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Mpeanciaosne

Henn, ocHOBHLIE NPANLUOLL B MOPAAOK OPOBEASHHA PaboT N0 MEETOCYIapcTBEHHON
cranaapriianny veranosnens FOCT 1092 aMewrocyapcTeennag cHCTEMA CTAHAAPTHIALIHH.
Ocnoennie nompowennary n FOCT 122009 «Mexrocy1apeTBennas CHCTEME CTaHAAPTHIALHK.
Crangaprel  MERTOCYJAPCTREHHBIE, NPaBATa M PEROMERIAUHH N0 MEKTOCY IapeTREHHOH

CTalTapTHIANNH. I'lpamma |‘.IH'5|'I'E.'EHTI{H, APHEATHA, TPHMSIICHHA, CONOBISHHA H OTMEHLIN.

CReaenns o CTangapTe

I NMOATOTOBINEH  @epepantiiiy - rocyJApCTRENNEIM  YHHATAPHEM  TPEANPHATHEM
«BeepoccHRCKRI  NayuNo-HCCIE0BATENLCKRIT  HUCTHTYT CTAHJAPTHIAUNM o cepridiMEauun &

statnpocTpoeinny (BHHHHMALLL

2 BHECEH eaepaniuiniy areNTcTBOM 110 TEXHHYECKOMY PErYIHPOBARHIO H METPOIOIHH

i Pocctannapt)

3 MPHHAT MewrocyaapeTBenibM  COBSTOM 00 CTAHAAPTHIALUHNE, METPOIOTHH |

cepridurkaunn (nportoxon Ne 41-2012 ot 24 mas 20012 1r)

3 MPHIATHE CTANIARTA MPOOIOCOBATH!

Kparkoe HanMeHOBANHE CTPANL 1O Kon crpanu no Cokpamennoe HAaUMeHOELHHE
ME (HOCO 31667 004-—297 ME (HCO 31606) HALHOHATLHOND Oprana
004-—a97 N0 CTANAaPTHIALHH
AcenDaimsan AL AscranzanT
Benanvce BY [Mocerannant Pecnvommin benanven
Kataxeran [ [Moceranaant Pecnvinukn Kasaxeran
K nmrerseran kG Krnrumserannant
Monnosa S HN Monnosa-Crannant
Pocewiickas Penepanus R PoceTannapt
Tamsuxneran Tl TamsuxerannapT
Yabexrucran uz Yactanaapt
4 [Mpuxazom  DeacpansHoro  arednTcTBa 10 TEXHHYECKOMY  PErYJIHPOBAHHIO |

seTpororuy of 0] pogopa 2012 r. Ne 650-c7 sewrocyaapersenntiit cranapapt FOCT 315852012
(IS0 1667 1:2003) spenen 5 JelcTBHE B KadecTBe HauHoHanenoro crapaapra Poconiickod
theaepaunt ¢ | ansapa 2015 r.

5 Hactoammuil cranaapt Mo udHuHpoBal no OTHOWENHIO K MERIYHAPOIHOMY CTaHIapTy
[SO 16671 2 2003 Ophthalmic implants - Irrigating solutions for ophthalmic surgery (Hmnnanrar
oranemonorndeckne. Hppuraunonnse pactsopnl 0m8 ofiTanbMOIorH4eckod XHPYPran) oyteM

HAMEHCHHA 00 CTPVETY L.
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Cpasiente CTPYETY Phl MEAIYHAPGIHOTO CTARAAPTA CO CTPYRTYPOH HACTOAIMErD CTalJapTa
NPHEESISHD B npuaoennn K.

Jonoanurensinle TEPMHHBL © COOTBETCTBYIOIHME ONpeJclcHHAMH BHECEHB B TEKCT
CTANIAPTA H BLUAENEHE! MY TEM 3AKIIOUSHHA HX B PAMEH H3 TOHKHX THHRI.

Himenennwie passl, closa, NOKAIATENH HHIH HX 3MAYEHNS BLIIENEHE] B TEKCTE KYPCHBOM.

Crenens cOOTRETCTEHA — Mogndunnposannas (MOD).

Crapaapt noarotosnen Ha ocuose npuMenenus FOCT P 534682000 (IS0 16671 - 2003)

& BBEJIEH BITEPBLIE
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@ CrangaptuHcopm, 2013

B Poccuickol Tegepaudd HACTOALWWME CTaHOapT He MOMeT CGbiTe MNOMHOCTRSS WKW YACTHYHO
BOCNPOWIBENEH, THDARMDOEAH W PAcnpocTpaHer 8 KadecToe ofuuMansHOrS Waganka D83 paspelleHs
fegepansEHONS argHTCTRES MO TEXHWYECKOMY DEryNAPOBaHHIO K METRONOMMH
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MEMXXTIOCYOAPCTBEH HHEBH CTAHIOAPT

MMnnaHTaTbl o TanbMonorvyecke
PACTBOPbI MPPUrALUWOHHBIE OANA O®TANLMONOIMYECKOW XUPYPI MK

Obwme TpeboBaHUA Be3oNacHOCTH

Ophthalmic Implants. [rigating solutions for ophthalmic surgery. General safety requirements

Oarta seegeHuna 2015-01-01

1 OBnacte NpUMeHeHWA

HacToAwwWn  cTaHgapT  pacnpocTpaHAeTCA Ha  OgTansMonordveckue
HPpUTrauKoHHsle pacTeopsl (fanse — OWP) knacca HEeaKmUuaHblx XUDYPEUYECKUX
uMnIasmamos, WCNoNb3yemele BO BPeMA XWPYPrAMecKkHMx onepauwd Ha nepeduell
wamepe 2masa cybvexma. OWP He oKa3blBalT NPUHUKMNWANEHOIO UMMYHONOTUYECKOro,
thapmMakonoru4eckoro unu MmeTabonuyeckoro elicTems.

Cranpapt ycTaHaenueaeT TpeboBaHuA  De3onacHoOCTW B OTHOLIEHWM
npeaycMOTPEHHOrD NPUMEHSHWA, XapakTepUCTHE KOHCTRYKUWW, OOKNUHWYSCKOR ¢
KMWHMYECKOW OUEHOK, CTEpPWUNM3aUWM, YNakoBkd W 3TukeTWpoeaHua OWP  w

HHODMAaUKW, NPefoCTABNAEMON WX M3TOTOBUTENEM.

2 HopmaTUBHbIE CChINKK

B  Hacmoswem cmaddapme UCnofb30o8aHbl  HOPMAMUEHLIE CCBITKU  HE
cnedywwue MexaocydapcmeenHsie cmandapme:

FOCT IS0 10993-1—2011 Hadenus meduyudckue. OuyeHxa Ouonosuyeckozo
deticmeaun Mmeduuurckux uzdenud. Yacme 1. Ouexka u uccnedosanus

FOCT IS0 10993-5—2011 Hadenua meduyuHckue. OueHka OUONDSUYESCKO20
dedcmeun MeduyuHokux uzdenud. Yacme 5 Hoocnedogadua Ha UUMOMOKCUYHOCTIL.
Memods! in vitro

FOCT IS0 70993-6—20711 Madenus meduyudckue. OuyeHrka OSuonosuyecko2o
dedicmaus Meduyurckux wabdenuld, Yacme 6. HMccnedosakusa smecmuozo delcmeus

nocne UMmnadmaliuid

Hapanue oduu4danLHon

|
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FOCT IS0 10993-7T—2011 Hadenus meduyuHckue. Ouerka BUONCSUNECKOZ0
deticmauns  meduyurckux  usdenud. Yacms 7. QOcmamoynoe  codepxadue
smuneHokcuda nocile cmepunu3aLuly

FOCT IS0 109893-10—2011 Madenus meduuludcxue. OueHxka BUONDEUYECKO20
dedcmaus meduyuHckux wuzdenut. Yacme 10 Mcocnedoeadus pazdpaxawiyeso U
ceHocubunusupyoweao delcmaus

FOCT 150 10993-12—2011 Madenus meduuyudcxkue. OueHxka BUONOSUNECKO20
delicmaua meduyuHckux uadenud. Yacme 12. MNpuzomoenenue npob U KOHMPOALHLIE
abpaszybl

FOCT MCO 14630—2002" HeakmuaHsle xupypauveckue umnnadmamei. Obuyue
mexHuYeckue mpeboaanus

FOCT 150 14971—2011 W3zdenun meduyurckue. MpuMereHue MededxMesma
pucka K MeduyuHckuM uzdenuam

FOCT 31214—2003 Mzdenus meduyunckue. Tpebosavus w obpazyam u
dokymMesmayuy, npedcmasnaeMsiM Ha MOKCUKOMO2UYECKUe, CaHUumapHo-XuMUJYecKue
ucfseliMmadUua, UCNsIMadus Ha CMepunsHoCME U NUPO2EHHOCME

FOCT 31508—2012 Hadenua meduuyuHckue. Knaccuukayua 8 3a8ucumMocimu
Om NomeryuansHo2o pucka npumereHus. Obwue mpebosaHua

rOCT 31580.7—2012 (IS0 11979-7:2001) HMmnnadmamei
ohmansMonoaudeckue. MHMpackynAapHsie  nun3sl. Yacms 7. Knududeckue
Ucnsimanus

Mpuwmevawue = Nou MONBI0EIMUL MACIOTLLUN CMaNdaomoM YenecooBpasig Npoeae DL
delicmaue copiNoYHEE cmandapmos 0o ykazamemo sHaluosanbMele cmaddapmels, cOCMasneH oMy
00 CcoCmoaMo Ma 1 AkWEapR mexkpwess 2oda, U 10 COOMEEMoMmEVouun  WibopMaULIOHNEIM
pRaamesTam, onpinusoeaHHeEn @ mekywen 20dy. Ecnu copinowns!ll cmandapm samaeqen [LIMenas), mo
Opy NOLICEaHUY  Hacmogwus  cmasdapmos, cnedvem  pyxogodcmeosamecs 3aMeHaLuM

(UanEHENHEI) cardapmor. Ecil cohiNoysiel cmandapm omMdedar Be3 3amManbl, Mo NonowesUs, @

KOMOoposM dada CoBIIKG Ha HE20, NPDUMENAEMCH 8 YACMU, HE 3aMPaSESuaRoWel My CobIKy.

3 TepmwHbI ¥ onpegeneHun

B HacToRAwem cTaHpapTe NnpuMeHeHs6l TEpMAHBE N0 HAUWOHaNsHLIM CTaHdapTam

rocygapcrte, YNoMAaHYTeIX B NPpeJUCnoBKMK, K3k nNporonocoBagllkvx 3a NpUHATHE

"B Pococvickol Tenepauuu gedcteyet MOCT P ACO 14630-2011 «MMNNaHTaTel XHpYDIHYECKHE
HEakTHEHBe. Obwwe Tpebopanmas

-
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HAacToAWEerns MexrocyidapCTEeHHOMD CTaHOapTa, a Takke Cnegyollve TepMUHbL C

COOTBETCTEYHILWWMK onpedeneHHAMI ™

3.1 bazoean oKpykHocTe (reference circle). Okpy#HOCTM CTAHQAPTHOMO
pasmepa guametpom 10 MnK 25 MEM, MCNONL3YEMBIE ANA M3MEPEHUA 3KBUBANEHTHOID
AuameTpa 4acTuubl.

3.2 anameTp 3IKBMBaNeHTHOW nnowanu (equivalent area diameter): QuameTtp
Kpyra, Nnowas KoTORoro 3KBMBANeHTHa NNowann YacTylbl.

3.3 pMHaMHKYeCcKHA AManazod patddea (sensor dynamic range): Owana3iod
PA3IMEDPOE MUKPOYACTHL, B KOTOPOM OHW MOTYT GbiTh TOMHO H3MEDEHLl W NOACHHUTAHEI.

3.4 koHTedHep AnA  xpadednwAa (storage container): YacTe  yNakoBW,
npefHasHadedHan ange 3awutel OWMP Bo BpemMa TPaHCNOPTUPOBAHWA W XpaHeHWs W
COOep®allana ynakoBOouHYH) BCTABKY W repMeTHMHBLIA CTEePUNBHEIA NaKeT, BHYTPW
KOTOpOro HaxodgaTch OWP 1 cHCTeMa 0OCTaBKK.

3.5 koHTponeHaa rpynna (control populations): CyBbekThl, KOTOPBIM
HMNNAHTHPOBAHEI AOKYMEHTUROBAHHEIE OKP.

3.6 KNUHUYeCKMW  MenbiTatens  (clinical  investigator):  Tluuo  wuvnK
OpraHdn3anma, OTBEeTCTBEHHEIE 33 NPOBESHHE KNWMHWYECKMX WCNLITAHWA W Hecylwue
KNUHWYECKYID OTEBETCTEBEHHOCTL 33 Gnaronony4ve BOBNeYeHHbIX cyDLeKToB.

3.7 kNnMHWYeckoe wcnoiTanune (clinical investigation): MwBoe paspaboTaqHoe W
3aNNaHWPOBAHHOE CUCTEMATHHYECKOE W3Y4eHWEe C UeNsH npoeepkn Be3zonacHocTw
W/MNK 3KCNNYaTAUNOHHBIX ceoicTe OWP ¢ y4acTuem cyDbexTos.

3.8 okoH4yaTenoHbln otyet (final report): [JoxkymeHT, 3anonHAEMbIA nocne
jagepleHra uoneltadud OWMP, B TOM 4Kcne KNMHAYECKW, COOSpHaWMA ONucaHne 1

OUSHKY pedynkTaTob.

3.9  odTanbMONOrMYecKMn HWPPWrauMoHHsln pacteop, QWP (ophthalmic
irrigating  solution): BogHeld pacTBOp, KOTOPLIA  OWIMONOMMYEcKW COBMECTHM

BHYTDUINAZHOW CPER0R W DYHKLMOHUPYET NPEUMYLLECTEEHHD TONBKO MEXaHWYECKH.

3.10 nnaH KNWHKYeckux wKeneiTadmk, [IKK  (clinical investigation plan):
HokyMeHT, onpefendliih Uend, 3anaqv, npeanonaraemy MeTogonord, CHCTemy
KOHTPONA, NpOBEASHMA AHANN3a W XPaHEHWUA JaHHLIX KNUHWYECKUX UCNETaHWA.

3.11 none 3peHHA oKynApHoW cetkW, MN3C (graticule field of view): Mnowaae

BHYTDH BonbLuo OEDVAHHOCTH, pasdengHHan nepgekpecTbeM Ha KBAAPaHTHI.

*B Poccuickol Tepepayud geikcteyer MTOCT P 51802-2002 (MCO 11975-1:99) MmnnadTaTel
O TANEMENOTAYECKEE. VHTRaokyNADHLIE NHHIE. HYacTe 1. TepMiHsl @ onpegens s

-
]
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312 cepbezHbid HebBnaronpuATHeIW wWcxon (adverse device effect):

MocneonepalMoHHBIA MCX04, NOTEHUMANBHO YTPOMAKILWWA 3PEHII0.

