Phin 2. YEU CAU VE KY THUAT
Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

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

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

- Tén dy toan mua sdm: Mua sidm hoa chit xét nghiém, sinh phém cho Bénh
vién da khoa Nam Nhun nam 2026.

- Tén gobi thau: Mua sdm hoa chét xét nghi¢m, sinh phém cho Bénh vién da
khoa Nam Nhun nam 2026.

- Chu dau tu: Bénh vién da khoa Nam Nhun

- Pia diém thuc hién: Bénh vién da khoa Nam Nhun. Dia chi: T6 dan phd
Noong Kiéng, xa Nam Hang, tinh Lai Chau

- Hinh thtrc lya chon nha thau: Chao hang canh tranh, trong nudc, qua
mang.

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

- Ngudn vén: Ngudn thu sy nghiép va cac ngudn thu hgp phap khac

- Thoi gian bat dau t6 chirc lya chon nha thau: Quy 11, 2026

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thue hién géi thau: 60 ngay

1.2. Yéu cau vé ky thuat

1.2.1. Yéu ciu chung:

- Yéu cau nha thau mé ta thong s6 k¥ thuat ctia hang hoa va céc dich vy lién
quan chimg minh hang hoa do nha thau chao tuén th cac thong sé ky thuat va
cac tiéu chuan dudi ddy hodc ¢ cau hinh twong duong. Bat ky thuong hiéu, nhin
hiéu ndo néu c6 trong bang yéu cau ky thuat déu mang tinh chat minh hoa cac tiéu
chuan chat luong, tinh ning k¥ thuét yéu cau. Nha thau cé thé lwa chon duw thiu
hang héa cé nguén goc, xudt xir, nha san xudt, thwong hi¢u phix hop véi diéu
ki¢n cung cdp nhwng phdi dam bdo yéu ciu cé thong sé ky thudt, tinh ning s
dung, tiéu chudn cong nghé “twong dwong” hodc tét hon so véi cac yéu ciu cu
thé ¢ dudi va cung cép tai liéu chirng minh su dép tng tot hon ctia hang héa chao
thau so v&i yéu cau cia HSMT.

- N6i ham twong duong dugc quy dinh trong yéu cau k¥ thuét dugc hiéu 1a:
(1) Pugc co quan c6 tham quyén ching nhan tuong duong tiéu chuan

(2) Tuong dwong vé chat lugng hinh anh, do chinh x4c mau sic va goc nhin.
(3) Tuong twong vé tinh chat co khi va thudc tinh vat Iy cua vat liéu.

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



(5) Tuong duong vé cong suit; hiéu suét, yéu cau thong sd 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 lugng, ndng do, tinh chat

