Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

Yéu cau vé ki thuat bao gdm céc ndi dung co ban nhu sau:

1.1. Giéi thi¢u chung vé du toan mua sam, géi thiu

- Tén du toan mua sdm: Mua thiét bi y té phuc vu chuyén moén nam 2025
(lan 2).

- Tén goi thau: Mua thiét bi y té phuc vu chuyén mén nim 2025 (1an 2)

- Chi1 d4u tu: Bénh vién da khoa Hung Ha Thai Binh

- Pja diém thuc hién: Bénh vién da khoa Hung Ha Thai Binh

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

- Phuong thirc lua chon nha thau: Mot giai doan 01 tdi hd so

- Ngudn vbén: Ngudn quy phat trién hoat dong su nghiép ciia Bénh vién da
khoa Hung Ha Thai Binh.

- Thoi gian bat dau to chiic lya chon nha thau: Quy 1V, 2025

- Loai hop dong: Tron goi

- Thoi gian thue hién géi thau: 90 ngay

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cau chung:

- Yéu cau nha thau mo ta thong s6 k¥ thuat ciia hang hoa va cac dich vu
lién quan chimg minh hang hoa do nha thau chao tuan thu cac thong sé ki thuat
va céc tiéu chuan dudi day hodc cd cdu hinh trong duong. Bat ky thuong hiéu,
nhan hiéu nao néu co trong bang yéu cau ky 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 thau hang héa cé nguén goc, xudt xir, nha sin xudt, thwong higu phi hop
véi diéu kign cung cdp nhwng phdi dam bdo yéu ciu cé thong sé ky thudt, tinh
ning sir dung, tiéu chuin coéng nghé “twong dwong” hodc tét hon so voi cic
yéu cau cu thé & dudi va cung cap tai liéu chimg minh sy dap tng tét hon cua
hang hoa chao thau so véi yéu cau cia HSMT.

Noi ham tuong duong dugc quy dinh trong yéu cau ki thuat dugc hiéu la:

(1) Pugc co quan c6 tham quyén ching nhan twong duong tiéu chuan

(2) Tuong duong vé chat luong hinh anh, d chinh xac mau sac va goc nhin.

(3) Tuong twong vé tinh chit co khi va thudc tinh vat Iy cua vat liéu.

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

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

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



(7) Tuong duong vé ham lugng, nong do, tinh chat

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

- Nha thau phai c¢6 bang dap tmg vé k¥ thuat cta hang hoa chao thau theo

cic mau sau:
+ Bang dap ung tinh phap ly hang héa (file word/excel dinh kém E-HSDT):
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Nha thau cam két nhﬁ’ng ndi dung ké khai néu trén la chinh xac.
Truong hop Nha thau cé tinh ké khai théng tin khéng trung thiee nham vuot qua buée danh gic vé ky thugt sé dwoc coi la hanh vi gian lgn
trong ddu thau theo quy dinh tai Khodn 4 Piéu 16 Ludt Déu thau va Nha thau sé hoan toan chiu trach nhiém, chdp nhan chiu xir Iy theo quy
dinh cia E-HSMT va phdp ludt vé ddu thau

- Nha thau phai ¢ bang dap ung vé k¥ thuat cia hang hda chao thau so
sanh véi yéu cau ki thuat caa E-HSMT (dinh kém file word/excel tai E-HSDT):
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tirng muc)

- Nha san

Xuét: ...

- Xuat xu: ...

- Chu s¢ hiru

(néu co): ...
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- Tai liéu chimg minh theo huéng dan bén trén
veé “Néi ham twong dwong”

- Hodc tai liéu chimg minh mét sb tinh nang ki
thudt cia E-HSMT dua ra 1a ti€u chi khong co
ban (viéc khong dap vng khong lam anh huong
16i tinh nang sit dung ciia hang hod dw thau)
kém theo dan chimg phép 1y va khoa hoc cu thé
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Nha thau cam két nhitng ndi dung ké khai néu trén Ia chinh xAc.
Trudng hop Nha thau ¢b tinh ké khai thong tin / dich tai liéu ky thuat khong dung véi Thong sb ky

thuat ma Nha san xuat cong bd nham vuot qua bude danh gia vé ki thudt s& dugc coi 1a hanh vi gian

1an trong dau thau theo quy dinh tai Khoan 4 Diéu 16 Luat Dau thau va Nha thau s& hoan toan chiu

trach nhiém, chap nhén chiu xir 1y theo quy dinh ctia E-HSMT va phap luat vé d4u thau

1.2.2. Yéu cau k¥ thuit chi tiét:
Phan 01: Mua May Holter 24/24h (dién tim — huyét ap)

STT Yéu ciu dic tinh, thong so ky thuit (hoic twong dwong)

A | Yéu cau chung

- Thiét bi m&i 100%, san xudt nam 2025 trd vé sau;
- Pat tiéu chuan: ISO 13485 hodc tuong duong.

B | Yéu ciu ciu hinh (t6i thiéu):

1 | May Holter 24/24h dién tim, bao gom:

Dau ghi Holter dién tim: 01 cai

Tai dung dau ghi holter dién tim: 01 cai

Cép dién tim: 01 cai

Cap truyén dit liéu: 01 céi

Hop dung may: 01 cai




bién cuc gén dién tim: 01 tai

Bd sac pin: 01 B6

May Holter 24/24h huyét ap, bao gom:

Dau ghi Holter huyét 4p: 01 cai

Tai dung dau ghi huyét ap: 01 cai

Bao do huyét 4p nguoi 16n ding nhiéu lan: 01 cai

DPai deo may: 01 céi

Cép truyén dit liéu: 01 cai

Bd sac pin: 01 bd

Tram phan tich tin hi¢u:

USB giao tiép khong gidy: 01 cai

Phan mém phan tich tin hiéu dién tim va huyét ap: 01 bd

May tinh, Man hinh, My in mau: 01 bd

Chi tiéu k§ thuat

Mady Holter dién tim

C94 cac tinh nang sau:

+ Phat hién séng P

+ Phat hién chuyén dong

+ Phan loai mau QRS

+ Phén tich QT

+ Mién thoi gian HRV

+ Phéan tich cac khdi AV

+ Mién tan s6 HRV

+ Phan tich tao nhip

+ Do thi vector

+ Thay d6i séng T

+ Phén tich loan nhip

+ Nhip th

Théng s6 ky thuit:

- S6 kénh ECG > 12 kénh

- Nhip tho: C6

- S6 dién cuc: >3

- Khoang thoi gian ghi dién tim tdi thiéu (khi khong thay pin): > 24h

- C6 thé thay pin trong khi ghi dién tim: Co

- Khoang thoi gian ghi dién tim tdi da (khi thay pin): > 336h

- Dai dong: >+ 20 mV

- Dai bu DC: >+ 390 mV

- Tan s dap tng tbi da: < 0,05 Hz - > 150Hz

- B§ phan gidi A/D: > 16 bit

- Tré khéng dau vao: > 20 MQ

- Nguén cap: Pin sac 1,5 V hoic twong duong

- Dung tich b nhé: Tich hop thé nhé Micro SD: > 8GB

- Hién thi man hinh: LCD hoic tuong duong

- Phét hién chuyén dong 3D: C6

- Phim ghi su kién cho bénh nhan: Co

- Theo doi dién tim: Trén man hinh may tinh thong qua bluetooth

- Doc dit liéu: Toi thiéu qua cdp USB.

