Poc to hwdng dan st dung nay can than trude khi thuce hién xét nghiém|
va bao dam dang s dung phién ban hwdng dan st dung mdi nhat. Khong
thé bado ddm db tin ciy clia nhitng th thuat xét nghiém khac khéng phai
nhitng tha thuat dugc md ta trong to hwdng dan st dung nay.

Lumipulse G 25-OH Vitamin D Calibrators : Dang I6ng,

1 X 6 nbng do [REF|298336

0 ng/mL 25-OH Vitamin D calibrator (1 x 1.5 mL)
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| St dung cho chén doan in vitro |

Chét hiéu chuan xét nghiém dinh lwong 25-OH Vitamin D

Lumipulse G 25-0H VitaminD

Calibrators

m TEN
Lumipulse G 25-OH Vitamin D Calibrators

E MUC DiCH SU’ DUNG
Lumipulse G 25-OH Vitamin D Calibrators dwoc s dung cho chan
doan in vitro trong hiéu chuan Lumipulse G 25-OH Vitamin D trén
LUMIPULSE G System. San pham nay chi dé dung trong cdéng tac
chuyén mon.

m TOM TAT VA GIAI THICH NGHIEM PHAP
Vitamin D |1 mét tién chat hormone steroid tan trong chat béo hién
dién dudi 2 dang, vitamin D, (ergocalciferol) va vitamin Ds
(cholecalciferol). Vitamin D3 duoc téng hop ndi sinh trong da bang
cach phoi dudi dnh ndng méat trdi trong khi vitamin D, duoc |y tir
ngudn thirc &n.
Trong hé tuan hoan & ngudi, vitamin D, tro vé méit sinh hoc va
vitamin D3 gan vao protein lién két vitamin D va dwoc van chuyén dén
gan dé dugc hydroxyl hda trén carbon 25 sinh ra 25-hydroxyvitamin
D (25-OH vitamin D) ti&p theo la sy hydroxyl hda trén carbon 1 trong
than dé sinh ra dang cé hoat tinh sinh hoc 1,25-dihydroxyvitamin D
(1,25-(OH2vitamin D). 2 25-OH vitamin D trong mdau dwoc cdng
nhan réng rdi 1a chi ddu clia tinh trang vitamin D vi mét vai ly do. Day
la dang du trit chinh cda vitamin D trong mau véi thoi gian ban hay
khodng 2-3 tuan, trong khi dang cé hoat tinh sinh hoc (1,25-
(OH)2vitamin D) cé thoi gian ton tai ngan ngdi hon trong huyét thanh
va hién dién vdi ham lugng nhd hon khoang 1000 Ian so vdi 25-OH
vitamin D. Ngoai ra, khi mét bénh nhan bat dau suy giam vitamin D
thi sy san xuat 1,25-(0H)2 vitamin D trong than cé thé tang do ting
tiét hormone tuyén can gidp (PTH) Iam cho 1,25-(OH)2 vitamin D
khéng thich hop vé& mat |1dam sang dé danh gia tinh trang suy gidm
vitamin D.3)
Tinh trang suy gidm vitamin D kém theo bénh codi xwong lam bién
dang xuong & tré em gan mét thé ky trwdc va tinh trang nay ciing
duwoc biét rd 1a 1am hong su chuyén hda xuong va gay bénh co xuong
nhu lodng xuong, nhuyén xuong va yéu co.23)
Nhitng nghién ctru mdi day da chirng minh rang phan Ién cac té bao
va mo trong co thé cd thy thé vitamin D va hon 200 gen d3 dugc tim
thay 13 dwoc diéu hoa tryc tiép hodc gidn tiép bédi vitamin D.4
Nhitng nghiém phap 25-OH vitamin D bat budc phai do ca 25-OH
vitamin D5 |an 25-OH vitamin Ds vi ty 1& 25-OH vitamin D, véi 25-OH
vitamin D3 thay d&i tuy theo tirng ngudi.l357) Nghiém phap
Lumipulse G 25-OH Vitamin D do cu thé 25-OH vitamin D va cho thay
d6 nhay dang mol cho 25-OH vitamin D2 va 25-OH vitamin Ds.

