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Mpegucnoewne

Llens 1 NpMHUEne cTadgapTiaagye B Pocciidckod Degepagyy yoTaroanaHs) PeaepanksHsIM 3asoH0oM
oT 27 gexkatpa 2002 r. Ne 184-03 o0 TexHWBaCcKOM PEryNUpoBaHKIAY, 3 NDEEMTa NDWMEHEHNA HAUMOHA MBI
craHgapToe Pococwickod ®egepayum — MOCT P 1.0—<2004 «CrasgapTruaauna 8 Poccuickod Detepaui.
DCHOBHBIE NOMOMEHMAD

CeeneHnnA o cTangapre

1 NOONMOTOBNEH OTEpeTeEM akuMoHepHeM O0DWecTBoM «THC-ONTWEE» Ha OCHOBE COGCTEEHHOMND
AYTEHTHYHOMD NEpER0La CTAHOARTA, YHAIAHHOTO B NYHKTE 4

2 BHECEH TexHUYeCHMM EOMHUTETOM No CTaHgapTHaaumy TE 296 «OnTHka ¥ onTHYeckse npubope »

3 YTEBEP¥OEH W BEBEOEH B OENCTBME Mpukazom $eqepansHorce areHTCTEA NO TEXHHYECKOMY
perynMposadnee | Metponoriia ot 18 pexabps 2008 r. Ne 461-cr

4 HacToAWMA CTaHOapT ABNRETCA MOGWEHLMPOBAHHEIM NO OTHOLWEHWID K MEXQYHAPOAROMY CTaMAAap-
Ty MCO 157882001 «Wmnnantatel ofTaneMonorasecide. OOTansMOonNori4ecide BHMCKOXMpYRrHdeckne
wapgenuax (150 15798:2001 « Ophthalmic implants — Ophthalmic viscosurgical davicass ) nyTem:

= HIMEHEHWR HAWMEHOBRAHWA. HAMMEHOBAHWE HACTOALLEND CTAHOAPTA HWIMEHEHD OTHOCHTENBHD HaK-
MEHOBAHWA YKAIAHHOID MENOyHapOOHOra CTaddapTa anA NpMBeleHWA B COOTBETCTEWE C TpeboBaHHAMM
MocCT P 1.5—2004 (nyukr 3.5);

= WAMBHEHWA CTPYKTYPbl. CpasHeHne CTPYKTYPLl HACTORLWErD cTaHoapTa co CTRYKTYPOR yKazaHHoro
MEXMIYHADOOHOND CTAMAAPTa NPUBEOEHO B QONONHHTENLHOM NpUNoxeHME F;

= BEEJEHMA AONONHUTENLHLIX TEPMHHOE C COOTEETCTBYIOWWMA ONPEIENSHUAMKA ONA NYyYWLero noHW-
MAHHA TEKCTA CTAHAAPTA, KOTOPLIE B TEKCTE CTAMOAPTa BbiAenNeHsl KYDCHBOM,

= WIMEHEHWA OTOEeNbHLN (DPA3, KOTOPLIE B TEHCTE CTAMOAPTa TAKHEe BRIENEHE KYPCHBOM. BHeceHna
YEAZAHHBIX TEXHUYECEHX OTENOHEHWE 0By CNoaneHs OCoDeHHOCTE 0BBEKTA CTAHIADTHIAUMMK, XapaKkTepHoR
ana Pococuwiceol Pegepauymu

> BBE[JEH BIMEPBLIE

Hrghopuayus of UIMeMEHURYX K HACMosLWesMy cmaddapmy myinukyemcs 8 exesodHo uadasaemon
LHEBO DM SLUGHROM YKS38IMens « HauLoHaTeHEE CMandapimiiy, & MeKci! UaldeHaHul 1 Nonpasor — & axe-
MECAYHO UsdacasMbix UHDOPMALUOHHEX yrazamenax sHayuosaneshela cmandapmes. B ciyyae nape-
CMOMPpa [(FaMessll WU ommMeHdsl HMacmoAwese cmakfapma coomesmemeyowes yeedomnesuwe Gydem
GNYSNUKOEAHD 8 EXSMECAYHO UzdasaeMon UHBOPMALLOHHOM yasamane «Hayuonansybe crmandapmiiy.
Coomeemcmeyiollas uHiopMaUus, yeedoMmenue U MarNcimy DasMELLEakNTICA Makwe & uMgopMaLuontol
CUcmEMs OOLLes0 MoNeEITEaHUA — Ha ohuluansHoM calime PedepantHasd A2eHMCMEa No MeXHUYECKOMY
pe2yNUPDEIHLID U MEMPONOSUL & Camy HHmepHem

2 CravgaptuHdops, 2009

HacTORLWA CTAHAAPT HE MOMAT BTk NONHOCTEID MMKH YACTUYHO BOCNPOMABENEH, THPAKADORAH W pac-
NPOCTpaHeH B Ka4ecTBe oduuHankHoro wagaswa Gea paspewenva PegepansHoro areHTcTES No TEXHWYECHD-
MY PEMYNHDOBAHMID 1 METRONHA
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Ty. Ecni ofpuuMansHo onyBnqkosasHse MCTOUHAKM, Pe3yNbTaThl HCNbITAHWA HA ¥HBOTHBD MKW KNAHHYECKWA
ONGIT SGOK3ILIBANT, YTO MEKCUMAaNEHOE BHYTPWIMAIHOS JaBNeHde NOABMASTCA BHE NOCNEeonepaunoHHOM
OWanazoda oT 4 0o 8 4, HAIrOTOBKMTENE A0MHEH MAMEHNTE NNaH KMHHWYECKOND WCNBITAHMA M BHECTH B HEMD
AONONHUTENBHOE MIMEDEHWS BHYTPUIMA3HMONS GABNEHWA B MOMEHT, BNAIKMA K MAKCHManbHOMY JHaYeH D
BHYTPHUIMAIH0I0 JABNEHUA.

4434 NMOHUTODMHT WMCNBITYaMEX CYELENTOR C BHYTDHIMAZHBIM Oasnedden, Gonee wnu paBHbIM
30 mu pT. CT., gom#aH BeiTe NDOBEOEH YEPES HEQETID M NOIME B TEYSHWE BCEMO HCCNegosanua. Ecnu 4acToT-
HOCTE MOHWMTODUHIE CTATHCTHYECKA NPEBLILLIAAT OHMAaEMO8 HYNBBOE IHAYEHWE, CNeayeT PacCMOTPETE BO3-
MOMHOCT b NPENASBDEMEBHHOTD NPEEPAWEHHA KNWHHYBCKOMND HCCNeqosaHHa. JanHbiiA aHanda gomsed BbiTe
NpOBENEH BO BPEMA MCCNEO0BaHuA NO BCEMY YHCNY MCNLITYEMBIX CyDBEKTOR, 8 B KOHLE WCCNeqoBaHHA — No
KEHA0H HCNBITYEMOoR rpynne. Mo saseplueHdn MCCNeqoBaHNA aHANKI HIMEDEHWA BHYTPUIMAIHOM JaaneHHa
AONMEeH BENKYaTe B c80A pac4eT CPeaHMx IHAYEHWH, 3 TAKKe YacTOTHOCTH IHAYEHHA BHYTDHIMAIHMOM
Aaenedus, Gonee unK pasHoro 30 MM pr. cT.

4.4.4 MogcysT YMoNa KNETOK IHOOTENHA POroBEML LI

COoCTORHWE IHO0TENHA POMOBKLE OLEHWMBAKT NYTEM NOACYETE YKMCNa KNeToK IHO0TENHA POroBMLL A0
oNepauWi | Jepea (3 £ 0.5) MeC Nocne oNepauqn.

4.4.5 MNocneonapayMoHHAA BOCNANMTENLHAA PEAKUMA rNaza

CTeneds pearuMd BOCNANEHWA Mala OUSHWBAKT MeTogoM GMOMMEDOCKONHKW C WCNONE3I0BaAHHEM
LWenesod NamMnel ¥ KMAHIYECHH KNACCHDUUMPYIOT NPE KE3HG0M WIMEPEHAR BHYTPHIME3Horo QaBnaHuR.

4.4.6 Cepeeankil vebnazonpuamukil ucxod

KNMHU4ecKKue WCocnegoBaTtend OoMEHs NpegocTaBNATe OTHETEl O CEDLEIHLIX MENONepauMOHHLIX W
NOCNecnepayroHHbix MCXOOAX 33KAIYMEY HEMEANEHHD, k3K TONLKO 0 HWX cTano wasecTHo. Boe gpyrve
HebnaroNpHATHBIE MCXOObL! GOMEHL DEITE AOKYMEHTHPOBAHE B MCTOPHAX Boneasn.

5 TpeboBaHWA K CTEPUNAIALWMK

5.1 OBM pomeHo DeiTe CTEPUNHMACEAHD B COOTERTCTEMM C TPeDoBaHMAMK K CTERPHMMWIALWK, YEAIaHHE-
Mu e FOCT P HCO 14630 gna HEaKTHEHBL XMDYDIHMYECHHY HMNNaHTATOR.

5.2 KOBM vni ero KoMNIoHEHTAM, NPH CTERHNUIALMK EOTOPERX MCNONBIYIOT BNAKHOE TENNS, oMb
BbiTe NpHUMEHEHE TREG0BaHMA No [6].

5.3 K OBM wne ero KOMNOHEHTAM, APW CTEDMNH3ALMA KOTODB HCNONbIYIOT ATHNEHOKCHO, DOMEHb!
BbITe NpUMEHEHEl TpaBoBarkA no [7].

Mpumesas e — YoTaHoRNEHD, 4T0 TpeGOBAHWA, ONPEOenADLWE NPHEMNEM BE YPOBHW OCTATOUHOID STHREH-
OKCWOA, YRadaHHee B FOCT P OO 10953-F, venpusedamie: £ OB . HEX0QALWMCR B KOHTAKTE C BRCOKOMYECTBHTENEHE M K
THEEHAMM, HENPHUMEp THAHAMK rMEzE. JononHATENEHEE YERIBHWA Do NpaMedHeddn Tpeboepanen FOCT & WCO 10503-7

npuaeneds B [8]. Qna seTpaosynapHes OB cneumnanessix KETEMOPHA NpalanbHoe COOEPHMAHWS 3TANEHOKCMOA ONA NHTRA-
OEYNAPHOA NWHIE YCTAHOBNEHD HA ypoRHe 0,5 MEr B gede, Ho #e Bones 1,25 mer g yenos. MNpagens Qns Opyris AHTREoKY-

mapHex OB MoryT BeiTe NpegEEpMTENLHO 2B03HE HCOOAR W3 Macce OB

MNpefensHos cofapxadide aTHnewokcHaa anAa OBW nonwHo coCTaanATe 60 sMrrMn (GononHMTensHan
HHIOpMAaLMA N0 METODWES HAMEDEHKA NpHBegeHa & [3]).

NMpumeywas e — B TexHidacaon MHOODMAYMOSHOM oTuaTe [B] aToyTeTay 0T TpeloBaHMa no NpenansLH0My oo-
AEQHAHND ATHNEHXNOpTEApEHE. NpeanonaraeTocd, 470 B H0B0W pagakyWi [B] Byaer YyoTAHOBNEHD NEEedanbHO8 SO0 BEHE-

He#e 3THNEHENOpFMOPWMHA QNA EHTRAGKYNAPpHLY 3BM, cofepwailks xNop@a, & 4e8TsIpe DE3E NpeELIillanljss co0spRaHEs
STHNEHOKCHOE. 3TO CNEeayaT yuUETEIBETE NpH cyeHke Buonorvseczon BeaonacHocTe OBK.

5.4 KOBH, npy CTEPUNHIALWA KOTOPEX MCNONEIVIDT oBnydYeHse, 00MHHE BeiTe NpUMeHaHs: Tpeboea-
HMA no [9].

MNMpumeswasne— HagacTHo, 4To MHorMe OBH conep®aT Bk CONOMONERYMADHBE NONEMEDE, HE FEMNRK W WSCH
TEPMOCTORKHME, 8 MTC CTERANKIBUAA BNAKHEM TENMOM MOKET OKA38Th OTPWUETENEHOE BOSOSECTEHE HA WX DEONOTHYEC-
k¥e c2olcTea. Ecnd OBH Hens3n cTepHN@E30EaTE BRANHEK TENAOM, NPUMEHRDT BCenNTHYECcKyY D obpadoTry.

5.5 K OBM, voTopble HE CTEDMMMAYIOT, HO NOABERrAKT acenTHHeckol obpaboTie, LonHHE DelTe Np-
MeHeHk Tpeboatua [10]. CooTEaTCTEME JAaHHOMY MexOyHAPaOHOMY CTAHAAPTY J0MKHD BTk NogTEEDHOe-
MO ATTECTOBAHHBIM UCCNENCEAHWENM B CPENE C NPeAen:H0 OONYCTHMEIM YPOBHEM IarpRaHeHua — 1075

Mpumesas e — Crangapr [10] yeraHaanweaeT obuwse TpeloBaHWA W COOBPENT PYROBRGCTES ND NPOWECCaM,
NpOIpEMMEM B METOANEAEM ATTECTALYMA ¥ KOHTRONA MeOHUMHCEWE WIAENWE, NoaseprasMey acenThiyeckon obpaboTee.
CraHnapT [10), B 4acTHOCTH, npEMeds K obpaBotie @HIRONor#YecEdy [BOOHEE | PACTEODOE i, CNEeQOBATENLHD, WMEET OT-
HoweHWE & HaroToneHWs DB, Cnegyowse wacti ctangapta [10] GyoyT noceawWess CNEUHANHAHDOERHHEM NPOLEccam,
TEKHM KAk GMNETPAYHWA W NHoE WNHI3UNA,
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& TpeboBaHMA K cTADMNLHOCTH OhTANEMONOrMYECKHX BMCKOXMPYPrUY4ecKHX
Magenvi

6.1 HWaroToBWTank GOMEeH onpeasntmTe M YCTAHDEMTE CPpoK rogHocT OBK npM XpaHesil B CENaackmx
NOMELLLEHWAR 1K CHCTEMY QocTaskd. OnpedenaHiie Cooka roaHoCTH NDK XPaHeHnn 00NMHO bbiTe NPOBEIEHD B
paansHoM Macwrabe BpamMerHn HNK NO YCHOPEHHOHW METOQWEE Npu TeMmnepatype we Gonee 45 °C © ueneo
NOATEEPOMTE, YTO OCHOBHLIE XAPAKTEPWUCTHMEW No Ge3onacHocTH W 3DeKTHEMEIE IKCNNYATALNOHHEE
KayecTea rotopore OBM W cvcTeMBl ZOCTABREW HAXOOATCA B YCTAHORNBHHEX NpEJenax B TedeHHe oboadayeH-
HOMD CPOKa MOAHOCTH NpW OXMOEEMEBIX YCIROBWAX TPAHCNOPTHROBAHWA W XpaHEHHA.

6.2 [NapamMeTpsl i XapakTEpUCTHRE, KOTOPRE He0BX0OrMO KOHTPONWPOBATE BO BREMA MCCNafoBaHMi
COOKA rogHoOCTH NDW XPaHaHuK. peanori4eckuil npodmne, pH, cTepUNeHOCTE M OpyTHe DakTope, YCTaHoa-
NEHHEE MPH aHANKIE DUCKOR KaK KPUTHYECKME NS Ge30nacHons npHmesedna OB,

6.3 WameHeHua cocTaga OB, MCXogHbIX MaTeépHanco® | WX NoCTABWMKOE, YCNOBHA HIroToORNEHWA,
BEMIO4EA NPOUBCE CTEPMNWMIALMA, THIN YNAKOBKK KK YNAKOBOYHBNE MATEDWANL!, MOMYT O¥a3aTe HeGnaronpu-
ATHOE BAMAHKE Ha cpo ciy¥Bel OBM npu xpadesi. ¥oTadoanedHe# cpok cnysbel DBW npy xpaseHrs Jon-
WEH GhiTe NEPECMOTPEH, BCNW NPK AHAMNWIE DUCKOE BaIABNEHD WIMEHEHWE TEXHOMNOTHK MArOTORNEHWA, 4TO
MOMET NOBNHATE Ha cTabunNeHoCTE OBM.

