Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k¥ thuét
1.1. Gi6i thiéu chung vé dw 4n va go6i thau
- Chu dau tu: Bénh vién Da khoa tinh Ha Tinh

- Du toan: Cung c‘ép thié:[ bi vat tu y té cho khoa Cap ctru chong doc va May
chi€u tia plasma lanh diéu tri vét thuong Bénh vién Pa khoa tinh Ha Tinh
- Tén goi thau: Cung cap tl}iét bi vat tu y té cho khoa Cap ciru chéng doc va May
chi€u tia plasma lanh diéu tri vét thuong Bénh vién Pa khoa tinh Ha Tinh
- Nguén von: Quy phat trién hoat dong su nghi¢p cua Bénh vién Da khoa tinh Ha
Tinh
- Hinh thtrc Iya chon nha thau: PAu thau rong rai, qua mang trong nudc
- Phuong thue lya chon nha thau: Mot giai doan, mot thi ho so.
- Thoi gian bét dau td chire lua chon nha thau: Thang 5/2026
- Loai hop dong: Tron gbi
- Thoi gian thuc hién hop dong: 90 ngay, ké tir ngay hop dong c6 hiéu luc
1.2. Yéu ciu vé k¥ thuat
Yéu cau thong s6 k¥ thuat quy dinh trong muc nay la t6i thiu, chi nham muc dich
mo ta va khong nham muc dich han che nha thau. Bét ky thuong hiéu, ky ma hi¢u (néu
c6) trong tiéu chuan k¥ thuat chi tiét 1a ¢& minh hoa cac tiéu chuin chat luong, tinh
nang ky thuét. Vi vay, nha thau co thé chao thau nhimg hang hoa c6 thong s ky thuét
tuong duong hodc tét hon. Trong truong hop do, nha thau phai giai trinh, ching minh

mat hang dy thau c6 tinh ning, thong sb ky thuat twong duong hodc t6t hon so véi yéu
cau cua E-HSMT.

1.2.1 Yéu ciu chung

- Thiét bi m&i 100%, san xuat nim 2024 tr vé sau

- Thiét bi dugc ban giao, lap dat va huéng dn sir dung thanh thao tai don vi sir
dung cuoi cung

- Cam két cung cip day du chtng chi chat luong (CQ), xuat x{r (CO), t& khai hai
quan va cac tai li¢u khac

1.2.2 Danh muc hang héa mai thiu

Céu hinh, tinh ning, thong

STT | Ma phan (10) Tén phan/1o ¥ k§ thuat

Ghi chu

Thong s6 ky thuat

- C4u hinh bao gdm:

Xe ddy cang cdp | + Thén cang: 01 bd

clru 2 tay quay + Hé thong tay quay gip
gon: 03 cai

+ Thanh chén 2 bén: 02 cai
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STT

Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

+ Cay truyén dich: 02 cai

+ Gi4 dé binh oxy: 01 cai
Khay dé do: 01 céi

+ Banh xe: 04 céi

+ DPém da: 01 cai

- Thong s6 k¥ thuat:

+ Kich thudc téng thé
(DxRxC): 2000 x 680 x 550-
850 mm =+ 5%

+ Tai trong t6i da: > 250kg
+ Chat liéu: Inox SUS 304
(Lva chon thém Inox SUS
201) hodc tuong duong

+ Than xe: inox hdp
25x50mm CNC ghép khung
bo goc

+ Mat cang:

« Khung: inox dng tron phi
22.2mm, chia lam 4 khuc
650 — 220 — 320 — 570 mm

« TAm mit: inox tAm day >
Imm

+ Xe day cang c6 3 chirc
ning: Nang dau, nang chan
va nang ha chiéu cao thong
qua 3 hé thong tay quay gap
gon

+ DJ nang, ha phﬁn tua lung:
0°+ 80°(£5%)

+ DJ nang, ha chan: : 0°+
40°(£5%)

+ Chiéu cao c6 thé nang ha:
tir < 550 dén > 850mm

+ Hé thong néng ha dugc gia
cong bang inox tAm va inox
hop day tir > 2-3mm

+ Than dudi st dung inox
hop 25x50 lam khung, ¢ gitra
¢6 1 gia dé binh oxy bang
inox ddc 8 va inox tim day >
2mm

+ Khay dé d6 bang inox tim
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Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

day > Imm ddt 16 ovan tranh
dong bui ban

+ 4 banh xe TPR duong kinh
> 200mm c6 khoa

+ DPém da chéng tham, d& vé
sinh

PP2600206110

Giuong bénh
nhan da nang

Thong tin san phém

- Kich thudc giuong:
LxWxH: 2100x960x500mm
(£ 5%)

- Kich thudc st dung:
1980x900mm (£ 5%)

- Kich thuéc dong goi:
LxWxH: 2000x960x280mm
(+ 5%)

- Géc tya lung: 0-80° (£5°)
- Goc phan chan: +25°, -
65°(£5°)

- Goc quay co thé 0 -
45°(£5°)

- Trong tai > 260kg

- 4 banh xe: Buong kinh 125
+ 2mm, ¢6 phanh, khoa/mo
dé dang, giup giwdong van
hanh linh hoat, ém ai

- TAm dau/chan va ray bén
bang nhua k§ thuat ABS chat
lugng cao hodc tuong duong
, dep, rong rai va dé dang
thdo do&

- Giat givong bang thép phil
son tinh dién. Cau tao thong
thoang va dé 1am vé sinh

- C6 lan can chin hai bén
thanh giuong:

