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[lpeaucnoBue

LlennunnpuHumnel ctTaHgapTusauum B Poccumnckon PegepaummyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUSAY

CBepgeHUA o cTaHgapTe

1 NMOAMOTOBINEH TabopaTopuein npodbnem KnnHnko-nadopartopHou gnarHoctukm FOY BMNMO « MockoB-
ckas meanumHckada akagemust um. .M. CeveHoBa Poc3gpaBa» Ha OCHOBE COBCTBEHHOIO ayTEHTUYHOIO Nepe-
BOJAa Ha PYCCKUU A3bIK CTaHaapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHn4yeckum komutetom no ctaHgaptmsaumm TK 380 «MegunumHckme nsgenns gnsa guar-
HOCTWKW In VItro»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PeaepanbHOro areHTCTBa no TEXHUYECKOMY
perynupoBaHuio n metponornmn Poccunckon ®egepauunm ot 12 Hos16pst 2010 1. Ne 446-CT

4 Hactodawun cTaHaapT naeHTudeH mexgyHapogHomy ctaHgapTty EH 12322:1999 «3genua megmnumH-
CKWe ANs ANarHoCTUKK in vitro. NutaTtenbHble cpeabl ANt MUKPOObUonorun. Kputepum oyHKLUUOHaNbHbIX Xapak-
TepucTuk nutartensHbiX cpea» (EN 12322:1999 «/n vitro diagnostic medical devices — Culture media for
microbiology — Performance criteria for culture media»).

[Tpy NnpMeHeHUN HacToALWEero ctTaHgapTa pekoMeHayeTCcs UCNoNb30BaTb BMECTO CChINTOYHBIX MeXayHa-
POAHBIX CTaHOAPTOB COOTBETCTBYIOWME UM HaUuMoHaNbHble cTaHaapTel Poccunckon ®egepaniin U MeXrocy-
OAapCTBEHHbIe cTaHaapThl, CBeAEHUs1 O KOTOPLIX NpUBeAeHbl B AONONHUTENBHOM NpunoxeHun A

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHpOPpMaUUOHHOM YKazamerne «HalyuoHalbHbIe cmaHOapmabi», a mekecm UaMeHeHUU U rornpasoK — 8 eXXKeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX YyKazamensx « HayuoHanbHbele cmaHOapmely. B criydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauwe20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXKeMeCsI4HO U30asaeMoM UHpopMaylUOHHOM yKkazamerne «HayuoHarnbHbie cmaHOapmbly. Coomeemcmaeay-
rowas UHgbopmayus, yeeooMIieHUe U meKkcmaei pa3Melaromcs makxe 8 UHpopMalyUoHHOU cucmeme obuieao
ronb308aHuUss — Ha ogulyuanbHOM calime PedepallbHO20 a2eHmemea rno mexHU4ecKoMy pea2yrnupogaHuro U
MempoJsioauu 8 cemu MIHmepHem

© CtaHgapTuHdgopm, 2011

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UITU YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHma o6es paspeweHnsa PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

B Mukpobunonormueckon nabopatopum MHOrMe TeCThl U Npoueaypbl 3aBUCST OT NOCTOSAHCTBA COCTaBA
nuTaTenbHbIX cpea  NoNy4YeHUsa BOCNPO3BOAMMbIX pe3ynbTaToB Npu nX npumMmeHeHun. COTHU QOopMYyI1cocTaBa
CYXUX MUTaTENbHbIX Cpea ACCTYMNHbI Ha pbIHKE U elle bonbllee YUCNo cpea, paspaboTaHHbIX ANsi cneunanbHbIX
10TPEeOHOCTEN KYNbTUBUPOBAHUA MUKPOOPraHM3MOB, onncaHbl B nuTepaTtype. KpomMme Toro, B KNMMHUYECKNX U
1POMbILUNIEHHBIX NabopaTopUsiX BbipallMBaOTCS MHOTME OO BEKTHI U NPOU3BOANTCA DbICTPOE U YYBCTBUTEb-
Hoe ODbHapy)XeHne MUKpoOopraHMamMoB. TpeboBaHUs K nuTaTenbHOW cpeae cneynduyHbl B OTHOLLIEHUN KaK NPo-
Obl, TAK M MUKpoOpraHMama. Nostomy «ctaHaapTU3OBaHHbIE» MUTATESNbHbIE Cpeabl IBNAOTCS 0bA3aTeNbHbIM
ycnoBuem ansi Ntoboro HageXXHoro MUKpobnonormdyeckoro nccnegoBaHus (CM. npunoxeHue B [1] n nepBocCTe-
NeHHOoe 3HaYeHne nMeeT onpeaeneHmne oObLEKTOB U KpUTEpUEB NpeanonaraemMblX PyHKLUOHaNbHbIX XapaKTe-
PUCTUK NUTaTENbHBLIX cpen. OnpeaeneHne pyHKUNOHaNbHLIX XapakTepUCTUK HEODBX0AMMO AN KOMMEPUYECKU
MPUrOTOBNEHHBLIX NUTATENbHbIX cped. Ans nutaTenbHbIX cpea, M3roTaBnmMBaemMblX B nabopaTtopun, BHyTpUNa-
DOopaTOPHLIN KOHTPOMb KAYeCTBa OCYLLECTBISAET NOTPedUTEND.

