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30ipka MICTHTh MaTepiajd HAyKOBO-IPAKTHYHOI KOHQeEpeHHii MOJOAMX BUEHHX Ta CTYACHTIB
«AKTyanbHI NMUTaHHS CTBOPEHHS HOBUX JIKapChbKUX 3aco0iB». Marepianu 3rpymoBaHoO 3a MpPOBIIHUMH
HanpsIMKaMH HayKOBO-AOCIIHOI Ta HaB4alIbHOI poOoTH HamionanbHoro ¢hapManeBTUYHOTO YHIBEpCHUTETY.
Po3rasiHyTO TEOpeTWYHi Ta MPaKTHYHI acTeKTH CHHTE3y Oi0JIOTiYHO-aKTUBHHMX CHOJYK 1 CTBOpPEHHS Ha iX
OCHOBI JIKapChbKMX CyOCTaHILIiH; CTaHAApTH3aLii JiKiB, (apMalleBTUYHOTO Ta XiMIKO-TEXHOJOTIYHOTO
aHaji3y; BUBYCHHS POCIMHHOI CHPOBHHHM Ta CTBOPEHHS (PiTOmpemapariB; Cy4acHOi TEXHOJIOTIl JIKiB Ta
EKCTeMITOpaJIbHOT ~ pelenTypu; OioTexHomorii 'y ¢apmamii; JOCSITHEHb Cy4acHOi (apManeBTUYHOL
MiKpOO10JIOTii Ta IMyHOJIOTI1; JOKIIHIYHUX JOCHTIPKEHb HOBUX JIIKAPCHKUX 3ac00iB; papMalieBTHYHOT OMiKH
PEIENTYpHUX Ta Oe3pelenTYPHUX JIIKAPChKUX MpernaparTiB; J0Ka30BOI MEIUIIMHM, CydacHOi (hapMaKoTeparii,
COLIIAIbHO-CKOHOMIYHHX AOCIiPKEHb y (apmarlii, MapKETHHTOBOTO MEHEKMEHTY Ta (papMakoeKOHOMiKH
Ha eTamax CTBOPEHHS, peajlizamii Ta BUKOPHCTAaHHS JIKapChKUX 3acO0IB; YMPaBIIHHA SAKICTIO y Tamy3i
CTBOpEHHsI, BHUPOOHHWIITBA 1 00iry IikapchbKuxX 3aco0iB; iH(pOpMamiiHUUX TEXHONOTIH y dapmarii Ta
MEIWIIMHI, OCHOB TMEAArorikh Ta TICHXOJIOTil; CyCHiIbCTBO3HABCTBA; (inoiorii. s mmpokoro koma
HayKOBHX 1 MPaKTUYHUX MPAIiBHUKIB (hapMallii Ta METUIIHH.
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Book of Abstracts includes materials of Scientific and Practical Conference of Young Scientists and
Students «Actual questions of development of new drugs». Materials are groupped according to the main
directions of scientific, research and educational work of the National University of Pharmacy. Teoretical
and practical aspects of the synthesis of biologically active compounds and development of medicinal
substances on their basis; standardization of drugs, pharmaceutical and chemical-technological analysis, the
study of raw materials and herbal remedies development, modern drug technology and extemporal recipe;
biotechnology in pharmacy, modern advances in pharmaceutical microbiology and immunology, clinical
trials of new drugs, pharmaceutical care for prescription and OTC-drugs, evidence-based medicine, modern
pharmacotherapy, socio-economic studies in pharmacy, marketing management and pharmacoeconomics
during the development, implementation and use of drugs, quality management in development, production
and traffi cking of drugs; information technologies in pharmacy and medicine; basics of pedagogy and
psychology; social science; philology are presented. For a wide audience of scientists and pharmaceutaical
and medicinal employees.
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Introduction. As stated in the operating license conditions regarding
implementation of manufacturing medicines, wholesale and retail trading of drugs,
importing drugs (except for active pharmaceutical ingredients), electronic separation
of drugs in the status of "quarantine™ may be provided on the condition of existence
conforming product identification, validation of computerized systems (CS) and upon
condition that the system provides equivalent safety. In good distribution practice
(GDP), are says that only specifically designated person should perform data entry or
changes in the system. In case of system, failure or malfunction should be determined
procedures.

Validation of computerized system and program support, that guarantees
electronic separation of prohibited for sale drugs from authorized store, is considered
extremely important concerning the functioning of the system of quality in modern
pharmaceutical distribution companies. Based on validation testing, should be
provided determined and documented procedures of process control of behaving with
quarantine production and proper actions in case of malfunctioning system.

Validation testing CS and further determination of documented procedures
with consideration for validation testing appears to be distributor of drugs matter of
interest. In this instance, validation should cover all of the aspects related to CS:
starting from system choice and its installation to operation under normal and critical
conditions. All of the mentioned aspects are always concerned with risk on quality
influence of pharmaceutical production. They have to be determined and estimated
during validation process.

Aim. Determination methods of electronic separation of drugs in the status of
"quarantine™ with the help of relevant CS and PS, in distributing activity of
pharmaceutical company.

Materials and methods. In the capacity of research database were used
normative documents, which standardize CS functioning and its validation (in
particular, GMP/GDP regulations), 1SO specialized standards, ICH regulations and
other information sources. The comparative analysis method, the method of structural
and logical modeling expert method were applied during the research.
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Results and discussions. There is properly built and documented process
controlling model of quarantine production and the program of CS and program
support (PS) validation that provides electronic separation of prohibited for sale drugs
with due account for undesirable situations. It allows qualified person of
pharmaceutical distributor to guarantee prevention of ingress the quarantine
production to permitted for sale store with following statuses:

- Pharmaceutical products that didn’t pass the incoming inspection of quality
by qualified person;

- Drugs that are prohibited in accordance with law;

- Drugs that must be utilized (including rejected products);

- Low-quality drugs or those, which under suspicion of quality violation;

- Adulterated drugs or those, which under suspicion of adulteration;

- Drugs that are recalled from the market;

- Returned drugs;

- Drugs that are imported and do not have permission for selling.

When building a functioning system of electronic separation, should be
considered, at least, the following:

- The rights for operations performing on quarantine production with the help
of CS must be given only to qualified person. Each qualified person should have the
necessary access to system authentication and authorization;

- Any operation performed with the help of CS should retain in PS "audit trail"
with a history of events and full name of the person, who performed the operation;

- Pre-compiled database a series of drugs that must be blocked by the system in
case of such series remains available in authorized selling stock;

- Block activation a series of drugs by program, whose marketing authorization
or shelf life soon expires;

- Any returned pharmaceutical production, which is taken on charges and put
into the system, must be automatically blocked, until qualified person makes a
decision concerned this production;

- Giving an appropriate status for imported drugs, concerning the stages of the
formation of the sales permit.

Conclusions. There is properly built and documented process controlling
model of quarantine production and the program of CS, whose validation testing is
thoroughly organized. In case of malfunctioning, all of the necessary procedures are
determined, which are extremely important for obtaining drugs quality guarantee.
Our further researches are focused on developing methodology of validation CS.
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