Phin 2. YEU CAU VE KY THUAT
Chuong V. Yéu ciu vé ky thuat

Muc 1. Yéu cau vé ky thuit
1.1. Gi6i thiéu chung vé dw toan mua sim, go6i thau

- Tén du toan: Mua sam cac thiét bi: do huyét dong khong xam 1an, dién co,
FeNO, da ky ho hap va may thé khong xam nhéap.

- Tén gbi th?lu: Mua sidm céc thiét bi: do huyét dong khong xam 14n, dién co,
FeNO, da ky ho hap va may thd khong xam nhéap.

- Pia diém thuc hién: Bénh vién Pa khoa tinh Ninh Binh.
- Loai hop ddng: Hop dong tron goi.
- Thoi gian thyc hién géi thau: 90 ngay ké tir ngay hop dong ¢ hiéu luc.

- Noi dung: Mua sam cac thiét bi: do huyét dong khong xam lan, dién co,
FeNO, da ky ho hap va may tho khong xam nhép (bao gom 05 phan) cu thé nhu
sau:

Stt Tén phan/ Tén thiét bi Pon vi tinh | S6 lwong
1 May do huyét dong khong xam lan Cai 1
2 |May do dién co (May dién co) Cai 1
3 |May do ndng d6 NO trong hoi thd (FeNO) Cai 1
4 |May do da ky ho hap Cai 1
5 |May tho khong xam nhap Cai 2

1.2. Yéu cau vé k¥ thuit

- Yéu cau vé thong sb k¥ thudt va cac tiéu chuan quy dinh trong muc nay 1a
ti thiéu, chi nhdm muc dich mé ta va khéng nham muc dich han ché nha thau.
Nha thau c6 thé dua ra céac tiéu chuin chat lugng, nhan hi¢u hang hoa, catalo khac
mién 13 nha thau chimg minh cho Chu dau tu thdy rang nhitng thay thé d6 van bao
dam su twong duong co ban hodc cao hon so véi yéu cau ctiia E-HSMT.

- Nha thau dinh kém E-HSDT bén ké khai hang hoa du thau (bao gom ca
cac thi€t bi ngoai may chinh) theo mau duoi day:

Stt| Danh | Tén thwong | Hiang/ [Hing/| Céu S6 luu S6 vin ban |Pon|Khdi |[Pon gia| Thanh
muc |mai, chiing loai| Nwéc | nwéc |hinh, tinh(hanh/ Gidy|phan loai thiét| vi |lwgng| (VND) | tién

hang | (ky mi hi¢u chit | san | ning ky |phép nhap |biy té vé mirc |tinh (VND)
héa |hoic nhin hiéu | s¢ hiru | xuét | thudt co'| khéu do rai ro
hoiic model) (néu c6) ban (néu cé) (néu c6)
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- Nha thau dinh kém E-HSDT bang chao dap tng k¥ thuat hang hoa du thau

(bao gdm ca cac thiét bi ngoai may chinh) theo mau duéi day:

Stt

Yéu cau ciia E-HSMT Pap &ng ciia E-HSDT ([Tai liéu tham chiéu

01

Hang hoa, dich vu lién quan phai tuin tha cac thong sb ky thudt va tiéu

chuan sau day:

Stt Tén thiét bi, yéu ciu vé tinh ning va yéu ciu ky thut toi thiéu
I [May do huyét dong khong xam lan

1. Yéu ciu chung

- Tinh trang mdi, chua qua s dung
- Nam san xuét: 2024 try vé sau

- Thiét bi twong thich ngudn dién: 220V/50Hz
- Moi truong hoat dong:

+ Nhiét do ti da: >30 do C

+ Do am tbi da: > 80%

2. Yéu cau cau hinh toi thicu

May chinh (kém pin sac): 01 b

Dau do siéu am dung nhiéu lan: 01 cai

Bo phu kién tiéu chuin kém theo: 01 bo
- But chi man hinh: 01 cai
- Pin tich hop trong may: 01 cai

