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MNpeaucnoeune

Llanu, ocHoBHEE NpMHLWNGE W NOpALOK NpoBeaaHWa paboT No Mesrocy0apcTEEHHOR CTAHDADTHIALMK
yvoTadoaneds MOCT 1.0—82 «MexwrocygapcTEeHHan CHCTEME CTaHEaARTUIAUMK,. COCHOBHLIE NONESHKED K
MoOCT 1.2—2008 «MeawrocygapcTEeHHan CHCTEMa CTaH4apTHaaU K. CTaH0apTsl MexrocyqapsTeeHHLIe, npa-
BLNG ¥ PEKOMEHOALMK NO MEXIOCYRADCTEEHHOA cTAROAPTHIAUKA. Mpaawna paipaboTii, NDUHATHA, NERME-
HEHKA, OFHORMEHMA M OTMEHR »

CeoneHHA O CTaHOgapTe

1 NOOroTORNEH denepankHsib rOCYapcTEEHMER YHHTADHEM NPEANDUHATHEM «BoepoCcHBCKHA Ha-
YUHO-HCCNELOEATENECKWNA HHCTHTYT CTAHOAPTHAALKWA W CERTUdHEALMH B MAWKHOCTROEHHHy (BHMMHMALLY

2 BHECEH ©egepansHeiM argédTCTEOM M0 TEXHWYECKOMY pETyNMPORIHMD W MmeTponorvg [PoccTau-
napt)

3 NMPHMHAT MesrocynapcTEeHHEIM COBETOM N0 CTAHI2PTHIALMA, METDONOMMH KW CEpTUMEILMK (NpOTo-
kan ot 24 mas 2012 . Ne 41)

3a NpUHATHE NPOroNOCOBANK,

HPETHDE HAMMEHOBEIHAE CTERIHE KDH CTPSHE I:DHF!E:LL;EHHDI!' HAMMEHDOBEIHHE HIGBDHEINEHIFD DRraHE
no MK (MCO 3164} D04—57 ma ME (WSO 3166] 004—87 M CTAHAAPTHIALHH

Aaapbangxas AZ AzcTanraapT

Benapyce BY MocereHaapT Fecaybnek Benapyce

KazaxcTan K MoccTaHaapT Pecnybngkd KaiexcTan

KHErnzua KiG K bip sl 3ETAHOERT

Poccun U PoccTasaagT

TansurdCTaH Td Tan#wrrcTasABnT

YaleknoTans Lz YICTEHOART

4 Mpueaiaowm SegepansHore areHTCTED No TEXHWHECKDMY DEaryNHPOEIHMKD | MaTpanorikk ot 1 Hoabpa
2012 r Mg B44-cT MemrocynapcTEeHHBIN cTanaapt FOCT 31579—2012 (150 15798:2001) ppegeH B AGHRCTEHE
B KAYECTEE HaUMOHaNeEHoro cTangapTa Poccriickol degepadiin ¢ 1 AxeapAa 2015

5 HacToRw®A cTaHgapT MogetuMpoRaH N0 OTHOWEH W0 £ MEXOYHAPOOHOMY cTadgapTy |S0 157982001
Ophthalmic implants — Cphthalmic viscosurgical davices (Mannastate odransmonoryHecire. Odiranemanons-
HECKME BHCROXMPYRIrMYECKHE HADEMWA] MyTEM MEMEHEHNR CTRYETYPBL

CpagueHMe CTpYKTYDEl ME¥OyHapOOHOore CTaHgapTa co CTRYETYRON HACTOAWED CTaKIARTa NPHESREHD
e npanoxednn OB

ﬂﬂﬂDﬂHH!EﬂthlE M MAMEHEHH B {bpaﬂbl, CNOBa, NoEazatend WunK Mx aHadeHua BolOEngHLl B TEKCTE
CTAHAARTA KyPCHBOM.

CTengHe COOTEETCTEMA — MOJWdHUKMpoEannas (MOD).

CTangapT NOgroToRNeH Ha ocHoBe Npdrededna MOCT P 53078—2008 (MCO 1579582001}

G BEEOEH BNEPBLIE

Hrhopamalus of UIMEHEHURY & HEcmoRwey cmandapmy myGnukysemcs 8 axe2adnon uHOpMany oRHOM
yrazamens s HauuoRaneHeE Cmandapmeie, § MEKCM UIMEHERUD U MOMDSE0N — 8 SNESMECAYHIM VRIDODMALLOR-
HOr Yraramers csHayuonareRee cmandapmes,. B caydas mepecMomps [3EMeHsl] UWTU OMMEHL RECMORWLES0
cmardapms conmesmemapowas yesdoMnasue Bydem anyinuioasHn 8 SNaMBCASHOM UHEODMELTDHHOM YREAE-
meng sHauuoHansHee cmardapme s, Coomesmomayowan UL opEuun, yeedoMmaHue U MEaycms! D&M e 8 m-
CR OMERNE 8 WHHODMAUUORHDD Ccucmedes oDWess MoNs208aHUR — Ha afunuansron caldme Poedepansross
SASHIMEMED N0 MEXHUSECKOMY DESYRIUDGESHU 1 MempanoaLy 8 cemy Mameprem

2 Crangaprdsdopr, 2014

B Pococidckod TPegepayid HacToOALWMA CTAHOAPRT HE MOMET BhiTh MONHOCTED WA YACTAYHD BOCTIDOMIBE-
OEH, THDAXMHDOBAH ¥ PACNPOCTRaHEH B KaYeCcTRe ODWUUHANEHOTD HIgaHHA G paspeweHus PeiepansHong
AreHTCTEA NO TEXHHYSCKOMY DEMYIHDORAHKKD K METDOMOIMAK
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M E X ' 0O C ¥ O APG CTIBTEUHH bl KW CTAHIOAPT

MMnnaHTaTel @ TanLMonoriyecEHe
M3OENMA O2TANEMONONAYECKWE BUCKOXHUPYPIMYECKWE
Dbwwre TpeBoBaHHA BEIONACHOCTH

Ophthalmic implants. Ophthalmes viscosurgical deveces. General safety regquirements

Nara aeenessn — 2015—01—01

1 OBnacTe NpPUMMEHEHMA

HacToALLMWIA CTAHAADT pAcnpocTDARSETCA HA O TaneMONOMAHECKHE BUCKOXHDYPIMHEcKME MAnenua (ga-
nee — OBM) knacca HEaKTHEHEY XMDYLIAECKHE WMNNAHTATOR, WCNCNBIYEMEIE B0 BOEMA XHDYRIAYECHAX
Cfiepauyid B nepegHed Kkasepe rmaia cybbesTa. OB npegHazHaseHsl ona QopMUpoRaHda M CoXpasesina
OOLEMA, 3AWNTE BHYTRPWINAIHEY TEAHER W MAHUNYIMPOBIHMA UMW NPH SHEYDIMYECHOM BMEWAaTeNLCTEE.
TapMakonardyeckose aedctede OBM He pacomarpuBasTos.

Crampgapt yeTasaenuveast TpeGopanna Ge3onacHocTy 8 oTHOWEHWW NpedycMoTRe RO NEMMEH2Hra,
KAPAKTEDHUCTHE KOHCTRYELKMA, JOKNAHHYECKER M KNHHAYECKOR CUeHEM, CTEDUNHIALUMM, YNAK0BE H ATHHETHpO-
gaHdA OBKH 1 vudpopraysd, NpegocTARNASMON MITOTORMTENEM ITHX WIOETHH,

2 HopMmaTHEHBIE CObINKK

B nacToAweam CTaHQapTe HCNoneE30EaHE HOPMaTHBHEIE CCRINKK Ha CNedyoWde MesrnoCy1apcTBEHHERE
CTaHNALTEI

FOCT 150 10993-1—2077 Madenus weduuurcrre. Oyenka Suonoszuveckozo dadomeaus medugurckux uade-
nud. Yacme 1. Ouerna o uconedogadus

MOCT 150 10883-5—2011 Madenur meduuurcrue. Ouedra Suonosuveckozo dedomeus Meduuyurcrux uade-
nui. Yaome 5 Moocnedoeasle B ULMOMOKCUYHOCM B, Mamods) in witro

MOCT IS0 108993-6—2071 Madenus medunurcrue. Oyenka Buonosuvecsozn dademeaus MeduyuHoies uade-
U, Yaome . HoonedosaHue Mecmuozn Jedcmeans NoCNe UiinaHmauuny

MOCT 150 10993-T— 2071 Madenus medugurcrue. Oyenka Buanasumecioan dademaus Meduyurciux uade-
nud. Hacme 7. Qomamoqsog codspeaHue AMuneHoKCUda Mocne Grmepunu3aunn

MOCT 150 10993-9— 2071 Madenus seduiurckwe. Oyenka Buonasurecsoan dedemeaus MeduyuHorex uide-
nud, Yacme 9, Oorosnsis NRUHYLNE WOeHmMUubUranue & ¥anuyecmessnoes anpedansHUR MOMEeHLUAaNEHLY [po-
dywmod decmpysyul

FOCT 150 10993-10—2011 Madenur meduuuHorue. Oussra fuonoeudecko2o dedcmaur MeduLliuHcKLy U3-
denmud. Yacme T0L Hoocnedoeanue pazdpasanwesa o ceroubunuiupyoweao dedomeaus

MOCT IS0 10993-1 22011 Madenus meduuurckue. Ouenka Suonozuweckozo delomeus Meouyunckux
uzdenud. Yacme 12 Mpuzomoanesug npod o cmasdapimidbie 0Spass

MOCT 150 10993-T6—2071 Madenus mMeduuuscrue. OusHka Buancaudeckosn dedemeaur MaduluHeruy 13-
dermud. Yacme 16, Modenupoaarue U wecredganue MAaKcUXOrRuHemusy apodykimos ecmprRLuy U SaifeigaHuR

MOCT 150 13485— 2011 Madenus Maduiurcrue. CUCmams MERed Menma xavecmad, CucmeMAbe mpebo-
SHHUA ONR Wemad peaynupoeaHUA

MOCT WO 14630—2002 Heaxmuaseie xupypaudecsys ernnanmame. OSyre raxHnieckns Tpefosanna

MOCT 150 14971 —2077 Wadenus weduyuyckus. NpUMBHEEUE MEHEdMMENME pUcKa K MeduLuHCEUM 1ade-
TAM

HinanHe opMUHANBHO®
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FOCT 21214—2003 Madenur meduyunckus. Tpetoganus £ 06paiuay U SOXpMesmanuy. rpedcmaanseMeim
HE MORCURGITOSUYSCRLE, CHHUMSOHO-XUMUNECNUE UCILNTIAHUR, WOMLNNEHUA H8 CMITEDUNLHGETL U FUDOS8HHGETTE

FOCT 21508—2012 HMadenus Mmeduyurckue, KnacCupukayus 8 388UcUMOCINUY OM ROMENLUEMLSHOED pUCKE
npusmeReruA. Dawue mpadoganus

FOCT 31580 7—20712 (IS0 11979-7:2007) Munnanmamis ofhmanaMOnoauHeckus. MEmpaosynapHse nuH-
el Hacme 7. KRUuHUSECEmS UENEmaHuR

Mpumewanne — |1|:|H NONeIOBAHAW HECTOALINW CTAHIAPTOM WEn acoodpazHe NPoOEEPUTE JEACTENE COsINOW-
Hali CTEHOSRTOE B WHPOPMAUHOHHOR CHCTEME oflEr NoNEIDEIHWA — HE CEHURANSHOM CAATE GanepafneHOM SreqT-
CTEE MO TEXHHAYSCKOMY PEMYNAPOBAHWK A METZONOMHAW B8 CBTH MHTERHET HAK N SHEMIHOMY HHPOPMEULNOHHOMY YEa3aTe-
N aHaunoHANBHEE CTAHAARTE ., KOTOREA ON !.l'ﬁﬂl-l!l] EdkH NO COCTOAHWED HA 1 AHEBDA TEEYLWEND MOE, W NO BENYCKEM SHe-
MECARYHOM AHPOPMEULNOHHONY YEE3aTend «HEUWOHENEHEIE CTAHGAPTE* 33 TEKYWMWRE rog. Ecnu cowiNocHslA CTAHZART
JEMEHEH (M3MEHEH], TO NPA NONEICEEHWE HACTORWMM CTAHOAPTOM CneayeT Dy KOEQACTEDBETECR 3AMEHAKIW MM {M3MEHEH-
HelM ) CTEHOERTOM. Ecnun coeinoMsesd CTAHO3PT OTMEeHEH fies zaMeHsl, TO NONOMEHWE, B EOTOROM Q&8 CORNEE HE Held,
NUHMEHABTCA B YBCTH, HE IATPAMMBAHNWER ATY CORIMKY.

3 TepMUWHBI U ONpegeneHnA

B nacmoawer cmandapme RoUMEHEN MEpMUN v4e Josadennsll do konWar N0 HaYUOHaNEHOMY CITaH-
dapmy socydapome, yIoMaNymMex @ Tpeducloaul, Kak Ro20I0Cc0aaaIWwuE 28 NPURAMUE HECMOALLES0 Mak-
2acyAapCmaaHHoa cmandapma, 8 makwe cnedyioiue Mapiubsl ¢ COOMasmom eIy onpadenenuamu;

3.1 Bazosan oKpy®HOCTE (faference circle): OxpysHocTe CTAHSADTHOD pasmepa geameTtpor 10 anu
25 MEM, MCNONEIYEMAA JNA UBMEREHWA KEHBANEHTHOID AMEMETRE 430THLULL

3.2 mRakoynpyroe nzgenue (Viscoelasticy Mzgenna, obnagadyes CEOACTEE MW BREIKOSTH W YNPYTOCTH,

3.3 pwameTp 3KEMBANEHTHOA Nnowaaw (eguivalent area diameter): Jnametp kpyra, MROWALL KEOTOPOID 3K-
BABANEHTHE NNOWEAM HACTHLRL

3.4 woWTedHep Ana XxpaveHMA (Slorage container): YacTs YNAKoEkM, NEEOHAIHANEHHAR 4NA 3EWATE H108-
NWA B0 BREMS TRAHCNOPTHPOBAHNA 1 XDAHEHHA W COQSPHE AR PHESK0B0HHYR BOTABKY W CTEQHNEHEIA Dapeap.

3.0 ROHMponeHar 2pynna jcontrol populations). CyOeexmsl, KOMOpEM UMANaHMUpOgaHel GOXYMEeRTILDO0-
HEHHLE OHMansMoNOSUYECRIE BUCKOXUDYDELNYEcKUEe u20enus.

3.6 rnuMuveckud ucnsimamens (cinical investigator): MTugo wuny opeasulauus, Omesmemes Hoe|an) 2a
nooeedeHre KNUKUYECKUE WERLIMaRUD U Hecyiyas{an) KnuHUYSCKy GMaamomasHOCME 33 fnasononyyue ecens-
HEHHLX CyObasmog.

3.7 knuruveckoe ucnelmarue [clinical imvastigation): Mobfoe pazpafomanHog U 380N8RUDOSEaHHOE CUCmE-
MEMUYBCROE WIFHEHUE 8 YETHX Mpoespyy Se3nmacHocmu Wung SEcnnyamauuiss ey Cceniome amansmomoauyes-
ALY BUCKOXUNYPESUSBCKLIE uadanul ¢ pyacmuen cybuermag.

3.8 waGmodamens [monitor): AUus, FEIHEYERR0E COSaHUIaMopor dne FAaBmnderun 38 coomesmomen s
CEOCMEL DT KTUHLUHECKDS0 UCNEIMAMENE ADOMOKHNTY KTUHUYECELX UERBIMEHUET U NPOE8pEY EXofHe JanHBIx.

3.9 vyneeas cOBMIOBAA BRIKOCTR (Zero shear viscosily ) ¥OTaHOBMBWARCA COBWIOSAR BRIKOCTE NPW CEO-
pOCTH COBWMIE, NPWENAHEINWERCRE K YN0,

3.10 opzanuviamop (sponsor); SToya w/uie OPpEEHUIELLR, AOMOME HECYTT OMESMCITIBEHROCTE 38 HAWaN0
LUy RpoesdeHuYs RTUHIYSCRLE voiemaun OB,

311 owowvaTenscHeln otwet (final report): JokymanT, 2anan<eereln NACNE CROHHAHNE KoneTaHrn OB, B
TOM HHECAS KMWHAHYECKHDN, COOapMallHA ONWCIHKE 1 OUEHKY DEIYNETATOR.

