Phin 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 dnldw todn mua sim, géi thiu

- Tén du toan mua sim: Mua vat tu y té bd sung nam 2025.

- Tén goi thau: Goi thau sd 1: Mua vat tu y té bd sung nam 2025.

- Chu dau tu: Trung tim Y té Tién Lit

- Pia diém thuc hién: Trung tim Y té Tién L. Pia chi: X& Hoang Hoa Tham
- tinh Hung Yén

- Hinh thtre Iya chon nha thau: Chao hang canh tranh, qua mang.

- Phuong thtre Iva chon nha thau: Mot giai doan 01 ti ho so

- Nguén von: Tir ngudn quy bao hiém y té, ngudn thu gia dich vu kham bénh,
chita bénh va cac ngudn thu hop phéap khac ctia Trung tam y té Tién Li.

- Thoi gian bat dau t6 chuc Iya chon nha thau: Thang 10 ndm 2025

- Loai hop dong: Tron géi

- Thoi gian thuc hién géi thau: 12 thang

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

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

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



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

(3) Twong twong vé tinh chat co khi va thudc tinh vat 1y cta vat liéu.

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

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

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

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

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

- Nha thau phai c6 bang dap ung vé k¥ thuat ctia hang hoa chao thau theo céac

mau sau:
+ Bang dap wng tinh phap ly hang héa (file word/excel dinh kém E-HSDT):
Tie
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TT| hang R X Nhén <. | hitu [goicaa| | . . i, I1SO, A X A
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Luu ¥: (*): Tai budc hoan thin, ky két hop déng, ddi véi hang hoa Ia vat tu,
nha thau phai cung ciAp ma vat tu phuc vu thanh toan bao hiém y té (néu c6) theo
Thong tu s6 04/2017/TT-BYT, Quyét dinh s6 5086/QD-BYT ngay 04/11/2021 (dot
1) va cac Quyét dinh cap nhat, bd sung céac dot tiép theo. Trong trudng hop tén hang
hoa theo khong tring véi Thong tu sb 04/2017/TT-BYT, Quyét dinh s 5086/QD-



BYT va cac van ban lién quan, nha thau c6 trach nhiém phdi hop cuing Bén mua giai
quyét va dinh chinh thong tin dé thuc hién thanh toan BHYT.

- Nha thau phai c6 bang dap (ng vé ky thuat cia hang hoa chao thau so séanh

Vi yéu cau ky thuat caa E-HSMT (dinh kém file word/excel tai E-HSDT):

STT| Tén | Yéucau | Quycéach | Papingky | Quy Tai liéu ky thuat tham chiéu
hang | ky thudt | dong goi thuat cia cach trong E-HSDT
hoa ciia HO (tham Ho so dw | déng goi
SO moi khdo) théau cua
thau theo E- hang
HSMT hoa du
thiu
(1) (2 ®3) (4) (5) (6) @)
1 Theo | Ténhang | Quy cach | - Tén hang Quy
HSMT | hoatheo | déng goi | hoa theo S6 | céch
HSMT | theo luu hanh | dong goi
HSMT TTBYT thyc té
- Model: ... | ctahang
- Nha san | hoadu
XUdt: ... thau
- Xuat xu: ...
- Chu so6 hiru
(néu co): ...
M6 ta M6 ta hang Dan chiéu timg chi tiét mo ta
hang hoa hoa cua E- hang hoa t6i Trang... cua
cua E- HSDT (chi Catalog/Tai li¢u ky thuat/Mo ta
HSMT tiét dap tng hinh anh... thuéc E-HSDT
tirng muc) (Highlight cac ndi dung lién quan

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

Ti€u chi dap
ung tuong
duong hoic

tot hon

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

- Hoac tai li€u ching minh mot
s6 tinh nang ky thuat cua E-
HSMT dua ra 1a tiéu chi khong
co ban (viéc khong dap ung
khong lam &nh hudng téi tinh
nang st dung cia hang hoa du
thiu) dé T6 chuyén gia xem xét
danh gia “Chap nhan duoc”.




STT| Tén | Yéucau | Quycach | Papingky | Quy Tai li¢u k§ thuat tham chiéu
hang | ky thuat | dong géi thuit cia cach trong E-HSDT
hoa ciia Ho (tham Ho so dy | déng goi
s0' moi khio) théu ciia
thiu theo E- hang
HSMT hoa dy
thau
o @ ®3) (4) () (6) () ‘
Tiéu chi gay Tai liéu chirg minh yéu cau ky
han ché nha thuat chi c6 duy nhat 01 nha san
thau (khdng xuat dap tng
duoc  xem

xét va danh
gid)




1.2.2. Yéu cau k¥ thuit chi tiét:

STT

Tén hang hoa

Yéu ciu vé dic tinh, thong sé k¥ thuét ciia hang
hoa (hoac twong dwong)

Quy cach
dong goi
tham khao

Bang cudn
5cmx5m

Kich thudc: Sem x Sm. San phém duoc dét tir soi
100% cotton ¢6 dd thAm hat cao, khong c6 doc td.
Khoéng c6 tinh bot hodc Dextrin, khong c6 xo mun
hoa tan trong nudc va dich phu tang.

