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[lpeaucnoBue

Llenn n npuHunnbl ctaHaaptusaumm B Poccunckon depepaummn ycraHoeneHol deanepanbHbiM 3aKOHOM
oT 27 pekabpsa 2002 r. Ne 184-P3 «O TEXHUHECKOM perynmpoBaHnny, a npasnna npuMeHeHnsa HaunoHanbHbIX
ctaHpaptToB Poccunckon ®epepaummn — FOCT P 1.0—2004 «CtaHpaptnsauma B Poccnnckon depepaumnn.
OCHOBHbIE NOMOXEHNSA

CBeaeHMA 0 cTaHaapTe

1 NOArOTOBJEH Obwepoccunckon obLecTBEHHON opraHn3aunen «Accoumaumna NHXEHEPOB MO KOH-
Tponto Mukpo3zarpasHeHnn» (ACMHKOM) Ha ocHOBe COBCTBEHHOIO ayTEHTUYHOrO NEPEBOAA CTaHAapPTa, YKa-
3aHHOIO B NYHKTE 4

2 BHECEH TexHn4yeckum kKoMUTeTOM NO cTaHaaptusaumm TK 458 «[1pons3BoacTBo M KOHTPOMNb Ka4ecTBa
NneKapCcTBEHHbIX CPeacTB»

3 YTBEPXXOEH N BBEOEH B JEVNCTBUE [Tpukazom PenepanbHOro areHTCTBa NO TEXHUYECKOMY pery-
nupoBaHunto n metponornn ot 29 nioHa 2007 r. Ne 157-ct

4 Hactoawwun ctaHaapT naeHTudeH mexayHapogHomy ctaHpaapty MCO 13408-2:2003 «AcenTtudeckoe
NpPON3BOACTBO MeAULIMHCKON npoaykumn. Hactb 2. Punbtpaumna» (ISO 13408-2:2003 «Aseptic processing of
health care products — Part 2: Filtration»).

[1Tpy NpUMEHEeHNN HACcToALLEro cTaHaAapTa peKkoMeHayeTCcAa UCNONb30BaTbh BMECTO CCbINOYHbIX MeXAyHa-
POAHbLIX CTAaHO3PTOB COOTBETCTBYIOLLINE UM HALMOHaNbHbLIE CTaHA3PTbIl, CBeAeHUA O KOTOPbLIX NpMBEOEHbI B
OONONHUTENBLHOM NpUNoXeHun B

5 BBEEH BINEPBbIE

Hbopmauus 0b UaMeHeHUSsIX K HacmosileMy cmaHoapmy nybnukyemcs 8 eXXe2o00HO u30asaeMoM UH-
cbopMayUoHHOM yKkazamene «HauuoHanbHble cmaHoapmaly, @ meKkem U3MeHeHUU U MonpasoK — 8 eXeMe-
CSYHO u3dasaemMbiX UHhOpMAaUUOHHbIX ykazamernsax «HauyuoHanbHbie crmaHOapmbi». B criydae nepecmompa
(3aMeHbI) Unu ommMeHbl Hacmosuie2o cmaHoapma coomeememeayrouiee yeeoomMeHue byoem onybukoeaHo
8 eXXEeMeCSHHO u3dasaeMoM UHhopMayUoOHHOM yka3zamerne «HauyuoHarnbHbie cmaHOapmably. Coomeememay-
roujas UHgopmayus, yeedoMeHuUe U meKkecmael paaMeuwaromcesi makxe 8 UHgbopmMaluUuoHHOU cucmeme obuiezo
NoN1b308aHUs — Ha oghuyuanbHOM calime @PedeparsibHo20 a2eHmemea rno MexXHUHeCKoMy peaynuposaHuio u
Memponoauu e cemu VIHmepHem

© CraHpaptnHdopm, 2007

Hacroawmm ctaHaapT He MOXeT ObiTb MONHOCTLIO UMW YAaCTUYHO BOCMNPOM3BEAEH, TUPAXNPOBAH N Pac-
NPOCTPaHEH B Ka4yeCcTBe ohnumanbHOro n3naHna 6es paspelleHns deaepanbHOro areHTCTBa No TEXHNYECKO-
MYy PerynupoBaHUIO N METPONOIN
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BBeaeHue

Hactoawmnn ctaHgapT gononHaeTt nonoxeHunsa ctaHaapta NCO 13408-1 «Acentuveckoe Nnpon3BoacTBO
MeanumHckon npoaykummn. Hactb 1. O0wme TpedboBaHUA», a TakKKe coaepXuT TpedboBaHUA K NPON3BOACTBY
CTEPUNBHbLIX NPOAYKTOB MEAULIMHCKOrO Ha3Ha4veHua, nonyydaemMbiX NnyTeM CTepunmayiolen unbTpauvn.

MexayHapoaHbin ctaHgapt MCO 13408-2 paspabotaH TexHudecknm kommtetom WMCO/TK 198
Sterilization of health care products —CTepunnsaumna npoaykToB MeAULIMHCKOrO Ha3Ha4eHus.

B cepnio ctanpaptoB NCO 13408 «Acentnyeckoe nponsBoaACTBO MEAMLIMHCKOWN NPOAYKLUMWU» BXOAAT
cneayowmne CTaHaapThi:

- Hactb 1. Obwimne TpeboBaHus;

- HacTtb 2. duneTpaums;

- HacTtb 3. Jinodmnusaums;

- Yactb 4. MeTOAUKN OYUCTKMN HA MECTE;

- Hactb 5. Ctepunnaaumna «Ha MecTe»;

- Hactb 6. CucrtemMobl n3onaTopos..
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HAUMWOHANBbHBINW CTAHOAPT POCCUUCKON OEOEPALUNMN

ACENMTUYECKOE NPOU3BOACTBO MEOAUMUMHCKOWU NPOOYKLIMWA
HacTtb 2

PunbTpauuna

Aseptic processing of health care products. Part 2. Filtration

[lata BBeaeHua — 2008—01—01

1 Obnactb NpUMeHeHuUnA

Hactoawum ctaHaapT ycTaHaBnmMBaeT TPeOOBaHMA K cTepunnayoLllen hunbTpaummn Kak 4YacTn acenTu-
4eCKOro Npomn3BoaACcTBa MeanLUMHCKOM npoaykumn. CTanaapT Takke yCTaHaBNMBaeT TPEOOBAHUA K MOHTAXY,
aTTecTaumMm 1 NOPSAAKY NPoBeAEHNA NpoLecca CTepmnuayllen hunbTpaumn.

