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rOCT P 53468—2009
Mpeaucnosune

Lienn n npuHumnel cTaHgapTm3auumn B Poccuiickoin @egepauymn yctaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-d3 «O TeXHMUYECKOM perynnpoBaHnMmn», a npasunia NpUMEHEHUs HaunoHaNbHbIX
cTtaHgapToB Poccuiickoin ®epepaunm — TOCT P 1.0—2004 «CTtaHaapTusauua B Poccuiickoli ®egepauun.
OCHOBHbIE MOSTOXEHNA»

CBejeHusi o cTaHgapTe

1 NOATOTOBJ/IEH OTKpbITbIM aKLMOHEPHbIM 06L,ecTBOM «TKC-0MNTuka» COBMECTHO C paboueii rpyn-
noin MK 7 « OhTanbmonornyeckas ontrka n npubopbl» TexHnyeckoro kommteta TK 296 «OnTuka nontuyeckne
npubopbl» Ha OCHOBE COBCTBEHHOTO ayTEHTUYHOTO NepeBOAa Ha PYCCKUIA A3blk CTAHAAPTA, YKa3aHHOro B
nyHkTe 4

2 BHECEH YnpaBneHnem TeEXHUYECKOro perynvposaHnsa uctaHgaptusaunm ®egepanbHoro areHTcTea
N0 TEXHUYECKOMY peryimpoBaHunio 1 MeTponornm

3 YTBEPX/EH W BBEJIEH BJEWCTBME Mpuka3om ®efepanbHOro areHTCTBa N0 TEXHUYECKOMY pery-
NMpoBaHuio 1 meTposorum ot 9 gekabpsa 2009 r. Ne625-cT

4 HacToAwmii cTaHfapT ABnseTcs MOANMULMPOBAHHLIM N0 OTHOLLEHWIO K MEXAYHapOAHOMY CTaHAapTy
M C016671:2003 « imnnaHTaTbl opTasnibMoniornyeckme. ippuraymoHHble pacTBopbl A5 opTanbmonornyec-
Ko xmpyprum» (1S 016671:2003 «Ophthalmic implants. Irrigating solutions for ophthalmic surgery») nytem:

- U3MEHEeHVA HaMMeHoBaHWA. HavmeHoBaHVe HacTosALLEero cTaHAapTa M3MeHeHo OTHOCMTE/TbHO HanMe-
HOBaHMWS yKasaHHOro MeXxayHapoAHOro ctaHgapra Ana npyueeaeHus ero B cootsetcteme ¢ FOCT P 1.5 (nog-
pasgen 3.6);

- U3MEHeHNa CTPYKTypbl. CpaBHEHNEe CTPYKTYpbl HACTOSLLEro ctaHjapta CO CTPYKTYpoW yKasaHHOro
MeXAyHapoAHOro ctaHgapTa npusefeHo B AOMO/THUTENBHOM NPUIoXeHUn U

- BBEA€HNA AONONHNTENbHbIX TEPMWUHOB C COOTBETCTBYOLWUMY ONpeeneHnsaMmn 418 yYLlero noH1Ma-
HVA TEKCTa cTaHAapTa, KOTopble BblAeNeHbl NyTEM 3aK/THUYEHUSA UX B PAMKU U3 TOHKWX JIMHWIA;

- U3MEHEHWA CCbINIOYHbIX HOPMATUBHbIX [LOKYMEHTOB;

- I3MEHeHUs OTAeNbHbIX hpas, KoTopble B TEKCTe CTaHAapTa Takke BblAeNeHbl KypcuBoM. BHeceHne
yKa3aHHbIX TEXHUYECKUX OTK/IOHEHU 06YC/I0B/IEHO 0COGEHHOCTLI0 06bEeKTa CTaH4apPTM3aLUn, XapakTepHoii
ans Poccuiickoli ®enepaumm

5 BBEJEH BIEPBbIE

MHopmMauus 06 M3MEHEHMSAX K HACTOSILLEMY CTaHAap Ty Ny6ankyeTCsl B eXerofHo n3jaBaemMom
MH(OPMaLMOHHOM YKa3aTe e «HauuoHanbHble CTaHAapThi», a TEKCT U3MEHEHUI MNoNpaBoK — B eXxemMe-
CSIUHO M3aBaEMblX UH(DOPMALIMOHHBIX YKazaTensax «HaunoHanbHble cTaHgapThi». B ciyyas nepecmMoTpa
(3aMeHbl) MM 0T MeHbl HACTOSILLLEr0 CTaHAapTa cooTBeTCTBYOLLee yBeJoM/eHue 6ygeT ony6MKoBaHo
B ©XXEMECSUYHO U3aBaeMoM MH(POPMALMOHHOM yKa3aTene «HalunoHanbHble CTaHaapThi». COOTBeTCTBY-
loLLias HchopMaLsl, yBeJOM/IEHNE N TeKCTbl pasmMellalnoTcs Takke B MH(pOopMaLVOHHO cucTeme o6Lero
no/ib30BaHUst — Ha ohMuManbHOM caliTe defepasibHOro areH TCTBa N0 TexXHUUYECKOMY PeryvpoBaHuio u
MeTponorum B ceTu HTepHeT

© CraHgapTuHdgopm. 2010

HacTosiuii cTaHAapT He MOXEeT GbITb MNO/IHOCTLI0 UM YACTUUHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kayecTBe 0huLManbHOro nsganus 6e3 paspelleHus ®efepasbHOro areHTCTBa N0 TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorumn
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FOCT P 53468—2009
(NCO 16671:2003)

HALULMWOHANBbHLIN CTAHAAPT POCCUWNCKOW QPELEPALUMN

MmnnaHTaTbl opTanbMosiornyeckmne
PACTBOPbI NPPUTALWNOHHBLIE ANA OPTANbMONOMMYECKOW XUPYPI NN
O6wume TpeboBaHNA 6e3o0nacHOCTU

Ophthalmic Implants. Irrigating solutions (or ophthalmic surgery. General safety requirements

Nata BBegeHns — 2011—01—01

1 O6nacTb NpUMeHeHUs

HacToawuiA ctaHfapT pacnpocTpaHsieTcsi Ha OogTa/lbMOSIOTMYeckne MppuUralMoHHble pacTBOpbI
(nanee — OWP) knacca Heak T UBHbIX XMPYPrMUYECKUX UMMNIaHTaT 0B, UCNOJIb3yEMbIE BO BPEMS XMpypruyec-
KX onepaunii Ha nepegHeli kamepe rnasa cy6bekTa. OVIP He oka3bliBalT NPUHLUNNAIBHOTO UMMYHOOTM-
4YecKoro. oapmakosiIorMyeckoro UM meTabosimyeckoro AeicTeums.

CrtaHgapT yctaHaBnvmBaeT Tpe6oBaHNs 6€30MacHOCTM B OTHOLIEHWUN NPeayCMOTPEHHOMO NPUMEHEHUS,
XapaKTepUCTUK KOHCTPYKLMMN, [OKTMHNYECKOW 1 KTMHNYECKOW OLLEHKOK. CTEpUN3aLLMUM, YNAaKOBKU U 3TUKETUPO-
BaHUsi OVIP n nHhopmauun, npefocTaBnsieMoit X U3roTOBUTENEM.

2 HopmaTtuBHbIe CCbIIKM

B HacTofWweMm cTaHfapTe UCMO/Ib30BaHbl HOPMATUBHbIE CCbIJIKU Ha cneaytolme cTaHaapThl:

FTOCTPMCO 10993-1—2009 WN3genus meanunHckue. OueHka 61nonornyeckoro AencTBus MeanumnH-
cknx nsgenuii. YacTe 1 OueHKa 1 nccnefoBaHus

FOCTP NCO 10993-5—2009 W3penus meanunHckue. OueHka 61noaornyeckoro AencTBus MeanumnH-
CKMXx n3genunii. YacTb 5. VccnepoBaHusi Ha LT OTOKCUYHOCTb: METOAbI in Vitro

FTOCTPNCO 10993-6—2009 WN3genus meamuymHckne. OueHka 61M01ornyeckoro AencTBmsa MeguumnH-
CKMX n3genuin. YacTb 6. VccnegosaHnsi MeCTHOIO AeNCTBUA NOC/Ae UMNAaHTauum

FOCTP UCO 10993-7—2009 W3penua meguunHckne. OueHka 6MoNormyeckoro 4eincTBust MeguumH-
CKMx nsgenuin. YacTb 7. OcTaTO4YHOE cofepXaHune 3T UNeHoKcraa nocne CTepuansaunmm

FOCTPWNCO 10993-10—2009 W3penus mesuumHckme. OueHka 61Monornyeckoro AeincTBus MeguLnH-
ckmx nsgenuin. YacTob 10. MiccnegoBaHusa pasgpaXatolwero u CEHCMoMnn3npyoLwero gencTsus

FTOCTPUNCO 10993-12—2009 W3genus megnumnHckue. OueHka 6MoN0rMyeckoro AencTBust MeanLnH-
CKnx n3genuin. YacTs 12. MpuroToBneHve npob v KOHTPO/bHbIE 06pas3Lbl

FOCTP NCO 14630— 1999 HeakTWBHbIe Xpypruyeckme umnnaHTaTbl. ObLme TexHnyeckue Tpe-
6oBaHuA

FOCT P NCO 14971—2009 WN3penua meauuuHckue. NpuMeHeHne MeHegxXMeHTa pucka K meanumuH-
CKUM U3fennam

FOCT P NCO 15223—2002 WN3genua meguumHckme. CUMBOSIbI, NPUMEHAEMbIe NMPY MapKupoBaHumn Ha
MeANLMHCKNX 3aennsax, 3TUKeTKax 1 B CONPOBOAVN T €/IbHOW AOKYyMeHTauuu

FOCT P 51148—1998 W3penua meamumHckne. TpeboBaHus kK obpasuam n jokymeHTauuu, npeacTas-
NeMbIM Ha T OKCMKOIOrnyeckue, caHuTapHO-XMMUYECKNE UCTbITaHnsA, UCNbITaHUs Ha CTEePUNbLHOCTb 1
NMUPOrBHHOCTb

FOCT P 51609—2000 W3pgenusameguuuHckme. Knaccudumkauus B 3aBUCUMOCT W OT NOTEHUNASIBHOTO
pvicka npumeHeHus. O6Llve TpeboBaHus

N3paHne odbunynansHoe
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FOCT P 51892—2002 (MCO 11979-1:99) MmnnaHTaTbl ohTanbMonormyeckne). IHTpaokynspHble
NNH3bL. YacTb 1L TepMuHbI M onpefeneHmns

FOCT P 52458—2005 (MCO 11979-7:2001, MCO 14155-1:2003) MmnnaHTaTbl O TanbMoNormyec-
Kvie. IHTpaokynspHble MH3bl. KnuHnyeckue ncnblraHns

MpumeyaHwue — MNpyNonbL30BaHNM HACTOALWMM CTaHAapTOM Liefiecoo6pa3Ho NPoBepuThb AelicTBUE CChl-
NOYHbIX CTaHAapTOB B MUH(POPMaLMOHHONM cucTeme 06Lero Nnosib3oBaHUA — Ha opuuymnansHOM canTe dPegepanbHOro
areHTCTBa N0 TEXHNYECKOMY Pery/impoBaH/io U MeTPOIorum B ceTU VIHTepHeT Wan MO eXerogHo m3jaBaeMoMy
MH(OPMaLMOHHOMY YKasaTesnto «HaunoHanbHble cTaHAapTbip. KOTOPbIA ony61MKoBaH NO COCTOAHMUIO Ha 1 AHBaps
TeKyLl,ero roja, 1 no COOTBeTCTBYIOLWMUM eXEMECAYHO N3jaBaeMbliM NHDOPMALMOHHBIM yKa3aTensiM, ony6/mKoBaH-
HbIM B TeKyLleM rogy. ECnum ccbiloyuHblili cTaHfapT 3amMeHeH (M3MeHeH), TO NpU MNo/b30BaHUN HACT OSALLUM CT aHAap-
TOM c/ieflyeT PyKOBOACTBOBATbCSA 3aMEHAIOLW MM (M3MEHEHHbIM) CTaHAap ToM. EC/n cChINOYHbI cTaHfapT OTMeHeH
6e33aMeHbl, T O NOI0XKEHNE, BKOTOPOM laHa CCbl/IKa Ha Hero, NpMMeHsie T CSA BYacTu, He 3aTparvBatoLLLeii 3Ty CCbINKy.

3 TepMuHbI 1 onpeaeneHns

B HacTosLWeM cTaHAapTe npuMeHeHbl TepMuHbl o FTOCTP 51892. aTakxe cnefyoLne TePMUHbI C COOT-
BETCTBYOL MMM ONpefeneHnamm:

3.1 6a3oBas okpyxHoCTb (reference circle): OkpyXHOCTU cTaHAapTHOro pasmepa guameTpom 10
nnu 25 MKM. ©cnosnb3yemMble 415 U3MEPEHUS SKBUBANEHTHOMO AnameTpa YacTuubl.

3.2 gnameTp 3aKBUBANEHTHON nnowaaun (equivalent area diameter): AuameTp kpyra, njowasb Ko-
TOPOro 3KBMBa/IEHTHA NNOLWWAAN YacTULbI.

3.3 gnHamuueckuii guanasoH gatuuka (sensor dynamic range): [AnanasoH pa3mepoB MUKpouac-
TUL, B KOTOPOM OHW MOTYT 6bITb TOYHO M3MEPEHbI U NOACHUTAHbI.

3.4 KoHTeliHep ANnA XpaHeHus (storage container): YacTb ynakoBku, npefHasHayeHHasa Ana 3alym-
Tbl OVIP BO Bpems TpaHCNOPTUPOBaHWUS U XpaHEHUS 1 cofepxallias ynakoBOYHYO BCTaBKy U repMeTuny-
HbIi CTEPUIIbHBIN NakeT, BHYTPM KOTOPOro Haxogatcss OVIP n cuctema goctasku.

3.5 koHTponbHasa rpynna (control populations): Cy6bekTbl, KOTOPbIM UMMIAHTUPOBAaHbI AOKYMEHTU-
poBaHHble OUP.

3.6 knuHuueckunii ucneiTatenb (clinical investigator): J/lnuo n/wnu opraHn3aunsi, OTBETCTBEHHbIE 3a
npoBefeHne KITMHNYECKUX UCMbITAaHWA U HecyLne KIMHWYECKY0 OTBETCTBEHHOCTb 3a 61aronosyyve BoB-
NeYeHHbIX Cy6BLEKTOB.

3.7 knuHunuyeckoe ncnbiTaHue (clinical investigation): /llo6oe paspaboTaHHoe U 3aniaHMpoBaHHOEe
cucTeMaTmyeckoe UsyyeHue c Lenbio NpoBepkun 6e30nacHoCTM U/Uamn akcnayaTaunoHHbIX cBolicTB OUP ¢
yyactTmem cy6bekToB.

3.8 okoHuaTenbHbIli oTyeT (final report): [JOKyMeHT, 3ano/IHAEMbI NOc/e 3aBepLUeHNs NCMbITaHui
OWP. B TOM 4ncne KIMHUYECKNX, CoAepXalLlnii onMcaHme 1 OLeHKY pe3ynbTaToB.

3.9 opTanbmMoNorMyecknini nppuraynoHHblii pacteop, OWP (ophthalmic irrigating solution): Boga-
HbIi pacTBOP, KOTOPbIA YN3MONOTMYECKN COBMECTVM C BHYTPUTNA3HON Cpefoi N hyHKLMOHMPYeT NpenmyLec-
TBEHHO TO/IbKO MEXaHNYeCKHU.

3.10 nnaH kKNMHMYeckux ucnoiTaHui, MK (clinical investigation plan): [LokymeHT, onpegensioLuii
Lenwu, 3agauu, npegnonaraemyto MeToA0MN0rni0, CUCTEMY KOHTPO/A, NPOBEAEHUS aHanu3a u XxpaHeHus
AaHHbIX KNMHNYECKUX UCNbITaHWIA.

3.11 none 3peHust okynspHoi ceTku, N3C (graticule field of view): Mnowanb BHYTpPY 60MbLUION
OKPYXHOCTW, pa3fefieHHas nepekpecTbemM Ha KBaapaHTbl.

3.12 cepbe3Hblii HebnaronpuaTHblil ncxopg (adverse device effect): MocneonepaunoHHbIA ncxog,
NOTEHLMANbHO YTPOXaloLWMA 3peHUto.

MpumeyvaHune - [pumepbl Cepbe3HbIX HEGNAronpuUATHbIX UCXOAOB npuBefeHbl B Tabnuuax Al un A2
FOCT P 52458.

3.13 cuctemapgocTtaBku (delivery system): 'epMeTUyHbIli KOHTEWHEP, B kKOTOpoM noctasnseTcs ONP n
[0N0MHUTENbHbIE KOMMOHEHTbI A5 BBeAeHUst agaHHoro OVP B rnas.
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3.14 cTepunbHbIl 6apbep (sterile barrier): MakeT, B koTopom cogepxutca OUNP u cuctema gocTaBs-
KW. KOTopas nogaepXxusaeT CTEPUIbHOCTL BO BPEMS TPAHCMOPTUPOBAHNSA 1 XPaHEHUS.

3.15 cy6bekT (subject): Juyo, yyacTBylowee B KIMHNYECKUX UCMbITAHUAX C MPUMEHEHNEM UCTIbITY-
emoro OUP u/wnn B kayecTBe Cy6bekTa KOHTPOJIbHOW TPynMbl.