May holter huyét ap

- Luu trit > 300 s6 1an do huyét ap, Téi thiéu > 50 gio

- Phuong phap do huyét ap: Po dao dong giam ap timg budc




- Dai do huyét dp: <20 —> 300 mmHg

- D6 chinh xac cam bién ap luc: < 3 mmHg

- Déi nhip mach: <40 — > 200 nhip/phut

- D6 chinh xac cia nhip mach: <2%

- Hé thong an toan:

+ Ap lyc t6i da phat dugc gidi han > 300mmHg

+ Van an toan ty dong xa khi mat ngudn

+ Thoi gian ting 4p tbi da cta bao do dwoc gidi han trong < 80 gidy

+ Thoi gian doc huyét ap duoc gidi han trong < 130 gidy

- Két ndi dir liéu: Bang cong USB hodc mini USB

- Nut bénh nhan: Co

- Thé luu trit: tich hop thé nhd microSD luwu duge > 600 1an do

- Khoang thoi gian cai dit: < 10 dén > 90 phit

3 | Tram phin mém phén tich tin hiéu

- May tinh dé ban, Chip CPU Core i5 tro 1én, O cting: > 256 GB, RAM > 8GB

- Man hinh hién thi kich thuge: > 21 inch

- May in phun mau gidy A4

- Phan mém phan tich tin hiéu dién tim va huyét ap: 01 b

- Co s0 dit lidu tich hop cho phép tat ca dir liéu 1am sang duoc luu trir va quan 1y
trén cung mot giao di¢n

- C6 chure nang do ngung thd khi ngt

- Pinh dang;: t6i thiéu DICOM, HL7.....

- Tuong thich: WINDOWS 7, 8 tr¢ 1én

- Tim kiém ho so bénh nhan

- Nhan ID bénh nhan tir dau doc ma vach

- Nhan ID bénh nhan béng dau doc thé tir

- Chéan doan ty dong

- Phan loai QRS chinh xac

- In va xuat bao cao

D | Yéu cau khac

- Khao sat, lap dat, huéng dan st dung maéy tai dia diém cua nguoi sir dung

- Bao hanh toan b thiét bi >12 thang

- Béo tri dinh ky theo tiéu chuan nha san xuét, toi thiéu 06 thang/lan

- Cung cdp vit tu tiéu hao, phu ting thay thé trong vong t6i thiéu 08 nam.

Phan 2: Mua siam thiét bi phuc hdi chirc ning

1. May siéu dm diéu tri

I. Yéu ciu chung:

- Nam san xuat: 2025, méi 100%

Dat chimg chi chét lugng: ISO 13485 hoic twong duong

Diéu kién mai truong:
Nhiét do toi da: > 30 oC,
Do am toi da: > 70%

Nguon dién sir dung: 220 VAC, 50 Hz

II. Yéu ciu ciu hinh (ti thiéu):

May chinh: 01 Cai

- Phu kién kém theo bao gdm:

01 Day cap ngudn

01 Bénh 1y va phan mém Tiéng Viét tich hop san

01 Pau phat da tan Tir < 1 va >3Mhz dién tich > 5cm?2




01 Chai gel h trg tiép xtc

01 Gi4 giit dau phat

Tai liéu huéng dan sir dung: 01 Bo

I11. Chi tiéu k¥ thuit:

Thoi gian diéu tri: >30 phut

Man hinh: mau cdm {ng kich thudc > 4 inch

Van hanh: Bang man hinh cam tmg va loai > 7 ntit bam (hodc niim xoay) dé dang cho
nguoi st dung

Sb chuong trinh c6 thé tao thém >100

Kénh tri liéu: > 02 kénh diéu tri, diéu chinh thong s6 doc lap

Tan so siéu am: <1 va> 3,3 MHz

Dau phat da tan: ché d6 lam viéc don tan va két hop 1 - > 3,3 MHz Lubn phién

Séng siéu am: lién tuc va xung

Chu ki: Ttr < 5 dén > 80%

Thoi gian xung: Tr < 0,5 d&én > 8 ms

Tan s6 xung: Tir < 16 dén > 100 Hz

Cuong do: ’
+Tu 0 dép >2 W/em2 o ché’d(f) lién tuc
+ Tu 0 dén >3 W/cm2 ¢ ché d6 xung

Chuong trinh cai san: > 25 bénh ly

Canh béo khong tiép xtc bang hinh anh hodc 4m thanh

Ti 1é khong dong déu cua tia BNR: < 6:1

C¢ thé nang cap dau do si€u am tinh

Kiém tra so0 lan di€u tri da thyc hién

Kiém tra tong thoi gian diéu tri

IV. Yéu cau khac

- Khao sét, lap dat, huéng dan st dung may tai dia diém cia nguoi st dung

- Bao hanh toan b thiét bi >12 thang

- Bao tri dinh ky theo tiéu chuan nha san xuat, ti thiéu 06 thang/lan

- Cung cap vt tu tidu hao, phu ting thay thé trong vong tbi thiéu 08 nam.

2. My diéu tri di¢n xung di¢n phin

I. Yéu ciu chung:

- Nam san xuat: 2025, méi 100%

Dat chimg chi chét lugng: ISO 13485 hoic tuong duong

Diéu kién mai truong:
Nhiét do toi da: > 30 oC,
Do am t6i da: > 70%

Nguén dién su dung: 220 VAC, 50 Hz

II. Yéu ciu ciu hinh (ti thiéu):

- Méy chinh kém man hinh cdm tng: 01 Cai

- Phu kién kém theo bao gém:

01 Day cap ngudn

01 Bénh 1y va phan mém Tiéng Viét tich hop san

02 Day dai cudn

02 Day céap kich thich dién

04 Pién cuc cao su chi
04 DPién cuc thép

08 Miéng lam am dién cuc

Tai liéu huéng dan st dung: 01 Bo




I11. Chi tiéu ky thuat:

Thoi gian diéu tri: Tr < 1 dén > 60 phut

Man hinh: mau cdm ung kich thuéc > 4 inch

Van hanh: Bang man hinh cam tng va > 7 niit bAm dé dang cho nguoi sir dung

Kénh tri li€u: > 2 kénh ddc 1ap hoan toan, diéu chinh riéng biét cac thong s6 va cuong do
dong dién trén moi kénh

