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[[OCT P 53078—2008
[lpeaucnoBue

Llenn n npuHumMnel ctaHaapTusauum B Poccunickon ®egepaunn yctaHoBneHsl PegepanbHbIM 3aKOHOM
oT 27 aekabdbps 2002 r. Ne 184-P3 «O TeXHUYECKOM perynmpoBaHnumn», a npasmna npuMeHeHns HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccumnckon ®epgepanmin.
OCHOBHbIE NOMNMOXEHUAY

CBepneHUA o cTaHaapTe

1 NMOArOTOBJIEH OTKpbITEIM akunoHepHbIM obuiecTBOM « TKC-onTuka» Ha OCHOBe COOCTBEHHOrMO
ayTeHTUYHOro nepesoda ctaHgapTa, ykasaHHOro B nyHKTe 4

2 BHECEH TexHunyeckum komutetom no ctaHgaptusaunm TK 296 «OnTtuka 1 ontudeckne npndopbi»

3 YTBEPXXOEH M BBEAEH B OEWNCTBUWE Mpukazom PenepansHOro areHTCcTea no TEXHUYECKOMY
perynupoBaHunio u metponorum ot 18 gekabps 2008 r. Ne 461-cT

4 HacToawmm ctaHgapT siBNsgeTcs MoaANPULUPOBAHHBIM MO OTHOLLIEHUIO K MeXayHapoaHOMY cTaHaap-
TY MCO 15798:2001 «MmnnaHTaTtel odptansmonorudeckne. OdptansMonormdeckme BUCKOXUPYPrnyeckue
nagenus» (1ISO 15798:2001 «Ophthalmic implants — Ophthalmic viscosurgical devices») nyTem:

- U3MeHeHNa HauMeHoBaHUsA. HanmMeHoBaHWMe HacTosWero ctaHgapTta USMeHeHO OTHOCUTENbHO Hau-
MEHOBaHUS yKa3aHHOro MeXayHapoaHoro crtaHgaprta Ans NnpuBedeHUs B COOTBETCTBUE C TpeboBaHUAMN
[OCT P 1.5—2004 (nyHKT 3.5);

- U3MeHeHUsa CTpyKTypbl. CpaBHEHNE CTPYKTYPLlI HACToALWero ctaHgapta Co CTPYKTYPOU yKasaHHOro
MeXayHapoaHoro ctaHgapTa npMeegeHo B ACNONHUTENbHOM NMPUNoXKeHun F;

- BBedeHUa AONONHUTENbHBIX TEPMUHOB C COOTBETCTBYOLWMMM onpedeneHUaMmn angd nydvwero rnoHu-
MaHUS TeKcTa cTaHdapTa, KOTopble B TeKCTe cTaHgapTa BblAeneHbl KYypCUBOM;

- M3MeHeHUsa oTaeNbHLIX opas, KOTopble B TEKCTE cTaHAapTa Takke BblaeneHbl KypcuBoM. BHeceHMe
YKa3aHHbIX TEXHUYECKUX OTKNOHEHNN O0bYyCnoBNeHO 0CODEHHOCTLIO 00beKTa cTaHaapTU3aL K, XapakTepHOW
ansa Poccunckon ¢egepaumin

5 BBEAEH BI'NEPBbIE

ViHgbopmauuss ob U3MeHeHUsIX K HacmosileMy cmaHoapmy nybrnukyemcss 8 eXXe200HO u3dagaeMoM
UHpOpMallUOHHOM yKa3amerne «HayuoHanbHbIe cmaHoapmbi», @ mekcm U3MeHeHUU U rornpasok — 8 exe-
MeCSYHO u30asaeMbix UHOPMaUUOHHLIX yKalzamensix «HauuoHanbHbie cmaHOapmei». B cniyyae nepe-
cMompa (3aMeHbl) Uiu OmmMeHbl Hacmosuweao cmaHoapma coomeemcmeyrujee yeeodoMiieHue byodem
onybruKo8aHO 8 eXXeMeCAa4YHO Li30asaeMoM UHOpMaUUOHHOM YKa3zamerne «HalyuoHanbHbie cmaHoapmabi».
Coomeemcmeyroujas UHpopMayus, yeeooMIIeHUe U meKcmbl pasMellaromcsi makxe 8 UHpopMalUuUoOHHOU
cucmeme obujea0o rnonb3oeaHuss — Ha ocbuyuanbHoM caume @eodepanbHo20 azeHmemea rno mexHuU4e cKoMy
pezaynuposaHuro U Mempornoauu e cemu VIHmepHem

© CraHgaptuHdopm, 2009

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PeryrimpoBaHuo 1 MeTpPoioru
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(MCO 15798:2001)

HAUUWOHANBbHBIN CTAHOAPT POCCUUCKOMWN GPEOEPALNMN

MUMnnaHTaTtbl ohTanbMonoruveckue
U3OEJIUA OPCTAIIBMOJIOTUYECKUE BUCKOXUPYPI MYECKUE

O6Lwune TpeboBaHUA 6e30NaCHOCTH

Ophthalmic implants. Ophthalmic viscosurgical devices. General safety requirements

NaTta BBeaeHnsa — 2009—09—01

1 O6nactb NpMeHeHUA

HacToawmn ctaHgapT pacnpocTtpaHaeTcd Ha odpTanbMONormdeckne BUCKOXUPYpruyeckme msgenus
(nanee — OBW) knacca HeakTUBHbBIX XUPYPrMyeCcKUX UMNIaHTaTOB, UCMOMNb3yeMblI€ BO BPEMSI XMPYPrniecknx
onepaunn B nepeagHen kamepe rnasa cybwvekra. OBU npegHasHaveHbl ans opMUpoBaHUA N COXpaHEeHUs
obbema, 3alnTbl BHYTPUINA3HbLIX TKAHEW N MAHUMYTUPOBAHUS UMW NPU XUPYPTMYECKOM BMeLlaTeNbCTBE.
Papmakonorndyeckoe gencteme OBW He paccmaTpuBaeTcA.

CTaHaapT ycTaHaBnMBaeT TpeboBaHMst 6e30MNacHOCTU B OTHOLLEHWN NPeayCcMOTPEHHOIo NPUMEHEHNS,
XapaKTepUCTUK KOHCTPYKLUK, AOKITUHUYECKON N KITMHUYECKOW OLIeHKU, cTepunmaaunn, ynakoBKU N 3TUKETUPO-
BaHUa OB n nHpopmauum, npeaocTaBNA€ MO N3TOTOBUTENEM 3TUX U3OENTUN.

2 HopMaTuBHbIE CCbINKN

B HacTosleM cTaHgapTe UCNOoNb30BaHbl HOPMATUBHbBbIE CChINKW Ha creaylolme cTaHaapThl:

[OCT P VCO 10993-1—99 U3zoenust meduuyuHckue. OueHKa buosioaudeckoa20 oelucmeusi MeoOuUUH-
ckux uzoenuu. Yacmepb 1. OQueHkKa u uccrie0og8aHUs

[OCT P NCO 10993-5—99 U3zoenust meduuyuHckue. OueHKa buosioaudeckoa20 oelcmeusi MeoOuUUH-
CKUX uzoenuu. Yacmep 5. MlccnedosaHue Ha UUMmomoKCcU4YHoOCMb: MemMaoosk! in Vitro

[OCT P NCO 10993-6—99 U3oenust MmeduuyuHckue. OueHKa buosioaudeckoa20 oelcmeausi MeoOuUUH-
CKUX uzoenuu. Yacme 6. ViccnedosaHue MecmHoa20 oelicmeausi riocsie UMniaHmauuu

[OCT P VCO 10993-7—99 U3zoenust meduuyuHckue. OueHKa buosioaudeckoa20 oelcmeusi MeoOuUUH-
cKux uzoenuu. Yacme 7. Ocmamo4yHoe cooepxaHue amurieHoKcuda rocrie cmepunui3ayuu

[OCT P VCO 10993-9—99 U3zoenust meduuyuHckue. OueHKa buosioaudeckoa20 oelcmeusi MeoOuUUH-
cKux uzoenuu. Yacms 9. OCHOBHbIE rpUHUUrbI UOEHMUUKaUUU U KOJTU4eCmM8EeHHO020 OripedesieHUS MomeH-
yuarnbHbIX MpooyKkmoe decmpyKyuu

[OCT P NCO 10993-10—99 Uzoenusi meouuuHckue. OueHKa buosroaudecko2o oeucmeuss Meou-
UUHCKUX u3oenuu. Yacme 10. VlccnedogaHue pa3opaxaruie20 U ceHcubunusupyrouwje2o oeucmeus

[OCT P NCO 10993-12—99 Uzoenusi meouuuHckue. OueHKa buosro2udecko2o oeucmeuss Meou-
UUHCKUX u3denuu. Yacme 12. lNpuzomosneHue npob u cmaHoapmeHbeie obpa3sysbi

[OCT P NCO 10993-16—99 Uzoenusi meouuuHckue. OueHKa buosrio2udyecko2o oeucmeuss Meou-
UUHCKUX u3odenuu. Yacme 16. MoodenupogaHue u uccredogaHue MOKCUKOKUHEMUKU MPOoOYKMoe 0eCmpyK-
UuU U 8bIMbIBaHUS

[OCT P NCO 13485—2004 Uzoenuss MeouuuHckue. CucmemMbi MEHeEOXMeHmMa Kadecmea. Cuc-
meMHbie mpebosaHus 051 ueneu peaynuposaHus

[OCT P NCO 14630—99 HeaxkmusHbie xupypaudeckue umMmninaHmamsi. Obuwilie mexHu4eckue mpe-
bogsaHUs

U3paHune odbmumnanbHoe
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[OCT P NCO 14971—2006 W3denuss meouuuHckue. llpumeHeHUe MeHeOXMeHma pucka K Meou-
UUHCKUM U30eTuUsMm

[OCT P NCO 15223—2002 MeouyuHckue usoenus. CumMeosibl, npuUMeHsieMble rpu MapKupoeaHUU
Ha MeOUUUHCKUX U30enuUsiX, amuKkemkax u 8 cornpoeooumernibHolU OOKyMeHmauuu

[OCT P 51146—98 W30enus meouuuHckue. TpebogaHus K obpa3yam U OOKyMeHmauuu, rnpedcmas-
JIAeMbIM Ha MOKCUKOJI02UYeCcKUe, caHuUmapHo-XUMU4YeCKUe ucrbimaHus, ucribimaHus Ha cmepusibHocms U
rnupo2eHHoOCMb

[OCT P 51609—2000 U3oenust meoduuuHckue. Knaccugukauyus 8 3asucumMocmu om riomeHuuars-
Ho20 pucka npumeHeHus. Obuiue mpebosaHus

[OCT P 51892—2002 (MCO 11979-1—99) Vmnnanmamel oghmarnbmonoaudeckue. IHmpaokynsp-
Hbie NMUH3bI. Yacme 1. TepMUHBI U OoripedeneHuUs

[OCT P 52456—20056 (MCO 11979-7:2001) Umnnanmamabi ogomanbmornoaudeckue. IHmMpaokynsp-
Hbie NTUH3bl. Yacme 7. KnuHU4YecKue ucrbimaHus

[1pumeyaHue—[llpu none308aHUU HACMOAWUM cmaHoapmom UenecoobpasHo nposepums delcmesue CChi-
JIOYHBIX cmaHéapmos 8 UHbopMayUuoHHOU cucmeme obujez0 nonb3oeaHus — Ha oguyuansHoMm catime ®edeparbH020
az2eHmemea o MexHUYeCKoMy pe2ynuposaHuro u Mmemponozuu e cemu VinmepHem uriu rio exxe200H0 uldasaeMomy LH-
chopmayUuoHHOMY yKazamernto « HauuoHansHbie cmaHlapmei», Komopbit orybnukosaH rno COCMOSHUK Ha 1 aH8aps meky-
wieao 200a, U rno coomeemcemaseyrRwUM eXeMeCIYHO u3dagaeMbIM UHMOPMaUUOHHLIM yKasamersaM, orybrnuko8aHHbIM 8
mekyuwiem 200y, Ecnu ccbinoyHbili crmaHoapm 3amMeHeH (U3MEHEH), Mo rpu rofb308aHuUU HacmosawumM cmaHoapmom crie-
dyem pyKkosoocmeo8amaCs 3aMeHSoWUM (U3MEHEHHbIM) cmaHOapmom. Ecnu cebinoyddsili cmaHOapm ommeHeH bes 3a-
MEHbI, MO MOMIOXEHUE, 8 KOMOPOM OaHa CChIfIKa Ha Hea20, MPUMEHSEMCH 8 Yyacmu, He 3ampazausarowiet 3my CCbIfiKY.

3 TepMUHbI U onpeaeneHus

B Hacmosuwem cmaHoapme ripumMeHeHbl mepMUH «He 0o8e0eHHbIU 00 KoHUa» rno FOCT P 51892, a
makxxe criedyroujue mepMuHbl C coomeemecmaeyrowumMu ornpeoeneHuUsMuU.

3.1 ba3oBasd OKpPYXHOCTb (reference circle): OKpy»XHOCTb cTaHAapTHOroO pasmMmepa anametpom 10 nnu
25 MKM, Ucnonb3yemas gng namepeHust skBuBaneHTHOro gnameTtpa Yyactuubl.

3.2 BA3Koynpyroe unsaenue (viscoelastic): Usgenne, obnagarouiee CBOUCTBaAMUN BA3SKOCTU U YNPYrOCTW.

3.3 AuamMeTp 3KBMBanNeHTHOU nnowagu (equivalent area diameter): [lnameTtp Kpyra, nnowagb KOTO-
POro 3KBMUBanNeHTHa nnowaan Yactmubl.

3.4 KOHTeUHep ANnA XxpaHeHUA (storage container): HacTb ynakoBKkKW, npeaHasHavdyeHHada ang salwnThl
n3gennsa Bo BpeMs TPaHCMopPTUPOBaHUA U XpaHeHUa KU codepKallaa ynakoBOUYHYHO BCTaBKY U CTEPUNbHbIN
bapbep.

3.5 KOHmMposnbHasa apynna (control populations): Cybwekmbi, KOmMopbIM UMMANTaHMUPo8aHbl OOKYMEH-
mupoeaHHkie obmarlibMoio2udyecKUue 8UCKOXUpypau4decKkue U3oenus.

3.6 knuHu4deckuu ucnbimamernb (clinical investigator): Tluyo u/unu opaaHusatus, OmMeemcmeeH-
Hoe(as) 3a npoeedeHUE KITUHUYEeCKUX UcrnbimaHuu U Hecyujee(as) KIuHU4YeCcKy omeemcecmeeHHoCcme 3a bna-
20r1051y4ue soesievYeHHbIX cybbeKkmos.

3.7 KIUHU4Yeckoe ucnbimaHue (clinical investigation): Jlroboe pa3pabomaHHoe U 3arniaHupo8aHHoEe
cucmemMamu4yeckKoe U3yyYeHue & Uesdax rnposepku besornacHocmu U/unu 3KcryamauuoHHbLIX ceolucme
oomaribMOJI02UYECKUX 8UCKOXUPYpPpaUYECKUX U3oenuu ¢ yyacmuem cybbekmos.

3.8 Habnrwodamenb (monitor): Jluyo, HazHa4yeHHOE op2aHuU3amopomM 05 HabriroOeHUs 3a coomeem-
cmeueM oelcmeul KIMUHU4YeCcKo20 Ucrnbimamers npoOmoKoy KMUHUYEeCKUX ucrbimaHul U rnpoeepKu UcXoo0-
HbiX OaHHBbIX.

3.9 HyneBas cABUroBast BA3KOCTb (zero shear viscosity): YCcTaHOBUBLUAACA CABUroBast BA3KOCTb MPWU
CKOPOCTW cABUra, NpubnnxaroLwencs K Hymto.

3.10 opea2aHulzamop (sponsor): Jluuo u/unu opaaHu3alyusi, KOmophkie HeCym omeemcimeeHHOCMb 3a
Ha4asio u/unu rnposedeHue KiuHU4ecKux ucneimaruu OBU.

3.11 oKkoH4yaTenbHbIN oTveT (final report): okymMeHT, 3anonHAeMbIn Nocne OKOHYaHUA UCNbITaHUA
OBW, B TOM 4ncne KNMMHUYECKOro, coaep kalli onmcaHmue U OLeHKY pe3ynbTaToB.

3.12 ohTanbMonornyeckoe BUCKOXUpyprudeckoe usgenue; OBW (ophthalmic viscosurgical
device). KpamkogpeMeHHbIU UMIaHmam, rnpuMeHsseMbiU rnpu XupypaudyeckoM smMmeliamernibcmee 8 repe-
OHel KamMmepe 2i1a3a cybbrekma.

