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Mpeawcnoewne

Lens ¢ nprsuEne cTasgapTyvaaymy B Poccrickon Pegepaynd yCTaHoEnNeHe PegepansHe 3akoHom
oT 27 gexabpa 2002 r. Ne 184-03 « 0 TeXHU4eCHoM DEryNApoBaHMH:, 8 NDARANE NPUMEHEHHA HALMOHANEHEBIX
craHgaptTos Poccuickol Tegepagni — MOCT P 1.0—2004 «CrangapTvaauma 8 Poccuickon Denepalmi.
CHCHOBRHBIE MONOKEHWRD

CeefeHus 0 cTaHgapTe

1 NOGroToOBNEH OfSwepoccricxoi 0GWeCTESHHON OPrasiaauMeRd « ACCOUHMALMA MHMEHEDOE NO KoH-
TEOMK MUEpoaarpRsHedwis (ACHMHKOM) Ha ocHoee coBCTEEHHOMD ayTEHTHYHOID NepeRsga CcTaHaapTa, yia-
IAMHOID B NyHETE 4

2 BHECEH TexHiqecsys KOMUTETOM No cTasgapTHaaumd TH 458 «NponseodcTBo MW KORTPONL KAYECTEA
NeKAPCTESHHBIX COSOCTRS

3 ¥YTEEP#OEH W EBEOEH B JENCTBWE Mpukazom SeqepansHoTs areHTCTEA N0 TEXHKUECKOMY Pary-
NUPOBAHMIO W METDONOMW OT 29 dioHA 2007 r. Mg 157-cT

4 HacToRWWA CTaMdapT wOeHTHYEeH MexdyHapoaHoMy cTangapty WCO 13408-2:2003 «AcenTuyeckos
NPOMIBOACTED MEQMUMHCKONR Npogykghn. HacTe 2. $unetpayuss (IS0 13408-2: 2003 «Aseplic processing of
health care producis — Part 2. Filtrations ).

Mp# NPUMEHERWA HACTOALLEMD CTAHAADTA DEKOMEHAYETCR WCNONBICEATE BMECTD COBIMOHHSEIX MEMTYHI-
pOOQHEX CTAHOAPTOR COOTEETCTEYIOWWME WM HALMOHANBHLIE CTAHOADTSE, CEEOEHMA O KOTODLIX NPWBEAEHE: B
OONONHUTENEHOM NpUNoxeHsd B

3 BBEOEH BMNEPELIE

Hrdopwalus of LIMEHENUAR K HACMOALWEM) cmandapmy Nybnukyemed @ exeaadne nadasasMom uH-
fopMaLUOHROM yRazamene « HaLUuoHansHse cmandapmely, 8 Mesci UIMEHEHULT U NONPEaoH = § @NeMe-
CAYHD UIdagasmirx UHBODMAUUOHHEY Wiasamenax sHauuoraneskese cmaddapmess. B caywae nepacMomps
(3ane M) LAY OMMEeHE HECMOAWES2o cMandapha commaamomayoiies yeedosmnaxue Bydam onyinukoeano
8 ENEMECHYHD 203838MOM UHEODIME YUOHROM YRaZamens « HayuoHanstae cmandapmeis. Commaamoima)y-
LR UHEDORMAaLLR, yeedoMISHLE U MEKCME DAIMBLSI0MER Maloke @ URDODMAaULIoHNON cucmare oblueso
MOMBI0EFNUA — HE ohuLuamsHoN calime Tedepansyos0 a2EHMCMEa N0 MexHUYECKoM) DE2ILpOEIHLNY L
MEMPpONosUUL & camu HumepHam

© CranpapTvwdropms, 2007

HacToAWWA cTAHAART HE MOMKET BT NONHOCTERD MMM YACTUYHO BOCNPORARENEH, THDAMWPORAH W pac-
NPOCTRAHEH B KAYECTEE OMULWANEHOMD WanaHuA Gea pajpelleHrA DefepansHorD areHTCTEa No TeXHUYBCKD-
fdy DEMYNADOBEAHKIO W METRONOMMMN
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Beegenue

HacToRLWKA CTaHOapT QonNonHAST NoNoHeHKA cTasgapTa MCO 13408-1 wAcenTHYeckoe NpoMIRngCTED
MEOMLWHCKON Npogysuun. YacTe 1. OGwWe TpeboRanuay, 8 TAKE CONepsHT TpeboRaHua K NpoM3BodcTBY
CTEPANEHEE NPOOYHTOB MEAWMLWHCKOID HAIHAYEHIAR, NOMYHASMLIX MYTEM CTEDANUIYIOWEA DHNET DAL

Mexgymapogued crangapt WMCOD 13408-2 paapaforad TexHuyecsds somureTom MWCOME 198
Sterilization of healith care products —CTepyunuIaagms NpoGYETOR MEQUUHHCKOTD HAAHaAYEHMA.

B cepio cradgapTos WMCO 13408 «ACENTUYECKOS NPOWMABOLCTES MEOHUWHCKDR NPoayKUHHs BXOOAT
CREOysoLLEKE CTAMOAPTEL

- YacTe 1. OSwwe Tpebosanus,

=YacTe 2. PUNETRAUMS,

=YacTe 3. NMuodwnmaaums;

-Yacte 4. MeTogWKW O4MCTEM Ha MECTE,

-YHacTe 3. CTEpUnMaauma «Ha MecTes,

=HacTe 6. CUCTEMB! H3OMNATOROB.
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HAUMOHANBHBIA CTAHOAPT POCCUMACKOW GELEPALMM

ACENTUYECKOE NPOM3BOACTEBO MEOQWUMHCKOW NPOOYKLIAW

YaeTe 2

PUnLTPAUMA

Ageplic processing of health care products. Part 2. Filtration

Nara epeaesua — 2008—01—01

1 OBnacTe NPUMEHEHHA

HacToawwa cTangapT yeTavaenueasT TpedosadUs K CTEPHUNHIVIoWeR UNeTPaunKe KaK Y3cTH acenTH-
YECKON NPOUIBSACTEA MEQWUUMHCKOR Npogyruun. CTaH0apT TaKHe YCTAHABNWEAET TReBoBaHMA K MOHTaRY,
ATTERCTALUMH K NOPAGKY NPOBELEeHWA NPOLRCCE CTEDHNMIYIOWeR DUNETRaUWH.