HacToAawun ctaHaapT He YCTaHaBnNuBaeT TpeboBaHUM K npoueccam yaaneHna Bupycos. CTepnnuayio-
LLaa UNbTpauna He NPUMEHAETCA K XKUAOKOCTAM, COaepXalWnM B KA4eCTBE aKTUBHbIX COCTaBNAKLWNX YACTU-
bl Pa3MepPoM, MNPEBLILLAKLWIMM pa3Mep nop unbTpa (Hanpumep, OakTepuanbHble LENbHOKNETOYHbIE
BaAKLUMHbI).

2 HopmaTuBHbIE CCLINIKU

B HacToAWeM CTaHaAapTEe NCNOMb30BaHbl HOPMATUBHbLIE CCbINKM HA cCNneayowmne MexayHapoaHble CTaH-
napThbl:

MCO 13408-1:1998 Acentunyeckoe Npon3BoaACTBO MeAULIMHCKOW npoaykumn — Yactb 1: Obuwine Tpe-
boBaHUSA

NCO/TC 11139:2001 Crepununsaumsa NpoayKTOB MEANLIMHCKOrO HasdHadeHmna — CnoBapb

3 TepMuUHbI U onpeaeneHus

B HacTosiLleM cTanaapTe NPUMEHEHbLI crneayLlne TePMUHbI C COOTBETCTBYIOLLMMW ONpeaeneHNaMM:

3.1 TeCcT Ha yaepxuBaHme MmukpoopraHmamoB (bacterial challenge test): Tect ana oueHkn cnocob-
HOCTU (PUNbTPA 3a4ePXNBATb MUKPOOPTraHN3Mbl N3 CyCneH3nn MMKPOOPraHU3MoB NPV YCTAaHOBNEHHbLIX YCNO-
BUAX.

3.2 6uoHarpy3ka (bioburden): lNonynauns >xM3HecnoCOOHbIX MUKPOOPraHU3MOB B XXMAKOCTU A0 CTEPU-
nn3yLen pnnbTpauun.

[TpumeyaHUne—B HacTosAwemM cTaHaapTe npuBeaeHo bonee y3koe onpeneneHmne BMoOHarpys3Kkn, Yem aHano-
rmyHoe onpepeneHne — B ctadHpapte NCO/TC 11139.

3.3 XxuMun4yeckKkaa coBMmecTMMocCTb (Chemical compatibility): CnocobHOCTE 0bpabaTbiBaeMbIX XXUOKOC-
TeW He OKa3blBaTb BNNAHUA HA CBOUCTBA (PUNLTPVYIOLLNX MaTepnanoB 1 (MNn) KOMNOHEHTOB COOPKN PUNLTPOB
N Ha0OOPOT.

3.4 BonokHo (fibre). Yactuubl ¢ COOTHOLLEHUEM pa3MepoB (ANUHA K lWunpuHe) He meHee 10 [1].

3.5 hunbTp, Bbligenawwmn BonokHa (fibre-releasing filter): ®unbTP, BbIAENAOWMNA BOMOKHA B
hmnbTpaT Nocne COOTBETCTBYIOLLEN OOPADOTKN (MPOMbLIBKN NN OHYUCTKN).

3.6 ounbTpaunoHHbIn matepuan (filter): MNMopuctoin MaTepnan, Yyepes KOTOPbLIN NPOMYCKAKT XMA-
KOCTb UMW a3 C LenNbo yaaneHns XXU3HecnoCOOHbIX NNU HEXNU3HECNOCODHbLIX YacTuL.

U3paHune ohmumnanbHoe
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3.7 nnbTp (filter assembly): Kaptpnox(n) pnneTpa nnm dnnbTpyowmmn Mmatepman, yCTaHOBMNEHHbIE B
KOpnyc NNn aepxartenb.

MpumMmeyaHune—OUnbTp MOXET CODMPATLCH Kak Nonb3oBaTenem, Tak U npoussoantTenemMm punsTpos (Hanpu-
Mep, B hopMe npeaBapuTenbHO CoBpaHHbIX PUNLTPYIOWNX eANHULY).

3.8 xapTpuax dunbtpa (filter cartridge): CobpaHHbIM B eanHOE Lenoe ounbTpyowmnn matepuan.

3.9 domnbTpaunoHHoe obopyapoBaHume (filter equipment): [Jatuumk, knanaH n gpyrme aNEMeEHTLI, coe-
OWHEHHbIE C COBPaHHbLIM PNNBLTPOM.

3.10 domnbTpayuma (filtration): lNMpouecc yananeHnsa XM3HecnocobHbIX U (MNN) HEXN3HECNOCODHLIX Yac-
TUL, U3 XMAKOCTEN N (MNKN) Fa30B NYTEM NPOXOXAEHUA Yepe3 NOPUCTbIN MaTepuan.

3.11 donnbTpaumoHHana cuctema (filtration system): PunbTpP, OCHALWEHHBIM DUNBLTPALIMOHHBIM 0DBOPY-
nosaHnem (cm. 3.9).

3.12 cpeaa (fluid): >Xnakoctb nnu ras.

[MpumeyaHne—Cpena, nogsepraemas GuUnbTpaLum, MoXeT ObITb KaK LienbIM, TaK 1 HaCTb NPOU3BOANMOro
NEeKapCTBEHHOro coctaBa, NMBO TEXHONOMMUYECKON XKNOKOCTLIO.

3.13 crepunuayowmn hunbTtp (fluid-sterilizing filter): PunbTp, CNOCOOHLIN B NpoLecce hUnbTpaLnm
yAanaTb N3 cpeabl MUKPOOPraHn3amMbl, NPUCYTCTBYIOLLIME B HEW B oNpeaeneHHON KOHLUEHTPaUUN.

[MTpnmMmedyaHune—HOMMHANBHBLIN pa3Mmep NOP CTepUNUayoLwero puneTpa aonkeH dbITb He Bonee 0,22 MKM.

3.14 ucnbiTaHMe Ha UEeNOCTHOCTb (integrity test): KoHTponb Hepaspywarwmmm MetoaamMmm cnocob-
HOCTU (PUNLTPA 3agepPXMBaTb MUKPOOPraHU3MbI.

3.15 MuKkpoopraHuam (microorganism). Menbuaninm opraHnam (0akrepumn, rpndobl, NPoOCTENLLNE U BU-
PYChbl).

[ PUMEYHAHWNE — B HacToALEeM CTaHOapTE HE NpuBeAcHO onpeaeneHne BUpyCcosB.

3.16 HOMMHanNbHLIN pa3Mep nop (hominal pore size rating): Pasmep nop punbTpa, geKnapupyemMbin m
yCTaHaBNMUBaeMbIN Npon3BoanTenemM ounuTpa.

3.17 Hanxypwwmn cny4dam (worst case). lNpeaBaputenbHO onpeaeneHHble HaNbonee HebnaronpuaT-
Hble YCMOBUA N XapaKTEPUCTUKN, NPUMEHSAEMbIE NPU aTTECTaLMN NPOoLECCa.

