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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-03 «O TexHUYeCcKOM perynmupoBaHiun», a npaBuna npMMmeHeHuns HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBepgeHUA o cTaHaapTe

1 NMOArOTOBJIEH ABTOHOMHOW HEKOMMepYeCcKon opraHnsaumnen «VMHCTUTYT Megnko-OUonornyeckmnx
nccnegosaHun n TexHonoruny (AHO «MMBUNT ») Ha ocHOBe CODCTBEHHOrO ayTeHTUYHOTO Nepesoa Ha pyc-
CKUW A3bIK cCTaHAdapTa, ykasaHHOro B nyHkTe 4

2 BHECEH TexHunyecknm komutetom no ctaHgaptudaumm TK 422 «OueHka bronornyeckoro 4ecTBUS
MeaUUMNHCKNX N3aennn»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PeaepanbHOro areHTCcTBa no TEXHNYECKOMY
perynupoBaHUio M METPONOTNMN OT 6 CeHTADPA 2010 . Ne 217-cT

4 HacTtoawnn ctaHaapT uaeHTndeH mexxayHapoaHomy ctaHgapty MCO 8871-3:2003 «OnemMeHThl 3n1ac-
TOMepHbIe ANs YCTPOUCTB, UCMONb3yeMbIX AN NapeHTepanbLHOro BBeaeHUs npenapaTos, U dpapMaleBTUYEC-
KOro HasHadeHusa. Yactb 3. OnpegeneHne dyncna otgenmelumnxca dactuu» (ISO 8871-3:2003 «Elastomeric
parts for parenterals and for devices for pharmaceutical use — Part 3: Determination of released-particle
count»).

HanmeHoBaHMe HACTOALWEro ctaHgapTa U3MeHeHO OTHOCUTENTbHO HaMMEeHOBaHUA yKa3aHHOro MeXay-
HapogHoro ctaHgapTa ana npueeaeHuda B cootTeeTcTBUMe c I OCT P 1.5—2004 (nyHKT 3.5).

[Tpy NnpMMeHeHU HACTOALLEro ctTaHaapTa pekoMeHAaYyeTCs UCNONb30BaTh BMECTO CChINTOYHBLIX MeXayHa-
POAHLIX CTAHAAPTOB COOTBETCTBYIOLWME UM HalUMOoHanbHble cTaHgapTel Poccunckon @eaepaun, cBeaeHUa o
KOTOpPbIX NMpUBedeHbl B AONMONHUTENBHOM npunoXxeHun A

5 BBEAEH BINEPBbIE

ViHgbopmayust 06 U3MeHeHUsIX K HacmosuwemMy cmaHGapmy nybriukyemcs 8 €Xe200H0 U30asaeMoM
UHpOpMaUUOHHOM yKalamerse «HauuoHanbHbie cmaHoapmabi», a mexkcm U3MeHeHUU U MorpasoK — 8 eXXeMe-
CSYHO U30asaeMbiX UHGDOpMaUUOHHbIX yKa3lamernsx « HauuoHanbHbie cmaHoapmeiy. B cnyyae nepecmompa
(3aMeHbl) Unu OmMeHbi Hacmosauw,e20 cmaHOapma coomeemcemesyroujee yeeoomreHue byoem onybnukosaHo
8 eXXKEMECSYHO U3dasaeMOoM UHpOpMalUOHHOM yKa3amerne «HayuoHalnbHbie cmaHOapmabily». Coomeemecmay-
rowasi UHgopmMmayus, yeeooMIIeHUe U meKkcmsl pa3Melliaromcsi makxe 8 UHpopMallUuoHHOoU cucmeme obujez2o
ronb308aHUs — Ha ouluanbHOM catime ®edepalibHO20 az2zeHmemea o MmexHU4YeCcKoMy pe2yrupo8aHUuro U
MempoJsiozauu e cemu MIHmepHem

