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Npeancnosue

Llenu, ocHoBHbIE MPUHLMMBI U MOPALOK NPOBeAeHNs paboT Mo MeXrocyaapCTBeHHOW cTaHAapTusaunm
yctaHoBneHbl MOCT 1.0—92 «MexrocygapcteeHHaa cuctema ctaHgapTusaumn. OCHOBHbIE MOMOXEHUA» U
rOCT 1.2—2009 «MexrocynapcTBeHHan cuctema ctaHgaptusauum. CtaHgapTel MexXrocyaapcTeeHHble, npa-
BUNa U peKOMeHaaL/uM No MeXrocyaapcTBeHHOM cTaHgapTuaaumn. Mpaeuna paspaboTku, NpUHATKSA, NpuMe-
HeHWs, 0GHOBNEHUS N OTMEHbI»

CBeneHus o cCTaHgapTe

1 NMOArOTOBNEH degepanbHbiM rocyqapcTBEHHBIM YHUTapHBIM Npeanpustuem «Bcepoccuitckuin Ha-
YYHO-MUCCIEeAoBaATENbCKUA UHCTUTYT CTaHAaPTU3aUMM U cepTUdmKaLum B MawmHocTpoeHuny (BHUNHMALLL)

2 BHECEH ®egepanbHbiM areHTCTBOM MO TEXHUYECKOMY PerynmpoBaHuio u Metponorun (Pocctan-
AapT)

3 MPUHAT MexrocyaapCTBeHHbLIM COBETOM MO CTaHAapTU3aL/MM, METPONorun u ceptudukauum (NpoTo-
kon oT 24 mas 2012 r. Ne 41)

3a npuHATUE Nporonocosanu:

KpaTkoe HaumeHoBaHue cTpaHbl Kop crpaHbl CokpalleHHOe HAMMEHOBAHWE HAUMOHANBbHOTO OpraHa
no MK (UCO 3166) 004—97 no MK (MCO 3166) 004—97 no craHgapTM3auum

AzepbangxaH AZ Asctangapt

Benapyck BY [occTangapt Pecnybnvkm benapycb

KasaxctaH KzZ [occtaHgapT Pecnybnuku Kasaxcrtan

Kvpruans KG KblprolacTaHgapt

Poccus RU Poccrangapt

TamXukncTaH TJ TagxXukcTanHaapT

YabGekucraH uz YacraHgapT

4 lMpukaszom PenepancHOro areHTCTBa Mo TEXHUYECKOMY PerynMpoBaHuio 1 metponorim oT 1 Hoabps
2012 1. Ne 644-cT mexrocygapcTeeHHbI cTaHgapT FOCT 31579—2012 (ISO 15798:2001) BBeaeH B gencTeue
B Ka4ecTBe HauuoHanbHoro ctaHgapta Poccuiickon ®eagepaum ¢ 1 aHsapsa 2015 T.

5 Hacrtosawuin ctaHaapT MoauduLMpoBaH No OTHOLLEHWUIO K MexayHapoaHomy cTaHaapTy 1ISO 15798:2001
Ophthalmic implants — Ophthalmic viscosurgical devices (MMnnaHTatsl odTansmonoruyeckune. OdTanbMonoru-
Yeckue BUCKOXUpYprudeckne U3genusa) nytem U3MeHeHUsa CTPyKTypbl.

CpaBHeHWe CTPYKTYpbl MeXAyHapogHoro ctaHgapTa co CTPYKTYpOW HacTosIWero ctaHaapta npMeegeHo
B NnpunoxeHun AB.

[ononHuTenbHble N U3MEHeHHble cpasbl, CNoBa, NokasaTenu Uunn nx aHadeHusl BelAeneHbl B TekcTe
cTaHAdapTa KypCUBOM.

CrteneHb cooTBeTCTBUA — MoaudmumposaHHas (MOD).

CraHgapT noaroToBneH Ha ocHoBe npuMeHeHus FOCT P 53078—2008 (MCO 15798:2001)

6 BBEAEH BINEPBbIE

UHgpopmayus 06 U3MeHeHUsIX K HacmosiwemMy cmaHOapmy rny6nukyemcs 8 exe200HOM UHGOPMaUUOHHOM
ykaszamene «HayuoHanbHble cmaHdapmbi», @ meKcm uaMeHeHuUl U fonpasgoK — 8 exeMecsYHOM UHGOPMaLLOH-
Hom ykasamerne «HayuoHanbHbie cmaHOapmei». B criydae nepecmompa (3amMeHbi) Unu OMMeHb! Hacmosaweao
cmaHOapma coomeemcmaeyroujee yeedomneHue 6ydem ornybruKoeaHo 8 exemMecssiHHOM UHOPMaLLUOHHOM yKa3a-
mene «HauyuoHaneHeie cmaHdapmsi». Coomeemcmeyrowas UuHghopmayusi, yeedoMIieHUe U meKcmal pasmeuiarom-
ca maKkxke 8 UHGopMaULUoHHOU cucmeme obuez2o Monb3oeaHusi — Ha oguyuanbHoMm calime ®edeparibHO20
azeHmcmea 1o MexHUYeCcKoMy peayriuposaHuio U Memporoauu 8 cemu YIHmepHem

© CraHgaptuHdopm, 2014

B Poccuiickoin ®egepaLummn HacTosALW M CTaHaapT He MOXeT OblTb MONHOCTLIO UM YaCTUYHO BOCTPON3BE-
OeH, TUpaXnpoBaH W pacnpocTpaHeH B KadecTBe oduumnanbHOro nsgaHns 6es paspelweHns degepanbHOro
areHTCTBa NO TEXHUYECKOMY pPerynmpoBaHuio 1 MeTponorim
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M E XTToOGCVY.APT CTHBEUHTHUB # C TAHDOAPT

UmnnaHTaTtbl opTanbMonoruveckue
U3OENUA OPTANIbMOINIONMYECKUE BUCKOXUPYPIMYECKUE
O6wue TpeboBaHUA Ge30NacHOCTHU

Ophthalmic implants. Ophthalmic viscosurgical devices. General safety requirements

DaTta BBegeHna — 2015—01—01

1 O6nacTb NpUMeHeHuUs

Hactoswnn ctaHgapT pacnpocTpaHsaeTcs Ha odTanbMonormieckne BUCKoXupypruyeckne usgenus (aa-
nee — OBW) knacca HeaKTUBHbLIX XWPYPrudeckuxX WMMIaHTaToB, UCMOMb3yeMble BO BPEMS XUPYPruvecknx
onepaunin B nepegHen kamepe rnasa cybovekta. OBW npegHasHadeHbl Anst hopMUpoBaHMs 1 COXpaHeHust
obbemMa, 3alMTbl BHYTPUIMA3HbIX TKAHEA 1 MaHWNynMpoBaHUA UMW MPU XUPYPrMYeckoM BMeLLaTenbCTBe.
dapmakonornyeckoe gencreme OB He paccmaTpuBaeTcs.

CrangapT yctaHaBnueaeT TpeboBaHus 6e30MacHOCTM B OTHOLLUEHUN NPeayCMOTPEHHOMO NMPUMEHEHUS,
XapaKTepUCTUK KOHCTPYKLIMMN, AOKITMHUYECKON U KITUHNYECKON OLIEHKWN, CTEPUM3aLIMK, YTaKOBKM N STUKETUPO-
BaHns OBU 1 nHdopmauumn, NpeaocTaBnsiemMon U3roToBUTeNeM 3TUX U3OENUA.

2 HopmaTuBHBIe CChINKU

B HacTosilem ctaHgapTe UCnomnb3oBaHbl HOPMATUBHbBIE CCbINKW Ha creaytoline MexrocyaapCTBeHHble
cTaHgapThl:

FOCT ISO 10993-1—2011 Usdenus meduyuHckue. OueHka buonoaudeckozo delicmausi MeOUUUHCKUX U30e-
nut. Yacme 1. OueHka u uccredosaHus

FOCT ISO 10993-5—2011 Usdenus meduuyuHckue. OueHka buonoaudeckozo delicmausi MeOUUUHCKUX U30e-
nut. Yacme 5. MiccnedosaHue Ha UUMOMOKCUYHOCMb: MemooOs! in vitro

FOCT ISO 10993-6—2011 Usdenus meduyuHckue. OueHka buonoaudeckozo delicmaLsi MeOUUUHCKUX U30e-
nut. Yacme 6. MiccnedosaHue mecmHozo Oelicmeaust rocrne umrinadmauuu

FOCT ISO 10993-7—2011 Usdenus meduuyuHckue. OueHka buonoaudeckozo delicmaust MeOUUUHCKUX U30e-
nud. HYacme 7. OcmamoyHoe codepxaHue amuieHokcuda rocne cmepunusayuu

OCT SO 10993-9—2011 Uzdenust meduuyuHckue. OyeHka buonoauyeckozo delicmeusi MeOULUUHCKUX U30e-
nut. Yacme 9. OcHOBHbIE MPUHUUMNLI UdeHmuguKayuu U KouYecmeeHHo20 ornpedeneHust nomeHyuansHbIX rnpo-
Oykmoe decmpyKyuu

FOCT ISO 10993-10—2011 Uzdenusi meduuuHckue. OueHka 6uonozudeckozo delicmeusi MeOUUUHCKUX U3-
Odenud. Yacme 10. MccnedoeaHue pasdpaxaroujeao u ceHcubunuaupyrouieao deticmausi

[OCT ISO 10993-12—2011 Nzdenusi meduyuHckue. OueHka buonoaudeckoz2o delicmausi MeOUUUHCKUX
usdenud. Yacmse 12. lNpuzomoeneHue rnpob u cmaHdapmHbie 0bpasubl

FOCT ISO 10993-16—2011 Uzdenusi meduuuHckue. OuyeHka Guonoeudeckozo Oelicmeusi MeOUUUHCKUX U3-
Oenui. Yacme 16. ModenuposaHue u uccredoeaHue MOKCUKOKUHeMUKU rIpodyKmoe 0ecmpyKyuu U 8bIMbl8aHUs

FOCT IS0 13485—2011 N3denusi meduyuHckue. Cucmembl MeHedxmeHma kadecmea. CucmemHble mpebo-
eaHus1 0ns yenel peaynuposaHust

FOCT UCO 14630—2002 HeakmueHble xupypaudeckue ummnnaHmamsi. Oblme TexHn4eckue TpeboBaHus

FOCT SO 14971—2011 Usdenusi MeduuyuHckue. [TpuMeHeHuUe MeHedXMeHma pucka K MeOUYUHCKUM u30e-
nusm

WU3paHve ocpmumnansHoe
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FOCT 31214—2003 N3denus meduyuHckue. TpebosaHus k obpasuam u GokyMeHmauuu, npedcmasnsieMbiM
Ha MOKCUKOMIo2UYeCcKUe, CaHUMapHoO-XUMUYecKue UcrbiMaHus, UCTbIMaHUsT Ha CmepuribHOCMb U MUPO2EHHOCMb

FOCT 31508—2012 UNzdenust MeduuuHckue. Knaccuguxkayusi @ 3agucumMocmu om fMomeHyuansHO20 pucka
npumeHeHusi. Obuwue mpebosaHust

FOCT 31580.7—2012 (ISO 11979-7:2001) UmnnarHmamsl oghmanbMornozudeckue. VIHmpaoKynsipHble fuH-
3bl. Yacmb 7. KnuHu4Yeckue ucrbimaxus

MpumeyaHue—Mpn NoNb3oBaHMM HACTOSALLMM CTAHAAPTOM LenecoobpasHo NPoBEpUTL AENCTBUE CCbINoY-
HbIX CTaHAApPTOB B UHOPMAaLMOHHOW cucTemMe 06Lero nonb3oBaHMA — Ha oduumanbHoMm cante PegeparnbHOro areHT-
CTBa NO TEXHUYECKOMY PErynMpOBaHWIO U METPOSIOMMK B CeTU VIHTEPHET NNW MO eXerogHoMy MHOPMaLMOHHOMY yKa3aTe-
nio «HaumoHaneHble CTaHAAPTLI», KOTOPLIK OMyGNMKOBaH NO COCTOSIHMIO HA 1 AHBApPs! TEKYLLETo roAa, U NO BbIMyCKaMm exe-
MECSYHOIo MH(POPMaLMOHHOIO ykasatens «HauuoHanbHble cTaHgapThi» 3a TeKywwmn rog. Ecnu ccoinounbin crangapr
3aMeHeH (M3MeHEH), TO NPW NOJIb30BaHNUKN HACTOAWMM CTaHAAPTOM CneayeT PyKOBOACTBOBATLCS 3aMEHSTIOLLNM (M3MEHEH-
HbIM) cTaHgapToM. Ecnn ccbinoyHbI cTaHAAPT OTMEHeH 6e3 3aMeHbl, TO NONOXEeHUe, B KOTOPOM JlaHa CCbifika Ha Hero,
NPUMEHSIETCS B YaCTU, He 3aTparmBaloLeit 3Ty CCbInkYy.

3 TepMuHbI U onpeaeneHus

B Hacmosiwiem cmaHdapme rpuMeHeH mepmuH «He 0oeedeHHbIl 0 KOHYa» o HayuoHallbHOMY CMaH-
Oapmy 2ocydapcms, yrioMAaHymbIx 8 npeducriosuu, KaK rpoaofiocosasiiux 3a MpUHSIMuUe Hacmosie20 Mex-
2ocy0apcmeeHHo20 cmaHOapma, a makxe criedyroujue mepMuHbI ¢ CO0MeemcemeyowuMU orpederieHUsIMU:

3.1 6asoBasa oKpyxXHocTb (reference circle): OKpyXHOCTb CTaHAapTHOro pasmepa avametpom 10 unu
25 MKM, ucnonb3ayemas ana usmepeHus 3KBUBanNeHTHOro Anamerpa YacTuubl.

3.2 Bsiskoynpyroe usgenue (viscoelastic): Uspenue, obnapatowiee cBONCTBaMUN BA3KOCTU U YNIPYTOCTU.

3.3 pamameTp aKBMBaneHTHoH nnowaau (equivalent area diameter): [iluameTp kpyra, nnotyagb KOTOPOro 3K-
BUBarieHTHa nnoLwaan Yactuubl.

3.4 KoHTeWHep ANA xpaHeHuA (storage container). YacTb ynakoBku, NpeaHa3HaueHHaa ans 3awuTbl nge-
nvs BO BPeMs TPaHCMOPTUPOBaHUA U XpaHEHNS U codepXKallas ynakoBOYHYH BCTaBKY U CTEPUNbHLIA Bapbep.

3.5 koHmponsHasi 2pynna (control populations): Cy6bekmbl, KOMOPbIM UMITIaHMUPO8aHb! OOKYMEHMUPO-
8aHHbIe 0bManbMoocUYeCcKUe 8UCKOXUpPYpauYeckue usdenusl.

3.6 knuHuyeckuli ucnsimamens (clinical investigator): lluyo u/unu opaaHu3zayusi, omeemcmeeHHoe(as) 3a
npoeedeHue KINUHUYECKUX UCTbImaHull U Hecyuiee(ast) KIuHUYeCcKyro omeemcmeeHHoCMs 3a br1a2orofnyyue 8oarie-
YEHHbIX cybbekmos.

3.7 knunuyeckoe ucnibimanue (clinical investigation): /Toboe paspabomaHHoe u 3arnaHuposaHHoe cucme-
Mamu4ecKoe Uu3y4deHue 8 Lersax rnposepKku 6e3onacHocmu u/unu 3KCriiyamayuoHHbIX csolicme od)manbmonoeuqec—
KUX sUCKoXUpypaudyeckux usdenuli ¢ ydacmuem cybbekmos.

3.8 Habmodamens (monitor): Jluyo, HasHa4eHHoe opzaHu3amopom Onsi HabroOeHuUs1 3@ COOMeemcmaueM
delicmeutl KITUHUYECKO20 UCHbIMamerisi NPOMOKOITY KIUHUYECKUX UCbImaHull U MpO8epKU UCXOOHBIX OaHHBIX.

3.9 HyneBas coBuroBas BA3KOCTL (Zero shear viscosity): YcTaHoBUMBLUAACS CABUrOBas BA3KOCTb NPU CKO-
poCTW caBwra, NpubnukatoLlenca K Hynto.

