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FOCTP NCO 8871-1—2010

Mpeancnosue

Llenn n npuHumnel ctaHgapTm3aumn B Poccuiickoih ®egepaunn ycTaHoBNeHbl PefepasibHbIM 3aKOHOM
0T 27 gekabpsa 2002 r. No 184-d3 «O TEXHNYECKOM perynnpoBaHumny», a npasuna npuMeHeHns HaunoHanbHbIX
cTaHgapToB Poccuiickoli ®epepaunm — FOCT P 1.0—2004 «CrtaHgapTusauusa B Poccuiickoli ®eaepaumu.
OCHOBHbIE MONOXEHNA»

CsefieHVs 0 cTaHgapTe

1 NMOArOTOB/IEH ABTOHOMHOI HEKOMMEpPYECKOW opraHusauunein «MHCTUTYT Meanko-61onornyecknx
nccnefoBaHnin n TexHonornin» (AHO «MMBUNT») Ha 0CHOBe COGCTBEHHOIO ayTEHTUYHOTO NepeBoja Ha pyc-
CKW1 A3bIK CTaHfJapTa, yka3aHHOro B MyHkTe 4

2 BHECEH TexHu4yeckum KOMUTETOM Mo cTaHgapTusauum TK 422 «OueHka 61M0n1ornyeckoro aeicTamns
MeAVNLMHCKUX N34ennin»

3 YTBEP)X/[EH W BBEAEH B [AENCTBVE [pukasom ®efepasbHOro areHTCTBa N0 TeXHUYECKOMY
perynMpoBaHuio 1 MeTposiorum ot 6 ceHTaopsa 2010 r. Np 216—ct

4 HacToAwuidi cTaHgapT UAEHTUYEH MexAyHapoaHoMy cTaHaapTy MCO 8871-1 «DnemeHThbl 3nacTo-
MepHble N5 YCTPOICTB, UCNOJb3YyEMbIX /151 NAPEeHTepasibHOro BBEAEHWSA Npenapartos, U hapMaleBTUYECKo-
ro HasHauveHus. Yactb 1. CogepxaHue 3KCTparMpyembiX BeLLeCTB B BOAHbIX Npenaparax aBTOK/1aBOB»
(ISO 8871-1:2003 «Elastomeric parts for parenterals and for devices for pharmaceutical use — Part 1:
Extractables in aqueous autoclavates»).

HanmeHoBaHVe HacTosLWero ctaHgapTa N3MeHeHO OTHOCUTE/IbHO HAaUMEHOBAHUS yKa3aHHOro Mexay-
HapoAHOro cTaHdapTa 415 npmueBegeHus B cooteetcteue ¢ FOCT P 1.5—2004 (nyHkT 3.5).

Mpv NpYMEHEHNM HACTOSILLEro cTaHAapTa peKoMeHAYyeTCsA UCMO/Ib30BaTh BMECTO CChIJIOYHbIX MEXAYyHa-
pPOAHbIX CTAHAAPTOB COOTBETCTBYHOLIME VM HaLMOHaNbHblEe CTaHAapThl Poccuiickoii ®epepauuu, cBefeHns o
KOTOPbIX NPVBEAEHbI B AONONHUTEIbHOM NpuaoxeHun JA

5 BBEJEH BIEPBbIE

MHdpopmaLmsi 06 M3MEHEHUAX K HACTOsILLLeMY CTaHAap Ty Ny6nKyeTCsl B €XerofHo U3gaBaeMoM WH-
¢hopMaLMoHHOM yKasaTene «HaunoHa/bHble CTaHAapThi». & TeKCT U3MEHEHWIi U NoNpaBoK — B exeme-
CSAUYHO M3[laBaeMbliX MH(OPMALMOHHbIX YKazaTenax «HauumoHanbHble cTaHaapThi». B cnyyae nepecMoTpa
(3aMeHbI) UM 0T MeHbl HACTOSILLENO CTaHAapTa CoOTBETCTBYKLLEe yBejoMIeHNe GyfeT ony6MKoBaHo
B ©XXEMECSUYHO 134aBaeMOM UH(DOPMALMOHHOM yKa3aTe e «HalnoHabHble CTaHaapThi». COOTBeTCTBY-
loLLan uHgopmauus, ysegoMieHe U TeKCTbl pa3MeLlalnTcs Takke B MHPOpMaLMOHHO cucTemMe obLLero
MoNb30BaHNsA — Ha ouuManbHOM caiiTe ®efepasbHOro areHTCTBa N0 TEXHNYECKOMY PETY/IMPOBaHUI0 U
MeTposioruu B ceTu MHTepHeT

© CrtaHgapTuHopm. 2011

HacToswuil cTaHAapT He MOXET GbITb MOMHOCTbLIO UM YACTUYHO BOCNPOU3BEEH, TUPXXMPOBaH U pac-
MPOCTPaHEH B kKayecTBe OhMLManbHOMO U3fanns 6e3 paspelleHus defepasibHOro areHTcTBa No TeXHNYEeCcKo-
My perysiMpoBaHuio U1 MeTposIoriun
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BeeneHve

NCO (MexayHapoaHasa Opranusauna CTaHgaptusaunm) ABnseTca BCeMUpPHON dhegepauneil opraHos
HalMOoHasIbHbIX CTaHAapToB (opraHusauun — yneHsl MICO). PaboTa no NOAroTOBKE MEXAYHapOAHbIX CTaH-
AapToB 06bIYHO NpoBOAUTCA NocpencTBoM TexHuyecknx komuteTos MCO. Kaxpas opraHmsauusa-4neH, 3amH-
TepecoBaHHas B npeameTte, A8 KOTOPOro CO3[4aBasiCA TEXHUYECKUA KOMUTET, vMMeeT npasBo ObiTb
npeAcTaB/ieHHOl B 3TOM KomuTeTe. MexayHapoHble opraHm3annm, Kak rocyiapcTBeHHble, Tak 1 Herocyaap-
CTBEHHbIE, TaKkKe MPUHMMAlOT yyacTue B paboTe Bo B3aumogeiicteum ¢ NCO. MCO TecHO coTpyaHU4YaeT ¢
MexayHapoaHoi SnekTpoTexHuyeckoii Komuccueii (M3K) no Bcem Bonpocam 3/1eKTPOTEXHUYECKOW cTaHaap-
TM3aumn.

MexayHapogHble cTaHfapTbl paspabartbiBatloTCA B COOTBETCTBUM C Npasuiamu, npusefeHHbIMu B n-
pektnBax MCO/M3K. yacTb 2.

OCHOBHOI 3afjaueii TEXHUYECKNX KOMUTETOB ABMSETCS NOArOTOBKA MeXAyHapoAHbIX cTaHAapToB. Mpo-
eKTbl MeXyHapoAHbIX CTaHAAPTOB, NPUHATbIE TEXHUYECKUMU KOMUTETAMU, PACNPOCTPaHAOTCSA opraHusaym-
AM-4ieHaM 4719 ronocosaHua. MNybavkauna B kayecTse MexayHapoAHOro ctaHgapTa TpebyeTt ogobpeHnus, no
MeHblLUei mepe, 75 % opraHusauuit-4eHoB ¢ NPaBoM rosoca.

Heob6xoA1MO 06paTUTb BHUMaHME Ha BO3MOXHOCTb TOr0, YTO HEKOTOPbIE 3/IEMEHTbI JaHHOr0 JOKYMEHTa
MOryT nogBepraTbCA nateHTHbIM npaBam. MICO cHumaeT ¢ ce6 OTBETCTBEHHOCTb 3a 0603HayeHue Ka-
KMX-NMBO NaTeHTHbIX Npas.

MCO 8871-1 6bIn noarotoBneH TexHuyeckum kommuteTom NCO/TC 76 «O6opynoBaHue Ans TpaHcdy-
31iA, MHAY3NIA N MHBEKL M MeAULMHCKOTO 1 hapMaLeBTUYEeCKOro NPUMEHEHMNS.

BmecTe ¢ gpyrumu yactsMu (yKasaHHbIMKU HWXe), gaHHas yacTb MICO 8871 OoTMeHsieT U 3ameHseT
MCO 8871:1990, KOTOpbIA 6bl1 NEPECMOTPEH B TEXHUYECKOM OTHOLLEHUN.

NCO 8871 cocTtouT 13 cnegyroLwwmx yactein nog o6wmuM HanMeHoBaHneM «DfieMeHTbl 3/1acTOMEpPHbIe
AN YyCTPOWCTB, NCNOMb3YEMbIX 4151 NapeHTepasibHOro BBEAEHWSA NpenapaTos, 1 hapMaLeBTUYeCcKOro HasHa-
YeHUaA»:

-Yactb 1. CofepxaHue aKkCTparmpyembix BelecTB B BOJHbIX NpenapaTax aBTOK/1aBoB.

- YacTb 2. MaeHTudmkaumsa u onucaHve:

- Yactb 3. OnpegeneHune ymucna oTaeIMBLUMXCA YacTul,

- YacTb 4. Buonornyeckne TpeboBaHNA 1 MeTOAbl UCCNef0BaHIA:

-YacTtb 5. ®yHKUMOHaNbHbIE TPEOOBAHNS U UCTIBITAHKS.

