Phin 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé k¥ thuit
1.1. Gi6i thiéu chung vé du 4n va géi thau
- Chit dau tu: Bénh vién Phoi Ha Tinh
- Du to&n: Mua sam thiét bi y té phuc vu cong tac kham, chira bénh tai Bénh vién
Phoi Ha Tinh nam 2025
- Tén goi thau: Mua sdm thiét bj y t phuc vu khim bénh, chita bénh tai Bénh vién
Ph6i Ha Tinh nam 2025
- Ngudn vén: Ngudn ngan sach nha nudc dugc bb tri tai Quyét dinh s6 2960/QP-
UBND ngay 25/12/2024 va Quy¢t dinh s6 3118/Qb-UBND ngay 31/12/2024 cia UBND
tinh; Quyet dinh s0 68/QD-SYT ngay 21/01/2025 va Quyet dinh so 88/QD-SYT ngay
23/01/2025 ctia S6' Y t&
- Hinh thirc lira chon nha thau: P4u thau rong rdi qua mang trong nudc
- Phuong thtric lya chon nha thau: Mot giai doan, mdt tui hd so.
- Thoi gian bat dau t6 chirc lwa chon nha thau: Thang 6 nam 2025
- Loai hop dong: Tron gbi
- Thoi gian thyc hién hop dong: 180 ngay, ké tir ngay hop dong co hiéu luc
1.2. Yéu cau vé k¥ thuit
Yéu cau thong sé k¥ thuat quy dinh trong muc nay la t6i thiéu, chi nham muc dich
mo ta va khong nham muc dich han ché nha thau. Bat ky thuong hiéu, ky ma hiéu (néu
o) trong ti€u chuan k¥ ‘Ehuat chi tict 1a d€ minh hoa cac tiéu chuan chat luqng, tinh nang
ky thuat. Vi vay, nha thau c6 thé chao thau nhimg hang hoa c6 thong s6 ky thuat tuong
duong hoic t6t hon. Trong truong hop do, nha thau phai giai trinh, chimg minh mat

hang dy thau c6 tinh ning, thong s6 ky thuat trong duong hoic tot hon so véi yéu cau
cua E-HSMT.

1.2.1 Yéu cau chung
- T,hiét bi dugc ban giao, lép dat va huong dan st dung thanh thao tai don vi st dung
cuoi cung.
- Cam két cung cap ddy du chtng chi chat lugng (CQ), xuét xit (CO), to khai hai quan
va cac tai liéu khac.
- Bao hanh > 12 thang.
- Cam két cung cap vat tu tiéu hao, phu kién thay thé trong thoi gian it nhat > 8 nam sau
ban hang.

1.2.2 Danh muc hang h6a moi thiu
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H¢ I. THONG TIN CHUNG
1 thong - Xuat xtr: My chinh thudc nhém céc nuée G7
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STT | hang Tinh ning, thong s6 ky thuat Shhljl
hoa
ndi soi | - Tiéu chudn chat luong: ISO 13485 hoic twong duong
khi - Tinh trang: M1 100%, nguyén dai, nguyén kién
quan, - Nam san xuét: 2024 tré vé sau
phé - Ngudn dién: < 220-240 V AC. Tan s6 < 50/60 Hz.
quan - biéu kién hoat dong: Nhiét do phong
(Co II. CAU HINH CUNG CAP
chtic - B6 xir Iy hinh anh: 01 chiéc
ning hd | - Ngudn sang ndi soi: 01 chiéc
tro chan | - Man hinh Full HD > 24 inch: 01 chiéc
doan - Ong ndi soi phé quan video kém phu kién tiéu chuan: 01 chiéc
ung thu | - Dung cu Kiém tra rd ri: 01 chiéc
som) - Kim sinh thiét phé quan dung 1 1an, dong gbi > 20 chiéc/hop: 01

hop
- Kim gép di vat phé quan dung nhiéu lan: 01 chiéc
- May hut dich > 2 binh: 01 chiéc
- Xe day h¢ théng (mua & Viét Nam): 01 chiéc
- B may tinh (mua ¢ Vi¢t Nam): 01 bd
- May in mau (Mua & Viét Nam): 01 chiéc
- Hudng dén str dung tiéng Anh, Viét: 01 bd
III. THONG SO KY THUAT
* B§ xir ly hinh anh
- B9 xir 1y hinh anh ndi soi cung cép chat lugng hinh anh HDTV
hodc t6t hon
- C6 chire nang 1y tiéu cy kép du & gan hodc xa giup t6i uu cht
luong hinh anh
- Hé théng tich hop dugc véi ngd ra analog, HD- SDI va DVI hoac
tot hon
- Didu chinh tong mau:
+ Do: > £8 bude
+ Xanh: > £8 budc
+ Chroma: > +8 budc
- Khuéch dai anh sang tu dong: Hinh anh dugc khuéch dai dién tir
khi anh sang khong du do dng soi & cach xa vat quan sat
- Do twong phan: c6 tdi thiéu > 3 muc
+ N (binh thuong): Hinh anh binh thuong
+ H (cao): Cac ving tdi thi t6i hon va cac ving sang thi sang hon
so v6i1 hinh anh binh thuong
+ L (thap): Cac ving tbi thi sang hon va cac ving sang thi tdi hon
so v6i1 hinh anh binh thuong
- Viéc tang cuong ciu trac hinh anh hay ting cuong do goc canh
cta hinh anh c¢6 thé duoc lua chon theo cai dat cua nguoi su dung.
+ Tang cudng cau tric: Tang cudng do tuong phan cac miu nho
trong hinh anh
+ Téang cuong goc canh: Tang cudng cac goc canh cia hinh anh ndi
SOl.
- Kich thuéc hinh anh ndi soi c6 thé thay doi dugc.
- Chirc nang ding hinh: Hinh anh ndi soi ¢6 thé dimg bang cach st
dung 6ng soi hodc phim bdm “Freeze” trén ban phim.
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- C6 thé hién thi céac thong tin cua bénh nhan, trang thai luu trlr
thong tin, thong tin ctia hinh anh.
* Ngudn sang néi soi
- Bong dén chinh: Bong den Xenon hodc t6t hon, cong suit > 300W
- Tudi tho trung binh ctia bong: > 500 gi0 sur dung lién tuc
- HO tro tinh ning quan sat NBI hoic tot hon
- C6 > 2 ché @6 mic dinh lya chon cuong do chiéu sang: Binh
thuong hoac cuong do cao
- Ty dong diéu chinh 4nh sang ty dong: > 17 budc
- Lam mat bang khong khi
- Bom khi: Loai bom mang chap
- Ap luc bom khi: > 4 muc d6 (tit, thip, trung binh, cao)
* Man hinh Full HD > 24 inch
- Man hinh y té: a-Si TFT Active Matrix LCD
- DB§ phan giai: > 1920 x1080 pixels
- Ty 1€ man hinh: 16:9 hodc tuong duong
- D6 sang: > 300 cd/m?
“Ty 18 twong phan: 1000:1 hozc tét hon
- Mau: > khoang 16.7 triéu mau
- Goc nhin: 89°/89°/89°/89° hodc tot hon
- Tin hiéu dau vao ra tuong thich véi Composite, DVI-D, SDI hoic
twong duong.
*()ngno|50|phequan\ndeoken1phulqentmuchuan
- Thiét ké véi chip CCD trén dau 6ng soi gitip cai thién chat lugng
hinh anh
- C6 hd tro chirc nang quan sat NBI hodc tdt hon
- Truong nhin: > 110°
- Hu6ng nhin thang
- B9 sau truong nhin: <2 ->50 mm
- Puong kinh ngoai ctia dau cudi éng soi: > 4.2 mm
- Puong kinh ngoai ctia than 6ng soi: > 4.1 mm
- Buong kinh bén trong kénh dung cu: > 2.0 mm
- Pau cubi dng soi gdm > 4 thanh phan: > 2 dudng din sang, > 1
thau kinh, > 1 dau ra kénh dung cu
- P6 udn cong cia dau éng soi:

