Phan 2. YEU CAU VE KY THUAT
Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé k§ thuit

Yéu cau vé ky thudt bao gom cdc néi dung co ban nhw sau:

1.1. Giéi thiéu chung vé dw an/dw todn mua sim, géi thau

- Tén chu dau tu: Bénh vién da khoa khu vuc Phu Yén.

- Tén goi thau: Mua sam hoa chat, vat tu dung cho mdy xét nghiém, sinh pham

chan doan invitro nam 2025 ctia Bénh vién da khoa khu vuc Phu Yén, tinh Son La.

- Dy toan: Mua sdm hoa chat, vat tu ding cho may xét nghiém, sinh pham chan
doan invitro nam 2025 cua Bénh vién da khoa khu vuc Phu Yén, tinh Son La.

- Nguép vbn: Ngudn quy Bao hiém y té, ngudn thu tir dich vu kham bénh, chira
bénh va ngudn thu hop phap khéac cua Bénh vién da khoa khu vyc Phu Yén nam 2025.

- Hinh thire lya chon nha thau: PAu thau rong rai, trong nudc qua mang.

- Phuong thurc lya chon nha thau: Mot giai doan, mdt tai hd so.

- Thoi gian t6 chuc Iya chon nha thau: 60 ngay.

- Thoi gian bét du td chirc lya chon nha thau: Quy 1V, 2025.

- Loai hop dong: Pon gia cb dinh.

- Tuy chon mua thém: Coé.

- Thoi gian thue hién goi thau: 365 ngay.

- Pja diém thyuc hién: Tinh Son La.

1.2. Yéu ciu vé ky thuat

a) Yéu ciu ky thuit chung

- Cam két hang hoa hoan toan tuong thich vdi may moéc san ¢o cua Bénh vién, cu
thé:

+ Phan 1: May xét nghiém sinh héa ty dong Mindray (BS-620M).

+ Phan 2: May xét nghiém huyét hoc ty dong Mindray (BC-6000)

+ Phan 3: May xét nghiém mién dich tu dong Mindray (CL-1200i).

+ Phan 4: May xét nghiém nuée tiéu ARKRAY (AE 4020).

+ Phan 5: May xét nghiém dién giai 5 thong s6 ELECTALYTE — 500.

- Cam két hang hoa chinh hing, méi 100%, nguyén dai nguyén kién theo tiéu chuan
clia nha san xuat, duoc luu hanh hop phép tai Viét Nam, hang héa c6 ddy du ky ma
hiéu/ma san phém, nhén hiéu, xuét xu, hang san Xuét, nim san xuat, thong sb ky thuat
phu hop v6i cac yéu cau ki thuat cia E-HSMT.

- Cam két giao hang thanh nhiéu dot theo yéu cau cua chi dau tu; Cam két giao
hang trong vong 05 ngay ké tir ngdy nhan dugc théng bao cua chu dau tu.

- Cam két c6 mit xtr 1y su ¢ trong vong 24 gio khi duoc thong bao ciia Chu dau



tu.

- Cam két: D6i v6i cac hang hoa phai kiém dinh theo quy dinh thi nha thau phai
cung cap chung chi kiém dinh ddy du trude khi ban giao hang hoa. Moi chi phi lién quan
do nha thau chiu.

- Nha thau phai dong gbi, van chuyén hang hoa dam bao yéu cau vé dong goi va
bao quan ciia nha san xuét va img vdi timg loai phuong tién van chuyén dé chuyén hang
tlr noi xuét hang dén dia diém 1a Khoa Duoc - TBYT - Bénh vién da khoa khu vuc Phu
Yén, tinh Son La trong vong 05 ngay ké tir khi nhan duogc don dat hang cua Bénh vién
(nha thau boc Xép vao Kho Chinh, Khoa Dugc - TBYT - Bénh vién da khoa khu vuc
Phu Yén, tinh Son La theo yéu cau ciia Cha dau tu).

- Cam két thay thé 1 d6i 1 do 15i ctia nha san xuat trong vong 05 ngay ké tir khi
nhin dugc yéu cau.

- Cam két: trong vong 05 ngay ké tir khi nhan duoc yéu cdu: nha thau phai thu hoi,
d6i tra hang hoa khong dat yéu cau vé ky thuat, khong dam bao chat luong hodc khong
con du thoi han sir dung theo yéu cau hodc hu hai trong qua trinh van chuyén, ban giao
ma 161 khong phai do Chu dau tu.

- Cam két thu hoi hang hoa da giao khi co thong bao thu hoi ciia co quan ¢ tham
quyén ma nguyén nhan khong do 18i cua Chu du tu va Nha thdu c6 trach nhiém trach
nhiém bdi thudng thiét hai vé gid tri hodc vé san pham tuy theo quyét dinh ctia Chu dau
tu tai thoi diém x4c dinh thiét hai.

- Cam két thu hdi hang hoa di giao va chiu trach nhiém bdi thuong thiét hai 100%
do san pham khong dam bao chat luong, va co bién ban xac nhan hang hoa bi hu hong
khong dam bao chét lwong cua Hoi déng khoa hoc bénh vién; Nha thau c6 trach nhiém
hoan tra tién hodc thay thé 100% bang 16 san xuat khac dam bao chét lugng.

- Cam két cung cip Phiéu xudt xuong ddi v6i hang hoa san xuit trong nudc; Gidy
ching nhan xuat x{r hang héa (C/O) va Giay chimg nhan chat lwvong hang hoa (C/Q),
Ban sao to khai hai quan, Invoice, Packing List, van don va cac tai li€u ching minh
duoc thong quan hop phap d6i véi cac hang hoa nhap khau khi giao hang.



b) Tinh hop 1¢ ciia hang ho4 du thau

- Tai liéu k¥ thuat hoac catalog cua nha san Xuat/chu sO hiru. Cac tai liu phai the
hién dugce ky ma hiéu/ma san pham, nhin hiéu, xudt x&, hing san xuit, nim san xuat
quy cach dong goi, thong sé k¥ thuat ciia hang hoa dé c6 co s ddi chiéu véi thong sd
dy thau clia nha thau da ké khai.

* Hang hoa dw thau la thiét biy 16:

- Gidy chung nhén dat tiéu chudn quan ly chat luong ISO 13485 clia co s& san xut
d6i v6i hang hoa duy thau (trong pham vi gidy ching nhan phai c6 mat hang hodc chiing
loai ctia hang hoa dy thau);

- Tai liéu chimg minh hang hoéa dy thau di duoc phan loai thiét bi y té theo quy
dinh ctia Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021 cta Chinh phii vé quan 1y thiét
bi y t& dugc stra doi, bd sung bai cac Nghi dinh s6 07/2023/ND-CP ngay 03/3/2023,
Nghi dinh s6 96/2023/ND-CP ngay 30/12/2023, Nghi dinh s6 04/2025/ND-CP ngay
01/01/2025 ctia Chinh phu va cac quy dinh hién hanh. Ban két qua phan loai phai duoc
cong khai tai muc Cong khai phan loai TBY T trén Hé théng dich vu cong truc tuyén vé
quan 1y thiét bi y té ctia Bo Y té;

- S6 luu hanh hodc sé dang ky lvu hanh hodc gidy ching nhan dang ky lwu hanh
hoic gidy phép nhap khiu hodc cac gidy to twong duong theo quy dinh ctia Nghi dinh
s6 98/2021/ND-CP ngay 08/11/2021 ctia Chinh phi vé quan Iy thiét bi y t& duoc sira
d6i, bd sung boi cac Nghi dinh sé 07/2023/ND-CP ngay 03/3/2023, Nghi dinh sd
96/2023/ND-CP ngay 30/12/2023; Nghi dinh s 04/2025/ND-CP ngay 01/01/2025 cua
Chinh phu va cac quy dinh hién hanh.