3.10 opzanuzamop (sponsor): Jluyo u/unu opaaHu3ayus, Komopbie Hecym omeemcmeeHHOCMb 3a Hayarso
u/unu npoeedeHue KNUHUYecKux ucrnsimaHuli OBU.

3.11 okoHuaTenbHbIi oTyerT (final report): JokyMeHT, 3anonHseMbli Nocre okoHYaHus ucnbitaHuii OBU, B
TOM YMCIe KIUHUYECKOro, coAepXalluit onmMcaHne u oLeHKY peaynsTaTos.

3.12 ogpmansbmonozuveckoe asuckoxupypauveckoe uzdenue; OBU (ophthalmic viscosurgical device):
KpamkoepemeHHbIl umnnaHmam, rnpuMeHsieMbill fpu Xupypau4eckom aMmeliameribcmee 8 rnepedHell kamepe anasa
cybbekma.

3.13 nepBUuYHbLIN KOHTeWHep (primary container); AMnyna unu Wwnpuu, cogepxawan(uin) ogpmansmonoau-
4ecKoe 8UCKOXUpypauyeckoe usdenue,

MpumeyaHne—epBNyHbIN KOHTEWHEP SIBMAETCA YaCTbi0 CUCTEMbI JOCTABKM.

3.14 nnax knuHuveckux ucnbimanull; [KU (clinical investigation plan): JokymeHm, onpedenstowudi yenu,
3adayu, npedonazaemyro Memodosoaulo, cucmemy KOHmMPOIs, NpoeedeHust aHanu3a U XxpaHeHust 0aHHbIX KITUHU-
YecKuX ucrbimautl.

3.15 none 3peHusa okynsapHoi cetku; MN3C: MNnowaab BHYTPpY 60NbLIOKA OKPYXXHOCTW.



rocCT 31579—2012

3.16 peonoruuecku akTUBHbIW komnoHeHT (rheologically active component): CoemHeHue unu cmech coe-
AVHEeHU B roTOBOM 0ghmarsibMOI02U4eCKOM BUCKOXUPYpauYeckoMm uzdenuu, npudaioujee(ast) N3OErnuio BA3Kne nnn
BA3KOYNpYrue CBOUCTBA.

3.17 casuroBaa BA3KocTb (shear viscosity): CnocoGHOCTL BelecTBa CONPOTUBNSATLCA AedopMaunn nog
BO3AEWUCTBUEM Harpy3ku.

MpumevwaHusn

1 3HadeHne CABUIoOBOM BA3KOCTU OMNPEAENSIOT KaK 4acTHOe OT AeNeHUsl 3HAaUYEHUs! KAacaTeNnbHOro HaNpsHXeHUs Ha
3HayeHue CKOPOCTM CABWUIa B YCTAHOBUBLLEMCS CABUIOBOM NOTOKE.

2 CpOBvroByro BASKOCTb BblpaxaioT B MUnnunackasnb-cexkynaax (MMa - c). PaHee caBuroByio BAI3KOCTb BbIpaXanu B
caHTunyasax (cP).

3.18 cepbe3HbIl HebnazonpusamHbIl ucxod (adverse devise effect): [NocneonepayuoHHbIl UCX0d, MoMeH-
UuarnbHoO yepoxarouuli 3peHuUIo.

MpumedaHune—llpumepsi cepbesHbix HebnazonpusmHbix ucxoloe npusedeHsl 8 NTOCT 31580.7, mabnu-
usl A.1 u A.2 (npunoxeHue A).

3.19 cucrtema pocTtaBku (delivery system): [epMeTUUHbLIN KOHTENHED, B KOTOPOM MOCTaBMSAOT U3genue u Jo-
MOMHUTENbHbIE KOMMOHEHTHI ANA BBEAEHWS AaHHOTO U3AENUA B rnas.

3.20 cTepunbHbIi 6apbep (sterile barrier): MakeT, cogepxawuin ogpTarnbMonoruyeckoe BUCKOXUpYprudec-
Koe usgenve u cucTemy JoCTaBku, NOAAEPKUBAIOLLYH CTEPUNBHOCTL BO BPEMSI TPAHCTIOPTUPOBAHMUA U XpaHEHUS.

3.21 cy6mekm (subject): Jluuo, yvacmeyroujee @ KNUHUYECKUX UCTbIMAaHUSIX C PUMEHeHUeM UCIbImyemMo20
0ghmarnbMoi02UyecKko20 8LUCKOXUPYpaUdeckoeo u3denus uw/unu e kadecmee nuua KOHMPOosbHoU 2pyrbl.

3.22 ynpyrocTb (elasticity): CBoicTBO (hm3andeckoro Tena BOCCTaHaBNUBaTb NEpBOHaYanbHyo hopMy nocne
aedopmaumu.

MpwnmeyaHun e — 3Ha4yeHne ynpyroctv onpeaensitoT Kak OTHOLEHWE 3HAYEHUSI HArPy3ku (CUNbI, BOSHUKAIOWEN
BHYTpV Tena) K paamepy Agedopmaumm (M3MeHeHNI0 pa3Mepo. Tena).

4 O6wue Tpe6oBaHUA 6€30MaCHOCTU OPTaNbLMONOrMYECKUX BUCKOXUPYPIrUYECKUX
n3genum

4.1 Tpe6oBaHUA K NpeAyCMOTPEHHLIM XapakTepucTukam

4.1.1 O6wwe TpeboBaHWsA K NpeaycMOoTPeHHbLIM XapakTepucTukaM OBW fomkHbI cCOOTBETCTBOBATL TpeGosa-
HUAM NS HeaKTUBHBIX XUpyprudeckux umnnartaros no FOCT MCO 14630. JononHNTENbHO K HUM U3rOTOBUTESb
[OOIMKEH onucaTb 1 AOKYMEHTUPOBaTb (byHKLMOHanNbHble xapaktepuctuku OB B oTHOLLIEHWM:

a) XMMMUYeCKoro cocTaBa;

b) peonorMyeckux cBOWCTB;

C) 3hdheKTUBHOCTU 3aLLUTbI POrOBUYHOIO 3HAOTENUS.

4.2 Tpe6oBaHUA K KOHCTPYKTUBHbLIM OCOGEHHOCTAM

4.2.1 O6wmue TpeboBaHUA

4.2.1.1 Ob6wme Tpe6oBaHMs K NpeayCMOTPEHHLIM XapaKTepUCTUKaM HeaKTUBHbLIX XUPYPruyeckUX UMMaHTa-
ToB—no FOCT ICO 14630.

4.2.1.2 Bce TpeboBaHusa, npegbsiBnsieMble K ornpeAeneHusaM XapakTepUCTUK, onucaHHble B noapasnene,
AOINMXHbI BbITb CODNOAEHBI NPU UCTILITAHUK FOTOBOTO cTepunbHoro OBW.

M p nmeyaHun e — YkazaHHble TpeGoOBaHUs NpeHa3HavYeHbl AN NPUMEHEHVS NPU aTTecTaumum MaTepumarnoB, HO
HeobsA3aTenbHbl K NPUMEHEHNIO B CTaHAAPTHON nporpamme obecneveHns/KOHTPOrsi Ka4ecTBa.

4.2.1.3 YuctoTa ucnonb3yemMoi BoAbl AOMKHA COOTBETCTBOBATbL YMCTOTEe Bofdbl ANl UHLEKLMIA B COOTBE-
TcTBUM ¢ [1].

4.2.2 Tpe6oBaHuUA K onpeAeneHUI0 XapaKTepUCTUK PeoNnoru4ecku akTUBHbIX KOMMOHEHTOB

4.2.2.1 XapaKTepuUcTuka XMMUYEeCKUX CBOWCTB

MsroToBuTenb AOMKEH NPefoCcTaBUTb ONUCaHUEe KaXkaoro peoniorMyecku akTMBHOroO KOMMNOHeHTa, cogep-
xaweroca B OBU. Heobxoaumo nepeuncnutb UCXoaHble MaTepuantl, UCNosb3yeMble Npuy ero U3roToBneHun, a
Tarke TpeboBaHUA K kauecTBy Npoaykuun. McxoaHble MaTepuansl 4OMKHBI COOTBETCTBOBATb HOPMAaTUBHBIM
AoKyMeHTaMm npun nx Hanuumn. K peornornyeckn akTUBHbIM KOMNOHEHTaM, U3BeYEHHbIM U3 UCTOYHUKOB XKUBOT-
HOro NPOUCXOXAEHUS, NPUMEHSIIOT TpeboBaHUA permoHanbHbIX cTaHaapTos [2], [3] v [4].
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Ecnu peornormyeckn akTUBHBIM KOMIMOHEHTOM SIBMISIETCS BEICOKOMONEKYNAPHBIA OpraHUYeckuia nonumep,
BCE MOBTOPAIONECA NOA3BEHbA, COCTaBMsIoWMe NONUMep, A0MKHbI ObITb MAEHTUMULNPOBAHLI B XUMUYEC-
KOM OTHOLLEHUN, BCe CBA3N MeXAy HAMU AOIDKHbI ObITh onucaHbl. Takke AoMmkHbl GbITb onMcaHbl Nepekpec-
THbIE CBSI3U.

Mpupoaa cmecn peonorudeckn akTUBHOIO KOMMoHeHTa B rotosom OBW gomxkHa ObiTb onucaHa (Hanpu-
Mep, pacTBopeHHas, aucnepruposaHHas). Ecnu npeacrasneH pacTeop, gomkHa 6biTb onpeaeneHa pacTtBopu-
MOCTb PEeOofiorMyeckn akTUBHOTO KOMMOHEHTa B pacTBOpuTene npu TemnepaType ero XpaHeHust U npu
Temnepartype (25 + 2) °C.

4.2.2.2 KoHueHTpauus

KoHLUeHTpauus BeLecTBa KaXaoro peosiormieckn akTMBHOIO KOMMNoHeHTa B rotosom OBU gomkHa 6biTb
npeacTasneHa B BUAe Macchl BellecTBa Ha eauHULY obbema pacTeopa. MockonbKy MeToamKa UCMbITaHUA MO-
XKeT okasaTb BfUsAHWE Ha NpeacTaBneHHyo akTU4ecKylo KOHLEHTpauuio, AoMKHbI ObiTh ykasaHbl cTaHaap-
THble huUsndeckne n XuMmnieckue Metoasbl.

4.2.2.3 PacnpegeneHvue MoneKynsipHOW Macchl

Ecnun peonornyeckn aktueHbiM komnoHeHToM OBU siBnsieTcsl BLICOKOMONEKYNAPHLIN OpraHA4eckuil no-
nMmep, gomkHa ObITb NpeAcTaBneHa cpeaHas MonekynsapHasa macca.

MpuaHaHo, Yto MHorme OBU coaepaT BbICOKOMOMEKYNsIpHbIE NOAMAUCNEPCHbIE NONUMEPDLI U YTO pac-
npeaeneHue MonekynsapHoi Maccbl MOXeT BbITb KOMMMAEKCHBIM. B Takux crnyvasax nsrotoBuTeNs A0SMKeH Npo-
BECTU AOMNOMHUTENbHEIE MUCMBLITAHUS € LENbio NpeacTaBUTb afekBaTHoe onucaHue pacnpegeneHus
MOMEKYNApHON Maccel KOMNOHeHTOB B rotosoM OBU u cooTBeTCTBYOWMI OTYeT. [loNonHUTENbHBIE METOAI,
Nno BO3MOXHOCTU, AOKHbI ObITb CTAHAAPTU3OBAHDI.

4.2.3 TpeboBaHUA Kk onpeaeneHUIo XapakTepucTUK roroBoro oranbMonoru4yeckoro
BUCKOXUPYpPruieckoro uspenus

4.2.3.1 O6wwe TpeboBaHus

Peonornyeckue n ontudeckue ceonctea OBU aensiotca oUNHECKUMN XapaKTepucTukamn, KoTopble
onpeaensoT UX 3KcnyaTauMoHHble Ka4ecTsa B odTanbMOIornyeckon Xmpyprum, noaTomy gpusmyeckme CBon-
ctea OBW, naeHTnnumpoBaHHble HKe, OOMKHBI ObITb MOMHO U TOYMHO onucaHbl. Peonorndeckue cBOMCTBa
OOMKHbI BbITb U3MEpeHbl B YCIIOBUAX, NpeanonaraeMbiX B MOMEHT npumMeHeHus OBU.

4.2.3.2 CpsuroBas BA3KOCTb

Casurosas BsiskocTs OB, noctasnsieMoro koHe4HOMY noTpebuTento, AoibkHa ObITh U3MepeHa B Anana-
30He CKOPOCTEeN cAaBura, KOTopble BO3HUKAKT B NpoLecce 06bl4HOro ucnonb3osaHus OBU. UsmepeHus cnepy-
eT NpoBoaAuTb Mpu Temnepatype (25 + 2) °C. UcnbiTaTensHoe obopyaoBaHue u Apyrve yCrnoBusi UsMepeHust
OOMKHbI BbITb AOKYMEHTUPOBAHBI.

MpumeyaHune—Ipegnonaraembil guanasoH CKOPOCTEN CABUIA PacrornoXeH OT OHOTO KparWHero 3HaueHust
0,001 ¢, npnGnnxasck K HyneBoMy CABUIY, KOrAa BS3KOYNpyrvin matepuan HaxoguTcsl B HENOABWXKHOM COCTOSIHUM B Nepe-
OHen kamepe, 4o Apyroro kpanHero 3HadveHusi okono 1000 ¢!, npubnmxasick K ycrioBusiM, KOrZia BSI3KOYMNpyruii Mmatepuan
BMPbICKMBAIOT B rMa3 yepes kaHiono. [1ns OBW ¢ H13Kol BA3KOCTHIO 3MEPUTHL COABUIOBYIO BS3KOCTb NMPY O4EHb HU3KMX CKO-
POCTSIX CABUra HEBO3MOXHO. B Takom criy4ae Bs3koCTb MOXET ObITb M3MepeHa npu ckopoctu casumra ot 1000 ¢! go camoro
HU3KOro NPakTU4eckn onpeaenaeMoro 3HadeHus. [ina onpegenexns HynesBow casurosomn Baskoctn OBU ¢ oueHb BbiCOkON
BsI3KOCTbIO (Bonee 2 - 106 mlMa - ¢) moryT notpeboBaTbesi ckopocTu capura Hmke 0,001 ¢.

CooTHOLLIEeHNE BASKOCTL/CKOPOCTb CABMra AoMmkHO ObiTb NpeAcTaBneHo B BuAe cTaHAapTHOro rpaduka
3aBUCMMOCTU norapundma BsI3KOCTN OT fiorapudma cKkopocTu casura. BaskocTb AormkHa ObITb M3MepeHa ¢ no-
MOLLbIO BpallaTeribHOro BUCKO3MMETpa Mpu HopMarbHbIX YCroBusix. Hynesyio cABUrOBYIO BA3KOCTb onpeae-
NS0T KaK YyCTaHOBMBLUYHOCS COBWIOBYIO BSISKOCTb MPW MpUOMNMKaoOLWENACst K Hymnio ckopocTn casura. [ns
pacTBOPOB C BbICOKOW BSI3KOCTbIO M3MEPEHUS MPOBOAAT C NOMOLLLIO peoMeTpa € MOCTOSIHHON Harpy3Kou.

4.2.3.3 YnpyrocTb

Ynpyrocts OBU gomkHa 6bITh n3amepeHa Ha YacTtoTtax ot 0,01 go 20 I'u. UsmepeHust cneayet NpoBoanTb
npu Temnepartype (25 + 2) °C. WcnbiTaTenbHoe 060pyaoBaHne U Apyrne ycrnoBus UsMepeHusa AoMKHbl BbiTb
OOKYMeHTUpoBaHbI. fllorapndmbl MOAYNS BA3KOCTU 1 MOAYMS YPYFOCTU A0MKHBI ObITb NpeAcTaBneHbl Ha rpa-
ke B 3aBMCUMOCTM OT forapudpma yacToThl. [aHHble Takke MOMyT ObITb NpeAcTasneHsbl B BUuae rpaduka sa-
BUCUMOCTW YNPYrocTn OT florapudima 4actoThbl B MPOLEHTHOM BbipaXXeHUN.

