TiANMPUEMCTBA, IO HAAA€ MOXIIWBICTH CTYACHTAaM OIHOYACHO 3 HABYAHHAM Yy BHUIIOMY
HaBUYAJILHOMY 3aKJIa/ll OTIAaHOBYBAaTH O0OpaHy CHeIialbHICTh 0€3M0cepeIHbO Ha BUPOOHUIITBI.

Opranizaniss HaBYaJIbHO-BUPOOHUYOrO IMpPOLECY 3a JyaJbHOIO (OPMOIO HaBUAHHS
0a3yeThbcsi Ha CIIBIpAIll MiIMPUEMCTB, YCTaHOB, OpraHi3amiii Ta BUIIOTO HABYAIBHOTO
3aKjaiy, 10 MalTh B3aEMHI TIpaBa 1 000B’SI3KH, K1 PETYIIOIOTHCS TPUCTOPOHHIM JIOTOBOPOM
MIXK MiJIMPUEMCTBOM, BUIIMM HaBUYaJIbHUM 3aKJIaJoM Ta 3100yBayeM BHINOI €KOHOMIYHOI
OCBITH.

[IpoanamnizyBaBIIM OCBITHI HallpsIMU CUCTEMH OCBITH B JIEIKHX KpaiHax CBITY, 0a4MMoO,
10 /I TOTO, 00 3pOOUTH €KOHOMIKY KpaiHH KOHKYPEHTOCIPOMOKHOIO, HEOOX1THO MaTH
JIOCTaTHIO KUTBKICTh BHCOKOKBaTi(iKoBaHUX (haxiBINB, SKI MArOTh BIAMOBIAHY MpodeciiHy
OpUIATHICT. TOMY ChOTOJIHI SIK HIKOJIM HEOOX1THO peopMyBaTU CUCTEMY OCBITH B YAaCTHHI
METOJI0JIOT1], CTBOPEHHS HaBUaJbHUX MPOTpaM HOBOTO MOKOJIIHHSA, MPOEKTYBaHHS 3MICTI
npodeciiHOi Ta BHIIOI OCBITH Ha OCHOBI KOMIUIEKCHOTO ITIJIXOAY Ta CHUCTEMH JyajbHOI
¢dopmu HaBuaHHA. OCKUIBKU LN MPOLEC NIATPUMYETHCS HAa HAMBHUILIOMY PiBHI B J€pKaBi, TO
Horo moTpiOHO MPUCKOPUTH 1 3aMpPOBAJAWTH B SKOMOTA OUIBIIINA KITBKOCTI HABYAIBHUX
3aKJIaJI1B.
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Introduction. According to the WHO today, more than 80% of the world's population
often used to treat traditional medicines, mostly plant [1]. The global market for medicinal
plant material (MPM) is $ 2.7 billion according to 2017 data. Ukraine has great potential for
growing medicinal plants, but ranks 68th among importers and 35th among MPM exporters.
MPM grows annually in Ukraine from 3.0 to 7.0 thousand hectares [2]. Today, the production
of MPM is increasing, and the demand of pharmaceutical companies increasingly focused on
high quality domestic raw materials. Guideline on Good Agricultural and Collection Practice
(GACP) for Starting Materials of Herbal Origin [3], harmonized with
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EMEA/HMPC/246816/2005 [4], CPMP/QWP/2819/00 Rev.1 [5], has been adopted to ensure
the quality of MPM in Ukraine.

Materials and methods. Analysis of scientific literature and results of advanced research
in the field of medicine and quality assurance in pharmacy.

Results and discussion. The primary purpose of Guidelines [3] is to ensure consumer
safety by establishing appropriate quality standards for medicinal plants / plant material. The
Guidelines reflects the basic requirements for the technology of cultivation, rules for the
collection of MPM, processing, storage, which guarantee high quality and safety of
marketable products.

This document complements the GMP rules and contains detailed requirements and
recommendations in the specific field of activity — cultivation and harvesting of raw materials
of plant origin. The GACP principles include requirements for personnel, buildings and
premises, equipment, documentation, seeds and planting material, cultivation, harvesting,
primary processing, packaging, storage and distribution. However, GACP does not contain
basic methodologies for implementing a quality management system and does not address
risk management for MPM.

In recent years, with the development of standardization of quality management, the
emergence of new standards for different management systems, the creation of integrated
systems is practiced more and more, as it manages to reduce the costs of development,
implementation and certification and get a two-in-one effect. In Ukraine, in addition to GMP,
GACP, GDP and other industry guidelines, pharmaceutical companies are implementing ISO
standards to ensure the functioning of the quality management system. ISO 22000 Food
safety management systems requirements [6] include requirements for a quality management
system based on ISO 9001 and HACCP (Hazard Analysis and Critical Control Points)
principles. Harmonization of GACP and ISO 2200 requirements is necessary to take into
account the specificity of the requirements for medicinal plants and to achieve continuous
quality improvement for MPM manufacturers.JSC «Farmak», PJSC «Arterium» Corporation
Pharmaceutical company «Zdorovye», Ltd., PJSC SPC «Borschagovsky CPP» and others
implemented ISO 22000 principles work. However, for many Ukrainian pharmaceutical
companies, implementation of this quality system is relevant.

To implement the HACCP system and the requirements of ISO 22000, it is necessary
to:

Analyze risks for seeds and planting material, cultivation process, harvesting, primary
treatment, packaging, storage of MPM

Identify Critical Control Points (CCPs);

Set critical limits for each CCP;

Establish a monitoring system for each CCP;

Establish corrective actions;

Establish procedures for verification (verification);

Create documentation and record keeping.

Conclusions. The introduction of a quality management system for the cultivation and
harvesting of medicinal plants at the legislative level will promote the prevention of low-
quality MPM in Ukraine and create appropriate conditions for the export of domestic herbal
medicines and MPM.
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