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FOCT P 52688—2006

[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 PASPABOTAH [ocyaapcTBeHHbIM Hay4yHbIM yupexaeHuemMm «BcepoCcCcUnckmn HaydHo-UccnenoBa-
TeNnbCKUN MHCTUTYT Macnogenua u celpogenusa» Poccenbxosakagemun (IHY « BHUMC» Poccenbxo3akaae-
MIAN)

2 BHECEH TexHu4yeckum kommuteTom no ctaHaaptusaumm TK 470 «Monoko 1 npoayKTel NnepepadboTkn
MOJTOKa»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PeaepanbHOro areHTCcTBa no TEXHNYECKOMY
perynupoBaHuto n metponorin ot 27 aekadbpst 2006 r. Ne 459-ct

4 BBEAEH BINEPBbIE

ViHgbopmayust 06 U3MeHeHUsIX K HacmosuwemMy cmaHGapmy nybriukyemcs 8 €Xe200H0 U30asaeMoM
UHpOpMaUUOHHOM yKalzamerse «HauuoHanbHblie cmaHoapmabi», a mexkcm U3MeHeHUU U MorpasoK — 8 eXXeMe-
CSYHO U30asaeMbiX UHGhOPpMaUUOHHbIX yKalamernsx « HauuoHanbHbie cmaHoapmeiy. B cnyyae nepecmompa
(3aMeHbl) Unu OmMeHbi Hacmosauw,e20 cmaHOapma coomeemcemesyroujee yeeoomreHue byoem onybnukosaHo
8 eXeMeCSYHO U30asaeMoM UH(opMalyUOHHOM yKa3zamerne «HayuoHaneHbie cmaHoapmeily. Coomeemcm-
gyroujasi UHgbopmauus, yeeOoMIIeHUe U meKcmabl pa3Meljaromces makxe 8 UHGbopMalylUoHHOU cucmeme obuye-
20 r10/1b308aHUsS — Ha obuyuarnbHoM calime QedepallbHO20 azeHmemaea o mexHU4YeCKoOMYy pez2yupo8aHuro
U Memporsozuu 8 cemu ViHmepHem

© CtaHpgapTtuHdopm, 2007

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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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

[MPEINAPATblI ®PEPMEHTHBIE MOJIOKOCBEPTBLIBAIOWMWE
KUBOTHOI'O NPOUCXOXKOEHUA CYXUE

TexHU4Yeckue ycnoBus

Enzyme milk-clotting of animal origin dry.
Specifications

[NaTta BBegeHna — 2008—01—01

1 Obnactb NpMeHeHUA

HacToawmn ctaHaapT pacnpoCTpaHAETCa Ha cyXxmue MOJOKOCBepThIBaloLWme pepMeHTHbIe npenaparhl
(Qanee — npenapaTtbl) HA OCHOBE KACILIX MPOoTeas XXUBOTHOIO NPOUCXOXAeHUA, NnpeaHa3HaYvYeHHble A9 CBep-
TbIBAHUA MOOKa NP NPOU3BOACTBE ChIPOB, TBOPOra v ApPyrx MOJIOUHbIX M1 MOJTOKoCcoAe pXKall X NpoayKTOB.

TpeboBaHnga, obecnevnBatolne 6e3onacHOCTb NpenapaToB, U3NOXeHblI B pasgene 6, TpeboBaHUS K
kayecTBY — B 5.1, K Mapkmpoeke — B 5.4,

2 HopmaTuBHbIe CCbINKN

B HacTodwemM cTaHgapTe UCNONb30BaHbI CChITIKU Ha cneayrowne ctaHaapThl:

[OCT P NCO 5725-6—2002 ToYHOCTb (NPpaBUNbHOCTbL U NPEUU3IMOHHOCTL) MeTOO0B U pe3ynbTaToB
namepeHun. Hactb 6. cnonb3oBaHne 3Ha4YeHUM TOYHOCTU Ha NPaKTUKe

[OCT P 50474—93 lNpoaykTbl nuweBble. MeToq BLIABNEHUS U onpeaeneHns Konnmyectsa dakTepun
rpynnbl KAWEYHbIX Nanoyvek (KonmdpopMHbIX DakTepuia)

[OCT P 50779.10—2000 (MCO 3534-1—93) CTaTtuctndeckmne metoabl. BeposaTHOCTE M OCHOBLI CTaTUC-
TUKWU. TepMUHbI K onpeaeneHns

[OCT P 51301—99 lNpoaykTel NULWEBLIE U NPOAOBONLCTBEHHOE Chipbe. MHBEPCUMOHHO-BONbTaMMNEPOo-
MeTpU4YecKkne MeToabl onpeaeneHns coaepXaHua TOKCUYHBIX 3N1eMeHTOB (KaaMusi, CBUHLUA, Meaun U LUHKA)

[OCT P 51446—99 Mukpobuonorus. MNMpoayktel nuwesblie. ObLlMe npaBuna MUKpobruonornvyeckmnx
nccnegoBaHU

[[OCT P 51574—2000 Conb noBapeHHasi nmuieBas. TexHUn4eckne yCcrioBums

[OCT P 51760—2001 Tapa noTpebutensckas nonmmepHas. Oblme TexHniueckme ycnoBus

[[OCT P 51766—2001 Cblpbe 1 npoayKThl nuilesble. ATOMHO-abCOPOLMOHHBIA MeToa onpeaeneHuns
MbILLbSIKA

[[OCT 8.579—2002 lNocygapcTBeHHas cuctema obecnevyeHnss eguHCTBa M3MepeHn. TpeboBaHUA K
Konu4ecTBY acoBaHHbLIX TOBAPOB B yNakoBKax NobOro Buaa npu nx Npon3BoAcCTBeE, pacgacoBke, Npoaaxe u
nMnopTe

[OCT 12.1.007/—76 Cuctema ctaHaapToB besonacHocTM Tpyaa. BpeaHsblie BeuwectTBa. Knaccndpukaums
n obwme TpedboBaHNs Be3onacHoOCTH

[OCT12.1.019—79 CucrtemacraHgapToB b6e3onacHocTu Tpyaa. dnektpobesonacHocTb. Obuine Tpebo-
BaHUSA M HOMeEHKNaTypa BUOOB 3aLUTH

[OCT 61—75 PeakTuBbl. Kucnota ykcycHas. TexHu4eckme ycrioBus

[OCT 199—78 PeakTnebl. HaTpUn yKCYCHOKUCLIN 3-BOOHLIA. TeXHUYeCcKne ycrioBug

[OCT 450—77 KanbLWn XNOPUCTBIA TEXHUYECKUA. TexXHUYeCcKMe yCnoBua

[[OCT 857—95 Kucnota congaHaa cuHTeTU4eckasa texHudeckad. TexHudeckme ycnosua

[OCT 1277—75 PeakTusbl. Cepebpo azoTHOKUCIOE. TeXHNYecKne yCnoBus

U3paHune odbmumanbHoe
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[OCT 1341—97 NepramMmeHT pacTuTenbHbIN. TeXHU4YecKmne yCcnoBus

[OCT 1760—86 NogneprameHT. TexHn4yeckme ycnoBus

[[OCT 1770—74 lNocyna mepHaa nabopaTtopHasa cTeknaHHasa. LlunnHapbl, MEH3YPKK, KOOI, NPODUPKA.
ObLwne TEXHNYECKNE YCTTOBUS

[OCT 2239—79 Ilamnbl HakanueaHWA 0bLWero HasHaveHUd. TexHU4Yeckne yCnoBus

[[OCT 3118—77 PeakTuBbl. Kucnota conaHas. TexHu4eckme ycrnosus

[[OCT 3145—84 YHacbl MexaHn4yeckune ¢ CUrHanbHbIM ycTponUcTBOM. O0LMe TeEXHUYECKNE YCNOBUS

[OCT 3622—68 Monoko n Mmono4vHble npoaykTel. OTO60p Npob 1 NoAroToBKa UX K UCMbITAHUIO

[[OCT 3560—73 JleHTa cTanbHaa ynakoBo4vHas. TexHun4yeckme ycnoBus

[OCT 3652—69 PeakTunBbl. Kucnorta numoHHas MmoHorngpat 1 bessoaHaa. TexHU4eckne ycrnoBus

[OCT 4198—75 PeakTukl. Kannn doocopHOKUCNBIA 0aHO3aMeLeHHBIN. TeXHNYecKne yCrnoBUg

[[OCT 4234—77 PeaktuBbl. Kannn xnopucTteln. TeXHUYeCKNEe yCNoBUS

[OCT 4328—77 PeakTtuBbl. HaTpua ruapooknck. TexHn4eckne ycrioBua

[OCT 4459—75 PeakTunbl. Kannn XxpoMoBOKUCBIN. TeXHUYecKmne ycnoBus

[[OCT 4919.2—77 (NCO 1861—83, NCO 2004-1—80) PeakTunBbl 1 0c0O0 YnNCTLIE BellecTBa. MeToabl
MPUroTOBNEHUA OY(epPHLIX pacTBOPOB

[OCT 5981—88 baHku meTannudeckme And KOHCEPBOB. TexHn4Yeckmne ycrnoBud

[OCT 6691—77 PeakTtuBbl. Kapbamug. TexHn4eckmne ycroBud

[OCT 6709—72 Boga guctunnupoBaHHas. TexHn4eckme ycnoBug

[[OCT 8273—75 bymara obepToyHad. TexHn4eckne ycnoBug

[OCT 9958—81 Uzpenusa konbacHble U NpoayKThl N3 Msca. MeToabl bakTepnonorMyeckoro aHanmsaa

[OCT 10131—93 Awmnkn n3 apeBecuHel U ApeBeCHLIX MaTepuanoB ANd NPoayKLUUY NULLEBLIX oTpacneu
MPOMBILUNEHHOCTU, CEeNbCKOro X03aUCTBa U cnnvek. TexHn4eckmne ycnosus

[OCT 10354—82 neHka nonuatuneHoBas. TexHn4eckne ycroBus

[[OCT 10444 .15—94 lNpoaykTbl nnweBble. MeToabl onpeaeneHns Konnmyectsa Me3ounnbHbIX a3p00HbIX
1N pakyNbTaTUBHO-aHA3POOHBIX MUKPOOPraHU3MOB

[[OCT 10970—87 Monoko cyxoe obesxnpeHHoe. TexHn4eckue ycnoBud

[[OCT 11354—93 Awmnkn n3 gpeBecuHbl U gpeBeCcHbIX MaTepmnanoB MHOrOOOOPOTHLIE ANA NPoAYKL MU
MALLEBLIX OTpacnen NPoOMbILITEHHOCTU U CeNTIbCKOro Xo3amncTea. TexHudeckme ycrioBug

[OCT 11773—76 PeakTuebl. HaTpun ocopHOKUCLIX ABY3aMelleHHbIUA. TexHu4eckme yCcroBuUs

[OCT 12026—76 bymara punbtpoBanbHas nabopatopHas. TexHn4eckme ycrnoBus

[[OCT 12120—82 baHkn meTannuyeckme n KOMOMHUPOBAHHbLbIE. TexHUYeckne ycnoBus

[OCT 13358—84 Awumkm gowaTtele ANa KOHCepPBOB. TexHWU4Yeckne ycnoBus

[OCT 13511—2006 Awmkmn 13 roppnpoBaHHOro KapToHa ANs NULWEBLIX NPOAYKTOB, cnnvek, TabayHbIX
n3genum n MorLnX cpeacTB. TexHn4eckme ycnoBumg

[OCT 13515—91 Awmkn n3 TapHOro NNoCKOro CKNeeHHoro KaptoHa Ans CnMBOYHOro Macna M Mmaprapu-
Ha. TexHn4Yeckme ycnosud

[OCT 14192—96 MapkunpoBka rpysoB

[OCT 14919—83 3neKkTponunThl, 3NEeKTPOMIUTKA 1 XKapo4dHble anekTpollkadbl ObiTOBbIE. ODLME TexX-
HHUYecKMne yCroBuUg

[OCT 16678—71 CnusncTble 06ONOYKU ChIMYroB KPYMHOMO pOraTtoro ckoTa v CBUHLIX XKeNyaKOoB 3aMOpOo-
XeHHblIe. TexHnYeckne ycrnosug

[OCT 17308—88 LUnaraTtkl. TexHu4eckue yCrnoBus

[[OCT 18251—87 [leHTa kneeBasi Ha OyMaXXHOM OCHOBe. TeXHUYeCKue yCnoBuS

[OCT 18300—87 CnunpT 3TUNOBLIN PeKTUPUKOBAHHBLIA TEXHUYECKUN. TexXHUYecKne yCcrnoBus

[OCT 18302—87 CbIvyrn ArHAT, KO3NsaT MOMTOYHUKOB U TENSAT BhICYLUEHHbIe. TexHU4Yeckne yCnoBus

[OCT 20477—386 JleHTa nonnaTuneHoBad ¢ NUNKMM crnoeM. TexHudeckme ycrnoBus

[[OCT 24104—2001 Becbl nabopaTtopHble. ObLne TexHn4eckme TpeboBaHnS

[[OCT 25336—82 Nocyaa n obopyaoBaHmne nabopaTtopHble CTeKNsSIHHBIE. TUMbl, OCHOBHbLIE NapaMeTpbl U
pasMephbl

[OCT 25794 .1—83 PeakTuBbl. MeToaAbI NPUroTOBNEHNA TUTPOBAHHLIX PpaCTBOPOB A4 KUCINIOTHO-OCHOB-
HOMO TUTPOBAHUS

[OCT 25794.3—83 PeaktuBbl. MeToabl NpUroToBNEHUS TUTPOBAHHLIX PaAcCTBOPOB ANA TUTPOBaHUSA
ocaXXgeHNeM, HEBOOHOIC TUTPOBAHUA U APYrMX METOO0B

[OCT 26668—85 lNpoayKTel nuueBblie U BKycoBble. MeToabl oTbopa npod aAng MMkpobrnonormyecknx
aHann3oB

[[OCT 26669—85 lNpoaykTbl NULWEBLIE N BKYCOBbIe. [TogroToBka npod Anst MUKPOOUNONOrM4YeCcKnUxX aHa-
NTN30B

2
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[OCT 26670—91 lNpoaykTel nnweBble. MeToabl KyNnbTUBUPOBAHUA MUKPOOPraHU3MOB

[OCT 26678—85 XonognnbHUKN N MOPO3UIbHUKA ObITOBLIE 3MIEKTPUYECKNE KOMMPECCUOHHbIE napa-
MeTpudeckoro psiga. Obme TexHnYecKmne yCnoBus

[[OCT 26929—94 Chuipbe 1 npoaykThl nuwiessblie. [Noarotoeka npobd. MuHepanusaums ansi onpeaeneHuns
coaepKaHnA TOKCUYHbIX 3[TEMEHTOB

[OCT 26930—86 Cripbe 1 npoayKThl NUWLeBLIe. MeToa onpeaeneHnUsa MbllbaKa

[OCT 26932—86 Chipbe 1 NnpoayKThl NuileBblie. MeToa onpeaeneHnsa CBUHLLA

[[OCT 27987—88 AHanusaTtopbl }kunakoctn noteHumometpudeckue ['Clrl. Oblme TexHnyeckme ycnoBus

[OCT 28498—90 TepmomeTpbl XXUAKOCTHbIE CTeKNAHHbIE. ObLKne TexHn4eckmne TpedboBaHus. MeToabl
MCNbITAHUI

[[OCT 29169—91 (MCO 648—77) INocyna nabopaTtopHad cTeknaHHaqa. [NneTku ¢ 0gHoM OTMETKON

[OCT 29185—91 lNpoaykTel nMueBble. MeToabl BLISABNEHUA U onpeaeneHns KonmyectTea cynbunurtpeay-
LIMPVYIOLLMX KIOCTPpUannA

[OCT 29227—91 (NCO 835-1—81) lNocyaa nabopatopHaa cTeknaHHasa. [netku rpagynpoBaHHble.
YacTb 1. Obwme TpedboBaHms

[OCT 29251—91 (NCO 385-1—84) Nocyaa nabopaTtopHas cteknsiHHas. bropeTkn. HacTts 1. Obuime Tpe-
boBaHUA

[[OCT 30178—96 Chlipbe 1 npoayKkThl NMLWEBbIE. ATOMHO-abCOopOLIMOHHBIM MeToa onpeaeneHnUs TOKCUY-
HbIX 3/1EMEHTOB

[OCT 30519-97/TOCT P 50480—93 lNpoaykthl nuueBkle. MeToa BhIABNeHUA DakTepun poaa Sal-
monella

[[OCT 30726—2001 lNpoaykTel nuweBble. MeToabl BEIABNEHUA U onpeaeneHns kKonudyecTea bakrepum
Buaa Escherichia coll

[TpumeyaHwune—lpu NONb30BaHUN HACTOALWMM CTaHAAPTOM LenecoobpasHo NPOBEPUTb AEUCTBUE CCbINMOY-
HbIX CTaHO4ApPTOB B WMHMPOPMAUMOHHOW CUCTEME 0buwero nonb3oBaHUsad — Ha oduumanbHom cante PegepanbHOro
areHTCTBa No TEXHUYECKOMY PEryrnMpoBaHnI0 N METPONOIMU B CeTU VIHTEPHET UMK MO €XXEerogHo n3gaBaemomy MHpopma-
LMOHHOMY YKa3aTtento « HaunoHanbHble CTaHAAPThI», KOTOPbLIN ONYBNMMKOBAH Mo COCTOSHUIO Ha 1 SIHBaPS TEKYLWEro roaa, u
NO COOTBETCTBYIOWMNM €XEMECHAHYHO N3AaBaAeMbIM MHDOPMALMOHHBIM yKa3aTtensam, onybrMKOBaHHbIM B TEKYLLEM roay.
Ecnun ccbinoYvHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NONb30BAHUN HACTOSILLMUM CTaHAAPTOM CreayeTt PyKOBOACTBO-
BaTbCH 3aMEHAWMUM (MBMEHEHHBIM) CTaHAAPTOM. ECnn CCbINOYHBLIM CTaHAAPT OTMEHEH De3 3aMeHbl, TO MONOXEHNE, B
KOTOPOM gaHa CCbhIfika Ha Hero, MNPUMeEHSIETCSH B YaCTU, HE 3aTparnBatoLlEen 3Ty CCbISKY.

3 TepMuHbI U onpeAaeneHus

B HacToawem ctaHaapTte npumMmeHeHbl TepMUHbl Mo [OCT P 50779.10, a Takke cnegyrowme TepMUHBI C
COOTBETCTBYOLWMMU onpeaeneHNIMHN:

3.1 MOnoKocBepTbLIBAWLWUN (hepMeHTHbLIN npenapaTt XUBOTHOIo NpoucxoXxaeHua: PepMeHTHLIN
npenapaT Ha OCHOBE KUCNbIX (KApOOKCUMbHBIX) XXKUBOTHLIX NPOTEas, U3rOTOBMEHHBLIN U3 CbIMYrOB TENAT, ATHAT U
KO3MAT MOJTOYHUKOB, a TakKe U3 CIN3NCTOMN 0DOMNOYKNA ChIMYTOB KPYNMHOMO pOraTtoro CKoTa UXKenes3ncThIX XKenya-
KOB LbINMAT U KYP.

3.2 KOHTpONnbHbLIU 0Opa3zel: OnpeaeneHHoOe KONMUYECTBO ChIYY)KHOTO pepMeHTa UMN FTOBAXKbETO MNer-
CWHa, NO opraHonenTUYecKUmM 1 PU3NKo-XUMMUYEeCKMM NoKkaszaTensiMm COOTBETCTBYHOLLUX TpeboBaHUSAM NPUNO-
XeHua A, npeaHasHavyeHHoe Ans nsmepeHunst obLen MoIoKOCBEPThIBaOLWEN aKTUBHOCTU U A0 aKTUBHOCTI
XUMO3UHA UMW FTOBSIXKbErO NenckHa oT obLen MOMOKOCBEPThIBaKOLWEN aKTUBHOCTU UCTILITYEMbIX MOMTOKOCBED-
ThIBAOLWUX pepMEHTHBIX NpenapaToB..

KOHTpOoNbHbIE 0OpasL bl CONPOBOXKAATCS CBMAETENBbCTBOM YCTAaHOBNEHHOW POPMBI.

3.3 obLlan MmonokocBepThiBawLasa akKTUBHOCTL: CNocobHOCTL hbepMeHTHOro npenapaTta KaTanunsu-
POBaTh KoarynsiLuo KasenHa Moroka ¢ obpasoBaHUeM XIOMNbLEB B MOJIOYHOM cybecTpaTe nNpu 3agaHHbIX yCno-
BUSIX.

3.4 MONoYHbIU cyocTpaTt: benkoBo-MUHEparnbHbIA KOMMMEKC BOCCTAHOBMNEHHONO 0ODE3XUPEHHOro
MOMNOKa C YCTaHOBNEHHBLIMU (PUINKO-XUMUYECKMK NOKa3aTeNsIMun, NpUMeHsieMblin ANs onpeaeneHns ooLlen
MOJTIOKOCBEpPThIBaOLWEN aKTUBHOCTU U A0NEN MONOKOCBEPTLIBAOLEN aKTUBHOCTA XMMO3MHA U NENCUHOB OT
o0l e MOMOKOCBEPThIBAIOLLIEN aKTUBHOCTU NpenaparTa.

3.5 NpoaoNXKUTeNbHOCTbL CBepPTbiBaHUA MONIOYHOro cybcTpaTta: Bpema, 3aTpavyeHHOE Ha CBEPThHI-
BaHWE MOJOYHOro cybctpaTta Ao 0bpasoBaHuMs XTONbLEB NOCNe BHECEHUSA B HEMO pacTBOpa npenapara.

3.6 CbIMYXHbIU hepMeHT: PepMeHTHBIN NpenapaT, U3roOTOBNEHHLIN U3 Cbidyra TendaT, ArHAT, KO3MAT
MOJTOYHMKOB U UX CMECK, C A0 1eN MONTOKOCBE PThIBaOLEN aKTUBHOCTU XMMO3UHA OT 0BLLEeN MONOKOCBEPThI-
BatoLlen akTuBHoCcTU npenaparta He meHee 80,0 %.



FOCT P 52688—2006

[TpnmedaHwune—B cnyyae nony4veHus npenapara ¢ 4oNen MOrnoKOCBEPThIBAKOLWEN aKTUBHOCTU XMMO3UHA OT
obLlen MONOKOCBEPThIBatoLWEN akTUBHOCTU MeHee 80,0 % npenapat nAeHTUPULNPYETCH KaK ChlHy>KHO-TOBSIKUM.

3.7 roBsXXUn nencuH: PepMeHTHbIN NpenaparT, U3roTOBNEHHbLIN N3 CIIU3NCTON 0DONOUYKN ChIMYTOB KpY-
HOMO PoraToro cKoTa ¢ AoNnen akTUBHOCTU rOBSXKbEro nencmuHa ot oblen MONMOKOCBEPThIBaoLLEN aKTUBHOCTA
npenapata He meHee 80,0 %.

3.8 KYpUHbIN NencuH: PepMeHTHbIN NpenapaTt, U3rOTOBNEHHLIN U3 XXeNe3UCTLIX XXenyaKkoB LUbINNAaT U
KYp ¢ A4oNnen akTUBHOCTU KYPUHOTo NencrHa oT obLwen MmonokoceepThiBatowen aktmeHoctmn npenapata 100,0 %.

3.9 CbIMY)XXHO-TOB)XXUN MONOKOCBEPTbIBaKwLWMU hepMeHTHbIN Npenapart: PepMeHTHBIM Npenapar,
N3roTOBMEHHbLIA U3 CNU3NCTON ODOMOYKM ChIMYTOB KPYMHOMO poratoro ckota Ui cMellmMBaHnUeEM CbIMY)KHOMo
hbepmMeHTa U TOBSIXKbero nencuHa, ¢ Aonen MonoKocBepThiBaoLLEN akTUBHOCTU XMMO3UHa OT obLL e MOMOKO-
CBepTbIBatoLen akTuBHocTU npenapata meHee 80,0 %.

3.10 KOMNNeKCHbLIU MOJIOKOCBepPTLIBaKLWUU hepMeHTHbLIN npenapart: CocTaBHOU (pepMeHTHBIN
npenapar, cogepXaln KYpUHbIA NENCUH, U3rOTOBMNEHHbIU CMeLLMBaHNEM NENCUHOB UMN KYPUHOTO NencuHa
ChIYY)XXHOTO (pepmMeHTa U NeNCUHOB C ChIYYXXHbIM (PepMeHTOM, C A0Nen akTUBHOCTU KYPUHOIO NencuHa oT
obLen MonoKocBepThiBatoLWe akTUBHOCTU npenapaTa He bonee 50,0 %.

4 Knaccudukaums

4.1 lNpenapaTbl B 3aBUCUMOCTUN OT PEPMEHTHOIO cocTaBa Noapas3aensioT:
- Ha OAHOKOMMOHEHTHbLIE;

- MHOTOKOMMOHEHTHbLIE.
4.1.1 OgHOKOMMOHEHTHLIEe NpenapaTtbl B 3aBUCUMOCTM OT UCNONb3YEeMOTo Chlpbd NoaApasaensioT:
- Ha CblvyXHbIX pepMeHT (CP);

- NENCUHHLI.

4.1.1.1 CbIMYXHbIK pepMeHT B 3aBMCUMOCTM OT MCNOJb3YEeMOro Chipbs NoapasgensioT:
- Ha CbIYY>XHbIN (PePMEHT U3 CbIYYTOB TENAT, ATHAT, KO3NAT MOMTOYHUKOB, a TakKe CMeCU 3TUX CbIYYroB;

- CMecW CbIMYXXHbIX epMEHTOB TENAT, ArTHAT N KO3NAT MOMOYHUKOB.

4.1.1.2 llencuH B 3aBUCUMOCTU OT UCMONb3YEMOTO Chipbd NoApa3aensoT:

- HaroBsku nencuH (I'1);

- KypUWHbIM nencuH (KI1).

4.1.2 MHOrokoMnoHeHTHbIE NpenapaThbl B 3aBUCUMOCTU OT PEPMEHTHOIO CocTaBa Noapas3aenstoT:

- Ha CblvyXHO-roBXXbU (CI), coaepkalume XMMO3UH U TOBSIXKUA NEeNncuH, C A01e MOJTOKOCBEPThIBaKoLLEN
aKTUBHOCTU XMMO3MHA OT obLlen MornoKkocBepThiBatoLwen akTueHocTU MeHee 80,0 %:;

- KOMNNeKCHble NpenapaTthl, cogepXallme KYPUHbIN NencuH: KYpuHo-roBsXXKeU (KI), KYpUHO-ChIYYXXHbIE
(KC), KypuHo-roBsixke-cblivyXHble (KI'C).

5 TexHu4yeckue TpeboBaHUA

5.1 XapaKTepUCTUKIN

5.1.1 TlpenapaTtbl M3roTaBIMBaOT B COOTBETCTBUN C TPeDOBaAHUAMKM HACTOSLLEroc cTaHaapTa, No TEXHO-
NOrMYeCcKoM MHCTPYKLIMW HA KOHKPETHBLIN npenapart ¢ cobntiogeHnemM rurmeHnYecknx TpebosaHunia 4ns npeanpu-
ATUNA MACHOW NPpOMbILLNEeHHOCTU [1].

5.1.2 'lo BHellHeMy BMAOY U opraHonenTu4eckKUM nokasatenam rnpenapatbl 4OMKHbI COOTBETCTBOBATL
TpeboBaHUAM, YKaszaHHbIM B Tabnuue 1.

Tadbnwua 1

XapakrepucTtuka ans
HaumeHoBaHue
NoKasarens FOBSXKBErO KYPUHOIO MHOTOKOMIMOHEHTHBIX
ChIMyXXHOTO pepmeHTa
nencuHa nencuHa npenapaTos

BHelWHWA OaHopoaAHbIM NOPOLLOK BENOro UNn CBETINO- OOHOPOAHBLIN MOPOLLOK CBETMO-XENTOro WUINu
BUA XErnToro, UM CBETNO-CEpOro LUBeTa CBETINO-CEPOro uBeTa

3anax Cneundunyeckn, CBOMCTBEHHbIW XUBOTHbIM NpoTteasam, 6e3 NOCTOPOHHUX 3anaxoB
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5.1.3 Mo dbnsnko-xmmmyecknm nokasaTtensam npenapartbl AOPKHbI COOTBETCTBOBATb TpeboBaHUAM W
HOpMaM, yKa3zaHHbIM B Tabnuue 2.