4 OOLwWwme TpedbOBaAHUSA

Obwue TpedboBaHna K punbtpaunm npueeaeHsl B MCO 13408-1.

5 Bbi6op chunbTpoB HAa OCHOBaHUM UH(OpMaLUKU, NpeacTaBNAeMON
npoun3sBoguTenamMmm (oUNbLTPOB

5.1 CnepyeT AOKYMeHTanbHO 0hOpPMUTL BbIOOP Hambonee noaxoaalwero TMna(os) pmnbTpa(os), NpU-
HUMAaA BO BHUMAHNE NX XUMUNYECKNE N (DU3BNHECKNE XaPaKTEPUCTUKN, YCTAHOBNEHHbLIE NPON3BOAUTENEM.

[TpnmMmedaHne—IllogpodbHasa nHpopmayna npueeaeHa B A.1 (npunoxeHue A).

5.2 BblOpaHHble PUNLTPLI AOMKHbI UMETb CepPTUUNKATLI Ka4eCTBa.

[TpnmMmedaHne—IlloapodbHaa nHpopmayna npueeaeHa B A.2 (npunoxeHue A).

5.3 PUNbTPbl HE AOMKHbI COAEPXKaTb acbecT N BbiAeNATb BONOKHA. Ecnn ncnonb3oBaHue punbTPOB.,
BblAENAKLWNX BONOKHA, 00YCNOBNEHO BMAOM NPOAYKTA, TO cneayeT ydoeanTtbca, YTO 3TU BONOKHA yAanaoTCA
npu aanbHenwen obpaboTke (Nnocne hunbTpaLun).

6 Kputepum Bbi6opa cbunbTpa B 3aBUCUMOCTU OT BUuaa cpeabl

6.1 lonb3oBatenb pUNbTPaA AOMKEH OLEHUTL XapakTepPUCTUKN (omnbTpa B COOTBETCTBUMN C OOKYMEH-
TanbHO OOOPMNEHHOU NPOrpPaMmmMomn OLEHKU, NPUHUMMasa BO BHUMaHUE cpeny, noaeepraemMylo ounbTpaunmn, u
npouecc hunbTpaunn. XapakTepuUcTUkn (oUnbTPOB HE OAOMKHbI OKa3bliBaTb BO3AENCTBUA HA (DUNBLTPYEMYIO
cpeny. MNpoaykT Takke He AOMKEH OKa3biBaTbh BNUAHUA Ha onnbTp. CneayeTt oueHmnBaTb aacopoLmIo KOMMO-
HEHTOB cpeabl Ha PUNbTPE U IKCTPAKLUMNIO KOMMOHEHTOB (OhUNbLTPA B cpeny.

2
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6.2 [lpwn paccMoTpeHnn xapakTepucTuk (ounbTpa cneayeTt NpuHUMaTh BO BHUMaHWE cneaytoLlee:
a) COBMECTUMOCTb (hunbTpa U cpeabi:
1) BNUAHME COCTaBa N TEXHONOMMYECKUX YCNOBMW HA XMMUYECKNE U pusnyeckme CBOUCTBa U -
(beKTMBHOCTL PadoThl PUNLTPA,
2) BNnaHWe punbTpa Ha buonornyeckmne, XuMnyeckme n pmsndeckne CBOMCTBA NPOAYKTa;
b) XapakTepucTUKM NpoLecca:
1) Tpebyemyio nnowanb 3P PEKTNBHON NOBEPXHOCTN (PUNLTPA,
2) TpeboBaHMA K CHWKEHUIO YPOBHA 4acTUL, N OMOHArpy3kn Ao npoBeaeHUa ounbTpaumn.

Kputepnn COBMECTMMOCTN N XapaKTepUCTUKN NpoLecca, Npu HeoBXoanMoCTHN, cneayeT NPUMEHSATb K
npeasapuTenbHbIM PUNbTPAM C LEeNbo NX COOTBETCTBYIOLLIENO NCMONb30BaHUS.

7 Tlpouecc dounbTpaUUn

7.1 NapameTpbl npouecca

7.1.1 CnepyeTt pa3padboTatb, aTTECTOBATb N AOKYMEHTaNbHO OPOPMUTL NapamMeTpbl Npouecca PUnbT-
paunun. ['Nonb3oBatens PUNbTPa A0MKEH NPOBECTU aTTECTALMIO NpoLuecca hunbTpauun.

Cneayet pa3paboTaTthb:

a) MeTOAMKUN OUYNCTKM (MPOMBIBKKM), BKNOYAA onnbTP(bl) N NYTU NOCNEAYIOLLErO NPOXOXAEHUA XKNOKOCTN
(nnNn 060CHOBaHWE OTCYTCTBUA HEODXOANMOCTU B A@HHOW Npoueaype); NpUMeHAeMbIn NPOLECC OYNCTKN (NPO-
MbIBKW) OOMMKEH rapaHTUPOBaTh, YTO (OUNLTPAT yAOBNETBOPAET AONYCTUMbIM Npeaenam no YPOBHIO 3KCTParun-
pYeMbIX, HEPACTBOPUMbIX N OKUCNAEMbIX BELLECTB.

MpumevaHue 1 — lNpu paspadoTke U atrecTauum METOAUKU OYUCTKU (NPOMBIBKW) cneayeT yyYnuTbiBaTb UH-
doopmaLuo OT NponssoanTens puneTpa.

MMpumedyaHune 2—Ilpn paspaboTke n atTectTaymm METOANKN OYUCTKU (NPOMBIBKMN) pEKOMEHAYETCA UCNONb30-
BaTb pe3ynbTaTbl UICMbITAHUIN HA BOCCTAaHOBNEHME NepMaHraHaTa u (Mnu) ucnbiTaHUa Ha coaepxaHune ofbLLero opraHm4yec-
KOro yrnepopaa;

b) MeTOAMKN CTepunusaunn hunnbTpa, OUNLTPALNOHHON CUCTEMbI U NYTEN MPOXOXKAEHUNA XNOKOCTH,
BKNOYaa AoNyCTUMbIA Npeaen obllero BpeMeHn crepunmaaumm n (Mnn) 4nMcna uMKNoB Npu NpuUMeHaeMblX
YCNOBUAX CTEPUNN3ALNN B CnydYae HEOAHOKPATHON CTEPUNN3aLmn U NOBTOPHOIO UCNONbL30BaHUS;

C) ycnosua npouecca hmnbTpaunn:

1) BpeMs yaepxusaHusa cpeabl A0 NpoBeaeHnsa hnnbTpauun n BNnSHUE Ha DMOHAarpysKy,
2) cneumanbHble ycnoeus onnbTpaunm (Npyn HeoH6XoaAUMOCTUN CO Cpeaown),

3) BpeMa pmnbTpauun (odulee BpeMsa KOHTaKTa ounbTpa co cpeaon),

4) makcumManbHO€E YNCNO NOBTOPHbLIX OUNbTPaLUN,

5) CKOpPOCTb NPOTEKAHNA cpenbl,

6) pmnbTpyemMbin 06BEM cpenbl,

/) TeMnepartypy,

8) nepenap naBneHUs;

d) mMeToaukn oUYMCTKM PUNBLTPALIMOHHON CUCTEMDI.

