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TTHU HA; L=HA N U; C:

Amylase Liquid Stable

Bo6 dung cu chan doan in vitro

Phuwong phap CNP-G3

Ma SAP M3 san pham Kich thwéc dong goi

109741517 AMY-901 R1 5x22mL

Muc dich str dung

Thudc thtr dung dé dinh lwvgng hoat do Alpha Amylase trong huyét
thanh, huyét twong hoac nuwéc ti€u clia nguoi, dac biét dé st
dung trén may phan tich AUTOPAK™. Chi dling dé ch&n doéan in
vitro.

Y nghia Iam sang

Cac xét nghiém vé hoat dd cla amylase trong huyét thanh dwogc
thwe hién dé chan doan cac bénh clia tuyén tuy va dé khao sat
chlrc nang tuyén tuy. Cac xét nghiém nay ciling c6 gia tri trong
viéc phat hién sy phat trién cla cac bién chirng nhw viém nang
gid va tran dich mang phdi sau viém tuy cap. Tang hoat do
amylase dwoc quan sat thdy trong cac trudng hop quai bi, phiu
thuat ham mat va cac bénh dwong mat nhw viém tdi mat va ton
thuong tuyén nuéc bot.

Nguyén ly
Chéat nén CNP-G3 (2-chloro-4-nitrophenyl-a-maltotrioside) dwoc
thay phan tryc ti€p bai a-amylase dé tao ra CNP. Sv gia téang do
hap thu & buéc séng 405 nm ty Ié thuan véi hoat do alpha-
amylase trong mau.

Amylase
5 CNP-G3—®»3CNP + 2CNP-G2 + 3 Maltotriose + 2 Glucose
CNP = 2-Chloro-4-nitrophenol
CNP-G2 = 2-Chloro-4nitrophenyl-a-maltoside

Thanh phan thudc thir

Dung dich dém MES, pH 6,15
Natri clorua

Canxi clorua

Chét hoat héa (Kali Thiocyanate)
CNP-G3

Quan ly chat thai
Viéc thai bo tat ca cac vat liéu thai phai phu hop véi cac yéu cau
cula dia phuwong va phap luat.

Chuén bi thudc thir

Thuéc thtr sén sang dé sir dung khi dugc dat & vi tri twong ting
trén may phan tich. Cac lo c6 ma vach d& may phan tich
AUTOPAK™ ty ddng nhan dang.

Hanh déng khéc phuc

Thubc thir khong nén dwgc st dung:

* Khi chiing khong thé hién do tuyén tinh dwoc yéu cau hodc cac
gia tri kiém chudn ndm ngoai pham vi chdp nhan dwoc sau khi
hiéu chuan lai.

* Khi quan sat thay thuéc thir d6i mau.

* Sau khi ti€p xtc lau véi anh ndng hoic nhiét dé cao.

Bao quan va db 6n dinh ctia thudc thir
Thudc thir khi dwoc bdo quan & 2°C - 8°C sé on dinh cho dén han
st dung ghi trén nhan.

D6 6n dinh trén hé théng

Sau khi duwgc mé& va bdo quan trong khay thudc thtr duoc lam
lanh clia may phan tich AUTOPAK™ (Bg 6n dinh clia thudc thir
trén hé thong), thubc thir s& 6n dinh dén 28 ngay.

Thu thap, Ivu trir va 6n dinh mau

Khéng sir dung cac mau da bj tan mau hodc bj tap nhiém nang.
Huyét thanh la loai mau dwoc wu tién. Cling cé thé sir dung huyét
twong duoc chdng dong bang lithium heparin.

Quy trinh xét nghiém
To thoéng tin 'ng dung sé dwoc cung cép theo yéu cau. Vui long
lién hé véi dai dién clia Siemens.

Hiéu chuén

May phan tich AUTOPAK™ s& ty dong thurc hién phép do tréng
thudc thir 7 ngay mot 1an va hiéu chuén lai sau mdi 14 ngay. Viéc
hiéu chuan cling nén dwoc lap lai khi str dung mot 16 thudc thir
m&i, sau khi thurc hién bdo duwdng I&n trén may phan tich, sau khi
mot bd phan quan trong dwoc thay thé hoadc khi cac gia tri ki€m
chuén c6 su thay déi dang ké.

Chulng t6i khuyén nghi s&¢r dung AUTOPAK™ Multi Calibrator
(REF: 2021, ma SAP 109612203).

Truy xuat ngudn gbc
Phuwong phap nay c6 thé truy nguyén tir phép do thd cong theo
cong thirc cta IFCC (Schumann, 2006).

Tinh toan két qua

Hé théng tu dong tinh toan va bao céao két qua dwa trén cac phép
do d6 hdp thu cla mau thir trong qué trinh xét nghiém va cla
(cac) chat hiéu chuan tlr qua trinh hiéu chuan.

