AJIbOA-AMUIA3A PRESTIGE 24i

PRESTIGE 24i LQ AMYLASE

Kar. N2: 4-255 Harta sunycky iHcTpykyii: 10-2023

OCHOBOW _ipy _[IPOBEAEHHI _aHa/By € opuriHan [HCTPYKUI
I AHIJIIVICEKOIO MOBOI, BK/IAAEHOI B Habip. Homep | gara Bepcii’
‘\

OPUIIHATY Ta NePERIA[Y IHCTPYKLII MOBUHHI CTIBA3AATH.

MPU3HAYEHHA

[liarHocTnyHUIA Habip ANA BM3HAUYeHHs aKTUBHOCTI O-aminasw, NpusHaveHumn
NA BUKOPWUCTaHHA B aBTOMAaTWYHUX aHanizaTopax: Prestige 24i, Biolis 24i,
Prestige 24i Premium, Biolis 24i Premium Ta Biolis 30i.

PeareHTV NOBWHHI BUKOPWUCTOBYBATUCA nuWe ANA [AiarHOCTUKW /n Vitro
KBanipikoBaHUM NabopaTOPHMM MEPCOHANIOM, JME 3a MPU3HAYEHHAM, 3a
BiAMNOBIAHVX 1A6OPATOPHMX YMOB.

BCTYN

a-aminasa - XapuyoBuil GEPMEHT, WO CEeKPeTYETbCA CAMHHUMU 3ano3amu i
NiAWNYHKOBOI 3a103010. Y HeBENMKMX KiNbKOCTAX BOHA NMPUCYTHA TakoX B
CKeNeTHNX M'A3aX, XXUPOBIl TKaHWHI i dannonieBnx Tpybax. PiBeHb a-aminasm
BMMIPIOIOTb B OCHOBHOMY NpW NaToNoriax NigLWayHKOBOI 3ano3u. [igsuweHHA
AKTUBHOCTI O-amifnasn xapakTepHO TakoX ANA 3anajibHUX NpoLueciB YepeBHOI
NOPOXHUHM a60 CJIMHHUX 3aJ103.

nNPUHUMN METOAY

2-xnop-4-HitpodeHrin-a-manbtoTpiosa (CNPG3) € npammm cybcTpatom anAa
BM3HAUYEHHA aKTUBHOCTI O-aminasu, i He BUMAara€ MpPUCYTHOCTI JOMOMIXHUX
depmeHTiB.

10 CNP-G3 M; 9 CNP + CNP-G2 + 9 maltotriose + glucose

LBnpakictb yTBOpEeHHA 2-xnop-4-HiTpodeHiny, BumipaHa Ha 405 HM (nm),
NpAMO NponopLiHa akTMBHOCTI a-aminasu.

PEATEHTU
Cknap Habopy
Kar. N2 4-255 Kar. N2 4-455
(24 no3wuuii) (36 no3unuin)
1-PeareHt 4 x 60 mn (ml) 10 x 25 ma (ml)

PeareHT npu Temnepatypi 2-8 °C (°C) 36epirae cTabinbHicTb NPOTArom yCboro
TepMiHY NPWAATHOCTI, 3a3HaYeHOro Ha ynakoBUi. PeareHT Ha 60pTy
aHanizaTtopa npu Temnepatypi 2-10 °C (°C) cTabinbHwuii: Prestige 24i - 8 TUXKHIB,
Biolis 24i Premium - 12 TuxHiB, Biolis 30i — 12 TuxHiB.

KoHueHTpauii B aHanisi

Bydep MES

aueTar KanbLito

rigpokcng Kanito

TioumnaHar Kanito
2-xnop-4-HiTpodeHin-a-manbToTPUO3NA
KoHcepBaHT, cTabinizatop

< 120 mmonb/n (mmol/l)
< 7 mmonb/n (mmol/I)

< 40 mmonb/n (mmol/I)

< 1100 mmonb/n (mmol/l)
< 2 mmonb/n (mmol/I)

3acTepexeHHs i NPUMITKN

. 3axuwaTy Bi NPAMMX COHAYHUX MPOMEHIB.

. YHuKaT MikpobionoriyHoro 3abpyAHEHHA peareHTy Mmikpodnopoto, a
TaKoX 0-aMinasoto, AKa MiCTUTbCA Y CAMHI Ta NoToBKX BuAineHHax! CnvHa
i NiT MicTATb a-aminasy. He ninetynte poToMm, yHUKalTe KOHTAKTY LWKipy 3
peareHTOM, 3pa3kamu, HaKOHeUYHWKamu, KioBeTamn. OO6OB'A3KOBO
BUKOPUCTOBYINTE aBTOMATUYHI NiNeTKu Ta 1abopaTopHi pyKaBUYKM.

