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[[OCT P 53468—2009
[lpeaucnoBue

LlennunpuHuMnel cTaHgapTusauum B Poccumnckon @egepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TexXHUYECKOM perynmpoBaHiun», a npasuna npuMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon ®egepaunmmn — OCT P 1.0—2004 «CtaHaapTtusaunsa B Poccunckon ®epgepaumin.
OCHOBHbIE MONOXEHUSAY

CBegeHUA o cTaHgapTe

1 NMOAIrOTOBJIEH OTKpbITEIM akuMoHEPHbIM 0bLeCcTBOM « TKC-ONTUKa» COBMECTHO ¢ paboyen rpyn-
1on K 7 « OpTanbmonoruyeckasi ontmka u npnbopbl» TexHnveckoro kommuteta TK 296 «OnTnKka nontuyeckme
1pndopbI» Ha OCHOBE CODOCTBEHHOrO ayTeHTUYHOrO NepeBoJa Ha PYCCKUNM SI3bIK cTaHAapTa, YKasaHHOro B
TyHKTE 4

2 BHECEH YnpasneHnem TexHn4eckoro perynmpoBaHua n ctaHgaptusaymm @egepanbHOro areHTCTBa
Mo TEXHUYECKOMY peryrnmpoBaHUo U MeTRONorn

3 YTBEPXXIEH MWBBEOEH B AEVNCTBWE Mpukasom deaepansHOro areHTcTea rno TEXHNYECKOMY pery-
nMpoBaHuo U MmeTponornn ot 9 aekabpa 2009 r. Ne 625-cT

4 Hactodawunn ctaHgapT siBnsieTcsa MOaANPULUNPOBaHHBLIM MO OTHOLUEHWUIO K MeXayHapoAHOMY cTaHaapTy
NCO 16671:2003 « UmnnaHTaTel odpTanbmonoruyeckmne. MppurayoHHble pacTBopbl ANg opTanbMonormyec-
ko xupypruny (1ISO 16671:2003 «Ophthalmic implants. Irrigating solutions for ophthalmic surgery») nytem:

- NI3MEeHeHUa HauMeHoBaHUA. HaMmeHoBaHWe HaACTOoALEro ctaHgapTa USMeHeHO OTHOCUTENNbHO HanMe-
HOBaHWUA yKa3aHHOro mexxayHapoaHoro ctaHgapTta gngd npuseaeHnd ero B cooteseTcTBMe c [ OCT P 1.5 (noa-
pasgen 3.6);

- UI3MeHeHUAa CTPYKTYpbl. CpaBHeHMe CTPYKTYPbl HACTOALWIEro crtaHgapTa CO CTPYKTYPOU yKasaHHOro
MeXayHapoaHoro ctaHgapTa npMeeaeHo B A0ONONHUTENbHOM NPpUnoXkeHun U;

- BBeAeHNAa AONONHUTENbHbBIX TEPMUHOB C COOTBETCTBYOLMMU onpeaeneHnamm anga nydero noHMma-
HUSA TeKcTa cTaHgapTa, KOTopble BblAeNeHbl NyTeM 3akioueHUs UX B PaMKU U3 TOHKUX NTUHWUNA;

- U3BMEHEHMUS CChINOYHbIX HOPMaTUBHBLIX AOKYMEHTOB;

- UI3AMEHeHUs oTAeNbHbIX Ppas, KOTopble B TEKCTe cTaHAapTa Takke BblaeneHbl KypcuBoM. BHeceHue
yKa3aHHbIX TEXHUYECKUX OTKNOHEHNN O0bYCnoBnNeHo 0CODEHHOCTLIO 00bEeKTa cTaHaapTU3aL K, XapaKTepHOW
ansa Poccuinckon @egepaunm

5 BBEAEH BINEPBbBIE

VIHpopmMmayuss o6 UBMEHEeHUSIX K HacmosuweMy cmaHoapmy rybnuKkyemcs 8 exe200Ho u3oasaeMoM
UHOopMaUUOHHOM yKa3zamere «HayuoHanbHbie cmaHoapmbi», a mekcm U3MeHeHUU U rMorpasoK — 8 eXXeMe-
CS4YHO U30asaeMbiX UHGDOpMAUUOHHbLIX yKa3lamernsax « HauuoHanbHble cmaHoapmeiy». B criydyae riepecmompa
(3aMeHbl) U OMMeEHbLI Hacmosauwe20 cmaHoapma coomeemcemesyrouiee yeeoomneHue byoem onybnukoeaHo
8 eXXeMeCs4YHO U30asaeMoM UHGpopMalUUOHHOM yKka3zamere « HayuoHarnbHbie cmaHOapmel». Coomeemcmaey-
rowas UHpopMauus, yeeooMIIeHUe U meKcmkbl pa3Mellaromcesa makxe 8 UH(popMayUuoHHOU cucmeme oblyez20o
nofb308aHUsT — Ha obuyuanbHoM calime PedepallbHO20 a2eHmemea rio mexHU4eckoMy peaynupoeaHuio U
Mempornoauu e cemu ViIHmepHem

© CTtaHgapTtuHdgopm, 2010

HacToawumn ctaHaapT He MOXeT ObITb MNOMHOCTLIO UITU YacTUYHO BOCTNIPOU3BEAEH, TUPaXXMPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHma o6es paspeweHns PegepanbHOro areHTCTBa Mo TEXHUYECKO-
MY PErympoBaHnto 1 MeTPOoorum
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(MCO 16671:2003)

HAUMWOHANbHBIU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUMN

MMnnaHTaTtbl ohTanbMONoOrudyeckue
PACTBOPbI UPPUTALUIMOHHBLIE ONA O®TANBbMONOMMYECKOU XUPYPIUU

O6Lune TpeboBaHUA 6e30NacHOCTHU

Ophthalmic Implants. Irrigating solutions for ophthalmic surgery. General safety requirements

Ilata BBeaeHna — 2011—01—01

1 O6nacTb NpUMeHeHUS

HacToawmn ctaHgapT pacnpocTtpaHdaeTcd Ha odTanbMOoNIorMyeckme uppuraymoHHble pacTBOPLI
(nanee — OWUP) knacca HeakmueHbIX XUpypaudecKkux UMriaHmamaos, NCNonb3yemMble BO BpeMs XUpyprudec-
KX onepaunn Ha rnepecHelu kamepe a2naiza cybbekma. OUP He okasbiBaloT NpUHUMNMANBHOIC UMMYHONOT -
yeckoro, apmMakonorm4eckoro Unnm Metabonnyeckoro AeNCTBUA.

CTaHaapT ycTaHaBnMBaeT TpeboBaHMs 6e30NacHOCTU B OTHOLLUEHUX NPpeayCMOTPEHHOro NPUMEHEHNS,
XapaKTepUCTUK KOHCTPYKUUN, AOKITUHNYECKOWU N KITMHNYECKOM OLIEHKOK, CTePUNU3aLn, yrakoBKM U 3TUKETUPO-
BaHna OUP n nndopmaunn, npeaoctaBNaeMon X U3roToBUTENEM.

2 HopmaTuBHbIe CCbINKKN

B HacTodawemM cTaHgapTe UCNONb30BaHbI HOPMAaTUBHBbIE CChINKU Ha cneayiowme ctaHaapThl:

[OCT PUCO 10993-1—2009 U30enust meduuuHckue. OQueHKa buosio2udeckoao deticmeausi MeOUUUH-
ckux uzoenuu. Yacme 1. OueHka u uccrieodosaHus

[OCT P CO 10993-5—2009 Uz0enus meouuuHckue. OQueHka buosnogudeckoao deucmeust MeSuUUH-
ckux uzoenuu. Yacme 5. HccrniedosaHus Ha UUMOMOKCUYHOCMB: MEMOoOkI! in vitro

[OCT PUCO 10993-6—2009 Uz0enus meduuuHckue. QueHKa buornoaudeckoao deucmeust MeSuUUH-
CKux uzoenuu. Yacme 6. HccrniedosaHus MeCmMHo20 detucmaeaus nocrie uMmniaHmauuu

[OCT PUCO 10993-7—2009 U3z0enus meduuuHckue. QueHKa buorniogudeckoao deucmeuss MeSuUUH-
cKux uzoenuu. Yacme 7. Ocmamo4Hoe cooepxaHue asmuneHoKcuoa riocrie cmepunusayuu

[OCTPUCO 10993-10—2009 U3zoernust meouuuHckue. OueHKka buorioa2u4yecKkoao detucmaeusi MeoOUUUH-
ckux uzoenuu. Yacme 10. ViccrnnedogaHus pai3opaxkarouieao U ceHcubunusupyrouieao oelucmeust

[OCTPUCO 10993-12—2009 U3zoernust meouuuHckue. OueHKka buorioa2u4yecKkoao oetucmaeusi MeoOUuUUH-
ckux uzoenuu. Yacme 12. lNpuaomoeneHue rpob u KoHmMporbHbie obpa3ubi

[OCTP UCO 14630—1999 HeakmueHsie xupypaudeckue umMmninadmameai. Obujue mexHu4ecKkue mpe-
bosaHUus

FOCT PUCO 14971—2009 Vizoenusa meouyuHckue. lNpumeHeHUe MeHeOXMeHMa pucka K MeoUUUH-
CKUM U30eiusM

[OCT P UCQO 15223—2002 V30enus meduyuHckue. CUMBOJIbI, NMpUMeHAeMbIe rNpu MapKuposaHuU Ha
MeOUUUHCKUX U30enusix, amuKkemkKax U 8 CorposooumeribHouU OOKYMeHmauuu

[OCT P 51146—1998 U30enus meouuuHckue. TphebogaHus K obpa3yam U OOKyMeHmauuu, ripedcmas-
JIAEMbIM Ha MOKCUKOJIo2u4ecKue, caHumapHo-XUMUYECKUE UCMbimaHUus, ucrbimaHus Ha cmepuilibHocmb U
upo2eHHOCMb

[OCT P 51609—2000 U3oenus meduuuHckue. Knaccugukalus e 3asucumMocmu om rnomeHyuasbHo20
pucka npumeHeHus1. Obuwjue mpebosaHusi

U3paHune odbmumanbHoe
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[OCT P 51892—2002 (MCO 11979-1:99) Umnnanmamel obmanbmMmorioaudeckue. MIHmMpaoKynspHbsie
NUH3bI. Yacmb 1. TepMUHBI U ofipedesieHUs

[OCT P 52456—20056 (MCO 11979-7:2001, UCO 141556-1:2003) VMmrnnaHnmamaei oghmarnbmorioaudec-
Kue. IHmpaokynsapHbeie nuH3bi. KnuHU4YecKkue ucrbimaHus

[1pumedyanue— lNpunonb308aHuu HacmMoswuM cmaHéapmom yernecoobpasHo nposepums 6elcmeue CChi-
JTOYHBIX cmaHoapmos 8 UHhopMaluUuoHHOU cucmeme obuwez0 nonb308aHuUs — Ha ouyuanbHoMm catime @edeparnbH020
azeHmMemea rno mexHU4YeCcKoMy pez2yriupo8aHuro U Mmemporo2uu 8 cemu ViamepHem uriu rio exe200H0 u3dasaemMomy
UHDOPpMaUUOHHOMY YKazameno «HauyuoHansHeie cmaddoapmasi», KOmopeit ornybnukogaH rno cocmosHuw Ha 1 aHeaps
mekKyujezo 200a, U rio coomeemecmaeyruwUuM exXxeMeCcadyHo usdasaeMbiM UHOPMAaUUOHHbBIM yKazamerssaM, ornybrukosaH-
HbIM 8 mekyuem 200y. Ecrnu cebinoyHbill cmaHfapm 3aMeHeH (USMEHEH), mo rpu riofb308aHuU Hacmosauwium cmaHoap-
mom criedyem pyKogoocmeo8ambCH 3aMEeHIOWUM (USMEHEHHbBIM) craHlapmom. Ecniu cebinoyHbiti cmaHoapm oOmmMeHeH
be3 3aMeHbI, MO r0MI0XKEeHUE, 8 KOMOPOM OaHa CChiflKa Ha Hea20, MPUMEeHHAeMCs 8 Yyacmu, He 3ampaausgarouet 9my CChifkKy.

3 TepMuUHbLI N onpepeneHuUs

B HacTodalwem cTaHaapTe npuMeHeHbl TepMuHbl no f OCT P 51892, aTakke cneayroume TepMUHBbI C COOT-
BETCTBYOLWMMM onpeaerneHUsIMN:

3.1 6azoBaf OKpYXHOCTb (reference circle): OKpyXHOCTU cTaHOapTHOro pasmepa gnametpom 10
NN 25 MKM, UCNONb3yeMble ANS U3sMepeHUsa 3KBUBANIEHTHOIo AnameTpa YacTUlbl.

3.2 AnaMeTp 3KBUBaNeHTHOU nnowaau (equivalent area diameter): HuameTp Kpyra, nnowaab Ko-
TOPOro 3KBMBANeHTHa nnowaan YacTulbl.

3.3 AMHaMU4YeCKUMN guana3oH gaTt4vuka (sensor dynamic range). dnanasoH pasmMepoB MUKpoYac-
TULL, B KOTOPOM OHU MOTYT ObITb TOYHO U3MEpPEHbI 1 NOACHUTaHbI.

3.4 KOHTeuUHep AnNA xpaHeHUA (storage container). YacTb ynakoBku, NnpegHasHa4veHHada ANg saliu-
Tl OVIP BO BpeMsl TpaHCMOPTUPOBaHUA N XpaHeHUs U coaepXKallas yrnakoBOYHYHO BCTABKY U repMeTUY-
HbI CTepUnbHbIN NakeT, BHYTpU KoToporo Haxoaatca OUP u cuctema gocraBku.

3.5 KOHTponbHaA rpynna (control populations): CydbbeKThl, KOTOPLIM UMNNAHTUPOBAHLI AOKYMEHTU-
poBaHHble OUP.

3.6 KNMHU4YecKUM ucnbitatenb (clinical investigator): Jluuo n/mnun opraHmsauns, OTBETCTBEHHbIE 3a
npoBeAeHne KNMMHUYECKNX UCTIbITAHUA N HecyLlne KINUMHUYECKYHO OTBETCTBEHHOCTL 3a bnaronony4me BOB-
NTeYeHHbIX CYOBLEeKTOB.

3.7 KnuHun4yeckoe ucnbitaHue (clinical investigation): Jltoboe paspaboTaHHoe 1 3annaHUpPOBaHHOE
cucTeMaTnyeckoe UsydeHue ¢ Lenbto NpoBepkn 6e3onacHoCTU n/mnmn akcnnyataunoHHbiX ceoncts OUP ¢
y4yacTUEM CYDOBHEKTOB.

3.8 OKOHuYaTenbHbIM oTveT (final report): [JokyMeHT, 3anonHAeMbIn nocre 3aseplleHnUa NCNbITaHUK
OWP, B TOM 4YUCne KNMMHUYECKUX, codepXallu onncaHmne 1 oueHKY pesynbTaToB.

3.9 ohTanbMonornyeckum nppuraumoHHbsin pacteop, OVNP (ophthalmic irrigating solution): Boa-
HbI PacTBOpP, KOTOPLIN PUINONOTNYECKN COBMECTUM C BHYTPUrNasHoU cpeaon  yHKUUOHMPYET NpenmMyLLec-
TBEHHO TONMbKO MeXaHU4eCKN.

3.10 nnaH KnuHU4Yeckux ucnbiTaHuu, ['NKU (clinical investigation plan): dokymeHT, onpeaensarowmni
Lenu, 3agadun, npegnonaraemMmyo MeTo4onornio, CUCTEMY KOHTPONA, NpoBedeHUsA aHannsa U XpaHeHud
AAaHHBbIX KMUHNYECKUX UCMbITAaHUN.

3.11 none 3peHuUAa okynsapHou cetku, [N3C (graticule field of view): lNnowaab BHYTPM OONLLLON
OKPY)XHOCTW, pasgernieHHasa nepekpecTbemM Ha KBagpaHThl.

3.12 cepbe3HbIN HebGNnaronpuATHbIN Ucxoa (adverse device effect): lNocneonepalUOHHBIN UCX0A,
noTeHUManeHo yrpoXxatoLwmim speHuto.

TpumedyaHune—Ilpumepbl cepbe3HblX HEDMAronpuATHbLIX UCXOA4O0B NpuBedeHbl B Tabnuuax A1 mn A2
[OCT P 52458.

3.13 cuctemMapocTaBKMU (deliverysystem): ['epMeTUYHBIMKOHTEUHEP, B KOTopOoM noctasnaetTca OUNP u
AONONTHUTENbHbIE KOMMOHEHTLI And BeeaeHna aaHHoro OVP B rnas.
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3.14 cTepunbHbIN bapbep (sterile barrier): lNakeT, B KoTopom coaepxutcss OUP 1 cuctema gocrtas-
KN, KOTOpada noaaepXmeaeT CTEPUNbHOCTbL BO BpeMs TPpaHCNoPTUPOBAHUSA U XPaHEeHUS.

3.15 cybbekT (subject): Jlnuo, yvacteytollee B KNMMHUYECKNX UCTIBITAHUSX C NPUMEHEHNEM UCTIBITY-
emoro OVP n/unn B kavyecTBe cybbekTa KOHTPOSIbHON TPYNNbI.