Loai dong dién tri licu: > 25 dong (mdi kénh)

Phéc do trj lidu goi ¥ san c6 > 42 Chuong trinh diéu tri c6 san

Sb chuong trinh ¢ thé tao thém > 100

Ché d CC (Cuong dé dong khong d01) va CV (Pién 4p khong ddi)

- Cac dong diéu tri co ban: (tbi thiéu gdm co):
Dong giao thoa

Kich thich liét nhe

Kich thich co cliing

Dong Tens

Dong HV (dién ap cao)

Dong Kotz / Russian (kich thich kiéu Nga)
Dong Trabert (UR) (2-5)

Dong NMES (Neuromuscular Electrical Stimulation)- Kich thich dién than kinh co
Dién phan thudc ngat quing

bién phan thudc lién tuc

Vi dong

C6 thé nang cdp dién cuc giac hut

Co6 Tinh nang kiém tra dién cuc két ndi

Kiém tra sb lan diéu tri d3 thyuc hién

Kiém tra tong thoi gian diéu tri

C6 thé nang cip dién cuc bat dung cho kich thich néi nudt

Thong s6 k¥ thuit dong di¢n

Dong Diadynamic (xung hinh sin):
Cuong d6: 0 - >40mA

Dong giao thoa: Tan s s6ng mang: > 4000Hz
Tan s6 giao thoa >200Hz

Dong diéu bién (kich thich séng / co dién, diéu bién song, chan doan dién)
Cuong dg: 0 + >100mA

TENS (Tiéu chuan, khong dbi xtng, xen k&)
Thoi gian xung <50 +=>300ps

Tan s6 1 +>200Hz
Cuong do dong 0 +>100mA
HV

Tan s 1 +>180Hz

Dong kich thich kiéu Nga: Cudng d6: 0->100mA

Dong Trabert: Tan s6 >140Hz
Cuong do: 0->100mA

Dong Faradic, Neofaradic:
Cuong d6: 0 - >100 mA

Dong Galvanic (Pién phén thudc)
* Cuong do:  0->40 mA

Vi dong
Cuong do: 0 +>1000 pA

IV. Yéu cau khac

- Khao sat, lap dat, huéng dan st dung may tai dia diém cta nguoi st dung




- Bao hanh toan b thiét bi >12 thang

- Bao tri dinh ky theo tiéu chuan nha san xudt, t6i thiéu 06 thang/lan

- Cung cip vat tu tiéu hao, phy ting thay thé trong vong toi thiéu 08 nam.

Phin 3: Mua sim M4y dién tim

STT

MAY DPIEN TIM

Yéu cau chung

- Thiét bi m&i 100%; San xuét: 2025 tro vé sau.

- Pat tiéu chuan: ISO 13485, FDA hoic tuong duong

- Dién ap st dung: 220 V, 50 Hz

Yéu cau cau hinh:

- May chinh: 01 May .

- Cép dién tim: 01 Bo

- Dién cuc nguc: 06 Cai

- Dién cuc chi: 04 Cai .

- Cudn gidy in nhiét: 01 Cai .

- Pin Lithium: 01 Céi

- Day nguon va adapter chuyén do6i: 01 Bo

- Day ndi dat: 01 Cai

Chi tiéu ky thuat

May di¢n tim 12 kénh

- Puogc thiét ké cho méi trudong 1am viée cé nhip d6 nhanh

- Hé thdng cung cdp man hinh cam tng cuc ky don gian va dé thich nghi
giao di¢n

- Cai dat thong tin bénh nhan nhanh chong, co thé duoc stra doi dé dap ung
nhu cau ve tinh trang thay do6i cia bénh nhan

- Man hinh cam ung, d6 phén giai cao va ban phim chit va s6 dé toi vu hoa
toc do cham soc bénh nhan. Do do, nguoi dung c6 thé thuc hién nhanh chong va
phén tich thuén tién trong khi c6 nhiéu tuy chon in va truyén dir liu

- Tich hgp phan mém giai thich nhu mot tinh ning tiéu chuan hoic twong
duong

- Cung cap co s& du li¢u tham chleu EKG tlch hop hodc twong duong

- Cung cap mot s6 giai phap két ndi dé két ndi mang va quan 1y dir liéu
bénh nhén trén nén tang ho so y té dién tir hodc thong tin hé thdng HL7 hodc tuong
duong

- Cung cap két ndi Ethernet va RS232.

- Tuong thich v6i HL7 va DICOM

- Cho phép chuyén tat ca cac tép ECG va di liéu bénh nhan dugc luu trir
sang PC tu xa.

- Cac tap tin bénh nhan cé thé duoc luu, luu trir, in va chuyén rat don gian

THONG SO KY THUAT

Xir ly tin hi¢u dién tim:

- C6 chuong trinh dién gia va phan tich dién tim danh cho ngudi 16n va tré
em.

- Ché d6 thu nhan 12 chuyén dao tiéu chuin déng thoi & ché do thu nhan
trudc hodc thu nhan sau.

- Chuyén d6i A/D > 24 bit.

- Tbc do lay mau > 8.000 mau/gidy/kénh.

- Tan s6 dép tmg: <0,05 Hz~ >250 Hz

- Hé s6 loc nhiéu: > 105dB




- Dién ép bu phan cyc: > +550mV

- Trd khang dau vao >50 MQ

- Dong dién CIR dau vao <0,1 HA

- Dong 1o cua bénh nhan <10 pA

- Hing s thoi gian >3,2 gidy

- Do on <15 pVp-p

- D0 nhay <20 uVp-p

- Hiéu chuan dién 4p: 1 mV+5 %

- D0 nhay: 8 muc (1.25, 2.5, 5, 10, 20, 10/5, 20/10) mm/mV, ty dong tang

- B loc nhiéu dién co EMG: 25/35/75/100/150/250Hz

- Bd cosé:0,01/0,02/0,05/0,35/0,5/0,8Hz

- Bd loc xoay chiéu 50Hz, 60Hz

- Pham vi nhip tim <30~ >300 bpm

- Chuc nang Phat hién dut ddy dan, tran day dan, nhiéu AC, nhiéu co s,
nhiéu EMG

- Thoi gian chuyén d6i < 10~ >24 gidy

Man hinh & ban phim:

- Man hinh cam ung TFT LCD > 8 inch

- Do phan giai man hinh > 1280x768 pixel

- Hién thi dit liéu Dang song, nhip tim, két ndi day dan, dong ho, ché do
ghi, b loc, do nhay, toc d gidy, ID bénh nhan, té€n, gidi tinh, tudi, 161 nhac hé
thong, thong bao bao dong, pin, dén bao ngudn, nhan thé SD.