Tadbnwuua 2

Hopmbl Ans

HanmeHoBaHWe nokasarens CbIMYXXHO-

rOBSIKbUX
npenapaToB

TOBAXBbETO KOMIJTEKCHbIX

npenapaToB

ChIMY>KHOTO
depmeHTa

KYPUHOIO

NerncCuHa MNerncuHa

Obwas MOMOKOCBEPTbIBAOLWLAS
akTMBHOCTb 1 I Npenapara no ceep-
TbIBAHUIO  MONOYHOro  cyberpara,

ycn. ea./r, He MeHee 100000

[lons MonokocBepThIBAOLWEN aK-
TUBHOCTU XMMO3MHA OT ODLWEN MONO-

KOCBEpPTbIBaOLWEWN aKTUBHOCTU, %

He Gonee
80.0 —

He meHee
80,0 — _

[lons MoOnoKocBepThLIBAIOLWEN aK-
TUBHOCTU TOBSKbEro nencuHa orv

obLWen MOMNMOKOCBEPTLIBAOLWEN aK- He meHee

TUBHOCTU, Y%

80,0

[lons MonokocBepThIBAIOLWEN aK-
TUBHOCTU KYPUHOIo NencuHa ot
obLWen MOMNMOKOCBEPTLIBAOLWEN aK-

TUBHOCTU, Y%

He
aonyckaeTca”

He
aornyckaertca”™

100, O

He
aonyckaertca™

He Gonee
50,0

Maccosaa ponsa Bnarn, %, He
bonee 2,0

MaccoBas gonst noBapeHHOU Co-

m, %, He MeHee 80,0

MaccoBas gons HepacTBOPUMOro
octaTtka, %, He bonee 2,0

[lons MonokocBepThIBAOLWEN aK-
TUBHOCTU CBUHOIO NENCUHA

He gonyckaertcsa™

* [lokazaTtenu onpeaensitor Npv BO3HMKHOBEHUU PA3HOImMacum npu oLueHKe KavecTBa npenapara.

5.2 TpeboBaHUA K CbIPbIO

5.2.1 Cblpbe No 6e30NacHOCTA HE AOIMKHO NPEeBLIWATL HOPM, YCTAaHOBMNEHHbLIX HOPMAaTUBHbLIMUM MPaBo-
BbIMU akTamu Poccuinckon ®egepaumn’).

5.2.2 Onanpounssogctea npenapaToB UCNONb3YIOT Chipbe, pa3pelleHHoe K MPUMeHEeHUIo B YCTaHOBIEH-
HOM NnopsaKke:

- CbIYYTU ATHAT, KO3NAT MOJTOYHMNKOB U TenaT BeicylleHHble o [OCT 18302;

- CNN3UCTBLIE 0DONOYKM ChIbyroB KpynHoro poratoro ckotano FOCT 16678;

- Kenyakn XKenesucTtble UbINAAT U KYP 3aMOPOXEHHbIE;

- conb noeapeHHyto nmweByro NoFOCT P 51574 copTa 3KkeTpa;

- kucnoty conany no FOCT 3118;

- KMUCNOTY CONAHYI0 CUHTeTUdeckyto TexHndeckyo no FOCT 857, mapku A;

- Boay nutbeByto no FOCT P 51232 n [3];

- NMULLEBOU FrOBSXKUIA NENCUH;

- MULLEBON KYPUHBIN NENCUH.

5.2.3 HonyckaeTcsa ncnonb3oBaHWe 0Te4YeCTBEeHHOro U UMMOPTHOTO ChIPbA, HEe YCTynaroLero no KayecT-

BEHHbLIM XapaKTepPUCTUKaAM CbIpbio N0 5.2.2 N COOTBETCTBYOWETC No 6€30MacHOCTM HOpMaM, YCTaHOBMNEHHbIM
HOPMaTUBHBIMU NPaBOBbIMK akTamMu Poccuickon Peagepavumn!).

1 . .
) [10 BBeAeHUA COOTBETCTBYIOLWMX HOPMATUBHbLIX NPaBOBbLIX akToB Poccunckon $egepaumm — HopMaTUBHbIMUW 4,0-
KyMmeHTamn doeaeparnbHbiX OpraHoB UCMONHUTENBHOW BNacTu [2].
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5.3 MapkupoBkKa

5.3.1 MapkupoBKa noTpebutTenbLCcKou Tapbl

Ha Kaxkayto eaunHuLy notTpebutenbCcKkon Tapbl HAKNeuBatT, a Npy pacoBaHNM B ABOWHBbIE NAaKeThl BKNAa-
ObIBAOT MeXAy NakeTaMmun 3STUKETKY C 0003HAYEeHNEM:

- HaMMeHOBaHUA U MeCTOoHaxoXaeHusa (ropuandyecknn agpec U, NPy HecoBnageHUn ¢ IpPpUaNYecKUm
agpecoM, agpec Npon3BOACTBa) M3roTOBUTENA U opraHnsaumn B Poccunckon ®egepaunmn, ynomHOMOYEHHOW
N3roTOBUTENEM Ha NPUHATUE NPETEH3UN OT NOTPEDUTENS HA ee TEPPUTOPUN (NPU HANNYUN);

- TOBAPHOro 3HaKa U3roToBUTENS (NMPU HaNUYnKn);

- HauMmeHoBaHUA npenapaTta. PopmMUpoBaHMEe HaUMMeHOBaHUA MnpenapaTta pekoMeHOyeTcsa ocylle-
CTBNATb C YKaszaHMemM abbpeBunaTypbl npenaparta 1 40N MONoKOCBepThIBaoLW e akTUBHOCTU OCHOBHOIO KOM-
MOHEeHTa OT 0DLEeN MONMOKOCBEPThIBAOLWEN aKTUBHOCTU NMpenapaTta: XMMOo3nHa — ANS CblvyXXHOro pepmMeHTa u
CbIYY>XHO-TOBSIKbUX NpenapaToB, KYpUHOro nencruHa — Angd KOMNMeKCHbIX NpenapaTos.

lpumep — lpenapam depMeHMHbIU MOJIOKOC8epmbl8arOWUU XUBOMHO20 MPOUCXOXOeHUs
cyxou «CbIvy)XHbIU hepmeHm CP-85», unu «CbivyXxHO-208skKuU nipenapam CIr-50», unu «Kypu-
Ho-2oesnxul npenapam KI-50»;

- 3Ha4YeHuns obLL e MONMOKOCBEPThIBAOLLEN aKTUBHOCTN;

- cocTaBa npenaparta. KOMNoHeHThl NepeyvyncndaloT B Nopagke yMmeHbLLIeHUa MacCcoBOU 40U UM 40NN
MOJTOKOCBEPThIBAIOLLEN aKTUBHOCTU pepMEeHTHBIX KOMMNOHEHTOR NpenaparTa.

lpumep — [ns1 cbivy)XHO20 hepMeHma: coJib, XUMO3UH, 20851XKUU rNeriCuUH,

- HOMepa napTuu;

- Macchbl HETTO;

- daTbl U3roTOBNEHUA U AaThl YNaKoBbIBAHUSA;

- cpoKa rogHocCTu;

- YCINOBUWU XpaHeHU4;

- cnocoba npuMeHeHUs;

- 0D603Ha4YeHUst HacTodALWero cTaHgapTa.

5.3.2 MapkupoBKa TpaHCNOPTHOU Taphbl

Ha oaHYy 13 TOpLEBLIX CTOPOH AL MKA HAHOCAT 3TUKETKY C 0B03HaYEeHNEM:

- HaMMeHOBaHUA U MeCTOoHaxoXaeHusa (lopuandyecknn agpec U, NpyM HecoBnageHUn ¢ HpPpUaNYeCcKUm
aJpecoM, agpec NpoU3BOACTBA) NM3roTOBUTENA U opraHnusaumm B Poccuimnckon egepauunm, ynonHOMOYEHHOW
N3roTOBUTENEM Ha NPUHATME NPETEH3UN OT NOTPEDbUTENS HA ee TEPPUTOPUN (NPU HANNYUN);

- TOBAPHOro 3HakKa U3roToBUTENSA (MPU HANUYnKn);

- HaMmMeHoOBaHWA NpenaparTa;

- HOMepa napTuu;

- Macchbl HETTO N BPYTTO;

- OAaTbl U3rOTOBNEHUS;

- cpoKa rogHoCTu;

- KONn4ecTBa yNnakoBOYHbLIX e AUHULL;

- YCINOBWUW XpaHEeHUS;

- MaHUNyNAUMoHHOro 3Haka «bepeyb oT conHevHbIx Nyden» noFOCT 14192, Hagnucen «bepeyb 0T BNa-
ru» U «OCTOPOXKHO, anneprexH»;

- 0bo3HaveHnda HacTodLWero ctaHgapTa.

5.4 YnakoBKa

5.4.1 lNpenapartkl gacyoT B MeTannuyeckne dankn anga koHcepsoB no NOCT 5981, metannuyeckune u
KoMBUuHMpoBaHHble BaHkn No FTOCT 12120, notpedbuTensckyto nonmmepHyto tapy — 6anknno FOCT P 51760,
Maccon HeTTo oT 100 oo 1000

[lonyckaeTca ucnonb3oBaTth ANs pacoBaHUA NpenapaToB NakeTbl U3 NONTMMEPHLIX NeHOUYHBIX MaTepua-

NOB, paspelleHHbIX ANS ynakoBbiBaHUA NULLEBLIX NPOAYKTOB, UMY ABOWHBbIE MaKkeTbl U3 NONU3TUNEHOBOW NNEH-
kKnno FOCT 10354. Macca HeTTo ynakoBodHoU eguHULUbLl — oT 100 go 1000 .

5.4.2 baHku BbicTUNawT neprameHToM No [OCT 1341 ununoaneprameHtomno FOCT 1760, unm nonns-
TuneHoBoW nneHkon no FOCT 10354, nnu BKNaabiBaoT NakeT U3 MONTMMEPHbBIX NMNeHOYHBIX MaTepUanoB, KOTO-
pble B BEpXHeW YacTu Nocne 3acbinky npenapara 3arnbdatoT K cepeanHe.

5.4.3 HonyckaeTtca ncnonb3oBaHUe APYrnx ynakoBOUHbIX MaTepuanos, paspelleHHbIX K MPUMeHEeHUIo
ONs1 KOHTaKTa ¢ NULLEBLIMWU NPCAYKTAaMKU, 0becnevynBaoLLInNX COXPaHHOCTL Ka4yecTBa NpenapaTos.

5.4.4 TlakeTbl C NnpenapaTom 3aBopavnBatoT B 0bepTouHyto bymary no FOCT 8273, mapku A, noanepra-
MeHT no FOCT 1760 nnu neprameHT no FOCT 1341, oknensaloT KNeeBoOW NEHTON Ha DyMa)KHOW OCHOBE MO
[[OCT 18251 unn obeasbieatoT wnaratomno FOCT 17308.

6
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5.4.5 baHku unn nakeTbl ¢ NpoayKUMen yknaaslBaoT B AoWAaThle NNOTHLIE SIWLMKA UM Hepa3bopHbIe
ALLNKA U3 NUCTOBLIX ApeBecHbIX Mmatepunanos no OCT 10131, unn gowartble SWWKA A8 KOHCEPBOB MO
[OCT 13358, nunm mHoroobopoTHbIe AaowaThle ALWUKA NI MHOro0DOPOTHbLIE ALMKA U3 APEeBEeCHbIX IMCTOBLIX
maTtepuanoB no FOCT 11354. Awnkn BHYTPU A0MKHBI ObITh BICTNAHLI 00epTouHoU bymaron no FOCT 8273.

5.4.6 [OnsaobecneyeHns NNOTHOCTU NpUneraHUs Mexay 6aHkamm n naketamm rnpoknaabiBanT 00epTou-
Hyto Dymary. He gonyckaeTcsa Hann4vue B siliKax HesanonHeHHOro cbbema, B KOTOPOM MNPU TRAHCNOPTUPOBA-
HAW BO3MOXHO CBODOAHOE NepemMeLleHmne NakeToB nnm DaHok.

Awnkn okaHToBbIBAOT MeTannnyeckon neHton no FOCT 3560.

5.4.7 PaspeluaeTcda ncnonb3oBaHue awmkoB n3 roppuposaHHoro kaptoHano FOCT 13511 nnum awmkos
N3 TApPHOro NNOcKoro ckrneeHHoro KaptoHa no NOCT 13515, BEICTNAHHBIX BHYTPU 0bepToOYHOU Bymaron no
[[OCT 8273 1 3akneeHHbIX KneeBou NeHTon Ha bymaxkHon ocHoBe no OCT 18251 nnu nonnaTUNeHOoBON NeH-
Ton ¢ nunkkum cnoem no [OCT 20477 .

5.4.8 lNpeaensigonyckaemMblX oTpULATENbHBIX OTKIIOHEHU MACChl HETTO OT HOMUHAINBHOU MaCcChIHETTO
N TpedboBaHUA K NapTn dpacoBaHHbIX NpenapaTtoB — B cooTBeTCTBUM cTOCT 8.579.

5.4.9 B awunkn c npenapaTtoM ACIKHbI ObITb BMOXEHbI MEPHbLIE LUTAMMOBaHHbIE NOXeukn (1 noxeudka Ha
10 ynakoBOYHbIX €AMHWL,), NpeaHasHavYeHHble NSt OTMEPUBAHNA NpenapaTta Mmaccon He bonee 2,5 1. MepHyto
NOXeuKy U3roTaBnMBaloT U3 NONMMMEPHLIX MaTepuanoB, paspelleHHBIX K MPUMEeHeHUIo ANa KoHTaKTa ¢ nuLle-
BbIMU NPOAYKTaMW.

5.4.10 MaccaHeTTOnNpenapaToBBNOTPEOUTENLCKON Tape B 0AHOM SILLUMKE He AoMMKHa npeBbliwaTb 20 Kr.

6 TpeboBaHuA, obecneynBarowme 6e30NacCHOCTbL

6.1 CopgepxaHue TOKCUYHLIX 3NTIeMEeHTOB B Npenapartax He A0JHKHO nNpeBbllaTbe HOPM, YCTaHOBMNEHHbIX
HOpPMaTWUBHbLIMW NMpaBoBbIMU akTamMun Poccuiickon ®egepaummn’),

6.2 Mukpobuonornyeckme nokasarenunpenapaToB He A0MKHbI MPEBbILATL HOPM, YCTAHOBEHHbLIX HOP-
MaTUBHbIMU NpaBoBbIMK akTamu Poccuiickon epepaviumn’).

6.3 [lpenapaTbl MOryT BbI3bIBaTb annepruiyeckme peakuum, NO3TOMY NPU U3roTOBNEHUN U UCMNOb30Ba-
HUAW NX HeobXoaMMO U3beraTh NonagaHns B rnasa u gblxaterbHble MyTy.

6.4 B cny4yae nonagaHusa npenaparta Ha CNUM3UCTYHO 0DOMOYKY rMas n gblXxaTenbHbIX NyTen HeObXoAUMO
NPOMBLITE IMasa U NpPoenonockaTtbk ropne BOACU UMK PacTBOPOM MUTLEBOU COAbl MAaCcCOBOW KOHLEeHTpauuen
50 r/gm3.

6.5 HaBcex TeXHONorm4yecknx ctagmax npu NnpoU3BOACTBE NpenapaToB crieayeT UCNoNb3oBaTh 3 ekK-
TUBHYIO NPUTOYHO-BLITSXKHYHO BEHTUNSALUIO.

7 TlpaBuna npueMKn

7.1 TNpenapaTbl NPUHAMAIOT NAPTUAMMN.

[TapTuen cuuTaloT Nnpenapart oAHOro HaMMeHoOBaHUA, B 0AHOPOAHOU yNakoBKe, C 0AUHAKOBLIMU NOKa3a-
TenaMun KavyecTBa 1 6e30nacHOCTU, NPOoN3BEeAEeHHbIV HAa OAHOM NPeaAnpPUATUN-U3roTOBUTENE, OOAHOM TEXHOMO-
rmyeckom obopyaoBaHUM, B TedyeHue OAHOro TEXHOMNOrM4Yeckoro uukna, oaHon AaTbl U3rOTOBMEHUSA W
0(POPMNEHHBLIN OOHUM COMPOBOAUTENbHBLIM AOKYMEHTOM, YAOCTOBEPSALWMM KavyecTBO U De30nacHoCTb
npoaYKLUN.

/.2 [NOKyMeHT, yaOCTOBEPSOLNNA KAYECTBO M Be30nacHOCTb NPOoAYKLUWK, AOKEH coaepXKaTb cneayo-
LLIYO UHJpOpMaLUIO:

- HOMep 1 aaTy ero Bblgaudu;

- HanMmMeHoBaHWe npenapara;

- HauMeHOBaHUe N MecTOoHaxoXaeHue (ropugnyvecknn agpec 1, Npu HecosnageHUn ¢ KpPpUANYeCcKUM
agpecoMm, agpec NponU3BOACTBa) M3roTOBUTENA U opraHunsaumm B Poccunckon @egepaunm, ynonHOMOYEHHOW
N3roTOBUTENEM Ha NPUHATME NMPETEH3UN OT NOTPEDUTENS HA ee TEPPUTOPUN (NPU HANNYNN);

- TOBapPHbIN 3HAK M3roToBUTENA (NPU HANTUYUN);

- HOMEp NapTun;

- OaTy OTrPy3KWu;

- Maccy HeTToO, Kr;

- KONUYECTBO YNaKOBOYHbLIX e QUHUL,

1 . .
) [10 BBeAeHUA COOTBETCTBYIOLWMX HOPMATUBHbLIX NPaBOBbLIX akToB Poccunckon $egepaumm — HopMaTUBHbIMUW 4,0-
KyMmeHTamn doeaeparnbHbiX OpraHoB UCMONHUTENBHOW BNacTu [2].
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- JaTy U3roTOBNEHUS;

- CPOKToQHOCTU;

- YCINOBUSI XpaHEHUS;

- NoATBeEPXKAEHME COOTBETCTBUSA KavecTBa M Be30nacHOCTU NapTu TpedoBaHUAM HACTOSILLIEro CTaH-
AapTta;

- 0bo3Ha4veHue HacToALWero cTaHaapTa.

7.3 [ns npoBepKkn NpenapaTtoB Ha COOTBETCTBUE TPEeDOBaHUAM HACTOSALWEro ctTaHaapTa Ha npeanpus-
TUN-UITOTOBUTENE NPOBOAAT crneaytolme Buabl UCNbiTaHUA;

- NpUemMo-caaToUvHbIE UCMbITAHUS;

- nepuogndeckmne NCnbiTaHUS.

7.4 Tpuemo-caaToYvHble UCMBITAHUA Ha COOTBETCTBME TPpebOBaHUAM HACTOALLEero ctTaHgapTa npoBoasiT
METOA0M BbIDOPOYHOIro KOHTPOMNS ANS KAaXKAoU napTUM npenapaTa no Ka4ecTBY YNakoBKU, NPaBUTIbHOCTU HAHe-
CEHUA MapPKUPOBKK, MacChl MPOAYKTa, opraHonenTU4ecknm n PUsnko-XMMmnMYecKkMm nokasaTensim.

7.5 ObbeM BbIDOPKK OT NAapTUKN coCcTaBNsAeT 5 % eanHUL, TpaHCNOPTHOM Tapsl. [1pn HaNKU4YKMKX B NapTUA
meHee 20 egnHUL, 0TOMPatoT OQHY eANHNLLY.

BbIOOpKY NoTpebuTenbCckon Tapbl OCYLECTBISAT METOAO0M criydanHoro otoopa. lpn 3ToM OT Kaxaou
BKMIOUYEHHOW B BbIOOPKY eAnHULbLI TpAHCNOPTHOU Tapbkl oToupaT 1 % notpebutenbckon Tapbl (HO He MeHee
Tpex).

7.6 lNpnnony4yeHMM HeyaOBNETBOPUTENbHBIX PE3YNbTAaTOB aHannsaxoTd 0bl N0 0AHOMY U3 NMoKasaTeneu
NPOBOAST NOBTOPHbIE UCMBITAHUA YABOEHHOIO 0ObemMa BbIDOPKN, B3ATOU U3 TOM XKe NapTUM NpenaparTa.

PesynbTaTbl NOBTOPHbLIX aHANM30B ABMAOTCH OKOHYaTENbHBIMU N paACNpPOCTPAaHATCA Ha BCHO NapTUILO.

7.7 Tlepuognyeckme UcnbiTaHUA NPOBOAAT NO NoKasaTtensam 6e3onacHOCTU (coaepXaHne TOKCUYHBIX
9NeMeHTOB, MUKpODbMonorMyeckme nokasatenn) B COOTBETCTBUNU C NPOrpamMmmMon NpoU3BOACTBEHHOIO KOHTPO-
ns, paspaboTtaHHOW NpeanpuaTUEM-U3roTOBUTENNEM U COrMacoBaHHOW C YMONTHOMOYEHHBIM OpPraHoM B
YCTAHOBNEHHOM NOPSAAKE.

8 MeToAbl KOHTpPONSA

8.1 OTbop npod

8.1.1 llocne ocMoTpa LeNOCTHOCTU YNAaKOBKN €e BCKPbIBAKOT, COAEPXKMMOE TWAaTENbLHO NepeMellnBa-
loT. VI3 Kaxkaon eanHMLBI NOTPeBUTENbCKON Tapbl OTOUPAOT U3 pasHbIX MECT MITHOBEHHbLIE NPObLI NpenaparTa.
MrHoBeHHbIe NPobbl 0OBLEANHAT, NEPEMELLNBAIOT, MOMELLLAOT B CTEPUIMBbHYHO EMKOCTb C NMOTHO 3aKpblBato-
LLIeNCA KPbILLKOW 1 MCNONb3YIOT ANA NpoBeAeHUs OLLeHKM KavyecTBa npenaparta.

Macca cymmapHon npobbl — okono 100 .

8.1.2 CymmapHyto npoby AenaT Ha ABe paBHbIE YaCTU, KaXKAYHo N3 KOTOPLIX MOMELLatoT B CYXYH, YACTVIO,
repMeTUYHYIo Tapy, CHabXatoT UX 3TUKETKaAMM C yKasaHUEeM HaUMEHOBaHUA NPeanpUATUS-M3roTOBUTENS, Haun-
MEHOBaHUS NpenapaTa, HoMepa napTun, gaTbl U3roTOBNEHUSA, CPOKa roAHOCTU, Macchl Npobbl, AaThl M NOAMUCA
nuua, otobpasLuero npobdy, 06o3HavYeHUa HacTosILLEro cTaHaapTa.

8.1.3 OaHy vYacTb ynakoBaHHOM CyMMapHOW Npobbl ¢ NPOTOKONMOM 0TOOpa npobbl HAaNpaBnAoT B Nabo-
paTopuUio ANg NPoBeAeHUA aHanunsa, Apyryro NNoMonpyroT U XpaHAaT Ha crnyYain BO3HUKHOBEHUS pasHornacum
npu onpeaeneHnn KavecTBa npenapara.

8.2 KoHTponb Ka4yecTBa yNnakoBKU U NpaBUNbHOCTU MapKUPOBKMU

KOHTpOnb KavecTBa ynakoBKM U NPaBMIbHOCTU MAapPKUPOBKM NPOBOASAT BHELUHUM OCMOTPROM KaXkJoW eu-
HULLbI NOTPEDUTENLCKON Taphbl, NoNaBsLLen B BLIDOPKY.

8.3 OnpeaeneHne macchl npenapata — no[OCT 3622.

8.4 OnpepneneHue BHeLUHero suga u 3anaxa

8.4.1 CpencrBa uamepeHuin

Beckl nadbopatopHbie no NOCT 24104, cpeaHero Knacca TO4YHOCTWU, C Npeaernom AonyckaemMomn abcontoT-
HOW NOrpPeLIHOCT OQHOKPAaTHOro B3BellmMBaHna He bonee £0,1T.

Linatens.

[lonyckaeTca npuMeHeHne Apyrmx cpeacTs USMEPEHNI, He YCTyNaroLWKMX NO METPONOrMYECKUM XapaKTe-
DUCTUKAM NepeYnNCrieHHbIM BhiLLe.

8.4.2 lpoBeaeHUe UCNbITAHUA

8.4.2.1 OtoupatoT 10 r npenaparta, KOTOPbIE NOMELLAIOT Ha rMaaKyro YNCTYIO NOBEPXHOCTL NMCTa Denon
bymaru, 3atem pacnpegensitot npenapart wnartenem cnoem okono 0,5 cm 1 cnerka HagasnmearoT APYIMM JUC-
TOM Bymarv unu wnatenem.

OnpegeneHne BHELWHEro Bnaa NoaroToBNEHHOrO TakumM obpasom npenaparta npoBOAsiT BU3yallbHO NMpu
OHEeBHOM CBeTe.
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8.4.2.2 OnpeaeneHune 3anaxa npoBOAAT OpraHoNenTU4YeCcKn NpU OCTOPOXKHOM NepemMelliMBaHN LLINaTe-
nem npobel NnpenapaTta (cM. 8.4.2.1), paccbinaHHOro Ha NUcTe dymaru.

8.5 OnpepeneHue odLWen MONMOKOCBEPTLIBaKLEUN aKTUBHOCTU UCNBLITYEMOTO Npenaparta

8.5.1 CywHoCTbL MeTOAa

MeToa OCHOBaH Ha M3MepPEHNN NPOACITKNTENBHOCTM CBEPTLIBAHUSA MONOYHOTO cybcTpaTa UCTIbITYEMBIM
npenapaTtomMm U KOHTPOJIbHBEIM ODpPasLOM ChIYY)KHOTO oepMeHTa U pacyeTe obLle MONOKOCBEPThIBAKOLEN
aKTUBHOCTUW UCNLITYEMOro npenaparTa no yctaHoBNEeHHOW obLe MONMOKOCBEPThIBAOLWEN aKTUBHOCTU KOHT-
PONbHOrO 0Bbpasua ChlvyXHOro hepMeHTa.

8.5.2 Cpeacrtea nsmepeHuUa u peakTuBbl

Beckl nabopatopHble no FOCT 24104 cpegHero kKnacca TOMHOCTUM € Npegenom gonyckaemomn abcontoT-
HOW NOrpellHoCTU ogHoKpaTHoro B3sewmsaHnda £0,0002r.

YnbTpatepmMmoctar € TepMoperynatopom, obecneymBaroliMid  nogaepXaHue  temMnepartypsbl
(35,0 £0,5) °C.

[TnuTka anekTpudeckaa no OCT 14919, c 3akpbITOU cnUpanbsto U PerynaTopoM Harpeea.

XonoauneHUK anekTpudeckmn éoiTtoBon no FOCT 26678.

Namna HacTtoneHasa no FOCT 2239.

CekyHaOoMep MexaHU4eCKUN.

TepMoMeTp XNAKoCTHbIN cTeKnAHHbIM No [ OCT 28498, ¢ ananasoHom namepeHund ot 0 °C go 100 °C n
npegenom gonyckaemoun norpewHoctn =1 °C.

Konobl MmepHble 2-100(500, 1000)-2no FTOCT 1770.

Konobl [1-2-250-34 no TOCT 25336.

CTakaHbl nabopaTtopHble cteknaHHble B-1-50(100, 600, 1000) TC; H-2-50(100, 600, 1000) TXC no
[OCT 25336.

CTakaH4unkn ans s3sewmsanma CB-19/19(24/10, 34/12) no TOCT 25336.

[MuneTtkn 1-2-2-1(5,10) no FOCT 29227.

LinnnHapbl 3-50-2, 1-100-2, 1-500-2, 1-1000-2 no FOCT 1770.

