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Ipeauciaosue

Ilenu, OCHOBHBbIE MPUHLMIBI K IMOPSOOK MPOBEOEHUS padOT MO MEXIOCyIapCTBEHHON
crarmaptzaunyu ycranoBieHbl [OCT 1.0—92 «MeskrocyaapcTBeHHasi cUCTeMa CTaHAApTU3aLMU.
Ocuosubie monoxkenuss» U I'OCT 1.2—2009 «MexrocynapcTBeHHass CHUCTEMa CTaHIApTU3ALNH.
CtaHmapThl MEXIrOCyNapCTBEHHbIE, TMpPaBWja M PEKOMEHJAIMA 10 MEXToCyIapCTBEHHON

craupapruzaiuu. [Ipasunia pa3paboTky, NPUHATHS, IPUMEHEHHs, OOHOBJICHHUS ¥ OTMEHBD).

CBeuemm 0 CTaHaapTe

1 TIOAI'OTOBJIEH ®enepanbHbIM TOCYyJAPCTBEHHBIM YHHTApHBIM MPEANPHATHEM
«Bcepoccuiickuii  HayYHO-HCCIENOBATENbCKUI HHCTUTYT CTaHAApTH3alMu W cepTudukaiyu B

mammHOocTpoenun» (BHUMHMAIIT)

2 BHECEH ®enepaibHbiM areHTCTBOM 0 TEXHUYECKOMY DEryJIMPOBAHHUIO U METPOJIOTHU

(Poccranmapr)

3 TIPUHAT MexrocynapcTBeHHbIM COBETOM IO CTaHAAPTH3AaLMH, METPOJOTHH U

ceprudukarpn (mpotokos Ne 41-2012 ot 24 mas 2012 r.)

3a nprHsTTHE CTaHAAPTA MPOrOJIOCOBAIIHL

Kpatkoe HaumeHoBaHHe cTpanbl 1o | Kox ctpass! o CokpallleHHOE HAaIMEHOBAHHE
MK (MCO 3166) 004—97 MK (MCO 3166) HAILIMOHAJILHOTO OpraHa
004—97 10 CTaHJAPTU3ALIHI
Azenbaiimxkan AZ AzcTaHmanT
Benaovcn BY Toccrannant Pecnivonuku benanveb
Kazaxcran KZ Toccranmant Pecnivbnmkn Kazaxcran
Keiprerncran KG KbiprezcrannanT
Monnosa MD Moinosa-Cranmant
Poccutickas @eneparust RU Poccrannapt
TamxukucTaH TJ Tamxukcranmapt
VY30ekuctan UZ VY3cranpapt

4 Ilpukasom DenepanbHOrO  areHTCTBA 10  TEXHHYECKOMY  PETYJIMPOBAHUIO U
metposioruu ot 01 HosiOpst 2012 r. Ne 650-ct mexxrocy napcreenHbiii crannapt I'OCT 31585-2012
(ISO 16671:2003) BBEeneH B nAeiicTBMe B KadeCcTBE HALMOHANBHOrO craHpaapra Poccuiickoii
Denepannu ¢ 1 saBaps 2015 .

5 Hacrosituit cTaHaapT MOOU(MHLIHUPOBAH M0 OTHOLUEHUIO K MEXIyHAPOAHOMY CTaHAAPTY
ISO 16671 : 2003 Ophthalmic implants — Irrigating solutions for ophthalmic surgery (Mmmnanrarter
otranpmonoruueckue. MppuralioHHbIE PacTBOPbl A O(TAIBMOJIOTHYECKOH XUPYPIUH) IyTeM

WU3MEHEHUS €r0 CTPYKTYPBI.
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CpaBHeHHe CTPYKTYPBI MEXXIYHAPOJHOTO CTAHAAPTA CO CTPYKTYPOil HACTOSINErO CTaHAAPTa
NPUBENEHO B npruioskennn XK.

JlOTIONTHUTENbHBIE TEPMHHBI C COOTBETCTBYIOLIMMH ONpPEACICHUSIMH BHECEHBI B TEKCT
CTaHMapTa U BBIAEIEHBI ITyTeM 3aKIIFOUSHIS X B PAMKH U3 TOHKUX JIHUH,

H3menensble Gpasbl, CI0Ba, MOKAa3aTeNH W/HIN UX 3HAYEHHS BBIIEIEHBI B TEKCTE KyPCHBOM.

Crenenb cooTBeTcTBUs — Momuduimposantas (MOD).

Cranpapt moarorosjieH Ha ocHoBe npumenerust [OCT P 53468-2009 (ISO 16671 —2003)

6 BBEJIEH BITIEPBLIE

Huopmayus o eeedenuu € Oeticmeue (npexpaugenuu 0eiicmeus) HACMOAWE20 cmanoapma
nyBIUKYemCs 8 edcemMecsI o u30asaemMom ungopmayuonnom ykasamene « Hayuonanvroie cmanoapmot y.

Hugpopmayus 06 usmeHeHuax xk Hacmosuemy cmanoapmy nyonuxyemcs 8 exnce200HO u30asaemom
ungpopmayuonnom yrxasamene «Hayuonanonvie cmanoapmery, a Mexcm u3MeHeHuti U NONpagox — 8
exceMeciyHo  U30aeaemMom uxHgopmayuonnom yxaszamene «Hayuonanvnvie cmandapmery. B cnyuae
nepecMompa  UNU  OMMEHb HACMOAWE20 CMAHOApMA — coomeemcmsyowas  uxngopmayus  6Gyoem

ONYOIUKOBAHA 8 eICeMECAUHO U30ABACMOM UHPOPpMayUOHHOM yKasamene « Hayuonansheie cmanoapmol

© CraHpapTuHdopwm, 2013

B Poccuiickoin degepauumn HaCTOALWMIA CTAHAAPT HE MOXET OblTb MOMHOCTbIO MMM YaCTUYHO
BOCNPOU3BEAEH, TUPaXWPOBAH UM pacnpoCTpaHeH B KayecTBe OoduuManbHOrO usgaHua 6es paspelueHus
deaepanbHOro areHTCTBa N0 TEXHUYECKOMY PErynupoBaHUIO U METPONOrMK
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rOCT 31585-2012
(ISO 16671:2003)

MEXIFIOCYAOAPCTBEHHB W CTAHAQOAPT

UmnnaHTarbl oTanbMmonoruieckue
PACTBOPbI UPPUIALIMOHHBIE NS OdTANIbMOIOrMYECKOW XUPYPIUN
O6ume TpeboBaHuA 6e30MNacHOCTU

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

Jarta BeepeHuna 2015-01-01
1 O6nacTb NpUMeHeHus

Hactoswmn  craHpapT  pacnpocTpaHseTcs  Ha  odTanbmornormieckve
vppurauuoHHsle pacteopbl (nanee — OWP) krmacca HeakmueHbIX XupypauyeckKux
umMmnIaHmamos, WCMonk3yeMble BO BpEMS XUPYPrUYECKUX Onepauun Ha nepedHel
kamepe enasa cybbekma. OVP He okasbiBaoT NPUHLMMUANBEHOTO MMMYHOJOMMYECKOTO,
hapmaKkonornyeckoro nnm MeTabonmyeckoro AENCTBUS.

CraHpapt ycraHaenvBaeT TpeboBaHma 6e30nMacHOCTM B OTHOLUEHWU
NPefyCMOTPEHHOTO MPUMEHEHWS, XapaKTepUCTUK KOHCTPYKUMK, [OKIMHUYECKOW U
KMUHUYECKOW OLEHOK, CTepunusauuM, YynakoBkm W 3TukeTuposanHua OWUP  u

WMHpopMaLmn, NpeLoCcTaBnaeMON X N3rOTOBUTESEM.
2 HopmaTuBHbIe CCbINIKU

B Hacmosiwem cmaHOapme UCronb308aHbl HOPMamueHble CCbIfKU Ha
cnedyruue mexeocydapcmeeHHsle cmaHoapme!:

[OCT ISO 10993-1—2011 W3denus meduyuHckue. OueHka 6U0I02UYECKO20
Oelicmeusi meduuyuHckux uddenut. Yacme 1. OueHka u uccrnedosanusi

[OCT SO 10993-5—2011 W3denus meduyuHckue. OueHka 6U0osIo2u4ecKo20
Oelicmeus meduyuHckux uiddenul. Yacmbe 5. Uccnedosarus Ha yumomoKCUYHOCMb:
memo0sl in vitro

FOCT ISO 10993-6—2011 U30enus meduyuHckue. OueHka 6U0rio2u4ecKoz0
Oelicmsus meduyuHckux usdenull. Yacmp 6. UccnedosaHus mecmHozo Oelicmsusi

riocne umnnasHmayuu

W3naHue odpmumanbHoe
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[FOCT ISO 10993-7—2011 Usdenusi meduyurckue. OueHka 6uoroeu4yeckozo
Oeticmeusi  mMeOuyuHckux  u3denuil. Yacms 7. OcmamoyHoe codepxaHue
amuneHokcuda nocne cmepunuayuu

[OCT SO 10993-10—2011 U3denus meduyuHckue. OueHka buonoeu4eckoeo
Oelicmeusi meduuyuHckux u3denuli. Yacme 10. UccnedosaHus pasdpaxarouweao U
ceHcubunusupyrwezo delicmsus

FOCT ISO 10993-12—2011 U3denus meduyuHckue. OueHka 6UONI0eu4YeCcCK020
Oelicmeusi meduyuHckux usdenud. Yacmse 12. [NpueomosneHue rnpob u KOHMpPOrbHbIe
o6pa3upl

FOCT ICO 14630—2002* HeakmusHbie xupypaudeckue umnnaHimamesl. Obuwue
mexHuvyeckue mpebosaHusi

IFOCT ISO 14971—2011 U3denus meduyuHckue. NpumMeHeHue mMeHedxmeHma
pucka Kk MeOQUUUHCKUM u30enusm

FOCT 31214—2003 W3benus meduyuHckue. TpebosaHus K obpasuyam U
OokymeHmauuu, npedcmasnaemMbiM Ha MOKCUKOIIO2UYECKUE, CaHUMmapHoO-xUMuYeckue
ucrsimaHus, UCbIMaHUS H& CMEPUTbHOCMb U MUPO2EHHOCMb

FOCT 31508—2012 U3denuss meduyuHckue. Knaccugukayusi e 3asucumocmu
0om rnomeHyuanbHoeo pucka npumenerus. Obwue mpebosaHus

rOCT 315680.7—2012 (ISO 11979-7:2001) UmnnaHmamel
ogbmanbmonozuyeckue.  MIHmMpaokynapHoie  nuH3bl.  Yacms 7.  Knunuyeckue
ucneimaHusi

MpumedaHue — [lpu n0Nb308aHUU HACMOSAUWUM CMaHOapmom yenecoobpasHo nposepums
delicmeue CCbUI0YHbIX CmMaHd0apmos no ykasamernio «HayuoHanbHbie cmaHdapmbl», COCMAaeneHHOMy
no cocmosHulo Ha 1 faHeapss mekKyuieeo 3006, u no coomeemcmeytowum UHd)OpMauLIOHHbIM
yKaszamensam, ornybrnukoeaHHbIM 8 meKyuwem 200y. Ecru cebinoYHbili cmaHO0apm 3ameHeH (USMEHEH), mo
npu nonb3oeanuu  Hacmoswum cmaHdapmom, cnedyem  pyKosoOCmeosambCs  3aMEHSIOUUM

(uameHeHHbIM) cmanl0apmom. Ecnu ccbinoyHblll cmandapm ommeHeH 6e3 3amMeHbl, MO MofoXeHue, 6

KOMOpPOM OaHa CCbifika Ha He2o, MPUMEHSIeMCs 6 Yacmu, He 3ampazueaioweli IMy CCbInKy.

3 TepmuHbl 1 onpeaeneHus

B HacTosilemM cTtaHgapTe NpUMEeHeHbI TepMUHbI N0 HauWoHanNbHbLIM CTaH4apTam

rocyaapcrs, YMOMsAHYTbIX B NPEAVCNOBUKW, KaK MpPOronocoBaBLUMX 3a MPUHATUE

*B Poccuiickon ®eaepaumn aeincreyet FOCT P MCO 14630-2011 «MmnnaHTaTbl Xupypruyeckme
HeakTuBHble., OBLuMe TpeboBaHus»
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HaCTOALEro MEXroCyJapCTBEHHOMO CTaHAApTa, a Takke Creaylolme TepMuHbl C

COOTBETCTBYIOLLMMM OMNpPEeAENEHNAMU™:

3.16a30Bas okpyxHOCTb (reference circle): OKpPyXHOCTU CTaHZaPTHOrO
pasmepa gnameTpoM 10 nnun 25 MKM, UCNONb3yeMbIe AT N3MEPEHNA SKBUBANEHTHOMO
AnameTpa yacTuupl.

3.2 pnameTp 3KBUBaNeHTHOM nnowaau (equivalent area diameter): Auametp
Kpyra, nnowasb KOTOPOro 9KBMBanNeHTHa Nnowiaamn Yactumupl.

3.3 aMHaMuyeckuini anana3oH partumka (sensor dynamic range). OuanasoH
pa3mMepoB MUKPOYaCTML, B KOTOPOM OHU MOTYT 6bITb TOYHO M3MEPEHbI U MOACHUTAHbI.

3.4koHTeHep ANA XpaHeHua (storage container). Yacte ynakoBkw,
npegHasHadeHHas ansa sawmtel OUP BO Bpems TpaHCNOPTMPOBaHWMA U XpaHeHUs Y
cofepXallasi ynakoBOYHYK) BCTaBKY W FEPMETUYHBLIA CTEPUNbHBLIA MNakeT, BHYTpU
koToporo Haxoaatcs OUP n cuctema gocrasku.

3.5koHTponbHasa rpynna (control populations): CybbekTbl, KOTOpbIM
WUMNNaHTUPOBaHbI AOKYMeHTUpoBaHHble OUP.

3.6 KnMHNYeckun  ucnbiTatenb  (clinical  investigator):  Jluyo  w/vnum
opraHu3auus, OTBETCTBEHHble 3a NPOBEAEHUE KIIMHUYECKMX MCMbITAHUA U HEeCylime
KIUHUYECKYI0 OTBETCTBEHHOCTL 3a Gnarononyyve BOBMEeYEHHbIX CyOBbEKTOB.

3.7 knuHuyeckoe ucnbitaHue (clinical investigation): Jlto6oe paspaboTaHHoe n
3annaHMpoBaHHOE CUCTEMaTU4YecKoe W3yYeHue C Lenbio nposepku GeaonacHocTu
n/vnn skcnnyartaunoHHsix ceoncte OUP ¢ yyacTnem cyObekToB.

3.8 okoHuaTenbHbIM oTtueT (final report): [okymeHT, 3anonHsembld nocne
3aBepieHns ucneitaHun OUP, B TOM uncne KNMHUYECKMX, CoaepKallmm onnucaHne m

OLLeHKY peaysibTaToB.