- Ché do hién thi dang song: 2 ché do :

1.Hién thi cing man hinh: 3*4, 3*4+1R, 6*2, 6*2+1R, 12*1.

2.Man hinh chia d6i: 3*4, 6*2.

- Ban phim: Chét liéu chong nudc, tich hop ban phim day du chit va sb véi
cac phim chirc nang truy cdp nhanh

Piu ghi — in nhiét:

- Cong ngh¢ in nhi¢t ma tran

- D0 phan giai dau ghi > 8 diém/mm (vudng goc) 40 diém/mm (ngang, 25
mm/s).

- Tbc dd ghi (5, 6,25, 10, 12,5, 25, 50) mm/s+5%.

- Gidy ghi Gidy gap Z: 210 mmx150 mmx140 p hoic tuong duong.

Phan mém tiéu chuan:

- Do luong, dién giai va chuong trinh phan tich dién tim cho ngudi 16n va
tré em

- Gid tri do HR, khoang PR, thoi lugng QRS, khoang QT/QTC, truc
P/QRS/T, Pién ap RV5/SV1, dién &p RV5+SVI.

- Ma Minnesota: méi nhat

- Ché dg 1am viéc: Ché do tu dong, Ché do thi cong, Ché do nhip diéu, Ché
d6 kich hoat, Ché d0 tiet kiém, Ché d0 tuan hoan, Che do tai 1én

- Ché d¢6 DEMO: Pién tim d6 binh thuong, Dién tim d6 loan nhip

- Cong thirc QTC: Bazett, Fridercia, Framingham, Hodges.

- Phan tich nhip diéu Ché d¢ nhip don: 30-300 gidy. Ché do ba nhip digu:
30-100 gidy cho moi lan dan

- Ché do kich hoat tu dong: In ty dong kich hoat khi phat hién 16i loan nhip
tim trong luc do.

- In m¢ rong trong 16i loan nhip tim HG tro in dang song roi loan nhip tim
mo rong trong ché do tu dong

- Dang séng bi dong bang: Ho trg 300 gidy dang song bi déng bing

- Phét hién may tao nhip tim yéu, binh thudng, ting cuong




- Luu béo cdo ty dong

- Ban in dién gidi c6 thé lya chon

- Xem trudc bao cao Xem trude bao cao trude khi in

- Dinh dang dir li¢u: JPEG, XML, DICOM, PDF, ECG.

- H¢ thong bao dong Bao dong bang giong noéi va hinh anh cho: Chi tat,
Khong co giay, Pin yeu

- Cai dat thong tin bénh nhan: s6 ho so, tén, gidi tinh, D.O.B, chiéu cao, can
nang, huyét ap, chung tdc, may tao nhip tim, thudc men, so gia nhép, bac si gidi
thi¢u, k¥ thuat vién, bac si, s6 phong, nguoi dung xac dinh

- Ngon ng: Tleng Trung, tleng Anh, tleng Nga, tleng Tay Ban Nha, tleng
Phép, tiéng Y, tleng Ba Lan, Tiéng Séc, Tiéng Dtc, Tiéng Bd Dao Nha, Tiéng
Ukraina, Tiéng Thd Nhi Ky.

- Dung lugng bd nhé cuc bd >3000 tép

Bao céo:

- Loai bao cdo: Bao cdo thu cong, bao cdo don gidn, bao cdo chi tiét, bao
cdo MVB (Béo céo nhip trung binh)

- Dinh dang ghi: 3*4, 3*4+1R, 3*4+3R; 6*2, 6*2+1R, 6*2+3R; 12*1,
12*1+1R

Ngoai vi:

- Cong két ndi Cable dién tim

- Cbng thé SD: Thé SD >8 GB d¢ truyén dit liéu

- 2 cong USB H) trg dia flash USB va may quét mi vach

- Cbdng LAN Giao tiép v6i phan mém may tram ECG-1000 trén PC.

- Cong VGA Két n6i véi man hinh ngoai

Dién ap cung cap:

- Pin lithium c6 thé sac lai

- Dung luong pin ho trg > 3,0 gid hoat dong lién tuc

- Thoi gian sac pin khodng 4 gio

Phan 4: Mua sam Dén mo

Pén mo

Yéu cau chung

- Thiét bi m&i 100%; San xuat: 2025 tr& vé sau.

- Pat tidu chuan: ISO13485, FDA hoic twong duong

- Piéu kién méi trudng sir dung:
Nhiét 3o toi da: > 30 °C,
Do am tuong doi toi da: > 80 %RH

- Dién &p str dung: 220 V, 50 Hz

Yéu cau cau hinh:

- Pénmb 2 choa: 1 bd

- Céanh tay den: 2 cai

- Day nguoén: 1 cai

- Bang diéu khién: 01 bo (02 ci doc 1ap)

Chi tiéu ky thuat

- C6 thé nang cap véi cac tity chon bao gom pin du phong, camera Full HD, canh tay
b sung, ...

Théng s6 ky thuit:

- Kich thuéc dau dén: > 430mm

- S6 luong dén LED: > 42 bong

- Cudng do (lux): > 130.000




- Chi s6 hoan mau (Ra/R9): >96/95.

- >3 ché do diéu khién doc lap

- Nhiét d6 mau (K): >3.600/4.200/4.800

- Kiém soat cudng do: > 3 Budce (<40.000 - >130.000 lux).

- Kich thudc truong sang (mm): > 3 Budc (<150 ~ > 240mm).

- Tinh néng pha loang &nh sang:

Véi dng > 95%

Véi hai mat > 50%

V6i hai mit, tai day dng > 50%

- Ning luong btrc xa: > 3,6 mW/m"Ix

- Nang luong chiéu sang (Ee) > 450 W/ni

- Tay cam trung tdm c6 thé théo roi: C6 (> 2 chiéc).

- Tudi tho dén LED (gid): >60.000 h

D | IV. Yéu cau khac

- Khao sat, lép dat, hudng dan sir dung may tai dia diém cua nguoi su dung

- Bao hanh toan bo thiét bj >12 thang

- Bao tri dinh ky theo tiéu chuan nha san xuat, t6i thiéu 06 thang/lan

- Cung cép vat tu tiéu hao, phu ting thay thé trong vong t6i thiéu 08 nim.