312 oppmanemonozuveckos aucKkoxupypeuveckoe uadenue; OBW (ophthalmic viscosurgical device):
KpameoepeMaHHsl UWMITEHMEIT, TEUMBHREMEIT T SLUDYDIUYSCROM SMEWaManscmes & nepaduel ramepe 2angza
cyObExma.

3.13 nepERYHEIR KOHTEAHED [Primary contaimer): Amnyna ng wipil, CoOepRaman (M) cmarsMonosy-
HECKDE BUCKOXUDYDBUYBCKOE Uadenue.

Mpumewsan e — NepBriHE A HOMTEAHE D ABNAETCH MBCTEH) CHCTEME JOCTHEKH.

314 nnam kMUHUYSCKUX vonsimanuld; MK foiinical investigation plan): Joxymenm, cnpeden owui Yenu,
Fadayu. Npednonazasmyn Memodonosn, CUCImEty KORMpons, npogederUR SHEMUEE o SDaRERUR DEHHE X KITURL-
HECKLE UGRENTIEHUG.

3.15 none zpenwa okynapror ceten; N30 MNowans 8HYTRH GONBLWOR OEDYHEHOCTH.
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3.16 peonormdeced aKTHEHEIA KoMnoredT (rheologically active component): CosnMHAHME MW CMECE COE-
OWHEHWH B rOTCEOM EOMEns MAROELYE CHOM SUCKOXUOYD2UYS KoM vadanuy, npudamweefan] WAOenHd BAIKWE MK
BRAKOYNPYTAE CEORCTRA.

3.17 coewroean BRakccTe (shear viscosily): CnocoBHooTs BWBCTSa CONPOTUBNATECA OadOpMELKK Nog
BOIASHCTENEM HAMDY 3N,

Mparmesasus

1 3HaueH#e COBWMOBOR BAILOCTH ONPEOERAKT €88 YACTHOS 0T JEnSH«A FHEHEHWA KACETENEHOID HANPRMAHHUA HA
IHEYSHHE CHODOCTH COBMME B YOTAHOENEWEMCA COBUIDOBEOM NOTORES,

2 COBWMoBYS: BASKHOCT: BRPEMAEMNT B MUNNHNECHANb-ceryHAER (MG - £). FaHes coBUNoBYS BASKOCT: BRIPEMANY B
caHTUnyaaax [ch).

3.18 cepeeznnii HeBnazonpuRMHED ucxod fadverse devise effect): Mocneonepayuonyend Uoxod, TOMEH-
UUEMEHD Y2DOMSOUWET FOEHUN.

Mprumedadse— NpuMeps CEpLEZHAEIE HEGNF20NDUAMKEIY uckodor noueedane & FOCT F1530.F, matnu-
wat AT u A2 (npunosenye A

3.19 cwcTema goctaerw {delivery systam ) MepMeTHYHBIA KOHTEANER. B KOTOROM NOCTAANRINT KAOEMME 1 00-
MOMNHATENBHBIE KOMODHEHTE QMR BEEOEHWA QEHHOMD WEOENWR B TNA3.

3.20 crepuneHeid Bapeep (slerile barriar): Maxer, cogepawvl chTaNLMONaOMYECEDE BACKOXMPYDrEdec-
KOE HAGENWE ¥ CHOTaMY JOCTAEEK, NOOOEQEHED YD CTEIWNEHOCTE BO BREMA TREHCNDPTHROBAHWA W XpEHEHNR.

221 cybBwerm (subject): Muuo, pHacmeyoues @ KIUHLUNECKUX GoNeiMARURE © NPUMEREHLEM UCIBIMYEaMO2a
OEEMARNLMOTOSUYE CHO20 BUCKONLOFDENNECH020 VIJenUs LY & Kauecimes NUUE KOHMPOMLRo 0 S0rnns,

322 ynpyrocte (elasticily]): CeofcTaen hransecrar Tena BOCCTaHaBNHEA Te NEDBOHAYANLHYHD OpMy Nocne
neopMaUnHK.

Mprmeyade — JHEHSHAR YNRYTICTY ONDELENAKT KEK OTHOWEHAE IHEYEHHA HEMPYIRA {CANBI, BOSHWKEN W &
BHYTPW TENA] K pasmepy Je@OonMBsHi (H3MEHEHND PasMepos Tana).

4 OBwwe TpebosaHKA BelonacHOCTH OTAaNLMONOrHYECKUE BHCKOXWPYPIHYECKMX
M3 08N A

4.1 TpeGopaHWA K NpEAYCMOTPEHHLIM XapaKTePHCTHEAM

4.1.1 D8wwe TpebopaHrs K NDEQYCMOTPEHHEM xapakTeprcTriad OBM gornsHel COOTRETCTEOEATE TpeboBa-
HUHAM ONHA HEKTHBHEX XADYRrHLEcKHE aannadtatoe no FOCT HCO 14630, JononsMTensHo K i MaroToBMTENk:
OOM#EH ONUCaTE W A0KYMEHTIMPOEATE ©YHKLMOHANEHEIE XapakTeprcTiEd OBM B aTHOWEHA:

A) XHMUYECKOrD COCTABA;

b} peonorsvacsnx ceolcre;

C) apthesTHBHOCTH AW T POMOBHYHOMD SHOOTEMHA,

4.2 TpeboBaHWA K KOHCTPYKTHEHEIM OCOBEHHOCTAM

4.21 OBuwme TpebomaHma

4211 OBwwea rpabosadds K NpagyorRoTPEHHEIM LIPAETEIHCTHEEM HEAKTHBHEIX XHDYPIMHECKHY MMNNaHTa-
ToR — na FOCT OO 146300

4.2 1.2 Bee rpeboBaHMs, NPESbABNRSMBIE K ANPELENEHARM XERAKTEOWCTRE, OMWCAHHLIE B NOgPDEINENS,
nom#EHel GeTe CobnoasHe NpY HCALITAEHWK MOTOB0M cTapwneHarn DB,

I pAMEBYEHHS— YHELIEHHEIE TFIE'E'DE&H:.‘.H NZEOHAIHAYEHE ANA NDPWMEHEHAR NPA BTTECTAUWW MATepRanos, HO
HEeOBRIATENEHE K NpAME-HesHED B CTAHOIPTHOA Nporpamas DEIE'\'.'-'I'E"{EHHH:'HI'_'IHTFI:II'IH HBY2LTa:

-‘12.13 Yucrota 'HC-I'ID!'IEJ}'EM':I!-'I BOOE JON#HHa COOTEaETCTEOEdTE HWMCTOTE BOOEl ONA I.'EH'hEHZLI.I.Qﬁ B CooTBe-
TeTedn © [1].

4.2.2 TpebopaHKA K oNpageneHiio XaAPaKTepHCTHE DEONOrMYeckn aKkTHEHLIX KOMNOHEHTOR

4221 XapaktepucTHEE XAMAYECHHE CBOAGTE

MarcToBr TENE JOMDKEH NPEJOCTABMTE OfNMCAHME KAHA0MD DESNOMMHECKE AKTHBHOM KOMNOHEHTa, COqep-
waweroca g OBK. Heobxogmmo nepeqrcninTe MCEOOHEES MaTEprank:, MCnonsayemMsIe NEW ero arcToRNEHMK, 2
Takwe ToebosaHKA K Ka4ecTRyY NPpogyEuMn. FIcKodHple sMarepuans JoN#He CooTBETCTRORATE HODMaTHBHLIM
OOKYBEHTEM NEH WX HANKYMA. K pEONOrA4eckd asTHEHEM KEOMIGHEHTAM, H3BNEHEHHBIM K3 HCTOHHUEDR #HBOT-
HOTD NPOWMCYXOEDEHARA, NPHMEHRIT TREG0RaHWA DerioHane e cTannapTor [2], [3] w1 [4].
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Ecne peonorvHecki asTHEHEM KOMNIOHEHTOM ARNAETCA BRICOKOMONEEYNADHLIA ODraHAYECK A NoNMMED,
BCE NOBTORPAKMULHECA NOAZEBEHLA, COCTABMAKMLME NONUMED, A0MKHEl DoblTe MASHTUEHUHDORAHE! B KA MAHSC-
KoM OTHOWEHHI, BCE CBRIM MEHTY HHMHA O0M#Hb Bl Te ONMCaHE. Takse AonEHel BolTe CNACAHE NEpeKpac-
THIEE CEAZM.

MpHpoga CMECH PEONOTMHECKH AKTHBHOM KOMNoHEHTa B roToeor OB aomuHa OwiTe ONWCaHA {HanpH-
MEp. pacTRODEHHAR, JMCNEpripoBaKHHan). EcnK NpeacTaBned pacTeop, JonkHa ObiTe CNpeaneHa PacTBo-
MOCTE DEONCTMYEeckd AKTHEHOMS KOMIOHEHTa B DACTEODMTENE NPK TEMOSPaTYDe ero XpaHeHHs W npd
Temneparype (25 4+ 2) °C.

4 222 KongeHTpayms

HoHUEHTRALWA BELECTER KAMOAOM PEONOTHYECKH AKTHRHOMD KaMNoHenTa B roTosom OBM aonsHa GeiTe
NPEOCcTAENEHA B BHOE MACCKH BRWECTEA Ha eJHHHUY 00bemMa pacTeopa. MNoCkoNbRY METOOHES HOMB TAHHEA MO-
WET OKE3ATE BNWAHKE HE NPEOCTABNEHHYID QaKTHYSCKYIO KOHUEHTDAUMIO, J0MHHEl BRTE YEaIAHE CTaHOaD-
THEE DAIHYECEHE W KHMAYECKHE METOOE.

4 2.2.3 PacnpageneHne MonasynApHOA MaCow

Ecny peonori4eckd aKkTHEHLIM EOMIoHEHTOM OB ARNASTCR BRHCOKSMONEKYNADHEA ODraiiecild no-
NARED, JONKHa BT NPEICTABNEHS CPEOHAR MONEKYNADHAA MACCa.

Mprasado, 410 MUorde OBM cogepsaT BelCoRCMONe yNADHES NONHAWCIEDCHEIE MONKMEDE 1 4TO pac-
NpegensHuE MONexyNAPHOH MAcchl MOKET ObiTe KOMNNEKCHEIM, B TAKWX CNyYanx MaroToBMTENE JOMHEH NEo-
BECTH OCNOMHATENLHMbIE WCNLITAHMA ¢ UENB0 NPEGCTARHTE AJSKBATHOE ONHCAHKE DacnpeqensHda
MOMEKYTARHON MAcck: KOMNOHEHToR 8 roToeom OBM » cooTeeTorByRcWwMA oTHaT. JononHUTensHse MeTodsl,
Mo BOSMOMHOCTI, QOMHHE DETe CTAHOARTHIOBAHE.

4.2.3 TpeboBaHWA K ONpegenaHdio XapakTepHcTHE roToROMS o TankLMOonoriYeckoro
BHCHOXHPYRIMYECKOro Hagqenus

4.2.3.1 Obwke Tpaboranns

Peonoriyeckde ¥ onTryecsde ceorcTea OBW anaToA HIMYBCKAMA KADaKTEACTHEIMA, KOTODRLIS
ONPEOENAKT HX SHCINYATALMOHHES KEHECTEA B HPTANBMONOrMYEckon XHPYRrdd, NoaToMy GUIHYeckie cRod-
ctea OBM, HaeH THDWUHPOBAHHEIE HAME, BOMEHE GRTE NOMED @ TOYHD ONWCaHE. Peonorddecsde CRoRCTEA
O0NHHE GolTh HIMEDEHE! B YONORUAK, NPEGNONATSEMBIX B MOMEHT NpAMEHEHKE DB,

4 232 Capniopas BAIKOCTR

CABMronas easkocTe OBM, NocTannagMors KoHesHoMy noTpefuTenio, GomkHa SeTh HIMEpeHa B J4ana-
FOHE CHODOCTER COBWME, KOTOPEE BOIHMKANT B NpoUeccs oSeqHOr Menoneaceanxds OBK. MaMepeHda cneny-
eT NPOBOOWTE NpH TeMnepatype (25 £ 2) °C. Monetatenssios oBopyooBaH e W ApYrie YCNoBWA WaeDeHHA
O0NHHE GhiTe GORYMEHTHPOBAHE.

Mpumesas e — Mpeanonaraessid JHANEI0H CHOPGCTER CARMME BECAONOMEH 0T GOHOTD KPAAHETD 3HAYSHHA
0,001 ¢, nprinuxaAc & Hyke BOMY CABHMNY, KOTDE BRILOYTPYTHA METERHAN HAXOOWTCA B HENOGBMHHOM COCTORH MM B NEpe-
OHEN KAMEpE. 00 APYRoro KpERHero asadednd orono 1000 e, nprBRuxancs K yoNoBUAM, KOMLE BARILOYIPYTHA METEpHAAN
ENPBICKHEENT 8 MMa3 4epes KeHONK. 0na OB © He3i0 A BAIKOCTE B3MEDHTE COBMIOBY M BASHOCTE NP OMEHE HHIKKE GRO-
POCTRE CABMIE HEBODIMOHHD . B TAROM CRYYAE BRIKOCTE MOHET BRTe MAMEDEHA NDW CROPOCTH caeura ot 1000 ¢! oo cararo
HHZKOMD NPRETHHECKH ONPE0eNAEMOre s3Ha4eHuR. [NA onpeaenesna syNeeci caeMnend erzkocTe OBM ¢ oexe BRICORORA
BAIKoCTRH (Gones 2 - 108 mla - o) MoryT noTpedoBEaTecd CLopOCTY COBMra Hiwe 0,007 c-1.

COOTHOWEHWME BAIKOCTRICKOPOCTE COBWMIa QOMKHD CwTe NPEACTABNEHS B BWOE CTAHOLAPTHOM rpaduka
SABUCHMCCTH NOrapHdima BRIKOCTK OT NorapddiMa chopocTi COBKra. BRIakocTe SGONKHa OolTe WAMEDEHA C No-
MOLWE BOALWATENEHOND BACKOIMMETDA NPK HOPMAaNLHBIX YONOBWAX. Hyneayn COBWIOEYI0 BRIKDCTE ONpege-
NAKT Kak YCTAHOBWMBLUYIOCR CABMIOBYK) BRIKOCTE NPH NPWENAMAKWERCA K HYHO CROpOCTH copdra. Ona
PACTEOQROBE C BEICOKDH BRIHOCTLHY MIMEDEHHA NPOBOOAT C NOMOLLK PEOMETEA C NOCTOAHHOW HANDY KON,

4233 ¥npyrocTe

¥npyrocTe OBM gonxHa BelTe wamepera Ha vactotax oT 0,01 go 20 My, Mameperna cnegyeT NpoBsoduMTeE
npW TeMnepatype (25 4 2) "C. MonpTaTensHoe obopyooEaHHe W GPYTAE YCNORMA WIMEDEHKR DOMEHE GBiTE
AOEYMEHTHpOBAML]. Norapridie MOOYNA BRIKOCTH K MOO0YNA YIPYIOCTH 0NHHbL BolTe NPEACTARNEHBl HA FRa-
PHKE B A3RMCHMOCTH OT NorapsdMa HactoTel. JanHHse Takse MoryT DeiTe NpEegCTARNEH:l B 810e rpadvea aa-
BHCHMOCTH YNPYTOCTA OT NOrapuadiMa HacToThl B NPOUeHTHOM BRPaHE KM,

4 234 Xumnueckod onHCaEHHE KOMAODHEHTOR

MaroToBMTENs GONMEH 0EYMEHTANBHD NOATEEDOWTE 0BLLYIO NEMPOOY CACTRORKHTENR, 8 TAKKE NpegeTa-
BHTE MOGPOOHEIA CNMCOK BOEX KOMNOHEHTOR, COOCHOBAHHE KX BENIOYEHAA B COCTAR W MOMADHYD KOHLEHTDA-

4
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wrio B roToaos OB, KomnoHe« Tel O0N#HHE COOTEETCTE08ATE TREE0BAHWAM HOPMATABHLIX DOKYRMEHTOIA NEKA MX
HANAHAM.