4.2.3.4 Xumunyeckoe onucaHne KoMNOHEHTOB

WsrotoBuTenb 4omKeH AoKyMeHTarnbHO NoaATBepAnTb 0bLLY0 NpUpody pacTBOpUTENs, a Taioke nNpeacTa-
BUTb NOAPOOHLINA CNCOK BCEX KOMMNOHEHTOB, 06OCHOBaHNE MX BKITIOYEHUA B COCTaB U MOMAPHYIO KOHUEHTpa-
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uuto B rorosoMm OBU. KoMMOHEHTBI OMKHBLI COOTBETCTBOBATHL TPEDOBaHUSIM HOPMATUBHBIX JOKYMEHTOB NpU UX
Hanu4uu.

4.2.3.5 3HaueHue pH

3HaueHue pH rotosoro OBU crieayet namepsitb nocpeacTsoM kannbposaHHoro pH-MeTpa npu Temnepa-
Type (25 + 2) °C. 3Ha4eHune pH OBU gonxkHo HaxoauTbes B AvanasoHe ot 6,8 Ao 7,6. 3HaveHune pH OBU non-
XHO BbITb 6nn3knM K 3HaveHuto pH creknosuaHoro Bewectsa (pH 7,38), utobbl NnpegoTBpaTUTL NOBPEXAEHUE
KINETOK pOroBUYHOro aHgoTenus. UccnenoBaHua in vitro nokasanu, 4to gnanasoH pH, nepeHoCMMbIN 3HOoTeNu-
eM, CyXaeTcsl C yBernMyeHMeM BpeMeHU BO3aeNCTBUS.

4.2.3.6 Xumunueckve u buonormyeckue sarpsAasHsioLLme NpuMecu

OnpegeneHune NoTeHUManbHO ONAcHbIX XUMUYECKUX U BUONOrMYECKUX 3arpsisHSIIOLLIMX NpuMecein aon-
XHO 6bITb NPOBEAEHO NOCPEACTBOM aHan13a puckoB. B ncxoaHbIx Matepuanax 6uonormieckoro Nponcxoxae-
HUS 3TN NPUMECH MOIYT BKNloHYaTb B cebsa 6enkun, HyKnenHoBble KUCIOThI U Apyrue BewecTsa. [Npumecn B
rotosoMm OBW, nonyveHHble N3 UCXoAHbLIX MaTepuarnos U NOsIBNSAIOLLMECS B NPOLLecce U3roTOBIIEHU (Hanpu-
Mep, BelllecTBa, 0bpasylolme nepekpecTHble CBA3WU, U aHTUOKCUAAHTHI), NpeacTasnsiiowme coboi noTeHUn-
anbHYyl0 ONacHOCTb ANS TKaHEeW rnasa UM CUCTEMHYIO ONAcHOCTb, AOIDKHbI ObITb MOEHTUULMPOBaHDI, a UX
KoHUeHTpauus B rotoBom OBU gorkHa ObITb onpegeneHa.

MpuMeyaHune—YacTbiMM 3arpA3HUTENSIMM ABIMSAIOTCH Kaniv KPEMHMEBOIM CMA3KM, BbITEKAIOLLME U3 WNpuua,
OWKNBOYHO NPUHUMAaEMbIe 3a BO3AyLUHbIE NMY3bIPbKU UMK YacTuLbl. ITOT UCTOUHUK 3arpsisHeHnst OB Heobxogumo pac-
CMOTPETH NPU OLIEHKE PUCKOB.

3arpsizHsiowmne NnpMMec AomkHbI ObITb onpegeneHsl ¢ MOMOLbIO CTaHAAPTHLIX aHaIMTUYeCKUX MeTo-
00B (MpU UX HaNU4uK), KOTopble AOMKHbI ObITb onucaHbl. MpeaenbHble KOHLEHTPauun aeHTUMOULMPOBAHHBIX
npumecen OMKHbI BbITb YCTaHOBMNEHBLI U onucaHbl. HeobxoanmocTb NpoBeaeHUs UChbiTaHUs 4Nsl NPOBEPKN
6u1onornyeckoro AeNCTBUS 3TUX NPUMECEN B NpoLecce oLeHKn buonoruyeckoin 6esonacHoCTy onpeaensioT no
pesynbTatam aHanusa puckoB.

4.2.3.6 OcmMmoTn4eckas KoHLEHTpauus

WaroToBuUTENb OOMMKEH ONpeaenuTb U A0KYMEHTUPOBATb Auana3oH OCMOTUYECKON koHUeHTpauun OBU.
OcmonsanbHocTb rotosore OBUM pomkHa 6b61Tb 0T 200 Ao 400 MOcm/kr. OcMonsanbHOCTL AoMmkHA 6bITh onpeae-
neHa ¢ NoMOoLL b NMapoBOro UMK KPUOCKOMUYECKOro oCMoMeTpa Mpu HopmarbHbIX YCITOBUSIX.

4.2.3.8 KoadduuneHT nponyckaHust

KoadhdbuumeHT nponyckarus rotosoro OBU gomkeH 6biTb M3amMepeH B gnanasoxe ot 300 4o 1100 HM. Pe-
3ynbkTaThl 4OMKHbI ObITb MPeacTaBneHbl B rpadpuyeckoin opme: koabduuMeHT nponyckanus, % B 3aBUCUMOC-
TW OT ANWHbI BOMHBI, HM.

4.2.3.9 Teepaple YacTuubl

Mpu Hann4un B rotoBom OBU vacTu onpeaeneHHoro pasmepa U XxapakTepucTuk NoTeHuManbHO BO3-
MOXXHO BO3HUKHOBEHWE HeBNaronpusaTHLIX SIBEHWA: HanpuMmep, N3BbITOUYHOE UMK ANUTENbHOE MO BPEMEHU Mo~
BbILLEHWe BHYTpUrnasHoro AasneHus (ganee — BrA).

Mpw NpoBEAEHWN OLIEHKN PUCKOB HEOBXOAMMO ONpeaenunTb NoTeHuManbHy BOSMOXHOCTb 3arpsisHeHns
nnu obpasosaHus YacTuy B OBU B npoLiecce U3roTOBNEHNS, B YCIOBUSX, OXMUAAEMbIX NPU TpaHCNOPTMpOBa-
HWAW 1 XpaHeHWUK, a Tawkke npu ucnonobzosaHnm OBW. B yacTHocTn, Heobxoaumo yunTbiBaTb MNOTEHLMANBHYO
BO3MOXHOCTb arperupoBaHus, nonumepunsaLiin n Npunmnadns Yactul K BHYTPUasHbIM TKaHSM.

MpuMedaHue— OBW, cogepxalme CUHTETUYECKWE NONUMEpPLI, MOABEPXKEHbI 3HaUUTENBbHO Bornee BbICOKOMY
pvicKy 06pa3oBaHusa MUKporenei, naeHTuMKaumus KOTOPbIX M OnpeaerneHme UX KoNMYeCTBEHHOro COCTaBa METOAOM pacce-
SIHHOTO CBETa WUITM MUKPOCKOMWYECKMMN METOAAMM 3aTPyAHUTENBHbI.

UaroTtoBuTenb OOMKEH NPpUBECTU XapakTepUCTUKY noTeHUManbHOM OnacHOCTU, CBA3AHHOM ¢ YacTuLamm
KaxXgoro suaa, BbIABNEHHOro npu nposeaeHn OLUeHKU PUCKOB.

UaroTtoBuTeNb AOMKEH oXapaKktepusoBaTb BUAbl, padMepbl 1 KONn4eCcTBo YacTul, UMEIoLLINXCA B TOTOBOM
OBW. JormkHbl ObITb yCTaHOBIMEeHbI NpederbHble 3Ha4YeHUA No YacTuuam KaxXaoro suaa, nogreepxaeHHble co-
OTBETCTBYHOL M 060oCHOBaHMEM.

MpumeyaHun e — Merog onpeaeneHnst KONUYECTBa YacTUL, MPeAcTaBieH B NpUnoxeHun C.

4.2.3.10 Mokasatesnb NpenoMreHns oTanbMONOrMYECKUX BUCKOXMPYPIUYECKUX U3Oenuii
MokasaTenb npenomnexns OBU gonkeH 6biTb U3MeEpPeEH € MOMOLLLI0 pedpakTOMeTpa nNpu Temnepatype
(25 + 2) °C npu bUKCcMpoBaHHON AMMHE BOHbI.

MpumeyaHune— [dnanasoH pekoMeHAyeMbIX 3Ha4eHWI nokasarenew NpenomneHns 4onxeH OblTe NpUBeAeH B
TeXHU4Yeckux ycrnoemsax Ha OBW koHKpeTHOro Tuna.
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4.3 TpeboBaHUA k oLeHKe CBOWCTB roTOBOro o¢pTarnbMONOrM4eckoro BUCKOXUpypruieckoro
usnenusa

4.3.1 O6wMue Tpe6oBaHUA

4.3.1.1 TpebosaHus k oueHke ceocTB OBW gomkHbI COOTBETCTBOBATL 0BLWMM TPeBOoBaHMAM, NpUBEAEeHHbIM
B FOCT UCO 14630 ONd HeaKTUBHLIX XUPYPrMYECKUX WMMMIAHTaTOB, W CUCMEeMHbIM mpebosaHusMm
FTOCT ISO 13485.

4.3.1.2 TpeboeaHrusi k OBU u dokymeHmauuu, ripedcmaerisieMbIM Ha MOKCUKOIoau4eckue, caHumap-
HO-XUMUYeCKUe UClbimaHUsl, UCMbIMaHUs Ha cmepusibHOCMe U MUPO2eHHOCMb, O0ITKHEI COOMeemecmeosams
rOCT 31214.

4.3.1.3 Obujue mpebosaHusi K OUeHKe nomeHyuaneHo20 pucka npumeHeHuss OBU dorxHbl coomee-
mcmeosams TOCT 31508.

4.3.2 TpeGoBaHus Kk oLieHKe Guonoruyeckon 6e3onacHocTU

4.3.2.1 O6wue TpeboaHus

OueHky 6uonorudeckon besonacHoctn OBU cneayeT HauMHaTb € aHannaa puckos U NPOBOAUTL U AOKY-
MEeHTVpOBaTb B cOOTBETCTBUN ¢ FOCT ISO 14971. MNo pesynerataMm aHan1sa puckoB AoSMKHbI ObITb onpeaene-
Hbl UCNbITaHKSA, HeobxoaMMble AN oueHkM Bruonorndeckoi 6esonacHocTn OBU.

Ona OBW, cogepxalux Matepuarnbl XUBOTHOMO MPOUCXOXKAEHUA, AOHKHBI BbITb NPUMEHEHbI aHanu3
puUckoB 1 TpeboBaHWSA K MeHedXMeHTY, NpueaeHHble B [2], [3] v [4].

[ns Bcex OBU gomkHbl 6bITb cobntogeHbl TpeboBaHWA, Npeabasnsaemble K oLeHke Buonorudeckoi 6eso-
nacHoctn no FOCT ISO 10993-1, FOCT /SO 10993-5, FTOCT ISO 10993-10, n Tpe6oBaHns, U3NOXeHHbIE B HACTO-
sleM nogpasaerne.

MpumevaHnwns

1 Ha oCcHOBaHWM TUNWYHOTO KITMHWYECKOTO MPUMEHEHUs B nepegHen kamepe rnasa OBU knaccndunumpyioTt kak
«UMMNNAHTUPYeMble N3AENVS; TKaHb/KOCTbY . VIcnbITaHns nsaenun AaHHOWM 1 Apyrnx Kateropun, npeactaeneHHbIe B Tab-
nuue 1 FOCT ISO 10993-1, npuBeaeHbl TONBKO ANs pykoBoAcTBa 6€3 yKka3aHua MakCUManbHbIX UMY MUHUMATbHLIX Tpe-
GoBaHUN.

2 [onyckaeTtcs KOMOMHMPOBATL UCTbITaHUSI HA BUONOrMYECKY0 COBMECTUMOCTb, YMEHbLIAA HYUCNO XKUBOTHBIX, He-
06x0auMbIX 4Nsi NPoBEAEHUsT UchbiTaHus. [lBa ucnbltaHnus MoryT GbiTb NPoOBEAEHbI OAHOBPEMEHHO HA OAHOM XMBOTHOM
npu YCnoBuw, 4YTO UCTbITYEMOE XUBOTHOE He NOABEPraioT YpeamepHon 6onm unv cTpagaHusiM.

4.3.2.2 VcnbiTaHue nMnnaHTaumen BHyTpb rasa

Onsa npoBedeHNst AaHHOTO UCTIbITAHUS AOMKHA BbITh UCMOMb30BaHa NO3ULIMA UMNNAHTaLuK: B nepegHen
Kamepe rmasa Unu cteknosuaHom Tene. [JormkHbl 6biTb NPUMeHeHbI YacTHble TpeboBaHUs K UCTIbITAHUSM UM-
nnaHTauMen BHYTPb rMasa, yKasaHHble B NPUNOXeHUN A.

Ecnu ucneityemoe OBU Bbi3biBaeT 6ombLUyIo peakuuio rnasa unu socnaneHue, yem OBW, ncnonbsye-
MO€ Kak KOHTpOslbHOe, HeobxoAUMO MPOBECTU OLIEHKY COOTHOLLIEHUsT PUCK/MONb3a.

4.3.2.4 VcnbiTaHne Ha GakTepuanbHble SHAOTOKCUHBI

OBW pgomkHo GbITh OLeHeHO Ha Hanuune BakTepuanbHbIX 3HOOTOKCUHOB € nomollbio LAL-Tecta (Ha
KyneType limulus amoebocyte lysate) B cooTBeTCTBUM C METOAUKOW, ONUCAHHOW B [5], K aKBMBanNeHTHown ar-
TecToBaHHOW MeTogukon ucnbitaHus. OBU, B koTopoM npegen 6akrepuanbHbIX 3HAOTOKCUHOB NpeBbillaeT
0,5 eguHuLbI 3HAOTOKCMHOB (ED) Ha MUNAUNUTP, CYUTAIOT HE NPOLUEALUAM UCTIBITaHUE.

4.3.2.4 VcnbiTaHue Ha BHYTpUITasHoe AaBneHue

WcneblTaHWe Ha BHYTpurnasHoe aasneHune AoMmKHO BbITb NPpoBEeAeHO B COOTBETCTBUM C METOAUKON, Npes-
CTaBreHHON B NpunoxeHun B.

Ecnu ucneiryemoe OBU BhisbiBaeT 6onee BbicOKoe AaBneHue unv bornee AnvTensHoe NoBbILLeHne 4aB-
nexus, yem OBW, ucnonb3yemoe kak KOHTPOMbHOE, He0BXOAUMO NPOBECTU OLIEHKY COOTHOLUEHUsI pUck/mo-
ne3a.

PeaynbTaThl UcnblITaHUS AOMKHBI BbITh UCNOMNL30BaHbl Ans ofpeaeneHust BeposiITHOTO 3Ha4eHUst U Anu-
TeNbHOCTU NnocneonepayuoHHOro NOBbILEHUSI BHYTPUITIA3HOMo AaBreHus. JTO MOBAUSIET Ha NNaH KIMHU4ecC-
KOro MuCnblTaHWMs 1M MoxeT noTpeboBaTb NOCneonepauyoHHbIX WU3MEepEeHUA BHYTPUIMAasHOro AasneHust
OOMNOoMHUTENbLHO K NpuBeaeHHbIM B 4.4.3 nepuogam BpeMeHU.

4.3.2.5 YpaneHue octaTouHOro ohTanbMOonornyeckoro BUCKOXMpYpruieckoro uaenusi ua nepegHei kamepsi

Mpw oTCYTCTBUM NUTEpaTYPHLIX AaHHBIX MO yaaneHuto octatouHoro OBU ckopocTb, ¢ KOTOpOK ocTaTtou-
Hoe OBW BbIMbIBaeTcA 13 nepegHen kKamepbl Yepes TpabekynspHyto 30Hy, AomkHa 6biTh onpeaeneHa ¢ uc-
nonb3oBaHNMeM COOTBETCTBYIOLLEro MeToAa MCMbITaHUs, Hanpumep C MOMOLUbIO JIIOMUHECLLEHTHBIX WUMn
paavon3oTOMNHLIX MapKepoB, U NpeAcTaBneHa B oTyeTe.
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4.3.2.6 [erpagaumsa v TOKCUKOKUHETUKE

Mpu OTCYTCTBUM NUTEPaTYPHBLIX AaHHbIX 0 noBeaeHUn OBU n3rotoButens AOMKEH NpeacTaBUTb AoKasa-
TenbCcTBa: NyTW ydaneHusi, buotpaHcopmauumio 1 katabonmueckme NpoaykTel KOMMOHeHTOB. VaeHTudumka-
LMo U KonMuYecTBeHHoe onpeaeneHne NpoaykToB AeCTPyKUUW, nccneqoBaHne TOKCUKOKUHETUKA NPOAYKTOB
OeCTPpyKUMU 1 BbIMbIBaHUSA NpoBoaaT no FOCT ISO 10993-9 n FTOCT ISO 10993-16.

