roct p MCO 11737-1—2000

FTOCYATAPCTBEHHBIH CTAHIAPT POCCHHCKOHW ®EAEPAIIHH

Crepuinsanmna MeIHIHHCKMX H3Ae/uii

MHUKPOBUOJIOI'NYECKUE METO/1bl

Yacre 1

Ounenka nonyasauud MHKPOOPraHM3MOB HA NMPOAYKIIHH

Hananwe ofuunambmoe

B3 1299648

FMOCCTAHIAPT POCCHHA

Mocrea

E u 5 '|' FOCT P UCO 11737-1-2000, Ctepunusaumsa meamumHcknux nagenuin. Mukpobrnonorunyeckune metoabl. Yactb 1. OueHka nonynsaumMm MMKpOOpPraHM3MoB Ha NPoA)
IR Sterilization of medical devices. Microbiological methods. Part 1. Estimation of population of microorganisms on products


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-11737-1-2000
http://gostexpert.ru/gost/gost-11737-1-2000

rocTt P HCO 11737-1—-2000

I MOATNOTOBIEH Accounaumeil HHMeHEPOD N0 KOHTROIC sMuUkpodarpasdentit (ACHHKOM),
MockoBoKol MerHlHHC KO akagesmei v, MM, Cedepoma 1 MenuTare IbHEIM TaG0paTopHLIM LEHTHM
MOCKORCKOMD FOPOACKOrD HeHTpa me3iideKunn

BHECEH Texpnueckus kosupTeToM no crapjaprazauln TR 383 «Urepuimsanma sMesuimHeKodi
npoayEunse Foccranaapra PoccHn

2 MPHHAT W BBEAEH B JEHCTBHE Mocranoenennes Foceramnapra Pocchu ot 10 asrvera
2NN ro Mo 206-cT

3 HacTosuHi CTA@RPT COISPEHT ayTeHTHYHLI TEKCT MERIVHapoaHore ctangapra HOO 11737-1-95
«CTEPHAMAALMA MeTHUMHCKHX Hitenwid. MukpobHonoriueckne seToas. Yacrs LD OueHkd MonymsauHn
MHEPOOPIARHIMOE HA NPOOVEITHH S

4 BBEIEH BITEPBELIE

2 HITK Mamarenwerso cranaapros, 2001

HacToammii crapaapr e MoseT GLITE: TONHCCTLE WIH YacTHYHO BOCTPOMIBeIel, THPLAHPORAN |
PACTpOCTPAHEN B KauecTe OfHUHATEHOTe Halanna Ge3 paspewenms loccranaapra Poccun

I

E u 5 '|' FOCT P UICO 11737-1-2000, Ctepunusaums MeamumHckux nsgenuin. Mukpobuonorudeckue metoapl. YacTb 1. OueHka nonynsiumMm MUKPOOPraHM3MOB Ha npop)
(I L FE 1T Sterilization of medical devices. Microbiological methods. Part 1. Estimation of population of microorganisms on products


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-11737-1-2000
http://gostexpert.ru/gost/gost-11737-1-2000

FOCT P UCO 11737-1-2000

Conepaanie

I OGRACTE NPHMEHEEBE . _ - o it e e e e e e e e e e e e e
2 HOopMATHMBHEIE CCBITIKH . . .. . L o i o e o et e et et e e e e e a i b
L s e L O S S LS |
4 OB0WMe MOMOMEHMA . . . . . . L o e e e e e e e e 2
41 JOoKVMEHTAIIHA .« © . . . o i e it it et e et e e e e e ee e e i b e 2
s =TT T .|
4.3 O0OPVIOBAHEE .. _ . . L o o o e it ot e e el B e e e e e e e e e e e e e e e e 3
4.4 [THTATENRHEIE CPelhl M MATEPHATEL . © « v o o i ittt ittt ittt e e e et ittt e e nenaaaass B
5 OrGop OHHHL MPOIVELIE . _ . . . f o e e e e e i e B
31 OrGop eTHHALLL MPOOVELHB . . . 0. . vttt e ot et e e it e r e mmama e a s i bmmneemma e 3
3.2 Yacte npoayeumy ona wenemasma (QI0HY - . oo 3
O BRabop MEeTOMOB & & Ll . o o i h it b e e e i e e e e e e e B
T Bamnmmanms METOMOB . . . . . o o o it i e e e e e e e e e e S
3 MononeaopaHe MeTOmoB OUSHEM. . . .. . . . . oo e e e e e .. 4
[Mpanoxenne A MeTonsl oUeHEd MOMYIANNH MUEPOORTAHHIMOE A OPOIVELIAR . . .. - ... ... .. 5

[Mpuackenns B PYEopoocTno 00 BEOTHIALKHE MHEPOOHOIOTHMECKHY METOO0R OUeHEW . .. . .. .. 14
[Mpaaosenme C BHEAHOMPRPMA. . _ . . . . 0 et i e e e e e 1T

It

GOST
I

FOCT P UICO 11737-1-2000, Ctepunusaums MeamumHckux ngenuin. Mukpobuonorudeckue metoapl. YacTb 1. OueHka nonynsiumMm MUKPOOPraHM3MOB Ha Npop)
Sterilization of medical devices. Microbiological methods. Part 1. Estimation of population of microorganisms on products


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-11737-1-2000
http://gostexpert.ru/gost/gost-11737-1-2000

rocTt P HCO 11737-1—-2000

Bpegenue

CrepHILHLIH MPOIYET = [POEYET, KOTOPLIH He COOSPRNT EHBLIX MHKPOOPraniiMon. Heodxoanmo,
GTofil MHKPOSHOTOTHYSC KA KOHTAMMBHALNA METHIMHCKOH NPOIVELMKM OT BeeX HCTOUHHKOR OLETA CRe-
AEHA 00 MHHHMYME BCEMH BOIMORHLIMH MepaMu. bonee Tor, oT1enbible SHHHLL MPOIYENAR, TTH3-
BOTHMLE [PH CTAHIAPTHEY VENOBMAX MPOMIBOJCTEY I COOTESTCTHHM ¢ TPEGORAHHAMH CHCTEM KaMecT:d
ANA MeTHUMHCKOH DPOIYELHH, MOMYT Teped HaYanoM CTEPHIHZAUNN COQePXATE HeDOILIIoES KOTHYMeCTRD
MHEEPOOPTaHHIMOoE. TakHe elMHALE NPOAYELHE ABTAOTCA HecTepuiakHni. Wenk npouecea crepiinia-
UMM -~ HHAKTHEALME MUKPODHOIOIHYECKHY KOHTAMHPHAHTOR (3ArPASHENHR) 0, TAKHM 08paiomM, npespa-
LEHHE HECTEPHALHLIX TPENAPATOR B CTepHILEHE,

HuaKTHERLMS UHCTRIX KVIETYP MHKPOOPraHHIMos (PHIHUeckiME W/ WTH NHMHYeCKHMH areHTaMH,
HCMIOTBEIVEMBIAH TTPH CTEPMIREKILHA METHLMHC KON NRPOIYELHN, YacTo NPAGTHAEHE0 ONMMCLIBIETCH IKC-
NOHEHLHATEHEM FKOHOM. ITO 0IHAYAST, YTO, HECMOTSI HA VOWIEHHEE MeTOOL CTepHAMIANUN, Beeria
CYLIECTRYET OTPeleneHHasd BEPOATHOCTL TOTD, UTO MUKPOORMAHHIM MOKET OKATITLCA BREENBILNM. Bepo-
ATHOCTL BREKHBAHME ONPeJelgeTca YHCIOM, PeIMCTENTHOCTRIO0 MHKPGORPRAHHIMOR W Cpedoi, B KoTopoi
OHH HANOIATCH B MEpUea oopadoTkH. D70 00HAYAST, 4TO CTERHILHOCTE J000H 03 CAHHHL NMPOIVELHH,
NOABEPTABIUMECH TPOHSCCy CTePHAHIANNK, HE MOBEET DEHTE CAPAHTHPORANA, M CTEPHIBHOCTE BCeX SOHHHL
OPOIYELHH J00EHD BLIPAKATECA B MOHATHAN BEPOATHOCTH HATTHYHA HeCTEPHILHELX SIMHHLL.

TpefoBania K CHCTEMAM KaUeCTBA TP DPOeKTHPOBARHY {paspaboTye), NpoHIsnicTee, MOHTIHE H
OOCIVAHEAHNN MEIHLHHCKHY HIIenHH fausl B cranaaprax FOCO S00 v HCO W02, Mesoynapotnuie
cranaaptil cepurn HCO 900 anpeienqaioT HEKOTOPLE NPOHAROICTEEHHLIE NPOUSCChl KK «CNelMATEHBIE:,
ECTH PEIYALTAT He MOEeT OLITL NOAHOCTEN TIPROBSEH MOCTEIVROMIAM KOWTPOTEM W HCNBITAHMEM NPCGIVKLHH.
[MormoMy NpolEce CTepRIMEalME 10IKed OLITL BUTHIMPOEIHN 10 MPAKTHYECKOND TIpHMeHeHma. Kasmi
NPOUECE CHEEIYVET MOABEPTATE TEKVILEMY KOHTPOLO, a odopyIosHie HEDDXOIHMOAY ODCTYARHBAHHI.

MpupATH MeRIYHAPOOHEE CTAHIAPTLL, ORPEIendIoUiHe TPebOoRIHMA K BEUIHIAINH W TEKVIEMY
KOHTPOID NMPOLECCOl CTePHIAIAUMM MedHUMHCKod nponoykidu (cs. FICO 11134, HOCO 11135 0 MO
IT137). Quuako BaXHO0 HMeTh B BILY, 4TO NPOBSIcHHE JOUREHBIM O0pasoM BATHIHPOBAHHOTO W TOMHO
KOHTPOIHPYEMOTO [OPOLECCS CTeRHTHIALNE He ARAETCH SAMHCTECHHEIM (PaKTOPOM, CORHIHHLM ¢ obec-
nedgeHieM CTEPUILHOCTH POAVETA W COOTBSTCTEHA NPOOVETA choeMy wasHavenyn. dna aduhbektHnnol
ELUTHIANME M TeKYWero KOoHTPOIA OpOoLecca CTEPHITHIALNE TAKKE BAAHO IHATE MHKPODHOIOMHYECKYI0
OLEHKY JAHHGID NPOUEcca, T. & KOTHYECTRO, BHIE H CEONCTED MUKPOOPTAHW IMOE,

Tepvun «OHOHATRYIKAs I ODILSMPHHATOM CMBICTE VIOTREGAReTCH 110 ONHCAHHA MOTTYIMLHNH AW 5
HECIOCODHEY MUKPOOPTAHHIAMOE, MPACYTCTEYIOLUINY & MaTepHane Hay npoayere. Tounoe anadenmwe Guo-
HAMPAYIKH  OIPefginTh HeBosMokHo. Ha NpakTHEe 9Hca0  KHIHECTIOCOOHBIY  MEKPOOPTAHN MO
OLUEHHBASTCH ¢ NOMOLER ONpefeledHLx MeToI0E. YTl COOTHECTH ITO YHCAD KHIHECNOCODHLIX MHK-
POOPradnEMon ¢ GHOHAMPYIKOH B MATEpHANEe MM NPOIYETS, HCIIOILIVETCA KOPIKTHPYIOILINE KoadduiH-
EHT, KOTOPEN ONpeaendaercd RO BPesMA BATHIALHOHHEY IKCOEpHMEHTOER,

Beanunia GHOoHATPYIEHE MOKET OBTE NOIVYEHA NPH WCCIEM0BIHEK YRoBHEH konTanusamy. Ouenka
OHOMArPYIKH ARIHETCH COCTABHON UacThIO!

a) BANETALAH- W PeBLTHIALNK MPOIScca CTEPHIHIALNA, KOP0a VESTHUEHHE IKCIOIHIHA APA JAHHBIX
VCIOBHAX CTEPHANIALMK NPEMO OTPLKASTCA Ha OueHKke BHOHAMPYIKH,

b BATHAATIME W PeBATHAALHA NPOUSCC CTEPHIHIALMA, T4 KOTOROTD YEEIHYSHNE IKCTIOTHLHHN TTRM
AAHHEY VCIOBEMAX CTEPHIHIALNN HANPAMYID He CEAIAHO ¢ OUeHKON GHOHarpyIkd, uo TpedyeTcd obiues
NpeacTapnenie o GHORArpYIKe;

C) TEKVIUErs KOHTROMA MPOUSCcea NPOHIGOICTES CTEPHILHOH MPooyKUEHH, 008 KOTOROTT BATHAALNA
YCTAHORIZHA B COOTRETCTRMH © TIePEedHCISHHEM a);

d) TeKVIIETe KOHTPOAS NPOLSCCE NPOHIRCGICTRL CTEPHIBHON NPOIVELRA, 1718 KOTOPOTD BATHIALNA
YCTAHOBIEHA B COOTRETCTEHH C© TepedHcIenies b);

Ouenka GHOHATPYIEH MOKET TAKKE OLITE YACTLI CHCTEML] KOHTRONA KAYSCTRED MPOHIROACTEL METH-
UHHCKOH NPOIyvELHN:

e} obiel nporpaMmMel KOHTPOA NPOHIBOACTEEHHOH Cpenkr,

f} oueHkn dppeKTHEHOCTH NPOLECCa OUHCTEH OT MHUKPODDPTAHHIMOR,

£} NPOoUScea KOHTRONA HecTePHIBHEY NPOIVETOR, LTH KOTOPRX NPSaycMOoTpeHa MHKPOGHOIOrHdec-
KA OUHCTKAL

I} KOHTPORS CRIPLA, KOMOOHEHTOE B YIAKOLKH.

Ouenka GHOHAMPYIKH A0A MeIHIIHHCKHY HATenuil COCTONT M3 YeTRIPeX 3Tanos:

= BBUICAEHHE MUKPOOPIAHHIMOE M MeAHIHHCKEY HIneamil;

- Mepedada ITHY DBLIZEMEHHBIY MEKPOOPraHHIMOE LA KYILTHEHPOBIHHA;

- MOACYUST MUKPOORFEHHIAMOR C I0CIeIVIOLILEed vapakTe pUCcTHRON,

- yueT KoppekTHpyviomere koddubmunenta (KoadehHOHeHTOR), PACCUHTAHHOMD NP ONPeIeIcHHM
DHONATPYIKH Mepel CTepIHIALHeH.

H3-3a DOTRMUIOTO pazHo0DPaIHE MATEPHANOE H KOHCTPYELNA PazTHuYiely BHIOE MEIHUHHCKON mpo-
IVEUHAH AEBOSMOEHD ONPEIEnNTh: eHHCTEEHHLI METOI VIANSHHA MHEKPOOPTAHNIMOE LT BCex CIy4ash.
Bonee Toro, Ha BLbOp MeTOOOE NONCHETE OKATLBAST MWIHANNRE BHI ORHIASMEIY KOHTIMHHAHTOR,

Y
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Sterilization of medical devices. Microbiological methods. Part 1.
Estimation of population of microorganisms on products

Jara seeacnnn 2001 —07—01

1 ObfaacTs npuMeHeHns

1.1 Hacrosmuuwil cTaHaapT yeTaHanHaaer obiine KpUTEepHH oleHKH TOMyIALHE SHIHECTDCODHBIX
MAKPOOPTAHHIMOE (DHOHATPVIKH]) HA MSAWUHHCKHY WINeTHaY HIH Mareplinay, CLIpee WIH VIAKOBKIX.
Openka GHOHATPYIKH COCTOHT H3I MOACUeTa M KIACCHMHEALINY NNy TALHE MUKPOOPTAHHIMOR.

] PHMSCYWAHNES — Merone oueHkR NONYIHIOH MHEPROPTIHFEMOR HVIEH B OnlTh BLTHAHPOBIHE 30
HUMITN HE ITPAaKTHYeCROrs: MR R OHAHHA. [ Il}'ﬁHILi.'l HEODROAM Moo AHATHEL IR I.'.'.IEIL'EII('ZII.EI:H.LIHH IO L MR I BRCHT
O7T UCJIH HCTEWELIOHAHHA MOJIYHCHHEX JaHHBLX. B PRI CHHY AuB MPHBCOCHEL MOTOL GLEHKK ﬁl1UIi:II'FI-}"!b'.I-I H
PYKOBONICTIEO T BT HIALH K MH}E[!]EIHEEIE!II'I!"LL‘L’KI1."§. MUETOIOR CLUCHEW.

1.2 Hacroswmi CTAHOAPT HE MOKST OLIT: IpHMEHEH NPH OUCHES HIH aHLTH3E ﬁlip}'-l:llﬂl;-! KOHTAMM-
HAEHH HIH HIIKpDﬁHDi]GFH"—]f‘EHD]'U KOHTROMA Cpeibl, HﬂTDpﬂIi MNPOHIBOIATCA MEAHUMHCKHE HIALIHA.

Mpumewanne —CaeayerT VIRTHEATE CTAHIAPTE no crcresas  kayecrsa (TOCT P MCO 9001 »
TOCT P HCO 902), kotopre ApeayCMATPHBIKIT EOHTPOAE BOCX CTAAME NPOMIBOICTEL, BKEMMAN DPOLSCe
crepuansannin. B HgeTonues cTanaapTe He MAnaraeTon CHOTEME KOHTPOIE KAMecTl B IPOHIBOLCTRE, HO B TEECTE
RPHBEISHE CORIKHE HI HEKOTOPHE UICMEHTE TAKDHE CHOTEME.

