®EAEPAJIbHOE ArEHTCTBO

No TEXHUYECKOMY PEMYNIMPOBAHUIO U METPOJIOTMU

HALUMOHANBbHBIN FOCT P EH
CTAHAOAPT
POCCUINCKOW 12322—
OEOEPALUM 2010

3OENnMA MEOQUUNHCKUE
AnAa QUArHOCTUKWU IN VITRO

NMutaTtenbHble cpeabl ANA MUKPOOMonorum.
Kputepun dyHKUMOHANbHbLIX XapaKTepPUCTUK
nuTaTenbHbIX cpen

EN 12322:1999
In vitro diagnostic medical devices — Culture media for microbiology —
Performance criteria for culture media
(IDT)

WUanaHue odmumnansHoe

Mockea
CranpaptTuHdopm
2011


https://meganorm.ru/mega_doc/norm/gost_gosudarstvennyj-standart/1/gost_21_705-2016_mezhgosudarstvennyy_standart_sistema.html

rOCT P EH 12322—2010

Mpeancnosue

Llenun v npuHumnel ctangapTusaumnm B Poccuitickon eaepaummn yctaHosneHsl PegepanbHeiM 3aKOHOM OT
27 pexabps 2002 r. Ne 184-93 «O TexHWYeCKOM perynupoBaHuny, a npasuna npuMeHeHUa HauMoHanbHbIX
ctaHaapTtoB Poccuiickon Peaepaumm — FMOCT P 1.0—2004 «CtaHaapTtusauus B Poccuirckon degepaunn.
OcHOBHbIE MONOXEHUAY

CBepieHUs1 0 cTaHpapTe

1 NMOArOTOBIEH NabopaTtopueir npobnem knuHuko-nabopartopHon anarHoctukun FOY BMO «Mockos-
cKkast MeauunHckas akagemust uM. .M. CeueHoBa PocaapaBa» Ha 0CHOBE COGCTBEHHOro ayTEHTUYHOTO nepe-
BOJA Ha PYCCK1I 3bIK CTaHAapTa, yKasaHHOro B NyHkTe 4

2 BHECEH TexHuueckum komuteToMm no craHgapTtusaumm TK 380 «MeauunHckue nsgenus ansa guar-
HOCTUKW in Vitro»

3 YTBEP>XOEH WU BBEAEH B JAEWNCTBUE Mpukasom deaepanbHOro areHTCTBa no TeXHAYECKOMy
perynupoBaHuio u metpornorun Poccuiickon ®eaepaumm oT 12 Hosi6psi 2010 r. Ne 446-cT

4 Hactoswui ctaHaapT ugeHTUudeH MexxayHapogHomy ctaHgapty EH 12322:1999 «U3penusa meanumH-
CKkue Ansi AMarHoCTUKuM in vitro. NutaTtenbHble cpeabl Anst Mukpobuonorun. Kputepum pyHKUMOHAMNbHBbIX Xapak-
TepucTuk nutatenbHbIX cpea» (EN 12322:1999 «In vitro diagnostic medical devices — Culture media for
microbiology — Performance criteria for culture media»).

Mpy NpUMMeHEeHM HacTosILLEero cTaHAapTa peKOMEHAYeTCs UCMOMb30BaTb BMECTO CCbINMTOYHBLIX MeXAyHa-
pOAHbIX CTaHAapTOB COOTBETCTBYIOLLIME UM HauuoHanbHble cTaHaapThl Poccuiickon ®enepaumm u Mexrocy-
[apCTBEHHbIE CTaHAapThl, CBEAEHUS O KOTOPLIX MPUBEAEHbI B AONOMHUTENBHOM NpunioxexHun 1A

5 BBEJEH BIMNEPBbIE

UHbopmayusi 06 USMEHEHUSIX K HacmosiueMy cmarHOapmy rnybnukyemcs 6 exez200HO u3dasaemMoMm
UHGbopMayUoHHOM yKkazamerie «HauuoHansHeie cmaHOapmel», a MEKCm U3MEHEeHUU U onpasoK — 8 exeMe-
CAYHO usdasaeMbix UHGhOPMaUUOHHbIX yKasamensax «HayuoHanbHbele cmaHdapmbi». B criydae nepecmompa
(3aMeHnbl) unu ommeHbI Hacmosiweao cmaHOapma coomeememsyroujee ygedomiieHue bydem onybrnukosaHo
8 eXXeMeCsIYHO u30asaeMoM UHOpMaUyUOHHOM ykasamerie «HayuoHansHsie cmaHOapmei». Coomeemcmay-
rowast uHgopmauus, yeedoMiIeHUe U meKcmbl pasmeujaromces makxe 8 UH(hopmayuoHHoU cucmeme obujezo
1onb308aHust — Ha oguyuansHoM catime ®PedepasibHO20 agzeHmMCcmea o MeXHUYECKOMY peayruposaHuio u
mempoioauu 8 cemu IHmepHem

© CraHgapTuHdpopm, 2011

HacTosawuin ctaHgapT He MOXeT GbiTb MOMHOCTLIO MM YacTUUHO BOCMNPOU3BEAEH, TUPaXMPOBaH U pac-
npocTpaHeH B kayecTBe oduLMansHOro n3naHus 6es paspelueHus GeaepanbHOro areHTCTea nNo TeXHUYecKo-
MY perynmpoBaHuio U MeTpoNornu
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BBeaeHue