4.4 Tpe6oBaHUA K KNMUHUYECKOMN OLEHKe

4.4.1 O6wue TpeGoBaHus

HacToswumia nogpasgen yctaHasnmBaeT TpebGoBaHusa K knnHudeckon oueHke OBU B nepeaHeli kamepe
rnasa. JomkHbl 6blTb MPUMEHeHbI 0L e TpebOoBaHUs K HeaKTUBHBIM XMPYPTMYECKUM UMMIaHTaTam rno Haumo-
HanbHOMY CTaHAapTy rocyaapcTs, YNOMSIHYTEIX B NPeanCoBUN, Kak MPOroriocoBaBLUNX 3a MPUHSITUE HACTOSA-
LLero MexrocyaapcTBEHHOro cTaHaapTa U YacTHble TpebosaHus 4.4.2—4.4.6.

4.4.2 MNnaH KNUMHUYECKOro UCNbITaHUA

4.4.2.1 [onmxHo BbITb NpOBeAeHO CTAaTUCTUYECKOE KITMHUYECKOe UCTIbITaHNe B KOHTPONMPYEMbIX YCIOBUSX.
Llenbto nccnenosaHus gomkHa 6bITb JOKYMEHTanbHO NOATBEpXAeHHas 6e3onacHoCcTb HOBOTo BA3Kkoynpyroro OBU
BO BpeMsl orepaLuu B nepegHer kamepe no cpaBHEHWI C KOHTponbHbIM OBW. AHanna puckoB gormkeH onpeaenutb
WCXOQHYH rMMoTesy, a ANns pacyeta HeobXoaMmMoro Ymcna cybbekToB B KaXAoW KOHTPOMLHOM rpynne AomkHbI
6bITb NCNOMb30BaHbI CTaHAapTHElE BuocTaTucTUYeckne opmMyrbl.

4.4.2.2 KoHTponbHbIM U3genvem gormkHo BbiTe AokyMmeHTMpoBaHHoe OBW, lWinpoko npogaBaeMoe B Te4eHne
NOCNeAHWX NATU NET U NpedHasHauYeHHoe AJsi TOTo Xe NpUMeHeHus. KnuHuyYeckuin ucneitatens AomkeH 3aAencTBo-
BaTb He MeHee 20 cybbekToB unu 6onee 25 % obuero Yncna cybbekToB, BOBNEYEHHbIX B UccnegoBaHue. Yucno He
A0BEeAEeHHbIX 40 KoHLa CyObeKTOB B KaXA0W KOHTPONbHOM rpynne AOIMKHO COCTaBNATL He Gonee 10 % obuwero uncna
BOBIEYEHHbIX B UCCNeaoBaHue cybbeKToB.

MpwnmeyaHun e — Vccnegosanus, NPoOBOAVMbIE B OAHON CTPaHe, MOTYT Bbi3BaTb MOSIBIIEHNE AONONHUTENbHbIX
TpeboBaHuiA MO BbINOMHEHWIO NPaBOBLIX HOPM B APYIUX CTpaHax.

4.4.2.3 Kaxablil KMUHUYECKUIA UCTIbITaTENb JOMMKEH UCMONb30BaTh NPU UCCeaoBaHUN NIUH3bI OQHOMO U TOrO
Xe TUMa U OQMHAKOBYI XUPYPruyeckyto ornepaumio anst Bcex cybbeKToB.

4.4.2.4 Habniogatenu He AOMXKHbI NPMHUMATL y4acTue B KIMHUYECKOM uccnegosaHuu. MNpu HEBO3MOXHOCTH
CpaBHEeHUWs pe3ynbTaToB UCCNeaoBaHuin HOBOro U koHTponbHoro OBU nocneonepauuoHHble UCCreioBaHUst pa3pe-
LuaeTcA NpoBeCcTM HesaBnCcUMOMY HabnogaTento, KOTOpPLIN He AoNKeH 3HaTk, kakoe OBU Bbiro ucnons3osaHo.

4.4.2.5 Ecnv usrotoBuUTenb NpeanonaraeT caenarb AONONHUTENbHBIE 3asiBNIEHUS], HANPUMEP B OTHOLLIEHUM
nocrneonepaunoHHoro geiicteusa OBU, ana nogaepkaHusa Takux 3assneHuin JomkHbl 6bITe onpeAeneHbl 4OMONHU-
TerbHble OPUEHTUPLI, a TakKe BbIMNOMHEH COOTBETCTBYIOLUIA NepecyeT HeobxoAMMOro YMcna cybbLeKToB.

4.4.2.6 BnpoLecce KIMHUYECKMX UCMbITAaHWI JOMKHbI 6bITh OLEHeHbI cregyoLLue nepeMeHHble NapaMmeTpbl:

a) 3HaueHue U ANUTENbHOCTL NOCMNeornepaLMOHHOrO NOBLILEHUA BHYTPUIMA3HOTO AaBIieHus;

b) uucno knerok aHAOTENUSI POrOBULbI;

C) BocnanuTenbHas peakuus rnasa unu apyrue HebnaronpustHble MexXonepauvoHHbIe UNK nocneonepauu-
OHHbIe ABNEHUS.

4.4.2.7 Pacyem 4ucna cybbekmos, Heobxo0umbix Onst npoeedeHus KiuHudeckux ucrsimaruti OBU e ucrbi-
myembIX U KOHMPOorbHOU epyrnnax, npedcmasineH 8 npunoxeHuu D.

44.3 TlocneonepaLMOHHaA oLeHKa NOBbIWEHUA BHYTPUrNa3sHoro gaBneHua

4.4.3.1 BHyTpurnasHoe gaeneHue OOMKHO BbiTb M3MEPEHO C MOMOLLbI0 annnaHauuoHHOro ToHoMeTpa lo-
nbAMaHa nepepj onepauueit U nocne onepauuu B crneayloLlne nepuoabl BpEMeHMU:

(6£2)4; (24 £ 4)4; 1 Hegena £ 2 cyT; 1 Mec £ 7 cyT; 3 Mec = 2 Heglenu.

4.4.3.2 B cnyyae ecnu BHyTpuUrnasHoe AaBneHne oTaeNbHOro UchbiTyemoro cybbekta octaeTcsi NOBbILLEH-
HbIM B Te4eHue bonee 24 4, 4OMKHbI 6bITh NPOBeAEHbI AONONMHUTENBHbIE U3MEPEHUS, NoKa 3Ha4YeHUe BHYTPUrNasHo-
ro AaBneHusl He JOCTUMHET YPOBHS HOPMbI.

4.4.3.3 HasHauyeHue MeauMKamMeHTOB AN NOHWXKeHUS AaBneHus B nobble nepuoabl BpeMeHn AomkHO GbiTh
0hOPMINEHO AOKYMEHTANbLHO, U AaHHble AOMKHbI BbITh NpeaocTaBneHbl OTAENBHO MO KaXaoMy cyobekTy. Ecnu odu-
LnansHo onybnnkoBaHHbIe MCTOMHUKK, pe3ynbTaThl UCTIbITAHUA Ha KMBOTHBLIX MU KIMHUYECKUIA OMbIT AOKa3bIBaloT,
YTO MakcUManbHoe BHYTPUrnasHoe JaBreHune NoaBnsaeTcs BHe nocneonepauoHHoro agnanasoHa ot 4 oo 8 4, uaro-
TOBUTENb ACIIKEH U3MEHWUTL NNaH KNUHUYECKOro UCTbITAHUSI U BHECTU B HEro JOMONHUTENbHOe U3MepeHne BHYTpU-
rNasHoro gaeneHusl B MOMEHT, Brn3KMil K MakCMMarnbHOMY 3HAYEHUI0 BHYTPUITIa3HOMO AaBNeHus.

4.4.3.4 MOHUTOPWHT UCNbITYeMbIX CyOBbEKTOB € BHYTPUINasHbIM AaBreHnem, 6onee unu paesHsiM 30 Mm
PT. CT., A0OIKeH BbITb NPOBEAEH Yepes Hederto U No3xe B TeYeHe BCero nccneaoBaHus. ECrm4actoTHOCTb Mo-
HUTOPWHIra CTaTUCTUYECKN NPEeBLILLAET OXMaaemMoe Hynesoe sHadeHue, cnegyeT paccMOTPETbL BOSMOXHOCTb
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npexagesBpeMeHHOro npekpalleHus KNnmMHn4eckoro nccrneaoBaHus. ﬂaHHbIVI aHanua gommkeH ObITb npoeBeaeH BO BpeMA
nccneaoBaHus no BCEMY YUCTY UCTIBITYEMbIX CYGHEKTOB, a B KOHLLE MCCMEAoBaHNUS — MO KO0 UCNbITYeMOl rpynre.
Mo 3aBeplieHnn mccnegosaHua aHanus I/I3MepeHI/Il7I BHYTPUIMMa3HOro gasneHna OO0JMKeH BKIovaTth B cebs pacyer
CpefHWX 3Ha4YeHW, a Takke YacTOTHOCTY 3HAYEHUA BHYTpUIMa3Horo JaeneHusi, 6onee unu pasHoro 30 MM pT. CT.

4.4.4 MNopcyeT uncna KNeToK aHQOTENUA PoroBuLbl

CocTosiHe 3HO0TENUS POroBULbI OLLeHMBAIOT NyTeM ModcyeTa yuMcna KneTok 3HOOTENUs poroBuubl Ao
onepauun 1 Yyepes (3 + 0,5) mec nocne onepauun.

4.4.5 MNMocneonepayuoHHasa BocnanuTenbHas peakuus rnasa

CTeneHb peakumm BocnaneHus rnasa oLeHMBaT MeToaoM BUOMUKPOCKOMUU C UCTIONb30BaHEM Lemne-
BOW Namrbl U KIMHUYECKN KNAacCUULMPYIOT MPY KaXA0OM U3MEPEHNW BHYTPUMTIA3HOO AaBleHNs.

4.4.6 Cepbe3sHbill HeGnazonpusmHbiil ucxod

KnuHuyeckue nccnegosaTen AOMKHEI NPeAoCTaBnsATh OTYETHI O CEPbEe3HBIX MEXOmNepaLMoHHbIX 1 Mo-
cneonepaunoHHbIX UCX0oAaX 3aKasunKy HeMeaeHHo, Kak TOoMbKo O HUX cTarno n3sectHo. Bee apyrne Hebnaro-
NPUATHBIE UCXOOb! AOIKHbI ObITh 4OKYMEHTMPOBaHbBI B MICTOPUSAX BOME3HN.

5 Tpe6oBaHusa K cTepunusaumm

5.1 OBW porxHo BbITb CTEPUIIM3OBAHO B COOTBETCTBUM C TPeBOBaHUAMMU K CTEPUNM3aLUM, YKa3aHHbIMK B
FOCT NCO 14630 ANs HeaKTUBHBIX XUPYPruYecKUX NMMIaHTaToB.

5.2 K OBW unu ero KoMMoHeHTaM, Npu cTepunusaLum KoTopbIX UCMONb3yIoT BRaxHoe Tenno, AoMmkHbI BbITb
npumeHeHbl TpebosaHua no [6].

5.3 KOBW unu ero koMnoHeHTam, Npu CTEPUINN3aLmn KOTOPbIX UCMONb3YHT 3TUINEHOKCUA, AOMKHBI BbITh NPU-
MeHeHbl Tpebosanua no [7].

MpumeyaHune— YcTaHOBNEHO, YTO TpeboBaHWs, ONpeaensiowme NpuemMnemMbie YypOBHA OCTATOMHOIO 3TUIE-
Hokeuaa, ykasanHble B fOCT ISO 10993-7, HenpyuMeHumbl kK OBU, Haxogawmmest B KOHTakTe € BbICOKOYYBCTBUTENBHbIMM
TKaHAMUW, HAaNpYMep TKaHsIMK rmasa. [JononHTenbHble YKasaHusi no npumeHexuio Tpebosanmn FOCT ISO 10993-7 npyBe-
Aexbl B [8]. inst nHTpaokynspHeix OBU cneuunansHbIX KaTeropuii npeaenbHoe cogepXxaHme 3TuneHokenaa anst UHTpaoky-
NAPHOW NMWH3bl yCTaHOBNEeHO Ha ypoeHe 0,5 Mkr B geHb, HO He Gonee 1,25 mkr B uenom. lpegensi ans Apyrmx
MHTpaokynsipHbIX OB moryT 6bITh NpegBapvTenbHO 3agaHbl ncxoast us maccel OB,

MpenensHoe cogepxaHne aTuneHokeuga anss OBU gomkHo coctaenate 60 Mkr/mMn (gononHUTenbHas
MHpopMaLma No MeToauke nsmepeHust npusedeHa B [8]).

MpwumeyaHun e — B texHnueckom nHopmaumoHHom oTHeTe [8] oTCyTCTBYIOT TPpE6OBaHWA No NpeaenbHOMY CO-
JepxxaHuio sTunenxnopmapvHa. lNpegnonaraercs, 4YTo B HOBOW pegakuuvum [8] Gyaet yctaHoBNeHO npeaensHoe cogepxa-
HWe ITUNEHXNOPIMAPVHA Anst MHTPaokynsipHbix OBU, copepxalumx xnopua, B YeTbipe pasa npesbilaiollee cogepxaHme
aTuneHokcuaa. 3To cnedyeT yuuThIBaTh NpU oueHke Guonoruyeckon 6esonacHoctn OBU.

5.4 KOBMW, npu ctepunuaauumn KOTopbIX MCMONb3YOT 06nyyeHne, AoMKHbI ObITb NPUMeHeHbl TpeboBaHUA
no [9].
MpwumeyaHue— MN3BecTHO, uTo MHOIMe OBU copepxaT BbICOKOMONEKYNAPHbIE NONUMEPDI, He SIBMSIIOWLMECs

TEPMOCTOMKMMMU, U UTO CTEPUNN3ALIMS BMAKHBIM TENMOM MOXET 0Ka3aTb OTpUUATENbHOE BO3AEWCTBME HA UX Peornormyec-
kue ceonctea. Ecnu OBU Henb3s cTepunun3oBaTtb BNAXHLIM TEMNOM, NPUMEHSIOT acenTuueckyto o6paborky.

5.5 KOBW, koTopble He CTepUINU3yIoT, HO NoaBeprarT acenTuyeckon odbpabortke, AOMKHBI ObITL NPUMEHEHbI
TpeboBaHus [10]. CooTBeTCTBUE AQHHOMY MEXAyHapOAHOMY CTaHAAPTY AOMXHO ObITh NOATBEPXKAEHO aTTecToBaH-
HbIM MCCrefIoBaHMEM B cpeae ¢ NpeenbHO A0MYCTUMBIM YPOBHEM 3arpasHeHns — 1073,

M pumeuaHune— Cranaapt [10] yctaHaBnueaet oblme TpebSoBaHns U CoaepXnUT PyKOBOACTBO MO NpoLeccam,
nporpaMMaM ¥ MeToaMKam atTecTaumm M KOHTPONs MEAVMLMHCKUX U3Oenun, nogeepraemblX acentuyeckon obpabotke.
Crangaprt [10], B yacTHOCTH, NpUMeHUM kK 06paboTke hranonomyeckmx (BogHbIX) pacTBOPOB U, cneaoBaTeribHO, UMEET OT-
HoweHue k usrotoenenmnio OBW. Cneaytowme yactm craHgapra [10] 6yayT nocesAwWweHsbI cneunann3npoBaHHbIM NpoLeccam,
TakuMm kak counbrpaums n nuodunusaums.

