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

Muc 1. Yéu ciu vé ky thuat

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

1.1. Gidi thi¢u chung vé dw an/dw todn mua sim, géi thiu

- Tén dy todn mua sdm: Cung tmg Vat tu y té, cong cu dung cu, khi'y té, sinh
phém va hod chat xét nghiém phuc vu hoat dong chuyén mon ndm 2026 cua Bénh vién
Pa khoa y duoc cd truyén - Phuc hdi chire ning tinh Cao Béng.

- Tén goi thau: Goi sd 3: Sinh pham, hoa chat xét nghiém.

- Chu dau tu: Bénh vién Pa khoa y duoc cd truyén - Phuc hoi chuc nang tinh
Cao Bang

- bia diém thuc hién: Bénh vién Pa khoa y duoc cd truyén - Phuc hoi chire nang
tinh Cao Bang. Pia chi: T6 5 - Phuong Tan Giang - Tinh Cao Bang

- Hinh thtrc lua chon nha thau: PAu thau rong rai, trong nudc, qua mang.

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

- Nguoén von: Nguodn thu sy nghiép ciia don vi.

- Thoi gian bt dau t6 chire lya chon nha thau: Quy I nam 2026

- Loai hop dong: Tron goi.

- Thoi gian thue hién géi thau: 365 ngay ké tir ngay hop ddng c6 hiéu luc.

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thau mo ta thong so k¥ thuat ctia hang hoa va cac dich vu lién quan
chtrng minh hang hoéa do nha thau chao tuan thu cac thong s6 ki thuat va cac tiéu chuan
dudi day hodc c¢6 cdu hinh twong duwong. Bét ky thuong hiéu, nhan hiéu nao néu c6
trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa céac tiéu chuan chét luong,
tinh nang k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiau hang héa cé nguon
goc, xudt xir, nha sdn xudt, thwong higu phit hop véi diéu kién cung cdp nhwng phdi
ddam bdo yéu cdiu cé thong sé ky thugt, tinh ning siv dung, tiéu chudn céng nghé
“twong dwong” hodic tét hon so voi cic yéu cau cu thé ¢ dudi va cung cip tai liu
chting minh sy dap tng tot hon ctia hang hoa chao thau so véi yéu cau cia HSMT.

- Noi ham tuong duong dugce quy dinh trong yéu cau ky thuat dugc hiéu la:



(1) Pugc co quan c6 tham quyén ching nhan trong duong tiéu chuan
(2) Tuong duong vé chét luong hinh anh, d6 chinh xac mau sic va goc nhin.
(3) Tuwong twong vé tinh chit co khi va thudc tinh vat Iy caa vat liéu.
(4) Tuong duong vé tinh ning co ban, do tin cdy, pham vi ing dung
(5) Tuong duong vé cong sut; hiéu suét, yéu cau thong sé 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) Tuong duong vé ham luong, ndng do, tinh chat

(8) Cac yéu tb tuong duong khac (néu co)

- Nha thau phai c6 bang dap ung vé k¥ thuat ctiia hang héa chao thau theo cac

mau sau:
+ Bang dap wng tinh phap ly hang héa (file word/excel dinh kém E-HSDT):
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INha thau cam két nhiing ngi dung ké khai néu trén la chinh xdc.
Trueong hop Nha thiu co tinh ké khai théng tin khéng trung thire nham virot qua buée danh gid vé ky thudt sé dwoe coi la hanh vi gian Ign trong dau
thau theo quy dinh tai Khoan 4 Diéu 16 Ludt Pau thau va Nha thau sé hoan toan chiu trach nhiém, chcfp nhdn chiu xit Iy theo quy dinh ciia E-HSMT
vd phdp ludt vé dau thiu




- Nha thau phai ¢ bang dap tng vé ky thuat caa hang hoa chao thau so sanh voi

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

tirng muc)

