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AHHOTALIMSA

unnomnaa padoma. KoHTaMuHauus, NPeJKOHTAMUHAIMOHHBIM KOHTPOJIb
U olleHKa OuoHarpy3ku Ha npennpustiu « ODPEBOP» menuuuHckux u3aenuit, KoH-
TaKTHPYIONTUX C KPOBbIO: 69, cTpanul, 14 tabmur, 7 pucyHkoB, 18 NCTOYHHUKOB, 2
PUIOKEHUS.

Kntouesvie cnoea: KOHTaMHMHALIAA, KOHTPOJIb OOCEMEHEHHOCTH, OHo-
Harpy3Ka, CTEpUIbHOCTb.

Oobvekmul ucciedoéanusn. MEAUIMHCKAE H3ACIHS, NPOU3BOJAIIMECS Ha
VYuutapaom Ilpennpustun « ©PEBOP», 11exoBble MOMENIEHUSI U MPOU3BOJCTBEH-
HOE 000pYy/I0BaHKE MOABEPKEHHbIE KOHTAMUHALIMH.

Ilenv padomer. cpaBHUTH PE3YNHTATHI UCIIBITAHUS OMOHATPY3KH U3IEIHM 10
CTEpEJIM3alMi U UCIBITAHHS Ha CTEPUIIBHOCTh U3JENHI MOCHE CTEPUIIN3AIUH, 0-
Ka3aTh CTaTUCTUKY MUKPOOMOJOTMYECKOIO MOHUTOPHUHIA MPOU3BOJACTBEHHBIX II€-
XOB.

Memoobt uccnedosanus:. aHanu3 CTATUCTUYECKUX JAHHBIX, MUKPOOUOJIOTH-
YECKUU KOHTPOJIb.

Ilonyuennuvie pezyibmameoti.

[IpoBeneHbl MCHBITAHUS HAJ MEAMIMHCKAMU HU3JEIUSAMHU, KOHTAKTUPYIO-
IIMMU C KPOBBIO U PACKPBITHI TyTH UX KOHTAMUHALIMH, PACKPBITO IOHSITHE U OCHOB-
HbI€ PUHIUIIBI UCTIBITAHUS Ha OMOHATPY3KY M CTEPUIIBHOCTD, & TaK K€ MPUBEICHBI
KOJIMYECTBEHHbBIE MTOKA3aTEIH.

B xone uccnenoBaHMil onpeneneHo TONyCTUMOE COJAepKaHue MHUKpOopra-
HU3MOB, IPEACTABIISIONINX OMACHOCTD AJI 3I0pPOBbs yenoBeka. OnpenesaeHbl NoKa-
3aTeJ I MUKPOOMOJIOTHYECKONM 0€30MacCHOCTH METUIIMHCKUX U3ICIIUM.

B MeauuuHCKMX um3penusax: auanuzatopbl, YMC — mpou3BOASIIMXCA Ha
NPEANPUATANA, OTCYTCTBYIOT MPU3HAKKM MAKPOCKOMUYECKOI0 MUKPOOHOTO pocTa B
NUTaTeNbHBIX cpenax. [Ipu uchblTaHUKM W3JEAU Ha CTEPUIBHOCTH PE3yJIbTaThl
paBubl 0 KOE na uznenue. Pe3ynbratel Ononarpysku guanuzatopoB oT 0 1o 1 KOE
Ha u3aenue, YMC — 1 1o 5 KOE Ha uznenue. MenuimHcKe U3aeNusi MOTYT ObITh
MCITIOJI30BAHBI JIJISl peasin3aliii U 1ajJbHENUIIEro CIOJIb30BaHUs M0 HA3HAYEHHUIO.

B nepuoa ¢ 2021 no 2023 rr. Ha TpOU3BOACTBE HE ObLIO BBISIBIEHO OTKIIOHE-
HUM.

Obnacmo 803MOXMHCHO20 NPAKMUYECKO20 NPUMEHEHUA. MUKPOOHOIOTHUs,
POU3BOICTBO, MEIUIIMHA.



AHATALBIS

Hvinniomuan padoma. KantaMiHaipls, nepajkaHTaMiHAIBIMHBI KAHTPOJb 1
alpHKa OistHarpy3ki Ha npaanpseieMcTBe « ODPOBOPy mMeabilbIHCKIX BbIpaday, sKis
KaHTaKTYIOIb 3 KpbIBEH: 69 craponak, 14 Ttabmiu, 7 MamoHkay, 18 kpbiHil, 2
MPBIKJIaJaHHI.

Knwuagvia cnoevl: kKanTaMiHAIBISI, KAaHTPOJIh aOCSIMEHEHACIIl, OlTHarpy3Ka,
CTIPBUIbHACIID.

