SENEPA/IBHOE ATEHTCTBO
MO TEXHNYECKOMY PEIY/IMPOBAHUIO 1 METPONOT NI

ALMNOHANBbHbBIN FTOCTP

CTAHAOAPT 53078
POCCUNCKOW -
K > PEOEPALNMN 2008

(UCO 15798:2001)

MMnnaHTaTbl odpTasibMOsIOrMyeckme

N3OETNA OPTA/IBMOJIOT NHECKUE
BUNCKOXNPYPI MYECKUE

O6uwume TpeboBaHNsA 6e30MacHOCTU

SO 15798:2001
Ophthalmic implants — Ophthalmic viscosurgical devices
(MOD)

N3paHue oguumansHoe

%35 | (U0

MockBa
CraHfapTuHdopm
2009


http://www.mosexp.ru/proektnye_raboty.html

roCT P 53078—2008
Mpeaucnosune

Llenn v npvHumnbl cTaHgapTm3auun B Poccuiickoin ®efepanun ycTaHoBneHbl defepanbHbiM 3aKOHOM
0T 27 pekabps 2002 r. N> 184-93 «O TEXHUYECKOM PErynvpoBaHum», a npasuia NnpuMeHeHUs HaunoHaIbHbIX
cTtaHgapToB Poccuiickoin ®egepauun — FOCT P 1.0—2004 «CTtaHgapTusauus B Poccuiickoli ®egepauun.
OCHOBHbIE NMOOXEHNA»

CBejeHusi o ctaHgapTte

1 NOArOTOBJ/IEH OTKpbITbIM akuMOHEpHbIM 06w ecTBOM «TKC-onTvka» Ha OCHOBE COBGCTBEHHOro
ayTeHTUYHOro nepesofja ctaHaapTa, ykasaHHoro B nyHkre 4

2 BHECEH TexHunyeckum koMuMTeTOM Mo cTaHAaptusaumm TK 296 «OnTrka u ontuyeckne npnubopbi»

3 YTBEPX/EH VI BBEJEH B JEWCTBVE [puka3om ®eaepanbHOro areHTCTBa N0 TEXHUYECKOMY
perynuposaHuio n meTponorum ot 18 aeka6psa 2008 r. No 461-cT

4 HacToAwmii cTaHfapT SABASeTCS MOANMDULMPOBAHHBIM N0 OTHOLLEHMIO K Me3AyHapoAHOMY CTaHAap-
Ty NCO 15798:2001 «MmnnaHTatbl ogpTanbmosiornyeckne. OdhTanbMonornyeckme BUCKOXMPYPruveckme
n3genusa» (ISO 15798:2001 «Ophthalmic implants — Ophthalmic viscosurgical devices») nytem:

- W3MEHeHVs HaumeHoBaHuA. HavMeHoBaHWe HacToALEero ctTaHJapTa U3SMEHEHO OTHOCUTESNIbHO Hau-
MeHOBaHWA yKaszaHHOro MexayHapoAHOro ctaHgapTta Ans npusefeHus B COOTBETCTBME C TpeboBaHUSAMMU
FOCT P 1.5—2004 (nyHkT 3.5);

- U3MEeHeHVs CTPYKTypbl. CpaBHEHME CTPYKTYpbl HACTOALWEro ctaHjapTa Co CTPYKTYpPOIl yka3aHHOro
MeXyHapoAHOro cTaHjapTa npuseAeHo B AONONHUTE/ILHOM NPUIoXeHun F;

- BBEAEeHUA [OMOJIHUTENbHLIX TEPMUHOB C COOTBETCTBYIOLUMU ONpPefeIEHUAMN /1A NTyULEero noHu-
MaHusa TekcTa cTaHAapTa, KoTopble B TEKCTE CTaHAapTa BbleneHbl KypcuUBoM;

- U3MEeHeHVs OTAesNbHbIX (hpas, KOTopble B TEKCTE CTaHAapTa Takke BblAeNeHbl KypcuBom. BHeceHue
yKa3aHHbIX TEXHUYECKNX OTK/TIOHEHU A 06yCNOBNEHO OCOBEHHOCTLI0 06bEeKTa CTaHAAPTU3aLUN, XapaKTepPHOW
ans Poccuiickoii defepavmn

5 BBEJEH BIEPBbIE

MHdopmauns 06 n3MeHeHNaX K HacTosILWeMY cTaHgapTy nybnvkyeTcs B eXerofgHo usgasaemom
MHOpMaLMOHHOM yKasaTene «HaunoHanbHble CTaHAapThi», @ TeKCT U3MEHEHUI 1 MONPaBOK — B exe-
MEeCcsAYHO M3faBaeMblX UH(OpPMAaLUOHHbLIX yKasaTensax «HauuoHanbHble cTaHgapTbi». B cnyyaB nepe-
cMOTpa (3ameHbl) WM OTMEHbl HACTOAWEro craHjapTa CoOTBeTCTBYyWLlee yBefoMeHne OyfaeT
0ony6/IMKOBaHO B €XXEMECSAYHO N3jaBaeMoM MHDOPMaLUMOHHOM yKaszaTene «HaunoHanbHble cTaHaapThi».
CooTBeTcCTBYylOWas uHhopmauns, yBefoMaeHne n TeKCTbl pasMellalnTCcsa Takke B MHOPMaLMOHHON
cucTeme 06LLero nosib30BaHA — Ha ohuLmnanbHOM cainTe defepasibHOro areH TCTBa N0 TEXHUYECKOMY
peryimpoBaHuio 1 MeTponorun B ceTu NHTepHeT

© CtaHgapTuHgopMm, 2009

HacTosuii cTaHgapT He MOXeT 6bITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLManbHOro usganus 6es paspellenus deepanbHOro areHTCTBa No TEXHUYECKO-
MY perysimpoBaHuio 1 MeTposorim
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FOCT P 53078—2008
(VICO 15798:2001)

HAUVWOHA/NbHDBIN CTAHOAPT POCCUMNCKOMN OPELEPALUNN

MmnnaHTaTbl ohTanbmonormyeckme
N3OENNA ODPTANIBMOIOTMUYECKUE BUCKOXUPYPIMYECKWVE
O6wwme TpeboBaHUs 6e3o0nacHOCTU

Ophthalmic implants. Ophthalmic viscosurgtcal devices. General safety requirements

[ata eBegeHns — 2009—09—01

1 O6nacTb NPUMEHEHUS

HacToawwmii cTaHgapT pacnpocTpaHseTcs Ha ohTasbMOIorMyeckme BUCKOXMpYpruyeckne usgenus
(nanee — OBW) knacca HeakTUBHbIX XMPYPrMyecKknx MMNAIaHTaToB, UCNO/Ib3yeMble BO BPEMS XUPYPruyecKknx
onepauuii B nepegHeli kamepe rnasa cybvekta. OB/ npegHasHauyeHbl Ana GOPMMPOBAHUS U COXpaHeHUs
06bema, 3awWmnTbl BHYTPUrAa3HbIX TKaHel U MaHUNyAMpoBaHWUa UMW MPU XMPYpPruyeckoMm BmellaTefbCcTBe.
dapmakonoruyeckoe geictsne OBU He paccmaTpuBaeTcs.

CraHfapT ycTaHaBnmBaeT TpeboBaHNa 6€30MNacHOCTM B OTHOLLEHWUN NPeAyCMOTPEHHOIO NPUMEHEHUS,
XapaKTepuCcTUK KOHCTPYKLWW, OK/TUHUYECKON U KNIMHNYECKOV OLeHKW, CTepuan3anmm, ynakoBk1 1 3TUKETUPO-
BaHMA OBW v nHchopmauym, npesoctaBnsaemMoli M3roToBuTeNeM aTux n3genuii.

2 HopwmaTtuBHbIE CCbIIKU

B HacTosWwem cTaHAapTe UCMNosib30BaHbl HOPMaTUBHbIE CCbIJIKU Ha crieayloline cTaHaapThl:

FOCT P MCO 10993-1—99 W3penus meguumHckue. OueHka 6M0N0rmMyeckoro AencTBua MeguunH-
cknx usgenuin. YacTob 1. OueHka n nccnegoBaHns

FOCT P NCO 10993-5—99 W3penuns megmumHckme. OueHKa 61Monornyeckoro 4eicTBus MeauLmnH-
CKMXx usgenuii. YacTb 5. MiccnegoBaHne Ha UMTOTOKCUYHOCTb: METO/bI in Vitro

FTOCT P NCO 10993-6—99 W3penuns megmumHckme. OueHKa 6M0nornyeckoro AencTBus MeanunH-
CKMX usgenuin. YacTs 6. iccnegoBaHne MecTHOrO AeiicTBMA Nocne umnaaHTaymm

FOCT P NCO 10993-7—99 W3penuns megmumHckme. OueHKa 6MoNornyeckoro AencTBus MeanunH-
ckmnx nsgenuii. YacTb 7. OcTaTOYHOE cCofepXaHue aTUABHOKCHa nocne cTepuamsauum

FOCT P NCO 10993-9—99 W3anenusa meauumHckue. OueHKa 6UM010rMYeckoro AeicTBus MeauLnH-
CKnx n3genunin. YacTb 9. OCHOBHbIE MPUHLMNBI NAEHTUUKaLMn N KONMYecTBEHHONO onpefenieHns NoT eH-
LuanbHbIX MPOAYKTOB feCTpyKLmK

FOCT P NCO 10993-10—99 W3penusa meauumHckne. OueHka OGMOMOrM4eckoro aeicTBus megu-
LMHCKMX nsgennii. YacTob 10. ViccnegoBaHve pasgpaxaroLwero n CEHCUOUNM3NpPYOLLEro 4encTBus

FOCT P NCO 10993-12—99 W3genus meauumHckme. OueHka 6MOMOrMYeckoro fencTBua meau-
UMHCKNX n3genuii. YacTe 12. MpurorosneHve npob n cTaHAapTHble o6pasybl

FOCT P NCO 10993-16—99 W3genusa meauumHckme. OueHka 6MOMOrMYeckoro AeicTeua meau-
UMHCKMX n3genuii. YacTb 16. MogenuposaHue u nccnefoBaHve TOKCUKOKMHE T UKW NPOAYKT OB AeCTPyK-
LU 1 BbIMbIBAHUS

FOCT P NCO 13485—2004 W3pgenua MeguuuHckne. CucTemMbl MeHegxmeHTa kavecTBa. Cwuc-
TeMHble TpeboBaHus ANA Lenei perynmposanuns

FOCT P NCO 14630—99 HeakTMuBHble Xpypruyeckme umnaaHTaTbl. ObLme TexHnyeckne Tpe-
60BaHUs

M3paHne ouynanbHoe
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FOCT P NCO 14971—2006 W3pgenua meauumnHckne. NpuMeHeHne MeHefKMeHTa pucka K mMeau-
LUHCKUM 13Lenusam

FOCT P NCO 15223—2002 MeguuuHckue mnsgenusa. CUMBOSbI, NPUMEHSAEMbIE NPU MapKUpOBaHNN
Ha MeULUHCKUX U3fennax, 3 TUKeTKax U B CONPOBOANT €/1bHOI JOKYMEH T auuu

FOCT P 51148—98 W3pgenuns meguunHckme. TpeboBaHus kK o6pasuam 1 JOKyMeHTaummn, npeacTaB-
NSieMbIM Ha TOKCUKO/IOrMYyeckne, CaHNTapHO-XMMUYECKNE UCMbITaHUSA, UCMbITaHUA Ha CTEePUNbLHOCTb U
NUPOreHHOCTb

FOCT P 51609—2000 W3pgenuns meavumHckne. Knaccudumkaumsa B 3aBUCUMOCTU OT NOTeHuuasb-
HOro pucka npuMeHeHus. Obue TpeboBaHUs

FOCT P 51892—2002 (MCO 11979-1—99) MmnnaHTaTbl opTanbMonoruyeckne. VIHTpaokynap-
Hble NMNH3bI. YacTb 1. TepMuHbl 1 onpeaeneHns

FOCT P 52458—2005 (MCO 11979-7:2001) imnnaHTaThbl ohTanbmonoruyeckme. NHTpaokynsap-
Hble NINH3bl. YacTb 7. KnuHnyeckne ncnblTaHns

NMpumeyvyaHune — MNpu NONb30BAHNM HACTOSLWMM CTaHAapTOM Lenecoo6pasHo NpoBepUTb AeiicTBHE CCbl-
NIOYHBbIX CTaHAAPTOB B MH(DOPMALMOHHON CUCTEME 06LLEro NoNb30BaHNs — Ha ohuuMansHOM caiTe ®efepanbHOro
areHTCTBa N0 TEXHUYECKOMY PeryiMpoBaHuio 1 MeTpoaorum B ceTu VIHTepHeT UK Mo eXerofHo usfaBaeMomy UH-
(hopmauMoHHOMY yKazaTento nHaumoHanbHble CTaHAapThi», KOTOPbIV 0Ny6/IMKOBAH N0 COCTOSAHMIO Ha 1 AHBaps TeKy-
ero roga, U No COOTBETCTBYOLWUM eXEeMECAYHO U3[aBaeMbiM MHOPMALMOHHLIM YKa3aTensam, ony6/IMKOBaHHbIM B
Tekylem rogy. ECAn ccblfoyHbIi cTaHAapT 3aMeHEH (M3MEHEH), TO NpU Nosib30BaHUN HACTOSLLMM CTaHAapTOM cre-
[yeT pyKOBOACTBOBATbLCSA 3aMEHSIOWMUM (M3MEHEHHbIM) CTaHAApTOM. EC/IM CCbINIOYHbIN CTaHaapT oTMeHeH 6e3 3a-
MeHbl. TO NOMOXeHWe, B KOTOPOM AiaHa CCbl/IKa Ha HEro, MPUMEHSIeTCA B YacTW, He 3aTparvBawLLeil 3Ty CCblky.

3 TepMuHbI 1 onpeaeneHna

B HacTofiWwem cTaHgapTe NpUMEHeHbl TEPMUH «He J0BefeHHbl Ao KoHua» no FTOCT P 51892. a
TaKxe crnegylouline TePMUHbI C COOTBETCTBYOLWMMY ONpefeneHNnsaMu:

3.1 6a3oBas OKpy>XXHOCTb (reference circle): OKpy)XXHOCTb CTaHAAapPTHOro pasmepa guameTpomM 10 nnam
25 MKM, ncnonb3yemasn AN U3IMepeHns aKB1BaSIEHTHOIo AnamMeTpa YacTulbl.

3.2 BA3Koynpyroe nagenue (viscoelastic): spenne, obnagatollee cBoiicTBaMU BA3KOCTU 1 YIPYrOCTH.

3.3 anameTp akBMBasIEHTHOW niowaau (equivalent area diameter): ilnameTp Kpyra, naowagb KOTo-
poro skBMBanEHTHa NaoLwaan YacTuubl.

3.4 KoHTeliHep ANA xpaHeHus (storage container): YacTb ynakoBk1, npegHasHavyeHHasa Ansa 3auTbl
n3genvsa BO BPeMs TPAHCNOPTUPOBAHWA M XPaHEHUS 1 cofepxallas ynakoBOYHYH BCTaBKy W CTEPU/IbHBbINA
6apbep.

3.5 KoHTponbHasa rpynna (controlpopulations): Cy6bekTbl, KOTOpPbIM UMNAAH T MPOBaHbl AOKYMEH-
TwupoBaHHble 0 TanbMONOrnyeckne BUCKOXUPYPruuBCKme nagenms.

3.6 knuHuyecknin ucneiTaTens (clinical investigator): /luuo w/wnu opraHnsauusi, 0OTBETCTBEH-
Hoo(as) 3a NpoBefeHNE KNNHNYECKUX NCNbITaHUi 1 Hecylee(as) KIMHUYECKY0 O TBEe TCTBEHHOCTb 3a 6/1a-
ronosiyuyme BOB/IeYEHHbIX CYyOEKT OB.

3.7 knuHu4yeckoe ucnblTaHue (clinical investigation): /llo6oe paspaboTaHHOe ¥ 3anaaHupoBaHHOe
cucTemaTunyeckoe u3yyeHue B LensX NPoBepku 6e30macHOCTU U/MAM aKCnayaTauuoHHbIX CBONCTB
0h T a/IbMOIOTNYECKNX BUCKOXNPYPTUUECKNX U3[ENnii C ydacTNeM CybbeKkTOoB.

3.8 HabnwgaTens (monitor): /Iuo, Ha3Ha4YeHHOe OpraHM3aTOopoM A1 HAabNAeHMA 3a COOTBET -
CTBUEM [eiiCTBUIA KIMHNYECKOTO NCNblTaTeNa NPOTOKONY KINHAYECKUX UCTbITaHUA 1 MPOBEPKN UCXOA-
HbIX AaHHbIX.