Phin 5: Mua sam B) dung cu phiu thuat (déng dinh ndi tity)

STT Bo6 dung cu phiu thuit (d6ng dinh ndi tiiy)

BO DUNG CU PONG PINH NOI TUY XUONG CHAY

I. Yéu ciu chung:

Nim san xuat: 2025 trd vé sau, méi 100%

Dap g tiéu chuan chat lugng: ISO 13485, CE hoic twong duong

II. Yéu cau cau hinh

Khép nbi da nang: 1 céi

Dung cu tich m6 mém: 1 cai

Tay cam khép ndi nhanh: 1 cai

Pau noi ¢o dinh: 1 cai

Thanh dinh vi: 1 cai

Tua vit: 1 céi

Miii khoan tay cAm chit T @5,2 mm: 1 céi

Thudc do do sau 10-100 mm: 1 cai

Miii khoan BT 95,2 x 300 mm: 1 cai

Miii khoan BT ©4,0 x 300 mm: 1 cai

Miii khoan BT véi b gidi han 94,0 x 300 mm: 1 céi

Thanh dan huéng: 1 cdi

Dung cu doa 16 @13,0 mm: 1 céi

Dung cu doa 16 @12,0 mm: 1 céi

Dung cu doa 16 11,0 mm: 1 cai

Dung cu doa 16 @10,0 mm: 1 céi

Dung cu doa 16 ©9,0 mm: 1 céi

Dung cu doa 16 ©¥8,0 mm: 1 cai

Thanh din huéng xa: 1 cai

Tay cam thiét bi ngam: 1 céi

Thanh dan huéng gan: 1 cai

Dui duc tao 10: 1 cai

Kep dinh vi: 1 céi




Dan khoan @4,2-10 mm: 1 céi

Co 1€ luc giac SW 5,0 mm: 1 cai

Co 1€ luc giac SW 3,0 mm: 1 cai

Dan khoan ©5,4-10 mm: 1 céi

Bu 16ng M12 x 1,0 mm: 1 cai

Bu I16ng M8 x 1,0 mm dai: 1 cai

Bu 16ng M8 x 1,0 mm dai: 1 céi

Pau noi dinh dac: 1 cai

Pau ndi dinh rong: 1 cai

Co1é mo: 1 cai

Bua: 1 céi

Day dan: 1 céi

Hop nhom: 1 céi

I11. Chi tiéu k¥ thuat

Chat lidu: Thép khong gi

Cho phép size s6 5%

Pong bd cung hang san xuat

Hép sdy & nhiét do 134°C

Dung cu dugc cat trong hop hap co nap

7.2

BO DUNG CU PONG PINH NOI TUY XUONG PUI

I. Yéu ciu chung:

Nim san xuat: 2025 trd vé sau, méi 100%

Dap g tiéu chuan chat luong: ISO 13485, CE hoic twong duong

IL.Yéu ciu ciu hinh

Khép noi da ning: 1 cai

Colé mo: 1 cai

Tay cam chit T khép ndi nhanh: 1 cai

Tua vit SW 3,5 mm: 1 cai

Trocar 8,0 mm: 1 céi

Thudc do do sau 10-100 mm: 1 cai

Miii khoan tay cdm chit T 5,2 mm: 1 cai

Miii khoan BT @5,2 x 300 mm: 1 cai

Miii khoan BT véi b gidi han 94,0 x 300: 1 céi

Miii khoan BT ©4,0 x 300 mm: 1 cai

Dung cu doa 16 10,0 mm: 1 cai

Dung cy doa 16 @11,0 mm: 1 céi

Dung cy doa 16 @12,0 mm: 1 céi

Dung cu doa 16 @13,0 mm: 1 cai

Mii khoan ©5,2 mm: 1 cai

Co 1€ luc gidc SW 3,0 mm: 1 céi

Co 1€ luc giac SW 5,0 mm: 1 cai

Dan khoan 94,0 mm: 1 cai

B6 dung cu xuong dui: 1 cai

Dui duc tao 10: 1 cai

Bua: 1 céi

Thanh din huéng: 1 cdi

Thanh ndi: 1 cai

Thanh ¢b dinh: 1 céi

Tay cam thiét bi ngam: 1 cai

Bu 16ng M8x32L.: 1 céi




Bu I16ng M8x41L.: 1 céi

Pau noi dinh: 1 cai

Thanh dinh vi: 1 cai

Kep cam nam: 1 céi

Tay cam dung dé cheén / noi: 1 céi

Thanh dan huéng: 1 cai

Day dan: 1 céi

Hop nhom: 1 céi

I11. Chi tiéu k¥ thuat

Chat liéu: Thép khéng gi

Cho phép size s6 5%

Pong b cung hang san xuat

Hap sy ¢ nhiét do 134°C

Dung cu dugc cat trong hdp hap co nap

IV. Yéu cau khac

- Khao sat, lép dat, hudng dan sir dung may tai dia diém cua nguoi su dung

- Bao hanh toan b thiét bi >12 thang

- Bao tri dinh ky theo tiéu chuin nha san xuét, toi thiéu 06 thang/lan

- Cung cép vt tu tidu hao, phy ting thay thé trong vong tdi thiéu 08 nam.

Phin 6: Mua sam Hé thong ndi soi tiéu héa (da day, dai trang)

STT

H¢é thong ndi soi tiéu héa (da day, dai trang)

Yeéu cau chung:

Nim san xuat: 2024 - 2025, méi 100%

Nha san xuét phai dat ti€u chuén chat lugng quéc té: ISO 13485, EC hodc FDA hoic
tuong duong

Dién nguon st dung: 220V/ 50Hz

Mobi truong hoat dong:

Nhiét do tdi da: > 30°C

Do 4m tdi da: > 80%

Yéu cau cau hinh:

B¢ xtr 1y hinh dnh néi soi kém nguon séng hodc tach roi: 01 b

Ong ndi soi da day: 01 bd

Ong ndi soi dai trang: 01 bd

Dung cu kiém tra 1o ri: 01 chiéc

Binh nuéc: 01 chiéc

Man hinh mau ndi soi chuyén dung: 01 chiéc

May hiit dich: 01 chiéc

Heé thong méy tinh + mdy in phun mau tra két qua: 01 bd

OO N WIN(F

Xe day may son tinh dién: 01 chiéc

[EY
o

Tai liéu hudng dan tiéng Anh + tiéng Viét: 01 bd

Chi tiéu ky thuat

B xir Iy hinh anh ndi soi tich hop nguon sing hoic tich roi: 01 bd

Q-’I—‘:

Théng s6 b xir 1y hinh énh

- B xir Iy hinh anh tich hop véi ngudn sang hoic tach rdi

- Tuong thich v&i cac bo xur Iy si€éu am ndi soi

- C6 dinh dang DICOM cho phép chuyén anh tryc tiép 1én hé thong quan Iy PACS
cua bénh vién.

- C6 thé luu hinh anh FTP théng qua hé théng mang

- C6 thé tuy chinh budc séng cho cic mau R, G, B trong dai tir <400nm dén >500nm




- C6 tinh niang hd tro chan doan ung thu sém

- C6 cac ché do quan sat hinh anh véi anh sang dic biét hd tro chan doan ung thu sém:
>3 ché do

- Diéu chinh mau sac: co thé diéu chinh mau do, xanh 14, xanh lam, R-Hue, Chroma,
do sang >8 budc moi loai

- Ché d¢ ting cuong ciu trac: >3 ché do

- C6 ché do durng hinh dé quan sat ton thuong

- Ché @6 Iris > 3 ché do

- C6 thé hién thi cac théng s6 caa 6ng soi trén man hinh: Loai dng soi va s seri, dudng
kinh than ong soi, duong kinh dau ong soi, duong kinh kénh cong cu.