6 TpeGoBaHMA K CTaOMNBLHOCTU O(PTaNLMONOrMYECKUX BUCKOXUPYPrUYECKUX
nspgenun

6.1 WaroToBuTenb AOMKEH ONpeaerniTh 1 YCTaHOBMTb CPOK rogHocT OBW npu XpaHeHUm B CKNaackux noMe-
LLIEHNAX U cucTeMy AocTasku. OnpeaeneHue cpoka rofHoCTH NpK XpaHeH AoMkHO GbiTb NpoBEAEHo B pearb-
HOM MacwTabe BpemMeHW WK NO YCKOPEHHOW MeToauke Npu TemnepaType He Gonee 45 °C ¢ uenbto
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noaTBEepAUTb, UTO OCHOBHbIE XapaKTepucTuku no 6esonacHocTn u acdeKkTUBHbIE 3KCNNyaTauUoOHHbIE Ka-
yecTsa rotosoro OBU 1 cucteMbl 4OCTaBKM HAXOAATCS B YCTAHOBNEHHbIX NpeAenax B Te4eHne 0603Ha4eHHOro cpo-
Ka rogHOCTU NPU OXnaaeMbIX YCIOBUAX TPAHCNOPTUPOBAHUS U XPaHEHNS.

6.2 NapaMeTpbl U XapaKTePUCTUKKU, KOTOPble HEOBXOAMMO KOHTPONMPOBaTL BO BPeMS UCCNeaoBaHuin cpoka
rOQHOCTU NPU XpPaHeHUU: peonormveckuin npoduns, pH, ctepunsHOCTL U Apyrue akTopbl, YCTaHOBNEHHbIe Nnpu
aHarnu3e pUCKOB Kak Kputuueckue ans 6esonacHoro npumeHeHusa OBU.

6.3 WameHeHus coctaBa OBWU, ucxogHbIx MaTepyarnos U UX NOCTaBLUMKOB, YCNOBUI U3rOTOBMEHUS, BKNovast
npoLiecc cTepunuaaLmm, TUN ynakoBK1 UMy yNnakoBOYHbIE Matepuarbl, MOryT okasaTtb HebnaronpuaTHoe BNusiHue Ha
cpok cnyx6bl OBU npu xpaHeHuu. YcTaHOBMNEHHbIN cpok cnyx6b1 OBU npu xpaHeHun gomnkeH 6biTb NepecMoTpeH,
€CIY NMpW aHanu3e pUCKOB BbISABIEHO M3MEHEHWE TEXHOOMMU N3roTOBREHNUS, YTO MOXET NOBNUATL Ha CTabUNbHOCTL
OBMW.

7 TPEGOBaHMﬂ K LIEJIOCTHOCTU U XapaKTepUCTUKe KOMNNeKTa AOCTaBKU

7.1 OBW nocraensiioT B repMeTUYHbIX KOHTeHepax BMecTe C KaHonen ana seegeHus OBW B rnas. 3t gea
KOMMOHEHTa ABNATCA KOMIMIIEKTOM JOCTaBKU.

7.2 OTcyTCTBME MeXaHU4ecKoro NoBpeXAEeHUs1 KOMIEKTa JOCTaBKN AOMKHO GbiTb NOATBEPKAEHO UCTbITa-
HuaMK ansa npumeHeHns OBU no HasHaueHwuio.

7.3 dusuko-xummyeckasa comectumocts OBU 1 koMnnekTa AocTaBku AoMXKHbI BbITh TakKe OLEHEeHbI.

8 Tpe6oBaHusA K ynakoBke

8.1 3awuTa oT NoBpeXAeHUs NPU XpaHeHUU U TPaHCNOPTUPOBAHUM

JomkHbl 6blTb  NpUMeHeHbl TpeboBaHUs K YynakoBKe MeAWULMHCKUX W3Oenuii, ykasaHHble B
FOCT NCO 14630 n [11].

8.2 3awura cTepMNbLHOCTU NPU TPaHCNOPTUPOBAHUMU

OBW pomxHbl 6bITe ynakoBaHbl Takum 0bpasoM, 4Tobbl ocTaBaTbCsl CTEPUNbHBIMU B Npeaenax, ykasaH-
HbIX A1 YCIOBWIA TPaHCMNOPTUPOBaHUA, XpaHeHnsa 1 obpalueHus. [ormkHbl bbiTb cobnogeHbl TpebosaHua K
CTepUnbLHON ynakoBke, ykasaHHble B [12].

9 Tpe6oBaHus k MHOPMaLMK, NpeaoCTaBNAeMON U3rOTOBUTENEM

9.1 [omxHbl 6bITb cobntoaeHbl 0bwme TpebosaHus K MHOpMaLMKU, NPeaoCcTaBnNAeMOi U3roToBUTENeM Me-
OVILVHCKUX U3Lenuia, ykasaHHble B [13], u yacTHble TpebosaHusa k OBU, npuBeaeHHbIE B HAcTosILLIEM pa3sgene.

9.2 [onyckaeTcs UCnonb3oBaTk CUMBOIbI BMECTO TekcTa. Mpu ucnons3oBaHUM CUMBONOB A0KHbI BbITh CO-
BriogeHbl TpeboBaHWA No HaLMoHaNbHOMY cTaHAapTy rocy4apcTs, YNOMSHYThIX B NPEAUCIIOBUAN, KaK NPOrono-
COBaBLUMX 3a MPUHATUE HACTOALLEro MeXrocygapcTBeHHOro ctaHaapTa.

9.3 Ecnu OBV noasepxeHo NOBPeXaeHUIo Nog AeNCcTBUEM haKTOPOB OKpYXXatoweln cpefibl, Ha KoHTelHepe
ANs XpaHeHWs1 JoMmKHbI BbITb HAHECEHbI YeTkUe npeaynpeanTerbHbIe 3HaKM.

9.4 Homep napTum 1 KOHEYHBI CPOK AEVCTBUA MOTYT BbITh YKa3aHbl Ha caMoknesLwencs aTuKeTke.

9.5 Bknafbiw AomkeH BbITb BNOXEH B YNakoBKy Tak, UToBbl ero MOXHO BbINo B3ATb M NpouUTaTh, He NoBpeX-
Aas cTtepuneHoro 6apbepa.

9.6 MuHuManbHas UHDOPMaLIMSA, HAHOCUMAsA Ha YNakoBOMYHbIV KOHTelHep, BKNadblll B YNakoBKY, CTEpUnb-
HbI Bapbep 1 NepBUYHbLIA KOHTeHep, NpuBeaeHa B Tabnuue 1.

Ta6nuuya 1— VHdopmauus, NpeaocTasnsemas nsroToButenem

KoHnTeliHep Bknagbiw B CrepunbHbIii MepBuyHbIN
UHdopmauus o
Onsi XpaHEeHus ynakoBKy 6apbep KOHTelHep
HanmeHoBaHue un3rotoBUTENs WUNKU YMNOIHOMOYEHHOTO + + + -
npeacraeuTens
Agpec narotoBuTensi + + - -
Toproeoe HavmeHoBaHne OB + + + -
Onuncanne KoMnneKkTa NoCcTaBKy U MHCTPYKLMS MO ero uc- - + - -
Nonb30BaHuo
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OkoH4aHue mabnuus! 1

KoHTenHep Brnagbiw B CrepunbHbIN MepBUYHbIA
WHdopmaumus o
ANA XpaHeHus YNaKoOBKY Bapbep KOHTenHep

KpaTtkoe onucaHne xummndeckoro coctaea OB v o6bema + + - -
NocTaBKu
OnncaHne COOTBETCTBYIOLLMX KOHCTPYKTUBHbIX NapameT- - + - -
POB, KOTOPbIE MOIYT NOBMUATL HA 6€30MacHOCTL U Xapak-
TepucTnkm OBW, B TOM uncne: KOHUeHTpauus; pacnpege-
NeHve MONeKynsapHoM maccol; pH; 0CMOMOMANBHOCTL Y
Ap.
pathmnueckoe npeacTaBneHne Peornormyeckoro npodu- - + - -
N rpadmk norapuMUYEcKon 3aBUCUMOCTU BSI3KOCTU
(MMa - ¢) oT caura (c”') B AWanasoHe, yka3aHHOM B
4.2.3.2
YcenoBus xpaHeHust + + - —
[Moka3aHusi K NPUMEHEHNIO - + - -
MpoTMBONOKa3aHUSA K NPUMEHEHUIO - + - -
WHCTpYKUMS NO MpUMEHEHWIO, BKIOYasi pekoMeHaauum + + - -
no yganexuio OBU (npu HeobxoammocTn)
Mepbl NpegoCcTOPOXKHOCTY U NPeayNpeXaeHNs - - -
CooblueHne 0 TOM, 4YTO COAEPXKMMOE MpeaHaszHa4YeHo - + + -
Onsi pa3oBOro UCMNomnb30BaHus
Hagnwucee: «CtepunbHo» u metoa(bl) ctepunuaauumn OBU + + + -
M CUCTEMBbI OCTaBKU
Hagnwvcee: «He ucnone3sosats, ecnu ctepunbHbIl bapbep - - + -
HapyLleH»
KoHeuHbIl cpok rogHoCcTr + - + +
Homep naptum nocne cnoea «J1I0T» + - + +

MpwnmedyaHwne— HomepnapTim, Cpok rogHOCTU W AATY CTEPUNM3aLIMM AOMNYCKAETCS He YKasblBaTb Ha CTEPUNb-
Hom Bapbepe, ecnu oH NPo3payHbIi U HeoBXoAMMYI0 MHCPOPMALMIO MOXKHO NPOHECTL HA NEPBUYHOM KOHTEWHEPE, HE Ha-

pywas ero repmeTn4HoOCTH.
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Mpunoxenne A
(o6a3aTenHoe)

MeToauka UcnbITaHUA UMNNaHTauuen BHYTPb rna3sa

A1 O6wme Tpe6oBaHnn

A.1.1 [Mpu ucnbiTaHUM UMNNAHTaLMei BHYTPb rnasa NPOBOAAT OLIEHKY MECTHOMO AEWCTBUSA Ha XUBYIO TKaHb o6pasua OB,
VUMMNaHTUPOBAHHOIO XMPYPru4eCcKUM crnocobom B MECTE, COOTBETCTBYHOLLIEM NPEAYCMOTPEHHOMY NPUMEHEHUIO, MAPLLPYTY 1 Ann-
TENbHOCTU KOHTAKTa KaKk Ha MUKPOYPOBHSX, Tak MU MaKpoypoBHsX. O6Lue Tpe6oBaHNUA K UCTILITaHUSIM HA UMNNAaHTaumnIo CooTBe-
TCTBYIOT YKa3aHHbiM B FOCT ISO 10993-6, TOCT ISO 10993-12.

A.1.2 B kauecTBe MecTa Ansl UMITIaHTauum MoXeT ObiTb UCMNOoNb3oBaHa NnepeaHsisi Kamepa unv CTekrnoBuaHasl no-
TNOCTb I11a3a XXUBOTHOIO, NOAXOAALWEro Ans UCTIbITaHUS.

B cootBeTcTBUM C TpeGoBaHusimm [14] ncnbiTaHne Ha XXMBOTHOM IOIDKHO ObiTh COKpaLLLEHO A0 OnpaBAaHHOIO MUHU-
Myma.

A.2 Mopaaok NnpoBeAeHNs UCNbITaHUA

A.2.1 CooteetcTBytOWMIA 06Bem OBU BBOAAT B NEpegHIO KaMepy Uiu B NepegHIo YacTb CTEKIOBUAHONW NOSIOCTU rMnasa.
Mepea BBeAgHMEM ONpeaeneHHoro o6bema UCTbITYEMOro Unu KoHTpornbHoro OBU B 06nacte nepegHen kaMmepbl unu CTexknosuna-
HOro Terna AonycKaeTcs yaanuTb paBHbIA 06bEM Briarm U3 COOTBETCTBYHOLLEN KamMepbl.

A.2.2 ViMnnaHTaumio OCyLLEeCTBIIAIT C MUHUMAaIIbHO BO3MOXHOW TPABMOW I11a3a, He MacKupyroLwen NospexaeHus, nony-
YeHHbIE B pesynbTaTe BO34eCTBUS UCMBITYEMOro UM KOHTPOSIbHOrO Marepuana.

A.2.3 B kauecTBe KOHTPOJA UCMONbL3YIOT Apyroe 3apermctpuposaHHoe OBU, NnpucyTcTByOWEE Ha PbIHKE HE MEHee NATK
NeT 1 NpegHasHaveHHoe Ana Tex xe uenen. KoHtponeHeii OBU uMnnaHTMpyoT OAHOBPEMEHHO B TO e MeCTO B APYroW rnas.

MpumedyaHue— NpeanoyTutensHa ABYCTOPOHHSISI UMIIAHTALMS, HO AONYCKAETCA U OAHOCTOPOHHSISI UMIIaH-
Tauusi, ecnv Toro TpebyIoT MeCTHbIE NPeANnUCaHuns.

A.3 NMpaBuna o6paboTkmn pe3ynbTaToB UCNbITAHUA

A.3.1 BocnanutenbHyo peakuuo, BO3HUKaIOLWYIO NOCIe BBEAEHUA MaTepuana, NOCTOAHHO KOHTPOSIMPYIOT 1 Kinaccuduum-
PYKOT COrNacHoO CTaHAAPTU30BaAHHOW CUCTEME KONMUMYECTBEHHLIX NokasaTtenen ans GUOMUKPOCKONUYECKOTro UCCNEA0BaHUA ¢ UG-
NoSNb30BaHUEM LUESIeBO NamMnbl C UHTEpBanamu BpemeHu: 4—6, 24, 48, 72 4 n 1 Hegensa nocne BBeaeHUN.

A.3.2 [onyckaeTca BBOAUTL AOMONHUTENBHBIE CPOKUA KOHTPOJIA B 3aBUCMMOCTU OT NPOAOIKUTENBHOCTU UCCNEA0BAHUS.

A.3.3 PesynbTaTbl UCMbITAHUIA AOMXKHBI ObITb BHECEHbI B OKOHYamesibHbId omyem.
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Mpunoxenne B
(obsaszaTenbHoOe)

Memoduka ucnbimaHust Ha BHyTpUrnaisHoe naasnexHue

B.1 O6wwme TpeGoBaHusA

B.1.1 Xupyprudeckas onepauns B nepeaHeil kamepe rnasa ¢ ucrnosibsosaHueM OBU moxeT cONPOBOXAATHCA NOBLILEHU-
€M BHYTPUINA3HOro AABMNEHUA. 3TO ABNSETCA NpuemMrieMbiM NnocneacTeuem ucnonbaosaHus OBU 1 He 4OMKHO CyLLECTBEHHO No-
BMUATL Ha 3pUTENbHYIO (OYHKLMIO U BOCCTAHOBIIEHWE MMA3HBIX TKaHEN. 3HaYMTENbHOE UMM NPOAOCNKUTENbHOE NOBLILWEHUE
BHYTPUI1A3HOMO AaBIEHWA MOXET BbI3BaTb 60Nb UM AUCKOMGOPT M NPUBECTU K MOBPEXAEHUIO TKAHENW rnasa.

B.1.2 Memoduka ucribimarus r103eosisiem KOHmMpPoJsupoeams NOBbILWEHNE BHYTPUITA3HOro 4aBNeHNs Nocne 3ameHsbl
Bnamv Ha OBW Takoro xe o6bema B nepedHen kamepe rrnasa ucnslTyemoro xuBoTHoro. OBW ocTaeTtca B rnasy, cneposa-
TeNbHO, NCMbITAHNE HE UMUTUPYET KITMHNYECKOE NCMONBb30BaHNE, NMPU KOTOPOM XMPYPT yaanseT kak moxHo 6onbwe OBU,
nepen TeM Kak 3akpbiTb Hagpes. [AnuTenbHOCTb 1 3HauYeHNe U3MEHEHVS BHY TPUITIa3HOro AaBneHus BO BPEMs NpeaKnnHu-
YECKOro UCMbITaHWs MOTYT BbITb BonbLue, YeM ANUTENBHOCTb U 3HaYeHWe BHYTPUIMA3HOro aBNeHUs BO Bpems KNMHUYeC-
KOro UCMONMb30BaHUsI.

B.1.3 WcnbiTanne npoBogAaT Tonbko anst cpasHeHns OBU ¢ koHTponbHbIM OB, yTBepAEHHBIM A4NA TaKOro Xe Uc-
Nnonb30BaHus.

B.2 Mopsgok npoBeAeHNA NCNbLITaHUA

B.2.1 O6bem BOAAHUCTOW Briark, aKBUBasieHTHbIl 25 % obbema nepeaHeit kameps! rasa UCNbITYEMOro XUBOTHOTO, yAa-
nawT U 3ameHaT Ha OBU paBHoro obbema.

