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Phian 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

1. Gi6i thiéu chung vé géi thau

- Chu dau tu: Trung tAm Y té Ninh Giang.

- Tén g6i thau: Test nhanh.

- Pia diém thyc hién: Trung tam Y té Ninh Giang.

- Hinh thirc dau thau: Pau thau rong rai, trong nude, qua mang.

- Phuong thtrc ddu thau: 01 giai doan 01 tdi hd so.

- Thoi gian thyc hién goi thau: 12 thang, ké tir ngay hop dong c6 hiéu luc.

- Ngudn vbn: Ngudn thu vién phi va bao hiém y té tai don vi.

2. Yéu ciu vé ky thuat

2.1 Yéu ciu chung

Hang hoa chao thau phéi c6 tai liéu ching minh ngudn gbc xuét XU 10 ra‘mg,
hop phép, mai 100%. Nha thau phai néu rd ky, ma hi¢u, nhan mac (néu c6) va xuat
xUr cia hang hoa.

Tai li€u phai dugc the hién bang tiéng Viét (Cdc tai liéu bang tleng nuoc ngodi

phdi dwoc dich thudt ra tiéng Viét va Nha thau chiu trach nhiém vé tinh trung thic
cua ban dich).

Tai lidu chimg minh hang héa dy thau phu hop yéu cau k¥ thuat: catalog,
hudng dan sir dung, mo ta k¥ thuat, mau nhan/bao bi, hinh anh san phém hoac cac
tai liéu khac tuong duong.

Tai liéu k¥ thuat cua Hang san xuat. Hang hoa nhap khau phai kém tai liéu
tiéng Anh ctia hang san xuét.

+ Nha thau phai danh dau (highlight) thong s cu thé dé chtimg minh thong s
k¥ thuat du thau. DPdi véi céc tai liéu tra ctru duge trén trang Web dién tur cua Hang
san xudt, Nha thau phai cung cap kém duong Link tra ctru. Trudng hop cén thiét,
Chu déau tu c6 thé yéu cau bo sung Ban phat hanh c6 xac nhan, déng ddu cua Hing
san xut hodc Hang chu s& hiru kém ban dich thuét cong chimg cua co quan ¢ thim
quyén; Trong truong hop cé su sai khac giira ban dich va ban gbc thi Chu dau tu s&
danh gia dua vao ban gc;

+ D6i v6i hang hoa nhap khau: Nha thau phai cam két cung cap day du ching
tir nhap khau va cac chung tir 1ién quan khac theo quy dinh hién hanh;

+ Péi véi cac hang hoa dugc san xuét tai Viét Nam: Nha thau cam két cung
cap tai liéu luu hanh phu hop.
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Tai liéu chimg minh tinh hop 18 ctia hang hoa phai 1a ban gbc hodc ban sao co
cong ching, con hiéu luc.

- Bang phan loai (A, B, C, D) theo quy dinh tai Nghi dinh 98/2021/ND-CP va
cac van ban khac con hiéu luc d6i vai trang thiét bi y t¢;

- Tai liéu chtng minh hang héa du thau da diéu kién luu hanh theo quy dinh
tai Nghi dinh 98/2021/NB-CP; Nghi dinh s6 07/2023/ND-CP ngay 03/3/2023 cia
Chinh phu vé viéc stra doi, bo sung mét so diéu cua Nghi dinh s6 98/2021/NDB-CP
ngay 08/11/2021 ctia Chinh phu v€ quan 1y trang thiét bi y t€ va cac van ban khac
con hiéu luc.

- Hang hoa du thau san xut trong nudc: Co so san xuét phai co hd so cong
bd du didu kién san xuat trang thiét bi y té dugc ding tai trén Cong thong tin dién tir
cia Bo Y té.



