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Mpeaucnoeue

1 NMoOOroToBNEH Orepeieis asguoHepHsim cbwecteom o TEC—-onTueas copmectHo o pabodel
rpynnoi MK 7 «OdraneMonorHeckas onTHES: TexHu4eckors koMuTeTa TH 296 «OnTeka 1 onTedYeckua
MNEHEOPEE HA OCHOBE CODCTBEHHOIS AYTENTHYHOID NePEE0OA HA DYCCKMA 93k MENOYHAPOOHOID CTAaHganTa,
VESIAHHOND B MyHETE 4

2 BHECEH YnpaenedWem TEXHWHECKOrD pPerynNupoBaHMA W CTaHJapTHIaydd  PegepaneHoro
AreMTCTEA NO TEXHHYECKOMY DEryIVDORAHKKD M METRONCT MM

3 ¥YTBEPHOEH W BBEQEH B OEWCTBWE NMpukasow SefepansHore areMTCTEa No TeXHHHECKOMY
pErYNHPOBAHKMED W METPONOrdM oT 01 wosbBpa 2012 r. Me 885-cT

4 HacToAWWA cTaWaapT S[EAAETCA  MOOAQHUWPOBAHHEIR MO OTHOWEHHID K MEMIYHADOAHOMY
ctangapty WMCO 186722003 «Mmnnawtate odTanssonorwdecens. JHZ0TaMNOHAgE  TR3aHblEs
(IS0 16672:2003 «Ophthalmic implants - Ocular endotamponadess ) nyTam:

- HIMEHEHWA HAHMEHOBRAHWA. HadMeHOoBaHWE HACTOAWETS CTAHJARTA HWIMEHEHD OTHOCWTEMLHO
HAXMEHOBAHMA YEAZAHHONS MEMIYHAROOHOMD CTAHOADTa ONA NPYBEQEHKA ero B cooTReTcTEde ¢ MOCT P
1.5 = 2004 (nogpaagen 3.5);

- MAMEHEHWR CTRYETYPR. CPaBHeHWE CTPYETYPR HACTOAWENS CTAHJADTA GO CTPYKTYDOR YEAZAHKOM
MEROYHAPOOMOrD CTAHAARTA NPHBEIEHD B QONCMHATENEHOM NpAnoEesHmE A,

= BBELEHHMA OONONHHMTENLHBIX TEPMHHOE ¢ COOTBETCTEVIOWWMKA ONpESeneHramK OnA  Nyqwers
MNOHAMAHKA TEKCTA CTAHAARTA, KOTODLIE B TEKCTE CTAHJADTA BROENEHB KYPCHERORM,

= HAMEHEHWE OTOENbHEX DPA3, KOTOPEIE B TEKCTE CTAHSAPTA TAKKE BhlGENeHE KYPOHBOLM,

= BEEAEHMA OONONHATENEHLIX NONOKEHWA, KOTOPLIE B TEKCTE CTAHO4APTA TAKKE BLIQENeH KyDoHBoM.
BueceqHe yEaIaHHEX JoNCMHHMTENEHEX NONoEaH i obycnopneHo ocofeHHOCTRD o0LerTa cTaHdapTHaanmMa,
¥apakTepHol ans Poccrickol Degepaikd.

Mpd NDHKMEHEHKK  HACTOALWETD CTAHOApTa PEXOMEHOVETCA WCNONLICBATE BMECTO  CobIMOYHBX
MEMOYHAPOOHLIY CTAHOAPTOR COOTRETSTEVIOWME MM HALKMOHANLHLIE CTAHAARTH PoccHickeln TenepaumMd K
MEXTOCYIADCTEEHHLIE CTAHOADTE, CEEAEHWA O KOTOPBX NPUBEOEHE B JONONHKTENEHGM NEHNoKeHdn 0B

3 BBEINEH BMNEPBBIE

Mpaguna NpumeHaNLs Hacmofweso cmandapma ycmaroenaws 8@ FOCT P {.0—=2012 (pazden 8).
Huchoprauua of UIMEHEHUAX ¥ HECMORLWEMY cmakdapmy Myanukyemcs @ axazodnom {No cocmosnue na 7
Aneaps mexylieso 20da) uNOpMayUoNor yasamensg sHayLoHansHEE CMandapmeiy, 8 opuyUansHed
MENCITT USMeHErUd U NOOpaacs — & SHeMECAYHOM  URDOopMaULoHHOM Wrazamens «HayuoHanbHeg
cmandapmeds. B coyyas  nepecMompa [3amesbl WY oifdank! Hacmosueso  cmasdapma
coomaamomaywes veedomnesuve Gydem omyinukosans & GNURadwes EbiNyocke uHDoDMaLuoHNa20
yrazamens «HaylonaneHee cmandapmes. Coomaemomayoulas uiboprmayus, yeedouMieNue U mascms!
PAMSLENNTICA MaKse 8 uHdopMayuosNel cucmene ofWeso MonNL308aHUA — Ha ofuyuansroM cadme
DedapansEHOs0 a28RMCMES N0 IMEXHUYSCKOMY DESVTUDOESHUK U MEMPDONosUL & Camu Mrmeaprem [gast.ru)

© CradnapTuHdopk, 2015

HacToAlwMiA CTaHgapT He MOMET GRTe NONHOCTED WNW YAcTHYHO BOCNPOMADEOEH, THRaMKUpoEaH W
pacnpocTpaHed B Ka4ecToe oduuMansHoro wagadsa Gea paspewesvs PegepaneHoro aredTcTea no
TEXHWYECHOMY PEryTIMPOBIHKI 1 METPONOTIAW
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HAUWOHANBHBIA CTAHOAPT POCCHMWCKOW DEOQEPALMMH

OnTHKa odranLMonoriYeckan

HMMMNNAHTATEl O®TANBMONOMMYECKHME.
SJHOAOTAMNOHAOL! TMA3HBLIE

O6wme TpeSoBaHHA BeI0ONACHOCTH

Crphthalmic opfics. Cphthalmic implants. Ccoular endotamponades. General safely requiramants

OaTa egegeHvmA — 2014—07—01

1 OBnacTe NpUMeHEHHUA

HacToAWMA cTaudapT pacnpocTpaMRETSA Ha  rMakeie adjotaMnodage (ganee - [3) enacca
HEAKTHEHLE XWDYPIAYECKMY HMONAHTATOR, WCNONs3yesse B o@TansMonorik. T3 npegdasqaseds: ana
CINEHMBAHMKMA W JAHPENNEHAA  NCNOKEeHHA OTCNOWMBWEWCA CEeT4aTEM Ha  cocyawcTol  obonodke  wnw
TAMMNOHA LORAHWA CETYATHA.

CTangapT yCTAMAANKEALT TPeDOoBAMWA CE30NACHOCTH B OTHOLWEHMA NPELYCMOTREHHITD NDHMEHEHHA,
XADAKTEQHMCTHE KOHCTRYELMA, O0KTHHUYECHKDH M ENHHUYECHOH OUSHOK, CTERWNHIALMKA, YNIAKOBKA ¥ MAPKWDODEA
MzZAENHA ¥ HHEoPMALMIA, NPELOCTARNAEMON MArOTOBMTENEM ITHX MAZEnMA.

2 HopMmaTHBEHLIE CCLINKK

B Hacmoawes emandapme YoNanbI0aaHe HOPMaMmUEHEE CobTKY M3 cnedyiowus cmandapmbi.

MOCT P HCO 10993-1=2008  HMadenus wedulyudckue. Oyewka Buonasuveckoss  dedomeun
areduguscklx uadenuld. Yacme 1. Oyewika U vocnedoaanus

FMOCT P HCO 10993-2-2009  Hadenus wmeduuuwckue.  Ogewxa  Suonosudeckoss dedomaus
MeduguMckus uadenul. Yacme 2. Tpefoganus ¥ 00paLestio © RUaoiTiHbdL

MOCT PHCO 10993-3-2009  HMadenus weduuusckue. Ouedka Suoncsuveckoso  delcmaus
medugurckux wadenud. Yacme 3. Moonedosasue 2eHOMOKCUYHOCTIL, KANLEOOSENHOCTIL U MOKCUYSCKO20
dedcmaud Ha penpadyrimuany e ghy KLU

MOCT P HCO 10993-5=-2008 Hadenus wedulunckue. Oyewka Buonasuveckoss  dedomaus
meduyuxckux uadenud. Yacme 5. Moconedogakus Ha yumomoscusHocme. memade:r in wino

MOCT P HCO 10993-6-2009 Madenus weduuvdckue.  Oyewka Buonozuveckoso  delcmeus
madugutckus uadenud. Yacme 6 Heonedogakive Mecmioso Jelcmaus nocne uMnaasmayuy

MOCT P HCO 10993-7=2008  Hadenus weduyusckue. Oyewka Buonasuveckoso  Jelomaus
meduuyurckux uadenuld. Yacme 7. Ocmamouroe codepsanue amunerorcuda nocine cmepunuasuyu

FOCT P HCO 10993-10-2008 Madenus weduuuwckue., Oyokka Ouonosuveckoso  Jelomaus
weduyuHckLx usdenuld. Yacme 10, Moonedoaakue pasdpawailieao U celcufunuaupyoneso dedcmeun

FOCT P HCO 11134-2000 Cmepunuaayus seduyuvrckol npodyeyuy. Tpefosasud & sanudayuu U
EKYLLEMY KOHMOOTK. MROMEILNEHHAR CIMSLITUIALLT ENaAHBIM MEIoM

MOCT P HCO 111352000 Meduyuvckie uzdenus. Banudauus o Mekpliul sosmpais o DUy sagg
OHRCUGOM HTLTeHT

FOCT P MO 134058-1-2011 Acenmusecroe npouzecdomes meduuurorod mpodykuul. Yacme 1. OSwue
MpeboaaLa

FOCT P HCO 14155-1=2008 Pyxosodomeo nNo APORE0ENIe KIUHLYSCKLE UCTLIMaMul mMeduuuHokuy
vadenel Yacme 1. OSiyue mpeboasiis

MOCT PHCO 141552-2008 Pyxosodomes N0 ApGeedsilo MIURUYECKLX  UCbIManud Meduiunciy
uzdenul. Yacme 2. MNNadupoaaiug IUNHUYSCHLY UCTBImManul

