Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé k¥ thuit
1. Gi6i thiéu chung vé du toan mua sim, géi thau

- Tén du todn mua sim: Mua sim vat tu y té tiéu hao, hoa chat xét
nghiém, sinh phém y té phuc vu hoat dong chuyén mon cia Bénh vién San Nhi
tinh Phtt Tho nam 2026-2027.

- Tén goi thau: Go6i thau s 12: Mua sam hoa chét xét nghiém dung cho
may sinh hod tu dong, phu hop v6i may xét nghiém model: AU680 dang st
dung tai Bénh vién

- Chu dau tu: Bénh vién San Nhi tinh Phu Tho.

- Pia diém thyc hién: Bénh vién San Nhi tinh Pht Tho - DPuong Nguyén
Tat Thanh, phuong Nong Trang, tinh Phti Tho.

- Nguén von: Nguén thu tir dich vu kham chira bénh va cac nguén von
hop phap khéic cua Bénh vién San Nhi tinh Pht Tho;

- Loai hop dong: Pon gia ¢b dinh;

- Thoi gian thuc hién goi thau: 24 thang.
2. Yéu ciu vé ky thuit

2.1. Yéu cau Ky thuat chung

- T4t ca cac hang hoa phai c6 ngudn gbe xudt x{ rd rang, hop phap va dam
bao chat luong méi 100%, chua qua sir dung san xuét tir nam 2025 try vé sau.

- Thiét bi y té du thau phai dap mg diéu kién luu hanh d6i véi thiét bi y té
theo Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021 cua Chinh phu vé quan 1y
trang thiét bi y t&; Nghi dinh s6 07/2023/ND-CP ngay 03/03/2023 stra doi, bd
sung mot sd diéu cua Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021 ctia Chinh
pht vé quan ly trang thiét bi y t& va Nghi dinh s6 04/2025/ND-CP ngay
01/01/2025 cta Chinh pha stra doi, bo sung mot sé diéu ciia Nghi dinh sd
98/2021/ND-CP ngay 08 thang 11 nam 2021 cua Chinh phu vé quan 1y thiét bi y
té da duoc sira doi, bd sung mot s diéu theo Nghi dinh s6 07/2023/ND-CP ngay
03 thang 3 ndm 2023 cta Chinh phu;

+ P6i voi thiét bi y té loai A, B: S6 cong bd tiéu chuan ap dung ddi véi
thiét bi y té thudc loai A, B ctia co quan c6 thdm quyén va tai liéu chimg minh.

+ Pbi v6i thiét bi y té loai C, D:

++ Po6i véi hang héa nhap khau: Phai cung cip Gidy ching nhan ding
ky Iuu hanh (sé luu hanh) hodc gidy phép nhap khau do B Y té cap con hiéu



lwc dén thoi diém dong thau. Trong trudng hop thiét bi y té khong thudc danh
muc phai cap phép nhap khau theo quy dinh tai théng tw 05/2022/TT-BYT ngay
01/08/2022 thi nha thau phai cung cap t& khai hang héa nhap khau, Gidy phép
nhap khau hodc cac tai liéu khac theo quy dinh hién hanh va ban phan loai la
thiét bi y té thudc loai C, D.

++ Po6i voi thiét bi y té san xuit trong nwéc: Nha thau phai cung cip
gidy phép luu hanh ciia san pham do B Y té cap con hiéu luc (trir truong hop
nha thau ¢ tai liéu chimg minh mat hang dy thau nam ngoai quy dinh phai c6
gidy chimg nhan luu hanh).

- Truong hop hang hoa khong phai 13 thiét bi y té thi duoc xem xét danh
gia nhu hang hoa thong thuong.

- Hang hoa phai dugc van chuyén va ban giao tai Kho - ciia Bénh vién San
Nhi tinh Pht Tho.

2.2. Yéu ciu k¥ thuit cu thé

- Nha thau phai cung cdp day du Catalogue va cac tai lidu co lién quan nhur:
Tai liéu k¥ thuat, huéng dan str dung... cho toan bd hang hoa chao thau dé chung
minh hang héa do minh chao thau 1a dap tng cac yéu cau vé ki thut.

- Céc tiéu chuan k¥ thuat ctia cac nha thiu néu trong E-HSDT phai thé hién
trén catalogue va tai liéu k¥ thut. Nha thau chao cac thong sb ky thuat cia hang
hoa theo thir tw yéu cau va ghi rd thong s6 k¥ thuat tham chiéu tai trang nio ctia
catalogue hay tai li¢u k¥ thuat.

- Hang hoa phai dap umg cac yéu cau vé ciu hinh, dic tinh, thong sé ky
thuat va cac yéu cau khac nhu quy dinh dudi ddy va 1a mirc yéu cau tdi thiéu phai
dat hoac chép nhan duoc:

Stt Tén hang héa Théng s6 k§ thuit hoiic twong dwong ?l:)'ll);gczglil
Chat hiéu chuin dung cho xét nghiém Vancomycin
Hoa chat hiéu trong mau Huyét thanh, huyét tuong (xét nghiém st
1 chuan cho xét dung phuong phap Mién dich enzyme dong nhét); I1x5ml+5x2
nghiém Thanh phan: vancomycin, dung dich dém, natri azit ml
Vancomycin 0,09%, pH 5,0.; Chét hiéu chuan 6 mirc n6ng do
Vancomycin: 0, 5, 10, 20, 30, 50 pg/mL
Hoa chét dung cho xét nghiém dinh luong
vancomycin; Thanh phan: Thudc thir enzym I:
Vancomycin danh dau boi GGPDH vi khuan (0,21
’ Dinh luong U/mL); chat dém HEPES; albumin huyét thanh bo; 2x32ml+2x
Vancomycin Thuoc thir khang thé/co chat 2: Khang thé chudt l6ml
don dong véi vancomycin (27 pg/mL); albumin
huyét thanh bd; G6P (44 mM); NAD (36 mM);
Loai mau: Huyét thanh, huyét tuong; DO 1ap lai:




Quy cach

Stt Tén hang hoa Thong so ky thuat hoac twong duong i o
CV <2,8%; Do chum toan phan: CV < 3,8%; S6
luong test tdi thiéu/1 mL: 3 test
Hoa chit xét nghiém Zinc, st dung cho may hé mé.
Hoa chit xét Dai do: 1én dén 400 pg/dL. Thanh phan: Dém
3 nghiém Zinc, sir | bicarbonat, 5-Br-PAPS, Natri citrat, 5x25mL(12
dung cho may Dimethylglyoxim, Chét tay riraPhwong phap xét SmL)
hé mo nghiém: do mau, Po diém cudi, Phan ng dong hoc
tang, Br-PAPS. Hodc tuong duong
4 Chat chuén cho Ch‘ét chuan cho xét nghiém Zinc. Dang 1ong, Thanh 1x3mL
xét nghiém Zinc | phan: chra kém nong d6 200 pg/dL (30.6 umol/L)
Vit liéu kiém soat muc 1 xét nghiém dinh luong 16
thong s6 sinh hoa nude tiéu (Microalbumin, a-
QC cho xét Amylase, Urea, Calcium, Chloride, Cortisol,
5 | nghiém sinh hoéa | Creatinine, Glucose, Potassium, Magnesium, 1x5mL
nude tiéu mirc 1 | Sodium, Phosphor, Total protein, Uric Acid, pH,
Specific gravity). Dang 16ng, thanh phan: nudc tiéu
nguoi
Vit liéu kiém soat mirc 2 xét nghiém dinh lugong 16
thong sb sinh hoa nude tiéu (Microalbumin, a-
QC cho xét Amylase, Urea, Calcium, Chloride, Cortisol,
6 | nghiém sinh héa | Creatinine, Glucose, Potassium, Magnesium, 1x5mL
nuéce tiéu mirc 2 | Sodium, Phosphor, Total protein, Uric Acid, pH,
Specific gravity). Dang 16ng, thanh phan: nudc tiéu
nguoi
Huyét thanh hidu chuan cho cac xét nghiém sinh
hoa thudng quy; Thanh phan: Huyét thanh nguoi,
Hoa chit hicu cac enzym tur nguoi, dong vat va thuc Vé‘F: Alkaline
chuin cho c‘é c Phosphatase, ALT, AST, Amylase, Chghnesterase,
7 xét nghiém sinh CK-NAC, GGT, HBDH, LDH, Albumin, 1x5ml
hoa ; Creatinine, Cholesterol, Glucose, Lactate, Lipase,
Total Protein, Triglyceride, UIBC, Urea, Uric Acid,
Bilirubin, Inorganic Phosphorous, Calcium, Iron,
Magnesium. Lo 5 ml
Q(;lﬁho X.eth h6a | Vatliéu kiém sodt mirc bét thuong xét nghiém dinh
g | nshiemsinh hoa lwong 38 thong so sinh hoa. Dang bot dong kho, 1x5mL
thudng quy mac | a4’ hin: huyét thanh ngudi
bénh ly phan. ity g
Chat kiém chimg cho cac xét nghiém sinh hoa
thuong quy muc 1; Thanh phén Huyét thanh nguoi
Hoéa chét kidm dang dong kho chu'a hoa chat phu gia va cac
chime mic 1 enzyme thich hop c6 ngudn gdc con ngudi va dong
g muc
9 vat: Bilirubin-Total va Direct, Cholinesterase, ALP, Ix5ml

cho cac xét
nghiém sinh hoa

ALT, Amylase, AST, CK-NAC, GGT, GLDH,
HBDH, LDH,; Lipase, Inorganic Phosphorus,
Triglyceride, Albumin, Calcium, Chloride,
Cholesterol, Creatinine, Glucose, Iron,Lactate,




Quy cach

Stt Tén hang hoa Thong so ky thuat hoac twong dwong i o
Lithium, Magnesium, Potassium, Sodium, Total
Protein,; UIBC, Urea & Uric Acid, IgA, IgG, IgM,
APO Al.; Chéat kiém chimg 1 muc. Lo 5 ml
Chat kiém chiig cho cac xét nghiém sinh hoa
thuong quy muc 2; Thanh phén Huyét thanh nguoi
dang dong kho chira hoa chat phu gia va cac
, enzyme thich hop c6 ngudn gdc con ngudi va dong

Hoa chat kiém vat: Bilirubin-Total va Direct, Cholinesterase, ALP,

10 chung murc 2 ALT, Amylase, AST, CK-NAC, GGT, GLDH, 1x5ml
cho cac xét HBDH, LDH, Lipase, Inorganic Phosphorus,
nghiém sinh hoa | Triglyceride, Albumin, Calcium, Chloride,

Cholesterol, Creatinine, Glucose, Iron, Lactate,

Lithium, Magnesium, Potassium, Sodium, Total

Protein, UIBC, Urea, Uric Acid, IgA, IgG, IgM,

APO Al; Chat kiém chtng 1 mirc. Lo 5 ml

Hoa chat kiém chimg cho xét nghiém HDL/LDL-
Hoa chét kiém Cholesterol; Thanh phan: Huyét thanh nguoi dang
ching cho xét dong kho c¢6 chira HDL-Cholesterol va LDL-

11 | nghiém Cholesterol (nguoi); Chat kiém ching 2 mirc; Cac 1x5ml
HDL/LDL- gia tri c6 thé duoc truy xuat theo phuong phap tham
Cholesterol chiéu HDL va LDL-cholesterol ciia US CDC

(Centre for Disease Control). Lo 5 ml

Hoé chét hiéu chuan dung cho xét nghiém dinh

lwuong HDL-Cholesterol; Thanh phan: Huyét thanh
Hoa chit hiéu nguoi dang bt dong kho chira HDL-Cholesterol

12 | chuan cho xét (nguoi).; Chat hiéu chuan 1 mirc; Gia tri chat hi¢u 2x3ml
nghi¢ém HDL chuin c6 thé dugc truy xuét theo phuong phap tham

chiéu HDL-cholesterol cia US CDC (Centre for

Disease Control). Lo 3 ml

Hoa chit hiéu chuin cho xét nghiém LDL-

Cholesterol; Thanh phan: Huyét thanh nguoi dang
Hoa chat hiéu bot dong kho chira LDL-Cholesterol (nguoi).; Chat