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

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

Tiéu
Tén thuong Qu chuén
maitham | ., | Tén . " y +. | Thdng tin
. Ky ma . | Cha | cach . A chat N .
N khao a nha . . Phan loai thiét bi o 3 ké khai
Tén o | hiéu/ | sé | dong £ N 5 Giay phép | lwgng | . . i Tia i
T han (luu y tén Nhan san hitu | e6i cita y té theo Nghi (S0 luu hanh bén hang (néu| 1SO gia (néu | Tai liéu san
"9 hanghoa | o0 | xudt, | 8% U | ginh 98/2021/ND-| ciia TTBYT ne * |c6)/niém|  phim
héa M mac sian «. | (méu | hang cd) CE.... .,
theo So luu 2 Xuat | . CP .| yetgia
N pham , | c6) |hoadw (Ghi ré o,
hanh xir thiu ey hét (néu cb)
TTBYT) gay
han)
® @ (©) @ |6 |6 O (®) 9) (10) (11) (12) (13)
Néu r6 hang hoa
duwoc phdn logi
nao kém theo sé
in bén phép 1
van hanp ap ly - Catalog,
nhw sau: \
. . N Ghi ré day di \ Brochure,
o - 86 cong bé tiéu | Theohang |~ < ¢4y 4 Payai2| ~ oo
Tén hang P o .| toan bé qua Theo .. |Hudng dan sir
, Theo chuan dp dung doi| hoa thuc té . R N , | thdng tin: i
hoa Theo | Theo han Theo ji thiét biy € | (d trinh: Tén cu |hang héa Gidva dung, ... cia
N N N . vGi thiét bi y té o coquan| . o~ < . %
1 Theo | TTBYT la | hang | hang h(')ag hang shude L /); J , thq; thé Chii s6 hitu| thuc té Théi i nha san xuat.
. ugc logi c6 tham . 01 gian
HSMT]| theo So luu | hoa hoéa hoéa o + . |TTBYT->Nha| (Ghird e g - Tai liéu
N P A thuce <| - Hodc So giay quyén cua . o .| het hiéu , .
hanh thuec té |thuc té| ;| thucté B T i \phdn phoi (néu| ngay het chirng minh
te chirng nhdn dang | Viét Nam , N luc o ,
TTBYT. ] : . P cd) -> Nha han) © | ciuabén thir
ky luu hanh doi cap) 3 (néu co)
TV S thau ba
voi thiét bi y té
thuéc loai C, D
- Hodc Bang phéan
loai TTBYT A4, B,
C,D
Nha thau cam két nhiing ngi dung ké khai néu trén Ia chinh xé&c va hoan toan chju trach nhigm vé thong tin ké khai.
Truong hop Nha thau cd tinh ké khai théng tin khéng trung thue nham vieot qua bude danh gid vé ky thudt sé dugc coi la hanh vi gian lgn
trong ddu thau theo quy dinh tai Khodn 4 Piéu 16 Ludt Péu thau va Nha thau sé hoan toan chiu trach nhiém, chép nhdn chiu xir 1y theo quy|
\dinh ciia E-HSMT va phdp ludt vé déu thau

Luu y: (*): Tai budc hoan thién, ky két hop dong, ddi voi hang hda la vat
tu, nha thau phai cung cAp mé vat tu phuc vu thanh toan bao hiém y té (néu c6)
theo Thong tu sd 04/2017/TT-BYT, Quyét dinh s6 5086/QP-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 van ban lién quan, nha thau co trach nhiém
phdi hop ciing Bé&n mua giai quyét va dinh chinh thong tin dé thuc hién thanh toan
BHYT



- Nha thau phai cd bang dap ung vé ky thuat caa hang héa chao thau so
sanh vai yéu cau ki thuat cuia E-HSMT (dinh kém file word/excel + ban ky dong
d4u, scan tai E-HSDT):

STT| Tén | Yéucau | Quycach | Papungky | Quy Tai lidu ky thuat tham chiéu
hang | kythuat | déng goi | thuat cuaHo | cach trong E-HSDT
hoa | cuaHb (tham so du thau dong
so' moi khao) goi cua
thau theo E- hang
HSMT hoa du
thau
O] @ 3) 4) ) (6) (7
1 Theo | Ténhang | Quy céch | - Tén hang Quy
HSMT | hoatheo | dong g6i | hoa theo S6 | cach
HSMT | theo luu hanh | dong
HSMT TTBYT gai thuc
- Model: ... té cua
- Nha san| hang
XUAt: ... héa du
-Xuatx: ... | thau
- Chu so httu
(néu co): ...
M6 ta M6 ta hang Dan chiéu tung chi tiét mo ta
hang hoa héa cua E- hang hoa téi Trang.. cua
cua E- HSDT (chi Catalog/Tai liéu ky thuat/Mo ta
HSMT tiét dap ung hinh anh... thuéc E-HSDT
trng muc) (Highlight cac noi dung lién

guan téi M6 ta hang hod trén Tai
liéu dan chiéu)

Ti€u chi dap
ung tuong
duong hoac

tot hon

- Tai liéu chang minh theo
hudéng dan bén trén vé “Noi ham
tuong duong”

- Hodc tai liéu ching minh mot
s6 tinh nang ky thuat cua E-
HSMT @ua ra la ti€u chi khong
co ban (viéc khong dap wng
khdng lam anh huong tai tinh
nang st dung cua hang hoa du
thau) dé To chuyén gia xem xét
danh gia “Chap nhan duoc”.