A6'ekmul 0acnedasanHsa: MENBILBIHCKIS BBIpaObl, sKisg BBIpaOJgtoIiia Ha
Vuitapusim [IpaanpeiemctBe «®POBOP», 1pxaBbisi maMsikaHHI 1 BBITBOpYAE
a0cTangBaHHE CXUILHBIA KaHTaMIHAIIGII.

M>ma npaywr: niapayHailb BbIHIKI BbIlIpabaBaHHs OistHarpy3ki Beipaday na
CTApbUTI3albI 1 BbIIpabaBaHHI Ha CTAPBUIbHACIHL BbIpaOay macis CTIpbUTI3allbli,
nakasailb CTaTBICTBIKY MiKpaOisiariyHara MaHITOPBIHTY BHITBOPUBIX 119Xay.

Memaowt 0ac1e0a6aHHA: aHai3 CTaTBICTHIYHBIX Jlaa3CHBIX,
MIKpaOisyIariYHbl KAHTPOJIb.

Ampoimanvla 6bIHIKI:

[IpaBen3enbl  BbIpabaBaHHI  HaJ  MEHBIIIBIHCKIMI  BbIpabaMmi,  sIKis
KAHTAKTYIOIb 3 KPBIBEM 1 PACKPBITHI IUISAX1 1X KaHTAMIHAIIbIl, PACKPBITA TAHSLIIE 1
ACHOYHBIS TIPBIHIIBITIBI BRIMPaOaBaHHs Ha O1THArPY3KY 1 CTAPBUIHHACITH, & MITAK Ka
MPBIBE/I3EHBI KOJBKACHBIS MMaKa3YbIKI.

Y Xoxsze [acienaBaHHSAy —BbI3HAUYaHa JanylIdyajibHAae  YTPBIMAHHE
MIKpaapraHizmay, siKisi Ysystonb HeOsICTeKy NI 31apoys JanaBeka. Bri3HauaHbl
naka34biKi MikpaOisariunai 0sicrieki MeIbIIBIHCKIX BbIpabay.

VY MeapllbIHCKIX BbIpaOax: apisrizatapel, YMC - sikis BeIpaOusroiia Ha
MpaANpbIEeMCTBE, aJICyTHIYAIOIh MMPHIKMETHI MaKpacKamniyHara MikpooHara pocty ¥
MaXBIYHBIX acapoan3sax. [Ipel BeimpaOaBaHHI BeIpaday Ha CTIPBUILHACIH BBIHIKI
poyusl 0 KYA Ha BbIpab. Brniki 6uoHarpysku asismizatapay ag 0 ga 1 CEE Ha
BeIpadb, YMC - 1 na 5 KYA nHa BbIpa®. MeabIlbIHCKISI BBIpaObl MOTYIb OBIIb
CKapbICTaHbI JJISI pAaIi3allbll 1 HACTYITHAra BRIKAPHICTAHHS I1a MPhI3HAYIHHI.

VY nepoisin 3 2021 ga 2023 rr. Ha BHITBOPYACIT HE OBLIIO BBISYJICHA aIX1JICHHSY .

Boobnacuyv macuvimaza npakmolunaza RPLIMAHEHHA. MIKpaOisIOTis,
BBITBOPYACIIb, MEJIBIIIBIHA.



ANNOTATION

Graduate work: Contamination, pre-contamination control and bioburden as-
sessment at the FreBor enterprise of medical devices that come into contact with
blood: 69 pages, 14 tables, 7 figures, 18 sources, 2 applications

The key words: contamination, contamination control, bioburden, sterility.

The objects of study: medical devices manufactured at the FREBOR Unitary
Enterprise, workshop premises and production equipment subject to contamination.

Purpose of the work: compare the results of testing the bioburden of products
before sterilization and testing the sterility of products after sterilization, show the
statistics of microbiological monitoring of production shops.

The research methods: analysis of statistical data, microbiological control.

Results:

Tests have been carried out on medical devices that come into contact with
blood and the ways of their contamination have been disclosed, the concept and basic
principles of testing for bioburden and sterility have been disclosed, as well as quan-
titative indicators.

In the course of research, the permissible content of microorganisms that pose
a danger to human health was determined. Indicators of microbiological safety of
medical devices have been determined.

There are no signs of macroscopic microbial growth in nutrient media in med-
ical devices: dialyzers, UMS - produced at the enterprise. When testing devices for
sterility, the results are 0 CFU per device. Dialyzer bioburden results from 0 to 1
CFU per device, UMS - 1to 5 CFU per device. Medical devices can be used for sale
and further use for their intended purpose.

Between 2021 and 2023 no deviations were found in production.

The area of possible practical application: microbiology, production, medi-
cine.