13 | chuan cho xét hiéu chuan 1 murc; Gia tri chat hiéu chuén co thé 2x1ml

nghiém LDL dugc truy xuat theo phuong phap tham chiéu LDL-
cholesterol cua US CDC (Centre for Disease
Control). Lo 2 ml
Hoa chét kiém chimg mirc 1 cho cac xét nghiém do
Hoa chét kiém do ’duc miéq dich; Thénh phan: Huyét thanh nqui
, , chtra a-1 acidglycoprotein; Ferritin;o-1 antitrypsin;
chimg murc 1 A .
14 | cho cac xét Hz.lptoglobln., Ant1-Streptolys1g 0O; B-2 Lx2ml
n A microglobulin; Immunoglobulin A;
nghiém do d6 A N
duc midn dich Immunoglob}lhn M; Immunoglobuhn G; ‘
; : Ceruloplasmin;C3; Prealbumin; C4; Rheumatoid
Factor; C-reactive protein; Transferrin. Lo 2 ml
15 Hoa chat kiém Hoa chat kiém chimg mirc 2 cho cic xét nghiém do 1x2ml

chirng muc 2

d6 duc mién dich; Thanh phﬁn: huyét thanh nguoi,




Quy cach

Stt Tén hang héa Thong s6 k¥ thuit hoic twong dwong it o
cho céac xét a-1 acidglycoprotein, Ferritin,a-1 antitrypsin,
nghiém do d6 Haptoglobin, Anti-Streptolysin O, Immunoglobulin
duc mién dich A, B-2 microglobulin, Immunoglobulin G,
Ceruloplasmin, Immunoglobulin M, Complement 3,
Prealbumin, Complement 4, Rheumatoid Factor, C-
reactive protein, Transferrin; Chat kiém chung 1
murc. Lo 2 ml
Hoa chat kiém chimg mirc 3 cho cac xét nghiém do
d6 duc mién dich; Thanh phﬁn: huyét thanh nguoi,
Hoa chét kiém a-1 acidglycoprotein, Ferritin, a-1 antitrypsin,
ching mirc 3 Haptoglobin, Anti-Streptolysin O, Immunoglobulin
16 | cho céc xét A, B-2 microglobulin, Immunoglobulin G, 1x2ml
nghiém mién Ceruloplasmin, Immunoglobulin M, Complement 3,
dich do d6 duc Prealbumin, Complement 4, Rheumatoid Factor, C-
reactive protein, Transferrin; Chat kiém ching 1
muc. Lo 2 ml
Hoa chét dung cho xét nghiém dinh luong CRP siéu
nhay; Thanh phan: Glycine buffer 100 mmol/L;
Latex, phu khang thé khang CRP < 0.5% w/v;
Phuong phap: Mién dich do do duc; Déi’tuyén tinh: | o0 eax
17 | Dinh lugng CRP | Ung dung binh thuong: 0,2-480 mg/L, Ung dung 30ml
dd nhay cao: 0,08-80 mg/L; Budc séng: 570 nm;
Loai mau: Huyét thanh, huyét tuong; D lap lai:
CV<s 73%, D6 chum toan phan CV <6,40%; S6
luong test tdi thiéu/1 mL: 3 test
. SO Hoa chét hiéu chuan cho xét nghiém CRP thuong;
Hoa chat hiéu
huan cho xét Thanh phan: Chat nén huyet thanh nguoi dang long
18 | S ¢6 chira CRP nguoi; Chat hiéu chuan gdm muc 2 5x2ml
nghiém CRP
thuong dén mirc 6; Cac gia tri dugc gan theo ti€u chuan
IFCC bang phuong phap mién dich do do duc
Chat hiéu chuin dung trong xét nghiém CK-MB;
Hoa cht hiéu | Thanh phan: Huyét thanh nguoi dong kho chira
19 | chuan cho xét creatine kinase-MB isoenzyme; Chét hiéu chuan 1 1x1ml
nghiém CK-MB | miic; Gia tri dugc chuan hoéa theo CK total IFCC
Reference Method. Lo 1mL
Hoa chit dung cho xét nghiém dinh lugng canxi
toan phﬁn; Thanh phén: Imidazol (pH 6,9);
Arsenazo I 0,02%; Triton X-100; Phuong phap:
. Arsenazo III; Dai tuyén tinh: Huyét thanh, huyet
binh lugng
20 Calci toan phan tuong: 1 —5 mmol/L (4 — 20 mg/dL); Nudc tiéu: 0 4x15ml
— 10 mmol/L (0 — 40 mg/dL); Budc song: 660 nm;
Loai mau: Huyét thanh, huyét tuong, nudc tiéu; Do
lap lai: CV <2,05%; B chum toan phan Cv<
2,6%; Sb luong test toi thiéu/1 mL: 33 test
51 | Pohoatdd GGT | Héa chét dung cho xét nghiém dinh luong GGT; 4x18ml+4x
(Gamma Thanh phan: Glycylglycine, pH 7,7 (37°C) 150 18ml




Stt

Tén hang héa

Théng s k¥ thuit hoiic twong dwong

Quy cach
dong goi

Glutamyl
Transferase)

mmol/L; L-y-glutamyl-3-carboxy-4-nitroanilide 6
mmol/L; Phuwong phap: Dya trén khuyén céo cia
IFCC; Dai tuyén tinh: 5 - 1.200 U/L (0,08 — 20,00
ukat/L); Budc song: 410 nm; Loai mau: Huyét
thanh, huyét twong; D6 1ap lai: CV < 1,63%; Do
chum toan ph?m: CV <2,4%; S6 lugng test tbi
thiéu/1 mL: 5 test

