Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuit

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

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

- Tén du toan mua sdm: Mua hoa chét, vat tu xét nghiém phuc vu cong tac
kham bénh, chira bénh nam 2026.

- Tén goi thau: Mua hoéa chat, vat tu xét nghiém phuc vu cong tac kham
bénh, chira bénh nam 2026.

- Chu dau tu: Trung tim Y té khu vuc Yén Thay

- Dja diém thuc hién: Trung tam Y té khu vuc Yén Thuy. Dia chi: S6 546,
duong Tran Hung Pao, x4 Yén Thay, tinh Pha Tho

- Hinh thtrc lya chon nha thau: PAu thau rong rai.

- Phuong thure lya chon nha thau: Mot giai doan mot tui ho so

- Ngudn von: Ngudn ngan sach nha nudc, quy bao hiém y té, ngudn tai
chinh hop phap khéc cua don vi

- Thoi gian bat dau to chirc lua chon nha thau: Quy Il nim 2026

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 12 thang

1.2. Yéu céu vé ky thuat

1.2.1. Yéu cau chung:

- Yéu cau nha thau mo ta thong sb k¥ thuat ctia hang hoa va cac dich vu lién
quan chimg minh hang hoa do nha thau chao tuan thi cac thong s6 ki thuat va cac
tiéu chuan dudi ddy hoic 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 cac tiéu
chuan chét luong, tinh nang k¥ thuat yéu cau. Nha thdu cé thé lwa chon dw thiu
héang héa cé nguén géc, xuit xir, nha san xudt, thwong hiéu phit hop véi diéu
kién cung cdp nhwng phdi dim bdo yéu cau cé théng sé ky thudt, tinh nang sir
dung, tiéu chudn cong nghé “twong dwong” hodc tét hon so véi cac yéu ciu cu
thé & dudi va cung cép tai liéu chting minh su dap tmg tot hon cta hang héa chao
thau so v&i yéu cau cia HSMT.

- N6i ham twong duong dugc quy dinh trong yéu cau k§ thuat duoc hiéu la:
(1) Pugc co quan c6 tham quyén ching nhan trong duong tiéu chuin

(2) Tuong duong vé chat luong hinh anh, d6 chinh xac mau sac va goc nhin.
(3) Tuwong tuong vé tinh chét co khi va thudc tinh vat Iy cta vt liéu.

(4) Tuong duong vé tinh ning co ban, d6 tin cdy, pham vi ing dung



(5) Tuong duong vé cong sut; hiu suit, yéu cau thong sb dau vao; danh
muc, do chinh xéac két qua dau ra.

(6) Tuong dwong vé gia tri do; d6 chinh xac két qua do;

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

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

- Nha thau phai cam két hang hoa tuong thich véi cac trang thiét bi hién co
tai Pon vi st dung (Chi dp dung doi véi cdc mdt hang sir dung cho mdy c6 tai
bénh vién), béng mot trong cac céch sau:

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

+ Tai liéu nghi¢ém thu cta 01 don vi st dung bat ky nao da st dung hang
héa chao thau cho cac trang thiét bi tuong tu cua Pon vi va hoat dong tt.

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

+ Hodc tai li¢u khac c6 gié tr1 chiing minh twong duong.

- Nha thau phai c6 bang dap tmg vé k¥ thuat cuia hang hoa chao thau theo
cic mau sau:
+ Bang dap tmg tinh phap Iy hang héa (file word/excel + ban ky déng déu, scan dinh kém
E-HSDT):

Tén thwon; Tieu
. . . Quy chuén A
mai tham | . | Tén . ’ <. |Thong tin
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Nha thau cam két nhizng ngi dung ké khai néu trén la chinh xéc va hoan toan chju trach nhigm vé thong tin ké khai.

Trwong hop Nha thau cd tinh ké khai théng tin khéng trung thue nham vieot qua bude danh gid vé kyj thudt sé dwoc coi ld hanh vi gian ldn
trong ddu thiu theo quy dinh tai Khodn 4 Piéu 16 Ludt Péu thau va Nha thau s& hodn toan chiu trach nhiém, chdp nhén chiu xir 1y theo quy|
\dinh ciia E-HSMT va phdp lugt vé déu thau

Luu y: (*): Tai budc hoan thién, ky két hop dong, d6i véi hang hoa 1a vat
tu, nha thau phai cung cAp ma vat tu phuc vu thanh toan bao hiémy té (néu co)
theo Thong tu sb 04/2017/TT-BYT, Quyét dinh sé 5086/QD-BYT ngay
04/11/2021 (dot 1) va cac Quyét dinh cap nhat, bd sung cac dot tiép theo. Trong
truong hop tén hang hoa theo khong tring véi Thong tu sé 04/2017/TT-BYT,
Quyét dinh s6 5086/QD-BYT va cac vin ban lién quan, nha thau cé trach nhiém
phdi hop cling Bén mua giai quyét va dinh chinh thong tin dé thuc hién thanh toan
BHYT

- Nha thau phai c6 bang dap ung vé ky thuat cia hang héa chao thau so
sanh vai yéu cau ki thuat cuia E-HSMT (dinh kém file word/excel + ban ky déng

dau, scan tai E-HSDT):

