RAND®OX C€

HUONG DAN SU DUNG

RANBUT
(Thuoc thir xét nghiém dinh lwgng D-3 Hydroxybutyrate)
Tén trén véo hop: RANBUT

M3 code san phim + Péng goi: RB 1007 Rla. Buffer 1 x 105 ml
Enzyme/Coenzy

R1b. me 10 x 10 ml

CAL Standard 1x55ml

RB 1008 Rla. Buffer 10 x 50 ml
Enzyme/Coenzy

R1b. me 10 x 50 ml

CAL Standard 1x55ml

PE BIET THEM CHI TIET VE SAN PHAM, VUI LONG THAM KHAO TAI LIEU BQ SAN PHAM
MUC PICH SU DUNG

Ranbut dugc thiét ké dé dinh lugng invitro hoat dong D-3-Hydroxybutyrate trong huyét thanh va huyét
tuong. San phim nay phu hop dé sir dung trén cac thiét bj A bao gdm Rx Daytona va Rx Imola

MAU
Huyét thanh, huyét twong chéng dong bang heparin hoic EDTA.

CAC BUOC THU'C HIEN VA PQ ON PINH

R1la. Buffer

On dinh cho dén ngay hét han néu duogc lwu trit 6 +2 dén + 8 ° C.

R1b. Enzyme/Coenzyme

Cat. No. RB 1007

Hoan nguyén 1 lo R1b v6i 10 ml Buffer R1a. On dinh trong 24h ¢ +15 dén +25°C hodc 7 ngay ¢ +2 dén
+8°C.

Cat. No. RB 1008

Hoan nguyén 1 1o R1b v6i mot phén Buffer R1a sau d6 do toan bd vao chai Rla, xtic rira nhiéu 1an.
On dinh dugc 24h & +15 téi +25°C hodc 7 ngay & +2 dén +8°C.

CAL Standard (1 mmol/l)

Sén sang str dung ngay. 6n dinh t&i hét han khi duoc bao quan & +2 dén +8°C.

R1 = Enzyme/Coenzyme

R2 = None

VAT LIEU PUQC CUNG CAP
Buffer

Enzyme/Coenzyme

Standard

VAT LIEU YEU CAU NHUNG KHONG PUQC CUNG CAP
Randox Assayed Multisera Level 2 (Cat. No. HN 1530) va Level 3 (Cat. No. HE 1532)
Randox Calibration Serum - RANBUT - RB 1007 / RB 1008
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Rx Daytona cai dat

Status | | Tirme and Date[2003/10/24 8:54:23

Run Monitor {F5) Chemistry Prm(F6) | Calibration (F7) | Qc (F8) | System Parameters| Maintenance |
Chemistry Parameters
I R1 ReagentMame |RANBUT volume [ 180 uL
Method o -
N RGBT — R2 | © Disable  r Enaple |
Print Name [ RANBLT Reagent Name [ Volume [ 20 uL
Unit Wk OLIL -
Assay Type Erd = Wash & Disable ¢ Enable | Reagent Name |
Measuring Points 1 I Disable Stat |2 Reagent Type IWash :I'
End [2 Diluent | # Disable ¢ Enable | Reagent Name |
2 Start |3 Decimal Points m
Wave Length End |8 Mormal Range  (Male) IO = |O
Prirn. |S4O vl Sec. I Disable |415 M {Female) [0 - HE
Extension :
Sampling Volume | 8 uL {Child) [o - Jo
; - Technical Range (Conc.) [o07 - [z8
Dilon | & Disable ¢ Enable | o PO B
2 uL Diluent [ UL RPTwash (R1) @ Sys Water  C Wash Sol-3 |
Rerun (High) 2 UL (R2) @ Sys Water Wash Sol-3 |
Dilution & Digabl € Enabl
e el | Bottle Yolume R1 L [ 100 mL m[50 mL S [20 L
7 uL Diluent [0 il Rz L[O mL m[0 mL S [0 mlL
Rerun (Low) 18 uL Instrument Factar a [1 b [0
Save ‘ Cancel ‘ Stirring Speed R1 [mid - RZ |Mid =
—
|ndication|Se\ecttest numker {1 to 80). Press space key for the list. ‘ Page: 1.2 ‘

Stat  (F1) Sarmple Stop (F2) ([ Stat {Narm (F3)

Matm  (F4) Chemistry (F9) Calculate (F10) Profile  (F11) Order  (F12)

Status | [ Time and Date[2003/10/24 8:54:59

Run Monitor (F5) | Chemistry Prm{F6) Calibration (F7) | Qc (Fs) | System Parameters| Maintenance |
| Calibration
Method [55
Mame RANBUT
| nthn R} old
Calculation  |Linear -
Conc WDRIK MASTER  Lotho(S) All
51 | o | | |
52 | | | |
53 | | | |
54 | | |
S5 | | |
56 | | | |
7 | | |
Calculate | Cancel |
Change Lot
Indication |Enter concentration for standard sample | Page: 12 ]