T TPE'E-D'BHHHH E UENOCTHOCTH W XapakTepUCTHEE KOMNNEeKTa OOCTaBEM

7.1 OB noCcTapnAKmT B répMEeTHYHbIX KOHTEAHEpaX BMECTE C KAHINEH AnA eeegeddd OBW B rnaa. 31K
ABa KOMNOHEHTA ABNAKTCA KOMNNEKTOM A0CTABKN.

7.2 OTCYTCTEBUME MEeXaHW4ecKoro NOBPEMOeHWA KOMINEETa JOCTABKA OOIEHC BbiTe NOOTBEDHOeHO
HCNBITAHWAMK ONA npuseHesds OBM no HaauadeHuio.

7.3 PHIMKO-XMMUYECHKAR COBMECTHMOCTE DBM M HoMNNeExkTa QocTaekM QoMb BBiTe TAKNKE OUBHEHE.

8 TpeboBaHMA K yNnakoBke

8.1 3awwWTa OT NOBPEMOEHHA NPH XPAHEHMK W TRAHCNOPTHPOBAHNW

OonwHel GuTe NpMMEeHEdsbl TREGOBAHAA K YNAKOBKE MEBAMUWHCKMX W3IOENWR, YEA3aMHLIE B
FOCT PHMCO 146301 [11].

8.2 3alMTa CTEPHNBHOCTH NPH TRAHCNOPTHPOBAHMM

OBM pomeHet BeiTe YyNaKoBaHs Tasks obpazom, 4To0e OCTARATECA CTEDHNEHEIMK B NPEOENax, YEa3aH-
HEX ONA YCNoBHA TRAHCNOPTHROBAHMA, XpaHesua W obpawenna. JonwHe SeTe coBNogeHs TpebosaHua K
CTEPMNEHOR YNaKkoBKe, yralanHea B [12].

9 TpeboBaHWA K MHOPMAUKK, NPEAOCTABNAEMON HIrOTOBUTENEM

9.1 Oom#He BeiTe cobmodeHs 0SWne TpeSoRaHMA K WHDODMaUWME, NpeaocTaanNAEMoi HaroToBMTE-
NER MEOWLMHCHMY MIOeNWRA, yEazauHse 8 [13], ¥ yacTHee TpeboeaHiA K OBW, npyaegeHHEE B HACTORLLEM
paagens.

9.2 JonyckaeTcA WCNOMNbIORATE CHMBOMNBl BMECTO TEKCTA. [pK WCNONBI0BAHKK CHMBOMNOBE JOMMME
BeimTe cobnooedsl Tpebosanma MTOCT P HCO 15223,

8.3 Ecnk OBW nogeepweHo NOBREMaeHI0 Noj AaRcTEHEM (akTopoR OKPYHaIoWed cpaibl, Ha KoHTaR-
HEDE QNA XpaHeHWR O0MHHEl ObITh HEHECEHE YBTKHE NPEIYyNPEedHTENbHBE IHAKK.

9.4 Homep naptvM ¥ KOHEYHBEIA CPOoK J8ACTBHUA MOMYT BbiTe YEa3aHE! HA CAMOKMNEAWEACH ITHEETHE.

9.5 Brnageiw gonie OuiTe BNOMEH B yNaKOBKY TaK, 4ToBb 8ro MOMHO DeN0 BIATE W NPOYHTATE, HE
NoBpEXOAA CTepUNEHOrg Gapeepa.

9.6 MyHuMaNsHaA KHHOPMALWA, HAHOCMMAEA Ha YNAKOBOUHEIA HOHTEAHED, BENANRLL B YyTIAKOBKY, CTE-
PHUNEHER BapeEep ¥ NepBEMYHEIR KoOHTERHED, NpueageHa B Tabnuue 1.
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Tafnweus 1 — HMupropeay«@n, NpegoCcTAENASMAR WANDTOEATE NSk

Huchopaayien

KonTemsep
D Rpasenns

Brragkia =
yriaKcay

Crep b
Gapsep

Mepswurima
KOHTERHEE

HanMaHoBAHWE WATOTOBMTENA WK YO NHEOMOIHMSHHO
npeacTaEuTEnA

AQpes HITeTORMTENA

Toprogos HanmeHoeaHwe OBM

Onucesie EOMONEKTAa NOCTABEW W HHCTPYHUMEA N0 2nd #@o-
MONb30BEaHM K

Kpateoe onucasne sumndeckoro coctaed OBM n obwema
NOCTES KM

CNHcEHWE COOTEETCTEYHLLWE EOHCTPYETHEHEIX N3paMeT-
POE, KOTOPEE MOYT NOBNWATE HE BE30N8CcH0CTE W XEpaKTe-
pucTHEd OBKM, B Tom uucne: KOHUEHTPAUWA; pECAPE0E NEHWE
MOREeHYNAPHOE MECCH] pH] OCMOMONANEHOCTE M 4P,

|','_'IE¢IH'-IBGHEIE NpeacTaENeHWE PEONOrA-ecraIrd NEopyAna;
rpaiME NOMAQpWEDMHSecHod 38MCHMOCTH BRIKOCTH ikMa i+
OT COEWFE (S ! } B QUENE30HE, YHKEIBEHHOM B 4.2.3.2

YCNOEWA KpaHeHWARA

MoxazaH=EA £n PHMEHEHHED

MNpoTHEONOLAZIaHWA K NPHMEHSHKKD

MHCTPYHLMA RO NPUMEHEHWE, BENHDYEA DEEOMEHOALHN N0
yoanednn DBW (npe HeobioquMocT)

ME'FIH NpeA0CTOROXHOCTH M NpenynpaxgaHda

CoofujaHie O TOM, 4TO COQSpHEMOS NPSgHaIHa4EsD JAA
PE3ICEONT HCNONb3OE-EHNA

Hagnuce: aSTEpUAEHDS M MaTo0 (s} CTepunuaIauyMn OB =
CHCTEME AOCTASHM

Hagnwce: sHe ACNONBI0AATE, BCMNW CTEPHNEHLIA Bapeap
HADYLEHD

KoHeYHbld CPOK TDAHOCTH

Howmep napri nocne cnoa «M0Ts

HE HEPYWES &nd MEpMaTiYHoCTH.

MNMpusieuaHs e — HoMeR NEDTHW, CPOK FOAHOCTA W JATY CTEPHNMAAYHKH ADNYCKAETOR HE VEE3HIBATE HE CTE-
pHnEHOM Bapeene, BCNW OH NPO3PAYHE A 1 HEOGXOO UMY KHDOPMALWED MOMHD NPOYECTE HA NEPEMYMHOM KOHTEAHEDE,

10
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MNpunoseHws &
(obAlarencHoe)

MeToaoMEa MCNLITAHMA HMNMAMTALME R BHYTPE FAala

A Ofwee TpeBoBaHHA

A4 Mpy ACNETEHAN WMNN3HTAUKER BHYTPE [ME38 NPOBOOAT OUSBHEY MECTHOrD QEHCTEWA HE HHEYHD TE3Hb
oBpazus OBM. MMNNEHTUPOBEHHOMD XMBYPIMYackdM cnocofom 8 MECTE, COOTESTCTEYIRLLSM DPSAYCMOTREHHOMY NpHME-
HEHHID, MEDLWRYTY H ANHTEAEHOCTH KOHTEKTE KaK HA MHEPOYROBHAX, TAK W Makpoypoesax. Ofwmne TpelosaHnA K HCNBITE-
HUAM HE HMNTEHTAYKH COOTRETOTEYIOT YHEZAHHEM B FOCT & MCO 10883-8, FOCT P MO0 10805-72

A2 B kavecTER MECTA ANA WMNINAHTAYHW MOEeT GbiTe UCNONL30BEHE NEPEIHAR KEMEPAE WNH CTEKNOSWGHER
NONeCTE ME3E HUEDTHOTE, NOOXOOAWETND ONA NCNETAHWA,

B cooteeTcTEMM ¢ TpeBoBAHWAMMA [14] HCNHTAHWE HA MABOTHOM QOMMHD GLiTe COEpAWSHO 00 ONPABSAHHOTD
MEHAMYME.

A2 NMopRaok NPOBEAEHWA MCNEITAHWA

8.2 CooTaeTcTeyl WA ofitem OBM EROSAT 8 NEpEAHHE KEMERY WNK B NERe0HE D 486 Th CTEKNCBEAHGH Nomos-
Ti rnasa. [Mepen sEaOsHMeM CNpeOeneRHOIT O EAMA BONETYSMOTO WK KOHTRONsHere OBM B ofnacTe nepegHeR K3ME-
phi UMW CTEENOBWOHOND TEN3 QONYCKAETOA YIAAMTE PASH=A 0B sam BNAMTM B3 COOTERTCTEYEIUAN KEMEDL .

8.2 2 AunnaHTEL WS OCYVILECTANAKT C MAHUMENEHD BO3MMMHGA TREEMON IMAa33, He MACHHPYIDWEeR NoBpesge-
HWA, NONYYeHHAKE B PE3yNETATE BO3ABACTEWA HENITYSMOTD MM KOHTPOMNBHETS MATEREANE.

8.2 3 B xauvecTEe EOHTRONA WCNONLIYIOT GPYIoe 3aperdcTpuposaddHos OBW, npucyToTEYOWEE HE PRHES HEe
MEHEE NATH TAT @ NPEAHAIHAYEHHOE ONA Tex e yened. KosTponsHe @ OBEM AMONEHTHEYIOT 00HOBIEMEHHD B TO Ha MBL-
T E QPyrofA rnas.

M pPpRAMBEYEH®WE— MpegnoYTHTENEHE ABYCTONOHHAR MMNANBHTAUAA, HO OONYCEESTCH M OOHOCTEPOHHAR HMNNaH-
THUMWA, 80N TOM 'FFIBﬁ}"ICI-T MECTHEE NPEgNACEHRA.

8.3 Mpaewna obpaloThw pesyneTATOR MENLITAHMA

8.3 1 BocnanwTensHysl pEarULM G, BOSHHKSHILL Y NOCNE BE80EHWA MBTEPHANE, NOSTORHHS KOHTRONER YT W ENac-
cHPHUMPYIOT COMABcHD CTAHOAPTHICEaHHOA CHMCTEME EONEYACTESHHLIX NOEE3aTensd ANA GHOMMEDOCEONWYESKOTD
HCCNEA088HMA ¢ MCNoNEI0EEHHEM WENSE0A NaMNL C WHTEPEANAMA BpeMans 4—B, 24, 48, T2 yw 1 Hegena nocne 8Ee-
DEHHA.

8.3.2 NonycERETCR BEOAMTE JONONHETENEHEIS CROEH KOHTPONA B 3EEMCHMOCTH OT NPOOOREMTENEHOSTH MCCNSa0-
BAMHWA.

A.3.3 FPeayneTATel HENETEHWE ADNEHE BT BHECEHE B DNOHYET ENBHEIL DRYERT.
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Npunoxesse B
joBAzaTenbHo®)

Memoduka ucnbLImavus Ha BHYTPHMAIHOS OABNSHAE

B.1 Ofwse TpedoBaHHA

B.1.1 Xepypradeczas cnepauds B NepeaHed KaMepe rnasa © wocnonezosaswess OB womer conpoBoxgaTEcA
NoBs WEHWEM BHYTREMINAIHOMS QAENEHNA, 3T0 ABNASTLRA NPMEMNEMEM NOCNEOCTBNEM WEN0Nb30EaHHA OBW W #e nons-
HO CYWEBCTEEHHD NOBMWATE HE IPWTENEHYH @YHKLHID @NH BOCCTAHOEMEHWE MMa3HEX TREHeN, IHEYHTENEHOE UMK Npa-
ACNEWTENRHOE MOBH WEHAE BHYTRPHINEIHONG ORENEHWA MOEET BL3E3Ts Gonk WNW SWCHOMGOET @ NPUBECTH K
NoBpa®geHnss TEaseh rnasa,

B.1.2 Memoduwa UCPLIMAEHUR TOEMIREM KOHMPONULOSAME NOBLIWEHWE BHYTDUINEIHIMD OABNEHWA NOCHE
3aMeH Bnard Ha OB Tarkoro se ofivaMa B NEpROHER KEMEPS TNA3E HCNEITYeMoro MueoTHoro, OBKM ocTasToR B rnaay,
CNEOOBATENEHD, WCNBITEHME HE WMUTHEYET KNAHWHECE0E WONONEI0BEAHHE, NPH KOTODOM XMRYRT YEANAST HEK MOMHO
Gonswe OBW, nepeg TeM kaxk 3akpeiTe HaQpes. QNHTENEHOCTE W 3HAYEHHWE WIMEHEHWA BHYTPUIMAIHOND QABNEHHWA BO
BPEMA NPEOQENHHRYECHO0D HCNE TAHAA MoryT OelTe SonblWwe, “eM GNETENEHOCTS M 3HEYMEHWE BHYTRPHINAZHOND GaBNEHHA
B0 BPEMA KNWHWHECKOND WENONb30BEHKA,

B.1.3 MconmTaHke npoBoAAT TONsKS gnA cpaBseddn OBW c kosTponeHem OBH, yTEEpELEHHEM QNA TEEOID HE
MCMONEIDEEHWA.

B.2 Nopapok NpoBefeHHA WCNLITAHWMA

B.2.1 Ofnew B0GAHMCTON BNATH, SKEMEENSHTHEE 25 % ofwama nepagHei kaMeapbl THAasa HCNeTYEM OIS MHBOTHD-
ro, YaanawT W samesasaT #a OB pasdoro ofisema.

B 2.2 B HEYECTES KOHTRONA MCNONLIVET GPYros SeperdcTpdpoBadHHos OBM, NpecyToTEVIDWEE HE poiRES He
MEHESE NATH NET U NPEJHAIHAYEHHOE ONA Tex e uenef. KoHTponsHsE OBH smnnanTApynT GOHOBREMEHHD B TO HE M-
TO B SpYrod rRas.

n PAMENMAEHWNE— nFIE-ﬂ.Hl:IHTI.'lTEJ'IhHE OBEYCTOPOHHAR WMNNEHTAUNAR, TEK KK WACND XHBOTHBIX, Heobxonusos
ane cfiecnedeHms AOCTOEESEPHTCTH MCNRETAHAA, ﬁ!ll'IIET MEHBWE, YEM NpE 0OHOCTOROHHEW WEMNNAHTALWH. ,U.EI-I'I:"EHBE-TG.FI Won-
HOCTOROHHAR WMMNABHTALMAR, BCNW TN '.rpEL'l-g.ﬂnT MELTHEE NPEONTACEHKA.

B.3 Npaswna oSpaBoTHi PEIYNLTATOE MCNLITAHKA

B.3.1 BayTpurnazHos OSENSHAE WIMEDAKT METOLOM BNNNAHSLMOHHON TOHOMETPWW Neped ONEPAUSEN @ B Che-
AYHOWWE NepHois Bpesed nocne onepaumd 1 4 = 15 wad, 2w = 30 wmas (42 1) u (B2 2 a; (12 £ 2}y {24 = 4} w;
1 Hegeanm = 2 oyT) | sec = ¥ oyT. CHopocTe # QNETENEHOCTE NOBE WEHWA BHYTRHINAIHOND JAENEHHA CYWSCTEEHHO 388K-
CAT OT NpUpoas OBW W ero eaakocTe. Kak TONsEo 5TH noka3aTentd cTEGWNAMPYIOTCR, YHCND HAMEBPEHWA BHYTPMIMAIHOD
AABNEHWA MOEET BbiTh WIMEHEHD, YTobe Hones TouHOD CNeNOBATE BTe WaMeHeHW. MoryT noTpefoBarteca gononHe-
TENbHLIE NAOESRKA BHYTREWINE3HO0D JAENSHWA, 80N OHO DCTAETCA NOBH WEHHEM B Tedasue Gonae 24 4 Nocne McneTa-
HMA.

B.53.2 PeayneTATh HCNBITAHKA JONHHE BhiTh GHECOHE B OROHYEMENEHET OMYem.
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Npunosedws C
(peEKoMeaHgyamMoe)

MHKpOCKONHYSCKHA AHANKI TEEPALIX YACTHL

CA OBwwne TpedosaHRA

G Mukpocronuveckdld SHEMTLE NpESYCMaTPHERET NogroToeky chpasyos OBH ona gonrYecTESHHOTS onpaene-
NeHWA TEEpOEIY Y3CTHY Ha ocHOoBE MeToga no [15). Nepen GuNeTREUMEl | MEKDPOCKONEYSCHEM aHENWI0N OB ponsHe
fkiTe paIBaBnNEHEl #3-38 BRAIKOCTH.