4235 3nasedws pH

SHaderde pH rotosoro OBM cnenyet MIMepaATE NOCPEICTESM KandbpoaanHoro pH=-MeTpa npW Tesnepa-
vpe (25 £ 2) 0. 3naverre pH OBW nomseo HaxoaMTeECA B gManaiscHe oT 6.8 oo 7.6, 3uadedne pH OBM gon-
HHO BliTh GNMakKM K aHaseHe pH cTeknoergron eewectea (pH 7.38), 4Tobel NpeOoTEDaTHTE NOBDEXROEHHME
KNETOK pOroBMYHOrD aHL0TENWA. Mocnedorania in vitrs NOKA3ANK, 470 AanasoHd pH, negeHocHsid SHOO0TENM-
i, CYMABTCA © YBENHYEHMEM BPEMEHN BOA0ERCTENA,

4236 Xumu-eckre H BHONOreHackne 1arpsiHAKLNWE NPAMECH

ONpedeneHde NoTEHUMANEHD GNAcHLIX SHMAHECKME # BUoNOrMHEckkE JarpRsHAmWMs NpHMeces gon-
HHO GEITE NPOBENEH0 NOCPEQCTEOM AHANKIA PRCKoE. B HCXOOHBIX MaTEepUanax BUonOrHeckond NponcxoNEe-
HAA 3TH NEWMECH 80T BEMNIOHaTE B ceds Denkd. HYKNeMHOBRE KHCNoTel W gGpyrke BewecTea. MNpudeck B
roTosomM OB, NOnyHeHHEIE M3 HCXOOHEX MATEDMANOS WK NOABNAKWKWECA B NPOUECOE MANOTOBNEHWA [HanpW-
MED, BELEcTES, oBpaIyiowHe NeRekPecTHRE CEAAW, W AHTHOKCHUOANTE), NPEGCTARNRIKWHE COSoA NoTeHLM-
ANbHYH ONACHOCTE ONA TEAHEH MMala Wi CHCTEMHEYID CNAcHOCTE, A0NHHE DEiTe KOEHTHRWUKPOBaHE, 3 MX
EoHUuEHTpayna a rotoron OBK aonsma SwTe onpeaensHa.

I PHMEYAHWE — YacTEMY 3ATPRAIHATENAMA ABNAKDTORA KANNW KPSMHEE BOR CMB3H, Bel TEEAKDLULHEE @3 WNpEULE
L BoraHe NpHHHMABMBIE 38 BOA0YIWHEE NYIRPEED WA 93CTHLE. 3TOT WCTOMHMK JBTPRAIHEHWA OBW Heodxoawso pac-
CMOTRETE NPA OueHEE PHCKDA.

3arpAIHAIOWHE NPHMECKH J0NHHE DbiTe ONPEOENenk C NOMOWED CTAHAPTHER SHANHTAYECKAE METO-
OOB (NPH WX HANAYHA ), FOTOPRIE A0MHHL BolTe OnMcane. NpegensHble KoHLEHTRaLWA KOeHT UM LMPOBaHEHbIX
NEAMEcEr Q0nwHsl DulTe YCTAKOBMNEHE! W ONWUCAHE. HeobXooWMOCTe NPOBEOEHHA WCNETAHAA OANA NPOBEpKKA
SHONOTHYECEOTD AERCTRWA ITWX NDHMECEA B NPOUEcce OUeHEM BUonorddeckoi Be3onacHocTi OnpeaenamnT no
pEayNETATAM 3HANK3IE DACKOR.

4.2 36 OCMOTHYSCKSR KOHUBHTDALWE

MaroToBM TENE QONMEH ONPEIENMTE M Q0KYMENTUPOSATE JMANa30H OCMOTHYSCKEDH KoOHUBHTPaUrK OB,
DCMONANBHOCTE roToRoro OBW fomsHa GelTe oT 200 oo 400 mOck/kr. OCMONANEHOCTE O0THHE BulTe ONpEae-
NEHA © NOMOLWEID MApoBSrs WNH KPMOCKOMMYBCKOre OCMOMETPE NDH HODMANLHLIX YCNoRHAX.

4238 KoadhHuwesT NponycEaHia

KoadduuuedT nponyckadua roToporo OBM gomses BulTe anMepeHd B guanaaose ot 200 go 1100 [, Pe-
AYNETATE J0MNHE DeiTe NPEECTARNEHE 8 rpadu4eckon opre: K0adhHUWEHT NPONYCEaHMA, 75 B 33BMCHMOC-
TH OT QIHHEE BONHE, HBA

423459 TeepoLe 4acTHus

Mpr Hansdsn B rotoacs OB 4acTiy onpenensHHors pasMeps KW XapakTepdcTvy NOTeHUMaNsHo Boa-
BACHH D BOSHYEHOEEHKE HEGNAroNPrATHRIX ABMNEHKHA. HANDPHMED, MADTOYHOE MK ANWTENLHTE N0 BREMEHK NO-
BRILUEHHE BHYTPHIMEIHOND Jaanesua (ganee — B

MK NPOBEGEHKKA CUEHEN PHCKOB HE0SROQUMO ONPEIEnnTe NOTEHLWANBHYH BOAMOMHOCTE SArDAIHEHIS
MW 0BpasosaHyA YacTiy B OB B Nooueccs MarcTORNEHWA, B YCNOBWAX, OHKIAEMBIX NDKW TRAHCNORTHRORE-
HHM 1 ZDaHEHMA, 3 TAINEE NpK uenonezopadmy OBW. B vactHocTi, Heobxogumo yUMTEIBATE NOTEHUMANEHYIO
BOAMORHOCTE ArPErHDOBAHKA, NONWAMEDHIALMA W NPHANKMNAHKA YACTHL K BHYTRMIMAZHEM THAHAR.

I pPAMEBEYEHHAS— OB, Co0spHAWMe CHHTETHYECKHS NONAME DI, NOGESRHEHS] 354 ATENEHD HOMNEE BhICoHOM ¥
DUCEY DﬁPESDEaHHﬂ MAKpOrened, AEeHTHQUKEUMA KOTOP EE 0 ONPedene=ue Wi KONUYeCTESHHON COCTEEE MeToQorM pacce-
AHHOMD C22Ta ANM MUKQOCKONHYECEAMA MaTOSaME 33TOYOHATENEHE.

MaroToBMTenk SOMMEH NPUBECTI X3 pakTEPUCTURY NOTEHUWMANBHON ONacHOCTH, CEAZIHHON C YacTHLamMK
KAMAOMD DWOA, DLIABNSHHOMD NDW NPOBE0EHAK OLEHEK PUCKOE.

MaroToRMTENE A0MHEH OXapaKTERUINGEATE BIAOE, PAIMEDE M KOMNWYECTEO YACTIALL, MMEIDLLIMNCA B MOTOB0M
OBW. Jonwbl BeiTE YCTAHOBMSHE MPEIENLHEIE JHAYEHWA N0 YACTULAM KaKOOMD Bi0a, NOSTECRKEEHHEIE CO-
OTEETCTEYIOLAR OBOCHIDIHWEM.

I PAMEBYAHWE — MeTon cnpedensHdR KOMMHECTES H3CTHL, NpedfTaenNeH B NpARCHEHAKH c.

4.2.3.10 Mokazatens NPEnoMrgHne ofiTaNeMoNorH=ecEd s BACKOXADYRIHHECKIE Wa0arim
MNokasarens npenasnesrs OBM nomwen SETE HIMEDEH C NOMOLLEID PROpaKTOMETPA NPW TEMIBpATYDE
(25 L 2)°C npH PHECHPOBAHHOR ONHHE BONHGI.

Mprnedyadse— dHaNaIoH PEROMEHIYEMBE SHEVEHAA NOKA3aTeneq NPEnoMneHna SonHes SuTe NPHEENEH B
TEXHM-ECKHE yonoeeAx HE JBM soHkpeTHor TUNA.
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4.3 TpefGopaHKA K OUEHES CBOWCTE FOTOBOro oTanLMonNorMyeckoro BUCKOXHpYRPrMYyecEors

HaOenua

4.3.1 OBwue TpeboBaHUA

4. 3.1.1 TpeGosauuwna koueske ceofcTe OBM SomeHL CODTEETCTE0RATL ODKM TPeboBaHUAk, NpHBSSEHHLIM
B MOCT HCOO 14830 AnA HEAKTHEHbE XUPYDIAHECKMY WMNONEHTATOR, W cucmedmHLid  mpedosssuam
MOCT 150 13485,

4.3.1.2 Tpeboaanus ¢ OBH u dokymenmanud, npedcmaanaoMbitd Ha MOKCLUKGNOSUYSCKUES, CaHUmaD-
HO=XLIMUYESCHUE LCNBIMAaNUA, UCABIMaHUT HE CMepuIbHoCTe U MUSO2eHHOCTE, J0IHHE COoMmEamomeaneans
FOCT 31274,

4.2.1.3 D0uve mpeboeanus & OUeHKe NOMERYUATEHO20 pUCKa nouvesaxus OBM donsHel coomas-
momesgame FOCT 31508,

4.3.2 TpeboBaHHA K OUEHES BHONOrHYECKON BeIoNacHOCTH

4.3.21 Odwwme tpabosanns

CyeHgy Sruonorndeckon BesonacHoct OBY cnedyeT HaHWHaTE © aHanuia pHCKOE | NpoBCIKTE 1 O0Ky-
MEHTHPOBATE B COCTRETCTEMA C MOCT IS0 14977, No peaynsTaTam aHanuaa pHCKos JoMmsHel DbiTe ONpeagane-
HEE MCMBITAHKA, HEOGXOOUMEE ONA OueHkK Buononideckor SesonackocTh OB,

Ona OBM, copepxawyx marepransl HHEoTHOND NPOMCECHIEHNA, SONHKHEl SETE NPMMEHEHE aHanMs
PHCKSR W TRESOBAHKA K MEHETKMENTY, NpHBegesibie B [2], [3] 1 [4].

Nna scex OBW gonmwke! BbiTe coOBModesH bl TpeBoRa HKS, NPETLARNAESMBIE K OUeHEE BUONOrMYeckoil Seao-
NACHOCTH NO FOCT IS0 10853-1, FOCTIS0 10993-5, MOCT IS0 10993-10, 1 TpeboBaHHA, MANOMEHHEE B HACTD-

RLLEM NoOpaanens.

MpuwmedyaHsn

1 Ha OCHOBSHWE THNWYHOTD ENAHWYMECKOrD NPHMEHEHWA B NepeaHed kamepe Naza DBW knaccuh@unpyoT kak
A MMANEHTHDYEME 2 HADSNWE, THEHEROCTes. VICNEITAHAA HIGSNHA QEHHOE @ OPYIWE KATEFCPWHA, NpejcTaanesHEe 8 Tab-
nMue 1 FOCT IS0 {09031, npMaeneHs TONsKS 4NA pysoaoacTas 23 YHAZaHUA MBHCHMANEHBX @NH MAHAMANEHE X TPpe-
GosaHui.

2 OonycHaeTod KoMBUHMPOEaTE MCNBITAHWA HE BHONOrMYEckys) COBMECTHMOCTR, Y EHBLEEA YHCND HABOTHLIX, HE-
ofisaanmbis NA NPOBSOESHA HCNETEHWA. B85 @CNITAHWA MOryT G Ts NPOBEAaHE GAHGEREMEHHD HE OOHOM HHBOTHIM
MEH YCMOBEWA. 4TO HENBTYEMOE HHBOTHOE HE NOABSRIEKDT HPeIMapHoR DoKW WK CTRPALEH WA M.

4. 3.2.2 McnemaHvs mMnnaHdTauMeR BHYTRL IMaa2a

Ona npoEegeHda JaHHOM Mo TAHMA GOMHHE DbiTe ACNONBICEIHE NOIALNA MMIMAHTILKA. B NepegHed
KAMEDE FNA33 WNK CTEKNoBUGHM Tane, JomsHsl SeTe NPUMEHEHRE H3CTHRIE TPEOORAHKA K MCIETAHWARM W=
NNaHTALKMER BHYTDL (333, YEAZAHHDIE B NPHACHEHA A

Ecnd vonemyesos OBV BrapipasT COoNbLUYE peakyWse mMaia vnv eoccnaneyye, 4es OB, vononeaye-
MOE K3K KOHTRONEHDE, HE0DX0OHMo NPOBECTH OUEHKY COOTHOLWEHKA DUCKTONLIE.

4.3.2.4 Moneimakue Ha BakTepHanbHel 8 3HOOTORCHHE

OB gonwmo OpiTe OUESHEHD HA HAMWYWE DasTepHankHbix IHOOTORCHHOR © NOMOWEK LAL-TecTa [Ha
iyneType limulus amoabocyle lysale) B COOTEETCTEMA © METOOMKOW, ONWCaHHoR B [3], MnK aKErBaNEHTHOR ar-
TECTOEAHHON METOOWMEDH MoneTawuA. OBKW, B KoTopomM npegen SakTepyanksHey 3H00TOKCHHOB NDEBLIWaeT
0.5 e0MHALEl IJHOOTOKCHHCE (EZ) Ha MANMKAKTR, CHATAINT HE NPOWEOLWHK HCTL TaHHE.

4.3.2.4 MeneiTakHa Ha BHYTPHCNAZH0E JaBnaHne

MeneiTaHke Ha BHYTDMIMAIHoE JABMNEHAE A0NMHS BRTE NPOBEOEHO B COOTBRTCTEMH C METOOQWUKON, Npen-
CTAANEHHON B NpHnoxeHuH B.

Ecne venemyesmoe OBW BraseaeT GONee BEICOKDE JaRna e KNk Bonee QNUTENsHOE NoBLIWEHKE Za8-
nexua, yerm OBM, nocnoneayemoe Kak KoHTRONLMOE, HEODKOOWAAD NPOBECTH OUEHEY COOTHOWEHKWA pPHMCKno-
Niead.

PeaynbTaTel HENBITAHWA QOMHKHE BolTe HCNONEIOBEEHE ONA SNPEOENEHWA BEDCATHOMRD IHAYEHHSA 1 OMA-
TENEHOCTH NOCAEONEPALKOHHOND NOBHLLEKKA BHYTRUINAIHOM QaBNEHAR. 3TO NOBNHAET Ha NNaH KNHHAYSC-
KOMD MONBETAHWA | MoEeT noTpeboBarte NOCNecnepaudoHHBN WAMEDEHKA BHYTRUIMAIHOM  JaBNEHA
OONONHWUTENLHD K NpHEEOeHHE B 4.4 3 nepruonam BpemMeHi.

4.3.2.5 YaaneHne coTaToqBomm ofiTansMonoriHeckors BMCEDEHDY P IM=eCkord Ma0 e MA M3 NepaaHen KaMepl

Mp# oTCYTCTEHK NMTEPATYRHBIX QaHHBIX N0 yLANeHko ocTatoqHore OBM clopocTe, © KOTOPOWA CoTaToN-
Hoe OB BeMmIBAETCA W3 NepeaHed kaMepkl Yepes TpatekyNMARHYH 30HY, 00/TEHa GbiTe onpegenada ¢ 1ue-
NONB3OBAHWE COOTECTCTEVIOWErD METOSA WONBITAHHA, HANDUMED © NOMOWBH MOMAHECUEHTHBIX MM
PROHOKI0TONHEIX MAPKEDOB, M NPEACTABNEH B OTHETE.

G
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4326 Oerpafauns W TOKCHEDKAHETHES

Mpw oTCYTETRMM NATERETYDHEX J8HHBIY O NoR2OeHuY DB MaroToRMTENE GONKEH NPEACTABKTE QOKa3a-
TEMLCTEA. NYTH Yoanauds, BdoTpadcdopau o v kaTabonHyecEie NpoaykTeE KoMnoMeHToR, Maestuguka-
UMD W EONAYECTEEHHOE ONpedenaHUe NPOOYKTOR O cTpyEUMM, WCCNedoBante TOHCUKOKMHETHEM NPOOYKTOR
OSCTEYELMK WM BHMBIBAHKR NPOBOOAT Na FOCT 150 10833-9 1 TOCT 150 10993-16.

