Hotline hd tro cta cyclotest®

Chac chan ban da doc ky cac chu y clia chung t6i vé
viéc st dung but thir thai cla cyclotest® va tw lam quen
v0i cac tinh nang cua né. Néu ban c6 thém bét ky cau
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cyclotest® boi _.ngl tw van cyclotest@ rat san sang tra
101 cac thac mac clia ban.
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But thtr nay phu h(yp theo hwéng dan 98/79/EC ndm
1998 clia Hoi déng vé chan doan In-vitro va déng d&u CE
0123 0123 (TUV SUD Product Service GmbH).
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Pac diém

1. D6 nhay
BUt the thai clia Cyclotest® s& hién két qua dwong tinh véi
cac mau cé chira hCG & mirc gan hodc Ién hon 25 miU/ml.

2. Pac tinh

Cac hop chat sau khong gay anh huong khi bj hoa tan
trong nuwac tiéu coé ndng do hCG gitra 0 va 25 miU/ml.
Hoéc mén homologous khéng phan trng chéo

HFSH 1000 mIU / ml (WHO 1st IS)

HLH 500 mIU / ml (WHO 1st IRP)

HTSH 1000 plU / ml (WHO 2 IRP)

3. b6 chinh xac

Caéc nghién ctru so sanh but thir thai clia cyclotest® vai thiét
bj str dung trong phong thi ngh|em da dwoc thuc hién trong
cac phong thi nghiém lam sang khac nhau. Két qua duong
tinh va am tinh dwoc so sanh va twong quan la > 99,9%.

Do chinh xac but thir thai cha cyclotest® dwoc kiém
nghiém tai bénh vién

4. Hop chat khang phan tng chéo:

Acetaminophen (20 mg/d| Tetracycline 20 mg/dI
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/dI Theelol 20 mg/dl
Ampicillin 20 mg/dl Pregnanedione |20 mg/dl

5. Do nhiéu 1an va kiém chirng

Ba 16 but thir thai clia cyclotest® da dwoc s dung va mbi 16
Iay ra 10 but thtr @& kiém tra trong dung dich chuan hCG véi
nong do khac nhau & 0 mliU/ml, 25 mIU/ml va 100 mIU/ml.

Phwong phap Phwong phap Tong
doi chieu doi chiéu (am
(dworng tinh) tinh)
BUt thir thai cua cyclo-
test® (dwong tinh) 411 0 411
But thir thai cua cyclo-
test® (am tinh) 0 309 309
Tong 411 309 720

Chén doan dé nhay (Cuing dwong tinh) =
doan déc tinh (Cung &m tinh) =

411/ (411 + 0) = 100% Chan

309/(309 +0) = 100%

Nong do L6 1 L6 2 L63 Sai léch
hCG PIN|P|N|PJ|N

0 miU/ml o |10] 0 |[10] 0 | 10 0
25 mIU/ml 10| 0 (10| 0 | 10| O 0
100 mIU/ml | 10 0 10 0 10 0 0

P: Dwong tinh N: Am tinh

TAt ca cac mau déu do dwoc dung ngudng Cut-off va cho két
qua chinh xac. Khong phat hién ra két qua sai léch nao.

Han ché khi dung but thi

* Ruwou co thé anh hucmg dén két qua kiém tra. Do d6,
khuyen cao nguwoi dung khong nén st dung but thir sau
khi uéng ruou.

* Doi khi mé&u nuéc tiéu cé ndng dé it hon 25 mIU/ml ma
c6 két qua dwong tinh.

Giai doan mai c6 thai do ndng dd hCG cuc ky thap nén
co thé hién ket qua am tmh Trong trwdng hop nay, nén
kiém tra & mau nuéc tiéu khac sau it nhat 48h.

Sau kh| sinh thuong sinh mé, sdy thai hoac pha thai, van
c6 thé phat hién mirc hCG trong nwéc tiéu vai tuan.

Co treong hop mic hCG tuy. r&t cao (> 500,000 mIU/ml)
nhwng van c6 thé cho két qua am tinh sai do tac dung
cla ,Prozone". Neu van ngh| ngd mang thai, chi can pha
lodng mau nwéc tidu voi nwéc cat theo ty 18 1:1 va kiém
tra lai.

Néu mau nuoc tiéu bi pha qua loang (twre la: trong lvong
rleng thap) n6 co thé khong du mic do hCG can. Néu
van ngh| nga c6 thai, hay lay mau nuwéc tiéu dau tién vao
bubi sang va thir lai sau 48 gio'.

Ciing nhw v&i cac phwo'ng phap chan doan khac, ngudi
dung nen két hop két qua cla bat thir véi cac dau hiéu
co thé thwe té va tham khao y k|en clia bac sT dé co chan

doan cudi cung trwde khi co quyét dinh lién quan dén y té.

Bao quan va han dung

Bo but thir c6 thé duoc bao quan & nhiét do binh thuong (4 °C
dén 30 °C, hoac 39 °F dén 86 °F) trong tui kin dén khi ‘héthan.
Khong dé truc tiép dwdi anh ndng mét troi, noi ¢ do &m va nhiét
dd cao. Tranh bi dong lanh.

Hwéng dan s dung
But thir thai
cyclotest®

(M|dstream)

Ocyclotest®

Ich bin mir sicher.

UEBE
Muc dich str dung

But thkr thai cta cyclotest® dung dé xac dinh chéat
lwong cua humanchorionicgonadotropin (hCG) trong
nwéc tidu gidp tw phat hién thai sém bang tryc quan
va hoan toan mién dich.