7.1.2 JonXHbl OblTb YCTAHOBNEHLI N AOKYMEHTANbHO OPOPMNEHbI METOAMKN UCMLITAHMA Ha LEeNnoC-
THOCTb (PUNbTPA, BKNIOYaA KPUTEPUN NPNEMNEMOCTN, METOAbLI aHaNM3a OLNDOK U YCNOBUSA, NPU KOTOPbIX UC-
NbITAHWUA H3 LENOCTHOCTb (PUNbLTPA MOryT ObITb NOBTOPEHDI.

McnbiTaHNA Ha LLeNOCTHOCTb (hMNbTPAa AOMKHbI ObITh NOATBEPKAEHLI NCMbITAHWUEM HA CNOCODHOCTL (hU-
NbTPa 3a4epPXXnuBaTb MUKPOOPraHu3mebl. [1pn npoBeaeHUN UCNbITAHUW Ha CNOCODHOCTL PUNLTPA 3a0EePXKUBATL
MUKPOOPraHM3mbl cneayeTt Ncnonb3oBaTh NPOBOKALMOHHbBIE MUKPOOPraHn3Mbl KOHLEHTPpaLnen He MeHee 107
KONoHneobpasywmnx eanHny, (aanee — KOE) Ha kBagpaTHbIM CaHTUMETP 3o (PeKTUBHOM NNnoLaan punbTpa-
LN ¢ punbTpamMun, NPeacTaBNALLUMMN CTAaHO3PTHLIE NPOMbILLNEHHbIE (PUMNbTPLI, XapPaKTEPUCTUKN KOTOPbIX
COOTBETCTBYIOT YCNOBUAM UCMLITAHUN HA LENOCTHOCTL.

[MTpumMeyaHune—Ipu paspadboTke n aTTectTalmm UCNbITAHUA Ha LLeNOCTHOCTb, OCHOBAHHBIX Ha NPOXOXAEHUN
rasa yepes CMoYeHHbIN hUNbTP, CNneayeT yunuTbiBaTbh MHOPMAaLMIO OT NPpou3BoaANTENa MOUNbLTPA.

7.1.3 CnepyeT BbIOpaTh OOHY NNMOO HECKONBLKO CMaYMBaoLWMX cped. ITO MOXET OblTb PEKOMEHOOBAH-
Haa nponsBoanTenem punNbTPOB CTaHA3PTHaA cCMaymBaLWan cpena nnu puneTpyemasn cpena. B nocneaHem
cnyyae cneayeT YCTaHOBUTL U NPOBECTU aTTECTaUNI0 YCTAHOBMNEHHbIX 3HA4YEHUN NapaMeTPoOB COOTBETCTBYIO-
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LLIEro UCNbITAaHNA Ha LEeNOCTHOCTL. CMaymneatlowana cpena okKHa ObiTb COBMECTUMA C (PUNbTPYIOLLNM MaTe-
PUanNoM U He A0SKHA BHOCUTb NPUMECKU B (PUNbTPYEMYIO XNOKOCTb UNU (ounbTp.

7.1.4 [1nqa BO3ayLWHbIX U ra3oBbiX pMNbTPOB cneayeTt YCTaHOBUTL YaCcTOTY NPOBEAEHNA UCTIbITAHUN HA
(PU3nYECKY0 LENOCTHOCTb (PUNLTPOB.

7.2 ATTectauma cnocoOHOCTHN (hUNLTPOB 3agepKUBaTb MUKPOOPraHU3Mbl B 3aBUCUMOCTU OT
Buaa cpeabl

7.2.1 UcnbiTaHMA Ha yaep>XMBaHNe MUKPOOpPraHu3MoB

7.2.1.1 Crepununayowasa punbTpaumnsa AoMKHa ObITb aTTECTOBaHA B XOA€ NepBOHAYaNbHOro NpoLlecca
nyTeM npoBeAeHUa UCMbITaHUA Ha yaepXumBaHUe MUKPOOPraHnamoB. [lpn 3TOM MCNONb3YIOT, NO KpanHeWU
Mepe, OONH (PUNLTP U3 HE MeHee TPpeX (PUNLTPOB C NONOXUTENBHLIMK pe3ynbTataMn Tpex nocnegoBaTenb-
HbIX ncnbiTaHuW. [pun oTpnuaTenbHbIX Pe3ynbLTaTtax UCNbiTaHUN cneayeT BbiABUTb MPUYNHDI.

MpumedvyaHune 1—lVcnbiTaHnsa oObIMHO NPOBOAATCA HA MenkoMacLwTadbHoON MOAENbHON CUCTEME, KOTOPas MO-
KeT BKNIYaTh APYron KapTpuaX nnu pasmep AUCKoB B NadopaTopHOM OKPYXeHUN C TeM, YTOOLI n3dexaTb yxXyaweHns na-
paMeTpoB NPOU3BOACTBEHHON Cpeabl.

MpumedvyaHune 2— B cnydyae oTpULaTENBLHOrO pe3ynbTaTa aTTecTalUOHHOIo UCNbITaHUA NDOON Nocneayo-
WM X04 AENCTBUN 3aBUCUT OT pe3ynbTaToB aHann3a NpuyYnHbl Heyaadn UCNbITaHUS.

7.2.1.2 Attectaumio appekTMBHOCTU (DUNLTPOB NO YAEPKUBAHUIO MUKPOOPraHU3MoB cneayeT NpoBo-
OUTb ONA KOHKPETHOW cpeabl Unu rpynnbl cpeq B yCnoBuax Haunxyawero cnydaa. Cnegyet AOKYMEHTanNbHO
0hOpPMUTL OOOCHOBAHME, Ha OCHOBAHMKU KOTOPOro cpeabl rpynnupyoTca Ana aTtrectaumm.

7.2.1.3 lpn npoBegeHUN UCNbITAHUN HA yAOepPXUBAHNE MUKPOOPraHU3MOB MNPOU3BOAUTENDb AOOIMKEH
NpeanoCcTaBUTb MEMBpPaHbI TOrO Xe TMNa, YTO NCMONbL3YIOTCA B NPON3BOACTBE. KpoMe TOro, AOMKHO ObITb NOA-
TBEPXXAEHO, YTO 3TN MeMOpaHbl N0 CBOMM CBOUCTBAM Hanbonee 6NM3KM K Npeaeny NpneMnemMocTy Npuy NpoBe-
OEeHUN UCNbITaHMN Ha LEeNOCTHOCTb hnnbTpoB (He bonee 10 % npeaenbHOro 3Ha4YeHus).