Tiéu chuan ISO 13485 hoic tuong duong

10 cudn;
100 cudn/
thi

Bom tiém 20ml
dung cho bom
tiém dién

San xut tir nhya y té nguyén sinh. Pit tong c6 khia
bé gdy dé huy. V6 trung - khong doc - khong budt
- khong gay sét - khong DEHP, Tiét trung bang
khi Ethylene Oxide (E.O). Cd kim 23G x 1".

Tiéu chuan ISO 13485 hoic tuong duong

Hop 50 cai
x 16 hop /
kién

Bom tiém
Insulin céc c&

Bom tiém dugc 1am tir nhwa y té PP, dung tich
Iml. Kim 27G hodc 30G*1/2" 1am bang thép
khong gi, thiét ké dang LDSS d6c kim ¢6 duoi
nhon. Bom ¢6 vach chia dé)ng thoi 100UI/40UI; ¢co
khoang chét <0,01ml. San phém duoc ép vi, tiét
tring bang khi E.O.

Tiéu chuan ISO 13485 hoic tuong duong

Hop 100 cai
x 42h/ kién
Céi

Kim ludn tinh
mach an toan
cac co

C6 dau bao vé bang kim loai dang 16 xo gom 2
canh tay don bat chéo nhau

- Pau kim 3 mat vat (1 mat vat trén va 2 mat vat
dudi tao do bén téi da va vét kim dadm mau lanh)
- Cathether nhya; C6 4 duong can quang ngam.
vat liéu FEP-Teflon hoac tuong duong.

- Mang ki nuéc chdng mau tran ra khi thiét lap
duong truyén

- Co ché trao mau 2 1an (Double flash back) gidp
xéac nhan iy ven thanh cong

- Pat tiéu chuan ISO 13485, 1ISO 10555-5, EC
hodc tuong duong

(Khoang cach tir ddu mat vat kim sit dén dau
catheter <Imm dam bdo lyc tdc dong, gidm dau)

Hop 50 cai

Ong nghiém
nuéc tiéu
18mm x 18cm

Chat liéu: Thiy tinh trung tinh
Kich thugc: duong kinh: 18mm
Chiéu dai 6ng: 180mm

250 cai/ hop




STT | Tén hang héa | Yéu cau vé dic tinh, thong sé k¥ thuat cia hang | Quy cach
hoa (hoac twong dwong) dong goi
tham khao
6 Sonde Foley 2 | Sonde foley 2 nhanh cac c& 1 céi/ tai
nhanh phu - San xuét tr 100% cao su tu nhién, Phu Silicon
Silicon céc s6 | - Dai tir 270mm - 400mm
- C6 bong dung tich 5cc-30cc
- L& théng tiéu 16n va tron
- Tiét trung
- Tiéu chuén ISO13485 hoic twong duong
7 | Sonde nelaton | Céc cd: 6 - 26: chiéu dai ong: 270 - 400mm 10 céi/ tai
cac s6 - Puoc 1am bang chit liéu cao su thién nhién ding
trong y té, c6 mau do, c6 phu silicon, tron déu
- C6 thiét ké 1 nhanh dung dé thong tiéu hiéu qua
va nhanh chéng
- Khong doc hai, khong gay kich tmg; Than dng
mém mai; Puoc tiét tring va dong goi riéng 1&
tung cai
- Pau ti nho véi 2 16 thong bom - hut dich, thoat
nudc canh bén
- Puoc tiét trung bang khi EO.
8 | Sonde hau mén | Ong théng hau mén cac s6 22, 24, 26, 28. Day dan | 1 cai/ tui
cac sb dai 400mm duoc san xuét tir chat liéu nhua PVC
nguyén sinh, mém déo.
Tiéu chudn ISO 11135, 1SO 13485 hoic tuong
duong
9 Catheter tinh | Kim din dudng sac bén Hop 10 cai

mach trung tdm
1 nong cac so

Day kim loai dan duong mém déo, tranh vin xoan,
dau chir J giam ton thuong khi ludn

C6 kim nong bang nhya

Catheter bang chét liéu polyurethan dudng kinh
ngoai 6F, chiéu dai 20cm, 1 nong, kich ¢& nong
G14

Dau ndi catheter c6 valve 2 chiéu, tranh nhidm
khuén;

