64

BICHWK ®APMALLIT 4(80)2014

Recommended by Doctor of Pharmacy, professor A.A.Kotvitska

UDC 615.072:615.012: 303.62

ORGANIZATION OF THE QUALITY ASSURANCE SYSTEM
OF COMPOUNDING PHARMACIES IN UKRAINE:
RESULTS OF THE SURVEY

0O.A.Zdoryk

National University of Pharmacy

Key words: compounding preparations; quality assurance system, survey

To meet the needs of patients for treatment of a number of diseases compounding preparations are
often used. The aim of our study was to determine the possibility of introduction of the international
experience of forming the quality assurance system for compounding preparations in conditions of
compounding pharmacies of Ukraine. For this purpose the survey of employees of compounding
pharmacies regarding organization of the quality assurance system for compounding preparations
has been conducted. In the survey 93 employees of compounding pharmacies took part. The re-
search was conducted in 12 regions of Ukraine in 2013-2014. The questionnaire contained 44 ques-
tions, which represented the statements of organization of the quality assurance system of com-
pounding pharmacies of Ukraine and compounding preparations. The statements were divided into
10 groups: personnel and training, premises and equipment, documentation, production, complaints
and product recalls, self audits, in-pharmacy quality control, work contracted out, the necessary re-
quirements of the State Pharmacopoeia, overarching statements. For the collection and processing
of data 4-point Likert scale was used. The statement was considered to be accepted if more than
50% of respondents chose “A — strongly agree” or “B — agree”. The survey of employees of com-
pounding pharmacies concerning the possibility of introducing the international experience of the
quality assurance system for compounding preparations has allowed to determine and estimate their
attitude to the statements proposed, to identify the points of discussion. Processing of the results of
the survey has shown that all 44 statements were approved by more than 71.0% of the respondents.
Each statement received an average of 94.9% of “A” or “B”. And 22 statements (50.0%) had 100.0%
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agreement ‘A” + "B”.

To meet the needs of patients for treatment of a num-
ber of diseases the magistral formulas are often used to-
gether with manufactured medicines. Worldwide compoun-
ding preparations are applied in various fields of medi-
cine: hormone replacement therapy, dentistry, dermatology,
oncology, pediatrics, geriatrics, physiotherapy, medical cos-
metology, sports medicine, allergies treatment, and others;
as well as in veterinary medicine [15, 17, 19, 21, 22, 24].

It is known that quality assurance is the combination
of organizational arrangements taken to ensure quality
conformance of drugs with their purpose [11, 23]. The
quality assurance system of compounding preparations
is the system of steps and corresponding actions, which
guarantee the necessary quality for drug preparation. Nowa-
days creation of programmes and implementation of qua-
lity assurance systems for compounding preparations are
urgent in the USA, EU, Japan, UK, etc. [9, 14, 16, 23].

The quality assurance system for compounding pre-
parations must ensure development and technology of
compounding preparations in accordance with the latest
achievements of science; preparation and control ope-
rations are clearly specified and implemented according
to the principles of Good Preparation Practice; dispens-
ing only those compounding preparations, which are cor-
rectly prepared, checked and stored in accordance with
the procedures approved and prepared by a competent
person; the use of appropriate equipment, containers, ac-

tive substances and excipients, packaging material, it allows
preparation, storage, use of compounding preparations
in such a way as to provide the required quality through-
out the shelf-life and in-use experity dates; good docu-
mentation practice [23].

Taking into consideration the experience of Ukraine
regarding the implementation of appropriate Good Prac-
tices (G,P) [12] for manufactured drugs it is obvious
that some difficulties can appear when introducing the
quality assurance system for compounding preparations;
therefore, when organizing standards it is necessary to
consider the legislation and experience of compound-
ing pharmacies of the USSR, and harmonization with the
international standards.

The aim of our study was to determine the possi-
bility of introduction of the international experience of
forming the quality assurance system for compounding
preparations in conditions of compounding pharmacies
of Ukraine.

Materials and Methods

For this purpose the survey of employees of com-
pounding pharmacies regarding organization of the quali-
ty assurance system for compounding preparations was
conducted. The questionnaire was developed taking
into account the main statements of the PIC/S docu-
ments related to preparation of drugs in conditions of
pharmacies, modern legislative base of compounding
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Fig. Distribution of the respondents’ answers concerning the statements proposed

preparations in Ukraine, the experience of US and Bri-
tish Pharmacopoeias [11, 13, 20]. The experience of
survey hospital pharmacists from 85 countries of the
world was also used, its results were presented at the
International Congress of FIP “Global Conference Fu-
ture of Hospital Pharmacy” (Switzerland, Basel, 2008).
The Ukrainian pharmacists did not participate in this
questioning [18].