3.9 HyneBas caBurosas BA3KOCTb (zero shear viscosity): YcTaHOBUBLUAACS CABUrOBas BA3KOCTb Npu
CKOpOCTU caBura, NpubamkatoLeincs K Hyso.

3.10 opraHmsaTop (sponsor): /Inuo n/vnm opraHnsauuns, KOTopble HeCy T OTBETCTBEHHOCTb 3a
Hayano n/mnu nposegeHne KINHNYECKNX UcnblTaHnin OBW.

3.11 okoHuaTenbHbIi oT4eT (final report): JOKyMEHT, 3anO/IHAEMbIA NOC/E OKOHYAHUSA UCMbITAHWUIA
OBW. B TOM uncne KAMHUYECKOro, CoAepXaLlmnii onucaHne n oLeHKy pesynbTaTos.

3.12 oTanbmMosiorM4eckoe BUCKOXUpPYypruyeckoo wusgenune; OBW (ophthalmic viscosurgical

device): KpaTKoBpeMeHHbIli UMNIaHTaT, NPUMEHSeMbIii NpU XMPYpruyeckom BMellaTeNlbcTBe B nepe-
[Heli kamepe rnasa cy6bekTa.

2
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3.13 nepBUYHbIV KOHTelHep (primary container): AMnyna uav wnpuuy, cogepxatias(nii) opTanbmo-
Nlornyeckoe BUCKOXMPYPruyeckos nsgenve.

n pnMmevyaHune — nepBMHHbIVI KOHTeVIHep ABNAETCA YaCTblo CUCTEMbI AOCTaBKWU.

3.14 nnaH kKNMHUYecknx ucnblTaHnnii; MKW (clinical investigation plan): JokymeHT, onpegensiowuii
uenu, 3ajauun, npegnonaraemyo MeTofo/I0rN0, CUCTEMY KOHTPO/A, NPOBEAEHNA aHann3a u XpaHeHus
[JaHHbIX KTMHUYECKNX UCNbITaHWii.

3.15 none 3peHns okynapHol ceTku; M3C: Mnowanb BHYTPU 60/bLIOV OKPYXHOCTU.

3.16 peonormyeckn akTuBHbIA KOMMOHeEHT (rheologically active component): CoeguHeHvue wnu
CMeCb COefIMHEHW B rOTOBOM O(TanbMOMOrMYECKOM BUCKOXMPYPrMYeckoM usgenuu, npvgatollee(as)
n3genvio BA3KNe Win BA3KOYynpyrue CBOWCTBA.

3.17 caBuroBas BA3KOCTb (shear viscosity): Cnoco6HOCTb BeLecTBa CONPOTUBAATLCA Aedhopmanuu
nof, BO3AeNCTBMEM Harpysku.

NMpumeuvaHunsn

1 3HayeHune cABWUrOBOW BA3KOCTU ONpeAenAloT Kak YaCTHOe OT AeNleHNs 3HaYeHNA KacaTeNlbHOro HanpsXKeHns Ha
3HayYeHne CKOPOCTU CABUTa B YCTAHOBMBLLIEMCS CABUITOBOM MOTOKeE.

2 CpaBuroByio BA3KOCTb BblpaXatoT a Muanunackanb-cekyHgax (MMa «c). PaHee cABMIOBYIO BA3KOCTb Bblpaxasnu B
caHTunyasax (cP).

3.18 cepbe3Hbli HeGaronpusaTHbIN ncxopd (adverse devise effect): NMocneonepauroHHbIN UCxog,
NOTEeHUMA/IbHO YrPOXAIOLWNA 3pEHNI0.

MpumeyaHune — Mpumepbl cepbesHbiXx HebnaronpuaTHbLIX UCXoAoB npuseaeHbl B TOCT P 52458. Tabnu-
ubl A. 11 A.2 (npunoxexue A).

3.19 cuctema goctaBku (dolivery system): F'epmMeTUUHbIA KOHTEHep, B KOTOPOM MOCTaBAAT MU3je-
nne 1 AoNOSIHUTENbHbIE KOMMOHEHTbI 419 BBEAEHUA AAaHHOIO U3Aenus B rnas.

3.20 cTepwunbHbIii 6apbep (sterile barrier): MakeT, cogepxatmii 0pTaNbMONOTMYECKOE BUCKOXUPYP-
rmyeckoe nsgenne n cuctemy AocTasku, NOAAEPXMBAIOLLYIO CTEPUIBHOCTL BO BPEMS TPAHCNOPTUPOBAHUA 1
XpaHeHus.

3.21 cyb6bekT (subject): /nyo, yyacTBylOLLEE B KTMHUYECKNX UCMIbITAHNAX C MPUMEHEHNEM UCTbITY-
emMoro ohTanbMONOrNYecKoro BUCKOXMPYPrMYBCKOrO U3Aenusa WA B KavyecTBO NMLa KOHTPOJIbHOW
rpynnel.

3.22 ynpyrocTb (elasticity): CBoiCTBO hM3nyeckoro Tenia BOCCTaHaBMBaTb NepBOHaYaibHy hopmy
noeno gecopmanuu.

MpuMeyaHune — 3HayeHVe ynpyroct onpeAenstoT Kak OTHOLIEHNE 3HAUYeHNs Harpysku (CUnbl, BO3HMUKatoLLel
BHYTpU Tena) k pasmepy gedopmanun (MU3MEHEHUI0 pa3MepoB Tena).

4 O6Lwwme TpeboBaHUA 6e30MacHOCTN OPTaIbMOIOTNYECKNX
BUCKOXMPYPrUYECKNX nU3aennii

4.1 Tpe6oBaHWsi K NPefyCMOTPEHHbIM XapaKTepucTnKam

4.1.1 O6wue TpeboBaHMA K NpefyCMOTpPEHHbIM xapaktepuctukam OBW pgomxHbl COOTBETCTBOBATb
TpeboBaHUAM ANA HEAKTUBHbLIX XUpyprudecknx umnaaHtatos no FOCTP MCO 14630. JoNo/THUTENbHO K HUM
M3roTOBUTE/Tb fO/HKEH ONucaTb U AOKYMEHTMPOBAaTb DYHKUNOHANbHbIE XapakTepuctukm OBY B OTHOLWEHMUU:

a) XMMMYEeCcKoro coctaBa;

b) peonornyecknx CBOWCTB;

C) athdhekTMBHOCTY 3aLMTbI POTOBUYHOTO 3HAOTENNS.

4.2 Tpe6oBaHWsi K KOHCTPYKTMBHbBIM OCOGEHHOCTSIM

4.2.1 O6wwue TpeboBaHUA

42.1.1 O6wme TpeboBaHMA K MPeAyCMOTPEHHbIM XapakTepucTukam HeaKTUBHbIX XUPYPruyeckunx
umnnantatos — no FOCT P NCO 14630.

4.2.1.2 Bce TpeboBaHus, npeabaBAseMble K onpefeieHnaM XxapakTepucTuk, onucaHHble B nogpasae-
ne, fOMKHbI 6bITb COBMOAEHBI NPU UCTbITAHUN FOTOBOrO cTepuabHoro OBU.

NMpuMeyaHne — YKkasaHHble Tpe6OBaHMﬂ npegHasHayeHbl 414 NpUMEeHeHUA nNpun atrectaumn matepunasnos, HO
Heobs13aTeNbHbI K npumMmeHeHno B CTaH,qapTHOI7I nporpamme OﬁeCI'IelleHVIFI.'KOHTpOﬂFI KayecTBa.

4.2.1.3 YucToTa Mcnonb3yemoi BoAbl AO/HKHA COOTBETCTBOBATL YACTOTE BOAbl AN UHBEKLMIA B COOT-
BeTcTBUM C [1].
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4.2.2 TpeboBaHuA K onpefesieHnt0 XxapakTepucTuK peosiormyeckn akTMBHbIX KOMMOHEHTOB

4.2.2.1 XapakTepucTuka XruM1W4ecknx CBOICTB

M3roToButens [o0/mKeH MpefocTaBuTb OMNUCaHWE KaXJoro PeosiorMyecku akTMBHOTO KOMMOHEHTa,
cogepxatyerocs B OBW. Heobxoanmo nepeuncnnTb UCXOAHbIE MaTepuasbl, UICNOb3yeMble MPU ero 3roTos-
NeHun. a Takke TpeboBaHUA K Ka4ecTBy npoAykummn. VicxofHele matepuassl fO/MKHbI COOTBETCTBOBATL HOP-
MaTVBHbIM [OKYMEHTaM Mpu WX Hanuiuu. K peosiornyeckun akTUBHbIM KOMMOHEHTaM, W3BJIeYEHHbIM U3
NUCTOYHUKOB XMBOTHOIO MPOUCXOXAEHUS, NPUMEHSAIOT TpeboBaHMA permoHanbHbIX cTaHaapTos (2]. [3] v [4].

Ecnn peonornyeckv akTUBHbIM KOMMNOHEHTOM SABNSETCA BbICOKOMOJIEKYNAPHBIA OpraHuyecknii nonu-
Mep. BCe NOBTOPSOLMNECS NOA3BEHbS, COCTABAWLME NONUMEP, A0/KHbI ObITh MAEHTUMULNPOBAHBI B XUMU-
YeCKOM OTHOLUEHUWN, BCEe CBA3W MeXAy HWMU [O/MKHbl OblTb OnucaHbl. Takke [O/MKHbI OblTb OMUCaHbl
nepeKkpecTHbIe CBA3W.

Mpupoga cmecun peosiornyeckn akTMBHOro KOMMNOHeHTa B rotosoM OBW fomkHa 6bITb onucaHa (Hanpu-
Mep. pacTBOpeHHas, gucnepruposaHHas). Ecnv npegctaBneH pacTBop, A0O/KHA ObiTb OnpeAeseHa pacTso-
PUMOCTb PeosiorMyeckr akTUBHOTO KOMMOHEHTa B pacTBOpuTesie NMpu TemnepaTtype ero XpaHeHus u npu
Temnepatype (25 ¢2) rC.

4.2.2.2 KoHueHTpaums

KoHUeHTpaunsa BellecTBa KaxAoro peosiorMyecks akTMBHOrO KOMMoHeHTa B rotoBom OBW gonxHa
6bITb MpefcTaBneHa B BUAE MaccChl BellecTBa Ha eguHuLy o6bema pactsopa. [Mockosibky MeToAnka ucnbita-
HWUI MOXET OkasaTb B/IMSHWE Ha NpeAcTaB/IeHHY (DakTUYEeCKYl KOHLEHTpauuio, AO/MKHbI O6biTh YKasaHbl
cTaHgapTHble u3nyeckme 1 XuMmyeckne Metopbl.

4.2.2.3 PacnpepgeneHne MOeKynsapHOA Macchbl

Ecnu peonorvyecks akTMBHbIM KOMNOHEHTOM OBW siBNSETCA BbICOKOMOJEKYNAPHbI OpraHnyeckumii
nonumMep, Ao/mKHa 6bITb NpeAcTaBeHa CpefHAs MonekynapHas Macca.

Mpu3HaHo, 4TO MHOrMe OBW copepXaT BbICOKOMOJIEKYNAPHbIE NOANAUCIEPCHBIE NOSIMMEPDLI U YTO pac-
npegeneHvie MONeKyAPHOK Macchl MOXeT GbITb KOMMIEKCHbIM. B Takmx cnyyasx n3rotoBuTe b AO/IKEH NPO-
BECTU [OMOJIHUTESNIbHbIE WUCMbITAHUA C UEfblo NpeAcTaBuTb afeksaTHoe onucaHue pacnpegeseHns
MOJIEKYIAPHON Maccbl KOMNOHEHTOB B roToBoM OBW 1 cooTBeTCTBYOLWMIA OTYET. JOoNONHUTE NbHbIE METOAbI,
M0 BO3MOXHOCTU, JO/MKHbI ObITb CTaHAAPTU30BaHbI.

4.2.3 TpeboBaHuA K onpefeneHutd xapakTepucTuK roTOBOro opTanbMONOrMYeCcKoro BUCKO-
XUpypruyeckoro nsgenuns

4.2.3.1 O6uwue TpeboBaHusA

Peonoruyeckne n ontuyeckne ceoiictea OBW sBNsOTCSA (hM3NYECKUMIN XapaKTepUCTUKamu, KoTopble
onpefenstoT Ux aKkCnayaTauMoHHble kayecTBa B 0PTasIbMOMOrMYECKOW XMPYPrimn, NoaToMy chmsnyeckme CBOi-
ctBa OBU, naeHTduULnpoBaHHbIe HMKe, O0/KHbI 6bITb MOSTHO U TOYHO ONMcaHbl. Peonornyeckme ceoincTea
[OJ/DKHBI BbITb U3MEPEHbI B YCIOBUAX, NpeanonaraeMblX B MOMEHT npumeHeHus OBU.

4.2.3.2 CpBurosas BA3KOCTb

Cpasurosas Bsa3KocTb OB, nocTaBisemMoro KOHe4YHoMy NoTpebuTento, AomKHa 6bITb M3MEpPOHa B Ana-
nasoHe CKOpOCTel cABura, KOTopble BO3HMKAT B npoLecce 06bIYHOro ncnosnb3osaHus OBW. M3mepeHus
cnefyet npoBoAuTb Npu Temnepartype (25 + 2) °C. McnbiTaTenbHoe 060pyfoBaHne 1 Apyrne ycrnoBus nsme-
pPeHNs [OMKHbI 6bITb [JOKYMEHTUPOBAHbI.

MpumeyvyaHune — MNpeagnonaraemblii uanasoH CKOPOCTEN cABUra pPacrnosioXeH OT OAHOTO KpaHero 3HaueHus
0,001 c~\ npubnnxasce K HyneBoOMy CABUrY, KOrga BA3KOYNpyrvuii matepnan HaxoAuTCca B HENOABWXHOM COCTOSIHUM B nepef-
Heli kKamepe, [0 APYroro KpaiHero 3HauyeHus okosio 1000 c-1, npubamxasicb K yC/I0BUSIM, KOrga BsI3KOynpyruii matepuan
BMPbICKMBAIOT B [N1a3 Yepes kaHoto. Ans OBW ¢ HU3KOI BA3KOCTbIO M3MEPUTbL CABUIOBYIO BA3KOCTb NPU OYEHb HU3KUX CKO-
poCTAX caBUra HEBO3MOXHO. B TakoM cnyyae BA3KOCTb MOXeT 6bITb M3MepeHa npu ckopocTu casura ot 1000 c-1 fo camoro
HW3KOro MpakTuyeckn onpeaenseMoro 3HaueHns. s onpegeneHns Hynesoii cABnUrosoii BsskocTn OB ¢ oueHb BbICOKOA
BA3KOCTbIO (60see 2 « 10GMIMa c¢) moryT notpe6osarbCcsi CKOPOCTH casura Huxe 0.001 c-’

CoOTHOLLEHMEe BA3KOCTb/CKOPOCTbL CABUra lO/MKHO 6bITb NPeACTaB/IeHO B BUAE CTaHAapTHOro rpadvka
3aBMCUMOCTUN florapudpma BA3KOCTW OT norapudma CKopocTu casura. BA3KoCTb fomkHa 6biTb M3MepeHa ¢
NMOMOLLbIO BpaLlaTesibHOro BUCKO3MMeTpa Npy HoOpMasibHbIX YC10BUSX. HyneByto caBUroByo BA3KOCTb Onpe-
[ensioT Kak yCTaHOBUBLLYIOCA CABUIOBYIO BA3KOCTb NpW NpubAmxaloweincs K Hy o ckopocTu casura. Ans
pacTBOPOB C BbICOKOI BSA3KOCTbIO U3MEPeHNs NPOBOAAT C NOMOLLbIO PeoMeTpa C NOCTOSAHHON HarpysKoi.

4.2.3.3 YnpyrocTtb

Ynpyrocte OBW fonxHa 6biTb n3MepeHa Ha yactotax oT 0,01 go 20 ly. M3mepeHus cnegyeTt npoBo-
AnTb Npy Temnepartype (25 2) °C. VcnbiTatenbHoe o6opyfoBaHne v gpyrue yCrnoBus U3MepeHus A0/MKHbI
6bITb JIOKYMEHTUPOBaHbI. Jlorapudmbl MOAYNA BA3KOCTU U MOAYNA YNPYrocTU AO/MKHBI 6bITh NpefcTaB/ieHbl
Ha rpadovike B 3aBMCUMOCTU OT lorapudima 4yacToTbl. [laHHble TaKkke MOryT 6biTb NpeAcTaB/eHbl B BUAe rpa-
hvKa 3aBMCUMOCTU YNPYrocTu OT Norapudma 4actoTbl B NPOLEHTHOM BbIpaXXeHUN.