BopoHku B-25-38 XC, B-100-150 XC no [OCT 25336.

[Tanoukmn nabopaTtopHble onnaBneHHble cTekNaHHble ANMHON (10 1)1 (21+1)cm, anametpom (5+1) Mm.

Noxedyka nnacTmaccoBas.

LinaTenb meTannmMiyeckmnmn yskmn.

Boaa auctunnupoBaHHasa no [OCT 6709.

KOHTpONbHbIA 0bpaseLl, ChluyXHOro fpepmMeHTa B COOTBETCTBUN C NMPUNOXKEHUEM A.

CybcTpaT MOMOYHBIN.

[lonyckaeTca npumMeHeHne apyriux cpeactB M3MepeHnn, peakTUBOB, NO Ka4YeCTBY U METPONTIOrMYeCKUM
XapakTepucTnkam He yCcTynarLmnx nepevncieHHbIM BhiLle.

8.5.3 lNoAarotoBKa K BbINOSIHEHUIO USMEPEHUN

8.5.3.1 lNpurotoBneHne kMna4eHoOM ANCTUNTTMPOBAHHOW BOALI

OunctunnupoBaHHyo Boay KUNATAT He MeHee 20 MUH ¢ LUenbio yaganeHua gauokecuaa yrnepoaa.

[onyckaeTca xpaHeHWe BoAbl B Nocyae ¢ NpobKon 1 Xnop-kanbumeson Tpyobkon B TedeHue He bonee
10 CcyT NpY KOMHaTHOW TeMneparType.

8.5.3.2 lNpurotoBneHne pacteopa MONOYHOro cyoctparta

Oxono 100 r mono4Horo cybctpaTta HebonbLLIMMU NOPLUAMKM BHOCAT B CTakaH BMECTUMOCTbIO 1 AM® C
750 cm® Boabl TemnepaTtypoit (35+1) °C npun HenpepbIBHOM NepemMe LLMBaH NN CTEKITAHHON NanoYKon 0 NOSTHO-
ro CMavMBaHUsl MONOYHOro cybcTparTa.

[1pumeyaHun e — ToyHas HABECKA yKaszaHa B AOKYMEHTE, YAOCTOBEPAIOLLLEM KAYECTBO M 6H&30NacHOCTb UCTONb-
3yemMoun NapTum MONOYHOIo cybecTpaTa, U Ha 3TUKETKE NakeTa ¢ MONOYHbIM cybcTpaTom.

Uepes 10—15 MMH HepacCTBOPUBLLNECS KOMOYKMA MOOYHOIO cybCcTpaTa pacTupatroT No CTEHKAM CTaKaHa
NIacTMacCOBOW NOXEYKON A0 NOMHOTo UX pactBopeHus. INonyyeHHyYo cMecb NePEHOCAT B MEPHYHO KOMby ¢
npuTepTon Npobkon BMecTuMocTbio 1 Am3. CTakaH, CTEKNAHHYO Nano4ky 1 NoXedyky obmbiBatoT TpMXKAbl MO
40—50 cm? Bogbl. CMbIBbI 00 AMHAIT C COAEePXXNMbIM MepHoK kKonodbl. Konby 3akpbiBaoT NpUTEpTON Npob-
KOW, coaepXMmMoe TlaTenbHO nepemellunBaloT U oxnaxaarT go temnepatypbl (16 £ 1) °C noa ctpyen NnpoTou-
HOW BoAdbl. B cnyyae HEBO3MOXHOCTWU OXNa)XOeHUS NPOTOYHOM BOAOW KOMOY C MOMOYHBIM CybCcTpaTom
MOMELL AT B MOPO3UNbHYO KamMepy U vYepes Kaxable 10—15 MUH coaepXnumoe Konodbl nepeMelinBaoT Ao
OOCTUXKEHUA yKasaHHOU Bbille TemMmnepaTypbl.

B kondy 0obaBnatoT pacTBOP XNTOPUCTOrO KanbLKUa U3 KOMNNeKTa MonoYvHoro cyocTtpata. Obbem pacTBo-
pacybcTpaTa aoBoAAT BOAOW A0 METKN. PacTBop cybcTpaTanepemMellMBatoT U BblAEPKNBAKOT B XONOAUTbHUKE
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npn temnepartype (5 1) °C B TeveHne 19—20 4. [Nony4eHHbIN TakMmMm 0Opa3oM pacTBOP MOJNOYHOro cybecTpaTa
MCMONb3YIOT B TEYEHNE CYTOK.

PacTBOp XNTOPUCTOro KanbLUA NOCTABASIIOT C Ka)Xa0M napTuen MonovHoro cyocrtpara. KonnyiecTtBo Xno-
PUCTOro KanbUusi, 4obaBNsieMoe B pacTBOP MOJTIOYHOIo cydcTpaTa, yKasblBaloT B MHCTPYKLWW MO NPUroTOBNE-
HUO MOJoYHOro cybcrparta. lNepen aobaBneHMemM pacTBopa XMNOPUCTOre KarnbUuMsi B pacTBOP MOJIOYHOMo
cybcTpaTta HeobXxoaMMO MUNETKY C BHELWIHEN CTOPOHBLI OCBODOXAAaTb OT Kanenek XMopUCToro KanbLuS
punbTPOBanbHON BymMaromn.

8.5.3.3 lNpurotoBneHune pacTBopa KOHTPOSbHOro obpasua chlvyXXHOro dpepmMeHTa

Copepxumoe cnakoHa ¢ KOHTPONbHbIM 0Opa3L/OM ChIYY>XHOTo hepMeHTa OCTOPOXXHO BbIChINAKOT B CTa-
KaH4YMK BMecTMMOoCTbio 50 cM®, He gonyckas pacnblieHus, 3akpbiBatoT NPUTEPTON NPOBKON 1 TLaTeNbHO Nepe-
MEeLLNBAaIOT, NepeBopavmBas cTakaH4YnK c 00pa3LLOoM HECKOMNBbKO pas B BEPTUKaIbHOM HanpasfieHn. CTakaH4mK
OCTaBMNAT B MOKoe Ha 1—2 MUH. 3aTeM CTakaH4YMK OTKPbIBAIOT U €ro coaepKMMOoe OCTOPOXHO NepemMeLlnBatoT
LInaTenemM KpyrosbiMn ABMKEHUAMM MO YaCOBOW CTPENKe N NPOTUB A0 04HOPOAHOI0 COCTOSAHUS.

HaBecKy KOHTpoIIbHOro obpasLa Cblvy>XKHOro doepmMeHTa m,, 0TObpPaHHYo U3 CTakaH4YnKa B COOTBETCTBUM
C YCTAHOBMNEHHOMN B CBMAETENBLCTBE HAa KOHTPOMNbHLIN 0bpasel, Maccon 1 B3BELUEHHYIO B CTaKaHe BMECTUMOC-
Tbto 50 cm3, pacTBopsatoT B HebonbLuom obbeme 10—15 cm® Boabl TemnepaTtypoi 35 °C, KonM4ecTBEHHO nepe-
HOCAT, NONb3YSICb CTEKMAHHON Nano4Ykon, B MepHyto Konbdy BMmecTuMocTbio 100 cMm3 co BCTaBMEHHOW B Hee
BOPOHKON. CTakaHYMK U CTEKMAHHYIO NanoYky TwaTtenbHo obmbiBatoT no 10—15 cm? Boabl Temnepatypoin 35 °C
He MeHee Tpex pas, CMbIBbl 00beguHSAT ¢ pacTBopoM. Konbdy 3akpbiBatoT NPOOKOU, BCTPAXMBAKOT HECKObKO
pas angd nepemMellnBaHnUda pacTBopa pepMeHTa U CTaBAT B ynbTpaTepMocTaT Temnepatypon (35,0 +£0,5) °C Ha
10 MUH. Hepe3 4—5 MUH KONOY BEIHMMALIOT U3 yNibTpaTepMOCcTaTa, CoOAepXXKMMoe KoNbbl nepeMeLlnBatoT, BCTPS-
XMBAas ee HECKOMbLKO pa3 U CHOoBa noMewlatoT B ynbTpaTtepmocTart. 1o nctevyeHnm 10 MmH Kondy ¢ pacTBOPOM
KOHTPOMBHOro cbpasua Chluy>XHOro pepmMeHTa BeIHMMAKT U3 TepMOCcTaTa 1 oxna)gatoT Nod cTpyen NpoTou-
HOW BOAbI B TedeHMe He meHee 10 MUH, NpK 3TOM TeMnepaTypy pacteopa yctaHaBnuearoT pasHou (20 £1) °C.
[Tony4YeHHBIN pacTBOP KOHTPOMBHOro obpasua CblivyKHOro dpepmMeHTa A0BOAAT A0 METKM BOAOKW, 3aTEM Nnepe-
NNBAOT B MNSIOCKOOHHYHO KONBY BMECTUMOCTbIO 250 cMm?® 1 TLaTenbHOo nepemMeLlnBatoT.

8.5.3.4 [lpuroToBneHue pacTeopa UCMLITYeMOro npenapara
OTtBewmBatoT B ctakaH 1,000 r ucneltyemoro npenapara. [Janee noctynarT cornacHo 8.5.3.3.
8.5.4 [lpoBeaeHne UaMepeHUn

8.5.4.1 N3mepeHne NpoaomKNTENbHOCTN CBEepPTbIBaHUA MOMOYHOro cybcTparta, NpUroTOBNEHHOro Mo
8.5.3.2, pacTBOpamMu KOHTpOSIbHOro obpa3sua cblvykHoro cepmerTa no 8.5.3.3 n ucnbiTyeMoro npenapara npo-
BOAAT B ABYX NapannenbHbIX onpeaeneHunsx.

8.5.4.2 BpBacTakaHaBmMecTUMOCTbo 100 cm? ¢ noMeLeHHbIMN B HUX CTEKNAHHBIMU NaniovKamMmn BHOCAT
no 50 cm? pacTBopa MofiodHoro cybcTtpaTta, npurotoBnenHoro no 8.5.3.2. CtakaHbl NoMeLatoT B ybTpaTep-
MocTaTt TeMmnepaTtypon (35,0 £0,5) °C n ocTtaBnatoT B ynbTpaTtepmocTaTte Ha 10—15 MmuH. I'pn 3TOM ypOBEHb
BOAbl B DaHe TepMocTaTa He A0KeH ObITb HUXKE YPOBHA MONOYHOMO cydCcTpaTa B CTakaHax.

8.5.4.3 B aBacTakaHa c pacTBOPOM MOMTOYHOMO cybcTpaTa, HaXoasdLWMXCs B ynbTpaTepMocTaTe, BHOCAT
no 0,5 cm? pacTBopa KOHTpOSIbHOro obpasLua cbivyXHoro doepmeHTa, npurotoBneHHoro no 8.5.3.3. OgHoepe-
MEHHO C Ha4Yanom BHECEHUSA pacTBOPa KOHTPOMNLHOro obpasla Cblvy)XKHOro fpepmMeHTa BKMHoYatoT CEKYHOOMED.
CoaepXMmMmoe CTakaHoB TWaTeNbHO NepeMeLllnBatloT CTEKNAHHBIMU Nano4YkamMmm B TeveHme 3—5 C.

[Mocne nepemelInBaHNA NepUoOANYECKN C MUHTEPBANOM B 1—2 € CTEKITAHHOW NMasfio4YKon 0CTOPOXHO HAHO-
CAT pacTBOP MONOYHOro cybecTpaTa Ha cTeHKN cTakaHa. HabntoaatoT 3a nossBneHmMeM xnonses. [Npu nosasneHmn
XJTOMNbEB B CTEKAaIOLEM CIloe pacTBopa MONoYHoro cybctpaTta dnkcnpyotT BpemMs Ux obpasoBaHus.

[poaAOIKNTENBHOCTL CBEPThIBAHUSI MOMOYHOro cybecTpara OTCYMThIBAOT C MOMEHTa BHECEHUA PacTBO-
pa KOHTPONbHOro obpasLa Cblvy)XHOro hepmMmeHTa 40 MOMeHTa NOSIBNIEHUS XI10MbEB.

3a oKoHYaTenbHbIN pe3ynbTaT U3MepPeHUa NPUHUMatT cpeaHeapudmMeTdecKkoe ABYX napannenbHbiX
onpeaeneHni, AonyckaemMmoe pacxoxaeHne mexay KoTopbiMU He JOSTKHO NpeBbilaTh 6 ¢. B npoTnBHOM cnyyae
aHann3 NOBTOPSOT.

8.5.4.4 3mepeHue nNpoacitKNTENbHOCTN CBEPThLIBAHUA pacTBopa MOJMOYHOro cybcTtpaTta pacTBOpPOM
MCNBITYEMOro npenaparta npoBoaaAT aHanormyHo 8.5.4.21n8.54.3.

[lonyckaemoe pacxoxgeHue mexay napannefibHbIMU N3MepeHns M1 NPoaCIKAUTENTbHOCTU CBEPThIBA-
HNUA MonoYHoro cyocTtpata — 10 c.

Ecnn 3Ha4YyeHUsa NpoaoKUTENbHOCTU CBEPThIBAHUS MONOYHOro cybcTtparta (cMm. 8.5.4.2) pacTBopamu
ncneiTyemoro npenaparta (M. 8.5.4.4) U KOHTPONbHOro obpasLa cblvyXHOro goepmeHTa (cM. 8.5.4.3) pasnuua-
loTca bonee YeMm Ha 40 ¢, TO CKOPPEKTUPOBaHHYIO Maccy HaBECKU UCMbITYEMOro npenapaTa m,, I, paccynTbiBa-
10T NO popmyne
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£
m3—m2 (0 (1)

.

rae m, — Macca HavallbHOW HaBeCcKU UCTbITyeMoro npenapara, T;
t, — NpoAoITXNTENbHOCTb CBEPThIBAHNSA MONOYHOro CybcTpaTa pacTBOPOM UCMbITYEMOro npenaparta C
HaBeckon m,, C;
{, — NpoAoITKNTENbHOCTb CBEPTbIBAHUA MONOYHOro cybcTpaTa pacTBOPOM KOHTPOJTIbHOrO obpasLa Cbl-
YY>XKHOIo pepMeHTa, C.
[anee npoBoAAT U3MepeHue npoaoKUTENTbHOCTU CBEPThIBAHUA MOMOYHOro cybcTparta pacTBOPOM
NCMbITYEMOro npenaparta ¢ YTO4YHEHHOW MacCOW HABECKM.
8.5.5 O6paboTKa pe3ynbTaToB USMEPEHUIA
ObLWyo MOMOKOCBEPThIBAOLLYO aKTUBHOCTb UCMbITYEMOro npenapartaA,, Bycn. ea./r, paccunTbiBaoT Mo

dopmyne

m.t, A
A, = 172712 (2)
mjts

rae m, — Macca HaBeCKU KOHTPOJIbHOro obpasta Cbl4y>KHOro oepMeHTa, T;
{, — NPOJOIMKUTENbHOCTL CBEPThIBaHNA MONOYHOro CybCcTpaTa pacTBOPOM KOHTPO/IbHOrO obpasLia Cbli-
YY>XKHOIro pepMeHTa, C;
A, — obLlaa MmonokoceepThiBaloLLasd akTUBHOCTb KOHTPONbHOIo obpasua Ccblvy)KHOro pepmMeHTa, yKasaH-
Had B CBUAETENbCTBE, yCI. ea./r;
m, — Macca CKOppeKTUPOoBaHHOW HaBECKM UCMbITYeMOoro npenaparTa, T;
t, — NPOAOIMKUTENBHOCTb CBEPThIBAHNA MOJTOYHOTO cybCcTpaTa pacTBOPOM UCTLITYEMOro npenapara, C.
3a oKoH4YaTerbHbIA Ppe3ybTaT U3MepeHn obLLIE MONOKOCBEPTHIBAOLLIEN aKTUBHOCTW Npenapara npu-
HUMalOT cpedHeapudpmMeTUHecKoe ABYX NapannenbHbiX onpegeneHui A,., 1 A, ., BbINOMHEHHbIX B YCNOBUAX
MOBTOPAEMOCTU, ECITN BbINMOMHAETCH YCNOBUE MPUEMITEMOCTMU: | |

A — Aol <1, (3)

roe r— npenen noBTopsAeMoCcTU ANs YpoBHSA BeposaATHOCTU P = 0,95, npuBeaeHHbIN B Tabnuue 3.

ADCOMNTHOE 3HaYeHne pasHOCTU MexXay pesynbTaTtaMu ABYX UsMepeHUn A,., 1 A, .., BbIMONHEHHbIX B
YCNOBUAX BOCNPOU3IBOANMOCTU, HE AOIMKHO NpeBLIWAaTh npeaena BOCNPoOU3IBOANMOCT ANSl YPOBHS BEPOAT-
HocTU P =0,95:

Atz — Agal <R, (4)
rae R — npeaen BocnponsBoaMMOocCT, NpUBEAEHHbIN B Tabnnue 3.

Tadbnwuwua 3

Mpeger Mpener [TokaszaTtenb TO‘-IHOCTI{IJ
[nanasoH (rpaHuLbl abCONTHOU
HanmeHoBaHWe nokasarens § NOBTOPAEMOCTU I, | BOCNPOU3IBOAUMOCTU R, LA
namepeHui P=0OE n=9o b=0os NOrPeLLHOCTM) £ A,
S - P =0,95
Obwass MONOKOCBEPTbLIBALO-
LA aKTUBHOCTb, TbICAY yCIl. e4./T Ot 70 oo 160 10,0 39.8 28,3

8.5.6 KOHTponb cTaOUNBLHOCTU pe3yNbTaTOB UIMEPEHUN

KOHTpOMNb KayecTBa pe3ynbTaToB U3MepeHU B NabopaTtopun npun peannsaunm MeToankn OCyLLLECTBS-
T No TOCT P NCO 5725-6, ncnonb3ysd MeToa KOHTpOoNS cTabunbHOCTU cpeaHeKkBagpaTUYeCcKoro (CtaHaapT-
Horo) oTknoHeHUa nosTopaemMmoct no FNOCT P NCO 5725-6 (nyHKT 6.2.2). INpoBepKy cTabUNBLHOCTU OCYLLe-
CTBNSAIOT C NpUMeHeHneM KOHTponbHbIX KapT lWyxapTa.

[TepnoANYHOCTb KOHTPONS CTabUNBHOCTU PEe3yNbTaTOB U3MEPEHUN pernameHTUpyoT B PYKOBOACTBE NO
Ka4yecTBY NnabopaTopuu.

8.6 OnpeneneHne 4oNU MONOKOCBEPTLIBaKLLEN aKTUBHOCTU XMMO3UHa OT OOLLIEN MOTTOKOCBEP-
TbhiBaKLWeUn akTUBHOCTU Npenapata AnAa KOHTPONA CbIUY)XXHOIo (hepMeHTa U CbIMYXXHO-TOBAXbUX Npena-
paToB

8.6.1 CywHocTbL MeTOoA4a

MeToa OCHOBAH Ha M3MEPEHUN NPOACIIKNTENBHOCTU CBEPTHIBAHMS MONOYHOTO cybcTpaTa npenapaTamMmu
KOHTPOSMBHBIX 00 PAa3L OB ChIYY>XHOMO pepMeHTa UTOBSKbEro NencuHa MNCNbITYEMbIM NpenapaTom rnpm pasHblX
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3Ha4YeHnax pH 1 pacyeTe 40NN MONMOKOCBEPThIBAKOLWEN aKTUBHOCTU XMMO3KMHA OT 00LLEeN MOJIOKOCBEPThIBAO-
LLlen aKTUBHOCTU UCNBLITYEMOro nNpenapara.

8.6.2 CpeacrBa NaMepeHUsa n peakTuBbI

AHanunsaTop Xuakoctu noteHumomeTpudeckmn no FOCT 27987 c norpewHocTbio £ 0,02 eq. pH.

Beckl nabopaTtopHbie no FOCT 24104 cpeaHero knacca TOMHOCTU ¢ Npeaenom AonyckaemMomn abcontoT-
HOW NorpeLHoCcTn oaHoKpaTHoro B3eewinsaHmnda £0,0002T.

YnbTpaTtepmMmocTarT, obecnevnBaomn nogaepxxatHme temnepatypbl (35,0 +1,0) °C.

[TnnTKa anekTpudveckas ¢ perynatopom MmowHoctn Harpesa no FOCT 14919,

XonoannbHuk beiToBon anektpudecknn no FOCT 26678.

Yackl MexaHundeckne ¢ curHanbHbIM ycTponctBoM o [OCT 3145.

CekyHaomep.

TepMoMeTp XUAKOCTHBIA cTeknaHHbIM No OCT 28498 ¢ ananasoHom o1 0 °C go 100 °C 1 npegenom
aonyckaemou norpewHoctn =1 °C.

BopoHkn B-25-38 XC, B-100-150 XC no NOCT 25336.

Konbel MmepHble 1(2)- (100, 1000)-1(2)no FOCT 1770.

[Tunetkn 1-1, 2-1(1, 5, 10) no TOCT 29227

CtakaHbl B-1(50, 100) TXC no F'OCT 25336.

CtakaHuunkm ansa B3pewnsaHus CH-(34/12,45/13,60/14) no TOCT 25336.

LUunuHapel 1-(100, 1000) no FTOCT 1770.

[1ano4ku cTeknaHHble, LWWNaTenu Mmetaninyeckme Unun nnactmMaccoBble.

Boaa auctunnuposaHHaa no [ OCT 6709.

KucnotacongaHaa no [ OCT 3118, x.u.

KOHTpPONbHbIM 0bpa3sel, Cblvy>XHOro depMeHTa B COOTBETCTBUU C NPUNOXKEHNEM B.

KOHTPOMNBHLIN 0bpaseL, roBAXXbero NencnuHa B COOTBETCTBUM C NPUNOXKEHUEM b.

CybcTpaT MONOYHbIN.

[lonyckaeTtca npumeHeHWe gpyrux cpeacTs U3MepeHUn, peakTUBOB, N0 KA4eCTBY U METPOJIOrMYeCcKUm
XapakTepucTmkam He ycTynarLwmx nepeymncrieHHbIM BhiLle.

8.6.3 [loaroToBKa K NpoBeAeHUIO USMEPEHUN

8.6.3.1 lloagroToBKa KMNsi4eHon AUCTUNNMpoBaHHOM BOALI

[logroToBKa BoAbl — Mo 8.5.3.1.

8.6.3.2 lMpuroToBneHne pacTeopa CONAHON KNCNOTbl MONAPHON KoHUeHTpauuu ¢ (HCI) = 1,0 monb/am?®

PacTBOp CONSAHOW KUCNOTLI TOTOBST B COOTBETCTBUM € TpeboaHusimmn [OCT 25794 1.

85 cm3 consaHomn KncnoThl (MNOTHOCTLIO 1188 Kr/M3) 0OCTOPOXKHO NPUY NepeMeLlMBaHUM BIINBAIOT B CTaKaH C
npeaBapuTernibHO NnoMelleHHbIMU B Hero 500 cM® Boabl, 3aTeM coiepXXUMoe cTakaHa NepeHoCAT B MEPHYHO KO-
Oy BMecTumocTbio 1 agm3. CTeHKkM cTakaHa obmbiBaoT Bogon naATe pa3no 10 cm?, cMbIBbl 00bEAUHAKOT C pacTBO-
poM. ObbemM pacTBopa B Konbe Ao0BOAAT BOAOU A0 METKU U TLWATENbLHO NEpeEMELLINBALOT.

PacTBOp XpaHAT B TedeHune 3 Mec.

8.6.3.3 llpurotoBneHune paboumnx pacTBOpPOB MOMOYHOTO cybecTpaTa

Okono 100 r mono4vHoro cybctpaTta HeboNbLLIMMN NOPLMAMUN BHOCAT B CTakaH BMecTUMocTbio 1 AMS ¢
750 cm® Bogbl TemnepaTypon (35 1) °C npu HenpepbIBHOM NepemMeLlnBaHnn CTEKITAHHOW NanoYKon 40 NOMHO-
ro CMa4vMBaHusi MONMOYHOro cybeTparTa.

[TpwnmeyaHune— To4yHasa HAaBECKA YKa3aHa B AOKYMEHTE, yAOCTOBEPSIOLEM KAYECTBO M BE30NaCHOCTb UCMOIb-
3yeMoun NapTUm MOTOYHOIo cybcTpaTa n Ha 9TUKETKE NakeTa ¢ MONOYHbIM cybecTpaTom.

Uepes 10—15 MMUH HepacTBOPUBLLNECS KOMOYKA MOOYHOIO cybCcTpaTa pacTmpatroT NO CTEHKAM CTaKaHa
N1acTMacCcOBOW NOXKEYKON A0 NOMHOro Ux pacteopeHus. INonyyvyeHHyo cMecb NepeHOCAT B MEPHYIO KoMDYy ¢
npuTepTon Npodbkon BMmecTumocTbio 1 agm3. CTakaH, CTEKAHHYIO Nano4vky 1 NoXedyky obmbiBatoT TPWXKAbI MO
40—50 cm* Boabl. CMbIBbI 00 AUHAT C COAEPXKXNMBIM MepHoK Konodbl. Konby 3akpbiBaloT NpUTEpTON NPob-
KOW, coaepXXnmMoe TlaTenbHO nepemMellmBaroT U oxnaxaarT go temnepatyphl (16+1) °C nog cTpyen NpoTou-
HOW BOoAbI. B cnyyvae HeBO3MOXKHOCT M OXNaXaAEeHUS MPOTOYHOW BOAOW KONOY C MONOYHBIM CyOCTpaTOM NoMeLLa-
10T B MOPO3UIBbHYIO Kamepy n4yepes kaxabsle 10—15 MuH coaepkxmmoe Konbbl nepemMellnBatoT A0 AOCTUKEHUS
yKasaHHOW BbILLEe TeMnepaTypbl.

B kondy 0obaBnsaoT pacTBOP XJIOPUCTOTO KanbLUS U3 KOMMeKTa MonovHoro cyoctpaTta. Obbem pacTBoO-
pa cybcTpaTta A0BOAAT BOAOW A0 METKU. PacTBOp MOMOYHOro cybcTpara nepemMellmBatoT U BbIAEPXKUBAKOT B
xonogunsHuke nputemMmnepatype (5 1) °C B teueHmne 19—20 4. NonyyeHHbIN TAKUM 0OPpa30oM pacTBOP MOMOY-
HOro cybcTpaTa UCMOoNb3YyHT B TEYEHNE CYTOK.

PacTBOp XNMOPUCTOro KanbLUUA NOCTABNASAT C KAXXA0W napTuen monovHoro cybcrtpara. Konnyectso Xno-
PUCTOro KanbUusi, 4obaBNsieMoe B pacTBOP MOJTIOYHOIo cydcTpaTa, yKasblBaloT B MHCTPYKLWW MO NPUroTOBNE-
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HAKO MONoYHoro cyoctparta. lepen aobaBneHNEM pacTBopa XIOPUCTOro KanbLUUs B pacTBOP MOJIOYHOMo
cybcTpaTta nNUNeTky € BHEeLWHeW CTOPOHbl HeobxoamMmMo OCBODOXAATb OT Karnenek XMNopUCTOoro Kanbuus
hunbTpoBanbHOW bymMaron. 3atem pacTBOP MONOUYHOro cybcTpaTa pasaensitoT Ha ABe YacTu, onpeagenstoTt pH
Kakaou YacTu MHenocpeacTBEHHO Neped npoBegeHnemM nsmepeHn aosoaar sHaveHusa nx pH o (6,50 £0,05)
n (5,50 £0,05).

PacTBopbl MONMOYHOro cybctpara ¢ 3agaHHbIM 3Ha4veHnemM pH NCNonb3yoT B TeYEHUE CYTOK.

8.6.3.4 [lpurotoBneHne pacTBOPOB UCMBLITYEMOrO NpenapaTa, KOHTPONLHOIO 0bpasLua ChlvyXHOro dep-
MEHTa U KOHTPOJIbHOIO 0bpasLa roBsiXKbero nercuHa

OTBellMBatoT B cTakaH4yukax no 0,50 r ucneltyemMoro npenaparta, KOHTPONbHBIX 0Opa3L OB ChlYYXKHOMo
hbepMeHTa 1 rOBSXKbEro nencuHa.