Hznauuwe odwmuymraneHoe
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MOCT P GO 14630-2071 Heakmuakbie  xUDYDSUYECKUE  UManandmames).  O8uiue  mexHudackue
mpeboeatug

MOCT P HCO 14971-2003  Madenus  weduugueckve. Mpudeserue dedsdededma  pucka K
MEULLHCKELUR U20emLsa

MOCT P OO 1522312010 Mazdenua Maduiltickue. CUuMaons), TDUMEHAEMEE DU MaprRUDDEaHLIL Ha
MEALLUMCKUE UR08USY, AMUKBMKEY U & conpoeodumenssad dorymesmaliy. Yacme 1. Obwue mpebogaulA

MOCT P 5711458-98  MHadenus seduuuvckue.  Tpebogawua Kk obpaiyaw o JoNpMEsmayuy,
ApedomMIEnAemaid 8  MOKCUKONOSUYECKUE, CaNUMEpHO-XUMUYECKUE UCTLIManus, uenbimasus  ma
CMEPURBHOCTE L MUDCSERHCCTE

MOCT P ST6058- 2000 Madenus meduliunckie. Knaccbukalila? @ 288U CUMICMU O NOMEHUUansHosa
pucka npumeresus. O8wue mpebosakius

MOCT P 524582005 (HMCO 118759-F:2007) Hmnnaumame! ogmanemonozsuvecsue. Mumpaokynaprea
MUKz, Yacme 7. KnunuYeckue Wonbimanun

FMOCTISO T37-1=2011 Cmepunuzayus Meduyusckod apadysill.  Padusiionnas cmepuiu3angusn.
Toeboganus & pajpatiomes, sanudayuy o MEKYWeMY KOWMPoMe PouScca cmepuiulayuy MedulyuHcKux
uadenuil

MOCT IS0 T1137-2=2011 Cmepunuzayus Medudgunckod opadyrill.  PadusiUoneas  omeumuIadgss.
Hacmb 2. Yomakoanewue cmepunusiaiel doas

FOCT IS0 116072011 ¥nawoawa meduyurckux usfenul, Rodlesauwisy PuUALWEoD CMagunusauguy.
Ofupme mpefoaaHus

MOCT IS0 13485-2077 Madenua smeduyimosue, CUCiems MeNeoRMeqma Kavecmed. Cucmemise
mpebogakiud Sna yaned peaynupoeatua

Mpopumeyaxde - MNpw NONE30VEAHAM HACTORLWMM CTEHOEPTOM UENEcO00pEazHE NPOEBRDWTE O8RBCTEME CObINOMHEIX
CTEHOARTOE B MHIPOPMAEUADHHOA CHGTEME OBLWErD noNLAoeaHWA — HE odyKaneHaom carte PegapansHoro araHTocTea
Na TEXHWHBCHOMY PerylMpOBaHMI M METRONOTMH B CaTH MHTEQHET WNM ND EXErOgHOMY MHOORMALHOHRDM Y YEA3aTENKD
4 HAUWOHANEHEIE CTAHOAPRTEE. HOTOpBIR onyENAROBEH N0 COCTORHWED HA 1 RHBAPA TEXYLWIEM roga, | No BelTyCEEM
EHEMECRHHOMD MHPOpMALKOHHDID YEa3aTenA «HaumoHansHEE CTEHOAapTE 28 TeRYLEA o Ecni 3aMeHeH CobnaYHbIR
CTAHOART, HA KDTOPEIA JaHS HEOATHDDBAHHAR COBNEA, TO DEXOMEHOYVETCR MCNONL302ATs OSRCTEVHILYH BESDOHIED 3TOM
CTAHOAPTE C YHETOM BOSX BHECEHHEN B JaHHYH BEPCHED MIMBHEHME. ECNW 2amMeHeH couINOHMHER CTAHOART, HE HOTOREIR
OaHE OATWPOBEHHER CCRMEG, TO DEXOMEHOYETCR MCNONbIOBATE BERCHH 3TOM CTEHAS0TA C YHA3AHHEM BLILWE [O0M
YTEEDHEIEHNA [NPUHATHA). ECny nocne yTEEQ#0EHNR HECTORWEND CTAHGAPTE B CObINDYHEIA CTAHOART, HA KOTODLIR GaHE
OAaTWPOBAHHAR CCObINKE, BEHOCEHD MEMEHEHNE, 3aTRArMBSHWSE NONOHEHNE, HE KOTOROE O3HE COhINKEE, TO 370 NONOHEHWE
PEHOMEHOYETCH NPUMEHATE BG83 y48TE OAHHOMO WameHesrA. Ecnw cownodeeid cTasgapT otwased Ge3 3ameds, o
NAONCHEHWE, B KOTOROM JAHE COLINES HE HEM, DEXOMEHOYETCA NDHMEHRTE B 430TH, HE ISTRATHBRHWER 3TY CObIKY.

3 TepMKUHbI U OnpegeneHnAa

B HacToAwWEM CTAHGAPTE NDWMEHEHL CRedyiWHe TEDMUHE ¢ COOTBSTCTEYIOW MM ONpegensHnaC;

3.1 cuctema aoctaexn (delivery system ). NepMETHYHEIR KOHTEAHED, B KOTODOM NOCTABNASTCA HASEMKE,
W AONOAHWTENEHBIE KOMMIOHEHTL 4N8 BBROEHMA DAHHOMD MAOSNWA 8 Mas.

3.2 OWHAMWYECHKAA BAIKOCTE n (dynamic vizcosity) Mepa BHyTPEHHEND TPEHHA MHOKOCTH, panHan
OTHOWEHWED TAHMEHUMANSHOTS HANPAKEHWA K MEa0nedTy CHopOCcTH COBKra.,

MpurMedaHus

1 TepsmuH 2 JAHAMUHECKAR BRINOCTEY MOGHHD THEME NDUMEHATE ONA 0003HEYEHNE 38BHCHIMOCTH 0T BREMEHKM, TP
EOTOPOM HANDAXEHWE CORAME ¥ CHOPOCTE GOBHTE MMEHRIT CUHYCOWOANEHYH BREMEHHYH 33BMCHMOCTE.

2 3HAYEHVE QMHAMPHECHDN BRIKOCTH ONPEJSEMNAKT KAK YECTHDE JENEHNA KACATansHorD HarnprR# EHHR HE CHOPOCTE
SEhOpMALKMA NDH CAHYCOMOEMTLHER YENDBEA.

3 WMkorga TepMHH #0WHAMWSBCEAR BAIKOCTES HAZLIBAHT K0SHHMUMEHTOM JMHAMAHSCKOR BAZEDCTM WNW NPpOCTo
BRIHOCTRHY.

4 AWHEMyHESKEA BRANOCTE BLIPS#EETCA B NACKANAL B CEHYHOY.

3.3 mewcbazvoe HaTtAmeHwe (interfacial tension): Mepa HI0LTOYHON JHEPIAH, BROSNAKLWESACA Ha
rpaddue pasgena @l penegcTere QUCSanadca MOoNekyNapHEK Can Ha AToH rpaqduLe.

MpurmedaHe— MexpadHos HATREEHE BEDAHSSTOR B HeHTOHEX HE MeTh [Him)

34 KMHEMATHYSCKAA BAIKOCTE v (Kinematic viscosity) OTHOWEHHE QWHAMAYSCKOR BAIKSCTH
WHOKOCTH K 28 NNOTHOCTH.

Mpumedas e — KHHEMATHHECKER BAMOCTE BHPEMASTCR B METPEX B KESQDETE B CERYHOY (M /)L
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35 HeTEepOLER WMNNaHTaTel [Mon-solid implants): Tasmnosaga cpegHel  oBonoYEM  CTEHEK
HPOBEHOCHOND COCYOE, TAKAA KAK raskl, MHUOKOCTI MK Tenn.

3.6 nopepXHOCTHO® HaTAXeHWs (surface fension) Memdhasioe wamaxeHue 8 Mo ciyyae, soada
oduaal U3 has fanfdemcs xudkocime, a doyeol ghasol - ee nap.

Mpumadanme— MoEspEHOCTHOS HATAHEHAS BEIPEXEETEA B HLHTOHEX HA MeTR (HiM].
3.7 papnedde napa vapour pressurg). Jagnedue napa sdgeol M3, onpelenaoles @8 NeTydecThs.

- Npwredadne— [asneqis Napos BEOEHAETCA B MWNMHMETDAX DTYTHOM cTonba (Mm pr. o) npy Temneparype (35
=2) C.

28 anazmkie awdomasmmonadsl | (ocuwlar  endotamponades))  Hemeepdee  uMRaasmmams,
cogMecmumMse oo cpedol 2naza, npuMenfaaMels And uamMeNaNuE WUAY MaMinoHup0gasus HmMCioeHus
CEMYAMKL. KOMADBIE DYHKULOHUDFIOM, 8 OCHOEHOM IMaXaMHUYack.

MpumeadaHue— N3 MOUMERROM LG BHPTIDUONSDSTUEHEM egadeHusM, Moo pOanarued 8 KoHYEs amepauun, 8@
CITYHES  MAEFEmLN  wudioomed, Hanoumen nepgmapyanspodos, nubo  fpedeaisaquens) R HaXORDSHUR & monocmo
CIMERNCEMIHOS0 T, NoWE He Dpoem AoCmUEHPTTIO MOUCOEAUHEHLE CENTIHETIG.

1.9 mmomyocme p (density); Macca sewectea Ha eguHyMUy o wEMa NpKY JaHHoR TeMNepaType.
210 MonekynApHO-Maccoaod pacnpedanenue [chainsdength disiribution): CoomEoweRue  HLCna
MIKOOMOTEKYT PaAnuHo0 MonekynapEol Macce @ ofpazye nonuwepa.