4



FOCT P 53078—2008

4.2.3.4 XvMunyeckoe onucaHve KOMMOHEHTOB

MN3roToBuTenb fOMKEH AOKYMEHTaIbHO NOATBEPAUTL OOLLYI0 NpUpoAy pacTBopuTesns, a Takke npeg-
CTaBUTb NOAPOGHLIV CIMCOK BCEX KOMMOHEHTOB, 060CHOBaHNE UX BKIIOYEHUS B COCTAB Y MOIAPHYHO KOHLLEH-
Tpaumio B rotoeom OBW. KOMNOHEHTbI AO/TXHbI COOTBETCTBOBATH TPe60OBAHMSAM HOPMATUBHbIX JOKYMEHTOB
npy X Hanuuuu.

4.2.3.5 3HauyeHne pH

3HayeHune pH rotosoro OBW cnepyeT nsmepaTb NnocpefcTBOM kanmbpoBaHHOro pH-meTtpa npu Temne-
patype (251 2) °C. 3HauyeHne pH OBW pomkHO HaxoauTbCs B Auana3oHe oT 6.8 o 7.6. 3HauyeHue pH OBU
[O/MKHO 6bITb 6M3KMM K 3HaYeHuto pH cTeknosmaHoro BelecTsa (pH 7.38). uTo6bl NpegoTBPaATUTL NOBPEX-
[leHVne KNeToK poroBMYHOr0 aHAoTeNus. iccnegoBanus in vitro nokasanu, 4To gnanasoH pH. nepeHocuMmbli
3HAOTENNeM, CyXaeTcs C yBeNIMYeHMeM BPpeMEHW BO3AEiCTBUSA.

4.2.3.6 XvMunyeckne n 6uonornyeckne 3arpsasHsoLLne npumecu

OnpegeneHne NoTeHLManbHO ONACHBIX XMMUYECKMX 1 BMONOrMYeCKNX 3arpsa3HAIoLWmMX npumecei fox-
HO 6bITb NPOBEAEHO NOCPEACTBOM aHam3a puckoB. B ncxogHbIX MaTtepmnanax 61onornyeckoro NpomMcxoxae-
HMA 3TU NpUMEecK MOryT BKAoYaTb B ceba 6efliku, HyK/emHoBble KACMOThl U Apyrue sewecTsa. lMNpumecu B
rotoeoMm OBW. nonyyeHHble M3 UCXOAHLIX MarepuasoB WIn NOSABNAOWMECA B Npouecce WU3roToB/IEHUS
(Hanpvmep, BelecTBa, obpasytLine nepekpecTHble CBA3WN, W aHTUOKCMAAHTbI), NpeacTaBnsAoLe cobol
noTeHUnasnbHy0 0NacHOCTb AN TKaHel rnasa uam CUCTEMHYH0 OMacHOCTb, A0/MKHbI 6bIThb AEHTUdMLMPOBa-
Hbl. @ UX KOHLEeHTpaumsa B rotosom OBW gonxHa 6bITb onpegeneHa.

n pnmedaHne — YacTbimu 3arpAsHUTeNnAmMu ABNAKTCA Kanan KPEMHMeBOVI CMa3ku, BblTeKawwme 13 wnpuuya,
OWNBOYHO NPUHMMaeMble 3a BO3AYLUHbIE My3blPbKU UMW YacTulbl. TOT UCTOYHMK 3arpa3HeHnss OBW Heobxoaumo pac-
CMOTpPEeTb Npn OLeHKe PUCKOB.

3arpasHaioLwme npymMmecy AoHkHbl 6biTb ONpeAesieHbl C MOMOLbI0 CTaHAAPTHLIX aHAIMTUYECKUX MeTo-
[0B (MpY UX Ha/IM4MK), KOTOpble AO/IKHbI OblTb OnucaHbl. MpeAenbHble KOHUEHTpauum naeHTuMULUpoBaH-
HbIX NpuvMeceli A0MKHblI OblTb YCTAHOBMEHbI W OnucaHbl. HeobxoaMMOCTb NPOBeAEHUs UCMbITaHWA ANs
npoBepkn 6MOMOrMYeckoro AencTBna aTuX npuMeceli B npouecce oueHkn 6Guonornyeckoir 6esonacHocTu
onpepensoT Nno pesynbtaraM aHasiv3a pUCKoB.

4.2.3.7 OcmoTn4yeckan KoHUeHTpauus

MN3roToBuTenb fo/MKEH onpeAennTb Y AOKYMEHTMPOBATbL Anana3oH 0CMOTUYECKOW KoHLeHTpauum OBU.
OcmonsAneHocTb roToBoro OBU gomkHa 6biTk 0T 200 fo 400 MOcm/kr. OCMONANBHOCTb A0/MKHA 6bITb OMnpe-
JeneHa c NoMoLLblo MapoBOro UM KPMOCKONMNYECKOro OCMOMETpPa NMPU HOPMasibHbIX YC/IOBUSIX.

4.2.3.8 KoathchmumeHT nponyckaHus

KoathpmumeHT nponyckaHmsa rotosoro OBW pomxeH 6b1Tb n3MepeH B AnanaszoHe oT 300 go 1100 HM.
Pe3ynbTathbl fO/MKHBI ObITb NpeAcTaB/ieHbl B rpadunyeckoii oopme: KoadpuumneHT nponyckaHms. % B 3aBucu-
MOCTW OT AJIMHbI BOSIHbI, HM.

4.2.3.9 Tsepfable yacTuubl

Mpun Hannunm B rotosom OBW yacTu onpegeneHHoro pasmepa v xapakTepucTuk NoTeHLManbHO BO3-
MOXHO BO3HUKHOBEHME He6MaronpuATHbIX SBNEHWIA: HanpyMep, u3bbITOYHOE WM ANNTENbHOE NO BPeMEeHU
NnoBbILLIEHNE BHYTPUrNa3Horo gasnexHuns (ganee — Brh).

Mpy NpoBeAeHNn OLEeHKN PUCKOB HEOOXOAMMO onpefennTb NOTeHUManbHy0 BO3MOXHOCTb 3arpssHe-
HMA nnu obpasosBaHnsa yacTuy, B OB B npouecce N3roToBAEHNS, B YC/TOBUAX, OXUAAEMbIX NPU TPAHCNOPTY-
poBaHWM W XpaHeHuu, a TaKke npu ucnonb3osaHun OBW. B yacTHOCTWM, HEOOXOAMMO Yy4yuTbiBaTb
NoTeHUNasibHyl0 BO3MOXHOCTb arpermpoBaHus, nonnMepusauuyv v NpuUannaHusa vyactul, K BHYTPUrIasHbiM
TKaHAM.

MpumeuyaHue — OBW. cogepxalyne CUHTETUYECKME NONUMEPLI, NOABEPXKEHbl 3HAUNTENbHO G0Nee BbICOKOMY
pucky o6pasoBaHna MUKpOrenei. geHTUUKaLUs KOTOPbIX N ONPeAEEHNE UX KOTMYECTBEHHOTO COCTaBa MeTOLOM pacce-
SIHHOTO CBeTa UM MUKPOCKONMUYECKUMY METOAAMU 3aTPYAHNUTENbHbI.

M3rotoBuTENb AO/IXKEH NPUBECTU XapakTepUCTUKy I'IOTeHLIMa]'IbHOVI 0nacHOCTK, CBA3AHHOW C vyactuua-
MW KaXaoro smga, BbisAB/IEHHOTO Npn nposeaeHnn OUueHKU pUCKoB.

M3rotoBuTenb f0/KEH OXapakrepunsoBaTb BUAbI, pasMepbl U KONMYECTBO YacTul, UMeLWnxcsa B roto-
Bom OBW. [omKHbI 6bITb YCTaHOB/1EHbI NpeaesibHble 3Ha4YeHUsA no YacTuuam Kaxaoro smaa, noATBepXxaeH-
Hbl€é COOTBETCTBYHOLINM 060CHOBaHNEM.

MpumMeyaHune — MeTtog onpefenieHNs KO/iMyecTsa vyacTul npeacrasneHd B npunoxeHun C.
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4.2.3.10 MNoka3saTenb NpenoMeHUss oPTanbMOIOrMUYECKNX BUCKOXUPYPrMYECKX U3Lenunii
Moka3atenb npenomnexHns OBU gomkeH 6biTb U3MEPEH C MOMOLLLIO pedhpakTomeTpa npu Temneparty-
pe (25 + 2) °C npu YUKCUPOBAHHOW A/IMHE BOJIHbI.

MpumeyaHne — [inanasoH peKOMeHAYEMbIX 3HaYeHui nokasaTenen npesioMsieHna fosKeH 6bITb npueeneH a
TEeXHNUYECKNUX YCNOBUAX Ha OBU KOHKpeTHOoro tuna.

4.3 TpeGOBaHMH K OLEeHKe CBOWCTB rOoTOBOIO O¢TaﬂbM0ﬂOFMHeCKOFO BUCKOXMNPYyprunyeckoro
n3pnenna

4.3.1 O6wwme TpeboBaHusA

4.3.1.1 TpeboBaHusa K oLeHKe cBolicTB OBW gomxHbl cOOTBETCTBOBATL 06 MM TpeboBaHUAM, nprBe-
AeHHbIM B TOCTP NCO 14630 AN HEaKTUBHbIX XMPYPrMyecknx UMNAaHTaToB, 1 CUCTEMHbIM TpeboBaHUsAM
FTOCTPUCO 13485.

4.3.1.2 Tpe6osaHua K OBU n gokyMeHTauuun, npeAcTaBigeMblM Ha TOKCUKONOrMyeckne, caHnTap-
HO-XMMUYECKME NCMbITaHUsA, UCMbITaHNsa Ha CTEePUIbHOCTb U NMUPOrBHHOCTb. AO/XHbI COOTBETCTBO-
BaTb TOCT P 51148.

4.3.1.3 O6wwe TpeboBaHNA K OLLleHKe NOT eHLMa/IbHOTr 0 pucka npumeHeHns OBY fo/mKHbI COOTBET -
cTtBoBaTb FOCT P 51609.

4.3.2 Tpeb6oBaHuA K OLEHKe GMOOTMYECKOl 6e3onacHoOCTU

4.3.2.1 O6uwue TpeboBaHuA

OueHkKy 6nonoruyeckoii 6esonacHocT OBU cnepyeT HauvMHaThb C aHann3a pyckoB U NPOBOAMUTL U AOKY-
MeHTMpoBaTb B cooTBeTcTBUM ¢ TOCTP NCO 14971. Mo pe3ynbTataMm aHasim3a pUCKOB L0/KHbI ObITb Onpe-
JeneHbl ncnbiTaHns, Heob6xoAnMble AN OLEeHKN Gruonoruyeckoin 6esonacHoctn OBUL.

[na OBW. cogepxalux marepuasbl XXMBOTHOIO MPOUCXOXAEHUSA, AO/MKHbI 6bITb NPUMEHEHbI aHau3
puYCKOB 1 TpeboBaHMA K MEHEIXXMEHTY, npuBegeHHble B [2], [3] u [4].

Ana Bcex OBW ponxHbl 6bITb cOb6M0feHbl TpeboBaHNA, NpeabsaBAseMble K OLueHke 6101ornyeckoi
6e3onacHocTy no FOCT P MCO 10993-1, TOCT P NCO 10993-5. FOCT P NCO 10993-10. u TpeboBaHus,
M3/I0KEeHHbIEe B HacToALWeM noapasgene.

MpumeyvyaHnsa

\ Ha ocHOBaHWM TUMNUYHOIO KIMHUYECKOro NpUMEeHeHnsa B nepefHel kamepe rnasa OBW knaccuduumpyoT kak
«UMMAaHTUpyeMble U3AeNnns: TKaHb/KOCTb*. VcnbiTaHUs U3AENNIA AaHHOW 1 Apyrux kateropuii, npefcTaBneHHble B Tab-
nnue 1TOCT P NCO 10993-1, npuBeAeHbl TONbKO ANA PYKOBOACTBA 6€3 yKazaHUsi MakCMMasibHbIX NN MUHUMabHbIX
TpeGoBaHUNA.

2 [lonyckaeTcsi KOMGUHMPOBATL MCMbITAHWA Ha 6GMOIOTMYECKYI0 COBMECTUMOCTb, YMeHbLIas YMC/0 XWUBOTHbIX,
HeobXoANMbIX 4719 NPOBEefEeHUsA UCNbITaHua. [lBa NcnbiTaHNA MOryT 6biTb NPOBefEeHbl OAHOBPEMEHHO HA OAHOM XMWBOT-
HOM NpW YCNOBUW, YTO UCMbITYEMOE XUBOTHOE He NojBepralT YpesmepHoi 60an unm cTpagaHusam.

4.3.2.2 WcnblTaHne umnaaHTaunein BHyTpb rnasa

[nsa nposefieHna faHHOro UCMbITaHUS AO/MKHA ObITb UCMOMb30BaHA NO3ULMA UMNaHTauun: B nepej-
Hell kamepe rnasa Wi CTeKNOBUAHOM Tene. [lo/kHbl 6bITb MPUMEHEHbI YaCTHbIE TPe60BaHNA K UCTbITAHUSAM
UMNNaHTaumen BHyTPb rnasa, ykasaHHble B NPUIoXeHun A.

Ecnun ncneityemoe OBW Bbi3biBaeT 60/bLUYI0 peakumio rnasa nnu socnanexdue, yem OBU. ucnonb3ye-
MOe KakK KOHTPO/IbHOe, He06X04MMO NPOBECTN OL,EeHKY COOTHOLIEHMNS pUCK/Nonb3a.

4.3.2.3 WcnbiTaHne Ha 6akTepuasibHble 3HL0TOKCUHbI

OBW [0/MKHO 6bITb OLEHEHO Ha Hanuuve HakTepuasibHbIX 3HAOTOKCUHOB € nomolblo LAL-TecTa (Ha
kKynbType limulus amoebocyte lysate) B cooTBETCTBMM C METOAMKOW, ONUCAHHON B [5], Nn 3KBMBa/IEHTHOM
aTTeCcTOBaHHON MeToAMKON ncnbiTaHns. OBU. B KoTopoMm npefen 6akTepranbHbIX 3HAOTOKCMHOB NpeBbILaeT
0.5 egnHULBLI 3HAOTOKCMHOB (ED) Ha MUAIMAUTP, CUMTAIOT He MpoLIeLWnM UCTIbITaHue.

4.3.2.4 VicnblTaHWe Ha BHyTpurnasHoe gasfieHne

WcnbiTaHne Ha BHYTpUrnasHoe AaBsfieHne AO0/KHO ObiTb NPOBELEeHO B COOTBETCTBUM C METOAMUKOW,
npeAcTaB/IeHHON B NPUIOXeHUn B.

Ecnn ncneityemoe OBW Bbi3biBaeT 60/iee BbICOKOE AaBfieHne wan 6onee AnnTeNbHOE MOBbIWEHNE
fasneHus, yem OBW. ucnonb3yemoe kak KOHTPOSIbHOE, HEO6XOAMMO MPOBECTU OLLEHKY COOTHOLUEHUS
puck/nonb3a.

PesynbTaTtbl UCNbITaHUS [OMKHbI 6bITb MCNONb30BaHbI A1 ONpeAeneHnss BEPOATHOrO 3Ha4YeHUs n gnu-
Te/IbHOCTY Moc/ieonepaLMoHHOro NoBbILLEHNUS BHYTPUIIA3HOIO AaBsieHns. 3T0 NOBUSAET Ha NAaH KInHnYec-
KOrO MCMbITAHUS M MOXeT noTpe6oBaTb MNOC/MEONepPauNOHHbIX W3MEPEHWU BHYTPUIIA3HOTO [faBfieHus
[OMNONTHUTE/ILHO K NpuBeAeHHbIM B 4.4.3 nepuogam BpeMeHu.
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4.3.2.5 YpaneHue octatoyHOro opTasibMOIOIMYECKOr0o BUCKOXMPYPrMYecKoro usfenns us nepegHei
Kamepbl

Mpy 0TCYTCTBUM NUTEPATYPHbIX faHHbIX N0 yAaneHnto octatoyHoro OBU ckopocTb, C KOTOPOIi ocTaTou-
Hoe OBW BbiMbiBaeTcA U3 nepefHeli kamepbl yepes TpabekynsapHy 30HY, JO/kHA ObiTb onpegeneHa ¢
1cnosib30BaHNEM COOTBETCTBYIOLLErO MeTofa WCMbITaHus, HanpuMep C MOMOLLbIO IIOMUHECLLEHTHBIX WK
paAnon3oTOMHbLIX Mapkepos, 1 NpefcTaB/ieHa B oTyeTe.

