Phin 2. YEU CAU VE KY THUAT
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 thi¢u chung vé dw dn/dw todn mua sim, géi thiu

- Tén dy todn mua sam: Hoa chat - Sinh pham Y té nam 2026 cho Trung tim
Y té Ea H’leo.

- Tén goi thau: Hoa chit - Sinh pham Y té nim 2026 cho Trung tdm Y té Ea
H’leo.

- Chu dau tu: Trung tim Y té Ea H’leo

- bia diém thyc hién: Trung tam Y té Ea H’leo - 82 Pién Bién Phu - X4 Ea
Dring — tinh Dak Lak

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

- Phuong thure lya chon nha thau: Mot giai doan 01 ti ho so

- Ngudn vén: Ngudn tai chinh hop phap (thu DVSNC st dung NSNN) nim
2025-2026.

- Thoi gian bat dau to chire lya chon nha thau: Quy IV nam 2025 va Quy
/2026

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 365 ngay.

1.2. Yéu cu vé k¥ thuét

1.2.1. Yéu cau chung:

- Yéu cau nha thau mo6 ta thong sd k¥ thuat ctua hang héa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuan thi cac thong sé k¥ thuat va cac
tiéu chuan dudi day hodc co cdu hinh twong duong. Bat ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa céc tiéu chuan
chét luong, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thau hang
héa c6 nguon goc, xudt xir, nha sdn xudt, thwong hiéu phi: hop véi diéu kién cung
cdp nhung phai dim bdo yéu ciu cé théng sé ky thugt, tinh ning siv dung, tiéu
chudn cong nghé “twong dwong” hodic tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cip tai liéu chimg minh su dap tmg tot hon ctia hang hoa chao thau so voi 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) Twong twong vé tinh chat co khi va thudc tinh vat 1y cua vat liéu.

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

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

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

(7) Tuong duong vé ham luong, ndng do, tinh chat

(8) Céc yéu td tuong duong khéac (néu co)

- Nha thau phai cam két hang hoa twong thich véi cac trang thiét bi hién co
tai Pon vi st dung (Chi dp dung déi voi cac mat hang sir dung cho mdy cé tai
bénh vién), bang mot trong cac cach sau:

+ Tai liéu k¥ thuat ciia nha san xuét hang héa chao thau thé hién ndi dung
nay.

+ Tai liéu nghiém thu cta 01 don vi st dung bat ky nao di sir dung hang hoa
chao thau cho cac trang thiét bi tuong tu cua Pon vi va hoat dong tt.

+ Cam két sau 01 thang ban giao hang héa tai Pon vi sit dung, c6 két qua
ngoai kiém dap g yéu cau va moi chi phi ngoai kiém do nha thau chi tra (néu
Pon vi st dung c6 yéu cau).

+ Hodc tai liéu khac c6 gia tri ching minh tuong duong.

- Nha thau phai c6 bang dap tng vé ki thuat ctia hang hoa chao thau theo céac

mau sau:
+ Bang dap ung tinh phap ly hang hoa (file word/excel dinh kém E-HSDT):
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- Nha thau phai c6 bang dap tmg vé k¥ thuat ctia hang hoa chao thau so sanh
v6i yéu cau k¥ thuat caa E-HSMT (dinh kém file word/excel tai E-HSDT):

tung muc)

STT| Tén | Yéuciu | Quycich | Papimgky | Quy Tai liéu ky thuat tham chiéu
hang | ky thuit | déng goi thuat cia cach trong E-HSDT
hoa ciia HY (tham Ho so dw | déng goi
SO maoi khio) théau cua
thau theo E- hang
HSMT hoa du
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- Xut x@: ...
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(néu co): ...
M6 ta M6 ta hang Dan chiéu timg chi tiét mo ta
hang hoa héa cua E- hang hoa toi Trang... cua
cua E- HSDT (chi Catalog/Tai liéu ky thuat/Mo ta
HSMT tiét dap ung hinh é4nh... thuéc E-HSDT

(Highlight cac ndi dung lién quan
téi M6 ta hang hoa trén Tai li¢u
dan chiéu)

Tiéu chi dap

ung  tuong

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




STT| Tén | Yéucdu | Quycich | Papimgky | Quy Tai li¢u k§ thuit tham chiéu
hang | ky thuat | déng 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 dw
thau
@) 2 3) 4) ) (6) (M
duong hoac duong”
t6t hon - Hodc tai liéu chirng minh mot

s tinh niang k¥ thuat ctua E-
HSMT dua ra Ia tiéu chi khong
co ban (viéc khong dap ung
khong lam anh hudng téi tinh
nang st dung cua hang hoa du
thau) d& T6 chuyén gia xem xét
danh gia “Chap nhan duoc”.