4.4 TpeSoBaHWA K KMHHHYECKON OUeHKS

441 O6wwue Tpebosanma

HacToAWMIiA Nogpasgen yoTasanndeast Tpebosaqda K knvHMYeckor ouguke OBK B nepeauel kamepe
rnasa. Jonuke GbiTe NPUsseHaHbl 0bwW e TREB0BaHHA K HESKTHEHBM XADYRMHHECKAM MBMINaHTATAM N0 HALKO-
HAMNEHOMY CTaHLAPTY MOCYOapcTe, YNOMAHY TRX B NPELMCNOBAN, KaK NPoOroNocoBaBwMy 3a NpUHATHE HaCcToA-
LUEMD MEMIOCYAAPCTEEHHOM CTAHAAPTa M YacTHee Tpebopanma 4.4.2—4 4.6,

4.4.2 Nnad KNHHRW4ECHOTND MCNbITAHKWA

4421 Oonxdo BeiTe NPOBESEHD CTATACTHHECKDS KNHHAMECKDSE HONLITAHHE B EOHTDOMUPYEMBIE YONODBARE.
Uene HCcnaaosaHns JomnsEHa BETh QOEYMEHTENEHD NOOTESPHABHHAR DEAONACHOCTE HOBOMD BRaxOyNpyron OB
B0 BPEMA ONSpEUKH B NEPE0HER EAMEDE N0 CPEBHEHHH C KOHTPONEHbIM OB, AHanwz pUCKOB OQONHEH DNPEgend Ts
WCROOHYE TANGTEY, 8 ANA pPacYeTa HeoGxogUAOorD YMcna cyGueskTos B KamOoN KOHTDONEHON TEYNNe GonHHEe
GbiTe HCNONBICEAHE CTAHZAPTHEIE BUOCTATHCTHYECKHE RODMYILI.

4.4 272 KonTponbHem Magendes JonsHo SeTe QokyMedTaposasHoe OB, wapoko npogasaemoe B TaHEHME
NOCASEHUE NATA NET W NPEOJHE3HAYEHHOS OMA TOM 3E NpMMadHeHrA. KnuHe-ecknl MCnel TATEN: JONMEH I309ACTRO-
BATE HE MaHae 20 cybeexToR wnk Bonse 25 % obwera yuena cybeekToR, BOBNSYEHHLE B MCCNaaosaHmne. Mucno He
OOBEASHHEIX 40 KOHUA CyELEKTOE B HAXOOH KOMTRONEHOHA MRYNMNE GOMMHD COCTAENATE HE Banes 10 % obwero yucna
BOEMEHEHHLIX B MOCNag0BaHMe oybeerToR,

MprMeyaH«e — WocnedoBad@a, NPOBCOMMES 8 OOH0A CTPAME, MOTYT BeI38ATs NOABNSHHE GONONHHTENEHE X
TRefo8saHWA N0 BENONHEHWHD NPAS0ELIX HOPM B APYTAE CTPAHAE.

4423 KamgelA sNAHEYECEAR KCNLITETENE QOMKEEH HENONEI0EATE NP MCCNSO0ERHAA NHHIE COHIID ¥ TOM
HE THNE W OOMHEEOBY D EMPYTHSECKEYE ONapaguis gny Bcex oy DbasTos.

4424 Habnogareny He JonsHel IEEHAMETE yHECTHE B KIMHEYECKOM BocnagoeaHnr. Mpr HesoamomHocTe
COSBHEHWR PEIYNETATOR MCCNeq0BEHHA HOBDM W HOHTRoNLHOrD OBM nocneonepauynoHHee MCCNEBO08aHRA Da3pa-
WASTCH NPOBECTH HE23BACHMOMY HBENHNOATaND, KOTOREA HE JON®EH 3HATE, Kakos OB W Deino wonon b3o0aano.

4425 Ecre warcToRATENs NPESNONaraeT coenarts AonNanHUTEN:HLE JaRaNSHER, HANPAME]D B OTHOLWEHNK
NOCASCNEapaYMoHHDN gedcTers OB, ons nogoepsadun Takks 33RENSHEA QorkHel ST ONpegeneHs JOnonHe-
TENLHLIE OPHEHTADE, 8 TAIKE BeINONHEH CODTEETCTEYIILAA NEpEcYaT HEoBXoaMMorg Yuona cydserTon.

4.4.26 B npouscos sNMHWYECENE MCTE TAHRR J0MHHEl B0ITe OUSHEHE CNEOYHILWE NEPEMEHHLE NapamaTpel;

A) aHaYEHWE 1 ANUTENEHOCTE NOCASDNSEDALMOHHOTTD NOBEIUEHHA BHYTPHITAIHOM NEENEHAR,

b} wmcno kneTor a3H4OTaNME POroEH LI,

C) BOCTANATEN LHEA PRAKLKA MA3E W JpyrEe REGNarcnprAaTHREE MERONEPAUNOHHEIE HITA NOCNE0nepaun-
OHHBIE REMSHWA.

4.4 27 Pacvwern qucna cyfbesmod, HEOBX0AURMEE O npoesdesus LnuMNuYeckux yoneimasud OBH & uvonei-
MyeaiX 1 ADHMPOMLHOG 2ppnnay, npedcmaansy 8 npuncmeHuy O

4.4.3 MocneonepalHoHHan OUEHKS NOBEIWEHHWA BHYTDAMMAIHONO gapneHdA

4.4 31 BHyTPHIMAIHOE JABNEHAS SOMEHD GWTh MIMEREHD © NOMOWEN ANMNEHAUMOHHDTD ToHoMerpa Mo-
NedMEHE Napeg oNapaywei 4 NOCNE onepaynd B CNagymilne Nepnuogsl BEMEHH.

(G 22)y (24 = 4)y; 1 wegena = 2 cyT, 1 Mec L 7 oyT, 3 Mec L 2 Hegeans.

4.4.3.2 B cny4ae ecn BHYTPWIMEIH0S DaENEHHE OTAENLHOID RENLITYEMOMD CyDLERTa COTEETOR NOBbLILEH-
HEIM B Ta4aHve Gonea 24 4, 0on#He Bl Ts NPOBSMEH bl DONONHKUTAENEHEE WEMEREHWA, NOKE 3HAYSHWE BHYTPWIMAa3HO-
ro DAEMASEHMA HE JUCTAMHET YOOBHR HOPMbI.

4433 HazHa4eHne MEOHEIMEHTOR GNA NOHAREHMA D2ENTEHAR B NO0ME NEPHOOE BREMEHN JO0NER0 BkiTe
OhOpMNEHD DOXYMEHTENEHD, M DAHHLIE OO0N#HL G5 Th NPEOOCTARNEHE OTOENEHD N0 KaEgony cyiserTy. Ecnu odm-
UWMEnNeHD onyBnMEOEE HHEE HOTOSHHEM, PEIYNETATE MCNBITAHMA HE HHBOTHBIX AN KNKHHWSECHMA ONBIT J0XES36IEEHT,
HTO MEKCHMANEHDE BHYTPHIMAIHOS JaBNEHAE NORBNASTCA BHE NOCAS0DNE0EUNOHHONG guanasoda ot 4 go 8 4, »aro-
TOBATENE OOMHEH HIMEHNATE MN3H ENAHWHECKOM MCNBITEHKA W BHECTH B HEMD JONOMHHATENEHOE M3MapDEHHE BHYTPN-
FMBIHOFD JABNEHWA B MOMEHT, GNAaEdi ¥ MAECHMANEHOMY 3HEYEHHH BHYTPHINE3HOMO GEENEHNA.

4.4 34 MoHUTOPHHT MCOBITYEMEIX CYOREKTOR C BHYTRPUIMAZHEM JaEnaHen, Bonea unk pasHen 30 e
DT, CT., AOMEEH ObTh NPOBEOEH Y2DE HETEMK W NOIME B TEYRHKE BCEM WCCNenoBaRKA. ECNM YAcTOTHOCTE KO-
HATOpWHIa CTATUCTH4ECKA NpeELIWaeT CEHdaeMoe Hynegd IHaqderne, CnegyeT pacCMOoTpETE BOIMOEHOCTE

¥
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NpEXISEDEMEHHOND NPEpaWaHWA KNAHW-ECRONG HCCNelo0BaHuA. ﬂ-EIHH bIF BHANME ZONHEH DelTe npoe20eH 80 BperA
HOCMTEO0EaHMA NO BCEMY HHCTY HCNETYEMbBIX Cy‘EbE‘H TOH, 2 B KOHUEBE HCCNEO0saHKWA — N HE}H.IJ.ﬂlﬁ I.-'Il:ﬁhl?'g.'ElMDl-Tl rpynne.
Mo JEBEEpPLUEHANA MCCNEAOBAHMA dHanui I-'!'J-MHPEHHI-'I BHYTRHMMa3IHom 0asneHWs JOMHeH BRNOYETE B cehr pPECHET
CpagHKux 'J-Ha"-IE‘HJ-'II.T'I. B TAKME 4YacTOTHOCTH 3HAYEHWR BHYTEHAIMA3IHDMD QaBlneHAA, Bonae wnu PaBEHON 30 PT. CT.

4.4.4 MNopcuyeT YWCna KNETOK IHA0TENMA POroBHLLI

COCTOAHWME IHOCTENHA DOTCBMULI OUEHMEBIOT NYTEM NOACYETA YKMCNa KNeTos 3HAOTENWA poToRMUE 0
onepadyd M Hepes (3 L 0.5) Mec nocne onegauiiu.

4.4.5 MNocneonepaydoHHAR BOCNANWTENLHAA PEAKLMA rRasa

Creneds peakyud BOCNAnasMs masa ougHnBanT MeTaaon SHoMBEDOCKONWA C MCNONLIODAHWEM Wene-
BOE NAMMEL A KMAHAYECKA KNaccuiMuupyior NpE £2m00M AIMEDEHKM BHYTPUIMAIHOM 1ARMSHAA .

4.4.6 Cepeeansil HefnazonpuAmHEID ucxod

HNAHMYECKE WCCNeQOBaATENH GONMHE NPEaOCTABNATE OTYETE O CEPEAIHBY MEMONEDALMOHHEX W No-
CREeoneDalUuoHHBLX MCHOOAY IAKAIMKY HEMENNEHHD, KAK TONBKS O HWX CTANO WageacTHo. Boe Apyrie wednaro-
NPHATHEIE KCXOOE AOMEHE ORTE OOKYMEHTHDOEAME B HCTODHRY BoneaHd.

5 TpeboBaEHWA K CTEPHMNWIALMHK

5.1 OBW goneHo GeiTe CTERWNW3I0ESHD B COOTESTCTEMM © TPEOOBAHWAMY K CTEDMNWEELMN, YXAZAHHEMA B
FOCT WCO 14630 ONA HEAKTUBEHL XADYDrAYEcKME MMNNaHTaTOR.

5.2 K OBM wnn ero soMIoHEHTEM, NPW CTERANAIALNAK KOTORBIX MCNONE3IYIT BNEKHDE TENND, JOiwHbl DwTe
nprMaHeHsl TpeboeaqdnA no [6].

5.3 KOBW nnu ero KoMNIoHEHTAM, NPH CTEPANNEELWW KOTOPEE AGNONE3Y KT 3TMNEHOKCKG, JoMNsHEl DTe npw-
MEHSHE TpabosaHns no [7].

Mpumesasd e — YCTAMORNEHD, 470 TReGOBAHKA, ONPEJENAKLUWE NPHEMNEMES YPOBHW DCTAETOMHOMD 3THNE-
HOKCHAA, YEEIEHHLE B FOOT (50 10803-7, senparasims £ DBM. HAXOOALWKMMEA B KOHTAKTE © BRCOKCMYBCTEMTENEH MK
TEAHAMM, HEMPEMED TEEHAMA rmaza. ononHATeNs Hele YERZEHWA N0 TpLreseH D TpebGoradwn FOCT (50 10853-F npuee-
Aese & (8] QA nHTpacsynAapss DBW cnedmaneHsix EETENODWMA NPEOENEHOE COOSPHAHKE STHNEHOKCHOE ONA HHTRAaoHY-
MAPHOA NMEH3IE YCTEHOBNEHD =8 ypoBdse 05 ser B gese. wo He Oonee 1,25 ser B uenos. [Mpegenst gna gpyrus
MATpanxynApssx OBM roryT SeiTe NpegEApHTENEHO 3308HE HEXGOA W3 Maccw OB,

Mpengncwoe cogepmanye aTinedcrcikaa ans OBK gonwHo cocTaenate 60 mMeErMn {ooncnHWTENLHAA
MHEBODMALLKE N0 METOGHKS WIMEDEHWA NpUEEgeHa B [8]).

MpumewasHde— B Taxdwiacos MHEBODMAGUORHOM oTHETE |B] oToyTeTEyT TReboBaHHA No NpefeneHoMy CO-
OBDHEHAN 3TUNeHxNopredp«Ha. MNpegnonaraercs, 4To 8 w020l pegakyri (8] GyoeT YCTEHOBNEHD NPEIENEHOE COOBDWE-
Hee ATHNEHXNOPTMAPUHE ONA WHTRACKENARHEIX OBW, ConepHam e xNop9a, B HeTelipe DA3E NPeBbILAKLEes CO0SpHaE Hte
ATENEHOKCHOA. 3T CNeAysT YH4TeIBETE NpK oUeHEe Buonormsecsod GeaonacHocte DB,

5.4 KOBW, npw CTEPHNHIALMA KOTOP BIX MCNONE2yET 0BnyHerte, 4on%Hbl BelTe NDAMEBHEHE TREDOBAHWA
na [9].
Mpumesasde— HIgecTHO, 4To smAorke OB cofspxaT BuCOKOMONEKYNAPHEE NONWMEDE ., HE RBNRKILIMECA

TEPMOCTOACHLIE, @ YT CTEQHNWIALNAA BNAXHEM TEMNOM MOKET OK338Te OTPHUATENEHOE BOSOEACTENE HA WX pEONOrHYec-
Kee CEoRCTES. Ecnn OHM Hens3A cTEpMNAI0BATE BNAMHE M TENMGM, NPUMEHAT BCENTHYECHY I:Itl-p-ﬂﬁl:l-TH':,'.

5.0 KOBMW, HoTopbie HE CTERHANEYIST, BD NOQEERIAINT SCenTHHecKon obpaboTie, 4orskHel Bl Te NPUMaHEH k!
TpaboeadnA [10]. CooTEeToTEME DQEHHOMY MEHROYHAPOOHOMY CTAHAEDTY AOMHHG DeTe NOOTEEEEQSHD BTTECTORAH-
HEIM MCCNEN0SRHMEM B CPE4E C NPEOENSHD OONYCTAMBIM YROBHER ZaTPREIHEHWE — 10-3,

Mpumesanne— Crangapr [10] yeranaenueasTt ofwxwe TpeloRaHUA W COSEBPKUT PYROBOGCTEC N0 NPOLECCaM,
NEOrpEMMAN ¥ METOJACEM STTECTALHA @ KOHTRONA MSQALMECEUE WI0ENWA, NOOBERraeMelx sacenTudeckon obpalboTea.
CraHnapT [10], B 4acTHOOTH, NpeMesds k£ 0BpaBoTEe MW IMONOTAYECEY [BOGH LX) DACTEGPOE M, CNS00BATENEHO, HMEST OT-
HOLWEHWE & H3roToenesnsa OB, Cneayiowme wacTd cTaHgapta [10] OyoyT NoceAuess CNEUAENHIMPOBEHHS M NPOLECCaNM,
TEKWAM KK DUNETPAURA W NWo@HNRIZL A,

6 TpebBoBaHWA K cTaBMNBHOCTH OTANBMONOrMYECKMX BUCKOXHPYPrUv4ecKkux
H3genun

5'1 HaroToEnTENL QOMKEH ON pEOandTe H YOCTAHCHNRTE CPOK MoOHOCTH OB Npw XpaHaHrKE 2 CENAaOCERXE NoDMe-
WEHKHAX W CHETEMY AocTassl. Onpeaensa<ue Cpoga rogHocTi Npd xPaHeHMd JoMeHo BblTe NEOESEEHD B peank-
HOM MAcWTabe speMeHd WNK No YOROPEHHOK METOOWEE NpW TeMnepaType He bonee 45 °C © uenckn

g
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NOOTEELONTE, YTO CCHOBHBIE XALAKTEPMCTHMEM N0 BelonacHocTW M 3phesTHBEHLIE JKCNNYaTaUMoOHHEBIE Ka-
Yacraa rotTosare JBW i cHCTEMBI QOCTABKY HEXOOATCR B YOCTAHOBENEHHEX NPEganas 8 TedeHd e oboasaqeHR0ro cpo-
Ed MO0 HOCTE NPpW OKKAAeMbIX VONOBKAE TDAHCNODTHROBAMKMA B XDAHEHMA.

