Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k§y thuit

Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:

1.1. Gidi thiéu chung vé dw dnldw todn mua sim, géi thau

- Tén dy toan mua sdm: Goi thau 01: Hoa chat, vat tu xét nghiém phuc vu
cong tac chuyén mén trong 12 thang tai Trung tim Y té Bic Kan.

- Tén goi thau: Hoa chét, vat tu xét nghiém phuc vu cong tac chuyén moén
trong 12 thang tai Trung tdm Y té Bic Kan.

- Chu du tu: Trung tim Y té Bac Kan

- Pia diém thyc hién: Trung tam Y té Bic Kan. Dja chi: Tb 5a, phuong Bic
Kan, tinh Thai Nguyén

- Hinh thirc lya chon nha thau: Pau thau rong rii, trong nudc, qua mang.

- Phuong thirc Iyra chon nha thau: Mot giai doan 01 ti hd so

- Nguén von: Nguon thu tir dich vu kham, chira bénh.

- Thoi gian bat dau t chirc lua chon nha thau: Quy IV nim 2025

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 12 thang.

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thau mo ta thong sd k¥ thuat cia hang hoa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuén thu cac thong sd ki thuat va cac
tiéu chuan dudi day hodc c6 cau hinh trong duong. Bt ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa cac tiéu chuan
chét lugng, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa c6 nguon géc, xudt xir, nha sdn xudt, thwong hiéu phit hop véi diéu kién cung
cdp nhung phdi dim bdo yéu cdu cé thong sé kj thudt, tinh ning siv dung, tiéu
chudn cong nghé “twong dwong” hodc tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cap tai lidu chimg minh su dap tng tot hon cia hang hoa chao thau so voi yéu
cau caa HSMT.

- Noi ham tuong duong dugce quy dinh trong yéu cau ky thuat dugc hiéu la:
(1) Puoc co quan c6 tham quyén ching nhan tuong duong tiéu chuan



(2) Tuong duong vé chét luong hinh anh, d6 chinh xac mau sic va goc nhin.

(3) Twong twong vé tinh chat co khi va thudc tinh vat Iy caa vat liéu.

(4) Twong duong vé tinh ning co ban, do tin cdy, pham vi ing dung

(5) Tuong duong vé cong suat; hiéu suat, yéu cau thong s6 dau vao; danh muc,
d6 chinh xac két qua dau ra.

(6) Tuong duong vé gia tri do; d6 chinh xéac két qua do;

(7) Twong duong vé ham lugng, ndng do, tinh chat

(8) Cac yéu t6 twong duong khac (néu co)

- Nha thau phai c6 bang dap tng vé k¥ thuat ctia hang hoa chao thau theo céac
mau sau:
+ Bang dap ung tinh phap 1y hang héa (file word/excel + ban ky déng déu, scan dinh kém E-
HSDT):

A Tiéu
Tén thuwong Qu chuin
mai tham , .| Tén . ; Y u; Thdng tin
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Tén . .| hi¢u/ . s¢ | dong < . . . ., | lugng . feea o
T han (luu y tén Nhin san hi 6i cita y té theo Nghi |ciia TTBYT |Giay phép ban 1SO (néu c6) / | Tai liéu san
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Theo | TTBYTla | hang | hang , hang . . . s s o .| thucté . L P
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C,D

Nha thau cam két nhitng ngi dung ké khai néu trén Ia chinh xéc.

Trieong hop Nha thdu cé tinh ké khai théng tin khong trung thue nham vuweot qua bude danh gid vé ky thudt sé dwgc coi la hanh vi gian Idn trong
ddu thau theo quy dinh tai Khodan 4 Diéu 16 Ludt Péu thau va Nha thau s€ hodn toan chiu trach nhiém, chtfp nhdn chiu xu ly theo quy dinh cia E-
HSMT va phép ludt vé diu thiu




- Nha thau phai c6 bang dap tng vé kg thuat cia hang héa chao thau so sénh

véi yéu cau ky thuat cia E-HSMT (dinh kém file word/excel + ban ky déng dau,
scan tai E-HSDT):

STT| Tén | Yéucau | Quycéach | Papuingky | Quy Tai liéu ky thuit tham chiéu
hang | ky thudt | dong goi thuat cia cach trong E-HSDT
hoa ciia HO (tham Ho so dw | déng goi
SO moi khdo) théau cua
thau theo E- hang
HSMT hoa du
théu
1) 2 ®3) (4) (5) (6) ()
1 Theo | Ténhang | Quy cach | - Tén hang Quy
HSMT | hoatheo | déng goi | hoa theo S& | céch
HSMT | theo luu hanh | dong goi
HSMT TTBYT thyc té
- Model: ... | ctahang
- Nha san | hoadu
XUdt: ... thau
- Xuat xu: ...
- Chu s06 hiru
(néu co): ...
M6 ta M6 ta hang Dan chiéu timg chi tiét mé ta
hang hoa hoa cua E- hang hoa t6i Trang... cua
cua E- HSDT (chi Catalog/Tai li¢u ky thuat/Mo ta
HSMT tiét dap tng hinh anh... thuéc E-HSDT
tirng muc) (Highlight cac ndi dung lién quan

téi Mo ta hang hoa trén Tai li€u
dan chiéu)

Ti€u chi dap
ung  tuong
duong hoic

tot hon

- Tai liéu chiing minh theo hudng
dan bén trén vé “Noi ham tuong
duong”

- Hoac tai liéu ching minh mot
s6 tinh ning ky thuat ctua E-
HSMT dua ra 1a tiéu chi khong
co ban (viéc khong dap ung
khong lam &nh hudng téi tinh
nang st dung cia hang hoa du
thiu) dé T chuyén gia xem xét
danh gia “Chap nhan duoc”.

