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MNpepucnosue

Llenn, ocCHOBHblE NMPUHLUMbLI U OCHOBHOW NOPSAO0K NPOBeAeHUs paboT Mo MEXrocyapCTBEHHOW CTaH-
fapTtusaunm yctaHosneHsl B FOCT 1.0—2015 «MexrocygapcTBeHHas cuctema crtaHgaptmsaummn. OCHOBHble
nonoxexua» n FOCT 1.2—2015 «MexrocyfapcTeeHHasn cucteMa ctaHgaptusauun. CtaHaapTel Mexrocygap-

CTBEHHbIE. NpaBuia n pekomeHgaynn no Me)Krocyp.apCTBeHHoiil cTaHgapTtusauuu. MNpasuna pa3pa60TKV|, npu-
HATWSA. 0OGHOBIEHUS U OTMEHbI»

CeefileHns o cTaHgapTe

1 NOArOTOBJ/IEH ®epepanbHbIM rocyAapCTBEHHbIM GHOMKETHbIM HayUHbIM yupexaeHuem «Bcepoc-
CuiicKniA Hay4yHO-UCcNenoBaTesIbCKUl MHCTUTYT Macsioaenus u ceipogenus» (PreHY BHUMMC)

2 BHECEH depgepanbHbiM areHTCTBOM M0 TEXHUYECKOMY PerysiMpoBaHuio U MeTposiormm

3 MPUHAT MexrocysapCcTBeHHbIM COBETOM MO CTaHAapTu3auumn, MeTponorum n ceptudukanmm (npo-
Tokon oT 30 Hosbpsa 2017 . N» 52—2017)

3a NpUHATME NporosocoBasin:
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Kuprusus KG KblpreisctaHgapt
Poccus RU Poccrangapt
Y36ekucraH uz YactaHgapt

4 TMpukasom PefepasbHOro areHTCTBa Mo TEXHUYECKOMY PeryiMpoBaHnio U MeTposiorum ot 14 aekabps

2017 r. Ne 1972-cT MeXrocyfapcTBeHHbI ctaHaapT TOCT 34353—2017 BBeAeH B fieiicTBME B KayecTBe Ha-
LuuoHanbHoro ctaHgapTa Poccuiickoli ®egepaunm ¢ 1 ceHTabps 2018 r.

5 HacTtoswwuii cTaHfapT NOAroTOB/IEH Ha OCHOBe npuMeHeHus FTOCT P 52688—2006°

6 BBE/JEH BIEPBbIE

' MNpukasom ®epfepanbHOrO areHTCTBa No TEXHUYECKOMY peryimpoBaHuio U MeTponorum ot 14 aekabpsa 2017 r.
Ne 1972-ct TOCT P 52688—2006 oTmeHeH ¢ 1 ceHTA6ps 2018 .
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WNHdopmaumsa 06 nsMeHeHnsax K HacTosLeMy cTaHfapTy Ny6aMkyeTca B eXerogHoM nHopMaLnoH-
HOM ykasaTene «HauuoHanbHble CTaHAapThl», @ TEeKCT W3MEHEHWA U NONPAaBOK — B €XEMeCAYHOM WUH-
hopmaLnoHHOM yKasaTene «HaunoHanbHble CTaHAapThi». B cnyyas nepecMoTpa (3aMeHbl) UM OTMeHbI
HacTosLWero craHfapTa CooTBeTCTBYLWee yBefom/eHe OyaeT onyb/IMKOBaHO B €XeMeCAYHOM WH-
opmaunoHHOM ykasaTene «HaunmoHanbHble cTaHfapTbl». CooTBeTCTBYWLWAA VHpopmauus, yBeLom-
NleHne 1 TeKCTbl pasMeLialnTCcsa Takke B MHPOPMALMOHHON cucTeme obLiero nonb3oBaHnsa — Ha odu-
UunanbHoM caliTe ®eaepasbHOro areHTCTBa N0 TEeXHNYECKOMY PeryanpoBaHuio U MeTposornum B ceTu
NHTepHeT (Www.gost.ru)

© CrtaHpapTuHdopm. 2018

B Poccuiickoli ®efepanuy HaCTOSWMIA CTaHAAPT HE MOXET GbITb MOSIHOCTHIO U/IM YACTUYHO BOCMPOU3-
BeAeH. TUPaXMPOBaH M pacnpocTpaHeH B KAYeCTBe OULMaNIbHOTO n3gaHus 6e3 paspelleHns deaepanbHoro
areHTCcTBa Mo TEXHUYECKOMY PerynnpoBaHuio U MeTposiorm
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M E X I OCUY 4LAPGC CTOBEHHBbB # CTAHOAPT

MPEMAPATbI PEPMEHTHBIE MOJ/IOKOCBEPTbLIBAKOLWWNE
XNBOTHOTIO MPONCXOXAEHNA CYXUE

TexHu4yeckune ycnosusa

Dry animal origin milk-clotting enzyme. Specifications

Jata eBefeHns — 201&—09—01

1 O6nactb NPUMEHEHUS

HactosAwwmii cTaHgapT pacnpocTpaHaeTcsa Ha npenapartbl (PepMeHTHbIe MOJIOKOCBEPTbIBAOLLME XKNBOT-
HOro NPOUCXOXAEeHUs cyxue {fanee — npenapaTbl) HA OCHOBE KMC/IbIX NPOTEea3 XXMBOTHOMO NMPOVCXOXAEHUS,
npefHasHayeHHble 4718 CBePTbIBaHNA MOJIOKa MM MOJIOYHON CMecu Npu NPOM3BOACTBE MOJOYHbLIX, MOJIOY-
HbIX COCTaBHbIX U MOMIOKOCOAEPXalLuUX NpoAyKTOB.

TpebosaHusi, obecneumsaroLiie 6e30NacHOCTb Npenapartos, U3NoxeHbl B 5.1.4. Tpeb6oBaHWA K Kaye-
ctBy — B5.1.2 n 5.1.3. K Mmapkuposke — B 5.3.

2 HopmMaTunBHbIe CCbIJIKK

B HacTosiLem cTaHAapTe UCMOMb30BaHbl HOPMAaTUBHbIE CChIIKM Ha CriefyloLme MexrocyjapcTBeHHble
cTaHjapThbl:

FOCT 8.579—2002 ocyaapcTBeHHast cuctemMa obecneyeHns eauHCTBa M3MepeHunin. TpeboBaHus K Ko-
NnyecTBy (hpacoBaHHbIX TOBAPOB B ynakosKax /1t060ro sua npu ux npovssBoAcTBe, pactacoske, npojaxe n
umnopTe

FOCT 61—75 PeakTtuBbl. Kucnorta ykcycHasi. TexHuyeckue ycsiosus

FOCT 199—78 PeakTuBbl. HaTpuii yKCYCHOKMCAbIA 3-BOAHBIA. TEXHUYECKNE YCOBUSA

FOCT 450—77 Kanbuuii XIOpUCTbI/ TEXHUYECKNIA. TEXHUYECKUE YC/I0BUSA

FOCT 857—95 Kucnota confHaa cMHTeTUYECKan TexHuyeckas. TexHU4eckne ycnosus

FOCT 1277—75 PeaktuBbl. Cepebpo a3oTHOKUCI0e. TeXHNYECKUe yCcnoBus

FOCT 1341—97 MNeprameHT pacTuTesbHbIA. TeXHNYeckue ycnoBus

FOCT 1760—2014 MopgneprameHT. TexXHU4eckne ycrnosus

FOCT 1770—74 (WCO 1042—83. NCO 4788—80) lMNMocyna mepHas nabopatopHas cTeknsHHas. Liu-
NIMHAPbI. MEH3YPKKM, KONObI, NPpobupkn. ObLLMe TeXHUYeCcKne ycnosus

FOCT 3118—77 PeaktuBbl. Kucnota consiHas. TexHuyeckme ycnoBus

FOCT 3145—84 Yacbl MexaHU4ecKne ¢ CUrHasibHbIM yCTpoicTBOM. O6LIMe TeXHUYECKME YCNOBUS

FOCT 3560—73 JleHTa cTanbHasa ynakoBoyHas. TexHuyeckne ycrnosus

FOCT 3622—68 M0M0KO U MOJSI0YHbIE NPOAYKTbl. OT6OP NPO6 U NOATOTOBKA WX K UCMbITAHWUIO

FOCT 3652—69 PeakTuBbl. Kucnota nMMoHHaa MoHoruapaT v 6e3sogHas. TexHu4eckue ycroBus

FOCT 4198—75 PeakTtuBbl. Kanuii dhochopHOKNCABI 0fHO3aMELLEHHbIN. TEXHUYECKe YC/I0BUSA

FOCT 4234—77 PeaktuBbl. Kanuit xnopucTblii. TexHn4eckne ycrnoBus

FOCT 4459—75 PeakTuBbl. Kasimii XxpOMOBO-KUC/bIA. TEXHUYECKUE YCIOBUSA

FOCT 4919.2—2016 PeakTuBbl M 0Cc060 uymcTble BellecTBa. MeToabl NpUroToBneHUs 6ydiepHbIX
pacTBopos

FOCT 5981—2011 BaHKu M KPbILWKA K HAM MeTasi/In4yeckue A/ KOHCepBOB. TeXHUYeckne ycnosus

N3paHue oduymansHoe
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FOCT 6691—77 Peaktusbl. Kapbamug,. TexHU4eckne ycnosus

FOCT 6709—72 Bopga AguctunnmpoBaHHas. TexHuyeckme ycnosus

[OCT 8273—75 bymara ob6epToyHas. TexHn4eckue ycnoBus

FOCT 10131—93 AWmK1 13 ApeBECHHbI N APEBECHbIX MaTepranos AN NPOAYKLUN NMULLEBBIX OTpacnei
MPOMBILLNEHHOCTU, CeMbCKOro X03ANCTBa M Cnuyek. TexXHuyeckne ycnosus

FOCT 10354—82 lNneHKa nonmatuieHoBas. TexHuyeckme ycnosus

FOCT 10444.15—94 TMMpoaykTbl nuwieBble. MeTodbl onpegeneHns Koamyectsa Me3oguibHbIX aspob-
HbIX U (haKybTaTUBHO-aHa3POOHbIX MUKPOOPraHM3MoB

FOCT 11354—93 Awukn 13 peBecuHbl N ApeBeCHbIX MaTepuasioB MHOTOOG0POTHbIE A1 NPOAYKLMN
NULLEBbIX OTpacneli NPOMbILLIEHHOCTM W CeNbCKOro X03aiMcTBa. TeXHUYECKNE YCNOBUSA

FOCT 11773—76 PeaxtuBbl. HaTpuii dpocchopHO-KMCbI ABY3aMelLeHHbI. TeXHUYECKME YCNOBUS

FOCT 12026—76 Bymara huibTpoBanbHas nabopaTopHas. TexHU4eckne ycnoBsus

FOCT 12120—82 BaHku MeTannnyeckme n KOMGUHMpPOBaHHbIE. TEXHUYECKNE YCOBUSA

FOCT 13358—84 Awuku gowartblie ANs KOHCEpPBOB. TeXHnYyeckne ycnosus

FOCT 13511—2006 Awmkn 13 rodppupoBaHHOrO KapToHa 4718 NULWEBbIX NMPOAYKTOB, CNMYeK, TabauHbIX
n3genunii N MoLLMX CPeACTB. TEXHUYECKME YCI0BUSA

FOCT 13515—91 AWmMKN N3 TapHOro NJI0CKOro CKNeeHHoro KapToHa Ana CAMBOYHOro Macna u maprapu-
Ha. TexHu4yeckue ycnosus

FOCT 13830—97 Cosnb nosapeHHas nuuiesas. ObLine TeXHNYeckme ycnosus

FOCT 14192—96 Mapkuposka rpysos

FOCT 14919—83 3n1eKTponuUTbl, 3/1EeKTPOMIUTKA U XapoyHble aniekTpolkadbl 6biToBble. ObLme Tex-
HUYeckune ycnosus

[OCT 16678—71 CnusncTble 060/104KN CblYYrOB KPYMHOIO poraToro ckota M CBUHbIX XeslyKOB 3amMo-
poXeHHble. TeXHNYecKne ycrnoBus

FOCT 17308—88 LUnaratbl. TexHUu4eckne ycnosus

[OCT 18251—87 JleHTa kneeBast Ha 6yMaxHoOl OCHOBe. TeXHUYECKUe yCcroBus

FOCT 18300—87 CnupT 3TW/I0BbI PEKTUMKOBAHHbIV TEXHUYECKNIA. TEXHUYECKUE YCNIOBUS

FOCT 19881—74 AHan3aTopbl NOTEHUMOMETPUYECKNE AR KOHTPONA PH MOJI0Ka 1 MOSIOYHBIX NMPOAYK-
TOB. O6LUMEe TeXHNUYECKME YCNOBUSA

[OCT 20477—86 JleHTa NonvMaTU/IeHOBas C JIMNKAUM CnoemM. TexHuyeckme ycnoBus

FOCT 25336—82 Mocyaa n obopynoBaHme nabopaTopHble CTEKNSAHHbIE. Tunbl, OCHOBHbIE NapameTpbl
1 pasmepsbl

FOCT 25794.1—83 Peaktusbl. MeToAbl NPUroTOB/IEHNSA TUTPOBAHHbLIX PACTBOPOB A1 KUC/IOTHO-OCHOB-
HOro TUTPOBaHNSA

FOCT 25794.3—83 PeaktuBbl. MeToAbl MPUrOTOB/IEHUA TUTPOBAHHbLIX PaCcTBOPOB A8 TUTPOBaHUA
ocaXeHneM, HEBOAHOro TUTPOBAHUA U APYTMX METOL0B

FOCT 26669—85 MNpoaykTbl nuLieBble U BKYycOBble. [NoarotoBka npob A/ MUKPOOGMONOTMYECKUX aHa-
1308

FOCT 26670—91 MpoayKTbl nuwesble. MeToAbl KyNbTUBUPOBAHUA MUKPOOPraHU3MOB

FOCT 26678—85 X0M104UNBHUKA N MOPO3WU/IbHUKM ObITOBbIE 3/IEKTPUYECKME KOMNPECCUOHHbIE Nnapa-
meTpuyeckoro psga. Obuine TeXHNYeCKne ycnosus

FOCT 26929—94 Chbipbe v NpoAyKThbl nuLLeBble. [oaroToBka Npob. MnHepanvsauns Ansa onpegeneHus
CoAepXaHns TOKCUYHbIX 3/1IEMEHTOB

FOCT 26930—86 Cbipbe 1 NpoAyKThl NuLLeBblie. MeTof onpefenieHns Mbillbsaka

FOCT 26932—86 Cblpbe v NpoAyKThl NULLEBbIE. MeToApbl onpefesieHns CBUHLAa

FOCT 28498—90 TepMOMETPbI XUAKOCTHbIE CTEKIAHHbIE. Ob6LMe TexHuueckne TpebosaHusa. Metoapbl
ncnbITaHwui

[OCT 29169—091 (MCO 648—77) Mocyna nabopaTtopHas cTeknsHHas. MNunetkn ¢ 0gHON OTMETKOM

FOCT 29185—2014 (ISO 15213:2003) Mukpo6u1onorns nuLeBbIX NPOAYKTOB M KOPMOB /15 XNBOTHbIX.
MeToabl BbISBNEHUA 1 NoAcHeTa CyNbUTPeayLMPYIOWNX KNOCTPMANIA. pacTyLmMX B aHaspO6HbIX YCI0BUAX

[OCT 29227—91 (MCO 835-1—81) lNMocypga nabopaTopHas cTeknsiHHasA. MNMuneTku rpagyvpoBaHHbIE.
Yactb 1. O6wue TpeboBaHus

FOCT 29228—91 (UCO 835-2—81) lNocyaa nabopaTopHas cTeknsHHasa. MNMuneTkn rpagyvpoBaHHble.
YacTb 2. MuneTkn rpafyvipoBaHHble 6e3 yCTaHOBMEHNA BPEMEHV OXUAaHUS

FOCT 29251—91 (NCO 385-1—84) lMocyaa nabopatopHasa cTeknsHHas. bBiopeTtku. Yactb 1. O6wwme
TpeboBaHus

2



FOCT 34353—2017

FOCT 30178—96 Chbipbe 1 NPoAyKTbl NULLEBble. ATOMHO-a6COPOLMOHHbIA MeToZ onpeaeneHns ToKCHuy-
HbIX 3/1EMEHTOB

FOCT 30538—97 MNpoaykTbl nuwesble. MeToauka onpegesieHns TOKCUUYHbIX 3/1eMEeHTOB aTOMHO-3MUC-
CMOHHBIM METOLOM

FOCT 30726—2001 MMpoaykTbl nulieBble. MeToAbl BbISBNIEHUS 1 ONpefeneHns KomyecTsa Gaktepuid
Buaa Escherichia coli

FOCT 31628—2012 lNpoAyKTbl NuLieBble N NPOAOBO/ILCTBEHHOE Cbipbe. VIHBEPCMOHHO-BO/IbTAMMEPO-
MeTpuyeckuii MeTog onpegenieHns MacCoBON KOHLEHTpPauun MblllbsKa

FOCT 31659—2012 (ISO 6579:2002) [MpoaykTbl nuweBble. MeTon BbIABNEHUA OGakTepuii poaa
Salmonella

FOCT 31747—2012 lMpoayKTbl nulieBble. MeToAbl BbISBNIEHUS 1 ONpPefeneHns KomyecTsa Gaktepuid
rpynnbl KULWEYHbIX nasnoyvek (KomdopMHbIX 6akTepuid)

FOCT 32891—2014 Cbluyrn TeNsT, ArHAT, KO3MSAT-MOIOYHUKOB A1 MOSIOKOCBEPTbIBAOLWMNX (DepMEHT-
HbIX MpenapaTos. TexHNnYeckne ycnosus

FOCT 33629—2015 KoHcepBbl MOOYHbIE. MONOKO cyxoe. TexHuyeckune ycnosus

FOCT ISO 15163—2014 MOMOKO M MOJIOYHblEe NPOAYKTbl. CbIYyXHbI (DEPMEHT W3 CbIUyroB TENAT U
dhepMeHTHbIV NpenapaT 13 CbluyroB KPYNHOro poratoro ckota. OnpegeneHne cogepxaHus XMMo3nHa u roes-
Xbero nerncuHa MeTofom xpomatorpadgun

FOCT NCO 5725-6—2002"' TouHOCTb (NPaBWALHOCTb U NPELM3NOHHOCTbL) METOA40B U pe3ynbTaToB Us-
MepeHuii. YacTb 6. icnonb3oBaHne 3HayeHWin TOYHOCTU Ha NpakTuke

FOCT OIML R 76-1—2011 locypapcTBeHHas cuctemMa obecrneveHns eguHCTBa U3MepeHuii. Becbl He-
aBToOMaTMyeckoro aeicteusa. Yactb 1. MeTponornyeckme u TexHuyeckne TpeboBaHns. VcnbitaHus

NMpumeyaHune — T[lpn NONb30BAHNN HACTOALMM CTAHAAPTOM Liesiecoo6pa3Ho NpoBepuUTh AeiicTBME CCblIoY-
HbIX CTAHAAPTOB B MH(OPMALMOHHOM cMcTeMe 06LLEro Nofb30BaHUs — Ha oduuManbHOM cailite ®eflepasnbHOro areHT-
CTBa MO TEXHUYECKOMY PEerysMpoBaHunio 1 MeTPonorin B ceTu VIHTEPHET WK MO eXerofHoMy UHOopPMaLMOHHOMY yKasa-
TEN «HaunoHanbHble CTaHAAPTbI», KOTOPbIA ONy6IMKOBaH MO COCTOSIHUIO Ha 1 siHBaps TekyLiero roga, 1 no Bbinyckam
eXeMeCA4YHOro MHPOPMaLMOHHOTO ykazaTens «HaunoHanbHble cTaHAapTbl» 3a TeKyLWWii rog. Ecnu ceblnoyHblii cTaHgapT
3aMeHEeH (M3MEHEH), TO NpW NO/Ib30BAHNMN HACTOSLMM CTaHAAPTOM ClefyeT PyKOBOACTBOBATHCS 3aMEHSOWMNM (M3MEHEH-
HbIM) CTaHAAPTOM. EC/n CCbINOYHBIA CTaHAapPT OTMEHEH 6e3 3ameHbl, TO NOJIOXKEHNE, B KOTOPOM flaHa CCblfika Ha Hero,
NPUMEHSIETCS B YaCTW, He 3aTparuBaiolLeli 3Ty cChinky.

3 TepmuHbl 1 onpepeneHus

B HacTosLleM cTaHAapTe NPUMEHEHbI TEPMUHbI B COOTBETCTBUU C [L3—[3]. a Takke cregylolime TepMu-
Hbl C COOTBETCTBYIOLLNMY ONpefeneHnsaMu:

3.1 M0/I0KOCBEPTbLIBAKOW NI (DEepMEHTHbI npenapart XWBOTHOTO MPOUCXOXAEHUSA: PepMEHTHbIN
npenapaT Ha OCHOBE KMC/bIX (KapBOKCU/bHBIX) XWBOTHbIX NPOTEa3s, N3rOTOB/IEHHbIA U3 CblYYyrOB TENAT, ATHAT
N KO3MAT MOJIOYHMKOB, @ Takke 13 C/IM3NCTON 060/104KMN CblYYTOB KPYMHOrO pOraTtoro CKoTa M XXenesncTbIX Xe-
NyAKOB UbINAAT U Kyp.

3.2 CblUYXHbIN dhepmeHT; CP: MonokocBepTbiBaLWMA (DEPMEHTHBIA Npenapart, U3roTOBJ/IEHHbIN U3
cblyyra TensT, ArHAT, KO3/1AT MOJIOYHMKOB UM X CMECH, C A0Nell MOMOKOCBEPTbIBAIOLEN akTMBHOCTU XUMO-
31Ha OT 06LLeli MO/TOKOCBEPTLIBAOLLEN aKTMBHOCTY npenapaTta He MeHee 80,0 %.

Mpumeyanune — B cnyyae nonyyeHus npenapara c fgonei MOIOKOCBBPTLIBAIOLLBIA aKTUBHOCTU XMMO3WHA OT
o6l ell MonokocBepThiBatoLLel akTuBHocTM MeHee 80.0 % npenapat UAEHTUDULMPYETCS Kak CblYyXXHO-TOBSKUIA.

3.3 roBsaxuit nencuH; M: MonokoceepTbiBaOLWWIA (hepMeHTHbIN NpenapaTt, U3roTOB/IEHHbIN U3 CN3N-
CTOV 060104KM CbI4YTOB KPYMNHOrO poraTtoro ckota € fo/1eli akTUBHOCTU FOBSXbEro nencuHa ot obuiei moso-
KocBepTbIBalLL e akTMBHOCTM nNpenapaTta He meHee 80.0 %.

3.4 KypuHbIA nencuH; KMN: MonokoceepTbiBaOLWMA hepMeHTHbIM NpenapaTt, U3roTOB/EHHbIA U3 xene-
3UCTbIX XENYAKOB LbINAAT U Kyp C A0Ne akTMBHOCTU KypUMMOro nencuHa oT o6Lieli MooKOCBepThIBatoLL et
akTMBHocTu npenapara 100.0 %.

3.5 CblYYXHO-TOBAXWNIA MONOKOCBEPTLIBAOLWMNIA hepMeHTHbIN npenapart; CI: MosokoceepTbiBato-
LM hepMEHTHbIV Npenapart, U3roTOB/IEHHbIV N3 CIM3UCTON 060/104KM CbIYYrOB KPYMHOTO poraTtoro ckota uam

B Poccuiickoit ®epepauun geiicteyet FOCT P NCO 5725-6—2002 «TOYHOCTb (NPaBU/IbHOCTb W NMPELM3NOHHOCTb)
MEeTO/0B U pe3y/nbTaToB U3MepeHuii. HacTb 6. Vicnonb3oBaHWe 3HAYEHWU  TOYHOCTU Ha NpaKTuKe».
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CMeLUNBAHUEM CbIYY)XHOTO (DEPMEHTA U TOBSXLENO MENCcuHa, C A0/ei MOSIOKOCBEPThLIBAKOLWLEH aKTUBHOCTU
XMMO3UHAa OT 06Leli MOMIOKOCBEPThLIBaKLLE akTUBHOCTM npenapaTta meHee 80.0 %.

3.6 KOMMEKCHbIA MOIOKOCBEPThIBAKOLW NI hepMeHTHbI npenapaT: MHOrOKOMMOHEHTHbI COCTaBHO
MO/IOKOCBEPTbIBALLMI hepMEHTHbI Npenapart, U3roToB/IEHHbI CMELLMBAHUEM KYPUHOTO U FOBSXKbErO NencuHa,
KYPUHOrO MENCUHA U CbIYY)XXHOT0 hepMeHTa, KypPUHOTo, TOBSXXbEro MErncuMHOB U CbIYy)XXHOro hepMEHTa, C Aonei
aKTUBHOCTU KypPUHOTO MencuHa oT o6LLeli MOMIOKOCBEPThIBAIOLLE akTBHOCTM npenaparta Ho 6onee 50.0 %.

3.7 obLwan monokocBepTbiBaoLWwas akTMBHOCTb: CNOCOGHOCTL (DEPMEHTHOrO npenapara katanusu-
poBaTh Koaryssuuilo kasemHa MoJsioka ¢ o6pa3oBaHMEM X/I0MbEB B MOJIOYHOM Cy6CTpaTe Npu 3aflaHHbIX YCo-
BUSIX.

3.8 NPOAONKNTENBHOCTL CBEPTLIBAHMA MOJIOYHOTO cybcTpaTa: Bpems, 3aTpayeHHOe Ha CBepTbl-
BaHWe MOJI04HOro cybcTparta Ao o6pa3oBaHus X/10MbLEB MOC/e BHECEHMS B HErO pacTBopa MOJIOKOCBEPTbIBA-
lowero doepMeHTHOro npenapara.

3.9 MO/I0YHbIl cy6eTpaT: BenkoBo-MuHepasibHblii KOMMNIEKC BOCCTAHOB/IEHHOTO 06E3)KMPEHHOIO MO-
NIoKa C YCTaHOBJ/IEHHbIMU (PU3UKO-XUMUYECKMMW MOKa3aTenssMu, NMpUMeHSeMbIli ANA onpefenexHus obuiei
MOJIOKOCBEpPTbIBalOLLEl aKTMBHOCTU U A0ME MOSIOKOCBEPThIBAIOLWE aKTUBHOCTU XMMO3MHA U NENCUHOB OT
06LLeli MOIOKOCBepPTbIBaKLLE akTUBHOCTU NpenapaTa.

3.10 KOHTpONbHbLIN 06pasel: OnpeaeneHHoe KOMYECTBO ChlYYXHOr0 (epMeHTa UK FOBSHXXbEro ner-
CMHa. N0 OpraHoNenTUYeCcKNM U PU3NKO-XMMUYECKMM MoKasaTesiiM COOTBETCTBYIOLLee TpeboBaHUAM Npuo-
XeHusa A. npefHa3HauyeHHoe A5 U3MepeHust o6LLeli MOIOKOCBEPTLIBAIOLLEN akTUBHOCTY U A0/IN aKTUBHOCTM
XMMO3UHA WU TOBSHXbEro nencuHa oT 06LLeil MONOKOCBEPThIBaOLLEN aKTUBHOCTU UCNLITYEMbIX MOSTIOKOCBEp-
ThiBaOLWMX hepPMEHTHbIX NMpenaparos.

KOHTpo/ibHble 06pasLbl CONPOBOXAAIOTCSA JOKYMEHTOM YCTaHOB/IEHHON (DOPMbI.

4 Knaccudukaums

4.1 MpenapaTbl B 3aBUCMMOCTY OT (DEPMEHTHOIO cocTaBa NoApas3fensioT:

- Ha OJHOKOMMOHEHTHbIE:

- MHOTOKOMMOHEHTHbIE.

4.1.1 OAHOKOMMOHEHTHbIE MpenapaTbl B 3aBUCUMOCTU OT UCMONb3YEMOro Cbipbs MNOAPa3AensioT:

- Ha CbIYYXHbIli (DEPMEHT;

- TOBSDKWUIA NEencuH;

- KYPUHbIA NencuH.

4.1.2 MHOrOKOMNOHEHTHbIE NpenapaTtbl B 3aBUCUMOCTN 0T (DEPMEHTHOIO cocTaBa noapasaensior:

- Ha CblYY)XXHO-TOBSXbW, COAEPXKALLNE XUMO3VH W FTOBSKUIA NENCUH:

- KOMMNJEKCHble npenapaTbl, cofepxXalime KypuHbliA nencuH: KypuHo-roBsixbmn (KI), KypUHO-CbIYyXHbIe
(KC), KypuHo-roBsixe-cbluyxHble (KIC).

5 TexHnyeckne TpeboBaHus

5.1 OCHOBHble nokasartenu u XapakKTepucTukm

5.1.1 MpenapaTbl U3roTaBNUBAIOT B COOTBETCTBMU C TpeboBaHusamMmu (1) —[3] n HacTosLLero ctTaHgapTa no
TEXHO/IOTMYECKOV MHCTPYKLMM Ha KOHKPETHbIV npenapar ¢ cobnogeHnem TpeboBaHnin caHUTapHOro 3aKkoHO-
fJarenbCcTBa rocyfapcraa, NPUHABLLETo CTaHAapPT.

5.1.2 Mo BHellHeMYy BUAY U OpraHonenTUYecKuM nokasatesnaM npenapartbl AO/KHbI COOTBETCTBOBATb
TpeboBaHMAM, yKasaHHbIM B Tabnvue 1

Ta6nunuya 1
XapakTepucTuka ans
HavimeHosaHve
rokasaresnis TOBSXbETO Y KYPUHOTO NENnCYHOB,
CbIYYXHOr0 MeHTa
Y thep MHOTOKOMIMOHEHTHbIX MpenapaTtoB
BHewwHuiA BUL, OfHOPOAHbI nopowok 6enoro unuM ceetio- OAHOPOAHbLIA MNOPOLIOK CBET/I0-XKENTOro un
XEeNToro. uam cBeTN0-Ceporo userta CBET/10-Ceporo userta
3anax Cneumndryecknii, CBOMCTBEHHbIN XMBOTHLIM NpoTea3am, 6e3 NOCTOPOHHUX 3anaxoB
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5.1.3 Mo hm3nKo-xuMmnyeckMm nokasatenssMm npenapatbl 4O/KHbI COOTBETCTBOBATbL TpebOBaHUAM, yKa-
3aHHbIM B Tabnuue 2.

Ta6bnunya 2

3HayeHne nokasaresna ans

HaumeHosaHne CHIVAKHO-
nokasarenst CbIUYXHOrO TOBSHKLETO KYPUHOrO 4 OB%):‘:MX KOMI/IEKCHBIX

epMeHTa nencuH nencuH npenaparos
chep erncuHa encuHa npenapaTos penaparo

O6wan MosoKoc8epThiBatoLas
aKTMBHOCTb 1 r npenaparta no
CBEPTbIBAHWIO MOJIOYHOTO Cy6-
cTpaTa Ha KoHel, CpoKa rofgHoCTH,
yen. ep./r. He MmeHee 100 000

fona MOJIOKOCBEpPTbIBaoLL e

aKTVBHOCTM XVMMO3WUHa OT obLiel

MOJ/IOKOCBEPTbIBAOLLENA aKTUBHO- He meHee He 6onee
ctn, % 80.0 80.0

[Lons monokocBepTbiBaLL el ak-

TUBHOCTW TOBSIXbEro nerncuHa ot

ob6ueli  MooKocBepTbiBatoLLel He meHee
aKkTuBHOCTU. % 80.0

[ona monokoceepTbiBawLel ak-

TUBHOCTU KYPWUHOrO nencuHa or

o6leli  MosioKocBepThiBatoLLel He ponycka- He ponycka- He ponycka- He 6onee
aKTUBHOCTU. % erca* eTca* 100.0 eTca* 50.0

MaccoBas gons snaru. %. He 60-
nee 2.0

MaccoBasi [f0Nnsi  NOBapeHHoi
conu. %. He MeHee 80.0

MaccoBasi AONs HepacTBOPUMO-
ro octartka. %, He 6onee 2.0

[lons monokoceepTbiBaKOLWENR ak-
TUBHOCTV CBMHOIO nencuHa He gonyckaetcsa*

MokasaTenn onpefenstoT NPy BO3HUKHOBEHWW pasHoriacuii Npu oLeHke KkayecTBa npenapara.

5.1.4 Mokasatenn Mukpobmonornyeckoli 6e30nacHOCTU, CoOAepPXaHUs NOTEHLMATbHO ONacCHbIX BELLEeCTB
[O/MKHbI COOTBETCTBOBaTb HOpMaMm, yCTaHOBMEHHbIM B [1}—(3].