4.3.2.6 [erpagauuns n TOKCUKOKMHETUKa

Mpu oTCyTCTBUM NUTEPATYPHbIX AaHHbIX 0 NosegeHnn OBU M3rotoBuUTeNb JO/MKEH NPeAcTaBUTb AoKa-
3atenbCcTBa: NyTu yAanexnus, 6uotpaHcdopmaumio n kKatabonnyeckme npoaykTbl KOMNOHEHTOB. VaeHTudu-
KauuMio U KO/MMYECTBEHHOe onpefenieHve MpoAyKTOB [AeCcTpyKuuu, wuccnefoBaHne TOKCUKOKUHETUKM
NPOAYKTOB AECTPYKLMM U BbIMbIBaHUA NpoBogAaT no FOCT P MCO 10993-9 u TOCT P MCO 10993-16.

4.4 TpeboBaHUA K KIMHNYECKOI OLIEHKe

4.4.1 O6wme TpeboBaHuA

HacToswuii noagpasgen yctaHaBimBaeT TpeboBaHMsA K KnMHu4Yeckoii oueHke OBW B nepegHeit kamepe
rnasa. [Jo/mkHbl OGbiITb NPUMEHEHbI 0bWue TpeboBaHUSA K HeakTVBHbIM XUPYPrMYeckMM MMMiaHTaTam Mo
FOCT P 52458 1 yacTHble Tpeb6oBaHus 4.4.2—4.4.6.

4.4.2 TlnaH KIMHUYECKOTro UCNbITaHNS

4.4.2.1 [L0/MKHO 6bITb NPOBEAEHO CTATUCTUYECKOE KIMHWYECKOE UCMbITaHNE B KOHTPOIMPYEMbIX YC/0-
BuAX. Llenbio nccnenoBaHus fomkHa ObiTb JOKYMEHTa/IbHO NoATBEPXAeHHas 6e30MacHOCTb HOBOMO BA3KO-
ynpyroro OBV Bo Bpems onepauuu B nepegHeii kKamepe no CpaBHEHUIO C KOHTPOsIbHbIM OBW. AHanu3 puckos
[OMKEH onpeaennTb UCXOAHYI rMNoTesy, a ANs pacyeTa HEO6XOAMMOro yucsa Cyb6bekToB B Kaxaol KoH-
TPO/IbHOI rpynne A0/HKHbI ObITb MCNONb30BaHbl CTaHAAPTHbIE GUOCTaTUCTMUECKME hOPMYIbI.

4.4.2.2 KOHTPONbHbIM M3AenvemM AO/HKHO ObiTb AOKyMeHTMpoBaHHoe OBW. wupoko npogaBaemoe B
TeyeHne nocnegHnx NaTu NeT U NnpefHasHayeHHOe A5 TOr0 Xe NpUMeHeHust. KnuHuyeckuii ucnsitatenb foN-
XeH 3apeiicTBoBaTb He MeHee 20 cy6bekToB unu 6onee 25 % o6uiero ymcna cy6bEKTOB, BOBIEYEHHbIX B
ncecnegoBaHue. Yncno He OBEAEHHBIX [0 KOHLA CYObEKTOB B KaXXA0W KOHTPOLHO rpynne A0/1XHO COCTaB-
NnATb He 6onee 10 % o6Lero yncna BOBNEYEHHbIX B UCCie0BaHNe CyOBbEKTOB.

NMpumeyvyaHune — VccnegoBaHus, NPOBOAVMbIE B O4HOI CTpaHe, MOTYT Bbl3BaTb NOSB/EHNE [OMNOHUTENbHbLIX
Tpe6oBaHuii N0 BbINOTHEHWIO NPABOBbLIX HOPM B APYTMX CTpaHax.

4.4.2.3 Kaxgbllii KTMHAYECKNIA UcnbITaTeNb O/MKEH UCNONb30BaTb NPU UCCNef0BaHNN NNH3bI OAHOTO 1
TOrO e TUna 1 0MHAKOBYIO XMPYPruyeckyto onepauuio 415 Bcex Cy6beKToB.

4.4.2.4 Habnwogatenu He [OMKHbI NPUHMMATL yyacTue B KNUHWYECKOM uccrefosaHuun. MNpu HEBO3-
MOXHOCTW CPaBHEHWA pe3ynbTaTtoB WCCefoBaHWA HOBOTO M KOHTponbHOoro OBW nocneonepauuoHHble
nccnefoBaHusA paspeluaeTcs NMpoBecTU HesaBWCMMOMY Habnwogartento, KOTOpbI He [O/KEH 3HaTb, Kakoe
OBW 6b1710 UCMO/1b30BaHO.

4.4.2.5 Ecnu u3rotosuTesib npeanonaraet cAenartb AONOSIHUTENIbHbIE 3aABNEHUA, HANpUMep B OTHO-
LeHWn nocneonepaumoHHoro gencteus OBW. ana noaaepXxaHusi Taknx 3asaBneHniA AOMKHbI ObITb onpeaene-
Hbl [JONOMHUTE bHbIE OPUEHTUPbI, @ TakKe BbIMO/IHEH COOTBETCTBYIOLWMI NepecyeT HEO6X0AMMOro yncna
CyOBHEKTOB.

4.4.2.6 B npouecce KNMHUYECKUX UCTbITAHWUIA AOMXKHbI ObITh OLEHEHbI CieayloLme nepeMeHHble napa-
MeTpbl.

a) 3HauyeHwe un ANUTEeNbHOCTb Noc/aeonepaLMoOHHOro NOBbIWEHNUS BHYTPUIIa3HOTro AaBNeHNs:

b) 4MCNO KNETOK 3HAOTENNS POTOBULIbI.

C) BOCNasMTenbHasa peakuus rnasa nav gpyrve HebnaronpmaTHbIe MexonepaunoHHbIe nax nocneone-
paunoHHbIe ABMIeHUA.

4.4.2.7 PacueT uucna cybbekToB, HE06XOAUMbIX A5 NPOBEAEHUSA KMHNYECKMX UcnbiTaHnii OBU B
UCMbITYEMbIX U KOHTPO/IbHON rpynnax, npeAcTasneH B npunoxexnun D.

4.4.3 TlocneonepaunoHHas OLEeHKa NOBbILLEHUA BHYTPUINa3sHoro AasneHuns

4.4.3.1 BHyTpurnasHoe fas/ieHNe J0/IXHO OblTb N3MEPEHO C MOMOLLIO anmnjaHaloHHOro ToHoMeTpa
FonbamaHa nepeg onepauueid n nocne onepauuy B cnegyloLine nepmoibl BpEMeHu:

(6£2)y; (241 4)u; LHuepensa i 2 cyt; 1 mec 17 cyT; 3 MecC = 2 Hefienu.

4.4.3.2 Bcnydyae ecnv BHyTpUriasHoe faBfieHne oTAe/IbHOro NCNbITyeMoro cy6bekta ocTaeTcs NoBbl-
LWEeHHbIM B TeyeHne 6onee 24 4. fOMKHbI 6biTb NPOBEAEHbI AOMOSHUTENbHbIE U3MEPEHWS, NOKa 3HaYeHne
BHYTPUINAa3HOro faB/IEHNSA He AOCTUTHET YPOBHSA HOPMbI.

4.4.3.3 HasHaueHvne MefUKaMEHTOB A1 NMOHWXEHWS faBfeHns B No6bie neprodbl BpeMeHU A0KHO
6bITb OCDOPMIEHO JOKYMEHTA/IbHO, U faHHble A0/KHBI ObITb NPefoCcTaB/eHbl OTAE/bHO N0 KaXA0MY Cy6BbekK-
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Ty. Ecnv opmumansHo ony6nkoBaHHbIe NCTOYHUKMN, pe3yibTaTbl UCMbITAHUA HA XXUBOTHBIX WA KTUHUYECKWIA
ONbIT A0OKa3blBalOT, YTO MakCMMasibHOe BHYTpuriasHoe fassfieHne MosABASAETCHA BHe nocfneonepaluoHHOro
AvanasoHa oT 4 A0 8 4. U3roTOBUTE/Ib AO/DKEH U3MEHUTL M1aH KMHUYECKOTO UCMbITAHUSA U BHECTU B HEro
[OMNOSTHUTE/IbHOE U3MEPEHNEe BHYTPUINA3HOro AaBNeHNs B MOMEHT, 6/IM3KNIA K MakCMMasibHOMY 3HauYeHuto
BHYTPUINa3HOro fgaBneHus.

4.4.3.4 MOHUTOPWHI WCNbITYEMbIX CYOBEKTOB C BHYTPUIIa3HbIM fAaBfieHnemM, 6onee wan pasHbIM
30 MM pT. CT.. 4O/IKEH 6bITb NPOBEAEH Yepes3 Heflento 1 No3Xe B TeYeHne BCero nccneposaHns. Ecnu yactor-
HOCTb MOHUTOPUHIa CTATUCTUYECKW MPEeBbILLIaeT OXugaemMoe Hy/ieBoe 3HayeHune, cnegyeTt pacCMoTpeTb BO3-
MOXHOCTb NPeXAEeBPEMEHHOr0 NPeKpaLLeHns KIMHNYECKOro nccnefoBanus. JaHHblii aHann3 fo/mKeH 6biTb
npoBefieH BO BPeEMs UCCNefoBaHNA N0 BCEMY YMC/Y UCMbITYEMbIX CY6BEKTOB, a B KOHLe uccrnefosaHms — no
Kak[oi ncnbiTyemoit rpynne. Mo 3asepLueHnn nccnefoBaHnsa aHaans U3MepeHnin BHYTPUIIa3HOro faBieHns
[ONMXeH BkIYaTb B ceba pacuyeT CpefHMX 3HAYEHWU, a TakkKe YacTOTHOCTW 3HAYEeHWW BHYTPUrNa3HOrO
faBnenus, 6onee nnu pasHoro 30 Mm pT. CT.

4.4.4 TloacyeT yucsa KfieTok aHA40TeNns porosuLbl

CocTosiHMEe 3HA0TENNA POrOBULIbI OLLEHMBAIOT NyTEM NofcyeTa yncnia K1eToK IHA0TENUA POrosuLbl A0
onepauumn nyepes (3 = 0.5) mec nocne onepauuu.

4.4.5 TlocneonepaunoHHasa BoCnainTesibHas peakuus rnasa

CTeneHb peakuuy BOCMaNEHUs rnasa OLEHUBAOT MeTOA0M OMOMMKPOCKONUKM C WMCMOSIb30BaHNEM
L eneBoli namnbl U KNMHUYECKU KNaccuuLMpyoT NPYU KaKLAO0M U3MEePEHUN BHYTPUINIA3HOro AaBneHus.

4.4.6 Cepbe3Hblii He6NaronpuATHbIA NCXOA4

KnuHunyeckne unccneposatenn OO/MKHbI MPefoCTaBATL OTYETbl O CEPbEe3HbIX MeXonepauuoHHbIX 1
nocsieonepauMoHHbIX UCXOAax 3aKasyuky Heme[sIeHHO, Kak TO/IbKO O HUX CTasio u3BecTHo. Bce papyrue
HebnaronpuaTHbIE UCXOAbI AO/KHBI ObITb 4OKYMEHTUPOBAHbLI B UCTOPUAX 60NE3HU.

5 TpeboBaHWA K CTepunnsaumn

5.1 OBW f0/mKHO 6bITb CTEPMIN30BAHO B COOTBETCTBUM C TPEO6OBAHUAMU K CTEPUIN3ALMN, YKa3aHHbI-
Mn B TOCT P NCO 14630 151 HeaKTUBHbIX XUPYPrnyecknx UMnaaHTaTos.

5.2 KOBW unu ero kKomnoHeHTam, npu cTtepuimsauny KOTOpbIX UCMNOMb3YIOT BIaXHOE TEN/10, AO0/IKHbI
6bITb NPUMeEHeHbI TpeboBaHus Mo [6].

5.3 K OBV nnu ero koMnoHeHTam, Npu ctepunnsaumm KoTopbIX UCMO/b3YHT 3TUTEHOKCUL. OO0/IKHbI
6bITb NPMMeHeHbl Tpeb6oBaHus Mo [7].

MpumeyaHune — YCTaHOBNEHO, YTO Tpe6oBaHUsA, onpeaensoLue npuemaemMbsie ypoBHU 0CTaTo4HOro aTUEH-
okcuga. ykasanHble BTOCTPUCO 10993-7. HenpumeHuMbl K OBU. HaxoaAaLWMMCS B KOHTaKTe C BbICOKOUYBCTBUTE/IbHbIMMN
TKaHAMW, Hanpumep TKaHAMK rnasa. [lonofHNTeNbHbIe yKasaHus no npuMeHeHuto Tpe6osaHwii FTOCT P NCO 10993-7
npusegeHsl B [8). Ana nHTpaokynapHbeix OBU cneunansHbix kateropuii npegenbHoe cofepxanne aTUNeHokecuaa ans uHTpa-
OKY/IAPHOM IMH3bl YCTAHOB/IEHO Ha ypoBHe 0.5 MKT B leHb, HO He 6onee 1,25 mkr B Leniom. MNpefensl ANs 4pyrnx MHTPaoky-
nApHbIX OBW MOryT 6bITb NpeasapuTensbHO 3ajaHbl ucxoasa u3 maccsl OBU.

MpepencHoe cogepxaHue aTuneHokenga ans OBU gomxHo coctaBnAaTe 60 Mkr/ma (4ONONHUTENbHAA
UHdopMaLmsa No MeToanke nsMepeHns npusegeHa B [8]).

MpumeyaHune — B TexHnyeckoMm MHOPMaLMOHHOM oT4eTe (8) OTCYTCTBYIOT TpeboBaHWs No NnpeAenbHOMY Co-
AepXaHuio aTuneHxnoprugpuna. Mpegnonaraercs, 4To B HOBOW pefakuum [8] ByAeT ycTaHOBMEHO NpefenbHoe cofepxa-
HVe 3TUMeHXNoPrMapuHa AN MHTPaokynapHbix OBW. copepxalynx Xxnopug, B YeTblpe pasa npesbialoliee cojepxaHve
3TUNeHoKcuaa. JTo crieayeT yunTbiBaTb Npy oLeHke 6ruonornyeckoin 6esonacHocT OBUL.

5.4 K OBW. npu cTepuamsauum KOTOpbIX UCNOb3YIOT 06/1yHeHne, [O0MKHbI 6bITb NPYMeEHEHbI TpeboBsa-
Hus no (9].

MpumMmeyaHune — MN3BecTHO, YTo MHOrMe OBW copepxaT BbICOKOMOJIEKY/IAPHbIE MOMIMMEPDI, He ABNAOLWMnecs
TEPMOCTOVKMMHU, U U4TO CTEPUIN3ALMSA BNAXHbIM TEM/IOM MOXET OkasaTb OTpuLaTenibHoe BO3AeNCTBME Ha NX peosiornyec-
kne cBolicTBa. Ecnn OB Henb3s cTepunin3oBaTb BaXHbIM TEMNOM, NPUMEHSAIOT acenTuyeckyo o6paboTky.

5.5 K OBW. KoTOpble He CTEPUNN3YIOT, HO NOABEPrardT acenTuyeckoit 06paboTke, AOKHbI 6bITb NPU-
MeHeHbl TpeboBaHus (10]. CooTBETCTBME faHHOMY MeXAyHapo4HOMY CTaHAapTy A0/HKHO 6bITh MOATBEPXKAE-
HO aTTeCTOBaHHbLIM UCC/IelOBaHNEM B cpefe C npefenbHo 40NYyCTUMbIM YPOBHEM 3arpasHeHus — 10° 3.

MpunmeyaHune — CraHgapT (10) yctaHaBnuBaeT obuine TpeboBaHns 1 COAEPXUT PYKOBOACTBO MO npoLeccam,
nporpaMmam 1 MeToAuKam atTecTauuu u KOHTPONA MeAULMHCKUX W3fenuii, noasepraemblx acentuueckoii o6paboTke.
CrtaHgapT (10). B YaCTHOCTM, MPUMEHUM K 06paboTke dunsnonornyeckmx (BogHbIX) pacTBOPOB W. CriefoBaTe/ibHO, UMeeT OT-
HowleHue K nsrotosneHunio OBU. Cnepytowmne yactn ctaHgapta (10) 6yayT nocssLeHbl cneymann3mpoBaHHbIM npoleccam,
Takum Kak hunbTpaumsa u nunopunnsayms.
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6 TpeboBaHUSA K CTaBU/IbHOCTU O(PTa/IbMOJSTIOTMYECKMX BUCKOXMPYPrNUYECKMNX
n3genuvi

6.1 W3roToBuTE b AO/MKEH ONpPeAesinTb U YCTaHOBUTL CPOK rogHocTM OBW npu xpaHeHUn B CKIaAcKnx
NoMeLLeHNAaX n cuctTemy foctasku. OnpegeneHne cpoka rogHoCTH Npu XpaHeHnn foMKHO 6bITb NPOBELEHO B
peanbHOM MacliTabe BpeMeHW Wan Mo YCKOPeHHOW MeToAuke npu Temnepatype He 6onee 45 °C ¢ uenbio
noATBEPAWTb, YTO OCHOBHbIE XapakTepUCTUKM No 6e3onacHoCTM u 3pEKTUBHbIE 3IKCNayaTauMOHHbIe
KayecTBa rotosoro OBM u cuctembl AOCTaBKN HAXOAATCA B YCTAHOB/IEHHbIX Npefenax B TeyeHne o603HauveH-
HOro cpoKa rofiHOCTV NpU OXnAaemblX YCI0BUAX TPAHCNOPTUPOBAHUSA U XpaHEHUS.