B NGUYEN LY CUA THU THUAT

Lumipulse G 25-OH Vitamin D la mét hé théng xét nghiém, bao gém
mot bo thudc thr xét nghiém mién dich, dé phat hién dinh lwong 25-
OH vitamin D trong cdc mau dua trén cong nghé CLEIA® bang phuong
phap xét nghiém mién dich kiéu sandwich hai budc trén LUMIPULSE
G System.

Nong d6 25-OH vitamin D cGia mau dwoc tinh toan ty dong tir duwong
cong hiéu chuan, cling ty dong tao ra tir di¥ liéu hiéu chuin. Két qua
cla phép tinh nay duwoc bdo céo theo don vi ng/mL.

(0 nmol/L 25-OH Vitamin D calibrator (1 x 1.5 mL))
10 ng/mL 25-0H Vitamin D calibrator (1 x 1.5 mL)
(25 nmol/L 25-OH Vitamin D calibrator (1 x 1.5 mL))
20 ng/mL 25-OH Vitamin D calibrator (1 x 1.5 mL)
(50 nmol/L 25-OH Vitamin D calibrator (1 x 1.5 mL))
50 ng/mL 25-OH Vitamin D calibrator (1 x 1.5 mL)
(125 nmol/L 25-OH Vitamin D calibrator (1 x 1.5 mL))
100 ng/mL 25-0H Vitamin D calibrator (1 x 1.5 mL)
(250 nmol/L 25-OH Vitamin D calibrator (1 x 1.5 mL))
150 ng/mL 25-0H Vitamin D calibrator (1 x 1.5 mL)
(375 nmol/L 25-OH Vitamin D calibrator (1 x 1.5 mL))
Chtra calcifediol trong NaCl trong chat dém HEPES cé chat én dinh
protein (bo).
Chat bdo quan: natri azid.
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Truy xuét ngudn gbc

Céc chat chuan s dung cho Lumipulse G 25-OH Vitamin D dugc pha
theo phép do trong lwgng va cé thé truy xuat ngudn géc theo ndng
d6 chat chuan tham chiéu ndi bd duoc dinh lwgng bing phan tich
quang phd UV va xac minh bang Quy trinh Phuong phap Tham chiéu
(Pai hoc Ghent).?

® NHI’NG VAT LIEU CAN THIET NHUNG PUQ'C CUNG CAP

RIENG

Tham khdo muyc Bl NHO'NG VAT LIEU CAN THIET NHUNG PU'QC
CUNG CAP RIENG trong t& hudng dan st dung clia Lumipulse G 25-
OH Vitamin D Immunoreaction Cartridges. Nhitng vat liéu can thiét
déu giéng nhau ngoai trir 25-OH Vitamin D Calibrators duoc liét ké
trong danh sach I VAT LIEU BPU'Q'C CUNG CAP & day.

m NHIPNG VAT LIEU CAN THIET NHUNG KHONG PUQC

CUNG CAP

1. Nwéc tinh khiét

2. Micropipet

3. C6c dwng mau hoidc 6ng dwng mau dwoc khuyén nghi; tham khao
LUMIPULSE G System Operation Manual.

* B CANH BAO VA THAN TRONG KHI DUNG

Chi dung cho chan doén in vitro.

1. THAN TRONG VE AN TOAN
Vui long tham khao bang di¥ liéu an toan (SDS) va nhan sdn phadm dé
biét théng tin vé nhirng thanh phan déc hai tiém &n. Vui long lién hé
V@i cac nha phan phdi dia phwong khi can phién ban SDS méi nhat.
EUHO032: Tac dung véi acid giai phdng khi rat doc.

2. THAN TRONG KHI THAO TAC
1). Lumipulse G 25-OH Vitamin D Calibrators cé chira vat liéu sinh
hoc. Khéng cé xét nghiém nao cé thé bao ddm riang hoan toan
khong cé cac vat liéu bj 1ay nhiém. Vi vy, nhitng vat liéu nhu thé
nay nén duoc xem la tiém an nguy co lay nhiém.
DE tranh nguy co bj lay nhiém khi xtt ly nhitng thudc thir va mau
xét nghiém cla ngudi nay, hdy mang gang tay dung mét lan va
tranh tiép xuc truc tiép. Khong hut pipet bang miéng va tuan thi
quy dinh thwc hanh an toan sinh hoc. 10
2). Lumipulse G 25-OH Vitamin D Calibrators cé chira chat bdo quan
natri azid 0,1%. Tranh ti€p xtc véi da, mét hodc miéng.
Wash Solution: 1,0% (w/v) (trudc khi pha lodng)
Substrate Solution: 0,05% (w/v)
Antibody-Coated Particle Solution: 0,1% (w/v)
Enzyme-Labeled Antibody Solution: 0,1% (w/v)
Calibrators: 0,1% (w/v)
Specimen Diluent 1: 0,1% (w/v) v&i da, mat hodc miéng
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3). Lumipulse G Substrate Solution 13 dung dich kiém (pH 10). Thao
tac can than, tranh ti€p xtc voi mat, da hodc miéng