The questionary method was used in our study, 93
employees who worked or had experience of work in
compounding pharmacies responded to the survey. The
average work experience of the respondents in the com-
pounding pharmacy was 18 years. The research was con-
ducted in 12 regions of Ukraine (Volyn, Dnipropetrovsk,
Donetsk, Zakarpattia, Kyiv, Luhansk, Rivne, Sumy, Ter-
nopil, Kharkiv, Cherkasy, Chernihiv) in 2013-2014.

There were 44 questions in the questionnaire, which
represented the statements of organization of the quality
assurance system of compounding pharmacies of Ukrai-
ne and compounding preparations. The statements were
divided into 10 groups: personnel and training (7 ques-
tions), premises and equipment (1 question), documenta-
tion (2 questions), production (5 questions), complaints
and product recalls (3 questions), self audits (2 ques-
tions), in-pharmacy quality control (5 questions), prepa-
ration and analysis under the contract (2 questions), the ne-
cessary requirements of the State Pharmacopoeia (8 ques-
tions) and overarching statements containing questions
(9 questions), which were not included in other groups.

For the collection and processing of data 4-point Li-
kert scale was used: “A — strongly agree with statement”;
“B —agree”; “C — disagree”; “D — strongly disagree with
statement”. The statement was considered to be accep-
ted if more than 50% of respondents chose “A — strong-
ly agree” or “B — agree”.

for the quality assurance system of compounding preparations.

Results and Discussion

Processing of the results of the survey has shown
that all 44 statements were approved by more than 71.0%
of the respondents: “A — strongly agree” or “B — agree”
(Fig.). Each statement received an average of 94.9% of
“A” or “B”. Only 174 (4.3%) of 4092 answers were “C —
disagree” and 15 (0.4%) “D — totally disagree”; at the
same time there were 1870 positive answers (45.7%)
“A — strongly agree”, and 2033 (49.6%) “B — agree”.
And 22 statements (50.0%) had 100.0% agreement “A”
+ ”B”. The minimum level of consensus A + B in all
statements was 71.0%.

According to the results of the survey the revival
of practical preparation of compounding preparations
and use new active ingredients when preparing com-
pounding and creation of programme of extension use of
compounding preparations for oncology, pediatrics, ge-
riatrics, veterinary are urgent (93.6%). At present there
is a necessity to update formulations of compounding
preparations and use new active ingredients when pre-
paring compounding preparations (87.1%), although
during the survey 12 respondents noticed that this task
should be solved with participation of scientists and
physicians, as well as research for improving methods
and systems of preparation and quality assurance of
compounding preparations.

Personnel and training. According to the survey
100.0% of the respondents approved education and ad-
vanced training of pharmacists based on last scientific
research; the curriculum should include the course of
quality assurance of compounding preparations. The
cases of the staff incompetence in compounding phar-
macies should be investigated, solved through strategic
research and made public for the purpose of preven-
tion of reappearance (93.6%). 90.3% of the respondents
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agreed with the statement concerning participation of
pharmacists in improvement of methods of preparation
and quality control of compounding preparations, it re-
flected the experience of the quality assurance system
introduced in compounding pharmacies of the USA.

During the research challenges of implementation
of requirements for premises and equipment and prepa-
ration process in compounding pharmacies were iden-
tified. The preparation process should be based on the
requirements of GMP. Based on the results obtained it
has been found that these statements require significant
investment and should be harmonized with the existing
ones in Ukraine [2, 3].

According to the results of the survey 100.0% of
the respondents supported the need for good documen-
tation practice and development and implementation of
documented standard operating procedures (SOP) for all
activities in the compounding pharmacy in preparation,
quality control, labeling, storage, purification, disinfec-
tion, qualification, and work with the equipment, etc.

Appreciation of the majority of pharmacists con-
cerning creation of the reporting system about rejected
low-quality compounding preparations (80.7%), pro-
duct recalls and self audits in order to improve the qua-
lity and safety of drug treatment practice and prevent
re-occurrence of such error (100.0%), the risk assess-
ment of preparation and quality control of compound-
ing preparations is important [6].

Since one of the ways of quality assurance of ex-
temporaneous medicines is development and introduc-
tion of general articles and monographs on officinal for-
mulas to the National Pharmacopoeia [8], the questions
related to development and improvement of general ar-
ticles on sterile and nonsterile compounding prepara-
tions, dose regimen [4, 5], introduction of monographs
on officinal formulas of compounding preparations ta-
king into account the needs of modern compounding
pharmacies were included into the questionnaire. 96.8%
of the respondents were agreed with the statement about
urgency of forming the conception of determination of
shelf life and stability for sterile and nonsterile com-
pounding preparations [7]; 100% of the respondents were
agreed with the statement about the order of conducting
experimental research.

