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Mpeaucnosue

Llenu n npyHumnel ctaHaaptusaumm B Poccuiickon ®epepaummn ycraHoeneHbl PeaepanbHbiM 3aKOHOM
oT 27 pekabps 2002 r. Ne 184-93 «O TeXHUYECKOM perynmpoBaHMny», a npasnna NpUMeHeHNs HauNOHaNbHbIX
cranaapTtoB Poccuiickon ®enepauum — MOCT P 1.0—2004 «Cranaaptusaums B Poccuiickon depepaumn.
OCHOBHbIE NOMNOXEHUAY

CBepgeHMA o cTaHaapTe

1 MOOrOTOBJEH O6Lwepoccuiickon obLuecTBEHHON opraHnsaumen «AcCoumaLmsa MHXeHepOB NO KOH-
Tponto MUKpo3arpsasHeHuii» (ACMHKOM) Ha ocHoBe coBCTBEHHOTO ayTEHTUYHOTO NepeBoaa CTaHaapTa, yka-
3aHHOrO B NyHKTe 4

2 BHECEH TexHW4ecknM KOMUTETOM MO cTaHaapTmMsaumm TK 458 «MponssoacTBO U KOHTPOSb KavecTBa
NeKapCTBEHHbIX CPEeaCTB»

3 YTBEP>XAEH 1 BBEQEH B JEMCTBWE Mpukasom denepansHOro areHTcTea no TEXHNYECKOMY pery-
nMpoBaHnio U meTponormmn ot 29 miona 2007 r. Ne 157-ct

4 Hacroswwi cTaHgapT naeHTudeH mexayHapogHomy ctaHaapTy UCO 13408-2:2003 «Acentudeckoe
NPOM3BOACTBO MEeANLMHCKON Npoaykumn. Hactb 2. dunbtpauma» (1ISO 13408-2:2003 «Aseptic processing of
health care products — Part 2: Filtration»).

Mpu npyMeHeHnn HacTOoSALLIEerO CTaHAapTa PEKOMEHAYeTCA NCMONb30BaTh BMECTO CCbINOYHbLIX MeXayHa-
POAHBLIX CTAHAAPTOB COOTBETCTBYIOLLNE UM HALMOHANbHbIE CTaHAAPTHI, CBEAEHUA O KOTOPbIX NPpUBEAEHL! B
DOMNONHUTENLHOM NpUNOXeHnn B

5 BBEJEH BIMEPBBIE

UHbopMayust 06 U3MEHeHUsIX K HacmosiueMy cmaHAapmy nybnukyemcs e exe2o00Ho u30asaeMoM UH-
chbopMaluoHHOM ykazamerne «HayuoHabHble cmaHOapmbl», 8 MeKCM U3MEHEHUU U Nonpasok — 6 exemMe-
CAYHO u3dasaeMbix UHGhOPMaUUOHHbIX yKkazamensax «HauyuoHanbHele cmaHOapmbly». B cnyqae nepecmompa
(3aMeHbl) unnu ommMeHb! Hacmosiuje2o cma+Hd0apma coomeemcemeyroujee yeedomneHue 6ydem onybnuKkoeaHo
8 eXXeMecsHHO usdasaeMoM UHHOPMaUUOHHOM ykasamerne «HayuoHanbHbie cmaHdapmsi». Coomeemcmey-
rowas uHghopMayus, yeedomaeHuUe U mekcmb! pasMellaromces makxe 8 UHGhopMayUuoHHOU cucmeme obuwe2o
none3o0earusi — Ha oghuyuansHom calime ®edeparnibHO20 ageHmemea o MexXHUYECKOMY pezynupoeaHuio U
Mempornoauu 8 cemu VMIHmepHem

© CranpaptvHdopm, 2007

Hacroswumin ctaHaapT He MOXeT ObiTb NOMHOCTBLIO UMW YACTMYHO BOCMPOU3BEAEH, TMPAXKUPOBaH W pac-
NPOCTPaHEH B KauecTBe ohULManbHOro usganns 6es paspelueHns GeaepanbHOro areHTCTBa Mo TEXHMYECKO-
MY perynupoBaHuio 1 MeTponorum
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BBegeHue

Hacroawun ctaHpapt aononHaet nonoxenus craiaapta UCO 13408-1 «Acentuyeckoe Npon3BoacTBO
meanumHckon npoaykumn. Yacte 1. O6wme TpeboBaHuA», a Takke coaepXmT TpeboBaHua K NPOM3BOACTBY
CTEPUNbHBIX NPOAYKTOB MEAULIMHCKOrO HasHavYeHus, Nony4yaemMbixX NyTem CTepunusytowen punsTpaumm.

MexayHapoaHbin ctaHgapt MCO 13408-2 paspabotaH TexHudeckum komutetom WCO/TK 198
Sterilization of health care products —Ctepunnsaumsa npoaykToB MEANLIMHCKOTO HasHaYeHUs.

B cepuio ctanpaptoe NCO 13408 «Acentudeckoe NMpou3BOACTBO MEAULMHCKON MPOAYKUMN» BXOOSAT
cneayolwme cTaHaapThi:

- Yactb 1. O6wume TpeboBaHus;

- Yactb 2. dunbTpaums;

- Yactb 3. Jinochunuzaums;

- Yactb 4. MeTOAMKN OMUCTKM HA MECTE;

- Yactb 5. Crepunusaums «<Ha MecTex;

- Yactb 6. C1CTEMbI M30NATOPOB.
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HAUWOHANBbHBIW CTAHOAPT POCCUMNCKOWNW ®OEAEPALUMN

ACENTUYECKOE NPOU3BOACTBO MEOULIMHCKON NPOAYKLIUU
YacTtb 2
dunbTpauma

Aseptic processing of health care products. Part 2. Filtration

DNara BBegeHns — 2008—01—01

1 O6nacTb NpUMeHeHus

Hacroawwi ctaHaapT ycTaHaBnvBaeT TpeboBaHnA K CTepunuayiolen unbTpauum Kak 4acTm acentu-
4YeCcKOro MPOU3BOACTBA MeAULMHCKOM Npoaykumn. CTaHOapT Takke YCTaHaBNMBAET TPebOBaHNA K MOHTaXY,
aTTecTauymn 1 NopsaKy NPoBeAeHMs NPoLecca CTepunmayiollen unbTpaumn.

Hacroswuin ctaHaapT He ycTaHaBnvBaeT TpeboBaHuUiA K NpoLEccam yaaneHnsa supycos. CTepununsyio-
Wwan punbTpaums He NPUMEHSAETCA K XXMAKOCTAM, COAEPXKALLMM B Ka4YECTBE aKTUBHbLIX COCTABNAOLLMUX YACTU-
Ubl pa3MepoM, MpeBLILLAWMM pa3Mep MNop ¢unbTpa (Hanpumep, BGakTepuanbHble LENbHOKNETOYHbIE
BaKLWHbI).