+ Dai 3/4 chiéu dai cua
giuong;

+ Lam bé'mg vat liéu
nhom/thép khong gi/nhua
ABS hodc tuong duong

+ C6 nang lén ha xuéng duoc
va ¢6 chdt ham.
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Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

+ Thao lap dé dang va gap lai
- bém:

+ D0 day > 8cm

+ Lam tir so dua va mat PU
chz‘}t luqqg cao duoc boc da
chong tham nudc va thong
khi hodc tuong duong

- Chirc nang: diéu chinh bang
di€u khién: nang/ha lung;
nang/ha chan; nghiéng
trai/phai; dong/mé bo vé sinh
- Dﬁy du céc phu kién: Coc
tr}lyén dich, ban an, chau goi
dau, co tay quay du phong di
kém dé di¢u khién viéc nang
ha giuwong

- Tay quay du phong dugce su
dung trong truong hop mat
di‘én va }(héng thir st dung
bang diéu khién cho giuong

PP2600206111

May theo doi
bénh nhan

I. Yéu ciu chung

- Thiét b san xuét ndm 2024
tré vé sau

- Chét luong méi 100%

- Pat tiéu chuan: ISO 13485
hodc tuong duong

- Ngudn dién: > 100 dén 240
VAC, 50/60Hz

- Moi truong hoat dong:

- D¢ am t6i da: > 95%

- Nhiét do t6i da: <400C
II. Ciu hinh cung cip

- May theo d6i bénh nhan 5
thong s6 man hinh cam trng
mau > 12.1 inch: 01 May

- B0 dién cuc dién tim: 01
Bo

- Bo cép do Sp0O2: 01 Bo

- Cam bién do nhiét do: 01
Cai

- B0 day nbi dai do huyét ap
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Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

khong xam lan: 01 Bo

- Bao do huyét ap ngudi 16n:
01 Cai

- Bao do huyét ap tré em: 01
Cai

- Pin tich hop: 01 Cai

- Xe day: 01 Cai

- Tai liéu hudng dﬁq su dung
bang tieng Anh + tiéng Viét:
01 Bo

I11. Chi tiéu ky thuat

bac tinh chung:

- Thiét bi duoc st dung dé
theo doi, hién thi, xem xé&t,
luu trir va canh bao cac thong
sO cua bénh nhan.

- Theo dbi cac théng sé:
bién tim (ECG), Nhip ho
hap (RESP), Nong do Oxy
béo hoa trong mau (Sp02),
Huyét ap khong xam lan
(NIBP), Nhiét 40 (TEMP)

- Dicu khién bang man hinh
cam ung hodc phim bam,
nim xoay.

- C6 thé mé rong két ndi toi
may in, quét ma vach.

- Khong dung quat gié giam
lay nhiém chéo.

- C6 ngan dung phu kién
tién dung ngay trén may

- Thiét ké bén bi chiu duoc
va dap tir khoang cach > 75
cm

- Kha nziqng chiu nudc dat
tiéu chuan [PX1hodc tuong
duong

Thong s6 ky thuat:

- Man hinh: Cam Urng mau,
kich thudc 1> 2.1 inch, hién
thi 1én t61 > 10 dang song

- D0 phén gidi: > 1280 x 800




STT

Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

pixels

- Cong két ndi Ethernet,
LAN

- Luu trit dir liéu xu hudng
(trend): > 1200 gio (trong
khoang 10 phut), > 120 gio
(trong khoang 1 phut), >4
gio (trong khoang 5 giay)

- Luu trir sy lgién: > 1000 su
kién (thong so canh bao,
canh bao su kién loan
nhip...), > 128 su kién loan
nhip

- Luu trit két qua NIBP: >
1600 phép do

- Pin sac lai duogc: Loai
Lithium - ion hodc twong
duong c6 thé sac lai, thoi
gian su dung > 4.5 gio. Dung
lugng: > 2600 mAh

- Co chure nang phat hién
loan nhip theo d6i dong thoi
nhiéu dao trinh, > 27 phan
loai.

- Bao dong bang hinh anh va
am thanh

Thong sb dién tim ECG:

- S6 dién cuc:

+ 3 dién cuc: do 3 dao trinh
(I, 11, I1II)

+ 5 dién cuc: do 7 dao trinh
(I, IL, III, aVR, aVL, aVF, V)
- Tu dong nhan dang
3/5/6/12 dién cuc.

- Do khuéch dai (Gain):
x0.125, x0.25, x0.5, x1, x2,
x4, ty dong

- Tbc do quét: 6.25 mm/s,
12.5 mm/s, 25 mm/s, 50
mm/s

- Bang thong:
+ Ché d6 chan doan: 0.05 -
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Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

150 Hz

+ Ché do theo ddi: 0.5 - 40
Hz

+ Ché d¢ phau thuat: 1 - 20
Hz

+ Ché do ST: 0.05 - 40 Hz
+ Ché d6 nhan manh: 2 dén
18 Hz

+ Ché d¢ tuy chinh: ¢6 san
Tan s thong cao (0,01Hz,
0,05Hz, 0,15Hz, 0,25Hz,
0,32Hz, 0,5Hz, 0,67Hz); c6
san Tan sb thong thip (25Hz,
35Hz, 45Hz, 75Hz, 100Hz,
150Hz)

- Dai tin hiéu dau vao: 10
mV (gia tri dinh - dinh)

- Bao vé khir rung tim: Chiu
dugc khtr rung tim 5000V
(360J)

+ Thoi gian phuc hdi co ban:
<§ gidy

- Hé s6 nén dong pha:

