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1. MUC DiCH SU DUNG

HNétnghiém dinh hegng hoat dd Alkaline Phosphatase (ALP)
trong huyét thanh hode huyét nromg.

2. GIOT THIEU CHUNG
a. Chi sir dung cho chin dodn In vifro

b. Chin doin phii dugc thye hign mit cich toin dién bing
cich két hop két qua xét nghigm vai triéu chimg lim
sing vi tham khio ¥ kién bac si chuyén khoa.

c. Viéc sir dung san phiam ndy phai tuin theo hirdmg din sir
dung di kém dé dam bio ket qua chinh xic.

d. Néu sir dung miy phin tich tr dong, vui long doc ki
lurdng din sir dung.

TOM TAT CO BAN

Hoat dgng ciia phosphatase kiém c6 trong gan, xweng, thin,
et non, vi cic oo quan khic eia co the, vit nhau thai trong
thai kv. Trong huyét thanh cia ngudi ldm khoe mgnh, hoat
dong ALP chu véu biit nguon tir gan, phin 1én phin con lai
dén ur khung xwong. bALP duge tgo ra béi nguyén bao
xiromg trong giai dogn tnrémg thinh ma trgn. Chire piang
chinh cia BALP Ii thay phin pyrophosphat vo co (PPi) dé
L0 ra photphat (Pi) dwge sir dyng trong qua trinh hinh thinh
canxi hydroxyapatit. Hoat d6 ALP todn phan ting 1én ré rét
trong bénh Paget va mang lai d nhay va d¢ dic hi¢u lim
sdng cao nhat trong chin dodn vi theo déi PDB. ALP ting
trong cic bénh xwong chuyén héa, bao gom lodng xuong,
nhuyén xwong vi coi xuong, coong cin giap, loan dudng
xuong do thin, vi nhiém doc gidp, va & nhimg ngudi bi
bénh 1o, di cin xwong vi cic roi loan khic véi ting hinh
thanh xwreng. O nhimg bénh nhin bi suy gidam chirc ning
thin, ALP 13 chat chi diém wu tién cho sir luin chuyén
xuremng vi dé thanh thai cia nd khéng phy thude vio mirc lge
ciu thin.

ALP tong duge do dya trén phin ing cia ALP dé loai bo
nhém photphat tir p-nitrophenol photphat khéng mau thinh
san pham cé miu cia p-nitrophenol & pH kiém 10 4. Sy gia
tang dé hap thy & budce song 450 nm 1y ¢ thugn voi hoat do
ALP. Bai vi bALP khong bén nhiét hon ALP cia gan, iy I¢
phin trim hoat déng cua bALP bj mit cao hon vi hoat dong
ALP cia gan nhic¢u hon dwge gitr lai sau khi xir I¥ nhiét ¢

56 - 59°C trong mira gio. Hoat dong cia bALP c6 thé dugce
wde tinh tir sir khic bigt trude va sau khi xar ly bién tinh
nhigt. Tuy nhién, phwrong phip nay da b chi trich vi khong
the sin x1|§1 vil co the thay doi. bALP ciing o the duge ket
tia bai chat ket tia cia mém lia mi {WGA) nhing no khong
the phin tich hodn toan hogt ding cia xwong vi gan o
nhimg bénh nhin mic b¢nh Paget. Boi vi ALP tir cac logi té
bio khic nhau khic nhau vé ham lugng carbohydrate cia
1o, cic xét nghiém mién dich da duoe phat trién dé do bALP
dira trén ham luong carbohydrate cha no. Co mt xét
nghi¢m bALP trén mgt may phin tich xét nghi¢m mién dich
tr dong. Két qua bALP biing xét nghi¢m mién dich cung
cip do nhay vi do diic hidu cho qui trinh tao xwong ¢ao hon
ALP toan phan. Tuy nhién, ching khdng hoan toin diic hi¢u
cho bALP vi ¢d thé bicu hién phan (g chéo 7% - 17% véi
ALP gan. BALP ciing Id mét lua chion & nhimg bénh nhin
khdng bi bénh gan ning.

3, VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nirdie mudi sinh 1y 0.9% hoiic nuée cit pha tiém.
- Micropipet v dyng cy phong thi nghi¢m co ban khic.
- MEASURE Mulii Calibrator vi MEASURE Human Lyo
L-1 va MEASURE Human Lyo L-2
4. THANH PHAN THUOC THU VA CHUAN BI
- Thuoe thir R-1: 2-amino-2-methylpropanol (AMP)
Thuoe thir R-1 sin sing dé sir dung,
- Thude thir R-2: p-nitropheny! phosphate 2Na
Thuoe thir R-2 sin sang dé sir dung,

- Khi dd m& niip, thude thir s& on dinh trong 30 ngay khi bio
quan trén may xet nghigm Hitachi 7180

- Sir dung cho nhiéu dong may xét nghiém 1y ding.