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

Tai liéu chizng minh yéu cau ky
thuat chi cé duy nhat 01 nha san
Xuét dap ung

Nha thau cam két nhiing ngi dung ké khai néu trén la chinh xé&c va hoan toan chju trach nhigm vé théng tin ké khai.
Truong hop Nha thau cé tinh ké khai théng tin khdng trung thuc nham vieot qua bude danh gid vé ki thudt sé duwot coi 1a hanh vi gian lgn




STT| Tén | Yéucau | Quycéach | Papungky | Quy Tai liéu ky thuat tham chiéu
hang | kythuat | donggoi | thuatcaa Ho | cach trong E-HSDT
hoéa cua Ho (tham so du thau dong
$O moi khao) goi cua
thau theo E- hang
HSMT hoa du
thau
1) (2) 3 4) ®) (6) ()

trong dau thau theo quy dinh tai Khodn 4 Piéu 16 Lugdr Pdu thau va Nha thau sé hoan toan chju trach nhiém, chap nhdn chiu xii ly theo
quy dinh ciia E-HSMT va phap lugt vé dau thau

1.2.2. Yéu cau Ky thuit chi tiét:

STT

Tén hang hoa

Thong s6 ky thuit

Quy céch
déng goi tham
khao

Hoa chat  xét

nghiém Ure

- Thanh phan: CAPSO buffer 8 mM pH 7.60,
2-Oxoglutarate 7.5 mM, Urease > 8 KU/I,
GLDH > 800 U/l, NADH 0.25 mM, Chat 6n
dinh.

-Tuyén tinh 300 mg/dl.

- Gi6i1 han phat hién 1 mg/dl.

- Quy cach dong géi téi thiéu: Hop 6 lo x 56
ml R1+ 610 x 14 ml R2

Dat chiing chi: ISO 13485 hodc tuong duong

6 X566 ml+6x
14 mi

Hoa chat  xét

nghiém Creatinin

- Thanh phan: picric acid 14 mM, NaOH 0.18
M,

sodium tetraborate 10 mM, Chét hoat dong bé
mat.

-Tuyén tinh 1én t&i 20 mg/dl

- Gi61 han phat hién 1a 0.2 mg/dl.

- Quy cach dong goi téi thiéu: 4 x 56 ml R1 +
4 x 56 ml R2

Dat chiing chi: ISO 13485 hodc tuong duong

4x56ml+4x
56 ml

Hoa chat  xét

nghiém Glucose

- Thanh phan: phosphate buffer pH 6.50 220
mM, GOD > 15000U/1, POD > 500 U/, 4-
AAP 1mM, phenol 10 mM, chét hoat dong bé
mat

-Tuyén tinh 1én t&i 500 mg/dl

- Gi61 han phat hién 1a 1 mg/dl.

- Quy cach déng gbi téi thiéu: 8 x 56 ml R1
Dat chiing chi: ISO 13485 hodc tuong duong

8 x 56 ml

Ho4a chat  xét

nghiém GOT

- Thanh phan: Tris buffer 80 mM pH 7.65, L-
aspartate 240 mM, 2-Oxoglutarate 12 mM,
NADH 0.18 mM, MDH > 600 U/l, LDH >

6 x56 ml+6x
14 ml




900U/

-Tuyén tinh 1én t&i 440 U/l

- Gi61 han phat hién 1a 0.463 U/L.

- Quy cach dong géi téi thiéu: 6 x 56 ml R1
+6x 14 ml R2

Dat chiing chi: ISO 13485 hodc tuong duong

Hoa  chét
nghiém GPT

x€ét

- Thanh phan: Tris buffer 100 mM pH 7.15,
L-Alanine 500 mM, 2-Oxoglutarate 15 mM,
NADH 0.18 mM, LDH > 1700 U/L.

-Tuyén tinh 1én t&i 440 U/

- Gi61 han phat hién 1a 0.169 U/L.

- Quy cach dong goi tdi thiéu: 6 x 56 ml R1 +
6 x 14 ml R2

Dat chimng chi: ISO 13485 hodc tuong duong

6 x56 ml+6x
14 mi

HbA1C calibrator

-Thanh phan: mau nguoi pha véi chat 6n dinh
va chit bao quan.

- Quy cach dong goi toi thiéu: 5 x 0.5 ml (5
level)

Dat chtimg chi: ISO 13485 hodc tuong duong

5x0.5ml

HbA1C Control

Set

-Thanh phan: mau nguoi pha véi chat 6n dinh
va chit bao quan.