+ Ché d6 chan doan: > 90 dB
+ Ché d6 theo di, phau
thuat, ST, nhan manh: > 105
dB

+ Ché d¢ tuy chinh: >105 dB
(Tan s6 thong thap <40Hz),
>90 dB (Tén s6 thong thap
>40Hz)

- Phan tich ST:

+ Pham vi do: - 2.5 dén
2.5mV

+ D0 chinh xac:+ 0.02 mV
hodc £10%

+ D0 phan giai: 0.0lmV

- C6 kha nang phan tich QT
Nhip tim:

- Dai do nhip tim:

+ Nguoi 1én: tr 10 - 300
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Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

nhip/phut

+ Tré em/Tré so sinh: tir 10 -
350 nhip/phut

- D0 phan giai: 1 nhip/phut
- Sai sb: + 1 nhip/phut hoic
+1%

Thong s6 ho hap RESP:

- Phuong phap do: Tré khang
nguc

- Dai do nhip ho hip:

+ Ngudn ECG: 0 - 200 rpm
+ Nguén SpO2: 4 -70 rpm
- B0 chinh xac:

+’Ngu6n ECG: =1 rpm (0
deén 120 rpm); + 2 rpm (121
dén 200 rpm)

+ Ngudn SpO2: Canh tay <3
rpm, d¢ 1éch trung binh: [-
1,1] rpm

- D0 phén gii: 1 rpm

- Téc do quét: 3mm/s, 6.25
mm/s, 12.5 mm/s, 25 mm/s,
50mm/s

- Canh bao ngung tho: 10s,
15s, 20s, 25s, 30s, 35s, 40s
Thong sb6 SpO2:

- Dai do: 0- 100%

- D0 phan giai:1 %

- B0 chinh xac:

++ 2 % (70-100%, Nguoi
16n/Tré em)

++3 % (70-100%, Tré so
sinh)

- Tbc d lam méi: < 2s

- Nhip mach:

+ Dai do nhip mach: 20 —
300 nhip/phut

+ D9 chinh xac nhip mach: +
3 nhip/phut

+ Tdc d6 1am méi nhip
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Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

mach: < 2s

Thong sb do huyét ap NIBP:
- Phuong phap do: Dao dong
ke

- Phuong thuc do: thu cong,
tur déng, STAT, trinh tu,
dong ho

- Chi sfr)’do: Do huyét 4p tim
thu, huy€t ap tam truong,
huyét 4p trung binh.

- Dai do huyét ap:

+ Nguoi 16n:

- SYS: 25 -290 mmHg

- DIA: 10 - 250 mmHg

- MEAN: 15 - 260 mmHg
+ Tré em:

- SYS: 25 - 240 mmHg

- DIA: 10 - 220 mmHg

- MEAN: 15 - 225 mmHg
+ Tré so sinh:

- SYS: 25 - 140 mmHg
DIA: 10 - 115 mmHg
MEAN: 15 - 125 mmHg
Do chinh xac:

+ Sai s6 trung binh t6i da: +
SmmHg

+ Do léch chuén tdi da:
8mmHg

- D0 phan giai: 1 mmHg
- Dai do nhip mach: 30 -
300 mmHg

+ D9 chinh xac nhip mach:
+ 3 nhip/phut hodac = 3%
Thong s6 do nhiét do:

- K§ thuét: tré khang nhiét
- S6 kénh do: 2 kénh

- Dai do: 00C - 500C

- Saisd: £0,10C

- Do phan gidi: 0,10C
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Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

- Tbc d6 lam moi: < 2 gidy

PP2600206112

Bom tiém dién

Thiét bi méi 100%, san xuét
nam 2025 trd vé sau

Pat tiéu chuan chét lugng:
ISO 13485, EC hoac tuong
duong

Dién 4p sir dung: 100-240 V
AC, 50-60 Hz

Moi truong hoat dong:

+ Nhiét d¢ toi da: 40°C

+ D¢ am t6i da: 90%

CAU HINH CUNG CAP
May chinh: 01 bo

Day ngudn: 01 bo

Pin sac di kém: 01 bd

Kep treo 02 chiéu theo may:
01 bo

Tai liéu hudng dan st dung
bang tiéng Anh va tiéng Viét:
01 bo

PAC TINH KY THUAT
Tinh nang k¥ thuat

Xy-lanh st dung: st dung
dugc hau hét xy-lanh cua cac
hang co6 kich thude 2/3, 5,
10, 20, 50/60 ml

Do chinh xac: £ 2%

Man hinh: mau 2.4" TFT,
240 x 320 pixels, 262k mau,
gbc nhin: 80°

C6 hién thi huéng dan théo,
lap xy-lanh bang hinh anh
Cén déy ban tu dong gilp
ngan liéu bolus

Co ché gi(f) cho/tam dung,
thong so cai dat dugc luu lai
Téc d6 truyén: 0.01 — 1800
ml/gid

Diéu chinh tbc do truyép
khong can dung ca truyén
Thé tich truyén chon trudc:
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Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

0.1 —9999 ml

Thoi gian truyén chon trudc:
00:01 — 99:59 gio

Luu trit 1én dén 3000 tén
thudc kém theo thong sd
truyén, chia lam 30 danh
muc

Téc d6 bom nhanh (Bolus): 1
- 1800 ml/gio

Chtrc niang truyén gitr vein
(KVO):

