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Mpeancnoeue

Lienu n npuHunnel ctTaHgapTusaynmn B Poccunckon @egepavnn yctaHoBneHs degepanbHbiM 3aKOHOM OT
27 pexkabpsa 2002 r. Ne 184-93 «O TexHUYeckoM perynupoBaHuny, a npaBuna npuMeHeHust HauMoHannbHbIX
ctaHgapTtoB Poccuickon Peaepaumm — FMOCT P 1.0—2004 «CtaHgapTtusaumsa B Poccuiickon degepaumn.
OCHOBHbIE MONOXEHUSA»

CBepeHusi o cTaHpapTe

1 MOArOTOBIEH OTKpbITbIM akLMoHepHbIM 06LecTBoM « TKC-onTuka» coBMecTHO ¢ paboueii rpyn-
nol MK 7 « Ocptansmonoruyeckas ontuka u npubopbly TexHudeckoro komuteTta TK 296 «OnTuka n ontudeckue
npubopbl» Ha OCHOBEe COBCTBEHHOrO ayTeHTUYHOro MepeBoda Ha PYCCKWM S3bIK CTaHAapTa, yKkasaHHoro B
nyHkTe 4

2 BHECEH YnpasneHueM TeXHU4eckoro perynmpoBaHus u ctTaHgapTnsaunm degepanbHoro areHTcTea
Mo TEXHNYECKOMY perynmpoBaHuio U MeTposiorim

3 YTBEPXXOEH VM BBELEH B AENCTBWE Mpukazom deaepansHOro areHTCTBa No TEXHAYECKoMy pery-
NMpoBaHuio U MeTponorum o1 9 aekabpa 2009 r. Ne 625-cT

4 HacTosawuii ctaHaapT ABNseTcA MOANMULMPOBAHHBIM MO OTHOLLEHUIO K MeXAYHapoAHOMY cTaHAapTy
NCO 16671:2003 « UmnnaHTaTbl ochTanbmonormyeckune. UppuraumoHHele pacTeopbl Ana o TanbMonoruyec-
kol xmpyprum» (ISO 16671:2003 «Ophthalmic implants. Irrigating solutions for ophthalmic surgery») nytem:

- NI3MEHeHNs HauMeHoBaHWsA. HaumeHoBaHWe HacToALEero ctaHaapTa U3MEHEHO OTHOCUTENBLHO Haume-
HOBaHUA yKa3aHHOro MeXAyHapoAHOro ctaHdapTa Ans npuseaeHus ero B cootsetctene ¢ FOCT P 1.5 (noa-
pasgen 3.6);

- NI3MeHeHNs CTPYKTypbl. CpaBHEHWe CTPYKTYpbl HAacTosLero ctaHgapTa co CTPYKTYPOR yKasaHHOro
MeXAyHapo4HOoro ctaHgapTa nprsegeHo B A0MONMHUTENbHOM NpunoxeHun U;

- BB€AEHUs AOMOMHUTENBHBIX TEPMUHOB C COOTBETCTBYIOLLMMU OrpeaeneHusaMu ans fydilero noHuma-
HWsI TEKCTa CTandapTa, KoTopble BbiAeneHbl MyTeM 3aKknioueHUsl X B paMKU U3 TOHKUX JIMHWIA;

- N3MEHEeHNA CCbINMOYHBIX HOPMaTUBHBIX JOKYMEHTOB;

- U3MeHeHus1 oTAenbHBIX (hpas, KoTopble B TEKCTe cTaHAapTa Takke BblaeneHbl Kypcusom. BHeceHue
yKa3aHHbIX TEXHUYECKUX OTKIIOHEHUI 06ycnoBneHo 0cobeHHOCTbIo 06bekTa cTaHAapTM3aLMn, XapakTepHoOn
ans Poccwitckon ®egepauun

5 BBEJEH BINEPBbIE

Unpopmayusi 06 usMeHeHUsIX K HacmosiujeMy cmaHoapmy rybnukyemcs e exe2o00Ho uzdasaemMom
UHhopMayUoHHOM yKa3amerie «HayuoHarnbHbie cmaHOapmbl», @ MEKCM U3MEHEHUU U NonpasoK — 8 exxeMe-
CAYHO U30aeaeMbiX UHOPMaUUOHHBIX yKa3amersix « HayuoHaneHbie cmaHdapmei». B cnyyae nepecmMompa
(3aMeHnbi) unu ommeHbl Hacmosiweao cmaHdapma coomeemcemesyroujee ysedomeHue 6ydem onybnukosaHo
8 eXXeMecsIIHOo u3zdasaeMoM UHGOpMayUOHHOM yKkasamerie « HayuoHanbHele cmaHdapmeiy. Coomeemcmey-
rowas uHgopmayusi, yseOomieHuUe U meKcmsl pasMewjaromcesi makxe 8 UHGhopMayUoHHoU cucmeme obuiezo
nonb3oeaHusi — Ha oguyuanbHom catime @edepalibHO20 a2eHMemea o MeXHUYECKOMY pe2ynuposaHuio u
Memporiozauu e cemu UlnmepHem

© CraHpapTuHgopm, 2010

HacTosiuin ctaHaapT He MOXeT BbITb MONHOCTHI0 UMK YAaCTUYHO BOCTIPOU3BEAEH, TUPaXUPOBaH U pac-
npocTpaHeH B kauyecTBe ouLMansHoro usfaHus 6es paspelueHns deaepansbHOro areHTCTBa Mo TEXHUYECKo-
MY perynmMpoBaHuio U MeTponornm
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HAUUWOHANBHBIN CTAHJQAPT POCCUNCKOW OSOEREPALUMUMU

UmnnaHTaTbl opTanbMonormyeckue
PACTBOPbI UPPUTALIMOHHBIE ANA O TANbMONOrMYECKON XUPYPIUU
O6wwue TpeboBaHuA 6e3onacHOCTU

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

Oara Beegeuna — 2011—01—01

1 O6GnacTb NpUMeHeHusA

HacToqawumit ctaHgapT pacnpocTpaHsieTcss Ha odTarbMOormieckue NppUraumoHHele pacTBOpbI
(nanee — OWUP) knacca HeakmueHbIX XUpypaudecKux UMniiaHmamos, UCNoNb3yemble BO BpeMA Xupyprudec-
KX onepauuii Ha nepedHell kamepe 2na3a cybbekma. OUP He okasbiBalT NPUHLUMNMANBHOTO UMMYHOMOMU-
4yeckoro, hapMakonorMiyeckoro unn MeTabonMueckoro AencTeus.

CrangapT yctaHaBnueaeT TpeboBaHua 6e30nacHOCT B OTHOLLEHUM NPeAYyCMOTPEHHOMO NPUMEHeHMs,
XapaKTepucTUK KOHCTPYKLIN, AOKITMHUYECKOM U KITMHUYECKOM OLIEHKOK, CTEpUNN3aLIMK, YNaKoBKN U 3TUKETUPO-
BaHust OUP 1 uHpopmaLumu, npegocTaBnseMoi UX U3roToBUTENeM.

2 HopMaTuBHbI€e CCbINKH

B HacTosiLeM cTaHAapTe UCNONb30BaHbl HOPMaTUBHbBIE CChINKM Ha cneayroLlue cTaHaapThl:

FOCT P UCO 10993-1—2009 U3denusi MeduuuHckue. OQueHka buonoauyeckozo delicmaust MedUUUH-
ckux uzdenud. Yacms 1. OueHka u uccnedosaHust

FOCT P UCO 10993-5—2009 Uzbenus meduuyuHckue. OueHka buonoaudyeckozo delticmeusi MeOUUYUH-
cKkux uzdenutl. Yacme 5. VccriedosaHusi Ha UUMOMOKCUYHOCMb.: MemoOs! in vitro

FTOCT P CO 10993-6—2009 Uzdenusi meduuyuHckue. OueHka buonozaudeckozo delicmeusi MeSUUUH-
cKux usdenud. Yacme 6. UccnedosaHusi MecmHozo delicmeusi nocrie uMmninaHmayuu

FTOCT P UCO 10993-7—2009 U3denusi MeduuuHckue. OQueHKa buonoaudeckozo deticmausi MeOUUUH-
ckux usdenud. Yacme 7. OcmamouHoe codepxaHue amuneHokcuda rnocne cmepunusayuu

FTOCTP UNCO 10993-10—2009 WU3denusi meduyuHckue. OueHka 6uonoaudyeckoao Oelicmeus MeOUYUH-
ckux usdenud. Yacme 10. NccnedosaHus pasdpaxarouwje20 U ceHeubunuaupyrowezo deticmeausi

FTOCTPUNCO 10993-12—2009 U3zbenusi meduyuHckue. OueHka buonoaudyeckozo delicmausi MeOUUUH-
ckux usdenud. Yacme 12. MpueomosneHue npob u KOoHMpOosbHbIE 06pasybi

FTOCT P UNCO 14630—1999 HeaxkmusHbie xupypeaudeckue uMnnaHmamsi. Obujue mexHu4deckue mpe-
b6oeaHus

FOCT P UCO 14971—2009 Usdenus meduyuHckue. [MpumeHeHue MeHedXxmMeHma pucka K MeouyuH-
CKUM u3denusm

FTOCT P UCO 15223—2002 U3denust meduyuHckue. CUMBOIbI, NMpUMEHSEMbIE NpU MapKuposaHuU Ha
MeOUUUHCKUX U3denusix, smuKemkax u 8 cornposodumensHol GOKyMeHmauuu

FTOCT P 51148—1998 U3zdenusi meduyuHckue. TpebosaHusi Kk obpasyam u OoKymeHmauuu, npedcmas-
NISIeMbIM Ha MOKCUKOI02UYECKUE, CaHUmapHO-XuUMuYeckue UCTbImaHUsi, UCTbImaHusi Ha CmepuiibHocms U
nupo2eHHoCMb

FTOCT P 51609—2000 U3denusi meduyuHckue. Knaccughukayusi 8 3agucumMocmu om nomeHyuansHo2o0
bucka npumereHus. Obwue mpebosaHusi

U3paHune ocpmumansHoe
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FOCT P 51892—2002 (MCO 11979-1:99) UmnnaHmamel ogpmansmonoaudeckue. IHmpaokynspHbie
nuH3bl. Yacme 1. TepMUuHbi U oripedenieHust

FOCT P 52458—2005 (MCO 11979-7:2001, UCO 14155-1:2003) UmnnanHmamsl oghmarsnbmonoaudec-
Kue. IHmpaoKynsipHbie nuH3bl. KnuHuYeckue ucrbimaHus

I1p umeyaHue— [Npunonb3o8aHuu HacCMoAWUM cmaHAapmom yenecoobpasHo rposepums delicmaue CCbi-
JI04YHBIX cMaH0apmo8 8 UHGhoPMaYUOHHOI cucmeme obuwie2o nonb308aHus — Ha oghuyuansHom caliime ®edepanbHo20
azeHmemea 110 MexHU4YeCcKoMy pezynupo8aHUuro U Memposnoauu 6 cemu ViHmepHem Ufu 1o exez2o0Ho usdasaemomy
uHgbopmayuoHHOMY yKkasamenio «HayuoHansHbsie cmaHO0apmebi», KOmMOopsbil orybnukosaH 1o cocmosiHuto Ha 1 aHeaps
mekyujezo 200a, U 110 CO0MEeMCcMmeyWUM eXeMeCAYHO usdasaembiM UHGhOPMaULOHHBIM yKa3amensam, onybnuxkosan-
HbIM 8 mekywem 200y. Ecnu ccbinoyHbili cmaHGapm 3ameHeH (USMEHEH), MO fpu fofib308aHuUU HacmMosAWUM cmaHdap-
mowm criedyem pyKo8oOCmeo8ambCs 3aMEeHSIOWUM (U3MeHeHHbIM) cmaHOapmom. Ecnu ceblnoyHbiil cmaHOapm OmmeHeH
663 3amMeHbl, MO 10/10XkKeHUe, 8 KOMOPOM 0aHa CChIfIKa Ha He20, NMPUMEeHSIeMCs 8 Yacmu, He 3ampaausaiouieli 5my CCbinKy.

3 TepMuHbI M onpeaeneHns

B HacTosilLeM cTaHaapTe npuMeHeHbl TepMuHbl No FOCT P 51892, a Takke cneayoline TepMUHbI C COOT-
BETCTBYIOLMMU ONpeaeneHnaAmMn:

3.1 6a3oBan okpyxHocTb (reference circle): OkpyXHOCTU cTaHAapTHOro pasmepa guametpom 10
unn 25 MKm, ucnonb3yemele AnNA U3MepeHnsi 3KBUBaNeHTHOro guaMmeTpa YacTuupbl.

3.2 puameTp 3kBMBaneHTHOW nnoiaam (equivalent area diameter): [uameTp kpyra, nnowazb Ko-
TOPOro 3KBUBANeHTHa NNowWaam 4YacTuLbl.

3.3 AMHaMu4eckun Anana3oH gatyuka (sensor dynamic range): [uanasoH pasmepos MUKpodac-
TWUL, B KOTOPOM OHW MOTYT BbiTb TOYHO M3MEPEHbl U NOACHUTAHbI.

3.4 koHTelHep ANA xpaHeHUA (storage container): YacTb ynakoBku, npegHasHaveHHan Ansa 3aliu-
Tol OMP BO BpeMs TpaHCMOPTUPOBaHWUS N XpaHEHUA U COAepKaLLas YNakoBOYHYHO BCTaBKY W repMeTuy-
HbIA CTEPUNbHBIA NakeT, BHYTPWU koToporo Haxoasatca OUP n cuctema AoCTaBku.

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

3.6 knuHUYeckumn ucnbitarens (clinical investigator): INuuo n/wnu opraHusauusi, OTBETCTBEHHbIE 3a
nposeAeHne KIMHUYECKUX UCTIbITaHWUA U HecyLLMe KITMHUYECKYI0 OTBETCTBEHHOCTb 3a Gnarononyymne Bos-
neYveHHbIX Cy6beKToB.

3.7 knuHUYeckoe ucnbiTaHue (clinical investigation): IMoboe paspaboTaHHoe u 3annaHMpoBaHHOE
cucTemaTuveckoe U3ydeHue ¢ Lenbtio NnpoBepkn 6e30nacHoCT U/nu akcniyaTaumMoHHbIX cBoicTe OUP ¢
yyacTnem cyObeKToB.

3.8 okoH4aTenbHbIN oTyeT (final report): [JokymMeHT, 3anonHaeMblil nocne 3aBepLlleHns UCNbITaHUA
OWNP, B TOM Yucne KNMHNYECKUX, CoaepXKaLlnin onucaHue N OLeHKY pesynbTaToB.

3.9 odTanbmonoruyeckuin uppuraunoHHbeln pacreop, OUP (ophthalmic irrigating solution): Boa-
HbIA pacTBOP, KOTOPbIN PU3NOMOTMYECKN COBMECTUM C BHYTPUIIa3HON cpedoi  pyHKLMOHMPYET NpenmMyLiec-
TBEHHO TOMbKO MeXaHU4eCKN.

3.10 nnaH knUHU4Yecknx ucnbiTanun, NMKU (clinical investigation plan): OokyMeHT, onpegensiownii
Lenu, 3agadu, npeanonaraemyro MeToA40SOMI0, CUCTEMY KOHTPOIS, NPOBEAEHNA aHanmaa U XpaHeHns
AaHHBIX KINUHUYECKNX UCTIBITaHWIA.

3.11 none 3peHun okynapHon cetku, N3C (graticule field of view): Mnowaab BHYyTPM GonbLUoK
OKPY)KHOCTW, pasaeneHHas nepekpecTbeM Ha KBaapaHThl.

3.12 cepbe3HbIt HeGnaronpuaATHbIN ucxop, (adverse device effect): MocneonepaunoHHbIN NCXOA,
MOTEHUMANbHO YIPOXKaOLWUIA 3peHIO.

MprvmedaHune—Ilpumepbl cepbe3HbiXx HeGNAronpusATHLIX UCXOAOB MpvBeaeHsl B Tabnmuax A1 n A2
FOCT P 52458.

3.13 cucremapoctaBku (deliverysystem): epMeTUYHEIAKOHTENHEP, B KOTOopoMm nocTaenseTcs OUP n
JononHuTenbHble KOMNOHEHThI Anst BBeaeHus aaHHoro OUP B rnas.
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3.14 cTepunbHbIN 6apbep (sterile barrier): MakeT, B koTopom cogepxutcs OUP u cuctema gocras-
K1, KoTopas nogaepXuMsaeTt CTEPUIIbHOCTL BO BPEMS TPAHCTOPTUPOBaHNA N XpaHEHUsI.

3.15 cybbekT (subject): Iuuo, yyacTeyowee B KMMHAYECKUX UCMBITAHUSX C MPUMEHEHNEM UCMbITY-
emoro OUP u/nunun B KavecTBe cybbeKkTa KOHTPOSLHOM rpynmbl.