3.16 06beMHbIli aHanu3 (volumetry): COBOKYMHOCTb METOA0B XMMUYECKOTO KOJIMYECTBEHHOIO aHa-
NI3a. OCHOBAHHbIX Ha U3MepeHUn 06bEMOB pacTBOPOB, OCAAKOB A/ YCTAHOB/IEHNS KOHLeHTpauun (Mao
Cbl) ONpeAensemoro BelecTsa (BKIt0YaeT TUTPOMETPUYECKNI aHaNns).

4 O6wwe TpeboBaHuA 6ezonacHocTn OUP

4.1 TpeboBaHMA K NPpefyCMOTPEHHbIM XapaKkTepucTukam

4.1.1 TpepycmoTpeHHble xapakTepucTrku OVIP gonxHbl 6bITh onpefeneHbl nsrotosutenem. Mpepgyc-
MOTPEHHbIe XapakTepucTukn OVP gomkHbI 0TBEYaTh 06LWUM TpeboBaHMAM K NpeAyCMOTPEHHbBIM XapakTepuc-
TUKaM ANA HeakKTUBHbIX XUPYPruyecknx UMnaaHTaTos, yctaHoBNeHHbIX Mo TOCTP NCO 14630.

4.1.2 MNpepenbHble 3HaYeHWA NPegyCcMOTPEHHbIX XapakTepucTuk ONP fomkHbl 6bITb onpeAeneHsl ¢
y4eToOM [eiCTBYIOLMX HOPMATUBHbIX JOKYMEHTOB, ONY6/IMKOBAHHOW K/TMHWYECKON 1 Hay4YHOW nutepatypsl,
NAEHTUULMPOBAHHbIX Pe3y/IbTaToB UCMbITaHWNA, AOKNVHUYECKON OLLEHKN N KITMHUYECKUX UCMbITAHWUNA.

4.2 TpeboBaHUA K KOHCTPYKTUBHbLIM OCOBEHHOCTSAM

4.2.1 O6uwue TpeboBaHna

4.2.1.1 [omKHbl NPUMEHATbCA 06Lne TpeboBaHWsA KNpesyCMOTPEHHbIM XapakTepucTnkam HeakTUBHbIX
xupypruyeckux umnnaHtatos noFOCTPUNCO 14630.

4.2.2 TpeboBaHMA K KOHLEHTpaLy KOMNOHEHTOB

4.2.2.1 KoHUeHTpauumsa KaxAoro KOMnoHeHTa BeliecTBa B rotoBoM OUP pomkHa 6biTb onpegenexa,
[OKYMeHTUpOBaHa 1 npe/ctas/ieHa B BUAe MaccChl BeLecTBa Ha eAnHnLy obbema pacTeopa.

4.2.2.2 Tak kak MeToauka UCMbITaHU MOXeT 0Ka3aTb BIMAHUE Ha NpeACcTaBeHHY0 (DakTUYeCKYHo KOH-
LeHTpaunio. B KTMHNYECKOM OTHETE AO0/DKHBI ObITh NPUBEAEHBI U ONNCAHbI CTaHAAPTHbIE (PU3NKO-XUMUYECKME
meToAbl. HopMmaTvBHbIe [JOKYMEHTbI Ha KaXKAbli KOMNOHEHT BELLeCTBa, MNPV UX HA/IMYUK, Takxe AODKHbI ObITb
yKasaHbl.

4.2.3 TpeboBaHus K UCNONb3yeMoli Boae

4.2.3.1 YucTtoTa UCnoNb3yeMoi BOAbI AO/HKHA COOTBETCTBOBATL YNCTOTE BOZAb! /19 UHBEKLUIA B COOT-
seTcTeuM ¢ (11, [2].

4.2.4 TpeboBaHuA K onpefesieHNto xapakTepucTuk roroeoro ONP

4.2.4.1 O6uwwme TpeboBaHus
MN3roToBuTeNb [OMKEH OnNucaTb W AOKYMEHTMpOBaTb (IU3NYECKMe XapakTepucTuku, KOTopble MOryT
NOBUATH HAa 3PP EKTUBHOCTb NCNONb30BaHUs OVIP B 0thTasibMONOrMyYecKoi Xmpypruu.

NMpumeyaHune — dUnNYecKne XxapakTepucTukn cnepyeTt NU3MepsiTb B YC/TIOBUSIX, COOTBETCTBYIOLNX BPEMEHUN
ncnonb3oBaHus OUP.

4.2.4.2 TpeboBaHus k nokasartesto pH 1 6ycepHoii cnocobHOCTH
Mokasatensb pH rotosBoro OUP cnegyeT n3mepaTb C NOMOLLbIO KanmbpoBaHHOro pH-meTpa npu Temnepa-
Type (251 2) °C. 3HaueHue nokasatens pH OUNP goxHO 6bITb NOATBEPXKAEHO AOKYMEHTA/IbHO.

NMpumeyaHune — 3HadeHne nokasartesns pH OVP fonXHO 6bITb 6/1M3KMM K 3HAYEHUIO nokasatensi pH BHYTpeH-
Heil cpeabl rnasHoro s6noka (pH 7.38) Ans NpefoTBpalLeHrs NOBPeXAeHMA KeTOK pOroBMYHOIO aHA0TeNus. iccnegosa-
HUS In vitro nokasanu, 4To Ananas3oH 3HauyeHwui nokasartens pH. NepeHOCUMbIli IHAOTENINEM, CYXAETCS C YBE/IMYEHNEM
BpEMEeHW BO34eNCTBUS.

[nsa onpepenenus 6ydepHoii cnocobHocT OUP cnepyeT NpuMeHsiTb MeToZ, NprMMep KOTOpOoro npuse-
OeH B NpunoXxeHum A.

Knaccudpmkaumns OVP no gnana3oHy 3HauyeHunit nokaszaTtens pH n 6ydepHoii cnoco6HoCTU pacTBopa npu-
BefeHa B Tabnumue 1.
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Ta6nunuya 1— Knaccudukaums OUNP no nokasartesto pH n 6ydepHoii cnoco6HoCTH

r BydhepHas cnocobHocTb BydhepHasi cnocobHoCTb [vanasoH 3HaueHuiA
pynna ocHoBaHus, Monbin Ha pH KUCNOTbI. bioMbIN Ha pH nokasarens pH
Be3 6ydepHoli fo6aBku MeHee 0.000S MeHee 0.004 OT7 6.5 0085
C ymepeHHoi1 6ydepHoii o6aBKoii OT0.0005 go 0.005 OT 0.004 fo 0.04 OT1 6.7 108.2
C 6ychepHoit 406aBKOA Bonee 0.005 Bonee 0,04 OT7.2p0 76

4.2.4.3 TpeboBaHUSA KXUMUYECKAM N BUONOTMYECKUM 3arpA3HALWLMM NpUMecam

NpeHTudmkauma noTeHumabHO ONacHbIX XMMUYECKNX N G1ONOTMYECKNX 3arpAa3HALLNX NpyMeceli f0-
XHa 6bITb NPOBeAeHa NOCPEACTBOM aHann3a puckos. B ncxofHbix maTepranax 6Mon0rnyeckoro npomcxoxaie-
HUSA 3TV NpUMeEcKH MOryT BKMOYaTb B Ce6A NPOTEUHbI, HYKNEMHOBbIE KNCNOTbI UAK Apyrue 6uonornyeckme
BeuiecTBa. Npvmecn B rotoBom OUNP. npeacTaBnsiowme noTeHLManbHy0 ONacHOCTb AN TKaHel rnasa unm
CUCTEMHYIO ONACHOCTb, JO/MKHbI 6bITb MAEHTUMULMPOBAHDI, & X KOHLEeHTpaLuus onpegeneHa nnpejcrasseHa
B OKOHYaTe/IbHOM OTYeTe.

Mpumeck, sarpsasHaowme OUNP. coCTOAT U3 MHOPOAHBLIX, MOBWUIbHBIX HEPACTBOPUMBIX MUKPOYaCTUL,
KpoMe ny3bIpbKOB rasa, NpucyTCTBYOLWMNX B pacTBOPax.

3arpsAsHsLmne npumMecm A0/MKHbI 6bITb ONpeAesieHbl C MOMOLLbI0 CTaHAAPTHbLIX aHaMUTUYECKUX MeTo-
[0B. NPY UX HANNYNK, KOTOPbIE A0/IKHbI ObITb ONMcaHbl. pefesibHble KOHLEHTPALMN NAEHTUMULUPOBAHHbIX
npumecein [oMKHbI 6bITb YCTAHOB/IEHbI U ONMCaHbl. He06X04MMOCTL NMPOBELEHNS UCNbITaHUA ANA NMPOBEPKM
610/10rMYEeCKOro AeiicTBMA 3TUX NPUMECEeN B npoLiecce OLEeHKM Guonormyeckoin 6e3onacHoCT BO3HMKaeT B
pesynbTare aHann3a puCcKoB.

4.2.4.4 TpeboBaHUSA KOCMOTMYECKOMY AABEHUIO

MN3roToBuTENb AO/MKEH ONPEAeNnUTb U A0KYMEHTUPOBaTb Anana3oH 0CMOTMYeCKON KoHLeHTpauun OUP.
OcmoTuryeckoe gaBneHne rotoeoro OVP gomkHo 6bITh B gnanasoHe ot 200 go 400 mOcmYkr. OcMoTuyeckoe
JaBneHune [0/KHO onpefenAaTbCsA C NOMOLLbIO NapoBOoro NN KPUOCKOMMYECKOro ocMomMeTpa npyv HopMasibHbIX
yCNoBUSX.

4.2.4.5 TpeboBaHVA KCnekTpasbHOMY KO3 ULMEHTY NPONyCcKaHUs

KoathdmumeHT nponyckaHmsa rotoBoro OVIP gomkeH 6biTb M3MepeH B gnanasoHe oT 300 go 1100 Hm.
PesynbTatbl AO/MKHbI 6bITb NPefCTaBNeHb! B rpadnyeckoli hopme: KoathuureHT nponyckanus. %. B 3aBUCK-
MOCTM OT A/INHbI BOJIHbI, HM.

4.2.4.6 TpeboBaHUA K MUKpoYacTULam

Mpucytctene B rorosom OVIP MuKpovacTuL, onpefesieHHbIX pasMepoBs, BUAUMbIX U HEBUAUMBIX, MPUBO-
OWNT K NOTeHUManbHoi BO3MOXHOCTW BO3HUKHOBEHNA B OVIP HebnaronpuaTHbIX SiBAeHWiA. Mpy npoBeeHun
OLIeHKMN PUCKOB HEOB6X0AUMO onpeAenvTb NOTeHLMaibHY0 BO3MOXHOCTb 3arpA3HeHns nan ob6pasoBaHns yac-
1y, B OMP B npouecce N3roToB/IEHNS B YCNIOBUAX, OXUAAEMbIX MPU TPAHCMOPTUPOBAHUN U XPaHEHUN, a TakKe
npun ncnonb3osaHun OUP.

M3roToBuTeEsNb JO/MKEH OXapakTepn3oBaThb NOTEHUMAbHYIO ONAacHOCTb, CBA3aHHYI0 C YacTulamMm
KaXK0ro Bua, BbIAB/IEHHLIMU NPY NPOBEAEHNN OLeHKM PUCKOB.

O6wune TpeboBaHNA K OLeHKe NOTeHLMaNbHOro pucka npuMeHeHnsa roTosoro OVIP AomxHbI cCOOT-
BeTCcTBOBaTbLIOCTP 51609.

B OVIP He fo/mKHO cofepxarbesa BUAUMbIX MUKpovacTul,. MeTon nposepku 3arpsa3HeHusa OVIP BuanMsl-
MW MUKpOYacTULLaMu O/HKEH COOTBETCTBOBATL METOAY, NPVBEAEHHOMY B NpuioxeHnu b. ina onpegenexHvs s
OWP HeBNAUMbBIX YacTuL, crnefyeT NPUMEHATL METOAbI N0 NPUIoXeHuo B unn I.

MeTog no npunoxeHunto B cnegyeT NpuUMeHATL NpY onpegeseHn cneayowmnx ypoBHen MUKpoyacTuL;:

- He 6onee 50 mukpoyacTuL pasmepamu He MeHee 10 Mkm Ha 1 ma OUP;

- He 6onee 5 MukpoyacTul, pasmepamu He MeHee 25 MkM Ha 1 mn OUP;

- He 6osiee 2 MyuKpoyacTul, pasmepamm He MeHee 50 mkm Ha 1 mn OUP.

MeTog no npunoxenuto I cnegyeTt NpUMEHATb NpU onpeaeneHnmn cneayoLnx ypoBHed MrukpodacTmL;:

- He 6onee 25 mukpoyacTul, pasmepom He MeHee 10 Mkm Ha 1 mn OUP;

- He 6onee 2.5 MyuKpovacTuy, pasMepomM He MmeHee 25 MkM Ha 1 ma OUP;

- He 6onee 1 Mmukpo4yacTuLbl pasmepoM He meHee 50 Mkm Ha 1M OUP.

NMpumeuyaHune — MeTof C 3aTEHEHWEM CBeTa MO NPWIOXeHUIO B ocHoBaH Ha Gnokafe cBeTa. AMOpPMHbIe,
nonyxuakKune nam gpyrue Moponorniyeckn HepasnynMble MUKPOYacTULLbl COCOGCTBYIOT 3aTEHEHUIO CBETa U. C/iej0Ba-
TeNlbHO. NoAcyeTy MUKpoOYacTuL. B MUKpOCKONUYECKOM MeToAe Mo MPUIoXeHuto I aMopdHble, MONYXUAKNE WU Apyrie

4
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MOPPONOrNYECKN HEPA3NYMMbIE MUKPOUYACTHMLbI MPeACTaBASOTCS B BUAE NSATHA UK BbILBETLWIEro MecTa Ha NOBepPXHOC-
TV MeM6GpaHHOronAbTPa M He CUMTATCS MUKpoYacTuLamu. [11s KoMneHcauumn aToli pasHuLLbl YPOBHU MUKPOYACTUL, faH-
HOro MeTo/Ja COCTaB/IAOT MOMIOBUHY YPOBHE MUKPOYacTUL, MeToAa Mo NPUIoxXeHuto B.

5 TpeboBaHUA K OLLEeHKe KOHCTPYKuun OUP

5.1 O6wwue TpeboBaHus

5.1.1 OueHKa KOHCTpyKUuunn OUNP fomkHa NnpoBOANTLCA A1 NOATBEPXAEHMA COOTBETCTBUSA ero npeagy-
CMOTPEHHbIM XapakTepucTUKam.

TpeboBaHusA K OLLeHKe KOHCTPYKUun OVIP A0/MXHBI COOTBETCTBOBATL O6LMM TpeboBaHWAM, NpuBeeH-
HbiM BTOCTPUCO 146304158 HEaKTUBHBIX XUPYPTrMyeckux MMnaaHTaTos.

5.2 Tpeb6oBaHMUA K LOKNMHUYECKON OLeHKe 6Monornyeckoin 6esonacHocTn

5.2.1 O6wwne TpeboBaHnsa

5.2.1.1 OueHky buonoruyeckoii 6esonacHoctn ONP cnegyeT HauUMHaTL C aHanM3a pUcKoB, NPOBOANMO-
ro nAokyMeHTMpoBaHHoro scootseTcTBum cFOCTP N C 014971. Pe3ynbTaTbl aHasM3a pUCKOB A0/KHbI onpe-
[enuTb UcnblTaHns, Heob6xoauMbIe AN OLEeHKM bruonornyeckoli 6esonacHocTn OUP.

5.2.1.2 [ina OUP. cogepxalmx MaTepuanbl X1MBOTHOTO NPOUCXOXAEHWS, [O/MKHbI ObiTb MPUMEHEHbI
aHasIn3 puckoB MTpeboBaHUA K MEHEKMEHTY, NpuBeAeHHbIe B [3].

5.2.1.3 [ns Bcex OVIP gonxHbl 6bITb COBM0AEHbI TPEO6OBaHUS, MpeabaBAseMble KOLEeHKe buonornyec-
Ko 6esonacHocTn no FOCTPUCO 10993-1, FOCTP NCO 10993-5. TOCTPWNCO 10993-10. 1 Tpe6oBaHus,
N3N0XEHHble B HACTOSALLLEM noapasaerne.

MpumeyaHnsa

1 Mpv NpoBeAEHNN OLEHKN PUCKa N3TOTOBUTE b AO/IKEH YUNTbIBaTb B3auMogeincTeme ¢ ApyruMmmn optanbMo1orm-
YECKUMUN MMNaHTaTamu.

2 Ha ocHOBaHWM TUMNWUYHOIO KJIMHNYECKOro npuMmeHeHnss OVP knaccnuumnpyoTcs Kak « imnnaHTupyemble nsge-
nuA;  TKaHb/KOCTbI». McnblTaHua wn3genunii AaHHOW W Apyrux KaTeropwuii, npeacTaBfieHHble B Tabnuue 1
FOCTP MCO 10993-1. npuBeAeHbI TONIbKO A4/151 PyKOBOACTBA M He coZepXaT MakCUMasibHbIX UM MUHUMasIbHbIX Tpe6oBa-
HU K UCNBITAHUAM.

3 JonyckaeTc KOMOGWHMPOBaTb WUCMbITAHUA Ha OMOAOrMYECcKYd COBMECTUMOCTb, YMEHbLUasi YMC/I0 XUBOTHbIX,
Heo6XxoAMMbIX AN NPOBEAEHNA UCNbITAHUA. [lBa UCNbITAHNA MOTYT 6bITb NPOBEAEHbI OAHOBPEMEHHO HA O4HOM XNBOTHOM
Mpv YCNOBUK, YTO UCMbITYEMOE XXMBOTHOE He NOABEPraeTcs Ype3MepHoii 6011 UK CTpadaHUsIM.

