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Muc dich st dung

CalSet Folate dugc dung dé hiéu chuan xét nghiém dinh lugng
Elecsys Folafe Il frén may phan tich xét nghiém mién dich cobas e.
Tom tat

CalSet Folate la huyét thanh nguai déng kho chaa folate.

Céc chai CalSet c6 thé dung vai tat ¢a cac 16 thuée thir.

Hép CalSef c6 thé duoc dung cho xét nghiém Elecsys Folate Ill, bao
gom ca hai ung dung folate huyét thanh/huyét tuong va folate RBC.
Thuéc thit - dung dich tham gia xét nghiém

= FOL Cal1: 2 chai, m&i chai 1.0 mL mau chuan 1

= FOL Cal2: 2 chai, méi chai 1.0 mL mau chuin 2

Ung dung folate huyét thanh/huyét tuong:

Gia tri dich la < 9.1 nmol/L hoac < 4.0 ng/mL va khoang 38.5 nmol/L
hoac 17.0 ng/mL.

Ung dung Folate RBC:
Gia fri dich la < 499 nmol/L hodc < 220 ng/mL va khoang
1294 nmol/L hoac 570 ng/mL.

Gia tri chuan dinh

Nhiing gia fri mau chudn nay dugc ma héa trong ma vach dién tir (c6
san qua cobas link).

Kha nang truy xuat nguén géc:

Ung dung folate huyét Thonh/huyet tuong da dugc chuan hoa theo
Tiéu chuan Quéc té NIBSC Ma s6 03/178 cta WHO.

Ung dung folate RBC &a dugc chuan héa theo tng dung Elecsys
Folate ill (ReF] 04476433190)/RBC. Cac gia fri dich dugc gan cho
CalSet Folafe (< 499 nmol/L hoic < 220 ng/mL va khoang

1294 nmol/L hogc 570 ng/mL) bao gém hiéu chinh thé tich dé chuan
bi mau ly huyét (1:31 thé fich/thé tich).

Than trong va canh bao

Strdung béi chuyén vieny fé trong chén doan in vitro. Ap dung cac
canh bao théng thuang can thiét cho viéc xu ly cac loai thuac tha
phong thi nghiém.

Chat thai lay nhiém hoac nhiém khuan:

Canh bao: xd ly chat thai nhu vat liéu ¢ tiém nang nguy hiém vé mat
sinh hoc. Loai b chat thai fuan theo hudng dan va quy frinh da dugc
chép thuan ctia phong xét nghiem.

Tac hai moi truong

Ap dung t&t ca quy dinh xt ly phtt hop ctia dia phuong dé xac dinh
cach loai bé an foan.

Bang dir lieu an toan hoa chat ¢ s&n dé cung cap cho chuyén vién st
dung khi c6 yéu cau.

Cho My: Than frong: Luat Lién bang quy dinh thiéf bi nay chi dugc ban
theo lénh cua bac si.

Hop nay chia céac thanh phan duoc xép loai theo Quy dinh (EC)

S6 1272/2008:

H412 Dac hai véi sinh vat thay sinh véi hau qua lau dai.
Phong tranh:

P273 Tranh thai ra moi truong.

Xu ly:

P501 Xur ly cac thanh phan/dung cu chda 6 mét nha may xa

ly chat thai da dugc chap thuan.
Nhan an toan san pham theo huéng dan cta GHS Chau Au.

Tat ca cac san pham tir ngusi déu cé kha nang lay nhiém. Tat ca san
pham tir mau nguai déu da chuan bi ky tr mau cta nhiing nguai hién
mau da duoc xéf nghiém riéng |é va cho két qua am tinh vai HBsAg va
khang th& khang HCV va HIV. Cac phuang phap xét nghiém nay su
dung xét nghiém da dugc FDA chap thuan hoac tuan tha cac quy tac
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Trlrﬁ'ng phong Dang ky,
Péi ngoai va Quan Iy Chit lugng

phap ly ap dung cho viéc dat cac thiét bi y t& chan doan in vitro st
dung cho nguai & thi fruang Lién minh Chau Au.

Tuy nhién, khéng c6 phuong phap xét nghiém nao cé thé loai bo hoan
toan nguy cg lay nhiém mét cach chac chan fuyét déi, nén xu ly can
than nhu' mau bénh pham. Trong truang hop 00 phcl nhiém, nén tuan
theo huéng dan cua co quan y 1€ dia phuong.!2

Tranh @€ cac dung dich thuéc thi va cac mau (mau xét nghiém, mau
chudn va mau chimg) bi tao bot.