Tiéu chi giy
han ché nha
thau (khong
duoc
xét va danh
gia)

Xem

Tai liéu ching minh yéu cau ky
thuat chi c6 duy nhét 01 nha san
xut dap ng

1.2.2. Yéu cau k¥ thuit chi tiét:

Yéu cau vé cau hinh, thong so ky thuit cua

STT Tén hang hoa hang ho4 (hoic twong dwong, hoic tot hon)
I Ho4 chit ngoai kiém
1 Si’nh Rhém chay ngoai kiém sinh 6x5ml
hda mau
) Si’nh pl}ém ;Chay ngoai kiém sinh 3x12ml
hda nudce tieu
3 Ho4 chat ngoai kiém huyét hoc 3x2ml
II | Ho4 chét sinh ho4
Thanh phan: EHSPT 0.72 mmol/L; Phosphate
Buffer (pH 7.0) 2100 mmol/L; Ferrocynide
2.1 | Thubc thir xét nghiém Acid uric >0.03 mmol/L; Amino -4-antipyrine 0.37
mmol/L.
- Thé tich: >240 mL
Thanh phan: R1: Tris Buffer (pH 7.5) >110
2.2 | Thudc thir xét nghiém GPT/ALT | mmol/L; L-Alanine >600 mmol/L; LDH >1500

U/L. R2: a -ketoglutarate >16 mmol/L; NADH




STT

Tén hang héa

Yéu ciu vé cAu hinh, thong sé ky thuit cia
hang hoa (hoic twong dwong, hoic tot hon)

20.24 mmol/L
- Thé tich: R1 >189 mL/R2 > 60mL

23

Thudc thtr xét nghiém GOT/AST

Thanh phan dap ung: R1: Tris Buffer (pH7.8)
>88 mmol/L; MDH > 900 U/L; LDH > 1500
U/L. R2: a -ketoglutarate >12 mmol/L; NADH
>0.24 mmol/L

- Thé tich: R1 >189 mL/R2 > 60mL

Thanh phan dap tng: MES Buffer >50 mmol/L;
CNPG3 >2.27 mmol/L; Calcium chloride >60

2.4 | Thubc thir xét nghiém amylase mmol/L; Sodium chloride >70 mmol/L;
Activator 2900 mmol/L
- Thé tich: >110 mL
Thanh phan dap ung: R1: Sulfanilic acid >28.9

Z . i ... .. | mmol/L; Hydrochloric acid >165 mmol/L;
2.5 Thuos:A’ thir xét nghiém Bilirubin Preservatives and stabilizers R2: Bilirubin
truc tiep .

Activator
- Thé tich: R1 >189 mL/R2 >24 mL
Thanh phan: R1: Sulfanilic acid >28.9 mmol/L;

26 Thubc thr xét nghiém Bilirubin | TAB 29 mmol/L; Preservatives and stabilizers.

' toan phan R2: Bilirubin Activator
- Thé tich: R1 >189 mL/R2 >24 mL
L e A . Thudce thir dung dé xéac dinh dinh lugng Calci

2.7 | Thudc thir xét nghiém Ca (Calci) trong huyét thanh huyét trong
-Thé tich: >200 ml
Thudc thir nay duoc ding dé xac dinh dinh
luong trong dng nghiém cta Creatinine trong
huyét thanh, nudc tiéu
Thanh phan:
R1 Creatinase > 175000 IU/L; Sacrosine

2.8 | Thudc thir xét nghiém Creatinin Oxidase > 15000 IU/mL; TOOS >1.13
mmol R2: Creatininase > 75000 IU/L,
Peroxidase = >4500 units/L; 4-AA > 0.75
mmol
Thé tich:
R1>156ml, R2 > 60 ml
Thudc thir nay duoc dung dé xac dinh dinh
luong trong dng nghiém ciia Cholesterol trong
huyét thanh hoic huyét trong