2
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3.13 nmepBUYHbLIN KOHTeUHep (primary container): AMnyna unu wnpuu, cogepxawasa(um) ogpmarnbmMo-
J102U4ECKOE BUCKOXUpPpYpaU4ecKoe usoernue.

[MTpumeyvyaHun e—IllepBUYHBIN KOHTENHEP ABMSAETCH HYACTbIO CUCTEMbI JOCTABKMN.

3.14 nnaH knuHuYdeckux ucnoimaHuu; KU (clinical investigation plan): [JokymeHm, onpedensrouul
yernu, 3aoaqu, npedrioniazaeMyro Memaodoosioauro, cucmemMy KOHMpOIs, rnpo8eOeHUsT aHanu3a U XpaHeHUs
OaHHbIX KITUHUYEeCKUX ucrbsimaHul.

3.15 none 3peHunda okynapHoun cetku; N3C: MNnowagb BHYTPW OONLLLIOKN OKPYXXHOCTH.

3.10 peonoru4vecku akTUBHbIM KOMMNOHeHT (rheoclogically active component): CoeguHeHue wnu
CMeCb COedUHEHUN B TOTOBOM O@maribMOI02UHYECKOM 8UCKOXUPpYpaudyecKoM u30ernuu, npugarlee(as)
N3aenunio BA3KNE NN BA3KOYNpYyrMe CBOUCTBA.

3.17 caBuroBasn BA3KOCTb (shear viscosity): CnocobHOCTb BellecTBa CONPOTUBNATLECS AedopManm
noa BO3OEeUCTBMEM Harpys3Ku.

[TpumevyaHwmns

1 3Ha4veHue CABUIOBOW BA3KOCTU ONPEeaensioT Kak YaCcTHOE OT AeNTeHNs 3Ha4YeHNA KacaTernbHOro HanpsXXeHns Ha
3Ha4YeHne CKOPOCTU cABUra B yCTAHOBUBLLEMCH CABUTOBOM MOTOKE.

2 CAaBWroByto BSA3KOCTb BblipaXkatoT B Munnunackanb-cekyHgax (Mla - ¢). Panee caBuroByto BA3KOCTb BbipaXXanw B
caHTunyasax (cP).

3.18 cepbe3HbIU HebnazonpusmHbIU ucxod (adverse devise effect): lNocneonepalUoHHbIU UCX00,
rnomeHyuarnbHO yapoxaruwiuu 3peHU!o.

[TpbumeyaHue—[llpumepbl cepbe3HbIx HebnaaornpuamHsbix ucxooos rpusededsl 8 [OCT P 524568, mabnu-
usi A.1 u A.2 (npunoxeHue A).

3.19 cuctema goctaBKU (delivery system): [epMeTUYHBLIA KOHTEUHEP, B KOTOPOM NOCTaBNAIOT U3e-
niMe 1 AononHUTEeNbHbIE KOMMOHEHTHLI ANA BBeAeHNA AaHHOro n3aenua B rnas.

3.20 cTtepunbHbIN bapbep (sterile barrier): INakeT, cogepxawmnn opTanbMONOrM4eckoe BUCKOXUPYP-
rmyeckoe nsgenue n CUcTemMy AoCcTaBku, NoaaepKMBaroLyo CTEPUNBHOCTL BO BPEMA TRAHCNOPTUPOBAHNA U
XpaHeHus.

3.21 cybbekm (subject): [luyo, yqacmeyrouee 8 KIUHUYECKUX UCTbIMaHUsX € NMpUMeHeHUEM UCTbimy-
eM0o20 oQmaribMOI02U4ECK020 BUCKOXUPYpaU4YecKoa20 U30enus u/unu 8 Kadecmee nuua KOHMpOIbHOU
2pyrnbi.

3.22 ynpyrocTb (elasticity): CBOUCTBO on3n4eCcKoro Tena BoccTaHaBMBaTh NepBOHaYanbHy0 popMy
nocne gedopmauun.

[TpnmMmedaHune— 3Ha4eHne ynpyrocty onpeaensioT Kak OTHOWEHNE 3HAYEHNA HAarpy3kn (Cunbl, BO3HMUKAOLWEWN
BHYTPUW Tena) K paamepy aedopmaumm (M3MEHEHUIO Pa3MepPoB Tena).

4 OOwwe TpeboBaHUA 6e3onacHOCTU oPTaNnbMONOrM4YeCKUX
BUCKOXUPYPrM4eCKUX n3genumu

4.1 TpeboBaHUA K NpeayCMOTPEHHbIM XapakTepucTuKam

4.1.1 Obwme TpedboBaHMSA K npeaycMoTpeHHbIM xapaktepuctukam OBW OomkHbI COOTBETCTBOBATL
TpeboBaHUAM ANS HeakTUBHbLIX XUpyprudeckux umnnantatoB no FOCT P VICO 14630. JlononHUTENBHO K HUM
N3rOTOBUTENb AOMKEH ONMUcaTb M AOKYMEHTUPOoBaTh PYHKUKMOHAaNbHbIe XapakTtepucTukin OB B OTHOLLEHWA:

a) XMMUYECKOro cocTaea,;

D) peonormvyecknx CBOUCTB;

C) 3(pPeKTUBHOCTU 3aLLUUTbI POrOBUYHOMO SHOOTENUS.

4.2 TpeboBaHUA K KOHCTPYKTUBHBLIM OCOOEHHOCTAM

4.2.1 O6wume TpeboBaHUA

4.2.1.1 Obwmne TpeboBaHNA K NPeayCMOTPEHHbLIM XapaKTepUCTUKAM HeaKTUBHbLIX XUPYPruy4ecKmnx
mmnnaHtatoB —no f OCT P 1CO 14630.

4.2.1.2 Bce TpeboBaHUA, npeabsiBNseMble K onpeaeneHnsam XapakTepucTuK, onucaHHble B noapasae-
ne, AoMKHbI ObITb cobNAeHbl NPU NCNbITaHUKU TOTOBOro cTepunbHoro OBU.

[1TpumeyaHun e — YKkasaHHble TpeboBaHuA NpegHasHaveHbl Ans NPUMEHEHUs Npu atTecTaumum Mmarepuanos, HO
Heobs3aTenbHbl K MPUMEHEHUIO B CTAaHAAPTHOW Nporpamme obecneveHns/KOHTPOoNs KavecTBa.

4.2.1.3 HucToTa ncnonbiyemMou Bogbl 40/HKHA COOTBETCTBOBATL YANCTOTE BOAbI ANA UHBEKLWN B COOT-
BeTCTBUU C [1].
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4.2.2 TpeboBaHUA K onpeneneHUIo XxapakTepucTUK peoriormn4eckn akTUBHbIX KOMMNOHEHTOB

4 2.2.1 XapaKrepuUcTtuka XMMn4ecknx CBOUCTB

N3rotoBUTENb OOIMKEH MNpeaoCcTaBUTb OMUCaHUE KaXkOdoro peonorndyeckn akTUBHOIO KOMMOHEHTAa,
cogepxawerocst B OBU. Heobxoanmo nepevncnnTtb MCXoaHble MmaTepuransl, CNoMb3yemMble Npu ero N3roTos-
NeHnKn, a Takke TpeboBaHUA K Ka4ecTBY npoaykuun. icxogHble maTepuansl A40KHbI COOTBETCTBOBATL HOP-
MaTUBHBIM AOKYMeHTaM npu ux Hanudmn. K peonorndeckM akTUBHbIM KOMMOHEeHTaM, U3BMeYeHHbIM U3
MCTOYHUKOB XUBOTHOIO NMPOUCXOXKAEHUS, NPUMEHSAIOT TpeboBaHUs pernoHanbHbIX cTaHaapToBs [2], [3] v [4].

Ecnu peonornyeckn akTUBHbLIM KOMMOHEHTOM ABNAETCH BbICOKOMOMEKYNAPHBIA OpraHU4ecknn nosu-
MEpP, BCe NOBTOPSAOLLMNECS NOA3BEHBS, COCTABMAOLLME NONUMEP, A0IMKHBI ObITb NAEHTURULNPOBAHBLI B XMMU-
YECKOM OTHOLUEHUWN, BCE CBA3N MeXay HUMU AO0MKHblI OblTb OnUcaHbl. Takke OOMKHblI ObiTb ONUCaHLI
nepekpecTHbIe CBA3N.

[Tpupoaa cMecu peonorMyeckn akTUBHOro kKomnoHeHTta B rotosom OBW aornkHa bbITh onnucaHa (Hanpu-
MEpP, pacTBOpPEeHHas, gucneprupoBaHHasl). Ecnu npeacrtaBneH pactBop, A0/TKHA ObITh onpeaeneHa pacTBO-
PUMOCTb PeosriorMieckn akTUBHONO KOMMOHEeHTa B pacTBOpUTernie Mnpu TemnepaTtype ero XpaHeHua U npu
TemnepaTtype (25 £ 2) °C.

4.2.2.2 KoHUeHTpauuns

KOHUEeHTpaUns BellecTBa KaXXOoro peonormyeckm akTuBHOro KomnoHeHta B rotosoMm OBW gomkHa
ObITb NpeAcTaBneHa B BMAe Macchl BelleCcTBa Ha eanHULY obbema pacTtBopa. [Mockonbky MeToanka UcnbiTa-
HAN MOXeT OKasaTb BIUsSIHWE Ha NpeAcTaBNeHHYI PakTUYeCKyo KOHUEHTpaUWKo, O0MKHbI ObiThb yKasaHbl
CTaHOapTHbIe PUINYECKME N XUMUNYECKNE MeTOObI.

4.2.2.3 PacnpegeneHne mMonekynapHoU Macchl

Ecnu peonorndeckn aktuBHblM komnoHeHToOM OBW aBnaetca BLICOKOMONEKYNAPHBLIM OpraHnyYeCcKni
nonumMmep, AoMmKkHa ObIThb NpeacTaBfieHa cpeaHsst MONeKkynsipHasa macca.

[TpusHaHo, 4yTO MHOoTrMe OB coaepXaT BLICOKOMOMNEKYNApHbIe nonngucnepcHble nonMMmepskl U YTo pac-
npegeneHne MonekynapHomM Maccbl MOXET ObITb KOMMMEKCHBLIM. B Taknx cnyvasix M3aroToBUTENb AOMKEH NPOo-
BECTU AOMNONHUTElNbHbIE UCNbITAHUA C Uenbk MnpeacTaBUTbh adekBaTHOEe onucaHue pacnpegeneHund
MOJTEKYNAPHOM Macchl KOMMOHeHTOB B rotoBoM OB v cooTBeTCTBYIOW MM O0TYeT. [ononHuTenbHbie MeTodbl,
MO BOSMOXXHOCTW, AOJTKHBI ObITh CTaHOapTU30OBaHbI.

4.2.3 TpeboBaHUA K onpeaeneHU0 XapakTepucTUK rotoBoro ohtanbMonorm4eckoro BUCKO-
XUpypru4deckoro usgenus

4.2.3.1 Obwmne TpeboBaHUA

Peonormnyeckmne n ontundeckmne ceonctea OBW aBnsaoTca U3NYECKUMN XapaKTepUcTUKamMin, KoTopble
onpeaendroT UX 3KcnnyaTauMoHHbIe KadecTBa B opTanbMONIOrM4eckor XMpyprum, no3ToMy onusmnyeckmne CBOU-
ctBa OBWU, ngeHTnpnumnpoBaHHbie HWXKe, AOMKHbI ObITh NOMHO N TOYHO OnucaHbl. Peonornyeckne cBOUCTBA
OOJDKHBI ObITb U3MEPEHBI B YCIOBUSIX, NpeanonaraemMsbix B MOMeHT npumeHeHunst OB,

4.2.3.2 COBUroBas BA3KOCTb

Casurosas Bsskocte OBW, nocTtaBnsieMoro KoHe4HOMY noTpebuTtento, AomkHa bbiTb N3MepeHa B Ana-
MasoHe CKOPOCTEN cABWUra, KOTopble BO3HUKAOT B npouecce obblvHOro ucnonbsosaHna OBU. NamepeHus
cneayet NpoBoAUTL Npu Temnepatype (25 £ 2) °C. NcnbiTatensHoe obopyaoBaHne 1 gpyrue ycnoBusd name-
PEHUA OCMKHBI ObITb AOKYMEHTUPOBAHHBI.

[TpumeyvaHune—Illpeanonaraembin AgnanasoH CKOPOCTEN CABUIa PacrnonoXeH oT 0QHOro KpamHero aHa4veHus
0,001 ¢~ 1, npubnuxasnce K HyNneBoMy CABUIY, KOraa BA3KOYNPYIMI MaTepuan HaxXoauTCH B HEMOOBMKHOM COCTOSIHWM B Nnepe-
HEen kamepe, 0O APYIroro KpanHero 3HadveHust okono 1000 ¢!, npubnuxasck K yCnoBusM, KOraa BA3KOYNPYrvin matepuarn
BMNPbICKMBALOT B rnaa 4yepes kaHwonwo. na OBU ¢ HM3kon BA3KOCTbIO U3MEPUTb CABUTOBYIO BA3KOCTb NPU 04€Hb HU3KNX CKO-
POCTSIX CABUIa HEBO3MOXHO. B TakoMm criyyae BA3koCTb MOXET BbITh namepeHa npm ckopoctu casura ot 1000 ¢~ go camoro
HM3KOIro NMPakTUYeCcKn onpeaensaemMoro aHadeHns. [ns onpegenenns Hyneson casmnroBon BsA3koctn OB ¢ o4eHb BbICOKOU
BA3KOCTLIO (Bonee 2 - 10° mMa - ¢) moryT notpebosartbes ckopocTu casura Hmke 0,001 ¢

COOTHOLLEeHUe BA3KOCTL/CKOPOCTb CABUIra A0MKHO BbITh NpeacTaBneHo B BUAe cTaHO4apTHOro rpadpuka
3aBUCUMOCTU Nnorapudma BA3KOCTU OT noraprudpma cKopocTun casura. BA3KOCTb A0MKHA ObITb M3aMepeHa ¢
MOMOLLLIO BpallaTerlbHOro BUCKO3IMMeTpPpa Npu HopManbHbIX YCNIOBUAX. HyneByo COBUrOBYIO BA3KOCTL OrNpe-
OenaT Kak YCTaHOBUBLUYOCS COBUMOBYHO BA3KOCTb NPU NpubnukaroLlencsa K Hyno ckopoctu casura. Ans
PACTBOPOB C BbICOKOW BA3KOCTbLIO U3MEePEeHNAa NPOBOAAT C NMOMOLLULIO peomMeTpa ¢ NOCTOAHHOW Harpyskou.

4.2.3.3 YNpyroctb

Ynpyrocte OBW gomkHa ObITb namepeHa Ha vyacTtoTax oT 0,01 ao 20 I'u. MamepeHna cneagyeTt NpoBO-
OnTb npn temMnepartype (25 + 2) °C. UcnbiTaTenbHoe obopyaoBaHne n gpyrue ycrioBust USMepPeHUsa A0MKHbI
ObITb AOKYMEHTUpOBaHbI. Jlorapudmbl MOAYNSA BA3KOCTU M MOAYNA YNPYroCcTU ACITKHBI ObITh NpeacTaBneHsbl
Ha rpadguke B 3aBUCUMOCTU OT norapudgpma 4yactoThl. [laHHbIe TakKe MOryT ObITh NpeacTaBfieHbl B BUAE rpa-
brKa 3aBUCUMOCTU YNPYrocTy OT Norapudpma 4actoThl B NPOLEHTHOM BbIpaXXeHUMN.

4
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4.2.3.4 Xummnyeckoe onnmcaHme KOMNOHEHTOB

N3roToBUTENb OCMKEH ACKYMEHTanbHO NoATBEPANUTL ODLWIYIO NpUupoay pacTBOPUTENS, a Takke npea-
CTaBUTb NOAPODOHBIN CMNCOK BCEX KOMMOHEHTOB, 0OOCHOBAHME NX BKINHOYEHUS B COCTAB U MONAPHYIO KOHLIEH-
Tpauuto B rotosoM OBU. KOMNOHEHTLI A0MKHLI COOTBETCTBOBATH TPEOOBAHUAM HOPMATUBHBLIX AOKYMEHTOB
NPU NX HAaNU4nn.