- Chit chuin MEASURE Multi Calibrator (bin riéng): Cho
chinh xic 5.0mL mwdc cit pha tiém vio lo chit chuin
(MEASURE Mulii Calibrator), dé & nhiét do phong 45 phii,
diao nguge 1o chit chudn vii lin cho déu tnrde khi sir dung.
Sau khi hodn nguyén, san phim cé hé sit dyng ngay mi
khéng cin pha lodng,
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- Vit ligu kiem soiat MEASURE Human Lyo L-1 va
MEASURE Human Lyo L-2 (ban riéng): cho chinh xic
5.0mL mrée cit pha tiém viio 1o vit lidu kiém sodt va dé &
nhiét dg phong 45 phit, dao nguge Io vit ligu kiem soat vii
lan cho déu trude khi sir dung. Sau khi hodn nguyén, san
phim c6 the sir dyng ngay mi khong cin pha lodng.

5. CHUAN BI VA BAO QUAN MAU

- H_u;.rél_ thanh: Chér cho dén khi mau dong ty hodn todn, Lay
phan noi phia trén dé lam bénh pham

- Huyét twomg: Xir Iy mau mau bing chit chong déng méu
(Li- heparin va K2 - EDTA). dé }ful trong 3 gidr hodc ly tim
vai Lﬁc dd 2000 vong/phit trong 2 phit; Liy 16p huyét mrong
(phin néi phia trén) diing Lim bénh pham.

- Phiin tich _mﬁu ngay sau khi thu thip. Trong meéme hgp
bao quan mdu 2 - 87C, phin tich trong vong 3 ngdy.

- Sy 6n dinh

o Hoira15-25°C

s dngiy¢2-8°C

s 6 hing & <-20°C
= Tham khio myc }'E_u 10 anh hurdmg dé biet thém thong tin
ve kha niing giy nhiéu miu.
6. NGUYEN LY DO
p-nitrophenyl photphat duge thuy phin dé o rta p-
nitrophenol béi phosphatase kiem (ALP) rong mau. Tinh
hoat d6 ALP bang cich do 16 d ting p-nitrophenol xuat
hign,

ALP. Mg2+

p-nitrophenyl phosphate + H-0
p-nitrophenol + HaPO,

{Fnax = 405 nm)

7.QUY TRINH TIEN HANH

San phim trong thich vai nhiéu dong may xét nghiém ur
dgng khic nhau. Durdi diy 14 quy trinh tham khao.

Miu +  Thudc thir | %} Thuoe thir 2
4.0uL 160pL 40uL
—255  PoAbsl  —LS>  DoAbsll
(405/505nm) (405/505nm}
—_ AAbs o 405/505nm —*  Hoat d6 ALP

Quy trinh tién hanh dugc xdy dyng trén dong miy xét
nghig¢m sinh hoa ty dong Hitachi. Tham khao muc 13.
THONG SO CAI PAT CHO MAY TU DONG nhimg
théng 56 ¢ai dit trén may. Lién hé Cong ty TNHH Sén xuit
& Thuwng mai Huma Medical cho quy trinh tién hinh trén
nhimg dong mdy khic.

8. TINH TOAN VA CHUYEN BOI DON VI
Tinh todn

- Tinh AAbs ciia mdu vii tiéu chuin so véi miu ring
- V& duimg chuin ALP = f{AAbs)

- Tinh hoat d§ ALP trong bénh phim bang cach sir dung
durong chudn (thyre hién quy trinh nrong e déi vét vat lidu
kiém sodt)

Chuyén doi don vi
U/L x 00167 = pkat'L

9. HIEU NANG VA TUONG QUAN
i, Khodng de

- Két qud xét nghi¢m tuyén tinh trong pham vi hoat d§
enzyme ALP tir | - 1000 U/L.,

- Néu hoat d§ cua miu virgt qui pham vi xét nghiém, pha
lodng miu bing mréc mudi va 13p lai phép do.

b. Gidgi han phit hign

Limit of Blank (LoB) = | U/L
Limit of Detection (LoD) = 1 U/L
Limit of Omantitation { Lo = 1 /L

Gifi tri LoB, LoD, LoQ duoe xdc dinh dya theo tiéu chuin
EP17-A2 cha CLSI

Gid tri LoB la nong do chi} phin tich cao nhat di kién dugc
tim thiy khi chay 1p lai mau tring. LoB twong img vai ning
di mi dudi 2id tri do xdc suat phat hiégn mau ting 13 95%.
Gid trj LoD xic dinh dya irén LoB va d§ Igch chuin ciia
mau nong dé thip. LoD trong img véi nong dg thip nhit

chit phin tich co [hc duge phit hign (gid trj nong d cao
hon LoB vai xdc suat 95%).

