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dfu EASY TEST DOA 5-1

Bo xét nghiém chan doan phat hién 11-nor-A° -THC-9 COOH (THC), Methamphetamine
(MET), Morphine (MOR), Methylenedioxymethamphetamine (MDMA) va Ketamine (KET)
trong mau nudc tiéu

IVD
THONG TIN SAN PHAM

Khay thr dang nhing xét nghiém dinh tinh phan biét
THC/MET/MOR/MDMA/KET

dfu EASY TEST DOA 5-1

H42A (15 xét nghiém / hdp); H42B (20 xét nghiém / hop); H42C (25

xét nghiém / hop)

Tén san pham

Chung loai
Ma san pham

MUC DicH S0’ DUNG
dfu EASY TEST DOA 5-1 la mét xét nghiém sic ky mién dich dung dé phat hién
THC/MET/MOR/MDMA/KET va céc dan xuét cla ching trong mau nudc tiéu ngudi.

THONG TIN CHUNG
- THC/MET/MOR/MDMA/KET dwgc xem nhw nhitng loai chat kich thich hé than kinh cé thé
khi€n ngudi siv dung bi nghién va phu thudc vao né. Lam dung chat gy nghién — Drug of
abuse (DOA) la viéc st dung nhirng chat nay kéo dai va vdi sé lwgng Idn, gdy ra nhitng tac
ddéng xau dén ban than ngudi sir dung va mai trudng xung quanh.
dfu EASY TEST DOA 5-1 I3 mét xét nghiém sang loc nudc tiéu nhanh, c6 thé thyc hién ma
khéng can thém dung cu nao. Xét nghiém sir dung khang thé don dong dé phat hién néng
dd nhitng chat trén ting cao trong nwdc tiéu.
dfu EASY TEST DOA 5-1 cho két qua duwong tinh khi nhitng chat d6 dat néng d6 nhu bang
dusi day:

Chat Nong dé (ng/mL)
11-nor-A° -THC-9 COOH (THC) 50
Methamphetamine (MET) 500
Morphine (MOR) 300
Methylenedioxymethamphetamine (MDMA) 500
Ketamine (KET) 1000

GIAI THICH XET NGHIEM

dfu EASY TEST DOA 5-1 la mdt xét nghiém mién dich dua trén nguyén tac lién két canh tranh.
Céc loai chat cé thé cé trong mau nudc tiéu canh tranh véi cong hop chat thir dé tim cac vj tri
lién két trén khang thé. Trong qua trinh xét nghiém, mau nwéc tiéu di chuyén trén que thir
theo lyc mao dan. N&u c6 chat thir trong mau nudc tiu dudi ngudng phat hién sé khong bao
hoa cac vi tri lién két clia cac hat pha khang thé trong que thlr. Cac hat phl khang thé sau dé
s& duoc bat gilt bing cong hop chat thir dd duoc cd dinh va s& xuat hién mot vach mau tai
vach thir nghiém (T). Vach mau s& khdng xuét hién & vach thlr nghiém (T) néu ndng dé chat
thir cao hon ngudng phat hién vi né s& bdo hoa t&t ca céc vi tri lién két cla khang thé khang
chét thir. M3u nudc tiéu duong tinh véi chat thir s& khong tao ra vach mau tai vach thir
nghiém (T) do tinh chat canh tranh, trong khi mau nudc tiéu 4m tinh hodc mau chira nong do
chat thir nhd hon ngudng phat hién s& tao ra mdt vach mau tai vach thir nghiém (T). D& kiém
soat chat lvgng, mot vach mau sé ludn xuat hién tai vach chirng (C) cho thay lwvong mau dugc
st dung d0 va cé qua trinh phan (ng xay ra.