STT | Tén Yéu ciu | Quycach | Pap tng ky Quy Tai li¢u k§ thuat tham chiéu
hang | ky thuat | déng goi thuit cia cach trong E-HSDT
hoa ciia HO (tham Ho sody | dong géi
so moi | khdo) theo théu caa
thiu E-HSMT hang
héa du
théau
1) ) ®3) (4) () (6) ()
1 Theo | Ténhang | Quy céch |- Tén hang | Quy cach
HSMT | hodtheo |dong g6i | hoa theo S6 | dong goi
HSMT | theo luu  hanh | thycté
HSMT TTBYT cua hang
- Model: ... hoa du
- Nha san| thau
XUuat: ...
- Xudt x1: ...
- Chu s¢ hiiu
(néu co): ...
Mo ta M6 ta hang Dan chiéu ting chi tiét mo ta hang
hang héa hoa cua E- hoa t&i Trang... cua Catalog/Tai
cua E- HSDT  (chi liéu ky thuat/Mo6 ta hinh anh...
HSMT tiét dap ung thuoc E-HSDT (Highlight cac noi

dung lién quan téi Mo ta hang hoa
trén Tai liéu dan chiéu)

Tiéu chi dap
ung  tuong
duong hoac

tdt hon

- Tai liéu ching minh theo huéng
dan bén trén vé “No6i ham twong
duong”

- Hodc tai liéu chimg minh mot s6
tinh nang k¥ thuat cia E-HSMT
dua ra la tiéu chi khong co ban
(viéc khong dap tng khong lam
anh huong toi tinh ndng s dung
ciia hang hoa du thdu) dé Tb
chuyén gia xem xét danh gia
“Chép nhan duoc”.

Tiéu chi gay
han ché nha

Tai liéu ching minh yéu cau ky
thuat chi c6 duy nhat 01 nha san




thau  (khéng xuat dap ung
duogc xem xét

va danh gia)

Nha thau cam két nhiing ngi dung ké khai néu trén Ia chinh xac.

Triong hop Nha thau cé tinh ké khai thdng tin / dich tai liéu kj thudt khéng diing véi Thong sé ky thudt ma
Nha san xudt cong bé nham vieot qua bude danh gia vé ki thudt sé duwroc coi 1a hanh vi gian ldn trong ddu
thau theo quy dinh tai Khodn 4 Diéu 16 Ludt Pdu thau va Nha thdu sé hoan toan chju trach nhiém, chdp
nhdn chiu xi Iy theo quy dinh ciia E-HSMT va phép lugt vé ddu thau

1.2.2. Yéu cau k¥ thuét chi tiét:

STT

Danh muc hang hoa

Yéu ciu vé thong s6 ky thuit
(hoic twong dwong, hoic tot hon)

Bong dén cho may
sinh hoa 35W

Cong suat 35W Kiéu bong: Halogen

Day bom hoa chat
nhu dong

Céu tao: Béng nhua

Day bom huyét hoc

Dang vat li¢u: TPE

bJ cting: 64 Shore A

Hép tiét tring: C

Tiét trung bang tia Gamma: C6
Nhiét do ti thiéu: -40°C

Nhiét do toi da: 135°C

Dung dich pha hong
cau dung cho may
phéan tich huyét hoc

Dung lam chat ly giai cho may phan tich huyét hoc
Trang thai vat li: chét 1ong

Mau: khéng

Mui: nhe

Do pH: 4 dén 7

Tinh tan: tan trong nudc

Thanh phan: Mudi amoni bac 4 3.7%

Nhiét 46 bao quan: 1 dén 30°C

D6 6n dinh sau khi md nap: 90 ngay

Pat tiéu chuan ISO 13485,CE hoic tuong duong

Dung dich pha loang
dung cho cho may
phan tich huyet hoc

Dung lam chat pha loing cho may phén tich huyét hoc
Trang thai vat li: chét long

Mau: khéng

Mui: khong

Do pH: 7.35 dén 7.55

Tinh tan: tan trong nudc

Thanh phan: Sodium chloride 0.44%, Sodium sulphate
anhydrous 0.97%

Nhiét d6 bao quan: 1 dén 30°C




STT

Danh muc hang hoa

Yéu cu vé thong s6 ky thuat
(hoac twong dwong, hoic tot hon)

Do 6n dinh sau khi mo ndp: 60 ngay
Pat ti€u chuan ISO 13485,CE hoac tuong duong

Dung dich rtra dung
cho may phan tich
huyét hoc

Dung 1am chat rira cho may phén tich huyét hoc
Trang thai vat li: chét long

Mau: xanh l&

Mui: nhe

Do pH: 7,7 dén 8,3

Tinh tan: tan trong nudc

Thanh phan: Polyoxyethylene tridecylether: 0.049%
Nhiét d6 bao quan: 1 dén 30°C

Do 6n dinh sau khi mo nap: 180 ngay

Pat tiéu chuan ISO 13485,CE hoic tuong duong

Dung dich rua may
sinh hoa

Phén loai héa chat hon hop.