- Hién thi théng tin bénh nhan: tén bénh nhan, ma bénh nhan, ngay sinh, giéi tinh, tén
bac sy, thu thuat

- B§ nho:

+ Dit li¢u bénh nhan >40 ngudi

+ Thu thuat: > 20 kiéu

+ Tén bac si: > 20 ngudi

+ Mau thiét 13p cho béc si: >5 mau

- Phong dai anh: Phong dai dién tir tir 1x dén 2x

- Phuong phép lay dnh: dong thoi

- Bo dém hinh chup: hién thj tang dan

- Twong thich vai cac thé hé 6ng soi

- Tin hiéu dau ra analog t6i thiéu c6: Phitc hgp VBS hodc RGB TV hoic tuong duong

- Tin hiéu dau ra ky thuat s0 tOi thiéu co: HD-SDI hodc DVI hodc tuong duong

Thong s6 hgudn sang

- Nguén sang LED: >3 bong

- Po chiéu sang toi da: >700Im

- Phuong phap lam mat: bang quat gio

- Bom cip khi co: >4 ché 46

- Ap luc cap khi ti da: >60 kpa

Ong ndi soi da day: 01 bd

Thong so ky thuat:

- Truong nhin: > 140°

- Huéng nhin: 0° (nhin thang)

- Khoang quan sat: <2 - >100 mm

- Kha ning udn:

Lén: >210° Xudng: >90°

Phai: >100°/ Trai: >100°

- Puong kinh dau cudi dng soi: < 9,5 mm

- Puong kinh phan than 6ng soi: < 9,5 mm

- Buong kinh kénh sinh thiét: > 2,8 mm

- Chiéu dai lam viéc: > 1.000 mm

- Chiéu dai tong: > 1.300 mm

Phu kién tiéu chuan:

- Vali dung ong soi: 01 cai

- Miéng ngang miéng: 01 cai

- Kim sinh thiét da day st dung 1 lan: 1 hop (10 cai)

- Bo rua kénh: 01 bo

- Bo van hut/van khi nuéc: 01 bo

- Choi rura dai: 01 cai

- Choi rira ngan: 01 cai

- Nap van sinh thiét: 10 cai




Ong ndi soi dai trang: 01 bd

Thong s6 ky thuat:

- Truong nhin: >140°

- Huéng nhin: 0° (nhin thang)

- Khoang quan sat: <2 - >100 mm

- Kha ning uon:

Lén: >180° Xudng: > 180°

Phai: > 160°/ Trai: > 160°

- Puong kinh dau cubi 6ng soi: < 13,2 mm

- Puong kinh phan than 6ng soi: < 13,0 mm

- Puong kinh kénh sinh thiét: > 3,7 mm

- Chiéu dai lam viéc: > 1.300 mm

- Chiéu dai tong: > 1.600 mm

Phu kién tiéu chuan:

- Vali dung ong soi: 01 cai

- Kim sinh thiét dai trang st dung 1 lan: 1 hop (10 cai)

- Bo roa kénh: 01 bo

- Bo van hut/van khi nuéc: 01 bo

- Choi rira dai: 01 cai

- Chai rira ngan: 01 cai

- Nép van sinh thiét: 10 cai

B kiém tra ro ri: 01 bd

- Tuong thich h¢ thong

Binh nudc: 01 bo

- Tuong thich h¢ thong

Man hinh néi soi chuyén dung: 01 bo

- Loai man hinh: LCD hodc tuong duong

- Kich thudc: > 27 inch

- B§ phan gidi: > 1920 x 1080 pixel

- Ti 1€ twong phéan: > 1000:1

- D6 séng: > 1000 cd/m2

- Goc nhin >89°

Mady hut dich 2 binh: 01 bo

- S6 lugng binh toi thiéu: 02

- Thé tich binh tdi thiéu: 2 lit/binh

- Ap lyc hut tdi da khoang - 90 kPa

- Luu luong hut tdi da: >40 lit/phat

- Do on: < 52 dBA

May tinh, mdy in mau (Mua tai Viét Nam): 01 bo

- May vi tinh: c4u hinh t5i thiéu gom CPU Core >i5; Ram >8GB; O cimg >500GB:;
chudt; ban phim

- Monitor LCD > 17 inch

- May in phun mau: kho gidy A4, két nbi: USB

Xe diy mdy son tinh dién: 01 bd

- Chat liéu: Son tinh dién

- Bao gdm gia treo va gitr ong, phanh ham béanh xe, 6 cam dién.

IV. Yéu ciu khac

- Khao sat, lép dat, huong dan sir dung may tai dia diém cua nguoi su dung

- Béo hanh toan b thiét bi >12 théng

- Béo tri dinh ky theo tiéu chuan nha san xuét, ti thiéu 06 thang/lan




| - Cung cép vt tu tiéu hao, phu ting thay thé trong vong tdi thiéu 08 nim.

Phén 7: Mua sim Sinh hién vi kham mit

Sinh hién vi kham mit

YEU CAU CHUNG

- Thiét bi san xuat nam 2025 trd vé sau.

- Chat lugng méi 100%.

- Pat tiéu chuan chat lugng ISO 13485 hoic twong duong

- Nguon dién su dung hop vdi dién ludi Viét Nam

YEU CAU CAU HINH

- Than méy chinh: 01 chiéc

- Nguon sang: 01 chiéc

- Ong kinh hai mat: 01 chiéc

- Thi kinh: 02 chiéc

- Bao phu chdng bui: 01 chiéc

- Ty cam ty tran cho bénh nhan: 01 chiéc

- Gidy ty cam: 01 bd

- B6 nguon cung cap: 01 chiéc

- Day noi, day ngudn va phu kién ti€u chuan khac

- Huéng dan sir dung tiéng anh va tiéng viét: 01 bo

CHI TIEU KY THUAT

Kinh hién vi

- Bo phong dai véi 5 mire, mirc phong dai tir < 6x dén > 40x.

- Trudng nhin tir < 5.6mm dén > 36mm

- D6 phong dai thi kinh > 12,5x

- Ong kinh hoi tu goc: > 8°

- Diéu chinh khoang cach dong tir trong khoang: tir < 55 dén > 80 mm

- C6 thé xoay khe 3, 10, 15, 20° (t6i thiéu)

- Bu khuc xa <-5 dén >+5 Diop

- Nguon sang: LED hoic tuong dwong

- Khoang cach lam viéc: > 100 mm

Thén may chinh

- Chiéu rong cua khe séang di€u chinh lién tuc, chi€u rdng 16n nhat > 16 mm.