5.2 TpeboBaHus K CbIpblo

5.2.1 Cblpbe 1 nuuwiesas gobaska, MCMO/b3yeMble 1S W3rOTOB/IEHUS Mpenapartos, MO Mokasarensam
6€e30NacHOCTN [O/XHbI COOTBETCTBOBATb CaHUTApPHbLIM NpasBuiaM U HopMaMm, FTMIMEHNYECKMM HopMaTvBaM,
[eCTBYyOLMM Ha TEPPUTOPMU TOCYAAPCTBA, NPVHSBLUEro CTaHaapT.

5.2.2 lns 3rotoB/ieHnsa npenapaTos UCMOMb3YT OCHOBHOE Cbipbe U MULLEBYIO J06ABKY.

OCHOBHOE Cblpbe:

- CblYyrv TeNIAT, ArHAT, KO3N1AT-M0104HMKOB o FOCT 32891,

- C/M3ncTble 060/104YKM ChIYYrOB KpYnHOro poraroro ckota no FOCT 16678;

- XXenesuncTble Xenyaku LbINAAT U Kyp 3aMOPOXEHHbIE,;

- NULLEBOI TOBSXWUIA NencuH, o6Lieii MOOKOCBEpPThIBaOLW e akTUBHOCTbLIO 1 1 npenapata He MeHee
100 000 yen. eg..

- MUWEBOI KypUHbI/A NencuH, obLieii MOOKOCBEPTLIBAKOLEl akTUBHOCTLIO 1 I nmpenapata He MeHee
100 000 yen. ef,;

- co/ib noBapeHHas nuuwesas no FOCT 13830, copTa 3KcTpa,;

- BOAA NUTbEBAs N0 HOPMATMBHbLIM JOKYMEHTaM, AeACTBYOWMM Ha TEPPUTOPUN TOCYAApCTBa, MPUHSB-
Liero cTaHaapT.
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Perynatop kncnoTHocTu:

- Kkncnota consHasa (E507) no MOCT 3118;

- KMcnoTa consiHasA cuHTeTMyeckas TexHnyeckas (E507) no FOCT 857. mapku A.

5.2.3 lonyckaeTcsa MCNO/Ib30BaHMe aHalorTMYHOrO Chipbs U NULLEBON f06aBKN, He yCTynalLwmx no kave-
CTBEHHbIM XapakTepucTukam, nepeyvncrieHHbIM B 5.2.2, 1 COOTBETCTBYIOLLMX N0 nokasatensm 6e3onacHocTu
caHWTapHbIM NpaBuiaM W HOpMaMm, FMIMEHWYECKUM HOopMaTvBam, AeiCTBYIOWMM Ha TeppuTopun rocyaap-
CTBa. MPVHSABLUErO CTaHAapT.

5.3 MapkupoBka

5.3.1 MapknupoBKa ynakoBOYHOW eANHULbI

Ha kaxaylo ynakoBOYHYH eAMHULY HaknensatoT, a npu hacoBaHUM B [BOMHbIE NakeTbl BKAaAblBaOT
MexXy naketamm aTUKETKY C ykasaHUeMm:

- HaumeHoBaHusA npenapata. PopMMpoBaHNE HaMMeEHOBaHUA npenaparTa PekoMeHyeTcs OCYLecTB-
NATb € yKasaHvem abbpesnaTypbl npenaparta 1 foay MOJIOKOCBEPTbIBaKLLeli akTMBHOCTM OCHOBHOTO KOMMO-
HeHTa OT 06LUeli MOIOKOCBEPTbIBAOLE aKTUBHOCTU Npenaparta: XMMOo3rHa — A5 Cbl4Y)XXHOro oepmeHTa 1
CblUYXXHO-TOBSXbMX MpenapaToBs, roBSXbLEro Ui KypuHOro nencuHoB — A5 04HOMMEHHbIX O4HOKOMMOHEHT-
HbIX Npenapatos, KypyHOro nencuHa — A1 KOMM/IEKCHbIX Npenaparos.

NMpumep — T[penapaT (epMeHTHbIA MONOKOCBEPTbIBAKLWUA XKUBOTHOFO NMPOUCXOXAEHUS CYXOW
KCblUYXHbIA hepmeHT C®P-85» nnu «CbluyxHo-rossxunii npenapaT™ Cr-50», unun «FoBsxuini nencuH r-85». nnu
«KypuHo-rossxuit npenapaT Kr-50m;

- HaVMEeHOBaHUS N MeCTOHaxOXAeHWa [lopuanyeckuii agpec, BkI4Yas CTpaHy, afpec mecTta npous-
BoAcTBa (Npv HecoBMageHuy C puaNYecKMM agpecom)] n opraHu3aummn, ynosHOMOYEHHON! M3roToBUTENEM
Ha NpUHATWE npeTeH3uli oT moTpebuteneit Ha TeppuTopun TaMOXEHHOro COok3a, 3aperncTpupoBaHHON Ha
TeppuTOopUN TaMOXEHHOTO COH3a,;

- TOBapPHOrO 3Haka M3roToBuUTesns (TOProBoi Mapku) (MpU HaMuun);

- 3HaueHusi o6Leli MOMIOKOCBEPThIBAIOLLEN aKTUBHOCTU:

- coctaBa npenaparta. KOMNOHeHTbl NepeyucnsalT B NOpsake YMEeHbLUeHWs MX MaccoBOW JONu wnn
0NN MO/IOKOCBEPThIBAtOLLE aKTUBHOCTWN PepMEHTHbIX KOMMOHEHTOB npenapara.

Mpumep — N8 Cbl4yXHOTro (hepMeHTa: NOBapeHHas COJib, XUMO3WNH, TOBSAXUNIA NENCUH;

HOMepa naptuu;
Maccbl HeTTO;

- AaTbl U3rOTOB/EHUS;

CpoKa rogHocTu:

YCNOBUI XpaHeHUs1 40 1 NOC/e BCKPbITUSA YNaKOBKK:

pekoMeHAaumit No NPUMEHEHNIO;

0603HaYeHna HacToALero cTaHaapTa;

- efINHOro 3HakKa obpalleHnsa NPoAYKLMN Ha PbIHKE.

5.3.2 MapknpoBKa TPaHCNOPTHOW yNnakoBKK

Ha ofiHy 3 TOpLeBbIX CTOPOH ALLUMKa HAHOCAT 3TUKETKY C yKa3aHUeM:

- HaumeHoBaHuA npenapara:

- HAVMEHOBaHWA U MeCTOHaxOXAEeHWA [lpuanyeckuii agpec, BkAYas CTpaHy, afpec mecTa npous-
BoAcTBa (Npu HecoBNafeHWn C LPUANYECKMM aApecom)] 1 opraHusaummn, ynosHOMOYEHHON 13roToBuTenem
Ha NPUHATWE MNpeTeH3Wil oT moTpebuteneil Ha TeppuTopunm TaMOXEeHHOro COok3a, 3aperncTprpoBaHHON Ha
TepputTopun TamMOoXXeHHOro coto3a;

TOBApHOro 3Haka U3roToBUTENs (TOProBOW Mapku) (NpW Hanuunm);
- HOMepa napTuu,
Maccbl HETTO WK Macchl 6pPYTTO (Ha YCMOTPEHWEe 3roToBuTens);
- AaTtbl N3rOTOBMIEHUS;
cpoKa rogHocTu;
YCOBWI XpaHeHus:
MaHVNyIALMOHHBIX 3HakoB «bepeub OT COMHeuHbIX ny4yeli». «bepeyb oT Bnarm» no FOCT 14192 un
Hagnucn «OCTOPOXHO, annepreq»;
- 0603HaYeHns HacTosLLero cTaHaapra.
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5.4 YnakoBka

5.4.1 Vicnonb3yemble A5 ynakoBbiBaHUA MaTepuasibl U TpaHCNopTHasA ynakoBKa [0/KHbI COOTBETCTBO-
BaTb TpeboBaHNAM [4] 1 4OKYMEHTOB, B COOTBETCTBUN C KOTOPbIMU OHU MPOMN3BELEHbI; 0becneumBaTb COXpaH-
HOCTb KayecTBa 1 6e30nacHOCTU nNpenapaTos Npu nepeso3kax, XpaHeHUn 1 peannsaluu.

5.4.2 MNpenapaTbl ynakoBbIBalOT B MeTannuyeckue 6aHkn gnas koHcepsoB no MOCT 5981. metannnye-
CKue 1 KoMbrnHMpoBaHHble 6aHkm no MOCT 12120, nonvMepHble 6aHKn Maccoi HeTTo oT 100 go 1000 r.

[JonyckaeTcsa ncnonb3osarb A/19 yNakoBbliBaHNA NpenapaTtos nakeTbl U3 NOIMMEPHbIX MIEHOYHbIX MaTe-
pvianos. paspeLlleHHbIX A8 YNakoBblBaHNA MULLEBLIX MPOAYKTOB, UV ABOMHbIE MakeTbl U3 NOANITUIEHOBON
nneHkn no FOCT 10354. Macca HeTTO ynakoBOYHON eguHuLbl — oT 100 go 1000 r.

5.4.3 baHkn BbicTUNAOT neprameHTom no NOCT 1341 wnu nogneprameHTom no FOCT 1760. wan no-
nnatuneHosoi nnexkoit no NOCT 10354 wnu BkNaAbIBAIOT NakeT W3 NOIMMEPHbIX MIEHOYHbIX MaTepuasios,
KOTOpble B BEpPXHel YacTu nocsie noMelleHns npenapaTa 3armbatT K cepefuHe.

5.4.4 MakeTbl C NpenapaToM 3aBopaynBaloT B 06epToUHyto 6ymary no FOCT 8273. mapku A. nognepra-
MeHT no FOCT 1760 wnu pactuTtenbHbllii neprameHT no FOCT 1341. okenBaloT KNieeBoli NEHTON Ha ByMaXHOWA
ocHose 1o NOCT 18251 unun o6Ba3bIBatoT Wwnaratom no FOCT 17308.

5.4.5 baHkn unu nakeTbl C Npenapartom yknaAblBaloT B gowaTble M0THbIE AWMKA UKW Hepa3bopHble
AWMKA U3 NIUCTOBLIX ApeBecHbIX MaTepuanos no NOCT 10131, wnu gowatbie AWUKN 418 KOHCEPBOB MO
FOCT 13358, unu MHOroo6opoTHbIE AoLLaTble AWK, UM MHOTOO60POTHbIE ALLMKA U3 PEBECHbIX JIMCTOBbIX
MaTepuanoB no FTOCT 11354. AWMk BHYTPU AO/KHbI ObITh BbICTN1aHbl 06€pTOYHOIN 6ymaroit no TOCT 8273.

5.4.6 lna obecneyeHns NAOTHOCTU NpuieraHua Mexgy 6aHkamu v naketamv NpoknagbiBalT 06epToy-
Hyto Bymary. He gonyckaeTcs Hannumne B AlMKax He3anosIHEHHOro o6bema, B KOTOPOM Mpu TpaHCNopTupoBa-
HVM BO3MOXHO CBOOOJHOE NepeMeLleHne nakeTos unam 6aHok.

AWMKN OKAHTOBbLIBAKOT MeTasimyeckoli eHToi no FOCT 3560.

5.4.7 lonyckaeTcs MCMOMb30BaHne SALWMKOB 13 rodyprpoBaHHoOro kaptoHa no NOCT 13511 wnu AWMKOB
13 TapHOro NJI0CKOr0 CKAeeHHoro kaptoHa no FOCT 13515. BbICT/NI@HHbIX BHYTPY 06epTOYHON Gymaroil no
FOCT 8273 u 3aKk/leeHHbIX K1eeBOoi /IeHTOI Ha 6ymaxHoi ocHoBe no TOCT 18251 nnu noNnaTUIeHOBOW feH-
TOi ¢ nunkum crnoem no FOCT 20477.

5.4.8 B ALWMKM C npenapaToM [O/MKHbI ObITb B/IOXEHbI MEPHbIE LUTAMMNOBaHHbIE /TOXeukn (1 noxeyka Ha
10 ynakoBOYHbIX eAuHML), NpegHasHadYeHHble 415 OTMepVBaHUS npenapara maccoli He 6onee 2.5 r. MepHyio
NOXEeYKy N3roTaB/MBatoT U3 NOMMEPHbIX MaTeprasnos, paspeLlleHHbIX K NPYMEHEHUIo 415 NULLEBbIX NPOAYKTOB.

5.4.9 Macca HeTTOo OAHOli TpaHCMNOPTHOW ynakoBkn — He 6onee 20 K.

5.4.10 Mpegensl fonyckaemblx OTpULATEbHbBIX OTK/IOHEHU Macchbl HETTO OT HOMUHA/IbHON MacChl HeT-
TO 1 TpeboBaHUA K NapTum pacoBaHHbIX NpenapartoB — B cooTBeTcTBUMU ¢ TOCT 8.579.

5.4.11 [lonyckaeTca MCNo/b30BaHNe aHaorMyHbIX YNakoBOYHbIX MaTepranoB 1 TpaHCNOPTHON ynakoBs-
KW. paspeLleHHbIX K MPUMEHEHWIO Ha TEPPUTOPUN rocyAapcTsa, NPUHABLLEro cTaHgapT.

6 lNpaBuna npnemkn

6.1 Mpenapatbl NPUHUMAIOT NAPTUAMU.

MapTuei cunTaloT onpefenieHHoe KONMYeCcTBO npenapata OAHOT0 HaVMEHOBaHWSA, OAWHAKOBO Yynako-
BaHHOro, NPOV3BeAEHHOTO (M3roTOBMEHHOr0) OAHUM U3rOTOBUTENEM MO OAHOMY AOKYMEHTY B OnpeaeneHHbll
NPOMEXYTOK BPEMEHW, COMPOBOXJaeMoe TOBapOCONPOBOAWTE/IbHOW [AOKyMeHTauuel, obecneunsatoLerli
NPOCNEXMBAEMOCTb NPOAYKLMN.

6.2 lns npoBepky NpenapaTtoB Ha COOTBETCTBME TpeboBaHWAM HACTOSLLEro ctaHjapTa Ha npegnpu-
ATUN-U3rOTOBUTENIE NPOBOAAT Credytolmne BUAbl UCTbITaHWUNA;

- NPUeMOo-CAATOYHbIE UCMbITaHUS;

- nepuogmyeckme NcnbiTaHus.

6.3 MpremMo-caaTouHble UCMbITAHWSA HA COOTBETCTBME TpebOoBaHNAM HACTOSLEro cTaHjapTa NnpoBoaAaT
MeTOA0M BbIGOPOYHOTO KOHTPO/IA A/151 KaXKAO0M NnapTum npenapaTa no Ka4ecTBY YNakoBkW, COOTBETCTBUIO Map-
KMPOBKW. Macce NpoAyKTa, OpraHoNenTUYeckUm 1 N3NKO-XMMUYECKM NokKasaTesnsM.

6.4 O6beM BbIGOPKN OT NapTum coctasnseT 5 % eAnHWL, TPaHCNOPTHON ynakoBku. Mpu Hanuuuu B nap-
TUKM MeHee 20 eAVHUL, TPAHCTIOPTHOW YNakoBKy OTOUPAIOT OHY.

BbI60PKY yNnakoBOYHbIX efuHuWL, (6aHOK UM NakeToB) C NpenapaTtoM OCYLLECTBASIOT METOLOM Ciy4ai-
Horo ot6opa. [py 3TOM OT KaXA0i BKIHOUYEHHOIN B BbIOOPKY eAMHNLbI TPAHCMOPTHOM ynakoBku otéupatT 1 %
YyNakoBOYHbIX eUHNL, (HO HE MeHee TpeXx).
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6.5 Mpu nonyyeHnn Heya0BAETBOPUTE/IbHBIX PE3y/IbTAaTOB aHasm3a XoTa 6bl N0 OAHOMY U3 OpraHonen-
TUYECKMX U (PU3NKO-XMMUYECKMX NOoKa3aTesniell NPoBOAAT NOBTOPHbIE UCNbITAHUS YABOEHHOr0 o6bemMa Bbibop-
KW. B3ATON M3 TOW Xe napTum npenapara.

Pe3ynbTaTbl NOBTOPHbLIX aHa/IM30B ABNAKTCA OKOHYATE/IbHbIMU U PacnpoCTPaHAKTCA Ha BCHO NapTuio.

6.6 Mepuoanyeckne ucnbiTaHUSi NPOBOAAT MO MokasaTensiM MUKpoGuonoruyeckoli 6e3onacHocTu, co-
[epXXaHWo NoTeHUManbHO ONacHbIX BELLeCTB B COOTBETCTBMM C NPOrpamMmoii Mpovn3BOACTBEHHOIO KOHTPOS.

7 MeToabl KOHTpPONA

7.1 OT60p NpPO6

7.1.1 MNocne ocmMoOTpa LeNOCTHOCTH YNakoBKN ee BCKPbIBAIOT, COAEPXUMOe TLaTe/IbHO NepemMeLLnBatoT.
W3 kax o ynakoBOYHON efjMHNLbI OTOMPAIOT U3 pasHbiX MecT ToueuHble Npobbl NpenapaTa. ToueyHble Npo6bl
06beAVHAT, NepeMeLLMBalOT, NOMELLAT B CTEPU/IbHYI0 EMKOCTb C NJIOTHO 3aKpbiBatoLLelics KpbILLKOW U nc-
nonb3ytoT 415 MPOBEAEHNS OLLEHKN kayecTBa npenapara.

Macca o6beguHeHHol npobbl — okono 100 r.

7.1.2 O6befMHeHHY0 NPoby AensAT Ha ABE paBHble YacTU, KaXAyl U3 KOTOPOW MOMELLalT B CyXyio
YMCTYI0 repMeTUYHYI0 YNakoBKy, CHabXalT UX aTUKeTKaMmn C ykadaHMeM HavMeHOBaHUS NpeanpusaTUs-u3ro-
TOBUTENSA. HAVMEHOBaHWA Npenaparta, HoMepa napTuu, Aatbl N3rOTOB/IEHNSA, CPOKa FOAHOCTU, Macchl Npobsbl,
patbl otbopa nNpob, nognucy nuua, otobpasLLero Npody, 0603HayYeHNsT HACTOSALLEr0 cTaHaapTa.

7.1.3 OfgHy 4acTb ynakoBaHHOW 06beAnHEeHHON npobbl C NPOTOKONOM O0T6opa Npobbl HanpasAslT B
nabopaTopuio ANA NPoBefeHUs aHanu3a, 4pyrylo nIoMOupYIOT U XpaHAT Ha cryyali BO3HUKHOBEHWSA pa3Ho-
rnacuii npu onpegeneHMn kavectsa npenapara.

7.2 KOHTpO/b KayecTBa ynakoBKM U COOTBETCTBUA MapPKUPOBKHK

KOHTpO/b kKayecTBa ynakoBKu 1 COOTBETCTBUA MApPKMPOBKV NPOBOAAT BHELLHM OCMOTPOM KaXAoi yna-
KOBOYHOW eAuHULbI, BOLIEALIER B BbIGOPKY.
7.3 OnpepeneHne maccol HeTTO npenapaTta — no NOCT 3622.

7.4 OnpeferneHne BHeLWHero BuAa 1 3anaxa

7.4.1 CpeAcTBO U3MepeHus, BcnomoratesibHoe o6opyfoBaHue

Becbl HeaBTOMaTMyeckoro geicteusa no FOCT OIML R 76-1 ¢ npegenamu gonyckaemMoii abconoTHOA
norpewHoctn 0.1 r.

Lnartesb.

[onyckaeTca npyMeHeHne ApYrux CPeCcTB U3MepeHUs, He yCTynarLwmnx no MeTposiornyeckMm xapakre-
pUcTUKaM Nepeyncr/ieHHbIM Bbllle.

7.4.2 TlpoBegeHne ucnbliTaHna

7.4.2.1 Ot6upatoT 10 r npenapara, KOTOpble NOMELLAT Ha rNajAKyto YNCTYI0 NOBEPXHOCTb /iucTa 6enoi
6Gymaru, 3aTeM pacnpefensT npenapar wnaresem cioem okono 0.5 cM v crnerka HagasnvMBalT ApYrMM Nu-
CTOM 6ymarn uau wnartenem.

OnpegeneHve BHELWHEro BuAa NoAroToB/IEHHOTO TakuM 06pa3oM npenapaTta NPoBOAAT BU3yaslbHO Npu
[OHEeBHOM cBeTe.

7.4.2.2 OnpefeneHne 3anaxa NPoBOAAT OpraHoNenTUYeck npu OCTOPOXHOM MepeMeLlnBaHum Lwnarte-
nemM npo6bl Npenapara, paccbinaHHoro no 7.4.2.1 Ha nucte Gymaru.

7.5 OnpegeneHune obuieii Mo/TOKOCBEPTLIBatOLWLEel aKTUBHOCTH

7.5.1 CywHocTb MeToAa

MeTog, OCHOBaH Ha M3MepeHUN NPOAO/HKUTENBHOCTU CBEPTbIBAHNS MOIOYHOIO cy6CcTpaTa UCMbITyeMbIM
npenapaTtoM W KOHTPO/IbHbIM 06pasLoM CbIUYXHOro hepMeHTa 1 BblYMCIeHN obLeli MONOKOCBEPTbIBal-
el akTMBHOCTM MCMbITYEMOro npenapaTa No ycTaHOB/IEHHOW 06LLeli MOIOKOCBEPTLIBAKLEN aKTUBHOCTM
KOHTPOJIbHOTO 06pasLa Cbl4y)XXHOro hepMeHTa.

7.5.2 CpefcTtBa namepeHus, BcnomoratesibHoe 060pyaoBaHue, nocyga u matepuansl

Becbl yTBEPXAEHHOro TWMNa, NPOBEpPeHHbIe B YCTAHOB/IEHHOM NOpsAKe, ¢ Npeaenamu gonyckaemol a6-
COJIOTHOW norpewwHocTn £0.2 wr.

YneTpatepmocTaTt ¢ TEPMOPErynsiTopoM, obecneymsarmm nogaepxaHne temnepatypsl (35.0 £ 0.5) °C.

MnnTka anekTpmyeckasa no FOCT 14919 c 3akpbITOli cnMpasibio U PerynsaTopoM Harpesa.
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XonoaunbHuk 6bITOBON 3nekTpuyecknii no FOCT 26678.

CeKkyHA0Mep MexaHU4eCcKuid.

TepMOMETp XWAKOCTHbIA CTekNsaHHbIN no TOCT 28498 c gnana3oHoMm m3mepeHus oT 0 go 100 °C n
npegenaMmu fonyckaemoi norpelHoctn +1 °C.

Kon6bl mepHble 2-100(500. 1000)-2 no FOCT 1770.

Kon6bl MM-2-250-34 no FOCT 25336.

CrakaHbl B-1-50(100. 600.1000) TC; H-2-50(100. 600, 1000) TXC no FOCT 25336.

CTtakaHunku gnsa B3BelmBanua CB-19/19(24/10, 34/12) no FOCT 25336.

MuneTkn rpagyvpoBaHHblie 1(2)-1(2)-1(2>1(25. 50) no FOCT 29228.

Lnnmngpsl 1(3)-50(100, 500. 1000)-2 no NOCT 1770.

BopoHku B-25(100)-38(150) XC no FOCT 25336.

Manoyku nabopaTopHbie onnaBfeHHble CTeKSHHbIE AninHoN (10 + 1) n (21 + 1) cm. guameTpom (5 + 1) mm.

Noxeuka nnactmaccosas.

LLinaTens MeTan/IM4eckunii y3kui.

Bymara cunbTpoBasibHas FOCT 12026.

Boga guctunnuposaHHasa no FOCT 6709.

KOHTpobHbI 06paseLl, CbiYyXHOro thepMeHTa B COOTBETCTBUM C NPUIOXKEHNEM A.

CybcTpaT MOIOYHBIN.

[lonyckaeTcsa npyMeHeHne gpyrux cpeAcTs M3MeEpPEeHUs, BCroMoraTeibHoro 06opyAoBaHus, He ycTtyna-
IOLMX BbllLEeYyKa3aHHbIM MO0 METPO/IOTMYECKUM U TEXHUYECKMM XapakTepuctmkam, obecneynBaroLmx Heobxo-
AVMYI0 TOYHOCTb M3MEPEHNMSA, a TaKkkKe MaTepnasioB Mo Ka4ecTBY He XyXe BbllleyKa3aHHbIX.

7.5.3 MoparoTtoBKka K NpoBefeHN0 n3mMepeHuii

7.5.3.1 MNpuUroToBNEHME KUMSYOHOWN ANCTU/IMPOBaHHOM BOAbI

AnctunnmpoBaHHyo BOAY KUNATAT He MeHee 20 MWH C LieNblo yaaneHns guokcuga yrnepoaa.

Knnsiyenyo AnCTUNNMPOBaHHYIO BOLY (fanee — BOAA) XpaHAT B NocyAe ¢ NPO6KOW U X/10p-KanbLueBoit
TPY6KOW Npu KOMHaTHOI Temnepatype He 6onee 10 cyT.

7.5.3.2 MNpuroToBneHne pacTBopa MOJIOYHOIO cybcTpara

OnpepgeneHHoe KOMYeCcTBO MOJIOYHOTO cybcTpara, ykasaHHoOe B TOBApOCONPOBOAUTENIbHOM [AOKYMEH-
Te. UCNOo/b3yeMOin NapTuX MOJIOYHOTO cybCcTpaTta, U Ha 3TUKeTKe makeTa C MOJIOYHbIM Cy6CTPaToM, BHOCAT
He6OoIbWNMK NOPLUUSAMU B CTakaH BMecTMMocTbio 1 Am3 ¢ 750 cm3 Bogpl Temnepatypoii (35 ¢ 1) °C npu He-
npepbIBHOM NepemMeLLnMBaHUn CTEKISAHHOW Nafoyvkoli A0 MOSIHOr0 CMaYynMBaHUs MOIOYHOTO cybeTpaTa.

UYepe3 10— 15 MWH He pacTBOPUBLLMECA KOMOYKM MOJIOYHOrO cybeTpaTa pacTupatoT No CTeHKam cTaka-
Ha Na1acTMacCoBO NIOXEYKOW [0 NOTHOTO UX pacTBOPeHust. MonyyeHHylo CMeCb NePeHOCAT B MEPHYIO KONby
C nNpuTepToil Npo6koli BMecTUMOCTbio 1 AM3. CTakaH, CTEKNSHHYI0 Masioyuky W SIOXEeUYKy 06MbIBAOT TPMXAbI
no 40—50 cm3 Boabl. CMbIBbl 06bEANHSAT C COAEPXKUMbIM MEPHOI Konbbl. Konby 3akpbiBatoT NpUTEpTOiA
npoobkoli, coAepxnmMoe TartebHO NepemMeLunBalT 1 oxnaxaalT Ao Temnepatypbl (20 £ 1) °C nog cTpyeii
NPOTOYHOI BOAbl. B crlyyae HEBO3MOXHOCTU OXNaXAEHUS MPOTOUHOI BOAOM KONBY C MOJIOYHbIM Cy6GCTpaToM
noMeLLalT B MOPO3U/bHYIO kamepy U Yepes Kaxgble 10—15 MuH cogepxumoe konbbl nepemeLumBaloT Ao
JOCTVXEHWA yKa3aHHOM Bbllle Temneparypsbl.

B konby f06aBAST pacTBOP X/I0PUCTOrO KasibLUs U3 KOMMNeKTa MOJIOYHOro cy6ctpaTta. Ob6bem pac-
TBOpa cybcTparta f0BOAAT BOAOM A0 MeTku. PacTBop cybcTpara nepemeluvBaloT U BblAEPXMBAOT B XOJ0-
annbHuke npu Temnepatype (5 £ 1) °C B TeyeHne 19—20 u. Mosly4eHHbI Takum 06pa3omM pacTBOpP MOJSIOYHOIO
cybcTpaTa MCnonb3yoT B TeYeHne 24 u.

PacTBOp X/10pMCTOro KasibLys NOCTaBASAIOT C K&XXAON napTveli MonoYHoro cybetpara. KonmyecTtso xnopu-
CTOro Kasibuus, fobasnsemoe B PacTBOP MOJIOYHOTO CybCTpaTta, ykasblBaloT B MHCTPYKLUMM MO NPUroTOB/IEHNIO
MO/I04YHOro cy6cTparta. Mepep fobaBneHnem pactTBopa X/I0pUCTOro KaslbLMsA B pacTBOP MOJIOYHOrO cyb6eTparta nu-
neTKy C BHeLUHeli CTOPOHbI HEO6X0AMMO 0CBOGOAUTL OT Kaneiek X/I0pUCToro Kanbuus hunbTpoBasibHOl 6ymaroii.

7.5.3.3 MpurotoBneHne pacTBopa KOHTPO/IbHOTO 06pasLa CbluyXHoro epmeHTa

CofepxvnMoe ynakoBK/ C KOHTPO/IbHbIM 06pasLoM Cbl4YXHOT0 hepMeHTa OCTOPOXHO BbIChINAIOT B CTa-
KaH4YuMK A9 B3BELUMBaHNA BMECTUMOCTbIO 50 CM3, He flonyckas pacnbleHns, 3aKpblBaloT NPUTEPTON NPO6KOI
1 TWwartenbHO NepemMeLLrBaloT, nepesopaymBas CTakaHYMK C KOHTPO/IbHbIM 06pa3LoM HECKO/IbKO pas3 B Bep-
TUKaNbHOM HarnpasneHun. CTakaHUMK OCTaB/AT B NOKOE HAa 1—2 MUH. 3aTeM CTakaHUMK OTKPbIBAOT U ero
COAEPXNMOE OCTOPOXHO NepeMeLLnBaloT Y3KMM LUMaTenemM KpyroBbiMU ABKEHUSMU NO YAaCOBOW CTpenke un
npoTUB 0 OAHOPOAHOIO COCTOSAHUS.

B cOOTBETCTBUM C LOKYMEHTOM Ha KOHTPO/IbHbIV 06paseL, Cbl4yXXHOro hepMeHTa B CTakaH BMECTUMOCTbIO
50cm3 B3BeLLMBAIOT OMpefeNeHHy0 Maccy T. KOHTPO/bHOro obpasua, KOTopbli pacTBOPSIOT B HEOGO/bLIOM
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o6beme 10—15 cm3 Bogpl TeMnepatypoii 35 °C. 3aTeM KOJIMYECTBEHHO NEPEHOCAT, NOJb3YSACh CTEKNSAHHON na-
JIOYKOW. B MepHYIo konby BMeCcTMMOCTbI0 100 cM3 CO BCTaBNEHHON B Hee BOPOHKON. CTakaH4MK U CTEKNSHHYIO
nasoyky He MeHee Tpex pas TljaresibHo 06MbiBatoT No 10—15 cm3 BoAbl Temnepatypoii 35 °C. cMbiBbl 06beay-
HAT C pacTBOpOM. Konby 3akpbiBaloT NMPOGKON, BCTPSIXMBAKOT HECKO/IbKO pas A/1s NnepemelunBaHnsa pacteopa
KOHTPO/IbHOrO 06pasLia 1 CTaBAT B yibTpaTepmocTat TeMmneparypoii (35,0 + 0,5) °C Ha 10 mMuH. Yepe3 4—5 MuH
KON6Y BbIHMMAIOT U3 ybTpaTtepMocTara, CogepXumoe Konbbl NnepemMeLLnBatoT, BCTPAXVBASA €e HeCKO/IbKO pas. U
CHOBa NnoMeLatoT B ynbTparepMocTar. Mo ncreyeHnm 10 MUH Konby ¢ pacTBOPOM KOHTPOJ/IbHOrO o6pasua BblHM-
MaloT 13 TepMocTata 1 0XNaX4atoT Nog, CTpyeli NPOTOYHON BOAbl B TeyeHne He MeHee 10 MuH. Npu aTOM Temne-
paTypy pactsopa ycTaHasnnsaioT pasHoii (20 £ 1)°C. MosnyyeHHbI pacTBOP KOHTPO/IbHOTO 06pa3ua A4oBOAAT [0
MeTKV BOAOM, 3aTeM NepesiMBatoT B NI0CKOAOHHYH KON6y BMECTUMOCTbI0 250 cM3 1 TLLaTeIbHO NepemMeLLrBatoT.
7.5.3.4 MNpurotoBneHne pacTeopa MCMbITyeMoro npenapara

B ctakaH nomewatT 1.000 r ucnbityemoro npenapata (T2) n pactsopsioT ero B 10—15 cm3 Boabl
Temnepatypoii 35 °C. 3aTeM KO/IM4EeCTBEHHO NEPEHOCST, NOJb3YSCh CTEKIAHHOW Nasioykoi, B MEPHYIO KOGy
BMeCcTMMOCTb0 100 cM3 cO BCTaB/IEHHOW B Hee BOPOHKON. CTakaHuMK N CTEKNSHHYIO NasIouKy He MeHee Tpex
pa3 TwatenbHo obmbiBaloT no 10—15 cm3 Bogbl Temnepatypoii 35 °C. cMbiBbl 06bEANHAT C PacTBOPOM.
Konby 3akpbiBaloT Npo6KOIA, BCTPAXMBAIOT HECKO/IbKO pa3 A1 nepemeLumMBaHnsa 1 cTaBAT B ybTpatepMmocTar
Temnepatypoii (35.0 + 0,5) °C Ha 10 mMuH. Uepe3 4—5 MUH KONIGY BbIHUMAIOT U3 y/ibTpaTepMocTaTa, coaep-
Xnmoe konbbl nepemMelLnBatoT, BCTPSAXMBAs €e HEeCKOSIbKO pas. U CHOBa MoMmellaloT B yibTparepmocTaTt. Mo
ncteyeHnn 10 MMH k0NBy C PaCTBOPOM UCTMbLITYEMOrO Npenapara BbIHUMAKT U3 TepMocTaTta 1 oX/1axaatoT nog
CTpyei NPOTOYHON BOfpI B TeyeHne He meHee 10 MUH. Npy 3TOM TemnepaTypy pacTsopa ycTaHaB/IMBalOT pas-
HoM1 (20 £ 1)°C. Mony4eHHbIn pacTBOP MCNbITYEMOro npenapara f0BOAAT A0 METKM BOAON, 3aTeM nepenmsarot
B M/IOCKOA0HHYIO KONBY BMECTUMOCTbIO 250 CM3 1 TLaTeNbHO NepemMeLlnBaloT.

