWIA, NOPIBHAIbHUIA aHaUTi3 Ta y3ara/ibHeHHS iHopmaLil

Pe3ynbraTu ii 06rosnpeHHs. 3a pesynsraramv aHanidy gaHux bputaHcbkoro HauioHasibHoro ®opmMynsipy BUSHa4eHo, Lo
[N NiKyBaHHs XBOPUX Ha enifiencito pekoMmeHgoBaHo 19 npoTueninenTuyHUX npenaparis 3a MKHapOLHOK HenaTeHTOBaHO
Ha3Boto. [pu 3icTaBNeHHI NPOTMENiNeNnTUYHMX NpenapariB i3 npenaparamu, L0 YBIALWAN A0 BITYM3HAHMX HOPMATUBHO-
NpaBoBUX NOJIOXEHb, SIKi PErY/II0I0TL HaAAHHSA AKICHOT MeANYHOT Ta hapmaLeBTUYHOT f0MOMOTM XBOPUM, BCTAHOB/IEHO PAL,
po36ixHOCTel. [aHi BiAMIHHOCTI BK/IHOYAOTh SK BiACYTHICTb MEBHMX JTiKAPCbKMX NpenapariB 3a MiXKHAapOAHOK HenaTeHTo-
BaHOL0 HA3BOI0, Tak i Pi3Hi Miagxoam Ao hopMyBaHHS iHil hapmakoTepanii XBopux. 3a pesynbTatamu NOPiBHANBLHOMO aHaizy
cKnafly acopTUMEHTY PEeKOMEHAOBaHMX MPOTUEMNINENTUYHUX npenapaTis bputaHcbkum HauioHanbHUM PopmMynsapomM 3
[JepxaBHM hopMynsipoM MikapCbknx 3aco6iB BCTAHOB/IEHO, LLO 40 CKNaAy BITYM3HAHOrO yBIWAW nvwe 9 npenaparis
3a MKHapOAHO HenaTeHTOBAHOK Ha3BOo. JoCnifpKeHHsA NpoTUeninenTuYHMX npenaparis, 3rigHo 3 gaHumun [lepxaBHoro
chopmynspy nikapcbknx 3acobis, JatoTb MiACTaBM CTBEPXYBATU MPO AOMiHYBaHHS NiKapCbKnX npenapaTtiB iHO3eMHOro
BMPOOHULTBA (68 % Bif 3arasibHOT KiNIbKOCTI NpeAcTaB/eHnX NpoTMeniNenTMYHUX npenaparis). MNMpoaHanizoBaHo ipMu-
BMPOOGHUKM NiKapCbKUX NpenapaTiB, BCTAHOB/IEHO Nifepy Cepeg, iHO3EMHMX Ta BITYN3HAHUX KOMMAHIiA.

BUCHOBKW. BCTaHOBNEHO psf BiAMIHHOCTEA MiX pekoMeHgauismy BpuTaHcbkoro HauioHanbHoro ®opmynspy Ta
[epxaBHoro hopmynspy NikapCbkMx 3aco6iB, a TakoX YHiI(DIKOBAHUM KJ/1iHIYHUM MPOTOKO/IOM JliKyBaHHS XBOpPMX Ha
eninencito. Tak, y JlepxxaBHoMy hopMy/isipi NiKapCbKnx 3ac06iB NPUCYTHI iMwe 9 npenapariB NpoTMeninenTuyHoT Al 3 19
nikapcbknx npenaparisB, sKi 3a3HayeHi y cknagi bputaHcbkoro HauioHasibHoro ®opmynspy. [0 BiTYHU3HAHOTO NMPOTOKONY
NiKyBaHHSA BK/IOYeHo 12 npenaparis 3a MiXKHAPOAHOI HEMaTeHTOBaHO Ha3BOI.