4.2.3.5 3Ha4veHue pH

3HauveHune pH rotosoro OBU cneayet U3MepsiTh NOCPEACTBOM KannbpoBaHHOro pH-meTpa npmn temne-
paType (25 £ 2) °C. 3HadveHue pH OBW gomkHO HaxoanTbca B AnanasoHe o1 6,8 Ao 7,6. 3Ha4veHne pH OB
OOITKHO ObITb ODNMU3KMM K 3HaYeHUto pH cteknoBmnaHoro sBewectea (pH 7,38), 4ToOblI NpeaoTBpaTUTL NMOBPEX-
OeHne KNneToK poroBUYHOro sHaotenus. MccnengoBaHusa in vitro nokasanu, YTo AmanasoH pH, nepeHocUMbIN
OHOOTENneM, cyXaeTcs ¢ yBenmM4eHMemM BpeMeHM BO3AeUCTBUA.

4.2.3.6 Xumuieckme n buonoruvyeckne sarpasHsoLme npumecu

OnpegeneHne NoTeHUManbHO ONacHbIX XMUMUYECKUX 1 BUOOrMYEeCcKNX 3arps3HALLIMX NpUMecen AoMK-
HO BbITb MPOBEAEHO NOCPEACTBOM aHanmsa puckos. B ncxogHbiX Matepuanax bnonornd4eckoro Nponcxoxae-
HUS 3TN NMPUMECK MOTYT BKIoYaTb B cebst benkn, HyKNenHoBbIe KACNOThI U gpyrme BeuwlecTsa. [pumecn B
rotoBoM OBW, nonydeHHble U3 UCXOAHLIX MaTepuanoB UMW NOSABMSAOLWMECH B MNPOLIeCCe U3roTOBMNEHUS
(Hanpumep, BellecTBa, obpasylolne nepekpecTHble CBSA3U, U aHTUOKCUOAHTHI), nNpeacTtaBnsaolme cobon
NOTEHLMWAaNbHY ONACHOCTL ANsl TKAHEW rnasa U CUCTEMHYHO ONAacHOCTb, AOTKHbI ObITb UOAEHTURULINPOBA-
Hbl, a X KoHUeHTpauua B rotoeoMm OB gonkHa ObITh onpegerneHa.

[MTpunmeyaHune—YacTbiMm 3arpA3HUTENAMU ABMNAIOTCH Kannm KPEMHUEBOW CMAa3KW, BbiTEKAOLWME U3 LLINpULA,
OWMNDOOYHO MPUHUMAEMbIE 3a BO3AYLWHbIE My3blPbKM UMK YacTULbl. ITOT UCTOYHUK 3arpsasHeHuss OB Heobxognmo pac-
CMOTPETb MPU OLIEHKE PUCKOB.

3arpsisHsitoe npumecun gomkHbl ObITb onpeaeneHsbl ¢ NOMOLLbIO CTaHAAPTHLIX aHANMUTUYECKUX METO-
OO0B (MpU UX HANU4UK), KOTopble A0MKHLI ObIThb onnucaHbl. [NpeaenbHble KOHLEHTpaUUKU naeHTUudpuLnupoBaH-
HbIX NpUMeECcen AOMKHbI ObITb YCTAHOBMEHbI U ONUcaHbl. HeobxoanMMocTb NpoBeAeHUst UCNBITAHUSA OIS
NPOBEPKN BUONOrMYEeCcKoro AencTBUA 3TUX NpUMecen B npoLuecce OLeHKU buonormyeckon 6e3onacHoCTy
onpeaensitoT No pesynbTatamMm aHanusa PUCKoB.

4.2.3.7 OcmoTn4eckasa KOHUeHTpauus

N3roToBmUTEeNb AOIKEH onpeaennTb U AOKYMeHTUPOoBaTh gManasoH oCcMoTdeckon koHueHTpauumn OBI.
OcmonansHocTb rotoBoro OB gomkHa 6biTh 0T 200 ao 400 mOcm/kr. OcMonsAnNbHOCTL AOMKHA BbITh onpe-
aeneHa ¢ NOMOLLbIO NapoBOro UMM KPUOCKONMMYeckoro ocMomMeTpa npu HopMarlbHBIX YCITOBUSIX.

4.2.3.8 KoadpdpuymeHT nponyckaHUA

KoadpduuneHT nponyckaHunsa rotosoro OB aomkeH obiTb n3amepeH B gnanasoHe oT 300 go 1100 HMm.
PesynbTtaThl AOMKHBLI ObITh NpeacTaBneHbl B rpadpuyveckon gpopme: KoadppuumeHT nponyckaHus, % B 3aBUCK-
MOCTW OT OSMMHbI BOJHbI, HM.

4.2.3.9 TBepable yacTuubl

[Tpn Hanu4um B rotoBoM OBW vacTuu onpeaeneHHOro pasmepa U xapakrepuctuk noTeHunanbHO BO3-
MOXXHO BO3HUKHOBEHWUE HEDMaronpUATHbLIX SIBNEHUA: Hanpumep, U3dbiTo4HOE UNMN OANUTENbHOE NO BPEMEHN
NOBLILLEHNE BHYTpUrnasHoro gasneHuna (aanee — Bl A).

[Tpn NnpoBegeHUN OLEHKA PUCKOB HEODXoAMMO onpeaennTb NoTeHUManbHy0 BO3IMOXHOCTb 3arpsisHe-
HUASA Un obpasoBaHus YacTtuu, B OBU B npoLiecce n3rotoBneHus1, B yCnoBUAX, oXXnaaeMblX NpU TpaHCNOPTU-
POBaHMM W XpaHeHUWn, a Takke npu ucnonbsosaHun OBW. B uvacTtHoCTU, HeobXoaMmMo yuMTbIBATH
noTeHUnansHylo BO3MOXHOCTb arpernpoBaHud, nonuMmepusaunum U npunmnaHng 4actul, K BHYTPUrnasHbIM
TKaHSAM.

[MTpunmevanune—OBW, copepxawme CUHTETUYECKNE NONUMEPLI, NOABEPXKEHBI 3HAYNTENBHO BONee BbICOKOMY
PUCKY 06pa3oBaHNs MUKpOrenen, naeHTUUKaLumsa KOTOPbIX 1 onpeaeneHmne nx Konn4eCTBEHHOIo CocTaBa METOAOM paccee-
AHHOIO CBETa UM MUKPOCKOMUYECKUMN METO4aMN 3aTPYOHUTENbHbI.

N3roToBUTENb AOIMKEH MPUBECTU XapaKTEePUCTUKY NOTEHLMANbLHOW ONAacHOCTU, CBA3AHHOW ¢ YacTula-
MW Ka)KO0ro BMUaa, BbISIBIIEHHOMO NPy NpoBeaeHNN OLLEHKMN PUCKOB.

N3roToBUTENb ACIMKEH OXapaKTepn3oBaTbh BUAbI, pasMepbl U KONMMMYECTBO YacTuULl, MMEIOLLIUXCH B rOTO-
oM OBW. [JoMKHbI ObITb YCTaHOBMNEHbI NpedenbHble 3HaYeHUs No YacTulam KaXxaoro BiMaa, NoATBEPKAeH-
Hble COOTBETCTBYHOLWMM 0DOCHOBAHUEM.

[TpumeyaHn e— Mertog onpegeneHnst KoONM4ecTBa YacTuL, NpeactasrneHd B npunoxenmm C.
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4.2.3.10 lNokasaTenb npenomMmneHnsa opTanbMoONOrn4ecknx BUCKOXNPYPritiecknx n3genui

[Tokazatenb npenomnernss OB aomkeH ObITb N3AMePEH C NOMOLLLIO pedpakToMeTpa Npu Temneparty-
pe (25 = 2) °C npun puKcpoBaHHON ANTMHE BOJHBI.

[TpumeyaHune—][nanasoH peKoMeHaYEMbIX 3HAYEHMN NMOKa3aTenen NPenomMnenmns 4omkeH dbiTb NPUBEAEH B
TeXHn4ecknx ycnoeusax Ha OBW koHkpeTHOro tuna.

4.3 Tpeb6boBaHUA K OoLEeHKe CBOWCTB rotoBoro ohrtanbMoONOrM4eckoro BUCKOXUPYPruiecKkoro
n3penus

4.3.1 O6wume TpeboBaHuA

4.3.1.1 TpeboBaHus K oueHke ceoncts OB A0mMKHBI COOTBETCTBOBATL ODLMM TpeboBaHUSIM, NMpUBe-
neHHeIM B fOCT P ICO 14630 aNnga HeaKTUBHBLIX XUPYPIUYECKUX UMNNAHTATOB, U CUCMEMHbLIM mpebogaHUusIM
[OCT P CO 13485.

4.3.1.2 TpebosaHus kK OBU u 0oKymMeHmauuu, rnpedcmaesriseMbIM Ha MOKCUKO/I02U4YecKuUue, caHumap-
HO-XUMUYECKUE UcMbimaHUs, UcfibimaHus Ha cmepulibHocme U Mupo2eHHOCMb, OOIXKHBI COOMBEMCMmeo-
eamb OCT P 51148.

4.3.1.3 Obuwue mpeboeaHus K oUeHKe riomeHuuanbHo20 pucka ripumeHeHust OBH OomkHbI coomeem-
cmeogamb OCT P 51609.

4.3.2 TpeboBaHUA K oLleHKe buonornvyeckou 6e3onacHoOCTI

4.3.2.1 Obwue TpedboBaHUSA

OueHKy buonornveckon besonacHoctn OBU cneayeT HavYnMHaTh € aHanM3a pUMCcKoB U NPOBOAUTL U AOKY-
MeHTUpoBaTb B cooTBeTCTBUN C TOCT P VICO 14971. o pesynbTatam aHanmsa PUCKOB AO0MKHBI ObITb Onpe-
neneHbl UCNbITaHUSA, Heobxogumble Ana oUueHKn buonorndeckon besonacHoctun OBN.

Ona OBW, cogepxawmx matepuanbl }XKUBOTHOMC NPOUCXOXKOEHUSA, AOITMKHbI ObITb NPUMEHEHbI aHanns
PUCKOB M1 TpeboBaHUs K MEHEOXKMEHTY, npuBeaeHHsie B [2], [3] u [4].

Ona scex OB pomxkHbl ObITb cobntogeHbl TpeboBaHUA, NpeabsaABNAEeMble K OLeHKe DUONorMyeckou
besonacHocTn no FOCT P UCO 10993-1, TOCT P UCO 10993-5, TOCT P NICO 10993-10, n tpeboBaHus,
M3NOXEeHHble B HACTOALWEM nogpasaene.

[TpumevyaHms

1 Ha ocHOBaHMM TUNWYHOIO KIIMHUYECKOro npuMeHeHns B nepegHen kamepe rmasa OBl knacenpmnumpytot Kak
«KUMMNaHTUPYyEMbIE U3OENUS; TKAHB/KOCTbY. cnbliTaHna nagennmn gaHHoOW U gpyrnx KaTeropun, NnpeacraBreHHble B Tab-
nue 1 FOCT P MCO 10993-1, npuBeaeHbl TONBKO AN PyKoBoACTBaA Be3 ykaszaHUs MakCuMarnbHbIX UMM MUHUMATbHbIX
TpeboBaHUN.

2 [lonyckaetcsi KOMOMHMPOBATb MUCMNbITAHMSA HA OUOMOrNMYECcKyd COBMECTUMOCTb, YMEHbLLAS YUCNO XUBOTHBIX,
HEODXO0AMMbIX AN NpoBeAeHns ucnbiTanms. [1sa ncnoiranms moryT ObiTb NPOBEAEHblI OAHOBPEMEHHO HA OQHOM XUBOT-
HOM MPWU YCNOBUN, YTO UCMNbITYEMOE XUBOTHOE HE NOABEPratoT YpeamepHon Bonm nnu cTtpagaHusim.

4.3.2.2 VcnelTaHne nmnnaHTauMen BHYTpb rnasa

[ns npoBeaeHUst 4aHHOMO UCNbITAHUSA AOKHA ObITb MCMONbL30BaHa NO3ULMA MMMNTaHTaUun: B nepea-
Hel kKamepe rnasa unm cteknosuaHom tene. LomkHbl ObITb NPUMEHEHbI YacTHbIe TPeOOBaHUA K UCMLITAHUSIM
MMMTaHTaunen BHyTPb rnasa, ykasaHHble B NPUIoXXeHnmn A.

Ecnun ncneityemoe OBW Bbi3biBaeT O0NbLUYIO peakuuio rnasa unun socnaneHue, yem OBU, ncnonbaye-
MO€ KaK KOHTPONbHOE, HeoOXoAUMO NPOBECTU OLLEHKY COOTHOLUEHNSA PUCK/NoNb3a.
4.3.2.3 WcnblTaHne Ha BbakTepuanbHble 3HAOTOKCUHDI

OBW pgomkHoO ObITH OUEHEHO Ha Hann4vue BakTepuanbHbIX SHAOTOKCUHOB ¢ nomoublo LAL-TecTa (Ha
KynbType limulus amoebocyte lysate) B COOTBETCTBMMU C METOAMKOWN, ONUCAHHOW B [5], N 3KBMBANEHTHOW
aTTecToBaHHOU MeToaukon ncneiTaHns. OBU, B KoTopoM nNpeaen baktepuanbHbIX 3HOOTOKCUHOB NMpeBbIllaeT
0,5 eguHULBI 3HOOTOKCUHOB (EQ) HA MUNNUIINTP, CYHUTAKOT He NpoLllealWM UCTbITaHKe.

4.3.2.4 VcnbiTaHWe Ha BHYTpUrnasHoe gasreHue

McnbiTaHWe Ha BHYTpUriasHoe aasBrieHne AO0MMKHO ObiTb NPOBeAeHO B COOTBETCTBUM C METOAUKOW,
npeacTaBneHHON B NpunoxeHun B.

Ecnn ncneityemoe OBW BhI3bIBaeT 6bonee BhLICOKOe AaBneHUe unu d6onee AnUTenbHOE MNOBLILLEHME
nasnexnns, yem OBW, ncnonb3yemoe Kak KOHTpPONbHOE, Heobxoaumo MpPpOBECTU OLEHKY COOTHOLUEHUS
pUck/nonbaa.

PesynbTaTbl UCNBLITAHUS OOMMKHBI ObITh UCNONB30BaHbI A4S onpeaeneHns BepOSATHOro 3Ha4YeHUS U Anun-
TelNbHOCTU NocneonepauMoHHOro NoBbILLEHUA BHYTPUrNMasHOro gasneHud. 310 NOBNUAET Ha NNnaH KIMHUYecC-
KOrO WCMbITAHUA M MOXET noTpedboBaTb nocnecnepaunoHHbIX U3MEPEeHUA BHYTPUINasHoOro AaBlieHUS
OONONHUTENBHO K NpuBeaeHHbIM B 4.4.3 nepuocgam BpeMeHMN.
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4.3.2.5 YaaneHne oCctaTouHOro optanbMOoNiorM4eckoro BUCKOXMPYPruiyeckoro nsaenna n3 nepegHen
KamMmephbl

[Tpn OTCYTCTBUM NUTEpaTYpPHLIX AaHHLIX NO yaaneHuto octatoudHoro OBW ckopocCTh, C KOTOPOWU OCTaTOu-
Hoe OBW BbIMBIBaeTCA M3 nepegHen Kamepbl yepesd TpabekynsapHyo 30HY, O0/MKHa ObITb onpeaeneHa ¢
MCNONb30BaHMEM COOTBETCTBYIOLLEro Metoda UCNbITaHUA, Hanpumep ¢ NoMoLbie NIOMUHECLEHTHBIX UM
PaONON3OTONMHBIX MapKepoB, U NpeAcTaBeHa B OoTUeTe.

4.3.2.6 [erpagaunst N TOKCUKOKMHETUKA

[1pn OTCYTCTBUM NUTEPaTYPHBLIX AaHHBIX 0 noBegeHUn OB UsrotoBmuTeNb 40MKEH NpeacTaBUTb A0oKa-
3aTeNbCTBA: NYTU yaaneHus, buoTtpaHcgopmaumio U kKatabonmieckne npoaykTel KOMNOHeHTOB. aeHTudu-

KaLuo U  KONMUYECTBEHHOE onpeaeneHne npoaykToB AeCTpyKUUW, uccnegoBaHUE TOKCUKOKUHETUKA
NPOAYKTOB AeCTPpYKUUN KU BeIMbIBAHUA nposogaT no FfOCT P ACO 10993-9n rOCT P CO 10993-16.