7.5.4 TpoBepeHue n3MepeHui

7.5.4.1 V3mepeHne Npofo/MKNTENbHOCTA CBEPTbIBAHUS MOJIOYHOrO cy6cTparta, NpUroToBIEHHOIO MO
7.5.3.2. pacTBOpaMy KOHTPOJILHOrO o6pasLia Cbl4Y)XXHOro hepMeHTa 1 UCNbLITYEMOro npenapara NPoBOAAT B
[ABYX napasinefibHbIX onpeaesieHusx.

7.5.4.2 B gBa cTakaHa BMeCTUMOCTb0 100 cM3 C NOMELLEeHHbIMU B HUX CTEKMAHHLIMU NasiouKkamm BHO-
cAT no 50 cm3 pacTBopa MosioyHOro cyberpara. CtakaHbl nNoMellarT B ynbTpaTepmoctaT Temnepartypori
(35.0 + 0,5) °C n ocTaBnsawT B ynbTparepmoctate Ha 10—15 muH. Mpu 3TOM ypoBeHb BOApl B 6aHe Tepmo-
cTarta fo/mKeH ObITb He HVXE YPOBHSA MOJSIOYHOTO cybecTpaTa B CTakaHax.

7.5.4.3 B ABa cTakaHa C pacTBOPOM MOJIOYHOro cybcTpaTa, HaxoAsluecs B ybTparepMmocTare, BHOCAT
no 0.5 cm3 pacTBopa KOHTPO/ILHOrO 06paslia CblvyXXHOro hepmeHTa. OAHOBPEMEHHO C HAYa/lOM BHECEHWUS
pacTBopa KOHTPOJIbHOTO o6pasLa Cbl4yXHOro hepmeHTa BKIOHalOT cekyHAaoMep. CofdepxuMmoe CTakaHoB
TUiaTeNbHO NepemeLuBatoT CTEK/IAHHLIMU Nasioykamu B TeveHne 3—5 c.

Mocne nepnoAnyecKoro nepemMeLllnBaHns CTEKSIHHON Nanoykoin ¢ uHTepsasioMm B 1—2 ¢ pactBop Mo-
JIOYHOro cybcTpaTa OCTOPOXHO HAHOCAT Ha CTEHKWU CTakaHa. HabnopatoT 3a nosisneHnem xnonses. Mpu no-
AB/IEHUW X/TONbEB B CTEKAIOLLEM C/10e pacTBOpa MOJIOYHOrO cy6ecTpaTta (MKCUPYIOT BpeMs Ux ob6pasoBaHus.

MpoAomKNTENbEHOCTb CBEPTLIBAHMS MOSIOYHOTO CybCcTpaTa OTCUMTLIBAOT C MOMEHTA BHECEHUS pacTBO-
pa KOHTPO/IbHOro obpasLia CblYyXHOro hepMeHTa 0 MOMEHTa NOABEHNSA X/TOMNbEB.

3a OoKoHuaTesfbHbIli pesynbTar U3MepeHns NpUHUMaloT cpegHeapudmeTnyeckoe AByX napaniesbHbIX
onpeAeneHunii, 4ONyckaemoe pacxoxieHne mexay KOTOpbIMU He AO/MKHO npeBbiwath 6 . B NPOTUBHOM Crly-
Yyae aHa/n3 NoBTOPSIOT.

7.5.4.4 Vi3amepeHune NpoAo/mKNTENbHOCTU CBEPTLIBAHUS pacTBOpa MOJI0YHOro cybeTpara pacTBOpoM Mc-
MbITYeMOoro npenapara nNpoBoAAT aHanornyHo 7.5.4.2 n 7.5.4.3.

[onyckaemoe pacxoxieHne mexzay napasisieflbHbIMU U3MepPeHUAMU NPOAO/IKUTENTbHOCTN CBEPThIBA-
HUSA MOJIOYHOTO cy6cTpaTa pacTBOPOM MCMbITyemMoro npenapata — 10 c.

Ecnn 3HayeHnsa npofo/kMTENbHOCTU CBEPTbIBAHWA MOJIOYHOro cybcTpaTta pacTtBopamu UCNbITyeMoro
npenapara n KOHTPOJIbHOro 06pasLa Cblvy)XXHOro chepMeHTa pasnuyatoTcsa 6onee yem Ha 40 ¢, TO CKOPPEKTU-
poBaHHyt0 Maccy npobbl UCMbITYyeMoro npenaparta T3 T, paccunTbiBaloT Mo hopmyne

(€]

roe T2 — macca npo6bl UcnbITyeMoro npenapata no 7.5.3.4. 1;
f, — NPOAOMXNTENBHOCTL CBEPTLIBAHNA MOJIOYHOTO CybCcTpaTa pacTBOPOM WUCMbITYEMOro npenapara, c;
t2 — NpoAoMKUTENBHOCTb CBEPTHIBAHWUSA MOMIOYHOTO cy6CTpaTa pacTBOPOM KOHTPOJSIbHOTO 06pasua Cbi-
Yy>KHOro (pepmeHTa, C.
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[Jlanee npoBoOAAT U3MepeHve NPoAO/HKUTE/ILHOCTN CBEPTLIBAHUA MOJIOYHOIO cybcTpara pacTBOpPOM WC-
nbITYeMoro npenapara yTo4HEeHHON Macchbl.

7.5.5 ObpaboTKka pe3yibTaToB U3MEpPEHNIA

7551 O6LLYy0 MO/IOKOCBEPTHIBAILLLYIO aKTMBHOCTb UCMbITYEMOro npenapata Av yen. ea7r. paccunTbl-
BaloT Mo popmyne

A -M IA (2)

rae m, — mMacca KOHTPOJIbHOro obpasua CbluyXXHOro hepMeHTa, T;
t2 — NpPOJOMKUTENBIOCTL CBEPTLIBAHUS MOJIOYHOMO Cy6GCTpaTa PpacTBOPOM KOHTPOJIbHOTO o6pasua cbl-
YyXKHOro hepMeHTa, C;
A2 — o6Las MOSI0KOCBEPTLIBAOLAS aKTUBHOCTb KOHTPOJ/IbHOTO 06pasiia CblYyXHOTo (hepMeHTa, yka-
3aHHas B TOBApOCONPOBOAUTENILHOM OKYMEHTe, yen. ea.r;
T2 — macca npo6bbl UcnbliTyeMoro npenaparta no 7.5.3.4, 1:
f, — NpoAOMKMTENbHOCTb CBEPTLIBAHUS MOIOYHOIO Cyb6CcTpaTa pacTBOpOM MCNbITYeMOro npenapara, C.
7.5.5 2 O6LLyt0 MO/IOKOCBEPTLIBAIOLLYI0 aKTUBHOCTbL MUCNbITYEMOro npenapata 4,. yen. e4./r. B cayyvae
KOPPEKTUPOBKM €ro Macchbl, BbIYUCAIOT Mo hopmyne

-4 0)

roe T3 — yToyHeHHas macca npo6bl UCMbITYEMOrO NpenapaTa, T;

*3 — NPOJO/MKUTENBHOCTL CBEPTLIBAHMSA MOJIOYHOTO cy6CcTpaTa pacTBoOpoM UCTbITYyeMOro npenapara, C.

7.5.5.3 BbluncnieHre NpoBoAAT C TOYHOCTbIO O NEPBOro JeCcATUYHOIO 3Haka nocse 3anAToi. Pesynbtar
OKPYrAIAT A0 Leoro yncna.

3a OKoHuYaTeNbHbI pesynbTaT M3MepeHwuii o6LLeii MOSIOKOCBEpPThbIBAIOLWEA aKTMBHOCTU MPUHUMAIOT
cpefiHeapumeTMyeckoe 3HaueHne pe3ynbTaToB AByX napasiesibHbiX U3MEPEHWIA, BbINO/THEHHBIX B YC/TIOBUSAX
NOBTOPAEMOCTU U YA,0BNETBOPAIOLWMX YC0oBUO npuemnemocTn (5).

7.5.5.4 KOHTPO/Ib TOYHOCTY U3MEPEHMUIA

XapakTepucTVKu NOrpeLHOCT U NPeLn3NoOHHOCTU NMpu foBepuTesbHOM BeposiTHOCTH P = 0.95 npuse-
JeHbl B Tabnuue 3.

Ta6bnuya 3
B ycnoBHbIX eAnHMLAx
TouHOCTb
HavmeHosaHue [Jvana3oH Mpepen Mpepen ggxa:;#:é;ag%:;%z
nokasaresis M3MepeHnin MOBTOPSIEMOCTY © BOCMPOV3BOANMOCTH R Has NOTPELLHOCTb

mMetoga) £

O6LWwas mMonokocsep-

TbiBaOLWas akTuns- OT 70 000

HOCTb 11 npenaparta A0 160 000 Bk/toy. 10 000 39 800 28 300

7.5.6 TpoBepka NpMemM/IEMOCTU pPe3y/ibTaToB U3MEPEHNIA

75.6.1 MpoBepka NpMemMaeMocTn pe3ynibTaToB U3MePeHW, NOSTyYEeHHbIX B YCI0BUAX NOBTOPAEMOCTU

MpoBepky NPUEMIIEMOCTU Pe3y/ibTaToB M3MeEPEHU 06LLel MO/TOKOCBEPTbIBAKOLWEA akTUBHOCTU, NONy-
YEeHHbIX B YC/I0BUSAX NOBTOPSAEMOCTU (N1 = 2) NPOBOAAT B COOTBETCTBUKU C TpeboBaHuamu FOCT NCO 5725-6
(nogpaszgen 5.2).

Pe3ynbTaTtbl U3MepeHuii cuuTaoTcs NpueMIeMbIMy Npu YCI0BUM

\AV,-A ,2\sr. 4

roe Ay v AV2 — 3HaueHns ABYX napannesnbHbIX onpefeneHuii oblieli MOoKOCBEPTbIBAKLLEN aKTUBHOCTHU,
noslyYeHHbIe B YC/TOBUSAX NOBTOPAEMOCTH, yen. ea./r;
r — npegen NoBTOPSEMOCTM, 3HAYEHVEe KOTOPOro npuseAeHo B Tabnuue 3, yen. eq.r.
Ecnun ycnosue (4) He BbINOHAETCA, TO NMPOBOAAT NOBTOPHbIE M3MEPEHUS U MPOBEPKY NPUEMIEMOCTU
pe3ynbTaTtoB U3MEPEHWI B YCI0BUSX MOBTOPSEMOCTU B COOTBETCTBUM C TpeboBaHusmu MTOCT NCO 5725-6
(noppasgen 5.2).

1n
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|-|pl/| NOBTOPHOM NpeBbILLEHNN YKa3aHHOTo 3Ha4YeHUA BbIACHAKT NMPUYKHBI, NpuBoaAaLlMe K HeyaoBeTBOo-
puUTENbHLIM pesyfbTaTaM aHanusa.

7.5.6.2 MpoBepka NpMeMNeMOCTN pe3y/ibTaToB U3MEPEHWI, NOYHYEHHbIX B YC/TIOBUSIX BOCMPON3BOAM-
MOCTH

MpoBepKy NPUEMIEMOCTM pPe3ynbTaToB U3MEPEHWIA 06LLeli MOIOKOCBEPThIBAKOLLEH akTUBHOCTU, MO-
NYYeHHbIX B YC/IOBUSX BOCMPOU3BOAMMOCTM (T = 2). NPOBOAAT B COOTBETCTBMM C TpeGoBaHusimu MOCT
NCO 5725-6 (nogpasgen 5.3).

PesynbTaThbl N3MepPeHUiA, BbINOSIHEHHbIE B YCNOBUSAX BOCMPOU3BOAMMOCTM, CUUTAKOTCA NPUEMIEMbIMY,
€C/IN BbINOJIHAETCS YCN0BMe

K» -* %1 ** 5)

roe N1,y 4, n — 3HauyeHnst usmMepeHunii obLieli MOIOKOCBEPTbIBAKOLWEN aKTUBHOCTU, NOJTyYEHHbIE B ABYX Na-
60paTopusaXx B YCNOBUAX BOCNPOU3BOANMOCTK, yen. en.lr;
R — npefen Bocnpov3BoAMMOCTU, 3HAYEHWE KOTOPOro npuBeseHo B Tabnuue 3. yen. ear.

7.6 OnpepeneHve [0 MOOKOCBEPTbIBAKLWENH aKTUBHOCTY XMMO3MHA
oT 06Leli MOIOKOCBOPTLIBALW e aKTUBHOCTU Npenapara Ans KOHTPos
CbIUYXHOTO (hepMeHTa U CblUYyXHO-TOBSXbUX NpenapaToB

7.6.1 CywHocTb MmeToga

MeTog 0CHOBaH Ha U3MepeHun NPOAOHKUTENbHOCTY CBEPTbIBAHNSA MOJIOYHOTO cybcTpaTa npenaparamu
KOHTPO/IbHbIX 06Pa3L,0B CbIUY)XXHOTO (DepMeHTa 1 rOBSHXXKbENO MENCUHA, UCMbITYeMbIM NMPenapaTtom Npu pasHbiX
3HAYEHUSIX aKTUBHOW KMCNOTHOCTY M pacyeTe 401 MOJIOKOCBEPTbIBAOLLLEA aKTUBHOCTU XMMO3UHA OT 06LLel
MOJIOKOCBEPTbIBalOLLEe aKkTUBHOCTM UCMbITYEMOro npenapara.

7.6.2 CpepcTBa u3amepeHus, scnomoratenbHoe obopygoBaHue, nocyga, matepuasbl U peakTussbl

AHanusartopbl noteHuymometpuyeckme no FOCT 19881, tuna |. ¢ npegenamm AOMyCKaemMoro 3HayeHus
OCHOBHOI4 abCONOTHOI NorpeLwHocTu npeobpasosartens +0,05 eq. pH.

Becbl HeaBTOMaTMyeckoro geicteusa no NOCT OIML R 76-1 ¢ npegenamu gonyckaemol abconoTHOW
norpewHoctn +0,002 r.

YnbTpatepmocTart, obecneunBaLLmnii nogaepxaHue Temnepatypsl (35 + 1)°C.

Mnutka anektpuyeckasa no FOCT 14919 c perynaTopoM MOLLHOCTU Harpesa.

XonoaunbHuk 66ITOBON anekTpuyeckunii no FOCT 26678.

Yacbl MexaHu4eckne ¢ curHanbHbiM ycTpolicTeoM no FOCT 3145.

CekyHaomep.

TepMOMETP XWUAKOCTHbIA CTEeKNAHHbIA no TOCT 28498 ¢ gnana3oHom u3mepenusi ot 0 go 100 °C un
npegenamMmm gonyckaemoii norpewuHoctn +1 °C.

Bymara counbtpoBanbHas no FOCT 12026.

BopoHku B-25(100)-38(150) XC no MOCT 25336.

Kon6bl MepHble 1(2)-(100. 1000>-1(2) no FOCT 1770.

Kon6bl koHnyeckne KH-2-100-34 TC no FOCT 25336.

MuneTkn rpagympoBaHHble 1(2)-1(2}-1(5, M) MOTOCT 29228.

CrtakaHbl B-1-50(100) TXC no NOCT 25336.

CrakaHuvkv ans B3sewwmBaHnsa CH-34/12(45/13. 60/14) no TOCT 25336.

LnnnHgpsl 1-{100, 1000)-2 no FOCT 1770.

Manoykn CTeknsHHbIE Pa3INYHON ANIUHBI.

Lnatenn metannnyeckme unu naacTMaccoBble.

Boga anctunnuposaHHaa no NOCT 6709.

Kucnota conaHasa no NOCT 3118.

KOHTpobHbI 06pasel, Cbluy)XHOro hepMeHTa B COOTBETCTBUM C NMPUNIOXKEHNEM A.

KOHTpO/bHbI 06paseL, roBsXbero nerncuHa B COOTBETCTBUM C NPUMIOXEHNEM A.

Cy6cTpaT MOOYHBIA.

JlonyckaeTca npumeHeHne Apyrux cpefcTs N3MepeHus, BcrnomoraresibHoro o6opyoBaHus, He yctyna-
IOLWMX BbllleyKa3aHHbIM N0 METPOSIOTMYECKUM U TEXHUYECKMM XapakTepucTnkam, obecneunsarowmx Heob6xo-
ONMYI0 TOYHOCTb U3MEPEHMSA, a TakkKe peakTUBOB U MaTepPUasioB No KayecTBY He Xy)Xe BbllleyKa3aHHbIX.

Bce vcnonb3yemble peakTuBbl AO/MKHbI UMETb KBA/IMMPUKALMIO «XUMUYECKN YACTBIA» WU «YUCTbIN ANA
aHanmsa».
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7.6.3 TloarotoBka Kk NpoBeAEeHUI0 N3MepPEeHuit

7.6.3.1 MNpuUroToBNEHME KUMSIYEHOWN ANCTUN/IMPOBAHHOM BOAbI

MpuUroToBNEHNE KUNSYEHON ANCTUNIMPOBAaHHON Bogbl — no 7.5.3.1.

7.6.3.2 MNpuUroToBfieHNe pacTBopa COJISHOW KUCIOTbl MOSAPHOM KoHueHTpauun c(HCI) = 1.0 monb/gm3

PacTBOp CONsIHOW KNCNOTLI FTOTOBAT B COOTBETCTBUM C TpeboBaHusiMu TOCT 25794.1.

85 cM3 consiHOM KNCNoTbl (MI0THOCTbIO 1188 Kr/M3) OCTOPOXHO NpK NepeMeLLMBaHUn BNBAIOT B CTakaH
C npejBapuTenibHO NoMeLeHHbIMN B Hero 500 cm3 BoAbl, 3aTEM COAEPXUMOe CTakaHa NMepeHOCAT B MEPHYIO
K0/16y BMeCcTUMOCTbH 1 AM3. CTEHKM CTakaHa 06MbIBAKOT BOAONM NsATb pa3 no 10 cM3, CMbIBbl 06BEAMHSIIOT C
pactBopoMm. O6bem pacTBopa B ko16e f0BOAAT BOAOV A0 METKM W TLaTe/IbHO NepemMeLLnBaroT.

PacTtBop xpaHsiT He 6onee 3 mec.

7.6.3.3 MNMpurotoBneHne pabounx pacTBOPOB MOJIOYHOrO cy6CcTparta

OnpefeneHHoe KoIM4ecTBO MOJSIOYHOrO cybeTpaTa, ykazaHHOe B TOBApOCOMNPOBOANTENILHOM AOKYMEHTE
MCMNO/Ib3yeMOI mapTuM MOJIOYHOTO CybCcTpaTa M Ha 3TUKETKe nakeTa C MOJIOYHbIM Cy6CTpaTOM, BHOCAT He-
60/1bLIMMU MOPLMSAMUN B CTakaH BMecTumocTbio 1 M3 ¢ 750 cm3 Bogbl TemnepaTypoii (35 + 1) °C npu Henpe-
PbIBHOM NepemeLuMBaHnn CTEKASHHOW Nasoykoi A0 MOSIHOTO0 CMaynBaHusa MOJSIOYHOro cy6eTpara.

UYepe3 10— 15 MWH He pacTBOPUBLLMECS KOMOYKM MOJIOYHOrO cybcTpaTa pacTuparoT No CTeHKaM cTaka-
Ha NnacTMaccoBOl JIOXEYKON [0 NOHOTO UX PacTBOPeHWs. MoyyYeHHY0 CMeCcb NePEeHOCAT B MEPHYIO KOnby
C NpuTepToil Npobkoii BMecTuMOoCTbio 1 AM3. CTakaH, CTEKNSHHYI0 Nanoyky v NIoXeuyky 0OMbIBalOT TPMXAbI
no 40—50 cm3 BoAbl. CMbIBbl 06bEANHAIT C COAEPXNMbBIM MEPHON KON6bl. MepHYH KoNby 3akpbiBatloT npu-
TEpTO NMPOGKO, coAepXMMOoe TLLATENbHO NEPEMELLNBAIOT 1 OXNaxgarT A0 Temnepatypbl (20 + 1) °C nog,
CTpyei NpoTOYHOW BOAbI. B criydae HEBO3MOXHOCTU OX/aXAeHNs NPOTOYHON BOAON MeEpPHYI0 KONby C MOoY-
HbIM Cyb6CTpaTOM NOMeLLalnT B MOPO3U/IbHYI0 Kamepy 1 Yepes kaxable 10—15 MmvH cofepxumoe konbel nepe-
MELLMBAIOT A0 LOCTWXEHMWSA YKa3aHHOI Bbille TeMnepaTypsbl.

B mMepHylo konby 106aBNSAIOT PacTBOP X/I0PUCTOrO KasibLUSA U3 KOMIJIeKTa MOJIoYHoro cyberpara. O6b-
em pacTBopa cybcTpaTa A0BOAAT BOAONM A0 MeTku. PacTBOp MOJIOYHOrO cybcTparta nepemMelunBalT W Bbl-
AepxunBaloT B xonoaunnbHuke npu temnepatype (5 = 1) °C B TedeHne 19—20 4. MonyyeHHblli TakuM 06pa3om
pacTBOp MOJIOYHOro cybcTparta UCNosb3yoT B TeveHne 24 u.

PacTBOp XNOPMCTOr0 KanbLUMA NOCTaBASAT C KaXAoi naptueit mMosovHoro cyberparta. KonmyecTso
XNI0PUCTOr0 Kanbuus, gobaensemoe B pacTBOP MOJIOYHOro cybcrpaTa, ykasbiBaloT B MHCTPYKLMW NO Npu-
roToBMIEHNIO MOJIOYHOTO cybcTpara. MNepes nob6asneHnem pactTeopa X/I0pUCTOro KanbLns B pacTBOP MOJIOY-
Horo cy6cTpaTa nuneTKy C BHELHe CTOPOHbI He06X0AMMO 0CBO6GOXAATb OT Kanesiek X/1I0pnUCcToro kanbLuums
PuAbTPOBaNbLHON Bymaroii.

3arem pacTBOpP MOJIOYHOro cybcTpaTta AeNsT Ha [iBe YacTu, B KaXA0M YacTu onpeaensitoT akTUBHYIO KuUC-
NOTHOCTb W HENnocpeacTBEHHO nepes NpoBeAeHNeM U3MEPEHWl OBOAAT ee 3HaYeHUs PacTBOPOM COMISHOM
KNCNOTbI MONISAPHON KoHUeHTpauun 1,0 monb/am3go 6.50 eq. pH n 5.50 ea. pH.

PacTBOpbl MOMIOYHOTO cyb6CTpaTa C 3afjaHHbIM 3HAYeHNeM akTUBHOW KMCMOTHOCTM UCNOMb3YIOT B Teue-
Hue 24 u.

7.6.3.4 MpuroToBrieHne pacTBOPOB WCMbITYEMOrO npenapara, KOHTPONbHOIo o6pasLia CbluyxHoro dep-
MEHTa M KOHTPOJIbHOTo 06pasLa roBsXbero nemncuHa

B cTtakaHbl 0TAenbLHO nometatoT no 0.50 rucnbiITyeMoro npenapaTa, KOHTPO/IbHOro 06pasLa CblvyXHOro
dhepmeHTa N KOHTPO/SIbHOro obpasua roBsXbero nencuHa, kaxalii pactsopsoT B 10— 15 cm3 BoAbl Temne-
patypoii (35 + 1) °C. PacTBOpbl NEPEHOCAT B MEpPHbIE KOMObl BMeCTUMOCTb0 100 cm3. CTakaHbl TPUXAbI
ononackusatT 10—15 cm3 Boabl Temnepatypoii (35 + 1) °C. CMbIBbl 06bEANHSAOT C pacTBopaMu. PacTBopbl
TWaTesibHO NepemMeLunBatoT, NOMELLAT B ybTPaTEPMOCTAT U BblAepXnBaloT Npu Temnepatype (35+ 1) °C B
TeyeHve 10 MuH, nepuoamnyeckn nepemelunsas. o ncTteyeHUn ykasaHHOro BPeEMEHU PacTBOPbl OX/TaXAatoT
[o Temnepatypsbl (20 £ 1) °C. 06bem f0BOAST A0 METKM BOAON 1 nepemelumBatoT. [Janee pacTBopbl (hepMeHT-
HbIX NpenapaToB NePeHOCAT B KOHMYECKNe Kosibbl BMECTUMOCTbI0 100 cm3.

7.6.4 TMpoBepeHne n3mepeHuii

7.6.4.1 B wecTb CTakaH4MKOB BMECTUMOCTbIO 50 CM3 C NOMELLeHHbIMU B HUX CTEK/IAHHLIMU NasouKamm
BHOCAT Mo 50 cM3 pacTBopa MOIOYHOrO cybcTpaTa akTUBHOM KMcNoTHOCTbIO (6.50 ¢ 0.05) en. pH, koTopble
nomeLlarT B yNbTpatepmocTat Temnepartypoii (35 + 1) °C 1 BbigepxuBatoT ux B TeyeHne 10—15 muH ao go-
CTWXeHns Temnepatypbl B cMecy (35 £ 1) °C. Mpu 3TOM YpOBEHb BoAbl B yNbTparepMocTaTe fO/IKEH ObiTb He
HVXe YPOBHS MOJIOYHOIO cybcTpaTa B cTakaHax.

7.6.4.2 B gBa cTakaHa C pacTBOPOM MOJIOYHOrO cyb6cTpaTta, NOMELLEHHbIX B COOTBETCTBUM C
7.6.4.1 B ynbTpaTepmocTart, BHOCAT C UHTepBasioMm B 1 MUH no 1 cm3 pacTBopa KOHTPO/NbLHOro o6pasya

13



FOCT 34353—2017

CbIYY)XXHOTO pepMeHTa, NPUroTOB/IEHHOro ho 7.6.3.4. MNMocne BHeCEHUSA pacTBopa KOHTPO/bHOro o6pas-
Lia CblYYy)XXHOro pepMeHTa BK/OYalT CeKYH0Mep, COAEPXNMOe CTakaHOB T aTesIbHO NepemMelunsaloT
B TeyeHne 3—5 c.

7.6.4.3 Tocne nepuoamyeckoro nepemMelnBaHnst CTEKNSIHHOM Nasiouykoil ¢ uHTepsanom B 1—2 ¢
pacTBop MOJIOYHOro cybcTparta OCTOPOXHO HAHOCAT Ha CTEHKU cTakaHa. [py NosiB/IeHn X/10NbLEB B CTe-
KaloLem cnoe MOJIOYHOro cybcTpara huKenpyoT Bpems ux obpasosaHus. MNpoaoIKUTENbHOCTb CBEPTbI-
BaHUSA OTCYMTHLIBAIOT C MOMEHTA BHECEHUS KOHTPO/IbHOrO obpasua Cbluy>KHOro hepmeHTa A0 NOosiBNEHUA
XN0Mbes.

7.6.4.4 I3mMepeHvie NpoLOIKNTENbHOCTY CBEPTLIBAHWSA pacTBOpa MOJIOYHOro cybeTpaTa akTMBHOM Kunc-
noTtHocTblo (6.50 + 0.05) eq. pH nog AelicTBUEM KOHTPO/ILHOrO 06pasua roBsXXKbero NefcuMHa U UCMbITYEMOro
npenapara NpoBoAAT B COOTBETCTBUMN C 7.6.4.2 1 7.6.4.3.

7.6.4.5 I3mepeHvie Npofgo/HKMTENbHOCTU CBEPTLIBAHWA pacTBOpa MOJIOYHOro cybeTpaTa akTMBHOM Kunc-
notHocTblo (5,50 + 0.05) ea. pH nog AelicTBUEM KOHTPOJIbHbLIX 06pPa3LL0B CbIUYXXHOI0 hepPMEHTA, FOBSXKbEro
nencuHa v UcnbITyeMoro npenapara npoBoAAT B COOTBETCTBUN € 7.6.4.1—7.6.4.3. [pn 3TOM BHOCKMbIA 06b-
eM Kax[oro pactsopa flo/ikeH cocTaBnAatb 0.5 cm3.

7.6.5 O6paboTka pe3ynbTaToB U3MEPEHMUIA

7.6.5.1 [lonto MOOKOCBEPThIBAIOLLEA akTUBHOCTM XMMO3UHA OT 06LL el MOSIOKOCBEPThIBAIOLLEN akTuB-
HOCTW B ncnbiTyemom npenapate O,. %. paccunTbiBalOT No hopmyne

©)

roe 02 — fons MOSIOKOCBEPThIBAKLWEH aKTUBHOCTU XMMO3MHA OT 06LLeil MOMOKOCBepTbIBatoLLe akTUBHO-

CTV B KOHTPONbHOM 06pasLie CblUy)XXHOro hepmeHTa, npuBefeHHas B TOBApOCONPOBOAUTEIbHOM
[OKYMeHTe Ha KOHTPO/IbHbIV o0bpasel,. %;

/C — OTHOLWEeHNe NPOAOMKNTENBLHOCTE CBEPTLIBAHMSI PACTBOPOB MOJIOYHOIO Cy6CTpaTa akTUBHON KMc-
noTHocTb0 6.50 eg. pH 1 5.50 ea. pH cooTBeTCTBEHHO Nof AeCTBMEM WCNbITYEMOro npenapara;

K2 — oTHOLIeHVe NpoAo/MKUTEeNbHOCTEl CBEPTbIBAHUA PACTBOPOB MOJIOYHOTO Cy6GCTpaTa akTUBHOW KUc-
noTtHocTbio 6.50 ea. pH n 5,50 eq. pH cooTBETCTBEHHO MOA AeiiCTBMEM KOHTPO/IbHOTO o6pasua
CbIYY)XHOIO0 (hepMeHTa,;

K3 — oTHOLWEHWE NPOAC/MKUTENLHOCTEV CBEPTLIBAHWSI PACTBOPOB MOJIOYHOIO Cy6CTpaTa akTUBHOMN Kuc-
noTHocTbio 6.50 ea. pH n 5.50 en. pH cooTBETCTBEHHO MOA AeiiCTBMEM KOHTPO/IbHOTO obpasua
TOBSXXbEro NerncuHa;

D3 — pons mMonokocBepTbiBaKLW el akTMBHOCTU XMMO3MHa OT 06LLeil MOMIOKOCBEPTbIBAKOLLEN aKTUBHO-
CTW B KOHTPOJIbHOM 06pasLe roBsXbero nencuHa, npusefeHHas B ToBapoCconpoBoANTENIbHOM [0~
KYMeHTe Ha KOHTPO/bHbI 06pasel,. %.

BbluncneHve npoBoAAT C TOYHOCTbIO A0 BTOPOrO AEeCATUYHOIO 3Haka nocse 3andToi ¢ nocneayoLwmm
OKpYr/IeHMeM [0 NepBOro 3Haka nocsne 3ansToi.

3a OKOHYaTesNbHbIl pe3ynbTaT n3MepeHuii 4o MOIOKOCBEPThIBAIOLLLEA aKTUBHOCTM XMMO3MHA OT 06-
leli MOMOKOCBEpTbIBAKOLWE aKTMBHOCTM WCMbLITYEMOrO mnpenapara npuHMMAaloT cpegHeapudmeTnyeckoe
[ABYX napanfienibHblX U3MepEeHUiA, BbINOIHEHHbIX B YC/IOBUAX MOBTOPSEMOCTU U YA0BIETBOPSAIOLLMX YC/TOBUIO
npuemaemoctu (8).