+ Khi toc d6 truyén > 10
ml/h: KVO =3 ml/h

+ Khi tdc do truyén < 10
ml/h: KVO =1 ml/h

+ Khi tdc do truyén < 1 ml/h:
KVO = téc do mic dinh hodc
toc do dang truyén (néu gia
tri nay thap hon)

Churc nang an toan:

+ Gidi1 han canh bao ap luc
ngh&n c6 thé cai dit & 9 muc
cai dit san

+ Tu dong tat may khi sai )
thé tich tiém 0.2 ml do 15i hé
thong

+ C6 co ché canh bao nghén
duong truyén va tu dong
giam toc do bolus khi nghén
duong truyén

+ C6 chuc nang khoa dir liéu,
tranh can thi€p tir bén ngoai
+ C6 gi6i han cung va gidi
han mém tranh sai s6t trong
lidu truyén

Churc nang bao dong:

+ Gan hét thudc trong xy-
lanh

+ Gan hét pin

+ D3 truyén hét thé tich dit
trudc

+ Hét thude trong xy-lanh
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Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

+ Hét pin

+ Xy-lanh dugc lap sai...
Luu trir > 1000 lich str thao
tac va > 100 su kién cho
chan doan

Thong sb k¥ thuét

Chuén chong nuée: P34
hodc tuong duong (chiu dugc
nudc tat tr moi goc do)

Thot lugng pin: khoang 10
gio tai tbe do truyén 5 ml/gid
v6i xy-lanh 50 ml

Thoi gian sac: khoang <3
gio

PP2600206113

May truyén dich

THONG TIN CHUNG
Thiét bj m&i 100%, san xuét
nam 2025 trd vé sau

Pat tiéu chuan chét lugng:
ISO 13485 hoac tuong
duong

Dién 4p sir dung: 100-240 V
AC, 50-60 Hz

Moi truong hoat dong:

+ Nhiét d¢ tbi da: > 35°C

+ Do am t6i da: > 90%
CAU HINH CUNG CAP
May chinh: 01 bd

Day ngudn: 01 bo

Pin sac: 01 bd

Kep treo 02 chiéu: 01 bd
Tai liéu hudng dan su dung
bang tiéng Anh va tiéng Viét:
01 bd

PAC TINH KY THUAT
Tinh nang k¥ thuat

Do chinh xac: £ 5%

Man hinh: mau > 2.4" TFT,
240 x 320 pixels, 262k mau,
gbc nhin: 80°

C6 hién thi hudng din théo,
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Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

lap day truyén bang hinh anh
C6 giao dién tiéng Viét

Str dung day truyén dich dat
kiém nghiém ap suit cia
nhiéu hang khac nhau.

C6 ché d6 chd/tam dung,
thong sb cai dat duoc luu lai
Téc d6 truyén: 0.1 - 1000
ml/gio

Budc diéu chinh: 0.01 ml/gid
Diéu chinh tdc d6 truyén
khong can ding ca truyén
Thé tich truyén chon trude:
0.1 —9999 ml

Thoi gian truyén chon trudc:
00:01 —99:59 gio

Luu trit 1én dén 3000 tén
thudc kém theo thong s6
truyén, chia lam 30 danh
muc

C6 ché d6 bom nhanh
(Bolus)

Chtrc ning truyén giir vein
(KVO):

+ Khi téc d6 truyén > 10
ml/h: KVO =3 ml/h

+ Khi tdc do truyén < 10
ml/h: KVO =1 ml/h

+ Khi toc do truyén < 1 ml/h:
KVO = téc do mic dinh hodc
toc do dang truyén (néu gia
tri nay thap hon)

Churc nang an toan:

+ Gidi han canh bao ap luc
nghén co thé cai dat 6>9
muc cai dat san

+ Tu dong tat may khi sai sb
thé tich tiém > 1 ml do 15i h¢
thong

Churc nang bao dong:

+ Gan hét dich truyén
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Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

+ Gan hét pin

+ D3 truyén hét thé tich dit
trudc

+ Hét pin

+ Co bot khi trong duong
truyén...

Luu trir 1000 lich str ca
truyén va 100 su kién cho
chan doan

Thong s6 ky thuat

Kich thudc: 229 x 98 x 225
mm (W x H x D)

Khéi luong: 2.0 kg

Chuan chéng nuéc: 1P34
(chiu dugc nudec tat tir moi
goc do)

Thot luong pin: khoang 8 gio
tai toc do truyén 25 ml/gio
Thot gian sac: khodng 3 gio

PP2600206114

May chiéu tia
plasma lanh
diu tri vét
thuong

I. YEU CAU CHUNG

- Nam san xuét: 2025 trd vé
sau; Mo1 100%

- bBat chirng nhan tiéu chuin
chat luong: ISO 13485 hoic
tuong duong

- C¢ tai liéu chirng minh tinh
an toan va hiéu qua 1am sang
cta thiét bi (két qua thir
nghiém lam sang hoac céc tai
liéu khoa hoc/chung ctr tuong
duong do nha san xuit cung
cap).

- Ngu@)n dién str dung: 220
V/50 Hz

- Moi truong hoat dong:

+ Nhiét d6 t6i da: > 30°C

+ Do am t6i da: > 70%

II. YEU CAU CAU HINH

- May chinh: 01 chiéc

- Phan mém diéu khién va
kiém soat qua trinh sir dung;
01 cai

- Phu kién tiéu chuén dong bo




STT

Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

di kém 01 b gom:

+ Truc khuyu thong minh c6
chtra dau phat Plasma: 01
chiéc.

