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

Muc 1. Yéu ciu vé ky thuat
1.1. Gidi thi¢u chung vé dw an/dw todn mua sim, géi thiu

- Tén g6i thau: Goi 01: Mua sam trang thiét bi y té nam 2025 (gém 6 danh
muc mdi danh muc 12 mdt phan cta goi thau)

- Tén du toan mua sam: Mua sam trang thiét bj y t& nim 2025 ctia Bénh vién
phéi tinh Pak Lik

- Chu dau tu: Bénh vién phdi tinh Pak Lak

- bia diém thuc hién dy toan mua sidm: Bénh vién phéi tinh Bak Lik - Dia
chi: 136 Nguyén Thi Dinh, P. Thanh Nhat, Tinh Pak Lik

- Chi tiét nguén von: Ngudn tai chinh hop phap (Ngudn ngan sach tinh nam
2025, Quy phat trién hoat dong su nghiép ctia don vi va ngudn thu dich vu kham
chira bénh)

- Hinh thtrc lya chon nha thau: P4u thau rong rai trong nudc, qua mang
- Phuong thirc lya chon nha thau: Mot giai doan mot thi ho so
- Thoi gian t6 chire lyra chon nha thau: 90 ngay
- Thoi gian bat dau t6 chirc lya chon nha thau: Quy IV/2025
- Loai hop dong: Theo don gia ¢ dinh
- Thoi gian thyc hién goi thau: 90 ngay
- Tuy chon mua thém: Khong
- G6i thau chia nhiéu phan/16: C6
1.2. Yéu ciu vé ky thuit
Yéu cau vé ky thuat bao gdm yéu cau vé k¥ thuat chung va yéu cau vé k¥
thuat chi tiét d6i v6i hang hoa thudc pham vi cung cap cta goi thau, cu thé:
1.2.1. Yéu cdu vé ky thudt chung
- Toan bd hang hoa mai 100%, san xuat nim 2025 trd vé sau, ¢6 nhin véi dy
du thong tin theo quy dinh hién hanh cta phap luat vé nhan mac hang héa, dép img
dt diéu kién luu hanh tai Viét Nam;
- Hang hoa 1a thiét bi y té phai dap tng tiéu chuan chat luong: ISO 13485
hodc tuong duong;
- Nha thau phai chao ding ching loai, di khdi lugng hang hod néu tai Mau
s6 01B - Pham vi cung cap hang héa thuoc Chuong IV, dong thoi néu day du ky



ma hi¢u (ma san phém/model du théu) (khong chép nhan viét tit: “ab” hodc “xxx”),
nhan hiéu (néu c6), ndm san xuat, tén hing san xuét va xuit xr cta hang hoa du
thau; quy cach dong géi, van chuyén va bao quan theo tiéu chuin ctia nha san xuét
cho tirng loai hang hoa chao thau;

- Nha thau phai nop trong E-HSDT tép tin (dinh dang file excel) bang dap
{mg cAu hinh, dic tinh, thong s k¥ thuat hang hoa chao thau theo biéu mau quy
dinh tai Phu luc 2 - Myc 1.3. Cac yéu cau khac - Chuong V. Yéu ciu vé ki thuat.

- Pbi v6i hang hod chao thau 13 hang hoa nhap khau: Nha thau phai cung cip
day du ban gdc hodc ban sao y cong ching gidy ching nhan xuit xr hang hoa
(CO), gidy ching nhan chat lwong hang hoa (CQ) va ban chup to khai hai quan (c6
thé khong thé hién gia tri hang hoa) c6 dong d4u x4c nhan cua don vi nhap khau;

- Pbi véi hang hod chao thau 1 hang hod san xut trong nudc: Nha thau phai
cung cap Ban gbc hodc ban sao y cong ching gidy chimg nhan chat luong hang
hoa (CQ) hodc cac gidy to khac cé gia tri twong dwong (gidy ching nhan xuit
Xuong);

- Hang h6a ma1 100% chua qua st dung, nguyén ven dugc dong goi, bao quan
theo dung quy cach va tidu chuan ctia nha san xuat;

- Gia duy thau ctia Nha thau phai bao gom cung cép tat ca dich vu, linh kién va
nhan su thi cong cai dat, lép dat hoan thién dua vao st dung;

- Tai liéu chirng minh hang héa duw thau dwoc phép lwu hanh hop phap
tai Viét Nam:

+ Hang hoa 1a thiét bi y té&: Bang phan loai thiét bi y té; Gidy ching nhan
dang ky luu hanh hodc gidy phép nhap khau con hiéu luc do Bo Y té cap dbi véi
thiét bi y té loai C, D; Vin ban cong bd tiéu chuan ap dung ddi véi thiét bi y té
thudc loai A, B con hiéu luc (quy dinh tai Nghi dinh 98/2021/ND-CP dugc stra doi
bd sung boi Nghi dinh 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh
04/2025/ND-CP ngay 01/01/2025);

+ Hang hoa khong phai 14 thiét bi y té: Vian ban x4c nhan ctia B Y té hodc
co quan c¢6 tham quyén/Gidy chimg nhan ding ky luu hanh hodc gidy phép nhap
khau hoic tai liéu khac twong dwong. Truong hop nha thau cé tai liéu chimg minh
hang hoa chao thau khong phai 1 Thiét bi y té thi nha thau khong can nop S6 luu
hanh / Gidy phép nhap khau va Két qua phan loai thiét bi y té cho hang hoa do.

1.2.2. Yéu cdu vé ky thudt cu thé

Nha thau c6 trach nhiém trinh bay rd rang toan bd ndi dung k¥ thuat cia
hang hoa chao thau theo thr tu yéu cau tai Muc ndy. Mdi dic tinh, théng s k¥
thuat chao thau phai dugc minh ching bang tai liéu k¥ thuat hodc catalogue gbc
(ban chinh thtc, dang con hiéu luc cua hing san xuat). Nha thau phai ghi o vi tri
tham chiéu, bao gdm: sb trang, tén tai liéu va danh dau (highlight) truc tiép dic



tinh, thong s6 twong mg trong tai liéu d6. Trudng hop nha thau khong thyc hién
day du viéc trich dan vi tri hodc khong cung cap minh chimg rd rang cho cac thong
s0 k¥ thuat chao thau, nha thau c6 thé chiu bat 191 néu phat sinh tinh hudng.

Hang hoa phai dap tng cac yéu cau vé cau hinh, dic tinh, thong sé k¥ thuat
va cac yéu cau khac nhu quy dinh duéi ddy va 1a mic yéu cau ti thiéu phai dat

hodc chap nhan duoc:

Phin 16: PP2500475814
1. Noi hap tiét trung

STT

Yéu ciu dic tinh, thong sé k¥ thuat tdi thiéu

Mirc d¢ dap ung

Dat

Khong dat

Yéu cau chung

— Thiét bi méi 100%, san xuat tr nim 2025 tré vé
sau

— Nha san xuat may chinh dat tiéu chuan chét lugng:
ISO 9001; ISO 13485 hoac tuong duong

— Ngudn dién cung cip: 3 pha 380V + 10%; 50 Hz.
— Moi truong hoat dong:

+ Nhiét do toi da: > 30°C

+ Do am toi da: > 70%
(Thiét bj dwgc nhiét doi hod, phii hop diéu kién nong,
am cua Viét Nam)

bap Ung
hoan toan
muc yéu
cau  toi
thiéu hodc
chap nhan
duoc

Khong dap
ung muc
yéu cau ky
thuat  tdi
thiéu

11

Yéu cau cau hinh cung cap

Noi hép tiét tring kém va phu kién tiéu chuan kem

theo: 01 bd, bao gom:

— May chinh: 01 céi

— Xe day mau: 01 cai

— Gi4 gilr khay: 01 cai

— Khay dé mau: 06 cai, bao gom:
+ Khay kich thudc khoang 330 x 740 mm: 01 céai
+ Khay kich thudc khoang 275 x 740 mm: 01 céi
+ Khay kich thudc khoang 420 x 740 mm: 04 céi

— May in nhiét tich hop may chinh: 01 céi

— B0 loc HEPA: 01 cai

— Cotloc: 01 bo

— Tai liéu hudéng dan sir dung tiéng Anh, tiéng Viét:
01 bo

Cam két
cung cap

Khong co
cam  két
cung cap

11

Yéu cau dic tinh, thong s6 ky thuat




Mirc d¢ dap ung

STT | Yéu ciu dic tinh, thong s6 ky thuit ti thiéu
Dat Khong dat
1. Pac tinh: b4p tuUng | Khong dap
— Vit liéu budng: thép khong gi 316L hoic tuong hoan toan | itmg  muc
duong muc yéu | yéu cau ky
p A A o A s cau  toi | thuat  toi
— Vat li¢u bén ngoai: thép khong gi 304 hoac tuong thiéu hodc | thidu

duong

— Thé tich sir dung: > 162 lit

— Nbi hap tiét tring mot cira

— Kich thuéc budng (): > 496 x 880 mm

— Man hinh mau LCD hoac tuong duong, kich thudc
> 4,3 inch

— Ha thong diéu khién vi xtr Iy hodc twong duong
— Ap sut t6i da ctia budng: > 3.0 bar