© CtaHpapTuHdopm, 2011

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

NCO (MexagyHapoaHasa OpraHusayna CtaHgapTusauum) asBnaeTcsa BCEMUPHON peagepalnen opraHoB
HalWoHanbHbIX cTaHaapToB (opraHmsaumm — vnenbl MCO). PaboTta no noarotoBke MexXxayHapoaHbIX CTaH-
napToB obbIMHO NpoBoAUTCA NocpeAcTBOM TexHudecknx komuteToB NCO. Kaxkgaa opraHusaunsi-drneH, 3anH-
TepecoBaHHaa B npegmMmeTte, ONS KOTOPOro cosgaBancd [exXHUYecKMn KOMUTET, MMeeT npaBo ObiTb
npeacTaBneHHON B 3TOM KoMuTteTe. MexxayHapogHble opraHM3aunmn, Kak rocygapcTBeHHble, Tak U Herocyaap-
CTBEHHbIE, TaKXKe NpUHUMaltoT ydacTtue B paboTte Bo Bzaumoaencteunc MCO. UCO TecHo coTpyaHmndaeT c Mex-
OyHapoaHoun onekTpoTtexHudeckon Komuccmnmen (MOK) no BceM Bonpocam  3NeKTPOoTeXHUYECKOW
cTaHAapTU3aLunn.

MexagyHapoaHble cTaHOapTbl paspabaThbiBaloTCd B COOTBETCTBUM C npaBunamMmu, npuBegeHHbIMU B
Oupektnsax NCO/MOK, yacTb 2.

OCHOBHOW 3agaven TexXHUYeCcKUX KOMUTETOB SABMAETCA NOArOTOBKA MeXAYHapPOoAHbIX CTaHOapTOB.
[TpoeKTbl MeXXayHapoaHbIX CTAaHAAPTOB, NMPUHATLIE TEXHUYECKUMU KOMUTETaMK, PacnpoCTPaHSTCA OpraHu-
3aunsam-4nieHam ans ronocoBaHus. INybnukauus B Ka4ecTBe MeXayHapoaHoro ctaHgapTa TpebyeT oaobpe-
HUS, NO MeHbLUeW Mmepe, 75 % opraHnsaunn-4neHoB ¢ NpaBoM rofoca.

Heobxoanmo obpaTuTb BHUMaHNE Ha BOSMOXXHOCTbL TOM0, YTO HEKOTOpPbIE 3MIEMEHTbLI AaHHOIO AOKYMEHTA
MOTryT noagepratecsnateHTHeIM NpaBam. NCO cHumaeT ¢ cebs1 0TBETCTBEHHOCTL 3a 0003HaYeHNe Kakux-nmbdo
TaKOBbIX MAaTEHTHLIX NMpas.

NCO 8871-30binnogrotosneH TexHuyecknm kommtetom NCO/TC 76 « ObopyaoBaHue and TpaHcdysnn,
NHPY3INNA U UHBEKLUUN MeAULIMHCKOro U papMaueBTUYECKOTro MPUMEeHEHNA .

BMmecTte ¢ ApyruMn 4YactaMmiu (ykasaHHbIMU HWke) aaHHada 4vactb NCO 83871 oTMeHAeT 1M 3aMeHseT
NCO 8871:1990, koTopbi BLIN NEPECMOTPEH B TEXHNYECKOM OTHOLLEHWH.

NCO 8871 cocTonUT 13 cnegylowmx Yyacten nog oowmm s3arnaBMeM «3INEMEHThI 3nacToMepHble Ans
YCTPOWUCTB, UCMONb3yeMbIX AN napeHTepanbHOro BBeAeHUdA npenapartoB, U papMaleBTUYeCcKoro HasHa-
YEHUSAR:

- Yactb 1. CogepxaHue sakcTparmpyemMblX BeLWeCTB B BOAHbLIX NMpenapaTax aBTOKMTaBOB;

- YacTtb 2. WaeHTUdMKaLMs 1 onucaHue;

- YacTtb 3. OnpegeneHue Yiucna otaenmMBLUNXCA YaCTULL;

- YacTb 4. buonormndyeckue TpeboBaHUA 1 MeToAbl CCNeaoBaHU;

- YacTb 5. PyHKUMOHANbHLIE TPEOOBAHUA N UCTIBITAHUA.