Téc d6 dong chay 80 ml/min

C6 day cap dé dinh vi dau catheter bang song ECG
hodc tinh nang twong duong

Tiéu chuan EC, ISO 13485 hoic twrong duong




STT

Tén hang hoa

Yéu ciu vé dic tinh, thong sé k¥ thuét ciia hang
hoa (hoac twong dwong)

Quy cach
dong goi
tham khio

10

Chi khau ty
tiéu Polyglactin
cac sb

Chi tan tong hop da sgi Polyglactin 910 dugc boc
boi 50% la Polyglactin 370 va 50% la Calcium
Stearate so kich cd: s 0, 1, 2/0, 3/0, 4/0, 5/0. D%
dai chi trong khoang: 75cm-90cm.

- 01 kim tron d4u hinh thoi bang hop kim thép c6
chtra Niken, Titanium, Chromium, Molypden va
Ferric, giéi han d6 bén kéo > 2.750 MPa (d6 bén
kéo c6 chimg nhan tir t6 chirc doc 1ap), co phu
silicone cai tién, dai 17-40mm 1/2 vong tron.

- Buong kinh kim: 0,45 - 1,02 mm.

- Chi dugc dong trong khay nhya dé 1am giam nhé
hinh, ngan ngira rdi chi.

- Luc cang giit vét thwong 75% sau 14 ngay, 50%
sau 21 ngay, 25% sau 28 ngay. Thoi gian tu tiéu
hoan toan: 56-70 ngay.

- Pat tiéu chuan ISO 13485 va CE hoic twong
duong

Hop 12 tép/
so1

11

Chi khau thép

Chi thép dugc 1am tir chat lidu thép khong gi.
Duong kinh chi tir 16G - 30G.
Pat tiéu chuan ISO 13485, CE hoic tuong duong

Tai 01 cudn

12

Ludi dao mo
cac so dung
mot lan

Lam bang thép, dugc tiét tring, cé du cac sb.
Pat tiéu chuan ISO 13485 hoic twong duong

Hop 100
chiéce

13

Phim kho laser
20cmx25cm

Phim kho laser 20x25 cm (8x10 inch)

- Phim dugc cau tao 4 16p bao gdom: 2 16p bao vé;
1 16p nhil twong nhay sang va 1 16p nén polyester
- Phim ¢6 thé Iuu lai trén dén doc phim > 24 gio, &
diéu kién nhiét d6 16 — 27 °C hogc 60 — 80 °F va
diéu kién do am 30 — 50 % RH

- Mat d6 hinh anh Dmax 3.3 hodc t6t hon

- Phim c¢6 mat d6 diém anh 650 ppi hodc t6t hon

- Cong nghé kiém soat chat lugng hinh anh tu
dong hiéu chinh may in Laser dé t6i wu hoa chat
luong — va dé giup dam bao d6 twong phan va mat
do dap tng céac tuy chon ma ngudi dung dat trudce.
- Tuong thich v6i hé théng may in phim laser
Trimax

125 to/ hop




STT

Tén hang hoa

Yéu ciu vé dic tinh, thong sé k¥ thuét ciia hang
hoa (hoac twong dwong)

Quy cach
dong goi
tham khio

- Pat tiéu chuén chét lugng ISO 13485 hoic twong
duong

14

Phim kho laser
25cmx30cm

Phim kho laser 25x30 cm (10x12 inch)

- Phim duoc céu tao 4 16p bao gém: 2 16p bao vé;
1 16p nhil twong nhay sang va 1 16p nén polyester
- Phim c6 thé luu lai trén dén doc phim > 24 gid, &
diéu kién nhiét d6 16 — 27 °C hodc 60 — 80 °F va
diéu kién d6 am 30-50 % RH

- M4t d6 hinh 4nh Dmax 3.3 hodc tot hon

- Phim c¢6 mat d6 diém anh 650 ppi hodc t6t hon

- Hiéu chinh may in Laser dé t6i uvu hoa chat
luong — va dé giup dam bao d6 twong phan va mat
do dap g céac tuy chon ma ngudi dung dat trudce.
- Tuong thich v&i hé théng may in phim laser
Trimax

- Pat tiéu chuan chét luong ISO 13485, CE hoic
tuong duong

125 to/ hop

15

Phim kho laser
35cmx43cm

Phim kho laser 35x43 cm (14x17 inch)

- Phim duoc ciu tao 4 16p bao gém: 2 16p bao v§;
1 16p nhil twong nhay sang va 1 16p nén polyester
- Phim ¢6 thé Iuu lai trén dén doc phim > 24 gid, &
diéu kién nhiét do 16 — 27 °C hogc 60 — 80 °F va
diéu kién do am 30 — 50 % RH