6.2 lMapameTpbl N XapakTePUCTUKN, KOTOPble HEOGXOANMO KOHTPO/IMPOBAaTL BO BPEMS UCCNef0BaHWi
CpoKa roAHOCTW MpPU XpaHeHUW: peosiormyecknini Npoduab. pH. cTepunbHOCTL U Apyrne dakTopbl, yCTaHOB-
NIeHHble NpyU aHanM3e PUCKOB Kak KpuTuueckne anas 6esonacHoro npumeHeHms OBUL.

6.3 WN3meHeHusa coctaBa OBW. ucxopHbix MaTepuanoB M UX MOCTaBLYMKOB, YC/IOBUIA M3rOTOBNEHMUS,
BK/ll0HAsA Npouecc cTepuansaumm, Tun ynakoBku Wan ynakoBOYHble Matepuasbl, MOryT okas3aTe Hebnaronpu-
ATHOE B/IMSIHNE Ha CPOK CyX6bl OBU npu XpaHeHUn. Y CTaHOB/IEHHbIN CPOK cnyx6bl OBW npu xpaHeHun fosn-
XeH 6bITb NEPECMOTPEH, eC/v NPU aHann3e PUCKOB BbISBIEHO U3MEHEHME TEXHOMOTMUWU N3rOTOBNEHUS, YTO
MOXeT NOBNUATbL Ha cTabunbHocTb OBU.

7 Tpe6GoBaHWsA K LeNOCTHOCTU U XapakTepuUCTUKe KOMIMJIeKTa AOCTaBKM

7.1 OBW nocTtaBnsoT BrepMeTUyHbIX KOHTEHepax BMecTe C KaHtoneih ana seegernns OBY B rnas. 3tn
[iBa KOMMOHEHTa SABASATCA KOMM/IEKTOM [OCTaBKW.

7.2 OTCyTCTBME MEXAHWYECKOro NOBPEXAEHUS KOMMeKTa A0CTaBKU AO/HKHO ObiTb NOATBEPXKAEHO
ncnbiTaHuaAMn 4118 npuMmeHeHns OBU no HasHaveHuto.

7.3 ®un3nko-xummnyeckas copmecTumocts OBW 1 komnnekTa foCTaBky fOMKHbI ObiTb TAKKe OLeHEHbI.

8 TpeboBaHUA K ynakoBKe

8.1 3auwwuTa OT MOBPEXAEHUS MPU XPaHeHUU U TPaHCNOPTMPOBaHUN

,ﬂ,Oﬂ)KHbI 6bITb NPUMEHEHbLI Tp960BaHVIFI K ynakoBke MeanLUHCKNX I/ISD,EIWIVI, YKa3aHHble B
FOCTPUCO 14630 1 [11].

8.2 3awuTa cTepusibHOCTU NPU TPaHCNOPTUPOBaHUN

OBW go/mxHbl 6bITb ynakoBaHbl Takum 06pa3oM, 4TO6bl 0ocTaBaTbCA CTEPU/IbHLIMUK B Npeenax, ykasaH-
HbIX A1 YCNIOBUI TPAHCNOPTUPOBAaHUS, XpaHeHust 1 o6palleHns. JomxHbl 6biTb CO6MAEHbI Tpe6oBaHUs K
CTEpUNbHOI ynakoBKe, yKkasaHHble B [12].

9 Tpe6oBaHWsA K MHOPMaLMK, NPeaoCTaBNSAeMON N3roTOBUTENEM

9.1 [fomxHbl 6bITb COBMOAEHBbI 06WMe Tpe6oBaHMA K MHopMaLMK, NpefocTaBNsemMoli n3roToBnuTe-
nemM MeAULMHCKMX n3aenuid, ykasaHHble B [13]. n yacTHble TpebosaHuna k OBW. npuBefeHHble B HACTOSALEM
pasgerne.

9.2 [lonyckaeTcs MCNofib3oBaTb CMMBOJIbI BMECTO TekcTa. [pu 1cnosb3oBaHUM CUMBOJIOB [0/KHbI
6bITb cobt0aeHbl TpeboBaHusa TOCT P NCO 15223.

9.3 Ecnn OBW noaBepxeHo NOBpexeHnto Nog AeiicTBmem hakTopoB OKpyXatoLLei cpefpbl, Ha KOHTew-
Hepe AN XpaHeHUs f0/KHbl 6biTb HAHECEHbI YeTkue npeaynpeanTesibHble 3HakKK.

9.4 Homep napTuu 1 KOHeYHbIi CPOK AeACTBUSA MOTyT BbITb yKa3aHbl Ha caMokneselica aTukeTke.

9.5 Bknagpl fo/MKEH ObiTb BMIOXEH B yNakoBKy Tak, YTOObl €r0 MOXHO Oblf0 B3ATb U NpounTaTb, He
nospexgas cTepunbHOro 6apbepa.

9.6 MuHuManbHas HgopMauus, HaHOCMMas Ha yNakoBOYHbI KOHTelHep, BKNaAbllWw B yNakoBKy, cTe-
pynbHbIA 6apbep U NepBUYHBIA KOHTEWHEp, NpuBeseHa B Tabnuue 1.
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Ta6nuya 1— VHdopmayus, npegocrasisieMasi U3rotToBuUtenem

KoHTeliHep Bknagpin a  CTepusibHbIi  [epBUYHbIA

VIHi MaLms -

chopvay L1191 XpaHeHNs  YNakoBKy 6apbep KOHTellHep
HanmeHoBaHWe W3roTOBUTENS WU YNOTHOMOYEHHOro

npeacrasuTens . . + —
Appec nsrotosutens . . — —
Toprosoe HaumeHoBaHne OBU * ¢ + —
OnucaHne KOMNeKTa NOCTaBKN U UHCTPYKLUWA MO ero uc-

Nnosb30BaHN0 — ¢ — —
Kpatkoe onucaHue xumuyeckoro coctasa OBV n o6bema

nocTasku ¢ ¢ — —
OnucaHne COOTBETCTBYIOLNX KOHCTPYKTUBHbLIX Napamert-

POB. KOTOpble MOrYT MOBAVATL Ha 6€30MacHOCTb U XxapakTte-

puctukn OBW, B TOM uncnie: KOHLEHTpauus; pacnpejenexHme

MOeKyNsipHOW Macchl; pH; 0CMOMOANLHOCTL U Ap. ¢
padmnyeckoe npefcTaBieHne peosornyeckoro npoguns;

rpadovk norapudpmMmyeckoii 3aBucMmMocTu Bsiskoctn (MTMa-c)

oT capura (c-1) a AnanasoHe, ykasaHHoM B 4.2.3.2 .
Ycnosusi xpaHeHus 3 3 — R
MokasaHusa K NpYMeHeHuto - . - R
MpoTnBONOKa3aHus K NPUMEHEHUIO — . — —
VHCTPYKLMA NO NPUMEHEHNIO, BK/OYaA pekomeHjauuu no

ypaneHnio OBU (npn Heob6xoanMmocTm) . . _ —
Mepbl NpefoCTOPOXHOCTY U NpeaynpexaeHns — + — —
Coob6LeHrie 0 TOM. YTO COAEPXMMOEe NpeHasHavYeHo ans

pa3oBOro UCMosib30BaHNsA _ . . _
Haanucb: «CtepunbHo» 1 metog(bl)ctepunusanmm OBU n

CUCTEMBI [OCTaBKN L4 L4 * _
Hapanuck: «He ncnonb3oBatb, €Cn CTepUbHbIA 6apbep

HapyLweH» — — L4 —
KoHeuHbIli cpok rogHoCTH ¢ — + .
Homep naptun nocne cnosa «/10T» * — .

MpumeuyaHue — Homep NapTum, CPOK rOAHOCTM U AATY CTEPUNMU3ALMUN JONYCKAETCSA He YKasbiBaTb Ha CTe-
punbHOM Gapbepe, ecnn OH NPO3payHblii U HEOGXOAMMYIO MH(DOPMALLMIO MOXHO NPOYECTb HA NEPBUYHOM KOHTElHepe.
He HapyLias ero repMeTMYHOCTU.
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Mpunoxexne A
(o6sA3aTenbHoe)

MeToauka ncnblTaHUs MMNaaHTauuen BHYTPb rnasa

A.l O6ume TpeboBaHua

A.11 Mpu ucnbiTaHUM WMAAaHTaunein BHYTPb ffasa NPOBOAAT OLEHKYy MeCTHOro AeiCTBUS Ha XWBYI TKaHb
o6pasya OBW. uMNNaHTUPOBAHHOIO XMPYpPruyeckMm cnocobomM B MecTe, COOTBETCTBYOLWEM NpegyCMOTPEHHOMY Npume-
HEHWI0. MapLIpyTy N A/INTENbHOCTY KOHTaKTa Kak Ha MUKPOYPOBHSX, Tak 1 MakpoypoBHsix. O6Lmne Tpe6oBaHus K ucnbiTa-
HUAM Ha UMNaHTaunio COOTBETCTBYIOT ykasaHHbiM B TOCT P MCO 10993-6. TOCT P NCO 10993-12.

A.1.2 B kayecTBe MecTa 415 UMNAAHTaUMU MOXeT 6biTb MCNONb30BaHa NepeAHAs Kamepa WAn CTekNoBUAHas
noJsioCTb rnasa XWBOTHOIO, NOAXOAALLEr0 AJ18 UCMbITAHUSA.

B cooTBeTcTBUM C TpeboBaHMAMU [14] ncnbiTaHWe Ha XWBOTHOM AO/DKHO ObiTb COKpalleHo A0 onpaBfjaHHOro
MUHUMYMA.

A.2 MopAafoK NpoBeAeHUs ncnbiTaHns

A.2.1 CoortseTcTBylOW NI 06bemM OBV BBOAAT B NepeAHIO0 Kamepy Uav B NepeAHioo YacTb CTEKNOBUAHON noioc-
T rnasa. Nepeg BBeAeHNeEM onpeAesieHHOro o6bema UCnbITYyeMoro Uan KoHTposnbHoro OBW B 06nacTb nepefHeit kame-
pbl UM CTEKTOBUAHOrO Tena AonyckaeTcsa yAaauTb paBHblil 06beM Barn n3 COOTBETCTBYIOLLEN Kamepbl.

A.2.2 IMnnaHTaynio ocywWwecTBAAIOT C MAHKMAaIbHO BO3MOXHOW TpaBMOW rnasa, He mackupytolei nospexge-
HUA. NOMlyYyeHHble B pe3y/ibTaTte BO3elNCTBNSA UCMbITYEMOrO UAN KOHTPO/IbHOTO MaTepuana.

A.2.3 8 KauyecTBe KOHTPO/A WCMOMb3YIOT Apyroe 3apeructpuposaHHoe OBW. npucyTcTBylollee Ha pbiHKe He
MeHee NATW NeT 1 npefHasHavyeHHoe Ans Tex xe uenein. KoHTponbHbiii OBV nmnaaHTMpyoT O4HOBPEMEHHO B TO Xe Mec-
TO B Apyroii rnas.

NMpumeuyaHue — MNpegnoytTuTtenibHa ABYCTOPOHHSS UMMNIAHTALMS, HO ONYCKAETCS Y OAHOCTOPOHHSIS UMMIaH-
TaluWsi. ec/im TOro TPe6YIT MECTHbIE MPeAnucaHus.

A.3 TMpaBuna o6paboTkn pe3ynbTaToB MCNbITAHUA

A.3.1 BocnanutesnbHylo peakuyuto, BO3HMKAIOLLYIO NOC/e BBEAEHUS MaTtepunana, NoCTOAHHO KOHTPOMPYIOT nknac-
CUULMPYIOT COTNAacHO CTaHAApPTUM30BaHHOW CUCTEMEe KOMIMYECTBEHHbIX nokasaTeneil Anst 6MOMUKPOCKONUYECKOro
nccnefoBaHus ¢ UCNOMb30BAHUEM LLeeBOl namnbl C MHTepBanaMu Bpemenun: 4—6.24. 48. 72 yn 1Hepens nocne BBe-
feHuns.

A.3.2 [lonyckaeTcs BBOAUTb AOMNOMHNTE IbHbIE CPOKM KOHTPOS B 3aBUCUMOCTY OT NPOAO/IKUTENbHOCTU UCCeno-
BaHUs.

A.3.3 Pe3ynbTaTbl UCMbITaHWi O/MKHbI OblTb BHECEHbI B OKOHYAT €/lbHbI OTYeT.
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Mpunoxexve B
(o6sA3aTenbHoe)

MeTO,qI/IKa NUCNblTaHNAa Ha BHYTpuUrnasHoe gaBsieHue

B.1 O6wwue Tpe6oBaHus

B.1.1 Xupypruyeckas onepauua a nepegHeil kamepe rnasa c ucnonb3osaHvem OBW moxeT conpoBoxpaTbcs
NOBbIWEHNEM BHYTPUTIA3HOro AaBfieHns. ITO ABNAETCA NpUemMaeMbiM nocnefcTsnem ncnosnb3osaHns OBU u He fonx-
HO CyLLeCTBEHHO MOBUATL Ha 3pUTE/bHYI0 (DYHKLMIO AN BOCCTAHOB/IEHUE [Na3HbIX TkaHel. 3HaunTenbHoe uam npo-
[O/KUTENbHOE MOBbIWEHNE BHYTPWUIIA3HOTO [aB/IEHUA MOXeT Bbi3BaTb 060/b WAM AUCKOMGOPT M MNPUBECTM K
noBpexAeHunto TkaHeli rnasa.

B.1.2 MeToguka ucnblTaHA MO3BONSAET KOHTPONMPOBATL MOBbILWEHWE BHYTPUI/IA3HOTO AaBfieHUs nocne
3aMeHbl Bnarn Ha OB Takoro xe o6bema a nepegHeil kamepe rnasa UcCnbITyemMoro xmesoTHoro. OBW ocTaetcsa B rnasy,
crnefoBaTtesibHO, WUCMbITaHNE HE UMUTUPYET K/IMHUYEeCKOe MCNOIb30BaHue, Mpu KOTOPOM XUPYPr yAanseT Kak MOXHO
6onblwe OBW. nepef Tem Kak 3akpbiTb Hagpes. [ANTeNbHOCTb U 3HAYEHWE W3MEHEeHWUs BHYTPWUINAa3HOro faB/ieHus BO
BpeMS NpefKINHUYECKOro UCMbITAHNA MOTYT ObiTb 60/bLUE, YeM ANTENBHOCTb U 3HAYEHWE BHYTPUIIA3HOTO AaBieHuns
BO BPEMS K/IMHUYECKOro UCMOJIb30BaHuns.

B.1.3 WcnbiTaHne npoBoAAT TOMbKO AN1A cpaBHeHMA OBW ¢ KOHTposibHbIM OBW, yTBEPXAEHHbIM A/1 TaKoro xe
1Cnosib30BaHuns.

B.2 Mopsaaok NnpoBeAeHns UCnbiTaHus

8.2.1 O6bem BOASHUCTON BNaru, akBUBaneHTHbI 25 % ob6bema nepeAHeil kamepbl rnasa UCMbITYyeMOro XUBOTHO-
ro. yganswoT v 3ameHsoT Ha OBW paBHoro o6bema.

B.2.2 B KayecTBe KOHTPO/NA WUCMNONbL3YKOT Apyroe 3apernctpuposaHHoe OBW. npucyTcTBylollee Ha pbiHKE He
MeHee MATK NeT u npejHasHavyeHHoe 418 Tex ke ueneii. KOHTponbHbI OBV nMnnaHTUpyoT 04HOBPEMEHHO B TO Xe MecC-
TO B Apyroii rnas.