XapakTepuUcTUKM KavyecTBa NUTaTeNbHbIX cped HeobxoauMbl ANnsl NonyvYeHUsa cpaBHUMBIX MPOOAYKTOB
nuTaTenbHbIX cped OAHOro M TOTO Xe Tuna, He3aBUCUMO OT UX UCTOUYHUKA. Kpome TOoro, 3T KpUtepum MoryT
ObITb UCNOMb30BaHbLI BCEMU MUKPOBUONOrniyeckummn nabopatopruamm AN oUeHKU NUTaTENbHBIX U/NNN CeNnek-
TUBHBLIX CBOVUCTB HOBLIX MATATENbHBLIX Cpea.

EQnHbIe KpUTEepUn PYHKUMOHAMNBHBIX XapakTepUCTUK AOIMKHbI MPUBECTU K NPOU3BOACTBY U3rOTOBUTENS-
MW «CTaHOAPTU3OBAHHLIX» NPOAYKTOB M YMEHbLUNTE HEOOXOAMMOCTbL BbINMOMHEHUS B NabopaTopusiX TECTUPO-
BaHNA KOMMEPYECKUX NUTaTENbHLIX cpea.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

W3geiimvA MEQUUUMHCKUE ONA OUATHOCTUKMU IN VITRO

[IuTaTenbHble cpeabl 4N MUKPOOMONOTruUMm.
Kputepuun dpyHKUMOHANbHbIX XapakTepUCTUK NUTaTeNbHbIX cpen

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

[NaTta BBegeHna — 2012—03—01

1 Obnactb NpMeHeHUA

HacTtosawmnn ctaHaapT ycTaHaBnMBaeT TpeboBaHUA K PyHKUUOHANBHBIM XapaKTepUCTUKaM NuTaTeb-
HbIX cped. OTO OTHOCUTCH K NPOCNeXUBaAaeMOCTU, CPAaBHUMOCTU, BOCMPOU3IBOAUMOCTU U NMPUroaAHOCTU NUTa-
TenbHbIX Cpea, UCMOoNb3yeMbIX B MUKpobUonornyeckmux nabopatopusx. laHHbIe XapakTepUCcTUKU AOCTUTaOTCH
NPy NPUMeHEeHUN KpUTepMEeB KavyeCcTBa, YKasaHHbIX B HAacTosLWeM cTaHgapTe.

Hactodawmm ctaHgapT NpUMEHUM K:

a) KOMMEpPYECKMM opraHusaLnsam, pacnpoCcTpaHsloWmMM nuTaTenbHble cpeabl B MUKPOOBUONOrMYecKmnx
nabdopaTtopusix B roTOBON K ynoTpebneHuo gpopme Kak cyxue cpeabl N Kak roToBbIE K NPUMEHEHNIo cpeabl
(EH 1659:1996, noapasgen 2.5);

D) HekoMMep4YeCKUM opraHnusaumam, pacrnpocTpaHarLWnM cpeabl B CBOU MeCTHbIe oTAeNeHUd;

c) nabopaTopusam, roTOBALLKMM NUTaTenbHble cpeabl AN COOCTBEHHOTO UCMONb30OBAHUS.

Cpeabl ANg KyNbTUBUPOBaHUA KIETOK HE OTHOCATCS K 0ONacTmn NpMMeHeHUs HacTosILLEero ctaHaapTa.

2 HopMaTuBHbIE CCbINKN

B HacTodWweM cTaHaapTe MCNONb30BaHbl CChINTIKU Ha criegyiolne cTaHgapThl:
EH 1659:1996 MeaguunHckue nagenua ans guarHocTukn in vitro. NutatensHble cpeabl 4N MUKPOBUO-

nornn. TepmMuHbl M onpeageneHuns
EH NCO 8402:1996 MeHemxkmeHT KadecTBa U obecneveHue kavyectsa (MCO 8402:1995)

3 TepMUHbI N onpegeneHus

B HacTosAwemM cTaHaapTe NpUMeHeHbl criegyoLe TeEpMNHbI C COOTBETCTBYIOLMMN onpeaeneHnsaMu:

3.1 naptusa (cepus) nutatenbHblX cpepf (batch of culture media; lot of culture media): NMonHOCTLIO NPO-
crnexmpaemasi napTua maTtepuana, npeacrasnsowas cobon onpegeneHHoe KonnyiecTso nonydadpukaTta unn
rOTOBOro NPOAyKTa, ABNALWEroca oaHopoaHbIM No TUNY U Ka4YeCcTBY, COOTBETCTBYOLLEro NPoU3BOACTBEHHLIM
TpeboBaHUSAM (KOHTPOMO NpoLecca NPOU3BOACTBA) U TECTaM KOHTPONSA KavyecTBa, NPon3Be4eHHOro B TeYEeHMe
OQHOro onpeaeneHHoOro neproga NponU3BoACTBa U KOTOPOMY NpunmucaH oauH HOMep NapTUK (Cepun).