STT| Tén | Yéucau | Quycach | Dap tng ky thuat Quy Tai liéu ky thuat tham
hang | ky thuat | dong goi | cia Ho so duthau | cach chiéu trong E-HSDT
hod | ciaHo | (tham dong

SO moi khao) goi cua
thau theo E- hang
HSMT héa du
thau
o @ 3 (4) () (6) ()
1 Theo Tén Quy céach | - Tén hang hoa: ... Quy
HSMT hang | dong goi | - Tén thuong mai | cach
hoé theo | theo (néu co): Ténhang | dong
HSMT | HSMT | hoa theo sb cong | goi
b6 Iwu hanh, hodc | thuc té
theo ching tir nhap cua
hang (trong truong |  hang
hop ¢6 su sai khac | hoa du
v6i Tén hang hoa | thau
theo HSMT).
- Model: ...
- Nha san xuat: ...
- Xuat xur: ...
- Chu so hitu (néu
coO): ...
M6 ta M0 ta hang hoa cuia Dan chiéu ting chi tiét mo
hang E-HSDT (chi tiét ta hang hoa (trich dan cu thé
hoa cua dap tng tirng muc) tai Trang... cua Catalog/Tai
E- liéu ky thuat va M6 ta hinh
HSMT anh... thugc E-HSDT) (theo
vi du duéi day bao gom ca




STT| Tén Yéu cau | Quy cach | Dép tng k¥ thuat Quy Tai liéu ky thuat tham
hang | ky thuat | dong goi | cia Ho so duthau | cach chiéu trong E-HSDT
hoa | ciaHo | (tham dong

SO moi khao) goi cua
thau theo E- hang
HSMT hoa du
thau
(1) (2) (3) (4) (5) (6) (7)

doan van moé ta chi tiét noi
dung dap ng)

Pong thoi, nha thau can
danh ddu (Highlight) trén
tai liéu ky thuat thong s cu
thé cua hang hoa dap ung
yéu cau ky thuat tai E-
HSMT.

Tiéu chi dap ung
twong duong hodc
t6t hon

- Tai liéu chitng minh theo
huéng dan bén trén vé “Noi
ham tuong duong”

- Hoac tai liéu chang minh
mot s tinh ning ky thuat
cua E-HSMT dua ra la ti€u
chi khong co ban (viéc
khong dap ang khong lam
anh huong téi tinh nang st
dung cua hang hoa du thau)
dé T chuyén gia xem xét
danh gia “Chip nhan duogc”.

Tiéu chi gay han
ché nha thau
(khong duoc xem
xét va danh gid)

Tai liéu ching minh yéu cau
ky thuat chi ¢6 duy nhat 01
nha san xuat dap tng

Nha thau cam két nhing néi dung ké khai néu trén la chinh xac va hoan toan chju trach nhiém
vé théng tin ké khai.
Truong hop Nha thau cé tinh ké khai théng tin khéng trung thuc nham vieot qua bude danh gid vé ky
thudt sé duoc coi 1a hanh vi gian ldn trong dau thau theo quy dinh tai Khodn 4 Diéu 16 Ludt Pdu
thau va Nha thau sé hoan toan chju trach nhiém, chdp nhdn chiu it Iy theo quy dinh ciia E-HSMT va
phap lugt vé dau thau




1.2.2. Yéu cau Ky thuit chi tiét:

Yéu cau vé diic tinh, cAu hinh théng s6 k§ Quy céach
STT Tén hang hoa thuit ciia hang hoa (Hoic twong dwong, doéng goi
hoic tot hon) tham khéo
Hoa chat xét nghiém dinh lwong Albumin
trén may sinh hoa; dai do: 1,6-6 g/dL (16 - 60
g/L)
Thanh phan gom:
Hoa chat: R
1 | ALBUMIN - Succinate buffer, pH 4,20 R:2x125ml
+ Std: 1x2ml
- Bromocresol green: 0.2 mmol/L
- Surfactant
Chét chuén: Std
-Albumin: 3,5 g/dL (35 g/L)
- Sodium azide: < 0.1%
Hoa chat xét nghiém dinh luong ALT/GPT
trén may sinh hoa; dai do: 10 - 450 U/L
Thanh phan gom:
Hoa chit 1: R1
-Tris buffer, pH 7,50
5 Hoa chat xét nghiém | -L-alanine: 680 mmol/L R1: 2x50ml +
dinh luong ALT/GPT | -LDH: >2000 U/L R2: 1x26ml
-Sodium azide: <0,1%
Hoa chit 2: R2
-Alpha-ketoglutarate: 97 mmol/L
-NADH: 1,1 mmol/L
-Sodium azide: <0,1%
Hoa chat xét nghiém dinh luong Amylase
trén may sinh hoa; dai do: 20-1500 U/L
Thanh phan gom:
Hoéa chit xét nghiém - Good's buffer, pH 6,15
3 dinh lwong Amylas.e - CNP-Gs: 2,27 mmol/L 1 x 50ml
' ' - Sodium azide: <0,1%
- Ciing chira calcium va mudi chloride, ciing
nhu potassium thiocyanate cho hiéu suét t6i
uu
Hoa chat xét nghiém dinh luong AST/GOT
trén may sinh hoa; dai do: 10 - 450 U/L;
Hoa chat xét nghiém T}{anh E)han gom: R1: 5x100m +
4 | dinh luong | Hoa chat 1: R1 R2: 1x127m
AST/GOT -Tris buffer, pH 7,8