5.2.2 TpeboBaHus K OLLeHKe Ha Hannure 6akTepuanbHbIX IHAOTOKCUHOB

5.2.2.1 OWPcnepyetoueHMBaTb Ha Hannume 6akTepuasnbHbIX 3HAOTOKCUHOB C NOMOL b0 LAL-TecTa (Ha
KynbType limulus amoebocyte lysate) B cCOOTBETCTBUM C METOAMKON, ONUCaHHON B [4]. unn aKBMBANEHTHOM
aTTecTOBaHHON MEeTOAMKOM UCMbITaHUS.

5.2.2.2 OWP. nmetownii npegen 6akreprnasnbHbiX 3HAOTOKCMHOB 60nee 0.5 eguHuL, 3HA0TOKCMHOB (ED)
Ha MUANUAWTP, CYUMTAIOT HE NPOLIEeLWNM UCTbITaHne.

5.2.3 TpeﬁOBaHVIFI KUNCNbITAHNIO Ha nocneonepaynoHHY BOCNas/INTe/IbHYH0 peakymnio rnasa

5.2.3.1 Ecnv aHann3 pucka ykasbiBaeT Ha He06X04MMOCTb NPOBEAEHUS UCNbITAHMS Ha Nocnieonepaum-
OHHYI0 BOCNanuTeNbHY0 peakLuio rnasa, To Takoe ucneitaHne OVIP cnegyet npoBoAMTL HA XMBOTHOM B COOT-
BETCTBUM C NpUsIoxXeHnem E.

Bb160p 0CO6M XMBOTHOIO AO/KEH 6bITb 060CHOBAH 1M OPOPMIEH AOKYMEHTa/IbHO. CnefyeT NpyMeHaTb
TpeboBaHus, NpeabsABSeMbIe K COAEPXAHWNI0 XXUBOTHbIX, yKa3aHHble B [5].

5.2.3.2 VicnblTaHne Ha XXMBOTHOM [0/XKHO OTpaXarb npegnonaraeMoe KAnHnyeckoe ncnoitaHune. B npo-
Luecce vcnbiTaHUs Ao/MKHA 6bITb NPOBEAEHA OLEHKa Ha BOCManuUTEeNIbHYH0 peakuuio rnasa kak B npouecce
0hTaNnbMONOrMYECcKon XMpYpruyecko onepawum, Tak v nocne Hee. UICNob3ys NPM 3TOM oL eHnBaemblit ONP n
KOHTPO/bHBI OVIP. KOHTPONBHbIN OVIP fo/IXeH uMeTb NoATBEPXAEHNE KTMHUYECKOTO UCNO/Ib30BaHNSA ero B
KauyecTBe He OKa3blBaloLLLEr0 BOCNAINTENLHOTO AECTBUA Ha rna3 B TeyeHune natu net. O6beM UcnbITyeMoro
OWP fo/mxeH uMnTMpoBath NnpegnosiaraemMmoe Ncnosib3oBaHne ¢ y4eToM BHyTpUrnasHoro o6bema rnasa yeno-
BeKa M XXNBOTHOro. Ecnv ucnbiryemblii OVP Bbi3biBae T 60/bLUIEE pa3fjpaXKeHue raasa uim socnasieHme, Yem
OWP. ncnonb3yemblit Kak KOHTPO/bHbIA, HEO6XO0AMMO NPOBECT M OLEHKY COOTHOLLEHWS pUCK/Nonb3a.

5.2.3.3 TlMocneonepalnoHHy0 BOCNANUTENbHYIO peakuuio rnasa HeobxoAnMo KOHTPOMpoBaTk 1 oue-
HUBaTb B COOTBETCTBUN C NpuUnoxeHnem [.
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Ha ocHoBaHUM aHann3a pucka M Tpe6oBaHnin K MEHEXXMEHTY COOTBETCTBYOLLas OLEHKa B COOTBETCTBY-
ol Me MOMEHTbI BpeMEHU MOXET BK/IYaTb B Ce6s1 M3MepeHune TOSLWMHbI POroBuLbl 1 GUOMUKPOCKONIO C
1Cnonb3oBaHNEM LLienieBO Namnbl. Bce cepbe3Hble HebnaronpusTHble BO3AEeNCTBUA cnedyeTt 4OKYMEHTUPO-
BaTb.

5234 PesynbTaTthl UCNbITAHUA pasfpaxeHus nBocnaneHus ncnoityemMoro OUP AoMKHbI 6bITb MEHbLUE
WV paBHbIMU pe3ynbTatam UCMbITaHNSA KOHTPObHOro OP. B npoTMBHOM ciyyae ucnbityemblii OVIP fgomkeH
6bITb MOABEPIHYT KTIMHNYECKON OLLeHKe.

5.3 Tpeb6oBaHWSA K KTMHNYECKON OLeHKe

5.3.1 O6wwme TpeboBaHus

5.3.1.1 KnuHn4yeckoe ucnoiTaHne OVP cnefyeTt NpoBOAUTL MO NPUAOKEHUIO E. B AONOAHEHWE K KINHK-
YeCKOMY MCMbITaHWNIO MO NPUAOXeHUI0 E cnegyeT npumeHaTh 06Lmne TpeboBaHMs K KIIMHUYECKOMY NCMbITaHUIo
cy6bekToB No FTOCTP 52458.

6 TpeboBaHUA K cTepusibHOCTN OUNP

6.1 [oToBbI OVIP fo/mKeH GbITb CTEPUNBHBIM. [Mpu cTEpUIM3aLNN [OMKHBI NPUMEHATLCA TPe60oBaHUSA K
cTepunn3aLn HeakTUBHbIX XMPYPruYecknx MMnaaHTaToB, ykazaHHble B TOCTP MCO 14630. 1 TpeboBaHus
nofOCTP 51148.

6.2 [ns ctepunmsauun OUNP. aTakxe NepBNYHOIO KOHTEHEpPa eMKOCTW He criefyeT NPYMeHATb aTune-
HOKCUJ,. €C/in ero NpMMeHeHne He 060CHOBAaHO.

6.3 KOWP unu ero nepBMYHOMY KOHTEAHEPY, NPU CTEPUNN3aLMIN KOTOPbIX UCNOMb3YEeTCA 3TUNEHOKCUA U
CBfi3aHHble C HUM 3arpsa3HeHus, npoHukaoLmne B ONP. fomkHbI 6bITb NPUMEHEHbI CieayloLme orpaHnyeHns:

- aTuneHokecna: MeHee 20 mr/n;

- 3TUIEHXNOPINApPUH: MeHee 100 mr/n.

MpuMeuyaHune — YCTaHOBNEHO, YTO Tpe6oBaHus, onpeaensiolwne NpueMseMble ypoBHM OCTATOYHOrO 3Tue-
Hokcuga (90). ykasaHHble BTOC TPUCO 10993-7, He NOAXOAAT KNU34e1UAM, HAX0AALWMMCS B KOHTaKTe C BbICOKOYYBCTBU-
TeNlbHbIMU TKaHAMU, HanpuMep, TKaHAMU rnasa. [lonosHuTe /ibHble yka3aHusi no npumeHeHuto FOCT P MUCO 10993-7
npueegeHbl B (6].

6.4 Ona OVP. koTopble NepUOANYECKN HE CTEPUNU3YIOTCS, HO MOABEPraloTCs acenTnyeckoii 06paboTke,
JOMKHBI NPUMeHATLCA TpeboBaHus no [7]. MNpefenbHoe 3HaYeHne HOpMbl 3arpsisHeHus ansa OUP [omkHO
cocTaBATb 10*3, 4To AO/HKHO 6bITb NOLTBEPXKAEHO JOKYMEHTAbHO.

MpumeuyaHune — TexHUYeCcKUit MHDOPMALUNOHHbBI OTYeT [4] He cofepXuT Tpe6GoBaHWii Mo npegenbHOMY
cofiepXaHuio atuneHxnoprugpuHa (IXr). Mpegnonaraetcsi, 4To B 6yayuleli pefakuMm MexXAyHapoAHOro craHgapTa
6yfeT yCTaHOB/IEHO NpefesibHoe cofepxaHne X ANA MHTPAOKYNAPHbIX U3AENWIA, CoOAepXal X X0pua, BYeTbipe pasa
Bblle cogepxaHus 0. ITo crnefyeT yunTbiBaTb Npy oLeHke 6uonoruuyeckoii 6esonacHocT OVIP 1 ansi cCOOTBETCTBUS
6yayuiein pegakumm ctaHgapra.

6.5 KOWP, koTOpble He CTEpUNN3yIoT, HO MOABEPratT acenTnyeckolii 06paboTke, AO/MKHbI ObITh NpUMe-
HeHbl TpeboBaHuA [7]. COOTBETCTBME AAHHOMY MEeXAyHapo4HOMY CTaHAapTy A0/DKHO 6biTb MOATBEPXAEHO
aTTeCcTOBaHHbIM UCC/EJOBaHVEM B Cpeje C npeAesibHbIM 3HaUeHMEeM HOPMbI 3arpssHeHns 10-3.

NMpumeuaHwne — [7] ycTaHaBnmBaeT 06wWme Tpe6oBaHUsS 1 COAEPXUT PYKOBOACTBO MO npoLeccam, nporpam-
MaM U MeToAMKam aTTecTauun 1 KOHTPONsS MeAULUMHCKMX u3fenwvii, noABepraemMbix acenTuyeckoin o6paboTke. [JaHHbIi
MeXAYyHapOoAHbI CTaHAAPT, B YACTHOCTU, MPUMEHUM K 06paboTke hr3noorniecknx (BOAHbIX) pacTBOPOB U. cliefoBa-
TeNbHO. UMeeT OTHOLLEHWE K n3rotoBnieHnio OVP. Byayline 4acTu JaHHOTO MeXAyHapoAHOro cTaHaapTa 6yAyT nocssye-
Hbl CMeunan3upoBaHHbIM NPoLeccam, TakuM Kak puabTpauusi u IMopuansayms.

7 TpeboBaHus KcTabunbHocTn OVIP

7.1 i3rotToBuTENIb A0/KEH ONPEeaennTb U ycTaHoBUTL CPOK rogHocT OUIP npu XpaHeHnn B CKIa[CcKux

nomeLLeHnsAX n cucTemax goctasku. OnpepeneHve cpoka rogHOCTV MPU XpaHeHUY AO/IKHO ObiTb MPOBELEHO B
peanbHOM maclTabe BpEMEHW WU NPOBEPEHO MO YCKOPEHHOW MEeTOAMKe UCNbITaHUS AN NOATBEPXKAEHUS,
YTO OCHOBHblE XapakTepucTukyM no 6e3onacHocT 1 adheKTMBHbIe IKCNIyaTaunoHHble KayecTBa roToBoro
OWP v cnucTeMbl fOCTaBKN HAXOAATCSA B YCTAHOB/IEHHbIX Npejesiax B TedeHne 0603Ha4Y€HHOro cpoka rogHocTu
npu oOXuaaeMblX YCNOBUAX TPAHCMOPTUPOBAHUA U XpaHeHus. McnbiTaHne B peasibHOM macluTabe BpemMeHu
OO/DKHO OblTb MNPOBEAEHO NPW  HOPMaslbHbIX YCMOBUAX XPaHeHWs W U3MeHeHWi Temnepatypbl, a
OTHOCUTE/IbHasA BNaXHOCTb BO3AyXa f0/KHA cocTaBnATh (60 + 20) %.

6
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Mpu ncnbiTaHUK NO YCKOPEHHOI MeToAvkKe TeMnepartypa Ao/HkHa 6biTb He 6onee 45 °C, a oTHocHTeNbHAaA
B/TAXXHOCTb BO3AyXa A01XHa cocTaBnATb 40 %.

7.2 MapameTpsbl, KOTOpble HEO6XOANMO KOHTPOMPOBAaTL BO BPEMS MCC/Ie0BaHUS CPOKa rOAHOCTY Npu
XpaHeHun: pH. 0CMOIANBLHOCTL pacTBopa, YPOBHU MUKPOYACTUL,, CTEPUIBHOCTb, LIBET, YNCTOTa NApYyrue napa-
MEeTpbl, YCTaHOB/IEHHbIE NPU aHaNn3e PUCKOB Kak KpuTnyeckue as1s 6e3onacHoro npumeHeHus OUP.

7.3 YcTaHOBNEHHbIN cpok cyx6bl OVIP npu xpaHeHny fo/MKeH 6bITb NEPECMOTPEH, €C/U NPKU aHanuse
PUCKOB BbISIBJIEHO U3MEHEHME TEXHONOMMW, YTO MOXET NOBAUATL HA CTabuibHOCTL OUIP.

MpumeuyaHune — MN3meHeHna cocTaBa OUNP. ncxoaHblx MaTepnanoB U UX NOCTaBLMKOB, YC/TIOBUI N3roToBe-
HUA. BKOYaA nNpouecc cTepuamnsauunm, TUN ynakoBk/M WaM yNakoBOYHble MaTepuasbl, MOTyT okasaTb He6naronpusaTHoe
B/INSAIHME Ha CpOK cnyx6bl OVIP npu XxpaHeHuu.

8 TpeboBaHUs KynakoBke OVIP

8.1 Tpeb6oBaHMA K 3alNTe OT MOBPEXAEHNSA

8.1.1 OWP pomkHbl ObITh 3aLUMLLEHbI OT NOBPEXAEHUSA NPY XpaHEHUN U TPAHCMOPTUPOBAHNN.
8.1.2 [lomkHbl ObiTb NPMMEHeHbl TpeboBaHWA K YNnakoBke MeAWMLMHCKUX W3Aenuid, ykasaHHble B
FTOCTPUNCO 14630a (8].

8.2 TpeboBaHUA K 3alinTe CTEPUIBHOCTH

OWP npu TpaHCNoOpTMPOBaHUW J0/MKHbI ObiTh YNakoBaHbl Takum 06pasom, 4To6bl OCTaBaTbCA CTepPUsb-
HbIMW B npejenax WM HUKe HOPM, YKasaHHbIX A8 YCNOBUIA TPaHCNOPTUPOBAHNA, XPaHEeHNUs U Norpy3oy-
HO-pasrpy3ouHbIX paboT. JomkHbl cobngaTbea TpeboBaHUs K CTepuibHOMY 6apbepy, Yka3aHHble B [9].

9 Tpe6oBaHUs K MHpOpMaLMK, NPeaoCcTaBNseMoit narotosutesniem OVP

9.1 [lomkHbl cobnogatbca obume TpeboBaHWA K MHGoOpMauun, npefocTaBnseMoi n3rotosutenem
MeAVLMHCKUX U3aenuii, ykasaHHble B[10]. nyactHble TpeboBaHunsa k OVIP, npuBeeHHbIe BHACTOSALLEM pa3jerne.

9.2 o NpPUMEHUMOCTU fONYCKaeTCA NCNOb30BaTb CUMBOJIbI BMECTO TeKCTa. Ecim ucnonb3yoresa cum-
BOJIbl. AO/DKHbI ObITb NPUMeHeHbl TpeboBaHus FOCTP NCO 15223.

Ha aTnkeTKe f0/MKHbI 6bITb YKa3aHbl npucyTcTeue B OVIP rpynnbl 6ydhepHoii 06aBKM . NPy ee Hanuyum,
6ychepHast cnocobHOCTb.

9.3 Ecnv OVP nogBepXeH NOBpexaeHnto nogaeiicTtemMeM q0akTopoB OKPYXXatoLLLein cpefpbl, Ha TpaHcnop-
THOM KOHTelHepe A0MKHbI ObITb HAHECEHbI YeTkMe npeaynpeanTebHbIe 3HAKN.

Homep napTuu 1 KOHeYHbI CPOK AeCTBUA MOTYT 6bITb YKa3aHbl HA CaMOK/esLLencs aTukeTke.

9.4 Bknagplw A0/MKEH ObITb BIOXKEH B YNaKOBKY Tak, YTOObl €ro MOXHO 6bl/10 B3ATb U NpoynTaTtb, He
nospexgas cTepunbHoro 6apbepa.

9.5 MuHumanbHas uHdopmauns, HaHocMMas Ha KOHTelHep AN XpaHeHUs, BKNagblll B yNakoBkKy, CTe-
pynbHbI 6apbep 1 NEePBUYHbLIV KOHTeHep, NpuBeAeHa B Tabnuue 2.