3.2 KOHTPONbHbIN WTaMM (control strain): MukpoopraHmam, npumMeHaemMsbin AnNst OLLEeHKU MUKPODUONO-
TMYEeCKUX XapakTepUCcTUK NTaTeNbHOW cpeasl.

3.3 pedepeHTHbIN WTaMM (pedepeHc-LUTaMM, 3TaNOHHbIN WTaMM) (reference strain): Mukpoopra-
HA3M, onpedeneHHbIn, NO MeHbLUEeN Mepe, A0 YPOBHS poda U Buaa, BKNHOYEHHBIA B KaTanor 1 onicaHHbIN B
COOTBETCTBUN C Er0 XapakTepucTmkamu.

U3paHune odbmumanbHoe
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3.4 pecdepeHTHbIN (pechepeHCHbIU) obpasel (reference stock): lNMapTus emMKocTen, NMONyYeHHbIX
nyTemMm ogHOro noceBa U3 pedepeHTHOro wramma (pedgepeHc-lurTamMmma), Ui MHOXKeCTBO eMKOCTEN N3 O4HOU U
TOW XKe NapTun pedpepeHTHOro Wwramma (pedepeHc-liTaMmma) OT nocTaBLMKa.

3.5 obpa3uoBad KynbTypa (stock culture): CybkynbTypa(bl) N3 pedepeHTHOro obpasua.

3.6 pabouas KynbTypa (working culture): CybkynbTypa 0b6pa3L0oBON KyNbTYpbl.

4 OueHka PYHKUNOHANbHbIX XapaKTepUCTUK

4.1 OOLUe KpUTepumn KayecTBa

[TpnmeyaHwue— HacToswmm ctaHgapT He npeaycMaTpuBaeT AeTanbHOE OnucaHne NPakTUKU MeHeIKMeHTa

Ka4yecTBa Nnpu Npon3BoACTBE NUTATENbHbLIX CPead, KOTOPOE NpeacTaBneHo B APYrux UCTOYHUKaX (CM. npunoxenue B [1]—[ 7],
[11]wn [13]).

CneagyeT 0OTMETUTb, YTO B COOTBETCTBUN C HEKOTOPBLIMU CUCTEMaMU MeHe)KMeHTa KavuecTBa, UCMOoSb3ye-
MbIMUK n3rotosutTenamu (cornacHo EH NCO 9001 nEH 46001 unn EH CO 9002 n EH 46002), nOMUMO OLLeHKM
MUKPODOKMUONOTMYECKUX XapaKTepucTuk, nccnegoBaHue oyHKLUUOHANbHbBIX XapakTepUCTUK BKMOYAET B cebH
Takke nccnegosaHue PUanyecknx U XUMMYeCKUX CBOUCTB (CM. NpunoxeHue B [13]), a UMEHHO:

a) KONMWYecCTBO;

b) BbICOTa cNnos U odbLEM HAaNOJTHEHUS;

) LBET,;
) NPO3pavYHOCTb W/Mnu onTudeckas NMOTHOCTb;
) TOMOTeHHOCTb;

f) cTabUNbLHOCTL (CPOKTOQHOCTN) N NNIOTHOCTL rens;

g) ocTaTo4yHad BNaXHOCTb (onpegeneHne NoTepu B Macce Npu BbICYLUMBaAHWUA) UM TOMOTEHHOCTb CYyXOW
cpeabl;

h) BHelHWUU BUA cnielManbHbIX U Apyrux cped (HanpumMep, KpoBAHOM arap);

1) 3Ha4veHune pH.

KayecTBO nNUTaTenbHOW cpeabl 3aBUCUT OT Ka4ecTBa OCHOBHLIX MHIPeANEeHTOB, TOYHOM pOPMYIbI U Npa-
BUNMbHOCTM U3rOTOBIIEHUS, aAEKBATHOMO yaaneHnst MUKPOBDHbIX 3arpsisHUTENEen, COOTBETCTBYHOLLEN YITaKOBKU U
XpaHeHusi. MaTtepuansl Cblpbsl, NUTaTENbHLIE UNN UHIMOUpPYIOLWME O0OaBKMA UMM MUHNATIOPUINPOBAaHHLIE
TECT-CUCTEMBI (DNOXUMUNYECKUE MUKPOTECT-CUCTEMBI) ANSA nAeHTUPUKaLMM MUKPOOPraHU3MOB ACITKHbI ObITh
npeaoccTaBfieHbl B COOTBETCTBUM C TOM JKE METOQNKON KauecTBa.

