®EEPAIIbHOE ATEHTCTBO

No TEXHUYECKOMY PEIYJIMPOBAHUIO U METPOJIOTUKU

HALUWOHANBbHBLIN rMCTP UCO
c
PocCUMCKOR 8871-5—
®EAEPALUUNM 2010

ANMACTOMEPHbLIE COCTABINAIOLWUE
ANA NAPEHTEPANbHbIX CUCTEM U U3AENUA
Ansa ®APMALEBTUYECKUX LIENEN

YacTtb 5§

dPyHKUMOHanNbHbIE TpeboBaHusA
M MeTOoAbl nccneaoBaHUN

1SO 8871-5:2005
Elastomeric parts for parenterals and for devices for pharmaceutical use —
Part 5: Functional requirements and testing
(IDT)

Wananue odmumnanbHoe

Mocxsa
Cranpapmungopm
201


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

rocT P UCO 8871-5—2010

Mpeaucnosue

Llenu v npuHumnbl ctaHaapTusaumm B Poccuiickon ®eaepaumn yctaHoBneHsbl deiepanbHbIM 3aKOHOM OT
27 nekabps 2002 r. Ne 184-d3 «O TexHU4eCKOM perynupoBaHuny», a npasuna npUMeHeHUsi HaLMoHarbHbIX
craHaaptoB Poccuiickon ®epepaunmn — MOCT P 1.0—2004 «CtaHgaptusauus B Poccuiickon degepaumn.
OCHOBHbIE MONOXEHUsI»

CBepeHus o cTaHgapTe

1 NOAIrOTOBIIEH ABTOHOMHOW HEKOMMEpPYECKON opraHusaumein «MHCTUTYT Meauko-61Monormieckmx
uccneaoBaHuin u TexHonoruiny (AHO «MUMBUWNT ») Ha ocHoBe cobCTBEHHOro ayTEHTUYHOMO NepeBoaa Ha pyc-
CKWW A3bIK CTaHAapTa, yKa3aHHOro B MyHKTe 4

2 BHECEH TexHuyeckum komuteToM no ctaHaaptTusauum TK 422 «OueHka buonorndeckoro aeicTenst
MeAULMHCKUX U3aenuii»

3 YTBEP>XOEH WU BBEAEH B JAEWNCTBUE Mpukasom denepanbHOro areHTcTea No TEXHAYECKOMY
perynupoBaHuio u metponorin ot 12 Hosbps 2010 r. Ne 389-ct

4 HacTtoqwwmi cTaHaapT uaeHTuYeH mexxayHapoaHomy ctaHaapty MCO 8871-5:2005 «OnemeHThI anac-
TOMepHbI€e Ansl YCTPOUCTB, UCMONb3yeMbIX Al NapeHTepanbHOoro BBeAeH s npenapaTos, U hapmauesTuyec-
KOro HasHauyeHusl. Yactb 5. PyHKUMoHanbHble TpeboBaHusa U ucnbitaHus» (ISO 8871-5:2005 «Elastomeric
parts for parenterals and for devices for pharmaceutical use — Part 5: Functional requirements and testing»).

Mpu npyMeHeHn HacTosILLEero cTaHaapTa peKoMeHAYeTCsl UICNOoMNb30BaTh BMECTO CChIIOYHbIX MeXayHa-
POAHbIX CTaHA4apTOB COOTBETCTBYIOLME UM HaumMoHarnbHble cTaHAapTel Poccuiickon ®eaepauun, ceeageHns o
KOTOPLIX NpUBeAEHbI B AOMOMHUTENLHOM NpunoxeHun JA

5 BBEJEH BINEPBbLIE

UHpopmayus 06 usMeHeHUAX K HacmosaweMy cmaHdapmy rybrukyemcsi 8 exe2o00HO u30agaemMom
UHGhopMayUOHHOM yKazamerne «HauuoHansHbie cmaHlapmbl», a meKcm usMeHeHul U rornpasok — 8 exxeme-
CAYHO U30asaeMbix UHHOPMaUUOHHbIX YyKasamensax « HayuoHanbHele cmaHlapmel». B criydae nepecmMompa
(3aMeHbl) unu ommMeHbl Hacmosiuw,e2o cmaHdapma coomeemcemeyroujee yeedomiieHue bydem onybnukoeaHo
8 eXXeMECSIYHO U30asaeMoM UHGOpMaYUOHHOM yKa3amere «HayuoHanbHbie cmaHOapmel». Coomeemcmey-
owas uHgopmauus, yeedoMeHuUe U meKkcmsl pa3meljaromcest makke 8 UHghopmaluoHHoU cucmeme obuie2o
ronib306aHUs1 — Ha oghuyuansHoM catime PedepalibHO20 a2eHmcemea 10 MexXHUYECKOMY pe2yrupoearuio u
Memporoauu 8 cemu IHmepHem

© CraHgapTtuHdopm, 2011

HacTosiwmn ctaHgapT He MoXeT 6bITb MOMHOCTLIO UNN YaCTUYHO BOCNpousseaeH, TUpaXxuposaH 1 pac-
npocTpaHeH B KayecTBe ouLnansHoro UsgaHns 6e3 paspelueHust PeepanbHOro areHTCTBa No TeXHUYeCKo-
My perynuposaHuio U MeTpoiornn
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BBeneHune