+ Giao dién két ndi vat tu tiéu
hao: > 02 cong

+ Day nguon tiéu chuan: 01
chiéc

- Pin ngudn: 02 chiéc

- Bo sac: 01 chiéc

- Tai lidu huéng dan sir dung
Tiéng viét: 01 bo

III. CHI TIEU KY THUAT
* Chtrc nang:

C6 tac dung diét khuan hiéu
quéa bao gdm ca vi khuan
khang sinh dong thoi gitip
mau lanh vét thuong thong
qua kich thich tai tao mo, tang
sinh té bao, tang sinh mach ma
khong gay tac dung phu.

* Nguyén 1y hoat dong:

Thiét bi y té khong xam nhap
duogc sir dung chi yéu voi cac
vét thuong xuyén qua 16p ha
bi va chi dugc chira lanh bang
cach phan phdi ning luong tGi
co thé con ngudi két hop véi
bién phap khac.

* Thong s6 k¥ thuat cia May
chinh:

- Cong sudt may: > 110W

- Cong suat dau phat tia: 35W
+10%

- Puong kinh tia Plasma: < 10
mm.

- B0 dai tia Plasma: > 10 mm.
- Nhiét do tai vung chiu tac
dong: <400C

- Ap suit dong khi (trong hé
dan khi): > 1,0 bar

- Truc khuyu 7 khép: linh
hoat, Chét liéu: Hop kim
nhom hoac tuong duong

* Chure nang diéu khién:

- Piéu khién céac hoat dong




STT

Mai phan (16)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

clia may bang man hinh cam
ung
- Thong s k¥ thuat ciia Bo
diéu khién:

Muc dich str dung: Dung
trong y té
- Kich thuéc Man hinh: > 10
inches
- Tich hgp CPU, GPU
- B0 nhd trong: >4 Gb

B0 nh¢ luu trlr: > 256 Gb
- Hé diéu hanh: Windows 10
hodc phién ban cao hon
- Phan mém:
+ C6 chtrc nang theo doi hoat
dong may va dua ra thong bao
16i bang hién thi trén man hinh
va tin hi€u am thanh.
+ C6 chtrc ndng quan ly dir
lidu diéu tri trén may va quan
Iy thong qua két ndi internet.
+ Cho phép mét hodc nhiéu
nguoi quan ly may.
+ Cho phép tao va ghi nhé ché
do diéu tri ddi voi ting loai
vét thuong
* Két ndi binh khi tiéu chuan:
- Két ni binh khi don gian,
tién dung va dam bdo an toan
- Binh chtra khi nén con thoi
han st dung va thoi han kiém
dinh an toan
- Chuan két nbi: CGA870
hodc tuong duong
- Giao dién két ndi dién tir
(truy xuat ngudn gdc thiét bi
hodc vat tu tiéu hao): Co (theo
tiéu chuan cta nha san xudt)
* Nguon cip: Pin nguon 12 V,
cho phép sac khi dang st
dung:
- Thoi gian st dung: > 6 gid
- Thoi gian sac ddy: < 4 gio
IV. YEU CAU KHAC
1. Thoi gian giao hang: <90
ngay ké tir ngay ky hop dong,




STT | Mai phan (15)

Tén phan/16

Ciu hinh, tinh nang, thong
s0 kY thuat

Ghi chu

dia diém: tai don vi st dung.
2. Chi phi d3 bao gdm gia
thiét bi, phi van chuyén, lip
dat hoan chinh theo tinh hinh
thuc té tai don vi st dung va
dao tao, bao hanh, cac loai
phi, thué khac (néu c9).

3. Thoi gian bdo hanh: > 12
thang ké tir khi ky két nghiém
thu, Bo tri mién phi nhan
cong sau bao hanh 06
thang/lan.

4. Huéng dan, dao tao cho
nguoi st dung va nhan vién
bao dudng thiét bi ctia don vi
sir dung dén khi thanh thuc.

5. Khi c6 yéu cau kiém tra,
sira chita hang hoa cung cép
cho géi thau trong thoi gian
bao hanh nha thau ctr can bd
k¥ thuat c6 mat tai noi st
dung dé khac phuc su cb trong
vong 48 gio ké tir khi nhan
dugc yéu cau

6. Cung cip day du hoa
don, gidy to ban giao, ching
tir nhap khau (ddi véi hang
hoa nhap khau), gidy ching
nhan xuét xuong ddi v6i hang
san xuét trong nudc.

7. Cung cap tai liéu gom:
huéng dan sir dung, huéng
dan bao dudng, bao tri bang
tiéng Anh hodc tiéng Viét.
Chiéc 01

1.3. Cac yéu cau khac

1.3.1. Bing danh muc hang héa dw thau va Béng chao ddp ieng kj thugt:

(i) Bang danh muc hang hoa du thiu:

- Nha thau phai ké khai day du thong tin ctia hang hoa du thau theo mau dudi day
va cung cép file scan ban in c¢6 ky, dong dau, hop 18 ctia nha thau va file dinh dang
Word/Excel kém E-HSDT. Nha thau phai ddm bdo va chiu trach nhiém Ve su théng
nhat gitra ndi dung file Word/Excel va file scan ban ky, déng du