3.16 06BeMHbIN aHanus (volumetry): COBOKYNHOCTb METOAOB XUMUYECKOrO KONMUMYECTBEHHOMO aHa-
Nn3a, OCHOBAHHLIX Ha N3MepeHU 00BLEMOB PaCcTBOPOB, 0CAAKOB AN YCTaHOBNEHUA KOHLUEHTpauun (Mac-
Cbl) onpegensaemMoro BelecTsa (BKN4YaeT TUTPOMETPUYECKAN aHaNus).

4 O6wmne TpedboBaHnA 6esonacHocTn OUP

4.1 TpeboBaHUA K npeaAyCMOTPEHHbIM XapakTepucTmkam

4.1.1 lNpeaycmoTpeHHble xapaktepnuctukn OUP gomkHbl ObITh onpeaeneHsl U3rotoButenem. lNpeayc-
MOTpPEHHbIe XxapakTepuctukn OUP aonxHel oTBeYaTh 0OLWKUM TpebOBaAHUAM K NMpeayCMOTPEHHBLIM XapaKkTepuc-
TUKaM ONs1 HeaKTUBHbIX XUPYPrMyecKUX MMNNaHTaToB, ycTaHoBNeHHLIX Mo FOCT P CQO 146 30.

4.1.2 lNpepenbHble 3Ha4YeHUA NpeaycMoTpeHHbIX Xapaktepuctnk OUP aomkHbl ObITh onpeaeneHbl ¢
y4yeTOM OEUCTBYIOLMUX HOPMATUBHLIX OOKYMEHTOB, ONyONMMUKOBAHHOW KITUMHUYECKOWU U Hay4YHOW nuTepaTypsl,
MOEHTUPULMPOBAHHBLIX pe3ynbTaToB UCMbITAHUIN, AOKITUHUYECKON OLUEHKN U KMUHUYECKUX UCNBITaHUM.

4.2 TpeboBaHUA K KOHCTPYKTUBHBLIM OCOOEHHOCTAM

4.2.1 O6wme TpeboBaHUA

4.2.1.1 JomnKHbI NPUMEHATLCA 0bLLMe TpebOBaHUA K NpeayCMOTPEHHBIM XapaKTepUCTUKAM HEAKTUBHbIX
xupypriudeckux umnnaHtatoB no FOCT P HCO 14630.

4.2.2 TpeboBaHUA K KOHLUEHTpaLUU KOMMNOHEHTOB

4.2.2.1 KoHUueHTpaunsa kaxxaoro KoMmnoHeHTta Bewectea B rotoBoM OUP gomkHa bbiTh onpeaeneHa,
OOKYMEHTUpOBaHa U NpeacTaBfieHa B BLAe Macchl BellecTBa Ha eauHULY obbeMa pacTBopa.

4.2.2.2 TakkakMeToguka ucnblTaHUN MOXET oKasaTb BIIMAHME Ha NpeacTaBlIEHHYIO PaKTUYECKYHO KOH-
LeHTpaunto, B KMMMHUYECKOM OTYETE A0KHbI ObITh NPUBEAEHbl U onNUcaHbl CTaHO4APTHLIE PUINKO-XUMUYeCcKUe
MeToabl. HoOpMaTMBHbLIE AOKYMEHThI Ha KaXXabl KOMMOHEHT BeLWecTBa, Npn UX Hannu4um, Takke A0KHbI ObITh
yKas3aHbl.

4.2.3 TpeboBaHUA K UCNonb3yemMou Boae

4.2.3.1 Huctota ncnonb3yemMmon BOAbl AOITKHA COOTBETCTBOBATL YMCTOTE BOALI ANA UHBEEKL WU B COOT-
BeTcTBUU C [1], [2].

4.2.4 TpeboBaHUA K onpeaeneHUro xapakrepuctuk roroeoro OUP

4.2.4.1 Obwme TpedboBaHUA
N3roToBUTENb AOMKEH Onnucatb M AOKYMEHTUPOBaTb (PU3NYECKUEe XapaKTepPUCTUKU, KOTOPble MOTYT
NOBNUATL Ha 3P peKTUBHOCTL Ucnonb3oBaHna OUP B opTanbMonormieckomn XMpypru.

[TpumMmedaHwne— Pnuandeckne XxapaktepucTukn cnegyeTt U3aMepsiTe B YCITOBUSX, COOTBETCTBYIOLWNX BPEMEHMN
ncnonb3oBaHnsa OP.

4.2.4.2 TpeboBaHus K nokasatento pH 1 bydepHon cnocobHOCTH
[TokasaTenb pHrotosoroc OUP cnegyeT U3mepsiTe C NOMOLLLIC KannbpoBaHHOro pH-meTpa npu temnepa-
Type (25 £ 2) °C. 3HavyeHUe nokasaTtensa pH OUP gomkHo ObITb NOATBEPXKAEHO AOKYMEHTaNbLHO.

[TpunmeyaHune— 3Hadvenne nokasarens pH OUP gonxHo 6biTb 61n3kmnm K 3Ha4veHU 0 nokasartensi pH BHYTPEH-
HEeW cpeabl rnasHoro sibnoka (pH 7,38) ans npeaoTBpaLLeHUA NOBPEXAEHNS KNETOK POroBUYHOro aHgoTenus. iccnegoBa-
HUSA N vitro nokasann, YTo guanasoH 3HavYeHun nokasartens pH, nepeHoCnmMbIN 3HOOTENNEM, CYXXAETCH C YBETINYEHNEM
BPEMEHU BO3OENCTBUS.

Ons onpeneneHnsa oydepHon cnocobHocT OUP cneayet npUMeHsATb MeToq, NPUMep KOTOPOro NpuBe-
OEH B NPUNoXeHnn A.

Knaccudgpukaunsa OUP no ananasoHy sHavyeHU nokasartens pH v 6ydpepHon cnocobHOCTU pacTBopa Npu-
BeJeHa B Tabnuue 1.
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Tabnwuua 1— Knaccudumkaums OVP no nokazatento pH n 6ydepHon cnocobHoCTH

bydepHasa cnocobHOCTL bydrepHana cnocobHOCTL [dnanasoH 3Ha4eHun
[pynna
OCHOBaHUA, MOSNb/Nn Ha pH KWCINOThLI, MONb/N Ha pH nokasartens pH
bes bydhepHon gobasku MeHee 0,0005 MeHee 0,004 OT16,5 0o 8,5
C ymepeHHon bydepHon fobaBkon Ot 0,0005 go 0,005 Ot 0,004 go 0,04 OT1 6,7 0o 8,2
C 6ydepHor gobaskom Bonee 0,005 Bonee 0,04 Or7,2n007,6

4.2.4.3 TpeboBaHUA K XUMUYECKUM 1 BUONOrMYECKUM 3arpsisHSAOLWL MM NPUMECAM

NaeHTUdUKauna noTeHummansHO onacHbIX XUMUYECKUX M DMONOTNYECKNX 3arpsasHALLMX MpUMecein Aon-
XHa ObITb NpoBeAeHa NocpeaCcTBOM aHanmsaa puUckoB. B ncxoaHbIX MaTepuanax oMonormieckoro nponcxoxae-
HAS 3TU NPUMECKU MOTYT BKMoYaTbh B CeDS NPOTEUHBI, HYKNEUHOBLIE KACNOTLI UNX Apyrue OUONornvyeckne
BelwlecTra. [lpumecn B rotosom OUP, npeactasnsaowive noTeHUManbsHy0 oNacHOCTb AN TKaHeW rnasa Unu
CUCTEMHYHO ONACHOCTb, AOJTKHbI ObIThb MAEHTUDULMPOBAHLI, @ UX KOHLUEHTpauusi onpeaeneHa nnpeacrasneHa
B OKOHYaTEelNIbHOM OTYETE.

[Mpumecn, sarpasHswowme OUP, cocTosaT M3 MHOPOAOHBLIX, MODUNBHBIX HEPACTBOPUMBIX MUKpOYacTUL,
KpOMe My3bIPbKOB rasa, NPUCYTCTBYIOLNX B pacTBOpax.

3arpsisHsitoMe npumecun gomkHbl ObITb onpeaeneHsbl ¢ NOMOLL b0 CTaHAAPTHLIX aHaNUTUYECKUX METO-
OOB, NPU NX HANU4YMK, KOTopble O0MMKHbI ObITb onucaHsbl. [peaenbHble KoOHUEeHTPpaunn M aeHTUDPULNPOBAHHLIX
npuMecen A0KHbI ObITb YCTAHOBMNEHbI U onnucaHbl. HeobXoanmMocTe NpoBeAeHUSA UCTIbITAHUA ANA NPOBEPKA
bnonornyeckoro 4encTBUg 3TUX NpUMecein B npoLecce oueHKn brnonornvyeckon 6e3onacHoCcT BO3HUKAET B
pesynbTaTe aHalnumsa PUCKOB.

4.2.4.4 TpeboBaHNA KOCMOTUYECKOMY OaBMNEHUIO

N3roToBuTEeNb AOIKEH onpedennTb U AOKYMEHTUPOBaTb AMana3oH 0OCMOTUYeCcKoU KoHUueHTpauun OUP.
OcmMmoTndeckoe aasneHue rotosoro OUP gomxHo ObIThb B AnanasoHe oT 200 ao 400 mOcm/kr. OcmoTrndeckoe
OaBneHne 4oMKHO onpeaendaTbCd C MOMOLL b0 NAapOBOTro UMK KPUOCKONMMYECKOro 0OCMOMETPa Npu HopManbHbIX
YCNOBUSAX.

4.2.4.5 TpeboBaHUSA K cnekTpanbHOMY KO3 MPULIMEHTY NponycKaHUS

KoadpduumeHT nponyckaHust rotosoro OUP gonxeH ObITb M3MepeH B ananaszoHe ot 300 ao 1100 HM.
PesynbTaThl AOMMKHBI ObITb NpeAcTaBneHbl B rpagpuieckon popme: KoapPuUnMeHT NnponyckaHus, %, B 3aBUCKU-
MOCTW OT ANMNHBLI BOJHbI, HM.

4.2.4.6 TpeboBaHMs K MUKpOYacTULAM

[TpucyTtcTBUE B roToBoM OUP MukpodacTuu, onpeaeneHHbIX pasMepoB, BUANMBIX M HEBUOUMBIX, MPUBO-
ONT K NOTeHUUanbHON BO3SMOXHOCTM BO3HUKHOBEHUA B OUP HebnaronpusaTHbIX aBneHunn. lNpun npoBegeHnUA
OLEHKU PUCKOB HEODXOAMMO onpeaennTb NOTEHLUaNbHYH BO3SMOXHOCTbL 3arpsisHeHmnst Unm obpasoBaHUs vac-
Tl B OUP B npouecce N3roToBNeHUs B YCNOBUSIX, OXKUOAEMBbIX MPU TPaAHCMOPTUPOBaHUN U XpaHEHUU, a TaKkKe
npu ucnonb3osaHumn OUP.

Vizaomoeumernb OO/IKEeH oxapakmeplul3oeamb NomeHyuailbHY 0 OracHoCMmb, C853aHHY0 ¢ Yacmuuamu
Ka)Xx0020 8uoda, 8bIA8TIEHHBIMU MpU NMpo8eOeHUU OUEHKU PUCKOS.

Obuwue mpebosaHUsT K OUEHKe rnomeHuuarnbH0o20 pucka npumMeHeHusa eomoeozao OVP O0JmKHbI cCOOM-
semcmeosamb OCT P 516009.

B ONP He gomkHO coaepxaTbcd BUAUMMBIX MUKpoYvacTul. MeTtoa npoeepku 3arpsasHeHns OUP Bnanmebl-
MU MUKpOYacTULLaMN O0KeH COOTBETCTBOBAaTbL MeTody, NpuseaAeHHOMY B NnpunoxeHnn b. inaonpegeneHna B
OWP HeBugmMmbIX YacTuL criegyeT NPUMeHATbL MeToabl Mo NpunoxeHuo B unn I

MeToa no npunoxeHuio B cnegyet npUMeHATL Npuy onpeaeneHnn cnegyrowmnx YpoBHEN MUKPOYACTULL:
- He bonee 50 mukpovacTu, pasmepamun He meHee 10 mkm Ha 1 mn OUP;
- He bonee 5 MUKpoYacTuL, pasmepammn He meHee 25 MKkMm Ha 1 mn OUP;
- He bonee 2 MUKpodacTul, pasmepamm He meHee 50 Mkm Ha 1 mn OUP.
MeToa no npunoxeHuto [ cneayeT npMMeHATb NpKY onpeaeneHn cneayowmx ypoBHEN MUKPOYaCTUL,:
- He bonee 25 MUKkpodacTuy, pasamepom He meHee 10 mkm Ha 1 mn OUP;
- He bonee 2,5 MukpovacTuL, paamepom He meHee 25 MKkm Ha 1 mn OUP;
- He bonee 1 MukpovacTuLbl pasmepom He meHee 50 mkm Ha 1 mn OUP.

[TpumeyvaHune—MeToa ¢ 3aTEHEHMEM CBETA Mo NpunoxeHuto B ocHoBaH Ha bnokage ceeta. AMopdHbIe,
NONyXnAaKne nnu gpyrne mopdonorn4eckn HepasnminmMble MUKpoOYacTuL bl CNOCOBCTBYIOT 3aTEHEHUIO CBETA U, CNe0Ba-
TENbHO, MOACHETY MUKpOYacTUL,. B MUKPOCKONMMYECKOM MeToAe no npunoxeHuto [ amopdHble, nonyxXngkne nnn gpyrmne
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MOPONOrMYECKN HEPa3NMNYMMbIE MUKPOYACTULbI NPeACcTaBNATCA B BUAE NATHA UMW BbIUBETLLENO MECTa Ha NOBEPXHOC-
TV MeMOpaHHOro PuUnbTpa v HE CHUTATCH MUKpodacTuuamu. [ins KomneHcaumm 3ToM pasHuL bl YPOBHU MUKPOYACTUL, JaH-

HOITro MetTola COCTaBINAKT MNMOJTOBUHY ypOBHEIT’I MUKPO4YaCTnuy Mmetoaa no rpuioxeHmio B.

5 Tpeb6oBaHuA K oL eHKe KOHCTPpYKuun OUP

5.1 O6Lwune TpeboBaHUA

5.1.1 OueHka koHcTpyKunn OVNP gomkHa npoBoAUTLCA ANA NOATBEPXAEHUA COOTBETCTBUA ero npeay-
CMOTPEHHbLIM XapaKTepUCcTUKaM.

TpeboBaHUA K oLeHKe KOHCTpYKunmn OVIP aomkHbl COOTBETCTBOBATH OOLLMM TpeboBaHUAM, NpuBeaeH-
HeIMB T OCT P CO 14630 ana HeaKTUBHBLIX XUPYPTMYeCKNX AMMNIIaHTaTOB.

5.2 TpeboBaHUA K AOKNMUHUYECKOU OLLEHKe OMoNornyeckon 6e3onacHocCTin

5.2.1 O6wune TpeboBaHuA

5.2.1.1 OueHky buonormnyeckoun besonacHoctn OUP cnegyeT Ha4YMHATL C aHanU3a PUCKOB, NPOBOAUMO-
ro n goKyMeHTUpoBaHHOro B cooTBeTCTBMUC T OCT P HCO 14971. PesynbTaThl aHanMsa pUCKOB AOITKHbLI OMNpe-
OennTb UCNbITaHUA, HeobXoanmMble AN oueHKU buonoriudeckon beszonacHoctn OUP.

5.2.1.2 Ona OUP, cogepxalwmx matepuarnbl }XUBOTHOTO NMPOUCXOXAEeHUSA, A0ITKHbI OblITb NPpUMEHEeHbI
aHarnM3 pUCKOB U TpeboBaHUSA K MEHEXKMEHTY, NpMBeaeHHbIE B [3].

5.2.1.3 Onascex ONP gomkHbl ObITb cCODM0AeHbI TpeboBaHUA, NpeabsBAsieMble K OLleHKe B1onornyec-
ko besonacHocTnno fOCTP UCO 10993-1, TOCTP UCO 10993-5, TOCT P UCO 10993-10, n TpeboBaHus,
M3OXXEeHHbIE B HACTOSLLEM nogpasaene.

[TpumevyaHwms

1 [pn npoBeaeHNN OLLEHKN PUCKa N3rOTOBUTESNb AOIKEH YYNTLIBaATh B3aMMOLENCTBUE C APYIMMUN OPTaNbMOIIOMN-
YEeCKUMU MMIMNINMaHTaTtamMm.

2 Ha ocHoOBaHUM TUNUYHOIO KNMHUYeCcKoro npumeHeHnsa OVP knacenpunumpyrotes Kak « Vimnnantupyembie nage-
nus; TKaHb/KOCTb». WMcnblTaHms wunsgenun  gaHHOW W APYrux  KaTteropumn, npeactaeBleHHble B Tabnuue
[OCTPUCO 10993-1, npuBegeHsbl TONBKO A5 PYKOBOACTBA U HE COAEPXKAaT MaKCUMarbHbIX UNTM MUHMMAaIbHbIX TPEebOBa-
HUWN K UCMNBITAHUAM.