+ An mon Kim loai (Nhém 1), H290

+ Kich tng da (Nhom 2), H315

+ Kich tmg mét (Nhém 2), H319

- Pat tiéu chuan chat luong: ISO 9001 hoic twong duong
- Quy cach dong gbi t6i thiéu: Can 2,5 lit / can

Hoa chét dinh luong
Albumin

Thanh phan hoat chét: Citrate buffer pH 4.2: 30 mmol/L;
Bromocresol green: 0.26 mmol/L

- Tiéu chuan chat luong: ISO 13485 hoic twong duong

- Quy cach déng goi tdi thiéu: Hop 4x 50 mL / hop

Dai do: 6 g/dL

Gidi han t6i thiéu phat hién: 0,1 g/dL

Hoa chét dinh lugng
Bilirubin toan phan

Thanh phan hoat chét: Thudc thir R1: Sulfanilic Acid: 32.2
mmol/L; Ethylene Glycol; Dimethysulfoxide (DMSO) Thudc
thir R2: Sodium Nitrite: 22 mmol/L

- Pat tiéu chuén chét lugng: ISO 13485 hodc twong duong

- Quy cach dong géi t6i thiéu: Hop 4x50ml R1, 4x12,5ml R2
Dai do: 20mg/dL

10

Hoa chat dinh qung
Bilirubin truc tiép

Thanh phan hoat chat: R1 / Sulfanilic Acid: 32.2 mmol/L, R2 /
Sodium Nitrite: 109 mmol/L

- Pat tiéu chudn: ISO 13485 hoic twong dwong

- Quy cach dong géi t6i thiéu: Hop 4x50ml R1, 4x12,5mIR2
Dai do: 20mg/dL

11

Hoa chét dinh luong
Calci

Thanh phan hoat chét: Thudc thir R1: pH 10.7; Ethanolamine:
750 mmol/L; Thudc thir: R2 pH 1.1; o-Cresolphtalein
complexone: 0.13 mmol/L; 8-Hydroxychinoline: 35 mmol/L;
Hydrochloric acid: 100 mmol/L

- Pat tiéu chuan chét luong: ISO 13485 hoic tuong duong




STT

Danh muc hang hoa

Yéu cu vé thong s6 ky thuat
(hoac twong dwong, hoic tot hon)

- Quy cach dong géi toi thiéu: Hop 8x50ml R1, 8x12,5mIR2
Dai do: 0.2 — 20 mg/dL (0.05 — 5.0 mmol/L)
Gidi han t6i thi€u phét hién: 0.2 mg/dL (0.05 mmol/L)

12

Hoa chét dinh luong
Cholesterol

Thanh phan hoat chat: Good ‘s buffer pH 6.7 : 50 mmol/L;
Phenol: 5 mmol/L; 4-Aminoantiprine : 0.3 mmol/L;
Cholesterol esterase (CHE) : > 200 U/L; Cholesterol oxidase
(CHO): > 50 U/L; Peroxidase (POD) : > 3 kU/L

- Pat tiéu chuén chit luong: ISO 13485 hoic twong duong

- Quy cach dong géi toi thiéu: Hop 8 x 50m

Dai do: 3 — 750 mg/dL

(0.08 — 19.4 mmol/L)

Gidi han t6i thiéu phat hién: 3 mg/dL (0.08 mmol/L)

13

Hoa chat dinh luong
Creatinine

Thanh phan hoat chat: Hoa chat R1: Sodium Hydroxide: 0.2
mol/L Héa chat R2: Picric Acid: 20 mmol/L

- Pat tiéu chuan chét lugng: ISO 13485 hoic twong duong

- Quy cach dong géi toi thiéu: Hop 8x50mlIR1, 8x12,5mIR2
Dai do: 0.2 — 15 mg/dL (18 — 1330 umol/L)

Gidi han t6i thiéu phat hién: 0.2 mg/dL (17.7 pmol/L)

14

Hoa chét dinh luong
GGT

Thanh phan hoat chat: Héa chat R1: Glycylglycine: 135
mmol/L; Tris pH 8.28: 135 mmol/L. Héa chit R2: L-Gamma-
Glutamyl-3-Carboxy-4 Nitroanilide pH 6.0: 22 mmol/L

- Pat tiéu chuén chét lugng: ISO 13485 hoic twong duong

- Quy cach dong géi t6i thieu: Hop 4x50mIR1, 4x12,5mIR2
Dai do: 1200 U/L.

