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PE®EPAT

Jumiomuas pabora 45 c.,8 puc., 10 Tabm., 21 UCTOYHUK.

N30n5ThI MHUKpPOOPraHU3MOB, MUKpPOOHOJIOTUYECKUI MOHUTOPHHT,
nuTaTeNbHasl Cpena, MPOU3BOACTBEHHAs Cpela, YHCThIE IOMEIICHUS, YHCTas
KyJIbTypa, OakTepuosiormdeckuii ananmmszarop BD BBL Crystal, tepmocroiikoctb
MUKpPOOPTaHU3MOB.

OOBeKThl UCCIIEIOBAHUS. TPOU3BOJICTBEHHAs cpefa ammyiapHoro mexa No 1
OAO «bopucoBckuil 3aBOJ MEIULMHCKUX IpEnaparoB» (BO3AYyX, MOBEPXHOCTH U
000py1I0BaHUE, TEXHOJOTHYECKAas OACK/a U IePCOHaN).

Lens  uccnegoBaHMWs:  BBIACICHUE W XapaKTEPUCTHKA  H30JIATOB
MUKPOOPTaHU3MOB TIPH MPOBEIECHUU MHUKPOOHMOJOTHYECKOTO MOHUTOPHHIA YHCTHIX
noMemeHn ammynbHOro nexa Ne 1 OAO «bopucOBCKMM 3aBOJ MEAUIMHCKUX
IpenapaToBy.

Meroabl UCCHENOBAHMS: ACHUPALMOHHBIA M CEIMMEHTALMOHHBIA METO,
METOJI CMBIBA, OKpacka o meroay I pama.

Pe3ynbTaThl paboThI:

1. ITpu IIPOBEJCHNN MHUKpPOOHOJIOTHYECKOTO MOHUTOPHUHTIA
IIPOU3BOJCTBEHHOM cpenbl ammysibHOro nexa Nel OAQO «bopucoBckuid 3aBOJ
MEIMIMHCKHUX IpenapartoB» B mepuoasl ¢ 24.07.2017 mo 28.07.2017 roma m ¢
06.11.2017 mo 10.11.2017 roma He BBIABIECHO MPEBHIINICHUE JOMYCTHUMBIX MPEICIOB
MUKPOOMOJIOTUYECKOM ~ YHMCTOTBHI,  COTJJACHO  HOPMATHBHBIM  JOKYMEHTaM,
YTBEPKJICHHBIM Ha MPEIPUSATUH.

2. Bo BpeMs mTpoBeAeHHUS Pa3IUYHBIX ATAllOB MOHHTOPHMHTA BbIAENeH 21
U30JIST MHUKPOOPTaHU3MOB. B JeTHMII mepuoj HMCClelOBaHUA MPEUMYILECTBEHHO
ObUTH BBIZIEIICHBI OakTepun poda Staphylococcus, Micrococcus, a B OCeHHHI TEpHOJT
— IpeuMyIIecTBeHHO OakTepuu poaa Corynebacterium.

3. Bce BbimeneHHbIE W30IATHI HE OTHOCATCS K TPAMIIOIOXKHUTEIbHBIM
CIIOpO0Opa3yIomuUM OaKTepusiM, CHOCOOHBIM 0o0Jiee JUIMTEIBHO COXPAHSATHCS B
BO3/lyX€ M Ha IMOBEPXHOCTSX MPOU3BOJICTBEHHBIX IMOMEIICHUI, U HE OKa3bIBaIOT
BJIMSIHUS HAa KQY€CTBO BBIITYCKAeMOW MPOIYKLIUH.

4. Ilpy u3y4eHUH TEPMOCTOMKOCTH H30JIATOB IOKa3aTelb TEPMOCTOUKOCTH
Dmax;ooec st Micrococcus sp. coctasui 6 muH, aus M. luteus — 8 muH, 11 u3ossTa
pona Corynebacterium Dmaxoo:c coctaBun 7 MuH. [Ipu KunissueHUn B 1a00paTOPHBIX
YCIIOBUSIX TPEX UCCIEeNyeMbIX KyJIbTyp Oaktepuii npu temmneparype 100°C B Teuenue
15 MuH yCTaHOBIEH OTpULATENBHBIM pe3yapTaT pocta. [lodydeHHbIE IaHHBIE
MO3BOJISIFOT CHIENIaTh BBIBOJA, 4TO npu crepwinzanuu 121°C B TeueHue 8 MUH B
YCJIOBUSIX MPOU3BOJICTBA TaKXe OyJeT HaOMI0AaThCs TMOEb BBIJEICHHBIX U30JISTOB
MUKPOOPTaHU3MOB.


http://www.gastroscan.ru/handbook/118/7093

PODEPAT

Heimmomnas padota 45 c., 8 man., 10 tadim., 21 kpeHina.

WzansaTel  MikpaapraHizmay, MikpaOisjgariyHbl MAaHITOPBIHT, MaXXbIyHAE
acsipoJa3e, BBITBOpYAs Cepaja, YbICTbIA MaMSIIKaHHS, 4YbICTas KYJbTypa,
Oakmopeisuiariunbl - anHamizatap BD  BBL  Crystal,  1opmaycroiiniBacub
MiKpaapraHizmay.

AOG'exThl JacienaBaHHS: BBITBOpYas cepajga ammyibHara mpxa Ne 1 AAT
«bappicaycki 3aBoA MEABIIBIHCKIX Mpanapartay» (maBerpa, maBepxHi 1 abcTansiBaHHE,
TOXHAJIATIYHAS a3€HHE 1 TIepcaHal).