C.1.2 JonyckaeTon WCNoNs3I0EaT:E BNeTEPHATHEHRE METoOsl ONpeaensHna cnanocd npols v nogroToeks ofpaa-
ya. HeolzoorMo TWEATENSHD DUBHHESTE WIMEBHEHHA, KOTODEIS MOTYT NOENWATE HE NOACYET YECTHL.

C.2 TpeGoeaHwA K obopyQoBEHHIKD M BENOMOTATENLHBIM YCTPORETEBAM

C.2.1 MHEEpOCKONLL W NPHHAANEKHOCTH

2.0 Mukpockan (cnosEded BuRokynapseE ], koM Basagsn obsexTHEE W oxynapa oBBcnedMMEAET YEENHHEHAS
{1000 £ 10)°. AnoxpoMATHHECERA DOBEKTHE MNKA NYHW WA A0NEEH HMETE HOMHHANEHOE YESNHYeHWE 107 W MAHEMANEHYD
dacnoeys: aneptypy 0,25 Ons wccneJOBAHWA B OTPAMEHHOM CESTE O0NEHE BHTE NPEOYCMOTPEHE 3MNACKONAYECEAE
CCEETHTENN.

212 lpa OCESTHTENA, CCHAWEBHHEX CHHUME CRBETOMWNETREAMA OHEEHOID CBETA ONA CHUMSHWA YCTANOCTH fHd-
33 ONepaTopa:

- BHEWHHA OCEETHTENL, PEMYNHEPYEMEIA ONF clecnevesus K0COre CoBRIWBHEA, MANSH Wers nog yrnom 10°—20° g
FOpHIOHTANR,

- BNMCEONMYECKHA CCRETHTENS CEETNOIS NONA, BCTROSHHLIR B MUEDROCKON.

C213 Coersa Ons YNyUWEHHOMD MUKPOCEONMYACKOND BHANW2ZE (Danes — caTes |IMA), kanwBpoBaHHER TAKMM
CEPRIOM, NTO HIMARUTEALHEE DEPYHHOSTH 8 NNOCKOCTH NPEAMETHOMD CTONWES MEKDOCHONA CoCTaBNAKT 10 Wi 25 mMim
¢ ToMHOCTER 2 %. [onyckaseTch WONONL30ESTE SNETEPHATHEHYID CETEY ¢ TpebyeMol TOUHDCTE KanWbposrM.

C244 Mugpomarp yeHol genedya 10 e {100 gem fwm ).

C.2.2 YerpofeTEo heNETRALMK ¥ BCNOMOFATENEHEIE NPEHAANSMHOCTI

221 ®UN=TPOEAN:EHEA EOPOHEE OB LEMOM, NOOXOAAL WM ONA BCMEITAHMA, M MEHAMANEHEM AWaMeTRoM 21 M.
BopoHka gonkHa GeTs HATOTOBNEHA W3 MAACTMACCK, CTEENE HNW HEPHEESKUER CTANK.

C.2.2 2 Bopodea AnA ganeTpe Fenemana, 25 200 mn (geTans Mo 4203).

C.2.21% BopodHEa 4nA yNeTpaduone Teeero duneTpa, 47 w300 ma (getane MNe 3310 047 24).

C 224 DUneTpoBantHel AWd gy 300, BRNONHEHHIA B BRAR NOSGCTAERE N0 QENLTH, MATOTOBNSHHEIR W3 HE DA -
BEOLEA CTANK WAK CHEYMEHHOFD CTEKNA.

G228 WoTodHWE BaEyyYMA.

C.2.26 MeHueT ¢ 3aKpyINeHHBIME KOHLEMHA .

C.2.2F DosaTopes pECTECPHTENA C HNETRYHIWKM CONNOoM, oBEcReYHBEIILMM NOOEYY PACTEOPHTENA, 0T MNE-
TROBEHHOMD OT SNECTHY pAIMepoM He Gonee 1,2 MM Npi QRENEHWH 0T 6895 go 5 561 mbap (10—80 pywTigaoam?).

C.2.28 MemBpadHeie paNsThie JeamaTpor 25 ane 47 wm ¢ ceTeodh wny Be3s caTed YSPHOMD HWAW TEMHO-CEROTD
WEETH, HATOTORNEHHEIE B3 WENNON0AH0-3hMPHOA cMecH pajsmepos nop 0.8 M.

C.2.2.8 Yawea Nerpa.

2210 BoiTAMHOA WEag © NaMWHapHLIM NOTOEOM H48p83 BLICOE0MHPEKTHEHER cyXoR BO3QYWHEH ©WNsTR
{HEPA) ¢ cogepxaduam He Bomae 100 yacThy pesMepom or LS Mes HE eybuuecend gyt (npefnvanTensdo 3 531 wac-
TH L)

C2211 CrepuneHaie NEpYaTiH.

C2.212 Opexnsa ¢ NogofpaHAbirl PyicEaE M.

C.2.213 OedosuinpoBaHHEN BOgSE.

C2.214 WMaonponadon.

C2215 XKeMUUSCEMA CTAKEH BMECTHMOCTRI SO0 M0 ¢ TenoHoBod NENOYEDR ANA NepeMeLdBaHER.

C.3 fopador nodeomosky Kk npoeedenuky aHaMU3A

G Ofwue mpefosaHun

3.1 MepeodadaneHos MCNRETEHME: ACNETRIBENT 3MacTe 10 equHEy OBM.

C.3.1.2 MoaTopHoe ACNBTAHKE MCNETEEAKWT BecTe 20 egaduy OBH.

C.53.1.3 Mepeg woneitadsem cetia IMA gonxda BuiTe W3mepeda, 88 OTHOCHTENEHER NOTREWHOCTE OO0NEHE BeiTe
CEpTHRHLMPOEAHA Ha cooTEaTeTEME TRpEfoRaHMAM Papmaronaw CLUA [15]

C.3.2 Hacmpoldea MukpocKona

C.3.21 Bumouawt ofs ocaerdTenn (C.2.1.2) (BHEWHKA BCNOMOTATENEHEIE OCEETHTENS NASEOWEN0 KOCOMD OCBE-
WEHMA M BHYTPEHHHR 3NWCKONHYECKNE DCEETHTENE CEETNOMN Nona).
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C.3.2.2 YoraHaenWeanT o eekTHE & yaenwieH@am 107 i PerynEpyioT Mesipadloaos DACCTOAHKE IO NOABNEHWA
CRMTHOrD Wanfpawsnna.

C.323 PokycupyinT NPaeLIA OKYNAD HE caTry [C.2.1.3) npe yeTaHoBneHsoM ofpaiue nepedioRycMpoBEOE MtK-
poceona {C.2.1.1) 40 nOABNEHHA CESTNOM NOMNR C HEBWOAMBIME ABTANRMY 050E3UA. JEEDEIBEEINT NEB KA M2% W BPALESK T
AWONTREHAHOS KOALLD NPEEOMD OKYAAPA 00 NOAENSHWA W3I0BpaHEHWA CaTed 8 Soayoe.

C.32.4 ©okycHpyinT MARDOCKON HE MEenky OeTans o8pasus.

C.A25 dorycapyinT NESEE NAapdoLaNbHER DKYNAD, 38HDBIEA0T NEPESEN TRAS # BRPAILEKNT OWONTRARHOE KONeLO
MEesors OKyNApE 40 Tex nop, noka waclpawesne Man=od geTany ofpaiya He CTaHET YeTEHM,

Orepua ofia rnaza, ylexwgawTed, wTo waobpakedwe obpaaya RENARTCA weTMM B oo rnasax.

C.3268 PerynapyoT BoMOMOTBTENEHE R OCBETUTENE NAAANWEN0 KOCOrD GCESUYEHNA N0 BelcaTe Tax, “Tofis yron
nagaouera ceaTa cocTaenan ot 10° po 20° K roprzosTany: yacTiye 8 memBpasion heneTpe (€2 2 B) gonsss @MeTh
OTHETNMERE TEMHEIE TEHH.

C.3.27 PerynupyoT BHYTREHHWA SNACEONWMECKWA OCESTHTENS CEETNOMND NOMA, NONHOCTEE OTHPHIE NONSEYE W
anepTypHyn guEfipards. LIeHTRMpYKIT HATE HAKANE NEMTEL ¥ HOLYCHPYHT MUEPOCKON HE PUOETP, COASPESLMA YO TH-
Ukl PerynepyoT WHTEHCHEHOCTE OTPEWEHHOND CESTA OO0 TeX NOQ, NOES HYACTHLLl HE CTAHYT YETHD PAIN@YUMBIMY |4 =8
ofHapy#aT oTUETNHELE BHOMMEIE TEHH.

.3 28 YoToHABNWEAWMT CAMOE HEIKDE IHAMEHHE WHTEHCHEHOCTH 3NMCKONHEYSCHOrD OCESILEHWUA, 38TEM NOBLIWE-
HOT 8rc A0 Tex Nop, Noka TeHh, oTEPACHIBEAEMEIS YACTHLLAM, HE NOKSEHYT MUHHMANEHE I3METHOS CHHMEHWE HOHTRACTE.

£.3.3 Modeomosra hunemposansHOE0 yempoldocmes

C.3.5.1 HagesawT nepuatim (2.2 11w ogewgy (S22 12), mowT pyrs N TROBEHHOR 00 0,22 MM DERDHH 8-
poBEHHOR Bogoi (C.2.2.13),

C.3.53.2 MowT BpyHYI) XMMHYSCEME CTAKEH BMECTHMOCTER G00 Mn, NENoYKY QNA nepamewseaqan (S22 15],
PHNETAOBANLHY D BopoHEy (C.2.2.1), nogeTaeky @ oM@ YI0D0 B IOPAYEM, HE COQEDMALYHM WOHOE, PACTECPE JETEPIERTE.
MpoMelBERT A FOpAYER NPOTOMHOH BOQONDOESOHON BOSOA, 3ATEM NPOMBEENT PHNLTPOBEHHOA JEMOHHIHPOBAHHADA
BOA0H NOO QEBNEHHEM.

C.3.3.3 MNepaHocAT BeiMeIToE yoTpoReTEo 4 apyroe Heolzogumoe oBopyOoBaAHME B BRETAMHOA WEKAE ¢ NAMAHAD-
HelM noTokom (C.2.210), 38wy eHEE A @HNETPOBAHHEM Bo3OyxoM HEPA.

2.3.5.4 MNpoMuigesnT HEPYHHEIE W BHYTPEHHEE NOBEPXHOCTH QHNbTROEENEHOTD YCTROACTES GUNeTPOBAHHLIM 40
1,2 MEM WACNPOMAHONOM NDS SaBNaHAas.

£.3.53.5 DEoHYETENEHD NPOMEBAKT HEDYHHRIE ¥ BHYTPEHHKE NOBBQXHOCTH PMNETROBENEHETD YCTROACTEA M OPY-
rore weofxonrsmors obopyQoEaH WA BUNETPOBAHHDA 40 1.2 MEM JeW0HWIMPOBAHHOA BOgol.

C.3536 C noMowek neHueta (C.2.2.6) TWaTeNbHD BRMEBENT & NOTOKE SUNETROEAHHEOA JeHOHHIRPOBAHHOA
BOAE MO0 HAIZWM JasnedHdes ofe cTopoHe iMNETPA CBRPXY OOHKM3Y, NOBOPAYHEAR BNEREA W HAIAM, # YCTAHABNHBAK T
WWCTEA QHABTRE N0 YEHTPY NOOCTEEEW QUi yIopa.

C.35.7 NomewsoT RNETPOBANBHYD BOPOHEY CEERXY NOAMOTORMNEHHON NOACTEEEM C QANLTEOM W 33 KDENMAKDT,

C.d Mopadox nposedeqHun aHaMUEa

C.4.1 Moprdon npoespry GoHOEGE0 3HEDATHEHLUR

Cd11 Cnomowen Qo3aTops pacTaopMTens (C.2.2.7) HENONHAKT XdMU4ackuh cTakad 500 mn funeTRoESHHGA
AEHOHAIAPOBEAHHOR BOTE

BriNdBawT BCS COOSpHMMOE XHMHYECEOND CTAKAHE B PHNLTRORENEHOE YOTPORCTED.

£.4.1.2 Nocre nocnegHel NoPYWKH DACTEORE NPOMEIESDOT CTEHEM BOPOHKS, HANPAENAR NOS HASKWM JEEMNEHUHEM N0
HO¥TY HE CTEHHW BOQOHEM NOTOH @IMNETROEAHHOA JEMOHMIHPoOBAHHOA Bodu. NpeEEpaLsaDT NPOMBIBEHWE BOPOHEN, TRS-
MOe weM o0BEM CHE3IWTCA 40 OAHOW YSTEEPTOR ypOoBHA HanonHedwA. NogoepeWBanT BakyyM, NOKE BCR SWOKOCTE HE
NpoASeT 8 BOPOHEY.

C.41.3 Ocnefive BakyYM, NEHYSTOM BulHAME0nT medBpary B3 nogoTaesy GUNLETROBANEHON BODOHEN W NOMELLE-
T e qawky MNeTpi (C.2.2 4},

C.4.1.4 BuicywwaesaT GUNeTRoEaNsAYD MemBpasy B WKy CO CNerts NEMoTEPRTOR KpeEnl daw ks MaTpu.

C.4.1.5 PaccMaTpueanT Nog MUKDOCKONOM C yaenddeHam 100" duneTpoeaneHyss MeMipany npu cHaToN Kpsiue-
ke waw ke NeTtpn.

C416 Ecnw & 30He duneTpaymy amaetcd He Gonee 20 sacTey passepon, Sonee wne paeHam 10 Mem, 4 =8
Bonse NATH 48CTHY pazMepowk, Sones Mne pagHsiM 25 MM, To §O0HOELIR YPOBSHE YACTHL BOCTETOMHG HW3GK ONA NpOEE-
AEHWA MHEPOCEONM4ECKOND BHaNM3a.

C.41.7 Bcnw sWcno 4aCTHU NpeBsiwasT ate TpebloeaquA, ©I0HOBRIR YPOESHE YHECTHY HE NOOXOAWT ANA NpoBEge-
HHA MHUEPOCHONWYECEOry BHANKWaE. CnegysT NoOBTOPATE NoATOTOEMTENEHEE 3TN, NoKa GOHOEEA YPOBSHE YACTHY HE
NogofAgeT QnA NpoEefeHHA GaHHOTD HCNETaHUA.

C.4.2 Moprdox nposededud humsmpauuy o mansMonoeUuYeckUx aUCKOXUDypEUYecKUx uadenud

Cd.21 CHeaMEIT BLE HAPYEHHE KPHLWEN, TERMETHIHPYLWE NEHTH W CROB0OHRIZ WNH OTCTAMNLWHS ByMEKHE B
ADMBEA, BRMBIBENT HEPYEHEE MOBEPEHOCTH KOHTEAREROE BPYHHYH TEMNbIM MOHLWHM PACTEOROM, HE COOEPMEWNM
MOHOE, W NPOMEIEET B TENAOE NEOTOMHOR BOGONPSECOHOA BOAE, NOCNE YErD CHOHYATENEHD NPOMBIBENT QHNETROBEH-
HOW QEMOHWIMPOBEHHOR BOO0W NOd QaBNeHAEM.

C.4.2.2 MNpocyWwHBAWT HERYHHEIE NOBSPXHOCTE KOHTEAHEPOE PHNETROBEHHEIM B0 0,2 MEM CHATHM BOIOYEOM.
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MapaHOCAT BEIMEITHE W NPOCYWAHHES OBpAILE B BRITARHOR WHAH, J8LHIWLEHHEIR HNETDOBIHHEM BO3gyEomM
HEFA.

C4.23 MoaroToBNAKT YHCTOE PHALTROBENEHDE YOTRORCTEO, KRK yEa3aHo & C 3.5,

Cd.24 MeperawnaasnT TafnoHOB0E NENOYKOR B JADEHES BRMBITOM CUMAYSCHOM CTAKAHE BOS COOSQEUMOS
10 eauHey OBM, pasfaananT 4o nonysaHeA oisama He Bonas 500 mn.