+ Hudng lén: > 210°

+ Huéng xubng: > 130°
- Chiéu dai lam vigc: > 600 mm
* Dung cu kiém tra ro ri
- Tuong thich véi cac 6ng soi trén, dung dé kiém tra ro ri
* Kim sinh thiét phé quan dung 1 lan
- Kim sinh thiét phé quan dung 1 1an, ham hinh oval, c6 mé 15, chiéu
dai lam vi¢c > 1150mm.
* Kim gap di vat phe quan dung nhiéu lin
- Kim gép di vat phé quan dung nhiéu lan, ham ring chudt, chiéu
dai lam viéc > 1900 mm
* Xe day hé thong
- Xe c6 khay dung may
- Banh xe c6 phanh hdm
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* B6 may tinh mua trong nuéc

- May tinh: c4u hinh téi thiéu nhu sau:
+ B vi xtr ly core i3 > 2.6 GHz; RAM >4 GB,
+ O luu trit > 350 GB, man hinh LCD > 17"
+ Chudt, ban phim di kém

- May in mau thong dung, toc d6 in > 15 td/phut

* May hut dich 2 binh

- Loai bom piston khong dau

- Ap suit chan khéng: < - 675 mmHg

- Téc d6 luu thong khi tir do t6i da: 60 lit/phat

- Mirc nhiéu 6n: < 51.7 dB

Giuong
cap ciru
da nang

I. THONG TIN CHUNG

- Xuét xtr: Thudc nhém cac nuéec OECD

- Tiéu chuan chat lugng: ISO 13485 hoic twong duong

- Tinh trang: M1 100%, nguyén dai, nguyén kién

- Nam san xuét: 2024 trd vé sau

- Phu hop voi ngudn dién str dung tai Vit Nam

- Piéu kién hoat dong: Nhiét do phong

I1. CAU HINH CUNG CAP

- Giudng hoi strc da nang > 3 m6 to: 01 chiée

- Bang diéu khién cam tay tich hop: 01 b

- Thanh chin hai bén c6 thé nang ha: 02 bg

- Thanh chén dau va chan c6 thé théo rdi va hodn doi: 02 bo

- Banh xe kép dual kich thudc > 3 inch c6 khoa banh xe: 04 cai

- Ném giuong chéng tham, co céc 18 thoang: 01 cai

- Hudng dan sur dung tiéng Anh, Viét: 01 bo

III. THONG SO KY THUAT

- Chu tao va dic diém:

+ Nut nhan thao tim chan d4u va chan ngay lap tc trong truong
hop khan cap.

+ Tay cam diéu khién: Do bam t6t & diéu khién dé dang,

+ Ban gap: Ban an c6 thé gap lai voi bo hap thy khi dé giam sdc
hodc ngin ngira thuong tich khi gép lai.

+ Ném mut: Mut chat luong cao mang lai d¢ dan hdi va thoai mai.
Ném giudng chdng thim, chdng chdy, khang vi khuan, c6 cac 16
thoang.

+ Banh xe d6i: Banh xe c6 khoa > 3 inch di chuyén dé dang va ém
al.

+ C6 dinh ném: C6 dinh ném chic chén khi diéu chinh vi tri. TAm
ném cd dinh dugc phu bang vai.

+ Piéu chinh chiéu cao: Chiéu cao c6 thé diéu chinh theo chiéu doc
bang ciu tric truc X.

+ Thanh chan bén tich hop: Thanh chin bén dé cdm nim dé ngin
nglra nguy co nga va thuong tich cho bénh nhan.

+ C6 san thanh ray bén dugc thiét ké chung.

- Kich thudc va didu chinh giuong:

+ Tya lung, Tya chan, co thé diéu chinh do cao béng Mo-to dién

+ Kich thudc giwdng tong thé (Rong x Dai): > 1034 x 2190 mm

+ Chiéu cao diéu chinh trong pham vi tir < 260 dén > 620 mm
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+ Goc nghiéng nang tya lung: 0 - > 76°

+ Goc nghiéng nang dau gbi: 0 - > 49°

+ Kich thudc dém > 900 x 1910 x100mm (Rdng x dai x cao)
+ Tai trong > 250kg

+ Trong lugng tinh: < 140 Kg

- Ném:

+ Kich thudc: > Day 100 x Rong 900 x Dai 1910 mm

+ Chét ligu: Bot bién

May
theo doi
bénh
nhan 7
thong
s0

I. THONG TIN CHUNG

- Xuét xtr: May chinh thuéc nhom cac nuéc OECD

- Tiéu chudn chit luong: ISO 13485 hodc twong duong
- Tinh trang: M6i 100%, nguyén dai, nguyén kién

- Nam san xuat: 2024 tr¢ vé sau

- Phu hop voi nguon dién sur dung tai Viét Nam

- Nhiét d¢ hoat dong: <5 ~>40°C (41 ~ 104°F)

II. CAU HINH CUNG CAP

- May chinh: 01 chiéc

- May in nhiét (Iip trong may): 01 chiéc

- bién cyc dan: 10 chiéc

- Cap dién tim > 5 cyc: 01 chiée

- Bitdo huyet ap nguoi 1on: 01 chiéc

- Ong n6i do huyét ap: 01 chiéc

- Cap nbi do SPO2: 01 chiéc

- Sensor do SPO2: 01 chiéc

- Ngudn 220V/18VDC: 01 chiéc

- Day ngudn: 01 chiéc

- Giy in: 02 cudn

- Pin xac (lap trong may): 01 chiéc

- B do IPB: 01 b0

- B§ do ETCO2: 01 bo

- Dau do nhiét do: 01 chiée

- Huéng dan sir dung Anh, Viét: 01 bo

III. THONG SO KY THUAT

* Tong quan

- Thiét ké nha & méi va cai tién:

+ Pat tiéu chuan chdng tham nuée IPX2 hoic tot hon
+ Thiét ké cong thai hoc, tdi da hoa cach trinh bay va van hanh hién
thi.

- Quy trinh lam viéc nang cao:

+ Pang ky bénh nhan dé dang bang may quét ma vach
+ Thuc don nhép vién va xuét vién ctia bénh nhan

+ Giao dién HL7 tryc tiép t6i HIS/EMR hoic tot hon
+ Ché d¢ truyén dit liéu tu dong voi chu ky HL7 tir < 10 gidy ~> 6
gio

- Giao dién than thién v61 nguodi dung:

+ Man hinh mau 16n, diéu khién tir xa Giao dién HDMI hodc t6t
hon

+ Pong bang man hinh dé chup sy kién va Khéa man hinh dé vé
sinh thuan tién
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+ Moéc thanh chin giudng c6 thé thao roi

+ Thiét ké gin cot, chan dé va treo twong dé dang

+ Phan mém tinh to4n thudc trén may

- Panh gia va dit liéu chan doan nang cao

+ > 13 loai phat hién 16i loan nhip tim & phan tich doan ST

+ Phéat hién may tao nhip tim

+ Theo doi OxyCRG cho bénh nhan so sinh

+> 168 gid xu huéng dang bang va d6 hoa

- Két nbi toan dién

+ > 2 khe cdm USB d¢é truyén dit liéu ngoai & quét ma vach

+ Ché d6 giam sat givong ngi

+ Két ndi mang LAN, Wi-Fi t6i hé thong gidam sat BM Central hodc
nhiéu hon

* Thong s6 phan cing:

- Man hinh: > 12.1”

- D6 phan gidi: > 1024 x 768

- Thong s6: ECG, Nhip tim, Nhip tha, SpO2, Nhip mach, HA tim
thu, HA tdm truong, HA trung binh, ETCO2, FiCO2, Toc d¢ ho hap
duong thd, 2CH-IBP, 2CH-Temp hoic nhié¢u hon