Gidi han tdi thiéu phat hién: 2 U/L

15

Hoa chét dinh luong
Glucose

Thanh phan hoat chat: Phosphate buffer pH 7.5: 250 mmol/L;
Phenol: 5 mmol/L; 4 Aminoanitipyrine: 0.5 mmol/L; Glucose
Oxidase (GOD): > 10 kU/L; Peroxidase (POD): > 1 kU/L

- Pat tiéu chuén chat lugng: ISO 13485 hodc tuong duong

- Quy cach déng goi tdi thiéu: Hop 8 x 50ml

Dai do: 1 — 400 mg/dL

(0.06 — 22.2 mmol/L)

Gidi han t6i thiéu phat hién: 1 mg/dL (0.06 mmol/L)

16

Héa chat dinh lugng
GOT

Thanh phan hoat chat: Hoa chat R1: Tris pH 7.8: 110 mmol/L;
L Aspartate: 340 mmol/L; MDH: 0.5 kU/L; LDH: 1.1 kU/L
Hoa chit R2: 2-Oxoglutarate: 85 mmol/L; NADH: > 1 mmol/L
- Pat tiéu chuan chat luong: ISO 13485 hoic twong duong

- Quy cach dong géi tdi thiéu: Hop 4x50mlR1, 4x12,5mIR2
Dai do: 700 U/L

Gidi han t6i thiéu phat hién: 4 U/L

17

Héa chat dinh lugng
GPT

Thanh phén hoat chat:
Hoa chat R1: Tris, pH 7.5: 138 mmol/L; L




STT

Danh muc hang hoa

Yéu cu vé thong s6 ky thuat
(hoac twong dwong, hoic tot hon)

Alanine: 709 mmol/L; LDH: 1500 U/L

Hoa chat R2: 2-Oxoglutarate: 85 mmol/L; NADH:

>1 mmol/L

- Pat tiéu chuan chét luong: ISO 13485 hoidc tuong duong
- Quy cach dong g6i ti thiéu: Hop 4x50mlIR 1, 4x12,5mIR
Dai do: 600 U/L

Gidi han tdi thiéu phat hién: 4 U/L

18

Hoa chét dinh luong
HDL

Thanh phan hoat chat: Hoa chat R1: Buffer pH 6.85: 20
mmol/L Peroxidase (POD): >2000 U/L N-(2-hydroxy-3-
sulfopropyl)-3,5 dimethoxyaniline sodium salt (H-DAOS): >
0.7 mmol/L Anti human R-lipoprotein Ab. (sheep) Hoa chét
R2: Buffer, pH 8.15: 20 mmol/L Cholesterol esterase (CHE): >
400 U/L Cholesterol oxidase (CHO): > 700 U/L Peroxidase
(POD): > 15000 U/L 4-Aminoantipyrine: > 1.5 mmol/L

- Pat tiéu chuan chét lugng: ISO 13485 hoic twong duong

Dai do: 200 mg/dL

Gidi han tdi thiéu phét hién: 3 mg/dL

19

Hoa chat dinh luong
LDL

Thanh phan hoat chat: Hoa chat R1: Buffer pH 6.65:
20mmol/L Peroxidase (POD): > 2000U/L N-(2-Hydroxy-3-
sulfopropyl)-3,5 dimethoxyaniline (H-DAOS): > 0.7 mmol/L
Hoa chat R2: Buffer pH 8.15: 20mmol/L Cholesterol esterase
(CHE): > 2000U/L Cholesterol oxidase (CHO): > 2000U/L
Peroxidase (POD): > 15000U/L 4-Aminoantipyrine: >
1.5mmol/L

- Pat tiéu chuan chét lugng: ISO 13485 hoic twong duong
Dai do: 500 mg/dL

Gi6i han tdi thiéu phét hién: 4 mg/dL

20

Hoa chét dinh luong
Protein toan phan

Thanh phan hoat chat: Héa chat R1: Sodium hydroxide: 100
mmol / L; Potassium sodium tartrate: 17 mmol / L Hoa chat
R2: Sodium hydroxide: 500 mmol / L; Potassium sodium
tartrate: 80 mmol / L; Potassium iodide: 75 mmol /L; Copper
sulphate: 30 mmol / L

