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PE®EPAT

PaGora mpencrasnena Ha 80c., comepxut 10 puc., 29 tabm., 35 UCTOYHHKOB
JUTEPATYPBHI.

MMKPOBHMOJIOTUYECKUI MOHMWTOPHHI, ITPOWU3BOJCTBEHHAS
CPEJIA, KPUTEPUU I[MPUEMIJIEMOCTU, HUTOCTATUYECKUE
[MPOTUBOOITY XOJIEBBIE ITPEITAPATHI

Obvexmom uccnedoeanusi CIy WU MUTATENbHbIE CPEbI 1T KYJIbTUBUPOBAHUS
MHUKPOOPTaHMU3MOB, CMBIBBI C TOBEPXHOCTEW OOOpYy/IOBaHUS, IMOMELICHUS, PYK U
TEXHOJOTMYECKON OAEXK]Ibl MEepPCOHANIa, MATEpUajoB MEPBUYHOM YIIAKOBKH, MPOOBI
BO3/1yXa paboyux MOMEIICHUH.

IIpeomem wuccnedoeanus — OIPENENEHUE CTEIEHH MUKPOOHOIOTHYECKOM
YUCTOTHI IPOU3BOJICTBEHHOU CpPe/ibl LIMTOCTATUYECKUX MPENapaTOB OKCATUIUIATHHA U
nonerakcena B 1nexe Ne2 PVII «benmennpenaparsr» B nepuoast ¢ 07.02.2019 no
20.03.2019 u ¢ 21.06.2019 no 12.07.2019.

AKTyanbHOCTh palOOThl CBsSI3aHA C HEOOXOJUMOCTBIO KOHTPOJISI COOTBETCTBUS
MPOU3BOCTBA JIEKAPCTBEHHBIX MpernapaToB TpedboBanusim GMP.

Pe3ynbraTel NpOBEIEHHBIX NCCIEAOBAHUN MOKA3AJIH, YTO:

- pUMEHsIEMbIE MUTaTENbHbIE Cpelbl YCHEIIHO MPOXOJAT
MUKpPOOHOJIOTUYECKUNA KOHTPOJIb CTEPUIBHOCTU U MOT'YT IPUMEHSTHCS B paboTe;

- B BO3/yX€ MOMEUIEHUN HE COJAEPKUTCS MOCTOPOHHSSI MUKpOQIOpa, KoTopas
MO>KET OKa3bIBaTh BIMSHUE HA MPOU3BOJCTBO IIMTOCTATUYECKHUX MTPENApaTOB;

- 000py0BaHUE FKCILUTYaTUPYETCSA U HAXOUTCS B HAJIJIEKAILEM COCTOSIHUU, YTO
CIOCOOCTBYET MPOU3BOJICTBY IIUTOCTATHUECKUX MPENAapaToB Ha BLICOKOM YPOBHE;

- KOJIMYECTBO OOHAPYKEHHBIX KOJOHUNA MHUKPOOPTAaHM3MOB Ha MOBEPXHOCTH
NOMEILIEHUI HAXOJIUTCA HWXKE MpeAyNpexAaronlero mnpeaena U COOTBETCTBYET
TpeOOBaHUSIM TEXHUYECKHUX CTAHIAPTOB;

- IPOU3BOICTBEHHBIN NTEPCOHAI COOIIOAET BCE MpaBUiIa CAHUTAPHOMN U JTMYHON
TUTHUEHBI;

- MHKPOOHMOJIOTMYECKUI MOHUTOPHUHI TEPBUYHON YMAKOBKH YKa3bIBaeT Ha
COOJII0/IEHNE TEXHOJIOTMYECKOro Mpolecca, BC yIakoBKa CTEpUIbHA U MOXKET ObITh
UCIOJIb30BaHa JIJIsl JIEKAPCTBEHHBIX CPE/ICTB.

[TomyuyeHHble pe3ynbTAaThl CBUJETENBCTBYIOT O TOM, YTO IPU IPOU3BOJCTBE
OPOTUBOONYXOJEBbIX mpemapaToB B mexe Ne2 wHa mpenmpustuu  PVYII
«benMenmnpenapaTs» pealu3yercs HaJuiexanias npou3BoacTBeHHas npaktuka (GMP)
B IIOJTHOM 00BEME, YCIOBHUS ITPOU3BOJCTBA MOAEPKUBAKOTCS HA BBICOKOM YPOBHE.



PEDOEPAT

[Ipama mpaacraynena Ha 80m., 3msamuae 10 man., 29 Ttabn., 35 KpbIHIIL
JTITapaTypshl.

MIKPABIAJIATTYHBI MAHITOPBIHI, BBITBOPYAE ACAPOIA3E,
KPBITOPbII TIPBIMAJIBHACIII, HBITACTATBIYHbBIA TITPOIIITY XJIITHHBIA
[TPOITAPATHI.