OnacTomMepHble cocTaBsAlLWmMe U3enunii napeHTepanbHOro 1 papMaleBTMYeckoro npuMeHeHuns (aa-
Nlee — 371acTOMepHble COCTaB/AOLWME), YTOMUHAKOLWMECA B PA3/IMYHBIX YaCTAX AAHHOTO MeXAyHapo4HOro
cTaHgapTa, U3roToBSAT U3 MaTepuana, 06bIYHO Ha3biBAEMOr0 «pe3nHol». TeM He MeHee, pe3nHa He siBNSi-
eTcsl eJMHCTBEHHbIM NpefcTaBNTeNIeM 3/1aCTOMEPOB, Tak Kak COCTaB Pe3NHOBbLIX MaTepuanoB MOXeT 3Hauu-
TenbHO pa3nunyatbes. CocTas 6a30BOro a1acToMepa v TUN BY/IKAHU3ALMN 3HAYNTENIbHO BIMSAIOT HA OCHOBHbIE
XapakTepucTUKN KOHKPETHO 3/1aCTOMEPHOI COCTaB/sAOLLLEN, PaBHO Kak U 06aBKu, Takne Kak HanosHuTenu,
nnacTuvKaTopbl N MMIMEHTBI, CYLLLECTBEHHO BAMAIOLLME HA CBOWCTBA MaTepuana B Lenom. Ecnn ncnonbaye-
Mas anactoMmepHas cocTasnfaLlasn He 6bi1a JO/MKHBIM 06pa3oM BblibpaHa v nccnegoBaHa, To TEXHOMoMN ee
NPON3BOACTBA, XpaHEHUS U NPUMEHEHNA MOTYT OTpULaTENbHO BANATL HA 3(PEKTUBHOCTD, YACTOTY, CTaAbUb-
HOCTb 1 6e30MacHOCTb UCNOJIb30BaHNA /IeKapCTBEHHbIX CPEeACTB.
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HAUMWOHANBbHBIN CTAHOLAPT POCCWUMCKOW SGEALEPALUMN

3/IACTOMEPHbIE COCTABSAOLWWE A/1A NMAPEHTEPA/IbHbLIX CUCTEM W U3AE/INNA
ANnA ®APMALIEEBTUYECKWX UENEN

YacTtbp 1
BeuecTBa, akcTparnpyemble npu aBTOK/1aBUpPOBaHUN

Elastomeric parts for parenterals and for devices for pharmaceutical use.
Part 1. Extractables In agueous autoclavates

fata sBefeHuns — 2011—11—01

1 O6nacTb NpUMeHeHUS

11 HacTosiwuii cTaHgapT onpegensieT npoueaypbl ANs KnaccuguKaLyuy 3/1acTOMepPHbIX COCTaBsiio-
LLIMX OCHOBHBbIX YNaKOBOK Y MEAULMHCKUX U3LE/NIA, NCMOSb3YeMbIX B NPSIMOM KOHTAKTE C npenapartaMu napeH-
TepasibHOTO MpPUMEHEHWs!, BK/oYasi Kak BOAHbIEe, TakK M Cyxue Npenapartbl, HyXAallmecs B pacTBOpPeHUm
nepes, Ucrnosib30BaH1eM.

CTaHAapT ycTaHaB/IMBAET CEPUU CPABHUTE/bHBLIX METOA0B UCC/EeA0BaHUS A/ XMMUYECKOR OLeHKN My-
TEM onpefeneHus BELECTB, 3KCTparvpyembix MpyY aBTOKMABMPOBAHWU 3M1ACTOMEPHbLIX COCTaB/SOLWNX
(cm. pasgen 4). vionucbiBaeT pasfinyHble 06/1aCTU UX NPUMEHeHUs. MapaMeTpbl U (OYHKLMOHANbHbIE KauecTBa
yCTaHaB/MBAIOTCS COOTBETCTBYIOLMMY MEXAYHAPOAHbIMU CTaHAapTamu. Heo6xoanmble cBolicTBa, 0603Ha-
UeHHble B HACTOSILLEM CTaHAapTe, paccMaTpMBalOTCS Kak MUHUMasbHble TpeGoBaHus.

1.2 HacTosiwuii cTaHAAPT NPUMEHUM A1 KATEropuii 3/1aCTOMEPHbIX COCTAB/ISIOLLUX, NEPEUNCTIEHHBIX B
pasgene 3. KOHKPeTHble TPe60BaHUSA BbI4BUHYTLI B COOTBETCTBYIOLUX MEXAYHAPOAHbLIX CTaHAapTax no nige-
JIMSIM UK ycTpoiicTBaM, NepeyncieHHbIM B pasgene 3.

JnacToMepHble COCTaBASALLME MNYCThIX WNPULEB OLHOPA30BOI0 MCMO/b30BaHUS UCKTIOUaloTCs U3 cde-
pbl A4eCTBMA HACTOSLLEro CTaHAAPTA, Tak Kak OHU He HAXOAATCS B KOHTAKTE C MHbELMPYEeMbIM Npenaparom B
TeuyeHue 3HauYMTEeIbHOro Nepruoaa BPemMeH!.

1.3 Heo6x0AMMO NMPOBECTM UCCMef0BaHNsi COBMECTUMOCTY C NpenosiaraemMbiM NpenapaTom nepeg no-
NlyYeHNEM YTBEPXKAEHUS HA KOHEYHOE MCMONb30BaHUE 3/1ACTOMEPHbBIX COCTAB/ALLMX, TEM HE MEHEE, HACTO-
AWMii cTaHAApPT He onpefensieT npoueayp NPoOBeAeHUs UcCefoBaHWi COBMECTUMOCTU.

2 HopmaTtuBHbIe CCbISIKU

Cnegylouine cnpaBoYHble OKYMEHTbI SABASTCA HEOBXOAMMbIMY ANS MPUMEHEHNS HACTOALLEro cTaH-
fapta. MNpu faTypoBaHHO CCblsike NPYMEHUMO TObKO YKasaHHoe n3faHuve. MNpu cebiike 6e3 Aatbl NpUMeHn-
MO nocsiefjHee usfgaHve ykasaHHOro OKyMeHTa, BK/Iouas BCe NonpasKu.

NCO 8362-2:2008 EMKOCTU [N MHBEKUMOHHbIX PacTBOPOB W BCMOMOraTefibHble YCTPOWCTBA.
YacTb 2. YKynopouHble cpefcTBa A1 UHBEKLUMOHHbIX (h1akOHOB

NCO 8362-5:1995* EMKOCTM [ANS WMHBEKLMOHHBLIX PacTBOPOB W BCroOMOratesibHble YCTPOWCTBA.
YacTtb 5. YkynopouHble cpeacTtsa 415 NMMOMUIbHON CYLIKN ANS MHBEKUMOHHBIX (DN1akOHOB

NCO 8536-2:2001 Annapatbl MeAuUMHCKUE aNsa BAMBaHua. Yactb 2. Kpbiwkn nof hnakoHsl An1s Bau-
BaHWA

MCO 8536-6:1995 AnnapaTbl MeanunHCKMe Ans BamBaHus. Yactb 6. Konnauku gns AnoduabHoM cyLw-
Kn nog, hnakoHbl 415 BIMBAHUSA

« 3ameHeH Ha NCO 8362-5:2008.

M3paHne ouymnanbHoe
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MCO 11040-2:1994 Lnpuubl, NnpeasapuTesibHO 3anosiHeHHble. YacTb 2. LLUTOoKu 1 ANCKM cToMaTonorn-
YeCcKnx KapTpuaxei ¢ nekapcTBoM A1 MECTHOI aHecTe3nn

MCO 11040-5:2001 LWnpuubl, npeaBapuTenibHO 3anosiHeHHble. YacTb 5. MopLlwHy ANa MHbeKLUpyemblx
pactsopoB

3 Knaccudwmkayms

OnacTtomepHble cocTaBnslLlne ObiBalOT pasnnyHbIX KOHdUrypauuii 1 pasMepoB B 3aBUCMMOCTU OT
npefHa3Ha4eHHOro KOHeYHOro UCMob30BaHNA. DTN COCTAB/IAOLMNE C/YXAT pas/INYHbIM LiesIAM B 3aBUCUMOC-
TV OT U3AENNS NN YyCTPOICTBA, B COCTAB KOTOPOro OHW BK/TIOYEHbI. Takmm 06pasoM, anacToMepHble cocTas-
nAaoLwme pacnpegensoT no cneayoLwmnm KaTeropmuam:

- 3/1laCTOMepHble coCTaBNAWLWMNE AN UHBEKLMOHHBLIX amnyn (cMm. CO 8362-2);

- 3/1acTOMepHble cocTaBnsAwLwWwme Ana MHPY3NOHHbIX cuctem (cm. NCO 8536-2):

-3/1acTOMEpHbIe COCTaBMALWME A1 3apaHee HanosiHeHHbIX wnpuueB (cm. NCO 11040-2 u
MNCO 11040-5);

- anacToMepHble COoCTaBnswWmMe ANS MeAULMHCKUX W3fenuii dhapmaueBTUYeckoro Ucnosib30BaHus
(KpoMe mepyaToK 1 30HAO0B);

- 3/1aCTOMEpPHbIE COCTaBNsAWLLME A5 TMOhUIn3npoeaHHbix nsgenuii (cm. MCO 8362-5 n NCO 8536-6).