MprMedandine — MoHMEDL CEpEEIHLIX HEGNATONDUATHEL WCXOO0E MPUBESHE B TaGnMyax
A1 A2 TOCT 315807,

3.13 cucrema poctaskn (delivery system): [epMeTWYHBIA KOHTEWHEp, B
koTopom noctaensetTcd OWMP 1 nononHUTENBHBbIE KOMNOHEHTH! ANA BEEOEHWA OaHHOMo

OWP B rnas.

3.14 crepunbHbld Bapoep (sterile barrier). MakeT, B KOTOPOM COQEPHWMTCA
OWP W cucTema [JOCTABKM, KOTOPAR nNoanep#WBaeT CTEPUNEHOCTE BO  BpeMs
TPAHCNOPTHPOBAHMA W XPaHEHWA.

3.15 cybbekrt (subject): Jlnyo, y4acTeywLlEEe B KNWHWMECKMX WCNBITAHWAX C
npuMeHeHuem ucneTyemoro OWP wunu e kauecTee cyDbeKTa KOHTPONEHOW rPYNNL.

3.16 obbemHbld aHanua (volumetry). COBOKYNHOCTE METOO0B XMMUYECKOTD
HOMWYECTBEHHOMND 3HaNW3a, OCHOBAHHLIX HA M3MepeHrd 00bLemMOoB pacTBOpPOB, OCAOKOB
ONA YCTAHOBNEHWA KOHUEBHTpAaUWK (MAacCs) ONpefenfsemoro BelecTea (BxnwdasT

THTPOMETDUYECKUA aHanus).

4 Obwwme TpeboBaHua beaonacHocTn OUP

4.1 TpeboBaHWA K NpedycMOTPEHHBIM XapakTepucTHKamM

4.1.1 NMpegycumoTpenksle xapakTepucTrkw OWP gonwHel BeiTe onpegensHel
waroToeuTenem. MNpegycMoTperHele xapaktepucTukn OWMP gonsHel oTeedate obwmm
TpeboBaHWAM K NPedyCcMOTPEHHLIM XapaKTepUCcTHEAM ONA HEAKTHBHBIX XUPYDIMYecKUx
WMNMAHTATOoB, YCTAHOBNEHHLIX No FOCT MCO 14630.

4.1.2 lMNpenenecHele 3HAYEHWA NPEgYCMOTPEHHbIX XapakTepucTik OWP gonsHel
ObiTe  ONpegenedsl  C©  YY4eToM  OeACTEYHLLWMX — HOPMATUBHLIX  OOKYMEHTOB,
ONYyQNUKOBAHHOR  KNWMHWYECKOW W HAYMHOW NWTepaTtypsl, MWASHTU@WUUWPOBAHHLIX
pe3ynNLTaTos NCNLITaHUA, JOKNMHUYECKONR OLUEHKK W KNWHWYECKUX MCNBITaHWI.

4.2 TpeboBaHWA K KOHCTPYKTUBHLIM 0COBEHHOCTAM

4.21 Obwwme TpeboBaHKuA

4.21.1 [Oon#Hel npumedaTeca  obwwue TpeboeBaHWwa K NpegycMOoTpeHHBIM
XAPAKTEPHCTUKAM HEAKTHBHbLIX XMPYPrH4ecknx nmnnadtaTtoe no FOCT MCO 14630.

422 TpeboBaHMA K KOHUEHTPALWK KOMNOHEHTOB

4.2.2.1 KoHUusHTDaUWA Ka¥Ooro KOMNoHeHTa BelWecTea & rotosom OWP gonkHa
BbITe OnpeneneHa, JOKYMEHTUPOBaHa W NpefcTasneHa B BWOE Macchl BELWEecTBa Ha

eaWHULy oBbema pacTeopa.

4
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4222 Tak Kak MeToguKa MWCNLITAHWA & MOMET OKAa3aTe BNWAHWE HAa
npeacTaenedHy akTUYecky) KOHUEeHTPaUKWe, B KNMHWYECKOM OTYETe QOM#HbL BkiTh
npoUMeeeHsl M ONUCaHbl CTAHOAPTHble MUIKMKO-XMMWYEeCKWe meTonbl. HopmaTueHbie
OOKYMEHTH Ha Ka#Obll KOMNOHEHT BeLWeCcTBa, NPY WX HANWYKWK, TaKxe OONKHB BkITh
YKa3aHbl.

4.2.3 TpebBoBaHMA K NCNONbL3YyEeMOR Boge

4.2.3.1 Huctora mecnonk3yemol Bodsl A0ON#Ha COOTEBETCTEOBATE YUCTOTE BOAI
ONA MHBEKUKWKW B cooTBETCTBUKM © [1], [2].

424 TpeboeaHuA K onpegeneHuo XxapakTepucTuk rotosoro OUP

4.2.4.1 Obwwme TpebopaHua

MaroToBuTENE  O0MHEH oNMCaTe M OOKYMEeHTWpPOBaTh I ecKre
XAPAKTEDUCTHEN, KOTOPBIE MOTYT NOBAWATE HA 3PPEKTUEBHOCTE MCenone3oealna OWUP B

O TANBMONOTMYECKOR XUDYRIHA.

MpumMmedardume — DUIWYECKHE XAPAKTEOWCTHEM CNegyeT WIMEPATE B  YoNoBWAEX,

COOTRETCTREYMILME BOEMEHK nenoNeacaanua OHP.

4.2.4.2 TpeboepaHua k nokaszateno pH v BydepHol cnocobHoCTK

Mokazatens pH rotosoro OWIP cneayeT MaMmepaTs C NOMOLWEK KanwbposadHoro
pH-meTtpa npu Temnepatype (25 + 2) °C. 3nadenue nokaszatens pH OWP gonwHo BeiTe

nogreepxdeHo JOKYMEHTANBHO.

NMpumedadwe — 3Idadedde nokazatens pH OWMPoonweo ObiTe GNMIKEKM K IHSYSHNKD
nokazatenda pH BHyTpeHHER cpelsl rmaisoro AGnoka (pH 7.38) ona npefoTERAWEHWA MORDEELEHHA
KAETEK DOFOBMHHOND aHgoTenqs. Moonegosadus i vilho NoKa3and, 970 AKanaioH SHaYGHUA NokalaTena

pH, NepeHociMBll IHO0TEMWEM, CYMAETCA C YEENWHEHHEM BDEMEHH BO3OeRCTEHA,

Ona onpegenedna DydrepHor cnocobrocTh OWMP cnegyeT NpUMEHATE MeTog,
NoUWMEpP KOTOPOTD NPUBEAEH B NDUNOKEHMKW A.
Knaccudmrauma OWP no guanasoy aHasedHwd nokazatensa pH w BydepHon

cnocoBHoCTH pacTeopa npueeeda s Tabnuue 1.

Tatnwua 1— Knacchnpusauus AP no nokazateno pH » BydepHoi cnocoGuocTr

IMpynna Eyihepran cnacobHocTe BydhepHan cnocoHocTe JOManazoH aHa4SHME
CCHOBEHMA, MOneN Ha pH KMCNOTHE, Monsn Ha pH nokazarens pH
bea DydrepHoi goSaskm MeHae 0,0005 MMeHes 0004 OT650085
C ymepenHoi BydepHoi OT 0,0005 go 0,005 OT0004 o004 | OT6E7 0082
Aobaskol
C Bydepuol aobaneni Bonee 0,005 Bonee 0,04 720076

4.24.3 TpeboBaHWA K XUMUMECKMM W DUONOTMYECKMM  3ArpA3HAKLLM
NpHMECHM

MOoeHTUDKWKAUKMA NOTEHUWANEHD ONACHBIX  XMMHYMECKHMX W BWonorvYeckux
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3ArPAHALWKWY NpUMecel gon#Ha ObiTe NPOBEOeHa NOCPeicTBOM aHanuia puckoe. B
WMCXOOHLIX MaTepuanax BHonorMyeckoro NPoOMCXOMOEHMS 3TH NDUMECH MOTMYT BEKMIO4aTh
e ceba NpoTeMHbl, HYKNEWHOBLIE KWMCNOTHl MMM Agpyrve DWOoNorvYeckve BeWeCcTBa.
Mpumecu B rotoeom OWP, npeacTaenAwWKe NOTEHUWANBHYH) ONACHOCTE OANA TKAHEeH
rnaza WNWM CUCTEMHYH) OMacHOCTe, A0MN¥Hb DbiTe  WOSHTUDWUWPOBAHE, a8 WX
KOHUEeHTpaUWa onpegenaqHa v NpegcTagneHa B okoHYaTensHOM OTYeTe.

MNpumecw, 3arpaAsHacwue OWP, COCTOAT W3 WHOPOAHBIX, MOBMNBHBIX
HEPacTBOPHMMBIX MUEDOYACcCTHL, KpOMe NY3bIDEKOB ra3a, NPUCYTCTBYWWXY B pacTBOpaX.

3arpAsHALLWE NPUMECKH J0MKHbl BbiTh ONpedeneHbl C NOMOLLLH CTAaHOapPTHBIX
aHANWTHUYECKKMY MeToZOoB, MNPW WX HAMNWYMK, KOTOpbIE OONMHBE ObiTe ONWCaHL.
MpegencHble  KOHUBHTPAWMKM  WOEHTUQWUWMPOBAHHLIX  NpMMEeced  JoNiHe  DbiTe
YCTAHOBMEHE! M ONWCaHel. HeobxogMMOCTE NPOBEAEHWSA WCNEITAHWA ANA NPOBEDKW
Buonorudeckoro OelcTBMA 3TUX NPUMECEd B NpoUecce OueHKM BUONorMyYeckon
DEe30NaCcHOCTY BO3IHMKAET B PE3YNLTATE aHANW3a PUCKOB.

4244 TpebopaHWua K OCMOTUHECKOMY JABNEHMED

WaroToBuUTeNe  JonxedH  onpedendTe W OOKYMEHTWpOBaTe  AWanaiacH
OCMOTUYMECKOW KOoHUeHTpauud OWP. OcmoTuyeckoe paenedve rotosoro OWMP nonwHo
GeiTe B gWanaszode o7 200 oo 400 mOcmikr. OcmoTHMecKoe OaBNeHWs A0MKHO
onpefensaTeCcA C NOMOLWBH NapoBOro WNM  KPWOCKONMMEeCKOrs OCMOMEeTpa npu
HOPMATNBHBIX YCINOBUAX.

4245 TpeboeaHua k cnexkTpansHomy KO3MMUUMEHTY NPONYCKaHKA

KoadvduumeHT nponyckaHua rotosoro OWP gomked DeiTe M3MEpPEH B OWana3oHe
o7 300 go 1100 Hm. PeaynbTaTel OOM#HE BbiTe NpegcTaeneds B rpadvyeckon dopme:
KO3M@PUUMEHT NponyckaHua, %, B 3aBMCUMOCTH OT ONWHEI BOAHLI, HM.

4.24.6 TpeboBaHWA K MUKPOYACTMLAM

NpucytcTexe B roToeom OMP MukposacTUy onpedeneHHsIX pasMepoB, BUOAWMBIX
W HEBWMOWMbIX, NPWBOOMT K MOTEHUMANLHOW BO3MOMHOCTW BO3HWKHOBEHWA B OWP
HeDNaronpUATHbIX  ABNEeHWA. [lpw  NpoBEdeHMK  OUEHKW pWCKOB  Heobxoaumo
ONpPegeniTe NOTEHUMANbHYK BOZMOKHOCTE 3ArpA3HEHWA MNWM 0Dpa30nBaHuA 4acTuy B
OWP B npouecce WArOTOBMEHWA B YCMNOBMAX, OMMOAEMBIX NPYU TPAHCNOPTUPOBAHWK W
XPAHEHWK, & TAKHe NpY MCnone3oeadu OWP.

HMzzomosumens dofxedH oOxapakmepu3osams MomeHUuansHys ornacHocme,
CEBA3AHHYID © Yacmuuamu kaxdozo suda, SbiAsNeHHbLIMU DU MposedeHul OUueHKU
PLUCKOE.

O0wue mpebosaHua K OUEHKE NOMEHUUANLHOZ0 PUCKa NpUuMeHeruR 20Mmoaczo
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OMP donwHel coomeememeaosames NOCT 31508,

B OWMP He pon&HO cofepsartbecs BMOMMBIX MUKpouacTvy. Metog npoeeprm
sarpszHesna OWP BugMmMbiMKM MWUKpO4MACTMLAMKM JONMMEH COOTBETCTBOBATHL METOAY,
npueegeHHoMy B npunoxedHus B, Ona onpegensnna B OWMP HEBMOWMbIX 4acTuy
cnegyeT NpUMeHATE MeToabl No NpunoxeHuo B unu .

MeTtog no npunoxedue B cnegyeT NpUMeHATE NpW onpegenedHyid cnenyowux
YPOBHEW MUEpOYAcTUL,

He Bonee 50 mukpodYacTUy pasmepami He medee 10 mekm Ha 1 mn OWP;
He Bonee 5 MUKpOYACTUL pazmepami He meHee 25 MM Ha 1 mn OKMP,
He Donee 2 MMKPO4ACTUY paaMepamu He MeHee 50 MM Ha 1 mn OWP.

MeTog no npunoxeHwo [ cnegyet NpMMeHATE NpW onpegenedHid cnefywnx
YPOBHEW MUKpOYACTIL,

He Bonee 25 MukpovacTHy pasmepom He mMenee 10 mrm Ha 1 mn OMP,
He Donee 2 5 MUKpoYACcTUL pazMepom He meHee 25 Mem Ha 1 mn OWP;

He Donee 1 Mukpo4acTULl pasmepom He mexsee 50 mum Ha 1 mn OMP.

NMpumedarwe — MeTog © 3aTedeqHdeM CBETA No NpUnoweddio B ocHomad va Gnokage
cEeTa. AmopdHng, NonyHWOKMe |Wnd  gpyrie  mMopdonorieeckd  HepainiuMMele  MUKpoYacTU bl
CNoCODCTEYIT 3ATEHEHUD CRETa M, CNegjoBaTensHo, NOOCYeTy MUEDOHYACcTAY. B muspockondYeckom
METOOE NO NPANCHEHAS [ amopHee, NOmOHMOEME WNe Opyrde  MOpoonori4eckd  HepainiyuMse
RMKPOYACTHUE NOEACTABNAKTCA B BHOE NMATHA UMK BEUBETILETD MECTE Ha NOBEPXHOCTH MEMEpaHHoro
AVNETEE W HEe CYMTAKTCA MUEDCYACTAUAMK. JNA KoMReHCAUMK 3TOR PA3HMULl YOOBHM MHEDOYACTAL

AAHHOMD METOLA COCTABNAKT NOMNOEMHY YPOBHEN MEKDOUACTHY METOOAE N0 NEHADKEHD B.

