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. Giéi thiéu chung vé dw dn/dw todn mua sim, géi thiu

- Tén dy toan mua sim: Mua sdm vt tu y té chuyén khoa Chan thuong chinh
hinh tai Bénh vién DPai hoc Y Thai Binh nam 2025-2026.

- Tén g6i thau: Go6i thau s 1: Mua sim khdp hang nhan tao.

- Chii dau tu: Bénh vién Dai hoc Y Thai Binh

- Dia diém thuc hién: Bénh vién Pai hoc Y Thai Binh. Dia chi: S6 373, Ly
Bon, phuong Tran Lam, tinh Hung Yén

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

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

- Nguén von: Tu nguén thu dich vu kham bénh, chira bénh va cac nguén thu
hop phéap khéc ciia Bénh vién Pai hoc Y Thai Binh.

- Thoi gian bt dau t6 chire lya chon nha thau: Quy IV nam 2025

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc 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 thadu mo ta thong sd k¥ thuat cua hang héa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuén thu cac thong sd k¥ 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¥ thuit déu mang tinh chat minh hoa céc 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 phix hop vdi diéu kién cung
cdp nhung phdi dim bdo yéu cdu cé thong sé ky thugt, tinh ning sir dung, tiéu
chudn cong nghé “twong dwong” hodic 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 cua 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 suat; hiéu suat, yéu cau thong s6 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) Twong duong vé ham lugng, ndng do, tinh chat

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

- Nha thau phai cam két hang héa 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 tdt.

+ Cam két sau 01 thang ban giao hang héa tai Pon vi sir 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 liéu khac c6 gia tri ching minh tuong duong.

- Nha thau phai c6 bang dap tng vé k¥ thuat ctia hang hoa chao thau theo céac
mau sau:
+ Bang dap tng tinh phap 1y hang héa (file word/excel + ban ky déng du, scan dinh kém E-
HSDT):
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hanh thuc ban phap Iy nhw | quyén ciia | TTBYT -> Nha | ngay hét | Thoi gian | dung, ... ciia

TTBYT. té sau: Viét Nam |phan phéi (méu| han) hét hiéu | nha san xudt.
- 86 cong bo tiéu cdp) c6) -> Nha thau Iiee - Tai liéu
chudn dp dung doi (néu cé) | chitng minh
Vi thiét bi y té cuia bén thir ba
thuéc loai A, B
- Hodc S6 gidy

chirng nhan dang
ky hueu hanh d@oi voi
thiét bi y té thugc
loai C, D
- Hodc Bang phan
logi TTBYT A, B,
C, D

INha thau cam két nhiing ngi dung ké khai néu trén la chinh xdc.

Trueong hop Nha thau cé tinh ké khai thong tin khéng trung thic nham vieot qua bude danh gid vé ky thudt sé dwoc coi la hanh vi gian lgn trong
\ddu thau theo quy dinh tai Khoan 4 Diéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chzfp nhan chiu xu ly theo quy dinh ciia E-
IHSMT va phdp lugt vé dau thau

Luu y: (*): Tai budc hoan thién, ky két hop dong, ddi voi hang hoa 1a vat tu,
nha thau phai cung cap 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, bo sung céac dot tiép theo. Trong trudng hop tén hang
hoa theo khong tring voi Thong tu s6 04/2017/TT-BYT, Quyét dinh s6 5086/QP-
BYT va cac van ban lién quan, nha thau co trach nhiém phéi hop cting Bén mua giai
quyét va dinh chinh thong tin dé thyuc hién thanh toan BHYT.