BANG DANH MUC HANG HOA DU THAU

Tén nha thau: ....... Email: ......  S6 dién thoai nguoi phy trach thau: ...
Xuit xir o
[ghi tén Phieu tiep
Tén thuon quoc gia, Keét qua ) ) ) nhan Ho so
ST | Danh muc - theog vung lanh phan S0 luu hanh hoac so Tiéu chuan cong bo du Ghi
T hang hoa GPLH /GPNK) tho, ky ma loai GPNK (néu cd) chatlwgng | di€ukién san | chi
hi¢u, nhan | TTBYT xuat TTBYT
hi€u, hang (néu co)
san xuat]
M| @ () 4) © | (8) ©) (10)
- S6 céng bé: ../PCBB-
HCMnga%/... h?ac ’ _ Phié'u‘ tiép
. - Phiéu tiep nhdn so: nhan Hé SO
Nha ../....ngay... hoac cong bo du
thau N G-A' hil han da NG dléu klé}’l san
nhdp | Nha thau . A - Lidy chung nnan dang | 13485:2016 £ £
Nha thau N 5] hanh TTBYT thué , xudat TTBYT so
STT | nhdp danh whip théne tin Nha  thau Loai ky du nans uoc 1 cap cho | ngdy ...
hang | muc hang ap & nhdp  thong i loai C, D 56 ... DKLH/BYT... hang ... co .
, , dung theo | . 7., A/B/C/D | noq hode | 14 . - Néu khén
héa | héa theo E- tin lién quan 84y, o 104C | higu lwc tur Ve g
theo HSM) GPLH/GPNK - Giay phép nhap khau so: ngay ... dén phai la TTBYT
E- ..NK/BYT-TB-CT ngay ... san xudt trong
HSMT - Nha thau ghi ré doi voi nuce thi ghi:

hang hoa la TTBYT khong
thugc danh muc phai cap
phép nhap khau.

Khong ap
dung).




(ii) Bang chao dap wng ky thuat:

- Nha thau phai ké khai day du thong tin theo mau dudi ddy va cung cap file scan ban in ¢ k¥, dong dau, hop 16 ctia nha thau va file
dinh dang Word kém E-HSDT. Nha thau phai ¢dam bao va chiu trach nhiém vé sy théng nhat giita ndi dung file Word va file scan ban ky,
dong dau.

- Mau duéi day dung dé phuc vu viéc danh gia vé k¥ thuat hang héa dy thdu cta nha thau. Nha thau phai ké khai day da va chinh xac
cac thong tin theo mau nay. Nha thau phai chiu moi trach nhiém vé hau qua hodc su bat loi néu khong 1am dting theo quy dinh. Viéc nha
thau cb tinh ké khai thong tin khong diing voi thong s6 ki thuat ma nha san xuat da cong bd nham muc dich vuot qua budc danh gia vé ky
thuat dugc coi 1a hanh vi gian 1an trong d4u thau quy dinh tai Khoan 4 Diéu 16 Luat Pau thau va s& bi xir 1y theo quy dinh ctia Phap luat.

BANG CHAO PAP UNG THONG SO KY THUAT

Stt S Noi dung E-HSDT Tai liéu tham chiéu

Noi dung yéu cau cia E-HSMT
May ...... Nha thau ké khai ddy du cac thong tin yéu
Tén thwong mai..... cad.
Model: ......

Hang hoa...... . .

1 Hang san xuat: ......

Xuit Xi: ......

Hang, nwéce chu sé hiru: ......

S6 lwong: ......

I Yéu cau chung Yéu cau chung




Stt

Noi dung yéu cau cia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

Nha thau cam két va/hodc cung cép tai
liéu theo yéu cau.

Ghi 3 tén tai liéu, sd trang tham chiéu va
trich dan ndi dung cu thé trong tai li¢u tham
chiéu thé hién tinh dap tng ctia hang hoa cua
tirng ndi dung yéu cau ki thuét.

IT

Yéu cau cau hinh

Yéu cau cau hinh

Nha thau chao thau di ndi dung theo yéu
cau.

I

Yéu ciu k§y thuit

Yéu ciu k§y thuit

Ghi 3 tén tai liéu, sd trang tham chiéu va
trich dan ndi dung cu thé trong tai li¢u tham
chiéu (ban gdc) thé hién tinh dap tng cua
hang hoa cua timg ndi dung yéu cau ky
thuat.

Xem céc vi du dudi day:

0%

Yéu cau khac

Yéu cau khac

Nha thau cam két va/hodc cung cép tai
li¢u theo yéu cau.

1.3.2. Tai liéu chirng minh tinh hop I¢ cua hang hoa




a. Bang chao dap mg k¥ thuat theo yéu cau tai muc 1.3.1 Chuong V.
b. Catalogue hodc tai liéu k¥ thuat ctia nha san xuat (cung cip ca ban gbc va ban dich) néu rd déi véi timg loai hang héa:
- Model, ky ma hiéu, tén thuong mai, nhan hiéu san pham (theo quy dinh ctia nha san xuat);
- Tén nha san xuat;
- Thong s6 ky thuat hang hoa;
- Quy céch hang hoa (néu co);
Nha thau phdi dung cong cu danh diu (highlight) vao cdc néi dung cu thé chitng minh hang héa ddp irng ky thudt tai catalogue
hodc tai li¢u ky thudt.
c. Dbi véi hang hoa 14 trang thiét biy té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP va cac quy
dinh phap luat hién hanh, cung cap cac tai li¢u sau:
- Ban phan loai trang thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s 07/2023/ND-CP va cic quy dinh
phép luat hién hanh.
- S0 luu hanh con han hodc dwgc nhap khau theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP,
Thong tu s6 05/2022/TT-BYT ngay 01/8/2022 va céc quy dinh phap luat hi¢n hanh, cu thé nhu sau:
+ Doi voi trang thiét bi y té loai A, B: S6 cong b va Phiéu tiép nhan (hodc Phiéu thong tin) H6 so cong b tiéu chuan ap dung cta
trang thiét bi y té trén Cong thong tin dién tr B Y té (dmec.moh.gov.vn),

+ DOi véi trang thiét b y té loai C, D: Gidy chimg nhan ding ky luu hanh hodic dugc nhip khau theo quy dinh tai Khoan 18 Biéu
1 Nghi dinh s6 07/2023/ND-CP v¢ viéc sura doi, bo sung Diéu 76 Nghi dinh s6 98/2021/ND-CP va cac quy dinh phap luat hién
hanh.