Mpumavdanwme— MonggnREpRO-MECCORDe DACIpedensmis ARTAEMCE O0RDd 03 SEMREHWINE X3RarmeDuCimiuy
CUHMEMUHECKUE NOTUMBDDE. CNpsdenAIYel MADAUE UX CBOLCITIES, 8 YACMHOLTIL, MEXaHUNECERH MODHHOOE,

311 AcTopUYBCKWA (HenapannenbHieid) koMTponks (historical or nonconcurrent control). Cnocob
KMAHAYECKOND WCNBITAHAA, NEH KOTOPOM PEIYNETATE CPABMWEAINTCA C OaHHbIMA Habmogedus cyleeKTa B
MPOLCM.

4 O6uwue mpebosarnun BezonacHocmu M3
4.1 TpeGoBaHWA K NPUMEHEHWID

4.1.1 Obwue TpeboBaHMA K NPpUAMEHEHHID 3 JONMHE COOTEBETCTEORATE  MPEOyCMOTDEHHOMY
NPMMEHEHMIC 007 HESKTVBHEIX XMPYPIHYECKHK wMmnnadTaTes no FOCT P HCO 14630, JononHuiens o K Hum
MArOTORMTENE JOMNHKEH ONACATE M SOKYMEHTHPOBATE YHELMOHANbHBIE XaPAKTEPUCTHKA [2 B OTHOLWEHHK .

= KHMHHECKOMD COCTABa W (OHIMYBCKHY CRONCTE

= NPEARONAraemor XHpYRrSeckoro NpUsEHEH KA |

- YOMOBMA SECOMYATALMK M MAKCHMANLHON NPOACTKKTENEHOCTH KOHTAETS © BOAOSRCTEMEM HA MMasHBE
TEAHM.

4.1.2 OOnacte npumedeHda I3 gonkHa OeTe ONDEOENeHa © YYeTomM DeACTRYKIWKY HOpMATHaHLIX
OOEYMEHTOR, ONYDNHMECBAHHOR KNHHWYSCKON M HAYSHON NATERATYER, JOKMMHAYSCKON H KMTHHMYSCKT OLUEH oK
M EMAH YR CRAN WCMETaHAA,

4.2 TpeGogaHua kK KOHCMPYKMUSHLIM 0COBEMNHOCITIAM U XapakmepUcimukan

4.2.1 D6wre TpedoBaHWA

4211 CnegyeT npuMmesATe obwwe TpefoRaHMA K HEAKTHMBEHLIM XHMPYRIAYECKKMM MMINaHTaTam no
FOCT P MCO 14630,

4.2.1.2 Boe TpebosaiudR, NpedbABNASMBIE K ONPEeOeneHiam XapakTeDrcTHE, ONUCAHHBIE B HACTOALE M
NoApasfens, 0omkHe BelTe COBMOOEHE DK MCNLITAHWA CTEDRNEHONS KIOENWA, TOTOBOMD K BhLINYCRY.

Miobbte ACNONEIYE MBIE aHANHTHYECEME METOOL! DOMMHE GblTh NOATEEDHASH OOKYMEHTANBHS,

MpumadaHve— Yeasasse TpeboBIHMA MDEOHAFHIHEHL ANA MAMEHSHIA NDH ATTECTAUME MATEDHANGOE, HD HE
OERIITANEHE] K MEAMEHEHAR B CTAHOAPTHDN NPOrpesdns 05EcnBHEHHAHOHTRONA K-4S0TRE.

4.2.2 TpebopaHHA K XMMHUYBCKAM 1 BUONOrAYecKMM 3ArpAIHEH MAM
BulABMNEHHE NOTEMUWANLHD ONACHEDN JWMWAYECKHX MMM SWONOrMYeckds JarpasHnuTenid NpoBOOAT ©
MOMOLWEID adaniia pucka. OnA Cceiped DUONOMMYEcKOrD NPOMCKOMOEHHA ITH NDWMEcH MONYT BEMOYaTe B
ceDa Denkk, HYENEWMHOBLIE KACNOTE MNM SPYTHMe OUOMOTHYECcEMEe MaTepHansl. 3arpAIdRiowse BeWwecTea
3
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rOTOROMS N@OAYETA, NOMYYeHHEEe W3 WCXOOMBIY MATEPHANOR WM B De3yNLTATE NPOWIBCOCTREHMOD
NpoUEcca, TAKME KAl CLUMBAWME areHTel M aHTHOHCWOAHTE, KOTOPLIE ABNAIOTCE NOTEHUWANEHD WO
CHCTEMHG OMNACHEIMKE 0NA TEAHER Ma3a, QoNKHE GeiTe M0 BOIMOMHOCTA ONPELENEHE, M WX KOHUEHTRALKS &
rOTORGH NPOOYELMM A0M#HE CooBWATECA WITOTORMTENEM,. 3ArPRIHAKLLMWE BEWEACTEA OONKHE GNpedenaTECA
C NOMOLWED CTAMOAPRTHEX AHANUTHYECKAY METOO0E NPW HANHYHY TAKOBLK, K BOE METOO OOMMHE DuiTh
ONHCaAHE.  OMDAHMYEHHMA B OTHOWEHWK  AnABNeHHBE  3AMpAIHEHUE  O0MmeHbl BT YCTAHOBASHLL W
OOKYMEHTHDORANE.

HeobxoaHmMocTe NPOBedeHHA HCNeITaHKkA ANA Nposepiy BUonNorHeckond QeRcTEMR JarpaAIHKTEeneH B
MNPOUECCE OUeHK Bronorisec ol GeaonacHosTy BOIHKKART NS PeAyYNETATAM AHANWIA DUCKDB.

4.2.3 TpeSGoBaAHMA K XUMAYECHOMY ONUCaHHID

HMaroToBuTeNe SOMsad NPeacTas|Te CNUHCAHKME EAMO0MS XWMMWYECKOrD KOMNOMEHTa 8 roTOBOH
NpooysLME 1M cneyudmeague. Ecny sosMnoHeHT Mateprana NpoMciodiKT W3 GHUONOrM4ecky MCTOYHUEDR,
OQFAHWMIM, W3 KOTOPOMS Ol NeNYHAeTCA, Jon#eH OulTe YHA3AH BMECTE C© 8ro WCTOUMKKOM. 1Na CUHTETHYeCKHY
NOMNKUMEPOE BCE NOBTORAMALMECA NOOIBEHER, COCTARNAKLME NONUMED, ACMEHE DolTs KOEHTHEWULHPOBHSI
B XHMAYECKDIM OTHOWEHUM, BCE CEAIM MEHOY HHMK DONHHE BblTe OMWCaHE. Takse Son#He GuiTe ONWCaHE
NepetpecTHsle  CEAZM. OCTATOMMBIE MOMOMEDE W PEAKUWK  NoboYHEX  NPOOYKTOR  O0NMHH  OGulTh
KOMMYECTREHHD COCHMTARE! W ONDEQENEHE, BCAM ATO BOIMIMHO.

4.2.4 TpeGoBaAHMA K KOHUEHTPALUMH KOMMNOHEHTOR

KoHugHTpauMs Kasgoro KOMNOHEHTE MATepuana 8 roToEcM J3agendl donksa OwniTe  yEazawa
HaroToRMTENeM. Menonesyemeie QUIMHECKHe MK XMMEYECEHE MeTOOLI HE CNPeaenequs A0mwHsl OuniTs
VEAIAHLL.

4.2.5 TpeGoBpanMA K NNOTHOCTH

MAoTHOCTE #MUgkol GopMel [ A0N#Ha GRiTE YEa3aHa WAroTOBWMTENEM B KHNOramMmMax Ha Ky Budeciiii
METP (kI

4.2.6 TpeGopanMA K razoobpaHoMy pacluMpeHmig

Ona rasoofpaadsix Sopw 3 WIrOTORBMTENEM OOMMHD GhiTh YHAIAHD BHYTRWIMAIMOE A30008pa3H08
pacwupeske Npy Temnepatype (35 £ 2) *C v npegcTaEnasa ero 3apHcHMocTE OT aTMocepHoro gasaneHma.

4.2.7 TpeGopanMa K NOBEPAXHOCTHOMY HATAMEHWID

MaroToBKTENE DONWEH YKa1aTh, B CNYYEE NPUMEHWMOCTH, NOBENKHOCTHOR HATAKEHHE B HEIOTOHAX Ha
MeTp (Hin) Nnpr TeMnepaType (35 + 2) °C.

4.2.8 TpeSoBaAHMA K KHHEMATHYECKOW BAIKOCTH

HMaraToBWTENE JONMeH YEA3ATs, B CRYHAE NDEMEHHMOICTH, KMHEMATHYECKYH: BRINOCTE B BMUNNUMETRAX
B KE3OQATEe B CRKYHOY {Mr.-l‘-'.l'c::l.

4.2.9 TpeGoBaHMA K MONEEYNADHO-MACCOBOMY DACH PananaHAn

CoOTHOLEHHE YMCNA MONSKYN ¥ COEOHKE IHAYCHHA MONeKyNEpHOR MACccki A0MeHsl BhiTe yEalaHbl
HArGTOBWMTENEM, ecnK I3 NpescTaenseT cobol nonupep.

MaraToBUTENE AOMEaH NPOBOAUTE KW COOBWATE 0 HEODEOMUME OONCMHUTENBHEY HCNLITAHKEY, YTODkR
0DECNeYdTE ANSKBATHOS ONWCAHWE MONEKYNADHO-MACCOBOID PACNPEAEnSHAA KOMNOHEHTOR B FOTOROM
Hagenud. FNpd HAnMYM CTAHGApTHLY METOL0B OHH DOMEHE GETE HCNONE30B3AHSL W YEAIaHLI,

4.2.10 TpeSoBpaHWA K TREPOLIM YACTHLLAM

Mpu NPOBEOEHUH OUEHEKR DUCKE HEAEX00UM0 ONDEENNTE NOTEHLWANEHYHD BOSMOKHOCTE JAMDATHEHHA
WNK oopalneanKa TEEDOEY YacTHL B WIOENUW B NPOUSCCE HIrOTOBMNEHWA, B YONOBAAX, OMMOASMEL MPH
TRPAHCNOPTHROBAHMK M XPaHEHKK, 3 TAICHE NDK NPeONoNaragMom HononNsEICEaHUL KIJENMUA.