2 HopmaTHBHEIE CCBLIKH

B nacToames cTaHaapTe NPABEIeHL CCLUTKH Ha CNedyioulde CTAHIAPTLL:

MOCT P MOCO i =9 CHeTembl KadecTsa. Mogens obecneduenHd KauecTsa MpH NpoeKTHPOBI -
HHH, paspaboTre, NPOHIG0ICTES, MOHTAME H ODCTYHHBAHHH

MOCT P WCO 9002—96 Cuetesid kadecTsa, Mogenh obecnedelda KaUecTsa NpH NpoHInoIcTie,
MOHTRHE W ODCTVHKHBAHWH

MoCT P MCO 11134 —-2HM Crepiinniauins sMeIuuHHCKol npoaykune. Tpedosanut K BAiIaliHg
W TeRyIeMy KOHTPOR. [IpoMLImine HHAA CTePIITHAALNA BIIAKH LM TeromMm

MCT P HCO 1113520 Meogpuuucere wigendd. Banwiauna ¥ Tekylsi KonTponk, CrepiaM-
FILEHA OKCHIEOM HTHIEHL

MOCT P HCO 111372000 CrepiiH3aund MegauHickod nponyveudi. Tpedomanud K BaiHialiig
H TeRVIUIEMY KOHTPO0. PATHAITHONHAS CTeHIHEILHE

MOCT P HCO 1TE38-2<2000 CTepuny U METHIHHCKOH Npoaykuny. bionoriteckiie HHIHKA-
Topkl. YacTs 2. BHOAOrHeckHe HHAHKATORLL A4 CTERMIMIAEHE ORCHAOM ITHISHA

3 Onpenenenns

B pnacrosues cTaHiapTe WCIONLIOBAHEN CHEAYIOWHE TEPMHHL ¢ COOTRSTCTRYIOIIHMH Qnpegene-
HHAMHA:

3.1 dwmonarpyixa (bioburden): [Nomvaauua SHINECOOCOGHBY MUKPOOPIAHNIMOE B CLIPLE, MATEDHA-
Nax, KOHEYHOM NPOIVETE WHTH B YTIAKOBKES,

Haaanne ofmanansnoe
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3.2 ouenka Duonarpyixu (bichurden estimate): Beawduaa, KoTopyio OUEHHBAKT IO 4HCTY MAKDOOR-
FAHHIMOE, APSICTIRMAIOIMY GHOHATPYIKY, MVTeM O0JCUeTa MHSHeCHoCoDHY MUKPOORTAHWIMOE HIW
NPefcTe PRIHIALACHHOND YHCMA, © YYLTOM KOPPeKTHRYIOWETD kooddruHenTa, yUHTHBamery cTenets
HIBASHE A,

3.3 Enaccuduramma (characterization): Npouece o0 THHEHHA MEKPOORIAHAIMOE B LUHPOKHE KATE-
FOPHH.

] PUHUMCYAHNE — Kul.'t!l'ﬂj:lldh MONYT DI TE DCHOBAHEE, HATIpHMen, Ha MDJJIII'.I'I.HH.'I'I'I-'IH KAUIOHHE B ETHETOR
CROcTIY OEPAILHEITECH KPACHTENAMA HIH OPYTHX XADEETCRHCTH KX

3.4 woppesTapyiomEil Kooddmmeent (correction factor): Yscnennsi KosdufrunenT, npuMedses b
K UHCTY MHIHeCTIOCODHEN HACTHLL, MAH ApeIcTepriHIauHoHOMY YHCTY, YUHTLIBAKIIKAE HenonHoe Hi-
EASHEHHE MHKPOOPrAHHIMOE M3 OPDAVETA NP olpeJgie il oueHEH DHOHATPYIKN.

A5 yveaosda Ky ALTHEHposamaA (culture conditions): YeTanommeHHoe COUSTAMME VEIOBMI, BEIOYARK-
WeE MUTATEILHYIO CPely, BPEMA W TEeMIEPITYRY WHKYOAUHKH 408 VCKOPEHHA POCTA B PAsMHOKEeHHA
MHKPOOPrAHHIMOB.

3.6 menHOHNCKoe wanenne: FIHCTpyMenT, annapar, npucnocolieHe, MarTepuil, HCInoNLIVese oT-
AeTLHO WK C JPYPHMH HIGeTHAME, HeoOXoIHMBM IPOTrPaMMHEIM 00eciedeHHes, NPeIHatHa e HHLIe 175
el Boensy:

- JHATHOCTHEH, NMpodiakTien, HalnoieHya, Jeueiia A odaerde s Soneanm;

-~ MHACHOCTHEH, HaGMIOme s, nedeiid, oblaerteHdA HIH KOMNEHCAHHE MPH TPABMAN HIH HHBLTHA -
HOCTH,

= WCCASHOBANHA, ZAMEMICHIA HITH HIMEHEHHA AHATOMMH WIH (HIHOIOMHYECKOTD IPOHSCCa;

= KOHTPOTH 3a4aTHA,

OCHOBHOS 1eHCTBHE KOTOPLNY CHAPYAM WIH BHYTPA Teld Y4el0Beka JA0CTHTAETCA Del HIsMeHeHus
(PapMAKOROTHYECK MY, HMMYHOIOrHYSCKHY MM MeTalonHYeCck X CReacTR, MO KOTOPOE MOKET [PHMEHATLCH
COBMECTHO ¢ HHMH.

LT mpeacrepramianmomnoe qucan (presterilization count): KonuuecTno dHsHecnocoBHLIX MEEKPOGD-
FAHMIMOL, GOHAPAKEHHOE NEPEl CTEPWITHIALHEH.

35 mpogykums (npoaver) (prodoct): Oowe: mownaTHe 408 o00THAMSHHA ChIPEA, TIOMERNYTOUHEY
OPOIVETOR H FOTOBLIN METHIMHCKHY HA1e i

3.9 appexTusnocTs Hipaedcnns (recovery efficiency): Mepa cnocobGHOCTH KOHEPETHON METOAMER
MIRIEKATE MHEKPOOPTAHMIMEL HI TPOIYKTA.

A0 pesanmpamas (revalidation): Kosmniekc JOKYVMEHTHPROBAHHLIY TPOUSIVD A0S DOATESPANSHH
paHes NpoReTeHHOl BATHIALTHN.

311 vacTe npoavEuHe a8 scnsTangas — YIIH (sample item portion — SI1P): Onpegeneisas 4acTh
ENHHHLE METHUHHCKOH NPOIVELHH, HCNOILIVEMAH NPH HCNLITAHHAY.

312 pannnanus (validation): JokyMeHTHPOBAMHAA NMROGUSIVPEE MOTIVISHME, JAMHCH H OOBACHE I
PEIVNLTATOR, HEOOXOIAHMAA A8 MONTESAREHAA TOM, YTO NPOHECe HEHIMEHIT 1a8T NPOIVKIHID, CO0T-
BETCTRVIOWYID OPSABRPHTEALEHG ONPeIeieHHEM TPeOoBa M,

] PHMEHMAHNAES — BH.'IHJHJ.I,IHI ACTOUTHEN OLLEHECE ﬁI-Ll'I-IIH.I'[!}'i!.II! HETHHAETCR B CepHH HCCIELOBRHEA L5
TPEAC ICHEEH 'JIII.'DI.IJ-I:I\TFLIHH'::IL'I'II N BOCAPORIBOIHMOCTH MCTOU HOTNETAHHI.

313 yseno MHpMX MEEpoopranaios (viable count): Komu4ecTno MHUEPOORrAHHIMOL, O DeeTae Moe
N0 POCTY JHCKPETHEY KOJGoHHH NPH YCTAHORIEHH B YCIORHAN KYIETHRHPORAIHE.

] PHMCYMAHKHT — .D.HIIILFH.'TH:I:H KOAOHHA HErDH SETERHO NMPOHCNOERT HS QIHOT0 S0 BT M EPOOREAaH M =M,

4 Obmue nooEeHHnA

4.1 JdokysMerTanus

411 Jorsmn NPEMeHaTECE METOMHEN JOKYMEHTHPORANHA B HHCTPVKLIMH M0 TEXHHEE BCTIRITAHHE,
npeadaidavenise L pabors W oBCTYK HEMHHA COOTRSTCTRYIUETO ODORYVIORIHHA. DTH METOAMKH 0 HH-
CTPYVKLIHH ocie WY paspaboTEd JomsHsl ORTE YTRSPEIeHEl W EOHTporpoaateed no [OOCT POHCO 9001

4.1.2 Cnegver obecnewdTh dupekTHRiOe BHeIpeHHe OPOLEIVP B MHCTPVELHA, IpeayesorpeHibix
HACTOALIMM CTAHTAPTOM.

4.1.3 PacweTid W JaHHEE IUEEHB DLHETE NPOBEPEHL COOTESTCTRVIOLLMM oOpaIom.

D PHMEYAHNWE — ”'FIH PACHETAX £ MO0 RIERHHCM 3.'.IL‘I{I'_|'.IIZIEIH|'_'II"5I TCXHHEM TIPCEC PN M RO OOEC e H e
IOCHHD DRETE EUTHAMPORIHG ITEped HOMOAL30RIHRSM, M TPOTOR Tk ITON B MIAEEH K AOJGHHER DEITh COXNPHHEHEL.

4.1.4 NpoFokons HauaLHeN HCTBTAHMAR, PACUETE, MOAYYEHHLIE JAHHBLE B 30TROMHTETRHBIE TIjH-
TORMILL AOEEHE! COXPAHATLCH, kak npeayvemorpeno B FOCT P HCO 9000, NpoTosen bl DoUraiil BEI0ETE
AAMHLE O NEPCOHANE, YHACTEOBABIIEM B OTOOpe NPpob, NoATOTORHTEILHEX PAGOTAN H UCLTANHH.

5

£
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4.2 Ilepconan

4 21 OTpeTeTBeHHOCTL 3 OUeHKY DHOHATPYIKH JoUikHa OuTE BOAIEeHA Ha CNeudan:HLIi nepoo-
san, kak npegyesmoTpeno NOCT PO 9001,

4 2.2 MeToIMEH NOAMOTOBEH ALPCoHLTE D0TEHE BLTE VEATAHL] B COOTBETCTBYVIOWEZH TOKYMEHTALHN.
Ao se GLlTe hopMagiE MPOTOKMIRL ATTECTALLRH, O0YVUSHHA ¥ OUSHEH IHAHMWH Mepcoana.

4.3 Odopynosanne

4.3 1 Homsubl GLITE NOOTOTORISHE BCE SAHHALLL 0OOpVIORAHNA W NPUGOPOR, HeohXOIHMER 05
HCMLITAHAR M BRINOIHe A HIMEPSH M,

4.1.2 Odopyaosaiie, KOTOPoe TPeDveT MIaHOBOTD TeEXHHYECKOTD OOCTy R HBAHHA, JOUEE O ODCTVaH -
BATLCA B COOTEETCTEHM © JOKYMEHTHPOBEIHHEMH HHCTPYKUHAMH. [Ipomokoisl o0CIyEHBAHEA TOEHE
OTE COXPRIHEH L.

4. 3.3 Noicssa Owms npelyeMorTpena ek THRHAA, JOKYMeHTHPOBAHHAL ¥ ODCIVANBAeMAH CHCTE M
14 KANHOPORKH BeeX NPUGOPOE, MPeHasHade i BN UTH HIMEPeHHA ¥ KOHTPOIA. Ta CHCTeMA KATHDPOREH
AoEHA cooTeeTCTEOBATE [OCT P HOCO S001.

4.4 [IHTaTemnse cpeasl W MaTEpHRIL

Aonsiisl DETL APEIVCMOTREHE M AOKVMEHTHPOBAHL METOIL! MPHIOTORIEHIHA W CTEpHIHIAIIHH
MATEPHANOE, HCMOIBIVEMEX NPH OUSHES DHOHAIDYIKH, BEINYAA COOTESTCTEYIOLHE TECThl KAYECT.

] PHMICYAHHAS — CI::IUTJH:'IL"I.'E}'B::II.I'J.I-{I.‘ TUCTE EEMECTEL AOJEEHE BEJTEIATE TOCTRE POCTOREIX CBOHCTR L'I.‘Fl-l1ii
I THTC LRI Cped {KLaroil copril NTHTATEARHONH Cpenka).

5 Orbop eanHEl NPOIYKIHH

5.1 Orhop enHEHIL TPOIYVEIHA

MeToouks oThopa 0 oOPAGOTRHE NMPOIYKURH ANA HCHBMTAHHA J008HE 00eCTIeYHBATE YESPEHHOCTE L
TOM, UTO MPOIYET ARIHETCH NPSACTABHTEMLHLIM A5 MPOREIeHHE TeKYIUero KOHTPOTH.

5.1 Yacre npoaysudn LiA wenwranns (YITH)

EcaM yacTe MpoavEure, Hcenoabiyemold npy senesttaimax (Y11H ), Mensime oamol noasol eaH-
HHLUB OPOAVELRK, MPeiHaziade iioi 108 npusMedeiia, HyEHG oBeCnevnTh NPelcTaniTe ILH0e YHCTD
MHEPOORTAHHIMOE, XAPAKTepHIYIoLIHY DHOHAFPYSKY BCEro NPoIyveTa. ECIN VeTAHORIEHD, 4TO MHKDO-
OPCAHAIME PACTpedenebl B NPOAYKIHE PABHOMEPHD, TO Npoda J00KHa GeTh BIATL M3 0AHO0TO JN0E0To
secta. [TpH oTeyTeTEHM Takod veepe HHOCTH Apoha 1o/Ha OLITh BIMTa U1 HECKOIBKHY TOUYe K oDpaiuos
NPOIVELLIEH.

Fl PHMCYEHHE — C‘IEI}IJ.[L!FITI.:I. COMC ok L e T[K!ﬁ[!ll.iilH’HH B BANTHARINHA H TOKYELEMY KOHTROME NPONeCcel
CTEPEMAEIA M, DIWEEH B ONPEACTATE KPHTEeRHEHE LACKBETHOCTH I'l I'! H

6 Bwbop meronor

6.1 Eciad prenedue XH3HecnocofiLy MUKPOOPTaHHIMOE HRTASTCH YACTRIO METOO0E AHATHID Mpo-
AVKTA, TO akTopkl, BIHAKDIMHE Ha MpheKTHBHOCTL ITOM0 BELASASHHI, I0EEHE OMTE PARCCMOTPEHL M
OpoToKOIHpoBaHEL. K aTiM gakTopas oTHOCATCA!

i) CHOCOBHOCTE BRIEISHNA MUEPODHON KOHTAMMHALMH,

b BepodTHEG BUA (BHOE) JACPEIHARLIEY MHKPOOPTAHHIMOE ¥ WX PACTOUIOEenie Ha OpOoIyETe;

C) BO3ACHCTEHE METOIA BRUIETCHMA Ha MHIHECHOCOBHOCTL MEKPODHON KONTAMMHALIMI

d} hHEHYSCKYH HWIH XMMMYSCEYI0 NPAPGIAY TIPOOYETE, N0302EAINET0 TECTHROBIHHK.

6.2 Ecnu dMsHUeckan miM XHMEMecKad NpHPoIa MCumyeMoll nponykudd (6.1 d) Takona, uyTo npH
ITOM MOTYT BRIIENATECH BEIISCTEA, OKATLIEEIOUIME BPelHOe BIHAHKE Ha YHCIO WIH BHIW ONPeIeiae sy
MHUKPOOPTAHHIMORE, S00AHA HCTIEIOBATRCH CHCTEMA HEHATPAMHIAINH, YIATCHHA HAH, C1d TAKDE HERD3-
MOEHD, MHHHMHIANAE TAKOMD BPedHors BIHAHHA. ek THRHOCTE Kamiol cHcTeMid Josia OuiTh
NOKATIHA.

Mpusmevanne — B opanokennn B npueeigHel Memoihl, KOTOPEE MOIYT GbITh HCIOIBIOBAHE 1950 GLUEHEW
BHIIIEACHHH ﬁH!&'I'tFI:IIJH.iIEII:I!{ FLITH ﬁHKTCpHM'IEITH'-ICCR!!E BELICCTH.

6.1 Vonopus KyILTHBHPOBAHHA JOLAHE OLITE BRIOPAHE MOCKE PACCMOTPEHHA BHIOE OHHIASMBEX
MHEPOOPranuasMons, PesvibTaTel TAKOTO AHATHEA H OCHOBIHHLIE Ha HEM BRBOILL JO0THHE GLITE BOKYMEH-
THROBAHEL

6.4 BriGpasnsie Metonhl D00 MLl GETE ELTHANPOBAHEL B COOTBSTCTRHM C Pa3aenon 7.
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7 BanWaauMa MeToa0B

7.1 Rammada npouelypd BaTUAAHE GUEHER GHOHATPYIKH 0N OHThL A0KYMEHTHDOBEHA.

7.2 Tpoueaypsl BATHIALAH BENIOYRIOT B cedH:

a) OUEHKY A0eKBATHOCTH METOROR BLIOSTE MR MHKPODPTAHKIMOE H3 NPOAVKLMH, ECTH TAKoe Bhige-
JEHHE ARMAETCA YACTEIO ITHX MeTOA0E;

b} GUEHEY AISKBATHOCTH METOUOR ONPeleisHHd YHCAa BEIEIASMBEX MAKPOOPTAHHIMOB, BEIIOYA
METOALI NOJACHETA MHKPOOPTAHHIMOE W YCIOBEMH KAVIETHEHPORIHHA, H
i c) onpeaengHye uHeKTHRHOCTH METOEA OTOORA C YHETOM PACCHNTAHMOID KOPPEKTHPVIGLIETD KO-

VHLHEHTA.

]! PHMCHAHHE — B MPMHCECH HEE B NPHECOCHD PYROBOECTEG THY BAUTHITRIIHN METOIOB OUCHEHA ﬁHl'InHHI'FI-}'JKH.

7.3 Mwboe naMeHeHHe MPUMEHASMOTD METONA MOLTEXHT AHATHIY, KOTOPLI T0/I8eH BRIIOWETE:
a) DUEHKY HAMEHEHHA,
b) onpeseneHie MhpeKTHEHOCTH BELOSAEHHS MHUKPOOPTAMHIMON PACCMATPHEISMEIM METOTOM.

n PHMECYAHHE — OeHKE HAMCHEHHA MOKET O3HEYATE, 4T0 TIPCABMAOVIINA BATHIGNHE H Z-Jil]d:tlﬂ'l.iilllﬂl’.‘l.’&
HBBIHANSHEE O0 CHX T OECTENTEALHEL.