5 TpeboBaHWA K oUueHKe KOHCTpYKUuMKn OWUP

5.1 OBwue TpeboBaHKA

5.1.1 Ouenka rkoHCTpykuuk OWMP oonwHa NpoBoOWMTLECA ONA NOATBEDMIEHMA
COOTBETCTEWMA Ero NPedyCMOTPEHHLIM XaDaAKTEPUCTHUEaM.

TpebosaHwa K oueHke woHCTpykuwM OWP gonsHel cooTeeTcTeOBaTh obwmm
TpebosaHuAm, npueededHeiM B FTOCT MCO 14630 ons HeaKTUBHLIX XWUDYPIMYecKWx
HMINMAHTATOE.

5.2 TpeboBaHWA K AOKNWHWYECKOW oLeHKe Buonoruvyeckoi GesonacHoCcTH

5.21 Obwme TpeboBaHMA

5211 Ouenky Owonoruuseckon BeszonacHocTw OWIP cnegyeT HauwkHate c©
aHanu3a pyCcKoB, NPOBOOWMOrC W OOKYMEHTWPOBAHHOIO B cooTeeTcTBuM ¢ FOCT SO
14971, PeayneTarTel aHanKM3aa pUCKoB OOM#EHEl ONpefennTe MCNBITAHKWA, HeobxoouMble
ONA oueHEW BUuonorMyeckol BeaonacHocTn OKWP.

2
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5212 Ona OWP, cooepwawymx MaTEpUansl HWBOTHOMO MNPOMCXONIEHWA,
OoN#Hbl  BbITe  MNPUMEHEHBI aHANW3 PUCKOE W TPeDOoBaHMA K MEHEOMMEHTY,
npueegeHHbie B [3).

5213 Ona ecex OWP ponkHer  BeiTe  cobniogedHel  TpebosaHwA,
npedLABNASMBIE K oUueHke Buonoraydeckon BesonacHocTy no NOCT IS0 10993-1, rOCT
IS0 10993-5, MOCT 150 10993-10, u TpebOBAHWMA, WANOMEHHLIE B HACTOALLEM

nogpasgens.

NMpumedvanunsa

1 Mpy NpoBegeHHd CUEHKA PUCKa WArOTOBWTENE OOMEHEH YYWTHBEATE BIaWMOGEACTBWE o

Py rdsad OETansMonormdecHi M MMNNaHTaTaMAE.

2 Ha ocHOBaMUM THNWHHOMD  KNWHAYeckors  npdsededna OMP enaccu@WuWpyioTcA  Kak
dMMIMAHTUPYEMBEIE HITENHA, TEAHEESCThR. WICNBITAHKWA HIOENWA ODaHHOA W ODYTWX  EaTeropiid,
npefgcTapnedHeie B Tadndue 1 FOCT IS0 10993-1, npyeefeH sl TONLES ANA PYECESOCTES W HE COOepsar

MAKCHMANEHEX MTE MPHMMANEHBX TRE00BAHKA K MCTEHTaHAARM.

3 .El.-;}n',-cme:cn KC-MEHHH:]C-EEI.Th WCNEITAMKMA Ha EHDHDFH'—IECWH COBMECTAMOCTE, YMEeHELWAR
YHCND MUBOTHEIX, HEOGROOQMMEX 0NA NEpCBEOEHMA WMCNETAHWA. B3 WCNHTaHWA MOryT BbiTe NEoBEe0eH
OOHOBDEMEHHT Ha OOHOM MHUBOTHOM MDA YCNOBHM, Y4T0 HACNBITYEMOS2 MHUBOTHOE HE NoOBEDTaeTCAH
ypeasepHoi BonK UNK CTPanasMan.

5.2.2 TpeboBaHWA K OUEHKe Ha HaNW4YKe DaKTepUanbHbIX IHOOTOKCMHOB

5221 OWP cnegyeT oueHWBATL Ha Hanu-we DaKTepWansHbBIX3HAOTOKCWHOE ©
noMows LAL-TecTa (Ha wkyneType limulus amoebocyte |lysate) B CcOOTBETCTEMM C©
MEeTOOMKOW, onucadHoW B (4], WNW  3EBUBANEHTHOW ATTECTOBAHHOW MEeTOaWKOW
HMCNBITaHWA.

5222 OWP, wmewwnid npegen BakTepuaneHelx 3HOoToKCMHOB Bonee 0.5
e0MHWL IHAOTOKCKMHOB (E3) Ha MUNNUAMTR, CHMTAKT He NPOoWeqW UM UCNbITaHWe.

5.2.3 Tpeboeanuna K MENLITAHWIO Ha nocneonepaynoHHyH
BOCNANUTENLHYK PeaKUMI rnasa

9.2.3.1 Ecnv adand3 pucKa YKa3bIBaeT Ha HeobxoOWMOCTe NpOoBEOSHMA
MCNbITAHWA Ha NOCNeonepaunoHHYD BOCTMAanWTENbHYK peakuws rnaia, To Takoe
HcneiTaHue OMP cnenyeT NpoBOOMTE HA MWBOTHOM B COOTBETCTBUM C NpUNOXeHuem E.

Buibop ocobw mwmeoTHOro gonwed OwTe  obocHoeaH w odopmned
noxymeHTansHo. Cnenyet NpuMeHaTs TpeboeaHuA, NpeNLABNAEMLIE K COAEDMAHWMKD
HWBOTHBLIX, YHa3aHHsle B [5].

9.2.3.2 VicneiTaHWe Ha  WMMBOTHOM  JON#HO OTpa#aTe npegnonarasmos

KNWHWYEeCKoS WCNelTaHKWe. B npouecce WCNBITEHWA O0N#HE ObITe NpoBEdSeHa CUEHES Ha
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BOCNAnNWTENEHYID  peakuus  [rnaia  kKak B npouecce  odiTanbMONOrMYecKon
AMPYDIMYECKOW ONepaumm, Tak M NOCNE Hee, MCNoNLaYA NpKW 3ToM cusHuBaeme OWVP K
koHTponsHbe OWP. KonTponsHed OWIP qonmeH uMeTs NOATBEpHOEHUE KIWHUYECKDIO
MCNONBI0BAHKMA 0 B KaYeCcTBe HE OKA3LIBAKLWEro BOCNanMTensHOro JeACTEWA HA rMaa
B TedeHwe nATM net. O0vem woneityemoro OWP gonmseH  MMWTUDOBATL
npeqnonarasMoe MCNoNL3IOBAHWE C YYMETOoM BHYTPUINasHoro obbema rnasa yenoBexa u
WMBOTHOrO. Ecnu ucnsimyemeitt OMP ewiaeigaem Bonblee pazdpaxexue znasa unu
gocnanenue, wem OMP, ucnonesyemsit kak KOHMponsHeld, HeoOxodumo nposecmu
OUEHKY COOMHOLLEHUA PUCK/MONL3a.

5.2.3.3 MNocneonepalMoHHYK BOCNANUTENBHYK pEakuMio rnasza Heobxoaumo
KOHTPONWPOBATE M OUEHWBATE B COOTBETCTEMKM C NpunoxeHvem [.

Ha ocHoBaHWM aHanu2a pyucka v TpeboBaHWIA K MeHEeIMMEHTY COOTBETCTEYHLLARA
OUEHKA B COOTBETCTBYHILUME MOMEHTEI BPEMEHW MOMET BKNKYATE B cebA MaMepeHue
TONWMWHLl POroBMULl M GUOMUKPOCKONKMKD C WCNONL3IOBAHWEW LWENesol nNamne. Boe
cepbezHble HebnaronpuATHLIE BO3OEACTEMA CNegyeT OOKyYMEHTHPOBATE.

9.2.34 PeaynkTatel MWCNBITAHWA pa3jpasedHUsa ¥ BOCNANEHWA WCNLITYEMOoro
OWP poniHel DbITe MEHbLIE WNW PABHBIMK PE3yNLTATAM WUCNBITAHWA KOHTPONBHOMO
OWP. B npoTveHoM cnydae nenelTyemeld OVIP nonseH BeiTe NOOBERTHYT KNUHWMYECKOR
OUEHKE.

5.3 TpeboBaHWA K KNMMHWYECKOW OLEHKE

5.3.1 Obwwme TpeboBaHuA

5.3.1.1 KnuHwdeckoe wcneitanme OWMP cnegyeT NpoBoOWTE NO NPWMNoKeHWo E.
B pononHeHWe K KNWHWMECKOMY WCNBITAHWH NO NpMnoxeHylo E cnefyeT NpUMeHATb

obwme TpebOBaHWA K KNMHUYECKOMY MCNeITaHuo cybeekTor no MOCT 31580.7.

6 TpeboeaHWA K cTepunsHocTn OUP

6.1 MoToee OWP gonwed ObiTe CTepunbHbiM. [pU CTEPUMNM3ALMKY O0MKHEI
NPUMEHATECA TpebDoBaHKA K CTEPUNMIALMK HESKTUBHEIX XUPYPIMYECKMX WMNNaHTaTos,
ykazanHsle 8 FOCT MCO 14630, w mpebosanua no FOCT 31214,

6.2 [Ona crepunuzaunmn OWMP, a Tawke NEpPBMYHOIND KOHTEWHEDPA EMHKOCTW He
CneayeT NPMMEHATE 3TUINE- HOKCKO, 8CNK ero NpMMeHeHne He oDoCHOBaHO.

6.3 K OWP wnu ero nepewyHOMY KOHTEWHEDY, NpW CTEPUNIM3ALWK KOTODBLIX
MCNONL3IYETCA 3TUMNEHOKCK W CBA3SHHBIE C HMM 38rpAIHEHWA, npoHukawwmwe 8 OWUP,

AO0MHHEBI ObITE nprMeHeHbl CnedyoWwKie OrpaHEMeHM A
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- ATUNeHOoKCKO: medee 20mrin;

FTUNEHXNOPrvapuH: MeHee 100 mr/n.

NMpuuedanne — YoTamoBNedo, 4To TpeloBaHMA, ONPeLenARLME NPHEMISMEE YOOBHA
OCTATOYHOND aTMnedoscuaa (30), ykazaudee B FOCT 180 10383-7. e nNogeogAT B WIgendam,
HAXOOAWMMER B HOHTAKTE © BLICOHOUYBCTEHTENLHEIMA  THRHAMMK, HANPWMED, THAHAMK Ma3a.

JononHuTensHee YEIIaHUA io npumededan FOCT IS0 10933-7 npreegess B [§].

6.4 [Ona OWMP, KoTopble NEpHMOOUMECKN HE CTEPWUNWU3YHITCA, HO NOABEDPrakTCA
acenTuueckon obpaboTee, OOMEHbl NpUMeHATeCA TpeboeaHws no [7]. MpegencHoe
aHaJveHWe HopMel 3arpAsdedna ans OWP ponkHo coctaenate 10 3’. YTO JOMHHD DbITh
NoOATEEPHOEHD OOKYMEHTANbHO.

Normedanue — TEXHWHECKHMNA WHQODPMALWOHHBIR oTyeT [4] He copepwiuT TpeboBaHdd no
NPeqensHomMy CoOgepMandme atTunexxnoprioprsa (3X0). Mpegnonaraetca, 4yto B Oygyvwel pegakyme
MERIYHARPOOHCTD cTaHnapTa BygeT yoTaqoBneHs NpeasnsHos cogepkanie 3x0 ona nHTpacky NApHsxX
WAOENHi, COOEpMalMy XNopua, B YETeIpe pasa Beiwe cogepwadna 30, 3To cneayeT yYThBaTe MpH

OUeHKe BHonord4eckor beaonacHocT OWP W ana cooTeeTCTEKMS BYayLWLEen peaarkuKiK CTaHdapTa.

6.5 K OWP, koTopble He CTEpMNU2YKIT, HO NOABERrawT acenTUYeckon
obpaboTke, QonMwHbl ObiTe NpumeHeHbl TpeboeaHwa [7]. CooTBETCTBME OAHHOMY
MeXdyHapogHOMY CTaHOapTy A0IMTHHO BbiTh nogreepxae-Ho ATTeCTOBaAHHBIM
HCCNefoBsaHvemM B cpeie C npefensHbiM 3Ha4eHuemM HopMel 3arpasdeqya 10 1

NMpumevyarnne — [7] ycTaHaenueaet obwme TpeboBawWA W COOEQ®MT pPYEOBOQCTED MO
NpOUECCar, NPOrpamMian 4 MeTooUEaM aTTECTALKK M KOHTDONA MEQWUMHCKKE HA0ENKEA, NOOEEprastsx
acentu4eckon obpaboTke. JaHHBIl MERDVHAPDOOHER CTaH4apT, B YacTHOCTA, NprMedsn K obpaboTre
BHAMCNOTHYSCRUY (BOOHLIX]) PACTEOROSE W, CREO0BATENBHG, MMEET STHOWEHMHE K WaroToeneukn OHP.

Byaylue 4acTih JAHHOMD MEesGyHapoaHoro cTadgapTa OyayT NOCBAWEHE! CNelManManposaHHsM

NpoUECCan, TAKAn KaK GUnNeTRPaUKWa W NHomUNMaaLIEa.

7 TpeboeaHuAa k ctabuneHocTn OUP

7.1 WaroToBWTens OOMHEH ONpegenyTs W yCTaHoBUTE cpok roaHocTn OWP npu
XpaHeHMn B CKNAACcKUX NOMELLEeHWAX W cucTemax focTaskw. OnpegeneHwe cpoka
rOQHOCTH NPW XpaHeHWM JoN#HO BelTe NpoBefeHO B peansHoM Macwrabe BpemeHW
MMM NpOBEPEHO MO YCOKOPEHHOW MeToOMEe WCNLITaHWA ONA NoOTBEPHOEeHWA, uTO
OCHOBHLIE XapakTepucTuikW no GesonacHocTw W 3@EKTUEHBEIE 3KCNNYATAUMOHHLIE
kadyecTea rotosoro OWMP W cUCcTeMel JOCTABKW HAXOAATCH B YCTAHOBNEHHLIX Npegenax
B TedeHue o0D0O3HaYeHHOrD CpOKA FOAHOCTH  NPW  OXMWOASMbIX  YCNOBWAX

TPEHCNOPTUPOBaHMA W XpaHEHKWA. McneiTaHe B peancHoM Macwtabe BpemMeHM

L0
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OomkHo BeITe NpoBefeHo NP HOPMANBHBIX YCNOBMAX XpaHeHWA W W3IMeHeHWA
TEMNEpPaTYpLl, 8 OTHOCUMTENLHAA BNAXHOCTE BO3AyXa O0N#Ha cocTaenate (B0 + 20) %.

MNpK MCNBITAHKWKA NO YCKOPEHHOW METOOMKE TemMnepaTypa gon#Ha ObiTs He Donee
45 °C, a OTHOCHMTENEHAA BNAMHOCTE BO3yxa AOMKHA cocTaenate 40 %.

