CHUONG V. YEU CAU KY THUAT GOI SINH PHAM
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Phat hién tat ca cac type khang thé (IgG, Thanh
Test nhanh e " )
. ) IgM, IgA) dac hiéu va&i virus HIV-1 gom type thir/
1 chan dodan HIV . R oL Test
1/2 phu O va HIV-2 D06 nhay: 100%; D0 dac hiéu: | Khay
>99.8% <> hodc tuong duong thir
Phat hién dinh tinh HBsAg trong mau huyét | Thanh
Test nhanh w . , . “ R )
. , thanh, huyét twong hoac mau toan phan. b6 tho
2 chan doén e . Test
HBSA nhay: 2 99 %; D6 dac hiéu: 299 % <> hoac /Khay
s
8 twong duong thir
Test nhanh
. ) Phat hién dinh tinh HBeAg, D6 nhay: 2 95 %;
3 chan dodn R . Test
D6 dac hiéu: 2 97% <> hodc tuwong duong
HBeAg
Test nhanh R A 4y Lin
. ; D6 nhay: > 98%. D6 dac hiéu: >99% <>
4 chan doén . Test
hodc twong duwong
HCV
Huyét thanh . . y
5 x Huyét thanh mau A <> hodc twong duong ml
mau A
Huyét thanh v x .
6 x Huyét thanh mau B <> hodc tuong duong ml
mau B
Huyét thanh . x .
7 x Huyét thanh mau A+B <> hodc twong duong ml
mau A+B
Huyét thanh . x .
x . Huyét thanh mau D (Anti D IgM+IgG) <>
8 mau D (Anti D . ml
hoac tuvong duwong
IgM+1gG)
Sinh pham , . . .
. Sinh pham Antihumanglobulin (AHG) <>
9 Antihumanglo ml

bulin (AHG)

hodc tvong duong
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Test nhanh
phat hién Phat hién khang nguyén virus Dengue NS1 Thanh
10 khang nguyén | trong mau huyét thanh, huyét twong ngudi. thir/ Test
es
Dengue NS1, | D6 nhay: 297%, D6 dac hiéu: 2 98%. <>hoac | Khay
chan doan sét twong dwong thir
xudt huyét
Test nhanh Phat hién khang thé IgM khang Enterovirus | Thanh
1 chan dodn 71 trong mau huyét thanh, huyét tuong thir/ Test
es
bénh tay chan nguwoi DO nhay: 2 96,8%; D6 dac hiéu: 2 Khay
miéng (EV71) 99,1% <> hodc twong duong thor
Test thir ma
1 tly 4 trong 1 Test th&r ma tdy 4 trong 1 (MOP-AMP-MET- Test
es
(MOP-AMP- THC) hoac twong duwong
MET-THC)
13 Test thir Test thir dwdng huyét cé diy Hct tir 10% dén Test
. es
duong huyét 70% hoac tuong duong
Que thir nwdc | Que thir nwdce tiu dung cho may xét nghiém a
. . ue
14 tiéu 10 théng nudc tiéu Mission U120 Smart hodc tuong h Test
, nhun
sO duong &
Que thr néng
d6 peracetic I N . .
Que thir néng do peracetic trong dung dich
15 trong dung ) R i R Que
. , o sat khuan qua loc hoac tvong duong
dich sat khuan
qua loc
Que thir
16 peroxide tén Que thir peroxide ton du hodc twong duong Que
du
17 Que thir Clo Que thir Clo ho3c twong duwong Que
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. . , Phat hién dinh tinh nhanh heroin, opiate va | Thanh
Sinh pham xét , . e L. , x ,
N cac chat chuyén hda cua chiang trong mau thir/
18 nghiém e . . Test
HEROIN nudc tieu ngudi. b6 nhay: 99,8%. Bo dac Khay
hiéu: 99,6% hodc twong duong thir
. . , Phat hién dinh tinh nhanh codein, opiate va | Thanh
Sinh pham xét ) - . , x R
N cac chat chuyén hdéa cua ching trong mau thir/
19 nghiém e . . Test
CODEIN nudc tieu nguoi. B6 nhay: 99,8%. Bo dac Khay
hiéu: 99,6% hoac twong duong thir
Xét nghiém Gnathostoma ELISA la xét nghiém
Sinh pham xét | mién dich ban dinh lwong dé tim khdng thé
nghiém Giun | Gnathostoma trong mau huyét thanh, huyét
20 dau gai twong ngudi. Test
Gnathostoma D6 nhay: 93%
IgG D6 dic hidu: 100%
Hoac tuwong duong
Sinh phdm xét | Binh tinh khang thé IgG khang Strongyloides
nghiém Giun & huyét thanh hodc huyét twong ngudi.
21 lvon D6 nhay > 99% Test
Strongyloides DO dac hiéu 299%
IgG Hoac tuwong duong
Ban dinh lwvong dé phat hién khang thé 1gG
Sinh pham xét | khang Toxocara, trong mau huyét thanh ho3c
” nghiém Giun huyét twong bang k§ thuat xét nghiém ELISA Test
dda cho D6 nhay 2 87,5%
Toxocara IgG DO dac hiéu 293,3%
Hoac tuwong duong
Xét nghiém Gnathostoma ELISA la xét nghiém
Sinh pham xét mién dich ban dinh lwvgng dé do tim khang
nghiém Giun thé& Gnathostoma trong mau huyét thanh,
23 dau gai huyét twong nguoi. Test
Gnathostoma D6 nhay: 100%
IgM DO dac hiéu: 100%