3.9 odTanbMonorMuyeckuii MppUrauMoHHbIn pacteop, OUP (ophthalmic
irrigating  solution). BoaHbI pacTtBOp, KOTOPbLIA PU3NOMOrMYECKM COBMECTUM C

BHYTPUITIA3HON CPeaon 1 (YHKLMOHUPYET MPeVMYLLECTBEHHO TOMBKO MEXaHUYECKM.

3.10 nnaH knuHuyeckux wucnbitaHur, (MKW (clinical investigation plan):
JOKyMEHT, onpegensiowmn Lenu, 3agadv, npegnonaraemyro MEeTOLOMOrni, CUCTEMY
KOHTPOISA, MPOBEASHWS aHaNM3a n XPaHEHNA faHHbIX KITMHUYECKUX UCTIBITaHNIA.

3.11 none 3peHus okynsipHou cetku, MN3C (graticule field of view): MNMnowaab

BHYTpY GOIbLLON OKPYXHOCTW, pa3feneHHas MepekpecTbeM Ha KBaapaHThl.

*B Poccuiickon depepauumn gencrsyet FOCT P 51892-2002 (UCO 11979-1:99) UmnnaHTaTthl
obTranbmMonornieckue. MIHTpaokynapHble nH3bl. Yactb 1. TepMUHbI M onpeaeneHns
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3.12 cepbe3HbIn He6GnaronpuATHbIN ucxop (adverse device effect):

MocneonepauMoHHbIA UCXOA, NOTEHLMANBHO YrPOXaIOLLMIA 3PEHMIO.

Mpumeyvyarnune — Mpumepsbl cepbesHbiX HEGNAroNpUATHLIX UCXOA0B NPUBEAEHBI B Tabnvuax
A 11nA2TOCT 31580.7.

3.13 cucrema pocraBkm (delivery system). epMeTWYHbIA KOHTEMHEp, B
KOTOPOM MOCTaBnaeTCA OWUP n AONONHNTErNbHbIE KOMMNOHEHTLI A4 BBeAEeHNA OaHHOro
OWP B rnas.

3.14 crepunbHbIn Gapbep (sterile barrier): MakeT, B KOTOPOM COAEPXKUTCS
OWP un cuncrtema p[ocTaeky, KoTopasi MNOALEPXKUBAET CTEPUNbHOCTL BO  BPeMsi
TPAHCMOPTUPOBAHUA N XPaHEHNS.

3.15 cybbekr (subject): Jluuo, yyacTeyrowlee B KMMHUYECKUX WCTLITAHUAX C
npumeHeHnem ucrnbsityemoro OVP n/vnun B kadecTee CybbeKTa KOHTPOMbHOMN rpynnbl.

3.16 o6beMHbIN aHanu3 (volumetry): COBOKYMHOCTb METOLOB XUMWUYECKOIO
KOMMYECTBEHHOr0 aHanmsa, OCHOBaHHbIX Ha M3MepeHUn 06BEMOB pPacTBOPOB, OCaAKOB
AN yCTaHOBMNEHWs1 KOHLEHTpauun (Maccbl) OnpeaensemMoro Belectsa (BKno4aeT

TUTPOMETPUHECKUIA aHanus).

4 O6wwme TpeboBaHuAa 6e3onacHocTu OUP

4.1 TpeboBaHUs K NPeAyCMOTPEHHbLIM XapaKTepucTUKam

4.1.1 NpepycmoTpenHble xapaktepuctukn OUP gomkHbl ObiTb onpeaeneHbl
narotosuteneM. lMpegycmoTtpeHHbie xapaktepuctvkn OUP posmkHbl oTBeYaTs o6Wwum
TpeboBaHNAM K NPeAyCMOTPEHHBIM XapakTePUCTUKaM AN HEAKTUBHBIX XUPYPruvecknx
UMMNNaHTaToB, YCTaHOBNEHHbIX No FOCT MCO 14630.

4.1.2 lNpepenbHble 3HA4YeHUa NPeAyCMOTPEHHbIX xapakTepuctuk OUP gomkHbI
ObiTb  onpefeneHbsl C  Y4eTOM  JEWCTBYIOWMX  HOPMATUBHBLIX  JAOKYMEHTOB,
ony6nuKoBaHHOM  KIIMHWYECKOW W  Hay4yHOW NuTepaTtypbl, WAEHTUDULMPOBaHHBIX
pe3ynbTaToB UCMbITAHUIN, AOKMNHUYECKOW OLIEHKM U KITMHUYECKUX UCTbITAHWUIA.

42 TpeboBaHUsA K KOHCTPYKTUBHbIM OCOBEHHOCTAM

421 Obwwme TpeGoBaHun

4211 JomkHbl npumMeHaTbca obuwme TpeboBaHMA K NpPeAyCMOTPEHHBLIM
XapaKTepucTUkam HeakKTUBHBLIX XUpyprdeckux nmnnantatos no FOCT MCO 14630.

422 TpeboBaHUs K KOHLEHTPaLMN KOMMNOHEHTOB

4.2.2.1 KoHUeHTpauus kaxaoro KOMrnoHeHTa Bewectea B rotosom OUP gomkHa
ObITb OonpepeneHa, AOKYMEHTMPOBaHa WM NpefcTaeneHa B BUAE MacChl BewecTsa Ha

eavHnly obbema pacreopa.

4
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4222 Tak Kak MeToAMKa WCMbITAaHUM MOXET 0KasaTb BMNUAHWE Ha
NPeACTaBMNEHHY (DAaKTUYECKYHO KOHLIEHTPALMIO, B KITMHUYECKOM OTYETE AOIMKHbI BbiTh
npvBEeAEHbl W OMNMUCaHbl CTaHAAPTHblE MU3NKO-XMMUYECKkMe MeToabl. HopmartusHble
LOKYMEHTbI Ha KaXAbIA KOMMOHEHT BELLECTBa, NMPU UX HanMyuu, Takke AOMKHbI ObiTb
yKasaHsbl.

4.2.3 TpeboBaHuA K ucnorib3yemomn Boae

4.2.3.1 YucroTa ncnonb3yemon BoAbl AOMKHA COOTBETCTBOBATL UMCTOTE BOAbI
AN nHbekum B cooteeTcTemm ¢ [1], [2].

4.2.4 TpeboBaHuA K onpeaerieHUIo xapakrepuctuk rorosoro OUP

4.2.4.1 O6wme TpeboBaHus

WNsrotoBuTEnb  JOMKEH  oOnMcate WM AOKYMEHTMPOBaTb  UsMYeckue
XapaKkTepUCTUKK, KOTOPbIE MOTYT MOBMUATL Ha 3PEEKTMBHOCTE ncnonesosaHna OUP B

opTaneEMONOrM4ECKON XMpypru.

MpumeyaHue — PuUsMYeckne XxapakTEPUCTUKM CreayeT MU3MEpPsATb B YCMOBUSIX,

COOTBETCTBYIOLUMX BPEMEHU ucnonb3osaHus OUP.

4.2.4.2 TpeboBaHus k nokasartento pH n BydepHon cnocobHoCcTH
Mokasatenb pH rotoBoro OUNP cnepyeT namepars ¢ MOMOLLLIO KanMbpoBaHHOIO
pH-meTpa npu Temnepatype (25 + 2) °C. 3HaueHne nokasatensa pH OUNP pomkHo BbiTb

NnoATBEPXAEHO AOKYMEHTaNbHO.

MpumeuyaHue — 3HavyeHune nokasatens pH OWPZomkHO ObiTb ONU3KMM K 3HAYEHUIO
nokasarens pH BHyTpeHHen cpegbl rmasHoro sbnoka (pH 7,38) ans npegoTepalieHus NoBpexaeHus
KNEeToK POroBMYHOro sHAoTenus. MiccrnieqosaHua in vitro nokasanu, 4To Avana3oH 3Ha4YeHuin nokasatens
pH, nepeHoCuMBbIN dHAOTENNEM, CYXAETCA C yBENUYEHUEM BPEMEHUN BO3AEWCTBUA.

Ina onpegenennsa BydepHon cnocobHocTn OUP cnepyeT npumeHsTe MeTog,
npuMep KOTOPOro NpMBEAEH B NPUNOXEHUN A.

Knaccudpukauma OUP no gwanasoHy 3HadveHun nokasatens pH n GydepHon

cnocoBHOCTK pacTBopa npuBeaeHa B Tabnvue 1.

Tab6nuuya 1 —Knaccudukaumsa OUP no nokasartento pH n 6ydepHoi cnocobHOCTH

Ipynna BydepHas cnocobHocTb BydepHas cnocobHocTb [nana3oH 3HaveHunin
OCHOBaHUs, Monb/n Ha pH KUCnoTel, Monb/n Ha pH nokasatens pH
Be3 6ydepHoii fobaBku MeHnee 0,0005 Menee 0,004 Or6,50808,5
C ymepeHHoi GycpepHoii OT 0,0005 A0 0,005 OT 0,004 10 0,04 OT6,7 10 8,2
nobaskow
C OydhepHoit gobaskoin Bonee 0,005 Bonee 0,04 O17,2p007,6

4243 TpeboBaHMsi K XUMUYECKMM W  BUOMOrMYECKUM  3arpsi3HSAIOLLMM
npuMecam

M,D,eHTI/ICpI/IKaLLI/IH noTeHUManbHO oOnacHbIX XUAMUYECKUX W Buonornyeckmx
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3arpASHSIOLWMX NpUMecei AomkHa BbiTb NpoBeeHa NOCPEACTBOM aHanvaa puckos. B
UCXOAHBIX MaTtepuanax Brnonorn4eckoro NPONCXOXAEHNSA 3TU MPUMECH MOTYT BKMHOYaTL
B cebsA NpOTEenHbl, HYKNEWHOBbIE KWCMOTbI MNU Apyrue Guonorumyeckne BeLECTBa.
Mpwmecn B rotoeom OUP, npepcTaBnsioLme NoTeHUManbHyto ONacHOCTb NS TKaHen
rmasa WM CUCTEMHYK OMAacHOCTb, [LOMKHbI ObiTb WAEHTUDULMPOBaHBI, a WX
KOHLIEHTpaLusa onpepeneHa u npeAcTaBneHa B OKOHYaTeNbHOM OTYETE.

Mpumecw, 3sarpasHsiowme OWUP, coctosT ©3  MHOPOZHbIX, MOBUIIBbHBIX
HEPaCTBOPUMBIX MUKPOYECTML, KPOME My3bIPbKOB rasa, MPUCYTCTBYOLWMX B pacTBOpax.

3arpasHaowme npuMecH LomkHel BbiTb ONpeaeneHbl ¢ NOMOLLB CTaHAAPTHbIX
aHanMTUYeCKVX METOAO0B, MNPU WX HanuynM, KOTOpble AOMKHbI ObITb  ONMCaHbL.
MpepensHble  KOHUEHTpPaUUM  UAESHTUMDMLUMPOBAHHBIX MNMPUMEce AOMKHbI  ObITb
yCTaHOBINEHbI N onucaHsl. HeoBxoaMMOCTs NPOBELEHWUA WCMbITAaHWUS NS MPOBEPKU
fuonornyeckoro OEWCTBMSA 3TUX MNPUMEceit B npouecce oueHkn 6Guonorndeckomn
©e30MacHOCTN BO3HMKAET B pe3yNbTaTe aHanmaa puckos.

4.2.4.4 TpeboBaHns K OCMOTUHECKOMY AaBMEHNIO

MNarotoButens  JOMKEH  onpeaenutb W AOKYMEHTMPOBaTb  AWAnasoH
ocmoTurYeckor koHueHTpauumn OUP. OcmoTuueckoe paasneHve rotosoro OUP pomkHO
ObiTb B gnanasoHe oT 200 go 400 mOcm/kr. OcmoTudeckoe pAaBneHue AO0MKHO
ornpefensTbCA € MOMOLLBIO MapoOBOr0 WM  KPUOCKOMUYECKOrO OCMOMETpa npu
HOpMarbHbIX YCIOBUSIX.

4.2.4.5 TpeboBaHus k crnekTpanbHOMY KO3UUMEHTY NPonyCcKaHus

KoadpdumumeHT nponyckaHus rotosoro OUP gomkeH 6biTb U3MEpEH B Anana3soHe
ot 300 ao 1100 HM. Pe3ynbTaTtsl fomkHbl ObITb NpeacTaBneHbl B rpadunyeckon dopme:
KO3t PMUMEHT nponyckaHusi, %, B 3aBUCUMOCTM OT ANIMHbLI BOMHbI, HM.

42.46 TpeboBaHuA K MYKpoYacTULLaM

Mpucytcrene B rotoBoM OUP mMukpouacTuL, onpeaeneHHbIX pasmepoB, BUAUMbIX
WU HEeBMAUMBIX, MPUBOAWUT K MNOTEHUMANbHOMW BO3MOXHOCTM BO3HWKHOBEHUss B OUP
HebnaronpusiTHbIX  siBNeHWA. [lpu  npoBeAeHUM OLEHKM PUCKOB  Heobxoaumo
onpeaenvTb NOTEHUUArNbHY0 BO3MOXKHOCTb 3arpsa3HeHust unu obpasoBanma 4Yactuy B
OWP B npouecce M3roToBneHNs B YCrOBUSIX, OXMAAEMbIX NPU TPaHCNOPTUPOBaHUN U
XpaHeHun, a Takke npu ncnonssosaHum OUP.

Hzeomosumens OomkeH oxapakmepu3osamb MOMEHYUanbHy0 0nacHoCMs,
cef3aHHyl0 C yacmuuamu Kax0020 euda, 6bISSIEHHBIMU NPU POBEOEHUU OUEHKU
puUCKos.

Obuwue mpebosaHusi K OUEHKE MOMEHUUANbHO20 PUCKE MPUMEHEHUST 20m08020



roCT 31585-2012

OUP domxHbl coomeemcmeosams TOCT 31508.

B OUP He ponxHO copepxaTtbCs BUAMMBIX MUKpodacTuy. MeTtog nposepku
sarpssHeHna OUP BuavMbIMM MUKpoYyacTULamM [OMMKEeH COOTBETCTBOBATb METOAY,
npuesegeHHomy B npunoxenHnn b. [na onpegenenva B OUP HeBugumbix 4YacTtuy
cneayert NPUMeHSATbL METOALI MO MpunoXxeHuto B unn I,

MeTtoa no npunoxeHunto B crnenyeT NnpUMEHATb NpU onpeaeneHuu Cneayowmx
YPOBHEN MUKpoYacTuLy;:

- He 6onee 50 mukpovacTul pasamepamm He meHee 10 mkm Ha 1 mn OUP;

- He 6onee 5 mukpoyacTu, paamepamm He MeHee 25 mkm Ha 1 mn OUP;

He Bonee 2 Mukpo4dacTumy, pasmepamm He meHee 50 mkm Ha 1 mn OUP.

MeToa no npunoxeHuto I cnefyer NPUMEHSITL NPU ONPEAENEHUN CReayoLWmnX
YPOBHEW MMKpOYacTuL:

He Bonee 25 MukpoyacTumy, pasmepom He meHee 10 mkm Ha 1 mn OUP;
He Bonee 2,5 MyKkpoyacTuL, pasamMepom He MeHee 25 Mkm Ha 1 mn OUP;
He Bonee 1 MUKpoOYacTMLbl paaMepom He MeHee 50 mkM Ha 1 mn OUP.