4 TpeboBaHus

4.1 YcTOWYMBOCTb MpU CTepunMsaymy napom

OnacToMepHble COCTaB/ALIME He AO/MKHbI TEPSATb CBOUX 06A3aTesIbHbIX BMOMNOTNYECKNX, XUMUYECKNX
1 h3NYECKNX XapaKTePUCTUK NOCe ABOWHOW CTepMAN3aLmmn HacbIWEeHHbIM Napom no 30 MWUH Npy Temnepary-
pe (121 12) °C.

4.2 Xnmuueckne TpeboBaHus

OnacToMepHble cocTaBALWME [0/MHKHbI COOTBETCTBOBATL XMMUYECKMM TpeboBaHNAM, NpUBEAEHHbIM B
Tabnuue 1.

SnacTtoMepsbl pa3fenaioT Ha cnegytolme TUnbl:

- TUN |: oTBEYaeT caMbIM CTPOrMM TpeboBaHUAM ¥ ABAAETCA NPeAnoYTUTE bHbIM;

- Tvn Il He oTBeYaeT faHHbIM CTPOrMmM TpeboBaHUAM MO CTabUNBLHOCTN XUMUYECKOro cocTaBa, Heob6xo-
AVMOTO i1 COXPaHEHUsi MeXaHWYecknx CBOMCTB, TpebyeMbiX ANS cneunanbHbIX NPUMEHeHuid (Hanpumep,
MHOroKpaTHoe npokasibiBaHue).

MeTogpl, NpuMeHsAemMble AN onpeaeneHna XMMUYeCcKnx XxapakTepucTuK 3/1aCTOMEPHbIX COCTaBNAOLLMX,
npusefeHbl B NpuaoxeHmax A—J.

5 MpurotosBneHne npood

BepyT NPou3BO/IbHYIO, TUNMYHYIO A5 KAXAON napTum, Npoby 31acCTOMEPHbIX COCTaBMALWMX B NX Nep-
BOHAYa/IbHOM BUAE. YNC0 BbIGPaHHbIX 3/1aCTOMEPHbIX YacTel AO/MKHO 6bITb TakUM, Kak 0603HAYEHO B COOT-
BETCTBYIOLLMX MEXAYHAPOAHbIX CTaHfapTax (cMm. pasgen 3).

Ta6nuua 1— Xumuyeckne Tpe6OBaHMS K BELLECTBAM, 3KCTPArMpyembIM Npu aBToKNaBMpoBaHUn

ViccnepoBath Kak

XapaxTepucTvika Tpe6oBaHus OonMcaHo B NyHkTe/
MPUIOKEHUN
MyTHOCTb Tun I: He 6051ee MyTHbIA, YeM KOHTPO/IbHas B3Bech I Al

Tun Il: He 60nee MyTHbI, YeM KOHTpoOsibHas B3sech |l

LiseT Tunbl 1n Il: He 60nee MHTEHCUBHOTO LiBeTa, YeM KOHTPO/bHbIA pacTBop GY»  A.2
KucnoTtHocTb/ Tunbl 1n II: s 0.3 mn pacTBopa rmgpokcuga Hatpus, ¢ (NaOH) =0.01 mons/n B
LLLeNI0YHOCTb unn £0.8 mMn consHoit kncnotel, ¢ (HO1) = 0.01 monb/n
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OkoHuaHne Tabnuupl 1

Viccneposath Kak

Xapaktepuctvika Tpe6oBaHua onucaHo B nyHkTe/
NpUAOXEHN
Y®-cnektp Tun 1 £0.2 AU no scemy gnana3oHy oT 220 o 360 HM C
nornoueHns

Tun II: s 4.0 AU no scemy agnanasoHy ot 220 go 360 Hm

CopepxaHue Tun I s 3.0 mn pacTtBopa Tuocynbarta HaTpus, ¢ (NajSjO;,) = 0.01 monb/n D
BOCCTaHoBUTENEN

(okncnsembix Tun II: 5 7.0 mn pactBopa Tuocynbara HaTpus, ¢ (Na”Sjos) = 0.01 monb/n
BeLLecTB)

JKcTparmpyemble Tunbl 1n ll: s 2.0 mr/n E

TAXEeNble MeTa /bl

OKcTparmpyemblii Tunbl 1n 1l: s 5.0 mr/n F
LIMHK
SKkcTparmpyemblii Tunbl In 1l: s 2.0 mr/n G
ammuak
Ocagok npu Tvn I & 2.0 mr/50 mn H
BbiNapuBaHuu
Tun Il: i 4,0 mr/50 mn
Netyune Tunbl n |l YepHoe NATHO Ha aueTaTHOW Gymare He [O/KHO 6biTb 60MbLUe N |
cynbuabl TemMHee, yem KoHTposb (0.154 mr Na2S Ha kaxble 20 cm2nowajm noBepxHoc-
TV NPOGKM)
MpoBoAMMOCTb Tun I £ 15 mkCm/cm G
Tun 1I: i 30 mkCwm/cm

MpumeyvyaHue — [N KOHTPONS CUCTEMbI MOXHO NPUrOTOBUTL 611aHKOBYHO NPOGY, rae NPUMEHUMO, HO KOPPEK-
LmMa pesynbTata € UCMNONb30BaHNEM G/1aHKOBOTO pesysbTara paspelleHa, To/IbKOo ecim TakoBas ynoMuHaeTcs B COOT-
BETCTBYHOLLEM NPUOXEHUN.

6 lMpubopbl N peareHThbl

6.1 Mcnonb3yT TOIbKO NMPOMBbILL/IEHHO BblNyCKaeMble XMMUYECKN YNCTble peareHTbl. CnegyeT obpa-
TUTbCA K NPUNIOXEHNIO A ANS1 NPUrOTOBMIEHUSA CTaHA4APTHBLIX PACTBOPOB.

6.2 Mcnonb3yloT OUULLEHHYIO BOAY, NMPUTOTOBEHHYO ANCTUAALMENR NN NOGLIM APYTUM MOAXOAALLUM
MeToAoM. Ee npoBOAMMOCTL AO/MKHA ObITb MeHee 3.0 MKCMYCM.

NMpumeyaHune — OunuieHHass BoAa COrNAacHO Pas/IMYHbIM HaLMOHaNbHbIM (hapMakonesm CcooTBeTCTByeT
Boje knacca 1 v knacca 2 cornacHo MICO 3696.

6.3 CTEKI'IOI'IOC}/,D,a A0J/KHa 6bITb U3rOTOBMEHA U3 60pOCVII'IVIKaTMOI'0 CcTeKna.

7 MNpuroToB/ieHne UCCelyeMblX PacTBOPOB

7.1 2nacToMepHble cocTaBsALMe fO/MKHbI 06pabaTbiBaTbCs B UX UCXOAHOM BUAe.

7.2 TomeLlyaloT onpeaenieHHoe YNCO0 LesibiX 31aCTOMEPHbIX COCTaBNALLMX B KO1BY C LLMPOKUM FOpP/IOM
nao6asnsAT 300 M OUULLEHHOW BOA! HA Kaxkable 150 cMr naoLaam NnoBepxXHOCTM 31aCTOMEPHbIX COCTaB/IsA0-
LWMX. HakpbiBatOT ropsibiKO KON6bI, HaNnpumep, antoMUHUEBOV hONbIoW WM NepeBEPHYTON MEH3YPKOW 13 6o-
pocunmkaTHOro ctekna. BagelwwnsaloT Konby ¢ cofepxumbiM. HarpesaloT B aBToK/1aBe Tak. YToObl TemnepaTypa
(121 ¢ 2) 'C pocturanacb yepe3 20—30 MUH, ¥ NoaaepxuBatoT Npu aToi Temnepartype 30 MuH. OCTyxalT [0
KOMHaTHOI TeMnepaTypbl B TedyeHne npumepHo 30 MuH. MNpu He06X0AMMOCT BOCCTAHAB/IMBAOT NepBOHaYasIb-
HYI0 Maccy OuYuLLEeHHOV BOAOI (eC/IM HE UCMNO/b30BAINCH MIOTHO 3aKPbITbIe EMKOCTH).
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BcTpsixvBaloT 3TOT pacTBop (pacTBop S.) U HeMeL/IeHHO OTAENSIOT ero OT 3/1aCTOMEPHbIX COCTaBNSAO-
Wux. PactBop S, BCTPSAXMBAT Nepes KaxabiM UccnefoBaHNEM.

7.3 TOTOBAT 6/1aHKOBBIN («X0/10CTOM») pacTBop (pacTBop SO) Takum Xe o6pa3oM, kak U pacTBop S,. 3a
UckNoYeHnem Toro, 4to 300 M1 OUULLEHHOW BOAbI UCNOJIb3YIOT 63 3/1aCTOMEPHbIX COCTABNSOLMNX.