4.4 TpeboBaHUA K KMTUHUYECKON OLLEHKe

4.4.1 O6wume TpeboBaHUA

HacTtoswmni noapasaen ycraHasnmeBaeT TpeboBaHUsA K KnuHmndeckoun oueHke OBW B nepegHen kamepe
rnasa. HormkHbl ObiTb NMpUMeHeHbl obuine TpeboBaHUS K HEAKTUBHBIM XUPYPrUYECKUM MMMMaHTatam no

[OCT P 52458 n4actHble TpeboBaHusi 4.4.2—4 .4 6.

4.4.2 TlnaH KNUHNYECKOro UCNbITaHUA

4.4.2.1 HomkHO ObITb NPOBEeAEHO CTaTUCTUYECKOE KINUHMYECKOE UCNbITaHUE B KOHTPROMUPYEMbIX YCIO-
Buax. Llenbto nccnegoBaHna gomkHa ObiTb AOKYMEHTaNbHO NoATBepXAeHHas 6e30MNacHOCTb HOBOMO BSI3KO-
yripyroro OBW Bo Bpem4d onepaunmn B nepegHen kamepe no cpaBHeEHUIO ¢ KOHTpoNnbHeIM OBW. AHann3 puckos
OOIKEeH onpeaennTbe UCXOAHYH TMnoTesy, a AN pacyeTa HeobXoaAMMOro yMcna cybbekToB B KaXKOoOW KOH-
TPONBHOW rpynne A0MKHbI ObITb UCNONbL30BaHbI CTaHAAPTHLIE BUocTaTUcTUYeckne GopmMynsol.

4.4.2.2 KOHTPONbHLIM U3aennem A0MKHO ObITb AoKkyMeHTUpoBaHHoe OBW, winpoko npogaBaemoe B
TeYeHune nocneaHunx NaTn neT n npegHasHavyeHHoe Ans TOro Xe npuMmeHeHus. KnMHn4yecknia ucnoltatenb A0S-
)XeH 3a4enCcTBOBaTbh He MeHee 20 cybbekToB Unu bonee 25 % obulero yicna cybbLekToB, BOBMEYEHHbIX B
nccnenoBaHue. Yncno He AoBeAeHHbIX A0 KOHLA CyDBLEKTOB B KaXXAOW KOHTPONBHOW rpynne A0MKHO COCTaB-
naTb He Bbonee 10 % obuwerc Yncna BOBNEYEHHBIX B UCCNeAoBaHNE CyOBbEKTOB.

[1TpumeyaHwmne— lccnegoBanus, NPOBOgMMbIE B OAHOW CTPaHe, MOryT Bbi3BaTb MOSIBIIEHNE AONONHUTENbHbIX
TpeboBaHUM Mo BbIMONMHEHMIO NPABOBLIX HOPM B APYIMX CTpaHax.

4 .4.2.3 Kaxgbli KNMHNYECKUN UCNbITATENb ACIMKEH UCNONb30BaThL NPU UccneaoBaHWU NMNMH3bI OOQHOO K
TOrO e Thna U OANHAKOBYHO XUPYPriuyeckyo onepauuno ansg Bcex cyObLeKkToB.

4.4.2.4 Habnwopgatenn He AOMMKHBI NPpUHUMAaTh ydacTue B KIMUMHUYECKOM uccnegosaHun. Npu HeEBO3-
MOXXHOCTU CpaBHEeHUA pe3ynbTaToB UccnegoBaHMM HOBOMo U koHTponbHoro OBW nocneonepayUoHHBIE
nccneaoBaHUs paspellaeTcs NpoBeCTU HE3aBUCUMOMY HabntogaTento, KOTopbIM HE OOIKEH 3HaTb, Kakoe
OBW 6b1110 ncnonb3oBaHo.

4.4.2.5 Ecnn narotoButenb npeanonaraeT caenaTtb AONONHUATENbHLbIE 3asBNeHUA, HanpUMep B OTHO-
LeHWK nocneonepaunoHHoro aenctemnsa OBW, anga nogaepXaHua Taknux 3asiBlneHnn 4oKHbl ObITh onpeaene-
Hbl AOMONMHUTENBHBLIE OPUEHTUPLI, a TakXKe BbINOMHEH COOTBETCTBYOLWMNA nepecyeT HeobxoanmMoroe Yyucna
CyOBEKTOB.

4.4.2.6 B npouecce KNMHNYECKNX UCTIbITAHUXA AOMKHBI ObITb OLeHEHbI cneaytolme nepeMeHHble napa-
MeTpbl:

a) 3HadyeHWe U ANUTeNnbHOCTb NocneonepaunuoHHOTO NOBLILLEHUA BHYTPUMMAa3HOro gaBneHuns;

D) 4YMCNO KNeToK 3HAOTENUs POroBULbI;

C) BocnanuTenbHas peakuus rnasa nnu gpyriue HebnaronpuaTHbIE MeXXonepaunuoHHbIE UM Nocneone-
paLUOHHLIE ABNEHUS.

4.4.2.7 Pac4dyem yuchna cybbekmos, HeobXo0uMbIx Od rpoee0eHUs KiTuHuU4YecKkux ucrnsimaduu OBA e
UcrbimyeMbiX U KOHMPOIbHOU 2pyrinax, ripeocmasiieH 8 rnpunoxeHuu D.

4.4.3 TlocneonepauyuoHHadA oUueHKa NOBbILLEeHUA BHYTpUrnasHoro gaBneHus

4.4.3.1 BHyTpurnasHoe aaBneHne AomMKHO ObITb U3MEPEHO C MOMOLLLIO anniaHauMoHHOro TOHOMeTpa
[ onbamMmaHa nepeg onepauuen n nocne onepaunn B cnegyrowne nepnogbl BpeMeHU:

(6+£2)4;(24 £4)4; 1 Heagena £ 2 cyT; 1 Mec £ 7 cyT; 3 MecC £ 2 Hegenu.

4.4.3.2 B cnydae ecnuv BHYTpUrnasHoe gaBneHne oTaeNbHOro UCNbITyeMoro cybbekra ocTaeTcsl MoBbI-
LLUEeHHbIM B TedeHune dornee 24 4, Ao0MKHbI ObITb NpoBeAeHbl ACMONMHUTENIbHbIE U3MEPEeHUs], NoKa 3HavYeHue
BHYTPUrnasHoro gaBneHna He AOCTUTHET YPOBHA HOPMBI.

4.4.3.3 HaszHayeHne megmnkaMeHToB A8 NMOHMKEeHUs AaBneHna B nobble nepmnoabl BpeMeHM QOIMKHO
ObITb 0OQOPMIEHO AOKYMEHTANBHO, N AaHHbIE ACITKHBI ObITh NpeaocTaBNeHbl OTASNBHO MO KaXXAOMY CyObek-
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Ty. ECcnu odbuumansHo onydnmKkoBaHHbIE UCTOUHUKA, pe3ynbTaThl UCNbITaHUA Ha XKUBOTHBLIX UM KNMUHUYECKUA
ONbIT goKasbiBalT, YTO MaKCcUManbHOEe BHYTpUrnasHoe AgaBneHue NnogaBnseTcd BHe nocneonepaunoHHOro
ananasoHa oT 4 Ao 8 Y, U3roTOBUTENb AO0IMKEeH U3MEeHUTb NnaH KNMHUYEeCKOro UCNbiTaHUA M BHECTU B Hero
OOMNONHUTENbHOE U3MEePEHNUEe BHYTPUIMA3HOINo AaBneHns B MOMEHT, BDNU3KUIA K MaKCUManNbHOMY 3HAYEHUIO
BHYTPUINasHOro AasrieHns.

4.4.3.4 MOHUTOPWUHI UCNLITYEMBIX CYOBLEKTOB C BHYTpUrnasHbIM AaBneHnem, bonee UMM paBHbIM
30 MM pT. CT., AO/MKEH ObITb NPOBEAEH Yepes HeJerto U NO3XKe B TeYeHNe BCero nccrnegoBaHust. EcnmyacTor-
HOCTb MOHUTOPKUHIa CTaTUCTUYECKX NPeBbILIaeT oXXugaemMoe HylneBoe 3HadyeHue, cneayeT paccMoTpeTb BO3-
MOXHOCTb NMpeXaeBpeMeHHOro npekpalleHnUsa KNMHMYeckoro ncenegoBanums. [laHHbln aHanns Ao/mKeH bbiTh
NPOBEAEH BO BPEMS NCCNEAOBaHUS NO BCEMY YNACTTY UCTIBITYEMbIX CYOBEKTOB, a B KOHLIE UCCNneaoBaHUA — Mo
Kaxkaoun ncnoeltyemou rpynne. o saBeplueHnn nccnegoBaHnsa aHanms UsmepeHui BHyTPpUrnasHoro gasneHud
OOIKEeH BKMoYaTh B cebs pacyeT cpeaAHUX 3HAYeHWUU, a TakKe 4YaCTOTHOCTU 3HAYEHWUN BHYTPUrNA3HOMo
nasneHuns, bonee unu pasHoro 30 Mm pT. CT.

4.4.4 [logcyeT YMcna KNneToK aHAoOTeNUA porosuLbl

COoCTOsIHME 3HOOTEeNnUsA POroBuLbl OLLEHUBAKOT NyTEM nogcyeTa uncna KneTok sHOoTenusa poroBULLl 4o
onepauunn n vepes (3 = 0,5) Mec nocne onepauun.

4.4.5 TlocneonepauynoHHada BocnanutenbHada peakuyua rnasa

CTeneHb peakunm BOCNANEHUs rMnasa OUEHUBAKT MEeTOAOM OUOMUKPOCKONUKA C MUCNONb30BaAHUEM
LLleNneBon Namnbl N KIMMHUYECKN KnaccuULUPYOT NMPpU KaXKaoM N3MepeHn BHYTPUIrNasHOro JaBneHus.

4.4.6 Cepbe3Hbil HebnazonpussmHbIU Uucxod

KnuHnyeckne uccrnegoBaTtenn OOMKHBI NpeaocTaBnsATb OTYEThbl O CEepPbe3HbIX MEeXornepaunoHHbIX W
rnocneonepaunoHHbIX Ucxoaax 3akasdnky HemearneHHOo, Kak TONMbKo O HWUX cTano U3BecTHo. Bce agpyrue
HebnaronpuUaTHbIE UCXOAbl ACITDKHBI ObITb AOKYMEHTUPOBAaHLI B UCTOPUSIX BONE3HMN.

5 TpeboBaHMA K cTepunuisauumn

5.1 OBW oomkHo ObITb CTEPUNU3OBAHO B COOTBETCTBUU C TPEOOBaAHUAMUN K CTEPUNU3aALIAN, YKa3aHHbI-
MU B TOCT PUCO 14630 ana HeakKTUBHLIX XUPYPrM4eCKUX MMMNNIaHTaTOoB.

5.2 KOBW unun ero komnoHeHTam, npu ctepunmusaynm KOTopbIX MCNONb3YIOT BNaXHoe Tenno, A0MKHbI
ObITb NpUMeHeHbl TpeboBaHusa no [6].

5.3 K OBW vnn ero koMnoHeHTaMm, Nnpu ctepunmsaumm KOTopbIX UCNOMNb3YIOT 3TUMEeHOKCUA, AOKHDI
ObITb NpUMeHeHbl TpeboBaHKA no [7].

[TpunmeyaHwune— YCTaHOBNEHO, YTO TpeboBaHus, onpeaensiolme npuemMnemMsle YPpoBHN OCTATOYHOIO 3TUIEH-
okenpaa, ykasaHHble B f OCT P CO 10993-7, HenpumeHumbl K OBW, Haxoasawmmces B KOHTaKTe C BbICOKOYYBCTBUTESbHbIMMW
TKaHAMU, HanpuMmep TKaHaMmu rmasa. JononHuTenbHble yKasaHus no npumeHeHunto tpebosanun fOCT P MCO 10993-7
npueegers! B [8]. Ansa nHtpaokynsapHeix OB cneunanbHbIX KATETOPUKY NMpeaenbHoe cogepXaHme aTuneHokenga anst MHTpa-
OKYNSIPHOW NMUH3bI YCTAHOBNEHO Ha ypoBHE 0,5 MKr B ieHb, HO He bornee 1,25 MKr B uenom. lNpeaens Ans Apyrmx UHTPAOKY-
nspHeix OB moryTt BbITh NpeaBapuTenbHO 3agaHbl ncxoasi na maccosl OBU.

[TpegenbHoe coaepkaHue stuneHokcuaga ansg OBW gomxkHo coctaBnaTte 60 mMkr/mn (AononHUTeNbHAas
MHJpopMaLMa No MeToauKe nsmepeHUsa npueseageHa B [8]).

[TpumeyaHune—B TexHnyeckom MHPoOpMaLUNOHHOM oT4eTe [8] OTCYTCTBYIOT TpeboBaHUSA NO NPEAENbHOMY CO-
OepXaHuio aTunenxnoprngpuHa. lNpegnonaraercs, YTo B HOBOW pegakuum [8] byaeTt ycTaHOBNEHO NpeaenbHoe coaepxa-
HME 3TUNeHXnoprimapuHa ans nHTpaokynsapHelx OB, cogepxawmx xnopua, B YeTbIpe pasa rnpeBbillatolee cogepxxaHme
3TUNEHOKCHAA. ITO CNeayeT yunTbiBaTb Npu oueHke bunonorndveckon bezonacHoctn OBW.

5.4 KOBW, npu ctepunusaumm KoTopbix MICNONb3YHOT 0b0Ny4YeHUe, A0MKHbI ObITb NPUMEHEHBLI TpeboBa-
HLS no [9].

[TpnmedaHwune—W3BecTtHo, YTO MHOrMe OBW cogepxaT BbICOKOMONEKYNSAPHbIE NONMUMEPLI, HE SABMNAOLWMNECH
TEPMOCTOMKUMU, N YTO CTEPUNN3ALNS BITaXXHbIM TEMIMOM MOXET OKasaTb OTpuULUaTENbHOE BO3AENCTBUE HA UX PEONOrnyec-
kne ceonctea. Ecnn OBW Henb3s cTepmnnmn3oBaTh BRaXXHbIM TEMNNOM, NPUMEHSAIOT acenTUYECKyo 0bpaboTky.

5.5 K OBW, koTopble He CTepUNN3YIOT, HO NoABepratT acenTndeckon obpadoTke, AOMKHbBI ObITb NPK-
veHeHbl TpeboaHusa [10]. CooTBeTCTBME JaHHOMY MeXayHapoaHOMY CTaHAapTy AOMKHO ObiTb NoATBEPXAEe-
HO aTTeCTOBaHHLIM UCCNeaoBaHNEM B cpee ¢ NpeaenbHo AoNYCTUMBIM YPOBHEM 3arpasHeHns — 1073,

[TpumeyaHwue—CraHgapt [10] yctaHaBnueaet obuwme TpeboBaHUS N COAEPKUT PYKOBOACTBO MO Npoueccam,
nporpaMmmMmam m MeToaumkam atrectaumm n KOHTPons MeaMUMHCKUX U3gennn, nogBepraembiX acenTtuyeckon obdpaboTke.
Ctangapt [10], B yacTHOCTH, NPUMEHNM K 06paboTKke Prnanonormyeckmx (BOAHbLIX) pacTBOPOB U, CreoBaTelNbHO, UMEET OT-
HoweHne K narotoenennto OBW. Cnegyowme yactm ctangapta [10] 6yayT nocBsIWEHbI Crieunanm3npoBaHHbIM NMpoLeccam,
TakuMm Kak domnbrpaumsa n nnodunmsaums.
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6 TpeboBaHUA K CTaOUNBLHOCTU OPTaNbMOSTOMNMYECKNX BUCKOXUPYPIrUYECKUX
n3nennun

6.1 N3roToBUTENb AOIMKEH onpeaenntb U YCTaHOBUTL cpoKk roaHocT OBW npu XpaHeHUM B CKNaackux
NoMeLLleHUsAX U cuctemy goctaBki. OnpegeneHmne cpoka rogHoCTU NpU XpaHeH A0MKHO ObITb NPOBEAEHO B
peanbHOM MaclUuTabe BpeMeHU UMK Nno YCKOPEHHOW MeToaunke npu temnepatype He bonee 45 °C ¢ uenbsto
NOATBEPANTb, UTO OCHOBHbLIE XapaKTepUCTUKM no OeszonacHocTU U adppekTUBHbIE 3KCnnyaTalUuoHHbIE
kadecTBa rotoBoro OBU n cuctembl 4OCTaBKM HAXOOATCH B YCTAHOBNEHHLIX Npeaeniax B TeueHne obo3HaueH-
HOro cpoka roaHoCTU NP OXXuUaaeMblX YCMOBUAX TPAHCNOPTUPOBAHUA N XpaHEeHUS.