- M4t d6 hinh 4nh Dmax 3.3 hodc tot hon

- Phim ¢6 mat d6 diém anh 650 ppi hodc t6t hon

- Hiéu chinh may in Laser dé toi uu hoa chat
lwong — va dé gitp dam bao do twong phan va mat
do dap tng céac tuy chon ma ngudi dung dat trudce.
- Tuong thich v6i hé thdng may in phim laser
Trimax

- Pat tiéu chuan chét luong ISO 13485, CE hoic
tuong duong

125 to/ hop

16

Vit xuong cung
tu taro cac co

Vit duoc lam tir chat lidu titanium cép 5 hoac
tuong duong, tu taro. Puong kinh mi vit 5,0mm,
6,0mm, 8,0mm, vdi d6 cao 2,5mm, 3,4mm,
4,4mm. Dau luc gidc van vit: duong kinh 2,0mm,
sau 1,5mm; duong kinh 2,5mm, sau 1,8mm;

1 cai/ tai




STT | Tén hang héa | Yéu cau vé dic tinh, thong sé k¥ thuat cia hang | Quy cach
hoa (hoac twong dwong) dong goi
tham khio

duong kinh 3,5mm, sdu 2,8mm. DJ rong than vit
gé)m caren 2,7mm, 3,5mm, 4,5mm chiéu dai tir
6mm - 30mm va 10mm - 80mm v&i budc tang
2mm.

Tiéu chuan ISO 13485 hoic twong duong

17 | Pinh Kirschner | Chat liéu thép khong gi. Pinh c6 cac dudng kinh 10 cai/tai
cac co 1,0/1,2/1,5/1,8/2,0/2,5/3,0 mm. Chiéu dai dinh véi
cac kich thudce 150 mm, 225 mm, 300 mm. Dat
tiéu chuan ISO 13485 hodc twong duong

18 | Que thu tdn du Quy trinh kiém tra ban dinh luong né)ng do 100 test/ lo
Clo Chlorine téng s6 gitta muc 0 va 3ppm thong qua
viéc so sanh mau cta dau que chi thi v4i bang mau
trén nhan lo. Cac khdi mau trén nhin lo sé dai dién
cho néng do Chlorine téng 60,0.1,0.5 va 3 ppm
Xéc dinh dinh tinh chat tiy rira con ton du trong

nude ria c6 thé duge thuc hién thong qua viéc
kiém tra mau ctia phan chi thi trén dau que thir néu
c6 sy xuat hién bat cir mau hong/tim/xam nao.
Thoi gian kiém tra Ban dinh luong (cho nudc cap
hoac nudc rira) - 30 gidy; Pinh tinh (chi cho nudc
rira) - 5 gidy

19 Paraphin rin | Parapin dang sap, mau trang, khong mui, khong vi. | Bao 50kg
Diém néng chay tir 55-65°C

1.3. Céc yéu ciu khac
* Nha thau phdi nop cung véi E-HSDT cdc tai liéu sau ddy:
Doi véi toan bd hang hoa:

- C6 Catalog hodc tai liéu ky thuat khac ctia Nha san Xuét ¢ déy du nd1 dung
chting minh céc dic tinh, thong s6 k¥ thuat dbi 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 s6 ky thuat doi véi cac hang hoa tham dy thau theo yéu cau ciia E-HSMT
va chiu trach nhiém vé noi dung va tinh chinh xac giita ban gbc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu cau Ky thuat tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

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




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

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

Luuy:

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

- Nha thau phai cam két hang héa chao thau da duoc ké khai gia (D4i voi hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu sd 29/2024/TT-BYT ngay
03/11/2024 ctia B Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Diéu 1,
Nghi dinh 07/2023/ND-CP ngay 03/03/2023 va cam két gia ban khong cao hon gié
ké khai hodc gia niém yét theo Piéu 17, Nghi dinh sé 85/2024/ND-CP ngay
10/07/2024 & Piém 7, Khoan 18, Piéu 1, Nghi dinh 07/2023/ND-CP ngay
03/03/2023.

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

Dbi v6i yéu cau lap dit, giao hang, tudi tho ctia hang hoa: Cam két tat ca hang

hoa cung cidp méi 100%, chua qua sir dung, c6 ngudn gdc xuat Xt rd rang, con
nguyén dai, nguyén kién theo quy cach dong goi clia nha san xuat.
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 chire tai Trung tam Y té Tién Lir; Dia chi: X& Hoang Hoa
Thé&m - tinh Hung Yén. Hang héa nha thau cung cp trude khi duoc nghiém thu s&
duoc bén moi thau kiém. Bét ctr hang hoa nao khong dam bao chat luong theo yéu
cau ctia E-HSMT va E-HSDT s& khong dugc nghiém thu.