— Ap suét chan khong t6i thiéu: <200 mbar

— Cam bién nhiét d6: PT-100 hoic twong duong
— B6 loc HEPA <0,22 um

— Cong két ndi thiét bi ngoai vi, toi thiéu gdm: RS
232, USB, Ethernet
— Cong suat cot loc > 50 it/ gio
2. Thong s k¥ thuat:
— Nhiét d6 cai dat, toi thiéu bao gdm cac mirc: 121°C
/125°C / 134°C / 136°C
— S6 chu ky hat chan khong > 4 chu ky
— Chuong trinh cai dat thoi gian tiét trung: Tu < 1
phut dén > 99 phut
— Chuong trinh cai dat thoi gian sdy kho: Tir < 1 phiit
dén > 30 phut
- Chuong trinh ti¢t trfmg még dil}h o san trong may
gom > 7 chuong trinh, t6i thiéu gom:
+ Vai chiu nhiét: tai nhiét do 136°C voi thoi gian
khoang 10 phut
+ Vai boc x0p: tai nhiét do 134°C véi thoi gian
khoang 10 phut
+ Thé dam doc (Prion): tai nhiét d¢ 134°C véi thoi
gian khoang 20 phut
+ Bong Quick, vai boc unwrapped: tai nhi¢t do
134°C vai thoi gian khoang 4 phut
+ Cao su chiu nhiét: tai nhiét @0 125°C voi thoi
gian khoang 15 phut
+ San pham nhay nhiét: tai nhiét d6 121°C véi
thot gian khoang 20 phut

chap nhan
duoc




STT

Yéu ciu dic tinh, thong sé k¥ thuat t6i thiéu

Mirc d¢ dap ung

Dat Khong dat

+ Gravity: tai nhi€t do 121°C vo1 thoi gian khoang
25 phut
— Chuong trinh van hanh danh cho nguo61 dung tu cai
dat: > 10 chuong trinh
— Chuong trinh hép chit 16ng dat biét va say kho: >
01 chuong trinh
— €6 chirc ning tién gia nhiét trude
— C6 ché do cho
— €6 chire ning kiém tra ro ri chin khong
— €6 chire ning kiém tra Bowie & Dick
— C6 thé cai dat mat khau bao vé nguoi dung
— Chirc nang hién thi, toi thiéu gom:
+ Hién thi k¥ thuat sd, hodc
+ Hién thi d6 thi nhiét do va ap suat
— Céc thong tin hién thi trén man hinh, téi thiéu gdm:
+ Ngay/ thang/ ndm
+ Gio/ phut/ gidy
+ Biéu tuong cira dong / mé
+ Nhiét do, ap sudt buff)ng
+ Tén chuong trinh dang van hanh
+ Nhiét do buéng hap, nhiét do bubng sinh hoi
nude, cam bién nhiét d6 budng hap, nhiét do 16p
ao hot gia nhiét (Jacket), ap suat buong hap, ap
sudt budng sinh hoi nudc, ap sudt gasket
(Gioang cura) silicon
— €06 ap ké hién thi ap suat budng: > 01 cai
— B0 nhé luu trir duge: > 30.000 két qua tiét tring,
> 100 loi
— Truy xuét dir liéu qua cong USB
— €6 chirc ning truy cap va xem két qua, lich str 15i
— C6 chirc ning md ta 15i hé thdng, t6i thiéu gom:
hong cam bién, ctra md, qua nhiét, qué ap, myc nude
thap, khong khi trong buong khong sach, 101 nguon...
— C6 chuc nang cai dat kich hoat bdo dong theo thoi
gian
— Chirc nang an toan, ti thiéu gom:
+ C6 nat dirng khan cip
+ Khong thé mé nap khi ap suat va nhiét do chua
cho phép vé dén muc an toan; chuong trinh
khong khaot dong khi nap mo.




STT

Yéu ciu dic tinh, thong sé k¥ thuat t6i thiéu

Mirc d¢ dap ung

Dat

Khong dat

+ Bao dong am thanh va hinh anh trong cac
truong hop gap su co

+ C6 van an toan chéng qué ap

+ Chtrc ning nhic nhé thay thé gasket va bd loc

+ C6 chirc ning kiém tra r0 ri chan khong
— Thiét bi dap ung cac tiéu chuan, tdi thiéu gém: ISO
45001; EN 285; PED/2014/68/EU; MDD/93/42/EEC
hodc tuong duong

1A%

Yéu cau khac

- Ban giao, lép dat tai don vi st dung;

- Thoi gian bao hanh: > 12 thang ké tir ngay ban giao,
nghi¢m thu dua thiét bi vao sur dung.

- Pinh ky thyc hién bao tri trong thoi gian bao hanh:
Theo quy dinh cua nha san xuat hoac thuc hi¢n > 3
lan/ nam.

- C6 danh sach cong viéc bao dudng theo khuyén cio
cua nha san xuat. Cung cap day du tai li¢u bao tri, bao
dudng thiét bi cua nha san xuat.

- Cam két cung cép vt tu tiéu hao va phu kién thay
thé trong vong > 8 nam va c6 bang bao gia cac phu
tung, linh kién thay thé sau thoi gian bao hanh.

- Pao tao, huong dan st dung thanh thao cho béc si,
k¥ thuat vién ctia don vi stir dung.

- Khi ¢6 yéu cau kiém tra, stra chita d6t xuat, nha
thau c6 kha nang dép ting trong vong: < 48 gio.

- Cung cép day du chimg chi CO, CQ va bo ching tir
nhap khau (d61 vo1 hang hda nhap khau) khi giao may.

Pé  xuét
dap ung
hoan toan
muc yéu
cdu  toi
thiéu

Khong déap
ung muc
yéu cau toi
thiéu

KET LUAN

Dap ung
toan bo
noi  dung
yéu cdu

Khong dap
ung > 01
noi  dung
yéu cau

PAT

KHONG
PAT

Phan 16: PP2500475815

2. M4y do do duc xét nghi€ém vi sinh

STT

Yéu ciu dic tinh, thong s6 k¥ thuat t6i thiéu

Mirc do dap wng

Dat

Khong dat

Yéu cau chung




Mirc d¢ dap ung

STT | Y&éu cau dic tinh, thong s6 k¥ thuat t6i thiéu
Dat Khong dat
— Thiét bi méi 100%, san xuat tr nam 2025 trg vé | Pap Gng | Khong dap
sau hoan toan | tng  murc
— Nha sdn xudt may chinh dat tiéu chuén chit lugng: | MUc y€u | yéu cau ky
ISO 9001 hoic twong duong ;‘;‘u toi :ﬁ‘}f‘t toi
PP z 5 i€u iéu

- Nguodn dién cung cap: 220V + 10%; 50 Hz hodc hodc chép
pm nhan
— Moi truong hoat dong: duoc

+ Nhiét do toi da: > 30°C

+ D¢ 4m tdi da: > 70%
(Thiét bi duoc nhiét di hod, phii hop diéu kién néng,
am cua Viét Nam)

II | Yéu ciu cAu hinh cung cip
Mady do d6 duc xét nghiém vi sinh va phu kién tiéu | Cam két Khong cf)
chuan kém theo: 01 bg, bao gom: cungcap |cam ket
— May chinh: 01 cai cung cap
— Adapter cho 6ng duong kinh 16mm: 01 cai
— Tai liéu hudng dan sir dung tiéng Anh, tiéng Viét:
01 bo
III | Yéu ciu dic tinh, thong sé ky thuit
1. Pac tinh: bap ung | Khong dap
— St dung dé do do d¢ duc ctia hdn dich té bao, loai | hoan toan | ung  mirc
dé ban muc yeu | yéu cau ky
— Ngudn sang LED hoic tuong duong, budc song cau ot thpf'l totol
thiéu thiéu

565 £ <15 nm. < x

. _ hodc chap
— Ong mau tuong thich: Duong kinh ngoai khoang | nhan
18 mm, hodc khoang 16 mm khi dung adapter. duoc

2. Thong s6 k¥ thuat:

— bo c‘i(f)w duc trong khoang O,Q dén > 7,5 McF véi do
léch chuan nho, pham vi do t6i da > 15 McF

— B0 chinh xac: £ <3%

— Thoi gian do: < 1 gidy

— Thé tich mAu téi thiéu: khoang 2 ml.

— Man hinh hién thi: Man hinh LED hozc LCD hodc
twong duong, d0 phan gidi < 0,1 McF.

— Kich thuéc (DxRxC): Khoang 115 x 165 x 75
mm.