Kaxkayto HaBecky pacTBopsaoT B 10—15 cm3 Boabl Temnepatypon (35 = 1) °C. PacTBopbl NepeHocAT B
MepHble Konbbl BMecTuMocTbio 100 cm3. CTakaH4YmMKK Tpuxkabl obmbiBaoT 10—15 cm3 Bogbl TeMnepaTypon
(35 £ 1) °C. CMbIBbI 0O BbEAUHSAOT C pacTBOpaMn. PacTBopsbl TWWATENbHO NepeMeLllnBatoT, NTOMeLLatoT B ybTpa-
TepMocTaT UBblgepXuesarT npu temMnepatype (35 £ 1) °C B TedeHmne 10 MuH, nepuoandeckn nepemewumead. l'lo
NCTEYEHUN YKa3aHHOT0 BpeMeHN pacTBOpbI oxnaxaatT Ao temnepatypsbl (20 £ 1) C, 06bemM 40BOAAT A0 METKU
BoAOW U nepemewunBatoT. [lanee pactBopbl GepMEHTHbLIX NpenapaToB NepeHOCT B KOHUYECKNe KONbbl BMEC-
TuMocTbto 100 cm?.

8.6.4 BbinonHeHue uamMmepeHUU

8.6.4.1 BuwecTtb cTakaHoB BMecTUMOCTbIO 50 cM3 ¢ noMeLLeHHbIMN B HUX CTEKNAHHBIMW Nanovkamm BHO-
cat no 50 cm? pacTBopa MonoyvHoro cybctpaTtac pH (6,50 £ 0,05), koTopble NoMeLWatoT B ynibTpatepmMocTaT npnt
Temnepatype (35+£1) °C neblgepxmpatotT nx B TevueHne 10—15 MMH A0 AOCTUXKEHUA TeMnepaTypbl B CMECH
(35+1)°C.MMpn3TOM YpOBEHbL BOALI B YIbTpATEPMOCTATE A0IKEH ObITh HE HUXKE YPOBHA MONOYHOro cybcTpaTa
B CTakaHax.

8.6.4.2 B gBa ctakaHa c pacTBOPOM MOMNOYHOro cybcrtpara, noMeLlleHHbIX B COOTBETCTBMM € 8.6.4.1 B
yrnbTpaTepMocTaT, BHOCAT C MHTepBasioM 1 MMH No 1 cM® pacTBopa KOHTPObHOro obpasLua cblvyXHoro dep-
MEHTA, NPUroToBNEHHOro no 8.6.3.4. [ocne BHeCeHUs1 pacTBopa KOHTPONbHOro obpasLua CblvyKHOro doepMeH-
Ta BKIIOYAIOT CEKYHAOMEDP, coaepXXMMoe CTakaHOB TLAaTellbHO nepemMeLllmnBatloT B TedeHne 3—>5 C.

8.6.4.3 [locne nepemellnBaHUs Nnepnognieckm c MHTepBanom B 1—2 ¢ CTeKNAHHOM Nano4YKoM OCTOPOXK-
HO HAHOCAT pacTBOP MOMOYHOrO cybcTpaTa Ha CTeHKU cTakaHa. [py nosaBNeHUM XNonbLeB B CTEKaloLeM crnoe
MONOYHOro cybcTpaTa PUKCUPYIOT BpeMSA UX 0bpasoBaHus. NpoacmkMTenbHOCTb CBEPThLIBAHUA OTCHUTLIBAIOT
C MOMEHTa BHEeCEHUA KOHTPONBHOro obpasLa Chlvy>XHOro dpepmMeHTa A0 NOSIBNEHUS XNOMNbEB.

8.6.4.4 amepeHne nNpoaomKUTENbHOCTU CBEPThIBAHUA pacTBopa MOMOYHOro cybctpata cC
pH (6,50 £ 0,05) noa AenCTBUEM KOHTPONBHOMo 0bpasLa roBsXKbero nerncruHa 1 UCnblTyeMoro npenapara npo-
BOAAT B cOOTBETCTBUN C 8.6.4.21 8.6.4.3.

8.6.4.5 V3amepeHue npoaomKNTENLHOCTM CBEPTLIBAHUSA pacTBopa MonovHoro cybctparta ¢ pH (5,50 +
+ 0,05) noa AeNCTBUEM KOHTPONbHBIX 00PasL OB ChIYYKHOMO depMeHTa, roBsXKbero nerncuHa n UCrbITyeMOoro
npenaparTa npoBoAsAT B COOTBETCTBMMN € 8.6.4.1—8.6.4.3. [lpn 3TOM BHOCUMBIN 0O BEM KaXKOO0ro pacteopa Ao0/1-
XeH cocTarnatb 0,5 cms.

8.6.5 Ob6paboTKa pe3ynbTaToB USMEPEHUN

8.6.5.1 [lonto MONMOKOCBEPTLIBAKOLWEN aKTUBHOCTU XUMO3UHA OT 00LLEen MONOKOCBEPThIBAOLLEN aKTUB-
HOCTU B UCNbITyeMoM npenaparte D, , %, paccyMTbiBatoT rno popmyne

K —K
Dy=D,- K; —Kz (D, — Ds), (5)

rae D, — [onsa MOTOKOCBepPThIBaoLLEeN aKkTUBHOCTU XUMO3UHA OT 0DLL e MOJTOKOCBEPThIBAOLLEN aKTUBHOCTU
B KOHTPOMNbHOM O0DpasLie ChlvyXHOIO pepMeHTa, NpuBeaeHHas B cBUAeTENbCTBE, % ;
K, — oTHoLeHWe NpoAoKNUTEeNbHOCTEN CBEPThIBAHUA pacTBOPOB MonovHoro cybetpatapH (6,50+ 0,05)
n (5,50 £0,05) cooTBETCTBEHHO NOo4 AeUCTBUEM UCMLITYEMOTO NpenaparTa;
K, — oTHOLLeHWe NpoaoIKUTEeIbHOCTe CBePThIBAHNA pacTBOPOB MosiovHoro cybetpata pH (6,50 = 0,05)
n (5,50 £0,05) COOTBETCTBEHHO NOA ASUCTBMEM KOHTPOSBHOIC 0bpasLa ChlvyXXHOro epmMeHTa;
K, — oTHOLUeHMe NpoJoIPKNTENbHOCTEN CBEPThLIBaHNA pacTBOPOB MoNtovHoro cybctpaTa pH (6,50 £ 0,05)
1 (5,50 £0,05) cOOTBETCTBEHHO NOA4 AeUCTBMEM KOHTPOSIbHOMO 0bpasLia roBsXXbero nencuHa;
D, — Aona MonoKocBepThiBaoLWen akTMBHOCTU XMMO3UHa OT 00LLIEN MONOKOCBEPThIBAOLLEN aKTUBHOCTH
B KOHTPONbHOM 0Bpa3sLe roBsXKbero nencuHa, npMeegeHHas B ceugeTensctee, %.
8.6.5.2 BblvucneHne gonnm MonoKoCBEPThIBAKOLLEN aKTUBHOCTU XMMO3UHA OT 0OLLEN MOJTOKOCBEPTLIBA-
loLLen aKTUBHOCTU B NnpenapaTe NPOoBCAAT A0 BTOPOro AeCATUYHOro 3Haka ¢ nocnegyrowmm oKpyrieHmem ao
NepBOro 3Haka nocne 3ansTou.
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3a okoHYaTenbHbI pe3ynbTaT U3MEPeHWn AOMAM MOMOKOCBEPTHIBAOLWEN aKTUBHOCTU XMMO3WHAa OT
06 LLEe MOMOKOCBEPTLIBAIOLEN aKTUBHOCTU UCNBITYEMOro npenapaTa NPUHUMaT cpeaHeapudmeTnyeckoe
[BYX napannenbHbIX onpeaeneHnin D, . u D, . BbINOMHEHHbIX B YCMNOBUSIX MOBTOPSIEMOCTU, ECIN BbIMNOMHAESTCS
yCIOBUE NPUEMMAEMOCTI: | |

D44 — Dol <1, (6)

rae r— npeaen noBTopsaAeMocT AN YpoBHA BeposaATHOCcTM P = 0,95, npuBeaeHHbI B Tabnuue 4.

ABconoTHoE 3HavYeHne pasHOCTU MexXay pesynbTatamun AByX nsmepeHuni D, ., U D, ,, BBINOMHEHHbIX B

YCNOBUSIX BOCMNPON3BOAMMOCTU, He AOJIKHO NpeBbllaTh npeaena BOCNpoM3BOAUMMOCTI ANA YPOBHS BEPOST-
HocTKn P =0,95:

D43 — Dyl < R, (7)
rae R — npeaen BOCNpPOU3BOAMMOCTU, NpUBeAeHHbIN B Tabnuue 4.

Tadbnwuad
B npoueHTax
[TokazaTtenb TOYHOCTHU
[lpenen [lpenen y
duanasoH (rpaHuLbl aBCONTHOW
HavnMeHOBAHUE NoKa3aTens _ NOBTOPAEMOCTIU F, | BOCNPOUI3IBOAMMOCTH R,
M3MepeHun NOrPEeLHOCTN) + A,
P =095 n=2 P =0,95 _
P =095
JHons MONMOKOCBEPTLIBAOLLEN
aKTUBHOCTKU XumMo3mHa ot obwen | Ot 30,0 ao 50,0 7.4 15,4 12,7
MOJTOKOCBEPThIBAIOLLLEN aKTUB-
HOCTU npenapara bonee 50,0 10,8 30,1 26,2

8.6.6 KOHTpoOnb cTabDUNBLHOCTU Pe3yNnbTaToOB USMEPEHUN

KOHTpPONb KauecTBa pe3ynbTaToB U3MEPEHNN B NadbopaTopun Npu peanusaunum MeTognkm oCcyLLECTBNS-
IOT B COOTBeTCTBUN C 8.5.6.

8.7 OnpepeneHue oOLen MONOKOCBEPThIBaKLWeN akTUBHOCTU NpenapaTta U 40U MOJNTOKOCBep-
TbiBalwLWen akKTUBHOCTU XMMO3UHa OT 00LLIeU MOJTOKOCBepPThIBaKLLEen akKTUBHOCTU Npenapara c npumMe-
HeHueM aBTOMaTU3UPOBaHHOU YCTAaHOBKMU (CM. PUCYHOK 1)

MeToa NnpMMeHS0T NPy BO3HUKHOBEHWW pasHornacum Mexay npeanpusaTmeM-m3aroToBuTenemM nunotpedu-
Tenem.

8.7.1 CywHocTb MeTOAa

N3amepeHne obLlen MONMOKOCBEePThIBAOLWEN aKTUBHOCTW NpenapaTta OCHOBaHO Ha CpaBHEHUW BPeMeHN
OOCTMXKEHNA MaKCUMaribHOW CKOPOCTU pocTa ONTUYECKOW NMOTHOCTU MONOYHOro cybecTpara noa AenNcTBUEM
NCMbITYEMOrO NpenapaTa U KOHTPONbLHOMO obpasLa Chivy>XKHOro oepMeHTa U pacyeTe odLe MONMOKOCBEPThI-
BaloLLlen aKkTUBHOCTU C UCNONb30BaHNEM KOMMNbIOTEPHOM NPpOrpaMmel.

N3mepeHne OonnM MOJSIOKOCBEPThIBAKOLLENn aKTUBHOCTU XMMO3MHA OT obLlen MONOKOCBEepPThIBaoLWEeN
aKTUBHOCTM OCHOBAHO Ha OLleHKE BPEMEHU AOCTUXKEHUA MaKCUMManbHBIX CKOPOCTEN pocTa CNTUYECKOW NNOT-
HOCTU MOMOYHBLIX CYOCTPAaTOB NPW pasHbIX 3Ha4YeHUsIX pH noa AeUCTBUEM KOHTPOMNBbHOMO 0bpasLa ChlYYXXHOMo
pepMeHTa, KOHTPOMbHOro obpasLa roBsXKbero nencuHa M UCNbITYEMOro npenapara n pacyeTte 40N MOJTOKOC-
BepThIBaloLWEeN aKTUBHOCTU XMMO3MHA C UCNONb30OBaHUEM KOMMNbIOTEPHOW NPOorpaMmel.

8.7.2 CpeacrBa NaMepeHUn U peakTuUBbI

AHanunsaTop Xuakoctu noteHumometTpudecknn no FOCT 27987 c norpewHocTbio £ 0,02 ea. pH.

baHa BoasHaga, obecneumBarowaa nogaepxaHune temnepatypbl oT 16 °C go 50 °C ¢ norpewHoCTbo
+1 °C.

Beckl nabopatopHble no NOCT 24104 cpeaHero knacca TOMHOCTU € Npeaenom aonyckaemMmomn abcontoT-
HOW NOrpPeLIHOCTU OAHOKPaTHOro B3BewwBaHna He bonee +0,0002 .

YcTaHOBKa Ang onpeaeneHns oblen MoOnNoKOCBEPTLIBAOLLIEN aKTUBHOCTM NpenapaTta 1 40N MOMOKOC-
BEPThIBaOLWEN aKTUBHOCTUA XMMO3NHA OT 0OLLEN MONOKOCBEPTHIBAKOLWEN aKTUBHOCTM npenapaTa B COOTBET-
CTBUM C PUCYHKOM 1 U yKOMNNEKTOBaHHAas:

- (POTOMETPOM ANdA UsMepeHUsa onTU4ecKoU NoTHOCTUNPU A = (450 £10) HM, UMEIOLLIUM NMTUHEUNHYIO LLIKa-
ny ontTudecknx nnotHocten B gnanasoHe ot 0 go 2,0 D ¢ oTkNoHeHUeM OT nuHenHocTU He bonee 0,5 % Bceun

lWKanbl, ULMPPOBOKU BbIXod (He MeHee MATU Unidp), cKkopocTb Nepegadvn nHdopmaumm He meHee 9600 bod
(MHTeppenc RS 232) Tuna ECOM-F 6124, Eppendort;
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- NMPOTOYHOU TepMocTaTupyemoun Kroseton anunHon ontudeckoro nyt (1,00 £0,10) cm n TemnepaTtypoin
TepmocTaTtupoBanua (37,0 +0,2) °C;

- NporpaMmMunpyemMbsiM BOCbMUKaHarNbHbIM ABYXLUNPULIEBLIM A403aTOPOM peareHToB, obecnevynsaolnm
CMeLeHNe pacTBOPOB npenapaTta 1 MONIOYHOro cybcTpaTa B NoToKe B cooTHoWeHUN 5:1 npu pH 6,50 n B co0T-
HoweHnn 1:19 npmn pH 5,60 ¢ norpelHOCTLIO Mo 00bLeMy He bornee £ 1 % 1 nogavy cMecu B MPOTOYHYHO TEPMOC-
TaTupyemyto koeeTy Tvna Microlab OEM Hamilton ¢ aBymsa gosmpyoLwMmm Wwnpuuamm BMECTUMOCTbIO 5 cM3 1
MOBOPOTHLIMU KNanaHamu;

- CMeCUTEensAMu;

- COeAUHUTENbHBLIMU TMOKUMU LLINaHraMn N3 MHEPTHOro MaTtepuana (tedpnoHa);

- KOMMbOTEPOM, obecneynBaloLMM HaAKOMMNEHNUe N MaTeMaTUYeCcKyto obpaboTky POTOMETPUYECKMNX
OaHHbIX, YNpaBneHue O403aTOPOM peareHToB, oTBevarwLwmm creayrowmm TpedboBaHusam: O3Y — He MeHee
32 Mb6anT; BWOEOMOHUTOP — C TEXHUYECKUMUN XapaKTepuctukamm He HuxKe, yem SVGA:; npoueccop Intel
Pentium 100 MI'y; napannenesHeinnopTTNaLPT; aBanocnegoatensbHeiX COMNnopTa (cTtaHgapT RS-232C);

- nporpammon, obecnevymsatoLllien BbINONHEHNE U3MEPUTESNbHO-BbIMMCIUTENBHOIO LKMKNa, yHKLNO-
HalnbHble TPEDOBAHUSA K KOTOPOW N3NOXKEHBI B NPUNOXeHUN b.

10 11 12 13 / 8 14 15 9

O 4 3 2 1

T — UCTOYHUK CBeTAa; 2 — TepMokKioBeTa, 3 — potomeTp; 4 — nHTepdenc; 5 — KoMmnblotep; 6 — OABYXLWINPULUEBONU Oo3aTop:. A — Ang
PACTBOPOB PEPMEHTOB, b — ANA pacTBOPOB MOJIOMHOro cyberpara; 7/, 8 — NOBOPOTHbIE KNnanaHbl, 9 — cmecutens; 10 —713 — pacT-
BOPbI hepmeHToB; 14 — pacteop monovHoro cyberpartaNe 1; 75 — pacteop monovHoro cyberparta Ne 2

PucynHok 1 — YcTaHoBKa ans onpeaeneHns obwen MmonoKoCBEPThIBAKOLWEN aKTUBHOCTU NpenapaToB

Konbbl mepHbie 2-50(100, 500, 1000, 2000)-2noFOCT 1770.
Kon6bl IM-1-250(500, 1000, 2000)-24/29 TC c npobkamn no NOCT 25336.

[Munettep BMecTumocTbio 1000 mukponntpoB (1 cmM3) norpelHocTbio Ao3npoBaHna He bonee 0,6 % no
obbemy (bunpmbel Eppendorf).

[TuneTkn c ogHon oTmeTKon 2-2-(20, 50)-2no FOCT 29169.
[TuneTku rpagympoBadHble 1-1(2)-1-10(25) no TOCT 29227 .
Lunuugpbl 1(2)-250(500, 1000, 2000)-1no TOCT 1770.
CTakaH4unkn ana sagewmnsaHmna CB-14/8 noNOCT 25336.
BopoHku B-56-80, B-100-150 XC no OCT 25330.

TepMoOMeTP XXUAKOCTHBIN CTEKNAHHBIM AnanasoHoM namepeHna ot 0 °C go 100 *C nnpegenom gonyckae-
Mou norpewHocTu=1°C noTOCT 28498.

15



FOCT P 52688—2006

[Tocyaa nabopaTopHad U3 TEMHOIo cTekrna ¢ npodbkamm nnu Kpblikamm smectiumocTtbio 100, 500, 1000 m
2000 cwm®.

LLkad cylumnbHbIN 3nekTpudecknin, nogaepxmearownn temnepatypy ot 0 °C o 200 °C c norpellHoCcTbio
+ 2 °C.

Yackl MexaHundeckne ¢ curHanbHbIM ycTponcTBoM o [OCT 3145.

Mewanka marHuTHas.

2KeukaTop 1-290 no NOCT 25336.

Boaa auctunnuposaHHaa no [ OCT 6709.

HaTpusa rmapooknck no roCT 4328.

HaTtpun ykcycHokucnein 3-sogHbin no FOCT 199, x.u.

Kansuun xnopucteinno FOCT 450.

Kucnota ykcycHaa negsaHaa no [OCT 61, x.u.

CnnpT 3TUNOBLIN pekTUdnKoBaHHbIN TexHUYecknn no FOCT 18300.

Monoko cyxoe obesxupeHHoe no FOCT 10970.

KOHTpPONBHBLIN 0bpaseL, Cblvy>XHOro oepMeHTa B COOTBETCTBUN C NMPUNOXeEHNEM A.

KOHTPONbHBLIM 0bpaseL, roBsXXbero nencmHa B COOTBETCTBUN C NPUNIOXKEHNEM A.

[onyckaeTca npumeHeHUe gpyrux cpeacTts U3MepeHU, peakTUBOB, NO Ka4eCTBY M METPOJIOrM4eCcKUm
XapakTepucTukam He ycTynarwmnx nepevYnciieHHbIM BblLLE.

8.7.3 lNMoaroToBKa K BbINOMHEHUIO U3MEPEHUN

8.7.3.1 lloaroToBka KMNAYeHOW ANCTUNNNPOBAHHOW BOALI

[loaroToBKa BoAbl — No 8.5.3.1.

8.7.3.2 llpurotoBneHne pactBopa XfOPUCTOro Kanbuma MonsapHon koHueHTpauun ¢ (CacCl,) =
= 2,5 monb/gm3

27,75 XNOPUCTOro KanbLmna, npeasaputenbHO BeicylleHHoro npu temnepartype (105 £2) °C 40 NOCTOAH-
HOW Macchl (NoTepsa Macchl MexXxay nocnegoBaTenbHbIMKU B3BelUMBaHUAMU He AofhkHa npeBbiwaTh 0,001 1),
NepeHoCAT B MePHY0 Konby BMecTumMmocTbio 100 cm3 1 pacTBOpSAOT B HEOONLLIOM KonndecTse Boabl. [loBoaAT
0bbeM pacTBopa BOAOW A0 METKU U NMepeMELLNBAIOT.

PacTBop XpaHAT B nNocyae U3 TEMHOIo cTekna B XonogunbHuke npu temnepatype ot 3 °C ao 7 °C. Cpok
XpaHeHnst — He bonee 6 mec. [lonyckaeTcs XpaHUTb pacTBOp NPY KOMHaTHOW TeMmnepaType He bonee 6 cyT.

8.7.3.3 lNpurotoBneHne pactBopa YKCYCHOW KUCnoTbl MonsapHoU koHueHTpauun ¢ (CH,COOH) =
= 0,2 monb/gm3

PacTBOp YKCYCHOW KACTOTLI FTOTOBAT B COOTBETCTBUU C TpeboBaHnaMnu ' OCT 4919.2.

5,7 cM® YKCYCHOW KMCIOTbI NePEHOCAT B MEPHYI0 Konby BMecTuMocTbio 500 cm? | pacTBOpAOT B HEOOb-
LLIOM KONMYeCTBe BOAbLI, A0OBOAAT 0ObeM pacTBoOpa A0 METKU BOAOW U NepeMeLLnBaloT.

8.7.3.4 llpurotoBneHne pactBopa YKCYCHOW KUcrnoTbl MondpHou koHueHTpauunm ¢ (CH,COOH) =
= 0,12 monb/gm3

6,8 cM3 YyKCYCHOWM KUCNOThI NepeHOCAT B MePHY0 Konbdy BMecTumocTbio 1000 cm3, pacTBopsaoT B HEOONb-
LLIOM KONMYeCTBe BOAbLI, A0OBOAAT 0ObeM pacTBoOpa A0 METKU BOAOW U NepeMeLLnBaloT.

PacTBopbl, NpUroToBNeHHble no 8.7.3.3 1 8.7.3.4, XpaHAT B nocyae U3 TEMHOIo cTekna npu KoMHaTHON
TemnepaType. Cpok xpaHeHua — 30 cyT. [Npun Hanu4nMm B pacTBope NOMYTHEHUA U 0cadKka B BUAE XNOMbEB
PacTBOpP crneayeT 3aMeHUTb CBEXENPUroTOBIEHHbIM.

8.7.3.5 [lpuroTtoBneHne pactBopa yKCyCHOKUCIIOro Hatpusa monapHon koHueHTpauun ¢ (CH,COONa x
x 3H,0)=0,2 mons/am?

PacTBOp YKCYCHOKUCNOrO HATPUA TOTOBSAT B COOTBETCTBUU ¢ TpeboBaHnamu FOCT 4919.2.

54,4 T YKCYCHOKNCNOro HaTpusa nomewaT B MepHyo konby BMmecTumMocTbio 2000 cm® |, pacTBOpAOT B
BOAE, AOBOAST 0ObeM pacTBopa A0 METKN BOAOW, NepeMellnBatloT U BbIAEPXKMBAKOT 1 4 NpM KOMHATHON TEMMNE-
paType.

8.7.3.6 [lpurotoBneHne pacteopa yKCyCHOKUCIOro HaTpua monapHou koHueHTpauun ¢ (CH,COONa x
x 3H,0)=0,1 mons/am?

250 cm? pacTBOpa YKCYCHOKUCIIONO HaTpuUs, NMpUroToBNeHHoro no 8.7.3.5, BHOCAT B MEPHYO KONDOy BMecC-
TumocTbto 500 cm?, noBoaAaT obbem pacTBopa 40 MeTKM BOAOW U NepeMeLLnBatoT.

PacTBopbIl, NpUroToBneHHele no 8.7.3.5, 8.7.3.6, XpaHAT B repMeTUYHOW nocyae Npu KOMHaTHOU TeMne-
paType He Bonee CyTOK.

8.7.3.7 TpurotoBneHue auetatHoro oygepHoro pacrteopa pH 6,50

B konby ¢ octaBwmmMmuca 1750 cm® pacTBopa yKCycHoKMcoro HaTpusa no 8.7.3.5 nuneTkon gobaensatoT
20 cm?3 pacTBopa yKCycHOM KMcnoThl no 8.7.3.3 U nepemMeLlimBatoT.

8.7.3.8 lNpurotoBneHune auetatHoro dydepHoro pacteopa pH 5,60

AueTaTHbIN BydepHbIA pacTBOP rOTOBAT B COOTBETCTBUM € TpeboBaHUaAMN TOCT 4919.2.
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500 cm?® pacTBOpa yKCycHokMcnoro Hatpua no 8.7.3.6 nomewatoT B Konby smectumocTbio 1000 cm?,
nuneTkon gobasnawT 50 cm® pacTBopa YKCYyCcHOW KcnoThl Mo 8.7.3.4, 3akpbiBatoT NpobKoi 1 nepemMeLlmnBatoT.

CpoK XpaHeHUa aLeTaTHbIX OydepHbIX pacTBOPOB — He Donee CyTOoK B Nocyae U3 TEMHOMO cTekna npu
KOMHaTHOW TemMnepaType.

8.7.3.9 TlpurotoBNeHNe CMeCcn pacTBOPOB XIIOPUCTOro KanbUUs KU aueTaTHOro dydgpepa ¢ 0ObLEMHLIM
cooTHoweHnem CaCl, n CH,COOH, paBHbIM 1:1

B MepHyto konby BMecTUMocTbto 50 cm? BHOCAT 25 cM?® pacTBopa XJTopuUcToro kanbLunsa no 8.7.3.2, 4OBO-
OST pacTBOP A0 MeTKU aleTaTHbIM bydepHbIM pacTBopoM o 8.7.3.7 unepemMeLllmnBatoT.

8.7.3.10 lNpurotoBneHne cMecu pacTBOPOB XMOPUCTOrO KanbLKa N aueTaTHoOro bydgepa ¢ 00 bLEMHBLIM
cooTHoweHnem CaCl, n CH,COOH, paBHbIM 1:3

B mepHyto kondy BmectumocTbio 100 cm3 BHOCAT 25 cMm? pacTBopa XN1opuUcToro Kanbuma no 8.7.3.2, 06b-
eM pacTBopa AOBOANAT A0 METKU aLleTaTHbIM Oy epHbIM pacTBopoM No 8.7.3.8 U nepemMellnBatoT.

CpoKXpaHeHUs1 pacTBOPOB, MPUroTOBMEHHbIXN0 8.7.3.918.7.3.10, — He bonee 6 cyT B nocyae N3 TEMHO-
ro cTeKna B XonogunbHuke npu temnepatypeot3°C ao 7 °C.

8.7.3.11 TMpuroToBneHue pacTteopa Ana pasdasneHusa pH 6,50

1580 cm?3 aueTtaTHoro 6ydepHoro pacteopa no 8.7.3.7, nomellatoT B kKondy BmectumocTbio 2000 cm?,
nuneTkon gobaenaoT 20 cm3 pacTBopa XNopuUcToro Kaneumsa no 8.7.3.2 U nepemelumBaltoT.

CpoKkXpaHeHUs pacTBopa — He bonee CYyTOKB NMocyae U3 TEMHOro cTekna npMkoMHaTHoOU TeMnepaTtype.