7.2.1.4 Tlpwn BbIOOpEe Hanbonee HebNaroNPUATHLIX YCNOBUK C LLENBIO MOAENNPOBAHNA YCNOBUN HAaNXy -
LLIero cny4vaa B Npon3BoacTBe, cneayeT nNpMHMMaTb BO BHUMaHUE:!

a) pH cpeab!;

b) BA3KOCTb Ccpeabl;

C) WOHHYIO CUNY;

d) OCMONAPHOCTD;

€) KOHUEHTPALMIO aKTUBHOMO BELECTBa M (MN1) BCNOMOraTenbHbIX BELWECTB;

f) NOBEPXHOCTHYIO AKTUBHOCTb (HATAXEHWNE);

g) BNuaHWe cpeabl Ha NPOBOKALMOHHbIE OPraHN3MbI;

h) xapakTepucTUKMU TEXHONOrMYeCKON BMOHArpysKu;

1) Bpemsa mnbTpaummn nnm obliee BpeMa KOHTaKTa onnNbTpa Co Cpenou:;

]} 00beM punbTpaunm Ha egnHULY Nnowaan punbTpa;

K) CKOpPOCTb NpOoTeKaHuA (NpoXoxaeHus) cpeabl Yepes punbTp;

l) nepenap paBneHUs;

m) Temnepartypy;

n) crepnnusyloline ycnoeus;

0) BAUAHME NOBTOPHbLIX LMKNOB CTepnnnsauumn (Npn HeodbxoanmMmocTn).

7.2.1.5 TIOBTOPHYIO aTTECTALMIO CneayeT NPoBoAUTb B cny4yae 3aMeHbl UNbTPOB MNWN e€CNn YCNOBUA
(onnbTpauun BbIXOAAT 33 PaMKU YCNOBUWN HAauxXyaLlero cny4yas, NnpoBepeHHbIX B Xo4e NpoBeaeHnA aTTecTa-
LI,

7.2.2 Cpena n MUKpoOOpraHm3amMmbl ANA UCNbITaHUN

7.2.2.1 Cpena ana ucnoelTaHUW A0MKHA coBnaaaTb ¢ unbTpyeMomn cpenon. Ecnmn pmneTpyemasn cpena
He MOXET ObITb NCNONb30BaHa BCNeACTBME €€ aHTUMUKPOOHbLIX NMOO Kaknx-nnbo Apyrmx CBOUCTB, TO cneayeTr
NCNONb30BaTbk MOAENLHYIO Cpeay Unnu N3MeHUTb YCNoBUA UCMbITAHUN.

[1pn onpeaeneHnn MoaenbHbLIX YCNOBUX cneayeT YYNTbIBATD:

a) moandukaumio PUnbTpyemMon cpeabl (Hanpumep, CHUXKeHUe KOHUEHTPauumM nnm yaaneHmne coeanHe-
HUA, obnapaLwero aHTUMUKPOOHOW aKTUBHOCTLIO), MOAENbHAA cpeaa AOMKHAE, HACKONbKO 3TO BO3MOXHO,
NMMNTNPOBATb COCTAB U CBOUCTBA (PUNLTPYEMOWN cpenbl, Takue Kak: pH, BA3KOCTb, MOHHYIO CUNY, OCMONAP-
HOCTb, MOBEPXHOCTHYIO aKTUBHOCTb (HaTa)XXeHne) n BNUaHne cpeabl Ha MUKPOOPraHM3Mbl ANa NCNbITaHWNA;

b) CHWKeHWe BpeMeHU 3KCNOo3nLnnN cpeaa — OpraHn3Mbl;

C) CHMXeHune TeMNepaTypbl cpeabi;
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d) ncnonb3oBaHWe OPraHn3mMoB «diminuta», yCTOMYNBbLIX K aHTUMUKPOOHLIM CBONCTBAM cpeabl nnn npo-
Llecca;

e) Bo3aencTBue omnbTPa Ha cpeay Npu npeanonaraeMoM BpeMeHN KOHTAKTa C XXUAKOCTbIO ¢ nocneay-
IOLLUM BbIDOPOM BHECEHNA MOanMKaLMn B cpeny, Kak 3To ObINO ONUCAHO B NnepevncneHnax a) —d) 7.2.2.1.

7.2.2.2 Ecnn He 060CHOBAHO UCMONb30BaHME DoNee HU3KOro YPOBHA MUKPOOPraHU3MOB ANA UCMbITa-
HUN, TO NpUeMnNeMbIN NPOBOKAUUOHHLIN ypoBeHb «Brevundimonas diminuta» (ATCC 19146 nnn DSM 1635)
nomxkeH coctaBnATb He MeHee 107 KOE Ha kBagpaTHbIN caHTUMeTP 3dhdheKTUBHOM NNOLLLaaN NOBEPXHOCTU K-
nbTpAa.

Ecnn npeanonaraetca Hannune MUKPOOPraHM3MoB ¢ Donee BbICOKUMUN MPOHUKAIWUMN CBOUCTBAMMN,
4yeM «Brevundimonas diminuta», To cneayeT paccMaTpuBaTtb BO3MOXHOCTb UCNONL30OBAHNA COOTBETCTBYIO-
Lero Buaa MUKpOOPraHM3MoB.

[MTpunumeyaHune—BO3MOXHBIMU paccMaTpuBaeMbiMN PaKTOpPaMMN MOTYT ObITb:

- Hanu4ne BUONOrNYecKoro MaTepuana;

- UICNONb30BaHUe BOALI OT CUCTEM, He paboTarLwmX B pexxmume camoobesszapaKuBaHus;

- Hann4yne MUKpPOOPraHNM3MoB C U3BECTHBIMU CBOMNCTBAMU NPOHUKATL Yepe3 PUnNbTPbI;

- HaNU4ne NNeoMopMHLIX OpraHU3mMoB (Hanpumep, npucytTcTene L-popm B pacTBopax neHUUUMNNUHOB, MUKOMNA3-

MuAa).

ECnn HEBO3MOXHO WUCNONL30OBaTb B KadeCTBE BO3MOXHbLIX MPOBOKALUMOHHbIE MUKPOOPraHU3mbl
«Brevundimonas diminuta» 1 oTCyTCTBYIOT UAEHTUPNLNPOBAHHbIE MUKPOOPraHn3mMbl ¢ bonee BbICOKUMMU MPO-
HUK3IOLWNUMN CBONCTBAMM, TO NONb30BaTENb A0MKeH OOOCHOBATL BbIOOP anbTepPHATUBHbLIX MUKPOOPraHN3MOB
anga ncnbiTaHUA.