- biéu chinh d6 mo khe sang: > 6 mifc, toi da > 16 mm

- Khoang diéu chinh chiéu dai khe sang lién tuc: < 1,2 dén > 12mm

- B6 loc: Loc xanh duong, khong mau dd, loc trung tinh

- Khoang diéu chinh ty cim: > 59 mm

- Dai diéu chinh cua thdn may theo cic hudng:

+ Truc ngang: > 100 mm,

+ Truc doc: > 100 mm,

+ Tryc 1én xudng: > 30 mm.

IV. Yéu ciu khac

- Khao sat, lap dat, hudng dan st dung may tai dia diém ciia nguoi sir dung

- Bao hanh toan bo thiét bi >12 thang

- Bio tri dinh ky theo tiéu chuan nha san xuét, toi thiéu 06 thang/lan

- Cung cap vt tu tiéu hao, phu ting thay thé trong vong t6i thiéu 08 nim.

Phin 8: Mua sim B) dung cu phiu thuit (ndi soi 6 bung)

STT Bo dung cu phiu thuit (ndi soi 6 bung)

A | I Yéu ciu chung

- M&i 100%, san xuét tir ndm 2025 trd vé sau

- Nha san xuat dat tiéu chuan quan 1y chat luong ISO 13485 hoic hoic tuong dwong




B | IL Yéu cu ciu hinh, chi tiéu ky thuit (ti thiéu):

* | B§ dung cu bao gom:

1 | - Ong kinh soi, huéng nhin 0 do, duong kinh 10 mm, chiéu dai lam viéc > 31 cm, ¢6
thé tiét trung duoc, st dung thau kinh hinh gay, thi kinh c6 boc sa-phia chéng xudc:
01 céi

2 | - Vo trocar, cd 11mm hoac twong duong, chiéu dai lam viéc > 100 mm, lam tir thép
khong gi, c6 van bom khi: 2 céi

3 | - Van trocar da chirc ning ¢& 1 lmm hogc tvong duong, c6 thé mé bang tay hoic mé
tu dong: 2 cai

4 | - Nong trocar dau sic, ¢& 11 mm, chiéu dai 1am viéc > 100 mm, lam tir thép khong
gi: 1 cai

5 | - Nong trocar dau t, ¢& 11 mm, chiéu dai 1am viéc >100 mm, lam tir thép khong gi:
1 cai

6 |- Vo trocar ¢ > 5.5mm, chiéu dai lam viéc > 95 mm, lam tir thép khong gi, c6 van
bom khi: 2 cai

7 | - Van trocar da chitc ning ¢& > 5.5mm c6 thé m¢ bang tay hodc mé tu dong: 2 cai

8 | - Nong trocar dau hinh kim ty thap, cd > 5.5mm, chiéu dai lam viéc > 95 mm, lam tir
thép khong gi: 1 cai

9 | - Nong trocar dau t, ¢& > 5.5mm, chiéu dai lam viéc > 95 mm, lam tir thép khéng
gi: 1 céi

10 | - Nap giam cho dung cu ¢& > Smm khi ding véi trocar ¢d 11 mm: 1 cai

11 | - Tay cam, béng nhua, khong khoa, c6 chan cam d6t dién don cuc: 2 céi

12 | - Tay cam, bang nhua, c6 khoa, c6 chan cim dbt dién don cuc: 3 cai

13 | - Vo ngoai, bf?mg kim loai, c6 boc cach dién, c6 dau ndi khoa dé tudi rira vé sinh. C&
5 mm, dai > 36 cm: 5 cai

14 | - Ham forceps kep va phau tich, ham dai > 22 mm, hoat dong kép. Co 5 mm, chiéu
dai 36 cm: 1 cai

15 | - Ham forceps kep, nhiéu rang, ham rong 4.8 mm, dai >14 mm, hoat dong don, dung
dé kep chinh xac va khong gy ton thuong. C& 5 mm, chiéu dai 36 cm: 1 cai

16 | - Ham forceps kep, c6 rang cua khong gay ton thuong, ham dai > 20 mm, mé cira so,
hoat dong don. C& 5 mm, chiéu dai 36 cm: 1 céi

17 | - Ludi kéo cong c& 5 mm, chiéu dai 36 cm, ham hoat dong kép, ham dai > 14 mm: 1
cal

18 | - Ludi kéo dang moc, phén ham dung cu dai >10 mm, hoat dong don. C& khoang 5
mm, chiéu dai 36 cm: 1 cai

19 | - Pién cuc phau tich va cdm mau, dau hinh chit L, v6 boc cach dién, c6 chan cam
ddt dién don cuc. C& 5 mm, chiéu dai > 330 mm: 1 cai

20 | - Tay cam, dang x6 ngoén, c6 chan cam d6t dién ludng cuc: 1 cai

21 | - V6 ngoai, cho dung cu ludng cuc, cd Smm, chiéu dai > 330 mm: | cai

22 | - Vo trong, cho dung cu ludng cuc, ¢& Smm, chiéu dai > 330 mm: 1 céi

23 | - Ham forcep ludng cuc, ham ban rong 3 mm, c& S mm: 1 cai

24 | - Ong tudi hat, bé mat chéng 16a, c6 16 bén hong, van khoa diéu khién béng mot tay,
c¢0 5 mm, dai >33 cm: 1 cai

25 | - Quat nang gan, thdo roi dugc, xoe ra dugc > 16 do, cd 5 mm, chiéu dai > 34cm: 1
cal

26 | - Thanh déy chi, dung trong ki thuét thit nat chi ngoai co thé, ¢& 5 mm, chiéu dai >
33 cm: 1 cai

27 | - Dung cu thdm do t chirc, ¢6 vach chia cm, ¢& 5 mm, chiéu dai 36 cm: 1 céi

28 | - Day cao tan don cuc, chan cim ¢& 4 mm hodc twong duong, chiéu dai > 300 cm: 1
cal

29 | - Dy cao tan ludng cuc, chiéu dai > 300 cm: 1 cai




* | Phu kién, vit tw di kém bao gom:

30 | - Nip cao su dau trocar 11 mm: 10 céi

31 |- Nip cao su ddu trocar > 5.5 mm: 10 céi

32 | - Vansilicone: 10 céi

33 | - Kim kep kim, ham thfmg. C& 5 mm, chiéu dai >33 cm: | céi

34 | - Kim kep kim, ham cong trai. C& 5 mm, chiéu dai > 33 cm: 1 cai

35 | - Ban chai vé sinh dung cu, ding co rira phan ham cua dung cy: 1 goi

36 | - HOop ngam khur khuén dung cy, kich thude. Bao gém: Hop dung, Khay duc 16, va
Nip day: 1 cai

37 | - Khay ludi dé tiét tring va bao quan 6ng soi: 1 cai

38 | - Hop tiét trung va bao quan dung cu, c6 duc 19, nép trong sudt, c6 tham silicone: 1
cal

C | IIL Yéu cau khic

- Khao sat, lép dat, hudng dan sir dung may tai dia diém cua nguoi su dung

- Bao hanh toan b thiét bi >12 thang

- Bao tri dinh ky theo tiéu chuan nha san xuét, toi thiéu 06 thang/lan

- Cung cdp vit tu tiéu hao, phu ting thay thé trong vong t6i thiéu 08 nam.

