Chwong V. YEU CAU VE KY THUAT

Muc 1. Pham vi cung cip

1.1. Yéu cau vé ky thuat

May xét nghiém sinh hoa

a) Yéu cau chung

Thiét bi phai dugc san xuat nim 2025 trd vé sau, mdi 100%
Nha san xuat phai ¢ chimg chi ISO 13485 hoic twong duong
bién nguén st dung: 220V, 50 Hz
Moi truong hoat dong

+ Nhiét d¢ t6i da: > 30°C

+ Do am t6i da: > 80%
Xuat xtr may chinh: G7

b) Ciu hinh

May chinh: 01 may

May tinh kém phan mém diéu khién: 01 chiéc

May in kho gidy A4: 01 chiéc

Khay dung bénh pham: 01 chiéc

Khay dung hoa chit: 01 chiéc

Cuvette (thuy tinh): 01 bo

B6 hoa chét ban dau: GOT, GPT, Glucose mdi loai 1 hop
Calibrator va QC tuong mg véi hoa chit ban dau: mdi loai 1 lo.
Dich rura di kém theo may: 1 bo

B0 lvu dién > 2KVA: 1 bo

B loc nude RO cong sudt: > 20L/gid

Tai liéu huéng dan st dung (tiéng Anh, tiéng Viét): 01 b

¢) Pic tinh, thong s6 k§ thuit

* Tinh nang

Kiéu may: hoan toan ty dong, truy cip ngiu nhién
Cong suét xét nghiém: > 400 xét nghiém sinh hoa/gio
Kiéu do tdi thiéu co: Diém cudi, Diém cudi 2 diém, bong hoc, Bong hoc 2 diém
Phuong phap phat hién: o truc tiép d6 hip thy trong cong phan tmg mot mau
hoac hai mau
Phuong phép do:
+ Xét nghiém sinh hod st dung phuong phap do quang
+ Mién dich d6 duc bang phuong phap do quang (Hoa chat Latex)
S6 luong xét nghiém dong thoi do duoc: > 60 xét nghiém
S6 phuong phap phan tich c6 sin: > 240 phuwong phap
Hé théng ma: C6
Luu trit két qua do: > 1.000.000 két qua
Luu trir ket qua QC: > 50.000 két qua

* Quan Iy mdu bénh phim

Khay bénh pham:



+ ¢6 thé thao roi
+ sb vi tri dat mau bénh phém (C6 san STAT): > 70 vij tri.
+ b vi tri dat calibrator, QC:>20vi tri
Kim hét mau bénh pham c6 cam bién murc chat 16ng, phat hién cuc méau dong,
phat hién va cham
Loai mau téi thiéu c6: huyét thanh, huyét twong, nude tiéu
Thé tich mau bénh pham:
+ Thé tich hit mau téi thiéu: <2 pl
+ Thé tich hit mau t6i da: <35 ul
C6 vi tri danh cho mau cép ciru

* Qudn Iy héa chit

Sb luong kim hat hoa chét: > 2 kim
Khay dung hoa chat:
+ ¢6 the thao roi.
+ b vi tri dat hoa chat: > 60 vj tri
+ Lam mat hoa chét: co
Kha nang tinh toan thé tich hoa chét con lai: C6.
Kim hat héa chat c6 cam bién murc chat 16ng va phat hién va cham
Thé tich héa chat:
+ R1:20 pl dén 350 pl
+ R2:20 pl dén 250 pl

* Qudn Iy buong phdn trng

Cuvettes:
+ S6 cuvette: > 90
+ Loai: Thay tinh
+ Thé tich phan ung t6i thiéu: < 150 pl
+ Thé tich phan tmg ti da: < 450 pl
+ Quang 16: <6 mm
Thoi gian 0: < 10 phat (R1: < 5 phat, R2: < 5 phut ddi v6i xét nghiém 2 hoa chat)
Nhiét d6 phéan tmg: 37°C £<0.3°C
Hé théng khudy: Loai khudy xoay
Co hé théng rua ty dong
H¢ thong phan tmg: 1 tryc tiép

* H¢ théng quang hoc

S6 budc song: > 12 trong d6 it nhat gdm cac budc song sau: 340, 380, 415, 450,
510, 546, 570, 600, 660, 700, 750 va 800 nm.

Nguon sang: Bong Halogen Tungsten.

Lam mat ngudn sang: bang quat

Lua chon budc song: Phuong phéap cach tir

Tiéu thy nude: < 18L/gid

d) Yéu ciu khac

Thiét bi phai dugc bao hanh > 12 thang ké tir khi nghiém thu

Nha cung cép chiu trach nhiém lap dat, chay thtr, ban giao va hudng dan van hanh
cho nguoi st dung

Yéu cau nha cung cap trao dy du tai liéu hudng dan sir dung



- Nha cung cép phai cam két cung cip phu tung thay thé trong vong it nhat 05 nim

- C6 bao gia phu tung thay thé

- Co béo gia bao tri, bado dudng

Yéu cau vé k¥ thuat quy dinh trong muc nay 13 t6i thiéu, chi nham muc dich mé ta va
khong nhdm muyc dich han ché nha thau; nha thau c6 thé chao thau nhing hang hoa c6
thong sb ky thuat cao hon. Bat ky thuong hiéu, ky ma hi¢u (néu co) trong tiéu chuan
k¥ thuat chi tiét 1a d¢ minh hoa cac tiéu chuan chat luong, tinh nang k¥ thuat. Nha thau
c6 thé chao cac hang hoa c6 thuong hiéu, ky ma hiéu khac nhung phai dam bam tiéu
chuan k¥ thuat, dic tinh k¥ thuat, tinh ning str dung “twong duwong” hodc “cao hon” so
v6i yéu cau ciia E-HSMT.

1.2. Cac yéu cau khac

Khong ap dung

Muc 2. Ban vé

Khong ap dung

Muc 3. Kiém tra va thir nghiém

Khong ap dung



