Hotline ho tro cua cyclotest®

Chac chan ban da doc ky cac chu y cua chung téi vé
viéc st dung but thir thai sém cua cyclotest® va tw lam
quen voi cac tinh nén clia nd. Néu ban c6 thém bat ky
cau héi nao, ban ¢ thé goi dwong day nong ho tro' cua
cyclotest® DO| _.ngl tw van cyclotest@ rat san sang tra
107 cac thac mac cla ban.

Hotline h3 trg
‘ +84.04 62871707
info@uebe.vn

cyclotest® va UEBE® la thwong hiéu quéc t& dwoc bao
ho bdi
“ UEBE Medical GmbH
Zum Ottersberg 9
97877 Wertheim, Germany
Thoéng sé kj thuat cé thé thay dbi
Khong duwoc sao chép toan bo hoac mot phan.
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But thtr nay phu hop theo hudng dén 98/79/EC nam 1998
cla Hoi dong ve chan doan In-vitro va dong dau CE 0123
0123 (TUV SUD Product Service GmbH).
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Pac diém

1. D6 nhay )

But thir thai s&m clia cyclotest® sé hién két qua dwong tinh
véi cac mau c6 chira hCG & mirc gan hoac I&n hon 10
mlU/ml.

2. Pac tinh

Cac hop chat sau khong gay anh huong khi bj hoa tan
trong nuwéc tiéu co6 ndng do hCG gitra 0 va 10 miU/ml.

Hoéc moén homologous khéng phan trng chéo

HFSH 1000 mlU/ml (WHO 1st IS)
HLH 500 mIU/ml (WHO 1st IRP)
HTSH 1000 plU/ml (WHO 2 IRP)

3. b6 chinh xac

Céc nghién clru so sanh but th» thai sém cua cyclotest®
véi thiét bi st dung trong phong thi ngh|em da duoc thue
hién trong céc phong thi nghiém lam sang khac nhau. Két
qua dwong tinh va am tinh dwoc so sanh va twong quan
1a>99,9%.

D6 chinh xac but thir thai sém cuia cyclotest® dwoc kiém
nghiém tai bénh vién

4. Hop chat khang phan trng chéo

Acetaminophen |20 mg/dl Tetracycline 20 mg/dl
Acetosal 20 mg/dl Hemoglobin 20 mg/dl
Axit salicylic 20 mg/dl Albumin 1000 mg/dl
Axit asorbic 20 mg/dl Glucose 20 mg/dl
Caffeine 20 mg/dl Ketone 20 mg/dl
Gentisic 20 mg/dl Bilirubin 20 mg/dl
Thiophene 20 mg/dl Theelol 20 mg/d|
Ampicillin 20 mg/dl Pregnanedione (20 mg/dI

5. Do nhiéu 1an va kiém chirng

Ba 16 but thir thai clia cyclotest® da dwoc str dung va méi 16
Iay ra 10 but thtr dé kiém tra trong dung dich chuan hCG véi
nong do khac nhau & (0 mlU/ml, 5 mlU/ml, 10 mIU/ml, 25
mlU/ml und 100 mIU/ml).

Nong d6 Lo 1 L6 2 163 |Sailéch
hCG PIN|[P[N|P[N

0 miU/ml 0 |10 0 10| 0 |10 0%
5 miU/ml o100 1] 0|10 0%
10 miU/ml 0] 0 [10]0]10]o0 0%
25 miU/ml 10| 0 |10 0 |10]| O 0%
100miU/ml | 10| 0 |10 | 0 | 10 | 0 0%

Phuwong phap [Phuwong phap | Tong
doi chiéu doi chiéu (am
= (dwong tinh) [tinh)

But thir thai cutia cyclotes
(dwong tinh) - 516 0 516
But thir thai cuia cyclotes
|(3m tinh) 0 326 326
Téng 516 326 842

Chan doan do nhay (Cung du’dng tinh) = a/(a+c) = 516/ 516 =100%
Chén doan déc tinh (Cung am tinh) = d/(b+d) = 326/326 = 100%

P: Dwong tinh N: Am tinh
T4t c& cac mau déu do dwoc ding ngudng Cut-off va cho két
qua chinh xac. Khong phat hién ra két qua sai Iéch nao.