-Vét: > 6 dang song: 2*ECG, Sp0O2, RR hodc ETCO2, 2*IBP hoac
nhiéu hon

- Bén bao: Phan loai dén canh bao tryc quan (> 3 muc uu tién), am
cuong d6 xung Sp0O2, Trang thai pin, Pén LED ngudn ngoai hoic
nhiéu hon

- Giao dién: Pau nbi dau vao DC: 18 VDC, 2.8 A. Cong LAN dé
truyén dir liu. Két nbi hé thong goi y ta. Pau ndi dau ra HDMI.
Thiét bi két néi USB. Hodc nhiéu hon

- Pin: C6 thé sac lai: > 6500 mAh

- Luu trtr dit liéu: > 168 gio (Iuu trit 1 phat)

- Kha nang chdng nude: IEC 60529:2013 Cap d6 bao vé ciia vo boc,
IPX2 hodc tuong duong

* Pién tam dé ECG:

- Pao trinh & dang song ECG: > 3 dao trinh: > 1 kénh I, II, III; > 5
chuyén dao: 1/2/7 kénh I, 11, III, aVR, aVL, aVF, V

- Pham vi nhip tim: Nguoi 16n/Tré em: < 30 ~ > 300 bpm. Tré so
sinh: <30 ~> 350 bpm.

- BJ chinh xac cta nhip tim: <+ 1 bpm hoac <+ 1 %, tuy theo gia
tri nao 16n hon.

- Toc do quét: > 6.25, > 12.5, > 25, > 50 mm/gidy.

- Bo loc:

+ Chén doan: < 0.05 ~> 150 Hz

+ Gidm sat: < 0.5 ~>40 Hz

+ Trung binh: < 0.5 ~>25 Hz

+Tdida: <5~>25Hz

- Pham vi phat hién doan ST: <-2.0 ~>2.0 mV

- Phan tich rdi loan nhip tim: V6 tdm thu, VTach, Vfib, Bigeminy,
AccVent, Couplet, Irregular, Pause, PVC, RonT, Trigeminy,
VBrady, ShortRun hogc nhiéu hon
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- Ché d6 phat hién mdy tao nhip tim: Pén bao hién thi dang song
hodc tuong duong
- Béo vé: Chdng nhiéu phau thuat dién va khir rung tim hoc t6t hon
* Hiéu suat hd hap:
- Phuong phap: Tré khang 1dng nguc hodc twong duong
- Lua chon kénh: RA-LL, RA-LA hoac nhiéu hon
- Pham vi do: <5 ~ > 120 nhip thé/phat
- D6 chinh xac: <=1 hoi tho/phut
- Bao dong ngung tho: Co
* Hiéu suit nhiét do:
- Dai do: 0 ~>50°C (32~122°F)
- B0 chinh xac:
+<25~>50°C: <+£0.1°
+0°C dén dudi 25°C: <+ 0.2°C
- Kha ning twong thich: dau do nhiét do
- Kénh: > 2CH
* Hi¢u suat IBP:
- Kénh: > 2
- Dai do: <-50 ~> 300 mmHg
- Bo chinh xéc: >4 % sb doc hodc >+ 4 mmHg, tuy theo gié tri nao
16m hon.
- Dai do nhip tim: 0 ~ > 300 bpm
- Can bang 0:
+ Pham vi: >+ 200 mmHg
+ D0 chinh xac: >+ 1 mmHg
+ D¢ léch: >+ 1 mmHg trong < 24 gio
- P9 nhay dau do: <5 pV/V/mmHg
*Sp0O2:
- Pham vi bao hoa: 0 ~> 100 %
- P06 chinh xac bdo hoa:
+<70~>100 %: £ 2 chit s6
+ 0~ > 69 %: khong xac dinh
- Pham vi nhip tim: <30 ~ > 254 bpm
- Do chinh xac nhip tim: > + 2 bpm
* NIBP:
- Phuong phap: Do dao dong hoac twong duong
- Ché d6 hoat dong: Manual/Auto/Continuous hoac nhiéu hon
- Pham vi do (Nguoi 16n):
+ Tam thu: <40 ~> 260 mmHg
+ BAN PO: <26 ~ > 220 mmHg
+ Tam truong: < 20 ~ > 200 mmHg
- B0 chinh xac:
+ Sai s6 trung binh: nho hon £ 5 mmHg
+ Do léch chuin: dué6i 8 mmHg
+ Pép tng yéu cau vé do chinh xac cia ANSI/AAMI SP10:2002
hodc tot hon
* ETCO2 (Chinh/Sidestream)
- Déi do: 0~>150 mmHg, 0~>19 %
- Do chinh xac:
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+ 0 ~>40 mmHg >+ 2 mmHg
+< 41 ~>70 mmHg >+ 5 % s6 do
+< 71 ~>100 mmHg > + 8% sb doc
+< 101 ~ > 150 mmHg > + 10% sb doc
- Nhip thé: < 2 ~ > 150 nhip/phit
- Do chinh x4c ho hap: > + 1 nhip thé/phut

Bom
tiém
dién tw
dong

I. THONG TIN CHUNG
- Tiéu chuén chit lwong: ISO 13485 hodc twong duong
- Tinh trang: M1 100%, nguyén dai, nguyén kién
- Nam san xuat: 2024 tré vé sau
- Ngudn dién: < AC100-127V +10%, 50/60Hz hoic <
AC200-240V £10%, 50/60Hz
- MOi truong hoat dong:
+ Nhiét d9: <5 ->40°C
+ Do am: < 20 - > 90% (khong ngung tu)
+ Ap suat: <70 - > 106kPa
II. CAU HINH CUNG CAP:
- May chinh: 01 chiéc
- Day nguon: 01 chiéc
- Khoa treo méy: 01 chiéc
- Huéng dan sir dung tiéng Anh, tiéng Viét: 01 b
III. THONG SO KY THUAT:
- Pin xac bén trong: DC3.6V > 1500mAh Ni-MHstr dung lién tuc >
12h (& tc d6 > 5mL/h khi Pin xac day)
- Pin xac Alkaline: Str dung > 4 vién, AA pin alkaline DC6V hoac
t6t hon. Thoi gian st dung > 24h (6 toc d6 > SmL/h khi Pin xac
day)
- Dong dién:
+ AC < 0.1A (cho nuéc sir dung ngudn dién 100V), < 0.05A
(cho nudc ngudn dién 200V )
+DC<0.4A
- Hang Ong tiém c6 thé sir dung:
+ Top, Terumo, Nipro, JMS, B-D, Monoject, va B.Braun hoac
nhiéu hon
+ Tu dong nhan kich ¢ éng tiém (10, 20, 30, 50 mL hogc nhiéu
hon)
+ 1% b tiém Diprivan 20, 50mL hoic nhiéu hon
- Téc d6 truyén:
+<0.1->300.0mL/h (6ng tiém 10mL)
+<0.1->400.0mL/h (6ng tiém 20mL)
+<0.1->500.0mL/h (6ng tiém 30mL)
+<0.1->1200.0mL/h (éng tiém 50mL)
+<0.1->1200.0mL/h (1% B¢ tiém Diprivan 20mL, 50mL)
(thay ddi téc do mdi bude ting 0.1 mL/h)
+ Gia tri mac dinh: > 150.0mL/h
- Pham vi truyén thude: < 0.1 ~ > 1000.0mg
- Pham vi truyén theo thé tich: < 0.1 ~> 1000.0mL
- Pham vi truyén theo c4n ning: < 0.1~ > 300.0kg
- Ty 18 KVO:
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+<0.01 - >99.99 pg/kg/min

+<0.01 ->99.99 mg/kg/h
- Ty 1€ bom bolus:

+>300.0mL/h (dng tiém 10mL)

+>400.0mL/h (dng tiém 20mL)

+>500.0mL/h (6ng tiém 30mL)

