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Lenn: OnpeneneHrne HOPMATUBHBIX BEIMUUH CTEPUILHOCTU U3-
eI MEIUIIMHCKOTO Ha3HAauYeHWs] U HaydHO OOOCHOBAaHHOU Be-
JIMYMHBI CTEPUTU3YIOLIEN 103bl, obecreunBalolleil TpedyeMylo cTe-
PWIBHOCTD M3MIEJINIA C €CTECTBEHHOM MPeACTepUITN3aAIMOHHON KOH-
TaMUHAlLMel; OLeHKa CTePUIbHOCTH U3AETUN MEIULIMHCKOTO Ha-
3Ha4YeHUs1, 00TyyaeMbIX B HaCTos1LEee BpeMs 10301 15 KIp.

Marepuan u Meroabl: [TpoBepsieMasi MUKPOOUOJIOTMYECKUMU
METOJaMU CTEPWJIBHOCTDH M3MICTUS OTpe/ie/ieHa Ha OCHOBE TaHHBIX
KUHETUKHU CTePUIM3ALMUN KaK BEPOSITHOCTb HAXOXICHUSI Ha U3ACTUN
00Jy9eHHOTO MUKPOOPTaHMU3Ma, CIIOCOOHOTO 00pa30BhIBAThH KOJO-
HUU B YCTAHOBJIEHHBIX YCIOBUSIX MHKYOaluu. B npeanonoxenuu,
YTO CBSI3b MEKIY BEPOSITHOCTSIMU TIPUCYTCTBUSI HECTEPUIIBHBIX U3/e-
JIUii B BBIOOPKE ISl TeCTa Ha CTEPUIBHOCTb U B MapTUU U3AEIUI
onpenessiercst ypapHeHHeM [lyaccoHa, panaloHHast CTOMKOCTb ec-
TECTBEHHOM KOHTaMMHALIMU, MEPEeXUBIICH o0ayyeHne Bepuduka-
IIMOHHOM 103011, ObIJTa paccuMTaHa 1Mo U3MEHEHUIO TOJIU HECTePUITb-
HBIX U3AEIMI1 B BBIOOPKE M3 9KCIIEPUMEHTA C BO3PACTAIOIIUM BO3IEH -
crBueM. [1pu ornpeneneHuu CTepuiin3yIoiero BO3AeicTBUS ObLIO UC-
MOJIb30BAHO SKCMOHEHUUATbHOE MPUOIMXKEHNE 3aBUCUMOCTHU CTe-
PWJIBHOCTHU U3MENTNI OT TO3BI.

Pesynbratel: [TokazaHo, 4TO Ui BBITTOJHEHUSI ACHCTBYIOIIMX
CaHUTAPHO-TUTUEHUIECKUX TPEOOBAHUIA K KAUeCTBY CTEPWJIM3AIIMK
cJefyeT ycTaHABIUBaTh HOPMATUB KauecTBa CTEPUIbHOCTU U3IEIHSI,
paBHblit 1x 107, s uzaenuii MeAMLUHCKOrO Ha3HAYEHUS, U3TOTOB-
JIEHHBIX B COOTBETCTBUM C AEHCTBYIOLIMMU CAHUTAPHO-TUTUEHUYE-
CKUMU TPeOOBAHUSIMU, BEpU(PUKAILIMOHHOE BO3IAECICTBUE JOJKHO CO-
craBisaTh 7 KIp. Jnst uznenuii ¢ moATBEPXKIACHHBIM Bepu(pUKaIMOH -
HbIM BozaeiicTBueM 7 KIp crepuiusytomas no3a 9 kIp odbecrieunBaet
BBIMOJIHEHUE IS CTBYIOIIMX CAHUTAPHO-TUTUEHUYECKUX TPEeOOBAHUI
K KaQuecTBY CTePWJIM3aLlUU B BUJE CTEPUJILHOCTH BCEX U3/IEJIUIA B BbI-
OOpKe IJIsI TeCTa Ha CTEPUJIbHOCTD; MPU 9TOM CTEPUIM3YIOILAs 1032
15 kIp obecreunBaeT KauecTBO CTEPUIIBHOCTH u3aenuii 1x 107°, ycra-
HOBJIEHHOE JIHCTBYIOLIMMU HALIMOHAJIbHBIMU CTaHAAPTAMMU.

3akmouenue: [Ipu crepunusytoeit nose 15 kIp crepunbHOCTh
BBIITYCKAEMbIX OTE€YECTBEHHbIX CTEPMIIbHBIX M3eMii MeHbiue 13107,
Ecnu npencrepuiaunsaloHHas KOHTaMUAHatus usaenuii menee 1000
KOE, To cTeprJIbHOCTh BBIMTYCKAEMBbIX OT€YECTBEHHBIX CTEPUIIbHBIX
nsnenuit meHee 1x 107,

KiroueBble clioBa: paduayuonnas cmepuiuzayus, usoeaus meou-
UYUHCK020 HA3HAYEHUs, KA4ecmeo CMepuAu3auuu, cmepuiusyrouas
doza, cmepunvHocmy uzdeaus:

ABSTRACT

Purpose: To determine the value preset to the sterility of medical
devices and evidence-based value of sterilizing doses able to sterilize
products with natural pre-sterilization contamination; to evaluate
15 kGy dose presently applied to sterilize medical products.

Material and methods: The methods to sterilize products were
microbiologically examined basing upon the kinetics of sterilization and
using the probability of finding the microorganism on the irradiated
product, which microorganism is able to initiate colonies under
established incubation conditions. Under the assumption that the
relationship between the probabilities of the presence of non-sterile
products in the sample to test for sterility in the production lot is
determined by the Poisson equation, the radiation resistance of natural
contamination survived the irradiation dose was determined to change
the proportion of non-sterile products in the sample from the
experiment with increasing exposure. In determining the sterilizing
effects, the exponential approximation was used depending on the dose
to sterilize products.

Results: In order to meet current health requirements on the
quality of sterilization, the sterility standard of 1x 10~ should be
established. For medical devices manufactured in accordance with the
sanitary requirements, the verification dose of 7 kGy should be applied.
For products with a proven impact of 7 kGy, the sterilization dose of
9 kGy ensures that existing sanitary and hygienic requirements for the
quality of sterilization in the form of sterility of all the products are
fulfilled for the sterility test sample; the sterilization dose of 15 kGy
ensures the sterility of products of 1x 107, according to existing national
standards.

Conclusion: If 15 kGy dose is used for sterilization, the sterility of
products is less than 1x 107, and if there is more evidence that the
contamination of products before sterilization is less than 1,000 CFU,
the sterility of sterilized products is less than 1x 107,
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