7.4 Wcnonb3yloT NoslydYeHHble COrnacHo onncaHunto pacTeopbl S, n SO4NS NPOBeAEHUS XUMUYECKUX UC-
cnefoBaHuiA.
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Mpunoxexnne A
(o6a3aTenbHoe)

Bug pactsopa

A.l MyTHoCTb pacTBopa Si
A.1.1 O6uwasn yacTb

OnpegenexHvie MOXeT NPOBOANTLCSA UHCTPYMEHTA/IbHO, C UCNONb30BaHWEM HedenomeTpa, Ui BusyasbHbiM CpaBs-
HeHuem.

A.1.2 BusyanbHoe cpaBHeHMe CO cTaHAapTamu
A.1.2.1 PeareHtsbl
A.1.2.1.1 PacTBOp cynbarta rugpasmHa

PactBopstoT 1.0 r cynbgata rugpasvHa B Boge v pasBoasaT Bogoi Ao 100 mn. OcTtaBnsioT Ha 4—6 u.
A.1.2.1.2 PacTBOp rekcameTusieHTeTpammHa

PacTtBopstoT 2.5 r rekcameTuneHTeTpamuta B 25,0 M Bogpl B 100-MUAANANTPOBOI kKonibe CO CTeKNAHHO NPO6KOIA.

A.1.2.1.3 OcHoBHas B3BECb

K pacTBopy rekcameTuneHteTpamvHa B konbe gobasnsaoT 25.0 mn pacteopa cynbdara rugpasnHa. CmewnsawT u
OCTaBNAT Ha 24 4. 3Ta B3BECb OCTAETCA CTA6UILHON 2 MEC NPU XPAHEHWMN B CTEK/ISIHHON eMKoCTU 6e3 AedeKToB nosepx-
HocTu. OT B3BECU, NpununatlLLein kK ctekny, cnefyet n3basuTbcs. XoOpowo nepemMeLlnBalT nepes Ncnonb3oBaHnem.

A.1.2.1.4 CraHpapTHas B3BECb

Pa3BoasT 15.0 M1 0OCHOBHOV B3BeCK BoAOM A0 1000 M. STa B3BECb A0/KHA GbITb CBEXENPUTOTOBNEHHOW U He A0N-
XHa XpaHuTbca 6onee 24 u.

A.1.2.1.5 KOHTpO/bHble B3BECK

[OTOBAT CTaHapTHbIE B3BECK B COOTBETCTBUM C Tabnuuein A.1.XopoLwo nepeMellBatoT nepes NCnosib30BaHNeEM.

Tab6nunuya Al
B munaunutpax

CoctaB | I ]

KoHTposbHas B3BeChb 5.0 10.0 30.0

Boga 95.0 90.0 70.0

A.1.2.2 MNpoueaypa

Mcnonb3yoT ognHakoBble NPO6UPKN U3 6ecLBETHOrO, MPO3PaYHOro, HeliTpasbHOro cTekna, ¢ NJI0CKUM OCHOBaHWeM
1 BHYTPEHHUM AnameTpom oT 15 ao 25 mm. HanonHaAwT ogHy npobupky Ha 40 MM pacTBOpoM S,. a Tpu Apyrne HacTosIbKo
X€ KOHTPO/IbHbIMW B3BecAMU (CM. Tabnuuy A.1). CpaBHMBAIOT pacTBOPbI NPU paccesHHOM AHEBHOM cBeTe, Yepes 5 MuH
nocne NpUroToB/IEHUSI KOHTPOJIbHbIX B3BECEW, BEPTVKa/IbHO, HA YEePHOM (POHE. Y C/I0BMSA OCBELLEHNS JO/DKHbI OblTh Taku-
MW. YTOObI KOHTPOJIbHAsA B3BECH | MOr/ia 6bITb J1IETKO OT/IMYEeHa OT BOAbl, & KOHTPOsibHasA B3BeCh Il Mornia 6bITb /1Ierko OT/1n-
YyeHa OT KOHTPO/IbHO B3BECK |.

A.1.3 VHCTpyMeHTanbHoe onpeaenexHne HeenomeTpom

KOHTpONbHbIE B3BECU, NPUTOTOB/IEHHbIE MO A.1.2.1.5. NnpeACcTaBNAT criedywowmne npeaensl:

KoHTponbHasa B3Bech Il. 6 FTU* (anactomepsbl Tuna l);

KoHTponbHas B3Bech Il 18 FTU (anactomepsl Tvna ll).

PerynsipHo nposepstoT Nnpubop, YTo6bl y6eanTbCa, YTO OH NPaBU/IbHO onpeaenseT 3Tu npegensl.

A.1.4 BbipaxeHue pesynbtatoB

3anucbiBaldT pes3ynbTaT Kak OCOOTBETCTBYHLMIA»/«HECOOTBETCTBYOLWMIX> Tpe6oBaHusM Tuna | wan tuna |l
(cm. Tabnuuy 1).

A.2 Okpacka pactBopa Si

A.2.1 PeareHTsl

A.2.1.1 OCHOBHOW XenTblii pacTBop

PacTBopsatoT 46 1 xnopuga xenesa npumepHo B 900 ma cmecu {3 25 M1 KOHLEHTPUPOBAHHOW COJIAAHON KUCAOTbI
(~36 %) 1 975 mn BoAbl) 1 AONONHAT A0 1000 mn ToWi e cmecbto. TUTpytoT (cM. A.2.1.2)n f0BOAAT KOHLEHTpaLuio pacT-

Bopa A0 45.0 mr FeCI3 6H2D Ha Munavunutp nytem fob6asrieHus Toii xe cMecu. CnegyeT 3awuwaTe pacTBoOp OT BO3fei-
CTBUA cBeTa.

EanHuubl MyTHOCTM no popmasunHy (EM®).



FOCTP NCO 8871-1—2010

A.2.1.2 TutpoBaHue

B 250-MUNAnAnMTPOBYIO KOHUYECKYIO KONOY, OCHALLEHHYI NPUTEpTOl CTEKNSIHHON Npo6koii, nomewatot 10.0 mn
OCHOBHOrO pactsopa. 15 Mn Bogpbl. 5 M1 KOHLLEHTPUPOBAHHON CONMAHON KNCNOTLI 1 4 T ioguaa kanus. 3akpbiBaloT Kooy,
CTaBAT B TeMHOe MecTo Ha 15 MuH 1 3aTem go6aBnsAwT 100 mn BOoAbl. TUTPYIOT OCBOGOXAEHHbIW og ¢ 0.1 Monb/n Tno-
cynbhata HaTpus, ucnonbdya 0.5 mn pacteopa kpaxmana (A.2.1.8). Lo6aBNEHHOrO B KOHLE TUTPOBAHUSA, B KauecTBe UHAM-
KaTopa.

1 mn 0.1 monb/n Tocynbhata HaTpusa akemBaneHTeH 27.03 mr FeCls-6H;.0.

A.2.1.3 OCHOBHOI KpacHblii pacTBop

Pa3sogaT 60 r xnopncToro kobanbTa npumepHo B 900 M cMecu (25 M KOHLLEHTPUPOBAHHOI COMSAHOW KNCNOTbI 1
975 Mn BOAbl) U AononHsAT o 1000 mn Toli xe cMmecbio. TUTpytT (cM. A.2.1.4) n LOBOAAT KOHLEHTpaLuio pacTeopa 40
59.5 mr CoCb *6HjO Ha MuannanTp nytem fo6asB/ieHns TON xe CMecu.

A.2.1.4 TutpoBaHue

B 250-MUNAMANTPOBYIO KOHUYECKYHD KOOy, OCHALLEeHHYI MPUTEpPTOi CTeKNSHHOW npo6koli, nomewatT 5.0 mn
OCHOBHOrO pacTsopa. 5 Mn pa36asneHHOro pactsopa nepekucu sogopoga v 10 mn 300 r/n pactsopa rmapokcuaa HaTpus.
OCTOPOXHO KUNATAT 10 MUH. OCTyXalT 1 o6aBnsAT 60 M1 pasBefeHHOW cepHoi kucnoTbl (A.2.1.7) n 2 T iogmaa Kanus.
3akpbiBalOT KONBY U PacTBOPST 0CAA0K NErKUM B36anTbiBaHWeM. TUTPYHOT 0CBOGOXAEHHIN o ¢ 0.1 Monb/n TMOCYNb-
chata HaTpus, ucnonbaya 0.5 mn pacteopa kpaxmana (A.2.1.8). fo6aBNEHHOrO B KOHLLe TUTPOBAHUSA, B KAUeCTBE NHANKATO-
pa. KoHeuHas Touka fOCTUTHYTa, KOrga pacTBOp CTaHeT PO30BbIM.

1mn 0.1 monb/n TMocynbdata HaTpusa akBMBaneHTeH 23.79 mr Cod* -6H;0.