+>1200.0mL/h (6ng tiém 50mL, 1% b tiém Diprivan 20mL,
50mL)

- Thé tich bom bolus:

+mL: 0.1 ->50.0 mL (mdi buéc 0.1mL)

+pg: 0.1 ->50000.0 ug (mdi bude 0.1ug)

+mg: 0.1 - > 5000.0 mg (mdi budc 0.1mg)

- Thanh loc:

+ Khoang > 330mL/h (ong tiém 10mL)

+ Khoang > 620mL/h (dng tiém 20mL)

+ Khoang > 740mL/h (ng tiém 30mL)

+ Khoang > 1200mL/h (Sng tiém 50mL)

- Ty 1¢& truyén KVO:
+ 0.1 ->5mL/h (ting bude 0.1mL/h)
+ Mic dinh ctia nha san xuat 0.1mL/h.
- Gi6i han thé tich: < 0.1 ~>1000.0mL
- Pham vi hién thj tong thé tich truyén: 0.0 ~ > 1000.0mL
- B0 chinh xac:

+ Co khi: > +1%

+ Ong tiém: > +3%

* Trong it nhat mot giod tiém truyén voi toc d6 dong chay it nhat
la 1.0ml/gio.

- Ap lyc nghén:

+C6 thé cai dat t6i > 4 muc:

+ Murc cao: > 93 + 33kPa (> 700 = 250mmHg/0.95 + 0.34
kgf/cm?)

+ Trung binh: > 67 + 27kPa (> 500 = 200mmHg/0.68 + 0.27
kgf/cm?)

+ Mirc thap: > 40 + 20kPa (> 300+150mmHg/0.41 + 0.2 gf/cm?)

+ Rét thap: > 20 + 10kPa (> 150 + 75mmHg/0.2 £ 0.1 kgf/cm?)
- Phat hién qua tai:

+ Khoang > 20N cho dng tiém 10mL

+ Khoang > 40N cho dng tiém 20mL

+ Khoang > 55N cho dng tiém 30mL

+ Khoang > 80N cho 6ng tiém 50mL
- B4o dong/ canh bao:

+ Bao dong ¢ mirc cao: Nghén, qua tai, truyen xong, tat nguon,
mét nguon, 16i may, sai ong tiém, vi tri ddt ong tiém chua dlng,
truyén xong (KVO) hoic nhiéu hon

+ Béo dong ¢ muc thap Nhac nho, truyen gan xong, két thic,
khong pin xac, pin yéu, khong toc do truyen khong giéi han thé
tich, khong c6 gia tri trong mot sé truong, kiém tra gia tri cai dat,
giéi han phan cing, gi¢i han phan mém hozc nhiéu hon
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+ Béo hiéu (Canh béo): Kiém tra cam bién, thdi gian bao tri,
Standby mode, chuyén do6i nguon cung cap, hty truyén Bolus hoac

nhiéu hon
- Chtrc nang:
+ Ty dong tat nguén.
+ Lap lai am béo.
+ Béo dong khi chuyén dbi ngudn.
+ Chtric nang KVO.
+ Churc nang cho.
+ Cai dat coi.
+ Chure nang lich sur.
+ Chtrc nang khoa phim.
+ Chtrc nang giéi han nhan hiéu ong tiém.
+ Chtre nang chuyén doi hién thi gii han thé tich.
+ Chtrc nang lam méi pin.
+ Churc nang hen gio bdo tri.
+ Chtrc nang cai dat gia tri gii han trén cia toc d6 dong chay.
+ Chure nang dang ky ong tiém cua ngudi dung.
+ Chire nang thu vién thudc.
hodc nhiéu hon
- Cau chi: > T0.2AH

May
hat ap
luc
thap

I. THONG TIN CHUNG
- Xuat xi: May chinh thudc nhém cac nude G7
- Tiéu chuan chat lugng: ISO 13485 hoic twong duong
- Tinh trang: M1 100%, nguyén dai, nguyén kién
- Nam san xuét: 2024 trd vé sau
- Phu hop voi nguén dién stir dung tai Viét Nam
- Méi truong hoat dong:
+ Nhiét d6 phong < 10 dén > 40°C
+ Do 4m twong ddi < 30 dén > 75%
II. CAU HINH CUNG CAP
- May chinh: 01 chiéc
- Ong d&: 01 chiéc
- Binh tao ap lyc am: 01 chiéc
- Thanh diéu chinh 4p lyc nudc: 01 chiée
- Binh chtra dich > 1.4 lit: 01 chiéc
- Tay cam: 01 chiéc
- B6 van an toan: 01 chiéc
- Nip day: 01 chiéc
- Ong hut ¢6 voi: 01 chiée
- Ong nbi giita binh chira va binh tao ap luc: 01 chiée
- Nut diéu chinh ap lyc nude: 01 chiée
- Nip day binh tao 4p luc: 01 chiéc
- Ong ndi giira binh chira va méay: 01 chiéc
- Ong bénh nhan: 01 chiéc
- Hudng dan sir dung tiéng Anh, Viét: 01 bd
III. THONG SO KY THUAT
- Kha ning diéu chinh 4p suat hut bang nudc hodc tot hon
- CAu trac bom duoc lya chon, c6 thé st dung lién tyc.
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- Pé ngan ngira 6 nhiém vi khuén, c6 bd loc ¢ vat lidu 1a PTFE
(polytetrafluoroethylene) hoic t6t hon

- Cho phép ngudi dung thio rdi cac bd phan mot cach dé dang va
rua sach va khtr trung.

- Bugc trang bi gia do dng thong 1am bang chét liéu chiu nhiét dé
dat 6 ong thong hodc 6 dng théng bénh nhan vao d6 va c6 rdnh moc dé
cb dinh ng théng bénh nhan.

- Binh hut duoc 1am bang nhya polycarbonate hodc tot hon chéng
va dép t6t va miéng binh 16n khoang > 11cm.

- Ap suét hut téi da: > 20cmH20

- Thé tich hat: Trén > 1.2L/pht.

- Stre chira binh hat: > 1.400mL

- Cong suat tiéu thy: < 3.2VA

- Bom: Bom mang

- Loai bao vé chdng dién giat: Loai Il (Loai Btic img dung) hoic t6t
hon

Ta dau
giwong
nhua

I. THONG TIN CHUNG

- Tiéu chuan chat lugng: ISO 13485 hodc tuong duong
- Tinh trang: M1 100%, nguyén dai, nguyén kién

- Nam san xuat: 2024 tré vé sau

- Phy hop véi diéu kién méi trudng & Viét Nam

- M6i truong: Nhiét d6 phong

II. CAU HINH CUNG CAP

- Tt chinh: 01 chiéc

III. THONG SO KY THUAT

- Kich thudce: > 480x480x935mm (+-10mm)

- Vat liéu: Nhua ABS hodc tot hon

- Mot ngan kéo.

- Mot khoang trng.

- Mot khoang dé gidy dép.