— Cong suat tiéu thy: <1 W

IV

Yéu cau khac




Mirc d¢ dap ung

STT | Y&éu cau dic tinh, thong s6 k¥ thuat t6i thiéu
Dat Khong dat
- Ban giao, lip dat tai don vi st dung; Pé xuét | Khong dap
- Thoi gian bao hanh: > 12 thang ké tir ngay ban giao, | ddp Ung | ng  mic
nghiém thu dua thiét bi vao sir dung. holan tO?iln yeu cau to1
- Pinh ky thyc hién béo tri trong thoi gian bao hanh: | ¢ YC! thicu
Theo quy dinh cua nha san xuat hodc thuc hién > 3 C}?,u; tot
lan/ nam. thieu
- C6 danh sach cong viée bao dudng theo khuyén céo
cua nha san xuat. Cung cap day du tai li¢u bao tri, bao
dudng thiét bi cuia nha san xuat.
- Cam két cung cép vt tu tiéu hao va phu kién thay
thé trong vong > 05 nam va c6 bang bao gia cac phu
tung, linh kién thay thé sau thoi gian bao hanh.
- Pao tao, huong dan st dung thanh thao cho béc si,
k¥ thuat vién ctia don vi stir dung.
- Khi ¢6 yéu cau kiém tra, stra chita dot xuit, nha
thau c6 kha nang dap ung trong vong: < 48 gio.
- Cung cap day du chimg chi CO, CQ va bd chimg tir
nhép khau (d6i véi hang hoa nhadp khau) khi giao may.
Dap ung | Khong dap
toan bo ung > 01
B _ noi dung | noi dung
KET LUAN yéu cau yéu cau
PAT | KHONG
DAT

Phan 16: PP2500475816

3. May cit nuwéc 2 1an

Mirc do dap ung

STT | Yéu ciu dic tinh, thong s6 k¥ thuat t6i thiéu
Dat Khong dat
I | Yéu ciu chung
— Thiét bi m&i 100%, san xudt tir nam 2025 tro vé | Pap Gng | Khong dap
sau hoan toan | tng  muc
— Nha sin xudt may chinh dat tiéu chuan chét lugng: | MUYC YEU | yeu cau kAy
ISO 9001 hodc trong duwong cau  toi | thuat  toi
thiéu thiéu

— Ngudn dién cung cip: 220V + 10%; 50 Hz
— Moi truong hoat dong:
+ Nhiét do t6i da: > 30°C
+ Do am tdi da: > 70%
(Thiét bi dwgc nhiét ddi hod, phit hop diéu kién ndng,
am cua Viét Nam)

hoic chap
nhan
duoc




Mirc d¢ dap ung

STT | Yéu ciu dic tinh, thong sé k¥ thuat tdi thiéu
Dat Khong dat
II | Yéu ciu ciu hinh cung cip
May cét nudc 2 1an va phu kién tiéu chuin kém theo: | Cam !{ét Khoéng  ¢6
01 b, bao gom: cungcap |cam ket
— May chinh: 01 cai cung cap
— Phu kién lap dat tiéu chuan: 01 bo
— Tai liéu huéng dan sir dung tiéng Anh, tiéng Viét:
01 bo
IIT | Yéu cu dic tinh, thong sb k§ thuat
1. Pac tinh: bap ung | Khong dap
— Hé théng binh dun bing thuy tinh Borosilicate, | hoan toan | ung  muc
thanh dét bang silicat hodc twong duong. ni"l’c yé}% yéuﬂ cau k}N’
— Nudc sau }(hi chung cit khong chua chat gay sot. ‘f}?iuéu o1 :ﬁ?g ol
— (0 van kiém soat luu luong. hoic chip
— Cb6 cam bién bao vé qua nhiét. nhan
2. Thong s6 k¥ thuat: duoc
— Cong suat: >4 it/ gio
— C6> 04 thanh d6t silicat hoic tuong duong
— Cong suat: > (4 x 1,5 kW)
— Céu chi: > (2 x 13 amp)
— Ap suét nude dau vao tdi thiu: < 5 psi
— Chi tiéu nudc dau ra:
+ Do pH: trong khoang tir 5,5 dén 6,5 pH
+ Do dan dién: < 1,5 uS/cm
+ Dién trd suat: > 0,66 MQ-cm
+ Nhiét do: <35°C
IV | Yéu ciu khac
- Ban giao, lap dat tai don vi st dung; Pé xuit | Khong dap
- Thoi gian bao hanh: > 12 thang ké tir ngdy ban giao, | ddp Ung | itng  mic
nghiém thu dwa thiét bi vao sir dung. hoan toan | yéu cau toi
- Binh ky thuc hién bdo tri trong thoi gian bao hanh: HF’IC yé}% thidu
Theo quy dinh ctia nha san xuét hodc thuc hién > 3 ‘([:}?i%u to1

1an/ nam.

- C6 danh sach cong viéc bao dudng theo khuyén céo
cua nha san xuat. Cung cap day du tai li€u bao tri, bao
dudng thiét bi ciia nha san xuat.

- Cam két cung cép vt tu tiéu hao va phu kién thay
thé trong vong > 05 ndm va c6 bang bdo gia cac phu
tung, linh kién thay thé sau thoi gian bao hanh.




Mirc d¢ dap ung

STT | Yéu ciu dic tinh, thong sé k¥ thuat tdi thiéu
Dat Khong dat
- Pao tao, hudng dan sir dung thanh thao cho bac si,
k¥ thuat vién cta don vi stir dung.
- Khi ¢6 yéu cAu kiém tra, stra chita dot xuét, nha
thau c6 kha nang dép ting trong vong: < 48 gio.
- Cung cép ddy du chimg chi CO, CQ va b) ching tir
nhap khau (d61 vo1 hang héa nhap khau) khi giao may.
Dap ung | Khong dap
toan bo ung > 01
. " noi dung | nogi dung
KET LUAN yéu cau yéu cau
PAT KHONG
DAT

Phan 16: PP2500475817
4. May phan tich huyét hoc

Mirc d¢ dap ung

STT Yéu cau dic tinh, thong s6 ki thuat tdi thiéu
Dat Khong dat
I | Yéu cau chung
— Thiét bi méi 100%, san xuat tir ndm 2025 trd vé | Pap tmg | Khong dép
sau hoan toan | tng  muc
— Nha san xuét may chinh dat tiéu chudn chét lugng: | MUc Yeu | yéu cau k§y
ISO 9001, ISO 13485 hojc twong duong :}i‘u to1 Iﬂ?ﬁt to1
~ N - o). 1eu 1€u
Nguon dién cung cap: 220V £ 10%; 50 Hz hoic chip
— Moi truong hoat dong: nhan
+ Nhiét d6 t6i da: > 30°C dugc
+ Do am tdi da: > 70%
(Thiét bi duwoc nhiét doi hoa, phu hop diéu kién nong,
am cua Viét Nam)
IT | Yéu ciu cau hinh cung cip
May phan tich huyét hoc va phu kién tiéu chuan kém | Cam két | Khong  co
theo: 01 bd, bao gom: cung cap | cam két
— May chinh: 01 cai cung cap
— Phuy kién lap dit tiéu chuan: 01 bo
— B0 hoa chét tiéu chuan: 01 bo
Tai liéu hudéng dan st dung tiéng Anh, tiéng Viét: 01
bo
III | Yéu ciu dic tinh, thong so ky thuat




Mirc d¢ dap ung

STT | Yéu ciu dic tinh, thong s6 k§ thuit t6i thiéu
Dat Khong dat
1. Pac tinh: Dap ung | Khong dap
— Man hinh mau, cam tmg LCD hoic tuong duong | hoan toan | ing  mirc
_ Cétichh v in nhidt mirc yéu | yéu cau ky
o He op may in hiie cau  toi | thuat  toi
— Phuong phap do: thiéu thicu
+ WBC, RBC, PLT: Dung phuong phap do tr¢ | hoac chap
khang dong 1 chiéu hodc tuong duong nhan
+ HGB: Dung phwong phdp do HGB khong | duoc
cyanide hodc twong duong
+ HCT: Po tryc tiép hodc phwong phap sb hoc
hodac twong duong
— Giao dién: RS232 hodc twong duong
— €0 giao thuc dé két ndi vai LIS.
2. Thong so k¥ thuét:

Phén tich duoc > 20 thong sé & ché d6 mau toan

phan va ché do pha lodng, t6i thiéu gom: WBC, RBC,
HGB, HCT, MCV, MCH, MCHC, PLT, LYMY%,
MXD%, NEUT%, LYM#, MXD#, NEUT#, RDW-
SD,RDW-CV, MPV, PCT, PDW, P-LCR va >3 biéu
do, tbi thiéu gdom: WBC, RBC, PLT.

Cong suat: khoang 60 mau/gid.