- Phan mém hé thdng (ban quyén tron doi): 01 bd

Bo vat tu tiéu chuan: 01 bd
Gel siéu am: 01 hdp

Xe ddy may (c6 khoa banh): 01 cai

Tai liéu hudng dan sir dung tiéng Viét: 01 bd

Tai liéu k¥ thuat dé phuc vu viéc sura chita, bao dudng may chinh: 01 bd

3. Yéu cau veé tinh niang va yéu cau ky thuat

- Danh gia khong xam l4n hoan toan vé tinh trang huyét dong cua bénh nhan

- Cac chi s6 tdi thiéu hién thi duogc:
+ CO (Cung lugng tim);

+ SV (Thé tich tong mau);

+ CI (Chi s6 tim);

+ HR (Nhip tim);

H+ SVR (Strc can mach hé thong);




Stt Tén thiét bi, yéu ciu vé tinh ning va yéu ciu ky thuit t6i thiéu

+ VTI (Tich phan van tdc thoi gian ciia mau);
+ FTc (Thoi gian tng méu hiéu chinh)

- Két ndi, truyén dir liéu duoc voi hé théng thong tin bénh vién/ bénh an dién tir

- Man hinh cam img LCD > 12inch

- Cac tinh nang cua phan mém toi thiéu co:

+ Hién thi két qua do dugc cua cac chi s

H+ Xem lai cac két qua da do

H+ Hién thi duong danh gia xu hudng cia cac thong sd huyét dong

+ Xem lai bao céo két qua do cua bénh nhan trude khi in

- DOi tugng sir dung: tré so sinh, tré em va ngudi 16n

- Str dung cong nghé siéu am Doppler lién tuc

- Tan so dau do siéu am < 2.5 MHz

- Kha ning luu trit trén 500.000 két qua do

- Dai két qua hién thi:

+ CO (Cung lwong tim): tir <0.5 dén >20 1/phit

H+ SV (Thé tich tong mau): tir <1 dén >2700 cm3

+ CI (Chi s6 tim): tir <1 dén >11 lit/phtit/m2

H HR (Nhip tim): tir <10 dén >200 nhip/phut

- Thot lugng pin >1 gio

II. May do dién co (May dién co)

1. Yéu ciu chung

- Tinh trang mdi, chua qua s dung
- Nam san xuét: 2024 try vé sau

- Thiét bi twong thich ngudn dién: 220V/50Hz
- Moi truong hoat dong:

+ Nhiét do ti da: >30 d6 C

+ Do am tdi da: > 80%

- Xuét xtr may chinh: thudc t6 chitc G7 hoac EU

2. Yéu cau cau hinh toi thicu

- May chinh va bd phu kién tiéu chudn: 01 b

- BO nguén cach ly ludi dién: 01 bd

- B6 khuéch dai > 4 kénh kém gia d5 : 01 bo

- Bo dién cuc hd tro: 01 bd

- Bo diéu khién kich thich dién: 01 bo

- BO may vi tinh: 01 bd
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- Mdy in mau: 01 céi

- Phan mém hé thdng (ban quyén tron doi): 01 bd

- B luu dién Online: 01 bd

- Xe day chuyén dung: 01 cai

- Man hinh LCD >21 inch: 01 cai (Yéu cau trong trudng hop khong tich hop hién thi may|
trén man hinh cia by may vi tinh)

- Tai liéu huéng dan st dung tiéng Viét: 01 b

- Tai licu k¥ thuat dé phuc vu viéc stra chira, bdo dudng may chinh: 01 bo

- Pia hoic USB hoic cong cu khac cung cap dé cai dit hodc sao luu phin mém may chinh:
01 bd

3. Yéu cau veé tinh niang va yéu cau ky thuat

- Do dién co EMG

- Nghién ciru dan truyén than kinh (NCS)