+ Luu y: d6i v6i trang thiét bi y t& nhap khau theo diém d Khoan 2 Diéu 76 Nghi dinh s6 98/2021/ND-CP di duoc sira d6i, bd
sung tai Khoan 18 Piéu 1 Nghi dinh s6 07/2023/ND-CP: Nha thau ké khai rd ddi véi trang thiét bi y té khong thudc danh myc
phai cip phep nhap khau theo quy dinh tai Diéu 6 Thong tu s6 05/2022/TT-BYT ngay 01/ 8/2022 va cung cap ban phan loai
trang thiét bi y té thudc loai C, D duoc cong bd thong tin trén Cong thong tin dién tir cia Bo Y té



- S6 cong bd va Phiéu tiép nhan (hoic Phiéu thong tin) hd so cong bd du djéu kién san xuat d6i véi trang thiét bi y té san xuat
trong nudc theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP va cac quy dinh phép luét hién hanh.

- Gidy chtng nhan nha san xuat/co so san xuat dap (mg tiéu chuan chat luong ISO 13485 (con hiéu lyc t6i thiéu dén thoi diém
dong thau).

* Ghi chu cho cac muc c, d,:

Néu tai liéu khong dugc cap tryc tuyén: Nha thau cung cip file scan (mau) tir ban gdc hodc ban sao ching thyc ctia co quan chirc
ndng theo quy dinh cua phap luat.

Néu tai liéu duoc cép truc tuyén: Nha thau cung cép ban géc duoc tai truc tiép tur website/céng thong tin di¢n tir ma tai li€u duoc
dang tai hodc ban c6 dau x4ac nhén cia nha thau/don vi lién quan. Nha thau phai chiu trach nhi€ém vé tinh hop 1€, trung thuc va chinh
x4c cua tai liéu va cung cap duong dan dé tra ciru néu dugc yéu cau.

Déi véi gidy chimg nhan dat tiéu chuan chat luong (vi du: ISO 13485, 9001): Nha thau cung cap file scan mau tir ban gbc hoic ban
sao co chung thyc hodc ban sao c6 dong dau xac nhan cta té chtrc dimg tén sé luu hanh hodc nha nhap khéau, kém tai liéu ching
minh nhu: s6 luu hanh, gidy phép nhap khau.

Tai liéu bang tiéng nudc ngoai phai ¢é ban dich sang tiéng Viét Nam va nha thau chiu trach nhiém phép 1y vé tinh chinh x4c ctia noi
dung dich thuat khi phat hanh. Trong trudong hop c6 su sai khac gitra ban dich va ban goc thi Chu dau tu s€ danh gia dya vao ban
goc.

Trong moi truong hop, nha thau chju hoan toan trach nhiém phap ly vé tinh hop 1€, trung thyc, chinh xac cua tat ca tai liéu cung cép.

1.3.3. Bdan cam két ciia nha thau

NhéNthﬁu phai cung cp bang vin ban co ky, dong dau hop 18 cho Bénh vién Da khoa tinh Ha Tinh cho géi thau nay véi ndi dung cu thé
theo mau nhu sau:






Cong Hoa Xa Hoi Chi Nghia Viét Nam
Poc 1ap — Tw do — Hanh phuc
SOXR
CAM KET CUA NHA THAU CHO TOAN BQ GOI THAU
Goi thau: [ghi tén goi thau]

Kinh gtri: Bénh vién Pa khoa tinh Ha Tinh

Nha thau [ghi tén nha thau] cam két nhu sau:

Céc thiét bi hang hoa phai bao dam méi 100%, c6 day du nhan mac, san
xuat nam 2024 tré vé sau;

Hang hoa duoc cung cap hoan toan thich tmg vé dia 1y, méi truong, khong
c6 anh hudng tac dong nhiéu dén moi trudong.

Hang hoa 1a trang thiét bi y té phai dugc niém yét gid, ké khai gia theo
Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP va céac quy
dinh phép luat hién hanh;

Dap tng thoi gian bao hanh quy dinh cu thé d6i v6i timg thiét bi tai Muc
1.2 Chuong V.

Dinh ky thyc hién bao tri theo tiéu chuin ctia nha san xuat trong thoi gian
bao hanh.

Trong thQi gian bao hanh, nha thau phai c6 dich vu ho tro ky thuat: 24/24;
7 ngay/tuan.

Khi c6 yéu cau kiém tra, stra chira dot xuat, nha thau c6 kha ning dap Gmg
trong vong 24 gio ké tir khi nhan dugc thong bao cua Bén mua.

Nha thau s& cung cap tai liéu khi giao hang bao gom:

(1) Ban gdc hodc ban sao cong ching Gidy chimg nhan két qua kiém dinh ddi véi
cac thiét bi thudc dién phai ki€ém dinh theo quy dinh. Chi phi ki€ém dinh do nha thau

chi tra.

