PE3IOME

Maricrepcbka pobora Ilerpenka Iletrpa IlerpoBuua mpucBsiueHa
JOCHIDKEHHIO  JISUTBHOCTI  BITYM3HSHUX Jaboparopiii 3 KOHTPOJIIO SKOCTI
JIKapChKUX 3aCO0IB Ta PO3poOIIl MPOIO3HIIIH 010 ONTUMI3AIlT TOKYMEHTO00ITy B
MeXKax CUCTeMHM 3a0e3MeUeHHS SIKOCTI TaKUX JabopaTopiid.

Y po6oTi 3p06aeHO OIS OCHOBHMX MPUHIIUIIB AISUTBHOCTI BITUYM3HSHUX
7a00paTopiil 3 KOHTPOIIIO SAKOCTI JIKAPCHKUX 3ac00iB. BuBUeHI OCHOBHI IPUHITUITH
YIOPAaBIIHHS SKICTIO, HA SKUX OYIyIOThCS Cy4acHI CHCTEMHU YIPaBIIHHS SKICTIO,
IPOaHai30BaHO BUMOTY MikHapoaHux ctannaptis 1SO cepii 9000, a Takok BUMOTH
JI0 CUCTEM SIKOCTI JIep KaBHUX J1a00paTopiil 3 KOHTPOJIIO SIKOCTI JIIKAPChKUX 3aCO01B.

ABTOpPOM  3alpONOHOBAHO  KJIACH(IKALIID CTaHJAPTHUX  OMNEepaliiHuX
npouenyp (COII) 3a kareropismu, creuuiuauMu s (dapMaleBTUIHHX
naboparopiii. Po3poOiieHO pexkoMmeHpaarli 100 CTPYKTYpH, 3MICTYy, IPaBHII
PO3pOOMNSTHHS, Y3TO/UKCHHS, aKTyalli3alii, BHIyYeHHS, BHECCHHs 3MiH, 3aXHCTY,
30epiranHio COII. 3anmponoHoBaHo mabaoHHI GOpMHU Ta TPUKIAAH OPOPMIIECHHS
CTaHJAPTHUX OTEPAIliHUX TPOLIETYP.

Po3pobneno mpoexkt COIl «Po3pobka, odopmiieHHs, 3aTBepKCHHS,
nepersa Ta 00Ir CTaHAapTHUX ONEpaIliiHUX MPOIeAyp» ISl laboparopii.

PoGota ckiamaerbes 31 BCTYIY, TPhOX PO3ILIIB 1 BUCHOBKIB, BUKJIaJeHa Ha 63
CTOpIHKAX, MPOUIIOCTPOBAHA 5 pUCYHKaMHU, MICTHTh AoAarok. CHHUCOK JKepel
JITEpaTypu MICTUTD 47 TOCUTIAHB.

THE SUMMARY

Master's Thesis of Petro Petrenko is dedicated to the study of the activities
of domestic laboratories for the quality control of medicines and the development
of proposals for optimizing the circulation of documents within the quality
assurance system of such laboratories.

The Thesis gives an overview of the main principles of the functioning of the
national laboratories for the quality control of medicinal products. The basic
principles of quality management on which modern quality management systems are
being built, the requirements of international standards of 1SO 9000 series, as well
as requirements for quality systems of state laboratories for quality control of
medicinal products are analyzed.

Author proposed the classification of standard operating procedures (SOPs)
according to categories specific to pharmaceutical laboratories. Recommendations
about of the structure, content, rules of development, coordination, updating,
extraction, implementation of a changes, protection, storage of SOPs are developed.
Template forms and examples of registration of standard operating procedures are
offered. The SOP project "Development, design, approval, revision and circulation
of a standard operating procedures” for the laboratory has been developed.

The Thesis consists of an introduction, three sections and conclusions, set out
on 63 pages, illustrated by 5 drawings, contains an appendix. The list of sources of
literature contains 47 references.