2 HopmaTuBHbI€ CCbhIIKKN

B HacToALEM CTaHAapTe UCMONb30BaHbl HOPMATUBHBIE CChINKW Ha CreayloLIme MeXayHapoaHbIe CTaH-
JapTbl:

NCO 13408-1:1998 Acentnyeckoe NpoM3BOACTBO MeAULMHCKON npoaykumm — Yactb 1: O6wue Tpe-
6oeaHna

NCO/TC 11139:2001 Crepunusaums NpoayKTOB MEANLIMHCKOTO HasHaueHns — Cnoeapb

3 TepmuHbl n onpeaeneHus

B HacTodaweM cTaHaapTe NpUMeHeHbl cneayuwne TepMuHbl ¢ COOTBETCTBYIOWLMMK onpeaeneHnAMn:

3.1 TecT Ha yaepxuBaHue MukpoopraHu3amoB (bacterial challenge test): Tect ana oueHkn cnoco6-
HOCTU (bM.l'Ipra 3agepKmueatb MNKPOOPraHU3aMbl N3 CyCneH3nmn MUKpoOoOpraHn3MoB Npn yCTaHOBNEHHbIX yCNno-
BUAX.

3.2 6unonarpyska (bioburden): MonynAumA XM3HECNOCOBHBLIX MUKPOOPraHN3MOB B XXMAKOCTN A0 CTEPU-
nuayowen punbTpaumn.

M pumMedyaHue—B HacToAwWwem cTaHaapTe NpueeaeHo Gonee y3koe onpeaenexHne GUOHarpysKmn, Hem aHano-
rMyHoe onpepenexune — B craHaapte NCO/TC 11139.

3.3 xumunueckas coBmecTumocTb (Cchemical compatibility): Cnoco6Hoctb 06pabatbiBaeMbiX XMAKOC-
Tel He OKasbiBaTb BNWSIHUA HA CBONCTBA (PUNbLTPYIOLLIMX MaTepranos U (MNn) KOMNOHEHTOB c6opkn hunbTpoB
1 HaobopoT.

3.4 BonokHo (fibre): YacTuupl ¢ COOTHOLLEHWEM pa3MepoB (ANMHA K WnpuHe) He meHee 10 [1].

3.5 duvnbTp, BLigenAawwmn BonokHa (fibre-releasing filter): ®unbTp, BbIAENAOWMIA BONOKHA B
hmnbTpaT Nocne cooTBETCTBYIOLWEN 06paboTku (MPOMBIBKM MMM OYUCTKHK).

3.6 dmnbTpaumoHHbin Matepman (filter): MopucTbin MaTepnan, Yepe3 KOTOPLIN NPOMYCKAT Xua-
KOCTb MIK ra3 ¢ LEeNblo YAaNneHNs XXM3HECTIOCOOHBIX UMW HEXXU3HECTIOCOBHBIX HaCcTUL.

Wspnanue odpmumansbHoe
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3.7 dvnbp (filter assembly). Kaptpnmk(n) hmnbTpa nnu pnnbTpyiowwmin Matepmarn, ycTaHOBMEHHbIE B
KOpNyC unu fepxartens.

MpumeyaHue—PUNLTp MOXKET COBUPATLCA Kak MONb3OBaTENEM, Tak U MPOU3BOAUTENEM (DUNLTPOB (Hanpu-
mep, B (oopMme NpeasapuTensHO COBPaHHBIX (UALTPYIOWMX EAUHNLL).

3.8 xapTpuax domnbrpa (filter cartridge): CobpaHHbIl B eanHoe uenoe hunbTpyIoLLnn MaTepnan.

3.9 dunbTpaumonHoe o6opyaoBanume (filter equipment): [latymk, knanaH n Apyrme anemeHTbl, coe-
OVHEHHbIE C COBPaHHbIM (PUNLTPOM.

3.10 dunbrpaums (filtration): Mpouecc yaaneHns Xn3HECNOCOBHbLIX 1 (MNN) HEXMUIHECNOCOBHBIX Yac-
TWLL, M3 XKMAOKOCTEN M (MNK) rasoB NyTeM NPOXOXAEHUA Yepe3 NOPUCTLIN MaTepuan.

3.11 dunbTpaumnonHan cuctema (filtration system): ®unbTp, OCHALLEHHbIN OUNBETPALMOHHLIM 0GOPY-
DoBaHueM (cMm. 3.9).

3.12 cpepa (fluid): >Knakoctb nnwm ras.

MpumMmevyaHne — Cpepa, noasepraemas punbTpaummn, MoxXeT 6bITb KaK LienbIM, Tak 1 4acTbio AponssogmmMoro
NneKkapcTBEHHOro CocTaea, nnMBO TEXHONOMMYECKON XUAKOCTBH.

3.13 crepunusytowmn dunbTp (fluid-sterilizing filter): ®unbTp, cNocobHLIN B Npouecce hunbTpaLmmn
YAANATb U3 cpeabl MUKPOOPraHn3Mbl, NPUCYTCTBYIOLLME B HEW B ONPeaeneHHON KOHLEeHTpaLmu.

M pumeyaHmne— HOMUHaNbHBIN pasmep NOp CTepunuaytoLlero ounbTpa AoskeH 6biTh He Gonee 0,22 MKM.

3.14 ucnbiTaHMe Ha uenocTHocTb (integrity test): KoHTponb Hepaspylaowmmm meToaamm cnocob-
HOCTW (hnnbTpa 3a0epPKMBaTb MUKPOOPraHU3Mbl.

3.15 MukpoopraHusm (microorganism): Menbyanwmii opraHnam (6akrepumn, rpubbl, NPocTeLLMe N BU-
pychbl).

MpuMeyaHNe— B HacTosILleM CcTaHAapTe He NPMBEAEHO ONpeaeneHne BUPYCOB.

3.16 HoOMMHanbHbIM pa3mep nop (nominal pore size rating): Pa3smep nop bvnbTpa, AeknapupyemMbli n
yCTaHaBnNuBaeMblin NPOU3BOAMTENEM punbTpa.

3.17 Hamxypwun cny4an (worst case): MNpeaBaputenbHo onpeaeneHHble Hambonee HebnaronpuaAT-
Hble YCNOBUA N XapaKTEPUCTUKKM, MPUMEHAEMbIE MPY aTTecTaummn npoLecca.

4 O6wue Tpeb6oBaHUA

O6Lume TpeboBanma kK ounbTpaumm npueeaeHs 8 UCO 13408-1.