- Pat tiéu chuan chét lugng: ISO 13485 hoic twong duong

- Quy cach dong géi tdi thiéu: Hop 8x50mlIR1, 8x12,5ml R2
Dai do: 14 g/dL

Gidi han tdi thiéu phat hién: 0.05 g/dL

21

Hoa chét dinh luong
Triglycerides

Thanh phan hoat chat: Good’s buffer pH 7.2: 50 mmol/L; 4
Chlorophenol: 4 mmol/L; Mg2+: 15 mmol/L; ATP: 2 mmol/L;
Glycerolkinase (GK): > 0.4 kU/L; Peroxidase (POD): > 2
kU/L; Lipoprotein lipase (LPL): > 2 kU/L; 4 Aminoantipyrine:
0.5 mmol/L; Glycerol-3 phosphate-oxidase (GPO): > 0.5 kU/L
- Pat tiéu chuén chét lugng: ISO 13485 hoic twong duong




Yéu cu vé thong s6 ky thuat

STT | Danh myc hang hod (hoic twong dwong, hoic tét hon)
- Quy cach déng g6i toi thiéu: Hop 8 x 50ml
Dai do: 2 — 1000 mg/dL
(0.02 —11.3 mmol/L)
Gi6i han tdi thiéu phét hién: 2 mg/dL (0.02 mmol/L)
Thanh phan hoat chat: Héa chat R1: Tris buffer pH 7.8: 150
mmol/L; 2 oxoglutarate: 9 mmol/L; ADP: 0.75 mmol/L;
Urease: > 7 KU/L; GLDH (Glutamate dehydrogenase, bovine):
5, | Hoachatdinh lugng | > 1 KU/L Hoa chat R2: NADH: 1.3 mmol/L
Ure UV - Pat tiéu chuan chat lugng: ISO 13485 hodc twong duong
- Quy cach dong géi tbi thiéu:: Hop 8x50mlIR 1, 8x12,5ml R2
Dai do: 2 — 300 mg/dL (0.3 — 50 mmol/L)
Gidi han t6i thiéu phat hién: 2 mg/dL (0.3 mmol/L)
Thanh phan hoat chat: Héa chat R1: Phosphate buffer pH 7.0 :
100 mmol/L; TBHBA: 1.25 mmol/L; Hoa chat R2: Phosphate
buffer pH 7.0 : 100 mmol/L; 4-Aminoantipyrine: 1.5 mmol/L;
’3 H(')_a ché_t dinh lwong IS;lIEFe(CN)6]. 50 umol/L; POD: > 10 kU/L; Uricase: > 150
Uric Acid - Pat tiéu chuéan chét lugng: ISO 13485 hodc twong duong
Dai do: 0.07 — 20 mg/dL
(4.2 - 1190 pmol/L)
Gidi han t6i thiéu phat hién: 0.07 mg/dL (4.2 pmol/L)
Dang dong kho tang do on dinh, duoc san xuét dua trén huyét
Hoa chat kiém chuan | thanh nguoi, chira t6i thiéu 66 thong s6 xét nghiém. Do tham
24 | xét nghiém sinh hoa thau la 300mOsm/kg. On dinh dén han st dung khi bao quan ¢
muc 2 2°C - 8°C. Sau khi hoan nguyén mau 6n dinh trong vong 7
ngay ¢ 2°C - 8°C hodc 28 ngay ¢ - 20°C
Dang dong kho tang d6 6n dinh, dugc san xuat dua trén huyét
Hoa chit kiém chuan | thanh ngudi, chira tdi thiéu 66 thong sO xét nghiém. Do tham
25 | xét nghiém sinh héa | thau 1a 370mOsm/kg. On dinh dén han st dung khi bao quan ¢
muc 3 2°C - 8°C. Sau khi hoan nguyén mau 6n dinh trong vong 7
ngay ¢ 2°C - 8°C hodc 28 ngay ¢ - 20°C
Hoéa chét noi kiém Dang 16ng stir dung ngay, 100% Nudc tleu nguoi, phu hop cho
26 | téng phan tich nuéc ca xét nghiém POOCT chira 13 thong s6 xét nghiém. On dinh
tidy mite 1 dén han ta1‘2 8°C. On dinh sau~ khi m¢ lo trong 30 ngay hoac
nhiing 20 lan que thtr vao lo mau tai 2-25°C
Hoéa chét noi kiém Dang 16ng stir dung ngay, 100% Nudc tleu nguoi, phu hop cho
27 | tong phan tich nuéc ca xét nghiém POOCT chira 13 thong s6 xét nghiém. On dinh
tidu mitc 2 dén han tai 2- 8°C. On dinh sau khi mo lo trong 30 ngay hodc
nhiing 20 14n que thir vao lo mau tai 2-25°C
’g Méu chuin diing i)éflllng dé kiém chuan xét nghiém huyét hoc 3 thanh phan bach