3 Jonyckaetcsd KOMOMHMPOBATb UCMbITAHUA HA BUONMOrMYECKyd COBMECTUMOCTb, YMEHbLLAS YMNCIO XUBOTHbIX,
HEODX0ANMbIX ANA NPOBEAEHUSA UCTbITAHUSA. [1Ba CNbITAHUS MOTYT ObITb NPOBEAEHBI OAHOBPEMEHHO HA OAHOM XUBOTHOM

Npw YCNOBUK, YTO UCTIBITYEMOE XXUBOTHOE HE MNOABEpraeTcs YpeamepHom 60nm nnm cTtpagaHnsm.

5.2.2 TpeOGoBaHUA K OLleHKe Ha Hann4ue 6akTepuanbHbIX 3HOOTOKCUHOB

5.2.2.1 ONPcneayetoueHMBaTh Ha HanNn4ne bakrepmnanbHbIX 3HAOTOKCUHOB ¢ nomMmoLlbio LAL-TecTa (Ha
KynbType limulus amoebocyte lysate) B cooTBeTCTBUMKN C MEeTOOAUKOWN, ONUCAaHHOW B [4], NN 3KBUBANIEHTHOW
aTTecToBaHHOW METOAUKOU UCNBITAHUA.

5.2.2.2 ONP, nmetonn npeaen bakrepuanbHbIX 3HAOTOKCUHOB Bbonee 0,5 eAUHUL, 3HAOTOKCMHOB (EJ)
Ha MUNUAUTR, CHUTALOT He nNpolleLiMM UcneltaHue.

5.2.3 TpeboBaHUA K UCNBLITAHUIO Ha MOCcieonepaLlMoOHHYI0 BOCNanUTeNbHYIO peaKkLuuio rnasa

5.2.3.1 EcnuaHanus pucka ykasblBaeT Ha He0bXoaAMMOCTb NPOBeAeHUS UCTIbITaHUA Ha nocneonepaLu-
OHHYI0 BOCNanMUTeNbHYO peakuunto rnasa, 1o Takoe ucnoeitaHne OUP cnegyet npoBoAUTL Ha XKMUBOTHOM B COOT-
BETCTBUU C NpUNoXxeHmnem E.

BbiOop 0CcobU XKMBOTHOTO ACITIKEH ObITb 0OOCHOBAH N 0popMNeH AoKYyMeHTarnbHo. CrieayeT NpUMeEHsATb
TpeboBaHUA, NpeabsBNSIEMbIE K COAEPKaHUIO XKUBOTHBIX, YKasaHHbIe B [3].

5.2.3.2 KcnbiTaHMe Ha XXMBOTHOM AOIMKHO OTpa)XaTbk npeanonaraemMoe KnuHuyeckoe UcnbelTaHue. B npo-
Llecce UcnbiTaHUs AoMKHa ObIThb NpoBeAeHa OLEHKa Ha BOCManuUTenbHYH peakuuto rnasa Kak B npolecce
o TaNnbMONOrM4yecKkon XMpypruieckom onepaunmn, Tak M nocne Hee, UCNonb3yda Npr 3TtoM oLeHnBaeMbit OUP 1
KoHTponNbHLINM OUNP. KoHTponeHbin OUP aomkeH nmeTb noaTBepXaeHne KNMMHUYECKOro UCNoNb30BaHUA erc B
Ka4vecTBe He OKa3bIBatoLWEero BocnanMTenbHOro AeNCTBUA Ha rnas B TeyeHune ndatn net. Obvem UCnbITyemMmoro
OWP gomkeH MMUTUPOBATL Npeanonaraemoe NCNoNb30BaHUE C yY4eTOM BHYTPUrNasHoro obbema rnasa veno-
BeKa 1 XXUBOTHOTIO. Ecnu ucrisimyembiti OVIP ebi3bigaem bornbuiee pa3opaxkeHue ariaia unu eocriareHue, 4em
OUP, ucrnonb3yeMbil KaK KOHMPOIibHbIU, HeOBXOOUMO rposecmu OUEeHKY COOMHOWEHUS PUCK/MOoMb3a.

5.2.3.3 llocneonepaloHHYIO BOCMANUTENbHYIO peaKkuuto rnasa Heodbxoanmo KOHTPONMMpoBaTh U oLe-
HUBaTb B COOTBETCTBUK C NnpunoXxeHmnem M.
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Ha ocHOoBaHUM aHanuasa prucka n TpedboBaHNU K MeHeXKMEHTY COOTBETCTBYIOLLAA OLleHKa B COOTBETCTBY-
loLLIME MOMEHTHI BPEMEHM MOXET BKNoUaTh B cebsl namepeHmne ToNWUHbE POroBuLbl U OUOMUKPOCKONUKO C
MCNONb30OBaHNEM LLeNeBou namnbl. Bce cepbesHile HebnaronpusaTHbIe BO3AENCTBUA cneayeT AOKYMEeHTUPO-
BaTh.

5.2.3.4 PesynbTatbl UCNbITaHWA pasgpakeHua nsocnaneHna ncnoityemoro OUP gomxkHbl ObITbe MeHbLLEe
NN paBHbIMK pesynbTaTaM UcnblTaHUA KoHTponbHOro OVP. B npoTuBHOM cnydae ncnoltyemblt OUP gonxeH
ObITb MNOABEPrHYT KNMUHUYECKOWN OLEHKE.

5.3 TpebGoBaHUA K KTMHUYECKOMN OLLeHKEe

5.3.1 O6wue TpeboBaHUA

5.3.1.1 KnuHundeckoe ncneitaHne OVP cnegyet npoBoanTh No npunoXxeHuto E. B gononHeHWe K KNUHKU-
YEeCKOMY UCTbITaHUIO Mo NPUNoXeHuto E cneagyet npUMeHATb obmne TpeboBaHUs K KMMHUYECKOMY UCMbITaHUIO
cyobrektoBnOo fOCT P 52458.

6 Tpe6oBaHusa K ctepunsHocTn OUP

6.1 otoBbin OVP aomxkeH ObITb CTEPpUNbHBIM. [1pU cTEpUNMU3aLLIA AOMKHBI MPUMEHATLCA TPeboBaHUA K
cTepunusaumm HeakKTUBHBLIX XUPYPrMYecKMX UMNNaHTaToB, YKasaHHble B OCT P MICO 14630, u mpebosaHus
nolOCTP511486.

6.2 Onactepunusaunmn OUNP, a Takke NnepBUYHOIO KOHTEUHEPA EMKOCTU He criegyeT NPUMeHATb 3TUne-
HOKCWUA, ecnn ero npumMmeHeHune He 06oCHOBAaHO.

6.3 KOWP unuero nepBnYHOMY KOHTENHEPY, NPU CTEPUNU3aL NN KOTOPbLIX UCNOMNb3YeTCHA 3TUNEHOKCUA U
CBSAI3aHHbIE C HUM 3arpsisHeHus, npoHukawwme B OUVP, AomKHBI ObITb NPUMEHEHLI crneayoLlme orpaHUYeHuns::

- 3TUNeHokcna: meHee 20 mr/n;

- aTunenxnoprngapuH: mexnee 100 mr/n.

[TpunmMmeyaHwne— YCTaAHOBIEHO, YTO TPEDOBaHUS, ONpeaenAlowWmne NpUeEMEMbIE YPOBHN OCTATOYHOIO 3TUTE-
Hokcuaa (Q0), ykaszaHHble B OCT PUCO 10993-7, He noaxoasaT K n3gennsm, HaxoasilwmMmMcs B KOHTAKTE C BbICOKOYYBCTBU-
TENbHLIMM TKAHAMMW, HANPUMEP, TKaHAMW rnasa. JononHutenbHble ykasaHusa no npumeHeHunio FOCT P MCO 10993-7
npuBeaeHb! B [6].

6.4 Ona OUP, koTopble nepnoanyeckn He CTEPUNUIYIOTCH, HO NoABepratoTca acenTu4eckomn obpaboTke,
OOIMKHBI NpUMeHATLeA TpeboBaHus no [7]. MNpeaenbHoe 3HavYeHUe HopMbl 3arpasHeHus ansa OUP gonkHo
cocTaBnATb 10~3, YTo AOMKHO BbITh NOATBEPXKAEHO AOKYMEHTANBHO.

[TpunmeyaHune— TexHN4YeCKUn MHPOPMAUMOHHBLIN OTYET [4] He cogepXuT TpeboBaHuM Mo NpeaerbHoOMY
cogepxanuto atunenxnoprmapuHa (OXI). MNpegnonaraetcs, 4To B byaywen pegakumm mexagyHapogHoro craHgaprta
byaeT yCTaHOBNEHO NpeaenbHoe cogepxanne X[ Ans MHTPaoKynspHbIX U34ennin, cogepXalmx Xxnopua, B YeThbipe pasa
Bblle cogepxaHmnsa 0. 3To cnegyeT yunTbiBaTh Npu oueHke buonornyeckon bezonacHoctn OVP n ans coOoTBETCTBUS
byayuwen pegakumm ctangapTa.

6.5 KOWP, koTopble He cTepnnnaytoT, HO NoaBepratoT acenTndeckon obpaboTtke, 4OMKHbI ObITb NpUMe-
HeHbl TpeboBaHua [7]. CooTBeTCTBME AaHHOMY MeXAyHapoaHOMY cTaHAapTy AO/KHO ObiTb NOATBEPXKAEHO
aTTecToBaHHbIM UCCNeJoBaHWeEM B cpelie ¢ npeaenbHbIM 3HaYyeHUeM HopMbl 3arpasHeHns 103,

[TpunmeuyaHwue—][7] yctanaBnmBaet obuwme TpeboBaHUS N COAEPKUT PYKOBOACTBO NO Npoueccam, nporpam-
MaM M METOAMKAM aTTecTaynum n KOHTPONs MeanuMHCKNX N3aenun, nogeepraembiX acentn4eckon oopabotke. aHHbIN
MEXAYHAPOAHbIW CTAaHAAPT, B HACTHOCTU, MPUMEHNM K 06paboTke pnanonornyecknx (BoAHbIX) pacTtBOPOB U, CNEAOBaA-
TENbHO, UMEET OTHOLWEHME K narotosnenntio OVP. byaywmne yactn gaHHOro MeXayHapoaHoro craHgapra oyayT NOoCBsiLe-
Hbl Cneunanm3npoBaHHbIM MpoLeccam, TaKMM Kak punbtpaums n nnodpunnlaums.

7 Tpe6boBaHusa K ctabnnsHocTn OUP

7.1 N3roToBUTENb AOIKEH onpeaenntb U yCTaHOBUTL cpok roaHocT OUP npu xpaHeHnn B ckNnagckux
MOMELLEHUAX U cucTtemax goctaBku. OnpeaeneHne cpoka rogHoOCTU NMpm XpaHeHnUn 4oMKHO BbITb NpOBEeAEHO B
peanbHOM MacluTabe BpeMeHU UMM NPOBEPEHO NO YCKOPEHHON MeTOANKE UCNBbITAHWUS ANSl NOATBEPXAEHUS,
YTO OCHOBHbIE XapaKTePUCTUKM Mo 6e3onacHOCTU N 3 PeKTUBHBLIE 3KCNMyaTauMOHHbIE Ka4yeCcTBa roTOBOIO
OWP n cmnctembl 4OCTaBKU HAXOAATCH B YCTAHOBMNEHHbIX NMpeaenax B TedeHne cbo3HauvyeHHOro cpoka roqHoCTur
MNP OXKUAaeMblX YCIOBUSIX TPaHCMOPTUPOBaHUA U XpaHeHus. cnbiTaHne B peanbHOM Maclutabe BpeMeHu
OOMMKHO ObITb NPOBEAEHO MNPU HOPMAanbHbLIX YCMNOBUAX XPaHeHUst U U3MEHEHU TemnepaTypbl, a
OTHOCUTEeNbHada BNa)XXHOCTb BO3ayxXa AoJkHa cocTaenaTh (60 = 20) %.
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[Tpn UCNbITAHUM NO YCKOPEHHOW METOAMKE TeMNepaTypa AomKHa ObITb He bonee 45 °C, a oTHOCUTENbHAS
BMTAXXHOCTb BO3Ayxa AoimkHa coctaBnsaTb 40 %.

7.2 TapameTpbl, KOTOpble HEODXOAUMO KOHTPONUPOBAaTb BO BpeMSst UCCNeaoBaHNs cpoka roaHoCTU Npus
XpaHeHun: pH, ocMonanNbHOCTL pacTBopa, YPOBHU MUKPOYACTULL, CTEPUNBHOCTL, LIBET, YACTOTa M ApYyrue napa-
METPbI, YCTAHOBIEHHbIE NMPU aHaNU3e PUCKOB Kak Kputuueckue ans dbesonacHoro npumeHeHns OUP.

/.3 YcTaHOBMNEeHHbIN cpoK cnyxbbl OUP npun xpaHeHWUX A0MKeH ObITb NEPECMOTPEH, €CNKU NPU aHanumse
PUCKOB BbISIBNIEHO NU3MEHEHUNE TEXHOMOMN, YTO MOXKET NMOBNUSATL Ha cTabunbHocTb OUP.

[TpnmedaHne—WMaveHeHnsa coctasa OVP, ncxogHblx matepuanoB U X NOCTaBLMKOB, YCIOBUW U3TOTOBIE-
HUSA, BKITIOYasi NPOLECC CTEPUNMN3ALNK, TUN YNMAKOBKN UIMN YNAKOBOYHbIE MaTepuarnbl, MOIryT oka3aTb HEDONAronpuATHOE
BIUSIHWE Ha cpok cnyXbbl OVP npu xpanenuw.

8 TpeboBaHusa k ynakoBke OUP

8.1 TpeboBaHUA K 3aLLUTe OT NOBPEXAEHUA

8.1.1 OWP gonxHbl ObITb 3aLlLMLLEHBI OT NOBPEXAESHUSA NPU XPaHEHNN U TPAHCNOPTUPOBAHUMN.

8.1.2 [omkHbl ObITb NpUMeHeHbl TpeboBaHWA K ynakoBKe MeAWUMHCKUX WU3Aenui, yKasaHHble B
[OCTPUCO 146301 [8].

8.2 TpeboBaHuA K 3aL4UTE CTEPUNTBHOCTI

OWP npu TpaHCnopTUPOBaAHUM AOMKHBI ObITh YNakoBaHbl TakKUM 0bpa3oM, UTOObI OCTaBaTbLCHA CTEPUIb-
HbIMW B npegenax UM HWKe HOpPM, yKasaHHbIX ANA YCNOBUA TPaHCNOPTUPOBaHUSA, XpaHeHUa U Norpysoy-
HO-Pa3rpy3oUHbIX paboT. JomkHbl cobnogaTtbes TpeboBaHUA K CTepUnbHOMY Dapbepy, ykasaHHble B [9].

9 TpeboBaHuA K MHOpMaLuun, npegoctasnsaemon nusroroentenem OUP

9.1 [omkHbl cobnogaTteca obwne TpeboBaHUs K MHGOopMaUUK, NpeaocTaBnsieMoOn U3roToBUTENEM
MeanUUHCKNX n3genunn, ykasaHHole B[10], nuactHbele TpeboBanma K OUP, npruBegeHHble BHACTOSILLEM pasaerne.

9.2 [lo NpUMEeHUMOCTUN AoNyCcKaeTCa MCNONMb30BaTb CUMBOILI BMECTO TeKkcTa. ECni MCnonb3yioTes CUM-
BOJIbl, AOKHBI ObITh NpuMeHeHbl TpeboBaHna FTOCT P NCO 15223.

Ha aTukeTke AomkHbl ObIThb YKazaHbl npucytcTeue B OUP rpynnel 0ydgpepHon 4o0baBKM 1, NP ee Hannvnu,
bydepHast cnocobHOCT.

9.3 EcnnOWUP nogeepxeH noBpexaeHUo NoaaencTBUeM paKTOPOB OKpyXKatoLllen cpeabl, Ha TpaHCMop-
THOM KOHTEWUHepe ACMKHLI ObITb HAHECEHLI YeTKUe nNpeaynpeanTensHble 3HaKN.

Homep napTrn N KOHEYHbIN CPOK ASUCTBUA MOTYT ObITb YKa3aHbl HA CAMOKNESLLIENUCH STUKETKE.

9.4 Bknagblll A0MmKeH ObITb BNOXEH B YMNAKOBKY Tak, YTODbI €ro MOXHO ObINO B3ATb U NpoYnUTaTh, He
noBpexaasa cTepunbHoro bapbepa.

9.5 MunHumManeHaga nHpopMaLns, HaHOCUMAaA Ha KOHTeUHep ANA XpaHeHUd, BKnaablLll B YNakoBKY, CTe-
PUSTbHBIN Bapbep 1 NepBUYHBLIA KOHTENHEP, NpuBeaeHa B Tabnuue 2.