4). Trong trudng hop gip tai nan khién cho thudc thir ti€p xuc vdi
da, mat hodc miéng, thi hay rira sach ngay bing nhiéu nuwdc va
dén co s& kham chita bénh dé dugc chdm séc y t& néu can.

3. THAN TRONG KHI SU’ DUNG

1). Tuan thd cac tha thuat dwoc mo ta trong to hudng dan st dung
nay, to huéng dan si dung cla Lumipulse G 25-OH Vitamin D
Immunoreaction Cartridges va LUMIPULSE G System Operation
Manual. Néu s dung khéng ding céch céc thiét bi, thudc thir
hodc nhirng vat tu tiéu hao khac thi cé thé dan dén dix liéu khong
dang tin ciy hodc gay nguy hiém.

2). Khéng st dung thudc thir quda han.

3). D& bao dam tinh chinh xac cla s8 do, phai ludn s dung nudc
tinh khiét méi.

4). Khéng sl dung cac chat chuin cé thé d3 duwoc bdo quan khong
dung cach.

5). S& dung cac dau ldy mau va coc dwng mau hodc 6ng dung mau
md&i theo chi dinh trong LUMIPULSE G System. Tham khao
LUMIPULSE G System Operation Manual.

6). Dua cac chat chudn vé nhiét d6 phong (15-25 °C). Trén céc chat
chuan bang cach nhe nhang dao nguoc 6ng.

7). Cac bong bdng trong coc dwng mau hodc 6ng dwng mau dai khi
gay ra cac 16i 18y mau. Néu cé luvgng Ién bong bdng trong giot
25-OH Vitamin D Calibrators, thé tich cGa dung dich hiéu chuin
c6 thé khong d0 dé thwe hién xét nghiém. Vui long st dung 25-
OH Vitamin D Calibrators méi.

8). Khi thao tac vdi nhitng chat chudn nay, khong duoc lam nhiém
ban ching. D4y nap chai ngay sau khi st dung.

9). Bat dau xét nghiém 25-OH vitamin D ngay sau khi thiét 1ap mau
dé tranh 1am bay hoi mau hodc 25-OH Vitamin D Calibrators.
10).Khéng loai bd Substrate Solution cho dén khi can thay thé dung
dich d6. Khéng duoc st dung Substrate Solution bj nhiém
phosphatase kiém (ALP). S&* dung ging tay mdi khi thay
Substrate Solution. Bao ddm niém phong nap chat nén duoc lap

ding dé tranh khong khi di vao hé théng nay.

11).Thay thé hdn hop NaOH va Ca(OH)2 trén LUMIPULSE G System
theo LUMIPULSE G System Operation Manual.

12).D6i khi m6t lwgng nhé cac thanh phan cla chat chuln cd thé gay
k&t tda. Tuy nhién, ching khéng dnh huwédng dén két qua do.

4. THAN TRONG VE CHAT THAI

1). Lumipulse G 25-OH Vitamin D Calibrators va cac thudc thir khac
duwoc dung trong quy trinh hiéu chudn cé chra chat bao quan
natri azid 0,1% (w/v).(Xem muc 2.THAN TRONG KHI THAO TAC).
Phai tuan theo quy dinh hién hanh vé tiéu hdy chat thai. Néu rira
xubng dudng 8ng thoat nwdc, phai st dung nhiéu nuéce khi thai
bo dé tranh hinh thanh azid kim loai gay né.

2). X ly bat cr chat thaiy t& nao tao ra trong nghiém phap nay theo
nhitng quy dinh lién quan dén chat thai & tirng qudc gia hodc
khu vuece.