-L-aspartate: 330 mmol/L
-LDH: >2000 U/L




STT

Tén hang hoa

Yéu ciu vé dic tinh, cAu hinh thong s ky
thuit ctiia hang hoa (Hoic twong dwong,
hoic tot hon)

Quy cach
dong goi
tham khao

-MDH: > 1000 U/L

-Sodium azide: <0,1%

Hoa chit 2: R2
-Alpha-ketoglutarate: 78 mmol/L
-NADH: 1.1 mmol/L

-Sodium azide: <0,1%

Hoba chét xét nghiém
dinh luong Bilirubin

Direct

Hoa chat xét nghiém dinh lwong Bilirubin
Direct mau huyét thanh/huyét tuong ngudi
trén may sinh hoda; dai do: 0,08-10,55 mg/dL
(1,4-180,4 umol/L);

Thanh phan gom:

Hoa chét 1: R1.

- Sulfanilic acid: 29 mmol/L

Hoa chat 2: R2

- Sodium nitrite: 11 mmol/L

R1: 1x100ml +
R2: 1x25ml, ti
1¢ R2/R1: 1/4

Hoba chét xét nghiém
dinh luwong Bilirubin

Total

Hoa chat xét nghiém dinh lugng Bilirubin
Total mau huyét thanh/huyét tuong nguoi
trén may sinh hoda; dai do: 0,25-25 mg/dL
(4,3-427,6 umol/L);

Hoba chét 1: R1.

- Sulfanilic acid: 29 mmol/L

- Cetrimide: 29 mmol/L

Hoa chat 2: R2

- Sodium nitrite: 11 mmol/L

R1: 2x100ml +
R2: 1x50ml

Cholesterol

Hoa chat xét nghiém dinh lugng Cholesterol
trén may sinh hoa; dai do: 20 - 600 mg/dL
(0,52-15,52 mmol/L);

Thanh phan gom:

Hoa chat: R

- Good's buffer, pH 6,7

- Phenol: 24 mmol/L

- Cholesterol esterase: > 180 U/L

- Cholesterol oxidase : > 200 U/L

- Peroxidase : > 1000 U/L

- 4-aminoantipyrine: 0.5 mmol/L- Sodium
azide: <0,1%

Chét chuan: Std

- Cholesterol: 200mg/dL

R: 6 x 100 ml
+ std: 1x5 ml

Hoa chat xét nghiém
dinh lugng CK-MB

Hoa chat xét nghiém dinh lugng CK-MB trén
may sinh hoa; dai do: 10 - 600 U/L;

R1: 2x50ml +
R2: 1x26ml




Yéu ciu vé dic tinh, cu hinh théng s6 k§ Quy céch
STT Tén hang hoa thuat cia hang hoa (Hoic twong dwong, doéng goi
hoac tot hon) tham khaio
Thanh phan gom:
Hoéa chét 1: R1
- Imidazole buffer, pH 6.1 (20°C)
- D-Glucose: 25 mmol/L
- NADP: 2,5 mmol/L
- Hexokinase : > 6800 U/L
- Sodium azide: < 0,1%
Hoéa chét 2: R2
- Imidazole buffer, pH 8.9 (20°C)
- Creatine phosphate: 250 mmol/L
- ADP: 15,2 mmol/L
- G-6-PDH: > 8800 U/L
- Sodium azide: <0,1%
Hoa chat kiém chuan, kiém tra chat luong xét
nghiém CK-MB;
Thanh phan: .
9 | CK-MB Control San pham dong kho dugc chuan bi tir huyét 4x 3 mL/hop
thanh nguoi va CK-MB nguoi
Sodium azide: < 0,1%
Hoa chat xét nghiém dinh luong Creatinine
mau huyét thanh ngudi trén may sinh hoa;
dai do: 0,5-15 mg/dL (44-1326 pumol/L)
Thanh phan gom:
CREATININE Héa c_hét I:RI R1: 1x125ml +
10 JAFFE - PICFIC’aCId 8,73 mmol/L R2: 1x125ml +
Hoa chat 2: R2 Std: 1 x5ml
- Sodium hydroxide: 312,5 mmol/L
- Disodium phosphate 12,5 mmol/L
Chét chuan: Std
- Creatinine: 2 mg/dL (177umol/L)
Hoa chat xét nghiém dinh luong Gamma-GT
trén may sinh hoa; dai do: 15-1200 U/L
Thanh phan gom:
, L o Hoa chat 1: R1
" ?;i Cfgﬂ’:gi‘iﬁ - Glycylglycine, pH 7,70 (37°C): 138 R1: 4x50ml +
i i mmol/L R2: 2x26ml

GT

- Sodium azide: <0.1%
Hoa chat 2: R2

- GLUPA-C: 23 mmol/L
- Sodium azide: <0,1%




STT

Tén hang hoa

Yéu ciu vé dic tinh, cAu hinh thong s ky
thuit ctiia hang hoa (Hoic twong dwong,
hoic tot hon)