8.7.3.12 lNpuroToBneHune pacteopa monovHoro cybctpata pH 6,50 (Ne 1, pucyHok 1)

B BoasaHyto 6aHto Temnepatypoin (35 + 1) °C nomewaoT konby BMeCcTUMOCTbIo 250 cM3, coaepKallyto
190 cm3 aueTtaTHoro bydepHoro pacteopano 8.7.3.7. Hepes 5—10 muH B konby BHocaT (1,300 +0,005) r cyxoro
obesxkmpeHHoro monoka. OctaBnsAlT pacTBOpP Monoka ans HabyxaHua (20 £ 2) MuH B BoasAHOU BaHe. 3aTem
nepemMeLlnBatoT pacTBOP MOOKa HA MarHUTHOM MeLlarnke 1 BHOBb BblAEPKMUBAKOT ero B BOAsIHOW baHe 5 MUH.
[Tocne 3Toro B KONOY NpU HENPEPLIBHOM NMepemMellnBaHnA pacTBopa MOMOKa Ha MarHUTHOW Mellanke BHO-
caT (10,0 £ 0,1) cM® cMecu pacTBOPOB XNOPUCTOro KanbLUua 1 ateTtaTtHoro bydepa no 8.7.3.9 co CKOPOCTbIO
(0,025 + 0,005) cm®/c cnomMolLLbHo LWNpULEeBoro Ao3aTopa b yctaHoBkM (CM. pucyHOK 1), npeaHasHauYeHHoro Ans
0O03MPOBaHNS MONMOYHOro cybcTpaTa. 3atemM Kondy ¢ MONMOYHBIM CyOCTpaToOM BblAepKuBatoT 15 MUH B BOAAHON
OaHe 1 14 Npu KOMHaTHOW TeMnepaType B TEMHOM MECTE.

8.7.3.13 lpurotoBneHune pacteopa MonovHoro cyoctpata pH 5,60 (Ne 2, pucyHok 1)

B BoasHyto 6aHto Temnepatypoint (35 + 1) °C nomewaoT kondy BMmectumocTbio 500 cMm3, coaepKallyto
285 cm? aueTtaTHoro 6ydepHoro pacteopano 8.7.3.8. Yepes 5—10 muH B konby BHocAT (0,300 + 0,005) r cyxo-
ro obesxupeHHoro monoka. OCTaBnART pacTBOP MONoKa Ansa HabyxaHus Ha (20 £ 2) MUH. 3aTeM nepemMelln-
BAlOT PACTBOP HA MarHUTHOW MeLlarnke U BblAep)XUBatoT ero B BoAsiHOW 6aHe 5 MUH. [locne aToro B Konody npu
HenpepbIBHOM NepemMeLlnBaHnM pacTBoOpa Mofoka Ha MarHUTHoW Mewanke BHocaT (15,0 = 0,1)cm3 cmecu pac-
TBOPOB X/IOPUCTOro KanbLUna n auetatHoro 6ydepa no 8.7.3.10 co ckopocTbto (0,025 = 0,005) cm3/c ¢ no-
MOLL IO LUNPpULLEBOrO Ao3aTopa b ycTaHOBKU (CM. pUCYHOK 1), NpeAHa3HavYeHHOTro AN 403UPOBaHNA MOTOYHO-
ro cybcTtpaTta. 3ateMm Kondby ¢ MOMOYHBIM cyOCcTpaToM BblaepXkmBatoT 15 MUH B BoAsIHOM BaHe 1 1 4 npu
KOMHaTHOW TeMnepaType B TEMHOM MecCTe.

CpOoK XpaHeHUa MOJTOYHBIX CybCcTpaToB — He bonee CyTOK B repMeTUYHOM Nocyae B TEMHOM MeCTe MNpu
KOMHaTHOW TemMnepaType.

8.7.3.14 TlpurotoBneHne pacTBopa KOHTPONbHOIo obpasLa roBsKbero nerncuHa

Hasecky m, KOHTponbHOro obpasua ropskbero nencuHa maccoum (0,300 + 0,001) r nomewaoT B MEPHYIO
konby BMecTumocTbio 50 cm?®, pobasnatoT 15—20 cm® pacTBopa Anga pasbasneHna no 8.7.3.11 1 pacTBopsaLoT,
BpaLlaga Konoy KpyroBbIMn ABMXKEHUAMMN U HEe Aonyckasi 0bpa3oBaHus NeHbl. [JoBoAAT 00beM pacTBopa A0 MET-
KN pacTBOPOM Ans pasbaBneHus U TwaTtensbHo nepemMelinBaoT. PacTBop BblaepKMBaoT 15 MUH NPU KOMHAT-
HOW TeMnepaType. 3aTeM oTOMpatoT nuneTTepom 1 cm? pacTBopa, NepeHOCAT B MEPHYHO KONOY BMECTUMOCTBIO
50 cm®, poBogAT 0O6BbEM 40 METKU pacTBOPOM AN pa3basneHns 1 TWaTeIbHO NepeMeLlnBatoT.

[TpumevyaHn e— Bpemsa OOCTUXKEHUSA MAKCUMAaNbHOW CKOPOCTU POCTa ONTUYECKOU MNNOTHOCTU pacTBopa MO-
no4noro cyberpara f; (cm. 8.7.3.12) npw HaBecke mq AOMKHO HaxoanTbes B npeaenax ot 130 go 200 ¢, B NPOTUBHOM CIy-
4yae BEeNUYMHY HaBECKM YMeHbLaKT, ecnu i, < 130 ¢, nnn yeenunumeatot, ecnu {4 >200 c.

8.7.3.15 TlpurotoBneHne pacTeopa KOHTPONBHOro cbpasLa CblvyXHOro pepmMmeHTa
PacTBop KOHTPONLHOro obpasua Chlvy>XKHOro dfoepmMeHTa roTOBAT aHanorM4Ho TpeboBaHuam 8.7.3.14.
HaBecky mc, T, KOHTPOsbHOIo obpasLa Cbl4y>XHOro pepmMeHTa paccynTbIBaOT No popMyne

_my Aj
A,

(8)

Ms

rae m, — mMacca HaBeCkU KOHTPONbHOro obpasua roBsKbero nencuHa, r;
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A, — obLlasa MONoKocBepThiBatoLLasa akTUBHOCTb KOHTPOMNbHOIo obpasLa roBsxobero nencuHa, npuseaeHx-
Has B CBUAETENbCTBE, yen. ea.fr;
A, — obLasi MOMOKOCBePThIBaloLLada akTUBHOCTb KOHTPONbLHOMo obpasLa Cblvy>XKHOro pepmMmeHTa, npuee-
NeHHas B CBUAeTENbCTBE, yCN. ea./r;
8.7.3.16 TpurotToBNeHne cMecn pacTBOPOB KOHTPOSbHbLIX 0DPAa3LOB roBsXKbero nencuHa U Cblvy>XXHOro
hbepmeHTa ¢ 06 BEMHBIM COOTHOLLEHUEM 1:1
20 cm? pacTBOpa KOHTPObHOIo obpasLa nencuHa roesixkbero no 8.7.3.14 npunueatoT K 20 cm? pacTBopa
KOHTPOMNbHOro obpasia cbluyXHOro pepmeHTa no 8.7.3.15 n nepemelinsator.

[TpumeyaHwune—[aHHyi0 CMEeCb UCNONb3YIOT AONONHUTENBHO K PACTBOPAM KOHTPOIbHbLIX 06pa3uoB ChlYyX-
HOro dbepMeEHTAa U rOBSKbErro NerncuHa, eCnm 3HavyeHus BpeMeH 40CTUXKEHNA MAKCUManbHOW CKOPOCTU POCTa ONTUYECKOW
NNOTHOCTU pacTBoOpa MonoYHoro cybcertpara (cm. 8.7.3.12) ansa pacTBOPOB KOHTPOIbHbIX 00pa3uoB oTnnyvateTcs bonee,
yem Ha 10 %.

3Ha4eHne HaBECKN My, I, HEODXOANMOW AN pacyeToB, PacCHUTHIBAOT N0 POPMYNe

_Mmy+mg
s

rae m, — Macca HaBeCKU KOHTPOIbHOro 06pa3sLa roBsKbero NencuHa, r;
M — Macca HaBeCKN KOHTPOINbHOIro 06pasLa Cblvy>XHOro pepmeHTa, r.

(9)

Mg

8.7.3.17 [lpuroTtoBneHne pacTBOPOB UCMbITYEMbIX NpenapaToB

PacTBopbl NCNbITYyeMbIX NpenapaToB HaBeCKOW M, roTOBAT aHanornyHo 8.7.3.14.

PacTBOpbl KOHTPOMNbHLIX 0OPAa3LOB U UCNLITYEMBIX NPenapaToB rOTOBAT B A€Hb UCMLITAHUA U XPaHSAT B
repMeTUYHOW Nocyae B TEMHOTE NPU KOMHaTHOW TeMmnepaType He bonee 2 u.

8.7.3.18 Tllocyay, ncnonbsyemyto ans NpUroToBNEHUA PpacTBOPOB KOHTPOMbHBIX 00pasLOoB U UCMLITYE-

MEIX NMpenapaTtoB, Nocne MOUKU C MOKLLMMUK cpeCcTBaMUM T aTeNbHO ononackMBarT BHavane BoAonpoBod-
HOW, 3aTeM OUNCTUNNUPOBaAHHOW BOAOW 1 NPOKanMBaloT B CyLUMNBLHOM wWKadgy npu Temnepatype oT 120 °C ao
130 °C B TeveHue 1 v.

8.7.4 BbIinonHeHUe NaMepeHUun

8.7.4.1 BknioyaloT (POTOMETP WU LWNpULEBOU AO03aTop, yCTaHaBNMBaKT ANIMHY BOJHbI U3MEpeHUs
A =450 HM n TemMnepaTypy NpoTouHOU KloBeThl 37 °C.

8.7.4.2 B ycTaHOBKY NOMELLA0T pacTBOPbLI MONTOYHLIX CYDCTPaTOB, PACTBOPLI KOHTPOMNbHLIX 00Pa3L0B U

pacTBOP UCMBITYEMOro rnpenapaTa A8 AByX napannesrbHbiX U3MepeHNn, COeJUHSAOT UX LUMTaHraMum ¢ COOTBET-
CTBYHOLMMWN KaHanamm WnpuLeBoro gosaTtopa.

8.7.4.3 3anyckaloT KOMMNbIOTEPHYIO nporpaMmmy. B COOTBETCTBUKM C 3anpocamMiu NporpamMmMHOro MHTep-
bencasagaroT TPEbYEeMbIN peXUM PaboThl. BBOAAT MHpOPMAaLMIO O KOHTPOMbHbIX 0bpasLax (3HaveHns ooLen
MOJTOKOCBEpPThIBaKOLLEN aKTUBHOCTHW, 01N MOJTIOKOCBEPThIBAOLLE N aKTUBHOCTU XMMO3MHA OT 0DLLIe MOJTOKOC-
BEpTblBaloLe akTUBHOCTU, MacCy HaBeCOK KOHTPOJIbHbIX 0b6pasLIoB m,, M., X CMeCcu mg) N Macce UCTbITye-
MbIX npenapaToB m-,. BBoOOAT WNQP 3IKCnepumeHTa AN aBTOMaTUYECKOro 3aHeceHWs BBeAEHHON U
Nony4YeHHoOM B npouecce namepeHus nHgopmaumm B 6asy gaHHbIX U HAYMHAKOT BbINMONHEHUE U3MEPEHUN.
13MepeHNna BBINOMHAOT Mo NporpaMmme B COOTBETCTBUU C NMPpUNoXKeHnem b.

8.7.4.4 [locne BbINONHEHUA U3MEPEHNN NPOMbBIBAIOT LUMPULBI, KNnanaHbl, WaHrnm, cCMecuTerb, KIOBEeTY
YCTaHOBKM (CM. pUCyHOK 1) Bogon. [inga 3Toro Ko BCcemM KaHanam LWNpuLeBoro gosartopa, Kotopble UCNONb30Ba-
Nnch B paboTe, ycTaHaBNMBAaOT CTakaHYMKM ¢ Bogon 06 bemMom 50 cM> 1 BLIMOMHA T NPOMbIBKY B COOTBETCTBUM
C NporpaMmmon. 3atem LUNPpULEBON 403aTOP NPOMbLIBAOT 3TUNOBLIM CNUPTOM 06bemMHon aonen 70 %. MNocne
Yyero nNpuUcTynarT K cneagyrowen cepumn nusmepeHun.

8.7.5 ObpaboTKa pe3ynbLTaToB U3MEpPEeHUN

8.7.5.1 o 3aBeplIeHNN BBLINONMHEHUA U3MEPEHWUN MOoNyYvaroT cneayrolme pesynbTaThl AN KaXKaoro
NCNbLITYEMOT O npenaparta:

- ODOLLYIO MOJTOKOCBEPTLIBAIOLLYIO aKTUBHOCTb UCMbITYEMOro npenapata Ay, ycn. en. /r;

- OO0 MOJIOKOCBEpPThIBaOLWEN akTUBHOCTU XUMO3UHAa OT obLLen MOTOKOCBEPThIBaOLWE akTUBHOCTH
npenapata Dy, %.

[1lopsiA0OK BLINOMHEHUS MaTeMaTU4eCcKon obpaboTKM AaHHLIX NMPOBOAAT B COOTBETCTBUN C MPUTIOKE-
HUeMm b.

8.7.5.2 3a oKoH4aTenbHbIW pe3ynbTaT onpeaeneHns odblien MONOKOCBEPThIBAOLWEN aKTUBHOCTU Npe-
naparta npuHMUMatoT cpegHeapudmeTrnyeckoe AByX napannenbHblX onpeaeneHnn A,.. N A,.,, BbINONHEHHbIX B
YCIOBUAX MOBTOPAEMOCTW, €CINN BLINMOJTHAETCA YCINoBME NPUeEMNEMOCTN: | |

[Ayg — Ayl <1 (10)
roe r— npeaen noBTopaeMoCcTy Anst ypoBHS BeposaTHOCTU P = 0,95, npuBeaeHHbIN B Tabnuue 5.
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AbBconNtoTHOE 3HaYeHUe PasHOCTN MeXay pesynbTaTtaMun ABYX U3MepeHnn A ., N A,., , BbINONHEHHbLIX B
YCNOBUAX BOCNPOMU3BOANMOCTU, HE AOIMKHO NpeBbillaTh npeaena BOCNPOU3BOANMOCT ANSA YPOBHSA BEPOAT-
HocTu P =0,95:

Ays— Al <R, (11)
rae R — npeaen BoCnpousBoaMMOCTK, NpUBeAeHHbIW B Tabnuue 5.

Tadbnwuwua 5

[TokasaTenb TOYHOCTH
[lpepnen [lpenen y
[unanasoH (rpaHuLbl abCONITHON
HanMeHOBaHMEe NoKa3aTeny NOBTOPAEMOCTHU f, | BOCNPOUIBOOAUMMOCTH R,
N3MEpPEH M NOrPeLLHOCTN) = A,
P=095 n=2 P =095 _
P =095
Obwas MONnoKoCBEPTbIBAOLLAS OT1 50000
aKTUBHOCTb, YCI. eA./r no 100000 5700 6400 4500
CB.100000 17200 18800 11700
[Hons  MOMOKOCBEPTLIBAIOLWEN
aKTUBHOCTU XMMO3MHA OT ObOLWen
MOJTOKOCBEPTLIBAOWEN aKTUBHOC-
™, % OT1 10,0 go 90,0 4.2 7,0 5,4

8.7.5.3 3aoKoH4YaTeNbHbIM pe3ynbTaTt onpeaeneHuns oM MOJTOKOCBePThiBatoL e akTUBHOCTU XUMO3 K-
Ha OT oOLlen MOMoKOCBepThIBaloLWen akTMBHOCTU npenaparta nNpuHUMaroT cpeaHeapundgmeTudeckoe ABYX
napannenbHelX onpegeneHnn Dy, n D,.,, BbINOMIHEHHBIX B YCIIOBUSAX MOBTOPAEMOCTU, €CIN BbINOMHAETCH
yCIioB/e NpuemMnemMocTi:

Dy — Dypl <1, (12)

roe r— npenen noBTopsAeMoCcTU ANs ypoBHSA BeposaATHOCTU P = 0,95, npuBeaeHHbIN B Tabnuue 5.

ADCoMNTHOE 3Ha4YeHne pasHoCTU Mexay pesynbTataMmn AByX nsmepednn D,., u D,.,, BbINONHEHHbIX B
YCNOBUAX BOCMPOU3IBOANMOCTU, HE AOIMKHO NpeBLIWAaTh npeaena BOCNPoOUIBOANMOCT ANSl YPOBHS BEPOAT-
HocTU P =0,95:

Dy.5— Dyyl <R, (13)

rae R — npegen BocnpousBoAMMOCTU, MPUBEAEHHLIA B Tabnumue 5.

8.7.6 KOHTpOnb cTaObUNBLHOCTU Pe3yNbTaTOB U3MEPEHUI

KOHTpOMNb Ka4ecTBa pe3ynbTaToB U3MepeHU B NabopaTopun Npun peanusaumnm MeToankn oCyLLIECTBS-
10T B COOTBETCTBUM C 8.5.0.

8.8 OnpepeneHue OONNM MONOKOCBEpPTbIBaKOLWEN aKTUBHOCTU TFOBSXKbEro nencuHa ot oobLlen
MOJIOKOCBEpPThbIBaKwLLEen akTUBHOCTU NpenapaTa ANA KOHTPONA roBAXbEro nencuHa

8.8.1 CywHocTbL MeToA4a

MeToa OCHOBaH Ha OUEHKe A0 MONIOKOCBEPThIBAOLLEN aKTUBHOCTU FOBSIXKbEro NnencuHa ot odbLen
MOOKOCBEPTHIBAIOLWEN aKTUBHOCTU UCMIbITYEMOrO npenapara rnocne MHrimdupoBaH1Ua XMMo3nHa pacTBOPOM
Kapbammnaa (MoveBUHbI) MONSAPHOWN KoHUeHTpaunen 5 mons/am® npm pH 2,00 n Temnepatype 30,0 °C.

8.8.2 CpeacrBa UaMepeHUa U peakTUBLI

AHanunsaTtop xkunakocTtu noteHumomeTpudecknn no FOCT 27987 ¢ norpewiHocTbio = 0,02 pH.

Beckl nabopaTtopHbie no FOCT 24104 cpeaHero knacca TOMHOCTU € NpeaernioMm AonyckaemMomn adbcontoT-
HOW NorpeLlHoCcTU ogHoKkpaTHoro B3sewmsaHna £0,0002r.

YneTpaTtepmMmocTarT, obecnevnBatoLmm nogaepxxaHme temnepatypbl (30,0 £0,5) °C.

XonognnsHuK belToBon anektTpudeckn no NOCT 26678.

Yacbkl MexaHun4yeckue ¢ curHanbeHbiM ycTpoucTBOM No FOCT 3145,

CekyHOoMep.

TepMOMETP XUAKOCTHBIA cTeKnAHHBIM No [OCT 28498 ¢ ananasoHom o1 0 °C go 100 °C n npegenom
aonyckaemou norpewHoctn =1 °C.

BopoHkn B-25-38 XC, B-100-150 XC no NOCT 25336.

Konbbl mepHble 1(2)-(100, 1000)-1(2)no FOCT 1770.

[Munetkn 1-1, 2-1(1,5, 10) no TOCT 29227

CtakaHbl B-1(50, 100) TXC no FOCT 25336.

CTtakaHuuku ans s3sewmsaHusa CH-(34/12,45/13,60/14)no TOCT 25336.

19



FOCT P 52688—2006

LUunuHapel 1-(100, 1000) no FTOCT 1770.

[1ano4ku cTeknaHHble, LUNAaTenu Mmetannuyeckme Unu nnacTtMaccoBble.

Boaa auctunnuposaHHasa no [ OCT 6709.

Kanun xnopucteinno FOCT 4234.

Kapbamnagno F'OCT 6691.

KucnotacongaHaa no [ OCT 3118, x.u.

CybcTpaT MOJTOYHBIN.

[lonyckaeTcqa npumMeHeHne gpyriux cpeacts MaMepeHun, peakTUBOB, NO Ka4YeCTBY U METPONTIOrMYeCKUM
XapakTepucTukam He ycTynarwmnx nepevYncineHHbsiM BblLLe.

8.8.3 loaroToBKa K NpoBeAeHUIO UMEPEHUN

8.8.3.1 lloarotoBKa KMNss4eHoOn AUCTUNNMpPoBaHHOM BOAbI

[ToaroToBKka BoAbl — nNo 8.5.3.1.

8.8.3.2 lMpurotoBneHne pacTeopa CoNAHON KNCOTbl MoNsApHon koHueHTpauuu ¢ (HCI) =0,01 monk/am?

[[OTOBAT pacTBOP COMAHON KUCAOTbLI MONAPHOM KoHUeHTpauuu ¢ (HCI) = 0,1 Mmons/am® B cOOTBETCTBUN C
[OCT 25794 1.

100 cm?® pacTBOpa coNAHON KUCNOTbl MONApHOM KoHueHTpauun ¢ (HCI) = 0,1 monb/AM3 nepeHOoCAT B Mep-
HYHO KoNby BMecTMMocTbio 1 amM3, oBoaaAT o6bemM pacTBopa BOJOWN A0 METKN, pacTBOP TLaTenbHO NnepemMeLlin-
BalOT.

PacTBOp XpaHAT B Te4eHune 3 Mec.

8.8.3.3 [lpurotoBneHue consHokncnoro oydgepHoro pacteopa pH (2,00 £0,05)

6,711 XNOPUCTOro Kanus NnepeHocAT B MEPHY0 KoNby BMeCcTUMOCTbIo 1 AMS co BCTaBIeHHOW B HEE BOPOH-
KOW, PacTBOPSAOT HABECKY XITOPUCTOrO Kanus pacTBOPOM CONSAHOU KNCNOThI, NPUrOTOBNEHHBbIM B COOTBETCTBUM
¢ 8.8.3.2. CTakaH4uK, BOPOHKY OOMBIBAIOT 3TUM Xe pacTBOPOM. CMbIBbI 0O BLEAUHAOT C PACTBOPOM XITOPUCTOrO
Kanus, 1 00bemM pacTBopa A0OBOASAT A0 METKN pacTBOPOM CONSIHOW KNCNOThI Mo 8.8.3.2. [Nony4veHHbIN CONSIHO-
KMcnbln 6ydpepHbIn pacTBOP TWATENbHO NEPEMELLNBALOT.

PacTBOp XpaHAT B TedeHune 1 mec.

8.8.3.4 lNpurotoBneHmne MHrMdUpyoLero pacTeopa

33,0 rkapbamnga pacteopsatoT B 80 cM? consaHokucnoro bydepHoro pacteopa, NpUroToBMEHHOIO B COOT-
BeTCcTBUM € 8.8.3.3. YcTanasnueatoT pH pacteopa paBHbIM (2,00 £ 0,05) gobaBneHmnem no Kansmsim KOHLLEHTPU-
POBaHHON CONMAHON KACMOThI U AoBoAAT ero o6bem Ao 100 cm® conaHokUcnbIM BydepHbIM pacTBOPOM.

PacTteop xpaHaTt npu temnepatype (5 1) °C He 6bonee 15 cyT.

8.8.3.5 lNpurotoBneHne pacTeopa MOMOYHOro cyoctparta

[TpurotoBneHne pacteopa MOoYHoro cybctpata — no 8.5.3.2.

8.8.3.6 lNpurotoBneHne pacTeopa UCNLITYEMOro npenaparta

2,500 r ncnbiTyemoro npenapata pacTteopsaoT B (80 = 5) cm® conaHokmucnoro 6ydepHoro pactesopa no
8.8.3.3 B MepHoit konbe BMmecTuMocTbto 100 cm3. PacTBop BbiAepXKUBaIOT B Te4eHUe 15 MUH Npu TemnepaType
30,0 °C B BoagdAHOM DaHe ynbTpaTepMocTaTa, 3aTemM oxnaxgaroT Ao temnepatypbl (20+ 1) °C, 1oBoaAT 0O6bLeEM
CONAHOKUCNBLIM By epHbIM PaCTBOPOM A0 METKU U NepeMeLLInBaltoT.

8.8.4 BbinonHeHUe NaMepeHU

8.8.4.1 BueThlpe cTakaHa BMecTUMOCTbIO 50 cM?® ¢ noMeLLeHHbIMU B HUX CTEKASAHHBIMW NanoYkamMim BHO-
cAT No 25 cm3 Mono4vHoro cybetpaTta no 8.8.3.5, cTakaHbl ¢ MOMOYHBIM CYOCTpaTOM yCTaHaBNMBAOT B YNbTpa-
TepmMmocTaT c Temnepatypoin 30 °C 1 BblAepXXMBAIOT NPU 3TOU TeMnepaType He meHee 15 MUH.

8.8.4.2 B aBe npobupkn BHocAT no 0,5 cm® pacTBopa UcnbiTyeMoro npenapara 1 4o6aBnatoT B HUX Mo
5,0 cM® uHrnMbupyrowero pacteopa. MNpobupku ycTtaHaBnMBawT B TepMocTaT U BblAepXUBaloT B TeYeHune
(10 £ 1) muH Npu Temnepatype 30 °C.

8.8.4.3 Yepes 10—15 Mu1H 13 npobunpok, NoMeLleHHbIX B TepMocTaT, oToupatoT no 1 cm3 pacteopa UcCrbl-
TYeMOro ripenaparta ¢ MUHTMoOUpyLWMM pacTBOPOM U BHOCAT B IBA CTakaHa C MOJIOYHbIM CyDCTpaTOM, YCTAHOB-
NeHHble B yNbTpaTepMocTare, MSMepPSItoT NPOACITKUATENTIbHOCTL CBEPThIBAHUS MOMOYHOro cybcTpaTa c Havana
BHECEHMUS1 0 MOMEHTa 00pa3zoBaHNA XNOMNbLER, UCMOMNb3Ysl CEKYHOOMED.

8.8.4.4 B gBe apyrune npodbupkn BHocAaT no 0,5 cm?3 pacTBoOpa UCNbITYyeMOro npenaparta 1 AobasnsatoT B
Hux o 5,0 cm3 conanokncnoro 6ydepHoro pacteopa. Npobupkn yctaHaBNMBaOT B TEPMOCTAT U BblAepXXMBatoT
oT 10 go 15 muH npmn Temnepatype 30 °C.

8.8.4.5 M3amepeHue nNpoaomKUTENbHOCTU CBEPThIBAHUA MOJIOYHOIO CcybcTpaTa B ABYX OCTaBLUMXCS B
TepMocTaTe cTakaHax pacTBOPOM UCMBLITYEMOro npenaparta ¢ CONSAHOKUCTIBIM Dy epHbIM pacTBOPOM NPOBO-
AT aHanorndyHo 8.8.4.3.

8.8.5 ObpaboTKa pe3ynbTaToB U3MEPEHUN

8.8.5.1 [onto monokocBepThiBatoLWEN aKTUBHOCTU MOBSIXKbEro nencmuHa ot oblen MOJIOKOCBEPThIBAKO-
LLie aKTUBHOCTMW UCTIBITYEMOTO Nnpenapara roBsXxoero nencuHa D, Y%, BBIMUCIAOT N0 popMyne
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D, =" 100, (14)
tG

rae t: — NpoAoIMKUTENBHOCTL CBEPThIBAHUA MOJTOYHOrO cybCcTpaTta, UsMepeHHas B COoTBeTCTBUN C 8.8.4.5, C;
t, — NPOOOIPKNTENTbHOCTb CBEPThIBAHUA MOIOYHOIO cybcTpaTa, MsMepeHHasa B cooTBeTcTBMMC8.8.4.3, C.
8.8.5.2 BblumMcneHne gonmMonoKoCBEPThIBAOLLEN aKTUBHOCTU FOBSKLETO NENCUHa oT 0OLLEe N MONOKOC-
BEpPThIBAOLLEN aKTUBHOCTU B NpenapaTe NpoBOAAT A0 BTOPOro AeCATUYHOro 3Haka ¢ nocneagyowmm okpyrne-
HMeM OO0 NepBOro 3Haka nocre 3andaToun.
3a okoH4YaTenbHLIX pe3ynbTaT USMepeHU 40N MONOKOCBEPThIBaKOLWEN aKTUBHOCTU rOBAXKbEro Nerncu-
Ha OT OoOLWlen MONOKOCBEPTLIBAIOLLEN aKTUBHOCTU UCNLITYEMOrO Npenaparta NpuH1UMMatoT cpegHeapudmeTin-
Yyeckoe ABYX napannenbHelX onpeaenennn Dy, U Dg.,, BBINOMHEHHbIX B YCMOBUAX NOBTOPSEMOCTU, ecrin
BbINONHAETCS YCNOBUE MPUEMITEMOCTI:

|Dg.qy — Dgo| <1, (15)

rae r— npeaen noBTOpAEMOoCTU ANA YPOBHA BepoATHOCTU P = 0,95, npuBeaeHHbIN B Tabnuue 6.