* Hang hod dy thdu khong phii la thiét bj y té:

- Tai liéu lwu hanh hang hoa tai Viét Nam: Tiéu chuin co so¢/Phiéu cong bd san
pham/T& khai hang hoa nhap khau (théng quan) chirng minh hang hoa dugc nhap khiu
hop phap vao thi truong Viét Nam hodc tai li¢u tuong duong.

* Luu y:

+ Cdc gidy to cung cdp phdi con hiéu hec dén thoi diem dong thau;

+ Cac tai lieu dinh kem trong E-HSDT la ngon ngir khac thi phai dwoc dinh kem
ban dich sang Tiéng Viét va nha thau chiu trach nhiém phdp Iy vé tinh chinh xdc ciia
noi dung ban dich.



¢) Yéu cau chi tiét k§ thuit hang héa

Hang hoa chao thau c6 thong sb ki thut dap ing theo bang sau:

STT Tén hang hoa

Thong s6 ky thuit

bVvT

S6 lwong

Phin 1 - Mua héa chit, vit

tw dung cho may xét nghiém sinh héa tw dong sir dung nguyén 1y phan tich do d¢ hip thu quan

g hoc, do dj duc

(27 mat hang)
Dé xac dinh dinh lugng nong do Albumin trong huyét thanh va huyét tuong trén hé thong do quang
trong chan doén in vitro.
1 Hoa chat dinh Phuong phap do: Bromcresol Green Method. ml 3.600
lugng Albumin | Dai tuyén tinh: 3-60g/L. :
Thanh phén gom:
Hoa chat R: Citrate buffer: 30 mmol/L; Bromocresol green: 0.26 mmol/L; Surfactant: 1.5 g/L.
bé xac dinh dinh lugng hoat tinh Alanine Aminotransferase trong huyét thanh va huyét tuong trén
hé thdng do quang trong chan doén in vitro.
Phuong phap do: IFCC Method ma khong c6 hoat hoa pyridoxal phosphate.
5 Hoa chdt dinh | Déi tuyén tinh: 4-1000 U/L. ml 10.074
luong GPT/ALT | Thanh phan gom: '
- Hoa chat R1: Tris-buffer: 150 mmol/L; L-Alanine: 750 mmol/L; LDH >1200 U/L; NADH: 0.4
mmol/L.
- Hba chét R2: a-Oxoglutarate: 90 mmol/L; NADH: 0.9 mmol/L.
Thudc thir AST dung dé xac dinh dinh luong hoat do AST trong huyét thanh hodc huyét twong trén
hé thdng do quang trong chan doén in vitro.
Phuong phap do: IFCC method ma khong c6 hoat hoa pyridoxal phosphate.
3 Hoa chat dinh | Déi tuyén tinh: 4-800 U/L. ol | 10074
lugng GOT/AST | Thanh phan gom: ’
Hoba chét R1: Tris Buffer: 100 mmol/L; L-aspartate: 300 mmol/L; LDH > 900 U/L; MDH > 600
U/L; NADH: 0.4 mmol/L.
Hoa chit R2: a-oxoglutarate: 60 mmol/L; NADH: 0.9 mmol/L.
, L, 4 Dé x4c dinh dinh lugng nong do Protein trong huyét thanh va huyét trong nguoi trén hé théng do
Hoéa chat dinh 2 L.
4 quang trong chan doan in vitro. ml 2.160

lugng Protein

Phuong phap do: Biuret Method.




STT

Tén hang hoa

Thong s6 ky thuit

bVvT

S6 lwong

Dai tuyén tinh: 2-120g/L.

Thanh phan gom:

Héa chat R: Sodium-potassium tartrate 32 mmol/L; Sodium hydroxide 200 mmol/L; Potassium
iodide 30 mmol/L; Cupric sulfate 12 mmol/L.

Hoa chét dinh
luong Bilirubin
truc tiép

beé xac dinh dinh lugng nong do Bilirubin truc ti€p trong huyet thanh, huyet twrong nguoi trén hé
thdng do quang trong chan doan in vitro.

Phuong phap do: DSA Method.

Dai tuyén tinh:1-260 pmol/L.

Thanh phan gdém:

- Hba chat R1: Hydrochloric acid : 170 mmol/L; Sulfanilic acid : 29 mmol/L.

- Hoa chit R2: Sodium nitrite: 72 mmol/L.

ml

2.400

Hoa chat dinh
luong Bilirubin
toan phan

Dé x4c dinh dinh lugng nong d6 Bilirubin toan phan trong huyét thanh, huyét twong ngudi trén hé
thdng do quang trong chan doan in vitro.

Phuong phap do: DSA Method.

Dai tuyén tinh:1.7-600 pmol/L.

Thanh phan gém:

- Hoa chat R1: Hydrochloric acid : 100 mmol/L; Sulfanilic acid : 5 mmol/L; Surfactant: 1% (m/v).

- Hoa chit R2: Sodium nitrite: 72 mmol/L.

ml

3.120

Héa chat dinh
luong Gamma -
GT (GGT)

Thude thit GGT dung dé xac dinh dinh lugng Gamma-Glutamyltransferase hoat dong trong huyét
thanh hodc huyét twong ngudi trén hé thong tric quang.

Phuong phap do: Szasz Method/IFCC stand.

Dai tuyén tinh: 4-650 U/L (0.07—10.83 pkat/L).

Thanh phéan gom:

- Héa chit R1: TRIS buffer 100 mmol/L; Glycyl-glycine 150 mmol/L.

- Hoba chat R 2 : L-y-glutamyl-3-carboxy-4-nitroanilide 20 mmol/L.

ml

2.190

Héa chat dinh
luong Amylase

Thubc thir dung dé xac dinh dinh lugng hoat tinh cia a-Amylase (1,4-a-D-glucanohydrolases)
trong huyét thanh, huyét trong hodc nudc tiéu trén hé théng do quang.

Phuong phap do: IFCC Method.

Dai tuyén tinh: 5-1500 U/L.