5 Bbi6op (hMNbTPOB Ha OCHOBaAHUU UH(pOPMaLMK, NPeACTABNAEe MO
npousBoguTensamMmm (punLTPoOB

5.1 Cnepnyet nokymeHTanbHo ohopmuTb BbiIGOp Hanbonee noaxoasiiero Tuna(os) punbTpa(os), Npu-
HUMasn BO BHUMaHME UX XMMUYeckne n onsmieckne XapakrepucTmkm, yCTaHOBMNEHHbIE MPOU3BOANTENEM.

M p nmedyaHune— NoapobHas nHdopmaumsa npuseaeHa B A.1 (npunoxenue A).

5.2 BbibpaHHble (MnbTPbI AOMKHBI UMETL CEPTUMKATHLI KaYecTBa.

M pwumMeyaHune—MNoapobHas uHdopmaums npusepeHa B A.2 (NpunoxeHue A).

5.3 PunbTPpbl HE AOMKHBI copepXaTb acbecT u BbIAENATb BOMNokHa. Ecnn ncnonb3oBanne ¢unbTpos,
BblAENAIOLLMX BOMOKHA, 06yCNoBMNeHO BUAOM NPOAYKTa, TO cneayeT yoeanTbes, YTO 3TU BONOKHA YAANAIOTCA
npv panbHenwen o6paboTke (nocne unbTpaumm).

6 Kputepum BbiGopa punbTpa B 3aBUCMMOCTHU OT BUAa cpeabl

6.1 MNonb3oBaTtenb unbTpa AOMKEH OLEHNTL XapaKTEPUCTMKN (hunbTpa B COOTBETCTBUN C AOKYMEH-
TanbHO OPOPMNEHHON NPOrPaMMON OLLEHKW, NPMHMMaA BO BHUMaHWe cpeay, noasepraemyto hunbTpauum, n
npouecc punbTpaumn. XapakrepucTnkn hmunbTpoB He AOMKHLI OKa3blBaTb BO3AENCTBUA Ha (OUNbTPYEMYIO
cpeay. MpoaykT Takke He AOMKEH Oka3biBaTb BNUSAHWA Ha onnbTp. CneayeT oueHnBaTh aqcopoumio KOMNo-
HEHTOB CpeAbl Ha PUNbTPE 1 IKCTPAKLMIO KOMMOHEHTOB (bunbTpa B cpeay.

2
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6.2 Mpun paccMOTpeHUN XapaKkTepUCTHK hunbTpa crieayeT NpUHUMaTh BO BHUMaHUe cnegyloulee:
a) COBMECTMMOCTb hunbTpa 1 cpeabl:
1) BNUsIHME COCTaBa M TEXHOMOMMYECKMX YCIOBUI HA XMMMYECKUe U hu3ndeckue CBOWCTBA U adh-
theKTMBHOCTb paboTbl hunbTpa,
2) BnusHWe (nnbTpa Ha Buonornyeckne, XmMMmndeckue M U3n4eckue CBOMCTBa NPOAYKTa;
b) xapaktepuctukun npouecca:
1) Tpebyemyio nnowaab 3thPEeKTUBHOM NOBEPXHOCTU pUnbTPA,
2) TpeBoBaHNA K CHUXEHNIO YPOBHA YacTuL, M BUOHArpy3kn A0 nposeaeHUs punbTpaumm.
Kputepnn COBMECTMMOCTU U XapakTEpUCTMKK MpoLiecca, Npu Heob6XoaNMOCTH, creayeT NPUMEHATb K
npeasapuTenbHbIM OUNbTPaM C LENbIO X COOTBETCTBYIOLLETO MCNONb30BaHNSA.

7 NMpouecc punbTpauumn

7.1 MNapameTpbl Npouecca

7.1.1 CnepyeT pa3paboTtaTb, aTTeCTOBaTb N AOKYMEHTaNbHO 0hOpMUTL NapameTpbl npouecca unbT-
pauun. Monb3oBaTtenb hunbTpa [OMKEH NPOBECTM aTTecTauMIo npouecca punbTpaumn.

CnepyeT pa3pabortaTth:

a) MeToauKM O4MCTKMN (MPOMBIBKM), BKNoYaa onnbTp(bl) M NYTY NOCNeayoLEero NPOXOKAEHUS XXMAKOCTH
(Mnn 060CHOBaHME OTCYTCTBMS HEOBXOAMMOCTM B @HHOW NpoLeaype); NPUMeHsEeMbIA NPOLLECC O4YUCTKM (NPo-
MbIBKW) JOMMKEH rapaHTUPOBaTh, YTO (OUNbLTPAT yAOBNEeTBOPSAET AONYCTUMbIM Npeaenam Mo YPoBHIO 3KCTparu-
pyeMbIX, HEPaCTBOPMMbIX U OKUCINSEMbIX BELLECTB.

NMpumeyvyaHune 1 — Mpu paspaboTke N aTTecTaLUn METOAMKN OHMCTKN (MPOMBIBKM) CriefyeT yunTbiBaTb UH-
opMaLmIo OT NPOU3BOAUTENS PUNLTPA.

NMpumeyaHue 2—Tpu paspaboTke n aTTECTALMN METOAUKN OUUCTKM (MPOMBIBKW) PEKOMEHAYETCSH UCMOSL30-
BaTb pe3ynbTaThl MCMbITAHWI Ha BOCCTAHOBMEHWE NepMaHraHaTa v (Unm) UCbITaHWS Ha coaepikaHue obLLero opraHudec-
Koro yrnepopa;

b) meToamkn ctepunusauun bunbTpa, PUNETPaALMOHHON CUCTEMbI U NYTEN NPOXOXAEHUA XUAKOCTH,
BKNOYaa AONYCTUMbIM Npeaen o6LWero BpeMeHn CTepunmusaummn u (Unu) Yucna LMKNoB Npu NPUMeHsIeMbIX
YCNOBUSAX CTEPMNM3aLmmn B cryqae HeOAHOKPaTHON CTEePMNM3aLmm 1 NOBTOPHOTO UCMONb30BAHUS;

C) ycnosus npouecca hunbTpauum:

1) Bpems yaepxvBaHWs cpedbl A0 NPoBeAeHUA hunbTpaumMm n BNusiHue Ha GuoHarpysky,
2) cneumanbHble YCNoBMA unbTpaumm (Npn HeobxoaMmMocTH co cpeaon),

3) Bpemsa cmnbTpaumm (o6LLee BpeMa KOHTaKTa (hunbTpa co cpeaomn),

4} MakCMManbHOE YMCMO MOBTOPHLIX PUNbTPaLNAA,

5) ckopocTb NpoTekaHua cpensl,

6) unbTpyeMbli 06bEM cpeabl,

7) Temneparypy,

8) nepenap naBneHus;

d) MeToaMKM OUUCTKMN (PUNBLTPALMOHHON CUCTEMDI.