7.4 Bamnmaumsa W m0GLIE TaHHBE NOCTenyionell peoaaiiaiuy oKL NepROIHYeCKH PacCuaTPHBATL-
A, 00LeM PERATHIALINH J0TEEH OTPEIeTATECH H J0KYMEHTUPOBATECA. [TPOLETVPLL PACCMOTPENHE BAIHIRALAW
W PERATHIMIHH IOMKHED TOKVMEHTHPOBATECA, H NPOTOKOML] PERATHIAINH A0UAHE] COXNAHATLOA

OTueT O PERATHIALAN MOITHCEIBAIOT TE e THUA {OPraHAEIIHA ), KOTOPLIE FOTORITH, PACCMATYH BTN
M MPHMERMATH OTUET O N2PEHUHOH Banna.

8 HcnoaniosaHHe MeTOI0B OUEHKH

E1 NpeacTepHaH3ali Mo HLIE YHCHa J0MHE ONPedeiaThed B COOTHETCTEHH ¢ TOKYMEHTHPORIHHEIM
IaHOMiasMK) oThopa npod ¢ onpeleleHHEME YacTOToH oTGopa 1 0D LesoM mpod.

E2 Ecod KOHTAMHHAHTE, KOTOPME OOLMHG HE LROTPEYAIOTed, BLIASTEHLI O BREMHE OpeteiaHnsd
MpeICTE PRIHIANHOHHBY YHCEN, TO OHH J0MEHBE BT OXAPAKTEHINNAHE. Brianie TakHx KoHTIMHAHAH-
TOR HA MPOUSCe APOHIBOSCTRY JOULEHG OLTLE PACCMOTREND H D0KYMEHTHRORAHO.

2.3 Honveruvee npelensl 008 KaI000 MPpegcTepriidEuHoNHOTO SHCTE HIH OUeHEHN DHOHATPYIKN
AOUEEHEL YCTAHABNHBATLCH HA OCHOBE NPEILIIYIHHY JaHHBX 0 A0KYMEHTHPOBATRCA, Ecow 2TH npeaens
OPeRLIeHE, CledveT NPpHHEMaTE KoppekTupyiouine gefdctens no NOCT P HOO 9. YeranopieHHLE
Mpedenid OoUEHL P HIHANLHG NEPECMATPHBATECA 4eped olpedsiedikle HHTEREANM BPpeMENH H, ecii
HEODXOIHMO, HCMPARTHTLCA.

4 CTatHCTHYECKHE MeTOIL, MPHMeHReMLIe 008 GIpelefeHis ohheMa NpobLl, YaCTOTa oTODPA NIPoD
H/HUTH JONYCTHMBIE TIPEI2ii 074 He cooTeeTcTRom s [OCT P KOO 9001,

E5 Ecau aas onpelededysa pesnMa MpoLeccd CTEPHANIALHN HCIOILEIVIOT NPeACTEpHAHIAIHOHHLIE
UHCAA (ECTH TOMEKG TREOOBAHNA CTAMIAPTA M0 BLTHAALHH YACTHOTO MPOLECced CTEPHINIALNE e MpeIyc-
MATPHBAKT WHOTO), TO!

i) KOpReETHRY IO A KoappuuieHT, ocHosaHHeA Ha sgufekTiaHoCcTH oTh0pa, ONPeLeisinT RO BREMH
BUTHIALHH (7.2) H HCOONLIVIOT MPH PACUETE APSICTEPWIHIAUMOHHOND YHCTA LIH OLEHKH GHOHATPYIKHN
A0 TOTO, Kak DyIeT onpeleie pexuy cTepHINIatHn;

bj PEIHCTEHTHOCTE MHEPOODTAHHIMOE, COCTARMAIDLNY NOMNYIALIHID NPHCYTCTEYIOWIHY B NPOIYETE
MHKPOOPTAHHIMOTE, J0HHA OWTEL NPHHATE B0 BHAMAHHE TPH ONPeJeieind PeRuMa obpadoTn.

Mpumevanne — Mpy HenonsosaHmn MUEROTHOIONHMECKHEE JAHHEX A CIPEISISHHT CTEPIIRIY WS
accinl pausanny (npuacsedie B, FOCT P HCO 111237 o HCO/TO 153409 [4]) npeacTepuan3aiMOEHOE STHEI0 MOKeT
GRITE HOMOUIS0MBIHD NE BRIGODME KOHTMUILHES B CTE QIR IVEIINY 0.

E6 [pH #cnoibs30sadiy DHOHATPYIKH 119 ONPeqeieHHa pesiMa NPOUecca CTepran3atue:

a} AOTHHO GETE PACCMOTPENG BNHAHHE 82 HE HATEHHOCTL CTEPHABHOCTH, eCli NPHHATEE NPeaeiLl
NpenkmeHsl, |

b} XapakTepHCTHEL KOHTAMHHAHTOR, KOTOPGLE O0LMHO HE BCTPEMANTCH, JOMMHA BEIHYATE OUSHEY
PEIHCTEHTHOCTH ITHX KOHTAMHMHAHTOE K APOUECCY CTepHINIAnHE. 18 HATE®HOCTH CTERHILHOCTH 10 -
Ikt OLITE OUSHEHE TOCAEAICTEMA NPACYTCTRHA B OPOIVELIHR KOHTAMUHAHTOR BLICOKOH PeIMCcTeHTHOCTH K
POUECCY CTEPHIH AN,

Boe aTH Jauuee SO0AHE ORTL SOKYMEHTHPOREHE M YUTEHE TPH OMPEISIeHiH KOPPReETHRVIOUIHY
AeficTEMIL. DTH KOPPERTHRVIGLLHE DeHCTEHA JOUTKHE! GLITL NPone e B cootercauu e [OCT P HCO 91,

57 HMamesenus NpoaykuHH HWTH NPoUeccos 20Kl DLITE OhHLHATEHO PRCCMOTPEHEL © MOIHLHMN
BEPOATHELX HI3MeHe Wl DHoBarpyiIkn (os. Tarske 8.3). PeayIuTarThl paccMOTPeHHA IO/ HEL DLITL IOKYMEH -
THpoRanLl. Tpo pasMeHeHHH DHOHAIPYIKH JO0EEHa OuTE NPOBEIeH: ¢8 CNelHAILHAA OLeHKA 1T onpefe-
JeHdd e RTa HIMeHeHHI.

4
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MPHTOHEHHE A

[T paEOYHOE

MeTonkl GUEHEH NONYISUHE MEKPOOPraHATIVMOL HA FPOTYKLHH

Al Beesewme

B0 NPHMEHHE COLCPEHT PYKOBOICTES N0 Peaanisimy . TpeDOBaHAR HECTOALETD CTAHAAPT, COVENT 13
AVHILETO MOHEMAHKS ITHX TPEDOBIHAN, BHOCHT SCHOCTE B IEIKHLE BONPOCH, KOTOPBM CIEOVET YISTHTE BHEEMEHHE,
HO HE ARIHETCH HOYCPEIGIBEIOLIRM.

MoryT GRTE HCNMIBIOBAHI APVIRE METOIR], HO WP KTHEHOCTE MY QOVIAHE COOTBETCTEORATE TPeBORIHAM
HECTOM LIS CTaHIRPTE.

A2 OGmme mooEseEns

Just toro aTobsl SAHHBIC, OYMCHHEES NPE OUeHKS BROHAPYIRH, BRUTH HAASKHEMHE 0 BOCTIPOHIBIH M EMN,
BEAHE, 41006 3TH OLEHKH NPOBOININCE & KOETPOIMpYeME yeuosmay. Talopatopine yCTRHOBEM, NCIUTEIVEeMble
LI OOIVHEHHA OUEHOK KAK ¥ NINOTORMTEN MEIHUERHCKHY WEIHA, THE 0 B APYIOM MECTe, A0USEHED ORIy 3N BITRCA
W PURITETE B COOTECTOTEHE O A0KYMEHTHPOBIHHOH CHOTEMOH KEveo TR,

Ecny GHOHAMPYIEY OUSHHBANT B Aa00DETORHE MO0 PYKOBOICTROM HIFOTORRTEN MEIHEHHCKHY Huennii, o 1
AAGOPETORI M VLS i DRITh BBEACH CHOTEMA KAMECTA, TERCTEY AN v 3roTosnTend. ECmm normomsiy T BHe -
AADOPATORNEY, T PEROMEHIYETCH 68 OfHEHAIEHG CopTrdmUBporTs no cooTReTCTEYImWesy  aokysenry MO
(Hsnpusep, MCOMIK, Pyrosogcreo 25).

JThoben nabopETopHE BOERHE OPTEHAZ0EITE ciysBy KUIMeCTEL, MTO . GOAMHO OGLITh  KBRIMPHUHPORIHO KK
noviTiecn Kaveetia . [lonsoMousst 1 OTBETCTHCHHOCTE BHYTPH TEBOPETORHH A0V HEL Bl Th MU HLTERD YOTAHOBIEHLE
B AOEYMEHTHPOEHE, DNpeieaeHHoe AH00 SrsHo SaTh: HATHEYEHD OTEETCTREHHEIM 51 PASpaBoTey CHOTEMEl KIECTEL
AABOPRTORHE W AVBEHO HMETE SOCTATOMHLE NOTHOMOMES L1H BHEIPEHM 3700 CHOTEME,

Poborma maboparopuin 0UusHL GalTh NPeiMeToM PEEVIRPHOM BEYTPeHHErD gyanTa. PeaynuTursl ayaum gonsms
AOKYMEHTHPORETECH W PICCMATPHBATECA PYKOBORICTEROM J350PETOPHE.

Pykosoncrae HOO/M3K 25 1] paer oCHOBHBR BPHHELNATE CHETEMEL KIMeCTER 8 maboperopid. Creusdnygec-
KHE TReODBIHNA K CHOTEMAM KAYSOTHS JUTH MEMDTOBHTEACH MEIHIHHCKNX Hateanil tauu s etapaaprax HOO 13485 [5]
u HCO 13488 [6].

A3 OGopyroBdHRe W MATEPHAITH

A1 Ofopyasesnne 3ACKTPORHOH odpaloTen JameELx

KoMBnorepsl MorvT BCHois0aaTech B IaBOPETopmMax 18 NPSsMorn 0o Henpamoro cbopa, obpeboTkn wm/ i
XpaHeHIA AL, DBOPVAOHARHE B APOTPAMMHEOS COECTIEUS HIE, HOMWIBIVEMOE [T STHE UEIeH, 00D HEXD TR
ITEL KESH TN,

Menoassye Mas KoMNBEOTERHES CHOTEME, BKIOHIE OBODYI0BRHNAE W IHIDEMMHOE obeCnedsHne, JHa Bets
WASHTH I POBINA, W 006 HIME HEHEA, KICHHMUHCDH HY, JOUTHEE GhITh: SOKYMEHTHPORIHE W COOTRETCTRY UL
OOPE30M ¥ THEPHICHEL

Jns nporpass Horo oBeCREHEHHA HEODXOEEMD HMETH CIEAVEUIVHY DOKYMEHTALHEY

- NPHEEIHLE NPOrPasiME], HONOAEYEMBIE B KOMIBETEHON CHOTEME:

- ONCPUILMOHHBIE PO ML

- WCIHEIBIVE MBS MACCHEE TAHH X

Bee nporpasmmnoe ofecneue e GoviHEG KOHTPOCTHPOBATECH Hil PEIMET NPEIOAHOCTH §0 HEMEN @10 HOTotk-
JOBEHNR.

Ecnn soMnuimepdos Nporpasyyoe obecicieHe prapefoTado Ha MecTe, BHHB GbTh [PeaycMoTpeHsL
CATAVIUNE HPOUEIYPR, FRHTHPY RS

- COXPELHEOCTE SOKYMEHTALWE, BEIE0NLE CHCTEMY [ROTPaMsMPoBIHNE;

- COXELHEOCTE NPEOTOROIOR KORTHUIR NPHIHGETH;

- HOVKVMEHTHPOBEIHEE HIMEHSH S BfO0rpas s

- HOKVMEHTHPOBIHHE HIMeHeHNA B ODOPYIOBEHMN # fHLHLALEYIO NPOBCPEY NEPEE HAUAI0M HENOEIOBAHKA.

TOT KOHTPHIN L IEHEH TEK#E IPHMEHATECH B 000MY HIMEHEHHOMY HIH HITOTORICHHOMY HE JEK8T TEIKETY
PO PEMM HOND 008 ITEMEHNH,

H oo s Ipse Ive MOTPETE NPOLETYE ONPEACIEH A 11 P I0TRRLIIEH HE HOCRHELHOHHPOREHHOET IMEHEHHH
PO PEMM HOND OBSC TESEHNA.

[MporpasssEoe ODECHEHeHRE, KOTOPROE DRIEHHIYET, KISCCHMIHPYET B NIPEACTRRTET JHHEEE LI CTATRCTHYE -
KX BIH APVIHA MOTEMATHHECKHE Ipoueayp, oopataTuBarT WaH SHLTHARDPYET HCKTPOHHELE COXPIHASMHE 1IHHRIE,
ADAAHD OOBOIATE BOCCTAHARIHBATE HOXOIHERE BXOIHEE AaHise. Moryr noTpeGoEiTees CHeUMabHEE 1POueIyPhl
UPXHEHPOBAHNA KOMITEOTEPHBIR JAHHEIX, 0 3TH NPOLUEIYPE Q0K DT A0KYMCHTHPOBIHEL
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A3 Jlaboparoproe obopyaosamme

Mons Guire IPEIVCMOTREHE CHOTEMEA ONPEIeieHis TPEDOBIHNT TeXHEMHECK0TD ODCTYEHERHNA LA Kasoi
YACTH EE0OPETORHOMD DD0PYAOBAH A,

Ofopyaosaare, He TPeGyIIIEE KATHOPOBEN, HUUEHD GRITh HeTHD YEITIHO,

Thoboe ofOpPYEOEEHHE MR CIT MECTH, KOHTAKTHPYRAUNE ¢ IPOIYVETOM B BREMA HCHBITAH L, UH0CHT {CMELEBHIN
EHIKOCTE), NHTATENEHER CPEA W T JOUEEHE DRITE CTePIIHEIM .

A3 Mukpofuoaormeeckie THTATE LR CPEakL

[Tpr npUroTORIEHAN BOCK MUEDODRHOAOTHMECKIX P H AI0EHTOR, HCMOIEIYEMBIY LA YHLICHHA MUEPOOPE-
HHIMOE W3 NPOOVETA, J0UHA GRTE 0DECIEHeHL BX CTe P EHOC Th.

Josona BeITE NOKSEHA CrEocOiHOCTE: MUEPORHIIONHISC KO CPe/LR 0T PRH BT POCT MEEPOOPTSHR0E, DGR H
IO AGETHIETOH MPHMEHCHHEM TECTE POCTE IR KRS0l P MATETEARHON CPEDLE ¢ PCTIOUTRIOBIHHEM MATOND KOTMYESITEL
(aemay 10 s 100 sonoHHeoBpecsy HIUHE cOnEEL) BROPIHHEY MUEpoopranneg. Tecms nomepssn PocTOaRY CHOHCTE
OOEHHD IPHBSACHE B EpsaKmneEy, VEESEIBRILIN, KAKHE MHEPOOPTEHIAMEL MODYT CHMTI TR THINGIHITHAME .

A.d Buiiop meToaos

Ad.l Obume moaosenns

[MowreaoBrme I HOC TS OCHOBHEY FTANGE METOL0E OUSHEH MAEPOIHOAI0MHHECKON KOHTEMEHALLHN CHeayIomas:

B BOP MTPOBLL

CROP OBPASLOE 114 WCNLTAHHH
NEPELAYA 1A HCTIHMTAHWA B IABOPATOPHID

OBEPABOTEA {ecnun Heobxommo)

!

MOCES B MHTATENLHY K CPEY

l

HHEYEHPOBAHHE
MOACYET H XAPAKTEPHCTHEA (ecau naanupyerca)

HHTEPNPETALMA JAHHBIX

Mnup, OTHETCTHEHHDE 30 NPORCISHIE TAKOH NPOUSEYpE, JEUEHO HMETh HeODNOAMMEE THIHHE O ChIDbE,
METEPMAIAY, MPORIBORCTECHEOH Cpeme, IPOUECee NPOMIBOICTES B CEORCTEIX NPOAVKLMK, 9T00n BRIDPETE COOTEET-
CTEVHOLLLIE MOTOOE OLEHKKR LIS KLEA000 M3 FTHN STRII0E.

OrBereTReHmeGE IHNG J0AKHG TPHEMMATE B JEcHeT OcodeHEOCTE CHTYALNE, PELELH BONPOCE [EPHOTHHHOCTH
orhopa Npod, BLEOPE BHILL MATETEIRHO0H CPEALL B VCAOBME KVALTHBHDOBAHMA, 8 TAKAS 1IMTEALHICTE, NPOSE e
pacsera o saaannn. JokyMeHTHPOIAHHE STHE (PaKropos 1 oDOCHOBIHHI LH NPHHATHE PeleHnil cnocoloTaver
NOCACAOBETEIBHOMY PACCMOTPCHEK METOLHE.

Ecou oueHoH ik DHOHAIPYIKD NPCIHEIHIMCHE LIE HENOCPEICTBEHROND OUPEIEIeHHE YemoEi Crepiuid s,
T B IPOCPEM MY OLCHEKH GHOHATPYIKH HEODNOIH MO BEIRAMNTE VIGKOBHER MATEPHIILL.