Thanh phan gom:

ml

1.296




STT | Tén hang héa Théng s6 k§ thuat DVT | S6 lugng
- Hoa chat R1: Tris buffer: 50 mmol/L; Magnesium sulphate: 10 mmol/L; a-Glucosidase: 4500
U/L.
- Héa chit R2: Tris buffer: 50 mmol/L; E-pNP-G7: 5.5 mmol/L.
bé xac dinh dinh luvong noéng d6 Cholesterol trong huy€t thanh va huy€t twong nguoi trén hé thong
do quang trong chan doan in vitro.
, L, 4 Phuong phap do: CHOD-POD Method.
9 Hoa chatdinh 1 1y, ¢yén tinh: 0.1-20.0 mmol/L. ml | 7.200
lugng Cholesterol \ A A
Thanh phéan gom:
Hoéa chat R: Phosphate buffer 100 mmol/L; Phenol 5 mmol/L; 4-Aminoantipyrine 0.3 mmol/L;
Cholesterol esterase >150 KU/L; Cholesterol oxidase >100 KU/L; Peroxidase 5 KU/L.
bé xac dinh dinh lugng ndng d¢ Triglycerides trong huy¢t thanh va huyét tuong ngudi trén hé
thong do quang trong chan doan in vitro.
Hoa chét dinh PI}I.IO’ngApha’Ip do: GPO-POD Method.
Dai tuyén tinh: 0.1-12.5 mmol/L.
10 luong hanh phin edm: ml 7.200
Triglycerides Thanh phan gom:
Hoa chat R: Phosphate buffer 50 mmol/L; 4-Chlorophenol 5 mmol/L; ATP 2 mmol/L; Mg2+: 4.5
mmol/L; Glycerokinase >0.4 U/mL; Peroxidase >0.5 U/mL; Lipoprotein lipase >1.3 U/mL; 4-
Aminoantipyrine 0.25 mmol/L; Glycerol-3-phosphate-oxidase >1.5 U/mL.
bé xac dinh dinh lugng nong d6 LDL-Cholesterol trong huy€t thanh, huyét twong nguoi trén hé
thong do quang trong chan doan in vitro.
Hoa chét dinh PI}I'IO’ngApha’lp do: Direct Method.
Dai tuyén tinh: 0.05-20 mmol/L.
11 lugng LDL \ Aox ml 5.372
Cholesterol Thanh phan gom:
- Héa chat R1: Good’s buffer 50 mmol/L; Cholesterol esterase 600 U/L; Cholesterol oxidase 500
U/L; Catalase 600 KU/L; TOOS 2 mmol/L.
- Hoéa chat R2: Good’s buffer 50 mmol/L; 4-aminoantipyrine 4 mmol/L; Peroxidase 4 U/mL
) bé xac dinh dinh lugng I}Sng d6 creatinine trong huyét thanh, huyét tuong va nudc tiéu trén hé
12 Hoa chat dinh | thong do quang trong chan doén in vitro. ml 12.800

lugng Creatinine

Phuong phap do: Sarcosine Oxidase Method.
Dai tuyén tinh:10-7000 pmol/L.




STT

Tén hang hoa

Thong s6 ky thuit

bVvT

S6 lwong

Thanh phan gom:

- Hoa chat R1: CRTase > 40KU/L; Sarcosine Oxidase >7KU/L; Ascorbic acid oxidase 2KU/L;
Catalase >100KU/L; ESPMT 0.47mM.

Hoa chit R2: Creatininase >400KU/L; Peroxidase >50KU/L; 4-aminoantipyrine 2.95 mmol/L.

13

Héa chat dinh
luong Glucose

beé xac dinh dinh lugng nong d¢ Glucose trong huyét thanh va huyet twong trén hé thong do quang
trong chan doén in vitro.

Phuong phap: Glucose oxidase-Peroxidase (GOD-POD) method.

Dai tuyén tinh: 0.3-25 mmol/L.

Thanh phan gdém:

- Hoa chét R1: Phosphate buffer 100 mmol/L; Ascorbate oxidase 4700 U/L; Glucose oxidase 4000
U/L.

- Hoa chat R2: Phosphate buffer 100 mmol/L; Peroxidase 6700 U/L; 4-Aminoantipyrine 0.7
mmol/L; p-Hydroxybenzoic acid sodium 1.3 mmol/L.

ml

10.074

14

Héa chat dinh
lugng Urea

Dé x4c dinh dinh lugng nong 6 Urea trong huyét thanh, huyét tuong va nudc tiéu nguoi trén hé
thdng do quang trong chan doan in vitro.

Phuong phap do:Urease-GLDH, UV Method.

Dai tuyén tinh: 0.9-40.0 mmol/L.

Thanh phan gém:

- Hoa chat R1: Tris buffer 120 mmol/L; ADP 750 mmol/L; Urease >40 KU/L; GLDH >0.4 KU/L.
- Hba chat R2: NADH 1.2 mmol/L; a-Oxoglutarate 25 mmol/L.

ml

13.320

15

Héa chat dinh
luong Uric Acid

Pé x4c dinh dinh lugng nong d6 uric acid trong huyét thanh, huyét trong hodc nudc tiéu nguoi
trén hé thong do quang trong chan doan in vitro.

Phuong phap do: Uricase-Peroxidase Method.

Dai tuyén tinh: 20.8-1500 pmol/L.

Thanh phéan gom:

- Héa chit R1: Phosphate buffer 70 mmol/L; Peroxidase 5000 U/L; Ascorbate oxidase 3000 U/L;
TOOS 0.72 mmol/L.

- Héa chit R2: Phosphate buffer 70 mmol/L; Peroxidase 10000 U/L; 4-Aminoantipyrine 1.7
mmol/L; Uricase 750 U/L.

ml

1.752




STT | Tén hang héa Théng s6 k§ thuat DVT | S6 lugng
beé xac dinh dinh lugng nong do CRP trong huyet thanh trén hé thong do quang trong chan doan
) lam sang in vitro.
Hod chat dinh | Phuong phap do: Turbidimetry Method.
16 lugng C-reactive | Dai tuyén tinh: 2 - 250 mg/L. ml 1.620
protein (CRP) Thanh phéan gom:
- Hoa chat R1: Tris buffer 100 mmol/L; PEG 0.26 mmol/L; Surfactant <2 % (m/v).
- Hoa chat R2: Tris buffer 100 mmol/L; Anti-human CRP antibody.
Hqé chat hiéu Hoa chat hiéu chuan C-reactive protein duoc st dung d€ hi¢u chuan xac dinh dinh lugng chat phan
17 chuan C-reactive | tich pro}eins dac hjéu trén hé thong do. ) ,, ) ml 20
protein (CRP) Hoa chat hiéu chuan C-reactive protein la chat hi¢u chuan 1éng dua trén huyét thanh nguoi.
bé xac dinh dinh lugng nong d6 HbAlc trong mau toan phan nguoi trén hé thong do quang trong
chan doan in vitro.
) Phuong phap do: Enzymatic Assay Method.
Hod chat dinh | Dai tuyén tinh: 3%-16%.
18 lugng HbAlc Thanh ph?m gom: ml 2.272
Hoa chat R (Hb)/R1 (HbAlIc)/R1 : Tris buffer 2.7 mmol/L.
Hoa chat R1/R2 : Peroxidase 1500 U/L; Fructosyl peptide oxidase 1500 U/L; Pretreatment
Solution: Hemolysin 5 g/L; Calibrator; Quality control.
TR Hoa chat hi€u chuan HbAlc dugc st dung d€ hi€u chuén xac dinh dinh lugng Hemoglobin Alc
Hoa chat hiéu A 1A 1A
19 chuin HbAlc trén hé thong do. ) ml 14
Y Hoa chat hiéu chuan HbAIc la chat bot dong kho dua trén mau nguoi.
, £, 1A Hoa chit kiém chuan HbA ¢ muc duong dugc st dung trong kiém soat chat lugng phan tich hoa
Hoa chat kiém
2 hoc thong thudng bang cach giam sat d¢ chinh xac va d6 chum ciia hé thdng do va kha ning xét
20 chuan HbAlc ml 44
mirc duong ngh1¢m’cua phong xét nghiém lam sang. o i
Hoa chat kiém chuan HbA ¢ muc duong 1a chat kiém chuan dong kho dua trén mau nguoi.
. Lo1:2 Hoa chat kiém chuan HbA 1¢ mirc am dugc sir dung trong kiém soat chit lugng chét phan tich hoa
Hoa chat kiém A \ X . a1 A , A A N Lha x .
2 hoc thong thuong bang cach giam sat d§ chinh xac va d§ chum cia hé thong do va kha nang xét
21 chuan HbAlc o \ . OV ml 44
mirc Am nghi¢m cua phong xét nghi¢m lam sang.

