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depMeHTHbIM aHanu3

CpaBHeHUe TecToB ANA onpeaeneHus

NUMOHHOM Kucnotbl Roche u Enzytec™ Liquid
ApT. No. E8230

Roche Enzytec™ Liquid
ApTUKYN 10 139 076 035 E8230
Konnuectso Tectos 36 TectoB (3 x 12 mn) 50 TecToB
MNpuHumn paboTbl TecTa depmeHTaTMBHOE Yd-0npeaeneHne IMMOHHON KUCNOTbI C umuTpaTamnason (CL), L-manatgermaporeHason (L-

MDH) v L-naktataerngaporeHasoit (L-LDH):
LmnTpat — CL —> OkcanoaueTar + auertaT
(Okcanoauetat — Ox-DC/voHbl meTanna —> nupysat + CO,)
Okcanoauetat + HAOQH + H* — L-MDH —> L-manat + HAL?
Mupysat + HAOH + H* — L-LDH —> L-nakrat + HAL®

BbluncneHune pesynbtaTos MeTog, npeacTaBafeT coboit peakLuo KOHeYHOW TOUYKM, Pe3y/ibTaTbl KOTOPOW PACCUUTLIBAOTCA
C Mcnonb3oBaHMeM 3akoHa JlambepTa-bepa (Tabnuua Excel goctynHa no 3anpocy).
Pernctpauma Mertog, 3apervctpuposaH AOAC (CLUA), EN (Espona), IFU/AIIN (dpykTosble coku), I1SO, OIV
(BuHO), § 64 (TepmaHus), SLMB (LLiseiyapus).
PeareHTbl ®nakoH 1 (x3) = 6ydep, L-LDH, L-MDH, R1 = 6ydep, L-MDH, L-LDH, NADH
HAOH (nnodpunwmsar) R2 = 6ydep, CL
®nakoH 2 (x3)= CL (nmodunmsar)
CTrabunbHOCTb Nocne ®nakoH 1 =2 Hegenu Bce peareHTbl }1AKMe, FOTOBbIE K UCMO/b30BAHUIO U
BCKPbITUA dnakoH 2 = 3 Hepenu cTabunbHblE MOCAe BCKPbITUA
KoHTponbHble 0bpasLibl KOHTpO/IbHbIN 06pa3zeL, IMMOHHOMN KUCAOTbI KOHTpOo/IbHbIM 06paseL, A4oCTyneH OTAeNbHO
(dnakoH 3) (MynbTUKUCNOTHBIN CTaHAAPTHbIN HU3KKIA (E8460))
Mpoueaypa aHanusa (] O6paszel, LWaru O6pasel,
(nnm xon.npoba) (nnmn xon.npoba)
®nakoH 1 1.000 mn R1 2.000 mn
O6pasupl (mm Hy0) 0.200 mn O6paszey, (am H0) 0.100 mn
Boga 1.800 mn WHKY6. 3 MUH, u3mepuTb Ag
MHKY6. 5 MUH, n3mepuTb Aq R2 0.500 mn
®nakoH 2 0.020 mn WNHKY6. 15 MUH, u3meputb Ay

WHKY6. 5 MUH, usmeputb Ay

JInHeHOCTb = 0.400 r/n (obpaseu, = 0.100 mn) > 1.0 r/n (o6paseu, = 0.100 mn)
BbluncneHua no Slambepty-bepy:

LoD (v =2.000 mn, AA = 0.020) 1mr/n 1.4 mr/n

LoQ (v =0.5 mn, AA = 0.050) 9 mr/n 9.1 mr/n

PeanbHblie LoD v LoQ 66111 n3mepeHbl Tonbko ans EnzytecTM Liquid E8230 ¢ ucnonbsosaHnem metoga DIN
32645:2008-11 ¢ 06pasyom o6bemom 100 mkn (cootBeTcTBEHHO 15 1 25 Mr/n).
Mpu ysennueHnm obbema obpasua 4o 1000 Ma 311 Npeaesibl 6blnM U3MepPeHbl COOTBETCTBEHHO. NPK 2 Mr/n 1 3 mr/A.
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CpaBHeHMe TecToB A1A onpeaeneHus

NUMOHHOMN Knucnotbl Roche un Enzytec™ Liquid
Apt. No. E8230

OueHKa Enzytec™ Liquid Citric acid (apr. no. £8230)

B cpaBHeHunmn ¢ Roche

a) Mporpamma oueHKuU ana nabopatopum

Mbl npeanaraem cneayoLLyto NPorpammy OLEHKM:

Mpuobpetute oanH Habop Enzytec™ Liguid Citric acid (E8230, 50 TecToB) v 3anycTuTe ero napasie/bHo C
Habopom Roche.

[ns aHanusa Bceraa 3anyckanTe KOHTPOAbHbIN 0bpasel, Enzytec™ Liquid MynbTUKMCAOTAC HUSKUM
copepxaHuem Bellectsa (E8460).

Ecnv BO3MOXKHO, 3anycTuTe Npoby KOHTPOA KayecTBa M paccuuTaiiTe U3BeYeHME.

3anycTuTe cTaHA4apTHble 06pa3Lbl NapananenbHo ¢ ABymsa Habopamu ana 50 TecTos (cpaBHEHME METOA0B).
BbinosHANTe NpobonoAroToBKY TaKKe, KaKk U a5 Habopa Roche, 1 Mcnonb3yiTe oguH U TOT Ke obpasey, A1
oboux TectoB (Mo 100 MKA Kaxablit).

BbinonHANTe ABa aHaM3a O4HOBPEMEHHO, YTO6bI M36eXKaTb NOrpeLwHOCTeN, BbI3BaHHbIX CTabUAbHOCTbIO
06pasua (ocobeHHO AN aueTanbaernaa, YKCyCHOM KUCA0Tbl, aMMMUaKa, aCKOpOMHOBOWM KMCNOTbI, 3TaHOAa U
cynbduUTa, KOTOPble OYEHb HECTABU/IbHbI).

Mo»KHO npoBepuTb 60/bLLE BaNIMAALLMOHHBIX NMOKa3aTesei (Hanpumep, TIMHENHOCTb, MPELM3NOHHOCTb UK
BOCMpPOM3BOANMOCTb), HO A5 3Toro notpebyetca 6oblue Habopos.

b) Pe3ynbTatbl BHYTPEeHHeN oueHKU R-Biopharm

M3BneveHune ctaHgapta Enzytec™ Liquid Multi-acid standard low (E8460)
MN3BneyeHune coctasnaetr 100+ 5 %
MpuMeyaHme: 3To ABASETCA YacTbio cneuundmKaumii Ansa Bcex TecT-Habopos Enzytec™ Liquid u nposepseTtcs ans

KaXK4o0M Nnpon3BeaeHHON NapTuu.
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CpaBHeHMe 3TOro meToZa NpPoBOAMIOCH C KUAKMMU 0bpasLamm (6e3aNKoroNbHble HAaNUTKKU, GPYKTOBbIE COKM U
BWHO). BONIbLUIMHCTBO TOYEK B/IM3KO BbIPOBHEHbBI BAO0/b IMHUM KOppensaumu (y = x). KoadduumeHT Koppenaumm
mexay obommn metogamu coctasua 99,9 %. Koppenauma byaeT BapbMpoBaTbCa B 3aBUCUMOCTM OT
TecTMpyemblix 06pasLos..