B speane GHOHArpYIKA DO0KHA CHMCTEMATHYECKH OUEHHBITLCH [UIR K4xI0r0 Buga npoayemdi. Oadoxo
YUMTHIBEA [EIIHO0ODEIHE NPOHIR0LIHMGH IPOOYELRA (MACTO B MATEX CEPHIX), 3T0 HE BCerIa DuBNeT ONpaE1LH-
e, B osTox oOCTONTENRCTEAX BHILE DPOAYKIEHI MOTVE DT CIPYONUPOBAHLL H GCHOBE THIOBOE 1OV,
AKBUBAIEHTHOH MPOMIBOACTEEHHOHE Cpeibl B MCHOIBIVEMOrD chipbR. Paivueoe oTHecEHNE NPOAYELMI K TAKHM
FPVIIIHAM DOA#HG DRTE IOKYMEHTHPOBAHO I A0THHO O0eCHeaBITE PENPESEHTATHEROCTE TaHHLY, DDOCHIBLIBA-
WM PYRITRPOEKY MPOIYKLHEIL

A4l DacMenTe OUCHKR GHOHAIPYIEH

A4 Obume nommkenn

MeTomns orhopn # oBpaBOTEHR NPOD 2003 DEITS TAKIME, ST00LL MCKTHMHTE HENPEAREEHH YR KOHTAMHHALLHIC
HAHEMHTENLHOE WAMCHEH BE KOTHMECTIEL MBI MAKPOORTEHEIMOE & npode. Creress ordopa npod 10/DEHa o sTETE
IPOEOAHTE [0CADBITCABHO CRBHEENC IERHOL0E BPEMEHn oThopa mpod.

]
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UGB G MUEPIOPTAHESME EPEHOCAT M NCNETYEMER ODPA3HOE MIM MY IPEACTARNTEIRHEY SecTel B nura-
TETRHVED CPCAY MOITAGECHHEM, OTMBBAHESM HIH PEEBEICHHEM 8 WIKICHTE. SAKSHT MO#eT SuTh NoTOM APONYLIWeH
eped MEMOPEHHEN HILTH, XOTOPLIE CAM NOMSICH B OWTETEILHYI CPEAY MW MO THUOREH HE TLI0CKY K
NOBEPXHOCTE MHTETCALH0E cpeanl. Kpynuee Hepaeanvse oDpeatnl MoryT KOHTROMHPOBETECH METOMAMMH, T MEHH-
CMBIMH LA KOHTPMIA moseprnocTed (A4 24 8—A4 24 100

Bruamiesne MUEPOOPraHHIMos ¢ IORePXHOCTH NPOIYKTOE MOEET GRTE VIV HO B TPHCYTOTEHE TR PRHOCT-
HO-AETHEHEX BELECTE § 3000CHTE W TIPH MM eC KoM B CTEIH Ha NPOIVET B I koCTH, OB MyHD HE 0T BIYE M b
WANMHTE MpHBeteHn 8 Ad2 5

A42 2 Babop npobs

A4 221 Mns onpegeieHds opeicTepiiiianHoHHONG 4HeaE npoda oToRPasTel TRV CrocoDaMm;

w) orhop POIYKTE COy4ailH sy DOpEAnM Nepel CTepILIHaanHei;

b orhop HEMPUIOAHOID L0 TPUERH ITPOIYVETH, KOTOpRil mpeicTasimer CoDoi MacTe MPOAYKIHE HIH HHEM
COpAS0M EDPOEOBARHY K. TPOIVELTHED,

Brifop ofpainn Moser SHACETE OT MHOSCCTIS QEICTOPOE, HO ODHEICL JCEEH KK MOKHD BIHHE COOTHETCTROEITY
IIPNIY KL, TIPEAMEIHESEHEON 1 crepuncatg. Ecnn npussTo pelieHne Monoisinsars a0 KosHHYRY POy KIHED,
HHE DOVEEHE NPEICTHENATE CO00EE MPOay K, MPoMsaiy Boe CHOBHEIE CTUEHH DPOHEE0ECTEE, BEIHPES BOONOHH kIR
HPOUECCE OMBCTKE B yilakoBe. [lpeanosrmisme sio £5Ts npoayEUin B COOTEETCTERHE © DEPrEaieHes i),

M paoaiunese Ueaci, TARNK KiK. BRIIITENNH NPODECEL NCTEN MIIH  OUCHES [TPOHSB0ICT BE HHO NPOeCCH,
npn BRGpEe oOpRAos I oueHKs DUOHATPYIKI MOMYT HCNEOBETECHE PRUTHYHEE CTPETEIMN.

A4 22T [Mpx HeoBxoansocTH ANH GUSHEH GHOHEIPYIKN HOINUILIVETSH BECh NPOOVET, XOTH T80 MOKET
CKEEITECH HEOCYICCTRRMELM W3- TOIO, WT0 NPOAYET He NOMSIEeTeH 8 1elopaTopHy i nocyay. Tora cneayer BTl
MHKCHMEAEHD TO0BIWIVHY SA0TE NPONYETE, KOTOPEH NOIBNIEET QUEHHTE NOAHYE DHOHATPYIKY BOOTO [IOIYETH.
TwaTearHEi. BuGoP SECTH NPOIVETE HEODXOMHM TOMIE, KODE KOHTPOIHPYEMEA NPIYET HEIRCTOR GOk,
HANPUMER, XHPVRIHASD KA ORCHILE BT HAPYHHBI IPEHIEH R ROMILISET.

A 422 Y Bo ppess oiB0pa npod MUH ORSHEN DROHLIPYINH DPOIVET MUDESH HEXOMATECR B CBOeil CrapnapTtHoil
VITEBCHEKE.

[T rBope SMacTH NPGIYETE UTH OUSHEN BHOHAITTYIRH HYEHD CODMIIATE GETOPMHOCTE TP MAHIYIRN
NEOAYETOM. 30 GoamHe DbiTh CACMEAHO B SHCTEY YCAIOBAAX {HAMPMMED, BHYTRR JMMHEDHOID mKadda), 4TohL
HADEXATE BOTVIHHTEALHON KOHTAMHAHALHH.

A 42 Meproguuuocms oTbopa npod

[MepnoamaHocTs oueHES GHOHATPYIEN J0/EEHA BRTE VOTEHORIZHA HA OCHOHNE SHATHIE WIMEHA LR draxro-
PO, K RETOPEIM OTHOCHTOR:

B MAHHEE NPenRoyiel oues k0 GHOHLPY IR

b} weak, Ana KOTOPOI GCYLICCTRARTOR OUEHKR DHOBATPYHKN;

C) MENERIVEMBIEE TTPOLUECE NPONIB0ICTRA;

d) paisiep cepaq;

£ MBCTOTL MPOMEBOICTES NPOIVETI]

) MR TYe M LIE MEATEPILLTRL

E) koneDaHHA B OUEHKEX DHOHATPYIKH,

Orfiop npod MoMeT GCYIMeCTEANTLCE MEpes ONPEIeACHHEE NMPOMERYTEH BRCMEHN {HANPHMED, CBCMECHMHD),
WIH B CEBENCHMOCTH 0T KOHKPETHOM ODLEME DPOIYKUME (HANpHMep, oucHes opyrmx cepiii). Ofwan npakrass
COCTONT B TOM, HTO OUeHKD DHOHAIPYIKH OCVUEcTREARSTON ¢ DOasmed (ecmomodl B Hisaie IpOMIRoacTEl HOBOIG
MPIYETE M OBTEM OO CHHAHAMUSACH SACTOTOH 10 Mepd HAKOMASHIA IHAHNE O DnoRarpyike.

Hagrora oueHks BHOHATPYAKE SOVKHE [O3M0AITE OUEHN BETE 60 MM HEHNA, BRIIBAHH BIC, HATPHMED, CEHHE-
MH KOASDEHHAME, WIMEHEHHAME NPOHIBROACTER IWIH HEMEHEHHEMH MATERHLIO0E,

Ad24 Obpatorka

Ad24 Ofune nooosesns

CreneHs aaresii MuKPOOREIHIAMGE K OBCPEHOCTH EHCHT OT NPAPOAR HOEEIHOCTH CAMMY MHEPOOPraiii-
MO B IPYTHY NPHCVICTEYIBLUIME MATEPHAToE (Hanpasep, caaskn )l Tipaauss comriseHannn GyeeT TaKES OKEL BT
HANHHHE HiS CTEmeHs gareasy. 8 yame it MakpooprafiiMon MOKET HCIonbEarkes OTMBIBEHIE © NPHHYEHTE -
HEIM (HIHYECKNM BOANCHCTAREM Wi NPEMOH oTDop npodnl ¢ nosepxroctTy. Jasg msyuwero auEsmess MEKponpa-
HHIMOBE MOMET HCNONBIOBETECHE NOBEPAHOCTHO-BKTHERGS  BEISCTAD, NPH BRECOKOH KOHUCHTPAUNAN OHO  MOEET
HHIHGHPORETE MHKPOOPrREREME (A4 2.5).

C OFICABHEIMHE MATEPUEIEMHE HEKOTOPE MHEPOOPTEH HIMEL MOIYT O0PES0ELBATE GHOMISHEN, T£. CTPYVKTY-
P, B KOTOPEY MUEPOOPIIHHEIME HHEANCYIHPOBIHLEL B METPHUE, NPOYHD CKPENAAKMIASCH © THOMREDNHOCTER,
Mukpooprassismel 8 GHORACHEEY MOMYT NPOHMISTE YECIMHEHHYIG PESHCTEHTHOCTE & APOUECCY CTEPHEHIALKH.
OBpasosarne DHONIEHOK OORYMHO HE NPOHCROINT PR TRPOHIAOICTES METHEHHCENY HITSANE, XOTH § HEKOTOPRIX
CAYHARY GHH MOy T 0OPAI0BE BATHCH, HAIPUMED, U PADOTE © MATEPRATAM I XHBOTHOTO Nposcxosterna. B raxix
CAYYAHN HYHHO 0OPATHTE BHHMEHHE HIL BOIMOEHOCT T ODPRI0EIHHA DHONASHKH B yHECTE, YTO MeToAR oBpaloTeM,
wanikeHiee B AE2 4T w AL 2410, He MOYT NPHMEHATECHE UTH BRUOSTEHHA MIEKPOOPTLAHIEON, HAXOIHIHXCH 1§

7
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Gunomrenkn. Humgse DHOIIeHKN MoEeT DETh YETEHORIEHO NPH BEUHIALWH METOO0E BRACTSHIN, O BRCOKDE
MU0 MHEPODHOGOIHMES KHX YACTHL OTMEHSHE B IOBTORHOM Baiteaeann (A5 2 1 1).

ThoDist TeXHOMOMMA, NPUMCHSCMAR NPH OUCHES OHORAIPYIKH, A00kHa ObTh socnpowssaanaod. Cregyer
HADErATE YOAOBHHA, KOTOPRE MOCYVT DOHHINTE HKHAHECIOCODHOCTE MAKPOOOPIAHHIMOE, THEWX KIK 4PeIMepHoa
EABHTALMA, MEXAHHMECKHE BOAICHCTRILE, MOBEIMIEHHE TEMIEPETY P WIH OCMOTHYSC KR oK.

Herkoropsie MeToasl erse NOLIEKTTCR KOHTPOED, SeM apyrae. HameHenun Metoms u opeiIcTs KORTRI STHY
HIMEHEHHN JUDEHL POCCMETPHBEETRCH NPH BRBOpe serons W BeDope  MoocofHnell KoMOnHIUNH  mEsMeHeHH L
Hanpysep, 1ms ToHHOM METOUE MOMET DbITh VESIHYSHD BREMA M WIMEHEH [FNHLHI MEXEHEHeCKDIT BoaIeic THHs
IR yEEReH A ek Tl YARTEHME OPTAH MO8,

Hekoropeie MeToas SOryT IeiarperipoBiTs TPOIYET [IPY K0HTPROAE {HATPHMED, GEMHTEPAL A, PECTBOpe HIE
# mepeseisaime ). TIPHCYyTOTERE SEEUPeripOBIHHOTN MATEDILIE MOEET JATPYIHNTE MOICHET ROMMYSCTHA MHKDD-
OPTAHNAMOB M DOTPeBOEITE JONOIHITENEHOR oDPe0oTKH, HAMPUMER, LIH OTAEIEHNA BE 3 PEFMPORRHHOM METEPHLTE
o1 wncHTA. [loayueHHE NPR STOM JUHHLE HUEEHE GLITE HPEICTABHTEIHEMA.

OEpasuE LI TECTHPORIHMA CICIVET EPeIiETs B IalnpaToprn kak moxuo chopes. Ecnn sapepxis nepeaaun
obparnng B aaboprmopien . Hensiessn, To HenBxoHMo BREPETE YOIOBMA XPEHEHWA Takns obpaos, JTobkl npeaor-
BEUTHTL, MOTERI MHEPOORCEHAIMOE M aMeaeHna wx nomysunn, Joneno Guith YEXEHG MAKCHMAILHOE BREMs
xpaHeris . BRey i EHue MomeT DhTE [P HOI THAMHTEARHOTG CHIKS HES QIO MHEPOODTLHISMOE 8 A0EEH0 BRTE
YUTEHO NPH BRIDOPE YOEOEMA 1 BPEMEHN XPAHEHHA,

Ad 240 Orussanine

OEpasel ANH KOHTPOAH W MIBECTHE 00LeM 3HeHTE NOMELIEKT B CTEMHABHYKY SMKOCTE L98 OTMblBaRN. B
CMEOCTH PABOTART (EYNIONECTHEIE MELLEUTKE, [PHEYREEH R0SHT NPOXNGINTE Yepes obpased o sospyT Hero. Meron
ocobeHHO MheRTHESH LIH MATKIX, BOAOKHHCTEN M0 aBCopiHpy Oy MaOTEPHII0E, HD HENPHMEHAM LR J0061
METSPHAIOR, KOTOPLIE MOMYT DPHESCTH B HEMOUHOCTE eMEOETE, HROPUMEP, YOTPOACTE, COREPHBLLIY UL B DO kI
TEpe UM Tl -

Jomeno Barrs yeaauH0 spess o0paOoTEns.

FOT METOH MIGKET TERETE CYCIIEHINK © HIBKOH KOHUCHTRALHEE MUEPOOPIAHHIMOR, 0CKOELKY HONOALIyeTeH
OTHOCHTEMLHD BONBIIGE KOUIHMECTES 2t HTe. iR nociedosareastiong MoseTd MOonT noTpefonarect IpyTe
METOAL, Takue Kak donerpanns (A4.2.6.2) nnw qmweunwi meton (A4.2.6.3).

A424 3 HononeioBaHne YasTRasavE:

Koprponmpyessbil 0Dpasen NOrPYHLET B AoeHT WIBECTHOIO ODBEME B COOTRETCTRYIGWEN cocyie. Kasmni
COCYl HoEr0 coaepaimoe obpeaTRBLOTCR B WILTPAIEYROBOE BAHHE, WM B COACREOMHACH B COCYIE CHTHCHT
TECHT P BT YT KOBOET 30HD.

OnpemenssoT HOMHHLIBHYI SaCToTy VIRTPIOIEYKE, [P0 HTEIEHOCTE ODpEfoTEN H NO03HUHA, B KOTOP&IX
GOPEILEl HAXOAATCH B WIETPRIRYKOBOH taiHe. Moser noTpeboiiTech OIPEHIMCHNS MHC BAHORPEMEHES 0OpuDaTR -
BiMBIN GOPEOUOR, YTO0R MOHOUTH VILTPREIHYER $BaTiio an8 Ssdrhekrieroi obpaborsm.

MeTon ooofe HHO MOIXOINT A0H TECRUEX BUIOHENPOHRLEAEMLEX OOPRINOE B NPOIVETOR CHKHOH qaopue. On
MOGEET GETE IECTRYETHEHBIM LUTH HEKOTOPEY MEQHEHHCKEY WReaHi, B ocoBe HHOCTH U CONePAaLIINE Sk TROHHER
KOMINOHEHTE, TAKHY KOK HMIEIAHTHPYEMEIS KR0S HEDITOREL.

Duepris YILTRIOEAVKE ¥ HPOIGERNTEBHOCTE 0OPADOTKHE HE IORKHE DRTh BETHEN HACTOIBKD, YT BLIIHITH
rHDEaE MHKPOORIEHRIMOBE WM DEPerpen S e T,

Ad244 Weisnar (epesemiaiay e ECTPRAXREAHIWEM) OO0 CPeRIAHHE ML DYCAMIE 1 Be3 Hux

Koutpoinpyessil OBpaicy NOMPysIeica B cO0y] ¢ HIMEHTOM HIBSCTHOD O0bEMA W OIBEPTESTC TRROKE Hi
MECEHHMECKOM eikepe | BOOEpRTHO- TGS TYIATEALHON, KPYIOBOTO HIH OCeROr0 QelcTeMs ] L5 YIAIEHHE MHEKPODP-
rasnanoE. MoseT Henon saoseTecH pyEol welikep, Ho ero sider BT 3eEHeHT o onepatopa. dan veeaneieams
TECYBE PRHOCT HOMD TREHEA B RSl ae HTE BRLSTEHHA B ISHESD Mo ryT D05IRHTECA CTERIIRHHBIE OVTRLON PEARIE HHOD
passepa. Paosep cresassHpx Oy, BpEMHE B HBCTOTL DefcTEHE INelKepd HE BUDSHBl BRUSHOITE HEPETPE8a M HIN
BOAMOEHOND [IOBRERIEHHA MHEPOOPIEHEIMOR.

Nobapaenne crestaHEbnx GyC MoxeT YECINMATE IUI0WALE BOBEPXAOCTH, K ROTOPOR MOTYT ORIIHIETE MHKR-
OPTEH M b

JIonEHE DalTh YEASRHE BPEMA W HECTOTE JEHCTEMA WCHKHHIE.

Ad245 Buxpesoe cuemnsiHbe

R Tponpyesbie OO THEHPAGELET 8 aKperTEi KoHTeiiien, COTEpaamni NIecTHE T ofibed J0CHTE, Hi
EOTOPRIT BOATEHCTEYVET BRCILAMKIMIBNCH AONATRD BHXPEROM MHECCp © QDPasSomHIEM BHXpeil .