Tabnwya 2— VMudopmauus, npegocrtaBnaeMast U3aroToBUTENEM

. CTepunbHbIN y
KoHTenHep ans Bxnageiw B P [lepBUYHBIN
/IHcpopmaLins XPaHeHUA NaKoOBK dapbep (npy KOHTEUHeEpP
Y Y HannM4nin)
HanmeHoBaHMe n3aroToBnTeNs NN yrnornHo-

MOYEHHOro NpeacrTaBuTens + + + +
Aapec narotoBuTens + + — _
Toproeoe HamMmeHOBaHWE N3genns + + + +
OnuncaHne KoMmnnekra NoCTaBku U MHCTPYK-

LMA NO UCNONIb30BAHUIO — + — _
Kpamoe OornncaHne XMMHUYeCKOro CoCrtaBd

n3genus n obbema NoCTaBKU + + — _
YcnoBust XpaHeHus + + _ _
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Okon4yaHue mabnuubi 2

CTepunbHbIN

KoHTenHep ans Bxnaabiw B MepBUYHbBIN
AHpopmaLns XpaHEeHUS aKo bapeep (npu KOHTEUHEp
yNaroBRYy Hanu4uu)
[TokazaHus K NPUMEHEHN IO — + — —
[TpoTMBONOKA3aHUsA K NPUMEHEHUIO — + — —
Mepbl NpeaoCTOPOXHOCTU U NpeaynpeXxXaeHuns

00 W3BECTHOM B3aUMOAEUCTBUMU C AOPYIVMU UM-

nnaHTaTamu — + — —
CoobuweHne o TOM, YTO CoOAePKUMOe NpeaHas-

HA4YeHO ANs Pa3oBOro UCMoNb30BaHUSA + + + +
Hagnuce: « CTepnneHoO» n metoa(bl) CTEPUNN3a-

LMW U34ennst u NepBUYHOro KOHTENHEPA + + + +
Hagnucbk: «He wmcnonb3oBaTtb, €CnNn CTEPUIb-

HbIN DapbEP HAPYLLUEH» + + +
KOHEYHbIN CPOK rOAHOCTU + — + +
CoobuweHune o Hannymm B OUP BydepHon Ao-

baBkn, bydepHasa cnocobHOCTb (NPU HANMMYUK) CO-

rmacHo Tabnuue 1 — + — —
Homep naptnn + — + +

[TpumeyaHne—Homep naptTnmn, CPOK rOgHOCTU U AaTy CTEPUNU3aLMKN JOMYCKAETCH HE YKA3biBaTb HA CTe-
pUNbHOM Dapbepe, eCnm OH NPO3padHbIin U HEOOXO0ANMYI0 MHOPMALMIO MOXHO NPOYNTaTh HA NEPBUYHOM KOHTENHEpE,

HE Hapylwad ero repMmetn4HOCTb.
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[MpnnoxeHwne A
(cnpaBo4HOe€)

MeToabl uamepeHusa pH n onpeageneHna oycdepHon cnocobHoctn OUP

A.1 Obwmne TpeboBaHunA

A.1.1 B nacTosilwem npnnoxXeHmm npuBeaeH npuMmep MetoaoB namepenuns pH n onpegenenHmns bydepHon cnocob-
Hoctn OUNP.

A.2 TpeboBaHMA K oboOpyaOBaAHNIO U BCIOMOraTeNibHbLIM YCTPOUCTBAM

A.2.1 CmeknadHasd Korba.

A.2.2 bropetka emkocTbto 10 mn Ansg nogavuv TMTPUPOBAHHOIO pacTteopa ¢ ueHoun aenenns 0,1 mn.
A.2.3 Yawka ans pasmewmBaHus.

A.2.4 [Mlano4ka ansa nomMmeLwnBaHUS.

A.2.5 Twapookuck HaTpusa (NaOH), 0,005-HopmanbHbIN CTAHAAPTHBIN OO BEMHBIN PACTBOP.

A.2.6 Consinas kmcnota (HCI), 0,01-HopmarnbHbIM CTaHAAPTHLIN OO BEMHBIN PACTBOP.

A.2.7 KanubposaHHbil pH-memp.

A.3 MNMopagok nogrotoBKKU, NpoBeOeHUS NU3MEePEeHNA U NpaBusia oo padboTKM pe3ynbLTaTOB U3MEePEeHUA

A.3.1 PacTtBopbl ruapookucum HaTpUA U CONMAHOW KUCNOTbI NPUITOTOBUTL OOLLENPUHATBIMU METOA4AMU U Nepea npume-
HEHMEM Pa3baBuUTb 40 HYXXHOW KOHLEHTPaLUN.

A.3.2 B cTeknsHHyto konby BnuTb 25 mn obpasua (obbem V) n nameputb pH4 ¢ nomoLbio kKannbposaHHoro pH-
MeTpa.

A.3.3 C nomowbio BlopeTkn obdaBuTb 4OCTAaTOMHOE KONTMYECTBO TUTPUPOBAHHOIO CTaHAAPTHOIrO 0O bEMHOIO pac-
TBopa HCI, yTobbl 06ecneunTb n3amenenune nokasarens pHHa 1,0 eannnuy pH (pH»). 3anncate o6bem gob6aBNeHHOro TUT-
prupoBaHHoro pactsopa ( V).

A.3.4 TloBTOpUTL onepaunm co BTOPOM annkBOTHOW Npobon obpasua, ncnonb3yst TUTPUPOBAHHBIM CTAHOAPTHLIN
obbemHbin pactBop NaOH.

A.3.5 Paccuutartb bydrepryto cnocobHOCTb NO opmyne

VN
Vs(pHp —pH1)’

rae V, — obbem 0obasrneHHo20 mumpupo8aHHo20 pacmeopa,
V., — obbem pacmeopa obpasua, mri;
N — HOpManbHOCTb TUTPUPOBAHHOIO pacTBopa.
A.3.6 B okoH4yaTenbHOM oT4eTe 3anucartb ByepHyto CnoCoOBHOCTL MO KUCNoTe N BydhepHyo CNOoCOBHOCTL N0 OCHO-
BaHUO, monb/n Ha pH (Mnn monb-3kB./n).
ns pacTBOPOB CO 3HAYUTENBHON BydhepHON cnocobHOCTBIO 00BbEeM 0Bpasua AonyckaeTcsa perynmpoBaThb 40 Mony-

YEHUS HY>KHOIO 00bema TUTPUPOBAHHOIO pacTBopa.
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[MpnnoxeHve b
(obsizaTenbHOE)

MeTtoa npoBepku 3arpa3HeHna OUP BuguMbIMM MUKpOYacTULaMU

B.1 Obwwne TpedboBaHuA

MemoO nposepku 3aknoyaemcs 8 ripogedeHuu susyarnsHou oyeHku OUP Ha Hanuyue subumMbix Mukpoyacmuy ¢

oMok yempotcmea HabnroOeHUs.

b.2 TpeboBaHusa K 0O0opyaoBaHUIO N BCNOMOraTenbHbIM YCTPONCTBaAM

6.2.1 YcTponcTBO HAbNwaeHns1, B COCTaB KOTOPOro BXOAAT.

b.2.1.1 MatoBas yepHas naHenb, yCTAHOBITEHHASA BEPTUKANbHO.

£.2.1.2 MatoBas 6benas naHesnb, yCTAHOBNEHHAA BEPTUKANBHO PAAOM C YEPHOW NaHEINbIO.

£.2.1.3 Perynupyembin natpoH, CHABXEHHbIN UCTOYHUKOM CBETA U pacCcenBaTeNeM.

6.2.1.4 WcTodyHuK cBeTa B TOUKe HabnioaeHuns oM eH co3daaBaTtb OCBeleHHOCTb He MmeHee 2000 nk. [lna emkocTen
M3 UBETHOIO CTEKMNAa U NNacTMacchl OCBEWEHHOCTb AoIKHa ObiTb bonee 2000 nk.

b.3 lNopaaoknoaroToBKW, NpoBeAeHUA MPOBEPKN U NpaBuna oopadboTKM pe3ynbTaToB NPOBEPKN

b.3.1 CHATbL BCe 3TUKETKU C EMKOCTW, coaepauwen O

b.3.2 OcTOpOXHO NoBOpa4vMBas eMKOCTb, CNeanTb 3a
BosaywHble Ny3bipy B EMKOCTU HEAOMYCTUMBI.

b.3.3 [losBneHne mukpodacTuy cHmTaTb B TEYEHUE 5 C.

P MPOMbITb U BbICYLLUTb €€ HApPY>XHbl€ CTOPOHbI.
NOABMEHMEM MUKpOYacTUL nepen 6enon noBepxHOCTbIO.

b.3.4 [lpoBectn onepaummno b.3.2—b.3.3 nepea vyepHOn naHenbIo.
£.3.5 Cymmy MmukpovacTul, NOABUBLLMXCS Nepen 6enon n YepHon NaHensamMmm, CHMTarT ypoBHEM 3arpsidHeHns OUP

BEWANMbBIMU MUKPOYaCTUUAaMW U JOKYMEHTUPYIOT.
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[MpunoxeHve B
(cnpaBo4HOe€)

Memoo nposepku 3azpsizHerHuss ONUP HesudumMbIMU MUKpoOYacmuyamu

B.1 Obowne TpedboBaHunA

Memoo niposepku 3aknoyaemcs 8 riposederuu oyeHku OUP ra Hanuyue He8UOUMBbBIX MUKpoYacmuuy ¢ oMo
ycmpoducmea 31eKmpoHHOU cucmemsi rnodcyema mukpoyacmuuy, 1o ocrnabneHuro ceema.

B.2 TpeboBaHusa K 000OpyaoBaHMIO M BCNIOMOraTesibHbIM YCTPONUCTBaM

B.2.1 Obwwne TpeboBaHunA

B.2.1.1 YcTponcTBo npeacraBnaeT cobon sNekKTPOHHYIIO CUCTEMY NOACHETA MUKPOYACTUL, B3BELLEHHbLIX B PACTBO-
pe, obecne4vnBatoLLyd COOTBETCTBYOWYIO nogady OVP, B KOTOpOM AOMKeH bBbITh YCTAHOBIMEH AAaTYMK 0cnabneHnsi CBETa,

Hanpumep, Tuna KL-04, dpmnpma RION.

B.2.2 TpeboBaHuA K npegeny naMmepeHus KOHUEeHTpauum gaTymkKa

B.2.2.1 Vcnonb3yemoe yCTPOUCTBO AOIMXHO UMETb npeden MamepeHus KOHUEeHTpauuum MakcumanbHOro 4yucna
onpegensieMblX MUKPOYaCTUL, HA MUITTUNUTP, KOTOPbLIM NPeBbIlwan bbl NpegnonaraemMmyto KOHLEHTPaumo MUKPpoYacTuL B
ncnoitryemom OUP.

[lpegen namepeHnss KOHUEHTpaUMM YCTPOUCTBA YKa3blBAETCH YPOBHEM MOACHETA MUKpPOYacTUL, NMPU KOTOPOM
COBMagarLWwmn cHeT BCNeacTBUE OQHOBPEMEHHOIO NPUCYTCTBUA ABYX NN bonee MMKpo4acTuy B NPOCMaTPUBAEMOM OO b-
emMe aardumka ocnabnenusi ceeta cocraBnseTt meHee 10 % noagcyeToB, CYMMUPOBAHHLIX NS MUKPO4YaCcTUL, pa3Mmepamu
10 mkM. [peden usmepeHus KOHUeHmpauuu Mukpodacmuy 6ormxkeH beime yKkasaH 8 riacriopme ycmpoilcmaa.

B.2.3 TpeboBaHua K AMHAMMYECKOMY AManNa3oOHy gaTyMkKa

B.2.3.1 HunHamunyecknn ananasoH 4atymka JOmKeH 0XBaTbiBaTb HAMMEHBLLUU pasMmep MUKPOYaCTUL, KOTOPbIE Moa-
nexart nogcyety B ucnoityemom OUP.

B.2.4 TpeboBaHunda KBOAge

B.2.4.1 Vicnonb3yemasi Boga AonKHa ObiTb NPONyLWeHa Yepe3 nopucTeln PunbTp ANs OHYUCTKM €€ OT MUKPOYaCTUL.
Paamepbl nop hunbTpa 4OMKHbI ObiTb HE Bonee 1,2 MKM.

B.2.5 TpeboBaHUA KKannopoBKe

B.2.5.1 YcTponcTBO Kannbpyrot no Habopy cdheprnyeckmnx mmkpodacTuu paamepamm ot 10 4o 25 MKM B MOHO AMCNEP-
CHOWM cycneHn3un. Habop ccheprnyecknx MukpodacTuy gucneprmpyoT B Boge no B.2.4.1 oo nony4yeHnsi COOTBETCTBYIOLLEN
KOHLUEHTpaun MukpodacTul. B npouecce gucneprmpoBaHus He 4ONYyCKaTCA arperatHble COCTOAHUSA MUKPOYaCcTULL.

B.3 lNopaaoknoaroToBKW, NpoBeACHUA NMPOBEPKN U NpaBusia oopadboTKn pe3ynbTaToB NMPOBEPKN
B.3.1 Ob6wwne TpeboBaHunA

B.3.1.1 lNpoBepky npoBoOAAT B yCNOBUAX OrPaHUYEHHOr0 3arpsa3HeHnsa MMKpodacTnyamm ¢ NCNoNMb3o0BaHNEM BbITSX-

HOro wKada ¢ naMmmHapHbIM NOTOKOM BO3yXa Yepe3s BbICOKOIPPEKTUBHLIN CyXon Bo3aywHbIN dunetp (HEPA).
B.3.1.2 OnsiobecnevyeHmns COOTBETCTBUSA paboumnx napameTpoB yCTPONCTBA TPEbyeMOn TOHHOCTU NPOBEPKN ONepa-
TOP, NPOBOASILLUN MPOBEPKY, AOIMKEH MNPOUTU COOTBETCTBYIOLWLEE 0byYeHMe.

B.3.1.3 lNepen KOHTPONBHOW NPOBEPKON UCNONBb3yEeMasi CTEKISIHHAA Nocyaa A0MKHA ObITb YACTO BbIMbITA C NPUME-
HEHMEM TENIOro MOIOLLENO CPeACcTBa U TWATENMBHO OMONOCHYTa BONbLINM KONUYECTBOM BOALI N0 B.2.4.1.

B.3.1.4 BoeBpewms nepeHoca nccnegyemoro OVP B emkocTh, nognexaulyto KOHTPOIO, HE 4oNYyCKaeTCHA NPOHUKHO-
BEHNE BO3AYLWHbIX NY3blPbKOB.

B.3.2 MNopaaoKknoarotToBKM K NpoBeOeHUIO KOHTPONMBbHOW NPOBEPKU

B.3.2.1 KoHmponbHas rnposepKa 3aknyaemces 8 oripedernieHuu 3arpa3HeHns mukpodactmyamm nsatm obpasuos
BOoAbl N0 B.2.4.1 06bemoM 5 mn kKaxkabin B COOTBETCTBUM € B.3.3.

B.3.2.2 Ecnunyuncno mukpovactuy pasmepamm bonee 10 MKM npeBbiWwaeT 25 B COBOKYNMHOM 06beme 06pa3uoB BOAb
25 mn, To o6wme TpeboBaHnsa 6e30NacHOCTU NPOBEAEHUS MPOBEPKU HE ABMAIOTCA 4OCTATOMHbIMUY ANS NPOBE4EeHNS OCHOB-
HOW npoeepkn OVP. Cnegyet NOBTOPUTL NOATOTOBUTESbHBIE 3TaMbl Y NPOBECTU NMOBTOPHYIO KOHTPOSbHYIO MPOBEPKY.

B.3.2.3 OUP, npowegwne KOHTPONBHYIO MPOBEPKY, NOABEPratoT npoueaype onpegeneHns 3arpa3HeHus .

B.3.3 NMopsagok npoBegeHnsa NPOBEPKN U OLLEHKA pe3ynbTaToB

B.3.3.1 Ons mHorokoMmnoHeHTHbIX OUP TpebyeTca TwartenbHoe CMeLnBaAHNE OTAENbHbLIX KOMMOHEHTOB B COOTBE-
TCTBUN C YKA3aHNSAMUN HA 3TUKETKE.

B.3.3.2 lNepemewmnBatoT cogepxumoe OVP, meaneHHO nepeBopavumBas EMKOCTb HE MeHee 25 pas. B cnyyvae Heob-
XOOAMMOCTHN, OCTOPOXHO yaansAnT repMeTUYHYIO YNaKOBKY.

B.3.3.3 OunwatoT BHEWHNE NOBEPXHOCTU EMKOCTU C NOMOLLBLIO CTPYU BOAbLI N0 B.2.4.1, CHUMAIOT KPbILLKY, HE 40MMYC-
Kas 3arpsi3HeHUs1 Coa4epPKUMOro eMKocTu. [1aloT BbINTU MNy3blpbKamM rasa B TEHEHNE 2 MUH.

B.3.3.4 bepytueTbipe nopumm OUNP, kaxgas na kotopbix cogeput (5 + 0,2) M, nnoacunTbiBaOT YUCNTO MUKPOYAC-
UL, pa3aMmepbl KOTOPbIX paBHbl N bonee 10 n 25 MKM.

B.3.3.5 logcunteiBaloT n gokymMmeHTanbHO opopmMnsalnT cpegHee yncno mukpodactuy B OUP, nognexawem
NccrnegoBaHUIo.
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Mpunoxenvnel
(pekomeHdyemoe)

Mukpockonunyeckum aHanus TBepAabiX (HeBUAUMbBIX) MUKpOYacTUL,

1 Obwme TpeboOBaAHUA

[.1.1 Mukpockonn4eckmm aHanua npegycmartpmBaeTt NogcHeT vncna Heenanmblx TeepasiX mukpodactuy B OUP Ha
eanHNUy o6 beMa Nocne Toro, Kak 3Tn Yactuubl cobepyTcs HA NOPUCTOM MeMBpaHHOM PUnNbTpE.