Cd.Z28 B BuiTAXHOM WEADY DAIMSLUABENT CONSMHHEMOE CTEEAHE B TOWAHAE Ha MeHas 30 MuH.

C4.20 BNuaasmT BoE CON0PEMUMOS B PUNETROBANLHOES WoTRDORCTED.

C.d4.2 7 MposopaT onepagsd no ©.4.1.2—C.4.1.3.

C4.28 MpuepennasaT & 4aiwide MaTtpl apibie ¢ iaeHTHGWkayen ofpaiysa.

C.d.29 MpoosonaT onepagsd no C.4.1.4.

C.4.3 Moprdok nposedenun palom ¢ cemuiod IMA v nodeyems Jacmui

C.d 31 OcHosHoW MeToO BHANK2a no catie A 3aKnnYasTon B MeICNSHHOE TREHCROpMELH A300DaMeH W Kak-
Aol YACTHLLE B OEPYEHOCTE W CREBHEHWK 88 & ATENOHHE MW OKPYHHOCTAMMA CETEY AWamaTRoM 10 25 mion. Npouece mog-
CHETA BEINONHANT G683 HENODMEHKA YACTAYE HE BTANIHHLIS OEPYHEHICTH, NP 3TOM HECTHLE HE OONEHB NEPEMELATECR
o0 CEBOEMD MECTA B NPAO&nay NonA 3peHiA ceTrd (Bonewan oepyeHocTe). AR NoQcYaTa cEeTREXY W MPO3PEYHEIX YACTHLY,
HMCNONB3YHT BHYTREHHWA QWAMETR NPOIPEYHE X 3TANDHH X ORPYHHOCTER caTkd. [NA NoAcYaTa TEMHEIX YECTHY WCNONE-
AYHIT HERYHHBIA JHEMETE Y& pHEIY HENPOIPAYHEN ITANGHHEY OHPYHHOCTER CETHNA.

G432 MpW BEINONHEHAW QBHHOMD 3HANKIA HE JONYCKEETOR NOACHATHEATE SWMOPEHBIE, MONYHE0EEE WH MHEE
MOpEONOrMMECKY HEOTHETNHEH B METEDHENL , KOTOPEIE WMEDT BWO MATEH ANM HMEKNT M3IMEHEHWA UEETE HE NOBEPXHOLTH
el paHe.

C4.3.3 Npy BRNONHEHWA NONHOMS NOOCHETA HE NPHHWMAIT B0 BHHMEHHE NONE IPEHWA CETHW, OTRAHWMEHHOS
BonbWOA OERPYHHOCTER. Monone3ysaT BEPTAEANEHYS BUIHEHYEE HHTE.

C4.34 Mpoeonsr onepadgsd no G415,

C.d. 35 CrandupysdT BCH MeMBpady cnpasa Hansao Nno TRESKTORHW, EOTODEA NPHMBIEEST, HO HEe NepeEpLIBEET Nep-
BYH TRESKTOP®H CKAHMPOBEHWA. [TOBTORANT NEOUSOYRY, NEPEMELYEALE BNPABC-BNEE0, NOKA BCS SACTHUN HA MeMiipaHsa
He Gy0yT NoOOCHMTaHE .

C4.368 3anaceaanT obujes yHeno SECTHY, PAIME) KOTODRE coCcTEANART 10 MM wni Bonee, W obwes Hcna Sac-
TWL, PAIMED KOTOPEY COCTABNAAT 25 MM @K Gones. OUSHWBADT PEIMER YACTHLE, HE HAMEHARA YEENW-EHHA MUKDOCKD-
Mna ¥ He MEHAR DCEEWEHHOCTE.

C.5 MNpasuna ofpafomey pesypasinamoes aHanysa

C.5.1 PAccudTe BT YHENO YACTHL HE KOHTeAHED NO OpM YR
Fin, (c1)

roe P — ofwes 4HCH0 NOGCYHTAHHKE YACTHL,
i — ofwes dacno DB, Y4ACTEOBSBLWME B MCNETAHWN.

o umewshde— Wespoockonudsory D BHETULS Meepdslx vacmuy Mwowem deime npogeden dpyeusy docmymHar -
Al drea proxkpamuold ralopemopun wemodauy, dsRufuMy WAEHMEYHEIS PEIPTETIE M.
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MNpunoxexue O
{cnpaBovHoE)

Pacyem yucna cySwexmoa, weolxodumbix AR NpoaedeHUs KNUHUYECKUX UCTbIManuid

D4 MNp# €NHHEMMECKRE MCNBITIHWAY OCHOBHEM HDWTEpHEM NPW pECUETE pasmeps subBoped cybwexToR RENASTCA
NoBs W a8HWE BHYTRHFAS3HONS 0aeNeHda. NoBRWEeHHS BHYTPHINAE IHOTO QEENEHWRA ABNASTLR CCHOBHEM BONPOCOM B230-
MNACHOCTH HENONE3yeEs 8 HACTOALEE BpaMA DBW. KNnMHHYeciie WCNsITAHKA NpedHaiHa4eHE gna Toro, 4Tolu noks-
38Tk, 4TO WonuTyemos OBM He ¥y#e HOHTRPONEHOMD B OTHOWEHWHA BLTPE4ESMOCTH NAKDE BHYTDWUTMNAIHOMND GEENSHWA
Beiwe 30 MM pT. CT.

D.2 3a wynesyn runoTesy (Hy) NpeHumanT 7o obCTOATENLETED, KOM08 BCTREMEEMOCTE NUKDE BHYTPHINA3HOrD
ngenesdA caee 30 MM PT. CT. 5, 38 BRIMETOM KOHTPONBHON BCTREYAEMOCTH NUKDOE BHYTPHFNAZHOMD OABNEHWA CBE WS
30 mm pr. CT. M, NPEEEILWEAT MMHAMENEHD OfHADYHHEBESMYD PRIHOCTE MEXOY OBYMA BENHYEHEMM b,

Taum ofpaaom:

Hopy—p, =8

H'1 TMTHE .

0,3 MaHseMansHoe HEMcno GUeHMEaeMblx CyhearkTos N, HECBXOOWME S ONA EAEI0H HCNBEITYEMOR FREYNNE, CNpens-
AT 0o QOopMyne

Ey gz Pl el - O (0.1}

-ﬁi

N

D4 Mpw £oHTPONEHOR BCTREYAEMOCTH py = 0.3, MuHuMansso ofsapyxueaemol paskoot § = 0,13, nokasatennax
(1—pr= 0808 o= 0,10 MEHAMANEHDS SHCND CYGEEKTOR B HAMODA MCCnegyaMod rpynne

]
p = [DE42 - 1282)7[{03-0F) - (03-07) _ ..
{ofa®

18



rocT P 53078—2008

MNpunoseHue E
cnpaBouHOR)

CeaneHUA 0 COOTBETCTEMM CCLINMOYHED! MEMAYHAPOOHLIX CTAHOAPTOR HALUNOHANLHLIM CTAHOAPTAM
PoccuidcKoi Daaepaldy, MCNoNLIOBAHHLIM B HACTOALLEM CTAHAAPTS B KAYECTES HOPMATHBHLIX

TaBnuwya EA

CCbBIMOK

DHoIHAwHEE CCRNOYBOIT
HaUMOHAABHONS Craniapnta Poccukskon
e B paLAMA

DEosHaNEHWE A HIHWEHIEIHWE SER PN HORS MEHAFHAI OGNS CTAHLADTA W yCNdBHOE
pEDIHIMEHAS STEMEHE &M CAOTEETETENA COREMDY HOMY HIUAOHANLHONY CTIHOARTY

FOCT P ACO 10603-1—0%9

MCO 10983-1:190% Oueska BHonordMEcEDro JERCTEMA MEOMUMHCKAE H3Oe-
nui, Yacte 1. Ouexes W vcnurasve (IDT)

FracCT P WCO 108903-5—09

FOCT P WCO 108083-6—0%

MCO 10993-6:1994 Oueska BMonoryNeckore JeRCTEMA MEOMLWHCKHE H3ne-
nnd. YacTs 6. MONLTEHWA HA MECTHDE ABACTEWE NOCNe WmnnadtTaun (10T}

FaOCT P MCO 10903-7—09

MCO 10983-7:1995 Oueska BHonord4ecdoro JeRcTENA MeMUHHCKAE Mane-
nid. Yacts 7. OCTATHE CTEPANMAAUHN aTHNEHoRCHADM (IDT)

FOCT P ACO 10603-9—09

MCO 10993-9:190% Oueska SHonordMECEOND JedcTEMA MedMUMHCKAE HE0e-
nni. YacTe 8. OCHOBHEE NPHHYMNE MOSHTUGWEBLHN ¥ KONWHSCTEEHHOMD GNpe-
AENEHAA NOTEHUKANBHLIX NPOOYETOE AecTpykwas (10T}

racT P MCO 10993-10—99

FOCT P WMCO 10993-12—58

FACT P WMCO 10993-16—%89

MCO 10983-16:1999 OyeHka GHONOMAYECKOTD JEACTEMR MeOHUHHCKAE A30e-
nuik. Yacte 16. MOOBNMDOBEHWE W WCCNEGOBAHUE TOKCHKIKHHETHER NPOOYKTOE
ABCTPYEUMR W BoiMpiaanns (D7)

FOCT P GO 13485—2004

FMAOCT P WCO 14630—08

HCO 14630:1987 HeakTWBHEE XHpYRrHYecide AMNnadtasTse. Ofuwe Tpebo-
gaHER (IDT)

FOCT P MCO 14871—2006

MEO 1495 1-1:1988 Meguyusckse wagenua. MesegsmesT packa. Yacte 1.
MpuseHaHwe aHaniaa puczos (I0T)

FracT P MCO 15223—2002

MO 15223:2000 MeowunHckEe @zgenud. CHMBONG, NPHMESHREEMEIE NDW
MEDEEPOBAHEM HE MEIHUWHCEWE W30ENHAY, 3THESTEEY W CONPOBOONTENRHOA O0-
KyseHTaYHN (IDT)

FOCT P 51148—56

racT P $1609—2000

FOCT P 51862—2002
(MO 11878-1—98)

FOCT P 52458—2005
{(11879-7:2001)

HMCO 1415512003 KnuHMHeckoe nCCNEO0BEHRE MeIMUHHCENE @30ennd ana
nioged. Yacrs 1. Ofwwee TpeBosasua (NEQ)

CTEETCTEMR CTAHRAPTOE

M pPAMESAEBEHWNE — B HacToAwer Tabnyye 4CnoneE3083HE Cnegyeru e YoNoaHEE ofioaHaMEHHA CTRNEHW CO-

- 10T — WoEHTHYALIE CTEHOARTH
- NEQ) — MoguriusMpoBaHEES CTAHZAPTH.
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MNpunowesse F (cnpasoyqos) ConocTasnesyde cTPYRTYDEl HACTOALLEND CTAHAAPTA CO CTRYHTYDPOH
NPAMEHEHHOMD B HEM MERIYHADOOHOMD CTAHOAPTA - . . . . . . - .« o o v v o w v o - 18
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MNpunoseHue F
[cnpasovHoe)

ConocTaBneHe cTPYKTYPkl HACTOALEro CTAHAAPTA CO CTPYKTYPOR NPHMaEHEHHOTD
B HEM MEXOYHAPOAHOrO CTaHAapTa

F.1 ConocTapneHWe CTPYKTYPE HECTORLYEND CTEHOSPTE CO CTPYKTYPO®R NEAMEHEHHOMND B HEM MEMOYHAPOOHOMRD
CTEHABPTE NpegcTaeneds & Tadnuue F.1. ¥YealaHsoe B Talnuue WaMeHeH#se CTRYKTYRPE HAWWOHANLHOMD CTEHOAPTA
OTHOCHTENEHD CTRYETYRLI NPRMEH EHHOMD MEEIYHERDOHDNS CTAHGERTA obyCNOBNEHD NPHEEOEHHNEM &M0 B COOTRETCTEWE
c Tpefopadamn FOCT P 1.5—2004.

Tafinwua F1— ConoCTEENSHWE CTPYETYPL HACTORAWEND CTAHOADRTS OO CTPYKTYROM NPHMEHEHHOID B HEM MEXDYHE-

pOgHGMD CTAHOQapTa

CTpysTypa Mesdynapaayane crangapta MCO 167882001

CTpyRTyid HACTOAL Ere CTAHJApTa

1 OdnacTe pRCNDOCTRAHAHWA

1 OEnacTs NPUMEHEHWHA

2 HopmMaTHEHLIE COBIMKA

2 H GPMATHEHEE COBINKA

3 TepwmuAb M ONpELeNaHWs

3 TepMuHbl u cnpenanesds '’

4 MpeaycMoTpe HHBE XE8PaHTE PACTHEA

4 Ofwwe TpefoeadHus GezonacsocTw CiTANBMONOIMSEC-
KX BHCHOXWDYPIU4YECKHY @3gemii

4.1 TpefoEaHHA K NpEOYCMOTREHHE M SERERTEDHCTHHAM

5 KoHCTpyETHEHBE ocofeHHOCTH

4.2 TpefoBaHHA K KOHCTRYVETHEHBIM 0CoBERHOCTAM

5.1 Ofwme nonoHeHMA

4.2.1 Dfwees rpeliosadng

5.2 OnpesaneHyEs XAPRETSOMEGCTHE PEONoTHYSCKH
BETHEHE X KOMNOHEHTOR

d 2.2 TpeboBaHss £ ONpeOENSHED XEDaKTERHCTHE pEono-
FHHEBCHA BETHEHLE KOMNOHBHTOE

3241 RApALTEpHCTHEA KXWMHAYECKH CBOWCTE

4.2.2 1 XapaETepucTHES EMMEYECKWE ca0EcTa

£.2.2 KoHUueHTRaYWA

4.2.2.2 KoHUusHTRAaYWA

5.2.3 FacnpepenaHue ManakynapHod meccel

4223 PacnpepeansHde MOonakynaApHoH MAGCE

3.3 DFIFI'E.'.'I.EHE'HI'IE EBQBETEDHCTHE rOoT3EOMG M3Oe-
HA

4.2.3 lFlEﬁ-EIE&H'.‘.-!-'I E onpeganatHin sapakTepucTiE roTago-
ro CETENEMONOMAYECHOND BECKOXHDYPTWNMECEOND Wananya

5.3.1 OfwWe nonowesna

d4.2.31 Ofwwe Tpefogasda

5.3.2 CopnMroEEn BAZKOCTR

4.2.3.2 CoBEMroEan BRIEOCTE

5.3.3 Yopyrocts

4.2.33 Vopyrocte

B34 AHMHEYSSKE HNWCAHWE EOMBOHEHTOE

4.2 34 AMMUYECEDS ONWCAHMEe C0OMNOHEeHTOR

535 pH

4.2.35 3HauqeH«e pH

556 Xumedeckne W BHonordveceEMe 3arpRIHAK-
Ll e NPHMECH

4.2 56 XrmuuacEre @ Guonoriueck e JBrpRIHADWLAe NpW-
MECH

£.37% OCMOTHYMHOCTS

4.2 37 OCcMOTHYUSCKHER KOHYEHTRELMUA

5.3.8 CnhexTpansHeA eo3fuUHeHT NPONYCEaHEA

4.2.38 HoadduydasT nponycEaHHa

2.0 TEE'P.EI BB HESCTHLLE

4 230 Tespase 1acTruk

5310 NozazaTens npenosnadus

4.2 310 MoggzaTene NpencMnedna 0 TANEMONDIHYECEY
BWCHOHPY DY S CRWE HZ0ENWA

& MapasaTpe KOHCTPYELMM

4.3 TpefoBaHWA K GUYSHEE CEOACTE rOTOBOMS GohTaNEMONo-
THMECHOTD BMCKOXHPYPIHYeCEOIG MA0EnuR

.1 Ofwre nonoKeHRA

d4.3.1 Obwwe rpefopadna

#.2 OuysHea BuonorduecEold fesonacHOCTH

4.3.2 TpefopaHun & oyedke Bnonoriwecsnd BesonacHocTw

.21 OBuKWe NonoxesHA

4.3.21 Ofwme TpeSoBaHHA

6.2.2 WoneTaH#e Ha BHYTRHTNABIHYHL WMNRaHTAE-
LLFHD
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Crpyerypa Maxiynapogsoro arangapts WO 157983001