3). Khibat ky chat I16ng ndo nhu mau xét nghiém hodc chat thai bén
tung tde, phai lau chui va khir trung toan bod khu virc bang chat
khr trung thich hgp nhu natri hypoclorid hodc ethanol.

~m HWONG DAN BAO QUAN

Bao quan & 2-10 °C.
KHONG DONG LANH.

San pham Han dung

Lumipulse G 25-OH Vitamin D Calibrators 12 théng

25-OH Vitamin D Calibrators sau [an m& nap dau tién cé thé duoc
bdo quan & nhiét d6 2-10 °C trong t6i da 12 thang.

Khi duogc bdo quan va thao tdc dung céch, 25-OH Vitamin D
Calibrators s& ludn duy tri tinh 6n dinh cho dén ngay hét han. Tham
khao ngay hét han trén nhan cla dung cu chira

THIET B|
Cac thudc thir nay duoc thiét ké cho xét nghiém mién dich enzym héa
phat quang ty dong hoan toan (CLEIA) trén LUMIPULSE G System.
Tham kh3o LUMIPULSE G System Operation Manual dé biét thém
thong tin.

CHUAN B| THUOC THU

Pua chung vé nhiét dd phong (15-25 °C). Tron céac chat chudn bang
cach nhe nhang dao nguoc 6ng. Nhd mét lwgng chat chuin can thiét
(>40 pL) vao coc dyng mau hodc 8ng dwng mau, can chd y dén thé
tich chét it nhat 1a 100 pL va 250 pL (t6ng thé tich it nhat 1 140 plL va
290 pL) d6i véi coc dwng mau va 6ng dwng mau twong tng. Thé tich
nho gan ding cho mot giot dung dich 14 45 pL. Thé tich nhé dao dong
tuy theo mirc d6 strc nén cla vat chiva va lwong bong béng cé trong
chat chuin. Tham khao LUMIPULSE G System Operation Manual dé
biét vé coc dyng mau va ong dwng mau, va thé tich chét cla tirng loai
c6c dyng mau va 6ng dung mau.

PE chuan bj cac thudc thir khéc, hay tham khao tor hudng dan sir dung
cla Lumipulse G 25-OH Vitamin D Immunoreaction Cartridges.

HIEU CHUAN

1. Cac chét chuan Cén thiét
Lumipulse G 25-OH Vitamin D Calibrators

2. Quy trinh hiéu chuan
Tham khao muc M CHUAN B] THUBC THU. D&i véi nhitng quy trinh
tiép theo, hdy tuan theo LUMIPULSE G System Operation Manual.
3. Khi nao can thwe hién hiéu chuan
Hiéu chuin trong nhitng trwdng hop sau:
1). Trong xét nghiém dAu tién cla Lumipulse G 25-OH Vitamin D
2). Khi thay 25-OH Vitamin D Cartridges bang mot 16 san pham khac.
3). Khi két qua kiém soat chat lwgng nam ngoai khoang do.
4). Sau 30 ngay ké ti [an hiéu chuan trudc.
Cap nhat di¥ liéu hiéu chuin khi can.
4. Chéat chuén phai dwoc thir hai 1an.

KIEM SOAT CHAT LUQNG
1).Chuan bj Vat liéu Kiém soat Chat lwgng
S dung vat liéu déi chirng vdi it nhat 2 cap dé (vi du: thap va cao).
2).Quy trinh Kiém soat Chat lwg'ng
Tham khao t& hudng dan st dung cla vat liéu ddi ching. Tham khao
Thir nghiém Kiém soat Chat lwgng Noi bo dé biét thém thong tin.
Nén tién hanh Thir nghiém Kiém soat Chat lwong it nhat 24 gid/lan.
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Fujirebio Inc.
u 1-8-1 Akasaka, Minato-ku, Tokyo 107-0052, Japan

TEL: +81-3-6279-0899

»m BANG TRA CU'U KY HIEU

M e 1

Sé Catalogue Han st dung

Calibrators /ﬂ/ Gi¢i han nhiét do

CAL[1] calibrators (1-6) San xuét tai Nhat Ban

Lumipulse 1a thwong hiéu d3 dang ky cha Fujirebio Inc. tai Nhat Ban va
cac qudc gia khac.

¥ FUIRERIO INC
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