Yéu cau khac (4p dung cho tit ca hang hoa ké trén)

- Thoi gian giao hang: < 90 ngay

- Nha thau c6 trach nhiém khao sat mit bang dé hoan thién diéu kién thi
cong lap dat may néu can thiét (cac chi phi khong lién quan t6i diéu kién co sé
vdt chdt do nha thau chiu trach nhiém).

- Pao tao, huéng dan str dung tai don vi str dung

- Thoi gian bao hanh: theo tiéu chuin cia Nha san xuat nhung t6i thiéu 12
thang ké tir ngay nghiém thu hang hoéa.

- Khi c6 yéu cau kiém tra, sira chita 6t xuat, nha thau phai c6 kha ning dap
ung trong vong 48 gio.

- C6 danh sach cong viéc bao dudng theo khuyén cdo Nha san xudt

- C6 cam két cung cap phu tung va linh kién thay thé theo model thiét bj da
du thau, trong vong: 08 nam.

- Tai liéu hudng dan st dung (Anh + Viét)

1.3. Cac yéu cau khac:

* Nha thdu phdi ngp cing véi E-HSDT cdc tai liéu sau day:

Déi véi toan bo hang hoa:

- Co6 Catalog hoac tai liéu ky thuat khac cua Nha san xuét co déy du noi1
dung chimg minh cac dic tinh, thong sd k¥ thuat ddi véi cac hang hoa chao thau
(Néu 1a ngdn ngit nudc ngoai phai c6 ban dich sang tiéng Viét) co day dii noi dung
ching minh thong sb k¥ thuat d6i v6i cac hang hoa tham du thau theo yéu cau
ctia E-HSMT va chiu trach nhiém vé noi dung va tinh chinh xac gitta ban goc va
ban dich). Pong thoi, nha thau cin danh diu (Highlight) thong s6 cu thé cia
hang héa dap ng yéu cau k§ thuat tai E-HSMT.



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

- C6 gidy chtng nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoic
CE hodac FDA hoac tuong duong cua nha san xuét con hiéu lyc v6i cac mit hang
tham du.

- S Iuu hanh con hiéu lyc bao gdm S6 cong bd tiéu chuan ap dung déi véi
Thiét b y té thudc loai A, B do S¢' Y té cp hodc Sb gidy chimg nhan ding ky luu
hanh d6i véi Thiét bi y té thudc loai C, D do B9 Y té cip 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 sé 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP
ngay 01/01/2025 ctia Chinh phii. Béi 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 thau chimg minh hang hoa chao thau khong phai
1a Thiét bi y t& (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y
té hodic thiét bi phu tro ding 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.

- Hang héa du thau da duoc ké khai gia (Ddi voi hang hoa bét budc ké khai
gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay 03/11/2024 cua 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 va cam két gia ban khong cao hon gia ké khai
hodc gid niém yét theo Diéu 17 Nghi dinh s 85/2024/ND-CP ngay 10/07/2024

- Nha thau c6 cam két tai thoi diém d6i chiéu tai liéu hodc hoan thién hop
d6ng: Nha thau phai nop cac tai liu chimg minh kha ning cung rng hang héa
¢6 nguon goc rd rang va hop 18, nham dam bao dap Gmg yéu cau vé nang luc k¥
thuat theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat dau
thau s6 22/2023/QH15. Trudng hop Nha thau khong thé cung cip tai liéu ching
minh, Nha thau s& khong du diéu kién xét trang thau theo hudng dan tai Khoan
19 Picu 140 Nghi dinh s6 214/2025/ND-CP.

Pdi véi yéu cau lip dat, giao hang, tudi tho ciia hang hda: Cam két tat ca
hang héa cung cap mai 100%, chua qua st dung, ¢6 ngudn géc xuat xi rd rang,
con nguyén dai, nguyén kién theo quy cach déng goi ciia nha san xuat.

- Luwu y: Khi ban giao hang héa, tdt ca ho so gidy to cia san pham phdi
gom 03 ban, dwoc déng thanh 03 quyén, Ho so chimg tir phdi la Ban goc hodc
bdn sao co chirng thwce cua co quan co chirc nang phu hop voi quy dinh cua phap
ludt, trwong hop doi véi tai liéu khéng cong chitng dwoc theo quy dinh (Nhuw chitng
tir nhdp khau) thi nha thau phdi déng déau xdc nhdn cia nha nhdp khau va cam
két tai lidu la chinh xdc va chiu trach nhiém trudce phap ludt vé cdc tai liéu nha



thau cung cdp; doi véi tai liu khong phdi la tiéng Viét nha thau cung cap kém
ban dich thudt hop phdp sang tiéng Viét cia don vi, co quan c6 chirc nang.

- Déi véi hang héa bdt budc phdi kiém dinh theo yéu cdu ciia Nha nudc
Viét Nam, nha thau phdi cho tién hanh kiém dinh va cung cdp day dii chimg chi
kiém dinh trude khi giao hang. Chi phi kiém dinh do nha thau chiu

Muc 2. Ban vé: “Khong c6 ban vé”

Muc 3. Kiém tra va thir nghiém

Viéc kiém tra, thir nghiém cac hang hoa dugc yéu cau sé duoc td chic Bénh
vién da khoa Hung Ha Thai Binh. DPia chi: Thon Tu La, Xa Hung Ha, Tinh Hung
Yén. Trong qua trinh thuc hién hop dong, truong hop hang héa khdng phu hop
Vvéi dic tinh k§ thuat theo E-HSMT hoac khdng thich ang véi céc thiét b hién co
thi Chii dau tu c6 quyén tir chéi va Nha thau phai cé trach nhiém thay thé hoac
tién hanh nhimg diéu chinh can thiét dé dép ung dung cac yéu cau vé dic tinh ky
thuat. Truong hop Nha thau khdng c6 kha nang thay thé hay diéu chinh cac hang
hoa khéng phi hop, Chi dau tu co quyén té chire viéc thay thé hay diéu chinh néu
thay can thiét, moi rai ro va chi phi lién quan do Nha thau chiu. Viéc thuc hién
kiém tra, thar nghiém hang hda caa Chua dau tu khong dan dén mién trir nghia vu
bao hanh hay cac nghia vy khéc theo hop dong ciia Nha thau.