Tiéu chi gay
han ché nha

Tai liéu ching minh yéu cau k¥
thuét chi c6 duy nhét 01 nha san




STT| Tén | Yéucau | Quycach | Papingky | Quy Tai li¢u k§ thuit tham chiéu
hang | ky thuat | dong géi thuit cia cach trong E-HSDT
hoa ciia Ho (tham Ho so dy | déng goi
s0' moi khio) théu ciia
thiu theo E- hang
HSMT hoa dy
thau
1) (2) 3) (4) _ 06 (6) ’ (7)
thau (khong xuat dap ung
duoc  Xem
xét va danh
gid)
Nha thau cam két nhizng ngi dung ké khai néu trén 1a chinh xac.
Trwong hop Nha thau cé tinh ké khai théng tin / dich tai lidu ky thudt khéng diing véi Thdng sé ky thugt
ma Nha san xudt cdng bé nham viet qua buée danh gid vé ki thudt sé dieoc coi 1a hanh vi gian Idn trong
dau thdu theo quy dinh tai Khodn 4 Diéu 16 Ludt Pau thau va Nha thau sé hoan toan chju trach nhiém,
chdp nhdn chju xit y? theo quy dinh ciia E-HSMT va phéap ludt vé dau thau

1.2.2. Yéu cau k¥ thuit chi tiét:

STT| Tén Danh muc Yéu ciu, dic tinh k¥ thuat Quy
phian16 | hang hoa (hoic twong dwong) cach
dong goi
t6i thiéu
| | Phanlé
56 01:
Hoéa
chét, vat
tu dung
cho may
xét
nghiém
huyét
hoc XP-
100
1.1 Hoa chat | Thanh phéan chinh: Sodium chloride < 0.9%; Thing 20
dung cho | Potassium chloride < 0.1%; Buffer < 0.3%; lit
may phan | Preservative < 0.1%;
tich huyét | Do 6n dinh chua md: > 24 thang ké tir ngay san
hoc xuét khi duge bao quan ¢ nhiét do 2-35°.
Tiéu chuan chat lugng ISO 13485 hodc tuong
duong
1.2 Thudc thr | Thanh phan chinh: Detergent < 2.0%; Buffer < Chai 500
ly giai hong | 1.0%; ml
cﬁu




bo on dinh chua mo: > 24 thang ké tir ngdy san
xuat khi dugc bao quan & nhiét C}é 2-35°C.

C6 ma QR Code quan ly hoa chat duoc tich hop
san.

Tiéu chuan chat lugng ISO 13485 hodc tuong
duong

1.3 IVD lam | Thanh phan chinh: Sodium hypochlorite < 8.0%; | Lo 50ml
sach va bao | Sodium hydrate < 2.0%;
tri may Do 6n dinh chwa mé 1a: > 12 thang ké tir ngay
phan tich | san xuét khi dugc bao quan & 2-35°C.
huyét hoc | Tiéu chuan chit luong ISO 13485 hodc twong
duong
14 Vit liéu Thanh phan chinh: Healthy mammal blood (pig), | Lo 3ml
kiém soat | preservatives and cell stabilizers.
chat lugng | Tiéu chuan chét lugng ISO 13485 hodc tuong
dung cho | duong
may phan
tich huyét
hoc
1.5 Thudc thtr | Khang thé don dong Anti A (dong 11HS5 hoic Lo 10ml
xét nghiém | tuong duong)
dinh tinh | Tiéu chuan chat lugng ISO 13485 hodc tuong
nhom mau | duong
hé¢ ABO
(Anti-A)
1.6 Thubc thir | Khang thé don dong Anti A, B (dong 11HS + Lo 10ml
xét nghiém | 6F9 + ES-15 hoac twong duong)
dinh tinh | Tiéu chuan chat lugng ISO 13485 hodc tuong
nhom mau | duong
hé ABO
(Anti-AB)
1.7 Thubdc thir | Khang thé don dong Anti B (dong 6F9 hodc Lo 10ml
xét nghiém | tuong duong)
dinh tinh | Tiéu chuén chat luong ISO 13485 hodc twong
nhom mau | duong
hé ABO
(Anti-B)
1.8 Vit tr dung | Ong thiy tinh 8x120mm chiéu xa véi niit cao su 100
cho may xét | butyl. Chura t6i > 1,6ml mau toan phan trong ong/thi
nghi¢ém 6ng. Ong chira > 0,28mL natri citrat 3,2% va sin
(Ong phan | sang dé sir dung.
tich mau | Tiéu chuan chat luong ISO 13485 hoic tuong
ling) duong
Il | Phanld
s0 02:

Hoéa




chét, vat

tu dung
cho may
xét
nghiém
sinh hoa
MONA
RCH-
600 va
CDT240
2.1 Thudc thtr | Phuwong phéap: Arsenazo III; 3x60ml/
xét nghiém | Pham vi do: 0,04 — 20mg/dL (0,01 — 5 mmol/L); Hop
dinh lugng | Giéi han phat hién thap hon 13 0,04 mg/dL (0,01
Calcium mmol/L);
Thanh phén chinh:
Phosphate buffer pH 7.5: 50 mmol/L;
8-Hydroxyquinoline-5-sulfonic acid: 5 mmol/L;
Arsenazo I11: 120 pmol/L;
Standard: 10 mg/dL (2,5 mmol/L)
Tiéu chuan chat lugng ISO 13485 hodc tuong
duong
2.2 Chét hiéu | Huyét thanh hiéu chuan déng khé dua trén huyét | 5ml/ Lo
chuén xét | thanh nguoi st dung dé hiéu chuén xét nghiém
nghiém sinh hda: Total Acid Phosphatase, Non-Prostatic,
dinh lugng | Albumin, Alk. Phosphatase, ALT/GPT, a-
cac thong s6 | Amylase, a-Amylase pancreatic, AST/GOT,
sinh héa | Bilirubin total, Bilirubin direct, Calcium,
Cholesterol total, Cholinesterase, CK-NAC, CK-
MB, Creatinine, Copper, Iron, Glucose, GGT,
HDL-C, LDL-C, Lactate, LDH-P, LDH-L,
Lipase, Magnesium, Phosphate Inorganic,
Protein Total, Triglycerides, Uric Acid, Urea,
Zinc.
Tiéu chuan chat lugng ISO 13485 hoic tuong
duong
2.3 Thubc thir | Phuong phap: ChOD-PAP (Cholesterol 6x65ml/
xét nghiém | oxidase/peoxidase); Hop
Cholesterol | Pham vi: 3-800 mg/dl (0,08-20,7 mmol/l); Gidi

han phat hién: 3 mg/dl (0,08 mmol/l); Thanh
phan chinh:

R1: Pipes buffer, pH 6.9 90 mmol/l; Phenol 26
mmol/l; Cholesterol oxidase 200 U/I;
Cholesterol esterase 300 U/I; Peroxidase 1250
U/I; 4-Aminoantipyrine 0,4 mmol/l;

R2: Cholesterol Standard 200 mg/dl
(5,27mmol/l)




Tiéu chuan chat lugng ISO 13485 hodc twong
duong

2.4 Thudc thtr | Phwong phap: IFCC; (R1:
xét nghiém | Pham vi do: 2-2300 U/l (0,03-38,41 pkat/l); D | 2x67ml
dinh luong | nhay phan tich (gi6i han phat hién thap hon): 5 R2:

Creatinin | U/I (0,08 pkat/l); 2x17ml)/
kinase - MB | Thanh phan chinh: Hop
(CK-MB) | R1 Buffer: Imidazole buffer pH 6.7 100 mmol/l;
Mg-acetat 10 mmol/I; Glucose 20 mmol/l; N-
acetyl-cysteine 20 mmol/l; NADP 2 mmol/I;
G6P-DH 1500 U/I; HK 2500 U/1; Diadenosine
pentaphosphate 10 umol/l; CK-M-antibody 1000
ul/l;
R2 substrate: creatine phosphate 30 mmol/I;
ADP 2 mmol/l; AMP 5 mmol/l; Adenosine 10
pumol/I.
Tiéu chuan chat lugng ISO 13485 hodc twong
duong

2.5 Thudc thir | Phuwong phap: Jaffe; (R1:
xét nghiém | Pham vi do: 0,2 — 15 mg/dL (18 — 1330 pmol/L); | 4x66ml
dinh lugng | Gioi han phat hién thép hon 1a 0,2 mg/dL (17,7 R2:
Creatinine | umol/L); 4x16ml)/

Thanh phén chinh: Hop
R1: Sodium hydroxide 0,2 mol/L;
R2: Picric acid 20 mmol/L;
Standard: 2 mg/dL (177 pmol/L)
Tiéu chuan chét lugng ISO 13485 hoic tuong
duong
2.6 Vatliu | Vat lidu kiém soat chat luong xét nghiém C - Ix1ml/
kiém so4t | reactive protein (CRP) mirc thap. Hop
chat lwong | Thanh phan chinh: Dung dich pha lodng ciia
xét nghiém | huyét twong nguoi va dich mang phoi chira CRP
C-Reactive | v6i dung dich mudi dém phosphate. Chat bao
Protein mtrc | quan 0,095% natri azide.
thap Tiéu chuan chét lugng ISO 13485 hodc tuong
duong
2.7 Vatliu | Vat lidu kiém soat chat lwong xét nghiém C - Ix1ml/
kiém so4t | reactive protein (CRP) mirc cao. Hop
chat lwong | Thanh phan chinh: Dung dich pha lodng ciia
xét nghiém | huyét twong nguoi va dich mang phoi chira CRP
C-Reactive | v6i dung dich mudi dém phosphate. Chat bao
Protein muc | quan 0,095% natri azide.
cao Tiéu chuén chét lugng ISO 13485

2.8 Thubdc thir | Pham vi do: 0-14 mg/dL; (R1:
xét nghiém | Gidi han phat hién: 0,013 mg/dL; 2x25ml
dinh lugng R2:




C-Reactive | Thanh phén chinh: Latex: Glycine buffer (pH 2x5ml)/
Protein 8.42); Rabbit anti-human CRP sensitized latex Hop
(CRP) (0,20%); Sodium azide (0,95 g/L); Buffer:

Sodium chloride (9 g/L); Detergent (0,1 %);
Sodium azide (0.95 g/L)
Tiéu chuén chét luong 1SO 13485 hoic twong
duong
2.9 Chat hiéu | Thanh phan: Dung dich pha lodng cuia huyét 5x1ml/
chudn xét | twong ngudi va dich mang phdi chira ham luong Hop
nghiém CRP cao v6i dung dich mudi dém phosphate.

dinh luong | Dat tiéu chuén chét luong ISO 13485 hodc tuong

C-Reactive | duong
Protein
(CRP)

2.10 Ho thudc | Phuong phap: GOD-PAP (Glucose oxidase/ 6x66ml/
thir xét peroxidase); Hop
nghi¢m Pham vi do: Phuong phap diém cudi tuyén tinh

dinh luong | 1én dén 400 mg/dl (22,2 mmol/l). Phuong phap

Glucose dong hoc 1én dén 700 mg/dl (38,9 mmol/l).
Gidi han phat hién: 2 mg/dl.
Thanh phén chinh: Phosphate buffer, pH 7.5 0,1
mol/l; Phenol 7,5 mmol/l, GOD 12000 U/l, POD
660 U/I, 4-Amino-antipyrine 0,40 mmol/I.
Tiéu chuan chat lugng ISO 13485 hoic tuong
duong

2.11 Thubc thir | Phuong phap: Xét nghiém mién dich do d6 duyc. (R1:

xét nghiém | Pham vi do: 0-15 %, Ngudi khong méc Bénh 4x20ml

dinh luong tiéu duong: < 6 %, Bénh nhan tiéu duong: <7 R2:
HBA1C | %. 2x10ml
Thanh phan chinh: HbAlc Reagent R1: Latex, Lyse:
Natri axit (0,95 g/L), HbAlc Reagent; R2: Phirc | 2x100ml)
hop khang thé, khang thé don dong khang huyét | /Hop
sic to ngudi Alc ctia chudt va khang thé IgG
khang chugt. Chét on dinh.
Tiéu chuan chét lugng ISO 13485 hodc tuong
duong
2.12 Chat hiéu | Thanh phan chinh: Huyét thanh nguoi. 4x0.5ml/
chuan xét | Tiéu chuan chét lugng ISO 13485 hodc twong Hop
nghiém duong

dinh luong
HBA1C

2.13 Vatlieu | Vat lidu kiém soat chat lugng xét nghiém (L:

kiém soat | HbAlc. 1x0.5ml

xét nghiém | Thanh phan chinh: Huyét thanh nguoi. Dang H:

dinh lugng | dong kho. 1x0.5ml)/
HbAlc Hop




Tiéu chuan chat lugng ISO 13485 hodc twong
duong

2.14 Thudc thtr | Phuwong phap: Direct. (R1:
xét nghiém | Pham vi do Iuvong: 3-150 mg/dl (0,8 — 3,90 3x50ml
dinh Iwgng | mmol/l). R2:

HDL Gi6i han phat hién: 3 mg/dl (0,08 mmol/1). 2x25ml)/
Cholesterol | Thanh phan chinh: R1: Good’s buffer, pH 7.0 Hop
100 mmol/l, Cholesterol oxidase > 0,8 KU/I,
Cholesterol esterase >1.0 KU/I, Catalase >500
KU/I, HDCBS 0,5 mmol/l. R2: Peroxidase 30
KU/I, 4-Aminoantipyrine 4 mmol/I
Tiéu chuén chét luong ISO 13485 hoic tuong
duong
2.15 Vatlieu | Vat liéu ddi chimg dong kho dya trén huyét 5ml/ Lo
kiém soat tuong nguoi, da dugc khu fibrin cho cac dai
muc [ xét | lugng do sau: Total Acid Phosphatase, Non-
nghiém Prostatic Phosphatase, Albumin, Alk.
dinh lugng | Phosphatase, ALT/GPT, a-Amylase, a-Amylase
cac thong sb | pancreatic, AST/GOT, Bilirubin total, Bilirubin
sinh hda | direct, Calcium, Cholesterol total, HDL-
Cholesterol, LDL-Cholesterol, Cholinesterase,
CK-MB, CK-NAC, Copper, Creatinine,
Glucose, GGT, Iron, Lactate, LDH-P, LDH-L,
Lipase, Magnesium, Phosphate Inorganic,
Protein Total, Triglycerides, Uric Acid, Urea,
Zn.
Tiéu chuan chét lugng ISO 13485 hodc tuong
duong
2.16 Vatliu | Vat lidu d6i ching dong kho duya trén huyét 5ml/ Lo
kiém soat | twong ngudi, da duoc khir fibrin cho céac dai
muec [T xét | luong do sau: Total Acid Phosphatase, Non-
nghiém Prostatic Phosphatase, Albumin, Alk.
dinh lvong | Phosphatase, ALT/GPT, a-Amylase, a-Amylase
cac thong sb | pancreatic, AST/GOT, Bilirubin total, Bilirubin
sinh héa | direct, Calcium, Cholesterol total, HDL-
Cholesterol, LDL-Cholesterol, Cholinesterase,
CK-MB, CK-NAC, Copper, Creatining,
Glucose, GGT, Iron, Lactate, LDH-P, LDH-L,
Lipase, Magnesium, Phosphate Inorganic,
Protein Total, Triglycerides, Uric Acid, Urea,
Zn.
Tiéu chuan chat lugng ISO 13485 hodc tuong
duong

2.17 Thubc thir | Phuong phap: Ferene. (R1:

xét nghiém | Pham vi do: 5-1000 pg/dL (0,9 - 179 umol/L). 3x67ml
IRON R2:




Gi6i han phat hién thap hon 13 5 pg/dL (0,9
umol/L).