22

binh lugng
Albumin trong
huyét thanh va
huyét tuong

Hoa chat dung cho xét nghiém dinh lugng albumin;
Thanh phan: Succinate buffer (pH 4.2) 100
mmol/L; Bromocresol green 0.2 mmol/L; Phuong
phap: Bromocresol Green; Dai tuyén tinh: 15 — 60
g/L (1,5 - 6,0 g/dL); Budc song: 600 nm; Loai
mau: Huyét thanh, huyét twong; Do lap lai: CV <
0,58%; D06 chum toan phan: CV < 0,99%; S6 luong
test t6i thiéu/l1 mL: 17 test

4x29ml

23

Do hoat 3
Amylase

Hoa chét dung cho xét nghiém dinh luong a-
amylase; Thanh phan: MES (pH 6,05) 36,1
mmol/L; Calcium acetate 3,60 mmol/L; NaCl 37,2
mmol/L; Potassium thiocyanate 253 mmol/L;
CNPG3 1,63 mmol/L.; Phuong phap: CNPG3; Dai
tuyén tinh: Huyét thanh/ huyét twong: 10 — 2000
U/L (0,2 — 33,3 pkat/L), Nudc tiéu: 5 — 4800 U/L
(0,1 — 80 pkat/L) ; Budc song: 410 nm; Loai mau:
Huyét thanh, huyét tuong, nudc tiéu; Do lap lai: CV
< 1,58%; Do chum toan phan: CV < 4,64%; S6
luong test tdi thiéu/1 mL: 5 test

4x40ml

24

Po hoat d6 ALT
(GPT)

Hoa chit dung cho xét nghiém dinh lugng ALT;
Thanh phan: Tris buffer pH 7.15 (37°C)
100mmol/L; L-Alanine 500mmol/L; 2-Oxoglutarate
12mmol/L; LDH 1,8kU/L; NADH 0,2mmol/L;
Phuong phap: Dua trén khuyén cao ctia IFCC; Dai
tuyén tinh: 3 — 500 U/L (0,05 — 8,33 pkat/L); Budc
song: 340 nm; Loai mau: Huyét thanh, huyét tuong;
Do lap lai: CV <2,1%; DS chum toan phén: Cv<
2,7%: Sb lugng test tdi thiéu/1 mL: 6 test

4x50ml+4x
25ml

25

Do hoat 36 AST
(GOT)

Hoa chat dung cho xét nghiém dinh lugng AST;
Thanh phan: Tris buffer, pH 7,65 (37°C)
80mmol/L; L-aspartate 240mmol/L; 2-Oxoglutarate
12mmol/L; LDH > 0,9kU/L; MDH > 0,6kU/L;
NADH 0,2mmol/L ; Phuong phap: Duya trén khuyén
céo ctia IFCC; Dai tuyén tinh: 3 — 1000 U/L (0,05 —
16,7 pkat/L); Budc song: 340 nm; Loai mau: Huyét
thanh, huyét tuong; PO lap lai: CV <1,9%; Bo
chum toan phﬁn: CV <2,9%; S6 luong test tdi
thiéu/1 mL: 10 test

4x25ml+4x
25ml

26

Pinh lugng
Bilirubin toan

Hoéa chéit dung cho Xg’t nghiém dinh lugng bilirubin
toan phan; Thanh phan: Caffeine 2,1 mmol/L; 3,5

4x15ml+4x




Stt

Tén hang héa

Théng s k¥ thuit hoiic twong dwong

Quy cach
dong goi

phan

Dichlorophenyl diazonium tetrafluoroborate 0.31
mmol/L; Surfactant; Phuong phap: DPD; Dai tuyén
tinh: 0-513 umol/L (0-30 mg/dL); Budc song:
540nm; Loai mau: Huyét thanh, huyét tuong; Do
lap lai: CV <£1,03%; DS chum toan phén: Cv<
2,59%:; S6 luong test tdi thiéu/l1 mL: 16 test

15ml

27

Do hoat 36 CK-
MB (Isozym
MB of Creatine
kinase)

Hoa chat dung cho xét nghiém dinh lugng CK-MB;
Thanh phan: Dung dich dém imidazole (pH 6,7)
100 mmol/L; Diadenosine-pentaphosphate 0,01
mmol/L; Hexokinase (HK) >4 kU/L; EDTA 2
mmol/L; NADP 2 mmol/L; Glucose 20 mmol/L;
G6P-DH > 2,8 kU/L; Creatine phosphate 30
mmol/L; ADP 2 mmol/L; N-Acetylcysteine 0,2
mmol/L; Mg-Acetate 10 mmol/L; Chét hoat hoa 26
mmol/L; AMP 5 mmol/L; Khang thé khang tiéu
don vi CK-M; Phuong phap: Uc ché mién dich; Dai
tuyén tinh: 10 — 2.000 U/L (0,17 — 33,33 pkat/L);
Budc song: 340 nm; Loai mau: Huyét thanh, huyét
tuong; Do lap lai: CV <4,03%; B9 chum toan
phan: CV < 5,05%; S6 luong test tdi thiéu/1 mL: 6
test

2x22ml+2x
4ml+2x6ml

28

binh lugng
Chplesterol toan
phan

Hoa chét dung cho xét nghiém dinh luong
cholesterol; Thanh phan: Dung dich dém photphat
(pH 6,5) 103 mmol/L; 4-Aminoantipyrine 0,31
mmol/L; Phenol 5,2 mmol/L; Cholesterol esterase >
0,2 kU/L (3,3 pkat/L); Cholesterol oxidase > 0,2
kU/L (3,3 pkat/L); Peroxidase > 10 kU/L (166,7
ukat/L); Phuong phap: Enzymatic; Dai tuyén tinh:
0,5 — 18,0 mmol/L (20 — 700 mg/dL); Budc song:
540 nm; Loai mau: Huyét thanh, huyet tuong; Do
1ap lai: CV <£0,7%; Do chum toan phan Cv<
0,8%; S6 luong test tdi thiéu/1 mL: 22 test