Han ché khi dung but thi

* Ruwou co thé anh hwéng dén két qua kiém tra. Do do,
khuyen cdo nguwoi dung khéng nén str dung but thir sau
khi uéng ruou.

* Dai khi mau nuéc tidu ¢d ndng dd it hon 10 mIU/ml ma co
két qua duong tinh.

* Giai doan mai co thai do ndng d6 hCG cuc ky thap nén
e} két qua am tinh. Trong trwdng hop nay, nén kiém tra &
mau nudc tidu khac sau it nhat 48h.

Sau khi sinh thudng, sinh md, sdy thai hoac pha thai,
van co thé phat hien mirc hCG trong nuéc tidu vai tuan.

Co truong hop mure hCG tuy rat cao (> 500,000 mIU/mI)
nhwng van cé the cho két qua am tinh do tac dung cta
~Prozone". Neu van nghi ngo' mang thai, chi can pha loéng
mau nuwoc tiéu véi nwéc cat theo ty 18 1: 1 va kiém tra lai.

Néu mau nuéc tiéu bi pha qua loang (twre la: trong lwong
riéng thap) né co thé khong du mic d? hCG can. Néu van
ngh| ngcr c6 thai, hay Iay mau nwéc tiéu dau tién vao budi
sang va thi lai sau 48 gio.

Cing nhw véi cac phwong phap chan doan khac, nguoi
dung nén ket ho’p két qua cla but thir véi cac dau h|§u
co thé thue t& va tham khao y klen cla bac si dé c6 chan
doan cubi cung trudc khi cé quyét dinh lién quan dén y té.

Bao quan va han dung

Bo but thir c6 thé dwoc bao quan & nhiét do binh thuong (4 °C
dén 30 °C, hodc 39 °F dén 86 °F) trong tui kin dén khi hét han.
Khong dé tryc tiép dwoi anh ndng mat troi, noi cé do am va nhiét
dd cao. Tranh bi déng lanh.

'Y o Hwéng dan st dung
cyclotest® ™G e tai som
cyclotest®
(Midstream)

Ich bin mir sicher.

UEBE
Muc dich str dung

But thr thai sém cuia cyclotest® dung dé xac dinh chét
lwvgng clia humanchorionicgonadotropin (hCG) trong
nwéc tiéu giup tw phat hién thai sém bang trwc quan
va hoan toan mién dich.

But thir thai sém cuia cyclotest® dwoc thiét k& danh cho
ca ngwdi dung c6 chuyén mén va khéng.

/N Hwéng dan ste dung an toan

Tro gitip chdn doan in-vitro dé tw kiém tra
« Doc k§ huwéng dan st dung trudc khi tién hanh kiém
tra. Chu y vi tri cia dwong C va T.

« Khéng s dung khi hét han st dung.

« Khéng dung but thtr da dung réi dé kiém tra. Hay vt
but thtr vao thung rac sau khi st dung.

« Khong dung but thtr néu tui dwng clia né bi héng hodc
da dwoc mo.

» Khong cham vao mang bdo vé trén but thir.



+ Nén dung bt thir ngay sau khi mé& tui dwng. But thie
sé bi héng khi tiép xuc lau v&i dd am maéi trwdng.

* Xt ly cac maunuoctiéu va cacbutthir nhw thé ching co
kha nang truyén nhiém. Tranh tiép xuc tryc tiép vdi da.

« Hay chéc chan rang ban c6 mét céc dung mau nuéc
tiéu trwdre khi bat dau (coc khdng ban kém).