AbcontoTHoe 3Ha4YeHne pasHOCTU MexXxay pesynbTatamMn ABYX nsMmepeHun Dq., N D¢.,, BbINONMHEHHbIX B
yCINOBUNAX BOCNPON3BOANMOCTU, HE AOIMKHO NpeBbIlaTh Npeaenia BOCNpon3BoANMOCTU AN YPOBHSA BEPOAT-
HocTU P = 0,95:

|Dg.3— Dg 4l <R, (16)

rae R — npeaen BOCNPOU3BOAUMOCTH, NpUBEAEHHbIN B Tabnvue 6.

Tadbnwvwuab
B npoueHTax
[TokasaTenb TOYHOCTU
[lpepnen [lpepen y
[nanasoH (rpaHuUbl abDCONKTHOU
HanmmMmeHOBAaHKWE NokasaTens NOBTOPAEMOCTIK F, | BOCINPOUIBOANMOCTH R,
N3MepeHUi NOrPELLHOCTU) £ A,
P=095 n=2 P =10,95
P =095
[lonsa MONOKOCBEpPTLIBAIOLLEWN
AKTUBHOCTU NOBSXKbLEro nencuHa ot
obLen MONTOKOCBEPThIBAIOLLEN aK-
TUBHOCTU Ot 10,0 oo 90,0 12,3 30,2 23,6

8.8.6 KOHTponb cTabUNBbHOCTU pPe3yNbTaToOB UIMEPEeHUN

KOHTpONb KavecTBa pes3ynbTaTtoB U3MEpPEHNIA B nadbopaTopun Npu peanusauyim MeTOAUKN OCYLLECTBNS-
10T B COOTBETCTBUM C 8.5.6.

8.9 OnpepeneHue onNU MONOKOCBEPTLIBaKOLWEN aKTUBHOCTU KYPUHOTO NENCUHa OT 00LWen Mono-
KOCBepPTbiBalwLlen akTUBHOCTU Npenapara AnA KOHTPONA KYPUHOro nencuHa u KOMNreKcHbIX npenapa-
TOB

8.9.1 CywHoCcTb MeTOAa

MeToa ocHOBaH Ha OLEeHKe A0 MONOKOCBEePThIBaoLWen akTUBHOCTU KYPUHOTO NencuHa UCnbITyemMoro
npenapara nocne UHMONPOBaHUA XUMO3NHA U TOBsIXKbero nencuHa B oydepHom pacteope pH(7,60+0,05) npu
Temnepartype (46,0+0,5) °C.

8.9.2 CpeacrBa UaMepeHUa U peakTUBbI

AHanunsaTtop XkunakocTtu noteHumomeTpudeckmn no FOCT 27987 ¢ norpewiHocTbio = 0,02 eq. pH.

Beckl nabopatopHble no NOCT 24104 cpegHero knacca TOMHOCTM € Npeaenom gonyckaemomn abcontoT-
HOW NorpeLwHocTU ogHoKpaTHoro B3sewinsaHua = 0,0002r.

YneTpartepmocTaT, obecnevnsaoLmn nogagepxaHme remnepatypol (35,0+0,5)°Cn(46,0+0,5) °C.

XonognnsHuK belToBon anektTpudeckn no NOCT 26678.

Yacbkl MexaHun4yeckue ¢ curHanbeHbiM ycTpoucTBOM No FOCT 3145,

CekyHOomep.

TepMoMeTpbl XXMakocTHbIe cTekndaHHble No OCT 28498 ¢ ananasocHom oT 0 °C o 100 °C n npegenamu
aonyckaemou norpewHoctn £0,5°Cun=1,0 °C.

BopoHkn B-25-38 XC, B-100-150 XC no NOCT 25336.

Konobbl mepHble 1(2)- (100, 1000)-1(2) noFOCT 1770.

[Munetkn 1-1,2-1(1, 5, 10) no FTOCT 29227 .

CtakaHbl B-1(50, 100, 1000) TXC no TOCT 25336.

21



FOCT P 52688—2006

CtakaHuunkm gnsa s3pewnsaHus CH-(34/12,45/13,60/14) no TOCT 25336.

Lunurgpel 1-(100, 1000) no FTOCT 1770.

[Tpobunpkn MNM2-16-150XC no NOCT 25336.

LLTaTmne anga npobupok.

[1ano4ku cTeknaHHble, LWWNaTenu Mmetannnyeckme Unun nnactMaccoBble.

Boaa auctunnuposaHHasa no [ OCT 6709.

Kanun gpocdropHokncneln ocgHosamMmelleHHbin no FOCT 4198.

HaTtpun dpocpopHoKMUCEIN ABYy3aMelleHHbInno FOCT 11773.

CybcTpaT MONOYHLIN.

[onyckaeTcsa npumMmeHeHUe gpyriux cpeacts U3MePeHUn, peakTUBOB, NO Ka4YeCcTBY U MeTPONormyecKkmum
XapakTepucTukam He ycTynarwmnx nepevYncneHHbIM BblLLe.

8.9.3 loaroToBKa K NpoBeAeHUIO UBMEPEHUN

8.9.3.1 lNoarotoBka KMNss4eHOU AUNCTUNNNPOBAHHOW BOAHI

[ToaroToBKka BoAbl — nNo 8.5.3.1.

8.9.3.2 [lpurotoBneHune pacteopa gsysamMelleHHOro QocgopHOKUCTIOro HaTpUa MONAPHON KOHLLEHTpa-
unm ¢ (Na,HPQ, -2 H,0) = 0,2 mons/gm?

PactBop ABy3amelleHHOro pocPOpHOKMCNIOro HaTpuUst TOTOBAT B COOTBETCTBUM C TpebDOBaAHUAMMU
[OCT 4919.2.

35,600 r agBy3amelleHHOro hocdOpPHOKMUCNOro HaTPUSA BHOCAT B MEPHYHO KONby BMeCTUMOCTbI 1 AM3,
PACTBOPSIIOT B BOAE, AOBOAAT 0ObeM pacTBopa BOAOW A0 METKM N TLWATENBHO NEpeMeLLnUBAatOT.

PacTtBop xpaHsiT He 6bonee 10 cyT.

8.9.3.3 [lpurotoBneHune pacteopa ogHosamMmelleHHoro ocdopHOKUCIOro Kanusa MonsipHOU KOHLIeHTpa-
ummc (KH,PO,)=0,2 mons/gm3

PactBop ogHo3amelleHHOro pocpOopHOKUCIOrO Kannua roTOBAT B COOTBETCTBUU C TPebOBaHUSAMU
[OCT 4919.2.

27,220 r ogHO3aMeLleHHOro poCcPOPHOKUCIIONo Kanua pacTBOPSItOT B BOAe B MEPHON Kobe BMECTU-
MOCTbLIO 1 AM3, A0BOAAT 0ObLEeM 40 MEeTKM BOOON.

PacTtBop xpaHAaT He 6ornee 10 cyT.

8.9.3.4 TlMpurotoBneHune pocdatHoro bydepHoro pacteopa pH (7,60 £0,05)

B ctakaHe BmecTumMocTbio 1 AmM3 cmewnBaoT 885 cm® pacTBopa ABy3ameleHHoro pocdopHOKUCIOro
HaTpusa co 115 cm? pacTBopa oaHo3amelleHHoro docdopHokMenoro kanua. MNMocne nepemeLllMBaHnsa NonyqeH-
HbIN BydrepHBIN pacTBOP NEPEHOCAT B repMETUYHYIO NOCYaY M3 TEMHOMO CTeKNa, KOTOPbIN XpaHAT He bonee
20 cyT npnutemnepatype (5= 1) °C.

8.9.3.5 lpurotoBneHne pacTesopa MONMOYHOro cyoctpaTa

[TpuroToBneHWe pacTeopa MonoYHoro cyberpata — no 8.5.3.2.

8.9.3.6 [NlpuroToBneHue pacTeopa UCMLITYEeMOro npenapara

BagewunatoT B ABYX cTakaH4ymnKkax no 1,000 r ucneityemoro npenaparta. Kaxgyro HaBecky pacTBOPAIOT B
10—15 cm® cbochaTHoro bydepHoro pacteopa. [ony4vyeHHble pacTBOpPbLI NpenapaTa NepeHOCAT B MEPHbIE KO-
Obl BMecTumocTbio 50 cm3. CtakaHumkn obmbiBatoT 10—15 cm? pocdaTHoro bydepHoro pactesopa. CMbIBbI
obbeanHAIDT € pacTBOpamMu, TwWATeNbHO nepemMellnBaoT U AOBOAAT OObEMBbI A0 METKU ocdaTHbIM
bydepHBLIM PacTBOPOM.

8.9.4 BbinonHeHNe U3MepeHUU

8.9.4.1 B aBe npobupku BHOCAT N0 5 cm? pacTBopa npenapaTta, npurotoBreHHoro no 8.9.3.6, 1 nomella-
0T B ynbTpaTtepmocTaT temnepatypon (46,0 £0,5) °C. Hepes 5 MnH NpodbuUpKkn ¢ pacTBOPOM nNpenapaTa BblHU-
MaloT U3 TepMocTaTa M oxnaxaarT nod cTpyen NnpoTouHoU Boabl Ao TeMmnepaTtypbl (20 1) °C.

8.9.4.2 ByeThblpe cTakaHa co CTeKNAHHbIMW Nanoykamm BHocaT no 50 cm? pacTBopa MONO4YHOro cybeTpa-
Ta, NIOMeLlalnT UX B yNIbTpaTepMocTaTt TeMnepaTtypon (35,0+£0,5) °C, ocTaBnAOT cTakaHbl B yibTpaTepMocTaTe
Npu yKkasaHHoOU TemnepaTtype He MmeHee YeM Ha 10 MuH. ['pn 3TOM ypOBeHb BOALI B yNbTpaTepmMocTaTe A0KEH
ObITb HE HUXKE pacTBOpa cybcTpaTa B CTakaHax.

8.9.4.3 B aBa cTtakaHa ¢ MONOYHBIM CyOCTpaTOM, MOMELLEHHBIE B yNbTpaTEPMOCTAT B COOTBETCTBUU C
8.9.4.2, BHocAT no 1 cm® pacTBopa npenapaTa, noABeprierocsa HarpeeaHuto cornacHo 8.9.4.1, cogepxumoe
CTakaHOB TLATENbHO NepeMellnBaloT B TeveHUne 3—>5 ¢, U BKIoYaloT CEKYHAOMeED.

8.9.4.4 llocne nepemellnBaHUsA Nnepmuognieckm c MHTepBanom B 1—2 ¢ CTeKNAHHOM Nano4YKkon OCTOPOXK-
HO HAHOCAT PacTBOP MOSIOYHOro cybcTpaTa Ha CTeHKU cTakaHa. [1py NoABNEHNN XIOMNbEB B CTEKAOLWEM CI0e
MOOYHOro cybcTpaTa cekyHaoMepom pUKCcnpyeTcst BpeMsl Mx obpasoBaHUS ¢ MOMEHTA BHECEHUS pacTBOpaA
MCNbITYEMOro nNpenaparta 4o NoaBeHNA XNoMnbeB.

8.9.4.5 BpaBacTakaHa ¢ pacTBOPOM MOJIOYHOro cydcTpaTa, NOMeELLEHHbIX B yNbTpaTepMOCTaT COrMacHo
8.9.4.2, BHocAT nNo 1 cMm?3 pacTBopa npenapaTta, NnpuroToeneHHoro no 8.9.4.3 n He noABepraBLLEerocs Harpesa-
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HUto npu TemMmnepatype (46,0 £0,5) °C, ganee NnpoBOAAT USMepeHne NPoACIKUTENBHOCTN CBEPThLIBAHMS PaCT-
BOpa MOJTIoYHOro cybcrpara, kak onncaHo 8 8.9.4.318.9.4 4.

8.9.5 O6paboTKka pe3ynbTaToB USMEPEHUI

8.9.5.1 [donto MONoKoCBepPThIBAOLWEN aKTUBHOCTU KYPUHOIO NENCHUHA OT 00LLIEeN MONOKOCBEPThIBAOLLEN
aKTUBHOCTU B UCNbITyeMOM npenapate D, %, paccyuTbIBaoT Mo popmMyne

D, = 7 100, (17)
t8

rae t, — NpoaoMmKNTENbHOCTL CBEPThIBAHUA pacTBopa cybcTpaTa pacTBopoM npenapatano 8.9.4.5, c;
t, — NpoaoKUTENbHOCTL CBEPThIBaHUA pacTBopa cybcTpaTa pacTBopoM npenapatano 8.9.4.1, c.

8.9.5.2 BbluncneHmne onm MmonoKocBepThiBatoLWen akTUBHOCTU KYPUHOTO NMencuHa o1 obLen MOnoKoC-
BepThiBaloLWen akTUBHOCTU B NpenapaTe NPpOoBoAAT A0 BTOPOro AeCATUYHOIO 3Haka ¢ nocneaylowmnm okpyrie-
HMeM OO NepBOro 3Haka nocre 3andaToun.

3a okoHYaTeNbHbIN pe3ynbTaT M3MepeH 40NN MOJTOKOCBePThiBaloLWen akTUBHOCTU KYPUHOIO NencuHa
OT 0o0Len MONOKOCBEPThIBAKOLWEN aKTUBHOCTU UCNBLITYEMOro npenapata npuMH1uMatoT cpeaHeapupmeTmyec-
Koe AByX napannenbHbix onpeaeneHni Dy 4 1 Dg.,, BEINONHEHHbIX B YCNOBUAX MOBTOPSIEMOCTU, €CINUN BbIMOSHSA-
eTCcs yCroBUe NpueMnemMocCTH:

|Dg.q — Dgo| <1, (18)

rae r— npeaen noBToOpAeMOoCTU ANA YPOBHSA BepoATHOCTU P = 0,95, npuBeaeHHbIN B Tabnuvue 7.
AbcontoTHoe 3Ha4YeHne pasHOCTU MexXxay pesynbTatamMn ABYX nsmepeHun Dg., N Dy, BBINONMHEHHBIX B

YCNOBUSIX BOCNPOM3BOAMMOCTIU, HE AOMKHO NpeBbilaTh npeaena BOCNpomM3BoANMMOCT ANA YPOBHSA BEPOST-
HocTU P =0,95:

|Dg.3 — Dgyl <R, (19)
rae R — npenen BocnpousBoAMMOCTU, MPUBedeHHbIA B Tabnumue 7.

Tadbnwuwua 7
B npoueHTax

[Toka3aTtenb TOYHOCTU
[lpepen [lpenen y
[nana3soH (rpaHuLbl abCONTHON
HanmMeHOBaHE NoKaslaTensd NOBTOPHEMOCTHA BOCMNPON3BOOMMOCTH R,
N3aMepeHui NOrPELLIHOCTU) = A,
P=095 n=2 P=0,95
P =095
[Hons MOMOKOCBEPTLIBAIOLLEN
aKTUBHOCTU KYPWHOIO nerncuHa ot
obLen MONOKOCBEPThIBAIOLWEN aK-
TUBHOCTW Mnpenapara Ot1 5,0 oo 100,0 9,3 23,0 16,1

8.9.6 KOHTponb cTaOUNBLHOCTU pe3yNbTaTOB UIMEPEHUIN
KOHTpOMNb Ka4ecTBa pe3ynbTaToB U3MepeHU B NabopaTopun Npun peanusaumnm MeToankn oCyLLIECTBS-

IOT B COOTBETCTBUN C 8.5.06.

8.10 OnpepeneHne mMmaccoBOU A0 BNarn

8.10.1 CywHocTb MeTOAa

MeToa ocHOBaH Ha BbiCYLUMBaHUM UCCNeQyeMOoro npenaparta 4o NocTosAHHOM MaccChl Npy TemMnepartype
105 °C.

8.10.2 CpeactBa U3aMepeHUA U peakTUBLI

Beckl nabopatopHble no FOCT 24104 cpegHero knacca TOMHOCTUM € Npeaenom gonyckaemomn abcontoT-
HOW NOrpeLllHOCTU ogHoKpaTHoro B3sewmsaHnda £ 0,0002r.

Lkady cywimnbHbIn anektpudeckmnid tuna COLW nnu apyroro aHanornyHoro Tuna, cbecnevmsarownmin Noa-
aepxaHue Temnepatypbl (105 +£2) °C.

CTtakaH4unkn anga s3sewmBaHua CH-(34/12,45/13,60/14)no FOCT 25336.

JKeukaTop 2-290no OCT 25336.

LLnaTenn metannuyeckne Mnm nnactMaccoBbIe.

Kanbuu xnopuctbei 6essogHbiin no FOCT 450 nnu cunukarenbs npokaneHHbIN.

[lonyckaeTtca npumeHeHWe Apyriux cpeacTB UsMepeHun, peakTUBOB, NO KAa4eCTBY M MeTPONOrMYeCKUM
XapakTepucTmkam He ycTynarLmx nepevyncrneHHbIM BhiLLe.
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8.10.3 lNoAaroToBKa K npoBeAeHUIO U3MEPEeHUN

[1Ba cTakaH4uKa ANs B3BeLUMBaHUS C KpblLLKaMM B3BELUMBAKOT, 3aTeM NOMELLAOT B CYLUUIbHBIN WKad W
BblaepxusatoT npu TemMnepatype (105 £2) °C B TeueHMe 14. 3aTeM CTakKaHYUKM N KPBILLKK oXnaXgarT 40 KOM-
HAaTHOW TeMNepaTypbl B 3KCUKaATOpPE C NOMELLEHHbIM B HEro 6€3BOAHBIM XITOPUCTBIM KanbLMeM NN NpoKaneH-
HbIM cunukarenem. lNocne oxnaxgeHuUsa ctakaH4Ynkn ¢ KpblLKaMn B3BeluMBatoT. [poueaypy NOBTOPSOT A0 TEX
0P, NoKa pasHuua Mexay nocneaosartenbHbIMU B3BewnBaHuaMuy oyaet He bonee 0,001 r. CTakaH4MkM ans
B3BeLUBaHWSA OCTaBMAIOT B 3KCUKaTOpe A0 NpoBeAeHNA U3MePeHNUN.

8.10.4 BbIinonHeHne NaMepeHU

B ABa cTakaH4MKa B3BeLLUMBAIOT HaBeCckM UcnbiITyemoro npenapatamaccon ot 2,000 4o 3,000, pernctpu-
pys1 OOLLYHO MAcCCy CTaKaH4MKa C KPbILLKOW U Maccy HaBeckn npenaparta. CtakaHuuKku ¢ HABECKOW npenapara
noMellaloT B CyLUMNbHBIX WWKadg TeMnepatypon (105 + 2) °C, pacnonaras KpbILWKX pSaoM, U ganee npoBoaaT
npoLecc CyLIKN 1 B3BellMBaHUAa aHanorm4yHo 8.10.3.

8.10.5 ObpaboTKa pe3ynbTaTtoB USMEPEHUN

MaccoByto Aonto BNaruv B UCNelTyeMom npenaparte X, %, paccyuTbiBaoT No popmyne

_ Mg —Myg
X1 - P
Mg —IMg

(20)

rae my — Macca ctakaH4uMKa Ans B3BelUMBaHUA C KPbILLKOW U HaBeCckou npenapaTa 40 BbiCyLUNBaHNA, T;
m,, — Macca cTakaH4MKa Ans B3BeLLUMBaHUA € KPbILLKOW N HaBECKOU Npenaparta nocne BbiCyLLIUBaHNS, T;
Mg — Macca cTakaH4uKa ANd B3BeLUMBaHUA C KPbILLKOW, T.

BeluncneHmne maccoBOM 40NM BNaru B npenapare NpoBo4daT A0 BTOPOro AeCATUYHOro 3Haka ¢ nocneayo-
LLIUM OKpYrneHunem 4o NepBOro sHaka nocre 3andaron.

3a oKoH4YaTeNbHbIN pe3ynbTaT M3MepeHUn MaccoBOW A0 BNarn B npenaparte npuHMMaloT cpegHea-
prupmeTnHeckoe ABYX NapannenbHbiX onpeaeneHni X, 4 n X;.,, BbINOMHEHHbIX B YCITOBUAX MOBTOPSAEMOCTH,
eCI1M BbINONHAETCA YCNOBME NPUeMeMOCTN!

[ X1.4 — X0l S (21)

rae r— npeaen noBTopAeMoCcTr AN YPOoBHSA BepoATHOCTU P = 0,95, npuBeaeHHbIN B Tabnuue 8.
AbconoTHOe 3Ha4YeHUe pasHOCTU MexXay pesynbTtataMn ABYX UaMmepeHun X, ., N X,.,, BbIMOIHEHHbIX B
yCNOBUAX BOCNPON3BOAMMOCTU, HE JOIMKHO NpeBbIlaTh Npeaenia BOCNPON3BOANMOCTU AN YPOBHSA BEPOAT-
HocTKn P =0,95:
Xy 3 — Xyl <R, (22)

rae R — npegen Bocnponu3BoaMMOCTU, MpUBedeHHbIN B Tabnuue 8.

Tabnunya 8
B npoueHTax

Mnanaso [penen [Tpenen [MokasaTenb TOYHOCTU
nanasoH -
HanmeHoBaHWe nokazarens M3MEPEHNI NOBTOPASMOCTHU 1, | BOCNPOU3IBOOAUMOCTU R, (rpaHnuUbl abCoNOTHOW
P=095 n=2 P =095 norpewHocTn = A, P =0,95)
MaccoBas gons snaru OT1 0,5 0o 2,5 0,3 0,6 0,5

8.10.6 KOoHTpoOnb cTaOUNBbHOCTU Pe3yNbTaToOB USMEePEeHUN

KOHTpONb KavecTBa pe3ynbTaToB U3MEpPEHUN B nadbopaTopun Npu peannsaymim MeToANUKN OCYLLECTBNS-
IOT B COOTBETCTBUN C 8.5.6.

8.11 OnpeaneneHne MmaccoBOU AO0NU NOBapeHHOU CONU

8.11.1 CywHocTb MeTOAAa

MeToa OCHOBaH Ha pacTBOPEeHUMN UCMIbITYEMOTro Npenaparta B Boge, PUnbTpOBaHUM pacTBopa, TUTPOBa-
HAW XNOPMAOOB PAaCTBOPOM a30THOKUCIOro cepebpa u nepecyeTe obbema pacTBopa a30THOKUCIOro cepebpa,
N3pacxoaoBaHHOIo Ha TUTPOBaHUE XITOPUAOB, B MACCOBYHO A0 NOBAaPEHHOM CONN.

8.11.2 CpeacrBa U3MepeHUsa U peakTUBbLI

Beckl nabopatopHble no NOCT 24104 cpeaHero knacca TOMHOCTU € Npeaenom aonyckaemon abcontoT-
HOW NOrpeLllHoCTU oAHOKpaTHOro B3eewineaHnda + 0,0002T.

YneTpatepMoctar C  TepMoperynatopom, obecneunmsawollMi  nogaepaHue  Ttemnepartypsbl
(35,0 £1,0) °C.

[1TnnTKa anekTpudeckada ¢ perynaropom mowHoctu Harpesa no [ OCT 14919,
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TepmomeTpbl XMaKocTHble cTekndaHHble No FOCT 28498 ¢ ananasoHom oT 0 °C ao 100 °C n npegenamu
aonyckaemoun norpewiHoctn = 1,0 °C.

Ctakanuunkum anst sasewmsaHmnst CB-19/19(24/10, 34/12) no FT'OCT 25336.

BiopeTka 1-2-50 no FOCT 29251.

Konbbl mepHble 2-100(1000)-2no FTOCT 1770.

Konobl KH-1,2[1-2-250-34 no TOCT 25336.

CTakaHbl nabopaTtopHble cTeknsiHHble B-1-100 TC no TOCT 25336.

[MuneTkn 1-2-2-1(5, 10) no FOCT 29227 .

BopoHkn B-100-150 XC no NOCT 25336.

bymara dounbtpoBansHasa no FOCT 12026.

LLnatenb MeTannnyecku yskun.

Cepebpo azoTHOKUCIoe no TOCT 1277.

Kanun xpomoBokucnsid no FOCT 4459.

Boaa auctunnupoBaHHasa no [OCT 6709.

[lonyckaeTca npumMeHeHWe apyriux cpeacte M3MepeHun, peakTUBOB, NO Ka4YeCTBY U METPONTIOrMYeCKUM
XapakTepUcTukam He ycTynarLwmx nepevyncineHHbIM BhiLle.

8.11.3 lNoaroToBKa K BbINONMTHEHUIO U3MEepPEeHUN

8.11.3.1 lNpurotoBneHne kKMNA4eHoOM AUCTUNNAPOBAHHOW BOAbI

[logroToBKka BoAbl — No 8.5.3.1.

8.11.3.2 lpuroTtoBneHne pacTsopa asoTHOKUCNOro cepebpa mMonapHou KoHueHTpauun ¢ (AgNO,) =
= 0,1 mons/am?

PacTBop a30THOKUCNOro cepedbpa roToBAT B COOTBETCTBUN € TpeboBaHMaAMU T OCT 25794 .3.

1,699 r asoTHoKUcoro cepebpa nepeHocAaT B MepHyto konby BMmecTumocTbio 100 cm3, 3anonHsaoT konby
BoAgoU NpnubnmnantensHo Ao 2/3 cdbbema. Bpawlada konody, nepemMellnBaloT ee coaepXKMmoe A0 NoNHOro pactBo-
PEHUA peaKTUBa, 3aTeM A0BOAAT 06beM KoNdbI BOAOW 40 METKM U CHOBA TUWaTeNbLHO NepeMellnBatoT.

[lonyckaeTca XpaHUTb pacTBOP NpU KOMHaTHOW TeMnepaType B nocyde U3 TeMHOro cTekna Unu B nocyae,
0bepHYTOMN YepHo Bymaron (Unm donbron).

8.11.3.3 lMpurotoBneHne pacTBopa XpOMOBOKUCIIOro Kannua MmaccoBoi KoHueHTpauumn 100 r/gm?

100,00 r XpOMOBOKMCNOro Kanusi OTBELUMBAOT B cTakaHe BMecTUMOCTbio 100 cM3, nepeHocAT B MEPHYIO
KONy BMeCTUMOCTbO 1 AM3, pacTBOPAOT B BoAe, 06beM pacTBopa B konbde AoBOAAT A0 METKMA BOAON.

PacTBop XpaHAT B TeYeHne CYyTOK B TeMHOW nocyae.

8.11.3.4 TllpurotoBneHmne pacTeopa UCMbITYEMOro npenapara

B ABYyX cTakaH4mnKax ansa B3BeLlunBaHua BMecTumocTbio 50 cm® B3selumaatoT no 1,000 r ucnbiTyemoro npe-
naparta.

Kaxkayto HaBecky pacteopsatoT B 10—15 cvm® Boabl Temnepatypon (35,0+1,0) °C. PacTBOpbI NepeHOocAT B
MepHble Konbbl BMecTUMocTbio 100 cm3. CTakaHuYMKn ANd B3BeLWMBaHUA Tpmxabl obmbiBatoT 10—15 cm* Boabl
Temnepartypon (35,0 £ 1,0) °C. CMmbIBbl 0OBbEANHSAIOT C pacTBoOpamMu. PacTBophbl TWATENBHO NepeMeLlnBatoT,
noMeLlaroT B ybTpaTepMocTaT U BblaepXuBatoT npu temMnepatype (35,0+£1,0) °C B TeueHne 10 MuH, neprogn-
yeckn nepemewinsas. [lo MCTeYeHUM YKa3laHHOIO BPEMEHU pacTBOPbl OoxnaXxgawT A0 TemMrepaTyphl
(20,0 £1,0) °C, obbemMbl AOBOAAT A0 METKM BOOOW U COAEPXKMUMOE KOO nepemMellnBatoT.