AO'ekTaM paciieaBaHHs CIIYXbUIl MaKbIYHbIA acspoan3l mayis KylbThIBaBaHHS
MiIKpaapraHizmMay, 3MbIBbl 3 T[aBEpXHSAY aOCTalsBaHHS, MaMSIIKaHHSA, PYK 1
THXHAJIArIYHara aJa3€HHs IepcaHaldy, MaT3pbisuiay MeplIacHall ymakoyKi, HpoOsbI
BO3/IyXYy pa0O0UbIX MaMSIIIIKAHHSY .

[IpagMer naciemaBaHHs - BbI3HAYDHHE CTYyMNEHI MikpaOissiariyHai dbICIiHI
BBITBOpYAra acspo//13s IbITACTAThIUHBIX MIpANIapaTay OKcalliIviailiHa 1 Jolerakcena ¥
mxy Ne 2 PVII «benmennpanapatse» ¥ nepsisiabl 3 07.02.2019 nma 20.03.2019 1 3
21.06.2019 na 12.07.2019.

AKTyanbHACIlb TMpaibl 3Bs3aHa 3 HEA0XOJHACIIO KAHTPOJIIO ajnaBeaHacIl
BBITBOpYACIII JIEKABbIX Mpanaparay narpadasanusm GMP.

BrIHiKi paBen3eHbIX JacielaBaHHsy maKasall, MITo:

- TaXBIYHBIA acsApoan3i, sKisS TPBIMSHSIONNA, MAaClsIX0Ba MPaxoa3silb
MIKpabisIariyHbl KAHTPOJIb CTIPBUIHLHACII 1 MOTYIlh IPBIMSHSALIA ¥ padoIle;

- y TaBeTphl MaMAIIKAHHSIY HE 3HAXOJ3IIIIA CTapOHHSAA Mikpadiopa, skas
MOJKa aKasBallb YIUIBIY Ha BRITBOPYACIIH IILITACTATHIYHBIX TpINaparay;

- abcTansBaHHE SKCIUTyaTyellla 1 3HaX0A3111a ¥ HaJIe)KHBIM CTaHe, IITO CIpbIsie
BBITBOPYACIII I[BITACTATBIYHBIX MPATIapaTay Ha BEICOKIM Y3pOVHI;

- KOJIbKACI[b BBISYJICHBIX KaJOHIA MiKpaapraHizMay Ha MaBepXHI MaMsAIIKaHHSIY
3HAXOJ31IIIa HIKAH MmanepapkalbHall MsDKBI 1 ajinaBsiae narpabaBaHHAIM TIXHIYHBIX
CTaHjapray;

- BBITBOPYBI TIEPCaHAJl BEHIKOHBAE YCe TPaBUIbl CaHITapHal 1 acabicTaii ririeHsl;

- MiKpaOisuIariyHbl MaHITOPBIHT TEpIIacHall ymakoyki maka3Bae Ha 3aXaBaHHE
THXHAJAriyHara mnparpcy, ycs yrnakoyka CTIpbUTbHAs 1 MOXka OBILb BHIKAPBICTAHA IS
JICKaBbIX CPOJIKAY.

ATpbIMaHbIg BbIHIKI CBE€AYAllb IIPA TOE, IITO MPbI BEITBOPYACLI MPOLITYXJIIHHBIX
npamnapatay y 1mxy Ne 2 na npaanpsiemctBe PYII «benMenmnpanapare» paasizyeriia
HajuexxHast BeITBopYas mnpakThika (GMP) y moyueiM a6'éme, yMOBBI BBITBOpYACIII
aATPHIMITIBAIOIIIIA HA BBICOKIM Y3POYHI.



ABSTRACT

The work is presented at 80p., contains 10 figures, 29 tables, 35 sources of
literature.

MICROBIOLOGICAL MONITORING, INDUSTRIAL ENVIRONMENT,
ACCEPTANCE CRITERIA, CYTOSTATIC ANTITUMOR DRUGS

The object of the study was nutrient media for the cultivation of
microorganisms, flushing from the surfaces of equipment, premises, hands and
technological clothing of personnel, primary packaging materials, samples of the air in
the working premises.

The subject of the study is the determination of the degree of microbiological
purity of the production environment of the cytostatic preparations of oxaliplatin and
docetaxel in the workshop No. 2 of the RUE «Belmedpreparat» during the period from
2""February 2019 to 20"March 2019 and from 21"June 2019 to 12"July 2019.

The relevance of the work is associated with the need to control the compliance
of the production of drugs with GMP requirements.

The results of the studies showed that:

- applied nutrient media successfully pass microbiological control of sterility
and can be used in work;

- the air of the premises does not contain extraneous microflora, which can
affect the production of cytostatic drugs;

- the equipment is operated and in good condition, which contributes to the
production of cytostatic drugs at a high level,

- the number of detected colonies of microorganisms on the surface of the
premises is below the warning limit and meets the requirements of technical standards;

- production personnel complies with all the rules of sanitary and personal
hygiene;

- microbiological monitoring of the primary packaging indicates compliance
with the process, all packaging is sterile and can be used for medicines.

The results obtained indicate that in the production of antitumor drugs in shop
No. 2 at the RUP enterprise Belmedpreparaty has fully implemented advanced
manufacturing practices (GMP), and production conditions are maintained at a high

level.