B mukpobuonoruyeckoin nabopatopum MHOTMe TeCTbl U MpoLeaypbl 3aBUCAT OT MOCTOSIHCTBA cocTaBa
nUTaTenbHbIX cpea v NoMyYeHnsi BOCNpPO3BOAUMBIX pesybTaToB Npu UX npumeHeHnn. CoTHU chopmyn cocTasa
CyXux nuTaTenbHbIX cpe AOCTYNHbI Ha pbiHKE U elle BonbLuee Yicno cpef, paspaboTaHHbIX AMs cneLnanbHbIX
noTpebHOCTeN KyNbTUBNPOBAHUS MUKPOOPTraHU3MOB, OonncaHel B iutepatype. Kpome Toro, B KINMHUYECKUX U
MPOMBILLMEHHbIX NabopaTopursX BblpalUMBaOTCst MHOrME 06BeKTbl 1 MPON3BOAUTCH BbICTPOe 1 HyBCTBUTEb-
Hoe 0B6Hapy»eHWe MUKpoopraHuamoB. TpeboBaHNs K nuTaTenlbHOM cpefe cneuuduaHbl B OTHOLLEHWN Kak Npo-
6bl, Tak M MUKpoopraHuama. MNoaToMy «cTaHgapTU3oBaHHbIe» NUTaTeNbHbIe cpeabl ABMATCA 0ba3aTenbHbIM
ycrnosuem ans noboro HagexxHoro Mukpobuonornieckoro nccnegosaHuns (CM. npunoxexue B [1] n nepsocTe-
NeHHoe 3HaYeHne NMeeT onpederneHne o6 bLEKTOB 1 KpUTepUEB NpeanonaraembelX PYHKLUOHAMbHbIX XapakTe-
pUCTUK NUTaTeNbHbIX cped. OnpeaeneHne gyHKLUMOHAMNbHBIX XapakTepUCTUK HeoBXoAnMO ANst KOMMepYeckn
NPUrOTOBMNEHHBIX NUTATENbHBIX cpel. Ans nuTaTenbHbIX cpes, U3rotTanvMeaeMblX B nabopatopuu, BHyTpuna-
6opaTopHBbIN KOHTPOIb KayecTBa OCYLLECTBAET NoTpebuTens.

XapaKTepUCTUKN KavecTBa nuTaTeNbHbIX cped HeobXoauMbl Ans Nofy4YeHUs CpaBHUMBIX MPOAYKTOB
nuTaTenbHbIX Cped 04HOro U TOro Xe Tuna, He3aBUCUMO OT UX UCTOYHMKA. Kpome Toro, 3Tu Kputepumn moryT
6blTb UCMOMb30BaHbI BCeMU MUKpobuonormieckumm nabopaTopusMm ANst OLEHKN NUTaTeNbHbIX WWnK cenek-
TUBHbIX CBOMCTB HOBbIX MUTaTeNbHbIX cped.

EnuHble KpUTepuu yHKLMOHarbHBIX XapaKTepUCcTUK AOHKHBI MPUBECTU K NPOU3BOACTBY N3rOTOBUTENSA-
MW «CTaHAapTU30BaHHbIX» NPOAYKTOB U YMEHbLUUTL He0HBX0AMMOCTb BbINOMHEHNA B TabopaTopusix TECTUPO-
BaHWA KOMMeEPYECKUX MUTaTeNbHbIX cpea.
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HAUWOHANbHBLIA CTAHAOAPT POCCUUCKOWNW OSGEONEPALUUMU

n3genmsa MEQUUUHCKUE And AUWATHOCTUKWU IN VITRO

MurarenbHble cpeabl ANst MUKpoGuonoruu.
Kputepumn pyHKUMOHaNbHbIX XapaKTepUCTUK NUTaTeNbHLIX cpea

In vitro diagnostic medical devices. Culture media for microbiology.
Performance criteria for culture media

Data BBegenna — 2012—03—01

1 O6nacTtb NnpuMeHeHunA

HacToswui ctaHgapT ycraHaBnueaeT TpeboBaHus K (hyHKLMOHANbHBIM XapakTepucTukaM nutaTenb-
HbIX cpedl. ATO OTHOCUTCSA K NPOCIEXMBAEMOCTU, CPAaBHUMOCTU, BOCNIPOU3IBOAUMOCTU U NPUrOAHOCTU NUTa-
TenbHbIX cpe, UCMOob3yeMbIX B MUKpobuonormdeckux naboparopusix. laHHbIe XapakTepucTUKM 4oCTUraloTcs
npu NPUMEHeHNN KPUTEPUEB KayecTBa, yKasaHHbIX B HAaCcTosLLEeM cTaHaapTe.

HacToawmin ctaHaapT NPUMEHUM K:

a) KOMMEepYeCKUM opraHuMsauusam, pacnpocTpaHsoWmMM nuTaTenbHble cpefbl B MUKpOBUONormieckmnx
nabopaTtopusix B roToBOM K ynoTpebneHunio hopmMe Kak cyxue cpefibl Ui Kak roToBble K MPUMEHEHUIO cpeabl
(EH 1659:1996, nogpasaen 2.5);

b) HekoMMep4eCcKUM opraHu3aLmsiM, pacnpoCTPaHAIOWNM Cpeabl B CBON MECTHLIE OTAENEHUS;

¢) nabopaTopusiM, rOTOBALLM NUTATENbHBIE Cpeabl ANA COBCTBEHHOrO NCNONb30BaHUA.

Cpegbl 4Ns KyNbTUBNPOBAHWSA KIETOK HE OTHOCATCSA K 0611acTn NPUMEHEHNA HAacTOoALLEro cTaHaapTa.