B.2.2 B ka4yecTBe KOHTPONA UCMONL3YIOT Apyroe sapeructpuposaHHoe OB, NpucyTCTBYHOWEE Ha PLIHKE HE MEHEee NATU
NeT U npedHasHavyeHHoe ans Tex xe uenei. KoHTponsHeili OBU uMnnaHTMpyoT OQHOBPEMEHHO B TOXE MECTO B APYron rnas.

MpumeyaHune— MpeanodTnTenbHa ABYCTOPOHHSIS MMMNIaHTaLUMs, TaK KaK YMCNO XUBOTHbIX, HeoBxognumoe ans
obecnevyeHnsi JOCTOBEPHOCTM UCMbITaHUA, ByaeT MeHbLue, YeM NPU O4HOCTOPOHHEN umnnaHTaumn. flonyckaerca n ogHo-
CTOPOHHSISI MMMNaHTaLUWs, ecrnv Toro TpebytoT MecTHble NpeanvcaHus.

B.3 MpaBuna o6paboTkn pe3ynbTaTOB UCMNbITAHUA

B.3.1 BHyTpurnasHoe gasneHue U3MepAT METOAOM anniaHauMoHHOW TOHOMETPUM Nepea onepaument U B cnegyowme
nepuogsl BpemeHu nocne onepauuun: 1 4 =15 MuH; 2 4 + 30 muH; (4 £ 1) 4; (8 £2) y; (12 £2) y; (24 +£4) u; 1 Hepens £ 2 cyT;
1 Mec £ 7 cyT. CKOPOCTb U ANUTENBHOCTL MOBLILLEHUS BHYTPUIIIA3HOMO A4aBNEHNUA CYLLECTBEHHO 3aBUcAT oT npupoasl OBU v ero
BASKOCTU. Kak TOMBKO 3TU NnokasaTenu cTabunusupyroTcs, YUCIIo USMEpPEHUI BHYTPUITIA3HOTO AABMNEHNSA MOXET ObiTe U3MEHEHO,
4TOObI GONEe TOYHO CreagoBaTh ero UaMeHeHuno. MoryT noTpeboBaTLCA AONONHUTESLHBIE NPOBEPKU BHYTPUITIA3HOIO AABNEHNUS,
€CNN OHO OCTaeTCs NOBbLIWEHHBIM B TeYeHue 6onee 24 4 nocne nenbiTaHus.

B.3.2 PesynbraThbl UCNBITAHUIA 4OMKHBLI BbITb 6HECEHBI B OKOHYaMesbHbIU omyem.
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Mpunoxenne C
(pexomeHayemoe)

MI/IKpOCKOI'II/I‘-IeCKI/IVI aHanus3 TBepabiX YacTuy

C.1 O6wwme TpeboBaHUA

C.1.1 Mukpockonuyeckuii aHanu3 npegycmaTpusaeT NoaroToeky o6pasuos OBW ans konuvecTBeHHOro onpepene-
HUSI TBEPAbIX YacTuL, Ha ocHoBe meToaa no [15]. Mepea dovnbTpaumen n Mmkpockonuyeckum aHanuaom OB gorxHbl ObITb
pasbaBneHbl U3-3a BS3KOCTMW.

C.1.2 [onyckaeTcsi UCMONb30BaTh anbTepHaTUBHbIE METOAbI ONpeAerneHns crienon Npobbl U NOAroTOBKU oOpaaua.
Heobxoanmo TwarensHoO oueHBaTh UBMEHEHUS], KOTOPbIE MOTYT MOBMNUSTH Ha NOACHET YacTUL.

C.2 TpeboBaHusa kK 060pyaOBaHUIO M BCNOMOraTenbHbIM YCTPOWCTBaM

C.2.1 Mwukpockonbl U NpYHagneXHOCTU

C.2.1.1 Mwukpockon (CNoXHbIA BUHOKYNSPHBIN), kKoMBMHaUMa obbekTmBa M okynsipa obecnedynBaeT yBenvdeHve
(100 + 10)~ AnoxpomaTnyeckuii 0ObeKTUB Ny NyYWwnin OMKeH UMETb HOMUHaNbHOe yBenuyeHne 10% 1 MUHUMaNbHYO
uucnoByio anepTypy 0,25. [Ins nccneoBaHns B OTPaXKeHHOM CBETE JOJIKHbI ObITh NpeayCMOTPeHbl 3NMMCKONUYEcK1e ocBe-
™mTenmu.

C.2.1.2 [Oea ocBeTnTENs, OCHAWEHHBIX CMHUMK CBETOUIBbTPaMK SHEBHOIO CBETA ANA CHKEHWSA YCTanocTum rnasa
oneparopa:

- BHELWHWI OcBeTUTENb, PerynvpyemMbli ans obecneveHnst KOCOro OCBELWEeHUs], NagatoLLero nog yrnom 10° — 20° k
ropuaoHTanm;

- 3MUCKONUYECKWI OCBETUTENb CBETMONO NOMSl, BCTPOEHHbIV B MUKPOCKON.

C.2.1.3 CeTka gnsi ynyuLweHHOro MMKpPOCKONMYecKoro aHanuaa (ganee — cetka IMA), kanmbpoBaHHasn Takum obpa-
30M, YTO M3MepUTEnbHbIE OKPYXHOCTW B MITOCKOCTU NPEAMETHONO CTONMKA MMKpOCKona coctaensioT 10 unm 25 Mkm ¢ Tou-
HocTbio 2 %. JonyckaeTcs UCNONb3oBaTh anbTepHaTMBHYIO CeTKY C TpebyemMoln TOUYHOCTBIO KanMbpoBKK.

C.2.1.4 MwukpomeTp ueHol genenust 10 mkm (100 gen./mm).

C.2.2 YcTpoKcTBO (hunbTpaumm u BcnomoraTenbHble NPUHAANEeXHOCTH

C.2.2.1 dunbTpoBanbHas BOPOHKa 06 bEMOM, NOAXOAALWMM 4TS UCNbITAHWSA, 1 MUHUMAnNbHLIM ANaMeTpom 21 MM.
BopoHka gorkHa 6biTb M3roTOBMNEHA U3 NacTMacChl, CTEKNA WU HEPXXaBeloLwen cTanm.

C.2.2.2 BopoHka ansi ounetpa enbmana, 25 mm/200 mn (getans Ne 4203).

C.2.2.3 BopoHka ans ynbtpaduonetoBoro ¢dunstpa, 47 mm/300 mn (aetanb Ne XX10 047 24).

C.2.2.4 dunbTpoBanbHbI Anddy30p, BbINOMHEHHbIN B BUAE NOACTABKY Nod, dUnbTp, U3roTOBIEHHLIN N3 HEPXXaBe-
IOLLEN CTanm UM CrevYeHHoro cTekna.

C.2.2.5 WcTo4yHuk Bakyyma.

C.2.2.6 lvHUeT ¢ 3akpyrmeHHbLIMU KOHLAMM.

C.2.2.7 [osatopbl pactBopuTensi ¢ UnbTpyloWwmMM conrnom, obecneumBarowmmM nogayvy pacreopuTensi, ordu-
NbTPOBAHHONO OT YacTUL, pa3aMepom He Gonee 1,2 MkM Npu AaeneHnn ot 689,5 o 5 561 mbap (10—80 cyHT/atolM?).

C.2.2.8 MeMm6paHHble hunbTpbl guameTpoM 25 unm 47 mm ¢ ceTkom unm 6e3 ceTkn YEPHOTO UITN TEMHO-CEPOTO LIBE-
Ta, U3rOTOBNEHHbIE U3 LENNIONo3HO-3cnpHON cmecu paamepom nop 0,8 Mkm.

C.2.2.9 Yawka MeTtpm.

C.2.2.10 BbiTskHOM wkad € NaMUMHAPHBIM MOTOKOM 4epe3 BbICOKOIMMEKTUBHLIA CyXOW BO3QYLIHbIA (PUNbTP
(HEPA) ¢ cogepxxaHnem He Gonee 100 yactuy paamepom oT 0,5 MkM Ha kybuueckuin dyT (npubnmantensHo 3 531 vac
™u/m3),

C.2.2.11 CrepvnbHble nepyaTku.

C.2.2.12 Opexpaa ¢ nogo6paHHLEIMKM pyKaBamu.

C.2.2.13 [OenonusnpoeaHHasa Boga.

C.2.2.14 WzonponaHon.

C.2.2.15 Xvmunueckmi ctakaH BmecTumocTbio 600 Mn ¢ TedNOHOBOW Nano4vkon Ansi nepemeLwnBaHus.

C.3 lMopsdok nodzomosku K nposedeHuro aHanu3a

C.3.1 O6wue mpe6osarus

C.3.1.1 MNepBoHa4anbHOe ucnbiTaHue: ncnoiTeiBaloT BMecTe 10 eanHny, OB,

C.3.1.2 MoeTopHOE NcnNbITaHne: ncnolThiBaloT BMecTe 20 eaunny OBA.

C.3.1.3 lMepea ncnoitTaHnem ceTtka IMA pgonxHa 6bITb U3MepeHa, ee OTHOCUTENbHAs NOrPeWwHOCTb A0IPKHA ObITh
cepTudmuMpoBaHa Ha cooTeeTcTBue TpeboBaHusam dapmakoneun CLUA [15]

C.3.2 Hacmpolika Mukpockona

C.3.2.1 Bkniovatot o6a oceetutens (C.2.1.2) (BHewwHWIA BCnomoraTenbHbIA OCBETUTENb NafaloLLero KOcoro ocBe-
LLEHUS1 U BHYTPEHHUIA 3NUCKONWUYECKNIA OCBETUTENb CBETIONO Mons).
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C.3.2.2 YcraHaenueaioT 06bekTuB ¢ yBenuyeHnem 10 u perynupyloT Mex3padykoBoe pPaccTosiHue A0 MOsIBIeHUst
CINUTHOIO N306paXKeHns.

C.3.2.3 ®dokycupyioT npasbiii okynsip Ha ceTky (C.2.1.3) npu yctaHoBneHHOM 06pa3sue nepedoKyCMpPOBKON MUKPOC-
kona (C.2.1.1) 4o nosiBNeHusi CBETIOro Mornsi ¢ HeBUAMMbIMK AeTansimy obpasua. 3akpbiBaloT NEBLIN r11a3 U BpaLwLaioT au-
ONTPUIHOE KONbLO NPABOro OKyJisipa A0 NosiBIieHNUsi 3obpaxeHusi ceTkn B hOKyce.

C.3.2.4 dokycupyloT MMKPOCKOI Ha MernKyto AeTanb obpasua.

C.3.2.5 dokycupyioT neBbiii napdokarnbHbIA OKYIsSip, 3aKpbIBalOT NpaBbiv [11a3 U BpawalloT AVONTPUIAHOE KOMNbLIO
NEeBOro OKynsapa Ao Tex nop, noka naobpaxeHue Mernkon aetanu obpasua He CTaHeT YeTKUM.

OTtkpuiB 06a rnasa, y6exaaloTcs, UTo n3obpaxeHue obpasua siBnsieTcsi YeTkm B o6omx rnasax.

C.3.2.6 PerynupyioT BcnoMmorarterbHblii OCBETUTENb NafialoWwero KOCoro OCBELLEHNS MO BbICOTE Tak, YToObI yror
nagatowero ceeta cocraensin ot 10° go 20° K ropu3oHTanu: Yactmubl Ha mem6paHHoM unbTpe (C.2.2.8) AOMKHBI UMETb
OTYETNUBbLIE TEMHBIE TEHMW.

C.3.2.7 PerynvpyioT BHYTPEHHUIA 3MNUCKOMUYECKUA OCBETUTENb CBETIIONO MOIS, NOMHOCTLIO OTKPLIB MOSIEBYI0 U
anepTypHyto anadparmol. LieHTpupyloT HUTb Hakana namnbl U POKYCUPYIOT MMKPOCKOT Ha OUNbTP, coepKalluii YacTu-
ubl. PerynupyoT MAHTEHCUBHOCTb OTPaXXEHHOTO CBETA 10 TEX NOP, MOKa YacTULbl HE CTaHYT YETKO Pa3fMYMMbIMK U He O6Ha-
py>aT OTHeTNUBLIE BUANMbIE TEHW.

C.3.2.8 YcraHaBnmBaloT caMoe HU3KOe 3HaYE€HNE UHTEHCUBHOCTU SMUCKONMUYECKOTO OCBELLEHUS, 3aTEM MOBLILLAIOT
€ro 0 Tex nop, noka TeHu, oTbpacbiBaeMble YacTULLAMK, HE NOKaXYT MUHMMAIIbHO 3aMETHOE CHUXEHME KOHTpacTa.

C.3.3 Modzomoeka hunsmposansHo20 ycmpoliicmaa

C.3.3.1 Hapegaiot nepuatkm (C.2.2.11) n ogexay (C.2.2.12), motoT pyku chunbTpoBaHHoun Ao 0,22 MKM AENOHU3N-
posanHow Bogol (C.2.2.13).

C.3.3.2 MotoT BpyuHyI0 XMMUYECKMI CTakaH BMecTUMocTbio 600 mn, nanouky ans nepemewmsanus (C.2.2.15), du-
nbTpoBanbHyte BopoHKy (C.2.2.1), noactaBky v anddy3op B ropsiuem, He cofiepXXallyum MOHOB, PacTBOpe JAeTepreHTa.
MpoMBbIBaIOT KX ropsHeit NPOTOYHOK BOAONPOBOAHON BOAOW, 3aTEM MPOMbLIBAIOT (hUINbTPOBaHHOK AEUMOHM3NPOBAHHON BO-
JON Nog AaBneHnem.

C.3.3.3 lMepeHocHT BbIMBITOE YCTPOMCTBO U AApyroe Heobxoaumoe 060pyioBaHue B BbITSDKHON WKad ¢ namvHap-
HblM noTokom (C.2.2.10), 3alwmiLeHHbIn hunbTpoBaHHLIM Bo3gyxom HEPA.

C.3.3.4 lMpombIBaIOT HAPYXHbIE U BHYTPEHHUE MOBEPXHOCTU DUNBLTPOBANIBHOIO YCTPOMCTBA (DUMNBbTPOBaHHBIM [0
1,2 MKM M30MponaHonom nog AaBreHnem.

C.3.3.5 OkoH4aTenbHO NPOMBIBAIOT HAPYKHBIE U BHYTPEHHUE NOBEPXHOCTU (DUNBTPOBAIbHOIO YCTPOUCTBA U APYIO-
ro Heobxoaumoro obopyaoBaHusi HUNLTPOBAHHON A0 1,2 MKM AEVOHWU3UPOBaHHOW BOAON.

C.3.3.6 C nomouwbto nuHueTta (C.2.2.6) TwarenbHO BbIMbIBAIOT B MOTOKE (PUNBTPOBAHHON AEUOHWU3NPOBAHHON
BOAbI N0 HU3KMM AaBrneHnem ob6e CTOPOHbI hunbTpa CBEPXy AOHM3Y, MOBOPaYMBas Bnepea v Hasag, U yCcTaHaBnueaioT
YUCTBIV OUMBTP NO LEHTPY NoAcTaeku anddysopa.

C.3.3.7 MomewatoT prnbTpoBarnsHy0 BOPOHKY CBEPXY NOArOTOBINEHHON MOACTABKU C (DUNBTPOM U 3aKPEMNAIOT.

C.4 [Mopsidox nposedeHus aHanusa

C.4.1 lMopsidok nposepku (hOHOB020 3a2PA3IHEHUS

C.4.1.1 C nomowpto gosatopa pacteopuTensi (C.2.2.7) HaNonHsT xumuyeckuin ¢ctakaH 500 mn ounbTpoBaHHON
OEWNOHN3NPOBaHHON BOAbI.

BeinuBatoT Bce cogepKMMoe XMMUYECKOro CTakaHa B (DUNbTPOBaribHOE YCTPOICTBO.

C.4.1.2 TMocne nocneaHen Nnopumm pactTeopa NpoMbIBaOT CTEHKU BOPOHKM, HAMPaBsAs Nog HU3KUM JaBreHUeM no
KPYry Ha CTEHKM BOPOHKM MOTOK PMMbTPOBAHHON AEMOHU3MPOBAHHON BoAbl. [pekpaluaiT npoMbiBaHUE BOPOHKKU, Npexae
YeM 06beM CHU3UTCS A0 OAHON YETBEPTON YPOBHSA HAaNonHeHWs. MNoaaepkuBaloT Bakyym, NMoka BCA XUAKOCTb HE NPONAET B
BOPOHKY.

