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MODERN METHODS OF STANDARDIZATION OF HOMEOPATHIC MEDICINES IN UKRAINE
AND IN THE WORLD

The article considers the requirements of regulatory documentation for the standardization and quality of homeopathic
medicines and the possibility of their use in a homeopathic pharmacy.

Purpose. Conduct a problem-target analysis and summarize data on standardization of homeopathic medicines and determine
promising directions of homeopathic pharmacy in Ukraine.

Methods: information and search, structural and logical, comparison, generalization.

Results. The main priority direction of the state policy of Ukraine in the sphere of providing the population with medicines is to
ensure the availability of affordable, high-quality medicines on the pharmaceutical market. Homeopathic medicine has repeatedly
proven its effectiveness in the treatment of a wide range of diseases, so there is a constantly growing demand for homeopathic
medicines, both in Ukraine and in Europe. Therefore, the safety and quality of homeopathic medicines have become an urgent issue
of modern pharmacy and medicine. The quality of homeopathic medicines depends not only on the quality of the manufacturing
process, but also on the quality of the raw materials used. Analyzing the regulatory documentation, it was established that if
the homeopathic preparation includes active substances in low potencies, they can be analyzed according to the «identification»
indicator, if in high potencies, it is recommended to evaluate homeopathic medicinal preparations according to organoleptic and
general quality indicators characteristic of this species medicinal form, or apply a clinical quality control method. Differences in
the quality control of various homeopathic medicinal forms were revealed during the analysis and generalization of data from
homeopathic pharmacopoeias of different countries of the world.

Conclusions. For the production of high-quality and safe final products, it is necessary to develop a specialized regulatory
document - the Ukrainian Homeopathic Pharmacopoeia, which will help unify the requirements for the quality of homeopathic
medicines.

Key words: standardization, homeopathy, medicine, pharmacopoeia, regulatory documentation.
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Jlinia BumHeBcbKa, CBiTsiaHa OuiiiHuk, MapuHa Bypsak, Bikrtopia Ilyab-JlysaH, TeraHa KoBajiboBa,
Bosiogumup Kosanbo. CYYACHI METOAU CTAHAAPTHU3ALIII TOMEONIATUYHUX JIIKAPCbKHX 3ACOBIB
B YKPAIHI TA Y CBITI

Y cmammi pozeasdaromucs eumozu HopmamueHoi dokymenmayii do cmaHdapmuszayii ma sikocmi 20MeonamuyHux
JIKAPCbKUX 3aCc00i8 ma MoxcAu8icmb iX 3acmocy8aHHsl 8 2oMmeonamu4Hili anmeyi.

Mema. IIposecmu npobaemHo-yinbogull aHaai3 ma ysazaavHumu daHi cmocosHo cmaHdapmusayii 2omeonamu4Hux
JIKAPCbKUX 3aco0ie i gU3HaYuUmMu nepcnekKmueHi Hanpsmu 2zomeonamuyHoi gapmayii 8 Ykpaini.

Memodu: ingpopmayiiiHo-nowykosull, CmpyKmypHo-/102iYHUll, NOPIBHSAHHS, y3A20/1bHEHHSI.

Pe3yasmamu. OCHOBHUM NpiopumemHuM HANPSAMKOM depiicasHoi noaimuku Ykpainu y cgepi 3a6e3nevyeHHst HaceneHHs
AiKapcbKumu 3acobamu € 3ab6e3nedeHHs1 HAsiBHOCMI HA apmayesmuyHOMy PUHKYy 0OCMYNHUX, SKICHUX JIKAPCbKUX 3acobis.
TomeonamuyHa meduyuHa HeodHOpa3oso dosesna €800 epekmusHicmb npu AIKY8AHHI 8eaUK020 Cnekmpy 3aX80pH8aHb,
momy nocmiiliHo chocmepizaembsbcsi 3pocmarduli nonum Ha 2omMeonamuvHi AiKapcebKi 3acobu, six 8 Ykpaiui, mak i e €sponi.
Tomy, 6esneka ma AKiCmb 20MeONAMUYHUX Npenapamie cmaau dKkmya/abHUM NUMAHHAM cyyacHoi papmayii ma meduyuHu.
Axkicmb 2oMeonamuyHuUx npenapamie 3a1excums He auule 8id sIKocmi npogedeHHs: MexHO/102iYHO20 npoyecy supobHUYmsa, a
il 8I0 sIKOCMI CUPOBUHU, WO BUKOPUCMOBYEMbCS. AHANI3YHOHYU HOPMAMUBHY OOKYMeHMAayiio, BCMAaHO8.1eHO Wo, AKWO Ao cKaady
20mMeonamuyHo20 npenapamy 8xo0simv AKMUBHI pe4o8UHU 8 HU3bKUX NOMEHYIsX, X MOXCHA npoaHalizysamu 3a NOKA3HUKOM
«idenmugpikayis», SKWO y BUCOKUX NOMEHYISLX, MO 20MeonamuyHi JAiKapcbki npenapamu pekoMeHO08aHO OYiHweamu
30 0p2aHO/eNMUYHUMU Ma 3020/AbHUM NOKA3HUKAMU SIKOCMI, XapakmepHumu 05 0aHozo eudy aikapcbkoi gopmu, abo
3acmocogygamu KAiHiYHULl Memod KoHmpoJr sikocmi. Busiesneno eidminHocmi y koHmpoai sikocmi pi3HUX 20Meonamu4Hux

