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AHHOTALUA
Junnomuast pabota: 49 cTpaHull, S pucyHKOB, 4 TaONHIIbI, 22 UCTOUYHHUKA.

Llenp paboThl: IpOBEEHNE MUKPOOHOIOTHYECKOTO MOHUTOPUHIA TOYEK BO-
Il OYMIIEHHOM, TOBEPXHOCTEH M MpOoO BO3/AyXa YHUCTHIX MOMEIICHUU IIeXa M0
MIPOU3BOJICTBY TBEPABIX JeKapcTBEHHBIX (popMm (TJID), KOHTPOIH JIeKapCTBEHHBIX
CPEICTB MO TMoKa3areno «Mukpobuonoruueckas yuctora» Ha npeanpustuun CO-
OO0 «Jlexpapm».

OOBEKTHI UCCIIEIOBAHUA: POOBI BOJIbI OUMIIEHHON; KOHTAKTHBIE MPOOBI I10-
BEpXHOCTeH uncThix nomemeHuil nexa TJID; mpoObl Bo3ayxa; 0Opa3isl TOTOBBIX
JIEKAPCTBEHHBIX CPENICTB.

MerTo-
JIbI UCCJIEIOBAHUS: KJIACCUUECKUE MUKPOOUOJIOTUUECKUE, KYJIbTypaJbHBIC.

HccnenoBanust TpOBOAWINCH HA TEPPUTOPHUH MPEANpUITHS B chepe paspa-
OO0TKH, TPOU3BOJCTBA U peasin3aluu JekapcTBeHHbIX cpeactB COOO «Jlexdapm»
c stuBaps 2017 rona no HosiOpb 2019 rona.

OCHOBHBIE pE3YJIBTATHI

KonuyecTBO HECOOTBETCTBYIOIIMX HOpMaM oOOpaslloB BO3/yXa MPOU3BOJ-
CTBEHHOH cpenbl OT OOLIEro KOJMWYECTBA MPOAHAIU3UPOBAHHBIX 00pa3loB COCTa-
Buiio 13,1 % 3a nepuoa ssuBaps 2017 — Hog0pps 2019 roga. KonnuectBo HECOOT-
BETCTBYIOIIMX HOpMaM IpoO MOBEPXHOCTEN OT OOLIEro umciia MpoaHaaIu3upOBaH-
HbIX 00pa3uoB 3a 3 roaa coctaBuio 5,2%. CaMbIMU 3arpsi3HEHHBIMU SIBIISTUCH
MOMEIICHMS, MPUJIEratoIre K 1nexam (CaHIpOIyCKHUKH, KOPUAOPHI), a TaKKe OT-
NeYaTK TOYEK KOHTPOJISI SKUIIMPOBKHU nepcoHana. KomuyecTBo HECOOTBETCTBYIO-
HIMX NIpo0 BOABI OYMIIEHHOW MO HAJIMYMIO CAaHUTAPHO-TIOKA3aTEIbHBIX MHKPOOP-
raHu3MoB coctaBmwio 15,1% 3a Tpu roga, OCHOBHbIM KOHTAMUHAHTOM BOJbI SIBJIS-
nuck O6akrepun E. coli. Bee 00pasiibl, uccnemyemMpix cepuil TOTOBBIX JICKapCTBEH-
HBIX CpelcTB («AOpokcom», «Apnetoi», «bukapm» U «XoHIpaMea») HE UMENH
OTKJIOHEHUH 1O moka3arento «MuKpoOHoIoruyeckas YucToTa.
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AHATAILIBIA
JlpiruiomHas padora: 49 ctapoHak, 5 MaatoHKay, 4 TaOiIbl, 22 KPBIHIIIHIL.

MbTa paboThl: mpaBsia3eHHE MiKpalisiariyHara MaHITOPBIHTY BaJbl aublll-
YyaHaii, maBepxHsy 1 MpobOay maBeTpa YbICTHIX MaMSIIKaHHIY 119Xa Ma BRITBOPYACII
nBEpAbIX JekaBbix (popmay (LIJID), kaHTpOIL JEKaBBIX CPOJKAY Ma TMaKa34bIKY
«Mikpabisnariybas usiciins» Ha npaanpeiemctBe CTAA «Jlekdpapm».

AG'exThl AaciieaBaHHs: MPOOBI Ba/Ibl BBIUBIIITYAHAN; KAHTAKTHBIS TPOOKI Ma-
BEPXHOCTEH YBICTHIX NaMsIIKaHHIY 1pXxa TJID; mpoOsl maBeTpa; Y30pbl TaTOBBIX
JIe-KaBbIX CPOAKAY.