6.2 lMapameTpbl N XapakTepUCTUKN, KOTOPbIE HEODXOAMMO KOHTPONMMPOBAaTL BO BPpEMSA UCCNea0oBaHUIA
CpoKa rogHoOCTU NpK XpaHeHUWU: peocniormieckna npodpuns, pH, cTepunbHOCTL U gpyrue oakTopbl, YCTaHOB-
NEeHHbIE NMPK aHann3e PUCKOB KaK Kputudeckme ansa besonacHoro npumeHeHus OBN.

6.3 NameHeHna coctasa OBW, ncxogHeix MatepumanoB U UX NOCTaBLUKOB, YCIOBMA N3rOTOBNEHUA,
BKNtOUAA NpoLecc cTepunmsannn, TUN ynakoBKM UM YNakoBOYHLIE MaTepuanbl, MOTyT okasaTb Hebnaronpu-
ATHOE BNUsiHNE Ha cpoK cnyxobl OBU npu xpaHeHun. YcTaHOBNEHHBIN Cpok cnyXobl OB npu XxpaHeHWUn O0/1-
XeH ObITb NepecMoTpPeH, ecnun Nnpu aHannse PUCKOB BbISIBIEHO U3MEHEHUEe TEXHOMOMMNU U3roTOBMEHUS, YTO
MOXeT NOBNUATL Ha cTabunsHocTs OBW.

7 TpeboBaHMA K LLEeNOCTHOCTU U XapaKTepPUCTUKE KOMMMNEKTa AO0CTAaBKW

7.1 OBW noctaBnaoT B repMeTUUYHBLIX KOHTEUHepax BMecTe ¢ KaHtonen ana seeaeHns OB B rnas. Otu
OBa KOMMNOHEeHTa ABMAKTCA KOMMNEKTOM A0CTaBK!.

/.2 OTCyTCTBME MeXaHWU4YecKOro noBpeXAeHWUs KOMMNMNeKTa AOCTaBKM AOMKHO ObiTb MNOATBEPXKAEHO
ncnelTaHnamum ana npumeHeHmna OB no HasHaveHuIo.

7.3 Pusnko-xumunieckas coemectumocts OBU 1 komnnekTa gocTaBky ACKHBLI ObITb TaKXe OLeHEHH!.

8 TpeboBaHMA K ynakoBKe

8.1 3awuTa oT NoBpeXxaeHUs Npu XpaHeHUU U TPaHCNOPTUPOBAHUM

HomkHbl ObITb NpUMeHeHbl TpeboBaHMA K YyNakoBKE MeOWULMHCKUX W3Oenni, YykasaHHble B
FOCT P UCO 14630 n [11].

8.2 3awuTa CTepUnbLHOCTU NPU TPAHCNOPTUPOBAaHUN

OBW gonmxHbl ObITh YNakoBaHbl TaKMM 0bpa3oM, UTODbI OCTaBaThCs CTEPUNBHBIMK B Npeaenax, ykasaH-
HBIX AN YCNOBUN TPaHCNOPTUPOBaHUSA, XpaHeHUa U obpalleHna. JomkHbl ObITb cobntogeHbl TpedboBaHUA K
CTEPUNBLHOW YNaKkoBKe, YKasaHHble B [12].

9 TpeboBaHUA K MH(boOpMaLUK, NpeaocTaBrnAeMoOn U3roTOBUTENEM

9.1 [JomkHbl ObITb cobntogeHbl obLme TpeboBaHUA K MHOPpMaL MK, NpeaocTaBnsieMOn N3rOTOBUTE-
nem mMeauuUMUHCKUX n3genun, ykasaHHble B [13], n yacTHble TpeboBaHus K OBW, npuBeaeHHbIe B HACTOSILLEM
pasgene.

9.2 JlonyckaeTcda MCnonb3oBaTb CUMBONLI BMeCcTOo TekcTta. [1pn Mcnonb3oBaHUM CUMBOJIOB OOJTKHDI
ObITb cobnogeHsbl TpeboBaHusa fOCT P MCO 15223.

9.3 Ecnu OBW noaeepxeHo NoBpexaeHUo nog genctemem pakTopoB oKpyXaloLlen cpebl, Ha KOHTEeW-
Hepe Ans XpaHeHUsa AOMMKHbI ObITb HAHECEHbI YeTKMe npeaynpeanuTenbHble 3HaKMU.

9.4 Homep napTun 1 KOHEYHbIN CPOK AENCTBUSA MOTYT ObITb YKa3aHbl Ha CaMOKNesILLENCH 3TUKETKE.

9.5 Bknaagbill AomKeH ObITb BNOXEH B YMNAKOBKY Tak, YTODbI €ero MOXHO ObINO B3ATh U NpoYnTaTh, He
noBpexagasl cTepunbHoro dapbepa.

9.6 MuHMUManbHasa nHgopmMauusa, HaHocMMasa Ha ynakoBOYHLIM KOHTEeWHeP, BKNaabil B YNaKOBKY, CTe-
PUNbHBIN Bapbep U NepBUYHLIA KOHTENHEpP, NpuBeaeHa B Tabnuue 1.
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Tabnwuya 1— WMudbopmauus, npeaocTaBnaemMas n3aroToBUTENEM

KOHTEeuHep Bxnaabiw g | CtepunbHbin | [lepBUHHBIN
MHdopmayms y
nnsi XpaHeHus YMAaKOBKY bapbep KOHTEUHEep
HavnmeHoBaHME W3roToBUTENSA WKW YNONTHOMOYEHHOIO
npeacraBuTens + + + —
Aapec N3roToBUTENS + + — —
Toprosoe HanmeHoBaHne OBV + + + —
OnuncaHne KoMnnekra NocTaBkM N MHCTPYKUUA MO ero uc-
NOJIb30BAHUIO — + — —
KpaTkoe onucanme xmmmndeckoro coctasa OB n obbema
NOCTaBKW + + — —
OnncaHne COOTBETCTBYIOWMX KOHCTPYKTUBHbLIX Mapamer-
POB, KOTOPbLIE MOIyT NOBMUATL HA BE30NAacCHOCTb U XapaKTe-
pnctnkn OB, B TOM yncne: KoHUeHTpauus; pacnpeageneHme
MONEKYINAPHON Maccbl; pH; ocMoMOoNAnNbHOCTL U 4p. — + — —
[ pachundeckoe npeactaBneHne peonormyeckoro NPoOMus:
rpaduk norapunpmmyeckon 3asncmmoctum Bsizkoctn (Mlla - ¢)
oT caeura (¢”1) B AvanasoHe, yka3aHHoM B 4.2.3.2 — + — —
YcnoBUst XpaHeHUs + + — —
[TokazaHus K NPUMEHEHN IO — + — —
[TpoTMBONOKA3aHUSA K MPUMEHEHUIO — + — —
VIHCTPYKUMSA NO MPUMEHEHNIC, BKITIOYAs PpEKOMEH4auumn no
yaanenmio OBU (npn HeobxoammocTn) + + — —
Mepbl NpegoCToOPOXHOCTN N NpeaynpexgeHns — + — —
CoobuweHne 0 ToOM, YTO CoaepPXNMoe nNpeagHa3HaveHo Ans
Pa30BOro NCNonNb30BaHUA — + + —
Hagnucee: « CtepunbHo» n metoa(bl) ctepunmsaumnm OB un
CUCTEMbI JOCTABKW + + + —
Hagnueb: «He ncnonb3oBaTtb, €crnn cTepunbHbiv Bapbep
HapyLWeH» — — + —
KOHEeYHbIN CPOK rOAHOCTU + — + +
Homep naptum nocne cnoea «J10T» + — + +

HE HapyLlad ero repmMmetn4HOCTM.

[TpwumeyaHune—Homep naptun, CPOK roAHOCTU M AaTy CTEPUNM3aumm JONMyCKaeTCH He YKa3biBaTbh HA CTe-
punbHOM Bapbepe, eCnn OH NPO3paYHbIM U HEOBXOANMYIO MHPOPMALINID MOXHO MPOYECTb HA NEPBUYHOM KOHTENHEPE,
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[MpunoxeHwne A
(obsizaTenbHOE)

MeToguka ncnbiTaHUA UMNNaHTauMen BHYTPb rnasa

A1 Obwwne TpedboBaHMA

A.1.1 llpn ncneitTannm vmnnaHTaunen BHYTPb rnasa npoBOAAT OUEHKY MECTHOro AEUCTBUA HA XUBYIO TKaHb
obpasua OB, umnnanTnpoBaHHOIo XMpypruv4eckum crnocobom B Mecte, COOTBETCTBYIOWEM NPEAYCMOTPEHHOMY NPUME-
HEHUIO, MAPLIPYTY U ANUTENBHOCTUN KOHTAKTA KaK Ha MUKPOYPOBHSAX, TaK M MakpoypoBHSX. Obwne TpeboBaHnA K UCNbITA-
HUAM Ha UMNNaHTauMio COOTBETCTBYIOT yKasdaHHbim B fOCT P MUCO 10993-6, TOCT P CO 10993-12.

A.1.2 B kavectBe mecTta ansg mmnnaHtaumm MoxeT ObiTb MCNoNb3oBaHa NepeaHsas Kamepa Unm CTeknoBuaHas
NONOCTb rNa3a »XUBOTHOro, NOAXoAALWEro AN UCNblITAHUS.

B coorBetcTBUM ¢ TpeboBaHunsmu [14] ncnbiTaHme Ha XXMBOTHOM AOIMKHO ObiTb COKpaWEHO A0 OnpaBAaHHOIO
MUHUMYMA.

A.2 MNMopaaok npoBeaeHNA NCNbITAHUA

A.2.1 CooteBeTtcTBytoWwmMn 06 bem OB BBOASAT B NEPEAHIOID KAMEPY UK B NEPEAHIOIO HYaCTb CTEKITOBUAHON NONOC-
™V rnaasa. [lepea BBegeHnem onpeaeneHHoro oosema ncnoeliTyemoro unu kontTponsHoro OBW B obnacte nepegHen kame-
Pbl UM CTEKNOBUAHOIO Tena AONyCcKaeTcs yaanuTb paBHbiM 06bEM Bnarn n3 COOTBETCTBYIOLLEN KaMepPs.

A.2.2 VimnnaHtaymio OCYyLWECTBNAKT C MUHUMANbHO BO3MOXHOW TPaBMOW Ifa3a, He MacKUpYoLWeEN NoBpeXxae-
HUSA, NMONYyYeHHbIE B pe3ynbTaTte BO3AENCTBUA NCTILITYEMOIO UMW KOHTPONBHOIoO Marepuana.

A.2.3 B kadvectBe KOHTpONsA ucCnonb3ykT gpyroe 3apernctpuposaHHoe OBW, npucyTtcrBylowee Ha pPblHKE He
MEHEE NATU NET U NpeaHasHaveHHoe ansd tex xe uenen. KontponeHein OB nmnnaHtnpyoT 0O4AHOBPEMEHHO B TO XE MeC-
TO B Apyrov rnas.

[ PUMEYAHWE — I'IpeﬂnhoMTeana ABYCTOPOHHAA UMIJ1aHTauuA, HO A0NyckaeTCHd U OAHOCTOPOHHAA UMIT1aH-
Taund, eCrinn Toro TpEGyPOT MECTHbLIE NnpearnCaHns.

A.3 lNpaBuna o6padboTKM pe3ynbTaToOB UCMNbITAHUA

A.3.1 BocnanntenbHyo peakuuio, BO3HUKaIOLLYIO NOCNe BBEAEHUSA MaTepurana, NnoCToOAHHO KOHTPONUPYIOT N Knac-
CUPUUNPYIOT COrMacHo CTaHAapTU30BaAHHOW CUCTEME KONMUYECTBEHHLIX MNokasartenen anss BUOMUKPOCKOMUYECKOro
NccnegoBaHUs € NCNONb30BaAHUEM LWENEBOU NAaMIbl C MHTeEpBanamm BpemeHn: 4—6, 24, 48, 72 4 v 1 Heaens nocne BBe-
OEeHUA.

A.3.2 HonyckaeTcs BBOAUTb AOMONHUTENbHbIE CPOKU KOHTPOA B 3aBUCUMOCTU OT NPOAOITIKUTENBHOCTU NCCIeao0-
BaHWS.

A.3.3 PesynbTraTtbl UCNbITAHUW JOMXHbI DbITb 8HECEHB!I B OKOHYamernsHbitl omyem.
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[MpnnoxeHnve B
(obsizaTenbHOE)

Memoduka ucrnibimaHuss Ha BHYTpUrnasHoe gaBneHue

B.1 Obowune TpeboBaHuA

B.1.1 Xupypruyeckas onepauus B nepegHen kamepe rnasa c ucnono3doaHnem OBW moxeT conpoBoxaaTbCH
NOBbILWLEHNEM BHYTPUINAa3HOro AaBreHnst. ITo ABMAETCH NpuemMnemMmbiM nocneacremem ncnons3osaHuna OB v He gonx-
HO CYLLECTBEHHO MOBMUATH HA 3PUTENBHYIO PYHKUUIO NN BOCCTAHOBIIEHUE IMA3HbIX TKAHEN. 3HAYNTENBHOE UIN NPO-
OOIDKUTENBHOE MOBbLIWLWEHNE BHYTPUIMA3HOro AaBlNeHUs MOXET Bbi3BaTb Oonb unu ANCKOM®POPT U MPUBECTU K
NOBPEXAEHUIO TKAHEW rnasa.

B.1.2 Memoduka ucrisimaHus ro380osiaem KOHMPOUpo8amses MNOBbILWLEHNE BHYTPUIrnasHoro gasneHus nocne
3ameHsbl Brnarm Ha OBW takoro xxe o6bema B nepegHen kKamepe rnasa nenoityemoro XmsotHoro. OBW octaeTtcs B rnasy,
crnegoBaTenibHO, UCMbITAHWE HE UMUTUPYET KITMHUYECKOE UCIMONb30BaHME, MPU KOTOPOM XUPYPr yaanseT Kak MOXHO
bonbwe OBW, nepen tem kak 3akpbiTb Hagpes3. AnnMTenbHOCTb U 3HAYEHUE U3MEHEHUS BHYTPUITIA3HOIo AaBNeHUs BO
BpeMS NPeaKMMHUYECKOrO UCMbITaHUA MOIyT BbITb BoNbLUE, YeM ANUTENBHOCTb U 3HAYEHUE BHYTPUINA3HOro AaBneHus
BO BPEMS KIIMHUYECKOTO NCMONb30BaHWA.

B.1.3 Wcneitanne npoBogaTt Tonbko ans cpasHeHnsa OBUW ¢ koHTponbHbiM OBW, yTBEpXAEHHBIM OANA TAKOIro Xe
NCIMONb30BaHWUS.

B.2 lNopagok npoBeaeHUA NcnbITaHUA

B.2.1 Obbem BOAAHUCTOW BNarn, 3kBUBaneHTHoIN 25 % obbema nepeaHen Kamepbl rmasa UCrbITYEMOro XXUBOTHO-
ro, yaansiot n 3amenstot Ha OB paBHoro obbema.

B.2.2 B kavecTtBe KOHTPONSA MCNonb3ylT gpyroe 3aperncrtpuposaHHoe OBW, npucyTtcrBylowee Ha pbiHKE He
MEHEE NATU NTET U NpeaHasHaveHHoe ans tex xe uenen. KontponeHein OB nmnnaHtnpyoT 0O AHOBPEMEHHO B TO XXE MEC-
TO B Apyrov rnaas.

[TpumedaHwue—IllpegnoytutenbHa ABYCTOPOHHASA MMNMAHTALUMS, TAK KakK YUCIO XUBOTHbIX, HEOOXoAMMOE
ans obecneveHnss 4OCTOBEPHOCTU UCMbITaHUSA, ByaeT MeHbLle, YeM NPy OAHOCTOPOHHEN MMMNaHTaumu. [lonyckaeTcsi u oa-
HOCTOPOHHSASA UMMNAHTaUus, €Cnn Toro TpebyoT MEeCTHbIe NpeanncaHus.