MaroToBuTane DOMKeH OXaQakTepHaIcBaTe H YCTAHOBNTE OTPEHMHEHMA HA BUOL, QUANAI0H PAIMEDOR
W 4HCAo YACTHL, NEPMCYTCTEYIOWMWY B MOTOROM WAOEMNWH, MCNONEIYEROM B KNAHHHECKMX MCNBITaHMAK. Jonsmis:
ObiTe YCTAHOBNEHL MPESCNLHLIE  IHAYEHMA N0 EEEOOMY BRIy YacTul, NOATESDHASHHEE B X008
KM HHYSCEAY MCTIBITAHWA K NOOTES 3 OASHHLIE COOTRETCTRYIOWMM SOOCHOBAHNEM.

4.2.11 TpeSoBaHWA K NOKAIATENK NPanoMnaH A

MNokalarens npenoMnedda M3 gonwsed DeiTe AIMEpeH C NoMOWEID DedhpanTOMETRA NPU TEMNepaType
135+ 2)°C | gnvMe BonMsl (548 L 10) Hea.

4.2.12 TpebGoBaHWA K CNEKTPANLHOMY KO3gWPHLUHWEHTY NPONYCKaHMA

Koad@uUMeHT Nponyckadda roToaars M3 gomsed OsiTe WAMEpEH B JHanaioue oT 300 go 1100 MM
C NoMOoWe cnesTpodhoToMeTpa. PeayneTatel 0oM#He OkiTe NpegcTaaneédsl B rpadWYeckon dopiie:
KOIDEUUMEHT NPONYCEAHKA, 5, B JABMCHMOCTIA OT ANKHE BOMHEL, HK.

4.2.13 TpeSopavuA K AaBneHW D napa

[agneuwns nNapa OONWHD ObiTe YEAIAH0 WAOTORMTENEM, B CMYyYa8 NPMMEHARMOCTA, B MANTIHMET DA
pTYTHOMO CTORGA (MK, BT. CT.) NpW TeMnepaType (35 + 2) °C.

5 TpebosaHus Kk oyeHke ceolicme 2omoeozo Uldenus
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5.1 OBwwe TpeboBaHKA

211 TpeGopadkwa K oueHke 3 OONHHE COOTEETCTEOBAT: TpeboBaHuam OGeI0NACHOCTH,
npueedeHdHen B TOCT P HCO 14977 AnA HeasTHRMBIX XHPYDTHYSCKUX MMNNAMTaToR, 0SWKK TpeboaamH A
MOCT P 51608 w cucmeaMbibid mpefioganuan no FOCT 150 13485 PeayneTaTel aHaNH3a PUCKOE DOIHKHE
ONpPEOEndTE HCNBITAHKSR, HECDXOOWMEE ONA CUSHKW GHoNorYeckon BesonacHoct I3,

Mow cueHke pUcKa J0NEHD DT NPUHATO BO BHUMaHWE CNegyiowes;

a) B WAOENHA ¥ NPOSoMKUTENEHOCTE BHYTRMIMAaIHOTD KOHTAKTA,

bB) NOTEHUWANLMOE BIAMMONeRCTEME 3 © OpYTHMH  MaTEpWanamd, KOTopble MOoryT  ObiTe
HMCNCMNE30BAHL B OETanbMONorMYECcKoR ONenagnH;

C} GNA BHYTOHINAIHLIX rAI0E NO0EE MAMEHEHHS COCTAEa NPHMECK

Mpumavanve— MamMeHEHHE COCTEEE NPHMECER MORET NPOWCHOOUTE BOMEOCTEXE MIMEHEHEA KOHUSHTDELMA
CMMEHECKMY BEWLBCTE. CERIGHHLIL © PEINAHWMEM B O3BMEHWA NAPOE, ROrGa pe3epeyap Syget woqepnad. TpefoBaHuA K
ODUEHEAM HEAKTWEHLI MMNNEHTATOR, yEazaHHme B JTOCT P OO 14630, Taswme sonsHs DhITh NRHMEHEHS,

51.2 Tpefogawud X ofpaluald U JoKyYMeNMauul., nNpedocmagnaeeild Ha  MOoKCUKOIOSUYECKUE,
CARUMADHO-RUMUHBCKLE  UCNLIMAEHUR,  USNBIMAaNUR  Ha  CMepuienocms U TUDOSERHOCTIE,  JommHb
coomesmemenaames FTOCT P 571148,

5.2 TpeGosanun K oUEHKE BHONOIMYECKON Bel0oNacHOCTH

5.2.1 ObwwWe TpedoBaHWA

Ona scex M2 gonsdel OeiTe cobnogeqds TpebopauKs, NpeOBABRNAEMEE K OUSHKe CHoNorMYeckon
GEacnacHocTd no MOCT P HCO 10583-1, FOCT P HCO 10333-3. FOCT P HCO 10583-5 FOCT P
HMCO 10993-6. FOCT P MCO 1029370 b moafosadus, Uanodenise 8 Hacmoalyem nodpazdens.

Mpumadanne— Ha OCHOBAHAMK THNHHHOTD  KNHHASSCHOND NEMMEHEHWA B 380HEA kamepe rnaza 3
Mo MEYHTER K2K aMNIaHTARYEMBIE MA0SMMA, THERBKOCTES . FOENBITAHWA W30Sl OaHHOH 0 OPYIix EBTEMPWA,
npeacTaenayHes 8 tTabnuue 1 NOCT P WCO 10083-7, naHe TonsKD SMA pYSOB0OCTER M HE COOBDMAT MIECHMENSHEIE
M MHHHMANEHEE TPE0OBIHAR K MCTLITaHNAM.

5.2.2 MoneiTanMe Ha BakTepranksHLIE 3HOOTOKCH HEI

M3 oonwsel GoiTh OUEHEHE Ha HAMW4EWe DAKTepWanbHeX SHOSTOKCMHOE © NoMows LAL- Tecta (4a
KyneType Limulus Amebocyie Lysale) B COOTEBETCTEMM C METOOWKOH, ONHACAHHCR B [1], WNW JKBHMEIMNEHTHOR
ATTECTOEAHHON METOOMKCH WCMBTaHWMA. MIgense, B EOTOPOM Npegen CasTepianstsx 3H0oTokckHoe Gonee 05
EOMHKL 3HOSTORCHHOB (E3) Ha MANNWMHTD, CYMTAINT HE NPOLWEDWARM WCNBTaHKE,

5.2.3 MocnbiTaHWe HMNNAMTALWEH BHYTDE FMaia

Vcnemadna Ha BHYTRHIMAIH0E PA3Qpasedie, BOCNanesy e, BHyTpdrnasioe gaenasue (BMO) v gpyrue
MECTHLIE ABMNEHWA CNEAYET NPOBOOMTE HAa NOAXCOSWER  MOJENM MWBOTHOMS B COOTBETCTEMWM o
TpebopanuamMi MOCT P HCO 10993-2. JonsHel ObiTe NPUMEHEHL 43cTHRE TREOOBEAHKWA K ACTETAHHARM
HMMNMAHTALWER BHYTRE MNA33, YKAIAHHBIE B NPANOEEHKMH A,

Mpw MCORITAHWKM KOHCTRYKTHEHELE OCODeHHOCTER W xapakTepucTve T2 OomeHel BeiTe OUEHEHDI
O0ONEPAUBOHHOE 1 NOCNecnepaUHoHHoE BHYTRUIMAIHLIE pajgpameHda, socnancHwe, BIO 4 apyrie
NOEANEHEE ABNEHAA MMAIH0H XHPYDTHN NYTEM CRABHEHKA © KOHTRONEHOW (3, ooGpeHHOR | Npowegei
KNAHAYECKHE HCNbITanKA. Moneimyemas M2 DonskHa mMogendpoBaTe NQeanonaragmos &8 nNpHMeseHne c
YHETOM DEINWYHMA MESKOY MNalaMy HeN0Bceka i MOQENbI0 EHBOTHOMD.

MocnecnepaukoHHEe SBNEHHA OOMKHE OTCNEXMBATECA W AOKYMEHTHDOBATLCA © WHTEDBANOM,
COOTEETCTEVIOW MM ANHTENLHOCTH NDEQNONarassoro Wenonsoeanna 3,

Ecnu moneimyeman M2 BRIbBacT GoNsWYH DEAKUKIO rMasa WK Bocnanedse, sen [3, wenonesyeman
KAK KOHTPONBHAR, HECDKOOUMO NPOBECTH GUEHKY COOTHOWEHKA PHCK NONLIA.

mn pPHMEYAHAE— BoarosHo 0BBEOMHATE MCARITAHWA HA EMDTHJI’W—!HC-H}'H:I GEONACHOCTE, TEM CAMBIM WIEHELIAR

HWCND HHBOTHEX, HEDﬁ.K.D,D.HMHH Oona MChETaHKMA. ,[LHE. HCMBITAHAR MOryT BriTe MNPpAEEgEHBl C OOHAM SWBEOTHRIM NPA
YOMEDEHK, HTD OHO HE NDOSBERranock HEGI'IFE.'E.IJ.-EHHDI-'l Qe M CTPagaHHED.

5.3 TpebogaHUA K KNWHHUHYECKMM MCMbBITAHMAM

5.3.1 O6wwe TpedoBaHWA
HeoSxoqumocTe KNUHKMSECKOTD KCNbiTadus M3 aonsusa CwiTe YCTAHOBNEHA B Xo0e OOEMHHWHYECKSR

3
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OUEHEM W oUesHid pucka. Jonwiel DeiTe NPAMEHEHSL 0DWKMe TPREoDaHHA K KNAHMYECKM KCNLITasuaKm no
FOCT P HCO 141551 w MOCT P HCO 14155-2 w TpefoBaHiA, NPUESOEHHEIR B NPMIOHEHKN B.

6 TpeboeaHusA K CTEPUNM3ALMMK

6.1 Manenwe gon#Ho GwiTh CTEDUNWIOBRAHD. CNeayeT NpUMeHAT:E TReBoBaMHR K CTEDHNHIELLNH,
yEaaaHHEE 8 FOCT P HCO 14630 onA HeakTHEHEE XUDYDIAYEcKiE MMNNaHTaToR.

6.2 TNMpx CTEPUNMIALUMK HE CNEgYeT WCNONLICEATE ITHANEHOKCHO, EChnH HeT QOKyMEHTANEROND
OGCCHOBAHKMA ANA Bro NPUMEHEH KA.