2 HopmaTuBHbIe CCbINKKU

B HacTosWeM cTaHaapTe UCNorb30BaHbl CChISIKA Ha cneaytolme cTaHaapThl:

EH 1659:1996 MeauunHckue nsaenvsa ans guarHocTuku in vitro. MutaTtensHble cpedbl ANs MUKpobuo-
norun. TepMuUHbI 1 onpeaeneHus

EH NCO 8402:1996 MeHemkmeHT kaduecTBa U obecneveHne kavectea (MCO 8402:1995)

3 TepMuHbI M onpeaeneHus

B HacToseM cTaHAapTe NpUMeHeHbl criegyroLlne TepMUHBI C COOTBETCTBYOWUMU orpedeneHnsaMn:

3.1 napTus (cepus) nuratenbHbIx cpep (batch of culture media; lot of culture media): MonHocTko Npo-
cnexusaemas napTus MaTepuana, npeacrasnsiolas cobol onpeaeneHHoe konuuecTso nonydgabpukarta unu
rOTOBOro NPoAyKTa, ABNALLErocs oAHOPOAHBIM MO TUMY U Ka4eCTBY, COOTBETCTBYOLEro MPON3BOACTBEHHbLIM
TpeboBaHWAM (KOHTPOTIHO NpoLiecca NPon3BOACTBA) U TECTaM KOHTPOSISi KaYeCTBa, NPOM3BEAEHHOIO B Te4eHue
0[HOro onpeaenieHHoro nepuoaa Npon3soAcTBa U KOTOPOMY NpUcaH ognH HoMep napTum (cepun).

3.2 KOHTpONbLHLINA WTaMMm (control strain): MukpoopraHuam, NPUMeHsIEMbIN ANst OLLEHKM MUKpoBuono-
TMYECKNX XapaKTepuCcTUK NUTaTenbHon cpeapl.

3.3 pecdbepeHTHBIN WTaMM (pedrepeHc-LTaMM, 3TanoHHbIN WTamMm) (reference strain): Mukpoopra-
HU3M, onpeaeneHHbl, No MeHbLUEH Mepe, A0 YPOBHA poAa U BUAa, BKIIOYEHHBIN B KaTanor U onncaHHbIN B
COOTBETCTBUN C €ro XapakTepucTukamu.

W3paHne ocpmymnansHoe
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3.4 pedepeHTHBIN (pedrepeHcHbIN) obGpa3sel (reference stock): MapTua emkocTel, NOMyYeHHbIX
nyTem oQHoro nocesa ns pecpepeHTHOro Wwramma (pedepeHc-wramma), U MHOXeCTBO eMKOCTEN U3 OAHON
TOM e napTum pecrepeHTHOro WTamMma (pedepeHc-LTaMMa) OT NoCTaBLLMKa.

3.5 o6pas3uoBas KynbTypa (stock culture): CybkynbTtypa(bl) U3 pecdepeHTHOro obpasua.

3.6 pa6ouan kynbTypa (working culture): CybkynbTypa 06pa3uLoBoi KynbTypbl.

4 OueHkKa (pyHKLMOHANbHbIX XapakTepUCcTUK

4.1 O6wue KpuUTepUm KauecTBa

MpwumeyaHune— Hacrosawun ctaHgapt He NnpegycMaTpuBaeT AeTanbHoe OnMcaHue NPaKTMKM MeHePKMEeHTa
KayecTBa Npy NPOU3BOACTBE NUTATENbHBIX Cped, KOTOpoe NPEACTaBNeHo B APYrMX MCTOYHUKAX (CM. npunoxenue B [11—{7],
[11]w [13]).

CnefyeT 0TMETUTb, YTO B COOTBETCTBUU C HEKOTOPLIMU CUCTEMaAMN MEHEXKMEHTA KayecTBa, UCMNoSb3ye-
MbiMK n3rotosutenamm (cornacHo EH MCO 9001 n EH 46001 unu EH UCO 9002 n EH 46002), noMumo oLieHK!
MUKpPOBMONOrMYeckux xapakrepucTuk, uccnegosaHne byHKUMOHanNbHbIX XapakTrepucTuk BkrovaeT B cebs
TaKke uccnegosaHue praNYeCcKUX U XMMUYECKUX CBOUCTB (CM. npunoxeHue B [13]), a umeHHo:

a) Konun4ecTeo;

b) BbicoTa cnos 1 obbLeM HanoNMHeHUs;

C) uBerT;

d) nNpo3pavHOCTb U/ onTudeckas NNOTHOCTb;

€) FOMOreHHOCTb;

f) cTabunbHOCTL (CPOK rOQHOCTU) U MMOTHOCTL rens;

g) ocTaTo4YHas BNaXHOCTb (onpeaerneHne NnoTepu B Macce Npu BbICYLLIMBaHWA) UM TOMOTEHHOCTb CYXOW
cpenpl;

h) BHelHW B1A cneuuanbHbIX U ApYrux cped (Hanpumep, KpoBSIHOW arap);

i) 3Ha4eHwue pH.

KavecTBo nuTaTensHoOM cpelbl 3aBUCUT OT Ka4ecTBa OCHOBHbIX MHIPEANEHTOB, TOYHON (hOpMynbI U Npa-
BUJTbHOCTUW M3rOTOBNEHUS], ad€KBATHOIO yaaneHnst MUKPOBHbIX 3arpsisHATENEN, COOTBETCTBYHOLLEN YNaKOBKN 1
XpaHeHusi. Matepuanbl Cbipbsi, NUTaTENbHbIE UKW UHIMBUPYIOWKE A06aBKU UM MUHUATIOPU3UPOBAHHLIE
TeCT-cUCTEMBI (BMOXMMUYECKUE MUKPOTECT-CUCTEMBI) ANA nAaeHTUdMKALUU MUKPOOPraHU3MOB AOIPKHbI BbITh
npeaocTaBneHbl B COOTBETCTBUN C TOW Ke METOAUKOW KavecTBa.