[Tpn CNONB3OBAHUKM 3NACTOMEPHBLIX NPODOK B KAYECTBE OCHOBHLIX YKYMOPOUYHBIX MaTEPUanoB Npu nNps-
MOM KOHTaKTe ¢ hapmMaLeBTUYECKOW NpoayKLUmnen papmaneBTUieckasd MHOYCTpusi Bce bonee TpedbyeT OT N3ro-
TOBUTENS pPe3nHbl TOYHOWU UHOpMaLUKM O HanMUYUMKU YacTul, KOTOopble MOTYT nonacTb B UHBeLUpyemoe
cpeacTeo. MeTtoabl UccneaoBaHus, 0bo3HadveHHble B pasaenax 3 n 4, cnocodCTBYHIOT BbINMOTTHEHUIO 3TOMO Tpe-
boBaHuUS.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

IANMNACTOMEPHbIE COCTABJIAOLWAWE ONA NAPEHTEPAJIbHBIX CACTEM
U U3OENUUN ONA ®APMALEBTUYECKUX LIENEWN

YacTthb 3

OnpegeneHue KonuyecTBa BbICBOOOXAaeMbIX YacTUL,

Elastomeric parts for parenterals and for devices for pharmaceutical use.
Part 3. Determination of released-particle count

[NaTta BBegeHna — 2011—11—01

1 O6nacTb NpUMeHeHus

DnacToMepHble NPOOKKU MOTYT ObITb NOBEPXHOCTHO 3arps3HeHbl BUAUMBIMW U HE BUAUMBIMU HEBOOPY-
)XEHHbIM rnasoMyacTruammn, a Takke BO3MOXHO 0bpasoBaHmne pparMeHTOB NMNpu NpoKanbIBaHUA NMPOOKM UTMON.

STUYACTULLI MOTYT NEePeHOCUTLCS Ha papMaL/eBTUYECKYo NPOAYKLMIO, KOHTAKTUPYIOLL YO C 3NacToOMep-
HbIMW COCTaBNAOLLMMU, U BIUATL HAa KAYeCTBO NPOAYKLUNN,

HacTosawmnm ctaHaapT ycTaHaBNMBaeT MeTodbl onpeaeneHna YMcna BUanMblX U HE BUOAMMBIX HEBOOPY-
>K€HHbIM rMa3omM 4acTuL, COOTBETCTBEHHO, OTAENAEMbIX OT 3M1aCTOMEPHbIX COCTaBMALLMX MYTEM BbIMbIBaHUS.

KonuyecTBeHHbIE Npeaenbl coaepXaHusl YacTtul, He obo3HavaloTcs. TakoBble YyCTaHaBMMBAIOTCH MO
cornalleHuno Mmexay N3roToButenem n notpebutenem.

2 HopmaTuBHbIe CCbINKN

Chneayouwne cnpaBoYvHbIe AOKYMEHThI ABNAITCA HeoOXoAUMbIMU ANA NPUMEHEeHUs1 AaHHOro AOKYMEeHTa.
[Ton gaTUPOBAHHOW CChINTKE NPUMEHUMO TOMbKO YKaszaHHoe usgaHue. [pu cebinke 6e3 gatbl NPUMEHUMO
nocneaHee nsgaHue ykasaHHOro AoKyMeHTa, BKNoYasa Bce NonpaBKy:

NMCO 3696:1987 Boaa ans nabopaTopHOro aHanusa. TexHunueckme TpedboBaHmns U MeToabl UCTbITaHNA

3 OnpeaeneHve KonuyecteBa BUANMbBIX YacTuUL,

3.1 MNMpuHuun

[aHHbLINM MeTOa OLLEHMBAET NOTEHLIMANbHOE 3arpsisHeHUe NnyTem cbopa u noacyeTa vyacTtul, CMblIBAaeMbIX
C 3N1aCTOMEpPHBIX COCTaBMNAOLWMNX BOOAOWN.

3.2 Knaccudukauyumn

[ns Konn4yecTBEHHOTO aHanMn3a YacTulbl pa3gensitoT Ha Knacckl No pasMmepam, UCNonb3ys HandonbLLINA
anamMmeTp YacTul, B KaXKaoM Knacce Kak Knaccupuumpyrowmin napameTp:

Knacc l: > 25 MkM, HO <50 MKM;

krnacc ll: > 50 mkm, HO <100 MKM;

krnacc ll: > 100 mkm.