Hoac tuwong duong
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Sinh pham xét < i o e L
. . La xét nghiém ban dinh luvgng dé phat hién
nghiém Giun , o , . x
" o khang thé IgM cua Strongyloides, trong mau Test
n . . . es
. huyét thanh hodc huyét twong bang ky thuat
Strongyloides ] N .
oM xét nghiém ELISA hodc tuvong duong.
g
Sinh phdm xét | La xét nghiém ban dinh lvgng dé phat hién
55 nghiém Giun khang thé IgM cla Toxocara, trong mau Test
. . . es
diia cho huyét thanh hoac huyét tuong bang ky thuat
Toxocara IgM xét nghiém ELISA
Test nhanh
chan dodn . Ciw a
26 - - Test nhanh chan dodn héng cau trong phan Test
hong cau
trong phan

Ghi cha: Céc thong s6 ki thuat vé hang hda cia gdi thau nay mo ta chi tiét
chi mang tinh minh hoa hoic tuong duong. Tuong duong duoc hiéu 1a khi hang
hoa c6 céac thong sb ky thuat, diac diém tuong duong thi phai cd tinh chat tuong tu,
tinh nang st dung twong duong hang hoa yéu cau. Nha thau cé thé chao hang hoa
c6 tinh chat twong tu, tinh ning sir dung twong duong hang hoa yéu cau cua E-
HSMT nay va hang hoa nha thau chao phai pht hop véi yéu cu, muc dich su
dung ctia bén mai thau.

CAc yéu cau khéc:
nha thau phdi ngp cung véi E-HSDT cac tai ligu sau day:

- C6 Catalog hoic tai liéu ky thuat khac cua Nha san xuat c6 dy du noi
dung chimg minh cac dic tinh, thong sé ki thuat d6i véi cac hang hoa chao thau
(Néu 1a ngdn ngit nudc ngodi phai ¢d ban dich sang tiéng Viét) c6 day da ndi dung
chang minh thdng sb ky thuat d6i voi cac hang hoa tham du thau theo yéu cau cua
E-HSMT va chiu trach nhiém vé noi dung va tinh chinh xac gitra ban gc va ban
dich). Pong thoi, nha thau can danh dau (Highlight) théng s6 cu thé cia hang
héa dap wng yéu cau k¥ thuat tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng
Viét.

- Co file word dinh kém duong link tra ctru tai liéu ky thuat cua hang hoa
duoc cdng bé trén Website chinh thirc cia Hang san xuat/ Hang chu sé hitu.



Luu y: - Trong trwong hop Nha thau chirng minh hang héa chao thau khong
phai 1a Thlét bi y té (Thiét bi phong thi nghiém hoac thiét bi thi nghtem dung
trong y té hodc thiét bi phu tro ding cho y t&) thi Nha thau khong can ndp S6
luu hanh va Két qua phan loai Thiét bi y té cho hang héa dé.