7.2 TMapameTpbl, KOTOpbE HeoDXOOAWMMO  KOHTPOMWMPCOBATE BO  BpEeMA
WCCNeJoBaHWA CPOKA rogHOCTH NPW XpaHeHuu: pH, ocMONANLHOCTE pacTBOpa, YPOBHW
MHUKPOMACTHMY, CTepPMNEHOCTL, UBET, MMCTOTa WM Opyrie NapameTpbl, YCTAHOBNEHHbie
NpW aHanuse pUCKOB Kak KpMTUYeckue and BezonacHoro npumedHedna OWP.

7.3 YcraHoeneHdblw cpok cnyxbel OWP npu  xpaHeHuw ponweH BeiThb
nepecMoTpeH, ecn¥ NpW aHand3s pPUCKOE BLIABNEHCO W3MEHEeHWe TexXHOMNOMMK, 9TO
MOMXET NOBNWATE Ha cTabuneHocTe OKP.

Mpumedarnunme — Vamedeuns cocTasa OWP, MCXOOHEE MATEDHANGE W KX NOCTABLWMESE,

YCNOBHA MAoTOBENEHWA, BEMOYEA NEOUSCs CTEMNMIALNA, THN YNAKO0SKA UNK YNAKoB0YHLIE MATEDMank,

MOMYT OKA3ATE HEBMAronNpUATHOE BNWAHKE Ha cpo chyESsl 0P npu xpasHeydE.

8 TpebopaHuAa Kk ynakoske OUP

B.1 TpebBoBaHMA K 3aLlKTE OT NOBPEXOEHMA

B.1.1 OWMP ponwHsl BeiTe 2aWMUEHE OT MNOBPEXOEHWA MNPHM XPAHEHWM W
TPaHCNOPTUPOBAHWK.

B.1.2 [on#Hel BeiTe nNpuMeHeHsl TpeboBaHMA K yNAKOBKE MEIMUMHCKWX
Wagenui, yrkaszarHee 6 FOCT HCO 14630 u [B).

B.2 TpeboBaHMA K 3AWWTE CTEPUNBHOCTH

OWP npu TpaHCNOPTHPOBAHWKM OONKHE DbiTh YNAKOBAHE! TAKKMM 00pa3omM, |4Tobkl
OCTABATLCA CTEPUNBHBIMK B Npefenax UMM HUHEe HOPM, YKa3aHHblXx ONA YCNoBWA
TPAHCNOPTMPOBAHWA, XPaHEeHWA KW NOrpY3oMHO-pasrpy3oddsbix pabor.  JomwHsl

coBnoaateca TpeboBalns Kk cTepUNbHOMY Bapbepy, yrasaHHole & [9].

9 TpeboBaHuAa K MHopMaLKK, npegocTaBnaeMon
uirotosutenem OUP

9.1 Jom#Hel coBnoaaTecA oGLWwMe TpeboBaHKA K MHpopMaUMm,
NpenoCTABNAEMOW  W3roTOBWMTENEM MEOWUMHCKWMX W3Oenud, yrazadHee B [10], W
yacTHele TpeboeaHua Kk OWMP, npueedeHHbie B HACTOAWEM pa3gens.

92 Mo npMMeHUMOCTH OONYCKAETCA WCNONL3IOBATL CMMBONLI BMECTO TEKCTA.

Ecnw MCNONb3YHTCA CHMBONLI, A0MHKHE BbITe NpUMEHEHLI TREDOBAHWA HALWOHANBHOMO

I
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CTaHgapta rocydapcTe, YNOMAHYTLIX B NPpeducnoBMM, Kak nNporonocoBaBlwKMy 33
NpWHATHE HACTOALWETD MEXTOCYQAPCTEBEHHOID cTaHgapTa’.

Ha aTukeTke gom#Hbl ObiTb yka3zadel npucytcTewe B OWMP rpynne BydepHon
nobaeky W, Nnpu ee Hanw4yuu, bydepHan cnocobHOCTL.

9.3 Ecnv OWP nogeepxeH nNoBpexdeHW nNog  AeWcTeEMeM (akTopoe
OKpy®aKWeW cpedkl, Ha TPAHCNOPTHOM KOHTEHHepe O0MMHbI DbITe HAHECEeHLl YeTKMue
npegynpeguTensHble 3HaKK.

Homep napTty W KOHEMHbIA  CpPOKOSACTEMA  MOMYT BTk YEa3aHe  Ha
CAMOKNEALIENCA STHKETHE.

9.4 Bwnagbiw gon#eH BoiTe BNOXEH B YNAKOBKY Tak, 4ToDbl €ro mMoxHo DeINo
B3ATL W NPOMWTATL, HE NOBPEXAAA CTepunbHOro Gapbepa.

9.5 MuHumaneHas WMHPODMALKA, HAHOCMMAR HAa KOHTEWHEep ANA XpaHeHWws,

BKNAObil B YNAKOBKY, CTEPWMNbHEIA Bapbep W NEPBMYHBLIA KOHTEWHEP, NpUBEdEHa B

rocTt

Tabnuuye 2.
Tatnwua 2 — Hudopumauxa, NpeaocTaBNASMan MArCTORKTENEM
KowtelHep gna | Brnagein e | Crepdnetisi | DNepadqssi
HHdropsmauma X[HEHIA YIIAKOERY Gapeep (npr | kouTeinep
HANAYHM)
HauMeHoBaHWe WaroToBMTENA Ml + + n +
YNOMHOMOHEHHOMND NPENCTABWTENA
Anpec WaroToBuTEns + + — —_
Topropos HAKMEHOBAHWE WIDENHA + + + +
ONUCaHWE KoOMNIEKTa NOCTABKA | - * _ _
WHCTEYELWA N0 WENONE3I0BAHWD
KpaTioe OndcaHng XUMASEcKor - -
COCTaRa MaOenkA W ohbema NocTaEsK
YENOBKMA XpaHEHHA + + —_ —_
MakaIAHNA K NDHMEHEHAK — * —_ —_
MpoTHBEONOK3IAHMA K NEHMEHEHMIO — +* - —
Mepisi NPEJoCTOROMHOICTH L]
npeoynpesaedna of  HIReCTHOM - = - -
BIANMOIEACTEHI o OEyrARA
MM NMAHTATaMMA
Coobwenne 0 TOM, HT0
COONGQMMMOE  NPEdHAIHAYeHs  anA * + + *
[AIOBOMD WCNOMNLAGHAHWA
Haanuck: G CTEpHNBEHOR 4]
METOO(BI) CTEPMNHIALWK HIOENWA K + + + +
MEpEMYMOND KoHMTERHEpa

*B Poccuilckon Pepepauud genctayeT FOCT P MCO 1522312010 scMazenas sesgMumHomme.
CHMBONE, NPHMEHRSMBIE MW MBDEAPOBEAHAN HE MEOMUWHCKEE WIOENWAX, ITHWESTEAX M B CONPOBOOWTEMBHOR
ooEyMadTadne, Macte 1. Obwwsa tpefosarmA®
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KouTenmep gna | Brnafww e | Crepunekei | Neparqssi
Widpopuaima XpaAHEHUA yNAKOERY Gapeep (npr | kouTelnep
HaNMYAK)
Hagnuce: «He Menonsaoneate, ecnM + N .
CTEPWNEHEIR Dapeep HApYLLEH:
KoHEYHBIH CooK roaHOCTH ¥ — + +
Coobwewwe 0 Hanwewd & OMP
BydapHon Oohanki, GychepHan - * - -
CNOCODHOCTE (MNP HANAYWA) COrMackHo
Tatnuue 1
Homep napTu- + — * *

MpumevyaHue

Homep napThiv, cpos rogHocTi B 0aTy cTepMnuaanMe GonyckasToa He

YEAILIDATE Ha CTEPWNEHOM GapLEpe, @CNM OH NPOIPAYHEE 1 HEOBXOOWAMY HHOODMALKIO MONHD

MNpOYHTATE Ha MEDEAYHOM EOHTEMHEDE, W2 HaDyla8 erd resae THYHOCTE.

rocTt
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NpunoxkeHne A
{cnpaBo4HOe)

MeToabl uamepermnna pH u onpegenennn bydepHon cnocobHocTtn OUP

A.1 Obwme TpeboeaHuA

A.1.1 B HacToAWEM NpUNoXeHWd NpUBE0EH NpUMeD MeToOOoB WaMepenna pH
W onpegenedwa bydepHor cnocobrocT OWP.

A.2 TpeboeaHMa K oBoOpyAOBaAHWIO U BCNOMOraTenbHbIM YCTPORCTEAM

A.21  CmeknAHHanA konba.

A22 Buopetka emkocTed 10 mn gnsa nogasw TUTPUPOBaHHOMD pacTeopa c
LeHoW aeneH|s 0,1 mn.

A23  Yawka ona paaMelliMBaHKA.

AZ4d  Tanodka onga nomMewvBaHWA,

A25 Twgpookuce Hatpua (NaOH), 0,005-HopmaneHe  CTAH4APTHLIA
0BbLeMHEIA pACTBOD.

A28 Conanas kucnota (HCI), 0,01-HopmaneHseld cTaqHgapTHeW 0bbeMHLIA
pacTeop.

A.27  KanubposanHsil pH-memp.

A.3 Mopagok NOAroTOBKW, NPOBEOEHWA MIMEPEHWA W NnpaBuna obpaboTku
pPe3yneTaToB MIMEpPEHHA

A3.1  Pacteopel MMApOOKWMCK HATPHMA W CONAHOW  KWCNOTHE  NPUNOTOBKMTE
ODWENPHUHATEIMKU - METoOaMK W Neped npHUMeHeHwenm pa3baenTe 40 HYHHOW
HOHLEHTpAaLMK.

A.3.2 B creknadHyio konby Bnute 25 mn obpazya (obvem V.) u WamepuTs pH;
C NOMOWEK kanwbpoeadHore pH- meTpa.

A33 C noMowbio GlopeTk  gobaeuTe  OOCTATOWHOE KOMWYeCcTBO
TUTPHMPOBAHHOMO CTanHgapTHoro obwemuoro pacteopa HCI, utobel  obecneudTs
wameHeHune nokasatens pH Ha 1,0 eauHuuy pH (pH:). 3anucats obbem gobaeneHHoro
THTpYpOBaHHOro pacteopa (V).

A34 TMMoeTopuTe oOnNepauMK Co BTOPOW anukBoTHOW npobol  obpasua,
MCNONb3YA THTPMPOBAHHEIM CTAHAAPTHEIM 0bbeMHe pacTeop NaOH.

A.3.5 Paccuutate BydepHyo cnocobHocTe No dropmyne

Vi
Ve(pHy —pHy) r
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roe V, — obrem gobasneHHoro TMTPMPOBAHHONO pacTeopa,;

V., — obbem pacreopa obpasya, Mn;

N — HOpManbHOCTE THTPUPOBAHHOTD pacTeopa.

A36 B okoH4YaTeNneHOM OT4eTe 3anucate OydepHyw cnocobHoCcTe no
KMcnoTe W BydrepHy cnocoBHOCTE NO OCHOBAaHKMED, MONL/N Ha pH (MNK MoNk-3KB./N).

Ona pacTeopoB cO 3HauYWTensHoW GydepHod cnocobHocTei obbem obpa3ua
JonyckaeTca perynupoBate 00 NONyY4eHWA Hy#HOro obbema  TUTPWPOBAHHOID

pacTeopa.

15
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Npunoxenne b
(oBAzaTensHoE)

MeToq npoBepkun 3arpazHeHuA OVP BUOWMBIMH MHUKPO4ACcTHLAMM

B.1 OBwwue TpeboBaHuA

Memod nposepku zaxnwodaemca 8 fApoeederuu eusyansHold oyedku OMP Ha
Hanuyue sudumMbix MUKPOYaACMILL, C NOMOLLID yempotcmea HabnwdeHus.

B.2 TpeboeaHWA K 0BOpPYOOBAHWIO M BCNOMOraTenbHbBIM YCTROWCTBAM

B.2.1 ¥YcTpoWcTeo HADNKWOEHWA, B COCTAB KOTOPOro BXOAAT:

B.2.1.1 MaTtoeas YepHan naHens, yCTAaHOBNEHHAA BEPTUKANBHO.

B£.2.1.2 Martoeas Genas naHenkb, YyCTAHOBNEHHAA BEPTMKANBHO PAOOM C YEpHORA
naHensw.

5.2.1.3 Perynupyembid natpoH, cHabMeHHBIW  WCTOYHMKOM  CBETA W
pacceqsaTenem.

E.2.1.4 WcTouHWk cCcBeTa B  Todke HabnwOeHWAs  Oon#eH co30asaTb
OCBELEHHOCTE He Medes 2000 nk. OnNA eMKOCTER M3 UBETHOMD CTEKNA W NNacTMacCkl
OCBELEHHOCTE A0N¥KHA BeiTe Bones 2000 nk.

B.3 MNopagox nogroToBKW, NpoBegeHWA NPOBEPKM M npaBuna obpaboTku
pes3ynsLTaToB NPoOBEPKM

B£.3.1 CHATL BCe 3TUKETKM C eMKOCTM, cogepxawen OMP, npoMbiTe M BBICYLWKTE
28 Hapy#Hble CTOROHL.

£.3.2 OcCToOpo¥HO NOBOPAYMBAN  &MEOCTE, CNejuTe 338  NOABNEHWEeM
MUKpOMacTHL  nepeg ©enod  NOBEpXHOCTHHD. Bo3gyliHble Ny3bipd B EMKOCTH
HEA0NYCTUMbL.

£.3.3 lNoAsneHue MUEpOYECTUL CHMTATE B TedeHune 5 .

B.3.4 lNposectw onepauvn no b.3.2—b.3.3 nepe Y&£pHOW NaHENLD.

5.3.5 Cymmy MWUKpOYACTWLU, NOABMBLUMXCA Neped Denod v YepHOA NaHenam,

CHUTAKT ypoBHEeM 3arpazHedHds OWP BrgumeiMi MUEPOYACTULAMK W OOKYMEHTHDYIOT
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Npunoxexduwe B
{cnpaBo4Hoe)

Memod npoesepku 3azpssvenus OUP HeauduMbIMU MUKDOYaCcCMUUaMu

B.1 Obwwe TpeboBaHuA

Memod npogepku 3axmwyaemed & nposededuu ouesku OQMP Ha Hanuusue
HesuduMLIX MUKDOYACMULY C© [MOMOLWEKD yompolcmea 3NeKkmpoHHOL  CUCMEeMsI
nodeyema Mukpoyacmuy no ocnabnedure caema.