Mpumevyanue — MeTog C 3aTeHeHMEM CBeTa NO NPUNOXeHMI0 B ocHoBaH Ha Gnokaae
ceeta. AMOpPMHbIE, MOMYXWAKME WNWU  Apyre MOPAOMOrM4eckn HepasnuuUMble  MUKPOYaCTULibl
CnocobCTBYIOT 3aTEHEHWI0 CBeTa U, CReAoBaTeNbHO, MOACYETY MUKpodacTuu. B MMKpOCKONMYECKOM
MeToe no npunoxeHnuto I amopdHble, nonyxmakue unu gpyrme Mopdonoruiyeckn Hepasnuuumble
MUKpOYacTuLbl NPeaCTaBnAlOTCA B BUAE NATHA UK BbiLBETLLEr0 MeCTa Ha NOBEPXHOCTU MeMﬁpaHHOI'O

hunbTpa M He cuMTalOTCA MUKpodacTuuaMu. [na KOMNEeHcauuu 3TOi PasHULbl YPOBHU MUKPOYACTULL

AaHHOTO MeToAa COCTABAAIOT NOSIOBUHY YPOBHEN MUKPOYACTUL, METOAA MO NPUROXKEHUIO B.

5 TpeboBaHuA K OLeHKEe KOHCTPYKuun OUP

51 O6wue TpedGoBaHMA

5.1.1 Ouenka koHCTpykummn OUP pomkHa npoBOAWTBECA ANA MNOATBEPXAEHWA
COOTBETCTBMS €r0 NPEAYCMOTPEHHBIM XapakTepUCTUKaM.

TpeboBaHua k oueHke KoHCTpykuum OWP [OmMKHLI COOTBETCTBOBaTbL OOLUMM
TpeboBaHnam, npusegeHHeiM B FTOCT MCO 14630 Ana HeaKTUBHbLIX XWUPYPruvecKkmx
UMMMaHTaToB.

5.2 TpeboBaHuA K AOKNMUHUYECKOWN OLIEHKE Buonornyeckon 6esonacHocTu

5.2.1 Obwwme TpedboBaHUA

5.2.1.1 OueHky ©Ouonornuyeckon 6GesonacHoctu OWP cnegyetr HaumHate C
aHanuaa pucKOoB, NMPOBOAUMOro WU AOKYMEHTMPOBaHHOro B cooteeTcTBum ¢ [OCT /SO
14971. Pe3ynbTaTbl aHanvaa p1UckoB AOMMKHbI ONpeaenvTb UCNbITaHus, HeoBxoanmMble

ANnsi oLeHkn Bronormudeckor 6esonacHoct OUP.
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5212 Ona OWP, cogepkawmx mMarepuanbsl >XWBOTHOIO MPONCXOXAEHUS,
LOMKHbI  ObITb MPUMEHEHbI aHanmu3 pPUCKOB U TPeDOBaHUA K MEHELXKMEHTY,
npuBegeHHble B [3].

5213 Ona Bcex OWP pomkHel ObiTe  cobniogeHsl  TpebosaHus,
npeabsBnseMble k oLeHke Buonormdeckon 6esonacHocTn no FOCT ISO 10993-1, FOCT
ISO 10993-5, FOCT ISO 10993-10, n TpeboBaHWs, W3NOXEHHble B HACTOALWEM

nogpasaene.
MpuMmeyvyaHus

1 [lpu npoBeAeHWM OLEHKM PUCKA W3rOTOBMUTENb [OMMKEH YUUTLIBATL B3aUMOAENCTBUE C

ApyruMmu odpTanbMOonNorM4eckuMu UMnaHTaTamu.

2 Ha OCHOBaHMM TUMUYHOTO KIMHMYECKOTO npuMeHeHua OWP  knaccuduumpylotcs  Kak
«MnnaHTupyemble u3aenus; TKaHb/KOCTby». MCMbITAHMA u3aenuii AaHHOW W APYrUX KaTeropum,
npeacTasneHHble B Tabnuue 1 FOCT ISO 10993-1, npuBeaeHbl TONLKO ANA PYKOBOACTBA U He coaepkat

MaKkCUMarnbHbIX UNU MUHUMaAnNbHbLIX TpeGOBaHMVI K UCNbITAHUAM.

3 JonyckaeTca kOMOMHMPOBATb MCMbITAHWS HA OMONOrUYECKYID COBMECTUMOCTb, YMEHbLUAsA
YUCNO >XUBOTHbIX, HEOBXOANMBIX ANA NPOBEAEHUS UCTbITAHUA. [Ba UCNbITAHUA MOFYT GbiTb NPOBEAESHDI
OAHOBPEMEHHO Ha OAHOM >XMBOTHOM MpPW YCIOBUKU, 4YTO UCNBITYeMO€ >XMBOTHOE HEe noasepraerca
ype3mepHoi 60nm unu cTpagaHuam.

5.2.2 TpeboBaHUsA K OLiEHKE Ha Hanuume 6akTepuarnbHbIX 3HAOTOKCUHOB

5.2.2.1 OWP cnepyeT oueHMBaTb Ha Hanu4Me GakTepunanbHbIXSHAOTOKCUHOB C
nomowyeto LAL-Tecta (Ha KkynbType limulus amoebocyte lysate) B cootseTctBuM C
METOAMKOW, OMMCaHHOM B [4], WNM SKBMBANEHTHOW aTTECTOBAHHOM METOAUKOW
NCMbITaHWSA.

5222 OWP, nmetowmn npepgen 6GakrepuanbHbiX 3HAOTOKCMHOB 6Gonee 0,5
€AVHNL, 3HAOTOKCMHOB (EJ) Ha MMNAMAUTP, CYMTAKOT HE MPOLLEALLIMM UCTbITAHVE.

5.2.3 TpeGoBaHusa K UCNbITaHUIO Ha nocneonepauuoHHY0
BOCNanuTeNbHYIO peakumio rnasa

5231 Ecnn aHanu3 pucka ykasbiBaeT Ha HeobxoAMMOCTb nNpoBeAEeHUS
WCMbITAHUA Ha MOCMEeonepauUmoHHY0 BOCManNUTENbHYKD peakumio rnasa, TO Takoe
ucneitaHe OUP cneayeT NpoBOAWTL HA XKUBOTHOM B COOTBETCTBUM C NpUnoxeHnem E.

Beibop o0cobn kmBOTHOrO porrkeH 6biTb  obocHoBaH U odopmneH
AOKyMmeHTanbHO. CnepyeT npumeHsaTb TpeboBaHWA, NpeabsBsSEMble K COAepKaHuIo
XUBOTHbIX, YKasaHHble B [5].

5232 WUcnbiTaHne Ha XMBOTHOM [AOSKHO OTpaxaTe npegnonaraemoe

KMMHWYECKOoe UCTbITaHWe. B npouecce nenbitaHmsa 4omkHa ObiTb NpoBeAeHa oueHKa Ha
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BOCMAnNWTENbHYO  peakuuilo rnasa kak B npouecce  0gTanbMONOrMyYeckon
XMPYPr4ecKon onepaLm, Tak U Nocre Hee, UCMOb3ys Mpu 3ToM oLeHnBaembll OUP 1
KOHTponbHbIN OUP. KoHTponbHeIi OUP gormkeH MMETb NOATBEPXAESHAE KITMHNYECKOTrO
NCNOMb30BaHNS €ro B KAYECTBE HE OKasbIBAOLLErO BOCNANUTENLHOMO AEUCTBUA Ha rnas
B TeuyeHne nsaAT™M net. OBvem wucnbityeMoro OWP  pgomkeH  MMUATMPOBaTh
npeanonaraeMoe MCnonbL3oBaHNe C y4eTOM BHYTpUrnasHoro obbema rnasa yenoseka u
XKMBOTHOTO. Ecnu ucnbimyembili OUP ebi3bieaem Gornbuiee pasdpaxeHue enasa uiu
socrianexue, 4em OUP, ucrnionb3yemeill Kak KOHMPOsbHbIL, HEeo6X0OUMO rposecmu
OUEHKY COOMHOWEHUS PUCK/OMNb3a.

5.2.3.3 [locneonepaumoHHyl0 BOCNAanWTENbHYIO peakunio rnasa Heobxoanmo
KOHTPOMMPOBAaTL W OLIEHNBATL B COOTBETCTBUM C NpUNoxkeHuem [.

Ha ocHoBaHWM aHanusa pycka 1 TpeGoBaHUIA K MEHEeIKMEHTY COOTBETCTBYHOLLANA
OLieHKa B COOTBETCTBYIOLLME MOMEHTbI BPEMEHM MOXET BKMouYaTh B cebsi M3aMepeHue
TOMLLMHBI POroBuLbI 1 BUOMUKPOCKONUIO C UCMONb30BAHWEM LUENeBoi namnbl. Bce
cepbesHble HeOnaronpyATHLIe BO3LEUCTBUA CrieayeT AOKYMEHTUPOBaTb.

5.2.3.4 PesynbTaTbl WCMbITAHUA pPa3gpaXeHWs UM BOCManeHWs WUCNbITyeMOoro
OWUP pomxHbl BbiTe MEHbLUE MMM PaBHbIMK Pe3yrnbTaTtaM MCMbITaHUS KOHTPOJSILHOrO
OWP. B npotusHoM criyyae ucnbityemblit OUP pormkeH 6bimb NOABEPrHYT KIIMHUYECKOW
OLieHKe.

5.3 TpeboBaHUS K KIIMHNYECKON OLIEHKe

5.3.1 Obwue TpedGoBaHunA

5.3.1.1 Knunuyeckoe mcneitaHe OUP cnepyet npoBoanTb NO Npunoxenuo E.
B pononHeHvne K KNMHUYECKOMY WCTbITAHWIO Mo npunoxeHuto E cnepyeT npumeHaTb

obLme TpeboBaHUsA K KNMMHUYECKOMY UcrbiTaHuio cybbekTor no FOCT 31580.7.
6 TpeboBaHua k crepunbHoctu OUP

6.1 ToroBein OUP porpkeH GbiTb cTepunbHbiM. [pn cTepunusayum [OMKHDI
NPUMEHATLCS TPEOOBaHUA K CTEPUNM3aLMN HEAKTVBHBIX XMPYPIMYECKUX UMMNIaHTaToB,
ykasaHHble B FOCT MICO 14630, n mpebosanus no FOCT 31214.

6.2 [Onsa crepunusaummn OUP, a Takke NEpBUYHOTO KOHTEWHEpa eMKOCTU He
crieayeT NPUMEHSITb 3TUNE- HOKCUA, €CNN ero NPUMEHeHne He 060CHOBaHO.

6.3 K OUP unn ero nepBvYHOMY KOHTEMHEPY, NMPU CTEPUNU3aLMN KOTOPbIX
UCMOMb3YyEeTCA ITUINEHOKCUA U CBSA3AHHBbIE C HUM 3arpsid3HeHus], npoHukarowme B OUP,

JOIKHbI ObITb NPUMEHEHbI CNeAYOLLME OrPpaHNYEHUST:
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- 3TUNEHOKCUA: meHee 20Mmr/m;
- 9TuUnenxnoprugapuH: meHee 100 mr/n.

MpumeuaHune — YcraHoBneHo, 4To TpeboBaHus, onpeaenswue npueMnemMble YPOBHU
OCTaToOYHOro aTtuneHokcnaa (30), ykasaHHole B [OCT /SO 710993-7, He NOAXOASAT K U3AENUAM,
HaxogAwmnmMea B KOHTaKTe C BbICOKOYYBCTBUTENbHbIMWU  TKaHAMW, Hanpumep, TKaHAMW rnasa.

JononHuteneHble yka3aHma no npumeHeHuto FOCT ISO 10993-7 npusefeHsl B [6].

6.4 [Ona OUP, koTopble NEPUOANYECKN HE CTEPUNUIYIOTCH, HO MOABEPratoTCs
acenTuyeckon obpaboTke, AOMKHbI NPUMEHATbLCA TpeboBanus no [7]. lMpepensHoe
3Ha4YeHne HopMbl 3arpssHeHus ana OUP fomkHO cocTaBnsTb 10‘3, YTO AOMKHO BbITb

noaTBepXaeHo AOKYMeHTarbHO.

MpumeyaHne — TexHU4ECKUIA MHPOPMALMOHHLINA OTYET [4] HE copepxuT TpeGoBaHuii no
npeaencHOMy coaepXaHulo atunenxnoprugpuHa (OXI). Mpeanonaraetcsi, 4to B Oyaywien pegakuum
MEXayHapoaHoro ctaHaapTta OyaeT yCTaHOBMNEHO npefensHoe coaepxanume OXI AnA MHTPAOKYNAPHbIX
n3genuin, cogepxalumMx xnopuj, B YeTbipe pasa Bbiwe cogepxanHua 30. 3T0 cneayeT yyYuTbiBaTb Npu

oueHke buonoruyeckoi 6eszonacHoctn OUP u ans cooTBeTcTBUA OyayLlen peaakummu cTaHaapra.

6.5 K OMWP, koTopble He CTEPUNMU3YIOT, HO MOABEPralT acenTU4ecKon
obpaboTke, [OMKHbI ObITb MpuUMeHeHbl Tpebosanus [7]. CooTBeTCTBUE [aHHOMY
MEXAYyHapoAHOMY  CTaHZapTy [AOKHO ObiTb  NOATBEPXKAEHO  AaTTECTOBaHHLIM
ViccrefoBaHeM B Cpee C NpefenbHbIM 3Ha4YeHNEM HOPMbI 3arpsiaHeHus 107,

MpumevaHune — [7] yctaHasnuBaetr oOwme TpebOBaHMS W COAEPXMT PYKOBOACTBO MO
npoueccam, nporpaMmMam U METOAUKaM aTTecTaLun U KOHTPONSA MeAULMHCKUX U3ENniA, NoaBepraemblx
acentuyeckoit 06paboTke. JaHHbIi MEXAYHAPOAHBIA CTaHAapT, B YACTHOCTU, NpUMeHUM Kk oBpaboTke
duanonornyecknx (BoOAHLIX) pacTBOpoB U, CNeaoBaTeNbHO, UMEET OTHOLLEHME K usrotoBneHuto OUP.

Byayuie 4actm AaHHOrO MeXAyHapoAHOro craHaapta OyayT MOCBSILLEHbI CNELUanu3MpoBaHHbLIM
npoueccam, Takum Kak ounbTpaumsa u nuodpunusauus.