Ta6nuuya 2— WNHhopmauusa, npegocraBnsemas n3rotoButenem

CTepunbHbIi

KoHTeliHe) il BKNagblll B MepBUYHBIN
VHchopmauys X aHEHpmﬁ.ﬂ Gapbep (npu K0?—|Tel7|H€
P ynaxosky ) P
HaumeHoBaHWe N3roToBUTENS NN YNOHO-
MOYEHHOro NpeacTaBuUTeNs + + +
Appec nsrotosutens + + — —
ToproBoe HanmMeHoBaHve usgenuns 4 + +
OonvcaHne KOMMNIEKTa NOCTaBKN U UHCTPYK-
LM1si N0 MCNOSIb30BaHUIO — + — —
KpaTkoe onucaHve XUMMWYEecKOro cocTaBa
n3genus n o6bema nocTaBku * + — —
YcnoBusa xpaHeHus + + — —
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OKOHYaHue Tabnuubl 2

CrepubHbI

KoHTeliHe| il Brniagpil B MepBUYHbI
VHdpopmarmsi X aHerM;,An 6apeep (npu Korl)-lTeVIHe
p YNaKosky Hanmunm) P
Moka3aHnA K NpUMeEHEeHUo — + - —
MpoTuBONOKa3aHUs K MPUMeHeHUo — 3 — —
Mepbl NpPeAoCTOPOXHOCTU M NpeaynpexaeHns

06 W3BECTHOM B3auMOAENCTBUM C APYTUMU UM-

naaHTaTamu 3
CoobuieHne 0 TOM. YTO CoAepXnumoe npegHas-

Ha4yeHo 4719 Pa3oBOro NCMo/b30BaHUA 3 . o
Haganuck: «CTepunbHo» nmeToa(bl)cTepununsa-

Luun n3genuns 1 nepBUYHOrO KOHTelHepa 3 . L]
Hagnucb: «He wncnonb3oBaTb. €C/IN CTEPU/b-

Hblli 6apbep HapyLeH» 3 . .
KOHeuHbIi CpOK rogHOCTH - . o
Coob6uieHne o Hannumm a OUP GydepHoi ao-

6aBKn. 6yhepHas cnoCO6HOCTL (MpY HanM4YUKn) co-

rnacHo taébnuue 1 +
Homep napTtumn + - * +
MpumeuvyaHne — Homep napTum, CPOK rogHOCTM U AaTy CTepunmsaunm JOMyCKaeTCs He ykasblBaTb Ha CTe-

puabHOM 6apbepe, eC/iM OH NPO3PayHbIii U HEO6X04MMYI0 MH(DOPMALMIO MOXHO NPOYNUTAThL HA NEPBUYHOM KOHTENHEpE.
He Hapylas ero repMeTMYHOCTb.
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MpunoxeHune A
(cnpaBo4HOE)

MeTogabl nsmepenus pH n onpegenexns 6ycepHoii cnocobHoctu OUP

A.l O6wue Tpe6oBaHus

A.1.1 B HacTosLEM NPUIOXEHUN NPUBEAEH NPUMeEP MeTOL0B M3MepeHus pH 1 onpegeneHns GydepHoit cnocob-
HocTu OUP.

A.2 Tpe6oBaHusa Ko6opyaOBaHUIO M BCNOMOraTe/lbHbIM YyCTpOicTBam

A.2.1 CTeknsHHasa konoba.

A.2.2 6lopeTka eMKOCTbI 10 M1 A4N15i nogayn TUTPUPOBAHHOTO pacTBopa C LeHol genenns 0.1 mn.

A.2.3 Yawka ons pasmelimBaHus.

A.2.4 Tlanouyka Ana NnoMelwnBaHuns.

A.2.5 Tngpookuck Hatpusa (NaOH). 0.005-HOpManbHbIi CTaHAAPTHbI 06 BbEMHbIV pacTBop.

A.2.6 ConsHas kucnota (HCI). 0,01-HopManbHbIii CTaH4APTHbI 06 bEeMHbI pacTBop.

A.2.7 KannbpoBaHHbIli pH-MeTp.

A.3 TopsAfOK NOArOTOBKM, NPOBEAEHNSA NU3MEPEHNA N npasnna o6paboTkn pe3ynbTaToB N3MepeHus

A.3.1 PacTBOpbI 'MAPOOKNCK HATPUSA U CONIAAHOW KUCNOTbI MPUrOTOBUTLOGLLENPUHATBIMU MeToh4aMu 1 nepes npuve-
HeHneMm pa3baBUTb A0 HYXXHOW KOHLEHTpauuu.

A.3.2 B cTekNsHHYyl0 Konby BAuTb 25 mn o6pasua (06bem Vs) u nameputb pH, ¢ NoMOLW b0 KannbpoBaHHOro pH-
mMeTpa.

A.3.3 C nomoulbio 6topeTkn A06aBUTb AOCTAaTOYHOE KOMIMYECTBO TUTPUPOBAHHOIO CTaHA4apPTHOro 06 beMHOro pac-
TBOpa HCI. yTob6bI 06ecneuynTb N3MeHeHne nokasartensa pH Ha 1,0 eauHuuy pH <pH2). 3anucatb 06bem 406aBNEHHOIO TUT-
puposaHHoro pacteopa (Vp.

A.3.4 ToBTOpUTb onepaLun CO BTOPOW a/IMKBOTHOW Npo6oi o6pasua, UCNoNb3ys TUTPUPOBAHHbIN CTaHOAPTHbIN
06beMHbIli pacTtBop NaOH.

A.3.5 PaccuuTtaTb 6ydepHyt0 CNOCO6HOCTbL No hopmyne

VN
VA(pH2 - PH )"

rae V.— o6bem f06aB/eHHOro TUTPUPOBaHHONO pacTBopa.
Va— o6bem pacTBOpaobpasua, Mi;
N — HOpMasibHOCTb TUTPMPOBAHHOIO pacTBopa.
A.3.6 B OKOHYaTe/IbHOM OTYeTe 3anucatb 6ydepHy0 CNOCOBHOCTb NO KMcAoTe N 6ydepHy CNOCOBHOCTb MO OCHO-
BaHWI0. MONb/N Ha pH (MK MONb-3KB /n).
[lns pacTBOpOB CO 3Ha4YnUTeNbHOl BydepHoli cnoco6HOCTLIO 06bem o6pasLa AonyckaeTca peryinposaTb A0 Noy-
YEHWS HYXHOTro 06 bemMa TUTPUPOBAHHOIO pacTeopa.
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MpunoxeHune b
(o6a3atenbHoe)

MeTog npoBepky 3arpsisHeHuss OUP BUAWMbBIMY MUKpOUYaCTULLAMY

B.1 O6wune Tpeb6oBaHus

MeTog NpoBepky 3aknioyaeTCcs B NPOBEAEHUN BU3YanbHOV oueHKn OUP Ha Hanuune BUAVMbLIX MUKPOYACTUL, C
noMoLLblo yCTpoiicTBa HabtogeHus.

B.2 Tpe6oBaHua ko60pyAO0BaHNIO N BCNOMOTaTe/lbHbIM YCTPOKCTBaAM

B5.2.1 YcTpolicTBo Ha6/1l04eHNs, B COCTaB KOTOPOro BXOAST:

5.2.1.1 MaTtoBas YyepHas naHesib, yCTaHOBJ/IEHHas BEPTUKa/IbHO.

B5.2.1.2 MaToBasi 6enas naHesib, yCTaHOBJ/IEHHAsA BEPTUKA/IbHO PAAOM C YEPHOU NaHeNbio.

B5.2.1.3 Perynupyemsblii NaTpoH, CHabXeHHbIN MCTOYHMKOM CBeTa U paccenmBaTesiem.

5.2.1.4 WcTo4YyHUK cBeTa B TOYKe HAbNOAEHNS AO/MKEeH co3aBaTbh OCBELLEHHOCTb He meHee 2000 k. ns emkocTeli
13 LBETHOrO CTeK/1a U NiacTMacChl OCBELEeHHOCTb A0/KHa 6biTb 601ee 2000 k.

5.3 Mopsipok NoAroToBKW, NPOBeAEHUS NPOBEPKU U NpaBuia 06paboTkn pe3yibTaToB NPOBepPKN

B5.3.1 CHSITb BCe 3TUKETKMN C eMKOCTU, cofepxatieit OVMP. NnpoMbITb 1 BbICYLINTb €€ HapyXHble CTOPOHBbI.

B5.3.2 OCTOpOXHO noBopaynBas €MKOCTb, CNlenTb 3a NOABMEHMEM MUKpoyacTul nepen 6es0ii NOBEPXHOCTLIO.
BosgyliHble Ny3bIpy B EMKOCTU HeA0MNyCTUMBI.

5.3.3 TlMosiBNneHne MnukpoyacTul cumtaTb B TedeHune 5c.

B.3.4 TpoBecTn onepayun no 6.3.2—b6.3.3 nepej YepHO NaHenbo.

B5.3.5 CymMMy MUKpo4acTul, NOSABUBLINXCA Nepes, 60 1 YepHOW NaHensiMu, cUnTaloT ypoBHeM 3arpsisHeHus OUP
BUAVMbIMWN MUKPOYACTULLAMU U OKYMEHTUPYIOT.
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MpunoxeHune B
(cnpaBo4HOE)

MeTopa npoBepku 3arpasHeHns OVIP HeEBUANUMBIMU MUKpOYac T ULamMmu

B.1 O6uwwne Tpe6oBaHus

MeTopn npoBepku 3akntovaeTCsA B NpoBedeHnn oueHkn ONP Ha Hannune HEBUAMMbIX MUKPOYAacT UL, C MOMOLLbIO
yCcTpoiicTBa 3/1eKTPOHHOI cMcTeMbl NogcyeTa MUKpovacTuL, No ocnabneHunto ceeTa.

B.2 Tpe6oBaHus KO6GOpPyAOBaHUIO M BCMOMOraTes/ibHbIM YyCTpONCTBaM
B.2.1 O6uwue Tpe6oBaHnsa
B.2.1.1 YcTpoicTBO NpeAcTaBnsieT CO60I 3NEKTPOHHYIO CUCTEMY NoAcyeTa MUKPOYACTUL, B3BELLEHHbIX B pacTBO-

pe, o6ecneynBaoLLyto COOTBETCTBYOLLYO nogady OVP. B KOTOPOI A0/TKeH 6biTb YCTAHOB/IEH AaTYMK OcnabrieHns cBeTa,
Hanpumep, Tuna KL-04, dpmupma RION.

B.2.2 Tpe6oBaHuA KnNpegeny nUaMepeHns KOHUeHTpaumumn gatymka

B.2.2.1 Vcnonb3yemoe YCTPOWCTBO AO/HKHO MMeTb npefen M3MepeHUs KOHLEHTpauuum makCcMMasibHOro uucna
onpegenseMbiX MUKPOYACTUL, HA MUANUANTP, KOTOPbIA NpeBbiwan bl NnpegnonaraeMyto KOHLEHTPaUU MUKpoOYacTuy B
ncnbityemom OUNP.

Mpepen v3mMepeHWa KOHUEHTpauun yCTpoONCTBa yKasblBaeTCsA ypOBHeM nojcyeta MUKpoyacTul, NpU KOTOPOM
coBnagarlnii cyeT BCNeaCcTBME O4HOBPEMEHHOIO NPUCYTCTBUSA ABYX MM 60/1ee MUKPOYacTUL, BNpocMaTpMBaeMoM 06b-
emMe AaTtyuka ocnabneHnsa cseTta coctaBnaetr meHee 10 % noAcyeTOB, CYMMUPOBAaHHbIX A1 MUKpoYacTul, pasmepamu
10 mKkM. Mpegen n3amepeHns KOHUEeH T paLmm MMKpoyacTnL, fo/KeH 6bIThb yKa3aH BnacnopTe ycTpolicTBsa.

B.2.3 Tpeb6oBaHusA KANHaAMWYECKOMY AMana3oHy gaTyumnka

B.2.3.1 [unHamunyeckuii gnanasoH JaTyunka f0/HKeH 0XBaTbiBaTb HAVMEHbLINI pasmep MMKpoYacTuL, KoTopble Noja-
nexart nogcyeTy B ucnbityemom OUP.

B.2.4 Tpe6oBaHWUsa Kk BoAge

B.2.4.1 Vcnonb3yemasn Boja A0/KHa 6bITb NpoNyLeHa Yepes NOpUCTbI (PUNbTPAIA OUUCTKM ee OT MUKPOYaCcTHULL.
Pa3mepbl nop onnbTpa A0MXKHbI GbITb HE 60/1ee 1.2 MKM.

B.2.S Tpe6oBaHWA K KannbpoBke

B.2.5.1 YcTpoiicTBO KanmbpyloT Mo HA6opy cdhepuyecKnx MMKpoyacTul, pasmepamm ot 10 0 25 MKM BMOHOAMCHep-
CHoli cycneH3nn. Ha6op chepuyecknx MUKpodYacTul AncneprupyoT a Boge no B.2.4.1 Ao nonyyeHns COOTBETCTBYOLLEl
KOHLeHTpauum MukpoyacTul,. B npouecce agucneprupoBaHns He A0NyCKalOTCA arperatHble COCTOSHUA MUKpoYacTuL,.

B.3 MopaAok NoAroTOBKU, NpoBeeHNs NPOBEPKN U NpaBuia o06paboTkn pe3ynbTaTtoB NPOBEPKYU
B.3.1 O6wue Tpe6oBaHusa

B.3.1.1 [lMpoBepKyNpOBOASIT BYC/IOBUAX OTPaHNUYEHHOTO 3arpsi3HeHNsI MMKPOYacTULLAMU C UCMOJIb30BaHNEM BbITSIX-
HOro wkada c naMMHapHbIM NOTOKOM BO34yXa Yepe3 BbICOKOI((EKTUBHbIN Cyxol BO3ayLWHbIN dunbTp (HEPA).

B.3.1.2 [lna o6ecneyeHns cooTBeTCTBUSA paboymx napameTpoB ycTpolicTBa Tpe6yeMoii TOHHOCTM NPOBepPKM onepa-
TOp. NPOBOAAL MY NPOBEPKY, A0/HKEH NPONTH COOTBETCTBYIOLWEE 06yUeHme.

B.3.1.3 lepea KOHTPO/IbHOW NPOBEPKOI NCNO/b3yeMast CTek/IsiHHas NocyAa AOMXHA 6bITb YNCTO BbIMbITA C NPUMe-
HEeHMEeM TensIoro MOKLLLEro cpeAcTBa U TWaTe/IbHO OMNoA0CHYTa 60/1bWNM KO/IMYECTBOM BOAbI No B.2.4.1.

B.3.1.4 Bo Bpewms nepeHoca uccnegyemoro ONP BeMKOCTb, Noasiexatlyto KOHTPOJIt0, He foNyCcKaeTCsl NPOHUKHO-
BEHVe BO3AYLIHbIX Ny3blPbKOB.

B.3.2 MopAAOK NOATOTOBKN KNPOBEAEHNIO KOHTPOIbHO’ NPOBEPKU

B.3.2.1 KoHTpo/bHas npoBepka 3ak/iyaeTCcsa B onpejesieHUn 3arpa3HeHnss MukpoyactTuuaMmy naty o6pasuos
BOAbl N0 B.2.4.1 06beMOM 5 M/1 KaxAbli BCOOTBETCTBMMU € B.3.3.

B.3.2.2 Ecnuuncno mmkpoyactuy pasMmepamm 6onee 10 MkM npeBblwaeT25 B COBOKYNHOM 06 beme 06pasLoB BoAbl
25 Mn. To 061 Me Tpe6oBaHNs 6e30MacHOCTM NPOBeAeHUS NPOBEPKN He ABNAIOTCA 40CTaTOYHbIMUW A1 NPOBEAEHNS OCHOB-
Hoii npoBepkn OVP. CneayeT NOBTOPUTbL NOAFOTOBUTE/IbHbIE 3Tanbl U MPOBECTU MOBTOPHYI KOHTPO/IbHYIO MPOBEPKY.

B.3.2.3 OVP. npoweaLwmne KOHTPO/IbHYO NPOBEPKY, NOABEPraloT npoueaype onpefesnieHns 3arpA3HeHns.

B.3.3 MMopsifoK NpoBeAeHNA NPOBEPKN M OLEHKA pe3ynbTaToB

B.3.3.1 1A MHOroKOMMNOHeHTHbIX OVIP TpebyeTcsA TwaTeNbHOE CMeLBaHWe OTAEe/IbHbIX KOMMNOHEHTOB B COOTBE-
TCTBUM C YKa3aHUAMU Ha 3TUKETKE.

B.3.3.2 MepemewnBatoT cogepxmmoe ONP. MeaneHHO NnepeBopaymBas eMKOCTb He MeHee 25 pas. B cnyyae Heo6-
XOAUMOCTU. OCTOPOXHO YAaNSIHOT FTepMEeTUYHYHO YNaKoBKY.

B.3.3.3 OuuwarT BHELWHNE MOBEPXHOCTU EMKOCTU C NOMOLLLIO CTPYM BOAbI MO B.2.4.1. CHUMAIOT KPbILLKY, HE Aonyc-
Kasi 3arpsi3HEHNSI COAEPXMMOTo eMKOCTU. [1at0T BbITY Ny3blpbkam ra3a B TeHeHne 2 MyH.

B.3.3.4 BepyTuyeTbipe nopuum OUNP. kaxaas n3 kotopbix cogepxut (5t 0.2) M. M NOACUNTBIBAIOT YNC/I0 MUKPOYac-
TUL,. pa3mepbl KOTOPbIX paBHbl UK 6onee 10 1 25 MKM.

B.3.3.5 MoacuuTbiBaldT U AOKYMeHTa/llbHO OOPMAAIOT cpefHee 4Yucnio mukpodacTuy B OWP. nopnexaiwem
nccnefoBaHuio.
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MpunoxeHune I
[pekomeHayemoe)

MUKpOCKONMYeCKnii aHann3 TBepabix (HEBUAUMbIX) MUKpOUACTUL,

rl1 O6wure Tpe6oBaHNsa

I.1.1 MWKPOCKOMUYECKWNiHi aHannn3 npeaycMmaTpuBaeT NoACHET YNCa HEBUAMMbIX TBEPAbIX MUKpoyacTuy, BOWVP Ha
eAvHMUY 06bema Nnocse Toro, Kak 3T YacTulbl co6epyTcsl Ha MOPUCTOM MeMGPaHHOM hUnbTpe.