Gifdrg LuQ 14 gid tri nong dé thip nhit ¢é thé do luomg duge
Vi sai s0 todn pllan cho phép 1 20%. Lo} duge xic dinh
bing cich chay miu nong d¢ thip.

¢ Hign ning

- Bé nhay: Su thay doi dé hip thu khi do mude cit pha tiém
nhé hon 0.01 Abs/phat vt khi do mau hogt dg 500 U/L dao
dong tir 0.05 dén 0.25 Abs/phit.

- B chinh xdc: khi do mau kiém soat. két qua chénh léch
trong khodng £10% so voi gid (ri gdn,
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d. Pg cliam (trén miy Biolis 30i / SK300)

Dir ligu hi¢u ning vé dé chum dai dién cho hé maiv/dong
miy dirge dera ra dudi diy.

Két qui c6 thé khic nhau gitra cic phong xét nghigém.

B§ chum duge tinh todn sir dung miu vt ligu kiém sodt
tudn theo tiéu chuan duge ap dung cua CLSI EP5-A2 vai di
l3p lai, do tai Kip vi d¢ chym todn phan {sir dyng | mdu
trong 1 lin chay 2 Jan chay trong ngay va chay rong vong
20 ngiy). Két qui thu duge nhir dudi day.

Tiéu chi: B§ 1dp lai (CV Within-run precision) nhd hon
3% vi D{ chum toin phin (CV Total precision) nho hon
5%.

] . Mean 50 cv
e Hpidt UL I %
Control Lyo L-1 6.6 (43 045
Control Lyo L-2 2629 1.0z 0.39

Py Mean 5D Cy
D idt lap Ui Ui %
Conirol Lyo L-1 96.6 106 214
Conirol Lyo L-2 2629 5.3z 3.6

’ ; ; Mean S0 CV
IXg chypm i phn L L o
Control Lyo L-1 6.6 209 216
Control Lyo L-2 2629 8.33 N

¢ So sdnh twong quan

Phiremg phip twemg dong (so sinh véi Cong ty X):

Phwong trinh hoi quy: y= 0.9972x - 0.4229 (n = 20)
Hé s6 nromg quan r = 0,9999

Vit ligu tham chiéu cho chit higu chuin

ReCCs JCCLS CRM-001

10. GIA TRI THAM CHIEU

Nam: - 115 U/L (2 19 woi)
Nir: 52- 144 U/L (= 17 tuoi)
Tré em: 130 - 160 U/L (3 - 10 tuoi)

130 - 340 U/L (10 - 14 toi)

30 - 180 (14 - 17 wbi)
Pham vi tham chiéu phai durge thiét 1ip riéng cho mdi o sg
xét nghiém dira trén sy danh gid todn dién cua cic ket qua
xét nghiem va rigu chimg lim sing. cic ket qua do khic
ciing nhur diic diem sinh hoc din cur khu vire dé.

34

11. YEU TO ANH HUONG

- Hoi chimg vang da: Nong d¢ bilirubin lién hgp v bilirubin
tir do 1én dén 40 mg/dL khéng anh hidmg ding ke

- Tan huyét: Khong ¢é su anh huwdmg ding ké cua nong do
hemoglobin 1én dén 500 mg/dL.

- Acid ascorbic: Nong d¢ acid ascorbic lén dén 50 mg/dL
khéng anh hwdmg t6i két qua.

- Lipid huyét (Intralipid): Nong d¢ triglycerid khéng gay
nhiéu ding ké Ién dén 3000 FTU,

- Db v myc dich chin doan, két qui phai ludn duge dinh
gid cung vor bénh sir, kham Ein sing va cac phit hién khic
ciia bénh nhin. Vui long sir dung cic plurong phip khic néu
két qua bi anh hudmg bei bit kY yéu 16 nio.

12, BAO QUAN, SU DUNG VA THAI BO
Ciéim néim

1. Miu bénh |:_r|1:‘im ¢é nguy co chira cic tic nhan truyén
nhiém nguy hiem nhe HIV, HBY, HCV. Vui long deo ging
tay va kinh bao hg khi cim nim,

2, Néu 1Im-::1-: thir riy vio mit, da hay nuotp]m rira sach vai
thit nhiéu nuée vi lién hé bic s néu cin thiét,

3. Néu lhudc thir bi dd, x4 vai thit nhidu mrde w.rq lau sach
Neu mdu phiam bi do, xir 1i phan chit long vii con 80% va
lau sach bing khin gidy.