HacToAwmWiA cTadpapT ve yocTasasnueaaT TpedoBadii K Npoueccam yO0aneadua Bupycol. CTepunmayi-
Wana PUNETPALMA HE NPUMEHASTCR K MWOKOCTAM, COOeDMALIMM B KA4SCTEE AKTHBHE COCTABNAKILMYE YACTH=
Ukl pA3MEpon, NPeRLILAMNILKWM pajMep nop GUNeETpa (HanpuMep, GakTepuanbHbLe  UeNsEHOKNETOYHBIE
BAKYMHEI).

2 HopmaTHEHGLIE CChINKK

B HacToAweM CTAHGARTE WCTIONBA0BAHE HOPMATHEHEIE CCRUMEN HA CNE0yIoLHE MeXOyHaPOOHLIE CTaH-
OapThl

HMCO 13408-1:1998 AcenTH4eckDe NpoMIB0ACTED MEUUMHCKDR NpoaykumMl — Yacte 1: Obwwe Tpe-
GOBaAHWA

WMCOVTC 111392001 Crepunuaauua NpodyETol MEQHMUMHCKOND HaaHaYeH s — Cnoeape

3 TepMuHel K cnpeneneHua

B HacToALWEM CTAHZapTS NPUMEHEHE! CNEYIOWME TEpMUHEl C COOTBETCTEYHILMMA ONDESETEHMAM M

3.1 TecT Ha yaepHHBAHHE MUKpoopranuamoe (bacterial challenge test). Tect ans ouessM cnocob-
HOCTH DWNETES 3A080HHBATE MUKPOODTAHMIME! M3 CYCNEHIMH MUKPOOPTAHWIMORE NPW YCTAHOBNEHHEX YCN0=
BHRY.

3.2 Guonarpyaka (bioburden). MonynALWA HAIHECNOCODHEX MAEPOORraHKIMOE B MHOKOCTH A0 CTE K=
NAIYVIOWER DHNETRELMH.

Mpure«4axde— B HECTOAWEM CTAHAARTE NpWEEdeHD Bonee yaKoe onpegansdne DHOHEMDYIENA, YEM BHAND-
FWMHOE oNpenenaHie — 8 cTadgapre MOOITE 111349

3.3 XMMHYSCKAA COBMBCTAMOCTE (chemical compatibility): CnocofrocTe obpabaTeBasmMielx MAKOC-
Tl HE GKAILIBATE BNHAKKA HA CESACTES hHNBTPYIOLIMX MaATEDHANDE W (MNA) KOMIOHEHTOR CHODHH DHNLTROS
H HaoGopoT.

3.4 ponoxHo (fibre): HYacTHusl ¢ COOTHOWEHWEM DAIMEPOE (ANWHE K WHpKHEe) He meses 10 [1].

3.5 uneTp, BsigenAowud BonoxkHa (fibre-releasing filter) ®WneTp, BuIJenAOUWWMA BONOKHE B
MNeTPaT Nocne coOTEETCTEYIOWEN obpaboTrK (NPOMEBIBKK MM OYMCTEK).

3.6 hMNLTPAUKOHHLIA MaTepdan (filter). MOpUCTRIA MATERKAN, Y8QPE3 KOTOPBIA NPOMYCKIKT #MUa-
KOCTE WA Fa3 C UBNBKD YOANEHHA BMHIHSCTOCOGHEN WNH HERWIHECNOCOOHB YacTHL,.

Waganue oHUnEnEHOR
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3.7 cwmneTp (fiter assembly): KapTpuwan(u) hinsToa Ny UneTRyoWLIIAR MaTepHan, yeTaHoBNeHHBIE B
KOPNYE WM DEpKaTenks.

MpumeyaHwe— PUNLTh MOEET nnﬁupamcn KaK NONbICEATENEM, TAK W NPOWIE0IWTENEeM @HNETROE (HANP M-
Mep, B @opMe NPeaBapHTENEHD {“DEFIEHHEI! PHNETRYHIWWE 80nHAL ).

3.8 kaprpuo¥ dunsTpa (filter cartridge): CoGpadHbii B a0MHoe LEN0e quansToYEOWWE MaTEpHan.

3.2 dwneTpaunoHHoe obopyaoeanme (filler equipment) aTyu, knanad v gpyrke anNeMedTsl, coe-
OWHEHHBIE © COBDaHHBIM DUNLTROM.

3.10 dmneTpauwA (filtration): Npousct yEANEHWA MUIHECNOCODHSLIX W (HAKW) HEXKAHECNOCoBHBIX Yac-
THLL M3 HHAKOCTEA W [HNK) T3308 NYTEM NPOXOMAEHMA YBDE3 NOPWCTEIE MaTepUan.

3.1 duneTpayroxHan cucTama (filtration system): $unNeTp, ocHAWEHHBIA DHNETRPAUKOHHBIR CGOopY-
noeadiess (csa. 3.9).

3.12 cpena (fluid): HnokocTe WK raa.

NMpumMmewaHnse— Cpﬂn'&l. noageprasMman PUAETRaUHN, MOXEeT BhiTE KEE LLENGIS, TAK @ 4ECTEHD NEORIBEOGUMOro
NEEEPCTEEHHOMND COCTAEd, NHE0 TEXHONOMMYECHOR BHOKOCTHED.

313 crepunuayiowni duneTp (fluid-sterlizing filter): ©uneTn, cnocobHe B Npoyecce UNLTRALMA
YOANATE W3 CPEdkl MAKDOOPTAHKIME!, MPUCYTCTEYHIUKME B HER B ONPegeneHHon KoHLEHTRaLMK,

MpuwmeqaHdswe— HoMWHANEHER DAIMAD NOP CTERHNEIYIOWEMD UNETPE onseH BeTe we Honee 0,22 MM

3.14 MCNTaHWe HA WeNOCTHOCTE (integrity test) KoMTpons Hepaspylusolmsmn MeTodamd cnocot-
HOCTH HNeTPa 3308PHMBATE MUKDOORTAHMIMEL.

3.15 mukpoopradwas (microorganismy. Mens4afwmi opraduag (DakTepre, Hbe, NPoCTEeRWKE 1 BH-
pyChl ).

NMpumeuwadHse— B HacTORLWEM CTAHAAPTE HE NPUEEGEHD DNPpedeneHuwE BWPYCOE.

316 HOMMHANLHLIA paamep nop (nominal pore size rating): Paamep nop GuneTpa, JeKnapupyemidia 1
YETAHABNWBASMEIA NPOKWIBCOUTENEM (UNLTRA.

347 HaMxXyOuwwi cnydvai (worst case):. MpeopapuTensHo onpegenssHse Hanbonee HebnaronpuaT-
Hulg YCNOBMA M XADAKTEDHCTARA, NPUMEHRBEMEE MDW ATTECTALMK NPOUBCCa.