MpumMmeyaHune — MNpeanoyTutensHa ABYCTOPOHHAA MMMNNAHTaUUA, TaK Kak YNCNO XUBOTHBbIX, Heoﬁxo,qmmoe
ansa obecneyeHus AOCTOBEPHOCTU UCNbITaHUA, 6y,qu MeHbLlle, Yem npun 0,qHOCTOp0HHeI7I nvnnaHTauyun. rCl,C)I'IyCKaeTCS'I nopn-
HOCTOPOHHAA MMmnnaHTayua, ecnun Toro Tpe6ymT MeCTHble npegnuncaHua.

B.3 TlMpaBuna 06paboTky pe3ynbTaToB UCNbITaAHNSA

B.3.1 BHyTpurnasHoe gasfneHvie n3aMepsoT MeTOA0M annnaHalMOHHON TOHOMEeTpuUu nepej onepauuein n a cne-
Aywouwme nepuogbl BpemeHu nocne onepauun: 14 z 15 MuH; 2 4z 30 MuH; (4+ 1) u; (82 2) u; (122 2) u; (24 : 4) y;
1Hepensa ; 2cyT; 1mecr 7 cyT. CKOPOCTb U ANINTENLHOCTb NOBLILEHNA BHYTPUINA3HOTO aBeHNs CyL,eCTBEHHO 3aBU-
cAT oT npupogbl OBU 1 ero BaskocTn. Kak TONbKO 3T nokasaTenn ctabunnsmpyoTcs, YNCI0 U3MEPEHWNIA BHYTPUMa3HOTO
faBneHns MoxeT 6blTb M3MEHEHO, 4TO6bI 6onee TOYUHO criefoBaTh €ro U3MeHeHuo. MoryT notpe6osaTbCa A0MNOMHU-
Te/bHble NMPOBEPKV BHYTPUIIA3HOrO AiaB/IEHNSA, €C/TIM OHO OCTAeTCs NOBbIWEHHLIM B TeyeHne 6onee 24 4 nocne ucnbita-
Hus.

8.3.2 PesynbTaTbl UCNbITAHWUI A0/MKHbI 6biTb BHECEHbI B OKOHYATE/bHbI OTYeT.
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Mpunoxexune C
(pekomeHayemoe)

MVIKpOCKOFIVILIECKVIVI aHanns TeepablxX YacTuy

C.1 O6wuwue TpeboBaHusa

C-1.1 Mukpockonuyeckune! aHan13 npegycMmarpusaeT noarotTosky o6pasuos OBU gnsa KonuyecTBEHHOro onpeje-
NeHns TBEPAbIX YacTul, Ha ocHoBe MeToga no (15). MNepep counbTpaumnein 1 Mukpockonuyeckum aHannzom OBU fomkHbI
6bITb pa3baBneHbl N3-3a BA3KOCTU.

C.1.2 [lonyckaeTca WCnonb30BaTh afibTePHATUBHbIE METOAbI ONpeAesieHns cnenoi npobbl 1 NOAroTOBKM 06pas-
ua. Heo6xoAnMo T aTelbHO OLeHMBaTb U3MEHEHUS, KOTOPblE MOTYT NOB/AUATL HA NOACYET YacTuL,.

C.2 TpeboBaH/s kK 060pyAOBaHNIO 1 BCMOMOraTesibHbIM ycTpolicTBam

C.2.1 Mwukpockonbl U NPpUHaAAIEXHOCTHN

C.2.1.1 Mukpockon (CNOXHbli BUHOKYNAPHBIA), KOMGUHALMA 06bEKTUBA U OKynsapa obecneynBaeT yBenunyeHme
(100 * 10)' . AnoxpoMaTu4yecknini 06beKTUB UK Ny4LInii AO/DKEH UMETb HOMUHAa/IbHOE yBenuyeHve 10’ v MUHMMabHYO
yucnosylo aneptypy 0,25. na uccnefoBaHUs B OTPaXEHHOM CBeTe [OJ/IKHbl 6biTb NMPefycCMOTPEeHbl 3nuckonuyeckue
ocBeTUTeNn.

C.2.1.2 [1Ba oCcBETUTENA, OCHALLEHHbIX CUHUMU CBETOMU/IbTPAMMN JHEBHOIO CBETa A1 CHUXEHUA yCTanocTu rna-
3a onepartopa:

- BHELLHWUI OCBeTUTE b, PErynMpyeMblii Ans o6ecneyeHns KOCOro OCBeLLEHNS, Najatllero nog yriom 10*—20* k
ropu3oHTasnun:

- 3NMCKONWYECKUi i oCBETUTE b CBET/I0N0 NOMS, BCTPOEHHbI B MUKPOCKON.

C.2.1.3 CeTka AN ynyylWeEHHOro MWKPOCKONMYECcKoro aHanusa (ganee — cetka IMA). kannbpoBaHHas Takum
06pasoM, YTO M3MepUTEsIbHbIE OKPYXXHOCTU B MJIOCKOCTU NPeAMETHOro CTo/IMKa MMKpockona cocTasnatoT 10 nam 25 Mkm
C TOYHOCTbIO 2 %. [lonyckaeTcs MCNOb30BaTh a/lbTEPHATUBHYIO CETKY C TpebyeMoii TOUHOCTbIO KannbpoBku.

C.2.1.4 MukpomeTp LeHoli geneHns 10 mkm (100 gen./mm).

C.2.2 YcTpoiicTBO hunbTpaLmyM U BCNomMoraTebHble NPUHALNEXHOCTH

C.2.2.1 dwunbTpoBanbHasd BOPOHKA 06BEMOM, NOAXOAAWMUM ANA UCMbITAHUSA, U MMHUMa/IbHBbIM AnameTpomM 21 mm.
BopoHka goskHa 6biTb M3roTOBMEHA U3 NAacTMacchl, CTekNa U Hepxasetlowei ctanu.

C.2.2.2 BopoHka gns ounbtpa Fenbmana. 25 mm/200 mn (getanb Ne 4203).

C.2.2.3 BopoHka ansa ynbTpadguonetosoro unbtpa. 47 mm/300 mn (getanb Ne XX10 047 24).

C.2.2.4 dunbTpoBanbHbIi AN dy30p, BbIMOJHEHHbI B BuAe NoAcTaBky Nof puabTp, N3roTOB/IEHHbIN N3 Hepxa-
BeloLeli cTann unam cnevyeHHoro cTekna.

C.2.2.5 VICTOYHUK Bakyyma.

C.2.2.6 TIMHUET C 3aKpYyr/IeEHHbIMN KOHLLaMW.

C.2.2.7 [o3aTtopbl pacTBopuTens ¢ unbTpyoLWMM CONIOM, obecneynBalowum nogady pactsoputens, oTunb-
TPOBAHHOrO OT YacTuL, pasmepom He 6onee 1.2 MKM npu gasBneHumn ot 689.5 fo 5 561 m6ap (10—80 dyHT/goiiM?2).

C.2.2.8 MeMbpaHHble hunbTpbl AnaMeTpom 25 unu 47 MM c CeTKo nnn 6e3 ceTkr YepHOro UM TEMHO-CEPOTo
uBeTa, N3roTOB/IEHHbIE W3 LLeN/10103H0-3(hMpHO cmecu pasmepom nop 0,8 MKM.

C.2.2.9 Yaweka Metpu.

C.2.2.10 BbITAXHOIN Wkad C naMMHapHbIM MOTOKOM 4epe3 BbICOKO3(MEKTUBHBIA CyXOW BO3AYLIHbIA PUALTP
(HEPA)c cogepxaHvuem He 6onee 100 yacTuy pasmepom oT 0.5 MKM Ha Ky6uueckuii cyT (npnbnunsmtensHo 3 531 yac-
TMu/m3).

C.2.2.11 Crepw/ibHble nepyaTku.

C.2.2.12 Opexpa c nofo6paHHbIMU pykaBamm.

C.2.2.13 [evoHn3snpoBaHHasa sBoja.

C.2.2.14 W3onponaHon.

C.2.2.15 Xumuueckuii cTakaH BMECTUMOCTbIO 600 M1 ¢ Teh/IOHOBOW Nasoykoi ANa nepemeLunBaHus.

C.3 MopAafoK NoAroTOBKN K NPOBEAEHUIO aHanu3a

C.3.1 Obuwme TpeboBaHusA

C.3.1.1 MNepBoHauyanbHOe UCMbITaHNE: UCbITbIBAOT BMecTe 10 eguHuy OBWU.

C.3.1.2 TNoBTOpHOE ucnbITaHWe: ucnbiTbiBalOT BMecTe 20 eguHuy, OBUL.

C.3.1.3 Mepepg ucnbiTaHnem cetka IMA gomkHa 6bITb MU3MeEpPeHa, ee 0THOCUTEe IbHAsA MOrpeLHoOCTb A0/KHA ObITh
cepTudmympoBaHa Ha cooTBeTcTBUE TpeboBaHnsam ®apmakonen CLUA (15)

C.3.2 HacTpolika MmMkpockona

C.3.2.1 BknwyatoT 06a ocBetuTtens (C.2.1.2) (BHeWwHWIA BcmoMoraTeibHbIl OCBETUTENb NajatoLero Kocoro ocee-
LEeHNSA U BHYTPEHHWI aNNCKONMYeckunii ocBeTUTelb CBET/IOTO MoSs).
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C.3.2.2 YcTaHaBnuBalT 06bEKTUB C yBennyeHnem 10* u perynmpyoT Mex3apaykoBoe paccTosiHue [0 NOABIEHUs
C/INTHOTO M306paxeHus.

C.3.2.3 dokycupytoT npasblii okynsap Ha ceTky (C.2.1.3) npu ycTaHOBNEHHOM 06pa3ue nepedokyCcMpoBKOA MUK-
pockona (C.2.1.1) A0 NOABNEHUSI CBET/I0TO NOJSA C HEBUANMBIMU AeTansamun obpasua. 3akpbiBaloT fIeBblii rnas v spatiaT
AVONTpUiiHOE KONbLO NPaBoro oKynsapa Ao NosBAEHUs N306paxeHns ceTkn B dhokyce.

C.3.2.4 dokycupyloT MUKPOCKON Ha MesKylo AeTanb obpasua.

C.3.2.5 ®dokycupyloT neBblii naptokanbHbIii OKyNap, 3aKpbliBalOT Npasblil r1as u BpawalnT AMONTPUIAHOE KONbLO
NIeBOro oKy/sipa o Tex nop. noka n3obpaxeHne Menkoli getann obpaslia He cTaHeT YeTKUM.

OTkpbIB 06a rnasa, ybexpgatTcs, 4To nsobpaxeHue obpasua AsnseTcs YeTkUM B 060MX rnasax.

C.3.2.6 PerynupyloT BcnomoraTe ibHblii OCBETUTE/Nb NafatoLLero KOCoro OCBELLEHMS N0 BbiCOTE Tak. YTO6bl yron
najatouiero ceeta coctaBnsan ot 10° 4o 20* K ropM3oHTaNN: YacTubl Ha Mem6paHHoM chunbTpe (C.2.2.8) AOMKHbI UMETb
OTYET/INBble TEMHbIE TEHU.

C.3.2.7 PerynupyiloT BHYTPEHHWI 3/1MCKONMYECKNi OCBETUTE b CBET/IONO MOJIS, NOIHOCTbIO OTKPbLIB MOJIEBYIO U
anepTypHyto gnadparmbl. LIeHTPUPYIOT HUTb Hakana namnbl U POKYCMPYIOT MUKPOCKOMN Ha hunbTp, coAepxaLinii yactm-
Ubl. PerynmpyoT MHTEHCMBHOCTb OTPAXEHHOTO CBeTa [0 TeX Mop. Moka 4acTUlibl HE CTaHyT YeTKO Pas/inynuMbIMU U He
o6HapyxaT oTYeT/INBble BUAMNMbIE TEHU.

C.3.2.8 YcrtaHaBnMBalT CaMO€e HU3KOe 3HauyeHWe UHTEHCUMBHOCTU 3MUCKOMMNYECKOro OCBELLEeHNs, 3aTeM NoBblLa-
10T ero Ao Tex nop, noka TeHu, oTépacbiBaeMble YacTMLaMm1, He MOKaXyT MUHUMA/IbHO 3aMeTHOE CHUXEHUEe KOHTpacTa.

C.3.3 NoaroToBka p1AbTPOBaSbLHOIO yCTpONCTBA

C.3.3.1 HapgesatoT nepuatku {C.2.2.11) nogexay (C.2.2.12). MOKOT pyku pubTPOBaHHOW A0 0.22 MKM AENOHU3N-
poBaHHoOI Bogoii (C.2.2.13).

C.3.3.2 MoOKT BpYYHYH XUMWUYECKUI CTakaH BMeCTUMOCTb 600 M, nanoyky Ans nepemewwnsanusa (C.2.2.15),
hmnbTpoBanbHyto BOpoHky (C.2.2.1). nogctasky nanddy3op B ropsyeM, He cofepxalium NoHOB, pacTBOpe AeTepreHTa.
MpombIBaOT UX ropsiyeil NPOTOYHOW BOAONPOBOAHOV BOAON, 3aTEM NMPOMbIBAKT (hUbTPOBAHHOW AENOHU3MPOBAHHOM
BOAOV Nof AaBNeHNEM.

C.3.3.3 llepeHocAT BbIMbITOE YCTPONCTBO M Apyroe Heo6xoaMmMoe 060py0BaHVe B BbITSXKHON WkKad ¢ naMmuHap-
HbIM noTokoMm (C.2.2.10). 3alnLeHHbIi PUnbTPpoBaHHLIM BO3ayxom HEPA.

C.3.3.4 TpombIBalOT HAPYXHbIE VM BHYTPEHHUE NOBEPXHOCTM (PUIbTPOBANILHOIO YCTPOACTBA (PUIbTPOBAHHLIM A0
1,2 MKM “30MponaHosiom noj AasBfieHnem.

C.3.3.5 OkoHuYaTe/IbHO NPOMbIBAIOT HAPYXHblE N BHYTPEHHME NOBEPXHOCTU (DULTPOBA/IBHOIO YCTPOWCTBa M APY-
roro Heo6xo4MMOro 060pyAoBaHNa (UNbTPOBAHHOW A0 1.2 MKM LeVWOHU3MPOBAHHOW BOAONA.

C.3.3.6 C nomouibto nuHueTa (C.2.2.6) TwaTenbHO BbIMbIBAOT B NOTOKe (DUILTPOBAHHON AENOHU3NPOBAHHOW
BOAbI NOA HU3KUM AaBrieHneM o6e CTOPOHbI (hnbTpa CBEpPXY AOHM3Y, NOBOpayMBas BnepeA v Hasag, U ycTaHaBAnBaoT
YUCTBIA UNBLTP NO LLeHTPY noAacTasku Anddysopa.

C.3.3.7 MMomewaoT hnnbTPOBasbHYO BOPOHKY CBEPXY MOArOTOB/EHHON NOACTaBKM C (OUILTPOM U 3aKpensioT.

C.4 MNopsagok npoBefeHUst aHanusa

C.4.1 MopsApoK NpoBepkn HOHOBOTO 3arpsA3HeHns

C.4.1.1 C nomouwbto go3atopa pacteoputens (C.2.2.7J HaNONHAOT XUMUYecknii ctakad 500 M uAbTPOBaHHO
[eNOHN3NPOBaHHOI BOAbI.

BbinnBaloT BCe coAepXNMoe XMMUYECKOro cTakaHa B (Du1bTpoBasibHOe yCTPOICTBO.

C.4.1.2 TMocne nocnegHei nopuny pacTBopa NPOMbIBaOT CTEHKM BOPOHKW, HAnpaBisia nof HU3KUM faBfeHreM no
KpYry Ha CTeHKU BOPOHKM NOTOK (hMbTPOBAHHON AenoHN3MpoBaHHOi BOAbI. MpekpaljaloT NnpomMbliBaHNe BOPOHKM, npe-
Xfe YeM o06bem CHMU3UTCS [0 OfHOM YeTBEPTON ypOBHSI HamonHeHus. MoadepXxuBaloT BakyyM, noka BCS XWUAKOCTb He
npoigeT B BOPOHKY.

C.4.1.3 Ocna6bus Bakyym, NMHLETOM BbIHUMAKT MeM6paHy 13 NoACTaBkU (hUNbTPOBa/IbHOW BOPOHKM 1 nomelLa-
10T B yawky Metpm (C.2.2.9).

C.4.1.4 BbicywmBawT (dMUIbTPOBASILHYIO MeMGpaHy B WKady co crierka NpuoTKPbITON KPbILWKONA Yallku MeTpu.

C.4.1.5 PaccmaTtpuBaloT Nog MMKPOCKOMOM C yBenunyeHmem 100* unbTpoBasbHyt0 MeMbpaHy Npy CHATON KpbILL-
Ke yawku lMetpu.