(11) Béi v6i hang hoa nhap khau: Ban géc hodc ban sao cong ching Gidy ching
nhan xuit xit (CO), Glay chtng nhan chét luong (CQ); Ban sao td khai hai quan, van
don, packing list, Gidy phép nhap khau theo quy dinh hién hanh va cac tai liéu ching
minh thiét bi duoc thong quan hop phép véi day du thong tin vé hang hoa nhu trong

hop déng.

(iii) Dbi voi hang hoa san xuat tai Viét Nam: Glay ching nhén chat luong xudt
Xuong dbi voi cac thiét bi san xuat trong nudc; SO luu hanh néu hang héa 1a trang thiét

biy té.

(iv) Chimg thu giam dinh vé sb luong, chat luong, tinh méi, ddng bd, ching loai,
ky ma hiéu, ngudn gdc, Xuat x{r, nim san xuat, tinh ning k¥ thuat co ban ctia hang hoa



khi ban giao (Pon vi giam dinh do Chil du tu chi dinh, chi phi giam dinh do nha thau
chi trd).

S [ghi cac cam két khac ctia nha thau]
., hgay .... thang ... nam .....
Dai dién hop phép ciia nha thiu
[ghi tén, chirc danh, ky tén va dong dau]
1.3.4. Huwéng dén trinh bay cdc file trong E-HSDT ding tdi trén H¢ théng:

Céc file dir liéu cua hang hoa dinh kém E-HSDT phai dugc phan chia riéng biét
theo folder nhu sau:

1. (Folder 1) Tinh hop I¢:

- Bao dam du thau + tai liéu chimg minh tu cach hop 18 cta nguoi ky thu
bao lanh.

2. (Folder 2) Nang luc kinh nghiém:

- (File 1) B4o cao tai chinh nam __ (vi du: 2023)
- (File 2) B4o cao tai chinh nam __ (vi du: 2024)
- (File 3) B4o cdo tai chinh nam ___ (vi du: 2025)
- (File 4) Xé4c nhéan thyc hién nghia vu thué

- (File 5) Hop ddng tuong ty 1 (bao gdm hop dong, bién ban nghiém thu/ thanh
ly/ héa don GTGT...)

- (File 6) Hop dong tuong tu 2...
.. va cde tai liéu lién quan khdc (néu cd)

3. (Folder 3) K§ thuit: Ngoai Bang danh muc hang héa dy thau, nha thau 1ap cac
folder riéng cho ting mat hang hodc cdc mit hang du thau c6 cling hing san xuat hodc
cung tai liéu phép 1y, trong mdi folder dé nghi nha thau tach riéng cac file tai liéu va
danh s6 thir tw mit hang theo E-HSMT, vi du:

1. (Folder 3.1) Phéan 1:

- (File 1) Gidy uy quyén (bao gom: ity quyén tir hang chii s¢ hitu, ity
quyén tur nha phan phoi...)

- (File 2) Ban két qua phan loai TTBYT

- (File 3) S6 luu hanh (bao gom: theu tiép nhdn/Phiéu thong tin ho SO
céng bé tiéu chudn dp dung, gidy chitng nhdn dang ky lwu hanh, gidy
phép nhdp khdu v.v...)

- (File 4) Chimg nhan chit luong (bao gom: ISO 13485, ISO 9001, CE,
FDA...)

- (File 5) Catalogue
- (File 6) Datasheet
- (File 7) Instruction for Use



- Céc tai ligu lién quan khac (néu co)....

- Luwu y: dé nghi nha thau tach riéng tirng file tai liéu kj thudt
(catalogue, datasheet...), khong gop chung tit cd tai lidu ky thudt vao
1 file. Yéu cau ddt tén file diing theo tén tdi liéu ding dé tham chiéu
trong Bang chao dap ing ky thudt va dung cong cu dinh diu
(highlight) lén cac noi dung ky thudt cu thé chitng minh ddc tinh, théng
s6 ky thudt ciia hang héa theo yéu cau..

2. Folder 3.2 Phan 2: Trinh bay tiwong tw nhi trén

Muc 2. Ban vé: Khong c6 ban ve.

Muc 3. Kiém tra va thir nghi¢m

Chu dau tu c6 quyén yéu cau kiém tra, thir nghiém héng hoa dugc cung cip dé dam
bao hang hoa d6 c¢6 dac tinh ky thuat phu hop véi yéu cau cua hop dong. Thoi gian,
dia di€ém va cach thirc tién hanh kiém tra, thir nghiém:

+ Pia diém: Tai don vi st dung.

+ Thoi gian: do cac bén thoa thuén;

+ Noi dung kiém tra: kiém tra toan bd hang hoa theo yéu cu cua hop dong;

+ Chi phi t6 chirc thue hién: do nha thau chi tra.

Truong hop hang hoa khong phu hop voi ddc tinh ky thuét theo hop dong thi Chu
dau tu co quyén tur chdi va Nha thau phai cé trach nhiém thay thé hodc tién hanh
nhing diéu chinh can thiét dé dap tng dung cac yéu cau vé dic tinh ky thuat. Truong
hop Nha thau khong c6 kha nang thay thé hay diéu chinh céc hang hoa khong phu
hop, Chu dau tu c6 quyén t6 chirc viée thay thé hay diéu chinh néu thdy can thiét, moi
rui ro va chi phi lién quan do Nha thau chiu. Viéc thuc hién kiém tra, thir nghiém hang
hoa ctia Cha dau tu khong din dén mién trir nghia vu bao hanh hay cac nghia vu khéac
theo hop dong cua Nha thau