Jonmnes GETs YEASHEL MCIMIEIVEMETE KOHTERHED, BPEMA B CROPOCTE mepescmmpaHnn. OBpuivinnec BHXpH
OVINT TAKM®E JUBHCETE OT JARACHHH, COUBIECMOT0 PYKAM, KOTOROE MoseT DuTs paamemus. Meron npoct w ckop
B OOPELLEHMH, HO THIXCLHT TOMBKD L1 ODPEHI0E & NPEBMTRHBIME IOBCDXHOCTHM H.

A 42406 [NposiiBasne CHOLHEM MOTOROM

I HT MPOXGIHT Yepes BHYTPEHAHE NOA0CTH KOHTPOEApYyeMore obpaina.

Mook Moker OBPEICERIBETECH S CHET MPARRTALKN JHE0 C NOMOIWLEG HACODE. MOdeT HCROoNsIORATHOA LpY o
METO, KOGEE MPOAYET HANOTHAKT STHHTOM, JATEM CHUMEET W BOTRRXMEART.

b
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Movisnp GuiTe YKASMHEL BPEME KOHTAKTA MOAHIV VOTPONCTROM M UN0SHTOM, CKOPOCTE NPOMBEAHHE W OObEM
EMIROCT,

A4247T TomoreHRURa {3EHHTSIPEuHg

TecTupyennil oOpasel NOMPYEINT B IOSHT HA8CCTHOND OFbEME, HANOAMILHECH B COOTRETCTRYIOIEM COCYIE.
OEpEIe U HEPeMe NBHELNT WIH HIMETEYIIT § TEHCHNS SUTEHHOT0 BReMEHI, KOTOPOE SEBHCHT 0T Passeps ofpuaa, Ho
B HE FOEHD DalTh HECTON R DO, WTO0R NPMBOIHTE K TEPEIPEEY ATESHTL B BOMOBHOMY OB AIEHN I
MHEpOOPrHaaoR. Meros ofecneunmaet cnocod paiaene s 00paaus HA CTOE MR HACTH, 4T0 MAKPOOPIEHHAMbE
MOTYT BTE MEPECIHTIHEE COOTRETCTEY EOLIHM  METOI0M.

A4 24R Meroa cMulRR TEMOOHEMH

Tamnoksl COCTOAT 13 A0COPOHPY LLETS MAITEPFHATE LIS BBITHE BPOGEL, HAMOTEHHOTO HA MAIOH KY HIR PYKOATKY
COOTRETCTHYRMLCH (popae. Matepian moset GeTh PACTEOPHMEM HAH HOPRCTEORHMEl M.

CTaHmapTH R MeTO SHEAIOMIETCH B YRR HEHEH TAMNOHE DWepH b M PECTBOPOM IWIH KHIKOH NHTaTENLHOH
Cpeaoil M NPOTHRLHHNL WM NOBEPXHOCTH, NPCOHATHEMCHHOR 108 B3Athe opobe. KosduinunesEr peresepalnm
MoEeT DETh MOBEIEH B HEKOTOPRY COYHEAT TEPEHYHEM VETLEHEHNEM NOBSONHOCTH W O3ETEM NPOTHPOHHEN &
cyxus Tasmnonos. Tasior nosmewaer 5 OwhepHEll PRcTBOP W KUZKYIO THTETEALHYI0 CPedy i BCTPHYMEA KT
s Tore, HTohE VILLARTE MEKPOOPraEA Mk i Tavnona. TaMnod paeteopserca B G nhepEom pucTaOpE HAH RKHIKOT
nuTaTeneHoi cpene. Thoay e HHYD CYCneHIHE BHATHANPYIOT © HOMONEID (hHELTPELANE, MEILEHHBM MeTON0M HAHK
APVTHM CIOCOGaM.

MeTon cubIB TIPHMEHRETCS LIH KOHTPNU [I0BEPXHOCTEN HEMPEBIILHON (DOPMBEL WA OTHOCHTEBHO HE0CTY-
HEIK NoBepxHocTe. ON TRERE NPRMEHI 80 KOHTPOAH B bInx nosepxaocteid. MTpu nomnoassommms mor Mot
HEPOSTHOCTE OLAGKH BEARKE HE-3 paanoobpesns cnosodos MaHsnyiHposaHins s nonase.  bonee 1o, ece
MEEPOODUHHIME © IOBSPXHOCTH HE MOryT OETh cobparnl Tampoqos, Hexoropue i coBpaHEEE MHEPOODILRHEMOR
MOMYT TIOHECT R BHYTPE CTRYETYDE TAMIOHA B THKUM. ODP230M OCTATECH HEODHAPY ReHHEIMIL.

B rasnone se goamue OLTh: GRKTEPHLEIHER K BRETEPHOCTETHHECK K ATSHTOR.

A4X49 [Noxpuree arapom

[MokpeTHE NOBCEXHOCTE NPOEVETL PRCILIARICHHOH araposeil [HTATe IR0 Cpeaoil (NP8 MakcHMEIEHoA Tem-
peparvpe 45 7C) 0 upsyBHpOBEHME 10 BOEVHCHHA BHOHMBEY KOGOHHDT MPHMEHART NPH Manoil Snosarpysee o
COOTBEETCTEVENLEH KOHpRIYPEINK mpoay T,

Boomoskenid HEAGCTATESM METOLL SRAHETCH COTCCTREHHOS OBPaMEHNE KDHIMOMEDATOR KICTOK HA ITORSPx-
HOUTHY, PACTIPEISHEHHEIY B KOGOHMAY B ROHTAKTHBN NOBEPXHOCTAN AMEP, BHCHIKEHHE ATEPE H BIOMDEHOCTE HAIHEIA
HHEHPO0OB.

A424 1) KodmakrHue TUacTiHE

C oMo KOHTAKTHEX IUECTHH HIH COaiaos SaTBepACELUAA [THTATEARHLN CPELA MOKCT NPHMIMATECH K
NOBCPEHOCTH MH LANSSHH EHBLX M UEPSOPrivH ianmos € aroi cpeas. MNaaerins o cagilibl BHEvBHPYRITCH 20 I0RRIEHHA
HAOUIOHIH, KOTOPEIE JOTEM TOACH TR RNTCH,

[MpenvyliecTan TAKME CHCTEN JRRII0MAETCH B NpocToTe. PenvasTaTyl HENnoCPescTBEHHD OTHICHTCH K IDBEPX-
HOCTH KOHTHKTL © THEPOOH MUTATEARHM Cpeni.

TOT METOA AONKEH [IPHMEHATRCH TOORKD TOLIE, KUTAA IPYIHE METOEE HENPHMEHAME, T4K KAk oGRMHO OH
uneeT HuasyEe fepekTiErorTE. KOHTAKTHER TUBCTHHED B CERiNE ODLMHG TRHMEHAIOTOH TOBKD LU [0CKHX
NOBEPRHOCTER HIH NOBSPREOCTEH NPERMALEGH opMbl.

A S Gmoenth, pasBaBdTeIr U TPEAHCITOPTHER CRe/1k

Bo spemn oueHKH BHOHATPYIKN G008 HT MOGKET HCNONBE0BATECH L1 BELIEACHHE MH KPP IEH WM B3 IPOLY KT,
TpancnopTHee cpeis MOMYT GRTE HCTONROBAHE UIH MEPCARHH BRGEICHHEY MUKPOODTUHHIMOE A00 [OOCUeT.
Pasbamnmenn soryT MCOOARIGEITRCH N8 NPHIOTOLICHEL CYCNeHIMA, CONCMEDIINY  MHEKPOOPIIHIEIME B CYCTHELX
KAUTHHECTBEY.

CROMETBE CMBIBHBIX BHIKOCTEN B pasDaRaTeaei MOIyT OKIILBITE JAMETHOE BITHAHNS HiE o0y XK THBHOCT L
Honoakyeoro seToms. Bufupan aoedt 0 pasBapnTean, HYRHO oBPETIONE BHHMAHME HA BX QOCTAR (HAnpHMER,
COCTHRNREMLHE KOMIOHEHTE 1 MY KOHLSHTRAUAN, sovoTiqeckor gannenss 0 pH ). Cooran gomsen GuTs TakHs, 4Tobh
HEe OLUID HH NPOIHEPaUMN, HI WHEETHEILLHHE SHEPODPTAH IMOR.

Jns yianesmns MEKPOOTHELHHIMOE © TECQIEY NOBEPRHOCTER © MOMOUMILH0 KATKOCTH B Hee MOKET SORILEITLEH
MOBEPRHOCTHO-AKTHEHOE BEIMECTED.

OICHOBH R JIHIEHTEL 0 paafmn T npueeteHs B Tabane Al
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TaGrnunua Al — MNpumepn amxenos n prabasireneii

F‘U.iﬂﬂnllp Konuen TPIUMHMA B HAL HPIEM!:HL'IIIIL'
Panrepa 0,255 Obee
Merron 0,1 —1,0% Obwee
fTerronnsii Gyiep 0,067 M pocdar Oibee

0,43 % xnoprcTmil HaTpi
0,1 % nentox

Pocdrrrnmin Gypep 0,02 M dgrocdsar Obwes
0,9 5% xnoprCTREE BATPMl

XKAOPHCTLE HaTp#il 0,25—0.9 % Obwes

Kaneron Padrepa 0,25 % PacTroperne THMIOHOR © WIMIK-
HEATEM KEU LA

Tuocynnipar Prurepa 0,25 % Hefirpamnaauma ocrarkons xiopa

Bona Pacreopeane somaHes  npod,
MPHICTORISH HE HIOTOHHHECKHX

PECTEGMIE DECTEROPHMELY MATCRHLIOR
JLCF BEENLAIER TOOCYeTE

] PHMCUHAHNALE — SroT MEPEHCHE HE HEIRCTCH HOYCPTR B EFIM N ﬂfi’l.'!'.ll'tl-l'l’., TAKON KaK II{'I'.'IH{{PJ'.IﬁH'I.'
{ Tuwn BN, someT A0lawsHTLCH K ATTHMEHTY W K ['.\il'dﬁill!lil.‘t.'ik{.‘l. LTS NMPABHIED, HCIEOALEIYHYT KOHLICHTEULLLFEY 06 Ll',nl
oo 0.1 ﬁ'.‘-.. B 3EHCHAODCTE O li.'l]l."lllﬂtllﬂfiﬁ NMPHMCHEHHA. Lll.'H'IIiI-I."I.'L'I'H-}'II:HLI"_'r'}L'I' KOHUCHTRALEMKY NCTCRICHTE B KAEOM
Sy I!Ellﬁl!lpil HIT C THEHM HEC-CTON, TR HI0EHAT II-L"I{IZH.'IEIFIH'}I.H!-EIILI.[H.

A6 [Mepesor 8 NHTATEIRHVEY CPeay

Ad2 6] OBune nomeEcHIE

[Tpoueaypa NPArOTOREEHNE CYCIIEH TN MEKPOOPTIH OB IO HE IPEAVOMATPHBITE KORTO HATI SR % ERIX
MHEPOODTAHHIMOE B DICHTE, KOTOPE BUECH APOBOTHTRCH G0HEM HI METOI08, ONHCAHHLEN 8 A 4262 —A 4267,

Mepet mepeHocos B ETATEILRYE CPEAY MORET BOTPEDOBITECE AOHOEHATE IR OOpadoTra, YToBE 1e3arper-
POBATE MEEPOBPIAHIIM R B TAKHM OGP0 YMeHEWATE paabpoc. B HERoTopbIE Cyqans MeTon, HenuLayessii 1w
HLUMACHHA MHEPRIPIAHHIMOE HE KOHTPOIMPYEMOro o0paila, MOKeT pripyiers arperatel. B sesoropee MosMeH L
MOEET BlTE HEOGNOLHMO IPOBCLE HEC OTAENLHOH obGpaioTen.

Ecau B amesre NpAcyTeTEVIOT BAKTEPM IHAHEES W11 BEKTepHOCTITHMCCERE BEIUSCTRE, WX KOHUBHTPELRS MOSeT
OBTE CHHMEHA A0 JHASEHHA, HE OEDILIBLOWMETT HIEAKOM BIHAHRA HI MHKPOOPTAHHIME PH PACTREOPEHAN,
s TpanH nil xeMAveckodl rRakrdsaane. [Tpecyrerasne SaxrepuunasEy AN GAKTEPHOCTATHECCKHE BEUICCTE
MOGEET MO0 STON NPMMHHE OKAETE BAMAHHE HE BRIDOp MeTirs noacuer.

B smetoge noacteta KoaoHMil HyaHD [TPRHHEMATE B0 BHIMIHHE BEPXHEHIT PeIEd KoM, NORRIEEHITHESH TP
uHkvBHpoBasE . O sEeH GThE THKHM, STO0E BRI EHBOH MEKPOODTLHEM MOT BLTh ARHBTCH KK BRIHME3
EALIOHMH, HE MOHLTRBARNUAN BPEIHOM BIHAHHE HAXOIHUIHECH PAEos Mukpoopradicsion. [ipeoyrememe sonoso
MOGEET NPEMHTCTRORITE ODPAB0EIHEK THOKPETHEN KOAOHNA M, CICO0BITEIRHO, JATPYIHRATL THHCeT.

A4 26T MembBpas o duinsTpaLmR

MesBpanmag asTpauMs i nOCEeIYRWAs aHKYDRUES HALTRE HA DOAXO0ISIeH DHTITEIBHOE CPede LIm
IEUEYHE HEHE BRAMMBIY KOI0H T SaseTes SdepekTHBREM CPEICTEOM OUSHER KonTasuaasn. Membpasise insrpal
C COOTBESTCTEVEHIMMH PAIMEPUsH 0P COOCODHEL YIRNATE MEKPOOPTAHEIME HI UNI0SHTE, NPOXOEAINIEND HEPEd HUX,
Muanep ¢ nopavy paavepou 045 s OBRMED BENOIBEIVOTCR U VIYMWEHHE yerosnil obpasoenus xononnii. Las
HHEVDILUMN MeMOpaHusil Uity Moset ORTE ItEsH TH00 HE NOBCPNHOCTE drapd, AMdo HE aGcophipy KLy
MPUCTEIKY, NPONHTAHHYE THTAreasHoi cpenoi. DBpasomaiHLle B HOSSpH0CTE MeMOPIHHOM (PHIBTPL KOnoHHK
MOIYT BRTE NOACHHTAHE H RN HPOBAHLE JETH WX Baocdad KA.

Mesbpansasg GUABTPANMA OCoDeH O MPHUIGAHA LT CYCIERIM © HHIKDR KOHUSHTPANCH MuEPOOPTIHIMOR.

PUALTPALMEY OO BIVEIT, SCIM HHAKHIT CyBorpar cotepanT DakTepuuniHae Wi SakTEpUOCTR THYECRIR
pelecTsd, MUKpoOpranimsl VIATAIOTCH M3 RIO0CHTE B MOIYT DbiTh OTMETE HE MEMOPEHHOM (IIETPE HCpe
HHEYBHpoRaHne . Hegoropeie THNM MeMBpaH Moyt aBeopiupoBstT: M BEUEESTE REUICCTER, KOTORLE  MONVT
HHTHOHPOBITE POCT MHEKPOOPIAHEIMOR, OSTOMY BUEHO, TT00E HCMIMIBIOBUIHCE TONLKO MeMOpaHHse risTps,
COOTEETCTRYRHLNE LETAM D0ICHETE Mukpoopradmssos, Mes@puas sl sty i anoeHT gomses G COBMECTHMEL

OEbr 0 NPUMEHIETES BIKYYM KN MHOM CRETeil posnys. HysHo npossisTs ocTopeHOCTE, YT006 w3Gerars
HADRITOMHOTO TTPOTHEOIANEHIH, KOTOPOE MOMET BREBETE HIMEHEHHS W NOBPERIEH Be MemDpaHHor dunerpa.

Mpusmenanne — MemGpaHpan IHIETRILHA ATKEHTOR, COAEPKAIITHEY OCTATEH BOAOKHHCTHY [MWHIYKTORE,
MOEET DRTE JTPYAHCHE, TEK Kik MeMOpadHslil ety MoseT DeTe QNOKHPOELH.

I
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A4263 Jumupaevble TUIACTHEBL (METO0 PAIIHEGK)

OraeibHER HACTH CYCIEHIMH (UINKBOTEH ) KOO0 PASBCACHUA CMELIHBAKT ¢ PACIVIEIRIEHHEM ATAPOM TP
resePaType, HE Npeasiaineid 43 0 KOTophe WTECPICERET HE NIcTHRE, Hanpuuep, w damke Flerpa. 3anemyo
MANIEY MHEYOHPYET B 000 HTHBAKT KOMOHHH.

FanuBpeMBc TURECTHHE HE OTICRIOT MHUEPOOPrasniMel o7 e, [lpn maiwann Sakrepaunasex win
BAKTEPHOCTATHHECKHA BOLWECTE HYKHO PYROBOICTHORITECH PEEOMEHIssn A4 26 1.

Ad264 TnacrHHsl © PACOIPEICACHIENM CYCHCHIHE

OnpesereHHoe SOIHYECTED JEHHOM PEOSCIEH A PACAPESICIHIOT Ha NOBEPAHOCTH THEPEOH NHTETEREHONH Cpeim
€ TIOMOLERY LEETE.