Quy cach
dong goi
tham khao

12

Hoba chit xét nghiém
dinh lugng Glucose

Hoa chat xét nghiém dinh luong Glucose trén
may sinh hoa; dai do: 20 - 400 mg/dL (1.11 —
22,20 mmol/L)

Thanh phan gom:

Héba chat: R

- Phosphate buffer, pH 7,4

- Phenol: 10 mmol/L

- 4-aminoantipyrine: 0,3 mmol/L

- Peroxidase: > 700 U/L

- Glucose oxidase: > 10000 U/L

- Sodium azide: < 0,1%

Chat chuan Std

- D-glucose: 100 mg/dL (5,55 mmol/L)

R: 6 x 100 ml
+ Std: 1x5 ml

13

HDL Cholesterol

Hoa chat xét nghiém dinh luong Cholesterol
HDL trén may sinh héa; dai do: 5 - 200
mg/dL (0,13-5,17 mmol/L);

Thanh phan gom:

Ho4 chét 1: R1

-Buffer, pH 6,85
-N-(2-Hydroxy-3-sulfopropyl)-3,5-
dimethoxyaniline sodium salt (HDAOS): >
0,5 mmol/L

-Peroxidase: > 8000 U/L

Ho4 chét 2: R2

-Buffer, pH 8,15

-Cholesterol Oxidase: > 2000 U/L
-Cholesterol Esterase: > 180 U/L
-Peroxidase: > 15000 U/L
-4-aminoantipyrine: > 2 mmol/L
-Surfactant: 0,6 %

-Sodium azide: < 0,1 %

R1: 2x90ml +
R2: 1x60ml

14

LDL
CHOLESTEROL

Hoa chat xét nghiém dinh lugng Cholesterol
LDL trén may sinh hoa; dai do: 15 - 600
mg/dL (0,39-15,52 mmol/L)

Thanh phan gom:

Hoa chat 1: R1

-Buffer, pH 6,85
-N-(2-Hydroxy-3-sulfopropyl)-3,5-
dimethoxyaniline sodium salt (HDAOS): >
0,5 mmol/L

R1: 4x21ml +
R2: 2x14ml;




STT

Tén hang hoa

Yéu ciu vé dic tinh, cAu hinh thong s ky
thuit ctiia hang hoa (Hoic twong dwong,
hoic tot hon)

Quy cach
dong goi
tham khao

-Peroxidase: > 5000 U/L

-Surfactant: 1%

Ho4 chit 2: R2

-Buffer, pH 8,15

-Cholesterol Oxidase: > 2000 U/L
-Cholesterol Esterase: > 2000 U/L
-Peroxidase: > 20000 U/L
-4-aminoantipyrine (4-AA): > 2 mmol/L
-Surfactant: 0,025 %

-Sodium azide: < 0,1 %

15

HDL
CALIBRATOR

LDL

Ho4 chét hiéu chuan HDL va LDL
Cholesterol;
Thanh phan: Huyét thanh nguoi dong kho

4 x 1mL/hop

16

TOTAL PROTEIN

Hoa chat xét nghiém dinh luong Protein toan
phan trong huyét tuong/ huyét thanh ngudi
trén may sinh hda;

Dai do: 0,2-12 g/dL (2-120 g/L)

Thanh phan gom:

Hoa chat: R

- Copper sulfate: 6 mmol/L

- Sodium hydroxide: 490 mmol/L

Ciing chtra iodide va mudi tartrate cho hiéu
suét toi uu

Chét chuan: Std

-Albumin 6 g/dL

-Sodium azide: <0.1%

17

Hoa chat xét nghiém

dinh
Triglycerides

luong

*Hoa chat xét nghi¢m dinh lugng
Triglycerides trong huyét trong/huyét thanh
nguoi trén may xét nghiém hoa sinh

* Dai do 30-1000 mg/dL (0,34-11,30
mmol/L)

*Thanh phan:

Hoa chit R

- Good's buffer, pH 7,0

- P- chlorophenol: 2,7 mmol/L

- ATP: 3,15 mmol/L

- Amino- 4- antipyrine: 0,31 mmol/L

- Lipoprotein lipase: > 2000 U/L

- Glycerol kinase: > 500 U/L

- Glycerol- 3- phosphate oxidase: > 4000 U/L




STT

Tén hang hoa

Yéu ciu vé dic tinh, cAu hinh thong s ky
thuit ctiia hang hoa (Hoic twong dwong,
hoic tot hon)

Quy cach
dong goi
tham khao

- Peroxidase: > 500 U/L

- Sodium azide: <0,1%

Chét chuén: Std

- Glycerol (twong tu triglycerides) 200 mg/dL
- Sodium azide: <0,1%

18

UREA UV

Hoa chat xét nghiém dinh luong Urea trong
huyét trong/ huyét thanh va nudc tiéu ngudi
trén may sinh hda;

Dai do: huyét thanh/huyét twong 10-300
mg/dL (1,67-49,95 mmol/L), nudc tiéu 200-
6000 mg/dL (33-999 mmol/L)

Thanh phan gom:

Hoa chét 1: R1

-Tris buffer, pH 7,60 (37°C)
-Anpha-Ketoglutarate: 9 mmol/L

-Urease: > 8100 U/L

-GIDH: > 1350 U/L

-Sodium azide: < 0,1%

Hoa chét 2: R2

-NADH: 1,3 mmol/L

-Sodium azide: <0,1%

Chét chuan:

- Urea: 50 mg/dL (8,33 mmol/L)

R1: 4x50ml +
R2: 2x26ml +
Std: 1x5ml

19

Uric Acid

*Hoéa chat xét nghiém dinh luong acid Uric
trong huyét trong/ huyét thanh va nudc tiéu
nguoi trén may xét nghiém hoda sinh.