3.3 YCTpOUCTBO U MaTepuanbl

3.3.1 lNpnbop Ana BCTPAXUBAHUA, ABUrarOWMACS MO TOPUSOHTANbLHOW OKPYXHOCTU AOnamMeTpoMm
(12 + 1) MM NpuyacToTe BpawleHns ot 300 oo 350 MnH—1 .

3.3.2 MembpaHHble DUNbTPLI C MakcUManbHbIM pasmepom nop 0,8 MKM, oCHalLEeHHble CETKOW NMUHUN,
pasgenaroLen NoBepXHOCTb Ha KBadpaThl pasmMmepamMm 3 x 3 MM.

[TpunmeyaHune— LeeTr dunbrpa MOXeT 3HAUUTENBHO MOBMUSATL HA pe3ynbTaTbl MCCNEA0BaHUS.

U3paHune odbmumanbHoe
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[Tpn OTCYTCTBUM OCODOro cornalleHnst Mexay sanHTepecoBaHHbIMUA CTOPOHAMM OCHOBHBIM LIBETOM A0/1-
XXeH ObITb YMepeHHbIN Cepbli, HaxoasWnnUca B Npedenax cneayrwmx gmanasoHos koopanHat B cucteme CIE
(MexxgyHapogHaa Komunccusa no OceelleHuto):

L* mexay 60 % n 70 %;

a* mexay MuHyc 4,7 % nmunnyc 3,7 %;

b* mexay Mmunyc 4,7 % nmunyc 3,7 %.

[aHHble XapaKkTepUCTUKN OTHOCATCS K MOBEPXHOCTU punbTpa c oTnevaTaHHOU CeTKOWU, y4UThIBad, YTo Ha
OAHHOW NOBEPXHOCTU UMeeTCs ceTKa U3 TpeX KBaapaToB pasMepamMmim 3 x 3 MM, cocTodllada 13 3eneHbIX TMHUN.

3.3.3 Yucrtble KoOHUYeCcKUe Konbbl ¢ LUMPOKUM ropfioMm BMecTUMoCTbo 300 mn.

3.3.4 llpombiBaloLllag XUOKOCTb, NpeacTaBnsaowas cobor pacTeop 3 I BbICOKOKOHUEHTPUPOBAHHOMO
nonucopbata 80 (Tween 80) B 10 n ounweHHoON Boabl (KaTteropun 1 nnu kateropum 2, Kak obo3Ha4yeHo B
NCO 3696).

3.3.5 ObopyaoBaHue ans nogayn NpPOMbIBOUHOM XXUOKOCTM NoA agekBaTHbIM AaBNEeHNEM, BKNHOYas KOH-
LeBOoW PUNbTP € MakcUManbHbIM pasMmepoM nop 1,2 MKM.

3.3.6 Mukpockon, ysenuieHume okono 50%, cagekBaTHbIM NpsiMbIM ocBelleHnem noayrnomot0° o 10° ¢
npeaMeTHbIM CTOJTUKOM.

3.4 lNoarortoBKa K uccnegoBaHUKo

3.4.1 Cneayet ydeanTbCH, YTO cpeaa, B KOTOPOU NPOBOANAT UccneaosaHne, ceobogHa oT BHELHUX Yac-
TUL,, CMOCODHBLIX UCKA3UTb pesynbTaThl U3MepeHUn. [Ansa aToro Heobxoanmo padboTaTb B COOTBETCTBYIOLLEN
pabouven ogexae 1 nepyartkax, a Takke UCMonb3oBaTh paboyee MeCTO C QUULLEHHBIM BO34QYyXOM, HANpumep
namMmuHapHbIA WKadgp, COoTBETCTBYOWMN TpeboBaHusaM knacca 8 no NCO 14644-1 (knacc 100,000 degepans-
Horo CtaHaapTta CLUA 209E), a Takke HagexXHo obeszapaXeHHble MHCTPYMEHTLI U 0bopyaoBaHue ans pado-
Tbl C 0bpasLamu.

3.4.2 lpoBoasAT KOHTPONBHOE UCMbITaHWE creayoLLMM 0Dpa3omMm:

- MNMomewatoT 50 MmN pUNLTPOBAHHOW NPOMbIBAOLLE N XKUAKOCTU B KOHNYECKYIO KOMODY.

- B3banTtbiBatoT B TeveHue 20 c.