NCO (MexayHapogHas OpraHusauusa CtaHaapTusaumm) sisnsieTcsi BcemupHom deaepauunen opraHos
HaumoHanbHbIX cTaHgapToB (opraHnsaumn — yneHbl UCO). PaboTta no noaroToBke MexXayHapoAHbIX CTaH-
AapToB 06bIYHO NpoBOAUTCA NocpeacTBOM TexHudecknx komuteToB UCO. Kaxxaas oprannsauusa-yneH, 3anH-
TepecoBaHHaA B npeaMmeTe, ANs KOTOPOro cosgasBancs TexHWYEecKUA KOMUTET, umeeT npaBo ObiTb
npeacTaBneHHON B 3TOM komuTeTe. MexayHapodHble opraHv3auum, kak rocyaapCTBeHHbIe, Tak U Herocy-
AapcTBeHHbIe, Takke NPUHUMaIOT y4acTue B paboTe Bo BaaumMogeicteuu ¢ MCO. UCO TecHo coTpyaHUYaeT ¢
MexayHapoaHoi dnekTpoTexHudeckon Komuccunein (M3OK) no BceM Bonpocam anekTpoTexXHUYeckon ctaHaap-
TM3auun.

MexayHapodHble cTandapThl paspabaTbiBaoTcs B COOTBETCTBUAM C NpaBuiamu, npusedeHHsIMA B
Oupektneax UCO/MOBK, yacTb 2.

OCHOBHOI 3aJaveit TEXHUYECKNX KOMUTETOB SIBMSIETCS MOArOTOBKA MeXAyHapodHbIX CTaHOapTOB.
MpoeKTbl MexayHapoAHbIX CTaHAAPTOB, NPUHATHIE TEXHUYECKUMU KOMUTETaMK, PAcipOCTPaHATCA OpraHn-
3aumsiM-unieHam ans ronocosaxus. NMybnukaLuus B Ka4yecTBe MexayHapoaHoro ctaHaapTa TpebyeT ogobpeHns
no MeHbLUen mepe 75 % opraHusaunin-4neHoB ¢ NpaBoM rofioca.

Heobxoaumo 06paTnTe BHAMaHNE Ha BOSMOXHOCTb TOFO, YTO HEKOTOPbLIE 3MIEMEHTbI AaHHOM0 JOKYMEHTa
MOryT noasepratbcsi nateHTHuIM npasam. MCO cHumaeT ¢ ce65 0TBETCTBEHHOCTh 3a 0603Ha4eHNe KakMx-nubo
TaKOBbIX MATEHTHbIX NpaB.

MCO 8871-56bInnogrotosneH TexHudeckum kommtetom MICO/TC 76 «ObopyaosaHue Ansa TpaHcdy3ni,
NHAY3NA U UHBEKLNIA MeAULIMHCKOTO 1 (hapMaLeBTUYECKOro NPUMEHEHNS» .

[aHHoe nepsoe nsgaHune NCO 8871-5 Bmecte c NCO 8871-1, UCO 8871-2, UCO 8871-3 M NCO 8871-4
oTmeHsieT 1 3ameHsieT UCO 8871:1990 n ero nonpaBsky 1:1995, koTopble BbINM NepecMoTPeHbl B TEXHUYECKOM
OTHOLLIEHWM.

MCO 8871 cocTonT 13 crneayoLwmx Yactein nog obLmMM HaumeHoBaHeM «OneMeHThbl 3nacToMepHble
ANsi YCTPOWCTB, MCMONb3yeMblX A MapeHTepanbHoro BBedeHUs npenapatos, U drapmaLueBTUHecKoro
HasHavYeHns»:

- Yactb 1. CoaepxaHune akcTparnpyembix BelecTs B BOAHbBIX NpenapaTax aBToKNaBoB.;

- YacTtb 2. UaeHTUdUKaLMA 1 onncaHue;

YacTb 3. OnpegeneHne ynicna oTAenmMBLUNXCA YacTuL,;
YacTb 4. Brionornyeckue TpeboBaHns 1 MeTodbl UCCNedoBaHUN;

- YacTtb 5. PyHKUMOHANbHbIe TpeboBaHUA 1 UCTILITAHUA.

OnacTomepHble UNn pesnHoBbie NPobku Ans papMaleBTUYECKOro NPUMEHEHMUS UCMONb3YIOTCA B coYe-
TaHuM ¢ npobupkamMn Unu cnakoHamu, a Takke oveHb YacTo BMeCTe C MPOoKanbiBaloWMMN YCTPOUCTBaAMM.
CyLLeCTBYIOT TpU (hYHKLMOHANbHBIX NapamMeTpa, KoTopble BaxkHbl NMpU npouecce npokanbiBaHWA. TakoBbIMU
ABNSAOTCA NPOHMLAEMOCTb, parMeHTaumns U camosakynopka. Tpu Buga uccregoBaHust hyHKUMOHANBHBIX
CBOWCTB, ONNCaHHbIe B HACTOALLLEM CTaHAapTe, MOryT ObITb UCMONb30BaHbl Kak CTaHAapTHLIA MeToa nccneno-
BaHWA 8NacToOMepHbIX NPoGoK, NPoKanbiBaeMblX ¢ MOMOLLbIO MEeTaNIMYECKUX UHBEKLMOHHBIX Urm. JononHu-
TENbHO BO3MOXHO UCMONb30BaTh METOA OLEHKM LIeNTIOCTHOCTM 3aKyNnopKn eMKOCTU A4S NoaTBepKAeHUs ee
acheKkTUBHOCTH.
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HAUUWOHANBbHBIW CTAHAOAPT POCCUUCKOWN SGEREPALUMU