But thir thai cla cyclotest® dwoc thiét ké danh cho ca
ngwoi dung cé chuyén mén va khong.

/N Hwéng dan ste dung an toan

Tro gitip chdn doan in-vitro dé tw kiém tra

« Doc k§ huwéng dan st dung trude khi tién hanh kiém
tra. Cha y vi tri cia dwong C va T.

« Khong s dung khi hét han st dung.

+ Khong diing bt thir da dung rdi dé kiém tra. Hay viet
but thtr vao thung rac sau khi st dung.

« Khéng dung bt ther néu tai dwng ctia né bi hédng hodc
da dwoc méd.

» 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 trwedng.
+ X0 ly cac mau nwéce tiéu va cac but thir nhw thé ching

c6 kha nang truyén nhiém. Tranh tiép xuc truc tiép
vOi da.

« Hay chac chan réng ban c6 mot céc dwng méu nwéc
tieu trwde khi bat dau (coc khong ban kem).

Céc thiét bi do kiém tra

M6i hép gom:

« M6t tdi dwng, chira mét but ther va tdi hut &m (khéng
dwoc an).

« Hwéng dan st dung

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

* M6t lo dwng sach va kho
» Bong ho

Khi nao bat dau dung bt thi

But thir thai cé thé dwoc dung tir ngay tré kinh dau tién
cuia chu ky Hau hét bat thir thai cho két qua chinh xac
vao thoi didm nay. Tuy nhién, do ndng do hCG & phu nt
cao thap cung rat khac nhau, hodc tinh sai ngay bat dau
chu ky, néu két qua &m tinh va ban van nghi ngd c6 thé
c6 thai, ban nén th lai sau vai ngay.

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 nwéc tleu vao budi sang sém dwoc wu tién lya
chon do co nong dd hCG cao. Tuy nhién, cé thé Ia;/
mau nwéc tiéu tai bat ky thoi gian nao trong ngay de
thte. Néu khong thé thir nude tiéu ngay 1ap tie, co thé
bdo quan mau & nhiét do 2-8 °C trong 72 gid trwdc
khi thev.

3. Mau nuéc tiéu nén dwoc ldng can dé cé mau sach
kiém tra.

Cac bwéc thir thai

1. D& tui but thir va nuédc tiéu & nhiét do phong. Dé bét
dau kiém tra, xé m& ti dyng but thir theo duong
rang cwa. Lay but thir ra va dung ngay khi mé tui.

2. Théo nap dau but thkr ra (Xem hinh).

Ché tay

Né&p but thir Vach thtr Vachkiémtra cim

Khoang do nwéc tiéu (Dau  Clra sb két qua

do c6 kha nang hat nuwéc)

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 triec tlep dwéi dong
nwéc tiéu trong it nhat 10 gidy cho dén khi né dwoc

wot hoan toan.
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4.Dong pép but thir lai va chd cac vach mau xuét hién.
Boc két qua sau 5 phut.

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

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

Khong 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 viing kiém tra va mot cai & ving thi (xem hinh anh).
Diéu nay co nghla da co thai. Cuong d6 mau cla cac
vach thir c¢é 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 cla bé. Tranh nhirng rdi ro tiém &n dbi voi
phai thai (vi du nhuw tia X).

Am tinh: Chi c6 m6t vach mau xuét hién trén vach kiém
tra va khéng hién vach thtr. Biéu nay c6 nghia khong
c6 thai.

Khéng hop 1é: Khong hién vach nao, hodc néu hién mot
vach dé trén vung thtr. Néu diéu nay xay ra, kiém tra lai
v&i bat thtr méi. Néu viéc kiém tra van 16i, hay lién hé
véi nha phan phdi.
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Dwong tinh Amtinh  Khéng Khéng
hop lé hop lé

Kiém soat chat lwong

Tich hop tinh nang kiém soat

But thir duoc tich hop tinh nang kiém tra. Vach kiém soat
(C) trén but thir chi ra rang lwong nuwéc tiéu dé do da da
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 la 100.000
dén 200.000mlU/ml. Sy xuat hién sém hCG ngay
sau khi thu thai va néng 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 s6m cla cyclotest® la bat thir 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 vuot 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 1am tan hop
chét keo kho. Trong mo6t mau phén trng, khang nguyén
hCG sé ket hop voi 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 25mIU/ml c6 thé dwoc phat
hién trong nwéc tidu.

Thubc thir
But thtr kiém tra gdm hop chat keo vang voi khang thé
don dong chéng RB-hCG; Mang NC pha khang thé don
dong chdng a-hCG va khang thé da dong thd chéng
chudt-IgG.

Thong tin str dung chuyén nghiép

D& dam bao tinh nang mdi 16 bat thtr méi, ching toi
khuyén ban nén tién hanh kiém tra mot 1an vai chét lieu
liéu kidm tra. Ngoai ra, ngwoi diing phai tuan theo cac
quy dinh va huwéng dan cla tiéu bang va dia phuong vé
cac yéu cau GLP.
Chét lieu dé kiém soat chéat lwong. Véi sy tro gidp cla
nhi*ng chét liéu kiém tra co san trén thi trwéng hodc cac
mau nudc tiéu tir nhitng bénh nhan cé thai va khéng
c6 thai da biét c6 thé duoc dung véi mbi 16 dé kiém tra
hiéu qua cda bat thir. Ching toi khuyén ban nén s
dung céc chét liéu da biét ndng d6 hCG ndm gan (trén
va dudi) gioi han y té cho phép.
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