Ecnun B Ka4yecTBe MUKPOOPraHM3mMoB ANA UCNbITAHUN KYNbTUBUPYIOTCA ApYyrne MUKPOOPraHM3Mbl, TO A0NN-
)XHbl ObITb BbIOpPaHbl COOTBETCTBYHOLUME YCNOBUA KYNbTUBUPOBaAHUA, NO3BONAIOLLNE NONYYNTb KNETKN MaANEHb-
KOro pasmepa (2], [3].

7.2.2.3 ATTectauma MUKPODMONOrM4yecknx napamMmeTpoB UCMNbLITAHUA HA yAEepKUBAHME MUKPOOPraHn3-
MOB AOJTKHA rapaHTUpoBaThb, YTO:

a) NPOBOKALMOHHbLIE OpraHN3Mbl AUCNEPINPYIOTCA B O0beMe cpeabl, COOTBETCTBYIOLLIEM pa3Mepy cepum
N NMeLLeNCca Nnowaan punbTpa, eCNU TONLKO aHTUMUKPODHbLIE CBOWUCTBA Cpeabl HE TPEDYIOT APYroro Noaxo-
Aa;

b) noacyeT XXN3HeCcnoCObHbLIX OPraHN3MOB B CYCMEH3UN B X0Ae TeCTa Ha yaepXnBaHUEe MUKPOOPraHn3-
MOB OnpeaenaeTca Ha COOTBETCTBYIOLLEM Yncne obpas3yoB, KOTOpPble OTOUPANUChL B TedeHWe BCero nepnoaa
npoBeaeHNa UCNbLITAHMU C LEeNbI0 NOATBEPXKAEHUA AEUCTBUTENBLHOIO AOCTUXKEHMNA YCNOBMU NPOBOKALUN W
)KN3HECNOCODHOCTN MUKPOOPraHN3MOB AN UCMLITAHUN B TEYEHWE BCErNO NUCMbITaHUS;

C) MUKPOOPraHM3amMbl ANa ncnbiTaHnum (Npn nx Hanu4nm) MOXXHO U3BnNevb U3 PUNbLTPaTa;

d) meToa ncnbiTaHMW cNOCobeH n3Bnedb HedONbLLIOE KONMMYECTBO MUKPOOPraHM3MOB ANA NCMNbITAHUN U3
dounbTpaTa.

7.2.3 Kputepnn npuemMnemMocTm

Kputepmmn npnemMnemMoCcTu: OTCYTCTBUE POCTa MUKPOOPraHM3mMoB ANA UCMbITaHUN B (oUNbTpaTte nocne
npoBeaeHNA UCNbITAHNA H3 yaepPXXnBaHNUE MUKPOOPraHN3MOB.

8 KoHcTpykuua ¢pmnbTpayMoOHHOU CUCTEMBDI

8.1 CneayeT 060CHOBATL N AOKYMEHTanNbHO OhOPMUTL BbIGOP KOMMOHEHTOB (PUNLTPALMOHHON CUCTE-
Mbl (BKNOYAA BO3AYLWUHbIE M ra3oBble PUNbTPbl), NX B3aUMHblE COEANHEHNA N PACNONOoXeHNEe B (PUNbTPaLNOH-
HOW cUCTEMeE.

8.2 ®dunbTpaUMOoHHAA CUCTEMA HE A0OMKHA BHOCUTL MNPUMECH B Cpeay NN N3MeHATb Ka4vecTBo cpeabl. K
KOMMOHEHTaM (OUNbTPALUNOHHON CUCTEMbI OTHOCATCA:

a) cncTemMbl NOABOAOK U COEAUHEHNN;

b) KnanaHbl;

C) AaT4MKu n (Mnn) apyrme npnodopsl;

d) npoknagku, KonbLa, Hacaakw;

e) mnbTpaunoHHble MaTepuansl [cM. A.1 (npnnoxeHue A).

8.3 lpu BO3aYLLHOW 1N ra3zoBon ounNbTPaunn cneayet obpaTtUTb BHUMAHME HA TO, YTO HEOOXOAUMO
n3deratb HENPEAYCMOTPEHHOIO YBNAXXHEHUA NN CMaYnBaHNA OnnbTpa nnn GpUnbTPaLMOHHOTO 060pPYNOBa-
HUA.
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8.4 KoHcTpyKums omnbTpauMoHHON CUCTEMbI AOMKHA NO3BONATL NPoBeAeHne paboTbl B paMKkax aTTec-
TOBAHHbIX TEXHONOMMYECKUX NAPaMETPOB.

8.5 dunbTpaunoHHaa cucTtemMa AOMKHa OblTb CKOHCTPYMPOBaHa TaknMm 0bpa3om, 4ToObI NnoaaepxuBa-
Nacb CTEPUNbHOCTL hnnbTpaTta. JonkHbl ObITb ONpeaeneHbl yCNoBUA oKpyxatowen cpeabl [cm. NCO 13408-1
(NYHKT 14)].

8.6 PunbTpaUMOHHAA CUCTEMA AOMKHAE ObiTb CKOHCTPYMpOBaHa TakuMm 00pa3oM, YTOObI KONUYECTBO
acenTU4ecKnx coeanHeHnn 6oino cBeaeHo K MUHUMYMY.

8.7 Crepunusylowmn dounbTp A0MNXKeH ObiTb YCTAaHOBAEH MO BO3MOXHOCTU BNU3KO K TOYKE HANONHEHNS.

8.8 PunbTpaUMOHHAA CUCTEMA AOMKHA ObiTb CKOHCTPYNPOBaHA TaKMM 0Opa3oM, YTOObI ObINO BO3MOX-
HO NPOBOANTL HEODXOONMYIO OUNCTKY.

8.9 dunbTpaunOHHaAA cMcTeMa AOMKHA OblTb CKOHCTPYMPOBAHA TAaKMM 00pa3oM, YTOOLI ObINO BO3MOX-
HO NPOBOAUTL HEODOXOAUMbIE CTEPUNM3YIOLWME Npoueaypbl. MeToaukn cTepmnusaunm A0MKHbI ObITb aTTECTO-
BaHbl 10 AOCTUXKEHUSA FAPaHTUPOBAHHOIO YPOBHSA CTEPUNBbHOCTU HE MeHee 10-°.

[TpumedaHune—PekomeHayeTCA NPUMEHATD:
- CTEPUNN3ALMNID «Ha MeCTe;
- CTEPUNU3ALMIO OTAENBHBIX ChbeMHBIX AeTanen CUCTeMbl ¢ nocneayLwen acentTmdeckon coOopkon.