C.4.1.6 Ecnu B 30He (hunbTpauum umeetcs He 6onee 20 yactuy, pasmepom, 6onee unu pasHbiM 10 MKM, U He
6onee nNATK YacTul, pasmepom, 6osee Uan paBHbIM 25 MKM, TO (DOHOBbI YPOBEHb YaCTUL, JOCTATOYHO HU30K A1 NpOBe-
[EeHNA MUKPOCKOMMUYECKOro aHanmsa.

C.4.1.7 Ecnu yncno YacTul npesblliaeT 3T Tpe6oBaHus, (DOHOBbLI YPOBEHb YaCTUL, HE NOAXOAUT AN1A NpOBeje-
HWSi MUKpOCKONMYeckoro aHanusa. CnegyeT NOBTOPATbL MOArOTOBUTE/bHbIE 3Tanbl, NOKa (POHOBbLI YPOBEHb YacTuL, He
nogoifeT ANs NpoBeAeHUst AaHHOTO UCMbITAHUS.

C.4.2 Nopspgok npoBegeHns huibTpaunun o TanbMOOrM4eCKUX BUCKOXNPYPIrUYeCcKnx nsaennia

C.4.2.1 CHMMAIOT ace HapyXHble KPbILWKN, repMeTU3npytoLlmne neHTbl 1 cBO60AHbIE NN OTCTawlWwme GyMaxHble
APNbIKA. BbIMbIBAIOT HapyXHble MOBEPXHOCTWN KOHTEAHEepOB BPY4YHYI TemnibiM MOWLMM pPacTBOPOM, He cofepxalium
VNOHOB, ¥ MPOMbIBAIOT B TEMJI0/ NPOTOYHO BOAONPOBOAHO BOAE, NOC/e YEro OKOHYaTeIbHO NPOMbIBAOT (DUNbTPOBAH-
HOIi [,eMOHN3NPOBaHHONI BOAOW NOJ faBfeHneM.

C.4.2.2 TIpocylunBatloT HapyXHble MOBEPXHOCTU KOHTEHEPOB PUNbTPOBAHHLIM 0 0.2 MKM CXaTblM BO3JYyXOM.
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MepeHOCAT BbIMbITbIE M MPOCYLWEHHbIE 06pa3Lbl B BbITSHXKHONM LWKad), 3aliULeHHbIi UAbTPOBaHHbIM BO34YXOM
HEPA.

C-4.2.3 TofrotoBnatoT ynctoe hunbTpoBasbHOe YCTPOWCTBO, Kak ykazaHo B C.3.3.

C-4.2.4 TepemelunBaloT Tedp/IOHOBOI Masoykoii B 3apaHee BbIMbITOM XMMUYECKOM CTakaHe BCe COfepxumoe
10 eguHuny, OBW, pas3baBnsaoT Ao nonyyeHus ob6bema He 6onee 500 mn.

C-4.2.5 B BbITSXXHOM LWKady pasMeLllnBaloT CoLepXumoe cTakaHa B TeyeHne He meHee 30 MUH.

C.4.2.6 BnusaloT BCce cofepxnmMmoe B (hnNbTpoOBasIbHOE YCTPOICTBO.

C.4.2.7 TposopaAaT onepauuu no C.4.1.2—C.4.1.3,

C.4.2 8 TpukpennaioT K yawke MeTpu Apabik ¢ nageHTUdUKaymein obpasua.

C-4.2.9 TMposogaT onepaunu no C.4.1.4.

C.4.3 MopsAgok npoBefeHns paboT ¢ ceTkol IMA 1 nogcyeTa yacTuy,

C-4.3.1 OcHOBHOIi MeToA aHanusa no ceTke IMA 3akn04aeTca B MbIC/IEHHOW TpaHchopmaLumn N306paxeHns Kax-
[0i 4acTuLbl B OKPYXXHOCTb U CPA@BHEHWNW €€ C 3Ta/IOHHbIMY OKPY)XXHOCTAMU ceTku AnameTpom 10 n 25 mkm. Mpouecc nog-
cyeTa BbINOMHAT 6€3 HAaJIOXKEeHNA YacTULbl Ha 3Ta/IOHHbIE OKPYXHOCTUW; NMPU 3TOM YacTULbl HE [O/IXHbI NepemellaTtbcs
CO CBOEro MecTta B npejgenax nons 3peHns ceTkn (6oMbluas OKPYXHOCTb). 419 noAcyeTa CBET/IbIX U NPO3payHbIX YacTul
MCMONb3YIOT BHYTPEHHNI AnamMeTp Npo3payHbiX aTaOHHbIX OKPYXHOCTell ceTku. [lns noAgcyeTa TEMHbIX YacTuL, UCMOMb-
3YI0T HapyXHbli AnamMeTp YepHbIX HEMPO3PayHbIX 3TANOHHbBIX OKPY)XXHOCTEWR CeTKM.

C.4.3.2 Tlpu BbINO/IHEHUN [AHHOIO aHasn3a He 40MNycKaeTcs NOACUNTbIBATL aMOPMHbIE, MOMYXUAKUE WU UHble
Mophonornyeckn HeoTHeTIMBbIE MaTepuasbl, KOTOPble UMEIT BUA MATEH UM UMEIOT U3MEHEHNSA LiBETa Ha MOBEPXHOCTU
MeMbpaHbl.

C.4.3.3 Tpv BbINOJIHEHMM NOJIHOTO NOACYeTa He NPUHUMAIT BO BHMMAaHWe MNosie 3peHust CeTKn, orpaHnyeHHoe
60/1bLLIOI OKPYXHOCTbIO. VICNONb3YIOT BEPTUKA/bHYIO BU3UPHYIO HUTb.

C-4.3.4 NMposoaAT onepayum no C.4.1.5.

C-4.3.5 CkaHupyloT BCIO MEMOPaHy crnpasa Ha/eBo Mo TpaekTopun, KoTopas NpUMbIKaeT, HO He NepeKkpbIBaeT nep-
BYI0 TP@EKTOPUIO CKaHMpoBaHus. MoBTOPSAIOT Npoueaypy, NnepemMeLlasicb BNpaBo-B/€BO, MOKa BCe YacThLbl Ha MembpaHe
He 6yayT noAcyuTaHbl.

C.4.3.6 3anucbiBaloT o6Liee YnCo YacTuL, pasmep KOTopbix cocTasnseT 10 Mkm nnn 6onee, n obljee 4ncno yac-
TUL,. pasMmep KOTOpbIX cocTaBnset 25 Mkm nnun 6onee. OUEHMBAOT pa3Mep YacTullbl, HE U3MEHSA YBE/TMYEHUSA MUKPOCKO-
na n He MeHss 0CBELLEeHHOCTb

C.5 MpaBwuia 06paboTKM pe3ynbTaToB aHann3a
C.5.1 PaccuuTbiBalOT YNC/I0 YaCTUL, HA KOHTeliHep no hopmysne
Pin, (C-1)

roe P — o6uiee 4ncno NoACUYNTAHHBIX YacTul.
n — o6uee uncno OB, yyacTBOBaBLINX B UCTbITAHUM.

NMpumMeyaHune — MUKPOCKOMUYECKNIA aHANN3 TBEPAbLIX YHACTUL, MOXET 6bITb NPOBEAEH APYTUMU AOCTYNHbI-
MU ANA KOHKpe THOI na6opaTopun MeToAamMu, JaloLWUMU AEHTUYHbIE pe3ynbTaTbl.
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Mpunoxexne O
(cnpaBo4HOE)

PacueT uncna cy6beKkTOB, HEO6XOANMbIX 418 NPOBEAEHUA KIMHUYECKNX UCNbI T aHuii

D.1 Tpu KAWHWYECKNX MCMbITAHUSX OCHOBHLIM KPUTEPUEM MPU pacuyeTe pa3mepa Bbl6OPKM CyGbEKTOB sBNAeTCs
NOBbILIEHNE BHYTPUINIA3HOTO AaBNeHUs. MOBbILIEHNE BHYTPUTA3HOTO AaB/IEHUS SBMSETCS OCHOBHLIM BONPOCOM 6e30-
NacHOCTM MUCNOMb3yeMblX B HacTosilee Bpemss OBU. KnuHUYeckne ncnbiTaHusi MpeAHasHaueHsbl 418 TOro, 4To6bl noka-
3aTb. YTO UCNbiTyeMoe OBW He XyXe KOHTPO/IbHOTO B OTHOLEHWUM BCTPEYAEMOCTU MUKOB BHYTPUI/IA3HOTO LAB/EHWS

Bbiwe 30 MM pT. CT.
0.2 3a Hynesyto runotesy (HO) npuHMMaloT TO 06CTOATENLCTBO, KOr4a BCTPEYAeMOCTb MUKOB BHYTPUIIA3HOIO

faBneHus cebiwe 30 MM PT. CT. P, 33 BbIYETOM KOHTPO/IbHON BCTpe4YaemMoCTU MUKOB BHYTPUINA3HOrO faB/ieHns CBbile
30 MM pT. CT. LC NpeBbIlaeT MUHUMabHO 06HapYXNBaeMylo pasHOCTb MexXay ABYMS Be/VYnMHaMu W.

Takum obpasom:

MO:H ," Mc > B:

H,
0.3 MuHMManbHoe YNC/o OLeHUBAEMbIX CY6bEKTOB N, HEOBXOAMMbIX ANt KaXAO0NM NCbITYeMO rpynnbl, onpege-

nAT no dopmyne
(r, -+r,_>2bi,(i-Mf)l+ Im1-#B)]) <D1)
n2
0.4 Tpv KOHTPONbLHOW BCTpeyaeMocTn pc m 0.3, MMHUMa/IbHO 06HapYyXnBaemoi pasHocTu i1 - 0.13. nokasaTensx
(1- p)=0,80ua m0.10 MMHUMaNbHOE YNC/IO CYy6BLEKTOB B KaXoi nccnegyemoii rpynne

N

M. (0B42 , 1282)21(03 07) - (0.3 0,7» " m
(0.13)2
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Mpunoxexve E
(cnpaBoyHOe)

CBefleHNs 0 COOTBETCTBUU CCbIJTOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB HaLMOHAbHbIM CTaHAapTam
Poccuiickoit Pepepauumn, NCNONb30BAHHLIM B HACTOSILLLEM CTaHAapTe B KA4eCTBO HOPMAaTUBHbIX

Ta6nuuya E1

O603HaYeHNEe CCbITOUYHO

HawumoHanbHoro cTaHaapTa Poccuiickoit

depepauymn

FOCT PNCO 10993-1—99

FOCT P NCO 10993-5—99

FOCT P MCO 10993-6—99

FOCT P MCO 10993-7—99

FOCT P MCO 10993-9—99

FOCT P MCO 10993-10—99
FOCT P MCO 10993-12—99

FOCT P MCO 10993-16—99

FOCT P NCO 13485—2004

FOCT P UCO 14630—99

FOCT P MCO 14971—2006

FOCT P MCO 15223—2002

FOCT P 51148—98
FOCT P 51609—2000

FOCT P 51892—2002
(MCO 11979-1—99)

FOCT P 52458—2005
(11979-7:2001)

CCblN1OK

OG03HAYEHVIE N HAVIMEHOBAHE CCbITOYHOTO MEXYHAPOAHOro CTaH4apTa 1 YCoBHOE
0603HaYEHVe CTEMEHN ero COOTBETCTBUS CCbIIOYHOMY HaLMOHa/IbHOMY CTaHAapTy

MNCO 10993-1:1997 OueHka 6M0NOrMYECKOro AeicTBMA MeANLMHCKAX n3ge-
nwuii. YacTeb 1. OueHka u ucnoitaHune (KOT)

NCO 10993-6:1994 OueHka 6MONOTNYECKOro AeiCTBUS MeULUHCKUX n3ge-
nuii. YacTb 6. VicnbiTaHna Ha MecTHoe felicTBue nocne nmnnaHtauum (IDT)

MNCO 10993-7:1995 OueHka 6M0N0rnYeckoro AeicTBns MeguUMHCKUX nage-
nwuii. Yactb 7. OcTatku ctepunusauumn atuneHokengom (IDT)

MNCO 10993-9:1999 OueHka 6MONOTNYECKOro AeACTBMA MeANLMHCKAX n3ge-
nnii. Yactb 9. OCHOBHbIe MPUHLMNbLI MAEHTUMKALMN N KOIMYECTBEHHOTO onpe-
[eneHns noTeHunanbHbIX NPOAYKTOB AecTpykuyun (KOT)

MNCO 10993-16:1999 OueHka 61M0/10rMYeckoro 4eiicTBus MeanUMHCKUX n3ge-
nuii. YacTtb 16. MogenupoBaHue 1 nccnefoBaHne TOKCUKOKMHETUKM NPOAYKTOB
[ecTpyKuuu 1 BbiMbiBaHNS (HOT)

NCO 14630:1997 HeakTuBHblE XMpypruyeckre umnaaHTaHTbl. O6wme Tpebo-
BaHua (KOT)

NCO 14971-1:1998 MepguuuHckne usgenua. MeHemkMeHT pucka. Yactb 1.
MpumeHeHne aHanusa puckos (KOT)

NCO 15223:2000 MepguuuHckue usgenvs. CUMBONbI, NpUMEHAemble npu
MapKMpoBaHWN Ha MeULMHCKUX U3AeNnsaX, aTUKeTKax n CONpPoBOANTENbHON f0-
KymeHTauum (KOT)

NCO 14155-1:2003 KnuHWYeckoe nccrnefoBaHne MeauLUMHCKUX 3aenuii ons
nogeii. Yactb 1. O6wme TpebosaHns (NEQ)

MpumeuyaHune — BHacToswWwel TabMLE UCNO/b30BaHbl C/IEAYIOLME YC/I0BHbIE 0603HAYEHNS CTEMEHN CO-

OTBETCTBUA CTaH4apPTOB:

- IDT — uAeHTUYHble CTaH4apThl;
- NEO — mogntnumpoBaHHbie CTaHAapThl.
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MpunoxeHune F
(cnpaBo4HOE)

ConocTas/ieHne CTPYKTYpbl HACTOSILLEr0 CTAHAAPTA CO CTPYKTYPO NPUMEHEHHOTO
B HEM MeXAyHapoAHOro cTaHgapTa

F.1 ConocTaBneHue CTPYKTypbl HACTOALLEro cTaHAapTa Co CTPYKTYPOi NPUMEHEHHOTO B HEM MeXAyHapoAHOro
cTaHfapTa npeacTaBfneHo B Tabnuue F.1. YkasaHHoe B Tabnuue M3MeHeHUe CTPYKTypbl HaLWOHaNbHOrO cTaHaapTa
OTHOCWTENbHO CTPYKTYPbl NPUMEHEHHOTO MEXAyHapoAHOro cTaHAapTa 06yc/ioBNEHO NpUBeAEHNEM ero B COOTBETCTBUE
¢ TpeboBanuamu FOCT P 1.5—2004.