Céc thiét bi do kiém tra

Mo6i hop gom:

« Mot tdi dwng, chira mét but ther va tai hut &m (khong
dwoc an)~

* Hwdng dan st dung

Ban can thém nhibng thiét bi sau (khéng c6 san khi
mua hang):

+ Mét lo dwng sach va kho + Ddng hd

Thi gian s&m nhét c6 thé dung but thir

But thtr co the dung trwde ky kinh nguyét dén 4 ngay*.
Vao thoi diém nay, bat thir bao két qué chinh xac trong
hau hét cac trudng hop. Tuy nhién, do nong do hCG
c6 thé khac nhau gitra cac chi em, hoac tinh sai ngay
c6 kinh, do d6 can pha| kiém tra Ia| sau vai ngay, trong
trwdng hop két qué am tinh va néu nghi ngd ¢é thai.

* 86 % phu ni s& dung bat thir cho két qua dung trudc khi
den ngay cé kinh: trwéc 4 ngay 57%; trwéc 3 ngay khoang
87%; trwdc 2 ngay khoang 96%; trwdc 1 ngay 98%; dling ngay
99,9%.

Str dung but thtr

Lay mau va xir ly

1. M&u nwéc tiéu phai dwoc dwng trong mot lo sach va
kho.

2. Mau nuéc tiéu vao budi sang som duoc wu tién lua
chon do c6 nong do hCG cao. Tuy nhién, co thé 14
mau nuwoc tiéu tai bat ky thdi gian nao trong ngay dé
thte. Néu khong thé thir nude tiéu ngay lap tire, co thé
bdo quan mau & nhiét do 2-8 °C trong 72 gidr trwdc
khi thce.

3. M&u nuéc tiéu nén dwoc lang can dé cé mau sach
R
kiém tra.

Cac bwéc thir thai

1. D& tdi but thir va nwdc tiéu & nhiét do phong. Dé bat
dau kiém tra, x¢é mé& tii dwng bat thtr theo dwong
rang cwa. Lay but thtr ra va dung ngay khi mé tui.

2. Théo ndp dau but thir ra (Xem hinh).

Ché tay

N&p bt thir Vach thr Vach thir lai  cim

DPau do Ctra sb két qua

3. Cho nuwérc tiéu clia ban vao trong lo dung sach (khong
kém theo but thir) va nhiing mét nira dau thir cta but
vao nuérc tiéu it nhat 10 giay. Ban ciing c6 thé dé dau
bat the hwéng xudng dwéi va dat tric tlep dwdi dong
nwéc tiéu trong it nhat 10 gidy cho dén khi né dwoc
wot hoan toan.
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4.D6ng ndp but thi lai va cher cac vach mau xuét hign.
Doc két qua sau 5 phut.

5. Ty thuéc vao nong d6 hCG trong mau thir, co thé
thay két qua dwong tinh chi trong 40 giay. Tuy nhién,
dé xac nhan cac két qua am tinh, can phai co thoi
gian d& phan (rng xay ra hoan toan (5 phut). Vi vay,
hay doc két qua trong vong 5 phdit.

6. Vit but thr sau khi da str dung vao thung rac.

Khéng doc két qua sau 10 phut.

Giai thich két qua

Tém tét va Giai thich

Dworng tinh: Hai vach mau phén biét xuat hién - mot cai
trén ving kiém tra va mét cai & ving thir (xem hinh anh).
Diéu nay co nghla da co thai. Cuong d6 mau cla cac
vach thir c¢6 thé khac nhau do thay ddi ndng do héc moén
khi c6 thai. M6t vach thr mau nhat ciing thé hién kgt
qua dwong tinh. Cac bién phap cham séc thai som rat
quan trong. Tham khao y kién bac si dé bao ve strc khoé
clia ban va clia bé. Tranh nhirng rdi ro tiém &n dbi voi
phai thai (vi du nhuw tia X).

Am tinh: Chi co6 mdt vach mau xuét hién trén dwong
theo doi va khéng hién vach thr. Dieu nay cé nghia
khéng c6 thai.