D Q O

4.2 KOHTpONbHbLIE WTAMMbI
Habop KOHTPOMbHLIX LUTAMMOB A0TKEH BKMoYaTh B cebs pedpepeHTHLIE LUTaMMBbI.

[TpumevaHune 1—PedepeHTHble WWTAMMbI MOTYT BbITb MNONMYYEHbI N3 TOCYAAPCTBEHHbIX KONMNEKLUNN MUKPOOP-
raHn3moB nnu pedoepeHTHbIX Konnekumn ATCC n NTCC, otHocswmxest K ECCO nnn WECC (cm. npunoxenune B [9] n [15]).
Habop KOHTPONbHLIX LUTAMMOB MOXET BKINIOYATb XOPOLWO XapakTEPU3OBaHHbIE MONOXUTENbHbIE (YYBCTBUTENNBHbLIE, XOPO-
IO pacTywme), cnabo nonoxnTenbHble (Crnabdo YyBCTBUTENbHbIE, NNOX0 pacTywme) nnu otpuuyatenbHble (HEHYBCTBUTENb-
Hble, MOAABMNEHHbLIE UNU 3ATOPMOXKEHHbIE) KOHTPOINbHbIE WTaMmmbl (CM. npunoxenHne B [5], a Takke DIN 5895-6 n
DIN 58959-7). KOHTpOInbHbIE WTAaMMBbI AN 0ObIYHO NPUMEHSIEMBIX MUTATENBHbLIX CPEA YKa3aHbl BO MHOTMX NUCTOYHUKAX (CM.
npunoxexue B [2]1—[6], [9], [11] v [12], a Takke DIN 58959-6, DIN 58959-6, npunoxenune 1, DIN 58959-7 n DIN 59959-9) n
MOIYT BbITb BbIOpaHbl COOTBETCTBEHHO NOTPEOHOCTU. [Ns NPpOCNEXXnBaemMoCTU BCE KOHTPONbHbIE LUTAMMbI AOMXKHbI ObITh
Nony4YeHbl U3 pedhepeHTHON KONnNeKkynn.

Pabo4ne KynbTypbl AOMKHBI ObITb UCNOMb30BaHbI AN1S1 TECTUPOBAHUSA TOMbKO 0AWH pa3. CybkynbTypbl U3
PabOUNX KYNbTYP HEeMb3A MCNONbL30BaTh ANs LeNel TeCTUpoBaHNs PyHKUUOHANBHBIX XapakTepUCTUK UK ANg
obpasoBaHMst 0OPAaA3LOBLIX KYNbTYp (CTOK-KYNbTYP).

[TpumevaHune 2—VHdopmauunio 0 KOHCEPBAHTAX, Cnocobax XpaHeHns n cnyxobe Konnekyum Kyrneryp CMm. B
NPUNOXeHun A, NnpunoxeHum B [8].

4.3 Mukpobuonornyeckme Kputepum Ka4yecTtBea

4.3.1 PYTUHHbLIN KOHTPONbL KavyecTBa

4.3.1.1 PocTt

4.3.1.1.1 ObBLwMe NonoxxeHns

[na koHTponda naptTuum (cepumn) nutaTtenbHbIX cpea unuTaTebHbIX UHIPeAUEeHTOB, COOTBETCTBEHHO, POCT
MUKPOOPraHM3MOB (MPpW COXpaHeHUU BeipacTaoLWUMU KyNbTypamMn TUNMUYHBIX MOPdONOrmiyeckux, KynbTtyparnb-
HBIX N TUHKTOPWAanbHbIX CBOUCTB) ACJTKEH ObITh OLEHEH:

- NN NONYKONMYeCTBEHHO,
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- NN KONMNYECTBEHHO.
KonnyecTBeHHbIE U MONYKONMMYECTBEHHbIE OLUEHKU A0MKHbI ObITh BLINOTHEHBI B COOTBETCTBUM C Bannau-
poBaHHOU (NoATBEPXAEHHOW) MeToauKou (CM. npunoxeHue B [16]).

[TpnmedaHun e—[lonykonnyecTBeHHas OUEHKa C MOMOLLbIO WKanbl pocTa, Hanpumep ot 0 go 3+. [lpn oueHke
nnoTHon cpedbl O COOTBETCTBYET OTCYTCTBUIO pocTa, 1+ — o4eHb cnabomy pocty (meHee 10 KONOHUW), 2+ — HanU4uunio
pocTta (pa3gernbHoO pacnonoXeHHble KONOHUKW), 3+ — O4Y€Hb BbIPa)XEeHHOMY POCTY (CrnuBatoLwwmecs: KonoHun). Npu oueHke
XUOKOW cpegbl unu nonyxuakon cpegbl 0 xapaktepusyer OTCYTCTBME MYTHOCTWU, 1+ — HEe3HaunTEenbHYKd MYTHOCTb
N 2+ — 3HAYNTENBHYIO MYTHOCTb.