B.3 lNpaBunna ob6padboTkn pe3ynbTaToB NCNbLITAHWA

B.3.1 BHyTpurnaszHoe gaBneHme namepsatoT MeTo4oM annnaHaumoHHOW TOHOMETPUN nepes onepaumen n B crie-
ayowme nepuodsl Bpemenn nocne onepaumm: 1 4+ 15 muH; 2494 £ 30 MmuH; (4 £ 1) 9; (81 2)v; (12 £ 2) v, (24 £ 4) v;
1 Hegena £ 2 cyT; 1 mec £ 7 cyT. CKOPOCTb U ANNTENBHOCTL NOBbLILLEHUA BHYTPUINa3Horo gaBneHns cyLwecTBEHHO 3aBU-
caT oT npupoabl OBW n ero BA3kocTn. Kak TONbKO 3TK NokaszaTtenu ctabunmnanpyroTes, YNCno U3MEPEHNN BHYTPUINA3HOIO
OAaBNEeHNs MOXeT BbITb N3MeHeHOo, YTobbl Bonee TOYHO cneagoBaTh €ro nameHeHuto. Moryt notTpeboBaTbCs AOMONHU-
TelNbHbIE MPOBEPKN BHYTPUINA3HOIO JaBMEHUSA, €CINN OHO OCTAETCH NOBLIWEHHBIM B Te4eHue bornee 24 4 nocne nenbita-
HUS.

B.3.2 PeaynbtaTbl ncnbitaHMn AonxHbl ObITb 8HECEHLI B OKOHYamernbHbIt omyem.
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MpnnoxeHwne C
(pekomeHayemoe)

Mukpockonuiecku aHanus TBepabixX YacTul

CA1 Obwme TpeboBaHunnA

C.1.1 Mukpockonudeckuli aHanu3s npegycmatpusaeT noarotosky obpasyos OB anst Konn4ecTBEHHOIoO onpeae-
NeHUd TBEPAbIX YacTuUL HA ocHoBe Mmetoaa no [15]. Iepea dounbTpaunen n mmkpockonn4vecknm aHanmnaom OBW gonxHbl
ObITb pazbaBneHbl N3-3a BA3IKOCTW.

C.1.2 HonyckaeTcs ncnonb3oBaTb arbTEPHATUBHbIE METOAbLI onpeaeneHus crnenon Npobel N NOAroToOBKU 0b6pas-
ua. Heob6xoammo TwAaTenbHO OLEHUBATL UBMEHEHUS, KOTOPbLIE MOTYT NOBMUATL HA NOACYET YacTul,.

C.2 TpeboBaHnAa K 000pyaAOBaAHNIO N BCNTOMOraTeNbHbIM YCTPONCTBaAM

C.2.1 MwukpocKonbl M NPUHAANEXHOCTH

C.2.1.1 Mwukpockon (CnoXHbl BUHOKYNAPHBIW), KOMBUHaUMS 0BbEKTUBA N OKynspa obecrneyvmnBaeT yBernveHmne
(100 £ 10)*. AnoxpomaTtnveckum 0O6BLEKTUB UIN NYHLWLNK AONMKEH UMETb HOMUHaNbHoOE yBenuvenmne 10° 1 MMHUMAanbHYO
yncnoByo aneptypy 0,25. na nccnegoBaHna B OTPAXXEHHOM CBETE AOMKHbI ObITb NPeayCMOTPEHBI 3NUCKONUYECKue
OCBETUTENNN.

C.2.1.2 llBa ocBeTutens, OCHaWeHHbIX CUHUMU CBETOMPUNbTPaAMU AHEBHOIO CBETA ANA CHMUXEHUSA yCTanocTu rna-
3a oneparopa:

- BHELWHWUN OCBETUTEINDb, PErynupyemMbln ans obecneveHns KOCOro oCBeLeHunst, nagarwwero nog yrnom 10°—20° k
rOpU3oHTanw;

- 3MUCKOMUYECKNN OCBETUTESb CBETIOIO MNossl, BCTPOEHHLIN B MUKPOCKOI.

C.2.1.3 CeTka gna yny4WweHHOro MMUKPOCKOMMYecKoro aHanusa (panee — cetka IMA), kannbpoBaHHasi Taknm
06pa3oMm, YTO N3MEPUTENBbHbIE OKPYXXHOCTU B NITOCKOCTU NPEAMETHOIO CTONMKA MUKPOCKona coctaBnatoT 10 unm 25 mkm
C TOYHOCTbLIO 2 %. [JonyckaeTcsa ncnonb3oBaTh anbTEPHATUBHYIO CETKY C TPEDYEMON TOYHOCTBIO KanmnbpoBKW.

C.2.1.4 MwukpomeTp ueHon geneHmns 10 mkm (100 gen./mm).

C.2.2 YcTponcTtBo chunbTpauvmn M BCrnomoraTernbHble NPUHaAANeXXHOCTH

C.2.2.1 dunbTpoBanbHas BOPOHKA 00bemMoM, NoAxXoAAWLMM AN UCNbITAHUA, U MUHUMarbHbIM gnamMmeTpom 21 mm.
BopoHka aomkHa 6biTb M3roTOBNEHa U3 NnacTMacehl, CTEKNA UMK HEPXKAaBEIOLWEW CTarnw.

C.2.2.2 BopoHka ans dunetpa 'enbmana, 25 mm/200 mn (aetans Ne 4203).

C.2.2.3 BopoHka ansa ynetpadcuonetoBoro dpunstpa, 47 mm/300 mn (getanbs Ne XX10 047 24).

C.2.2.4 dunnbTpoBanbHbIV ANPPY30p, BLIMOITHEHHBIM B BUAE NMOACTABKM No4 PunbTp, U3rOTOBNEHHLIN N3 HEPIXKA-
BEIOLWEN CTaNU UMK CNEYEHHOro CTekna.

C.2.2.5 VIcTOYHMK Bakyyma.

C.2.2.6 [lnHUEeT ¢ 3aKpYrnmeHHbIMU KOHLaMMW.

C.2.2.7 HoszaTopsbl pacTtBopuTens ¢ GuUnbTPyOLWUM COMNMom, obecneumsatowmm rnogady pactsopuTens, otTdhunb-
TPOBaHHOIO OT YacTuL pa3Mepom He bonee 1,2 Mkm npw gasnexHun ot 689,5 no 5 561 m6ap (10—80 dyHT/Anm?).

C.2.2.8 MembpaHHble HhunbTpbl AnameTpom 25 nnm 47 mm ¢ CETKOMN U Be3 CEeTKU YepPHOro Unn TeMHO-CEpPOro
LUBETAa, N3rOTOBNEHHbIE N3 LENMONo3Ho-adhnpHON cmecun pasmepom nop 0,8 MKM.
C.2.2.9 Yauwka lleTpmn.

C.2.2.10 BbiTaXHOM wWKa® C¢ NamMMHaAPHLIM MOTOKOM 4Yepe3 BbICOKO3IPPEKTUBHBIN CYyXON BO3QYLWHLIM PUNBTP
(HEPA) ¢ cogepxanmnem He bonee 100 vactuy pazmepom ot 0,5 MKM Ha kKybudeckmm pyT (NnpnbnmnantenbvHo 3 531 vac-
Thu/m3).

C.2.2.11 CrepunbHble Nep4aTKu.

C.2.2.12 Opexpa ¢ nogobpaHHbIMN pyKaBaMm.

C.2.2.13 HenoHnanpoBaHHas BoAA.

C.2.2.14 WN3onponaHon.

C.2.2.15 Xumundveckmm ctakaH BmectumocTtbto 600 mn ¢ TepNOHOBOW NanoYvkou AN nepemMeinBaHus.

C.3 lMopsiook nod20moeKu K npoeedeHUro aHanula

C.3.1T O6wue mpebosaHus
C.3.1.1 llepBoHavanbHOe ncnbiTaHmne: ncnoiToiBatoT BMmecte 10 eanHny OBW.
C.3.1.2 [loBTOpHOE ncnbiTaHmne: ncnoiTbiBatoT BMecTe 20 eanHnuy OBW.

C.3.1.3 llepen nenbitanmnem cetka IMA gomkHa ObiTb namepeHa, ee OTHOCUTENbHAA NOrPELHOCTb AOMKHA ObITh
cepTudmnymnpoBaHa Ha cooTBeTcTBUe TpedboBaHmsam Papmakonen CLUA [15]

C.3.2 Hacmpouka Mmukpockona

C.3.2.1 Bkniovatot oba oceetutens (C.2.1.2) (BHEWHMW BCNOMOraTenbHbIW OCBETUTENDb NAaJatoLWEro KOCOro 0CBe-
LWLLEHUA N BHYTPEHHUW 3MUCKOMMYECKUNA OCBETUTENBb CBETIIONO NONS).
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C.3.2.2 YcraHasnuBaloT 06bEKTUB € yBeNnYeHnem 10* n perynmpyot MexX3padvkoBoe pacCcTossHUE A0 NMosiBNEHNS
CITUTHOIO M30BpaxxeHus.

C.3.2.3 PokycupyloT npaBbin okynsip Ha ceTky (C.2.1.3) npu ycTaHOBNEHHOM obpa3sue nepedoKyCUpPOBKON MUK-
pockona (C.2.1.1) 40 NosIBNEHNS CBETNOIO NONSA C HEBUAUMbBIMU AeTansimm obpasua. 3akpbiBaloT NEBLIN IMa3s n BpawatoT
ONONTPUNHOE KOINbLO NPaBoro okynsipa 4o NosBeHNs n3obpakeHns ceTtkn B POKycCe.

C.3.2.4 QoKycupyloT MUKPOCKON HA MENKY0 geTtanb obpasua.

C.3.2.5 PokycupyloT neBbin napdoKkanbHbIM OKYIAP, 3aKPbIBAKOT NMpaBbIiv rna3s v BpawanT gUonTpUnHOE KONbLO
NEBOro oKynsipa Ao Tex nop, noka n3obpaxeHne Menkon getanu obpasya He CTaHeT YETKUM.

OTkpbIB 06a rnasa, ybexxgatTtcs, YTo ndobpaxeHmne obpasua ABMNAETCH YETKUM B 0O0OUX rnasax.

C.3.2.6 PerynupyoT BCnoMoraTenbHbI OCBETUTENDb NAAAIOWEr0 KOCOro OCBELWEHUSA MO BbICOTE TaK, YTObbLI yron
nagatowero ceerta cocraensn ot 10° go 20° K ropnaoHTanu: yactuubl Ha membpaHHom counbTpe (C.2.2.8) A0IMKHbI UMETH
OTYETIINBbIE TEMHbIE TEHMN.

C.3.2.7 PerynupytioT BHYTPEHHUN 3NUCKOMUYECKUN OCBETUTENb CBETMNOro Noss, NOSIHOCTBLIO OTKPbLIB MNOMEBYIO U
anepTypHyo anadpparmel. LIeHTpupyloT HUTE HAKana namrbel N POKYCUPYIOT MUKPOCKON Ha PunbTp, cogepXawmm 4acTtu-
LUbl. PerynmpyiotT MHTEHCUBHOCTb OTPaXEHHOro CBeTa 40 TeX Mop, NoKa 4YacTulbl HE CTAHYT YETKO pasnmMunmMbIiMnN N HE
obHapyXaT OTYETNUBLIE BUONMbBIE TEHW.

C.3.2.8 YcTaHaBnuBalwT camMoe HU3KOoe 3Ha4YeHNEe MHTEHCUBHOCTU 3MUCKOMUYECKOTo OCBELLEHNSA, 3aTEM NOBbILLA-
10T €ro 40 Tex Nop, NoKa TeHWU, OTOpacbiBaeMble YacTULaMn, HE NOKAXYT MUHMMAlbHO 3aMETHOE CHUXEHNE KOHTpAacTa.

C.3.3 lModzomoeka ¢hunibmpo8anbHO20 ycmpoucmea

C.3.3.1 Hapesatot nepuatkm (C.2.2.11)n ogexay (C.2.2.12), motoT pykn punetpoBaHHon Ao 0,22 MKM 4ENOHU3U-
poBaHHOW Bogown (C.2.2.13).

C.3.3.2 MowT BpPy4YHYIO XUMUYECKUN CTakaH BMecTumocTbio 600 mn, nanodvky ans nepemewmBanHus (C.2.2.15),
dunnbTpoBanbHyo BOPOHKY (C.2.2.1), noactaBky n anppy3op B ropsyem, He cogepalmm NOHOB, pacTBOPE AeTeprenHTa.
[IpombIBalOT UX ropsiven NPOTOHHOU BOOOMPOBOAHOUN BOOOW, 3aTEM MPOMbIBAOT hUNbTPOBAHHON AEVNOHU3NPOBAHHOW
BOAOW Noa AaBMNEeHUeEM.

C.3.3.3 lNlepeHocsT BbIMbITOE YCTPOUCTBO U Apyroe Heobxoaumoe obopyaoBaHmne B BbITSXKHOW WKaM ¢ NamMmuHap-
HbIM NOTOKOM (C.2.2.10), 3awmwenHbIn dunbTpoBaHHbIM Bo3ayxom HEPA.

C.3.3.4 [lpomMmbiBalOT HAPYXHbIE U BHYTPEHHUE NOBEPXHOCTU PUINBbTPOBANBHOIO YCTPOUCTBA (PUNBTPOBAHHBIM A0
1,2 MKM M30MponaHonom rnoa JaBneHuem.

C.3.3.5 OkKoH4YaTenbHO NPOMbLIBAIOT HAPYXHbIE N BHYTPEHHUE NOBEPXHOCTN PUNBTPOBASIBHOIO YCTPONCTBA U OPY-
roro Heobxogmnmoro obopyaoBaHus PUNbLTPOBAHHOW A0 1,2 MKM AEWOHU3NPOBAHHOW BOOOW.

C.3.3.6 C nomowebto nnHueTa (C.2.2.6) TWAaTENbHO BbIMbIBAIOT B NOTOKE PUNBbTPOBAHHOW AENOHU3NPOBAHHOW
BOAb! NO4 HU3KUM AaBlieHnem o0be CTOPOHbI PUNbTPa CBEPXY AOHU3Y, NOBOPA4YMBast BNepea U Ha3ad, U yCTaHaBNMUBALIOT
YNCTbIN PUNBTP MO LEHTPY NOACTABKU gnpdyaopa.

C.3.3.7 lomewatotT punbTpoBanbHYyO BOPOHKY CBEPXY NOArOTOBIIEHHOW NOACTABKN C (PUNBTPOM U 3aKPENNSIOT.

C.4 lNopsidok nposedeHuUs1 aHanu3a

C.4.1 lNopsidok npoeepkKku ¢hOHOB020 3a2PSIIHEHUS

C.4.1.1 C nomowbto gosatopa pacteoputens (C.2.2.7) HanonHAT Xummudeckun ctakad 500 mn ounbTpPOBaHHOW
OENOHU3NPOBAHHOW BOAb!.

BeinnBarT BCe cogepXXnmoe XMMNYeCKoro ctakaHa B ounbTpoBaribHOE YCTPOUCTBO.

C.4.1.2 [locne nocnegHen nopuum pacTeopa NPOMbIBAOT CTEHKU BOPOHKU, HaNpaBnss Nog HU3KUM OaBNEHNEM MO
KPYry Ha CTEHKM BOPOHKN NOTOK (PUNBbTPOBAHHON AENOHN3NPOBAHHON BOAbI. [1pekpalwaoT npomMbiBaHNEe BOPOHKN, Mpe-
Xae 4em 0O6beEM CHU3NUTCH A0 OQHOW YETBEPTON YPOBHSA HanonHeHus. [ogaepXMBatoT BakyyMm, Noka BCS XUOKOCTb He
NpoOVaeT B BOPOHKY.

C.4.1.3 Ocnabue Bakyym, NMHUETOM BbIHUMAIOT MEMBpaHy N3 NoAcTaBku OUNbTPOBANTBHOW BOPOHKU U MOME LLLa-
0T B vaLky lNetpun (C.2.2.9).

C.4.1.4 BobicywmBaoT QduneTpoBanbHyo membpaHy B WKkady O cnerka npuoTKPbITOW KPbILWKOW Yawku [NeTpw.

C.4.1.5 PaccmaTtpuBalot nog MUKpockonom ¢ ysenudenmnem 100* punbtpoBanbHyo MeMBpaHy Npyv CHATOW KPblLL-
Ke yawku [letpmn.

C.4.1.6 Ecnu B 30He dbunbTpauum nmeetcsa He bonee 20 yactuy pasmepom, bonee unu pasHbiM 10 MKM, U He
bonee NATK YacTuy pasmepom, bonee nnum paBHbIM 25 MKM, TO POHOBbLIN YPOBEHb YaCcTUL, 4OCTAaTOMHO HU30K A4S NMPOBE-
ONEeHNSA MUKPOCKOMUYECKOro aHanmaa.