7.1.2 [lonXHbl BbITb YCTAHOBNEHbI N AOKYMEHTaNbHO O(POPMNEHbI METOANKN UCMBLITAHNS HA LiEenoc-
THOCTb (pMNLTPA, BKMNIOYAA KPUTEPUN NPUEMNEMOCTH, METOALI aHaNM3a oWMBOK 1 YCroBUA, NPU KOTOPbIX UC-
MbITAHUSA HA LENOCTHOCTb (PUNbTPa MOTYT GbITh NOBTOPEHbI.

WcnbiTanmsa Ha LenoCTHOCTb (hMNbTPa AOMKHbI ObiTe NOATBEPKAEHBI UCMBITAHMEM Ha CMOCOBHOCTbL (hu-
NbTPa 3aaepXuBaTb MUKPOOPraHnamel. MNpu NpoBeaeHMN UcnbITaHU Ha CNOCOBHOCTbL (hUNLTPA 3aAepPKNBaTb
MUWKPOOPraHn3mbl crieayeT MCnonb30BaTh MPOBOKALMOHHBIE MUKPOOPraHW3MbI KOHLIEHTpaumen He meHee 107
KONMoHMeo6pasyiolwmx eavnHn, (aanee — KOE) Ha kBaapaTHbIM caHTUMeTp 3doheKTMBHOM Nnowaamn homnbTpa-
uMKn ¢ pnnbTPamm, NPEACTaBNAIOWMMN CTAHAAPTHLIE NPOMbILLNEHHbIE (PUNBLTPbI, XapaKTePUCTUKN KOTOPbIX
COOTBETCTBYIOT YCMOBUAM UCMbITAHWIA HA LIENOCTHOCTD.

MpumeyaHune—Ipu paspaboTke n aTTecTaLmumn UCNLITAHUIA Ha LLENOCTHOCTb, OCHOBaHHbIX HA NPOXOXAEHUN
rasa yepes CMOYEHHbIN PUNLTP, CNEAYET YyUUTLIBATL MHAPOPMaLMIO OT NpousBoAUTENs (punbTpa.

7.1.3 Cnepyer BbiGpaTh 0aHY NMBO HECKOMBbKO CMaunBaIOLLMX cpeq. JTO MOXKET GbiTb PEKOMEHAOBAH-
Has nponseoauTenem (hMNbTPOB CTaHAAPTHas CMauMBaloLlan cpeaa unu punbTpyemas cpeaa. B nocneaHem
cnyyae crneayeT yCTaHOBUTb M NPOBECTU aTTECTALMI0 YCTAHOBMEHHBIX 3HAYEHWUI MAapaMeTPOB COOTBETCTBYHO-

3
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LLero MCMbITaHMS Ha LienocTHOCTb. CMaumBalowas cpeaa AomkHa 6biTb COBMECTUMA € (DUNLTPYIOLLIUM MaTe-
pUanoM n He AOMKHA BHOCUTL MPUMECK B (PUNLTPYEMYIO XMAKOCTL NN PUNbTP.

7.1.4 [1nA BO3AYLUHBIX M ra3oBbiX (hUNLTPOB cNeayeT YCTaHOBUTL YacTOTY NPOBEAEHUS UCTILITAHUIA HA
PU3nYeCcKylo LEENOCTHOCTL OUNBLTPOB.

7.2 ATTectauma cnocoSbHocTU (hMNLTPOB 3agepKMBaTb MUKPOOPraHU3Mbl B 3aBUCUMOCTH OT
BuAaa cpeabl

7.2.1 UcnbiTaHnA Ha yaepXXMBaHUEe MUKPOOPraHM3IMoB

7.2.1.1 Crepunuayiowian punbTpaums gomkHa 6biTb aTTecToBaHa B X04e NepBoHaYanbHOro npouecca
nyTeM MpoBeeHNA UCMbITaHUA Ha yaepXuBaHue MUKPOOPraHnamos. Mpn 3TOM MCMONBL3YIOT, NO KpaiHen
Mepe, oauH (pUNbTP M3 He MeHee Tpex (UNbTPOB C MONOXUTENBHLIMW PE3yNbTaTtaMn TPeX nocneaoBaTenb-
HbIX MCMbITaHWIA. [py oTpULAaTENbHBLIX pesynbTartax NCNLITaHWN cneayeT BbIABUTb NPUYNHDI.

MpumMmedyaHune 1—VcnbiTaHnsa 06bIMHO NPOBOAATCA HAa MeNkoMacLUTabHON MOAENbHON cucTeMe, KOTOpPas Mo-
XeT BKIoYaTh APYron KapTpUapK Unu pasmep ANCKOB B NaGopaTopHOM OKpYXeHun ¢ Tem, 4Tobbl nsbexarb yxyaweHns na-
pamMeTpoB NPOU3BOACTBEHHOM Cpeabl.

MpumeyaHue 2— B cnyyae oTpULATENBLHOrO pe3ynbTata aTTeCTauUoHHOro UCNbITaHNA NGol nocneayo-
LM XoA AEUCTBUIA 3aBUCUT OT pe3ynbTaToB aHanusa NPUHMUHLL Heyaa4u UCNBbITAHUA.

7.2.1.2 Attectaumio adhPeKTMBHOCTM (DMNLTPOB MO YASPKUBAHUIO MUKPOOPTaHU3MOB cneayeTt NpoBo-
O1Tb ANS KOHKPETHOW cpeabl UMK FPyNMbl Cpea B YCNOBUAX Hanxyawero cny4yan. CnegyeT AOKYMEHTanbHO
oopMuTb 060CHOBaHWE, Ha OCHOBaHWM KOTOPOTO Cpefibl IPYNNUPYIOTCA ANS aTTecTaumm.

7.2.1.3 lpn npoBeaAeHUN MCMBLITAHMIA HA yAEpPKUBAHWE MUKPOOPraHM3MOB NPOM3BOANTENL AOMKEH
npeaocTaBUTL MeMBpaHbl TOFO ke TUMa, YTO UCNONb3YIOTCA B NPOM3BOACTBE. Kpome TOro, A0MKHO BbiTb NoAa-
TBEPXXAEHO, YTO 3T MeMBpaHbl N0 CBOMM CBOMCTBaM Hanbonee 6nM3ku kK npeaeny NPUEMNEMOCTH NPY NPoBe-
JEHUM UCTIbITAHUI Ha LIeNOCTHOCTb (bunbTpo. (He Gonee 10 % npeaenbHOro 3HaYeHNs).