Thé tich 1dy mau:

+ Khoang 50 pL (ché d6 mau toan phan)

+ Khoang 20 pL (ché d6 pha loing)

Luu trit duoc > 35.000 mau bao gdm céac biéu d6
Dai hién thi:

RBC: Trong khoang tir 0 dén 1999 x 10* /ul
HCT: Trong khoang tir 0 dén 99.9%
RDW-CV: Trong khoang tir 0 d¢én 100%
HGB: Trong khoang tir 0 dén 25.0 g/dL
MCH: Trong khoang tir 0 dén 99.9 pg/dL
MCV: Trong khoang tir 0 dén 299.9 fL
MCHC: Trong khoéang tir 0 dén 99.9 g/dL
WBC: Trong khoang tir 0 dén 2999 x 10%/ul
PLT: Trong khoang tir 0 dén 199.9 x 10%/ul
MPV: Trong khoang tir 0 dén 40 fL

PCT: Trong khoang tir 0 dén 99.99%

PDW: Trong khoang tir 0 dén 40 fL

RDW- SD: Trong khoang tir 0 dén 250.0 fL
P- LCR: Trong khoang tir 0 dén 100%

+ o+ o+




STT

Yéu ciu dic tinh, thong s6 k¥ thuat téi thiéu

Mirc d¢ dap ung

Dat

Khong dat

+ Biéu d6 WBC: Trong khoang tir 0 dén 300 fL
+ Biéu d6 RBC: Trong khoang tir 0 dén 250 fL
+ Biéu d6 PLT: Trong khoang tir 0 dén 40 fL.
— Ngudng phan tich:
Ché d6 mau toan phan:
+ WBC: 10 dén 999 (x 10%/uL)
+ RBC: 30 d&én 700 (x 10%/uL)
+ HGB: 0.1 dén 25 (g/dL)
+ HCT: 10 dén 60 (%)
+ PLT: 1 dn 99.9 (x 10%uL)
— DJ chinh x4c:
Ché d6 mau toan phan:
+  WBC £3% hodc +2 x 10%/uL
+ RBC £2% hodc +3 x 10%/uL
+ PLT +5% hodc +1.0 x 10*/uL
— Do nhiém chéo:
RBC: 1.5%
WBC: 3%
PLT: 5%
HGB: 1.5%
+ HCT: 1.5%

(Yéu cau vé dai hién thi, nguong phan tich, do chinh
xdc, dd nhiém chéo la mirc yéu cdu téi thiéu, nha thau
c6 thé chao thau véi néi dung twong dwong hodc wu
viét hon)

+

+ o+ 4

v

Yéu cau khac

- Ban giao, la'ip dat tai don vi st dung;

- Thoi gian bao hanh: > 12 thang ké tir ngay ban giao,
nghié¢m thu dua thiét bi vao sur dung.

- Pinh ky thyc hién bao tri trong thoi gian bao hanh:
Theo quy dinh cta nha san xuat hodc thuc hién > 3
lan/ nam.

- C6 danh sach cong viéc bao dudng theo khuyén cao
cua nha san xuat. Cung cap day du tai li¢u bao tri, bao
dudng thiét bi ciia nha san xuat.

- Cam két cung cip vét tu tiéu hao va phu kién thay
thé trong vong > 05 ndm va c6 bang bao gia cac phu
tung, linh kién thay thé sau thoi gian bao hanh.

- Do tao, huéng dan st dung thanh thao cho bac si,
k¥ thuat vién ctia don vi str dung.

bé

xuat

dap uUng
hoan toan
muc yéu

cau
thiéu

toi

Khéng dap
ung  muc
yéu cau tbi
thicu




Mirc d¢ dap ung

STT | Yéu ciu dic tinh, thong s6 k§ thuit t6i thiéu
Dat Khong dat
- Khi ¢6 yéu cAu kiém tra, stra chita dot xuét, nha
thau c6 kha nang dép ting trong vong: < 48 gio.
- Cung cap day du chimg chi CO, CQ va bd ching tir
nhap khau (d61 véi hang hoa nhap khau) khi giao may.
Dap ung | Khong dap
toan bo |ung > 01
. A noi dung | ngi  dung
KET LUAN yéu cau | yéu cau
PAT KHONG
DAT

Phan 16: PP2500475818
5. Can phan tich dién tir

Mirc d¢ dap ung

STT | Yéu cau dic tinh, thong so ky thuit toi thic¢u
Dat Khong dat
I | Yéu cau chung
— Thiét bi méi 100%, sdn xuat tr nam 2025 tré vé | Pap g | Khong dap
sau hoan toan | tmg muc
— Nguodn dién cung cap: 220V + 10%; 50 Hz mic  yéu | yéu cau ky
cau to1 | thuat  to1
thi@u hoac | thiéu
chap nhan
duoc
II | Yéu ciu ciu hinh cung cip
Can phan tich dién tir va phu kién tiéu chuan kém | Cam ,ké't Khéng ¢
theo: 01 bd, bao gom: cungcap |cam  két
— May chinh: 01 cai cung cap
— Phu kién tiéu chuan: 01 bd
Tai liéu hudng dan sir dung tiéng Anh, tiéng Viét: 01
bo
III | Yéu ciu dic tinh, thong so ky thuat
— Kha ning can t6i da: > 600 g Dap ung | Khong dap
— Do doc duge: < 0,01 g hoan toan | ung ‘ml'rc
NP muc  yéu | yéu cau ky
- Dolap lai: 0,01 g cdu  tbi | thuat toi

— Do tuyén tinh: £<0,03 g

— VAt cAn nho nhat: < 0,5 g

— Giatri xdc minh (e): <0,1 g

— Pon vi can, tbi thiéu co: g (gram)

thiéu hoac
chap nhan
duoc

thiéu




Mirc d¢ dap ung

STT | Yéu cau dic tinh, thong s6 ky thuit t6i thiéu
Dat Khong dat
— Thoi gian 6n dinh: < 3 gidy
— Hién thi: Bang man hinh LCD c6é dén nén hoic
tuong duong, chi€u cao chir s6 >21 mm
— Giao dién, t4i thiéu co: Cong RS232; USB hoic
tuong duong.
IV | Yéu chu khic
- Ban giao, lip dat tai don vi st dung; Pé  xuat | Khong dap
- Thoi gian bao hanh: > 12 thang ké tir ngay ban giao, | ddp ~ Ung | ing  mic
nghiém thu dua thiét bj vao sir dung. holan toan | yeu cau to1
- Dinh ky thyc hién bao tri trong thoi gian bao hanh: | MU¢ YU | thicu
Theo quy dinh cua nha san xuat. ‘fl?uA to1
< . 3 icu
- Khi c6 y€u cau kiém tra, stra chira dot xuat, nha thau
c6 kha nang dap ng trong vong: < 48 gio.
- Cung qép d?}y du ching chi CO, CQ va bd chimg tur
nhép khau (d6i voi hang hda nhap khau) khi giao may.
Dap ung Khong
toan bo | dap vrng >
noi dung 01 noi
KET LUAN Yyéu cau dung yéu
cau
DAT KHONG
DAT

Phin 16: PP2500475818
6. May xét nghiém sinh hoa

Mirc do dap ung

STT | Yéu cau dic tinh, thong so6 ky thuat t6i thiéu
Dat Khong dat
I | Yéu cau chung
— Thiét bi mé&i 100%, san xudt tr ndm 2025 tr& vé | Pap  ung | Khong
sau hoan toan |dap Ung
— Nha san xudt may chinh dat tiéu chuin chat luong: | MU yéu | muc  yeu
ISO 9001, ISO 13485 hogc twong duong o to1 can fy
A in - . iu hodc | thuat o1
— Nguon dién cung cap: 220V £ 10%; 50 Hz chip nhan | thidu

— Moi truong hoat dong:

+ Nhiét do t6i da: > 30°C

+ Do am tdi da: > 70%
(Thiét bj dwgc nhiét doi hod, phii hop diéu kién nong,
am cua Viét Nam)

duoc




Mirc d¢ dap ung

STT | Yéu ciu dic tinh, thong s6 ky thuat t6i thiéu
Dat Khong dat
II | Yéu ciu cAu hinh cung cip
M4y xét nghiém sinh hoa va phu kién tiéu chuan kém | Cam  két | Khong c6
theo: 01 bg, bao gom: cungcap |cam  két
— May chinh: 01 cai cung cap
— Hoa chit chay thir may ban dau: 01 bo
— Hoa chét rira: 01 bd
— May vi tinh: 01 bd
— May in tra két qua: 01 bd
— Boluudién > 1,5 kVA: 01 bo
— B0 loc nudce chuyén dung: 01 bd
Tai liéu hudng dan sir dung tiéng Anh, tiéng Viét: 01
bo
III | Yéu cau dic tinh, thong so ky thuat
1. Pac tinh: bap ung | Khong
— Thiét bj hoat dong tu dong hoan toan, truy cip ho,én toe}n dé}) &I}g
ngau nhién, vu tién mau cap ctru (STAT), giao di¢n | MUC  yeu | mue - yeu
LIS hai chiéu (HL7 hodc tuong dwong). Téc do: > | €au  toi | cau k¥
420 test/ gid thléu hoac | thuat  to1
chap nhan | thicu

— Nguyén tic do: Phép do mau, do d6 duc hoic
tuong duong/uu viét hon.