Alkapcskux gopm nid wac aHaizy ma y3a2anbHeHH 0aHUX 20meonamuyHux @apmaxonell pisHux kpai cgimy.
BucHoeku. /las eupobHuymea sikicHoi ma 6e3neuHoi 2omoeoi npodykyii Heob6xi0Ho po3pobumu cneyianizogaHull
HopmamueHulli dokymeHm - YkpaiHcoky [omeonamuuHy Dapmakonero, sska donomodxce yHigpikysamu eumozau do sikocmi

comeonamu4vHux /liK(lpCbK'UX 3acobie.

Kawouosi ci1oea: cmandapmu3sayis, comeonamisi, Aikapcokull 3aci6, hapmaxonesi, HOpMamueHi doKyMeHmu.

Introduction. Homeopathic medicines have been
used effectively for many decades. Despite the signifi-
cant progress of modern organic chemistry, which en-
sures the production of high-quality synthetic biologi-
cally active substances, the popularity of homeopathic
medicines throughout the world is constantly growing,
which is due to their mild effect and the practical ab-
sence of side effects and addiction [1].

Homeopathic treatment's place and regulations in
the health care system vary from country to country, but
the use of homeopathic medicines as over-the-counter
medicines is increasing in many parts of the world.
Europe remains the largest consumer of homeopathy
(Fig. 1). The growing demand for homeopathic medi-
cines can be explained by the fact that the homeopathic
method of treatment has long proven its effectiveness
in the fight against a wide range of diseases. The pro-
duction volume of homeopathic medicines in the world
has grown almost 10 times over the past 20 years [2].

Other EU
contries; __
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A

Ttaly; 15%_~"

Spain; 5% France; 35%

Germany;
30%

Fig. 1. The level of consumption of homeopathic
medicines in different countries

Serial production of homeopathic drugs in Ukraine
is currently carried out by the following manufacturing
companies: CJSC «National Homeopathic Union» (Kyiv),
LLC «<Homeopathic Firma «Peak Crimea» (Sevastopol),
"Homeopathic Pharmacy” (Kharkiv, Kyiv, Odesa, Terno-
pil, Uzhhorod, Lviv, Chernihiv, Lutsk), «Lucky-Pharma»
LLC (Kyiv). Today, domestic manufacturers ensure that
the assortment of the pharmaceutical market is filled
with more than 170 homeopathic drugs. Industrial
homeopathic drugs enter the pharmaceutical market
of Ukraine from well-known global manufacturers.
The main import of complex homeopathic medicines
to Ukraine is carried out by foreign companies: Germa-
ny (DHU, Neel, Vionogisa, Nomvioga, Dr. Taiss), Austria
(R. Vitneg), the USA (Votanisal Laboratories Inc.) and
France (Boiron) (Fig. 2) [2].

Given the worldwide increase in the use of home-
opathic medicines by the population and the rapid ex-
pansion of the global market, the safety and quality of
homeopathic medicines have become a pressing issue
for health authorities, the pharmaceutical industry
and consumers. The safety of homeopathic medicines
mainly depends on their quality. The requirements
and quality control methods for finished homeopathic
medicines are much more complex than for chemical
preparations, especially for combined or complex ho-
meopathic medicines. In addition, the quality of home-
opathic medicines depends on both the quality of the
manufacturing process and the quality of the raw ma-
terials used [3].

The purpose of the article. Conduct a problem-tar-
get analysis and summarize data on standardization of
homeopathic medicines and determine promising di-
rections of homeopathic pharmacy in Ukraine.
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1 /DHU-Arzneimittel GmbH & Co. KG

2 | Biologische Heilmittel Heel GmbH

3 ) Bionorica

4 ) Homviora

5‘ Dr.Taiss

6 ) R. Bitner

7‘ Botanical Laboratories Inc.