3.16 ob6beMHbIN aHanus (volumetry): CoBOKYNHOCTb METOAOB XMMUYECKOrO KOMUYECTBEHHOrO aHa-
nn3a, OCHOBaHHBIX Ha U3MepeH 06bEMOB PacTBOPOB, 0CaAKOB ANS YCTaHOBNEHWS KOHLUEHTpauun (Mac-
Cbl) oMpeaensieMoro BelecTBa (BKIoYaeT TUTPOMETPUYECKUA aHanms).

4 O6wwme Tpe6oBaHusA 6e3onacHocTn OUP

4.1 Tpe6oBaHusA K NpeayCMOTPEHHbIM XapaKrepucTukam

4.1.1 MpeaycmoTpeHHble xapaktepuctuk OUP gomkHbl BbITb onpedeneHsl nsrotosutenem. MNpegyc-
MOTpeHHble xapakTepuctrkn OUNP gomxkHbl oTBe4aTh 06LWMM TpeGoBaHUAM K NpeayCMOTPEHHbBIM XapaKTepuc-
TUKaM ANsi HEaKTUBHbBIX XMPYPrMiyeckUX UMMIaHTaToB, ycTaHoBReHHbIX o FOCT P MCO 14630.

4.1.2 MpeaenbHble 3HaYeHMs NpedycMoTpeHHbIX XapaktepucTuk ONP gomkHbl 6bITb onpedeneHbl ¢
y4eTOM AeACTBYHOLWNX HOPMATUBHBIX AOKYMEHTOB, ONyGMKOBaHHOM KIIMHUYECKOW N Hay4YHON nuTepaTypsbl,
NAeHTUPULMPOBaHHBIX Pe3yrbTaToB UCMbITAHWIA, AOKITMHUYECKON OLEHKN U KITUHUYECKUX UCMBbITaHWUIA.

4.2 Tpe6oBaHUA K KOHCTPYKTUBHbIM OCOGEHHOCTAM

4.2.1 O6wue Tpe6oBaHUA

4.2.1.1 JomkHbl NpuMeHATbCA obLwne TpeboBaHNs K NpeayCMOTPEeHHbIM XapaKTepUCT MKam HeaKTUBHbIX
Xunpyprudecknx umnnantatos no FOCT PUCO 14630.

4.2.2 Tpe6oBaHUA K KOHLLEHTPALUN KOMNOHEHTOB

4.2.2.1 KoHueHTpauns Kaxaoro koMrnoHeHTa sewectsa B rotoeoM OUP gomkHa ObiTb onpenenexa,
AOKYMEHTNpOBaHa U NpeAcTaBneHa B Buae Macchl BelecTsa Ha eanHuly obbema pacteopa.

4.2.2.2 TakKak MeToauKa UCTILITAHUA MOXET OKasaTb BNUSAHUE Ha NPeACTaBlIeHHYIo (hakTUYECKYHO KOH-
LieHTpaLuto, B KNMHUYECKOM OTYETE A0MKHbI ObiTh NPpMBeAeHbI M onMcaHbl CTaHAapTHbIE (PU3NKO-XUMUYECKUE
meToAbl. HopMaTUMBHbIE AOKYMEHThI Ha KaXabli KOMMOHEHT BeLecTBa, Npu UX Hann4um, Takke AoSMKHbI ObITb
yKasaHbl.

4.2.3 Tpe6oBaHuA K uCNoONb3yeMon Boae

4.2.3.1 Yuctota ucnonb3yemon BoAbl 40MMKHA COOTBETCTBOBATL YACTOTE BOALI ANA UHBEKLUIN B COOT-
BeTcTBUM C [1], [2].

4.2.4 Tpe6oBaHus kK onpeaeneHUIo xapakrepucTuk rorosoro OUP

4.2.4.1 Obwue TpeboBaHusa
MarotoButenb OOMKEH onucaTb W AOKYMEHTUPOBaTb (husndeckne XapakTepuUcTUKKU, KOTopble MOryT
NOBNUATL Ha 3 eKTUBHOCTL Ucnonb3oBaHUs OUP B ohTanbMonoruyeckon Xmpypruu.

MpumeuyaHune— duandeckne XxapakTEPUCTUKN cneagyeT U3MepsiTb B YCNOBUSX, COOTBETCTBYIOLLUX BPEMEHU
ncnonb3oBaHust OUP.

4.2.4.2 TpebBosaHus k nokasatento pH u 6ydepHon cnocobHocTH
MokasaTtenb pH rotosoro OUP cnegyeT U3MepsTb C NOMOLLbIO KanubposaHHoro pH-meTpa npu temnepa-
Type (25 £ 2) °C. 3HauyeHue nokasatens pH OUP gomkHo 6biTb NoATBEPXKAEHO AOKYMEHTaNbHO.

M pwumeyaHune — 3HadeHne nokasarens pH OUP gonxHo 6b1Tb 6rM3knm K 3Ha4eHW 0 nokasatens pH BHyTpeH-
Hew cpeapl rnasHoro sibnoka (pH 7,38) Ans npeaoTBpaLweHNA NoBpPeXAeHNA KIeTOK pOroBUYHOro aHaoTenuns. Uccnepoea-
HWA in vitro Nnokasanu, 4YTo AMana3oH 3HauyeHun nokasarens pH, nepeHoCMMbIN SHAOTENNEM, CYXaEeTCA C yBENUYEHNEM
BPEMEHU BO3OENCTBUS.

Onsa onpeaenenus 6ydepHoit cnocobHocTu OUP cneayeT NpUMeHsITL MeToA, MpUMep KOTOpOoro npuse-
AeH B NpunoxeHnn A.

Knaccudukauma OUP no gvanasoHy 3Ha4eHuin nokasatens pH u 6ydepHoii cnocobHocTu pacTeopa npu-
BeaeHa B Tabnuue 1.
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Ta6nwuya 1 —Knaccndukaums OUP no nokasarenio pH n 6ydepHoii cnocobHocTm

BydepHas cnocobHocTb BydepHas cnocobHocTb [Avanason 3HaueHun
pynna
OcHOBaHuA, monb/n Ha pH KACTNOTbI, MOMb/N Ha pH nokasartensi pH
Be3 bytepHon gobaeku Menee 0,0005 Menee 0,004 O016,5008,5
C ymepeHHol 6ydepHoi o6aBkoil Ot 0,0005 go 0,005 OT1 0,004 o 0,04 O16,7 po 8,2
C 6ycepHoit JoGaBkoi Bonee 0,005 Bonee 0,04 Or72p076

4.2.4.3 TpeboBaHUS K XMMUYECKAM 1 BNOMOrMYECKUM 3arpsi3HSIIOLLIMM MPUMECSM

MaeHTrmrKaLmusa noTeHunanbHo ONacHbIX XMMUYECKUX U BUoNorMieckux sarpasHAaoLWLMX npuMmecen 4on-
»Ha BbITb NPOBeAeHa NoCPeACTBOM aHannaa puckoB. B ucxogHbIx matepuanax bruonorudeckoro npoucxoxae-
HUA 3TWU NPUMECKU MOTYT BKoYaTb B Ce6s1 NPOTEWHbl, HYKIEUHOBLIE KUCMOTHI UK Apyrve buonorudeckue
BellecTsa. Mpumecn B rotoBom OUP, npeacTasnsiolmMe noTeHuManbHylo onacHoCTb ANA TKaHel rnasa unu
CMCTEMHYH OMacHOCTb, AOMMKHbI ObITb MAEHTUDULMPOBaHbI, @ UX KOHLIEHTPaLus onpeaeneHa v npeacrasnieHa
B OKOHYaTebHOM oT4HeTe.

Mpumecn, 3arpasHawowme OUP, cocTosaT 13 MHOPOAHBIX, MOBUNbHBIX HEPACTBOPUMBIX MUKPOYACTULL,
KpoMe Ny3blpbKOB rasa, npucyTCTBYOLWMX B pacTBOpax.

3arpssHaoLwmne npumecu SOMmKHbl BbITe onpeaeneHbl ¢ MOMOLLbLIO CTaHAAPTHLIX aHaNMUTUYECKUX MEeTO-
0B, NPU UX HANN4MK, KOTOpbIe AOMKHbI BbITb onucaHbl. MpeaenbHble KOHLEHTpaLUM AeHTUULUPOBAHHBIX
npuMecei 4omkHbI BbITb YCTaHOBMEHB! 1 onncaHbl. HeobxoanmocTb NpoBeaeHUst UCTIbITAHWUSA ANsl NPOBEPKU
6uonornyeckoro A4encTenst 3TUX Npumecen B npoLecce oueHkn buonormveckon 6e3onacHOCTU BO3HUKAET B
pesynbTaTe aHanuaa puckos.

4.2.4.4 TpeboBaHMSA K OCMOTUYECKOMY AaBIEHWIO

N3roToBuTENb AOMKEH ONpeaenuTb U AOKYMEHTUPOBAaTb AWana3oH 0CMOTUYEeCKOM KoHUeHTpaunn OUP.
OcmoTnyeckoe aaneHue rotoeoro OUNP gomkHo 6biTe B gnanasoHe oT 200 Ao 400 mOcm/kr. OcmoTudeckoe
AaBneHne JOMKHO onpeaensiTbCs ¢ NOMOLLbIO MapoBOro UMM KPUOCKOMUYECKOTro OCMOMETPA NPU HOPMarbHbIX
YCNOBUSAX.

4.2.4.5 TpebGoBaHus K cnekTpansHoMy KoadULUEeHTY NponyckaHus

KoadhduumeHT nponyckaHus rotosoro OUP goskeH 6biTb M3MepeH B auana3soHe oT 300 go 1100 Hm.
PesynbTtaThl 40MmKHEI BbITb NpeacTasneHbl B rpadudeckoit opme: koaduumneHT nponyckaHus, %, B 3aBUCK-
MOCTM OT AfUHBI BOSHBI, HM.

4.2.4.6 TpeboBaHMA K MUKpOYaCTULLAM

MpucyTcTeue B rotosom OUP MyKpoyacTuL, onpeaeneHHbIX pasMepoBs, BUAMMbIX U HEBUAUMBIX, NPUBO-
OWT K NoTeHLManbHoN BO3MOXHOCTU BO3HUKHOBeHUs1 B OUP HebnaronpusaTHbIX siBneHuid. Mpu nposegeHun
OLEHKN pUCKOB HEOBXOAMMO ONpeaenUTb NOTEHLMaNbHYI0 BO3MOXHOCTb 3arpsi3HeHnUs unu o6pasosaHua Yac-
Tuu B OUP B npouecce U3roTOBNEHUA B YCIIOBUSIX, OXKMAAEMbIX MPU TPAHCTIOPTUPOBAHUN U XpaHEeHWUU, a TaKKe
npu ncnonssosanun OUP.

Uzzomosumens domxeH oxapakmepu3oeams MomeHyuabHyto OfiacHOCMb, C8A3aHHYI0 ¢ Yacmuuyamu
Kaxx0020 8Uda, 8bisA8IIEHHbLIMU PpU Po8edeHUU OUEHKU PUCKOS.

Obuwue mpeboeaHus K OUEHKe NMomeHyuanbHo20 puckKa rpuMeHeHUs1 2omosoz2o OUP domkHbI coom-
eemcmeosams [OCT P 51609.

B OUP He pomkHo coaepxaTbes BUOUMbIX MUKpoyacTul,. MeTog nposepku 3arpasHeHus OUP BUAUMBI-
MW MUKpOYacTULaMU AOMMKEH COOTBETCTBOBATL METOAY, NpUBeAeHHOMY B NpunoxeHun 6. Ana onpeaenerus s
OWP HeBuAMMBIX YacTuy cnegyeT NPUMeHSTbL MeTOAbI MO NpUNoXeHuo B unu .

MeToa no npunoxexuo B cnegyeT npumeHATL Npy onpegeneHnuy cneayowmnx ypoBHen MUKpoYacTuL,:

- He 6onee 50 MukpovacTuL, pazMmepamm He MeHee 10 Mkm Ha 1 Mn OUP;

- He 6onee 5 MukpovacTUl pasamepamm He MeHee 25 Mkm Ha 1 mn OUP;

- He 6onee 2 MUkpovacTUl pasamepamm He MeHee 50 Mkm Ha 1 Mn OUP.

MeTopa no npunoxenruto I criegyeT NpMMeHsITb Npy onpeaeneHun cneayowmx ypoBHen MUKpodacTuL,:

- He Bonee 25 MukpovacTuL, pasmepomM He meHee 10 MkM Ha 1 Mn OUP;

- He 6onee 2,5 MukpovacTuL, pasmepom He MeHee 25 Mkm Ha 1 mn OUP;

- He Bbonee 1 MUKpoYacTULbl pasmepoM He MeHee 50 Mkm Ha 1 mn OUP.

Mpunmeyanune— Meroa c 3aTeHeHnem cBeTa No NpunoxexHnio B ocHosaH Ha Grokage ceeta. AMopdHble,
nonyxuakue unu apyrue Mopdonoruyeckn HepasnuuMMble MUKPOYacTULbI CNOCOGCTBYIOT 3aTEHEHNIO CBETa U, Crie10Ba-
TenkbHO, MoACYETy MuKpovacTuy. B mukpockonmyeckom metozie no npunoxenuio M amopdHbie, Nonyxuakue unm gpyrve

4
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MOPONOrMHECcKn HepaanuyMMble MUKPOYaCTULbI NPEACTaBNSOTCA B BUAE NSATHA MW BbILBETLLEro MecTa Ha NOBepXHOC-
TV MeMBpaHHOro hnnbTpa v He CYNTAIOTCS MMKpoYacTULaMu. [ns KOMNeHcaLMm 3TON Pa3HULbl YPOBHU MUKPOYACTUL AaH-
HOro MeToAa COCTaBMSAIOT NOMNOBUHY YPOBHEN MUKPOYACTUL, METOAA MO NPUMOXEHUIo B.

5 TpeboBaHuA K oLeHKe KOHCTpYKuun OUP

5.1 O6wwme TpeGoBaHuA

5.1.1 OueHka koHcTpyKuMn OUP fomnkHa NpoBOANTLCS ANsi NOATBEPXAEHUS COOTBETCTBUA ero npeay-
CMOTPEHHbIM XapakTepucTnkam.

TpeboBaHus K oLeHke kKoHCTPYKUM OUP OomkHBI COOTBETCTBOBATL 00LWMM Tpe6GoBaHUAM, NpuBeaeH-
HeIM B TOCT P MCO 14630 ansa HeakTUBHBLIX XMPYPrUYECKNX UMMNSTaHTaToB.

5.2 Tpe6GoBaHUA K [OKNUHUYECKOW OLleHKe Guonoruveckoi 6ezonacHoCTH

5.2.1 O6wume TpeGoBaHus

5.2.1.1 OueHky 6uonornyeckon 6ezonacHoctn OUP cnegyeT HauMHaTL C aHanNM3a pUCKOB, MPOBOAUMO-
ro U gokymeHTuposaHHoro B cootseTcTBUN CTOCT P CO 1497 1. PeaynbTaThl aHanM3a puckoB AOMKHbI onpe-
OenuTb UCnbITaHns, Heobxoaumele Ans oLeHkn Buonoruyeckon 6esonacHocT OUP.

5.2.1.2 Ona OUP, cogepxalwmx MaTepmnanbl XXUBOTHOrO NPOUCXOXAEeHUA, A0MMKHbI ObiTb NPUMEHEHDI
aHanu3 puckoB 1 TpeboBaHMA K MEHEXKMEHTY, NpuBeAeHHbIe B [3].

5.2.1.3 Onsscex OUP gomxHbl 6bITh cobnoaeHbl TpeboBaHWs, NpeabaABAsiEMbIE K OLLeHKe Buonoruyec-
kor 6esonacHocTn no FOCT P UCO 10993-1, TOCT P ACO 10993-5, TOCT P CO 10993-10, n TpeboBaHus,
N3M0OXeHHbIE B HACTOSLLEM nogpasaerne.

MpumevaHuns

1 lNMpu NpoBeaeHnn OLEHKM pUCKa N3roTOBUTENb JOMKEH YHUTbIBATL B3aUMOLEeNCTBUE C APYIMMMU opTanbMonorm-
YECKMMU MMMNaHTaTamMm.

2 Ha ocHoBaHMM TMMMYHOTO KNMHKMYeckoro npumenenns OUNP knaceudmumpyiotes kak « Umnnantupyemsie nage-
Nns;  TKaHb/KOCTb». WcnbiTaHus wm3genuii gaHHoW WM OgpyrMx KaTeropui, npeacTaBneHHble B Tabnuue 1
FOCTPUCO 10993-1, npuBeaeHbl TONbKO AMA PYKOBOACTBA U HE coAepXXaT MakCUMarnbHbIX MM MUHUManbHbIX TpeboBa-
HUW K UCMbITAHUSAM.

3 HonyckaeTcsi KOMBGMHMPOBaTbL UCNbITAHUsSI HA BUONMOIMYECKYI0 COBMECTUMOCTb, YMEHbLAA YMCIO XUBOTHbIX,
HeobXxoauMBbIX AN NPpoBeAeHVA ucnbITaHns. [1Ba ucnbiTaHusi MOryT GbITb NPOBEAEHbI 0AHOBPEMEHHO Ha OZIHOM XMBOTHOM
npv YCMOBWU, YTO UCMbITYEMOE XMBOTHOE HE NOABEpraeTcsi UpeamepHor 6onv unu ctpagaHnsm.