- Hai bén hdi c6 > 2 moc treo khin mat, > 2 tai xach ta
- CO > 1 ban an kéo rut thuén tién khi sur dung

Giwong
bénh
nhéan

I. THONG TIN CHUNG

- Tiéu chuan chét luong: ISO 13485 hodc twong duong
- Tinh trang: M&1 100%, nguyén dai, nguyén kién

- Nam san xuét: 2024 trd vé sau

- Phy hop véi diéu kién méi truong & Viét Nam

II. CAU HINH CUNG CAP

- Than giuong chinh: 01 chiéc

- Tam dau givong: 1 cai

- TAm chén chan: 1 céi

- Coc truyén: 01 cai

- Lan can tay vin bang thanh nhém: 02 bén

- Bém day: 01 cai

- Hudng dén str dung tiéng Anh, Viét: 01 bd

III. THONG SO KY THUAT

* Kich thudc:

- Kich thuéc: > dai 2080mm x rdng 960mm x cao 490mm.
- Tai trong an toan: > 200 Kg.
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- Khung giudng véi > 4 banh xe ¢6 khoa.
- Tay quay diéu khién cu01 giuong: 01 bo.
- Tam dau givong va tim chin chan bang nhua.
- Lan can tay vin bang thanh nhom.
- Pém day > 8 cm boc boi > 1 16p vai chdng thdm kich thudc phu
hop voi giuong.
* Chét liéu:
- Khung giuvdng 1am bang thép hop son tinh dién.
- TAm chan dau/dudi givdng 1am bang nhwa thao lip d& dang.
- Lan can 1am bang nhom.
* Chirc nang:
- Phuong thirc chuyén dong: bang tay quay; dit gon dudi dudi
giuong.
- Néang ha dau tir: 00 ~ > 800.
- TAm chén dau/ dudi givong co thé thao roi.
- Lan can c6 thé gap 1én/xudng duoc.
- Banh xe c6 khoa ¢ > 4 banh xe.
- C6 >4 15 cdm moc truyén dich.
I. THONG TIN CHUNG
- Tiéu chuan chat lugng: ISO 9001 hoic twong dwong
- Tinh trang: M1 100%, nguyén dai, nguyén kién
- Nam san xuét: 2024 trd vé sau
- Khong yéu cau Pang ky luu hanh hay phiéu cong bd
- Ngudn dién: < 100-240 V, tan sd: < 50/60 Hz
- Nhiét d6 moi truong cho phép: <4 ->50 °C
- Do 4m tuong dbi cho phép: <80%
II. CAU HINH CUNG CAP
- May chinh: 01 chiéc
- Hu’orng dan sir dung tiéng Anh, Viét: 01 bo
III. THONG SO KY THUAT
- May lic con lin dung dé tron miu méu, cac hdn dich rin va long
va cac mau nhét.

May le | - ‘Thié't bi c6 thé str dung véi tat ca cac ong thong thudong va chai

8 mau hinh try.

- Cac phy kién dé théo rdi gitip vé sinh nhanh trong trudng hop mau
bi do.

- C6 thé sir dung & nhiét d6 tir < 4 dén > 50°C trong ti 4m
- Thich hgp dé véan hanh lién tyc

- Cac con lan c6 thé thao roi gitp lic cac 6ng 16n hon

- Van hanh dé dang bang ban phim cam tng

- Puong kinh lic: > 24.5 mm (chiéu cao)

- Pham vi toc do: > 30 vong/phut (c6 dinh)

- Kiéu chuyén dong: Lan

- Thoi gian BAT cho phép: 100 %

- Téc do t6i thiéu: 0 vong/phit

- Toc @6 ¢d dinh: > 30 vong/phdt

- Hién thi toc d6: Khong c6

- Hién thi bo dém thoi gian: Khdng c6

- Ché d6 hoat dong: Hoat dong lién tuc
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- S6 luong truc: > 10

- Truc, ©: > 32 mm

- Chiéu dai truc: > 327 mm

- Chiéu dai ving 1am viéc: > 350 mm

- Truc, goc nghiéng c¢b dinh: > 3°

- Tryc, hanh trinh t6i da tai dau truc: > 16 mm
- Truc, c6 thé thay dbi, thao roi: Co

- L6p bao vé theo DIN EN 60529: IP 21 hodc tot hon
- Cong suat ddu vao W: <24 W

-bién ap DC: <24V

- Dong dién ti€u thy: <1000 mA

May
siéu am
chin
doan

I. THONG TIN CHUNG

- Xuét xtr: May chinh thudc nhom cac nuéc OECD
- Tiéu chuan chat lugng: ISO 13485 hoic twong duong
- Tinh trang: M1 100%, nguyén dai, nguyén kién
- Nam san xuét: 2024 tro vé sau

- Nguén dién: < 100-240 VAC, tan s6 50/60Hz

- Nhiét do hoat dong: <18 - >30°C

- P9 am: < 30% - > 75% khong ngung tu

- Ap suit: < 700hPa dén > 1060hPa

II. CAU HINH CUNG CAP

- May chinh: 01 chiéc

- Pau do Convex da tan: 01 cai

- Pau do 4D da tan: 01 cai

- Pan do Linear da tan: 01 cai

- Pau do Sector da tan: 01 cai

- May in nhiét den tring (mua & Viét Nam): 01 cai
- May in phun mau (mua ¢ Viét Nam): 01 cai

- B6 may vi tinh dong bd (mua ¢ Viét Nam): 01 bo
- B6 luu dién online > 2 KVA: 01 chiéc

- Hudng dén str dung tiéng Anh, Viét: 01 bd

III. THONG SO KY THUAT

* May chinh:

- Man hinh siéu am cong ngh¢ LCD LED > 23 inch.
- Man hinh diéu khién cam @ng cong nghé LCD: > 10.1 inch.
- H¢ diéu hanh: Window 10-64 bit hoic tot hon

- S6 cong dau do: > 4 cong

- Dai dong hé théng: > 265 dB

- Thang xam: > 256

- Kénh xtr Iy h¢ thong: > 1.700.000 kénh

- Téc d6 khung hinh: > 2800 khung hinh/giay

- Tc d6 khung hinh 4D: > 45 hinh/giy

- D6 sau tao hinh tdi da: > 42 cm

- O cung luu triv: > 500 GB

* Cac Mode hoat dong:

- B-mode hoic tot hon

- M-mode hoic t6t hon

- Color Doppler Doppler mau hoic tét hon
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- Mode 3D/4D gém hinh 3D tinh, hinh 4D thoi gian thyc hoac tot
hon
- Doppler lién tuc hodc t6t hon
* Cac phan mém hd try t6i wu héa va xir 1y hinh anh:
- Ty dong t6i wru ho mé.
- Tao anh song hai ma hoa véi cong nghé dao xung.
- Tao anh giam nhiéu hat, ting cuong d6 min.
- Doppler mau c6 do nhay va do phan giai cao, d& dang bit cac dong
chay c6 van téc nho.
- Cong nghé siéu am Doppler, hinh anh dong chay nhu dong chay
3D.
- Phan mém hd tro tir dong diéu chinh khung ROI thich hop dé dung
hinh 3D/4D dep nht.
- Phan mém hd trg siéu 4m 3D/4D giup hinh anh chan thyc - rd nét.
C6 thé diéu chinh ngudn sang tir cac goc khac nhau 1én thai nhi gitp
cho hinh anh 3D/4D chan thuc hon.
hodc nhiéu hon
* Quan ly dir liéu bao gdm:
- Dir 1i€u hinh anh
- Ditr liéu do luong
- Dir 1iéu bénh nhan
- Luu trir dit liéu: 6 cimg > 500 GB
hoéc nhiéu hon
* Chirc nang do dac va phan tich:
- Cac phép do co ban: Co
- Cac phép do trén M-mode: Co
- Goi tinh toan chuyén mach mau: Co
- 61 tinh toan tim mach: Cé
- G0i tinh toan nhi khoa: C6
- Goi tinh toan chuyén tuyén tién liét: C6
- G6i tinh toan chuyén 6 bung: Co
- G6i tinh todn chuyén mé mém, phan nong: C6
- G6i tinh toan chuyén tuyén vi: Co
- Go1i tinh toan chuyén san khoa: Co
- Goi tinh toan chuyén tim mach: Cé
hoidc nhiéu hon
* Chirc nang bao cao:
- Béo cdo san khoa.
- Bdo cdo mach mau xuyén so
- B4o cdo tiét niéu
- B4o c4o 6 bung
- B4o c4o phan nong
hoiac nhiéu hon
* Thong s6 k§ thuit B Mode:
- Mire diéu chinh tan sb: > 3 bude
- Ban d6 mau: > 10 ban do
- HD-Zoom: Phéng dai hinh siéu am nhung khong lam suy giam
chat luong hinh t6i da > 22 1an.
* Thong s6 ky thuat M Mode:
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- C6 thé lya chon toc do quét: > 6 muc.