8 Boiron

Consolidated —
the market is dominated by 1-
5 major players

- Market of homeopathy

Fragmented —
a highly competitive market with
no dominant players

Fig. 2. Leaders of the pharmaceutical market of homeopathic medicines

Methods of the research: information and search,
structural and logical, comparison, generalization.

Research results. One of the most urgent problems
today in the field of pharmacy is the standardization of
medicines, including homeopathic medicines.

The development of homeopathy in all member
states of the European Union was facilitated by the
change in European pharmaceutical legislation in 2004,
in particular, mutual recognition of registration (MRP -
manufacturing resource planning) with reference to Di-
rective 2001/83/EC for medicinal products that have al-
ready been have aregistration certificate in one member
state and a decentralized procedure that allows the EU
member state to legalize the use of drugs, including ho-
meopathic ones, registered in another EU country [2; 4].

The legislative act relating to homeopathic medi-
cines was put into effect by the European Union back
in 1992 and by the European Pharmacopoeia Commis-
sion (EPC) in 1996. According to the requirements of
the European Community (EU Directives 75/318 EEC,
92/73 EEC, 92 /74 EEC and Directive 2001/83/EC
of the European Parliament and of the Council dated
6.11.2001 «On the principles of the European Commu-
nity regarding medicinal products indicated for human

use», homeopathic preparations must meet the same
requirements as licensed pharmacotherapeutic agents,
however, in relation to the first, there are no require-
ments for proof of effectiveness [5].

The resolution on folk medicine adopted by
the World Health Assembly (WHA) in May 2009
(WHA 62.13) calls on EU member states to «Formulate
policies, regulations and standards as part of a compre-
hensive national health care system to promote ade-
quate, safe and effective use of folk medicine» [6].

Due to the specific nature of homeopathic medicinal
products, some quality control methods and test sys-
tems that are mandatory in pharmaceutical regulation
may sometimes not be applicable. These include iden-
tification and quantification of the active substance and
toxicological testing of the final homeopathic product.
Therefore, in homeopathic pharmacies, to control the
quality of drugs in low potencies, a number of less in-
formative tests are performed, for example, visual and
organoleptic analysis or simple chemical tests [7].

However, the homeopathic matrix tincture can be
diluted well above the level at which molecules of the
substance can be found. For high potencies, there are
no quantitative methods of determination at all. There-

Table 1
Results of clinical trials of homeopathic medicines

Ne Dose of homeopathic medicine Symptoms after taking one dose of homeopathic medicine
one dose of homeopathic medicine in potency . . . .

1 from © to C30 symptoms appear from one organ to which this drug is tropic
one dose of homeopathic medicine in potency .

2 from C30 to C1000 symptoms appear from one functional system or the whole body
one dose of homeopathic medicine in potency . .

3 from C1,000 to C50,000 the subject had clear behavioral and mental symptoms

4 |one dose of homeopathic medicine in basic symptoms appear within the first 12 hours after taking and last
potency for a short time (from a few minutes to an hour)
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fore, only the clinical method of quality control of ho-
meopathic medicines, which was developed by the
founder of homeopathy as a method of therapy, Samuel
Hahnemann, can be used to determine the quality of
highly dynamic homeopathic medicines [8; 9].

The basis of the method of clinical quality control of
homeopathic medicines is based on the results of the
analysis of drug test protocols (Table 1).

When the patient takes a correctly selected and
calibrated homeopathic medicine, the initial reaction
should appear mostly within the first hour. Sometimes,
if the patient's body is weakened or he needed a higher
potency of the homeopathic medicine, the initial reac-
tion appears within the first 12 hours. The symptoms
of the initial reaction should last for a few minutes, no
more than an hour. If the initial reaction occurs later
(after 12 hours from the moment of taking the drug)
and lasts longer than one hour, then an uncalibrated ho-
meopathic drug was used, that is, its potency does not
correspond to the basic one [9].

The clinical method of quality control of homeo-
pathic medicines is effective and very revealing. If ho-
meopathic pharmacies pay due attention to the issues
of product quality, then they necessarily cooperate with
homeopathic physicians of the classical school to or-
ganize serial testing of finished products [8].

Analyzing data from foreign homeopathic pharmaco-
poeias and other regulatory documentation, differenc-
es in quality control of various medicinal forms used in
homeopathy and allopathy were revealed [10; 11-15].