7 Tpe6oBaHua Kk ctabunbHoctn OUP

7.1 WsrotoBuTenb AOMKEH ONpeaennTb U yCTaHOBUTBL Cpok rogHocTn OUP npu
XpaHeHUM B CKNaACKMX MOMELLeHUAX M cuctemax aoctaekn. OnpepeneHne cpoka
rOAHOCTM MPU XpaHeHUU AOSMKHO ObITb NPOBEAEHO B peanbHOM macwtabe BpemeHu
WM NPOBEPEHO MO YCKOPEHHOW METOAMKE WCNbITaHUs ANs NOATBEPXKAEHWUS,, YTO
OCHOBHbIE XapakTepUCTUKM No ©Ges3onacHOCTU U 3PEEKTUBHbIE SKCMyaTaLMOHHbIE
kauectBa rotosoro OUP 1 cucremMbl JOCTaBKU HaxoAsTCsl B YCTAHOBNEHHbIX npeaenax
B TeuyeHMe OOO3HAYEeHHOr0 Cpoka rOAHOCTM TMNPU  OXMAAEMbIX  YCIOBUSAX

TPaHCMOPTUPOBaHWS W xpaHeHus. WcnbiTaHne B peanbHOM Macwrtabe BpemeHu

10
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OOMKHO ObITb MPOBEAEHO MPW HOPMAasbHBLIX YCINOBUAX XPaHEHUSI U M3MEHEHUN
TeMneparypbl, @ OTHOCUTENbHAS BNAXHOCTb BO3fyxa AosmkHa coctaenaTth (60 + 20) %.

Mpw nchbITaHWM NO YCKOPEHHOW METoAMKE TemnepaTypa fomkHa GbiTb He Gonee
45 °C, a oTHOCHTENbHAaA BNaXHOCTb BO3Ayxa AOMKHa cocTaensTb 40 %.

7.2 TapameTpbl, KOTOpble HEOOXOAMMO  KOHTPONMPOBaTb BO  BpeMms
nccnefoBaHns cpoka rogHoOCTU Npu xpaHeHun: pH, 0oCMOnsANbLHOCTEL pacTeopa, YPOBHM
MUKpPOYaCTUL, CTEPUMBHOCTb, LBET, YACTOTa U APYrMe napamMeTpbl, YCTaHOBMEHHbIe
npu aHanmse pUCKOB Kak kputudeckmne ans 6esonacHoro npumeHeHnsa OUP.

7.3 YcraHoBneHHbI cpok cnyxOel OUWP npm xpaHeHun pomkeH ObiTe
NepecMOTPEH, €Cnv MNPV aHanmMse PUCKOB BbISBNEHO W3MEHEHWe TEeXHOMOrMK, YTO
MOXET NoBNMATL Ha cTabunbHocTe OUP.

MpumevyaHne — M3ameHeHus coctaBa OUP, ncxoaHbiIX mMaTepuanoe M UX NOCTaBLUWKOB,

YCNOBWIA M3roTOBNEHMA, BKNOYaA NPOLECC CTEpPUNM3auum, TUN YNakoBKW MU YNakoOBOYHbIE MaTepuarnsl,
MOTyYT oKasaTb HebnaronpuaTHoe BAMsAHNE Ha cpok cryx0Obl OUP npu xpaHeHun.

8 TpeboBaHusa k ynakoBke OUP

8.1 TpeboBaHus Kk 3awuUTe OT NOBPEXAECHUA

8.1.1 OWP pomkHbl ObiTb 3almLLeHbl OT MNOBPEXAEHUS MNPU XpPaHeHUU |
TPaHCMOpPTUPOBaHUM.

8.1.2 [onxHbl ObiTb NpUMEHEeHbl TpeGoBaHWA K YNakoBke MeAULMHCKMX
napenvn, ykasanHele B FOCT MCO 14630 v [8].

8.2 TpeGoBaHuA K 3aWUTE CTEPUSTLHOCTHU

OWP npn TpaHcnopTUpOBaHUM AOMKHBI BbITe yNakoBaHbl TakuMm 06pa3om, YTobbl
ocTaBarbCsA CTEPUNbHLIMU B NpeAenax WM HWKe HOPM, yKasaHHbIX AN YCNOBUWA
TPAHCMOPTUPOBAHUA, XPaHEHWA W MOrpy30YHO-pasrpy3oyHbIX  pabot.  [ormkHbI

cobnogatses TpeGoBaHus k cTepunbHOMY Gapbepy, ykasaHHble B [9].

9 TpeGoBaHus K uHdopmMauum, npegocTaBnsAeMoin
usrorosutenem ONP

9.1 JomkHbl  cobriogatecs  obwme  TpeboBaHus kK MHdopmaumu,
NpeaocTaBnsaeMo U3roTOBUTENEM MEAULIMHCKUX W3AEnui, ykasaHHele B [10], u
yacTHble TpeboBaHna k OUP, npueeaeHHbIE B HACTOSALWEM pasgerne.

9.2 T[lo NpUMEeHMMOCTK AOMYCKaeTCAa UCMOMbL30BaTh CUMBOMNbLI BMECTO TeKcTa.

Ecnn ncnonbayotca cMBOSbI, AOMMKHBI ObTb MPUMEHEHDI Tpe6OBaHMF| HaunoHanbHOro

11
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cTaHpgapTa rocyfapcTB, YNOMsIHYTbIX B MPEAMCIIOBUK, KakK NpPOroniocoBaBlnX 3a
MPUHATUE HACTOSALLErO MEXroCyAapCTBEHHOIO CTaHAapTa™.

Ha sTukeTke fomkHel ObiTb ykasaHbl npucytcteue B OUP rpynnel GydepHoi
fobasku n, Npu ee Hanuuun, BydepHas cNOCOBHOCTb.

9.3 Ecnim OWP noaBepXeH NOBPEXAEHUIO nop JencteneM  ¢akTopos
OKpyXXatoLen cpefbl, Ha TPaHCMOPTHOM KOHTEMHEPE AOMKHbI BbiTb HAHECEHbI YeTKUE
npeaynpenuTenbHbIe 3HaKW.

HomMep napTm W KOHEYHbIM CpOKAEWCTBUS MOryT ObiTb yKasaHbl Ha
CaMOKMNESALLENCs STUKETKE.

9.4 Bknagbiw AomKeH ObiTb BNOXEH B yNakoBKy Tak, YTOObl ero MOXHO Obino
B3ATb U NpOYMTaTb, HE NOBPEXAAsa CTEpUNbLHOrO Bapbepa.

9.5 MwuHumManeHaa wnHdoOpMauMs, HaHOCMMasi Ha KOHTEWHEp AnNs XpaHeHus,
BKMafblll B YMNakOBKY, CTEpUNbHbIA Gapbep U NMEpPBUYHBIA KOHTEWHEP, MpUBEAEHa B
Tabnuue 2.

Tabnuuya 2 — Mudopmauus, npeaoctasnsemasn u3rotoputenem

KoHTeinep anst | Bknaabiw B [ CrepunbHblid | MepBudHbIi

WHdopmaLms XpaHeHus: ynaKkoBKy Oapbep (Npn | KoHTeiliHep
Hanuuum)
HaumeHoBaHMe U3rOTOBUTENSA UK + + + +
YNONTHOMOYEHHOTO NpefCcTaBUTENs
Anpec n3rotosutens + + — —
ToproBoe HaMMeHOBaHWe U3aenus + + + +
OnucaHue KOMNNEKTa NoCTaBKM U _ + — —
MHCTPYKLUMA NO UCMOMNb30BaHUI0
KpaTkoe onucaHue XuMU4ecKkoro + + _ _
cocTaBa usgenus n obbema nocTaBku
Ycnosus XpaHeHus + + — —
MokasaHnsa K NPUMMEHEHUIO — + — —
MpoTuBONOKa3aHUSA K MPUMEHEHNIO — + — —
Mepbl npegoCcTOPOXXHOCTH "
npeaynpexaeHuss 06 U3BECTHOM — + - -
B3aMMOAENCTBUN c apyrumu
UMNnaHTaTamu
CoobuieHune o] TOM, 4yTo
COAEPXMMOE  MpeAHasHaueHo Ans + + + +
pa3oBOro UCMONb30BaHMS
Haanwuce: «CTepunbHO» "
MeTOoA(bl) CTEpUNM3aLMKU n3genus u + + + +

NEepPBUYHOIO KOHTENHepa

*B Poccuickon deaepauun aericteyet FTOCT P NCO 15223-1—2010 «Usgenus mMeanumuHckue.
CuMBOMEbI, MPUMEHsIEMbE NPU MapKUPOBaHWKM Ha MEAWLMHCKUX W3AeNusX, STUKeTKaX W B COMpoBOAUTENbHOM
fokymeHTauun. YacTs 1. O6wue TpeboBaHUs»
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KowTeitvep ans | Bknaabiw B | CrepunbHblii | MepeuqHbIi
Wndopmauns XpaHeHusi ynakosky | Gapbep (npu | KoOHTeWHep
Hanuuuu)
Hapnuce: «He ncnonb3osatb, ecnu + + +
CTepusibHbIl Gapbep HapyLLeH»
KOHeuYHbIN CpOK FrOAHOCTH + — + +
CoobuieHne o Hanvumm B OUP
OycepHoit  gobGasku,  BydepHas - + — -
CNOCOBHOCTL (MPU HanNUYKUK) COrfacHo
Tabnuue 1
Homep naptuu + — + +
MpumevyaHune — HoMmep naptTum, CPOK roOAHOCTU M AaTy CTepunusauuu AONYCKaeTCs He

ykasbiBaTb Ha CTepunbHOM Gapbepe,

npoYuTaTh HA NEPBUYHOM KOHTENHEPE, HE HapyLlas ero repMETUYHOCTL.

€Cnn OH MpOo3payHbii U HEeoBX0aUMYIO WHM(OPMaLMI0 MOXKHO
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Npunoxexnune A
(cnpaBoyHoe)

MeTtopabl usmepenus pH v onpepgenenua 6ydepHoin cnocobHoctu OUP

A.1 O6wme TpeboBaHUA

A.1.1 B HacToseM npunoxeHn npuBeieH NpUMep METOAOB U3MepeHus pH
n onpegenexna 6ydepHon cnocobHoctn OUP.

A.2 TpeboBaHusi K 060pPYAOBaHNIO N BCMOMOraresibHbIM YCTPONCTBaM

A.2.1 CmeknsHHas konba.

A2.2 bropetka emkocTbto 10 Mn AnA nogadnm TUTPUPOBAHHOMO pacTteopa C
ueHon penenms 0,1 mn.

A.2.3 Yawka ansa pasmelumBaHms.

A.2.4 T[anoyka Ana nomelunBaHUS.

A25 Tugpookucs Hatpus (NaOH), 0,005-HopmanbHbIl  CTaHAAPTHbLIN
0OBbEMHBIN PacTBop.

A26 ConsHas kucnota (HCI), 0,01-HopmanbHbIfl CTaHAAPTHbIA O0OBEMHbIA
pacTBop.

A.2.7 KanubpoearHbili pH-memp.

A.3 TMopapok noaroToBKu, NPOBeAeHUs U3MEPEHUs1 U nNpaBuna oopabdoTkn
pe3ynbTaToB U3MEpPEeHUs

A.3.1 PacTtBopbl MMAPOOKUCU HATPUS W COMSHOA KUCNOTbl MPUrOTOBUTL
obWenpuHATEIMA -~ MeTOg4aMU U repea  NpUMeHeHuem pas3baBuTb [0 HYXXHOW
KOHUEHTpauum.

A.3.2 B creknsHHyw konby enute 25 mn obpasua (o6bvem Vs) n nameputs pHy
€ NOMOLLLIO kanubpoeaHHoOro pH- metpa.

A33 C nomowpto OtopeTkn AoBaBUTb  AOCTATOYMHOE  KOSMYECTBO
TUTPUPOBAHHOrO CTaHaapTHoro obbemMHoro pacteopa HCI, utobbl 0GecneunTb
nameHeHue nokasarensa pH Ha 1,0 egunnuy pH (pH2). 3anucate 06bem fobasneHHoro
TUTPUPOBaAHHOro pacteopa (V).

A3.4 TloBTopuUTe OMepauunm CO BTOPOW anukBoTHoM npoGon obpasua,
NCnonb3ya TUTPUPOBaHHLIN CTaHAapTHLIM 06beMHbIN pacTeop NaOH.

A.3.5 Paccuutarb GydepHyto cnocobHOCTL Mo oopmyne

VN
Vs(pH —pH1)’
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roe Vi — obbem po6aBneHHoro TUTPUPOBaHHOMO PacTBoOPa;

Vs — o6bem pacteopa obpasua, MiT;

N — HOpMansHOCTb TUTPUPOBAHHOTO pacTBopa.

A3.6 B okoHyaTenbHoM OT4YeTe 3anucatb OydepHyro crnocoGHOCTL Mo
kucnote n 6ydepHyro cnocobHOCTb MO OCHOBaHMIO, MOSb/N Ha pH (M Monb-3k../n).

[ns pactBopoB €O 3HauuTenbHo BydepHonm cnocobHocTbo obbem obpasua
JOnyckaeTcs perynupoBate A0 MOMyYEHWA HyKHOro obbema TUTPUPOBaHHOMO

pacTeopa.
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Mpunoxenue b
(obaszarensHoe)

MeTon npoBepku 3arpsisHeHua OUP BUAUMBbIMU MUKPOYACTULLIAMU

B.1 O6wue TpeGoBaHus

Memod nposepku 3akmoyaemcsi 8 npoeedeHuu euayanbHol oueHku OUP ua
Hanu4ue suduMbIX MUKpoYacmuy, ¢ MOMOWbo ycmpoticmaa HabnodeHUs.

5.2 TpeboBaHuA kK 060pyAOBaHUIO U BCIOMOraTernbHbIM YCTPOMUCTBaM

b.2.1  Yctponcteo HabnogeH s, B COCTaB KOTOPOrO BXOAAT:

b.2.1.1 MatoBas YepHasn naHenb, yCTaHOBIEHHAA BEPTUKASNIbHO.

b.2.1.2 Marosas 6enas naHens, yCTaHOBNEHHas BEPTUKANLHO PSAOM C YepHO
naHensto.

B.2.1.3 Perynvupyembiii  naTpoH, CHabXeHHbI  WCTOMHUKOM CBETa u”
paccevBaTenem.

B.2.1.4 WUctoyHnk cBeTa B Touke HabniogeHWs AOMKEH co3jaearb
ocBelleHHOCTb He MeHee 2000 nk. [Ans eMKOCTeln M3 UBETHOro CTekna M nnacTtmacchl
OCBELLEHHOCTL AomkHa ObiTe 6onee 2000 sik.

B.3 MMopsaok noarotoBku, NpoBeAeHUs NMPOBepPKU U npaBuna obpaboTku
pe3ynbTaToB NPOBEpPKU

B5.3.1 CHsATb BCe 3TMKETKM C eMKOCTH, copepxaiien OVP, npoMbITb 1 BbICYLLUTL
€e HapyXHble CTOPOHbI.

B5.3.2 OcTopoxHO MoBOpauyMBas €MKOCTb, CINEeAUTb 33  MOSIBIIEHWEM
MuKpoyacTul, nepen 6enol  MOBEpXHOCTbIO.  BoagyluHble nysbipy B €MKOCTU
HeZonyCTUMBI.

b5.3.3 lMosiBneHne MukpovacTuy, cHMTaTh B Té4eHne 5 C.

b6.3.4 TMpoeectn onepauumm no b.3.2—b6.3.3 nepen yepHo naHenso.