- Do dién thé goi cam giac (SEP)

- Do dién thé goi thinh giac

- Po dién thé goi thi giac

- Po ddy than kinh thyc vt

- Do dién thé goi su kién (P300/CNV)

- Do dién co kim

- Ho trg hinh 4nh giai phau lya chon day than kinh tham kham

- Co tinh nang ty dong phién giai két qua (tw dong phan tich tin higu)

- C6 tinh nang tao bao cao

- Két ndi, truyén dir liéu duoc voi hé théng thong tin bénh vién/ bénh an dién tir

3.1. B) khuyéch dai diu vao

S kénh > 4 kénh

Tré khang dau vao > 1000 MQ (ché do chung)

Do nhiéu < 0.6uVrms

H¢ sb nén nhiu déng pha (CMRR): >110 dB

Do phan gidi mau > 18 bit

D06 nhay tir <1 pV/div dén 10mV/div (+ 5%), v6i nhiéu budce

Loc tan s thap tir < 0.2 Hz dén >3 kHz (+ 20%), voi nhidu budc

Loc tan s cao tir < 30 Hz dén > 20 kHz (+ 20%), v6i nhiéu budc

Loc xoay chiéu 50/60 Hz

3.2. Kich thich chung
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Tén thiét bi, yéu ciu vé tinh ning va yéu ciu ky thuit t6i thiéu

Dang song kich thich tdi thiéu gdm: don, kép, chudi

Tan sb kich thich: Tir < 0.2 Hz dén >100 Hz (+ 5%)

3.3. Kich thich dién

Cudng d6 kich thich: tir 0 &én >100 mA

Thoi gian xung kich thich dién: tir <0.05 ms dén >1 ms

3.4. Kich thich thinh giac

Dang song kich thich tdi thiéu: nhap (click), xung 4m tan (tone)

Pha kich thich: > 3 loai

Cuong do kich thich: Tir 0 dB dén > 135 dB SPL (+2 dB)

3.5. Kich thich thi giac

Kiéu kich thich t6i thiéu: Mau (hién thi trén man hinh), dén LED (Kinh Led)

3.6. B0 may vi tinh

+ B6 vi xtt ly Core 15 hodc twong duwong hodc vuot trdéi hon; bd nhé RAM > 8GB
+ O ctng > 500GB

+ Man hinh mau LCD > 19 inch, d§ phan giai Full HD tr¢ 1én

+ Di bao gdm: chudt quang, ban phim di kém

+ Hé diéu hanh c6 ban quyén

3.7. May in mau
- In dugc kho gidy A4
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3.8. By Iuu dién Online
B0 luu dién Online sir dung cho may chinh va céc thiét bi phu tr¢g néu trén

3.9. Yéu cau vé an toan

- Pat tiéu chuin an toan tdi thiéu: IEC 60601-1, IEC 60601-2-40

I

May do ndng do NO trong hoi thé (FeNO)

1. Yéu ciu chung

- Tinh trang méi, chua qua st dung
- Nam san xuat: 2024 tré vé sau

- Thiét bi twong thich nguén dién: 220V/50Hz
- Moi truong hoat dong:

H Nhiét d6 t6i da: > 30 d6 C

+ Do am toi da: > 80%

- Xuat xit may chinh: thudc to chirc EU

2. Yéu cau cau hinh toi thiéu

- May chinh: 01 b

- Phin mém chuyén dung: 01 bd




Stt Tén thiét bi, yéu ciu vé tinh ning va yéu ciu ky thuit t6i thiéu

- B6 phu kién tiéu chuan: 01 bo

- BO vat tu tiéu hao tiéu chuén: 01 bd

- BO may vi tinh: 01 bd

- May in mau: 01 bo

- Tai liéu huéng dan st dung tiéng Viét: 01 bod

- Tai liéu k¥ thuat dé phuc vu viéc stra chira, bado dudng may chinh: 01 bo

- Pia hoic USB hoic cong cu khic cung cap dé cai dit hodc sao luu phin mém may chinh:
01 bd