SNACTOMEPHBIE COCTABINAKLWIUE
ANA NAPEHTEPANbHbLIX CUCTEM U U3OENUNA
ona ®APMALIEBTUYECKUX LIENEN
YacTtb 5

¢yHKLI,I/IOHa.I1bHI:Ie TpeGOBaHMﬂ M MeToAbl UcCcneAoBaHUN

Elastomeric parts for parenterals and for devices for pharmaceutical use.
Part 5. Functional requirements and test methods

Data BBegeHna — 2011—11—01

1 O6nacTb npuMeHeHusA

Hacroswwuii ctaHgapT onpefdensaeT TpeboBaHNA 1 MeToAbl UCCnegoBaHNsA A1 pyHKUMOHaNbHLIX Napa-
METPOB 3M1acToMepHbIX NPOBOoK, UCMOMb3yeMbIX B coMeTaHWUM ¢ oakoHaMu1 1 Npn NpokanbiBaHUW MHBEKLUOH-
HOW Urnow.

MpuMeyaHun e — PyHKUMOHANBHOE UcCNegoBaHve WTbipsiMu onuceiBaetca B ICO 8536-2 n B UICO 8536-6.

2 HopmaTuBHbIe CCbINKKU

CnepaytoLume cnpaBoYHble A0KYMEHTHI SIBSIOTCS He0bXoAUMbIMUY A1 NPUMEHEHUSI AaHHOTO [OKYMEHTa.
Mpwn [aTMPOBAHHOW CCbISIKE NPUMEHAIT TOMbKO yKasaHHoe uafdaHue. Mpu cebinke 6e3 AaTbl NPpUMeHSOT
nocrneaHee n3gaHne ykasaHHOTo AOKYMEHTa, BKItoyasi BCe Nonpasku.

NCO 7864:1993 Urnbl cTepunbHble Arist MOAKOXHbLIX UHBEKLIUIA 04HOPa30BOoro NpUMeHeHus!

NCO 8362-1:2003 EmkocTU ANt UHBEKLMOHHBIX PaCTBOPOB U BCMIOMOraTerbHble ycTponcTea. Yactb 1.
MHbekunoHHble chriakoHbl U3 TpybyaToro crekna

MCO 8362-3:1988* EMKOCTM ANsl UHBEKUMOHHbBIX PACTBOPOB 1 BCrioMoraTenbHble ycTpoicTBa. HacTb 3.
MHbekunoHHble chriakoHbl U3 TpybyaToro crekna

NUCO 8362-4:2003 EmMkocTu Ans UHBEKLMOHHBIX PAacTBOPOB U BCrioMoraTtesbHble yCTpolcTaa. HacTb 4.
MHbekunoHHble hriakoHbl U3 NPEecCoBaHHOMO cTekna

NCO 8362-6:1992 EmMkocTu Ans UHBEKLMOHHBIX PAacTBOPOB U BCrioMoraTesibHble YCTponcTaa. HacTb 6.
Konnaykun KomOUHMpOBaHHbIE N3 aNFOMUHASE U NNACTMAacChl ANst UHbEKUMOHHBIX (hNakoHOB

3 TepmuHbl M onpeaeneHns

B HacTosileM cTaHaapTe NPUMeHeHbI creayolue TEPMUHBI C COOTBETCTBYIOLLUMUA onpeaeneHUaMn:

3.1 nponHuuaemocTb: Cuna, Heobxoanmas s NpoKanbiBaHUS 311aCTOMEPHOrO 3aKpbITUSA.

3.2 dpparmenTayuma: NokasaTenb KONMYeCTBa 3M1acCTOMePHbIX YacTuLl, 0bpasyoLwmnxca B npouecce npo-
KanbiBaHus.

3.3 camo3zakynopka: MokasaTtens 3cgeKTMBHOCTM MOBTOPHOW 3aKyMopku 3nacToMepHbiX npo6ok
nocre NpPoHWKHOBEHUS 1 yaaneHus! Urmbl.

3.4 uenocTHOCTb 3aKynopku eMKocTU: [Nokasarternb acheKTUBHOCTU 3aKynopKn ANst KOHKPETHOM cUc-
TeMbl dr1iacToMepHas npobka/emMKocTb.

* 3ameHeH Ha ICO 8362-3:2001.

Uspanne opunymnansHoe
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4 Tpeb6oBaHus

4.1 MpoHuuaemocTb

Mpu uccnegoBaHMM B COOTBETCTBUM C NpunoxeHuem A cuna, Heobxogumas ons npokanbiBaHusl, He
JormkHa npesbiwatsb 10 H ans kaxxaon npobku.

4.2 ®parmMeHTauusn

I'Ip|/| ncecneaooBaHMM B COOTBETCTBUN C NPUNOXKEHNEM B konunuecTtBO 3NacToOMepHbIX Ct)paFMeHTOB, Bnan-
MbIX HEBOOPYXXEHHbIM I1a3oMm, Ha 48 npokanbiBaHU He AOIMKHO NPeBbILWAaTh NATU.