4x22.5ml

29

Po hoat d6 LDH

Hoa chét dung cho xét nghiém dinh luong LDH;
Thanh phan: D(-)N-Methylglucamin buffer, pH 9.4
(37°C) 325 mmol/L; Lactate 50 mmol/L; NAD+ 10
mmol/L; Phuong phap: Dua trén khuyén cdo cua
IFCC; Dai tuyén tinh: 25-1200 U/L (0,4-20
pkat/L); Budc song: 340nm; Loai mau: Huyét
thanh, huyét twong; Do 1dp lai: CV < 1,13%; Do
chum toan phan: CV < 1,54%; S6 lugng test toi
thiéu/1 mL: 8 test

4x40ml+4x
20ml

30

Dinh luong
Prqtein toan
phan

Hoa chit dung cho xét nghiém dinh lugng protein
toan phan; Thanh phan: Sodium hydroxide 200
mmol/L; Potassium sodium tartrate 32 mmol/L;
Copper sulphate 18.8 mmol/L; Potassium iodide 30
mmol/L; Phuong phap: Photometric; Dai tuyén
tinh: 30-120 g/L (3—12 g/dL); Budc séng: 540nm;

4x25ml+4x
25ml




Stt

Tén hang héa

Théng s k¥ thuit hoiic twong dwong

Quy cach
dong goi

Loai mau: Huyét thanh, huyét tuong; bo lap lai: '
CvV< 0,50"/9; B(f)ﬂchum toan phan: CV <0,84%; SO
lugng test toi thi€u/1 mL: 10 test

31

Pinh lugng Ure

Hoa chit dung cho xét nghiém dinh luong ure;
Thanh phﬁn: Tris buffer 100 mmol/L; NADH >
0,26 mmol/L; Tetra-Sodium diphosphate 10
mmol/L; EDTA 2,65 mmol/L; 2-Oxoglutarate >
9,8 mmol/L; Urease > 17,76 kU/L; ADP > 2,6
mmol/L; GLDH > 0,16 kU/L.; Phuong phap:
GLDH, Kinetic; Dai tuyén tinh: Huyét thanh, huyét
tuong: 5-300 mg/dL (0,8-50,0 mmol/L) Nudc tiéu:
60—4500 mg/dL (10-750 mmol/L); Budc song:
340nm; Loai mau: Huyét thanh, huyét twong, nudc
tiéu; Do 1ap lai: CV < 2,28%; Do chum toan phan:
CV < 3,41%; S6 luong test tdi thiéu/l1 mL: 10 test

4x25ml+4x
25ml

32

Dinh luong
Protein

Hoa chét dung cho xét nghiém dinh luong protein
toan phan trong nude tiéu va CSF; Thanh phan: R1:
Pyrogallol dé 47 pmol/L; Natri Molybdate 320
umol/L; Axit succinic 50 mmol/L; Natri Benzoat
3,5 mmol/L; Natri Oxalate 1 mmol/L; Methanol
0,8% w/v; Chét hiéu chuan: Albumin huyét thanh
nguoi 0,5 g/L; Phuong phap: Pyrogallol Red
Molybdate; Dai tuyen tinh: 0,01-2 g/L; Budc song:
600nm; Loai mau: Nudc tiéu, dich ndo tuy; Do lap
lai: CV <1,7%; DB6 chum toan phan CV <4,8%;
S6 luong test toi thiéu/1 mL: 5 test

4x19ml+1x
3ml

33

binh lugng
Creatinin

Hoa chét dung cho xét nghiém dinh luong
creatinine; Thanh phan: Natri hidroxit 120 mmol/L;
Axit picric 2,9 mmol/L; Phuong phap: Jaffé
method; Dai tuyén tinh: Huyét thanh/ huyét tuong:
Phuong phap A: 5 —2200 pmol/L (0,06 — 25,0
mg/dL); Phuong phap B: 18 — 2200 pmol/L (0,2 —
25,0 mg/dL), Nudc tiéu: 88 — 35360 pmol/L (1 —
400 mg/dL); Budc song: 520 nm; Loai mau: Huyét
thanh, huyét tuong, nudc tiéu; Do 13p lai: CV <
1,12%; D6 chum toan phan: CV < 2,48%:; S6 luong
test toi thiéu/1 mL: 4 test

4x51ml+4x
51ml

34

Do hoat 36 CK
(Creatine
kinase)

Hoa chit dung cho xét nghiém dinh lugng CK;
Thanh phan: Immidazole (pH 6.5, 37°C) 100
mmol/L; NADP 2.0 mmol/L; ADP 2.0 mmol/L;
AMP 5.0 mmol/L; EDTA 2.0 mmol/L; Glucose
20 mmol/L; Creatine phosphate 30 mmol/L; N-
acetylcysteine 0.2 mmol/L; Activator 26
mmol/L; Mg2+ 10 mmol/L; Diadenosine
pentaphosphate 0.01 mmol/L; HK > 4.0 kU/L;
G6P-DH > 2.8 kU/L; Phuong phép: Dua trén
khuyén cdo cta IFCC; Dai tuyén tinh: 10 —2.000

4x22ml+4x
4ml+4x6ml




Stt

Tén hang héa

Théng s k¥ thuit hoiic twong dwong

Quy cach
dong goi

U/L (0,17 — 33,33 pkat/L); Budc song: 340 nm;
Loai mau: Huyét thanh, huyét tuong; DO lap lai:
CV <2,37%; Do chum toan phan: CV < 4,55%:; S6
luong test toi thiéu/1 mL: 6 test

35

Dinh lugng Sat

Héba chét dung cho xét nghi¢m dinh lugng sat;
Thanh phan: Glycine buffer (pH 1.7) 215 mmol/L;
L-ascorbic acid 4.7 mmol/L; 2,4,6-Tri(2-pyridyl)-5-
triazine 0.5 mmol/L; Phuong phap: TPTZ; Dai
tuyén tinh: 2 — 179 pmol/L (10 — 1.000 pg/dL);
Budc song: 600 nm; Loai mau: Huyét thanh, huyét
tuong; Do 1ap lai: CV < 1,1%; PJ chum toan phr:fln:
CV <2%; S6 luong test tdi thiéu/1 mL: 10 test