A.2.1.5 OCHOBHOW CHHWIi pacTBop

Pa3BogaT 63 r megHoro kynopoca npumepHoe 900 M cMecu (25 M KOHLeHTpaTa CONMSHOW KMCnoTbl 1975 M BoAbl)
N AOMNONHAKT Ao 1000 mAa Toil xe cmecblo. TuTpyroT (cm. A.2.1.6) n AOBOAAT KOHLEHTpauuo pactsopa Ao 62.4 mr
CuSO« *5HjO Ha MUNAUAMTP NyTeM A06aBNEHUSA TOW Xe CMecw.

A.2.1.6 TuTtpoBaHue

B 250-MUNAUNNTPOBY KOHUYECKYH KONBY, OCHALLEHHY NPUTEPTOi CTEKNIsAHHOW Npo6koii, noMewarT 10.0 mn
OCHOBHOTO pacteopa. 50 mn BoAbl. 12 Mn pa3baBneHHO yKCycHoW kucnotbl (~12 %) v 3 r iiognga kanua. TUTpyoT 0CBO-
60XAeHHbIN iog ¢ 0.1 Monb/n TocynbhaTta HaTpusi, ucnonb3dys 0.5 mn pacteopa kpaxmana (A.2.1.8). no6aBneHHOro B
KOHLEe TUTPOBaHUA, B KauecTBe MHAMKaTopa. KoHeyHas Touka AOCTUTHYTa, Korga pacTBop npuobpeTeT nerkuii 6neaHo-ko-
PUYHEBBIA OTTEHOK.

1 mn 0.1 monb/n TocynbaTa HATPUA 3KBMBaNEHTeH 24.97 mr CuSO* «5H"O.

A.2.1.7 CepHas kucnota, pasbaBneHHas

[0TOBAT pacTBop, cogepxalynii 98 r cepHOi KNCNOTbl Ha IMTP BOAbI.

A.2.1.8 PacTBOp kpaxmana

PacTupatoT 1.0 r pacTBOPUMOro kpaxmana c 5 M BoAbl U. NOMeLINBas, BblMBalOT cMecb B 100 Mn kunsaweii Boasl,
cogepxalyei 10 mMr ioguaa pryTu.

A.2.1.9 CTaHpapTHbI pacTBop

M3 Tpex 0OCHOBHbIX PacTBOPOB rOTOBAT CTaHAAPTHbIN pacTBoOp, Kak ykasaHo B Tabnuue A.2.

Ta6nuya A.2— CraHgapTHblil pacTBop GY
B munnunnntpax

CTaHAapTHbIE pacTBop OCHOBHOI XenTblil pacTBop OCHOBHOIi KpacHbIii pacTBop OCHOBHOIl CMHUII pacTBOp

GY (3eneHoBaTO-XenNTblil) 9.6 0.2 0.2

A.2.1.10 KOHTPO/bHbIA pacTBOp
M3 cTaHfapTHOro pacTBopa roToBSIT KOHTPO/IbHbIV pacTBOp, Kak ykazaHo B Tabnuue A. 3. KOHTPO/bHbI pacTBop ro-
TOBAT HENOCPeACTBEHHO Nnepef UCnoib3oBaHneM.

Ta6nunua A 3— KOHTpOsbHbIA pacTBop GY*
B munannutpax

KOHTpONbHBI pacTBOp CTaHAapTHbI pacTBop GY ConsHasa kucnoTta (10 r/n HCI)

GYS 3.0 97.0

A.2.2 Mpoueaypa
Mcnonb3yloT oAnHaKoBble NPo6UpKM 13 6ecLBETHOrO, NPO3payYHoro, HeliTpasbHOro cTekna, ¢ NI0CKUM OCHOBaHWEM
1 BHYTPEHHUM AnaMeTpom oT 15 a0 25 mm. HanonHaoT ogHy npobupky Ha 40 MM pacTBOPOM S,. a ApYryto Ha CTO/IbKO Xe

6
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KOHTPO/IbHbIM pacTBopoM (cM. Tabnuuy A.3). CpaBHMBAOT pacTBOPbLI NPU paccesiHHOM JHEBHOM CBeTe, BepTUKasibHO, Ha
6enom ghoHe.

Mcnonb3ys oguHakoBble NPO6GUPKN M3 6ecLBETHOrO, NPO3pPaYHOro, HeMTPasibHOro CTekna, C NJI0CKUM OCHOBaHUEeM 1
BHELWHUM AvameTpoMm oT 15 go 25 MM. CpaBHMBAIOT WCCNEAYEMYH XUAKOCTb C KOHTPOJIbHbIM PacTBOpoM (CM. Tabnu-
uy A.3). Fny6uHa cnos fo/mkHa coctaBnATb 40 Mm. CpaBHMBAIOT LiBeTa Npu paccesiHHOM JJHEBHOM ceeTe, BePTUKasIbHO, Ha
6enom goHe.

A.2.3 BblpaxeHue pe3y/ibTaToB

3anucbiBaloT pesynbTaTt Kak «COOTBETCTBYIOLLNIIB/BHECOOTBETCTBYOWMIi» TpebosaHuio (cM. Tabnuuy 1).
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MpunoxeHune B
(o6a3aTenbHoe)

KncnotHocTb unu LEeT04YHOCTb

B.1 O6wasn yacTb

B 3aBMCMMOCTM OT cOCTaBa HEKOTOPbIE BUAbI XMMUYECKUX COeANHEHNIA B 31aCTOMEPHbIX COCTaBASIOWMNX coaepxaT
VNHIpeMeHTbI, CNOCO6HbIe AelicTBOBATbL KakK KUC/IOTbI MW LWenoun. Mpu aKCTpakuum KMCNOTHOTO UK Le/TI0YHOTo Matepua-
na MOryT MPOM30/ATN N3MEHEHMNS1 KNCNOTHOCTU, KOTOPbIE MOTYT HEraTUBHO MOBAUATL Ha CTabUNbHOCTL hapmaLeBTUYecko-
ro npoaykTa. Takne W3MeHeHUs nokasatesnst KNCMOTHOCTU MOryT BbITb onpeAesieHbl NOTEHLNOMETPUYECKNM U3MEPEHNEM
BOAHOr0O 3KCTPaKTa C NOMOLLbI0 3NekTpofa ANA nsMeperus pH. Tem He MeHee, NOTEHUOMETPUYECKOE OnpeaenieHne Mo-
XeT NPUBECTU K /TIOXHbIM pe3ysibTaTtam, ec/i U3MepeHns NpoBoAsT B He6GydepHbIx cuctemax okoso pH 7. Takum o6pasom,
ANS onpeAeneHns KUCAOTHOCTU WK LLEeN0YHOCTN peKoMeHAYyeTCs UCNO0b30BaTb METOA TUTPOBaHUSA.

B.2 PeareHThbl

B.2.1 PactBop 6pOMOTMMO/IbHOTO CUHETO

PacTBopstoT 50 Mr 6poMOTUMONBLHOTO cUHEro B cMecn 4 mn 0.02 monb/n rmapokenga Hatpust u 20 MA 3TUIOBOTO
cnupTa (-96 %) 1 pa3soasaT Bogoli 4o 100 mn.

B.2.2 MNepemeHa uBeTa

OT pH 5.8 (xenTblil) go pH 7.4 (cuHnit) nnn Hao6opoT.

B.2.3 WNccneposaHue Ha 4YyBCTBUTENIbHOCTDb

K 0.3 mn pacTBopa 6pOMOTUMO/IbHOTO cMHero go6asnsaoT 100 M1 HerasMpoBaHHON BOAbl. PacTBop GyaeT XenTbiM.
MoTtpebyeTcsa He 6onee yem 0.1 mn 0,02 MONL/N TMAPOKCUMAA HATPUS, YTOOLI PACTBOP M3MEHW LBET Ha CUHWIA.

B.3 Mpouepgypa

[fo6asnsioT 0.1 ma pactBopa 6POMOTUMO/ILHOIO CUHEro k 20 Mn TectoBoro pactesopa Si. TUTPYIOT, UCNONb3YA
0.01 monb/n rugpokeuga Hatpus nnam 0.01 Monb/N CONAHON KUCNOTHI.

BblpaxaloT pe3ynbTaT KaKk Yucno MUAAWAUTPOB TMAPOKCMAA HATPUSA WK COMSIHON KUCMOTbI, noraoweHHoe 20 mn
TecToBOro pactsopa S- (80 ogHon gecatoit). MoTpebyetcs He 6onee yem 0.3 mn 0.01 mMonb/n rmagpokcuaga HaTpPUS UK
0.8 mn 0,01 MONb/N CONAHOW KUCNOTbI ANS NOSTYYEHUS CUHETO WM XeNTOro LBeTa COOTBETCTBEHHO.