*Dai do: Huyét thanh/huyét trong: 1,5-25
mg/dL; Nudc tiéu: 5-250 mg/dL

*Thanh phan:

Hoa chit R:

- Buffer, pH 7,0 (20-25°C)

- EHSPT: 0,72 mmol/L

- Amino- 4- antipyrine: 0,37 mmol/L

- Uricase: > 150 U/L

- Peroxidase: > 12000 U/L

- Sodium azide: < 0,1%

Chét chuén Std:

- Uric acid: 6 mg/dL (357 pmol/L)

- Sodium azide: < 0,5%

6x50ml + Std:
1x5ml




STT

Tén hang hoa

Yéu ciu vé dic tinh, cAu hinh thong s ky
thuit ctiia hang hoa (Hoic twong dwong,
hoic tot hon)

Quy cach
dong goi
tham khao

Vat liéu kiém soat
muc 1 xét nghiém

Ho4 chat kiém chuan cho két qua xét nghiém
muc 1 cho cac xét nghiém hoa sinh 1iét ké
trong bang gié tri di kém;

Thanh phan:

20 dinh  luwong  céac | - Huyét thanh ngudi dong kho co st dung cac 10x 5 mhop
thong s6 sinh hoa chét phu gia héa hoc/ sinh hoc.
- Nong do cua ting chat phan tich dé kiém
tra cy thé theo timg 10.
Hoa chat kiém chuan cho két qua xét nghiém
muc 2 cho cac xét nghiém hoa sinh liét ké
Vit liéu kiém soat | trong bang gid tri di kém;
91 @ﬁc 2 xét nghiéfn Thén}iphﬁn: - - , 10 x 5 mUhop
dinh  luwgng  cdac | - Huyét thanh nguoi dong kho c6 st dung cac
thong sb sinh hoa chat phu gia hoa hoc/ sinh hoc.
- Nong d6 ctia tirng chét phan tich dé kiém
tra cu thé theo timg 16.
Hoa chat hiéu chuan cho cic xét nghiém hoa
sinh liét ké trong trong bang gia tr1 di kém;
Chat  chuan  xét | Thanh phan:
22 | nghiém dinh lwong | - Huyét thanh nguoi dong kho co sir dung cac | 4 x 3 ml/hop
cac thong s6 sinh hoa | chat phu gia hoa hoc/ sinh hoc.
- Sodium azide < 0,1%
- Nong d6 ctia chat phén tich ddc trung theo
tung 10.
Dung dich dung dé rira kim va cuvette cua
) . . | may xét nghiém hoa sinh.
23 gl‘gii m?;lﬂ;”ﬁ@“ Thanh phin: SOL:1x1L
- Sodium azide < 0,1 %
- Cling chura chét hoat dong bé mit.
24 | Plastic Cuvette CuV'e:t phfin ung bang nhua cho may xét
nghiém sinh hoa
25 | 20W lamp Béng (?én 20W dung cho may xét nghiém
sinh hoa
26 glz,ty in miy dong Gidy in may dong mau
mau
*Hoa chat xét nghiém dinh luong free
97 Thudc thir xét nghiém | thyroxine (FT4) trong huyét twong hoic

dinh luong FT4

huyét thanh nguoi.
*Nguyén 1y do: xét nghiém mién dich lién




STT

Tén hang hoa

Yéu ciu vé dic tinh, cAu hinh thong s ky
thuit ctiia hang hoa (Hoic twong dwong,
hoic tot hon)

Quy cach
dong goi
tham khao

két canh tranh

*Dai bao cao: 0,3-6,0 ng/dL

*Thanh phan:

- Ra: vi hat thuan tir dugc phu véi
streptavidin trong dém TRIS cung chat bao
quan.

- Rb: Lién hop khang thé don dong (chudt)
khang T4 - alkaline phosphatase trong dém
MES cuing chét bao quan.

- Rc: T4 gin biotin trong dém PBS véi chat
bao quan.

(Tuong thich sir dung trén may xét nghiém
mién dich CL-900i)

*Quy cach: 2*50 Test/hop

28

Thudc thir xét nghiém
dinh lugng T3

*Hoéa chat xét nghiém dinh lugng total
triiodothyronine (T3) trong huyét thanh
nguoi.