4x15ml+4x
15ml

36

Pinh lugng
Glucose

Hoa chét dung cho xét nghiém dinh luong glucose;
Thanh phan: Dung dich dém PIPES (pH 7,6) 24
mmol/L; ATP > 2 mmol/L; NAD+ > 1,32 mmol/L;
Mg2+ 2,37 mmol/L; Hexokinase > 0,59 kU/L;
G6P-DH > 1,58 kU/L ; Phuong phap: Enzymatic
(hexokinase method); Dai tuyén tinh: Huyét thanh/
huyét twong/ mau ly giai/ dich ndo tay: 0,6 — 45,0
mmol/L (10 — 800 mg/dL), Nudc tiéu: 0 — 45
mmol/L (1 — 800 mg/dL); Budc song: 340 nm; Loai
mau: Huyét thanh, huyét twong, nuéc tiéu, mau ly
giai va dich ndo tuy; B9 lap lai: CV <2.3%; Bo
chum toan phén: CV <4,15%; S6 luong test tdi
thiéu/1 mL: 13 test

4x53ml+4x
27ml

37

binh lugng
HDL-C (High
density
lipoprotein
Cholesterol)

Hoa chit dung cho xét nghiém dinh lugng HDL-
cholesterol; Thanh phan: Khang thé khang p-
lipoprotein & nguodi; Cholesterol esterase (CHE) 0,8
IU/mL; Cholesterol oxidase (CHO) 4,4 IU/mL;
Peroxidase (POD) 1,7 IU/mL; Ascorbate Oxidase 2
IU/mL; Dung dich d¢m Good's (pH 7) 30 mmol/L;
N-Ethyl - N - (2-hydroxy-3-sulfopropyl) - 3,5-
dimethoxy - 4 fluoroaniline (F-DAOS) 0,2 mmol/L;
4-Aminoantipyrine 0,67 mmol/L; Phuong phap:
Enzymatic; Déi tuyén tinh: 0,05 - 4,65 mmol/L (2 -
180 mg/dL); Budc song: 600 nm; Loai mau: Huyét
thanh, huyét trong; D6 1ap lai: CV < 0,85%; Do
chum toan phan: CV < 1,92%; S6 luong test tdi
thiéu/1 mL: 4 test

4x51.3ml+4
x17.1ml

38

Dinh luong
LDL - C (Low
density
lipoprotein
Cholesterol)

Hoa chét dung cho xét nghiém dinh luong LDL-
cholesterol; Thanh phan: Cholesterol esterase 3,7
IU/mL; Cholesterol oxidase 3,7 IU/mL; Peroxidase
4,9 IU/mL; Natri azit 0,1%; Dung dich dém cta
Good (pH 6,8) 25 mmol/L; 4-aminoantipyrine 0,8
mmol/L; Catalase 743 IU/mL; HDAOS 0,47
mmol/L; Phuong phap: Enzymatic; Dai tuyén tinh:
0,26 - 10,3 mmol/L (10 - 400 mg/dL); Budc song:

4x51.3ml+4
x17.1ml




Quy cach

Stt Tén hang hoa Thong so ky thuat hoac twong dwong i o
600 nm; Loai mau: Huyét thanh, huyét‘tuo‘ng; bo
lap lai: CY <2,26%; D,(f) chgm toan phan: CV <
2,71%; So lugng test toi thi€éu/1 mL: 4 test
, L 12 Chat kiém chuan mirc 1 ding trong xét nghiém CK-
gﬁlzrclh;;l??m MB; Thanh phan: Huyét thanh nguoi dong kho
39 cho xét nehieém chl'I';} creatine kinase-MB isoenzyme.; Gia tri dugc 1x2ml
CK-MB ghie chuan hoa theo CK total IFCC Reference Method.
Lo2ml
. L, 1R Chat kiém chuan murc 2 dung trong xét nghiém CK-
i%%ﬁh;;ilgm MB; Thanh phan: Huyét thanh nguoi dong kho
40 cho xét nehiém chl'I'fl creatine kinase-MB isoenzyme.; Gia tri dugc 1x2ml
CK-MB ghic chuan hoda theo CK total IFCC Reference Method.
Lo2ml
Hoa chét dung cho xét nghiém dinh lugng
phosphatase kiém; Thanh phan: 2-Amino-2-Methyl-
1-Propanol (AMP) pH 10.4 0,35 mol/L; p-
Nitrophenyl phosphate 16 mmol/L; HEDTA 2
Do hoat d6 ALP | mmol/L; Zinc Sulphate 1 mmol/L; Magnesium ) Ax12ml+4x
41 | (Alkalin Acetate 2 mmol/L; Phuong phap: Dya trén khuyén ml
Phosphatase) cao cua IFCC; Dai tuyén tinh: 5 — 1.500 U/L (0,1 —
25,0 pkat/L,); Budce song: 410 nm; Loai mau: Huyét
thanh, huyét tuong; Do lap lai: CV <2,1%; Do
chum toan phan: CV <4,2%; S6 luong test toi
thieu/1 mL: 8 test
Hoa chét dung cho xét nghiém dinh luong axit uric;
Thanh phan: Phosphate Buffer (pH 7.5) 42
mmol/L; MADB 0.15 mmol/L; 4-Aminophenazone
0.30 mmol/L; Peroxidase > 5.9 kU/L (98 pkat/L);
Uricase > 0.25 kU/L (4.15 pkat/L); Ascorbate
4 Dinh lugng Oxidase > 1.56 kKU/L (26 pkat/L).; Phuong phap: 4x30ml+4x
Acid Uric Uricase; Dai tuyén tinh: Huyét thanh, huyet tuong;: 12.5ml
1,5-30 mg/dL (89—1785 umol/L), Nuéc tiéu: 2-400
mg/dL (119-23800 umol/L); Budc song: 660nm;
Loai mau: Huyét thanh, huyét twong, nudc tiéu; Do
13p lai: CY <1,76%,; DQ chgm toan phan Cv<
2,44%; So lugng test toi thi€u/1 mL: 11 test
43 Xy7 lanh bénh Puoc lém tr nhya, thuy tiqnh, kim~loai, dai 8.8 cm. 1 céi
pham Dung dé hut chinh xac thé tich mau
44 Xy lanh hoa Puoc lém tr nhya, thuy tinh, kim ’loai, dai 9 cm. 1 Chiée
chat Dung dé hut chinh xac the hoa chat
Sii%?g :Elth hoa Vat liéu kiém soat ml'I(; binh thuong xét nghiém
45 ghie dinh lugng 38 théng so sinh hoa . Dang bt dong 1x5mL