7.6.5.2 KOHTPO/Ib TOYHOCTU U3MEPEHUIA

XapaKTepucTrky NorpeLHocT! U NPELU3NOHHOCTY Npu AoBepuTenbHOl BeposiTHocT P = 0,95 npuBe-
OeHbl B Tabnuue 4.

Ta6bnunuya 4
B npoueHTax
To4HOCTbL
HanmeHosaHve [AvianasoH Mpepen Mpepen (rpaHuLpl, B KOTOPbIX
nokasaress n3MepeHnii nosTopsieMocT / BOCMPOW3BOAVMMOCTY R HaxoauTcs abcontoTHas

MOrpeLLHoCTb MeToAa) X[,

[onsi MONOKOCBEPTbI-

BatoLLeli aKTMBHOCTU OT30.0 IO

XUMO3WHa OT 06ueit 50.0 Bx/itou. 7.4 15.4 12.7
MOJI0KOCBEpPTbIBaKOLL e

aKTMBHOCTY npenapara Bonee 50.0 10.8 30.1 26.2
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7.6.6 [NpoBepka NpPUEMNIEMOCTH pe3ynbTaToB U3MepeHunii

7.6.6.1 MpoBepka NpMeMIEMOCTN pe3ynbTaToB U3MePeHWi, NOTyYEeHHbIX B YC0BUAX NOBTOPAEMOCTU

MpoBepky NpMemMsemMoCcTV pesynbTaTtoB U3MePEeHWUli [0 MOJIOKOCBEPTbIBAIOLWER aKTMBHOCTU XUMO3K-
Ha OT 06LLelt MO/TIOKOCBEPTLIBAKOLLEV aKTUBHOCTM, NOYYEHHbIX B YC/TOBMAX NOBTOPSEMOCTH (N = 2). NpoBoAAT
B cooTBETCTBUM C TpebosaHuamn FOCT NCO 5725-6 (nogpasgen 5.2).

PesynbTaTbl U3MepeHuit cunTaloTca npuemMaeMbIMiu Npu YCroBum

|D1;t-D 1:2| Sr, @)

rae D11 w D,;2 — 3HavyeHnsa AByX napasiefibHblX onpefenieHnii 4oM MOJIOKOCBEpPTbIBaloLWed akTUBHOCTMN
XMMO3MHa OT 06LLell MO/TIOKOCBEPThIBALWEN akTUBHOCTU. %);
r — npejen NoBTOPSEMOCTU, 3HaYEHNe KOTOpOoro npuseseHo B Tabnuue 4. %.

Ecnu ycnosue (7) He BbINOSIHAETCA, TO NPOBOAAT MOBTOPHbLIE U3MEPEHUSA U MPOBEPKY NPUEMIEMOCTHU
pe3ynbTaTtoB M3MEPEHWUI B YC/IOBUSAX MNOBTOPSAEMOCTU B COOTBETCTBUM € TpeboBaHusmmu FTOCT NCO 5725-6
(noppasgen 5.2).

Mpy NOBTOPHOM MpPEBbILLEHNN YKa3aHHOro 3Ha4YEeHNS BbISICHAIOT NPUYMHLI, NPUBOAALLME K HEY0BNETBO-
pUTeNbHLIM pesyfbTaram aHannsa.

7.6.6.2 MpoBepka NpUeMIeEMOCTU pPe3y/bTaToB U3MEPEHUA, NONYYEHHbIX B YC/TOBUSIX BOCNPOU3BOANMO-
cTH

MpoBepky NpMemMsIeMOCT pe3ynbTaToB M3MEPEHWU [ONN MOSIOKOCBEPThIBAtOLLIE aKTUBHOCTM XUMO3K-
Ha OT 0o6Lieii MONOKOCBEPTbIBAIOLWEN aKTUBHOCTW, MOYYEHHbIX B YC/I0BMSX BOCMPOM3BOAUMOCTU (T = 2),
npoBOAAT B COOTBETCTBUM € TpeboBaHusmu FOCT NCO 5725-6 (nogpa3sgen 5.3).

PesynbTaTbl U3MepeHWii, BbINOTHEHHbIE B YC/IOBUSAX BOCMPOM3BOAMMOCTM, CUMTAIOTCA NpUemeMbiMu,
€C/11 BbINOJIHAETCA YC/I0BMe

10 1;3-0 1;4] SR, (8)

roe DL3m 0, 4 — 3HauyeHus ABYX NapasseflbHblX OnpeAeneHuii 4o MOJIOKOCBEpPThIBaKOLLEl aKTUBHOCTH
XMMO3MHa OT 06LLell MO/IOKOCBEPTLIBaKOLLE aKTUBHOCTH. %;
R — npegen Bocnpou3BoAYMOCTY, NPUBEAEHHbIN B Tabnuue 4. %.

7.7 OnpegeneHune obuieii MOTOKOCBEPThIBAOLLEN aKkTUBHOCTM nNpenaparta
1 0,011 MOJIOKOCBEPTbIBAKLWEN aKTUBHOCTM XMMO3MHA OT 06LLeli MOSIOKOCBEPThLIBAOLLENA
aKTMBHOCTU nMpenaparta ¢ NpUMeHeHMemM aBTOMaTU3MPOBAHHON YCTaHOBKK

7.7.1 CywHocTb MeToAa

N3mepeHne o6Leii MONOKOCBEPThIBAIOLLE aKTMBHOCTY Npenapara OCHOBAHO Ha CPaBHEHUW BPEMEHU
JOCTVXEHNA MakCUMalbHOl CKOPOCTU POCTa OMTUYECKOW MI0THOCTM MOIOYHOTO cyb6eTpaTa nof AeicTBrem
UCMbITYEMOro npenapara 1 KOHTPOIbHOTro o6pasLa Cbl4yXHOro hepmeHTa 1 pacyeTte 06LLeil MO/TIOKOCBEPTbI-
BaloLLLeil akTUBHOCTM C UCNO/Ib30BAHNEM KOMMbIOTEPHOI NPOrpaMMbl.

N3mepeHune 40N MONOKOCBEPTLIBAIOLLLEA aKTUBHOCTU XMMO3MHA OT 06LLEe MO/TOKOCBEPThIBAIOLLEN ak-
TUBHOCTW OCHOBaHO Ha OLeHKe BPEeMEHU AOCTUXEHWUS MaKCMMasibHbIX CKOPOCTeli pocTa ONTUYECKOW nioT-
HOCTU MOJIOYHbIX CY6CTPATOB NPU PasHbIX 3HAYEHUAX aKTUBHOM KUCMOTHOCTW NMoA AelCTBMEM KOHTPOJSIbHOTO
o6pasua Cbl4yXHOro pepMeHTa, KOHTPO/IbHOro o6pasLa roBsbero rnerncuHa 1 UCMbITyeMOro npenapata u
pacueTe 40/1M MOJIOKOCBEPTbIBAKOLLEN aKTMBHOCTU XMMO3MHA C UCMO/Ib30BaHNEM KOMMNbIOTEPHON NPOrpamMMmbl.

MeTog NPYMEHS0T NPU BO3HUKHOBEHWMW Pa3HOr1acuii.

7.7.2 CpepcTBa U3MepeHus, scnomoratesibHoe o6opyAosaHue, nocyfa, Mmatepuanbl U peakTuBbl

AHanusatopbl noteHunomeTtpuyeckme no NOCT 19881, Tuna |, ¢ npegenamm f0MycKkaemoro 3HayeHus
OCHOBHOW abCcoMTHOI NorpelHocTy npeobpasosaTens He 6onee +0,05 eq. pH.

BaHsa BogsiHas, obecneumsarowas nogaepxaHune Temneparypbl o1 16 o 50 °C. norpeluHocTbio 1 °C.

Becbl HeaBTOMaTuyeckoro aelicteusi no FOCT OIML R 76-1 ¢ npegenamu fonyckaemMoi abcontoTHOW
norpewHocty +0.02 r. £0,002 r.

Becbl yTBEpPXAEHHOIO TUNa, NPOBEPEHHbIE B YCTAHOB/IEHHOM MOpsAAke, C npeAenamu gonyckaemoli ab-
CO/IIOTHOI norpelHocTy +0.2 Mr.

YcTaHoBka Ans onpegeneHns o6Leil MOMOKOCBEPTbIBAOLLEN aKTUBHOCTM npenapara v 4oan MOJSIOKO-
CBepTbIBalOLLel aKTMBHOCTU XMMO3/Ha OT 06LLeii MO/IOKOCBEPThIBaloLW el akTMBHOCTU Npenaparta B COOTBET-
CTBUMN C PUCYHKOM 1 1 YKOMMNIEKTOBaHHasA:
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- ()OTOMETPOM /1 U3MEPEHNA ONTUYECKOI NIOTHOCTW NPU A/IMHE BOJHbI M3MepeHust X = (450 £ 10) Hm,
VMEIOLLMM JIMHENHYI0 WKany ONnTUYecknx NAoTHocTen B gnanasoHe ot 0,0 Ao 2,0 D ¢ OTKNOHEHWEM OT NINHEN-
HOCTU He 6onee 0.5 % Bceli Wkasbl, LNGPOBOIA BbIXOA (HE MeHee NAaTh Ludp), CKOPOCTb nepefayn nHopma-
uumn He meHee 9600 bod (nHTepdeiic RS 232) Tnna ECOM-F 6124. Eppendorf;

- MPOTOYHON TepMocTaTMpyeMoii KloBeTol ANnHOM onTuyeckoro nytu (1,00 + 0,10) cm 1 Temnepatypoii
TepmocTatnpoeanus (37.0 £ 0,2) °C;

- MporpaMMupyembiM BOCbMUKavasibHbIM ABYXLIMPULLEBLIM A03aTOPOM peareHToB, 0o6ecneymsatoLLmm
CMelleHne pacTBOPOB npenaparta M MOJIOYHOrO cybcTpaTa B MOTOKE B COOTHOLEHUN 5:1 npu akTUBHOW Kuc-
notHocTu 6.50 ea. pH v B cooTHoweHun 1:19 npu akTUBHOI KMcnoTHocTn 5,60 en. pH, norpewHocTb0 Mo 06b-
emMy He 6onee +1 %, 1 nogadvy cMecu B MPOTOYHYIO TepMocTaTupyemyto kiosety Tuna Microlab OEM Hamilton
C ABYMS [AO3MPYIOLWUMY WNPULAMU BMECTUMOCTLIO 5 CM3 1 MOBOPOTHLIMM KnanaHamu,

- CMecuTenamu;

- COeAVHUTENbHBIMU TMBKUMU LLITaHraMu U3 MHePTHOro MaTepuana (TedpioHa);

- KOMMbOTEPOM, Ob6ecneyvBaloLLMM HaKoMIeHne U mareMaTuyeckyto o6paboTky (HOTOMETPUYECKUX
[JaHHbIX, ynpas/fieHne [03aTopoM peareHToB, OTBevyalwyM cregyowmnm TpebosaHuaMm: O3Y — He MmeHee
32 M6aiT: BULEOMOHUTOP — C TEXHUYECKUMW XapakTepucTukamu He Hwke, yem SVGA: npoueccop Intel
Pentium 100 Mru; napannensHblii nopT Tuna LPT; aBa nocnepoBatenbHbix COM nopta (ctaHaapT RS-232C);

- nporpammoii, obecneuynBatoLleil BbIMOSIHEHNE WU3MEPUTENIbHO-BbIYNC/IUTENBHOIO LMKNa, yHKLMO-
HasbHble TpeboBaHUS K KOTOPOI NpuBeAeHbl B NPUIOXeHUN B.

13/ 6

1 — UCTOYHVK CBETE; 2 — Tepmonosera: 3 — hoTomMeTp; 4 — nHTepdpelic; 6 — komnbioTep,
6 — AByXLUpULIEBOI fo3aTop: J1 — /19 pacTBOpPoB iepMeHToB, b— Ans pacTBOPOB MOJIOUHOTO cybCTpaTa.
7. 8 — NOBOPOTHbIE KnanaHbl; 9 — cmecutenb: K)— 13 — pacTtBopbl (hepMeHToB; 14 — pacTBOp MOI04HOro cy6etpara Ne 1;
15 — pacTBOp MosoyHoro cybetpata Ne 2

PucyHok 1— YcTaHoBKa f/1s onpejesnieHns o6Lieii MOOKOCBBPTLIBAIOLLBI aKTUBHOCTU NpenapaTos

TepMOMETP XWUAKOCTHbI CTEKNsIHHbIA no TOCT 28498 ¢ gnana3oHom u3mepenusi ot 0 go 100 °C un
npegenamMmm Aonyckaemoii norpewHoctn +1 °C.

Llkady cywmnnbHbIli anekTpuuecknii, nogaepxnsatowuii Temnepatypy ot 0 go 200 °C ¢ NorpewHocTbo
+2 °C.

XonogunbHUK 66ITOBON 3nekTpuyecknii no FOCT 26678.

Yacbl MexaHuyeckne ¢ curHanbHbiM ycTpoiicTBoM no MOCT 3145.

Meluasika MarHutHas.

Kon6bl mepHbie 2-50(100. 500. 1000. 2000)-2 no OCT 1770.

Kon6bl M-1-250(500. 1000, 2000)-24/29 TC ¢ npo6kamu no NOCT 25336.
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MnuneTTep BMeCTMMOCTbIO 1 M3, NOrpeLlHoCcTbI0 f03upoBaHusa He 6osee 0.6 % no 06bemy.

MuneTkn ¢ oaHON oTMeTKoM 2-2-2(20, 50) no FOCT 29169.

MuneTkn rpagynpoBaHHbie 1-1(2)-1-10(25) no FOCT 29228.

LnnnmHgpsl 1(2)-250(500, 1000, 2000)-1 no FOCT 1770.

CrakaHuuk ansa B3sewmnBaHns CB-14/8 no FOCT 25336.

BopoHku B-56(100>-80(150) XC no MOCT 25336.

Mocyaa nabopatopHas M3 TEMHOMO cTekna ¢ NpobkaMu UK Kpbikamu BMecTuMmocTbio 100. 500. 1000
1 2000 cm3.

OkcukaTop 1-290 no NOCT 25336.

Bopa auctunnuposaHHas no FOCT 6709.

HaTtpwuii ykcycHokucnblii 3-BogHblin no TOCT 199.

Kanbuwnii xnopuctsiii no FOCT 450.

Kucnota ykcycHas negsHas no NOCT 61.

CnupT 3TUNOBbLI PEKTUGIUKOBAHHbIA TexHUYeckunii no FTOCT 18300.

Monoko cyxoe o6e3xupeHHoe no FOCT 33629.

KOHTpO/bHbIV 06paseLl, CblYyXHOro (hepMeHTa B COOTBETCTBUM NPUIOXKEHNEM A.

KOHTposbHbI 06paseLl, roBsXbero nencrHa B COOTBETCTBUM C NPUIOXKEHNEM A.

JlonyckaeTca npyMeHeHve apyrux CpeAcTB M3MepeHus, BCnoMoraTesibHoro o6opyfoBaHus, He ycTyna-
IOLLMX BblleyKa3aHHbIM N0 METPOMOTMYECKUM N TEXHUYECKUM XapakTepucTukam, obecneumsaroLmx Heobxo-
OVMYI0 TOYHOCTb U3MEPEHNS, a TakKe PeakTVBOB U MaTepMasioB Mo Ka4YeCTBY HE XyXe BbllleyKa3aHHbIX.

Bce ncnonb3yemble peakTuBbl JO/DKHbI MMETb KBaIUMUKALMIO «XUMUYECKN YUCTBI» UM «HUCTbIN ANA
aHanunsa».

7.7.3 TloarotoBka K NpoBeAEHUD U3MEPEHUA

7.7.3.1 MNpuroToBNeHMe KUNSYEHOWN AUCTUANNPOBAHHOW BOAbI

MpUroToBAeHVE KUMAYEHOW AUCTUNNNPOBAHHON BOoAbl — Mo 7.5.3.1.

7.7.3.2 TpuroToBieHVe pacTBopa X/I0PUCTOr0 KaslbLisi MOJIAPHO KoHUeHTpauun ¢ (CaCl2) = 2,5 monb/am3

27,75 r XI0pUCTOTO KasibLys, NpeABapuTeslsHO BbICYLLEHHOro npu Temnepatype (105 * 2) °C go nocTto-
AHHOW Macchl (MOTeps Macchbl Mexay nocnefoBaTeslbHbIMY B3BELUMBaHWUAMMW He fo/mkHa npeBbiwaTs 0,001 r),
nepeHocAT B MepHyt0 Konby BMecTUMOCTbi0 100 cmM3 1 pacTBopsaloT B HE60/bLIOM KONMyecTse BoAbl. [loBoaat
06bem pacTBopa BOJOV A0 METKU 1 NepemMeLLnBatoT.

PacTBop xpaHsiT B nocyae 13 TEMHOro cTekna B X0/104nbHUKe npu Temnepatype oT 3 Ao 7 °C He 6onee
6 mec.

PacTBop XpaHAT Npu KOMHATHOI TemnepaTtype He 6onee 6 cyT.

7.7.3.3 TpurotoB/fieHNe pacTBopa YKCYCHOI KMCNOTbl MOMAPHOI KoHueHTpauum ¢ (CH3COOH) =
= 0.2 monb/gm3

PacTBop yKCyCHOW KMC/OTbI TOTOBAT B COOTBETCTBUM C Tpeb6oBaHusaMu MTOCT 4919.2.

5.7 cM3 yKCYCHO KMCNOTbI NEPEHOCAT B MEPHYHO KONGY BMECTMMOCTbI0 500 cM3, pacTBOPSAOT B HE6O/b-
LLIOM KOMMYecTBe BOAbI, JOBOAAT 06beM pacTBopa 40 METKM BOAOW 1 nepemeLLnBaloT.

7.7.3.4 TlpuroTtoBneHne pacTBopa YKCYCHOW KMC/OTbl MONASipHON KoHueHTpauum ¢ (CH3COOH) =
=0.12 monb/gm3

6.8 CM3 YKCYCHOW KMCNOTbI NEPEHOCAT B MEpPHY konby BmecTumocTbio 1000 cm3, pacTBOpPSIOT B He-
60/1bLLOM KONMYecTBe BOApl, OBOAAT 06bEM pacTBopa 40 MeTKM BOAOW W NepemeLLnBatoT.

PacTBOpbIl, NPUroToB/EHHbIE MO 7.7.3.3 U 7.7.3.4. XpaHAT B NocyJe U3 TEMHOrO CTeKNa Npy KOMHAaTHO
Temnepatype He 6onee 30 cyT.

Mpy HanMuuy B pacTBope NMOMYTHEHWS W/Wnn ocajka B BUAE X/10NbeB PacTBOP CrieAyeT 3aMeHnTb CBe-
XENnpUroToB/IEHHbIM.

7.7.3.5 MNpuroToBneHne pacTBopa YKCYCHOKWUC/IOTO HaTpust MONISPHON koHueHTpauun ¢ (CH3COONa 3H20)
= 0.2 monb/agm3

PacTBOp YKCYCHOKMC/IOTO HaTpWs rOTOBAT B COOTBETCTBUM C TpebosBaHuamu MOCT 4919.2.

54,4 I YKCYCHOKUC/IOrO HaTpus NOMeLLaloT B MEpHYK konby BMecTUMOCTbio 2000 cm3, pacTBOpsOT B
BOAe, [0BOAAT 06bEM pacTBopa [0 MeTKV BOLOW, NepeMelLnBaioT 1 BblAEPXNBaOT 14 Npyu KOMHATHOWN Tem-
nepartype.

7.7.3.6 MpuroToBneHne pacTBopa YKCYCHOKWUC/IOTO HaTpUst MONISPHON koHueHTpauun ¢ (CH3COONa 3H20)
= 0.1 monb/am3

250 cM3 pacTBopa YKCYCHOKMC/IOro HaTpus, MPUroTOBIEHHOrO MO 7.7.3.5, BHOCAT B MePHYt0 K016y BMe-
cTumocTblo 500 cm3, ,OBOAAT 06bEM pacTBOpa A0 METKM BOAOW 1 NepemeLunBaroT.

17



FOCT 34353—2017

PacTBOpbI, NPUroToB/EHHbIE N0 7.7.3.5 1 7.7.3.6, XpaHAT B repMeTUYHOl nocyae npu KOMHATHOW TeM-
nepatype He 6onee 24 u.

7.7.3.7 MpuroTtoBneHve aueTaTHoro 6ycepHoro pactBopa akTUBHOW KMC/TOTHOCTbIO 6.50 ea. pH

B konby c octaBwummncsa 1750 cm3 pactBopa YKCYCHOKMCNOro HaTpust no 7.7.3.5 nuneTkoi gobasnsoT
20 cm3 pacTBOpa YKCYCHOI KMCNOTbl N0 7.7.3.3 1 NepeMeLUnBatoT.

7.7.3.8 MpurotoBneHve aueTaTHoro 6ycepHoro pactsopa akTUBHOW KMC/IOTHOCTbIO 5.60 ea. pH

AueTaTHbIl 6ydepHblii pacTBOp rOTOBSIT B COOTBETCTBMM € TpeboBaHmamn FOCT 4919.2.

500 cm3 pacTBOpa YKCYCHOKMCNOro Hatpms no 7.7.3.6 nomeLLaloT B KON6Y BMecTumMocTbio 1000 cm3,
nuneTkoi fo6asnsAwT 50 cM3 pacTBOpa YKCYCHOI KMCNOThl Mo 7.7.3.4. 3akpbiBaloT NPo6KOA 1 nepemeLlun-
BaltoT.

AueTaTtHble 6ydepHble pacTBOPbI XpaHAT B NOCYyie 13 TEMHOrO CTEKNa Npyu KOMHATHOWM Temnepartype He
6onee 24 u.

7.7.3.9 MpurotosneHne cMecn pacTBOPOB X/IOPUCTOTO KasnbLus U auetaTHoro 6ydepa ¢ 06beMHbIM CO-
oTHoweHneM CaCl* u CH3COOH. paBHbiM 1.1

B MepHyto konby BMecTUMOCTbI0 50 cM3 BHOCAT 25 cM3 pacTBopa X/1I0pUCTOro kanbums no 7.7.3.2. fo-
BOAAT pacTBOp 0 MeTK/ aueTaTHbIM 6ydhepHbIM pacTBOPOM No 7.7.3.7 1 NepemeLLvBatoT.

7.7.3.10 MpuroToBeHNe CMecU pacTBOPOB X/IOPUCTONO KasbLuMsa M aueTaTtHoro bydgepa ¢ 06bEMHbIM
cooTHoleHnem CaCl2 n CH3COOH. paBHbiM 1:3

B mepHy konby BmectumocTbio 100 cm3 BHOCAT 25 cm3 pacTBopa X/10pUCTOro kanbuus no 7.7.3.2,
06bem pacTBopa A0BOAAT A0 METKM aueTaTHbIM 6ydepHbIM pacTBOpoM Nno 7.7.3.8 1 nepemMeLumBaloT.

PacTBopbl, NpUroToBAeHHble Mo 7.7.3.9 1 7.7.3.10. XpaHAT B Nocye U3 TEMHOro CTekna B X0N0AUNbHUKE
npu Temnepatype oT 3 40 7 °C He 6onee 6 cyT.

7.7.3.11 MpuroToBneHne pacTesopa Ans pasbaseHns akTMBHOW KMCNOTHOCTbIO 6,50 en. pH

1580 cm3 aueTatHoro 6ychepHoro pacrtsopa no 7.7.3.7 nomewatwT B K0oNby BMecTumocTbio 2000 cm3,
nuneTkoit go6aensaT 20 cM3 pacTBOpa X/1I0PUCTOrO KanbLms No 7.7.3.2 1 nepemMeLurBanT.

PacTBop xpaHAT B nocye 13 TEMHOro CTekna NpyM KOMHATHON TemnepaType He 6onee 24 .

7.7.3.12 MpurotoBneHne pacTBopa MOJIOYHOro cybecTpaTa akTMBHOM KMcNoTHocTbio 6.50 eq. pH (No 1,
pucyHok 1)

B BoasiHyto 6aHi0 Temnepartypoii (35 + 1) °C nomeLaoT Konby BMecTUMocTbio 250 cM3, cogepallyto
190 cm3 aueTtatHoro 6ydepHoro pacteopa no 7.7.3.7. Yepes 5—10 mMuH B konby BHocAT 1,300 r cyxoro
06e3X1peHHOro Mosioka. PacTBop Mo/ioka 0CTaBNSAIOT B BOAAHOW 6aHe Ansa HabyxaHus Ha (20 + 2) MuH. 3atem
pacTBop MOJiOKa NepemMeLLnBatloT Ha MarHUTHOM Mellasike 1 BHOBb BbIAEPXVBAIOT €ro B BOAAHON 6aHe 5 MUH.
Mocne aToro B Konby NpW HenpepbIBHOM MepemeLlVBaHNM pacTBopa MOJIOKa Ha MarHUTHOW Mellasike BHO-
caT (10,0 £ 0.1) cm3 cmecK pacTBOPOB X/IOPUCTOrO KanbUns ¥ aleTaTHoro 6ydepa no 7.7.3.9 Co CKOpPOCTbIO
(0.0250 + 0.005) cm3/c c noMoLLbIO WNPULEBOro fo3aTopa b ycTtaHoBKM (CM. pucyHOK 1), npegHasHavyeHHoro
NS 003MPOBaHMA MOIOYHOTO cybcTpaTta. 3atem konby ¢ MOMOYHbIM Cy6CTpaToM BblAepXnBatoT 15 MVH B BO-
[AsiHOI 6aHe 1 14 Npu KOMHaTHOI TeMnepaTtype B TEMHOM MeCTe.

7.7.3.13 lMpuroToBNeHNe pacTBopa MOJIOYHOTO cybcTpaTa akTUBHOM KMCNOTHOCTLIO 5.60 ea. pH (Ne 2,
pucyHok 1)

B BoAsHyt0 6aHio TemnepaTypoit (35 = 1) °C nomeLyaroT Kosby BMecTuMocTbio 500 cM3, cogepxallyro
285 cm3 aueTtatHoro 6ydepHoro pactsopa no 7.7.3.8. Yepes 5—10 mMuH B konby BHOCAT 0,300 r cyxoro
06€e3XMpPEHHOr0 Monoka. PacTBop Monoka ocTaBnsAlT Ansa HabyxaHns Ha (20 + 2) MuH. 3aTemM nepemelunBa-
10T pacTBOP Ha MarHUTHOW MelLasike U Bbl4EPXMUBAKOT ero B BOAsAHOM 6aHe 5 MuH. MNocne 3Toro B Kon6y npu
HenpepbIBHOM NepemeLlMBaHn pacTBopa MOsioka Ha MarHWTHON mewanke BHOcAT (15.0 + 0.1) cm3 cmecu
pacTBOpPOB X/I0PUCTOr0 KasnbLusA W aueTaTtHoro 6ydgepa no 7.7.3.10 co ckopocTtbto (0,025 + 0.005) cm3/c ¢
MOMOLLbIO LINpULLEBOro fo3atopa b yctaHoBku (CM. pucyHok 1). npefHasHayeHHOro AN 403MPOBaHUSA MO-
JIOYHOro cy6eTpaTa. 3atem kosby ¢ MOMIOYHLIM Cy6CTpaToM BblAepXusatoT 15 MUH B BoAsAHOW 6aHe 1 14 npu
KOMHaTHOI TemnepaType B TEMHOM MecTe.

PacTBopbl MO/IOYHbIX Cy6CTPATOB XPaHAT B repMETUYHON nocyfe B TEMHOM MecTe Mpu KOMHATHON TeM-
nepatype He 6onee 24 u.

7.7.3.14 MpuroToBfieHNe pacTBopa KOHTPOJIbHOrO 06pasua roBsXxbero nerncuvHa

Mpoby KOHTPO/IbHOrO 06pasua roBsxbero nencvHa maccoii 0.300 r NnomMeLlalT B MEpPHYy0 Konby Bme-
cTumocTbio 50 cm3, gobasnsawT 15—20 cm3 pacTBopa 4/1a pasbaBneHusa no 7.7.3.11 n pacTBopstoT, BpaLlas
KONBY KPYroBbIMW [BMXEHUAMU U HE Aonyckas o6pa3oBaHus neHbl. loBoAAT 06beM pacTsopa [0 MeTKu pac-
TBOPOM ANA pasbasneHns u TwarenbHO nepemeluvBaloT. PacTBop BblgepXusalT 15 MUH NpU KOMHATHOW
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TemnepaType. 3ateM oT6MpatloT nuneTrepoMm 1 cm3 pacTBopa, NEPEHOCAT B MEPHYH KOGy BMECTUMOCTbIO
50 cm3, OBOAAT 06bEM [0 METKM pacTBOPOM /1A pa3basfieHns n TwaTesibHoO nepemMeLLmsatoT.

MpumevyaHnne — Bpemsa AOCTUXKEHNUA MaKCUManbHO CKOPOCTW pocTa ONTUYECKON NIOTHOCTU pacTBopa Mo-
noyHoro cy6etparta /4 no 7.7.3.12 npu macce T, A0/HKHO HaxoAuTbea B npegenax ot 130 o 200 c. B NPOTMBHOM C/ly4as
maccy npo6bl yMeHbLwatoT, ecnn < 130 ¢, unu yBenuumsatoT, ecnu f4 > 200 c.

7.7.3.15 lMpuroToBneHne pacTBopa KOHTPOJIbLHOIO ob6pasua Cbl4y)XXHOro hepMeHTa
PacTBOp KOHTPO/ILHOTO 06pasLia Cbl4yXXHOro oepMeHTa roToBAT aHasl0rMyHo TpeboBaHnam 7.7.3.14.
Maccy KOHTPO/IbHOrO 06pasLa Cbl4y)XXHOro chepMeHTa ms, r, BbIYUCAAT No hopmyne

&

rae T/ — mMacca KOHTPOJIbHOro obpasua roBsXobero nencuHa, r;
Ar — o6Las Mo/I0KOoCBepPThbIBatOLLLAA aKTUBHOCTb KOHTPO/IbHOTO 06pasua roBsaXbero nerncuHa, ykasaH-
Hasi B TOBapOCOMNPOBOANTE/IbHOM AOKYMEHTE Ha KOHTPO/bHbI 06pasel, yen. eg’r;
A2 — 06Las MONOKOCBEPThIBAOLWAA aKTUBHOCTb KOHTPOJ/ILHOTO 06pasilia CblYyXHOro hepMeHTa, yka-
3aHHas B TOBapOCONPOBOANTE/IbHOM OKYMEHTE Ha KOHTPO/bHbIM 0bpaseL, yen. ea.fr.
7.7.3.16 lNpurotoBfieHVe CMecn pacTBOPOB KOHTPOJ/IbHbIX 06PasL0B rOBSXbEro NnerncuHa u Cblvy>XHOro
hepmMeHTa ¢ 06bEMHbBIM COOTHOLLEeHNeM 1:1
20 cm3 pacTBopa KOHTPOJILHOTO 06pa3sua roBsXbero nencuxa no 7.7.3.14 npunusatoT k 20 cm3 pacTBopa
KOHTPO/IbHOro o6pasua CbivyXHoro depmeHnTa no 7.7.3.15 n nepemelumsaior.

MpumevyaHne — [aHHYO CMECb UCMONbL3YIOT AOMNO/THUTE/NIBHO K pacTBOPaM KOHTPOJIbHbIX 06pa3L0B CblYY)XHO-
ro pepmMeHTa 1 roBsXbero nencuHa, ecnu 3HavyeHuss BPEMEHN JOCTUXEHUS MaKCUMasibHO CKOPOCTW pocTa OnTUYecKomn
NNOTHOCTK pacTBopa MOJIOYHOro cy6cTpaTta no 7.7.3.12 Aona pacTBOPOB KOHTPO/IbHLIX 06pa3LoB oTnnvarTcsa 6onee, yem
Ha 10%.

Heo6xoAMMytlo Maccy CMeCU KOHTPOJIbHbIX 06Pa3L0B Thb. I, BBIYMC/ISIOT N0 hopmysie

rfae ms — macca KOHTPOJIbHOro 06pasLia Cbl4yXXHOro thepMeHTa, T.

7.7.3.17 TMpuroTosneHne pacTBOPOB UCMbITYEMbIX NpenapaTos

PacTBopbl UCMNbITYEMbIX NpenapaToB roTOBAT aHa/IOTUyHo 7.7.3.14.