8.10 dunnbTpauMoOHHaA cnctema AOoMKHAa OblTb CKOHCTPYMPOBAHA TakMM 0bpa3oM, YTODbI B HEWN, KaK B
3aMKHYTON CUCTEME, MOXHO ObINO Ha MecTe NPOBOANTL UCMbITAHUSA Ha LLENOCTHOCTb A0 NpoBeaeHns PmnbT-
pauuu.

CneayeT NpMHMMATbL MePbI NPEAOCTOPOXKHOCTM ANA TOro, YTobbl PUNLTP OCTABaNCA CTEPUNBHBLIM.

9 lpouecc npoBeaeHUsa punbTpPaLUN

9.1 lpouecc npoBeaeHna punbTpaLnm AoMKeH ObiTb AOKYMEHTANBbHO OOOPMMEH B BUAE MHCTPYKLINN.

9.2 B MHCTPYKUMIO AOMKHbI ObITb BKMNOYEHbI TEXHONOrM4Yeckne TpedoBaHUS:

a) K OCMOTpY aeTanewn (CUCTEMbI);

b) cbopke bUNbTPALIMOHHON CUCTEMBI;

C) O4YUCTKe, CTEPMNN3aLnm N NPOMbIBKE;

d) nepuoay BpeMeHU Mexay OYUCTKON N CTepunmnsaumen;

€) nepuoay BpeMeHU Mexay cTtepunusaumen CUCTeMbl N €€ NCNONb30BaHNEM;

f) npoBeaeHUo KOHTPOMNbHbLIX NCMbITAHWN, BKNOYAA UCMLITAHUA H3 LLENOCTHOCTb;

g) HenpepbIBHOMY KOHTPOMIO NapaMeTpoB (TeMNepaTypbl, Nnepenana AaBneHns, CKOPOCTU NPOTEKAHUA
nnp.).

9.3 [na kaxaon cepun gonXHa onpeaenartbca OMoHarpyska ao npoeeaeHna onnbTpaunm, 3a UCKNoYe-
HUEeM cnydaes, KOraa Bce BOMPOChl acenTUYeCcKoro nNpous3BoACTBa XOPOLWO KOHTPONUPYIOTCA U pe3ynbTaThbl
npeablaywnx UCNbITAHMA NOKa3anu, YTO YpOBEHb OMOHArpy3km COXpPaHAEeTCA MOCTOSAHHbIM M Ha HU3KOM
YPOBHE.

9.4 [lonkHa ObiTb B HANUYNN METOAMNKAE NO COKPAaLLEHNIO KONUYECTBa MUKPOOPraHU3MoB A0 MUHMMYMA
nepen nNpoBeAeHNEM CTEPUNN3YIOLLEN (DUNLTPALIUN, YTO MAKCUMaNbHO CHMXKAET HArpys3ky Ha CTEPUNN3YIo-
LN PUNbTP.

9.5 Tlocne kaXxaoro UcnonNb3oBaHUA CTEPUNU3YIOLLLENO hUNbTPa A0MKHbLI NPOBOANTLCA aTTECTOBAHHbIE
NCNbITAaHNA Ha (PU3NYECKYIO LENOCTHOCTb onnNbTpa 0e3 nepemMeLleHna ero n3 coopkun. lNpoeseneHne ncnbiTa-
HUN Ha (PU3NYECKYID LEeNOCTHOCTL CTepmnuaylwero punbtpa cneayet npoBoavuTb NMocne crepunusaumnm
omnnbTpa oo ero NcnonNb3oBaHnA, TaMm, rae 3ToO NO3BONAET KOHCTPYKUMNA (oUNbTPaLUOHHON CUCTEMDI.

Cneayet NpUHUMAaTb Mepbl NPEeaOCTOPOXKHOCTU ANA TOro, YTobbl PMNLTP OCTABANCA CTEPUNBbHLIM.

10 okymMmeHTanbHoOe opopmMneHue npouecca

10.1 Bce yCcTaHOBNEHHbLIE KPUTUYECKME NapaMeTPbl NpoLecca pnbTpaummn A0MKHbI ObiTb OPOPMNEHb!
OOKYMEHTAaNbHO N coaepxaTbcsa B oT4yeTe. [laHHble AOKYMEHTbI AOMKHbI ObITb YacTb0 NPOTOKONA Ha CEPUIO
NPOAYKLUMNM.

10.2 TpoToKONbl Ha CepUIo NPOAYKLUMN AOMXKHbI BKNOYaTb B ceba (rae 310 NpUMeEHAETCS):

a) aaty(bl) npurotToBneHna n punbTPauun cpeabi;

b) HanMeHoBaHWe cpenbl U HOMEpP cepun;

C) nMms oneparTopa;
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d) AaHHble O nponsBoanuTene UnNbTPa, ero Tune, HoMepe NapTUM U (MNK) CEPUUHOM HOMEpPE NPON3BO-
anTena ounbTpPa;

e) nHpopmauunio 06 o4ncTke PUNbTPaUMOHHON CUCTEMDI;

f) ycnosusa ctepnnusaumm pmnnbTpauMOHHON CUCTEMBI;

g) TexHonorndeckme napameTpbl hunbTpauumn (Nnepenan aaesneHusa, naeneHne A0 U nocne ounbTpa-
LI, CKOPOCTb NPOXOXAEHUA cpeabl Yepe3 PpunbTp, padbouyio TeMmnepaTypy, BpeMa v np.);

h) pe3ynbTaTbl NCNbITAHUA H3 LLENOCTHOCTb U €ro OLEHKY;

1) CCbINMKY Ha UMKNbl CTEPUNN3ALMN KOMMOHEHTOB CUCTEMbI, UCMONb3yeMbIX B AaHHOM nipouecce pu-
nbTpaumnu;

]} NoOble BO3HMKLUME OTKNOHEHNA OT AOKYMEHTaNbHO 0OOPMNEHHON METOONKMN.

11 O6cnyxuBaHue pUNbTPOB U KOHTPONb U3MEHEHUM

11.1 Tlonb3oBaTenb PUNLTPOB OOSMKEH YCTaHAaBNMBAaTb, AOKYMEHTANbHO OPOPMNATL U BLINONHATL Me-
TOAWKN KaNNDPOBKN N 0OCNYXMBaAHUA PUNbTPa, PUNbTPALMOHHON CUCTEMbI U U3MEPUTENBHLIX NPUBOPOB.

11.2 JoOble n3aMeHeHna NapamMeTpPoB NPON3BOACTBa (PuNbTPa, COODLEHHbIEe NPOoN3BOANTENEM, AON-
)XHbl aHANN3NPOBATLCA B OTHOLLEHNN NX BO3MOXHOIO BNUAHUA HA KOHKPETHLIW MNPOAYKT N NapaMeTpbl NpoLuec-
ca (cM. nepeuncnerHne c) 7.1.1n 7.2.1.4). JonxHa ObITb ONpeaeneHa n AOKYMeHTanbHO 0oopMNeHa METOANKA
KOHTPONA U3MEHEHNN ANA NOObLIX UBMEHEHMN YCTAHOBNEHHbIX NapaMeTPOB NPoLEeCCa.