Crpyerypa HACTORLIEMD CTARGAPTS

6.2.3 WMoneimadue Ha BakTepransHsie 3HO0TOREHH B

4.3.2.3 Meonetanue #a Ba ETEpMENEHEE 3HOOTOKCHAHE

B.2.4 CusHER NOBHIWEHHA BHYTRHIMAB3HOTO JaBNE-
HH3

4,32 4 HoawTadKWe sa BHYTPHINAIHGE Ja8N8H e

B.2.5 WaaneHss octartounoro OBM w3 nepeadéd
KAMEPE

4.3.2.5 YnanedHWe OCTATOMHOM O TENLMONIrHYECKOro
BACKOXHDYRIAMSCKOrD W34ENHA 13 NepedHeN LaME0kl

6.2.6 [ferpagauna i TOKCHEOKMHETHES

4.3.26 NerpagauysA ¥ TOKCHEDEMHE THES

b.3 KNHHA4BCESA OUaHES

4.4 TpefoBaHHEA K KNHEHAYSCROE CUEHES

5.3.1 DOfuese nonoxeH#R

d4.4.1 Ofwwe TpefosaHda

6.3.2 Mnad ENWEWYECcHDrD HCTETaHKR

4.4.2 MNnas enWsEMMecEoro HCNETaHUR

6.3.3 MocneonepaudoHHOE NOBSILSHRE
TMEa3HOrD AaaneH

BHYTEH-

4.4.3 Mocneonepay«osHan OYEHER NOBLIWSHWA BHYTPM-
rREsHOrD SEENEHAR

B.3.4 MogouseT 4Mcna ENeToE SHEO0TENWA PoroBdgs

4 4.4 MNogeuer ddcna ENeTos 3HOO0TENMA DOFoEM LS

6.3.5 MNocneonepaydoRHoR BOCHENEHHE

4.4.5 MNocneonepaydolHan
rmasa

BEdCNanMrentHas pPERKEWR

6.3.6 Hefnaronpuatsee cofe Ten

d 4.6 Copeessuit HefinaronpuaTHeIR MoXog

T CrepUnHIaLHA

5 TpefopasuA K CTEpANKIELNAW

B CrafduneHocTs NPOAYEL W

6 Tpefopasue K cTabwneHOCTH  OMTANLMONOTHYECHA
BMCEOXNMPYRIAMECHKENE M30e N

Y UenoccTHOCTE @ CBQEKTERMCTHES CACTEME! MO0

7 TpefosaHWA K WeNOCTHOCTE W XBDEHTERWCTHEE HOM-
NAEKTa NOCTAEKH

10 Ynakoera

B TpefSopasus K ynakoExe

101 3awuTa oT NOBPEHOEHWA NpW EQEHEHWA W
TRAHCNOPTHRGSKE

B.1 38WKHTE OT NOBPEKOSHWA NPH XPAHEHMHK W TPAHCNOR-
THRGEAHKK

102 MNopgepsadde CTEPHNEHOCTA MEW TRAMCIOP-
THROEKE

B.2 38WKTE CTERRNEHOCTH NpW TREHCNORTARODEAHWW

11 WHpopmaundA, NMpegoOCTEENAEMAS HalOTOSMTE-
neEdd

A Tpefoeasum K MHEDODMAYHA, NPEOCCTRENASMON KIroTo-
BEATENEM

Mpanoxedds A (ofazaTensHoe) MoneTadse rmas-
HOM MMNI3HTA YR

rlFIHJ'Il:IH:E-HhE A I:l'_'lEFiS-ETEJ'Ih.'tEI-El!- MeaToOWEE WCNLITAHWA
HMNNaHTayWeW BHYTRE IMAasa 2]

A1 Obuwue casgaHnA

A1 DEwee Tpefosadnn

A2 MeToo@ks HCNe TAHHA

8.2 Nopanor NPOSESEHA HENETEHWR

A3 DueHka peaynsTaToB

8.3 Npaepuna obpadoTHn peayNeTETOR WCNLITAHWA

Mpunosedse B (ofazatensHoe) MoneTaHse Ha
BHYTRWIMAIHOE QEENSHHE

Mpunosedne B (olrzarenssos] MaToowks Monsli TAHHA HA
BHYTPHIMAFHE AAENEHWE

B.1 OBuwue ceenesua

B.1 Dfwse Tpefoaanna £

B.2 MeTogska WoneliTaH#a

B.Z2 Nopagox NpDRELEHKA MENETAHKA

B.3 Quexka peaynsTaToB

B.3 Mpaepwna obpadoTHy peayNsTATOR WCNLITAEHHA

Mpuanoxedsa © [cnpasovdos) Muekpocsonyqecond
BHEAWI TEBQOE X YACTHY

Mpunosedwe £ (pesosmedgyemos] MuAzpockonvsacimi
aHAMNWI TESPAE wACTHYS: 3

.1 OcHoBHBEE CEEDEHWA

.1 Ofwwe TpedoEaHUR

C.2 TepMuHsl W onpagenasus

C.3 OfopyaocBaH«e

C.2 TpeSopanws K oDopyQoBAHWID W BCAGMONE TENEH bk
YCTROWCTEEM




rocT P 53078—2008

Oxayvasue madnuysr F.1

Crpyorypa mexiayHapogeor crangapta WCO 1579832001

E1|:I:|'HT:|I'F|H HACTORUWIET CTAMAADTA

C.d4 Ofpasuye

e 0 R |
Ca12

C.5 Mpoyegypa “cnsITAHWA

&3 Mopsaok NOgGroTOBKM € NPOBESSHUD BHANWEE

C51 Ofwwe cesnesHnA

i2.3.1 Dfwue TpelopaHen

C.52 Hactponia MUEpOCHONS

.3.2 HacTpoRka MUKpOCKONE

C.5.3 NMogrotogsa ANETPOEANEHOA YCTEHOEEA

£.3.3 NogroToesa PHUNLTPOEENEHOMD YOTPORCTEA

C.54 Mpoeepka hoHOBOND IAMPAZHEHAA

.4 MopRaok NpoESQEHHWA BHENKIE
C.d4.1 NopRgox nposepkd HOHOBOMD TATPAIHEHHA

C.5.5 NMogrorosea ofpaaya

4.2 Nopagok npoeegedkis PUNETRIYHA 00 TaNEMONE-

TacEornd BNCEOXHPYDRIAYSCKOND H3LE N«

.58 Pafiora cocetecd IMA ¥ NoACYeT YACTHL

4.3 Nopagox nposeseqHds pabior ¢ ceTaod IMA & noa-

CHEeTa HacTHL,

C.B PesyneTaTe HCNEITAHMA

.5 Mpaswna ofpaboTek peayneTaToR SHANKIE

nFI-HJ'Iﬂ-H:E-HHE ] |cnpasousHoe ) Yuono nadWeHToa
ONA KNHHMAYSCEEE WEE TRHMAA

Mpunosedis O (cnpasousos] PacyeT ducna cybeaxTom,

sE0fLoquME L 0N NpoBSAEHHA ENHHEAMBCEAY HCNBITEHAA

BvBnnorpadua

Bufnuarpadive

' B HECTORWMWA CTEHOBPT BENIOYEHE TEDMWHE W3 nogpaigens C.2 npunoxedus C MCO 15708,

2 [eHHoe NPUNOMEHWE B HECTORLEM CTAHOEPTE PAIJSNeHD HE NYHETE (NOGNYHKT ), 4To ofycnoanedo Heod-
ZOO0MMOCTREH NpHESAEHWA Br0 B cooTEeTeTaME C FOCT P 1 .5—2004.

o HMameHEHHe CTATYCA NPMNOXEHHA C B HACTOAWEM CTAHLARTE -DE-!,'EI'I-EIEJ'IEHE- HECBXOAHMOCTER y4ETE NoTpah-
HOCTEl HAUKOHANEHOA SHOHOMUER POoCoHEcKoR 'i'EJ:lEFIE.IJ M.
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EH 12442-1:2000

{EN 12442-1:2000%

EH t2442-2:2000

{EM 1E442-2:2000%

EH T2442-3.2000

{(EN 12442-3:2000)

LSP 24 <85>

[(USP 24 <B5=)
ACO 1T685-1: 2006

{150 17665-1:2008)

MCO 11135:1904

(IS0 11138:1084)

AAMI TIR No19: 1098
(AAMI TIR Mo.18: 1008}

HMCO 1113712008

(150 11137-1:20086)

MCO 11137 -2:2008

(IS0 11137-2:2006)

MCO 11137-3:2006

(150 11137-3:2006)

WMCO 13408-1:1508

(IS0 13408-1:1098)
MED 11607-1:20068

150 11607-1:20086)

MCO 11607-2: 2006

(150 11607-2:2008)
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BuBnuorpadun

FocynapocTeesHes @apdavonan. Magauue 11 (8 4acTe BoAR)

MW WBOTHEE TEEHW W WX NPOMABOOHEE, MCNONEIYEMBIE NPA HITOTOBNSEHWHA MWL AH CREX
Wanenwi. Yacte 1. AHANAS M MEHBIHMEHT PUCEE

{Animal tissues and thesr dervates otlized 0 the meanufacture of madical
devices — Fart 1! Analysie and managameant of risk}

HUBOTHHE THEHW W WX NPOHIE0GHEE, HCNONEIYEMEIE NPW WITOTOENSHWE MELHLAHCHHY
#INENHA. YacTs 2. Perynipoeadde soctodduia, cbopa w obpaboTam

iAntmal tissues and thesr derivates wuotikzed im0 the manufacture of medical
devices — Part 2: Controle on sourcing. cofllection and handling)

MW UBOTHEE THEHW M WX NPOMIBDOHBE, HCNONBIYEMEIE NPA WITOCTOBNEHAR ME0 WL AH CREX
W3NEnHA. YacTe 3. ATTECTEYWA VHAMTOREHHA WHNW JR33KTHEBLMA BHOYCOR W SRy
NepeiasaeMEX 3r8HToR

{Animal tssues and thesr dervates otiized 0 the meanufacture of madical
devices — Parl 3 Validaton of aliminetion andfor mactivation of virdses and other
transmissible agents)

drapmakones Cosaudeqsss W TaTos, 24-2 nagadue, <85> Onpegenaqdse SakTEpUENs-
HElX SHADTOKCHHOR
{United States Pharmacopoees, 24th ravision, <85> Baclaral endotoxing test)

CrepinMiaUMe WInendi OnA oxpaydes 300poess. Bnawdoe Tennc. YacTe 1. Tpelosadua
¥ pazpaBoTie. BTTECTALME W TEKYLWSMY KOHTROMMD NPOUECCE CTERMNEIANMKE MEOWLHH-
chMy Manensd (Baames WCO 1113421094

{Sterillzation of health cere products — Molst heat — Part 1: Requirements for the
devebopment, validation and routine control of 8 steribzation process for medicaldevices)

MegsunHoEMe M30ENHA. ATTACTALUWA W TEKYLWKE KOHTPONE CTERUNHIELUWH STHNSHORCH-
oM
{Medical davices — Valdation and routing control of ethylane oxide sterilzation)

Tessuuackul WHE OPAMEUMOHHEIR oTuaT no MCO 10893-7
{Techrical Information Report for (S0 109483-7)

CTepunH3EUMA Hagennl ONR oxXpaqsl 300possd. Paguay«a. Hacte 1. TpeBosaqns £ paa-
patoTHe, BTTECTALMW M TEKYILEMY EOHTPONKD TPOUBCCE CTERWMAIALMEN ME WL WH CRMX
Waaen«#i

{(Stenlization of health care products. Radition — Part 1: Regulrements for developmeant,
valdation and routine contred of a aterdization process for medical devices)

C TEPMNAEIELHA MA0ENHE ONA CXpaHE 30GPOERA. Pagwaumna.Yacts 200 penenaHAe Cre-
DHMANIALHIHEDA DO3kR afin VEHAR

{Stenlizaticn of health care products, Radiation — Part 2: Establishing the sterfizabon
doga)

CTeprnwisuqMA HIGENWA gnA oipase 3a0poesd, Faguauua. Yecte 3. PyroeogoTeo no
OOZMMETRHYECEHM BCNasTas

{Sterilization of health care products. Radiabtion — Part 3; Guidance on desimeiric
aspecis)

AcenTrdeckan obpaboTes nagenwi QNA oxXpadsl 3aopoess. Hacte 1. OfBwie Tpebosa-
HUA

{Aseptic processing of health care products — Part 1: General requiremeants}

¥ NaKoBEka OHOHYA TENEHD CTERHEAWI0EAHHLIY MedHUWHCEHE Hagennd. YecTe 1. Tpefoea-
HUA H MATEDMANEM, CHCTEMEM CTEpHNbHLY BEQREp0B W YNAKOBOHHBM CHCTEMEM
{Fackaging for terminally sterillzed medical devices — Part 1 Reguirements for
matenals, sterle barmer aystems and packaging systems)

YNEKoBKA OEOHYATENBHD CTEDHNMIOEEHHLIX MeAHUHHCEME Hagennd. YacTe 2. Tpelosa-
HWA K BTTECTALWNA NPOUECCoB POPMHROESHAR, rEpMETHIELHN i COOpEM

(Fackagingfor termenally steriized medical devices — Fart 2 Walidaton reguirements for
forming, sealkng and assembly processes)
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[12] EH B&B-1:1007

(EM 868-1-1087)

[13] EH 10411998
(EM 1041:1608)
[14] MEO 10983-2 2008

(180 10883-2:2006)
[1%]

YNasoBOYHEIE MATSPHANK W CHOTEM B ANA MeAWLHHEKEE WIAANMEA, NOONEeHIILWE CTSRM-
nWaaume. Yacre 1. O8uwue TpeBoBaHWA W METOOE MCMETAHWA

(Packaging materials and systems for medical devices which are to be sterlhzed — Part1:
Genaral requirements and test methods)

Muopmalns, NpegocTEBNARMER KATOTOBMTENEM MEOMLWHCEOMR NDOOYELAR
tinformation supplied by the manufacturer with medical devices)

Ouesks BHONCIMMECEONT JeHCTEBNA MEOMLUHCEME: wagendd. Yacte 2. Tpefoeadma
YCAOEMAM COOSPHEHNA HHBOTHEIX

(Biological evaluation of medscal devices — Part 2@ Animal welfare reguirements)

Gapumakones CWA, 24-8 wagadse. NaToe JononHedye 19086, <TES>, YacTHYHOE BEWRLCT-
BO B WHBEKWHAY. MICNbTAHEEe =8 NOGCHeT MUEROCEONWMECKHY SBCTHY

(United States Pharmacopoeia, 24th revision. Fifth Supplement 1896, <T88>, Parliculate
muatter in infections-Microscoplc particle count test)

Mpumesas e — OQHYRENEHEE IKTEMINADE ME¥OYHEDOIHE X [PErAOHANEHE %) CTAHNAPTOE HAXOORTCA B e-
AEDANEHIM BHOPMAELWOHHDM POHOS TEXHUSECERE DEINAMEHTOE M CTAHOALTOE.
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Knioveswa cnopa; o TansMONOTMYEcKHE WMNNAHTATE, BACKOXMDYDTHYeCHe wanenna, Tpefosanun Geao-

NACHOCTK, XAPAKTEDWUCTHRA, OLBHKA COOHRCTE, KNUHWYECKAA OUBHKA, CTEDHNNIALMA, YNAKOBKa, HHpopMaUuma,
METOMR OLEHIM
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FOCT P 53076—2008
(MCO 15798:2001)

HAUWOHANBHBIA CTAHOAPT POCCHWHCKOW @©EOLEPALMWMWM

Munnanrarsl o TanbMonori4YecEme
M3OENMA OPTANBMONOMAYECKWE BUCKOXWPYPITMUECKHE
O6uwme TpeboBanua G830NACHOCTH

Cphthelmic mplaate. Ophthalmse viscosurgecal devices. General safaty requirements

fNara peepesna — 2000—05—01

1 ObnacTe npuMeHeHWUA

HacTOAWMA CTAHOAPT pacnpoCTRaHAeToA Ha OMDTANLMONOIMYEcKME BACKOXMDYDIAYEcKHE Maganusa
[ganee — OB} KNacca HeakTHEHLIX XWPYPIWYECKHX HMNNAHTATOR, ACNONEIVEMBIE BO BOEMA XMPYDIHYECKNX
onepayri B nepeaHel kamepe rmaza cybwekra. DBV npegvazdaqens o4nA GopMUupoeada W CoXpaHeHua
o0wEMa, JAWNTH BHYTDUIMAIHLIX TEAHER W MAHUNYNHPOBAHUA UMK NPH XHPYPrUYECHOM BMELLATaNLCTRE.
DapMakonorwdeckos gefctere OB He paccMaTpuBasToH.