. 3BepTaTnCA JO NacnopTy 6e3neKkn Ana oTpUMaHHA feTanbHol iHpopmauii
wopao 6e3neyHoro 36epiraHHaA Ta BUKOPUCTaHHSA NPOAYKTY.

L] 1-PeareHT BignoBigae KpwuTepiam Knacudikauii  BignosigHoO  Oo
PernamenTy (€C) N2 1272/2008.

YBara!
H319 Buknnkae cepino3He nogpasHeHHA oYe.
P280 OpAratm 3axuCHi PyKaBUYKWU/3aXMCHUIN OAAr/3axucTt

oyeln/3axncT obamyus.

P305+P351+P338 MNP NOTPAMJIAHHI B O4l: O6epexxHO npomMnTy BOAOO

llepexnanay ARgpivi Toukiwa

NPOTArOM AeKiNbKOX XBUINH. 3HATU KOHTAKTHI NiH3W, AKLLO BOHW HaABHi i e
nerko 3po6utu. MpoaoBKyBaTu NPOMVBaHHS.

BIOJIOTIYHUIA MATEPIAN

CupoBatka abo nnasma, 3ibpaHi Ha renapuHi, BinbHi Big remonisy, ceva.

He Bukopuctosynte aHtukoarynautu: EATA, umtpaTy Ta okcanatu, OCKifibKu
BOHW NPUFHIYYIOTb aKTUBHICTb aminasu.

CupoBaTKy/nnasmy mMoxkHa 36epirati npoTarom 7 gHiB npu Temnepatypi 15-25
°C (°C) abo NpoTArom ogHOro MicAusa npw Temnepatypi 2-8 °C (°C) 7.

Ceuy MOXHa 36epirati npoTArom 2 gHis npu Temnepatypi 15-25 °C (°C) abo 10
AHiB npy Temnepatypi 2-8 °C (°C)°. Aminasa gyxe HecTiiika B KMCNin cedi.
MNepep 36epiraHHaAM Bigperyntoiite pH npubnusHo fo 7.0.

TyM He MeHLU, PEKOMEHAYETbCSA MPOBOANTUN JOCHIIKEHHSA Ha CBi>KO3i6paHOMY
6ionoriyuHomy maTepiani!

NPOLEEAYPA BU3HAYEHHA

1-PeareHT rotoBMiN O BUKOPUCTAHHA.

Momicttn 1-PeareHT B OCHOBHY NO3ULiit0 B TPMMaYi peareHTiB.
[nA 6naHk-peareHTa peKOMeHIY€ETbCA AeioHi30BaHa BoAa.

PEQEPEHCHI BEJINYUHW®

CupoBatka/nnasma O/n (U/1) MKKaT/n (pkat/l)
20-104 0.34-1.77

ceua O/n (U/) MKKaT/n (pkat/l)
32-641 0.54-10.90

PekomeHayeTbcA AniA KOXHOI nabopaTopii BCTaHOBUTW CBOI BAAacHi HOpMU,
XapakTepHi AnAa 06CTeXXyBaHOrO KOHTUHIEHTY.

KOHTPOJIb AKOCTI

[InA BHYTPILIHbOrO KOHTPOSIIO AKOCTi PEKOMEHAYETbCA BUKOPMCTOBYBATH TaKi
KOHTPONi ANA KOXHOT NapTii 3paskKis:

CORMAY SERUM HN (Kat. N2 5-172) i CORMAY SERUM HP (KaT. N2 5-173) npwu
DOCNifXKEeHHI CMPOBATKW,

CORMAY URINE CONTROL PIBEHb 1 (Kat. N¢ 5-161) i PIBEHb 2 (Kat. N¢ 5-162)
npu JOCNIIXKEHHAX Cevi.

Ina kanibpyBaHHA CUCTeM aBTOMaTUYHUX aHani3aTopiB PeKOMeHAYeTbCA
CORMAY MULTICALIBRATOR PIBEHb 1 (KaT. N2 5-174; 5-176) Ta PIBEHb 2 (Kar.
Ne 5-175; 5-177).

Kani6pysanbHy KpuBy cnif cKnagaTty KoxHi 8 TuxHiB (Prestige 24i, Biolis 24i
Premium) a6o 12 tnxHis (Biolis 30i), npu KOXHiiA 3MiHi NapTii peareHTy abo,
AKWO pe3ynbTaTh KOHTPOM AKOCTI He noTpannsioTb B pedepeHTHUi
nOianasoH.