- HemegneHHO pUNbTPYIOT XKUAKOCTb C MOMOLLLHO MeEMDOpaHHOro punbTpa.

- HobaBnatoT B Kondy ewle 50 M NpoMbIBaOLLEN XNAOKOCTU, BCTPSAXUBAIOT U PUNBTPYIOT TAKUM Xe
obpasom.

- [NepeHocar punbTp NOA MUKPOCKON, CTapasch N3bexaTb 3arpasHeHUs .

- NepecunTteiBalOT YacTUUbl Ha PUNbLTPE.

LdormxkHo 6bITb 0OHapyYKeHo He Bonee naTuyacTuu knacca l nHe 6onee ogHonvacTuubl knacca ll. He aon-
XXHO BObITb OOHapyXeHo H oaHOoW YacTuLbl knacca lll.

Ecnn 3T TpeboBaHUA He BbLINOMHEHLI, UCCNeayT BO3MOXHbIE MPUYUHBLI HECOOTBETCTBUSA, BHOCAT
nonpaBKA U MOBTOPAKOT KOHTPONBHOE UCTbITAHWE A0 NOoNyYeHUs YOOBNEeTBOPUTENbHLIX Pe3ynbTaToB.

[TpoBOAOAT KOHTPONLHOE UCNBITaHWE A0 U NoCcNe cepun nccnegosaHUn. PesynbTaThl UCCneaoBaHUN Npu-

3HaOT AeUCTBUTENTbHBIMU TONBKO NMPU NOJTyYeHUU YAOBNETBOPUTENbHBIX 3HAaYeHUI 40 U oce cepumnuccneno-
BaHUN.

3.5 UccnepoBaHue

- MomelLLatoT HeCKOMbKO rOTOBLIX 3NMacTOMEPHbIX COCTaBMANLLIMX 0bLLEe N NnoLlaabio NOBEPXHOCTU NPU-
MepHO 100 cM? B KOHUYECKYHO KoY.

- JobasnsoT 50 Mn pUnbTPOBAHHOM NPOMbIBAKOLLEN XKUOKOCTH.

- B3banTtbiBatoT B TeveHue 20 c.

- HemeaneHHO pUNLTPYIOT XKUAKOCTb C MOMOLLLIO MeEMDOpaHHOro unbTpa.

- NobaensatoT B KoNby ewe 50 M npoMbIBaOLWEN KNOKOCTU, BCTPAXMBAOT U PUNLTPYIOT TaKUM XKe
obpasom.

- [NepeHocaT pUnbTP No4 MUKPOCKOM, CTapasicCb N30eXaTb 3arpsa3HeHs.
- NepecunTteiBalOT YacTUUbl Ha PUNbLTPE.

3.6 OT4yeT 00 UCCNeaoBaHUN

[1na kaXxgoro nccneagoBaHUsa ONUCEIBAKOT criegyiollee:

a) obuyto nnowagb NOBEPXHOCTU U YACTIO NCCNEAOBAHHbIX TOTOBbLIX 3MTAaCTOMEPHbLIX COCTaBNSAOLLNX;
b) obLlee Yncno YacTuL, B KaXXa0M U3 TPEeX KNaccoB YacTul, No pasMepam;

C) YMCNO YaCTUL, B KXXAOM N3 TPEX KNACCOB B NMPOBeAeHHbIX KOHTPOMbHbLIX UCMLITAHUSIX;

d) cpeaHee 4YnCno YacTuL, B Kaxaom knacce Ha 10 cM? MNOBEPXHOCTU, OKpYrneHHoe A0 04HON AeCATOMN.
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4 OnpepeneHue KonuyecTsa 4acTtuul, He BUAUMbIX HEBOOPYKEHHbIM rMNa3oMm

4.1 NMpuHunn

Haxoasck B KOHTaKTe ¢ Xnakon dapmaLeBTUYeCcKor NpoayKumen, anacToMepHble COCTaBNAoLWne MoryT
BblAENATb YacTuLbl pasMepamMmn He bonee 25 MKM 1, Takum obpasoMm, HeBUANMBIE A1 HEBOOPY)KEHHOIo rnasa.
Nx Hanndyme moxeT ObITb onpeaeneHo ¢ MOMOLLbI 3NEKTPUYECKUX M ONTUYECKUX NPUBOpPOB.