CrangapT yeTaHaenMeaaT Tpedosanka De30nacHoCT B OTHOWEHWK NpeayCMOTDe HHOMD NDWUAMEHEHKR,
XAPAKTEDMCTHE KOHCTDY KUK, JOKNMHAHECHOR W KNMHWYSCHOA OUBHIM, CTEDMNHIALMMY, YNAKOBKA W ITUKETHPO-
gaHrA OBM v uHdropMauMy, NpegocTasnagMon MaroTOBMTENeM ITHX HIge A,

2 HopmaTHBHbIE CCbINKK

B HacToAWEM CTAHZapTe MCNoNEIDEAHE HOPMATHEHEIE CCBUTKM Ha CRegyiowHMe CTaHOapTeI.

FOCT P HCD 10893-1—89 Hadenus medudurckue. Ouekka Suomosuyackoso dedomeus MeduLLiy-
ckux vadenull. Yacme 1. OyeHka U uccnedoaanun

MOCT P HCOD 10893-5—89 Hadenus meduyuscrue, Quenka Guonocauyaeckozo dedomeaus Meduyuy-
ckuy vadenul. Yacme 5 Hoonedosanue Ha YUmomokchYHocms, Memods!d in vitro

FOCT P MCO 10993-6=89 Hadenua medutudiciue. Ouekka Guonosudeckoas dedomaun MeduniH-
ckux uadenud. Yacme 6. Hoonedoganue Mecimkoso delicmeaun mocine uMnaanmaLui

MOCT P HCOD 108993-Y=89 Hadenus vweduluMckue. Ouekrka Buomosivackoao dedcmaun MeduiL--
ckux vadenul. Yacme 7. Docmamoynog codepwalue amunesokcuda nocne cmepunuiayuy

FOCT P HCOD 10993-8—89 Hadenus meduludckue. Duakka Guanosuiveckosd fedomeus Medun -
ckux uadenud. Yacme 9. DoHoaMse NPUHLLNS udenmudblraluy U KONUYeCmeEsHo20 onpedenasus momeH-
UUansHeN Tpodysmos decmpysuuy

FTOCT P HCO 10883-10—=88 Hadenus meduiudckue. Oyenka Guonosuyeckozo delicmeaus medu-
uliHckux wadenud. Yacme 10, Moocnedoeanue paidpawaidiieso U caqcubunusupyowess deldcmaus

MOCT P HMCO 108993-12—=88 Madenus meduuurcrue. Oyenva Suonosuvweckoso delomaus medi-
yukckux vadenud. Yacme 12, Mpuzomoananue npod v cmandapmuse oGpaiis

FOCT P HCO 10893-16—88 Hadenus meduuuvcrue. Oyenka Suonosuyeckoso delomeaus Medu-
yuMcKUx uadenud. Yacme 16, Modenuposanue U Uccnedoaanue MoKCUKOKUHEMUEY Npodyrmaod decmpyy-
LU L) BRIMBIGEHLA

FMOCT P HCO 134852004 Hadenua seduuuscrue. CucmeMbl meHedwmenma kavecmea. Cuc-
memkse mpebosanud dna yened peaynuposanus

FOCT P HCO 7483059 Heaxmuahsie XUDyDELUYEcKUe UMmnasmamer. OSWjue maxyiveckue mpe-
boaanus

MaparHe ofrUHankHoe
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MCT P MCO 149712006 Hadenus seduluMckue. TTpUMakeHue Mened mMenma pucka & Madu-
LHUHCKUM L30enUas

MOCT P HCO 15223=2002 Meduylbkckue uadenus. CUMEnTs, MpUWaHTeMEN MDY MapkupogaHUL
M MeJuLUHCKUYX padenuay, IMUKemKax U & conpoaodumensHol JoKyMeHmauul

MOCT P 5114888 HMadenus seduuumwckue. Tpefosanusd k abpasias i doxymesmauuy, npedomas-
NAREMEIM H IMOKCUKON0SUYESCKUE, CAHUMapHO=XUMUYECKUE UCNENTIAHNUA, UCBMAaNUA HA CMEepUNBHOCTIE U
MLUPOSEHHOCTE

MCT P 516082000 Hadenus meduyurckue, Knaccibukauus & 2a8ucuMocmy oam NomeRyuans-
HO20 pucka npumeresur. Ofwue mpebosakus

MOCT P 518922002 (HCO 1T1979-1—=88) MMnnasmame ofymansMonosuyeckie. Humpaokynap-
Mbie MUM3E. Yacme 1. TepMuse! U onpedeneMus

FOCT P 52458—2005 (MCO 171875-7.2001) Mmnnakmams ohmansmonosuqdackue. Myumpaokynap-
MEME TUM3E. Yacme 7. KNuKuyeckue UCnsimaKus

Mpuieyaque— fpy MORLI0EEHYL HECTMOALILM Caddapmos yanscoolipasHo npoespume Jedomaus cokd-
AouHLin cMEHdapmes & unipopMayiorHol cucmens oBWesn MONB3TSEHUA — HE DPUHUENEHOM Ccadme DedepansHoao
HESHICHTER A0 MEXHYYASKOMY DEZPNUDIESHUN U MaMDONSELY & camu MymepHem wny no exsaodho G30s8a8M0MY LiH-
(O OpMELUOHHDMY FREIAMEMD #HEYUOHANEHES CMaHdapmal s, KOMOpET ORYENUKOBER 70 COSMORHLN HE 1 ANAADA MBKY-
weas goda, ¢ Mo COHNMERMGMEVDLIUM BXeMECAYRE UITREEMENM YHIODMAKUOHNEIM FESIEMEBRAM, BNYENUROSGHHEM 8
meryuesd 2ody. Eonu corRoaHE] CMEHIE0M FaMeHaH [HAMeHaH), Mo Ny MOAEF08aHUL HECMOR WM GMEHAADMoM cna-
dyem pyaosdcmMEnsaMacR I8MEHRIHLUM [UIMeRERHEM) cahidapmon. Ecu coaNosMe S cmandapm omaadss He3 za-
MEHE, MT DORONSHEE, 8 ROMoDoM J8HE COLWTKS HE HBED, MQUMEHASMICA 8 YACITY, He FaMpazyeaniysl IMy CoalnRY.

3 TepMmuHbI U onpeaeneHna

B Hacmoswes cmaddapme NpuMeNeis mepkun sHe Josedeknesl do kosuas no FNOCT P 571832 a
MEEe CReduue IMepMUHE! ¢ CONNEGEM CIMEYOLLLIML GRoadenaHUARML:

3.1 Gazoman oNpyWHOCTL (réfarance circle): OKpywMOCTE CTAHOADPTHOMD pasMepa guameTtpom 10 wnu
25 MEL, MCNONLAYEMAA ANA MAMEPEHWA AKBUBANEHTHOMD JWAMETDA YACTHLLL

3.2 sRakoynpyroe nagenue (viscoelastic) Maganwe, obnaganwes CBONCTEAMM BAIKOCTH M YNPYTOCTH.

3.3 QWamMeTp IHBMBANEWTHOW nnowanW (equivalent area diameter): JuameTp Kpyra, NNoWans KoTo=
POFo 3HBMBANSHTHA NAOWANM YSCTHL .

34 rKoWTelHep ANA xpaHeHMA (storage container) YacTes yNakoBmd, NpEQHAIHAYEHHAR ANA JAWKMTHI
HM3OENWA BO BPEMA TPAHCNOPTHPOBAHKMA W XDaHEHWA W COOEpHAaLLAR YNAKDBOYHYI0 BCTABKY W CTEDUNBHEIA
Gapeep.

3.5 wowmponsHan 2pynna (control popufations): CyObaknmel, KOMOPBIM UMITAEHMUDOaaHE! AOKyIMEH-
MupoEaHHbe GhMansMonoesUiveckue aUCKOXUDyDSUYecKUe Uuadenus.

3.6 KnuHuveckuld ucnkimamens [(clinical investigator)! Muyo Weny opsaHuISULUA. MasmciasH-
Hoe(an) 3a npoeedenua KNLUHUYECKUY UonsManul B Hecylyee(an)] KIUMUHECKYD MeemomeaHHOCTE 33 Gna-
SONANYHLEe BOENEYEHHEX CYTbarmoa.

3.7 KnuHUYeckoe ucnkbimanue (clinical investigation): Moboe paszpabomanHos U 28MNnNamHUpoaaHHoe
CUCMEBMAMUYECKOR UIVYEHUE & UBNAX NpoSepry Ge3oracHoomy Wity ascanyamauyuorisix caolome
OhMAanbMOMTOSUHECKUY BLUCKOXUDYDEUYECKUX uadenud ¢ yH4acmuem cyfbexmos.

2.8 wabmodamens (monitorl: Tudo, HazHaYedHos 0p2anuiamopon Ona Habnuode ua 3a commaem-
cmaves dedomeudl KIURHUYECKOS0 UCITLIMEnans Npomokony KNUHUYSCKUX UCNsmanud o nposepky ucxod-
M JaHMbIX.

3.9 HYyNeBEan cOBMIOBAA BAIKOCTE (Zero shear viscosily ) YCTaHOBUBLWAACA COBWIOBAR BAIKOCTE NPH
CHOPOCTA CABMIA, NpMENMKAI0WBRCA K HyMma.

3. 10 op2anuzamop (sponsor). STUG0 Wuml op2asusayus, Kmopeie HECYM OMEemcmeeHHocme 38
MAYAN0 WU Npoaederue KNUMUYeckux vcneimamul DB

3.11 oxkoHyarensHeld ordeT (final report). JokymedT, 3anconHeeMeld NOCNE DKOHYAHHA HCTLITEHWA
OBH, B TOM 4MCNe KNUHAYECKOND, COOepMaHiA ONMCaHMe v OLBHKY De3ynbTATOR.

312 opTansMoNoOrd4YeCcKkos: BUCKOXHpYprHdecHoe wWagenwe; OBM [(ophthalmic viscosurgical

device). KpamyxospeMmesnsll UHMNNEMMAM, NTOUMEHASMEID MDY XUDYDSUYECKOM SMEWaMeTsacmeas 8 nepe-
dred kamepe enaza cybeexma.

2



rocT P 53078—2008

3.13 nepBAYHLIA KOHTaRHaP (primary containar): AMMYNa WA WNpKL, cogepHawanvit) oghmanbao-
M02UYBCKOE SUCKOXLDYDEUYeCKoe uadenue.

i pPAMBY BH®ESZ— nE'FIHHHHHI'i KOHTERHED ABNASTOA YECTsH CHCTEME QOCTABKA.

3.14 nnaw xnuHUYeckux ucnsimamui; NKH (clinical investigation plan): Qoikysenm, onpedenauiui
uenu, sadaqu, npedranazaemMysr MemaodoNozus, CUCMEMy KOHMPONA, NposedesUs aHamuia U XxpaseHun
daMMbix ENMUMLUYECKUY UCTmamud.

3.15 none apeHWA oKYNApHOW ceTiK; MN3C: MNnowans asyTpu GonsWoR OHPYRHOCTA.

3.16 peonorM4ackd aKTHBHLIA KoMmnoWeHT (rheologically active component): CoefguHeHda wWnu
CMECE COBOMHEHMH B FOTOBOM MBMATBMONOSUYECKOM BUCKOXUDYDELYECKoM Uz0enuu, npugawwes|an)
HIJENAID BAIKME WNK BASKOYTIPYTHWE CBORCTEA.

317 capvroBan BAIKOCTL {shear viscosity): CnocofHocTe BEWACTEE CONPOTHEMNATECA Asdropsanmm
noj Bo3neRCTEHEM HATPY3IKM.

MpruwmewaH®A

1 3HEMEHME COBMIOBON BAZKOCTH ONPEgENAKT KAK YACTHOE OT J8NeHHA FHAYEHHA KACaTeNeHOrD HANPRHaHHA HA
FHEYEHWE CKOPOCTH COBMIE B YCTEHOEMEBLW BMEA GOBMIOBOM NOTOKE.

2 CneWroBYHD BAIKOCTE BRIPEEANT B MUNNWNAECKANL-CedyHgax (MMa - ¢). FEHES COBMIOBYH BA3KOCTE BRI PEEANM B
caHTEnyazax (cP).

18 cepbezHsll Hebnazonpuamasll uvcxod (adverse devise effect). NocneonepayUuoRHaIGD UCxod,
NOMEeRYUaNEH0 YEpOXaoLUT 3peMLD.

fMpumenande— Npumspel cBDEEIHE Y HEtmaaonpuamdaly uckcdos mpusedens: a NOCT P 524558 matinu-
war AT w A2 (npuroweHwe A).

3.19 cucrema nocraBkK (defivery system): MepMeETHHHBIA KOMTEAHED, B KOTOPROM NOCTABNAKT M3OE-
AWE |1 AONONHUTENEHEE KOMOOHERTE ANA BRE0EHWA JAHHOMD HAMENHA B rNas.

3.20 crepynieMeld Bapeep (sterile barrier): MakeT, cofepalkvi obTansMoONorMYeckDe BUCEOXHDYD-
FAYECHDe MAOENWE M CUCTEMY JOCTABKKA, NOQOEDHHEANWY CTEDPUALHOCTE BO BREMA TRAHCNOPTHPORAHWA 1
KDAHEHHA.

321 cybrwexm (subject): Muyo, yHacmeyiowles 8 KMUHUYEOKUX UCTBIMAaKURY C NDUMEHEHUESM UCTbImy-
BMO20 PMansMonNo2UYECKO20 BUCKOXUPYD2UYECKo20 U3denus wnuy 8 KavYecmee NMULE KoHMponbsHo
2Pk,

3.22 ynpyroeTe (elasticity): CROACTED (DHMIWYECKOTO TENA BOCCTAHABNMBATE NBPBOHAYANEHYID OPMY
nocne gedopManMH.

MphmasaH#® e — SHEYSHES YIPYIOCTH ONPALENAKT KAK OTHOWEHHE 3HEYEHWA HAEFPY3HH [CHNbI, BOSHAKS AR
BHYTPM TENaj) K paIMepy JedopMayWh (#3MEHBH D PASMER0E Tena).

4 Obwwue TpeboraHuA BezonacHoOCTH OhTaNLMONOrMHECKHUX
BEWCKOXUPYPruv4eckMx uagenmm

4.1 TpefopaHHA K NpeaycMOTPEHHLIM XAPAKTEDHUCTHEAM

4.1.1 Obwwme TpebopavKa K NPeOycHMOTpeHHBIM xapakTepucTran OBM gonwHel cooTEETCTEORATE
TpeboBaHHAM ANA HeAKTHBHLIX XMDYDIHYECcHMX MmnnawTaros no MOCT P HCO 14630, JononHuransHo K s
HAroTOBMTENE JOMKEH ONUCATE W A0KYMEHTHPOBATE (PYHKLUHOHANLHEIE XapakTeprcTki OBM B oTHOWEHMI:

a) XMMH4ECKOrD cocTana;

bl peONOrM4ecKy ceoRCTR,

;) adpeETHEHOCTH 3aLMTE POTSBMYHOIND IHI0TEMNNA.

4.2 TpeBoBaHWA K KOHCTPYKTHBHBIM 0COBBHHOCTAM

4.2.1 OBwme TpeboBanKA

4211 OBwmre TpeSoRaHHA K NPEOVCMOTREHHEIM XAPDAKTEPHCTHESM HEAKTHEHBIX XHADYDIWYSCKHX
HMNMaHTaTo| — no FNOCT P HCO 14630,

4.21.2 Beoe TpefoBaH¢s, NpedERAENASMBIE K ONPEASNEHHAM XaDaKTEDHMCTHE, ONUCaHHEE B nogpaige-
ne, oMbl BeTe coBNKaeHsl NPY MCNBTaHWA MOTOROMD CTepUneHore OB,

M pPrMBEYEHA 2 — YHEIAHHBIS TFIEEDEEHHFI npegHaIHaYeHe 4nA NpRMaHEHEA MW 8aTTEeCTausRn Marepianog, HD
e 0BAZETENLHE K NPHMEHEHAET B CTAHO3PTHOH NPOrpamMse ofecnedaHu A'ROHTRONA KEYELTES.