- C6 thé lwa chon dinh dang hién thj.

- Ban d6 mau ché ¢ M: > 10 ban do.

* Thong s6 k§ thuiit Mode Doppler mau.

- Téan sb 1ap xung PRF tir < 100Hz dén > 20.5kHz.
- Ty dong loai bdé mo chuyén dong.

- Tc @6 khung hinh tdi da: > 450 hinh/s.

* Thong s6 k§ thuit Mode Doppler xung.

- Téan sb 1ap xung: PW: tir < 0.9 dén > 22 kHz.
-Clrasd phd: 0.7, 1,2,3,4,5,6,7,8,9, 10, 15 mm
* Thong s6 k§y thuat Mode Doppler lién tuc.

- Po luong vén tbe dong chay t6i da > 30.8 m/s.
* Thong s6 k§ thuit Mode 4D.

- C6 ché 36 xem da mit phéng.

- TUTL: ché do xem da 14t cit.

- Téc d6 quét hinh khéi: > 45 hinh/giay

* Két ndi:

- Cong két n6i USB

- Két ndi mang (RJ45)

- C6 day du chirc ning két ndi DICOM

* DAu do khoi da tan

- Ung dung: Bung, san khoa, phu khoa, nhi.

- Déi tan: tir < 2.0 dén > 8.0 MHz

- S6 chan tir: > 192

- Géc quét md rong t6i da: > 90°

- Ban kinh cong: > 47mm

* Pau do Convex da tan s6

- Ung dung: O bung, san khoa, phu khoa, nhi.

- Déi tan: tir < 2.0 dén > 5.0 MHz.

- Goc quét ti da: > 114°

- S6 chén tir > 192

* Piu do Linear da tin

- Ung dung: phan nong, mach mau, co xuong khop
- Déi tan: tir < 4.0 ¢én > 12.0 MHz

- S6 chan tir: > 192

* Piu do Phased Array chuyén tim da tin

- Ung dung: tim mach, nhi, san khoa, h¢ than kinh, bung.

- Dai tan: tir < 1.0 dén > 4.0 MHz.
- S6 chan tir: > 64
- Goc quét toi da > 90°
* Phu kién
- May in nhiét den tring
+ Do phan giai: > 325 dpi
+ Tdc d6 in: > 1.9 giay/khudn hinh
- May in phun mau
+ Cd gidy: A4
+ > 04 hop muc ngoai
- B luu dién online > 2 KVA
+ Dién thé AC: <220 - 240 VAC
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+ Khoang tan so: < 50/60 Hz

10

Bo dit
ndi Kkhi
quan co
Camera

I. THONG TIN CHUNG
- Xudt xtr: Méy chinh thudc nhom cac nudc G7
- Tiéu chuén chit luong: ISO 13485 hoic twong duong
- Tinh trang: M1 100%, nguyén dai, nguyén kién
- Nam san xuat: 2024 tro vé sau
+ Dign ap: < 3.7V
- biéu kién hoat dong:
+ Nhiét do: <5~ >40°C
+Do am: <30 % ~ > 85%
I1. CAU HINH CUNG CAP
- Méy chinh tich hop tay cam, man hinh: 01 chiéc
- Ludi s6 2 cho tré em sir dung nhiéu lan: 01 chiéc
- Ludi s6 3 cho nguoi 16n st dung nhiéu 1an: 01 chiéc
- Ludi s6 4 duong khi khé sir dung nhiéu lan: 01 chiéc
- Pin sac: 01 chiéc
- Cép sac: 01 chiéc
- Hop dung: 01 chiéc
- Huéng dan sir dung tiéng Anh, Viét: 01 chiéc
1. THONG SO KY THUAT
- Thiét ké nho gon
+ Trong luong nhe
+ Lip dit va thao cac ludi nhanh chong
+ N0t bAm camera nhanh chong dé Iuu lai
- Chi phi thap: Cac ludi loai ding nhiéu 1an c6 thé sir dung 1én dén
1000 lan
- D6 bén cao:
+ Man hinh dugc gia ¢d bang chéng rung nit v
+ Pin Li-ion sac lai tudi tho cao
- Man hinh hién thi
+ Man hinh > 3.5 inch
+ Thau kinh chéng suong mu
+ Camera > 2.0MP
- Man hinh:
+ Kich thugc: > 3.5 inch, toan man hinh
+ Monitor: LCD hogc tét hon
+ D9 phan giai: > 640x480RGB
+ Ty l¢: 4:3 hodc t6t hon
+ Téc do 1am méi video: 30FPS hodc tt hon
+ Chiéu sang: LED hoic tét hon
- Ngb ra dix liéu: D& dang thiét lap va luu trit dix liéu
- Ngd ra hinh anh: Két néi dén man hinh bén ngoai, thuan tién khi
st dung va trinh bay
- Camera ludi bo dat noi khi quan
+ Ty 1€ do phan giai: > 2.0MP
+ Goc quang truong: > 66”
+ Po chiéu sang: > 800 LUX
- Pin & Adapter nguén:
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+ Loai pin: Pin Lithium dang sac hoic t6t hon

+ Thoi gian hoat dong: > 120 phat

+ Dign ap: < 3.7V

+ Dung lugng: > 3200mAh

+ Chu ky tudi tho pin: > 300 lan sac

+ Thoi gian sac: > 4 tiéng

- Cén tay cam: Thiét ké cén tay cam nho gon thoai méi

1.3. Cac yéu cau khac

1.3.1. Bing danh muc hang héa dw thiau va Bing chao ddp vng ky thugt:

(i) Bang danh muc hang héa duw thau:

- Nha thau phai ké khai dy di thong tin ciia hang hoa du thau theo mau dudi ddy va cung
cap file scan ban in c6 ky, dong dau, hop 18 cta nha thau va file dinh dang Word/Excel kém
E-HSDT. Nha thau phai dam bao va chiu trach nhiém vé su théng nhét gitra ndi dung file
Word/Excel va file scan ban ky, dong dau




Tén nha thau: .......

BANG DANH MUC HANG HOA DU THAU

Email: ......

S6 dién thoai nguoi phu trach thau: ...

Tai li¢u chitng minh tinh hop 1¢ hang héa theo yéu ciu tai Muc 1.3.2 Chwong V

Phiéu
Xuit Xt [ghi Tai liéu chirng tle}ll)an::n
tén quoc gia, minh nang luc K&t qua ) ) ) cone bé
Danh muc vung lanh tho, thuc hién hop oL qua So luu hanh hoac so Tiéu chuan e Ghi
STT . ’ B X phan loai £ du diéu .
hang héa ky ma hiéu, dong theo E- TTBYT GPNK chat lugng Kién sin cha
nhén hi¢u, CDNT 16.2 <ult
hang san xuat] Chuwong 11 TTBYT
(néu co)
1) 2) 3) (4) () (6) () (8) (9)
Nha thau liét 56 cong  bé: -
ké cdc tai liéu lién _ O Phiéu tiép
quan:  vi  du: .../I?CBB-HCM ngay ... nhin  Ho
, 3 hodc A
\ - Thu uy quyén so  cong
Nha \ \ A LA X ) £ £ 5
A ngay ... tir ... (tén - Phiéu tiép nhdn so: bo du
thau ) hdng) cho /....ngay... hodac IS0 diéu kién
nhdp | Nha thaunhdp | o e | o nha thau/nha . S | 13485:2016 o
SIT | danhmuc hang | o™ 6na tin | phin phéi), <6 | 0% - Gidy chimg nhan | cap cho hang | "rpp s
hang hoatheo E- | |24 ~0"& e ABIC/D | ding ky luu hanh TTBYT 6 higu e
héa HSM) f cu e den . thupc logi C, D s6 | luc tir ngay 8
theo E- - Gidy phép ..DKLH/BYT... ngay ... | ... dén ... )
HSMT ban hang ngay ... hodc 7 - Neu
cua ... (tén nha - Giay phép nhdp khau khong
phdn phoi) cho ... s0: ...NK/BYT-TB-CT phai  la
(tén nha thau), co ngay ... TTBYT

hiéu luc den ...