B5.3.5 Cymmy MukpodacTuy, nosBuMBLUMXCS nepen Genon n yepHon naHensmu,

CYUTaIOT YpoBHEM 3arpsisHeHnst OUP BUAVMBIMU MUKPOYECTULIAMU U [LOKYMEHTUPYIOT
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Mpunoxexnue B
(cnpaBouHoe)

Memod npoeepku 3azpsisHeHusi ONP HeeudQuMbIMU MUKpOYacmuyamu

B.1 O6wue Tpe6oBaHus

Memod niposepku 3aknmoyaemcs 6 npoeedeHuu oueHku OUP Ha Hanuque
HEBUOUMBbIX MUKpoYyacmuly, C [OMOWpBIO ycmpolicmea JfeKMPOHHOU cucmems!
nodcyema mukpoyacmuy, no ocrnabneHuro ceema.

B.2 TpeboBaHus k 060pyAOBaHMIO U BCMIOMOrarefibHbIM YCTPOMCTBaM

B.2.1 O6bwume TpeGoBaHusA

B.2.1.1 Ycrpoincteo npeactaBnseTr cobon 3INEKTPOHHYIO CUCTEMY MoAcCYeTa
MVKpOYacTUL|, B3BELLEHHbIX B pacTeope, obecneqmBaroLLyto COOTBETCTBYIOLLYH Nogady
OWP, B KOTOPOW AOMKEH ObITb YCTaHOBMNEH AaTyMK ocnabneHus ceeTa, Hanpumep,
Tvna KL-04, vpma RION.

B.2.2 Tpe6oBaHus Kk npeaeny U3MepeHusi KOHUEHTPaUUM gaTymka

B.2.2.1 WUcnonbsyemoe yCTPOWCTBO [OMKHO WMETb nNpejen M3MepeHus
KOHLIEHTPaLUMX MakCUMarnbHOro 4Yucna onpefensieMblX MUKpOYacTUL, Ha MUNNUAUTP,
KOTOPbIV NpeBbiLwan 6bl NpeanonaraemMyto KOHLEHTPALMIO MUKPOYACTUL, B UCMbITYEMOM
OWnP.

Mpenen namepeHus KOHLEHTpaLmMM yCTPONCTBA YKa3biBaeTCsl YPOBHEM NogcyeTa
MWUKpO4YaCTULl, NPV KOTOPOM COBMAZaloWuiA CYEeT BCMEACTBME OAHOBPEMEHHOro
NpUCYTCTBUSA ABYX unu 6onee MukpodacTuy B npocmartpusaemom obbeme parymka
ocnabneHmna ceeta coctaensieT mMeHee 10 % nOACYETOB, CYyMMMPOBAaHHBIX AnNS
Mukpouactuy, pasmepamu 10 mkm. [peden uamepeHus KOHUeHmpayuu MukpodYacmuy,
domkeH 6bImb yKasaH 8 rnacriopme ycmpolcmea.

B.2.3 Tpe6oBaHusi K AMHAMUYECKOMY AUANa3oOHy AaTymKa

B.2.3.1 [OuHamMunyeckuii amanasoH JaTyuka [AOIKEH OXBaTblBaTb HaMMEeHbLUUN
pa3mep MUKPOYACTMIL, KOTOpbIE NoANexaT NoacHeTy B ucnbiryemom OUP.

B.2.4 TpeboBaHus k Boae

B.2.4.1 Ucnonbayemass Boga pAomkHa ObiTb MponylleHa u4epes MnopuUCTbIN
GUNLTP ANS OYACTKN €e OT MMKpodacTuy, Pasmepbl nop duneTpa AOMmKHbI ObiTb HE
6onee 1,2 Mkm.

B.2.5 Tpe6oBaHusi kK kKanUbpoBke

B.2.5.1 YctpoictBo kanubpytoT no Habopy cdepuyecknx MUKpoYacTuL
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pasmepamun ot 10 o 25 MKM B MoHOoAMCnepcHon cycneHaun. Habop cdepuueckmx
MUKpoYacTuL, AucneprupyroT B Boge no B.2.4.1 oo nonyveHus COOTBETCTBYHOLLEN
KOHUEeHTpauum mukpodactuy. B npouecce aucneprupoBaHusi He  4OMyCKatoTCs
arperatHble COCTOSHUSI MUKpOYacTuL.

B.3 Mopspok noarotoBku, NpoBeAeHUs MPOBEPKA U NpaBuria o6paboTku
pe3ynbTaToB NPOBEPKU

B.3.1 O6wue TpebGoBaHuA

B.3.1.1 lposepky nNpoBOAAT B YCMOBUAX OFPAGHUYEHHOrO  3arpA3HEeHUs
MUKPOYacTMLaMM C WCMOMb3OBAHWEM BBITSHXKHOMO LWkadga € namMuHapHbIM NOTOKOM
BO3[lyxa Yyepes BbICOKO3(PEKTUBHBINA CyxOn BO3ayLWHbLIA unsTp (HEPA).

B.3.1.2 [ns obecneueHus cooteeTcTBUA paboumx napaMeTpoB YCTPOWUCTBA
Tpebyemon TOYHOCTU MPOBEPKM OMnepaTop, NPOBOAALLMIA MPOBEPKY, AOMKEH NPOUTU
COOTBETCTRYHOLLEe 0ByueHue.

B.3.1.3 lMNepen KOHTPONMbLHOW MNPOBEPKOW MCMONb3yemasi CTEeKnsHHas nocyaa
fomkHa ObITb YMCTO BbIMbITA C MPUMEHEHWEM TEMoro MOKLEro cpeactsa U
TWAaTenbHO OMNornocHyTa 60MbLLIMM KONMYECTBOM BOALI NO B.2.4.1.

B.3.1.4 Bo Bpemsi nepeHoca uccnegyemoro OUP B emkocTb, nognexatlyto
KOHTPOSMHO, HE AONYCKAETCHA NMPOHUKHOBEHME BO3AYLLUHbIX MYy3bIPLKOB.

B.3.2 MNMopsaok noarotoBKU K NPOBEAEHUI0 KOHTPONLHOW NPOBEPKU

B.3.2.1 KoHmporbHas nposepka 3akimovaemcs 6 onpedesfieHuu 3arpssHeHust
MUKpoYacTMuaMu nstu obpasyos Bogbl Mo B.2.4.1 obvemMom 5 Mn kaxabid B
cooTeeTcTBuM ¢ B.3.3.

B.3.2.2 Ecnu uicno mukpovacTuy pasmepamn 6onee 10 MkM npeBbiiaeT 25 B
coBOKynHoM obbeme obpasyoB Bogbl 25 mn, To obwme TpeboBaHus GeazonacHocTu
NPOBEAEHMA MPOBEPKM HE SABNSAOTCH [OCTATOYHbIMU ANS MPOBEAEHWUA OCHOBHOM
nposepkm OUNP. CnefyeT NOBTOPUTL NOAMOTOBUTENBHLIE 3Tambl U MPOBECTU NMOBTOPHYHO
KOHTPOMBHYIO NMPOBEPKY.

B.3.2.3 OWP, npoweglme KOHTPOMbLHYIO MPOBEPKY, MOABEPraloT npoueaype
onpeneneHns 3arpsa3HeEHNs.

B.3.3 Mopsaok npoBeAeHUsA NPOBEPKU U OLIEHKA pe3ynbTaToB

B.3.3.1 Ons mHorokoMnoHeHTHbIXx OWUP TpebyeTcs TwaTtensHoe cmelumBaHue
OTAElbHbIX KOMNOHEHTOB B COOTBETCTBUM C YKa3aHUsAMN Ha STUKETKE.

B.3.3.2 Mepemewwnsator cogepxumoe OWUP, wmMeaneHHo nepesopaynBas
eMKOCTb He MeHee 25 pa3s. B cnyyae HeobXxoLMMOCTW, OCTOPOXHO YyAansoT

repMeTUYHYIO YNaKoBKy.
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B.3.3.3 Ounwaror BHELUHNE MOBEPXHOCTY EMKOCTU C MOMOLLBHO CTPYM BOAbI MO
B.2.4.1, CHAMAIOT KPbILWKY, HE AONYyCKas 3arpsi3HEHUSI COAEPXUMOro emkocTu. [atot
BbIATW Ny3bIPbKaM rasa B TEH4EHNE 2 MUH.

B.3.3.4 Bepyt yetbipe nopuum OUP, kaxgas mn3 kotopbix cogepxut (5 + 0,2)
MI1, U MOACHUTBLIBAKOT YACMO MUKPOYacTUL, pasmMepsl KOTOPbIX paBHbl Unn Gonee 10 un
25 MKM.

B.3.3.5 MoacunTbiBatoT W JOKYMEHTaNbHO OMOPMNSAT CpefHee Yucno

mukpoyacTuy B OVP, nognexatliem 1UccrefosaHuio.
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MpunoxeHue I
(pekomeHdyemoe)

Mukpockonuuyeckui aHanus TBepabixX (HEBUOAUMbIX) MUKpPOYacTUL,

.1 O6bwwue TpeboBaHUA

1.1 Mwukpockonuyeckun  aHanus  npegycMatpuBaeT  MOACYET  yucna
HEBMAMMBIX TBepAbIXx Mukpoyactuy B OUP Ha eamHugy obbema mocne Toro, Kak 3Tu
YacTuubl cobepyTcs Ha NOPUCTOM MeMBpaHHOM PUnbTPe.

1.2 Tpn BLINONMHEHMN MMUKPOCKOMWYECKOTO aHanmMsa He npeaycMOTpeH
noacyeT aMopdHbIX, MOMYKUAKMX UMW APYTUX MOPEONOrMUYECKM HEOTHETIIMBBLIX YacTuL,
KOTOpble MMEKT BUA MNSTHA UMW U3MEHEHMs LiBeTa Ha MOBEPXHOCTUM MeMOpaHHOoro
duneTpa. Takve vacTuubl UMeroT HeBonblon pensed unu He umeloT penbeda
NMOBEPXHOCTU U UMEIOT CTYAEHUCTBIN MW NNeHKOOOpasHbIA BUA.

.2 TpeboBaHMA kK O6GOPYAOBaAHUIO U BCNIOMOTaTerNibHbLIM YCTPOMUCTBaM

r.2.1 Mwukpockon

2.1.1 Mwukpockon (CrnoXHbin GUHOKYNSAPHBIN), KOMOWHauua obbekTuBa WU
okynspa obecneunsaer yeenuueHvne (100 + 10). ANOXpOMaTUUECKUA WM NYyYLLNiA
OGLEKTMB [OMKEH UMETb HOMUHANbHOE yeenunueHne 10 Y MUHUMArBHYIO YMCROBYHO
anepTypy 0,25. O6bekTnB AOMmKEH ObiTb COBMECTUM C 3MUCKONUYECKUM OCBETUTENEM.
YBenuueHue okynapos — 10%.

r2.21 Mwukpockon cHabXeH MeXaHW4YeCKUM CTONIMKOM, KOTOPbIN MOXeT
ukcupoBaTb MeMbpaHHbIN unbTp arameTpom 25 unu 47 MM U CKaHUPOBAaTb BCHO €ro
nnowazgb.

r.2.2 Ocsetutenu

221 [Oea oceetutens, ocHalleHHble ronybbiMn cBeTodUnbTpaMu AHEBHOMO
cBeTa ANs CHWXKEHWS yCTanocTu rnasa oneparopa:

- BHELUHWIA OCBETUTENDb, PETYNIMPYEMbIN Ansi 06ecneYeHnss KOCOro OCBELLEHUS,
nagarowero nog yrrnom ot 10° o 20° k ropnsoHTanu;

- 3MNMCKOMWYECKUIA OCBETUTESb CBETIIONO MNOJIS, BCTPOEHHbIA B MUKPOCKON.

r.2.3 OkynsipHas ceTKa C OKPYXHOCTSIMU

2.3.1 OkynspHas ceTka C OKPY>KHOCTAMMU (CM. pucyHok I.1), oTkanmbposaHHas
Takum obpasoM, 4ToBbl U3MepUTENbHbIE OKPY)XHOCTU 3aHuMann 2 % HOMUHaNbHOro

nonsa 3peHna B NNOCKOCTU CTONMMKa ANna AaHHbIX obbekTnBa u oKyndpa.
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PucyHok .1 — OkynsipHas ceTka C OKPY>XHOCTAMMU

.2.3.2 TpospayHble 1 YepHble N3MEPUTENDBHBIE OKPYXHOCTU anameTpamu 10 u
25 Mkm npu yeenndeHnn 100* SBRSIOTCA CPaBHUTENBHBIMUW LUKANamMn Ansi U3MepeHuns
yactuy,

r.2.4 O6beKT-MuKkpomeTp

241 O6bexkT-MUKPOMETP C LeHoW aeneHna 10 MKM, UMerowmn ceptudukar
COOTBETCTBUSA, BbiAaBaEMbI B YCTAHOBMNEHHOM MOPAAKE aKKPeAUTOBaHHbIM OpraHoM
no ceptudmkaumn.

r.2.5 Ycrponcreo hunbTpaumMm u BCNoMoratenbHble NPUHaAIeXHOCTHU

2.51 dunbtpoBanbHaa BOpoHKa O0O6bEMOM, MOAXOAAMM AN UCMLITaHWS,
MUHUManbHbIM ~ guametpom 21 MMm. BopoHka pomkHa ObiTb  M3rotoBrneHa u3
nnacTMacchl, CTEKNa U HepXKaBetoLLen CTanu.

2.5.2 dunbTposanbHbi AMdEDY30P, BLINOMHEHHLIA B BUAE MOACTaBKU MOA
UNLTP, U3rOTOBMNEHHBIN N3 HEPXKABEIOLEN CTanN UM CNEYEHHOTO CTekna.

[.2.5.3 WUcTouHWK Bakyyma.

I.2.5.4 TMWHUET ¢ 3aKpyrneHHbIMU KOHLLaMM.

2.5.5 [osaTtopbl pacTBOpUTENs C PUNLTPYIOLLMM COnnoM, obecrneunsaromm
nogavy pacTtBOpuUTEns, OT(UILTPOBAHHOIO OT 4acTuu, TOMWMHON He Gonee 1,2 MKM
npv gaeneHumn ot 70 go 550 kMa.

256 MembpaHHble GunbTpbl, 25 unu 47 MM, c ceTkon wunm 6es cetkw,
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YEpHOro UNM TEMHO-CEPOro LIBETA, WM3rOTOBMEHHbIE M3 LIENJIONO3HO-3UPHON CMecH,
pasmepamu nop He 6onee 1,0 MKM.

I2.5.7 Yawka MNetpn.

258 BbitskHOM Wkad C namMyMHapHbIM - MOTOKOM  BO3pyxa  4Yepes
BbICOKOIEKTUBHBIA Cyxor BosgywHbid punstp (HEPA) ¢ cogepxanmnem He Gonee
3500 yactu/m®.

259 CrepunbHbie nepyaTku.

2.5.10 [enoHnsmpopaHHas Boga.