4.2.1.3 HacToTa MCnoneayemon Bo4k NOMKHE CODTRETCTROBATE YMCTOTE BOAR ANA MHBEHL WA B COOT-
peTCTEMM C [1].
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4.2.2 TpeboBaHMA K ONPeaeneaHiD XapaKkTepHCTHE PEONOrHYECKH AKTHEHLIX KOMNOHBHTOB

4221 XaparkTepucTHEa XHMMHYECKHX CBORCTE

HMarotoanTens QON#eH NpedocCTABMTE ONACAHWE KaMOoro PEONOrMHeckd aETHBEHOMD EOMNOHEHTA,
cofgepxawerocs 8 DBW. Heobxoowmo NepeYsCliMTE HCXOOHBE MaTEpKWank!, HCNONBIYEMBIE NP B0 WAroToR=
NEHWM, 3 Take TpeboaaHnA K KaYecTay NpogyviyuM. MoxogHee MaTeprank Gon#Hel COOTEETCTREOBATE HOp-
MATHEHLIM OOKYMEHTIM NPW WX HANWYWKA. K peonoriYeckd aETHEHBIM KOMNOHEHTaM, WIBNSYSHHBM W3
HCTOYHHMEOE ¥HBOTHOND NPOMCKONOEHMA, NPHMEHAINT TpeboBaHua persoHaneHex ctadagaproe [2], [3] « [4].

Ecni peonor4eckd aKkTHEHLIM KOMNOHEHTOM ABNAGTCA BLICONOMONEKYNAPHLIA OpradW4Yackdil nond-
MEQD, BCE NOBTORAINWHECA NOOIBEHER, COCTARNANLWHE NONMMED, DOMKHE BETE MWOEH TRENUHPOBAHEL B XHMK-
YECHOM OTHOWEHWKW, BCE CEBAIM MEOY HHMA JO0MeHB ObiTh onMCaHeE. Takwe J0MHHE GETeE ONHCaHb
NepeKpEcTHLIE CRAIM.

MpWpoga CMEeck DEONOTHYECHH aKTHEHOND KOMMOoHEeHTa & roToaom OBM nomsxa OeiTe onvcada (Hanpm-
MEQD, pACTREOPEHHAA, QUCNEDTHpoRaHHaR). Ecnk npegcTaaned pacTeOp, JonEHA OblTh CNpegengHa pacTao-
PHMOCTE DEOMOrM4ecHd aKTHBEHOID KOMMNOHEHTa B PAcTEOPWTENE NP TEMNEpaType ero Xpadedda W npu
Temneparype (25 ¢ 2) *C.

4222 KoHUsHTpaUWa

KoHUEHTpAUWA BEWECTEA KawGoro peoorMYeckd akTHBHOMD KOMNoHeHTa B roToeom OBM gonsHa
Bl Te NpEJCTAANEHE B BHOE MACCH BEWECTEA HA eOQHHELY 00bema pacTeopa. MNMockoNkKy METOOMKS KCTBITa-
HMHA MONET OKA3ATE BAWAHWE HA NPeOcTARNEHHYI0 DaKTHYECHYID KOHUEBHTDAUMK, DOMmeEHb GolTe yYKa3IaHk
CTAHOADTHEE GHIHIECHAS W XMMHASSCKHE METODL.

4223 Pacnpapanasie MONerynapHod Macck

Ecny peonori4eckd aETHEHEM KoMNoHeHToM OBM RENAETCA BLICOKOMONEEYAADHEI OpraqHHYecEmi
NonWsen, GormeHa OelTe NPSACTARNEHA COEOHAR MONEKYNADHAA Macca.

Mpuadaxo, 4To MHorHe OB cogepkaTt BRCOKOMONERy NADHEIE NONHIAHCTEDCHEIE NONHMEDE! M 4TO pac-
NPE0EenaHne MONekynApHON MACchl MOMET BT HOMNNEKCHEIM. B Tamx Ciyyanx HaroTOBMTENE A0MKEH NPo-
BECTH OONCNHATENBEHEE WCILTAHMA C© UenNsH NpegcTaBMTe ANeKBaTHOS® ONMCAHWE pacnpegeneHWA
MOTNEKYNADHOA MACCchl KOMMNOHERTOR B roToaom OB W cooTReToTaYIoWMA oT4aT. JononHuTenbHBe MaTodki,
Mo BOIMORHOCTH, 00MEHEl DpiTs CTAH03DTHI0BAMHEI .

4.2.3 TpeGopaHWA K onpaganaHdio XapakTepUMCTHE roToBoro ofTanbMonNorMYecKkoro BMCKO-
HMPYPrAdecKoroe Wagenua

4.2.3.1 Obwme Tpebosamun

Peonorvyecsre W onTuyecere casdcTea OB senamwTeh hMInYeckrMi XapakTepHCcTHEaMKA, KOTODIE
ONpEQEnAKDT M IHCANYATALUMOHHEE KAYeCTEa B oD TansMonorivHackon XMpYDi9, NoaToMy (HINYSCcENE CBROR-
cTEa OB, waenTudrUKpoBaHHBiE HHHEe, O0MEHE: BeITe NONHD W TOHYHD ONKCaHL. PEON0OMYEckie CEoRcTEa
OONMHE ObiTh WAMEDEHBL! B YCNOBMAX, NPEONONaragmsi B MOMEHT npimasaHus OB

4.2 3.2 COBWrOBaA BAIKOCTE

Copyrosas BRIKOCTe DB, NoCTaENAemMors KoHeYHomMy noTpebutents, 0onsHa BeiTe H3MEPEHa B OWMa-
MA3I0HE CHROPOCTEN COBMra, KOTODBIE BOIHHKAKT B NPOUBCcCe 0BBMHOMNS Wenonsiceaqia OBM. MaMepesHa
CNegyeT NpossdnTs NpH TemMnepatype (25 + 2} *C. McneratensHoe obopy LOBaHHE M OADVTHE YCNOBHA HIMEe-
PEHKA J0MNHHE BbiTh JOKYMEBHTHROBAMHS .

Npumesasne— MNpeanonaraemsid JHANA30H CAOPOCTEA CABMIE PECNONDEEH OT HEHOTD KPAAHETD IHAYEHHA
0,001 ¢, nprBnu=ance K HyNaBoMy COBWCY, KOMDE BAIKOYIPYIHA MATEPHAN HAXOGUTCA B HENOGEEKHOM COCTORKHA B NEpeg-

HEel KEMEDE, 0O JPYIOrD EpEAHErD aHaveHHs okono 1000 ¢!, npuBnweasct K YCNOBMAM, HOFGE BRIKOYNPYIMA METEPHAN
BNPEICKHEENT 8 rNas wepes kadoni. dna OBW ¢ HA3ko A BASKOCTEH WEMEPHTE COBHMDBYH BA3KOCTE NPW OMEHE HW3KWX CHO-

pOCTRE GO EWME HEBOAMOEHD. B TAKOM CNYHAS BASKDCTE MOMET BulTh MIMSPEHA NPU CROPOCTH caawra ot 1000 o' go camoro
HHZKO D MPAKTHYECHA ONPe0enieMmon SHa4eHua. s onpegenesma syneecd casnroend arskocTe OBM ¢ 04eHE BRCOKORA
BAakocTer (Bones 2 108 lla - o) MoryT NoTpefoBaTEOA CHOPOCTH CABMME Hime 0,001 o'

CoOTHOLWEHWE BRAKOCTR/CKOPOCTE COBUIE QONHHO BeiTs NPEACTARNEHD B BUOE CTAHOAPRTHOMD rpadMka
FABMCHMOCTH NOTAPUEMA BAIKOCTH OT NOrapudima CROpocTH CABWrA. BAIKOCTE AOMMHA BbiTh WAMEBDEHS C
MOMOLLBH BPALYATENEHOMD BACKOIMMETDA NPW HOPManNkeHEX YCRoBWAX. HyNnesyio cOBWIOBYI0 BAINOCTE ONpe-
OBNAIT KaK YCTAHOBWBLLYIOCA COBMIOBYID BAIKOCTE NPWM NPWENMMaEKNWENRCA K HyMo chopocTh coaumra. Ons
PACTEOPOB C BRICOKOW BRIKOCTEIY MAMEDEHWA NPOBOOAT C NOMOLWLMH PEOMETPE C NOCTORHHOR HAMPYIH0A.

4233 ¥YnpyrocTe

YnpyrooTe OBM gomesa BeiTes vaMepasa Ha yacTorax ot 0,01 go 20 MNu. Masepedna cnedyeT nposo-
OMTE NpY Taumnapatype (25 + 2) "C. McneimaTensHoe obopy oRaHWE W OPYTHE YCNOBKA MIMBDEHWA HOMEHb
BbiTh AOKYMEHTHPOBaHE!. JIorapsdimiet MOOYNA BAIKOCTIA W MOOYNA YIPYTOCTH O0MNMHE GbiTe NpeacTaBneHb
Ha rpadvKe B 3aBMCHMOCTH OT norapudoma 4acToTel. JadHsie Tase MmoryT BeiTe NpeacTasnexsl B BHGE rpa-
hHKEa 3ABMCHMOCTH YIPYIOCTH OT NorapydiMa YacToTel B NPOUEHTHOM BhIDaKeHU.

i
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4234 XUMWYECKDS ONUCAHWE KOMNOHEHTOR

HMaroToBUTENE JOMKEeH SOKYMEHTANLHO NOATEEDAHTE 0DWYD NPUpoAY DECTROPWTENA, 8 TaKHe npaa-
CTARUTE NOAPODHLIA CNMCOK BoaX KOMNOHEHToR, 0B0CHOBAHWE WX BKMIOYEHWA B COCTAR W MONADHYIO0 KOHLEH=
Tpaudn B roTososM DBM. KoMNoHeHTsl JoM#Hs COOTEETCTEOEATE TREDoBaHMAM HOPMAaTHBEHBIX OOKYMEHTOR
MPK HX HAMAYAR.

4.2.35 3naueHna pH

Axaverde pH rotoporo OBM cnegyeT MamepaTe NoCcpeacTeacy kanubpoeaHdHoro pH-MeTpa npu Temna-
patype (25 + 2) °C. 3xvavende pH OBW gomsso HaxoQWTecR B QWanaiose oT 6,8 go 7,6, 3xadewue pH OB
BoMsHe BeiTe BNHM3EMM K aHadesyio pH cTeknossgHoro eewectea (pH 7,38), 4yTobel NpegoTERATHTE NOBDEN-
OEHHE KNETOK POroBHYHONS 3HaoTenws. Moocnegosadus in wilrno Nokazand, 4T gHanaioud pH, nepeHocumMsid
IHOOTENWEM, CYMAEBTCH C YBENWYEHWEM BDEMEH BOINERCTEMA.

4 236 XumMpdeckue ¥ DHONOriYeckMe IarpAIdaouie npuMec

COnpegeng e NoTeHUNansHD ORacHsX XMMEYSeCHy 1 BUOMOrYeckHx 3arpAasa oM NpHMEecal Dore-
HO BEITE NPOBEOEHD NOCPEACTBOM aHANMMAa PUCKOB. B MCXOOHEX MaTepHanax BHonNori4eckord NpoMcxomge-
HHA 3TH NPUMECH MOTYT BKMNIO4YaTE B oebA Gankd, HYKNEMHOBRIE KMCNOTH W Opyrie BewecTea. [pusec e
roTosom OBM, nonyyerHbe M3 MCXOQHEDY MATEPWANOoE WNM NORBNAKWKWECA B NPOUSCCE WArOTOBMNEHWA
[HanpWaep, BElecTEa, 0SpasyiilMe NepepECTHRIE CEAZNM, W aHTHOECKHOaHTE ), NPE0CTARNAKLWLWE COGoR
MNOTEHLUMWANEHYI0 ONACHOCTE ANA THAHEA Maia LN CHCTEMHYK ONacHOCTb, J0N#HE ObITh WOEHTHOKUUKMpORa-
Hil, 8 MX EoHUeHTRaUMa B rotoeon OBM gonssa BeiTe onpegeneHa.

n prMBYBEHAEE— YacTrmu aa TRRZHWTENAMK ABNAKTER KANAW EpEMHEEBOW CMABIEH, BeliTEKIHDILWLHE W3 WNnpHUE.
ouosHo NpKHAM3EMEIE 38 BOI0YWHEE NYIRPEEW WA 43C0THLE. STOT WOTOMHME FETPAIHEHWR DBM Heofaoonso pac-
CHMOTRETE NPW OU2HEE PHUCHDE.

JaArpAIHAIWLHE NPHMECKH O0NHHE BT ONPEASNEHE C NOMOLWED CTAHOAPTHEIX AHANWTHYSCEHE MET0-
[08 (NPK WX HAMWYKAK), HOTODEIE O0MEHE GbiTe ONUCaHBL. NpaaensHEE KOHUBHTPALMK WASHTHDMUMPORAH-
Heix NOUMECER OOMEHE BbTe YCTAHOBMNEHE W ONWCAHEL HeoGXoOoWMOCTE NpOBEOEHMA MCNBITAHWMA OnA
NpoBEpHH BHONOTHYBCKOrD O8HACTBMA 3THX NPUMECEHR B NPOUSCCE OUBHENM DUONOrMYecEoi DeaonacHoCTH
ONpESEnAKT No peaynNeTaTaM aHankaa pUCKoB.

4237 OCMOTHYECKAA KEOHLEHTRELMA

HMaroTORUTENE O0NHEH ONPEOENHTE 1 AOKYMEHTUDOBATE JHANAI0H OCMOTAYECKOR KoHUBHTpauWKn OBIA.
OoMonAnNEHoCcTE roTosoro OBM gonwHa Bwite o7 200 go 400 MOcs/ir. OCMONANEHOCTE A0NHKHE BbiTE Onpe-
QEnEHa © NOMOLWLBI NAPOBOr MK KPWOCKONWYECKOND OCMOMETRA NPKY HOPMANEHEX YCMOBMAX.

4.2 3.8 KoaddwuyWwedT nponyckadua

KoadhuumweHT nponyckadnA rotoaoro OB gomwed beiTe namepes 8 ananaaose ot 300 go 1100 Hea.
PeaynsTaTe QoMmKHs DhiTs NpeacTasneHsl B rpadu4ecion opme: KoadhuUMeHT NPoNYCKaHKA, % B 3aBHCH-
MOCTH OT ONWHBl BOMHEL, HM,

4239 Teepabld YacTHUbI

Mps Hanu4ma B roToeom OBM YacTyy onpeleneHHore paaMepa W sapakTeprcTHE NOTEHUMANsHD BO3-
MOMHD BOIHMKHOBEHWE HE0NnaronpUATHeIX ARNSHHA. HANDAMED, KI0LITOMHOE UMW OAWTENBEHOE MO BREMEHK
NOBELSHWE BHYTRWIMa3Horo Japnadua (ganee — BIO).

MNpw NpoBEABHAW OLEHKA PHCKDE HeobXOaMMO ONPefendTe NOTEHUWaNEHYH BOIMOMHOCTE 3arpAsHa-
HHA WKW obpaaceanka vacThy 8 OBW B npouscce HarcToaneHHa, B yCNoBMAR, CEMOasspy NpK ToaHcnopTi-
pOBAHKMIK W XpaHeHid, a Takke nNpW Wononsaceadkkn OBW. B JacTHoCTH, WeobxXoOWmMo yHUMThIBESTE
MOTEHLMANBHYD BOIMONHOCTE ArperWpoBadnA, NONAMEDMIALUME H NDUNWNAHKA YACTHL, K BHYTDWM 3 3HE
THAHAM.

M pHMBaYEHA2— OB, cCoOep¥aune CRHTETHHECKRE NONAMaDEl, NMOGESDHEHE IHEYATENEHD Gonee BLICOECMY
[EL Ry I:I'EF-EE-EIEHHHH MEKpOrenad, AEEHTHPHESLWA KOTOPELY ¥ ONpedenesie U KoNWYaCcTESHHOND COCTAES METOOOM pECCE-
AHHOM C2828Ta @R MAKPOCEONWYBCHHMA MEBTOJaMME 38TEYOHATENEHE.