- Quy cach dong gbi téi thiéu: 2 x 0.5 ml (2
level)

Dat chiing chi: ISO 13485 hodc tuong duong

2x0.5ml

Ho4  chat
nghiém HbA1C

xét

- Thanh phan R1: Latex suspension, chat 6n
dinh va chit bao quan.

- Thanh phan R2: Khang thé khang HbA Ic,
chat 6n dinh va chat bao quén.

- Quy cach dong gbi toi thiéu: 1 x 30 ml R1 +
1x10 ml R2

Dat chiing chi: ISO 13485 hodc tuong duong

1 x40 ml

Hoa  chit
nghiém Sat

xét

- Thanh phan R1: acetate buffer 500 mM pH
4.50, thiourea > 50 mM, guanidine
hydrochloride > 100 mM, chét hoat dong bé
mat.

- Thanh phan R2A: ferrozine 6mM

- Thanh phan R2B: sodium ascorbate > 50
mM

-Tuyén tinh 1én t&i 1000 pg/dl.

- G161 han phat hién 1a 25 pg/dl.

- Quy cach dong goi téi thiéu: 4 x 56 ml R1 +
4 x 14 ml R2A + 4 1o b6t cho 14ml R2B

Dat chiing chi: ISO 13485 hodc tuong duong

4x56ml+4x
14 ml




10

Ho4  chét
nghiém
cholesterol

xét

- Thanh phan: Good’s buffer pH 7.20, sodium
cholate 8 mM, CHE > 400 U/l, CHOD > 200
U/1, POD > 500 U/L,

4-AAP 0.6 mM, 4-chlorophenol 2 mM.
-Tuyén tinh 1én t6i 700 mg/dl.

- Gi61 han phat hién 1a 1 mg/dl.

- Quy cach dong géi toi thiéu: 8 x 56 ml R1
Dat chiing chi: ISO 13485 hodc tuong duong

8 x 56 ml

11

Hoa Chat
nghiém
Triglycerid

xét

- Thanh phan: Good’s buffer pH 6.80, ATP 2
mM, GK > 300 U/I, POD > 1000 U/I, LPL >
1000 U/I, GPO > 2000 U/I, TOPS 3 mM, 4-
AAP 0.3 mM, chit hoat dong bé mit va chét
6n dinh.

-Tuyén tinh 1én t&i 1000 mg/dl.

- Gi61 han phat hién 1a 0.69 mg/dl.

Dat chtimng chi: ISO 13485 hodc tuong duong
- Quy cach dong goi tdi thiéu: 8 x 56 ml R1

8 x 56 ml

12

Ho4  chat
nghiém LDL

xét

Dat chting chi: ISO 13485 hodc tuong duong
- Quy cach dong goi tdi thiéu: 2 x 45 ml R1+
2x15mlR2

- Thanh phan R1: Good’s buffer pH 7.0,
cholesterol esterase, cholesterol oxidase,
HMMPS va catalase.

- Thanh phan R2: Good’s buffer pH 7.0, 4-
aminoantipyrine, POD

-Tuyén tinh 1én t&i 500 mg/dl.

- Gi61 han phat hién 1a 1 mg/dl.

2x45ml+2x
15 mi

13

Hoa  chat
nghiém HDL

xét

- Thanh phan R1 : Good’s buffer pH 7.0 30
mmol/l, 4-aminoantipyrine 0.9 mmol/l, POD
2400 U/I, ascorbate oxidase 2700 U/l va
khang thé lipoprotein, hdn hop 5-chloro-2-
methyl-2-H-isothiazol-3-one [EC s6 247-500-
7] va 2-methyl-2-H-isothiazol-3-one [EC s
220-239-6] (3:1) & néng do 0,0015-0,06%.

- Thanh phan R2: Good’s buffer pH 7.0 30
mmol/l, cholesterol esterase 4000 U/I,
cholesterol oxidase 20000 U/I, va F-DAOS
0.8 mmol/l.