2.5.11 WsonponunoebI CNpPT.

.3 [opsidok noGz2omoeku k nposedeHuro aHanu3a

r.3.1 Obwue mpe6oeaHus

I.3.1.1 Onpepenstot cnenyto NpoBy NyTeM CneayroLLmMx onepauyn:

- nogatoT 50 MN AEMOHN3NPOBAHHON UMK PUNBTPOBAHHON AUCTUNNNPOBAHHON
BOAbI;

- MpOBOAST OTKauyKy BO3AyXa WM MPOMyCKalT BCIO BOAy 4Yepes MeMOpaHHbIN
dUnLTP;

- BbHUMaKT MembpaHy M3 OCHOBaHMA (PUNLTPOBANbHON BOPOHKWM W KNagyT
MOBEpPX MONOCKM ABYXCTOPOHHEN NneHThI B Yawuke Metpy;

BbICYLUMBAIOT MeMOpaHy 1 NPOBOAST €e UCCrefoBaHue Noj MWKPOCKOMOM
npu yBenmyeHum 100,

r3.1.2 Ecnum B npegenax oTUNLTPOBAHHOMO y4yacTka npobbl UMEETCA He
Bonee 20 mukpovactu, pasmepamu, Gonee nnmn pasHeimn 10 MKM, U 5 MUKpoyacTuy
pasmepamu, 6onee nnu paeHeIMM 25 MKM, TO (OOHOBLIN YPOBEHL MUKPOYACTUL, CHATAIOT
[OCTaTO4HO HU3KVUM A1 MPOBEAEHNS MUKPOCKOMUYECKOro aHanmaa.

3.1.3 MNpu npoBegeHwn aHanusa cregyeT Wcnonb3oBaTe 0OBecnbINeHHbIe
CTepunbHbIE MepyaTtky, YCTPOWCTBO UNbTPaLUM U MPUHAANEXHOCTH, TLATENbHO
BbIMbITbIE C WCMOMb30BaHWEM TEMMOro pacTBopa MOMLLEro CpeAcTsa, CMbIBAeMOro
LEeVIOHU3NPOBaHHON BOLOW UMW M3OMPOMUMOBLIM CNMPTOM. [lepes MCMOMb30BaHMEM
crnepgyer oTUNLTPOBaTb  AWUCTUNIIMPOBAHHYID WNW  OEVOHU3NPOBaHHYO  BOAY
huneTpamu ¢ oTBepcTnsMM He Bonee 1,2 Mkm.

.3.1.4 OkoHu4aTenbHyro CyLUKy YyCTpOWCTBa UNbTpaLummM 1 NpuHanneXxHocTen
NMPOBOAAT B BbITSKHOM LUKady C NamMyHapHBLIM NOTOKOM BO3AyXa.

PekomeHayeTca ycTaHaBMuBaTh BbITSHKHOM LUKad B OTAENBHOM MOMELLEHUN C
nojaven oTPUNLTPOBAHHOIO BO3ayXa.

.3.2 [Nodzomoeka MUKpockona
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.3.2.1 BknwovarT BHELWHWUIA BCNOMOraTerbHbIA OCBETUTENb NafaroLLEro KOCOoro
OCBELLIEHNSA 1 yCTaHaBnMBatoT ero BONman CTonmka MMKpockona.

.3.2.2 ®okycupytoT OCBETUTENb Tak, YTOObl MOMYYUTb KOHLEHTPUPOBaHHLIN
y4acTok cBeTa Ha MmeMBpaHe punbTpa, PacrnonOXKeHHOro Ha CTOMNMKe.

.3.2.3 PerynupytoT BCMoMoraTenbHbIA OCBETUTEMb MajatoLero  Kocoro
OCBeELLeHNs MO BbICOTe Tak, YTobbl yron nagatoLlero ceeta cocraensan ot 10° go 20° k
rOPU3OHTanNMN; MUKPOYacTULbl H8 MEMBpPaHHOM (UNLTPE AOMKHLI UMETb OTYETNIMBLIE
TEMHbIE TEHW.

.3.2.4 PerynupytoT BHYTPEHHWUIA 3MUCKOMUYECKNIA OCBETUTENb CBETNOrO Mons,
MOMHOCTLIO OTKPLIB MOMEBYIO U anepTypHyro Avadparmel. LIeHTpUpyOT HWUTL Hakana
namnbl 1 POKYCHPYOT MUKPOCKON Ha pUnbTp, CoaepaLlyin MUKpoYacTuLbl.

.3.2.5 PerynupyloT WHTEHCMBHOCTb OTPaXEeHHOro cBeTa A0 Tex Mop, noka
MUKPOYACTMLbl HE CTaHyT YETKO pasnuyMMbl M He OOHapyxaT OTYETNUBLIE BUAUMbIE
TEHW.

3.2.6 YcranaenvsaoT camoe HWU3KOe 3HaueHue WHTEHCUBHOCTU
3MNCKOMUYECKOro OCBELLSHWS, 3aTeéM MNOBbIWAKT ero A0 Tex nop, MNokKa TeHw,
otOpacbiBaeMble 4YacTULAMKX, HE MOK&KYT MUWHUMANbHO 3AMETHOE CHWKEHWe
KOHTpacTa.

r.3.3 Modzomoeka ycmpolicmea punsmpayuu

.3.3.1 MotoT chunbTpoBanbHyro BopoHKy (I1.2.5.1), noactaeky u auddysop B
pacTBope KMAKOro MOMLUEro Cpeactsa M B rOpsSHen BOAE, MPOMbIBAKOT Topsyen
NMPOTOYHOW  BOAOMPOBOAHOW  BOAOW, MOTOM  MPOMBIBAT  (OUNBTPOBAHHON
LLeNOHN3MPOoBaHHOW BOAOW noj AasneHveM. [oBTOpSAIT NMpoueaypy MNPOMbIBaHUS C
1cronb3oBaHneM OUNLTPOBaHHOMO M30MPONUIIOBOro cnvpTa. [poMbIBaOT yCTPONCTBO
dunbTpaumMn  PUNLTPOBAHHOW  AEVMOHU3NPOBaAHHOW  BOAOW, MOAaBaemMon  Noj
JaBneHnem.

.3.3.2 C nNOMOLLLI YNCTOrO MUHLUETa C 3aKPyrfieHHbIMA KOHLAMW BbIHUMAIOT
MeMBpaHy 13 0CHOBaHWsi BOPOHKM ounbTpa.

3.3.3 Cipyelt punbTPOBaHHOW OYMLLEHHOW BOAbI, MOAABAEMOW MOLA HU3KUM
AaBneHueM, TwWAatenbHO MpPOMbIBalOT 06e CTOPOHbI PUMBbTPA, HayMHas CBEPXY,
noesopayvBas B3aj U Bnepep K OCHOBaHMIO.

.3.3.4 CobupaloT 4McToe YCTPOWCTBO Tak, 4ToBbl Anddy3op Haxoauncs B
BEPXHEW 4acTU OCHOBaHMWS, @ UYACTbIN MeMOpaHHbI UNbTP — B BEPXHEW 4YacTu
Anddysopa.

3.3.5 YcraHaBnvMBalOT y3en BOPOHKM B BEPXHEW YacCTU OCHOBaHUA W
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3aKpennsitoT.

r.3.4 lodzomoeka k aHanu3y ucnoimyembix ONP

loTossiT UcnbITyemble OUP B crieaytoLen nocneaoBaTensHOCTH.

3.41 BHe BbITAXHOro wkada CcHUMaT BCE  HapyXHble  KPbILKW,
repMeTU3NPYIOLLME MOSIOCkl N HEe3aKpenneHHble nUnu oTcTatowme SGyMaxHble siprbIKy.
[poMbIBalOT BHELLHWE NOBEPXHOCTM KOHTEMHepa UNbTPOBaHHON AENOHU3NPOBAHHOM
BOJOWN, NPEAYCMOTPER 3aLUMTy EMKOCTM OT MOMajaHns 3arpsi3HEHUN U3 OKpyKatoLLen
cpenb!.

.3.4.2 WNabivaloT coaepxumoe koHTerHepoB. COAepXKMMOe KOHTEMHEPOB CO
CbEMHBIMM MPOBKaMM MOXHO M3bSTb HEMOCPEACTBEHHBIM CHSATUEM KPbILLEK, TakkKe
LOMNYyCKaeTCs NCMomnMb30BaTk YCTPOUCTBO ANA oT6opa npod ¢ Urmnoi Ans NPOHWKHOBEHUS
B KpbIKy koHTenHepa. [Mpobbl OUP, ynakoBaHHble B MNACTUKOBblE KOHTEMHEPHI,
MOXHO W3bATb, COenaB OTBEpPCTME B KoMnadke KOHTEMHepa WnvM OTpe3aB Yrorok
YMCTBLIM NE3BMEM UINU HOXHMLLAMM.

3.43 Yucno npob wuchbiryemblx OWP pomkHO ObiTb AOCTATOMHbIM ANS
obecneyeHns CTaTUCTMHeckM ODOCHOBAHHOW OLIEHKW TOro, COOTBETCTBYET NU NapTus
wnu pgpyras kpynHas rpynna npeacrtaeneHHeix OWP  3agaHHbIM npegenaM  vnu
MpeBbILLIAET WX.

.3.4.4 Ecnu obbem koHTelHepa meHee 25 mn, cnegyeT ucnbitate OUP 13 He
mMeHee YyeM 10 kOHTelrHepoB. [JonyckaeTcs NpoBepsiTb €AUHUYHBIE KOHTEWHEpPbLI, ecnu
o6vem OWIP oThenbHOro koHTerHepa cocTaensieT He meHee 25 mn. B cnyvae, ecnu
BMECTUMOCTb KOHTEeMHepa 6onee 25 MmN, NPOBEPSAIOT OfMHOYHbIE KOHTEWHEpSLI.
Mposepky OWP B KkoHTeMHepe 6Gonee 25 MmN nNpoBOAAT Ha  OCHOBAHWU
COOTBETCTBYHOLLEro NnnaHa BbIGOpOYHOro KOHTPOrS.

r.4 [Mopsidok npoeedeHusi aHanu3a

r.4.1 lopsidok ananusa ucnoimyembix OUP

4.1.1 lMNepemelwmBaOT KOHTEVHEpPLI, copepxawme ucnbityemble OUP, 20-
KpaTHbIM OMpPOKUZbIBAHUEM.

412 BckpblBalOT KOHTEMHEPbI Takum  Ccriocobom, KOTOpbIA  co3pacT
HaMMeHbLLEE BO3MOXHOE 4MCNo (hOHOBLIX YacTuly. Ecnn obvem OUP B koHTElHEpe
MeHee 25 Mn, crneayeT BCKPbITb M CMeLlaTh CoaepXmmoe He MmeHee 10 KOHTEHepOoB B
UUCTOWN EMKOCTMU.

4.1.3 Nepenveator Becb 0b6bem OWUP B uNbTPOBanbHYO BOPOHKY W
BKITHOHAIOT BbITSDKKY.

r41.4 Ecnm o6vem OWP, noanexawero dunbTpauum, npeebillaeT
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BMECTUMOCTb (PUNbTPOBANBHOW BOPOHKM, MOCTEMNEHHO [06aBNAOT pacTBOpP NOPUUAMM,
noka secb 06vem OUP He Byaet oTuneTpoOBaH.

r4.1.5 Nocne nocnegHen nopuum OWP nNpoMbIBalOT CTEHKU BOPOHKW,
HanpaBnAs NoA4 HWU3KMM [AaBNEHWEM MO KPyry Ha CTeHKM BOPOHKUW MOTOK
rnbTpoBaHHON AenoHU3npoBaHHOM Bogbl. [pekpallaloT NpombiBaHWE BOPOHKM
npexae, 4em obbeM CHU3UTCA A0 1/4 ypoBHS HanonHeHus. MogaepXxMBaloT BakyyM,
noka BCS1 XKWAKOCTb HE NPOVAET B BOPOHKY.

4.1.6 OTKNOYMB BbLITSDKKY, C MOMOLLUBIO MUHLETa BbIHUMAKT MeMOpaHy 13
OCHOBaHVA (PUNbTPOBANLHOM BOPOHKM M MOMELLAIT B yawky eTpwn, 3akpenvs ee ¢
NMOMOLLBIO  ABYCTOPOHHEN TNEHTbl W HAHECH WAEHTUMUKALMOHHYIO MapKUpOBKY
ucnbiryemoro OUP.

4.1.7 BbicywwuBaoT pUNbTpoOBanbHyl0 MeMbpaHy B BbITSXKHOM Likady co
cnerka npuoTKPbITON KpbIWKOM YaLukm MeTpu.

r4.1.8 PaccmoTpuBaloT Moj  MMKPOCKOMOM C  yBenuyeHwem  100*
hrnbTpoBarnbHy MeMBpaHy Npu CHATOM KpbIlwke Yaku MeTpu.

4.1.9 Ecnu B 30He dunbTpaumm nmeetcsa He 6onee 20 yacTuy pasmepamu,
Bonee vnu paeHbiMu 10 MKkM, 1 He Bonee 5 vactuy, pasmepamu, Gonee nnm paeHLIMK
25 MKM, TO (POHOBLIN YypOBEHb YacTuy [SOCTATOMHO HU3OKAMNA NPOBEAEHMS
MWKPOCKOMUYECKOro aHanmsa.

4.1.10 Ecnu 4ucno yactuy npesbilaeT 31M TpeboBaHus, OHOBLIA YPOBEHb
YacTuy, He NOAXOAWUT ANA MNPOBELEHVMS MUKpOCKOmMYeckoro adanusa. Cnepyet
NOBTOPSATb MOArOTOBUTENbHbIE 3Tanbl, MOKa (POHOBLIM YPOBEHb 4acTuL, HE CTaHeT
NOAXOAALLMM ANA NPOBEAEHNSA LaHHOMo UCTbITaHUs.

r.4.2 Mopsdok npoeedeHuss pabom c OKynsApHOU cemkol u nodcyem
MuKpodacmuy

4.2.1 OTHOCUTENbHYO MOrpPeLUHOCTb OKYNSAPHOW CETKM OMnpefensoT C
MOMOLLIbIO OB BEKT-MUKPOMETPA, NPOBOAS CrEAYHOLLNE onepaLn:

COBMELLAIOT JIMHEMHYIO LLIKany CETKM CO LUKanon oObekT-MUKpOMeTpa, YToObI
OHM BbINy NapannenbHsb;

CpaBHMBAIOT LUKanbl, UCNOMNb3ys Kak MOXHO Oonblue AENEHUA Ha KaK4OW
LKkane;

3annCbIBaOT YUCNO AENEeHUr Ha NMUHENHOM Wwkane cetku — GSD un uucno
AeneHni Ha Lwkane obbekT-Mukpometpa — SMD;

paccUMTLIBAOT  OTHOCUTENBHYIO  MOrpPELUHOCTb  OKYMSPHOA  CETKM MO

cneayoLen dopmyne:
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GSD—-SMD r1
SMp

100

Honyctuma oTHOCUTENBHAA NOrPELIHOCTL B Npeaenax + 2 %.