PacTBOpbl KOHTPO/IbHBIX 06Pa3LIOB 1 UCMLITYEMbIX NpenapaToB rOTOBAT B A€Hb UCMbITAHUA U XPaHAT B
repmMeTUYHOI nocyfe B TEMHOTE NPV KOMHATHOW TemnepaType He 6onee 2 u.

7.7.3.18 Mocyay, ucnonb3yemyto s NPUroToBeHNs PacTBOPOB KOHTPOJ/IbHBLIX 06pasLoB U UChbITye-
MbIX MpenapaToB, NOC/e MOVK/ C MOWLWKUMN CPpeACcTBaMy TUaTe/lbHO ONOMackMBalT B Hayane BOAONpPO-
BOZHOIA. 3aTeM AUCTWI/IMPOBaHHOW BOLON 1 NpOKanBatoT B CyLUW/ILHOM Lukadyy npu Temnepatype ot 120 go
130 °C B TeyeHune 1 u.

7.7.4 MpoBeaeHne N3MepeHuii

7741 BktoyatloT hoTOMETP M LUNPULEBOI 403aTOP, YCTaHaBIMBAOT A/IVHY BOSHbI U3MepeHusi 1= 450 HM
1 TemnepaTtypy NpoTOYHOW KioBeTbl 37 °C.
77.4.2 B ycTtaHOBKY nomeLyatoT pacTBOPbl MOJIOYHBLIX Cy6CTPAaTOB, PacTBOPbl KOHTPOJIbHLIX 06pasLoB

1 pacTBOp UCNbITYEMOro npenapara Ansa AByX napasiefibHblX U3MepeHuil, COeUHAIT UX LWIaHraMu ¢ cooT-
BETCTBYHOLMMY KaHaiaMu LINPULLEBOTO Ao3aTopa.

7.7.4.3 3anyckalT KOMMbITEPHYO nporpamMmy. B cooTBeTcTBuM C 3anpocamMu NPoOrpaMmMHOro MHTep-
theiica 3agatT TpebyeMblii pexum paboTel. BBOAAT MHGIOPMALMIO O KOHTPO/IbHBLIX 06pasuax (3HayeHus 06-
Leii MOMI0KOCBEPThIBAIOLLIE aKTUBHOCTU, [O/1I0 MOJIOKOCBEPThIBAIOLLEA aKTUBHOCTM XMMO3MNHa OT obLueit Mo-
IOKOCBEPTbIBAtOLLLE aKTUBHOCTU, MAacCy KOHTPO/IbHbIX 06Pa3LoB Ta. T5, X CMecu TB) 1 Macce UCMbITyeMbIX
npenapaToB T7. BBOAAT wndp akcnepumeHTa AN aBTOMaTUYECKOro 3aHeCeHuss BBEAEHHOW W Nosy4YeHHol
B npouecce namepeHuns nHopmaummn B 6asy AaHHbIX ¥ HAUMHAKOT BbINO/IHEHWE U3MEPEHWIA. I3MepeHuns Bbl-
MOHAIT N0 NporpaMMe B COOTBETCTBUU C NPUIOXeHNeM b.

77.4.4 Nocne BbINOSIHEHNSA N3MEPEHUI A MPOMbIBAIOT LUNPWLbI, KnanaHbl, LWAAHTW, CMECUTeNb, KIOBETY
yCTaHOBKV BOAOW. [lnA 3TOro KO BCEM KaHasam LUNpULLEeBOro fo3aTopa, KoTopble UCMOo/b30Ba/inChk B paboTe.
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yCTaHaB/MBAKT CTakaHYMKM C BOAON 06bemoM 50 cM3 1 BbINOMHAIOT NPOMbIBKY B COOTBETCTBUM C Nporpam-
MOIA. 3aTeM LUNPULLEBOI f,03aTOP NPOMbIBAKT 3TU0BLIM CNUPTOM 06BbeMHOI foneit 70 %. MNocne yero npu-
CTynatT K criefytoLieii cepum n3MepeHuil.

7.7.5 ObpaboTKka pe3ynbTaToB U3MEPEHU

7.75.1 Mo 3aBepLUEHNI BbINOSIHEHUSI U3MEPEHWI NONYyYatoT cneayoline pesynbTaTbl A8 KaXA0ro uc-
nbITyemMoro npenapara:

- 06LLyI0 MOIOKOCBEPTHIBAIOLLLYIO aKTUBHOCTb UCNbITYEeMOro npenapata An, yen. ea./r;

- [ON0 MOJIOKOCBEPTbIBAOLLEH aKTUBHOCTU XMMO3MHA OT 06LLEeil MO/IOKOCBEPThIBAKLWE aKTUBHOCTU
npenaparta D4. %.

[MopsAoK BbINOIHEHNS MaTtemMaThyeckoin 06paboTkM faHHbIX MPOBOAAT B COOTBETCTBUM C TpeboBaHuMsA-
MW. MPUBEAEHHBIMY B NPUIOXEHUN B.

7.7.5 2 3a okoHuaTesbHbI pe3ynbTaT onpefeneHns o6LLeil MOMOKOCBEPThIBALLE/ aKTUBHOCTU npe-
napara npuHUMaloT cpegHeapudMeTuyeckoe AByxX napannenbHbix onpegeneruin [ ,, v An2, BbIMOSIHEHHbIX B
YCNOBMAX NOBTOPAEMOCTU, €C/M BbINOJIHAETCSA YyCnoB/e npuemnemocTtu (12).

7.75.3 3a OKoHuYaTeNbHbI pe3ynbTaT onpeaenieHust [0 MOIOKOCBEPTbIBAOLWEA akTUBHOCTA XUMO-
3MHa OT 06LLeli MO/IOKOCBEPTbIBAOLWE aKTUBHOCTU npenaparta NpUHMMalT cpefHeapucMeTUYecKoe ABYX
napannenbHbix onpegenernii D.:1 n 042. BbINO/IHEHHbIX B YC/OBUAX MOBTOPSEMOCTU, €CMIN BbINOJHAETCH
ycnosue npuemnemoctu (14).

7.7.6 KOHTPO/Ib TOYHOCTU N3MEpPEHNIA

XapakTepucT/K1 NOrpeLlHoCcTV ¥ NPeLu3NoHHOCTU Npy AoBepuUTenbHON BeposaTHocTn P = 0,95 npuBe-
AeHbl B Tabnuue 5.

Ta6bnunya 5
TouHoCTb
Mpenen
HavimeHoBaHue [vanasoH Mpepen (rpaHuLpl
nokasaresis M3MepeHuii NOBTOPSIEMOCTY T BOCMpOU3BOAMMOCT abCcontoTHOl
R norpeLuHocTn) 1A
OT 50 000
O6Lwasn MoI0KOCBEPThIBAD- no 100 000 5700 6400 4500
LWas akTUBHOCTb, yen. ea7r
Cs. 100 000 17 200 18 800 11 700
Jlona monokocsepTbiBatoLLei
aKTUBHOCTU XMMO3MHa OT 06-
el MonokocBepTbIBaKOLLLE
aKTMBHOCTU. % OT 10.0 go 90.0 4.2 7.6 5.4
7.7.7 MpoBepka NpMemMaeMoCcTn pe3ynbTaToB U3MepeHuii 061l el MOOKOCBEPThLIBAOLWEN aKTUB-
HOCTU
7.7.7.1 MpoBepka NpMemMnemMocTy pe3ynbTaToB U3MEPEHUIA, MOMYYEHHbIX B YC/I0BMAX NOBTOPSEMOCTH

MpoBepky NpMemMaeMocTy pesybTaToB U3MEPEHWA 06LL el MONIOKOCBEPThLIBAIOLLLE aKTUBHOCTM, MOY-
YEHHbIX B YCMOBUAX NOBTOPSAEMOCTM (M = 2), MPOBOAAT B COOTBETCTBUM € TpeboBaHusamu FOCT MCO 5725-6
(noppasgen 5.2).

Pe3ynbTatbl M3MepeHuii cunTaloTcs NpUueMIemMbIiMi Npy yCnoBun

\A+/1-A nn\*r, (11)

roe A41 v [,.2 — 3HayeHnA ABYX napanfiesnbHbiX U3MepeHuii obLieil MOTOKOCBEPTbIBAIOLWER aKTUBHOCTM,
nosly4yeHHble B YC/TOBMAX NOBTOPAEMOCTH, Yen. ea.lr,
r — npegen NoBTOPAEMOCTU, 3HAUYEHNE KOTOPOro npueeaeHo B Tabnuue 5. yen. ea.r.

Ecnu ycnosue (11) He BbINOHAETCA, TO NPOBOAAT NMOBTOPHbIE U3MEPEHNSA U NPOBEPKY MpYemaeMocTm
pe3ynbTaToB U3MEPEHWIA B YCNOBMAX MOBTOPSEMOCTH B COOTBETCTBMM € TpeboBaHnamu MTOCT UCO 5725-6
(noppasgen 5.2).

Mpn NOBTOPHOM MPEBbILLEHUN YKA3aHHOTO 3HAYEeHWS BbIACHAKT NPUYMHBI, MPUBOAALLME K HEY0BNETBO-
puTenbHbIM pe3y/ibTataM aHaimsa.
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111.2 MpoBepka NpYeMIEMOCTN Pe3ybTaToB N3MEPEHWIA, MOMYYEHHBIX B YC/IOBUAX BOCNPOV3BOAUMOCTM
MpoBepky NpremaeMocTV pesynbTaToB M3MepeHuit 06Lieli MOMOKOCBepTbIBaKLWel akTMBHOCTW, Mo-
JTy4EHHbIX B YC/TOBUAX BOCMPOU3BOAMMOCTM (T = 2). MPOBOAAT B COOTBETCTBUM C TpebosaHuamu TOCT
MNCO 5725-6 (nogpasgen 5.3).
Pe3ynbTatbl U3MepPeHWii, BbINOIHEHHbIE B YC/I0BUSIX BOCNPOM3BOAMMOCTM, CUMTAIOTCA NpUemaIeMbIMU,
€C/11 BbINOJIHAETCA YC/I0BME

K:3-Am1 S'2. (12)

roe An3 v And — 3HaueHusi usMepeHunii o6LLeil MOOKOCBepPThIBatOLLEl aKTUBHOCTU, NOMYYEHHbIE B ABYX Na-
6opaTopusax B YCN0BUAX BOCNPOU3BOANMOCTH, yen. ea./r:
R — npepfen Bocnpon3BoAMMOCTH, 3HAYEHNE KOTOPOro npueefeHo B Tabnuue 5. yen. ea.fr.

7.7.8 TpoBepka NpuemMneMocTu pe3ynbTaToB W3MepPEeHW A0/N MOJSIOKOCBEPTbLIBAKOLWEN aKTUB-
HOCTM XMMO3MHa OT 06Leli MONIOKOCBEPTbIBAKOLWEN aKTUBHOCTH

7.7.8.1 MNpoBepka NPUEMIIEMOCTUN pPe3y/IbTaToB U3MEPEHUIA, NOTYYEHHbIX B YC/IOBUSX MOBTOPSEMOCTMN

MpoBepKky NpMeMNeMoCTU pe3ysibTaToB U3MepPEeHUid O MOSTOKOCBEPTbIBAIOLWEN akTUBHOCTU XMMO3MHA
0T 06LLeil MONOKOCBepPThIBaKOLLE aKTMBHOCTY nNpenapara, Nosy4YeHHbIX B YCI0BUAX MOBTOpsSeMocTH (N = 2),
npoBOAAT B COOTBETCTBUU € TpebosaHuamu FOCT NCO 5725-6 (nogpasgen 5.2).

PesynbTaTtbl U3MepeHuit cunTaloTca npuemMaeMbIMyu Npu yYCroBum

|04;,-0 j:2| 0s)

roe D41 v 04:2 — 3HaYeHus ABYX NapannefibHbiX U3MEpPEHUn 0N MOTOKOCBEPTbIBaOLWEH aKTUBHOCTU XK-
MO3MHa OT 06LLeil MONOKOCBEPTbLIBAIOLLLEA aKTUBHOCTM, NOJTyYEHHbIE B YC/TOBUSAX NOBTOPS-
emocTu. %;
r — npegen NoBTOPSAEMOCTU, 3HAYEHWEe KOTOPOro npuseAeHo B Tabnuue 5. %.

Ecnu ycnosue (13) He BbINOSIHAETCA, TO NPOBOAAT NOBTOPHbIE U3MEPEHUA U NPOBEPKY NPUEMIEMOCTHU
pe3ynbTaTtoB U3MEPEHWI B YC/IOBUSX MOBTOPSEMOCTW B COOTBETCTBMU C TpeboaHuamu FOCT UCO 5725-6
(noppasgen 5.2).

Mpy NOBTOPHOM MpPEBbILLEHUN YKa3aHHOTO 3HAYEHUA BbIACHAIOT NPUYMHBI, NPUBOASALLME K HEYA0BNETBO-
pUTENbHBLIM pesysibTatam aHansa.

7.7.8 2 MNpoBepka NpuemMsIeMOCT pe3y/1bTaToB U3MEPEHNIA, MONTYYEHHbIX B YC/I0BUAX BOCMPOU3BOAMMOCTH

MpoBepky NPMEMIEMOCTV pe3y/bTaToB M3MePeHUiA 0NN MOJIOKOCBEPTbIBAIOLLEA aKTMBHOCTU XUMO3U-
Ha OT o6Liell MOMI0KOCBEPTLIBatOLEA aKTUBHOCTU, MOMlYYEHHBIX B YC/OBUSAX BOCMPOM3BOAMMOCTM {T = 2),
npoBOAAT B cOOTBETCTBMU € TpebosaHuamu FOCT NCO 5725-6 (nogpasgen 5.3).

Pe3ynbTatbl U3MepeHuWii, BbINOIHEHHbIE B YC/I0BUSIX BOCNPOU3BOAMMOCTM, CUNTAIOTCA NpUemMIeMbIMU,
€C/11 BbINOJIHAETCA YC/I0BMe

1°4;3" °4:41 « A (14)

rae D43 v 0 44 — 3HaueHns ABYX napanesibHbiX U3MepeHuit 40NN MOIOKOCBEPThIBAtOLLLE aKTUBHOCTH XK-
MO3UHa OT 06Leli MO/IOKOCBEPThIBAOLLE aKTUBHOCTU, NOJSTyYEHHbIE B YC/IOBMAX BOCMPO-
n3sogmmMmocTu, %;
R — npepen BOCNpoM3BOAMMOCTM, 3HAYEHNE KOTOPOro NpuBeAeHo B Tabnuue 5. %.

7.8 OnpepeneHve [0 MOMOKOCBEPTbIBAKOLWEN aKTUBHOCTU XMMO3WHA U TOBAXbETO NencuHa
MeToA0M xpomartorpadun (apbuTpaxHblii meTos)

OnpegeneHve [0 MOSIOKOCBEPThIBAOLLIE aKTUBHOCTU XVMO3MHA W FTOBSXbEro NencrHa ot obLiei mo-
NIOKOCBEPTbIBAOLLEl aKTUBHOCTY npenapara nposogAat no NOCT ISO 15163.

7.9 OnpepeneHne 0N MOSTOKOCBEPTLIBAIOLWEN aKTUBHOCTU TOBSXXbEro nencuHa ot ob6ueli
MOJIOKO-CBEpPTbIBAOUAO0N aKTUBHOCTU npenapaTa A8 KOHTPONA roBsXbero nencuHa

7.9.1 CywHOCTb MeTO4a

MeToz OCHOBaH Ha OLleHKE A0/ MOJIOKOCBEPTbIBAKLLEH aKTUBHOCTW TOBSXLENO MencuHa oT o6Lyei
MOJI0KOCBEPThIBatOLLLE akTMBHOCTU UCMbITYEeMOro npenapara nocne MHrMbnupoBaHusa XMMO3WHa pacTBOPOM
Kkap6amuga (MOYEBUHbI) MOMSPHOM KOHUEHTpauuu 5 mMonb/gmM3 npu akTMBHON kucrioTHocTu 2.00 eg. pH un
Temnepatype 30 °C.
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7.9.2 CpepctBa U3MepeHus, BcnomoratenbHoe obopyaoBaHue, nocyfa, Mmatepuanbl U peakTuBbl

AHanusatopbl noteHunomeTpuyeckne no NOCT 19881, tuna |. ¢ npegenamm A0OMNyCKaemMoro 3HayeHus
OCHOBHOIA abCONOTHOI NorpewwHocTn npeobpasosartens He 6onee +0.05 ea. pH.

Becbl HeaBTOMaTtuyeckoro gelicteus no FOCT OIML R 76-1 ¢ npefenamu gonyckaemoii abcontoTHOM
norpetwHoctn +0.02 r, +0.002 r.

Becbl yTBEpXAEHHOro Tuna, NpoBepeHHbIe B YCTAHOB/IEHHOM NopsAfke, ¢ npegenamu gonyckaemor ab-
COJIOTHOI norpewHocTn +0,2 wr.

YnbTpatepmocTart, obecneunBatwoLwuii nogaepxaHue temnepatypsbl (30,0 + 0.5) °C.

XonogunbHuK 6bIToBON anekTpuuecknii no FOCT 26678.

Yacbkl MexaHn4yeckne ¢ CUrHanbHbIM ycTpolicTBom no FOCT 3145.

CekyHaomep.

TepMoMeTp XMAKOCTHbIA CcTeknsAHHbIA no FTOCT 28498 c gnana3oHom u3mepeHus oT 0 go 100 °C u
npefenamu fonyckaemoi norpelHocty +1 °C.

BopoHku B-25{100)-38(150) XC no NOCT 25336.

Kon6bl mepHble 1(2)-(100. 1000>-1(2) no FOCT 1770.

Munetkn 1(2>-2-1(5, 10. 25) no FOCT 29227.

Mpo6upkun M2-16-150 XC no NOCT 25336.

LTaTve Ana Nnpo6bupok.

CrakaHbl B-1-(50.100) TXC no FOCT 25336.

CTrakaHuvku ansa B3sewmnBanma CH-34/12(45/13. 60/14) no TOCT 25336.

LnmmHgpsl 1-{100. 1000)-2 no FOCT 1770.

[Manoukn cTeknsaHHble, Wnarenm MeTannyeckme nan naacTMaccoBble.

Bopa guctunnunposaHHas no FOCT 6709.

Kanwuii xnopucTtbiii no FOCT 4234.

Kap6amug no FOCT 6691.

Kucnota conaHasa no NOCT 3118.

Cy6CcTpaT MOJIOYHBINA.

[lonyckaeTcsa npumMeHeHue fpyrux cpeacTB U3MepeHusi, BCnoMoraTesibHoro obopyaoBaHus, He ycTyna-
IOWMX BbllleyKa3aHHbIM N0 METPOJIOTNYECKUM U TEXHUYECKMM XapakTepucTmkam, obecneynsarowmx Heob6xo-
AVMYI0 TOYHOCTb U3MEPEHNS, a TakKe peakTMBOB U MaTepuasioB Mo KayecTBY He XyXe BbllleyKa3aHHbIX.

Bce ncnonb3yemble peakTuBbl AO/MKHbI MMETb KBA/IMPUKALMID «XUMUYECKN YACTBIA» WU «YUCTLIA ANns
aHanmsa».

7.9.3 NopAroToBKa kK NpoBeAeHUI0 N3MepeHuii

7.9.3.1 MpuroToBEHME KUNSYEHON ANCTUNNNPOBAHHON BOAbI

MpuroToBNEHNE KUMAYEHON ANCTUNNNPOBAHHON Boabl — no 7.5.3.1.

7.9.3.2 MpuroTtoBneHve pacTBopa COAHON KNCNOTbl MOSIAPHON KoHUeHTpauum ¢ (HC!)=0,01 monb/am3

[OTOBAT pacTBOP COMISAHOM KUC/OTbl MONSIPHON KoHUeHTpaumun ¢ (HCI) = 0.1 monb/am3 B COOTBETCTBUU
c MOCT 25794.1.

100 cm3 pacTBOpa COMSHOW KUCMOTbl MONSPHOW koHueHTpauum ¢ (HCI) = 0.1 monb/am3 nepeHocsT B
MepHyto Konby BMecTMOCTbio 1 M3, 1OBOASAT 06bEM pacTBOpa BOAON A0 MeTKM U TwatefnbHO nepemeLlu-
BaloT.

PacTBOp xpaHAT He 60nee 3 mec.

7.9.3.3 MNpuroToBeHNEe CONSIHOKMUCIOrO BydhepHOro pacTBopa akTUBHOW KMCIOTHOCTLIO (2.00 + 0.05) ea. pH

6.71 r XNIOPVUCTOrO Kanus NepeHocsAT B MEPHYL0 KONby BMeECTUMOCTbIO 1 M3 CO BCTaBIEHHON B Hee BO-
POHKOW, pacTBOPSAIOT X/IOPUCTBIA Kannii paCTBOPOM COMISIHON KUCNOTbI, NPUIOTOB/IEHHbIM NO 7.9.3.2. BOPOHKY
06MbIBAOT 3TUM Xe pacTBOPOM. CMbIBbl 06BEAUHAIOT C PacTBOPOM X/IOPUCTOrO Kanus u obbem pacTsopa
[0BOAAT A0 METKN PacTBOPOM COJISIHOM KACNOTbI MONAPHON KOHUeHTpauun 0,01 monb/am3. MNonyyeHHbIli co-
NSTHOKMCIbIA BydhepHbIii pacTBop TLaTe/lbHO NepeMeLlrBatoT.

PacTtBop xpaHAT He 6051ee 1 mec.

7.9.3.4 TpurotoBneHne MHrMGMpYoLLEero pacteopa

33.0 r kapbammpga pacteopsioT B 80 cM3 consHOKMCOr0 6ychepHOro pacTeopa. YcraHaBNnBatT akTuB-
HYI0 KMCNOTHOCTb pacTBopa paBHbIM (2.00 + 0,05) eq. pH fo6aBneHnem no Kanasm KOHLEHTPUPOBAHHOM CO-
NAHON KNCNOTbl 1 A0BOAAT ero 06bem Ao 100 cM3conaHOKMCbIM 6ydepHbIM PacTBOPOM.

PactBop xpaHaT npu Temnepatype (5 + 1) °C He 6onee 15 cyT.

7.9.3.5 MpurotoBrieHne pacTBopa MOJIOYHOrO cybeTpaTta

MpuroToBneHne pacTBopa Mosio4Horo cybertpara — no 7.5.3.2.
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7.9.3.6 TpurotoBreHne pacTeBopa UCNbITYeMOro npenapara

2.500 r ncnbiTyemoro npenaparta pactsopsitoT B (80 £ 5) cm3 consiHokucnioro 6ycepHoro pacteopa B
MepHO Konbe BMecTumMocTbio 100 cm3. PacTBop BbigepxmBatoT B TeveHne 15 muH npu Temnepartype 30 °C B
BOASHOI GaHe ynbTpaTepMocTata, 3aTeM oxaaxaarT Ao Temnepatypbl (20 + 1) °C. 4oBOAAT 06BEM COJISHO-
KUC/bIM 6y(hepHbIM pacTBOPOM A0 METKU U NepemMeLLnBaloT.

7.9.4 NpoBeaeHne n3mepeHuii

7.9.4.1 B yeTblpe cTakaHa BMeCTUMOCTbIO 50 CM3 C MOMELLEHHbLIMU B HUX CTEKNAHHLIMU Nanovkamu
BHOCAT no 25 cm3 MonoyHoro cybetparta no 7.9.3.5. CTakaHbl C MOJIOYHbIM CyO6CTPaTOM yCTaHaB/MBalOT B
ynbTparepmoctart Temnepatypoit 30 °C v BblgepX1BatoT Npy 3Tol Temnepartype He MeHee 15 MUH.

7.9.4.2 B aBe npobupku BHocAaT no 0.5 cm3 pacTeopa UCMbITYEMOro npenaparta u 4o6asnsioT B HAX N0
5.0 cm3 nHrméupytowero pacteopa. Mpobupky yctaHaBNMBalOT B yIbTPATEPMOCTAT M BblAEPXMNBAIOT B TeYe-
Hue (10 £ 1) muH npu Temnepatype 30 °C.

Uepes 10—15 MUH 13 Npo6UPOK, NOMELLEHHbIX B ybTparepmocTaT, oTéupaloT no 1 cm3 pactsopa uc-
nbITyemMoro npenapara ¢ MHrMéupyoLmm pacTBOPOM ¥ BHOCAT B iBa CTakaHa C MOJIOYHbIM cybcTpaToMm, ycTa-
HOBJ/IEHHbIE B y/ibTpatepMocTaTe, M3MepsoT NPOAOC/IHKUTENbHOCTb CBEPThHIBAHMSA MOIOYHOro cybeTparta ¢ Ha-
Yyasia BHeCeHUs [0 MOMeHTa 06pa3oBaHuns X/10NbEB, UCMOMNb3YSA CEKYHAOMED.

7.9.4.3 B gBe gpyrue npobupku BHOcAT no 0.5 cm3 pacTBopa MCnbITyeMOro npenapata u 406aBNaioT B
HUXx no 5,0 cM3 consiHokmncnoro 6ydepHoro pactesopa. MpobupkM ycTaHaBMBaloT B yNbTparepMocTaTt U Bbi-
aepxusatoT oT 10 Ao 15 muH npu Temnepatype 30 °C.

Uepe3 10—15 MuH 13 Npobupok, NOMeLLeHHbIX B yibTpatepmocTtar, oTtovpatoT no 1 cm3 pacteopa uc-
NbITYyEMOro npenapara C COMSHOKUCbIM BychepHbIM pacTBOPOM M BHOCHT B [ijBa CTakaHa C MOJIOYHbIM CYy6-
CTpaToM, YCTaHOBJ/IEHHbIE B y/bTparepmocTare, U3MepstoT NPOLO/HKUTETIbHOCTL CBEPTbIBAHUA MOJIOYHOrO
cybcTpaTa ¢ Havasa BHECEeHUs1 40 MOMeHTa 06pa3oBaHus X/10MbEB, UCMNO/b3YSA CEKYHAOMEP.

7.9.5 O6paboTKa pe3y/ibTaToB U3MEpPEHWIA

7.9.5.1 flonto MONOKOCBEPTbIBAIOLWEN aKTUBHOCTY FOBSXXbEro NencuHa oT o6Lieii MooKOCBepPThbIBato-
Lieii aKTMBHOCTU MCMbITYEMOro npenapaTta roBsxbero nencviHa Ds. %, BbIUMCAAIOT No hopmyne

Pj-7.100. (15)

rae f5 — npoJo/mknUTeNnbHOCTb CBEPTLIBAHNS MOIOYHOrO cybeTpara, u3smepeHHas B COOTBETCTBUM ¢ 7.9.4.3. ¢;
fe — npogoMKUTENBHOCTL CBEPTLIBAHMSA MOJIOYHOTO Cy6CTpara, M3MepeHHas B COOTBETCTBUM C 7.9.4.2. C.

BbluncneHne npoBoAAT A0 BTOPOro AeCATUYHOIO 3Haka ¢ nocneayowmm okpyrieHmem 40 Nepsoro 3Ha-
Ka nocne 3ansToi.

3a OKoHuYaTe/ IbHbIV pe3ynbTaT U3IMepPeHNii 40N MOIOKOCBEPTbIBAOLLEN aKTUBHOCTW FOBSHXbErO Nencu-
Ha OT 06Leli MONOKOCBEPTbLIBAIOLLLE aKTUBHOCTU MCMbITYEMOro npenapara npuHUMaloT cpegHeapudmeTy-
yeckoe ABYX NapasinesnibHbIX onpefeneHnii, BbINOTHEHHbIX B YC/IOBUAX NMOBTOPAEMOCTU, €C/IN BbINOSHAETCA
ycnosue npuemnemoctu (17).

7.9.5.2 KOHTPO/1Ib TOYHOCTY U3MEPEHMUIA

XapakTepucTVKi NOrPeLIHOCTY U NPeLn3MoOHHOCTU NMpu foBepuTenbHol BepossTHOCTH P = 0.95 npuBe-
AeHbl B Tabnuue 6.

Ta6bnunya 6
B npoueHTax
TouHOCTb
nanasoH Mpenen Mpenen o
HanmeHoBaHWe nokasarensi A u (rpaHyiLbl aBCONIOTHON
n3MepeHii NoBTOPSEMOCTN BOCMPOU3BOAUMOCTY J1
P p " p A norpeluHocTy) 14,

[lona monokoceepTbiBatoLLEein ak-
TUBHOCTW TOBSXbEro MerncuHa ot
o6Leil MonokoBepTbIBatoLLel ak- OT 10,0
TUBHOCTKN Ao 90.0 12.3 30.2 23.6

7.9.6 TpoBepka NpMeM/IEMOCTU pe3y/ibTaTOB U3MEpPEHNIA
7.9.6.1 MpoBepka NpvemaeMocTn pe3ynibTaToB U3MePEeHW, NOSTyYEHHbIX B YC/I0BUAX NOBTOPAEMOCTU
MpoBepKy NpYeMNeMOoCTH pe3ynbTatoB N3MEPEHUI 40/ MOSTIOKOCBEPTLIBAKOLLEN aKTUBHOCTU FOBSXbE-

ro nencuHa ot o6Leli MONOKOCBEPTbIBAKOLLEl aKTUBHOCTM Npenapara, NoayYeHHbIX B yCN0BUSX NOBTOPAEMO-

cTu (N = 2). NpoBOASAT B COOTBETCTBUM € TpeboBaHuamn FOCT NCO 5725-6 (nogpasgen 5.2).

23



FOCT 34353—2017

Pe3yﬂbTaTbI I/I3MepeHI/II7I cynTarTcAa npuemaemMmbiMmn Npu ycrioBumn

105:1-05+1 - . (16>

roe 05;, 1 052 — 3HaveHns ABYX napansiefibHblX W3MepeHuii 40NN MOJIOKOCBEPTbIBAIOLLE aKTUBHOCTU TO-
BSXKbErO NerncrHa oT 06Leli MoO/IOKOCBePThIBaLW e akTMBHOCTH, MOSTyYEHHbIE B YC/TOBUSX
nostopsiemocTu. %:
r— npegen NoBTOPSAEMOCTU, 3HAYEHNEe KOTOPOro npuseseHo B Tabnuue 6. %.

Ecnun ycnosue (16) He BbINOMHAETCA, TO NPOBOAAT NOBTOPHbIE U3MEPEHUSA 1 NPOBEPKY NPYemaeMocTu
pe3ynbTaToB U3MEPEHWIA B YCNOBUAX NMOBTOPSIEMOCTI B COOTBETCTBMU ¢ TpeboBaHusmum TOCT NCO 5725-6
(nogpasgen 5.2).

Mpy NOBTOPHOM MPEBLILLEHNN YKA3aHHOTO 3HAYEHWUS BLIACHAIOT MPUYUHBI, NPUBOAALLME K HEY0BNETBO-
puTeNbHbIM pesynbTatam aHanmsa.

7.9.6.2 TpoBepka NPMEMNEMOCTMN Pe3yNbTaToB M3MEPEHUIA, NOMYYEHHBIX B YC/IOBUAX BOCNPOVU3BOAUMOCTM

MpoBepKy NpMemMaemMocTn pe3ybTaToB N3MEPEHWUIA 4O/ MOJIOKOCBEPThLIBAIOLLLEN aKTVUBHOCTW FOBAXbe-
ro nencuHa oT o6Lell MOMOKOCBEPThIBatoLLEeli aKTUBHOCTMW, NOJIyYEHHbIX B YC/IOBUSAX BOCMPOWU3BOAUMOCTU
(T = 2), npoBOAAT B cOOTBETCTBUM C TpeboBaHuamu MOCT UCO 5725-6 (nogpasgen 5.3).

Pe3ynbTatbl M3MepeHwuii, BbINOIHEHHbIE B YC/IOBUAX BOCMPOW3BOAMMOCTU, CUNTAIOTCA NPpUeMIeMbIMU,
€C/N BbINOJIHAETCS ycnoBne

105:3-05:41 S * 17

roe 0531 050 — 3HayYeHMst 4BYX napasnsiesnibHbIX U3MEPEHWA 40NN MOIOKOCBEPTbIBAKOLLE aKTUBHOCTU TO-
BSXKbErO NencuHa ot o6Lell MONoKoCBePTbIBAOLLLEN aKTUBHOCTU, NOYYEHHbIE B YC/I0BUAX
BOCMPOU3BOAUMOCTN. %,
R — npegen Bocnpon3BO4MMOCTH, 3HAYEHe KOTOPOro npuseseHo B Tabnuue 6. %.