B cny4ae NpUMEHEHAA  3TANEHOKSKOA NPM HCNONE3CEAHMKM B EOMOOHeHTax 3 WnM npw
OAOEYMEHTANEHS OBOCHOBAHHOM NPUMEHEHMK B CTEDWMAHIALUWA NPedensHEe  IHAYEHHMA  COOEepMaHi#A
ITHNEHOKCHOA W ITHNEHXNOPrigpHHa B M3 QomeHe cocTaenaTe 20 @ 100 MENT CoOTRETCTEEHHD.

8.3 K13 unu g2 HomMIoMerman, Moy CMepLmuaaiin KOmapbis UCHoMespamcs wmuwresoketd, domsmss Geams
ApUMEHEHE! Mpeboaanla mo NOCT P HCO 109937 u FMOCT P HCO 71135,

K M3 unu ee komioxasmam, Ny CMepUAU2ayun Komopeiy UCNamLIViom abnyyasue, Jomsks) Sbime
apuresens mpeboganua no FOCT IS0 111371 0w FOCT 150 111372,

K M3 und es koMIOHEHMAaM, NOY CRepURTLRaUUy KOMopsly UCTONbSYRNT GRERHOE MEnno, JomwHe
Gbimb NpUMaHEHEl Mpeboaanua no FOCT P 00O 11134,

K T3 Lunu ee KoMIoHENMaM, MO CMEepuIuIanuy KOmMopsix UeTonNsIom Cyxoe mearng, danxwus Oeims
ApLrdaeHsl mpeboganud 7o (2]

6.4 Ecn Hagenve HeNbiA CTepWNNMInBEaTE, NPHMEHAIOT acenTH-eckyo obpabortry. K I3, KOTOpRE HE
CTEPHNMIVIDT, HO NOOBERrAKT acenTHyeckor obpaboTre, 0oMmsHsl CuTe NPUMEHEHE Tpedosanus no FOCT P
WO 13408-7. CooteetcTEde MOCT P MHCO 13408-7 gonwHo BbiTe MOOTESQEOEHD ATTECTOBRAHHEM
WCMBITAHWEM B CPEOE C NPEAENoM HOPME! JArpRIHEHHA 107,

Mpumevanwe—- B NOCT P WCO 13408-T yoradoengdel obwwe Tpebosadms ¢ NPHESIEHD PYROBOASTBO NG
NPpoUSCCaM, NPOrpaMMEs ¥ METOOWMEEM BTTECTALMM W EOHTPONA MEAMUMHCKMY WINSNMA, NOOSERrasMEy acenTHHackon
chpabotee. FOCT P MO0 13408-7, B 423CTHOCTH, NPUMEHNRK K 0DpaboTee GMasonoreHEckH: (B00HLE) PACTRODOE M.
CAEAOBATENLHD, HMEST OTHOWEHMES & waoroeneqan §3, Cragyowpe sactw FOCT P OO 13408-7 Byayr nocEAWEHE
CNEUHANMINPOBEHHLIM NPOEECCEM, TEEHM K&K QUnbTPaUMa 1 nodHnuIauma.

7 TpebosaHus k cTabuneHocTk M3

7.1 WaroToauTenk OOMMHeH GNDegendTs W YCTAHOBKWTE CPOK MogHocTd 3 npd xpasedud B Ccenagckuy
MNOMELLESHKEN W CHCTEMY NOCTAERW. Dngefenesue CpOKa rogHOCTH MW XPaHeH i BoMKHo DuTE Nposededo B
pEank{os MacluTabe apemMeHd WNH NEoREPEHS N0 YOROPEHHOW MeToguke NpW TesnepaTtype e Gonee 45 °C
ANg NoATESQHOEHWA, HTO0 CCHOBHBIE XADAKTEDHCTEN No BEaonacHocTy ¥ e THEHEE IHENNYATAUKOHHEIE
KAYECTEAS MOTOROTO WAAENKWA M CHCTEMBl NOCTABKM MHAXOOATCA B YCTAHORMNEHHLIYK MPEOenay B TedoHde
OBCAHAYEHHOTD CROKS MOAHOCTH NDH CHUOAS MK YENORMAX TRAHCIORTHROBAHMA W XDAHEHIA.

7.2 TMNapameTpsl, HOTORLIE HeoBXOOWMO KOHTRONWMDOBATE B TEYEMWME CPOKa rOOHMOCTH, SBAAKTCR
daKTopany, YCTAHCRNEHHEIME NDW AHANMIE DACKOR K3K KPMTHYECKHE 4nd Ge3onacHoro NEMMEHEHHA HADenqa.

7.3 MameHerua cocTaRa MAOenda, MCXOOHEE MATEPUANOE M WY NOCTARLMKOE YCMOBWA KAMOTORMEHHA,
BKMKMAA  NPOUSCC  CTERWAWMIALMH, THN  YNAKOBKM MWNM  YNAKOBOUMEIE  MATEDHANL,  MOMYT  OH33aTh
HEGNArGNPUATHOE BAMAHKE HA CROK MOOHOCTH WINEMHA NPH XPAHEHKW. YCTAMOBNEHHEBIA CPOK roaHacTy M3
Mo ZpadeHrd 0onsed GolTe NepECMOTPEN, SCAU MK AHANAIE DUCEND BLIABMEHD WAMEHEHWE TEXHONOMHM,
UTO MOMET NOBNHATE HA CTABMNLMOCTE MAQENMA.

B TpeboeaHus K UENOCTHOCTH W 3hPEKTUBHOCTH CUCTEMbI [OCTABKK

81 DPUIHKO-XMMWYECKAA COBMECTHMOCTE 3 M CHMCTEMBl OOCTAEKM JOMKHA ObiTe CUEHEHA o
OOKYMEHTHDOBANA.

9 TpeboeaHusd K yNnakoBKe
9.1 JawmTa oT NOBPaXASHHA NPH XPAHEHHH W TRPAHCNOPTHROBAHMK
OonsHel GeiTe NpHMEHSHE TRE0OBAHMHA K YyNAKOBES MEJMUWHCKWE WATeNHA, yiasaHHwe g FOCT 150

11607 w MOCT P HMCO 145630, TpeGopawka TOCT IS0 11607 npuseddme Taske ans [3, K0TOpwie He
ABNAIDTCA A0CONMOTHO CTEPMN EHBIMEK,

&
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9.2 331UMTA CTEPHNEHOCTH NPH TRAHCNOPTHPOBAHKMH

Ma goreHol GeTe yNakosado TawdM oGpalzoss, 4Tobwl OCTaEpaTecA CTEQWILHEIMK B Npedenax,
YHAAAHHEBE OGNA YONOBWA TRAHCNORTUDOBAKKA, XpaHeHda i obpaweHda. Creayer colnoaate TPeBoBAHKA |
CTEDMNBHOR YNAKDEEE, YKAIAHHEE B [3].

10 TpeboaaHus K MH(popMALMK, NPEQOCTABNAEMON U3rOTOBUTENEM

10.1 Cnegyet cofniogaTe obWwde TpeSOoBaHWA K WHPODMAUWH, NDPEJOCTABRNASMOR HIrOTOBRWMTENEM
MEQUUHHCEHX MA0enui, yealaudsle B [4], ¥ 4acTHele Tpebomawwa k 3, npuBeieHHEE 8 HACTOALLEM
paanens.

10.2 To NPAMEHHMOCTH QONYCKABTCA WCNONEICBATE CHMBONE BMECTO TEKCTa. Ecnd #ononsaysTcA
CHMBONL, A0MEHE DETE NPpAMeHaHl Tpebosawus FOCT P HCO 15223-1.

10,3 Ecnw wagenwe nNogeepwedc gelcTewko asTopoR  OHpYMAIOWER cpelpl, Ha  TRaHcnopTHOM
KOHTEAHEDE SONMHEl BBITE HAHECEHE! YETKWE NDELY TR QUTENEHEIE 3HAKM.

10.4 Bunagew gonwed OwiTe BNOMEH B yNAKCEKY Tak, 4Tobel ero MowHo Beine BaATE U NPOYMTATE, HE
NOBPEXGEA CTERUNBEROMD Gapsepa.

105 B chydas HeobxXOOMMOCTA  J0MKHa BeiTe obecnededa peabcopbUMs W nNpeacTanneMs
paclKpeHHan  MHGODMAUKA.  OCHOBRAHHAA Ha  pPEIyNeTATAX  KIHHMHSCHMX  WCNBTaHdlE, a Taoke
NpEayNpesaeHHe 0 QWanalcHs KNHMaTHYECcsH: YyCNoBMIA NDW aBranepenaTax.

10.6 MNpW HanK4Wd razon gomnkHa OeiTe NPEOYCMOTREHa WHPOPMAaLHA O CTEDHNEHOR DHUNETRAL M
nepen BHYTRHIMAIH0A HHBEKLWEN.

10,7 Hoseep napTwiM, CLoK MOgQHOCTH W JaTy CTEPMNMIALMK JONYCEAETCA HE YEIILIBAT: HA CTEPIEHOM
Gapuepe, ecnd OH NPo3padHbi W HeoDKeOuMyIic  WHDODMALKID MOMHS NDCHWTATE HA  NEQBMYHOM
KOHTEAHEDE, HE HAPDYLWAR B0 MEMETHYHOLTE.

mn PHMaEYAHNE— HI:IMBFI- MAapTHAd 1A 0ary MCTavYaHie CRoKE NoaHOCTH 4ONYCKEETCH YEAZREBESTE Ha CaMOxnaRILe HCH
ATHHETEE.

10.8 MuHisaneHand MHQopMaUMA, HAHOCHMAR HA YNAKOBOMHEIR HKOHTERHED, BENAJHW B YNAKOBKY,
CTEDHNBHBLIA DAPLED W NEQBHHYHLIA KOHTEAHED, NpHBEOeHa B Tabnuue 1.