7.2.1.4 Tpu BuiGope Hanbonee HeBNAroNPUATHLIX YCNOBUIM C LIENbIO MOAENMPOBAHUA YCNOBUIA HauxyA-
LLero criyyasl B NPoM3BOACTBE, creayeT NPMHUMaThL BO BHUMaHUe:

a) pH cpegabi;

b) BsAsKoCTL Cpenbl;

C) VIOHHYlO cuny;

d) ocmonspHOCTL;

€) KOHLIEHTpaLMIO aKTUBHOTO BELLECTBa W (MNK) BCMOMOTaTeNbHbIX BELLECTB;
f) NoBepXHOCTHYIO aKTUBHOCTb (HaTsXKeHUeE);
g) BnMaHWe cpenbl Ha NPOBOKALMOHHbLIE OPraHN3Mbl;
h) xapakTepucTVKM TEXHONOMMYECKON GUOHarpy3Ku;
i) Bpema punbTpaumm unmn obLee BpeMsa KOHTaKTa thnnbTpa co cpenon;
j) o6bem punbTpaummn Ha eanHNLY Nnoaan punbTPa;

k) ckopocTb npoTekaHus (NPOXoxaeHusa) cpeabl Yepes punbTp;

I) nepenan paBneHus;

m) Temneparypy;

n) cTepunusyiome ycrnosus;

0) BRAMAHWE NMOBTOPHbLIX LIMKNOB CTepununaaLmm (Npn HeobxoammocTw).

7.2.1.5 MNoeTOpHYIO aTTecTaumio cneayeT NPOBOAUTL B crnyyae 3aMeHbl (PUNbTPOB MK eChK YCroBUA
hMnbTpaLmn BLIXOOAT 3@ PaMKM YCNOBWIA HaMXyaLero cnyyas, NpoBepeHHbIX B X0Ae NpoBeaeHnsa aTrecra-
Lmn.

7.2.2 Cpepa U MUKpOOPraHM3Mbl ANA UCNbITaHWUA

7.2.2.1 Cpepna ans vcnblTaHUi AOMKHA coBnaaaTh ¢ hunbTpyemon cpeaon. Ecnm comnbTpyemas cpega
He MOXeT 6blTb NCMONb30BaHa BCNeACTBUE ee aHTMMUKPOGHLIX Nbo kaknx-nnbo Apyrmx CBOMCTB, TO cneayeT
UCMoNb30BaTh MOAENBHYIO Cpeay UNN N3MEHNUTL YCNOBUSA UCTLITaHWIA.

Mpu onpeneneHnn MoaenbHbIX YCNOBUIA CreayeT Y4nTbiBaTh:

a) Moavdmkaumio hunbTpyemoin cpeapbl (HanpuMep, CHWXKEHWE KOHLEHTPaUUM N yaaneHne coeanHe-
HuA, obnapalollero aHTMMMKPOGHOIN aKTMBHOCTBLIO); MOAENbHAA CpeAa AOMKHA, HACKONbKO 3TO BO3MOXHO,
WMUTUPOBATL COCTaB U CBOMCTBA (bMUNbLTPYEMOWM cpeabl, Takme Kak: pH, BA3KOCTb, MOHHYIO Cuny, OCMOnAp-
HOCTb, MOBEPXHOCTHYIO aKTMBHOCTb (HaTshXKeHWE) U BANSIHWE cpeAbl Ha MUKPOOPTaHN3Mbl ANA UCNIbITAHWI;

b) cHwkeHne BpeMeHM IKCNo3nLmmn cpeaa — OpraHnN3Mbl;

C) CHwXeHue TemnepaTtypbl cpeapbi;
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d) ucnonb3oBaHwne opraHMamMoB «diminuta», YCTONUMBBIX K aHTUMMKPODHbBIM CBOMCTBaM cpeabl Nn Npo-
uecca;

€) Bo3gencTeme hunbTpa Ha cpeay Npy NpeanonaraeMoM BPEMEHW KOHTaKTa C XXMAKOCTbIO C nocneay-
I0LMM BbIBOPOM BHECEHUA MOAMMDMKALMK B cpeay, Kak 3TO Obino onmcaHo B nepevncnenunsx a) —d) 7.2.2.1.

7.2.2.2 Ecnun He 060CHOBaHO ucnonb3oBaHue 6onee HA3KOrOo YPOBHA MMKPOOPTaHM3MOB AN UCMbITa-
HWI, TO NpMEMNEMBbIN NPOBOKALMOHHBIN ypoBeHb «Brevundimonas diminuta» (ATCC 19146 nnn DSM 1635)
DNOMKeH cocTaBNATb He MeHee 107 KOE Ha KBaapaTHbIV CAHTUMETP 3 (heKTMBHOMN NNOLLaaM NOBEPXHOCTH (K-
nbTpa.

Ecnn npeanonaraeTtca Hanu4iMe MMKPOOPraHM3MOB C 60nee BbICOKMMW MPOHMKAIOLMMN CBONCTBaMMK,
4eM «Brevundimonas diminuta», To cneayeTt paccmaTpmBaTb BO3MOXHOCTb MCNONL30BAHUA COOTBETCTBYIO-
LLero BUAa MMKPOOPraHN3MoB.

MpumeyaHune— Bo3MOXKHLIMU paccMaTpueaeMbiMm (DakTopamu MOryT ObiThb:

- Hanu4me 61MoNOrMHecKoro maTepuana;

- UCNONb30BaHNe BOALI OT CUCTEM, He paboTalowmx B pexumMe camoobessapaxmBaHus;

- Hann4yMe MUKPOOPraHM3mMOB C U3BECTHLIMM CBOWCTBaMM NPOHUKaTL Yepes UnbTphbl;

- Hanu4ne NNeOMOpPMHBLIX OpraHM3Mos (Hanpumep, npucyTcTeue L-popmM B pacTBOpax NEHMLMNNUHOB, MUKONNa3-
Mua).

Ecnm HeBO3MOXHO WCMONbL30BaTh B Ka4yeCTBe BO3MOXHbLIX MPOBOKALMOHHbIE MMKPOOPraHM3Mbl
«Brevundimonas diminuta» n oTcyTcTBYIOT MAEHTUMUNPOBAHHbBIE MMKPOOPraHu3mbl ¢ 6onee BbICOKMMM Npo-
HVKaIOLLMMM CBOVMCTBAMM, TO NONb3oBaTenb AOMKeH 060CHOBaTL BbIGOP anbTepHaTMBHbLIX MUKPOOPTraHM3MOB
AN UcnblTaHWUNA.

Ecnu B kayecTBe MMKPOOPraHN3MOB Ans UCNbITaHWI KyNbTMBUPYIOTCA APYIMe MUKPOOPraHU3Mbl, TO AOM-
XHbl GbITb BbIGPaHbLI COOTBETCTBYIOLLME YCIOBUA KyNbTUBMPOBAHWSA, MO3BONAIOLLME MONYHYUTL KNETKNM ManeHb-
Koro pasmepa [2], [3].