*Nguyén 1y do: xét nghiém mién dich lién
két canh tranh

*Dai bao cao: 0,2 ng/mL-8,0 ng/mL
*Thanh phan:

- Ra: Vi hat thuén tir dugc phu voi
streptavidin trong dém HEPES véi chat bao
quan

- Rb: Lién hop khang thé don dong (chudt)
khéng T3 - alkaline phosphatase trong dém
MES véi chét bao quan

- Rc: T3 gén biotin trong dém PBS véi chat
bao quan

- Rd: 8-Anilino-1-Napthalenesulfonic Acid
(ANS) trong dém MES véi chat bao quan
(Tuong thich sir dung trén may xét nghiém
mién dich CL-900i)

2x50 Test/hop

29

Thudc thir xét nghiém
dinh luong TSH

*Hoba chat xét nghiém dinh luong thyroid-
stimulating hormone (TSH) trong huyét
thanh nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém
*Dai bao cao: 0,005-100 ulU /mL

*Thanh phan:

- Ra: Cac vi hat thuén tir dugc phu voi khang

2x50 Test/hop




Yéu ciu vé dic tinh, cu hinh théng s6 k§ Quy céch
STT Tén hang hoa thuat cia hang hoa (Hoic twong dwong, doéng goi
hoac tot hon) tham khaio
thé don dong (chudt) khang TSH trong dém
MES vdi chét bao quan.
- Rb: Lién hop khang thé khang TSH -
alkaline phosphatase trong d¢ém MES voi
chit bao quan
(Tuong thich str dung trén may xét nghiém
mién dich CL-900i)
*Hda chat hiéu chuén cho xét nghiém dinh 2 C0:1x2,0
PO 2, | lugng free thyroxine (FT4) mL/lo;
Chat hiéu chuan xét : \ 2 , L
o ) * Thanh phan: FT4 tong hop ¢ 3 mlrc nong C1:1x2,0
30 | nghiém dinh luong | .

FT4 do mL/lo ;
(Tuong thich sir dung trén may xét nghiém C2:1x2,0
mién dich CL-900i) mL/lo

’ 9 *Hoa chit hiéu chuén cho xét nghiém dinh Cr?i;j'o

Chat hi¢u chuan xét | lugng total :criiodotl}yronine (T3) ‘ Cl:lxé’ 0

31 | nghiém dinh Ilugng | * Thanh phan: T3 tong hop ¢ 3 mic nong do '
T3 (Twong thich str dung trén may xét nghiém m_L/IQ ;
mién dich CL-900i) C2:1x2,0
mL/lo
, 9 *Hoa chét hiéu chuan cho xét nghiém dinh CISIEZCZ)_'O
Chat hiéu chuan xét | lugng thyro‘id-stimulating hormone (TSH) C1:1><£ 0
32 | nghiém dinh lwong | *Thanh phan: , L/l )

TSH CO0: dém albumin hl‘lyét thanh bo (BSA), Cl, co: 1xé,’0
C2: TSH ¢ 2 muc nong do. mL/lo
*Hoéa chat kiém chuan muc thap cho cac xét

Vat liéu kiém soat nghiém FT3, FT4, T3, T4, TSH,Tg

23 mﬁc thap xét/ nghiAém *Thanh phan: cac chat FT3, FT4, T3, T4, 3%5 mL/hp
dinh lugng cac thong | TSH, Tg.

s6 mién dich (Tuong thich str dung trén may xét nghiém
mién dich CL-900i)

*Hoba chat kiém chuan mirc cao cho cic xét
Vat liéu kiém soat nghiém FT3, FT4, T3, T4, TSH,Tg
2 @1’10 cao xét,nghiAém *Thanh phan: cac chat FT3, FT4, T3, T4, 3%5 mL/hop
dinh lugong cac thong | TSH, Tg.

s6 mién dich (Tuong thich str dung trén may xét nghiém
mién dich CL-900i)

35 Cuvet dung cho may | *Cuvette phan ung dung cho may CL-900i, z(i/)[(;xgi/:lzu:f

xét nghiém mién dich

1000i, 1200i

21 hop, moi
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(Tuong thich str dung trén may xét nghiém
mién dich CL-900i)

hop c6 2 khay,
moi khay co
88 cuvette)

36

IVD kich hoat phan
ung hoa phat quang
xét

trong nghi¢m

mién dich

*Thudc thir tvong thich sir dung cho cac may
xét nghiém mién dich héa phat quang dong
CL cua Mindray

*Thanh phﬁn: Dung dich dém chira AMPPD,
chat huynh quang va chit hoat dong bé mit.
(Tuong thich stir dung trén may xét nghiém
mién dich CL-900i)

75ml x4

37

IVD rta dung cho
may xét nghiém mién
dich

*Thanh phan: Pém Tris, chat hoat dong bé
mit, chat bao quan

(Tuong thich sir dung trén may xét nghiém
mién dich CL-900i)

10 L/thung

38

IVD rtra dung cho
may xét nghiém

Dung dich rira may tuong thich str dung cho
cac may xét nghiém huyét hoc Mindray
Thanh phan gom:

- Surfactant: < 0,2%

- Sodium hypochlorous: < 12%

- Sodium hydroxide: <5%

(Tuong thich sir dung trén may xét nghiém
mién dich CL-900i)

50ml x 1

39

Hoba chit xét nghiém
dinh luong HbAlc

*Hoa chat xét nghiém mién dich huynh
quang (FIA) dé xac dinh dinh lugng HbA lc
(Hemoglobin Alc) trong mau toan phan ctia
nguoi.