11.3 [aHHble TpeboBaHNA AOMKHbI ObITb COrNacoBaHbl B MMCbMEHHOM Buae. [onb3oBaTentio PpeKoOMeH-
ayeTca npoBoanTb ayaut npounssoantensa ounbTpoB..

12 Oby4yeHUue onepaTopoB

CneayeT NpoBOoANTb N AOKYMEHTaNbHO OOpMNATE ODYyYEHME ONEPATOPOB NO PA3NUYHLIM BONPOCAM
npoBeaeHua npouecca punbTpaummn, a8 UMEeHHO:

a) OCHOBHblE METOAUKN OUNbTPALUN, NYTU BOZHUKHOBEHUA OLLIMDOOK U HEODXOANMbIE MEPLI NPENOCTO-
POXXHOCTMU;

b) npoBeaeHUE NCNbITAHNA HA LENOCTHOCTD;

C) METOAMKa aHanu3a oWnboK n aencTena, NnpeanpuHUMaemMble B Cryvyae OTKNOHEHUWN PE3YNLTATOB UC-
NbITAHUA H3 LENOCTHOCTD;

d) meToauka cbopkn dunbTpa (BKNKOYaAa acenTUYeCcKkMn MeToa, Npn HEODXOANMOCTN);

e) ycTaHoBKa (pUnbTPa, METOAUKA €r0 OYNCTKN N CTEPUNN3ALIUN.
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[MpunoxeHue A
(cnpaBo4HOE)

OcHoBHasi UHc(hopMaLuna U cepTUdUKaTbl KAYECTBA HA KAPTPUAXKN (bunNbTPOB

A.1 lNMpoussoautens punbTpa 0OLIMHO NpeaccTaBNAeT CNeayLwyK OCHOBHYO MHOPMaLNIO:

a) maTtepuansl PUNbLTPA;

b) rnapodunbHele (rMApPodobHbIE) CBONUCTBA;

C) BeLUEeCTBa, 3KCTparnpyrLwmnecs B MOAENbHbIX pacTBOpUTENaX (Hanpumep, B BOAE);

d) obwasa xummyeckasa COBMeCTUMOCTb;

e) pekoMeHayemas Mmetoauka(n) ctepunusaumnm (oduee BpemMs, YNCNO LMKNOB U YCNOBUA CTepMnnusaumn);

f) Tepmmnyeckasa yCToM4YNBOCTD;

g) MakCMManbHO AONYCTUMbIA Nepenan AaBNeHUs;

h) XapakTepUCTUKN NPOXOXAEHUS;

|) CBOMCTBa BblAeneHns Yactuy n (Mnn) sopca (¢ puneTpa B cpeay) B MOAENbHOM pacTBoputene (Hanpumep, B
BOAE);

j) CNOCODHOCTL yaepXMBaTb MUKPOOPraHn3mMbl N ee Koppenauua ¢ pesynbTataMmn UCNbITaHWA Ha LLeNOCTHOCTL B
YCTAHOBNEHHBLIX YCNOBUAX;

K) HOMWHaNbHLIN pasmMmep Nop;

) pekoMeHayemasa meToauka nposeaeHus NCNbITaHUA Ha LLeNOCTHOCTD;

m) AaHHble 0 Buonornyeckon He3onacHoOCTK.

A.2 CepTndunKaTbl Ha KaXXayo NapTUIO KapTpuaXKen unbTpoB MOryT BKNOYAaTL B cedsa cneayioLly NHOOPMaLUIo:

a) pes3ynbTaTbl UCMLITAHUA Ha LLENOCTHOCTb;

b) 3HAOTOKCUHBLI UNN MUPOreHbI;

C) pes3ynbTaThbl UICNBbITAHUW Ha yaepXUBaHUE MUKPOOPraHN3MOB;

d) okucnaemble BewlecTsa UNK OBLWLNIA OpraHUYECKNin yrnepoa;

e) 3KCTparupyemble BeLlecTBa;

f) cBoncTBa BblaeneHus Yactul, u (MNn) BopCa;

g) AaHHble 0 Buonornveckomn 6e30NacHOCTH;

h) CKOPOCTb NpOTEKaHNA BOAbI;

i) conpoTUBNEHME rTMAPaBNUYECKON Harpyske;

i) conpoTMBNEHUE TEPMUYECKOW Harpyske.

[MpnmedaHnune 1—ITIlepedncneHus a), b), c) nd) odbivHO copepxaT MHDOPMAaLMIO, MONYYEHHYIO HA OCHOBaHUN
MCNbITAHWIA, NPOBOANUMBIX ANA KAaXKA0W NapTUN.

[MTpumevyaHune 2— Ceptndukatbl KavecTBa 0ObIMHO MNOCTABNAKTCH C KapTpuakamn UneTPoB, OAHAKO OHU
MOMYT TaKKe NOCTaBNATLCA C AUCKaMW NN NUCTaMKN (PUNBTPOB.
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[MpunoxeHue B
(cnpaBo4HOE)

CBeadeHUA 0 COOTBETCTBMM HAaLUMOHaNbHbLIX cTaHaapToB Poccunckon ®epepaumn
CCbINMMIOYHbLIM MeXAYHapPOoAHbIM CTaHAapTaMm

Tadtnuuyua B.1

ObHo3Ha4vYeHne CChINOYHOro

O603Ha4YeHue N HauMeHoBaHNE COOTBEeTCTBYHOWEro HalMOHAaNbHONO CTaHAapTa
MEXAYHAPOAHOIO CTaHAAPTA

MCO 13408-1:1998 F[OCT P NCO 13408-1—2000 Acentuyeckoe Npou3BOACTBO MeAULUHCKOW
npoaykuun. Yacte 1. Obwmne TpedoBaHms

MCO/TC 11139:2006 g

NCO 14644-1:1999 [OCT NCO 14644-1—2002 YucTtble noMeweHna W CBA3aHHble C HUMWN KOH-

Tponupyemble cpeabl. YacTe 1. Knaccngukauymsa YNcToThl BO3ayxa

* COOTBETCTBYIOLMIA HALMOHANbHbIA CTaHAapT OoTcyTcTBYeT. [1o ero yTBep:kAeHUs pekoMeHayeTcs UCNoNb30BaTh
nepeBoa Ha PYCCKUI A3bIK AAHHOIO MeXXayHapoaHoro ctaHaapTa. MepeBoa AaHHOro MeXXayHapoAHOro cTaHaapTa Haxo-
autcsa B epepanbHoM MHDOPMALMOHHOM (DOHAE TEXHUYECKUX pernaMeHToOB U CTaHAapTOB.
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