Hoa chat kiém chuan HbA 1¢ mirc am la chat kiém chuan dong kho dua trén mau nguoi.




STT | Tén hang héa Théng s6 k§ thuat DVT | S6 lugng
Boéng dén dung
22 cho may xét Bong dén 20W dung cho may xét nghiém sinh hoa Cai 4
nghi¢m sinh hoéa
Hoa chat ki€ém chuan muc thap cho may sinh hoa dugc st dung trong ki€ém soat chat lugng chat
Hoa chat kiém | phan tich hoa hoc thong thuong bang cach giam sat d6 chinh xac va d6 chum ctia hé thong do va
23 chuan muc thdp | kha nang xet nghiém cuia phong xét nghiém lam sang. ml 360
cho may sinh héa | Hoa chit kiém chuin muc thip cho may sinh hoa 1a chit kiém soat dong kho dua trén huyét thanh
nguoi.
‘ Hoa chat kiém chuan mirc cao cho may sinh hoa dugc st dung trong kiém soét chat lugng chat
Hoa chat kiém | phén tich hoa hoc théng thuong bing cach giam sat d6 chinh xac va d6 chum cua hé thong do va
24 chuan mirc cao | kha nang xét nghiém cua phong xét nghiém lam sang. ml 360
cho may sinh héa | Hoa chit kiém chuin mtc cao cho may sinh hoa 1a chit kiém soat dong kho dua trén huyét thanh
nguoi.
Hoa chat hiéu | Hoa chat hiéu chuan xac dinh dinh lugng cac chat phén tich hoa hoc thuong quy trén hé thong do.
25 chuin cho may | Thanh phan: Hoa chat hiéu chudn cho may sinh hoa 1a mot chat hiéu chuén dong kho dua trén ml 150
sinh hoa huyét thanh nguoi. Néng do hoac hoat do cua cac thanh ph?m chét hiéu chuén 1a cu thé theo tung 16.
Dung dich rira Dung dich rtra, dung 1am sach dinh ki may xét nghiém sinh hoa ty dong.
26 may phén tich Thanh phﬁn: KOH, chit hoat dong bé mit khong ion, chét hoat dong bé mit polyanionic, chit dém ml 60.000
sinh hoa va chét 6n dinh; dong hop/ lo 2.000 ml.
Hoa chat hiéu | Hoa chat hiéu chuan xéac dinh dinh luong chat phén tich lipid trén hé thong do.
27 chuén xét nghiém | Thanh phén: Hoa chit hiéu chuin xét nghiém LDL-C la mot chét hiéu chuin dong kho dua trén ml 50
LDL-C huyét thanh nguoi. Nong do ctia cac thanh phan chit hiéu chudn cu thé theo timg 16.
Phin 2 - Mua héa chit, vat tw ding cho may xét nghiém huyét hoc tw dong sir dung phuong phap SF dé dém WBC, 5 thanh phan bach ciu
va NRBC két hop phwong phap tr¢ khang cho RBC va PLT (8 mat hang) i
Hoa chat pha Hod chat pha loang sur dung trén may xét nghiém huyet hoc.
28 lofing Pat tiéu chuin chét lugng 1SO 13485, ml | 2.400.000
Hoa chat ly giai str dung trén may xét nghiém huyét hoc.
29 Ho4 chit ly giai | Thanh phén tbi thiéu: Surfactant, Hepes Buffer. ml 120.000

Dat tiéu chudn chit luong ISO 13485.




STT | Tén hang héa Théng s6 k§ thuat DVT | S6 lugng
Hoa chat ly giai su dung trén may xét nghiém huyét hoc.
30 Ho4 chit ly giai | Thanh phén t6i thiéu: Surfactant, Borate Buffer. ml 40.000
Dat tiéu chudn cht luong ISO 13485.
Hod chat ly giai su dung trén may xét nghiém huyét hoc.
31 Ho4 chit ly giai | Thanh phén t6i thiéu: Citrate Buffer, Sodium Chloride, Surfactant. ml 120.000
Dat tiéu chudn cht luong ISO 13485.
Hoéa cht nhudm Ho4 chat ph(f)rrr.l té‘t?élo s1jx dung trén may x‘ét nghiém. huyet hoc.
32 & bio ; Thanh phan :[61 thl’éui Citrate Buffer; Sodium Chloride; Surfactant. ml 1.296
Dat tiéu chuan chat lugng ISO 13485.
Hoéa cht nhudm Ho4 chat ph(f)rrr.l té‘t?élo su dung trén may xét nghiém huyét hoc.
33 Ebio Thanh phan 61 thi€u: Fluorochrome, Ethylene Glycol. ml 1.296
Dat tiéu chuan chat lugng ISO 13485.
Hoa chat kidm Hoa chat ki€ém chuén su dung trén may xet nghiém huyét hoc.
34 chudn Thanh phén t6i thiéu: hong cau ngudi, bach cau va tiéu ciu dong vat c6 viL. ml 162
Pat tiéu chuin chat lugng ISO 13485.
Dung dich rira Dung dich n}e}.mé‘}: st dung trén may .xét nghiém huyét hoc. ‘ ‘
35 m a’iy Thanh phan t6i thi€u: Surfactant, Sodium hypochlorous, Sodium hydroxide. ml 8.000
Pat tiéu chuan chat lugng ISO 13485.
Phin 3 - Mua héa chit, vat tw ding cho may xét nghiém Mién dich sir dung nguyén ly do Phosphatase kiém, héa phat quang két hop enzym,

dém photon (39 mit hang).

Héa chat dinh

Hoa chat xét nghiém dinh luong free thyroxine (FT4) trong huyét twong hoac huyét thanh nguoi st
dung trén may xét nghiém mién dich.