4 O6wme TpeGoBaHUA

Cbwme Tpebopanna K QunsTpauud npueeneds 8 MWCO 13408-1.

5 Boibop hMNETPORE HA OCHOBAHWK MHPOPMALMKM, NPeaCcTABNAEMOR
NPoOM3IBOAMTENAMM (PUNLTPOB

5.1 Cnegyer GOKyMEHTaANEH0 of:opMuTe Bebop Hawbonees nogxoaAwero THNalos) dwnsTpa{oe ), Mpu-
HUMIA B0 BHAMAHWE WX XHMWYECKWE W DWIHYECKWE XAPAKTEDWUCTHENA, YCTAHOBNEHHEIE NPOWMIBOONTENEM.

MpuwmeuaHse— MNogpofisan MHPOPMALKA NpUEEOSHE B A1 (NpUNoKeHHS A).

5.2 BribpanHee GuNeTpel J0MEHE HMETE CERTHDMKATE KEYecTEa.

MpuwwmeaaHne— Mogpobsar MupopMauwa NpUesfeHe B A2 [NpUNoKEHHE A).

5.3 DUNeTPRl HE A0MKHE COOSPHAaTE 3CBECT W BRHAENATE BONOKHE. ECnK uenonsaosayHue QunsTROoR,
BeIOSNAKILLKE BOMOKRE, 0SYCNoBNEHD BMIOM NPOayETa, To cneayeT yEeauTeCA, YTO 3TH BONOKHA VIANAITCA
npy ganesedwei obpaboTee (nocne dunNeTpayMm).

6 Kputepuwn Bbibopa ¢unbTpa B 3aBMCHMMOCTH OT BMAA cpefbl

6.1 NMonezopatens GUNETRE A0MHEH OLEHHTE XAPAKTEDMCTHEW GUNETDA B COOTESTCTEHK C 00Ky MEH-
TansHo ohopMIEHHOR NPOFPaMBMOR OUEHER, NPHHAMAA B0 BHAMAHKE CDEOY, NOOBSOrasmyo QMnNsTPaLME, |
npouect duNeTRauWK. XapasTapucTikd MUNETROB HE OONEHSL OKAALIBATE BOIOSRCTEMA HA MNBTRYEMYH
cpeny. MpoayeT TAKKe He QONHEH OKA3LIBATE BAUAHWA Ha uneTp. CheayeT oUueHUBATE AOC0PRGLMIe KOMMD-
HEHTOR COeasl Ha (DNLTRE W IKCTDAKL WK KOMNOHEHTOR dMNETPpa B Cpeay.
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6.2 MNpu paccMoTPERWW XEpaAKTERHUCTHE DUNETRE CNEOYeT NEHHUMATE BO BHUMAHKE CNE Ty eea:
a) COBMECTUMOCTE PUNLTRS KU CPenkl:
1} BAMAHWE COCTABRA W TEXHONOMAYECKMY YCNOBKMA HA XMMHHECKME W DHAMYeCKHe CRORCTEA W ad-
PEKTUBHOCTE patoTw UNETRa,
2} BnuAHMe PUneTpa Ha SHONOrMYeckHe, XMMHYECKNE H DUInYeckie CBONCTEE NPOSYRTa;
b) XapaKTepHCTHEM NPOUSCCa:
1) Tpebyesyrs NNoWags 3EEEKTHEHCH NOBRPXHOCTH WnBETPA,
2} TpeboBaHKA K CHMHEH MO YPOBHA YacTiy 1 BMoHarpyaKy 4o NposeneHna unsTpaLm.
KpuTepyid COBMBCTAMOCTH W XapakTepicTHRA Npolecca, Npd HeoGxoQuMOCTH, CNegyaT NpUMeHATs K
NPEaEARMTENEHBIM QUNETDAM © UENEI0 WX COOTESTCTEYEMUEND WCNONLIDBEIHWMA.

7 Mpouecc punsTpaymumn

7.1 MNapameTpl npoyecca

7.1.1 Cnegyert paipaloTaTe, aTTECTORATE M QOKYMEHTANBHD ODODMHTE NApaMeTRE NPoUecca DuneT=
paund. Mons3aseatTents unNsTpa JOMEEH NPOERSCTH ATTECTALMIO NPOUECCE MNBTRELAM.

Cnegyver paipaboTate:

aj METOLHKM CHACTEN (NDOMBIBKA), BEM0Yas QUNETO(E) K NYTA NoCHe0yoWero NpoxXoMOeHa $RAKOCTH
(1 ofocHoBaHME OTCYTCTEMA HE0BXogUMOCTH B AaHH0R NPOLEOYPEa ), NPUMEHAEMEIR NPOLECE O4MCTHM (Npo-
MBIBKN ) OONHEH TADAHTHROBATE, YTO (DUNLTRAT YOORNETRODAET ONYCTHMEBR NPEnenas No yROoBHIO IKCT pari-
PYEMBIX, HEDACTEODHMBIX M CHUCTTASMEIX BELWECTE.

Mpuumesawue 1 — Mp4 pazpatioTee W ATTECTAUMM METOOWES OHACTEH [NPOMEERH) CNEQYET YHMTEIEETE WH-
PORMELHK OT NPOWIBOGWTENA GUNETRE.

Mpuue«saHMe 2— MNpdpazpaBoTks W 3TTECTALMA METOQWEH DMHCTHEM (MPOMBIEKW) DEXOMEHOYETCA HCNONB3O-
88Th PEIYNLTATH WCNSITAHWA HE BOCCTAXOBNEHHE NERMAHTAHATE o [MAM) MCNEITAHEA HA Cogep¥aHse 0OLIErD OpraHuYes-
HOTO yEnepoOa;

b) MeToaukl cTepunuaauk guneTpa, GUNETRAUMOHHONR CHCTEME W MYTER NPOXOMISHKS MKUOKOCTH,
BEMIOHEA QONYCTHMBIA Npaden cBlars BpesMaHy CTEPHITMIALMK M (MNA) YYCNa WMKNOS NEH NDEMEHREMbIX
YCNOBWAK CTEQUNKIALWMA B CNYYAE HESOHOKDATHON CTEPHAMIALMA M NOBTOPHONS KCNONLI0BAHHE,

C) YCNoBWA NPOUeCCa UNeTRE LMK

1} BpeMA yIEpHHBEAHKA Cpaakl 0 NPOBEaeHUA DHNETRAUMKE W BNHAKKE Ha DHOHArpYIKy,
2} cneuuaneHkie YonoBHA QUNeTRaWMK (NpH HeobxX0ogUMOCTI Co COea0M |,

3} BpemMA UNLTRALKK (0blee BOEMA KOHTAKTa DUNETPA CO CRaaoii),

4} MaKCUManesHoe YHCNo NOBTORHEE MNETRALKA,

5} CEOPOCTE NPOTEKAKWA CPEOkLI,

G} huneTpYeMEA oBbeM Cpeq,

T Temnepatypy,

8) nepenag gasmeHwA,

d) METOOMK OYWCTEM DUNETRALMOHHON CACTaMEL

7.1.2 Donsvel ObiTe YCTAHOBMNEHE W O0KYMEHTANBHS OMOOPMNEHE METOOWEN WCNBTAMAA Ha LEenoc-
THOCTE PHALTRE, BEMIOYAA KPHTEDHA NPHEMNEMOCTH, METO0L SHANKIE OWWEOK M YCNOBWA, MDY KOTOPRK HC-
NbITAHKA HA LENOCTHOCTE HNBTPE MOTYT BhiTh NOBTOREME.