B.2 TpeboBaHWA K 0BOpPYNOBAHWMIO M BCNOMOraTeNbHBIM YCTPOWCTBAM

B.2.1 Obwwue TpeboBaHuA

B.2.1.1 ¥YcrpowcTeo npegctasnaetr cobDOR 3NeKTPOHHYKD CUCTEMY nogcyeTta
MWKPOMACTWL, B3BeLIeHHBIX B pacTeope, obecnevnealowyo COOTBETCTBYIOWYH nogaqwy
OWP, B koTopoW Oonxed DeiTe yCTAHOBNEH AaTYMK OcnabnedHws ceeTa, HanpuMmep,
Tina KL-04, dupma RION.

B.2.2 TpeBoeaHWA K npeaeny MiMepeHMA KOHLUEHTPAUMK AaTYMKa

B.2.2.1 WMcnonkayemoe YCTPOWCTEO  OONKHO  MMETE  Npegen  W3MepeHWs
KOHLUEHTPAUMKM MaKCHMAaNsHoro 4Yucna onpegendemsix MUAKPOYacTULl Ha MUNNUNUTR,
KOTOPbIW NpeBsiwan Gb NpegnonaraemMyd KOHLEHTPALMID MUKDOMACTHL B UCNLITYEMOM
QWP.

MNpenen WaMepeHWA KOHUSHTPaUMK YCTROWCTEE YKA3MBABTCA YPOBHEM NOACHETa
MHUKpOMAcTML, NPpY  KOTOPOM  COBN3JaKWKWA  CYeT BCNeAcTeWe OOHOBPEeMEHHOID
nNpucyTCTEMA OBYX WnK Gonee MUKPOMACTUL B NpocMaTpueaemom obbeme QaTyMya
ocnabnedwa ceeta cocraenseT mMedee 10 % nogcyeToB, CYMMWPOBAHHLIX ANA
MUKpodacTiy pasmepamn 10 mem. Mpeden usMepeHdus KOHUeRMPayuy MukpoJyacmuy
donwen OeIMe yKazaHd & nacrnopme ycmpolcmaa.

B.2.3 TpeboBaHWA K AMHAMWYECKOMY OWaNa3oHy AaT4MKa

B.2.3.1 JWHaMW4eckrMd AWana3oH OATYMES O0M#EeH OXBAThIBATh HAWMEHBbLUKWRA
pasMep MHUEDOYACTHL, KOTOPBIE NOONEMAT NOACHETY B UCNBITYemom OKP.

B.2.4 TpeBboeanwun Kk BOge

B.241 Wcnoneayemas eoga ponwda DblTe nponylwedHa sepe3 NopWCTbii
pUNETP ANA OYWCTKW &8 OT MMUKpoYacTuy. Paamepwl nop dwnsTpa OoN#Hb DbiTe He
bonee 1.2 MEM.

B.2.5 TpeboBaHWA K KanWbBpoBKe

B.2.5.1 YcrpoWcTeo kanubBpyiwoT no  Habopy cdepuyeckux  MUKpOMacTuu
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pazmepanmu oT 10 go 25 MKM B MOHOOWCNEpPCHOW cycnedaud. Habop cdepuyeckux
MUKpOMaCTHY QucneprupyioT 8 eoge no B.2.4.1 oo nonyy4eHWs COOTBETCTEYHILWLER
HOHUSHTpauM  sMukpodacTuy. B npouecce AWCneprupoBadHua  He  OONYCHAKTCH
arperaTHele COCTOAHWA MHEDOYACTIL,.

B.3 Mopagok nogroToBKWM, NPOBEOEeHWA NPOBEPKA WM nNpaBuna obpaboTku
pe3ynLTaTOE NPOBEPKH

B.3.1 OBwwue TpebGoBaHWA

B.3.1.1 lMNpoeepky nNpoBOAAT B YCNOBUAX  OrPaHWMEHHOMO  3arpA3HeHUA
MUKPOYACTMLEMM © WCNONL30BAHMEM BLITAXKHOMD WKaMa © NaMUHAPHLIM NOTOKOM
BO3OYxa Yepeld BuICOKOIPPEKTUBHEIN CYX0W BO3ayWHEIW duneTp (HEPA).

B.3.1.2 Ona obecnevyeHWa COOTBETCTBMA pabouvx napameTpoB YCTPOWCTEA
TpebyemMol TOMHOCTH NPOBEpPKM ONEepaTtop, NPOBOOALLMA NpOBEPKY, OOMMEH NPOATH
COOTBETCTEYHLWE: obyveHne.

B.3.1.3 MNMepen KOMTPONLHOW NPOBEPKOW MWCNONb3yemaa CcTEeKNAHHAs nocyga
Oon#Ha ObiTb YMCTO BbIMBITE C MPUMEHEHWEM TENNoro MoWWero cpedctea W
TWATENEHD ONONOCHYTa BONBWKWM KONWYECTBOM BOoabl No B.2.4.1.

B.3.1.4 Bo epema nepeHoca wccnegyemoro OWMP B eMKOCTh, NOANEWALLYHD
HOHTPONKD, He A0NYCKAEeTCA NPOHUKHOBEHWE BO3AYWHEIX NY3LIPEKOB.

B.3.2 Nopagok nogroTOBKW K NPOBEOEHHIO KOHTPONBHOW NPOBEPKW

B.3.2.1 KovmponsHaa nposepka 3akmwoyaemcA & onpedefneduul 3arpA3HeHMsA
MUKpO4acTHUaMK nNATK obpasuoe sogs no B.24.1 obvemom 5 mn kawowid B
COOTBETCTEMK ¢ B.3.3.

B.3.2.2 Ecnv yucno mMyKpodacTiy paamepams bonee 10 MM nNpeBsiwaseT 25 B
coBoKynHomM obBbeme obpasyoe eogsl 25 mn, To obwuwe Tpebosawwsa De20NacHOCTH
npoBefeHWA NPOBEpKM HEe FABNAKNTCA OOCTATOMHbIMW ANA NPOBEOSHWMA OCHOBHOW
npoeepkrn OWP. CnegyeT NnoOBTOPUTL NOATOTOBMTENBHLIE 3TaNbLI M NPOBECTW NOBTOPHYO
HOHTPONEHYIO NpOBEpRY.

B.3.2.3 OWP, npowegwue KOHTPONBHYHW NpoBEpKY, NOJBEprawT npouedype
onpenenedna 3arpaaHeH a.

B.3.3 MNMopapok npoeeAeHWA NPOBEPKH K OLEHKa pe3ynbTaTos

B.2.3.1 OAnAa MHOrOKOMNOHEHTHeX OWP TpebyeTca TWaTensHoOe CMEeLlBaHue
OTASNbHLIX KOMNOHEHTOE 8 COOTBETCTEMM C YKA3AHUAMM HA 3THKETHE.

B.3.32 NepemewwsawT cogepxumoe OWMP,  meonedHo  nepeesopayuBas
EMKOCTE He wmedee 25 paz. B cnyvae HeobDxXoOWMMOCTW, OCTOPOMHO yOANAKT

repMeTHYHYH YNakoBsRY.

&
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B.3.3.3 OuuwanT BHEWHWE NOBEPXHOCTH EMKOCTH C NOMOLWBID CTPYM BOAEl NO
B.2.4.1, cHUMAKOT KpbILWLKY, HE OONYCKAA 3arpAa3HeHwA colep#uMoro emeoctd. Oawrt
ELINTH NY3LIDEKAM raza B TedeHve 2 MUH.

B.3.3.4 bepyT 4eTeipe nopuud OWP, kawoaa wa koTopeix cogepxmT (5 = 0,2)
MM, W NOACYMMTHIBAKT YWCNO MUKpPOYACTHL, pa3Mepbl KOTOPLIX paBHel unw Gonee 10 w
25 MEM.

B.3.3.5 MNMoocuuTeIBAHKT W OOKYMEHTANEHO OROPMNAKT  CpegHes  4ucno

MukpodacTiy 8 OWMP, noanexailem nccneqoBaHni.
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Npunoxenuwe [
(pexomeHdyemoe)

MUKPOCKONMYECKWIA aHANK3 TEEPALIX (HEBMOWMbIX) MUKPOYaCcTHL

r1 Obwwe TpeboBaHWA

1.1 MWKpOCKONWYECKMW  aHanWa  npegycMaTtpveasT  NogcydeT  4dcna
HEBUOMMEIX TBEpAklX MukpovacTuy B OWP Ha eguHuruy obbema nocne Toro, Kak 3T
HACTHLULl COBepyTCH Ha NOPUCTOM MeMDpaHHOM DUNBTPE.

1.2 MNpy BLINONHEHWMKM  MUKPOCKONWYECKOND adHanwaa He npefycMoTped
nogc4eT aMopHsX, NOMYKUOKUE UK OpYrix MOpgonorMyYeckl HeoTHETNMBLIX HacTul,
KOTOpBIE WMMET BUO NATHa WMNA WM3MEeHEHWA UBEeTa Ha NOoBepxHOCTH mMembpadHHoro
PuneTpa. Takve 4acTiubl WMeT Hebonswod pensed Wnv He WMeT penseda
NOBEPXHOCTH M MMEHT CTYAEHUCTEIM UNK NNeHkoobpasHbii Bua.

r.2 TpebGoepaHWA K 0BOpPYONOBAHWMIO M BCNOMOraTENbHBIM YCTPOWCTBAM

r.2.1 Muekpockon

211 Mwkpockon (cnosHbiil DWHOKYNAPHBIA), xoMmbuHauws obbexkTwea W
okynAapa obecneunsaseT yeenuueHwe (100 2 10)°. AnoxpoMaTHYECKMA WK Ny-LWKA
OB LEKTHE OOMHEH WMETE HOMWHAaNbHOE yeenuueHwe 10° W MUHHUMANLEHYID YHCNOBYK
aneptypy 0,25. OBbekTHE OoN#eH DbiTe COBMECTMM C 3MUCKOMWYECKUM OCBETUTENEM.
Yeenuuedue okynapoe — 107,

221 Mukpockon cHab#ed MEXaHWYeCKMM CTONMEOM, KOTODLIA  MOMeT
dhukcupoBaTe memipaHHbid HUNLTP guamMeTpom 25 unu 47 MM U CKaHWPOBAaTL BCHY Er0
nnowans.

2.2 OceeTuTenu

r2.21 [Oea oceeTWTENdA, OCHALlEHHbe roNybeiMK ceeTodUNLETPaMK OHEBHOTO
CBETA ANA CHAXEHWS YCTANOCTH rMa3a onepartopa:

BHELUHWA OCBETUTENL, perynupyemMelid ona obecnevyeHa Kocoro OCBELEHWA,
nagawwero nog yrnom ot 10° go 20° K ropuacHTanu,
INACKONWYSCKMA OCBETUTENL CBETNOrO NONA, BCTROBHHBIW B MHUKDOCKECON.

r.2.3 OkynApHasA ceTKa C OKPYXHOCTAMM

231 OrynApHas CeTa C OKPYMHOCTAMMK (CM. pUCYHOK 1), oTkanubpoBaHHanA
Takmm 06paszom, YTODB MIMEDWUTENEHLIE OKDYHHOCTH 3aHumanu 2 % HOMUHANLHOIO

NoNA AapEHWA B NNOCKOCTIA CTONKWMKA ONA JaHHBIY 00 LEKTHEE W OEYNApa.
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71— NOoMe IPEHRA SEYNAPHON CETEW, £ — NepekpecTee, J — OKPYHMHOCTH CRABHEHWA, 4 — NHHEeAHan
WkKana

PucyHok .1 — OrynapHan CETES C OKPYRHOCTAMM

[2.3.2 Tlpo3paqvHble ¥ YepHLIE W3MEDHUTENBHLIE OKDYHHOCTH AWameTtpamu 10 w
25 mum npr yeenudedun 100" SBNAKITCA CPaBHMTENLHLIMK WKANEMW NS U3MEDEHMA
HacTHLy,.

2.4 ObbeKT-MUKpoMeTp

241 O0bekT-MUKPOMETP C UeHoW genenna 10 MKM, MMeWwnd cepTudiukaT
COOTEBETCTEMA, BbO3BAEMbIA B YCTAHOBNEHHOM NMOPAAKE aKKPEeOWTOBaHHLIM OpraHoMm
no cepTUrKaunK.

2.5 ¥Ycrpowicteo hunsTpayMM M BCNOMOraTenbHbIE NPUHAANEXHOCTH

251 dunsTpoBansHas BopoHKka ODBEMOM, NOOXOOALIMM ONS WCNBITaHKA,
MUHMMANBHEIM - duameTpon 21 mm. Bopodka ponwua  ObiTe  W3roToBneHa w3
NNacTMacckl, CTEKNa MNW HepXaBe oLWen cTanq.

252 @uneTpoBancbHe gudypyaop, BeINONHEHHEIA B BWMOE NOOCTABKM Nog
EUNLTR, MIrOTOBNEHHLIA W3 HEPXMABSKLWEW CTANK N CNEYeHHOro CTeKna.

2.5.3 WcTouHKMK Bakyyma.

254 TUHUET C 33KPYIMEHHLIMU KOHLAMU.

2.5.5 [ozatopw pacTeOopWTENA ¢ OMNETRYHILWKWM CONNoM, 0DECMNeqMBaLMm
nogadvy pacTeopwTens, oTMUNETPOBAHHOMD OT YacTuy TONWMHOW He Bonee 1.2 MKM
npK aasneddw ot 70 oo 550 klMa.

256 MembpanHeie GuneTpel, 25 wnu 47 mm, ¢ ceTKod unu Gea cetwm,
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YepHOro UNW TEMHO-CEpPOro UBeTa, WAroToBNEeHHbe M3 Uennino3Ho-3UpHOW CMecH,
pasmepamu nop He Gonee 1,0 mMrm.

M257 Yawka MeTtpwu.

[.2.5.8 BoiTAxHoW wkadp C NaMAHapHeM  NOTOKOM  BO30Yxa  Yepes
BEICOKOAPMEKTUBHEIN CyX0l BO3AYWHLIA duneTp (HEPA) ¢ conepxaHwem He Donee
3500 wacTuu/m’.

259 CrepunbHble NepuYaTkM.

2.510 [JewoHuavposaHHan soga.