7.10 OnpegeneHve [0 MOMOKOCBEPTbIBaOL el aKTUBHOCTU KYPUHOTO NencuHa
oT o6uieli MOJIOKOCBEPTbIBaOLW el akTUBHOCTU Npenapara 4/1s1 KOHTPO/isi KYPUHOTO MoncuHa
1 KOMNJ/IEKCHbIX NpenapaTos

7.10.1 CyuwHoOCTb MeTofa

MeToz, 0CHOBaH Ha OLeHKe A0/M MOMIOKOCBEPTbIBAKOLLEli aKTUBHOCTU KyPWUHOTO MencuHa UCNbITyeMOro
npenapara nocne VHrMbnpoBaHUs XMMO3MHa W TOBSXbEro nencuHa B 6ydepHoM pacTBope akTUBHOM KUCNOT-
HocTblo 7.60 ef. pH npu Temneparype 46.0 °C.

7.102 CpepcTBa n3mepeHus, BcnoMmoraTtesibHoe o6opyAoBaHue, nocyfa, Matepuasnsl U peakTusbl

AHanusatopbl noteHumomeTpuyeckme no NOCT 19881, tuna |. ¢ npegenamm AoOMycKaemoro 3HayeHus
OCHOBHO abCOMIOTHOWM NorpewwHocTn npeobpasosartens He 6onee +0.05 ea. pH.

Becbl yTBEpXAEHHOro Tvna, NpoBepeHHbIe B YCTAHOB/IEHHOM Nopsfke, ¢ Npejenamu gonyckaemol ab6-
COJIOTHOI norpewwHocTn £0.2 wr.

YnbTpaTepmocTtarthl, obecneunsarolme nogaepxardme temnepatypol (35.0 £ 0.5) °C u (46.0 £ 0.5) °C.

XonoaunbHuk 66ITOBON anekTpuueckunii no FOCT 26678.

Yacbl MexaHu4eckne ¢ curHanbHbiM ycTpolicTBoM no FOCT 3145.

CekyHaomep.

TepmoMeTpbl XUAKOCTHbIE CTeKAHHbIe no FTOCT 28498 ¢ ananasoHom u3mepexus ot 0 go 100 °C un
npegenamMm gonyckaemoii norpewwHoctn 0.5 °C n 1.0 °C.

BopoHku B-25(100)-38{150) XC no NOCT 25336.

Kon6bl mepHble 1(2)-(50.100.1000)-1(2) no FOCT 1770.

MuneTtkn rpagyupoBaHHble 1(2)-1(2)-1(2)-1(5. 25. 50) no NOCT 29228.

CTtakaHbl B-1-50(100. 1000) TXC no MOCT 25336.

CTtakaHuvku onsa B3sewmnBaHma CH-34/12(45/13, 60/14) no TOCT 25336.

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

Mpo6upku M2-16-150 XC no NOCT 25336.

LWtaTtue gna npobupok.

Manoykn CTEKNSHHbIE, WNaTean MeTaamyeckme Wan naacTtMaccoBble.

Boga anctunnuposaHHas no NOCT 6709.

Kanuii hochopHOKMCbIN oaHO3aMeLleHHbIn no TOCT 4198.

HaTpwuii hocdhopHoKMCAbIN ABy3amelleHHbIi no FTOCT 11773.
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Cy6cTpaT MOJIOYHBIiA.

[JonyckaeTcs npyMeHeHne Apyrux cpefcTB U3MepPeHus, BCroMorateibHoro o6opyioBaHus, He ycTyna-
OLLMX BbllLEeYyKa3aHHbIM MO0 METPO/IOTMYECKUM U TEXHUYECKMM XapakTepuctmkam, obecneynsarowmx Heobxo-
ONMYI0 TOYHOCTb U3MEPEHUSA, a TakKe peakTUBOB U MaTepuasioB No KaYeCTBY He XYXKe BbllleyKa3aHHbIX.

Bce ncnonb3yemble peakTuBbl A0/HKHbI UMETb KBAIUMUKALMIO «XUMUYECKN YUCTbI» UM «HUCTbIN ANA
aHasm3a».

7.10.3 TloproToBka K NPOBEAEHUIO U3IMEPEHWUIA

7.10.3.1 lMpuUroToBNEHNE KUMSYEHOWN AUCTUNNNPOBAHHOR BOAbI

MpuUroToBNEHNE KUNSYEHOW ANCTUNIMPOBaHHON Bogbl — no 7.5.3.1.

7.10.3.2 MNpurotoBneHne pacTeopa ABy3aMeLleHHOro oocqOPHOKMNCIOr0o HaTpUsi MONSIPHON KOHLUEHTpa-
uumn ¢ (Na2HP04 2 H20) = 0.2 monb/gmM3

PacTBop ABy3amelleHHOro ¢PoCOPHOKMNC/IONTO HaTpUs TOTOBAT B COOTBETCTBUM C TpebGoBaHUSAMU
FOCT 4919.2.

35.600 r gBy3amMeLL,eHHOro 9oCtOPHOKUCIONO HaTPUS BHOCAT B MEPHYHO KOOy BMECTUMOCTbIO 1 AM3,
pacTBOpAIOT B BOAE, A0BOAAT 06BbeM pacTBOpa BOAON A0 METKM W TLaTe/IbHO NepeMeLlmBatoT.

PacTtBop xpaHsiT He 6onee 10 cyT.

7.10.3.3 lpuroToBsieHre pacTBopa OAHO3aMeLLeHHOro POoCHOPHOKNCIOTO Kasinsi MOMSPHOW KOHLEH-
Tpauuu ¢ (KH2P04) = 0,2 monb/gm3

PactBop ofHo3aMelleHHOro OCtOPHOKMNCIONO Kanus roTOBAT B COOTBETCTBMM C TpeboBaHMAMYU
FOCT 4919.2.

27,220 r ogHO3ameLLeHHOro )oCthOpPHOKMNCIOTO Ka/ina pacTBOPSIIOT B BOAE B MEPHOI Konibe BMeCTUMO-
cTblo 1 aM3, fOBOAST 06BEM O METKM BOAOIA.

PacTtBop xpaHAT He 6onee 10 cyT.

7.10.3.4 MpuroTtoBneHne dpocaTHoro 6ygepHoro pacTeopa akTMBHOWM kucnoTHocTbio 7,60 eq. pH

B ctakaHe BmecTMMocCTbio 1 AM3 cmelwwmBaloT 885 cm3 pacTBopa ABYy3aMeLLeHHOro )ochOpHOKMCAOr0
HaTpusa co 115 cm3 pacTBopa ofHO3aMeLleHHOro hochopHOKMCNOro Kanus. Nocne nepemeluvBaHuns nosy-
YeHHbIVi 6yepHbIii pacTBOP NEPEeHOCAT B repMeTUYHYI0 MOCYAy U3 TEMHOrO CTekna, KOTOPbIA XpPaHAT mpu
TemnepaTtype (5 = 1) °C He 6onee 20 cyT.

7.10.3.5 MpuroToBneHve pactBopa MOJIOYHOro cybecTpara

MpuroToBneHve pacteopa MoJsIo4Horo cy6etpara — no 7.5.3.2.

7.10.3.6 MNpuroToBsieHMe pacTBopa UCMbITYeMOro npenapara

B3BeluuBatoT B BYX CTakaHuyuMkax rno 1,000 r ucnbiTyeMoro npenapara, KoTopblii pacteopsitoT B 10—15 cm3
dochatHoro 6ycepHoro pacTteopa. osyyeHHble pacTBOpbl Npenapara NepeHoOCAT B MepPHble KO/I6bl BMECTU-
MocTbio 50 cm3. CTakaHumkn o6mbiBaloT 10—15 cm3 hocdaTHoro 6ycepHoro pactsopa. CMbiBbl 06bEAVHAIOT
C pacTBopamy, TLiaTesIbHO NepemMeLlnBaloT 1 L0BOAAT 06BbeMbl 0 METKM dhochaTHbIM BydepPHLIM PacTBOPOM.

7.10.4 MpoBeaeHne n3MepeHnii

7.10.4.1 B gBe npo6bupkyn BHOCAT No 5 cm3 pacTtBopa UCNbITYEMOro npenapata, NPUroTOBIEHHOTO NO
7.10.3.6. 1 nomeLaoT B yibTpatepMocTart TeMmnepatypoii (46.0 = 0,5) °C. Uepe3 5 MUH npobupku ¢ pacTBo-
poM npenapaTa BbIHUMAKOT U3 yNbTpaTtepmocTaTa 1 oOxXnaxaatoT nog cTpyeli NPOTOYHOW BOAb! 40 Temneparty-
pbl (20 £ 1) °C.

7.10.4.2 B yeTblpe cTakaHa CO CTEK/IAHHbIMW MasioykamMmm BHOCAT no 50 cM3 pacTBopa MOJIOYHOMO Cy6-
cTpaTta, NomeLlalT ux B ynbTpaTtepmocTaT Temnepatypoii (35,0 + 0.5) °C. ocTaBnsAOT cTakaHbl B yNbTparep-
MocTaTe npu yKasaHHOI Temnepartype He MeHee YeM Ha 10 MuH. Mpy 3TOM YpoBEHb BOAbI B y/ibTpaTepmocTa-
Te [0/IXeH BbITb HE HXEe YPOBHA pacTeopa cybcTparta B cTakaHax.

7.10.4.3 B gBa cTakaHa C MOJI0YHbIM Cy6CTPaTOM, NMOMELLEHHbIE B y/bTpaTtepmocTar, BHOCAT no 1 cm3
pacTtBopa ucnblTyeMoro npenapata no 7.10.4.1, cogepXXMMoe CTakaHOB TWaTesibHO NepeMeLLnBaloT B Teye-
Hue 3—5 ¢, 1 BK/IHOYAKOT CEKYHA0MeEp.

7.10.4.4 Tocne nNepnoaM4eckoro nepeMeLlBaHns CTEKSIHHOM Nanoykoi ¢ nHTepeasiom B 1—2 ¢ pac-
TBOP MOJIOYHOTO cy6CTpata OCTOPOXHO HAHOCAT Ha CTEHKW cTakaHa. Mpy NosiBNeHUN XN0NbEB B CTEKAOLWEM
C/I0€ MOJIOYHOro cybcTparta CekyHAoMepoM UKCUMpyeTcs BpeMsa Mx ob6pa3oBaHus C MOMEHTa BHeceHus pac-
TBOPA WCMNbITYEMOro npenapara A0 NosABAeHns xnonbes (/7).

7.10.4.5 B gpyrue gBa ctakaHa C pacTBOPOM MOJIOYHOro cybecTpara, NoOMeLLEHHbIe B ybTpaTepMocTar,
BHOCAT No 1 cM3 pacTsopa UCMbITyeMoro npenaparta, NpurotosneHHoro no 7.10.3.6, cogepxmmoe ctakaHoB
TWaTes/IbHO NepemMeLwnBaloT B TedeHne 3—5 € 1 BK/IIOYAIOT CeKyHAoMep.

MpoBOAAT M3MepeHMe NPOAO/HKUTENbHOCTU CBEpPTbiBaHMSA pacTBoOpa MOJIo4HOro cybecTtparta ((8), kak
onucaHo B 7.10.4.4.
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7.10.5 O6GpaboTka pe3y/bTaToB U3MEPEHMUIA
7.10.5.1 [lono MOJIOKOCBEPThIBAKLLEN aKTUBHOCTU KypMMOro nencuHa oT obLieli MO/IoKOCBEepPThIBatO-
el akTUBHOCTM B UCNbITyeMoM nipenapaTe D6, %, BblunCAAT No opmyne

cuy-~-100 (18)
y
rae t7 — NpoAo/MKMTENIbHOCTL CBEPTLIBAHUA PacTBOpa MOJIOUYHOIO cy6cTpaTa pacTBOPOM UCMbITYEMOro npe-
napara. usmepeHHas no 7.10.4.5. c:
[8 — NpofoMKNTENBHOCTL CBEPTbIBAHNS pacTBopa MOJIOYHOTO cy6eTpara pacTBOpOM MCNbITyeMoro npe-
napara no 7.10.4.1, c.

BbluncneHne 4011 MONOKOCBEPTbIBAIOLLEN aKTMBHOCTY KYPUHOTO nencrHa oT obLueil Mo/IoKoCBepThbIBa-
foLLell akTUBHOCTY B Npenaparte NPOBOAAT [0 BTOPOro AeCATUYHOIO 3HaKa C NocrieAyoLM OKpyrieHnem Ao
nepBOro 3Haka nocse 3ansToil.

3a oKoHYaTe NbHbIV pe3ynbTaT n3MepeHuii 40N MOIOKOCBEPThIBAIOLLE aKTUBHOCTN KYPUHOrO NencuHa
OT 06Leli MO/IOKOCBEPThIBalOLWE aKTMBHOCTU MCMNbITYEMOro npenaparta nNpuHUMaloT cpefjHeapudmeTnye-
cKoe [iByX napasnefibHbiX U3MepPEeHWii, BbINOMTHEHHbIX B YC/TOBUSAX NMOBTOPSEMOCTU, €CIN BLINOSIHAETCS YCo-
Bue npuemsaemocTu (20).

7.10.5.2 KOHTpPO/Ib TOYHOCTUN U3MEPEHMUIA

XapaKkTepucTrKky NOrpeLHocT U NPeLmn3noHHOCTY Npu foBepuTenbHol BeposiTHocTu P = 0.95 npuBe-
OeHbl B Tabnuue 7.

Ta6nuuya 7
B npoueHTax
TouHOCTb
HanmeHoBaHve [vanasoH Mpepgen Mpepen (FpaHMLbI A6COMIOTHOM
nokasarens n3MepeHnii NOBTOPSIEMOCTM T BOCMPOU3BOAVMOCTY R pasy

norpeLuHocTy) *4,

[flons monokocsepTbiBalo-

LBl aKTMBHOCTU KYPUHOTO

nencuHa ot o6Lei mono-

KOCBepTbIBaloOLLLel akTnB- OT1 5.0

HOCTW npenapara no 100,0 9.3 23.0 16.1

7.10.6 TpoBepka NPUEMIEMOCTU pe3ybTaToB N3MepeHuii

7.10.6.1 lMpoBepka NPUEMIEMOCTUN pe3yNbTaToB U3MEPEHUA, NONYYEHHbIX B YC/I0BUAX NOBTOPAEMOCTH

MpoBepKy NpUemMaeMocTn pe3ynbTaToB N3MEPEHWNIA 40TV MOIOKOCBEPTLIBAKOLLEN aKTUBHOCTY KypPUHOTO
nencuHa ot o6LLei MONOKOCBEPTLIBAIOLLEN aKTUBHOCTM Npenapara, NosyYeHHbIX B YC/I0BUAX NMOBTOPSEMOCTM
(n = 2), npoBoAAaT B cooTBETCTBUYM C TpeboBaHuamn FOCT NCO 5725-6 (nogpasgen 5.2).

Pe3ynbTatbl M3MepeHuii cunTaloTCsi MpUeMIeEMbIMU MPY YCIOBUN

|De:1-D e2] Sr. (29)

roe De, n D62 — 3HaveHuns ABYX napanfefibHblX U3MEpPeHWin [0 MOMOKOCBEPThIBaKOLLEl akTUBHOCTU Ky-
PVHOro nencviHa oT 06Leli MOSIOKOCBEPTbIBAIOLLEA aKTMBHOCTY, NOJTyYeHHble B YC/T0BUSAX
NMoBTOPAEMOCTU. %;
r — npegen noBTOPSEMOCTU, 3HAYEHME KOTOPOro npusegeHo B Tabnuue 7. %.

Ecnu ycnosue (19) He BbINOSHAETCA, TO NPOBOAAT NOBTOPHbIE U3MEPEHNS U NPOBEPKY NPUEMSIEMOCTH
pes3ynbTaTtoB M3MEpPEeHWii B YCNI0BUSAX NMOBTOPAEMOCTU B COOTBETCTBMM € TpeboBaHnsamu MTOCT UCO 5725-6
(nogpasgen 5.2).

Mpy NOBTOPHOM MpPEBbILEHNN YKA3AHHOTO 3HAYEHUS BbIACHAIOT NPUYUHBI, NPUBOAALLME K HEYO0BNETBO-
puUTeNnbHLIM pesynbTatam aHansa.

7.10.6.2 MNpoBepka NpUemMsIeMoCTN pe3ynbTaToB U3MEPEHUI, MONYYEHHbIX B YC/I0BMAX BOCNPOU3BOAUN-
MOCTU

MpoBepKy NpreMnemMocTy pesynbTaToB U3MePeHNA 401N MOTOKOCBEPTbIBAIOLLE aKTUBHOCTU KYPUHO-
ro nencvHa ot o6Leli MOSIOKOCBEPTbIBAKOLLEN aKTMBHOCTU, NOMTYYEHHbIX B YC/I0BUSAX BOCNPOM3BOAMMOCTM
(T = 2), npoBOAAT B cOOTBETCTBUM ¢ TpeboBaHuAamu FOCT MCO 5725-6 (nogpasgen 5.3).
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Pe3yanaTb| |/|3mepeH|/||7|, BbIMNO/THEHHbIX B YC/N0OBUAX BOCNPOMU3BOANMOCTU, CHANTAKOTCA NpuemMmsieMbiMU,
€C/1N BbINOJIHAETCA ycnoBsue

1°6;3-°8:4 1 (20)

roe O3 D64 — 3HAueHWs ABYX NapasinesibHbIX U3MepeHUii 1011 MOSIOKOCBEPTbIBAIOLLE aKTUBHOCTYW Ky-
PUHOTO MemncuHa oT 06LLeil MO/IOKOCBEepPTLIBAKOLEl aKTUBHOCTY, NOJTyYeHHbIe B YC/I0BUSX
BOCMPOM3BOANMOCTH, %;
R — npenen BOCNpoOM3BOAVMMOCTU, 3HAYEHWE KOTOPOTO NpMBEAEHO B Tabnuue 7, %.

7.11 OnpegeneHue maccoBOi gonu Bnarv

7.11.1 CyuwHoCTb MeTo4a

MeToA OCHOBaH Ha BbICYLUMBAHUW WUCMLITYEMOro npenapara 40 MOCTOSHHON Macchkl Npy TemnepaTtype
105 °C.

7.11.2 CpepcTtBa n3MepeHusi, BcnomoratesibHoe obopygoBaHue, nocyga, matepuanbsl U peak-
TUBbI

Becbl yTBEPXAEHHOIO TUNA, NPOBEPEHHbIe B YCTAHOB/IEHHOM MOPsAKe, C npejenamuv gonyckaemor ab-
COJIIOTHOI morpewwHocTn 0.2 wr.

LWkad cylmnnbHbIA anekTpuyeckuii Tuna C3LU nnv gpyroro aHanornyHoro tuna, obecneumsaownii nog-
aepxaHue Temnepartypsbl (105 + 2) °C.

CrakaHuvkn gns B3selwmBaHnsa CH-34/12(45/13, 60/14) no FOCT 25336.

3kcukaTop 2-290 no NOCT 25336.

Kanbuuii xnopucTtslii 6e380aHbIA No FTOCT 450 unu cuavkareb NpoKaseHHbIA.

JonyckaeTca npumeHeHne APYrux CPeAcTB W3MepeHus, BCcrnomoraTesibHoro o6opyAoBaHus, He
ycTynawuwmux Bbllleyka3daHHbIM N0 METPOSIOTUYECKAM N TEXHUYECKUM XapakTepucTukam, obecneymsato-
LWMX HEOBXOAMMYIO TOYHOCTb U3MEpPEeHUs, a Takke peakTUBOB U MaTtepuasioB Mo KayecTBY He XyXe Bbl-
LeyKa3aHHbIX.

7.11.3 NoAroToBKa K NPOBEAEHUI0 U3MEpPEHNA

[lBa cTakaHuMka AN5 B3BELUMBAHUS C KPbILLKaMW B3BELUMBAIOT, 3aTeM MOMELIAT B CYLUW/bHbINA LWkad
1 BblaepXunsaloT npu Temnepatype (105 + 2) °C B TeyeHue 1 4. 3aTeM CTakaHUMKM U KPbILWKWA OXM1axaalT [0
KOMHaTHOW TemnepaTypbl B 9KCUKATOpe C MOMELLEHHbIM B Hero 6e3BoAHbIM X/I0PUCTLIM KasibLMem uav npo-
KasleHHbIM cunvkarenem. focne oxnaxaeHus ctakaHumku C KpbllkaMu B3BelnBatoT. Mpoueaypy NoBTOPSIOT
[0 Tex nop. noka pasHula mexgy nocnefosaresibHbIMU B3BeLLUMBaHUAMU 6yAeT He 6onee 0,001 r. CTakaHUMKM
[NA B3BELUMBAHUSA OCTaB/IAOT B 9KCMKATOPE 4,0 NPOBeAEHNS U3MEPEHWIA.

7.11.4 NpoBefeHne n3mepeHunii

B ABa cTakaHuMKa B3BELUMBAKT UCMbITYeMblii NpenapaT mMaccoli oT 2.000 go 3,000 r. pernctpupysa o6-
LLLYI0 MaccCy CTakaHumka C KpbILLKOM 1 Maccy npenapata. CTakaH4vKu C npenapaTtoM NoMeLlatT B CYLUUSbHbI
wkad Temnepatypoii (105 + 2) °C. pacnonaras KpbILWK/ PAAoM, 1 Aasiee NpoBoAAT NPoLecc CYLUKN 1 B3BELUU-
BaHuA aHanormyHo 7.11.3.

7.11.5 O6paboTka pe3ynbTaToB U3MEPEHUI

7.11.5.1 MaccoByto A0/0 BNaru B UcnbiTyeMom npenapate X,. %, BbIYACASIOT N0 hopmyne

Xy-"*—3* 1PO (21)
/79~TA
rae T9 — macca cTakaHumka A5 B3BeluMBaHWA C KPbILLKOM 1 npenapaToM A0 BbICYLIWBAHUSA, T;
T 10 — macca cTakaHuvka 419 B3BELVBAHNA C KPbILKON M NpenapaToM rnocsie BbiCyLInBaHus, T.
TB — Macca CTakaHuuka 4715 B3BELUMBAHUS C KPbILKOWA, T.

BbluncneHve maccoBoll A0MM BAaru B Nnpenapare nNpoBoAAT A0 BTOPOro AeCATUYHOMO 3Haka ¢ nocneay-
IOLWMM OKpYrieHWeM A0 NepBOro 3Haka nocse 3ansToil.

3a OKOHYaTesIbHbIVi pe3ynbTaT M3MepeHuii MaccoBOW [0/M BNary B npenapaTte NpUHUMAalOT cpefHe-
apvgmeTnyeckoe AByX NapasnsefbHblx onpefeneHuii, BbINOMHEHHbIX B YC/I0BUAX NOBTOPSEMOCTH, €CNN Bbl-
NnosiHsAeTCA ycnosue npuemaemMocTu (23).

7.11.5.2 KOHTPOJIb TOYHOCTUN M3MEpPEHUIA

XapakTepuCTMKM NOrpeLLIHOCTY 1 NPELM3N0OHHOCTY Npy AoBepuTeNbHOW BeposTHocTM P = 0.95 npuse-
OeHbl B Tabnuue 8.
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Ta6bnunuya 8
B npoueHTax
TouHoCTb
HavmveHosaHue [JvanasoH Mpepen Mpepen [FaHALI AGCOMIOTHOI
nokasaresnsi 13MepeHwii NOBTOPSIEMOCTY T BOCTPOU3BOAVIMOCTY R norpewwrocT) 1 J
MaccoBas fons Bnaru OT10,580 25 0.3 0.6 0.5

7.11.6 TlpoBepka NpMemMIeMOCTN pe3ynbTaToB U3MeEPEHU

7.11.6.1 MpoBepka NpremaeMocTn pe3ynbTaTtoB U3MepPeHNii, NOMYHYEHHbIX B YCNOBUSX NOBTOPAEMOCTH

MpoBepky NpYemaIeMocTy pe3ybTaToB M3MepPeHNii MacCcoBO A0/N BAaru, NOyYeHHbIX B YC0BUAX MO-
BTOPSiEMOCTH (N1 = 2). MPOBOAAT B COOTBETCTBUM € TpeboBaHnamm FOCT NCO 5725-6 (nogpasgen 5.2).

Pe3ynbTaThl M3MepeHuii cunTaloTcs NpUeMIemMbIMU NpY YCIoBUK

[Xt;1-X ,:2] *r, (22)

roe X211 n X212 — 3HayeHnst AByX NapasisiefibHbIX onpeaeieHnii MaccoBoii oM BAaru, Nosly4YeHHble B yC/o-
BUAX NoBTOpAEMOcCTu. %;
r — npegen NoBTOPAEMOCTU, 3HAYEHNE KOTOPOro npueeaeHo B Tabnuue 8. %.

Ecnu ycnosue (22) He BbINOSIHAETCA, TO NPOBOAAT NOBTOPHbIE U3MEPEHNS 1 NPOBEPKY MPUEMIEMOCTH
pe3ynbTaToB U3MEPEHWIA B YCIOBUSX MOBTOPSEMOCTM B COOTBETCTBMU € TpeboBaHnamu MTOCT UCO 5725-6
(nogpasgen 5.2).

[Mpu NOBTOPHOM NPEBLILEHNN YKa3aHHOT0 3HAYEHNA BbISICHAIOT NMPUYUHbLI, MPUBOASALLNE K HEYA0B/eTBO-
puTENbHLIM pesynbTartam aHasn3a.

7.11.6.2 MpoBepka NpYemMneMocT pesynbTaToB U3MEpPEHWI, NOMYYEeHHbIX B YC/IOBUSIX BOCNPOU3BOAM-
MOCTH

MpoBepky NpMemseMocTVt pe3y/bTaToB M3MEPEHUn MaccoBOW [ONW BAarn, NoJslyYeHHbIX B YCOBUSIX
BOCNPOM3BOAMMOCTH (LU = 2). NPOBOAAT B COOTBETCTBUM € TpeboBaHnamu FOCT NCO 5725-6 (nogpasgen 5.3).

Pe3ynbTaTbl M3MepeHuii, BbINOMIHEHHbIE B YCMIOBUAX BOCMPOM3BOAVMMOCTU, CYMTAIOTCA MpUeMIeMbIMU,
€C/IN BbINOJIHAETCA yCrioBue

|Xi.a-X 1;4] SR, (23)

roe X, 3mX14 — 3HaueHust BYX napafiefibHbIX onpejeneHnst MaccoBoii JONU BNaru, nosly4YeHHbIe B yco-
BUSIX BOCMPOV3BOAMMOCTH. %0
R — npepen BOCNpou3BOAYMOCTH, 3HAYEHUE KOTOPOro NpuBeAeHo B TabnuLe 8. %.

7.12 OnpepgeneHvie MaccoBOW [0NU NMOBapeHHOW conu

7.12.1 CywHoOCTb MeTo4a

MeTog, ocHoBaH Ha pacTBOPEHUM MCMbITYEMOro npenaparta B Boge, huibTpoBaHWM pacTsopa, TUTpoBa-
HUM X/TOPUA0B PacTBOPOM a30THOKUC/IOIO cepebpa n nepecyeTe o6beMa pacTBopa a3oTHOKUCIOro cepebpa,
M3pPacxof0BaHHOIO Ha TUTPOBAHWE X/I0PVUA0B, B MacCOBYHO A0/1H0 NOBAPEHHOI CONW.

7.12.2 CpepcTtBa n3mepeHus, BcnomoratenbHoe ob6opyfoBaHue, nocyaa, Matepuanbl U peakTuBsbl

Becbl HeaBTOMaTMyeckoro geictemsa no FOCT OIML R 76-1 ¢ npegenamu gonyckaemMoli abcontoTHOWA
norpewHoctn +0,002 r.

Becbl yTBEpXAEHHOro Tvna, NPOBEepPeHHbIe B YCTAHOB/IEHHOM NOpPsAKe, C Npejenamu gonyckaemoli a6-
COJIOTHOI norpelHocTn +0.2 Mr.

YnbTpatepmocTar ¢ TepMOoperynaTopom, obecneumsaoLwnii nogaepxanve Temnepartypsl (35 + 1) °C.

Mnutka anekTpuyeckas no FOCT 14919 ¢ perynAaTopomM MOLLHOCTU Harpesa.

TepMoMeTpbl XUAKOCTHbIE cTeksaHHble no TOCT 28498 ¢ guanasoHom usmepeHus ot 0 go 100 °C wn
npegenamu fonyckaemoi norpelHoctu 1 °C.

CrakaHuvkv Ans B3selimsaHnsa CB-19/19(24/10. 34/12) no NOCT 25336.

BropeTka 1-2-50 no TOCT 29251.

Kon6bl MepHble 2-100(1000)-2 no NOCT 1770.

Kon6bl Kn-2-100-34 TXC no MOCT 25336.

CrtakaHbl B-1-100 TC no FOCT 25336.

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

BopoHku B-100-150 XC no NOCT 25336.
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Bymara cunbTposasibHaa no FOCT 12026.

LnaTenb meTannyeckuii y3kui.

Cepebpo asoTHokucnoe no FOCT 1277.

Kanuii xpomoBokucnblili no FTOCT 4459.

Bopa auctnnnuposaHHasa no rOCT 6709.

[JlonyckaeTca npyMeHeHve apyrux CpeAcTs M3MepeHus, BCnoMoraTesibHoro 06opyfoBaHuns, He ycTyna-
IOLLMX BblleyKa3aHHbIM N0 METPONOTMYECKUM N TEXHUYECKUM XapakTepucTukam, obecneumsaroLmx Heobxo-
OVMYI0 TOYHOCTb U3MEPEHNS, a TakkKe PeakTVBOB U MaTepuasioB Mo KA4YeCTBY He XyXe BbllleyKa3aHHbIX.

Bce ncnonb3yemble peakTuBbl JO/MKHbI UMETb KBAINMUKALMIO «XUMUYECKN YNCTbIV» UM «YUCTbIN ANS
aHannsa».

7.12.3 TloAroToBKa K BbIMOSTHEHUIO U3MeEpeHUii

7.12.3.1 lMpuroToBneHNe KUNSYEHOWN AUCTUNNNPOBAHHON BOAbI

MpUroToBAeHVEe KUMAYEHOW AUCTUNNNPOBAHHON BOoAbl — Mo 7.5.3.1.

7.12.3.2 MpuroToBfieHne pacTBopa a30THOKUCNOro cepebpa MoNspHOI KoHueHTpauun ¢ (AgNO03) =
=0.1 monb/gm3

PacTtBop a3oTHOKMCNOrO cepebpa roToBAT B COOTBETCTBUM C TpeboBaHusmn FOCT 25794.3.

1.699 r a30THOKMCNOrO cepebpa NepeHoCcAT B MepHYH0 Konby BMeCcTUMOCTbi0 100 cM3, 3anN0NHAT KONby
BOAOW Npn6nn3nTensHo fo 2/3 o6bema. Bpalyas konby, nepeMeLlnBatoT ee cofepxumoe 40 NOMHOro pacTBo-
peHVs peakTuBa, 3aTeM A0BOAST 06bEM KOMIGbI BOAONM A0 METKM M CHOBA TLLATE/IbHO NepemMeLurBaoT.

PacTBop xpaHAT Npy KOMHAaTHOW TemnepaType B Nocye 13 TEMHOro cTekna Wan B nocyfe, ob6epHyToi
yepHowi bymaroi (unn conbroii), He 6onee 3 Mec.

7.12.3.3 MpuroToB/ieHMe pacTBopa XPOMOBOKUC/IOTO Kanns MaccoBol KoHueHTpauummn 100 r/gm3

100.00 r XxpOMOBOKMUC/OMO Kannsa oTBELLMBAIOT B CTakaHe BMeCTUMOCTLI0 100 CM3, NnepeHoCcAT B MepHy
Konby BMeCTUMOCTbIO 1 M3, pacTBOPAIOT B BOAEe, 06beM pacTBopa B ko/16e JOBOAAT A0 METKV BOAOMN.

PacTBop XpaHAT B TeMHOI nocyae He 6onee 24 u.

7.12.3.4 TlpuroToB/ieHMe pacTBopa UCMbLITYEMOro npenapara

B ABYX cTakaHumKax /19 B3BeLUMBAHUA BMeCTMMOCTbIO 50 cm3 B3BewwmBaloT no 1.000 r ucnbityemoro
npenapara.

Mpenapart pacTBopstoT B 10— 15 cm3 Bogbl Temnepatypoii (35 + 1) °C. PacTBopbl NepeHOCST B MEPHbIe
KoN6bl BMeCcTUMOCTbI0 100 cm3. CTakaHUYMKM A4/151 B3BELLMBAHNS TPWXAbl 06MbIBaloT 10—15 cm3 Boapl Temne-
paTypoii (35 £ 1) °C. CMbIBbl 06beAVHSAOT C pacTBOpamu. PacTBopbl TLLATE/IbHO NepeMeLLVBalOT, NoMeLLalT
B y/bTpatepmocTaTt 1 BblaepxusaroT npu temnepatype (35 £ 1) °C B TeyeHne 10 MUH. nepuoguyecku nepe-
mMewmsas. 1o NCTeYeHUN yka3aHHOro BPEMEHN pacTBOpPbl OxnaxaatoT Ao Temnepatypbl (20 + 1) °C. o6bemsl
[OBOAAT 0 METKM BOAON U cofepXumoe Konb nepemeLlvsaoT.