4.3.1.1.2 CBOWUCTBRA, ycUnuaatroLlne pocT

C COOTBETCTBYHOLLIMM YCTPOUCTBOM U COOTBETCTBYHOLUM OOBEMOM KOHTPOMBHOIMC WTaMMa MNMoTHas,
nonyxnakast Unu xxnakas nutatenbHble cpedbl ACTKHbI ObITb MHOKYNUPOBAHLI COOTBETCTBYIOLLMM UHOKYIHO-
MOM KOHTPOIMbHbLIX LUTAMMOB.

[1TpwnmeyaHune— nsanerkoro nHoKynoma Mmoxet 6biTb goctatodHo oT 100 go 1000 konoHneobpasyowmx egn-
HUY (KOE) Ha kKaXgblW KOHTPOIbHbBIW WTaMM U goctatovHoe konnyectso KOE, 4Tobbl ¢ NPUMEHEHNEM COOTBETCTBYHO-
LLEN METOAMKM MOCEBA LUTPUXOM HaA NOBEPXHOCTU NIOTHOW NUTATENBbHOW Cpedbl 0bpaszoBannch N30NMPOBaHHbIE KOTTOHUN.

4.3.1.1.3 NHrmbupytowine pocT CBOUCTBA cpeabl

Ons oUueHKN WMHrMbMpyroWwnMx poCT CBOWUCTB CENMEKTUBHOW NUTATENbHOW cpeabl COOTBETCTBYIOLLUM
YCTPONCTBOM U COOTBETCTBYIOLLUM OO BEMOM KOHTPOMNLHOIO LUTAaMMa NAOoTHadA, NONYKNAKast UMK KNaKasa nuTta-
TenbHble cpeabl ACMKHbI ObITb MHOKYITUMPOBAHbLI COOTBETCTBYIOLMM MOCEBHBIM MaTEPUarioOM KOHTPOSIbHBLIX
LUITAMMOB.

4
[TpnmevaHume—Okono 10" nnu Bonblue KNETOK KAXA0r0 KOHTPONBHOIO WTamMmma MoryT 6biTb MCNONb30OBAaHb!
KaK NOCEBHOWN MaTepuan KaXxaon naptun, Kotopas NoaneXmT TeECTUPOBAHULO.

4.3.1.2 MukpobHoe 3arpsizHeHue

4.3.1.2.1 Obwmne NonoxeHus

[TuTaTenbHble cpeabl MOryT ObITb KNaccupuLUnUpoBaHbl Kak NnUTaTenbHble cpebl, CTEPUNA3OBaHHbIE B
KOHEYHOM KOHTENHepe (CTepUNnN3OoBaHHbIE NUTATENbHbIE cpedbl — CM. 4.3.1.2.2) NTOTOBLIE K yNOTPebNeHunto
nTaTenbHbIE cpeabl, NPOM3BeAEHHbIE TaKMM 0Opa3oM, UTO UX KOHTaMUHaLUKWUA UCKIoUeHa WX CHWKEHa Ao
npMemMnemMoro H1M3koro ypoBHs (cM. 4.3.1.2.3). A3rotoBUTENb AOMKEH YCTAHOBUTL TPeDOBaAHUA K PEXUMY U
BpeEMeHW cTepunmsaunMn, oCHoBaHHbIe Ha KOMMOHeHTax cpedbl, orpaHUYeHUsxX npouecca U KoHgpurypaumim
(0bbeme) ynakoBkn. Kaxkgasa naptua AomkHa COOTBETCTBOBATL LIENEBLIM npeaenam, yCTaHOBMEHHBbIM AN
VYPOBHSA MUKPOBOHOTO 3arpasHeHns (CM. 4.4).

4.3.1.2.2 lNnutaTenbHble cpeabl, CTEPUNN3OBAHHBLIE B KOHEYHOM KOHTENHEPE

LomKkHbl ObITb NPUMEHEHBI COOTBETCTBYIOLLUME METOAUKNA TECTUPOBAHUS CTEPUNBHOCTU (CM. NMPUNOXKE-
H1e B [10]), nnn ctepunbHOCTL AOMMKHA ObITb rapaHTUpoBaHa BanMampoBaHHbIM NMPOLLECCOM CTEPUNU3ALINN.

4.3.1.2.3 [pyrue nutatenbHble cpeabl

[ns oueHKn MUKPODHOTO 3arpsisHEHUS C yY4ETOM pasMepa NapTu COOTBETCTBYIOLLIEE KONMUYECTBO MaTe-
prana Kaxkgowu napTun nutatenbHbIX cpea A0MMKHO ObITb MHKYOUPOBAHO B TeYEHME (MO KpanHeEN Mepe) Tpex
aHen (=72 4) npy cooTBeTCTBYOLEN TeMmnepaTtypel).