[.1.2 [1pn BbINONHEHUN MUKPOCKOMNNYECKOTO aHanm3aHe npegycMoTpeH nogacHeT aMmopdHbIX, NONYXNOKUX NN APY-
IMX MOPPONOrM4eCcKN HEOTHETNMBbIX HaCTUL, KOTOPbIE UMEOT BUA, NATHA NI U3MEHEHUS LBETA HA MOBEPXHOCTU MeMDpaH-

HOro cpunbTpa. Takme Yactuybl UMET HEBONbLLOW penbed NN HE MMEIDT penbeda NOBEPXHOCTU U UMEKDT CTYAEHNCTbIN
NN NNEeHKOObpa3HbIN BUA,

[.2 TpeboBaHuA KOOOPYAOBAHMIO M BCNOMOraTenbHbIM YCTPONCTBAM

[.2.1 Mukpockon

[.2.1.1 Mwukpockon (CNOXHblh BMHOKYNSAPHBLIW), KOMBMHaAUMA 0DBEKTUBA N OKynspa obecneumBaeTt yBernn4yeHue
(100 £ 10)*. AnoxpomMmaTU4eCKU Unu nNyHwmnm 0O bLEKTUB AOIMKEH NMETb HOMUHANbHOE yBenuveHune 10”1 MMHMManbHyo
yncnosyto aneptypy 0,25. ObbekTnB AOMKEH BbiTb COBMECTUM C 3MNUCKOMNUYECKUM OCBETUTENEM. YBENTMYEHNE OKYIA-

poB — 107*.
[.2.2.1 Mukpockon cHabXeH MexaHN4YeCKUM CTONMUKOM, KOTOPbIN MOXET (PUKCUPOBaATb MEMBPAaHHbIN DUNBTP Ana-
METPOM 25 nunmn 47 mm M CKAHWPOBATL BCIO €ro nnowaib.

[.2.2 OcBeTnTenwm

[.2.2.1 [lBa ocBeTUTENS, OCHAWEHHbIE ronydbiMM CBETOMUNBTPAMU AHEBHOIO CBETA ANS CHUXEHUS YCTanoCcTu
rnasaoneparopa:

- BHELWHWW OCBETUTETb, PEryNUpyeMbIN Ans obecneveHns KOCOro OCBeLWeHus, nagatowero nog yrnom ot 10° go 20°
K TOPU3OHTAnNM;

- SNNCKOMUYECKUN OCBETUTENDb CBETMNOIO MNoJiA, BCTPOEHH bl B MWKPOCKOI.

[.2.3 OkynsapHas ceTKa C OKPYXHOCTAMM

[.2.3.1 OKynsipHas ceTka ¢ OKPYXHOCTAMMU (CM. PUCYHOK [.1), oTkKannbpoBaHHasa Taknm obpasom, YToOblI N3MePU-
TEINbHbLIE OKPYXHOCTU 3aHUManm 2 % HOMUHaIBbHOIO NOMs 3PEHUS B NNTOCKOCTU CTONMKA AN AaHHbIX 06 beKTMBa M OKynsapa.

Oco®
1
2
Oo
3
é

Ooo@® .
|||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||/

0 10 20 30 40 60 60 70 80 90 100

T — none 3peHUA OKYNAPHOU CETKU, 2 — NEPEKPECTbe; 3 — OKPYKHOCTU CPaBHEHUA; 4 — NUHEUHAasA LKana

PUCYHOK [ .1 — OKynsipHas ceTka C OKPY>XHOCTAMM
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[.2.3.2 [1po3payHble N YEPHbIE NBMEPUTESBHbLIE OKPYXXHOCTK gnameTtpamm 10 n 25 mkm npn ysenmndeHnm 100~ asns-
IOTCH CPABHUTENBbHBIMU LLKaANamm Ans n3amMmepeHunst Hactuu,

[.2.4 O0beKT-MUMKpomeTp

[.2.4.1 ObbekT-MMKpoOMeTp ¢ ueHon aenerHuns 10 MKM, umerowult cepmucukam coomaemcemaeus, abidasaemMeill 8
YCIMaHOB8MIEHHOM MOPAOKe akKpeoumo8aHHbIM Op2aHOoM 10 cepmucukayuu.

[.2.5 YcTponcTtBO (bvnbTpauum v BCnoMoratenbHbIe NMPUHAONEeXHOCTW

[.2.5.1 PunbTpoBanbHas BOPOHKA 06bemMOM, NOAXOAAWMM ANS UCMbITAHUA, MUHUMaNbHbIM AnameTpom 21 mm.
BopoHka gonxHa bbITb M3roTOBMNEHA U3 MNACTMAaCChl, CTEKNA NN HEPXKABEIOLLEN CTarMn.

[.2.5.2 PunbTpoBarnbHbIV gNdPdy30p, BbIMONMHEHHbIVN B BUAE NOACTAaBKM NO4 (PUINbTP, U3rOTOBITEHHBIN N3 HEPXaBe-
IOLLEN CTANWU NN CMNEYEHHOr 0 CTEKNA.

.2.9.3 WcTovHunk Bakyyma.
.2.5.4 TlvHUEeT C 3aKpyrneHHbIMU KOHLAaMW.

.2.5.5 JlozaTopbl pacTBOPUTENA C PUNBTPYIOLWLKMM CONNMOM, 0becnevmBaowmMm nogavy pactTBopuTens, oThunbTpo-
BAHHOIO OT YacTuu, TonwmuHon He bonee 1,2 mkm npu gaenexnun ot 70 go 550 kla.

[.2.5.6 MembpaHHble hunbTpsbl, 25 nnn 47 mm, ¢ CETKON NN Be3 CETKU, YHEPHOIO NN TEMHO-CEPOTo LUBETA, N3roTOB-
NEeHHbIe U3 LENNON03HO-3PUPHON cMecKn, paamepamm nop He bonee 1,0 MKm.

.2.5.7 YHawka lleTpm.

.2.5.8 BbiTskHOM WIKa® c naMmuHapHbIM NOTOKOM BO34yXa vepes BblCOKO3IPMhPEKTUBHBLIN CYXOU BO3AYLWHBLIM PUNBTP
(HEPA) c coaepxaHuem He Gonee 3500 yactuu/mS.

.2.5.9 CTepunbHble nepyaTKu.
.2.5.10 lenoHmnanpoBaHHas Boaa.
.2.95.11 MaonponunoBbin cnnpr.

.3 MMopssidok nod2o0moeKuU K npo8edeHuUro aHaau3a

.3.1 Obuwjue mpeboegarus

[.3.1.1 Onpepgensitot cnenyto Npoby nyTem crneayowmx onepaumni:
- nogatoT 50 M AENOHU3NPOBAHHOU UMW DUNBbTPOBAHHOW ANCTUINTIMPOBAHHOW BOAbI;
- NPOBOASAT OTKA4Ky BO34yXa 1 NPONyCcKatoT BCIO BOAY Yepe3 MeMOpaHHbIN PUnbTp;

- BbIHUMAT MeMDBpaHy n3 0CHOBaHMUA PUNbTPOBaNbHOW BOPOHKM U KNaayT NOBEPX MONTOCKU ABYXCTOPOHHEN NEHTbI
B vawke [leTpu;

- BbICYLLMBAIOT MEMOpaHy 1 NPOBOASAT ee UccrneaoBaHne Nog MUKPOCKonom npu ysenmdexnmmn 100%.

[.3.1.2 Ecnun B npeaenax oTunbTPOBAHHOIO y4yactka npodbbl umeeTtcsa He Bonee 20 MukpodacTul pasmepamu,
bonee nnu pasubiMn 10 MKM, 1 5 MUKpo4acTuy pasmepamm, bonee nnm paBHbIMM 25 MKM, TO OHOBbLIN YPOBEHB MUKPOYAC-
TUL CYMTAKOT JOCTATOYHO HU3KUM AN NPpOoBeAeHUS MUKPOCKOMUYECKOro aHanumaa.

[.3.1.3 lpn npoBegeHnn aHannila crnegyeTr UCrnonb3oBaTb 00ECNbINEHHbIE CTEPUNBHLIE NEepYaTKn, YCTPOUCTBO
OUNbTpaUnun N NPUHAANEXHOCTHU, TWATENBHO BbIMbITbIE C UCMNONBb30BAHMEM TEMIMONo pacTBoOpa MOKCLLLErO CpeacTBa, CMbl-
BaAeMoro 4eNMOHN3NPOBAHHON BOAOW NN U30NPONMNoBbLIM cnupToMm. [lepen ncnone3oBaHmem cnegyeTt oToOuIbTPoOBaTh
OUCTUNNIMPOBAHHYIO NN AENOHU3NPOBAHHYI0 BOAY PuUnbTpamm ¢ OTBEPCTUSIMU HE Bonee 1,2 MKM.

[.3.1.4 OKOHYaTesnbHYy CYLWKY YCTpOUcTBa punbTpaumm n npuHaganexXHocTen npoBoadaT B BbITSXXHOM WKay C
NaMMHapPHbIM MNOTOKOM BO34yXa.

PeKOMEeHOYyeTCH yCTaHaBMMBATb BbITAXHOW WKaA® B OTAENbHOM MOMEWEeHUn C nogaden oTubTPOBaHHOIO
BO34yXxa.

[.3.2 lTodzomoeka MUkKpockona

[.3.2.1 BknovalT BHEWHNUN BCNOMOraTenbHbIN OCBETUTENb NA4AKWLEN0 KOCOro OCBELWEHNA U YCTAHABIMBAIOT €I0
BONM3n CTONMKA MUKPOCKONA.

[.3.2.2 QOKyCcUpPYIOT OCBETUTENb TaK, 4TODbI MONYyYNTb KOHUEHTPUPOBAHHBLIM Y4acTOK CBeTa Ha membpaHe
OUNbTPA, PacrnornoXeHHOro Ha CTOIUKE.

[.3.2.3 Perynupyot BCromMmoraTenbHbl OCBETUTENb NAAAILLEN0 KOCOro OCBELWEHUA MO BbICOTE TaK, YTODbLI yron
nagatrwero ceeta coctaensan ot 10° go 20° K ropu3oHTann; MMKpo4acTuubl HA MEMDOPaAHHOM OUNbTPE AOMNMXHbI UMETb
OTYETININBbIE TEMHbLIE TEHMW.

[.3.2.4 PerynupyloT BHYTPEHHUN 3MNUCKOMUYECKMN OCBETUTENb CBETIIONO NOSA, NOMHOCTBIO OTKPLIB MOMEBYIO W
aneptypHyto aunadparmbel. LIeHTPUPYIOT HUTB Hakana namnbl U POKYCUPYIOT MUKPOCKON Ha unbTp, cogepxawmu
MUKPO4aCTULbl.

[.3.2.5 Perynmpyiot UHTEHCUBHOCTb OTPa)XXEHHOro CBEeTa 40 TEX NOP, MOKA MUKPOYACTULLI HE CTaHYT YeTKO pasnunyu-
Mbl U HE OBHapyXaT OTYETNINBbLIE BUANMBIE TEHMN.
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[.3.2.6 YcTaHaBnmMBalOT camMoe HU3KOoe 3HaYeHNE NHTEHCUBHOCTU SMUCKOMNYECKOIro OCBELLEHUSA, 3aTEM MNOBbIWAT
ero Ao TEX Nnop, NoKa TeHU, 0TOpacbIBaeMble YacTULaMN, HE NOKAXYT MUHUMAINbHO 3aMETHOE CHUXEHNE KOHTpAacTa.

I.3.3 lNodzomoegka ycmpoucmea hvnbTpaunm

[.3.3.1 MotoT pbunbTpoBanbHyto BOPOHKY ([.2.5.1), nogctaBky n agndody3op B pacTBOpeE XNUAKOro MOKLWEro cpe-
OCTBA U B ropsiven Boae, NPOMbIBAOT ropsiven NpoToHMHON BOAONPOBOAHOW BOAOW, NOTOM NPOMbIBAOT (PUNbTPOBAHHOW
OEVOHN3NPOBAHHON BOAOW nod aaeneHnem. [MoBTOpSAT npoueaypy NPoOMbIBaHUA C UCTMONMb30BAHUEM (PUNBTPOBAHHOIO
N3onMponunoBoro crivpra. [lpombiBaloT ycTpouCcTBO dunbtpaumm @OUNbTPOBAHHON AENOHU3NPOBAHHON BOAOW,
nogaBaemMou noa AaBrneHnem.

[.3.3.2 C nOMOWbIO YNCTOro NUHUETA C 3aKPYIMEHHbIMU KOHLUAMW BbIHMMAOT MeMDBpaHy N3 OCHOBAHUS BOPOHKM
dounbTpAa.

[.3.3.3 Ctpyen @ounnbTpoOBaHHON O4YNLWEHHON BOAbI, NO4aBaeMOU Nnog HU3KMM gaBneHuneMm, TwaTteribHO NPOMbIBaKOT
0b6e CTOPOHbI PUNbTPa, HAYMHAS CBEPXY, NOBOPa4vMBast B3a U Brepea K OCHOBAHUIO.

[.3.3.4 CobwupaloT uncrtoe ycTponCTBO Tak, YTobbl Andhdy30p HAaXoaUICs B BEPXHEN YaCTU OCHOBAHUSA, a YNCTbIN
MEeMBpaHHbIN DUNbTP — B BEPXHEN YacTu anddyaopa.

[.3.3.5 YcTraHaBnmBaloT y3en BOPOHKU B BEPXHEN YaCTU OCHOBAaHUA U 3aKPENNSIOT.

[.3.4 NToozomosgka Kk aHanu3y ucnbimyenmbix OUP

[[oTOoBAT ncneityemble OVIP B cnegyrowen nocnegoBaTeibHOCTH.

[.3.4.1 BHe BbITSXKHOIo WKaga CHUMalOT BCE HAPYXXHbIE KPbIWKU, rEepMEeTU3NPYIoLLNE NONOCHI U HE3AKPENSIEHHbIE
nnun oTcrtarwme bBymaxHole SpnblkK. [TpOMbIBAOT BHELWHWE NMNOBEPXHOCTU KOHTENHEPA PUNBTPOBAHHOW AENOHN3NPOBAH-
HOW BOAOW, NPEaYyCMOTPER 3aLlUNTY EMKOCTU OT rnonagaHus 3arpsa3sHeHnn N3 OKpyKatowen cpeasbl.

[.3.4.2 NN3bimaioT cogepXmmoe KOHTeENHepoB. CoaepXMmMoe KOHTEMHEPOB CO CbEMHbIMU NMPODKaAMN MOXXHO U3bSATb
HENOCPEACTBEHHBIM CHATUEM KPbILLEK, TAKXE AOMYCKAETCH NCMONb30BaTh YCTPOUCTBO ANl 0TOopa npob ¢ nrnoun Ansi npo-
HUKHOBEHUSA B KPbIWKY KOHTenHepa. [pobbl OVP, ynakoBaHHbIE B NNacTUKOBLIE KOHTEMHEPLI, MOXHO U3bsTb, CAENAB
OTBEPCTUE B KOJMAYKE KOHTENHEPA NN OTPE3AaB YronoK YACTbIM NE3BUEM UM HOXHULAMMW.

[.3.4.3 Yuncno npob ncneityembix OVIP gonxHo 6eiTeb 4OCTaTOYHbIM 4158 06ecneveHmnsi CTaTUCTUYECKU 060CHOBAH-
HOW OLLEHKN TOro, COOTBETCTBYET NN NAPTUS UNK gpyras KpynHas rpynna npegcraeneHHbiX OVP 3agaHHbIM npegenam nnu
NpPeBbIWAaeT UX.

[.3.4.4 EcnnobbemkoHTeMHepa meHee 25 mn, cneayeTtucnoeitate OVIP na e menee vem 10 KOHTENHepPOB. [lonycka-
eTCHA NPOBEPSATL €ANHUYHbLIE KOHTEWHEPLI, ecnun 06bem OUVP o0TAeNnbHOro KOHTEMHEPA COCTaBNAET HE MeHee 25 M. B cny-
yae, eCrv BMECTUMOCTb KOHTEWHEpPA Bonee 25 mn, NPoBepsT 0AUHOYHbIE KOHTEeNHepLI. [1poBepky OVIP B koHTEWMHEpPE
bonee 25 mn NpoBOAAT HA OCHOBAHUM COOTBETCTBYIOLWENO NiaHa BblOOPOYHOro KOHTPONS.

.4 lNMopsidok nposedeHust aHanu3a

[.4.1 lNopsapok aHann3a ncnbityembix OUP

[.4.1.1 [lepemewmBaloT KOHTEUHEPLI, cogepxawme ucrnoityemble OVP, 20-kpaTHbIM ONpoKuabIBaHUEM.

[.4.1.2 BcKpbiBalOT KOHTEMHEPbLI TAKUM CNOCOBOM, KOTOPbIW CO30aCT HAaMMeHbLUee BO3MOXHOE YNCo POHOBbLIX
yactuu. Ecnmn obbem OUP B kKOHTENHEPE MeHee 25 MIT, cneayeT BCKPbITb U CMeLWaTh cogepXnmoe He meHee 10 KOHTenHe-
POB B YNACTOU EMKOCTMI.

[.4.1.3 lepenuBatot Becb 06bemM OVP B hunbTpoBanbHyO BOPOHKY U BKITHOYAIOT BbITSKKY.