6.2 MNapamartpel ¥ XAPEETEPMCTARH, XO0TOPHE HEODXOSMMO KOHTPONAPCEATE BO BPEMA MCCNEO0BEHAA CPOKE
FOOHOCTH NEE EPEHEHAA: peonoridscerd npodmne, pH, cTopuneHocTe 1 gpyrie hasTope. YoTSHOENEHHEIE NpK
SHENWE DUCKDE K&K EpATWYSCKKE onR BasonacHaro npumadsqHes OBM.

8.3 MamedeHns coctasa DB, MoxogHex METERRANDE W M NOCTABWWEDE, YCNOBKE MArOTORNEHWR, BEMKYAR
MPOUSCE CTERHIHIAUAN, TN YNEKOEKH HNH YNEE0S0NHBIS MATERHENE, MOTYT 0K828Te HEGNAroNpPUATHOS BNUAHAE HA
cpok cny#be QBN npy xpaseH . YOTaHOBNEHHER Cpok cnyxbe OB npr xpadedym gonxed DuTe NEQECMOTpEH,
SEAW NEM SHEMWE PHCEOE BRIFENSHD MAMEHEHHE TEXHOMOMHH HAMTTOENEHHAR, YT MORET NOANUATE HA CTABMNEHOCTE
QB K.

T TPEEDBBHHH K UEMNOCTHOCTH ¥ XaPAKTEPHCTHEE KOMNNEKTA OOCTABKK

7.1 OBM nocTaenaoT B repMETHYHLIX EOHTEAHSDEY BMECTE © KaHnen ane seegeqns OBK & rnaa. 3t gea
HOMMOHEHTA ASNAKITCA HOMINEKTOM JOCTEB KA.

7.2 DTy TCTERE MEXEHHYECKDMO NOBPEXLEHHA KOMNNEKTA A0CTAEKKE JONKHD DLiTh NOSTESNMOEHD WCNE Ta-
HEAMH ans npamasesdA OBM no nazHasesu.

7.3 PRanko-AHMAYECKaN COBMECTHMOCTE DB M KOMIMNERTa O0CTIBKA SOMHHE GWTh TAIHE OUSHEHLL.

8 TpeboBaHWA K yNnakoBKe

8.1 3awMTa oT NOBPeROEHWA NPH XPAHEHMK W TDAHCNOPTHPOBAHWM

Oonsikel  fulTe NpYMoHeHsE TPEBOBAMWA K YNAKOBKE  MEOWUMHCKAXY  WAOensi, yeasadHes B
MOCT MCO 14630 u [11].

8.2 JawmTa cTEPUNLHOCTH NPH TRAHCAOPTAROBAHMK

DBEW goniiet BeiTe yNAaKOBaAKE TaKKM 00Da3I0M, YTO0E OCTABATECH CTEDHNEHEIMK B NPE0enax, YEa3aH=
HlX NS YCNOSWA TRAHCNOPTHRORAHKE, Xpadednd v obpawenyd. JonsHe e Te cobniogeHs TpebosaHmwn &
CTEPUNEHOE YNAKDBKE, YEasaHHsa B [12].

9 TpeboeaHuA K mHthopMayWMW, NPEAOCTAENAEMON HITOTOBMTENEM

9.1 Donsmel Belte cofmogene ofwwe Tpebopasna £ vadopmanitl, NpagocTAasNASMOR HAFCTOEH TENEM ME-
OWUWHCEHX Wananuid, yEaladseae g [13], v 4acTHwe rpaboeadys k© OBY, nprBEJEHHLIE B HACTOALLEM DaIgene.

9.2 JonyckasTcA MoNoNEI0EATE CHMEDNEI BMECTD TEKCTA. [TPH ACNONEI02aHAN CUMBLNOE J0MEHL ETE Co-
GnopeHs TREGOBAHAA N0 HALWOHANBMOMY CTAHAARTY MOCYAARCTE, YIOMAHYTRIX B NPSOMCNORMA, KaK NROrono-
COBABLUIME 3d NPUHATHE HACTORLWEMD MEHTICyIapCTaeHHOrD CTalgapTa.

4.3 Ecnw OBM nOgsepHeHs NOBPe®OSHUE No0 N8RCTERE M DAKTOPOE DRPYHAKLER CREAL], HE KOHTERHEDE
ONA KPEHEHHA Qo0nEHEl BT HAHECEHBI YETHHE NPEOYNPEAHTENEHESE IHAKK.

9.4 Homep napTvi ¥ KOHEMHBEIR COOK OERCTEWA MOMYT BbiTe YRAIEHE HE CAMOKNERLWEACA 3THHETHE.

9.5 Benassiw ponsed BeiTs BNOMSH B YyNAKOBKY T2K, 4TOBL 2ro MoRHD BEN0 B3ATE W NPOUHTETE, HE NOB RS-
0aR CTERHNLHOM Dapeepd.

9.6 MenumansHan vHOPMALHE, HAHOCHMAR HE YNAHOBOYHSIA KOHTERHER, BEN3OLIW B YOAROBHY, CTERUNL-
HEIW Bapeap 1 NEpEWHHEIR KOHTEAHED, NpYMES0eHE e Tabnuye 1.

Trabnuwya 1 —HHIZFIEIF:MELI_HFI me0ocTagnAeman AIMMTOBHTENER
. Kontennep Brmapbiw o CregunuHem Maparuns i
Widopmagmus
L8 EEaHEHAR YNAKDREY Bapuap KOHTEHHER
HedMes0BEHWS HITOTORATENA WNE  YNoNHOMOMSHHOID * + ¥* -
TpeACcTaERTENnA
FLILFI-E'C HWaroTOBMTENRA + * - -
Toproece HEMMEHDEEH e DB * + * -
ONMCaHWe KOMNNEKTE NOCTARKE @ WHCTPYELUKMA N 2rd @c- - #* - -
NONs30EaHU D
9
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Oiaruarue mafnuue T

7 I —— RoOH TEAHERD C TEPH b HE I n EpaAHBIHA
ANA KpaHEHAR E-’.‘II’J‘_\ED DIFHTEAHE0
KpaTeos oNWCEHWE SMMM-eckore cocTaas OB M W olvewma + + - -
NoCTEEEH
CinuCasMe COOTEETCTEYHI LMY KOHCTRYETHEHEIX NApaMET- - + - -
poB, EOTODRE MOFYT NOSNHATE 28 B230N3CHOCTE W XEBpasE-
TEpUCTHEM DEM . B ToM HWcRe: KOHUSHTRALMA, pacnpegea-
NEHME MONEEYTARHOR MACts; pH, COMOMONANEHOLTE @
Aap.
Mpa@uuecios NPeACTIENEHWE PEONOMMMECEOrD Npadil- - + - -
na: rpadike NOrapr@MAHScHON 3ABMCHMOCTH BAIKOLTH
(MMa - ¢} or coewra (c7') B AWANEZ0HE, YEEISHHOM B
L
YCNOEWR XPEHEHAA + + - -
MoKA3I3HAA K NPHMEHEHHED - + - -
MpoTHEONOE3AHMA § NPHMEHEHEH - + - -
WHECTRYELMA NO NPAMESEHM D, BEN0YEA DEROMEHDALNE + + - -
no yoeneHw OBM {nph HeobxoamsmooTe |
Mepel NpeA0CTOROHHOCTH W NEEAYNREHGEHIA - + - -
CooflyeHde O ToM, 4TO COOSpHHAMOS Npe0sHEHEHSHD - + + -
ANA PRIDBCMD MEMONE 3063 HUR
Haanuce: «CTEp@AEHOs W METOL (s CTEpHNMIZLAM OBW + + + -
M CHCTEME O0CTASKY
Haanuee sHE MCNONB308&TE, SCNM CTEpRNEHEA Gapeap - - + -
HERYWEH =
Komses Held CROE MOGHOCTH + - + +
Howmep naprie nocne cnoea «M0Tx + - t +
Mpuwme«as e — Hosmep napgTud, CPOK MOSGHOCTH M JATY CTERMNKIALWY AONYSKAETOR HE YHATRBATE HA CTEPMNE-
HOM Bapeepe, BCNH OH APOIPAYHEIA @ HEODROAWM YR HHDOPRMA LRI MOMHD NDOYECTE HE NEDEHYHOM HOHTEAHEDE, HE Ha-
pyLWan ero repMeTHY  HOTCTR.
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MpunosarHue A
joBAlaTeneHoe)

MeTogwka MENLITAHHA UMANAHTALWER BHYTPL rNasa

A OBuwe TpeSoBaHHA

A.1.1 Mpu ACNSITEHWA MMANAHTEUWER BHYTPE TNE38 NPOBOLAT CU4EHEY MECTHORD JSACTEMA HA MHMEYH TEaHE obpeana OBH,
AMMNAHTHROEAHHOO AP Y Preavecikid CNocoBom B MECTE, COOTRETCTEYRILSM NPE Ly CMOTDEHHOMY NDAMEHEHEK, MEPLLPYTY @ OH-
TENESOCTH KOHTSKTA KaK HA MUKPOYROBHAY, TEK W MERPoYPoEHAE. DhwKe TpeboaaHNA € MCNEITAHWAM HE HMINEHTAL®K COOTER-
TETEYHT YE338HHeR B DOCT 150 10883-6, FOCT 150 10995-412.

.12 B kauecTaEe MECTA ONA WMNNAHTAYMH MOoXET BhiTh MCNONE30EaHA NEDENHAA KAMEPE WNW CTEKNOSMOHAR No-
NoCTe FNA33 BUBOTHOMD, NOAX0QALIErD ONA @CNsITAHWA.

B cooTeeTeTEMK ¢ TpefioBanwasis [14] HENSITAHWE HA MHEOTHOM JONHHD GETs COLPALEHD A0 ONPEBLEHHOIT MHHH-
MyMia.

8.2 MNopAADE NPOBESEHHA HCNBITAHMA

A2 CooTEeTCTaYHWHA obeen DBV BEOIAT B NeDEAHH KAMEDY MW B NEPEOHIK HECTE CTEKNOBRAA0A NGNOCTH rNasa.
MNepen BEEASHHEM DNSEASNEHHONS OFLSME BN TYSMOT0 WNH KOHTRENEHGD OB B 0BNAcTe NepaIHER SEMEPE WNH CTEKNOBWS-
SO TENS JONYCEEETLA ¥OANMTE PEEHEA DOBEM BNArkM M3 COOTASTCTEYHILLER KEMEDLI

8,22 VIMANAHTALH OCYLLECTENAKT C MHHAMANEHD BOMADHHOA TRAEMOA Ma33a. HE MACKADYIDLSA NOBPER0SHAA, NONY-
HEHHBIE B pEIYNTATS BO30eECTENA MCNETYEROND WNH KOHTPONEHOMD MATEp9ana.

A 2.5 B KaweCTER KOHTPONA MCNOMNs3YsT QPYroe 3aperveTprpogadHos OB, NpecyToTaywee Ha DEHEE HE MEHER NATH
NET W NPEOHAIHANEHHDS ANA Tex we uensd. KoHTponsssld OB @MnnEHTHpY BT DOHOBPEMEHHD B TO S MECTO 8 ADWOR rnas.

MepemMmesanne — nFIE.EIﬂl:IlI‘I'HTEnhHE A8YCTXPOHHAR HMNNEHTaUMA, HS DONYCEaSTCA @ OJHOCTORDOHHAR HMINNEH-
TAYWA, eCnid ToN: TFI-EE],'!:IT MEBCTHEE NP2gnACaHRA.

A3 Npaesna oBpaBoTed peI3yNeTATOR MCNEITAHWA

A5 BocnanuTelkHysd SEAKYAKD, BOIHMKAHILLYD NOCNE SRS0e=MA MATERHANE, NOCTOAHSO KOHTPONHEYKIT @ £NaccHgMu k-
EYEIT COMMBCHD CTEHOAPTUA0BAHHOA CHCTEME KONWHSCTEEHHEIX NOK33ATENeH ANA GeoM@KpOCHINNHECKOrD HECNBQOBARKMA G WO-
NONe30BAHHEM WENSE0R NAMNE © MHTEDEANAMH BpeMeHds; 4—E6, 24, 48, T2« 4 1 Hagens Nnocne BESDEHW A,

£.3.2 NonycxseTcA BEOQWTE O0AONHMTENEHLIE CROKM KOHTOONA B 3AEWCHIMOCTH OT NPOOOMHETENEHOCTH HCCNSGO8aHNA.

AES PeaynNeTaThl BCNETEHUA OMHHL DRiTh SHECEHE! B OKGHYAMETaREL OIS
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Mpunoxesse B
[ofRzaTensHo®)

Memoduka vcnsimanua Ha BHYTRpUMMalzHoe gapneHqda

B.1 Obuwne rpeBoBaHEA

B.1.1 Xupypruqeckan ONepauuMa B Nepe0==i KAMEDE MMA3E C MCNoNE3083HMEM OB M MoxeT CoONpoBokIATECR NOBLILEHK-
BR BEHYTRHIREIHOMT GAaNEHWR. ITO ABNRETCA NDHMEMNEMEM TOCNEACTEMEM HCNONE30EaHUA DB ¥ He JONSHD oY WECTEEHHD NO-
BNWATE HA 3DMTENBHYH HyHKLHI MK BOCCTEHORNEHME (MA3HLE THAHSA. 3HAMMTENEHDE MNK NPOGOIGHTENEHOS NOBLILSHWE
EHYTR@MMAIHONG LEEMEHHA MOHET Bai33aTe 0Nt WNM AWCEoMPODT @ NDABECTH K NOEDEHLEHWS THAHER IMasa.

B.1.2 Memoduka UcTuManus NoSSOIASM KOHMOCILDGSEME NOBBLLIEHWE BHY TDHIMAIHOT0 QEENEHAA NOCNE 3EMEHB
gnars Ha OBW Takoro we 0B beME B NSpSOHEN HAMEDE MME3E UCNBITYEMOND HYESTHOMG. OB ooTEETCR 8 MNAasy, cneaona-
TENEHO, HCNEI TAHHE HE AMWTHDYET KRWHUMECH0S WENON B30EEHHE, NEH KOTOROM XEpYPr YAaNAeT KK MoxHo Gonewe OB,
Nepsd Tes KAK 38KpsliTe HAAP23. (NATENEHOCTE ¥ 3HEMEHHE W3MEHEHWA BHY TRAMEIHATD DAENEHHA BO BPEMA NEEDENAHE-
HELKOD UCNBITAHWE MOMyT BkiTe B0NBWE, “EM ONETENEHOCTE H AHEHSHWE BHYTDMIMAIH 00 AESNSHEA BS BPEMA SNHHHYEC-
KOO WENDNe30EaHUA.

B.1.3 WMeoneTaHWE NPOBGOAT TONEKD QNA cpaasesHA OBW ¢ KoHTponeHEM DBM, yTEE PHAEHHEIM ONA TREOMD HE Wo-
NonEIDEIHAA.

B.2 NopAgok NpoBeaesHHA HCNEITAHKA

B.2.1 DBuesm 200AHMCTOR BNAMN, IKBAERNSHTHEM 25 % o0bema NepedHen KEME DB Ma3e KONETYSMOTD RHAEGTHOMD, ¥0a-
NAKT W 3aMeranT Ha OBM paeHom olizesma.

B.2.2 B kaqecTes KOHTRONA WCNONEIYIOT A0YI08 33PErAcTpUEoEAHR0E DBK. NpUCyTCTEYILER HA PRIHES HE MEHEs NATH
NET W NpeLHEZHEYEHHDE ONA TeX e Uened. KosTponeHeA OB HMNNASTHRYHT GOHOS0EMEHHD B TORE MECTS B ADYIOH MNas.

N PHEEYAHHE — I'Ipe.u.nm THTENEHE ABYCTOPOHHAR MMNNAMTIUWA, TAK KK HACND HWSOTHEIX, HeofxoouMos ana
oBECneHeHiA QOCTOEEPHOCTH HENLITAHWA, fI}'nE'T MEHLLIE, &M MW COHOCTOROHHEH @MNNAHTELWA. ,ﬂDﬂyEHﬁEE‘TGH W OO HD-
CTOPOHHAR HMNNBHTAUWA, SN TGN TFrE'E','ﬂT MECTHEE NP2gNACEHAA.