Koamseomio cyomenani, pUonpeieie HEOE H TO8EPXHOCTH CPEIE, A0RHO LT MOCIOUEHD CPeaoi TaK, 4Todn!
OOpAINELINCE OTASBHEE KOJOHNH, VOIOEHE A0C0opaLKRE onpelender ofbey CYCNeH M, KOTOPEI MO®eT HCNOaRS0-
HETECH Hil SLLLIKE,

[Tpi e BRETERH EAAHEIR 1 BORTEPHOCTATHMECKHY BEULSCTH HYRHO PYKOBHICTROSATECA PEKOMEHLALIHE-
MH A4 261

A4 265 Meroa manbonee seporriors ynens {HBEY) ana ceprilnux passenesmii

[Mpir AoCTETOMHOM EOIHMSCTES SHOEHTE MOMET GeTh COEEH PRI MOCASIOIITEIBHEY DEIBEICHHE, KOTOPale
HHORVAMPYINTOE B MHTATCALHYN CPEAY T4k, S7T0 4aCTh HHOKYIHPOBEIHHOE Cpeabl HE J00T BRIMMOMO POCTa [p
roCAcayY e rkyBams. Cramiernaecxkan 00paboTka HHCIA padieacHnil, B KoTopex HaOl0moacTes pocT, abecne-
YHBEET GIEHEY HCXOIHOTD KOAMHECTRY Mukpoopradssmos. Tatnnus [14], nocrpoeussie Ha 0CHOBS COOTHETCTEYI-
MY CTETHCTHMECKHY [OUOECHHA, (03B0MHIT HEROCPEACTBEHHO OOPCIENHTE HAMDOMNEE BEPORTHOE 4HLIO0
MukpoOprasicsos {HEBY).

Meron HEY npocr, Ho amemaios venoustdl Ky STHEHPOEHMA, KOTORRE MOSeT BTk BCIHAREIEIH, OFNHRNCH, K
CTUTHCTHHMECKAH OCHOBE METOAE DEIEET er0 Hoass NPHEMEMBEM CHOPE: LR OPHEHTHPOBOMHEEL, SeM LUTH TOHHLX GUEHOK.

Ecom ppecyrersynT DusTepiruniHee win GaKTepHOCTATHMECKHE BCILECTHA, TO HYKHO [YEOBOACTBOBETECH
pexomergannamn A4 261,

A 4266 CnupatbHbe MM THHE

ONpeneneH HoE KOmHESCTI0 CYCHEHSIH MEKPOOPTEHNEIMO0E PRCOIPSIEAHETON HA MOBEPRHOCTH TEEPEH NITATE k-
Hoi cpetsl. PacipeieacHne NPOHCKOINT C YMEHRBLURKLICHCH CROPOCTRI F0 SIHPSUTI OT HEHTPE SIIIKEN K nepadepri
€ NOMOLIEKY ETOMATHEECKOTO YOTPOHCTRE.

[Mone nocmeayoueil HHEY DA H RIS MU EPOOREEHHEM0E B HE0IHOH CYCIEHINH ONPEICIRETOH © TOMOL K
COEUHATEHON CHETHON COTRH M CHETHINT TCXHEN KM, KOG GCHO B0 PRCYETONE HERETOS BOH HHIIIKE HUTH 000 HTh BEE M i
CEETO.

Mlpit mwvieesy BRETEPHIAIHER 1IE (OETEPHOCTATHMECKNY BEILSCTE HYHEO PYKOBOICTROBITECH PEKOMEH LA
M A4 261

Texunks conpibHblE WECTHH J80T BOCOPOMIBOAHMEIE PESKIETATE, KOTOPRE CONTHESTCTEVET PeIyaBTETaM,
HOIVMEHHBIM [0 METO0Y COPHITHEY PUIBmeieHnil, 0 TeXxHHKS PRCHPSIEIcHIE Cvenesnn. Braroiaps KoHcTpykumi
YOTPOICTE, HCMOIEIDEEHITHY KAMEUIAPHOH TRYORN H MATEM 0B MAM METRI CIHPATEHE TUACTHH B NEPBVEE 0MEPeI b
OKATLBAET DAAIONPHATHOE WMHHES B HHOEVITHPOEHHYE CYCNSHINE, KOTORIA XOPOLO FOAOICHHAMPYCTCH |
CTAHOBMTCH CROBOIHOI 0T YACTHL MATEPHAIE.

A4267 Meron HEBY nam meepaws obpaaios

Meron HBY somer Durh npuseies & HeDobmimy oracibHay odpaiuam. Merod mpuMerny npe oo TamosrsEos
HHEKOH DROHATPYEEE HE ODPEIeU M B COY4Es, KOCEE 4a0Te OBPRnos, HEMOCPEICTHEHHG BECICHHEX B TIHTATEALHY I
Cpedy, He BaeT pocTa npd uevianms. Peasteratel Moyt Gere ousHeksl no A426.5 i HEROTODEY MPOIYETOR
MOEET DETE NOANOIAUINM BBEEcHne DONce Hem 0aHorD oDPaius B KEIYE) NOPHED CPeis POCT

(TP ey GAETEPHLHARER 1O BOKTEPIOCTATHMECKHY BELLSCTE HYHEG PYKOBMICTRONATEEE PEROMEHIALE-
M A4 261,

A42T dpyrse seroon SHIHKEIHN MEEODEEHHEM0N

M onpenenenns BUOHATPYSKN, KPOME MeTomE NO008ET] KOA0HHIT, MOryT NPHMOHRTECH METONE HIMePEHNH
METADCEIMHECKON BETHEHGCTH (HATIPHMED, HIMEPEHEE CONPOTHEICHHA i sinHduyopecnenisa). Tagne meroam
HUSRIBANT HEMPHMBME. STH METOUL AVDEHE GTh  KUIHGPORIHEL 10 MHCTY KOROHHE. STH MeToas Tpedver
OTHOCHTEALHO TOABUGID MHCNE MHKPOODTAHHSMOE B WHEOCHTE NPODel, 4T0 OrpdHHMUBEET MY OprsedcHie. Kok
UPELEHAG, MUHAMARH L Tpeten obHapyResacs e Hacriy npesocxoant 1 konosneobpasyimnx eaunny (KOE).

Ad3 Buop anTareasusi Cpel B YCI0BHE mrky Gammm

[Mprt saefBope MUTETE LML CPEE 0 YVEIOBH T HHEYDEIHH HYKHDO VIHTEHRITh CHOVEHLeE:

@) HE O HE KOMOMHAINS CPEdbl N VOB HHEYTELNN He  MOGeT DDCCHEUNTE POCTE BCEX MBKPOOTTEHR MO,
(MIHEKD HEROTOPhIE KOoMOMHLLNE MOTYT DATE DUite NpeacTagnebHbER Peay BTHER, 963 ApyrHe;

bl BaANRHORHLE HCITETRREEA MOCYT NOTPeGOEITE DOMSE WIHPKOTS HATEI0HE THTATEIRHEY CPEL W YCIO8H i
MHEVDILEE, 488 B TEKYINEM NPoieces;

C) MPAMOI MOCEE HA CEICKTHEHRE CPEIE MOXET HE JETH POCTE MHKPOORIEHRIMOE, NOJEPrIHECH GHIHO0m-
MECKOMY CTPCCCY, HAH NOBPCAICHHEDE MHEEPOODTEHH NS
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d] BeBOp YCAORNE KYIETHEMPOEIHEE MOXET DRTE CORNAH HE OCHOBS OUEHKH KOHTPOOHPYEMOITD NPOIYVETE,
BEPOHTHEN WOTOY HMEGE MBEPODHOH KOHTIMUHALHE 1 BRI APEANOUIATIEN BIX MW EPOORIEH HIMOB.

[Tpusepsr naTeabHEs Cped B yemosiil EEyGaunmr npHeeteHs 8 abanne A2

Mpocecks 0 mieceHn MoryT DeITh  KYIGTHERPOBAHEL NYTEM MOBTOPHGE WHEYDARMM Mamer © aSpoBHbsm
DaxrepuaMe H COOTBETCTHYHMIHMY MHTATEARHEME Cpelasy npe DOEce HAIKHY TEMNEPAETYPLX, SEM TE, KOTOPhRE
NPHACACHE B TAIMLe A 2 OEOIHNTENBHO B TEHEHWE OT TPEX 10 COMH IHEHE. SHoT MeTon Tpeiver Domee TINETEILEHOM
COpILEHHHE.

Boe wmeronm HECEACKTHEHOID KYIRTHEHPOBIHNE AHASNOG0B MOIVT THKEE BREBNTE POCT PEEyIRTITHEHEX
HHE OO

Tadnuuwa A2 — MNprseps THTATEBHES CPel B yCAOHRI WHKY L

Tun MHERDPrasn BIsoH TIIE‘F.I.&H NHTATEIILHAY Cpeas AHuenknw neTTeALNan (=] YViesonum aueviamwn
Heceaextnerne Coeno-KazenHoesi nvmareasieil| Coepo-kaiensosei nurateasnsi| Ot 30 g0 357 C,
aspobHee Dakreprn| arap G TSk or 2 ao 5 oy

Tpunroso-coessii nurareasdeil | Tpunmoso-coeesi GyawoH

arap

[Irrateasnkil arap Merarensisi Gy anoH

Kpossnoit arap
Iokost-TPHITTOHOEEI arap

Apozcen w naccens | Jekcrposossii arap Cabypo Hexerposonnil Svakon Cabypo O 200 ap 25 °C,
ATEp COURIOROTIT SKCTREOKT Bynios commmmsorn SRCTRIKTSE or 5 oo 7oy
Benraiisckasn poai Coepo-Kase HEOBEL By ibok
Xnopoasife Hnponons arap Tpurono-coeeail GyaR0H
(Corun-KEen HosEE HTHTS -
HELH arap)

Tpunmoso-cozERIl arap

Apuapoiise Skre-] Yivorseniei arap s saocrpi- | bynsos Pobeprecona wa sapenoro| O 30 po 35 °C,
phn it msca or 3o 5 oyr.
Armap Wnpaepa AN THOLHEINE LI By b0k
[MpeamspuTeasHd BOCCTRHOBIEH-
Ml kporsHoi ampt!
ObenHesHL aHaIpobEpi arapt!
Arap Buaxena-Yearpena?!

U Y gasaHHpe ech YOIOBHA . HHEYDEHN REIHMTEE ODLMHEISM W LUIH THIIGE MHEPODPTLHEIMOE, TPHECAEHHEY 8
THIHEe.
2 Ky nieTHBMPYETCH B GHAIPODHED YCIORNAX.

i PHMCHEHHBC — HUT CHHCOE HE RRIRETCR MO RO B BRI AL

A5 Basmuiums METOI0E GHCHER DHOBICRY 3K

A5 ] Ofmme Mmoo

Batmamunn Meropon oucHER GROHAITYAKH NPHEGINT K OUSHKS MUKROEIOPEl, CYiiecrrysneii va npoavere, D
ML AHON OUEHEN CISIyeT EUTHIHPOIETE BoS HOIOIBIYEMER METOARL B OHPEEETITS 3pekTHEROCTE PEreHEpaLLITH.

A5 2 Bansaanns MeToA0E YIRICHHA MUKPOOPIEH M08

A5 MMoaxonst K BWEsE0 9

CyLecTByIOT A OCHOBHEY THEN00: K BEUTAA0 i SdupesTHBHOCTH YARIEHIE MAKPOOPIEHHIMOE H3 MEIN LHE-
CEMY HITENHI. S0 MOax0ah Sy K e

B} NOBRTORHIMARCE 00paboTs npotkl NPOEyVET;

b} sHOKY A8 LHA EROAYETE ONpeIEAcHHEM KHHCCTROM MUEDOODFEHN MO8,

Mosropamouaacs GOPEBOTEL NPOGEL UMEET HPEHMYILECTIEG IPH HCNOMBIOHAHUK SCTECTREHHOMN  MUKPOGHoi
KOHTEMHHALHE, HO TPeDYeT OTHOCHTEILHO BRICOKGA HEvAILHOE Guodarpyasi. Bropoi nooxo cosmser woneis
CHCTEMB! U HCARTAHH L, HO CTABMT OPOGIEMY TIPHMEHHMOSTH K eCTecTBe HEOR CHryaunm. (R Moset DulTh IpHnaaeH
AN NPOIYKTOR © HUIKEM YPOEHEM CCTECTRERHOT KOHTAMHH LN,

AS2 1 Merod nosTopaiinEc] pereHepatil

[Tpssunn seroms SENeeTcH 1§ ToM, WT0 GUeHER DEOHAITYIKH NOETOREETCA 10 TEX [0, K MHCHD MPKROOpE-
HIIMOE, TOIYMeHHBN TPH - EHTEY 0p0S, Nepectet yeennsmerecs. [1oome Kusioi NOBEOpHOCTH UUGEHT TOAHOCTRE
CMBIBLIT € DPOAVETE UM 200 SACTH M IO HTRIBEHIT . KOTHYECTRO MEEPOOPTaHI OB, AXKVMYTHPOBLIHHEIE PEIvILTTE
FOCACAOBATE T EHEX CMEIEOE CRERHMBARTT. SHOT METOI He GBnasacT Heofxomamoi 100 pocTea. Heans onpeasinms: TosHoe
COOTHOMWIEHIE MEKLY YH0IDM BEIAREHHEX MEEPOOPHHAIMOE B X 1eACTRMTEIBHEIM MHCTOM Ha NPIVETE.
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A5 212 Meron saHOKYANIMN [POIYKTE

Hdns onpeneacsnn SdspesTiBHOCTH BRISICHE MOKCT COVABITAON MOKVOCTBCHHAA DUOHEIPYIRE NpHIyETS
HHOKYIS HHCH HIBECTHOTD KOIHYECTEL BRIDPIHHHBY MHKPOOPTLHESMoE. M KpOopriHEsMal MOryT DslTh BECETATHEHEIM I
KAETKAMH  WAH CHOPpAME; OOMHD HCTHUIEIVIOT 43pofHbe SUXTepUNEHES Coopil. [IpHMeHeHie Bere T BHbY
MHEDODPIAHEIMOE HE NPEAKTHES JATPYIHCHD WE-38 ITOTEM HX KHIHCCNOC0DHOCTH NPH . BEICYIIHETHRE.

MuEPOOPrEHHIMEL, HCIOIEIVEMBIE L1H BAIWIHNHOHHEY HCCIEADEEHHN, BRIDAPENTT, HCXOOH W3 SCTECTREH HOI
Guonarpyiki. BubparHee MUEPOORIaH ML MOTYT BEEKSITE MPTanrensii:

n) rEeceHe;

bl MeaofiIsHEY BErCTATHRHEY MEEPOODTAHEIMOE {TPRM-THUI0EHTETRHEE WM TRasM-OTRHUIETE R RX)

C) CHOp CnopooiPEIviiHy PaM-IHUKHTENRH X DaskTepil.

Henoassomayne JHEsapobEa CNOPOOGPRAIYOMENE BORTEpHE LIH BENMISUHOHHER MCCICHOBIHENA MOKET npeE-
CTARMATE DOVILILHE NMPAKTHYSCKHE TPYIHOCTH,

AnamecnocofHbEE HACTHUE TOUEHE DRTE YEIAHMEICHE B0 BPesi mHoRyIRUHN. [loche peovinMsaHnn HHoky-
AHTA, BCAM S3TO JONYCTHMO AR KOHEPSTHOM . DPOAYETL, HCIOIRIYVETCH BRIDPAHHBGE D08 HEID MOTOE BRUCESHWA
MHKPOOPTAHN MO R, THHOWEHAS MUY EHHOTD THTTHL K THTRY HCXOIHOMD HHOKYIATE 130T 3l KTHBHOCTE PereHEPaLHK
OIH KOHEPESTHOM MeTOmE M HpoayKT.

MuUkpoDHIHN MHOEYIHA HMEET TAKHE OFPUHEMEHHS, KK HHEQVOTANMH, AOredns CYCNeHInm, rPyniiposk
EJIETOK B KOHITIOMERETE i KONeDRHE YPOBHT WHOKVIHTE, W S5TH OIPAOHHHEHHE J0VGKHE TPHHAMATECH B PACHST TTPH
MHOKYITHITHN TPOAYET.

Heorynauns NpoaykroE 1y abCopOUpyYIIINE METEDHAI0E MOKET CORCPIUATECH [OTPYKEHEEM B CYCITEHHIG
HERIGPE HH B MEKPOOPTAHRIMOR, TE NPOLIVEL MIGKET DPHBARTE K PUEHOMEPHOMY PACTTPCASIEHHL MHEPODRTAH -
MCHE HA TIPONIYRTE.

A2 Snmoewr

THBEHT HE AOUHCH COOCODCTEOEITE POCTY W METHEHPOBETE POCT MEKPOOPTEHRIMOE, VELTHeMEY C IPOIYKTI.
Yrobel yoranosnTe makoil spdekr anoenma, He0oasuoe EeCTHOE KIVTHMECTES MUEPCOPIaH HIMOE J00TKHO BriThL
HHOKYTHPOBLHO B NPOAYKT W OCTAREHD B S00SHTE B BPEesst, IPEICTIRHILIE: XY HINE yoAaoans paboTs ¢ miw. Torga
METO DUEHKH DHOHEFPYIKH MOKeT DT HOMILINEIH C yueros ek Tor HHrTHPOBIHEA TN Cnocobo TROBLE N
POCTY.

AS2L PranycckHe MeTOOR VALICHEA

Jns youAeHHA MEKPOCPIAHICIMOR M3 NPOAYETA MOTYT DL HCNoEssaHE (piEimeckie nospeicTenn (A4 2 4).
Joaksa GuTe yetaHoRIeHz SRPEKTHEHOCTE FTOMD BOLIERCTRIE HA GUEHKEY DHOHATPYIKH © HOMOUB30BEHHEM Hebons-
WAoo KoaudecTi mukpoopradianos {okamo 100 KOE), Sdupestrmadocts onpeieiseTos 0yTes nomcueTs MEEpoop-
raduivor. [Tpr 9708 A0AKHB OPEAMMETLCE BO BHUMAHWE BOAMORHBE #dpexTs s03elcTERL 20CHTE Hi
HEIEHEEEMOCTE VALTHCMEY HY DPOEYKTL MEKpOOpraHssqon (A5 22

A3 Bamiauns MeToaos noicuera

A5 TMps BRIiAHN METOAOR TIOICHETE HYKHO YHHTE BITh

a) BHO BBEAEHH N MHKPODPELHEEIMOEL,

b wpcio XHOAEME MEEDOOPTEEEIMOE-KoHTAM HERTOR. L srom soser norpefateon KosueH TP RO H e
HUIH U e H e HIEEHT

C) BOSMOMHOCTE HCMOAL I EHRA METADOANYNECKOR AKTHEHOCTH 118 OUEHKH YHECTL NN KDPOOPEEHHMOE.