36 lugng free Nguyén ly do: xét nghiém mién dich lién két canh tranh. Test 4.000
thyroxine (FT4) | Dai bao céo: 0.3-6.0 ng/dL
Pat tiéu chuan chat lugng ISO 13485.
Hoa chat dinh Hoa chat xét nghiém dinh lugng free triiodothyronine (FT3) trong huyét thanh nguoi.
lugng free
37 . . Nguyén ly do: xét nghiém mién dich lién két canh tranh. Test 4.000
triiodothyronine

(FT3)

Dat tiéu chudn cht luong ISO 13485.
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. L, Hoa chat xét nghiém dinh luong thyroid-stimulating hormone (TSH) trong huyé€t thanh nguoi str
Hoa chat dinh n 2 s X
luong thyroid- dung ‘Eren’may x§t ngh}?m mién 41ch. .
38 . . Nguyén ly do: xét nghiém sandwich 2 diem. Test 4.000
stimulating O
hormone (TSH) Dai bEO cdo: 0.0(15-100 plU /mL
Dat tiéu chuan chat lugng ISO 13485.
Hoa chat hiéu Hoéa chat hiéu chuan cho xét nghiém dinh Iugng free triiodothyronine (FT3) sir dung trén may xét
39 chuin free nghiém rqién dich. ., i ml 60
tritodothyronine | Thanh phan: FT3 tong hop ¢ 3 mic nong do.
(FT3) Dat tiéu chuin chét luong ISO 13485.
Hoéa chét hicu Hfﬁa chﬁ}E hiéul ;:hué.n cho xét nghi€m dinh luong hi€u chuan free thyroxine (FT4) st dung trén may
40 chuén free xet‘nghle(}l mien dl;(:h' \ L o ml 60
thyroxine (FT4) Thanh phéan: FT4 tong hop ¢ 3 mirc nong do.
Dat tiéu chuan chat lugng ISO 13485.
Hoa chat hiéu | Hoa chat hiéu chuan cho xét nghiém dinh lugng thyroid-stimulating hormone (TSH) str dung trén
41 chuan thyroid- | mdy xét nghiém mién dich. i ml 60
stimulating Thanh phan: TSH ¢ 2 mtc nong 0.
hormone (TSH) | Dat tiéu chuin chét lugng ISO 13485.
Hoa chat kiém
chgﬁg Zlglgcxtéfiap Héa chit kiémNChuén muc thép cho cac xét nghiém FT3, FT4, T3, T4, TSH,Tg st dung trén may
42 nghiém FT3 xét nghiém rpién c}ich. ml 90
FT4, T3, T4, Pat tiéu chuan chat lugng ISO 13485.
TSH,Tg
Hoéa chat kiém
chuén muc cao | Hoa chit kiém chuén muc cao cho céac xét nghiém FT3, FT4, T3, T4, TSH,Tg st dung trén may
43 cho cac xét xét nghiém mién dich. ml 90
nghiém FT3, FT4, | Pat tiéu chuan chat luong ISO 13485.
T3, T4, TSH,Tg
44 Hoba chat dinh | Hoa chit xét nghiém dinh luong tong sé B human chorionic gonadotropin (Total p HCG) trong Test 700

luong tong sb B

huyét thanh nguoi sir dung trén may xét nghiém mién dich.
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human chorionic | Nguyén ly do: xét nghi¢m sandwich 2 dieém.
gonadotropin Dai bdo cdo: 0.5-5000 mIU/mL
(Total  HCG) | Dat tiéu chuan chat lugng ISO 13485.
Hoa chat hiéu
Cﬁu}i%;hgiﬁﬁt Hoa chat hiéu chuin cho xét nghiém dinh luong Total B human chorionic gonadotropin (HCG) st
45 lu%m  Total B dung trén may xét nghiém micn dich. ) . ml 42
ong . ". | Thanh phan: HCG trong d¢m Albumin huy€t thanh bo (BSA) ¢ 3 muc nong do.
human chorionic A 2 £
. Dat tiéu chuan chat lugng ISO 13485.
gonadotropin
(HCG)
Hoa chat kiém
chuén mirc thap
cho cac xét
ngPhr lslr; CEISIH’ Héa chit kiém chudn murc thép cho cac xét nghiém FSH, Prolactin, Estradiol, Progesterone, LH,
46 i Testosterone, Estriol, Total  HCG sur dung trén may xét nghiém mien dich. ml 6
Estradiol, . 2 Z
Pat tiéu chuan chat lugng ISO 13485.
Progesterone, LH,
Testosterone,
Estriol, Total 8
HCG
Hoa chat kiém
chuan mirc cao
cho cac xét
ngPhr f{: CEEH’ Hoa chét kiém chudn mirc cao cho cac xét nghiém FSH, Prolactin, Estradiol, Progesterone, LH,
47 i Testosterone, Estriol, Total f HCG st dung trén may xét nghiém mien dich. ml 90
Estradiol, . 2 Z
Dat tiéu chuan chat lugng ISO 13485.
Progesterone, LH,
Testosterone,

Estriol, Total
HCG
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Hoa chat xét nghiém dinh luong Troponin I (Tnl) trong huyét thanh hodc huyéet twrong nguoi sir
Hoba chat dinh | dung trén may xét nghiém mién dich.
48 luong Troponin I | Nguyén ly do: Xét nghiém mién dich 2 diém. Test 1.000
(Tnl) Dai bao céo: 0.006-50 ng/ml.
Dat tiéu chuin chét luong ISO 13485.
, L, a4 Héa chat xét nghiém dinh luong Creatine Kinase MB (CK-MB) trong huyét thanh hoac huyét
Hoéa chat dinh N R ;e A X
lugng Creatine tuo‘ngﬂngl{m su d}_lng tr.eAn ma};xet .nghlf_:n.lxmlen dich.
49 . Nguyén ly do: Xét nghi€ém mién dich 2 di€m. Test 300
Kinase MB (CK- I
MB) Dai bEO cao:XO. 1-3;00 ng/mL
Dat tiéu chuan chat lugng ISO 13485.
Hoa chét hicu H()a chat hiéu chuan cho xét nghiém dinh luong Troponin I str dung trén may xét nghiém mién
50 | chuan Troponin I d;c‘h. A o . A A ml 42
(Tnl) Thanh phén: Troponin I ¢ 3 mirc néng do.
Dat tiéu chuan chat lugng 1ISO13485.
Hoa chat dinh | Hoa chat xét nghiém dinh luong B-type natriuretic peptide (BNP) trong huyét tuong EDTA ngudi
5 lugng B-type su dung trén may xét nghiém 1~ni§n dich. Test 400
natriuretic Nguyén ly do: Xét nghi€ém mién dich 2 di€m.
peptide (BNP) | Pat tiéu chuén chit luong ISO13485.
Hoa chat hiéu | Hoa chét hiéu chuan cho xét nghiém dinh lugng B-type natriuretic peptide (BNP) sir dung trén may
57 chuan B-type xet nghiém mién dich. i ml 30
natriuretic Thanh phan: BNP & 3 mirc nong do.
peptide (BNP) | Pat tiéu chuén chit luong ISO13485.
Hoa chat hi¢u
chuan cho xét | Hoa chit hiéu chudn cho xét nghiém dinh lugng Creatine Kinase MB (CK-MB) sir dung trén may
53 nghiém dinh xét nghiém mién dich. ml 30

lugng Creatine
Kinase MB (CK-
MB)

Thanh phan: CK-MB ¢ 3 mitc nong d9.
Pat tiéu chuan chat lugng ISO 13485.