-Tuyén tinh 1én t&i 220 mg/dl

- G161 han phat hién 1a 1 mg/dl

DPat chung chi: ISO 13485 hodc tuwong duong
- Quy cach dong goi tdi thiéu: 4 x 45 ml R1 +
4 x 15 ml R2

4x45ml+4x
15 ml




14

Ho4 chat  xét

nghiém Amylaze

- Thanh phan: CNP-G3 2.3 mM, NaCl
350mM, calcium acetate 6 mM, potasium
thiocyanate 600 mM, Good's buffer pH 6.0
100mM, chét 6n dinh va thanh phan khong
phan ung.

-Tuyén tinh 1én t&i 2000 U/L

- Gi61 han phat hién 1a 0.91 U/I.

Dat chiing chi: ISO 13485 hodc tuong duong
- Quy cach dong géi téi thiéu: 3 x 56 ml R1

3x56 ml

15

Ho4a chat  xét

nghiém Abumin

-Thanh phan: succinate buffer 100 mM pH
4.2, bromochresol green 0.2 mM, chét hoat
dong bé mat.

-Tuyén tinh 1én t&i 6g/dl.

- Gi61 han phat hién 1a 0.01g/dl.

Dat chtimg chi: ISO 13485 hodc tuong duong
- Quy cach dong goi tdi thiéu: 8 x 56 ml R1

8 x 56 ml

16

Ho4a chat  xét

nghiém Protein

- Thanh phan: Pong Sunfat 6 mM, sodium-
potassium tartrate 21 mM, potassium iodide 6
mM, NaOH 0.75 M.

-Tuyén tinh 1én t&i 12 g/dl.

- G161 han phat hién 1a 0.1 g/dl

Dat chung chi: ISO 13485 hodc twong duong
- Quy cach dong goi tdi thiéu: 8 x 56 ml R1

8 x 56 ml

17

Ho4a chat  xét

nghiém Bilirubil T

- Thanh phan R1: hydrochloric acid 0.1 M,
chét hoat dong bé mit.

- Thanh phan R2: hydrochloric acid 0.1 M,
salt of 3,5-dichlorobenzene diazonium 2 mM,
chét hoat dong bé mit, chat 6n dinh.

-Tuyén tinh 1én t&i 20 mg/dl.

- G161 han phat hién 1a 0.05 mg/dl.

Dat chung chi: ISO 13485 hodc tuwong duong
- Quy cach dong goi toi thiéu: 6 x 56 ml R1+
6 X 14 ml R2

6x56ml+6x
14 ml

18

Hoa chat  xét

nghiém Bilirubil D

- Thanh phan R1: sodium chloride 0.26 M,
EDTA 0.1 mM.

- Thanh phan R2: EDTA 0.1mM, diazotized
2,4-dichloroaniline 0.1mM, hydrochloric acid
0.18M.

-Tuyén tinh 1én t&i 13 mg/dl.

- G161 han phat hién 1a 0.039 mg/dl.

Dat chiing chi: ISO 13485 hodc tuong duong
- Quy cach dong gbi toi thiéu: 6 x 56 ml R1+
6 x 14 ml R2

6xXx56ml+6x
14 ml




- Thanh phan: Buffer 100 mM pH 6.70,
creatine phosphate 35 mM, glucose 20 mM,
N-acetyl-L-cysteine 20 mM, magnesium
acetate 10 mM, EDTA 2 mM, ADP 2 mM,
NADP 2 mM, AMP 5 mM, Di (adenosine-5')
pentaphosphate 10 puM, glucose-6-phosphate-