[laHHbIN MeTo oLleHMBaET NOTEHLUNATIbHY0 CNOCOBHOCTb 3NacTOMEPHbLIX COCTaBMAOLLIUX K BblAENEHNIO
TaKUX YacTUL, NPU NX KOHTaKTe C BOAOW, UCNOMb3Yysa CYETYMKKM YacTuL, paboTatoLme no npuHLuUny ceetopac-
ceqaHus.

4.2 Knaccudukauums

[na naHHOro Metoda YacTulbl pasaendroT Ha Knaccehl No pasMepam, UCNOoNb3ys gnamMeTp YacTUL, B Kax-
OOM Kracce Kak Knaccuguumpyowmnmn napameTp:

Knacc | >2 MKM, HO < 5 MKM;

krnacc |l >5 mMkm, HO < 10 MKM;

Knacc [l >10 MKM, HO < 25 MKM;

Knacc |V =25 MKM.

4.3 YCTPOUCTBO N MaTepuanbl

4.3.1 Tlpnbop AONa BCTpAXMBaAHWUSA, OBUrAOLWMACA MO TOPU3OHTANIbHOM OKPYXXHOCTU AOUNaMETPOM
(12 +1) mm npu yacToTe BpaweHus ot 300 ao 350 muH1 .

4.3.2 Yucrtble KoHU4YecKne Konodbl ¢ LLIMPOKUM roprioM BMecTUMocTbio 300 mn.

4.3.3 OuunweHHaa Boga, cogepxawaa He bonee 100 yactuy, Ha 5 Mn, KpynHeEe YeM 2 MKM.

4.3.4 CyeTyuKk Yyactuy, paboTaroLmnia No NPUHLIKMNY cBeTopaccesiHMS, CNOoCcOobHBIN KnaccudpmnumpoBaTh
YyacTULbl B NTPOMBIBOYHOW XKMAKOCTWM NO KNnaccam, ocnpegeneHHbiM B 4.2.

4.4 lNoAarotToBKa

4.4.1 Cneayet ybeantbcsl, UTO cpeaa, B KOTOPOW NPOBOAAT UCCeaoBaHne, CBOOOAHA OT BHELHUX Yac-
TULL, CNOCOBHLIX NCKA3UTb pesynbTaThkl M3MepeHni. Onga aToro HeobxoanMmMo paboTaTh B COOTBETCTBYHOLLEN
paboyen oaexae 1 nepyaTtkax, a TaKkke UCNoNb3oBaTh pabovuee MeCTo C OUYMLLEHHBLIM BO3AYXOM, Hanpumep
namuHapHbIn WKady, COOTBETCTBYIOLW NN TpeboBaHUAM knacca 8 MCO 14644-1 (knacc 100,000 degepansHOro
CtaHaapTta CLLUA 209E), a Takke HageXHo obes3apakeHHble UHCTPYMEHTHLI U 0bopyaoBaHue ANd paboThl C
obpasuamu.

4.4.2 TpoBOASAT KOHTPOMNLHOE UCMBITAHME crneaylLWwmm obpasom:

- MNomewatot 100 MN oYULLEHHOW BOALI B KOHUYECKYHO KOTOY .

- BabanteiBatoT B TeveHue 20 c.

- WccnegyoT BoAy € NOMOLBIC cHeTYMKa YacTul, B Nepmnoa BpeMeHn, HavnHarowmmncea yepes 15 MrUH v
3aBepllarowmmca Yepes 30 MuH nocne B3danTbiBaHUA. 3anCbIBAOT YNCIO YaCcTUL, KaXKA0ro M3 YeTbipeXx Krac-
COB YacTuL, No pasMmepam.

- [MoBTOpAOT BCIO Npoueaypy Asaxabl.

He aomkHo obITh 6onee 100 YyacTuL, Ha S M, KpYMHEE YeM 2 MKM.

Ecnn atn TpeboBaHMs He BLINOMHEHLI, UCCNEeayT BO3IMOXHbIE MPUYUHBLI HECOOTBETCTBUSA, BHOCAT
nonpaBku U MOBTOPSAOT KOHTPONMBHOE UCMbITaHMe A0 NoNyYeHUs yAOBNEeTBOPUTENbHBIX Pe3yNbTaToB.