4.3.1.3 bunoxumumnyeckme n puUsnNKo-XxMumMmmieckmne xapakrepmucTuKku

[Tpn HeobxoagMMoCTK (Hanpumep, Ana anddepeHumpyroLWnxX cpeq) Hanuume, OTCYTCTBUE UMK CTEMNEHb
BblpaXXeHHOCTU BUOXUMUYECKNX N PUSNKO-XUMUYECKUX peaKL A A0TKHBI ObITb UCCeaoBaHbl ¢ NPUMEHEHUEM
COOTBETCTBYIOLLEro Habopa KOHTPONbHLIX LUTAMMOB.

4.3.1.4 WNccnepoBaHue aHTUMUKPOBHON YyBCTBUTENBHOCTU

[1pn nccneaoBaHMM aHTUMUKPODOHOW YYBCTBUTENBHOCTU cpeabl AOMMKHbI ObITh MPUMEHEHBI N OXapaKTe-
PU30BaHbI Kak pedepeHTHbIN MeToa, Tak U pedepeHTHbIe 3Ha4YeHUs AN4 KaXKaon KoMOUHaLUUnM KOHTPONMbHOMO
lTaMMa M aHTUMUKPODBHOIO areHTa.

4.3.2 PaclinpeHHbIN KOHTPONb KavyecTBa

[Tpn HEOBXOANMOCTU ACJTKEH ObITh NPOBEAEH pacLUMPEHHBIN KOHTPOb Ka4eCcTBa C MPUMEHEHNEM pac-
LLUIMPEHHOTO Habopa KOHTPOSbHBIX LUITAMMOB 1 DoJee TOUHBIX MeTOAO0B y4eTa (CM. NpunoxeHne B [16]) cuenbio:

- pa3paboTKn U Banuaauum nuTaTenbHbIX cpea;

- BbISIBTIEHNA B NapTUK (Cepuni) pesynbTaToB, He COOTBETCTBYHIOLMX crieynprnKkaLuam;

- aHanusa (oTbpakoBKM) NapTum (cepun).

"B HaumMoHanbHbIX gokymeHTax (PC, OCI1, TY, MYK 4.2.2316-08) ycTaHOBNEHb! Crneayowme CPoKkn Ans KOHTPOIS
crepunbHocTn: 2—14 cytnpun 37 °C.



OCT P EH 12322—2010

4.4 OueHkKa (PbYHKUUOHANbHbLIX XapaKTepUCTUK U UHTepnpeTauua pe3ynbTaToB

PyHKLUMOHAaNbHbIE XapakTepUCTUKUA NUTaTeNbHOU cpeabl NPU3HAaOTCA YOOBNETBOPUTENIbHBIMUN, €CINN BCE
KOHTPOMNbHbIE LUITAMMBbI NPOABNAT cebsl Ha AaHHOW cpee B COOTBETCTBMU CO cneunddpukaumsamun. Naptus
MOXeT ObITb NPUHATA, €CMNN OHAa COOTBETCTBYET BCEM OO LLIUM 1 MUKPODONONOTMYECKUM KPUTEPUSM KaYeCTRA.

[TpumeyvaHnwne—Ilpn oueHke pocTa COOTBETCTBYIOWMNE KOHTPOSbHbIE WTAaMMbl AOIMKHbI 4OCTUraTh pocTta 3a
onpeaeneHHbIV NMPOMEXYTOK BPEMEHN C TUMNYHON MOPdONoOrMen n pasmepom KONMOHUN /NN OXNgaemMblM YNCITOM KO-

NMOHWN.

B cpenax, cooTBeTCcTBYIOWNX4.3.1.2.2, He AOTKEH BbIABNMATLCA POCT HU B O4HOM U3 KOHEYHbIX KOHTENHEe-
POB B Npeaenax KpUutepmnes nMHKYd aLMOHHOTro nepmnoaa, yCTaHOBMEHHOMO NPUMEHAEeMON METOANKON UCCeao-
BaHUA. dpyrme nutatenbHble cpeabl A0TKHbI ObITb OTOPOLUEHbI, €CNA YPOBEHb KOHTaAMUHaLUUN =5 %.

5 UHdopmauusa, npegoctaBnaemMas U3rotToBUuTenem

N3roToBUTENEM UM MOCTaBLLMKOM AOMKHbI ObITh YKa3aHbl criegytoLlme cneuudnyeckme MMkpodronoru-

YyecKne XapaKTepucTUKK:
a) kKnaccudukalmsa cOoTBETCTBEHHO TUMNY NpoayKTa (Cyxas cpeaa, OCHOBa cpeabl, roToBas Kynotpebne-

HUIO cpeaa);
b) oueHKka KputepuneB PYHKLUUOHANBHBIX XapaKTepUCTUK;

C) MCMONb30OBaHHbIE KOHTPOMbHbIE LUTAMMBI;
d) oxunagaemble pesynbTaThl 06LLENO U MUKPOBUONOIMYECKOTro TECTUPOBAHUNA;
e)

3HaveHune pH (ecnn HeobXoaNMO);
f) MHpopMaLunsa o XpaHeHUN U CpOoKe roAHOCTH.

[TpumedaHwune— CeptTudukarbl Ha OTAENbHLIE NAPTUN (CEPUN) AOMKHBI ObIT NPEAOCTABNEHBI N0 3aMpocy.