4.3 Camo3sakynopka U LLeNnoCTHOCTb 3aKyNOopPKNU eMKOCTU

Mpu nccnegoBaHun B COOTBETCTBMM C NpunoxeHnem C HU oauH 13 hnakoHOB He AOMKeH coaepXaTb
HWKaKUX CNefoB OKpalleHHOro pacTBopa npy HabnoaeHun HEBOOPYXXEHHBIM rra3om. [aHHoe TpeboBaHue
NPUMEHUMO TOSBKO K MHOTO4030BbIM EMKOCTSAM, T.€. EMKOCTSIM, B KOTOPBIX UCMOMb3YTCA MHOrOKpaTHO NpoKa-
nbliBaeMble 3M1acToMepHble Npobku.

Matepuanel, oTBevatowme TpeboBaHUAM, He HyXAalTcs B AalbHEWWNX UCCredoBaHMsX B COOT-
BeTCTBMM C4.4.

4.4 LlenocTHOCTbL 3aKynOpKU eMKOCTU

Mpn nccnegoBaHMu B COOTBETCTBUN C MpunoxeHmeMm D H1 ognH 13 hriakoHOB He JOMKEeH coaepXaTb
HUKaKnX cneaoB oKpalleHHOro pactaopa rnpu HabnoaeHun HEBOOPYXXEHHbIM MMa3oM.

5 MNoaroroBka anacToMepHbIX NPOGOK ANA nccrneaoBaHUs

5.1 OT60p Nnpo6

Yuncno 3akpblTUiA, TpebyeMbixX 415 KaX40ro McCneaoBaHns:

- npoHuuaemocTtb — 10;

- bparMeHTauna — 12;

- CcaMOo3aKynopka 1 TeCT LLefTOCTHOCTM 3aKynopkn eMkocTn — 10;

- TecT LenoCTHOCTN 3akynopkn emkoctn — 10.

Ha npakTuke pekoMeHayeTcs noaroToska Ans uccrnegosaHns obpasuos 6onblie MUHUManbLHO Tpebye-
MOro ynucra.

5.2 Ouuctka

Mpobkn cnegyeTt cTepnnn3oBaTtb B OYULLEHHOM COCTOSIHUW. Ecnv nonyyeHHble o6pasLbl He NpoLn
CTaH4apTHY NPOU3BOACTBEHHYO 06paboTKy, To NPobkM cnegyeT OYUCTUTL B COOTBETCTBUM CO CrieaytoLlei
npoueaypon.

MomeLatoT COOTBETCTBYOLLEE YACIIO PE3MHOBBLIX MPOBOK B NOAXOASLLYHO CTEKISAHHYH EMKOCTb, 3anunBa-
0T BOAOW, CBOGOAHON OT YacTuL, KUNSATAT 5 MUH, 3aTeM NPOMBIBAOT NATL Pas XO04HON OUNLLEHHONM OT YacTul,
BOJOWN.

5.3 Ctepunusauyun

MomelatoT npeaBapuTensHo obpaboTaHHble MPobky B KONBY € LUMPOKMM ropsioM 1 gobasnsawT gocTta-
TOuYHO BOAbl, cBOBOAHOM OT YacTuy, YTobbl 3annTb 0bpasLbl. HakpeiBaloT ropribilLKo KoNbbl NepeBepHYTON
MEH3YPKOo 13 6OPOCUIMKATHOTO CTEKNa MK OPYroin aHanormyHon yKynopko. HarpesatoT B aBTOKNaBe Tak,
yTobEI TeMnepatypa (121 £ 2) °C gocturanacsk Yepes 20—30 MuH, 1 NogaepPKMUBaIOT NpU 3TOW TeMnepaTtype
30 MuH.

Mocne okoHYaHWs aBTOKNaBMPOBaHMA JOCTaloT kKoNby U3 aBToknaea. CnueatoT BoAy 1 AatoT obpasuam
BbICOXHYTb.

Opyrne metogbl cTEpUnU3aunm, Hanpumep, ramma-cTepunmnaaLmsa Unmn cTepunusaums oKUChIo aTuneHa,
MOTYT MOBNUSATL Ha YHKLMOHaNbHEIE CBONCTBA U3genuid. MoaTomy npeaBapUTensHO HE0BX04UMO OLEHUTL
BO34eNCTBME 3TUX METOAOB CTepMAM3aLnn Ha pyHKUNOHAaMbHbIE CBOMCTBA 3112aCTOMEPHbBIX COCTaBNSAOLLMNX.
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MpunoxeHune A
(oba3aTenbHoe)

UccnepoBaHue NPOoHULLGAEMOCTU

A1 O6uwan yactb

MHorue anactoMmepHble COCTaBNAOLWME, BKITIOYasi 3NaCTOMEPHbIe NPobKu 4ns hapmMaLeBTUHECKOro NPUMEHeHWs,
MCNONBb3YIOT B COYETAHUN C MHBEKUMOHHBIMU UImamu. Yeunue, Heobxoammoe st NPOKarbiBaHUsl PE3MHOBON NPOGKY,
SIBNAETCH BAXHON XapaKTepuCTUKON NPY OLEHKE NPUrogHOCTH NPOGKM ANsi NPeaHa3HaA4YeHHOTO UCTONb30BaHWS.

A.2 NpyHumn

Cwvny, HeoBxoauMyte ANA NOMHOMO NPOKanbIBaHUs 3N1aCTOMEPHON NPOBKKU, N3MEPSIOT C NOMOLLLIO NOAXOASALErO
yCTpOWCTBA.