THANH PHAN BO XET NGHIEM

Ma san pham / Quy cach déng géi
H42B

Thanh phan 1 hép H42A H42C

15 xét nghiém/hop | 20 xét nghiém/hdp | 25 xét nghiém/hép

Khay thir trong tui nhém

PP " 15 20 25

vdi tdi hat am (cai)
C6c nhya (cai) 15 20 25
Huéng dan st dung (to) 1 1 1

THAN TRONG
. Chi st dung trong chan dodn in vitro.
. Khay thr cdn dugc duy tri trong tui kin dén khi st dung.
. Khay th&r nhay cdm véi d6 &m va nhiét do.
. T4t cA mau va thudc thlr can dwoc xem xét kha nang gay hai va dugc xtr Iy nhu mot tac
nhan gay lay nhiém.
5. Thiét bj thir nghiém va tat ca vat liéu nén dugc loai bd trong thung danh cho chat thai sinh
hoc thich hop.
6. Khong st dung bd xét nghiém da qua han st dung.
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LAY MAU VA BAO QUAN MAU
1. Ldy m3u: M3u nudc tiéu phai dugc thu thap trong vat chira sach va khd. Nudc tiéu dugc
thu thap vao thoi diém nao trong ngay ciing cé thé duoc sir dung. Cac mau nudc tidu cé
két tha nhin thdy dugc nén dugc ly tdm, loc hodc dé lang.
2. Bdo quan mau: Mau nudc tidu cé thé dugc bao quan & 2 — 8°C trong t8i da 48 gior trudc
khi xét nghiém. D& bao quan trong thoi gian dai, nén déng lanh mau nudc tiéu va bao quan
duwdi -20°C. MAu déng lanh phai duoc ra dong va tron déu trudc khi xét nghiém.

QUY TRINH XET NGHIEM

1. Dé khay thir, mau nudc tiéu va/hodc mau d6i chirng & nhiét dd phong (15 - 30°C) trudc khi
xét nghiém.

2. Lay khay thir ra khoi tui nhém va st dung ngay lap tirc.

3. Theo chiéu miii tén chi vé phia m3u nudc tidu, nhing khay thir vao mau nudc tiéu theo
chiéu miii tén, gilt trong it nhat 10 - 15 gidy. Khéng dé nudc ti€u cham dén phan khay thir
(xem hinh minh hoa bén dudi).

4. D3t khay thir trén bé mat phdng khong thdm nudc, bat dau hen gior va doi (cac) vach mau
dd xuat hién.

5. Doc két qua sau 5 phut. Khong doc két qua sau qué 10 phut.
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Poc két qua

DIEN GIAI KET QUA XET NGHIEM
1. Dwong tinh:

C

- Chi c6 mét vach chirng (C) xudt hién. Khéng cé vach thir nghiém (T) xuat hién.

N

. Am tinh:
o= - C6 2 vach xuét hién. Mét vach chirng (C) va mét vach thr nghiém (T), vach
(T) c6 thé dam hodc mo.

T

3. Khong hop 1é:

- BA&t ky xét nghiém nao khéng cé vach chirng (C) xuét hién tai thoi diém doc
két qua déu xem nhu khéng hop 18 va phai duoc loai bd. Lip lai xét nghiém
vdi mot khay thir mai.
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= Chuy:

- Cudng d6 cla vach thir nghiém (T) c6 thé thay d6i tuy thudc vao ndng dd cua cic chat co
thé cé trong mau. Do dd, vach thlr nghiém (T) xuat hién mau nhu thé nao, két qua ciling
duoc coi la 4m tinh. Bén canh d6, khong thé xac dinh ndng dé chinh xac béng xét nghiém
dinh tinh nay.

- Lwong mau khdng dd, quy trinh xét nghiém khdng chinh xac hodc st dung san pham hét
han 1a mét trong nhitng Iy do c6 thé gay anh hudng dén vach mau.

THONG SO K¥ THUAT
1. Hiéu nang lam sang:
Thir nghiém 1am sang dugc thlir nghiém va&i bd xét nghiém dfu EASY TEST DOA 5-1 va phuong

phap GC/MS.
- THC: St dung tng cdng 314 mau. K&t qua dugc tdm tét trong bang sau:
s Phuong phap GC/MS e
Ket qua Duong tinh Am tinh Tong cong
dfu EASY TEST Duong tinh 109 0 109
DOA 5-1 Am tinh 0 205 205
Téng cong 109 205 314

100% (95% Cl: 99.80% - 100.00%)
100% (95% Cl: 99.85% - 100.00%)

Do nhay twong déi
Do dic hiéu twong doi

- MET: S dung téng cdng 233 mau. Két qua dugc tdm tét trong bang sau:

s Phuong phap GC/MS e
Ket qua Duong tinh Am tinh Tong cong
dfu EASY TEST Duong tinh 105 0 105
DOA 5-1 Am tinh 0 128 128
Téng cong 105 128 233
Do nhay twong déi 100% (95% Cl: 99.79% - 100.00%)

Do dic hiéu twong déi 100% (95% Cl: 99.83% - 100.00%)

- MOR: St dung t6ng cong 331 mau. K&t qua dugc tdm tét trong bang sau:

. s Phwong phap GC/MS . N

Ket qua Duong tinh Am tinh Tong cong
dfu EASY TEST Duong tinh 159 0 159
DOA 5-1 Am tinh 0 172 172
Téng cong 159 172 331