ki€ém chuan may

Trang thai vat li: chat long




Yéu cu vé thong s6 ky thuat

STT | Danh myc hang hod (hoic twong dwong, hoic tét hon)
phan tich huyét hoc | Mau: d6 sam
muc cao Do pH: 7.0 t61 9.0
Tinh tan: tan trong nudc
Thanh phan: Hong cau ngudi, bach cau moé phong va tiéu cau
cua dong vat co6 va
Nhiét 6 bao quan: 2 dén 8°C
D6 6n dinh sau khi mé nép: 14 ngay
Pat tiéu chuan 1SO13485,CE hoic tuong duong
Dung dé kiém chuan xét nghiém huyét hoc 3 thanh phan bach
cau
Trang thai vat li: chat long
Mau chuan dung %43 1:).}?075.81?& 9.0
29 kleAm c’huan may Tinh tan: tan trong nudc
phan tich huyét hoc . A TrA A w A A1 \ AL A
mitc trung binh T}lan}} phar}. Hf)ng cau nguoi, bach cau mo phong va ti€u cau
cua dong vat co va
Nhiét d6 bao quan: 2 dén 8°C
Do 6n dinh sau khi mo nip: 14 ngay
Pat tiéu chuan 1SO13485,CE hoic twong duong
_ Ong thuy tinh chan khong 8x120 mm chira 0.32 mL chét
30 Qng do téc d6 mau chbéng dong dung dich Natri citrate (3.2%) -Thé tich miu:
lang 1.28mL -Nut cao su butyl dam bdo duy tri chan khong -E-
Beam Hong ngoai
Céu tao: bang nhya
31 | Sample cup 2ml - Dung tich 2 mi
Quy céch dong goi t6i thiéu: TGi 1.000 céi
Céc chi s6 do: Gluscose, Bilirubin, Ketone, pH, Blood,
Protein, Nitrite, Urobilinogen, Leukocyte, SG. - Dai do cta cac
chi sé:Protein: 15-30mg/dL albuminBlood: 0.015-0.062mg/dL
hemoglobinLeukocyte: 5-15Nitrite: 0.06-0.1mg/dL nitrite
39 Tets xét nghiém | ionGlucose: 75-125mg/dL Ketone: 5-10mg/dL acetoacetic
nudce tieu 10 thong so | acidpH: 4.6- 8.0SG: 1.001-1.035Bilirubin: 0.4-
0.8mg/dLUrobilinogen: 0.2EU/dL - Trén thanh thir c6 miéng
dan (ID band) c6 tac dung kich hoat kiém tra ty dong .
- Pat tiéu chudn chét lugng ISO 13485 hoic tuong duong
- Quy cach dong géi tdi thiéu: Hop 100 test
Mau ndi kiém cho xét nghiém do toc d6 mau ling, mic nong
Vat ligu kiém soat | do 1
33 muc 1 xét nghiém - Thanh phan: hong ciu cta ngudi trong huyén phu

dinh luong toc do
mau lang

- Dang dung dich
- Giam sat d9 chinh xac cua ca phuong phap thu cong hodc tu
dong dé do toc d§ méu lang




Yéu cu vé thong s6 ky thuat

STT | Danh myc hang hod (hoic twong dwong, hoic tét hon)

- C6 gia tri cho hon 20 phuong phap thu cong va tu dong, bao
gom ca Westergren va Wintrobe

- P9 6n dinh sau khi mé nép 1a 31 ngay khi bao quan & 18-30°
C

- Han st dung 540 ngay ké tir ngay san xudt khi bao quan ¢
18-30° C

Mau ndi kiém cho xét nghiém do toc d6 mau lang, mirc nong
do2

- Thanh phan: hong cau ctia ngudi trong huyén phu

- Dang dung dich

Vit liéu kiém soat - Giam sat do chinh xac cia ca phuong phéap thu cong hodc tu
muc 2 xét nghiém dong dé do toc d6 mau ling

dinh luong téc do - C6 gia tri cho hon 20 phuong phap thi cong va ty dong, bao
mau ling gdm ca Westergren va Wintrobe