A5 Bamnnanss ousHEr DHOHAMPYIEH JRBHCHT [DABHEM OODEIOM 0T CIEIYROUES (axropon

a) cnoeobHocTH BREOPAOHHEN THTETE LN B CPED ML GKHEL T BESEICHHEE MEKPOODTAHEIME] | COCTRRIHIIL S
BHonarpyIky;

b CotrHOMEHA BRIGPEHHON TEMILPATYPSL 1 BEPEMEHN HHOKYISURN NOLISPHNBREILRY POCT MBKPOOPLHHIMOE
B ERIGPAHHON NHTATEARHON Cpele.

A6 Henoasiosamme seToans oneHKR

Af |l ODmpe nomomeHns

[Tpit menonpIsBLHEN GLUEHKH DHOHATPYIKH D18 ONPeIeieHRs Peainsa CTEPITHIAIHN BaRHGE SHIMeH WS MMeeT
MO HOCTE 3106 oueHxn. TIpH Tekyvines KOHTROIe Npoueces NPON3B0ACTES HYEHO HOAs30BEITEER TOMHAM METOI0M
OUSHEN THOHArPYIE, 4TO0E YOCTHHOBHTE MIMEHCHHH A0 TOM, wak DYEeT JOCTHCHYT YPOBRCHB, TPH KOTOP0M
CTEPHIMIANNE ORDEETCH HeMichesTH BH oI

s nouprsepEISHAA AICKBNTHOCTHE YOTRHOBICHHOID MPOUECCE CTEPMAMELNE H IPAKTHES HEMGXMIHMO HMETh
oL MPELICTARECHAS O DHOHAPY IR, NPHHSN OLEHKE 28 B HL DEITh AKKYPATHOR | ToMHO6.

OueHes BUOHSEIPYIEY B0 BRCMH HANEIRHOH EURLATHH 180T OCHOBRY 103 OBHAPYECHEE HIMEHEHRNT 8 Tpouscce
IRCITAVATAEME. TE OLUEHKE MOKET COVKNTE L6 OMPeISTeHNA HEMPElBHIeHHBIX HIMEHEHI B REHAHEH HIMeHCHH
HE [POMIBOICTACHH B NPOUECE AN NPOM3E0ICTRCHHEYED CPeLy. YOTaHORCHNE KOHTPOIHDYEMEE NPeIe o0 [POLEcCt
B OAHUIHS TEHASHUIE MO8 0T CHOSEPEMEH HO OMPEIeiEaTh HIMEHEHHA DHOHArPYIKN.

A2 [Mpeneant KoHTpoas

Brfiop npeaetos UCHEN GHOHATPYIKA NPH KORTPOIC OCHOBRIBICTOH HA perpocnesTHemos anaesse. Dewane
MOTYT AHEAHIHPORITRCH HiL COOTBETCTEAS FABSCTHOMY MATEMATHYSCKOMY PACTPEISIEHREY [HENPIMED, HOPMEILHOMY,
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pacnpeacienss Myvaccoms, BHHEOMBHATEHOMY ). FRCOEPHMEHTAILHEE CTATHETHHEC KNS TUHHE MOrYT ORiTh npeobpa-
IOBEHEL B NSIHUTRIORLREE A5 BOCTPOSHEA HIAGCTHOM METEMATHHECKOT pacnpeseacHna. Eoin 3ro yone e caenanos,
i MOTYT GuITE BRIMHCICHE AOBCPHTSNBHEE peseanr m ousien. Henpaswsnoe npeotpuioBaEamne monyvteHHbX
OUHHEIX K HIBCCTHOMY METEMATHHCCKOMY PACNPCICASHHE MOMET NPUHBCCTH K HEBCPHOMY PefyiLTaTY.

[Tpn HEBIMOEHOCTH NOAYHEHHA WABCCTHOM PACHPEIEICHHA COMuUl 2erknil B Hanfanes pacnpocTPasEeH sl
HYThE VOTAHOUIEHHT NPeIcios — 5970 PeTpociesTHEHL GHANNSE DEHHEL 11 HANOBICHHE YPOBEHH, HWKC KOTOPOrs
pacnoEATEETTe B3 5% qucan BELEHBUINY KOAOHNHT Mugpooprasuason (en 90 %, w99 %) MNepuooraecknil obop
IPHHATEY NPEAeion, COOTBCTCTEYIDMINY TPeOORAHHAM, VEAEH B HACTOALLEM CTAHIAPTE.

AB3 AHLIHI TEHUEHUHI MPH KOHETPOIE

AHLTHE TEHASHUME NPORLIRT 108 NOITECPHASHIE TOM, WT0 IPOLUSCE MAMEHWICH, TS S0IH OUSHEN HAXIATCH
H YOTHHORACH HEL IPeeaay. AHLIHS BRIIIHECTCH NYVTEM HIYYEHHA TAHHBX, OTEIOHAMIHECH OT Q0BIMHOM COysai-
HOID PACTIPEISIEHEH OHEHOE.

Jonyokseren npayMeHsTE CTARAAPTHEE MPHELN L cTaTHCTRYecKoro kommpons (20, 15, 17, 18, 21].

TerwaeHums HIMSHEHNA B IPOUECos © MOCTEMeHHEIM VESIHYSHHEM MHONE MOECHHTAHHLY MHERIORrEaHRIMOE
MOMYT MECKWPOBRSTECH COyMEEHRMHE OTEIOHEHMAMH HIH HIBECTHEIMHE HAKIHMECKUME (PAVETYLHHAMI | HATPHMEP,
CLIDHHEMA KONCDAHRNAMH] 1 NOSTOMY MOIYVT OCTATECA HEJEMEHEHH B MH.

Ol b 4AUTo MEEPOTHOIOT MECKME TIHHEE HAXOIHTCR HE VAORIETEOPHTETEHOM YOBHE B TETCHME DI IeicH-
HODD BPeMei, [OCIE Haro GEET AEHE, oBRMHG KOPOTEHE ik, ChesysT KOHTPUIHPOEATE SACTOTY (IOHRISHIA STHX
MM EOE.

MPHIOKEHHE B

[CT paBOYHOE

PYyKOB0ZCTRO M0 BATHIANLNH MEEPODHOIOMEYECKNY METOA0E OIEHER

B.1 Beeaeane

B oo apraomscHH (IPHBELCHE METOIL], KOTORLIE SOTYT GRTb MOM00 B30BEHRL TR BRTHIALN METOI08 LS HEN
GuonarpyEei. MoryT SuiTh HCHob R BaH R HLE IOANOTR,

Jns TOMHOTO NPHMCHEHHA 3TN METOU0E HEODXOIHM COOTBETCTHYIMUMY ODPAMN NOATOTORACHHEIN. 1 KREUIH-
drupposantei nepeonsn. HeoBxoanso vauTHears KOHQUIVPELHE OPMYETE 0 CHTYALHH, B KOTOPEX Cpein
MUEPOODTHH MO E, COCTAREHALNE BHOHLMPYIEY, HAXOIETCH HEEOTOPEIE KOHTAMMHANTEL.

B.2 Basnaauma MemoQos yIAJACHENA MAKPOORIAHEIMOE N2 NPOAYETOR

Mpumewanne — B om0 NPUAOKESHEE COUSPRATCN AR METOSA BAIHASNMH NPOUSCEA YARTEH IS MEEPOGP-
FEHHIMOE W3 IMEYKDL, KOTOpRE Gbiad BncteHel B AS2; 8 B2 1 nprscicH seron nostopsuoieics obpaborki
(A5 21,10, 8 B.2.2 — mertog HHOKVIRPOBAHHOUS npoayeTa (A 5.2 1. 2)

B.21T Bamsanais © HONoIE30EAHASM BOETORREHCE 00 paborn

Mpumexan e — lpy aros weTone 2 BATHIRRR REN0TET dukTimeckyio Geodarpyasy. Huorms stor
METO HMEHYETCH & HDRITOMHOM e re Hepauneiis.

B.21.1 Mepes Hanmanos BUTHLALKE TPOUECCE VI HAN MAKPOOPTAHHIMOE MY NPHIYETE DHOHEITV KN T008H
OLITE OIPEISTSHE W I0KYMEH THPOSEHA.

[1 PHMECHAHHNS — [} NPOUECOS SECTNEPHMCHTOE ||p|1HHTI|ILi METOO HOldH EIMOHATE JPYIHM. ﬂu;mm:.‘
HEODX I MO NPEBECCTH NPEIBEPATE I EHEIC SECIICDHMEHTEL LTH MOHCED B OITHMESRD M MeToa, K.I.'l'!l'ﬂpl:li-i T EHT
BETHELLIEN.

B.2.1.2 (nOnpacicR ONPeasieHH0C KOIHSECTRG NPGAYETOE HWAK 9acTell HpoavkTos, AR KOTOPRX HY#HO
NPEACINTE ROHPMUHCHT pereHepEuEy. Koeneil npoayer sueken Oume nenstan (B2 10, 31T veroa eniey-
CTCH I8 OUEHEN HHCAS MHEPODPIAHEIMOE HA [POJIYVETE.

(Mo onpeenepas MEKPODHOH S IPHEIHE HEOCTH IPEIYETE STOT RS MeT00 MOAKET DblTE MO BIOREH HECKIUILKO
Pas UEH TOr e NpoaykErd, dobs onpeacnnts sdpdernesocrs orbopa.

Mpasmevapme — Toudoe uHCIO NOFTOPEHNIl. KOTOPDE MORET OLTh CHEIRHO, JBHCHT OT MHOKECTBL

flakTOpoR, BRAKMLR NPAPMIY OPOIYKTE B MAKPOORIAHHAMOE, COCTERIARNUHE OHOHAIPYIKY, H HCROIHOID YPOEHS
woxTEMHHALH. (e Onpere s HCIL NUATOPEHIA MoryT DRTH NPOBSACHE (PELBAPM T BHEE JKCITEIHMEHTEL

B.21.3 ,.'lm HERKDTOPREX MPOIYETOE MOAe3HD BRIHCHHETL, OCTINHCR O BHIHECHIOCODH B MHEPIPITAHHIME HL
IR Y ETE TS l'!ﬂlll'l'l[!ll[[!lii li.'lﬁ]'.ll:lﬁl.'l'l.'KH. o MOEH0 COENATE QIHHM 13 CICAYHIIINE CRCCOnE:

d) NOKPETHE NOBSPXHOCTH POy KTa Fllll.'ll.'.l':III.}H'.‘HHl'II"l NHTETCIEHOA l'.'pL“.:l.l:lli. KOOI NS JaTECRIC BAHHH
FOMEINACTCE B NOAXOARMHE VCIIDEHH KV TETHEHPOEIDHE IE [.-5|.42.4.'::|:I. 'l:h:'lpH.J(:lE;.l.EllLI.{L“L'H EOQOHRN TOACNHTBIBIHYTCH
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b) morpyseHne NPOIYETA B EMIEYIG MHTETCRLEYRE CROIY © NOCHEIVRIINM Ky ALTHENPOBIHASM ¥ WCCAC 10 BH HEM
pocti. Ecam nocne norpysesns B EnIEYI0 MHTETENLHYK CPEay M EWTETHEMPORLHNA Hl HACTH NPOaYKTOR IPHCYTCTEYEIT
HHMBEIE MHEPOOPOEHHAMEL, TO PesyabTETH MOMYT OWTh HCOMBIOBAHE AMH BeHHeacHus Go metoay HBY (A 4.2.6.7).
Ecnm ua Boex obdpaauax oraepseres poor, seroa HBY senes nonouszosars, 8 Mol BUIHGAunn JoseeH GrRTh
HEPeCMOTPEH.

B.2.1.4 Yacno womomil, mOocoTIHHER OIS NEPBMHOM [PHse e vetogos yiatesin (B.2.1.2), awpa-
BAWT KAK 4ACTE ODIULEID HCIa HOMCY N TEIBE METX KOVIOKH MG

Mpumevan e —YacTe obWers YHCEE ROIOHHIT MOKET ObITh PACCYHTAHA ANH KLEIOT0 NPOIYETL W
MO EMELHE A8 onpeacnedns sdufiesmprocmn orbope. B B A2 11 npaeegen pabosuil mpusep.

B.22 Banuiauns ¢ soenoasao i HHess HEOEY TR H O MTROEYETI
B22] HEIIL‘L‘II:.J}'L‘HI:IIi METIY] BANHAALNH  J0aMeH  DETh CNpeacieH B JOKYMOCHTHPOBAHE @ NEpEd HAIIRoM
BILTHILHLINHE IPOUCCC YIILVICH A MEKPOODIAHHIMOE HE [PMUIYETE.

[ PHMCYHAHHLE — BusHo HE MeHITE METOTR B MG ECOS BANHIERHHAOHHEX JECIICPHMCHTOE, nL'I'J'!'I:!lM:r' MOEET
DEEATHO A HEODXOLH MM NPOESCTH NS IELPHTE I BHEBIS SECTICPDHMCHTERD JUTH MOAECKE W OITTHM A HH METaaa, BL“'I'{'I-I'.IEIFI
FIOLICHHT B Hagi M.

B2x2r ﬂ,[i.'.l}ﬁlll.’l DBITh HPHATOTOAICHD CYCIICHINE MHEKREHIDIEHHGESMOE, HCTHNIRIYCMAH [LTH MHOEYTRWAN MpOayeTd,
H OB HER ADCEEHE ORITE DOICYHTEEEL AN HECTTOC 00 H RS MHEPOOPTAHHEIMEL.

Mpusmewanne — Bubop MUKPOOPrUHHIMOE, HETUIEIVEMEBLE UIH BENHEEINAN IEYTEM THOKYEHLIHN RPOIYE-
ra, pacoMaTpiageTed 8 A5 2 12 MUkpoopraH e, BEDPAHHEE IR HHOKVIRINH, DO0KHE NPOTHBOCTUHTE BOANE -
cremsy nponeccs  sucviapadis. [losromy oDWMHO MCHOARIVIOTCH CNOpsl A3p0BeEsx Daxrepail.  CapriioTmes
MOUXOIALIAMH 16 CEoMM CroficTaam crops Seciliis subiiliz var. niger; momer ORTE NPRIOAHOA BOIHANL CYCNEHIHA
Bacillus subtiliz var, riger, apuroToricHEss B coorrercrenn © FOCT P HCO 11138-2,

B.2.23 Jonsno GeITh DPHCOTORMEHD COOTRETCTEVEIILGE PEECTEHHME ST0H CYVCIEHINN B ONPEISICHO KTNSO TR
EHIHECTIOCOOHEN MUKPOOPTAHMIMOE B 3700 PRIseisHin. FHOKYIAT IomseH HMeTh TY #e KDOHUCHTPALIE, 4T0 |
CCTECTREHHAS KOHTAMMRANMA npoaykra, Qs obpainos ¢ @anakoil GHoHRIPYIsei moxeT ObiTh BoRxXodsiums oibes
CYCIEHIHMM ¢ KOHUZHTPELHSI, NoIsAREeH pacnonosnTe: Ha npoaykre 1) snBpx MEKpOOPra o,

Mpumewsnne — Moxer SRaTEH HEODKOIHMEM TIPORCIEHIG NPETBAPHTCRHRY SkemepaseqTon (B.2.2.1)
B.224 Nouavo ObTh swbpiHO HEEOTOPOE KOAWMECTBO CTEPHIBHLIX TPOAYVKTOR MIEE MY mcred. Kasawii

AR KOHKPETHOMD NPOIVETA, NOIRCPracTed CYLIKE B YCIORMN JAMHHAPHOIT NOTOKS BO3IVEA.

Mpumewanne — Eommobpaacy Ba MpOCTEPRIMMINAH OECHION FTHIE HL, TO OH AVEKEH OBITE IIHOCT LI
NPORCTPEH, STOBE YMEHELNTE BANRHHE KAKHX Oul 1O HE DRUIO OCTITKOR okcHaa 3mwiens, Boe Boamoxnme whdesral
WHTHOHPOBIHAA, BEISRIASMENE BEUICIE HHAME BCIIECTE W3 MPOIYETOE, TONRHE GLETE BOCACIOMIH B O PEasapTeibH B
akenepusenTax (52,20 u B.4).

Cycitcpana o OulTh PACTIPEACICHR B PDAYKTE TAEMM oDpazom, 9TobE MacTh DPOUOYETE, Wi KOTOpoi
HEHBOEE TPYIHO YALIHTE MHKPOODPTRHNMEL B SCTECTEEHHOM [TPONSCCE, Toke DLUIA BRIMMCHE.

B.2.25 ¥eranomenase vetomns (B.2.2) MoransaveiTca I OHpeIsicHHER HHCE HHOKYTHPOBEH HELX MEKPOOR-
FUHHIAMOE, YIAISEMBIX W MPOIYKTE.

B.226 Ynomo yrminevely MEKPOOPRIHIEIMOE BLIPLKIETOR KK SECTE YHETE MHKPOOPFEHIEMOR, WHOKYTHpO-
BEHHEIX B MpoIyeT. TakMe 906t MoryT OuiTe paecunTass s cuenoro npoaykra (B.22.4) » nenoseaosasn was
BRMACHEHEE HulekTiaRocT oTopa. B paigene BLS npescacH KOHEPETHSIL Tpasep,

Mpumenan e — JueHee, OTEIOHERAUNECH OT PESARTATOR HBATHIAUAK PEFCHEPEIHY NPOLECCE OTEOpE,
HCTIOTRIYIGLET [PHMYI HHOKVIHUHE, JOVKHE PRCCMATPHEATECH © OUTOPIMHOCTERY, TAK K@K STOT METOH MOEeT
HETOMHG HMHTHPOBETL HCTHHHYEY DHOBAITY3KY.