4.2 KOHTpOJbHbIe WTaMMbl
Habop KOHTPOMBHBIX LUITAMMOB AOKEH BKNoYaTh B ceba pechepeHTHbIe LiTaMMbl.

MpumeyaHune 1— PedepeHTHbIE LUTAMMbI MOTYT 6bITb NONYYEHBI U3 FOCYAAPCTBEHHLIX KONNEKLMIA MUKPOOP-
raHnamoB unu pedepeHTHbix konnekuuit ATCC u NTCC, otHocswmxess k ECCO nnu WFCC (cm. npunoxenue B [9] u [15]).
Habop KOHTPONbHbIX LITAMMOB MOXET BKIIOYATb XOPOLLO XapaKTEPU3OBaHHbIE NOSIOKUTENBbHbIE (UYBCTBUTENBHBIE, XOPO-
IO pacTylme), crnabo nonoxutenbHble (cnabo YyBCTBUTENBHBIE, NNIOXO PACTyLKUE) UK OTpULLATENBHbIE (HEYYBCTBUTESb-
Hble, NoAaBIEeHHblE UMWY 3aTOPMOXEHHbIE) KOHTPONbHbIE WTammbl (M. npunoxenve B [5], a Ttakke DIN 5895-6 u
DIN 58959-7). KoHTpornbHbIe WTamMmMbl 4151 06bIMHO MPUMEHSIEMbIX MUTATENBHLIX CPEA YKadaHbl BO MHOTUX UCTOYHUKAX (CM.
npunoxenwue B [2]—I[6], [9], [11] n [12], a Tarke DIN 58959-6, DIN 58959-6, npunoxenue 1, DIN 58959-7 u DIN 59959-9) n
MOIYT BbITb BbIGpaHbl COOTBETCTBEHHO NoTpebHoCTW. [nsi NpoCcnexXnBaemMoCcTn BCe KOHTPOIbHbLIE LUTAMMbI AOMKHbI ObITb
nony4eHbl N3 pedepeHTHON KONNeKuumn.

Pa6ouue kynbTypbl AOMKHbI GbITb UCNONb30BaHbI ANA TECTUPOBAHUS TONbKO oAuH pas. CybKynbTypbl U3
pabounx KynbTyp HEMb3si UCNONbL30BaThL AN Lenei TeCTUPOBaHNSA (BYHKLUMOHANbLHBIX XapakTepucTUK Unv ans
o6paszoBaHunsa 06pasLoBbIX KyNbTYp (CTOK-KYMbTYP).

MpumeyaHune 2— WHdopmaunio 0 KOHCEPBaHTax, cnocobax xpaHeHns U cnyx6e KoNneKuun Kynstyp cMm. B
npunoxeHum A, npunoxexuu B [8].

4.3 MukpoGuonormieckue KpUTepum kKauecTBa

4.3.1 PyTUHHBIA KOHTPONb KavecTBa

4.3.1.1 Poct

4.3.1.1.1 O6uwMe NoNoXeHus

[ns koHTpons napTuu (cepun) IMTaTenbHbIX CPEA U NUTaTeNbHBIX UHTPeANEHTOB, COOTBETCTBEHHO, POCT
MWKPOOPraHn3MoB (Npu CoOXpaHeHUU BblpacTatoLWMMU Ky b TYpamMu TUMUYHBIX MOPEONornieckmx, KynbTypans-
HbIX 1 TUHKTOPMarbHbIX CBOWCTB) A0KeH BbITb OLEHEH:

= WU NONyKONMYECTBEHHO,
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- WINN KONNYECTBEHHO.
KonuuecTtBeHHbIe 1 NONYKONUYECTBEHHBIE OLIEHKN A0MKHBI 6bITb BEINONHEHBI B COOTBETCTBUM C Banuau-
poBaHHOM (noATBepXAeHHOW) MeToAUKoM (CM. NpunoxeHue B [16]).

MpwumedaHun e — MNonykonMyecTBEHHAN OLIEHKA C NOMOLLBIO WKanbl pocTa, Hanpumep ot 0 ao 3+. Mpu oueHke
nnoTHoN cpeabl 0 COOTBETCTBYET OTCYTCTBUIO pocTa, 1+ — oueHb cnabomy pocty (meHee 10 KONOoHWIA), 2+ — HanNUuKio
pocTa (pa3genbHO pPacnonoXeHHble KONoHWK), 3+ — ouYeHb BbIpaXeHHOMY POCTy (Cnueaiowmecs kononum). Mpm oueHke
KUZKON cpegbl unu nonyxuakon cpeabl 0 XapakTepusyeT OTCYTCTBME MYTHOCTM, 1+ — HE3HaUUTENbHYID MYTHOCTb
W 2+ — 3HAYUTENBHYIO MYTHOCTb.

4.3.1.1.2 CsolicTBa, ycunusatowme poct

C COOTBETCTBYIOLUMM YCTPONCTBOM U COOTBETCTBYIOLNUM OOBEMOM KOHTPOSMBHOMO WTamMma nroTHas,
nonyxuakas unu xuakas nuratesnbHele cpeabl A0MMKHbI 6bITb UHOKYNMPOBaHbLI COOTBETCTBYHOLLIMM UHOKYITHO-
MOM KOHTPOMbHbIX LUITAMMOB.

M p v wmedaH n e — [ns nerkoro MUHOKynioma Mmoxet 6b1Tb goctatouHo ot 100 go 1000 konoHneobpasyowmx eau-
Huy (KOE) Ha kaxabii KOHTPONbHBIW WTaMM unu gocrtatoqHoe konuyvecteo KOE, 4Tobbl ¢ npyuMeHeHneM COOTBETCTBYIO-
Lwen MeToanKM NOCeBa WTPUXOM Ha MOBEPXHOCTY MITOTHOW NUTaTENbHOW cpeabl 06pasoBannch N30NNPOBaHHbLIE KOMOHUN.