3. Yéu cau vé tinh nang va yéu cau ky thuat

- Do ndng d6 NO hoi thd (FeNO) phé quan, phé nang

- Do néng d6 NO khoang miii

- Po chirc nang ho hap (spirometry)

- C6 phan mém tich hop phan tich dit liéu chi tiét

- Do dugc cho ca tré em (hop tac) va nguoi 16n

- Két ndi, truyén dir liéu duoc voi hé théng thong tin bénh vién/ bénh an dién tir

- Cam bién do luu lugng & ché do do NO:

+ Dai do tir 0 dén > 0.5 I/s

H+ Do tuyén tinh trén toan dai do < 0.1 %

+ Do chinh xac trong ddi < 0.5 %

- Cam bién do luu luong & ché d do chirc nang ho hap:

+ Dai do tir <-15 dén > 15 I/s

+ Do tuyén tinh trén toan dai do < 0.1 %

H+ Do chinh x4c trong ddi < 0.5 %

- Cam bién ap suat:

+ Dai do tir <-38 dén > 38 cmH20

+ Do tuyén tinh trén toan dai do < 0.1 %

H+ Do chinh x4c twrong ddi < 0.5 %

- Phan tich khi NO hoi thé

H Dai do 0 dén 5000 ppb

H+ Do chinh x4c trong ddi <+ 3%

+ Thoi gian dap tmg t6i da < 15s

- Cac churc nang cua phan mém t6i thi€u co:

+ Giao dién nhap, tim kiém thong tin bénh nhan

+ C6 hudng dan hit/thé trén man hinh
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+ Phan tich céc chi sd, hién thi két qua do dang biéu d6 va chi sb

H In két qua

- May vi tinh

+ Bo vi xtr ly Core 15 hoac tuong duong hodc vuot trdéi hon; b nhd RAM > 8GB
+ O cing > 500GB

+ Man hinh mau LCD > 19 inch, d0 phan giai Full HD tr¢ 1én

H+ D3 bao gdm: chudt quang, ban phim di kém

H+ Hé diéu hanh c6 ban quyén

- May in mau:
+ In dugc kho gidy A4
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Iv.

May do da ky hé hap

1. Yéu ciu chung

- Tinh trang md1, chua qua st dung
- Nam san xuét: 2024 trg vé sau

- Pat tiéu chuin CE hoic FDA

- Thiét bi tvong thich nguén dién: 220V/50Hz
- M6i truong hoat dong:

+ Nhiét do toi da: > 30 d6 C

+ Do am tdi da: > 80%

- Xuét xtr may chinh: thudc t6 chirc OECD

2. Yéu cau cau hinh toi thicu

- May chinh: 01 céai

- Bo day dai: 01 bo

- BO do oxy mau va nhip mach: 01 bo

- B6 do ho hip: 01 bd

- Tai dung may: 01 cai

- Phan mém chuyén dung ghi va phén tich (ban quyén tron doi): 01 bd

- Bo vat tu di kem: 03 bo

- BO may vi tinh: 01 bd

- May in mau: 01 bo

- Tai liéu huéng dan st dung tiéng Viét: 01 bod

- Tai liéu k¥ thuat dé phuc vu viéc stra chira, bado dudng may chinh: 01 bo

- Pia hoic USB hoic cong cu khac cung cap dé cai dit hodc sao luu phin mém may chinh:
01 bd

3. Yéu cau vé tinh nang va yéu cau ky thuat
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- Dung dé chan doan hoi chimg ngung thd khi ngli va céac rdi loan khéc trong lac nga cho
nguodi 16n

- Két ndi, truyén dir liéu duoc voi hé théng thong tin bénh vién/ bénh an dién tir
3.1. May chinh