St dung

I. Bao quin thude thir duéi diéu ki¢n chi dinh. Khéng sir
dyng thuoc thir hét han,

2. Khong tai sie dung chai lo va dyng cy phy trg cia bg thude
thir cho muc dich khic.

3. Khong tron Iin thude thir khic 16 san xuit
4. Khong them Irhu-:‘:rc thir mdi vao thudc thr dang sir dung
bat ke 16 san xuat.

Thi b

1. Tit ¢i cic miu bénh phim ciing nhw dung cu (vi dy ong
liy mau) phai duge xir li theo s6 tay hudmg din sir dung vai
dung cu v 1€ 13i co s& hodie xir li theo cic cich sau:

+ Hilp wén trong autoclave & nhiét dé 121°C trong hon 20

phit. Khong xir Iy hip wét voi san phim co chira natri
hypoclorit con dur.

» Ngam trong dung dich mde Javen it nhit | gio (nong do
clo hoat déng 16i thiéu 1000ppm).
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2. Thuoe thir ¢6 chira Natri Azit 0.05% lm chit bio quan.
Matri Azit co the phin img viéi chi hojic dong tgo thanh vit
ligu ¢6 tinh no cao. Khi thii bé nén tien himh véi hegng lém
Trdrc.

13, THONG SO CAI DAT CHO MAY TU DONG
< Cho dong miy Hitachi

Phurong phip tinh todn Do to¢ dd phan {mg

Nhiét do 37°C
Miu 4.0
Thé tich (uL) R1 160
R2 40
Burdre Séng (nm) S e
Phy 505
Biém | 10
Piémdo(chuky)  Diém2 21
Diém 3 34

K-Factor 2878
Hodc Linear

U/L

Dang duémg chuin

Brom vy

14. HUGNG DAN VA CANH BAO KHAC

- Két qui c6 thé thay déi tity thude vio ti 1¢ miu/thude thir.
Lién h¢ vai k¥ sir vin hanh dé dicu chinh thing so cii diit
cho cic dong miy khde nhau.

- Tién hanh hiéu chudn hing ngay trude khi xét nghig¢m,

15. QUY CACH BONG GOI1

Mi SP Bong goi Test/Kit™  Test/Kit™
THAODLLA Iao0mi; 1x15mlL 280 540
11A011A2  2x60ml; 2x15mlL 60 L0
IHHAOIIAZ  3x60ml: 3x15mL R40 1620
1IADOTIA4  4x60ml; 4x15ml 1120 2160
HAODIA Sx60ml; 3x15mL 1400 2700
TTADNLAG  6x60mlL; 6x15mL | 680 3240

11AGLL IxB0ml.; 1x20ml. IR0 TX0
L1AOTL-2 2xB0mL.; 2x20ml. T6h 1440

11AOD1 AxR0mi.; 3x20ml. [140 2160
LIAOT]L-4 4xB0mL. 4x20mL 1520 2880
ITAOL]-5 Sx#iml.; 5x20mL 1M 3D

* Danh cho may tr dong cong suit trung binh: SK300; BS
series; BA200; BA400. Chemwell Series; Dirni Series;
Biolyzer series, HumanStar 300, Erba Serics; Bioclab
Series. BX 3010: Picwus P500;,..,

##* Danh cho méy ur dong cong sudt lén: CA800; CA400;
Randox Imola; Randox Modena+; BM 6010; Biolis50i;
SK500: AU Series; Pictus P700; C series: Ci series;
HumanStar 600: Kenolab series

50 lugmg test duge de cip bén trén dirge finh toan dira trén
thong so ky thuit cia moi thiét bj. S6 liéu thyre 1€ 6 thé cao
hom tinh todn,

So hrong test duge dé cip bén trén di gom sy hao hut do
thé tich chét cua lp hoa chit nhimg chira bao gom sw hao
hyt cho chat chuan v chét hiéu chinh,

Bé nhin thém théng tin chi tiet, vui long lién hé vi cic dai
Iy phin phoi duge ty quyén,
16. TAI LIEU THAM KHAO

1. Lu Song, in Advances in Clinical Chemistry, 2017
2. CLSINCCLS Evaluation of Precision Performance of
Clinical Chemistry Devices, EP05-A2, 2004

3. CLSI EP17 - Evaluation of Detection Capability for
Clinical Laboratory Measurement Procedures, 2nd
Edition, 2017

4. Tai liéu ndi b, UMA Diagnostics

17. NHA SAN XUAT

UMA Co.. Ltd.

2-19-6 Yokosuka, Matsudo City, Chiba
Prefecture 270-0031

TEL: 047-710-4871 {dial-in) FAX: 047-T10-4872
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