According to the results of the questionnaire, the sta-
tements about preparation and analysis under the con-
tract were not fully supported by the respondents since
to conduct analysis in a certified laboratory for drug
quality control will lead to significant increase of costs.

In-pharmacy quality control. According to the respon-
dents all prescriptions and orders of medical preventive
institutions must be double checked before preparation
and dispensing (100.0%).

A physician and a clinical pharmacist should take
into account the compatibility of the compounding pre-
parations prescribed with the manufactured drug, and,
if necessary, with herbal drugs and diets (71.0%).

The statements about development and validation
of analytical methods taking into account the capabili-
ties of the material and technical base of compounding
pharmacies (96.8%), substantiation of the possibility of
using non-pharmacopeial methods, qualification of ana-
lytical equipment (photocolorimetry, refractometry and
polarimetry for assay) are very urgent [1, 10]. Develop-
ment of such methods will contribute to save funds of
compounding pharmacies. In case of external inspec-
tions of pharmacies or conducting the stability studies
of compounding preparations other specific developed
and validated methods, which can be reproduced in labo-
ratories for drug quality control, should be used (100.0%).

CONCLUSIONS

1. The survey of employees of compounding phar-
macies concerning the possibility of introducing of the
international experience of the quality assurance system
of compounding preparations has allowed to determine
and estimate their attitude to the statements proposed,
to identify the points of discussion.

2. Processing of the results of the survey has shown
that all 44 statements proposed concerning the quality
assurance system of compounding preparations were
approved by more than 71.0% of the respondents: “A —
strongly agree” or “B —agree”. Each statement received
an average of 94.9% of “A” or “B”. And 22 statements
(50.0%) had 100.0% agreement “A” + ”B”.

3. According to the results of the survey it has been
found that the question of material costs is an important
factor for implementation of the quality assurance sys-
tem of compounding preparations.
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OPrAHI3ALIA CUCTEMU 3ABE3NEYEHHA AKOCTI BUPOBHUYMX AMTEK B YKPAIHI:
PE3YINbTATU AHKETYBAHHSA

0.A.30d0puk

Knroyoei cnoea: ekcmemrnoparbHi niikapchki 3acobu,; cucmema 3abesneqyeHHs1 SKocmi;
aHKemyeaHHsI

[ns 3a0oeoneHHs nompeb naujieHmis rnpu HU3UYj 3ax80pto8aHb BUKOPUCMOBYIOMbLCS eKCmeMnopars-
Hi nikapceki 3acobu (EJ13). Memoto docnidxeHHs 6y10 8U3Ha4YeHHST MOXIIUBOCMI 8IPO8AaOKEHHST MiXK-
HapodHo20 0oceidy chopmysaHHSI cucmemu 3abesnedeHHs skocmi EJ13 @ ymosax sUpobHUYUX arnmek
Ykpaiu. [ns docsieHeHHS memu 6yro nposedeHo aHKemye8aHHS CriiepobimHUKi8 8UPOBHUYUX arnmekK
YkpaiHu ujo000 opeaHisauii cucmemu 3abesnedeHHs skocmi EJ13. B onumyeaHHi 8351u y4acmps 93
cnigpobimHuku supobHu4yux anmek. [JocnidxeHHs1 nposodunu e 12 obnacmsx YkpaiHu y 2013-14 pp.
AHKema ekntoqana 44 numanHs, siki auceimritosariu rosioXKeHHs opeaHizauii cucmemu 3abe3rneyeHHst
sKocmi 8supobHu4ux anmek YkpaiHu ma EJI3. HaeedeHi nonoxeHHs1 6ynu po3nodineni Ha 10 epyn:
repcoHasn ma Hag4yaHHs, rMpuMilleHHsI ma obrnadHaHHS, OOKyMeHmaujisi, U20MOB/IEHHS, cKapau ma
8IOKUKaHHS nPoOyKuil, caMOIHCMEKUIsl, BHymMpiuHbOanmeyHuUli KOHMPOJIb IKOCMI, 8U20MOBIIEHHSI
ma aHarliz 3a KoHmpakmom, HeobxiOHi sumoau [epxxasHoi hapmakonei, 3a2asbHi MonoxeHHs. Ans
360py ma 0bpobKu 2orocie sukopucmosysarnu 4-u baneHy wkarny Jlalikepma. NonoxeHHs esaxarnu
nputHamumu, skwo 6inbwe 50% eonocie sidnosidanu eapiaHmam «A — abcormtomHo 3200eH» | «B
— 3200eH». AHKemy8aHHs1 criepobimHuKie 8UPOBHUYUX anmek w000 8U3Ha4YEHHSI MOXI1U8OCMI 8r1po-
8a0XXeHHS MixkHapoOHo20 0oceidy cucmemu 3abesnedyeHHs: skocmi EJSI3 0o3sonuno ecmaHosumu
i oyiHUMU ix crmaeneHHs1 00 3arpPOonOHO8aHUX MOMOXeHb, susisumu OUCKYCiliHi numaHHs. Obpobka
pesynbmamig onumyeaHHs rnokasarsna, Wo 6ci 44 3anpornoHo8aHUX MOMOXeHHs ompumManu binbwe
71,0% cxeanbHux 2osocie pecrioHdeHmig. KoxHe rnonoxeHHss ompumario y cepedHbomy 94,9% eorno-
cie «A» abo «Bx». 22 nonoxerHs (50,0%) ompumanu 100,0% cxeaneHHs1 «A» + «By.