4.2.2 OCHOBHbIM METOAOM U3MEPEHNA C UCMONb30BaHNEM OKYTNSPHOW CETKN C
OKPYXXHOCTAMM ABRSETCH MbICNIEHHBIN NEPEHOC N30BPaXKeHNS KaKA0A MUKPOYacTULbI B
nore 3peHust OKyNSPHOW CETKW, a 3aTEM CpaBHEHUE UX C OKPY>KHOCTSMU CpaBHEHUS
anametpammn 10 n 25 mkm. [Mpouecc usmepeHus BbINONMHAETCA 6e3 HanoxeHus
MUWKPOYACTUL, Ha OKPYXXHOCTU CPaBHEHWS, MUKPOYacCTWLbl HE CABUTalTCA CO CBOErO
MecTa B npegenax nons 3peHnst OKynspHOW CETKW.

423 Ona wnsmepeHnsa ©Genbix W NpO3payHbiX MUKpodacTuy cneayer
NCNoNb30BaTh BHYTPEHHWUA ANaMETP CBETSIbIX ONOPHbLIX OKPYXKHOCTEN, ANS N3MepeHns
TEMHBIX MWKPOYACTUL, — HapPYXHbIN AUAMETP YEepHbIX HEMPO3paYHbIX OKPYXHOCTEN
CpaBHEHWSI.

[4.2.4 dokycupya OKYNAPHYKO CETKY perynupoBaHWEM AVONTPUMAHOTO KOmMbua
MpaBoro OKynsipa, NoBOPaYMBaIOT €€ B MPaBOM OKynspe Tak, YTobbl NMUHEerHan wkana
Haxopunacb BHU3Y Nonsa 3peHus, Habnogas nccnegyemoin obpasel He B okyce.

4.2.5 dokycupytoT MuKpockon Ha wuccnepyemein OWP. Habnwopaor OUP
TONbKO Yepes npaBbli OKynsp. Habniopaa 4epes neBbIM OKynap W perynupys
LVOMTPUAHOE KOIbLO, JobuBaroTca PokycmpoBky nccnegyemoro OUP.

[.4.2.6 Tpw BbINONHEHWN NOMHOrO NOACYETA HE NPMHUMAKOT BO BHUMaHWE none
3PEHVSI CeTKW, OrpaHndeHHoe OONbLUOA OKPYXHOCTbIO. McnonbayrtoT BepTuKanbHoe
NepeKpecTLE.

427 CkannpyroT BClo MembpaHy cnpaBa HaneBO MO TPAaeKTopuM, KoTopas
NPUMbIKGET, HO He MNepeKkpbiBaeT MNEepPBYD TPAEKTOPUIO CckaHuposaHus. [oBTopstoT
npoueaypy, nepemellascb BrpaBo-BMeBo, Noka BCe YacTulbl Ha membpaHe He ByayT
NOACYUTAHBI.

[.4.2.8 3anuceiBaroT obLiee YMCNO YacTul, pasmepbl KOTOPbIX COcTaBnarT 10
MKM 1nn Bonee, n obLiee 4nCrio YacTul, pasMepbl KOTOPLIX COCTaBMAT 25 MKM Unn
Gonee.

4.3 lMpasuna 06paboTku pesynbLTaTos aHanmsa

I4.3.1 Paccu1TbiBaloT YACMO YECTUL, Ha KOHTEMHEpP no dopmyne

P/V, (r.2)

rae P — ofuee Yncrno NoACHUTaHHbIX YacTuu;
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V — obvem ucnbiryemoro OUP, mn.
[4.3.2 KoppektmpytoT cTeneHb pasbaBneHuss A[ns  MofyyYeHus  4ducna
Mukpoyactuy, npu noarotoBke OWP, ToecTb pacCunTbIBAOT YUCMO  BbISIBNEHHbIX

MukpoydacTul Ha obbvem nccnegyemoro OUP.
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MpunoxexHue [
(obsizaTrenbHoe)

HUcnbimanue OMP memodom eHympuzna3Hol umMnaaHmayuu

0.1 O6wue TpeboBaHusi

A. 1.1 Npu npoBeaeHNM UCMbITAHWUA BHYTPUINA3HON MMNMAHTaAUMK MPOBOAAT
OLUEHKY MEeCTHOro JAEWCTBMS Ha XMBYIO TKaHb ob6pasuya OWP, vMnnaHTMpoBaHHOrO
XUPYPru4eckMMm  crocoboM B MECTO, COOTBETCTBYHLLEE  NPeAyCMOTPEHHOMY
NPUMEHEHMNIO, MapLUPYTy W AJIMTENBbHOCTM KOHTaKTa Kak Ha MUKPO-, Tak WU
MaKpOYPOBHSIX.

0.1.2 Obwwme TpeboBaHUA K MUCMbITAHUSM Ha UMMNAHTaUMIO COOTBETCTBYHOT
ykasaHHbiM B [OCT ISO 10993-6 u FOCT ISO 10993-12.

[0.1.3 B kayectBe Mecta AN uvMNnaHTauum MoxeT ObiTb WCMonb3oBaHa
nepefHas kamepa unu CTEKNOoBMAHASA MONOCTb rNasa XMBOTHOMO, NOAXOASALLEro Ans
UCMbITaHMs.

[.1.4 B cootBetcTtBUM C TpeboBaHusMU [5] ncnbiTaHWe Ha >XMBOTHOM [AOJDKHO
ObITb COKpaLLEeHO 40 OrpaBLaHHOro MUHUMYMA.

0.2 TMopsaok npoBeAeHUs UCNbITaHUA

0.2.1 Heobxogumbin obbem OWP, cooTeeTcTBYyIOWMIA npegnonaraemMomy
MCNOMb30BaHWIO, BBOAST B MEPEOHION KaMepy uiu 8 nepedHIon Yyacms CMeKosuoHoU
ronocmu enasa.

0.2.2 MnnaHTaumio ocyLLecTBAsT C MUHUMAIbHO BO3MOXXHOW TPaBMOW rnasa
ans Toro, 4tobbl Xvpyprudeckas TpaBma rnasa He MackupoBana noBPEeXAEHWs,
NONyYeHHbIE B PE3yrbTaTe BO3LENCTBAS UCTLITYEMOrO Unn KOHTponsHoro OUP.

023 B KadecTtBe obpasua CpaBHeHus WCMOMNb3YOT Apyron
3aperucTpupoBaHHbii OUP, mpucyTCTBYIOWMIA Ha pbliHKE HEe MeHee NSTU neT ”
npeaHasHauYeHHbIA ANs TeX XKe Lenen.

0.3 MpaBuna o6paboTku pe3ynbTaroB UCMbITaHUA

[0.3.1 BocnanuTtenbHaa peakuuws rnasa, BosHukawowas nocne esegeHns OUP,
LOMKHA  MOCTOSHHO  KOHTPONMPOBaTbCA UM KNaccuduumpoBaTbCA  COrnacHo
CTaHOapTU30BaHHOMW CUCTEME KOMUYECTBEHHbIX Mokasarenen pana  Guommkpoc-
KOMM4YECKOro WUCCNefoBaHns C WUCMOMb30BaHWEM LLUENeBOn Nnamnbl Yepe3s 4—6 4 u
ONOMMKPOCKOMMYECKOTO UCCMEfoBaHNSA U U3MEPEHUSI TOMWMHBLI POroBuULbl Yepes 24,
48, 72 4 n 1 Hep nocne BeegeHna OUP.

[0.3.2 BHyTpurnasHoe gaeneHve naMepsitoT B MOMEHTbl BPEMEHW, YKa3aHHbIE B
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oueHke pucka. [JonyckaeTcs NpuBOAUTL AOMOSHUTENbHBIE OLEHKM B 3aBMCUMOCTA OT
ATNUTENBHOCTU U3YYEHUS UMIMTTaHTaLNN.
[.3.3 Pesynbtartbl uCMbITaHWW AOMKHbI OblTb 3aHECEHbI B OKOHYamMebHbIl

om4yem.
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MpwunoxenHue E
(o6sa3aTtensHoe)

TpeboeaHus K KNUHUYECKOMY ucnsimaHuro OUP

E.1 O6uwue TpeSoBaHuA

JomkHbel BbITb NpYMeHeHb! obLwme TPeboBaHMA K KIMHAYECKMM UCMLITAaHUAM MO
FOCT 31880.7 wn wvacTHble TpeboBaHus nopgpaspenoe E.2—E.4 Hacrosulero
MPUNOXEHWS.

E.2 TnaH KNMHUYECKOro UCNbITaHUNA

E.2.1 [JomkHO ObITb MPOBEAEHO CTaTMUCTUYECKOE KIMHWYECKOEe MUCMbITaHue B
KOHTpONUpyeMsIx ycrnosuax. Llensto mccnepoBaHusi fomkHa ObiTb [4OKYMEHTAaNbHO
noaTeepxaeHHas 6esonacHocTe HoBoro OWP BO Bpemsi onepaumy no CpaBHEHWHO C
koHTponeHbIM OUP. AHanna pucKOB AOMKEH ONPeAEnUTb UCXOAHYHO rMnoTesy, a Ans
pac4eTa HeobXxoAMMOro uncra CyOBLEKTOB B KaKAOW KOHTPOMbHOW rpyrne AOSmKHbI
ObITb MCNONB30BaHbI CTaHAapPTHbIE BUocTaTUCTMYeCKue opMybl.

E.2.2 KoHTponbHbIM pacTtBOpoM [OMmKeH ObiTb AOKyMeHTUpoBaHHbIi OWUP,
LMPOKO nNpoOAaBaeMbli B TEYeHUe MOCNEAHUX MATUM NEeT, NpeaHasHaYeHHbIn 1
YTBEPXAEHHBIA 4S9 TOr0 Xe NpuMmeHeHns. Ymicno He AoBeAeHHbIX [0 KOHLA CybbekToB
B K&KAOW KOHTPOMbHOW rpynne LOMKHO cocTaenaTb He Gonee 10 % obulero uucna
BOBINEYEHHbIX B UCCNEAoBaHNE CyObLeKTOB.

MpumevyaHnue — Kocnenosawus, NpoBoAMMbIE B OAHOW CTpaHe, MOryT MPUBECTU K
NOABMIEHUIO AONOSNHUTENBHLIX TPEGOBaHMIA N0 BLINONHEHUIO NPABOBLIX HOPM B APYIUX CTpaHax.

E.2.3 Kaxabli KNMHWYECKUA WCMbITaTenb AOMMKEeH MPOBOAUTL OAWHAKOBYHO
XUPYPruyeckyto onepaumio 4ns Bcex CyOLEeKToB.

E.2.4 Habnogatenu He [OMKHBI NPUHUMAaTL YydacTMe B KIUHWYECKOM
ucnbitaHui. Ecnn Henb3si AOCTUIrHYTb CPaBHUTEMbLHOIO WCCREeAOBaHUSA HOBOMO WU
koHTponbHOro  OWP,  nocrneonepauyoHHble  UCCIEAOBaHWA  MOXET  NpPOoBEcTU
He3aBMCUMbII  Habnwopgartenb, KOTOPbIA He JO/MKeH 3HaTb, kakon OWP  6Gbin
MCMOSIb30BaH.

E.2.5 AnutenbHocTb wucnonb3osaHna OWUP un obbem, npumeHsieMbii ans
Kaxgoro cybbekTa, fomkHbl ObiTb NOATBEPXKAEHBLI AOKYMEHTaNbHO.

E.2.6 CepbesHble HebnaronpusaTHbIE ONEPaLMOHHBIE W MOCMEonepaLmoHHbIe
nucxoabl, a Takke BpepHble Bo3genctens OWUP  aomkHbl ObiTb  JOKYMEHTanbHO

noaTBEPXKAEHbI N 3aHECEHbI B OKOHYaTENbHBIN OTYeT B cooTBeTcTBUM ¢ FOCT 31580.7.
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E.2.7 CybnvekToB HabnoaaloT A0 onepauuy 1 Yepes Crneayrowme NpoMeyTKu
BpemMeHu nocne onepauum: (6 + 2) 4 (TOMBLKO ANS WU3MEPEHWS BHYTPUrNasHoOro
paeneHus); (24 £ 4) y; 1 Hepg £ 2 cyT; 1 Mec £ 7 cyT; 3 Mec + 2 Hep.

E.2.8 B npouecce KnuHuYeckux ucnsimanull OOmkHblI ObiMb  OUEHEHb!
cnedyowjue nepeMeHHbIe napamempsi:

a) nocneonepayuoHHoe U3MeHeHue eHympuena3Hozo OasneHus,

6) monuwuHa poeosuubl,

8) 4UCSO KilemokK aHOomenus poeosuubl,

2) ocmpoma 3peHus,

0) Opyaue napamempst, UGeHMUGUUUPYEMbIE OUEHKOLU PUCKa.

E.3 OueHka napameTpoB

E.3.1 MocneonepauuoHHOe U3MEeHEeHUe BHYTPUINa3HOro AaBneHus

Ecnn oueHka pucka ykasbiBaeT Ha  HeobXoaMMOCTb  MOHUTOPWHra
BHYTPWUrNasHoro faBneHusi, To ero cneayet U3MepsTb C NOMOLLLIO anniaHauMoHHOro
ToHOMeTpa [onbamMaHa. [asneHwe cnepyeT U3MEpATb MPU  KaXAOM MOCeLeHUN
cybbexTa.

E.3.2 TonwuwmHa poroBuubl

Ecnn oueHka pucka ykasbiBaeT Ha HeOOXOAMMOCTb W3MEPEHUS TOMLMHbI
poroeuubl, TO U3MEPEHUS NPOBOAAT A0 onepauun n Yepes 24 4, 1 Heg un 1 mec nocne
onepaumu.

E.3.3 NocneonepaunoHHasa BocnanutTenbHaa peakums rnasa

CTeneHb peakuum BOCManeHus rnasa oLeHUBalT MeTogoM Buommkpockonun ¢
UCMOSMb30BAHMEM LUEMEBOM Fammbl M KIIMHWYECKU KrnaccuduLMpyoT Npy  KaXKaom
MOCELLEHNM 38 UCKIMFYEHNEM NOCELLEHNSA Yepes 6 .

E.3.4 CocTosiHue sHOoOTENUsi pOroBULibI

CocTosiHMe 3HAOTENUs poroBuLbl OLEHUBAKT MyTEeM MoAcyeTa uymcna Knetok
3HAOTENNS POroBMLpI 4O Onepaumm 1 Yepes 3 Mec nocne onepaumn.

E.3.5 Ocrtpora 3peHus

CKOPPEKTUPOBaHHYK OCTPOTY 3peHUs M3MEPSHOT A0 onepaumn 1 Yepes 1 Hepa, 1
1 3 Mec nocne onepauyumu.