2511 WaonponvnoBsld COMpT.

r.3 rMopadok nodzomosku K NpogedeHuo aHanusa

r.3.1 O6wue mpebogaHusn

[.3.1.1 OnpenenawT cnenyw npoby NyTem cneayowmx onepauui:

nogakT 50 MmN JeNOHHIUPOBAHHOW MNK PUNBTPOBAHHOW JWCTUNNHPOBAHHOK
BOALL

NpOBOAAT OTKAYKY BO34yxa W NPONycHawT BCK BoOy Yepe3 membpaHHbin
DMNeTR;

BEIHMMAT MemDpaHy W3 OCHOBaHMA (UNbTPOBANBEHOW BOPOHKM W KNagyT
NoBepx NONOCKW OBYXCTOPOHHEW NeHTL B Yawke MNeTpw,

BEICYLWMBAKT MembpaHy W NPOBOOARAT ee WCCNefoBaHue Nog MUKDOCKONOM
npK yeenuy4edu 100°

312 Ecnw B npegenax oTMNbTPOBAHHOMO yYactka npofibl MmesTcA He
Bonee 20 MUKpoYacTMLy paamepamu, Bonee unu paeHbiMK 10 MEM, U 5 MUKPOYACTHY
paamepamu, bonee UNA paBHLIMKA 25 MEM, TO (POHOBBIW YPOBEHE MUKDOYACTHL CHUTAKT
O0CTaToMHO HU3KMM ONA NpoBejeHUA MUKPOCKONWMYECKOro aHannaa.

r3.1.3 MNpw npoeegeHwH adanuia cnedyeT WMCNons20BaTe ODECNbINEeHHbIE
CTEDUMbHBIE MNEepYaTi¥, YCTPOWCTED GUNLTPAUMKA M NPUHAANEMHOCTH, TWAaTenbHo
BbIMbIThIE C WCNOMNb3OBAHWEM TENMNOMD pPacTeopa MOWLWero Cpeacrtsa, CMblBAEMOro
OEMOHW3MPOBAHHOW BOJOW WNKW M3ONpONWNOBRIM chUpTOM. [leped WCNONbL3IOBAHWEM
cnegyeT OTOWNLTROBATE  AWCTUNNUPOBAHHYKD WNK  J8WOHW3WPOBAHHYK  BOOY
PUNETPaMKU C OTEERCTUAMK He Bonee 1,2 MEM.

3.1.4 OroH4YSTENBbHYK CYLWKY YCTPOWCTEA UNETPAUMKM WM NPMHALNEHHOCTEN
NpOBOOAT B BoITAXKHOM WKagy C NAMWHAPHLIM NOTOKOM BO3ayXa.

PekomeHgyeTcA ycTaHaBNWEaTh BLITAXHOW WKad B OTAENLHOM MNOMELWEeHWW C
nogaven oTPUNLTROBAHHOMD BO3OYXa.

r.3.2 Modzomoeka Mukpockona
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321 BeNwwYawT BHELWHWA BCNOMOTraTenbHelld OCBETUTENE NAAAKLWETND KOCOTO
OCBELYEHWA W YCTAHABNWBAKOT erc BHNW3K CTONWMKA MUKpOCKoNa.

322 dokycupyoT OCBETMTENL Tak, 4T0Dbl NONYYWMTE KOHUEHTPMPOBAHHbLIA
YYaCcTOK CBEeTa Ha MemBpaHe uNeTpa, pacnonNOMEHHOMD Ha CTONMKE.

[3.2.3 PerynvpywT BCNOMOTATENeHbIA - OCBETUTENE  Najakwillero  Kocoro
OCBELUEHMA NO BEICOTE Tak, 4Tobbl yron nagakwwero ceeta coctaenan ot 10° go 207 K
rOPU3CHTaNM, MUKPOYACTHMUE Ha meMbpaHHoMm duneTpe OONMHEI MMETE OTYETNMBLIE
TEMHBIE TEHK.

MN3.24 PerynupyloT BHYTDEHHMA 3NMCKONMMECKWA OCBETWTENL CBETNOro Nonsd,
NONHOCTBHY OTKPLIBE NONEBYH W anepTypHy gvadparMsl. LeHTpUpyloT HWTE Hakana
namnel A @OKYCHDYIOT MMKPOCKON Ha UNLTP, Codep®allui MUKpoYacTHUbI.

3.2.5 PerynupywT WHTEHCHBHOCTE OTRAXEHHOro CBeTa A0 TexX nop, nNoka
MHKPOMACTHMULI HE CTAHYT MeTKO pazNuu4MMbl U He oBHapywaT OTY4eTNMBELIE BUOMMbIE
TEHHK.

326 YcraHaenweawT Camoe HU3KoEe aHavYEeHWe WHTEHCHBHOCTH
INWCKONWYeCKoro OCBelWEeHWA, 3aTeM NOBLIWAKT &rc Ao Tex nop, Noka TeHW,
oTbpachiBaeMble  YacTUUamMK, He NOoKaXyT MUMHMMANEHO 38METHOE CHUMEHWEe
KOHTpacTa.

r.3.3 Modzomoeka ycmpolcmea hunsmpayuu

331 Mowrt dunsTpoeansHye sopoHry ([.2.5.1), nogcraexy W andpyaop B
pacreope ®WOKOMO MOKLWero cpeicTea W B ropsaYeld Boge, MPOMLIBAKT FOpAYed
nNpoTOYHOK BOOONPOBOOHON BOOOH, NoTomMm NEOMBIBEKT PUNLTPOBAHHON
OeMOHW3WpOBAHHOW BOOOW nogd daBnedHdem. [MOBTOPAKT npouelypy NPOMBIBAHWA ©
HCNOoNbL3ocBaHWeM (PUNLTPOBAHHOMD W3CNPONWNoBCro cnupTa. MNpoMbIBAKDT YCTPOWCTEOD
PUNETPaUMK  @WUNETPOBAHHOW  OSMOHWIMPOBAHHOW  BOJOW, nNogasaemMol  noa
nasgneHuem.

332 C noMowb YWCTOMND NUHUETA C 32KpyrneHHeMU KOHUAMU BLIHUMaKT
MemMBpaHy U3 OCHOBAHWA BOPOHKW MMNeTpa.

3.3.3 Crpyed DWNbTPOBAHHOW OYMWMLLEHHOW BOOL, NOAABAEMOW NOO HUIKWMM
OaBneHuem, TWATEeNsHO nNpombisawT obe CcTopoHbl UNBTpa, HAuYMHAA CBEpXY,
NoBOpAaYMBAA B3ad W BNnepeq K OCHOBAHWKD.

3.3.4 CobupawT wwcTtoe ycTpoWcTBO Tak, 4Tobw awddy3op Haxogwuncs B
BEPXHER YacTW OCHOBaHWA, 3 YMCTLIM MemBpaHHbIn UNLTD — B BEpXHEW 4acTW
audpdpyaopa.

[3.3.5 YcTaHaenWeawT Yaen BOPOHKM B BepXHEeW 4a3acTW OCHOBAHWA W
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FAKPENMAKT.

r.3.4 Modzomoeka k aHanusy ucnsimyemsix OHP

MNoToBAT MensITyeMsie OWP B cneayowei nocneqoBaTensHOCTI.

3417 BHe BoITAMHOM wWeadra CHAMAKT BCE  HAPYHHBIE  EDbIWKK,
repMETHIUPYIIWME NONOCEl M HE3aKpPeNnneHHBIE WNKW OTCTaWMe DYMAaMHEIE APNLIKM.
MNpOMBIBAKOT BHEWHWE NOBEDXHOCTA KOHTEWHepa (UNETPOBAHHOW A8WOHUINMPOBAHHORA
BO40W, NpedycMOTpes 3aLUWTY eMKOCTW OT NoNnajaHus 3arpA3HeHud U3 oKpy#awen
cpegbl.

342 WaoimawT cogepsxumoe KoHTenHepoe., CoOepHUMOe KOHTEWHEpOB CO
ChEMHBIMW NPODKAMK MOMHO W2bATE HENOCPEACTBEHHBIM CHATHEM KDBIWEK, Take
OONYCKAETCA MCNOoNbL30BATE YCTPOMCTBO AnA oThopa npob ¢ Wrnol AnA NPOHMKHOBEHKWA
B KpblWKy kKoHTedWHepa. Mpobel OWMP, ynakoBaHHele B NNACTHKOBLIE KOHTEHHEpEI,
MOMHO W3LATE, COenae OTBEpCTWE B KONNa4vke KOHTeWHepa WNW OTpe3ae yronok
YHMCTEIM NE3BKMERM MM HOXHWLLAMA.

343 Yucno npob wenbimyembix OMP gonwHo ObiTb gOCTaToMHbIM  ANS
obecneveHWA cTaTUCTUYeCcKW oBOCHOBAHHOW OUEHKM Toro, COOTBETCTBYET NK NapTHa
MNK  apyras KpynHaa rpynna npegctaenedHelx OWMP 3apgadHeiv  npegenam  mnu
NpEeBEILIAST MX.

r3.4.4 Ecnu obbem koHTeRHepa medHee 25 mn, cnegyeT weneiTate OWP w3 He
MeHee 4em 10 koHTedHepos. JonyckaeTcd NpoBEpATs e0WHWYHLIE KOHTEWHEeDL!, 2Cni
obrem OWP oToensHOro KOHTEWHepa cocTaenseT He medee 25 mn. B cnyuae, ecnm
BMECTMMOCTE KOHTeWHepa BDonee 25 mMn, NPoBEpAKDT OAWHOYHBIE KOHTEWHEpLI.
Mpoeeprky OWP B koHTeWHepe ©Oonee 25 mMN NPOBOAAT  Ha  OCHOBAHWK
COOTBETCTEBYHILLEro NNaHa BeIBopoYHOro KOHTPONS.

r.4 Mopsdok nposedeHun aHanusa

r.4.1 Mopsadok aHanusa ucnsimyemsix OHP

4.1.1 MepemewnBadT KOHTEWHEpLl, cojepxawmWe ucneiTyemsie OWMP, 20-
KPATHEIM CNpOKMOEIBaAHWENM.

4.1.2 BCKpbBAWT  KOHTEWHEpPEl Takkum  cnocobomM,  KOTOpbIA  co3gacT
HAMMEHBLUES BOAMOXHOE YWcno poHOBBIX YacTuy. Ecnu obvem OWMP B koHTelHepe
MeHee 25 MmN, cnefyeT BCKPBITE U CMELWaTE CoOepHUMoe He MeHee 10 KOHTEeWHEepOoR B
YACTOW EMKOCTH.

4.1.3 NepenueawT Beck obwem OWP B duUNbTpOBANLHYHY BOPOHKY K
BENIOMAKNT BRITAMKY.

r4.14 Ecnw obvem OWP, nognexawero uneTpauyuK, nNpeewlwaeT
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BMECTMMOCTE OMNETPOBANEHOW BOPOHKW, NOCTENeHHO A0DaBNAKT PacTeop NOPUMAMM,
noka eeck obbvem OWMP He BygeTt oTdmnsTpoBaH.

4.1.5 Mocne nocnegHer nopudy  OWMP npoMmbiealdT  CTEHKWM  BOPOHKMW,
HanpaenAs nog HW3KMM  J3BNeHWeM Mo KpPyry Ha CTEeHKW BOPOHKW MNOTOK
PUNLETROBAHHOW  OSWOHM3WPOBAHHOW BoAdbl. [lpekpallanT NpoMBIBAHWE BODOHKW
npexae, Yem obbem cHM3MTCA 00 1/4 ypoBHA HAnonHeHuA. Mog0epwUBalDT BaKyyM,
NoKa BCA MWAKOCTE HE NPoROET B BOPOHKY.

F4.1.6 OTHNHOYMB BLITAMKY, C NOMOLWbLH MNWHUSTA BLIHMMAKT mMembpany w13
OCHOBaHWA (QUNLTPOBANLHOW BOPOHEM M NOMEWAaT B vawky lMeTpu, 2akpenve ee c
NOMOLLLM OBYCTOPOHHEW NEeHTEl W HAHeCA WOSHTHMWKAUWOHHY MapEWpPOBRY
ucnemyemoro OWIP.

F4.1.7 BocywweawT PUNETPOBANEHYHY MembpaHy B BuITAMHOM wWrkady co
CNErka NPUOTEDBITOR KPpBILWKOW Yawky MNeTpu.

418 PaccwmoTpveawdT nog  MUKpockonom c©  yBenwdedwem 1007
thunsTpoBanLHYD MemBpaHy NpW CHATOR Kpblwke Yawwkm MNeTpu.

r4.1.9 Ecnw g acHe unsTpaunK mmeeTcA He bonee 20 4acTuy pasmepami,
Gonee wnu paedHemn 10 MeM, ¥ He Bonee 5 yacTuy, pasmepamu, Donee WNK pPasHLIMK
25 MEM, TO (OHOBLIA YpOBEHE YACTAL  OOCTATOMHO  HW3IOKONA NpoBEOEHMA
MHUKDOCKONWYECKONo aHannaa.

4110 Ecnu wucno 4actvy npeesiwaeT 3Ty Tpebosadua, hOHOBLIW YDOBEHL
4acTWl He noaxeOuT OnA NpoBedeHWA MMKpOCKONWYeckoro adanuia. Cnepgyet
NOBTOPATE NOArCTOBMTENEHLIE 3Tanbl, Noka QOHOBBIW YPOBEHb YacTHL He CTaHeT
NoAXOAALKMM OANA NPOBENSHWA JAHHOMD MCNLITAHKMA.

r.4.2 Mopsdok npoeedeHus pabom ¢ OKYNApHoi cemkold u modcyem
MuKkpovacmuiy

421 OTHOCMTENBHYK MNOTPEWHOCTE OKYNAPHOW CETHWM ONpefensoT o
NOMOLLLE OBLEKT-MUKpOMETPa, NPOBOAR CNeqyowre onepawum:

COBMELLAT NUHERHYD WKANY CETKM CO WKANOW 0bbekT-MUKpOMEeTpA, YTODE
OHWK BbiNK NapannensHel;

CPABHUBAKT WKANk!, WCMOMNL3ys KaKk MoxHO DoNblie OeneHwd Ha Kawaon
wKkane;

3aNUCHIBAT YMCNO AeneHuW Ha NUHSWHOW Wwkane ceTin — G50 w wvcno
OenedHuy Ha Wwrkane obsekT-MukpomeTpa — SMD,

PACCYWMTEIBAKT  OTHOCHMTENBHYD NOTPEWHOCTE  OKYNAPHOW  CETEM  no

cneayowen dopmMyne:
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g ESD—SMD (1)

fonycTumMa OTHOCHTENLHAA NOTPeWHOCTE B npeaenax £ 2 %.

4.2.2 OCHOBHbIM METOOOM M3MEDEHMA C MCNONLAOBAHWEM OKYNAPHOW CETKKW C
OKPYAHOCTAMK ABNASTCA MBICNEHHLIW NepeHoc W3obpakeHna KaXaoW MUKDOYMacTUUL B
none 3peHa OKyNADHOW CETHEW, a 3aTemM CPABHEHWE WX C OKPYMHOCTAMW CpaBHEHWA
AuameTpamn 10 w 25 MEM. lpouyecc WIMepsSHWA BLINONMHASTCA 083 HanoweHws
MHEDOMACTHML HA OKPYMHOCTH CPaBHEHWA, MWEpPOYMACTWLLl HE COBWIAKITCA CO CBOEro
MECTa B Npefenax Nona 3peHHa oOKyNAPHOW CETHW.

423 Ona wWaMepeHda  Benbix W Npo3paddblx  MUKPOYACTUL  cneayer
MCMNONL30BaTE BHYTPEHHWA AMaMEeTD CBETMNLIX ONOpHbIX OKPYHHOCTENA, ONA W3MEpPEHWA
TEMHBIX MWEPOMACTUL — HapyHXHbIA OWMAMETD YepHLIX Henpo3paqHbiX OKpPYMHOCTEN
CpaBHeHWA.