7.2.2.3 AtTectaums MMUKPOBMONOrUiecknx NapaMeTpoB UCMLITAHUA HA YAEPXUBAHUE MMUKPOOPraHM3-
MOB AOMXHa rapaHTUpoBaThb, YTO:

a) NPOBOKALMOHHbIE OPraHN3Mbl AUCTIEPIMPYIOTCA B OGbEME CPefibl, COOTBETCTBYIOLLIEM Pa3Mepy cepum
1 MMetoLLenca nnoLaam ounbTpa, eCnv TONbKO aHTUMUKPOGHbIE CBONCTBA cpeabl He TpebyioT Apyroro NoAxo-
aa;

b) noacyeT *n3HecnocobHbIX OPraHN3MOB B CYCMEH3NWN B XOAE TECTA HA yAEPKUBAHNE MUKPOOPraHN3-
MOB onpeaensieTcs Ha COOTBETCTBYIOLLEM Yncne 06pa3LoB, KOTOpbie OTBMpannch B TeHeHne BCEro nepuoga
npoBeAeHNA UCMbITaHUI C Lienbio NOATBEPXAEHUS AENCTBUTENbHOMO AOCTWKEHUS YCIOBUM NPOBOKaLUN W
KM3HECMOCOBHOCTN MMKPOOPraHM3MOB AN UCTIbLITAHUIA B TEYEHUE BCErO UCTbITaHNS;

C) MVKpPOOPraHu3mbl AN UCMbITaHWIM (MPU X HANUYUM) MOXKHO U3BNEYb M3 punbTpara;

d) MeTtoa mcnbiTaHni cnocobeH n3Bneyb HEGONbLLOE KONMUYECTBO MUKPOOPTaHN3MOB ANA UCNbITAHUN N3
dunbTpaTa.

7.2.3 Kputepun npueMnemocTun

Kpvtepuy npriemnemMocTu: OTCYTCTBUE POCTa MUKPOOPraHU3MOB AN UCMbITaHWIA B (hunbTpate nocne
npoBeAeHNsA UCNbITAaHNA Ha YAepPXMBaHNE MMKPOOPraHU3MOB.

8 KoHcTpykuus cpunbTpaLMOHHON CUCTEMbI

8.1 Cnepnyet 060CHOBaTb N AOKYMEHTanNbHO 0hOPMUTL BLIGOP KOMMOHEHTOB (OMNbTPALMOHHON CHCTe-
Mbl (BKMIOYas BO3AYLUHbIE M Fa30Bble (hMMNbTPbI), X B3AUMHbIE COEANHEHUNA U PAcronoXeHne B PUNbTPaLMOH-
HOW cucteme.

8.2 dunbTPaLMOHHAsA cCTEMa He AOMKHa BHOCMTb NPUMECU B CPEAY UMM N3MEHSATL KauecTBo cpeabl. K
KOMMOHEHTaM (OUNLTPALMOHHON CUCTEMbI OTHOCATCA:

a) cucTeMbl NOABOAOK M COEANHEHUI;

b) knanaHbl;

c) patuukm u (unn) ppyrme npmbopbl;

d) npoknagku, KonbLa, Hacaakw;

€) dunbTpaunoHHble MaTtepuansl [cM. A.1 (npunoxenue A)].

8.3 lMpw BO3AYLIHOM MNK ra3oBon unbTpaummn cnepyeT o6paTMTb BHUMaHWe Ha TO, YTO Heo6xoanMMOo
n3beraTb HENPEAYCMOTPEHHOTO YBRAXHEHNS UMM CMavnBaHWA unbTpa nnn punbTpaLmMoHHoro obopyaosa-
HUSA.
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8.4 KoHCTpyKumMA pvnbTPaLMOHHON CUCTEMBI AOIHKHA NO3BONATL NPOBefeHne paboThl B paMkax aTTec-
TOBaHHbIX TEXHONOFMYECKNX NAPaMETPOB.

8.5 dunbTpaUMoHHan cucTeMa AOoMkHa ObiTb CKOHCTPYMPOBaHA TakuM O6pa3oMm, YToOLI noaaepxmea-
nacb CTepUNLHOCTL hunbTpaTa. [lonkHb! 6bITh ONpeaeneHsb! YCroBus okpyxaiowen cpeabl [cm. MCO 13408-1
(nyHkT 14)].

8.6 dunbTpauUMOHHAA cucTema AOMKHA ObiTb CKOHCTPYMPOBaHa TakuM 06pa3oMm, 4TOGbI KONUYECTBO
acenTu4ecknx coeguHeHnn GbINo cBeAeHO K MUHUMYMY.

8.7 Crepunuayowmin punbTp AOMKeH BbiTb YCTAHOBMEH NO BO3MOXHOCTU GMIM3KO K TOUKE HanonHeHns.

8.8 dunbTpaLUMOHHAA cMCTEMa AOMKHA OblTb CKOHCTPYMPOBaHa Takum 06pa3oM, YTOGb! Gbino BO3MOX-
HO NPOBOANTbL HEOBXOAUMYIO OUUCTKY.

8.9 duNbTpaUMOHHAA CMCTEMA AOMKHA OblTb CKOHCTPYMPOBaHA TakuM 06pa3oM, YTOGL! GbiNo BO3MOX-
HO NPOBOANTL HEOOXOANMBIE CTEpUNU3YIoLLME NpoLieaypbl. MeTOANKM CTepunn3aLmm AONXKHbLI BbiTb aTTecTo-
BaHbl 10 AOCTUXXEHUA rAPaHTUPOBAHHOTO YPOBHSA CTEPUINLHOCTU He MeHee 1075,

MpumeyaHne— PekomeHayeTCs NPUMEHATB:
- CTEpPUNU3ALMIO «Ha MecTey;
- CTEpUNU3aLUIO OTAENbHBLIX CbeMHbIX AeTaneil CUCTEMBI C NocneayioLlen acenTu4eckon cOopkom.

8.10 PunbTpauMOHHAA cucTeMa AOMKHA ObiTb CKOHCTPYMPOBaHa TakuMm o6pa3oM, UTOObI B HEWN, Kak B
3aMKHYTOW cHCTEME, MOXHO Bbiro Ha MecTe MPOBOAWTL UCTILITAHMA HA LENOCTHOCTL 0 NPOBeAeHNA hnNbT-
paumm.

CnegayeT NpyHUMaTh Mepbl NPeAOCTOPOXHOCTU ANA TOro, YTOObI (hUNbLTP OCTaBarnca CTEPUNbHLIM.