POBOU4I XAPAKTEPUCTUKU

Lii  meTponoriyHi xapaktepuctkum O6ynM OTpuMaHi 3a AOMNOMOrolo
aBTOMaTUYHOro aHanizatopa Biolis 30i. Y BuMnagKy npoBefeHHA aHanisy Ha
iHWOoMy aHani3aTopi abo BPYUYHY OTPUMAHI pe3ynbTaT MOXYTb BiAPI3HATUCA.

. LoB (Mexxa 6naHky):
1.1 O/n (U/1) (0.018 mkkat/n (pkat/l))

] LoD (Me>xa BusiBNeHHs):
1.7 O/n (U/I) (0.028 mkkat/n (pkat/l))

. LoQ (KinbKicHa meXa BUABNIeHHA):
4.5 O/n (U/1) (0.075 mkkat/n (pkat/l))

. JlinilHicTb:
1o 2300 O/n (U/1) (38.3 mkkaT/n (ukat/l))

. CneundiuHicTb/IHTepdepeHuin
lemorno6iH go 2.5 r/pn (g/dl), ackop6at go 62 mr/n (mg/l), 6inipy6iH go
20 mr/gn (mg/dl) Ta Tpurniuepuam go 1000 mr/an (mg/dl) He BnnMBaloThL
Ha pe3ynbTaTi BU3HAYEHb.

. TOYHicTb

MoBToploBaHicTb CepepHe SD cv

(mix cepiamun) n =20 [O/n (U/1)] [O/n (U/I)] [%]

PiBeHb 1 70.4 0.97 1.38

PiBeHb 2 433.7 3.96 0.91

BiaTBOpIOBaHICTD CepepHe SD v

(mixx gHaMK) n = 80 [O/n (U/1)] [O/n (U/I)] [%]

PiBeHb 1 69.2 2.88 4.2

PiBeHb 2 440.0 14.70 3.3
L] MopiBHAHHA MeToAIB

MopiBHAHHA pe3ynbTaTiB BU3HAaUYEHHs aminasn oTpumaHux Ha Biolis 30i (y) i Ha




BS-800 (x) 3 BuKOpWCTaHHAM 60 3pa3KiB CcMpOBaTKM [ano HaCTyMHi
pesynbTaTti:

y =1.0142 x - 5.8464 O/n (U/l);

R=0.999 (R - koediuieHT Kopenauii)

MopiBHAHHA pe3ynbTaTiB BU3HAUYEHHA aminasn oTpumaHux Ha Biolis 30i (y) i Ha
BS-800 (x) 3 BUKOpUCTaHHAM 62 3pa3KiB ceyi ano HacTymnHi pe3ynbTaTn:
y=1.0214 x-7.6945 O/n (U/l);

R=1.000 (R - KoediuieHT kopenswii)

YTUNI3ALIA BIAXOAIB
BianoBiaHo oo micueBnx BUMOT.

JIITEPATYPA

1. Winn-Deen E.S., David M., Sigler G., Chavez R.: Clin. Chem., 34/10, 2005-
2008 (1988).

2.  Bertholf R.L, Winn-Deen E.S., Bruns D.E.: Clin. Chem., 34/4, 754-757
(1988).

3. Genzyme's New Direct Amylase Technology. Update data. Genzyme
Diagnostic (1992-1993).

4.  Direct Amylase Technology CNPG3. Summary Document July 1997.
Genzyme Diagnostic.

5. Burtis C.A.,, Ashwood E.R.: Tietz Textbook of Clinical Chemistry, 3nd Ed.,
W.B. Saunders Company, Philadelphia, 1999, p. 696.

6. Kaplan L.A., Pesce AlJ.: Clinical Chemistry. Theory, analysis and
correlation 3nd Ed., The C. V. Mosby Company, St. Louis 1996, p.568.

7.  Tietz N.W., ed. Clinical Guide to Laboratory Tests, 3rd ed. Philadelphia,
PA: WB Saunders, 46-8 (1995).

8. Alan H.B. Wu: Tietz Clinical Guide to Laboratory Tests, 4th ed. WB
Saunders, 100-102, (2006).

9. Hohenwallner W, Hagele EO, Scholer A et al. Ber Oster Ges Klin Chem
1983;6:101-112.

ADANTAUIA: Tabnuyi gus. B opurinani iHCTpYKLil.
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