8.11.4 BbIinonHeHUe U3aMepeHUn

PacTBopbl UCNLITYEMOTO npenapaTta pUnbTPYT Yepes bBymMaxKHble PUnbTPbl B KOHUYECKUE KOMObI BMEC-
TumocTbio 100 cm3. U3 kaxkaon konbbl oTbupatoT no 5 cm? domnbTpaTa M NepeHocaT B CyXne KoHn4Yeckne konobl
BMecTuMocTbio 100 cvi. lobGasnsatoT 45 cm® Boabl 1 0,5 cMm® pacTBopa XpOMOBOKNCIOTO Kanus 1 nepemMeLlmBa-
loT. I'ony4yeHHY0 cMecb TUTPYIOT PACTBOPOM a30THOKUCTIONo cepebpa npu nocTossHHOM nNepemMelimBaHim ao
NOABNEHNA cnaboro KNpPnmMUHO-KpacHoro okpawmeBaHusa. Pernctpupyror obbemMm pactBopa a30THOKUCIOro
cepebpa, n3spacxoaoBaHHOIC Ha TUTPOBaHME pacTBopa npenapara.

8.11.5 Ob6paboTKa pe3ynbTaTtoB USMEPEHUN

8.11.5.1 MaccoByto gonto nosapeHHou conu X, %, paccHyUTbIBaOT No popmyne

0,00585 VT.100- 100

X, =
Vimy,

(23)

rae 0,00585 — macca noBapeHHOU CONMn, 3KBUBanNeHTHasa Macce a3oTHOKUCTIONO cepebpa, coaepxallerocd B
1 cm? ero pacTBopa MONApHON KoHUeHTpaLuuu 0,1 monb/am3, ;
V — o6beM pacTBopa a3oTHOKUCNOro cepebpa MonapHOM KoHUeHTpauumn 0,1 Mmonb/am3, nspacxo-
NOBaHHbIN HA TUTPOBaHME pacTBopa UCMbITYEMOro npenapara, cM>;
T. — nonpaska K TUTPY pacTBopa a3oTHOKUCNOro cepebpa MonaApHOM KoHLeHTpaumm 0,1 Monb/ams;
100 — ob6wnin obbem pacTBopa UCTMLITYEMOro npenapaTta, cM>;
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100 — ko3 pUMLMEeHT NepeBoaa pesynbTaTta MU3MepeHUs B NPOLEHTHI;
V, — 0bbeM pacTBopa UCMbLITYeMOro npenapaTta, B3ATbIN Ha TUTPOBaHUE, CM3;
m,, — Macca HaBeCKN UCMbITYyeMoro npenaparTa, .
8.11.5.2 BelducneHne MaccoBoU O0NM NOBapeHHOW COMNU B npenaparte npoBOAAT A0 BTOPOro AeCATU-
YHOTIO 3HaKa C nocneaywnm oKpyrineHmMem 4o NnepBoro A4eCATUYHOro 3Haka.
3a OKOHYaTelbHbIN pe3ynbTaT USMepeHN MacCcoBOW A0 NOBaApeHHOW CONU B npenaparte NpuHUMarT
cpeaHeapugpmMeTUyeckoe AByX napannenbHbiX onpeaenerHun X, ., 1 X,.,, BbINMOSTHEHHbIX B YCIOBUSIX MOBTOPSE-
MOCTW, eCl BbINOJTHAETCA YCNOBUE NPUEeMIEMOCTI;

| X540 —X50| <1, (24)

rae r— npenen noBTopaeMocTy AnA YpoBHsA BepoATHocTM P = 0,95, npuBeaeHHbIN B Tabnuue 9.
AbconoTHOe 3HauyeHne pasHOCTN Mexay pesynbTatamu AByX UamepeHun X,., n X,.,, BbINONTHEHHbIX B
YCINOBUAX BOCMNPOM3BOAMMOCTU, HE JOIMKHO NpeBbillaTh npeaena BOCNPOU3BOANMOCTI ANSA YPOBHSA BEPOAT-
HocTKn P =0,95:
[Xo3 — Xoul <R, (25)

rae R — npeaen BOCNPOU3BOAUMOCTH, NpUBeAeHHbIN B Tabnuvue 9.

Tadbnwuwuad
B npoueHTax

[TokasaTtenb TOMHOCTHU
: [lpenen [lpenen y
laumeHoBaHume [unanasoH (rpaHuLbl abCONTHOU

) NOBTOPAEMOCTH T, BOCMNPOU3BOOAUMOCTU R,
nokasatens namepeHuin - - B NOrPeLLHOCTN) = A,
P=095 n=2 P =095
P =095
MaccoBas nons
NOBapeHHOU COIK OT1 60,0 go 100,0 4.4 11,2 0,2

8.11.6 KOHTpONb cTaOUNBHOCTU pPe3yNbLTaTOB U3MEPEHUN

KOHTpONb KavecTBa pes3ynbTaToOB U3MEPEHUN B NabopaTopun Npu peanusauim MeToAMNKN OCYLLECTBNS-
10T B COOTBETCTBUN C 8.5.6.

8.12 OnpepeneHue mMaccoBOU A0NIM HEPACTBOPUMOIoO OCTaTKa

8.12.1 CywHoCcTb MeToa

MeToa ocHOBaH Ha (PUNbLTPOBAHUU pacTBoOpa npenaparta 4Yepes BbiCYLWeHHbIN 40 NOCTOAHHON MaccChl
OyMaXHbIN PUNLTP, NOBTOPHOM €ro BbiCYLLUMBAHUM A0 NMOCTOAHHOW Macchl U NocneayioLllen oLLeHKe pasHOCTHU
Macc unbTpa Ao U nocne BbICYLIMBaHUSA Mo OTHOLLEHUIO K Macce HaBeCKU npenapara.

8.12.2 CpeacrtBa UsMepeHUa U peakTuUBbI

Beckl nadopatopHble no NOCT 24104 cpeaHero knacca TOMHOCTU € Npeaenom aonyckaemon abconoT-
HOW NorpeLlHoCcTU ogHoKpaTHoro B3eewinsaHuna = 0,0002 .

YnbTpatepmMmocTarT € TepMoperynsatopoMm, obecrneymBarwoliMid  nogaepxaHue  temMmnepartypsl
(35,0 £1,0) °C.

LLkadp cylunneHbIn anekTpudecknin tina COLW nnun gpyroro aHanorm4yHoro tuna, obecnevmnsaroLnmii noa-
aepxaHue Temnepatypbl (105 +£2) °C.

[TnnTKa anekTpudveckas ¢ perynatopom MmowHoctn Harpesa no FOCT 14919,

TepmMmoMeTpbl XKMAKOCTHbIe cTekndaHHble Mo [OCT 28498 ¢ ananaszocHomMm o1 0 °C go 100 °C n npeagenamm
aonyckaemoun norpewiHoctu=0,5°Cu=1,0 °C.

CTakaHuunkn ang sasewnsaHmna CB-19/19, CB-24/10, CB-34/12 no TOCT 25336.

Konobl mepHble 2-100-2, no TOCT 1770.

Konbbl KH-1,211-2-(100, 250)-34 no TOCT 25336.

CtakaHbl nabopaTtopHble cTeknsiHHble B-1-100 TC no FTOCT 25336.

[TuneTtkn 1-2-2-1, 1-2-2-5, 1-2-2-10 no TOCT 29227 .

BopoHkn B-100-150 XC no FOCT 25336.

bymara gounsTtpoBaneHaa Mmapkn PMC no FOCT 12026.

LLinaTenb MmeTannmMyecknmn yskmn.

JKeukatop 2-290 no [OCT 25336.

Cepebpo azoTHoKUCcoe no FOCT 1277.

Kanbumnia xnopucteit 6e3sogHbin no FOCT 450 nnu cunukarenb NpoKaneHHbIN.

Kanun xpomookucneit no [OCT 4459.
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Boaa anctunnupoBaHHasa no OCT 6709.

[lonyckaeTtca npumeHeHWe apyriux cpegcTs UsmMepeHun, peakTUBOB, NO Ka4eCcTBY U MeTPONOrMYeCcKUM
XapakTepUucTkam He ycTynarLmx nepeymncrieHHbIM BhILLE.

8.12.3 lNoaroToBKa K BbIMNONMHEHUIO USMEPEHUN

8.12.3.1 TlpurotoBneHne KMNA4eHON AUCTUNNMPOBaHHOW BOAb

[loaroToBKka BoAbl — No 8.5.3.1.

8.12.3.2 lpuroTtoBneHne pacTsopa asoTHOKUCNOro cepebpa mMonapHou KoHueHTpauun ¢ (AgNO,) =
= 0,1 mons/am?

PacTBop a30THOKUCNOro cepedbpa roToBAT B COOTBETCTBUN C TpeboBaHnamu FOCT 25794 .3.

1,699 r azoTHoKMCNOro cepebpa nepeHocAT B MepHyto Kondy BmectumocTbio 100 cm?3, 3anonHaoT konby
BoAoOU NpnubnmnantensHo Ao 2/3 cdbema. Bpawlada konody, nepemMellnBaloT ee coaepXKMmoe A0 NoHOro pacTBo-
PEHUA peaKTUBa, 3aTeM AOBOAAT 0ObeM KONObI BOAOW 40 METKM U CHOBA TWaTeNbLHO NepemMellnBatoT.

[lonyckaeTcsa XpaHUTb PacTBOP NPU KOMHaATHOU TeMnepaTtype B Nocyae U3 TEMHOIo cTekna Unn B nocyae,
obepHYTOMN YepHon bymaron (Unm oonsron).

8.12.3.3 lMpuroToBneHne pacTeopa XpPOMOBOKUCIIONo Kanmsa MaccoBon koHueHTpauum 100 r/gm?®

100,00 r XpOMOBOKNCIIOro Kannsa OTBELLUMBAOT B cTakaHe BMecTUMOCTbIo 100 cM3, NepeHocAaT B MEPHYHO
Konby BMecTUMOCTbIO 1 AM3, pacTBOpPAOT B Boae, 0bbeM pacTBopa B konbe A0BOAAT 40 METKN BOAOH.

PacTBOp XpaHAT B TeueHne 12 Mec B TeMHOU nocyae.

8.12.3.4 TllpurotoBneHne pacTeopa UCMbITYEMOro npenapara

B ABa cTakaH4uMKka BMecTuMocTbto 50 cm? oTBewmBatoT no 1,000 r ucnelTyemoro npenapara.

Kaxkayto HaBecky pacTteopatoT B 10—15 cm? Boabl Temnepatypoit (35,0 +1,0) °C. PacTBopbl NepeHocAT B
MepHble Konbbl BMecTUMocTbio 100 cm3. CTakaH4nKkn Ang B3BeLlWMBaHUA TpuxkAabl obmbiBatoT 10—15 cm Boabl
Temnepatypon (35,0 £1,0) °C. CMbIBEI 00 BbEAUHAT C OCHOBHLIMU pacTBOpaMn. PacTBOphI TLLATENBHO Nepe-
MeLLlMBaloT, MOMeLLlaoT B yNbTpaTepMocTaT U BblAepXXUBaKT npu Temnepartype (35,0 £ 1,0) °C B TeueHune
10 MUH, Nnepuogunyecku nepemelumas. o ucteveHUM ykazaHHOro BpeMeHM pacTBOPbI oXNNaXaarT A0 TeMrie-
paTtypbl (20,0 £1,0) °C, 06bemMbl AOBOAAT A0 METKU BOAOW, U COAEPKNMOE KOND nepemMelLlnBatoT.

8.12.3.5 B aBacTakaHuuka ansi B3ellnBaHUs noMellaoT OyMma)kHble UnbTPbl, B3BELWNBAIOT C TOYHOC-
TbiO A0 TPETbEro AeCATUYHOMO 3HakKa, yCTaHaBNMBAKOT B CYLUMNbHBIU LWWKadg U BblAEpXXUBAKOT NpU TeMrnepaType
(105 +£2)°C B Te4eHUe 14. 3aTeM cTakaHYUKN C PUNbTPaMU OXNa)Xa4arnT A0 KOMHAaTHOU TeMnepaTypbl B 3KCUKa-
TOpE C NOMELLEHHbLIM B HEro 6e3B0AHbIM XNMOPUCTLIM KanbLUWeM N NpokaneHHbIM cUnuKarenem 1 B3BellnBa-
loT. Npouenypy NOBTOPAOT A0 TeX Nop, Noka pasHuua Mexay ABYMSA nocneagoBaTellbHbIMU B3BELLIUBAHUAMI
oynet He 6onee 0,001 r. CtakaH4ymkm Onsl B3BelUMBaHUA ¢ UNbTpaMu OCTaBnSAT B 3KcUKaTope A0
npoBeaeHUSA USMEPEHNNA.

8.12.4 BbinonHeHWe U3MepPeHUn

8.12.4.1 PacTBOpbl UCNBITYEMOrO NpenapaTa PUNbTPYOT Yepes BbiCyLIEeHHbIE U B3BELLEHHbIE ByMaXK-
Hble PUNbTPLI B KOHUYECKME KONBbI BMeCTUMOCTbIO 250 cm3. dnnbTpbl NPOMbIBAOT BOACOU TeMnepaTypon 35 °C
00 oTpuuaTenbHOU peakuun Ha NpUCcyTCTBUE MOHOB XIopa.

[1Ns KOHTPONA Ha NPUCYTCTBUE MOHOB XNopa oTbupatoT no 5,0 cm? punbTpaTa B cyXme KoHu4Yeckme Konobbl
BMecTumMocTbio 100 cm3, aobasnsatoT no 0,5 cM* pacTBopa XpoMoBoKUCoro kanus no 8.12.3.3, nepemelunsa-
0T, 3aTeM Ao6aBnaT B 3TU ke konbbl no 0,5 cM?® pacTBopa asoTHoKUcnoro cepebpa, NPUroTOBNEHHOro Mo
8.12.3.2. lpn oTCYTCTBUM B (pUNbTPATE MOHOB XJTopa (pacTBOP MUMeeT KUPNMUYHO-KPAaCHYH OKpacKy) NpOMbIBa-
HUe pUnNbTpPa NpeKpallatoT.

[locne NpOMbIBKM PUNbTREI NTOMELLAIOT B TE XKe CTakKaH4YuKM ANd B3BelUMBaHUA, YTo U Neped PUNbLTPOBa-
Huem. CTakaH4MK1 ANd B3BeLWWMBaHUA C PUNbTPaMU BbICYLLMBAIOT B CYLUUTBHOM LUKagy, OXNa)XaakoT B 3KCUKa-
TOpe 1 B3BellMBaoT. PasHuua Mmexay ABYyMSA nocneaHMMin B3BeLlUMBaHUAMK He AomkHa npesbiwaTth 0,001 T.

8.12.5 O6paboTka pe3ynbTaToB USMEPEHUN
8.12.5.1 MaccoByo Aon HepaCcTBOPUMOTo ocTaTka X,, %, paccyUTbiBaOT No popmMyne

X, = 112 M3 4, (26)
My

rae m,, — Macca ctakaH4uka Ana B3selnBaHna ¢ punbTpomM nepeg PUnbTPOBaHNEM, T;
m,, — Macca cTakaH4uKa Ans B3BeLUnBaHnsa ¢ pUnbTpom nocne ounbTpoBaHua, I;
m,, — Macca HaBeCKN UCMbITyeMoro npenapara, I;

100 — Ko PULMEHT NepeBoda pesynbTata U3MepeHUs B NMPOLEHTHI.

8.12.5.2 BblMMCIEHME MACCOBOM 40N HEPACTBOPUMOro octaTka B npenapaTte NpoBoAAT 40 BTOPOro
0EeCcATUYHOro 3Haka ¢ nocneayoLmnm oKpyrineHmem 4o NepBoro AeCATUYHOro 3HakKa.
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3a oKoHYaTeNbHbIN pe3ynbTaT U3MepeHnin MaccoBOW 40NN HEPACTBOPUMOro ocTaTKka B npenapaTte npu-
HUMalT cpeaHeapudmMeTUdeckoe ABYX NapannenbHbix onpegenenni X,., 1 X,.,, BbINOSTHEHHbIX B YCIOBUSIX
MOBTOPAEMOCTU, €CI BbINOMHAETCA YCNOBUE MPUEMNEMOCTIA:

[ X3.4 — X3l <1, (27)

roe r— npeaen noBTopaeMoCcTU Ansl ypoBHS BepodaTHoCTM P = 0,95, npuBeaeHHbIN B Tadbnuue 10.
AbcontoTHOE 3Ha4YeHue pasHOCTU MexXay pesynbTataMmn ABYX U3MepeHUn X,., N X;.4, BbIMOTHEHHbIX B

YCNOBUSIX BOCNPOU3BOAMMOCTW, He AOJIKHO NpeBbllaTh npeaena BOCNpoM3BOAMMOCTI ANSA YPOBHS BEPOST-
HocTKU P =0,95:

[ X3.3 — X34l <R, (28)
rae R — npepaen Bocnpon3ssoanMmMocTu, npuseaeHHbin B Tabnuue 10.

Tadbnwuwua 10
B npoueHTax

[TokaszaTenb TOMHOCTU
[lpenen [lpepnen y
OuanasoH (rpaHuLbl aBCONTHOW
HanmMmeHOBaHE NoKalaTend NOBTOPAEMOCTHA 1, BOCMNPOU3IBOAUMOCTH R,
N3MEpPEHUIA NOrpPeLLHOCTU) + A,
P=095 n=2 P =095
P=10,95
MaccoBasi 4ons HepacTBO-
PUMOro OCTaTKa OT10,2 0o 5,0 0.4 1,1 1,0

8.12.6 KOHTpONb CTaOUNBHOCTU Pe3yNbTaTOB U3MEPEHUN

KOHTpONb KayecTBa pe3ynbTaToB UIMEPEHNX B NabopaTopun Npu peanusaunm MeToaukn oCyLLeCcTBMS-
10T B COOTBETCTBUN C 8.5.6.

8.13 OnpeaeneHne 4ONU MONOKOCBepPThLIBaKLLEeN aKTUBHOCTU CBUHOIO NencuHa oT ooLet Mono-
KocBepTbiBawLlen akTUBHOCTU Npenaparta

8.13.1 CywHoCTbL MeTOoAa

MeToa ocHOBaH Ha OUEHKe MHaKTUBaLuKM CBUHOTO nencuHa B bydpepHom pacTteope pH (7,00 £ 0,05) u
CpaBHEHUU NPOACIPKUTENIbHOCTU CBEPThLIBAHUS MOMOYHOro cybcTtpaTta dydepHbIM M BOAHBIM pacTBOpaMy
MCNbLITYEMOro npenapara.

8.13.2 CpeacTtBa UsMepeHUa U peakTuUBbI

AHanunsaTop Xuakoctun noteHumomeTpudeckni no FOCT 27987 c norpewHocTblo £0,02 eq. pH.

Beckl nabopaTtopHbie no FOCT 24104 cpeaHero knacca TOMHOCTU ¢ Npeaernom gonyckaemMomn abcontoT-
HOW NOorpeLHoCcTN oaHoKpaTHoro B3eewimsaHmnda £0,0002T.

YnbTpaTtepmocTaT, obecneyusawolmm nogaepxaHmue temnepatypsl (35,0+0,5) °Cn(46,0+0,5) °C.

[TnnTKa anekTpudveckas ¢ perynatopom MmowHoctn Harpesa no FOCT 14919,

XonoannbHuk beiToBon anektpudecknn no FOCT 26678.

Yackl MexaHu4eckue ¢ curHaneHbIM ycTpoucTBoM No FOCT 3145.

CekyHOomep.

TepMoMeTpbl XKMAKOCTHbIE CTeKNAHHbIe ¢ AnanasoHoM oT 0 °C go 100 °"C un npegenamMmm gonyckaemMmou
norpewiHocTM=0,5°Cn=1°"CnolOCT 28498.

BopoHkn B-25-38 XC, B-100-150 XC no N'OCT 25336.

Konbel MmepHble 1(2)- (100, 1000)-1(2)no FOCT 1770.

[MuneTtkn 1-1, 2-1(1,5,10) no FOCT 29227 .

CtakaHbl B-1 (50, 100, 1000) TXC no NOCT 25330.

CtakaHuunkm gns s3ewnsaHus CH-(34/12,45/13,60/14) no TOCT 25336.

LUunuugpel 1-(100, 1000) no FTOCT 1770.

[Tpobunpkn IM2-16-150 XC no NOCT 25336.

LLTaTne ansg npodbupox.

[1anoykn cTeKnsaHHbIE.

LLInaTenn metannuyeckme nnm ninactMmaccoBbIe.

Boaa auctunnuposaHHaa no [ OCT 6709.

KucnoTta numoHHasa moHornapatno FOCT 3652.

HaTtpun gocdopHokmMcnbi ABy3amMmelleHHbinno FOCT 11773.

CybcTpaT MONOYHbIN.
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[lonyckaeTtca npumeHeHWe Apyrux cpeacTB UsMepeHun, peakTUBOB, NO Ka4eCTBY M MeTPONOrM4yeckum
XapaxkTepucTtmkam He yCcTynarLmx nepevyncineHHbIM BhILLE.

8.13.3 llogroToBKa K BbINOMTHEHUIO U3MEpPEHUN

8.13.3.1 lloaroToBKa KMNAYEHOWU ANCTUNNNPOBAHHOW BOALI

[loaroToBKka BoAbl — N0 8.5.3.1.
8.13.3.2 [llpurotoBneHne pacteopa JIMMOHHOW KNCNOTblI MONApHOU KoHueHTpauun ¢ (CgHgO- - H,0) =

= 0,1 monb/gm?

PacTtBOp NMMOHHOW KUCMOThI TOTOBAT B COOTBETCTBUU € TpeboBaHMaMn FOCT 4919.2.

21,014 r moHOrMapaTa NMMMOHHON KUCNOTEI BHOCSIT B MEPHYIO KONBY BMECTUMOCTLIO 1 AMS, pacTBOPSIOT B
BoAe, AOBOAST 0ObeM pacTBoOpa A0 METKU BOAOW U TWATENIbHO NepeMeLlmnBatoT.

PacTtBop xpaHaTt npu temnepatype (5+1) °C He 6onee 10 cyT.

8.13.3.3 [lpurotoBneHune pacteopa grysamMelleHHOro pocqopHOKNCIOro HaTpmMa MONAPHOW KOHLUEHT-
pauuu ¢ (Na,HPO,-2H,0) = 0,2 monb/am3

PactBop ABy3amelleHHOro ¢ocOpHOKUCNIOro HaTpuUsa FOTOBAT B COOTBETCTBUM C TpebOBaHUAMMU

[OCT 4919.2.
36,500 r asysamMeLleHHoro hocOpHOKNCIOrO HAaTPUSA BHOCAT B MEPHYHO KONy BMecTUMocTbio 1 am3,

PACTBOPSIOT B BOAE, AOBOAAT 0ObeM pacTBoOpa 40 METKU U TWATENbHO NepemMeLlInBatoT.

PactBop xpaHaT He Bonee 10 cyT.

8.13.3.4 llpurotoBneHune pocat-untpatHoro bydepHoro pacteopa pH (7,00 +0,05) en.

docdaT-unTpaTHbIN BydepHbIN PacTBOP NOTOBAT B COOTBETCTBUN ¢ TpeboBanmnsamn FOCT 4919.2.

35,3 cM3 pacTBOpa NMUMOHHON KucnoThl 1 164,7 cm3 pacTBopa ABy3amelleHHoro pocopHOKUCIOro
HaTPUSI CMELLMBAIOT B KOSBE UIU cTakaHe BMeCTUMOCTbIo 250 cmS.

PacTtBop xpaHaTt npu temnepatype (5+1)°C He 6bonee 10 cyT.

8.13.3.5 llpurotoBneHne pacTtesopa MONOYHOro cybcTparTa

[TpurotoBneHne pacteopa MooYHOro cyoctparta — no 8.5.3.2.

38.13.3.6 lNlpuroToBneHne BOAHONoO pacTeopa UCMNbITYEMOro npenaparta

OTBelwnBaloT B ABYX cTakaH4vukax no 1,0 r ucneityemoro npenaparta. Kaxagyro HaBecKy pacTBOPAIOT B
10—15 cm3 Boabl Temnepatypoi (35,0 = 1,0) °C. PacTBopbl NEPEHOCAT B MEPHbIE KONBbLI BMECTUMOCTbIO
100 cm3. CTakaH4mKku Tpuxabl obmbisaroT 10—15 cm3 Bogbl TemnepaTtypoit (35,0 £1,0) °C. CMbIBbI 06beUHS-
0T C OCHOBHLIMU pacTBopamMn. PacTBOpbl TWAaTeNbHO NepemMellnBaroT, NoMellaroT B ynbTpatepMocTaTt U
BblaepXunBatoT npu Temnepartype (35,0 £ 0,5) °C B TeveHUe 5 MUH, Nnepmnoandeckn nepemelunsas. o ncteve-
HAW YKa3aHHOro BpeMeHn pacTBopbl oxnaxgatoT ao temnepatypsl (20,0 £ 1,0) °C, obbeM A0BOAAT A0 METKN
BOOOW U nepemMelnBatoT. [Janee pacTtBOpbl npenaparta NepeHOCAT B KOHUYECKUe KoNMObl BMECTUMOCTbLIO
100 cm3.

8.13.3.7 llpuroToBneHune bydgepHOro pacteopa UCNbLITYeMOro rpenapara

[TpurotoBneHne dydrepHOro pacTeopa UCNbLITYeMOro npenapara npoBoAsT aHanormyHo 8.13.3.6 ¢ Ton
pasHULUEWn, YTO ANA pacTBOPEHUA NpenapaTta UCNoNb3yloT BMECTO BoAbl pocdaT-UnuTpaTHbI OydrepHbIN pacT-
BOP, NPUroToBNEeHHbIN N0 8.13.3.4.

8.13.4 BbinonHeHWe U3MepeHUn

8.13.4.1 B aBa ctakaHa BMecTUMocTbo 100 cM® ¢ noMeLeHHbIMM B HUX CTEKMSIHHBbIMM Nanovykamm BHO-
caT no 100 cm3 pacTeopa MonoyHoro cybcTpaTa, KoTopble MOMEeLLaoT B ybTpaTepMocTar npu TeMnepaType
(35£1)°C. CTakaHbl BblaepXmuBatoT B TepMmocTate He MeHee 10 MuH. Npna3TOM ypoOBeHb BOAbI B yIbTpaTepMOC-
TaTe AOMKeH ObITb HE HKE YPOBHA MOMOYHOro cybcTpara B cTakaHax.

8.13.4.2 B gBa cTtakaHa c pacTBOPOM MOMOYHOIo cybcTpaTa, NoOMeLLeHHbIe B yIbTpaTepMOCTaT, BHOCAT
no 1 cm3 BogHOro pacTeopa npenapara, He nosxe YeMmyepes 20 MUH nocrie Havyana pacTBOPEHNS UCMLITYEMOrO
npenaparTa. ['locne BHeceHUd pacTBopa NpenapaTa BKIIoYaloT CeKyHAoOMep, coaepXMMoe cTakaHoB Tl aTeb-
HO NepemMeLllnBatoT B TeueHne 3—5 C.

8.13.4.3 [locne nepemellnBaHnA nepunognyeckn ¢ MHTepesanomMm B 1—2 ¢ cTekKnaHHOU Nanoykou OCTo-
POXXHO HAHOCHAT PacTBOP MOMOYHOIo cybcTpaTa Ha CTeHKM cTakaHa. [py NosIBNEHNM XNOMNbEB B CTEKAOLEM
CIoe MOJIOYHOro cybcTpaTta CeKyHAoOMEPOM (PUKCUPYIOT BpeMs UX obpaszoBaHus. [NpoaomKNTenbHOCTbL CBEp-
TbIBAHUA OTCYUTLIBAIOT C MOMEHTa BHECEHUS pacTBOpa npenapaTta Ao NosIBNEHUs XMONbEB.