B.4 BbipaxeHue pe3ynbtaTos
3anucbiBalOT pe3ynbTaT Kak «COOTBETCTBYHOLWMIAX/KHECOOTAETCTBYOWMNA* TpeboBaHuo (cMm. Tabnuuy 1).
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MpunoxeHne C
(o6a3aTenbHoe)

Y®-cnekTpbl NOr/oLWeHuns

C.1 O6uwas yacTb

YnbTpacduoneTossblii (UV) cnekTp NOrIOWeHUs ANA 3KCTPaKTOB 3/1aCTOMEPHbIX MaTepunasoB 3aBUCUT, B OCHOBHOM,
0T BUAA OKUC/TUTENA UM aHTUOKCUAAHTA, MPUCYTCTBYIOLLEro B UCCIeAyeMOM 3/1aCTOMEPHOM MaTepuane. [laHHblii Tvn nc-
CnefoBaHVA NPUMEHUM KO BCeM MpoAyKTam W3 BY/IKAHW3UPOBAHHOW pesuHbl 1 06bIYHO MPOBOAMTCA C UCMO/Ib30BaHNEM
BOJHOrO 3KCTpaKTa.

C.2 Mpoueaypa

WccnepoBakusa NpoBoAAT B TeyeHne 5 4 nocne npurotosneHna pactsopa S,. PunbTPyOT TecToBbIl pacTBop S,
yepe3 MeMbpaHHblii unbTp (pasmep nop npumepHo 0.45 MKM). ecin Heo6Xo4MMO OThUILTPOBATL YaCTULbI, CNOCO6-
Hble NOCNYXWUTb NPENATCTBMEM paccesiHHoOMy cBeTy. MomMelyalnT pacTBop B KBapLieBYIo kneTky pasMepom 1cm' ackaHu-
pytouwem UV-cnekTpomeTpe, ¢ 6/1aHKOBbIM PacTBOPOM SO B KOHTPO/IbHOI KneTke A5 NONYyYEeHUA crnekTpa AnanasoHa
BOJIH OT 220 0 360 HMm.

Ecnun Heob6xoaumo pa3basneHne, oTmevaloT hakTop passefeHus.

Mcnonb3ytoT aTOT hakTop Npu onpejeneHn cooTBETCTBUS.

C.3 BblpaxeHue pe3ynbraTtos

3anucbiBaloT pe3ybTaT Kak OTMeUeHHbIn rpadink, nokasbiBaowmuii CooTHoweHne abcopbuun (koahduuymneHTa 3a-
TyXaHusa) U 4/UHbI BOJIHbI, @ TAKKe Kak «COOTBETCTBYIOLMNIi»/«HECOOTBETCTBYOWMNI» Tpe6oBaHuam tuna | v tuna li
(cm. Tabnuyy 1).
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MpunoxeHne D
(o6a3aTenbHoe)

BoccTaHOBUTENN (OKMCNSEMble BeLLecTBa)

D.1 O6wasn yacTb

MoaBeprasick npoueccam 3KCTpakuuu B BOAHON cpefe, uccaegyembiii 31acTOMepHbIi MaTepvasn B 3aBUCMMOCTH OT
CBOEro cocTaBa MOXeT BblAeNATb OkucAsieMble BelecTBa. Hanbonee pacnpocTpaHeHHbIMU BEPOATHLIMU 3KCTparmpyemMbl-
MV BellecTBaMu U3 31aCTOMEPHbIX COCTaBAAOLWNX ABASAIOTCA BY/KaHU3MpyOLWmne f4o6aBku, YCKOPUTENN U NPOAYKTbl WX
peakuuii. 3Ta KaTEropnsa MaTepUanoB MOXeT BK/IlOYATL B Ce6S1 OAMH UM HECKOMIbKO CreAytoLMx KOMMOHEHTOB: cepa, Tuy-
pambl. Cynb@eH3MUAbl, Tha3onbl. AuTMokapbamartbl. C/I0XHbIE OpraHuYeckne aMuHbl, heHObHbIE CMOJIbI U OpraHnyeckne
nepokcugbl.

3KcTpakuuio BoccTaHoBUTeNel (oKMcnseMblx BeLwecTB) NPOBOAAT B YCOBUSAX, MOAENNPYIOLUX Te. KOTOPbIM 3nac-
TOMepHble cocTassitowme o6bIYHO NMOABEPralOTCA NPW CTepuan3annm B NapoBOM aBTOK/IaBe.

0.2 PeareHTsl

0.2.1 CepHa#d kucnoTa, pasbaBneHHas

[oTOBAT pacTBop, coAepXaluini 98 r cepHOIi KNCNOTbl Ha NTP BOAbI.

0.2.2 PactBop kpaxmana
Pactupatot 1.0 r pacTBOPMMOro kpaxmana ¢ 5 ma BoAbl 1. MOMeLlnBas, Bbl/IMBalOT cMecb B 100 M kunsaLein BoAbl,

cofepxatein 10 Mr ioguaa pryTu.

0.3 Mpouepypa

MpoBoAAT uccnefoBaHne B TeyeHne 4 4 nocne nNpurotoBrieHus pacteopa S.. K 20,0 mn pactBopa S, go6asnsioT
1 mn pa3baBneHHo cepHoli kucnoTsl 1 20.0 mn ¢ 0.002 monb/n nepmaHraHaTa kanus. Kunatat 3 MuH. OcTyxatoT. Jo6as-
naT 11 loguaa kanus nam 2 mn 10 %-Horo pacTBopa iioAnaa Kanvs B Boge U TUTPYT HemegneHHo ¢ 0.01 monb/n Tuo-
cynbhata HaTpus, ucnonb3ysa 0,25 mn pacTBopa kpaxmasna B KayecTBe MHAMKaTopa. Takke NpoBOAAT TUTpOBaHue,

ncnonb3ya 20.0 MmN 61aHKOBOro pactesopa Su-
BbipaxaloT pe3ynbTar B BUAE pasHuLbl, B MUIIUANTPAX, Mexay o6bemamu TUTpUpyLLero pacteopa, Tpebyemoro

ans pactBopa Stu pactBopa Su(fo oaHol AecsToi).

D.4 BbipaxeHue pe3ynbtaTos

3anucbiBaloT pe3ynbTaTl Kak «COOTBETCTBYIOLLNI «/«HECOOTBETCTBYOLWMNI» TpeboBaHuam Tuna | wam tuna i
(cm. Tabnuuy 1).
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Mpunoxexve E
(o6sa3aTenbHoe)

JKcTparupyemMble TsHXxesble MeTan bl

E.1 O6uwasa macTb

OKCTpakuMsa VOHOB MeTasl/IoB [OCTATOYHO pacnpoCTpaHeHa M3-3a NPUCYTCTBUSA MUHEpasibHbIX HaMoMHWUTENen un
onpefeneHHbIX OK1cell MeTannoB, UCMOMb3YyEeMbIX AN1A YYULIEHUS BY/IKAHW3aUUW. YPOBHM 3TUX METas/IoB MOTyT KOHTPO-
NNPOBaTbCS U3rOTOBMTENIEM PE3MHBbI MyTEM OCTOPOXHOIO BblGOpa Matepuana u TwatesibHON MHCNEeKLU NoCTaBoKk.

OKCTPaKUMIO TSHXKENbIX METas/IoB NPOBOAAT B YC/I0BUAX, MOAENUPYIOLLUX TE€. KOTOPbIM 3/1aCTOMEPHbIE COCTaBNSAO-
Lme 06bIYHO NOABEPralTCs Npy cTepuan3almmn B NapoBOM aBTOK/NaBe.

E.2 PeareHTbl

E.2.1 CTaHAapTHbIN 3N1eKTPONUT AN CBUHLEBAHUA

[OTOBAT BOAHbIN pacTBop, cogepxatmnii 2.0 mr/n Pb, n3 Hutpata ceuHua (Pb(blO3bl-

E.2.2 TunoauetamMumaoBblil peareHT

K 0.2 mn 40 r/n pacTBopa TuoaueTamuga B Boge f06aBna0T 1 Ma cMecn n3 5 mMn Bogbl. 1S mn 1 monb/n rugpokenga
HaTpus 1 20 mn rnuuepona (85 %). HarpesatoT Ha BoasiHOW 6aHe 20 ¢c. PeareHT roToBAT HENOCPEACTBEHHO Nepes UCNosib-
30BaHMEM.

E.2.3 BytepHsblii pactsop pH 3.5

PacTtBopsatoT 25.0 r aueTata aMMoHUA B 25 M1 BoAbl U fo6aBnaioT 38.0 MA coNAHON kncnothbl (E.2.4). Mpn Heobxo-
AVMOCTU perynupyoT pasbasiieHHOW consHol kucnotoil (E.2.5) nnn pasbaeneHHbiM ammuakom (E.2.6). PassogsaT ao
100 mn BofOIA.

E.2.4 ConaHasa kucnota

Pas3BogaT 70 r KOHLEHTPMPOBAHHON consHoli knucnotebl (0T 35.0 % no 37.0 % (no macce) HCI) Bogoii fo 100 mn.

E.2.5 ConfaHasna kucnoTa, pazbaBneHHas

Pa3BogaT 20 r KOHLLEeHTPUPOBaHHOW consHol kucnoTbl (o1 35.0 % fo 37.0 % (no macce) HCI) Bogoit go 100 mn.

E.2.6 AMMuak, pazbaBneHHbIi

Pa3BogAT 41 r KoHLeHTpupoBaHHoro ammuaka (ot 25,0 % go 30.0 % (no macce) ammumaka) Bogoii o 100 mn.