6 HokymeHTauus

Bca gokymeHTauns rno Kaxkaon nccnegoBaHHOM napTuM AomkHa ObITb cocTaBneHa, 3apermcTpupoBaHa u
XpaHNTbCSA B TeYEHUE AOCTAaTOYHOro Nepmnoaa BpeMeHn, COOTBETCTBYOLLLEro TpeboBaHNAM MECTHOIO 3aKOHO-

naTenbLCTBRA.
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[MpnnoxeHwne A
(cnpaBo4HOe€)

PyKOBO.EI,CTBO no CoXpaHeHNIO N coaepxXaHUKO KOHTPOJNbHBIX WTaMMOB

A.1 Obwme nonoxeHus

He cywecTByeT yHMBEPCANbHOIO METOAA YCNELWHOro COXPaHEHUS U COAEPXKAHNSA BCEX MUKPOOPraHnamoB. [laxe
LWITAMMbl B paMKax o4HOro Buaa NposiBrsoT 3HAYUTENbHbIE Pa3nnYnsa B OTHOLLEHUN COXPaHEHUS U BOCCTAHOBITEHUS.

[TpumeyaHne—Ina noggepxaHus LWNPOKOro Kpyra MUKPOOPraHM3mMoB TEXHOSTOMMN HOCAT eLlle 3KCMNepuMeEH-
TalbHbIW XapakTep U ToOYHas METOAMKA NOKa elle He MOXET DbITb pekoMeHgoBaHa (cMm. npunoxeHune B [8]).

A.2 PedepeHTHbIe WUITAMMbI N3 KOMMEP4YeCKNX NCTOYHUKOB

B Tex cny4dasix, korga KOHTPONbHbIE KYNbTYPbl U3 pePEePEHTHLIX KONMNEKUNN NN OT KOMMEPYECKNX NOCTABLLMKOB
NOCTaBNEHbI N COAEPXKATCH B UX OPUTMHATBbHbIX KOHTENHEpPaX (pedepeHTHbIN 0bpa3seLl ), He0bXo0AMMO crnegoBaTh UHCTPYK-
LUUAM M3TrOTOBUTENEN.

A.3 CamocToATeNnbHO NPUIroTOBNEHHbIEe KOHTPOJbHbIE WWTaMMbl (00pa3uoBble KYyNbTypPbl)

A.3.1 CopepxaHwne

Obpa3yoBble KyNnbTypPbl KOHTPONbHbLIX WUTAMMOB ANS OUEHKU PYHKUMOHANBHLIX XapakTePUCTUK OONXHbl COAEpP-
XaTtbes n obpabaTtbiBaThbCs CTAHAAPTU3OBAHHBIM 0DpPa3om, YTOObI MUHMMU3NPOBATL BO3ZMOXHOCTU KOHTAMUHALUWWN, N3ME-
HEHUSI TEHETUYECKNX CBONCTB U PYHKUMOHANbHLIX Xapakrepuctuk (cMm. npunoxeHne B [8] n DIN 58959-6). CycneH3un
KOHTPOJTbHbBIX LUTAMMOB AOJTXHbI XPaHUTBCS B aNMKBOTaX UINN IMyBoKo 3aMOopOXeHHbIMU (MUMHYC 70 °C nnn HMXe ), nnn nNno-
dnnnanpoBaHHbIMU, UITN B TOTOBOW K yNOTPEbNeHnto opme KynbTyp N3 pedepeHTHbIX KONNeKunn (M. npunoxexHue B [6],

[8]n [9]).

[TpwuvmeyvaHwmne— [nsa HEKOTOPbLIX MUKPOOPraHU3MOB 3TU METOAb! MOTYT ObiThb MPUMEHUMbI TOJNTBKO B MOAN(U-
LIMPOBaHHON hopMe 1N BoodD e HE MOTyT DbiTb PEKOMEHAOBaHbI. B 3TOM criyvae MoryT ObiTb pacCMOTPEHb! Apyrme noj-
XoaswWwme MeTogNKN CoaepKaHUS LUTAMMOB.

KOHTpOmMNbHbIE WUTaMMBbl OMKHbI ObITb MOArOTOBNEHbI, COXPAHEHbI U COAEPXKaTbCHA B COOTBETCTBUMU C NMUCbMEHHbIM
NPOTOKONIOM COOTBETCTBYIOLLEINO METOAA, KaK pekomeHaoBaHo, Hanpumep, npunoxennem B [8] n DIN 58959-6, gononHe-
Hne 1.

A.3.2 XpaHeHWEe KOHTPOSNbHbIX KyNnbTyp

[1py ncnonb3oBaHMM 3aMOPOXKEHHbBIX KOHTPOJbHbLIX KYJbTYP OHW AOIKHbI XPaHUTBLCHA B COOTBETCTBMU C METOAOM,
noaxoasilmm AN TAKUX KOHTPOIbHbIX LUTAMMOB.