san  xudt




Tai li¢u chitng minh tinh hop 1¢ hang hoéa theo yéu ciu tai Muc 1.3.2 Chwong V

Phiéu
Xuit Xt [ghi Tai liéu chirng tlelfl)an:sn
tén quoc gia, minh nang luc Kbt qua ) ) . cong hé
Danh muc vung lanh tho, thuc hién hop n . So luu hanh hoéc so Tiéu chuan . 2oA Ghi
STT N E B X phan loai ) du diéu .
hang héa ky ma hiéu, dong theo E- TTBYT GPNK chat lugng Kién sin cha
nhan hi¢u, CDNT 16.2 <uht
hang san xuat] Chwong 11 TTBYT
(néu cé)
(hodc c6 hiéu lyc - Nha thau ghi ré doi trong
cho géi thau nay). voi hang hoa la TTBYT nuoc  thi
khong thuéc danh muc ghi:
phdi cdp phép nhdp khau. Khéng ap
dung).

(ii) Bang chao dap wng kv thuit:

- Nha thau phai ké khai déy du thong tin theo mau dudi day va cung cép’ﬁle scan ban in ¢6 ky, dong dau, hop 1¢ ctia nha thau va file dinh dang
Word kem E-HSDT. Nha thau phai dam bao va chiu trach nhiém vé sy thong nhat gitra ndi dung file Word va file scan ban ky, dong dau.

- Miu duéi day dung dé phuc vu viéc danh gia vé k¥ thuat hiang hoa du thau ctia nha thau. Nha thau phai ké khai day du va chinh xac cac thdng tin
theo mau nay. Nha thau phai chiu moi trach nhiém vé hau qua hodc sy bt loi néu khong lam dung theo quy dinh. Viéc nha thau cb tinh ké khai thong
tin khong ding vé6i thong sé k¥ thuat ma nha san xuat di cong bd nham muc dich vuot qua budc dénh gia vé ky thuat duoc coi 1a hanh vi gian 1an
trong ddu thau quy dinh tai Khoan 4 Diéu 16 Luat Dau thau va sé& bi xtr Iy theo quy dinh ctia Phap luat.



BANG CHAO PAP UNG THONG SO KY THUAT

Stt . Noi dung E-HSDT Tai liéu tham chiéu
Noi dung yéu cau cia E-HSMT
May ...... Nha thau ké khai ddy du cac thong
Model tin yéu cau.
1 Hang hoa...... Hang san xuit: ......

Xuit Xif: ......
Hang, nuwdc chi sé hiru: ......

S6 lwong: ......

Yéu cau chung

Yéu cau chung

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

Ghi rd tén tai liéu, s6 trang tham
chiéu va trich dan noi dung cu thé trong
tai liéu tham chiéu thé hién tinh dap ting
ctia hang hoa cua timg ndi dung yéu cau
k¥ thuat.

Yéu cau cau hinh

Yéu cau cau hinh

Nha thau chao thau du ndi dung theo
yéu cau.

Yéu ciu k¥ thuit

Yéu cu k¥ thuit




Stt o Noi dung E-HSDT Tai liéu tham chiéu
Noi dung yéu cau cia E-HSMT

Ghi 15 tén tai liéu, sb trang tham
chiéu va trich dan ndi dung cu thé trong
tai liéu tham chiéu (ban gdc) thé hién
tinh dap Uimg ctia hang hoa cua tirng ndi
dung yéu cau k¥ thuat.

Xem céc vi du dudi day:

v Yéu cau khac Yéu cau khac

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

1.3.2. Tai liéu chirng minh tinh hop 1¢ ciia hang hoa
a. Bang chao dap tng k¥ thuat theo yéu cau tai myc 1.3.1 Chuong V.
b. Catalogue hoic tai liéu k¥ thuat ctia nha san xuat (cung cap ca ban gdc va ban dich) néu 16 d6i véi timg loai hang hoa:
- Model, ky ma hiéu, nhin hiéu san pham (theo quy dinh ctia nha san xuat);
- Tén nha san xuét;
- Thong s6 k¥ thuat hang hoa;
- Quy cach hang héa (néu cb);
Nha thiu phdi ding cong cu dinh déiu (highlight) véo cdc néi dung cu thé chirng minh hang héa ddp vng ky thudt tai catalogue hodc tai ligu
ky thudt.
c. Tai liéu ching minh ning luc thue hién hop dong: Gidy phép ban hang/ gidy ty quyén ban hang hoic cac tai liéu twong dwong khac theo quy
dinh tai E-CDNT 16.2.



d. Ddi v6i hang hoa 1a trang thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghj dinh s6 07/2023/ND-CP va cac quy dinh phap luét
hién hanh, cung cap céc tai li€u sau:

- Ban phan loai trang thiét bi y té theo quy dinh tai Nghi dinh s 98/2021/ND-CP, Nghi dinh s 07/2023/ND-CP va cic quy dinh phap luét
hién hanh.

-S4 luu hanh con han hodc dwoc nhip khau theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghj dinh s6 07/2023/ND-CP, Thong tu s
05/2022/TT-BYT ngay 01/8/2022 va cac quy dinh phap luat hién hanh, cu thé nhu sau:

+ D(‘)@ v6i trang thiét bi y té loai A, B: SO cong bd va Phiéu tiép nhan (hodc Phiéu thong tin) HO so cong bd tiéu chuan 4p dung cia trang
thiét bi y t€ trén Cong thong tin dién tir BO Y té (dmec.moh.gov.vn),

+ Doi V('),ri trang thiét bi y té l‘oai C,D: Giéy c}ltrng nhép dang ky luu hénh hoac dugc nhap khéu theo quy dinh tai Khoan 18 Piéu 1 Nghi
dinh s6 07/2023/ND-CP vé viéc sua doi, bo sung Dicu 76 Nghi dinh s6 98/2021/ND-CP va cac quy dinh phap luat hién hanh.

+ Luu y: d6i vé6i trang thiét bi y té nhap khau theo diém d Khoan 2 Diéu 76 Nghi dinh s6 98/2021/ND-CP di dugc sira d6i, bd sung tai
Khoan 18 Diéu 1 Nghi dinh s6 07/2023/ND-CP: Nha thau ké khai ro dbi véi trang thiét bi y té khong thudc danh muc phai cép phép nhap
khau theo quy dinh tai Piéu 6 Thong tu s6 05/2022/TT-BYT ngay 01/8/2022 va cung cip ban phan loai trang thiét bi y té thudc loai C, D
dugc cong bod thong tin trén Cong thong tin dién tir cia BO Y té

-S4 cong bd va Phiéu tiép nhan (hodc Phiéu thong tin) hd so cong bd du diéu kién san xuat d6i véi trang thiét bi y té san xuét trong nude
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 xudt dap tng tiéu chuan chat lugng ISO 13485 (con hiéu lyc t6i thiéu dén thoi diém dong thau).

* Ghi chu cho cac muc c, d,:

- Néu tai liéu khong duoc cap truc tuyén: Nha thau cung cép file scan (mau) tir ban gdc hodc ban sao ching thuc ciia co quan chirc ning theo
quy dinh ctia phap luat.

- Néu tai liéu dugc cap truc tuyén: Nha thiu cung cép ban gdc duoc tai tryc tiép tir website/cong thong tin dién tir ma tai liéu duoc dang tai hodc
ban c6 dau xac nhan cia nha thau/don vi lién quan. Nha thau phai chiu trach nhi€ém vé tinh hgp 1€, trung thuc va chinh xac cua tai li€u va cung
cap duong dan dé tra ctru néu dugc yéu cau.