2.9 | Thudc thir xét nghiém Cholesterol | - Thanh phan dap tmg: Pipes bufer >50 mmol/L;

Phenol >24 mmol/L; Sodium chlate >0.5
mmol/L; Cholesterol esterase > 180 U/L;
Cholesterol oxidase > 200 U/L; Peroxidase >




STT

Tén hang héa

Yéu ciu vé cAu hinh, thong sé ky thuit cia
hang hoa (hoic twong dwong, hoic tot hon)

1000 U/L; 4- aminoantipyrine >0.5 mmol/L
- The tich: >325 ml

2.10

Thudc thir xét nghiém Glucose

Thudc thtr nay dugc dung dé xac dinh dinh
luong trong dng nghiém cua glucose trong huyét
thanh, huyét twong va dich ndo tiy

- Thanh phan: Tris Buffer >92 mmol/L; Phenol
>0.3 mmol/L; Glucose oxidase 15000 U/L; 4-
Aminophenazone >2.6 mmol/L

- Thé tich: >325 mL

2.11

Total protein

Thubc thr nay dugc ding dé xéc dinh dinh
luong trong ong nghiém cua total protein trong
huyét thanh hoic huyét trong

Thanh phan:

- Potassium Iodide >6 mmol/L

- Potassium sodium tartarate >21 mmol/L

- Copper Sulphate > 6 mmol/L

- Sodium hydroxide >58 mmol/L

- Thé tich > 100 mL

2.12

Thudc thtr xét nghiém Triglycerid

Thudc thir nay dugc dung dé xac dinh dinh
lugng trong Oong nghiém cua triglycerides trong
huyét thanh hoic huyét trong

- Thanh phan: Pipes —buffer (pH 7.00) >50
mmol/L; TOPS >5.3 mmol/L; Potassium
ferrocynate >10 mmol/L; Magnesium salt >17
mmol/L; 4-Aminoanyipyrine >0.9 mmol/L; ATP
>3.15 mmol/L;

Lipoprotein lipase >1800 U/L; Glycerol Kinase
>450 U/L; Glycerol-3-phosphate oxidase >3500
U/L; Peroxidase >450 U/L

- Thé tich: >325 mL

2.13

Thudc thir xét nghiém urea
nitrogen

Thubc thir niy dugc dung dé xac dinh dinh
lwong trong 6ng nghiém ctia Ure trong huyét
thanh, huyét twong va nudc tiéu.

- Thanh phan: R1: Buffer (pH 7.6) >100
mmol/L; ADP >0.7 mmol/L; a-ketoglutarate
>9.0 mmol/L. R2: GLDH >1100 U/L; Urease
>6500 U/L; NADH >0.25 mmol/L; 2-
Oxoglutarate >5 mmol/L

- Thé tich: R1 >195mL/ R2 >60 mL

2.14

Thubc thir xét nghiém HDL-
Cholesterol

Thudc thir nay duoc ding dé xac dinh dinh
luong trong dng nghiém ciia HDL-Cholesterol
trong huyét thanh

- Thanh phan dap tng: R1: N—Ethyl-N-(3-
methylphenyl)-N’succinylethyenediame




STT

Tén hang héa

Yéu ciu vé cAu hinh, thong sé ky thuit cia
hang hoa (hoic twong dwong, hoic tot hon)

(EMSE).

R2: Cholesterol Oxidase; 4-Aminoantipyrin (4-
AA)

- Thé tich: R1 >159mL/R2> 60mL

2.15

Hoa chit dinh luong CK-MB

*D¢ nhay, nhu giéi han phat hién: 4 U/L
Bao gdm hoéa chét kiém tra.