B.3 NMpaevna oBpadoTiM peiyNeTATOR MENBITAHWA

B.3.1 BHYTp®INAIHOS QZENSHHE WIMEDAKDT METOO0M ANNNAHAUWOHHOA TOHOMATEHH Nepel ONSQEUREA W B CReayilHe
NEgHOLE BRPEMEHW NOCNE onepauds 1 W+ 15 e 2 w2 30 s {4 2 1) s (B = 2 a0 012 = 21 4; (34 £ d) s 1 Hegena = 2 oyT;
1 mec £ ¥ oyT. CHODOCTE W 4NUTENH0CTE NOBHWEHEA BHyTPMINA3HOMD JEEMSHUA CYLLECTRAHHO S3EEMCAT OT NpKpogy OB | aro
EAZ%0CTH. KEE TONBED 3TH NOKASATENM CTaBMNKIMPYTCA, HHCND HIMBDEHAA BHYTRWIMAIHOI0 DA8NEHAR MOKET BHiTh MIMEHEHD,
UTofi Bones TOMHD CNES0EATE 870 HAMEHEHHH. MaryT NoTpedoBaTeth ACNONHHTENEHEIE NPOSSPEM BHY TRMMEIHOIG J38NEHAR,
BCMK OHD OCTASTCA NOBRIWGHHEM B TedaHue Gonea 24 4 NoCne WoNETasHA.

B.3.2 PeayneTarel MCNBITAHAA 00N#HHE BeiTe BHECEHE B OXDHUERTENEHBIT DMYENT.
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Mpunowearnue C
[peHoMeHOyeMOE}

MHKpOCKONHYSCKWA aHANKWI TEARALDL YacTHL,

C.1 Ofwme rpedoBaHHA

Co11 Mukpockonuasckyl SHENYT NpegyceaTpheaaT nogroTeeky ofpaigoe OBM Gna KonMYEcTEEHHOMD ONP&aENe-
HMA TEEDA X YACTHL HA DCHOBE MeToOa no [15]. Mepel SUNETRAYHER 1 MAKPOCKONHH ECHRM BHan@3om OBW gonkHe BuTe
pasfasneqHs W3-38 BRIEOCTH.

C.1.2 Donyck2EToA ACNONE308ATE BNETEDHATAEHES METOOs CNPEdensH«A cnenod npobel W NOAroTOEKM OBRAEIUE.
HealxogMmo TWETENEHO CUSHHMEATE MIMEHEHWA, XOTODKE MOMYT NOBNWETE HE NOOCHMET YECTHL.

C.2 TpedopaHuA & oBOpYQOBAHUED W BCNOMOTATENEHEIM YETRORCTEAM

C.21 MHEpPOCHONB W NPHHAANERHOCTH

C.21.1 Mugpockon [cRosHEA GuHOKyNAPHBIR ], soMBH=aUMA 0B EEKTHEE W DCYNAPE CBECNEYHBART YEENUMEHNE
1100 = 100, ANGEpoMaTHHECKAR COLEKTUE HNKW NYHWHA JONKEH WMETs HOMMHANEHOE YESMEYEHHEE 10" W MUHHMEN EHY S
ducnaeyo anepTypy 0,25, D sccnegoBaHeEn 8 0T PRMEHHOM CHETE GOoNHHE BeTe NPaOyCMOTR Ak SNECHONEYECTEHE GoEa-
TUTEMM

C.21.2 [88 ocEETATENA, CCHALWEHMEX CHHMM A CEATOPMNETREMA OHSEHOMD CEETA ONA CHAKEHHA YCTANOCTY FNA33
QnNepaTopa:

- BHELWHWA OCEETHTENE, PETYRMPYEMER ONa obecneye HUR £0C0N0 OCBSWSHAA, NAOSKWEra Noa yrnom 10° — 20% «
FOpMACHTANM,

- BNUCKONUHECKMR DCRETHTEN: CBETNOM NONA, BCTPOEHHEA B MUKROCE0N.

C.2.1.3 CeTha ana yny«weHHOro MAEpOCKON@Heckare BHand 3a (ganes — catee IMA) keanniposasHan Tasus obpa-
G0, HTO AIMEDATENEHE S CEPYRHOCTH B NNOCKOCTH NEeMaTHOMO CTOMNWEE MREPOCKGNE COCTAENAT 10 @ni 25 MKW © Tou-
HOCTaE 2 %, JonycHEsTen @CnNone308aTe BNETERHATHENYH CaTay & TPEBYeMOA TOMHOCTRE KaNEBpoBKA.

C.21.4 MukpoMeTp yeron gensH«a 10 ses (100 pen i)

£.2.2 YorpoRcres (hHMNETRELWK W BENOMOTATENEHLIE NPHHALMEHHGETH

C.22.1 PUNETROBENEHEA BOPOHKEE OB BEMOM, NOOXOLAL AM ONA ACNETEHEA, U MAHEMaNbHRM JRaMETPoM 21 M
BopoH=a AoneHa GelTe WITGTOENEHA @3 NNACTMECCK!, CTEKNS WNW HEQHASENILER CTENK.

C.2.2.2 Bopode=a gna guneTtpa Menssada, 25 sd200 mn (getane e 4205%),

C.2.2.3 BopoHLa onA YNeTpadHona Toeor GunseTpa, 47 mal300 mn igetane Me XX 10 047 24).

C.22.4 PuneTposaneHsd QnpdyIop, BeINENHEHHER 8 BUOE NOGCETEEEN N0 @ANTP, AITOTOBRSHHEA W3 HEpHABE-
MILUEA CTANW WNH CIEYSHHOTD CTEKNE.

C.225 WoTouMHME BEKYYME.

C.2.2.6 Masuer o 3agpyriesHs MA KOHEaM A

C.22.7 Aoaatopu PECTEORUTENA C fENETPYHILIMM CONNaM, oBBCNeYHBIIW MM NogaYsy PACTARORHTENA, OTHH-
NeTROBEHHOIG OT SACTHU pEIMepom He Bonee 1.2 maMm npe AsaneH=d oT 5895 o 5 561 mbap (10—30 dyHT/o0@EM"}.

C.228 MemBpaHHae UNETRE OQUAMATDOM 25 pnM 47 MM © CETROA wnK G523 CETHEW HEPHOTD WRK TEMHO-CERGTo LUEE-
Ta, WATOTOBMEHHEIE W3 UBNNKDNTIH0-30UpHOR CMEcH passapon nop 0.8 sem.

C.2.2.9 Yawera Netps.

C 2210 BuTAKHOA WESD ¢ NEMUHAPHEM NOTOKOM YEP&Y BRCOKGHDMERTHEHEA Cyxol BOIOYWHHA dUneTD
{HEPA} ¢ copepxansem He Bonee 100 sacTuy paisepon oT 0.5 Men =8 kyBuqecaal gyt (npeBnuzutensHe 3 531 wac-
THL/M).

C.2211 CTepHNeHbIE NEpHaTEN,

C.22.12 Qpexaa ¢ noaoSpEHHEIMY PYRERIMH.

C.2213 NesoHWIMpoBEaHHER BOGA.

C.2.2.14 Wzonponadaon,

C22.15 XAMUYECHMA CTEREH BMECTHMGCTE: BO0 Mn ¢ TEMNOHOBOW NANGYKOR SNA NeREMeLL HBEHHA.

C.3 Nopadox nodeomoary K NpoaederuM aHATURS

C.37 Ofwwe mpefodasus

G311 MNepBoHAYANSHOE WENBITARWE. ACNETEIBAT aMmacTe 10 egeH@n OB

C.3.1.2 MNoaTopsoe MCNETAHHE, WCNeITEIBEKT BMEcTE 20 eguHuiy OBH.

C.3.1.3 MNMepeg noneTadeem catea IMA gonssa OsiTe M3MEDEHE, 88 OTHOCHTENEHEA NOTPEWHCCTE donkHa BuTe
CEATHOHUKPOBAHA HE COOTRETCTEME TREGoEaHMAM Papmarnonan CLWA [15)]

C.3.2 Hacmpodns MUkpockona

C.3.2.1 BrnsuawTt ofa ocasTirens (C.2.1.2) (BHEWHWR BCNOMOTATENEHSIA GCEETUTENE NAASKLETND KOCOMD GCEE-
WEHWA W EHYTDEHHAR 3NMCE0NWSECEAR OCEETHTENR CEETNOND MORA ).
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C.5.2.2 YoTaHaennEawT obbekTHE C yEENWYeHWes 107 n parynUpysiT MEHIDEYKCEOS DACCTORHWE A0 NOABNSHEA
CAWTHOMD WachpameHsn.

G323 DokycHpyT Npasei oxynap Ha ceTay (5.2 1.3 npu yeTEHORNSHHOM ofpasye neped oKy CHEOE KOW MU KD OG-
kona {C.2.1.1) Ao NoABNEHWA CEESTAOMD NONA C HEBRAWMEIMH geTanar obpaius. SeKpeIBAMKT NEBIA TMAa3 W BRaWENT OK-
ONTPMAH DS KENsUS NPESOro OKYNADA 40 AORENEHWR HIoDDARMEHUA CETHE B QrOKyCE.

G324 DoKycHPYIDT MEEDOCEDN HA MENKYH QeTank oBpasua.

G325 DORYOMRYIOT NESRA NEMBOLENsH5GA ORYNAD, 385PEISEET NPEERA rNEs @ SP3WANT AHONTEHAHOE KONLLO
AEEO0 GHYNADA 00 Tex NoD, Noxa dIcEpa e e MenkoA JeTan« obpaile He CTAHET HETMM.

OTepe B oba rmaia, ybexgawroR, wTo zobpasende oOpa30a ABNASTCA SETHYM 8 obors rnasss.

G326 PerynvpyioT BCNOMOrATENHEA CCBETHTENE NAO3MKLErND OGO GCESLEHHA ND BRICOTE TaK, 4Tobu yran
nafastuers caeta cocTaenan or 10° ao 20° ¥ ropesoHTanNK: “acTHULl HAE MerBpaHHos GUnNsTpe (S22, 2.8) DOonNKHEE MaTh
OTHETNHERIS TEMHBIS TEHA.

GA2Y PerynvpyiT BHYTPEHHWE INMCEONHYMECHHA CCESTUTSNE CEETNOMG NONA, NONHOCTEW OTEPSIE NONEEYH W
BNERTYPHYH AWAMPETME. LLIBHTPUPYSET SHTe HEXENA NAMNE @ POEYCHPYOT MHEPOCKON H8 QHALTP, COOSpHEWMA HACTR-
Uki. PEryNepy0T @HTEHCMEHOCTE OTRAMEHHOND CBETA G0 TEE NOP, NOKE YBCTRUE HE CTEHYT HETHD D3 INWHHME Md 0 He 0fHE-
Py#AT OTHETNHERIE BUOAMEIE TEHH.

$.3.28 YoTaHABNWEEKWT CEMOS HMIKOE IHEYEHWE HHTEHCHEHOLTH SNECKONAYSCHOND OCEE LEHHA, IATEM NOBWEKT
Bra G0 TEX NOP, NoKA TeHY, 0TORAECRIBEESME e HACTHLAME, B8 NOKEEYT MUHMMANEH0 3AMETHOS GHAMEHWS KOHTPACTA.

C.3.3 Modzomoeks umeMposansHO20 yompolcmea

£.3.51 HapesgwT nepuatkq (C.2.2.711 w onesny (C.2.2.12), mowT pykd frneTpoBaHHOR 00 0,22 MEs D8M0oHRI®-
poBaHsoA BoaoR [C.2.2.13).

G332 MoloT apyqsy i XMMUHECKHR CTAKAH BMEBCTHMOCTe GO0 M. NEROMEY Ona nepepewraaH«a (S22 15), doe-
NETPREANEHYH Boposky (C.2.2.1), nogcTeasy @ AnddyIop B rOPAYENM, HE COOSPHALLMWM WOHOE, DACTEORE OSTERIEHTA.
MpoMBIEE0T WX TORAYSA NPOTOSHOR BOAONPOECOHOR BOGOA, I3TEM NPOMEBBIHNT BHNETPOBSHHDA 08 WOHMIHDOEAHHOR BO-
A0 MO0 GAENEHHEM,

$.3.5.3 NepeHooAT BelMsIToR YCTRORCTEO W apyroe Heobxonwmore ofiopy 0BEHAE B BRITAXHO0M WEAD © NaMWHaR-
Haik noTogos (.22 10}, 3al@ueHEER P URETPOBAHHEM BOATYIcM HEFA.

C.3.54 NpossieEs0T HAPYSHEE W BHYTRESHAE NOESPXHOCTH PUNsTROEENEHOMO YOTPOACTES PUNETROEAHHEIM 40
1,2 MEM AZ0NPONAHONOM Nod D36 NS HE e

G355 Oeos4aTeneHO NPOM B BAKT HEJYHHBE H SHYTRPEHHHE NOBSREHOCTH MUNETROBANSH0TD YCTPORCTES W ODYIO-
ro Heobxoansare obopyLoBasME DHNeTROSEHHEA 0 1,2 MEM DEHOHHINPOBAHHOR BOOOA.

G336 C noMoweln neHueta [(C2.2.6) TWATENEHD BhIMEISEKT 8 NOTOLE GUNETDOBEAHON DEHOHRIADOSEHHORA
EOOE NOO HAZEMKM OEENeHWeM obe cTopose (hWNETRE CERpRY JOMM3Y. NOBCPA3YMEIR ENEPED U HEIAD, H YCTAHABNWEEMT
WACTEA PUNETD MO YEHTPY NOLCTEEW JWEfy3opa.

COA5Y NMomewsnT MUNETPORENEHYH BOPOHEY CEEpHXY NOArOTORNSHHE0A NOACTAEKH C MWNeTROM W 38LpSNNAKT.

C.4 Moprdor npogedeHua aHanu3a

C.4.1 Mopador Mposeprl GOHOS0SD 188 DA IHEHLR

C.4.1.1 C nomowes: 403aTopa pECTEORHTENRA [C 2.2 7} HANONHAKT KWMAYSCcKAA CTakad 500 Mn fuN=TROBEHHOA
OBH0HWIAPOBAHHDRA BOOsl.

BrnMeasaT 208 COOSPEWMOE XMMUMECEOTD CTAKAHA B PANBTPOBANEHOE YCTPOACTED.

G412 Mocne necneadsi NOpU@K RECTEGPE NPOMBBS0T CTEHHHR BOPOHKEN. HANPEENAR NGO HHIKWM JaBNaHHeM No
KWy Ha CTEHEM SORO0HEE NOTOX DENETPOBIHHON JaMIHY I8poBAHS0A 20060, [Pelpaw BT NEOMBISEH WS BOROHEY, NDe=ae
dek OB BEM CHMAWTOA A0 0OHOA HETEERTON yPOEHA HANONHEHHA. MoA0ep#«EBEA T BAKY Y, NOKE 30R MWOKOCTE HE NPOALET B
BOpOHEY.

2413 Oonalue 2agyyM, NUHLETOM BElHUMANT MerBpady Wz nogcTaskd G MNETPOBANEHOA BOROHKN W NOME L 80T
B HawRy MeTpu (C.2.2.9)

C.4.1.4 BuoyuwneasT QENETROBANEHYH MeMBpany B WY C0 CNErda NPUOTERRTOR KpsiuiioR 4aw kg MNeTpe.

C.4.1.5 PRocMATDMEEST NEO MAKPGCKONGM C yEaNMHeH#an 100" prneTpoEANsHYH MEMBPaEHY NPW CHATOR KpsiwiEe
Waiikd Nertpe.