A.3 YctponcTtBa, o6opyaoBaHue v peareHTbl

A.3.1 Hecsitb npobokK, NogroTORNEHHbIX B COOTBETCTBUM C pa3genom 5.

A.3.2 HecsTb unctbix priakoHor B cooTBeTcTBUM ¢ MCO 8362-1 nnn NCO 8362-4, ¢ paamepom ropribilika, cooT-
BETCTBYIOLLMM pa3mepy npobok (Hanpumep, 13 unu 20 mm).

A.3.3 [ecsiTb antoMMHUEBbLIX UMW NNACTUKO-aN lOMUHKUEBbLIX 0GXUMHBIX Npo6ok B cooTBeTCTBUM ¢ MCO 8362-3 nnu
NCO 8362-6, pasmepom, COOTBETCTBYIOWMM pasMepy ropnbilika nakoHos (Hanpumep, 13 unu 20 mm), n obxumHoe
YCTPOWCTBO.

A.3.4 [lecsaTb cMa3aHHbIX METaNNMUYECKMX MMNOoAePMUYECKUX UMM € ANWHHBIM cpe3oM [yron cpeaa (11 + 2)°], BHelw-
Hum anameTtpom 0,8 mm B cooTBeTcTBUM ¢ MICO 7864.

A.3.5 YcTporicTBo, cnocobHoe namepsite cuny B 10 H ¢ TouHocTbio + 0,25 H.

A.4 Mpouenypa

A.4.1 3akpbiBaloT hnakoHbl UccnegyemsiMu NPoBKaMm 1 3aKpennsaT NYyTEM 00XUMA KPbILLKW.

A.4.2 OcHalaloT ycTponcTBOo, namepsiowee cuny (A.3.5), runogepmudeckoii urnon (A.3.4) n genaiot Nnpokon B
npo6ke nepneHanKynsipHo K NoBepxHocTU. OTMeYaoT MakcumanbHyto cuny. IcnonbayloT HOBYIO MMy ANst KaXA0M U3 [eBA-
T ocTarLWmxcs Npo6oK M MOBTOPSAIOT NPOLEAYPY.

A.5 ®opmanpencrtasneHuA pe3ynbLTaToB

OTmevaloT cuny, Heo6xoaMMYI0 Ans NPoKanbiBaHUs Kaxaoro obpasua, u CpaBHUBAKOT Pe3ynbTaThl UCCNEAOBAHNSA C
TpeGoBahmsimm 4.1.
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Mpunoxenve B
(o6s3aTenbHoe)

UccnepoBaHue bparMmeHTauum

B.1 O6wan vyactb

MHorve snacToMepHble COCTaBMAOLWME, BKITIOYAs! 3N1aCTOMEPHbIE MPOoGKu AnA (hapMaLeBTUYECKOro NPUMEHEHS,
UCMOSb3YIOT B COMETaHUU C MHBEKLUMOHHBIMU MImaMu. B npolecce Npokona MHbEKUMOHHBIMMU MITIaMU MOTYT 06pa3oBbl-
BaTbCsi PParMeHTsl 3nacToMepoB. Yncno n pasmep sTnx hparmeHToB MOTYT NOBIUSITb HA KAYECTBO NTEKAPCTBEHHbIX NPOo-
AYKTOB, NPV YNakoBKe KOTOPLIX UCMOSb3YIOT 3NacTOMEPHbIE NPOGKu.

B.2 MpuvHumun

OnacTtoMepHble NPoGKM MHBEKLUMOHHbIX (DITAaKOHOB NMPOoKarblBaloT MHLEKUMOHHOM UImoii. [onyyeHHble B pe3ynbTa-
Te hparmeHTbl cCoOMpaloT Ha PUNbTPE U NOACUUTLIBAIOT.

B.3 YcTtponctBa, 060pynoBaHue n peareHTbl

B.3.1 [OeeHaguaTtb Npo6OK, NOArOTOBNEHHLIX B COOTBETCTBUM C pa3aernom 5.

B.3.2 [eeHaguatb 4ncThix chriakoHoe B cootBeTcTBUM ¢ MCO 8362-1 nnn NCO 8362-4, ¢ paamepoM roprbILLka,
COOTBETCTBYIOWUM pasMepy npobok (Hanpumep, 13 unu 20 mm).

B.3.3 [Benaguatb antoMUHUEBLIX UM NNACTUKO-anioMUHUEBLIX OGXXUMHbIX Npo6ok B cootBeTcTBUM ¢ UCO 8362-3
unu NCO 8362-6, paamepoM, COOTBETCTBYIOWMM pa3Mepy ropribika ¢prakoHoB (Hanpumep, 13 nnu 20 mm), n o6xmMmHoe
YCTPOWNCTRBO.

B.3.4 Bopga ouulleHHas, ans HanonHeHus nonHoro o6bemMa hnakoHoB U Wnpuua.

B.3.5 [IBeHaguaTtb CMasaHHbIX MeTanIM4ecKnx rmnoaepMmnIeckmX Uri ¢ AnvHHbIM cpe3om [yron cpesa (11 + 2) °,
BHeWHUm gnameTtpom 0,8 mm B cooTBeTcTBMM ¢ NCO 7864.

B.3.6 Wnpwu, nogxogswmi k urnam B B.3.5.

B.3.7 OguH comnbTp pasmepom nop 0,5 MKM.