Do nhay twong déi
Dd dic hiéu twong doi

100% (95% Cl: 99.83% - 100.00%)
100% (95% Cl: 99.84% - 100.00%)

- MDMA: S{r dung tng cong 252 mau. K&t qua duoc tom tt trong bang sau:

. Phuong phap GC/MS I
ket qua Duong tinh Am tinh Tong cong
dfu EASY TEST Duong tinh 93 0 93
DOA 5-1 Am tinh 0 159 159
Téng cong 93 159 252

Do nhay twong déi
Dd dic hiéu twong doi

100% (95% Cl: 99.79% - 100.00%)
100% (95% Cl: 99.83% - 100.00%)

- KET: S& dung tong cdng 237 mau. K&t qua duoc tédm tat trong bang sau:

. Phuong phap GC/MS I
Ket qua Duong tinh Am tinh Tong cong
dfu EASY TEST Duong tinh 32 0 32
DOA 5-1 Am tinh 0 205 205
Téng céng 32 205 237

100% (95% Cl: 99.64% - 100.00%)
100% (95% Cl: 99.85% - 100.00%)

Do nhay twong déi
Do dic hiéu twong doi

2. D6 nhay phan tich (Nguwd'ng phat hién):

Pha lodng mau chudn bang nwdc tiéu am tinh cla tirng chat dé thu dwoc cac nong dd sau.
K&t qua cho thay d6 chinh xac > 99% & néng dd trén 50% va dudi 50% cla ngudng phat hién.
Két qua duoc tédm tét trong bang sau:

2 N . Phan trim ngudng Két qua
L =
Chét | Nong 6 (ng/ml) phat hién " [ Amtinh | Dwongtinh
0 0 30 30 0
THC
25 50% 30 30 0
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37.5 -25% 30 29 1 Chloramphenicol Tyramine Sulfamethazine
50 Ngudng phat hién 30 12 18 Chlordiazepoxide Loperamide Sulindac
62.5 +25% 30 1 29 Chlorothiazide Maprotiline Temazepam
75 +50% 30 0 30 (+/-) Chlorpheniramine Meperidine Tetracycline
100 +100% 30 0 30 Chlorpromazine Meprobamate Tetrahyhrocortisone
0 0 30 30 0 Chlorquine Methadrone 3-Acetate
250 -50% 30 30 0 Cholesterol Methoxyphenidate Tetrahyhrocortisone
375 -25% 30 29 1 Clomipramine Methoxyphenamine 3-(B-D glucuronide)
MET 500 Ngudng phat hién 30 18 12 Clonidine Nalidixic acid Tetrahydrozoline
625 +25% 30 1 29 Cocaethylene Naloxone Thiamine
750 +50% 30 0 30 Cocaine hydrochloride Naltrexone Thioridazine
1000 +100% 30 0 30 D,L-Amphetamine Naproxen D,L-Tyrosine
0 0 30 30 0 Cortisone Niacinamide Tolbutamine
150 -50% 30 30 (-) Cotinine Nifedipine Trans-2-phenyl
225 -25% 30 29 1 Creatinine Norethindrone Cyclopropylamine
MOR 300 Ngudng phat hién 30 20 10 Deoxycorticosterone D-Norpropoxyphene Triamterence
375 +25% 30 1 29 Dextromethorphan Noscapine Trifluoperazine
450 +50% 30 0 30 Diazepam D,L-Octopamine Trimethoprim
600 +100% 30 0 30 Diflunisal Oxalic acid Trimipramine
0 0 30 30 0 Digoxin Oxazepam Tryptamine
250 -50% 30 30 0 Digoxin Oxolinic acid D,L-Tryptophan
375 -25% 30 29 1 Ecgomine hydrochlodide Oxymetazoline Uric acid
MDMA 500 Ngudng phat hién 30 17 13 Ecgonine methylester Papaverine Verapamil
625 +25% 30 1 29 (1R,2S)-(-)-Ephedrine Penicillin-G Zomepirac
750 +50% 30 0 30
1000 +100% 30 0 30 Bo xét nghiém dfu EASY TEST DOA 5-1 c6 thé phat hién dwong tinh cac hop chat véi ndng do
0 0 30 30 0 dugc liét ké trong bang dudi day:
500 -50% 30 30 0 Chét Hop chat Néng d¢ (ng/mL)
750 -25% 30 29 1 Cannabinol 20000
KET 1000 Ngudng phat hién 30 12 18 11-nor-A8-THC-9 COOH 30
1250 +25% 30 1 29 THC 11-nor-A°-THC-9 COOH 50
1500 +50% 30 0 30 A8-THC 15000
2000 +100% 30 0 30 A°-THC 15000
p-Hydroxymethamphetamine 15000
3. Do dic hiéu phan tich (Phan &ng chéo): D-Methamphetamine 500
B0 xét nghiém dfu EASY TEST DOA 5-1 khéng xay ra phan tng chéo khi thir nghiém vdi céc MET L-Methamphetamine 4000
chét & néng d6 100 pg/mL duoc liét ké trong bang dudi day: (+)-3,4-Methylenedioxymethamphetamine 1000
4-Acetamidophenol L-Epinephrine Caffeine Mephentermine 25000
Acetophenetidin (-)-w-Ephedrine Perphenazine Codeine 300
N-Acetylprocainamide Erythromycin Phencyclidine Ethyl Morphine 6250
Acetylsalicylic acid B-Estradiol Phenelzine Hydrocodone 50000
Aminopyrine Estrone-3-sulfate Phenobarbital Hydromorphone 3125
Amitriptyline Ethyl-p-aminobenzoate Phentermine Levorphanol 1500
Amobarbital Fenoprofen L-Phenylephrine Morphine 300
Amoxicillin Furosemide B-Phenylethylamine 6-Monoacethylmorphine 400
Ampicillin Gentisic acid Phenylpropanolamine MOR Norcodeine 6250
L-Ascorbic acid Hemoglobin Prednisolone Normorphone 100000
D-Amphetamine Hydralazine Prednisone Oxycodone 30000
L-Amphetamine Hydrochlorothiazide Promazine Oxymorphone 100000
Apomorphine Hydrocortisone Promethazine Procaine 15000
Aspartame Doxylamine D,L-Propanolol Thebaine 6250
Atropine O-Hydroxyhippuric acid D-Propoxyphene Morphine 3-B-D-glucuronide 1000
Benzilic acid 3-Hydroxytyramine D-Pseudoephedrine (£) 3,4-Methylenedioxymethamphetamine HCl (MDMA) 500
Benzoic acid lbuprofen Quinacrine MDMA () 3,4-Methylenedioxyamphetamine HCI (MDA) 6000
Benzoylecgonine Imipramine Quinidine (%) 3,4-Methylenedioxyamphetamine (MDE) 600
Benzphetamine Iproniazid Quinine Ketamine 1000
Bilirubin (+/-)-Isoproterenol Ranitidine Pentobarbital 50000
(+/-)-Brompheniramine Isoxsuprine Salicylic acid KET Secobarbital 100000
Cannabidiol Ketoprofen Serotonin Nor Ketamine 50000
Chlorallydrate Labetalol (5-Hdroxytyramine)