Kiém chuan

DE dam bao kiém chuén day du, ching t6i khuyén nghi sr dung
huyét thanh kiém chudn (Binh thwdrng + Bat thudng) véi mbi 16
xét nghiém. M&i phong thi nghiém nén thiét 1ap pham vi chdp nhan
duwoc cla riéng minh. Can céng nhan rang viéc st dung vat liéu
ki€ém chuén sé kiém tra ca chirc néng cula thiét bi va thudc thir.

Néu céc gia tri kifm chudn nadm ngoai cac gidi han quy dinh thi

mdi tiéu chi dwdi day can dugc kiém tra chéo va hiéu chinh.

* Cai dat ding chirc nang cla thiét bi - bwdc song, kiEém soat
ngudn sang va nhiét do.

* Pd sach cltia kim hat mau va cuvet.

* Nhiém khu&n cla nuéc rira dwoc thiét bi str dung.

* Han str dung cla bd dung cu thudc thir.

Vat liéu can dung nhwng khéng duoc cung cép
May phan tich héa hoc hoac loai tvong dwong, Micropipet, Chat
hiéu chuén, Vat liéu kiém chuén.

Pac tinh hiéu nang

Do tuyén tinh 900U/L
Gi¢i han phat hién thap nhat  5U/L
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D6 chum:
n m %CV
Do chum trong mot .
lan chay Mtrc 1 20 91,9 1,06
Mtrc 2 20 506 1,0
n m %CV
g chum gilra cac Mrc 1 48 81,6 0,89
lan chay
Mdrc 2 48 471.4 1,37

Do twvong quan:

Mot phép so sanh da duoc thwe hién gitra thudc thir AUTOPAK™
trén APK 300 (U/T) v&i thu6c th&r Dimension trén may phan tich
Dimension RXL max (So sanh). Két qua nhu sau.

Hé sé twong quan r? = 0,991

Hoi quy tuyén tinh: y = 1,083x - 0,9469

Giai thich két qua

K&t qua thu dworc trong diéu kién dwoc kiEm soat va cé thé khac
véi phong thi nghiém clia ban do nhitng khac biét vé phong thi
nghiém, mai trerng, thubc thir va xt¥ ly mau, tinh trang thiét bi,
v.v. Phong thi nghiém can dam bao nhitng khac biét quan sat
duwoc trong két qua thu dwoc khdng tac dong bat lgi dén viéc ra
quyét dinh diéu tri.

D{ liéu vé nhiéu: )

Axit ascorbic: Khong c6 nhiéu dang ké Ién dén 40 mg/dL (400
mg/L)

Glucose: Khéng c6 nhi~§u dang ké 1én dén 600 mg/dL (6,0 g/L)
Bilirubin: Khong c6 nhieu dang ké Ién dén 36 mg/dL (360 mg/L)
Hemoglobin: Khong c6 nhiéu dang ké Ién dén 145 mg/dL (1,45
g/L) .

Lipid: Khéng c6 nhiéu dang ké 1én dén 1000 mg/dL (10,0 g/L)

Gia tri tham chiéu

Amylase
Huyét thanh/Huyét trong <90 U/L (37°C)
Nworce tiéu Lén dén 469 U/L (37°C)

Thw muc va tai liéu tham khao
Winn-Deen, E.S., David, H. Sigler E. and Chavez R., Clin.
Chem., 34,10, (1988), 2005.

Ky hiéu dugc st dung trén nhén

REF

wi~EBE>fE

Thiét bi y t€ chan doan in vitro
Ma san pham

S6 16

Bién phap phong ngtra
Hwéng dan str dung

Dia chi nha san xuat

Gidi han nhiét do

Ngay san xuét

Ngay hét han

Siemens Healthcare

‘ Private Limited
E 14 & 15, Manjusar GIDC, Savli,
Vadodara - 391776, Gujarat, AN O
S6 dién thoai mi&n phi: 1-800-419-7478
Email: servicehealthcare.in@siemens.com
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Chi dé str dung b&i Phong thi nghiém Y té€ / Bénh ly hoc / Lam sang.
Néu c6 thic mac/deé xuat/khiéu nai, vui long lién hé véi Quan ly San
pham theo théng tin chi tiét dwoc dé cap.


mailto:servicehealthcare.in@siemens.com

Tudi tho theo nghién cdu dé 6n dinh: 17 thang

DE biét ngay hét han, xem trén nhan san pham.

Co s@ san xuat

Siemens Healthcare Private Limited
E 14 & 15, Manjusar GIDC, Savli,
Vadodara - 391776, 9925028097,
Gujarat, AN DO

Cha sé hivu sdn pham

u Siemens Healthcare Private Limited
E 14 & 15, Manjusar GIDC, Savli,
Vadodara - 391776, 9925028097,
Gujarat, AN DO
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