STT | Tén hang héa Théng s6 k§ thuat DVT | S6 lugng
Hoa chat kiém
chuan cho cic xét | Hoa chét kiém chuin mirc thap cho cac xét nghiém Troponin I, BNP, CK-MB, Myoglobin sir dung
54 nghiém Troponin | trén may xét nghiém mién dich. ml 6
I, BNP, CK-MB, | Pat tiéu chudn chét luong ISO 13485.
Myoglobin (L)
Chat kiém chuan
cho céac xét Hoa chit kiém chuin mtc cao cho cac xét nghiém Troponin I, BNP, CK-MB, Myoglobin sir dung
55 nghiém Troponin | trén may xét nghiém mién dich. ml 6
I, BNP, CK-MB, | Pat tiéu chudn chét luong ISO 13485.
Myoglobin (H)
. L, Hoa chat xét nghiém dinh luong khang nguyén ung thu 125 (CA125) trong huyét thanh hodc huyét
Hoéa chat dinh N R A A X
luong khang tuo‘ngﬂngl{m su (%ung t??n may xét nghl@gl mién dich.
56 " Nguyén ly do: xét nghiém sandwich 2 diem. Test 500
nguyén ung thu S
125 (CA125) Dai bEO cao.xl-5090U/mL
Dat tiéu chuan chat lugng ISO 13485.
Hoa chat dinh | Hoa chat xét nghiém dinh lugng khang nguyén carbohydrate 19-9 (CA19-9) trong huyet tuong
lugng khang hodc huyét thanh ngudi sir dung trén may xét nghiém micn dich.
57 nguyén Nguyén 1y do: xét nghiém sandwich 2 diém. Test 500
carbohydrate 19-9 | Dai bao cédo: 1.0-2000 U/mL.
(CA19-9) Dat tiéu chuin chét luong ISO 13485.
Hoa chat dinh | Hoa chat xét nghiém dinh lugng khang nguyén carcinoembryonic (CEA) trong huyét thanh hodc
lugng khang huyét trong nguoi st dung trén may xét nghiém mién dich.
58 nguyén Nguyén ly do: Xét nghiém sandwich 2 diém. Test 500
carcinoembryonic | Dai bao cdo: 0.2-1000 ng/mL
(CEA) Dat tiéu chuan chét lugng ISO 13485,
Hoa chat xét nghiém dinh lugng alpha-fetoprotein (AFP) trong huyét thanh hodc huyét twong ngudi
Hoba chat dinh | sir dung trén may xét nghiém mién dich.
59 luong alpha- Nguyén ly do: Xét nghiém sandwich 2 diém Test 500
fetoprotein (AFP) | Dai bao céo: 0.5-1210 ng/mL

Dat tiéu chudn cht luong ISO 13485.
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. L, Hoa chat xét nghiém dinh luong khang nguyén ung thu 15-3 (CA15-3) trong huyét thanh hoac
Hoéa chat dinh
lurone khan huyét twong ngudi str dung trén may xét nghiém mién dich.
60 ong & Nguyén Iy do: Xét nghiém sandwich 2 diém. Test 400
nguyén ung thu O
15-3 (CA15-3) Dai bao cao: 1.0-500 U/mL
Dat tiéu chuan chat lugng ISO 13485.
, L, Hoa chat xét nghiém dinh luong khang nguyén ung thu 72-4 (CA72-4) trong huyét thanh hoac
Hoéa chat dinh
luong khang huyét trong ngudi st dung trén may xét nghiém mién dich.
61 " Nguyén ly do: xét nghiém mién dich 2 diém Test 500
nguyén ung thu
72-4 (CAT2-4) Dai bao cao: 0.2-300 U/mL
Dat tiéu chuan chat lugng ISO 13485.
H(:)a chat hiéu Hoéa chat hiNéu chuan cho xét nghiém dinh luong Cancer Antigen 125 (CA125) sir dung trén may xét
62 chuan dinh luong | nghiém rqién dich. . ml 36
Cancer Antigen | Thanh phan: CA125 ¢ 2 mac nong dg.
125 (CA125) Dat ti€u chuan chat lugng ISO 13485.
Hoa chat hiéu e i Airia A . 7
I Hoa chat hiéu chuén cho xét nghiém dinh lugng Carbohydrate Antigen 19-9 (CA19-9) st dung
chuan dinh lugng N ., A X
trén may xét nghiém mién dich.
63 Carbohydrate \ A X LA A ml 36
: Thanh phan:CA19-9 ¢ 2 muc nong do.
Antigen 19-9 | b fiéu chuan chét luong 1SO 13485
(CA19-9) at ticu chu ng :
Hoa chat hiéu | Hoa chat hi€u chuan cho xét nghiém dinh luong carcinoembryonic antigen (CEA) sir dung trén may
64 chuan dinh lugng | xét nghiérp mién dich. i ml 36
carcinoembryonic | Thanh phan: CEA & 2 murc nong dg.
antigen (CEA) | Dat tiéu chuan chat lugng ISO 13485.
Hoa chat hiéu | Hoa chat hiéu chuan cho xét nghiém dinh luong Alpha-fetoprotein (AFP) sir dung trén may xét
65 chuan dinh lugng | nghiém mién dich. . ml 36
Alpha-fetoprotein | Thanh phan: AFP ¢ 2 mirc nong do.
(AFP) Dat ti€u chuan chat lugng ISO 13485.
66 Hoa chat hiéu | Hoa chat hiéu chuan cho xét nghiém dinh luong Cancer Antigen 15-3 (CA15-3) sir dung trén may ml 36