E.4 MNpumepbl pacuyeta uucna cyobekToB, HeobGxogumoro pAns
npoBeaeHNs KIMHUYECKUX UCTbITaHUNA

E.4.1 Pacuet uncna cy6beKkToB AN U3MepeHUs TOMWUHbI POroBULbI

E.4.1.1 MNpuvep OCHOBaH Ha W3MEHEHWWM TONLWWMHbI POroBMUbLI B KadecTee

OCHOBHOrO KpuUTepus. 3a Hynesyto rmnotesy (Hy) MpyHUMaloT To 06CTOATENBCTBO, Koraa
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pasHULa B U3MEHEHUWN TOMLWMHBI POrOBULIbI UCMBITYEMOro u KoHTponeHoro OUP po
onepauumn n vepes 24 4 nocne onepauun Gonblie WM pasHa 3agaHHOMY npegeny
KMUHWYECKON 3KBUBANEHTHOCTM (A, MM). AnbTepHaTUBHOW rMnoTe3on (Hq) ABNaeTca 1o
06CcTOATENBCTBO, KOrAa pasHULa B M3MEHEHUM TOMWMHBLI POrOBULbI MUCTILITYEMOrO 1
koHTponsHoro OUP o onepauum 1 Yepe3 24 4 nocne onepauuy MeHbLUE 3aA4aHHOTO
npeaena KMUHWYECKOW SKBMBArNeHTHOCTU (A, MMm).
Takum obpasom
HO: u test ~ Mconfrol |>A H1: | Miest — IJcontmll <A, E1)

TLe U test U U control — CPEAHME 3HAYEHMS 4ncna CybbekToB ANst UCTIBITYEMOW U
KOHTPONBHOW rpynn.

E.4.1.2 Ytobbl nmOCTpOUTb ABYXCTOPOHHUA AOBEPUTENbHBIN MHTEPBan Ans
pasHuLbl B U3MEHEHUM TOSLLMHLI POroBULIbI, KOTOPLIA HaxoAWUTCA B npeaenax + A, mm,
Korga WCTMHHaA pasHuua paBHa Hymo, npyu mowHoctn 80 % wn craHgapTHOM
OTKNOHEHUM ANS W3MEHEHWs O, MM, HeobxoguMmoe umucno cybbekToB B rpynne

PacCUYUTLIBAETCS MO CReAyIoLLEen (hopmMyne:
22,1+ 25 P 26%(196+128)2 E2)
n= Az = A2 ,

rae Zo2 W Zp/2 — CTaHAAPTHbIE HOPMarbHbIE OTKIOHEHWS, COOTBETCTBYOWME a/2 1 B/2.

E.4.1.3 Ucnbiryembii OUP cumtatoT akBuBaneHTHbIM koHTpornsHoMy OUP, ecrin
OBYXCTOPOHHUN 95 %-HbIi AOBEPUTENBHBIM WHTEPBan AN pasHuupbl B M3MEHEHUU
TOMWMHBI  POTOBWLBI  HaxOAMTCS B COOTBETCTBYIOWMX MpeAenax  KIMHUYECKOW
3KBMBANEHTHOCTU £ A, MM.

Ecnn craHpapTHOE OTKNOHEHWE NPU W3MEHEHUM TOILWMHBI POroBULbI A0
onepauumun 1 Yyepes 24 4 nocne onepauun coctaenset 0,05 MM, a npegen KNMHUYECKON
3KBUBaNEHTHOCTM yCTaHOBMNEH Ha + 0,025 MM, B ucnbITyemMol rpynne JomkHo 6biTb 86
cybbekToB. [lononHutenbHble cybbekThl, He MeHee 10 %, AOMmKHbI ObiTb BKMOYEHbI B
ucnbITaHns, YTodbl NPeyCMOTPETL OTCEB.

E.4.2 Pacuet uacna cyObLEeKTOB Ans noacyera KneTok 3HAaoTenusa

E.4.2.1 MNMpumep OCHOBaH Ha MNPOLEHTHOM W3MEHEHUM KNETOK 3HAOTENUA B
KayecTBe OCHOBHOMO KOHEYHOro kputepus. 3a HyneByto runotesy (Hop) NpyHMMarOT TO
0BCTOATENLCTBO, KOrga pasHUUa B MNPOLEHTHOM W3MEHEHUM KNeTOK SHAOTenus
ucnbityemoro n koHtponsHoro OUP fo onepauwm u cnycts 3 mec nocne onepauwu
fonblie WM paBHa 3agaHHOMY MpeAeny KIMHUYECKON 3KBMBANEHTHOCTU (A, mm).

AnbTepHaTvBHOM MMnoTeson (H;) ABnseTcAd To 0BCTOATENBLCTBO, KOrja pasHuiua B
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NPOUEHTHOM U3MEHEHWM KIETOK SHAOTENWUS MCMbITyeMoro u koHtporsHoro OUP ao
onepaumu 1 cnycta 24 4 rocne onepauuyM MeHbLUE 3a4aHHOro npegena KinuHUYeCKon
3KBMBaNeHTHOCTU (A, MMm).

Takum obpaszom:
Ho 11 test = Moontrot |2 Ay [iest =Hontrot | <A, (E3)

A€ U test U U control — CPEAHME 3HAYEHUA 4ucna CyObLEeKTOB ANS WUCMBLITYEMOW U
KOHTPOSBLHOW rpynn.

E.4.2.2 Ytob6bl NOCTPOUTE ABYXCTOPOHHWUA AOBEpPUTENbHEIA MHTEpBan Ans
pasHuLbl B MPOLEHTHOM W3MEHEHUW KIMEeTOK SHAOTENUs, KOTOPbIM HaxoauTcs B
npegenax + A, MM, Koraa UCTUHHas pasHuLa paBHa Hymo, npu mowHoctn 80 % u
CTaHAAPTHOM OTKIIOHEHWN ANSA U3MEHEHNA O, MM, HeobxoaMmoe 4nicro CyObekToB B

rpynne paccunTLIBAETCA Mo Cneaytowen dopmyne:

26%(Zq12+ Z312)°  267(196+1,28)2 (E4)
A2 R ’
r4e z @2 VM Z g2 — CTaHAapTHble HOPMarbHble OTKIOHEHWS!, COOTBETCTBYIOLME a/2 U
B/2.

E.4.2.3 Ucnbiryembin OUP cumTaloT akBMBaneHTHbIM kOHTponbHoMy OUP, ecnin
OBYXCTOPOHHUA 95 %-Hbl [OBEPUTENbHBIN MHTEPBAnN ANA pasHUUbl B MPOLIEHTHOM
W3MEHEHWUM KINETOK SHAOTENWSA HAXOAUTCA B COOTBETCTBYHOLUMX NpeAenax KMMHUYECKON
SKBMBANEHTHOCTU £ A, MM.

Ecnu cTaHgapTHOE OTKIOHEHWE MpW NPOLEHTHOM U3MEHEHWUM KNETOK 3HAOTENMS
4O onepaumm M 4Yepes 3 Mec nocne onepauum coctaenset 15 %, a npepen
KIMMHUYECKON 3KBMBANEHTHOCTWN YCTaHOBNEH Ha + 7,5 %, B UCMbITYEMOW rpynne AOMKHO
ObiTb 86 cybbekToB. [ononHutencHole cyObekTbl, He MeHee 10 %, AOMMKHbI ObITb

BKMHOYeHbI B UCNbITaHUA, 4TOObI npeaycMoTpeTb OTCEB.
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MpunoxexHune X
(pekomeHayemoe)

CpaBHeHM1e CTPYKTYpPbl MEXAYHapOAHOro CTaHAapTa co CTPYKTYpPOW

Tabnuuya X1

MEXrocyaapCTBEHHOro cTaHgapTa

CTpyKTypa MexayHapojHoro cTaHgapTa

CTpyKTYypa MEXrocyfapcTBEHHOro cTaHaapTa

Moapasgen MyHkT MoanyHkT Pasgen MyHkT MoanyHkT
Pasgen 4 4 41 —
Pasgen 5 4.2
51 421
52 422
53 423
54 5.4.1 424 4.2.41
542 4242
543 4243
544 4244
545 4245
546 54.6.1 4246
54.6.2
Pasgen 6 5
6.1 5.1
6.2 6.2.1 52 521
6.2.2 522
6.2.3 523
6.3 5.3
Pasgen 7 6
Pasgen 8 7
Pasgen 9 8
9.1 8.1
9.2 8.2
Pasgen 10 9
Mpunoxexue A Mpunoxexue A
A1l A1
A2 A2
A3 A3
MpunoxeHue B MpunoxeHve b
B.1 B.1
B.2 B.2
B.3 B.3
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CTpyKTypa MexayHapogHoro ctaHgapTa

CTpyKTypa MEXrocynapcTBEHHOro cTaHgapTa

Mogpaspen MyHKT MoanyHKT Pasgen MyHKT MoanyHKT
Mpunoxexune C MpunoxeHne B
C.1 B.1
c.2 c.21 B.2 B.2.1
c22 B.2.2
c23 B.2.3
c24 B.2.4
c25 B.25
Cc3 C.31 B.3 B.3.1
C.32 B.3.2
B.3.3
Mpunoxexune D Mpunoxexune I
D.1 r1
D.2 D.21 r2. r2.1
D.22 r22
D.2.3 r23
D24 r.2.4
D25 r25
D.3 D.3.1 r3 r.3.1
D.3.1.1
D.3.1.2 r3.2
D.3.1.3
D.3.1.4 r3.3
D.3.2 r3.4
D.3.2.1
D.3.2.2 r.4
D.3.3 41
D.3.3.1 r4.2
D.3.3.2 r4.3
Mpunoxexue E Mpunoxexue [
E.1 a1
E.2 n.2
E.3 ake]
Mpunoxexue F Mpunoxexue E
F.1 E.1
F.2 E.2
F.3 F.3.1 E.3 E.3.1
F.3.2 E.32
F.3.3 E.3.3
F.3.4 E.3.4
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OkoH4yaHue mabnuupsi XK. 1

CTpyKTypa MexzayHapogHoro cTaHgapTa

CTpyKTypa MexrocyaapcTBEHHOro cTaHaapTa

Mogpasgen MyHKT MoanyHkT Pasgen MyHKT MoanyHKT
F.35 E.35
F.3.6
F.4 F.4.1 E.4 E.4.1
F.4.2 E.42
Bubnuorpacus Bubnuorpadus

MpumeyaHune — CpaBHEeHUE CTPYKTYp CTaHAAPTOB NPUMBEAEHO HAYMHAA C pasgena 4, Tak kak
npeabiayLine paszensl CTaH4apTOB U UX UHbIE CTPYKTYPHBIE 3MEMEHTbI (38 UCKIOYEHWEM NPeanCNOBUS)

NAEHTUYHbI.
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[1]USP 24 <788>

21T

[3]1 EN 12442-1:2000

EN 12442-2:2000

EN 12442-3:2000

[4] USP 24 <85>

[5] 1SO 10993-2:2006

[6] AAMITIR No. 19:1998

[7]1SO 13408-1:1998

[8]1SO 11607-1:2006

ISO 11607-2:2006

[9] EN 868-1:1997

[10] EN 1041:1998
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Bubnuorpadus

United States Pharmacopoeia, 24th revision. Fifth Supplement 1996. <788>,
Particulate matter in injections-Microscopic particle count test (Papmakonesa CLLA,
24-e wuspaHue. [latoe [ononHeHue 1996, <788>, YacTuuHoe BellecTBO B
UHBbeKUUAX. UcnblTaHne Ha nofcHeT MUKPOCKONMUYECKUX YacTUL)

The state Pharmacopoeia. Vol. 11 (in parts of water) (locynapcrBeHHas
dapmakones. MspaHue 11 (B yactu Boabl))

Animal tissues and their derivates utilized in the manufacture of medical devices —
Part 1: Analysis and management of risk (*KUBOTHbIE TKaHM U KX MPOU3BOAHLIE,
ucnonb3yemele MpU U3roTOBNEHUU MefULMHCKMX usfenui. Yacts 1. AHanus u
MEHeAXXMEHT pucka)

Animal tissues and their derivates utilized in the manufacture of medical devices —
Part 2. Controls on sourcing, collection and handling (PKuBoTHble TkaHn U X
MPOW3BOAHbBIE, UCMONb3yeMble MPU U3FOTOBMEHUM MEfULMHCKMX u3genuid. Yactb
2. PerynupoBaHue ucTodHuka, cbopa un obpaboTku)

Animal tissues and their derivates utilized in the manufacture of medical devices —
Part 3: Validation of elimination and/or inactivation of viruses and other
transmissible agents (PKWBOTHblIE TKaHM U UX NPOM3BOAHLIE, UCMONbL3YEeMble MpU
W3roTOBMEHUN MeAULUHCKMX u3fenuil. Yactb 3. ATTecTayusa YHUUTOXEHNA W/nunu
Je3aKTusaLumn BUPYCOB U ApYrX nepeaBaemblX areHToB)

United States Pharmacopoeia, 24th revision, <85> Bacterial endotoxins test
(Papmakones CoefuHeHHbIX LlTtatoB, 24-e wuspaHue, <85> OnpepeneHue
bakTepnanbHbIX 3HJO0TOKCUHOB)

Biological evaluation of medical devices — Part 2: Animal welfare requirements
(OueHKa Bronorudeckoro AeicTBMA MegULUMHCKMX usgenuin. Yactb 2. TpeboBaHuA
K YCNOBUAM cofepaHus XKUBOTHbIX)

Technical Information Report for ISO 10993-7 (TexHuueckuit nHPOPMaLMOHHbLINA
oT4eT no CO 10993-7)

Aseptic processing of health care products — Part 1: General requirements
(AcenTuyeckan obpaboTka usgenuit ana oxpaHel 3gopoBbs. Yactb 1. Obume
TpeboBaHus)

Packaging for terminally sterilized medical devices — Part 1: Requirements for
materials, sterile barrier systems and packaging systems (YnakoBka okoHuyaTesisHO
CTepunn3oBaHHbIX MeAMUMHCKMX u3genuid. Yactb 1. TpeboBaHus K MaTepuanam,
cucTemMaM cTepurbHbIX 6apbepoB U YNakoBOYHBEIM CUCTEMaM)

Packaging for terminally sterilized medical devices — Part 2: Validation
requirements for forming, sealing and assembly processes (YnakoBka
OKOHYaTENbHO CTEPUIIU30BaHHbLIX MeAMLMHCKMX usgenuin. Yactb 2. TpeboBaHus K
aTTecTauuu npoueccos (GOPMUPOBAHUS, repMeTU3aLmm u cbopkm)

Packaging materials and systems for medical devices which are to be sterilized —
Part 1: General requirements and test methods (YnakoBouHble MaTepuasnbl W
CUCTEMBl AN MEAULMHCKUX WU3[enuid, noanexailumx crepunusauuu. Yactb 1.
ObLme TpeboBaHNUA U METOALI UCNILITAHUS)

Information supplied by the manufacturer with medical devices (MHdopmayus,
npegocTraBnsemMasi U3aroToBUTENEeM MeAULMHCKON NpoAYyKLMK)
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YK 617-089:006.354 MKC 11.040.70 MOD

KntoyeBble croBa: ogTansMONorMyeckme UMMMaHTaThbl, MPPUrauyMoHHbIe pPacTBOpbI,
TpeboBaHNs Ge30MacHOCTH, XapakTePUCTUKN, KOHCTPYKLMSA, CTEpUnM3aums, ynakoska,

NHOPMAaLMSA, METOLbI OLIEHKM
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