7.12.4 TpoBeAeHue namepeHui

PacTBopbl UCNbITYyeMOro npenapara uUIbTPYIOT Yepe3 byMaxHble nbTPbl B KOHUYECKME KONbbl BMe-
cTumocTbio 100 cM3. U3 ka0l Konbbl 0T6MpatoT no 5 cM3 onsibTpaTa U NEPEHOCHT B CyXMe KOHUYECKME KOJI-
66l BMecTuMOocTbio 100 cm3. lo6aBnsioT 45 cm3 Boabl 1 0.5 cM3 pacTBOpa XpOMOBOKMC/IONO Kanusa 1 nepeme-
LumBatoT. MMoNyYeHHy CMeCb TUTPYIOT pacTBOPOM a30THOKMUCNIOro cepebpa nNpu NOCTOAHHOM NepeMeLLnBaHnm
[0 NosiBNeHMs cnaboro KMPNMYHO-KPaCHOro OKpaluvBaHus. Peructpupylor 06bem pactBopa a3oTHOKUCI0ro
cepebpa, n3pacxofoBaHHbIl Ha TUTPOBaHWe pacTBopa npenapara.

7.12.5 O6bpaboTka pe3ynbTaToB N3MepeHuii

7.12.5.1 MaccoByto 0110 NOBaPEHHOW conn X2, %. BLIYUCAAT No dopmyne

Lo Y-rO-MKMOO (24)

Vo« ii
rae 0.00585 — macca noBapeHHOl COMn, 3KBUBa/IEHTHAsA Macce a3oTHOKMCNOro cepebpa, coaepxallerocs B
1cm3ero pactsopa MONSIPHON KoHLeHTpauum 0.1 mons/gm3, T;
V — 06beM pacTBopa a30THOKWC/IOro cepebpa MONAPHON koHueHTpauun 0.1 monb/gm3. n3pacxo-
[OBaHHbI Ha TUTPOBaHWE pacTBOpa UCMbITYyEMOro npenapara, cm3;
1c - TONpaeka K TUTPY pacTsopa a3oTHOKUC/I0ro cope6pa MOJIsipHOiA KoHLeHTpauun 0.1 Monb/am3;
100 — obwwii 06beM pacTBOpa UCMbITYEMOro npenapara, cm3;
100 - Ko3aghhmuMeHT nepeBoga pesybTata M3MepeHnst B NPOLEHTHI;
Vv ,- 06bem pacTBopa WCMbITYyemMoro npenaparta, B35ITbll HA TUTPOBaHWe, cM3;
— Macca WCnbITyeMoro npenapara, .

29



FOCT 34353—2017

BblunMcneHne MaccoBoli oM MOBAPEHHOM CoMn B Mpenaparte NPoBOAST 4,0 BTOPOro AeCATUYHONO 3Haka
C nocneayoLmnm oKpyrieHmem 40 NepBoro AecATUYHOro 3Haka.

3a OKOHYaTesNbHbIl pe3ynbTaT U3MepPeHui i MaccoBOil 40N NOBAPEHHONW CONv B npenaparte npuHuma-
0T cpegHeapuMeTMyeckoe ABYX napasiesibHbiX onpeseneHunii, BbINOHEHHbIX B YC/I0BUSX NOBTOPSEMOCTH,
€C/N BbINOJIHAETCA ycnoBMe npuemiemoctu (26).

7.12.5.2 KOHTPO/Ib TOYHOCTU N3MEpPEHUA

XapaKkTepucTrky NOrpeLHocT U NPeLm3noHHOCT Npu AoBepuTenbHol BeposiTHocTn P = 0.95 npuBe-
OeHbl B Tabnuue 9.

Ta6nuua 9
B npoueHTax
To4YHOCTb

(rpaHuLbl a6CoONOTHOM
norpewHocTu) 14

HaumeHoBaHune Avana3oH Mpepen Mpepen
nokasartens n3MepeHunii noBTOPSEMOCTN T BocnponssoAaMmocTn R

MaccoBasa f0Ns noBapeH-
HOW conn 0T 60.0 go 100.0 4.4 11.2 9.2

7.12.6 TpoBepka NpMeMsIeEMOCTU pe3ybTaToB U3MEPEHNUIA

7.12.6.1 lMpoBepka NPUEMIEMOCTUN Pe3yNbTaToB U3MEePEHNA, NONYYEHHbIX B YC/I0BUAX NOBTOPAEMOCTH

MpoBepKy NPUEMIEMOCTMN Pe3y/ibTaToB U3MEPEHUI i MaccoBOi 0511 MOBApPEHHOW COMn B Npenapare, no-
JNIyYEHHbIX B YC/I0BUAX NOBTOPSAEMOCTU (M = 2). NPOBOAAT B COOTBETCTBUM € TpeboBaHuamu NOCT NCO 5725-6
(noppasgen 5.2).

Pe3ynbTatbl M3MepeHuii cunTaloTcs NpueMIemMbIMU NPy YC/I0BUM

1%2:1-%2:21 (25)

roe X2., nX22 — 3HaveHna ABYX napasfienbHblX onpefenieHns MaccoBOW [0NM MOBapeHHOW conu, nony-
YeHHble B YC/I0BUSAX NMOBTOPSAEMOCTHU. %;
r — npejen NOBTOPAEMOCTH, 3HAYEHNe KOTOPOro npusefeHo B Tabnuue 9, %.

Ecnu ycnosue (25) He BbINOMHAETCA, TO NPOBOAAT NOBTOPHbIE MU3MEPEHNS W NPOBEPKY MPUEMIEMOCTH
pes3ynbTaTtoB M3MEpEeHuii B yC/I0BMAX NOBTOPSEMOCTU B COOTBETCTBMM € TpeboBaHusmum FTOCT NCO 5725-6
(noppasgen 5.2).

[Mpn NOBTOPHOM MpPEBbILLEHNN YKA3aHHOTO 3HAYEHUA BbIACHAIOT NMPUYKHLI, NPUBOAALLME K HEYA0B/IETBO-
puUTenbHLIM pesynbTatam aHanmnsa.

7.12.6.2 NpoBepka NpremMneMocT pe3ynbTaTtoB M3MEePeHWiA, NolyHeHHbIX B YC/TOBMAX BOCMPOM3BOANMOCTH

MpoBepky NPUEMIEMOCTMN Pe3yNbTaToOB M3MEPEHUI MAcCOBOI [0/ NOBAPEHHOM COMU, NOYYEHHbIX B
yC/I0BUAX BOCNPOU3BOAUMOCTU (T = 2). NPOBOAAT B COOTBETCTBUM € TpeboBaHuamu FOCT NCO 5725-6 (noa-
pasgen 5.3).

Pe3ynbTarbl U3MepeHuid, BbIMO/THEHHbIE B YCNOBUAX BOCMNPOM3BOAUMOCTM, CUMTAKOTCA MPUEMIEMbIMU,
€C/11 BbIMNOJIHAETCA yC/oBue

1*2;3-*2:41 SR- <26>

rae X23u X24 — 3HauyeHnsi ABYX NapasisiesibHbIX ONpefesieHnsi MaccoBOi A0/ NOBAPEHHO COMU, NOyYeH-
Hble B YC/IOBUSIX BOCNPOM3BOAUMOCTH, %6;
R — npegen BOCNpOM3BOAUMOCTM, 3HaUeHUe KOTOporo npueeaeHo B Tabnuue 9. %.

7.13 OnpepeneHve MaccoBoOli 4OMN HEPACTBOPMMOrO ocTaTka

7.13.1 CywHoCTb MeToAa

MeTog, ocHOBaH Ha (huibTpOBaHMM pacTBopa npenapara Yepes BbICYLEHHbI A0 NOCTOAHHOM Macchbl
6yMaxHbIVi hvNbTP, NOBTOPHOM €ro BbICYLIVBAHWUM A0 NOCTOAHHON MacChbl U NocneaytoLein oLueHKe pasHocTu
macc unbTpa 40 1 noc/e BbiCyLUMBaHWA MO OTHOLLEHMIO K Macce npenapara.

7.13.2 CpejcTBa n3mepeHus, BcnoMmoraTesibHoe o6opyAoBaHue, nocyfa, Matepuasbl U peakTusbl

Becbl HeaBTOMaTMyeckoro geicteusa no FOCT OIML R 76-1 ¢ npegenamu fonyckaeMoil abcontoTHOW
norpewHoctn +0.002 r.

Becbl yTBEPXAEHHOro TWMNa, NPOBEpPEHHbIe B YCTAHOB/IEHHOM NOpsiZike, ¢ Npeaenamu gonyckaemoli a6-
COJIOTHOW norpelHocTn +0.2 Mr.
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YnbTpaTepmocTaT ¢ TepMOpPErysTopom, obecneyvBaoWwnii nogaepxanme temnepatypsl (35 + 1) °C.

LWkad cylmnnbHbIA anekTpuyeckuii Tuna C3LU nnv gpyroro aHanornyHoro Tuna, obecneumsatownii nog-
aepxaHue Temnepatypsbl (105 + 2) °C.

Mnutka anektpuyeckas no FOCT 14919 ¢ pery/nsiTOPOM MOLLHOCTW Harpesa.

TepMOMeTpbl XNAKOCTHbIe cTekNnAHHble no FOCT 28498 ¢ anana3oHoM u3mepeHusa ot 0 go 100 °C un
npegenamu gonyckaemoi norpewwHocTty +0.5 °C n +1 °C.

CrakaHuvkn gns B3selwmsaHns CB-19/19(24/10. 34/12) no FOCT 25336.

Kon6bl MmepHbie 2-100(1000)-2 no MOCT 1770.

Kon6bl KH-2-100(250)-34(50) TXC no NOCT 25336.

CrakaHbl B-1-100 TC no FOCT 25336.

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

BopoHkn B-100-150 XC no NOCT 25336.

Bymara dunbTpoBasibHaa no FOCT 12026.

LnaTtenb MeTan/IM4yecknii y3kuii.

kcukaTop 2-290 no NOCT 25336.

Cepebpo asoTHokucnoe no NOCT 1277.

Kanbuwnii xnopuctbli 6e3BogHbIN No FTOCT 450 unn cunukaresib NPOKasieHHbIN.

Kanuii xpomoBokucnblii no FTOCT 4459.

Boga guctunnuposaHHasa no FOCT 6709.

JlonyckaeTcsa NpMMeHeHne Apyrux cpefCcTB M3MepeHus, BCnoMoraTesibHoro 060opy0BaHns, He ycTy-
nawLwmx BbllLeyKa3aHHbIM M0 METPOSIOTMYECKNM N TEXHUYECKUM XapakTepuctukam, obecneymsaroLmx He-
06X0ANMYI0 TOYHOCTb U3MEPEHUSA, a TaKke peakTUBOB U MaTtepuasioB Mo Ka4ecTBY He XyXe BbllleyKa3aH-
HbIX.

Bce ncnosnb3lyemMble peakTuBbl LO/MKHbI UMETb KBATUMUKALMIO «XUMUYECKN YUCTbI» UM «4UCTbI ANns
aHasm3a».

7.13.3 TloAroToBKa K BbIMOJIHEHUIO N3MEPEHUA

7.13.3.1 lMpuroToBNeHNe KUNSYEHON AUCTUNNNPOBAHHON BOAbI

MpUroToBNEHUE KUMNSIYEHOW ANCTUNIMPOBAaHHON Bofbl — no 7.5.3.1.

7.13.3.2 MpurotoBneHne pacTBopa a3oTHOKUCNOro cepebpa MONSpHON KoHueHTpauun ¢ (AgNO03) =
=0.1 monb/gm3

PacTtBop a3oTHOKMCNOro cepebpa roToBAT B COOTBETCTBUM C TpeboBaHusmn FOCT 25794.3.

1.699 r a30THOKMCOrO cepebpa NepeHoCcAT B MEPHYHO konby BMecTUMOCTbio 100 cM3, 3anonHAT Konby
BOAON NpnbnmnsntensHo Ao 2/3 o6bema. Bpalyas konby, nepeMellnsatoT ee cofepxumoe 40 NOMHOro pacTeo-
peHVs peakTuBa, 3aTeM A0BOAST 06bEM KONGbI BOAOM A0 METKM M CHOBA TLATENIbHO NepemMeLlvBatoT.

PacTBop xpaHAT Npy KOMHaTHOW TemnepaType B NocyAe 13 TEMHOro cTekna Wian B nocyfe, ob6epHyToi
yepHowi bymaroi (nnn conbroii), He 6onee 3 Mec.

7.13.3.3 MpuroToB/ieHne pacTBopa XPOMOBOKUC/IOTO Kasisi MaccoBol KoHUeHTpaumm 100 r/gm3

100.00 r XxpOMOBOKMUC/OrO Kannsa oTBELLMBAIOT B CTakaHe BMeCTUMOCTLIO 100 cM3, nepeHoCcAT B MepHyo
Konby BMeCTUMOCTbIO 1 AM3, pacTBOPAIOT B BOAE, 06beM pacTBopa B Konbe [JOBOAAT A0 METKV BOAONA.

PactBop xpaHAT B TeMHOI nocyae He 6onee 12 mec.

7.13.3.4 TlpuroToB/ieHMe pacTBopa UCMbLITYeMoro npenapara

B aBa ctakaHunka BMecTMMOCTbIO 50 cm3 oTBewmBaloT no 1,000 r ucnbiTyemoro npenapaTta.

Mpenapat pactBopsitoT B 10—15 cm3 Bogbl TemnepaTtypoii (35 + 1) °C. PacTBopbl NepeHOCAT B MepHble
K0n6bl BMecTUMOCTbI0 100 cM3. CTakaHUYMKN 4715 B3BELLIMBAHNUA TPUXAbl 06MbiBaOT 10—15 cmM3 BOAbI Temne-
patypoii (35 £ 1) °C. CMbIBbl 06BEAUHAIOT C OCHOBHLIMW pacTBopamu. PacTBopbl TWwaTe/IbHO NepeMeLInBatoT,
nomeLlalT B y/ibTpaTepMocTar 1 BblaepxusatoT npu temnepatype (35 £ 1) °C B TeyeHne 10 MuH. neprogmnye-
CKM nepemelumsas. Mo UCTEYEHMN YKa3aHHOrO BPEMEHW pacTBOPbI OxXnaxaalT A0 TemnepaTypsbl (20 £ 1) °C,
06beMbI OBOAAT A0 METKM BOAONM U COfepXUMoe Konb nepemeLuvsaioT.

7.13.3.5 B gBa cTakaHuuKa N5 B3BELUMBAHUSA NOMELLAOT OyMaXxHble (UIbTPbI, B3BELUNBAIOT C TOUHO-
CTblO 10 TPETHLErO AECATUYHOIO 3HaKa, YCTaHaBMMBAIOT B CYLUW/bHbIA WKad W BbIAEPXUBAKOT Npu Temnepa-
Type (105 * 2) °C B TeueHne 1u. 3aTem cTakaHuvku ¢ DUIbTPaMU OX/TaXAAl0T A0 KOMHATHOM TeMnepaTtypbl
B 9KCMKaTOpe C MOMELLEHHbIM B HEro 6e3BOAHbIM X/TOPUCTbIM KaslbLiMeM WAV NPOKaSIEHHbIM CUAKarenem u
B3BeLwBaloT. Npoueaypy NOBTOPAIOT A0 TEX NOP. NOKa pasHuLa Mexay AByMs nocnefoBaTe/lbHbIMU B3BeLUU-
BaHMsAMM byfeT He 6onee 0.001 r. CTakaHUMKM 419 B3BELLUMBAHWUA C (huNbTpaMu OCTaBNAT B 3KCUKaTope [0
npoBeAeHNsa U3MepeHui.
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7.13.4 NpoBeaeHne nsmepeHuii

7.13.4.1 PacTBOpbl UCNbITYEMOro npenapara UAbTPYIOT Yepes3 BbICYLIEHHble N B3BELLUEHHble ByMax-
Hble (UNbTPbI B KOHMYECKME KONGbl BMECTUMOCTbIO 250 cm3. ®unbTpbl MPOMbIBAOT BOAON Temnepartypoi
35 °C fo oTpuuaTenbHOl peakuum Ha NpucyTCTBUE MOHOB X/lopa.

[na KoHTponA Ha npucyTCTBME MOHOB Xs10pa oTbupatoT no 5.0 cM3 dunbTpata B Cyxue KOHUYeckue
Kon6bl BMecTmocTbio 100 cm3, gobasnsoT no 0,5 cm3 pacTBOpa XpOMOBOKMC/IOro Kanus no 7.13.3.3. nepe-
MeLLMBAOT. 3aTeM A06aBnAT B 3TV Xe Konbbl no 0,5 cm3 pacTBopa a30THOKUC/IOrO cepebpa, NpUroToB/EH-
Horo no 7.13.3.2. lMpu oTCyTCTBUM B (puUibTpaTe MOHOB X/opa (pacTBop UMEeeT KMPMUYHO-KPACHYI OKpacky)
npomMbiBaHve uabTpa npexkpaLyatoT.

Mocne npoMbIBKM hUNbTPLI MOMELLAIOT B TE Xe CTakaHuVKu 4718 B3BELUMBAHUSA, YTO 1 Nepes unnbTpoBa-
Hem. CTakaH4uKM ANA B3BelIMBaHA ¢ (OUIbTPpaMun BbICYLLIMBAIOT B CYLUW/IbHOM LKAy, OX1axatoT B 3KCU-
KaTope 1 B3BeLVBalOT. PasHuua Mexay AByMA noc/iefHMN B3BELUVMBAHUAMU He fo/hKHa npesBbiwatk 0,001 T.

7.13.5 O6paboTka pe3ynbTaToB U3MepeHui

7.13.5.1 MaccoByto 0110 HepacTBOPUMOro octaTka X3, %, BbIYMCAAIOT No hopmyne

X,="a-"n vag @n
e

rae T 12 — macca cTakaHuuka [/19 B3BelUMBaHNA ¢ OUILTPOM nepef hubTpoBaHUEM, T,
T 13 — macca cTakaHuvKa gns B3BelnBaHnA ¢ uabLTPOM nocse punbTpoBaHus, r;
TW — macca UcnblTyemoro npenapara, r;
100 — KoahhuUMEHT NnepeBofa pesynbtara U3MepeHns B NPOLEHThI.
BbluncneHne MaccoBoii 0N HEPACcTBOPMMOrO ocTaTka B npenapaTte NpoBOAAT 4,0 BTOPOro AeCATUYHO-
ro 3Haka Cc nocnefyoLwmnm oKpyrieHmemM 40 Nepeoro AeCATUYHOro 3Haka.
3a oKoHYaTe bHbIV pe3ynbTaT U3MepeHnin MaccoBo 0N HepacTBOPMMOro OcTaTka B npenapare npu-
HUMaloT cpefHeapumeTUyeckoe AByX NapassiefibHbiX onpeAeneHnii, BbINONHEHHbIX B YC/I0BUSAX NOBTOpsie-
MOCTW. €C/1 BbINOSIHAETCS ycnoBue npuemnemocty (29).
7.13.5.2 KOHTPO/Ib TOYHOCTUN U3MEPEHMUIA
XapakTepyCTUKN NOrPELIHOCTU U NPELM3NOHHOCTN NpY A0BEPUTENbHON BeposTHOCTM P = 0,95 npuse-
AeHbl B Tabnuue 10.

Ta6nwunya 10
B npoueHTax

TouYHOCTb
(rpaHuLbl a6contoTHOMN
norpewHocTyn)

HaumeHoBaHue AvnanasoH Mpepen Mpepen
nokasartens n3mepeHui noBTOPAEMOCTH T BocnpoussogumocTtu R

MaccoBass pgona Hepac-
TBOPUMOTO ocTaTka OT10,2p805.0 0.4 1.1 1,0

7.13.6 TllpoBepka NpMemMaeMocTn pesynbTaToB U3MepeHuii

7.13.6.1 MpoBepka NpUeMIeMOCT pe3ynbTaToB M3MEePEHUN, NONMYyYEHHbIX B YC/IOBUAX NOBTOPSAEMOCTH

MpoBepky NpMemMnemMocTn pesynbTatoB M3MEpPeHWin MaccoBOl A0/M HePacTBOPMMOro ocTatka B npe-
naparte, MOMyYeHHbIX B YC/MOBMAX MOBTOpsieMocTU (N = 2), NpoBOAAT B COOTBETCTBUM C TpeboBaHWAMM
FOCT NCO 5725-6 (nogpasgen 5.2).

Pe3ynbTatbl M3MepeHuii cunTaloTcs NpUeMIeMbIMU NpY YCI0BUM

1* 3:11- * 3:21 (28)

roe X31 n X32 — 3HayeHns AByX napasisiesibHbIX onpefesieHnii MaccoBoi A0/IM HepPacTBOPMMOrO OocTaTka,
nosly4eHHble B YyC/I0BUAX NOBTOPAEMOCTU. %;
r — npegen NoBTOPSAEMOCTH, 3HAYEHNe KOTOPoro npueeaeHo B Tabnuue 10, %.

Ecnu ycnosue (28) He BbINOSIHAETCS, TO NPOBOAAT NOBTOPHbIE N3MEPEHNS 1 NPOBEPKY MPUEMIEMOCTH
pe3ynbTaToB U3MEPEHWIA B YC/IOBUSIX NMOBTOPSIEMOCTI B COOTBETCTBMU ¢ TpeboBaHusmum TOCT NCO 5725-6
(nogpasgen 5.2).

Mpn NOBTOPHOM MpPEBbLILLEHNN YKa3aHHOTO 3HAYEHUA BbIACHAOT NPUYMHbI, NPUBOASALLME K HEY[0BIETBO-
puUTenibHbLIM pesyfbTatam aHaim3a.
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7.13.6.2 MpoBepka NpUeMNeMOCTN pe3ynbTaToB U3MEPEHWiA, NOMYYEHHbIX B YC/TIOBMAX BOCMPOW3BOAM-
MOCTH

MpoBepky NpuemaeMocTy pe3ynbTaToB M3MePEeHN A MaccoBO A0/IM HEPACTBOPUMOTO OCTaTKa, NosyyeH-
HbIX B YC/TOBMAX BOCMPOU3BOAMMOCTH (T = 2). NPOBOAAT B COOTBETCTBUM C TpebosaHuamu FOCT NCO 5725-6
(noppasgen 5.3).

Pe3ynbTatbl M3MepeHWii, BbIMOMHEHHbIX B YC/I0BUAX BOCMPOM3BOAMMOCTU, CUNTAIOTCA NPUEMIEMbIMU,
€C/N BbINOHAETCA yC/oBue

1*3;3-*3:41SR. (29)

rae X33 u X34 — 3HaueHus ABYX napasiiesibHbiX OnpeaesieHnii MaccoBoi 40N HEPACTBOPUMOIO OCTaTKa,
MNoslyyeHHble B YCMIOBUSIX BOCMIPOU3BOAMUMOCTH. %;
R — npefen BOCNPOU3BOAMMOCTU, 3HAYeHMe KOTOpOoro npueeseHo o Taénuue 10, %.

7.14 OnpepeneHne [0 MOIOKOCBEPTbIBalOLW el akTUBHOCTU CBUHOTO MencuHa
oT 06Lleii MONOKOCBepThIBaOLLE/ aKTUBHOCTM NpenapaTa

7.14.1 CywHocTb MeToAa

MeTof OCHOBaH Ha OLEHKe MHaKTMBaLMM CBMHOTO nencuHa B 6ydepHOM pacTBOpe akTUBHON KUCOT-
HocTbto 7,00 eg. pH v cpaBHEHMM MPOAO/IKMUTENTbLHOCTUM CBEPTbIBAHMSA MOJIOYHOTO cybcTpata GydiepHbIM 1
BOJHbIM pacTBopamy UCMbITyeMoro npenapara.

7.14.2 CpefcTBa M3MepeHus, BcnomoratenibHoe o6opygoBaHue, nocyaa, Matepuasbsl U peakTuBbl

AHanusaTtopbl noteHumometpuyeckne no NOCT 19881, Tuna |. ¢ npegenamu foOMyckaemMoro 3HayeHus
OCHOBHOW abCcoMTHON norpelHocT npeobpasoBaTens He 6onee +0,05 eq. pH.

Becbl HeaBTOMaTuyeckoro aeicteusa no FOCT OIML R 76-1 ¢ npegenamu fonyckaemMoi abconoTHOW
norpewHocTy *0.02 r.

Becbl yTBEpX/EHHOro TUNa, NPOBEpPeHHbIe B YCTAHOB/IEHHOM NOpsiZKe, ¢ Npejenamu fonyckaemoi ab-
COJTIIOTHOI norpewHocTy 0.2 Mr.

YnbTpatepmocTathl, 06ecneumBatoLme nogaepxaHune temnepatypsl (35,0 £ 0,5) °C n (46,0 £ 0.5) °C.

Mnutka anektpuyeckas no FOCT 14919 ¢ perynaTopomM MOLLHOCTU Harpesa.

XonoannbHWK 6bITOBOI anekTpuyecknii no FOCT 26678.

Yacbl MexaHnyeckune ¢ curHanbHbIM ycTpolicTBom no MOCT 3145.

CekyHaomep.

TepmomeTpbl XUAKOCTHble cTeknAHHble no FOCT 28498 ¢ gnana3oHoMm u3MepeHus ot 0 go 100 °C u
npegenamu gonyckaemori norpewHocTy +0,5 °C n +1 °C.

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

Kon6bl mepHble 1(2}-100 (K000)-1(2) no FOCT 1770.

Kon6bl KH-2-100(250)-34(50) TXC no FOCT 25336.

Munetkn 1(2)-1(2}-1{5. 10. 50) no FOCT 29227.

CrtakaHbl B-1-50(100. 250.1000) TXC no NOCT 25336.

CrakaHuvkn ans B3selwmsaHnsa CH-34/12(45/13, 60/14) no FOCT 25336.

Lnnmuapsl 1-100 (1000}-2 no FOCT 1770.

Manoukn cTeknsaHHbIE.

LLinatenn metannuyeckue unu nnacTMaccosble.

Boga guctunnuposaHHasa no FOCT 6709.

Kucnota numoHHas moHorugpart no FOCT 3652.

Hatpwuii hocchopHokuUcbIn aBy3amelleHHbliin no FTOCT 11773.

Cy6cTpaT MOJIOYHBIA.

JlonyckaeTca npyMeHeHve apyrux cpeicTB M3MepeHusl, BCnoMmoraTesibHoro o6opyfoBaHus, He ycTyna-
IOLLMX BblleyKa3aHHbIM N0 METPOSIOTMYECKM N TEXHUYECKUM XapakTepucTnkam n obecneumBaroLLnx Heoob-
XOAUMYI0 TOYHOCTb U3MEPEHUS, a TakKe peakTMBOB 1 MaTepuasnoB Mo KavyecTBY He XyXe BbllleyKa3aHHbIX.

Bce ncnonb3yemble peakTuBbl A0/HKHbI UMETb KBAIUMUKALMIO «XUMUYECKN YUCTbI» UM «YUCTbIN ANA
aHanunsa».

7.14.3 MoparoToBka K BbIMO/THEHUIO M3MepeHuii

7.14.3.1 MpuroToBNEHNE KUMSYEHOWN AUCTUNNNPOBAHHOR BOAbI

MpuroToBNEHNE KNNSAYEHON ANCTUNMPOBAaHHON Bogbl — no 7.5.3.1.

7.14.3.2 TpuroToBfeHNe pacTBopa SIMMOHHOW KUCNOTbl MOMISAPHON KOHUeHTpauun ¢ (CBH807 H20) =
= 0.1 monb/gm3
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PacTBOp NMMOHHOW KMCNOTLI TOTOBAT B COOTBETCTBUM C TpeboBaHuamu TOCT 4919.2.

21.014 I MOHOrMgparta IMMOHHO KUCNOTbl BHOCSAT B MEPHYH KOGy BMECTUMOCTbIO 1 AM3, pacTBopsOT
B BOAe, A0BOAAT 06beM pacTsopa [0 MeTKU BOAON 1 TaTe/IbHO NepemMeLLnBaltoT.

PacTtBop xpaHAaT npu Temnepatype (5 £ 1) °C He 6onee 10 cyT.

7.14.3.3 NpuroToBnieHne pacTeopa ABy3aMOLLEHHOro hoCOPHOKUCIOrO HAaTPUSA MOJIIPHOI KOHLLEHTpa-
uum ¢ (Na2HPO,j 2H20) = 0.2 monb/gm3

PactBop paBy3amelenHoro ¢OCKOPHOKMUCIONO HaTpus FOTOBAT B COOTBETCTBMM C TpeboBaHUSAMMN
FOCT 4919.2.

36.500 r gBy3amelLeHHOro DOCHOPHOKMCIIOTO HATPUSI BHOCAT B MEPHYI0 K016y BMECTUMOCTbIO 1 M3,
pacTBOpAIOT B BOAE, AOBOAAT 06beM pacTBopa 0 METKM U TLaTeNbHO NepeMeLlnBatoT.

PacTtBop xpaHAT He 60n1ee 10 cyT.

7.14.3.4 MpwurotosneHne docdar-uuTpaTHoro 6ydepHoro pacTeopa akTUBHOWM KMcioTHOCTL0 7.00 eq. pH

docchaT-uuTpaTHbI 6ythepHbli pacTBOp roTOBAT B COOTBETCTBMK C TpeboBaHusimu FOCT 4919.2.

35.3 CcM3 pacTBopa JIMMOHHOI KucnoTel no 7.14.3.2 n 164.7 cM3 pacTBopa ABy3amelyeHHoro gpocdop-
HOKMCNOro HaTpus no 7.14.3.3 cmewnBatoT B Konbe nam ctakaHe BMecTUMocTbio 250 cm3.

PacTtBop xpaHaT npu Temnepatype (5 £ 1) °C He 6onee 10 cyT.

7.14.3.5 MpuroToB/sieHNe pacTBopa MOJI0YHOro cybeTpara

MpurotoBneHne pacteopa MosI04Horo cybetpara — no 7.5.3.2.

7.14.3.6 MNpuroToBaeHNe BOAHOIO pacTeopa UCMbITYEMOro npenapara

B aByx cTakaHuukax B3selwwmsatot no 1.0 r ucnuiTyemoro npenapara. MNMpenapart pacTsopsAoT B 10—15 cm3
BoAbl TemnepaTypoii (35 + 1) °C. PacTBOopbl NEPeHOCAT B MepHble ko/16bl BMecTumocTbio 100 cm3. CTakaH-
UnKkn Tprxabl 06MbiBatoT 10—15 cm3 Bogbl Temnepatypoit (35 £ 1) °C. CMbIBbl 06EAVHSAIOT C OCHOBHLIMYU
pacTsopamu. PacTBopbl TWATeNbHO NepemeluvBatloT, NoMeLlalT B y/ibTparepmocTaT U BblAEpXUBaloT npu
Temnepatype (35.0 £0.5) °C B TeyeHune 5 MvH. neprognyeckn nepemelunsas. Mo ncrevyeHnn ykasaHHoro spe-
MEHW pacTBOPbI OXNaxaloT A0 TemnepaTypbl (20 + 1) °C. 06beM JOBOASAT [0 METKU BOLOV 1 NepeMeLLnBatoT.
[anee pactBopbl Npenapata NePeHOCAT B KOHUYeckue Konbbl BMeCTUMOCTbI0 100 cm3.

7.14.3.7 MpuroTtoBneHne 6ydgepHoro pacTteopa UCMNbITyeEMOro npenapara

MpurotoBnexHne 6ydepHOro pacTeopa MCNbITyeMOro npenapara NpPoBOASAT aHanornyHo 7.14.3.6 ¢ Toii
pasHuLeil, 4To ANS pacTBOPEHUs mpenapaTta UCNosb3yloT BMeCTO BoAbl hocdart-LuTpaTHblil 6ycepHblii pac-
TBOp no 7.14.3.4.

7.14.4 TNMpoBepeHne N3MepeHunit

7.14.4.1 B Ba cTakaHa BMeCTUMOCTb 250 CM3 C MOMELLLEHHBLIMU B HUX CTEK/IAHHLIMU NasioykaMn BHO-
cAT no 100 cm3 pacTBopa MOIOYHOro cybcTpara, KoTopble MOMELLAlT B yabTparepMocTar npy Temnepartype
(35 + 1) °C. CTtakaHbl BblaepXxuBatloT B TepMmocTaTe He MeHee 10 MuH. Npy 3TOM YpOBEHb BOAbI B y/ibTpaTtep-
MocTaTe JO/KeH ObiTb He HUXe YPOBHA MOJIOYHOrO cybecTparta B CTakaHax.