B.3.8 dunbTpylowee ycTpONCTBO, cnocobHoe BMecTUTb hunbTp pasmepom nop 0,5 MKM.

B.3.9 NabopaTopHbI MUKPOCKON MNU YBENUUUTENBHOE CTEKNO C MUHUMATTBbHBIM YBENUYEHNEM X6,

B.4 Mpouenypa

B.4.1 3anonHsioT Kaxabiv n3 12 YncTbiX hriakoHOB OUULLEHHON OT YacTuL BOAON 06 beMOM, SKBUBANEHTHLIM HOMU-
HaneHoMy 06bemy MUHYC 4 Mn (HanprMmep, NnoMellatoT 21 mn Bo dnakoH o6bemom 25 mn). 3akpeiBaloT (hnakoHbl uccne-
AyeMbIMU NPoBKaMK 1 3aKpennsiioT NyTem 06XMMa KpbI LKW,

B.4.2 lMpokanbiBaloT kaxayto npobky runogepmudeckon nrnon (B.3.5), HageTon Ha YUCTLIN LWNPUL, HAMONHEHHbIN
BOZAOM, cBOGOAHOW OT YacTuL, BBOAAT B chriakoH 1 Mn Boabl u 3abupatoT 1 mn Bosayxa. [oBTopsiioT 3Ty npoueaypy 4YeTsipe
pasa ans kaxgon npobku, Kaxaelii pas genasi NPoKon B HOBOM MecTe. Mcnonb3ayoT HOBYIO UMy Anst kaxaoro obpasua u
cnepdsiT, Ytobbl Urna He 3atynunack BO BPEMSI UCCIEeJOBaHUS.

B.4.3 lNponyckatoT »unaKocTb N3 Kax40ro n3 12 ¢nakoHoB Yepes punbTp pasmepom nop 0,5 MKM 1 NOACHUTbIBAIOT
YUCIIO YacTUL, BUONMbIX HEBOOPYKEHHbIM I11a30M. [ocyeT OCHOBbIBAETCS HA AONYLLEHUU, YTO (DparMeHTsl AMamMmeTpom,
paBHbIM UK NpeBbILLaloWMM 50 MKM, BUOHbLI HEBOOPY>KEHHbLIM FMa3oM.

B cny4ae COMHeHWI nny cnopoB NogCUNTHIBAKOT (pparMeHTbl 31acTOMEPHON COCTaBNSIOLLEN C NOMOLLbIO ONTUYEC-
KOr0 MUKPOCKOMNa UM YBENUYMTENBHOIO CTEKNa Ans NOATBEPXKAEHWS UX pasmMepa u Xxapakrepa.

B.5 dopmanpeactaBneHus pe3ynbTaToB
3anucbiBaioT 06Lee Yneno hparmeHTOB U CPaBHMBAKOT C AOMNYCTUMbIM YACIIOM, YKa3aHHbIM B 4.2,
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Mpunoxenne C
(o6asarensHoe)

UccneposaHue 3chdpeKTUBHOCTU CaM0O3aKyNnopKu U LLeNOCTHOCTU 3aKyNnOopKUu eMKOCTU

C.1 Obwas yacTb

MHorne anacTomepHble COCTaBMAIOLNE, BKITIOHasA 3NacToMepHble NPoBkn A4nsa chapmaueBTUUECKOro NPUMEHEHHUS],
MCNOSb3YIOT B COYETAHNU C MHBEKLMOHHBIMM urniamu. [Npn ncnonb3oBaHum MHOTOA030BbIX EMKOCTEN NPOGKM MOTyT GbiTh
NPOKONOTHI MHOTOKPATHO B MPOLECCE WCMNONb30BaHWs BCEro hapmaueBTMHEcKoro npenaparta. Camosakynopka unm
NOBTOPHOE 3aKPbLITME MNPOKONa, CAENAaHHOIO WITION, SIBISAETCS BaXHbIM (PAKTOPOM LENOCTHOCTU 3aKYNOPKUM €MKOCTH.
HenonHas camo3sakynopka MOXeT MOBMUSATb Ha CTEPUIIBHOCTb, 0GBEM U KOHUEHTPaUWIO 403,

AnactomepHbie NPpobkM Ans apmMaueBTUHECKOrO NMPUMEHEHNS YacTO UCNONb3YIOTCA B COMETaHUN C hriakoHaMM.
Mpo6ku obecrieumBaloT ageKkBaTHYIO 3aKyrnopky drakoHa. Hernonnas 3akynopka nnm HapylweHne LenoCcTHOCTU 3aKpbITUS
€MKOCTU MOXET NOBITUSITb HA CTEPUITBHOCTL KOMIMOHEHTOB (OI1aKkoHa.

C.2 MpuvHUMN

3nacTomMepHbIe NOKPLITUSI MUHBEKLMOHHBIX (OITAKOHOB NPOKATbIBAIOT HECKONBKO Pa3 MHBEKUMOHHOW UIMOW 1 OcMaT-
pVBaIOT Ha MPeaMEeT NPOCAYNBaHMS, BbI3BAHHOIO NepenasomM AasneHus B npobke.

C.3 YcrponcTtBo, 060pyaoBaHne v peareHTbl

C.3.1 Hecatb npo6Gok, NoAroToBNeHHbIX B COOTBETCTBUM C pa3gernom 5.