424 DokycUpyA OKYNADHYH CETKY perynupoBadHyieM JUONTPWRHOMS Konbua
Npagoro oKynaApa, NoBOPAYMBAIOT €8 B NPaBOM OKyNApe Tak, 4yTobsl NUHEeWHaA WkKana
HAX0AWNACck BHH3IY NONA apeHWA, Habnwaas nccnenyemsid obpaseld He B horyCe.

4.2.5 dokycupywT MWMKpoCKON Ha wccnegyemsid OWMP. Habnwgawt OWMP
TONLKO “epe3 npaes oxynap. Habniopaa Yepea neesid OKyNAp W perynupys
OWONTpWMAHOE KoNsUo, fobueawTea pokycupoBrkr nccnenyemoro OMP.

[4.2.6 [lpy BEINONHEHWA NONHOMO NOOCYETa HEe NPUHAMAKT BO BHUMaHKe none
3PEHWA CETKW, OrpaHWYeHHoe DONbLWOR OKDYHHOCTEH. MCNONs3ywT BepTUKankHoe
nepexkpecTse.

[4.27 CranvpywT Bclo memBpady cnpaea Haneeo No TPAEKTOPWMM, KOTOpas
NOUMBIKEET, HO HE NepekpbiBaeT Nepeyl TPpaskTopui craHuposadwva. [osTopawoT
npouenypy, NepeMelancs BNpaso-BNeBO, NOKAa BCE 4acTWUbl HA membpade He DyayT
NoACHUTaHEL

4.2.8 3anuceiearT obuwee YWCNO YacTHU, paaMepsl KOTOpbIX cocTaenawTt 10
MEM MNW Bonee, W oblwee YWCNO YACTUU, PAIMEDL! KOTOPLIX COCTABNAKT 25 MKM MNK
Gonee.

4.3 MNpaewna obpaboTkn peaynsTaToe aHanuwaa

431 PaccyuTLIBaHT YMCNO YACTHL HA KOHTeRHep no bopMyne

PV, (r.2)

roe P — ofwee YUCno NoOACHMTaHHbLEX YACTHLL
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V — obbem vcneiTyemoro OWP, mn.
432 KoppekTupyloT cTeneHs pa3basneHna Ons NONyYeHWa 4dcna
mukpodacTvy npu nogrotoBke OWP, ToecTe paccy4MTLIBAKIT YMCNO BhIABNEHHLIX

MHKPOMACTHL Ha 0Bbem Mccnegyemoro OMP.
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Npunoxexwe [
(oBaAzaTensHoe)

Hcnesimavue OMP memodom sHympuanasHol uMnaaHmayuu

0.1 Obwme TpeboBaHuA

A.1.1 lNpy nposeaeHd MCNBITAHWA BHYTPAMA3HOW WMNNAHTaUWMK NpoBoaar
OUEHKY MECTHOrO OeWCTBWMA Ha #MMBYH TKaHe obpasua OWP, MMNNaHTHpOBAHHOMO
XMDYPrUYveckus  cnocoBoM B MECTO, COOTEETCTEYHLLEE  NpenyCcMOTPEHHOMY
NoWMEHEHWID, MapWpyTy W  ONWTENBHOCTM  KOHTAKTa KAk Ha MUKpo-, Tak ¢
MaKpOYpPOBHRAX.

0.1.2 Obwue TpeboBaHWsA K WCNLITAHWAM HA WMMNNAHTAUWMES COOTBETCTBYHIT
yKazaHHelM B FOCT SO 70993-6 w MOCT 150 10983-12.

0.1.3 B kKadecTee MecTa ONA WMNONAHTALMM MoXeT BbiTe MCNONB30OBaHA
nepedHAs Kamepa WNW CTeKNOBWAHAA NONOCTb rNAa3a XWBOTHOMD, NoAxXoadAulerc Ana
WMCNEITaHWA.

0.1.4 B cooreetcTteuK c TpeboBadHuwAmK [5] wCnuiTaHWe Ha MUMBOTHOM OONHHO
ObITE COKpALUEHO A0 CNPaBaaHHOIo MUHWMYMAE.

.2 Mopagok npoBegeHWA UCNLITAHWA

0.21 Heobxogumeld obwem OWP, cooTBeTCTBYKWMWA npeanonarasmony
MCNONbL30BAHKWKD, BEBOOAT B MepedHio kamepy Wil & nepedHion Yacmes cmexknosudHod
nosocmu enasa.

0.2.2 WMmnnastayvio ocyLUECTENAKT ¢ MUHUMANbLHO BO3MOXHON TPABMOW rnasa
aona Toro, 4Tobbl XMpyprudeckas Tpaema [Naza He MacKMpoBana NoOBPEXOSHWA,
NoONYYeHHbIE B PE3YNLTATE BO3OEWCTEBMA MCNBITYEMOro UMK KOHTponeHoro OWP.

023 B8 KadecTES obpazua CpAaBHEeHWA HCNONBAYHOT Opyron
3aperucTpupoBadHeld OWMP, NpuMcyTCTBEYHOWKMIA HA pLIHKE HE MeHee NATH NeT W
NpeOHasHa4YeHHbBIA gNa Tex e Luened,

0.3 MNpaewna obpaboTku pezynLTaToOB MCNLITAHMA

0.3.1 BocnanuTenkHas peakuWs rnasa, Bo3dHukawwas nocne ssegseHwa OWP,
O0MKkHa  NOCTOAHHO — KOHTPONWMPOBAaTLCA W KNAacCWPWUWpOBATBECA  COMMAacHo
CTAHAAPTHIOBAHHOW CHMCTEME  KONMMYECTBEHHBIX NoKazaTened ana  DWoOMMKpOGC-
KONWYECKOro WCCNefoBaHWA ¢ WCNONbLIoBAHWEeM WeneBoW nNamnbl vepel 4—6 4 W
DUOMUKDOCKONMYECKOTD WCCNedoBaHWMA W MIMEPEHUA TONWMWHEL POroBUULl 4epes 24,
48, 72 4w 1 Heg nocne seeneqHna OWP.

,[I,.E.E BH!,I'TFI'I-"IFJ"IEL‘EI-HDE AdBNeHWe M3MEPDAKT B MOMEHTHI BpEMEHK, YHa3aHHbIZ B
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oueHke pucka. [JonyckaeTcA NPUBOAWTE OONONHWTENBHBIE OUSHKW B 3ABMCUMMOCTK OT
ONUTENBHOCTH M3YHEHHUH MMNNAHTALMK.
[.3.3 Peaynbtatsl WMCNLITAHWA J0MMHE OblTe 3aHECEHL! B OKOHYaMensbHbI

OmM4yen.
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Mpunoxenue E
(obr3aTencHoe)

TpeboeaHus K KNUHUYECKOMY ucnbimaHuw OUP

E.1 Obwme TpeboBaHKuA

Non#Hel BeiTe NpWMeHeHbl oblwe TpeBoBaHWA K KNUHWYECKWM WCNBITAHWAM Mo
MOCT 31580.7 W 4acTHole TpebosannA nogpazgence E.2—E4  HacToAwero
NpUAOHEHWA.

E.2 MNnaH KNHHAY&CKOro MCNEITAHKA

E.21 [NonxHo DbiTe NpoBefeHO CTATUCTHMHYECKOE KNWHWMECKOE WCNLITAHWE B
KOHTpONWpyemelx ycnoewax. Llensw wccnegoeadva OonwHa DbiTe OOKYMEHTaNBHO
noaTeepaeHHan BeaonacHocTe Hoeoro OWMP BO BpeMma onepauld No cpaBHEHWI ©
KOHTpONEHBIM OWP. AHanua pvckoe QOMMeH onpefenuTe WMCXOOHYID rMnoTeay, a ans
pacyeTa HeoDXOOMMOro “WMcna cyDLEeKTOB B KaWOOW KOHTPONLHOW rpynne O0MwHb!
ObiTe MCNONLIOBAHE!I CTAHAAPTHEIE DUOCTATUCTHYECKKE OPMYNbL,

E.2.2 KoHTpontHbiM pacTBopoM gon#ed ObiTb O0OKYMEHTHpoeaHHud OAP,
WHpOoKD NpoAdBaeMelld B TEYeHMEe NOoCNedHMX MATH NeT, NpedHasHaYeHHbIA K|
YTBEPHAEHHEIA ANA TOMO #e NpUMeHeHWA. YUCNo He O0BEAeHHbIX 00 KOHLAE cyDBLeKToR
B KAMOOW KOHTPOMNBEHOW rpynne OOMKHO COCTaenATe He Gonee 10 % obwero wwcna
BOBNEeJYeHHbIX B WCCcNegoBaHue cybLekToBs.

MNMpumumedanwne — Hoocnegoepadya, Mpoaoguseie B8 OOHONA CTDAME, MOMNYT NPUBECTH K
MNOABNEHAD GONONHUTENEHREX TDEEDEEIIHﬁ Mo BeNONHEHHD NPABOBLIX HOPM B OPYTHE CTRpaHax.

E.23 HKamab¥ KNWHWYECKMH WCNBITATENL [OM#EeH NPOBOAWTL OOWHAKOBYH
XUPYDIMYECKYD onepauui AnA Bcex cybbekToB.

E.2.4 Habnwgatenu He JoNMHb NPUHEMATE  Y4acTHe B KIWHWYEeCKOM
HMCNbITaHKUW. EcnKW Henb3ad OOCTWIHYTE CPABHWTENLHOMD WCCNEeOOoBaHWA HOBOTO W
KoHTponeHoro  OWP, nocneonepauWoHHbie  WCCNedCBaHWA  MOXEeT  NpoBecTH
He3aBvcHMBIR HabnwOaTens, KOTODLIA @ He [OONMeH 3HaTh, kakod OWP Bein
MCNONBA0OBAH.

E.2.5 OQnuTensHocTe wcnone3osadna OWMP v obbem, npUMeHseMbld AN\
KaMOoro cybbexTa, NoN#He DsiTe NOATEEDHAEHE!l AOKYMEHTANBHO.

E.26 CepbeiHbie HeDNaronpuATHbIE ONEPAUMOHHBIE W NOCNeonepaunoHHbIe
MCxoOp, a8 Takxe epefHsie BoagedcTens OWP  goniHel ObiTe OOKYMEHTANBHO

NoOATEERHOEHE M 3AHECEHE! B OKOHYATENEHEIA OTYET B COOTEBETCTEBUMKM ¢ FOCT 31580.7.
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E.2.7 CybberTor HabNwAawT 40 oNepaur K 4epes cnedyrwme npoMexyTEW
epemeHr nocne onepauuw: (B £ 2) 4 (TONsKo ONA M3MEPEHWA BHYTPWIMA3HOMo
Oaenedua); (24 £ 4)q; 1 Heg + 2 cyT, 1 mec £ 7 cyT; 3 Mec £ 2 Heq.

E.28 B npouecce KIUHUNECKUX ucneimadud domwHel ObiMe  OUBHEHGI
cnedywoile NepeMeHHLIe NapaMempbi.

a) nocneonepauuoHHoe UsMeHeHUe aHympUanasHoao dagneHun,

&) monwuLa po2osuLis,

8] wUC/A0 KNemok 3H00menus po2osuLis!,

2) ocmpoma 3peHunR,

d) dpyaue napamempesi, UdeHmMUUUUpYEeMBEIe OUeHKOU pucka.

E.3 OueHka napameTpoB

E.3.1 MNocneonepaunoHHoe UIMEHEHWE BHYTPUINAazHoOro gasneHuna

Ecnu oueHka pucKa  yKa3bIBAET Ha  HeobXOOMMOCTE  MOHWTODMWHra
EHYTPWINAZHOIO OaBNeHWA, TO ero cnegyeTl MaMepATs C NOMOLWBK annnaHauWmoHHoro
ToHomeTpa [oneamada. [aBnedHwe cnelyeT W3MepATb MpU Ka¥O0M  NOCEeLeHWH
cybBLekTa.

E.3.2 TonwmMHa poroeuubl

Ecnu oueHka pucka yKasbiBaeT Ha HeobxoQWMOCTe W3IMEPEHMA TONWMWHEI
pOroBMULl, TO W3MepeHWs NpoBOAAT A0 ocnepauud W vyepes 24 4, 1 Hed 1 1 Mec nocne
OnepaL M.

E.3.3 MNocneonepauynoHHan BOCNanNWTENLHAA peakuua rnaza

CTeneHe peakuvn BOCNANEeHWA MMa3a oueHWBAKT MeTo4oM BHMOMWKPOCKONWA C
WMCNONbL3oBaHWEM LWeneBod Namnel W KNWHWYECKM KnaccWpUUMpYoT NpW  Kawoom
nocelieHd 3a UCKNYeHWeM noceweHMa Yepes 6 u.

E.3.4 CocToAHME 3HAOTENKWA POroBHULI

CocTofHMe 3HOOTENWA DPOrOBMULI OUSHWMBAKT NyTEM NOACHETa 4YWCna KNeTok
3HOOTENWA POroeuUbLl 40 onepauynn i Yepes 3 Mec nocne onepayum.

E.3.5 OcTpoTa zpeHuA

CHOppeKTHPOBAHHYK) OCTPOTY 3peHMA W3AMEepPAKT 40 onepauwrik | depes 1 Heqd, 1
W 3 Mec nocne onepauvi.

E.4 Mpumepbl pacyeta 4ucna cybbekToB, Heobxogumoro AOnA
npoBefeHUA KNUMHWYECKUX MCNbITAHWA

E.4.1 Pacuyer uucna cybLekToB gnNs MIMEpPEHHMA TONWMKWHLI POroBULUbI

E.4.1.1 MNMpumep OCHOBAH HA WaIMEHEHWW TOMNWMHbL POrOBMULI B KadecTee

OCHOBHOMD KPWTEPMA. 33 HyNeBy rMnoteay (Hy) NpUHKMaKT To 0BCTOATENLCTEO, KOrga

3l

[OCT 31585-2012 CtpaHuua: 35/42
GostExpert.ru


http://GostExpert.ru/gost/gost-31585-2012
http://GostExpert.ru
http://GostExpert.ru

rocTt

rocT 31585-2012

pa3HWLE B W3MEHEHMWM TOMNWWHE POrOBMULL MCNBITYEMOro W KoHTponeHoro OMP go
onepauln v wepea 24 4 nocne onepauwu BonbWEe WNW paBHa 3afaHHOMY npegeny
ENUHWYECKDW 3KBHUBANEHTHOCTKH (A, MM). ANBTEpHATUEHOWA TUNCTE30W (M, ) ABNReTCA TO
OBCTOATENLCTEO, KOMAE Da3HWUA B WAMEHEHWM TOMNWWHLL POTOBMULI MCNLITYEMOrO W
KoHTponeHoro OWIP oo onepauyud W Yepes 24 4 nocrne onepaudy MeHslle 3afaHHoro
npegena KNUMHWHECKON 3KEMBANEHTHOCTH (A, MMm).