1 x 50ml

A>40ml; B>10ml; C>2ml control

Chat hiéu chuén xét nghi¢m sinh

Chat hiéu chuan cho nhiéu loai xét nghiém

2.16 . thuong quy
hoa Thé tich > 15 ml
217 Hoa chat chuan doan dung cho Ch?%t kiém chuan murc binh thudng.
) may phén tich sinh héa muc 1 The tich > 5ml
Hoa chat chuan doan dung cho L1k 2 . R o
2.18 . N ., Chat kiém chuan murc cao. Thé tich > 5ml
may phan tich sinh héa muc 2
Gom thudc thir va chat hiéu chuan dung cho xeét
nghiém dinh luong Alcohol trong huyét thanh,
huyét twong, méau toan phan hoic nudc tiéu
2.19 | Hoa chat cho xét nghiém Ethanol ngudi; Thanh phan: R1- Enzyme coenzyme
’ ; (NAD+, ADH, TRIS Buffer, Stabiliser,
Preservatives); R2 - Standard. Thé tich: > 105ml
Quy cach déng goi tdi thiéu: Hop > R1:
10x10ml, R2: 1x5ml)
Thanh phan: R1 - Normal control Ammonia,
5o | Chat kiem chuan cho xét nghiém | ethanol, CO2 o
' Ethanol murc binh thuong Quy cach dong goi to6i thiéu: Hop > (R1:
1x10ml)
Thanh phan: R1 - Pathological control
291 Chéat kiém chqén cho xét nghi¢m | Ammonia, ethanol, (;02. i
' Ethanol mirc bat thuong Quy cach dong goi to6i thiéu: Hop > (R1:
1x10mL)
III | Héa chit huyét hoc va mién dich
31 Dung dich rtra thuong xuyén dung | Sir dung dugc cho may phén tich huyét hoc ABX
) cho may phan tich huyét hoc Quy céch dong goi t6i thiéu: Hop > 1 Lit
39 Dung dich pha loang mau dung cho | Sir dung dugc cho mdy phan tich huyét hoc ABX
) may phén tich huyét hoc Quy céch dong goi t6i thiéu: Hop > 10 Lit
33 Dung dich ly giai h@)ng cau dung | Str dung dugc cho mdy phan tich huyét hoc ABX
' cho may phan tich huyét hoc Quy cach dong goi tbi thiéu: Hop > 1 Lit
34 Dung dich rira ddm dac dung cho | Sir dung dugc cho may phan tich huyét hoc ABX
' may phan tich huyét hoc Quy cach dong g6i tdi thiéu: Hop > 500 ml
Chat hiéu chuan xét nghiém dinh | Thanh phan. ABX Minocal chtra bach cau
3.5 | luong 10 thong s6 | (WBC), hong cau (RBC) va tiéu cau (PLT) caa

huyét hoc

dong vat c6 via duge lam thanh hon dich & dang




STT

Tén hang héa

Yéu ciu vé cAu hinh, thong sé ky thuit cia
hang hoa (hoic twong duwong, hoic tot hon)

dich gidng nhu huyét tuong. )
- Quy céch dong go6i toi thiu: Hop 1 ong x 2 ml

Vit liéu kiém soat xét nghiém dinh
luong 22 thong s6 huyét hoc muc

Thanh phén: ABX Minotrol 16 chira bach cau
(WBC), hong cau (RBC) va tiéu cau (PLT) cua
dong vat c6 va dugc lam thanh hon dich & dang