9 Mpouecc npoBegeHusa hunbTpalum

9.1 Mpouecc npoBeaeHns hunbTpaummn AomkeH ObiTb LOKYMEHTaNbHO 0hOPMNEH B BUAE MHCTPYKLIMW.

9.2 B MHCTPYKLMIO AOMKHbI BbiTb BKNIOYEHbI TEXHONOMMYECKME TpeboBaHnA:

a) K OCMOTpY aeTtanen (cuctembl);

b) cGopke bUNbLTPALMOHHON CUCTEMBI;

C) OUUCTKE, CTEPUNM3ALIMN MU NPOMBbIBKE;

d) nepuony BpeMeHU MexXOY OUNCTKON M CTEpUNMU3aLmen;

€) nepuoay BpeEMEHN MeXAY CTepUNn3aLnen CUCTEMbI U €€ UCNONb30BaHNEM;

f) NpoBenEeHMI0 KOHTPOSbHbLIX UCMLITAHWIA, BKMOYaA UCMbITaHWA Ha LIENOCTHOCTD;

g) HenpepbIBHOMY KOHTPOMNIO NapaMeTpoB (TeMMNepaTypbl, Nepenana AaBneHns, CKOPOCTU NPOTEKaHNSA
nnp.).

9.3 [ns kaxaow cepun AOMKHa onpeaenaTbca 6uoHarpyaka Ao nposeaeHns punbTpaumm, 3a ckniove-
HVWEM Cry4aeB, KOrAa BCe BOMPOCHI aCenTMYECKOro NPOM3BOACTBA XOPOLLO KOHTPONUPYIOTCA M pe3ynbTaThl
npeablaywnx MUCMbITaHWI NoKa3anW, YTO YpoBeHb GMOHArpy3kM COXPaAHAETCH MOCTOSHHBIM U Ha HU3KOM
YPOBHeE.

9.4 [omkHa 6biTb B HANUYMN METOANKA NO COKPALLEHMIO KONWYECTBA MUKPOOPraHM3MOB O MUHUMYM3
nepen nNpoeeaeHeM CTepuNMaylowen hunbTpaummn, YTO MakCUManbHO CHUXKAET Harpy3ky Ha CTEpUNU3yio-
LW pUNbLTP.

9.5 lMocne Kaxaoro MCNoNb3oBaHNA CTEPUNN3YIOLLETO (hUNbTPa AOMKHbI NPOBOAUTLCA aTTECTOBaHHbIE
MCMbITaHMA Ha OU3NYECKYIO LIeNOCTHOCTL hnnbTpa 6e3 nepeMelleHns ero na coopku. NpoeBeaeHne UcnbiTa-
HUIN Ha (PU3NYECKYIO LLEMOCTHOCTL CTepunuaylowero dunbTpa cneayeT NPoOBOAUTL MOCne CTepunusauun
unbTpa 0o ero UCNonb3oBaHUs, TaMm, rAe STO NO3BONAET KOHCTPYKLUMSA (PUNLTPALIMOHHON CUCTEMDI.

CnepyeT NnpyHMMaTh Mepbl NPEAOCTOPOXHOCTU ANA TOro, YTOGL! (OMNETP OCTABANCA CTEPUNbHLIM.

10 JoxymeHTanbHOe ocopmneHue npouecca

10.1 Bce yCTaHOBNEHHbIE KpUTUUECKME NapaMeTpbl npoLiecca hunbTpaLmm A0NXKHbI 6biTb OhOpMNEHsI
DOKYMEHTANbHO M coaepXaTbCa B oTHeTe. [laHHble AOKYMEHTbI AOMMKHBI OblTb HACcTbio NPOTOKONA Ha Cepuio
npoayKUMN.

10.2 MpoToKOmMbI Ha CEPUI0 NPOAYKLMM AOMKHBI BKNIOYaTh B cebs (rae 3TO NnpuMeHaeTca):

a) paty(bl) NPUroToBNEHNA N PUNbLTPaLMK Cpeabl;

b) HaumeHOoBaHMe cpeabl n HOMEP cepum;

C) uMA onepaTopa;
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d) paHHble 0 nponsBoanTene UNbTPa, €ro TUNe, HOMepe NapTUM 1 (UNK) CepUMHOM HoMepe NPOU3BO-
anTensa puneTpa;

€) vHdopmaumio 06 ouncTke PUNbTPaLUOHHON CUCTEMBI;

f) ycnoeus ctepynuaaumm punbTPaLMOHHON CUCTEMB;

g) TexHonormyeckue napameTpbl puNbTPaummn (nepenan AasneHus, AasneHne Ao n nocne gunbTpa-
LMK, CKOPOCTb NPOXOXAEHVA cpeabl Yepe3 hunbTp, paboyyio TemnepaTypy, BpeMs 1 np.);

h) pesynbTaTbl UCNbITAHUIA Ha LENOCTHOCTb U €r0 OLLEHKY;

i) CCbINKY Ha LMKMbl CTEPUNN3ALMN KOMMOHEHTOB CUCTEMBI, UCMOMb3yeMblX B AaHHOM npoliecce u-
NbTpaumu;

j) nioGble BO3HMKLUME OTKNOHEHNS OT AOKYMEHTaNbHO OhOPMMNEHHOW METOAMKN.

11 O6cnyxuBaHue PUNLTPOB U KOHTPONb U3MEHEHUN

11.1 Monb3oBaTenb PUNLTPOB AOMKEH YCTAHABNMBATDL, AOKYMEHTaNbHO OhOPMNATL N BLINONHATL Me-
TOAWKM KannGPOBKKN 1 0BCNYXMBaHNA OUNLTPAE, PUNbTPALMOHHON CUCTEMBI M N3MEPUTENBHBLIX NPUGOPOB.

11.2 Nio6ble nsmeHeHns NapaMmeTpoB NPon3BoACTBa PUNbTPa, coobLueHHble Npon3soanTeneMm, Aon-
XHbl 8HaNU3NPOBATLCH B OTHOLLEHNW UX BO3MOXHOIO BNUAHMS HA KOHKPETHbBIN NPOAYKT U NapaMeTpbl npouec-
ca (cM. nepeuncnerue c) 7.1.11 7.2.1.4). DonxHa 6bITb ONpefeneHa n AOKyMeHTanbHO ochopMeHa MeToamka
KOHTPONA M3MEHEeHWI Ans NioObIX N3MEHEHWUI YCTaHOBMNEHHbIX NapameTpoB NpoLecca.

11.3 [aHHble Tpe6oBaHMsA AOMKHbI GbiTb COrMacoBaHbl B MMCbMEHHOM Buae. Monb3oBaTenio peKoMeH-
AyeTca NpoBOAMTL ayaAuT NPon3BoaAUTENS (hUNLTPOB.