5.2.2 Tpe6oBaHUA K oLeHKe Ha Hanuuue 6akTepuanbHbIX 3HAOTOKCUHOB

5.2.2.1 OWUP cneayeT oueHUBaTbL Ha HanMuMe 6akTepuanbHbIX 3HOOTOKCUHOB ¢ NoMoLblo LAL-TecTa (Ha
KynbType limulus amoebocyte lysate) B cooTBeTCTBUM ¢ METOAMKOM, ONUCaHHON B [4], UK aKBUBANEHTHOMN
aTTeCTOBaHHOW METOANKON NCMbITAHUA.

5.2.2.2 OUP, umetowmin npenen bakrepunanbHbIX 3HOOTOKCUHOB Bornee 0,5 egnHuUL, 3HAOTOKCUHOB (EJ)
Ha MUNAWAUTP, CHUTAIOT HE NPOoLLEALLIUM UCTbITaHKE.

5.2.3 Tpe6oBaHUA K UCNbLITAHUIO Ha NOCTeONepPaLUOHHYIO BOCNAaNUTeNbHYIO peakLuIo rnasa

5.2.3.1 Ecnu aHanus pucka ykassiBaeT Ha He0bXoAMMOCTb NPOBEeAEHUS UCTILITAaHUS Ha nocneonepauu-
OHHYI0 BOCNanuTenNbHYyo peakumio rnasa, To Takoe ucnoitaHne OUP cneayeT NpoBOAUTL Ha XKMBOTHOM B COOT-
BETCTBMU C NpunoxeHunem E.

Bbi6op 0cobU XNBOTHOTO A0MKeH ObiTb 060CcHOBaH M 0hopMIeH AoKyMeHTanbHo. CneayeT NPUMEHATb
TpeboBaHus, NpeabaBNsSEeMble K COAEPXKaHUI0 XKUBOTHbIX, ykasaHHbIe B [5].

5.2.3.2 WUcnbiTaHWe Ha XXMBOTHOM OOSDKHO OTpaXkaTb Npeanonaraemoe KIMHn4eckoe ucnoitaHune. B npo-
Lecce MCMbITaHUA AoMkHa OblTb NpoBedeHa OLEHKa Ha BOCNanUTENbHYHO peakuuio rrnasa kak B npouecce
o TanbMoNorMyeckon Xupypruieckom ornepaumm, Tak U nocre Hee, UCNosb3ys Npyu 3ToM oueHusaembin OUP u
KoHTpornbHbIA OUP. KoHTponbHbIn OUP gorkeH MMeTb noaTBepXAeHNe KNMMHUYECKOro NCMNONb30BaHNA ero B
KauyecTBe He OKa3blBaloLWEro BoCnanuTensHoro AeicTeMa Ha rnas B TedeHue natu net. O6bem UcnbITyemoro
OWP pomxkeH umntuposaTb Npeanonaraemoe UCNonb3oBaHUe ¢ y4eTOM BHYTpUriiasHoro obbema rnasa vyeno-
BeKa U XNBOTHOTO. Eciiu ucnsimyemsbill OUP abi3bieaem bonbluee pa3opaxeHue 2r1asa uiu 8ocralneHue, 4em
OUP, ucrionb3yeMbill Kak KOHMPOJSIbHbI, HEOBXOOUMO rpogecmu OUEHKY COOMHOWEHUS pUCK/NoNb3a.

5.2.3.3 lMocneonepaunoHHyo BoCNanuTenbHY0 peakuuio rnasa Heobxoanmo KOHTPONNPOBATL U OLe-
HUBaTb B COOTBETCTBUM € NpUNoxeHnem 1.
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Ha ocHoBaHuWM aHan1sa pucka U TpeboBaHuii K MeHeJXKMEHTY COOTBETCTBYHOLLIAs OLLEHKA B COOTBETCTBY-
tolMe MOMEHTBI BpEMEHN MOXET BKIloYaTb B cebs n3aMepeHne TOSLLMHBI POroBULLbl U BUOMUKPOCKOMUIO C
1cnonb3oBaHMeM LLieneBoin Namnel. Bce cepbesHble HebnaronpuATHbIe BO3AENCTBUSA cnedyeT AoKYMEeHTUPO-
BaTb.

5.2.3.4 PesynbTatbl UCbITaHWS pasgpaxeHus nBocnanenus ncnbiryemoro OVP fomkHel 6bITb MeHbLUe
UM paBHbIMU pesyrnbTatam UcnblTaHna KoHTpornsHoro OUP. B npotneHom criyywae ncneityemeln OUP gorxkeH
6bITb NOABEPTHYT KIMUHNYECKOW OLeHKe.

5.3 Tpe6oBaHUA K KNMUHUYECKOMN OLeHKe

5.3.1 O6wue TpeGoBaHuA

5.3.1.1 KnuHuueckoe ncneiTaHne OUP cneayeT npoBoauTs No npunoxexuto E. B fononHeHne K KNuHU-
YecKoMY MUCMbITaHWUIo Mo Npunoxexuto E cneayet npumeHsTb 06LLme TpeboBaHUsA K KIMHNYECKOMY UCTIbITaHUIo
cybbekToBno FOCT P 52458.

6 TpebGomaHus k ctepunbHocT OUP

6.1 oToBbIi OUP gonkeH 6bITh cTepurbHbIM. MpK cTepunusaLm 4oMXHbI NPUMeEHATbLCA TpeboBaHus K
CcTepUNn3aLnn HeakTUBHBIX XMPYPruiyecknx UMnnaHTaTos, ykazaHHele B TOCT P MCO 14630, u mpebosaHusi
noOCTP51148.

6.2 [Onsa ctepunusaynn OUP, a Tacke NepBUYHOrO KOHTEMHEpa €eMKOCTU He crnedyeT NPUMEHsITb 3Tune-
HOKCWA, eCNnu ero npMeHeHUe He 060CHOBaHO.

6.3 KOWP nnuv ero nepBUYHOMY KOHTEUHEPY, NPU CTEPUNN3ALINA KOTOPBIX UCNOMNb3YeTCHA 3TUNeHoKeHa n
CBsI3aHHbIE C HUM 3arpsisHeHust, npoHukatowme B OUP, 4omkHbl 6bITb NPUMEHEHDI CriedyoLme orpaHUYeHuUst:

- 9TUNeHokena: meHee 20 mr/m;

- 3TUNeHxnopruapuH: mexHee 100 mr/n.

MpwuMedyaHwn e — YcTaHOBNEHO, 4To TpeboBaHus, onpeaensiolme npuemnemMble YpoBHU OCTaTOUYHOTO 3Ture-
Hokeuaa (30), ykasanHble B FOCT PUCO 10993-7, He NoaxoasT K U3aenusam, HaxogsWwmmcs B KOHTAKTe C BbICOKOYYBCTBU-
TernbHbIMW TKAHSIMU, Hanpumep, TKaHsMKU rma3sa. [lononHutensHble ykasanua no npumenenunio FOCT P UCO 10993-7
npueeaeHsl B [6].

6.4 [Ons OUP, koTophkle Nnepuoanyeckn He CTEpUNU3YHOTCA, HO NoJaBepratTca acenTudeckon o6paboTke,
OOMXKHbI NpuMeHaTbes TpeboBaHua no [7]. NpeaensHoe 3HavyeHue HopMbl 3arpsisHeHus Ana OUP aomxHo
cocTasnath 1073, 4yTo AOMKHO BbITL NOATBEPXKAEHO JOKYMEHTASILHO.

MpumedyaHune— TexHnyeckunn MHPOPMAUMOHHBIN OTYET [4] He copepxuT TpeGoBaHWui NO NpegenbHOMY
cogepxanuto atunenxnopmmapuda (3XI). Npeanonaraertcs, uto B Gyaywei pegakuMm MexgyHapoAHoro craHgapta
OyneT ycTaHoBNeHo npegensHoe cogepxanne IXIT ana MHTPaoKynsapHbIX U3ZENNIA, COAEPXKAaLLMX XITOPUA, B YeTbIpe pasa
Bbllwe cogepxanusa 30. 3To cnegyeT y4uTbiBaTL NPU oueHke Buonornyeckor 6esonacHoctn OUP u ana cooTBeTCcTBUS
Oyaylien pegakumm ctaHgapra.

6.5 KOWP, koTopble He CTEpUU3YIOT, HO NOABEPratloT acenTuyeckon obpaboTke, AOIKHbI BbITh MpUMe-
HeHbl TpeboBaHua [7]. CooTBETCTBME AaHHOMY MeXAyHapoAHOMY cTaHAapTy ACIDKHO ObiTb NOATBEPXKAEHO
aTTecToBaHHbIM UCCreaoBaHeM B cpeae C npeaernbHbIM 3HaYeHUEM HOPMBI 3arpsisHeHus 10-3.

MpwumedyaHune—[7] ycTaHaBnueaeT o6Lwme TpeGoBaHUS M COAEPXKUT PYKOBOACTBO MO NpoLieccam, nporpam-
MaM 1 MeToAuKam aTTecTaunm U KOHTPONs MeAULMHCKUX U3Oenuin, noasepraeMbix acentuyeckon obpabotke. [laHHbIn
MEXAyHapOaHbIli CTaHAAapT, B YACTHOCTU, NPUMEHUM K 06paboTke dmanonormyeckux (BoaHbIX) paCTBOPOB U, Criei0Ba-
TenbHO, UMeeT OTHoLWeHue KnarotoBnennto OUP. Byayume yactn gaHHOro MexxayHapoaHoro ctaHgapTa 6yayT nocesile-
Hbl CeUranuampoBaHHbIM NpoLeccam, TaKUM Kak dunbTpaunsi u nuocunmaumsi.

7 Tpe6oBaHus Kk ctabunbHocT OUP

7.1 UsrotoBuTeb AOMKEH ONpeaenuTb U YyCTaHOBUTbL cpok rogHocT OUP npun XpaHeHun B cKNagckux
NoMeLLIEHUAX U cUucTeMax gocTaBki. OnpegeneHne cpoka rogHOCTU NPU XpaHeH!n 4OMKHO ObITb MPpOBEEHO B
peanbHOM MacluTabe BpeMeHn Ui NPOBEPEHO Mo YCKOPEHHOW MeToaMKe UCTbITaHUs AN NOATBEPXKAEHNS,
YTO OCHOBHbIE XapakTepuUcTuki no 6esonacHocTu 1 addekTUBHbIE 3KCMNyaTaLlMOHHbIE KayecTBa roTOBOro
OWP 1 c1ucTeMbl 4OCTaBKN HAaXOAATCs B YCTAaHOBMEHHBIX Npeferax B TeyeHne 0603HauYeHHOro cpoka rogqHocTm
npw oXnaaembIX YCIOBUSX TPAHCNOPTUPOBAHUS N XpaHeHus. cnbiTaHue B peansHOM MacliTabe BpeMeHu
OOMKHO ObITb MPOBEAEHO MpU  HOPMalbHBIX YCNOBUSIX XpaHeHUsl M WU3MEeHeHWA TemnepaTtypbl, a
OTHOCUTESbHas BNaXKHOCTL BO3ayxXa AoIKHa cocTaBnATh (60 + 20) %.
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MpuucnbITaHUM Mo YCKOPEeHHOM MeToAunKe TeMnepaTypa AoiKHa ObiTh He 6onee 45 °C, a oTHocUTeNbHas
BNaXXHOCTb BO3AyXa AoShkHa cocTaBnATb 40 %.

7.2 MapameTpbl, KOTOPblE HEOBXOAMMO KOHTPONUPOBATL BO BPEMA UCCTNefoBaHUsA cpoka rofiHOCTU NpK
XxpaHeHuu: pH, ocMonsnbLHOCTL pacTBoOpa, YPOBHU MUKPOYACTUL, CTEPUNBLHOCTb, LIBET, YACTOTA U Apyrie napa-
MeTpbl, YCTAHOBIEHHbIE MPU aHanM3e pUCKOB Kak kputudeckue ansa 6esonacHoro npuMeHeHns OUP.

7.3 YcTaHoBneHHbIN cpok cryk6bl OUP npu xpaHeHWW gomkeH 6biTb NEpecMOTPEH, ecrnv Npu aHanuse
PUCKOB BbISIBIIEHO U3MEHEHMWE TEXHOMOMM, YTO MOXET NOBNUATL Ha cTabunbHocTs OUP.

M p v meyaHune— NameHenuns coctaa OUP, ncxogHbIx Matepnanos U UX NOCTaBLLMKOB, YCIIOBUM M3rOTOBIe-
HUA, BKMIOYasa NpoLecc CTEpUNU3aumm, TUMN YNakoBKM MMM YNAKOBOYHbIE MaTepuarbl, MOryT oka3aTb HebnaronpusitHoe
BNMAHNE Ha cpok cnyx6bl OUP npu xpaHeHuu.

8 Tpe6oBaHus k ynakoBke OUP

8.1 TpeboBaHus K 3aLLUTe OT NOBpPEXAeHUNA

8.1.1 OWUP gomxHbl 6bITb 3aMLLEHBI OT MOBPEXAEHNA NPU XpaHEHUM U TPaHCNOPTUPOBaHNN.
8.1.2 [omkHbl BbITb NpUMeHeHbl TpeboBaHUA K ynakoBKe MEAWULMHCKUX WU3AENUiA, yKasaHHble B
FTOCTPUCO 14630 n8].

8.2 TpeboBaHUA K 3aLLUTe CTEPUINTBHOCTU

OWP npu TpaHcnopTupoBaHumM A0MKHLI BbITb YNakoBaHbl TakMM 06pa3oM, YTOBbLI OcTaBaThCS CTEPUrb-
HBIMW B Mpedenax Ui HWKe HOPM, yKasaHHbIX ANsl YCIOBUA TPaHCMOPTUPOBAHUA, XPaHEHUs! U Morpysoy-
HO-pasrpy3o4HbIX paboT. AomkHbl cobnogaTees TpeboBaHus K cTepunbHoMy 6apbepy, ykasaHHbie B [9].

9 Tpe6oBaHus K MH(hOpMaLMK, NpeaocTaBnsieMon usrorosutenem OUP

9.1 [OomkHbl cobntogatbes obwue TpeboBaHusa K MHGOPMaLnM, NPeaoCTaBIAEMON U3rOTOBUTENEM
MeAULIMHCKUX U3aenui, ykasaHHble B[10], uuacTHele TpebosaHusa K OVIP, nprBeaeHHbIe B HACTOSILEM pasderne.

9.2 Mo npuMeHNMOCTU AoMyCKaeTCsa MCNoNb3oBaTb CUMBOSIbI BMeCTO TekcTa. Ecnn ucnonbayotca cum-
BOIbI, AOIMKHBI ObITb NpUMeHeHbl Tpebosarnua FTOCT P UCO 15223.

Ha aTukeTKe AokHbI 6bITh YKasaHbl npucyTcTere B OUP rpynnel 6ydepHoin fobaBku 1, Npu ee Hanuuum,
6ydepHasn cnocobHOCTb.

9.3 Ecnu OUP noasepkeH NoBpexaeHuio noa AeicTBNEM hakTopoB OKpYXKatoLLe cpebl, Ha TpaHcnop-
THOM KOHTeNHepe A0MKHbI BblTb HaHeCeHb! YeTkUe NpeaynpeauTerbHble 3HaKK.

Homep napTumn 1 KOHEYHbI CPOK AENCTBUS MOTYT BbITh YKkasaHbl Ha CaMOKMEesLLEeACs 3TUKeTKe.

9.4 Bknagblw JomkeH BbiTb BNOXEH B YNakoBKy Tak, YTOObl €ro MOXHO ObINo B3SATb 1 NpouYnTaTh, He
nospexaas crepunsHoro bapbepa.

9.5 MuHumanoHas MHMOPMaLIMA, HAHOCMMAas Ha KOHTENHep AN XPaHeHWUs, BKNaabill B YNakoBKY, CTe-
PUnbHbIA Bapbep 1 NEPBUYHBIA KOHTEHEP, NpuBedeHa B Tabnuue 2.