C.3.2 [lecsatb unctbix conakoHoB B cooTBeTcTBUM ¢ MCO 8362-1 unn NCO 8362-4, ¢ paamepom ropnbiwka, cooT-
BETCTBYIOLUM pa3mMepy npobok (Hanpumep, 13 nnu 20 mm).

C.3.3 [decatb anoMMHMEBbLIX UMK MIIACTUKO-aNioMUHUEBLIX 00XMMHbIX Npo6ok B cootBeTCcTBUM ¢ CO 8362-3 mnn
UCO 8362-6, paamepoM, COOTBETCTBYIOLLUM pa3mepy ropribilka drnakoHoB (Hanpumep, 13 unu 20 mm), 1 o6xMMHOe
YCTPOMUCTBO.

C.3.4 Boga, ounieHHasi OT YacTuu, arsi 3anornHeHus Bcero o6bema ¢riakoHoB.

C.3.5 PacTBOp METUNEHOBOrO CUHEro, 1 r/n.

C.3.6 [ecsiTb cMa3aHHbIX METaNIMYEeCKUX TMNoAEPMUHECKUX UIN C ANUHHBIM Cpe3om [yron cpesa (11 + 2)°], BHeww-
Hum anameTtpom 0,8 mm B cooTBeTcTBMM ¢ MCO 7864.

C.3.7 bapokamepa, cnocobHasi nogaepxmuBaTb gaeneHne Ha 27 klla Huxe atmocdepHoro gaBneHnsl B TeHeHne
10 MuH.

C.4 Mpouenypa

C.4.1 MomewatoT B Kaxapin 13 10 YncTbix pnakoHoB 06bEM BOAbI, OHULLIEHHOW OT YacTuL, SKBUBASNEHTHbLIA HOMU-
HanbHOMy 06beMy (Hanpumep, noMewaoT 25 Mn Bo hrakoH 06bemMoM 25 mn). 3akpbiBaloT riakoHbl UCCneayeMbiMu
npoBkamu 1 3aKpennsiloT NyTem 0BXMMa KpPbILKK.

C.4.2 cnonb3ys HOBYIO TMMNOAEPMUYECKYIO UITY AN KaXXA0W Npo6KW, NpoKanbIBaloT kaxayo Npobky 10 pas, kax-
Obl pa3 genas NpoKon Ha HOBOM MecTe B npegenax nrowaau Habniogenws. MNorpyxaT drnakoHbl BEPTUKANbHO B
€MKOCTb, CoAepXallylo pacTBOp MeTUIeHOBOro cuHero. Cnepyet y6eautbesi, YTO hriakoHbl NOMTHOCTLIO MOrPYXeHbl B
pacteop. [TomelanT eMKoCTh ¢ hnakoHamy B Gapokamepy M yMeHbLUaloT faeneHue Ha 27 kla. [lepxaTt B COCTOSIHWMM Baky-
yma 10 MmH, 3aTemM BO3BpaLLaoT K aTMOCHEPHOMY AABITEHUIO.

OcTaBnsoT hriakoHb! NOTPYKEHHLIMU B paCTBOP METUITEHOBOTO CMHEro elle Ha 30 MWH, 3aTeM J0CTaloT N3 Kamepbl,
NPOMbIBaIOT BHELWHIOW MOBEPXHOCTb hrnakoHoB Bogow. OcmaTpuBalT coaepxaHue (hrnakoHOB Ha MpeaMmeT crnegos
pacTBopa CUHEro LBeTa METUINEHOBOIO CUHETO.

C.5 ®opmanpeacTaBrneHus pe3ynbTaToB

3anuceiBaloT, cogepKar nu rakoHbl kakne-nnbo criefbl OKpaleHHOro pacTBopa, U CpaBHUBAIOT C TpeboBaHus-
mu 4.3.
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MpwvnoxeHne D
(obsazaTenbHOe)

UccnepoBaHue LLeNOCTHOCTU 3aKyNOpPKU eMKOCTU

D.1 O6was yacTtb

QnacTtomepHble Npobku Ansi apmaueBTUHECKOro NMPUMEHEHUST YacTo UCNONbL3YIOT B COMETaHUN C hnakoHaMu.
Mpo6ku obecneumBaloT HaZEXHYIO 3aKynopKy drakoHa. HenonHas 3akynopka uny HapyweHwe LenocTHOCTU 3aKpbITUS
©MKOCTM MOKET MOBMNUATH HA CTEPUNBLHOCTb KOMIMOHEHTOB ¢hrakoHa.

D.2 MpvHumn

dnakoHbl, HAMOMHEHHbIE JXMAKOCTLIO, 3aKyNOPEHHbIE U 3aKPLITHIE, NOMPYKalOT B OKpaLEHHbIN pacTBop. PnakoHb
ocMaTpuvBaloT Ha NpeaMeT NPocavMBaHusi, BbI3BaHHOO Nepenagom AaBneHus o NepuMeTpy KoHTakTa npobkv u chnakoHa.

M pwnmMeyaHue— Ecnn npuemnemo, 1o cucremMsl Npobku ¢ hnakoHoMm Heo6xoanMOo CTepunn3oBaTk Nepea uc-
crnegoBaHueM.

D.3 YcrtponcTtBO, 060pyaoBaHne v peareHTbl

D.3.1 [ecsats npobok, nogroToBrneHHbIX B COOTBETCTBUM C pa3genom 5.