36 | binh dich gidng nhu huyét twong.
thuong - Quy cach dong géi t6i thiéu: Hop 2 6ng x 2.5
ml
Thanh phén: ABX Minotrol 16 chira bach cau
Vit liéu kiém soat xét nghiém dinh | (% BC), hong cau (RBC) va ti¢u cau (PLT) cua
37 | lrong 22 thong s 5 huy & hoc mirc dgng \{2:3(,'[ co v dm)(:: lam thanh hon dich ¢ dang
thép dich giong nh’u hu}fgbt Euon% o
- Quy cach dong goi toi thiéu: Hop 2 ong x 2.5
ml
Thanh phe“gn: ABX Minotrol 16 chira bach cau
Vit lidu kiém sodt xét nghiém dinh | (Y BC), hong cau (RBC) va tiéu cau (PLT) cua
3.8 | lrong 22 thong s 5 huy & hoc mirc dg)ng Y%t covu duqci lam thanh hon dich ¢ dang
cao dich giong nhu huye;t tuong. ’
- Quy cach dong goi toi thiéu: Hop 2 ong x 2.5
ml
3.9 | Hoa chét ndi kiém huyét hoc Quy cach dong goi t6i thiéu: Bo/3 x 3ml
Dung dich pha lodng cho may phan tich huyét
hoc. Str dung may huyét hoc TC 1000. Thanh
3.10 Hoa ché‘g pha loing cho may phén | phan:
' tich huyet hoc Sodium Chloride < 0.9 %; Potasstum Chloride <
0.2 %; Buffer < 0.2%; Staboliser< 0.01%
Quy céach déng goi tdi thiéu: Hop >20L
Dung dé rira budng dém bach cau va hong cau.
Str dung may huyét hoc TC 1000. Thanh phén:
Sodium Sulphate Anhydrous < 1.0%;
3.11 | Hoéa chit rira may thuong xuyén Sodium Chloride < 0.55%
Nonion surphactant < 0.05%;
Anti - Microbial Agents <0.05%
Quy cach dong goi tbi thiéu: Hop >20L
Dung dich dung dé dé dém té bao mau. Thanh
312 Hoa chét ly giai hépg cau ding cho | phan: Quaternary Ammonium Salt<50 g/L;
' may phan tich huyét hoc Nonion Surfactant <15g/L
Quy cach dong goi tbi thiéu: Hop > 500ml
Xeét nghiém dinh lugng triiodothyroinine ty do
Thude thir xét nghiém dinh lugng (fT %) VO"’,i muc dich hd trg danh gia chire ning
3.13 tuyén giap.

fT3

Phuong phap xét nghiém: Mién dich huynh
quang




STT

Tén hang héa

Yéu ciu vé cAu hinh, thong sé ky thuit cia
hang hoa (hoic twong dwong, hoic tot hon)

Mau Pham: M4u toan phan/ huyét thanh/ huyét
tuong

3.14

Thubc thir xét nghiém dinh luong
CRP

Xét nghiém dinh lugng C- Reactive Protein
(CRP) v&i muc dich ho tro du doan cac bénh tim
mach trong twong lai, cling nhu chan doan
nhiém tring va viém nhiém

Phuong phap xét nghiém: Mién dich huynh
quang

Mau Pham: Mau toan phan/ Huyét thanh/ Huyét
tuong

3.15

Thubc thir xét nghiém HbA lc

Xét nghiém dung dé do dinh luong Hemoglobin
A1C trong mau méu toan phan ctia nguoi.
Phuong phap xét nghiém: Mién dich huynh
quang

M3iu Phdm: Méu toan phan

3.16

Thudc thir xét nghiém dinh luong
TSH

Xét nghiém dinh luong hormone kich thich
tuyén giap (TSH)

Phuong phap xét nghiém: Mién dich huynh
quang

MAu Pham: Méu toan phan/ Huyét thanh/ Huyét
tuong

3.17

Thudc thir xét nghiém Dinh luong
B-hCG

Xét nghiém dinh lugng beta -human choric
gonadotropin v6i muc dich hd tro chan doan
phat hién thai sém.

- Phuong phap xét nghiém: Mién dich huynh
quang

- MAu Pham: Mau toan phan/ Huyét thanh/
Huyét tuong

3.18

Thude thir xét nghiém dinh lugng
T3

Xét nghiém dung dé xac dinh dinh lugng
Triiodothyronine (T3 toan phan) véi muc dich
ding dé hd tro danh gia chuc nang tuyén giap.
- Phuong phép xét nghiém: Mién dich huynh
quang

- MAu Phdm: Mau toan phan/ Huyét thanh/
Huyét twong

3.19

Thudc thtr xét nghiém dinh luong
T4

Xét nghiém dinh lugng Thyroxine toan phan
(T4) véi muc dich ho trg ddnh gia chirc ning
tuyén giap.

- Phuong phap xét nghiém: Mién dich huynh
quang

- MAu Pham: Mau toan phan/ Huyét thanh/
Huyét tuong




Yéu cau vé cau hinh, thong so ky thuat cia

STT Tén hang héa hang hoi (hoiic twong dwong, hoic tét hon)
Xet nghiém dinh luong thyroxine tu do (fT4) voi
muc dich hd trg danh gia chirc nang tuyén giap.