[1pOBOAAT KOHTPOJIbHOE UCMbITaHUE 40 U ToCNe cepun nccrnegosaHnin. PesynbTaTthl UCCNeaoBaHUN NMPU-
3HATCA AENCTBUTENBHBLIMW TONTBKO NPU NONYyYEeHNN YAOBIETBOPUTESbHLIX 3HAYEHUN A0 M NOoche Cepun ncere-
NOBaHUN.

4.5 UccnepoBaHuUe

- MNomelatoT HECKOMBKO rOTOBLIX 31aCTOMEPHbIX COCTaBNALWMX 0bLLEe N NoLwaabio NOBEPXHOCTU NP K-
MepHO 100 cM? B KOHMYECKYIO KOMbYy.

- Nob6aenawT 100 MmN ounNLWEHHOW BOAbI.

- B3banTteiBatloT B TedeHue 20 c.

- WccnepgyoT BOAY € NOMOLLBIO cHeTYMKa YacTul, B Nepruo BpeMeHU, HadnHarLwmmca yepes 15 MUH U
3aBepllarommnca yepes 30 MUH nocne B3banTbiBaHUSA, 1 OTMEYatoT YACO YacTUL, KaXKO0ro U3 YeTblipex Krac-
COB 4YacTuL, No pasmMmepam.

- [MoBTOpAOT BCIO Npoueaypy Asaxabl.
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4.6 OT4yeT OO MUCCNEOOBaHUN

[1na kaXxgoro nccnegoBaHUs ONUCEIBAKOT criegyiollee:

a) obulyto nnowagb NOBEPXHOCTU U YACTIO UCCNEAOBAHHBIX TOTOBbLIX 3/TACTOMEPHbLIX COCTaBNSOLLNX;

D) TpU M3IMEPEHHBLIX 3HAYEHUSA YUCIA YAaCTUL, NO KaXXA0oMYy N3 YeTbIpeX KNaccoB YacTul, No pasMepam;

C) cpedHee YNCIIOo B KaXXKOOM U3 YeTblipex KnaccoB, NogcyMTaHHOE Mo oTAeNbHbIM 3Ha4YeHNAM, Ha 10 cm?
MOBEPXHOCTU, OKPYrneHHoe Ao bnmxkanwero Lenoro;

d) obLulee 4yncno vYacTuL, B KaXKaomM U3 YEThIPEX KNacCoB;

€) YMNCNOo YacTUL, B KaXKOAOM U3 YeTbIpeX KNaccoB B NMPOBeAeHHbIX KOHTPOMNbHLIX UCMbITAHUSAX.
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Mpunoxenve OA
(cnpaBo4HOe€)

CBeaAeHUA 0 COOTBETCTBUU CCbINTOYHbIX MeXAYHapoAHbIX CTaHA4apPTOB
HauMoHanbHbIM cTaHgapTaMm Poccunckoum ®epgepauuu

Tadbnwuwua OA.1

OBo3HavYeHNe CChINOYHOIO CTeneHb

Obo3Ha4vYeHUe 1 HAMMEHOBAHUE cooTeeTCTBYHOWLEero HaunoHanbHOro CtTaHgapTa
MEeXAYHAPOOHOIo CTaHAapTa COOTBETCTBUA

NCO 3696:1987 IDT [OCT P 52501—2005 Boga ans naboparopHoro aHanmaa. [exHu-
YeCKne yCroBus

[TpnmedaHune—B HacToawen Tabnuue NCNonNb30BaHO cneayLlee ycnoBHoe 0b603HaYeHNE CTENEHN COOT-
BETCTBUSA CTAHOAPTOB:
- IDT — naeHTnYHBbIM CTAHOAPT.
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budnuorpadua

[1] NCO 14644-1:1999 MomeLweHns YncTble U CBA3aHHbIE CHUMUN KOHTpONMpyemsble cpeabl. HacTte 1. Knaccndpumnkauma umc-
TOTbI BO3gyXa
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YAK615.014.423.87:006.354 OKC 11.040.20 P19 OKI193 9000

Knto4veBkle CrnoBa: SIaCTOMEpPHBIE COCTaBINAKOLWANE, NapenTepalibHble CUCTEMBb, CbapIVIaLI,eBTMKa
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