TadGnuya 1 — Mudopmauns, NpeQoCTERNAEMER HIrOTOBHTENSM

KoHTakHep . -
VeichoperaLpa ane Brnanew e CFE[..'IHJ'IhHhIH I-!EPEW?HHH
YMARDERY Bapeep KOHTEAHER
MPEHEHWMA
HavmeHoeaHe MEMITOBMTENA WA YNOMHOMOYSHHOTD . R _ R
NPESCTEEWTENA
Anpan HIrOTOENTENSR + + - —
ToproBne HAWMEHOBAHHE H3TENEAR + + — +
EpaThoe ONACEHHE XHMPHEDKIND COCTEES HAGENWA 1 00 bEMaE . R _ B
NOCTEEKA
CINMCEHAE CODTESTCTEYRILME HOHCTDYETHEHEX NapaMeTpoE,
KOTOPEIE MOrYT NOENMATE HE §830N3ACHOCTE M XEPaKTEpHETHEY - + - -
HAOEmnHA
CnekTpansHeid matiyugnedT npamycsaHuA (rpade} — + - —
Mokazarans NpEnorMEHHE — + — -
W CrHOEds XDaHEHHA + + - -
MoEa3aHHA K NDHMEHEHAHD — + - -
MOOTWBONOEE 3E5HAR E MPARMEHEHWED — + - —

MHOTPYHUMRA N0 NPDMMEHEHAKD, BEMIOYEA DELOMEHIEUMH MO
VOAMBHHED MAENKA [NPK HEODXOOUMOCTH )

Mapsl NpEOCCTOPOMHOCTA W NPEOYNPE#1E HAR — + - -
CoobueHra o TomM, 4T0 COOEPRMMOE NP0 HIIHEYEHD 4MA

+ + + -
|PE3CECTD HENONL30BIHHE
CINMEcaEHME MPOLEECE NOOroToEEM HAOENEA W BEOHTERHEDE K R . B B
MAHAMBNEHOMY PHCKY MHBDOERONOMAHECHON J8pEaHHA
Hapnuk uCTEFH_ﬂI:d-ID» 1 METOAL) CTARANMEaLMA MIOENHS 1 + + % _
NEPERHHDT HOHTEAHEDS _
Hagnyce «He monones0Bars, 8ond CTEpMNeHBIR Bapeap _ + R B
HADYLUEHS
HOHEYHEIA CHOK TEIHOE T + — + +
Homep naptud nocng cnosa «N0Ta + — +
T
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NMpunoxesue A
{obRzaTensHOe)

HH'I'U-,I.'.I.HHH MEMNBLITAHWA WMINAHTA LW BHYTPL FNaia
A Obwwe TpefoEaHWA

A1 Npyt npoEEdEHMH HCNSETEHMA MMONEHTALGHER BHYTES M&E33 NPOSCOAT DUSHEY MECTHOM GERCTEHR HA HABYKD
TEEHE OOpE3UA WIOeNWA.  WUMNOBHTAROSSHHOMD  XApYRrMdeclan  cnocolom 8 MBCTS. CODTEETCTEYHILLEM
NPEAYCMOTREHHOMY NPHMEHEHKHE, MAPDWEYTY W ONUTEMLHOCTH EOHTAKTE HSK HE MWHDOYPOBEHAX. TAK W MEKDOYDOEHAX.
Cbwue TREBOBaHMA K BCNEITAHWER HA MMNNEHTALWH JONEHE CODTBETCTEORATE yeaaHHwpe 8 FOCT P HCO 10993-6.

A1.2 B sa4ecTee MECTA 47A MMANAHTIELEAN MomeT BLiTe MCNoNLI08aHE CTERNDBMOHER NONOGTE MNES338 MHBOTHOMD,
NoagXoORWErD A0 MonsTadiA.  Bo@op  wmogena sweotTHoro  gomdad Bemes obockoeak.  Mononezosadwe
CODTESTCTHYRMLYETD KOHTRONS O0MHHD DEITh BRNEHEHD B HCNBTaHWE.

B coortearcredy o tpaboeadHuAMme FOCT F MO0 T0995-2 MCNbMTEHME HA MUSOTHOM J0mHD Beime CoOEpawseHo oo
ONPES0EHHDTT MAHARYME.

A2 MopAook NpOEEOEHWA MCNEITAHKA

A2 Coorsercrayiwmit obkem 3 BEOOAT B CTEHNOBWOHYKY NONCCTE FNE33 © Y4ETOM NpEgnonaragmon
NpKMMEHEHKA.

AZZ FIMNNEHTAUMID COyIULECTENAKT C MAHWMANBHD BOIMOMHDH TDEEMOH rnaEsza o 1o, stofel onepagyodsas
TOEEME MMa3a HE MACKWPOBRANS NOBIEHOSHWA, NOMPHEHHES B DEIYNETATE BOZOSRCTENR MCNEITYERMOND WM ROHMTRONEHOMD
METEpWana.

AZ23 B HA4ecTEE HDHTPOMA HMCNONLIVOT  KORTpONeH=A  opazeu T3, npecyTeTEYHHUMEA K3 PeIHES W
NPEOHAIHAYEHHEIA 007 TEX K Lenan.

n PHMBYAHHE - nFﬂ.‘.‘lI‘ID'-ITH TENEHE O8YCTOPOHHARA HMAMNAHTAEUWHE, HD JO0NYyCE3IeTcys W OOHODCTOROHHAR
WMNNaHTAYKWA, 2CNKW TOoro TFIEIE@'H:IT MECTHRIE NPEOMACaHKA.

A3 MNpaewna obpaboTiM pEIYNLTATOE KCNBITAHWA

A3 Mocne seegesns M3 BOCHANMTENEHYE) PEAKUMH MOCTOAHHD HOHTRONEPYCT B Knaccupuwapyor 2
COOTEETCTAYHIMLHE NPOMERYTHA BPEMEHY M3MEDEHHEM BHYTRWIMaIHore faansdqs (BIO), «mobsl BemenTh NEpHoOMYecky
MACTONOMMHBCKYHD OUEHKY, OO0 0 MEEDOCKONWHECKYH DUSHEW, & TAOHE DUSHEY MANE. HANPUMEP MEiHorn QHa W Wenu
PASADEHEHAR, MY NEMMPOSEHAS, NPOBCRDHOEHAS KETAPEKT R, MAMDSEUNE METSDHENS, CTETYC CETYUATHY 1 T. 0.

A2 NononHUTENSHES NEBPEMETPE WIAMM OUBHER JoB3BNA0T B 38BMCHMOCTA OT pE3yNETaTa HAMM3IA PUCHOB W
NPoAOMHENTENEHOC TH MCCNEO0EEHKA HMIMEHT UMM,

AAS PeaynkTathl MCNETEHWA O0MHHE BkiTe QORYMEHTANEHD SROpneHs W coobueHel cornacka Tpebosadam
FOCT FMCO 109853-6.
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Mpunowenwe B
{cnpaeo4HOe)

Tpﬂﬁﬂﬂ&Hﬂﬂ K KHNHHHWY8CKOMY HENLITAHWKD
B.1 OGwwre TpeboBaHMRA

B.1.1 [MpuesgeHH=S B HACTOAWSM NPWNoEssmy 1pedoBadne  RACHpOCTRaHARTER Ha M3 tpex  Tvnos,
MCTONEIYEMEX B HACTOALLSE BREMA, BHY TOMIMEIHGLIE rA3kl, CHIWMEDHOEDE MACND A NepfTopymepogHee COBOMHEHNA B
BUOE HHOROCTH.

B.2 NnaH KNAHA4YECEOrD HCNLITAHKA

B.Z.1 OBbwwe TpebosaHnA

B.2.1.1 Qoo Beme NPOBSQEH0 W NPEOCTABNSHD CTETHOTHHECKDES KNAHMHECKEDE HEMETAHWE B KOHTROMMPYaMGIR
yonoeaax, Uensi WCneITEHMA GaneHa OeiTe QOEYMEHTENEHD NOATEEPHOSHHER DezonacHocTe HOoBol T3 B0 BpamMA
CNEPAUMH N CPEEHEHWH C BHAMROMYHDH HOHTRONEHOA 3. AHANWA PWCKS QONHEH ONPEgEendTs MEXOOHYH THNoTEay. 8
anA pacqeTa  #ecbxogumoro qwucna CybeerToR B OKENG0A  ROHTPONEHOHA FEYINe  S0MMHE ORTe  MENONb30EEHR
CTAHOApTHEE BuocTaTHCTHEcEHE opMyne. Fenone2yoT PEHOOMAIMPOEBEHHER (MERENNENBHEMA] MK METORHYECHA
[HEnapannensHeIA] KOHTREO b,

B.2.1.2 5 myecTes KOHTPONEHOR T3 onsHa OeiTe NPpUMEREHE OOKYMEHTHRDOBEHAER [3) WMPOKD peanizyaman e
TEMEHWE NOCNSOHKE NATE NET, NPE4HEIHEYEHHAER W YTESDMOIOHHEA ONA TOM HE NDUMaBaHns. Mucno e JosensHHBbE 40
KDHWE CyDLekToR B HEWO0R HOHTRONEHOW TREYNNe ODMHHD CoCTaenATe He Gonaes 10 % obwero uwcna coyDeokTos,
BOEMNE4EHHEE B Hocnegoeaqsme, Npusep pacdara Yucna cybeakTos Ons KNMHaYeckay monetaded BIO npuesged 8 B2
HECTORWErD NPHNCHEHME, KoM nHASECKAR BonelTATENE coTpyaHw<an Donae vem © 20 cybeertamn wne Gones 25
e abWero HHena CyBEEaKTOR, MPHHAMBHIWLWE WHACTIE B WENBITAHHN.

B.213 Eonwm  w3foToRATENL  3ATHET  SONONHWTENBHEE  TPEOOBAHWMA,  HENPWMED, B OTHOWEHHH
NOCREONEPELMOHHEE BOIOSHCTEMR [3, TO B NNEH KNAHAHESKEWE HCNBITAHMA gonsHs BeTe SkniHeHEl 3Td Tpabosaqns, a
TEKSE NPELCTEANEH 0D BaM BeIBOpEM CyiLEKTOR SNA YHACTHA B WENEITEHAK 3TAE TREDoEaHWA.