Thanh phéan chinh: R1: Acetate buffer pH 4.5 1
mol/L, Thiourea 120 mmol/L.

R2: Ascorbic acid 240 mmol/L,

Ferene 3 mmol/L, Thiourea 120 mmol/L.

Tiéu chuan chat lugng ISO 13485 hodc twong
duong

3x16ml)/
Hop

2.18

Thudc thu
xét nghiém
LDL
Cholesterol

Phuong phap: Direct.

Pham vi do: 5-100 mg/dl (0,13 — 26,0 mmol/l).
D6 nhay phan tich (giéi han phat hién thap hon):
5 mg/dl (0,13 mmol/l).

Thanh phan chinh: R1: Good’s buffer, pH 7.0 50
mmol/l. Cholesterol oxidase 500 U/I. Cholesterol
esterase 600 U/I. Catalase 600 KU/I. Ascorbate
oxidase 3 KU/I. TOOS 2 mmol/l. R2: Peroxidase
4 KU/I. 4-Aminoantipyrine 4 mmol/l.

Tiéu chuan chat lugng ISO 13485 hoic tuong
duong

(R1:
3x50ml
R2:
2x25ml)/
Hop

2.19

Thudc thir
xét nghiém
dinh luong

Triglyceride

S

Phuong phap: GPO-PAP (Glycerol phosphate
oxidase/peroxidase).

Pham vi do: 3-1000 mg/dl (0,05 — 11,4 mmol/l).
Gi61 han phat hién: 3mg/dl (0,05 mmol/l).
Thanh phan chinh: Pipes buffer pH 7.8 50
mmol/l; p-Chlorophenol 2 mmol/I. Lipoprotein
lipase 150000 U/I. Glycerolkinase 800 U/I;
Glycerol-3-P-oxidase 4000 U/I; Peroxidase 440
U/I; 4-Aminoantipyrine 0,7mmol/l,

ATP 0,3mmol/l; Mg2+ 40 mmol/I;

Na-cholat 0,20 mmol/l; Potassium-
Hexacyanoferrat (11) 1umol/l.

Tiéu chuan chat lugng ISO 13485 hodc tuong
duong

6x65ml/
Hop

2.20

Hoa chit
dung cho
may phéan
tich sinh
hoa

Thanh phén chinh: Alkali < 10%
Tiéu chuan chat lugng ISO 13485 hoac tuong
duong

2L/ Can

2.21

Thubc thir
x€t nghiém

Gamma-GT

Phuong phap: IFCC.

Pham vi do: 3 - 280 U/I (0,05 — 4,67 pkat/l).
Gi61 han phat hién: 3 U/1 (0,05 pkat/l). Thanh
phan chinh: R1: Tris Glycylglycin buffer pH
8.25 100 mmol/I,

R2: L-y-Glutamyl-3-carboxy-4-nitroanilide 2,9
mmol/l.

(R1:
2x66ml
R2:
2x16ml)/
Hop




Tiéu chuan chat lugng ISO 13485 hodc twong
duong

2.22 Thudc thtr | Phuwong phap: IFCC. (R1:
xét nghiém | Pham vi do: 0,160 ¢ 340 nm hoac 0,080 ¢ 365 6x66ml
GPT (ALT) | nm. R2:
Gidi han phat hién: 4 U/l hoac 0,07 pkat/1. 6x16ml)/
Thanh phén chinh: Hop
R1: Tris buffer pH 7.8 100 mmol/l,
L-Alanine 500 mmol/l, LDH 1200 U/I,
R2: NADH2 0.18 mmol/l, 2-Oxoglutarate 15
mmol/l.
Tiéu chuén chét luong ISO 13485 hoic tuong
duong
2.23 Thubc thir | Phuwong phap: IFCC. (R1:
xét nghiém | Pham vi do: 0,160 ¢ 340nm hoac 0,080 & 6x66ml
GOT (AST) | 365nm. R2:
Gi61 han phat hién: 4 U/l hoac 0,07 pkat/I. 6x16ml)/
Thanh phan chinh: Hop
R1: Tris buffer pH 7.8 100 mmol/l,
L-Aspartate 200 mmol/l; LDH 800 U/I; MDH
600 U/I.
R2: NADH2 0,18 mmol/l; 2-Oxoglutarate 12
mmol/l.
Tiéu chuan chét luong ISO 13485 hoic tuong
duong
2.24 Thubc thir | Phuong phap: UV kinetic. (R1:
xét nghiém | Pham vi do: 5-400 mg/dl (0,83 dén 66,4 4x66ml
dinh lugng | mmol/l). R2:
Urea Gidi han phat hién: 5 mg/dl (0,83 mmol/l). 4x16ml)/
Thanh phan chinh: Hop
R1: TRIS buffer pH 7.8 50 mmol/l, GLDH >
0,80 U/I, Urease > 12 U/ml.
R2: TRIS* buffer pH 9.6 100 mmol/I;
2-oxoglutarate 8,3 mmol/I;
NADH > 0,23 mmol/I.
Tiéu chuan chat lugng ISO 13485 hoic tuong
duong
2.25 Thudc thtr | Phuong phap: CNP-G3. (3x60ml)
xét nghiém | Nguyén tic kiém tra: Thir nghiém so mau voi 2- / Hop
a-Amylase | chloro-4-nitrophenyl-aD-maltotrioside (CNP-

G3) 1am co chat tryc tiép.