19 Hoa chat  xét dehydrogenaseqz 1.5 kU/1, hexokinase > 2.5 2x56ml+2x
nghiém CK-MB kU/1, khang thé don dong khang CK-M- céng 14 ml
suat trc ché > 2000 U/L.
-Tuyén tinh 1én t&i 2000 U/L
- Gi61 han phéat hién 1a 4 U/1.
Dat chtimg chi: ISO 13485 hodc tuong duong
- Quy cach dong goi tdi thiéu: 2 x 56 ml R1 +
2x14mlR2
- Thanh phan R1: Buffer pH 7.50, PEG > 2%,
chét 6n dinh va chat bao quan.
- Thanh phan R2: khang thé khang CRP
Hoa  chdt  xét 1;1gu("ri (Ar?ti-hllmz?n CR»P antibody) >2%, chét 5 %56 ml+1x
20 nghiém CRP on dinh va chat bao quan. 14 ml
’ - Gi61 han phat hién 1a 1.0 mg/1
Dat chung chi: ISO 13485 hodc tuwong duong
- Quy cach dong goi tdi thiéu: 2 x 56 ml R1+
1x14 mlR2
- Thanh phﬁn: chat 6n dinh, sodium azide (<
0,1%) nhu chat bao quan va CRP nguoi.
21 | CRP Calibrator bat chung chi: ISO 13485 hodc twong duong 5x1ml
- Quy cach déng goi toi thiéu: 5 x 1 ml (5
level)
-Thanh phan: Huyét thanh ngudi véi chat phy
gia va cac mo c6 ngudn gdc ngudi va dong
22 | Autocal H vat. 3ml
Dat chung chi: ISO 13485 hodc twong duong
- Quy cach dong goi tdi thiéu: 1o x 3 ml
Vat liéu kiém soat | Pat chung chi: ISO 13485 hodc tuong duong
muc thudng xét | - Quy cach dong goi tdi thiéu: Lo x 5 ml
23 | nghiém dinh luong 5ml
49 thong sb sinh
hoa
Vat liéu kiém soat | Pat chung chi: ISO 13485 hodc tuong duong
mic cao  xét | - Quy cach dong goi ti thiéu: Lo x 5 ml
24 | nghiém dinh lugng 5ml

48 thong sb sinh
hoa




Vat liéu kiém soat
muc cao Xx€ét

Dat chiing chi: ISO 13485 hodc tuong duong
- Quy cach dong goi téi thiéu: Lo x 5 ml

25 | nghiém dinh lugng 5ml
58 thong sb sinh
hoa
Vat liéu kiém soat | Pat ching chi: ISO 13485 hodc tuong duong
muc thudng xét | - Quy cach dong goi tdi thiéu: Lo x 5 ml
26 nghiérfl dinhilug‘i}g 5l
58 thong s6 di¢én
gidi, sinh hoa,
mién dich.
Chét thir dung cho
97 dé xét nghiém dinh | Lo 10ml, dat chting chi chét lugng ISO 13485 10ml
danh nhém mau | hodc tuong duong
(Anti A)
Chét thir dung cho
)8 dé xét nghiém dinh | Lo 10ml, dat chtng chi chét lugng ISO 13485 10ml
danh nhdm mau | hodc tuong duong
(Anti B)
Chét thir dung cho
29 dé xét nghiém dinh | Lo 10ml, dat chtng chi chét lugng ISO 13485 10ml
danh nhém mau | hodc tuong duong
(Anti AB)
Chét thir dung cho
30 dé xét nghiém dinh | Lo 10ml, dat chtng chi chét lugng ISO 13485 10ml
danh nhém mau | hodc tuong duong
(Anti D)
Dat chiing chi: ISO 13485 hodc tuong duong
Mbi hop chira:
Hoa chat  xét | - 24 tai kin, mdi tai chira:
31 | nghiém dong méu + 1 que thur 24 test/hop
PT + 1 tdi hit am
- To hudng dan st dung tiéng Anh.
- Tudi tho san pham: 18 thang
Dat chiing chi: ISO 13485 hodc tuong duong
Mbi hop chira:
Héa chit  xét | - 24 thi kin, mdi thi chira:
32 | nghiém dong méu + 1 que thur 24 test/hop

APTT

+ 1 thi hat 4m
- To hudng dan str dung tiéng Anh.
- Tudi tho san pham: 18 thang




Hoéa chat  xét

Dat chiing chi: ISO 13485 hodc tuong duong
Mbi hop chira:
- 24 thi kin, mdi thi chira:

+ 1 que thur

33 r;g_,;hlcm dong mau 1 i hit Am 24 test/hop
-1 1D chip
- To hudng dan st dung tiéng Anh.
- Tudi tho san pham: 18 thang
Dat chiing chi: ISO 13485 hoac tuong duong
Mbi hop chira:
Thrombin  Time | - 24 tai kin, mdi thi chira:
34 | Reagent Kit + 1 que thtr 24 test/hop
(Clotting) + 1 tai hat &m
- To huéng dan st dung tiéng Anh.
- Tubi tho san pham: 18 thang
Thanh phan:
) L. Surfactant: <0.2%
35 311?;12;03:;;1;1:; Sodium hypochlorous: < 12% 50 mL/lo
" | Sodium hydroxide: < 5%
Chtng nhan: ISO, CE hoac tuong duong
Thanh phan:
) L. Quarternary Ammonium Salts: <50g/L
Hoa chat dung cho . ]
36 | may xét nghiem | omon Surfactant: <15g/L 500 mL/chai
huyét hoc Isopropanol: 0.1-1.5ml/L
i Ethanol: <1.5ml/L
Churng nhan: ISO, CE hodc tuong duong
Thanh phan:
Sodium Chloride: 3.0-5.5g/L
Hoa chét dung cho | Sodium Sulfate Anhydrous: 7.5-11.5g/L
37 | mady xét nghiém | Buffering Agents: 1.0-3.0g/L 20 Lit/thung
huyét hoc Anti-fungal and Anti-bacterial Agents: 0.8-
2.50/L
Churng nhan: ISO, CE hodc tuong duong
Thanh phan:
Sodium Sulfate Anhydrous: 3.0-5.5g/L
Dung dich rtra | Sodium Chloride: 7.5-11.5g/L
38 | thuong xuyén cho | Anti-fungal and Anti-bacterial Agents: 1.0- 5,5 Lit/can
may huyét hoc 3.0g/L
Polyoxyethylene Ester: 0.3-1.5g/L
Churng nhan: ISO, CE hodc tuong duong
Dung dich rtra h¢ | Chiing chi ISO 13485 hodc tuong duong
39 |théng may sinh | Quy cach dong goi tbi thiéu: Pong gobi: 2L

hba

2L/chai




Thanh phan: Sodium hydroxide va chat hoat
dong bé mat
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Test nhanh HIV

Phat hién sy c6 mat cua cac khang thé khang
HIV-1 va HIV-2 trong mau toan phan, huyét
thanh hodc huyét twong nguoi

Pat tiéu chuan ISO 13485 hoic tuong duong
- Mau pham: Huyét thanh, huyét twong, mau
toan phan

- B4 nhay: 99.59%, B§ dac hi¢u: 99.87%

- Thanh phan Kit tht: Cong hop vang HIV-
Ag tai to hop.

- Vach két qua Anti-human IgG-Fc Mcab.

- Nam trong khuyén céo xét nghiém khang
dinh HIV cua vién V& sinh dich t& TW nam
2020

50 Test/Hop

41

Test nhanh
Morphin 4 chan

La xét nghiém mién dich canh tranh, nhanh
chong, dinh tinh phat hién cac chét gay
nghién (Drug-of-Abuse-DOA) va/ hodc cac
chat chuyén hoa ciia chiing trong nudc tiéu
nguoi. -Pat tiéu chuén I1SO13485:2016, dap
ung chi thi 98/79/EC - Ngudng phat hién
(cut-off), AMP: 500 ng/ml ; MET: 500 ng/ml
; OPIATES Morphin): 300 ng/ml ; THC: 50
ng/ml - Bo nhay: AMP: 100 % ; MET: 100 %
; OPIATES: 100 % ; THC: 99,12 % - B¢ dac
hiéu: AMP: 100 % ; MET: 100 % ;
OPIATES: 100 % ; THC: 99,53 % - Thoi gian
doc két qua trong vong 3-8 phut , khong doc
két qua sau 8 phut.; - Cac chét gay nhidu
khong gay anh huong dén két qua xét nghiém:
Glucose (2000 mg/dl) ; Human Albumin
(2000 mg/dl) ; Hemoglobin (10 mg/dl) ; Uric
acid (10 mg/dl). Tiéu chuan chit luong: ISO
13485 hodc tuong duong

20 test/ Hop
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Test nhanh
HBsAg

Phat hién khéang nguyén HBsAg trong huyét
thanh, huyét tvong nguoi

Pat tiéu chuan ISO13485 hoic twong duong
- Mau pham huyét thanh, huyét twong, mau
toan phan