C.4.1.7 Ecnwn ymncno vactuuy NpeBbIlaeT 3TU TpeboBaHNUs, POHOBbLIN YPOBEHDb YacTuUL, HE NOAXoaANT ANs NpoBeae-
HUA MUKPOCKOMNMYecKoro aHanuaa. Cnegyet NoBTOPAThL NOAroOTOBUTENbHbIE 3Tanbl, NOKa (POHOBbLIN YPOBEHb YaCcTuUL, He
nogonaeT Ans npoBeaeHns 4aHHOMo UCMbITAHUS.

C.4.2 [Topsidok nposederus hunbmpayuu obmanbMoO102U4€CKUX 8UCKOXUPYp2UuYeCcKux usdenuu

C.4.2.1 CHMMAIOT BCE HAPYXHbIE KPbIWKN, rEPMETUINPYIOLLNE NEHTLI U CBOBOAHbLIE UMK OTCTalWMe ByMaXKHble
APIbIKWU. BbiMbIBAOT HaApPYXXHble NOBEPXHOCTU KOHTEMHEPOB BPYHHYIO TEMMbLIM MOIOWMM PacTBOPOM, HE Coaep Kallnm
WOHOB, U NPOMbIBAIOT B TEMNNOW NMPOTOYHOWN BOAONPOBOAHOU BOAE, NOCNE YEero OKOH4YaTernbHO NpomMbIBatoT PhUNbTPOBAaH-
HOW AENOHU3NPOBAHHOW BOAOW Mo AaBNEHUEM.

C.4.2.2 llpocywmnBatloT HapyXHble MNOBEPXHOCTN KOHTENHEPOB hunbTpoBaHHbIM 40 0,2 MKM CXaTbIM BO3QYXOM.
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[TepeHOCAT BbIMbITbIE N NPOCYLLEHHbIE 00pa3uUbl B BbITSXKHOW WKad), 3aWMWEHHBIN (PUNBTPOBAHHLIM BO3QYyXOM
HEPA.

C.4.2.3 [1oarotoBnsAwT YNCTOE PUIbTPOBANBHOE YCTPONCTBO, Kak ykasaHo B C.3.3.

C.4.2.4 [lepemewimBaloT TEMINOHOBON MNanNoO4Ykou B 3apaHee BbIMbITOM XUMUYECKOM CTakaHe BCe COAepXUMOoe
10 egnuny OBW, pasbasnswoT o nonyvenns odbbema He bonee 500 mn.

C.4.2.5 B BbITSXKHOM WIKa®y pasmMelwmnBatoT CogepXXmmoe ctakaHa B TedeHne He meHee 30 MUH.

C.4.2.6 BnueaioT BCe cogepxmmoe B ouUNbTpoBanbHOE YCTPOUCTBO.

C.4.2.7 lNlpoBoasat onepauum no C.4.1.2—C.4.1.3.

C.4.2.8 TlpukpennsatoT K yawke [NeTpu apnbik ¢ naeHTudmnkaumen obpasua.

C.4.2.9 [lpoBoasaT onepauumn no C.4.1.4.

C.4.3 lNopsidok nposedeHusi pabom ¢ cemkou IMA u nodcyema yacmuy

C.4.3.1 OcHoBHOW MmeToA aHanuaa no cetke IMA 3akntovaeTcs B MbICIIEHHOW TpaHcdhopMaunm n3obparkeHns Kax-
OOV YacTULbl B OKPY>XKHOCTb U CPaBHEHNN €€ C 3TalNTOHHbIMU OKPYXHOCTAMU ceTkn ganametpom 10 n 25 mkm. [Npouecc noa-
cyeTa BbINMOMHAKT Be3 HanoXeHUs YacTUlbl HA STANOHHbLIE OKPYXXHOCTU; MPU 3TOM YaCTULbl HE OONMKHbI NepeMeLLaTbCA
CO CBOEro MecTta B npegernax rnons 3peHnst CeTkn (bonblias OKPYyXHOCTL). Ins nogcyerta CBETNLIX U MPO3PAaYHbIX YacTul,
NCMNONb3YOT BHYTPEHHUN gnamMeTp Npo3pavHbIX 3TANOHHbIX OKPYXXHOCTEN ceTku. [ns nogcyerta TEMHbIX YacTUL, UCNOSb-
3YIOT HAPYXXHbIN ANaMeTp YEPHbIX HEMPO3Pa4HbIX 3TANTOHHbLIX OKPYXHOCTEWN CETKW.

C.4.3.2 [lpun BbINONHEHUU OAHHOIO aHanuaia He OrNycKaeTcsd nogcynTbiBaTh aMoOpMHbIE, NONMyXXUAKNe Un nHble
MOPdONOrM4YeCKN HEOTHYETIIMBbLIE MaTepPUarbl, KOTOPbIE UMEKOT BUA NATEH UM UMEIOT UBMEHEHUSA LBETA HA NOBEPXHOCTU
MeMOpaHbiI.

C.4.3.3 [lpn BbINONHEHNWN NONMHOrO NOACYEeTa HE MPUHUMAKT BO BHUMaHME NONe 3PEeHUs CETKU, OrpaHUYEeHHOoE
DONbLLION OKPYXXHOCTBIO. VICNONb3yoT BEPTUKANBHYIO BU3UPHYIO HUTD.

C.4.3.4 [lposoasat onepauum no C.4.1.5.

C.4.3.5 CkanupytoT BCO MEMBpaHy crnpaBa HaNeBO Mo TPAEKTOPUN, KOTOPAas MPUMbIKAET, HO HE MePEKPbIBAET NEP-
BYIO TPAEKTOPUIO CKAHNPOBAaHUS. [TOBTOPSAIOT Npoueaypy, nepemMeLlasicb BnpaBo-BleBO, NOKa BCE YacTULbl HA MeMDpaHe
He DyayT NOACHUTAHLI.

C.4.3.6 3anucbiBaloT obwee Yncno vyactuu, paamep Kotopbix coctasnsaeT 10 mkm nnm bonee, n obwee Yncno vac-

TULU, pa3Mep KOTOPbIX cocTaBnsieT 25 Mkm unu bonee. OueHMBAOT pa3mMmep YacTUulbl, HE U3BMEHSIS1 YBENUYEHUS MUKPOCKO-
Nna u He MeHAS OCBELLEHHOCTD.

C.5 lIpasuna obpabomku pe3ynbmamoe aHanu3a

C.5.1 PaccunteiBaloT Yncno Yyactuny Ha KOHTEMHEP MO POpPMYyIe
PIn, (C.1)

rae P — obuwee Yncno nogcymTaHHbIX YacTul,;
n — obuwee yncno OBW, ywacTBOBaBLWNX B UCMbITAHUN.

[1pumeyaH ue— Mukpockonuyeckul aHanus meepobix yacmuy moxem bbime riposedeH Opyaumu O0CMYIriHbI-
MU Ofd KOHKpemHou nabopamopuu memolamu, Oarowumu UGEHMUYHbLIe pe3yrbmameal.
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Mpnnoxenwe D
(cnpaBo4HoOe€)

Pacdyem 4ucna cyb6bekmos, Heob6xo0uMbIX OIS MpoeedeHUs KNMUHUYeCKUX ucnbimaHul

D.1 [pn KNUHNYECKNX UCMBITAHMAX OCHOBHbLIM KPpUTEPUEM NPU pacyeTe pasmepa BbiIOOPKM CYOBEKTOB SIBMAETCS
NOBbIWEHNE BHYTPUINA3HOIo AasrneHus. MNoBbllLEHNE BHYTPUINA3HOIO AaBNEeHUA SABNSETCH OCHOBHBIM BONPOCOM 6€30-
NacHOCTU ncnonb3yembiX B HacToswee Bpems OBW. Knunnyeckne ncnbitanmns npegHasHaveHs! Ans Toro, YToobl Noka-
3aTb, 4YTO ucnbityemoe OBW He XyXe KOHTPONIBHOrO B OTHOLIEHUN BCTPEYAEMOCTU MUKOB BHYTPUINA3HOIoO AaBNEeHUs

Bbilwe 30 MM PT. CT.
D.2 3a HyneByto runotesy (H,) NpyuHUMaloT TO 0BCTOATENbCTBO, KOIAa BCTPEYAEMOCTb MUKOB BHYTPUINA3HOIO

AaBneHnsi ceoie 30 MM pT. CT. |, 3@ BbIHY€TOM KOHTPONBbHOW BCTPEYAEMOCTU NMMKOB BHYTPUITIA3HOIo JAaBreHns CBbllle
30 MM pPT. CT. p, NpeBbILIAeT MUHMManbHO OBHAPYXXMBaeMyto pasHOCTb MEXAY ABYMS BENMUYMHAMMU O.

Takum obpasom:

Hoiks = e > 6;

Hy py—p, <0.

D.3 MuHumanbHOE Yncno oueHnBaeMblX CybbekToB N, HeOBX0AMMbIX AA KAXA0W UCMBITYEMOW IPYInbl, onpeae-
nAT No dpopmyne

y o @1p 2o (=) + (1)) (D.1)
52 |

D.4 Tpun koHTponbHOM BcTpevaemocTu p . = 0,3, MMHMManbHO obHapyxuBaemon pasHoctu 6 = 0,13, nokasaTensx
(1-p)=0,80 " oo = 0,10 MMHMMANBHOE YNCNO CYOBLEKTOB B KaXX40W Uccrnegyemon rpynne

N = (0,842 + ’1,282)2 [(03-0,7) + (0,3-0,7)]

. = 113.
(0,13)
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[MpnnoxeHwe E
(cnpaBo4HOe€)

CBegeHUA 0 COOTBETCTBUMU CCbINMOYHbLIX MeXAYHapoAHbIX CTaHAAPTOB HaLMOHaNbHbLIM CTaHgapTam
Poccumnckoun ®epgepaumu, UCNonb3oBaHHbLIM B HAcToOfILLEM cTaHAapTe B KavyecTBe HOPMaTUBHbIX
CCbINOK

Tadbnwuwua E.1

OB03HAYEHUE CChINOYHOIO
HALUWOHANBLHOro ctaHaapta Poccnckou
Genepauun

O603Ha4eHne 1 HAMMEHOBAaHWE CCbINOYHOIo MEXXAYHApPOAHOro cTaHaapTa U YCnoBHOE
obo3HaveHne CTeneHn ero COOTBETCTBUS CChINMOYMHOMY HALUWOHANbHOMY CTAaHOAPTY

[OCT P MCO 10993-1—09 NCO 10993-1:1997 OueHka BNONOrM4eckoro AeNcTBUs MeauUMHCKUX U3ae-
nmn. Yactb 1. OueHka n ucnoitanmne (IDT)

[OCT P NCO 10993-5—99 —

[OCT P NMCO 10993-6—99 NCO 10993-6:1994 OueHka BNONMOrMYecKkoro AeNcTBUs MeauUMHCKUX U3ae-
numn. Yactb 6. VcnbiTaHns Ha mecTHoe gencTteme nocne nmnnadtaumum (IDT)

[OCT P NCO 10993-7—99 NCO 10993-7:1995 OueHka B1MoNorm4Yeckoro AeNCcTBUA MeAUUMHCKNX U3ae-
nmn. Yactb 7. Ocratkm ctepunmnaaumm atuneHokenaom (IDT)

[OCT P NMCO 10993-9—09 NCO 10993-9:1999 OueHka BNONOrM4YecKkoro AeNcTBUS MeauUMHCKUX U3ae-

nmn. Yactb 9. OCHOBHbLIE NPUHUMUIMBI MOEHTUMUKALMN N KONMTUYECTBEHHOIO Ornpe-
OerneHus notTeHumaneHbiX NnpoaykToB gectpykumnn (IDT)

[OCT P MCO 10993-10—99 —

[OCT P CO 10993-12—99 —

[OCT P NCO 10993-16—99 NCO 10993-16:1999 OueHka BMONOrM4yeckoro AeNCTBUA MeanUNHCKUX N3ae-
nmn. Yacte 16. MogennpoBaHue n nccrnegoBaHne TOKCUKOKUHETUKU MPOAYKTOB
OeCTpyKuun v BbiMmbiBaHusA (IDT)

[OCT P CO 13485—2004 —

[OCT P NCO 14630—29 NCO 14630:1997 HeakTnBHblE XMpypruiyeckne nMmnnanTaHtbel. Obuwme Tpebo-
BaHusA (IDT)
[OCT P NCO 14971—2006 NCO 14971-1:1998 MeauumnHckne nagennsa. MenegxkmeHT pucka. Yactb 1.

[TpumeHneHne ananunsa puckos (IDT)

[OCT P NCO 15223—2002 NCO 15223:2000 MegnumHckne wusgenuns. CUMBOINbI, NMPUMEHSEMbIE TPWU

MaPKNPOBAHUU HA MEANLMHCKUX N3OENUAX, STUKETKAX U CONPOBOANTENBHOWN A0-
kymeHTauum (IDT)

[OCT P 51148—98 —

[OCT P 51609—2000 —

rOCT P 51892—2002
(MCO 11979-1—99) _

[OCT P 52458—2005 NCO 14155-1:2003 KnunHmnyeckoe nccnegoBaHne MmeamumHCKMX nagenny ans
(11979-7:2001) nogen. Yactb 1. Obwmne tpeboBaHnsa (NEQ)

[TpumeyaHwne—B HacToswen Tabnuue Ncnonb3oBaHbl cnegyowme yernoBHbie 0603HAYEHUS CTENEHUN CO-
OTBETCTBUA CTaHOAPTOB:

- IDT — naeHTun4YHblE CcTaHOApPThI;
- NEQ — moandrnumpoBaHHblie cTaHOAPThHI.
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[MpnnoxeHwe F
(cnpaBo4HoOe€)

ConoctaBrneHne CTPYKTYPbl HACTOSILLEro cTaHAapTa co CTPYKTYPOW NPUMEHEHHOro
B HEM MeXAYyHapoaHoro ctaHgapTa

F.1 ConocraBneHmne CTPYKTypbl HACTOALWEro ctaHgapra co CTPYKTYPOU MPUMEHEHHOIO B HEM MeEXAYHAPOAHOIo
cTaHgapTa npeacrtasneHo B tabnuue F.1. YkaszaHHoe B Tabnuue nameHeHne CTPYKTYPbl HAUMOHANbHOIO craHgapTta
OTHOCUTEIBbHO CTPYKTYPbI NPUMEHEHHOIO MEXAYHAPOAHOro ctaHgapTa obycnoBneHo NpUMBEAEHNEM €r0 B COOTBETCTBUE

c tpeboaHusammn [OCT P 1.5—2004.