Pham vi do: Lén t6i 1500 U/I (25,8 uka/l). Gidi
han phat hi¢n: 7 U/l hodc 0,12 pkat/l. Thanh
phan chinh: MES buffer, pH 6.0 1200 mmol/I;
NaCl 350 mmol/l; Ca-Acetate 6 mmol/l;
Potassium thiocyanate 900 mmol/l; CNP-G3




2,27 mmol/l; Stabilizers and detergents > 0,1%.
Ti€u chuan chat lugng ISO 13485 hoac tuong
duong

2.26 Thubc thr | Phuong phap: IFCC. (R1:
xét nghiém | Pham vi do: 2-2300 U/I (0,03- 38,41 pkat/l). D6 | 2x60ml
dinh lugng | nhay phan tich: 2 U/1 (0,03 pkat/l). Thanh phan R2:

Creatine | chinh: 2x15ml)/
Kinase CK- | R1 Buffer: Imidazole buffer pH 6.7 100 mmol/l; Hop
NAC Mg-acetat 20 mmol/I; Glucose 10 mmol/l; N-
acetyl-cysteine 20 mmol/l; NADP 2 mmol/l;
G6P-DH 1500 U/I, HK 2500 U/I; EDTA 2
mmol/I.
R2 substrate: creatine phosphate 30 mmol/l;
ADP 2 mmol/l; AMP 5 mmol/l; Adenosine 10
umol/1.
Tiéu chuan chat lugng ISO 13485 hoic tuong
duong
2.27 Vit tu dung | Loai nhya: PC/ PS hodc tuong duong. Bo 6 6
cho may xét | segment/set segment/
nghiém Tiéu chuan chat lugng ISO 13485 hoic tuong set
(Cuvette | duong
phan ung
dung cho
may xet
nghiém sinh
hod)
2.28 Bong dén | Bong dén Halogen lamp 12V/20W. 1 Chiéc
dung cho | Dién 4p danh nghia: > 12,0 V.
may sinh | Cong suat danh nghia: > 20,00 W.
hoa Puong kinh: 9,5 mm. Chiéu dai: > 30,0 mm
Tiéu chuan chét lugng ISO 13485 hodc tuong
duong
2.29 Vit tr dung | Chat liéu: Nhya PS hoic twong dwong; 500
cho may xét | Kich thudc: > 16*38mm; Cai/Tui
nghiém Dung tich: 2-4ml; Mau sic: Trong sudt.
(Cong dung | Tiéu chuan chét luong ISO 13485 hoic tuong
mau bénh | duong
pham sinh
hod)
I1l | Phanlo
56 03:
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nghiém

huyét
hoc
DSH370
3.1 Hoéa chat | - Thanh phan: 10L/
huyét Dung dich dém pha lodng can bang thim thau, Thung
hoc Diluent | khong chira azide, c6 chira cac chat giap 6n dinh
hong cau va bach cau, ciing cac tac nhan trc ché
nam va vi khuan.
+pH:6.9+0.1
+ D9 tham théu: 320 + 3
3.2 Hoa chat | - Thanh phan hoat chat: 0,5L/
huyét + Hop chat amoni bac bén: 20 — 40 g/L Chai
hoc Lyse | + Isopropanol: 15— 30 g/L
+ Kali xyanua (Potassium Cyanide): 0,7 g/L
+pH: 10.0+ 0.4
+D§ tham théu: 510 + 30
IV | Phan 16
50 04:
Hoa
chét, vat
tu dung
cho may
xét
nghiém
Mién
dich
CM -
180
4.1 Bo phat Dung dé dinh luong triiodothyronine ty do (FT3) | 100T/
hién trong huyét thanh hodc huyét trong nguoi. Hop
Triiodothyr | Thanh phan:
onine - Thude thir
tw do (FT3) | +R1: Hat tir streptavidin ham lugng > 0,03%
+R2: Khang thé triiodothyronine dwgc gan
nhin bang ester acridinium ham lwong >
20ng/mL
+ R3: Cac din xuat triiodothyronine dugc gin
nhén bang biotin > 2ng/mL
- Chat hiéu chuan (cao, thap): Cac thanh phan
protein dugc bd sung triiodothyronine
- Chét kiém soat (mirc 1, mirc 2): Céc thanh
phan protein dugc bd sung triiodothyronine
4.2 B0 phat Dung dé dinh luong thyroxine tu do (FT4) trong 1001/
hién huyét thanh hodc huyét trong nguoi. Hop

Thyroxine

Thanh phan:




tur do
(FT4)

- Thudc thtr

+ R1: Hat tur streptavidin ham luong > 0,03%

+ R2: Khang thé thyroxine dugc gin nhéin bang
ester acridinium > 200ng/mL

+ R3: Cac dan xuat thyroxine dugc gin nhin
bang biotin > 2ng/mL

- Chét hiéu chuan (cao, thap): Cac thanh phan
protein duoc bd sung thyroxine

- Chét kiém soat (mtrc 1, muc 2): Céc thanh
phan protein dugc bd sung thyroxine

4.3

B0 phat
hién
Triiodothyr
onine
(T3)

Dung dé dinh luong triiodothyronine trong huyét
thanh hozc huyét twong ngudi.