HMaroToBMTENE JONKEH NPABECTH XaPAKTEPUCTIKY NOTEHUMANLHOR ONacHOCTH, CBAIAHHOW C YacTuua-
M KamO0ro BMga, BHABNSHHOND NpW NPOBEASHUA OUBHKH DUCHOB.

HMaroToRMTENs AONMWEH OXapaKTEpMIoEaTE BN, PAIMEDE M KONHYECTEO YacTHL., HMEKLLWXCA B roTo-
oM OBW. NomeHsl GblTe YCTAHOBNEHE! NPEOBNLHEE IHAYSHWA N0 YACTHLAM KAWAOTD BAOE, NOATEE 0 aH-
HEHE COOTBETCTEYIOWMM OBOCHOBAHWEM.

i pPAMBYEHA 22— MeTtog anpgegengHHA KONAYeCcTES HACTHU NPeACTaENEH B MpAMOHKSHWH c.
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42.3.10 MNoxasarens NpanoMnedda ofiTanbMoNorYeckny BUCHOXHPYPrAHackiax Haganyi
Mokazatens npenosnedus OBM ponsed SeiTe MAMEDEH C NOMOLUBID pedpaKkTOMETDS NPW TEMNEDaTY-
pa (25 & 2) "C npr PUKCHPOBIHHOA ONWHE BONHEL.

Mpumeswas e — QEENA30H PEXOMEHIYEMEX IHAYSHAR NOKEIETENSA NPENOMNEHRA QoN¥eH Dbl Te NPABEOEH B
TEXHEHECERE yonoerax HE OBW KoHKpeTHOMD THNE.

4.3 TpeGoBaHMA K OUGHKE CEOWCTE roToBOro odrTanLMOonordYecEord BUCKOXHPYPravYeckoro
HIOBNHA

4.3.1 Dbwwre TpedoBaHMA

4.3.1.1 TpeGopaHda k ougHke ceolcte OBW ponwHel cooTRaTCTEOBAT: obwms Tpebopadmam, npraea-
OeHHsiM B FTOCT PHCO 14630 AnA HeakTHEHLIX XUDYPIHYECKWY WMNNaHTaTos, M CUCMEMHBM MpetosaHLIAM
FOCT P HCO 13488,

4.3.1.2 Tpebogauus k ODBH u dokpyMenmaluy, NpedcmaanseMbid Ha MOKCUKDToSUYeckUE, caMwmap-
HO-XUMUYECKUS UCTLIMENLR, UONLIMaHUA Ha CMapulbdociih U AUDOSSHNOCTIE, J0mwHLl COMNPEEMCmen-
aame MOCT P 51148.

4.3.1.3 Ofwive mpafogaHus & oLeHKe MOMEHLUATEN020 DUCKS pumMenesus OBH donxus: commeem-
cmeogames MOCT P 51608,

4.3.2 TpeGoBaHUA K OUEHKE BHONOrHYECKON BEI0ONACHOCTH

4321 Obuwwe TpebopaHuA

Ouenxky Buonorvsecrold BeaonacsocT OBW cnegyet Ha4MHaTE ¢ AHANKWAE PUCKOB W NPOBOONTE K JOKY-
MEHTHROBATE B COOTRBETCTEMWM ¢ TOCT P HCO 149771, Mo peayneTaTam aHankvia pACKOE JOomikHs Gkl T Onpe-
Oenarsl MCNeTanua, HeobxogrMsle OnA ouaHks GuonorniyeckoRl GeaonacHocTi OBIA.

Ona OBM, cogepwaluy MatepHans ¥MBO0THOND NPOMCKOMOEHHA, JOMH DRITe NpUMEHEHE aHANK3
PHCEDE ¥ TREDORAHMA K MEHEIHMEHTY, NpMBEaEHHERE B [2], [3] w [4].

Ona scex OBM gonwHel Beime cofmogeds TpebGosadKa, NpedbLABNASKMLIE K OLUEHKE DUOnordYecro
GeaonacHocT no FOCT P HCO {08831, FOCT P HCO 10883-5, TOCT P HCOD 10853-10, v TpefopaHmA,
HINOMEHHLIE B HACTOAWEM NOgoasnens.

Mpumedasnna

1 Ha OCHOE3HHW TUNWYHOMD ENMHWMECEOND NPMMaSHEHHA B NepegHeld asMape rnaza OBW snaccedeuMpynT kak
AMBMANEHTHRYEMEBIS M3ZANAA] TEAHEROCTE . MCNETEHWA W30ENKE OSHHOA W JDYIHE KATEIOPHE, NPeACTRENSHHRIE B TEE-
ndys 1 FOCT B MO0 10053-1, npuEeaessl TONBED ONA PYEOEOACTEE Ge3 yEEIAHMA MAKCHMANLHEE N MHHHUMAaNEHEIX
TpefosaHnA.

2 AonyckaeTcA KoMOWMHWDOESTE WCNEITEHHA H3 BUONOTAYSCKYS COBMSCTHMOCTE, YMEHBILAA YHCND HWBOTHRIX,
HeobxoguMex ANA NpoEedesuA WENLEITaHHEA. (B8 MENBITaHHA MOryT BRTE NPOEE0SHE OOHOBPEMEHHD HE OOHOM HHBOT-
HOM NEH YCNoB@M, 4TS HCNEITYEMOE EUESTHOE HE NOGEEPranT YpessepHti BonK UNK cTPESaHRAM.

4 3.2.2 Moneimasde AMINadTausel BHYTRL FRasa

Ona npoBeneHa GaHHoro KCNBITAHMA O0ONKHA BkiTe MCNOMNBA0BAHA NOIMLKA MMINAKWTAUNK: B Nepe-
HE#H KaMape rnaza wnu cTexnoBMaHoM Tene. JonsHsl BelTe NDMMEeHEHE! YACTHEIE TPEBoBaHMA K WCNBTAHHAM
MMNNAHTALWER BHYTPE rNa3a, YKA2aHHBE B NPHAOKEHNM A

Ecnn ucnoityemoa OB BxavieaeT GONbWYH peakurl rmaa vny socnaneswe, 4em OBW, ncnoneaye-
MOE KK KOHTPONBHOE, HE0BX0ONMO NPOBECTH OLEHEY COOTHOWEHWA PHCKMONB3A.

4.3.23 HMcneimanue Ha GakTepHankHsie 3Ha0TOKCHHB

OBW pomsHo BeiTe OUEBHEHD HA HANWYHE BAKTEpHANBHBIY IHOOTOKCHHOB C NOMOWERK LAL-TecTa (Ma
KyAeTypa limulus amoebocyte lysate) B COOTBATCTBMKM C METOOWKOW, ONWCAHHOR B [3]. WK JKEMBANEHTHOW
ATTECTORAMHOW METOOMEON HCNTaHHA. DBM, B koTopoM npegen DakTe pransHeBX 3HOOTOKCHHOS NPeBRILLEaET
0,5 8auHALBL IHAOTORCHHOE (E3) HA MUNNUAMTR, CYHTAKT HE NDOWSALLMM HCNEITIHWE.

4324 WMcneiTanue Ha BHYTPUIMAIH0e JasneHne

HMcneiTauke Ha BHYTPUIMAIHoe OABNeqHde A0MHH0 GbiTe NPOBEOEHD B COOTBETCTEWK C METOOUKOR,
NpegcTaENeHHoH B NpUnosHeHHH B.

Ecnuv vcneityemos OBM aeiapieaer Gones BeiCOKOE OaBneHwe MNM Bonee ONWTEnbHOS NOBHLEHWE
nagnedka, 4yem OBW, wcnoneayemos Kak HOHTPONBHOE, HEOOXOAWMO NPOBECTH OUEHKY COOTHOLLEHWS
pPHCEMNoNB3E.

PeaynbTaTkl MCNsITAHWA O0MHHbL Rl Te MCAONE20BaHEE ANA ONPEENaHAA BEPOATHOMND aHAYSHWMA 1 QM-
TEMNEHOCTA NOCASONSDALUOHHON NOBRLLWSHKR BHYTRMIMAIHONS JARNSHWA. 3TO NOBNHAST Ha NNaH KNWHW4Yac-
KOM WCNETAHKA W MOMET noTpeboBate MOCNecnepayuoHHBR WAMEDEHWA BHYTPWUIME&E3IHOMD OaseHWA
ACNONHUTENEHD K NPHEEOEHHEM & 4.4.3 neprodan BRemMeHH.

]
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4.3.2.5 Ypanewwe ocTaTouHoro ofTansMonoriyackory BMCKOXWpYPrMYecsors Wagenus Ma napaq+ei
KaMEDk

MpH OTCYTCTEMME NUTERATYPHELX AaHHEX MO yoaneduwn octarodsoro OBM chopocTe, © KOTOPOR OCTaTOY-
Hoe OBW BbIMEBAETCA W3 NEPEOHER KaMepbsl Yepes TpabekynApHYs 30HY, JonHa ObTe ONpegenasa c
HCTONBAOBAHKEM COOTRETCTEYIOWETD METOO03 WCNBTAHMA, HANDHMED C NOMOWEKD MEMHHECUEHTHEIX MK
PAOMOMAOTONHEIX MADKEDOR, M NDEACTARMEHA B OTYETE.

4 3.26 Jerpanaura ¥ TOKCHEOEWHETHES

Mps OTCYTCTEHA NATERATYPHBIX QaHHEK O NoBegeHHd OB varoToenTeNs ACMKeH NpeacTagnTe QoKa-
IATENLCTEA: NYTH yoanedwa, BuoTpascopmaumo v katabonuuackkne NpoayxTel KoMBoHeHTOB. MaeHTudgn-
KWW W EONWYSCTEEHHOE ONpegensHde NpodysToR OeCcTPYHEUMH, WCCNedoBaHWe TOKCHKOKMHETHKK
NPoAYKTOR QECTPYHUMM U BeIMBIBAHWA NpoBOOART no MOCT P MCO 10883-9 1 MOCT P MCO 10883-16.

4.4 TpeboBaHWA K KNHHWYSCKOW oOUE&HES

4.4.1 Obwme TpeboBanua

HacToAwwiA noapaagen ycraHapnyeaeTt TpabosanuA K knuHudeciol oueHke OB B nepannei kamepa
rnaza. Jomkdbl GeiTe NpWMEeHEHL 0GWWe TPeDOBAHKA K HEAKTUBHBIM XADYDIWYECKHM WMMNaHTaTaM no
MOCT P 52458 v vacTrele Tpeboeamus 4.4 2—4 4.6,

4.4.2 NMnan ENUHAYECKOrD HCNLITAHKA

4.4.2.1 JomeHo OeiTe NPOBEAEHO CTATUCTUHBCHOE KNMHAYSCHDE NCNETAHWE B KOHTDONUDYEMEX YCN0-
BuAx. Llensn wecnedoaadna OoeHa sl Te OOKYMEHTANBHD NOATESHOEHHAA BE3I0NaACHOCTE HOBOIMD BAIKD-
ynpyrore OB o BpemMA onepayui B NEpaaHal KAMEPE No CPaRHEHWID C KOHTPONBHBIM OBK. AManna puckos
QOMeEaH ONPEnaniTe HCXOOHYK FMOTEIY, 8 ONA pacdeTa HeobxoaumMoro 4ucna cybbesTon B Kama0H KoH-
TRONEHON MPYNNE JoMeHel BbiTe MCNONEI0OBAHLI CTAHAAPTHEE BUOCTATHCTHYECKHE (hOpMY il

4.4.2.2 KoWTponbHeiM H3gendem gonsHo GuiTe aokymeHTHpoBansoe OBW, wwpono npopapaeMos B
TEYEHWE NOCNE8gHUX NATH NeT 1 NPE0HAIHAYEHHOE AR TOMD #e NPUMEHEHNA. KNHHHYECKHi MCNWTaTens 40n-
MEH 3afedcTBOBATE He Mmavese 20 cybbexTos wnw Gonee 25 % obwero Yvcna cyGbenTon, BOBNGYEHHEIX B
HCCNenosaHne. Yucno He JoBadeHHBX 00 KoHLE cyiherToR B KA O0A KOHTDONEHOH Fpynne gonsHo cocTaa-
NATE He Bonea 10 % ofWero YMCna BOBNeYeHHBIX B MCCNegosaHue cybeekTon.

MpAMeadyadse— MoCnegoBaHsn, NPOBOOWMES 8 OOHOA CTRAHE, MOFYT B&I3BATE NOABNEHHE OONONHHTENEHE X
TpefosaHud No BENONHEHW NPEE0ELIY HOPM B APYTHY CTPAHAN.

4.4 23 Kakasi ENUHRYSCKAR MCNETaTeNs GoMHEH MCNONBEI0BEaTE MNPK WOCTEO0BAHWK NHHIALI OOHOMD W
TOMD Wé THNE W OOUHaK0EYH0 XMPYRIMYackysd onepaume AnA Boex CyiLeKTon.

4 4.24 Habnwgareny He SomeHs NPHHUMAaTE YYaCoTHE B KNMHMYSCKOM Moonegosanun. Tpu Hesoa-
MOMHOCTH CPaBHEHWA PeayNeTaTOR WCCMELOBaHHA HoOBOMD W koHTponesors ODBW nocnecnepalnoHHbe
HCCNENoBaHWA PAIPELLAETCA NPOBECTA HEIARMCHMOMY HADMOOATEmD, KOTODLIA HE OOMMEH IHATE, KaKkoe
DOBM Deino MCNONBI0BAH0.

4425 EcnK MaroToBUTEMNE NPEANONAraeT COenate oNONHETENBEHEE 33ABNeHWA, HanpuMep B oTHO-
WEHHH NOCNeoNepaynoHHore gedcTews OBM, ona noagepsaHHa TasMy 33A8NeHWA J0MaHE BbiTe ONpeasnea-
Hbl OOMNOMNHATENBHBIE ODMeHTHRR, 3 TAKHE BbINONHEH COOTEBETCTEVIOWWA NepecYaT HeobXoaMMoro Jucna
CYOREKToR.

4426 BnpoUusccs KNAHUYBCKHE MCNBTAHME JOMEHb DhTE OUBHEHE CNEYIOWWE NEpeEMeHHBE napa-
MET ksl

a) aHauYeHWe W ANHTENEHOCTE NOCNSoNBpaLNOHHOND NOBLILSHHA BHYTDUIMa3H0rn aBnaHKA;

B YWono KNeTok SHZOTENWA POroBMUE;

Cc) BOCTIANWTENLHAA DEAKUMA MMa3a Wid SpyrHe HeBnarcnpUaTHEE MEMCNEDaLMOHHEE WNK NOCNeone-
PALMOHHEIE ABNEHWA.

4.4 27 Pacwem gucna cypfeermod, Heobxodumbd Ons npogedesun KNUHLYaoKux tonsimasuid OBH a
LCIBIMyaMEX U KOHMPonesHol 2pynnax. npedcmaanss & npunomeanul 0.

4.4.3 NocneonepauHdoHHaA OUSHKS NOBLILWLEHMA BHYTPHINAIHONS JaBNeHHA

4 431 BuyTpWrnaiHos JasneHHe JomeHs DhiTe HIMEpaHo © NoMOWLI anNNaHausoHHoro TOHOMETRa
MoNegMada Neped oNepagued W Nocne oNepaudng & CRenyswue Neprodsl BReeHK:

(6L2)y; {24 = 4)y; 1 HegenA + 2 cyT; 1 mec £ 7 cyT; 3 Mec L 2 Hepeni.

4432 Bconyya@ acny BHYTPHIMAIHOE ABNEHWE 0TOENEHOMD WCNETYAMOro CyOhaTa 0CTABTCA Mok -
WeHHRIM B TevaHke Bonea 24 4, AonHE BRITh NPOEEOS8HE! ACMONHATENEHEE HIMEDEHWA, NoKS JHaYeHWE
BHYTRWIMAIHOND AABNEHKA HE JOCTUIHET YDORHA HODMEL.

4.4.3.3 HazHayeHue MegHEaMeHTOR ONA NOHMEEHWA JABNEHHA B NODLE NepHods BpemeHt JoMHKHD
BliTe ofopMMTEHD QOKYMEHTANBHD, M OaHHBIE DOMEHE S6TE NPEI0CTABNEHL OTLEMEHD N0 KAXO0MY CyDbak-
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