E.3 lMpoueaypa

K 12 mn pactBopa S, go6asnsatT 2 mn 6ycdepHoro pacteopa pH 3.5 (E.2.3). NepemewwimsaloT 1 o6aBNsA0T K 1.2 Mn
Tnoauetamugoaoro pearenTa (E.2.2). HemegneHHo nepemelunsatoT. Takum xe 06pa3om roTOBAT KOHTPOJIbHbIA pacTeop,
cmewmnBan 10 mn anekTponuTa Ans ceuHueBanus (E.2.1). kak npegnucaHo, u 2 Mn pactesopa S?.

Yepes 2 MWH Kakoi-mbo OTTEHOK KOPUYHEBOTO LiBETA & TECTOBOM PacTBOpe He f0/MKEH 6biTb 60/1€€ NHTEHCUBHbIM,
4YeM B KOHTPO/IbHOM pacTBOPE, YTO COOTBETCTBYET KOHLLEHTpaLMMN TAXe NblX MeTan10B B 2 Mr/.

E.4 BblpaxeHne pesynbTaToB
3anucbiBaloT pe3ysbTaT Kak «COOTBETCTBYOLWMIIB/BHECOOTBETCTBYOLWNIA* TpeboBaHuio (M. Tabnuuy 1).
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Mpunoxenne F
(o6a3aTenbHoe)

SKCTparnpyemblii LUHK

F.1 Mpouegypa

BOMbWWHCTBO COEANHEHWI PEe3VHbI HYXAATCA B HE60NbLUIONK NOPLMM OKCUAa LUHKa 415 NOAAEPXKKM npoLlecca By /-
KaHU3aLun 1 ynyyweHus onpeaenieHHblX U3NYECKUX XapakTepucTuk. Kak cnefcTeue, MOHbI LMHKA MOTYyT 3KCTparupo-
BaTbCA BOAHbLIMU XWUAKOCTAMM.

F.2 Mpoueaypa

F.2.1 fo6aBnstoT 1 mn 0.01 mMonb/n consHoii kucnotbl kK 20 Mn pacteopa Si.

F.2.2 T0TOBAT, N0 MeHbLIE Mepe, TPK KanMBPOBOYHbLIX pacTBOpa U3 CTaHAAPTHOrO LuHkcogepxauiero (1 r/n 2n)
3fekTponuTa nytemM passegeHusi 0,1 Mosib/n CONSIHOW KACNOTbI U BOALI A/1S1 MONTYUYEHUSI KOHLLEHTPALMMN KUCNOTbI, CXO4HOW C
KOHLUEeHTpauvei B TecTOBOM pacTBope. F0TOBSIT KaIM6POBOYHbIE PACTBOPbI C KOHLLEHTPALMAMM, BKIOYAOWUMI oXuaae-
MY KOHLEHTpauuio LMHKa B UCcnesyemMom pacTBope.

F.2.3 M3mepstoT 3HaYeHne NOrnoLeHNss uccrefyemMmoro pacTsopa 1 kanmb6poBOYHbIX pacTBOpoB nNpu 213.9 HM. uc-
nosnb3ysi aTOMHO-a6COPOLUNOHHBI CMEKTPOMETP C COOTBETCTBYIOLLEW 1aMnoli N5 onpefenieHns CoAepXaHUs LMHKa.

Ecnu Heobxoammo pasbaBneHune rccnegyeMoro pacteopa, 3anvcbiBalT KpaTHOCTb pa3BefeHns, KOTopyt Heo6xo-
AVMO YUYNTbIBATb NPU BbIYNCAEHUN Pe3y/ibTaToB.

BblpaxatoT pe3ynbTaT B BUAe Mr/n 2n B pactBope S- (40 OAHON fecAToit).

F.3 BbipaxeHue pe3ynbLTaToB

3anucbiBaloT pesynbTaT Kak «COOTBETCTBYIOLMIK/KHECOOTaeTCTBYOWNA» TpebosaHuio (cM. Tabnuuy 1).
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MpunnoxeHune G
(o6s3aTenbHoe)

JKcTparupyemblii ammmak

G.1 O6wasn yacTb

BbiMbIBaHWe C/ie0B aMmMnaka B OCHOBHOM Hab/ofaeTcs B CTaHAAPTHLIX COeAUHEHUAX NPUPOAHBLIX 3/1aCTOMEPOB.
O6bIYHO 3TO BbI3BAHO NPUCYTCTBMEM 6E/KOBOro mMarepuana wav aMMHOB a NPUPOAHOM MOAMMEpPE U30MNpPeH.

JKCTpakuMio aMMmaka NpoBOAAT B YC/IOBUAX, MOLETMPYIOLLUX TE. KOTOPbIM 3/1aCTOMEpPHbIE COCTaBNAOLNE 0ObIYHO
noasepralwTcsa Npy cTepunusaunm a NnapoBoMm aBTOK/NaBe.

G.2 PeareHTbl

G.2.1 I'mpgpokcua HaTpua

[OTOBAAT pa3BefeHHblli pacTBop rugpokcuga Hatpus (8.5 r NaOH Ha 100 mn).

G.2.2 UWenoyHoiW TeTpalogomepKypaTt Kanus

PactBopsatoT 11 r iogmpaa kanua n 15 r logmaa pTyTv B BOAE U [ONOMHAIT BOAOW f0 100 mn

HenocpeAcTBEHHO nepej MCNOb30BaHMEM CMeLIMBAOT O4WH 06beM 3TOro pacteopa C paBHbIM o6bemoMm 250 r/n
pacTeBopa rugpokcuga HaTpus.

G.3 Mpouepgypa

FoToBAT 5 M Weno4yHoro pacteopa Si. ecnu Heob6xoammo, nytem fo6aBku 0OTMepeHHoro o6bema pasbaBfieHHOro
pacTBopa rmgpokcuaa HaTpusa u pasBoasaT Bogoi o 15 mn. K pacteopy fo6asnstoT 0.3 M pacTBopa LWenovyHoro TeTpaio-
[oMepkypata kanusi. FTOTOBSIT KOHTPO/IbHbIV pacTBop, Ao6aBuB K 10 M1 cTaHAapPTHOrO pacTBopa aMMuaka (cofepxalliero
1 mr/n NHS Takoii xxe o6bem pa3baBneHHOro pacTBopa rmapokcmaa HaTpus, Kak ans pacteopa S,. passoas Ao 15 mn Bo-
foii n po6asnas 0.3 mn pacTeBopa LWenovyHoro TeTpaiogomepkypaTta kanusi. MomewarnT pacTBopbl B NPO6GKpPKM 1 3aKynopu-
BaloT UX.

Yepes 30 ¢ Kakoi-MG0o OTTEHOK XENTOrO LBETA B TECTOBOM PACTBOPE HE A0/IKEH GblTb 60/1€€ UHTEHCUBHBIM, YEM B
KOHTPO/IbHOM pacTBope, YTo cooTBeTcTBYeT 2 mr/n NHj B pacTBope S*.

G.4 BblpaxeHue pe3ynbraTtoB

3anuvcbiBaloT pe3ynbTaT Kak «COOTBETCTBYHOLLNIAO/aHeCcO0TBETCTBYOWNIA» TpeboBaHuto (cm. Tabnuyy 1).
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MpunoxeHune H
(o6a3aTenbHoe)

Ocapok nocrie BbinapBaHus

H.1 O6wasn macTb

B 3aBMCMMOCTM OT cocTaBa pPe3nHOBbIE COEAUHEHNA MOTYT BblAENATb Pa3/INyHbIE KONIMYECTBA HENeTyunx TBepAbIX
Tes Npu 3KCTpakLum.

OKCTPaKLMI0 HeNeTyunx TBepablX Tes1 NPOBOAAT B YCNIOBUAX, MOAENMUPYIOLLNX TE€. KOTOPbIM 3/1aCTOMEpPHbIE COCTaB-
nawlwmre 06bI4HO NoABEPrawTCca Npu cTepuansauny B NnapoBoM aBTOK/1aBe.

Ycnosus onpegensioT no macce, ocTalLlieiica nocse BbinapvBaHnsa 40 BbICYLUMBAHUS.

H.2 Mpoueaypa

BbicylwinsaloT BbiNapHyo yvallky npu TemnepaTtype He 6onee 105 *C, ocTyxatT B flecukatope v B3selimsatoT. [o-
6aBNAT N3BECTHbIN 06BeM (Mo MeHbLeli Mepe. 50,0 M) pacTBopa S, v BbinapuealoT [0 BbICYLUIMBaHWA Npu TeMnepaType
He 60nee 105 “C. OcTyxaloT B ecukatope 1 B3BelLMBAIOT elle pas.

BbipaxatoT pe3ynbTaT Kak Uucao MUNAUrpaMMoB ocagka Ha 50 mn pacteopa S, (40 0fHOI fecsToin).