Thanh phan:

- Thudc thir:

+ R1: Hat tir tinh phu analog triiodothyronine
ham lugng 0,02%

+ R2: Khang thé triiodothyronine gin nhin
acridinium ester ham lugng 0,2 pg/mL

+ R3: Chat giai phong ham lugng 2 mg/mL

- Chat hiéu chuan (cao, thap): Huyét thanh nguoi
da loai hormone, ¢6 thém triiodothyronine

- Chat kiém soat (mirc 1, mic 2): Huyét thanh
nguoi da loai hormone, c6 thém
triiodothyronine.

100T/
Hop

4.4

B phat
hién
Thyroxine
(T4)

Dung dé dinh luong thyroxine trong huyét thanh
hozc huyét trong ngudi.

Thanh phan:

- Thuéc thir

+ R1: Hat tir tinh phu chét tuong tu thyroxine
ham luong 0,02%

+ R2: Khang thé thyroxine gin nhan acridinium
ester ham luong 1 pg/mL

+ R3: Chét giai phong ham lwong 2 mg/mL

- Chat hiéu chuan (cao, thap): Huyét thanh nguoi
da loai bo hormone, ¢ bd sung thyroxine

- Chét kiém soat (mirc 1, muc 2): Huyét thanh
ngudi c6 bo sung thyroxine.

100T/
Hop

4.5

B9 kit phat
hién
Hormone
kich
thich tuyén
giap
(TSH)

Dung dé dinh luong hormone kich thich tuyén
giap (TSH) trong huyét thanh hoac huyét twong
nguoi.

Thanh phan chinh:

- Thudc thr:

+ R1: Hat tir tinh c6 gén Streptavidin ham luong
0,01%

+ R2: Khang thé TSH gén nhin acridinium ester
ham lugng 1 pg/mL

100T/
Hop




+ R3: Khang thé TSH gan nhan biotin ham
luong 1 pg/mL

- Chat chuan (cao, thip): Huyét thanh bo c6 bd
sung TSH

- Chét d6i chimg: Huyét thanh bo ¢ bo sung
TSH.

4.6 Cuvet phan | Chat liéu: Lam bang nhya Cuvet duoc thiét ké 90 Cai/
g dé str dung cho may xét nghiém mién dich. hop
Cuvet dugc thiét ké dung 1 1an.
4.7 Thubc thr | Thanh phan chinh: Hydrogen 500 ml/
kich peroxide ham lugng ~ 1,3% Chai
hoat axit | Nitric acid ham lugng ~ 0,007 mol/L
4.8 Thubc thr | Thanh phan chinh: 500 ml/
kich Sodium hydroxide ham lugng ~0,35 mol/L Chai
hoat kiém | Triton ham luong ~2,5%
4.9 Dung dich | Dung dé lam sach cac thudc thir, duong éng mau | 1L/Chai
rira va dau doc mau, pha lodng mau.
- Thanh phéan chinh:
+ Phosphate buffer: 50 mmol/L
+ Brij-35 (hodc twong duong): 1,5 %
4.10 Dung dich | Dung dé bao tri va 1am sach hé théng phan tich 20 ml/Lo
roa mién dich
daudo | - Thanh phan chinh: 2,5% Sodium Hypochlorite
4.11 Dung dich | Dung dé béo tri hé thong phan tich mién dich 2x15mL/
bao - Thanh phan chinh: Hop
dudng dau | + 0,1% Albumin huyét thanh bo
do + 0,44% Sodium chloride
4.12 Kiém soat | Dung dé kiém sot chat luong cac chi s6 1am level 1:
da xét sang: hormone kich thich tuyén giap (TSH), 1x3mL
nghiém triiodothyronine (T3), free trilodothyronine level 2:
mién (FT3), thyroxine (T4), free thyroxine (FT4), 1x3mL
dich thyroglobulin va reverse triiodothyronine (rT3).
- Thanh phén: GOm muc 1 va muc 2, duoc tao
thanh tir ma tran chira protein va cac chat can
duoc kiém tra.
5 | Phanlb
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i-Smart

30 PRO
5.1 Thudc thr | Thong s do: Na+, K+, Cl-, Ca2+. 200 Test/
xét Thanh phan: Hop
nghiém 1. Cal 1 Solution (410 mL)
dinh — Dung dich c6 chtra chat dém sinh hoc, mudi,
luong cac chét bao quan va chat hoat dong bé mat
chat — Na+: 145 mmol/L, K+: 4,3 mmol/L,
dién giai: | Cl-: 124 mmol/L, Ca2+: 1,10 mmol/L
Na+, 2. Cal 2 Solution (55mL)
K+, Cl-, — Dung dich ¢6 chura chat dém sinh hoc, mudi,
Caz2+ chét bao quan va chét hoat dong bé mit
— Na+: 101 mmol/L, K+: 7,4 mmol/L,
Cl-: 84 mmol/L, Ca2+: 0,30 mmol/L
3. Reference Solution (40mL)
— Glycerol: 1000 g/L
— Chét hoat dong bé mat: 15 g/L
— Amoni clorua: 1000 mmol/L
5.2 Vit liéu Vit liéu kiém soat xét nghiém dién giai Na+, 3x10ml/
kiém K+, Cl- va Ca2+. hop
soat xét Thanh phan: Dung dich nudc chat dém chua:
nghiém | chét dién giai (Na+, K+, Cl-, Ca2+); chat bao
dinh luong | quan.
cac
chat dién
giai:
Na+, K+,
Cl-,
Ca2+

chting minh céc dic tinh, thong s6 k¥ thuat dbi véi cac hang hoa chao thau (Néu 1a