320 Thudc thtr xét nghiém dinh luong | - Phuong phap xét nghiém: Mién dich huynh

' T4 quang
- Mau Pham: Mau toan phan/ huyét thanh/ huyét
tuong
IV | Ho4 chit khac
4.1 | Cloramin B Hoa chat khtr trung, diét khuan
42 | Giém sa Quy céch dong goi t6i thiéu: Hop > 500 ml
Thanh phan: Basic fuchsine 1.5%, phenol 4.5%,
ethanol 15%, surface-activeagents 15%, wetting
43 TB ZIEHL-NEELSEN | agents 15%; Ethanol 97%, HCI1 3%; Methylene
' TENSOACTIVE KIT blue 0.5%, phenol 1%, ethanol 30%. (phuong
phap nhudm khéng qua ngon lira dén con)
Quy céach déng goi tdi thiéu: Hop /3 x 250 mL
4.4 | Vién nén khtr khuan Khtr khuan dung cu va thiét bi
4.5 | Gel siéu &m 7 Quy cach déng goi t6i thiéu: Can > 5 Lit
4.6 ?h‘;‘;gc f;c(llhia; 6%‘;2%;? nhanh | o céch dong g6 téi thiéu: Chai > 500 ml
Diét dugc hau hét cac loai vi khuan, vi rit, truc
47 Dung dich ngam rira dung cu chira | khuan lao.
' > 0,55% Ortho- Phthalaldehyde Khong gay an mon dung cu.
The tich>3,78lit
\4 Danh muc Sinh pham
5.1 | Huyét thanh mau Anti A Quy céch déng goi t6i thiéu: Lo>10ml
5.2 | Huyét thanh miu Anti B Quy cach dong goi t6i thiu: Lo>10ml
5.3 | Huyét thanh mau Anti AB Quy céch dong goi téi thiéu: Lo>10ml
5.4 | Huyét thanh miu Anti D Quy cach dong goi t01 thiéu: Lo>10ml
5.5 | Test chan do4n nhanh giang mai Quy céch dong goi t01 thiéu: 1 Test/ Kit
5.6 | Test chan doan nhanh HBsAg Quy céch dong goi t01 thiéu: 1 Test/ Kit
5.7 | Test chan doan nhanh HIV Quy cach dong goi t01 thiéu: 1 Test/ Kit
5.8 | Test sot xuat huyét NS1 Quy céch dong goi t6i thiéu: 1 Test/ Kit
5.9 | Test Dengue IgM 7 ] Quy cach déng goi tdi thiéu: 1 Test/ Kit
5.q0 | Lest thu nude tiéu 10 thong s0 | o\ 4oy deng g6 téi thiéu: 1 Test/ Kit
dung cho may siemen
5.q1 | rest xét nghiém nhanh Morphine | o\ s 1 46no 06 t6i thidu: 1 Test/ Kit
trong nudc ticu
5.12 | Test thir ma tuy 4 chan Quy céch dong goi t6i thiéu: 1 Test/ Kit
Test nhanh dinh tinh khang thé Mau Pham: Méu toan phan/ Huyét thanh/ Huyét
513 IgM khang lai virus viém gan A tuong X 2
£ Bl £ Quy cach dong gbi thi thiéu: 1 Test/ Kit
5.14 | Test thir ma tiy 5 chan Quy cach déng goi tdi thiéu: 1 Test/ Kit




Yéu cau vé cau hinh, thong so ky thuat cia

STT Tén hang hoa hang hoa (hoic twong dwong, hoic tot hon)
N Test phat hién dinh tinh khang th : tﬁd(;arllgPham: Maiu toan phan/ Huyét thanh/ Huyét

khéng virus viém gan C Quy cach déng goi tdi thiéu: 1 Test/ Kit

5.16 | Test thir duong huyét mao mach Quy céch dong goi t6i thiéu: 1 test/kit

1.3. Cac yéu cau khac
* Nha thau phdi nop cing véi E-HSDT cdc tai liéu sau day:
Dbi véi toan bo hang hoéa:

- Co Catalog hoac tai li€u k¥ thuat khac ctia Nha san xuét ¢ déy dta ndi dung
chting minh céc dic tinh, thong s6 k¥ thuat d6i véi cac hang hoéa chao thau (Néu 1a
ngdn ngir nude ngoai phai co ban dich sang tiéng Viét) co day du ndi dung chimg
minh thong s k¥ thuat d6i v6i cac hang hoa tham du thau theo yéu cau cia E-HSMT
va chiu trach nhiém vé ndi dung va tinh chinh xéc giita ban gdc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu ciu ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

- C¢ file word dinh kem duong link tra ctru tai li¢u k¥ thuat ctia hang hoa duoc
cong bd trén Website chinh thirc ciia Hang san xuat/ Hang chu so hitu.