OPIrAHU3ALNA CUCTEMbI OBECTNEYEHUA KAYECTBA MPOU3BOACTBEHHbLIX ANTEK

B YKPAUHE: PE3YJIbTATbl AHKETUPOBAHUA

A.A.300puk

Knrodesnbie criosa: skcmemrioparbHble 5ieKapcmeeHHble cpedcmea,; cucmema obecrieqyeHust
Kadyecmea, aHKemuposaHue

Lnsa ydoenemeopeHus nompebHocmeld nayueHmos rpu pside 3abosiegaHuli UCMOMb3YHMCS 3KC-
memroparbHbie nekapcmeeHHble cpedcmea (3J1C). Llenbro uccriedogaHusi bb1r10 oripedernieHue 803-
MOXXHOCMU 8HEOPEHUSsI MexX0yHapOoOHO20 orlbima ¢hopMupo8aHus cucmemMbl obecriedeHus kKaiecmea
OJIC 8 ycnosusix npou3sodcmeeHHbIX arnmek YKpauHbl. s docmuxxeHus yenu 6biro nposedeHo
aHKemupogaHue compyOHUKO8 Mpou3s00CMBEHHbIX arimeKk KacamesibHO opaaHu3ayuu cucmemsbl
obecnevyeHusi kayuecmea OJIC. B onpoce nipuHsnu yyacmue 93 compydHuKa rnpou3so0CmeeHHbIX
anmek. ccnedosaHue npogodunu 8 12 obnacmsx YkpauHbl 8 2013-14 22. AHkema codepixkana 44
goripoca, Komopbkle omobpaxkasiu MofoXeHUs Mo opeaHu3ayuu cucmemsbl obecriedeHusi kKadecmea
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npoussodcmeeHHbIx anmek YkpauHsl u 3J1C. [NpusedeHHbie nonoxeHuUs1 bbinu pacrnpedeneHbl Ha
10 epynin: nepcoHan u obyyeHue, nomeweHue u obopydosaHue, AOKyMeHmauyus, u32omosrieHue,
XKanobbl U om3bie nNPodyKyUU, CaMOUHCIIEKUUS, 8HympuanmeYHbil KOHMPOsb Kayecmea, u320mos-
JIeHUe u aHarnu3 rno KoHmpakmy, Heobxodumbie mpebosaHusi [ocydapcmeeHHoU hapmakoneu, 0b-
wue nonoxeHus. [ns cbopa u o6pabomku 20510c08 Ucronb3oeasnu 4-x 6annbHyr wkasny Jlatikepma.
lNonoxeHusi cyumarnu npuHasmsiMu, ecrnu bonee 50% 2onocoe omeeyasnu eapuaHmam «A — abco-
JIIOMHO coenaceH» u «B — coanaceH». AHKemupogsaHue compyOHUKO8 Mpou3800CMEEHHbIX anmek
110 orpedesieHU 803MOXHOCMU 8HEOPEHUST MexXOyHapOOHO20 orbima cucmeMbl obecrieyeHuUst Ka-
yecmea OJIC no3gosnuno ycmaHo8UMb U OUEHUMb UX OMHOWEHUE K rpedrioXXeHHbIM M0/10XKeHU-
M, 8bIsi8UMb OUCKYCCUOHHbIe s8ornpockl. Obpabomka pe3yribmamos onpoca rnokasasna, 4Ymo ece 44
rpedroxeHHble nonoxeHus rnonyyunu 6omnee 71,0% coenacusi pecrioHoeHmMos. Kaxdoe nonoxeHue
rnony4qusno e cpedHem 94,9% eaonocos «A» unu «B». 22 nonoxeHusi (60,0%) nony4unu 100,0% co-
anacusi «A» + «B»y.