MbhTa  pmacienaBaHHS:  BBUIYYSHHE 1 XapaKTapbICThlKa  M30JISTOB
MiKpaapraHiaMay Tpbl TMpaBAI3€HHI MikpalisigariyHara MaHITOPBIHTY YBICTBIX
naMamKkaHHsay ammyiabHoro 1mpxa Ne 1 AAT «bapeicaycki 3aBOJl MEIBILBIHCKIX
npanaparay».

Mertanpl fAacielBaHHA: acHIpalliOHHBI 1 CEIIMEHTAlllOHHBI METaja, METajl
3MbIBaY, adapOboyka na meraaze ['pama.

Briniki npartibl:

1. IIpel npaBsiA3eHH1 MiKpaOisulariyHara MaHiTOPBIHTY BbITBOpYAra acsipoaa3s
amnynpHaro 1pxa Nel AAT «bapsicaycki 3aBoA MEABILBIHCKIX Mpamnaparay» y
nepbisansl 3 24.07.2017 na 28.07.2017 roga 1 3 06.11.2017 na 10.11.2017 rona =e
BBISTYJICHA MEPaBBIIIPHHE JANyIIYalbHbIX MeXay MiKpaOisutariyHal 4bICI1HI, 3TO/IHA
3 HapMaTbIYHbIMI JAKyMEHTaMI1, 3alBEPIKAHbIM Ha MPaIIPbIEMCTBE.

2. [Maguac mpaBsSA3€HHS PO3HBIX 3Taray MaHITOPBIHTY BbUTy4YaHbl 21 13aysr
MIKpaapratizmay. Y JeTHI Nephisii JaciefaBaHHI IepaBakHa ObUIl BbUTYYaHbIS
OakTapen poay Staphylococcus, Micrococcus, a ¥ BOCEHbCKI TEphIsa — MepaBakHa
OaxTapeI poay Corynebacterium.

3. Yce BbA3ENECHBIS H3AIATHI HE AAHOCSINA Ja TPaMIOI0XKbITEIbHBIX
criopaa0pa3yronbix OaKTAIPhIi, 3/10JIbHBI OOJBII Mpalsria 3axoyBalia y MaBeTpsl 1
Ha TABEPXHSIX BBITBOPYBIX NaMAIIKAHHSAY, 1 HE AaKa3Balollb YIUIbIBY Ha SIKaclb
BbIITyCKaeMai MpaayKIIbli.

4. Ilpel BBIBYYIHHI TIPMACTOMKACLI U3SUIATA MaKa3yblk TIPMACTOMKACII
Dmax;gocc aimst Micrococcus sp. ckiay 6 min, g M. luteus 8 min, as u3ansra poay
Corynebacterium Dmaxoo-c cknay 7 min. [Ipsl KinsusHHI ¥ Ja0apaTOpHBIX YMOBaxX
TPOX AOCIEAHBIX KyJIbTYp OakTaphlii mpel TaMneparypbl 100°CHa mparsry 15 miH
yCTaJIABaHbl aJMOYHBI BBIHIK POCTY. ATpbIMaHbIs JAJ3€HbIS Aa3BASAIONb 3palillb
BBICHOBY, IITO TIpbI cTApbLIi3abll 121°C Ha mpatsry 8 MiH Ba yMOBax BbITBOPYACIII
TakcaMa Oyj3e Hazipaliia rioeiab BhIA3EICHbIX U3alIITay MiKpaapraHizmay.



ABSTRACT

Thesis of 45 pages, 8 fig., 10 tab., 21 sources.

Isolates of microorganisms, microbiological monitoring, growth medium,
working environment, clear rooms, pure culture, bacteriological BD BBL Crystal
analyzer, thermostability of microorganisms.

Research objects: working environment of the ampoule workshop No. 1 of JSC
«Borisov Plant of Medications» (air, surfaces and inventory, technological clothes
and personnel).

Research objective: selection and the characteristic of isolates of
microorganisms when carrying out microbiological monitoring of clear rooms of the
ampoule workshop No. 1 of JSC «Borisov Plant of Medicationsy.

Research techniques: an aspiration and sedimentation method, a washout
method, coloring by the Gram’s stain

Results of work:

1. When carrying out microbiological monitoring of the production
environment of the ampoule workshop No. 1 of JSC «Borisov Plant of Medications»
during the periods from 24.07.2017 for 28.07.2017 and from 06.11.2017 for
10.11.2017 exceeding limits of microbiological purity is not revealed, according to
the normative documents approved at the enterprise.

2. During various stages of monitoring are emitted 21 isolates of
microorganisms. During the summer period of a research mainly were emitted
bacteria of the sort Staphylococcus, Micrococcus, and during the autumn period —
mainly to a sort Corynebacterium bacteria.

3. All emitted isolates do not fall into to the Gram-positive spore-forming
bacteria which capable over a longer term to remain in air and on the surfaces of
production buildings, and do not influence on product quality.

4. When examining thermostability of isolates an index of thermostability of
Dmax100°C for Micrococcus sp. was 6 min., for M. luteus was 8 min., for isolate of
the sort Corynebacterium Dmax100°C was 7 min. When boiling in vitro of three
studied cultures of bacteria at a temperature 100°C within 15 min. the negative result
of growth is established. The data obtained are allowed to draw a conclusion that at
sterilization 121°C within 8 min. in conditions of production will be also observed
death of the emitted isolates of microorganisms.