- Thoi gian ghi t6i da > 24 gio

- B nhd > 4GB

- S6 kénh do tdi thiéu dong thoi:

+ Khi thd duong miii

+ Ngay (cuong do ngay)

+ NG Iuc ho hap

+ SpO2 va nhip mach

+ Tu thé co thé

- C6 kénh du phong dong khi thé

- C6 san hodc c6 kha ning nang cap do 1 trong 3 tin hiéu ExG (EEG, ECG, EMG)
- Tan s6 ldy mau:

+ Khi tho duong mii: > 100 Hz

H+ RIP (do nd luc ho hap nguc/ bung): > 100 Hz

- Dai két qua hién thi:

H+ SpO2: 0% dén 100 % (sai s6 < +3% trong pham vi tir 70% dén 100%)

H Nhip mach: < 18 dén > 300 BPM (sai s6 < +3 BPM khi khong c6 chuyén dong)

- C6 man hinh hién thi

- Thiét bi c6 sir dung Pin, dam bao may chay khi sir dung Pin > 8 gioy

- C6 phan mém chuyén dung ghi, phén tich gidc ngu, tao bao cdo

3.2. May vi tinh

+ Bo vi xtt ly Core 15 hodc twong duwong hodc vugt trdéi hon; bd nhd RAM > 8GB
+ O cing > 500GB

+ Man hinh mau LCD > 19 inch, d§ phan giai Full HD tr¢ 1én

H+ D3 bao gdm: chudt quang, ban phim di kém

H+ Hé diéu hanh c6 ban quyén

3.3. May in mau

- In duoc kho gidy A4

- D6 phan giai t6i da: > 300 dpi
V  May thé khong xam nhap

1. Yéu ciu chung

- Tinh trang méi 100%, san Xuét tu ném,2024 trd vé sau o )

- MOi truong lam viée: nhiét do toi da dén > 35 d6 C, d6 4m 61 da dén > 80%
- St dung tuong thich ngudn dién: 220V, 50Hz
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2. Yéu cau cAu hinh tdi thiéu

- May chinh: 01 may

- B6 day thd dung nhiéu 1an cho nguoi 16n bang Silicon c6 thé hap tiét tring duge: 02 bd
- Mask thd khong xam nhap kém day cb dinh: 02 bo

- Binh 1am 4m va lam 4m khi thé sir dung nhiéu 1an: 01 bo

- Day ngudn: 01 b

- Tai liéu huéng dan st dung bang tiéng Viét: 01 b

- Tai liéu k¥ thuat phuc vu viéc stra chira, bao dudng thiét bi: 01 bd

3. Yéu ciu vé tinh niing, thong s6 ky thuat

- May th¢d thong khi khong xdm nhap, phu hop st dung thong khi cho nguoi 16n
- C6 it nhét cac ché do thd khong xam nhap: CPAP, auto CPAP, BiPAP (mode: S, T, S/T,
VAT, PAC)

- Thé tich khi lwu théng: 1én dén > 1000mL

- Ap lyc khi: 1én dén > 25 cmH20

- Do on: <46 dB

- Co6 chuc nang tu dong bu ro ri khi thd

- C6 cée mirc cai dit do am khi the

- C6 cac canh bao bao dong

- Ghi va xuit ra duoc dit liéu cua bénh nhan

Yeéu cau khac

- Pia diém lép dat, de‘tq tao chuyén giao cong nghé: Bénh vién Pa khoa tinh
Ninh Binh (Nha thau cam keét).

- Thoti gian giao hang va hoan thanh lap dat: < 90 ngay (Nha thau cam két
va dé xudt tai bing tién dé cung cip).

- Thoi gian bao hanh, bao tri: theo tiéu chuan cia nha san xuat nhung khong
it hon 24 thang ddi voi may do da ky ho hip va khong it hon 12 thang dbi voéi
nhimng thiét bi con lai ké tir ngay ban giao nghiém thu dua vao sir dung cho cac 15i
thudc vé nha san xuat. Trong thoi gian bao hanh, thiét bi phai dugc bao tri theo
tiéu chuan ctia nha san xuat. (trtr truong hop hang hoa sur dung mot lan theo quy
dinh ctia chi s¢ hitu thiét bi y t&) (Nha thau cam ké).