8.13.4.4 UN3amepeHne npoaoPKUTENBHOCTU CBEPThIBAHUSA pacTBopa MOJMOYHOro cybcrtparta noa
nenctenem gocaT-untpatHoro bydepHoro pacteopa UCNbITYEMOrC npenapaTa npoBoaAsiT B COOTBETCTBUN C
8.13.3.218.13.3.3.
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8.13.5 ObpaboTKa pe3ynbTaTtoB USMEPEHUN
8.13.5.1 Honto monokocBepThiBaloLLEen akTUBHOCTN CBMHOTO MencuHa B UCnbiTyeMoMm npenaparte D, Y,
paccyYUTbIBAOT NO popMyre

4 f \
D,=|1-— {100, (29)
Y

rae ty — NPoAoIKNTENbHOCTL CBEePThIBaHWUA pacTBOpa MONOYHOro cybcTpaTa BOAHLIM pacTBOPOM rpenapara, C;
t,o — NPOAOCITKNTENTbHOCTL CBEPThIBAHUA pacTBopa Moo4Horo cyberpata bydepHbiM pacTBoOpOM npena-
paTa, C.
8.13.5.2 BreMucneHune gonnm MonokocBepThIBaOLWEeN akTUBHOCTU CBUHOTO NMENCcMHa B npenapaTte NpoBo-
OAT 00 BTOPOro AeCATUYHOro 3Haka ¢ nocnegyrowmnm oKpyriieHmem 4o nepBoro s3Haka nocne 3andTou.
3a oKoHYaTeNbHbIN pe3ynbTaT MU3MepeH MacCOBOW A0 HEPACTBOPUMOro ocTaTKka B npenaparte nNpu-
HUMatoT cpeagHeapugmMeTyeckoe AByX NapannenbHbiX onpeaenedHn D4.. U D+.,, BbINOMHEHHbIX B YCNOBUAX
TOBTOPAEMOCTU, €CIU BbINONHAETCA YCNOBME NPUEMITEMOCTI: | |

D7y — Dqo| <1, (30)
roe r— npeaen noBTopaeMoCcTU ANs YpoBHS BepodaTHoCTM P = 0,95, npuBeaeHHbIN B Tabnuue 11.
AbconTHOe 3Ha4YeHne pasHoOCTN MexXay pesynbTataMmn ABYX U3MepeHun D,.q n D54, BbINONIHEHHbIX B

YCNOBUSAX BOCMPOU3IBOANUMOCTI, HEe AOIIKHO NpeBLIlaTh npeaena BOCNpPoOU3IBOANMOCT ANS YPOBHS BEPOAT-
HocTKU P =0,95:

D75 — D7yl <R, (31)
rae R — npegen BocnponssoanMmMocTu, npuBeaeHHbIn B Tabnuue 11.

Tabnmnuyga 11
B npoueHTax

[Toka3zaTtenb TOYHOCTU
[lpepnen [lpepnen y
[nanasoH (rpaHuLbl abCONTHOU
HavmmeHoBaHMe nokasaTtens 3 NOBTOPAEMOCTWM 1, | BOCNPOU3IBOOAUMOCTH R,
N3MEDPEHWIA NOrPELLIHOCTN) + A,
P=095 n=2 P =0,95
P =0,95
Hons MonokKocBepTbIBAIOLLEN
aKTUBHOCTU CBUHOIO NencuHa ot
obwen MONOKOCBEPTbIBAOLLEN OT1 1,5
aKTUBHOCTU Nnpenapara no 100,0 12,0 29.5 23,2

8.13.6 KOHTpOnNb CTaOMUNBbHOCTU Pe3YyNbTaTOB USMEPEHUIN

KOHTPONb KayecTBa pe3ynbTaTtoB U3MEPEHNN B nadbopaTopun npu peanusaumm Metoamkm NpoBoaaT B
COOTBETCTBUN C 8.5.6.

8.14 OnpeaeneHne MUKpOOMONOrnvYecKUX nokasareneun

8.14.1 OTbop npob npenapaToB, NOArOTOBKA UX K aHanusy, obuine npaBuna MUKpobrnonornieckmnx
nccneposaHn — noFOCT P 51446, OCT 26668, OCT 26669, OCT 26670.

8.14.2 OnpegeneHne konnvecTea Me30@unbHbIX aspobHbIX U pakyNnbTaTUBHO-aHaA3POOHBIX MUKPOOP-
raHn3moB (KMADAHM) npoeogatno FOCT 9958 unnFOCT 10444 .15.

8.14.3 OnpepneneHue baktepun rpynnbl KMWeYHbIX nanodek — no FOCT P 50474 unn FOCT 9958.

8.14.4 OnpepeneHune daktepun snaa k. coli—no FOCT 30726.

8.14.5 OnpegeneHne naToreHHbIX MUKPOOPraHM3IMoB, B T.M. Oaktepun poaa Salmonella, — no
[OCT 9958 unnOCT 30519.

8.14.6 OnpepneneHne KonudectBa cynbputpeayuupyrowmx knoctpugnn —no [FOCT 9958 wunu
[OCT 29185.

8.15 OnpeaeneHne TOKCUYHBLIX 3TEMEHTOB

8.15.1 ToaroTtoBka npob anga onpegeneHnUs TOKCUYHbIX 3anemeHToB — no FOCT 26929 nnu [5].

8.15.2 OnpeaeneHne TOKCUYHBLIX 31TEMEHTOB:

- mblwbsika — NOo TOCT P 51766, OCT 26930,OCT 30178.

- cBHUa — noTOCT P 51301, TOCT 26932, TOCT 30178 1 [6].
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9 TpaHcnopTupoBaHue U XpaHeHue

9.1 lNpenapaTbl TPAHCNOPTUPYIOT BCEMU BUOAMKU TPAHCNOPTA B KPbIThIX TPAHCNOPTHLIX cpeacTBax B
COOTBETCTBUM C NpaBuUamMm NepeBO30K rpy30B, AeUACTBYHOLWUMN Ha COOTBETCTBYIOLLEM BUAe TpaHCcnopTa.

9.2 lpenapaTbl XpaHAT Ha cKknagax U3roToBUTENS B yNakoBaHHOM BMAE B CyXOM, 3aLlLUULLEHHOM OT CBeTa
noMelueHnmnnpun temnepartype He Bbile 10 °C noTHOCUTENbHOW BNaXKHOCTU BO3AyXa He bonee 75 %. Cpokxpa-
HEHUSA Ha NpeanPUATUN-U3rOTOBUTESNE ChIYYKHOTO bepMeHTa 1 NnencnHoB — He Bbonee 10 mec, KOMMMEKCHBbIX
npenapaTtoB — He bonee 6 Mec.

He gonyckatoT XpaHeHWe npenapaToB B HeNocpeaCcTBEHHOW BNTM30CTM OT OTOMUTENBbHBIX U HarpeBaTelb-
HbIX YCTPOWUCTB 1 NpnbopoBs.

9.3 lNpenapaTtkl BO BCKPLITOW YNAaKOBKE XpaHAT He bonee 5 cyT B CyXoM, 3allULLEHHOM OT CBETa MeCTe
npu temnepatype (17 £3) °C N OTHOCUTENBHOM BNaXXHOCTWU BO3AyXa He bonee 75 %.

9.4 CpoK roaHoCTU ChIbYXXHOro pepMeHTa, Nenc1MHOB ANA HenocpeacTBEHHOIo NPUMeHeHUs B chlipoge-
nmn — 12 mec, Ans npom3Bo4cTBa KOMMNNEKCHLIX NpenapaTtoB — 4 Mec ¢ AaThbl U3roTOBNEHUS.

Mcnonb3oBaHUe ChIMYXXHOIO pepMeHTa U NEencUHOB ANdA MPOU3BOACTBA KOMMMEKCHbLIX MpenapaToB
nocne 4 mec xpaHeHUs He AoNyCcKaeTCH.

9.5 CpoKrogHoCTM KOMMNEKCHLIX NpenapaToB B cblipogennmmn — 8 Mec.
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[MpunoxeHune A
(obsizaTenbHOE)

TpeboBaHUA K KOHTPONbHLIM O0bpa3uam

A.1 KoHTponbHble 06pa3ubl CbiHYYXHOIO DEPMEHTA N TOBSIXKBLErO MEncuHa, UCNonb3yemble Npu onpeaeneHumn
obLWwen MONOKOCBEPTLIBAOLWEN aKTUBHOCTU Mo 8.5 1 8.6, 4ONMM MONOKOCBEPThIBAKOLWEN aKTUBHOCTU XMMO3MHA OT 0DLLen
MOJTOKOCBEPTLIBAOLWEN aKTUBHOCTU NpenapaTos No 8.7, A0MKHbI COOTBETCTBOBATL CNeAyloWwWmum TpeboBaHUSIM.

A.2 KOHTpoOnbHbIN 0Dpa3el CbIMYXHOro pepmeHTa

[To opraHonenTM4Yeckum n OU3NKO-XUMUYECKUM MOKA3ATENAM KOHTPOINMBbHbIN 0BpaseLl CbivyXHOro dhepmenHTa gon-
XXEH COOTBETCTBOBATb TPEBOBAHUAM, N3NOXEHHbIM B Tabnuue A.1.

Tabnmnuya A1

HanmeHoBaHWE XapaKTepUCTUKU U nokasarens XapaKkrepuctuka u 3HadeHue nokasartens
BHewHUn Bna OAHOPOAHBLIN MOPOLLOK
LiBeT CBeTNO-XENnTbIN UNN CBETNO-CEPLIN
3anax Cneunpunieckmm, CBONCTBEHHbLIN XUBOTHbLIM MPO-
Teasam

Obwas MOMOKOCBEpPTbIBAOWAsA AaKTMBHOCTb KOHTPOIb-
HOoro obpasua CbiYy)XHOro hepmMeHTa Nno CBEPTLIBAHUIO MO-

NoYHOro cybcrpara, ycn. ea./r, He MeHee 100000 £ 5000

[Hons MONoKoCBeEPTLIBAWEN aKTUBHOCTU XUMO3WHA OT
obwen MONOKOCBEepTbIBalOWEN aKTUBHOCTU KOHTPONbHOIO

obpasua cblvyXHOro pepmenTta, %, He MeHee 85

A.3 KoHTponbHbIN 00pa3eL roBAXbero nerncvHa
[To opranonenTn4eckum n OU3NKO-XMMUYECKUM NOKA3aTeNnsiM KOHTPONbHbIM 0bpa3seL roBsiXXbero nerncnHa gormkeH
COOTBETCTBOBATL TPEDHOBAHUSAM, U3NOXEHHbIM B Tabnuue A.2.

Tadbnwuwua A2

HaunmeHoBaHUE XapakTepuCTUKN K Nnokasarens XapakTepucTuka U 3HadeHue nokasartens
BHewHun Bua OaHOPOOHBbIN MOPOLLOK
LiBeT CBeTNoO-XenTbln UNN CBETIO-CEPLIN
3anax Cneundmyeckmum, CBONCTBEHHbLIN XUBOTHLIM NPO-
Teasam

Obwasa MONMoKocBepTbiBaOWaAsa akTUBHOCTb KOHTPOIb-
HOro obpasua roBsHKbEro nerncuHa no CBEPTbIBAHUIO MO-

NoYHoOro cybcrpara, ycn. ea./r, He MeHee 100000 £ 5000

HHons monokocBepThbiBAOWEN AaKTUBHOCTU XUMO3UHA OT
obwen MONOKOCBEPTbIBAKOLWEN AKTUBHOCTU KOHTPONBbHOIO

obpa3sua roeskbero nencuHa, %, He MeHee 15
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[MpunoxeHve b
(obsizaTenbHOE)

TpebGoBaHUA K KOMNBIOTEPHOW NporpaMmme

b.1 ®yHKUMOHanNbHbLIE TPebOBaAHUA K NpOorpaMmme

B5.1.1 YnpaBrneHvne oo3aToOpoOM peareHToB

[Tporpamma gormkHa obecneumBath Nogady KOMaHg Ha WNPULEBON A03aTOp U OTCNEXUBATb UX BbIMOMNHEHME.
KomaHabl, nogaBaemMble HA 03aTop, A0MKHbI 06ecnevmBaTh BbIOOP XUAKOCTHBLIX KAHANOB 403aTopPAa, BbIOOP ynpaBnsie Mo-
ro wnpuua, MTHAMBMAyanbHO ANS KAXA0ro wnpuua 3agaBatb 06 beM 1 CKOPOCTb MX 3aNONHEHNs1, 06 beM 1 CKOPOCTb UX OMO-
POXHEHUS. KaxXabiMm 13 WWNprUEB crneayer yrnpaBnsiTb HE3aBUCUMO.

MHhopmaums o cocToAHUMM go3aTopa AoMXHa BblJaBaTbCA HA AUCNNEN KOMMNbIOTEPA B NPOLECcCe N3MEPEHUS.

b.1.2 KoHTponb TemnepaTtypbl peakumm

[Tporpamma goMmKHA KOHTPONMUPOBAaTb TEMMNEPATYPY TEPMOKIOBETHI C TOUHOCTBIO £ 0,2 °C n oTobpaxaTtb TeMmneparTy-
Py Ha ANCnree KoMnoelTepa.

B.1.3 OTbop aaHHbLIX C hoTOMETPA

[Tporpamma B pexmme peanbHOro BpeMeHu gomkHa obecnevmBaTth:

- oTbop ¢ nutepsanom spemenn (0,110 £ 0,001) ¢ undpoBbIX AAaHHbLIX {3HAYEHNIW ONTUYECKOW NIMOTHOCTU) C POTO-
MeTpa c norpewHocTtbio + 0,0005 eaMHMLUBI ONTUYECKOW NIMOTHOCTMU;

- yucnosoe andhpepeHunpoBaHUE Mo BPpeEMEHN 3HAYEHUN ONTUYECKOWN NMNOTHOCTMW,

- OTODOpaxkeHne BO BPEMEHU 3HAYEHUW ONTUYECKOW NITOTHOCTU U 3HAYEHUN BTOPOU MPON3BOAHON ONTUHYECKOW MNOT-
HOCTU NO BPEMEHW HA AUCIIEE KOMMNbIOTEPA;

- 3anoMmuHaHue B base AaHHbIX MHPOPMaLUMKM O 3HAYEHUSIX ONTUYECKOW NNOTHOCTU (KUHETUYECKUE KPUBLIE);

- onpeaeneHne MOMeHTa NpekpaLweHusa oTbopa gaHHbIX ¢ PoTOMETPA ANSA TEKYLWEN peaKkuynm (Mo KPUTEPUIO 4OCTU-
XKEHNS MOMEHTA CMEHbI 3HaKa BTOPOW NPOU3BOAHON ONMTUYECKOWN NIOTHOCTU BO BPEMEHW).

Bb.1.4 BbiuncneHne KMHEeTUYECKNX NAPAMETPOB TEKYLLEN KNHETUYECKOWN KPNBOM
[Iporpamma gonxHa obecne4vmBarb:

- YnCcnoBoe gunpgepeHumnposaHne maccmepa 3Ha4eHUM ONTUYECKOW MITOTHOCTU TEKYUWLEN KNHETUYECKON KPUBOW
(NOCTPOEHNE KPUBOW NBMEHEHUA BTOPOU NPON3BOAHON 3aBUCUMOCTU ONTUYECKOWN NITOTHOCTU pacTBOpPa MONOYHOTO Cyb-
cTpara no BPpEMEHW) ANns KOHTPOSbHbIX 00Pa3L 0B ChIYYXHOIO (DEPMEHTA U FOBSXKBLEIO NENCUHA U NCNLITYEMOIO Npena-
paTa,

- CrMa)XumBaHne MeTo40M HaUMEHbLNX KBAAPaToB (C LEenbio yCTPpaHeHus WwymMmoB) andhdepeHumanbHON KPUBOWU B
0DnacTu CMeHbl €e 3HaKa;

- onpeageneHne MOMeHTa BpeMeHU CMeHbI 3HaKa anddepeHumnanbHON KPUBOUW, MPUHUMAEMOTO 3a BPEMS OCTUXE-
HUSA MAaKkCUManbHOW CKOPOCTU POCTa ONTUYECKOW NMOTHOCTU pacTBOpAa MONOYHOro cybcrTpara,;

- oTobpaxeHue rpadhmnveckon nHpopmaumm 0 maTemaTn4eckon obpaboTke KMHeTUYEeCKUX n anchdepeHumanbHbIX
KPUBLIX HA ANCrnee KoOMMboTepa;

- 3anoMmHaHune 3Ha4YeHUN BPEMEHN JOCTUXEHNHA MAKCUMarbHOW CKOPOCTU POCTAa ONTUYECKOWU NNTOTHOCTU pacTBopa
MOJIOYHOro cybetparta B 6ase gaHHbIX 1 oTobpaXKeHne nx B Buae tabnuubl Ha gncniee KOMNbloTepPa;

- BblYUCMEHUe OTHOLWEHNN BPEMEHUN OCTUXEHNS MaKCUMarnbHOW CKOPOCTM POCTa ONTUYECKON NNOTHOCTU Ky, K, K,

pacTBopoB monoyvHoro cybctpara Ne 1 ¢ pH 6,50 um Ne 2 ¢ pH 5,50 noa AencTBMEM UCTIBITYEMOrO NpenapaTa, KOHTPONbHbIX
00pPa3LOB ChIHYXHOIo hepmMeHTa 1 roBsSHXKbEro nencuHa, NOCTynneHne nx B 6asy AaHHbIX 1 OTODPaXXeHne pe3ynbTaToB UX
N3MEPEHUS B BUAE AnarpamMmmbl Ha AUCNree KOMNnboTepa.

b.1.5 lNMocTpoeHne ypaBHeHNA AN onpeneneHna 4o05IM MOJIOKOCBEPThIBAKOLWEN aKTUBHOCTN XMMO3MHA OT
o0OLen MONOKOCBEPThIBAOLWEN aKTUBHOCTHM Npenapara

[Tporpamma gonmxHa obecnevumBaTh BbIBOA YPaBHEHUS perpeccuum (cm. popmyny b.1), noCcTpoeHHOro MeTogom Haum-
MEeHbLUMX KBaApaToB No 3a4aHHbIM 3HAYEHUSAM O0NTU MOJTOKOCBEPTbIBAOLWEN aKTUBHOCTU XMMO3MHA OT 0DLWLEN MOIOKO-
CBEPTbIBAIOLWEN AKTUBHOCTU KOHTPONBHOIO 06pa3sua CbivyXHOro epmMeHTa, KOHTPOIIbHOIO 0bpa3La roBsiXXbero rnencuHa u

N3MEPEHHbBIX BENMMYMH OTHOLLEHUWN BPEMEHU AOCTUXKEHNS MAKCUMarbHOW CKOPOCTU POCTa ONTUYECKOW MNNOTHOCTU PaCcTBO-
POB MONOYHOro cybcrpara:

y = b1+ box + bax’. (5.1)

[TpunmeyaHun e— KBagpaTniHbie YNeHbl NPUMEHSIOT, €CNu ANs KanMOpOBKM NCMONb3YOT CMECh PACTBOPOB OT-
pacneBbIX KOHTPONbHbBIX 00Pa3UOB NOBSKbEro MNENCMHA U CbIYYXXHOIO hepmeHTa ¢ 00bEMHbBIM COOTHOWEHUEM 1:1.

[porpamma gorxHa BoluncnaTe Dg ANsi CMECU pacTBOPOB KOHTPOIIbHbIX 0Bpas3LIoB roBsXXbero rnencuHa u Cbivyx-
HOro hepmMeHTa € 06 bEMHBLIM COOTHOWEHNEM 1:1 No hopmyne

33



FOCT P 52688—2006

Ayms Dy + Aymy Dy
Aomg+Agm,
rae A, — obwan MONoKOCBEPTLIBaOWAA aKTMBHOCTb KOHTPObHOIO 06pasLa Cbivy>XXHOro pepmeHTa, ycr. ea./r;
Mz — Macca HaBECKN KOHTPONbHOIo obpasLa Cbivy>XHOro epMeHTa, I;
D, — nons MoONoKoCBEPTLIBaIOLWEN aKTUBHOCTU XMMO3UHA OT 00LLIEN MONOKOCBEPTLIBAIOLWLEN aKTUBHOCTN B KOHTPOIb-
HOM 0Bpa3sue CblvyXHOro hepmeHTa, %;
A; — 00L,as MONMOKOCBEPThIBaOLLAs aKTUBHOCTb KOHTPONbHOIoO 00pasLa roBsiXbero nencuHa, ycn. ea./r;
m, — Macca HaBECKN KOHTPOIbHOIO 0bpasLa roBsXbero nencuHa, r;
D, — nonsi MONOKOCBEPTbIBAOLWEN aKTUBHOCTU XMMO3MHA OT 0DLLEeN MOMOKOCBEPTHIBAIOLLEV AKTUBHOCTU B KOHTPOIb-
HOM Obpa3sue roBsiXXbero nencuHa, %.
5.1.6 BbluncneHvne gonv MonoKocBepThIBaKOLWEN AKTUBHOCTN XMMO3MHA OT o0Len MONOKOCBEePThLIBALO-
e aKkTUBHOCTMU B UCNbITyeMbIX Npenapartax
[Tporpamma gomkHa obecneumBaTb BbIMUCIIEHUE ANSA UCMLITYEMBIX MPenapaTtoB 40NN MONOKOCBEPTLIBAKOLLEN

AKTUBHOCTUN XMMO3WUHA OT O6LLI,9I7'I MOJ’IOI{OCBeprIBaPOLLI,Eﬁ dKTUBHOCTU NCTBITYEMOTO INperapara B COOTBETCTBUN C YPaBHE-

HUAMU b.1 w1 b.2 1 3Ha4YeHnsAMN OTHOLLEHUN BPEMEHN OOCTUXKEHUA MAKCUMAaNbHOWN CKOPOCTU POCTa ONTUYECKOWN NIMOTHOCTW
(cm. B.1.4).

b.1.7 BbluncneHve odbwen MONOKOCBEePThIBAKOLWEN aKTUBHOCTU UCNbLITYEMOro npenapara
[Tporpamma gonxHa obecnevmBaTb BblUMCIIEHNE 3HAYEHNN OBLWEN MONTOKOCBEPTLIBAOLWEN aKTUBHOCTU UCTIITYE-
MOro npenapara Ay, ycn. ea./r, no gopmyne

Dg = (5.2)

A4=m5A2t11

(5.3)
m- iy,

rae mg — Macca HaBeCKM KOHTPOIbHOIo 06pasLa Cbl4y>XXHOro epmMeHTa, r;
A, — 00Wasn MONOKOCBEPThIBaIOLLASA aKTMBHOCTb KOHTPONbHOIO 06pasLa cbivyXHOoro pepmeHTa, yen. ea./r;
t,1 — Bpems JOCTUXKEHNA MakCuMarnbHOW CKOPOCTW pOCTa ONMTUYECKOWN NITOTHOCTU pacTBoOpa MOJNOYHOro cyberpara ¢
pH 6,50 noa gencrBnem KOHTPOINbHOro 0bpasua Cblivy>XHOro epmenTa, C;

m- — Macca HaBeCKu UCMbITYEMOro npenapara, I,
t,» — BpeMsi JOCTUXKEHUA MaKCMMarbHOW CKOPOCTU POCTa ONTUYECKON MIOTHOCTK pacTBoOpa MOOYHOro cyberpara c

pH 6,50 nog gencreBnem ncnbiTyemMoro npenapara, C.

Bb.1.8 OTobOpaxeHwne pe3ynbTaTOB N3MEPEHUS

[Tporpamma gormkHa obecnevmBaTb OTODPaXXEHME OKOHYATENBHbLIX PE3yNbTAaTOB U3MEPEHUS, AATY U BPEMS UCTMbITA-
HUW, WP IKCNepumeHTa (pasmelleHne Bcen nHpopmaumm o6 skcnepmmeHTe B 6ase gaHHbIX), HE0BX0AUMbIE KOMMEH-
Tapum.

.2 Oprann3auuna padoTbl nporpamMmmbl

PaboTta nporpammbl 4OMKHa ObITb OpraHn3oBaHa UCxoas U3 creayoLwmx npuHLMNOB.

b.2.1 Bce pacyeTbl, nepedncneHHbie B 4aHHOM MPUNoXeHnn, criegyeT BbINONMHATL B PEXUME pearibHOro BpeMeHu
(3a Bpemsi MeHee 0,1 ¢). Kpome Toro, nporpamma gosikHa yaoBneTBopsTb TpeboBaHMAM onepaunoHHOW CUCTEMBI, 0becne-
YMBaoLWeEN paboTy B pexXxmme MHOro3agavHoCcTw.,

E.2.2 TlporpammagonxHaobecneymBaTth BbIBOA HA ANCNNEN TEKYLWEN MHPOpMaLUUK, a TakKe nHdpopmauum, 3aTpe-
DOBaHHOW OMepaTopom B NOOON MOMEHT, KaK NO TEKYLLEMY SKCNEPUMEHTY, TaK U MO YKe BbINONHEHHbIM UCMbITAHUAM (13
Da3bl JaHHbIX).

£.2.3 Paboty nporpammbl cnegyeTt CTPOUTb HA OCHOBE MHTEPNPETUPOBAHUSA (BbINONMHEHUS) BIDPAHHOIO oneparTo-
POM UCHMbITAHUS, COCTABNEHHOIO Ha OCHOBE NEPEYNCIIEHNS HACTPanBaeMbIX No4 Tpebyemeble 3aga4vm MakpoKoMaHa.

E.2.4 Tlporpamma gomxHa obecnevmBaTb NPUMEHEHNE MOCTABMAEMbIX C NPOrpaMmmMmon pekoMmeHayembIX bBubnnotek
CLUEHAPUEB, a TaKXKe NPeaocTaBnsATb BO3MOXHOCTb COCTABNEHNS MHAUBUAYAaNbHbIX BMONNoOTEK cueHapueB. [ns cocras-
NeHNs HaMBMAyanbHbIX BUBNNOTEK CUEHAPMEB NporpamMmma A4oMKHA UMETb CrneynanmnuanpoBaHHbIN pegakTop, obecneun-
BalO LMW HACTPOUKY MaKpOKOMaHA,.

6.2.5 WnTepdenc nporpammel 4ormKkeH obecneunBaTbh B peXxXume gnanora Belbop onepatopom Tpebyemoro cueHa-
pPUsi N3 bMBNNMOTEKM CLUEHAPUEB M BBOA MCXOQHOW MHDOPpMaL NN,
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CaHuTapHble npasuna ans npeanpuatum msicHon npombiwneHHoctn, M3 CCCP,
29.09.86

[TpoOBONBCTBEHHOE ChIPbEe U MULLEBBLIE NPOAYKTLI. [ MrmeHn4veckmne TpedboBaHust be-
30NaCHOCTU U MULLEBOW LEHHOCTU MULLEBLIX MPOAYKTOB

[lnTbeBas BOAA. [ u”rmeHn4yeckne Tp66OBaHHFI K KQ4eCTBY BOAbl LEHTPAIIM3OBAHHDbIX
CNCTEM MNMNTbEBOIO BOJEI,OCHEIS}KEHHFI. KOHTpOJ'Ib KayveCTBa

[MrmeHnyeckmne TpeboBaHUA NO NPUMEHEHUIO MULLEBLIX 40DaBOK

OnpegeneHne cogepXaHus TOKCUYHBIX 3NEMEHTOB B MULLEBLIX NPOAYKTax U Npo-
NOBONbCTBEHHOM Cbipbe. MeToAMKa aBTOKITaBHOW MPOoOONOAroTOBKK

MeToanka BbIMONMHEeHUs U3MEHEHUN MaCCOBOW AO0NW CBUHUA U KaaMWUS B MNULLEBbIX
NPOAYKTaX U NPOAOBONBCTBEHHOM Cbipbe METOAOM SMEKTPOTEPMUYECKON aTOMHO-

abcopOLMOHHOW CNEKTPOMETPUN
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