Tabnwuya 2— VHdopmauus, NpeaocTaBnsiemMmasn naroToButenem

. CrepunbHbIf .
KoHTeliHep ansa Bxnapeilw B P MepBuyHbIG
Wcopmams XpaHeHust NaKoBK Gapuep (npu KOHTeiiHep
P y Y HanuM4uu)
HaumeHoBaHve n3roToBUTENs Unm YNONHO-

MOYEHHOrO npeacTaBuUTens + + + +
Appec nsrotoButens + + — —
Toprosoe HaumeHoBaHve nagenus + + + +
OnvcaHne KOMMNeKTa NOCTaBKN N MHCTPYK-

L1s N0 NCNONb30BaHUIo — + — —
KpaTkoe onuncaHvue XMMUYEeCcKOro cocrtaBa

naaenva u obbema nocTaBku + + — —
Ycnosusa XpaHeHus + + — —
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OkoxyaHue mabnuusi 2

CrepunbHbId

Homep naptum

KoHTeitHep ans Bxnagbiw B MepBuYHbIA
WHcopmauus XpaHeH’,),,f.l o Gapuep (npy KOETeVIHe
ynakosky Hanuyum) P
MokazaHus kK NPUMEHEHUIO — + — —
MpoTrBONOKa3aHWs K NPUMEHEHUIO — + — —
Mepbl NpegoCTOPOXHOCTU U NpeaynpexaeHus

06 M3BECTHOM B3aWMOAEWCTBUM C APYTUMU UM-

nnaHTaramu — + — —
Coo06leHre 0 TOM, YTO CoaepXUMOe npeaHas-

Ha4YeHo Arsi pa3oBOro UCMONb30BaHWS + + + +
Hapnwncb: «CtepunbHo» u MeToa(bl) cTEpUnnaa-

LMW U3Zenusi 1 NepBUYHOIO KOHTENHepa + + + +
Hagnuce: «He ucnone3oBatb, ecnv CTepwnb-

HbIl 6apbep HapyLeH» + + +
KOHeuHBIN CPOK rogHoCTH + — + +
CoobuieHne o Hanuumm B OUP GydepHon go-

6aBku, ByepHasn cnoco6HOCTE (MpY HanU4KUK) co-

rnacHo tabnuue 1 — + - —

+ — + +

He Hapylwas ero repmeTn4HoOCTb.

MpumeyaHue—Homep napTum, CPoK roAHOCTU U AaTy CTEPUNM3ALMN QONYCKAETCA HE YKa3blBaTb Ha CTe-
pvnbHOM Gapbepe, €Cru OH NPO3paYvHbIN M HEOGXOAUMYIO MH(POPMALMIO MOXKHO NPOUNTATL HA NEPBUYHOM KOHTENHEpE,
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MpunoxeHne A
(cnpaBouHoe)

MeToabl uamepexun pH u onpegeneHuna 6ydepHoin cnoco6HocTu OUP

A.1 O6wme TpeboBaHunA

A.1.1 B HacToswem npunoxeHun npueegeH npumep metogos uamepenusi pH n onpeaenennna 6ydepHoi cnoco6-
Hoctn OUP.

A.2 TpebosaHua kK 060pynoBaHuio U BCoMoraTernbHbIM YCTPONCTBaM

A.2.1 CmeknsanHas konba.

A.2.2 BiopeTtka emkocTblo 10 Mn1 ANst nogayum TMTPUPOBAHHOIO pacTBoOpa ¢ ueHow aenexuns 0,1 mn.
A.2.3 Yawka gnsa pasmelumBaHus.

A.2.4 Tlanoyka gnsi NOMELWNBAHWS.

A.2.5 'mppookuck Hatpus (NaOH), 0,005-HopManbHbIl cTaHAapTHLIN 06 bEMHBIN pacTBop.

A.2.6 Consnas kucnota (HCI), 0,01-HopManbHbIl CTaHAAPTHLIN 06 bEMHbIN pacTeop.

A.2.7 KanubposanHsiii pH-memp.

A.3 lMopapok noaAroToBKN, NPpoBeAEHUA N3MEPEHNA U NpaBua o6paboTkmn pe3ynbLTaToB N3MEPEHMSA

A.3.1 PacTBOpbl rMAPOOKNUCH HATPUA U COMNSIHOW KMCNOTbI NPUroTOBUTL OOWENPUHATEIMY METOAAMU M Nepen Npume-
HeHVeM pa3baBuTb 10 HYXXHON KOHLUEHTpauuun.

A.3.2 B cteknsannyio kon6y BnuTh 25 mn o6pasua (06vem V) n namepntb pH4 ¢ nomowwbio kanuépoeaHHoro pH-
meTpa.

A.3.3 C nomolpbto 6iopeTkn 4o6aBUTb 4OCTATOHHOE KONMYECTBO TUTPUPOBAHHOIO CTaHAApTHOro o6LeMHoro pac-
teopa HCl, uto6bl o6ecneunts nsmeHenne nokasatens pH Ha 1,0 eannuuy pH (pHo). 3anucars o6bvem gobaeneHHoro tmr-
puposanHoro pacteopa (Vy).

A.3.4 TloBTOpUTL ONepaunmn CoO BTOPON annKBOTHONM Npoboi obpasua, Ncnonb3yn TUTPUPOBAHHbIA CTaHAAPTHLINA
06beMHbIl pacTBop NaOH.

A.3.5 Paccuntatb 6ydhepHyio cnocobHOCTL Mo chopmyne

VN
Vs(pHz —pHy)’

rae V; — obbvem obaeneHHo20 mumpupo8aHHO20 pacmeopa;
V, — o6vem pacmeopa o6pasua, mri;
N — HopManbHOCTb TUTPUPOBAHHOIO pacTBopa.
A.3.6 B OKoHYaTeNnbHOM OTueTe 3anncaTh 6ydepHyto CNocoGHOCTL MO KMCTOTe N BydepHyio CNocoBHOCTL Mo OCHO-
BaHuio, Monb/n Ha pH (Mnn monb-3ke./n).
Jnsi pacTBOPOB €O 3HauuTenbHOM BythepHor cnocobHocThio 06bem obpasua AonyckaeTcs perynmpoBaTtk 40 nony-
YeHWs HYXHOro 06bema TUTPUPOBAHHOTO PacTBOpA.
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MpunoxeHne b
(obsaszaTenbHoe)

MeTopa npoBepku 3arpasHeHuss OUP BUAUMBIMU MUKpOYaCTULLAMU

B.1 O6wue TpeboBaHuA

Memod riposepku 3aknodaemcs 8 rpogedeHuu su3yanbHoli oueHku OUP Ha Hanuyue suduMbIX MUKpodacmuy, ¢
nomMousr0 ycmpoticmaa HabnroGeHus.

5.2 Tpeb6oBaHnA Kk 060pyaOBaHMIO U BCMOMOraTenbHbIM YCTPOWCTBAM

B.2.1 Yctpoicteo HabnogeHns!, B COCTaB KOTOPOIro BXOASAT:

6.2.1.1 MartoBas 4yepHasi naHenb, yCTAHOBNEHHAs! BEPTUKAIbHO.

b.2.1.2 MaTtoBas Genasi naHesnb, yCTAHOBINEHHAs! BEPTUKAINBbHO PSAOM C YEPHON NaHenblo.

b.2.1.3 Perynupyemblii NaTpoH, CHabXeHHbIli UICTOYHUKOM CBETA M paccenBaTernem.

b.2.1.4 WcTo4yHuK cBeTa B TOUKe HabnioaeHnst AOMKeH Co34aBaTh OCBELLLEHHOCTb He MeHee 2000 nk. [ins emkocTeln
13 LIBETHOIO CTEKNa U NIacTMacchl OCBELL,EeHHOCTb AomKHa 6biTk 6onee 2000 k.

5.3 Mopsaaok noaroToBku, NpoBeAeHNA NPOBEPKU M NpaBuna o6paboTkmn pe3ynbLTaTOB MPOBEPKU

65.3.1 CHATb BCe 3TUKEeTKM C eMKocTH, cogepxallert OVP, NPpOMbITE M BbICYLLINTB €€ HAPY>KHbIE CTOPOHbI.

B.3.2 OcTopoxHO noBopayvMBasi EMKOCTb, CreauTb 3a NOosIBINEeHNEM MUKpOoYacTuL nepen 6enoii NoBepXHOCTbIO.
BosaaywwHble ny3bipy B eMKOCTW HEAOMYCTUMBI.

b5.3.3 lMosBneHne MnkpovacTmL cunTaTb B TEHEHUe 5 C.

b.3.4 lMpoeectn onepaumm no b.3.2—b.3.3 nepeg vyepHom NaHenobto.

b.3.5 CymmMy MuKkpoudacTuu, NOSIBUBLLMXCS Nepe 6eromn 1 YepHoW NaHenssMm, CHMTarT ypoBHeM 3arpsiaHeHms ONP
BUAVMBIMU MUKPOYACTMLAMU U JOKYMEHTUPYIOT.

10



rOoCT P 53468—2009

Mpunoxexnne B
(cnpaBouHoe)

Memo0d npoeepku 3azpsizHenust OUP HesudUMBLIMU MUKpOYacmuyamu

B.1 O6wwne Tpe6GoBaHus

Memod nposepku sakmodaemcs 8 nposedeHuu ouerku OMP Ha Hanuyue HeeUOUMbIX MUKPOYacMUL C OMOWbIO
ycempolicmea anekmpoHHoU cucmemsi nodcyema Mukpoyacmut, o ocnabneHuro caema.

B.2 TpebosaHunsa k 060pya0BaHMIO M BCNOMOraTesnbLHbLIM yCTPOWCTBaAM
B.2.1 O6wpwme TpeboBaHua
B.2.1.1 YcTtpoincteo npeactaenseT cobon 3NeKTpoHHYI0 CUCTEMY NoACYETa MUKPOUACTULL, B3BELWEHHbIX B PacTBO-

pe, obecneunBaioLLyto cooTeeTcTBYIOWYI0 Nogaqy OUP, B koTopoi AomkeH BbiTh yCTaHOBINEH AaTumk ocnabneHus ceeTa,
Hanpumep, Tuna KL-04, dompma RION.

B.2.2 TpeboBaHus K npeaeny naMmepeHUs KOHUEHTPaLMKM AaTYMKA

B.2.2.1 Ucnonbayemoe yCTPOWCTBO AOMKHO UMETb MpeAen MamepeHusl KOHLIEHTPaLUuMM MakcumanbHOro 1umucna
onpeaensieMbiX MUKPO4acTUL, HA MUNNUNNTP, KOTOPLIN NpeBbilwarn Gbl NpeArnonaraeMyio KOHUEHTPaUUIo MUKPOYacTuL B
ucnoityemom OUP.

Mpepen namepeHns KOHUEHTPauun yCTPOMCTBA yKa3biBaeTCsl YPOBHEM MOJACYETa MUKPOYACTUL, NPU KOTOPOM
COBNagaroWmmn cHeT BCeaCTBUE OQHOBPEMEHHOIO NPUCYTCTBUS ABYX U 6onee MUKpoyacTul B npocmaTpupaeMom o6b-
eme gaTtyuka ocnabnenus ceeta coctaensieT MeHee 10 % NoAcYeTOB, CYMMUPOBAHHbIX ANsl MUKPOYacTUL pa3mepamm
10 mkm. [peden usamepeHUs KOHUeHMpayuu Mukpodacmuy 0ormxeH 6bImb yKa3aH 8 nacriopme ycmpolicmea.

B.2.3 TpeboBaHunsa K AMHaMW4YeCKOMY ANana3oHy AaTyvMKa

B.2.3.1 dvnamunyecknin ananasoH Aartymka 4OMKEeH OXBaTbiBaTh HAMMEHBLUMIA PasMep MUKPOHACTUL, KOTOpbIE Nog-
nexar nogcyeTy B ucnosiryemom OUP.

B.2.4 Tpe6oBaHus kBoOAe

B.2.4.1 Wcnonb3yemas Boga gonxHa 6biTe NponyLLeHa Yepes NopucTbii unbTp AN OUUCTKM €€ OT MUKpoYacTUU.
Pasmepbl nop uneTpa gomkHbe! 6biTb He 6onee 1,2 MkM.

B.2.5 Tpe6oBaHusa KKanmbpoBke

B.2.5.1 YcTponcTeo kanubpyroT no Habopy cthepuruecknx MyukpodacTuy pasmepamu oT 10 40 25 MKM B MOHOAUCNEp-
cHoW cycneHsun. Habop cdhepuyeckux mykpoyactuy gucneprupytoT B Boge no B.2.4.1 oo nonyyeHns cOOTBETCTBYIOLLEN
KOHLEHTpaummn MrkpoyacTuu. B npouecce ancneprupoBaHusi He AOMyCKaOTCA arperatHble COCTOSIHUSI MMKpOUacTUL,.

B.3 MNMopapok noaroToBKM, NpoBeAeHUA NPOBEPKU U NpaBuna o6paboTku pe3ynbLTaToB NPOBEPKN
B.3.1 O6wwue TpeboBaHuA

B.3.1.1 TNpoBepky NpoBOASAT B yCIOBUSAX OFPaHUHEHHOr0 3arpsi3HeHNsA MUKPO4YacTMLamMm C UCMNONb30BAHUEM BbITSDK-
HOro Wkada ¢ NaMmnHapHbIM NOTOKOM BO3AyXa Yepes BbICOKO3MPEKTUBHBIN Cyxon Bo3ayLwHbIn ounbtp (HEPA).

B.3.1.2 Ons obecnevyeHns cooTBeTCTBUA pabounx napameTpoB ycTporcTBa TpebyeMon TOYHOCTU NPOBEPKU Onepa-
TOp, NPOBOASILLMIA NPOBEPKY, AOMKEH NPOWTU COOTBETCTBYOWEee 06y4eHue.

B.3.1.3 lNepea KOHTPONBHON NPOBEPKON NCMONb3yeMas CTEKNSAHHASA NoCcyAa A0MKHA OblTb YMCTO BbIMbITa C NPUMe-
HEeHWeM TENnoro MOKLLEro CPEACTRa U TLWaTeNbHO ONOMNOCHyTa 6OMbWKUM KONMYeCTBOM BoAbl o B.2.4.1.

B.3.1.4 Bo Bpewms nepeHoca uccnegyemoro ONP B @MKOCTb, MoAnexallyio KOHTPO, He AoMNyCKaeTCsl IPOHUKHO-
BeHWe BO34YLWHbIX NY3blPbKOB.

B.3.2 MopAaok noaroToBKWU K NPOBEASHUIO KOHTPONBHOW NPOBEPKU

B.3.2.1 KonmponeHas npogepka 3akno4daemcs 8 ornpedeneHuu 3arpa3HeHns MUKpodacTuLamMm nsitm obpasuos
BoAbl No B.2.4.1 06bemom 5 M Kaxabll B cooTBeTCTBMM © B.3.3.

B.3.2.2 Ecnnumcno mukpovacTuy pasmepamu 6onee 10 MkM npeBbiwaeT 25 B COBOKYNHOM 06beMe 06pasLoB Bozb!
25 mn, To 06Wwme TpeboBaHus 6e30NacHOCTU NPOBEeAeHUS NPOBEPKM HE SIBNSOTCS A0CTaTOUHBIMMY AN NPOBEAEHUS OCHOB-
How npoeepku OUP. CnegyeT NOBTOPUTL NOArOTOBMTENBHbBIE Tambl U MPOBECTU MOBTOPHYIO KOHTPOIbHYIO NPOBEPKY.

B.3.2.3 OWNP, npowepLlune KOHTPOIbHYIO NPOBEPKY, MOABEPraioT NpoLeaype onpeaeneHus 3arpsi3HeHUS.

B.3.3 Mopsapok npoBegeHUsA NpoBepPKU N OLleHKA pe3yrnbTaToB

B.3.3.1 Ons mHorokomnoHeHTHbIXx OVP TpebyeTcs TuiaTenbHoe cMeluMBaHne OTAENbHbLIX KOMIMOHEHTOB B COOTBE-
TCTBUW C YKA3aHUAMMW Ha STUKETKE.

B.3.3.2 MepemewmeatoT cogepxxumoe OUP, MmegneHHO NnepeBopaYmBasi EMKOCTb He MeHee 25 pa3. B cnyvae Heo6-
XOAMMOCTH, OCTOPOXKHO YAArNsoT repMeTHNYHYIO YIAKOBKY.

B.3.3.3 Ouuwatot BHELW HME NOBEPXHOCTU EMKOCTH C MOMOLbLIO CTPYM Bobl 1o B.2.4.1, cHUMaIOT KpbILWKY, He A0MyC-
Kas 3arpsisHeHns CoAePKMMOro eMKocTu. [1aloT BbITY My3bipbKaM ra3a B TeUeHUE 2 MUH.

B.3.3.4 Bepyrtuetbipe nopumnn OUP, kaxaasi ua koTopbix cogepxut (5 + 0,2) M, MNoAcHUTLIBAIOT YNCNO MUKpOYac-
TUL, Pa3aMepbl KOTOPbLIX paBHbI unv 6onee 10 n 25 MkM.

B.3.3.5 MMoacumTtbiBaloT M AoKymMeHTanbHO odopMIsioT cpegHee uncno Mukpouactuy B OUP, nognexawem
ncenegoBaHuio.
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Mpunoxenune
(pexomendyemoe)

Mukpockonuuyeckuit aHanus TeepAbiX (HeBUAUMBIX) MUKpOYacTuL,

.1 Ob6wwme TpeboBaHuA

1.1 Mukpockonuueckun aHanua npegycmarpvBaeT NoacHeT Yncna HeBrnammelx TBepAbIX Mukpodactul B OUP Ha
eavHuUy obbema nocne Toro, Kak 311 4acTuu bl cobepyTcsi Ha NOPUCTOM MemMBbpaHHOM UNbTPE.