Khéng hop 1é: Khong hién vach nao, hodc néu hién mot
vach dé trén vung thte. Néu diéu nay xay ra, kiém tra lai
v&i bat thtr méi. Néu viec kiém tra van 16i, hay lién hé
v&i nha phan phdi.
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Kiém soat chat lwong

Tich hop tinh nang kiém soat

But thir dwoc tich hop tinh ndng kiém tra. Vach kiém soat
(C) trén but thir chi ra ring lvong nwéc tiéu dé do da du
hay chua. 5

Human Chorionic gonadotropin (hCG) la hoocmon gly-
coprotein dwoc tiét ra do sw phat trién clia nhau thai
ngay sau khi thu tinh. Trong thai ky binh thwong, hCG
c6 thé dwoc phat hién trong nuwoc tiéu sém nhat la7
ngay sau khi thu thai, trong do ndng do tang gap doi
sau m0| 1,3 dén 2 ngay. Vao thoi gian tré kinh gan
nhét néng dd hCG & nwdc tiéu khoang 100mIU/ml, ltc
két thuc quy thai ky dau tién, nong do dinh 1a 100.000
dén 200.000 mlU/ml. Sy xuat hién som hCG ngay
sau khi thu thai va nong dd clia no tang trong thoi ky
dau mang thai la d4u hiéu dé& phat hién sém thai ky.

Phwong thirc hoat dong

But thr thai sém cla cyclotest® la bat thev nhanh dya
trén cong nghé |mmunochromatography (mién dich sac
ky). M6t tAm mang voi 16p thdm nam trén dudng soc
bang manh glay soi thay tinh dwoc ngam tdm voi hop
chét keo khé clia cac hat vang va cac khang thé ran don
dong véi hCG. Mleng thAdm & cubi but thir s& thAm mau
I6ng vwot qua. Mau nwéc tleu dwoc dwa vao thlet bi, va
tlep tuc qua mleng tham, roi di lén mot mang mién dich
sac ky. Khi né tiép xtic véi mang loc, mau sé Iam tan hop
chét keo kho. Trong mot mau phan trng, khang nguyén
hCG sé két hop véi cac khang thé trong dung dich keo.
Khi hgp chat di chuyén vé phia mang loc, khang thé
don nguyén chéng hCG gan trén ving but ther (,T“) sé

.8

két hop véi lien hop phwc cta hCG- vang, tao thanh
mot vach mau hbng (,T*). TAt ca cac mau sé tao ra mot
vach mau hong & vung kiém tra (,C*). Vach nay dwoc
tao ra do sy két _hop cla cac khang thé polyclonal (An-
ti-mouse IgG) gén trén vung kiém tra v&i hop chét mau
thir-keo vang. Vach nay hién cé nghia la lwgng méu
pht hop va bt thir dwoc st dung ding. Chuwa day 5
phat, néng d6 hCG khoang 25 mIU/ml cé thé dwoc phat
hién trong nwéc tidu.

Thubc tho
But thtr kiém tra gdm hop chét keo vang véi khang thé
don dong chéng R-hCG; Mang NC phu khang thé don
dong chdng a-hCG va khang thé da dong thd chéng
chudt-IgG.

Thong tin str dung chuyén nghiép

Dé& dam bao tinh nang méi 16 but thi mai, chung t6i
khuyen ban nén tién hanh kiém tra mot 1an vai chét lieu
liéu kiém tra. Ngoai ra, ngu’ol dung phai tuan theo cac
quy dinh va hvéng dan cua tiéu bang va dia phuong vé
cac yéu cau GLP.

Chét lieu dé kiém soat chéat lwong. Véi sy tro gidp cla
nhirng chét liéu kiém tra co san trén thi trwéng hodc cac
mau nuwdc tiéu tr nhitng bénh nhan cé thai va khéng
c6 thai da biét co thé dwoc dung véi méi 16 dé kiém tra
hiéu qué cla but thir. Ching toi khuyén ban nén st
dung céc chét liéu da biét néng d6 hCG ndm gan (trén
va dudi) gidi han y té cho phép. 7