*Thanh phan gém Cartridge, C- Tip (10 uL)
(tui zip), Ti zip cho cartridge, Huéng dan sur
dung va ID chip. Mdi tii nhom kin c6 chira
hai cartridge. Mdi cartridge dugc dong goi
trong mot tai nhém cé ba thanh phan bao
gém mot phan cartridge, mot dém phat hién
va mot phan dém tan huyét.

- Phan cartridge chira mot que xét nghiém,
mang c6 khang HbA 1¢ nguoi ¢ vach xét
nghiém, trong khi IgG cua tho dugc ¢ dinh
& vach kiém soat.

- Phan dém phat hién chira lién hop huynh
quang khang HbA1c nguoi, lién hgp huynh
quang IgG khang tho, albumin huyét thanh




STT

Tén hang hoa

Yéu ciu vé dic tinh, cAu hinh thong s ky
thuit ctiia hang hoa (Hoic twong dwong,
hoic tot hon)

Quy cach
dong goi
tham khao

bo (BSA) nhu mét chat 6n dinh va sodium
aizde 1am chit bao quan trong nudc mubi
dém phosphat (PBS).

- Phan dém tan huyét chira tween 20 va
sodium azide lam

chit bao quan trong nudc mudi dém phosphat
(PBS).

*Dai lam viéc:

- NGSP (%): 4-15 %

- IFCC (mmol/mol): 20,2-140,4 mmol/mol
- eAG (mg/dL): 68,1-383,8 mg/dL

40

Hoba chét kiém chuin
xét nghiém dinh
luong HbAlc

* Hoa chat kiém chuan xét nghiém dinh
luong HbA lc duoc thiét ké dé st dung trong
chan doan in vitro trong viéc kiém so4t chat
luong cua bd kit xét nghiém HbALlc Assay
Kit. Dang dong kho.

*Thanh phan: HbAlc Control bao gom
HbA1c Control level 1, HbAlc Control level
2, Huéng dan str dung va Barcode Sheet.

- Control c¢6 chira HbA I¢ stock va huyét
thanh ngua

41

IVD pha loang dung
cho may xét nghiém
huyét hoc

* IVD pha loang dung cho may xét nghi¢m
huyét hoc tham gia do cac thong sb lién quan
dén RBC, PLT, WBC, RET va NRBC, tuong
thich stir dung cho may huyét hoc tu dong
héng Mindray.

*Thanh phan:

Borate Buffert: < 0,5%

Sodium Chloride: <0,1%

20Lx1

42

IVD ly giai dung cho

may xét nghiém

huyét hoc

* VD ly giai dung cho may xét nghiém
huyét hoc tham gia qua trinh phan biét thanh
phan bach cau trong kénh DIFF cing véi
IVD nhudm té bao dung cho may xét nghiém
huyét hoc twong thich sir dung cho méy huyét
hoc tu dong hang Mindray

*Thanh phan:

Surfactant: < 0,5%

Hepes Buffer: < 0,5%

1Lx4




Yéu ciu vé dic tinh, cu hinh théng s6 k§ Quy céch
STT Tén hang hoa thuat cia hang hoa (Hoic twong dwong, doéng goi
hoac tot hon) tham khaio
* IVD nhudm té bao dung cho may xét
nghiém huyét hoc tham gia qua trinh phan
biét thanh phén bach cAu trong kénh DIFF
IVD nhuém té bao | cung v6i IVD ly giai ding cho may xét
43 |dung cho may xét | nghiém huyét hoc twong thich sir dung cho 12mLx4
nghiém huyét hoc méy huyét hoc ty dong hang Mindray.
*Thanh phan:
Fluorochrome: < 0,01%
Ethylene Glycol: 94 - 99 %
*IVD ly giai dung cho may xét nghiém
huyét hoc tham gia vao viéc do cac thong sd
e e lién quan dén hemoglobin, tuong thich st
IVD ly giai dung cho , z . .
, , .. | dung cho may huyét hoc ty dong hang
44 mayA xét  nghiém Mindray 1Lx4
huyét hoe *Thanh phén:
Surfactant: < 0,5%
Borate Buffer: < 0,5%
Dung dich rira may tuong thich str dung cho
IVD rira ding cho Céc‘ may )iét nighiém huyét hoc Mindray
45 |miy xét nghigm | anh phan gom: 50ml x 1
huyét hoe i - Surfactant: < 0,2%
i - Sodium hypochlorous : < 12%
- Sodium hydroxide: < 5%
Chat hiéu chuan xét nghiém dinh lugng cac
thong s6 huyét hoc 1a dung dich hiéu chuan,
Chét hiéu chuan xét | dung dé xay dung cac duong hiéu chuan cho
46 nghiém dinh lwong | viée dinh lugng céc thanh phﬁr} huyét hoc, aml
cac thong so6 huyét | dung cho may xét nghiém huyét hoc ty dong;
hoc *Thanh phan: hong cau nguoi, bach cau va
tiéu cau dong vat c6 v, bao quan trong mot
dung dich mé phong huyét twong ngudi.
) L . | Hoa chat kiém chuan cho xét nghiém dém té
Hoa chat kiém chuén | ,
. o . bao mau
47 xet ng,hle_:m R dml: *Thanh phén: héng cau nguoi, bach cau va
lugng cac thong s6 | ., , .. T . R
huyét hoc tiéu ca1‘1 dong vat co Vu,’bao quan trong mot
’ dung dich tuong ty huyét tuong.
H/oa chat liem chl?an Hoa chat kiém chuan cho xét nghiém dém té
xét nghiém dinh | | i
48 bao mau

lugng cac thong sb
huyét hoc

*Thanh phan: hong cau ngudi, bach cau va




Yéu ciu vé dic tinh, cAu hinh thong s ky Quy cach
STT Tén hang hoa thuat cia hang hoa (Hoic twong dwong, doéng goi
hoic tot hon) tham khao

tiéu cau dong vat c6 vu, bado quan trong mat
dung dich twong tu huyét tuong.