Start  (F1) Sample Stop (F2) Stat [ Morm (F3) Alarm (Fd) Calibration (F9) Multi (F11) (F113y,
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Status | [ Time and Date[2003/10/24 8:55:43

Run Monitor {F5) | Chemistry Prm(F6) Calibration {F7) Qc (Fs) | System Parameters| Maintenance |
| Calibration Checks - Sampling Method for Standards
Method 55 Name | RANBUT ® Thillesis
— Limit Checks — Blank measurement
" Disable reagent blank and 51 blank
I Duplicate Limit | 50 mAbsi10

 Enable S1 blank (Factor or Linear)

[~ Sensitivity Limit I 350 | mAbs/10 & Enable reagent blank
I~ Linearity Limit | 30 | % [Daiy = test]

— Reagent blank measurement at calibration

™ Prozone Limit | 0.00 |Upper j  Reagent blank (no sample)
sL1-s | 1 SLIF | 3 & Reagent blank (system water)
sL2-s | 23 SL2-F | 26
SiEms | 250 mAbs/10 ™ Multiplex measurement is the same as standards

— Reagent Elank Limit Checks

I~ Duplicate Limit | 50 mAbs/10

™ Absorbance Limit

Reaction | @ increase € decrease |

Limnit I 25000 mAbsi0

Save | Cancel ‘

Indication | Sampling method for standard (Dup f Trip). |

Calibration (F3) Checks (F10) hulti (F11} (F12)

Start F1) Sample p (F2) Stat F Morm ) Alarm (Fay

Rx Imola cai dat

Status|NOt ready — [Powertn Date Tirme | 03/11/2002 1432 wWakeup Time| Mode|

Run (F5) Parameter (FE) | Calibration (F7) | QcC (F8) | System (F9) | Mainte (F10) | ’E 4|
I Chemistry Parameters

R t R t{ul) Water(ul;
V] m Narme [EANEUT = eagent Mame eagent(ul) ater{ul)

Print Name [RANBUT = [RanEUT =| Jen |
Sample ICnmmnn - 2 I™ Enable I j IZD I
| p—

Assay TypeIEnd 'l
Diluent I Enahls I 'l
Measuring Points Start End izl e m
ecimal Points -
- B Bl

¥ Enable 2 ] [ (R B =l HormaliPangg
Ia. Range Mame Ivlin | S |ﬂ
1 hlale-G1 0.000 0.000
2 Male-G2 0.000 0.000
e Lemg 3 Male-G3 0.000 0.000
Prirn.  |340 - Sec. [ Disahle |415 = 1 Fermale-G1 0.000 0.000 =
] |
il Sampling Sampleful) Diluent(ul) X
Technical Range (Conc.) 0.070 — |2.900
™ Dilution |5 0 [zo [7a (mAbs.A10) -35000 — |35000
Rerun(High/Prozane) Reagent Name
| pilution: |o.0 [z [7e SPT Wash [ Enable | -
ReruniLow
; ; ) Stirting Speed R1 - [Middle =zl R2 [micde =l
™| Dilution |16_D |2_E| |78

™ Copy Save Carncel | Delete | Frint |

Indication IReglster chemistry parameter

TahUR (F11)
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Status|N0t ready — [Poweran Date Time | 14082006 1205 \Aakeup Time| Mode|

Run (F5) Parameter (F6) | Calibration (F7) | ac (Fs) | System (F9) |  Mainte (F10) | [EL |

| Chemistry Parameters

Method [l =] Mame [RANBUT Sample [Cormmaon =l
rLimit Check Blank measurement
Blank i =
™ Duplicate Limit 50 | ank measuremen
IEnahIe reagent blank j
I Sensitivity Limit 350 mAbsi10
: Measurement of Reagent Blank during Run :
[~ Linearity Limit [oo % | (mdshs/10)min
IDalIy j
I™ Prozone Limit I % IUpper j

Reagent blank measurement at calibration

SL1-5 1 a6 = &ldF I2 B IReagent blank (system water) j
zios |3 b — SL2F Ifi T The number of measurement :

Sens 250 maAbss10 ISingIe j

I~ Absorbance Limit Reagent blank limit checks :
Reaction [Increase = ™ Duplicate Limit 50 mbsi10
Limit 25000 mabsf10

[ usem [sopa0 |onyord | o0 | 15 | 31 | ZEUON. jewioy

rInstrument Factor

a |1.00 b |0.00

Save | Canicel

Indicatian ISave settings

T EETTEE T ) TabUP (F11)