Tabnwua F.1— ConocraBneHne CTPYKTYpbl HACTOSLWErO cTaHaapTa Co CTPYKTYPOU NPUMEHEHHOIO B HEM MEXAyHa-
POAHOrO cTaHaapTa

CTpykTypa mexayHapoaHoro ctaHgapta MCO 157938:2001

CTpyKkTypa HacTosLLero ctaHaapra

1 ObnacTb pacnpocTpaHeHns

1 Obnactb NPUMEHEHUS

Z2 HopmaTuBHbIE CCLINKU

Z2 HopmaTuBHbIE CCBINKU

3 TepMunHbl 1 onpegeneHns

3 TepmuHbl n onpegenenuna’l)

4 [lpegycMOTpeHHblEe XapakTepUCTUKU

4 Obwmne TpeboBaHms GeszonacHOCTM ohTanNnbMONOIrMYec-
KNX BUCKOXUPYPINYECKMUX N3aenmn

4.1 TpeboBaHus K NpeayCMOTPEHHbIM XapakTepucTukam

5 KOHCTPYKTUBHbIE OCODEHHOCTH

4.2 TpeboBaHWUs K KOHCTPYKTUBHBLIM OCODEHHOCTAM

5.1 Obwure nonoxeHus

4.2.1 Obwme TpeboBaHuS

5.2 OnpepeneHne XapakTepucTuUK Peornormveckn

AKTUBHbIX KOMITOHEHTOB

4.2.2 TpeboBaHUA K onpeaeneHnto XxapakTepucTtuk peono-
TMYECKN aKTUBHbIX KOMMOHEHTOB

5.2.1 XapaKkTepnctnka XmMmn4eCcKknx CBOUCTB

4.2.2.1 XapakTepncTnka XuMmnN4eCcKnx CBONCTB

5.2.2 KoHueHTpauus

4.2.2.2 KoHueHTpauus

5.2.3 PacnpegeneHne MonekynsipHon macchl

4.2.2.3 PacnpegeneHne MmonekynsapHOU macchl

5.3 OnpepeneHne XxapakTepucTUK roTOBOro n3ge-

J1TN 4

4.2.3 TpeboBaHUA K onpegeneHnio XxapakTepucTuK roToBo-
ro oPTanbMONoOrN4eCcKoro BUCKOXUPYPrm4eckoro nagenvs

5.3.1 Obwmne NonoxeHus

4.2.3.1 Obwme TpeboBaHus

5.3.2 CaBurosas BA3KOCTb

4.2.3.2 CauroBast BA3KOCTb

5.3.3 Ynpyrocrb

4.2.3.3 Ynpyroctb

5.3.4 XnmMmmndyeckoe onmcaHme KOMnoHeHTOB

4.2.3.4 Xnmuyeckoe onncaHmne KOMNoHeHTOB

5.3.5 pH

4.2.3.5 3Ha4veHune pH

5.3.6 Xumn4yeckme n brnonornveckne 3arpsa3Hsio-

Line NPUMECH

4.2.3.6 Xumunyeckue n bnonormveckne 3arpsasHsatome npm-
MECU

5.3.7 OCMOTUYHOCTb

4.2.3.7 OcmoTnyecKkasi KOHUEeHTpauuns

5.3.8 CnekrparnbHbIV KO3(PMOUUMEHT NPONYCKaHUSA

4.2.3.8 Koa®MPUUUEHT NponycKkaHus

5.3.9 TBepable yacTUUbl

4.2.3.9 TBepable yacTuubl

5.3.10 llokazaTtenb npenomneHus

4.2.3.10 TMokazartenb npenomneHns odpTanbMONOrMYeCcKknx
BUCKOXUPYPIrN4eCKNX n3genun

6 [lapameTpbl KOHCTPYKUUA

4.3 TpeboBaHuA K OLEHKE CBOWUCTB roTOBOro opranbMono-
TMYECKOro BUCKOXNPYPIMYECKOro nagenus

6.1 ObWwKne NoNoXeHns

4.3.1 Obwume TpeboBaHUS

6.2 OueHka buonornyeckon 6e3onNacHOCTH

4.3.2 TpeboBaHUsA K OLEHKE DMONMOrMYEeCcKon Be30NacHOCTH

6.2.1 ObWwKre NoNoXeHuns

4.3.2.1 Obwme TpeboBaHus
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6.2.2 VlcneiTaHne Ha BHYTPUIrNasHyld UMMMaHTa-

LUIO

4.3.2.2 VicnbiTaHme nmnnaHtaunen BHyTPb rnasa




[lpodomxerue mabnuust F. T
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CTpykTypa mexayHapoaHoro craHgapta NCO 15798:2001

CTpyKTypa HacTosLLero craHgapTa

6.2.3 VcnbiTaHne Ha bakTepuanbHble SHAOTOKCUHbI

4.3.2.3 VcnblTaHme Ha bakTepuanbHble SHOQOTOKCUHbI

6.2.4 OueHka NoBbIWEHNA BHYTPUINas3HOro gaene-
HUA

4.3.2.4 VlcnbiTaHne Ha BHYTpUrnasHoe gaeneHue

6.2.5 YpaneHune octatodHoro OBW n3 nepeaHen
Kamepbl

4.3.2.5 YpaneHne oCTaTOMHOIo oOMTanbMONoOrm4ecKkoro
BUCKOXMPYPrUYeCKoro n3genns na nepegHen kamepol

6.2.6 lerpagaums n TOKCUKOKMHETUKA

4.3.2.6 Herpapaumsa n TOKCUKOKWHETUKA

6.3 KrnunHnyeckas oueHka

4.4 TpeboBaHUA K KMIMHUYECKOW OLIEHKE

6.3.1 ObwWwKre NoNoXeHus

4.4.1 Obwme TpeboBaHUSA

6.3.2 [lnaH KNMMHN4YeCcKoro ncrnbliTaHms

4.4.2 [NlnaH KNnMHN4YecKoro ncnbiTaHus

6.3.3 [locneonepaynoHHOE TMOBbLILLEHNE BHYTPU-
rMa3Horo AaBrieHUs

4.4.3 [locneonepaunoOHHas OUEHKa MNOBbILLEHUA BHYTPU-
rMa3Horo JaBreHus

6.3.4 [loagcyeTt yncna KNeToK aHaQoTeENUs PoroBmL bl

4.4.4 [loacyeT yncna KNEToK sHOOTENUA POrOBULIbI

6.3.5 [locneonepaynoHHoe BocnaneHme

4.4.5 [locneonepaunoHHas BOCManuTenbHas peakuus
rnasa

6.3.6 HebnaronpmuaTHble CODbITUS

4.4.6 Cepbe3Hbln HEDNAronpUATHLIM NCXOA,

/ Crepununsaums

5 TpeboBaHus K cTepUnm3aLum

8 CTabunbHOCTb NPOAYKUUN

6 TpeboBaHnsa K CcTabunbHOCTM OMDTANBMONOIMYECKNX
BUCKOXUPYPIUHYECKUX N3aENNN

O LlenoCcTHOCTb M XapaKTepPUCTUKA CUCTEMbI NOOaYNA

7 TpeboBaHWsA K LENOCTHOCTU U XapaKTepPUCTUKE KOM-
nnekTa nocTaBKu

10 YnakoBka

8 TpeboBaHWsA K yNakoBKe

10.1 3awmTta OT MnoBpeXAeHUs NPU XPaHEeHUn WU
TPaHCNOPTUPOBKE

8.1 3awmTa oT NoBpexXaeHNs NPpU XPaHeHNUN U TPAHCMNOP-
TUPOBAHUN

10.2 TMoppepxaHne CTepunbHOCTU MNPU TPAHCNOP-
TUPOBKE

8.2 3awmrta CTEPUIbHOCTU MPU TPAHCMOPTUPOBAHNN

11 NHpopmauunsi, npeagocTaBrsemMass U3arotToBUTe-
nem

O TpeboBaHus K MHMOpMaLUUK, NpegocTaBrsAEeMON N3FOTO-
BUTENEM

[Tpunoxenne A (obszatenbHoe) VcnbiTaHne rnas-
HOW MMIMMaHTaUuneN

[Tpunoxenne A (obsazatenbHoe) Metoamka WCnbITAHUS
MMNNaHTaumen BHyTPb rnasa?)

A.1 Obwune ceeaeHus

A.1 Obwwne TpeboBaHuUA

A.2 MeTtoauka ncnbitTaHus

A.2 [Nlopsaok npoBedeHUs NCMbITAHUS

A.3 OueHka pe3yrbTaToB

A.3 lpasuna obpaboTkn pe3ynbTaToB UCMNbITAHUA

[Mpunoxenne B (obsizatenbHoe) McnbitaHme Ha
BHYTPUIIa3HOE AAaBNEHNE

[Tpunoxenne B (0bsa3atenbHoe) MeToamka ncnbliTaHus Ha
BHYTPUIIa3HOe AaBNEHNE

B.1 Obwune ceeaeHus

B.1 O6wue TpeboBanns?)

B.2 MeTtoauka ncnoitaHus

B.2 [Nopsaok npoBegeHUs NCMbITAHUS

B.3 OueHka pe3ynbTtaTtoB

B.3 lNpasuna ob6paboTkn pe3ynbTaTtoB UCMNbITAHUA

[Mpunoxenne C (cnpaBo4vHoe) MuKpoCKoOnNnYeckun
aHanua3 TBepabIX Yactul,

[Tpynoxenne C (pekomeHayemoe) MUKpoCKonu4eckun
aHanu3 TBepabix yactmu?) 3)

C.1 OcHOBHble cBeaAeHUA

C.1 Obwme TpeboBaHUS

C.2 TepMunHbl U onpegeneHns

C.3 ObopygoBaHue

C.2 TpeboBaHusa K 060pyaoBaHMU0 U BCNOMOraTenbHbIM
yCTpOUCTBaMm
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OkonyaHue mabnuubi F. 1

CTpyktypa mexayHapoaHoro ctaHgapta ACO 15798:2001

CTpyKTypa HacTosALero craHgapra

C.4 Obpasupbl

C.3.1.1
C.3.1.2

C.5 llpoueaypa ncnbiTaHus

C.3 llopsaok noaroToBkU K NpOBEeAEHUI0 aHANn3a

C.5.1 Obwune cBeageHus

C.3.1 Obwume TpeboBaHus

C.5.2 Hacrtpounka mukpockona

C.3.2 Hacrtpounka mukpockona

C.5.3 lNogrotoBka pmnnbTPOBaribHON YCTAHOBKW

C.3.3 lNogrotoBka pmnnbTPOBaNbHONO yCTPOUCTBA

C.5.4 [lpoBepka POHOBOIO 3arps3HEHUS

C.4 [lopsgok npoBeaeHUs aHann3a
C.4.1 Tlopsipok npoBepkun hOHOBOro 3arpsi3HeHns

C.5.5 loarotoBka obpasua

C.4.2 Tlopssgok npoBeaeHUs punbTpauumn oPrTanbmMorno-
MYECKOro BUCKOXNPYPIrMYeCcKoro n3genus

C.5.6 Pabota ¢ cetkou IMA n noacyeT yacTuu

C.4.3 Topsgok npoeeaeHuns padot ¢ cetkon IMA n noa-
cyeTa vyacTtu,

C.6 Pes3ynbTaTtbl UCNbITAHUA

C.5 lNpaeuna obpaboTkn pe3ynbTaToB aHanm3a

[Mpunoxenne D (cnpaBo4vHoe) YUmncno nauneHToB

AI1A KNMHUYEeCKNX NCNbITAHUN

[Tpunoxenne D (cnpaBo4vHoe) PacueT uncna cybbekTos,
HEODXOANMBIX ANSA NPOBEAEHNSA KINMHUYECKUX UCMbITAHUN

bubnuorpadwus

Bbubnuorpadwus

1} B nacTtosiwmn ctaHgapT BKIKOYEHbI TePMUHBLI U3 nogpasgena C.2 npunoxennsa C MCO 15798.
2) [laHHOE MPUIoXeHne B HaCcTOSALLEM CTaHaapTe pasfeneHo Ha NyHKTbI (NOANYHKTbL), YTO 06yCnoBneHo Heob-

XO0OUMOCTbIO NpuBeaeHus ero B cootetctBue ¢ f OCT P 1.5—2004.

3) MameHeHwue cTaTyca npunoxenus C B HacTosAWweM cTaHgapTe obycnoBneHo HeobXoAMMOCTbIO yyeTa noTpeb-

HOCTEN HAUMOHAaNbHOW 3KOHOMUKKU Poccunnckon @epepaunm.
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[ocynapcTBeHHas dapmakones. MIsagadue 11 (B wactm Boabl)

’KNBOTHbIE TKAHU U UX MPON3BOAHbLIE, NCMNONb3YEMbI€ NMPU N3roTOBINEHUN MEANLNHCKUX
nagenunn. Yacto 1. AHANM3 N MEHEOXKMEHT PUCKa

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

’KNBOTHBIE TKAHWN N NX NPON3BOAHbIE, UCMONb3yEMbIE MPU N3TOTOBIIEHNN MEeOUNLNHCKUX
nagenun. Yactb 2. PerynupoBaHune ncto4vHuka, cbopa n obpaboTtku

(Animal tissues and their dernivates utiized In the manufacture of medical
devices — Part 2. Controls on sourcing, collection and handling)

KNBOTHbIE TKAHU U UX MPON3BOLAHbIE, NCNOMNb3YEMbIE NPU N3TOTOBIEHNN MEANLINHCKUX
nagennn. Hactb 3. Atrectaymsa YHUHTOXEHNA W/ nnn aesaktnBaumm BUPYCOB N APYInx
nepegaBaemMblX areHToB

(Animal tissues and their derivates utiized In the manufacture of medical
devices — Part 3: Validation of elimination and/or inactivation of viruses and other
transmissible agents)

dapmakoness CoegmnHeHHbix LTatoB, 24-e nagaHue, <85> OnpepeneHne bakrepuanb-
HbIX 3HOOTOKCMHOB
(United States Pharmacopoeia, 24th revision, <85> Bacterial endotoxins test)

CTepunusauusa nsgenum gns oxpanbl 34o0poBbs. Bna)xHoe tenno. Yactb 1. TpeboBaHus
K pa3paboTke, aTrectaunm U TEKYLLEMY KOHTPOIO Npouecca crepunusaunm megnunH-
ckmx nagenumm (Baamen MCO 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)

MeauuuHckue nagenus. Atrectaunsi M TEKYLLMW KOHTPOIb CTEPUNN3aLUN 3TUNEHOKCU-
OOM
(Medical devices — Validation and routine control of ethylene oxide sterilization)

TexHn4vecknn nudhopmaumnoHHsin otdeT no NCO 10993-7
(Technical Information Report for ISO 10993-7)

Ctepunusauus ndgenumn ans oxpadsl 30poBbs. Pagnayms. Hacte 1. TpeboBaHmusA K pas-
paboTke, arTectaumm U TEKYLWEMY KOHTPOMO npouecca crepunmaaumm meguunHCKnX
n3agennu

(Sterilization of health care products. Radiation — Part 1: Requirements for development,
validation and routine control of a sterilization process for medical devices)

Crepunmnsayms nagenum ans oxpaHol 30opoBbsl. Pagnauusa. Hacte 2. OnpeaeneHmne cre-
PUNN3AaLUNOHHON A03bl 0DNyYeHNs

(Sterilization of health care products. Radiation — Part 2: Establishing the sterilization
dose)

Crepunusauus n3genvmn ans oxpaHsl 3gopoebs. Pagnauns. Yacte 3. PykoBoacTteo no
OO3NMETPUYECKUM acrnekTam

(Sterilization of health care products. Radiation — Part 3: Guidance on dosimetric
aspects)

AcenTunyeckas obpaboTka nagenum ans oxpanbol 3gopoBbs. Hacte 1. Obwmne TpeboBa-
HUA
(Aseptic processing of health care products — Part 1. General requirements)

YnakoBka OKOHYaTeNbHO CTEPUIIN30BAHHbLIX MegnunHCKuX nagenun. Hacto 1. TpeboBa-
HUA K MaTepuanam, CUCTEMaM CTEPUNbHbLIX DapbepoB M YNAaKOBOYHbLIM CUCTEMAM
(Packaging for terminally sterilized medical devices — Part 1. Requirements for
materials, sterile barrier systems and packaging systems)

YnakoBKa OKOHYaTEeNbHO CTEPUNMUIOBAHHBIX MEANLMHCKMX n3genuin. Hactb 2. TpeboBa-
HUSA K aTTecTauum npoueccoB GopMmMpoBaHnS, repmMmeTmnsaumm n cOopku

(Packaging forterminally sterilized medical devices — Part 2: Validation requirements for
forming, sealing and assembly processes)
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[12] EH 868-1:1997

(EN 868-1:1997)

[13] EH 1041:1998
(EN 1041:1998)
[14] NCO 10993-2:2006

(ISO 10993-2:2006)
[19]

YNakoBOYHbIE MATEPUAanbl U CUCTEMBI AN MeAULMHCKUX U3aennin, nognexawmx ctepm-
nm3aummn. Hactb 1. Obwme TpedoBaHUa U METOAbI UCMbITAHUS

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

MHopopmaumns, npegocrtaBnseMmast N3arotoButernem MeamumnHCcKon npogaykumm
(Information supplied by the manufacturer with medical devices)

OueHKa dBnonorn4yeckoro AeucTBms MeguuuHCcKmnx magenun. Yactb 2. TpeboBaHmsa K
YCITOBUSIM COAEPXXaHUSA XNBOTHbIX

(Biological evaluation of medical devices — Part 2. Animal welfare requirements)

Papmakones CLUA, 24-e napganue. [laroe ononHeHne 1996, <788>, YacTn4iHoe BELWLECT-
BO B MHbEKUMUSX. VIcnblTaHne HA noacHeT MUKPOCKONMNYECKUX YacTuL,

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

[TpumeyaHune— OdunumanbHble IKIEMNNAPLI MEXAYHAPOAHbIX (PEMMOHAanNbHbLIX) CTAHAAPTOB HAXoAATCH B Pe-
aepanbHOM MHOOPMALUUOHHOM (POHAOE TEXHUYECKUX PErnamMmeHToOB U CTAHOAPTOB.
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YAOK 616.7:006.354 OKC 11.040.70 [140 OKIT 94 8100

KntoueBble crioBa: odTanbMonorndeckne MMnnaHTaTbl, BUCKOXMpYpriudeckue musgenus, tpebosaHnsa 6eso-
MacHOCTN, XapaKTePUCTUKN, OLLeHKa CBOMCTB, KNMHUYEecKas oLleHKa, cTepunnsauns, ynakoska, MHdpopmauus,
MEeTO/bl OLeHK
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