- B9 nhay:100%, B§ dac hi¢u: 99.88%

- Thanh phan Kit thir: Ving cong hop IgG
chudt khang HBsAg-04

- Vach két quia IgG chudt khang HBsAg-B20

50 Test/Hop




- Vach ching IgG dé khang chudt

- Bdo quan ¢ nhiét do thuong

- Ngudng phat hién 1ng/ml

Phét hién khang thé khang HCV trong huyét
thanh, huyét twong, mau toan phan ngudi
Pat tiéu chuan ISO 13485 hoic tuong duong
- Mau pham huyét thanh, huyét twong, mau

toan phan

- B4 nhay: 100%, D06 dac hi¢u: 100 %

- Thanh phan Kit thu:

- Viing Cong hop: khang thé don dong khang

43 | Test nhanh HCV 50 Test/HOp

Igg nguoi

- Vach két qua khang nguyén HCV-210
- Vach chung IgG nguoi

- Bdo quan ¢ nhiét dg thuong

Que test nude tiéu

44 ‘
10 thong so

Que thir nuée tiéu 10 thong sb 100 test/ hop

1.3. Cac yéu cau khac
* Nha thdau phdi ngp cung véi E-HSDT cdc tai liéu sau ddy:
Dbi v6i toan bd hang hoa:

- Co Catalog hodc tai liéu k¥ thuat khac cua Nha san xuit c6 ddy du noi
dung chimg minh cac dic tinh, thong so k¥ thuat di v4i cac hang héa chao thau
(Néu 13 ngdn ngir nude ngodi phai cé ban dich sang tiéng Viét) co ddy du ndi dung
chtng minh thong sb k¥ thuat ddi véi cac hang hoa tham du thau theo yéu cau
cia E-HSMT va chiu trach nhiém vé ndi dung va tinh chinh xac giira ban gbc va
ban dich). Pong thoi, nha thau cin danh diu (Highlight) thong s6 cu thé ciia
hang héa dap @ng yéu cau ki thuit tai E-HSMT trén ca tai liéu Tiéng Anh
va Tiéng Viét.

Pbi voi hang hoa 1a Thiét bi y té: Nop thém céc tai liéu sau.

- C6 gidy chimg nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoic
CE hoidc FDA hoic tuong duong ctia nha san xuat con hiéu luc véi cac mat hang
tham du.

- S6 Iuu hanh con hiéu lyc bao gom S6 cong b tiéu chuan ap dung doi véi
Thiét bi y té thudc loai A, B do S6'Y té cdp hodc S gidy chimg nhan dang ky luu
hanh d6i v&i Thiét bi y té thudc loai C, D do Bo Y té cap va Két qua phan loai
Thiét bi y té theo quy dinh tai Nghi dinh s 98/2021/ND-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 pha. Déi v6i trudng hop S6 luu hanh hét hiéu lyc, dé
nghi Nha thau giai trinh kha nang cung (mg hang hoa.



Luuy:

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

- Nha thau phai cam két hang hoa chao thau di duoc ké khai gia (Déi véi
hang hoa bit budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT
ngay 03/11/2024 ctia B6 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 nop cac tai liéu ching minh kha ning cung ving hang héa
¢6 ngudn goc rd rang va hop 1é, nhim dam bao dap tng yéu cau vé ning luc ki
thuat theo quy dinh vé “Biéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat dau
thau s 22/2023/QH15. Truong hop Nha thau khong thé cung cap tai liéu ching
minh, Nha thau s& khong du diéu kién xét tring thau theo hudng dan tai Khoan
19 idu 140 Nghi dinh s6 214/2025/ND-CP.

Déi véi yéu cau lap dat, giao hang, tudi tho ctia hang hoa:

Cam két tat ca hang héa cung cip méi 100%, chua qua sir dung, san xuat

niam 2025 trd di, c6 ngudn gde xuat xir d rang, con nguyén dai, nguyén kién theo
quy cach dong goi ctia nha san xuit.

Muc 2. Ban vé: Khong cé

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
duoc yéu cau s& duoc to chirc tai Bénh vién da khoa Nam Nhun; Dia chi: T6 dan
phé Noong Kiéng, xd Nam Hang, tinh Lai Chau. Hang héa nha thau cung cép
trude khi duoc nghiém thu sé dugc bén moi thau kiém. Bt ctr hang héa nao khong
dam bao chat lugng theo yéu cau caa E-HSMT va E-HSDT sé& khong dugc nghiém
thu.