— Phuong phap do, t6i thiéq goém: Po diém cubi, do
thoi gian co dir}h, dq hai diém, dong hoc, don, doi,
ba, bon, hoa chat thude thir, mot bude song, hai budc
song, gia tri khac biét.

— Cho phép nguoi dung thiét 1ap cac chuwong trinh

C6 b dau doc ma vach di kem.

— Mic tiéu thy nude < 20 lit/gio

2. Thong s6 k¥ thuat:

Xir Iy mdu:

— Khay dung mau: > 100 vi tri

— Thé tich méu: tir <2 dén > 45 pl, c6 thé diéu chinh
theo budc < 0,1 pl

— Chtc nang cua kim hat mau, tdi thiéu gdm: Phat
hién muc chat long, bao vé va cham, kiém tra ton,
phat hién méau dong

— Lam sach dau hat mau: Tu dong lam sach ca trong
va ngoai, xac suat nhieém chéo phai < 0,1%

Qudn Iy héa chit:

duoc




STT

Yéu ciu dic tinh, thong sé k¥ thuat t6i thiéu

Mirc d¢ dap ung

Dat

Khong dat

- Khay hoéa cht: > 80 vi tri dugc lam lanh (tr 2 °C
den 10°C)
— Hai d4u hat hoa chat:
+ Dung tich dau hit R1: tir < 150 pl dén > 350
ul, c6 thé diéu chinh theo budc <1 pl
+ Dung tich dau hat R2: tir <20 pl dén > 250 pl,
c6 the di¢u chinh theo budc <1 pl

— C6hd trg R3 va R4,

H¢ thong phén irng

— Vitri phan trng: > 100 cuvettes co tram rira tu dong
— Cuvette: Chiéu dai quang hoc > 5mm

— Thé tich phan tmg: < 150 pl d&én > 500ul

— Nhiét d6 hoat dong: khoang 37°C, £<0,1°C

— C6>2 dau hit tron

— Hé thong tu dong rira > 8 budc

H¢ thong quang hoc:

— Nguén sang: Bong dén Halogen hoic tot hon

— May do quang: Phep do quang ludi, quang hoc dao
nghich hoac tot hon

— Budc song: trong khoang tir 340 nm dén 795nm
— Dai hap thu: 0 dén >2.500 Abs
— B0 phan giai: <0,0001 Abs

1A%

Yéu cau khac

- Ban giao, la'ip dat tai don vi st dung;

- Thoi gian bao hanh: > 12 thang ké tir ngay ban giao,
nghié¢m thu dua thiét bi vao sur dung.

- Pinh ky thyc hi¢n bao tri trong thoi gian bao hanh:
Theo quy dinh cua nha san xuat hoac thuc hién > 3
lan/ nam.

- C6 danh sach cong viéc bao dudng theo khuyén cdo
cua nha san xuat. Cung cap day du tai li¢u bao tri, bao
dudng thiét bi ciia nha san xuat.

- Cam két cung cdp vat tu tiéu hao va phu kién thay
thé trong vong > 08 nam va c6 bang bao gid cac phu
tung, linh kién thay thé sau thoi gian bao hanh.

- Pao tao, huong dan st dung thanh thao cho béc si,
ky thudt vién cia don vi str dung.

- Khi ¢6 yéu cau kiém tra, sira chita dot xuat, nha thau
co6 kha nang dap ung trong vong: < 48 gio.

Pbé  xuét
dap ung
hoan toan
muc  yéu
cau tdi
thiéu

Khoéng
dap
muc
cau
thiéu

ung
yéu
to1




Mirc d¢ dap ung
Dat Khong dat

STT | Yéu ciu dic tinh, thong s6 ky thuat t6i thiéu

- Cung qép d?}y du chimg chi CO, CQ va bo chimg tu
nhap khau (d61 vo1 hang hda nhap khau) khi giao may.

Dap ung Khong
toan by | dap ung >

noi dwgg 01 noi
KET LUAN yéucau | dung yéu
. cau
PAT KHONG
DAT

Ghi chu:

- Cac yéu cau ky thuat vé kich thuéc, trong luong.. duoc néu ¢ muc
“khoang” cho phep sai s = < 5%;

- V& diéu kién moi truong hoat dong cua thiét bi: Trudng hop tai liéu cua
thiét bi khong néu rd, nha thau phai c6 thu xac nhan ctia hing san xuat hodc cung
cap tai liéu ching minh thiét bi di duoc cung cép, st dung 6n dinh, phu hop véi
diéu kién moi truong tai Viét Nam;

- Pbi v6i yéu cau dong bo chinh hang” (neu c6): Nha thau phai cung cap
hang hoa c6 ciing hing san xuét, xuat x@ voi hé thong thiét bi chinh dé dam bao
tinh twong thich, an toan va tuan thu hé théng quan 1y chat lugng ciia nha san xuat.

- Cac yéu cau vé k¥ thuat néu tai Chuong nay la nhiing yéu cau k¥ thuat co
ban dé mo ta vé dic tinh, tinh ning va thong so k¥ thuat cia hang hoa moi thau,
truong hop hang hoa chao thau ¢ déc tinh, tinh nang va thong s6 ky thuat tuong
duong, uu viét va t6t hon so v6i yéu cau dugc xem xét chap nhan dugc, danh gia
1a dap tng yéu cau k¥ thuat co ban ciia E-HSMT;

- Bat ky thuong hiéu, ma hiéu, danh tir riéng (neu c0) trong bang yéu cau ky
thuat chi mang tinh chat minh hoa cho céc tiéu chuan chat luong, tinh nang ky
thuat kho mo ta, nha thau c6 thé liwa chon dy thau hang hoa c6 nguén gbc, xudt xr,
nha san xuét, thuong hiéu, mé hiéu phu hop voi diéu kién cung cap nhung phai
dam bao yéu cau ti€u chuén ky thuat, dac tlnh‘ky t,huat,?tmh nang st dung “tuong
duong” hodc “uu viét” hon han so voi yéu cau toi thieu. No1 ham twong duong
duoc quy dinh trong yéu cau k¥ thuat duoc hiéu la:

(1) Buoc co quan cé tham quyén chiing nhén twong dwong tiéu chudn;

(2) Twong dicong vé tinh ndng co ban, do tin cdy, pham vi tmg dung ;

(3) Tuwong duong vé cong sudt; hiéu sudt, yéu cau théng sé dau vao; danh
muc, do chinh xac két qua dau ra;

(4) Twong dwrong vé gid tri do; dé chinh xdc két qua do;

(5) Twong dwong vé ham lwong, nong dé, tinh chat.

1.3. Cdc yéu cdu khdc



Yéu cau vé bao hanh hang héa:

- Thoi gian bao hanh hang hoa: Tt ca hang hoa duoc bao hanh theo tiéu chuan
ctia Nha san xuit va va tdi thiéu theo bang thong sb k¥ thuat hang hoa, thuc hién
béo tri trong sudt thdi gian bao hanh, ké tir ngay nghiém thu ban giao dua vao st
dung (trong trudng hop phai sira chita khic phuc thi thoi gian bao hanh duogc tinh
thém bang thoi gian stra chita; trong truong hop phai thay thé méi thi thoi gian bao
hanh duoc tinh lai tir ddu ddi v6i vat tu thay thé).

- Trong trudng hop nha thau khong dap tmg duge viéc bao hanh thi Chu dau
tu ¢6 quyén thué nha thau khac thue hién. Toan bo kinh phi do nha thau chi tra.

- Yéu cau diéu khoan sau thoi gian bao hanh: Nha thau cam két nha thau va
nha san xuat cac thiét bi chinh tham gia cung cap vat tu thiét bi trong Hop dong
nay s& khong dua ra bat ky sy rang budc, han ché nao trong viéc cung cap cac dich
vu tu van k¥ thuat, cung cap vat tu thiét bi dy phong/thay thé sau thoi gian bao
hanh ctia Hop dong. Cam két nay bao gdm nhung khong giéi han t6i cac quy dinh
can tro su tiép can cua Chu dau tu t&i cach dich vu va vat tu thiét bi néu trén nham
nang cao do tin cdy van hanh ctua thiét bi/hé théng.

- Nha thau can phai nghién ciru k§ E-HSMT dé c6 chuan bi E-HSDT dap tng
cac yéu cau ciia E-HSMT vé pham vi cung cép, tién d6 cung cap, to chirc lap dat,
van hanh chay thir, nghi€ém thu ban giao, bao hanh, bao tri va cac yéu cau vé phu
ting thay thé.