MenbITaHWa Ha LENOCTHOCTE MUNBETPa A0MEHE GbiTe NOATEEEHOEHEl MCMBITAHUEM Ha CNOCOGHOCTE diK-
NETPpA 3308 PHWEATE MMKPOCDTaHnate. MNpy NpoBEAEHWK HCTLITAHWMA Ha CNOCOBHoCTs (MNLTRA Ja0CPHHUBATE
MUEDDORraHMIMsl CNEnyeT MCNoNsI0EaTE NE0EOKILAOHHBE MUKDPODDraHRIMbl KOHUSHTDAUMER He MeHas 107
KONOHWeoBasyioWw Wy equHKy (aanes — KOE) Ha kEagpatHibiE CasTHMaTp e THEHOR NNowann MneTpa-
UHM C hiNsTREME, NDSOCTARNAKLLWMY CTAHOADTHEIE NEPOMBILLNEHHBIE $HNBETRBL, XAPaKTEDHCTHEA KOTODLIX
COOTBETCTEYIOT YCNOBMAM WCNHMTAMHA HE LENOCTHOCTE.

I PHMMEYEHHWS — I'Ipn FIEJFIEﬁ{ITHE- M ATTECTAUMK MCNEITEHHA HE UEROCTHOGT L, OCHOBAHHBLIX HE NMp0X0 s EHE
rasa “aped CMOoYeHHaId @HNeTR, CRegyeT YYNTHEST: WHOOPMELUWID 0T NPOWIEOAWTENA l:l:lHI'IbT:lE.

7.1.3 Cnegyer BebpaTe oaHy MU0 HECKONBKG CMAYHMBAICLLWE COE0. ITO MOXET BbiTh PEKOMEHIOBAM-=
HaA NPOUMABOAKTENEM (UNETPOR CTAKOADTHAA CMaYMBAILAR CPEOA MK QMNETRYEeMaa cpega. B nocnegHem
CIyYae CNegyeT YCTAHOBWTE M NDORECTH ATTECTALMK YETAHOBNEHHLIX IHAYEHWH NapaMeTpos COOTBETCTEY K-

3
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LWars MCNBITAHWA Ha LWENOCTHOCTE, CMaYMBRIOWEAA Cpela GOMHA BhiTe: CORMEBCTHME C QHNETRYIOWHE MaTE-
PHEN0A W HE A0MHHA BHOCKTE NPAMECH B (PUNETRYEMYID $MAKOCTE WTH uneTp.

7.1.4 [OnA soagylideix ¥ raicakix PUneTpoa cneqyeTt YCTAaHoBWTE YacTOoTyY NPOBeeHMA MCNBITAHKEA Ha
DHINGECEYI0 LENOCTHOCTE PUNETROE.

7.2 Artectauma cnocoBHocTH PUNLTPOR 1a00MHMBEATE MAKPOOPraHMIMiLl B 33BHCHMOCTHM OT
BMOa cpefkl

T.21 McneiTaHHa Ha yORPRWBAHKE MUKDOOPTaHKWIMOR

7211 Crepunuayiowan GuneTpauMs GonsHa BeiTe aTTeCTOEAHE B X008 MepRoHaAYansHors Npoyecea
NyTeM NPOoBEOeHHA WCMETAHHA HA YIEDHUBAHWE MHKPOODraHMamos. MpK 3TOM WCMONLIVIOT, NO KPRERHER
MEpe, O0uH DHNETR W3 HE MEHEE TReX DHNETPOR C NONOMATENEHEMK PEIYNETATAMKA TPEX NoOCNeg0RaTaNk-
HElX MCNETAHWA. [P OTRUUATENEHEY PEIYVNETATAX MCNEHTAHWA CRE0YeT BeIABMTE NpHYHHEL.

NpumevaHuwe | — HoneiTaH«A obkyYHD NEOEDQATCH HA MENKOMECWTAdHOMA MDOENEHDA CHETEME, HOTOpaA Mo-
WET BENNYaTE GPYIoA EBRTRWOE WAW pa3Men OWCKDE B Na EDFI BTOQHOM DEPYEEHAW C TEM, uTolb wafiewars YEYOLWEHUR Na-
paMaTpoB NPoWIBOACTEEHHDA CPenbl.

MpumevaHae 2—8B CNyYae OTPHUETENEHOND pElyNETATE ATTECTALWOHHOMD MCNBTEHWA FCaLelel ] MoCneay-
WWHA X00 DeACTEMA 3GBMCHT OT pE3YNETATOE AHANK3E NPUYMHB! HEYLEYH HCNBITAHWA.

7.2.1.2 Arrectauuio 3OMEKTHEHOCTH HNETROE NO YISDMHBAHNKD MUKPOODTAHHWAMOB CNeayeT NpoBs-
OWTE GNA KOHEPETHOA COE0E HNW TPYNNLL CPen B YCNoBWAX HanXyQWwens ciyHas. Cnegyar OokyMEHTansHo
ohOpMHTE CBOCHOBAHWE, HA OCHOBAHHK KOTOPOMD CPe0bl FRYNMMEYIOTCA ONA aTTECTALMM.

T.2.1.3 Mpwu npoeegeHry WCOBTAHKA H2 YOSOHHEAHWE MHEPOCETAHMAMOE NPOMIECOWTENE OOIDEEH
NPegocTaEnTe MEMBpaHe TOMD Me THNE, Y4TO KCNONBEIYVIOTCA 8 NpoMaRoqeTee. Kpome Toro, QoMo BbiTe OG-
TREDHOSHD, 4T0 3TH MEMBLAHE NO CROUM CBOACTEAM HanGonese BRWIKM K NRPEOENY NPHWEMTIEMOCTH NPKW NEoRe-
O8HWA UCNBITaHKA Ha LENoCTHOCTE MNeTpos (He Sones 10 %% NnpegeneHoro aHaqaHKna).