[.1.2 Mpw BbINONTHEHUN MUKPOCKOMMYECKOTO aHann3a He NnpegycMOTpeH nogcyeT aMopdHbIX, NONYXUAKUX UK APpY-
rMx Mopho1ornyeckn HeoTYETIMBBIX HacTHL, KOTOPbIE UMEIOT BUA NATHA UV U3MEHEHUSA LBeTa Ha MOBEPXHOCTN MeM6paH-
HOro punbTpa. Takne yacTuubl MMetoT He6OoNbLOW penbed U He NMetoT penbeda NOBEPXHOCTU U UMEIOT CTYAEHUCTbIN
WY NNEHKOO6pasHbIA BUA.

.2 Tpe6oBaHuA K 060pyAOBaHNIO N BCMOMOraTeNlbHbIM yCcTpolicTBam

2.1 Mwnkpockon

[.2.1.1 Mwukpockon (CNOXHbli BUHOKYNAPHBIN), KOMBUHaUUSA 06BbeKTMBa U OKynsipa ob6ecneynBaeT yBesMyeHue
(100 r 10)*. AnoxpomMaTUUHeCKNii NNn Nyynii 06 EeKTUB A0/KEH NMMETb HOMUHaNIbHOE yBenu4yeHne 10° 1 MUHUMATIBbHYO
uncnosyto aneptypy 0.25. O6bekTUB A0/KEH GblTb COBMECTUM C 3MUCKOMUYECKUM OCBETUTEsIeM. YBenn4veHne OKyns-
pos — 10*.

I.2.2.1 MwuKpockon cHabXeH MexaHW4YeCKNM CTO/IMKOM, KOTOPbIA MOXeT hukcuposatb MeMbpaHHbIi hunbTp Ana-
meTpom 25 nnmn 47 MM 1 CKaHMpOBaThb BCIO ero nsjouwab.

[.2.2 OcseTutenu

[.2.2.1 [Ba ocBeTuUTesns, OCHalWleHHble roNy6biM1M CBeTOPUNBbTPaAMN [HEBHOIO CBeTa AJI CHWXKEHUS yCTanocTu
rnasa oneparopa:

- BHEWHWIi oCBeTUTENb, peryimpyemsblii 4ns ob6ecneyeHns KOCOro OCBeLLeHNs, najgaroLlero nog yranom ot 10° go 20°
K FOpU30HTanNu:

- 3NNCKONUYeCKnii OCBETUTE b CBETI0T0 MO/, BCTPOEHHbIN B MUKPOCKON.

[.2.3 OKynsipHasa ceTKa C OKPYXHOCTAMMU

[.2.3.1 OkynsipHas ceTKa C OKPY)XXHOCTAMM (CM. PUCYHOK M.1). oTkKannbpoBaHHasa Takum o06pa3om, 4To6bl N3mepu-

Te/IbHble OKPYXHOCTU 3aHMManu 2 % HOMUHasIbHOTO NOJIA 3PeHUs B MNI0CKOCTU CTOIMKA 415 [aHHbIX06beKTuBa n oKynsapa.

O » *

0 K 20 8C40608B0 70Bas0 100

1 — nosie 3peHns OKY/ISIPHO CeTKN: 2 — NepeKkpecTbe: 3 «— OKPYXXHOCTU CpaBHEHUS: 4 — NIMHeHas wkana
PucyHok 'l — OKynsipHas ceTka C OKPY>XHOCTAMM
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[.2.3.2 Tpo3payHble nYepHble N3MEPUTESIbHbIE OKPYXHOCTU AnameTpamu KO n25mkm npu ysennyeHunn 100 “asna-
IOTCSl CPAaBHUTE/IbHBIMU LUKaNamMu 4151 U3MEPeHUs vacTtul,.

[.2.4 O6beKkT-MMKpomeTp

.2.4.1 O6beKT-MVWKPOMETP C LeHOl feneHnsi 10 MKM. umetowmii cepTudnkaT COOTBETCTBYUSA, BblJaBaemblil B
yCTaHOB/IEHHOM Mops/AKe akKpeAN T OBaHHbIM OPraHoM no cepTudurkauuu.

[.2.5 YcTpoiicTBO hunbTpaymm n BcnomoratesibHble NPUHAAEXHOCTH

[.2.5.1 ®unbTpoBasibHasi BOPOHKA 06bEMOM, NOAXOAAWMM ANA UCMbITAHUA, MUHUMaIbHbIM AnaMeTpoM 21 MM.
BopoHka foxHa 6bITb N3roTOB/IEHA U3 NN1IACTMACChI, CTEKAA UIN HepXXaBetoLen cTanu.

[.2.5.2 ®unbTpoBanbHbIi ANddy30p, BbINOMHEHHbIV B BUAE NOACTaBKM No4 hUNbTP, U3rOTOBJIEHHbIW N3 HepXaBe-
toLeli cTanm uamn cCneYeHHoro cTekna.

[.2.5.3 WCTOYHMK Bakyyma.

[.2.5.4 TlnHUeT C 3aKpyr/1IEHHbIMU KOHLaMW.

[.2.5.5 [o3aTtopbl pacTBOpUTENSIC (DUNLTPYHOLWMM CONMIOM, 06ecneymBaoLWnMM nogady pactBopuTens, oTpuabTpo-
BaHHOIO OT YacTuL, TONWNHOW He 6onee 1.2 Mkm Npu gaBneHuu ot 70 go 550 kMa.

[.2.5.6 MemM6paHHbleUAbTPbLI. 251NN 47 MM. C CETKOW UM 63 CETKN, YEPHOTO UM TEMHO-CEPOTo LBETa, N3roTOB-
NTeHHble U3 LeNo/103H0-3WMPHOI cmecn, pasamepamMu nop He 6osiee 1.0 MKM.

[.2.5.7 Yawka MNeTpwu.

[.2.5.8 BbITSXHOI WwWKad ¢ 1aMmMHapHbIM NOTOKOM BO3JyXa Yepe3 BbICOKOA(h(heKTUBHBIN Cyxoli BO3AYLWHbI (OUNbTP
(MEPA) c cogepxaHuem He 6onee 3500 yactuuy/m3.

[.2.5.9 CTrepuibHble NepyaTku.

.2.5.10 OevnoHn3nposBaHHasa sBoja.

.2.5.11 WM3onponunoBblii cnnpT.

.3 MopsAAoOK NOArOTOBKW K NPOBEAEHUIO aHannsa

r.3.1 O6wue TpeboBaHusA

r.3.1.1 OnpegensatoT cnenyt Npody NyTeM cnepyroumx onepaumii:

- nogatoT 50 M1 ,eMOHN3NPOBAaHHON MK (UIbTPOBAHHOW ANCTUNNPOBAHHO BOAbI:

- NPOBOAAT OTKAUKy BO3/yxa MNpPONycKalT BCIO BOAY Yepe3 MeM6paHHbIi onnbTp;

- BbIHUMaOT MeM6GpPaHy M30CHOBaHMS (hUNbTPOBasIbHOV BOPOHKU M KNaayT NOBEPX NOSTOCKU ABYXCTOPOHHEN NeHTbI
B yalke lMetpu;

- BbiCylWwMBaOT MmembpaHy 1 NPOBOAAT ee nccrefoBaHne Nog MUKPOCKONOM npu yBenuyeHnm 100x.

[.3.1.2 Ecnu B npegenax oTpuAbTPOBaAHHOIO yyacTka nNpobbl nMmeeTcs He 60siee 20 MMKpoOYacTUL, pasmepamu,
60nee unn paBHbIMU 10 MKM. 1 5 MUKpoYacTuy, pa3mepamu, 60s1ee uam paBHbIMU 25 MKM. TO(DOHOBbIi ypOBEHb MUKpOYac-
TUL, CcYMTalOT 4OCTATOYHO HU3KUM A8 NPOBEAEHUA MUKPOCKOMNUYECKOro aHann3sa.

.3.1.3 Mpn npoBefeHUN aHanusa crefyeT UCNoNb3oBaTb 06GecrnblfieHHble CTEPWUSIbHbIE MepyaTku, YCTPOWCTBO
chunbTpauMn U NPUHAANEXHOCTU, TWaTeIbHO BbIMbITbIE C UCMO/Ib30BaHMEM TEMN/IOr0 pacTBOpa MOKLLEro cpeAcTBa, CMbl-
BaeMoro AenoHM3NPOBaHHOW BOAOW MM M30NPONNNOBLIM cNUpTOoM. Mepes ncnonb3osBaHuem cnegyet oThunbTpoBaTth
AUCTUNNVPOBAHHYIO N AEVOHU3MPOBaHHY0 BOAY (hU/ibTpammn C OTBEPCTUAMMN He 6onee 1.2 MKM.

[.3.1.4 OkoH4aTeNbHYlO CYLIKY YyCTpolicTBa (huUNbTpaunn 1 npuHaanexHocteli NpoBoAAT B BbITSXXHOM LWKady C
NaMUHapHbIM NOTOKOM BO3AyXa.

PekoMeHAyeTCA ycTaHaBNMBaTb BbITSHKHOW wWwKad B OTAE/IbHOM MOMELWEHUN C nojadveit oTOUILTPOBAHHOIO
BO3AyXxa.

[.3.2 NMoagroToBKka MUKpOCKONa

[.3.2.1 Bk/o4aloT BHELIHUI BCNoOMOraTe/ibHblii OCBeTUTE b NajaloLero KOcoro 0CBeLeHUs 1 yctaHaBInBawT ero
B6/1M3K CTONMKA MUKPOCKONa.

[.3.2.2 ®okycupyloT OoCBeTUTe/lb TakK. 4YTO6bl MNOMyYMTb KOHLLEHTPUMPOBaHHbLIM y4yacTOK cBeTa Ha MeMGpaHe
(UNbLTPa, PacrnosioNXeHHOro Ha CTOJIMKE.

.3.2.3 PerynupyloT BcrnomorartesibHblii OCBETUTE b NajaloLiero Kocoro ocBeleHrs Nno BbICOTe Tak. YTo6bl yron
najarouwero ceeta coctaBnan ot 10* go 20° K ropM3OHTaNIN; MUKPOYACTULbl Ha MeM6paHHOM UAbTPe AO0/KHbI UMETb
OTYeTNIUBbIE TEMHbIE TEHU.

[.3.2.4 PerynupytoT BHYTPEHHWIA 3MUCKOMUYECKNIT OCBETUTE b CBET/IONO MOJISA, NOSIHOCTLIO OTKPbIB MOMEBYIO U
anepTypHyl Auadparmbl. LIeHTPUPYOT HWUTb Hakana namnbl U (POKYyCUPYIOT MUKPOCKOM Ha unbTp, cogepxaiymii
MUKpoYacTULbl.

[.3.2.5 PerynMpylTUHTEHCUBHOCTLOTPaXEHHOIOCBETaA0TEXNOP.MOKAMUKPOYaCTULbIHECTAHYTYETKOPA3INYN-
Mbl 1 HE OGHapYXaT OTYeT/INBble BUAUMbIE TEHU.
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[.3.2.6 YcTaHaBNMBalOT cCaMO€e HN3KOe 3HAaYeHNe MHTEeHCMBHOCTY 3/IMCKOMNMNYECKOro OCBELLeHUs, 3aTeM NoBbIWaloT
ero 10 Tex /10p. Noka TeHu, oTépacbiBaeMble YacTuLamu, He MOKaXyT MUHUMa/IbHO 3aMETHOE CHUXEHWE KOHTpacTa.

r.3.3 MoagroToBKaycTpoiicTBa hunbTpaynm

.3.3.1 MotoT nnbTpoBas/ibHY0 BOPOHKY (IM.2.5.1). nogcTaBky 1 Anddy3op B pacTBOpe XUAKOTO MOKLEro cpe-
OCTBa 1 B ropsideli Boge, NpoMbIBalOT ropsivyeii NPpoTOYHOM BOAONPOBOAHOW BOAONM, NOTOM NPOMbIBaOT (hUbTPOBaHHOM’
AEeVoHN3NPOBaHHOW BOAON Noa AaBrieHMeM. MOBTOPAIOT NpoueAypy NPOMbIBaHUSA C UCMOJ/Ib30BaHNEM (hU/IbTPOBAHHOIO
n3onponunoBoro cnupTa. [pomMbIBalOT YCTPOWCTBO unbTpauum GUILTPOBAHHON [EeVOHU3NPOBaHHON BOAON,
nosaBaemMoW noj fAaBneHneMm.

[.3.3.2 C nNoMOLbIO YNCTOrO NUHLETA C 3aKPYrNeHHbIMU KOHLAMW BbIHUMAIOT MeMGpPaHy M3 OCHOBAHUA BOPOHKM
dunnbTpa.

.3.3.3 CTpyei hnnbTpoBaHHO OYNLLEHHOW BOAbI, NOAaBAaeMOW Noj HU3KUM AaB/ieHVeM, TWaTe/IbHO MPOMbIBalOT
06e CTOpPOHbI (hUNbTPa, HauYMHas CBepxy, NoBopaynBas B3ag 1 Bnepes KOCHOBaHUIO.

[.3.3.4 Cob6upaloT YncToe yCTPOMCTBO TaK. YTOObI ANdy30p HaXoAUACH B BEPXHEM YaCTU OCHOBaHMWSA, a YNCTbIN
MeM6paHHbIi UNbTP — a BepxHeit yactu guddysopa.

[.3.3.5 YcTaHaBnunBaloT y3e/q BOPOHK/ B BEPXHEl YacT OCHOBaHUA Y 3aKpensstoT.

[.3.4 MoaroToBKa KaHannsy ncnbelTyembix OUP

FoToBAT ucnbiTyeMmble OVP acnepytoweli nocnefoBaTe/lIbHOCTU.

[.3.4.1 BHe BbITSXHOIO WKada CHUMAIOT BCE HapyXHble KPbILLKX, FTepMeTU3NPYoLLMe NOMOChbl U He3aKpenieHHble
Wnn oTcTarowme 6yMaxHble p/ibiki. [IPOMbIBAIOT BHELLIHME NOBEPXHOCTU KOHTeliHepa (du1bTPOBaHHOM AeNOHN3NPOBaH-
HOW BOAOW, NpeflyCMOTPEB 3aLuTy EMKOCTU OT NoNajaHusa 3arpAa3HeHni ns okpyxatoweli cpegbl.

.3.4.2 V3bIMaloT cOAEPXKUMOE KOHTEiHEPOB. COAePXMMOE KOHTEHEPOB CO CbeMHbLIMU NMPOGKaMU MOXHO U3bATb
HENnocpeACTBEHHbIM CHATUEM KPbILWEK, TAKXe A0MNYyCKaeTCsl UCMO/Ib30BaTb YCTPOMCTBO A/t 0OT60pa Npo6 ¢ Urnoi Ansi npo-
HWKHOBEHUS B KPbILKY KOHTelHepa. Mpobbl OUNP. ynakoBaHHble B NNaCTUKOBblE KOHTEHHEpPbl, MOXHO U3bATb, CAenaB
OTBepCcTUe B KOINayvke KOHTeliHepa uan oTpesas YrosloK YACTbIM /Ie3BMEM WU/IN HOXHULLAMU.

I.3.4.3 Yuncno npob ncnbityembix OUP f0MXHO 6bITh 4OCTATOYHBIM A1 06ecnevyeHnsa cTaTUCTUHECKN 06OCHOBAH-
HOW OLLeHKM TOro, COOTBETCTBYET /M MapTusa Wav Apyras KpynHas rpynna npeacrasneHHblx OVP 3afaHHbIM npegenam unm
npeBbILWAET UX.

[.3.4.4 Ecnnobbem KOHTeliHepa meHee 25 M. cneayeTt ucnbitaTtb OUP 13 He meHee yeM 10 KOHTeliHepoB. [lonycka-
eTCcs NPoBepPATb eAMHNYHbIE KOHTEHepbl, eci 06bem OUP oTAeNbHOro KOHTeliHepa cocTaBnseT He MeHee 25 M. B cny-
Yae. ec/lM BMeCTUMOCTb KOHTeliHepa 6onee 25 M. NPOBePAOT OAUHOYHbIE KOHTeliHepbl. MpoBepky OVP B KOHTeWHepe
6o0nee 25 M1 NPOBOAAT HA OCHOBaHUN COOTBETCTBYHOLLErO N1aHa BbIGOPOYHOro KOHTPOIS.

.4 MopagoknpoBefeHNAa aHanu3a
4.1 MNopApok aHanm3a ucnbliTyembix ONP

r4.1.1 NepemewmnBalT KOHTENHEPLI, coaepXxalne ncnoityemble ONP. 20-KpaTHbIM ONMPOKUAbIBAHUEM.

[.4.1.2 BCKpbIBalOT KOHTeliHEPbl TakMM CNoco60M, KOTOpbI/i cO34acT HavMeHbllee BO3MOXHOE YMCN0 (DOHOBbIX
vacTuy. Ecnv o6bem OUP B KOHTeliHepe MeHee 25 M. cfiefyeT BCKPbITb U CMeLlaTb cofepxumoe He meHee 10 KOHTeliHe-
POB B YNCTOW EMKOCTH.

[.4.1.3 MepenuBatloT Becb 06beM OVIP B hnbTpoBasibHYIO BOPOHKY U BKHOHAIOT BbITSKKY.

r.4.1.4 Ecnn o6bem OUNP. nognexauwero punbTpaunm, npesblillaeT BMECTUMOCTb (PUIbLTPOBA/IbHOW BOPOHKW,
nocTeneHHo A06aBAAOT pacTBOP NOPUMSAMU, Noka BeCb 06bem OUIP He 6yaeT oThuAbTPOBaH.