Mertaspl nacieaaBaHHs: KJIACIYHBIS MIKpaOisariuHbls, KyJIbTypaibHbIC.

JlacnenaBaHHi1 MpaBOA3UIICA HA TAPBITOPBIl MpaanpblieMcTBa ¥ cdepsl pac-
nparoyKi, BbITBOpYAcCHl 1 paami3anbll JekaBbix cpoiakay CTAA «Jlexkdapm» 3
ctynzens 2017 roga na micranazn 2019 roxa.

ACHOYHBIS BBIHIKI

Konpkacup HeaamaBegHBIX y30pay HOpMaM MaBeTpa BHITBOpUAra acspoii3s
aJ1 aryJpHal KoJIbKAcCIll MpaaHaili3aBaHbIX y3opay ckiana 13,1 % 3a nepsian cTy-
3eHb 2017 — micranan 2019 roxa. Konbkacis HeaanaBeAHbIX Mpo0ay maBepXHI aj
aryJpHall KOJIbKACIll MpaaHalli3aBaHbIX y3opay 3a 3 ransl ckiana 5,2%. Cambimi
3a0pyKaHBIMI 3'TYJISUTICS TAMSIIIKaHHI, CYMEKHBIS € 19XaMi (CaHITapHbIS  Tpa-
MYCKHIKI, KaJiopsl), a TaKcama KPOIKi KaHTPOJIIO IKIiMmipoyki nepcanany. Kosb-
KacIlb HEaJMaBeAHbIX MpoOay Bajabl adblllluaHail Ma HasyHACIl CcaHITapHa-
nakasajibHbIX MiKpaapraHizmay ckmama 15,1% 3a Tpsl rajabl, aCHOYHbIMI KaH-
tTaMiHaHTami Bajbl 3'syssuticst 0akTapeil E. coli. Yce y30pbl, gacieayeMbIX cephblii
raToOBBIX JICKABBIX cpojkay («AmOpakcon», «Apnerom», «bikapa» 1 «Xanapa-
MeJ») He MeJIl aAXIJIEHHSY Ma makazublKy « MikpaOisiiariaHasi YbICIIHSD.



MINISTRY OF EDUCATION
OF THE REPUBLIC OF BELARUS
BELARUSIAN STATE UNIVERSITY

FACULTY OF BIOLOGY

Department of Microbiology

KOZYAK

Darya lvanovna

MICROBIOLOGICAL CONTROL OF THE ENTERPRISE AND FIN-
ISHED PRODUCTS IN PHARMACEUTICAL PRODUCTION OF JLLC
"LEKPHARM"

Annotation to the thesis

Graduate Thesis Supervisor:

Candidate of Biological Sciences, Asso-
ciate Professor

V.E. Myamin

Minsk, 2020



GRADUATE THESIS BRIEF
Graduate Thesis: 49 pages, 5 figures, 4 tables, 22 sources.

Research Objective: studying and microbiological monitoring of purified
water points, surfaces and air samples of clean rooms of the workshop for produc-
tion of solid dosage forms (SDF), and controlling pharmaceutical products by the
"Microbiological purity" indicator at the pharmaceutical enterprise of JLLC "Lek-
pharm".

Subject of Research: samples of purified water; contact samples of clean
room surfaces of the SDF workshop; air samples; samples of pharmaceutical prod-
ucts.

Methods of Research: classical microbiological and culture-based ones.

The research was conducted on the territory of the enterprise of JLLC "Lek-
pharm" specializing in the sphere of development, production and sale of pharma-
ceutical products from January 2017 to November 2019.

Main Results

The number of production environment air samples not compliant with the
norms amounted to 13.1% of the total number of samples analysed for the period
from January 2017 to November 2019. The number of surface samples not compli-
ant with the norms amounted to 5.2% of the total number of samples analysed over
3 years. The premises adjacent to the workshops (sanitary inspection rooms, corri-
dors), as well as the personnel equipment fingerprint control points, turned out to
be most polluted. The number of non-compliant samples of purified water based on
the presence of sanitary indicator microorganisms amounted to 15.1% for three
years, the main contaminant of water turned out to be E. coli bacteria. All samples
of the studied series of finished pharmaceutical products ("Ambroxol”, "Arpetol”,
"Bikard" and "Hondromed™) had no deviations by the "Microbiological purity" in-
dicator.