thuong quy muc
binh thuong

kho, thanh phan: huyét thanh ngudi




Quy cach

Stt Tén hang hoa Thong so ky thuat hoac twong dwong i o
. R Dung dich dém stir dung cho xét nghiém dinh luong
46 | Dung dichdem 1 40 tiép) nong do Na+, K+ va Cl; Thanh phan: | 4x2000ml
ISE . .
Triethanolamine 0,1 mol/L
) i Chat hiéu chuin mirc trung binh sir dung cho xét
47 Chét chuén dién | nghiém dinh lugng (gian tiép) nong do Nat+, K+ va 4x2000ml
giai muc gitra Cl-; Thanh phan: Na+ 4,3 mmol/L; K+ 0,13
mmol/L; CI- 3,1 mmol/L. Binh 2000 ml
Hoa chat dién Ho4 chét dién giai cho dién cuc tham chjéu su dung
48 | giai cho dién cho xét nghiém dinh luong (gian tiép) nong dg Na+, | 4x1000ml
cuc tham chiéu | K+ va Cl-; Thanh phan: Kali clorua 1 mol/L
49 | Day bom Lam bang cao su va nhya, dai 10.5 cm 2 cai
Bong den
50 | Halogen, 12V Bong dén Halogen, 12V, 20W 1 cai
20W
X 2 Chat hiéu chuin muc thap dugc st dung cho xét
Chat chuan R NI . .
huvét thanh mirc nghiém dinh luong (gian tiép) nong do natri (Nat),
SU | é‘/ cho xét kali (K+) va clorua (CI-) trong huyét thanh, huyét 4x100ml
n }EAm didn oidi tuong; Thanh phan: Na+ 130 mmol/L; K+ 3,5
ghie en gla mmol/L; Cl- 85 mmol/L. Binh 100 ml
£ x Chét hiéu chuén muc cao str dung cho xét nghiém
Chat chuan . AN A . . .
huvét thanh mitc dinh luong (gian tiép) nong do natri (Nat), kali
52 ca(})] cho xét (K+) va clorua (Cl-) trong huy€t thanh, huyét 4x100ml
nohiem dién eidi twong; Thanh phan: Na+ 160 mmol/L; K+ 6
gHem Aen glat | 1 mol/L; Cl- 120 mmol/L. Binh 100 ml
o . Dién cyc Natri. Chat liéu: nhya va kim loai. Chiéu .
53 | Dién cuc Natri R A 1as 1 cai
rong: 1.5 cm, chicu dai: 3.8 cm
54 | Dien cue Kali ]?1@11 cuc Kali. C.I‘Alat h‘e'u: nhua va kim loai. Chiéu 1 céi
rong: 1.5 cm, chiéu dai: 3.8 cm
" Dién cuc Clo. Chét liéu: nhya va kim loai. Chiéu .
55 | Bién cuc Clo R X gas 1 cai
rong: 1.5 cm, chiéu dai: 3.8 cm
56 Diép cuc tham Dién cuc tham chiéu. Chét lié}l: nhuya va kim loai. 1 chiée
chicu Puong kinh than: 1.6 cm, chiéu dai: 5.8 cm
Cuvette 6x5 mm , . T A e s
57 (hép 10 céi) Coéng phan ing, 6mm; Lam tu thay tinh 10 pcs
Hoa chét dung cho xét nghiém dinh Iugng )
triglyceride; Phuong phap: Enzym; Dai tuyén tinh:
53 Pinh lugng 0,1-11,3 mmolN/L (10 - 1000 mg/dL); Budc song: | 4x20ml+4x
Triglycerid 660 nm; Loai mau: Huy¢t thanh, huyé‘t tuong; Do Sml
1ap lai: (;V <3,0%; D@ chgm toan phan: CV <
5,0%; SO lugng test toi thi€u/1 mL: 8 test
59 | Pinhluong Hoa cl}ét dung cho xét nghiém dinh lugng bilirubin | 4x6ml+4x6
Bilirubin truc truc ti€p; Phuong phap: DPD; Dai do: 0,9 — 171 ml




Quy cach

Stt Tén hang hoa Théng s6 ky thuit hoic twong dwong déng goi

tiép pmol/L (0,05 — 10 mg/dL);; Budc song: 570 nm;
Loai mau: Huyét thanh, huyét tuong; DO 1ap lai:
CV < 5%; P9 chum toan phan: CV < 7,5%; Sb
luong test tdi thiéu/1 mL: 16 test

Ghi chu:

Nha thau c6 quyén chao Quy cach dong géi khac, mién sao dap ung dugc
don vi tinh toi thiéu theo Ho so moi thau.

Nha thau du thau hang héa theo yéu ciu c6 dic tinh thong sd ki thuat quy
dinh hoac tuong duong hodc t6t hon so véi E-HSMT (tén va ma hiéu néu c6
chi mang tinh chit tham khao), truong hop hang héa twong duong hoic tot
hon thi nha thau phai c6 tai liéu chimg minh va dam bao hang hoa du thau c6
dic tinh k¥ thuat, c6 tinh ning sir dung twong dwong véi cac hang héa yéu cau.
“Tuong duong” cd nghia la c6 ddc tinh ky thuat twong tu, co6 tinh nang sir dung
la tuong duong voi cac hang hda da néu trén.