- Ddi voi gidy chimg nhan dat tiéu chuan chat lwong (vi du: ISO 13485, 9001): Nha thau cung cap file scan mau tir ban gdc hodc ban sao c6
ching thuc hoac ban sao c6 dong dau xac nhan cua to6 chure dirng tén s6 luu hanh hodc nha nhap khau, kém tai liéu chiing minh nhu: s6 luu
hanh, giay phép nhap khau.



- Tai liéu bang tiéng nudc ngoai phai co ban dich sang tiéng Viét Nam va nha thau chiu trich nhiém phép 1y vé tinh chinh xac ciia ndi dung dich
thuat khi phat hanh. Trong truong hop c6 su sai khac gitra ban dich va ban goc thi Chu dau tu s€ danh gid dua vao ban goc.

- Trong moi trudng hop, nha thau chiu hoan toan trach nhiém phap 1y vé tinh hop 18, trung thuc, chinh xac cua tat ca tai liéu cung cap.
1.3.3. Bin cam két ciia nha thau

Nha thau phai cung cap bang vin ban c6 ky, dong dau hop 1¢ cho Bénh vién Phoi Ha Tinh cho géi thau nay véi ndi dung cu thé theo mau nhu sau:



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

Kinh giri: Bénh vién Phoi 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 trd vé sau;
Hang hoa duoc cung cdp hoan toan thich ing vé dia Iy, méi trudng, khong cé anh hudng tic dong nhiéu dén mai truong.

Hang hoa 14 trang thiét bi y té phai duoc niém yét gia, ké khai gia theo Nghi dinh s6 98/2021/NB-CP, Nghi dinh s6 07/2023/ND-CP va cac
quy dinh phap luat hi¢n hanh;

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

Dinh ky thuc hién bao tri theo tiéu chuan ctia nha san xut trong thdi gian bao hanh.

Trong thdi gian bao hanh, nha thau phai c6 dich vu hd tro ki thuat: 24/24; 7 ngay/tuan.

Khi ¢6 yéu cau kiém tra, sira chira dot xuat, nha thau c6 kha nang dép mg trong vong 24 gio ké tir khi nhan dugc thong bao ciia Bén mua.

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

(i) Ban gdc hodc ban sao cong ching Gidy ching nhan két qua kiém dinh d6i véi cac thiét bi thudc dién phai kiém dinh theo quy dinh. Chi phi kiém
dinh do nha thau chi tra.

(ii) P6i v6i hang hoa nhap khau: Ban gdc hodc ban sao cong chung Gidy chung nhan xuat x{r (CO), Gidy ching nhén chit lugng (CQ); Ban sao to
khai hai quan, van don, packing list, Gidy phep nhép khau theo quy dinh hién hanh va cac tai liéu chirng minh thi€t bi dugc thong quan hop phap voi
day du thong tin veé hang hdéa nhu trong hgp dong.

(iii) D4i v6i hang hoa san xut tai Viét Nam: Gidy chtng nhan chat lugng xuit xuong ddi v6i cac thiét bi san xuat trong nudc; S luu hanh néu
hang hoa 1a trang thiét bi y té.



(iv) Chung thu giam dinh vé sb lugng, chét lugng, tinh méi, déng bd, chung loai, ky ma hiéu, nguén géc, xuét XU, ndm san xuét, tinh nang k¥ thuat
co ban ctia hang hoa khi ban giao (Pon vi gidm dinh do Chu dau tu chi dinh, chi phi gidm dinh do nha thau chi tra).

e [ghi cac cam két khac ciia nha thau]
., hgay .... thang ... nam .....
Pai dién hop phap ciia nha thiu
[ghi tén, chirc danh, ky tén va déng dau]
1.3.4. Huéng dén trinh bay cdc file trong E-HSDT ding tdi trén H¢ théng:
Céc file dit 1i€u cua hang hoa dinh kem E-HSDT phai dugc phan chia riéng bi¢t theo folder nhu sau:
1. (Folder 1) Tinh hop Ié:
- Bao dam dy thau + tai liéu ching minh tu cach hgp 1€ cua nguoi ky thu bao 1anh.
2. (Folder 2) Nang lwc kinh nghiém:
- (File 1) Bao cao tai chinh nam ___ (vi du: 2022)
- (File 2) Bao cao tai chinh nam ___ (vi du: 2023)
- (File 3) Bao céo tai chinh nam ___ (vi du: 2024)
- (File 4) Xéc nhan thyc hién nghia vu thué
- (File 5) Hop dong twong tu 1 (bao gdm hop dong, bién ban nghiém thu/ thanh 1y/ hoa don GTGT...)
- (File 6) Hop ddng twong tu 2...
.. va cde tai liéu lién quan khdc (néu c6)
3. (Folder 3) Ky thuét: Ngoai Bang danh myc hang hoa dy thau, nha thiu 1ap cac folder riéng cho timg mat hang hodc cac mat hang du thau co

cung hing san xuat hodc cung tai liéu phap 1y, trong mdi folder dé nghi nha thau tach riéng cac file tai liéu va danh sb thir tw mit hang theo E-
HSMT, vi du:

1. (Folder 3.1) Phén 1:
- (File 1) Gidy uy quyén (bao gom: iy quyén tir hing chii s¢ hitu, 11y quyén tir nha phdn phéi...)
- (File 2) Ban két qua phén loai TTBYT



- (File 3) S6 luu hanh (bao gom: Phiéu tiép nhdn/Phiéu thong tin ho so cong bé tiéu chuan dp dung, gidy chirng nhdn dang ky heu hanh,
giay phép nhdp khdau v.v...)

- (File 4) Chtrng nhan chét luong (bao gom: ISO 13485, ISO 9001, CE, FDA...)
- (File 5) Catalogue

- (File 6) Datasheet

- (File 7) Instruction for Use

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

- Luwu y: dé nghi nha thiu tach riéng tirng file tai lidu ky thudt (catalogue, datasheet.. ), khong g0p chung tt cd tai lieu ky thudt vao
1 file. Yéu cau dat tén file diing theo tén tai liéu ding dé tham chiéu trong Bang chao ddp vng ky thudt va ding cong cu dinh diu
(highlight) ién cdc néi dung ky thudt cu thé chirng minh déc tinh, théng sé kj thudt ciia hang héa theo yéu cau..

2. Folder 3.2 Phan 2: Trinh bay twong tw nhie trén
Muc 2. Ban vé: Khong c6 béan vé.
Muc 3. Kiém tra va thir nghi¢m

Chu dau tu c6 quyén yéu cau kiém tra, thir nghiém hang héa dugc cung cap dé dam bao hang hoa d6 c6 dic tinh k¥ thuat phu hop véi yéu cau cua
hop ddng. Thoi gian, dia diém va cach thirc tién hanh kiém tra, thir nghiém:

+ Dia diém: Tai don vi st dung.

+ Thoti gian: do céc bén thoa thuan;

+ Noi dung kiém tra: kiém tra toan bo hang hoa theo yéu cau cua hop dong;
+ Chi phi t6 chirc thyc hién: do nha thau chi tra.

Truong hop hang hoa khong phu hop voi dac tinh ky thuat theo hop déng thi Chu dau tu co
quyén tir chdi va Nha thau phai c6 trach nhiém thay thé hodc tién hanh nhiing diéu chinh can thiét dé dap ing ding cac yéu cau vé dic tinh k¥ thuat.
Truong hop Nha thau khong co6 kha nang thay thé hay diéu chinh cac hang hoa khong phu hop, Chu dau tu co quyén to chirc viéc thay thé hay diéu
chinh néu thiy can thiét, moi rii ro va chi phi lién quan do Nha thau chiu. Viéc thuc hién kiém tra, thir nghiém hang hoa ctia Chu dau tu khong dén
dén mién trir nghia vu bao hanh hay cac nghia vu khac theo hop ddng ctua Nha thau