4.3.1.1.3 UHrMbupytowme pocT CBONCTBa cpeabl

Ana oueHkNn WMHrMBUPYIOLWMX POCT CBOMCTB CENEKTUBHOW NUTATENbHOW cpefdbl COOTBETCTBYIOLLUM
YCTPOWCTBOM 1 COOTBETCTBYHOLMM 06 BEMOM KOHTPONBHOrO WTamMmma NioTHadA, Nony>Xuakasa unnkuakas nuta-
TenbHble cpeabl AOMKHbI OblTb MHOKYNIMPOBaHbI COOTBETCTBYIOLMM NMOCEBHLIM MaTepuanom KOHTPOJSbHbIX
LITaMMOB.

4
MpumMmeyaHue—Okono 10" unu Gonblue KNETOK KAXA0ro KOHTPONLHOrO WTaMMa MOryT GbiTb UCMONb30BaHbI
KaK NOCEBHON MaTepuar Kaxaoi naptum, KoTopast MoAnexXuT TeCTUPOBAHUIO.

4.3.1.2 MukpobHoe 3arpsisHeHune

4.3.1.2.1 O6LWWMe nonoxeHnda

MuTaTtenbHble cpedbl MOrYT 6bITb KnaccudUUMpoBaHbl Kak NuTaTenbHble cpeabl, CTEPUNU30BaHHbIE B
KOHEYHOM KOHTelHepe (CTepunnsoBaHHble NUuTaTenbHele cpedbl — cM. 4.3.1.2.2) n rotoBble K ynotpebneHnio
nuTaTtenbHble cpebl, NPOU3BeAeHHbIE TakKUM 0Bpas3oM, YTO UX KOHTaAMUHALMA UCKNOYEHa UK CHWKeHa o0
npuemnemMoro Hu3koro yposHs (cM. 4.3.1.2.3). MsroToBuTenb AOMMKEH YCTaHOBUTL TpeBoBaHUS K pexumy 1
BpeMeHW cTepunMsaLumn, ocHoBaHHbIE Ha KOMMOHEHTaxX cpefibl, OrpaHU4eHUsIX npouecca u KoHdurypaumm
(o6beme) ynakoekn. Kaxxgas napTusi 4OMKHa COOTBETCTBOBAThL LENIeBbIM NpeaenamM, yCTaHOBMIEHHbIM ANA
YPOBHSI MUKPOOHOr0 3arpsisHeHus (cM. 4.4).

4.3.1.2.2 MutaTtenbHble cpefbl, CTEPUNU30BAHHbIE B KOHEYHOM KOHTEHepe

JomkHbl ObITb NPUMEHEHBI COOTBETCTBYIOLLME METOANKN TECTUPOBAHUS CTePUNbLHOCTA (CM. NpUnoxe-
Hue B [10]), nnn cTepunbHOCTb A0SMKHA BbITh rapaHTMpOBaHa BannanpoBaHHbIM MPOLECCOM CTEPUIM3aLIUN.

4.3.1.2.3 [Opyrue nutaTenbHble cpeabl

[ns oLeHKM MUKPOBHOro 3arpsisHeHNs ¢ y4eToM pasMepa NapTimn COOTBETCTBYOLLEeEe KONMYECTBO MaTe-
pvana Kaxgon napTum nuTaTenbHbIX cped AomKHO BblTb MHKYOMPOBaHO B TeueHuMe (Mo KpanHel mepe) Tpex
AOHel (=72 4) Npu cooTBeTCTBYOWE TemnepaType™.

4.3.1.3 Buoxnmuyeckme n UsnKo-XuMmmnieckme xapakrepucTukm

Mpw HeobxoaumocTu (Hanpumep, ANs AuddepeHUMPYOLLMX cpes) Hanmume, oTCyTCTBUE UMK cTeneHb
BbIPaKEHHOCTN BUOXMMUYECKUX N DUSUNKO-XUMUNYECKIX PeaKLMIA OTTKHBI BbITb MCCie40oBaHbI C MPUMEHEHNEM
COOTBETCTBYHOLEro Habopa KOHTPOMbHbIX LUITAMMOB.

4.3.1.4 WccneposaHue aHTUMUKPOBHOI YyBCTBUTENEHOCTM

Mpn nccnegoBaHUM aHTUMUKPOBHOW YyBCTBUTENBLHOCTU Ccpeabl AOMKHbI ObITb MPUMEHEHBI U OXapaKTe-
pr30BaHbl Kak pedepeHTHbIA MeTod, Tak U pedepeHTHbIe 3HaUYeHNs NS KaXaon KOMBUHaLUM KOHTPOMBHOTO
WwTaMmma 1 aHTUMUKPOBHOTo areHTa.

4.3.2 PacluMpeHHbIA KOHTPONb KayecTBa

Mpu HeobxoAMMOCTU JOMKeH BbITb NPOBeAEH pacLUMPEHHbI KOHTPOIb KaYecTBa ¢ NPUMEHeHeM pac-
LUMPEHHOTo Habopa KOHTPOMNbHBIX LUTAMMOB 1 6oree TOYHBIX METOAO0B y4eTa (CM. Npunoxerue B [16]) c uenbto:

- paspaboTkn 1 Banugauumn nuTaTenbHbIX cpes;

- BbISIBNIEHUA B NAPTUK (Cepunn) pesynbTaToB, He COOTBETCTBYIOLLMX crieundukalmam;

- aHanu3a (oT6pakoBKW) NapTum (cepun).