D4i v6i hang hoa 13 Thiét bi y té&: Nop thém cac tai liéu sau.

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

- S6 luu hanh con hiéu lyc bao gém S6 cong bd tiéu chuan ap dung d6i véi
thiét bi y té thudc loai A, B do SO Y té cap hodc S6 gidy ching nhan ding ky luu
hanh dbi véi thiét bi y té thudc loai C, D do B Y té cap va Két qua phan loai thiét
biy té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
50 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
cua Chinh phu.

Luuy:

- Trong trudng hop Nha thau chimg minh hang héa chao thau khong phai 14
Thiét bi y t& (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 héa do.



- Nha thau phai cam két hang hoa chao thau dd duoc ké khai gia (D41 voi hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu sé 29/2024/TT-BYT ngay
03/11/2024 ciia B Y té) hoic niém yét gia Thiét b y té theo Khoan 9 & 10, Diéu 1,
Nghi dinh 07/2023/ND-CP ngay 03/03/2023.

- Nha thau c6 cam két tai thoi diém ddi chiéu tai liéu hodc hoan thién hop
d6ng: Nha thau phai ndp cac tai liéu ching minh kha ning cung tng hang héa cé
ngudn goc ré rang va hep 18, nham dam bao dap tng yéu cau vé ning luc ky thuat
theo quy dinh vé “Diéu kién ky két hop ddng” tai Khoan 2 Piéu 66 Luat dau thau so
22/2023/QH15. Trudng hop Nha thau khong thé cung cép tai liéu ching 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 v6i véu clu lip dit, giao hang, tudi tho cia hang héa:

1. Cam két tat ca hang hoa cung cap méi 100%, san xuét tir nam 2025 trd di
chua qua st dung, c6 ngudn gdc xudt xr rd rang, con nguyén dai, nguyén kién theo
quy cach dong goi ctia nha san xuat.

2. Tai budc dbi chiéu tai lidu, nha thau cung cdp hang hoa dé Bén mua tién
hanh Xac nhan gi4 tri sir dung ctia phuong phap trong Quan Iy cht lugng xét nghiém
theo Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 ctia Bo Y té; trong truong hop
thir nghiém hang hoa thuc té khong dap tng dung tinh ning k¥ thuat di chao tai E-
HSDT va yéu cau ki thuat cia E-HSMT thi dugc hiéu nha thau khong dép tmg danh
gia vé k¥ thuat. Trong trudng hop nha thau khong dong ¥ cung cap hang hoa thir
nghiém tai budc ddi chiéu tai lidu, hang hoa cung cap theo Hop dong sau khi Bén
mua thir nghiém khong dap tmg duoc Quyét dinh s6 2429/QP-BYT ngay
12/06/2017 ctia BO Y té, nha thau s& bj chdm dut hop dong va Bén mua sé& ra Quyét
dinh xir 1y vi pham va dang tai 1én Hé théng mang d4u thau Qudc gia.

3. Cam két cung cdp hang hoa trong thdi gian 3 ngay 1am viéc ké tir ltic nhan
duoc don hang ctia Pon vi, d6i véi truong hop giao hang gap, dot xuat: trong vong
48 gio.

Muc 2. Ban vé: Khong ¢6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghié¢m céac hang hoa dugc
yéu cau s& duoc to chure tai Trung tAm Y té Ea H’leo; Dia chi: 82 Pién Bién Phu -
X4 Ea Dring — tinh Dak Lik. Hang héa nha thau cung cap trudc khi duge nghiém
thu s& dugc bén moi thau kiém. Bat ctr hang hoa nao khong dam bao chat luong theo



yéu cau cia E-HSMT va E-HSDT sé& khong duoc nghiém thu.