12 O6y4eHue onepaTopoB

CnepyeT NpoBoANTL M NOKYMEHTaNbHO 0hopMNaTL 0Oy4eHue onepaTopoB Mo PasnNUUHbLIM BONPOCaM
nposeaeHns npouecca punbTpaunmn, a UMEHHo:

@) OCHOBHble METOANKWN (PUNbTPaumn, NyTM BO3HUKHOBEHMS OLIMOOK M HEOBXoAMUMble Mepbl NPeaoCcTo-
POXHOCTH;

b) npoBeaeHve UCTLITAHUA HA LENOCTHOCTb;

C) MeToauka aHanusa owmbok n AencTBUSA, NPeaNPUHMMAaEMBIE B Crydae OTKNOHEHWI pe3ynbTaToB Nc-
NbITaHWIM Ha LEeNOCTHOCTb;

d) meToamka c6opkm omnbTpa (BKNIOYAn acenTUHECKNIA MeToA, NPY HEO6X0ANMOCTH);

€) ycraHoBka huNbTpa, METOAMKA €70 OMMCTKN U CTEPUNMU3aLIN.
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Mpunoxexne A
(cnpaBouHoe)

OcHoBHas uHdopmauma u cepTudmkaThbl Ka4eCcTBa Ha KapTPUAXU (PUNLTPOB

A.1 Mpoussoautens punbTpa 06bINHO NPeAOCTaBNSAET CNeayIoLLYI0 OCHOBHYHO MH(OpMaLmIo:

a) Matepuansl punbTpa;

b) ruapocunbHble (rMapodobHbIe) CBOMCTRA;

C) BelLeCTBa, 3KCTParnpyroLwmnecs B MOAENbHbIX pacTBOPUTENSIX (HanpuMep, B BoAE);

d) obwasn xumuyeckas coBMECTUMOCTb;

e) pekoMmeHayemas meToavka(n) cTepunusauum (obLiee Bpems, YUCNO LMKNOB U YCNOBUS CTEPUNU3ALUN);

f) Tepmuyeckas ycToiumMBoCTb;

g) MakcMmanbHO AONyCTUMbIN Nepenaj AaBNeHus;

h) xapakTepucTUKN NPOXOXKAEHUS;

i) cBoiicTBa BblaeNeHus YacTul u (Mnu) Bopca (C hunbTpa B cpeay) B MOAENbLHOM pacTBOpuUTene (Hanpuvep, B
BOAe);

j) cnocoBHOCTb yaepKMBaTb MUKPOOPraHM3Mbl U ee KOppensunsa ¢ pe3ynbTaTaMn UCTIbITaHWA Ha LenNoCTHOCTb B
YCTaHOBNEHHbIX YCNOBUSAX;

k) HOMUHanbHbIN pasmMep nop;

I) pekoMeHayemas MeToauka NPOBEAEHUSA UCTLITAHWIA Ha LIeNOCTHOCTL;

m) AaHHble 0 Gronorudeckon 6e3onacHoCTu.

A.2 CepTudmkaTbl Ha Kaxay NapTUI KapTpuaken UnbTPOB MOTYT BKNOYaTb B cebs crneayoLlyo MHopmaLumio:

a) pesynbTaTbl UCMbITAHWUI Ha LE@NOCTHOCTb;

b) 3HAOTOKCUHBI UMW MNPOTEHBI;

C) pesynbTaTbl UCMbITAHWI Ha yAEePKUBaHNE MUKPOOPTaHN3MOB;

d) okucnsemMble BellecTsa Unu obLUMIA opraHnyeckuin yrnepon;

€) aKcTparmpyemble BeLLecTBa;

f) ceoficTea BbigeneHusa Yactuy 1 (MnNn) Bopca;

g) AaHHble o Buonoruyeckol HesonacHoCTy,;

h) ckopocTb NpoTekaHWs BOABI;

i) conpoTuBReHWe rMapaBNUYECcKOn HarpysKe;

j) conpoTuBneHne TepMUYECKO Harpyske.

MpumeyaHune 1—Tnepeuncnenus a), b), ¢) n d) obbIMHO copepkaT UHGOPMALMIO, NONYHEHHYIO HA OCHOBaHWUU
UCMbITaHWI, NPOBOAUMBIX ANSA KaXA0N NapTuu.

MpumeyaHune 2 — CepTudukaThbl kKayecTBa 06bIMHO NOCTABNAIOTCA C KAPTPUKaMu (OUNLTPOB, OAHAKO OHU
MOTYT Takke NOCTaBNATLCA C AUCKaMM UK NUCTaMN OUNLTPOB.
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MpunoxexHue B
(cnpaBouHoe)

CBeAeHnA 0 COOTBETCTBUU HALIMOHAMNbHbIX CTaHAapToOB Poccuiickon cbe.qepau,uu
CCbINTOYHbIM MeXAYHapOoAHbIM CTaHAapTamM

Ta6nuya B.1

O603HaYeHne CChISIOYHOTO

0O603HaYeHne 1 HaUMEHOBaH U TBETCTB ro HaUMOHaNbHOro CTaH T,
MeXayHapoAHOro cTaHaapTa € COOTBETCTBYIOLWEro HauMoHa Oro ctaHpapTta

MNCO 13408-1:1998 FOCT P UCO 13408-1—2000 AcenTuyeckoe NpOU3BOACTBO MeAULMHCKON
npoaykuun. Yactb 1. Obwme TpebosaHus

MNCO/TC 11139:2006 *

NCO 14644-1:1999 FOCT UCO 14644-1—2002 “YucTble NOMELLEHNA W CBA3aHHLIE C HUMW KOH-

Tponupyemsble cpeabl. YacTb 1. Knaccudukaumsa YnctoThbl Bo3ayxa

* COOTBETCTBYIOLMIA HALMOHArbHBIN CTaHAapT OTCYTCTBYET. [lo ero yTBepaeHUs pekoMeHayeTCsl MCrnonb3oBaTh
nepeBoA Ha PYCCKUM A3bIK AAHHOMO MeXAyHapoaHoro cTaHaapTa. MNepesoa AaHHOro MeXAyHapoAHOro CTaHaAapTa Haxo-
autca B PeaepansHOM MHOPMALIMOHHOM (POHAE TEXHUYECKUX pernaMeHToB U CTaHaapTOoB.




rocT P UCO 13408-2—2007

Bubnuorpacpma

[1] 1SO14644-1:1999 Cleanrooms and associated controlled environments — Part 1: Classification of air cleanliness

[2] ASTMF 838, Standard Test Method for Determining Bacterial Retention of Membrane Filters Utilized for Liquid Filtration

[3] PDA Technical Report No. 26 Sterilizing Filtration of Liquids, PDA J. Pharmaceut. Sci. Technol., 52, No. 3/may-June
1998, Supplement 1
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FOCT P UCO 13408-2—2007

YOK 637.132.4:715.478:658.513:006.354 OKC 11.080 T58 OKIM 94 5120

KnioueBble crnoBa: MeauvumnHCKas npoaykuma, (t)l/lJ'Ipr, CbM.l'IpraLl,MFI, arrecrauma
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