C.4.1.3 Ocnabve Bakyym, NUHLETOM BbIHUMAOT MeMbBpaHy U3 noacTaBky hunbTPOBarbHON BOPOHKU W MOMELWAIOT
B Yawky lMeTpm (C.2.2.9).

C.4.1.4 BebicywmeatoT duneTpoBanbHyte membpaHy B wKady co crierka NpuoTKPbLITON KPbILLKOW Yawku MeTpw.

C.4.1.5 PaccmatpuBatoT nog MUKPOCKONOM ¢ yBenuyeHmem 100% punbTpoBanbHyo MeM6paHy npy CHATON KpbIWKe
vawkm MNeTpwm.

C.4.1.6 Ecnu B 30He ounbTpaunm nmeetcs He Gonee 20 yacTuy paamepom, Gonee nnu paeHbim 10 MKM, U He Gonee
nsiTW YacTuy, pasamepom, bonee nnu paBHbiM 25 MKM, TO (DOHOBbLIN YPOBEHb 4acTUL, JOCTAaTOMHO HU3OK ANs NPOBEASHUsA
MUKPOCKOMNUYECKOro aHanmaa.

C.4.1.7 Ecnu 4mncno 4actuy npeebiwaeT 3Tn TpeboBaHus, OHOBLINM YPOBEHb YacTUL, HE NMOaXoauT Ansa npoBeae-
HUSI MMKPOCKOMNUYECKOro aHanmaa. CnefyeT NOBTOPATL NOATOTOBUTENbHBIE 3Tarbl, MOKa (hOHOBbLIV YPOBEHb HacTUL, HE NO-
JovigeTt Ansi NpoBegeHns1 aHHOIO NCMbITAHUS.

C.4.2 Topsdok nposedeHusi hunbmpayuu o¢hbmansMOn02U4ecKuUX 8UCKOXUPYpa2uYecKux usdernuil

C.4.2.1 CHumaloT BCe HapyKHbI€ KPbILWKM, repMeTU3NPYIOLLUE NEeHTbI U CBOGoAHBbIE UK oTcTaowme 6yMaxHbie ap-
NbIKW. BbIMBIBAIOT HAPYXKHBIE MOBEPXHOCTN KOHTENHEPOB BPYHYHYIO TEMNNBLIM MOICLLMM PacTBOPOM, HE COAEPXKaLLUM NOHOB,
¥ NPOMbIBaIOT B TEMMON NPOTOYHON BOAONPOBOAHON BOAE, NMOCIE Yero OKOHYaTernsHO NPoMbIBaioT (pubTPOBaHHON Aeno-
HU3MPOBAHHON BOAON NOA AABNEHVEM.
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C.4.2.2 lMpocylumBaioT HapYXHble NOBEPXHOCTN KOHTEMHEPOB (PDUNBbTPOBaHHBLIM A0 0,2 MKM CKaTbiM BO34YXOM.

MepeHocAT BbIMbITbIE M NPOCYWEHHbIE 06pa3Lpbl B BbITSHXKHOM WKaM, 3aWMILEHHBIA (DUNBTPOBAHHLIM BO34YXOM
HEPA.

C.4.2.3 lMopgrotoBnsioT ynctoe punbTpoBanbHOe yCTPOMCTBO, kak ykasaHo B C.3.3.

C.4.2.4 lepemewmBaioT TepnoHOBOW NAanoOYKOW B 3apaHee BbIMbITOM XUMMYECKOM CTakaHe BCe cogepXumoe
10 eguuuny OBW, pasbaensioT go nonyyeHus o6vema He 6onee 500 mn.

C.4.2.5 B BbITsDKHOM WKady pasMewmnealoT CoaepKuMoe cTtakaHa B TeyeHue He meHee 30 MuH.

C.4.2.6 BnuBaioT Bce cogepxumoe B hUNbTPOBarnbHOE YCTPOUCTBO.

C.4.2.7 lMpoeoasT onepauvm no C.4.1.2—C.4.1.3.

C.4.2.8 MMpukpennsioT K yawwke MeTpu apnbik ¢ uaeHMdukaumen obpasua.

C.4.2.9 lMpoeoasiT onepauun no C.4.1.4.

C.4.3 MMopsdok nposederus pabom ¢ cemxoti IMA u nodcyema yacmuy

C.4.3.1 OcHoBHol meTog aHanuaa no cetke IMA 3akniouaeTcsi B MbiCieHHOW TpaHcopMaLumm n3obpaxkeHns Kax-
AO0W 4acTuLbl B OKPY>KHOCTb U CPABHEHUW €€ C 3TANOHHBIMU OKPYXXHOCTAIMU ceTku gnametpom 10 u 25 mkm. Mpouecc nog-
cYeTa BbINOmHAT 6e3 HaNoXeHWs YacTULbI Ha 3TAJNTOHHLIE OKPY>KHOCTU; MPU 3TOM YacTULbl HE AOIMKHbLI NEPEMELLATLCH CO
CBOEro MecTa B npeaenax nons 3peHusn cetku (bonbLuas okpyXXHOCTb). [lns nogcyeTa CBETNbIX U NPO3payHbIX YacTuL Uc-
nonb3yloT BHYTPEHHWUIA AWaMETP NPO3PaqHbIX 3TANOHHBIX OKPYXXHOCTEN ceTku. [lnsa noacyeTa TEMHbIX YacTuL, UCNONb3yioT
HaPYXHbIN ANaMETP YEPHBIX HENPO3PAYHbIX 3TANOHHBIX OKPY>KHOCTEN CETKM.

C.4.3.2 Mpv BbINONHEHUN AAHHOIO aHaNM3a He AOMYyCKaeTCs NOACUMTLIBATL amoOpdHbIE, NOMYXUAKME UMW UHbIE
MOphOnorMYeckn HeOTYETIIMBLIE MaTepuansl, KOTOPbIE MMEIOT BUA NATEH UITM UMEIOT M3MEHEHUA LBETA HA NOBEPXHOCTU
MeMOGpaHbl.

C.4.3.3 Mpv BbINONMHEHUM NOMNHOrO NOACYETa HE MPUHUMAIOT BO BHUMAaHUE MNorne 3peHust CETKWU, OrPaHUYEHHOe
60NbLION OKPYXKHOCTBIO. ICNONb3yI0T BEPTUKANBHYIO BUSUPHYIO HUTH.

C.4.3.4 Mpoeoasit onepauun no C.4.1.5.

C.4.3.5 CkanupyioT Bcio MeMbpaHy cripaBa HarneBo Mo TpaekTopvK, KOTopast NPUMbIKAeT, HO He NepeKpbLIBaeT nep-
BYIO TPAEKTOpMIO ckaHMpoBaHusl. [oBTOpAIOT NpoLeaypy, NepemelLasick BNPaBo-BNeBO, NOKa BCe YacTuubl HA MembpaHe
He 6yayT noacHUTaHbI.

C.4.3.6 3anucbiBaioT 06uiee 1ncno YacTuu, paamep KoTopbix coctaensieT 10 Mkm unu Gonee, n obuwee umcro vac-
TUL, pa3mep KOTOpbIX cocTaBnsieT 25 Mkm nnu bonee. OueHnBaloT pasmep YacTULbl, HE U3MEHSA YBENUYEHUSI MUKPOCKONa
M HEe MEHSS OCBELLIEHHOCTD.

C.5 Mpasuna obpabomku pesynbmamos aHanusa
C.5.1 PaccunTbIBaIOT YMCO YacTuL Ha KOHTEeNHep no dopmyne

P/n, (C.1)

rae P — obuiee uicno nogcyUnTaHHbiX HacTuL;
n — obuwee yncrio OBW, yyacTBoBaBLUMX B UCTIBITAHUN.

MpwuMedaHn e — Mukpockonudeckull aHanus meepdbix Yyacmul Moxem 6bimb riposedeH Opyaumu G0CMYnHbI-
Mu Ons KoHKpemHoUl nabopamopuu memodamu, darowumu UOSHMUYHbIE Pe3ybmamai.
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Mpunoxenne D
(cnpaBo4HOe)

Pacyem yucna cy6bekmoe, Heo6xo00uMbix 0111 NpoeedeHUs] KITUHUYeCKUX ucnbimaHull

D.1 Tpu KNMHWYECKMX NCTIBITAHUSIX OCHOBHBIM KPUTEPUEM NMPpK pacyeTe pasMmepa BbiGopky cybbEKTOB SIBMSETCA NO-
BblLLEHME BHYTPUIMasHoro gasnexusi. [oBbileHne BHYTPUIMa3HOro AaBleHust SIBNsSeTCss OCHOBHbLIM BOMPocoM HGesonac-
HOCTM UCToNb3yeMblxX B HacTosilwee BpeMsi OBW. Knuuuueckue ncnbitaHusi npegHasHaqeHbl ansi Toro, Ytobbl nokasarb,
4yTO McnbiTyemoe OBU He Xyxe KOHTPOMbHOIO B OTHOWEHUWM BCTPEYAEMOCTU MUKOB BHYTPWUINA3HOrO JABNEHWs Bbille

30 mm pT. CT.
D.2 3a Hynesyto runoTesy (H,) NpUHMMAIOT TO 06CTOATENLCTRO, KOTAa BCTPEYaeMOCTh MMKOB BHYTPUIIA3HOIO JaB-

neHwus cebiwe 30 MM PT. CT. i, 38 BbIYETOM KOHTPOIbHOW BCTPEYaeMOCTU MMKOB BHYTPUITA3HOTO AaBrneHns cabie 30 MM
pT. CT. 1, NPEBbIAET MUHMMAanbHO 0BHapyXUBaeMyto PasHOCTb MEXAY ABYMS BEMUYMHAMM .

Takum o6pa3zom:

Hytpe—pe>6;

Hytpng—pe <3

D.3 MuHMManbHOe Yncio oueHnBaeMbIX CyObekToB N, HEOOX0ANMbIX ANS KaXA0oW UCNbITYEMOI rpynnbl, ONPeAensatT no
copmyne

N +z1,q)2{[uf(12—ut)1 e -udld (D.1)
3

D.4 TMpu koHTponbHOW BCTpedaemocTy L, = 0,3, MuHUManbHO obHapyxusaemoli pasHocTy & = 0,13, nokasartenax
(1-PB)=0,80 1o =0,10 MUHUMANBHOE YNCIIO CYGHLEKTOB B KAXAOW MCCneayemon rpynne

N = (0,842 +1282)%[(0,3-0,7) +(0,3-0,7)]

. =113,
013)
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Mpnnoxenne OA
(cnpaBo4Hoe)

CBeaieHUA 0 COOTBETCTBUU CCbITOUYHbIX MeXxAayHapoaHbIX CTaHOapToOB
MeXrocyaapctBeHHbIM CTaHOapTamM, ICNONMb30BaHHBIM B HacToALWleM CTaHaapTe

Ta6nuua OAA

B Ka4yeCcTBe HOPMAaTUBHbLIX CCbINTOK

O603HaYeHUe CChINOYHOTO
MEXTocyAapCcTBEHHOro ctaHaapTa

OB6o3HaYEHNE U HAMMEHOBAHWUE CCLITOMHOMO MEXOYHAPOAHOIo cTaHaapTa U YCroBHOe
0603Ha4YEHNE CTENEHU Ero COOTBETCTBUS CCINIOYHOMY MEXTOCY1apCTBEHHOMY CTaHOapTy

[OCT ISO 10993-1—2011 MCO 10993-1:1997 OueHka BUONOrMYEcKoro JeNcTBUS MeaULMHCKUX n3ae-
nui. Yactb 1. OueHka n ncnoitadue (IDT)

FOCT ISO 10993-5—2011 —

[OCT ISO 10993-6—2011 MCO 10993-6:1994 OueHka BUONMOrMYECcKoro JeNCcTBUS MeaULMHCKUX n3ae-
nui. Yactb 6. NcnbiTanust Ha mecTHoe aelicTere nocne nmnnadtauum (IDT)

[OCT ISO 10993-7—2011 MCO 10993-7:1995 OueHka BUONOrMYEcKoro JeNcTBUS MeaULMHCKUX n3ae-
nui. Yactb 7. OctaTkn cTepunusaumm atuneHokeugom (IDT)

[OCT ISO 10993-9—2011 MCO 10993-9:1999 OueHka BUONOrMYEcKoro JeNcTBUS MeaULMHCKUX n3ae-
nun. Yactb 9. OCHOBHbIE NPUHLMNLI MAEHTUMOMKALWW N KONMYECTBEHHOMO onpeae-
NeHust NoTeHUmManbHbIX NpoaykToB aecTpykumm (IDT)

FOCT ISO 10993-10—2011 —

FOCT ISO 10993-12—2011 —

OCT 1SO 10993-16—2011

MCO 10993-16:1999 OueHka bMonorn4yeckoro AeNCTBUA MeANLNHCKUX n3fe-
nuwn. Yacte 16. MogenupoBaHnve 1 nccnegoBaHue TOKCMKOKMHETVKU NPOAYKTOB
AecTpykumu u BeimbiBaHus (IDT)

rocT

ISO 13485—2011

rocT

NCO 14630—2002

NCO 14630:1997 HeakTuBHblE Xupyprudeckne umnnantatel. Obwue Tpebo-
BaHus (IDT)

OCT I1SO 14971—2011

MNCO 14971-1:1998 MeaguumHckne mnagenus. MenempkmeHT pucka. Yactb 1.
MpumeHeHne aHanuaa puckos (IDT)

MNCO 15223:2000 MegunumnHckme nsgenus. CUMBOIMb!, NPUMEHSIEMbIE NPY Map-
KMPOBaHWUM Ha MEAULIMHCKMX N3OENUsIX, STUKETKAX M CONPOBOANTENBHON AOKYMEH-
Tauum (IDT)

rocT

31214—2003

FOCT 31508—2012

FOCT 31580.7—2012

NCO 14155-1:2003 KnnHudeckoe nccrnegoBaHme MeguunHCKUX n3genum ans
ntogen. Yactb 1. O6wme TpeboBaHus (NEQ)

MpumedyaHune—B HacTosiwel Tabnyue MCNoNb3oBaHb! creaylolme yeroBHble 0603Ha4YeHUsi CTENeHU CooT-
BETCTBUSI CTAHAAPTOB:

- IDT — ngeHTu4YHble CTaHaapThbI;

- NEQ — mogncvumupoBaHHble CTaHAapThI.
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Mpunoxexnne OB
(cnpaBoyHoe)

ConocTtaBneHue CTPYKTypbl HACTOSILLEro CTaHAapTa co CTPYKTYpoi
NPUMEHEHHOro B HEM MeXAYHapOAHOro cTaHAapTa

IB.1 ConocraBneHne CTPyKTypbl HACTOSLLENO CTaHdapTa Co CTPYKTYPON NPUMEHEHHOTO B HEM MEXAYHAapOaHOro
cTaHaapTa npeacTaeneHo B Tabnuue [b.1. YkazaHHoe B Tabnuue nameHeHne CTPYKTYpbl MEXrocyaapCTBEHHOrO OTHOCK-
TEMNbHO CTPYKTYPbI MPUMEHEHHOTO MEXayHapoaHOro cTaHgapTa obycnoBneHo NpvBeAeHUEM ero B COOTBETCTBUE ¢ Tpebo-

BaHusimm TOCT 1.5—2004.