M.1.2 TNpwv BEINOITHEHMN MUKPOCKOMMYECKOTO aHann3a He NpeaycMoTpeH NoacHeT aMmopdHbIX, MONYXUAKUX UK py-
rMx MOppoNornyeckm HEOTYETIIMBLIX HACTUL, KOTOPbIE MMEIOT BUA MATHA MITM M3MEHEHUSI LIBETa Ha MOBEPXHOCTN MeMbpaH-
Horo counbTpa. Takue HacTuubl UMeT HeboMbLLON penbed NN He UMetoT penbeda NOBEPXHOCTU U UMEIOT CTYAEHUCTbIN
UINKW NNEHKOOOpPa3HbIN BUA.

.2 TpeboBaHusa kK 060pyaOBaHNIO U BCMOMOraTenbHbIM YCTPOWCTBaM

r.2.1 Mukpockon

.2.1.1 Mukpockon (CnoxHbii BMHOKYNsIPHBLIN), kKOMBUHaUMS 06bekTMBa u okynsipa obecnevnBaeT yBenmyeHue
(100 + 10)*. AnoXpoMaTUYECKMIA UNK Ny4LWni 06BLEKTUB JOMMKEH UMETb HOMMHanNbHoe yBenvyenne 10% 1 MMHUManbHyo
yncnosyto aneptypy 0,25. O6bekTUB AomkeH OblTb COBMECTUM C 3MUCKOMWYECKMM OCBeTUTENeM. YBenu4eHme okyns-
poB — 10

.2.2.1 Mukpockon CHabXeH MeXaHNYECKUM CTOITMKOM, KOTOPBIN MOXET PMKcUpoBaTb MemMOBpanHbIn hunbTp Ana-
METPOM 25 unm 47 mm 1 CKaHMPOBATL BCIO €ro Nnowagk.

2.2 Ocetntenm

r.2.2.1 [ea ocBeTuTens, ocHaweHHble ronybsiMu cBeTodunbTpammu AHEBHOFO CBETa ANl CHWXKEHUS yCTanocTtu
rnasaonepaTopa:

- BHELLHWIA OCBETUTElb, perynnpyeMbin gans ob6ecneveHns Kocoro oCBeLeHus, nagatoLero nog yrrom ot 10° go 20°
K rOpU3oHTanu;

- 3MUCKOMNUYECKUI OCBETUTENb CBETNONO NONSA, BCTPOSHHbIM B MUKPOCKOTN.

I.2.3 OkynsapHan ceTka ¢ OKPYXHOCTAMM

.2.3.1 OkynspHas ceTka C OKPYXHOCTSIMM (CM. pucyHok [.1), oTkanubposaHHas Takum obpa3om, 4Tobbl usmepu-
TENbHbIE OKPY>KHOCTUN 3aHnMany 2 % HOMUHANBHOIO NONS 3PEHNA B NNOCKOCTU CTOMNWKA ANs AaHHbIX 00 beKTUBa U OKynsipa.

Oco®

Oo0®
4

JowunaJornns fonssafssvanfonsafoonrfornnafovems foonna fonva fonrms oowna oot /_
0 10 20 30 40 S50 60 70 80 90 100

1 — norne apeHUa OKYNAPHOM CETKW; 2 — NepekpecTbe; 3 — OKPY>KHOCTU CpaBHEHUR; 4 — NMHeHas Wwkana
PucyHok I'.1 — OkynspHas ceTka ¢ OKPY>KHOCTAMM
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Ir.2.3.2 lMpo3spayHble U YepHble U3MEPUTENbHbIE OKPYXHOCTM AnameTpamu 10 n 25 mkm npv yBenuyenun 100* sens-
I0TCA CpaBHUTENBHBIMY LWKaNamu 4ns uamepeHust Yactuu,.

2.4 O6beKkT-MMKpomeTp

.2.4.1 OB6bEKT-MUKPOMETP C LieHol genenuns 10 MKM, umerowuli cepmucbukam coomseemcmausi, 8sidagaemsbill 8
ycmaHo81eHHOM ropsdke akkpeOumoaaHHbIM Op2aHOM 110 cepmuguKkayuu.

2.5 YcrponctBo chunbTpaumm u BCnoMmoratesribHble NPpUHaANeXHOCTH

.2.5.1 dunbTpoBarnbHasi BOPOHKa 06bEMOM, NOAXOAAWNM ANS UCMbITAHWUS, MUHUManbHbIM gnameTpom 21 M.
BopoHka gomnxHa 6biTb M3roTOBMEHa U3 NNacTMacChl, CTEKIA UMW HEPXKABEIoLEen cTanm.

.2.5.2 dunbTpoBanbHbin AN dy30p, BbIMONHEHHbBIN B BUAE NOACTABKN NOA PUNbTP, M3roTOBNEHHbLIN U3 HEPXKaBe-
IOLLEN CTarnm Unm CNeYeHHoro cTekna.

.2.5.3 WcTo4HuK Bakyyma.

.2.5.4 TnHUEeT ¢ 3aKpyrneHHbIMW KOHLUaMW.

r.2.5.5 [o3aaTopbl pacTBOpUTENS C PUNBTPYIOWMUM COMNOM, oBecrneunBaioLwmm nogayy pacTBopuTens, oTunbTpo-
BaHHOrO OT YacTuL TONWUHON He Gonee 1,2 MKM npu gaenenun ot 70 go 550 kla.

.2.5.6 Memb6paHHble duUnbTpbl, 25 UnNun 47 Mmm, ¢ ceTKoN 1nm 6e3 ceTku, HEPHOIro UMM TEMHO-CEPOTO LIBETA, M3rOTOB-
TNeHHble U3 Lienniono3Ho-adnpHoi cMecK, paamepamu nop He 6onee 1,0 Mkm.

I.2.5.7 Yawka lMeTpun.

.2.5.8 BbITsbkHOM WKad ¢ NamMMHapHbIM MOTOKOM BO34yXa Yepes BblCOKOI(PHDEKTMBHbIN CyXON BO3AYLIHbIA PUMNbTP
(HEPA) c cogepxaHuem He 6onee 3500 yactu u/mS.

[.2.5.9 CrepunbHble nepyaTku.

[.2.5.10 [JewoHnsnposaHHas Boga.

I.2.5.11 VM3onponnnoBbiv CNMPT.

.3 Mopsidok nod2omoeKu K nposedeHuUIo aHanu3a

r.3.1 O6wue mpebosaHus

.3.1.1 OnpegenstoT cnenyto Npoby NyTem cneayoLmx onepaumi:

- nogatot 50 Mn 4eNOHN3MPOBaHHOW UINN PUNBbTPOBAHHON ANCTUNITMPOBAHHON BOALI;

- MPOBOAAT OTKaYKy BO34yXa U NMPONycKaloT BCO BOAY Yepe3 MeMOpaHHbI unbTp;

- BbIHUMaKT MeMBpaHy 13 OCHOBaHUS (DUINbTPOBAINBHOW BOPOHKM U KIagyT NOBEpPX MNOMNockn ABYXCTOPOHHEN NEHTbI
B vawwke [eTpy;

- BbICYWIMBAOT MembpaHy 1 NPoBOAST ee UCCIegoBaHMe Nog MUKPOCKONOM Npy yBenuueHun 100X,

.3.1.2 Ecnu B npegenax oTUNbTPOBAHHOIO y4acTka npobbl umeetcs He Gonee 20 MukpovacTuy, pasmepamu,
6onee unu paeHeiMu 10 MKM, U 5 MUKpoYacTuL pasmepamu, 6onee unu pasHbIMK 25 MKM, TO (OOHOBLIN YPOBEHb MUKPOYac-
TUL, CUMTAIOT JOCTATOUHO HU3KUM AN NPOBEAEHUA MAKPOCKONUYECKOro aHanuaa.

.3.1.3 lMpwv nposegeHun aHanusa criegyeT UCMONb30BaThb O6ECNbINEHHbIE CTEPUIbHBIE NepYaTky, YCTPOMCTBO
UNbTPALMK M NPUHAANEKHOCTH, TLLATENBHO BbIMbITHIE C UCNONB3OBAaHUEM TENNOro PacTBOpa MOIOLLLETO CPeACTBa, CMbI-
BaeMoro AevOoHN3MPOBaHHOW BOAON Mnu n3onponunoesiM cnuptom. MNepeg ncnonb3osaHnem cnegyeT oTunbTpoBaTh
OVCTUIMITMPOBAHHYIC NN AEMOHU3NPOBAHHYI0 BOAY hUNbTpamm ¢ OTBEpCTUAMU He 6onee 1,2 MKM.

.3.1.4 OkoHYaTenbHyIO CyWKy YCTPOWCTBA (OhUNbTPauumn n NPUHAaNEXHOCTEN NPOBOAAT B BbITSKHOM LWKady ¢
NaMyHapHbIM MOTOKOM BO3A4yXa.

PekomeHgyeTca ycTaHaBnuBaTh BLITSKHOM WKad B OTAENBHOM MOMEWEHUW C nogadver OTUILTPOBAHHOIO
BO34yXa.

I.3.2 Modzomoeka mukpockona

.3.2.1 Bknio4aloT BHEWHUI BCNOMOTaTeNbHLIN OCBETUTENb NAAAIOLWEro KOCOro OCBELLEHUS M YCTaHABINUBAIOT €10
BONM3KM cTonNMka MUKpockona.

.3.2.2 ®dokycupyloT ocBeTUTENb TaK, 4TOObI NONY4MTb KOHLUEHTPUPOBAHHLIA Y4acTOK cBeTa Ha membpaHe
unbTpa, pacnornoXeHHOro Ha CTONuKe.

.3.2.3 PerynupyloT BCoMoratenbHbIi OCBETUTEND NAAAIOLLENO KOCOrO OCBELWEHWs MO BbICOTE Tak, YTOObI yron
nagaiouwero ceeta cocraensan ot 10° go 20° K ropnu3oHTany; MMKpoyacTuubl Ha MembpaHHOM UNbTPEe AONXKHLI UMETb
OTYETIUBbIE TEMHbIE TEHM.

.3.2.4 PerynupyloT BHYTPEHHUIA 3NUCKONMYECKUI OCBETUTENb CBETNOrO MOMsi, NMONMHOCTLIO OTKPLIB MONEBYIO U
anepTypHylo guadparmel. LIeHTpupyloT HUTH Hakana namnbl n (POKYCHMPYIOT MUKpOCKOon Ha ¢unbTp, copepXalmi
MUKpPO4aCTULbI.

.3.2.5 PerynupyioT MHTEHCMBHOCTb OTPAXXEHHOIO CBETa A0 TEX NOP, NOKa MUKPOUACTULBI HE CTaHYT YETKO pasnuum-
Mbl U HE OGHapyXaT OTYETNUBbLIE BUAVMbIE TEHMW.
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[.3.2.6 YcTaHaenmBaloT camoe HU3KOe 3HA4YEHNE MHTEHCUBHOCTU 3MMCKOMWYECKOro OCBELLEHUS, 3aTEM MOBbIWAT
€ro 0 Tex Nnop, Nnoka TeHu, oTopackiBaemMble YacTULAMMW, HE MOKaXKYT MUHMMAaIbHO 3aMeTHOE CHUXEHUE KOHTpacTa.

r.3.3 Modz2omoeka ycmpoiicmea ovnbTpaunmn

.3.3.1 MotoT counbTpoBanbHyto BOPoHKY (I.2.5.1), noacTaeky n auddys3op B pacTBOpe XUAKOro MOILLEro cpe-
ACTBa M B ropsven Boge, NPOMbIBAIOT ropsven NpoTO4HON BOAONPOBOAHOW BOAON, NOTOM NPOMbIBAIOT PDUNBTPOBAHHON
OeNOoHN3MPOBaHHONM BOAON nod gaeneHveMm. [oBTopsioT Npoueaypy NPOMbBIBAHUA ¢ UCNONb3OBaHWEM (PUNbTPOBAHHOIO
M30MponuIoBoro cnupta. [1poMbIBalOT YCTPOMCTBO unbTpaumm OUNbTPOBAHHON OEWOHU3UPOBAHHOW BOAOW,
nogaBaeMon Nog gaBneHnem.

.3.3.2 C nomoLpblo YMCTOro NUHLETa C 3aKPYIMEeHHbIMU KOHLaMN BbIHUMaT MeMBpaHy U3 OCHOBaHUSI BOPOHKM
dunbTpa.

.3.3.3 Crtpyen hmnbTpOBaHHOW OYULLLEHHON BOAbI, NOAABAEMON NOA HU3KUM AaBMNEHUEM, TIaTenbHO NPOMbIBAOT
o06e CTOpoHbI PUNbTPa, HauMHas CBEPXY, MOBOpa4YnBas B3az 1 Brepe K OCHOBaHMIO0.

.3.3.4 CobupatoT uncToe yCcTpOMCTBO Tak, YToObI Anddy30p Haxogunces B BepXHElH 4acTu OCHOBaHUS!, a YNCTLIN
MembpaHHbIN dUNbTP — B BEpXHen YacTu anddyaopa.

M.3.3.5 YcTaHaBnvBaloT y3en BOPOHKM B BEPXHEl YacTu OCHOBaHUSA 1 3aKpennsioT.

I.3.4 NModzomoeka k aHanu3y ucnsimyembix OUP

oToBAT neneiTyemeblie OUP B crniegytolen nocnefoBaTenbHOCTY.

.3.4.1 BHe BbITSHKHOIO WKada CHAMAIOT BCE HAPYXKHbIE KPLILLKW, TEPMETU3MPYIOLLME NOMNOCh! M HE3aKpenneHHbIe
unu otctatowme BymaxHole Apnbiky. [pomMbIBaIOT BHELLHWE NOBEPXHOCTU KOHTENHepa hUbTPOBaHHOW AEUNOHU3UPOBaH-
HOW BOAOW, NPegyCMOTPEB 3aWwmUTy EMKOCTM OT MONagaHns 3arpAa3HEHVN N3 OKpYXKatowen cpeai.

.3.4.2 N3bimaloT cogepxmmoe koHTerHepoB. CoaepKMMOoe KOHTENHEPOB CO CbeMHbIMU NPOOKaMU MOXHO N3bATb
HEenocpeACTBEHHbIM CHATUEM KPbILLEK, TaKXe JOMNycKaeTCsl UCNosb3oBaTh YCTPOWCTBO ans oT6opa npob ¢ urnon aAns npo-
HUKHOBEHWS B KPbIWKY KOHTelHepa. [pobel OWP, ynakoBaHHble B NNACTUKOBbLIE KOHTEWHEPDLI, MOXHO U3bsITb, CAENaB
OTBEPCTUE B KONNa4ke KOHTEWHEpPa UK OTPE3aB YronoK YNCTHIM NE3BUEM UITN HOXXHULLAMM.

I.3.4.3 Yucno npob ucneityembix OUP gomnkHo 6bITb 4OCTAaTOUHBIM AN 06ecneveHns cTaTucTUHeckn 060CHOBaH-
HOW OLLEHKW TOro, COOTBETCTBYET N NapTUs MNm Apyras kpynHas rpynna npeacraenenHsix OUP 3agaHHbIM npegenam nnm
NpeBbIlaeT KX.

.3.4.4 Ecnuobbem koHTelHepa meHee 25 mn, cnegyeT ncnoitate OUP u3 He meHee vem 10 koHTerHepoB. f[lonycka-
€TCA NPOBEPATb eAUHUYHBbIE KOHTENHEPDI, ecnn o6bem OUP oTaenbHOro KOHTENHepa cocTaBrsieT He meHee 25 mn. B cny-
Yyae, ecnv BMeCTMMOCTb KOHTenHepa bonee 25 mn, NpoBepAloT 0gUHOYHBIE KOHTeNHepbl. MpoBepky OUP B koHTelHEpPE
Bonee 25 MmN NPOBOASAT HA OCHOBaHUW COOTBETCTBYIOLLENO NaHa BblGOPOHHOIO KOHTPOTISI.

.4 NMopsidok nposedeHus aHanu3a

r.4.1 Nopsapok aHanusa ncnbityembix OUP

I.4.1.1 MNMepemewmBaloT KOHTENHEPDI, copepKalume ncnoityemsle OUP, 20-kpaTHbIM ONPOKMbIBAHUEM.

.4.1.2 BckpbiBaloT KOHTEMHEPLI TAKMM CNOCOOOM, KOTOPLIN CO34ACT HauMeHbLIee BO3MOXHOE Yuncno QOHOBLIX
vactuy. Ecnn o6bem OUP B koHTelHepe MeHee 25 M, crieflyeT BCKPbITL U CMeLLaTh cofepXumoe He MeHee 10 KOHTelHe-
POB B HNCTON EMKOCTU.

.4.1.3 Mepenueatot Becb 06bem OUP B hunbTpoBanbHy0 BOPOHKY U BKIIOYAIOT BbITSIKKY.