I.4.1.5 MMocne nocneaHei nopumn OVIP NpoMbIBaOT CTEHKN BOPOHKW, HanpaBAasa nof HU3KUM aB/ieHUeM Mo Kpyry
Ha CTEHKN BOPOHKMN MNOTOK (DU/IbTPOBAHHO JeMOHN3NPOBaHHON BOAbl. MpekpalaloT NPOMbIBaHNE BOPOHKN NPeXAe, Yem
06beM CHU3NTCA f0 1/4 ypoBHS HanosHeHWA. MNoAaepXUBatoT BakyyM, Moka BCA XUAKOCTb He MPOAAeT B BOPOHKY.

[.4.1.6 OTKNIOUYMB BbITAXKY, C MOMOLLbIO NMHLUETa BbIHUMAOT MeMGPaHy N30CHOBaHUSA (DUNbTPOBasIbHOV BOPOHKM U
nomewaloT B YallKy 1eTpu, 3aKkpenus ee C NOMOLLbIO BYCTOPOHHEN /TeHTbl U HaHeCS UAEHTUMUKALMOHHYIO MapKUpOBKY
ncnbityemoro OUNP.

[.4.1.7 BbicywmnBaT (UNbLTPOBA/IbHYIO MEMOGPaHyY B BbITSXKHOM LiKay CO cierka NpuoTKPbITOW KPbIWKON HalKu
MeTpn.

[.4.1.8 PaccMoTpuBaloT Mo MUKPOCKOMOM C yBenumyeHvem 100x ounbTpoBasibHYl0 MeMO6paHy MNpu CHATOW
KpbILLUKe Yawky MeTpu.

[.4.1.9 Ecnu B 30He chunbTpauun nmeeTcs He 6onee 20 yacTuuy pasmepamu, 6osee unm paBHbIMU 10 MKM. 1 He
6onee 5yacTul, pasmepamu, 6onee UM paBHbIMU 25 MKM. TO (POHOBbIV yPOBEHb Yac T UL, 4OCT aT OYHO HU3OK A1 NpOBe-
[eHNA MUKPOCKOMWYeCKOro aHanmsa.

[.4.1.10 Ecnuyucno yacTuy npeBblllaeT 3TUTpe6oBaHNsA, (POHOBbLIN YPOBEHb YacTWL He NOAXOANT ANS NpoBe-
[EHNA MUKPOCKONNYECKOro aHann3a. CnefyeT NOBTOPATHL NOArOTOBUTE/bHbIE 3Tanbl, NOKa (DOHOBLIV YPOBEHb Hac-
TULY He CTaHeT NoAXOAAWMM AN NPOBeAEeHNA JaHHOMO UCMbITaHusA.
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r.4.2 NMopapok npoBeAeHUs paboT C OKY/IAPHOW CeTKOW N noacyeT MUKpoyacT UL,

[.4.2.1 OTHOCUTENbHYI MOrPEHOCTb OKY/ISIPHOW CETKU onpeaensitoT C NOMOLLb 06bEKT-MUKPOMETPA, NPOBOAs
cnepyoune onepaymm:

- COBMeELLalT JIMHENHYIO LWKany CeTKM CO LWKanoii 06 bekT-MUKpomMeTpa, YTo6bl OHM 6blIN NapanienbHbl;

- CpaBHMBAIOT WKasibl, UCMO/b3Ysi KAK MOXHO 60/1bLUe AeNeHN Ha KaxXA0N WwKane;

- 3anNnCbIBAlOT YNCNO AENeHNIt Ha NUHeHOW WwKane ceTkn — GSD 1 uncno geneHnii Ha wkane o6 bEKT-MUKPOMET-
pa — SMD:

- paccuyMTbiBalOT OTHOCUTENIbHYIO MOrPELIHOCTb OKY/IIPHOW CETKM MO criegytolei hopmyrne:

100 GSD_SMD (r.1)
SMD

JonycTuma oTHOCUTeNIbHas NOrpeLHoCTb Bnpeaenax + 2 %.

[.4.2.2 OCHOBHbIM METOAO0M N3MEPEHUSA C NCMOb30BAHNEM OKY/IAPHO CETKN C OKPYXXHOCTAMU ABNAETCA MbIC/EH-
HbIl MepeHOC N306paxeHNa Kax 40 MUKpoYacTML bl a Nosie 3peHNsA OKY/IAPHOI CETKU, a 3aTeM CpaBHEHWE UXC OKPYXHOCTS-
MV cpaBHeHVs guameTpamu 10 n 25 MkMm. Mpouecc n3aMepeHns BbINOMHAETCA 6€3 HaN0XEeHUA MUKPOYaCTUL, Ha OKPY>XXHOCTH
CpaBHEHNA, MAKPOYaCTULLbl HE CABUTralOTCA CO CBOEro MecTa B npejeniax noss 3peHns OKyNsApHOL CeTKu.

.4.2.3 [Ansn3mepeHns 6enbix 1 NPO3payHbIX MUKPOYaCTUL, C/ieyeT UCNob30BaTb BHYTPEHHWI AraMeTp CBET/bIX
OMOPHbIX OKPYXHOCTel, AN WU3MepPeHUA TeMHbIX MWKPOYacTuL, — HapyXHbI/i AnamMeTp YepHbIX Henpo3payHbIX
OKPYXHOCTeli cpaBHeHUs.

[.4.2.4 ®okKycupys OKy/IApHYI0 CeTKy peryimpoBaHvemM AMONTPURHOTO KOMbLia NPaBoro oKy ispa, NoBopaynBaoT ee
B NPaBOM OKy/isipe TaK. YTo6bl NIMHEiHasA WKana Haxoaunacb BHU3Y NOMAA 3peHus, Habnaan nccnegyemblini obpasel He B
chokyce.

[.4.2.5 ®okycupyloT MUKpocKkon Ha nccnegyemblin ONP. HabntogatoT OVP Tonbko Yepes npaBblii okynsap. Habnto-
Aan yepes NieBblli OKYNAP U Perynmpys AMonTpuitHoe KonbLo, fo6usBatoTca hokycmposku nccnegyemoro ONP.

[.4.2.6 Tpu BbIMNOJIHEHMM MOJIHOTO NoAcYeTa He NPUHMMAIOT BO BHUMaHWe NoJsie 3peHns CeTkun, orpaHnyeHHoe 60/1b-
WOV OKPY>XHOCTbI0. ICNoNb3yloT BepTUKanbHoe nepekpecTbe.

[.4.2.7 CkaHuUpyOT BClO MeMGpaHy crnpaBa HasieBO Mo TpaeKTopuu, KoTopasi NPUMbIKaeT, HO He NepekpbIBaeT nep-
BYIO TPAeKTOPUIO CKaHMpoBaHWA. NOBTOPAIOT NpoLeaypy, NepeMeLLascb BNpaBo-B/1eBO, MOKa BCe YacTuUllbl Ha MembpaHe
He ByAyT noacunTaHbl.

[.4.2.8 3anucbiBaloT 06l ee YACIO YacTul, pa3Mepbl KOTOPbIX cOCTaBNAOT 10 MKM nnn 6onee, n obuee Yncao vac-
TUL,. pa3Mepbl KOTOPbIX COCTaBAAT 25 MKM 1nm 6onee.

r.4.3 MpaBnna o6paboTku pe3ynbTaToOB aHanmsa
.4.3.1 PaccuuTbIBalOT YMNC/IO YACTUL, HA KOHTeiHep no popmyne
PIV. (r.2)

rae P — obuiee 4yncno noAcUUTaHHbIX YacTul,;
V — 06bem ucnbiTyemoro OUP. mn.
[.4.3.2 KoppeKTupyloT cTeneHb paszbaBieHuns A5 NoayvYeHns ymcna Mmkpodactuy, npym noarotoske OUP. 1. e. pac-
CYMUTBIBAOT YNC/IO BbISIB/IEHHbLIX MMKpPOYacTuL, Ha 06bem nccriegyemoro OUP.
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MpunoxeHue [
(o6a3atenbHoe)

McnbiTanne OVIP MmeToAOM BHYTpUraasHoli uMmnaaHTauum

A.1 O6wwne Tpe6oBaHnsa

[.1.1 Tpw npoBeaeHUN NCMNbITAHUSA BHYTPUTIA3HOW MMNAaHTaLMn NPOBOAAT OLEHKY MECTHOTO AeiCTBUSA Ha XUBYIO
TkaHb 0o6pasua OVP. UMNNaHTUPOBAHHOIO XMPYPruyeckum Cnocobom B MecTO, COOTBEeTCTBYIOLUee NpeayCMOTPeHHOMY
NPYMEHEHUIO, MapPLIPYTY U A/IUTENbHOCTU KOHTAaKTa Kak Ha MUKPO-, TaK 1 MakpOYPOBHSAX.

[ 1.2 O6wune Tpe60BaHUAX UCMLITAHUAM Ha UMMNAHTALUIO COOTBETCTBYIOT yKasaHHbIM BTOCT P MCO 10993-6 n
FOCTPUCO 10993-12.

[.1.3 8 kayecTBe MecTa AN UMNAaHTaunun MoxeT 6blTb UCNONb30BaHa NepeAHssi kKamepa Uan cTeknoBuaHas
MoMOCTb rN1a3aXnBOTHOMO, NOAXOASILLErO A8 UCMNbITaHus.

[.1.4 B cooTBeTCTBUUN C TpeGoBaHUAMU (5) UCMbITAHWE HA XMBOTHOM [OJ/IXHO 6bITb COKpalleHO A0 onpaBAaHHOro
MUHUMYMa.

0.2 NMopAapok NnpoBefeHUs UcnblTaHusa

[.2.1 Heob6xoaumbliii 06beM OWP. cooTBETCTBYHLWMI NpeanosiaraeMoMy MCMNO/Ib30BaHUIO, BBOAST B NepeaHow
KaMepy Wi B NepesHioo YacThb CTEK0BUAHOM NoN0oCT W rnasa.

[.2.2 /IMnnaHTaumio oCywWwecTBSAIT C MUHUMaIbHO BO3MOXHOW TpaBMOW rnasa Ans Toro, Y4To6bl Xupypruyeckas

TpaBMa rnasa He MacknpoBaJsia noBpexaeHus, noJsiyd4eHHble Bpe3ysibTaTte BO3,D.el7ICTBI/Iﬂ NCNbITYyeMOro Uin KOHTPOJIbHOro
ounp.

[.2.3 BkayecTBe 06pa3La cpaBHEHWS NCNOb3YHOT A4PYTOi 3aperncTpupoBaHHblii OVP. npucyTCTBYIOWNIA Ha pbiHKe
He MeHee MATU NeT 1 NpeAHa3HauYeHHbI 4Na Tex xe Leneii.

A.3 MpaBnna o6paboTkM pe3ynbTaToB UCNbITAHUA

A.3.1 BocnanutenbHas peakuus rnasa, BO3HUKawowas nocne ssegeHns OUNP. gonxHa NOCTOAHHO KOHTPO/INPO-
BaTbCA U KNnaccuurumpoBaTbCs COMNacHo CTaHAapTU30BaHHOM CMCTEeMe KONMYeCTBEHHbIX NokasaTteneli Ans 6MoMuKpoc-
KOMMYECKOro nccrefoBaHuns ¢ MICNOb30BaHUEM W eneBoli naMmnbl Yepes 4—6 4 1 GUOMUKPOCKONMYECKOTO NCCIef0BaHUA U
M3MepPEHUS TOJLWNHBI pOorosulbl Yepes 24.48. 72 4y un 1 Heg nocne BBefeHus OUNP.

[.3.2 BHyTpurnasHoe gaBfieHVe U3MEPSIOT B MOMEHTbI BPEMEHW, YKa3aHHble BOLLEHKEe pUcka. lonyckaetcs npuBo-
OVTb AONOMTHUTENbHbIE OLEHKN B 3aBUCUMOCTU OT A/IUTENIbHOCTU U3YYeHUA UMNIaHTaumu.

[1.3.3 Pe3ynbTaTtbl UCNbITaHW [0/KHbI 6bITb 3aHECEHBI & OKOHYATe/IbHbIA OTYeT.
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MpunoxeHne E
(o6a3aTenbHOE)

Tpe6oBaHMS K KNTMHUYECKOMY ncnbl TaHuto OUNP

E.1 O6uwue TpeboBaHua

[0MXKHBI 6bITb NPUMEHeHbI 06 Kne TpeboBaHUA K KNTMHNYECKUM ucnbiTaHnam no FOC I P 52458 nyacTHble Tpeb6oBa-
HUA nogpasnenos E.2—E.4 HacTosLWero NnpuaoXeHus.

E.2 TMnaH KNNHNYECKOTo UCMbITaHUA

E.2.1 [onXHO 6bITb NPOBEAEHO CTAaTUCTUYECKOE K/TMHNYECKOE WCMNbITaHWe B KOHTPO/MPYeMbIX ycroBusx. Liensto
ncecnefoBaHna f0/KHa 6bITb JOKYMEHTa/IbHO NOATBEpPXAeHHas 6e3o0nacHOCTbL HoBoro OVIP Bo Bpems onepauumn no cpas-
HEHWIO C KOHTPO/IbHbIM OVP. AHann3 puckoB JOJKEH ONnpeaesiMTb NCXOAHYIO rnnoTesy, a 41 pacyeTa He06X04MMOro Ymc-
Na cy6bEeKTOB B KaX /40l KOHTPOIbHON rpynne Ao/HKHbI 6bITb UCMOb30BaHbl CTaHAapTHbIe 6uocTaTucTuyeckme hopmybl.

£.2.2 KOHTPO/IbHbIM PacTBOPOM [JO/IKEH ObiTb AOKYMEHTUPOBaHHbIi OWP. WWpoko npogaBaeMblii B TeyeHue
nocneaHnx NATW neT. npefHasHayYeHHbIN 1 yTBEPXAEHHbIN ANA TOro e NpUuMeHeHns. Yncno He oBefeHHbIX 40 KOHLAa
Cy6BbEKTOB B KaX[OW KOHTPO/ILHOW rpynne AO/HKHO COCTaBATb He 6osee 10 % o6uwero yucna BOB/IEYEHHbIX B
nccnepoBaHne Cy6bEKTOB.

NMpumMmeuaHue — MccnegoBaHus, NPOBOAMMbIE B OAHOM CTPaHe, MOTyT NPUBECTY K NOSIB/IEHUIO AOMOJTHUTE b
HbIX TPe60BaHUNI NO BbINOMIHEHMIO MPABOBbIX HOPM B APYTMX CTPaHax.

E.2.3 KaxAbllii KTMHNYECKNA ncnbiTateNb AO/HKEH NPOBOAWTL OAMHAKOBYIO XUPYPr1Uyeckyto onepauuto Ans Bcex
Cy6beKTOB.

E.2.4 Habnwogatenu He AO/MKHbI MPUHMMATb y4acTue BKIIMHUYECKOM UCNbITaHUW. ECN HeNb3A40CTUTHY TbCPaBHU-
Te/IbHOr0 NCCne0BaHNsi HOBOTO N KOHTPOIbHOro OVIP. nocneonepauyoHHble NCCNef0BaHUA MOXeT NPOBECTN He3aBUCK-
Mblli Ha6n AaTeNb, KOTOPbI/ He AOMKEH 3HATb, kKakoi OVP 6bin1 CNoNb30BaH.

E.2.5 AnuTenbHOCTb Ucnosb3oBaHns OVP 1 06beM, NPUMEHSEMbIA ANS KaXAOT0 Cy6beKTa, AO/MKHbI GbiTb MOA-
TBEPXAEHbI [ OKYMEHTa/IbHO.

E.2.6 Cepbe3Hble HeGNaronpuaTHbIE ONepauuoHHblIe U NOCNeonepaLoHHble NCXOAbI, a TaKxe BpefHble BO3el-
ctBuA OUP pfo/kHbl 6biTb JOKYMEHTaslbHO MOATBEPXAEHbl W 3aHeCeHbl B OKOH4YaTeslbHblAi OTYeT B COOTBETCTBUM C
FOCrP 52458.

E.2.7 Cyb6bekToB HabnogaoT 40 onepaunm nyepes cneaytolime NpoMexyTkn BpemMmeHn nocne onepauun: (6 r 2)y
(ToNbKO ANA N3MepeHnss BHYTPUIIa3HOTo faBneHus): (24 + 4)u; 1Hep + 2cyT; L mec r 7cyT; 3mee + 2Hep,.

E.2.8 Bnpouecce KNMHUYECKUX UCMNbITaHuli AO/MKHbI 6bITh OLEeHEHbI CeaytoLme nepeMeHHble napameTpbi:

a) nocneonepaunoHHOE NU3MEeHEHWE BHY T PUT/1a3HOT O AaB/IeHUS.

6) TonwWmHa poroBuubl.

B) 4MCNO KNeTOK3HAOTEeNnNsa porosuubl.

r) ocTpoTa3peHus.

A) Apyruve napamMeTpbl, UAeHTUdULMPYyeMble OLLeHKOW pucka.

E.3 OueHka napameTpoB

E.3.1 MNMocneonepayMoHHOEe U3MeHeHNe BHYTPUTNa3HOro AaB/ieHus

Ecnu oueHka pucka ykasblBaeT Ha HE06X04MMOCTb MOHUTOPUHIa BHYTPUINA3HOro AaB/1eHns, TO ero criefyeTt name-
pPATb C NOMOLWbLIO annaaHauyMoHHOro ToHomeTpa FonbaMaHa. [laBneHne crnefyeT U3MEPATb NPU KaXAoM MoceleHun
cybbekTa.