Oue thir mue tidu 10 Que thir nudc tiéu 10 thong s tuong thich sir
U nuoc ticu

49 thong sé dung trén may xét nghiém nudc tiéu PU-
4010, AE-4020 va AX-4060 ctuia hang Arkray
Hoa chat kiém chuan | Hoa chat kiém chuén twong thich sir dung 1: 2 x 25ml,
50 |dung cho may xét | cho may xét nghiém nudc tiéu AX- muc 2: 2 x
nghiém nuéc tiéu 4060/Arkray 25ml

1.3. Cac yéu cau khac
* Nha thdau phdi ngp cung véi E-HSDT cdc tai liéu sau day:
Pbi véi toan bo hang hoa:

- Co Catalog hodc tai liéu k¥ thuat khac ciia Nha san xuat c6 day du noi
dung chimg minh cac dic tinh, thong sd k¥ thuat di véi cac hang hoa chao thau
(Néu 13 ngdn ngir nude ngoai phai c6 ban dich sang tiéng Viét) ¢ day du ndi dung
chtng minh thong s6 k¥ thuat d6i véi cac hang hoa tham dy thau theo yéu cau cia
E-HSMT va chiju trach nhiém vé noi dung va tinh chinh xac giita ban gc va ban
dich). Pong thoi, nha thau can danh dau (Highlight) thong so cu thé clia hang
héa dap @ng yéu ciu k¥ thuit tai E-HSMT trén ca tii liéu Tiéng Anh va Tiéng
Viét.

Dbi v4i hang hoa 13 Thiét bi y té: Nop thém cac tai liéu sau.

- C6 gidy chung nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoic
CE hoac FDA hodc tuong duong ctuia nha san xudt con hiéu lyc véi cac mit hang
tham du.

- S Tuu hanh con hiéu lyc bao gdm S6 cong bd tiéu chuan ap dung d6i véi
Thiét bi y té thudc loai A, B do S&'Y té cap hodc SO gidy chimg nhan dang ky luu
hanh d6i véi Thiét bi y té thudc loai C, D do B Y té cip 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 sé 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP
ngay 01/01/2025 ctia Chinh phii. Déi v6i trudng hop S6 luu hanh hét hiéu luc, dé
nghi Nha thau giai trinh kha ning cung tmg hang hoa.

Luuy:

- Trong truong hop Nha thiu chimg minh hang hoa chao thiu khong phai
1a Thiét bi y té (Thiét bi phong thi nghiém hodc thiét bi thi nghiém diing trong y
té hodic thiét bi phu tro ding cho y t€) thi Nha thau khong can nop S6 luu hanh va
Két qua phan loai Thiét bi y té cho hang hoa do.



- Nha thau phai cam két hang héa chao thau da dugc ké khai gia (D6i voi
hang hoa bat budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT
ngay 03/11/2024 ctia Bo Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10,
Piéu 1, Nghi dinh 07/2023/ND-CP ngay 03/03/2023.

- Nha thau c6 cam két tai thoi diém d6i chiéu tai liéu hodc hoan thién hop
d6ng: Nha thau phai ndp céc tai liéu ching minh kha ning cung ng hang héa
¢6 ngudn gdc rd rang va hop 1, nhim dam bao dap tng yéu cau vé ning luc k¥
thuat theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat dau
thau s 22/2023/QH15. Truong hop Nha thau khong thé cung cép tai liéu ching
minh, Nha thau s& khong du diéu kién xét tring thau theo huéng dan tai Khoan
19 Picu 140 Nghi dinh s6 214/2025/ND-CP.

Déi véi yéu cau lap dit, giao hang, tudi tho cua hang hda:

Cam két tat ca hang héa cung cap mdi 100%, chua qua st dung, san xuat

nam 2025 tré di, c6 ngudn gde xudt xir rd rang, con nguyén dai, nguyén kién theo
quy cach dong goi ctia nha san xuat.
Muc 2. Ban vé: Khong co

Muc 3. Kiém tra va thu nghiém: Viéc kiém tra, thir nghiém céac hang hoéa duoc
yéu cau s& duoc to chirc tai Trung tam Y té khu vuc Yén Thuy; Dia chi: S6 546,
duong Tran Hung Pao, x3 Yén Thuy, tinh Pht Tho. Hang hoa nha thau cung cap
trude khi dugc nghiém thu sé dugc bén moi thau kiém. Bt ctr hang héa nao khong
dam bao chat lugng theo yéu cau cia E-HSMT va E-HSDT sé& khong dugc nghiém
thu