Thao tac

Hoa tan ¢an than thanh phan frong méi chai bang cach thém vao
chinh xac 1.0 mL nudc cat hodc nuéce khir ion va dat chai dung frong
vong 30 phat dé hoan nguyén. Bao nhe, franh fao bof.

Chuyén mau chudn hoan nguyén vao nhiing chai Trong ¢6 nap bat
dugc cung cap sén (ColSet Vials). Dan nhan cho cac chai phu. Bao
quan ngay chai phu &-20 °C (£ 5 °C).

Chi thyc hién mét quy trinh chuan @8i véi méi chai chudn phu.
Bao quan va dé én dinh Tudi tho theo nghién ciu d6 6n dinh: 36 thang.
Baoquan 4 2-8°C.  Han dling cua tirng 16: xem trén nhan géc.

Mau chuan d@éng khé én dinh dén ngay hét han st dung ghi frén
nhan.

Do én dinh ctia mau chudn da hoan nguyén:

& nhiét @6 -20°C (+ 5°C) 3 thang (chi dong lanh mét 1an)
hoac & 2-8°C 3 ngay

frén may phan fich cobas e 402 | chi dung mét lan

va cobas e 801 6 20-25°C

Bao quan mau chuan theo huéng thang ding @€ tranh dung dich mau
chuan dinh vao nap bat.

Vit liéu cung cap

= CalSet Folate, 4 chai fréng cé nhan va nap bat, 2 x 4 nhan chai

Vat liéu can thiét (khang cung cap san)

. 11776576322, CalSet Vials, 2 x 56 chai fréng cé nap bat
May phan tich xét nghiém mién dich cobas e va thusc thir xét
nghiém Elecsys Folate Ill

= Nudc cat hoac nudc khirion

Xem 1& huéng dan sir dung va huéng dan van hanh may dé biét thém

cac vat liéu yéu cau.

Xét nghiem

Dat cac chai mau chuan da hoan nguyén (dung trong cac chai c6

nhan ma vach tuong thich véi hé théng) 1én vung daf mau.

May tu dong doc tat ca cac théng tin can thiét dé chuan xét nghiém.

gém bao nhiét d6 ctia cac mau chuan & 20-25 °C trude khi tién hanh

0.
Tai liéu tham khao
1 Occupational Safety and Health Standards: Bloodborne pathogens.
(29 CFR Part 1910.1030). Fed. Register.

2 Directive 2000/54/EC of the European Parliament and Council of
18 September 2000 on the protection of workers from risks related
to exposure fo biological agents at work.

Dé biét thém thong tin, xin xem thém huang dan van hanh may phéan
tich, fai liéu husng dan s dung tuong tng va fo husng dan vé cac
thanh phan can thiét (néu c6 & nudce cua ban).

Luon sir dung mot dau cham (dau cham cau/dau cham hét) trong t&
hudng dan st dung dé ngan cach phan nguyén va phan thap phan
cua mot s6 thap phan. Khong st dung dau phan cach cho hang nghin.

Bat ky su c6 nghiém frong nao xay ra c6 lién quan dén thiét bi phai
dugc bao cao cho nha san xuat va co quan cé tham quyen tai dia
phuong ma ngusi sir dung va/hoic bénh nhan dat tru s& hoac cu fra.
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Ky hiéu

Roche Diagnostics st dung cac ky hiéu va dau hiéu sau cung véi cac
ky hiéu da liét ké trong fiéu chugn ISO 15223-1 (cho My: xem
dialog.roche.com dé biét dinh nghia ctia c4c ky hiéu dugc sir dung):

Thanh phan hop thuée ther

Thudc thit ¢6 thé duac sir dung frén cac may phan
tich/thiét bi

Thudc tha

M&u chudn
Thé tich hoan nguyén

Ma thuong pham toan cau

Nhitng bé sung, x6a hodc thay déi duoc thé hién bang vach thay déi & phan Ié.

© 2022, Roche Diagnostics

€ o123

Roche Diagnostics GmbH, Sandhofer Strasse 116, D-68305
Mannheim
www.roche.com

R4 +800 5505 6606

E N

Phan phéi tai My bai:
Roche Diagnostics, Indianapolis, IN
Hé trg ky thuat tai My 1-800-428-2336
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