E.3.2 TonwwnHa porosuubl

Ecnun oueHka pucka ykasbiBaeT Ha HEO6XOAMMOCTb U3MepPEeHNs TOJIWMHbBI POroBuULbl, TO U3MEPEHUSA NPOBOAAT A0
onepauun n yepes 24 4, 1 Hea n 1 mec nocne onepauunu.

E.3.3 lMocneonepaynoHHasa BocnaanTesibHas peakuuns rnasa

CTeneHb peakumy BOCNasieHns rnasa oueHnBarT MeTo40M 6MOMUKPOCKONUN C NCNOJIb30BaHMEM L eNeBoi namnbl 1
K/TMHUYECKMN KNaccutuumpyoT Npu KaXa0M NOCeLeHUN 3a UCK/TIOYEHNEM MOCeLeHNs Yyepes 6 Y.

E.3.4 CocTosHME aHOOTENNA POroBuUL bl

CocTosiHWe 3HA0TeNNA POroBULbl OLIEHMBAIOT MyTeM NoAcyeTa YMca K/1eToK 3HA0TeNINS POroBuLbl 4,0 onepaunu n
Yyepes 3 Mec nocrsie onepaymu.

17



FOCT P 53468—2009

E.3.5 OcTpoTa 3peHus
CKOPPEeKTMPOBaHHYI OCTPOTY 3peHNA N3MEPSIIOT A0 onepauun nyepes 1Hes. 1 v 3 blec nocne onepayuu.
E.4 Mpumepbl pacyeTa yncna cy6beKToB, HEOGXOAUMOTO AN NPOBEAEHNS KITMHUYECKUX UCNbITaHN

E.4.1 PacueT yncna cy6bekToB AN U3MEPEHUA TONWNHBLI POrOBULLbI

E.4.1.1 MNpumep OCHOBaH Ha N3MEHEHUU TOJILLNHbI POTrOBULIbI B KA4ECTBE OCHOBHOIO KpUTepus. 3a HyJ/1IeByto runore-
3y (M10) NnpMHMMalOT TO 06CTOATENBLCTBO, KOrAa pasHuua B M3MEHEHUMN TONWMHbI POroBULIbl NCMbITYEMOrO Y KOHTPO/TbHOTO
OWP po onepauuun nyepes 24 4ynocne onepayum 60nbLue UM paBHa 3agaHHOMY nNpegeny KIMHNYECKOW 3KBUBAIEHTHOCTMN
(4. mm). AnbTepHaTMBHOM runoTtesoi (H,) sBnsieTca T0 06CTOATENbCTBO, KOrga pasHuua B U3SMeHEHUN TONLWNHbI POroBULLbI
NCMbITYEMOro 1 KOHTposibHOro OVP fo onepauum n yepes 24 4 nocne onepauum MeHblle 3a4aHHOro Nnpegena KIMHNYeCcKon
3KBUBANEHTHOCTU (4. MM).

Takmm obpa3om

~No'l*1test- “ conirof | 2 J1 I1~tesl - “eon*» | < (£-1)

rae MI0SXM mcontrol— cpefHue 3Ha4YeHNs Yncna cyb6beKkToB A8 NCMbITYeMOW U KOHTPOsTbHO rpynmn.

E.4.1.2 UTo6bl NOCTPOUTL ABYXCTOPOHHNI fOBEPUTENbHBIN NHTEPBAaN ANA pasHULbl B U3MEHEHUMN TO/LWMWHbI POro-
BULbl, KOTOPbI/i HAXOAUTCA BNipegenax £ [l. MM. KOrga UCTUHHAas pa3Huua paBHa Hy 10, Npu MOWHOCTN 80 % n cTaHfapTHOM
OTK/IOHEHUN AN NU3MEHEHUS «.MM. HEOGXO4MMOE YNCO0 CYyObEKTOB B rpyrnne paccuuTbiBaeTcs no creaytouieii popmyne:

B 2« 2<2«r2|-»*p/2 )2 2«2(196: 1.28)2 (E-2)
A A '
rae 2u)2 v zal2 — cTaHAapTHble HOPMasibHble OTK/IOHEHWS, COOTBETCTBYOWMNe «/2 n |1/2.
E.4.1.3 WcnbiTyemblii ONP cumTaloT 3KBUBANEHTHBIM KOHTPONbHOMY OVIP. ecnun ABYXCTOPOHHUI 95 %-HbIli foBe-
puUTeNbHbIA UHTEPBaN AN pasHULbl B USMEHEHUUN TONLWMHBLI POrOBULbI HAXOAUTCA B COOTBETCTBYIOWMX NpeAenax KanHu-
YeCKOli 9KBMBANIEHTHOCTN = A. MM.

n

Ecnu ctaHgapTHOE OTK/IOHEeHWe Npy U3MEeHEHUY TOJLMHbI POroBULbI 40 ONepauumn u Yyepes 24 4 nocne onepauuu
cocTtaBnseT 0.05 MM. a npeAen KNMHUYECKOW 9KBUBANEHTHOCTU YCTaHOB/EH Ha = 0.025 MM. B UCNbITyeMO rpynmne A01XXHO
6bITb 86 Ccy6bekTOB. [OMNONHUTENbHblE CYy6bEKTbl, He MeHee 10 %, AO/XHbl ObiTb BK/HOYEHbI B WUCMbITAHUSA, YTOGbI
npegycMoTpeTboTCeB.

E.4.2 PacuyeTr uncna cy6beKkToB A1 NoAcYUeTa KeTOK 3HAO0TeNnsA

E.4.2.1 Tpumep oCHOBaH Ha NPOLEHTHOM U3MEHEHUN KNEeTOK 3HA0Te/INA B KA4eCTBEe OCHOBHOIO KOHEYHOrO Kpute-
pusi. 3a HyneByto runotesy (HO) npuHMMaloT TO 06CTOATENBCTBO, KOra pasHuLua B NPOLEeHTHOM U3MEHEHUW KNETOK aHA0Te-
NINA UCNbITYEMOTO U KOHTPOsibHOro OUP fo onepauuun u cnycts 3 Mec nocne onepauuy 6onblue WM paBHa 3agaHHOMY
npeaeny KANHUYECKOM 3KBMBANEHTHOCTU (4. MM). ANbTepHaTUBHOI rmnoTe3oi (H,) sBnsetca To 06CTOATENbCTBO, KOorga
pasHuLa B NPOLEHTHOM M3MEeHEHUW KNEeTOK 3HA0TeNINA UCMbITYeMOro 1 KOHTposnbHoro OUP Ao onepauuun n cnyctsi 24 4
nocne onepaumy MeHblle 3a,aHHOro nNpeaena K/IMHNYEeCKON 3KBUBaNEHTHOCTU (J1. MM).

Takmm obpasom:

WO Ip test- ucontralk 1 H1llplast* Pcontrol | </1- (Em$)

rae 4 leslumncontrol — cpegHue 3HaueHust yncna cy6bekToB A1 UCMbITYEMONR U KOHTPOSILHOW rpynn.

E.4.2.2 YTO6bI NOCTPOUTL ABYXCTOPOHHWI AOBEPUTESbHbIV MHTEPBA A5t PA3HULbI @ NPOLEHTHOM U3MEHEHUN Kie-
TOK 93HA0TE A, KOTOPbI HAX0AMTCS B npegenax * J1, MM. KOTAa UCTUHHAsA pasHULa paBHa HyJsIio, Npy MOWHOCTY 80 % 1
CTaHAAPTHOM OTK/IOHEHWM A/11 U3MEHEHUs «. MM. HEeO6XOAMMOE YMUC/I0 CYGbEeKTOB B FPyMMe paccyuTbiBaeTcsi Mo
cnepytouein hopmyne:

na 2g2(zal2 *Z(W2)2 2p2(198 - 1.28)2 (E4>
A2 a2
rae 2«un * zf2 ~ cTaHgapTHble HOpMasibHble OTK/IOHEHUA, COOTBeTCTBYOWMe a 12un p/2.

E.4.2.3 WcnbiTyemblii ONP cumMTaloT 3KBUBANEHTHBIM KOHTPOSIbHOMY OVIP. ecnn ABYXCTOPOHHUI 95 %-HbIli foBe-
puTenbHbIA UHTEpPBan 415 pasHuLbl B NPOLEHTHOM M3MEHEHNMN K/1IeTOK 3HA0TENINA HaX0ANTCA B COOTBETCTBYIOWMX Npeje-
nax KMHNYECKOW aKBUBaNeHTHoOCTN 1 [. mMm.

Ecnu ctaHpgapTHOE OTK/IOHEeHWe NpU NPOLEHTHOM M3MeHEeHUU K1eTOK 3HA0TeNns 40 onepauumn n yepes 3 mec nocsne
onepauun coctaBnseT 15 %. anpegen KNNHNYECKON 3KBUBASIEHTHOCTM YCTaHOBEH Ha = 7.5 %. BUCNbITyeMoOl rpynne fo/-
XHO 6bITb 86 Cy6bekTOB. [JJONONHUTENbHbIE CY6beKTbl, He MeHee 10 %. AO/MKHbI ObITb BK/IOYEHbI B UCMbITAHWUSA, YTOObI
npegycmoTpeTboTCeB.
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MpunoxeHune X
(cnpaBo4HOE)

CBefleHNs1 0 COOTBETCTBUMU CCbISTOYHbIX MeXxAayHapogHblX CTaHOapTOB
HauunoHas/ibHbIM CTaHA4apTam Poccuiickoii depepauunm, NCNONb3OBAHHLIM B HACTOALWEM cCTaHgapTe

B Ka4eCcTBe HOPMATUBHbLIX CCbI/TOK

)X.1 CpaBHeHMe CCbIIOYHbIX MeXAYHAPOAHbIX (PerMoHabHbIX)CTaHA4APTOB C HALMOHa/IbHbIMUK CTaHgapTamu Poc-
cuiickoii ®epepaunn, UCNOb30BaHHBLIMU B HACTOSILEM CTaHA4apTe B KauecTBe HOPMATUBHbIX CCbIIOK, NPUBeAEeHO B Ta6bu-

ueX.1.

Ta6n nuyaX.l — CpaBHEHMeE CCbI/TOYHBIXMEXAYHAPOAHbIX(PErMoHaIbHbIX)CTaHAAPTOBCHALNOHAIbHBIMUCTAHAAP-
Tamu Poccuiickoii depepalum, MCNoNb30BaHHbIMY B HACTOSALLEM CTaHAapTe B Ka4ecTBe HOPMAaTUBHbIX CCbISTIOK

0O603Ha4YeHne CCbII04YHOTO
HaLMOHa/IbHOrO CTaHAapTa
Poccuiickoi depepauym

FOCT P NCO 10993-1—2009

rocT

rocTt

rocTt

rocT

rocTt

rocTt

rocT

roct

rocT

rocTt

rocTt

roct
rocT

P

P

P

P

p

p

P

=]

nco

nco

nco

nco

nco

10993-5— 2009

10993-6—2009

10993-7—2009

10993-9— 2009

10993-10—2009

MNCO 10993-12—2009
NCO 14630— 1999
NCO 14971—2009
NCO 15223—2002
51148— 1998
51609—2000
51892—2002
52458—2005

O603HauYeHre 1 HaMeHOBaHWe CCbIZIOYHOTO MEeXAyHapoJHOro ctaHaapTa u
yC/I0BHOE 0603HayYeHne CTeneHn COOTBETCTBUSA CCbIJIOYHOMY HaLMOHaIbHOMY
cTaHpapTy

MCO 10993-1:1997 OueHka 6MONOrMYECcKoro AelicTBUA MeAUUWHCKUX n3lge-
nuit. YacTtb 1. OueHka n nccnegosanus (HOT)

MNCO 10993-5:1999 OueHka 6MONOrNYECKOro AeCTBUS MeAULMHCKUX n3ge-
nnii. Yactb 5. MccnegoBaHms Ha LUMTOTOKCUYHOCTb, MeToAbl /n vitro (KOT)

MCO 10993-6:1994 OueHka 6MONOrMYecKoro AeiicTBUA MeaULUMHCKUX nspe-
nuvii. Yactb 6. MccnepoBaHnsi MECTHOIO AeACTBMS nocsie umnnaHtTauum (F0T)

NCO 10993-7:1995 OueHka 6GMONIOTMYECKOrO AEWCTBUSI MEAULMHCKUX U3ge-
nuii. Yactb 7. OcTaToO4YHOE cofepkaHue aTuneHokcnga nocne crepunusanum (KOT)

NCO 10993-9:1999 OueHka 6GMONOTMYECKOro AelCTBUS MeAULUNHCKUX U3ge-
nuit. Yactb 9. OCHOBHbIE NPUHUUNLI NAEHTUUKALMN 1 KONNYECTBEHHOTO onpege-
NeHusa noTeHuManbHbIX NPOAyKTOB Aerpagauun (KOT)

NCO 10993-10:2002 OueHKa 6UONIOTMYECKOro AeCTBUS MeAULMHCKUX U3fe-
nuii. Yactb 10. VccnepoBaHus pasgpaxarolwero v CeHcMbunumsupytowero aen-
cteus (IOT)

MNCO 10993-12:2007 OueHKa 61MO/I0rMYECcKOro feicTBUS MeauLUMHCKUX nsge-
nuii. Yacte 12. MpurotoBneHne npob n KOHTPONbHble o6pasubl (FOT)

NCO 14630.1997 HeakTuBHble XxMpypruyeckne umnnaHtatsl. O6uwme Tpe6oBa-
Hua (KOT)

NCO 14971:2007 MepgunuunHckue n3genvs. NpnMmeHeHne meHegXMeHTa pucka K
MeAUUUHCKUM nsgenunam (KOT)

NCO 15223:2000 MepauuunHckune nsgenus. CUMBO/LI, NPUMEHSAEMbIe Npu Map-
KUPOBaHUN Ha MEANLMHCKNX U3AENNAX, 3TUKeTKaxX U CONpPoBOANTENNbHOW AOKYMEH-
Tauyum (OT)

NCO 11979-7:2001 WmnnaHTaTbl opTasibMoOIorMyeckne. BHyTpurnasHble nnH-
3bl. HacTb 7. KnuHnyeckue uccnegosanms (MOD)
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MpunoxeHne N
(cnpaBo4YHOE)

ConocTas/ieHne CTPYKTYpbl HACTOSILLEr0 CTaHAAPTA CO CTPYKTYPO NMPUMEHEHHOTO
MeXAyHapoAHOro cTaHgapTa

N.1 ConocTaBfieHNe CTPYKTypbl HacTOsIWero ctaHAapTa CO CTPYKTYpOii NMPUMEHEHHOrO B HEM MeXAyHapoAHOro
cTaHgapTa npegcTasneHo BTabnuue . 1. YkazaH HoeB Tabinue nsmeHeHne CTPYKTYPbl MEXTOCyAapCTBEHHOTO cTaHaapTa
OTHOCUTENbHO CTPYKTYPbl NPUMEHEHHOIO MeXAYyHapoAHOro cTaHgapTa 06ycnoBneHO NpuBeAeHNEM ero B COOTBETCTBUE C
Tpeb6oBaHusamn FOCT P 1.5.