T.2.1.4 lNpr peiGope HauGones HeBnaroNpUATHEX YCNOBWA C UENLK MOZENKPOBAHHA YENOBMIA HAWKYD-
LEND CNY4an B NDOMIBOACTEE, CNEJYET NPHHUMATE BO BHAMAHKE!

a) pH cpegs,

D) BRAIKOCTL CPpeabl;

C)  HOHHYK CHITY,

d) ocCMONAPHOCTE,

&) KOHUSHTRAUHD AKTHEHOMS BEWECTEA W (MW} BCNOMOraTensHbx BELBCTR,

fi NoBepxHoCTHYI0 AKTHEHOCTE [HATAEEH ),

g} BNWAHKE COe0LI HA NPOBOKALMOHHLIE ORraHHIME,

N} XapakTepHCTHEW TEXHONOMMYECKoN GHOHADYIKA,

i} BpeMA DUNBETREUMH MMM BWEes BPEMA KOHTAKTa unbTRE co Cpegon,

|} obwen duneTpadkuy Ha egMHuyy nowand GuneTpa;

K) cHOpOCTE NPOTEKaAHWA {NpOXOMOEHHR) Coe0R Yepes huneTp;

[} nepenag JABNEHWR,

m} TeMMepaTypy,

M) CTEQDHNAIYIOWMWE YCNOBWA,

O} BAMAHWE NOBTOPHLIX WHKNOE CTEpHNKaaulMy (Npy HeoBxoaMmMocTH ).

7.2.1.5 MNoeTopHyIo aTTECTALUMID CNEOYET NPOBOOWTE B CAYYEE 3aMeHk GHNeTPOR WKW 8CNK YCAOEHA
DHNETRALMK BRXOORT 33 PAMKH YCNOBKA HAMXYOWENS CNYy-an, NPoBEpaHHBIX B X008 NpCBeeHHs aTTecTa-
LLMM.

T.2.2 Cpega W MAKPOOPraHHWaAMB! ONA HCNLITAHKA

7.2.21 Cpena AnA MCNeITAHWA JONKHA COBNAOATE C QUNLTRYeMol cpenoi. Ecni dunsTpyeMan cpena
HE MOMET BeiTh HCNONEIOBAMA BLNEACTEME 88 HTUMMUKPOGHED NUED KAKWX-NMED ApYyTHX CRONCTE, TO CRegyeT
WCMONLICEATE MOOEMbHYKD CRERY HNH HAMEHWATE YCNOBWA WCMETAHWA.

Mp# oNpegEneHy MOOENEHE YCNOBWE CAeqyeT Y-HUThIRATE:

a) MoguBHEEUWD QUNETRYEMON COeasl (HANPHUMED, CHUHEHWE EDHUBHTDALWMK W yOaneHne coedMHe-
HWA, oBNafanwens aHTMMAKpOEHoN AKTHEHOCTRIO), MOQENEHAR CPEeda OOMHE, HACKONLKD IT0 BOIMONHD,
WMMWTHDORATE COCTAR M CROMCTEA (UNLTRYEMOR CpEOM, TakMe Kak pH, BRIKOCTE, MOHHYHD CHITY, OCMONAQR-
HOCTE, MOBREXHOCTHYIO AKTHEHOCT (HATAMEHUE) W BNMAHWE COedbl Ha MUKDOORIaHHIMGLl BINA WCMEITAHWEA;

b} CHUMEHWE BPEMEHN INCNOIMUNH CDE0a — OpraHvIMel;

C) CHIDHEHWE TEMNEIATYDSl CPEOLL,
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d) WMCHoNEICEAHWE ORraHWIMoE cdiminulias, YCTORYHBED K AHTUMUEPODHEIM CBORCTEaM CPankl WK Npo-
uecca;

@) BOAOEACTEME (DUNLETRA Ha COEaY NP NPeINonarasMom BREMEHK KOHTAKTA ¢ XMOKOCTEI C NOCNEDy-
LM BRIDOQOM BHECEHHA MOOWDHKALUWK B COEY, KaK 3TO DuiN0 ON[ACcand B Nepasucnesday a) —d) 7.2.2.1.

7.2.22 Ecnu e oDOCHOBAHD MCNONEI0OEAHWE BONEE HAIKOMD YPOBHA MUKPOODTAHWAMOE OANA MCNBITa-
HWH, TO NPUeMNeMsE NPOBOKALKMOHHLIA YpoReHs «Brevundimonas diminutas (ATCC 18146 vunkw DSM 1635)
LOMEEH COCTABNATE He MeHee 107 KOE Ha weagpaTtieid cauTUMeT ahhesTHEHOA NNoLWaaH NoBEpKHOCTIA -
NeTpa.

Ecnu npegnonaraeTch HANWYME MUEPOORTaHUIMos © GoNee BRICOKMMK NPOHHKAOWHMK CEONCTEaMM,
vem «Brevundimonas diminutax», To cneayeT paccMaTpHEaTe BOSMOMHOCTE MCNONL3ICEAHHMA COOTREETCTEYI-
WETD BAOA MUKROORTAHUIMOR.

MpuMe«4EsHHs — BoIMONHEIMY DECCMATPHEIBMEIMK QELTOPAMH MOTYT HbiTh:

- HanW4He SHONorEYeckoro MaTepMana,

- MEMONBICEAHWE BOAE OT cHCTem, He palfioTanimny & pesuMe camooleizapanweaHsn;

- HEMW4HE MHKPOORTAHEIMOE C W3BECTHEIMK CEORCTEAMM NPOHMEATE HEPEd HNBETRRI

- HEMWMHE NNE0MIPDHBIR OPFaHWIMOE (HANPHMEaD, NEUCYTCTEWE L-PopM 8 PACTEOPAX NEHWLWNNMHOE, MAKDMNNa3-
M)

Ecny HEBOIMOMHO WCNONLACEATE B HAMECTEE BOIMOMHLIX NDOBOKALMOHHEE MUKDOORTAHWIME
«Brevundimonas diminutas ¥ oTCYTCTRYIOT HOEHTHHMUHPOEaHHEIE MHUKPOOETaHMIME C DONea BRCOEMMA Npo-
HHESFMUMMK CEBIACTEAMM, TO NONB30BATENE JOMHKEH 0B0CHOBATE BRBOD ANLTERHATHEHEDY MUKPOODT3HMIMOB
ONA Mo TAHKA.