Takum obpazom

'HI]:“'I I;Eﬁ',_uﬂ'ﬂ':ﬂﬂl}'ﬁ' H1:|!-lles: - !-‘l;nrt:il I':"-Jl"-- |.E1:|

TOE U et M Y conynl — CPEOHWE ZHAYEHWA YMCNA cyDLEeKTOoR ANA MCNBITYEMOR K
KOHTPONEHOR rpynn.

E.4.1.2 Y100l nNOCTPOWMTE ABYXCTOPOHHWMA O0BEpPUTENbHLIA WHTEpBan Ans
DAZHWUEI B M3MEHEHWK TOMLUKMHE DOrOBMLLl, KOTOPLIA HAXOOAWTCA B npegenax + A, MM,
HOTOda WCTWHHAR pa3sHWUa paeda Hynw, npu mowHocTd 80 % W cTaHgapTHOM
OTKNOHEHWW ONA WAMEHeHWA O, MM, Heobxogwmoe 4qucno cybbeKTOB B rpynne

paccyYMTLIBAETCA NO cneldylwed dpopmyne:
2z 2yt 26%(196+128 ) (E.2)
) A2 ) A '

rae Z,z W Z;; — CTAHOAPTHLIE HOPMAankbHbIE OTKNOHEHWA, COOTBETCTRYLWKWE a/2 1 (/2.

M

E.4.1.3 Wcneimyemeld OWMP cuMTaoT 3KBMBANEHTHEIM KOHTponsHoMy OMP, ecnu
OBYXCTOPOHHMA 95 % -Heid QoBEpUTENBHBIA WHTEPBAN ONSA PasHUUbl B W3MEHEHMW
TONWKWHLl  POFrOBWMULI  HaxoOWTCR B COOTBETCTEYIOWMX npejenax  KIWHWYeCcKoW
AKBUBANEHTHOCTK + A, MM,

Ecnu cTaHOapTHoe OTKNOHEHWE NPpU  W3MEHEHWM TONWMWHEl pPOoOroBuubl 0o
onepaudi KU Yepea 24 4 nocne onepauuy coctaenaeT 0,02 MM, a npeaen KNdHWYeCckon
SKBWBANEHTHOCTK yCcTaHoBNeH Ha £ 0,025 MM, B UCNBITYEMOR rpynne gonxHo beiTe B6
cybrektoe. JononsutensHele cybbekTel, He merdee 10 %, gonHe BbiTe BRNHOMEHB! B
MCNBITaHKUA, YToDLI NPEQYCMOTPETE DTCEB.

E.4.2 Pacuyer yucna cybLeKTOB ANA NoOACHETA KNETOK 3HAOTENMA

E.4.2.1 lNpumep OCHOBAH Ha NPOUEHTHOM HW3MEHEHWW KNeTOoK 3HJOTENWA B
KA4YeCTBE OCHOBHOMD KOHEYHOrD KPMTepMA. 3a HyneByw runoTteay (M) npuHUmanT TO
ODCTOATENLCTBO, KOMOA PasHULa B NPOLUSHTHOM MW3MEHEHWK KNETOK 3HOO0TENWs
MCNEITYEMOro M KoHTponeHoro OWMP go onepauudu W cnycTsa 3 mec nocne onepauddu
fonbWwe WNW pagHa 3a0adHHomMy Npefeny KNMHWYeCKDR 3KBMBAnNeHTHocTu (A, mm).

AnbTepHaTwBHOW runoTezol (M) sAenAeTca To OOCTOATENLCTBO, HOTOQE pazHvua B

£
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NOOUEHTHOM M3MEHEHWMM KNEeTOoK 3HOOTENMA MCNBITYEMOre W KoHTponsHoro OMP go
onepauuu 1 cnycta 24 4 nocne onepauvy MeHsblie 3a0aHHore npegena KNUHWYeckon
SKBUBANEHTHOCTH (A, MM).

Takum obpazom:
HI']: ||-l sl uf_{ﬂml I zA A | I-Ifegi - !-I'D:mrgl | q"i- {EE]

rae Y otest M U convst — CPEOHWE 3HAYEHWA 4Wcna cyDbLeKToR ANA WCNLITYEMOW W
KOHTPONEHOW rpynn.

E.42.2 YT0bsl NOCTROWTE [OBYXCTOPOHHWA OOBEPWUTENBHLBIW WHTEpPBAN ANA
pasHWULl B MNPOUEHTHOM W3IMEHEHWW KNETOK S3HOOTENWA, KOTOPBIA HAXOAWTCA B
npenenax + A, MM, KOrAa MCTUHHAA Pa3HWUA pPaBHA HYNH, Npd mowHocTH B0 % W
CTAHOAPTHOM OTKNOHEHWMMW ONA W3MEHEHWH J, MM, Heobxogumoes ducno cybbexTos B

rpynne paccyuTsIBAETCHA NO cneayowen dopmyne:

n_ 26°(2y00+ 2ya ) 2%(1,96+1,28)2 [E4)
A A '
[0 Z 42 W Z 2 — CTEHAAPTHLIE HOPMANLHLIE OTKNOHEHWA, COOTBETCTBYIWME al2 1

B2.

E.4.2.3 Wcneityemeld OWP cY4MTaOT 3KBMBANEHTHLIM KOHTponeHomMy OWP, ecnu
OBYXCTOPOHHWA 95 %-HblW OOBEPWTENBHLIA WHTEPBAN ONA Pa3HWUB! B NPOUEHTHOM
HM3MEHEHWW KNeToK 3HOOTENWA HaxX0OMTCA B COOTBETCTEYIOWKWY Npedenax KNUHWYeCKon
SHEWBAMEHTHOCTH £ A, MM,

Ecnu cTaHOapTHOE OTHNOHEHKE NDK NPOLEHTHOM MAMEHEHWK KNETOK 3HOOTENMA
00 onepauuM W 4Yepes 3 mMec nocne onepauwn coctaenseT 15 %, a npegen
KNUHWYECKON 3KBMBANEHTHOCTH YCTAHOBNEH HA £ 7.5 %, B MCNbITYEMOR rpynne QOMHHO
ObiTe 86 cybbektoB. JononHutenbHele cybbekTwl, He medHee 10 %, OonHel ObITb

BKNKYEHEl B WCMNBITAHWA, 4TODKI npeayCcMmoTpeTe OTCEB.
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MNpunokedne XK
(pekomeHayemMoe)

CpaBHeHWe CTPYKTYpPbl MEXAYHAPOAHOro CTAHAAPTA CO CTPYKTYPOW

MEXIToCYOQ4apCTBEHHOMNO CTangapTa

Tatnuuya A1

34
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CTpysTypa MesIyHEpOOHOMD CTEHOApTE CTpyKTYPE MERrocy g8 pCTBEHHOMND CTAHOARTA
Manpazgan [TyHKT MoarmeHeT Faagen MyHkr MoarmyHKT
Pazgem 4 4 4.1 -
Paznen 5 4.2
51 4.2.1
5.2 422
5.3 4.2.3
5.4 §.4.1 4.2.4 4.2.4.1
4.2 4.24.2
§.4.3 4.2.4.3
G.4.4 4.2.4.4
5.4.5 4.2.4.5
5.4.6 5.4.6.1 4.2.4.6
5462
Paanen &6 5
&1 .1
6.2 6.2.1 5.2 521
G.2.2 522
G.2.3 523
6.3 5.3
Panen T G
Paxnen B 7
Paanen 8 &
2.1 8.1
9.2 B.2
FPazpan 10 a
MpanoessEHae & Mernosware A
A1 A1
8.2 Az
A3 A3
Mpuncwanue B MNpunosanwe b
B.1 6.1
B2 5.2
BE.3 B.3
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Mpodonwerus mabnuues AT

CIpysTypa MEsOyHEPOOHOMD CTEHOEPTE CTpyRTYPE MERIICY S8 PCTEEHHOND CTAMOARTE
Mogpazgan [TyHET MogryHeT Fazgen MyneT MogrmyHer
MNMpuanosedwa G MNpunoewanwe B
C.A B.A1
z.2 .21 B.2 B.2.1
c22 EZZ2
c.23 E.23
C.24 E.24
C.25 EZ5
c.3 .31 B.3 E.2A
C.32 E3Z
E.33
Mpuanoseqwa O Mpunosedue T
0.1 r.1
0.2 21 r.2. r.z1
o222 r.2.2
.23 r.2.3
24 r24
025 .25
0.3 3.1 r.a r.a1
0311
0312 raz
0313
0314 r.iia
3.2 rid4
321
0322 r.4
3.3 r4.1
0331 r4:z
0332 r4.3
Mprnossnee E MNprnoswarae 0
E1 Pl
EZ2 0.2
EZ3 0.3
MNennosarme F MNpunosanwe E
F.1 EA1
F.2 E2
F.a F.3.1 E.3 E31
F.3.2 E.32
F.3.3 E33
F.2.4 E.34
35
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Oiomsaking mabnuiye 1

CTpyETYDE MEROVHAPOOHDNG CTAHOapTa

CTpykTypa MasrocyJapCTEEHHOND CTAHOAPTA

Manpazgan [Ty MoprygHeT Faapnen MyHer MonmyHeT
F.3.5 E35
F.3.6
F.4 F.4.1 E.4 EAA
F.4.2 EAZ
Bufinworpadiva EwbnuwarpadiueA

Mpumeuanue — CPaBHEHWNE CTPYRTYD CTAHGADTOR NPHBEOEHD HAYMHAA C paanena 4, Tak Kaw
NpefeEayLiMe pasgent CTAHIapTon M WK MHEIE CTPYETYPHEIE ANEMEHTE (33 MCKMIOYEHUEN NPEaHCIoBIA)

HMOEHTHYHEL.

rocTt
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[1] USP 24 <788>

[2] M 1l

[3] EN 1244212000

EMN 1244 2-2:2000

EN 12442-3:2000

[4] USP 24 <B5>

[5] 153 10893-2:2006

[6] AAMITIR Mo, 19:1998

[F] 150 13408-1:1998

[8] IS0 11807-1: 2006

IS0 11607 -2: 2006

[9] EM 868-1:1987

[10] EM 1041:1998

FOCT rocT31585-2012
G ((H]|idl GostExpert.ru

rocT 31585-2012

Bubnuorpacgma

United Stales Pharmmacopoeia, 24th revision, Fifth Supplament 1986, <TE8=,
Parliculate matier in injections-Microscopic paricle count test (@apmaronsa CLIA,
Z4-a wanavwe, MaAroe Jononsedssae 1886 <TREE=, Yactmqsos BewecTen B
MHEEHLMAK. FICN=TEH®E HA NOGCHET MHEDOCRONF-ECEMY HE30THL)

The stale Pharmacoposia. Vol 11 {in pars of waler) (Mooyoaporaesdas
thapmaronen. Maoarwe 11 {8 9acte 20061}

Animal tissues and their dervales utilized in the manufacivre of medical devices —
Parl 1: Analysis and management of risk (HHB0THRE TEIHHW W M NRPOXEE0OHBIE,
MOTIONLIYVERLIE NPH HIrOTOSMEHHA MEQUUMHCERE Magandd. HMacte 1. Axannma u
MEHEOMMEHT DRCKR)

Animal issues and their derivates utiized in tha manufacture of medical devices —
Fart 2: Confrols on sourcing, collection and handling (HWBoTHEIE THEHA M WX
NPOMIB0OHEIE, WCNONEIVEMBE NP WIrOTOENSHMA MEOHLMHCKERE W3ganud. YacTe
2. Parynvposadrs poTodHMeE, cBopa » obpabotem)

Animal issues and their derivates utilized in the manufacivre of medical devices —
Part 3: Walidation of elimnabon andior inactivabon of wiruses and oathar
transmissible agenis (HWMBOTHLIE TESHM W ME NPOWMISOOHEE, HCNONEIYEMEE NP
WArOTOEMBHMH MEOMLUAHCEMY H3ZanWA. YacTte 3. ATTECTAUMR YHWHTOMEHHA WANW
SEIAKTHEALHK BEDYCDE W QPYIAX NePpE0aREEME X AraHTos |

United Sfates Pharmacoposia, 24ih mevision. <BS= Bacleral endoioxins fesi
(Papmarones Coegumpande:  Wratos, Z4-8 wagadde, =85> Onpegeneqae
B TEpHansHE X AHOO0TORCHHOE]

Biological evaluation of medical devices — Parl 2: Animal welfare requiraments
(DyeHE DHONOrHYEckore DeACTEMA MEOMUHHOEAE H3genad. Yacte 2. Tpebosadws
K YCNDEHAM CONEDMEHHR HUBOTHBIX)

Technical Information Raport for 150 10983-F (TexH@Hecksd MHDOPMALHOHHLIR
oryet no MO0 10883-7)

Asaphic procassing of health care products — Parl 10 General requiremenis
(Acentaueckad obpaborsa vagenwd OnA oxpads agoposed. Macte 1. OGwwe
TpeboRaHHA)

Packaging for terminally slerlized medical davices — Part 1 Reguirements for
materials, sterile barrier systems and packaging systems [¥nasossa OROHYATENLHD
CTERHNAI0BAHHEIX MEOWMUHHCEME naganed. Hacte 1. TpebDoBaHuA K MaTepuananm,
CHOTEMEN STEPHNbHBEE DApLERoE N YNEK0B0HHEM CHCTERMEM)

Packaging for taminally  sterilized medical dewices — Part 20 Validation
requiramants  for  forming.  sealing  and  assembly  processas  (Ynakoesa
OEOHYATENBHD CTERUNHIOBEHHER MEOVMUAHCEKE 1inenar. Yacts 2. Tpebosasvs |
BTTECTEUMK Npousccos GopMUpoBaHUA. TEpMETAIELHN 1 cBopEN)

Fackaging mabarials and systems for medical devices which are to be stanlized —
Parl 1. General reguirements and test medhods [YnasosouHee MarepHans W
CHCTEMBl ONF MEOWLMHCENAXY W308NAA. NOONEHEWWE cTEpHnnzague. Hacte 1.
CBwve TpeboBaHMA W METOO LI HENBITAHMA |

Information suppliad by the manufacturer with medical devices (Madgopamaums,
NPe0ocTaENREMERA HANOTOEHTENEM MESHLMHCHDE NEOSYRLEA}
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¥YOK 617-089:006.354 MEC 11.040.70 MoD

Kniodveekle cnoea. OGTANBMONOTAYECKWE WMNNSHTATEI, HppMralnoHHbBIe pacTeopbl,
TpeboeaHKMA De30NacCHOCTA, XapPakTEPUCTHMEN, KOHCTRDYEUMA, CTepunW3auusa, Ynakoeka,

WMHOPMAaLUKMA, METOOB OLEHKK
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