7.14.4.2 B gBa CTakaHa C paCTBOPOM MOJIOYHOrO cyb6cTpara, NoMeLLeHHble B Y/IbTpaTepMOoCTaT. BHOCAT
no 1 cmM3 BOAHOro pacteopa npenaparta He nosxe, Yem yepes 20 MUH Mocne Havyana pacTBOPEHUA UCMbITY-
emoro npenapara. ocne BHeceHus pacTBopa npenapara BKIHOYalT CEKYHAOMEp, COAepXuMoe CTakaHoB
TuwiatenbHO nepemeLuvBaloT B TeveHne 3—5 c.

7.14.4.3 Tocne neprvoAnyeckoro nepemMeLlBaHna CTEKNAHHOM Nanoykoi ¢ nHTepBasiom B 1—2 ¢ pac-
TBOP MOJIOYHOrO cybcTpara OCTOPOXHO HAHOCAT Ha CTEHKU cTakaHa. [pu NosBNeHUN X/10NbEB B CTEKAOLLEM
C/I0e MOJIOYHOrO cy6cTparta CeKyHAOMEepPoM PMKCHPYIOT Bpems nx obpasosBaHus. MNpoAo/IKUTENBHOCTb CBEp-
TbiBAHUA OTCUUTLIBAIOT C MOMEHTa BHECEHUA pacTBopa npenapara [0 NosAB/IEHUSA X/I0MNbEB.

7.14.4.4 \3amepeHre NpoLoMKNTENbHOCTY CBEPTbLIBAHNA pacTBOpa MOJIOYHOro cybeTparta noj fAeiicTBu-
em dhocaT-unTpatHoro 6ydepHoro pacrsopa VMCcnbITyemMoro npenapara NpoBoAAT B COOTBETCTBUN C 7.14.4.2
n7.14.4.3.

7.14.5 O6paboTka pe3ynbTaToB N3MEPEHUI

7.145.1 [lono MonokocBepTbiBalLLEl aKTVBHOCTM CBMHOTO NencuMHa oT 06LLeil MOMOKOCBEPThIBAKOLLE
aKTUBHOCTU B UCMbITyeMOM npenapate D7. %. BbIUMCNAOT No hopmyse

(30)

roe /9 — npoAo/KMTENIbHOCTb CBEPTLIBAHUS pacTBOpa MOJIOYHOTO cybcTpara BOAHbLIM pacTBOPOM UCMbITye-
MOro npenaparta, C;
/10 — nNpoJo/MKUTENBHOCTb CBEPTbLIBAHUSA pacTBOpa MOJIOYHOMO cyb6cTpaTa 6yepHbIM pacTBOPOM UCTbI-
Tyemoro npenapara, C.
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BbluncneHne [40/M MOJIOKOCBEPThIBAKOLLEN aKTUBHOCTM CBMHOIO MencuHa oT o6Lieli MosIoKocBepTbiBa-
0L el aKTUBHOCTM NPOBOASAT A0 BTOPOro leCATUYHOIO 3HaKa C Noc/eAyoLM OKpYT1eHeM A0 NepPBOro 3Haka
nocse 3ansToi.

3a OKOHYaTeSbHbI pe3ynbTaT U3MepeHuli 4o/ MOJIOKOCBEPTbIBALWLE aKTUBHOCTM CBUHOTO NEMNCK-
Ha OT 06Leli MO/TOKOCBEPTLIBAKLLEN aKTUBHOCT NPUHUMAlOT cpeaHeapndMeTnyeckoe AByX napasiesbHbixX
onpeAeneHunii, BbINO/THEHHbIX B YCMIOBUSAX NOBTOPAEMOCTH, €C/IM BbINOJSIHAETCA ycnoBue npuemsiemoctu (32).

7.14.5.2 KOHTPO/b TOYHOCTU U3MEPEHUIA

XapakTepuCTUK/ NOTPELLHOCTN U NPELM3NOHHOCTY NpY AOBEpPUTENbHOM BeposiTHocTM P = 0.95 npuBe-
AeHbl B Tabnuue 11.

Tabnuua 1
B npoueHTax

TouyHOCTb

OvanasoH Mpepen Mpepen o
HaumeHoBaHue nokasatens o (rpaHuubl abcontoTHoO
namepeHun nootopAaemMocTu r BOCnNpon3soAMMOCTH ™
norpewHocTun) 17
[lons MONOKOCBBpTbIBalOLLE
aKTUBHOCTW CBUHOIO NencuHa
oT o6ueit mMonoko6epTbiBa-
loLwei akTMBHOCTU npenapaTta Ot 1.5 80 100.0 12.0 29.5 23.2

7.14.6 TlpoBepka NpMeMIeMOCTN pe3ynbTaToB U3MepPEeHUit

7.14.6.1 lMpoBepka NpMemMIemMocTy pe3ynbTaToB U3MEPEHUIA, NOMYYEHHbIX B YC/TOBUAX NOBTOPSAEMOCTU

MpoBepky NpMemMsIeMOCT pesynbTaToB M3MEPEHWUI A0/ MOMOKOCBEPTbIBAKOLLEli aKTUBHOCTU CBUHOIO
nencuHa ot o6Leli MOMIOKOCBEPTLIBAKOLLEl aKTUBHOCTM B NpenapaTe, No/lyYeHHbIX B YC/I0BUSIX NOBTOPSAEMO-
CTW (N = 2). NpoBOAAT B COOTBETCTBUM C TpeboBaHuamu FOCT UCO 5725-6 (nogpasgen 5.2).

Pe3ynbTatbl U3MepeHuii cunTatoTcsa npuemMaeMbIMy Npu yCiosum

|071-0 72| Sr* 3D
rae D7., n D72 — 3HaveHus ABYX napannefibHbix onpeaesieHns A0/ MOJIOKOCBEPTbIBAKLWEH akTUBHOCTM
CBMHOrO nencuHa oT o6Leil MOOKOCBBPTbIBAKLLEN aKTMBHOCTY B nNpenapaTe, NoOny4veH-
Hble B YC/TIOBUAX MOBTOPAEMOCTU. %;
r — npegen noBTOPSEMOCTH, 3HAYEHMEe KOTOPOro npueeaeHo B Tabnuue 11, %.

Ecnu ycnosue (31) He BbINOSIHAETCA, TO NPOBOAAT NOBTOPHbIE U3MEPEHUA U NPOBEPKY NPUEMIEMOCTHU
pe3ynbTaTtoB U3MEPEHWI B YCNIOBUSAX NMOBTOPSEMOCTU B COOTBETCTBUM C TpeboBaHusamu MOCT NCO 5725-6
(noppasgen 5.2).

Mpy NOBTOPHOM MpPEBbILLEHUN YKA3aHHOTO 3HAYEHNS BbISACHAIOT NPUYMHLI, NPUBOAALLME K HEY0BNETBO-
pUTENbHBLIM pesysibTatam aHaninsa.

7.14.6.2 MpoBepka NPUEMSIEMOCTN pe3y/ibTaToB M3MePEHUi, NOMYyYEHHbIX B YC/I0BUAX BOCNPOW3BOAN-
MOCTH

MpoBepky NpMemMsIeMOCT pe3ynbTaToB M3MEPEeHU A0/ MOMOKOCBEPTbIBAKOLEeli aKTUBHOCTU CBUHOIO
nencuHa oT o6LLeil MOMoKOCBEPTbIBatOLLEl aKTMBHOCTU, NOJTyYEHHbIE B YC/I0BMSIX BOCMPOM3BOAMMOCTU (T = 2),
nNpoBOAAT B COOTBETCTBUM € TpeboBaHusaMu FOCT NCO 5725-6 (nogpasnen 5.3).

Pe3ynbTatbl U3MepeHuii, BbINOIHEHHbIE B YC/IOBUSAX BOCMPOU3BOAMMOCTM, CUMTAIOTCA MPUEMIEMbIMY,

€C/1N BbINOJIHAETCA ycioBue
173" | @

rae 0731 074 — 3HaueHus ABYX napannefibHblX onpefeneHns 407N MOIOKOCBEPTbIBaOLWEed akTUBHOCTW
CBUWHOrO nerncuHa oT obLeil MOIOKOCBEPTbIBAOLEN akTUBHOCTU, NOSyYEHHbIE B YCIOBUSX
BOCMPOU3BOANMOCTN. %;
R — npegen BoCnpov3BOAVMOCTM, 3HAYEHME KOTOPOro npueegeHo B Tabnuue 11. %.

7.15 OnpegeneHne Mukpobumonornyeckux nokasarenen

7.15.1 OT60p NPO6 Npenapartos, NOArOTOBKA WX K aHa/m3y, obLme npasuia MUKPOOUONOTMYECKUX UC-
cnepoBaHuii — no FOCT 26669. TOCT 26670.

7.15.2 OnpegeneHune KomyecTsa Me3onsibHbIX aapobHbIX 1 hakyIbTaTUBHO-aHA3POO6HbLIX MUKpOOpra-
H1U3moB (KMA®AHM) nposogat no FOCT 10444.15.
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7.15.3 Onpegenexune 6akTepuii rpynnbl KUWeYHbIX nanovyek — no FOCT 31747.

7.15.4 OnpepeneHne 6aktepuin Buga E. coli— no TOCT 30726.

7.15.5 OnpegeneHvie naToOreHHbIX MWKPOOPraHM3MOB, B TOM uucrie Gaktepuii poga Salmonella, —
no FOCT 31659.

7.15.6 OnpepeneHne KonmyecTBa CynbuTpeayLnpyLWwmnx knoctpuanii — no FOCT 29185.

7.16 OnpepaeneHe TOKCUYHbIX 3/IEMEHTOB

7.16.1 MoprotoBka Npob Ana onpefeneHns TOKCUYHbIX anemeHToB — no FOCT 26929.
7.16.2 OnpefeneHne TOKCUYHbIX 3/1IEMEHTOB:

- MbiwbsAka — no NOCT 26930, NOCT 30178. NOCT 30538. TOCT 31628;

- cBuHUa — no NOCT 26932. TOCT 30178. TOCT 30538.

8 TpaHcnopTMpoBaHWe M XpaHeHUe

8.1 MpenapaTbl TPAHCNOPTUPYIOT BCEMU BUAAMU TpaHcnopTa B U30TEPMUYECKUX TPAHCMOPTHLIX Cpef-
CTBax B COOTBETCTBMM C Mpasuiamyn NepeBOo30K rpy30B, AeCTBYIOWUMY Ha TPAHCNOPTe COOTBETCTBYHOLLENO
BUAA.

[JonyckaeTtca TpaHcnopTUpoBaHue U/Wimn xpaHeHve npenaparos Npu Heperympyembix yCoBUsx He 60-
nee 15 cyr.

8.2 MNpenapaTbl XpaHAT B yNakoBaHHOM BuAe B CyXOM, 3allMLIEHHOM OT cBeTa MOMELLEHNUN Npu Tem-
nepartype He Bbile 10 °C 1 OTHOCUTE/ILHOW BNAXHOCTU Bo3ayxa He 6onee 75 %. He fonyckaeTca xpaHeHue
npenapaToB B HEMOCPeACTBEHHON 6/1M30CTN OT OTONUTENbHBIX W HarpeBaTe/lbHbIX YCTPOWCTB M NPpU6GOPOB.

8.3 MNpenapaTbl BO BCKPbITOW yNakoBKe XpaHAT He 6onee 5 cyT B CyxOM, 3alyuLLEeHHOM OT CBeTa MecTe
npu Temnepatype (17 + 3) °C 1 0THOCUTE/IbHO BNaXXHOCTW Bo3ayxa He 6osnee 75 %.

8.4 Cpok rogHOCTN NpenapaToB ycTaHaBNMBaET N3roTOBUTE/b B 3aBUCHMOCTY OT 0COBEHHOCTEeN TeXHo-
IOrMYecKoro npouecca U3roToB/IeHNs, NPUMEHSEMbIX YNaKoOBOUYHbIX MaTepuasio, YC/I0BUA XpaHEHNS.

8.5 PekomeHayeMmblii CPOK FOAHOCTYM CbiYY)XXHOTO (hepMeHTa, NENCUHOB AN1A HENOCPEACTBEHHOrO Npume-
HeHusA B cbipogenun — 12 mec. AN NPou3BOACTBa KOMMJIEKCHbLIX NpenapaTos — 4 Mec € AaTtbl U3rOTOBNEHUS.

Vcnonb3oBaHve CblbyXXHOro )OpMeHTa 1 NencuHoB 415 NMPOM3BOACTBA KOMMJIEKCHbIX Mpenapartos no-
cne 4 Mec XpaHeHus He fonyckaeTcs.

8.6 PekomeHayeMblii CPOK FO4HOCTY KOMMIEKCHBIX NpenapaTos B Cbipogenun — 8 Mec.

9 YcnoBus npumeHeHus

9.1 MpenapaTtbl MOryT BbI3blBaTb aslylepruyeckme peakuuu, No3ToMy npy U3roTOB/IEHWU U UCMONb30Ba-
HVUM Heob6XoaMMOo M3beraTb NonagaHusa Ux B rnasa u gpixaTesibHble NyTu.

9.2 B cnyyae nonafaHusi npenapara Ha CM3nCTy0 060/104Ky r1a3 U AblXaTesibHbIX NyTei Heo6xoau-
MO NPOMbITH FN1a3a 1 NPONosIocKaTb ropsi0 BOAOW WU PacTBOPOM NUTLEBOI COAbl MAcCOBOI KOHLEHTpauuei
50 r/gm3.

9.3 Ha Bcex TEXHOMOMMUYECKUX CTaAnAX Npyu NPoU3BOACTBE NpenapaTtoB cneayeTt UCnosib3oBaTb 3 ek-
TUBHYI0 NMPUTOYHO-BLITSKHYIO BEHTUNSALMIO.
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Tpeb6oBaHNsi K KOHTPO/IbHbLIM 06BpasLam

A.1 KOHTponbHble 06pasLbl CbIYYXXHOro (hepMeHTa U roBAXbero NencuHa, ucnosibdyemMsle Npu onpegeneHnmn obuei
MO/I0KOC3€epThiBalOLW el aKTUBHOCTU 1 01N MONTOKOCBEPThIBaLWEW aKTUBHOCTM XMMO3UHA OT 061 el MO/TOKOCBEPThLIBAD -
weii akTUBHOCTK nNpenapaToB No 7.5— 7.7, A0/KHbl COOTBETCTBOBATH CNEAYIOWNM Tpe6GoBaHUSAM.

A.2 KOHTpONbHbI 06pasel CblYyXHOTo pepmeHTa

Mo opraHoNenTUYecKUM N U3NKO-XUMUYECKUM MOKA3aTENsIM KOHTPO/IbHbI 06pasel CbiuyXHOTo pepMeHTa 40~

XEH COOTBETCTBOBATb TPE6GOBAHUAM, U3/TOXEHHbIM B Tabnuue A.1.
Tab6bnunua Al

HanmeHoBaHue XapakTepucTuku n nokasartens
BHewHnit Bug,
Liset

3anax

O6was MonokocBepTbiBalolWas akTUBHOCTb KOHTPOJIbHOTO 06pas-
La Cbl4yXHOro pepmeHTa No cBepTbiBaHWIO MOJIOYHOTO cy6CcTpaTta,
yen. ep./r

[lona monokocBepTbiBalOLWeEN akTUBHOCTU XMMO3UHA OT o6Lwei mo-
NOKOCBepThIBaKLWER aKTUBHOCTU KOHTPO/IbHOTO 06pasLia CblYYXHOTo
thepmeHTa. %. He MeHee

A.3 KOHTpONbHbI 06pa3el roBsAXbero nencuHa

XapaKkTepucTuka U 3HayeHune nokasaTtens
OAHOPOAHBIA NnopoLok
CBeTN0-XenTblil N cBeTNo-cepblii

Cneunduyecknii, CBONCTBEHHbIV XXNBOTHbIM
npoteasam

100 000 + 5000

85

Mo opraHonenTuyeckum u q)VI3VIKO-XVIMVI‘-IeCKVIM nokasarensam KOHTpOﬂbeIﬁ 06pa3eu, ropaXbero nencuHa AoskKeH

COOTBETCTBOBATb TPEGOBAHUAM, N3/TOXEHHbLIM B Tabnuue A.2.
Tabnuua A.2

HaumeHoBaHue xapaKTepucTuku n nokasartens
BHewWwHWii Bug,
LiseT

3anax

O6uwas MonokocBepThiBalWas akTUBHOCTb KOHTPO/bHOrO o6pas-
La roBsXbero nencuHa no CBepTbiBaHUK MOJIOYHOTO cy6ecTparta,
yen. en.Ir

[lona monokocBepTbiBalLWed akTUBHOCTU XMMO3WHA OT o6Lwei mo-
NOKOCBepPThIBaKLWENR aKTUBHOCTWN KOHTPO/IbHOTO 06pasiia roBsixbero
nencuHa. %. He 6onee

XapaKTepucTuka U 3HauyeHune nokasarensa
OAHOPOAHbIV NOPOLLOK
CBeTN0-XenTblil Ui cBeTNo-cepblit

Cneundunyecknii, CBOMCTBEHHbIV XUBOTHbLIM
npoTeasam

100 000 £5000

15
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MpunoxeHue b
(cnpaBou4HOE)

Tpo6oBaHUs K KOMNbIOTEPHOI Nporpamme

B.1 ®yHKUMOHaNbHble Tpeb60oBaHNA K Nnporpamme

B5.1.1 YnpaBneHue 403aTOPOM peareHToB

Mporpamma fonxHa ob6ecneynBaTb Nojadvyy KOMaHj Ha WNPULEBON [03aTOP M OTCNEXUBaTb UX BbiNoNHeHne. Ko-
MaHAbl. MojaBaemMble Ha 403aTop, AO0/KHbI 06ecneynBaTb BbI6GOP XMAKOCTHbIX KaHanoB go3aTopa, BbIGOp ynpaBaseMoro
wnpuya, MHAMBUAYaNbHO ANSA KAXAOTO WNpuua 3agaBatb 06beM 1M CKOPOCTb UX 3an0fIHeHUsA, 06beM N CKOPOCTb UX OMNo-
pOXHeHMA. KaxAbiM U3 Wnpuuyes caeayeT ynpasnsTh He3aBUCKUMO.

NHdopmauma o cocToaHMM go3aTopa J0/KHa BblfaBaTbCA Ha AUCNNell KOMNbloTepa B Npouecce M3MepeHus.

B.1.2 KoHTponb TemnepaTypbl peakyuu

Mporpamma Ao0XHa KOHTPONMPOBATbL TeMnepaTypy TEPMOKIOBETHI C TOYHOCTbI0 +0.2 °C 1 oTo6paxartb Temnepary-
py Ha gucnnee KkomnbloTEpPA.

B5.1.3 OT60p faHHbIX C hoTOMETpa

Mporpamma B pexume peasibHOro BpeMeHu fosxHa obecneunBaTthb:

- oT60p C MHTepBanom BpemeHu (0,110 + 0.001) ¢ UM poBbLIX AaHHbIX (3HAYEHUI ONTUYECKO NNOTHOCTK) ¢ hoTO-
MeTpa c norpewHocTbio +0.0005 eAnMHNL, ONTUYECKOW NNOTHOCTK;

- yncneHHoe gudepeHynpoBaHme No BpeMeHU 3HaYeHN i ONTUYECKOR NNOTHOCTK;

- oTo6paxeHne BO BpEMEHUN 3HAYEHNIA ONTUYECKOR NNOTHOCTW 1 3HAYEHUI BTOPON NPON3BOAHOV ONTUYECKOW NA0T-
HOCTU N0 BPEMEHW Ha gucnaee KOMNblOTEpPa;

- 3anoMuHaHue B 6ase flaHHbIX NHOPMaLMK 0 3HAYEHUAX ONTUYECKON NIOTHOCTU (KMHETUYECKME KPpUBbIE);

- onpejeneHue MOMeHTa npekpauieHus oT6opa AaHHbIX C poTOMeTpa ANA Tekylwei peakuun (No Kputeputo fo-
CTVXEHNA MOMEHTa CMeHbl 3HaKa BTOPOI NPON3BOAHON ONTUYECKON NNOTHOCTN BO BPEMEHMU).

B.1.4 Bbl4nCNeHNe KNHEeTUYEeCKUX NapaMeTpoB Tekyl| el KNHeTUYeCKoW KpuBOii

Mporpamma gosxHa obecneunsartb:

- yncneHHoe AudppepeHynpoBaHne MaccuBa 3HaYeHWUn ONTUYECKOW MNOTHOCTW Tekyleih KUHEeTUYECKOW KpuBOW
(nocTpoeHne KPpMBON M3MEHEHUA BTOPOI NPOWU3BOAHOW 3aBUCHMMOCTM ONTUYECKON NNOTHOCTM pacTBOpa MOJIOYHOro cy6-
cTparta no BpemMeHu) AN KOHTPOIbHbIX 06pa3L,0B CbliYY)XXHOT0 (hepMeHTa 1 roBsXXbero NencuHa u ucnbiTyemMmoro npenapara;

- crnaxueaHue MeTOAOM HaWMeHblIWX KBagpatoB (C Lenblo ycTpaHeHMa WwymoB) auddepeHynansHoi kpusoii B
06/1aCTU CMEHbI €€ 3HakKa:

- onpepjeneHne MOMeHTa BpeMEeHN CMeHbl 3HakKa Aud depeHunanbHOR KpUBOI, NPUHUMAEMOro 3a BpeMs JOCTUXe-
HUA MaKCUMMasibHOW CKOpPOCTK pocTa ONTUYECKO NOTHOCTK pacTBOpa MOJIOYHOTO cy6eTpaTa;

- oTo6paxeHue rpaduyeckoli MHopmaynm o matemMaTnyeckon o6paboTke KUHETUHECKNX N And depeHLnanbHblX
KPUBbIX Ha fUCN/iee KoMNbloTepa;

- 3anNoMuHaHue 3HayeHunit BpeMeHU JOCTUXKEHUA MaKCMMasnbHOW CKOPOCTU pocTa ONTUYECKON NIOTHOCTM pacTeopa
MONI0YHOro cy6cTpaTa B 6a3e faHHbiX N 0To6paxeHne nx B Buae 1abnuubl Ha Aucnsiee KomnbloTepa;

- BblYNC/IEHWE OTHOLWEHNIi BPEMEHUN AOCTUXKEHNS MaKCMMasbHOW CKOPOCTU pocTa OnTUYeckoi nnoTtHocTu K,.
K2, K3 pacTBopoB Mon04HOro cy6ctpata Ne 1 ¢ akTMBHOM KMcNoTHOCTbo 6.50 en. pH n Ne 2 ¢ aKTUBHOW KUCNOTHO-
cTbio 5.50 ef. pH nog geiicTBuem mcnbiTyemMoro npenapara, KOHTPOIbHbIX 06pa3L0B Cbl4YXHOTO (hepMeHTa U roBsSXbero
nencuHa, noctynneHne ux B 6asy gaHHbIX N 0To6paxeHne pesynbTaToB UX U3MeEpPeHUs B BUAE AnarpaMmbl Ha gucnnee
KOoMMbloTepa.

5.1.5 MocTpoeHne ypaBHEeHUs ANA OnNpefeneHns 40N MOJIOKOCBEPTbIBalOWEen akTUBHOCTM XMMO3MHa OT obuiel
MOJIOKOCBEpPTbIBalOL e akTUBHOCTU Npenapara

Mporpamma fgonxHa obecneunBaTb BbiBOJ ypaBHeHusa perpeccun (b.1). nOCTPOEHHOr0 MeTOA0M HauMEHbLUX
KBapaToB Mo 3afaHHbIM 3HAYEHWAM [JOSN MOJIOKOCBEPTbIBAKOLW e aKTUBHOCTU XMMO3UWHa OT 06l el MmonokocBepTbiBa-
louieli akTUBHOCTU KOHTPO/NIbHOTO o6pasua Cbl4yXHOro hepmeHTa, KOHTPONbLHOrO o6pasLua roBsXbLero nencuHa u n3me-
PEHHbIX BE/IMYNH OTHOWEHUA BPEMEHUN JOCTUXEHUA MaKCMMasbHOW CKOPOCTWN pocTa ONTUYECKON NNOTHOCTU pacTBOPOB
MOJI0O4HOro cy6cTpara

y = b, +b2x + 63x2. 6.1

MpumeuvaHune — KBajgpaTuyHble YeHbl MPUMEHSAIOT, ecnu ANnsa KanVIGpOBKVI MCNosib3yKT CMEeCb pacTBoOpoB
KOHTPO/IbHbIX 06pa3LL0B rOBSXbEro NenNCMHa 1 Cbl4yXHOro dhepmMeHTa ¢ 06bEMHbIM COOTHOWeEeHNEM 1:1.
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Mporpamma foxHa BbluMCAsTb DgANS CMecu pacTBOPOB KOHTPOJIbHbLIX 06Pa3L0B rOBSXbEro NencuHa u CblivyxHo-
ro chepMeHTa C 06bEMHbLIM COOTHOWEHNEM 1:1 no chopmyne

(6.2)

raoe A2 — o6uias MOIOKOCBepTbIBalOLWas akTUBHOCTb KOHTPONIbHOTO 06pasLa Cblvy)XHoro pepmeHnTa, yen. ea./r;
Mm% — macca KOHTPONbHOro o6pasLa Cbl4y)XHOro hepmeHTa, r;
D2 — ponsi MonokocBepTbiBatlol el akTUBHOCTU XMMO3WHA OT 06l el MONOKOCBEPTbIBatloW el akTUBHOCTU B KOH-
TPONbHOM 06pasue CbiuyXHOro dhepmeHTa. %:
A3 — obuan MoNoKOCBEPTbIBalOLW At aKTUBHOCTb KOHTPO/IbHOTO 06pasLua roBsXbero nencuHa, yen. ea./r.
T4 — macca KOHTPO/IbHOTO o6pasua roBsxbero nencuHa, r;
D3 — gona monokoceepThiBalOlWell akTUBHOCTN XMMO3MHA OT o6Llieli MONOKOCBepThiBalLWel akTUBHOCTU B KOH-
TponbHOM o6pasLe roBsxbero nencuHa. %.
B.1.6 BbluncneHve gonu MoSIOKOCBEpPThIBaOLW el aKTUBHOCTN XMMO3MHA OT 06LLeli MOSIOKOCBEPThLIBAKOLWEN aKTUB-
HOCTU B UCMbITYyEeMbIX Npenaparax
Mporpamma gonxHa o6ecneynBaTtb BblUMC/IEHWE A/ UCNbITYEMbIX NpenapaToB L0/ MOSIOKOCBEPThIBAOLWENR ak-
TUBHOCTU XMMO3MHA OT 06w el MOMIOKOCBEPTbIBAKOLWE aKTUBHOCTI UCMbBITYEMOro NnpenapaTa B COOTBETCTBUN C ypaBHEHN-
aMu B.1 1 B.2 1 3HAYEHNAMU OTHOLWEHNA BPEeMEHMN JOCTMXEHUA MaKCUManbHOW CKOPOCTWN pocTa ONTUYECKOR MAOTHOCTK
(6.1.4).
B5.1.7 BbluucneHve o6l el MosokocBepThiBalOWeli akTUBHOCTM UCMbITYEeMOro npenaparta
Mporpamma AgomkHa o6ecneynBaTtb BblYMCNEHUE 3HAYEHUI o6LLeli MONOKOCBEPThIBalOLWeER akTUBHOCTU UCNbITYe-
moro npenapata A4, yen. ea./r, no oopmyne

M,aA-At (63)
ﬂ* *%
rae /,, — BpeMsA AOCTMXEHWUS MakCUManbHOW CKOPOCTU pocTa ONTUYECKOW NNOTHOCTN pacTBopa MOJIOYHOro cy6cTparta

aKTUBHOW KMCNOTHOCTbIO 6,50 ef. pH noA feicTBueM KOHTPONbHOrO o6pasua Cbl4yXHOTo hepmeHTa, C;
T7 — Macca HaBecku UCNbITYeMOro npenapara, r;
/12 — BpeMs AOCTUXEHUA MaKCMManbHOW CKOPOCTW pocTa ONTUYeCKOW NAOTHOCTW pacTBopa MOJIOYHOro cy6ecTparta
aKTMBHOI KMCNOTHOCTbIO 6.50 ea. pH nog feicTBueM ncnbliTyemoro npenapara, c.
B5.1.8 OTo6paxeHune pe3ynbTaTtoB N3MepeHusa
Mporpamma gonxHa ob6ecneuynBaTb 0TOGpaxXeHne OKOHYATENbHbIX PE3yNbTAaTOB WU3MEpPeHuil (4aty u Bpems ucnbl-
TaHuii. wndp akcnepumeHTa, pasMmelieHme Bceil MHhopmauum 06 akcnepnmeHTe B 6a3e faHHbIX, HEOO6XOAUMbIE KOMMEH-
Tapuu).

5.2 OpraHu3ayumnsa paboTbl nporpaMmbl

Pa6oTta nporpamMmmbl f0/XHa 6GbITb OpraHn3oBaHa UCXOASA U3 CMEAYOLWMUX MPUHLUMNOB.

5.2.1 Bce pacyeTbl, nepeyncsieHHble B JaHHOM NPUI0XEeHUN, criefyeT BbINOJIHATL B PEXUME peasibHOro BpeMeHu
(3a Bpemsi meHee 0.1 c). Kpome TOro, nporpamma Ao/KHa y0BNeTBOPATbL Tpe6GOBaHUAM OnepaynoHHOl cucTemsl, o6e-
cneynBawlLein paboTy B pexvmmMe MHOro3afa4yHocTu.

B5.2.2 Mporpamma agonxHa o6ecneunBaTb BbIBOA Ha gucnnei Tekyuweil nHopmauumn, a takke nigopmauuu, 3a-
Tpe6oBaHHO oNepaTopoMm B /1060 MOMEHT Kak Mo TeKyLWeMy 3KCNepuMeHTY, Tak U N0 yXe BbINOSIHEHHbIM UCNbITAHUAM
(13 6a3bl AaHHbIX).

5.2.3 Pa6oTy nporpamMmmbl cnefyet cCTPOUTb HAa OCHOBE WHTepPnpeTupoBaHus (BbIMOHEHUS) BbIGPAHHOTO oneparto-
pPOM MCMbITAHWUA, COCTAB/IEHHOTO HA OCHOBE NEpeYncneHns HacTpanBaeMbix nog Tpebyemble 3agaun MakpokoMaHs.

B5.2.4 MNporpammMa Ao/kHa o6ecneynBaTb NPUMMEHeHNe NOCTABAEMbIX C NPOrpaMMoii pekoMeHAyeMblx 6ubnuoTek
cueHapueB, a TaKkke NpeAoCcTaB/iATb BO3MOXHOCTb COCTABNEHUS MHANBUAYaNbHbIX 6UGNNMOTEK cueHapueB. [na cocTas-
NeHUsA NHAMBUAYaNbHbIX 6UGNMOTEK CLEeHapueB NporpamMma Ao/xHa UMeTb cneLuanm3upoBaHHbiil pegakTop, o6ecneun-
BaloLWnii HACTPOIKY MakpokoMaHsg,.

5.2.5 NHTepdeiic nporpammbl go/mkeH o6ecneynBaTb B pexumMe guanora Boi6op onepaTtopom Tpebyemoro cueHa-
pua 13 6ubNNOTEKN CLLeHapNEB U BBOJL UCXOA4HOW nHopmaymu.
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YK 637.146.21:006.354 MKC 67.120.99 OKmnA 10.13.15.199

KnioueBble crnoBa: npenapartbl MOSIOKOCBEPTbIBaOLLME (DEPMEHTHbIE XMBOTHOTO MPOVCXOXAEHUS CyXue, Tep-
MWHbI 1 OonpeAeneHns, knaccudukaums, TexHnyeckne TpeboBaHWs, XapakTepucTUkK, nokasaTenun, MoJsoKo-
CBepTbiBatoLLas akTMBHOCTb, Ai0/1 MOJIOKOCBEPTbIBAIOLLE aKTUBHOCTM OT 06LLeli MOIOKOCBEPTbIBAIOLLEN aK-
TUBHOCTU. CbIYYXHbIA (PePMEHT, roBSXKMIA NEMNCUH, KYPUHBIA NENCUH, KOMM/IEKCHbIe npenaparbl, Tpe6oBaHus K
CbIpblo, MapKMpOBKa, ynakoBka, Npasuia NpUemkun, MeToabl KOHTPONS, TPAHCNOPTUPOBaHNE U XpaHeHue
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