AHani3 gaHunx [lepxxasHoro hopmMyisapy NpoTueninenTuyHMX npenaparis nokasas, WO 3arasibHa KislbKiCTb NpeAcTaB/eHnX
nikapcbkux npenaparis cknagana 315 ToproBmx HaliMeHyBaHHb 3 ypaxyBaHHAM (hopM BUMYCKY, OCHOBHY YacTKy AaHOro
acopTUMeEHTY chopmyBann npenapaty iHO3eMHUX KOMMNaHii, CNiBBiAHOLIEHHS CTaHOBUI0 68 % [0 32 %.

KniouoBi cnoBa: eninencis; nikapcbknii npenapar; BpuTaHcbkuid HauioHanbHuii dopmynsp; AepxaBHuii doopmMynsp
NiKapCcbKnx 3ac06iB; YHihikoBaHWIA KNiHIYHNIA NPOTOKO/.

CPABHUTE/IbHbINA AHANN3 NMNOAXOA0B K ®APMAKOTEPAMUU NEYEHUSA 3NUIENCUA
B YKPAUHE N BETMKOBPUTAHUN

A. B. BonkoBa, 0. B. Kopx, H. B. OneiiHukoBa, 0. /1. 3aiiyeBa, /1. B. TepeLeHKo

HayuoHa/ibHbIl thapmayesmuyeckull yHusepcumem, XapbKos
socpharm@nuph.edu.ua

Lenb paﬁOTbl. MpoBeneHne cpaBHUTENBHOIO aHaIM3a acCopTUMEHTA SIEKAPCTBEHHbLIX Npenaparos, NPUMeHAeMbIX 414
JNle4yeHns anusencum B COOTBETCTBUM C MOSTIOXKEHUAMU HOPMATUBHbIX JOKYMEHTOB B YKpauHe 1 B Be}'lVIKOGpI/ITaHI/II/I.
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Matepuansl n metogbl. B xoae vccnenoBaHns 6biay MCNOb30BaHbl OpULMasbHbIe faHHble HOPMAaTMBHO-NPaBOBOIo
perynupoBaHns thapmakoTepanvn anuaencum, B 4aCTHOCTU, pekoMeHaaumn BputaHckoro HauuoHansHoro dopmynspa
(o6HoBneHne anpens 2018 r.), FocyaapcTBeEHHOrO hopmysisipa JIeKapCTBEHHbIX cpeAacTB (Bbimyck 11, mpukaz MO3
YkpanHbl oT 18.04.2019 1. Ne 892), YHUMLMPOBAHHOIO K/IMHMYECKOrO MPOTOKOA MEPBUYHONM, SKCTPEHHOM, BTOPUYHOM
(cneymann3npoBaHHO) U TPETUYHOW (BbICOKOCMNELMA/TM3NPOBAHHOR) MeANLMHCKOM NOMOLLM NPY 3NUAENCUN Y B3POC/IbIX
(npuka3 MO3 YkpaunHbl 0T 17.04.2014 r. Ne 276). Bblnn NCNonb30BaHbl METOAbI: JTOTMYECKNIA, CUCTEMHO-aHASTUTUYECKUIA,
CpaBHUTE/bHBIV aHaM3 1 0606LeHe MHChopMauun.