[.4.1.4 Ecnn obbem OUP, nognexawero covnbrpaunmn, NpeBbilaeT BMECTUMOCTb OUNbTPOBANbHON BOPOHKMW,
NOCTENEHHO A0BABNAIOT pacTBOP Nopumsimu, noka secb 06 vem OVP He ByaeT oThunbTpoBaH.

[.4.1.5 Tlocne nocnegHen nopummn OVIP npomMmbiBalOT CTEHKU BOPOHKW, HANpaenss nog HU3KUM gaBlieHunem rno Kpyry
Ha CTEHKN BOPOHKU MOTOK PUNMbTPOBAHHOWN AENOHN3NPOBAHHOW BOAbI. [1pekpawator npomMbiBaHUE BOPOHKU Npexae, Yem
06bem cHM3nTCH 4o 1/4 ypoBHA HanonHeHus. [loaaepXnBatoT BaKyyM, NMNoKa BCH XUAKOCTb HE NPOUAET B BOPOHKY.

[.4.1.6 OTKNOYNB BbITSXKKY, CMOMOLLIC MMHLETA BBIHUMAKT MEMBPAaHY N3 OCHOBaHUSA PUNbTPOBANTbBHON BOPOHKU U
NOMeLLatoT B Yawky [leTpn, 3akpenue €€ ¢ NOMOLLbIO ABYCTOPOHHEN NEHTLI N HAHECH NAEHTUPUKALNOHHYIO MAaPKNPOBKY
ncnoityemoro OUP.

[.4.1.7 BbeicywmBatoT QunbTpoOBanbHy0 MEMOpPaHY B BbITSXXHOM LKAy CO Cnerka npuoTKPbITOW KPbILLKOW YallKu
[leTpmn.

[.4.1.8 Paccmompusatrom rnod MUKPOCKONOM ¢ ysenudeHuem 100X chunsmposansHyo MmembpaHy rnpu CHAmMou
Kpbiluke yawku [lempu.

[.4.1.9 Ecnu e 30He chbunempauuu umeemcs He bornee 20 yvacmuy pasmepamu, bornee unu pasHsiMu 10 MKM, U He
bonee 5 yacmuu, paamepamu, bonee urnu pasHLIMU 25 MKM, Mo (bOHO8KIU YPO8eHb Yacmuu 60cmamoYHO HU30K 0114 rpoge-
OeHUSA MUKPOCKOMNUYEeCKo20 aHarusa.

[.4.1.10 Ecnuuucnoyacmuy ripessituaem amu mpebosaHus, hOHO8bIU ypo8eHb Yacmuy He nodxodum 04 rpose-
OeHUS MUKPOCKOru4eckoz20 aHanusa. Cnedyem rnosmopsams rnofa2omosumeribHbie amaribl, oka (poOHO8bIU ypO8eHb Yac-
muuy He cmaHem rmooxXo0AaLWUM Of1d rMpoeedeHUs O0aHHO020 UcribimaHus.
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[.4.2 lNopsidok npoeedeHusi pabom ¢ OKynsipHOU CemkKou u noadc4yem MUKpodacmuy

[.4.2.1 OTHOCUTENBHYIO NOrPELLHOCTL OKYNAPHOW CETKM ONPEAENSIoT € NOMOLWbIO 0D BLEKT-MUKPOMETPA, NPOBOAS
crneayroumne onepauun;

- COBMELLAIOT NMIMHENHYIO LKAy CETKU CO LWWKaNou 06 beKT-MUKPOMETPA, YTOObI OHM BbIinn napannenbHbl;

- CPABHUBAIOT WKarbl, UCNOMb3yS KaK MOXHO DONbLUE AENEHNN Ha KaXA0W LWKane;

- 3aMUCbIBalOT YMCNO AeNeHNW Ha NMHENHOW WKane cetkm — GSD v yncno geneHnm Ha Wwkane o6 bekT-MUKPOMET-
pa — SMD;

- pacc4YNTLIBAIOT OTHOCUTENBHYIO MNOrPELWHOCTL OKYNAPHOWN CETKM MO criegyrouwen opmyrne:
GSD - SMD (. 1)

SMD

[lonyctnma oTHOCUTENbHAs NOrPELWHOCTL B Npegenax + 2 %.

[.4.2.2 OCHOBHbLIM METOL4O0M N3MEPEHUSA C UCTOTIb30OBAHNEM OKYNAPHOWU CETKU C OKPY>XKHOCTAMM SABITAETCH MbICI1E€H-
HbIW NEPEHOC N30DPaXKEHUA KaXXA0 M MUKPOYaCTUL bl B NOS1E 3PEHUS OKYIAPHOW CETKU, a 3aTEM CPABHEHUE UX C OKPYKHOCTSI-
MU cpaBHeHust gnametpamm 10 n 25 mkm. NpoueccnamepeHmns BbINONHAETCH 6e3 HAaNnoXeHNS MUKPOYaCTUL, HA OKPYXXHOCTH
CpaBHEHUSA, MUKPO4aCTULbI HE COABUTalTCHA CO CBOEIro MecTa B npeaernax rnoss 3peHus OKyInsipHON CETKN.

[.4.2.3 Onsanamepenns 6enbiX n Npo3padvHbiX MUKPOYaCTUL CrieayeT UCNonb3oBaTh BHYTPEHHUN ANaMETP CBETIbIX
OMNOPHbLIX OKPYXHOCTEN, ANA WU3MEPEHUST TEMHbIX MMKPOYaCTUL — HAPYXHbIM OnaMeTp YEepPHbIX Henpo3padHbiX
OKPY>XHOCTEN CPaBHEHMUS.

[.4.2.4 DOKyCcupys OKYNAPHYIO CETKY PErynmpoBaHnEM QUONTPUNHOIO KOMbLUA NPaBoOro OKynspa, noBopavnBaloT €€
B NPaBOM OKyInsipe Tak, YTobbl MMHENHASA WKaNa Haxoannacb BHU3Y NOns 3peHnst, Habnogas ncenegyemoln obpaseu He B
dOKycCe.

[.4.2.5 ®okycupyoT mukpockon Ha nceneagyemoin OUP. Habnogatot OVP Tonbko vepes npasbin okynap. Habnto-
[0as Yepes reBbIv OKYISP 1 Perynupyst auonTpunHoe KonbLo, gobusatotces pokycnposku ncernegyemoro OUP.

[.4.2.6 [1pn BBINONHEHUW NONMHOMO NOACHETA HE NPUHUMAIOT BO BHUMAHME Mone 3pEeHns CETKU, OrpaHnYeHHoe DOIb-
LLOW OKPYXHOCTBIO. Mcnonb3yoT BEPpTUKANIBbHOE NEPEKPECTLE.

[.4.2.7 CkaHunpyloT BClO MEMDpaHy cnpasa HaneBo No TPAEKTOPUN, KOTOPAS MPUMBIKAET, HO HE NEPEKPLIBAET Nep-
BYIO TPAEKTOPUIO CKAHNPOBaHUA. [TOBTOPAIOT Npoueaypy, NepemMeLlanch BpaBo-BeBO, NOKa BCE YacTuLbl HA MembpaHe
He ByayT NoACUNTAaHbI.

[.4.2.8 3anucbiBatoT oblee YMcno Yactuy, pasmepbl KOTopbiX coctaBnsatoT 10 Mkm unu bonee, n obuiee Yncno vac-
TUL, pa3Mepbl KOTOPbIX COCTaBMNAT 25 MKM unu bonee.

100

I.4.3 lpasuna ob6pabomku pe3ynbmamoe aHanu3a

[.4.3.1 PaccuymntbeiBalOT 4Yncno YacTtuy Ha KOHTENHEP MO popmyne
PV, (I.2)

rae P — obuwee 4ncno noacumnTaHHbIX YacTul,;
V — 0b6bvem ucnoityemoro OUP, mn.

[.4.3.2 KoppeKkTupytoT CTENEeHb pasbaBneHuns ans nonyyYeHns Ymcna mumkpodactuu npu nogrotoeke OUP, T. e. pac-
CUMTBLIBAIOT YMCIIO BBISIBNEHHBIX MUKPOYacTuL Ha 0b6bem nccnegyemoro OUP.
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[Mpnnoxenwe 1
(obsizaTenbHOE)

Ucnbimanue OUP memodOomMm eHympuanasHou uMrnnaHmayuu

.1 Oowmwre TpedboBaHunA

0.1.1 [lpwn npoBeaeHnn ncnbiTaHWsA BHYTPUTNA3HOW UMIMTNaHTaUny NpoBOAAT OUEHKY MECTHOIO 4ENCTBUS HA XUBYIO
TKaHb obpasua OVP, uMnNnnaHTUpPOBaHHOIO XMPYPruveckum cnocobom B MECTO, COOTBETCTBYIOLWLEE NPEAYCMOTPEHHOMY
NPUMEHEHNIO, MAPLIPYTY U ANUTENBHOCTU KOHTAKTA KakK Ha MUKPO-, TaK N MaKpOYPOBHSX.

[1.1.2 Obwwme TpeboBaHMA K UCNbITAHUSIM HA UMNNAaHTaUnI0 COOTBETCTBYIOT YKa3aHHbiM B OCT P CO 10993-6 1
[OCTPUCO 10993-12.

[.1.3 B Kayecmee mecma 05149 uMrnadmauuu Moxem bbeimb ucrionb3ogaHda rnepeCHAA Kamepa Unu cmeKrnoeuoHas
[10/10CMb 2/1a3a XU80MHO020, NOOX00sWe20 051 UcribimaHUs.

[.1.4 B cooTBeTcTBMM C TPpEDHOBAHUAMM [S] UCNbITAHME HA XUBOTHOM AOIMKHO ObITh COKpaLLEHO A0 onpaBaaHHOIo
MUHUMYMA.

.2 lNMopaaok npoBeaeHUA UCNbITAHUA

1.2.1 Heobxognmbin 06bem OVP, cooTBETCTBYOWMW NpegnonaraeMmomMmy NCnonb3oBaHU, BBOAST B 16PEOHOH0
Kamepy unu 8 rnepelH Yacmsb CMeKNo8uoHoOU rofiocmu anaasa.

[.2.2 Imnnantaumio ocywecTBNAT ¢ MUHUMAlbHO BO3MOXHOW TPaABMOW rnasa ans 1oro, Ytobbl Xupypruveckas
TpaBma rrnasa He MmackmpoBarna rnoBpeXxgeHus, NosiydyeHHbIE B pe3ynbTaTte BO3AEUCTBUA UCTIBITYEMOIO UIMN KOHTPOITBHOIO
OUP.

[1.2.3 BkavectBe 0bpa3suacpaBHEHNS NCNONBIYIOT APYyron 3apernctpupoBaHHbii OUP, npucyTCTBYIOWMN HA PbIHKE
HE MEHEE NATU NEeT U NpeaHa3HaAYeHHbIV AN TEX Xe Lenew.

0.3 lNpaBuna odbpaboTku pe3ynbTaToOB UCMNbITAHUS

[1.3.1 BocnanutenbHas peakuns rnasa, Bo3Hukawowas nocne seegaeHmns OVP, gonXHa noCcToAHHO KOHTPONMUPO-
BaTbCH U KnaccndumumpoBaTbCHA COMMacHO CTaH4apTU30BAHHOW CUCTEME KONMUYECTBEHHbIX NoKasaTenewn ans BMoMmKpoc-
KOMUYEeCKOro nccnegoBaHns C UCMonb30BaHWEM LLENEBOW NamMnbl Yepe3 4—6 4 1 DMOMUKPOCKONNYECKOro MCCNeaoBaHns v
N3MepPEeHNs TONWMHbLI POroBulbl Yepes 24,48, 724 un 1 Hea nocne eBeaeHns OUP.

[.3.2 BHyTpurnasHoe gaBsneHmne namepsoT B MOMEHTbBI BPEMEHW, YKa3aHHbIE B OLEHKE pucka. [JJonyckaetcs npueBo-
ONTb AOMNOJTHUTENbHbIE OLLEHKU B 3aBUCUMOCTU OT AJIMTENBHOCTU U3YYEHNA MMINTIaHTauUuu.

[1.3.3 Pesynbrartbl MCNbITAHUW AOIXKHbI ObITb 3aHECEHBI B OKOHYamernsHbit omyem.
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[MpunoxeHune E
(obsizaTenbHOE)

TpebogaHus K KnuHuU4YeckomMy ucribimaHuro OUP

E.1 Obwme TpeboBaHunA

[omKkHb! ObITb NPUMEHEHbI 0bwKne TpeboBaHUsA K KNMHUYeCcKuM ncnoitanmsam no FOCT P 52458 nvyacTtHble TpeboBa-
HUA noapasaenos E.2—E .4 HacToSAWEro NpunoXxeHus.

E.2 NnaH KNMHNYeCcKoro ncnbiTaHuA

E.2.1 HonxHo ObITb NPOBEAEHO CTATUCTUHECKOE KITMHUYECKOE UCTbITAHNE B KOHTPONMUPYeMbIX ycnoBusix. Llenbto
NccneaoBaHns gornkHa beiTb AOKYMEHTAaNbHO NOATBEPXKAEHHAas be3donacHocTb HoBOro OVIP BO Bpems onepaumm no cpas-
HEHWUIO C KOHTPOIbHBbIM OVIP. AHann3 puckoB AOMKEH ONpeaennTb MCXOAHYIO TMNOTE3Y, a A4S pacyeTa HeobXo4MMOro Ymnc-
Nna cybbeKTOB B KaXX40M KOHTPOIBHOW rpynne 4OKHbl ObITb MCNONb30BaHbl CTaHAAPTHLIE BnocTaTncTu4Heckme opmynbil.

E.2.2 KOHTPONbHbLIM PacTBOPOM AOIMKEH ObiTb AOKyMeHTUpoBaHHbIM OVIP, Wnpoko npogaBaemMbin B TEYEHUE
nocneaHux NATU NeT, npegHasHaYeHHbIn N YTBEPXAEHHbBIN ANA TOro Xe npumMmeHeHus. Yncno He 4OBEAEHHbIX 40 KOHUA
CYOBEKTOB B KaXJOW KOHTPOINBHOW rpynne AommKHO cocTtaBnste He bonee 10 % obwero umcna BOBIMEYEHHbLIX B
ncecnenoBaHmne cybbLeKTOB.

[TpwvmeyaHwmne— KMcecnegoBaHusi, NPOBOAUMbIE B OAHOW CTPaHe, MOTyT NPUBECTU K NOSIBNIEHUIO AONONHUTENb-
HbIX TPEOOBaHUN NO BLINOMHEHWIO MPABOBbLIX HOPM B APYIrMX CTPaHax.

E.2.3 Kaxgbin KNMHNYECKUN UCNbITaTENb AOIMKEH MPOBOAUTL OAMHAKOBYIO XUPYPIUYECKYHD onepaunio ans Bcex
CyDBLEKTOB.

E.2.4 HabniwopgatenuHe AonxXHbl NPUHUMATL y4acTE B KITMHUYECKOM UCTbITaHUW. ECNMHENb3A AOCTUTHYTb CPABHU-
TerNnbHOro NccrneaoBaHus HOBOro n KoHtponbHoro OVP, nocneonepaunoHHble NCCNeaoBaHUA MOXET NMPOBECTUN HE3ABUCH-
MbI HabnaaTenb, KOTOPbIN HE AOMKEH 3HaTb, Kakon OVP 6bin ncnonb3oBaH.

E.2.5 OnutenbHocTb ncnonb3oBaHusa OVIP n 0bbem, npumeHsiembiv Ans Kaxgoro cybbekra, 4oMmKHbl BbITh Moa-
TBEPXOAEHbI 4OKYMEHTAalbHO.

E.2.6 CepbesHble HEDNaronpuAaTHbIE oNepaunoHHbIE U NOCNeonepaLnoHHbIe NCX0Obl, 8 TAKKe BpedHble BO3AEN-
ctBuss OVIP gonxHbl ObITb OOKYMEHTANbHO MNOATBEPXAEHbI N 3aHECEHbl B OKOHYaTEllbHbIN OTYET B COOTBETCTBUM C
[OCT P 52458.

E.2.7 CybbekToB HabnogaoT 4o onepaynm nyepes cneayrowme NnpoMexyTku BpeMeHU nocne onepauun: (6 =+ 2)
(TONBKO AN UBMEPEHUA BHYTPUIMA3HOro gasneHuns); (24 + 4)4; 1 Heg = 2 ¢cyT; 1 mec £ 7 cyT;, 3 Mec = 2 Hega.

E.2.8 Bnpouyecce KnuHUYeCKUx ucribimaHull 00mKHLI Bbimb OUEHEHbL! Criedyrouue rnepeMeHHbIe rnapamempsi.

a) rocrneoriepayUoHHOe USMEeHeHUe 8Hympuana3Hoz20 0asrieHus,

0) monuwuHa po208uuki,

8) YUCIIO KIemoK 3HOOMenusa po20o8uykl,

2) ocmpoma 3peHus,

0) Opyaue napamempsbl, UOeHMUUUUPYEMbIE OUEHKOU pUCKa.

E.3 OueHka napameTpoB

E.3.1 lNocneonepaynoHHOEe N3MEHEeHNEe BHYTPUINa3Horo AaBneHns

Ecnuv oueHka pucka ykasbliBaeT Ha HEOBX0AMMOCTb MOHUTOPUHIA BHYTPUITIA3HOIo AaBneHunst, TO ero cnegyeT uame-
PSATb C NOMOLWbBIO annnaHaunoHHOro ToHomeTpa [onbgmaHa. [JaBneHne cnegyer Uamepsitb NPU Kaxaom noceweHum
cybbekra.