Yéu cau hang mau: Vai nhiing loai hang héa ma Bénh vién chua tung su
dung nhim dam bao chon dung san pham dat chuin va twong thich vai méy xét
nghiém model: AU680 dang su: dung tai Bénh vién. Dé tranh cac 10 o vé phap
1y va tranh chap v6i nha thau vé sau nén E-HSMT c¢6 yéu cau nha thdu cung cip
hang mau dé dung thir trén may may xét nghiém model: AU680 c6 su chimng
kién cta nha thau trong qué trinh ddi chiéu tai lidu. C6 két qua, duoc cac bén
dong thuan moi dap tng yéu cau vé ky thuat dé tién hanh cac bude tiép theo.




2.3. Cac yéu ciu khac
a) Nha thiu ké khai day di thong tin theo bang sau va dinh kém trong Ho so dw thiu ban gdc ¢é dai dién hop phap ciia nha thau
ky tén va déng diu

BANG SO 1. BANG MO TA, SO SANH PAC TiNH, THONG SO KY THUAT Nha thiu ké khai va dinh kém file excel/ File word

Tén hang A 1S A A A .
STT | héamoi |, Lenhang | Noidung yu cau cua E-HSMT N¢i dung E-HSDT Tai li¢u tham chiéu
thiu hoéa du thau (thong so ky thuat) : :

nha thau danh dau highlight
1 vao Catalogue/tai liéu ky
thuat cac thong s6 ky thuat

nha thau danh dau highlight
2 vao Catalogue/tai liéu ky
thuat cac thong s6 ky thuat

Pai dién hop phap ciia nha thiu
[Ghi tén, chirc danh, ky tén va déng dau]



¢) Nha thau phai cung cip bang du thau ciia hang héa (gom file excel va ban scan ¢6 déng diu va chir Ky ciia ngwoi dai dién hop
phép ciia Cong ty) diy di thong tin nhw sau:

BANG SO 2. BANG KE KHAI CHI TIET HANG HOA DU THAU

Phiéu
Dic | Chiin tlc:g ;ll:l‘ln Hang Ma vit t %\;Iluctl?? w
. - ] . n
o o ¢ "® | Séwwu | Sbban | Phan | 0 . sin | Héng/ Khéi LAttt ) g thons so
Tén hang | Tén hang tinh loai . o . kién san Nam £ h . Quy y té theo | Ki thuit, tieu
. , . hanh phén loai 2. e As . xuat/ Nwée | Ponvi | luwgng i PR
STT | héa moi hoa du thong | (Model/ . . xuat (Doi san , . , cach TT chuin chat
N A P s hoac so loai TTBY I X Nudc chu sé tinh du , .. .
thau thau so ky | Kyma GPNK TTB‘YT T véi hang xuat sin hifu th ?;u dong géi | 04/2017/T lugng, dic
thuat hiéu) san xuit <udt T-BYT tinh ki thuat
tai Viét tai E-HSDT
Nam)
| o 3) @ | © ©) ) ®) ©) a | an | a2 | a3 | a9 | (@5 (16) (17)

Chung t6i cam doan nhitng ndi dung ké khai trén 1a dung su that. Ching t6i xin hoan toan chiu trach nhiém vé thong tin di ké khai.

Ghi chu:

Pai dién hop phap ciia nha thau

[Ghi tén, chikc danh, ky tén va déng dau]

- Cac ¢t (1), (2): Nha thau nhap cac ndi dung nay theo E-HSMT cho cac phan ma nha thau tham du.

- Cac cot (3), (4), (5), (6), (7), (8), (9), (10), (11), (12) (13), (14), (15), (16), (17): Ghi cu thé theo hang héa du thau.




Muc 2. Ban vé
Khong c6 ban vé
Muc 3. Kiém tra va thir nghiém

Bén mua hoac dai dién cuia bén mua co quyén kiém tra dé khéng dinh hang
hoa c6 dic tinh k§ thuét phi hop véi yéu cau ctia hop dong hay khong. Trudng hop
phat hién hang kém chat luong, khong ding v4i hang hoa chio thau hoic khong
dap (mg yéu cau chuyén mon thi don vi thu hudng c6 quyén tir chbi nhan hang, nha
thau phai co trach nhiém cung ung hang héa theo dung tiéu chuan nha thau da
chao.

No6i dung kiém tra:

Buée 1: Khi hang hoa dugc chuyén dén bén mua, bén ban bao cho bén mua
biét dé hai bén cung nhau tién hanh kiém tra cac hd so, chimg tir lién quan dén
hang hoa theo hop dong da ky két.

Buéc 2: Nha thau phai tién hanh kiém tra thir nghiém hang hoa duéi sy giam
sat ciia chu dau tu va can bo k¥ thuat dai dién cua chi dau tu dé chimg minh hang
hoa d6 c6 chat luong, thir nghiém dic diém k¥ thuat ... phu hop véi cac quy dinh
trong hop dong.

- Chi phi cho viéc kiém tra, thir nghi¢m: Moi chi phi cho vi¢c kiém tra, thu
nghiém hang hoa déu do nha thau chiu trach nhiém.

- Céch thirc xir ly ddi véi hang hoa khong dat yéu cau qua kiém tra, thir
nghiém: Bat cir mot hang hoa hodc chi tiét hang héa qua kiém tra va thir nghiém
ma khong phu hop vé chét luong, vé dic tinh ky thuat ..., thi chu dau tu c6 thé tur
chdi va nha thau s& phai thay thé cac hang hoa hodc chi tiét hang hoa bi tir chdi,
moi chi phi thay thé hang héa déu do nha thau chiu trich nhiém, cic hang hoa thay
thé phai dap ung cac yéu cau vé dic tinh k¥ thuat. Truong hop nha thau khéng co
kha nang thay thé hay diéu chinh cac hang hoa hodc chi tiét hang hoa khong phu
hop, chii déu tu c6 quyén to chirc viéc thay thé hay diéu chinh d6 néu can thiét.
Moi rtii ro va chi phi lién quan do nha thau chiu.

Bwéc 3: Sau khi thir nghiém hai bén tién hanh nghiém thu hang hoa va dua vao sir

dung. Hang héa duoc chuyén sang nghia vu bao hanh ngay sau khi cac bén thong
nhat nghi¢m thu va dua vao str dung.