- Nha thau phai c6 bang dap tmg vé k¥ thuat ctia hang hoa chao thau so sanh
v6i yéu cau ky thuat cia E-HSMT (dinh kém file word/excel + ban ky dong dau,
scan tai E-HSDT):

STT | Tén Yéu cau | Quy cach | Pap ung ky Quy Tai liéu ky thuit tham chiéu

hang | ky thuiat | déng goi thuit cia cach trong E-HSDT
hoa ciia Ho (tham Ho so dy | déng goi
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1 Theo | Ténhang | Quy cach |- Tén hang Quy
HSMT | hoatheo | déng goi | hoa theo S6 | cach
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HSMT TTBYT thuc té
- Model: ... | cuahang
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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) S (6) (M
xuat: ... thau
- Xuat x@: ...
- Chu so hiru
(néu co): ...
Mo ta M6 ta hang Dan chiéu timg chi tiét mo ta
hang hoa héa cua E- hang ho4a to6i Trang... cua
cua E- HSDT (chi Catalog/Tai liéu ky thuat/Mo ta
HSMT tiét dap ung hinh anh... thuéc E-HSDT

tirng muyc)

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

Tiéu chi dap
ung  tuong
duong hoac
tot hon

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

- Hodc tai li€u ching minh mot
s6 tinh ning ky thuat cua E-
HSMT dua ra la tiéu chi khong
co ban (viéc khong dap ung
khong lam anh hudng tdi tinh
nang st dung ciia hang hoa du
thau) dé T6 chuyén gia xem xét
danh gia “Chap nhan dugc”.

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

Xxem

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

Nha thau cam két nhitng néi dung ké khai néu trén la chinh xdc.
Trieong hop Nha thau cé tinh ké khai thong tin / dich tai liéu ky thudt khéng diing voi Théng sé ky thudt
ma Nha san xudt cong bo nham vuot qua bude danh gia vé ky thudt sé dwoc coi la hanh vi gian ldn trong
déu thau theo quy dinh tai Khoan 4 Piéu 16 Luat Péu thau va Nha thau sé hoan todn chiu trach nhiém,

chdp nhén chiu xit Iy theo quy dinh ciia E-HSMT va phap ludt vé ddu thau




1.2.2. Yéu cau k¥ thuit chi tiét:

STT

Danh muc
hang ho6a

Yéu cau, dic tinh k§ thuat
(hoac twong duong)

Quy
cach
dong goi
(tham
khio)

B6 khop hang
ban phan
khong xi

- O cbi ban phan: Cau tao bai 2 16p: 16p ngoai 1am bang
CoCr hodc thép khong gi c6 ham lugng Nito,

16p bén trong la 16p polyethylene cao phan tir hoac
tuong duong. O cbi €0 t6i thiéu 17 ¢ kich thude tir < 40
mm dén > 57mm mdi bude ting khoang 1mm.

Chom khép Chat liéu hop kim Cobalt-chromium hodc
tuong duong cé cac kich c¢d khoang 22mm, 28mm.

- Chudi chét liéu hop kim Titan hodc twong dwong, co
toi thiéu 11 c&

- C6 con 12/14. Géc ¢ nghiéng trong khoang 132-135
do, cac co.

- Pat tiéu chuan ISO13485 (hoic twong duong)

- Pat tiéu chuan CE hoic FDA (hoic twrong duong)

B6/ hop

B0 khép hang
ban phan
khong xi chuoi
dai

O cdi ban phan: Cu tao bai 2 16p: 16p ngoai lam bang
thép khong gi ¢6 ham luwong Nito, 16p bén trong 1a 16p
polyethylene cao phén tir hodc twong duong. O cdi co
t6i thiéu 17 ¢& kich thudc tir < 40 mm dén > 57mm mdi
budce tang khoang Imm.

- Chém khép: Chat liéu hop kim Cobalt-chromium hodc
tuong duong c6 cac cd khoang 22mm va 28 mm.

- Chubi vat liéu hop kim Titan hodc twong duong. Co
céc kich thudc tuong tmg véi chidu dai ca chudi (tong
chiéu dai than chudi va c6 chubi) tir 200mm dén >
240mm, cac co

- Pat tiéu chuan ISO13485 (hoic tuong dwong)

- Pat tiéu chuan CE hoic FDA (hoic tuong duong).

Bo/ hop

B9 khop hang
toan phan
khong xi mang
chom kim loai

O cbi chét lidu Titanium hodc tuong duong. C6 toi thiéu
11 ¢& dudng kinh ngoai twong tng tir < 44mm dén >
66mm, mdi budc ting khoang 2mm.