2.2 Yéu cau k§y thuit
Yéu cau thong sb ki thuat quy dinh trong muc nay la t6i thiéu, nha thau cé thé chao thau nhitng hing héa co thong
s6 kj thudt twong dwong hodc 1ot hon. (Bt ky thuong hiéu, ky ma hiéu (néu co) trong tiéu chuan k¥ thuat chi tiét 1a dé minh
hoa cac tiéu chuan chét luong, tinh nang ky thuét. Vi vay nha thau c6 thé chao cac hang héa co thuong hiéu, ky ma hiéu khac
nhung phai dam bam tiéu chuan ky thuat, dac tinh ky thuat, tinh nang st dung “twong duong” hodc * ‘tt hon” so véi yéu cau
cua E-HSMT). Nha thau cé quyén chao Quy cdch déng géi khdc, mién sao ddp ting dwoc khoi lwong siv dung toi thiéu
theo Ho so moi thiu.
- Nha thau phai c6 bang dap tmg vé k¥ thuat ctia hang héa chao thau theo cac miu sau:
+ Bang dap ung tinh phap ly hang héa (file word/excel dinh kém E-HSDT):
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Ky ‘
m; Tén nha Tieu chud S6 luu
A . |Ma hang héa A At i ) iéu chuén hanh
Tén | Ténthwongmai | ™™ hiéu / Sgli‘l“; Phan logi trang thiét biy € | . . | chitlwgng g‘:lyl c‘;‘;
TT | hang |(uu y trong trwong| 1 9P 418 | Nhan | =" °7 | theo Nghi dinh 98/2021/ND-| .Y PP 1 150, CE, ... | 2 Tai liéu sdn phim
, . 2| ddi voi Vat . |hitu (néu T ban hang Ghi 16 san (TTBYT
héa | hep 1a vt tuy té) 5 | ™2 | o) Xuht cp (Chtrd him | hoic
tu 'y te) san WU ngay hét han)| P :
2 X GPNK
pham
1 |Theo Tén hang hoa: |- Doi véi vat tu Néu rd hang hoa dugce phan | Ghi rd day - Catalog, Brochure, Huéng
HSMT| -Doivéivattryte |y télamahang loai nao kém theo sé van ban | di toan bo dan st dung (néu co).
theo quy dinh tai hoéa theo quy hap 1v nhu sau: U4 trinh:
Théng tu sO dinh tai Thong phap 1y ’ qA Y - Tem nhan, hinh anh thuc
042017/TT-BYT ngay|  tusd _ S6 cong b tidu chuan 4p CTEH cu ;}}e - & (nbu co).
14/4/2017; Thong tu | 04/2017/TT- | 1, dune ddi v&i trane thidt bi v té usohuu | Theo hang | 1y Th A 2
s5242025TT-BYT | BYTngdy | ,oc0 | Theo |0 80 VOLTANg DY S I TBYT hoie| hoa thue 6 | 10 | 110 |- Chimg tir nhap khau tham
N oA | hang |, , , thudc loai A, B p ‘ v hang | hang \ .
ngdy 30/6/2025 ctia B|  14/4/2017; hoa hang hoa s6 luu hanh | (Ghird ngay | hoa hoa khao (néu co).
truong BO Y t€ va ca Thong tu so . & - Hoac S6 gii i a = £ . . N , . \
uong BO Y t€ va cac ong tu sO thire t& thue te Hodac So giay ch’Lr.ng I}han hodic GPNK -|  hét han) thue té | thuc té | - Tai liéu chimg minh hang
vén ban lién quan 24/2025/TT- ; dang ky lwu hanh déi véi trang A ; : 4 R .
- Doi voi cac hanghéa| BYT ngay thidt bi v t& thude loai C. D = Nha phan hoa da fiuqc ke’ khai gia
khéc 1a TTBYT la theo| 30/6/2025 cia 1etbry tethuoe foat L, phoi (néu co) trang thiét bj y té trén Cong
K& khai gia. B0 truong BO - Hoidc Béang phan loai -> Nha thau thong tin dién tir cta BO Y

Y t€ va cac van
ban lién quan

TIBYTA,B,C,D

té (Néu co).
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- Nha thau phai c6 bang dap tng vé k¥ thuat cua hang hoa chao thau so sanh véi yéu cau ky thuat cia E-HSMT (dinh kém
file word/excel tai E-HSDT):

STT

Yéu cau k¥ thuit cia Ho so' moi thau

Pap vng k¥ thuit cia Ho so du thau

Tai liéu k§ thuiat tham chiéu trong E-HSDT

(1)

2)

€)

4)

Mo ta hang hoa cia E-HSMT

M6 ta hang héa ciia E-HSDT (chi tiét Trang ...

dap tng tirmg muc)

cua Catalog/Tai li€u k¥ thuat ...
thuoc E-HSDT

Chi tiét thong tin hang héa moi thau:

Danh muc hang | Xuit xt/Ving A £ e A .
STT hod linh thé Thong so ky thuat ’ Quy cach | BVT SL
Phat hién dinh tinh khang nguyén HBsAg trong mau huyét thanh,
Khay thtr xét huyét twong ngudi, phu hop dé st dung trén mau phu nit mang thai. Hoo 30
1 nghiém dinh tinh Do nhay: 100%; Do dac hi€u: 100% fé)s ¢ Test 1.000
HbsAg Thoi gian tra két qua: 20 phut )
Thé tich mau st dung: huyet thanh/huyét tuong: 100 pL;
Phat hién va phan biét khang thé 1gG va IgM khang céc type virus
Dengue 1,2,3 va 4 trong mau huyét thanh hodc huyét tuong ngudi
Do nhay 94,6% , B déc hiéu 96,5% so vdi phuong phap ELISA.
. Cac mau bénh pham huyét tan, nhiém m&, mat va nhiing mau c6 chira
Khay thur xét
A cac yéu t6 dang thap da dugc khao sat khong gay nhiéu cho san phim
nghiém dinh tinh ; : . . \ n \ n
. 2 \ Phure hop vang: Keo vang Ab khang dengue don dong chuét, keo vang Hop
2 khang thé IgG va - , A 11 A Test 200
. o, Ab chudt. Vach ching: IgG dé khang chudt 25test
IgM khéng vi rat S ,
Deneue Doc két qua trong 15-20 phut
& Thé tich mau st dyng: 5 pl )
Dung dich pha lodng 6n dinh it nhat 24 thang sau khi mo..
G161 han phat hién ¢ nong d6 pha loang 256 1an mau huyét thanh co
khang thé IgG khang Dengue
3 Khay thir xét Phat hién dinh tinh cac khang thé dac hiéu d6i voi HCV trong huyét Hop Test | 2.000
nghiém dinh tinh thanh, huyét twong hodc mau toan phan nguoi. 50test '
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st | Danh o hang X“f;n"l:"gé‘“g Théng sb k¥ thuat Quy cich | PVT | SL
khang thé khang - B nhay: 100%
HCV - B dac hi¢u: 100%
Que thur phan tich , A £ o e . o
4 e tdu 11 G20 Ql‘le'thu 11 thong so: Ur0b111nogen? Blllmblp, Ketone, Bloqd, Prptem, Hop Test 6.000
thong sb Nitrite, Leukocytes, Glucose, Specific Gravity, pH Ascorbic Acid. 100test
Hop/ 2 x
QC cho test bong goi: 2 x 0.25 mL level 1+ 2 x 0.25 mL level 2 0.25 mL
5 Quo-Test A1C Puoc st dung két hop voi may phan tich HbA1C nham muyc dich kiém | level 1+ 2 | Hop 5
Kit tra d§ chinh xac cua may x 0.25 mL
level 2
Xét nghiém chan doan In-vitro dinh tinh phat hi¢n khang nguyén
SARS-CoV-2 trong mau ngody dich ty hau ctia nguoi.
Hoat chat chinh: Cip khang thé don dong khang khang nguyén SARS-
CoV-2 (protein N), cip khang thé don dong khang khang nguyén
Test nhanh C SARS-CoV-2 (protein S) Hop
6 Covid-19 VIetNam | o 5ng phat hién: 142 TCIDSO/mL véi vi riit SARS-CoV-2 nuéi chy 2505t | 1ot | 1.000
bat hoat va 0,1 ng/mL véi khang nguyén tai t6 hop SARS-CoV-2.
Do nhay: 96,30% (95%CT*: 90,86% - 98,55%);
Db dac hiéu: 99,75% (95%CI*: 98,61%-99,96%);
D§ chinh xéc: 99,02% (95%CI*: 97,73%-99,58%).
Test nhanh chn Phét hién va rihén biét cac khéPg the (IgG, IgM:, IgA) 950 hiéu véi . A
7 dodn khang thé virus HI‘V- 1’ gom typekphu (? va HIV-2 trong mau huyét j:haflh, h}lyet Hop 100 Test 500
tuong va mau toan phan. P nhay tuong quan: 100%; B dac hiéu test
HIV
tuong quan: 99.8%.
Test nhanh chuin Dinﬁh tinh phat Pién ’khén‘g thé AIgM khang EV71 trong ( huyét thanh, A
8 | doan chan, tay G20 huy€t wong hodc méu todn phan) o HOP ) et | 100
> - Mau pham: Huyét thanh, huyét tuong, mau toan phan. 25test

miéng

- B4 nhay: 96.8% ; B¢ dic hi¢u: 99.4%
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Danh muc hang | Xuit xt/Ving A £ o A .
STT hod linh thé Thong so ky thuat ‘ Quy cach | BVT SL.
Phat hién nhiém cum tir mau tém‘b()ng miii, tim bong ty hau hodc mau
, hat/rira dich ty hau, xac dinh sy ton tai ctia vi rit cum typ A va typ B.
Test thir nhanh N AT . o A
LA s o - P06 nhay 1am sang: 97.44% vdi cam typ A; 90.63% véi cum typ B so Hép
9 phat hién vi rat o Test | 4.000
ctm voi PCR 25test
- B dac hi¢u 1am sang: 100.00% voi cum typ A; 98.82% véi cim typ
B so v&i PCR
Phét hién khang nguyén Rotavirus trong mau phan.
A - 049%.- A d5c hidn- 0/ /A A 0 A _
Test thir nhanh Do nhay: 94%; D¢ dac hi¢u: 98.3% va tuong quan 1a 96.9% vo6l RT A
10 | phét hién vi rat PCR HOD 1 Test | 200
P s Nhiét dd bao quan: 130 °C 20test
Thoi gian tra két qua: 10-20 phit ‘
Khong c6 phan tng chéo véi E. coli; lién cau dudong rudt, virus Adeno
, = Thanh phan: Phan tir lién hop boronat huynh quang; Lo nhya chta: .
11 Teﬁﬁg;ihlcm G7 Chat dém ammonium chloride, lysis agent va chit bao quan; Dung cu 1}51&2 t Test 3.000

thu thap mau (mau): c6 chat chong dong EDTA va hoat chit bé mat