E.3.2 TonwwuHa porosuubl

Ecnu oueHka pucka ykasblBaeT Ha HEODXOAUMOCTb M3MEPEHUS TOMNLWMHBI POroBULbI, TO N3AMEPEHUS NMPOBOAAT A0
onepauumn nvyepes 244, 1 Heg n 1 mec nocne onepaunn.

E.3.3 [NocneonepaunoHHasa BocnannTenbHasa peakuusd rnasa

CTeneHb peaKunn BOCIalreHnd riia3a OueHMBadT METOA40M 6MOMHI{DOCI{OHMH C UCINoJ1b30BaHUEM LI.I,EJ’IEBOﬁ J1aMIlbl U
KITMHNYECKW I{.I'IaCCHd'JM HUPVYIOT MNPU KaXXAO0M NnoceuweHnn 3a NCKInio4YeHnem rnocelleHnA Hepes 0.

E.3.4 CocTofAHMe aHOQOTENNA POroBuLbI

CocTosiHne SHAOTENUS POroBULbI OLLEHUBAIOT NyTEM NOACHETA YMCA KNETOK 3HAOTENUSA POroBuLIbI 40 onepaunmn u
yepes 3 Mec nocne onepauun.
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E.3.5 OcTtpoTa 3peHunn

CKOPPEKTUPOBAHHYIO OCTPOTY 3PEHUA U3MEPAIOT 4o onepauun nvepel 1 Heg, 1 n 3 mec nocne onepaunn.

E.4 lNpumepobl pacyeTa uncna cyobekToB, HeobxoamMmoro anAa npoBeeHNA KNMMHNYeCKMX UCNbITAHUN

E.4.1 PacyeTuyncna cydobekToB AN N3MepPeHNA TONWWHbI POroBuLubI

E.4.1.1 Tlpumep OCHOBaAH HA U3BMEHEHUW TONLWMHbI POrOBULbI B KAYECTBE OCHOBHOIO KPUTEPUA. 3a HYJIEBYIO TUMOTE-
3y (Hp) NnpuHMMatoT To 06CTOATENBCTBO, KOrAa pasHmua B USMEHEHUN TOILWMHBbI POrOBULbI UCTIbITYEMOIO U KOHTPOBHOTO
OUP po onepauumnnyepes 24 4ynocne onepaynm 6onbLue nnv paBHa 3agaHHoOMy npeaeny KNMHNYeCKON 3KBUBaNeHTHOCTH
(A, MM). AnbTepHaTUBHOW rMnoTe3oun (Hq) ABNaeTcs To 06CTOATENbCTBO, KOrAa pasHuua B USMEHEHUW TOMLLMHbBI POrOBUL bl
ncnbiTyemoro n kKoHtponsHoro OVP go onepauumn nyepes 24 4ynocne onepaunm mMeHblue 3agaHHoro npegena KnmHn4eCckou
9KBUBANEHTHOCTU (A, MM).

Taknm 0bpasom

HO: “J‘ test — M control ‘ > A H1: ‘ Miest — Hcontrol ‘ <A, (E"])

rage p test!' Meontrol — cpeaHne 3HavYeHnd HnCria Cy6b8I{TOB AJ1H3 UCTNbITYEMOW N KOHTPOITBHOW TP VI,

E.4.1.2 YT00bI NOCTPOUTL ABYXCTOPOHHUN AOBEPUTENBHLIN MHTEPBAN A8 PasHUUbl B UBMEHEHUN TOMNLWLMHbLI POro-
BULbl, KOTOPbLIN HAXOAUTCHA Bnpedenaxt A, MM, Korga UCTUHHas pasHuua paBHa Hy o, npu mowHoctr 80 % nctaHgapTHOM
OTKNOHEHUN ANSA N3BMEHEHUS G, MM, HEOBX0ANMOE YNCNO CYDBEKTOB B Irpyrne pacc4nTbiBAaeTCA Mo crnegytowen popmyne:

26%(Zgi2 +Zpi2)° 262(196 + 1,28)2 (E.2)
A2 ) A? |
rae z, ,nZz_,, — CTaHOapTHble HOpMarbHble OTKIOHEHUS1, COOTBETCTBYOWME a/2un (/2.
E.4.1.3 Vcneityembin OVP cuntaloT akBnBaneHTHbIM KOHTponsHOMY OVIP, ecnin ABYXCTOPOHHUN 95 Y%-Hbi O0BE-

PUTENbHbIN MHTEPBAaN A5 Pa3HuLbl B U3BMEHEHUN TOJLWMHbI POrOBULbI HAXOAUTCS B COOTBETCTBYIOLWMX Npeaenax KInHu-
YeCKOW 3KBUBANEHTHOCTU + A, MM.

Ecnu cTaHpapTHOE OTKIMOHEHUe Npu M3MEeHEHUU TONWMHBbI POroBMULUbI A0 onepauumn n yepea 24 4 nocrne onepaumm
coctasnset 0,05 mm, a npegen KNMHNYeCKOU 3KBMBANEHTHOCTM ycTaHoBneH Ha £ 0,025 MM, B UCMbITyEMOU rpynne 4oSMKHO
bbiTb 86 cybbekToB. HdononuutenbHble cybbekTbl, HE MeHee 10 %, AOMKHblI ObITb BKMIOYEHBLI B UCMbITAHUSA, YTOObI
npeaycMoTPETb OTCEB.

I

E.4.2 PacyeTuymncna cydobeKkToB AnA noacyeTa KNeToK SHAoTenuA

E.4.2.1 [1lpumep ocHOBaAH HaA NPOLUEHTHOM U3MEHEHNN KINETOK 3HOOTENNSA B KQYECTBE OCHOBHOI KOHEYHOIO KPUTE-
pus. 3a HyneByto rmnoTesy (Hy) NpUHMMaloT TO 00CTOATENBCTBO, Koraa pasHuua B NPOLEHTHOM U3MEHEHWM KNETOK SHA0TE-
NS NCNbITYEMOro n koHTponeHoro OVP oo onepaunmn un cnycts 3 mec nocrne onepauun donblle nnu paBHa 3agaHHOMY
npeaeny KNMHNYECKOW SKBUBaNEHTHOCTU (A, MM). ANbTEpHaTUBHOW rMNoTe3on (H4) ABNseTcs To 06CTOATENLCTBO, Korga
pasHuLla B NPOUEHTHOM U3MEHEHUN KINETOK SHAOTENNA UCMBbITYEMOro n koHTponeHoro OVP go onepauvmn n cnycta 24 4
nocrne onepaumn MeHblle 3a4aHHOro npeaena KNnnMHNYeCKon 3KBUBANMEHTHOCTU (A, MM).

Taknm obpasom:

HO: ‘ M test — Hcontrol ‘ = A H1: ‘ Mtest — M control ‘ <A, (E'3)

rae p test U M eontrol — cpegHne 3Ha4YeHUHd Yncria Cy6b8I{TOB AA NCNbiITyeMOM U KOHTPOJTbHOW TPVYIII.

E.4.2.2 YT0ObI NOCTPOUTL ABYXCTOPOHHUW AOBEPUTENBHBIM MHTEPBAI ANSA Pa3HULbl B NPOLEHTHOM U3MEHEHNU KIe-
TOK 9HOOTENUSA, KOTOPbLIN HAXOANUTCH B npegenax = A, MM, KOrga UCTUHHas pa3Huua pasHa HyIto, npyu mowHocTH 80 % w
CTaHAAPTHOM OTKIOHEHUM AN U3MEHEHUS o, MM, Heobxoammoe 4ncrno CyDBLEKTOB B Ipyrnne paccynuTbiBAETCH MO
cneayowen popmyne:

26%(Zg12 +2p2)°  262(196 + 128)7 (E.4)
A2 A? |
rae z, ,, U Zy, — CTaHAapTHbIE HOPMarkbHbIE OTKNOHEeHWs, COOTBETCTBYIOWNE 2n pl2.
E.4.2.3 Wcnbityembin OVP cuntaloT akBuBaneHTHbIM KOHTponsHOMY OUVP, ecnn geyxctopoHHUN 95 %-HbIn goBe-

PUTEIIbH bl UHTEepBall and pa3Hnubl B INpOoUeHTHOM USMEHEHUW KITETOK SHAOTEJINA HAXOANTCH B COOTBETCTBYRLWUX TNPeae-
nax KNMMHNYeCKOW 3KBUBANEHTHOCTU = A, MM.

Ecnv cTaHgapTHOE OTKINOHEHWE NPU NPOLEHTHOM M3MEHEHUN KNETOK SHAOTENUA A0 onepauumn n 4yepes 3 Mec Nocne
onepauuu coctasnsaet 15 %, anpeaen KNMHNYECKOW 3KBUBANEHTHOCTU YCTAHOBNEH HA = 7,5 %, B UCNBLITYEMOW rpynne 40r1-
XXHO ObITb 86 cybbekToB. [lononHuTenbHble cydbbekTbl, He MeHee 10 %, AOIMKHbI BbITb BKIMIOYEHL!I B NCMNbITAHUS, YTODLI
npeaycMoTpeTb OTCEB.

n:
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Mpnnoxenwune X
(cnpaBo4HOe€)

CBegeHUA 0 COOTBETCTBUM CCbITOYHbIX MeXAYHapoOHbIX CTaHAapTOB
HauuoHanbHbIM cTaHgaapTaM Poccunckon ®egepaulnum, UCNoNb30BaHHBLIM B HacTosALWlEeM cTaHaapTe
B Ka4yecTBe HOPMaTUBHbIX CCbINTOK

K.1 CpaBHEHME CChINOYHbIX MEXAYHAPOAHbLIX (PEernoHarnbHbIX) CTAHAAPTOB C HAUMOHAINBbHbIMK CTaHAapTammu Poc-

cunckon Peagepaumm, NCNONb3OBaHHbIMW B HACTOSALWLEM CTaHAAPTE B KAYECTBE HOPMATUBHbIX CCbINMOK, NPUBEAEHO B TAbnu-
ue 2K.1.

T abnwuuyaX.1— CpaBHEHNE CCINOYHbIX MEXAYHAPOAHbLIX (PErMoHanbHbIX) CTAHAAPTOB C HALUMOHAINBHBIMK CTaHAaP-
Tamn Poccunckon Pegepaumm, NCnornb3oBaHHbIMU B HACTOSLWEM CTaHAAPTE B KAYECTBE HOPMATUBHbLIX CCbINOK

OB0o3Ha4YeHne CCbINTOYHOro O603Ha4YeHNE N HAMMEHOBAHNE CCbINOYHOIO MEXAYHaPOAHOro craHgapTa m
HaLMOHaNBHOroO cTaHAapTa yCNoBHOE 0D03Ha4YeHNE CTENEHN COOTBETCTBUSA CChINTOYHOMY HAUNOHANbHOMY
Poccunckon Pepepauymm cTaHaapTy
[OCT P MCO 10993-1—2009 NCO 10993-1:1997 OueHka BUONOMMYECcKoro AeUCTBUA MEeOANUMHCKUX n3ae-
mmn. Yacte 1. OueHka n nccnegosanus (IDT)
[OCT P MCO 10993-5—2009 NCO 10993-5:1999 OueHka OMONOrMYeckoro AeUCTBUSA MEANUMHCKUX n3ae-
nmn. Yacte 5. VlccnepoBaHns HA ULMTOTOKCUYHOCTL: MeToabl in vitro (IDT)
[OCT P MNCO 10993-6—2009 NCO 10993-6:1994 OueHka BUONOMMYEcKoro AeUCTBUSA MEeOANUMHCKUX n3ae-
mn. Yacte 6. VlccnegoBaHnst MeECTHOro genctema nocne nMmnnadtagum (IDT)
[OCT P NCO 10993-7—2009 NCO 10993-7:1995 OueHka BMoONoOrMyeckoro AeUCTBUSA MEeANUMHCKUX n3ae-
mn. Yacte 7. OcTaTouHoe coaepXaHue atuneHokenaa nocne crepununsauum (IDT)
[OCT P NCO 10993-9—2009 NCO 10993-9:1999 OueHka DMONOrMYeckoro AeUCTBUA MEeANUMHCKUX n3ae-

nmn. Yactb 9. OCHOBHbIE NPUHUMWNBLI M AEHTUdDUKALNN N KONTMYECTBEHHOIO onpeae-
neHus noteHumanbHbIX NpoaykToB gerpagauum (IDT)

[OCT P MCO 10993-10—2009 NCO 10993-10:2002 OueHka BMoNorm4eckoro AeUcCTBUs MeanUMHCKNX n3ae-
mmn. Yacte 10. VMiccnegoBanusi pasgpaXkatowero n CEHCUBbUNU3NPYIoWEero Aeun-
cteusa (IDT)

[OCT P MCO 10993-12—2009 NCO 10993-12:2007 OueHka BMonorm4eckoro AeUcTBus MeanuUMHCKNX n3ae-
mn. Yacte 12. lNpurotoBnenmne npob n KoHTponbHble 0bpasubl (IDT)

[OCT P NCO 14630—1999 NCO 14630:1997 HeaktnBHbIe Xupyprndeckne nmnnaHratbel. Obwmne TpeboBa-
Hua (IDT)

[OCT P NCO 14971—2009 NCO 14971:2007 MepgnumHckmne nagenusi. [ lpumeHeHmne meHeapKmeHTa pucka K
MeanumHcknum nagenusam (IDT)

[OCT P CO 15223—2002 NCO 15223:2000 MegunumHckmne nagenuns. CUMBOIbI, NPUMEHSAEMBIE MPU Map-
KNPOBaHUN HA MEONLMHCKUX U3QENNSX, STUKETKAX N CONPOBOANTENBHON AOKYMEH-
Taumm (IDT)

[OCT P 51148—1998 —
[OCT P 51609—2000 —
[OCT P 51892—2002 —

[OCT P 52458—2005 MCO 11979-7:2001 Mmnnantatel odtanbmonorndyeckme. BHyTpurnasHble NnH-
3bl. Yactb 7. Knunnyveckue ncenegoeanms (MOD)
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[MpnnoxeHnve U
(cnpaBo4HoOe€)

ConocTaBneHue CTPYKTYpPbl HACTOSLLEro cTaHaapTa Cco CTPYKTYPOW NPUMEHEeHHOoro
MeXAYHapoAHOoro crtaHgapTa

.1 ConocTtaBneHne CTPYKTYpbl HACTOSLWEro ctaHgapra co CTPYKTYPOU NMPUMEHEHHOINO B HEM MEXAYHAPOAHOIO
cTaHpgapTanpeacraeneHo B tabnuue W.1. YkaszaHHoe B Tabnunue nuameHeHne CTPYKTYPbI MEXIOCYAaPCTBEHHOIO cTaHaapTa

OTHOCUTENBHO CTPYKTYPbI NPUMEHEHHOIO MEXAYHAPOAHOro cTangapra ob6ycnoBnNeHo NpMBeaAeHNEM €ro B COOTBETCTBUE C
TpedboBaHnammn [ OCT P 1.5.