RN HaumoHanbHbIX AokymeHTax (PC, ®CI1, TY, MYK 4.2.2316-08) yctaHOBNeHbI criegytoLume Cpoku Arsi KOHTPOrs
crepunbHocTu: 2—14 cyT npmn 37 °C.
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4.4 OueHKa (hyHKUNOHANBbHBIX XapaKTepUCcTUK U UHTepnpeTaLusl pe3ynbTaToB

¢yHKLI,I/IOHaJ'IbeIe XapaKTepUucTtukmn nuTaTenbHON cpeabl NPU3HaTCA yOaoBNeTBOPUTENbHBIMU, €CITU BCE
KOHTPOINbHbBIE LUTAMMBI NMPOABNAIOT cebs Ha DaHHoN cpeae B COOTBETCTBUU CO cneu,md)wkau,mmw. I'IapTwﬂ
MOXeT BbITb npuHATaA, eCnii OHa COOTBETCTBYEeT BCeM 06LL|MM 7] MI/IKpOGVIOJ'IOI'W-IeCKVIM KpUTepmudam KkavecTtBa.

MpnvmeyaHwue—TIlpu oueHke pocTa COOTBETCTBYIOWME KOHTPOIIbHbIE LUITaMMbl JOMDKHBLI AOCTUraTb pocta 3a
onpeaeneHHbIN NPOMEKYTOK BPEMEHN C TUMMYHON MOPOnorven n pasmepom KONMOHUIA UMM OXNMAAEMBIM YMCIIOM KO-
TNOHUIA.

B cpepnax, cooTBeTCTBYIOWMNX 4.3.1.2.2, He fOMKEH BbISBASATLCA POCT HA B OAHOM U3 KOHEYHBIX KOHTENHEe-
POB B Npefenax KpUTepues U MHKYBaLMOHHOTO Nepuoaa, yCTaHOBNEHHOTO NMPUMEHSIEMO MeTOAUKOM nccneao-
BaHus. [lpyrie nutatenbHble cpeabl 40MKHbI GbITb OTOPOLUEHbI, €CM YPOBEHb KOHTaMuHaunm =5 %.

5 WHdopmaums, npegocTaBnsieMasl MU3aroToButenemM

WaroToBuTENEM U MOCTaBLLMKOM OOIKHbBI ObITh YKa3aHbl crneaytoLue cneumduyeckue Mukpobuonoru-
YyecKue XapaKTepucTUKu:

a) KnaccudurkaLms COOTBETCTBEHHO TUNY NpodyKTa (Cyxasi cpeaa, OCHOBa cpeabl, roToBast Kynotpebne-
HUIo cpena);

b) oueHka kpuTepreB pyHKUMOHANBHBIX XapaKTepUCTUK;

C) MCNOMb30BaHHLIE KOHTPObHBIE LUTaMMBbI;

d) oxuaaemble pesynbTaThl 06LLEro U MUKPOBUOIOrMYECKOro TECTUPOBaHUN;

e) 3HauveHue pH (ecnu Heobxoaumo);

f) uHdopmaLma o XxpaHeHUU U CpoKe roaHOCTH.

MpumedaHune— CepTndukaTsl HA OTAENbHbIE MAPTUM (CepUM) [OMKHBI BbITb NPegocTaBNeHb! No 3anNpocy.

6 [okymeHTauus

Bes OOKYMeHTauunAa no Kakgon nccrnegoBaHHoOM napTun gomKHa ObITb cOCTaBneHa, 3aperucTtpupoBaHaun
XpaHUTbCA B Te4eHe AoCTaTouHOro nepnoia BpemMeHn, CooTBeTCTBYyloLero TDGGOBaHMﬂM MECTHOIo 3aKoHo-
gartenbcTtea.
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MpunoxeHne A
(cnpaBouHoe)

PYKOBOACTBO Nno COXpaHeHUIo U coAepPXaHUK KOHTPOJIbHbLIX LUT2AMMOB

A1 O6wme nonoxeHns

He cywecTByeT yHMBEpCansHOro METOAA YCNELWHOro COXPaHEHUs M COAEPKAHUSI BCEX MUKPOOpraHuamos. [axe
WTAMMbI B pAMKax OHOIO BU/1a NPOSIBISIIOT 3HAUUTENBHbIE PA3NNUUs B OTHOLLIEHWM COXPaHEHUS U BOCCTaHOBIIEHUS.

MpwumeyaH v e — [Ing noaaepxaHusi LUMPOKOTO Kpyra MUKPOOPraHU3MOB TEXHOMOTMW HOCAT eLle 3KCNepumeH-
TanbHbIA XapakTep U TOYHasi METOAMKA MNOKa eLle He MOXET ObiTb pekoMeHAoBaHa (cM. npurnoxeHwe B [8]).

A.2 PedrepeHTHbIe WUTAMMBI U3 KOMMEPYEeCKNX NCTOYHNKOB

B Tex cnyuasix, KOraa KOHTPOMNbHbIE KyNbTYPbl U3 pePepeHTHbIX KOMMEKUUN UM OT KOMMEPYECKUX NOCTABLUNKOB
MocTaBneHbl M CoAepKaTcsl B UX OPUIMHANbHbIX KOHTeNHepax (pedepeHTHbIN 0bpasel), Heo6xoanMMo cneaoBaTh UHCTPYK-
LUMSIM N3roToBUTENEN.