- Kiém dinh, cip phép hoat dong cho thiét bi theo quy dinh Bo Khoa hoc va
Cong nghé trudce khi nghiém thu dua vao st dung (néu co);

- Dich vu sau ban hang: Cho ddi tra va cung cap hang thay thé (méi 100%)
trong truong hop khi str dung phat hién hang bi 16i (khéng dung vé quy cach thong
s6 k§ thudt, quy cach bao goi hoic két qua thir nghiém khong dat cac théng sb cong
bd ciia nha san xuat va theo yéu cau cia HSMT...)

_ Nha thau phai cung gép ban cam két c6 chir ky, dong dau hop 1é thé hién
day du cac ndi1 dung cam két theo mau tai Phu luc 1 va Bang déap ting k¥ thuat tai
Phu luc 2 nhu sau:

Phu luc 1
CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap — Tw do — Hanh phuc

BAN CAM KET
Kinh giri: Bénh vién Phoi tinh Pak Lik
(Sau day goi 1a Chu dau tu)
Chung toi:



L7 17 5 P
D1a CNI: oo
DKKD/ M2 86 thU€: ....oiiiiiiiiiiiiiiiiiii e
M3 dinh danh trén hé théng mang du thdu quéc gia: ...........cceevveveveeeennn...

Thong tin lién hé ciia ngudi phu trach goi thau: ............ooooeiiiiiiiiiii. .,

Sau khi nghién ciru E-HSMT goi thau: /dién tén g6i thau], ma TBMT trén hé
thong mang dau thau Quoc gia: [dién ma goi thau], chung toi ..... [dién tén nha
thau] xin tham dy goi thau néu trén va cam két cac ndi dung sau day:

I. V¢ E-HSDT:

1. Thong tin ghi trong file mém gui cho Chu dau tu ding nhu file scan trong
E-HSDT cua chung t61 da nop;

2. Néu gia tri bao dam du thau cua E-HSDT chung t61 tham du dudi 50 triéu
ddng, chung t6i cam két néu dugc moi vao dbi chiéu tai licu thi ching toi s&
ndop mot khodan tién béng gia tri quy dinh tai Muc 18.2 E-CDNT;

3. Tai liéu k¥ thuat, catalogue cung cap trong E-HSDT déu dugc nha san xuét
cong bd. Trong truong hop Chu dau tu phat hién c6 sy sai khac gitta ban
nha thau ndp trong E-HSDT va ban do nha san xuét cong bd thi nha thau sé
chiu trach nhiém giai trinh cho su sai khac ndy, dong thoi Cha dau tu c6 thé
yéu cau nha thiu mang hang hoa dén dé kiém tra, thir nghiém, d6i chiéu véi
ndi dung da ndp trong E-HSDT;

4. Khong c6 mot trong cac hanh vi trong viéc tham duy thau trir trudng hop bat
kha khang, cu thé nhu sau:

- Khéng ¢6 goi thau nao ma nha thau khéng tién hanh hodc tir choi doi
chiéu tai liéu, thwong thdao hop dong (néu co) khi dwoc moi thuwong thao
trong thoi gian co hiéu luc cua Ho6 so dy thau,

- Nha thau dd doi chiéu tai liéu, thwong thdo hop dong (néu cé) nhung tir
chéi hodc khéng ky két bién ban hoan thién hop dong, trir triuong hop quy
dinh tai khodn 4 diéu 34 cia Nghi dinh s6 214/2025/NP-CP;

- Nha thau dwoc lwa chon trung thau nhung khong tien hanh hodc tir chéi
tién hanh hoan thién hop dong hodc khéng ky két hop dong.

Két qua thuc hién hop dong ctia nha thau trong thoi gian 03 nim gan nhat
tinh dén thoi diém doéng thau khong c6 mot trong cac vi pham bi Chu dau
tu hodc co quan nha nude c6 tham quyén cong khai hodc xur 1y theo quy
dinh ctia Luat dau thau, cu thé nhu sau:

- Vi pham vé tién do thuc hién hop do”‘ng;



- Khéng dap ieng yéu cau vé chat lirong bao gom cdc sy c6 xdy ra trong qud
trinh thyc hién hop dong va cac yéu to khdc co lién quan den vi pham nghia
vu trong thuc hién hop dong;,

- C6 vi pham hop dong, cham dirt hop dong do 16i ciia nha thau.

5. Cam két cac thong tin trong E-HSDT déu trung thuc, hop phap. Néu c6 dau
hiéu gian 1an hoic khong trung thuc thi E-HSDT ctia nha thau xem nhu
khong hop 1& va chiu hoan toan trach nhiém trudc phap luat vé cac ndi dung
cac thong tin nay.

II. Vé cung irng hang hoa:
1. Tét ca cac hang hod du thiu déu dam bao tiéu chuan chét lugng da ding ky
va duoc co quan c6 thim quyén cip phép luu hanh; Khong vi pham céac qui
dinh v€ s& hitu tri tu¢ ctia Viét Nam va Quoc t€;

2. Yéu cau vé kiém tra, thir nghiém, van hanh: Phai theo dung quy dinh cua
phap luat;

3. Hang hoa cung tng dam bao diing theo thong tin néu trong E-HSDT, Quyét
dinh tring thau di duoc phé duyét va phu luc dinh kém hop dong. Thuc
hién ngay viéc thong bao cho Cha dau tu bang vin ban khi mit hang tring
thau c6 nhiing thay d6i thong tin so v&i thong tin da dy thau (co sé san xuat,
s6 dang ky, quy cach san pham, gia ké khai..);

4. Hang hoa cung tng du diéu kién luu hanh (d6i voi hang hoa 1a thiét bi y té
dap ung diéu kién luu hanh theo quy dinh tai Piéu 22, Nghi dinh
98/2021/ND-CP va Khoan 2, Diéu 1, Nghi dinh 07/2023/ND-CP ngay
03/03/2023, Nghi dinh 04/2025/ND-CP ngay 01/01/2025, cac hang hoa
khac dam bao tuan thu theo quy dinh phép lut hién hanh);

5. Cung cap day du hang hoa néu tring thau va dam bao hang hoa duogc giao
méi 100%, san xudt tir ndm 2024 tré vé sau va chua qua st dung, con
nguyén dai, nguyén kién va c6 nhin voi day du thong tin theo quy dinh hién
hanh ctia phap luat vé nhan mac hang hoa;

6. Hang héa khi ban giao dam bao tinh chat, chat luong, dugc bao bi dong géi,
thong ) k¥ thuat theo ding tiéu chuan ché tao ctia nha san xuéat, theo yéu
cau ctia E-HSMT va dung v6i E-HSDT duoc chap thuan; dam bao khong
c6 cac khuyét tat nay sinh dan dén bat loi trong qua trinh str dung hang hoa.
Cam két vé van chuyén hang hoéa: Van chuyén dén khoa phong thy huéng
cua Bénh vién, moi chi phi van chuyén do nha cung cép chiu;

7. Trudng hop hang hoa giao Chul dau tu kiém tra khong dam bao chat luong
(khong dat chit lugng vé& mit cam quan, bién d6i mau sic, nhian hang hoa
khong dung quy ché, bong, troc, md...) hodc ¢6 van ban thu hoi ciia co quan



¢ tham quyén, chung t6i cam két c6 trach nhiém do6i 16 hang khac tuong
mg cuing loai theo hop dong da ky tai Phy luc dinh kém) trong vong 24 gio
ké tir thoi diém nhan duoc thong bao va nha thau chju hoan toan moi phi
tén cho viéc thay thé nay;

8. Truong hop hang hoa dy thau yéu cau can co thiét bi (trg cu) dé st dung,
Nha thau cam két cung cép thiét bi (tro cu) dé sir dung hang hoa du thau
theo yéu cAu cua Chu dau tu. Thiét b cung cép dam bao dugc kiém dinh dat
vé an toan va tinh ning k¥ thuat boi TH chirc kiém dinh hoat dong hop phap
trude khi dua vao str dung, dam bao tuan thi day du theo cac quy dinh phap
luat hién hanh;

9. Nha thau c6 s dién thoai dudng diy néng (thudng truc 24/24) dé tiép nhan
yéu cau khi thiét bi c¢6 su c6 ctia chu dau tu. Cam két c6 k¥ su thudc trung
tam bao hanh chinh hang hodc thudc chu sé hitu thiét bi hop phap tai Viét
Nam giai quyét ngay khi c6 sy ¢ trong vong 48 gio ké tir khi nhan dugc
thong béo cua chu dau tu;