Tab6nwunuya [Ob.1 — ConocraBneHne CTPyKTYpbl HACTOSLLErO CTaHAAPTa CO CTPYKTYPON NPUMEHEHHOTO B HEM MEXOy-

Hapo4HOro cTaHaapTa

CTpyKTypa MexayHapoaHOro craHaapTa
NCO 15798:2001

CTpyKTypa HacToslLLero cTangapra

1 O6nacTb pacnpocTpaHeHus

1 OGnacTb NpYMeHeHus

2 HopmatuBHble CChIMNKK

2 HopmaTtuBHbIE CCbIUTKN

3 TepMuHbI M onpegenexHvsi

3 TepmuHbl n onpegenexusn’

4 [MpepyCMOTPEHHbIE XapaKTepucTUKM

4 Obwume TpebosaHua 6e3onacHOCTU OPTaNbMONOrMUECKNX
BUCKOXMPYPIUYECKMX U3genui

4.1 TpeboBaHusa K NpeayCMOTPEHHBIM XapakTepucTUkam

5 KoHCTpyKTMBHbIE 0CO6EHHOCTH

4.2 TpeboBaHusA K KOHCTPYKTUBHBIM OCOGEHHOCTAM

5.1 O6wwe nonoxeHus

4.2.1 O6wme TpeboBanua

5.2 OnpepeneHne xapakTepucTuK peonormiyeckn ak-
TUBHBIX KOMMNOHEHTOB

4.2.2 TpeboBaHus kK onpeaeneHunio XxapakTepucTuk peonor-
YeCKMN aKTUBHbIX KOMIMOHEHTOB

5.2.1 Xapakrepuctnka XMMU4eCKUx CBOMCTB

4.2.2.1 Xapakrepuctnka XMMn4ecKknx CBOMCTB

5.2.2 KoHueHTpauus

4.2.2.2 KoHueHTpaumsi

5.2.3 Pacnpegenenve monekynsipHon macchl

4.2.2.3 PacnpegeneHne mMonekynsipHoM Macchbl

5.3 OnpepeneHune xapakTepucTUK roTOBOro n3genus

4.2.3 TpeboBaHusi K onpegeneHnio XxapakTepucTuk roToBoro
0o TanbLMONOMMYECKoro BUCKOXMPYPruieckoro uagenvs

5.3.1 O6wwme nonoxeHus

4.2.3.1 O6wwme TpeboBaHusi

5.3.2 CpsuroBasi BA3KOCTb

4.2.3.2 CppuroBsast BA3KOCTb

5.3.3 Ynpyroctb

4.2.3.3 Ynpyroctb

5.3.4 Xumunuyeckoe onmcaHme KOMNOHEHTOB

4.2.3.4 XuMmmn4yeckoe onmcaHne KOMNoHeHTOB

5.3.5 pH

4.2.3.5 3Hauenne pH

5.3.6 Xumunueckne n Guonornyeckne sarpasHsowme
npvmMecu

4.2.3.6 Xumnueckne n Guonornyeckue 3arpsisHsiiowme npu-
Mecu

5.3.7 OcmoTHM4YHOCTb

4.2.3.7 OcmoTnyeckasi KOHUEeHTpaumsi

5.3.8 CnekTpanbHbii KO3PDULNEHT NPONyCcKaHUA

4.2.3.8 KoacdbduumeHT nponyckanus

5.3.9 Teepable yacTuubl

4.2.3.9 Teepapble YacTuubl

5.3.10 TMokasaTenb npenommieHns

4.2.3.10 [llokasatenb npenomreHnsi opTanbMONorM4ecknx
BUCKOXMPYPIUHECKMX U30enui

6 MapameTpbl KOHCTPYKLMK

4.3 TpeboBaHWA K OLEHKE CBONCTB FOTOBOIo o) TanbMONomn-
YeCKOro BUCKOXUPYPrMYECKOro uagenusi

6.1 O6Lwwme nonoxeHus

4.3.1 O6wue TpeGoBaHus

6.2 OueHka buonorndveckor 6e30NacHOCTH

4.3.2 TpebGoBaHus Kk oueHke Guonormyeckon 6e30MacHoOCTH

6.2.1 OGLme nonoxeHus

18

4.3.2.1 O6bwwe TpebGoBaHus



lpodomkeHue mabnuust F. 1

roCT 31579—2012

CTpyKTypa MexayHapoaHOro craHaapTa
NCO 15798:2001

CTpyKTypa HacTosILLero cTaHaapTa

6.2.2 WcnbiTaHue Ha BHYTPUIMA3HYIO0 MMMNaHTaumo

4.3.2.2 WcnbiTaHue mnnaHTauvMen BHyTPb rnasa

6.2.3 NcnbiTaHne Ha GakTepuarnbHble 3HAOTOKCUHbI

4.3.2.3 WNcnbiTaHne Ha GaktepuanbHble SHAOTOKCHHbI

6.2.4 OueHka NOBLIWEHUsI BHYTPWUIMA3HOro AaBre-
Hus

4.3.2.4 VcnbiTaHue Ha BHYTPUINA3HOe AaBrneHne

6.2.5 Ypanenne octatouHoro OBW w3 nepegHen ka-
Mepbl

4.3.2.5 YganeHne octaTouHOro ohTanbMOonorm4eckoro Buc-
KOXMPYPrMYecKoro n3genvsi u3 nepegHen kamepbl

6.2.6 [erpagaumsi n TOKCMKOKMHETHKA

4.3.2.6 [erpagaumst n TOKCUKOKMHETHKA

6.3 KnuHuueckasi oueHka

4.4 TpeboBaHUS K KNMMHUYECKON OLEHKE

6.3.1 O6Lwwme nonoxeHus

4.4.1 O6wwe TpeboBaHusi

6.3.2 lnaH KNMHWUYECKOro UCMNbITaHUs!

4.4.2 TInaH KNUHWYECKOro UCNbITaHus

6.3.3 lNocneonepaunoHHoOe NOBbILEHNE BHYTPUIIas-
HOro AaBreHus

4.4.3 lMocneonepaunoHHasi OLeHKa NOBbIWEHWST BHYTPUINas-
HOro AaBneHus

6.3.4 TNopcyeT uncna KNeTok 3HAOTENUs PpOroBULbI

4.4.4 TloacueT umcna KNeTok 3HA0TENUSA POroBMLbI

6.3.5 lNocneonepaunoHHOE BOCNaneHue

4.4.5 MNocneonepaunoHHasi BOCNanuTenbHas peakuus rnasa

6.3.6 HeGnaronpusiTHble coObITUS

4.4.6 CepbesHblli HEONaronpPUsITHLINA NCXOA

7 Ctepunuaauus

5 TpebGoBaHusi Kk CTepunM3auumn

8 CtabunbHOCTb NpoayKuUn

6 TpeboBaHus K cTabUNBHOCTU 0 TaNbMOITOTMYECKNX BUCKO-
XUPYPrUYECKMX N3genum

9 LlenoCTHOCTb M XapakTepucTUKa CUCTEMbI NOAa4m

7 TpebGoBaHWsi K LENOCTHOCTN M XapakKTepUCTUKE KOMIIeKTa
NnocTaBKu

10 YnakoBka

8 TpeboBaHus K ynakoBke

10.1 3awmta OT NOBPEXAEHWST MpPU XPaHEHUU W
TPaHCMNOPTUPOBKE

8.1 3awwmTa OT NOBpeXaeHUs Npy XPaHEHUU U TPAHCNOPTUPO-
BaHUU

10.2 MNoagepxaHne CTEPUNBHOCTU NPU TPAHCNOPTH-
poBke

8.2 3awmTa CTepunbHOCTM NPY TPAHCNOPTUPOBaHNN

11 WHdopmaums, npegoctaensemasi uUaroToBuTenem

9 TpeboBaHusi kK MHOpMALUK, NPEOOCTaBIIEMON N3rOTOBU-
Tenem

MpunoxeHne A (o6si3atenvHoe) VicnbiTaHne rnasHom
nMnnaHtTaunen

Mpunoxenne A (obszatensHoe) MeToauka WcnbiTaHWSA VM-
nnaHTaumen BHYTpb rnasa’

A.1 Obuwue cBeaeHus

A.1 O6wue TpeboBaHus

A.2 MeTtoguka ncnoiTaHusi

A.2 lMopsigok npoBeaeHUs NcnbiTaHus

A.3 OueHka pesynbraroB

A.3 MNpaBuna o6paboTku pe3ynbTaToB UCMbITaHKS

Mpunoxenne B (obsi3atenbHoe) cnbiTaHne Ha BHYT-
pvrnasHoe JaerneHve

Mpunoxenne B (obsizsatenbHoe) MeToauka ucnbliTaHusi Ha
BHYTpUINasHoe gaBrneHue

B.1 O6uwue cBeaeHus

B.1 O6wwue TpeGoBaHns?

B.2 MeTtoguka ncnbiTaHusi

B.2 lMopsiaok npoBeaeHUs ncnbiTaHus

B.3 OueHka pesynbraroB

B.3 [MpaBuna o6paboTku pe3ynbTaToB UCMbITAHUS

Mpunoxenne C (cnpaBoyvHoe) MUKPOCKONUYECKUIA
aHanua TBepabIx YacTul,

Mpunoxenne C (pekomeHayemoe) MUKpPOCKONMYECKUi aHa-
nn3 TBepAbIX Yactuy™”

C.1 OcHoBHble cBeaeHUs

C.1 O6wue TpeboBaHus

C.2 TepMuHbI 1 onpegenexHnst

C.3 O6opypoBaHne

C.2 TpeboBaHusi k 0GOPYyAOBaHUIO W BCMOMOraTerbHbIM
yCTpONCTBam

C.4 O6pasupl

C.3.1.1
C.3.1.2
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OkonyaHue mabnuysi F.1

CTpykTypa MexgyHapoaHoro cTaHpgapTa
UCO 15798:2001

CTpyKTypa HacToslLLero cTaHgapTa

C.5 lNpoueaypa ucnbiTaHna

C.3 MNMopsaok noaroToBkM K NPoOBEAEHNIO aHanmaa

C.5.1 O6wume cBepgeHus

C.3.1 O6bwue TpeboBaHua

C.5.2 Hacrpoiika Mukpockona

C.3.2 Hactpovika mukpockona

C.5.3 MoaroTtoBKka hunbTPOBANbHOW YCTAHOBKM

C.3.3 MNoaroTtoBka hnunbTpOBaNbHOIO YCTPOMCTBA

C.5.4 lMpoBepka hOHOBOroO 3arpsi3HEHNsI

C.4 TMopsaok NnpoeeaeHns aHanm3aa
C.4.1 MNMopapok npoBepkn POHOBOIO 3arpsi3HEHNsI

C.5.5 MoaroTtoBka o6pa3ua

C.4.2 Mopapok npoBegeHus dvnbTpaumm odTanbMonNorm-
YECKOro BUCKOXMPYPrUYeCcKoro uagenus

C.5.6 Pab6ota c cetkon IMA u nogcueTt yactuy,

C.4.3 MNopsgok npoeeaeHusi pabot ¢ cetkoit !MA n nogcyerta
vactuuy

C.6 PesynbTatbl UCNbITAHNA

C.5 Mpaeuna o6paboTku pe3ynbTaTtoB aHanusa

Mpunoxenne D (cnpaBo4qHoe)Ymncno naumeHToB Ans
KIMUHUYECKNX UCTIbITAHUA

Mpunoxenne D (cnpaBoyHoe) Pacuet uncna cybbLekToB, He-
o6xoanmMbixX Ans NPOBEAEHUsT KITMHUYECKUX UCTIbITAHWA

Bubnmorpadun

Bubnuorpadun

Tel HaUWOHANbHON SKOHOMUKM rOCYyAAapCTB.

1) B HacTosiwmi cTanaapT BKOUeHbl TepMUHBLI U3 nogpasaena C.2 npunoxenusi C NCO 15798.

2) NlaHHOe NpunoXeHne B HACTOSILLEM CTaHAApTe pa3aeneHo Ha NYHKTHI (MOANYHKTLI), YTo 06yCrnoBneHo HeoGxoam-
MOCTbIO NpuBeaeHusi ero B cootBetctBue ¢ FOCT 1.5—2004.

3 NameHeHwne cTaTyca npunoxeHusi C B HAcCToAWeEM CTaHaapTe 06YCroBneHo HeobxoaMMocTbIo yueTa noTpeGHoC-
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Bubnuorpadun

locyaapcTeeHHasi papmakones. Maganue 11 (B yactu Boabl)

KMBOTHbIE TKGHN M MX NPON3BOAHBIE, UCMOMNB3YEMbIE MPY U3FOTOBNEHNN MEANLIMHCKMX U3-
genvi. Yacte 1. AHanma n MEeHeIKMEHT pUcka

(Animal tissues and their derivates utilized in the manufacture of medical devices — Part 1:
Analysis and management of risk)

KMBOTHbIE TKGHN M MX MPOW3BOAHBIE, UCMOMNB3YEMbIE MPY U3FOTOBNEHNN MEONLIMHCKMX U3-
aenvi. Yacte 2. PerynupoBaHne uctovHuka, cbopa n obpaboTtkm

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

KMBOTHbIE TKGHN M MX NPOW3BOAHBIE, CMOMNB3YEMbIE MPY U3FOTOBNEHNN MEONLIMHCKMX U3-
denvi. Yacte 3. ATTectaums YHUHTOXEHNA W/NNn Je3aKTVBaL MM BUPYCOB U OPYrvX nepepa-
BaeMbIX areHToB

(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)
$apmakonesi CoeamHeHHbIx LLTaToB, 24-e naganuve, <85> OnpegeneHne GakTepuanbHbIX
SHAOTOKCUHOB

(United States Pharmacopoeia, 24th revision, <85> Bacterial endotoxins test)
Crepvnm3aumusa nsgenuin gnsa oxpassel 300opoees. BnaxHoe tenno. Yacte 1. Tpe6oBanua k
pa3paboTke, aTTecTaumm 1 TeKyLEMY KOHTPOMIO NpoLecca CTepPUnn3aumm MeauUMHCKNX U3-
Aenwii (Baamen NCO 11134:1994)

(Sterilization of health care products — Moist heat — Part 1: Requirements for the
development, validation and routine control of a sterilization process for medical devices)
MepguuvHckve nagenus. ATrectaums n TEKYLLMIA KOHTPOITb CTEPUNM3AUNKN STUNEHOKCUAOM
(Medical devices — Validation and routine control of ethylene oxide sterilization)
TexHnuecknii HopMaunoHHbin otyet no MCO 10993-7

(Technical Information Report for ISO 10993-7)

Crepunusauns usgenui ans oxpadbl 3gopoebs. Paguaums. Yacte 1. TpeboBaHun k paspa-
60TKe, aTTecTauun 1 TeKyLLLeMy KOHTPOMIO Npouecca CTepUnM3aumm MEUUMHCKUX N3aenui
(Sterilization of health care products. Radiation — Part 1. Requirements for development,
validation and routine control of a sterilization process for medical devices)

Crepunuaauus nagenum gnst oxpatbl 34opoBebsi. Pagmnaums. Yacts 2. Onpegenenue crepu-
NV3aunoHHON A03bI 0BNyYeHus

(Sterilization of health care products. Radiation — Part 2: Establishing the sterilization dose)
Crepunusaumsi nagenvm ansi oXpassl 3gopoBbsi. Pagnaums. Yacts 3. PykoBogcTeo no goam-
METPVYECKMM acrneKkTam

(Sterilization of health care products. Radiation — Part 3: Guidance on dosimetric aspects)
AcenTtnueckasi 06paboTka nagenuii Ans oxpaxsl 300poBbsi. YacTb 1. O6wme TpeboBaHusi
(Aseptic processing of health care products — Part : General requirements)

YnakoBKa OKOHYaTeNbHO CTEPUINM30BaHHbLIX MEAULIMHCKMX n3genvin. YacTb 1. TpeboBaHus k
marepuanam, cuctemam CTepuribHbIX 6apbepoB U YyNakoBOYHBIM CUCTEMaM

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

YnakoBKa OKOHYaTeNbHO CTEPUIM30BaHHbLIX MEAULIMHCKUX n3genvin. YacTb 2. Tpe6oBaHus K
aTTecTtaumm npoueccoB hOPMUPOBAHKS, repMeTU3aumm n coopkm

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

YnakoBOYHble MaTepuarbl U CUCTEMbI AN MEAULMHCKUX M3AENWNA, noanexawmx cTepunu-
3auum. Yactb 1. Ob6wme TpeGoBaHnst 1 METOAbLI UCTIbITaHUS

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

VHdopmaums, npegoctaBnsieMasi u3roToputenem MeguuuHCKON NpogyKumum

(Information supplied by the manufacturer with medical devices)

OueHka 61onornyeckoro 4eNCcTeUS MeguuMHeKnx nagenuii. Yacrs 2. Tpe6oeanus k ycrnosu-
SIM COAEP>KaHNs XUBOTHBIX

Biological evaluation of medical devices — Part 2: Animal welfare requirements)
dapmakones CLUA, 24-e naganwue. MNstoe JononHenne 1996, <788>, YactnyHoe BeLecTBo
B MHBbEKLUMAX. VIcnbiTaHne Ha NoACHEeT MUKPOCKOMMYECKNX HacTuL,

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