- C6 Gidy chimg nhén xuat xtt CO, Gidy chimg nhan chat lugng CQ hodc
tai liéu twong duong: Ban gdc hodc ban sao co ching thyuc. (Nha thau dinh kém
E-HSDT hodc cam két cung cap khi giao hang, doi voi hang hoa nhdp khdu).

- C6 To khai hai quan, van don (Bill), danh sdch dong géi (Packing list),
hoa don thwong mai (Invoice): Ban c6 xac nhan sao y ctia don vi nhap khau. (Vha
thau dinh kém E-HSDT hodc cam két cung cép khi giao hang, doi véi hang héa
nhap khiu).

- C6 Phiéu xuat xudng hodc ching nhan chit luong hang hoa cta nha san
xuat hodc tai liéu twong dwong: Ban gbc hodc ban sao co chimg thuc. (Nha thiu
dinh kém E-HSDT hodc cam két cung cdp khi giao hang, doi véi hang héa sin
xudt trong nwéc).




- C6 s luu hanh hoac sO dang ky Iuu hanh hoac gidy ching nhan ding ky
luu hanh hoac glay phép nhép khau ciia BO Y té hodc tai liéu twong duong, c6 ket
qua phéan loai thiét bj y t& vé muc d6 rui ro theo quy dinh tai Nghi dinh so
98/2021/ND-CP ngay 08/11/2021 cua Chinh phu vé quan 1y trang thiét bi y té
dugc stra d6i, b sung boi Nghi dinh s6 07/2023/ND-CP ngay 03/3/2023, Nghi
dinh s6 96/2023/ND-CP ngay 30/12/2023 va Nghi dinh s6 04/2025/ND-CP ngay
01/01/2025 (Nha thau dinh kem E-HSDT, doi voi thiét bi y té).

- C6 cam két cung cap phu tung thay thé, phu kién, cac dich vu ky thuat khi
khach hang c6 yéu cau trong thoi han it nhat 08 nam (d61 voi may chinh): Ban goc
(Nha thau dinh kem E-HSDT).

~ -Nhasan xudt dat tiéu chuan quan 1y chat lugng ISO 13485 (dbi véi thiét bi
y t€) (Nha thau dinh kem E-HSDT).

- Cung cip gidy chimg nhan kiém dinh ban dau vé an toan va tinh ning ky
thuat theo quy dinh tai Ngl}i dinh SO 98/2021/ND—QP nge‘ly 08/11/2021 cua Chinl}
phu vé quan ly trang thiét bi y t€ dugc stra doi, bo sung boi Nghi dinh s6
07/2023/ND-CP ngay 03/3/2023, Nghi dinh s6 96/2023/ND-CP ngay 30/12/2023
va Nghi dinh s6 04/2025/‘ND—CP ngéy 01/01/2025 trudc khi nghiém thu’ thiét bi
dua vao su dung (Nha thau cam két cung cdp truwoc khi nghiém thu thiét bi dwa
vao sw dung).

Muc 2. Ban vé: Khong co.

Muc 3. Kiém tra va thir nghiém

Nha thau c6 trach nhiém, cung cap day du thong tin vé diéu kién lip dat;
kiém tra, thr nghiém hang hoéa trudc khi giao hang, van hanh chay thir sau khi lap
ddt. Chu dau tu s& kiém tra hang héa ngay khi Nha thau giao hang.

May th¢ phai thyuc hién kiém dinh ban dau vé an toan va tinh ning k¥ thuat
(Nha thau cung cdp gidy chimg nhan kiém dinh) truéc khi dwa vao st dung theo
quy dinh.