Ecnu B ka4ecTRe MUKPOOPTaHnIsos GNA MCNLITAHWA KyNETHEBHPYIOTCA OPYIHE MUEDOORraHHIMel, TO 000-
WHEl GbiTe BRBPAHE COOTRETCTEYIOLHE YONORMA EYNETWBHPOBAHWA, NOIBONANGLLWE NONYYHTE KNETE ManeHs-
Koro paasepa (2], [3]

7.2.2.3 ATrecTaunA MUKpODHONOrHYECckWy NAPaMETPOR MCTLITAHWA HAa YOEDMHBAHWE MAKDOORraHnI-
MOB JON#HS rApaHTHROBATE, YTO:

a) NpoOBECKALWOHHLIE OPTaHW3ksl JACNEDrUpYHNTCA B o0 bene CPEaLl, COOTERTCTEYILLEM DaIMEDY CapMN
W MMEKHLERCA NNOWaOH QHNETEE, BCNM TONEKS BHTHMAKDOEHEE CBORCTRE Cpeibl He TReDByioT Apyrors Noaxo-
aa;

by noge4eT wuaHecnocofHblix OPraHMaMoB B CYCTEHINA B X002 TECTa Ha YOEMEWEAHME MUKPOCDIaHIa-
MOB CNPefenAeTcA Ha COOTEETCTRYIOWENM YHuene ofpaiuoe, HoTopaIE OTOHPaNYCE B TEHEHWE BCAro nepruoda
NPOBEOeHKA MCNBITAHKWA C LNk NoaTEeE0eHUA OSRCTRATENLHONS ASCTHMEHHA YCNOBWHA NPOBOKALWK W
HUAHECNOCOBHOCTH MUKPOOPIAHKMIMOE ANA MCMEITAHWA B TEYEHUE BCEMD MCNBITAHKA,

C) MUKDOCPraHyaMil 4NA KCNBITAHKA (MPK WX HANWYAN) MOEHD WIBNEYs M2 DUNLTRAaTa;

d) MeTon MCNETAHWA CNOCoGeH HABNEYE HEGOMNBLUIOE KOMMYSCTRO MAKDOORTAHMIMOR ONA WCNBITAHWA 13
huneTpara.

7.2.3 KpuTepui npremnemocTi

KpMTEpHKM NPHEMNEMOCTA. OTCYTCTRME POCTa MUKDOODTAHKIMOB ANA WCNBITAHWA B QMNeTpaTe nocne
NPOBEOEHKA WCMBETAHWA HA YOEDHUBAHWE MHKDPOODTAHMIMOE,

B KoHcTpykuua PUNETPALWMOHHON CUCTEMBI

8.1 CnegyeT oB0CHOBATE M QOKYMEHTANEHO MPOPMWTE BeGOD KOMNOHEHTOR QHUNETPALWOHHOH CHOTE-
Ml (BEMICHYAA BOIOYLUHGIE W TA30BLIE (hHNETPSI), WX BA2HMHBIE COBONHEHWA W DACNHONCHEEHWE B UNsTpaLMoH=
HOW CUCTEME.

8.2 ©UNETRAUMOHHAA CUCTEMA HE ONMHA BHOCHTE NRMUMECH B CPEOY WNH MAMEHATE KAYECTED Coenkl. K
KOMINOHEHTAM DHUNETPAUMOHHOR CHCTBME OTHOCATCA!

8) CHCTEMBI NOGBOSOK W COBOHMEHHK,

b) knanaue:;

C} QaTHHEH W (MNK) Opye npudope:;

d) NpoKNAnKM, KonsLa, HACAKA,

2) DHNETPaAUKMOHHEE MaTepuants [cs. A1 (mpunosesse A,

8.3 Mpu Bo3gyWLHOR WM rA30B0l QUNBETRAUMK cnegyeT oDpaTHTE BHAMAHWE Ha TO, 4TO HEeoBXoaMeM0
H3BETATE HENPEOYCMOTDEHHOMD YENAKHEHWA WNK CMAYMBIHKHA DUNLTRE UMK GUNLTRAUWOHHOMD 080pYI0Ba-
HIAA_
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8.4 KoHCTRYEUMA DHNETPALUMOHHOR CHCTEMEl 0OMKHE NOIBONATE NpoBegeHke paboTel B paMKax aTtTec-
TOBAHHBIE TEXHOMOMHYECKHE NADaAMETDOR.

8.5 PUNBETPaLKOHHAR CHCTEMa O0NMHA BETE CHOHCTRYHPOBEAHA TAKMM 00paios, YTobe NoaoepHMBa-
Nacs CTEQMNBHOCTE BUnbTpaTa. Jomsmel SeiTe ONpegeneHisl YCNOBHA OKPYHRaKwWed cpensl [om. KGO 13408-1
(mysET 14}

8.6 DUNeTPAUMOHHAR CUCTEMA J0MMHA OkiTh CEOHCTRPYMPOBAHA Takus oBpazom, JTobhl KOMWYSCTRD
ACENTUHECKWE CoBgUHEHKHA BRIND CEEOEHD K MHHUMYMY.

8.7 CrepunyayioWwWi GUNLETR A0nMeH Dbl Te YCTAHOBMNEH M0 BOAMOHOCTH GMMaKD K TOMKE HANONHE HAA.

2.8 PuneTpaunoHHan CUCTEMa O0MEHa BTe CKOMCTDVHPOBaHa TakuK obpaiom, YToD6 SN0 BoamMomn-
HEO NPORCOMTE HEOBX0QUMYIKD OHHCTEY.

8.9 DuUNeTPaUWMOHHAA CUCTEMA O0/iEHA OeTe CKOMCTPVHPOBaHa Takum obpazom, 4To0bl BN BOAMON-
HO NPOBSOWTE HEODXOOHMEBE CTEQUMMIYIOWLKE NpoUedypel. MeTogumiu cTepunaaume OoNMHe BrTe aTTeCTo-
BaHbl 00 AOCTHREHWA TADAHTHROBAHHOID YPOBHA CTERHNEHOCTH He meHee 105,

MpumedaHwe — F‘-E'I{DH‘EH.'.'I.H'ETGH NpHMEHATE
- CTEPHNHMIBHHED «HA MELCTS
- CTEPWUNM3EUMID OTAENBHBE Y ChEMHBIX ABTANEA CHCTEMBI G NOCAELYHIL AR ACENTMYMECHDR Cﬁll}plﬂ:lﬂ.

810 PUNsTRalWoHHaR CHCTEMa J0MHHE DbITe CEOHCTRYHMPOBaHa TakMM 0bpasonm, YTobR B HEW, Kak B
JAMKHYTON CHCTEME, MOMHD BRIN0 HA MECTE NPOBOOMTE MCNLITAHWMA HE LENOCTHOCTE 00 NPOBE0eHUA thUnsT-
paymHe.