4. Do chinh xac:

DO lap lai gitra cac 16, gilta cac ngay dat 100%.

D& téi lap gilra cac 16, gitra cac phong thi nghiém, gitra cdc ngay, gilta cc thir nghiém vién dat
100%.

HAN CHE CUA XET NGHIEM

- dfu EASY TEST DOA 5-1 chi dua ra két qua dinh tinh so bd. Can phai s dung thém mét
phuong phap phan tich thir cdp khac dé xac nhan két qua. Khuyén cdo st dung phuong
phép sic ky khi/kh&i phd (GC/MS).

- Cac 13i vé ki thuat hodc quy trinh, ciing nhu cac chat gay nhiéu khéc trong mau nudc tiéu
c6 thé gay sai léch két qua.

- Cac chét ngoai sinh, nhu thudc tdy va/hodc phén trong mau nudc tiéu cé thé gay sai léch
két qua phan tich. Néu nghi ngo, nén l3p lai xét nghiém véi moét mau nudc tiéu khac.

- K&t qua duong tinh cho thay sy hién dién cla chat thir hodc cac chat chuyén héa clia ching
trong nwéc tiéu nhung khong thé cho bidt mic d6, duwdng hap thu hodc nong do trong
nuéc tiéu.

- K&t qua am tinh khdng thé khing dinh duorc viéc khéng dung thudc. Két qua am tinh ¢
thé thu dwoc khi c6 sy hién dién cla chat thir nhuwng dudi ngudng phat hién cla bd xét
nghiém.

- Viéc lam dung chat kich thich hay st dung thuSc digu tri khdng thé phan biét dugc bang
xét nghiém nay.

BAO QUAN VA HAN DUNG
. dfu EASY TEST DOA 5-1 nén duoc bdo quan & 2 - 30°C.
. Han dung 24 thang ké& tir ngay san xu4t.
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