Ta6nuya W1 — ConocTaBfieHne CTPYKTYpbl HACTOSILLEFO CTaHAApPTa CO CTPYKTYPOW NMPUMEHEHHOTO BHEM MeXAyHa-
popaHoro ctaHgapTa

CTpyKTypa MmexayHapoaHoto ctaHgapTta MCO 16671.2003 CTpyKTypa HacTosLLero craHgapTa
1 O6nacTb pacnpocTpaHeHus 1 O6nacTb NPUMEHEeHUs
2 CcCbl/IK/N Ha HOPMAaTUBHbIE JOKYMEHTbI 2 HopmaTuBHble CCbUIKMN
3 TepmuHbI 1 onpegeneHns 3 TepmuHbl 1 onpegeneHns0
4 TMpepgnosiaraemble XapakTepuCcTUKn 4 O6wmne Tpe6oBaHus 6e3onacHocTn OUP
4.1 Tpe6oBaHUA K NpefyCMOTPEHHbIM XapakTepucTmkam
5 KOHCTpPYKTMBHbIe 0COBEHHOCTU 4.2 TpebGoBaHUsA K KOHCTPYKTUBHbIM O0COGeHHOCTAM"
5.1 O6wmne nonoxeHns 4.2.1 O6wue TpeboBaHUA
5.2 KoHUeHTpauusi KOMNOHEHTOB 4.2.2 Tpe60BaHUA K KOHLEHTpPaLUN KOMMNOHEHTOB
5.3 Wcnonb3yeman Boga 4.2.3 TpeboBaHUA K MCMNONb3yeMoOW Boae
5.4 XapakTepucTuUKu rotoBOro usgenuns 4.2.4 TpeboBaHVA KONPeAeNeHNI0 XxapakTepucTuk
5.4.1 O6uwmne NoNOXeHNA rotosoro ONP
5.4.2 Mokasatenb pH n 6ydepHas eMKoCTb 4.2.4.1 O6wune TpeboBaHUA
5.4.3 Xumuyeckune n 6uonorvyeckune (3arpAsHsiolme) 4.2 4.2 Tpe6oBaHuA k nokasaTesnto pH n 6ydepHoli
npumecu Cnoco6bHOCTN
5.4.4 OCMOTUYHOCTb 4.2.4.3 Tpe60oBaHUA K XUMUYECKMM U BUONOrMYECKUM
5.4.5 CnekTpanbHblii KO3 PUUNEHT NponyckaHus 3arpA3HALLWMM NpUMecsam
5.4.6 MukpoyacTuubl 4.2.4.4 TpeboBaHUA K OCMOTUYECKOMY AaB/IEHUIO
5.4.6.1 O6wwne ceefeHnn (YuteHo B 4.2.4.6) 4.2 4.5 Tpe60BaHUA K CMeKTpasibHOMY KO3(PULNEHTY
54.6.2 Bugumble yactuubl (YUTeHO B 4.2.4.6) nponyckaHusa
4.2.4.6 TpeboBaHMA K MUKpOYacTuLam
6 OueHKa CTPYKTypbl 5 Tpe6oBaHUSA K OLLEeHKe KOHCTpyKuum OUP2)
6.1 O6ume nonoxeHus 5.1 O6uue Tpe6oBaHunA
6.2 JoknuHun4yeckasi oueHka 6uonornyeckom 5.2 Tpe6oBaHUA K LOKINHNYECKOWN OLEHKe
6e3onacHocTun 6rnonornyeckoit 6ezonacHocTun
6.2.1 O6LWMe NONOXeHNS 5.2.1 O6uwwue TpeboBaHUsA
6.2.2 VcnbiTaHne Ha 6aKkTepuanbHble 3HAOTOKCUHbI 5.2.2 Tpe6oBaHuA KOLEHKEe Ha Hanuune
6.2.3 lMocneonepaynoHHasa BocnanuTenbHas peakuus 6aKTepuasibHbIX 3HAOTOKCUHOB
rnasa 5.2.3 Tpeb6oBaHMA K UCMbITAHUIO Ha
nocneonepaluoHHy0 BOCNaMTe/IbHYIO peakuuio rnasa
6.3 KnunHunyeckasa oueHka 5.3 Tpe6oBaHUS K KITMHUYECKOI OLEHKe
5.3.1 O6uwue Tpe6oBaHnA
7 Crtepunusauus 6 Tpe6oBaHus K cTepunbHOCTU OUP
8 CTabunbHOCTb M3genus 7 Tpe6oBaHus Kk cTabunbHocTn OUNP
9 YnakoBka 8 Tpe6oBaHus K ynakoske OUP
9.1 3awwuTa OT NOBPEXAEHNA BO BPEMSA XPaHEHUA U 8.1 Tpe6oBaHMA K 3alnTe OT NOBPEXAEHUS
TpaHCNopTUpoOBaHUA

9.2 MopgpaepxaHne CTEPUILHOCTU MPU TPAHCNOPTUPOBKE 8.2 Tpeb6oBaHMA K 3aluUTe CTEPUSIBHOCTU

10 WHdopmauus, npegocTtasnisieMas U3rotoButenem 9 Tpe6oBaHus K MHbopMaLmn, NpeaocTaBsieMoit
nsrotosutenem OUNP
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MpopgosmxeHne Tabnuubl N. 1

CTpyKTypa MexayHapoaHoto ctaHgapTta MICO 16671:2003

MpunoxeHne A (cnpaBo4yHoe) Mpumep metTopa
n3MepeHus nokasatens pH v onpegeneHns 6ycepHoi
eMKOCTH

A.l O6uwue cBeseHus
A.2 O6opypaoBaHMe N peakTuBbl

A.3 Metoauka

MpunoxeHne B (06a3aTenbHoe) 3arpA3HeHue
MUKpoYacTuuamn (BMAMMblie MUKPOYaCTULbl)

B.1 O6wue ceegeHun
B.2 YcTpoiicTBO

B.3 MeTtoguka

MpunoxeHne C (cnpaBo4HOe) MUKPOCKONUYECKNTH
aHanu3 TBepAblX YacTuy,

C.1 O6uue cBegeHus
C.2 YcTtpolicTBO

C.2.1 O6wure NonoxeHns
C.2.2 Tlpepen KoHUeHTpauun

C.2.3 [OuHamunyeckuii ananasoH

C.2.4 Bopga, ounweHHas OT yactuy,
C.2.5 Kanubposka
C.3 MeTopguka

C.3.1 KOHTpO/bHOE uCnbITaHue
C.3.2 MeTog

MpunoxeHne D (cnpaBo4YyHOe) MeTopn ncnbiTaHWSA C
3aropaxuBaHveM cBeTa Npu 3arpsisHeHumn
MUKpovacTmuamu (cybsugnmble yactuubl)

D.1 BsepgeHue
D.2 VcnbiTatenbHas ycTaHOBKa

D.2.1 Mwukpockon

D.2.2 Ocsetutenu

0.2.3 OkynapHasa ceTka

D.2.4 MwukpomeTp

D.2.5 YcTpoicTBO hunbTpaymm

0.3 MeTog

D.3.1 MoparoTtoBka

D.3.1.1 BHewHWEe yCNOBUA NMPU UCTMbITAHUU

0.3.1.2 MNoproToBka MMKpockona

0.3.1.3 Pa6oTa OKynsipHoii ceTku (yuteHo B I.4.2)
0.3.1.4 TloprotoBka ycTpolicTea hunbrpaymm
0.3.2 MeToguKa ucnbiTaHWi

D .3.2.1 MMpenapaTbl 4NA UCNbITaHUA

0.3.2.2 OnpegeneHune npoaykta (Kugkue npenaparbl)
0.3.3 MMoacuet yacTtuy,

D.3.3.1 O6uwune nonoxeHus

0.3.3.2 MeToguka NoaHOro nogcyeta

FOCT P 53468—2009

CTpyKTypa HacTosILLEel cTaHdapTa

MpunoxeHne A (cnpaBo4yHoe) MeToabl namepeHus pH n
onpegeneHns 6ydepHoii cnoco6Hoctn OUNP2

A.l O6wue TpeboBaHusA
A.2 Tpe6oBaHusA K 060pyA0BaHNIO U BCOMOraTenbHbIM
ycTpoiictBam

A.3 MNopsaoK NoAroTOBKW, NPOBEAEHUS N3MEPEHUIA 1
npasuna o6paboTkn pe3ynbTaToB U3MepPeHus

MpunoxeHne b (06s3aTtenbHoe) MeTon NPoOBEpPKM
3arpsasHeHns OUP BngumbiMn Mukpoydactmuamm™'l

B.1 O6uwue TpeboBaHuA

5.2 Tpe6oBaHus K 060pyf0BaHNIO 1 BCrOMoraTenbHbIM
ycTpoiictBam

5.3 MopAaaok NoAroToBKU, NPOBeAEHUSA NMPOBEPKU U
npasuna o6paboTkn pe3ynibTaToB MPOBEPKU

MpunoxeHne B (cnpaBo4yHoe) MeTon NpoBeEPKU
3arpsasHeHnss OVP HeBMAMMbIMU MUKpOYacTULaMnl

B.1 O6uwwne Tpe6oBaHus

B.2 Tpe6oBaHus K 060pyf0BaHNIO 1 BCNOMOraTe/lbHbIM
ycTpoiictBam

B.2.1 O6ume TpeboBaHusA

B.2.2 Tpe6oBaHuA K npegeny U3MepeHus KOHLEeHTpauumn
parumka

B.2.3 Tpeb6oBaHuA K AUHAMUYECKOMY AMnana3oHy
patymka

B.2.4 Tpeb6oBaHus K Boae

B.2.5 Tpe6oBaHusa K Kann6poBke

B.3 Mopsagok noAroToBky, NpoBeAeHne NPOBepPKn 1
npasunia o6paboTkn pe3y/ibTaToOB MPOBEPKM

B.3.1 O6wue Tpe6oBaHnsa

B.3.2 MopsAgok NoAroToBKM K NPOBEAEHUIO KOHTPOMbHOW
npoBepKun

B.3.3 MNopsigok npoBefeHUsi NPOBEPKM U OLeHKa
pe3ynbTartos

MpunoxeHue I pPekomeHayemoe) Mukpockonuyeckuin
aHanns3 TBepAblX (HEBMANMBIX) MUKpPOYACTUL 2™

r1 O6wwue Tpe6oBaHuA

[.2 Tpe6oBaHuA K 060pyAOBaHMIO 1 BCMOMOraTe/ibHbIM
ycTpoiictBam

[.2.1 Mwukpockon

[.2.2 Ocsetutenu

[.2.3 OkynapHasa ceTKa C OKPYXHOCTAMU

[.2.4 O6BbeKT-MUKpomMeTp

[.2.5 YcTpoiicTBO chunbTpaymm n BcnomoratesnbHble
NPUHaANEXHOCTN

.3 MNMopafoK NoAroTOBKN K NPOBEAEHNIO aHanus3a
r.3.1 O6uwwue TpebosaHuA

[.3.2 NogroToska MuUKpockona

[.3.3 MNoagroToBKa ycTpoicTBa hunbTpaymm
.3.4 NoaroToBKa K aHann3y ncnbolTyembix ONP

.4 MNopsagok npoBefeHUs aHannsa

4.1 Mopspok aHanunsa ucnbeltyeMbix ONP

I.4.2 Nopagok npoBefeHNs paboT C OKYNSAPHOWN ceTKo
1 nofcyeT MUKpoYacTwUL,

4.3 MNpaBuna 06paboTKn pe3yNbTaToB aHaIn3a
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OkoHyaHue Tabnuubl 1.1
CTpyKkTypa MexayHapoaHoro ctaHgapta MCO 16671.2003

MpunoxeHue E (0653aTenbHoe) McnbiTaHne Ha
UMMaHTauMo BHYTPb rnasa

E.1 O6wure cBesgeHns
E.2 MeToauka ucnbiTaHus
E.3 OueHka ucnbiTaHuAa

MpunoxeHne F (cnpaBo4Hoe) KnnHU4Yeckoe UcMbITaHne

F.1 O6wwne nonoxeHus

F.2 TnaH KANHNYECKOTo UCMbITaHUs

F.3 KoHeuHble pe3ynbTaThbl

F.3.1 TlMocneonepaynoHHOe U3MEHeHNe faBeHuns

F.3.2 TonwwuHa porosuubl
F.3.3 lNocneonepaynoHHOe BOCNasieHne

F.3.4 MopcueT KNeTOK aHA0TeNus

F.3.5 OcTtpoTa 3peHus

F.3.6 JononHutenbHble KOHEYHblE MYHKTbI (YU4TEHO B
E. 1)

F.4 Tpumepbl BblYNCIEHNA KONMYecTBa NauneHToB

F.4.1 BbluncneHue Kosnyectsa naymMeHToB, OCHOBaHHOe
Ha M3MeHeHue TOJLWMHbI POroBuULbI

F.4.2 BbluncneHue Kosnnyectsa naymMeHToB, OCHOBaHHOE
Ha noTepe KMeTok 3aHAOTeNnus

Buénuorpadcuns

CTpyKTypa HacTosiLiero craHaapTa

MpunoxeHwne [ (o6s83aTensHoe) WcnbiTaHne ONP
MeT 00/ BHY TPUIrNasHoi umnnaHTauyuur>

A.1 O6wwme TpeboBaHusA
[.2 Nopsifok NpoBeAeHUst NCNbITaHNUS
[.3 MMpaBunia 06paboTKN pe3y/bTaTOB UCMbITaHUSA

MpunoxeHune E (o6s13aTenbHoe) Tpe6oBaHWS K
KJIMHNYECKOMY ucnblTaHuio ONP*" 3>

E.1 O6uue Tpe6oBaHUA

E.2 MnaH KANHMYECKOro UCNbITaHUA

E.3 OueHka napameTpos

E.3.1 TlMocneonepayoHHOE U3MEHEHNE BHYTPUIrIa3HOro
AasneHns

E.3.2 TonuwwuHa porosuLsl

£.3-3 locneonepaunoHHas BocnasnTesibHas peakuuns
rnasa

E.3.4 CocTosiHne 3HAO0TEeNns porosuLbl

E.3.5 OcTpoTa 3peHus

E.4 TMpumepbl pacyeTa ymcna cyb6beKToB,
Heo6xo4MMOro A1si NPOBEAEHUS KIMHUYECKUX
ncnblTaHnii

E.4.1 PacueT uncna cy6bekToB A1 U3MEepeHUs
TOJ/ILWMHbI POrOBULLbI

E.4.2 PacueT yncna cybbekToB A5 noacyeta KNeTok
aHgoTeNnus

MpunoxeHune X (cnpaBoyHoe) CeegeHus o
COOTBETCTBUMU CCbIIOYHBbIX MEXAYHAPOAHbIX CTaHAAPTOB
HaumoHanbHbIM cTaHgapTam Poccuiickoli ®egepauuu,
MCnonb30BaHHbIM B HacTOsWEM CTaHfapTe B KayecTBe
HOPMAaTUBHbIX CCbISTOK

Buénuorpacusa

B HacToswWmii cTaHAapT BKItOYeHbl TepMUHbI U3 TOCT P 51892 1 TepMUHbI, HEO6X0AUMbIE 415 NyYdLIEero NoHnma-

HNA TeKCTa cTaHjapTa.

2*laHHble pa3fesibl U NPUIOXKEHNST B HACTOSILEM cTaHAapTe pa3buTbl Ha NYHKTbl (MOAMYHKTbI), YTO 06YCNOB/IEHO
HeobxoAMMOCTbIO NpuBeAeHUs Ux B cooTBeTcTBMe ¢ TOCT P 1.5,
3>/13mMeHeHVe cTaTyca NPUIoXeHUl i B HacTosWeM cTaHAapTe 06yCc/i0B/1IeHO HE06X0AUMOCTbIO yyeTa noTpe6GHocCTel

HaunoHanbHOM aKOHOMUKN Poccuiickoii degepaunn.
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Bubnunorpadus

dapmakones CLUA. 24-e nuspgarue. Nartoe lononHeHve 1996. <788>, YacTuyHoe BeLecTBO B
VHDBbEKLMSAX. icnbiTaHne Ha NoAcYeT MUKPOCKOMNYECKNX YacTul,

United States Pharmacopoeia. 24th revision. Filth Supplement 1996. <788>, Particulate
matter in Injectlons-Microscoplc particle count test

FocypapctaeHHas papmakones. i3gaHne 11 (B4acTu BoAbl)

XUWBOTHbIE TKAHU N X NPON3BOAHbIE, UCNO/b3YEMbIE NPU N3TOTOBAEHUN MEeAULUHCKUX U3ae-
nuiA. YacTb 1. AHanus3 u MeHegXXMeHT pucka

Animal tissues and their derivates utilized In the manufacture  of medical
devices — Pari 1: Analysis and management of risk

XXMBOTHbIE TKaHU U UX NPOU3BOAHbIE, WUCMNOMb3yeMble NPU U3rOTOBMEHUN MEAULMNHCKNX
n3genunii. YacTb 2. PerynnpoBaHue UCTOYHMKA, c6opa no6paboTku

Animal tissues and their denvates utilized in the manufacture of medical
devices — Part2: Controls on sourcing, collection and handling

XXVMBOTHbIE TKaHW M UX NPOU3BOAHbIE, UCMO/b3yeMble NPU N3TOTOB/IEHUN MEAULIMHCKNX
nsgenunii. HacTb 3. ATTecTauust yHUUTOXEeHUss U/MNn fesakTusaLuy BUPYCOB U APYrunx
nepegaBaeMblX areH TOB

Animal tissues and their denvates utilized In the manufacture of medical
devices — Part 3: Validation of elimination and/or inactivation of viruses and other
transmissible agents

dapmakones CoeanHeHHbIX LUTaTtoB. 24-e nspgaHue. <85> OnpegeneHne 6akTepuanbHbIX
3H/J0TOKCMHOB

United States Pharmacopoeia. 24th revision. <85> Bacterial endotoxins test

OueHka 61MoNorMyeckoro AeicTBmNs MegULUNHCKUX n3genuii. Yactb 2. TpeboBaHWS K yC/I0BU-
AM  cofepXaHus KUBOTHbIX (ISO 10993-2:2006) (Biological evaluation of medical
devices — Part2: Animal welfare requirements)

TexHuyecknini MHPOPMaLMOHHbI oT4eT no NCO 10993-7

AAMITIR No. 19:1998 Technical Information Report for ISO 10993-7

AcenTuyeckast o6paboTka usgenuii 4ns oxpaHbl 340poBbs. YacTb 1. O6uwme Tpe6oBaHUA
Aseptic processing of health care products — Part 1: General requirements

YnakoBka OKOHYaTeNbHO CTEPUNN30BAHHbLIX MeAULMHCKNX udgenuii. YacTe 1. Tpe6oBa-
HUA K MaTepunanam, cucTemam CTepu/bHbiX 6apbepoB 1 yNnakoBOYHbIM CUCT eMam

Packaging for terminally sterilized medical devices — Part 1: Requirements for materials,
sterile barrier systems and packaging systems

YnakoBKa OKOHYaTeNbHO CTepUIn30BaHHbIX MEAULNHCKUX U3gennii. YacTb 2. Tpe6oBa-
HUSI K aT TecTauum NpoLeccosB POpMUPOBaHUs, repMeTusaunm n copkm

Packaging for terminally stenlized medical devices — Part 2: Validation requirements for
forming, sealing and assembly processes

YnakoBOUYHble MaTepuasbl U CUCTEMbI AN1S MeAVLMHCKUX N3aenunii, nognexawmnx ctepuimsa-
unmn. Yactb 1. O6uwme TpeboBaHUSA N METOAbI UCNbITAHUSA

Packaging materials and systems for medical devices which are to be
sterilized — Parti: General requirements and test methods

MNHopmauus, npegoctaBnsemas U3roToBUTeNIEM MEAULNHCKOM NpoayKunm

Information supplied by the manufacturer with medical devices
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