- Lét dém bang vat liéu cao phan tir, co bd chdng trat;

- Chém chét liéu Cobalt Chrome hodc twong duong, c6
cac duong kinh cac cd khoang 28mm, 32mm, 36mm;

- Chudi cb: chét liéu Titanium hodc twong dwong. Goc
¢6 nghiéng khoang 135 d¢. Than chudi c6 tdi thiéu 10
sizes.

-Vit bat 6 cbi chat liéu Titanium hodc twong duong cd
chiéu dai tir khoang 20 mm dén 50mm. Puong kinh
khoang 6,5mm.

- Pat tiéu chuan ISO13485 (hoic tuong dwong)

- Pat tiéu chuan CE hoic FDA (hoic tuong duong).

Bo/hop




4 B6 khop hang | - O cbi: Chét liéu Titanium hodc twong duong. C6 t6i B&/ hop

toan phan thiéu 11 ¢& duong kinh tir < 44mm dén > 66mm, mdi
khong xi mang | budc tang khoang 2mm.
it xdm lan - Lot dém bang vat li¢u cao phan tir, cd bo chong trat;

- Chém cht liéu Cobalt Chrome hodc tuong duong,
duong kinh cac ¢ khoang 28mm, 32mm, 36mm;

- Chuoi c6: chét liéu Titanium hodc twong duong. Goc
b nghiéng khoang 135 d6. Than chudi c6 téi thiéu 10
c0.

-Vit bét 6 ¢bi chat liéu Titanium hodc twrong duong c6
chiéu dai tir < 20 dén > 50mm. Pudng kinh khoang 6,5
mm

- Co6 diy da bo dung cu dé mo it xam 14n (gdm Miii
khoan 6 ¢6i mé it xam 14n; Ong trocar dan duong cho
dung cu md it xam 14n)

St dung k¥ thuat mo it xdm 1an, bao ton bao co va
khéng cit bao khop.

- Pat tiéu chuan ISO13485 (hoic twong duong)

- Pat tiéu chuan CE hoic FDA (hoic tuong duong).

1.3. Cac yéu cau khac
* Nha thau phdi nop cung véi E-HSDT cdc tai liéu sau ddy:
Dbi voi toan bd hang héa:

- C6 Catalog hodc tai liéu k¥ thuat khac cia Nha san xuét co ddy da ndi dung
chting minh céc dic tinh, thong s6 k¥ thuat dbi véi cac hang héa 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 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 ciu ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

Dbi v6i hang hoa 1a Thiét bi y té: Nop thém cac tai liéu sau.

- C6 gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoic CE
hodc FDA hoic twong duong ctia nha san xut con hiéu luc véi cac mit hang tham
du.

- S6 luu hanh con hiéu lyc bao gom S6 cong bo tiéu chuan ap dung d6i véi
Thiét bi y té thudc loai A, B do S¢' Y té cap hodc SO gidy chimg 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/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 phi. Dbi voi trudng hop S6 luu hanh hét hiéu lyc, dé nghi Nha thau giai
trinh kha nang cung g hang hoa.

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 t& cho hang héa do.

- Nha thau phai cam két hang hoa chao thau da duoc ké khai gia (D6i voi hang
hoa bat 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 1,
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 sb 85/2024/ND-CP
ngay 10/07/2024 & Diém 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 céc tai liéu ching minh kha ning cung wng hang héa c6
ngudn goc ré rang va hop 1¢, nham dam bao dap ting 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 chtimg 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.

Pbi véi yéu cau lap dit, giao hang, tudi tho cia hang hoa: Cam két tat ca hang

hoa cung cip méi 100%, chua qua st dung, c6 ngudn gdc xuit xir rd rang, con
nguyén dai, nguyén kién theo quy cach dong géi clia nha san xuét.

Muc 2. Ban vé: Khong ¢6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
duoc yéu cau sé dugce to chirc tai Bénh vién Pai hoc Y Thai Binh; Pia chi: S6 373,
Ly Bon, phuong Tran Lam, tinh Hung Yén. Hang héa nha thau cung cap trudc khi
duoc nghiém thu s€ dugc bén moi thau kiém. Bét ci hang héa nao khong dam bao
chat lugng theo yéu cau cia E-HSMT va E-HSDT sé& khong duoc nghiém thu.