B.2.1.4 OrvmensHocTe MONOMLIoBaHrA T3 4 oDseM, NpUMeHREMERA OrA  HEEw0org oyDeesTa, SonHEHR Geire
NOATESRHOSHE! DOEYMEHTANEHD.

B.21.5 Cepegsvpie HelnaronpuATHEIE ONEDEUMOHHES W NOCNSONEDAUMOHHES WCGO0OB, 8 TAKHE BPEOHLE
BOAgEAcTEMA T3 gonsHel DelITe SOEYMEHTANEHO NOOTEERHOSHE O FEARECEHS €  OKOHYSMENLHLID  Omsem g
coamesmomeny ¢ mpadoeanusay TOCT P A2458.

B.Z2.2 TpeDoBaHWA K KNHHH4YECKHMM NEpaMEHHEIM

B.221 B chyyae NpUMEHEHAA MCTODHHBCKOND EOHTROMR METOOE OUSHEM NepeMeHHeld napamerpos M3 gonses
COOTHETCTRORS Th METOOSM, KOTODBE MCNONEI0SSHE] B HEM.

B.2 2.2 B npoueccs GomopuReckuy voiernanud donyde! aime OueHERET CIa0yIue mepeeRHSE Napamempnn
anaza:

&) HANWHHE WNK OTCYTETEWS XPYCTANWMER, 8 CIPHAE MENUYUR XPYCMEnUEd — OUEHKS 620 ACHOGTI,

b oCTROTA 3pEHWRA,

) COCTORHWE rhaza (keparodEras, athasen, ncesaodakny, EEBITapanTa).

B.2.2.3 B npouscte RTURUYSORUE QEM=Masnld donwmHsl Spims DUSHEHS CREdY RIS MEDEMEHHELIE MERaMETIs B
JZENCHMOGTH 0T NPHMSHREMONS ThnaE M3

&) BHYTRHrNAaHL# radel (Medes 20 oyT):

1) 8ra;

2] HAPYWEHAR POTOBEM L,

3) cybpeTHANEHAS HROE0CTE (raal;

B crnnporoBoe macna (Gonee 30 oyt

11 8ra;

2] HAPYIWEHWR POrOBEM LS,

) aMynbrMposaHEe;

) NEpCTORY TNEPOaHEE HHHOCTH [MEHES DOHOM OHA )

1) rrpauwA B CyBpeTHHANBHOM NPOCTPAHCTEE,

2] COXpPEHEHHER MR TORY TNE PO HEE HAJKOCTA.

B.2.2.4 JononHaTensHele NepemaHH=e, ONPeganfamele OEHEOR DUCKDE, TaKME O0MEHel Deims OUBHEHEL B
NOATESEHOSHE QOEYMEHTANEHD.

B.2.3 NocneocnapauMoHHBIE DUEHEH

B.2.3.1 MNecnaonspaunoHHRe DUSHEH ONA BCax TMNoe [3 NpoBOOAT B Creqyilye MOMEHTE BpeEHd . | oaHs £ 4
4 1 Hegens £ 2 gHR; 1 mecay £ T gHenr; 3 mecAua £ 2 Hegeny; B MecAuss £ 2 HEOSMM.

B.2.3.2 QononHuTensHER NosnesnepaunmoHssR nepron Hadmogesns (12 £ 1) Mec npUMeHsaT ans npogykTa,
OcTaBWErDCA B rnasa Gones 30 cyTok.

B.3 Yucno cybeerToB ONA ENHHHWYECHUX MCNBITEHWA
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B.3.1 Pacuet pazmepa ewbopaw cyDeerToE ONA NPOBEOEHMA NHHWHECHHE HENBITAHMA OCHOBAH HE SHOMANNA
BHYTOMIMAIHOrD MB3ENEHWA B HKAYSCTEE OCHOBHOM EPATEPWA. AHOMANEHOS BHYTDHINMAIHRO0E OABNSHWE RENRETCR
CCHOBHEIM Bonpocon BosonacHooTy 3, BONoMe3yEMbl B HECTOAWESES BREMA. ENMHWHESENE MCNETEHWA NPSQHS3HEYEH
artA Tofo, 4roSel NOKE3ETE, 4TO HCNBITYEMER [3 HE HysEe EOHTRONEHOND B OTHOWSHWM BOTREYSEMOCTE MAROS
BHYTRHITAIHArD SEEMEHHA HAHE 5 MM pr. o, M Bsiwa 25 mm pr. o1, B Neobos BpesA HEnbITaHMA.,

B.3.2 3a wynaeysd runoTedy M NpeHuMaET 1o obCTOATENLCTED, X0M08 NORI3aTENE BOTPEHaEMOSTA NHEIE ©
BHOMANEHBIM  BHYTOHINAIHEM  JASNSHAEM | 38 BbMETOM NOKS3ETENR KOHTPOMBHON BCTDEYESMOCTH  NWUKOS
BHYTEMIMB3AHIrD JEEMNEHHA . NPEELIWEST MAHMMANEHD OOHEPYHHEASMY D PHIHOCTE MEOY JBYMA NOKa38 TENRAMA O

ANBTEQHATHEHDA MTANOTEZ0A Hy NpRHAMEST TO 0BCTORTENSCTED, 0008 NOKA3ATENE BOTPEYABMOCTH NWEOE ©
BHOMANBHBLIM - BHYTPHIMAZHEM  OABMNSHAENM L, 38 BRMETOM  NOKE3ETENA  KOHTPOMLHOH  BCTPEYESMOCTH  NWMsO02
BHYTEMIMEIHOrD  SJABNSHAR . MEHBRWS WO PEEEH  MHHMMENeRs  abHapys=psaeMol paasocTd masny  JeyMe
NakazaTensuy 5.

Tawnm cOpaaom:

Hoope - pe = 5,

Hy: p - pe 5 &

B.33 MubdransHoe Hucnd ogeddsasme cybbertoe N Heoboogumsx SnA KEHO0R HCNBITYEMOR TR g,
CNpEOEnAT No dopryna

H:{z 1 |i+E1 _-}2 {[“ |{1_“ |}]+[yr||r1'#;:|]]'
ﬁi .

roe L., — CTEHOEPTHEIA HOPMAMEHER EEAHTANE ONA YDOEHA O0DBEPWR;
Z:. y — CTEHOAPTHLIA HORMANLHEIR KBEHTANE SNA MHOMECTES (OXBAT BEROATHOCTI).

B34 [Mpw koHTpOneHOR scTpedaemoctd P = 0.2, MusumansHo obHapysweaerMon pazdocte & = 0011,
nokazarensd smaosectea (-G} = 080 v a = 0,10, Heobcogumos qucno cyDLEKTOE B EEMO0R HCCNEgyamod rpynne
COCTABNAST

N (128+164 J*-1(0,2-0,8)+(0,2-0.8)]
- (0,11)°

= 296
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Npunoxenne 0A
{cnpaeo4Hoe)

ConocrapneHMe CTPYKTYPLI HACTOALWEND CTAHAAPTA GO CTRPYKTYPOW NPHMEHEHHOTD MEHAYHAPOOHOrD
CcTaHgapTa

041 ConocrasnaHye CTPYETYDEl HECTORWEND CTAHOAPTE CO STRYKTYPOR NPMMAaHEHHDID B HEM MEMOIyHApOIHOM
CTaHOapTa npegoTasneHs 8 Tabnuus 04 1. Yeazasdoe 8 1afnags vaMeHaHue CTRYETYDbl HEWWDHANBHOM CTAHSAapTa
OTHOCHTEMLHD CTEYETYRRl MPRMEHEHHOMD MEEOYHAPOOHON CTAHQApTa 0ByCnoBneHD NPUEEOSHAENM BITD B COOTEATOTEHE
c TpebosaqdAMK TOCT P 1.5