.4.1.4 Ecnn o6bem OUP, nognexaiwero ouneTpaumu, NPeBbilWaeT BMECTUMOCTL (DUNLTPOBANBHON BOPOHKU,
nocteneHHo Ao6aBnsOT pacTBOp NopuusiMuy, noka Becb 06bem OUP He 6yaeTt oTdmnbTpoBaH.

.4.1.5 Mocne nocneagxen nopuumn OUP NpoMbIBaloT CTEHKM BOPOHKKW, HAMPABIss Mo HU3KUM AaBINEeHUEM Mo Kpyry
Ha CTEHKN BOPOHKM NOTOK hMINbLTPOBAHHON AEUOHM3NPOBaHHONM BoAb!. MpekpawaoT NnpoMbIBaHWE BOPOHKM NpexXae, Yem
o6bem cHnantes 1o 1/4 ypoBHs HanonHeHusi. [ogaepKMBaloT BakyyMm, NoKa BCS KUAKOCTb HE NPONAET B BOPOHKY.

.4.1.6 OTKMIOYMB BbITSIKKY, CMOMOLLBI0 MMHLIETA BEIHUMAIOT MeM6paHy n3 0CHOBaHUS1 (punNbTPOBArIbHOW BOPOHKU U
nomeLwaloT B vaLky [eTpu, 3akpenue ee ¢ NOMOLLBIO BYCTOPOHHEN NEHTLI U HAHeCs MOEHTU(NKALUNOHHYIO MApKUPOBKY
ucnbityemoro OUP.

.4.1.7 BbicywimBaioT hUnbTpoBanbHylo MeMGpaHy B BbITS)XKHOM WKady Co crerka npuoTKPLITON KPLILLKOW YallKku
Metpu.

I.4.1.8 Paccmompusatom 100 MUkpockoriom ¢ yeenudeHuem 100X cbunbmpoeaneHyo memBpaty rpu cHAmMol
Kpbiwke vyawku lNempu.

I.4.1.9 Ecnu e 30He ¢hunbmpayuu umeemcs He bonee 20 yacmuy pasmepamu, bonee unu pasHsimu 10 MKM, U He
6onee 5 yacmuy, paamepamu, 6ornee unu pasHsiMu 25 MKM, Mo hoHO8bIU yPpo8eHs Yacmuy 60CMamoYHO HU30K 0111 Ipo&e-
OeHUS MUKPOCKOINUYECKO20 ananu3a.

[.4.1.10 Ecnuyucno yacmuy npessiwaem smu mpebosaHus, (hOHO8bI ypo8eHb Yacmuy, He nodxo0um Onisi ipose-
OeHUs MUKPOCKOINUYecKko20 aHanusa. CneGyem nosmopsimes 1o020mosumersibHble amaribl, noka ¢hOHO8bIl YpO8eHb Yac-
muy, He cmaHem nooxo0swum 01 npoeederuss 0aHHO20 UCTILIMAHUS.
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r.4.2 NMopsidok nposedeHuss pabom ¢ oKynsspHOU cemkoli U modc4Yem Mukpodacmuy,

4.2.1 OTHOCUTENbHYIO MOrPELUIHOCTL OKYNSAPHON CETKN ONPeaensiioT ¢ NoMOLLbI0 06beKT-MMKpPOMETpa, NPoBoAst
cneayiowme onepauum;

- COBMELLAIOT NIMHEMHYIO LKAy CETKM CO WKaNon 06bEKT-MUKPOMETPA, UTOObI OHM BbINK NapannensHsbl;

- CPaBHUBAIOT LLKASbl, UCMONb3ys KaK MOXHO Gonblue AeneHni Ha Kaxaon Wwkane;

- 3anNUCLIBAIOT YMCNO AeNeHUi Ha NMHEeNHON WKane ceTkn — GSD 1 uncno ageneHun Ha wkane o6 bLeKT-MUKPOMET-

pa — SMD;
- PaccYMTLIBAIOT OTHOCUTENBLHYIO NOTPELLHOCTL OKYNAPHOW CETKM MO cnegyowen dhopmyrne:
100 GSD-SMD (r.m
SMD

Honyctuma oTHOCHUTENBHAA NOrPELWHOCTL B Npeaenax + 2 %.

4.2.2 OCHOBHbIM METOAOM M3MEPEHUS C NCTIONBb30BAHNEM OKYNAPHON CETKUN C OKPYKHOCTAMU ABMAETCH MbICIEH-
HbIl NepeHoC N30bpaXKeHNs Kaxaom MUKpOYacTWL bl B NONe 3peHUs1 OKyNAPHOW CETKW, a 3aTeM CPaBHEHWE X C OKPYXXHOCTSI-
MU cpaBHeHus guameTpamm 10 n 25 mkm. [Npouecc namepeHuns BbINONHAETCA 663 HaNOXeHN MUKPOYaCTUL HA OKPYKHOCTU
CpaBHEHWs, MUKPOYaCTULLbl HE COBMIatoTCsl CO CBOEro MecTa B npeaenax nonsi 3peHusi OKyrsipHoOW CeTKN.

4.2.3 OnsunamepeHus 6enbix v NpospaqHbiX MUKpOYacTuL criegyeT UCNoNb3oBaTh BHYTPEHHUI AnamMeTp CBETNbIX
OMOPHBIX OKPYXHOCTEW, ANs W3MepPeHWsl TEMHbIX MMUKPOYacTUL — HapyXHbIi AMaMeTp YepHblX HEenpo3payHbIX
OKPY>KHOCTEW CPaBHEHMUSI.

.4.2.4 Pokycmpysa OKyNsApHYO CETKY perynnpoBaHnemM amonTpUMHOro KonbLa npaBoro OKynsapa, NOBopa4vmBaloT ee
B NPaBoOM OKynisipe Tak, 4Tobbl NMHeNHas WKana Haxoaunack BHU3y Nons 3peHusi, Habnioaas nccnegyemoiit obpaseu He B
dokyce.

4.2.5 dokycupyloT Mmukpockon Ha uccnegyemsin OVP. Habnwogaiotr OVP Tonbko Yepes npaebivi okynsp. Habnto-
Aas Yyepes NeBbIN OKyNsAp U perynupysa QuonTpuiiHoe konbLo, gobueatotcs okycupoBky nccnegyemoro OUP.

4.2.6 TMpwvBbINONHEHUN NOMNHOIO NoACHETa HE NMPVHUMAIOT BO BHYMaHWE MNorie 3peHnsi CETKU, OrpaHnyeHHoe 6onb-
LLIOW OKPYXKHOCTBIC. CMone3yoT BEpTMKaNbHOE NepekpecTLe.

4.2.7 CkaHupytoT BClo MembpaHy cnpaea HaneBo No TPaekTopuK, KOTopas MPUMLIKAET, HO HE NEPEKPLIBAET Nep-
BYIO TPAEKTOPMIO CKaHMPOBaHWSA. [TOBTOPSIOT Npoueaypy, NepemeLlasicb BNpaBo-BIeBO, NoKa Bce HacTuupl Ha meMGpaxe
He ByayT nogcunTaHsl.

.4.2.8 3anucbiBatoT o6liiee YMCro YacTuL, pa3mepbl KOTOpbIX cocTaensoT 10 MkM unu 6onee, n obLiee Yicno vac-
TUL, pasmMepbl KOTOPbIX COCTaBNAT 25 MkM unu Gonee.

I.4.3 Mpasuna o6pabomku pe3ynbmamos aHasu3a
.4.3.1 PaccunTbIBalOT YMCMNO YacTHL Ha KOHTeNnHep No hopmyne
PV, (r.2)

rae P — obee YMcno nogcymMTaHHbIX YacTuL;
V — ob6bem ucneityemoro OUNP, mn.
I.4.3.2 KoppektupytoT cTeneHb pasbaBneHus Ans nony4eHuns Yncna MmkpodacTuu npw nogrotoske OUP, 1. e. pac-
CUUTLIBAIOT YNCO BbISIBIIEHHBIX MUKpOYacTuL, Ha 06bem nccnegyemoro OUP.
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MpunoxeHne [
(obsazaTenbHoOe)

UcnbimaHue OUP memodom eHympuznasHoll uMnnasmayuu

0.1 O6wwme TpeboBaHMA

0.1.1 MNpu npoBegeHUM NCNblTaHVsi BHYTPYIMa3HoM uMnnaHTaumm NPoBoOAAT OLEHKY MECTHOTO AEeNCTBUS Ha XXUBYIO
TKaHb 06pa3suya OWP, UMNNaHTUPOBaHHOIO XMPYPryeckuM crnocobom B MECTO, COOTBETCTBYIOLEE NPeayCMOTPEHHOMY
NMPUMEHEHMIO, MaPLUPYTY M ANUTENBHOCTU KOHTaKTa Kak Ha MUKPO-, TaK U MaKpPOYPOBHSIX.

[.1.2 O6wme TpeboBaHUs K MCMbITAHVSIM HA UMINNAHTALMIC COOTBETCTBYIOT YKa3aHHbiM B FTOCT P MCO 10993-6n
FTOCTP CO 10993-12.

[.1.3 B kayecmse mecma 015 umnnaHmayuu moxem bbime UCronb308aHa rnepedHas kKamepa unu cmeknosudHas
10510CMb 271238 XXUBOMHO020, 1odxo0sue20 Orst UcrbImaHus.

0.1.4 B cooTBeTcTBUM C TpeGoBaHUsiMK [5] UCnbITaHME HA JKMBOTHOM AOIMKHO ObITh COKpALLEHO 40 ONpaBgaHHOIo
MUHVMMYMa.

0.2 Mopsaaok npoBeaeHUA NCNbITaHUA

0.2.1 HeobGxoammelii 06bem OUP, cooTBeTCTBYIOWMIA NpeArionaraeMoMy UCNONbL30BaHWUIO, BBOAAT B 11epeOHIor
Kamepy unu 8 nepedHIK Yacmb CMeKo8uOHOL Monocmu znasa.

0.2.2 AmnnaHtaumio ocyLLecTeNAIT C MMHMMAanNbHO BO3MOXHOW TPABMOW rnasa ans 1oro, 4tobbl xupyprudeckas
Tpaema rnasa He MackupoBana noBpexaeHusl, NonyyYeHHbIe B pesynbTaTe BO3AeWCTBUA UCMBbITYEMONO UITN KOHTPONBHOTO
OunP.

0.2.3 BkadecTBe 06pasya cpaBHeHWUs1 UCMONb3YIOT APYron 3apercTpupoBaHHeit OUP, npucyTcTByOWMIA Ha pbiHKe
He MeHee MATU NeT U NpeaHa3Ha4eHHbIN 411 TEX XKe Lenemn.

0.3 MpaBuna o6paboTkun pe3ynLTATOB UCNLITAHNA

[.3.1 BocnanuTtenbHas peakuus rmasa, Bo3Hukawwas nocne BeegeHna OUP, aomkHa NocTosIHHO KOHTPONUpPO-
BaTbCS M KNaccunumMpoBaThCs COrMacHo CTaHAAPTU30BaAHHON CUCTEME KONMUYECTBEHHLIX NoKasaTtenen anst BoMmMkpoc-
KOMU4YECKOro NceneaoBaHus ¢ UCnonb30BaHNEM LLLENTEBOW Namibl Yepes 4—06 4 1 GUOMMKPOCKONMYECKOro UCCIeA0BaHUSA U
M3MepeHUs TONMWMHLI POroBuLbl Yepes 24, 48, 72 un 1 Heg nocne BBegeHns OUP.

[.3.2 BHyTpurnasHoe gaBneHvne nuamMepsioT B MOMEHTbI BpEMEHN, yKa3aHHbIe B OLEHKe pucka. [lonyckaercs npueo-
ANTb 4ONONHUTENbHbIE OLEHKN B 3aBUCUMOCTU OT ANMNTENbHOCTU U3YHEeHUA nMmnnaHTauun.

0.3.3 PesynbraThl UCNbITAHWIA JOITKHbI ObliTb 38HECEHLI B OKOHYaMebHbIt omyem.
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Mpunoxenne E
(obsazaTrenbHOe)

TpebogaHus k KIUHUYECKOMY ucnbimaHuio OUP

E1 O6wme TpeboBaHuna

HonxHbl 6bITb NpUMEHeHbI 06wre Tpe6oBaHUs! K KMHUYeCKMM ucrbiTanusm no FOCT P 52458 n wactHule TpeGoea-
Hus noapa3sgenos E.2—E .4 HacToswero npunoxeHus.

E.2 MnaH KNMHMYECKOro ncnbITaHms

E.2.1 JonxHo 6biTb NpOBEAEHO CTATUCTUUECKOE KITMHUYECKOE UCTIBITAaHNE B KOHTPONUpyemblix ycnoBusix. Llenbio
nccneaoBaHus 4omkHa ObITh ZOKYMeHTanbHO nogTeepxaeHHas 6esonacHocTb HoBoro OVP Bo Bpemsi onepaumm rno cpas-
HeHuto ¢ KOHTponbHbIM OUP. AHann3 puckoB JOIDKEH ONpeAennuTb UCXOAHYIO TMNoTe3y, a Ainsi pacyHeta Heo6XxoAMMOoro umc-
na cyObeKTOB B K&XX,0M KOHTPOJSILHOW Ipynine AOIKHbI ObiTb MCNONb30BaHbl CTaHAAPTHbIE GuocTaTMcTUYeckne hopmynbl.

E.2.2 KoHTpONnbHbIM pPacTBOPOM AOMKeH ObiTb JoKyMeHTUpoBaHHbii OUP, wupoko npogaBaeMbiil B TeueHue
NOCNeaHuX NATY NeT, NpeAHa3HA4YeHHbIN Y YTBEPXKAEHHbIW ANs TOro Xe npuMmeHeHusi. Yncno He AoBEeEHHbIX A0 KOHUA
CyGbeKkTOB B KaXA0W KOHTPOIbHOW rpynne JOMKHO cocTaBnsitb He Gonee 10 % o6wero uMcna BOBMEYEHHbIX B
nccnegoBaHue cybbLekToB.

MpwumeuyaHun e— MccnegoBaHusi, N(POBOAUMbBIE B OAHON CTpaHe, MOTyT NPUBECTU K MOSIBITEHWIO AONONHUTE b~
HbIX Tpe6GoBaHWIA MO BbIMONHEHWIO NPABOBLIX HOPM B APYIYX CTpaHax.

E.2.3 Kaxabii kKnMHU4YeCckun ncnbiTatenb JOMMKEH NPOBOAUTL OAUHAKOBYIO XMPYPIMUECKYIO onepaumio Ansi Bcex
CybObeKToB.

E.2.4 HaGniogartenuHe gOMKHbI NPUHMMATH yHacTUE B KITMHUYECKOM MCTbITaHUK. ECriv Henb3s fOCTUIHY Tb CPaBHU-
TeNnbHOro nccnegoBaHnAa HOBOro u KOHTpPOI1IbHOIo OVlP, nocneonepaunoHHbIe uccrneagoBaHnUA MOXET NPpoOBECTU HE3aBUCKH-
Mblli HAOMoaaTeNb, KOTOPLIN He AOIMKEH 3HaTb, kako OUP 6bin ncrnonb3oBaH.

E.2.5 OnutencHocTe ucnonb3osaHus OUP n o6beM, NPUMEHAEMBIN ANs Kaxaoro cybbekTa, AOMmMKHbI ObITb noa-
TBEPXAEHbI JOKYMEHTAalNbHO.

E.2.6 CepbesHble HEGNaronpusaTHbIE ONEPaLMOHHbBIE U NOCNEONePaUNOHHbIE UCXOAbI, a TaKkke BpeaHble BO3Aen-
ctBusi OVIP gorkHbl ObITb JOKYMEHTaNbHO NOATBEPXAEHbBI N 3aHECEeHbl B OKOHYAaTeNbHbIW OTYET B COOTBETCTBMM C
FTOCT P 52458.

E.2.7 Cy6bekToB HabniogaroT 40 onepaummn u vepes cneayiowme NpoMeXxyTku BpeMeHn nocne onepauuu: (6 £ 2)y
(TonbKko AN N3MepeHUsi BHYTPUINa3Horo faeneHuns); (24 + 4)4; 1 Heg + 2 cyT; 1 mec £ 7 cyT; 3mec + 2 Hea.

E.2.8 Bnpouecce knuHUYeCKUx ucrsimaHuli O0mkHb! 6bimb OUEeHEHb! CrIedyiouue NepemMeHHbIe napamempsi:

a) rocrieornepayuoHHOE U3MEHEHUEe 8HympuanasHo20 8asneHus,

6) monuwuHa pozosuysl,

8) YUCO0 KIemoK 3HO0Menus poeosulbl,

2) ocmpoma 3peHus,

8) Opyaue napamempsbi, UOSHMUPUUUPYSMbIS OUSHKOU PUCKA.

E.3 OueHka napameTpoB

E.3.1 NocneonepaunoHHOe U3MEHEHWE BHYTPUINa3HOro AaBNeHNA

Ecnu oueHka pricka ykasbiBaeT Ha He06X0AMMOCTb MOHUTOPUHIA BHYTPUINA3HOTO AaBINeHus], TO ero cregyeT name-
psiTb C NOMOLLbIO annnaHauuoHHOro ToHomeTpa [onbamaHa. [laBnenne cnegyet U3MepsiTb MPU K&XAOM NOCELLEHUN
cybbekTa.