CneayeT NpUHAMATE MEpRkl NDES0CTOPMKHOCTIA ANA TOro, 4To0sl fMNBETD OCTARANCH CTEDHNBHBIM.

9 Mpouecc npoBeAeHHA (PUNbLTPaLKXK

9.1 Mpouecc NpoeeneHrs PUNETRPAUMK A0MHEH BkiTh JOKYMEHTANBHO OODMTEH B BHOE HHCTDYKUMN.

9.2 B MHCTRYELMIO O0NKHE BalTe BRMOYEHE TEXHONOMHYecKKe TpeboBaHuaA.

a) Kk oCMOTDY JETaned (CUCTesMi ),

b) cHopre RUNETPAUMOHHONA CUCTEME;

C) OYWCTHE, CTEDHUNMIALKK WK NDOMEBBKE;

d} neprogy BpeMeHn MEXdy OYHCTEDR M CTEQMNHU3aLMEn;

@} NepUooy BOeMEHA MERTY CTEDHNWIALMEA CHCTEME KW 88 HCNONBI0RIHHEM,

f) NpoRegeHno KOHTRONbHLIX MCNBTAHMA, BEMNKYEA MCNBITAHMA HA LenotTHOCTS,

g} HENPEDLIBHOMY KOHTROMNK NapaMeTpos (TeMnepaTypyl, Nepenaga JasnaHda, CROPOCTH NPoTEkaHHA
W np:).

9.3 1OnA kasiod cepyk JoNKHa ONPpeaenaTech BHoHarpyaka 4o NpoeeneHua QrneTpaune, 33 Wormoye-
HHEM CNYy4acs, KOrNa BCe BONPOCk AcCenTUHEcKoro NpoH3B0OCTEA XOPOWD KOHTROMKMPYIOTCR M PEIYNLTATh
NpegeOyLny UCNbITAHWA NOKE3ANnd, 4To ypoSeds SHUOHArpyaKy COXpPAHMAETCA NOCTOAHHGIG M HE HHIKOM
VROBHE.

9.4 NonwHa BuiTe 8 HANWHAA METOGWEE NO COKPAWEHWK KONMYECTES MUKPOODTAHWIMOE 00 MAHMMYMA
nepen nposeaeHHen CTEpUNMIYIoWeR MUNETPaUMY, 4TO MAKCUMANBHD CHIDKAET HarpyaKky Ha CTepninayio-
LHE PHNsTR.

9.5 Mocne kaxgoro UCNoONBICBAHWA CTELHUMAIYHILErD hUNLTEa SOMHHE NPOBCOMTECA ATTECTOBAHHLIE
WCNBTAHWA HA DHIMYECEYI0 LBNOCTHOCTE DUNETRa Ge3 nepemellerds ero 3 chopid. MNposaaeHUe Mok Ta-
HHWH HA DMIHHECKY LENOCTHOCTE CTERMNKIVIDIWLErD dUNsTpa cNefyeT NpoBoadTE NOCNE CTEDHMMIALWE
DMNETRA 00 B0 MCNONBI0BAHWA, TAM, MO8 TG NOIBONAST KOHCTDYEUMAE DUNBTPAUMOHHON CHCTEMEE.

CnedyeT NpUHWMAaTE MEPE NPEJOCTORMKHOCTIA ANA Toro, YTobs! MNeTD OCTABANCH CTEMMNLHLIM.

10 JokyMmeHTansHoe ocopMneHne npouecca

10.1 Bre ycTaHoBRNEHHBLIE KPUTHYECKKE NapamMaTpil NPoUScca unNsTRaLMM J0MmeHsl Deime o0 pRne i
OOKYMEHTANEHD W COOEQMATRCA B OTHETE. [JamHHsLie O0KyMEeHTE 00M#Hb BblTh YACTL NDOTOKONA HE CEQHMD
MPOEYELL KA.

10.2 MpoTokons! Ha CepuD NPOAYKLKMA SOMEHL BEN4aTs B ceba (rae a7o npuMeHaeTea )

a) gatyisl) NEpMroToaNeHMA W MUNLTRAWNK Cpe i,

D) HAWMEHOBAHWE CLEOLI W HOMED CRDHM,

C) WMA OnepaTopa;
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d) OaHHEE O NpPOHIECAMTENE hHNeTDE, M0 THNE, HOMEDEe NapTHH H (MNK]) CEpMAHOM HOMEDE NPOoKMaB0n-
auTena dmnesTpa;

&) MHOpMaUe 0B OYUCTES PUNBETPALWOHHOR CHCTEME,

fi yonoBus cTeprnusaudy PuneETRAUMSHHON CHCTEMbL,

0} TEXHONOMAYECKHE NapaMeTpsl GUNETPALWK (NEpenan AasneHqyda, OasneHue 0o W nocne dunsTpa-
UWH, CEOPOCTE NPOXOMOEHWA COe0bl Yepes funeTR, pabouyio TEMNEpaTypy, BOSMA W np.);

h) pEIYNBETATE WCMBITAHWA HA LENOCTHOCTE W 8ro OLEHEY;

i) COBIMKY Ha UHENE CTEPHNWIALWA KOMNOHEHTOE CHCTEMEl, MCNOMNLIYEMBIX B OaHHOM npouecce du-
MibsT PALHIA;

j1 mobbe BO3IHAELIWE STKNOHERWA OT QOKYMEHTANEHD SOODMNEHHDR METOLMKM.

11 OBcnyxuBaHue hMNLTPOE W KOHTPONb MIMEHEHHA

11.1 Mone3aceartens UNETEOR A0MMEH YCTAKARNMEATE, JOKYMEHTANBHO GEODMNATE M BRINOMNHATE MEa-
TOOWKH KANHEPOoEKK W oBcnysMBaHMR QUNETRa, PHNETPALWOHHOR CHCTEME M MIMEDUTENEHBIX NpWGopoa.

11.2 NMobee naveHerus NapamMeTpoR NponaeoscTea puneTpa, coobwerHBe NPoUIBEoOWTENaM, Jon-
HHEBl AHANMIMPOBATECA B OTHOWEHKK WX BOAMOMHOND BNHAHKMA Ha KOMEDETHER NpoayKT 1 napameTpel Npouec-
ca oM. nepeducnense o) 7.1.1 n 7.2.1.4). Jonssa belTe oNpegengHa M oKy Me HTansHo OHoDMNeHa MeToqHEa
KOHTPOMA HaMeHe WA Ana mobsix KaMeHEHWA YCTAHCRNEHHBIX NapaMeTRoR NPOLECsa.