Tabnwuya DA
CrpykTypa EE?&E’E“;;S; CraHRApTA CTpysTyDE HACTOALLETD CTAKOapTE
T OBnacie NEHMEHEHAA 1 DBNACTS MM EHEHWA
2 HopmaTHEHEIS Cokirmm 2 HOpMETHBHEIE CoBENEH
3 TepMWHE M OnpeganeHuA 3 TEpMUHE W ONpELEneHA
4 OEMAcTE NPOMIB0OM TENEHOCTH [ DEwne mpefoganur Bezanacrocmu F3
_ 3.1 TpefoBaHUA K MpAMEHEHHED
5 Dw3alH atpubyToB 4.2 TpeBosaHua K XOHCTDYRMUeHE OCo0eHHROCmEK U
|_ XEPEHITEPUCTIULSM
I5.7 0Bue TpeRasanns j4.2.1 CBwwme Tpabosanrs
5.2 Xumrqacede ¥ BuonorvH4eckWe 3arpAzHedn 422 Tpabosadus o XdME-ECKHM 1 DRONoraHecies 380 DAIHE HMAM
5.5 KHMMHHECEDE ONMCEHHE 1423 TpabosaHnE K XAMIHECEOMY DNWCAHAED
5.4 KOHUSHTRALWR KOMMIOHEHTOE [4.2 4 TpabosaHnea K KDHLEHTREWWMH ROMIOHEHTOR
5.5 MMaTHECTE j4.2.5 Tpabosarie K nNOTHOGCTH
5.6 [33000pazH0E PACIUMpEHWE 4.2 .6 Tpabosauns « razocipasiony PEcLIHpEHWH
5.7 [ToEapaHOE THOE HE TREEHNE 1. 2.7 TpabosaHnA K NOEERXHOCTHOMY HATHREHWH
5.5 KMHamMaTw-Heckas BRIKOCTE [ 2.8 TpabosaHne K KMHEMATHYSEKOR BRAZKOETI
5.8 MonekynapHas Macca pacnpenansHsA 4. 2.9 TpabOSaHNR & MOMEEETARHD-MEBCCOB0MY DSCTDE DENESHK
5. 10 Teapaows YacTaues #.2. 10 TpefoBaHHA K THEDObIM HECTHLEM
5. 11 Mokazarans npenomMmsHIs 4.2, 11 TpeOoBaHWA k NOKEZSTENRK NPendmigHLA
5.12 Cnextpanedein xosdgewmedT npoapasiocTr4.2.12 TpefoBadWA K cnekTpaneHomy koahdigHeHTy NponyCEEHMA
5. 13 MopepxHOCTHOE HETAMEHWE YWurawo 8 4.2.7
A.14 Dasnexne napos 142,13 TpeDoBaHKA K NEEMNEHHED Napa
B Cuemka avzaina |E Toefioeanur v ousHRE CEOLCINE SOMOB0ED L2OBNLA
|E.1 Ofwwe noncwervR 5.1 Obwwe TpeboBadms
|E.2 Ouenra Buonarnusackoi BeannacHooTn 5.2 TpebogaHus k ousHEe BHonarisaceon BeaonackacTy
|5.2.1 CBwwme nonowerus 5.2.1 DBwpe T1pabosaHus
|5.2.2 Tect va BakTepwansHEE 3HADTORCHE 5.2.2 Monwranwe Ha barTepransHsIe SHO0TORCHHEI
G.2.3 TelT MHTPSORY MAPHOH WMIIEAaHTELLAN E.E.S VIENLITEHWME KIMNNAHTELWER BHYTEE FNa33
|l-i.2.4 Clkkth STAMEHE Wurenn B 6.2
6.3 KnuHwHecke woneiTas9s |:E.E- TOef0aaHUE K KNMHWHECHMM WMENSTEHEAM
¥ CTEQWIM3ELMA B TpefoeaHuR § CTEpAnUaaUm9i
B CrabunbHOCTE NE0gYRLEA 7 Tpehoeanur ¥ cTabunersacm 3
9 UenocTHOCTe W d@apakrepdcTexa  cucTemuld Tosdoeaqur K UBNOCTHOCTA M 30xDRETUBHOCT CUCTEMBI QOCTHEXM
0 0CTAERM
10 Ynakoesa b TosdoeaHuRr K yNakoers
11 Mndopraausn, npegocraenaean namtosutenam]10 Toeboeanus K MHEOopMagHn, NpasocTEEMASMOl HErOTORK TEmamM
MpanoskeHne & (chrsaraneqoe) TeoT MpanoseHwe & ([obrzareneros) MaTogueE HCNLITAHKR
MHTPEOKYNAPHOA HMOMAHTEUMER MBIMMAHTALMER BHYTRE MME3a
Mpanoxenwe B {onpapousoe]  EnedesecsogIpanosedve B (cnpasoqsqos ) TpeloaaHus £ ENMHAHESHDMY
MCCNEn0eaHe MBI TAHMED
MpanoseHwe 04 (cnpasodsoe] CONoOCTABNEHWE  CTPYETYDEI
- HECTORWErD CTEHgApTA co CTRYETYDIOA MPHAMEHEHHOM
e O yHE pOOQHOM CTESHOapTa
Mpanoskedwe B (cnpaeoqkoe) CEEgEHMA O 0 COOTEETOTEHHW
COBINOYHEIR MEHIYHEPOOHEIX CTEHOAPTOR HELMOHENBHEIM
— craHnapTaM PoooiPckon Degepagdn (M OBRACTEYHILHM B 3TOM
KEMECTES MEMMOCYLADCTEEHHEM CTAHOARTEM], MCMRONEI0EaHHLIM B
HECTOAWEM CTAHOS0TE B HE4a0TEE HOPMETHEHEIR CEBINOK
|BEnnorpadiig Bubnworpadme
1"
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Npunoxenns 0B
[cnpasoyHoe]

CRaaeHWA 0 COOTRETCTEMM COLIMOYHLIX MERYHAROOHLX CTAHAAPTOR HALMOHANLHLIM CTAHAARTAM
Pocchidckon Senepalid (M JEACTREYIOWAM B 3TOM KAYSCTES MEMIOCYNAPCTRESHHLIM CTAHOAPTAM),
MCNONLIOBAHHEIM B HACTOALLEM CTAHOAPTE B KAYECTRE HOPMATHRHL CCLUMOK

051 CpaeEHeEHHe CORNOYHSDN WMEROYHAPOOHEN (PETHOHANEHEX] CTAHGEAPTOE C HASUMOHANEHSMH  CTEHOEPTIMN
Pocowacknd $Penepaups, MCNONe30BaHHEIMY B HACTORLEM CTAHOEPTE B XSHSCTES HOPMATFEHLN CCbiMtE, NPUEEOEHD B

Tabrvye 061,

Tabnnya OB

ODD3AHAYEHNE CORMOHHDIT
HELMOHANBHO,
MEXTOCYASPCTEEHHON CTaHgapTa

CreneHs CBozHaYEHWE W HEMMEHDESHWE CCRINDHHOM RS YHBPOOHOM
COOTEETCTENR CTaHdapTa

MICC 10893-1:1897 « DusaHka BUONOTW-ECKoro JeRCTBMA

MR OMUMHCEHE wigennl, “MacTe 1. OuBEHEE W BCNEITAHHE

FOCT P MO0 10893-2-2009 OT I-’II:D"‘I 0893-2:1992 1:E||-'||:m_un-1l-|a|:uan DUEHKE r.-'lEJ:I,I.-'IL!.HHI:HI-"-:{
cpegoTe. HacTte 2. TpebosaHuA No GNanonormy-=a el $MBOTHLILD
MoCT P MCO 109493-3-2009 - -

MOCT P MCO 109493-5—1090% - -

WMCO 10993-6: 1894 « CusaHka BUMONOTWHNEcKorD J8ACTBNAR

MOCT P WMCO 10893-6—-1995 DT MEOWUMHCEHE wigenud. Mace B, MoeiTaHMs HE MECTHOS QRBCTENE
_ _ NOCHE WMINEHETALNE %

MOCT P MCO 108493-7—1885 - —

[OCT P WMCO 10893-10-19%4 - —

FOCT P ACO 111342000 - —

TOCT P WGO 11135—2000 - =

MOCT 150 11137-1-2011 - -

MoOCT 150 11137-2-2011 - -

FOCT IS0 11607-2011 oOT MICO 116807-1:2008 u':-"ngmal{a FAE ALMHCEMY W3 02HEA,

N NEHEAWMs hiHMUHOH crapunyaagyy. Dowwe 1pebosadng»
MICO 13408-1:1998 s ACEnTHHECHOE NPOMIBO0CTED MEOMLIMHCEOR

[OCT P MCO 10893-1-2009 10T

VOGTF LD 141 ek nponyELEd. Macts 1. OB TpebosadmAn
M2CT 150 13485-2011 - —
FACT P MCO 14155-1—2008 0T MICO 14155-1:2003 « Pysoeofcren ng NpoesiaHe KNRHMY S

HEMEITEHHA MEJHUEMHCKAE Ha0emnan. Hacte 1. Obwwes tpebosaHwm s
MICO 14155-2:2003 « PysopoacTeo N npoesieH e KNHHMHBECEN
[OCT P WSO 14155-2-2008 1OT HEMEBITEHHA MESHLHHCKAE H30emad. HacTe 2. MNiasspoeaHre
KITHHW-E CENE MO TEHAR S

MICO 145301897 aHeaeTMBHLIE KHDYPrWHECEHE BMNNAHTAHTE.

MOCT P MCO 148302011 DT
Dwne TpebosaHHRY
FOCT P MCO 1487 1-2008 oT MICO 1487 1-1: 1998 « MegvuuHcEMe wagends, MeHepasT prcka,

Hacts 1. MNprMedHeHss BHANMEE pUCKOB R

MICD 1522 32000 a MeguguHcime nansnds. CHmMBonkl,

[OCT P MCO 15223-1-2010 o7 MNEHMEHSEMEIS NPH MERHAPOBIHNH HE MEHLHCEAL H3O0anNHAx,
STHMEETHEN W CONPOEOOMTENEHOR DORVMEHTALMK S

MOCT P 5114858 - -

MoOCT P 51608—-2000 - —

FoOCT P 52458-2005 MEQ MCO 11578-7:2001 HmrﬂnnHH-T-':l"hl |:|¢~'ranbw__1num-1_ecfcgﬂ.
MHTpaosynApRHERE MMH3s, 4acTs 7. KniHI-E CHHE MCTSITSHMA R

Moemesadye — BHICTOAWEM CTAHOAPTE MCNOMLI0BAHE CNEIYHILWLAE YoNOEHLE DO0IHASEHHR CTENSHW
COOTEETCTEMA CTAHOAPRTOE:

- DT — HOSHTHSHERE CTAHOAPRTHI

- MEL — HESKBMBANEHTHEIE CTAHOADTE.,
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Bubnuorpadgma

Tapmaxones  Coanudeddse  Wraroe, 24-8 wagamue, <85> OnpagensHwe
BAKTEPHANLHEX IHOOTORCHHOE

{United States Phamacopoeia, 24th ravision, <B5> Bactenal endotoxns fest)
CTepniaaTope cy o Tenna (HErpe eI Boagye)

YNakoBoqHLIE METEDKMANEl M CHCTEME! ONA MEOWUMHCEHE H3O08NWA, NOSNEHEWIHN
CTERHNWEAUHA. YacTe 1. D0wwe tpeboBanmns ¥ watoisl BCNBITAHHA

(Packaging mabarials and systems for madical devices which areg 1o be sternlizad —
Part 1; General requiremenis and {est mathods)

MHhopsasirA, NpeqocTEENASMEA MADTIEMTENER MESALUMHIROR MPOTYELMA
{Imfarmation supplied by the manufacturer with medical devices)
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Knideesie crnoBa:  Oo@TaneMONOrAYeckie MMNNadTaTe,  JHOOTAMNOHAOE — MNasHse,  TpedosadwA
GeI0NacHOCTH, XapakTepucTHEN, OUeHES CBONCTE, WNWUHAYECKAR OUEHES, CTEDMNMIaLWMA,  YyNakopks,
WHDOPMALMA, METOGE OLLEHKK

Mognucawo & nedats 02,03 2015, Dopmat G0xE4",
Yon ned. n. 1,86 Tupasw 35 aka. 3ak. 1172,

MogroToaneso Ha OCHOBE INEETPOHHON BERCHK, NPeJocTaRNeHHOH pailpaboTIikoM CTARdapTa

TYM « CTAHOAPTHMHOOPM

123895 Mockea, MpanaTHe@ nep., 4.
WA O astinfo ru infoifrgostinfo.n
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