10.Cam két cung cip trung thuc va ddy du hd so hang hoa (d6i véi hang héa
nhdp khau bao gom cé: Chitng nhdn xudt xir, chirmg nhdn chat lwong,
Invoice, Packing list, vdn don, To khai hdi quan) khi c6 yéu cau ciia Chi
dau tu; Noi dung tai to huéng dan st dung, nhan phu (déi vo1 hang hoa nhap
khau), catalog di kém v6i hang hoa khi cung tmg cho Cha dau tu hoan toan
trung khop v6i ndi dung trong to huéng dan sir dung, catalog kém theo ho
so dang ky da duoc Bo Y té (hoic co quan c6 tham quyén) cap phép. Trudng
hop dé xdy ra sai léch thong tin anh huéng dén chat luong khi sir dung, gy
anh huong vé strc khoe, tinh mang va kinh té cia nguoi bénh ciing nhu cua
Chu dau tu thi ching t6i cam két chiu hoan toan trach nhiém trudc phap
luat;

11.Cam két ban giao cho chii dau tu: Gidy ching nhan xuat xit (CO), Gidy
chtng nhan chat lugng (CQ). .. d6i v6i hang hoa nhap khau hodc gidy chimg
nhan chat luong (hop chuan, hop quy) d6i v6i hang hoa san xuét trong nude.
DPdi véi cac hang hoa khac dugc san xuét tai Viét Nam hodc céc hang hoa
thong thuong, thong dung, sin c6 trén thi trudng: cam két cung cap gidy
chung nhan xuat xuéng hodc héa don ban hang va gidy bao hanh cta nha
san xuét hodc dai 1y phan phdi khi giao hang;

12.Nha thau cam két cung cip hang hoa trong hop dong theo nhu cau ctia Chu
dau tu trong thoi gian thyc hién goéi thau ké tir ngay hop dong duoc ky két;

13. Cam két bo sung cac gidy to khi hét hiéu luc, bé sung khi can lam r6 hé so
vé cac tai heu nhu: Tiéu chuan chét 1u:0rng, gidy phép nhap khau, glay phép
lwu hanh, gidy phép ban hang....s& phdi hop v6i Bénh vién giai quyét cac



phat sinh khéc lién quan dén san pham cuia nha thau trong qua trinh thuc
hién hop dong va st dung san pham;

14.Nha thau chiu trach nhiém trong truong hop Phiéu tiép nhan cong bd tiéu
chuan 4ap dung, Ban két qua phan loai hodc Gidy chimng nhan diang ky luu
hanh ddi voi trang thiét bi y té ctia hang hoa bi thu hoi trudc khi ky két hoic
trong qua trinh thuc hién hop dong. Pdng thoi, Chu dau tu s& khong thanh
toan cho cac trang thiét bi y t& bi anh huong ké tir ngay Quyét dinh thu hi
co hiéu luc;

ITI. N¢i dung khac:

1. Cam két s liéu tai chinh ké khai trong E-HSDT dung véi s6 liéu da ké khai
v6i co quan thué. San sang ctr can bd mang theo token dé dbi chiéu véi sd
lidu da ké khai trén Hé théng thué dién ttr khi c6 yéu ciu cua Chu dau tu.

2. Cam két san sang cung cap ban goc cdc tai li¢u dé doi chicu khi c6 yéu cau
cua Chu dau tu.

3. Cam két tai thoi diém ddi chiéu tai liéu va hoan thién hop dong, Nha thau
dam bao dap Gmg yéu cau vé ning luc ki thuat theo quy dinh vé “Diéu kién
ky két hop dong” tai Khoan 2 Piéu 66 Luat dau thau s6 22/2023/QH15. Nha
thau phai nop cac tai liéu ching minh kha ning cung tmg hang héa c6 ngudn
gbc 16 rang va hop 18. Truong hop Nha thau khong thé cung cap tai liéu
chtrng minh, Nha thau s& khong du diéu kién xét trang thau theo hudéng dan
tai Khoan 19 Diéu 140 Nghi dinh sb 214/2025/ND-CP.

Chung t6i hoan toan chiu trach nhiém vé tinh trung thyc ciia théng tin néu tai
van ban nay, dong thdi cam két s& thuc hién day du cac ndi dung trén trong sudt
thoi gian thyc hién hop dong. Néu vi pham hodc khong thuc hién day du cac cam
két, ching t6i xin chiu hoan toan trach nhiém phap 1y theo quy dinh cta phap luat.

Dai dién hop phap ciia nha thau
[Ghi tén, chirc danh, ky tén va dong dau]

Phu luc 2
CONG HOA XA HOI CHU NGHIA VIET NAM
DPoc 1ap — Tu do — Hanh phic

............. ngay ..... thang ..... nam .....
BANG KE KHAI PAP UNG KY THUAT
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Nha thau cam doan toan bd ndi dung ké khai trén la dang su that va hoan
toan chiu trach nhi€ém véi nd1 dung da ké khai.

Truong hop nha thau cb tinh ké khai thong tin khong dung voi thong s k§
thuat ma nha san xuét da cong bd nham muc dich vuot qua budc danh gia vé ky
thuat duoc coi 1a hanh vi gian 1an trong d4u thau quy dinh tai Khoan 4 Piéu 16
Luat D4u thau va ching t61 hoan toan chiu trach nhiém, chép nhan chiu xu ly theo
quy dinh cia E-HSMT va phap luét vé d4u thau.

..................... , ngay ... thang ... nam ......
Pai dién hop phap ciia nha thau
[Ghi tén, chire danh, ky tén va déng ddau]

Ghi chu:

- Bang dap mg vé k¥ thuat ciia hang hoa chio thau néu trén cing tai liéu ky
thuat chtimg minh 13 co s& danh gia vé mat k¥ thuat ciia Hang hoa du thau.
Céc thong tin ké khai tai Bang nay phdai khop véi thong tin tai webform,
truong hop co su sai khac, thong tin tai webform 13 co s¢ dé xem xét, danh
gia E-HSDT.

- Quy céach ctia hang hoa theo quy dinh ctia nha san xuat nhung phai dap tmg
theo yéu cau ciia E-HSMT;

- Nha thau phai ké khai day du théng tin: Thuong hiéu, ky ma hiéu (néu cb),
nhén hiéu, xut x1,.... ctia cac linh kién/phu kién kém theo may chinh.

- Luwu y: Trudong hop hang hoa dy thau 1a danh muc ding chung thudc pham
vi diéu chinh ciia Quyét dinh s6 5086/QD-BYT ngay 04/11/2021, thi nha
thau can bd sung thém cot ma vat tu theo Quyét dinh sb 5086/QD-BYT vao
bang trén.



HUONG DAN SAP XEP VA QUY CACH E-HSDT

’ Nha thau nén toan bd E-HSDT dudi dang .zip hqéc Tar, dat tén file khépg
dau, khong ky tu dac biét. Tén thu muc va file viét bang tiéng Viét khong dau.
D061 véi nha thau lién danh, tdch ré phan ho so ctia tirng thanh vién.

- Cach dat tén cac Folder nhu sau:

A. TT_Tennhathau: la Folder chtra cac thong tin vé Nha thau va cic myc
con s€ duoc danh dau la Al, A2,...

STT | File/ Folder Noi dung
Al. | GPDK Gidy chimg nhan ding ky doanh nghiép
A2. | MB TTBYT Phi,éu tiép nhan/ Hd so cong bd du didu kién mua ban trang
thiét bi y té
A3. | CAMKET NT |- Cam két ctia nha thau (néu co)
A4 | BLDT Bao lanh dy thau bang van ban gidy (Theo mau 04A ddi

v6i nha thau doc 1ap, 04B doi vi nha thau lién danh), nha
thau quét (scan) thu bdo 1anh cua ngan hang dinh kem khi
nop E-HSDT

B. NLKN_Tennhathau: 13 Folder chtra cic thong tin vé niang luc kinh
nghiém ctia Nha thau, va cac muc con s& duoc danh dau 1a B1, B2,...

STT

File / Folder

Noi dung

Bl.

BCTC 20....

File Bdo cdo tai chinh + Thuyét minh Bao céo tai chinh

B2.

XN _THUE

- T khai thué TNDN nam tai chinh gan nhét

- Tai li¢u chirng minh da thuc hién nghia vu ké khai thué
va nop thué thu nhap doanh nghiép (thué thu nhap ca nhan
d6i v6i nha thau 13 ho kinh doanh) ctia nam tai chinh gan
nhat so v6i thoi diém doéng thau (ddi véi truong hop Hé
thong chua cap nhat thong tin vé nghia vu nop thué)

B3.

HDTT So....