1.3. Céc yéu ciu khac

* Nha thau phdi nop cung véi E-HSDT cdc tai liéu sau ddy:

D061 voi toan bo hang hoa:

- C6 Catalog hodc tai liéu ky thuat khac ctia Nha san Xuét ¢ déy du nd1 dung

ngdn ngir nude ngoai phai co ban dich sang tiéng Viét) co day du ndi dung chimg

minh thong s6 ky thuat doi véi cac hang hoa tham duy thau theo yéu cau ciia E-HSMT

va chiu trach nhiém vé noi dung va tinh chinh xac giita ban gbc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu cau Ky thuat tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

Pbi v6i hang hoa 13 Thiét bi y té: Nop thém cac tai liéu sau.




- C6 gidy chung nhan dat tiéu chuan quan 1y chat lugng ISO 13485 hoic CE
hodc FDA hodc tuong duong ctia nha san xuét con hiéu luc véi cac mat hang tham
du.

- S6 Iuu hanh con hiéu lyc bao gébm S6 cong bd tidu chuan ap dung d6i voi
Thiét bi y té thudc loai A, B do S¢ Y té cip hodc S6 gidy ching nhan ding ky luu
hanh d6i voi Thiét bi y té thudc loai C, D do B Y té cap va Két qua phan loai Thiét
bi y té theo quy dinh tai Nghi dinh s6 98/2021/NB-CP ngay 08/11/2021, Nghi dinh
s6 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
ctia Chinh phi. i voi trudng hop S6 luu hanh hét hiéu luc, dé nghi Nha thau giai
trinh kha nang cung tmg hang hoa.

Luuy:

- Trong truong hop Nha thiu chimg minh hang héa chao thau khong phai 1a
Thiét bi y té (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y té hodc
thiét bi phu tro diing cho y té) thi Nha thau khong can nop SO luu hanh va Két qua
phan loai Thiét bi y té cho hang hoa dé.

- Nha thau phai cam két hang héa chao thau da dugc ké khai gia (D6i véi hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay
03/11/2024 ctia B Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Diéu 1,
Nghi dinh 07/2023/ND-CP ngay 03/03/2023 va cam két gia ban khong cao hon gia
ké khai hodc gia niém yét theo Khoan 1, Piéu 18, Nghi dinh s6 85/2024/ND-CPngay
10/07/2024 & Piém 7, Khoan 18, Piéu 1, Nghi dinh 07/2023/ND-CP ngay
03/03/2023.

- Nha thau c6 cam két tai thoi diém ddi chiéu tai liu hodc hoan thién hop
ddng: Nha thau phai ndp céc tai liéu ching minh kha ning cung wng hang héa c6
ngudn goc ré rang va hop 1¢, nham dam bao dap tng yéu cau vé nang luc ky thuat
theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat ddu thau sd
22/2023/QH15. Truong hop Nha thau khong thé cung cap tai liéu chimg minh, Nha
thau s& khong du diéu kién xét trang thau theo huéng dan tai Khoan 19 Diéu 140
Nghi dinh s6 214/2025/ND-CP.

Ddi voi yéu cau lip dat, giao hang, tudi tho cua hang héa:

1. Cam két tat ca hang hoa cung cip médi 100%, chua qua sir dung, san xuét

nam 2025 tré di, ¢6 ngudn géc xuat xr ro0 rang, con nguyén dai, nguyén ki¢n theo
quy cach dong goi ciia nha san xuat.



2. Tai budc dbi chiéu tai liéu, dbi v6i hang hoa 1a hoa chat xét nghiém, nha
thau cung cip hang hoa dé Bén mua tién hanh Xac nhén gia tri st dung ctia phuong
phap trong Quan 1y chit luong xét nghiém theo Quyét dinh s6 2429/QD-BYT ngay
12/06/2017 ctia BO Y té; trong trudng hop thir nghiém hang héa thyc té khong dap
g dung tinh niang k¥ thuat di chao tai E-HSDT va yéu cau ky thuat caa E-HSMT
thi dugc hiéu nha thau khong dap (mg dénh gia vé ky thuat. Trong truong hop nha
thau khong ddng ¥ cung cap hang hoa thtr nghiém tai bude ddi chiéu tai liéu, hang
hoa cung cép theo Hop ddng sau khi Bén mua thir nghiém khong dap mg duogc
Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 ciia BO Y té, nha thau s& bi cham dat
hop d6ng va Bén mua s& ra Quyét dinh xur 1y vi pham va dang tai 1én Hé théng mang
dau thau Qubc gia.

Muc 2. Ban vé: Khong c6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang héa
dugc yéu cau s& duoc td chic tai Trung tam Y té Bic Kan; Dia chi: T6 5a, phuong
Bic Kan, tinh Thai Nguyén. Hang héa nha thau cung cép trudc khi duge nghiém thu
s& dugc bén moi thau kiém. Bat cir hang hoéa nao khong dam bao chat luong theo
yéu cau ciia E-HSMT va E-HSDT sé& khong dugc nghiém thu.