[TpnmedyaHune— XpaHeHne Ha CTEKISHHbIX/KEpaMNYECKMX WWapuKax (cMm. npunoxenue B, [8]) nnn samopaxum-
BaHWE B XXUOKOM a30Te (KpuocoxpaHeHue) (cMm. npunoxenwe B, [9]) noaxoauTt ansa 60nbWMHCTBA LU TAMMOB.

A.4 Pabouwne KynbTypbl

CyOKynbTypbl KOHTPOITbHbIX LUTAMMOB (0Dpa3UOBbLIE KYIbTYPbI) ABNAKTCA NCTOYHUKOM AN pabodvnx kynbTtyp. [Npn
BOCCTAHOBNEHUN 3aMOPOXKEHHbLIX 0OPa3LOBbLIX KYINbTYP COOTBETCTBYHOWME PNAKOHbI C KYyNbTYPOWU yaansioTCH N3 MOPOo-
annbHUKa. [Nopunto (Hanpumep, O4WH UK ABa CTEKIAHHbLIX UITN KEPAMUYECKMX LWAPUKA) DEPYT B 3aMOPOXEHHOM COCTOS-
HUXW C NOMOLWbID CTEPUNBHOINO MHCTPYMEHTA (Hanpumep, nNuHueTta). Bo Bpemsa 3TuX npoueayp cnegyert cobnogartb
OCTOPOXHOCTb, YTOObI N3bexaTb pasMopaXMBaHUsA KynbTypbl, U ONAKOHbI AOIKHbI ObiTb HEMEANEHHO BO3BPALWLEHbI B
MOPO3UINbHUK.

nsa noarotoBKM MHOKYNoMa (NOCEBHOIO Martepuana), Hanpmmep, ans TeCTupoBaHnst QYHKUMOHANBbHbBIX XapaKTe-
PUCTUK MUTATENBHOW cpeabl, pabovas KynbTypa KOHTPOSIBHOIO WTaMmMa A0MKHA ObITb NPUrOTOBIEHA A0 ONpeaeneHHOoro
konndectea KOE no ontnyeckon nnoTHOCTU B PEKOMEHAOBAHHOM CTEPUINTBHOM pacTBopuTene (AncTnninpoBaHHas Boaa,
donapacTeBoOp UNN NHOE).



OCT P EH 12322—2010

[MpnnoxeHwe B

(cnpaBo4HoOe€)
budnuorpadua
EN 46001 Quality systems — Medical devices — Particular requirements for the application of EN SO 9001
EN 46002 Quality systems — Medical devices — Particular requirements for the application of EN |SO 9002
EN ISO 9001 Quality systems — Model for quality assurance in design/development, production, installation and

(1ISO 9001:1994)  servicing (ISO 9001:1994)

EN ISO 9002 Quality systems — Model for quality assurance In production, nstallation and servicing
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MpunoxeHnvne ZA
(cnpaBo4HOe€)

CooTBeTCTBUE pa3genioB U nogpa3fenoB HacToOALWLEro cTaHpapTa
OCHOBHbIM TpeboBaHuaM EBponeunckon dlupeKkTuBbl

Tabnwuya ZA.1 — CooTBeTCTBUE HACTOALWEro ctaHgaprta tpedosannsam Esponenckon dupektusel 98/79/EC

Pasgensl n nogpasgensl HACTOALLEro ctaHgapTa OcHoBHble TpeboeaHunAa EBponenckon dupektusbl 98/79/EC
4.1 A.3, B.2.5
4.2 A.3
4.3 A.3, B.2.2
4.4 A.3
5 B.8.4, B.8.7
Mpunoxenve OA
(cnpaBo4HOe€)

CBeAeHUA 0 COOTBETCTBUU CCLITOYHbIX MeXAYHapoAHbIX CTaHAapTOB
CCbINMTOYHbIM HauUOHanbHbIM cTaHaapTaMm Poccunckoun ®@egepaunum

Tadbnwua HOA1

O603Ha4vYeHne CCbINOYHOTO MEXOYHAPOOHOIO OBo3HaveHne n HaMMeHoOBaHUe COOTBETCTBYIOLLErO
CTeneHb COOTBETCTBUSA
(perMoHanLHOro) ctaHgapra HaLMOHANBLHOro crtaHgapTa
EH 1659:1996 — *
EH NCO 8402:1996 — *

* COOTBETCTBYIOLWMN HALUMOHANBHbIN CTaHAAPT OTCYyTCTBYET. 1O ero yrBepxgeHust peKoOMeHQyeTCs NCNonb3oBaTh
NnepeBoq Ha PYCCKNN SA3bIK 4aHHOIo MeXayHapoaHoro crangapra. [epesog gaHHOro MexgyHapoaHoro ctaHgapra Ha-
xoantcs B PeaepanbHOM MHPOPMALUMOHHOM (POHAE TEXHUYECKUX PErnameHToB U CTaH4apTOB.
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