chuin dinh luong

x€t nghiém mién dich.
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Cancer Antigen | Thanh phan: CA15-3 ¢ 2 mtc nong d9.
15-3 (CA15-3) | Dat tiéu chuan chét lugng ISO 13485.
Hoa chat hi¢u | Hoa chat hi¢u chuan cho xét nghi¢m dinh lugng Cancer Antigen 72-4 (CA72-4) su dung trén may
67 chuén dinh lugng | xét nghiém mién dich. ) . ml 36
Cancer Antigen | Thanh phan: CA 72-4 trong d¢ém Albumin huyét thanh nguoi (HSA) ¢ 3 mirc nong dg.
72-4 (CA72-4) | Dat tiéu chuin chét lugng ISO 13485.
ri};ité‘fgfa;h‘éz‘; Hoa chit kiém chudn mic thap cho céc xét nghiém CA125, TPSA, FPSA, AFP, Ferritin, CEA,
68 Az CA19-9, CA15-3, CA 72-4, CYFRA 21-1 st dung trén may xét nghi€ém mien dich. ml 60
thong s6 mien n 2 £
Jich Dat tiéu chuan chat lugng ISO 13485.
Ch?t 1;1? m chu,a " | Hoa chét kiém chuén mtc cao cho cac xét nghiém CA125, TPSA, FPSA, AFP, Ferritin, CEA,
69 | TUCCOLAOZC | CA19-9, CALS-3, CA 72-4, CYFRA 21-1 sit dung trén mdy xét nghiém midn dich. ml 60
thong s6 mien n 2 Z
Jich Dat ti€u chuan chat lugng ISO 13485.
- Cuvette phan tng dung cho may xét nghiém mien dich. .
70 | Cuvette phan{mg | b ia\| chudn chét luong 1SO 13485, Cal | 22.176
71 Dung dich dém | Dung dich dém phan tng st dung trén may xét nghiém mién dich ml 3.900
phan ung Dat ti€u chuan chat lugng ISO 13485. )
S Dung dich rura st dung trén may xét nghiém mien dich.
72| Dungdichrua | 5 e chudn chét luong 1SO 13485, ml | 400.000
. , Dung dich rtra, 1am sach kim hat bénh pham/ hoa chat, mixer va cuvettes st dung trén may xét
Dung dich rua, 2 x .
73 1am sach kim nghiém micn dich. ml 5.000
: Dat tiéu chuan chat luong: 1SO13485.
74 Dung dich pha | Dung dich d€ pha loang tuong str dung trén may xeét nghiém mién dich. ml 180
lodng mau Dat ti€u chuan chat lugng ISO 13485.
Phin 4 - Mua héa chit, vit twr ding cho may xét nghiém nuéc tiéu 10 théng so sir dung nguyén Iy Phwong phap do 2 bwée séong phan xa (1
mat hang)
75 Que thtr nuodc tieu | Que thir nude tieu 10 thong s6 st dung trén may xét nghiém nudc ticu. Test 35.000

10 thong sd

Dat tiéu chudn cht luong ISO 13485.

Phin 5 -Mua héa chit, vt tw ding cho may dién giai d 5 théng so truc tiép bang phwong phap sir dung dién cwe (8 mit hang)
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. Dung dé do nong do¢ ion Cl- st dung trén may xét nghiém dién giai. .
76 | BiéncycClo | b iau chuin chat lrong ISO 13485, Cdi >
n .| Dung dé do nong d¢ ion Ca2+ stir dung trén may xét nghiém di¢n giai. .
77| PencyeCanxi | g Gen chudn chit Twong ISO 13485, cai 3
n Dung dé do nong do pH sir dung trén may xét nghiém dién giai. .
78 Biencwe pH | 5 fi6u chuén chét lugng 1SO 13485, Cai 2
n .| Dung dé do nong d6 ion Na+ st dung trén may xét nghiém dién giai. .
79| DiencueNatr | g Ge chudn chit lwong ISO 13485, cai 2
n . Dung d€ do nong d¢ ion K+, st dung trén may xét nghiém dién giai. .
80| DPiéncucKali | 5. s chuan chét lugng ISO 13485, cai 3
Dung dich rira i )
may lon do 5 Dung dich rira may ion d6 5 thong s6: K+, Na+, Cl-, Ca2+, pH st dung trén may xét nghiém dién
81 thong so6 (K+, giai. i ) ml 1.000
Na+, Cl-, Ca2+, | Dat ti€u chuan chat lugng ISO 13485.
pH)
Hoéa phﬁt chuan | Dung dich chuén lon do6 5 thong so: K+, Na+, Cl-, Ca2+, pH st dung trén may xét nghiém dién
82 Ion do (K+, Na+, | giai. i ) ml 1.000
Cl-, Ca2+,pH ) | Dat tiéu chuan chat lugng ISO 13485.
Hgﬁéi};glhui;?c Dung dich thudc thir dién giai cho két qua phén tich 5 thong sé: K+, Na+, Cl-, Ca2+, pH sir dung
83 a trén may xét nghiém dién giai. ml 20.000
(Ke¥ Nat, €l pyat ticu chudn chit lugng 1SO 13485
Ca2+, pH) - NE '
Phin 6 - Mua sinh phim chin do4n invitro va héa chit diung dé dinh nhém mau ABO, Rh (13 mit hang)
Thudc thir xét | Khang thé don dong Anti AB.
nghiém dinh tinh | B¢ dac hiéu 100%.
84 nhom mau hé Do chinh xég 100%. ml >00
ABO ( Anti AB) | Dat ti€u chuén chat lugng ISO 13485.
35 Thuoc thir xét | Khang thé don dong Anti B. ml 500

nghiém dinh tinh

D¢ dac hiéu 100%.
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nhém mau hé Do chinh xac 100%.
ABO (Anti B) | Dat tiéu chuan chét lugng ISO 13485.
Thuoc thu xét | Khang thé don dong Anti A.
nghi¢m dinh tinh | B dac hi¢u 100%.
36 | M hommiuhé | DG chinh xic 100% ml 500
ABO (Anti A) | Dat tiéu chuan chit lugng ISO 13485.
Thuoc thu xét | Khang thé don dong Anti D.
nghiém dinh tinh | P dac hi€éu 100%.
87 nhom mau Rh Do chinh xac 100%. ml >00
(Anti D) Dat tiéu chuin chét luong ISO 13485.
Phat hién sy c6 mit ctia khdng nguyén vi rat Rota trong mau phan ctia nguoi.
Test nhanh dinh | DJ nhay tuong quan: 100%.
83 tinh Rotavirus | Do deic}llliéu tt%o(;llg quan: > 97%. Test >00
Dat tiéu chuin chét luong ISO 13485.
Phat hién sy c6 mat cua cac khang thé khang HIV-1 va HIV-2 trong mau toan phan, huyét thanh
. hodc huyét tuong nguoi.
gg | Test “ﬁaﬁ?\?mh D6 nhay: > 99.5 %. Test | 7.960
tn Do dic hicu: > 98%.
Dat tiéu chuin chét luong ISO 13485.
Phat hién dinh tinh khang nguyén HBsAg trong huyét thanh, huyét twong ngudi
Test nhanh dinh | DJ nhay: 100%.
90 tinh viém gan B | D6 dac hiéu: > 98 %. Test 7.950
(HBsAg) Ngudng phat hién: > 1ng/ml.
Dat tiéu chudn cht luong ISO 13485.
Phat hién HBeAg trong mau toan phan, huyét thanh hogc huyét tuong ctia nguoi.
Do nhay: > 96%.
91 Test tht HBeAg | D6 dac hi€u: > 99%. Test 500