Nha thau ké khai va dinh kém file tai liéu lién quan dé
ching minh thong tin di ké khai: Ban scan Hop dong, Bién
ban nghiém thu hodc thanh 1y ¢6 danh muc hang hoa d3
thuc hién theo hop dong ké khai, kém héa don GTGT (véi
triwong hop bién bdan nghiém thu/thanh 1y khéng thé hién
gid tri hoan thanh cia hang héa twong tw hodc hop dong
mua ban giita cdac bén)

B4

CAMKET DV

Cam két kha nang cung cép héa chat, vat tu xét nghiém va
cac vat tu can thiét di kém, dich vu di kém dé thuc hién dich
vu k¥ thuat theo quy dinh tai Chuong V.

C. KT _HANG: la Folder chtra cac thong tin vé k¥ thuat cia hoa chét, vat tu
xét nghiém, cac vat tu can thiét, thiét bi, dich vu di kém dé thuc hién dich
vu k¥ thuat va cac muc con s€ dugc danh ddulaCl, C2,...



- Tai liéu k¥ thuat cia cac hang hoa cung Hang SX duogc dat trong cung 1

Folder.
STT | File/ Folder Noi dung

Cl. | DUKT SoTT | Bang ké khai dap tng k¥ thuat theo mau ctia E-HSMT
Nha thau lam Bang ké khai dap tmg k¥ thuat va chiu trach
nhiém vé tinh trung thuc, chinh x4c voi cac thong tin do
Nha thau ké khai.

C2. | ISO....... Ching nhan chét lugng con hiéu lyc: ISO 9001 hoac
13485 hodc tuong duong theo yéu cau (néu cd) nhu CE,
FDA,....

C3. | PTNSX Phiéu tiép nhan du diéu kién san xuat (P6i voi hang san
xuat tai Viét Nam)

C4. | TLKT SoTT |+ Catalogue/ Brochure /Datasheet hodc céac tai li¢u khac

ching minh thong s6 du thau, kém Ban dich sang tiéng
Viét.

+ Bang két qua phan loai trang thiét b y té

+ PTN tiéu chuin ap dung hang hoa thudc loai A, B. Hodc
Hang hoéa thudc loai C, D: Gidy luu hanh hodc Gidy
phép nhap khau hodc Bang két qua phan loai TTBYT
(hang hoa khong thuoc danh muc phai xin GPNK)

+ T¢ khai hai quan.

+ Céc tai liéu khac (néu c6)

D. LIEN DANH_Tennhathau: Trudong hop lién danh, nha thau 1ap theo

Folder nay

STT | File/ Folder Noi dung

D1. | THOATHUAN |,. .., \ T
LIENDANH 'Van ban Théa thuan lién danh

D2. | TLTHANHVI| pa o thanh vién lién danh 1
ENI1

D3. | TI_THANHVL| 115« thanh vién lién danh 2 (néu c6)
EN2

D4 | HS KHAC Hd so khac

Muc 2. Ban vé

Khong c6 ban ve.

Muc 3. Kiém tra va thir nghiém

Cac ki€ém tra va thur nghiém can tién hanh gom co6:

Bén mua hoac dai dién cta bén mua co quyén kiém tra, thir nghi¢m dé
khang dinh hang héa c6 dac tinh ky thuat, hiéu suat dap Uimg yéu cau cua hop




dong, phu hop véi quy trinh chuyén mén cua bén mua. Truong hop phat hién hang
kem chat lugng, khong dung voi hang hoa chao thau hoic khong dép tmg yéu cau
vé dic tinh k¥ thuat, quy trinh chuyén mon cta bén mua, thi bén mua c¢6 quyén tur
chéi nhan hang, nha thau phai c6 trach nhiém cung Gng hang hoa theo dung tiéu
chuan nha thau da chao.

Thoi gian kiém tra: Trudc khi chinh thirc ban giao nghiém thu hang hoa;
Dia diém kiém tra: Bénh vién Phdi tinh Dék Lak;
Noi dung kiém tra:

Buwéc 1: Khi hang hoa duge chuyén dén bén mua, bén ban bao cho bén mua
biét d€ hai bén cung nhau ti€n hanh ki€m tra cac hd so, ching tir lién quan dén
hang hoa theo hop dong da ky két.

Buéc 2: Nha thau phai tién hanh kiém tra thir nghiém hang héa dudi sy
giam sat ciia chu dau tu va can bo ky thuat dai dién cta chii dau tu dé chimg minh
hang hoa d6 c6 chat luong, phu hop dic diém k¥ thuét, phu hop véi quy trinh
chuyén mon cua bén mua.

T6 chirc nghiém thu hang hoa:

- T6 chire nghiém thu hang hoa tai dia diém giao hang: Bénh vién Phoi tinh
bak Lak (Hang hoa da dugce boc do khoi phuong tién van chuyén, da dugc dua ra
khoi thung hang va dugc phan loai ro rang).

- Hang hoa s€ duoc kiém tra tai dia diém nhén hang dén va duge Bén mua
kiém tra v€ s0 luong, thong so, tinh nang k¥ thudt va tinh trang cua hang hoa.

- Hang hoa phai dugc dong goi, nguyén dai, nguyén kién ki¢n theo dung
tiéu chuan ciia nha san xuat;

- Kiém tra hinh dang, kich thudc va cac thong sb k¥ thuat ctia hang hoa néu
dap ung day du cac yéu cau dit ra trong hop dong thi duoc danh gia 1a dap ung
yéu cau vé k¥ thuat;

- Trong trudng hop Chu dau tu c6 nghi ngd vé chat lugng hang hoa, hai bén
tién hanh thir nghiém tai mot phong thi nghiém/trung tdm kiém dinh dat tiéu chuan
do Chu dau tu chi dinh. Nha thau s& chiu moi chi phi thr nghiém va cac chi phi
phat sinh khac dong thoi Cha dau tu tir chdi khong nhan hang hoa;

- Truong hop hang ho4 nhan dugc khong phu hop véi nhitng quy dinh cia
hop dong, Chu dau tu co quyén tir chdi nhan hang va/hodc nha thau sé& co trach
nhiém cung cip mién phi hang hoa khac ciing vdi cac thii tuc can thiét dé thay thé
nhimng hang hoa khong pht hop do6, trong vong 10 ngay sau khi nhan dugc khiéu
nai ctia cht dau tu. Cha dau tu s& hoan tré lai s6 hang hoa khéng phu hop d6 theo
yéu cau va bang chi phi ciia nha thau;

- Trong truong hop nha thau khong cung cép hang hoa thay thé theo quy
dinh néu trén thi chu dau tu c6 quyen mua hang cua don vi khac dé thay thé theo
dung loai hang hoa ghi trong hop dong va nha thau phai tra khoan tién chénh léch
va céc chi phi lién quan néu co;



- Chi phi cho viéc kiém tra, thir nghi¢m: Moi chi phi cho viéc kiém tra, thir
nghiém hang hoa déu do nha thau chiu trach nhi¢m;

- Sau khi hoan thanh cac noi dung vé kiém tra va thir nghiém hang héa, nha
thau khong duoc mién trir nghia vu bao hanh hay cac nghia vu khac theo hop
dong;

- Nha thau phai cung cap diy da b tai liéu CO, CQ, t khai hai quan hop
1¢ dung theo quy dinh cua hop dong. Trong truong hop CO, CQ, To khai hai quan
1a ban sao y cong chung, néu Chu dau tu c6 nghi ngd thong tin chua 16 rang thi
Nha thau phai cung cap ban gbc dé dbi chiéu. B tai lidu nay phai gui cho Chu
dau tu trude khi té chirc nghiém thu giao nhan hang hoa. Cu thé:

 + To khai hai quan: Nha thau phai cung cap to khai hai quan ban sao (c6
thé khong thé hién gia tri hang hoa) c6 dong dau xac nhan cua don vi nhap
khau/Nha thau.

- Tai liéu k§ thuat, hudng din lap dat (néu co).

- Cach thie xtr Iy d6i voi hang hoa khong dat yéu cau qua kiém tra, thir
nghiém: Bat cir mot hang hoa hoac chi tiét hang hoa qua kiém tra va thir nghiém
ma khong phu hop vé chat luong, vé dic tinh k¥ thuét cia bén mua, thi chu dau
tu c6 thé tir chdi va nha thau s& phai thay thé cac hang héa hodc chi tiét hang hoa
bi tir chbi, moi chi phi thay thé hang hoa deu do nha thau chiu trach nhiém, cac
hang hoa thay thé phai dap tng cac yéu cau vé dic tinh ki thuat, quy trinh chuyén
mon cua bén mua. Truong hop nha thau khong c6 kha ning thay thé hay dleu
chinh cac hang héa hoic chi tiét hang hoa khong phu hop, chu dau tu co quyén to
chure vi€e thay thé hay diéu chinh d6 néu can thiét. Moi rdi ro va chi phi lién quan
do nha thau chiu.

Buwéc 3: Sau khi thir nghiém hai bén tién hanh nghiém thu hang hoa va dua
vao st dung. Hang hoa dugc chuyén sang nghia vu bao hanh ngay sau khi cac bén
thong nhat nghiém thu va dua vao str dung.