Status|N0t ready — [Poweran Date Time | 140872008 1207  \Wakeup Time| Made|
Run (F5) | Paramster (F6) Calibration F7) | oc (Fg) |  systemF | MainteFig) | [EL
=
I Reqgistration Calibration RlotNo [R1) ,— Leen | ?3
Methad i | Mame [RANEUT =2y =
S I C - T
il
armpling uplicate = mASEAD orl =
Check Interval ID days =
Auto IChange Lot j IFuH Calibration j g
Auto Interval I haurs ;
=
Type ILinear j Lot INew j =i
— 7|
Material Mame
Conc WORK MASTER LotMo{S) [ All
[51 |n.000 | [ |
fiw | |
= | | | |
54| | | |
s | | | |
E I I I I | Reagent hlank mAbs/10 Last | |
S7
[57 | | | I | Blank [ | o s |
R I = =1 Blank: I Reagent Blank far =1
Type I ~|  cone |
Save | Cancel | [Pl | Absatbance li mAbsi10 Recalculation

Indication ISEVE changes

EETTEE EETEEE EETTEE ) TabUP (1)
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HIEU CHUAN

NaCl 0,9% doéng vai trd nhu mot chat chuén tring va Randox Calibration Serum Level 3 duoc khuyén nghi ding
dé hiéu chuan. Hiéu chuan 2 diém dugc khuyén nghi khi thay d6i 16/lo thudc thir hodc theo hudng dan ciia quy
trinh kiém soat chat luong

NOI KIEM

Randox Assayed Multisera, Level 2 va Level 3 dugc khuyén nghi dung dé noi kiém hang ngay Vv6i tan suat it nhat
mdt 1an mot ngay. Céc gia tri thu dugc phai nam trong mot pham vi duge xac dinh. Néu cac gia tri ndy nim ngoai
pham vi va 13p lai loai trir 18i, can thyc hién cac budc sau:

1. Kiém tra cai ddt dung cu va ngudn sang.

2. Kiém tra do sach cua tat ca cac thiét bj dang sir dung.

3. Kiém tra nudc, chat giy 6 nhidm tuc 1a sy phat trién ctia vi khuan cé thé 1am két qua khong chinh xéc.

4. Kiém tra nhiét do phan tng.

5. Kiém tra han st dung ctia hoa chét, sinh phém

6. Lién h¢ H5 tro phong xét nghiém Randox, Bic Ireland (028) 94451070.

Céc yéu cau noi kiém phai duoc x4c dinh phu hop véi cac quy dinh ctia chinh pha hodc cac yéu ciu cong nhan.

ANH HUONG
Céc phén tich sau day da dugc kiém tra dén cac mirc d6 sau day va thiy khong gay can trd dén xét nghiém:
Bilirubin 25 mg/dl (Total)
25 mg/dl (Direct)
Haemoglobin 1000 mg/dl
Triglyceride 750 mg/dl
Intralipid® 600 mg/dl

DPAC DPIEM HIEU SUAT CU THE
Dir li€u hiéu suat sau day dugc lay bang may phan tich RX Daytona ¢ 37°C.

TUYEN TiNH

Thir nghiém 14 tuyén tinh giira ndng d6 0,07 dén 2,9 mmol / 1. Trong trudng hop chay lai, d6 tuyén tinh dugc m&
rong dén 11,6 mmol /1.

Néu ndng d6 miu vuot qua gia tri nay, pha loing mau 1 + 2 v6i nudce da duoc chung cit lai va danh gia lai. Nhan
két qua voi 3.

DONHAY
Nong d¢ toi thieu co thé phat hién cua D-3-Hydroxybutyrate dugc xac dinh 1a 0,07 mmol/Il.
PO CHINH XAC

Do chinh xac trong vong chay
Level 1 Level 2 Level 3

Mean 032 1.27 2.41
SD 001 0.01 0.01
CV(%) 2.87 057 0.54
n 20 20 20

D¢ chinh xac gilra cac vong chay

Level 1 Level 2 Level 3

Mean 033 1.29 2.45
) 001 0.01 0.02
CV(%) 322 0.99 0.92

n 20 20 20
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TUONG QUAN
Phuong phap nay (Y) dugc so sanh vdi mdt phuong phap (X) khac c¢é trén thi truong va thu dugc phuong trinh
hoi quy tuyén tinh sau day:
Y =0,98X + 0,03
hé s6 twong quan la r = 1,00
43 mau bénh nhan dugc phan tich c6 gia tri D-3-Hydroxybutyrate trong khoang 0,19 dén 2,83mmol / 1

Luweu y: * Huéng dan hoan nguyén va quy trinh tham khao to quy trinh cho hé théng mdy phan tich cu thé ciia
nha sdan xudt. Moi 16 san xudt c6 thé cé thém hwéng dan riéng ciia nha san xudt cho 16 do.

Dé biét thong tin chi tiét vé san pham va dwoc tro giip, xin lién hé véi nha phdn phoi cia hiing tai Viét Nam:
Cong ty Cé phin Gidi phdp Y té GS

bién thoai: 024.35772266

Email: gsmed.hotrokythuat@gmail.com
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RAND®X

Randox Laboratories Limited, 55 Diamond Road, Crumlin, County Antrim, BT29 4QY, United Kingdom
T +44 (0) 28 9442 2413 F +44 (0) 28 9445 2912 E applications@randox.com | www.randox.com
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