11.3 Oaukee TpeGoBaknA JonwHE GuTe COMMacoBaHel B NUCEMaHHOM Buge. MNons30BaTeno peKoMaH-
OyeTcA NPOBOOUTE ay T NEOUIB0OMTENA DUNLTROoR.

12 OBby4eHue onepaTopoe

CnegyeT NPpO8odnTe W QOKYMEHTANEHD OhOpMAATE OBYYEHHE ONEPATOROR N0 DAANHYHEIM BONDOCAM
NpOBEeOeHWA NPOUECCEE hrNBTPALKMA, 3 MMEHHO!

a) OCHOBHBIE METOANKM DUNLTRALMA, MyTH BOIHHEHOEEHHA GWHB0K M HEODXOOWMBIE MEDL NEEA0CTO-
POMHOCTH,

b) npoBegEHHe WCTBITAHKA Ha LENOCTHOCTE,

C] METOOWEA aHanWIa oWHEoK W JENCTEXA, NPEANEHHHMAEMEBIE B CIYHAE OTKNOHEHHA PE3YNLTATOR KC-
MibITaHWA Ha UENOCTHOCT L,

d} meroauka cOoped hMNsTpa (BEMNICUYAA ACENTHYACKMA METOD, NP HEobX0OMMOCTH],

&) YCTAHORKA PUNLTRAE, METOOMES Brd CHMCTEN M CTERHUNHIALIAW.
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Mpunoxenne &
{enpaBovHoe)

OCHOBHAA MHPOPMALMA M CERTHNMKATE KAYBCTES HA KAPTPHAMMH PUNLTPOR

A Mpod3agoguTents GUNETRE 0BLMHD NP2I0CTABARET CNELYVILULYH OCHOBHYH WHOID O MALLA:

a)] maTepuant funsTpa)

o) reapofuneHsle (rHopodo8Hse) CEORCTAR:

C) BELEecTas, SKCTPArMPY W MESA B MOgENEHE X DECTEORATENAX (HANpUMEp, B Boae);

d) ofWan XMMHHECKaR COEMECTHMOCTE;

2] peroMEeHOYEMaR METOOHEA[H) CTEpANMIALHN (0B as BREMA, HHCND YHENDS M YCNOBHA CTEPHIHIBLHAY

fl TEpMHYSCKAA YCTORYHBOCTR:

g MEKCHMENsHD GoNYyCTUMER NEpenag NasneHus;

N} XEPELTEPUCTHEN NPOXOHOASHWR]

i) cROWCTEA BLOEREHWA YACTALY W (MNK] Bopea (c GHNsTRE B Cpedy) B MOOENsHMOM PRCTEOPMTENE (HENPHWMERD, B

1§ cnocobHOCTE YOEDHWEETE MEKDOOPTEHHAMEl 4 &8 KOPPENALMA C Pe3yNeTATAMM WCNETEHWAE HA YEBNOCTHOCTE B

YOTEHOBNEHHREE YCMDBAAK,

k) HOMHHANEHEIA PAIMER NOD;

1| pEXOMEHGYSMERA METOOWKA NPOBEASHHA BCNEITAHWA HE LENOCTHOCTER]
M GaHHee o BHonornaecroR Se3onacHoCTH.

A2 CepTrdMEETH HE KA#O Y50 NEPTH KAPTPRIKER MUNsTROB MOMYT BENOYaTs B cefia cneayiuyyss vedopaalxm
a) pesyNeTaTel WCNBITAHMA HE LENOCTHOCTE

D) FHAOTOKCUHEL WA NWEOresL

C) PE3YNETATH MCMNETEHAA HA YOS PEWBIHWE MAEDOODTEHWIMOE,

d] oEMcnAemMbEe BeWEecTEA WM obu WA opraHsyeckil yraepog

2] IHCTParnpyensIe BEILECTEE,

f} CEOACTES BROENSHHAA MECTHY W (HAK) BORCE;

g) O8HHBIE 0 Buonorkseckoll Ge30NacHOCTH]

N} CHOPOCTE MPOTEKAHAA BOOK

i) conpoTUEMEHWE MEAPAENU-ECH0H HArpysKe;

{1 CONPOTHENEHHE TEPMEHECKOA HEMPYSKE.

Npumeuwadse 1 —MNepedscnesural b), c)wd) ofisdHo cogep=aT WHPOPMELWID, NOAYYEHH Y HA QCHOBAHWK

WMCNBITEHWA, NPOBoAMMEIX SNA KAHO0A NADTHN.

NMpumevadwe 2 — CepTdNiaTe EaHSCTES 0BLNHO NOCTAENADTCA © KAPTPHMAXAMW QUNETPOR, CAHAKD OHK

MOTYT TAKKE NOCTABNATECA € QUCKAMMH UNE NHCTEMH MUNETROE.
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MpunoweHue B
{enpaBoMHoe)

CHeEAEHHA O COOTEBETCTEMH HALWOHANEHLIX CTAHQapTOE PoccHUCHOE dlenepauun
COBINOYHBIM MEXOYHADOOHGIM CTAHOBRTAM

fraBnuuyga BA

DEazHadENee ConoyaMarag

OESSHANEHBE W RN MEHIIAHWE COOTBE TOTEYIOLISMT HELBOHANBHAMD CTAHIARTA
MEN Y A OAHGTD CTAHGATTE

HMED 13408-1:1888 FOCT B WSO 13406-1—2000 AcenTHuecKos NpOWM3E0GCTED MEgUURHCKDA
npoayrudn. Yacte 1. OSuwuwe TpabosaH#A

HMCOITE 11130:2006 a

HMCO q4644-1:100% FOCT MCO 14644-1—2002 YncTeie NOMELIEHWA W CEAIAHHEE G HHMA B0H-

TRONUpyEMEE cpegel. YacTe 1. KnacchdEauna “MCToThl BO3AYKE

* CoDTEETCTEYRLUMA HAUMOHANEHEIR CTAHLART oToyTCTRYET. o 8t YyTESpEAEHHA PEEOMEHAYSTCA NCNONL30BATE
nepesos HE PYSCEHA 93618 QEHHOTS MEXYHAROAHOMD cTEHAapTa. Mepeans aHHOID MEKOYHAPOOHOID CTAHAAPTE HAXD-
AMTCA B PeaepansHOM HHPOPMELWCHHDM (hoHDE TEXHUYBECKWY DEFNAMEHTOE W CTEHOARTOE.
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Kmniouepkia cnosa; MaquUUHckan npoaykuma, unesTo, uneTpauwa, aTTEcTaliuA
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