B.3 Ouenss yeaoBni Ky THBE BTN

YOAoBEHH KyARTIRNPOBAHHEA, T.€. NHTETENLHAS CPEE 0 YCREHA HHKYORPOBIH I, BRIDMEHHBIE LN OieHKs faom-
IPVEKEL, HE MOIYT ODCCIeHHThL ODHEPYHSHHL BOCK DOTEHIMLIEH K KoRTasuHanTon. [losmouy Ha nperrike mersaiesmo
JAHHECHHE DHoHErpyien. Tes He MERSE PESHNS O YCIOBHAX Ky ARTHRHPBOBEHIN TKHD GhiTh NPHEATO. 3TH W10
CIEEYET CHPEUCTHTE TP UL MeToaa oueHk (7.2

Pauporaisnoe OnNpeaciedme veIoaHil Ky AbTHEHPOBAHMT DASHpYeTCd B8 SHEHWH NPOUScea IpOK3B0LCTE,
MPOHIBCECTECHHON CPeilbl 1 MATERPHLIOR W NOCECAVIOUIEM CPUEREHNH MEKPOODIAHHAMOR, NOICTHTIHHEX [TPH STHY
YCAOEHAX KYALTHENPORSHHA H RAETCPHATHEREL KOMOMHLITHAX NMTETCALHON CPeAL W YCIOBHA HHKYDHPOBLHEE.

Ecnm npu aroM noaxone MyHesa Feises DRoHErpy, TO NP I0ME HHEE YOTORIE KYIETH BRPOREHRA I00HHE
GRTh MEPECMOTPEHEL C UE TR CIITHMHIMHAN KOTHYSCTRE (OCHHTHRE BX MEEPOOPITH M08,

B4 lNposepka BuiaeneHas BAESCTE, NDPOTARKACHCTEYKAENY (UEHKE GROHATPY KT

Ia OpOBEPED  HMEST LEARKY ASYMEHHE BORESHCTEHS H MOTEHUWLTEHG HYBCTBITEILHLE MHKDOORraHNIMb
HELLECTH, KOTOPEE MOIVT BRASIHTRCH B CYCHSHIRPYRIIYE KHAKOCTE, 300 NPHESICH NPAMEP NOANGIE, KOTOPhIT
MOKET DETH HCMONEIORAH A1H OUCHEHR METOA0R HE COOTRCTCTENE 6.2 HaCTORerO cranuapra 8 A4.2.6. 1.
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B4l Jonwue DeITh subpans CTEpRIMIvesEe MPOAYETE, W KOEAME OPOIVET A0IEEH DRITh DOOBERrHYT
HCMBITAHWEY LA OnpeieacHis sipesTs Yinici e MEEPOSPEAH MO8 © TOMOUED TIPOLECons, KOTOPRRE HLLIEHNT
HONOABMEETE B Tekyitei pabore. Echm B npouecce yIANEHIE WCMONBIVIOT WEEHT, TO CIEIYET HCNOThIOBETE
npouenypy, onucasHyie 5 B42 Eoom npoaykr HEnocpencTECHHO BAOOMTCR H BWTATCILHYHD Cpeay, 1o Sonee
MHMIXOIALN ABnaeTed 4.3

B.4.2 Ecan B nponecce YOwicHHE MAKPOOTEHHIMOR HCOOARIVETOH 3nenT (A4.2.5), 10 B Hero BBogureH
CHPEASTEHHOE KOTHYECTES TOTEHIMLTEHG YYBCTENTEBHES M HEPOOTAHICEMOB. HHeno HenoasiyeMes MUEPOORrasH -
MO A0KHO BRTE npRiaHsHTetaHo pasass 1), DakiepuocTaTHMeckme TECTh, B OCHOBHOM, ONHEAHE 3 drpMaxonesy.,

Mpumenanne — B dapuakonesy yKathsasnTes Bras HEIOUIEIVEMBIY MUKPOODTAHIIMOE WIH YELILBRETOS
HOAMOEHOCTE NPHMEHEHHH VIETEPHATHEHEIX MUEPOOPravwmiog, Takux kak Prevdonanas fuorezcens, Thammmsounssen
H pesyibTone CYCHeHINs JONHHE BeUSTKHBATECE B TedeHHE MEpROSE BPEMOHM, PUBEHOID, Ee Kpaiiscil mepe,
MUEC HMUTLHO M0NYCTHMOMY BPEMEHH, KOTOPOS IIPHMEHASTOR 16 OUEHsn HoHArpy s, Sames nomcn ThBseTos HHcs
AMBEIY MBEOOPTAHIEME,

B4 Ecnp npoiyky HENOCPeACTHEHHG BEOIMTCH B DHTATEARHYIO CPeay (HanpuMep, ousHra no metoay HBY,
A4 26T, To MODYT HCRONLIOEITECA BIETEPHOCTATHHCCKUE TEC TR, ONMCAHHLE B (EpMAKONCHHEIN MOROTPadmax.

B wrux TeoTHY MPOIY KT BROAWTCH HETOCPSCTREH D B ITHTATEARHY IO CPEIY H HHKYBHPYETCH B TEMCHHE YEARIHHOIT
HPEMEHH. JATEM MILI0E KOAMHECTEO Mukpoopradmssos {B.4.2) spoasr 8 namarensyen cpeny, i MHEyDauus npoaoa-
saerca. [locae yramHEOR Nepron BPeMeH NHTETSALHA CPEIE NCCISAVETER Hil POCT MHBRX MHKPOOPTAHAIMOR,

B.44 Foum wmcio MHOKYITHPOBAHHBIE B SHCIO DEMCHEDHPOEHHER MUKPoopranssos no B4 2 oo
THAMHATEAEHD HITH BOOEILUE POCTA MEEPOOPrEHE M08 o B4.3 He oryeuseton, T0 TEXHA KA OLEHKH DHOHSIPYIKH T0DEHL
Gl HepeeaoTpeHa. MokeT ORASITECE HE00XR0AMMEI M BRECTH CTUHID HEATRLTHSILAN JUTH (uanTpaims L5 YIS HHA
HHrnGHpyieuny neweets (A4.2.6.1).

B.5 llpamep pacectos KoppesTHpyomux. socpdmmmenron

B.5.1 Beeneoue

Hinse npuseierbl 15 OpHMEP PacteTa KoppekTepyimere kosfupaunenr. MoayseHnne seimasnep Heobaa-
TETRHO MOTHUIEI0BATE UH OUSHKEN Peay i ETHTO BETHLLIEHORE R SECNSPHMEHTOR.

B.5.2 Banmiauus Texs KN B HiH

B.5.2.1 Mosropsmcwmancs obpaboTss

B2 1.1 HpeanusgposaHHEs FPYINA JaHH L% npreeiena 8 Tabanue B Jannwe consepsar nars NOBTopaocrei
IUTH M HUIHHCKHY HaenMii.

Tatawuwa Bl — Yncno komomdil, OnpeitacHHEX L MEIHUHHCKOrD HOUISTHA DPH NOBTOPRROWE e obpabor-
KE B THTH NOBTORHOCTHY
HYncao koaoHen u IEFHTO HOCTHR
OnnTu CpeaHsd SHCnn KoidHHR
1 2 1 4 5
1 fil 30 L\ 55 45 56
2 10 12 3 2 3 4
3 1 1] 2 1] i 5
4 0 1 ] 1] | 4
MoxkpuiTite arapos i 5 7 4 2 56
OIELee qUeIo BToH L il B4 6l 51 i

B5.2 1.2 Mo s madmoeum B shdse KTHEHOCTE BROCNSHMES MOKET GLITh PACCHITAHA CASAYIDLLNS ObpEIon:

[Mepane BEOcIEHIE i 50 0 55 45
(Moanse 8l (i 4 ol ] |
hiop, % 74 74 83 ik L1

Cpennss SdepesTnBHROCTE BERUISIEHNE MRKpOOprHEsMos pasda 818 % [lpesean komefasnil coOCTaRIRET
Ta4—a0 %

Mpowmesadwe — B paceetn mcsoeHs RACLIRAPOSIHHEER CHTVALWA © HCOOIEIDEEHHEM MATIL NOKPLIBL-
Etners Araps. TIpRMeHeHI FIon MEeTona MOseT NPEITTICTEOENS DPHPOIE HEKDTOPEY BHI0E MEIHUHHBCENY WA
(B.2.13 a).
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B.A21.3 Menoaeavs cpeiron 5depesTHRROCTE BuleieHes, Ioaysis KOpPesTupyioui soadidmne i

10
— =22
] B
] PHMEYIODHNS — [ HCKOTORGIX CAYSLRN MOSET DhITH NPHHEATO PEEUCH S HCTTOBIOBET MEHBLIAI TpEsET

ECUIeDEHM, gk TOEYHHTE PACHET ILUIH HAaMEYVIILINX }'L'.'Il'_'l!:l-l1j1. Pewenye l_II_'I.'J,L".I' JHEHCETE OT HEMOYCHHON HOMOT R0~
BEHHNH HHLIX,

B.5.22 Huoxynsums npooyera

B.A221 Bubpad serol HHOEYTALNE NPOOVETI, TIE KAK [PCIBAPHTSIBHEIE SKCISPHMEHTE NOKERIN, 4T
GHOHATPY 3K Bha 0MEHE MLIA

B.5.2.2.2 Dena nparororneda cycnensnn Sacoiilus subifiz var. niger 81 GuLU10 OIPCISieHi SHCI0 EHSHECHDUD0HLL
MEEPOOPTIHHIMOE © RSO BIOBAHNCS OITTH MR BX YCIOBWE KyIIETHHRMOEH .

B.5.2.2.3 Deumo mpHroToRIeHD pRSEEASHRE cveneHann, B koropos O, 1 s coaepant 100 cnop. Bubpanian vacts
MEIHUHHCKHY HUTEIRi DhiAd MHOKYAHDOBAHA FTHM MUOECACHWEM CYCOICHIMM K OCTHRISHA 198 BeICWXAHHA [0
SIEAMMHA[YH BIS FETOROM BOGAYEA

B.5.224 HamHokyupoBai LI NPOLYETOR BEIDRHHEIM TPOUECCoM BRociets coopel Bacillus swbtiliz, npaaes
CPEaREE THCAO BRASIEHHRY CNOP pABRATGCE 35 © npeseaasy soaedannii or 25 a0 40,

B.5.225 Koppesrupyiommii socsdepsmnenr s siipesTHEHOUTH BRlDEIcHHE PaBeH:

B.5.3 Ouenka DHOoHATPYIKH
Ouenka BUOHATPYIKR MOKET DRThH BEIMNTHEHA YMHOKEHHEM 1PCICTERITH3MMHOHHOT YHCIL HE KOPPEXTHRVE-
wimii KosfEprudenT, BeMncaeHiEi o B3 2 nscrosileno crasiapT,

NPHIOKEHHWE C
(1 pagaHOE )

bubanorpatna

11] Pykoeoacreo HCO/MIK 25—90 OGuwime TpefoBiHEA K KOMACTEHTHOUTH NOBCPOMHEELY H HCN ETHTE BHAR
AabopaTOpIE

12] HCO $00-3—97 Cranmsprs 8 ofiacTn AOMRHHCTPETHEHOIO YAPRAISHMA KEYCCTHOM B obecneucHNs
kanecrel Yacts 3. PyKoRoIRmHE VEEIGHUA 10 npusercrien cradsapra KOO 91 —94 npy pazpaboTse, nocTaEk: |
OOCIYHHBAF I TIPOTPHUM MEGOIT OOCCIENEHIH

13] HOCO 9004-1 —94 AnMAHHCTPETHEHDE YITPARICHAC EAMCCTEOM B OISMEHTE CHCTeME Kavectaa. Yacre 1.
PykoBonsmme yrasaHns

{4] HCO/TO 13409—9%6 Crepran3auns MeqnuHHCEsH nponvkimn. Paonanuosnan crepanmziuna. ObocHosa-
HHE HCNOARMEHAA 203 B 25 klp kax crepranayviomei 0ns Hefoabnuy Wi HESMeDD HaroTasin BIEM bIX E[THii
POV ELA T

[53] MCOD 13485—9 Caoresnt kuvectea. Mennusnekne wyenns. Yacrinie Tpebosaiin € NPRMeHEH I CTaH-
aapra OO 9001 —4

[6] HCO 153488 —98 Cucremit kaueerra. Menmmnnckne wagemsa. Yacrusie pefonas s K NPHMEHSH MK CTaH-
aapra HOO 9002 —94

[7] Accoumamimes BRUTAHCKOR MEIHTHACKOR MIPOAMBILICHHOCTH B IPVITITE 10 FEMMa- 1 VIeKTpoHHoMY obayde-
i Cocandcknors Koponesores, PYKoanucTiee no oUeHES MAKPOOHOH KOHTAMHHAIHA, MOHHTODRHT OEPYHLIOWIET
cpeas i Guosarpsate i, 1992, — Association of British Health-Care Industrees and UK Panel on Gamma and Electron
[rradiation. Guidelines For the estimation of microbial contamination; environmental and bioburden monitonng, 1992,

[B] Bonanckn Jda. P Mogehupyisiasn cHOTEME 108 TECTHPMEHNA ChIPRA HA COASPEIHHE MHKPOOPIEHNAMOE,
Poapu. Texmoa., 42, 1980, crpo49—51. — Bonalsky )R, A model system for testing raw materials for microbial content.
Pharm. Technol., 4023, 1980, pp. 49—5]

19] Ae Man J K. Oreoppestuposasnee tebasus MPMN. Esponeic kil ypran npussanoil Mukpobnan-
ran, 17, 1983, crp. 3001—305, — DeMan 1L.C. MPN ables cormected. Eur. 1. Appl. Microbiol. 17, 1983, pp. 301335

(1] Toasewer TLJL u Yuopuna X Cpeadss LIMHG NpOroHs B CXemiay KyMyIiTHEROND KOHTPUIE KRYMoCTRA.
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Texnomerpure, 3, 1961, crp. =20 — Goldsmith P_L. and Whitfield H. Average run length in cumulative chan quality
control schemes. Technometnes, 3, 1961, pp. 11—20

111] Xonas HA, Halls NoA. et al. Coyuail HETRIIHYHD BRICOKHX NPECTEPMTHELHOHHEIY YHCEN (BCIecKoR)
HE FENOIEPMHMECKHR npoaykras. Paanannonnas deeiecan susnn, 22, (3—=35) 1983, crp. 662 —666. — The occur-
rence of atypically high presterilization microbial counts (espikess) on hvpodermic products. Radiat, Phys, Chem., 22,
(3—5) 1983, pp. 663—606

112 Amoncon PA. v Bpznwoy M. Spdekr nocacioparessHoill KOPPersaUuE PH BLRIIGNHEHER TECTOR
CUSUM. Texnomerpuke, 16, 1994, crp. 102—112. — Johnson B.AL and Bradshaw M. The cffects of senal cormelation
on the performance of CUSUM tests. Technometrics, 16, 1974, pp. 102—112

[13] Jykoe O M. PaspaBorka n nenonsiosasie cxes kosrpoast B-meck. EKypuan texvonorm kauecrs, 801,
1976, — Lucas J.M. The design and use of Y-muask control schemes, J. Qual. Technol., 8(1), 1976

[14] Myraxonm M. CpapHesne MeTosos KOTHeCTBERBOND orpeieseuni GaxTepuil B Bo3avae i oucHEL 0D ek
MUKPOOHDH  Kontavusannn, [Tpeeiensan apepofaoaorin OKpYARWEd cpensl, mons 1982, crp. 179—183. —
Lundholm M. Companson of methods of quantitative determinations of airborne bactena and evaluation of total viable
counts. Appl. Environ. Microbiol., July 1982, pp. 179—183

[15) Man O, SPC n wenpepsiesoe  vayvawesne, [Mvbankanun IFS. 1989 — Mal O, 5PC and Continuous
Improvement, IFS Publications, 1989

116] Ma=iax EC. Obwne kysyastHsiee puarpasse. Texdomerprse, 3, 1961, crp. 1—9. — Page E.5. Cumu-
lative sum charts. Technometocs, 3, 1961, pp. 1—9

{17] Wenenan rpynna PDA no mmmiaumi sOcCTAHORICHUHE RHERY opradnisos. Texn, orver: Bannmaos
HOCCTAHORISHMA XN BRX opradnivon. KypHin napesrepaibiol HayEn B Texuonorie, 4406), 1990, crp. 3243351, —
PDA Bioburden recovery validation Task Force. Technical Report: Bioburden Recovery Validation. J. Parenter. Sci.
technol,, $446), 199, pp. 324—33]

(18] [Myaeco dx. P, Pasepo M.C. n [Merepeon Je. Honponpiosasne VIETPRISBYKOBOR FHEPTHR [P OUCHKE
MHKPOGHOID BrpraeHrs nogepxdocTed Tpoanmsan ankpoduoaorns, FS6), 19357, crp. 1345—13510 — Puleo JE..
Favero M.S. and Peterson J ). Use of ultrasonic energy in assessing microbial contamination on surfaces, Appl. Microbiol..
15(6), 1967, pp. 13451351

(19 Wvpe da. T, Tecrm qa crepiibiodte. Dapuanesrneeckas nHseHepHs, BOsSbps — aexabpes 1987, cip.
35=37. — Shirtz 1.T. Sterility testing. Pharm. Eng., Movember — December, 1987, pp. 3537

120) Coxonsexs ¥ T, i Yageorei KT, ¥Yoopepune HOTROBIHHEH METOA HEICHCTL MEKPOOPTARNIMORE 108 Maieil,
CconepAany Serind. AyvpHan (apsanceTHHeckHx Hayk, 53, 1964, crpe 103 —107. — Sokolsky W.T. and Chidestey
C.G Improved viable counting method for petroledm-based ointments, ). Pharm. Sci., 33, 1964, pp. 103—107
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