E.3.2 TonwwHa poroBuubl

Ecnu oueHka pucka ykasbiBaeT Ha HeoBXoauMOCTb U3MEPEHNA TONWMWHBLI POTOBULbI, TO M3MEePEHUsi NPOBOASAT A0
onepauuv nyepes 24 4, 1 Heg n 1 Mec nocne onepayuu.

E.3.3 MocneonepaunoHHaa BocnanMTenbHasa peakuma rnasa

CreneHb peakumm BOCTNaneHus rnasa oueHnBaT MeTogoM GMOMMKPOCKONNUM C UCMONB30BaHNEM LLENEBON NaMnbl 1
KITMHUYECKN KNaccu@uUUMPYoT NMpy KaXK4oM MoceLLeHUN 3a UCKINIoYEeHNEeM NoceleHns Yepes 6 u.

E.3.4 CocTosiHne aHAOTENUSA pOroBulibl

CoCTosHWE 3HOOTENNs POrOBULEI OLEHMBAIOT MyTeM NOACHETA YMCha KNeTOK S3HAOTENUs! POroBuLibI 0 ONepaLmn n
yepes 3 Mec nocrne onepauun.
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E.3.5 OcTpoTta 3apeHun
CKOpPEKTMPOBaHHYIO OCTPOTY 3peHUsl M3MePSIIoT A0 onepaumnmn v yepes 1 Hed, 1 n 3 mec nocne onepaumn.

E.4 Mpumepkl pacyeTa yncna cy6bLeKToB, HEO6XOAUMOro ANsA NPOBeAEHUA KNMHUYECKNX CNbITAHNIA

E.4.1 PacueTtuncna cybbeKkToB AnNs N3aMepeHns TONWNHbI POroBULbI

E.4.1.1 MNpumep OCHOBaH Ha U3MEHEHUM TOSLLMHbLI POTOBMLbI B KAHECTBE OCHOBHOIO KpUTEpUS. 3a HyneBylo rmrnoTe-
3y (Hp) NpyHUMAaIOT TO 0BCTOATENLCTBO, KOra PasHnLa B N3MEHEHUN TOMLUNHEI POrOBULbI UCTBITYEMOrO U KOHTPOMBHOMO
OWP go onepauum u vepea 24 4 nocrne onepauuy 6onbLue Uy paeHa 3agaHHOMY Npeaeny KINMHNYECKOW SKBMBANeHTHOCTH
(A, Mm). AnbTepHaTMBHOW rMnoTeson (H,) ABnseTca 70 06CTOATENBCTEO, KOrAa pasH1La B MUSMEHEHNI TOSLLMHbBI POrOBULb
NCIMbITYEMOTO W KOHTPOoNbHOro OMP o onepaumu n yepes 24 4 nocne onepaummn MeHbLue 3a4aHHOro Npeaena KMHUYeCKom
3KBMBANEHTHOCTU (A, MM).

Takum o6pasom

HO: “’L test ~ Hcontrol | 2A H1: “‘Ltest =~ Keontrol | <A, (E"])

r0e M est¥ Hcontrol — CPEAHME 3HAYEHUA YMCra CyGbLEKTOB ANSA NCMbITYEMOI M KOHTPOIIBHOM rpynn.

E.4.1.2 YTo6bl NOCTPOMTE ABYXCTOPOHHUI AOBEPUTENBHBIN MHTEPBAN AN1A Pa3HULbl B UBMEHEHUW TONLLMHbI POro-
BULbI, KOTOPBIM HAXOAUTCA BNpegenax+ A, MM, KOrda UCTMHHAsA pasHuLa paBHa Hymio, Mpu MowHoOcTn 80 % 1 cTaHaapTHOM
OTKNOHEHWM Ansi UBMEHeHWs 6, MM, Heobxoaumoe YMcrno cybbLEKTOB B rpynne pacc4MTbiBaeTca No cneaytowen opmyne:

o L20%Zaz 22 _20%(196 +1.28)° (E.2)
A? A? '
rae z, ;, U Z,;, — CTaHAapTHble HOPMarbHble OTKIOHEHMS!, COOTBETCTBYIOWME of2u B/2.

E.4.1.3 Wcnbityembirt OUP cunTaloT skBMBaneHTHbIM KOHTponbHoMy OUP, ecnun asyxctopoHHuii 95 %-Hbin aose-
pUTENbHBIA MHTepBan ANs pasHuLbl B UBMEHEHUM TOSLMHBLI POFOBULLI HAXOAUTCS B COOTBETCTBYIOWMX Npeaenax KNMHu-
YECKOV SKBUBANEHTHOCTU + A, MM.

Ecnu cTaHgapTHOE OTKMOHEHUE NPU M3MEHEHUM TOMLUHBLI POTOBULILI 0 Onepauuy n vepes 24 4 nocre onepaummn
coctasnsieT 0,05 MM, a npeaen KIMHNYECKOW 3KBUBANeHTHOCTU yCTaHOBIEH Ha + 0,025 MM, B cnbITyeMon rpynne AOmKHO
ObITb 86 cybbekToB. HdononHutensHble cyobekTbl, He MeHee 10 %, AOMKHbI 6bITb BKMKOYEHBI B UCTILITAHUS, YTOGbLI
npeaycMoTpeTb OTCEB.

E.4.2 Pacuyetuyncnacyb6bekToB ANA NoAcCUHeTa KNeToK S3HA0TeNnuA

E.4.2.1 Tprmep OCHOBaH Ha NPOLEHTHOM U3MEHEHUN KNETOK 3HAO0TENNA B KA4YECTBE OCHOBHOIO KOHEYHOIO KpnTe-
pus. 3a Hynesyto runoTesy (Hg) NPMHMMAIOT TO 06CTOATENLCTBO, KOFAA Pa3HNLA B NPOLIEHTHOM M3MEHEHNW KNETOK SHAOTE-
NS UCNbITYEMOTO U KoHTponbHoro OVP go onepaumu u cnycta 3 mec nocne onepauumn Gonble unu paBHa 3agaHHOMY
npegeny KIMHWYECKO 3KBUBANEHTHOCTU (A, MM). AnbTepHaTUBHOW rMNoTeson (H4) ABnsieTcs To 06CTOATENLCTBO, KOraa
pasHuua B NPOLEHTHOM M3MEHEHUW KITETOK SHAOTENUA UCMLITYEMOro U KoHTponbHoro OUP go onepauum n cnycta 24 4
nocre onepaummn MeHbLLe 3a4aHHOTO Npeaena KNMHUHECKOW SKBUBANEHTHOCTH (A, MM).

Taknm obpasom:

Ho: 11 test = Meontrol | 28 Hyi | Best = eontrol | <A (E.3)

A€ K 1ot Ml eontrol — CPEAHME 3HAYEHNs uncrna cyGbeKToB Ans UCMbITYEMON M KOHTPOITLHOW rpynn.

E.4.2.2 YTtob6bl NOCTPOWTHL ABYXCTOPOHHUI OBEPUTENbHbIV UHTEPBAN A5 pa3HuL bl B NPOLEHTHOM U3MEHEHUU KIe-
TOK 3HAOTENWS!, KOTOPbIV HAXOAUTCA B Npedenax + A, MM, Korga MCTUHHasA pasHuua paBHa Hynto, npy MowHocTn 80 % un
CTaHZapTHOM OTKITOHEHWW ANs M3MEHEHUs o, MM, Heobxogumoe 4ucrno CyObEeKTOB B rpynne paccynTbiBaeTcs no
cnegytoien oopmyrne:

20%(Zos2 +25/2)°  26%(1,96 +128)2 (E-4)
A2 - A2 ’
rae z, , V Zy, — CTaHAapTHbIE HOPMATbHbI@ OTKIIOHEHNS, COOTBETCTBYIOWME o 2n p/2.

E.4.2.3 Wcnbityembirt OUP cunTaloT SKBUBaNEeHTHbIM KOHTpornbHOMY OUP, ecnu AByxcTOpoHHUI 95 %-Hblll gose-
pUTENbHBIM MHTEPBAan A5 PasHuLbl B NPOLEHTHOM M3MEHEHUW KNETOK SHAOTENUsSI HAXOAMTCA B COOTBETCTBYIOLLMX Npeae-
Nax KNMUHUYECKON SKBUBANEHTHOCTU + A, MM.

Ecnu cTaHgapTHOE OTKINOHEeHWe Npy NPOLEHTHOM M3MEHEHUM KNEeTOK SHOOTENUs 10 onepaumm u yepes 3 mec nocne
onepauuu coctasnsieT 15 %, a npegen KMHUYECKON 3KBMBanNeHTHOCTW YCTaHOBMNeH Ha + 7,5 %, B NCNbITyemMon rpynne gon-
XHO BbiTb 86 cybbekToB. [lononHuTenbHble CyObekTbl, He MeHee 10 %, JOMKHbI ObiTb BKITHOYEHb! B UCTbITAHKSA, YTOBbI
npeaycMoTpeTb OTCEB.
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MpunoxeHne X
(cnpaBo4Hoe)

CBeaieHUA 0 COOTBETCTBUU CCbITOUYHbIX MeXxAayHapoaHbIX CTaHOapToOB
HauUOHanbHbIM CTaHAapPTaM Poccuiickon CDe,qepau,vm, UCnonb30BaHHbIM B HaCTOALWlEeM CTaHAapTe

B Ka4yeCcTBe HOPMaTUBHbIX CCbINTOK

K.1 CpaBHeHWe CCbINOYHbIX MEXAYHaPOAHbIX (PErMoHarbHbIX) CTAaHAaPTOB C HAaLMOHAanNbHbIMK cTaHaapTamm Poc-
cuiickon eaepaunm, NCMONb30BaHHBIMU B HACTOSILLLEM CTaHAAapTe B Ka4eCTBE HOPMaTUBHBIX CChINOK, NPYBEAEHO B Tabnu-

ue XK.1.

T a6 nwuuy aX.1— CpaBHeHMe CCbINOYHbIX MEXAYHAPOAHbIX (PErMOHaNbHbIX) CTaHAAPTOB C HAUMOHATBHbIMY CTaHaap-
Tamm Poccuiickon egepaumm, NCNonb3oBaHHbIMY B HACTOSALWEM CTAaHZAPTE B KA4eCTBE HOPMAaTMBHbIX CChIITOK

OB603Ha4YeHUe CChINOYHOTO
HaLMOHAanNbLHOro cTaHaapTa
Poccuiickon ®enepauum

O60o3HaveHne U HaMMEHOBAHUE CChINOYHOIO MEXAyHapoaHOro craHgapTa u
yCrnoBHoe 0603HauYeHne CTENEHN COOTBETCTBUS CCINTOYHOMY HAaLMOHANBHOMY
cTaHaapTy

FOCT P NCO 10993-1—2009

MNCO 10993-1:1997 OueHka BUONMOrMYEcKoro AenCTBUS MEAULUHCKUX n3ae-
nvi. Yactb 1. OueHka n uccnegosanus (IDT)

FOCT P NCO 10993-5—2009

MNCO 10993-5:1999 OueHka BUMONMOrMYEcKoro AenCTBUS MEAULUHCKUX n3ae-
nvi. Yacte 5. WccnegoBaHust Ha LMTOTOKCMYHOCTL: MeToabl in vitro (IDT)

MOCT P NCO 10993-6—2009

MNCO 10993-6:1994 OueHka BUONMOrMYECKOro AeNCTBUS MEAULUHCKUX n3ae-
nvi. Yacte 6. WccnegoeaHus mecTHOro gencteusi nocne umnnantaumm (IDT)

MOCT P NCO 10993-7—2009

MNCO 10993-7:1995 OueHka BUONMOrMYECKoro AeNCTBUS MEAULUHCKUX n3ae-
nvi. Yactb 7. OcTaTouHoe coaepkaHue aTuneHokenaa nocne crepunusauum (IDT)

MOCT P NCO 10993-9—2009

MNCO 10993-9:1999 OueHka BUONMOrMYECKoro AencTBUS MEAULUHCKUX u3ae-
nvn. Yactb 9. OCHOBHbIE MNPUHLMMBI MAEHTUMUKALUKM 1 KONUYECTBEHHOIO onpeae-
NeHust NoTeHumnanbHbIX NpoaykToB aerpagauum (IDT)

MOCT P NCO 10993-10—2009

MCO 10993-10:2002 OueHka 6MONOrMYeCKoro AeUCTBUS MEANLMHCKUX n3ae-
nvi. Yactb 10. WccnepoBaHus pasgpaxarolero 1 CeHCUbMnuanpyowero aew-
ctus (IDT)

MOCT P NCO 10993-12—2009

MCO 10993-12:2007 OueHka 6MONOrMYeckoro AeUCTBUS MEAULMHCKUX n3ae-
nvi. Yactb 12. lMpurotoenexnne npo6 n koHTporbHble 06pasupl (IDT)

MOCT P NCO 14630—1999

NCO 14630:1997 HeaktuHble xvpyprudeckue nmnnantartbl. Obwme TpeboBa-
Hus (IDT)

MOCT P NCO 14971—2009

MNCO 14971:2007 MeguumHckme nagenus. NpuMmeHeHne MeHePKMEHTa pUcKka K
mMeanumuHckum nagenvsm (IDT)

MOCT P NCO 15223—2002

MNCO 15223:2000 MeguumHckue nsgenus. CumBonsl, NpUMEHsiEMbIE NpK Map-
KMPOBaHMUN HA MEANLUHCKUX U3OENWAX, ITUKETKAX U CONPOBOANTENBHON JOKYMEH-
Tauwm (IDT)

MOCT P 51148—1998

MOCT P 51609—2000

MOCT P 51892—2002

MOCT P 52458—2005

MCO 11979-7:2001 MmnnaHTaTel obTansmonormieckne. BHyTprrmasHbeie nun-
3bl. Yactb 7. KnuHuueckne ncenepgoeanusi (MOD)
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Mpunoxenve U
(cnpaBouHoe)

ConocTaBrneHue CTPYKTYpbl HacTosiLero ctaHaapra co CTPYKTYPON NPUMEHEeHHOro
MeXayHapogHoro craHgapta

.1 ConocTaBrieHne CTPYKTYpbl HACTOAWEro CTaHAapTa Co CTPYKTYPOW NPYMEHEHHOTO B HEM MEXAYHapoaHOro
cTaHgapTanpegcTaeneHo B Tabnuvue W.1. YkasanHoe B Tabnvue nameHeHve CTPYKTYpbl MEXTOCyAapCTBEHHOro cTaHgapTa
OTHOCUTENBHO CTPYKTYPb! NPUMEHEHHOTO MeXayHapoaHOro cTaHaapTa o6ycnoBrneHo NprYBegeHWeM ero B COOTBETCTBUE C
TpeboBaHusmn FOCT P 1.5.