Tabnwya N1 — ConocraBneHne CTPYKTYpPbl HACTOSALWENO CTaHAapTa Co CTPYKTYPOU MNPUMEHEHHOIO B HEM MEXAYHa-
POAHOro cTaHpgapTta

CTtpykrypa mexayHapoaHoro ctaHgapta MCO 16671:2003 CTpyKTypa HacToALero crangapTra
1 ObnacTb pacnpocTpaHeHus 1 Obnactb NPUMEHEeHUS
2 CCbINKM HA HOPpMaTUBHbIE OOKYMEHTDI Z2 HopmaTuBHbIE CCINKU
3 TepMuHbl 1 onpegeneHns 3 TepMuHbl n Oﬂpe,EI,EJ'IEHMFI1)
4 TNpepnonaraembie XapakTepUCTUKN 4 Obwwme TpeboBaHusa besonacHoctn OUP
4.1 TpeboBaHus K NpeayCMOTPEHHbBIM XapaKkTEPUCTUKAM
5 KOHCTPYKTMBHbIE OCOBEHHOCTH 4.2 TpeboBaHUA K KOHCTPYKTUBHbLIM 0CcoBeHHOCTAM?
5.1 Obwmne NonoxXeHus 4.2.1 Obwume TpeboBaHuUS
5.2 KoHueHTpauus KOMNOHEHTOB 4.2.2 TpeboBaHUA K KOHLEHTPpaLUN KOMIMOHEHTOB
5.3 Vcnonb3yemas Boga 4.2.3 TpeboBaHMs K UCMONb3YyEMOW BOAE
5.4 XapaKTepuCTUKU rOTOBOro U3aenus 4.2.4 TpeboBaHus K onpeaeneHnto XxapakTepucTuk
5.4.1 Obwme NONOXEHUS rotosoro ONP
5.4.2 lokasartenb pH n bydepHas eMKOCTb 4.2.4.1 Obwmne TpeboBaHUA
5.4.3 XumMmmnyeckue n buonormdeckme (3arpsisHsowme) 4.2.4.2 TpeboBanHus K nokazartento pH n bydepHon
NPUMECH CrMocobHOCTU
5.4.4 OCMOTUYHOCTbL 4.2.4.3 TpeboBaHUA K XUMUYECKMM N DNOMOrMYeCcKUm
5.4.5 CnekrpanbHbIN KOIPPUUMEHT NPONYyCKaHUS 3arpsA3HAIWNUM NPUMECHM
5.4.6 MunkpovacTtunubl 4.2.4.4 TpeboBaHUS K OCMOTUYECKOMY JABNEHNIO
5.4.6.1 Obwwue ceegeHus (YuteHo B 4.2.4.6) 4.2.4.5 TpeboBaHus K CriekTpanbHOMY KO3 PUUNEHTY
5.4.6.2 Bunanmble yactnupbl (YuteHo B 4.2.4.6) NPONycKaHus
4.2.4.6 TpeboBaHUA K MUKpOYaCTULIAM
6 OueHka CTPYKTypbl 5 TpeboBaHUA K OLUEHKE KOHCTPYKLWNN OuP?
6.1 Obwure NonoxeHus 5.1 Obwwme TpeboBaHUS
6.2 HoknuHmyeckas oueHKa Buonornyeckon 5.2 TpeboBaHUA K JOKITUMHNYECKON OLIEHKE
6e3onacHoOCTH bunonornyeckon He3onNacHOCTH
6.2.1 Obwune NonoxeHus 5.2.1 Obwume TpeboBaHUA
6.2.2 VcnbiTaHme Ha bakrepuanbHble SHOOTOKCUHD 5.2.2 TpeboBaHUA K OLEHKE HA Hann4yume
6.2.3 [locneonepaunoHHas BocnanuTenbHas peakuus BakTepuanbHbIX 9HAOTOKCMHOB
rnasa 5.2.3 TpeboBaHUS K UCMbITAHUIO HA
nocrneonepaunoHHy0 BOCNanuTernbHYO peakuuto rnasa
6.3 KnnHunyeckas oueHka 5.3 TpeboBaHuA K KIIMHUYECKON OLEHKEe
5.3.1 Obwwme TpeboBaHuA
/ Crepunmnsauus 6 TpeboBanHus Kk cTepunbHocTn OUP
8 CTabunbHOCTbL U3genus 7 TpeboBaHusa K ctabunbHoctn OUVP
9 YnakoBka 8 Tpeboeanus k ynakoske OVP
9.1 3awmTa oT NoBpeXAEeHUA BO BPEMS XPAHEHUS U 8.1 TpeboBaHus K 3aWmMTe OT NOBPEXAEHUS
TPaHCNOPTUPOBAHUSA

0.2 TopaepxaHne cTepunbHOCTU NMPU TpaHcnopTupoBke | 8.2 TpeboBaHuA K 3almMTe CTEPUITBHOCTHA

10 Mndbopmauunsa, npegocraBnsemas U3aroToBUTENEM O TpeboBaHusa K nHcbopmaumm, NpeaocTaBnAeMou
narotoeutenem OUVP
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CTpykTypa mexayHapoaHoro ctaHgapta NCO 16671:2003

CTpyKTypa HacTosLLero craHgapTa

[TpunoxeHne A (cnpasodnoe) lNpumep metoaa
namepenus nokasartens pH n onpeaenenns bydepHon
E€MKOCTU

[MTpunoxenne A (cnpasodvHoe) MeTtoab! MsmePeHMﬂ pH w
onpeaenenus BydepHol cnocobHocTn OUP?

A.1 Obwue cBeageHus
A.2 ObopyaoBaHne N peakTuBbl

A.1 Obwme TpeboBaHuS
A.2 TpeboBaHus K 060pya0OBaAHUIC U BCMIOMOraTeibHbIM
YCTPONCTBaM

A.3 MeTtoauka

A.3 llopsaok noarotoBKu, NpoBeaeHns N3MeEpPEHUN U
npasuna obpaboTkn pe3ynbTaToB U3MEPEHUA

[TpunoxeHne B (obnzatenbHoe) 3arpsi3HeHue
MUKpoYacTuLamMmm (BUANMbIE MUKPOYACTULbI)

[Mpunoxenne b (obszatenbHoe) Metoa MPOBEPKY
szarpsisHeHmns OVIP BuanmbeiMmn MUKpoOYacTUuUamm )

B.1 Obwue cBeageHns
B.2 YcTponcTteo

B.3 Metoauka

.1 Obwune TpeboBaHns

.2 TpeboBaHus K 060pyaoBaHUIO U BCMIOMOraTebHbIM
YCTPONCTBaM

b.3 [Nlopsaok noarotoBku, NpoBedeHns1 NPOBEPKU U
npasuna ob6paboTkn pe3ynbTaToB NPOBEPKN

[Tpunoxenne C (cnpaBo4vHoe) Mukpockonn4ecknn
aHanm3 TBepablX YacTtuy

[TpunoxeHne B (cnpaBovHoe) Memod riposepku
3azpsAasHeHus OUP HesuoumMeimu Muxpoqacmuuamuz)

C.1 Obwue cBeageHus
C.2 YCTpoucTBO

C.2.1 Obwmne Nono}KeHus
C.2.2 [lpepen KoHUeHTPpaUWUK

C.2.3 HnHamumyeckmn ananasoH
C.2.4 Boaa, ounweHHas ot Yactuu
C.2.5 KannbpoBka

C.3 Metoauka

C.3.1 KOHTpONbHOE UCNbITAHUE
C.3.2 Metoa

B.1 Obwwme tpeboBaHus

B.2 TpeboBaHus K 060pyaOBaHNIO U BCNOMOraTebHbIM
YCTPONCTBaM

B.2.1 Obwwme TpeboBaHus

B.2.2 TpeboBaHus kK npegeny namepeHus KOHUEHTpauum
aTtyumka

B.2.3 TpeboBaHus K guHAMNYECKOMY AMana3oHy
aTtyumka

B.2.4 TpeboBaHus K BOAE

B.2.5 TpeboBaHus K KannbpoBKe

B.3 lNopsaok nogrotoBku, npoBeaeHneE NpPoOBEPKN U
npasuna o6paboTkn pe3ynbTaToOB NPOBEPKN

B.3.1 Obwwne TpeboBaHus

B.3.2 [lopsaok noaroToBKK K NMNpoBeAeHNIO KOHTPONBHOW
NPOBEPKN

B.3.3 [lopsiaok npoBeaeHMN NMPOBEPKN U OLEHKA
PE3YIbTaTOB

[Mpunoxenne D (cnpaBo4vHoe) MeTtoa ncnbitaHus ¢
3aropakKuBaHMEM CBETA NMPU 3arPA3HEHNN
MUKpodacTnuamm (cybBnammsie HacTuubl)

[Mpunoxenwne [ (pekomeHOyemoe) MMKpocmmqecmﬁ
aHanua TBepabiX (HEBUANMbBIX) MUKpOYacTUL )

D.1 BBeageHune
D.2 WcnbiTatenbHas ycTaHOBKA

D.2.1 Mukpockon

D.2.2 OcBetutenm

D.2.3 OkynsipHas ceTka

D.2.4 MukpomeTp

D.2.5 YcTponcTBo mnbTpauun

D.3 Metoa

D.3.1 lNoarotoBka

D.3.1.1 BHewHne ycnoBus Npu UCrbliTaHUW

D.3.1.2 [loarotoBka mukpockona

D.3.1.3 PaboTa okynapHou ceTku (y4teHo B M.4.2)
D.3.1.4 [llogrotoBka yctpouctea dounbTpaumm
D.3.2 MeToanka ncnbitaHuu

D.3.2.1 [Nlpenapatbl ans ncnbiTaHus

D.3.2.2 Onpepenenne npoaykra (Knakue npenapartbl)
D.3.3 loacyert vwactuu

D.3.3.1 Obwmne nonoxeHus

D.3.3.2 MeTtoauka nonHoro noacyera

.1 Obwume TpeboBaHus
[.2 TpeboBaHusi K 060pyaoBaHNIO N BCNOMOraTenbHbIM

YCTPONCTBaM

[.2.1 Mwukpockon

[.2.2 OcBetutenm

[.2.3 OkynsapHas ceTka ¢ OKPY>XHOCTAMM

[.2.4 OBOBLEKT-MUKPOMETP

[.2.5 YcTponcteo domnbTpaumm n BCnoMmorarterbHble
NPUHaONEXHOCTU

[.3 [opsadok noB20mosKU K rMpo8eO0eHU0 aHarnus3a
[.3.1 Obuwue mpebosaHus

[.3.2 [loO2omo8ka mMukpockora

[.3.3 [lodzomoska ycmpotlcmea hunbTpaymnm
[.3.4 [loo2zomoska K aHanusy ucribimyemsix OUP

[.4 [lopsadok rnpogedeHus aHanusa
[.4.1 llopsgok aHanusa neneityembix OVP
[.4.2 [lopsadok npogedeHus pabom ¢ OKynapHoU cemxkou

U rioocyem MuUKpodacmuy
[.4.3 [lpasuna obpabomku pesynemamaos aHanusa
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Okonyadue mabnuusi 1.1

CTpykTypa mexayHapoaHoro ctaHgapta NCO 16671:2003 CTPpyKTYypa HACTOSALLEro craHgapTa
[Tpunoxenne E (ob6azatenbHoe) VcnbiTaHmne Ha [Mpunoxenune [1 (obszatenvHoe) Ucrnibimanue OUP
NMMNNaHTaunio BHYTPb rnasa MemooOoM 8HympuUanasHou umnnaHmayuu’’

E.1 Obwune ceeaeHus 1.1 Obwume TpeboBaHuA
E.2 Metoauka ncnbiTaHUA 1.2 [lopsagok npoBeaeHUs NCMnbliTaHUS
E.3 OueHka ncnbiTaHus 1.3 lNpaBnna 06paboTku pe3ynbTaToB UCNbITAHUSA

[Tpunoxenwe F (cnpaBovHoe) KnuHm4yeckoe UCnbiTaHne [Tpunoxenwne E (obszatenbHoe) TpebosaHus K
KIUHUYECKOMY UCTbIMAaHUK oup

F.1 Obwmne nonoxeHus E.1 Obwwme tpeboBaHus

F.2 [1lnaH KnnHn4ecKkoro ncnbiTaHusA E.Z2 [1lnaH KNMHN4YecKoro ncrnbiTaHus

F.3 KOHeu4Hble pesyrbTaThl E.3 OueHka napameTpoB

F.3.1 lNocneonepaunoHHOE N3MEHEHNE OaBNEeHUSA E.3.1 lNlocneonepaunoHHOE N3MEHEHNE BHYTPUINA3HOIo
naBreHus

F.3.2 TonwwuHa poroBuubl E.3.2 TonwwnHa poroBulbl

F.3.3 [locneonepaunoHHoe BocnaneHme E.3.3 [locneonepaunoHHas BocnanntenbHas peakumns
rnasa

F.3.4 [loagcyeTt kneTtok sHaoTeENUsA E.3.4 CocrosiHne sHOOTENnus poroBmubl

F.3.5 OcrtpoTa 3peHus E.3.5 OctpoTa 3peHuns

F.3.6 HononHutenbHble KOHEYHbIE NMYHKTLI (YY4TEHO B

E.1)

F.4 Tpumepbl BblMMCNEHUSA KONMUYECTBa NAaUNEHTOB E.4 Tpumepsl pacyeTta yncna cybbeKkToB,
Heobxoaumoro Ans NpoBeaeHUs KNMMHUYECKNX
NCMNbITAHUN

F.4.1 BbluncneHue konuyecTsa naumveHTos, ocHoBaHHoe | E.4.1 Pacyet uncna cybbekToB Ansi UaMepeHns

Ha N3MEHEeHWe TONWMHBLI POroBULLbI TOMWMWHbI POroBUL bl

F.4.2 BbluucneHue KonnyecTsa nauveHToB, ocHoBaHHoe | E.4.2 Pacuet uncna cybbekToB Ansi nogcyera KneTokK

Ha NMoTepe KNeToK 3HAOTENUS SHOOTENUS

— [Tpunoxenune XK (cnpaBovHoe) CBegeHust o
COOTBETCTBUMN CChINMOYHbBIX MEXAYHAPOAHbIX CTAHAAPTOB
HaUnoHanbHbiM cTaHgapTam Poccunckon Pepepaumn,
NCMONb30BaHHbIM B HACTOSALLEM CTAHOAPTE B KAYECTBE
HOPMAaTUBHbIX CCbINOK

bubnuorpadus bubnuorpadwus

1} B HacTosiwmn ctangapT BktoveHbl TepMuHbl n3 TOCT P 51892 1 TepMUHbI, HeoBXoauMble Ans NyYLWero noHnma-

HUA TEKCTa cTaHgapTa.

2) NaHHble pasaensl U NPUITOXEHUA B HACTOALLEM CTaHAapTe pasbutsl Ha NYHKTL! (MOANYHKTHI), YTO OBYCNOBMNEHO
HeobXoaMmMoCcTbiO NpuBeaeHns nx B cootsetcteme ¢ [ OCT P 1.5.

3) Il3aMeHeHue cTaTyca NPUNoXeHuin B HaCTOSILLEM CTanaapTe 0ByCcrnoBneHo HeobXoaMMOCTbIO yueTa noTpebHocTen
HaUMOHalNbHOW 3KOHOMUKKN Poccumnckon Peaepaumn.
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1] USP 24 <788>
USP 24 <788>

2] T I
13] EH 12442-1:2000

EN 12442-1:2000
EH 12442-2:2000
EN 12442-2:2000

EH 12442-3:2000

EN 12442-3:2000

(4]11USP 24 <85>
USP 24 <85>

5] MCO 10993-2:2006

6] AAMITIR No. 19:1998

[7] NCO 13408-1:1998
SO 13408-1:1998
[8] ACO 11607-1:2006

ISO 11607-1:2006
NCO 11607-2:2006
1SO 11607-2:2006

[9] EH 868-1:1997

EN 868-1.1997

[10] EH1041:1998
EN 1041:1998
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bubnuorpadpua

Papmakonest CLUA, 24-e napanwne. [1atoe HononHeHne 1996, </88>, YacTnyHoe BeEWECTBO B
NMHBEKUMSX. VIcnblTaHWe Ha noacHeT MUKPOCKOMNMNYECKNX YacTul,

United States Pharmacopoela, 24th revision. Fifth Supplement 1996. <788>, Particulate
matter in injections-Microscopic particle count test

[focypapcTBeHHas hapmakones. 1aganne 11 (B yactm Boabl)

JKNBOTHbBbIE TKAHU N NX MPOUN3BOAHbLIE, UCMNONb3yEMbIE NMPU U3rOTOBITEHNN MEQNLNHCKUX U3M,e-
nun. Yactb 1. AHann3 n MEHEMKMEHT PUCKA

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

KUBOMHBIC MKaHU U UX MPOU3BOO0HbIe, UCMONb3yeMbie rpu Uu32omosneHuu MeoOuyUuHCKUX
u3denull. Yacme 2. Peaynuposarue ucmoyHuka, cbopa u obpabomeku

Animal ftissues and their derivates utilized in the manufacture of medical
devices — Part 2: Controls on sourcing, collection and handling

JKUBOMHBIE MKaHU U UX MPpOoU3800HkIEe, UCIONL3yeMbie pu Uu320moesrieHUU MeOuyUHCKUX
uszlenud. Yacme 3. Ammecmauus yHUYMOXeHUa u/unu 8eszakmuegayuu supycos u opyaux
riepedasaemMbix a2eHmoes

Animal tissues and their derivates utilized in the manufacture of medical
devices — Part 3: Validation of elimination and/or inacftivation of viruses and other
transmissible agents

dapmakones CoegnHeHHbix LUTaToB, 24-e napganne, <85> OnpepeneHne bakrepuanbHbIX
3HOOTOKCUHOB

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

OueHka bUonNorn4ecKkoro AeNCTBUSA MeanUMHCKNX nagenun. Hactb 2. TpeboBaHusA K yCroBu-
am coagepxanms XKmBoTHbIX (ISO 10993-2:2006) (Biological evaluation of medical
devices — Part 2: Animal welfare requirements)

TexHn4veckmn nudhopmaumnoHHbin otdeT no NCO 10993-7
AAMI TIR No. 19:1998 Technical Information Report for |ISO 10993-7

AcenTnyeckas obpaboTka nsgenum ans oxpadbl 3aopoBbs. Hactb 1. Obwme TpeboBaHus
Aseptic processing of health care products — Part 1. General requirements

Yrakogka OKOHYamersrnbHO cmepunu3osaHHbiX MmeduyuHekux usdenull. HYacme 1. Tpebosa-
HUSA K Mamepuanam, cucmemam cmepurbHbix bapbepos U yriako8oyYHbIM clicmemam

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

Yrakoeka OKOHYamersribHO cmepusu3o8aHHbiX MeSuyuHcKkux usdenud. Yacme 2. Tpebosa-
HUSA K ammecmauuu rmpoueccos chopMupo8aHusd, 2epmemu3sayuu u cbopku

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

YnakoBO4HblIe MaTepuanbl U CUCTEMbI 4151 MeaNLUMHCKUX U3aennin, nognexawmx ctepunnaa-
umn. Hactb 1. Ob6wme TpedboBaHUA U METOOb! UCMbITAHUS

Packaging materials and systems for medical devices which are to be
sterilized — Part 1. General requirements and test methods

MHpopmauns, npegocrtasnsaemMmas U3arotoButenem meguunHCKoOn npoaykumm
Information supplied by the manufacturer with medical devices
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