Pe3ynbratbl M 06cyxaeHue. o pesynsrataMm aHamsa gaHHbix BputaHckoro HauuoHanbHoro dopmynsipa onpegeneHo,
4YTO ANA NevyeHns 60MbHbIX anuaencuein pekoMmeHayetcsa 19 NpoTMBO3NUAENTUYECKNX NPenaparoB N0 MeXAyHapOAHbIM
HenaTteHTOBaHHbIM Ha3BaHWAM. [Mpu COMOCTaBAeHUV NPOTUBO3NUAENTUYECKUX MpPenapaToB C npenaparamu, KoTopble
BOLI/IN B OTEYECTBEHHbIE HOPMATMBHO-NPABOBbLIE MOJIOXKEHUS, PEeryvpylowme npefocTaBneHne KadeCTBEHHON
MeOMUMHCKON 1 dpapmaleBTMYECKO MOMOLLM 60/bHbIM, Obl1 YCTAHOB/IEH PS4 pasHoriacuii. [aHHble pasnnuuns
BK/IIOHAIOT KaK OTCYTCTBME OMNpeAesieHHbIX J1IeKapCTBEHHbIX MpenapaToB MO MeXAyHapoAHbIM HenaTeHTOBaHHbIM
Ha3BaHVAM, Tak M pas/InyHble NOAXOAbl K (hOPMUPOBaHMIO HanpasneHns dpapmakorepanuy 60nbHbIX. Mo pesynsratam
CpaBHMTENBLHOIO aHa/In3a cocTaBa acCopTMMEHTa PEKOMEHA0BaHHbIX MPOTUBO3NW/IENTUYECKMX NpenapaToB bputaHckum
HaupoHanbHbiM ®opmynspom ¢ FocyaapcTBEHHbIM (hOPMY/IAPOM NIEKAPCTBEHHBIX CPEACTB YCTAaHOB/IEHO, YTO B COCTaB
OTEYECTBEHHOrO BOLWAM TONbLKO 9 npenapartoB MO MeXAyHapOoAHbIM HenaTeHTOBaHHbIM Ha3BaHusM. ViccnepoBaHue
NPOTMBO3NNIENTUYECKNX MPENAPATOB COIMacHO AaHHbIM [0CyAapCTBEHHOrO DOPMYy/isipa 1eKapCTBEHHbIX CPEACTB AatoT
OCHOBaHUs yTBEPXAATb O AOMVHNPOBAHMMN JIEKAPCTBEHHbIX NpenapaToB MHOCTPaHHOro nponseoacTea (68 % oT oblero
KONM4yecTBa NpeacTaB/eHHbIX NPOTUBO3NWIENTUYECKMX MpenapaTos). [poaHaM3npoBaHbl (UPMbI-NPOU3BOAUTENN
NeKapCTBEHHbIX Mpenaparos, onpeaeneHbl NAepbl CPean MHOCTPaHHbIX Y OTEYECTBEHHbIX KOMMaHWA.

BbiBOAbl. YCTaHOBMAEH psiA pasimunii Mexay pekomeHgaumsmu BpuTtaHckoro HauyuwoHanbHoro ®opmynsipa u
locypapcTBeHHOro hopMysisipa IeKapCTBEHHbIX CPEACTB, & Takke YHU(MLMPOBAHHbLIM KTMHUYECKUM MPOTOKOIOM JIEHEHUS
60/bHbIX anunencueii. Tak, B FocygapcTBeHHOM (hopmynsipe NekapCTBEHHbIX CPeACTB NPUCYTCTBYHOT NULLb 9 NpenapaTos
NPOTMBO3NNIENTUYECKOrO AEeNCcTBUS M3 19 s1leKkapCTBEHHbIX MpenapartoB, KOTOpble yka3aHbl B cOCTaBe BpuTaHckoro
HauunoHanbHoro ®opmMynspa. B OTeuyeCTBEHHbI NPOTOKO/T fleYeHMsT BKAYEHbl 12 npenaparoB MO MeXAyHapoaHbIM
HenaTreHTOBaHHbIM Ha3BaHVAM.

AHanu3 faHHbIX FocyaapcTBeHHOro hopmynspa NpoTUBO3NWIENTUYECKMX NPenapaToB Nokasas, YTo obLee KONMYecTBo
npeAcCTaB/IeHHbIX JIEKAPCTBEHHbIX NpenaparoB cocTaBwi0 315 TOProBbIX HaVMEHOBaHWi € yvyeTom (DOpPM BbIMyCKa,
OCHOBHYIO [10/110 JAHHOTO acCopTUMEHTa hopMm1poBay Npenaparbl MHOCTPaHHbIX KOMMaHWii, COOTHOLLEHNE COCTaBAAN0
68 % Kk 32 %.

KntoueBble crioBa: anunencusi; IekapCTBEHHbIN Npenapat; bputaHcknii HaumoHanbHbIli ®opmynsp; FocyaapcTBEHHbIN
hopmMynsip NeKkapCcTBEHHbIX CPEeACTB; YHUIULMPOBAHHbIV KNTMHUYECKMIA NPOTOKO/.
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