C.4.1.6 Ecnine 30He uNsTRayhn pMesTed He Bonee 20 YecTiy pasMepos. Bones MNK paadeim 10 sdM, @ He Bonee
MATE YBCTHEL pa3Mepon. Gones dni DaBHeM 25 MEM. TO QOHOBEIA YOOBEHE HACTHL ADCTATOMHS HW30K ANA NPoEEOSHRA
MWE PO CHROMAMECKONS BHEMW 33,

G417 ECnd Yacho HECTHY NPpeBERWEeT 3TH Tpehosadna, GoHOBHA YyDOS3eHE HACTHU HE NOOX0IHT 4NA NpoEage-
HRAA M MEPOCEONMMBCE0rD BHANK 3. CnegyseT NoETORRTE NOATOTOBMTENBHEE STANE, NTEE POHOERIR YROBEHE Y4ACTUL HE NO-
A0@AeT QN NpOEEdaHsHi DEHHOMD WeTE TaH WA,

C.4.2 Moprdor mposededuf QrNEMPELTY 04T ANLMONGEUYECHLY SUCHOXUBYPEUSSCHUE wadenud

C.A4.21 CHUMAKT BCE HEDYHHEIS KDL RS, TEQMETHIMDYH WHE NESTH W CEODOaHSIE @M OTCTAW Me ByMEKHSIE Ap-
Meiks. BRMBBIOT HAPYHHEIE NOBE0AHOCTE KOHTEAHEDOE B PYHHYH TENNEM MORL@M DACTEOPOM, HE COOEDHELLHM WOHDE,
M NEpOMEIEAST B TENNOR NPOTOMH0M B040NPOBCAHOA BOOE, NOCNE HEND OKOHYETENEHO NEOMBIBEHNT BUNETROBEHHOA QKO-
HAZHPOEEHHOA BOLO0R NOO G3BNEHUEM.
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C4.2.2 MNpocydHaasaT HERYHHBIE NOBEERXHOCTH KOHTEAHERDE PANETRPOBAHHER 30 0,2 MEM CHATEIM 3030 yH0M

MepeHOCAT BRiMEITEE W NPOCYWEHHBE ODpEIUE B BEITAMHOA WEAM, 33WWWEHHEA SHNETROBEHHBIM BO3OYXOM
HEFA.

Cd4.2.3 MNogroToenmioT YMcTos PENETPOBANEHGE YCTPOACTES, Kas yeasano 8 ©. 3.5,

Cd42.4 MNepamewraanT TefnoHOBOR NANoYEGH B I3PAHSE BRMETOM XMM@EYSCKOM CTAKAHE S08 COABQNMWHMOS
10 eausry OBW, pazBeenanT go nonyvesHa ofvemea He Gonee 500 an.

C4.25 B eeTAMHOM WHADGY PAIMEWWESDT COORIHAMOE CTAKEHE B TENSHWE HE MaHes 30 MAH.

C4.2.6 BnueawT ace COOSpHUMOS B MHNsTROSANEHDS YETRORGTED,

C.4.2.7 MpoeodRT onepauns no ©.4.1.2—C.4.1.3

Cd4 28 NpekpennanT b vaw ke NeTpe Apneir ¢ ioeHTHg HEaUKEeR obpaiya.

C4.2.9 MNpoecaRT onepauns no &.4.1.4,

C.4.3 Nopadox npoaededun pafom ¢ cemeod IMA uw nodevema wacmuy

C.od.3.1 Ocso2HoR MeTod aHannza no cetee [MA 3an04aeTeA B MECHEHHOA TREaHoHopMagud naolpaxedan am-
SoH YACTHUE 8 GERYHHOCTE @ CPIEHEHMW B8 & STANOHH LMK CEPYHHEOCTAMM CETan gHameTpor 10 M 25 smeM. Npowecs nog-
CHETA BENCNHAKRT Bes HENOMEHUA YACTHULE HE 3TANOHHLIE OXPYRHOCTH, NP 3TOM YACTHEUE HE SO0NSHE NSpSMEWETECA 00
CEOSMD MECTE B NPEREn&E NONA 3peHHa ceTan (Bons e ckpywHocTR). ANa nogoHeTh CEETNLIX W NPCIPEYHEIX “8CTHY HE-
NONs3yHT BHYTPEHHWA QW AMaTD NPoIREHHEIY 3TANOHHEIX DEPYEHOCTER ceThe. [na nogeyera TEMHBIRX ACTHY MCRO N30T
HAPYHHEIR AMEMETH 8P HBIX HENPOIPEYHBIY 3TENCHHE X OEPYHHOCTER CETEM.

C.d.3.2 Mpw SRNOAHEHHW JE3HHOMD AHANWZE HE OQONYCEASTOR NOSCHHTHESTh SMOREHEIE, NONYHWGEAE ANH WHEIZ
MOph OIS CEd HEQTHETNHBEE METEDHENE . SOTODKE WMEST BRD ARATEH WNH MMET HIMEHEHWA LESTE HE NOBERXHOCTH
e G pans.

C.4.3.3 Mpe BENCNHEHUH NONHOM NOACHETE HE NPEHAMADT BO BHMMEHHE NONE 3DEHURA CBETEW, OFPAHHYSHHO0S
AONEWOA OXPYRHOCTER . MENone3y BT BEOTHRENEH YK BW 3A0HYH HHTh.

C.4.3.4 MNpoeogrT onepadne no ©A4.1.5,

Coad.5% CrandpysaT B Membpasy cnpaea HEREED MO TRESKTORWA, KOTOREA NPUMEKSET, HO HE NEDERPEIBAET Nep-
BYH TREEKTOPW IO CHAHHpOaaHAA. MOBTORRKT NROWEOYDY, NSpEME L 8ACE BNpES0-BNEE0, NOLE BOS SACTHLL HE MEMBpaHe
HE BYAYT NOACHETIHE.

Co4.3.6 JanvocoiamT ofuies YUCHD YECTHL, PEIMED KOTORE X COCTEENAET 10 MEK wnK Bonee, W obuyee YHocno Yac-
TWU, pA3MED KOTOPE X COCTARNRET 25 MM wnn Sones. DYUEHABA DT PESMER SACTHUE, HE H3MEHRAA YBENWYEHWA MHLpOCKONE
W HE WMEHRA OCEEWEHHOCTE.

C.5 Npaawrs obpelomey pasyNsManos aHANL3S

.51 PAccHATHEBRHT SHCNS 4ECTHY HE KOHTEAHED Mo QOpMyns
Pin, (cA)

rae B — ofiwes 4HcnNo NOOCYMTAHH X 80T,
i — chwes sneno OB, yHaCTEOBAEWWY B HCNEITAHW.

Mpraedadse— Murpockonuaecriud aRanus Meepdas vacmud Momem Sema npoasden dayausy Socm pmHai-
MU dra goskpem Aol Rafiopamopuy Memodauy, danw UMy WOBHITUYHEIE FE3FREMa el
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Mpunoxeqsse D
(cnpasoYroe)

Facuyem yucna cyfrexmoa, Heolxodumebx dng npoeedenus RAUKUYECKUX UChbImanul

D.1 TNpu KAMHWSECEMY MCN B TAHWAY OCHOBHBIM KPUTEPHAEM NpA pacHeTs pasMepa BeBopks cySbeKToOR AENASTERA NO-
BSlUSHWE BHYTRWIMA3HoMD Daenesna. [ToEMLeHHE BHY TPHIMAIHGIC JB3NSHWA RENABTCA OCHOBHEM BONpoCcoM Be3onac-
HOCTH MCNONE3yEMbs 8 HECTOAWEe apeMA OB, ENHAN4EcEMe UCNBITAHUWA NP8dHaIsa-eH0 INA Toro, YTobs Nokaars,
UTO MENETyeMos JBM HE 2yEe KOHTPONEHOMD B OTHOWSHEM BCTPSY3EMOCTY NEKOE EHYTRWINEIHOMD QAENEHWA BbWE
30 mMM pT. CT.

D.2 3a aynesyw runoTesy (H,) NEHHAMART TO 05CTOATENECTAD, KOTAE BOTPEYAEMOCTE NUKDE BHYTPHINAIHAMS SaB-
nesdaA cEeile 30 MM DT, CT. 1, 38 B=METOM KOHTPONBHOR BCTRENESMOCTH NEKOE BHYTRMINAZHOMD ABENEHAA CREWE 30 MK
PT. CT. p. NPEESILEET MUEHMANEHD OOHEDYHABSEM Y PAZHOCTE MEKOY SEYMA BEMHYAHEMY &,

Tassm oBpazom:

Hy Tpp —pe =8,

Hoiw,—p, =&

0.3 MUHMMANEHOE HHCRD OUSHNESeMB K I:‘-':.l"fl'b'E'HTDB N, HeoBXogMMEE ONA KEBHAOA Ko ETYEMOE MPYNNL, ONES0enawnT N
oy e

NPt :""{i“'“;“-:] -t 0.1}

Il

DA TMps KEOHTRONEHOR SCTPEYEEMOCTH u, = 0.3, Munusaneso ofiHapysiaseod pasHocTs & = 013, nokazaTenax
(1 - =060un =010 MHHeMENEHCE “HCN0 YD BEKTOR B £AaXO0R MCCNEQyerdaR Tpynne

p = (0842 + Lzazﬁ‘[tuﬂ:_ﬂ.ﬁ HO3-07 _44a
REIE
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MprunoxesHse 0A
(cnpaBoMHOR)

EI!-B,E,BHHH O COOTRETCTEMM CCLINOYHBLIX MEMOYHADOOAHLIX CTAHAAPTOR
MEMIOCYO0apCTREEHHEIM CTAHOAPDTAM, HCNONLIOBEAHMEIM B HACTOALYEM CTaHOQAPDTE
B HA4YeCcTEe HOPMaTHEHLIX CCLIMOK

fratnuwua da

DEC IHAYEHRE CCRINDYHFHOra DE\DJHH.'IEHHE H HAMMEHDBEH S CORTOYNME0ND s ?'IIEDI.'IHHI.'IID "_'TEII'.,,ITIEFI TamW :|'l:l'll.'lIJII\'_'\‘;I
MEXIOCYOIPCTEEHHDID STAHGQAPTS AfaIHAYEHME CTENEHA BID CODTEETETERA LCEJOYHD MY MERIOCYOIPCTHEHHOMY CTAHOIETY
FOCT 150 100583-1—2011 ACOD 1099311987 JueHka GACNOrMHECKOrD SeACTEMR MEDAUNECKME 308

nwi. Hacte 1. OueHka # neneTarre [IDT]

FMOCT 150 108893-5—2011 —

FOCT 150 108%93-6—2011 ACO 10993-6:1994 Ouenka GAONOTHHECHDND JEACTEMA ME0@UHHCEME H30E-
neld. YacTe B, VICNEITEHWA =8 MeCTHOS DEACTEME Nocne MennadTaus (D7)

FOCT 150 10083-7—2011 ACO 10993-7:1905 OueHka BACNOrHYMECcKOro JeACTEMR MEddURECRME nade-
. Hacte T, OCTATEW CTEPHNHZELKHA aTHREHGRCHOoR [10T)

FOCT 150 100%3-0—2011 MCO 10993-9.199% Juenka GAONOTHHECHDND JEACTEMA ME0@UHECKME H30E-
N, 9acTs 9. DCHORMEE NPHEUANE WOSHTUHRWESLUH W SONUSecTRSHHOMD Onpede-
NEHKHA NOTEHUMANEHSIX NPOAYETOS QacTRykgun (DT )

FAOcT 150 10893-10—2011 —

MOCT 150 10093-12—2011 —

FOCT 150 108%93-16—2011 MCO 108993-16:19989 Oyedaa BHONOTHHECKOTD JEACTARA MEOHUMHCKRE H30E-
nal, Yacts 16, MogsnupoBasne W WCCNedosaHNE TORCHEOKMHETHEA NPodYKTOR

ASCTRYHUSH U BeMeEaHaa {1DT)

FAOcT 150 13485—2011 —

MACT WCO 14630—2002 MCO 146301907 HealTHasEE SUpyRrideckse WMnnedTaTel. Ofwke Tpebo-
EaHuRA (ILT})
FOCT 150 14971 —2011 MECO 14497 1-1:1988 MeguusHoawe nagenvr. MesegmuesT pucgs. YacTs 1.

MNpeMesesne aransis peckos (107T)

— ME0 15223:2000 MegruHHckRe n3gensa. CHMBEONE. NPUMEHREMEE NPA Map-
KMPOBEHAM HE MEOHLMHCEAE MALENAAK, STHEATRAX H CONPOBONHTENLHOW O0KYMEH-

Taywu {IDT)
MOCT 31214—2003 —
FMOCT 31508—2012 —_
FOCT 315807 —2012 MCD 1415512003 KnuAnwecaos dccleQoEa HUE MESUURHCKRE WAgennd gna

nexged. Hacte 1. Obuwue TpeboeaHea (NED)

NMpumedadH# e — B HacToORWEA TadnMUe WEMANEIOBAHE CNEAYHWLME YCNOBHES 0DOIHANEHWA CTENEHA COQT-
BETCTEMA CTAHOEPTOE:

- DT — HASHTHMHSIE CTEHOAP ThI,

- MEQ — moaMp HUMPOBAHHEIE CTEHAGRTS.

1
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MpunoxeHue 06
(cnpaBovYHOR]

ConocTagnoHMe CTPYKTYPLI HACTOAWEro CTAHAAPTA CO CTPYKTY PO
NPMMEHEHHONO B HEM MEMOYHAPOOHOro CTAKOARTa

[&.1 ConocTasneHne CTPYETYPR HECTOAWEIN: CTEHOBRTA CO CTPYETYROR NPWMEHEHHITD B HEM MEXEYHADOLHOID
CTERHOSPTA NpeACTaBnNEH0 B rafnnge N6 1. YEazanHoe B TESNHYS WIMeHeH WA CTPYETY DB ME TGOy QBRCTEEHHOND OTHOCH-
TENEHD CTRYETY Pl Ap#AMasesHOMD Meay=Hapog=ords CTaHgapTa ﬂﬁy’EﬂDEI‘IEHCI MpHEEEHHEM erfd B COOTEETCTERME TFIE'L'i{I-

paH#AMd MOCT 1.5—2004

Tefnwus OB 1— ConocTaeneHWe CTRYETYREI HECTOALWEND CTAHOAPTE CO CTRYETYDOR NEUMEHEHHOTD B HEM MEELY-

HEROAHONS CTAHAAPTE

CTpysTypa meway s pognors crangapra
WHCO 15798:20401

Crpy ETYPE HACTOAWETD STEROEPTE

1 O8nacTe PRCNPOCTRAHEHNE

1 OBNAcTe NEUMEHEH M

£ HODMETHEHGIE COLIMKW

2 HODMATHEHENS CCheMKR

3 TEpMHHE K OnpeaeneHwa

5 TepMuse W OnpelensHna

4 MNpedyCMOTPEHERE ZA03KTEDUCTHERN

4 Dfwwe Tpefosasni DEIONBCHOCTH OO TENBRONON Y ECHR
BHCEOXAD Y RrAMECHRY W30ENWH

THEHRIX KOMMNOHERTOE

1.1 Tpefoaasua ¥ NPELYCMOTREHHEIM XaPEKTEDHCTURA M
L KOHCTpYRTHEHRE ooobeHH0oTI 1.2 TpeBoaa=Ha K KOHCTRYSTHEHEM OCoDeHHOETAM
5.1 Dbwne nonoweHMa 421 OBwKe TpeboBaHEA
5.2 OnpelensH+e dapakTepHoTUE peonorvackd ak- | 4.2.2 TpefoeadHuA & ONpegeneH s XapakTEQHCTHE PRONOTd-

#ECHH GKTHERB Y KOMNGHEHTOS

221 KaparkTepAcTHER XMMHAYSCKHE CEOACTE

.24, AapakTepucTHRE XMMAMECcEHyY CEBONCTE

L.2.2 KoHUEHTRALUWA

1222 KoHyeHTpaU W

2.2 FacnpegensgHEe MOonSkyNApHOY MECCk

4.2.2.3 PacnpefensHie MONEsyNARHOR Matow

5.3 |:II'I|.'EE'_'I.EI'IE'H A8 XAPAKTEPWLTHE MOTOBOMO WAGENKA

4.2.3 TpeBoBaHuRA K anpejenaH« i XapakTepucTHE MOTOBGID
P TANMONOTHHESL0i0 BHCHDEN PYDMAYSCHENS H308NKA

5.3.1 OGwwe nonoxe=ue

4.2.3.1 Dfuwwe TpeboaaHA

5.3.2 CoaMroeen BRINCETh

1.2.3.2 COEWIOEAR BAIKOCTE

£.3.3 ¥npyrocTe

s

2.3.% Ynpyrocte

5.0.4 KUM#YeCKDE ONWCEHWME KOMNOHEHTOR

B

234 KUMHYECHDIe ONWCAHWE KOMNOHEHTOS

E35 pH

4.2.3.5 Jnaqsesne pH

3.6 KUMAqeCide d DH0nNoriisciEe 3arpAIHR DL de
MpAMEDH

4.2.3.6 KaMmudeckde @ S@onorideceHa JATPRIHADLWKE NZK-
KE2CH

5.3.7 OCMOTHHHOCTE

4.2.3.7 DoMoTHYeCKAR KOHLEHTRAUMWA

538 CnedTpansseid ko3@fuyseHT AponyCEaHns

4238 KosdduuMedT nponyckaH«a

5.3.9 Teepawe 483CTHUE

q.2.3.8 TEERpLEE HBCTHYL

5.3.10 lNoxazaTene NpenosnaHdA

4.2.3.10  llokaiaTens NpenosneHdR CiTENEMONOrHHECkE s
BHCHOZADYDrAYEBCEAY Wadenti