A.3 CamocToATenbLHO NPUroTOBIEeHHbIE KOHTPOJbHbIE IWITAMMbI (06 pa3LoBbIe KynbTypbl)

A.3.1 CopepxaHne

O6pa3suoBble KyNbTypbl KOHTPOSbHBIX LWUTAMMOB A1l OUEeHKM (DYHKUMOHANbHBIX XapaKTEPUCTUK AOMKHbI coaep-
)aTbcs u o6pabaTbiBaTbCsl CTAHAAPTU30BaHHBLIM 06pa3oM, HTOGBI MUHUMNU3NMPOBATL BO3MOXHOCTU KOHTaMUHAUWK, U3Me-
HEHNS reHEeTUYECKNX CBOWCTB M (PYHKUMOHAMNBHbLIX Xapakrepuctuk (cM. npunoxenune B [8] n DIN 58959-6). Cycnensuu
KOHTPOBbHbIX LUTAMMOB JOIDKHBI XPAHNTBLCA B anMKBOTax Unu rnyboko 3aMopoxXeHHbIMU (MUHYC 70 °C unu Huxe), unu nuo-
VN3 poBaHHBIMK, UMW B FOTOBOWM K ynoTpebnexunio hopme KynbTyp 13 pedepeHTHbIX Konnekumii (CM. npunoxexue B [6],

(81 [9]).

MpumeyaHune— [ns HEKOTOPLIX MUKPOOPFraHW3MOB 3TN METOAbI MOTYT BbITb NPUMEHNMbI TONMBKO B MOaUGU-
LMpOoBaHHOW thopmMe Unm BoobLue He MoryT BbiTb pekoMeHAOoBaHbI. B 9ToM cnyvae MoryT GbITb pacCMOTPEHb! Apyme nog-
XOOSLLME METOOVKN COAEPXaHNS LUITAMMOB.

KOHTpOnkBHbIE WTaMMbl 4OIHKHBI ObITh NOATOTOBMNEHbI, COXPAHEHbI M COAEPKAaTbCH B COOTBETCTBUM C MUCbMEHHbIM
NPOTOKONOM COOTBETCTBYIOLLEr0 METOAa, Kak pekoMeHOOBaHOo, Hanpumep, npunoxeHuem B [8] n DIN 58959-6, aonontHe-
Hue 1.

A.3.2 XpaHeHWe KOHTPONbHbIX KyNnbTyp

Mpn ncnonbL3oBaHUKM 3aMOPOKEHHBIX KOHTPOSBHbLIX KyJIbTYP OHU AOMXHbI XPaHUTBLCSI B COOTBETCTBUU C METOOOM,
nNoaxoAsiLLMM AnNsi TAKWX KOHTPOIbHbIX LUTAMMOB.

MpwnmeyaHune— XpaHeHue Ha CTEKNSAHHbIX/KEpaMUYECKMX LLIAPUKaX (CM. npunoxenue B, [8]) unn samopaxw-
BaHMe B XXNOKOM a3oTe (KpuocoxpaHeHue) (cM. npunoxexue B, [9]) nogxoant ans 60nbwIMHCTBA LW TAMMOB.

A.4 PabGouve KynbTypbl

Cy6KynbTypbl KOHTPOJbHBIX LUITAMMOB (06pa3LOBbIE KYNbTYpPbl) SIBMSIOTCS MCTOUMHUKOM Ansi paboumx kynbTyp. Mpn
BOCCTaHOBITEHUM 3aMOPOXEHHbIX 00pa3LOBbIX KyNbTyp COOTBETCTBYOWME DIAKOHbI C KYNbTYPOW yAansitoTca n3 Mopo-
3unbHuka. Mopumto (Hanpumep, OAWH UK ABa CTEKISIHHBIX UITW KEPaMUYeCKUX Lapuka) 6epyT B 3aMOPOXXEHHOM COCTOS-
HUM C MOMOLLBID CTEPWUITBHOTO MHCTPYMEHTa (Hanpumep, nuHueTa). Bo Bpems atux npouenyp cneayet cobniogatb
OCTOPOXHOCTb, YTOObLI M36eXaTb pa3aMopakKMBaHUS KyNbTypbl, U prakoHbl A0IKHbI 6biTb HEMEZITEHHO BO3BpaLLeHbl B
MOPO3UIBHWK.

[ns noaroToBKM MHOKyNtoMa (MOCEBHOro MaTtepuana), Hanpumep, Ans TecTMpoBaHus PYHKLUMOHANBHLIX XapakTe-
PUCTUK NUTaTENBbHOW cpebl, paboyas KynbTypa KOHTPONbHOMO WTaMmma goMKHa ObiTh MPUIOTOBIEHA A0 onpeaeneHHoro
konnyectea KOE no ontuyeckon NNoTHOCTY B PEKOMEHAOBAHHOM CTEPUINBHOM pacTBOpuTene (QUCTUNNMpPOBaHHasn BOaa,
uspacTBOp UNu NHoE).
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MpunoxeHve B

(cnpaBo4Hoe)
Bubnuorpadus

EN 46001 Quality systems — Medical devices — Particular requirements for the application of EN ISO 9001
EN 46002 Quality systems — Medical devices — Particular requirements for the application of EN ISO 9002
EN ISO 9001 Quality systems — Model for quality assurance in design/development, production, installation and
(ISO 9001:1994)  servicing (ISO 9001:1994)
EN ISO 9002 Quality systems — Model for quality assurance in production, installation and servicing
(ISO 9002:1994)  (ISO 9002:1994)
DIN 58959-6 Quality management in medical microbiology — Part 6: Requirements for control strains —

Examples for production and preservation of bacteria used as stock cultures and working cultures
DIN 58959-6, Quality management in medical microbiology — Part 6: Requirements for control strains —
Supplement 1 Examples for production and preservation of bacteria used as stock cultures and working culture
DIN 58959-7 Quality management in medical microbiology — Part 7: General requirements for the use of control

strains
DIN 58959-9, Quality management in medical microbiology — Part 9: Requirements for the use of control strains
Supplement 1 for testing culture media
DIN 59959-9 Quality management in medical microbiology — Part 9: Requirements for the use of control strains