Tab6nuya F.1— ConocTaBneHne CTPYKTYpbl HACTOSLLEro cTaHAapTa co CTPYKTYpOi NPMMEHEHHOTO B HEM MeXAyHa-
poAHOro ctaHgapTa

CTpyKTypa MexayHapogHoro ctaHgapta MCO 15798:2001 CTpyKTypa HaCTOALLEro crTaHgapTa
1 O6nacTb pacnpocTpaHeHus 1 O6naeT*, npuMeHeHuns
2 HopmaTtuBHbIE CCbIIKN 2 HopmaTuBHbIE CCbINKN
3 TepmuHbI 1 onpegeneHuns 3 TepmuHbl 1 onpegeneHuns,)
4 TpefyCMOTPEHHbIE XapaKTepUCTUKn 4 O6wwne TpeboBaHMA 6esonacHOCTM odhTanbmonornyec-

KX BUCKOXMPYPrUYECKnX n3gennii

4.1 Tpe6oBaHUs K NPESYCMOTPEHHLIM XapaKTepucTukam

5 KOHCTpYKTUBHblE 0CO6EHHOCTU 4.2 Tpe6oBaHWA K KOHCTPYKTUBHbIM 0CO6EHHOCTAM

5.1 O6uwue nonoxeHuns 4.2.1 O6uwue TpeboBaHUA

5.2 OnpepeneHne xapakTepucTuK pPeosiornyecku 4.2.2 TpeboBaHuA K onpefeneHnto xapakTepucTuk peoso-
aKTMBHbIX KOMMNOHEHTOB rMYecKn akTVBHbIX KOMMOHEHTOB

5.2.1 XapakTepucTuka X“MUYeCKUX CBOWCTB 4.2.2.1 XapakTepucTuka XMMUYeCKNX CBONCTB

5.2.2 KoHueHTpauus 4.2.2.2 KoHueHTpauus

5.2.3 PacnpefeneHne MoneKkynsapHoi macchbl 4.2.2.3 PacnpepgeneHne MonekynsapHoOW mMacchbl

5.3 Onpepgenexne xapakTepucTuK roToBOro usge- 4.2.3 TpeboBaHusA K onpeAenieHnNt0 XxapakTepucTuk rotoso-
s ro oY TasIbMOIOTMYECKOTO BUCKOXMPYPrUYECKOTO n3aenmns

5.3.1 O6uwne nonoxeHns 4.2.3.1 O6wue TpeboBaHUs

5.3.2 Cpsurosas BA3KOCTb 4.2.3.2 Cpsurosas BA3KOCTb

5.3.3 ¥YnpyrocTb 4.2.3.3 YnpyrocTtb

5.3.4 Xumunueckoe onncaHne KOMMNOHEHTOB 4.2.3.4 Xvnmunuyeckoe onvcaHve KOMMNOHEHTOB

5.3.5 pH 4.2.3.5 3HaueHve pH

5.3.6 Xumuuyeckne u 6monormyeckne 3sarpsisHsio- 4.2.3.6 Xumnueckne n bronornyeckne sarpasHsioLme npu-
Lwme npumecu mecu

5.3.7 OCMOTUYHOCTDB 4.2.3.7 OcmoTu4eckasi KOHLeHTpauus

5.3.8 CnekTpanbHblii KO3thULMEHT NponyckaHns 4.2.3.8 KoathuumeHT nponyckaHus

5.3.9 Teeppgble yacTuubl 4.2.3.9 Tsepfable yacTuubl

5.3.10 TokasaTtenb npenomaeHus 4.2.3.10 MNokasaTtenb npenomneHns oTanbMONOrMYeCcKnx

BVICKOXUPYPrUYECKNX N3aenni
6 MapameTpbl KOHCTPYKLUK 4.3 TpeboBaHuA K OLEHKe CBOINCTB rOTOBOr0 ohTasbMOI0-
rMYecKoro BUCKOXMPYPruyeckoro nsgenus

6.1 O6wue nonoxeHuns 4.3.1 O6wume TpeboBaHUA

6.2 OueHka 6uonornyeckoii 6eonacHocT 4.3.2 Tpeb6oBaHUs K OLLeHKe 6MONOrMYEeCcKoi 6esonacHoCcTn

6.2.1 O6wune nonoxeHus 4.3.2.1 O6uwue TpeboBaHusa

6.2.2 McnblTaHMe Ha BHYTPUI/IA3Hylo UMMNIaHTa- 4.3.2.2 VicnbiTaHve UMNAaHTaLumen BHYTpb rnasa
uuio
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MpopomkexHne Tabnuybl F.1
CrpykTypa MexayHapogHoto ctaHgapTa CO 15798:2001

6.2.3 WcnbiTaHne Ha 6akTepuasibHble 3H0TOKCUHBI

6.2.4 OueHka MoBbIWEHNSA BHYTPUINAa3HOIo gasrie-
HUA

6.2.5 YpaneHvne octatouHoro OBW u3 nepepgHeii
Kamepbl

6.2.6 [erpajauma N TOKCUKOKMHETUKA
6.3 KnunHunyeckasn oueHka
6.3.1 O6LWMe nonoxeHns
6.3.2 TnaH KNMHMYECKOro ucnblTaHnsa

6.3.3 lNocneonepayMoHHOe MOBbLIWEHNE BHYTPU-
rnasHoro gasneHuns

6.3.4 TlogcyeT yncna KneTox aHA0TENINA POroBuLbl

6.3.5 lMocneonepaunoHHOe BOCNaneHme

6.3.6 Heb6naronpusiTHble co6bITUA
7 Crepunusauus

8 CTabunbHOCTb NPOAYKL MU

9 LlenocTHOCTb 1 XapakTepucTuka CUMCTEMbI Nodauun

10 Ynakoska

10.1 3awwmta OT MNOBPEXAEHUA MPU XpaHeHuu wu
TpaHCNopTMPOBKe

10.2 MNoppepxaHne CTepUIbHOCTU MpU TpaHcnop-
TUPOBKE

11 WHcopmauus, npegocTasBnsemasi M3rotoBuTe-
nem

MpunoxeHve A (o6s3atenbHoe) lMcnbiTaHvne rnas-
HOW UMnnaHTauuei

A.1 O6wwme cBegeHus
A.2 MeToguka ucnbiTaHusa
A.3 OueHka pe3ynbTatos

MpunoxeHne B (o6a3aTenbHoe) lMcnbiTaHne Ha
BHYTpUrnasHoe fgassieHune

B.1 O6wue cBefeHuns
B.2 MeTtoguka ucneitaHus
B.3 OueHka pe3ynbtaToB

Mpunoxexne C (cnpaBouyHoe) MuKpockonuyeckuii
aHanns TBEpPAbIX YacTuLy

C.1 OcHoBHble cBefleHuA
C.2 TepMuHbI 1 onpegeneHns

C.3 O6opygoBaHue

FOCT P 53078—2008

CTpyKTypa HaCTOSILLEro CTaHaapTa

4.3.2.3 WcnbiTaHue Ha 6akTepuasnbHble 3HA0TOKCUHbI

4.3.2.4 VicnbiTaHue Ha BHYTpUriasHoe faBneHve

4.3.2.5 YganeHue ocCTatouyHOro ogpTasbMOIOTMYECKOro
3UCKOXMPYPrUYECKOTo U3Lenusi n3 nepesHeii kamepsbi

4.3.2.6 [erpafauma n TOKCUKOKUHETUKa
4.4 TpeboBaHUA K KNIMHNYECKON OLleHKe
4.4.1 O6wue TpeboBaHUA

4.4.2 TlnaH KAUHWYECKOTO UCMbITaHUsA

4.4.3 MocneonepaunoHHas OLEHKa MNOBbIWEHUSA BHYTPU-
rnasHoro gasneHuns

4.4.4 TlogcyeT ymcna KNeToK 3HA0TeNNs POrosuLbl

4.4.5 TlocneonepauynoHHas BocnanuTesibHasa peakumsa
rnasa

4.4.6 CepbesHblii He6naronpusTHobI ncxopn,
5 Tpeb6oBaHua kK cTepunusaunm

6 Tpe6oBaHWA K CTabunbHOCTU OMTabMOOIMYECKNX
BUCKOXMPYPruyecknx nsaenuii

7 Tpe60oBaHUS K LE/IOCTHOCTU W XapaKTepucTuke KOM-
nseKkTa nocTasku

8 TpeboBaHWA K ynakoBke

8.1 3almTa OT NOBpPEXAEeHUs NPU XpaHEeHUU U TpaHcnop-
TUpOBaHUN

8.2 3awuTa CTEPUSIbHOCTN NpU TPaHCMOPTUPOBAHUN

9 Tpe6oBaHus K MHOpMaLumn, NnpefocTaBsemMoii U3roto-
BUTENEM

Mpunoxenne A (o6s3atenbHoe) MeToanka wcnbITaHWs
uMnnaHTauueli BHyTpb rnasaz*

A.1 O6uwue TpeboBaHus
A.2 Topaaok NpoBeAeHns UCnbiTaHns
A.3 TMpasuna 06paboTky pesynbTaTos UCMbITAHNA

MpunoxeHue B (06a3aTenpHoe) MeToguka UcnbiTaHUS Ha
BHYTpUrnasHoe faBfieHune

B.1 O6uwue TpeboBaHnA2*
B.2 MopsAgok npoBefeHns UcnbiTaHnsa
B.3 MMpaBnna 06paboTkn pe3ynbTatoB UCMbITAHUS

MpunoxeHne C (pekomeHayemoe) MUKpPOCKONMYECKNiA
aHanus TBepAblx Yactuy2* 3)

C.1 O6wwe TpeboBaHWA

C.2 Tpeb6oBaHua K 060pyAoBaHMI0 U BCMOMOraTe/lbHbIM
ycTpoiicTBam
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OkoHuyaHne Tabnuubl .1

CTpyKTypa mexayHapoaHoto ctaHgapta MCO 15798.2001 CTpyKTypa HacTosLLE CTaHaapTa
C-4 O6pasupbl On¥
Oozx 2
C.5 Mpoueaypa ucnbitaHns C.3 lMopagok NnoAroToBKM K NPOBEAEHNI0 aHannsa
C.5.1 O6uwue cBegeHus C.3.1 O6wwue TpeboBaHUs
C.5.2 HacTtpolika Mukpockona C.3.2 HacTtpoiika Mukpockona
C.5.3 lMoprotoBka hnIbTPOBaNbHON YCTaHOBKM C.3.3 MoproTtoBka hnbTPOBa/IbLHOIO yCTpoOiicTBA
C.5.4 TpoBepka hOHOBOro 3arpA3HeHns C.4 TopAanok nposefieHNs aHanmsa
C.4.1 NMopsfok NpoBepkn POHOBOTO 3arpA3HeHns
C.5.5 MogroToBka obpasua C.4.2 NMopsAgok npoBeAeHus unbTpayun odTanbMosno-
TMYECKOro BUCKOXMPYPrnYeckoro nsgenus
C.5.6 Pab6oTta c ceTkoii IMA n nogcuet yactuy, C.4.3 Mopsagok npoBefeHns paboTt ¢ ceTkoli IMA n nog-
cyeTa vactumy,
C.6 Pesynbrartbl UcnbliTaHUA C.5 MpaBuna 06paboTkn pe3ynbTaToB aHannsa
MpunoxeHne D (cnpaBoyHoe) YMcno nauveHToB MpunoxeHne D (cnpaBouHoe) PacuyeT umcna cy6bLEKTOB,
ANA KNNHUYECKNX UCMbITaHWi Heo6X04UMbIX ANA NPOBeAEeHNS KTUMHUYECKUX UCTbITaHUi
Bubnuorpadus Bubnuorpadus

B HacToALWMI cTaH4apT BKOYEHbI TEPMUHBLI U3 nogpasgena C.2 npunoxeHus C MCO 15798.

21 laHHOE NpUIoXEeHNe B HACTOSLLEM CTaHfapTe pasfesieHo Ha NyHKTbl (MOAMYHKTbI), 4TO 06YCNOBNEHO HEO6-
XOAUMOCTbIO NpuBeaeHus ero B cootseTctene ¢ FTOCT P 1.5—2004.

M3meHeHune cTaTyca npunoxeHns C B HACTOsLLEM CTaHAapTe 06ycnoBIEHO HEO6X0ANMOCTbLIO yyeTa noTpes-
HOCTel HaumnoHanbHoOW 3koOHOMUKKM Poccuiickoii ®enepauuu.
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(ISO 11607-1:2006)
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FOCT P 53078—2008
Bubnnorpadgusa

FocypapcTBeHHas papmakones. M3ganne 11 (B yactu BoAbl)

XKNBOTHbIE TKAHW U UX MPOU3BOAHbIE, UCMO/b3YEMbIE NPU U3TOTOBIEHUN MEANLMHCKUX
nsgenuii. Hactb 1. AHanM3 n MeHefXMeHT pucka

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

manufacture of medical

YKMBOTHbIE TKAHW U NX NMPON3BOAHbIE, UCNOJIb3yeMble NPU U3rOTOBIEHUN MeAULMHCKUX
n3genunin. Yactb 2. PerynnpoBaHne NCTOYHMKA, cbopa n 06paboTku
(Animal tissues and their derivates utilized in the manufacture
devices — Part 2: Controls onsourcing, collection and handling)

of medical

YXNBOTHbIE TKaHW U NX MPON3BOAHbIE, UCNO/b3YyeMble NPU U3roTOBMEHUN MeAULMHCKUX
nsgenuii. Yactb 3. ATTecTauusi YHUUTOXEHUSS /WU fe3akTuBaLuu BUPYCOB U 4PYruX
nepefaBaemblx areHToB

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

dapmakonen CoeguHeHHbIx LWTaToB. 24-e n3gaHune, <85> OnpegeneHve 6akTepuans-
HbIX 9HAOTOKCUHOB
(United States Pharmacopoeia. 24th revision. <85> Bactenal endotoxins test)

CTepunusauyunsa nsgenuii 4ns oxpaHbl 340poBbsi. BnaxHoe Tenno. Yactb 1. Tpe6oaHus
K paspaboTke, aTTecTauum v TeKyLemy KOHTPOJIIO npoLecca cTepuansaunm MeauLmH-
ckux msgenuii (Bzamen MCO 11134.1994)

(Stenlization of health care products — Moist heat— Part 1. Requirements for the
development, validation and routine control ofa sterilization process for medicaldevices)

MeauunHckue nsgenus. ATrectaums v TeKyLWid KOHTPOIb CTepuAn3aLnm aTUIEHOKCH-
Jite]V]
(Medical devices — Validation and routine control of ethylene oxide sterilization)

TexHuuyeckunii nHopmaymoHHbI oTyeT no NCO 10993-7
(Technical Information Report for ISO 10993-7)

CTepunusauus n3genuii ons oxpaHbl 340poBbs. Pagnauuns. YacTte 1. Tpe6oBaHuUs Kk pas-
paboTke. aTTecTaymm n TekyleMy KOHTPO/O mpouecca cTepunnsauuv MeanLuHCKNX
nspenwuii

(Stenlization ofhealthcare products. Radiation — Part 1. Requirements fordevelopment.
validation and routine control of a sterilization process for medical devices)

CTepununsauus usgenuii Ana oxpaHbl 340poBbs. Pagnayus.Yacts 2. OnpegeneHue cre-
pUNM3aLuoHHOW A03bl 061yYeHUs

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

CTepunusauus usgenuii Ans oxpaHsl 340poBbs. Paguauus. Yacts 3. PyKoBOACTBO NO
LO3UMETPUYECKUM acnekTam

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

AcenTnyeckas o6pa6oTka u3genuii Ans oxpaHbl 340poBbs. YacTb 1. O6uwue Tpe6oBa-
HMS

(Aseptic processing of health care products — Part 1: General requirements)
YnakoBKa OKOHYaTe/IbHO CTEPUIN30BAHHbIX MEANLMHCKMX n3genuii. Yacte 1. Tpebosa-
HWSA K MaTepuanam, cuctemam cTepusibHbiX 6apbepoB 1 YyNakoBOYHbIM cUCTEMaM
(Packaging for terminally sterilized medical devices — Part 1: Requirements for
materials, stenle barrier systems and packaging systems)

YnakoBKa OKOHYaTe /IbHO CTEPUIN30BAHHbIX MEAULNHCKUX U3enunii. YacTb 2. Tpe6oBa-
HWA K aTTecTauuu npoueccos GOpMUPOBaHUSA, repmeTusanunn 1 cbopku

(Packagingforterminally sterilized medical devices — Part2: Validation requirements for
forming, sealing and assembly processes)
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(12) EH 868-1:1997 YnakoBOYHble MaTepuasbl U CUCTEMbI 418 MeAULMHCKUX N3Aennii, noanexatmx ctepum-
nusaymmn. Yacte 1. O6wme TpeboBaHnsa U MeToAbl UCMbITAHUSA
(EN 868-1:1997) (Packaging materials and systems for medical devices which are to be sterilized — Part 1:
General requirements and test methods)
(13) EH 1041.1998 MHdopmanmsa, npegocTaBnsemMast U3rotoButesieM MeauLMHCKOW NpoayKuum
(EN 1041:1998) (Information supplied by the manufacturer with medical devices)
(14) NCO 10993-2.2006 OueHka 61onornyeckoro AecTBus MefuLMHCKUX usgenuii. YacTtb 2. TpeboBaHusa K
YCNOBUAM COLEPXaHNA XXNBOTHbIX
(ISO 10993-2:2006) (Biological evaluation of medical devices — Part 2: Animal welfare requirements)
(15) ®apmakones CLUA. 24-e uspanuve. Matoe flononHeHne 1996, <788>. YacTnyHoe BewecT-

BO B MHbeKuuAX. MicnbiTaHne Ha NOACYET MUKPOCKOMMYECKUX YacTul,

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

MpumeyaHune — OduynanbHbie IKZEMNSAPLI MEXAYHAPOAHBIX (PErMOHabHBIX) CTaHAAPTOB HAXoAATCs B Pe-
fepasbHOM UH(OPMALMOHHOM (DOHAE TEXHUUYECKUX PernamMeHTOB U CTaHAapToB.
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YK 616.7:006.354 OKC 11.040.70 46 OKIM 94 8100

KntoueBble crioBa: O(*)Ta}'leOI'IOI'VILIeCKVIe nMvnnaHTaTbl, BUCKOXUpPyprnyeckme mnsnennd, TpeﬁOBaHMH 6e30-

NacHOCTMW. XapaKTePUCTVKN, OLLEeHKa CBOWCTB, KIMHUYECKast OLEeHKa, CTepunm3aLus, ynakoBka, nHgopmauus,
MeTO/bl OLEHKM
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