% lMEpaMETDE HOHCTRYELMA

4.3 ||3'E'|5IIIBE-Hﬂ ¥ OUEHKS CEORACTE MTOBSMD OPTANEMONOrd-
SECHOND BRCKONWDYRIHYECRGNS M3aenNuRA

.1 Obwne nonokeHna

4.3.1 O8wne Tpeboeansn

6.2 Oueda BHonor«ecsoR De3onacHooTH

4.3.2 TpedoBaHWA K ousHse BHOROrMYacKod Be30nacHOCTH

E.2.1 OBwue nonoxe=na

15
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CrpyeTypa MERQYHAPDIHOM CTARIAPTA
WMCO 157882001

Crp VETYHE HILTORWSMD CTIHAAPTH

B.Zi.Z2 MoneTaHue HE EHYTOMIMEIH Y AKMONEHTIUHARD &.3.2.2 MoneTaHne WNNaHTayHe R BEHYTRE TNA33

B.£.3 HconeimaHde HE DakTepwansssg 3HL0TOECHHE 4,323 HMonelTadme =a ElEIHTEan:‘IbH:IE SHOOTOKCHHE

B.Z.4 D.,EH*.EI o8 WASHA BHYTRDHIMAIHOMD Oaene- 4. 324 McneTadWe Ha BHYTPHMMAaaHE JaBNaH e

Hs4s

6.2.5 Yaoaned#e octatodHoro OEW M3 nepeaHen ka- 4.3.2.5 YOaneHWe oCTATOUWHOMD GMTANLMONOrMHSCHIND BHc-
MEelE KXW DYRTAYETEOND A308NKA M2 NepadHea A KEME PR

B.2.6 HerpagalMa W TORCHEOKHHETHER

d4.3.2.6 Nerpalay«a i TOKCHEOKMHETHEA

3 KndHWuecEan OLEHKES

4.4 TpebhoBaHAA K KNEHMYSCEOA OLUeHES

2.1 DOWME NONCHEHHA

4.4.1 Dfwwe Tpefosasda

2
3.2 [lnas KNMEAYMECHOND HCNBITAHWA

4.4.2 [lnas KENHHH4ECHOND RGNeITaHWA

B.
b.
B.:
6.3.5 MocneonepayuosHoE NOB&IUEHHE EHYTpHrNas-
HGOMD gagnedma

4.4.3 llocneonepaydosHan OUBHEE NOBEIWEHWA BHYTRHINE 3-
HOMD JagneHkd

6.34 MNMogeoueT “Mcna ENeTok SHOOTENUA PoroaKLkE d.4.4 [NogeHeT HMcna KNeToK AHOOTENWE POnNDE MU b
B.3.5 [locneonepaydoHHoe BOCNanaHWe 4.4.5 llocneonegaysoHHan BOCNanMTeN:HAA pedakyWa rnaaa
.36 HE'il.'ErGI'IF‘.'HFlT-hE-C‘:IZ-EHT.-'!-'I 4486 Capegiswid HebnarcnpUATHEIA ACcxog

T CTepMN#IELMA

5 TpeboBEasWA K CTERMAKIA LAY

g CTabMNEHOGTE NPy HLHW

8 TpeboEaHMA &£ CTEBHNEHOCDTH GO TENEMONOrAYSCEAX BHGHE-
EMPYRTAYMECENE M308NHd

8 enoCTHOCTE M XapakTeEpHCTHES CHCTEMES MO0 EY

f ||:‘.'E'°_'IGEE-I-1F~ 4 UENOCCTHOCTH M XE0AKTERMCTHES KOMNNSRTA
NoCTEEXA

10 ¥nakoeka

4 TpeboeasuA | ¥Nakoeke

10,1 3awMuTa o7 NoBReseHUR
TPEHENOPTHPOERE

NpK  Epa3HEeHHd ¥

4.1 33WMTa 0T NOBPEXIEHHA NPY PAHSHEH W TPAHCAODTHRD-
B3H#H

10.2 [Noogep=aHyie CTERMNEHOCTY NP TRAHCNORTH-
poB=E

4.2 3awuTa CTEPHANEHOCTA NPA TRAHCNORTHUZOBAHME

11 MHachopmauus, npeaocTABNREMER RAMSTOBM TENEK

9 TpeboEasMe k WHPOpPMAELWE, NPefOCTARNASMOA WAMOTOBM-
Tenam

MpunoxeHse & (obpzaTensHoe ) MonsTasme rnasHoR
HMANEHTaUaR

MpunoxeHe & IDtIFIE-iTE!:IbH:lE:I MeToonka MCNEITEHNA M-
NNEHTAYHER EHYTRE rnaa”’

&1 DluuWe caegaHrA

A1 Obwee TpeloBaHna

A2 METOOHES MCNETIHKAA

A [lopAgor NEoEEeLEHW A WCNL TEHWA

A3 DueHEs peayNeTATORE

Ad [lpaednag obpadoTed pPE3YNETATOR WCNEITAHWA

Iprnoxedse B I_!'."L'il'-.jaTE'.'h-l:l-.;.l MCNETEHWE HE BHYT-
peErNaiHce Jaenesue

Npunoxedve B (cbAzaTeneHos] MeTOgMKE WCNBITEHRA =a
BHEYTDHIMAIHOE D3AnNaH®E

B.1 Qfuwue cRELEHHA

B.1 Dfwwe TpeloaaHna’

BE.Z2 MeTog@Kka ACNETaHKA

B.Z2 MopRgok Npoasdaddn WoNk TaHHA

B.3 JueHEs peayneTaTos

B.2 lNpaedna ﬂﬁpﬂﬁﬂ'-kr‘ PE2IYNeTATOE MCNETEH WA

Mpunoxedss C  (cnpesodsos ) MAKpOCRONASECKHA

AmANA3 TEEpObBIX HACTHY

Mpunoxedwe © (peromedHgyemos] Mukpockonn-ecksil aHa-
an )
NHE TEEDAE X “acTiy

C.1 OCHOBHEE CAEBEHUR

Co1 OGwwue TpeSoBEaHUR

C.2 TepMuHsl u onpegenssua -

C.3 OfopyaoBaH@a C.2 Tpefopasvr & obopyOOBAHRH W ECNOMOFATENEHSIM
YOTROHACTEAM

C.d O6pasuk L I B
Ca31.2
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Oxoxvanue mabnuue F1

CrpyeTypa MERIyHAPOARO CTAXIARTA
WMo 1679E:2001

Cr PFETYPE HECTIAMETD CTRHRLNETE

C.5 Mpoyedypa @CnsITaH@EA

.3 -rl':DFlﬂ.:I:l{ NOQroToERH K NpOBELEHUKE SHANRIE

C.5.1 Ofwwe caeae=ua

C.52 Hecrponxa MUEpOCKONE

Co31 Ofwwe Tpelopanna
[

212 HacTpodka MUEpockona

C.5.3 Nograroaka GUARTPOBANEHOA YOTARO BRM

C.3.3 NograTogka GHNeTRORANEHOM YOTPOACTEA

C.5.4 lpoBepre PoHOEOTD 3ANDAGHEHWA

.4 [MopAgox npoESdeH MR BHENWIA
cad lNopRacy npogepid QoMOE0r0 SArpRIHEHYA

C.5.% Nogrotoasa obpasya

L s NopRaock NpoEegeH#A DANETPAEUAR CEHRTENEMONOMH-
HECKOMD BUCKCXHDYPIWMaCcEDro WARen A

C.56 Pabora c cerior IMA W NoacyeT 4aoTel

.43 TopAdok npoe&desna paboT ¢ ceTeoA MA@ noOcweTa
HACTHL

C.B PeayneTETH WCMNETAHEA

.5 Mpaswkna ﬂEpEﬁDTHH peayNeTATOE BHANWAE

Mpwunoxedide O (cnpaBocHoe ) YHono nayre=Toa ans
ENMAHEYECEME WONE TAHMA

Mpunokedke D {cnpaaoydsoe)] PAcHeTr sicna G:,-'ti'l:E{TCnE. HE-
CGDECAMMBIX ANA NPOEERSHEA KNEHHAYSCEHE MGME TEHHA

b WZNHerpadua

EWENWCTpadmuR

TE# HAUMOHANEHOH AL0H0MEEM TOCYQBRCTE.

1B HACTOAW MG CTAHZAPT EKNKMEHL TERMAHE M3 nogpaagens C.2 npunoxesua © HCO 15798,

Y NaH#0s Np@NoMeHYE B H8CTORUEM CTEHOBRTSE PA3AENEHD HE NYHKTH (NOONYHETR ), 4To ofycnoanedo seoBeogu-
MOLTesd NPABELEHUR BI0 B cooTaeTcTane ¢ MOCT 1.5— 2004,

¥ W3MEHEHRE CTATYCE NpENoseHd A C© B HECTORILEM CTAHGapTe ofycnoeneso HeoBx00aMOCTes YHETE NoTpeBHoo-
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ra 11
EH 12442-1:2000

(EM 12442-1:2000)
EH 12442-2:2000
(EM 12484222000

EH 12442-3:2000

(EN 12442-3:2000)
USP 24 <a5>
(UEF 24 <B5=)
VGO 1 TEES-1:2006
(180 1FE65-1_2006)

HMCD 111351994
(50 111351094 )

ALK TIR Mo 19 1983
(AAMI TIR No.18: 1998)

WMCD 1113512008
(50 11137122006}
WSO 11137 -2:2006

(IS0 11137-2:2006)
WMCO 11137-3:2006

(IS0 11137F-3:2008}
MCO 13408-1:1098

(150 12408-1:1008)

MCO 1MB0F-1:2006

(150 11607 -1:2006)

HCO 11607-2:2006

(150 11607-2:2008)

EH 868-1:19497
[EM BEE-1-19897}
EH t041:1994

(EN 1041:1888)
WCE 10093-2:2006

(150 10993-2:2008)

rocT 315792012

BunBnuorpadua

MxcynapoTaeHHan fapsakoner. Magadee 11 (8 wacTi sofw)

HHBOTHEE THEHE W WX NPOMIACAHEIE, HCNONB3YEMEIE NDW MAMOTOENSHEH MELHU@HCERE Wa-
DEnMia. YacTe 1. AHANKI W MEHELHMEHT PHCKS

{Arimal fisguwes and their derivales utilized in the manuiaciure of medical devices — Part 1:
Analysis and management of risk)

HHEOTHEE THEHE H WX APOWEBCAHEIE, HENONB3YEMEIE NDW MAMSTOENSHEH MESWUBHILAR Hi-
nendA. Hacte 2. Peryndpoaad@e wcTousnga, chopa v ofpalboTru

[Animat lssuves and thelr derlvates wtliized in the manufaciure of medical devices — Fart 2:
Conirale on sourcing, collection and handiing)

HHEOTHEE TEEHH M WX NPOMIBOAHBIE, HCNONBIYEMEIE NDW MEAMOTOENEHRH MELMUWHCLHE Ma-
penii. HacTe 3. ATTECTEUMA YHAYTOHEHRA WIMNK DE3SKTHEALMM EMPYCOE ® GPYIHE Nepega-
EA&MbLIX AMEHTOS

(Areimal leswes and their derivates utilzed in the manufaciure of medical devices — Part 32
Valldaton of eliminaticn andfor inactwation of wiruses and other transmissshle agents)
Papmakonen CoeguserHex WTaTtos, 24-e wigadue, <85> Onpegenesde DIKTEpPUBENEHBX
3HOOTOHCHHOE

[United Sfates Pharmacopoela, 2410 revisiaon, <85> Bacteral endotoxing test)
CTepundIauna WIgensA AN OEpaHE 300poaes. BnasHoe Tenno, Haote 1. TpedoBaHun &
pazpaboTde, ATTECTALMM W TEEYIWEMY KOHTRONK NDOYSCOE CTEDMNHEIELNH ME0HLGHHCHAY Mi-
nendA (Bagrmed WO 11134:18594)

[Stenlizaton of healn care products — Molst heat — Fard 1. Regurements for the
development, velidaton and routme conirol of 3 slenlization process for medical devices)
MEOdUHHCHHE HANEAKA. ATTECTALMA W TERYLLAA KOHTDONE CTEDUNAZEUNWNA STANE HOKCHOOM
(Medical devices — Valldaton and routine control of ethylens oxde starlization)
TexadwecKii HHEOPMALROHHEIA oTYeT no WCO 10983-7

[Technical Informaton Report for 150 10993-7)

CTepMndIauna Wagennid Gna cxpads 30opoesa. Pageaysn. Yacte 1. Tpeboeadua ¥ paapa-
HoTre, STTECTA UM W TEY WEMY KOHTROND NPOUECCE CTERWNMIALRN MEINYMHEKIE W3 Tanni
[Stenlizaton of health care products. Radiation — Fart 1 Reguirements for developrment,
walidation and routine control of 3 stenlizabon process for medical devices)

CTepMnuiIduna Wagenmd OnA Gxpadel 300poEsA. Pageauun. YacTs 2. Onpegensaq e cTepu-
NR3EYHOHHGA No0ael cnyyaeHna

[Stenlization of health care produects. Radiation — FParl 2: Establishing the sterilization dose)
CTepMnuiIauna M3aendi ONA oXpade saoposen. Fageausn. YacTe 3. PyEoB0gCTED NO AD3M-
METRRYSCEAM 2CMSKETaM

[Stenlization of healn care products. Radiation — Part 3 Guidance on doaimelsic aspacis)
AcenTiyaciRa oBpaboTea Wigends AnA oxpade 30opoesA. YacTe 1. OBwue TpebosaHsa
(Aseptic processing of health care products — Farl - General requirements)

Y¥NEKCBEE OROHYETENEHO CTEPUNHIDEEH HIX MEAMYMHCKARE Wagenni. YacTe 1. Tpebosanun &
METEDHINAM, CHCTEMEM CTEpANEHE: DapeepoE ¥ YNEKCED HEIM CHCTEMEM

[Feckaging for termenally sterdized medical devices — FParl 1: Reguirements for materials,
slenle batrier eystems and packaging systems)

YNEKOBKE OKGHYATENEHO CTEPUNMAI0EEH HBIX ME1MGHHCKME agennd. HacTe 2. TpefoBarun «
ATTECTAUME NDOYECCon ORMAPOSEH A, TEDMETUIE UMW @ cBapiu

[Feckaging for terminally stenlized medcal devices — Parl 2: Yalidation requirements for
farming, sealing and essembly processes)

YNEHOBOUHEE MATEPHANS! W CACTEME ANA MEORLWHCHAE ADEN KA, NOONEHELRE CTERANN-
aumd. Yacte 1. Ofwue TpelfoBaH®n 4 METOOR HOMETEH WA

[Fackaging matenals and ayatems for medical devices which are to be sterilized — Part 1
General requirements and teat methods)

WHpopMELWA, NPELOCTAENASMEA KITOTOBMTENEM MELHEUMHCEDR NEOOYVEL AW

{information supplied by the manufaciurer with medical devices)

DyeHxs GHONOraue cRene JeRCTEMR MEDMUWHCHEY Wagenad. YaoTte 2. TpeGoaaHaa & yonoeu-
Al COGEPEAHUR HHBOTHEIX

Brological evaluation of medical devices — Part 2: Anlmal weltare requirements)
Papusakones CWA, 24-8 nzgaHue. Matoe Jononsesve 19596, <7EB8> YACTHYHOE BRI BCTED
E WHEBEEUMAR. MICNBITAHME HE NOOCHMET MHKDOCKD NWHECEAE AT,

[United States Pharmacoposia, 24in revision. Fifth Supplement 1996, <788, Parliculate
matier in injgctions-Microscopic paricie count test)
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