(]
(2]
(3]
(4]
(3]
[6]
[7]
(8l
[0
[10]
[11]
[12]

[13]

[14]
[15]

[16]

for testing culture media
Power, D. A. Quality Control of Commercially Prepared Bacteriological Media. In: Prier, J. E., Bartola, J.T.,
Friedmann, H (eds.). Quality Control in Microbiology, University Park Press, Baltimore, 1975, pp. 47—53
Miller, J. M. Media and Reagents. In: Miller, J. M., Wentworth, B. B. (eds.). Methods for Quality Control in
Diagnostic Microbiology, American Public Health Association, Washington D. C., 1985, pp. 59—87
MacFaddin, J. F., ed. Media for Isolation — Cultivation — Identification — Maintenance of Medical Bacteria. Vol
1. Williams & Wilkins, Baltimore-London, 1985, pp. 928
Campbell, M.C., J. L. Stewart (eds.). Media Quality Control Tests. In: The Medical Mycology Handbook, J. Wiley &
Sons, New York, 1980, pp. 393—397
Quality Assurance for Commercially Prepared Microbiological Culture Media — Second Edition; Approved
Standard. NCCLS publication M22-A. Villanova, PA., USA, 1990, pp. 24
Burkhardt, E. (Publisher): Qualitatssicherung in der medizinischen Mikrobiologie. DGHM-Verfahrensrichtlinien fir
die mikrobiologische Diagnostik. Teil 4.1. Qualitatssicherung. Gustav Fischer Verlag, Stuttgart — New York, 1985
Costin, J. D., M. Kappner. Qualitatssicherung von Trockenmaterialien fir die Mikrobiologie. Abstr. 28.
DGHM-Tagung, Goéttingen, FRG, 1981
Kirsop, B. E., Doyie, A. eds. Maintenance of Microorganisms and Cultured Cells — A Manual of Laboratory
Methods, 2nd. ed. Academic Press, London-New York, 1991
European Culture Collection’s Organization (ECCO). ICECC Publication No. 4 — Information on holdings and
services. Information Center for European Culture Collections (ICECC), Mascheroder Weg 1b, D-38124
Braunschweig, FRG, 1992
European Pharmacopoeia. 2.6 — Biological tests. 2.6.1 Sterility — culture media — sterility, 1999
Sewell, D., L. Quality Assurance, Quality Control, Laboratory Records, and Water Quality. In: Clinical Microbiology
Procedures Handbook, Volume 2, Section 13. H. D. Isenberg, ed., American Society for Microbiology,
Washington, D.C., 1992
Isenberg, H. D. (ed.). Clinical Microbiology Procedures Handbook. Volume 2, Chapters 13.1 and 13.24
to 13.2.22, American Society for Microbiology, Washington, D. C., USA, 1992
Costin, I. D. Quality Assurance and Quality Control of Ingredients for Microbiological Culture Media. In: Quality
Assurance and Quality Control of Microbiological Culture Media, J.E.L. Corry (ed.). G-I-T Verlag, Darmstadt, FRG,
1982, pp. 65—87
Woolsen, R. F. (ed.). Statistical Methods for the Analysis of Biomedical Data. John Wiley & Sons, Inc., New York,
USA, 1987
World Directory of Collections of Cultures of Microorganisms, 4th Edition, Eds. H. Sugawara, M. Juncai, M. Saturo,
T. Youko. Published by the WFCC’s World Data Center on Microorganisms, 1993
Weenk G. H. Microbiological assessment of culture media: Comparison and statistical evaluation of methods. In:
Culture media for food microbiology, J.E.L. Corry et al. (ed.). Elsevier, Amsterdam, 1995, pp. 1—23
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MpunoxeHune ZA
(cnpaBo4Hoe)

CooTBeTCTBME pa3fenoB U NoapasaenoB HacTosAWero ctaHaapTa
OCHOBHbIM Tpe6oBaHusAM EBponeiickon QupekTuBbl

Tab6nunua ZA.1 — CooTBeTCTBME HAcTOsILLEro cTaHagapTa Tpeboeanuam EBponelickon Qupektuesl 98/79/EC

Pasgenbl v nogpasgens! HacTosLLero ctaHaapra OcHoBHble TpebosaHusa Esponerickon Qupextussl 98/79/EC

4.1 A3, B.25
4.2 A3
4.3 A.3,B.2.2
4.4 A3

5 B.8.4,B.8.7

MpunoxeHne OA
(cnpaBo4HoOe)

CBefeHUs1 0 COOTBETCTBUU CChINOYHBLIX MeXAYyHapoAHbIX CTaHAapToB
CCbINTOYHbIM HaLUOHaNnbHbIM cTaHaapTam Poccuinckon Pepepauunn

Tab6nwuuya JAA

0603Ha4YeHWe CCbINTOYHOrO MEXAyHapoaHOro

0O603HavYeHre U HaMMEHOBaHWE COOTBETCTBYIOLLErO
(pervoHansHOro) cTaHaapTa

HaLMOHanNbLHOro cTaHaapTa

CTeneHb COOTBETCTBUA

EH 1659:1996 — *
EH NCO 8402:1996 — *

* COOTBETCTBYIOWMI HAUMOHANBHBIN CTaHAApT oTCcyTCTBYET. [1o ero yTBepgeHnsi pekoMeHgyeTcsi UCNnone3oBaTh
nepeBo Ha PYCCKUIA 513bIK AaHHOIO MexXayHapoAHoro ctaHaapTa. MNepeBos 4aHHOrO MexayHapoaHoro craHgapTa Ha-
xogutcs B PegepanbHOM MHDOPMaUMOHHOM (DOHAE TEXHUYECKUX PErNaMeHTOB U CTaHOApPTOB.
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