For example, in homeopathic granules, in addition to
traditional indicators (description, identification, size
of granules, loss in mass during drying, disintegration,
dissolution, microbiological purity, quantitative deter-
mination, weight of the contents of the container), the
number of granules in 1.0 g is also determined [10; 12].

Specific for homeopathy is such a medicinal form
as trituration, in which the following are determined:
description, identification, homogeneity of mixing
(normalized in triturations containing coal, graphite,
colored medicinal substances), microbiological purity,
weight of the contents of the container. The quantitative
content of poisonous and potent substances is carried
out only up to the fourth decimal dilution, according to
regulatory documentation. Also, liquid and soft dosage
forms for use in homeopathy have their own specific
features of quality control [10; 11-15].

Determination of the quality of manufactured ho-
meopathic medicines is carried out in accordance with
the basic requirements determined by the Ministry of
Health of Ukraine and establishing the procedure for
quality control of homeopathic medicines in homeo-
pathic pharmacies. They include the evaluation of pro-
duction documentation, all types of intra-pharmacy
quality control of homeopathic medicines and detec-
tion of any deviations. In addition, due to the limited

possibility (in some cases, the impossibility) of quali-
tative and quantitative control of finished products,
special attention is paid to the training of personnel in
a homeopathic pharmacy, which is adapted to the prac-
tice of self-control and self-checking at all stages of the
production of homeopathic drugs [1; 16; 17].

The analysis of the data of various pharmacopoeias
showed that the most complete information on home-
opathic medicines is presented in the German Home-
opathic Pharmacopoeia, which contains monographs
on raw materials of plant, animal and mineral origin
for the manufacture of homeopathic medicines. It also
describes the methods of preparation of various dos-
age forms and their quality control. The French home-
opathic pharmacopoeia contains 300 monographs and
a description of the methods of preparation of homeo-
pathic medicines (Table 2) [13; 14].

Table 2
Availability of articles on homeopathic medicines
in pharmacopoeias

. General

Ne Pharmacopoeia articles Monographs

1 European _ 7 35
Pharmacopoeia

2 French Homeqpathlc ) more than 300
Pharmacopoeia

3 German Home:opathlc 56 about 580
Pharmacopoeia
Pharmacopoeia

* | of the United States i about 1350
State Pharmacopoeia

> of Ukraine 4 15

There is no separate homeopathic pharmacopoe-
ia in Ukraine, but the State Pharmacopoeia of Ukraine
(2.0 edition) includes 7 general articles on homeo-
pathic medicines and 15 monographs on raw materials
of mineral origin for homeopathic medicines [10].

The European Pharmacopoeia contains methods of
preparing matrix tinctures and individual monographs
on homeopathic raw materials. As for the quality con-
trol of homeopathic medicines, the standards set out in
the European Pharmacopoeia can be considered as a
benchmark. It contains a whole list of methods of quan-
titative and qualitative determination of biologically
active substances, there is a separate section «Home-
opathic preparation». The section contains general and
private pharmacopoeial articles that regulate the qual-
ity indicators of raw materials and drugs that are used
exclusively for homeopathic purposes; identification of
homeopathic medicinal plant raw materials is carried
out with the help of macroscopic and microscopic anal-
yses. If necessary, additional tests are carried out (for
example, high-performance liquid and thin-layer chro-
matography). If possible, quantitative determination of
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biologically active substances is carried out using ap-
propriate methods. For homeopathic matrix tinctures,
perform at least one thin-layer chromatography identi-
fication test [25; 12].

Conclusions. The production of homeopathic med-
icines is carried out in accordance with the require-
ments of good manufacturing practice, which are part
of the quality assurance system. Standardization of
homeopathic preparations is ensured by the use of
certified raw materials, quality control of each stage of
production, compliance with the technological process,
standardization according to the dosage form. During
the manufacture of homeopathic preparations in high
potencies, difficulties may arise in carrying out quali-

ty control of finished products. Therefore, the quality
and safety of such homeopathic medicines is ensured
only by the clinical method of quality control. In foreign
homeopathic pharmacopoeias, there are differences in
quality control and standardization of various home-
opathic medicinal forms. The most complete informa-
tion on the standardization of homeopathic medicines
is given in the German Homeopathic Pharmacopoeia
and the European Pharmacopoeia. Therefore, in order
to create a high-quality and safe finished product in our
country, it is necessary to develop specialized regula-
tory documentation, namely the Homeopathic Pharma-
copoeia of Ukraine, which will help unify the require-
ments for the quality of homeopathic medicines.
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