D.3.2 [lecsats uuctbix chnakoHoB B cooteeTcTBUM ¢ CO 8362-1 nnn NCO 8362-4, ¢ pasamepom ropnbiwka, coot-
BETCTBYIOLLMM pa3Mmepy npobok (Hanpumep, 13 nnu 20 mm).

D.3.3 [lecsiTb anioMMHMEBBIX UMK NNACTUKO-aNIOMUHUEBBIX OBXXMMHbIX NPo6okK B cootBeTCTBUM ¢ UCO 8362-3 nn
NCO 8362-6, pasmepom, COOTBETCTBYIOLMM pa3Mmepy ropnbiwka dnakoHoB (Hanpumep, 13 unu 20 mm), n obxunumuoe
YCTPOWCTBO.

D.3.4 Bogaa, ounweHHas OT YacTuu, A4ns 3anofHeHus NoNHoro o6 bema rakoHoB.

D.3.5 PacTtBop MeTMneHoBOro cuHero, 1 r/n.

D.3.6 bapokamepa, cnocoGHas nogaepxueatb AasrneHne Ha 27 kla Hke atmocdepHoro B TedyeHne 10 MuH.

D.4 Mpouenypa

D.4.1 MomewatoT B Kaxapbii n3 10 YncTbix hrnakoHoB 06bEM BOAbI, OHULLEHHON OT H4acTuUL, 3KBMBASTEHTHbIA HOMU-
HanbHOMy 06bemMy (Hanpumep, noMeLaloT 25 mn Bo hnakoH o6vemom 25 mn). 3akpbiBatloT hnakoHbl nccnegyeMbiMu
npobkamu 1 3aKpennsitoT NyTeM 06XXMMa KpPbILKK.

D.4.2 MorpyxatoT dhnakoHbl BEPTUKANbHO B EMKOCTb, COAEPXKALLYIO pacTBOP METUNEHOBOIO cuHero. Cneayet ybe-
ANTBCSA, 4TO ONAKOHBI MONTHOCTLI0 NOrPYKeHbl B pacTeop. [oMewanT emkocTb ¢ hnakoHamm B 6apokamepy M yMEHbLUAT
Aaernienue Ha 27 klMNa. lepxat B cocTosiHuM Bakyyma 10 MyH, 3aTeM BO3BpaLWaloT K atTmocdepHomy gaenenuio. OctaBnsiot
nakoHbl NOrPYXEHHLIMU B PACTBOP METUNEHOBOIO CUHETO elue Ha 30 MUH, 3aTeM AOCTAIOT U3 KaMepbl, NPOMbIBAIOT BHELL-
HIOI0 MOBEPXHOCTb (hriakoHOB Bogoin. OcMaTpuBaloT coaepxaHue hnakoHOB Ha NpeaMeT CNeaoB pacTBopa CUHEro LBeTa
METUINIEHOBOIO CUHETO.

D.5 ®opmanpeacraBneHus pe3ynbTaTtoB

OTmevaloT, coaepxart nu rnakoHbl Kakme-nubo crnegbl OKPaWeHHOro pacTBopa, U CpaBHUBAKT ¢ TpeboBaHus-
Mun 4.4,
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Mpwunoxenne JA
(cnpaBo4Hoe)

CBefeHusa o COOTBETCTBUU CChINIOYHBIX MeXAYHapoAHbIX CTaHAapToB
HauuoHanbHbLIM cTaHgapTaM Poccuinckon degepauunm

Ta6nwuuya JAA

OB603Ha4YeHUe CChINOYHOTO CreneHb 0603HavYeHe U HaMMEHOBaHWe COOTBETCTBYIOLLEIO HAUMOHANBLHOIO
MeXAyHapoAHOro ctaHaapTa COOTBETCTBUSA cTaHfapTa
NCO 7864:1993 IDT

[OCT P MCO 7864—20092 Urnbl MHBEKLUMOHHbIE OOHOKPaTHOroO
NPVYMEHeHUs1 CTEPUIIBHbIE

NCO 8362-1:2003

*

NCO 8362-3:1988

*

NCO 8362-4:2003

*

NCO 8362-6:1992

*

CTaHOapToOB:

* COOTBETCTBYIOLLMIA HALMOHATBHbIV CTaHZapT OTCcyTCTBYET. [10 ero yTBepXaeHusi peKOMeHAyeTCA NCnonb3oBaTh
nepeBoj Ha PyCCKMI A3bIK 4aHHOTO MeXayHapoAHOro ctaHgapTa. lepesod AaHHOro MexayHapoAHOro ctaHaapTa Ha-
xoanTtcsa B PegepanbHOM MHDOPMaLMOHHOM (DOHAE TEXHUYECKMX PEerfameHToB U CTaHO4aPTOB.

MpumedaHue—B Tabnuue NCNoNbL30BaHO criegylollee ycroBHoe 0603HauYeHUe CTeneHN COOTBETCTBUSA

- IDT — ngeHTyHbIE CTaHAAPTHI.

Bu6nuorpadusn

[1] UCO 8536-2:2001 Annapatbl MegMUMHCKME AN BNmBaHus. YacTb 2. Kpbiwkun noa hnakoHb! Ans BIUBaHUA

[2] NCO 8536-6:1995 Annapatbl MeguUMHCKne ansi Bnueanus. Yactb 6. Konnaukn ans nuodunbHOR Cywkn nog gnako-
HOM AN BIIMBaHUA
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