- P6 6n dinh sau khi mé& nép 1a 31 ngay khi bao quan & 18-30°
C

- Han sir dung 540 ngay ké tir ngay san xuat khi bao quan &
18-30° C
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1.3. Cac yéu cau khac
* Nha thau phdi nop cing véi E-HSDT cdc tai liéu sau ddy:
Dbi voi toan bd hang héa:

- C6 Catalog hodc tai liéu k¥ thuat khac ctia Nha san xudt c6 day du ndi dung
chting minh cac dic tinh, thong sé k¥ thuat d6i véi cac hang hoéa chao thau (Néu 1a
ngdn ngit nudc ngoai phai co ban dich sang tiéng Viét) c6 day du ndi dung chirng minh
thong s6 ki thuat ddi voi cac hang hoa tham du thau theo yéu cau ciia E-HSMT va chiu
trach nhiém vé ndi dung va tinh chinh xéc giita ban gbc va ban dich). Pong thoi, nha
thau can danh dau (Highlight) thong so cu thé ciia hang héa dap Gng yéu cau ky
thuit 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.

- Co gidy chimg nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoic CE
hoic FDA hoic twong duong ctia nha san xut con hiéu luc voi cac mit hang tham du.
- S lru hanh con hiéu luc bao gdm Sb cong bd tiéu chuan ap dung ddi voi Thiét
bi y té thudc loai A, B do S&' Y té cap hoic S6 gidy chiung nhan ding ky luu hanh d6i
v6i Thiét bi y té thudc loai C, D do BO Y té cip va Két qua phan loai Thiét bj y té theo
quy dinh tai Nghi dinh s6 98/2021/NDP-CP ngay 08/11/2021, Nghi dinh )



07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025 cua
Chinh phu. Déi véi truong hop SO luu hanh hét hiéu lyc, dé nghi Nha thau giai trinh
kha nang cung img hang hoa.

Luu y:

- Trong truong hop Nha thau chimg minh hang hoa 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 ding cho y té) thi Nha thau khong can ndp S6 Ivu hanh va Két qua phan
loai Thiét bi y té cho hang héa d6.

- Nha thau phai cam két hang hoa chao thau dd dugc ké khai gia (D6i voi hang
hoa bit budc ké khai gia theo quy dinh tai Thong tu sb 29/2024/TT-BYT ngay
03/11/2024 ctia B Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Piéu I,
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 85/2024/ND-CP ngay
10/07/2024 & Piém 7, Khoan 18, Didu 1, Nghi dinh 07/2023/ND-CP ngay 03/03/2023.

- Nha thau c6 cam két tai thoi diém dbi chiéu tai liéu hodc hoan thién hop dong:
Nha thau phai ndp céc tai liéu chimg minh kha niing cung ng hang héa c6 ngudn
goc ré rang va hop 18, nham dam bao dap tng yéu cau vé nang luc k¥ thuat theo quy
dinh vé “Piéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat dau thau sb
22/2023/QH15. Truong hop Nha thau khong thé cung cip tai liéu ching minh, Nha
thau s& khong du diéu kién xét trang thau theo hudng din tai Khoan 19 Diéu 140 Nghi
dinh sb 214/2025/ND-CP.

Déi véi yéu cau lap dit, giao hang, tudi tho cua hang hda: Cam két tat ca hang
hoéa cung cap méi 100%, chua qua sir dung, €6 ngudn gbc xuat xa rd rang, con nguyén
dai, nguyén kién theo quy cach dong géi ctia nha san xuat.

Muc 2. Ban vé: Khong cé

Muc 3. Kiém tra va thir nghiém: Vi¢c kiém tra, thir nghi¢m cac hang hoa duoc

yéu cau s& duoc to chirc tai Bénh vién Pa khoa y duoc ¢ truyén - Phuc hdi chuc nang
tinh Cao Bang; Pia chi: T6 5 - Phudng Tan Giang - Tinh Cao Bing. Hang héa nha
thau cung cap trudc khi duge nghiém thu s& dugc bén moi thau kiém. Bat cir hang hoa
nao khong dam bao chat lugng theo yéu cau ciia E-HSMT va E-HSDT s& khong dugc
nghiém thu.