H.3 BbipaxeHue pe3ynbtaTos

3anucbiBaloT pe3ynbTaTl Kak «COOTBETCTBYIOLLNI «/«HECOOTBETCTBYOLWMNI» TpeboBaHuam Tuna | wam tuna i
(cm. Tabnuuy 1).
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MpunnoxeHwne |

(o6s3aTenbHoe)

NeTyune cynbhunabl

11 O6wasn yacTb
OO6blYHblE CUCTEMbI By/IKAHM3aLNM UCMONb3YIOT CEPHbIE MU CEPOCOAEpXKaLine CoOefUHEHUS B LLlensax NonepeyHoro

CBA3blBaHNA. Pe3HOBble MaTepuansl. By/IKaHW3MPOBaHHbIE C UCNO/Ib30BaHNEM TakuxX coefuHeHui, MoryT o6pa3oBbiBaTh
netyuvie cynbuabl Mo BO3eACTBMEM BOAHON aKCTparMpytoweii cpefbl, 0CO6EHHO NPM KNCNOTHbIX 3HaYeHnax pH. Boige-
nsiemble cynbunabl MOryT 6bITb OGHAPYXEHbI BU3yaslbHO NO peakuun co CBMHLOBOW Gymaroi.

12 PeareHTbl

121 JInMOHHasa Kucnorta

roToBAT 20 r/n BOAHbLI pacTBop.

1.2.2 CBuHUOBasA bymara

MorpyxaloT hunbTpoBanbHyo 6ymary maccoli okono 80 r Ha KBaApaTHbIi MeTp B CMeCb 04HOro o6bema pasbaBneH-

HoI ykcycHoli kncnotol {(120 : 5) r/n) n 10 06beMOB pacTBopa aueTaTa cBUHUA (copepxauiero 95 r/n auerata CBUHLA).
Mocne cywkn obpesaoT bymary COOTBETCTBEHHO pa3Mepy ropJibilika UCnosib3yemoli Konbbl.

1.2.3 Cynbduna Hatpusa (Na2S 9HrO)

1.2.4 PacTBOp aueTtaTta CBUHLA

roToBAT 95 r/n pacTBOpa B HErasupoBaHHOW Bofe.

1.25 YKcycHas kucnota, pasbaBsieHHas

Pas3BogaT 12 r neAstHOW yKCyCHOW KUCNOoTbl Bogoi Ao 100 mn.

PacTBop cogepxuTt He MeHee uem 115 r/n n He 6onee yem 125 r/n C2H40 2 (monekynspHas macca 60.1).

13 Mpoueaypa

MomelyaloT pesunHy, no Heo6XO0ANMOCTM paspesaHHylo Ha vacTu, obuieli nnowaablo noBepxHoctTn (201 2) cm' B

250-MnNNMANTpoayto KoHnueckyto konby n gobasnsaT 50 mn 20 r/n pacTBopa MMOHHON KUCAOTbI. KnagyT nMcT CBUHL,0-
BOV Gymaru Ha ropsibILKO KOsiGbl ¥ 3aKPenAoT ero NnepeBepHyTON CTEKNAHHON MeH3ypKoii. HarpeBatoT B aBTok/1aBe npw
Temnepatype (121 t 2) “C B TeueHne 30 MUH. H OHO M3 YepHbIX NATEH Ha GyMare He [O/XHO 6biTb 6GONee SAPKUM, YeM
npovi3BefjeHHoe KOHTPOJsIeM, NPUTOTOB/IEHHbIM B TO e BPEMS U TEM Xe MeTOA0M, ¢ ncnonb3osaHnem 0.154 mr cynbuga
HaTpus (Na2S 9HrO) n 50 mn 20 r/n pacTBopa IMMOHHONI KMCNOTbI.

KpaiiHe rurpockonnyeckuii xapaktep cynbuaa Hatpus TpebyeT 0co060ro BHMMaHNS BO n3bexaHne ownbok.
14 BbipaxeHune pe3ynbTaToB
3anucbiBaloT pesynbTaT Kak «COOTBETCTBYIOLMIIK/BHECOOTBETCTBYIOW M0 TpeboBaHuto (cM. Tabnuly 1).
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Mpunoxexne J
(cnpaBouHoe)

MpoBoAMMOCTb

J.1 O6was yacTtb

Mop BO3feiicTBMEM BOAHON aKcTparnpylouleid cpefbl 31acTOMepHble COCTaBAOWME MOTYT BblAeNSATb BelecTsa,
nosblLaloLLme NPOBOAMMOCTb 3KCTparupyoLLeii cpeasl.

J.2 Mpoueaypa

J.2.1 Cnepywouwee nccnefoBaHne NnpoBoAT B TeyeHne 4 4 nocsie NpuroToB/IeHNS TeCTOBOro pacTteopa Si.

J.2.2 Mcnonb3ylT TONbKO €MKOCTU M3 60POCUNNKATHOrO CTekna, KoTopble 6bin cneymanbHO OTBeAEeHbl ANs onpe-
[leNleHnsa NpoBoANMOCTH.

J.2.3 TIpomblBatoT 3aMepsitoLLne 31eKTpoAbl (MNaTUHOBbIE 3/1IEKTPOALI UM 3NeKTOAbl. MOKPbITbIE Ty6yaToil nnatu-
HOI4) HECKOJIbKO pa3 OuYMLLEeHHON BOAOI, B 3aTeM ABaxAbl 6/1aHKOBbIM pacTBopom SO.

J.2.4 N3mepsAwT NpoBOAMMOCTb 6/1aHKOBOro pactsopa So. OHa fo/mkHa 6biTb MeHee 3.0 MKCM /cM npu Temnepary-
pe (20 £ 1}*C.

J.2.5 TlpombIBalOT 3aMepsitoLLne 3/1eKTPOAbl, N0 MEHbLUE Mepe, ABaX/bl TECTOBbIM PacTBOPOM S. 1 3aTeM 3ame-
pAT NPOBOAVMOCTL pacTsopa S,.

J.2.6 Ecnun n3amepeHus npoBogAT Npu Temnepartype, oT/IM4HON oT (20 + 1) ‘C. TO HE06XOAUMO NPOBECTN KOppek-
uMio TeMmneparypel.

J.3 BblpaxeHue pe3ynbTaToB

OTMeualT NPpoBOAUMOCTb PACTBOPOB Si M SC.B MUKPOCUMEHCAX Ha cCaHTUMeTp (MKCM/CMm).
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MpunoxeHune A
(cnpaBo4HOe)

CBefeHNSI O COOTBETCTBUM CCbIIOYHBLIX MEXAYHAPOAHbIX CTaHAapTOB
HaluoHanbHbLIM cTaHAapTam Poccuiickoii ®egepaunmn

Ta6nuuya [OAL

O603Ha4eHVe CCbITOYHOTO O603HaYEHME N HAMMEHOBaHNEe
CreneHb COOTBETCTBUA
MeXayHapoaHOro CtaHgapTa COOTBETCTBYHLLEIo HaUMOHa/TbHOK CTaHOapTa

MNCO 8362-2:2008 -
MNCO 8362-5:1995 -
MNCO 8536-2:2001 -
MNCO 8536-6:1995 -
NCO 11040-2:1994 -
MCO 11040-5:2001 -

* COOTBETCTBYHOLW M HAUMOHANbHbINA CTaHAAPT OTCYTCTBYeT. [J0 ero yTBepXAeHUsl peKoMeHAyeTcs UCNob30BaThb
NepeBo/ Ha PYCCKNii A3bIK JaHHOTO MEeXAYHAPOAHOro cTaHgapTa. MNepesos AaHHOr0 MeXAyHapoAHOTo CTaHAapTa Haxo-
autes B ®efepasibHOM UH(DOPMALMOHHOM (POHAE TEXHUYECKUX pernamMeHToB M CTaHAapToB.
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Bunénuorpadgus

[1] WCO 48:1994 Kayuyk BynKaHW3MPOBAHHbIA Unn TepmonnactuyHblii. OnpegeneHune Teepgoctu (10 go 100 IRHD)

[2) WNCO 247:1990 Kayuyk. OnpegeneHus cofepxaHus 30/bl

13] NCO 2781:1988 Pe3nHa By/kaHW4yeckas nan tepmonniactuyHas. OnpegenexHve naoTHOCTU

(4) WNCO 3696:1987 Bopga ansi nabopaTopHOro aHanmsa. TexHuyeckne Tpe6oBaHUS 1 METOAbl UCMbITaAHW

[5] WCO 7886-1:1993 LUnpuubl cTepusbHblie AN MOAKOXKHbIX UHBEKLWI 04HOPa30BOro npumeHeHns. Yacte 1. Wnpuuybl
[N PYYHOro KCnosib30BaHus

(6) MCO 8871-2:2003 3nemeHTbl 3n1acTOMEpPHbIe A/19 YCTPONCTB, NCMOMb3YeMbIX A5 NapeHTepasibHOro BBEAEHNS npe-
napartos. U papMaLeBTMYecKoro HasHavyeHus. Yactb 2. geHtudpukaumns n onmcaHme

[7] WNCO 8871-3:2003 3nemeHTbl 31aCTOMEpPHbIe A1 YCTPOICTB, NCMO/b3yeMbIX A5 NapeHTepasibHOro BBEAEHNS npe-
napartos. U papMaLeBTM4ecKoro HasHayeHus. Yacte 3. OnpejenieHne ynucna oTAeNUBLINXCA YacTul,
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