Tabnwuuya M1 — ConocTaBneHne CTPYKTYpbl HACTOALLErO CTaHAapTa co CTPYKTYPON NPUMEHEHHOTO B HEM MEXAyHa-
poaHoro ctaHpaprta

CrpykTypa mexayHapoaHoro craHgapta MCO 16671:2003 CTpyKkTypa HacTosiLLero cTaHgapTa
1 OGnacTtb pacnpocTpaHeHusi 1 O6nactb NpUMEHeHus
2 CcbIfnkn Ha HOPMaTHBHbIE OOKYMEHTbI 2 HopmaTuBHble CCbIMNKK
3 TepmuHbI n onpeaeneHns 3 TepmuHbl 1 onpeaenenmus’”
4 Tpegrnonaraemble XapaKTepucTUKK 4 O6wwe TpeboBanus 6esonacHocTn OUNP
4.1 TpeboBaHusi K NPedyCMOTPEHHBIM XapakTepucTuKam
5 KOHCTPYKTMBHblE 0COBEHHOCTU 4.2 TpeboBaHUsi K KOHCTPYKTUBHBIM ocobeHHocTam?
5.1 O6LwWwwe nonoxeHus 4.2.1 O6wme TpeGoeaHus
5.2 KoHueHTpaumsi KOMMNOHEHTOB 4.2.2 TpeboBaHuA K KOHUEHTpaLUM KOMNOHEHTOB
5.3 Vcnoneayemas Boga 4.2.3 TpeboBaHuA K UCNonb3yemon Boae
5.4 XapakTepucCTuKM roToBOro nagenus 4.2.4 TpeboBaHuA K onpeaeneHnio XapakTepucTuk
5.4.1 O6wume NonoxeHus rotoBoro OUP
5.4.2 TMokasatenb pH 1 6ydepHasn eMKocTb 4.2.4.1 O6wue TpeboBaHusi
5.4.3 Xumuueckne n Guonornveckue (3arpAasHaowme) 4.2.4.2 TpeboBanus k nokasaternto pH n 6ydepHon
npuMmecu cnocoBHocTn
5.4.4 OcMOTUYHOCTB 4.2.4.3 TpeboBaHUsi K XMMUYECKMM U BMONOrMYECKUM
5.4.5 CnekTtpanbHbii KO3(PDULNEHT NPOMyCcKaHUs 3arpsA3HAIOLLUM NPUMECAM
5.4.6 Mukpo4acTumubl 4.2.4.4 TpeboBaHUA K OCMOTUYECKOMY AABNEHUIO
5.4.6.1 O6wme ceegeHusi (YuteHo B 4.2.4.6) 4.2.4.5 TpeboBaHus K CNEKTpanbHOMY KOS DULMEHTY
5.4.6.2 Buagnmble yactuubl (YuteHo B 4.2.4.6) NpOoNycKaHus
4.2.4.6 TpeboBaHus K MMKpoOHacTULam
6 OueHka CTpyKTYpbI 5 TpeboBaHus K OLEHKE KOHCTPYKUUN ounp?
6.1 O6Lwwme nonoxeHus 5.1 OGwwme TpeboeaHnn
6.2 HoknunHunyeckas oLeHka buonorn4eckon 5.2 TpeGoBaHusi K AOKITMHUYECKOW OLEHKEe
6e3onacHocTn 6Guonornyeckon 6e3onacHoOCTH
6.2.1 O6Lwwme nonoxeHus 5.2.1 Obwue TpeboBaHuA
6.2.2 WcnbiTaHne Ha GakTepuarnbHble 3HAOTOKCUHbI 5.2.2 TpeboBaHWA K OUEHKE Ha Hanu4ne
6.2.3 lMocneonepaunoHHas BocnanutenbHasi peakuus GakTepmnarnbHbiX 3HAOTOKCUHOB
rnasa 5.2.3 TpeGoBaHWA K UCMBITAHUIO HA
nocrneonepaunMoHHy0 BOCNANUTENbHYIO Peakumio rnasa
6.3 KnuHun4eckas oueHka 5.3 TpeboBaHWs K KITMHUYECKOW OLeHKe
5.3.1 O6wwe TpeboBaHusi
7 Crepunusaums 6 TpeboaHus k cTepunbHocT ONP
8 CrabunbHocTb nagenus 7 TpeboBanusa k ctabunsHocTn OUP
9 YnakoBka 8 Tpebosanus k ynakoske OUVP
9.1 3awmTa oT NOBpeXAeHWsl BO BPEMSI XpaHeHus1 U 8.1 TpeboBaHuWs K 3alLMNTE OT NOBPEXAEHUSA
TPaHCMOPTUPOBaHUSI

9.2 MopaepxaHue CTepUNBHOCTM NpU TpaHcnopTupoBke | 8.2 TpeGoBaHWA K 3almTe CTEPUNBHOCTH

10 MHtopmauums, npegocTapnsieMasl U3roToBuTenem 9 TpeboBaHusi kK MHbOPMaUMY, NPeaOCTaBNAEMON
narotoputenem OUP
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lpodomxerue mabnuusi N.1

roCT P 53468—2009

CrpykTypa mexayHapogHoro ctaHaapta MCO 16671:2003

CTpyKTypa HacTosiLLero cTaHaapTa

Mpunoxenue A (cnpaBoyHoe) MNprumep meToga
n3amepeHusi nokasatens pH u onpegenexuns 6ydepHon
EMKOCTU

MpunoxeHue A (cnpaBoyHoe) MeToabl VI3M8;36HVIF| pHw©
onpenenenusi GydepHoii cnocobHocTn OUP?

A.1 O6wwe cBeageHus
A.2 O6opygoBaHue U peakTuBbl

A.1 O6wwe TpeboBaHusi
A.2 TpebBoBaHusi kK 060pyAOBaHMIO 1 BCMIOMOraTernbHbIM
yCTpONCTBam

A.3 MeTtoauka

A.3 TMopsgok NoAroToBKW, NPOBEAEHNSI MU3MEPEHUN U
npasuna o6paboTkn pe3ynbTaToB U3MEPEHNS

MpunoxeHue B (06si3aTenbHoe) 3arpsisHeHve
MUKpoYacTuLaMu (BUOUMbIE MUKPOYACTULLbI)

Mpunoxexue b (o6si3aTensHoe) MeTon NpoBepkm
3arpsisHeHnst ONP BugumbiMm Mukpovactmuamm

B.1 O6wue ceeaeHus
B.2 Yctpowncteo

B.3 Metoguka

Bb.1 O6wwe TpebGoBaHus

b.2 TpeboBaHusi kK 060pyaOBaHMIO M BCNIOMOTaTenbHbIM
yCTpONCTBaM

b.3 Mopsgok NnoaroToBky, NPoOBeAEHUS NPOBEPKN U
npasuna o6paboTky pe3ynbTaToB NPOBEPKU

Mpunoxerue C (cnpaBoyHoe) Mukpockonuyeckui
aHanu3 TBepAplX HYacTuy,

Mpunoxenune B (cnpaBoyHoe) Memod riposepku
3aepsisHeHuss OUP HesuduMBbIMU MUKpOYacmuyamu®

C.1 O6buwue cBeaeHus
C.2 YcTpownctBo

C.2.1 O6wme nonoxeHms
C.2.2 MNpepen kOHUEHTpaumm

C.2.3 duHamunyeckuin guanasoH
C.2.4 Bopga, oumweHHas oT YacTtumy
C.2.5 KannbpoBka

C.3 Metoaguka

C.3.1 KoHTponbHOe ucnbiTaHue
C.3.2 MeTop

B.1 O6wue TpeboBaHus

B.2 Tpeb6oBaHusi k 060pyg0BaHMIO Y BCMOMOraTenbHbIM
yCTponCTBam

B.2.1 O6wwe TpebGoBaHus

B.2.2 TpeboBaHus k npegeny uamepeHusi KOHLEeHTpaLum
Jarumka

B.2.3 TpeboBaHus kK AUHAMUYECKOMY AManasoHy
Jaruvka

B.2.4 TpebGoeaHus k BOAe

B.2.5 TpeboBaHus k kanubpoBke

B.3 lMopsipok NnoaroToBky, NPoOBeAeHME NPOBEPKU U
npasuna o6paboTky pe3ynbTaToB NPOBEPKU

B.3.1 O6wwe TpeboBaHus

B.3.2 Mopsgok NoaroToBKM K NPOBEAEHUI0 KOHTPOSBbHOM
npoBepku

B.3.3 lMopsaok npoBeaeHnsi NPOBEPKU U OLEHKa
pe3ynbTaTtoB

Mpunoxenue D (cnpaBo4Hoe) MeTtog vcnbiTaHusi ¢
3aropaxviBaHuemM cBeTa Npu 3arpsisHeHUm
MUKpovacTuuamu (CybBuamMmMble YacTuLbl)

Mpunoxenue I (pekomeHdyemoe) MrKpOCKONMYECKUI
aHanm3 TBepabIX (HeBUANMBbIX) MukpouacTuy?-?

D.1 Beeaenue
D.2 WcnbiTaTenbHasi ycTaHOBKa

D.2.1 Mwukpockon

D.2.2 Oceetutenu

D.2.3 OkynsipHas ceTka

D.2.4 MukpomeTp

D.2.5 Yctponcteo unbTpauum

D.3 Metoa

D.3.1 lMoagrotoBka

1.1 BHewHwne ycrnoBus Npu ncnbiTaHnm

1.2 lNogroToBka MMKpOCKoNna

1.3 Pab6ota okynsipHow ceTku (yu4TeHo B IM.4.2)
1.4 TMogrotoBka ycTponcTBa hunstpaumm

2 MeTtoguka ucnbiTaHum

2.1 lNpenapaTbl 4NA UcNbiTaHUA

D.3.2.2 Onpegenenue npoaykTa (kugkve npenapatbl)
D.3.3 Mopgcuet vactuy,

D.3.3.1 O6wwme nonoxeHus

D.3.3.2 MeTtoauka nonHoro nogac4yerta

siviviviviw

3.
3.
3.
.3
3.
3.

.1 O6wwe TpebGoBaHus

.2 TpeboBaHusi kK 060pygOBAHUIO U BCNIOMOTaTenbHbIM
yCTpONCTBaM

[.2.1 Mukpockon

2.2 Oceetutenu

.2.3 OkynsipHasi CeTka C OKPY>KHOCTSIMM

2.4 ObGBLEKT-MUKPOMETP

[.2.5 YcTponcTeo unbTpauum n BCnoMorarterbHble
NPUHAANEXHOCTH

.3 lNopsidok noG20mosKuU K rpo8edeHuUro aHanu3a
[.3.1 Obwue mpebosarus

.3.2 lNoGzomoska MuKkpockona

I".3.3 odzomoska ycmpolicmea punbTpauum
.3.4 lNodzomoska Kk aHanu3sy ucrisimyemsix OUP

.4 [llopsidok nposedeHus aHanusa

4.1 Mopsigok aHanusa ucnbityemolx ONP

4.2 [Nopsdok nposedeHusa pabom ¢ oKynapHoU cemkoll
u nodcyem MuKpodacmuy,

4.3 [llpasuna obpabomku pe3ynbmamos aHanusa

21



FOCT P 53468—2009

OkonyaHue mabnuusi N.1

CrpykTypa mexayHapoaHoro craHgapta MCO 16671:2003

CTpykTypa HaCcTOSLLEro cTaHaapTa

Mpunoxenue E (obsizaTensHoe) WcnbiTaHue Ha
nvnnaHTauuio BHyTPb rnasa

Mpunoxenve [l (o6si3aTenvHoe) Mcensimarue OUP
Memodom sHympuzna3Hol umniaHmayu

E.1 O6wue cBeaeHus
E.2 MeTtoguka ncnoiTaHusi
E.3 OueHka ncnbiTaHus

0.1 Obwume TpeboBaHus
0.2 TMopsgok npoegeHus nenbiTaHus
0.3 TMpaeuna 06paboTku pe3ynbTaToB UCMbITaHUS

Mpunoxenue F (cnpaeovHoe) KnuHudveckoe ucnbiTaHne

MpunoxeHne E (o6si3atensHoe) TpebosaHus K
KIUHUYECKOMY uchbimanuo ONP?®

1 O6wue nonoxeHus

2 TnaH KNMHWYECKoro NCnbITaHWs

3 KoHeuHble pesynbraTsl

3.1 MNocneonepaunoHHOE N3MEHeHNe daBneHnst

2 TonwuHa poroBuubl

F.
F.
F.
F.
F.
F.3.3 MocneonepaunoHHoe BocnaneHme

3.
3.

F.3.4 MopgcyeT KNeTOK 3HAO0TENnusA

F.3.5 Ocrporta 3peHus

F.3.6 JononHuTenbHble KOHEYHBIE MYHKTbI (Y4TEHO B
E.1)

F.4 MMpumepsbl BbMUCNEHNST KONMYECTBA NaUVEeHTOB

F.4.1 BblMucneHve konvyecTea naLneHToB, OCHOBAHHOE
Ha M3MeHeHWe TOrLWMHbI POroBULbI

F.4.2 BblMucneHve KonvyecTea NaLueHToB, OCHOBaAHHOE
Ha noTepe KNeToK SHO4oTenus!

E.1 O6wue TpeboBanusi

E.2 lNnaH kKnMHU4ecKoro ncnbiTaHnaA

E.3 OueHka napameTtpos

E.3.1 MNocneonepaunoHHoe N3MEeHeHne BHYTPUINa3Horo
AaBnexHus

E.3.2 TonwmHa poroeuubl

E.3.3 MocneonepaunoHHasa BocnanutenbHas peakums
rnasa

E.3.4 CocrosiHne sHOoTENUs POroBuLibl

E.3.5 OctpoTa 3penus

E.4 Mpumepsbl pacyeTa uncna cybbekToB,
Heo6XoauMOoro Anst NPOBEAEHNA KITMHUYECKUX
MCMbITaHUN

E.4.1 Pacuert uncna cy6bekToB Ans uamepeHus
TOMNWWHBI POrOBULIbI

E.4.2 Pacuet uncna cybbekToB ansi nogcyeTta Knetok
sHaoTenusi

Mpunoxenwue X (cnpaeovHoe) CeegeHnn o
COOTBETCTBUM CCbINOYHbIX MEXAYHAPOAHbLIX CTAHAAPTOB
HaumMoHanbHbIM CTaHgapTam Poceuiickon Peaepauum,
MCIMOMb30BaHHLIM B HACTOSILLEM CTaHAAPTE B KAYeCcTBe
HOPMAaTUBHBIX CCbINOK

Bubnuorpadus

Bubnuorpadun

1) B nacTosiumii cTaHAapT BKItoYeHbl TepMuHbl n3 FOCT P 51892 n TepmuHbl, HeO6Xx0gMMbIe ANSA NyylLero NoHMMa-

HWUA TEeKCTa ctTaHaapTa.

2) NlaHHble pasaensl U MPUNOXEHUs B HAacTOSALWLEM CTaHAapTe pastuTel Ha NYHKTHI (MOANYHKTLI), 4TO 06yCrnoBneHo
HeobXxoaumMoCTbio NpuBeaeHWs ux B cootBeTcTBre ¢ FOCT P 1.5,
3) MameHeHne cTaTyca NPUNOXEHWIt B HACTOSILLEM CTaHAapTe 06yCNOBNeHo HeoBXoaMMOCTbIO yueTa noTpeGHocTelk

HaunMoHanbHOM 3KOHOMKKM Poccuickon ®egepaummn.

22




[1] USP 24 <788>
USP 24 <788>

[2] Toll
[3] EH 12442-1:2000

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

EH 12442-3:2000

EN 12442-3:2000

[4]1USP 24 <85>
USP 24 <85>

[5] MCO 10993-2:2006

[6] AAMITIR No. 19:1998

[7] NCO 13408-1:1998
ISO 13408-1:1998
[8] MCO 11607-1:2006

1SO 11607-1:2006
nCO 11607-2:2006
ISO 11607-2:2006
[9] EH 868-1:1997
EN 868-1:1997

[10] EH1041:1998
EN 1041:1998

FOCT P 53468—2009
Bubnuorpadua

dapmakonesi CLLUA, 24-e naganue. lNaroe JononHeHne 1996, <788>, YacTnuHoe BELWLECTBO B
MHBEKUMSX. MicnbiTaHne Ha NoAcHeT MUKPOCKOMNMYECKUX YacTuL

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

locynapcteeHHasi hapmakonesi. Maganue 11 (B yactu Boabl)

KNBOTHBIE TKAHW 1 UX NPOU3BOAHbIE, UCTIONb3yEMble NPU U3rOTOBIIEHUN MEAULMHCKUX U3 e-
nui. Yactb 1. AHanus n MEHEIKMEHT pUcka

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

YKusomHbie mKaHU U UX MpOU3BOOHbIe, UCMONb3yeMble rpuU L320MmOo8IeHUU MeOUUUHCKUX
usdenud. Yacms 2. PezynuposaHue UCmoyHuUKa, cbopa u obpabomku

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

XKugomHbie mKaHu U UX rpou38o0HbIe, LICI0b3YeMble puU LU320mosieHuU MeoOuUUHCKUX
uslenull. Yacme 3. Ammecmauus yHUYIMOXeHUA u/unu 0es3akmusauuu supycos U opyaux
nepedasaembix a2eHMoO8

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

dapmakones CoegnHeHHblx LWTaToB, 24-e naganne, <85> OnpegeneHne GakTepuanbHbIX
3HOOTOKCUHOB

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

OueHka Bronorn4eckoro AecTeust MeauUMHCKuX nsgenui. Yacte 2. TpeGoBaHusi K ycrnosu-
M cofepxaHusi KmMBOTHbIX (ISO 10993-2:2006) (Biological evaluation of medical
devices — Part2: Animal welfare requirements)

TexHU4eckumn MHopMauUnoHHbI ot4eT no NCO 10993-7
AAMI TIR No. 19:1998 Technical Information Report for ISO 10993-7

Acentnyeckas 06paboTka n3genuii ans oxpaHs! 34opoebsi. Hacts 1. Obwme TpeboBaHus
Aseptic processing of health care products — Part 1: General requirements

Yrakogka oKOHYamersisHO Cmepuu308aHHbIX MeduyuHckux usdenud. Yacmes 1. Tpebosa-
HUS K Mamepuaram, cucmemam cmepursHbix 6apbepos U yrako8oYHbIM cucmemam

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

Yrakogka oKOHYamersibHO CmepuUiu308aHHbIX MeduyuHckux usdenud. Yacme 2. Tpebosa-
HUS K ammecmauuu rpoyeccos hopmMuposaHus, 2epmemusauuu U c60pku

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

YnakoBoYHbIEe MaTepuarsl U CUCTEMbI ANA MEOULUMHCKUX U3OENUIA, Noanexalumx cTepunmnsa-
uun. Yacte 1. O6wme TpebGoBaHWsi U METOAbI UCTILITAHWS

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

WHdopmauus, npegoctaBnsemas uaroToBUTenem megumumMHCKOn Npoaykumm
Information supplied by the manufacturer with medical devices
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