Khoang tin céy: 95%.
Dat tiéu chuan chat lugng ISO 13485.
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Test nhanh dinh Pliét hién dinh tinh khang thé khang HCV trong huy¢t thanh, huyét tuong, méu toan phan nguoi
, A Do nhay: > 98%.
92 tinh viém gan C D6 diic hicw: > 97% Test 7.950
(HCV) o Cuy et =7/
Dat tiéu chuan chat lugng ISO 13485.
Panel thir xét nghiém nhanh da chat giy nghién nay la mot xét nghiém mién dich sic ky nhanh dé
Test thu ma tay 5 | phat hién dinh tinh nhiéu loai chat giy nghién va chat chuyén hoa cua chit gay nghién trong nudc
chi sb tiéu ngudi & cac ndng d6 ngudng: Morphin 300ng/ml; Amphetamin 300ng/ml; Marijuana 50ng/ml;
(Amphetamin, | Codein 250ng/ml; Heroin 10ng/ml
23 MaI;ijuana, Do chinh xac > 99.9%. Test 3.375
Morphin, Codein, | Ty trong mau nude tiéu & cac mirc do cao, thip, binh thudong (1.005-1.045) khong c¢6 anh hudng
Heroin) dén két qua cua test.
Nhiét do bao quan 2-30 do C.
Phat hién dinh tinh khang nguyén Dengue trong huyét thanh, huyét tuong hoic méau toan phan cua
nguoi.
Ngudng phat hién: > 0,25 ng/ml.
Test nhanh dinh | B nhay twong quan: 100%.
o4 tinh Dengue Do dac hi¢u tuong quan: > 99.5 %. Test 500
Do chinh xac tuong quan: > 90 %.
Khong phan tmg chéo véi mau pham Malaria, HIV, HCV, HAV, HBV....
Dat tiéu chudn chit luong ISO 13485.
Test/ kit dinh tinh H.Pylori bang thudc thir Urease.
95 Test nhanh phat | Thanh phan gém: Urea; Disodium hydrogen phosphate dihydrate; Potassium dihydrogen Test 3.000
hién HP da day | phosphate; Agar; Phenol red; nudc. ’
Dat tiéu chuan ISO 13485
Dinh tinh phat hién va phan biét khang nguyén vi rat cam A (gom H5N1 va HIN1) va B trong mau
Test nhanh dinh | dich miii/ dich hong/ dich ty haw/ dich hat rira miii va ty hau cua nguoi.
96 tinh Cim (A va | Cum A: D¢ nhay tuong quan: > 99% , B dac hi¢u tuong quan: 100% Test 500
B) Cum B: Dd nhay tuong quan: 100% , Pd dac hiéu twong quan: 100%
Dat tiéu chudn cht luong ISO 13485.

Tong cong: 96 mit hang./.




Ghi chi: Bt ky thwong hi¢u, ma hiéu (néu cé) trong bang yéu cau ky thudt la de minh hoa cac tiéu chudn chat lwong, céng nghé, tinh
nang ky thudt yéu cdu, nha thau c6 thé lya chon du thau hang héa c6 nguon goc, xudt xit, nha san xudt, thiwong hiéu, ma hiéu phit hop voi
diéu kién cung cdp nhung phdi dam bao yéu cau ¢ tiéu chudn ky thudt, cong nghé, dac tinh ky thudt, tinh nang suw dung "twong dwong" hodc

" viét hon" so voi cdc yéu cdu toi thiéu. Trieong hop nha thau chao hang héa tiwong dwong, nha thau phdi cung cdp tai liéu kém theo dé
churng minh.

- Trong yéu cau vé ky thudt, néu cum tir * ‘twong dwong” dwgc mo ta sau cdc yéu cau vé ky thudt cua hang héa thi dwoc hiéu twong

dwong ve dac tinh ky thudt, tiéu chudn cong nghé, néu cum tir “twong dwong” dwgc mé td sau cdc yéu cau vé chire nang ciia hang héa thi
diege hiéu twong dwong vé tinh néing sir dung.



1.3. Cdc yéu cau khdc:

- Nha thau cung cép Bang ké khai dit liéu hang héa dy thau theo mau duéi day:
BANG KE KHAI DU LIEU HANG HOA DU THAU

Tén géi thiu:

Tén nha thau:
Dia chi:

Ma so thue:

So dién thoai: Email:
Thong
Théng | sé ky Tiéu
Tén Khbi | Mavatar| SN |thudtval Kymai ) chuan | S0 luu Pon gid dw
hing | Ponvi | lwong | TS" |y & phye | U3¢ Va] cdc eul hibu/ e g HANg/ | pyan togi trang| Gidy phep | (AL | hanhca | e san | thdu(cé [Thanh tidn
Tr | CAME | POnVE) TUONE g rong | Y S PMYC L cactibu | chufin | Nhan | o e | Xuhtxi |Nude chil| il rANE) GIAY PACP | jyemg | TyTTBYT ‘<
héa moi| tinh moi .~ | va BHYT P . . san xuat o thiet bi y te ban hang ISO, CE < pham VAT) (VND)
thiu thiu mai (néu ¢6) chuan ciia | mac sdn s6 hitu , CE, hodc
(theo hang phim GPNK (VND)
HSMT) | héa du
thu
(@) 2 3) “ (%) (6) @) (®) © (10) an (12) 13) (14) (15) (16) an (18) 19)
. . - Catalog,
- S0 cong bo Ghi 1 day Brochurfe;,
tiéu chqén ap dt toan bo Huéng dan st
dung doi véi qua trinh: dung (néu co).
trang thict by | Tén cuthe |1 ~Tem nhin,
t€ thudc loai A, |Chu s hiru |, 5 . N £
B TVTITBYT hang hoa hinh anh thuc té
1| Theo | Theo f Theo g:rf; hoa| c0 hang |Theo Effg hoa Efﬁ; hoa Efﬁ;’ hoa Effg hoa E:ﬁ; héa |- Hoe S6 gidy |hodc s6 luu | e © | Theo hang |(néu cO).
HSMT | HSMT | HSMT thue té héa thyc ¢\ HSMT thuc té |thucté [thycté  |thucté thyc té chl'm.g nhan hanh hodc |~ Ghi r§ hoéa thyc ¢ |- C7h tmg tir nhap
o o ngay hét khau tham khao
dang ky luu GPNK -> b L,
hanh déi voi  |Nhaphan [1#" (neuco).
trang thiét bj y phéi > * Ghi chii: dan
té thudc loai C, |Nha thau chiéu dén so
D (néu c6) trang trong
HSDT




Ghi chu:
- Nha thau ngp cing E-HSDT bdan déng dau va file excel "Bang ké khai dit liéu hang hod duw thau",

- Nha thau cung cdp mdt Bang ké nhitng diém sai khdc va ngoqi 1é (néu c6) vé thong sé ky thudt ciia hang héa chao thau so véi quy
dinh tai Chuong V cua E-HSMT.



Muc 2. Ban vé: Khong

Muc 3. Kiém tra va thir nghi¢ém

Céc kiém tra va thir nghiém can tién hanh gdm c6: Chii dau tu va Nha thau thuc
hién kiém tra, thir nghiém hang hoéa trong cac truong hop sau:

- Bén mua s& kiém tra, thr nghiém hang hod ngay khi Nha thiu giao hang va trong
qua trinh str dung

- Khi ¢ nghi ngd vé chit lwong hang héa cung cap dugc ban giao.

- Trude khi nghiém thu hoan thanh dua vao str dung.

- P6i v6i nhitng hang hoéa duoc thay thé khi thuc hién bao hanh cuia nha thau.

Luu y: Khi can thiét, chu dau tu co thé yéu cau kiém dinh doc lap vé chét lugng
hang hoa. Moi chi phi kiém dinh s€ do nha thau chiu.



